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(c u3m. n gon., BCTYN....

12 anpens 2010 ropa N 61-93

POCCUNCKAA ®EOEPALMA
®EQEPAIbHBIA 3AKOH
Ob OBPALEHUN NEKAPCTBEHHbIX CPEACTB

[TpunsT
I'ocynapcrBennoi Jlymoit
24 maprta 2010 rona

Onobpen
Coserom ®enepanuun
31 mapra 2010 roga

Cnucok U3MEHSIOIINX JJOKYMEHTOB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.07.2010 N _192-P3,
ot 11.10.2010 N 271-®3, o1 29.11.2010 N 313-®3, ot 06.12.2011 N 409-P3,
o1 25.06.2012 N 93-®3, ot 25.12.2012 N 262-®3, ot 02.07.2013 N 185-D3,
ot 25.11.2013 N 317-®3, ot 12.03.2014 N 33-®3, o1 22.10.2014 N 313-D3,
otT 22.12.2014 N 429-®3 (pexn. 13.07.2015), ot 08.03.2015 N 34-D3,
ot 29.06.2015 N 160-®3, ot 13.07.2015 N 233-P3, ot 13.07.2015 N 241-P3,
ot 13.07.2015 N 262-®@3, ot 14.12.2015 N 374-®3, o1 29.12.2015 N 389-®3,
ot 02.06.2016 N _163-®3, ot 03.07.2016 N 261-®3, ot 03.07.2016 N 305-P3,
o1 03.07.2016 N 350-®3, ot 29.07.2017 N 242-P3, ot 29.07.2017 N 278-P3,
o1 28.12.2017 N 425-®3 (pexn. 27.12.2019), ot 04.06.2018 N _140-D3,
ot 28.11.2018 N 449-®3, o1 27.12.2018 N 511-®3, o1 06.06.2019 N 134-D3,
ot 26.07.2019 N 240-®3, ot 02.08.2019 N 297-®3, o1 27.12.2019 N 462-D3,
ot 27.12.2019 N 475-®3, o1 27.12.2019 N 478-®3, oT 27.12.2019 N 481-P3,
oT 26.03.2020 N 67-®3, ot 01.04.2020 N 98-D3, ot 03.04.2020 N 105-P3,
ot 13.07.2020 N 206-P3, ot 08.12.2020 N 429-P3, ot 22.12.2020 N 444-D3,
ot 11.06.2021 N 170-®3, ot 02.07.2021 N 317-®3, o1 08.03.2022 N 46-D3,
oT 26.03.2022 N 64-®3, ot 14.07.2022 N 311-®3, ot 20.10.2022 N 405-D3,
ot 05.12.2022 N 502-®3, ot 19.12.2022 N 519-®3, ot 28.04.2023 N 149-03,
otT 28.04.2023 N 171-®3, ot 24.07.2023 N 341-P3, ot 04.08.2023 N 428-D3,
ot 04.08.2023 N 466-D3, ot 04.08.2023 N 474-®3, ot 19.10.2023 N 503-P3,
o1 30.01.2024 N 1-®@3, ot 08.08.2024 N 232-P3, ot 08.08.2024 N 323-D3)

Nnaea 1. OBLUUE NMOJNOXXEHUA
Cratbsa 1. [lpeameT perynupoBaHusi HacTosilero PegepanbHOro 3akoHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

AKCIIEPTHU30M, TOCYIaPCTBEHHON PETHUCTpaIueil B COOTBETCTBHH ¢ HacToAmuM DenepanbHbIM 3aKOHOM
(mamee - rocyaapcCTBEHHasi pPEerucTpalusi) WM PETUCTpanueldl B COOTBETCTBUU C MEKIyHapOJIHBIMHU
JIOTOBOpaMM M aKTaMM, COCTaBJSAIOLIMMHU INpaBo EBpa3suiickoro 3SKOHOMMUYECKOIO COo3a (lanee -
perucTpanusi), cCo CTaHAapTU3alMed M C KOHTPOJEM KadyecTBa, MPOU3BOJCTBOM, H3TOTOBJICHUEM,
XpaHEHHEM, MepeBO3KoM, BBO30M B Poccuiickyro deneparnuio, BiBo30M U3 Poccuiickoit dexneparuu,
peKiIamMoi, OTIYCKOM, pealu3aluel, Iepenayeii, NpUMEHEHUEM, YHHUYTOKEHHEM JIEKapCTBEHHBIX
CPEICTB.

(B pen. ®eaepanbhbix 3akoHOB 0T 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

2. Hacrosumii @enepanbHblii  3aKOH  yCTAHAaBIMBAET IPUOPUTET  T'OCYJApPCTBEHHOIO
perynupoBaHus 0€301MacHOCTH, KadecTBa M 3()(EKTHBHOCTH JIEKAPCTBEHHBIX CPEACTB IPH HX
oOpareHumu.

(B pen. deaepanpHoro 3akoHa ot 25.06.2012 N 93-03)

Cratba 2. Cchepa npumeHeHus HacTosiwero ®enepanbHOro 3akoHa

Hacrosuuit ®enepanbHplil 3aKOH MPUMEHSETCS] K OTHOILIEHUSM, BO3HUKAIOLIUM IpU 00pallieHun
JIEKApCTBEHHBIX CPEJICTB HAa TeppuTtopuu Poccuiickoit @enepannu.

Cratbsa 3. 3akoHoAaTeNnbLCTBO 006 OOpaleHnn neKapCcTBEeHHbIX CpeacTB

1. 3akoHomaTenbcTBO 00 OOpalleHWH JIEKAPCTBEHHBIX CPEJICTB COCTOUT W3 HACTOSIIETO
CDCI[epaJ'IBHOFO 3aKOHa, ApPYIrux (bezlepanLHbe 3aKOHOB MW HWHBIX HOPMATUBHBLIX IIPABOBBLIX A4KTOB
Poccuiickoit deneparum.

1.1. 3akoHOAATENBCTBO 00 OOpAILIEHUH JIEKAPCTBEHHBIX CPEICTB B OTHOIICHUU FOPUIUIECKUX JTUI]
W UHIUBUIYaIbHBIX NPEANPUHUMATENEH, OCYLIECTBISIOIIMX JESATEIIbBHOCTh Ha TEPPUTOPUHU
MEXIYHAPOAHOTO MEIUIIMHCKOTO KJacTepa, MPUMEHSETCS C Y4eTOM OCOOEHHOCTEH, YyCTaHOBJICHHBIX
®enepanbubiM 3aKk0HOM OT 29 utons 2015 roga N 160-D3 "O MexayHapOIHOM MEAUIIMHCKOM KJlacTepe
Y BHECEHHH U3MEHEHUM B OTIENbHBIC 3aKOHO1aTebHbIe akThl Poccuiickoit deneparun'.
(uactp 1.1 BBenena denepanbHbiM 3ak0HOM OT 29.06.2015 N 160-D3; B pen. PenepaibHOro 3aK0Ha OT
04.08.2023 N 428-D3)

2. Jle#ictBue Hacrosmero @enepadbHOro 3aKOHA paclpocTpaHseTcss Ha oOpalleHue
HapKOTUYECKUX JIEKAPCTBEHHBIX CPEIACTB U IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEACTB C YYETOM
0COOEHHOCTEH, YCTaHOBJIICHHBIX 3aKOHOIATEIbCTBOM Poccuiickoii ®enepanud 0 HAPKOTHYECKUX
CPEICTBAaX, ICUXOTPOIHBIX BEIIECTBAX U 00 UX MPEKypCcopax.

3. [He#ictBue Hacrosmero @enepallbHOTO 3aKOHA PAcHpOCTpaHsSETCs Ha  oOpaleHue
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEACTB € YYETOM OCOOEHHOCTEH, YCTaHOBJIEHHBIX
3akoHonarenbcTBOM Poccuiickoit deneparuu B o0nacTu o0ecrieyeHus paIualuoHHON 0e30MacHOCTH.

4. Eciiu MexTyHapOJHBIM 10roBOopoM Poccuiickoit deaepanniu, Mex1yHapOJHBIMU JOTOBOPAMHU U
aKTaMH, COCTABJISIFOIIMMU MPpaBo EBpa3uiickoro 3KOHOMHYECKOTO COI03a (J1ajiee - aKThl, COCTABIISIOIINE
npaBo Coro3a), YCTaHOBJEHbl HMHBIC TMpaBWiIa, YeM Te, KOTOpbIE NPEIYCMOTPEHBI HACTOSIINM
®denepanbHBIM 3aKOHOM, IPUMEHSIOTCS TIPaBUJIa MEXTYHAPOIHOTO JIOTOBOPA, MTpaBuia, COAepKaIIHeCs
B aKTax, cocTaBistomux nparo Coroza.

(uacts 4 B pen. ®enepansHoro 3akoHa ot 30.01.2024 N 1-D3)

4.1. Pemenus MCKTOCYHAPCTBCHHBIX OpPraHOB, IIPUHATBIC HA OCHOBAHUU MOJIOKESHUH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MEXIYHapoAHbIX J0roBopoB Poccuiickoii @Penepany B HUX HCTOJIKOBAaHUM, IPOTHUBOpEYAILEM
Konctutynuu Poccuniickoit @enepanuy, He moyiexaT ucnonHeHnto B Poccuiickoit ®enepanuu. Takoe
MPOTHBOPEYNE MOXKET OBITh YCTAHOBIICHO B OPSIKE, ONPEACICHHOM (e/iepaTbHbIM KOHCTHTYIIHOHHBIM
3aKOHOM.

(uacts 4.1 BBeeHa ®PenepanbHbIM 3akoHOM OT 08.12.2020 N 429-D3)

5. B Poccuiickoit denepaiuu B COOTBETCTBUU C MEXAYHApOJIHBIMU JoroBopamu Poccuiickoit
Qenepanii M (UIM) HAa OCHOBE MPHUHIMIA B3aMMHOCTH TPHU3HAIOTCA PE3yJIbTaThl KIMHHYECKUX
HCCIEAOBaHUM JIEKapCTBEHHBIX MPenapaTroB JUisi MEAMIMHCKOTO NIPUMEHEHUs, NPOBEICHHBIX 3a
npezaesnamu treppuropun Poccuiickonn @enepanuu.

Cratba 4. OCHOBHbIe MOHSATUA, UCMOSib3yeMble B HacTosiwem ®PeaepanbHOM
3aKoHe

ﬂJ’I}I 1eJIe HacTOSIIEro (Dez[epanbﬂoro 3daKOHA UCIOJIB3YIOTCA CICAYIOINEC OCHOBHBIC IMOHATHA:

1) nexapcTBEHHbBIE CpEICTBA - BELIECTBA WJIM HUX KOMOMHALMM, BCTYNAIOIIUE B KOHTAKT C
OpPraHU3MOM Y€JOBEKa WJIM >KUBOTHOIO, NMPOHUKAIOIIME B OpPraHbl, TKAHU OpraHU3Ma dYelloBeKa WU
KUBOTHOTO, MPHUMEHSEMbIE IJi1 NMPOQPUIAKTUKH, IUArHOCTUKU (32 MCKIIIOUEHHWEM BELIECTB WM HX
KOMOUHAIMH, HE KOHTAKTUPYIOLUX C OPraHU3MOM 4eJI0BEKa WM >KUBOTHOTO), JIEYEHUs1 3a00J1eBaHus,
peadwinTaluy, Ui COXpaHEeHus, IPEeJOTBPALLCHHs WK MPephIBaHUs OEPEMEHHOCTH U MOJTYYECHHBIE U3
KpOBH, IUIa3Mbl KPOBM, W3 OPraHoB, TKaHEW OpraHu3Ma 4YeJIOBE€KAa WJIM JKUBOTHOTO, PACTEHHH,
MUHEPAJIOB METOJIaMU CHHTE€3a WM C PUMEHEHUEM OMOJIOrMYecKHX TexHosoruil. K mekapcTBeHHbIM
CpeAcTBaM OTHOCATCS (papMareBTUIeCKue CyOCTaHIINH U JIEKapCTBEHHBIE TPENapaThl;

2) (dbapmaneBTHUECKasi CyOCTaHIIUS - JIGKAPCTBEHHOE CPEJCTBO B BHJIC OJIHOTO WJIM HECKOJIBKHX
oOnagaromux (apMakoJIOTHYECKOH aKTUBHOCTHIO JCHCTBYIOIIMX BEIISCTB BHE 3aBHCHUMOCTH OT
MIPUPOJIBI TPOUCXOKACHHUS, KOTOPOE TMPEAHA3HAYCHO JIJISl IPOU3BOJICTBA, U3TOTOBJICHUS JICKAPCTBEHHBIX
MpernaparoB U ornpenenser ux 3pPpeKTUBHOCTD;

(n. 2 B pen. @exnepanbHoro 3akoxa ot 22.12.2014 N 429-03)

3) BCIIOMOr'aTCJIbHBIC  BCIIECCTBA - BCHIECCTBA  HCOPraHUYCCKOTO - WU OpPraHn4€CcKoro
MPOUCXOXKACHUA, HCIOJIB3YEMBIC B IIPOHECCE MPOU3BOJACTBA, HU3IOTOBJICHHUA JICKAPCTBCHHBIX
IperiapaToB IJIA IpUJAaHUA UM HCO6XOI[I/IMI)IX (1)I/I3I/IKO-XI/IMI/ILIeCKI/IX CBOfICTB;

4) nexkapcTBEHHbIe IpenapaTbl - JIEKAPCTBEHHbIE CPEACTBA B BHJE JIEKApCTBEHHBIX (OpM,
NpUMEHSIeMble Ul NPO(PUIAKTHKH, JUATHOCTUKH, JIeUeHUs 3a0ojieBaHMs, peaOuIuTaluu, s
COXpaHEeHHUs, IPEAOTBPAIICHHUS WU MPEPhIBaHUsI OEPEMEHHOCTH;

5) nekapcTBeHHas popMa - COCTOSHUE JIGKAPCTBEHHOTO IpernapaTa, COOTBETCTBYIOIIEE CIToco0am
€ro BBEJICHHS M MPUMEHECHHS M 00ECIIeYMBAIOIIEe JOCTIKEHHE HEO0X0IMMOTO JieueOHOTO ) (deKTa;

5.1) nmo3upoBka - CoOAEp)KAHHWE OIHOTO WM HECKOJbKUX JCWCTBYIOUIMX BEIIECTB B
KOJIMYECTBEHHOM BBIPOXEHUH HA EAWHUILY MO03bl, WM EIWHUIly 00beMa, WU EIUHUILy Macchl B
COOTBETCTBUHM C JIEKaQpCTBEHHOW (opmoit 5mbO s HEKOTOPBIX BHJIOB JIEKAPCTBEHHBIX (GopM
KOJIMYECTBO BBICBOOOXKIIAEMOTO M3 JIEKAPCTBEHHOW (HOPMBI JICHCTBYIOIIETO BEIIECTBA 3a EIUHUILY
BPEMEHU;

(. 5.1 BBenen @enepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

6) HepCeUYCHL JKHU3HCHHO H606XOI[I/IMBIX H BaKHEHIIHNX JICKApCTBCHHLIX IIPCIIapaToOB -
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

yTBep)kaaemblii [IpaBurensctBoM Poccuiickoit denepanuu nepedeHsb JIEKapCTBEHHBIX NIPENapaToB s
MEIULUHCKOTO TMPUMEHEHHs, 00eCNeunBaIOIIMX MPUOPUTETHBIE MOTPEOHOCTU 3]PABOOXPAHEHHS B
Hensax NpoQWIAKTUKA M JIeYeHHs 3a00JIeBaHUI, B TOM 4YHCIIE TNPeoONajaroIuX B CTPYKType
3aboneBaemoctu B Poccuiickoit denepanmu;

(B pen. ®enepanbHoro 3akona ot 13.07.2020 N 206-D3)

6.1) opdanHble NeKapCTBEHHbIE NpenapaThl - JIEKAPCTBEHHbIC IIPEnapatsl, MpeJHa3HauCHHbIE
UCKJTIOUUTENIBHO I JMAarHOCTUKM, 3THUOMATOT€HETHYECKOI0 MM IaTOTEHETUYECKOIro JICUEeHUs
(J1leyeHus1, HaNPaBJICHHOTO HA MEXaHU3M Pa3BUTH 3a00JeBaHus) peaAkX (opdaHHBIX) 3a001€BaHUN;

(n. 6.1 BBenen PenepasibHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHoro 3akoHa OT
30.01.2024 N 1-®3)

6.2) OWonoTrHYeCKHe JIEKApCTBEHHBIC MperapaThl - JIEKAPCTBEHHBIC Mpenaparsl, JICHCTBYIOIIEES
BEIIIECTBO KOTOPBIX MPOU3BEACHO WM BBIICICHO W3 OMOJIOTMYECKOTO MCTOYHHMKA W JIIS ONPEICICHHS
CBOMCTB M KadyecTBa KOTOPHIX HEOOXOAMMa KOMOHWHAIMS OHMOJOTHYECKUX U (U3MKO-XUMHUYECKUX
MeTonoB. K OHONOTrMYEeCKHM JIEKapCTBEHHBIM IIpernapaTtaM OTHOCATCS HMMYHOOHOJIOTHYECKUE
JIEKApCTBEHHBIC TPENapaThl, JICKAPCTBEHHBIC IMpenaparbl, IMOJIYYEHHBIE W3 KpPOBU, IUIa3Mbl KpPOBHU
YEeJIOBEKa M JKMBOTHBIX (32 HMCKIIOYEHHUEM IIEIbHOM KpPOBHU), OMOTEXHOJOTUYECKHUE JIEKAPCTBEHHBIE
npenaparsl, TCHOTEPaNeBTUYECKHUE JIEKAPCTBEHHBIC TIPENapaThl, JICKAPCTBEHHBIC MpenapaThl HA OCHOBE
COMAaTHUYECKHX KJIETOK;

(m. 6.2 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepanbHOro 3aKoHa OT
04.08.2023 N 466-D3)

6.3) BBICOKOTEXHOJIOTUYHBIN JIEKAPCTBEHHBIN IpenapaT - FeHOTEPaNeBTUYECKUIN JIEKaPCTBEHHbII
rpenapar Juisi MEIULIUHCKOTO MPUMEHEHHNs, WIHM JEKapCTBEHHBIN INpernapaT Ha OCHOBE COMAaTHYECKUX
KJIETOK Ul MEIULIMHCKOTO IPUMEHEHMSI, WJIM TKaHEHH>KEHEPHBII JIeKapCTBEHHBIHN npemnapat (mpenapar
TKQHEBOW MH)KEHEPUH);

(m. 6.3 BBeneH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) WMMYHOOHMOJOTHYECKHE JICKQpCTBEHHBIE TMpemapaThl - JIEKAPCTBEHHBIC IIperaparsl,
NpeaAHa3HAYCHHBIC IJIA q)OpMI/IpOBaHI/ISI AKTUBHOI'0 HJIM MAaCCMBHOI'0O MMMYHHUTCTA oo JHUArHOCTHUKHN
HaJIU4us HMMYHUTCTA 1501041 AUArHOCTUKU CHGIII/I(bI/I‘-IeCKOFO HpI/IO6p€TCHHOFO HU3MCHCHUA
MMMYHOJIOTHYECKOTO OTBETa Ha aUIeprH3upyloIme BemectBa. K  HMMMyHOOMOJOTHYECKHM
JIEKapCTBEHHBIM  MpenapataM  OTHOCSTCS ~ BaKIMHBI, AHATOKCUHBI,  TOKCHUHBI,  CHIBOPOTKH,
MMMYHOTJIOOYJIHHBI U aJlIEPTeHBI;

(n. 7 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7.1) OHOTEXHOJIOTMYECKUE JIEKAPCTBEHHBIE IIpemapaTbl - JIEKAPCTBEHHBIE IIperaparsl,
MIPOU3BOJICTBO KOTOPBIX OCYIIECTBIISIETCSI C HCIIOJIB30BAaHMEM OHOTEXHOJIOTHYECKUX TPOIECCOB U
MeTo0B (B Tom unciie JJHK-pekoMOMHAaHTHON TEXHOJIOTHH, TEXHOJIOTHH KOHTPOJIUPYEMOM IKCITPECCUH
I€HOB, KOAMPYIOLIMX OMOJIOTMYECKH AaKTHUBHbIE O€JKM B HPOKApUOTaX M JYKapHOTax, BKIIOYAs
M3MEHEHHBIE KJIETKH MJIEKOIUTAIOIIHUX ), THOPUIOMHOTO METO/Ia U METOAa MOHOKJIOHAJIbHBIX aHTHUTEN,
(m. 7.1 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

7.2) TreHoTepamneBTUYECKHUE JICKAPCTBEHHbIE Tpernaparbl - JIGKAPCTBEHHBIC Ipenaparsl,
(dapmarneBTHUeCKass CyOCTaHIIUSI KOTOPBIX SIBISETCS PEKOMOWHAHTHOW HYKJICHMHOBOW KHCIIOTOW HITU
BKJIIOYaeT B ce0sf1 pPEKOMOWHAHTHYIO HYKJICHMHOBYIO KHCJIOTY, TIO3BOJISIONIYI0 OCYIIECTBISITH
peryJupoBaHue, perapaluio, 3aMeHy, 100aBJICHHE WK yIalleHHe TEHETHYECKOM MOCIe0BaTeIbHOCTH;
(m. 7.2 BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

8) HapKOTHUYECKHE JIEKAPCTBEHHBIE CPEJICTBA - JICKAPCTBEHHBIE MpemnapaThl U (papMareBTHUYECKHE
CyOCTaHIMH, COJEpsKallie HAapKOTHMYECKHWE CpPEeJCTBAa M BKIIOUEHHBbIC B llepeyeHh HAPKOTHUECKHUX
CPEACTB, INCUXOTPOIHBIX BEUIECTB M HX MPEKYpPCOPOB, MOMICKAIMX KOHTPOI B Poccuiickoit
@enepanuy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon ®enepanuu, MeXIyHapOIHBIMHU
noroBopamu Poccuiickont @enepanuu, B TOM yuciae EAMHON KOHBEHIIMEW O HAPKOTHUYECKUX CPEACTBAX
1961 ropa;

9) MCUXOTPOIHBIE JIEKAPCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE MpemapaThl U (GapMalleBTUIECKUE
CyOCTaHIIMH, COJEp>Kallie TMCUXOTPOMHbIC BEIIECTBA M BKIIOYCHHbIE B IlepeueHb HAPKOTHUECKHUX
CPEACTB, TNCUXOTPOIHBIX BEUIECTB M HX MPEKYpPCOPOB, MOMICKAIIMX KOHTPOIK B Poccuiickoit
@enepanuy, B COOTBETCTBUM C 3aKOHOJATENbCTBOM Poccuiickon ®enepanuu, MeXIyHapOIHBIMHU
noroBopamu Poccuiickont @enepanun, B ToM unciie KoHBeHIMEH O NMCUXOTPOIMHBIX BemecTBax 1971
rojaa;

10) pagmodapmarieBTHUECKHE JEKapCTBEHHBIE CPEICTBA - JIEKAPCTBEHHBIE CPEICTBA, KOTOPHIE
CoJIepKaT B TOTOBOM JIJIsl MCTIOIB30BaHUS (hOpMEe OJUH PAAUOHYKIIU] WIA HECKOIBKO PaIHMOHYKIHIOB
(pannoakTUBHBIX U30TOIOB);

10.1) opuruHaIbHBIM JIEKApCTBEHHBIM TMpenapaT - JEKapCTBEHHBbIM Ipemnapar ¢ HOBBIM
JEUCTBYIOIIMM BEIIECTBOM, KOTOPBIM NEPBBIM 3apeructpupoBaH B Poccuiickoit Penepanyu wiv B
MHOCTPaHHBIX TOCYJapCTBaX HAa OCHOBAaHUU  PE3YJIBTATOB  JOKIMHUYECKUX  MCCIEIOBAHUN
JEKapCTBEHHBIX  CPEICTB M  KIMHUYECKHX  MCCIENOBAaHUM  JIEKAPCTBEHHBIX  IIPENapaToB,
MOJTBEPXKIAOIINX €r0 KauyecTBO, 3P(HEKTUBHOCTh U OE30MIaCHOCTD;

(n. 10.1 BBenen denepanbHbiM 3ak0HOM 0T 27.12.2019 N 475-D3)

11) pedepenTHBII JEKaPCTBEHHBII Npenapar - JeKapCTBEHHbIN MTpernapaT, KOTOPbIH UCIOIb3YeTCs
JUISL OLIEHKH OMO3KBHBAJICHTHOCTH WJIM TepaneBTUYECKON 3KBUBAJICHTHOCTH, KauecTBa, 3 PpeKTUBHOCTH
u  0e30macHOCTH  BOCIPOM3BEIEHHOIO  JIEKAPCTBEHHOrO  Ipernapara WiId  OMOaHaJIOrOBOTO
(buomogo0OHOrO)  JNEeKapcTBEHHOro  mpemapata (O6woanamora). B kauectBe  pedepeHTHOrO
JEKapCTBEHHOI'O Ipemapara Uil MEIUIUHCKOrO IPUMEHEHHUS HCIOJIb3YeTCS OpPUTMHAJIBHBIN
JIEKapCTBEHHBIN IIpernapar JIn00, €CI OpUTMHAIbHBINA JIEKAPCTBEHHBIN IpernapaT He 3aperucTpUpOBaH
WK He HaxoauTcs B obopore B Poccuiickoit ®denepanyiv 1 HE HAXOAUTCS B 000POTE€ B MHOCTPAHHBIX
rocy/apcTBax, BOCHPOM3BEICHHBIN JIEKApCTBEHHBIM INpenapaT Wid OMoaHaioroBbli (OMOMOJOOHBIN)
JIeKapCTBEHHbIH Mpenapar (61MoaHaior), KOTOPbIi NEPBbIM 3apETUCTPUPOBAH U3 YMCIIA HAXOJAIIUXCS B
obopore B Poccuiickoit ®deneparyy, OMOIKBUBAJIEHTHOCTh WJIM TepaleBTUYECKas HKBUBAJIEHTHOCTD,
Ka4yecTBO, F3(P(PEKTUBHOCTh U 0€30IaCHOCTh KOTOPOTO OIEHWBAIMCH MO OTHOUICHUIO K OPUTHHAIBHOMY
JIEKapCTBCHHOMY TMpemnapary, a TakkKe KadecTBO, J(PQPEKTUBHOCTP M OE30MaCHOCTh KOTOPOTO
MOJITBEPKIAIOTCS pe3yiIbTaTaMy (hapMaKkoHa(30pa U IPOBEPOK COOTBETCTBUS JICKAPCTBEHHBIX CPEJICTB,
HaXOJAIIUXCS B TPakJaHCKOM 00OpOTe, YCTaHOBJIEHHBIM TpeOOBaHUSM K MX KadecTBy. B kauecTBe
peepeHTHOro JIeKapCTBEHHOI'0  IIperapara /s BETEPUHAPHOIO HPUMEHEHHS HCIOJIb3YeTCs
JIEKapCTBEHHbIM Mpenapar Ajs BETEPUHAPHOTO MPUMEHEHMs, 3aperucTpUpoBaHHBIH B Poccuiickoit
@denepallii Ha OCHOBaHMM PE3YJIBTATOB JOKIMHUYECKUX HCCIIEIOBAaHUI JIEKAPCTBEHHBIX CPEICTB U
KIIMHUYECKUX MCCIEAOBAaHUN JIEKAPCTBEHHBIX IIPENApaToB, MOATBEP)KIAIOIIMX €ro KayecTBO,
3¢ (HeKTHBHOCTE M 0€30MaCHOCTH;
(m. 11 B pen. ®enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12) BOCHpOM3BEIECHHBIM JICKAPCTBEHHBIM TMpenapaT - JIGKApCTBEHHBIM Ipemapar s
MEIUIIMHCKOTO TPUMEHEHHS, KOTOPBIH HMEEeT OJKBUBAJCHTHBIH pePepeHTHOMY JIE€KapCTBEHHOMY
npenapary KaueCTBEHHBIM COCTaB M KOJIMYECTBEHHBIM COCTAB IEUCTBYIOMIMX BEIIECTB B SKBUBAJICHTHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

nexkapcTBeHHON (opme, T1OO0 JeKapCTBEHHBIM Mpenapar Ui BETEPUHAPHOTO MPUMEHEHHUS, KOTOPHIA
UMEeT Takue e, 4YTO W pedepeHTHBI JIeKapCTBEHHBIM Mpenapar, KaueCTBEHHBIM COCTaB U
KOJIMYECTBEHHBI  COCTaB  JCHCTBYIOIIMX BEIIECTB B TaKOW K€ JICKApCTBEHHOH  (opme,
OMOSKBUBAJICHTHOCTh WJIM  TEpareBTUYECKas HSKBUBAJICHTHOCTh KOTOPBIX COOTBETCTBYIOIIEMY
pedepeHTHOMY JIeKapCTBEHHOMY TIpenapary MoATBEPKIeHA COOTBETCTBYIOIIIMMH MCCIICIOBAHUSIMH;

(n. 12 B pen. @enepanpHoro 3akona ot 27.12.2019 N 475-D3)

12.1) TepaneBTHYECKasi SKBUBAJICHTHOCTh JIEKAPCTBEHHBIX MPETAPATOB - JOCTHKEHUE KIIMHHUECKU
COTOCTaBUMBIX TepameBTHUecKoTo 3(ddexra u mokazateneid 3PpPeKTUBHOCTH U OE30MACHOCTH MPHU
MPUMEHEHUN JICKAPCTBCHHBIX MPENaparoB Ui MEIUIMHCKOTO TPUMEHEHHUS, HWMEIONINX OJHO
MEXYHApOJAHOE HEMAaTCHTOBAHHOE (MJIM XHMHUYECKOE, WM TPYNIUPOBOYHOE) HAWNMEHOBAaHUE, B
SKBHBAJICHTHBIX JO3MPOBKAX IO OJHUM W TEM e IMOKa3aHWSAM K NMPHUMCHCHUIO W TPU OJIMHAKOBOM
croco0e BBEJICHHUS Y OJHOM M TOH K€ IpyMITbl OOJBHBIX;

(m. 12.1 B pea. @enepanbHoro 3akoHa ot 27.12.2019 N 475-03)

12.2) 6uoananoroBelii (0MOMOAOOHBIN) JIEKApCTBEHHBIN Mpenapat (OnoaHanor) - OHOIOTUYECKUI
JIEKapCTBCHHBIN IMpermapaT, CXOXKHW IO MapaMmerpaMm KadecTBa, dPQPEKTUBHOCTH W OE30MAaCHOCTU C
pedepeHTHBIM OHOJIOTUYCCKUM JIEKAPCTBEHHBIM TIPEIapaToM B TAKOW Ke JICKAPCTBCHHOH (opme H
AMEIONINH HIECHTUYHEINA CIT0cOo0 BBEICHUS;

(n. 12.2 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.3) B3auMo3aMeHsIEMbI JIGKAPCTBEHHBIN Mpemnapar - JeKapCTBEHHBIN MpemapaT ¢ JI0Ka3aHHON
TEPaNeBTUYECKON OSKBUBAJICHTHOCTHIO WIIM OHOIKBHBAJIIEHTHOCTHIO B OTHOIIEHUH pedepeHTHOTO
JIEKapCTBEHHOT'O Mpenapara, UMEIOIINN SKBUBAIICHTHBIE €MY KaU€CTBEHHbBI COCTaB M KOJIMYECTBEHHBIN
COCTaB JCHCTBYIOLIMX BELIECTB, COCTAB BCIIOMOTaTENbHBIX BEIIECTB, JIEKAPCTBEHHYIO (popMy U crtocod
BBE/ICHUS;

(n. 12.3 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

12.4) OWOAKBUBAJCHTHOCTh JIEKAPCTBEHHBIX MpPEMapaToB - JOCTHKEHHE COMOCTaBUMBIX
MOKa3aTesiel CKOPOCTH BCAChIBaHUS, CTENEHU MOCTYIUIEHUS! K MECTY JIEUCTBHSI U CKOPOCTH BBIBEICHUS
OJTHOTO WJIM HECKOJIBKUX 00JIaqaroiux (apMaKoJIOTHIECKOW aKTHBHOCTRIO JICHCTBYIOIINUX BEIIECTB MPU
MPUMEHEHUU JIEKAPCTBEHHBIX TMpENapaToB Uil MEIUIIMHCKOTO TMPUMEHEHHUs, WMEIOUUX OJIHO
MEXIyHApOAHOE HEMAaTEHTOBAHHOE (WM XHUMHYECKOE, WIM TPYNIHUPOBOYHOE) HAWMEHOBAaHHE, B
SKBUBAJICHTHBIX JO3UPOBKAX M MPU OJMHAKOBOM CIIOCOOE BBEIICHUS,

(m. 12.4 BBenen PenepanbHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

13) JICKAPpCTBCHHOC PACTUTCIBHOC CBIPHC - CBCIKUC HJIM BBICYHICHHBIC PACTCHUA 0o ux 4acCTu,
HCIIOJIb3YCMBIC IJid IMPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB OpraHU3aliusIMU - IPOU3BOJUTCIAMU
JICKApCTBCHHBIX CPCACTB HUJIW HU3TOTOBJICHUS JICKAPCTBCHHBIX IMPEIIApaTOB allTCYHBIMU OpraHHU3alsaIMU,
BCTCPHHAPHBIMH ANTCYHBIMU OPraHu3alusaMi, WHAUBUAYAJIbHBIMU HNPCAIPUHUMATCIAMA, UMCIOIIUMU
JIMICH3UIO Ha (bapMaHeBTI/I‘ICCKYIO JCATCIIbHOCTD,

14) nexapcTBEHHBIN pacTUTENbHBIN Mpenapar - JEKapCTBEHHBIN Mpenapar, MPOU3BEJCHHbBIN HIIN
M3TOTOBJICHHBIA U3 OJHOT'O BUJIA JIEKAPCTBEHHOI'O PACTUTEIBLHOTO ChIPbs WJIM HECKOJIBKUX BHOB TAKOTO
CBIPBSI U pean3yeMblii B pacacOBaHHOM BHJIE BO BTOPHUHON (TIOTPEOUTENBCKOM) YITAKOBKE;

15) romeonarnyeckuil JeKapCTBEHHBIM Mpenapar - JEKapCTBEHHBIN Ipernapar, Mpou3BEAECHHbIN
WIM M3TOTOBJIEHHBIM H3 (apmaleBTHUeCKON cyOcTaHIMM WK (apMaleBTHUYECKUX CyOcTaHIMil B
COOTBETCTBUM C TPeOOBAHUAMHU OOIIMX (papMaKoNeHHbIX cTaTel K rOMEONAaTHYECKUM JIEKapCTBEHHBIM
npernapataM MM B COOTBETCTBUM C TpeOOBaHMSAMHU (apMakolen CTpaHbl MPOU3BOJUTENST TAKOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JIEKapCTBEHHOTO ITpernapara;
(m. 15 B pen. denepanpHoro 3akona ot 22.12.2014 N 429-D3)

16) MexIyHapoJHOE HEMAaTEeHTOBAHHOE HAMMEHOBAaHUE JIGKAPCTBEHHOTO  CpeACTBA -
HAaMEHOBAHME [ICHCTBYIOIIETO BemlecTBa (hapMameBTUYECKOW CyOCTaHIMHM, PEKOMEHJIOBAaHHOE
BcemupHoii oprannszanuen 31paBoOXpaHeHUs;

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

17) ToproBoe HaMMEHOBAaHUE JIEKAPCTBEHHOI'O CpEJCTBA - HAMMEHOBAaHHE JIEKaPCTBEHHOI'O
CpeACTBa, MPHUCBOCHHOE €ro pa3pabOTYMKOM, JepiKaTeleM WM BIAJENbIeM PEerucTpaluoOHHOTO
yZIOCTOBEPEHHS IEKApPCTBEHHOT'O NIpeNapara;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

17.1) rpynmupoBOYHOE HaWMEHOBaHHE JIEKapCTBEHHOTO Ipenaparta - HauMEHOBaHUE
JIEKapCTBEHHOI'O IIpernapaTa, He UMEIOIIEro MeXAyHapOAHOIO HENAaTCHTOBAHHOTO HAMMEHOBAHUS, WIH
KOMOMHAIIMM JIEKapCTBEHHBIX NpenapaToB, MCIOJIb3yeMOE B LEISIX OOBEAMHEHHS UX B TPYIIy HOJ
€MHBIM HAUMEHOBAHUEM UCXO/S U3 OJUHAKOBOI'O COCTaBa JCHCTBYIOIIUX BEIIECTB;

(n. 17.1 BBenen denepanbHbiM 3ak0HOM 0T 22.12.2014 N 429-D3)

18) obmas papmakorneiiHas CTaThs - TOKYMEHT, YTBEPKICHHBIH YITOITHOMOUYEHHBIM (eiepaabHbIM
OpPTraHOM HCIIOJHHUTEIBHOM BJIACTH M COJACPIKAIIMK MEpedYeHb MoKa3aTeNiell KayecTBa M (MJIM) METOJIOB
KOHTPOJISI KauyecTBa KOHKPETHOM JIeKapCTBEHHOH (OpPMBI, JEKapCTBEHHOI'O PACTUTEIBHOIO ChIPh,
BCIIOMOTATENIbHBIX BELIECTB, OMNHCAHUS OHOJOTMYECKUX, OHOXMMHYECKHX, MHUKPOOHOIOIMYECKHX,
(U3NKO-XUMUYECKUX, (U3NYECKUX, XUMHUYECKUX M JPYTUX METOJNOB aHaju3a JIEKapCTBEHHOTO
CpeACTBa, a TaKkXke TPeOOBaHMS K HCHOJIB3YEMBbIM B IENISAX MPOBEIEHHs JaHHOTO aHAIM3a PEaKkTHUBaM,
TUTPOBAHHBIM PacTBOPaM, HHANKATOPAM;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

19) dapmakoneliHas cTaThsi - IOKYMEHT, YTBEP)KICHHBIH YIIOJHOMOYECHHBIM (henepaabHbIM
OpPraHOM HCIIOJTHUTENIFHOM BIIACTH W COJCp)KAIIMil TepeyYeHb IOKa3aTelieil KauecTBa M METOJIOB
KOHTPOJISI ~ KauecTBa  JIGKAPCTBEHHOI'O  CPEJCTBA,  JIGKAPCTBEHHOTO  PACTUTEIBHOTO  CHIPBS,
BCIIOMOTATENIbHBIX BELIECTB;

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

19.1) cranmapTHBIe 00pa3IBl - BEIIECTBA, MMOCPEICTBOM CPaBHEHUS C KOTOPBIMHU OCYIIECTBIISETCS
KOHTPOJIb KauecTBa MCCIEAYEMBIX JIEKAPCTBEHHBIX CPEJICTB C IMOMOIIbI0 (U3UKO-XUMHUYECKUX U
OMOJOTMYECKUX METOAOB B IENSIX TMOATBEPKICHUS COOTBETCTBUS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM HOPMATHBHOW JOKYMEHTAIIMH, YCTAHOBJICHHBIM MPHU OCYIIECTBICHUH TOCYAapCTBEHHON
pEeTHCTpalii, W KOTOPbIE MPUMEHSIOTCS JUIsi KadMOpPOBKM CTaHAAPTHBIX OOpa3lOB MPOU3BOIUTEIIS
JIEKAPCTBEHHBIX CPEJICTB, MCIOJIB3YEMBIX JIi KOHTPOJISI KadeCTBAa WM HHBIX IIeJIed Mpu OOpalieHuun
JIEKapCTBEHHBIX CPEJICTB;

(m. 19.1 BBenen denepanbHbiM 3aK0HOM OT 22.12.2014 N 429-D3)

19.2) ¢apmakoneiHblii craHgapTHBI oOpa3en - CTaHAApTHBIM oOpasel, NPOU3BENCHHBIM B
COOTBETCTBUHM C (hapMaKONeHHON CTaThel;
(n. 19.2 BBenen denepanbHbiM 3ak0HOM 0T 22.12.2014 N 429-D3)

20) HoOpMaTHBHasi JOKYMEHTAlUs - JOKYMEHT, COJAEpXalluid IepeueHb ONpPEeNesIeMbIX I10
pe3ysbTaTaM COOTBETCTBYIOIIMX OJKCIIEPTH3 IOKA3aTeNed KadecTBa JIEKAPCTBEHHOTO CPEACTBA JUIA
MEIULMHCKOTO IPUMEHEHHS, METOI0OB KOHTPOJIS €r0 KA4eCTBA U YyCTaHOBJICHHBIN €ro MPOU3BOIUTEIIEM;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

21) HOpMaTHBHBII TOKYMEHT - JIOKyMEHT, COJICPKAIIUi TIepeUeHb OMPEICIIIEMBIX 110 pe3yJIbTaTaM
COOTBETCTBYIOIIUX OKCIIEPTH3 TIOKa3aTenei KadecTBa M (WJIM) METOJOB KOHTPOJIS KadecTBa
JIEKapCTBEHHOH  (OPMBI, ONUCAHUS OWOJNIOTUYECKUX, OMOXMMHUYECKUX, MHUKPOOHUOIOTUYECKHUX,
(UBHKO-XUMHYECKUX, PUINICCKUX, XUMHUECKUX U JIPYTUX METOJOB aHAJIM3a JICKAPCTBEHHBIX CPEIICTB
JUTSL BETEPUHAPHOTO IPUMEHEHUS, TPEOOBAHHSI K UCIIOJIB3YEMBIM B IICIISIX MPOBEACHHS TAHHOTO aHAIN3a
peaKTHBaM, THTPOBAHHBIM PACTBOPAM, HHIUKATOPAM U YCTAHOBJIICHHBIN €0 MMPOU3BOIUTEIICM;

21.1) oOmuii TeXHUYECKU NTOKYMEHT - KOMIUIEKT JOKYMEHTOB M MaTE€pUaJIOB, COCTOSIINHA M3
HECKOJIbKMX  pa3delioB -  JOKYMEHTAallMM  aJMUHUCTPATUBHOIO  XapakTepa, XUMHUYECKOH,
(dapmareBTHUECKON W OHMOJOTHYECKOW JOKYMEHTAIlluu, (apMaKOJIOTUICCKOW, TOKCHKOJIOTHYECKON
JOKYMEHTAllMH, KIWHUYECKOW JOKYMEHTAIMUM M MPEACTABISEMbIA OJHOBPEMEHHO C 3asBJICHUEM O
FOCY/IApCTBEHHOW PErucTpauyyd JEKapCTBEHHOrO IMpenapara isi MEIUIHUHCKOrO TMPUMEHEHUS B
(dbopMate, yCTaHOBJIEHHOM YIOJHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTENBHOMN BIIACTH;

(m. 21.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

22) Ka4yecTBO JICKAPCTBEHHOTO CPEJICTBA - COOTBETCTBUE JIEKAPCTBEHHOI'O CPEICTBA TPeOOBAHUAM
¢dapmakomneiiHoii craThbu JMOO B Cilydae €€ OTCYTCTBHS HOPMATHBHOM JOKYMEHTAIlMM WJIH
HOPMAaTUBHOTO JOKYMEHTA;

23) 0e30MacHOCTh JICKAPCTBEHHOTO CpPEACTBA - XapaKTEPUCTHKA JICKAPCTBEHHOTO CpECTBa,
OCHOBAHHAs Ha CPABHUTEIILHOM aHaIN3e ero 3PPEKTUBHOCTH U PUCKA IIPUYUHEHHS Bpeia 3710POBBIO;

24) 3¢ ¢eKTUBHOCTh JIEKApCTBEHHOTO Ipernapara - XapaKTepUCTHKA CTENEHH IOJIOKUTEIbHOIO
BIMSIHUS JIGKAPCTBEHHOTO Tperapara Ha TEYEHHE, IPOJOKUTENBHOCTh 3a00JIeBaHUsI WIH  €ro
IIPEI0TBPALLEHUE, pEaOUIUTALINIO, HA COXPAHEHUE, IPEJOTBPAIlEHNE WIH IIpepbIBaHIE OEPEMEHHOCTH;

25) cepusl JIEKapCTBEHHOTO CPEJICTBA - KOJIMYECTBO JICKAPCTBEHHOI'O CPEIICTBA, MPOU3BEICHHOE B
pe3ysbTaTe OJJHOTO TEXHOJIOTHYECKOTO IIMKJIA €ro MPOM3BOUTEIIEM,

Koncynpranrlntoc: npumedanwue.
C 01.01.2025 m. 26 ct. ct. 4 uznaraercs B HOBo#M pemakiuu (P3 ot 30.01.2024 N 1-®3). Cwm.

OyaylUIyI0 pEeIaKIHIo.

26)  perucTpalliOHHOE  YJOCTOBEPEHHME  JIEKAPCTBEHHOro  Ipermapara -  JOKYMEHT,
MOJTBEPXKAAIOUINNA (PaKT rOCYAaPCTBEHHON PEerucTpalyu JIEKapCcTBEHHOTO Ipernapara;

26.1) nepkareib WM BIaAEEl] PETUCTPALIMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpenapara -
pa3paboOTYMK JIEKAPCTBEHHOTO CPEJCTBA, IPOMU3BOJHUTENb JIEKAPCTBEHHBIX CPEACTB WM HHOE
IOpUAMYECKOE JIMIO0, 00Jafarollee MpaBoM BIIAJAECHHUS PETUCTPALMOHHBIM YIOCTOBEPEHUEM, KOTOPBIE
HECYT OTBETCTBEHHOCTh 32 Ka4eCTBO, 3(PPEKTUBHOCTH U OE30MACHOCTD JIEKAPCTBEHHOT'O IIPEnapara;

(. 26.1 BBenen denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

277) perucTpallMOHHBIN HOMEp - KOJ0BOE 0003HAUEHHE, TPUCBOEHHOE JIEKAPCTBEHHOMY Tpernapary
IIPU €TI0 TOCYAAPCTBEHHOU PErUCTPALIMK UM PETUCTPALUU;
(B pen. @eaepanvuoro 3akona ot 30.01.2024 N 1-D3)

28) oOpaieHue JIEKapCTBEHHBIX CPEACTB - pa3paboTka, MOKIMHUYECKHE HCCIIEeIOBAaHNUS,
KIMHUYECKUE WCCIENOBAaHUs, OJKCIEpPTHU3a, T[OCYIapCTBEHHAs pPETUCTpalusd WIH perucrpanus,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

CTaHJapTHU3aLUs U KOHTPOJb KayeCcTBa, IIPOU3BOJCTBO, M3TOTOBJIEHUE, XPAHEHHUE, NIEPEBO3KA, BBO3 B
Poccuiickyro @enepannro, BbeiBO3 U3 Poccuiickoir denepanuu, pekinama, OTIYCK, peald3anus,
repeaayda, IpUMEHEHNe, YHUUTOXKEHHUE JICKAPCTBEHHBIX CPE/ICTB;

(B pen. @enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

29) cyObexkThl OOpalleHus JEeKapCTBEHHBIX CpeACTB - (U3WYECKUEe JIMLa, B TOM 4YHCIIE
UH/IMBUJyallbHbIE IMPEIIPUHUMATENN, U IOPUIUUYECKUE JIMIA, OCYIIECTBIISIOIIUE JEATEIbHOCTh MPHU
00pallleHNH JIEKapCTBEHHBIX CPE/ICTB;

30) pa3paboTUMK JEKapCTBEHHOT'O CPEJICTBA - OpraHU3alys, 00JIaaronas MpaBaMH Ha pe3yJIbTaThl
JOKIIMHUYCCKUX I/ICCHCILOBaHI/Iﬁ JICKApCTBCHHOT' O CcpcacTea, KIIMHHUYCCKHUX I/ICCJIGIIOBaHI/Iﬁ
JIEKapCTBEHHOTO Npenapara U (WIK) Ha TEXHOJIOIHIO IPOU3BOCTBA JIEKAPCTBEHHOIO CPECTBA;

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

31) IMPOU3BOACTBO JICKAPCTBEHHBIX CPCIACTB - ACATCIIBHOCTH IO IIPOMU3BOJACTBY JICKAPCTBCHHBIX
CpeACTB OpraHUu3alUsAMU - NTPOU3BOJUTCIIAIMU JICKAPCTBCHHBIX CPCACTB Ha OJIHOM CcTaanu, HCCKOJIbKHNX
HJIN BCCX CTAAUAX TCXHOJIOTHYCCKOI'O IMPOHIecca, a TaK¥XKC M0 XpaHCHUIO U pCain3aliui IMPOU3BCACHHBIX
JICKApCTBCHHBIX CPCIACTB;

31.1) mpon3BOICTBEHHAS TUIOMIA/IKA - TEPPUTOPHAITBEHO 000COOICHHBI KOMIUIEKC MPOU3BOIUTEIS
JICKaPCTBCHHBIX CPEJICTB, MPEJIHA3HAUCHHBIA IS BBITOJIHEHUS BCETO Ipollecca IMPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB WM €r0 OMPEeNIEHHON CTaauH;

(m. 31.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

32) npou3BOAMUTEND JIEKAPCTBEHHBIX CPEJCTB - OpraHU3alysi, OCYIIECTBISIOLIAs MPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJICTB B COOTBETCTBUU C TpeOOBaHUAMHU HacTosAwero denepanbHOro 3aKoHa;

33) dapmareBTHYECKAS ESATEIBHOCTD - JIESTENbHOCTD, BKIIOYAIONIasi B CE0s1 ONTOBYIO TOPTOBIIIO
JIEKapCTBEHHBIMU  CPEJICTBAMHU, MX XpaHEHHWE, NEepeBO3KYy M (WIM) PO3HUYHYIO TOPIOBIIIO
JIEKapCTBEHHBIMU IIperapaTaMi, B TOM YHUCJIE AWCTAHIIMOHHBIM CHOCOOOM, MX OTIYCK, XpaHEHHE,
MepEBO3KY, U3TOTOBJIEHHUE JIEKAPCTBEHHBIX MPETapaToB;

(B pen. ®enepanbHoro 3akoHa ot 03.04.2020 N 105-D3)

34) opraHuzanus ONTOBOW TOPIOBIM JIEKAPCTBEHHBIMM CPEACTBAMU -  OpraHU3anus,
OCYIIECTBIISIONIAs ONTOBYIO TOPIOBIIO JIEKAPCTBEHHBIMU CPEACTBAMM, UX XpaHEHHE, NEPEBO3KY B
COOTBETCTBHUU C TpeOOBaHUAMH HacTOsAIIEro DenepabHOTO 3aKOHA;

35) anreuyHas opraHuzanus - OpraHM3alus, CTPYKTYpHOE MOApa3AeieHUe MEeIULMHCKON
OpraHu3aliK, OCYILECTBIIAIONINE POSHUYHYIO TOPrOBIIO JEKAPCTBEHHBIMU IperapaTtaMu, B TOM 4HCIe
JMCTAHIIMOHHBIM ~ CIOCOOOM, XpaHEHHE, NEepeBO3KY, M3TOTOBIEHHE U OTIYCK JIEKAPCTBEHHBIX
npenaparoB ajid MCAULMUHCKOTO HNPUMCHCHHA B COOTBCTCTBHU C Tp€6OBaHI/I$IMI/I HaCTOAIIECTO
denepanbHOrO 3aK0HA;

(B pen. denepanbHbIx 3ak0HOB OT 25.11.2013 N 317-D3, ot 03.04.2020 N_105-D3)

36) BerepuMHapHas anTe4YHas OpraHU3alys - OpraHU3alus, CTPYKTYpPHOE IIO/pa3/elicHHe
BETCPHHAPHOW  OpraHW3alyd, OCYIICCTBISIOIIME  PO3HHYHYIO  TOPrOBIIO  JIEKAPCTBEHHBIMH
npernapatamMd, B TOM YHCJ€ JUCTAHIIMOHHBIM CIIOCOOOM, XpaHEHHE, HW3TOTOBIEHHE U OTIIYCK
JICKApCTBCHHBIX MNpCHapaTtoB I BCTCPUHAPHOTO MNPUMCHCHHA B COOTBCTCTBHUH C Tp660BaHI/I$IMI/I
Hacrosmuiero dexepaabHOro 3aKOHA,;

(B pen. ®exnepanbHoro 3akona ot 03.04.2020 N 105-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

37) ¢danbcupupoBaHHOE  JISKAPCTBEHHOE  CPEACTBO -  JIGKAPCTBEHHOE  CPEJCTBO,
COIIPOBOKIaeMOe JIOKHOM MH(OpMAIIHel 0 ero cocTaBe U (W) MPOU3BOJUTEIE;

38) HenoOpokauecTBEHHOE JIEKAPCTBEHHOE CPEICTBO - JIGKAPCTBEHHOE CPEICTBO, HE
COOTBETCTBYIOIIIEE TPeOOBAHMIM (papMaKOIEHHOW CTAaThU JINOO B ClIydae €€ OTCYTCTBHUS TPeOOBaHUSIM
HOPMATHUBHOM JIOKyMEHTAIIUU WK HOPMATUBHOTO JIOKYMEHTA;

39) koHTpadakTHOE JEKapCTBEHHOE CPEACTBO - JIEKAPCTBEHHOE CPEACTBO, HAXONAIIEEeCs B
000pOoTe ¢ HApYIIEHHEM I'PaXTaHCKOT'0 3aKOHOAATEIhCTBA;

40) [OKIMHHMYECKOE  HCCIENOBAaHUE  JICKAPCTBEHHOTO  CpPEACTBA -  OMOJOTHUYECKHE,
MUKPOOUOJIOTHYECKUE, UMMYHOJIOTHYECKIE, TOKCHKOJIOTHYECKUE, (hapMaKoIOTUYecKue, (Pu3mdecKue,
XUMUYECKUE U IPYTHUE UCCIETOBAHUS JIEKAPCTBEHHOT'O CPEJICTBA ITyTEM NMPUMEHEHUSI HAyYHBIX METOIOB
OIICHOK B IMENAX TOJY4YeHUs JOKa3aTeIbCTB OE30MacHOCTH, KadectBa W I(PPEKTUBHOCTH
JIEKApCTBEHHOT'O CPEJICTBA;

4]) KIMHWYECKOE HCCIeIOBaHHE JIEKAPCTBEHHOTO Ipenapara - H3yYeHHe JMarHOCTHYECKHX,
Je4eOHBIX, MPOPUIAKTUYECKHX, (PapMaKOIOTHYECKUX CBOIMCTB JIEKAPCTBEHHOT'O MpernapaTa B Ipolecce
€ro TMPUMEHEHUS y 4YelIOBeKa, >KUBOTHOTO, B TOM YHCIIE MPOIECCOB BCACHIBAHMSA, PACIPEICIICHUS,
HU3MCHCHHUA W BBIBCACHUA, IMYTEM IMPUMCHCHUA HAYYHBIX MCETOJOB OICHOK B HCJIAX IMOJIYUYCHUA
JI0Ka3aTesbCTB 0€30MacHOCTH, KadecTBa M 3(PQEKTUBHOCTH JIEKAPCTBEHHOIO Ipemnapara, AAHHBIX O
HEXKENIATEIbHBIX PEAaKIUSAX OpraHu3Ma YeJIOBEKa, J>KMBOTHOTO HA IPHMEHEHHE JIEKapCTBEHHOTO
npenapara U 00 3pQexre ero B3aMMOJCHCTBHS C APYTMMH JICKAPCTBEHHBIMH IperapaTaMu U (WIIN)
MUILEBBIMU IPOAYKTaMH, KOPMaMH;

42) MHOTOLICHTPOBOE KJIMHUYECKOE MCCIIEIOBAHUE JIEKAPCTBEHHOIO Mpernapara JJisi MeIUIUHCKOTO
MPUMEHEHUS - KJIMHUYECKOE HCCIIeIOBaHWE JICKapCTBEHHOIO TMpernapara id MEIUIIMHCKOTO
MIPUMEHEHHUS, TPOBOAUMOE Pa3pabOTYMKOM JIEKaPCTBEHHOI'O Iperapara B JByX U Oosiee MEAMIIMHCKHUX
OpraHu3alysIX M0 eAUHOMY MPOTOKOIY KIMHHYECKOr0 UCCIIEJOBAaHUS JIEKAPCTBEHHOT'O IIperapara;

43) MexIyHapOJIHOE MHOTOIEHTPOBOE KIMHHUYECKOE HCCIENOBAHHME JIEKAPCTBEHHOTO IMpernapara
JUISL MEIULMHCKOTO TPUMEHEHMSI - KIMHUYECKOE HCCIEOBaHUE JIEKAPCTBEHHOTO Ipenapara i
MEIUIIMHCKOTO MPUMEHECHHS, TPOBOANMOE Pa3padOTIMKOM JIEKAPCTBEHHOTO MperapaTra B pa3iIMuHbIX
CTpaHax I10 eIMHOMY IIPOTOKOJY KIIMHUYECKOTO UCCIIeI0BAaHUS JIEKAPCTBEHHOTO Mpernapara;

44) TOCTpEruCTpPAllMOHHOC KIMHUYECKOE WCCIICIOBAaHUE JIGKQpCTBEHHOTO TIperapara s
MEIUIIMHCKOTO TMPUMEHEHHUsI - KIMHUYECKOE MCCIe0BaHUEe JIEKApCTBEHHOrO Ipemapara s
MEIHUIIMHCKOTO MPUMEHEHUS, IPOBOJAUMOE MTPOU3BOJUTENEM JIEKAPCTBEHHOTO MpernapaTa, Tpaxk 1aHCKUN
000pOT KOTOPOTO OCYIIECTBISETCS TOCTE TOCYIapCTBEHHONW PETHCTPAIMK WM PETUCTPAIMU, B IENIAX
JIOTIOJTHUTEIHHOTO cOOpa JaHHBIX O €ro 0e30MacHOCTH U d(PPEKTUBHOCTH, PACHIMPEHUS MMOKA3ZAHUHA K
MPUMEHEHHIO JTAHHOTO JIGKAPCTBEHHOTO Tpernapara, a TaKXKe BBISBICHUS HEXeJATeIbHBIX peaKinui
MAIMEHTOB Ha €To JICHCTBHE,

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

45) wuccnenoBaHue OMOPKBUBAJIEHTHOCTH JIEKAPCTBEHHOI'O IIpernapara - BHUJA KIMHHUYECKOTO
HCCIIE0BAHMs JICKAPCTBEHHOIO IIperapara, IIPOBEACHUE KOTOPOIO OCYILECTBIIACTCS I ONPENCIICHUS
CKOPOCTH BCAChIBaHUS M BBIBEJCHHS OJHOTO MJIM HECKOJBKUX OO0JIAZaomuX (apMaKoIOTHIeCKOM
AKTUBHOCTBIO JCHCTBYIOIIMX BELIECTB, KOJIMYECTBA JIEKAPCTBEHHOIO IIpemnapara, JOCTHUIAOIIEro
CHUCTEMHOI'O KPOBOTOKa, U Pe3yJbTaThl KOTOPOTO MO3BOJISIIOT CHENaTh BHIBOJ O OMO’KBHBAJIECHTHOCTH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

BOCITPOHM3BEICHHOTO JIEKAPCTBEHHOTO Nperapara B ONpeIeIEHHbIX JIEKAPCTBEHHON (OpMeE U JJO3UPOBKE,
COOTBETCTBYIOIIUX (hOpME U JO3UPOBKE pehepeHTHOro JIEeKapCTBEHHOTO MTpernapara;
(1. 45 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)

46) wuccrnenoBaHUE TEpPANEBTUYECKONW OSKBUBAJICHTHOCTH JIEKAPCTBEHHBIX IIPENapaToB - BHJ
KITMHAYECKOTO UCCIIEIOBAHMS JICKAPCTBEHHBIX MPEMapaToB, MPOBEACHNE KOTOPOTO OCYIIECTBIISIETCS /IS
BBISIBJICHUS] OIMHAKOBBIX CBOMCTB JIEKAPCTBEHHBIX IPEMApaTOB OINPEACICHHON JIEKapCTBEHHOH (HOPMBI,
a TaKKe HAIMYMs OJMHAKOBBIX IOKa3zareneil Oe3omacHOCTH M S(QPEKTHBHOCTH JIEKapCTBEHHBIX
MPernapaToB, OJJUHAKOBBIX KIMHUYECKHX 3()(PEKTOB Npu UX NPUMEHEHHH;

47) IpOTOKOJ KIMHUYECKOIO MCCIIEOBAHUS JIEKAPCTBEHHOI'O IIperapara - JOKYMEHT, B KOTOPOM
OTIPENIENIAIOTCS EJH, (POPMBI OPTaHU3ALUN W METOJIOJIOTHS MPOBEIACHUS KIMHUYECKOTO HUCCIICIOBAHMS,
CTAaTUCTHUYECKHE METOAbl O0OpabOTKH pe3yJbTATOB TAKOTO HCCIIEIAOBAHUS U MEphbl MO OOECIEYEHUIO
0e30macHOCTH (U3NYECKUX JIMI, YYacTBYIOIIMX B KIMHUYECKOM HCCIEIOBAaHUU JIEKAPCTBEHHOTO
npernapara;

48) 6p0m10pa HCCIICAOBATCIIA - CBOAHOC U3JIOKCHUC PE3YJIbTATOB JOKIIMHUYCCKOTI'O UCCIICAOBAHUA
JICKApCTBCHHOTO CpCACTBA MU  KIMHHUYCCKOI'O HCCICAOBAHUA JICKAPCTBCHHOI'O IIperapara I
MCIUIIUHCKOI'O IPUMCHCHUA

KoncynprantlIntoc: nmpumeyanue.
C 01.01.2025 B m. 49 ct. 4 BHOCcarcs m3meHeHus (D3 ot 30.01.2024 N 1-®3). Cm. Oyaymryio

PCAAKIINIO.

49) uHbOpMaLMOHHBINA JHMCTOK MAalUEHTa - JOKYMEHT, B KOTOPOM COJEp>KaTcsi B JOCTYIHOMH
¢dopme cBeNeHMs, KacarollyMecss MPOBOAMMOIO KJIMHUYECKOTO MCCIEJOBAHUS JIEKAPCTBEHHOTO
npernapara, 1 B MUCbMEHHOH (hopMe TOOPOBOJBHOE cOrjlacHe MalMeHTa Ha ydacTHe B KIMHUYECKOM
UCCIICZIOBAaHUM JIEKAPCTBEHHOTO Ipernapara IMocje O3HAKOMIIEHUS C OCOOEHHOCTSIMHM KIMHUYECKOTO
HCCIIEA0BaHMs, UMEIOIMMHU 3HAYE€HHE JUUIS BBIPAYKEHUS TAKOT'O COTJIACHS;

50) mobo4HOEe MAEWCTBHE - pEaKUusi OpraHW3Ma, BO3HUKIIAS B CBA3M C NPUMEHEHHEM
JICKApCTBEHHOT'O IpfrapaTta B J03aX, PEKOMCHAYCMbLIX B HWHCTPYKOHU 110 €ro HNpHUMCHCHHUIO, I
npoUIAKTUKY, TUATHOCTUKH, JIE€UCHUS 3a00I€BaHMs WK JUTS PeaOInTalNy;

50.1) HexenarenbHas peakuUus - HeNpeAHaMEpeHHas HeOJaronpusATHas peaklus OpraHu3Ma,
KOTOpast MOKET OBITh CBsI3aHa C MPUMEHEHUEM JICKApCTBEHHOTO Mperapara;
(n. 50.1 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

51) cepbe3Hast HexenaTelbHas pPeaklMsl - HEXKeJaTeslbHas peaklMs OpraHu3Ma, CBS3aHHAas C
MIPUMEHEHUEM JIEKapCTBEHHOTO Ipernapara, MpUBEIIas K CMEPTH, BPOKICHHBIM aHOMAJIHUSAM WU
MOpOKaM Pa3BUTHUS JHOO MpeAcTaBisiomas co0oi yrpo3y >KW3HM, TpeOyromias roCIUTaIN3alul HIn
MpHUBEAIIAas K CTOUKON yTpaTe TPYA0CTIOCOOHOCTH U (M) UHBAJUIHOCTH;

52) HenpenBUACHHAs HEXKENaTeabHas PEaKIMs - HEKeJIaTelbHas peakuusi opraHu3Ma, KOoTopas
CBSi3aHa C NPUMEHEHUEM JIEKaPCTBEHHOI'O Ipenapara B J03aX, PEKOMEHAYEMBIX B IIPOTOKOJE €ro
KIIMHUYECKOTO HCCIIEZIOBaHUs, OpOLIIOpe HUCCIeAOoBaTeNs, WIM C IPUMEHEHHEM JIEKapCTBEHHOTO
mpernapata B J103aX, PEKOMEHIYEMbIX B HHCTPYKLUHH [0 €ro MNPUMEHEHUIO JUIsl MpO(UIaKTUKH,
JMAarHOCTHKH, JIEYeHUs 3a00JIeBaHUs WJIM MEIUIMHCKON peadMIuTaluy ManueHTa, W CYIIHOCTb,
TSOKECTh WJIM  MCXOJ KOTOPOM HE COOTBETCTBYET HMH(OpPMALUMU O JIEKAPCTBEHHOM IIpernapare,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

CoJiepKaleiicss B TPOTOKOJE €ro KIMHUYECKOTO HCCIIEOBaHUs, OpOIIOpEe HCCIeI0BaTeNsl WM B
WHCTPYKIIUU TIO TPUMEHEHUIO JIEKAPCTBEHHOTO TIperapara;
(. 52 B pen. @enepanpHoro 3akona ot 22.12.2014 N 429-D3)

52.1) ¢apmakoHaa30p - BHJ JAEATEIHHOCTH IO MOHUTOPHHTY 3(()EKTUBHOCTH M 0€301MacHOCTH
JIEKapCTBEHHBIX  IpEenapaToB, HANpPABIECHHBIM Ha BBIABIECHUE, OLEHKY U NPEIOTBpALICHHE
HE)XeJaTeNbHbIX MOCIEICTBUNA IPUMEHEHHUS JIEKAPCTBEHHBIX MPENapaToB;

(m. 52.1 BBenen PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

52.2) nnaH ympaBlieHUs PUCKaMHU - MOJAPOOHOE OIMUCAaHWE MEpONpUATHH Mo (apmakoHaa30pY,
HaIIPaBJICHHBIX HA BBIABICHHUE, OLEHKY U MPEIOTBPALEHUE WIM MUHUMHU3ALMIO PUCKOB, CBSI3aHHBIX C
JIeKapCTBEHHBIMH ITperapaTaMu, BKIF0Yast OIEHKY 3()(PEeKTUBHOCTH TaHHBIX MEPOIPHUSATHI;

(. 52.2 BBeneH PenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynbrantllmoc: npuMeyanue.
C 01.03.2025 B m. 53 ct. 4 BHOCsATCa m3meHeHus (D3 ot 30.12.2021 N 463-®3). Cm. Oyaymryio

PECAAKIINIO.

53) penent Ha JEKapCTBEHHBIN Mpenapar - MEAUIMHCKUI JOKYMEHT YCTAaHOBIIEHHOW (hOpMBI,
coJiepKalliii Ha3HaYeHHe JICKApCTBEHHOTO Mpernapara A MEIUIUHCKOTO MPUMEHEHUS, BbIIAHHBIN
MEJUIIMHCKUM PaOOTHHKOM B IENSIX OTIYCKa JIGKAPCTBEHHOTO Tperapara WiId €ro M3TOTOBICHUS U
OTIIyCKa Ha OyMa)KHOM HOCHTEJIE WM C COIJIaCHs MAIMEeHTa WM €ro 3aKOHHOTO TPEACTAaBUTENS B
(dhopMe IEKTPOHHOTO JOKYMEHTA, MOMMCAHHOTO C UCIOJIb30BAaHNEM YCWICHHON KBATM()UIIMPOBAHHOMN
JEKTPOHHON MOAMMCH MEAMIMHCKOIO pabOTHHKA, JIMOO JOKYMEHT YCTAaHOBJICHHOW (OPMBI,
coJiepKalliii Ha3HAYeHHE JIEKAPCTBEHHOrO TMperapara Jjs BETEPHUHAPHOTO MPUMEHEHUs, BbIIAHHBIN
CHEIMATUCTOM B OOJIAaCTH BETEPHUHAPUU B IENSIX OTIYCKa JIEKApCTBEHHOTO IIpernapara WM €ro

HU3TOTOBJICHUSA U OTITYCKaA Ha 6YMa)KHOM HOCHTCIIC,
(B pen. @enepanbHbIX 3aK0OHOB OT 29.07.2017 N 242-P3, ot 02.08.2019 N 297-P3)

Koncynprantlntoc: npumeyanue.
C 01.03.2025 n. 54 cr. 4 uznaraerca B HoBOM pemakuuu (@3 ot 30.12.2021 N 463-03). Cwm.

OyIyIIyIo pPEAaKIHUI.

54) TtpeGoBaHMEe MEIUIIMHCKON OpTraHU3aIllMH, BETEPHHAPHON OpraHW3alMi - JOKYMEHT
YCTAQHOBJIEHHOH (DOPMBI, KOTOPBII BBITUCAH MEAUIIMHCKAM PAaOOTHUKOM HJIHM CIIEIHAIMCTOM B 00JacTH
BETCPHHAPUH, UMEIONIMMHU Ha 3TO TPaBO, W COACPKUT B NMHUCHMEHHOH (opme ykasaHWE anTeYHOM
OpraHu3alM WIK BETEPUHAPHON alTeYHOM OpraHu3anuu 00 OTIYCKE JIEKAPCTBEHHOrO Mpernapara WiH
O €ro M3rOTOBJIEHMHM U OO0 OTIycKe A oOecrnedyeHus Je4eOHOro mporecca B MEIUIIMHCKOM
OpraHu3aIlH, BETCPUHAPHON OpraHU3aluu;

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

55) KOMIUIEKCHAasE OIlEHKa JICKapCTBEHHOTO IIperapara - OIEHKa 3aperuCTPUPOBAHHOTO
JICKApCTBEHHOTO Mperapara, BKIYaronias B ce0st aHaJIn3 WHPOPMAIIUU O CPAaBHUTEILHON KIIMHUYECKON
3 GEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO Iperapara, OlEHKY dKOHOMHUYECKUX IOCIEICTBUI
€T0 NPUMCHCHUSA, U3YYCHUC NOIIOJIHUTCIBHBIX HOCJ’IC,Z[CTBI/Iﬁ MMPUMCHCHUS JICKAPCTBCHHOI'O IIpCIiapara B
oeiIAaxX MPUHATHUA peH_IeHI/Iﬁ O BO3MOXHOCTH BKIIOYCHHUA JICKAPCTBCHHOI'O IIpflapara B ICPCUYCHb
KN3HCHHO HCO6XO}II/IMBIX U BaKHEHUIIINX JICKAPCTBCHHBIX IMPEIIapaTOB, HOPMATHUBHBIC IIPABOBLIC aKThI U
WHBIC JIOKYMEHTBI, OTIPEIEIISIONINE MTOPSI0K OKa3aHUsI MEIUIIMTHCKON TTOMOIIH, WM HUCKITIOYCHUS €T0 U3
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

yKa3aHHBIX MIEPEYHs, aKTOB U JJOKYMEHTOB;
(. 55 BBeneH PeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

56) cucremMa MOHUTOPUHTA JBM)KCHHUS JIEKAPCTBEHHBIX TMpENapaToB [UIi MEAUIIMHCKOTO
pUMeHEeHHs - (enepaiibHas TOCyIapCTBeHHAss WH(GOPMAIMOHHAS CHUCTEMa MOHUTOPHHTA JIBYKCHUS
JIEKAPCTBEHHBIX TMPEMapaToB JJIsi MEAWIIMHCKOTO TPUMEHEHHUS OT MPOU3BOAMUTENS JO KOHEYHOTO
MOTpeOUTENsT C HCIONB30BAHUEM B OTHOIICHUHU JIEKAPCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO
MIPUMEHEHUS CPEICTB UACHTU(DUKAIIH.

(. 56 BBeneH PeaepanbHbIM 3ak0HOM OT 28.12.2017 N 425-03)

Masa 2. MOJIHOMOYNA ®EOEPAJTIbHBLIX OPFTAHOB VICI'IOJ'IHVITEJ'IbHQVI
BJIACTU, NCINMOJTHUTEJNbHbBIX OPTAHOB CYBBEKTOB POCCUNCKOU
OEOEPAUUU NMPU OBPALLEHUUN NEKAPCTBEHHbBIX CPEOCTB
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 5. NonHomounsa cepepanbHbIX OPraHOB MCMOJIHUTENbHOM BRacTU MNpwu
obpalleHnm nekapcTBeHHbIX CPeaAcTB

K momaOMOYMSIM (beI[epaJ'IBHBIX OpraHoB HCIIOJIHUTEILHONH  BIIACTH IIpu 06paH_[eHI/II/I
JICKApCTBCHHBIX CPCACTB OTHOCATCA:

1) mposenenue B Poccuiickoit Penepauuu €IUHONH TOCYAAPCTBEHHOW MOJUTUKM B 001acTH
obecrieueHus JICKapCTBEHHBIMU MpenapaTtaMu rpaxan B Poccuiickoii @enepanmu;
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2) ytBepxkaeHue oOummMX (apmakomelHbIXx craTeil, (apmakoneiHbIX cTaTed, W3AaHUe
roCyJapCTBEHHON (apmakomneu, co3JaHMe M BeleHUEe peecTpa (apMakONEWHBIX CTaHIAPTHBIX
00pasIoB;

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3) ocymuiecTBieHHEe (enepaabHOr0 [OCYNIAPCTBEHHOIO KOHTPOIS (Haa3opa) B cdepe oOpalieHus

JIEKapCTBEHHBIX CPE/ICTB;
(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 11.06.2021 N _170-D3)

4) nuueH3UpOBaHME IPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB, B TOM uHcie (eaepaibHbli
rOCYJapCTBEHHBIH JIMIIEH3MOHHBINH KOHTPOJIb AEATEIILHOCTH 1O MTPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB,
NEPUOJINYECKOE MOJTBEPHKICHUE COOTBETCTBUS JIMIICH3HATA, UMEIOIIETO JIMIICH3HIO Ha MPOU3BOJCTBO
JICKApCTBEHHBIX CPENCTB, U (hapMaleBTHUECKON JEATETLHOCTH B COOTBETCTBUHU C 3aKOHOIATEILCTBOM
Poccuiickoit denepanuu;

(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

5) opraHuzanus SKCHEPTH3bl JIEKAPCTBEHHBIX CPEJCTB, 3TUYECKOH HKCHEPTH3bl BO3MOKHOCTH
IIPOBEJEHUS]  KIMHMYECKOTO MCCIEAOBAaHUS JIEKapCTBEHHOIO Ipenapara s  MEIULUHCKOIO
IIPUMEHEHHUs, DOKCIEPTU3bl JOKYMEHTOB, IIPEACTABICHHBIX JUIS  ONPENECICHUS BO3MOXKHOCTH
paccMaTpuBaTh JICKApPCTBEHHBIN Ipenapar Ajis MEAMIHWHCKOTO NMPUMEHEHHs B KadecTBe Op(haHHOTO
JIEKapCTBEHHOI'O IIPEIapara;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

51) opraHu3anus IIPOBCACHUA KOMILJICKCHOM OLCHKHU JICKAPCTBCHHOI'O IIpCIlapaTa B MLEIAX
NIPUHATHA peI_HeHI/Iﬁ O BO3MOKHOCTHU BKIIFOUYCHUS JICKAPCTBCHHOTO IpfriapaTra B MNEPEUCHb KU3HCHHO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

HEOOXOMUMBIX M Ba)KHEHIIMX JIEKApPCTBEHHBIX MpPENapaToB, HOPMATHUBHBIC MPABOBBIE aKThl U HHBIC
JIOKYMEHTBI, OINPEIENSIONUE MOPSAOK OKa3aHUs MEAUIIMHCKOM MOMOIIM WM MCKIIOYEHUS €ro us3
yKa3aHHBIX MIEPEUHsI, AKTOB U JIOKYMEHTOB;

(m. 5.1 BBenen ®enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

6) BbIJaua paspemieHud Ha TPOBEACHHE KIWHUYECKUX HCCICIOBAHUN JIEKApPCTBEHHBIX
IIpenapaTroB, BEACHUE PEECcTpa BBIJAHHBIX pa3pelICHUN Ha MPOBEACHUE KIMHUYECKHUX HCCIEAOBAHUI
JIEKapCTBEHHBIX IPEIAPATOB;

7) rocynmapcTBEHHas PErHCTpallus JICKAPCTBEHHBIX MPENapaToB, BEICHUE TOCYJIapCTBECHHOTO
peecTpa JeKapCTBEHHBIX CPEJICTB;

7.1) peructpausi, MOATBEPKIACHUE PETUCTpaLUU (TIEpeperucTpairs), BHECEHHE H3MEHEHHH B
PETrUCTpallMOHHOE J10ChE, a TaKXkKe MPOBEJCHHUE MPOIIeyp, CBSI3aHHBIX C PETUCTpaliel, B COOTBETCTBUH
C yTBepXkeHHbIMU EBpa3uiickoil 5KOHOMHYECKON KOMUCCHEN MpPaBUIAMU PETHCTPALUU M SKCHEPTU3bI
JIEKapCTBEHHBIX CPEACTB JIi MEIUIMHCKOIO NMPUMEHEHUS U IOPAaBUIAMHU PEryJIMPOBaHUS OOpalleHus
BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB HA TaAMOKEHHOM TeppuTopun EBpa3suilckoro 3KOHOMHUYECKOTO
COI033;

(. 7.1 BBenen ®enepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.2) npencraBieHue UHGOPMAlMM O  PETUCTPAllMH, IOATBEPXKACHUU  PErHUCTpaluu
(mepeperucTpanuu), BHECEHHMM HW3MEHEHHUH B pPETUCTPALMOHHOE [0ChE, a TaKkKe O MpoLeaypax,
CBSA3aHHBIX C perucrpauueld, B EBpa3suiCKyl0 SKOHOMHYECKYID KOMHUCCHIO C HCIOJIb30BAaHUEM
MHTETPUPOBAHHON MH(OPMAIIMOHHOHN crcTeMbl EBpa3uiickoro SKOHOMHYECKOT0 COK03a B COOTBETCTBUU
C yTBepKACHHbIMU EBpa3uiicKoil IKOHOMHYECKOW KOMHUCCHEH HOPSAAKOM (POPMUPOBAHHUA U BEICHHS
€IMHOIO pEeecTpa 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX CpencTB EBpasuilckoro 3KOHOMHUYECKOIO
col03a W [PaBWJIAMH pEryJIHpoBaHUS OOpallleHHss BETEPUHAPHBIX JIEKAPCTBEHHBIX CPEJCTB Ha
TaMOKEHHOU TeppuTopuu EBpa3suiickoro 3KOHOMHYECKOTO COK03a;

(m. 7.2 BBeneH denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7.3) yTBepKIeHHE MOpSAIKA MPUOCTAHOBICHHS JEHCTBHUS PETUCTPALMOHHOIO YAOCTOBEPEHUS
JICKApCTBCHHOT'O Ipfliapara HWJIKW OrpaHUYCHUA MPUMCHCHUA JICKAPCTBCHHOI'O IIpcriapara JId
MEJIMLMHCKOTO IPUMEHEHHs B Cly4asxX, IPEeAyCMOTPEHHBIX YTBEpXKACHHbIMM EBpasuiickoit
SKOHOMHYECKON KOMHCCHEH OpaBujiaMu PETHUCTpAllMA W OSKCICPTHU3BI JICKAPCTBECHHBLIX CPEACTB JIA
MEIUIMHCKOTO MPHUMEHEHHsS, W BO30OHOBIEHHS JCHCTBUS PErHCTPAlMOHHOIO yIOCTOBEPEHHUS
JIEKapCTBEHHOTO TperapaTa WM CHATHUS OTPaHUYEHHS MPUMEHEHHs JEKapCTBEHHOTO Iperapara s
MEIULUHCKOTO MPUMEHEHHUS;

(n. 7.3 BBeneH denepanbHbiM 3akoHOM oT 30.01.2024 N 1-D3)

8) opranm3anus ¥ (WIKM) MPOBEJACHUE WHCIIEKTUPOBAHHUS CYOBEKTOB OOpaIleHUs! JIEKAPCTBCHHBIX
CpPEACTB Ha COOTBETCTBHE YTBEPXKACHHBIM EBpa3uiicKOll SKOHOMHYECKOW KOMMCCHUEW MpaBHIIAM
HajuIexaled 1abopaTOpHON MPaKTUKM, MpaBUIAM HaJJexalleld KIMHUYECKOM MpPaKTHKHU, IpaBUiiaM
HaJuIexalel IUCTPUOBIOTOPCKON MPAKTUKH, MpaBUIaM HaAJexalled NMpakTUKU ¢apMaKkoHaI30pa, a
TaK)K€ YTBEPXKIACHHBIM YIIOJHOMOUYEHHBIMU (peepalbHBIMH OpPraHaMU HWCIOTHUTEIBHON BIIACTH
[IpaBUJIaM HaJUIeKaIEH anTeYHOU MPAKTUKH, MPABUJIaM XPaHEHUS JICKAPCTBEHHBIX CPECTB;

(n. 8 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8.1) opranmzanus ¥ (WJIM) TPOBEICHUE WHCIIEKTHPOBAHUS CyOBEKTOB OOpaIeHus JIEKapCTBEHHBIX
CPEICTB HAa COOTBETCTBUE TPEOOBAaHUSAM IpaBUJ HAJJICKAIIeH MPOU3BOJCTBEHHOW MPAKTHKH, BbLaaya
3aKJIIOUEHUH O COOTBETCTBUM MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEACTB TPeOOBAaHUSM MPABHI
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Ha/JIexalield Ipou3BOJCTBEHHOM MPAKTUKH;
(m. 8.1 BBeneH PenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

8.2) ycTaHOBJIEHHE MOpsAJKA BEACHHUS U BEJIEHUE T'OCYAAPCTBEHHOIO PEECTpa 3aKIIOUEHUH O
COOTBETCTBUHM TPOW3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MOPAaBHUI  HaJUICKAIICH
IIPOU3BOJICTBEHHOMN NIPAKTUKH;

(. 8.2 BBeneH DenepanbHbIM 3aKOHOM OT 22.12.2014 N 429-D3)

9) rocymapcTBeHHas perucTpainus TMpeleNbHbIX OTMYCKHBIX II€H MPOW3BOAUTENeH Ha
JIEKapCTBEHHBIE TIperaparhl, BKIIOYCHHBIE B IEPEUYCHb JKU3HEHHO HEOOXOIUMBIX M Ba)KHEUIINX
JIEKapCTBCHHBIX TPENapaToB, W BEACHHE TOCYJApPCTBEHHOTO peecTpa MpeAeibHBIX OTIYCKHBIX IICH
MIPOM3BOIUTEIICH HA JICKAPCTBEHHBIC TIPEIapaThl, BKIFOYCHHBIC B TICPEUCHD KU3HEHHO HEOOXOIUMBIX U
BOKHEHIIINX JICKAPCTBEHHBIX TPENapaToB;

(B pen. deaepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

9.1) cornmacoBaHHMe TMPOEKTOB PEIICHUN HCIOIHUTENBHBIX OpraHoB cyObekToB Poccuiickoit
Oenepanii 00 yCTaHOBJICHUHM M (WJIM) M3MEHEHUH TMPEACThHBIX pPa3MEpPOB OMNTOBBIX HAJA0aBOK U
MpeIeIbHBIX Pa3MEpPOB PO3HUYHBIX HAJA0aBOK K (PAaKTUYECKUM OTIYCKHBIM I[€HAM, YCTaHOBICHHBIM
MIPOU3BOUTEISIMU  JIEKAPCTBEHHBIX TPEMapaToB, Ha JIEKAPCTBEHHBIE TIpernaparbl, BKJIIOYCHHBIE B
MepevYeHb )KU3HEHHO HEOOXOIUMBIX M BaXKHEHIIINX JICKaPCTBEHHBIX MPENapaToB;

(m. 9.1 BBenen denepanbHbiM 3akoHOM OT 13.07.2015 N 241-®3; B pen. DeaepadbHOrO 3aK0HA OT
08.08.2024 N 232-®3)

10) BBIgaua, yCTAaHOBICHHME TMOpPSJIKAa BBLAAYM pPAa3peIIeHUs] Ha BBO3 KOHKPETHOM MapTUH
JIEKapCTBEHHOT0 cpeacTBa B Pocculiickyro denepanuio;
(n. 10 B pen. ®enepanpHoro 3akona ot 02.08.2019 N 297-D3)

10.1) Beinaya, ycTaHOBJICHHE MOPSJIKA BbIAAYN U (POPMBI JOKYMEHTA, KOTOPbIN MOATBEPKIAET, YTO
IIPOU3BOJCTBO JICKAPCTBEHHOI'O Ipenapara i MEJULIHUHCKOIO IIPUMEHEHUS OCYILECTBICHO B
COOTBETCTBUM C TpeOOBaHMSIMU [PABUJ HAAJEKaIled MPOU3BOJACTBEHHONM NPAKTUKU WM YTO
JICKapCTBEHHBIN Npenapar Juis BETEpUHAPHOTO NMPHUMEHEHHs JomylleH K oOpamienuio B Poccuiickoit
@denepanyy, ¥ MOUICKHUT MPEACTABICHUIO 1O TPeOOBAHMIO YIOJHOMOYEHHOIO OpraHa CTpaHbl, B
KOTOPYIO BBO3HUTCS JIEKAPCTBEHHBIN ITpenapar;

(m. 10.1 BBenen PenepanbHbIM 3aKk0HOM 0T 22.12.2014 N 429-03; B pen. denepaibHOro 3akoHa OT
02.08.2019 N 297-®3)

10.2) BpIIaua, YCTAaHOBJICHUE HOPSJIKA BBIAAYM M (HOPMBI JOKYMEHTA, COIACPIKALIETO CBEICHHS O
CTaIUAX TEXHOJOTHYECKOTO MpoIlecca MPOU3BOJICTBA JIGKAPCTBEHHOTO CPENICTBA IS MEAUIIMHCKOTO
MIPUMEHEHHUS, OCYIIECTBIISIEMBIX Ha TEPPUTOPUN EBPa3UIICKOT0 SKOHOMHYECKOTO COI03a;

(nm. 10.2 BBemen denepanbHbiM 3akoHOM OT 22.12.2014 N 429-03, B pen. @enepanbHOro 3aKOHa OT
13.07.2015 N 241-®3)
11) co3manue COBETOR 1O BOMPOCAM, CBSI3aHHBIM C OOpaIICHUEM JICKAPCTBECHHBIX CPE/ICTB;

12) arrectanus u cepTuUKAIMS CIIEIUATNCTOB;

13) yrpatun cuiy c 1 centsiops 2013 rozga. - @enepanbublii 3akod ot 02.07.2013 N 185-D3;

14) ocymecTBienue hapMaKoHaI30pa;
(n. 14 B pen. ®enepanpHoro 3akona ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

15) yuacTre B MEXIyHapOIHOM COTPYIHUYECTBE;

16) momyuyeHue Mo 3ampocaM YHOJIHOMOYEHHOTO (he/iepalbHOro opraHa UCIOJHUTENLHONW BIACTH
OT UCIIOJIHUTENBHBIX OpraHoB cyOobekToB Poccuiickoit @enepanuu, a Takke OT CyObEKTOB 0OpamieHHs
JIEKApCTBEHHBIX CPEJICTB TSI MEIUIIMHCKOTO NMPUMEHEHHsI HHPOPMAIIUH 0 BOTIPOCAM YCTAHOBIICHHS U
MPUMEHEHHS IeH Ha JIEKapCTBEHHBIE TPETapaThl U HaI0aBOK K HUM;
(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

17) mnpumeHeHHe Mep OTBETCTBEHHOCTH 3a HapylleHHWE 3aKOHOJaTeNnbCcTBa Poccuiickoit
denepauny;

18) yTBepxaeHME MpaBU HaAJIEKAlEHd aNTeYHON IPAKTHKHU, IIPABWJI XPAHEHUS JIEKAPCTBEHHBIX
CPEICTB;
(n. 18 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

19) ycraHoBieHue mopsaaka (OPMHUPOBAHUS PErUCTPALMOHHOIO JIOChE Ha JIEKapCTBEHHBIN
npernapar JAjsl BETEpUHAPHOTO IPUMEHEHHs U TpeOOBaHUM K JOKYMEHTaM B €0 COCTaBe;
(n. 19 BBenen PenepanbHbiM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepasbHOrO 3aK0Ha OT
30.01.2024 N 1-®3)

20) - 21) yrpatunu cuiy. - ®enepanpusiii 3akos ot 30.01.2024 N 1-03;
22) yrpatun cuiy ¢ 1 mapta 2020 rona. - @enepanbhblii 3ak0H oT 27.12.2019 N 475-D3;

23) yTBepkaeHue TpeOOBaHUM K MHCTPYKIMU 110 BETEPUHAPHOMY MPUMEHEHUIO JIEKApCTBEHHBIX
[IPernaparos;
(n. 23 BBenen PenepanbHbIM 3akoHOM OT 22.12.2014 N 429-03; B pen. denepasbHOrO 3aKOoHa OT
30.01.2024 N 1-®3)

24) npuHATHE PELIEHUM, SBIAIOIIUXCS OCHOBAHUSMHU JJISl BKJIIOUYEHHS JOMEHHBIX UMEH M (WJIN)
yKazaTesell CTpaHUI] CaiToB B MH(OPMAIIMOHHO-TEICKOMMYHUKAIIMOHHON cetn "MHTepHeT", a Takke
CETEeBBIX aJPECOB B EIMHYI0 aBTOMAaTHU3WPOBAHHYIO HH(pOpMalMOHHYIO cucteMy "EauHbiii peectp
JIOMEHHBIX HMEH, yKasaTelel CTpaHHul] CaiiToB B HH(POPMAIMOHHO-TEIEKOMMYHUKAIIMOHHOW CETH
"NHTepuer” " CETEBBIX a/Ipecos, MIO3BOJISIOIINX UACHTU()UIIUPOBATH CalThI B
nH(OPMAIIMOHHO-TEIICKOMMYHHKAIIMOHHON ~ cetn  "MHTepHetr",  comepkamme  WHGOPMAIHUIO,
pacnpocTpaneHue kotopoil B Poccwmiickoit ®Demepanuu 3ampenieHo", B OTHONICHUH HWH(OPMAIIHH,
cojJiepkallel MpeUioKeHHe O PO3HUYHOM TOProBje JIEKAPCTBEHHBIMU IpenapaTaMu, B TOM 4HCIIE
JTUCTAaHLIMOHHBIM CHOCOOOM, pO3HUYHAs TOPIOBJIS KOTOPHIMH OrpaHWYEeHAa WIM 3alpelleHa B
COOTBETCTBUM ¢ HacTosamuMm DenepanbHbiM 3aKkoHOM, u (WiM) HWHPOPMAIUH, CoOAepKaleit
MIPEIOKEHUE O PO3HUYHON TOProOBIIE JIEKAPCTBEHHBIMU IIpeNapaTaMy, B TOM YMCIE JUCTAHLMOHHBIM
CIOCOOOM, JIMIIaMH, HE UMEIOIIMMH JIMLEH3UN U Pa3pelIeHUs] Ha OCYIIECTBICHUE TaKOW JIeSATEIbHOCTH,
€CJIM TOJyYeHHE JIMLEH3UW U pa3pellieHHs MpelyCMOTPEHO 3aKOHOJATelNbCTBOM 00 oOpalieHuu
JIEKapCTBEHHBIX CPE/ICTB;

(. 24 B pen. @enepanpuoro 3akona ot 03.04.2020 N 105-D3)

25) BbIaya paspeuleHnd Ha BBOA B TPaXTAHCKHH 000pOT HMMYHOOHOJIOTMYECKUX
JIEKapCTBEHHBIX MTPENAPATOB.
(. 25 BBeneH denepanbHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

26) peryaupoBaHUe BOIIPOCOB, CBSI3aHHBIX C B3aMMO3aMEHSEMOCTBIO JIEKAPCTBEHHBIX PEIapaToB
JUIL METUIITHCKOTO TIPUMEHEHUSI.
(. 26 BBeneH denepanbHbpiM 3aKoHOM OT 19.10.2023 N 503-D3)

Cratba 5.1. lepepava ocywecTBneHUs1 MosiIHOMo4Yun eaepanbHbIX OpPraHoB
MCMNONIHUTESIbHOM BrlacTy Npu obpalleHun neKapcTBeHHbIX CPEeACTB UCNONMHUTENbHbLIM
opraHam cy6bekToB Poccunckon Pepepaumm

(B pen. @enepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

[TonmHoMoOuMs (enepanbHBIX OPraHOB MCHOJHUTENLHOM BJIAcTH MpU OOpaleHUH JIEKapCTBEHHBIX
CPEICTB, MPELYyCMOTPEHHbIE HacTosAmuM @DenepalbHBIM  3aKOHOM, MOTYT IepeAaBaTbCs Ul
OCYILIECTBIICHHUS] MCIIOJHUTEIbHBIM OpraHaM cyObekToB Poccuiickoit @enepanuu MOCTaHOBICHUSIMU
IIpaButensctBa Poccuiickoit ®@enepanuu B nopsake, ycraHoBieHHOM (DenepanbHbIM 3aKOHOM oOT 21
nexabpst 2021 roga N 414-@3 "O6 oOmmX NpUHIHUIAX OpraHU3aluy MyOJINYHON BIACTH B CyOBEKTaxX
Poccuiickoit ®deneparun'.

Cratba 6. [lonHOMOuYMA wucCNONMHUTENbHLIX oOpraHoB cyb6bekTta Poccunckon
®depepaumu npu obpaLleHUn neKapcTBeHHbIX CPeacTB
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

K momHOMOUYMSIM HCTIONHUTENBHBIX OpraHoB cyObekTa Poccuiickoit dexepannu npu oOpameHnn
JIEKAPCTBEHHBIX CPEJICTB OTHOCSTCS:
(B pen. deaepanbroro 3axoHa ot 08.08.2024 N 232-D3)

1) pa3paboTka ¥ peanu3alus PETHOHAIBHBIX  MIpPOrpaMM  OOeCHeueHHsl  HaceJeHUs
JIEKapCTBEHHBIMHU IperapaTaMy;

2) ycTaHOBJICHHE MPEEIBbHBIX pa3MEPOB ONTOBBIX HAA0aBOK M MPENEIbHBIX Pa3MEPOB POZHUYHBIX
Ha/0aBOK K (DaKTUYECKUM OTITYCKHBIM IIEHAM, YCTAaHOBJICHHBIM IPOU3BOJAUTEISIMU JIEKAPCTBEHHBIX
MpernapaToB, Ha JIEKAPCTBEHHBIE Mpenaparbl, BKIIOYEHHbIE B IMEpPEUeHb >KU3HEHHO HEOOXOAMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

3) OCYIIECTBJICHHE PETHOHAJIBHOTO TOCYJapPCTBEHHOIO KOHTPOJIS 3a TPUMEHEHHEM IIeH Ha
JIEKapCTBEHHBIE TIperaparhl, BKIIOYCHHBIE B TEPEYCHb J>KU3HEHHO HEOOXOIUMBIX M Ba)KHEUIINX
JIEKapCTBCHHBIX TPENapaToB, OPraHU3alUsSIMUA ONTOBOW TOPTOBJIM JIGKAPCTBEHHBIMU CPEIACTBAMH,
aNTeUYHBIMH OpPTaHW3AIUSIMHU, WHIUBUIYATHHBIMA TPEIIPHHUMATEISIMA, WMEIONTUMH JIUICH3UI0 Ha
(dapMaIreBTHYECKYIO JACSITEILHOCTh, MEAWIIMHCKHUMH OpraHU3alldsM{, HWMCIOIIMMH JIUICH3UIO Ha
(bapManeBTHYECKYIO JEATEIBHOCTh, U WX OOOCOOJICHHBIMHU TOAPA3JCICHUSIMHU, PACIOJIOXKCHHBIMUA B
CEIIbCKUX HACEJICHHBIX ITYHKTaX, B KOTOPHIX OTCYTCTBYIOT allTEYHbIC OpPraHU3allNH;

(B pen. @enepanbHbix 3akoHOB 0T 25.06.2012 N 93-®3, ot 27.12.2019 N _475-®3, ot 08.08.2024 N
323-P3)

4) mpuHsTHE pemeHus 00 WCIOJIB30BAaHWU Ha TeppuTopun cyOwbekTa Poccuiickoir Denepanmu
Hapsily € pelentaMd Ha JIeKapCTBEHHbIE IpernapaThl, OQOPMICHHBIMH Ha OyMa)KHOM HOCHUTEIE,
PELIENTOB Ha JIEKapCTBEHHBIE MpenapaThl, C(POPMUPOBAHHBIX B (POPME IEKTPOHHBIX JOKYMEHTOB.

(. 4 BBenen DenepanbHbIM 3ak0HOM OT 29.07.2017 N 242-D3)

Mnasa 3. TOCYOAPCTBEHHAA ®PAPMAKOINEA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Cratba 7. Paspabotka n n3pgaHue rocygapcTtBeHHoOW cpapmakonen, pasmelyeHue
AaHHbIX O HEeH

1. IToxg rocynmapcTBeHHOH apmakorneeld MOHUMAETCS CBOJA 0OmMX (apMaKOMEWHBIX CTaTed W
(hapMaKOIIeHHBIX CTaTEH.

2. Pa3zpaborka oOmux (apmakoneHbx craTeil U (apMakomeWHbIX CcTaTeil, B TOM 4YHCIIe
¢dapmakonelHpIX cTaTed Ha (¢apMakolnelHble CTaHAApTHbIE OOpa3lbl, M BKIOYEHHE WX B
TOCYAapCTBEHHYIO (DAPMAaKOINEI0 OCYIIECTBIISIIOTCS B HOPSJIKE, YCTAaHOBJIEHHOM YIIOJHOMOYEHHBIM
(beneparTbHBIM OPraHOM HCTIOJIHUTENFHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pa3zpabotka (papmakomneitHoi cTaThi Ha peepeHTHBIN JEKapCTBEHHBIN MpernapaT U BKIIOUEHHE
€€ B TOCYJapCTBEHHYIO (hapMakoIler B TEUEHUE CPOKa ACWCTBUSA 3allUThl UCKIIOYUTEIHLHOTO MpaBa,
yJIOCTOBEPEHHOI'0 MATEHTOM Ha ped)epeHTHBIH JIeKapCTBEHHBIN Mpernapar, OCYIIECTBIISIOTCS C COTJIACUs
€ro pa3pabdoTyHKa.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4. TocynapctBeHHas (¢apmakories H3AaeTCAd YIOJIHOMOYEHHBIM (eepalibHbIM — OpraHOM
WCIIOJIHUTEJIBHOM BJIACTHU 3@ CUET CPECTB (eiepaibHOrO OrOKETa U MOAJIEKUT IePEU3AaHUsAM HE peke
YeM OJIMH pa3 B IATh JIeT, B IEPUOJ MEXAy KOTOPBIMH M3JAIOTCS NMPHIIOKEHHsS] K rOCyIapCTBEHHON
¢dapmakonee, coaepkamme oOmue ¢dapMakoneldnsle cTatbu M (Win) QapMakoneiHble CTaThH,
YTBEPKJICHHBIE MTOCTIe U3IaHMsI WM NIEPEen3JaHNs TOCYJapCTBEHHOM (papmakomnen.

5. YnomHoMoueHHBINH (efepanbHblii OpraH HUCHOJHUTEIBLHON BJIACTH pPa3MENIaeT JaHHBIE O
TrOCyJapCTBEHHOM (apmakornee W TPUIOKEHUAX K HEW Ha CBOeM O(UIMAIbHOM CalWTe B CETH
"MHaTepHeT" B yCTAHOBIIEHHOM UM IOPSJIKE.

Mnasa 4. NIMUEH3NPOBAHUE NPON3BOAOCTBA JIEKAPCTBEHHbBIX CPEACTB
N ®PAPMALIEBTUYECKOU OEATEJIbHOCTU, TOCYOAPCTBEHHbBIU KOHTPOIJb
(HAO30P) B CPEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB
(B pen. ®enepanbHoro 3akona ot 11.06.2021 N 170-03)

Cratba 8. JlMueH3MpoBaHWe nNpPOU3BOACTBA JIEKAPCTBEHHbIX CPeaAcTB W
dapmMaLeBTUYECKON AeATENbLHOCTHU

1. JIuueHn3upoBaHue MPOU3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB U (papMalleBTHUECKON eATeIbHOCTH
OCYILIECTBIISIETCS B COOTBETCTBUU C 3aKOHOIATeNbcTBOM Poccuiickoit denepanyu.

2. OOs3aTesbHBIM YCJIOBHUEM MPEJOCTaBJICHUS JIMIEH3MM Ha IPOU3BOJACTBO JIEKApCTBEHHBIX
CPEZCTB SBISIETCS NMPUIOKEHUE K 3asBICHUIO COMCKATENs JIMLIEH3UH MePeyHsl JeKapCTBEHHBIX (GOpM U
(umu) BUIOB (papMalleBTUYECKUX CYOCTaHIMM, KOTOpBIE MHPOM3BOJIUTENb JIEKAPCTBEHHBIX CPEICTB
HaMepeH MTPOU3BOIUTh.

3. B ciryyae HE0OXOAMMOCTH pacIIMpeHHs] IPOU3BOCTBA JIEKAPCTBEHHBIX CPEACTB 3a CUET HOBBIX
JIEKapCTBEHHbIX (OpM M BUAOB (apMalleBTUYECKUX CYOCTaHIMM NPOU3BOAUTENH JIEKAPCTBEHHBIX
CPEACTB JIOJDKEH I0JaTh B JIMLIEH3UPYIOUIMH OpraH 3asBJIEHUE O BHECEHHMM H3MEHEHUHl B peecTp
JIMILIEH3UH Ha MTPOU3BO/ICTBO JIEKAPCTBEHHBIX CPECTB.

(B pen. ®enepanbubix 3aKkoHOB 0T 02.08.2019 N 297-®3, ot 11.06.2021 N _170-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

4. JIuueH3us Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPeACTB ((papMarieBTUUECKON CyOCTaHIIMU CITUPTa
STUJIOBOTO (3TaHONIAa) BBIJAETCS MPH YCIOBHHM HAIWYHs y OpPraHU3allid Ha IpaBe COOCTBEHHOCTH,
XO3MCTBEHHOTO  BEJEHUS WM  OINEPAaTUBHOIO  YIPABIEHUS OCHOBHOTO  TEXHOJOTHYECKOTO
o0opyIoBaHus JJI TPOU3BOJACTBA STUJIIOBOTO CIHUPTA, 3apETUCTPUPOBAHHOTO B COOTBETCTBHH CO
cratbeil _14.1 ®PenepanbHoro 3akoHa oT 22 HosiOps 1995 roma N 171-®@3 "O rocymapcTBeHHOM
peryJMpoBaHUU TPOMU3BOACTBA W 000pPOTA AITHIIOBOTO CIIMPTA, AJIKOTOJIBHON W CIUPTOCOIEpIKAIIeH
MPOIYKIMH U 00 OrpaHrueHUH NOTpeOIeHHs (PAaCIUTHS) AIKOTOJIBHOM MPOTYKITHH'".

(uactb 4 BBeneHa denepaibHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

Cratba 8.1. OCoOGeHHOCTM IMUEH3NPOBaHUA TMPOU3BOACTBA JIeKaPCTBEHHbIX
cpeacTtB (hapmaueBTMYECKON CyOGCTaHLMKU cnMpTa 3TUNOBOrO (3TaHona)

(BBenena denepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

1. JlelicTBMe JNWIEH3UM Ha TPOU3BOACTBO JICKAPCTBEHHBIX CpPEACTB ((papMareBTUIECKOH
cyOCTaHIIMM CIUPTa STHIOBOTO (3PTaHOJA) MPUOCTAHABIMBAETCA B YacTH IpaBa Ha MPOU3BOICTBO
(apmaiieBTHUECKON CyOCTaHIIMM CIUPTa 3TUIIOBOTO (3TaHOJA) JIMIIEH3UPYIOIIMM OPraHOM B CiIydasX,
onpeaeneHHbIX crathel 20 PenepanbHoro 3akoHa ot 4 mas 2011 roga N 99-®3 "O nuueH3upoBaHUn
OTJIENBbHBIX BUJAOB JIEATEIHHOCTH", a TaKKe HAa CPOK IPHOCTAHOBIICHUS [EHCTBUS JHUIICH3UU Ha
MPOU3BOJICTBO 3TUJIOBOTO CIUPTa JUIs TPOM3BOJACTBA (papMalleBTUYECKOH CyOCTaHLMHU CHHpTa
STHIIOBOTO (3TAaHOJA), BEIIAHHON B cOOTBETCTBUU ¢ DerepanbHbIM 3aKOHOM OT 22 Hos0ps 1995 roma N
171-®3 "O rocynapCTBEHHOM pETyJIHMPOBAaHUM MPOM3BOJCTBA W 000pOTa ATHIOBOTO CIIHPTA,
QJIKOTOJILHOM W chHpTocoiepXalied NpOoAYKIMH U 00 OrpaHMYeHUH NOTpeOiaeHus (paciuThs)
AJIKOT0JIBHOW MpOyKIuu'.

2. JleficTBME JMLEH3UHM Ha TNPOMU3BOJCTBO JIEKAPCTBEHHBIX CPEACTB ((apManeBTHUECKON
CyOCTaHIIMM CIHPTa STHIOBOrO (3TaHONAa) B YacTH TpaBa Ha MPOM3BOJACTBO (hapMaleBTHUECKOM
CyOCTaHIIMM CIHPTa STHIOBOTO (3TaHOJNA) MPEKPAIIAeTCs JMLUEH3UPYIOIMIMM OpPraHOM B CIIydasix,
onpeneneHHbIX crathel 20 denepanpHoro 3akoHa oT 4 mast 2011 roma N 99-®3 "O nuiieH3upoBaHUN
OTJENbHBIX BHUAOB JIEATENBHOCTH", a TakKe C JaThl NMPEKpallleHUus WM aHHYJIUPOBAaHUS JEHCTBUS
JMILIEH3UM Ha IMPOU3BOJACTBO 3TUJIOBOrO CIMPTA JUIsl IMPOM3BOJACTBA (hapMaleBTUYECKON CyOCTaHLUU
CIMPTa 3TUJIOBOTO (3TaHOJIA), BBIAAHHOW B cOOTBETCTBUM ¢ DenepanbHbIM 3aKOHOM OT 22 HOsIOpst 1995
roga N 171-®3 "O rocynapcTBEHHOM pEryJIMPOBAHUU MPOU3BOACTBA M 000POTa ATUIOBOTO CIIUPTA,
QJIKOTOJILHOM W CHHPTOCOACpXkAlied NPOAYKIMH U 00 OrpaHUYCHUHM TOTpeOIeHUs (paciuThs)
AJIKOTOJILHOM MPOIYKIMH'".

Koncynprantlntoc: npumedanue.

Cr. 8.2 na teppuropusx Jlonenkoit Haponnoit PecnyOnuxu, Jlyranckoit Hapoanoii PecryOmuku,
3anopoxckoil obmactu, XepcoHckoit obnactu npumensiercs ¢ 01.09.2024 (P3 or 04.08.2023 N
428-03).

Cratba 8.2. OcobeHHOCTU NUUEeH3npoBaHMA (hapmaLeBTUYECKON AEATEeNbHOCTU B
YacTu OCyLLeCTBIIEHNSA ONTOBOMW TOProBIM fieKapCTBEHHbIMU cpeaAcTBaMu

(BBenena denepanbHbM 3akoHOM OT 04.08.2023 N 428-D3)

1. [elicTBue nuiieH3uH Ha (apMaleBTUICCKYIO JCITEILHOCTh B YaCTH OCYIICCTBIICHUSI OMITOBOM
TOPrOBJM  JICKAPCTBEHHBIMU  CPEACTBAMHM  [JUJII ~ MEIULMHCKOrO IMPUMEHEHHS  IpPEeKpaniaeTcs
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JIMLEH3UPYIOIIUM OPTaHOM B cllydasiX, onpeneneHHbIx cratben 20 denepanbHoro 3akoHa ot 4 mast 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUIOB JAEATEIBHOCTU", a TaKXe IO pPELICHUIO
JIMLEH3UPYIOLLEr0 OpraHa, IPUHIATOMY B COOTBETCTBUU C HACTOALIEH YacThl0. B ciayuae BbIABIICHUS IPU
OCYIIECTBIICHUN (eAepaTbHOTO TOCYAapCTBEHHOrO0 KOHTpoJiss (Ham3opa) B cdepe oOpameHus
JIEKapCTBEHHBIX CPEACTB HAPYIIEHUS OpraHU3alleil ONTOBOW TOPTOBIHU JIEKAPCTBEHHBIMH CpPEACTBAMHU
TpeboBanuii vacteit 1 - 3 crarbu 53 Hacrosmero denepanbHOro 3aKoHa JACHCTBUE JUIECH3WHM Ha
(bapManeBTUYECKYIO JESITEIbHOCTh B YAacTH OCYILECTBJIEHUS ONTOBOM TOPIrOBIM JIEKapCTBEHHBIMH
CpeACTBaMU JJISl MEIUIIMHCKOTO IPUMEHEHHUSI TPUOCTAHABIMBACTCS B TEUCHHE JIECATH pabOUYnX JHEH co
JIHSI BBISIBIICHUS YKa3aHHOTO HapymieHus. JlelicTBue JIuieH3un Ha GapMalieBTUYECKYIO JEATEIIbHOCTh B
4acTU OCYIIECTBJICHHUS ONTOBOM TOPIOBIM JIEKAPCTBEHHBIMM CPEACTBAMU JUISI MEIULIMHCKOIO
MIPUMEHEHHUS PUOCTAHABIMBAETCS HAa CPOK, KOTOPBIM onpeaenseTcs TUIEH3UPYIOLUUM OpraHoM (HO He
MEHEee 4YeM Ha OJMH MecCsl]), [0 HCTEYEHMH KOTOpOro JEHCTBME [AHHOM JIMIIEH3UU IOIJIEKUT
NIPEKpAIlEHUI0 Ha OCHOBAHWUHM pELICHUs JIMIEH3UPYIOUIEr0 OpraHa, 3a MCKIIOYEHHEM cllyyas,
YKa3aHHOT'O B YaCTH 2 HACTOSLIEH CTaThU.

2. JleticTBue nHIICH3WHM Ha (apMaleBTUYECKYIO JCSITEILHOCTh B YaCTU OCYIIECTBICHUS ONTOBON
TOProBJiM JICKAPCTBCHHBIMHU CpCACTBAMU JII MCEAULIMUHCKOTO IIPHUMCHCHUS, HeﬁCTBHC KOTOpOI>'I
MIPUOCTAHOBIICHO B COOTBETCTBHUH C YaCThIO | HACTOAIICH CTAaThH, MOJUICKHUT BOZOOHOBIICHHUIO B CIIydae,
€CIIM B MEPHOJI MPUOCTAHOBJICHUS JCHCTBUS JAHHOW JIMIICH3UHM B PaMKax JOCYJIeOHOTO O0KaJIOBaHHS
pelleHre KOHTPOJILHOTO (HAJ30PHOT0) OpraHa B YaCTH BBISBJICHHOTO HAPYIICHUs TpeOOBaHUil vacTeil 1
- 3 crarbu 53 HacTosmiero denepabHOTO 3aKOHA OTMEHEHO. B ykazaHHOM citydae JeHCTBUE JTUIICH3UU
Ha (l)apMaLIeBTI/I‘IeCKYIO ACATCIIBHOCTL B YaCTHU OCYIICCTBJICHUA ONTOBOU TOProBJIK JICKAPCTBCHHBIMU
CpeACTBaMU UIsI MEAWLIUHCKOTO TPUMEHEHHUSI BO3OOHOBIISIETCS HE TO3HEEe OJHOTO Pabovyero AHS CO
JTHSI OTMEHBI PEIICHUST KOHTPOJIBHOTO (HAA30PHOT0) OpraHa.

Cratba 9. [ocypnapcTBeHHbIM KOHTponb (Hapa3op) B cdepe obGpaweHus
NleKapCTBEHHbIX CpeacTB

(B pen. @enepanbHoro 3akoHa ot 11.06.2021 N 170-D3)

1. T'ocymapcTBeHHBIH KOHTPOJL (Ham30p) B cdepe oOpalieHus JICKapCTBEHHBIX CPEJCTB
OCYIIECTBIISIETCS TOCPEICTBOM (peepalbHOTO TOCYAapCTBEHHOrO KOHTpods (Haa3opa) B cdepe
oOpariieHusi JeKapCTBEHHBIX CPEACTB M (eepalbHOTO TOCYAapCTBEHHOTO JHUIEH3MOHHOTO KOHTPOJIS
JESTEIbHOCTH 10 MTPOU3BOJICTBY JICKAPCTBEHHBIX CPEJICTB, OCYIIECTBIIIEMBIX (peiepaibHBIME OpTaHaMU
WCTIOJIHUTEIIBHOM BJIACTH, yOJIHOMOUYEeHHBIMU [IpaBuTenscTBOM Poccutickoit @enepanuu.

2. IlpenmeroM deaepanbHOTO TOCYJIapCTBEHHOTO KOHTpods (Haa3opa) B cdepe oOpaiieHus
JICKApCTBEHHBIX CPEICTB SBIISIOTCS:

1) cobnronenue o0s3aTenbHBIX TpeOOBaHUN B cdepe oOpallieHus JTeKapCTBEHHBIX CPEJCTB, B TOM
qucie:

a) Tpe6OBaHI/II71 K HOOKIIMHUYCCKHUM MCCICAOBAHUAM JICKAPCTBCHHBIX CPCACTB, KIMHUYCCKHUM
HUCCICAOBAHUAM JICKAPCTBCHHLIX IIp€IIapaTtoB, MH3rOTOBJICHUIO, XPAHCHUIO, IICPCBO3KE, BBO3Y B
Poccuiickyro ®epeparuto, OTHYCKY, pealn3allu, Iepenade, MPOJaKe JEKapCTBEHHBIX CPEACTB,
MPUMEHEHUIO JICKAPCTBEHHBIX IPENapaToB, YHUUYTOKEHUIO JIEKAPCTBEHHBIX CPEICTB, YCTAHOBICHUIO
MIPOU3BOIUTENSAMU JIEKAPCTBEHHBIX MPEMapaToB IIeH Ha JIEKAPCTBEHHBIE MperapaThl, BKIIOUEHHBIE B
MepeueHb )KMU3HEHHO HEOOXOANMBIX U BaKHEHIIIUX JIEKapCTBEHHBIX MPENapaToB;

0) TpeOoBaHMII K COOTBETCTBUIO JIEKAPCTBEHHBIX CPEICTB, HAXOAAIIUXCS B OOpalieHuw,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

IIOKa3aTcCJisIM  Kad€CTBa, B(I)q)CKTI/IBHOCTI/I u 6C3OHaCHOCTI/I, YCTAaHOBJICHHBIM B COOTBETCTBUHU C
HaCTOAIINM q)e[[epaJIBHLIM 3aKOHOM;

B) TpeOOBaHUI K COOMIOACHUIO CyOBeKTaMU OOpalleHus JIEKAPCTBEHHBIX CPEJCTB, YKa3aHHBIX B
yactu 1 cratem 67.1 HacTosimero denepaibHOrO 3aKOHA, OTPAHUYECHUM, HaJaraéMbIXx cTaTbamu 67.1 u
67.2 Hactosiero deaepaibHOrO 3aKOHA;

2) coOmrofeHHe JIMLEH3UOHHBIX TpeOOBaHMN K  OCYIIECTBICHHMIO  (papMmaneBTHUYECKON
NeSITeNIbHOCTH;

3) coOmoneHue TpeOOBaHMN K TPEIOCTABICHUIO CYOBEKTaMH OOpalleHus] JIEeKapCTBEHHBIX
cpeactB uHbOpMAIMKM O JICKAPCTBEHHBIX CPEACTBaX M (WJIM) JIEKAPCTBEHHBIX IIperaparax,
peaycMOTpeHHOM cratbsamu 9.1, 52.1, 52.2 u 64 nHactosmero denepanbHOro 3aK0Ha;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynbrantllmoc: npuMeyanue.
C 01.03.2026 1. 4 4. 2 cT. 9 yrpauuBaer cuy (P3 ot 20.10.2022 N 405-D3).

4) cobmoieHre PeayCMOTPEHHBIX cTaThel 55.1 Hactosmero denepaibHOTO 3aKOHA TPeOOBaHUIA
K TPOBEICHHUIO OSKCIIEPUMEHTa [0 OCYIIECTBICHHUIO PO3HUYHOW TOPTOBIHM JIEKAPCTBEHHBIMHU
npemapaTaMu JUisi MEAUIIMHCKOTO MPHUMEHEHHUs, OTIYCKaeMbIMH IO PELENTy Ha JIeKapCTBEHHBIN
Ipernapar, TMCTAHIIUOHHBIM CIIOCOOOM.
(. 4 BBeneH @enepanbHbiM 3akoHOM 0T 20.10.2022 N 405-D3)

2.1. B mensx oOecnedeHUs] TOCYAapCTBEHHOTO KOHTpoOJsi (Ham3opa) B cdepe oOpamieHus
JICKApCTBEHHBIX CPEICTB  (elepaibHbIii OpraH HCIOJHUTEIBHONH BJIACTH, OCYIICCTBIISIFOIINI
TOCYJapCTBEHHYIO PETUCTPALMIO JEKAPCTBEHHBIX MPENapaToB, NPeAOoCTaBseT (eaepalbHOMYy OpraHy
UCTIOJHUTENIBHOM BJACTH, OCYIIECTBISIONEMY (YHKIMU 10 KOHTPOJIIO M Haa3opy B cdepe
3[paBOOXPAaHEHMs, IO €ro 3ampocy B paMKax MEXBEJIOMCTBEHHOI0 WH(pOPMALMOHHOTO
B3aMMOJICHCTBHS B TIOPSI/IKE, YCTAHOBICHHOM yKa3aHHBIMH (elepaJIbHBIMI OpraHaMH MCIIOTHUTEIHHON
BJIACTH, CIIEAYIOIIAE CBEACHUS O JICKAPCTBEHHBIX CPEACTBAaX, B TOM YHCIE B CIydae, €CIIM TaKue
CBEJICHUS COCTABIISIIOT KOMMEPUYECKYIO TaiHYy:

1) cBenenus o hapMaleBTUUECKON CyOCTaHITHH:

a) HauMEHOBaHMe (apMaleBTUUECKON CyOCTaHINH, €€ CTPYKTypa, oOII1e CBONCTBA,

0) HAaMMEHOBaHUE U a/IpeC MIPOU3BOAUTEIIS;

B) CBOMCTBA U CTPYKTypa ACUCTBYIOLIUX BELIECTB;

') XapaKTepUCTHKA IpUMeceH;

1) cuerudukaims Ha papMaleBTUIECKy0 CyOCTaHIIMIO U €¢ 000CHOBaHNUE;

€) aHATUTUYEeCKUE METOJHMKH, HCIOIb3yeMble TP OCYIIECTBICHHH KOHTpPOJIS KadecTBa
(hapmaieBTHUECKOI CyOCTaHIINN;

) pe3ybTaThl aHATU30B cepHid (hapMalleBTHUECKON CyOCTaHIIUMY;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3) epedeHb CTaHAAPTHBIX 00PA3I0B WIIM BEIIECTB, UCIIOIb3yEMbIX IIPU OCYILECTBIEHUH KOHTPOJIS
KayecTBa (hapMaleBTHUECKON CyOCTaHINH;

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;
K) JaHHBIE O CTAOMIHLHOCTH (hapMaIEeBTHUECKON CYyOCTaHIINN;

J1) CPOK TOJTHOCTH;

2) cBeneHus O JIEKAPCTBEHHOM TIpernapaTe JUisi MEIUITUHCKOTO TIPUMEHEHUSI:

a) OMHCaHUE U COCTAB JICKAPCTBEHHOTO Mperapara Jjisi MEIUIIMHCKOTO IIPUMEHEHHUS,

0) ommcanue ¢apMaleBTUUECKONH pa3paboTku (00OCHOBaHME BBIOOpAa COCTaBa, MEPBUYHOMN
YIaKOBKH);

B) HaMMCHOBAHUC U aApCC MECTAa OCYLICCTBIICHHA IMPOU3BOACTBA JICKAPCTBCHHOI'O IIperiapara Ajid
MCIUIHUHCKOI'0 MIPHUMCHCHUSA (B CJIydya€ HaJIM4Yusgd HCECKOJBKUX YYaCTHHKOB IIpOoLEcCa IIPOU3BOJACTBA
HCO6XOI[I/IMO YKa3aTb HAUMCHOBAHUEC U aIp€C KaKI0Iro u3 HI/IX),

F) MI/IKpO6I/IOJ'IOFI/I‘IeCKI/IC XaPAKTCPUCTUKU

II) OIMMCAHUC XaPAKTCPUCTUK U CBOICTB YIAaKOBOYHBIX MATCPUATIOB U YKYIIOPOYHBIX CPCIACTB;

€) TpeboBaHuUs K KaUECTBY BCIIOMOTATEIIbHBIX BEIIECTB;

)K) AHAIIUTHUYCCKUC MCTOAWKH, MCIIOJIB3YyCMbIC TIIPpH OCYIICCTBJIICHUMU KOHTPOJSA KadeCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

3) CBCICHUA 00 HCHOJIb30BAHMH BCIIOMOTaTEIbLHBIX BCIIECCTB YCJIIOBCYCCKOI'O M XHBOTHOI'O
MIPOUCXOKIACHUA,

I/I) CBCACHUA 00 MCIOJIb30BAHUU HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

K) TpeOOBaHMS K KauecTBY JIEKapCTBEHHOIO Ipenapara s MEAMLIHMHCKOIO IPUMEHEHUs
(cepTudukar, cnenndukalys Ha JeKapCTBEHHBIH npenapar ¥ uX 000CHOBaHUE);

J'I) AHAIIUTUYCCKUC MCETOAHUKH, HMCIIOJIB3YyCMbIC TIPpU OCYHICCTBICHUHW KOHTPOJA KadCCTBa
JICKApCTBEHHOI'O IIpCriapara JJId MEAUIHUHCKOI'O IIPNMMCHCHUS ;

M) pe3yJIbTaThl aHAJIM30B CEPHI JIEKapCTBEHHOTO Mpenapara sl MeJUIIMHCKOTO IPUMEHEHMS;
H) XapaKTepUCTHKa MTPUMeEcCeii;

0) NepCUCHb CTAaHAAPTHBIX 06pa3u013, HCIIOJIB3YCMBIX MPU OCYHICCTBIICHMU KOHTPOJIA KauCCTBa
JICKApCTBCHHOTO Iperaparta 11 MCIUIUHCKOI0 IPUMCHCHU

1) JaHHBIE O CTA0MJIBHOCTH JIEKAPCTBEHHOI'O Tpernapara Juisi MeJUIIMHCKOTO IPUMEHEHHS,

3) OTYCTHI O AOKIIMHHUYCCKHUX UCCIICAOBAHUAX,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

4) 0TYeThI O KIIMHUYECKUX UCCIIEOBAHUSIX;
5) macrep-daiin cucremMsl papMaKoOHAI30pPa;

6) 11aH yNnpaBlIeHUs PUCKAMH.
(uacts 2.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-03)

3. Ilpu ocymectBiennn (eneparbHOTO TOCYAApPCTBEHHOTO KOHTpods (Ham3opa) B cdepe
oOpallleHusi JIEKApCTBEHHBIX CPEACTB MPOBOIATCS CIEAYIOIIUE BHUABI KOHTPOJBHBIX (HAJ30PHBIX)
MEPOIPUATHIA:

1) nokyMeHTapHas IpOBEPKa;

2) BbI€3/IHAS IPOBEPKA;

3) BBIOOPOYHBII KOHTPOJIb KA4eCTBA,
4) KOHTpOJIbHAS 3aKYyIKa;

5) MHCTIEKITMOHHBIA BU3UT;

6) nHaOmrofeHue 3a COONMIOJICHHEM O00s3aTelbHBIX TpeOOBaHUN (MOHHTOPUHT 0O€30MacHOCTH)
(papmaxonamzop).

4. Opranuzanus W OCYIIECTBIEHUE (DeaepaabHOr0 TOCYIAapCTBEHHOTO KOHTPOJs (Haa3opa) B
cdepe oOparieHusl JIEKAPCTBEHHBIX CPEACTB peryaupyrorcs demxepaibHbM 3akoHOM OT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJIe (Haa30pe) U MyHUIMIATIbHOM KOHTpouie B Poccuiickoit
Oenepanun.

5. BHemaHOBBIM BBIOOPOUYHBIH KOHTPOJIb KAayecTBa MPOBOJUTCS B TOM 4YMCJIE€ HAa OCHOBAHUHU
IIPOrpaMMBbI IIPOBEPOK.

6. I1maHOBBI BEIOOPOYHBIN KOHTPOJIb KaYeCTBA HE MTPOBOIUTCS.

7. Tlo pesynbratam (emepaibHOTO TOCYAapCTBEHHOTO KOHTPOJS (Haa3opa) B cdepe oOpaieHus
JICKAPCTBCHHBIX CPEACTB HAPSIY C PEHICHUSIMH, MPEIyCMOTPCHHBIMU DeepaibHbIM 3akoHOM OT 31
ntoig 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoJIe (Haa30pe) ¥ MYHUIIMITAIbBHOM KOHTPOJIE B
Poccuiickoit @enepannu”, penepanbHBIMU OpraHaMy UCTIOTHUTEIBHON BIACTH, YIIOJTHOMOYEHHBIMU Ha
OCyIIECTBIIEHHE (eepalbHOTO TOCYAApCTBEHHOIO0 KOHTposis (Ham3opa) B cdepe oOpamieHus
JIEKapCTBEHHBIX CPEACTB, IPUHUMAIOTCS CIEAYIOUINE PEIICHHUS:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) o nmanbHeWIeM Ipa)XAaHCKOM 00OpOTE CEepuH, MapTUH COOTBETCTBYIOLIETO JIEKAPCTBEHHOI'O
CpEICTBA B Cllyyae MOATBEPKACHUS 10 pe3ysibTaTaM MPOBEJCHHBIX UCTIIBITAHUI COOTBETCTBUS KauecTBa
JIEKapCTBEHHOT'O CPEJICTBA YCTAHOBIEHHBIM TPEOOBAHUSIM;

2) 00 U3BATUU U3 TPAKAAHCKOTO 000pOTa CEpUH, MAPTUU COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO
CPEICTBa B CiIy4ac BBIABJICHMS 10 Pe3yJibTaTaM IIPOBEJIEHHBIX UCIIBITAHUA HECOOTBETCTBMSI KauecTBa
JIEKapCTBEHHOI'O CPEJICTBA YCTAHOBJIEHHBIM TPEOOBAaHUSIM;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3) o mepeBoje JIEKApPCTBEHHOTO CPEICTBa HA TMOCEPHUUHBIA BBHIOOPOUYHBIH KOHTPOJIL KadyecTBa
JIEKapCTBEHHBIX CPEJICTB B CIIy4ae MOBTOPHOTO BBISBICHHS HECOOTBETCTBUS KauecTBa JIEKAPCTBEHHOTO
CpEJICTBA YCTAaHOBJICHHBIM TpeOOBaHUSAM U (P HEOOXOAMMOCTH) O TPOBEPKE CyOBEKTa OOpaIeHUs
JIEKapCTBEHHBIX CPENICTB. Pacxopl, CBSI3aHHBIE C MTPOBEICHUEM ITOCEPUHHOTO BHIOOPOYHOTO KOHTPOJIS,
OIJTAYMBAIOTCSI TPOM3BOJAMTENEM JIEKAPCTBEHHOTO CPENCTBA JIMOO JepKaTesieM WU BIaJelbIieM
PETUCTPAIIMOHHOTO YJIOCTOBEPEHHUSI JICKAPCTBEHHOTO TTperiapara.

4) 0 CHATHUHM JIEKApPCTBEHHOT'O CPEACTBA C IOCEPHHHOTO BBIOOPOYHOTO KOHTPOJIS KadecTBa
JICKapCTBEHHBIX CPEJICTB HA OCHOBAaHMM TOJIOKUTEJIBHBIX HKCHEPTHBIX 3aKIIOUEHUH, BBIJAHHBIX
(benepanbHBIM TOCYIAPCTBEHHBIM OIOKETHBIM YUPEXKJICHHEM, IOJBEIOMCTBEHHBIM (eaeparbHOMY
OpraHy HCIIOJIHUTEIBHON BIACTH, OCYLIECTBIIAIOMIEMY (YHKIMM IO KOHTPOJIO M Ham3opy B cdepe
3MIpaBOOXpaHEHHS, WK (peepaTbHOMY OpTraHy MCIIOJHUTEIHHON BIACTH, OCYIIECTRISIONIEMY (YHKIINU
[0 KOHTPOJIO M Hag3opy B cdepe oOpamieHusi JEKapCTBEHHBIX CPEACTB Ul BETEPUHAPHOTO
NPUMEHEHHS, HA OCHOBAaHHMH MPOTOKOJIA MCIIBITAHUHN JIEKaPCTBEHHOT'O CPEJICTBA, MPOBEICHHBIX TI0 BCEM
MOKa3aTessiM yTBEPXkKIEHHONH HOPMAaTUBHOW JOKYMEHTAIlMH (HOPMATUBHOTO JJOKYMEHTa) B OTHOIICHUH
TpeX CepHii JIEKAPCTBEHHOT'O CPEJICTBA.

(. 4 BBeneH ®PenepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

8. @enepanbHbIl TOCYAAPCTBEHHBIA JMIIEH3UOHHBIA KOHTPOJIb JEATEIbHOCTH MO MPOU3BOJACTBY
JIEKapCTBEHHBIX CPEICTB OCYILIECTBIIAECTCS B COOTBETCTBUM C 3aKOHOJATENIBLCTBOM Poccuiickoi
denepauuu.

Cratba 9.1. Mporpamma npoBepokK
(BBenena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. B umenax opraHuM3anuu BbIOOPOYHOIO KOHTPOJIS KadyecTBa JIEKAPCTBEHHBIX CPEICTB
(bopmupyeTcs mporpaMmma MpoBEPOK.

2. Jna uened peanusalydyd IOPOrpaMMbl IIPOBEPOK MPOM3BOAMTEIMN JIEKAPCTBEHHBIX CPEACTB U
OpraHM3alfi, OCYILIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX CpeAcTB B Poccuiickyro @enepauuro,
npeaoCTaBJIAIOT B OTHOHICHHUH JICKAPCTBCHHBIX CpPEACTB i1 MCOAUIUHCKOIO TPUMCHCHHA B
YIOJHOMOYEHHBIN (efepanbHblii OpraH HCIOJHUTENbHON BIIACTH, OCYIIECTBISIOIUN (DYHKLIHUU IO
KOHTPOJIIO M Haa30py B cdepe 3apaBOOXpaHEHMs, B OTHOIICHMM JI€KApPCTBEHHBIX CPEICTB s
BETEPUHAPHOTO TPHMEHEHHUs] B YIOJHOMOUYEHHBIN (enepaabHblii OpraH HCIOJHUTEIBLHONW BIACTH,
OCYIIECTBIISIONINN (DYHKIIMU 10 KOHTPOJIIO M HAA30py B cepe oOpalieHus: JeKapCTBEHHBIX CPEICTB
A BCTCPUHAPHOI0 MPHUMCEHCHUA, CBCACHUA O CCPUAX, MapTUAX JICKAPCTBCHHBLIX CPCACTB,
MOCTYNAIOUINX B TpakaaHckuil ob6opor B Poccuiickoit @enepanuu, B MOpsSAKE, COCTaBe U 0ObeMe,
YCTAaHOBJICHHBIX YKa3aHHBIMH (elepalibHbIMH OpraHaMH MCIIOJIHUTEIbHONW BJIACTU B OTHOIICHUU
JIEKapCTBEHHBIX CPEACTB JIJISI MEAUIIMHCKOTO MPUMEHEHHS U B OTHOILIEHUH JIEKAPCTBEHHBIX CPENICTB IS
BETEPUHAPHOT'O IPUMEHEHHSI COOTBETCTBEHHO.

3. Tlporpamma mpoBepok ¢GopMUpyeTcss Ha KalleHAapHbIM Tox B cpok a0 30 mekabpsi rona,
MIPELIECTBYIONIEr0 TOAY IPOBEAEHHS BBIOOPOUHOTO KOHTPOJIS.

4. B ciydae HacTyIuleHHs COOBITMHM, yKa3aHHbIX B moamyHkrax "O" m "B" myHkTa 2 yactu 6
HacTosIel cTaTbi, (eliepaabHbIM OPraHOM HCIOJHUTENIBHONW BJIACTH, OCYIECTBIAIONIMM (YHKLNH T10
KOHTPOJIIO M HaJ30py B cepe 3apaBOOXpaHEHMs, (efepaJbHbIM OpPraHOM HCIOJHUTENBHOW BJACTH,
OCYIIECTBIISAIONIMM (YHKIHMU 10 KOHTPOJIO U HAaa30py B cepe oOpalieHus JIEKapCTBEHHBIX CPEICTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JUIl BETEPUHAPHOIO IMPHUMEHEHMs, NMPU HEOOXOAMMOCTH BHOCATCS COOTBETCTBYIOLIME H3MEHEHHs B
IIPOrpaMMy MPOBEPOK.

5. B nmporpaMMmy npoBEpOK MOTYT BKJIFOYATbCSI MEPOIPHUITHS ¢ YYETOM HApYILICHUH, BBISIBJICHHBIX
B paMKaX KOHTPOJbHBIX (HAaJ30pHBIX) MEPONPUATUH 32 IPEIbITyIINN KaleHIapHbIN TOA.

6. IIporpaMmma npoBEPOK COACPIKHUT:

1) nepedeHs JIeKapCTBEHHBIX CPEJICTB, OTOOP 00Pa3LlOB KOTOPBIX OyIeT OCYLIECTBIATHCA B PAMKAX
BBIOOPOYHOI'O KOHTPOJIA, (GOPMHUPYEMBIH € Y4YETOM pe3yJibTaTOB TIOCYJapCTBEHHOTO KOHTPOJISA
(Hag3opa) B cepe oOpalieHus JIEKapCTBEHHBIX CPEJCTB 3a KaJCHIAPHBINA ToJl, MPEIIEeCTBYIOUIHHA To1y
MIPOBEICHUS BBIOOPOYHOTO KOHTPOJIS;

2) ykazaHue Ha cOOBITHE, HACTYIUIEHHE KOTOPOTO SIBISETCS OCHOBAaHUEM ISl OCYIIECTBICHUS
BBIOOPOYHOT'O KOHTPOJIS:

a) TOJTlyuYeHHUe CBEJCHUI, MPEICTaBISIEMbIX B COCTaBe U 00beMe, YCTaHOBJICHHBIX (efepaibHbIM
OpPraHOM HCIIOJIHUTENBHON BIIACTH, OCYIIECTBISIONUM (PYHKIHMU MO KOHTPOJIO M HaA30py B cdepe
3/IpaBOOXpaHeHus, GeAepaTbHBIM OPraHOM HCIIOJHUTENBHON BIACTH, OCYIIECTBISIFOIIUM (PYHKIIMH 10
KOHTPOJTIO ¥ HaJI30pY B chepe oOpaleHus JIeKapCTBEHHBIX CPEJCTB AJIsI BETEPHHAPHOTO MPUMEHEHHUS, O
cepusiX, MapTHSIX JIEKAPCTBEHHBIX CPEACTB, MOCTYMAIOIIMX B TpaxaaHCKui o0opoT B Poccuiickoit
®denepanyn, YyKa3aHHBIX B IyHKT€ | HACTOAIMEH 4YacTH, OPTaHU3AIHUSAMH, OCYIIECTBISIONIMMHI
MIPOU3BOJCTBO JIEKAPCTBEHHBIX cpeacTB B Poccuiickoit denepanuu U BBO3 JIEKAPCTBEHHBIX CPEICTB B
Poccuiickyro ®@epnepanuio, 3a HCKIOYEHUEM CEpUN WM MAapTUH JIEKapCTBEHHBIX NPENaparoB,
yKa3aHHBIX B yacTu 4 cratbu 52.1 u yactu 6 crathu 52.2 Hacrosero deaepalbHOro 3aK0Ha;

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

0) mosydeHre TOCTYIAIIIEeH B TOPSIKE, YCTAHOBIEHHOM cTaThel 64 Hactosiero deaepaabHOTO
3aKOHa, MH(pOpMaIMK O TOOOYHBIX NEHCTBUAX, HEXKENATEIbHBIX PEaKIUAX, CEPbE3HBIX HEXKETaTebHbIX
peaKLUsIX, HEMPEBUICHHBIX HEKENATEIbHbIX PEAKIUIX IIPU IPUMEHEHNN JIEKAPCTBEHHBIX IIPENapaToB,
00 MHAMBHUYyabHON HEMEPEeHOCUMOCTH, OTCYTCTBUU I(P(PEKTUBHOCTH JEKAPCTBEHHBIX IMPEmapaToB, a
TaKke 00 MHBIX (PaKTax U OOCTOATENBCTBAX, MPECTABISAIONINX YIPO3y KU3HU WM 3710POBBIO YellOBEKa
a100 KMBOTHOTO TNPH NPUMEHEHHWH JICKApPCTBEHHBIX INpPENapaToB M BBIABICHHBIX Ha BCEX JTamax
oOpallieHus JIeKapCTBEHHBIX IpenapaTtoB B Poccuiickoil @enepanuu 1 Jpyrux rocy1apcrBax;

B) IoJIyueHHEe B coOoTBeTCTBUHU ¢ DenepanbHbIM 3akoHOM OT 31 mrong 2020 roga N 248-03 "O
rOCyJapCTBEHHOM KOHTpOJE (Haa30pe) M MYHHIMNAIBHOM KOHTposie B Poccwmiickoit denepanun”
CBEJCHMI O MPUYMHEHUHU Bpela WIKM 00 yrpo3e MpUYMHEHHs Bpeda KU3HHU, 3A0POBBIO TPaKIaH WU
KUBOTHBIX.

Cratba 9.2. locypapCTBeHHbIN KOHTposnb (Hag3op) 3a peanusauuven
MUCNONHUTEeNbHbIMKU oOpraHamm cybbekToB Poccunckon Pepepaumm MNOIHOMOYMM B
cthepe obpalleHnsA neKkapCcTBEHHbIX CPeAcTB ANA MeAULUMHCKOro NPpUMeHeHns
(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

(BBenena denepanbubiM 3akoHoM oT 11.06.2021 N 170-D3)
1. TocymapcTBeHHBIM KOHTpOJIb (HAIA30p) 3a peanu3anyeld HWCIOJHUTEIbHBIMUA OpraHaMu

cyonrekToB Poccuiickoit denepanuu nomHoMounii B cepe oOpaieHus JIEKApCTBEHHBIX CPEACTB IS
MEIUIIMHCKOTO TPUMEHEHHsS] OCYyIIeCTBIseTcsl ymonHomMoueHHbIM [IpaButensctBoM Poccuiickoit
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

denepai OpraHoM UCIOTHUTEIBHOM BIACTH.
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

2. IlpenMeToM rocynapCTBEHHOIO KOHTpOJIA (HaA30pa) 3a pealu3aluedl HCIOIHUTEIBbHBIMU
opranamu cyObekToB Poccuiickoit denepanmm monmHOMOUYHMi B cdepe oOpamieHus JeKapCTBEHHBIX
CpPEICTB  JJ  MEAMIMHCKOIO  MPUMEHEHMsI  SBISETCS  COOJIOJCHHE  YHOJHOMOYEHHBIMU
UCIIOJIHUTENIBHBIMU ~ OopraHamMu  cyowektoB Poccuiickoir ®enepanyu METONUMKH  YCTAHOBJIEHUS
IpEJeNbHBIX Pa3MEpPOB OMNTOBBIX HAJA0AaBOK M MpPENeNbHbIX pa3MEpOB PO3HUYHBIX HAJ0aBOK K
(aKTHUECKUM OTITyCKHBIM I1I€HaM, YCTAaHOBJICHHBIM MPOU3BOIUTEISIMH JIEKAPCTBEHHBIX MIPENapaToB, Ha
JICKapCTBEHHBIE Iperaparbl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOIUMBIX M BaXKHEUIIMX
JIEKApCTBEHHBIX IIPENAapaToB.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

3. Ilpu ocymecTBI€HUH TOCYAAPCTBEHHOIO  KOHTposia (Hax3opa) 3a  peanu3aunuei
UCTIOJHUTENIbHBIMU OpraHamu cyowsekToB Poccuiickoit denepanyn nmonHomounii B cpepe obpaiieHus
JICKapCTBEHHBIX CPEIACTB JJIsI MEIUIMHCKOTO TPUMEHEHUs MPOBOJATCS  CICAYIOIIHWE  BUABI
MEpOIPUITHI:

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

1) AOKyMeHTapHbIe IPOBEPKH;
2) BbIe3IHBIC TIPOBEPKHU.

4. OpraHu3anuss M OCYILECTBIEHHE T'OCYJapCTBEHHOTO KOHTPOJs (HaA30pa) 3a peanusaruen
UCTIOJHUTENIbHBIMU OpraHamu cyowsekToB Poccuiickoit denepanyu nmonHoMounii B cepe obparieHus
JIEKapCTBEHHBIX CPEACTB JUIsl METUIIMHCKOTO IPUMEHEHUS peryaupytorcss denepanbHbIM 3aKOHOM OT 21
nexadbpsa 2021 roga N 414-®3 "O06 o0mux npuHIUNax opraHU3alUy MyOJINYHOW BIACTH B CyObEKTax
Poccuiickoit deneparun’.

(B pen. deaepanbroro 3akoHa ot 08.08.2024 N 232-D3)

5. IonoxeHue O TOCYAapCTBEHHOM KOHTpoJie (Haa3ope) 3a peanu3anuedl HCIOJHUTETbHBIMU
opranamu cyobekToB Poccuiickoit ®denepanyu monHoMouMid B cdepe oOpallieHHs JIeKapCTBEHHBIX
CPEICTB I MEJULIMHCKOIrO IpUMEHEHHUs yTBepxkaactcs lIpasurensctBom Poccuiickon @enepannu.

(B pen. ®exnepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 9.3. PervoHanbHbIA rocyAapCTBeHHbIA KOHTponb (Haas3op) 3a
npUMeHeHUeM LieH Ha neKkapcTBeHHble npenapaTthbl, BKIIOYEHHbIe B NepeyYeHb XXU3HEHHO
Heob6XoAMMbIX M BaXXHEMLLUUX fleKapCTBEHHbIX NpenapaToB

(BBenena ®PenepanbHbIM 3akoHOM OT 11.06.2021 N 170-D3)

1. PernonanpHbIi rocy1apCcTBEHHBIH KOHTPOJIb (HAI30p) 3a MPUMEHEHUEM LIeH Ha JIEKapCTBCHHBIC
npenaparbl, BKJIIOYCHHBIE B MEPEUCHb J>KU3HEHHO HEOOXOIMMBIX W BAXKHEHIINX JIEKApPCTBEHHBIX
NpernaparoB, OCYLIECTBISIETCS WCIOJHHUTENbHBIM OpraHoM cyowsekta Poccuiickoit ®enepanuu,
YIOJIHOMOYEHHBIM BBICIIMM HCTIOJHUTENILHBIM OpraHoM cyObekTa Poccuiickoii @eneparu.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

2. IlpenMeToM pErmoHaIbHOTO TOCYJAPCTBEHHOTO KOHTPOJIS (HA/A30pa) 3a MPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIC IIperaparbl, BKIIOYCHHbIE B MEPEYEHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JEKapCTBEHHBIX  MpemapaToB, SBISETCS  COOMIOJEHHE  OpraHU3alUsiIMH  ONTOBOM  TOPTOBIH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIMH CPEACTBAMU, allTE€YHbIMU OpPraHU3alUsiIMHU, HHIANBUAYAIBHBIMU MTPEIIPUHUMATEISIMH,
UMEIOIIMMHU  JIMIICH3UI0O Ha (apMaleBTUYECKYIO JAeATeNbHOCTh, MEJUIIMHCKUMHU OpraHu3alusMHu,
UMEIOIIMMHU  JIMICH3MI0 Ha  (apMaleBTHYECKYI0  JEATEIbHOCTb, M HUX  000COOJICHHBIMHU
MO/IPa3/ICJICHUsIMHU, PACIIONIOKEHHBIMU B CEJIbCKUX HACEJIEHHBIX IYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTeyHble OpPraHM3allMM, MPU pean3allly JIEKAPCTBEHHBIX IpenapaToB TpeOOBaHUM K MPUMEHEHHUIO
LIEH, YPOBEHb KOTOPBIX HE JOJDKEH MPEBBIIIATE CyMMY (DPaKTUUECKOM OTIyCKHOM LI€HBI, yCTaHOBJICHHON
MIPOM3BOJIUTENIEM JIEKAPCTBEHHBIX IPENapaToB, M KOTOpble HE MPEBBIIIAIOT 3apPErHCTPUPOBAHHBIX
NpeJeNbHBIX OTIYCKHBIX IIEH, U Pa3MepOB ONTOBBIX Ha10aBOK U (WJIM) pa3MEepPOB POSHUYHBIX HAJI0aBOK,
HE TPEBBIIIAIONIMX COOTBETCTBEHHO PAa3MEPOB IMPEIECNIBbHBIX ONTOBBIX Hal0aBOK M (WJIM) pa3MepoB
Mpe/iebHBIX PO3HUYHBIX HAJ0aBOK, YCTAaHOBJIEHHBIX B cyObekTe Poccuiickoit @eneparui.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 323-03)

3. Opranusanys M OCYLIECTBICHHE PErMOHAJIBHOIO I'OCYJapCTBEHHOIO KOHTpOJs (Haa3opa) 3a
NIPUMEHEHHUEM 1IeH Ha JIEKAapCTBEHHBIE MpernapaThl, BKIIOYEHHbIE B I€peUeHb KU3HEHHO HEOOXOAUMBIX
U BaXXHEMIINX JIEKAPCTBEHHBIX NpenaparoB, peryiaupyrorcs denepanbHeiM 3akoHoM oT 31 urons 2020
roga N 248-®3 "O rocynapcTBEHHOM KOHTpOJI€ (HaJ30p€) U MyHULMIIAIIBHOM KOHTpoJie B Poccuiickoit
Oenepanun".

4. [lonoxeHne 0 perHoHATbHOM TOCYAapCTBEHHOM KOHTpOJe (Haa30pe) 3a MpUMEHEHHUEM IIeH Ha
JICKapCTBEHHbIE IIpenaparhbl, BKIIOYEHHbIE B IIEPEYEHb >KU3HEHHO HEOOXOAUMBIX M BaXKHEHIIMX
JICKapCTBEHHBIX  IPENaparoB, YTBEPXKAAETCSl BBICIIMM  HCIOJHUTENIBHBIM OpPraHOM CyObeKTa
Poccuiickoit deneparum.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

Cratba 9.4. ®depepanbHblA rocyAapCTBEHHbIM  JIULIEH3UOHHbLIA  KOHTPOJSIb
OeATeNIbHOCTU NO NPOU3BOACTBY NeKapCTBEHHbIX CPeaAcTB

(BBeneHa PenepanbHbiM 3akoHOM OT 11.06.2021 N 170-D3)

1. ®enepanbHblli FOCYJAPCTBEHHBIN JINIIEH3UOHHBIA KOHTPOJIb JIEATEIBHOCTH IO MPOU3BOJCTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBIsETCS (enepaqbHbIMM OpraHaMHM HUCHOJHUTENIBbHOM BIACTH,
ynoiHomoueHHbIMU [IpaBuTenscTBoM Poccuiickoit denepanuu.

2. denepanbHbI TOCYIAPCTBEHHBIN JTUIICH3HOHHBIH KOHTPOJIb JIEATEIILHOCTH 10 TPOU3BOJICTBY
JIEKapCTBEHHBIX CPEJICTB OCYIIECTBISIETCS B cOOTBEeTCTBUU ¢ DenepanbHbIM 3akoHOM OT 4 mas 2011
roga N 99-®3 "O nuueH3upoBaHUM OTIENbHBIX BUAOB AedaTeabHOCcTU" U DenepanbHbIM 3aKOHOM OT 31
utonisg 2020 roga N 248-D3 "O rocynapcTBEHHOM KOHTpoOJie (Haa30pe) U MyHULIMITAIbBHOM KOHTPOJIE B
Poccuiickoit ®@enepanmu". B pamkax QemeparbHOTO TOCYIapCTBEHHOTO JMIICH3MOHHOTO KOHTPOJIS
JESITeIbHOCTH TIO0 TPOHM3BOJCTBY JIEKAPCTBEHHBIX CPEICTB IUIAHOBBIE KOHTPOJIBHBIC (HAI30pHBIC)
MEpPOTIPUSATHSI HE MPOBOAATCS, MPH TOM IPOBOIAMTCS MEPHOIMUYECKOE TMOATBEPIKICHHE COOTBETCTBUS
JTUIEH3UATOB JTUIICH3MOHHBIM TPeOOBaHUSIM B COOTBeTCTBHM ¢ DeepanbHbIM 3akoHOM OT 4 Mas 2011
rojga N 99-®3 "O nuueH3upoBaHUU OTACIBHBIX BUAOB JIEATEILHOCTH".

Mnasa 5. PASPABOTKA, OOKITMHNYECKUE UCCJIEAOBAHUA
NEKAPCTBEHHbIX CPEACTB, A TAKXE KITMHWYECKUE UCCIIEQOBAHUA
NEKAPCTBEHHbIX NMPEMAPATOB AJ1A BETEPUHAPHOIO NPUMEHEHUA

CraTtba 10. Pa3paboTka nekapcTBeHHbIX CpeacTB

1. Pa3paboTka J€KapCTBEHHBIX CPEACTB BKJIIOYAET B C€OS MOMCK HOBBIX (hapMaKOJIOTHYCCKU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

aKTHUBHBIX BEIIECTB, TIOCICAYIONIEe W3YYCHHUE WX JIEKAPCTBEHHBIX CBOWCTB, JOKIMHHYECKHUEC
HCCIIeIOBaHMs, pa3pabOTKy TEXHOJOTUN MPOU3BOJACTBA (apMaleBTUUECKUX CYOCTAaHIIUN, pa3paboTKy
COCTaBOB M TEXHOJIOTUI TIPOU3BOCTBA JICKAPCTBEHHBIX MTPETIAPATOB.

2. @uHaHCOBOE oOecneueHne pa3padOTKH JIEKAPCTBEHHBIX CPEJICTB OCYIIECTBIISIETCS 3a CUET:

1) cpeacTB denepabHOTO OFOJIKETA;

2) cpeAcTB pa3pabOTUMKOB JIEKAPCTBEHHBIX CPE/ICTB;

3) CpelICTB TIPOM3BOTUTEICH JICKapCTBEHHBIX Cpe/CTB npu BBITTOJIHCHUH
HAy4YHO-HUCCIIEIOBATEILCKUX Pa0OT MO JOTOBOPY MEXIY Pa3paOOTUYMKOM JIEKAPCTBEHHBIX CPEICTB U
MIPOU3BOUTEINIEM JICKAPCTBEHHBIX CPEICTB;

4) VHBIX HE 3aIpPEeLIEHHBIX 3aKOHOAaTeNbCcTBOM Pocculickoit denepanny HCTOUHUKOB.

3. IlpaBa  pa3paboTumka  JICKAPCTBEHHOTO  CpPEACTBA  OXPAHSIOTCA  TPakIaHCKUM
3aKOHOJIaTEJIbCTBOM.

Cratba 11. [JoKnuHM4YeCKoe wuccrefoBaHWe JeKapCTBEHHOro cpeacTtBa AnA
MeAULMHCKOro NpMMeHeHuns

1. ,HOKJ'II/IHI/I'-IGCKoe HCCICA0OBAHUEC JICKAPCTBCHHOI'O CpPEACTBA AJId MCIHUIMWHCKOrO IMPHUMCEHCHUA
IIPOBOAUTCA IIYTEM IIPUMCHCHHA HAY4YHBIX METOAOB OLCHOK B HCIMAX IIOJIYYCHHSA O0Ka3aTCIbCTB
6G3OHaCHOCTI/I, Ka4y€CTBa U Bq)(l)eKTI/IBHOCTI/I JICKApCTBCHHOT'O CpCACTBA.

2. JIOKJIMHUYECKOE HCCIIEOBAHUE JIEKAPCTBEHHOIO CPEACTBA JII MEAMIMHCKOIO IPUMEHEHUs
MIPOBOJIUTCS B COOTBETCTBUU C MPABWJIAMHU HaJyIeXameil J1abopaTOPHON MPAKTUKH, YTBEPKICHHBIMHU
EBpa3uiickoit 3KOHOMHYECKON KOMUCCUEH.

(B pen. deaepanbHbix 3aK0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

3. Jlna opraHu3alMy M NPOBEICHUS TOKIMHUYECKOTO HMCCIEAOBAHMS JICKAPCTBEHHOTO CPEICTBA
TS METUIIMHCKOTO TIPUMEHEHUS pa3pabOTYHMKU JIEKApCTBEHHBIX CPEJCTB BIIPABE MPHUBICKATh HAyYHBIE
OpraHu3aiyy, o0pa3oBaTeIbHbIC OPraHU3alliy BbICIIET0 00pa30BaHMs U MHBIE OpraHU3aLUHU, UMEIOIIHe
HEOOXOJUMYI0O  MAaTepUaTbHO-TEXHUYECKYI0 0a3y H  KBAIM(QUIMPOBAHHBIX CHECHHUAINCTOB B
COOTBETCTBYIOILIEH 00JIACTH UCCIIEIOBAHUSL.
(uacts 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4, ]_—[OKJ'II/IHI/ILIGCKOC HUCCICA0OBAHUE JICKAPCTBCHHOI'0O CPEACTBaA AJId MCIHMIMHCKOIO IIPHUMCEHCHUA
NpOBOAUTCA IO YTBCPKIACHHOMY p33pa6OT‘II/IKOM JICKApCTBCHHOT'O CPEACTBA INIaHY C BCIACHUCM
MPOTOKOJIa 3TOTO HUCCICAOBAHUA U COCTABJICHUCM OTUYCTA, B KOTOPOM COIACPKATCA PE3YJIbTAThlI 3TOT'O
HCcCICaAOoBaHrd W 3aKIIIOYCHUC O  BO3MOKHOCTU  IMPOBCACHHUA  KIMHHUYCCKOIO  HCCICAOBAHUA
JICKApCTBCHHOTO Iperapara 111 MCAUITUHCKOI0 IPpUMCHCHUS.

5. TlpoBeneHne MPOBEPOK COONIOACHUS TMPABWI HAAJIEKAIIEH Ja0OpaTOPHOW TPAKTUKH U
MPABOBBIX HOPM UCHOJb30BAaHUS JKUBOTHBIX TMPU TPOBEACHUU JOKIMHUYECKHX HCCIeAOBaHUN
JMEKapCTBEHHBIX CPEACTB [UIsl MEIUIUHCKOTO TPUMEHEHHUS OCYIIECTBISETCS YIOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM UCTIOTHUTEIHHOM BIACTH.

(B pen. @eaepanbuoro 3akona ot 22.12.2014 N 429-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

6. Pe3ynbTaThl NOKIMHUYECKOTO HMCCIIEAOBAHUS JICKAPCTBEHHOTO CPEACTBA IS MEIUIIMHCKOTO
NPUMEHEHHUS MOTYT OBITh MpEACTaBJICHBI B YIIOJHOMOUYEHHBIH (pefepanbHblii OpraH MCIOTHUTEIbHON
BJIACTU B YCTAHOBJICHHOM TOPSIJIKE B LEIISIX PETUCTPAIMH JIEKAPCTBEHHOTO MTperapara.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Cratba 12. [oknuMHUYecKoe uccriegoBaHWe JleKapCTBEHHOro cpeacTtesa W
KNUHMYECKoe wuccrneaoBaHWe neKapCTBEHHOro rpenapata Ans  BeTepuHapHoOro
npUMeHeHus

1. JIoKIMHMYECKOEe HCCIEOBaHHE JIEKAPCTBEHHOTO CPEICTBA JUIsl BETEPUHAPHOI'O NMPUMEHEHUS
MPOBOAMUTCS IyTEM MPUMEHEHHS HAay4YHbIX METOJOB OIEHOK B LESAX IMOIY4YeHHs JI0Ka3aTelbCTB
0e30macHOCTH, KadyecTBa M 3((EKTUBHOCTH JICKAPCTBEHHOI'O CPEACTBA, B TOM YHCIE ONPEETICHHS
CpOKa €ro BBIBEJIEHUS W3 OpraHu3Ma >KMBOTHOIO, B LEISIX oOecredeHus: 0e30MacHOCTH HPOIYKIUH
KUBOTHOT'O TIPOMCXO0>KJIEHUS TI0CTIE IPUMEHEHHS COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO IIpenapara.

2. JloxnuHMYECKOE HCCIEIOBAHUE JIEKAPCTBEHHOI'O CPEACTBA M KIMHHUYECKOE MCCIIEA0BAHNE
JIEKapCTBCHHOTO Tpernapara Jyisi BETCPUHAPHOTO MPUMEHEHHSI, MCCIEAOBaHNE OMOIKBUBAICHTHOCTH
YKa3aHHOTO JIEKQpCTBEHHOTO Tpernapara MpPOBOJAATCS B COOTBETCTBUHM C IPABUIAMH, YTBEP)KICHHBIMU
YIOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HUCIIOJIHUTEIBHOMN BIIACTH.

3. JIOKJIMHUYECKOE HCCIEeOBaHNE JIEKaPCTBEHHOTO CPEICTBA W KIMHUYECKOE HCCIeI0BaHUE
JIEKapCTBEHHOI'O IIpernapaTta Uil BETEPUHAPHOIO NPUMEHEHHUS IIPOBOAATCS IO YTBEPXKIECHHOMY
pa3pabOTYMKOM JIEKAPCTBEHHOT'O CPEJICTBA IUIAHY C BEJCHHEM MPOTOKOJIOB 3THUX HCCIEIOBAHUN U
COCTaBJIEHHUEM OTYETOB, B KOTOPBIX COAEPKATCS PE3YJIbTAThl ITUX MUCCIIEIOBAHUM.

4. ,Z[J'IH opraHru3alv U INPOBCACHUA JOKIMHUYCCKOr0 UCCICAOBAHUA JICKAPCTBCHHOI'O CPEACTBA U
KIMHUYCCKOIro HUCCICAOBaHWA JICKAPCTBCHHOI'O IIp€riapara [JId BETCPHUHAPHOI'O  IIPUMCHCHUA
p33pa6OT‘lI/IK JICKAPCTBCHHOTO CpCACTBA MOKCET IPHUBJICKATH OPraHU3alvy, UMCIOLINC H606XOI[I/IMYIO
MaTCprUAJIbHO-TCXHUYCCKYTO 633y nu KBaJ'II/I(I)I/II_II/IpOBaHHLIX CIICIMaJIuCToOB B COOTBCTCTBYIOH_[Cﬁ obmactu
HUCCICIOBAaHU.

5. KimmHnyeckue ucciaenoBaHMs JIEKAPCTBEHHBIX IPENapaToB Ul BETEPHUHAPHOIO NPUMEHEHUS
MIPOBOJSATCS B BETEPUHAPHBIX OPraHM3alMsIX M B OpraHU3alUsiX, OCYIIECTBISIOIIUX pa3BeACHUE,
BBIPAIlMBAHUE U COJIEPKAHUE )KUBOTHBIX, B LIEJIAX:

1) YCTaHOBJICHHUA IICPECHOCUMOCTH JICKAPCTBCHHBIX IMPEIIApPATOB 3JOPOBBIMU KUBOTHBIMH;,

2) moxbopa ONTUMANBHBIX JO3UPOBOK JIEKAPCTBEHHBIX IMIPEMapaToB W Kypca JIEYEHHUS Ha
KOHKPETHOU TPYTIIE )KUBOTHBIX C OMPECIICHHBIM 3a00JIeBaHUEM;

3) ycraHoBieHus  Oe3omacHOCTH ®  A((EKTHBHOCTH  JIGKAPCTBEHHOTO  Ipemapara,
MpeHa3HAYEHHOr0 Il JICUEHUSl ONPEJCJICHHbIX 3a00JIeBaHMN JKUBOTHBIX, WIH 3((eKTUBHOCTU
JIEKapCTBEHHOT'0 Mpenapara A Npo(pUIakTUKH 3a00J1€BaHUN 3J0POBbIX )KUBOTHBIX;

4) wm3ydeHUs BO3MOXKHOCTEH pacCIIMPEHUsl MOKa3aHUH K NPUMEHEHHUIO 3aperucTPUPOBAHHOTO
JICKapCTBEHHOTO Mpenapara U BBISIBICHUS paHee HEU3BECTHBIX MOOOYHBIX ACHCTBUI.

6. KnmHuueckoe uccienoBaHUE JIEKAPCTBEHHOIO Ipernapara A BETEPUHAPHOTO NPUMEHEHUS
OCYIIECTBIIICTCA 3a CUET CPENICTB Pa3pabOTUMKA JIEKAPCTBEHHOTO CPE/ICTBA.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

7. OtyeTpl 0 pe3yiabTaTax JOKIMHUYECKOTO WCCIEOBAHUS JIEKAPCTBEHHOTO CpEACTBA U
KIIMHUYECKOTO MCCJIEIOBAHUS JICKAPCTBEHHOTO Ipemapara JJig BETEPUHAPHOTO TMPUMEHEHHS
COCTABIIIIOTCS Pa3pabdOTUYMKOM JIEKAPCTBEHHOTO CPEACTBA C YYETOM 3aKIIOYCHHUH OpraHu3aluii,
MPUHUMABIIIUX Y4aCTHE B OPTaHU3AIUU U TIPOBEICHUN STUX MCCIICIOBAHUH.

8. KonTpons 3a mnpoBeneHHEM JOKIMHUYECKUX MCCIEIOBAHUM JIEKAPCTBEHHBIX CPEICTB M
KIIMHUYECKMX HCCIIEOBAaHUM JIEKAPCTBEHHBIX IIPENaparoB [Uld BETEPUHAPHOIO IPUMEHEHUs
OCYILECTBIISICTCS YIIOJTHOMOYEHHBIM (heiepaibHbIM OPraHOM HCTIOJIHUTEIbHOMN BIIACTH.

Masa 6. OCYWECTBINEHUE FOCYOAPCTBEHHOW PETMCTPALIMU,
PET'MCTPALUUUN NEKAPCTBEHHbIX NMPEMNAPATOB
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: npumedanue.

Ilo 3asBnenumsM, nomanHeiM 10 01.01.2021, nexapcTBeHHbIE Npenaparbl Uisl MEIULIHUHCKOTO
MIPUMEHEHHUS PETUCTPUPYIOTCS B COOTBETCTBUHU C TpeOoBaHUsAMH, nericTBoBaBmmMu 10 30.01.2024.
O npusenenuun B coorBercTBUE ¢ aktamMu EADC Takux M paHee 3aperMCTPUPOBAHHBIX MPENApaTOB
cMm. @3 or 30.01.2024 N 1-®3.

Cratba 13. [locymapcTBeHHast perucrpauus, perucTpaumsi neKapCTBEHHbIX
npenaparoB
(B pen. @enepanbuoro 3akona ot 30.01.2024 N 1-D3)

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B Poccuiickoit ®enepanuu IOMyCKAOTCS IPOU3BOJACTBO, XpaHEHHME, IIEPEBO3KAa, BBO3 B
Poccuiickyro @enepaunro, BbeiBO3 U3 Poccuiickoir ®enepanuu, peknama, OTIYCK, peald3anus,
repeaayda, MIPUMEHEHHE JIEKAPCTBEHHBIX IIPENapaToB, €CIU OHU 3apErUCTPUPOBAHBI YIIOJTHOMOYEHHBIM
denepanbHBIM OpPraHOM HCIIOJHUTEIBHONH BIACTH B COOTBETCTBHHM C HacTosmmM DenepaibHbIM
3aKOHOM JIN0OO B COOTBETCTBUU C AKTaMHM, COCTaBIs0IMME paBo Coro3a.

(B pen. deaepanbubix 3akoHOB OT 13.07.2015 N 241-P3, ot 30.01.2024 N _1-D3)

2. 'ocynapcTBeHHOM perucTpauu mojiexar:

1) Bce JekapcTBEHHBIE Mpenaparthl, BIEPBLIC MOJJIekKAllUe BBOAY B oOpamieHne B Poccuiickoit
®denepauny;

2) nexkapCTBEHHBbIE Npenaparbl, 3aperuCTPUPOBAaHHBIE pPAaHEE, HO IMPOU3BEIACHHBIE B JIPYIHX
JIEKapCTBEHHBIX (JOpMaxX B COOTBETCTBHM C IEPEYHEM HAWMEHOBAHHI JIEKAPCTBEHHBIX (OPM, B HOBOM
JO3UPOBKE MPH T0OKA3aTEIbCTBE €€ KIMHNYECKON 3HAYMMOCTH U 3(D(PEeKTUBHOCTH;

3) HOBBIE KOMOMHAIIMYU 3aPETUCTPUPOBAHHBIX PaHee JIEKAPCTBEHHBIX MPEMapaToB.

3. 'ocynapcTBeHHasl perucTpanus JIEKApCTBEHHBIX MPENApaToB OCYLIECTBISIETCS 0 Pe3yJIbTaTaM
9KCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB.

(uactsp 3 B pen. @enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

4. l'ocynapctBeHHast ~ perucrTpauus  JIGKQpCTBEHHOrO  IIpermapaTa  OCYLIECTBIISETCS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

COOTBETCTBYIOIIUM YIIOJIHOMOYEHHBIM (peiepalIbHBIM OpraHOM HCIOJIHHUTEIHHONW BJIAcTU B CPOK, HE
MIPEBBIIAIONINA CTa MIECTUICCATH PAOOUMX ITHEW CO JHS NPUHATHS 3aiBICHHUS O TOCYAapCTBEHHOU
perucTpanuy JIEKapCTBEHHOrO TMperapara Jisi MEIULIUHCKOTO TMPUMEHEHHs, M B CpPOK, HE
MPEBBIMIAIONIMA CTa JBaaIaTH pa0OYuX JHEH CO JHS TPUHATHS 3asIBJICHUS O TOCYJapCTBEHHOU
perucTpanuy JEKApCTBEHHOTO Tpemapara Il BETEPUHAPHOTO TPUMEHEHHsA. B yka3aHHBIM CpOK
BKJIFOYAETCS] BpeMsI, HEOOXOMMOE JIJIsI [IOBTOPHOTO TIPOBEICHUSI DKCIIEPTHU3bI JICKAPCTBEHHOTO CPEACTBA
B COOTBETCTBUM €O cTartbeld 25 Hacrosimero ®eaepanbHoro 3akoHa. CpoK TocyaapCTBEHHOU
pEerucTpalMy JICKapCTBEHHOTO IMpenapara HCYMCIAETCS CO JHS NPHUHITHS COOTBETCTBYIOLIUM
YIOJTHOMOYEHHBIM (eicpaTbHBIM OPraHOM HCIIOJIHUTEIHPHON BIACTH COOTBETCTBYIOMIETO 3asIBICHUS O
TOCYJJapCTBEHHOM PETUCTpaIlii  JICKAPCTBEHHOTO IIpemapara ¢ MPUIOKEHHEM HEoOXOIUMBIX
JIOKyMEHTOB TIO JIEHb BBIAYM PETHCTPAIIMOHHOTO YIOCTOBEPEHHS JIKAPCTBEHHOTO Mperaparta. Bpems,
HEOOXOAMMOE ISl HANpaBJICHUS YIOJHOMOYCHHBIM (eJepaibHBIM OPraHOM HCIIOJTHUTEIIBHOW BJIACTH
3ampoca 0 MpeCTaBICHUH HEOOXOJUMBIX MAaTEpUANIOB U MIPE/ICTABICHUS 3asBUTEIEM OTBETa HAa JaHHBIN
3ampoc B COOTBETCTBUU €O cTaThsiMu 16, 19 u 23 Hacrosimero @enepanbHOTO 3aKOHA, HE YUUTHIBACTCS
MIPU UCUYHUCIIEHUH CPOKA TOCYAapCTBEHHOM PEruCcTpallui JIEKApPCTBEHHOIO Mpernapara.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5. T'ocynapCTBEHHOW perucTpanuy He MOAJICKAT:

Koncynpranrlntoc: npumedanue.
C 01.03.2025 B 1. 1 4. 5 cr. 13 BHOCATCs n3meHeHus (P3 ot 30.12.2021 N 463-D3). Cum. Oyaymryro

PECAAKIINIO.

1) nekapcTBeHHBbIE MpenapaTrhbl, U3rOTOBJIECHHBIE AlTEUYHbIMU OPraHU3aLMsIMH, BETEpUHAPHBIMU
anTeYHbIMU OPraHU3ALMAMU, UHIUBUAYaIbHBIMU IIPEANPUHUMATEIIAMH, KOTOPBIE UMEIOT JIULEH3UIO HA
(bapManeBTHYECKYIO0 JESTEIbHOCTh, IO pelenTaM Ha JIEKAPCTBEHHBbIE Mpenaparsl U TpeOOBaHHUIM
MEJIMLMHCKUX OPraHU3alui, BETEPUHAPHBIX OPraHU3aLnui;

2) nexapCTBEHHbIE IIpenaparbl, NpUOOpeTeHHble (U3NYECKUMHU JIMIIAMH 3a TpeesiaMu
Poccuiickoit deneparuu v npeHa3HauYeHHbIE 1Sl TUYHOTO UCIIOJIb30BaHUS;

3) nekapcTBEHHBIE IMpemapaThl, BBO3UMble B Poccuiickyto @enepanuio a8 OKazaHHUS
MEIUIIMHCKOW TMOMOIIM 1O >KU3HEHHBIM TMOKA3aHUSM KOHKPETHOTO TMAalUeHTa Ha OCHOBAaHUU
paspeleHusi, BBIIAHHOTO YIIOJTHOMOYSHHBIM (eIepaTbHBIM OPTaHOM HCIIOTHUTEILHON BIACTH;

4) nexapcTBEHHbBIE CpeAcTBa, BBO3UMbIE B Poccuiickyro denepannio Ha OCHOBAaHUU BBIJAHHOIO
YHOJHOMOYEHHBIM (peiepaIbHbIM OPraHOM HCIIOJHUTENIBHON BJIACTH pa3pelleHus U MpeAHa3HauYE€HHbIE
JUIS TIPOBEACHUS KIMHUYECKUX HCCIIEOBAaHUM JIEKapCTBEHHBIX IpenapaToB W (WJIM) IMPOBEICHUs
OKCIEPTU3Bl  JICKAPCTBEHHBIX CPEACTB JUId  OCYIUECTBJICHHSA TOCYJAapCTBEHHOW  PETUCTPALAU
JIEKApCTBEHHBIX IPENAPATOB;

5) dbapmaiieBTHUECKHE CYyOCTAHIINH;
6) pamuodapMaleBTUYECKUE JICKAPCTBEHHBIC IMpEmapaThl, U3TOTOBJICHHBIE HETMOCPEICTBEHHO B
MEIUIIMHCKUX OpPTaHW3aIUsaX B MOPSJIKE, YCTAHOBICHHOM YITOJIHOMOYEHHBIM (helepaabHbIM OpraHOM

HCIIOJIHUTEILHOMN BJIaCTH,

7) nekapcTBEHHBIE MTpernapaThl, IPOU3BOAUMBIE AJIsl AKCIIOPTA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

8) OHMOTEeXHOJOrMYeCKHUe JIEKapCTBEHHBIE Npernaparhl, MpeJHa3HAYCHHbIE A MPUMEHEHUS B
COOTBETCTBUU C UHIAMBHUAYaJIbHBIM MEIMIMHCKUM HA3HAYEHHWEM M CIIEIUAJIbHO W3TOTOBJIEHHBIE IS
KOHKPETHOr0 TAalHEHTa HEMOCPEICTBEHHO B MEIUIMHCKOW OpraHu3aluH, B KOTOPOW MNPUMEHSETCS
Tako OMOTEXHOJOTHYECKUN JIEKapCTBEHHBIN TMpernapar, MUMEIONMe B CBOEM COCTaBE COEIUHEHUS,
CHHTE3WPOBAHHBIE IO pe3yJibTaTaM TIE€HETUYECKUX MCCIEAOBAHUN MaTepualia, MOJIYYEHHOrO0 OT
ManueHTa, s KOTOPOrO M3rOTOBJICH TakoW OHOTEXHOJOIMYECKUN JIEKapCTBEHHBIM Mperapar.
[lepeyeHb MEIUUMHCKUX OpraHU3allMi, HMEIOLUX MpPaBO U3rOTaBIMBAaTh M NPHUMEHATh TaKUe
OMOTEXHOJIOTMYECKHE JIGKApCTBEHHBIC TIpemapaThl, yTBepxkaaetrcs [IpaButenbctBoM Poccuiickoit
Oenepanun. Pa3pemieHne Ha MPUMEHEHHE TaKUX OMOTEXHOJIOTMUYECKUX JICKAPCTBEHHBIX MPENapaTroB
BBIIACTCS  YIIOJIHOMOUYEHHBIM  (eCpaTbHBIM OPraHOM HCIIOJHUTEIBHONH BIIACTH B TOPSIKE,
ycranaBnuBaemMoM [IpaButensctBom  Poccuiickoit  ®eneparuu. Ilopsmoxk  oOpareHust Takux
OMOTEXHOJIOTMUYECKUX JIEKAPCTBEHHBIX IMPENapaToB, BKIOYAs MOPSAIOK UX M3TOTOBIICHUS, TPOBEICHUS
OKCIEPTHU3bl, OCYIIECTBICHHUS KOHTPOJSI KauyecTBa TaKUX OHWOTEXHOJIOTUYECKUX JIEKAPCTBEHHBIX
MpernapaToB, MPUMEHEHHs, XPaHEHHsI, TPAHCTIOPTHPOBKUA U YTHIM3AIMMHA TaKMX OMOTEXHOJOTHYECKUX
JIEKapCTBCHHBIX IPENapaToB, a TakKe TPeOOBaHHS K TaKUM OHMOTEXHOJOTUYECKUM JIEKAPCTBEHHBIM
npernaparaM W MEIMIMHCKUM  OpraHu3alsM, MX M3FOTaBJIMBAIOIMIMM W [NPUMEHSIONINM,
ycraHasnuBaroTcs [IpaBurensctBoM Poccuiickoit @eaepanun.

(n. 8 BBenen denepanbapiM 3aK0HOM OT 30.01.2024 N 1-D3)

5.1. 3asgBiaeHue O PpErucTpalvy BOCHPOU3BEAEHHOIO JIEKAPCTBEHHOIO IIpemapara  Jjs
MEJUIIMHCKOTO MPUMEHEHHUS MOXKET OBITh MMOJAAaHO B YIIOJHOMOYEHHBIH (eaepanbHbIl OpraH
HCIOJIHUTEIIBHOM  BJIACTH, OCYUIECTBIIAIOIIMNA TOCYJAPCTBEHHYIO PETUCTPALMIO  JIEKaPCTBEHHBIX
MPENnapaToB, MO WCTEYEHUU YETHIPEX JIET C AaThl TOCYJAPCTBEHHOW PETUCTPALMU WA PETHCTPALUU
pedepeHTHOTO JIeKapCTBEHHOTO TIpernapara Jijisi MEAUIIMHCKOTo puMeHenus B Poccuiickoit deneparun.
(dactb 5.1 BBeneHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5.2. 3asBineHHe O perucTpauuu OHMoaHanoroBoro (OHMOMOAOOHOrO) JIEKAPCTBEHHOrO Ipernapara
(Omoananora) st METUIIMHCKOTO PUMEHEHUSI MOXKET OBITh MOAAHO B YIIOJTHOMOYEHHBIH (eepanbHbIi
OpraH HCIIOJHUTEJIBHON BJIACTH, OCYIIECTBIISIONIMM rOCYAApCTBEHHYIO PErMCTPAlMIO JIEKAPCTBEHHBIX
MpernapaToB il MEIWLMHCKOIO MPUMEHEHHs, N0 UCTEUYEHUU TpeX JIET C JAaThl IOCyAapCTBEHHOMN
perucTpalyy Wik peructpanuu pepepeHTHOro JIeKapcTBEHHOro npenapata B Poccuiickoit denepanuu.
(dactb 5.2 BBegeHa DenepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5.3. He nomyckaercsi MCHOJb30BAaHME B KOMMEPYECKHX LENsAX HHOpMalMu O pe3yibTaTrax
JOKJIMHUYECKUX  HMCCIIEIOBAHUM  JIGKQPCTBEHHBIX CPEACTB M KIMHUYECKUX  HCCIEAOBAHUI
JIEKAPCTBEHHBIX MPENapaToB s MEIUIMHCKOrO IMPUMEHEHHUS, MPEACTABICHHOW 3asiBUTEIEM st
rOCYJJapCTBEHHON PErucTpalii WM PETHUCTPAlMH JIEKAPCTBEHHOrO Mpemnapara, 0e3 ero corjacusi B
TEYEHUE IIEeCTH JIET C JaThl TOCYJAPCTBEHHOW PETUCTPAlMM WU PETUCTpanuu pedepeHTHOTO
JIEKapCTBEHHOT O Tipenapara B Poccuiickoit denepanuu.

(uacts 5.3 BBeena @enepanbHbiM 3akoHOM OT 30.01.2024 N 1-03)

6. He nomyckaercs rocy1apcTBEHHasl pErUCTpaLyst:

1) nexapCTBEHHBIX IPENapaToB, OTIMYAIOIIMXCS APYr OT Jpyra KadeCTBEHHBIM COCTaBOM
JEHCTBYIOIIUX BEUIECTB, M10J{ OJMHAKOBBIM TOPIOBBIM HAUMEHOBAHKEM;

2) OHOTO JIEKApCTBEHHOTO MperapaTa, MPeJCTaBIEHHOr0 Ha FOCYAapCTBEHHYIO PETUCTPALUIO B
OTHOIIEHWU OJIHOTO M TOTO >K€ JepiKaTelid WM BIIaJeliblla PETUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'O Mpemnapara B BUAE ABYX U Ooyiee JIEKapCTBEHHBIX MPENapaToB O] Pa3IHYHBIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

TOPTrOBBIMUA HAUMEHOBAHUSIMH.
(. 2 B pen. @enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7. Tlo 3ampocy B 23JeKTpOHHOH (opme cyOBekTa oOpalleHHus JEKapCTBEHHBIX CPEICTB
COOTBETCTBYIOIIIUM  YIOJHOMOYEHHBIM  (peiepalbHBIM ~ OpraHOM  HCIIOJHUTEIHHONH  BIIACTH,
OCYIIECTBIISIOIIUM TOCYJaPCTBEHHYIO PETUCTPALIMIO JIEKApPCTBEHHBIX MTPENapaToB, B yCTAHOBICHHOM UM
[OPAJIKE OCYIIECTBISAETCS HAy4YHOE KOHCYJIBTHUPOBAHME II0 BONPOCAM, CBSI3aHHBIM C IPOBEIACHUEM
JOKJIMHUYECKUX UCCIIEI0BaHUN, KIMHUYECKUX HCCIIeI0OBAaHNH JIEKAPCTBEHHBIX MPENapaToB, SKCIIEPTU3HI
KayecTBa JICKAPCTBEHHBIX CpeICTB, 3(dekTuBHOCTH U  0OE30MacHOCTH, C OCYIIECTBICHHUEM
roCy/IapCTBEHHON PETUCTpAlMU JIEKAPCTBEHHBIX IpenapartoB. KOHCYJIbTUpOBaHUE OCYIIECTBISAETCS C
NpUBIIeYeHUEM (elepaabHbIX TOCYAapPCTBEHHBIX OFO/DKETHBIX YYPEKICHUH, MOIBEIOMCTBEHHBIX
JaHHOMY (elepaibHOMY OpraHy HCIHOJHUTENbHOM BJIACTM M HE YYAacTBYIOIIMX B OpraHu3aluu
IIPOBEICHUSI  SKCIIEPTU3bl KadecTBAa JICKAPCTBEHHBIX CPEACTB B LEISAX OCYLIECTBICHUS HX
rOCYJJapCTBEHHOIN pErucTpaluy B COOTBETCTBUM cO cTaTheil 16 HacTosmero deaepalbHOro 3aKoHa, B
BUJIE OTBETa B MHUCHbMEHHOH (hopMe YIOIHOMOUYEHHOTO (e/lepalbHOr0 OpraHa UCHOJHUTEIbHOM BIacTH
Ha 3arpoc. PazMep B3uMaeMoii ¢ 3asiBUTENS IUIAThI OIIPEIEISIETCS B COOTBETCTBUU € 3aKOHOIaTENbCTBOM
Poccuiickoit ®enepanuu 00 OpraHu3allMM IPEIOCTABICHUS TOCYAapCTBEHHBIX M MYHHUIMIAIbHBIX
yeayr. Undopmaniys 06 ocyliecTBIEHUH HAyYHOTO KOHCYJIBTHPOBAHUS, B TOM YHUCIE CTaThbU, 0030pHI,
CIpaBOYHBbIE MaTepuanbl U HMHas HMHPoOpMauus 00 OCYLIECTBIEHHHM HAYYHOIO KOHCYJIbTHPOBAHMUS,
pa3meriaercd Ha O(UIMAIBHOM CalTe YIMOJIHOMOYEHHOro (enepaJbHOro OpraHa HCIOJHUTEIbHON
Biractu B cetu "HMHTepHeT" C coOMIOACHHWEM OrpaHMYCHH, YCTAaHOBJCHHBIX 3aKOHOAATEIbCTBOM O
IIEPCOHANIBHBIX JaHHBIX, KOMMEPUYECKOH U (WJIM) FOCY1apCTBEHHOM TailHe.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

8. I'ocynmapcTBeHHasi perucTpais JEKapCTBEHHBIX IMPENapaToB, KOTOPHIE MpeTHa3HAUYCHBI JUIS
IPUMEHEHUS B YCJIOBUSX BOCHHBIX JEMCTBUH, UpE3BBIYAMHBIX CHUTyallMd, NpPeLyHNpexaeHus
Ype3BbIUANHBIX CUTYaIUH, MPOQUIAKTUKY U JIEYeHUs1 3a00JI€BaHNH, MPEACTABIAIONUX OMACHOCTh IS
OKpY’KaIOIIMX, 3a00JIEBaHUM U MOpaXKEHUH, MOTYUEHHBIX B Pe3yJbTaTe BO3ACHCTBHS HEOIArOMPUATHBIX
XMUMHUYECKHX, OMOJIOTHUECKUX, PAaJUAMOHHBIX (DAaKTOPOB, U KOTOpPbIE pa3pabOTaHbl B TOM YHCIE IO
3aJaHui0 (peepanbHBIX OPTaHOB HCIIOMHHUTEIBHON BIIACTH, YIOJHOMOYEHHBIX B 00JIACTH OOOpPOHBI
CTpaHbl ¥ O€30MMaCHOCTH TOCY/IapCTBa, a TAaKXKe JICKAPCTBEHHBIX CPEJCTB B CiIy4ae UX Ae()EeKTypbl WiIH
pUCKa BO3HMKHOBEHHUS Ie(PEKTypbl B CBSI3M C BBEJCHMEM B OTHoLIeHMHM Poccuiickoit ®enepanuu
OTPAaHUYUTENIHBIX MEp 3KOHOMHUYECKOIO XapakTepa OCYIIECTBISIETCS B IOpsJIKE, YCTaHOBJICHHOM
IIpaBurensctBoM Pocculickoit deneparuu.

(B pen. @enepanbubix 3akoHOB 0T 01.04.2020 N 98-D3, ot 08.03.2022 N 46-P3)

Cratbs 14. MpUHUMNbI 3KCNepTU3bl NeKapCTBEHHbIX CpeacTB
(B pen. denepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. SKCHepTI/IBa JICKApCTBCHHBIX CPCACTB OCHOBLIBACTCA HA IMPUHIUIIAX 3aKOHHOCTH, CO6JIIO,Z[€HI/I$I
mnmpaB " CBO6OI[ YCJIOBCKAa W TIpaXaAaHWHA, IIpaB HOPHIWYCCKOIO JiKla, HC3aBUCUMOCTHU JSKCIICPTA,
06’I)eKTI/IBHOCTI/I, BCCCTOPOHHOCTHU W TIOJHOTBI I/ICCJ'IG)IOB&HI/Iﬁ, IMPOBOAMMBIX C HCIOJbB30BaAHUEM
COBPCMCHHBIX I[OCTI/I)KCHI/Iﬁ HayKH W TCXHHUKH, OTBCTCTBCHHOCTHU (bez[epaanoro TroCyaapCTBCHHOI'O
6I-O,Z[)I(GTHOFO YUPCKACHUA II0 HNPOBCACHUIO DJSKCICPTHU3BI JICKAPCTBCHHBIX CPCACTB M IKCICPTOB 34
MPOBCACHUC U KAaUCCTBO 3KCIICPTU3LI.

2. DKcrepTu3a JIEKapCTBEHHBIX MPETapaToB sl MEIUIIMHCKOTO MPUMEHEHHS BKIIIOYAeT B ceOsl:

1) skcnepTu3y JOKYMEHTOB, MPEICTABICHHBIX JIS OMPEIETICHHUS] BO3MOXKHOCTH paccMaTpHUBATh
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JIEKapCTBEHHBIH Mpenapar Uil MEJUIMHCKOTO NPHMEHEHUS B KadecTBE Op(aHHOTO JIeKapCTBEHHOTO
npernapara;
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) 3KCHEePTU3Y MPEITOKEHHBIX METOAO0B KOHTPOJII KadecTBa JICKApPCTBEHHOTO CpejcTBa M (WIIH)
KadecTBa TPEJCTABICHHBIX OOpa3loB JICKAPCTBEHHOTO CPEJICTBA C HCIOJB30BAHHWEM ATHX METOJIOB
(manee - 3KCIIEPTH3a KAUeCTBA JICKAPCTBEHHOTO CPEJICTBA);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3) DOKCHepTH3y OTHOIICHUS OXKUJAeMOW TOJIb3bI K BO3MOXKHOMY PHCKY TNPUMCHEHUS
JICKapCTBEHHOTO Ipernapara;

4) sKCIepTH3y PETHUCTPAIMOHHOTO JIOChe Ha JIEKAPCTBEHHBIA Tpenapar B IMENAX ONpeIeIICHUs
B3aMMO3aMEHIEMOCTH JICKAPCTBECHHBIX MPENapaToB JIJI MEJIUIIMHCKOTO TPHUMEHEHUS.
(. 4 BBennen denepasibHbIM 3aK0HOM OT 27.12.2019 N 475-D3)

3. DkcnepTH3a JIEKapCTBEHHBIX IMPENaparoB il BETEPUHAPHOTO MPUMEHEHMs BKJIIOYAET B ce0s
JKCIIEPTU3Y KadecTBa JIEKAPCTBEHHOI'O CPEACTBA M 3KCIEPTU3y OTHOIICHHS OXHMAAeMOH IOJb3bl K
BO3MO>KHOMY PUCKY IPUMEHEHUS JIEKAPCTBEHHOTO IIpenapara.

Cratba 15. CDe.qepaanoe rocyaoapcrtBeHHoOe 6romxeTHoe yypexaeHune no
npoBeaeHuIo 3KCNnepTu3bl NeKapCTBeHHbLIX cpeacTB

DKcrnepTr3a JIEKapCTBEHHBIX CPEACTB MPOBOAMUTCS (peepanbHbIM TOCYAAPCTBEHHBIM OIOIKETHBIM
YUPEXKJCHUEM COOTBETCTBYIOLIETO YIIOJIHOMOYEHHOTO (heepaabHOro OpraHa UCIIOJIHUTEIbHON BIIACTH,
CO3JIaHHBIM Il OOecCTieueHHsI HMCIIONHEHHS TTOJIHOMOYHMK S3TOro (peepanbHOro opraHa 1O BbLIade
paspelnicHnii Ha TPOBENCHHE KIMHUYECKUX HCCIICIOBAHUI JIEKAPCTBEHHBIX IPETapaToB W (WMIIHM) TIO0
TOCYJapCTBEHHOM pErHcTpaluy (peTUCTpalliK) JIEKApCTBEHHBIX IpENapaToB (Jajee - SKCHEepTHOE
YUPEXKICHUE).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

Koncynprantllmtoc: npumeyanue.

ITonoxxenus ct. 16 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUs TOC. YCIyT IpU
oOpallleHuN JIEKapCTBEHHBIX CPEACTB: A MEAMIMHCKOIO MPUMEHEHUs IOCPEICTBOM E€IUHOMN
CUCTEeMBbI U (WJK) enuHoro noprana, opuMensored ¢ 01.01.2025; nyis BeTepuHapHOTO NPUMEHEHUS
IIOCPEJICTBOM €IMHOTr0 noprana, npuMenstores ¢ 01.01.2026.

Cratba 16. OpraHusauumsa npoBeAeHUA IKCNEPTU3bI NIeKapCTBEHHbIX CPeAcTB
(B pen. ®eaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. DkcmepTusa JEKapCTBEHHBIX CpPEICTB TMPOBOJUTCS KOMHCCHEH JKCIEPTOB HKCIEPTHOTO
YUpEXKIACHUS,, HA3HAYEHHOW €ro pyKOBOJUTEIEM, HA OCHOBAHMM 3aJIaHUs HA MPOBEJICHUE SKCIEPTU3bI
JIEKapCTBEHHOTO CPEJCTBA, BBIJIAHHOTO YIOJHOMOYECHHBIM (elepallbHbIM OpraHOM HCTOTHUTEILHOM
BJIaCTU. PyKOBOIUTENH SKCIIEPTHOTO YUPEKACHUS 00€CTIeUnBaeT HaAJIexkKaIee MPOBEICHUE IKCIIEPTU3bI
JIEKApCTBEHHBIX CPEACTB B COOTBETCTBUHU C 3aJaHWEM, BBIJIAHHBIM YIIOJIHOMOYCHHBIM (eepaibHbIM
OpraHOM HCTOJHUTEIBHOM BJIACTH, U OPraHU3yeT MOATOTOBKY CBOJHOTO 3aKJIIOYEHHS 3TOH KOMHCCHU.
B cocraB »TOM KOMHCCHMM TIO PELICHUIO PYKOBOJIUTENS ASKCIEPTHOTO YUPEKACHHUS MOTYT OBITh
BKJIFOUEHBI B KQUE€CTBE DKCIEPTOB JHIlA, HE pabOTaroIKe B JaHHOM IKCIEPTHOM YUPEXKIECHUU, €CIIH UX
CHelalbHbIe 3HAHUS HEOOXOIUMBI JUIS MPOBEIEHUSI DKCIEPTU3BI M TaKHe DKCIEPTHl OTCYTCTBYIOT B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JAAHHOM 3KCIICPTHOM YUYPCIKIACHUU.

2. DKCHEepTOM MO MPOBEICHUIO AKCIEPTU3BI JEKAPCTBEHHBIX CPEJICTB SIBISETCS aTTECTOBAHHBIN
pabOTHUK 3KCTIEPTHOTO YUYPEIKICHUS, KOTOPBIM MMEET BBICIIEE MEIUIIMHCKOE, (apMaleBTHYECKOE,
OHMOJIOTHYeCKOe, BETepUHAPHOE WIIH XUMHYECKOe 00pa30BaHKE U MMPOBOUT IKCIIEPTUIY JIEKAPCTBEHHBIX
CPENICTB B TIOPSJIKE UCTIOJHEHUSI CBOMX JIOJDKHOCTHBIX 00SI3aHHOCTEH (JaJiee - IKCIepT).

3. HpI/I IMPOBCACHHUHN OJKCIICPTHU3BI JICKAPCTBCHHBIX CPCACTB ISKCICPT HE MOXKCET HaAXOIHUTHCA B
KaKoi-1100 3aBUCHMOCTH OT JiMa, HAa3HAYMUBLIICTO 3Ty SKCIEPTUIY, pa3pa60Ttn/n<a JICKApCTBECHHOT'O
CpcacTBa WU APYTUX 3aUHTCPCCOBAHHLBIX B PEC3YJIbTATAX SKCIICPTU3BI JIUII.

4. Tlpu npoBeieHUHM DSKCIEPTU3bI JICKAPCTBEHHBIX CPEACTB HE JIOMyCKaeTcs HUCTpeOoBaHME
HKCIEPTOM Y 3asiBUTENS JHMOO MHBIX JIUI] MaTEPHUAIOB, HEOOXOIUMBIX Uil IPOBEICHUS SKCIEepPTU3bl. B
clly4ae HEJIOCTAaTOYHOCTH MPEACTABIECHHBIX 3KCIEPTYy MaTepUajoB B JIMYHBIM KaOWHET 3asBUTENs B
€IMHOW TOCYJapCTBEHHOM WMH(pOpPMALlMOHHON cucTeMe B cdepe 31paBOOXpaHEHUs (fajee - eIuHast
cucTeMa) OHKCHEPTHBIM YUpPEKICHHEM HalpaBiseTcsl 3ampoc O MPEJCTaBICHUH HEOOXOIUMBIX
MaTepHasioB, MOJAMMCAHHBIA PYKOBOAUTENEM (YIOJHOMOYEHHBIM JIUIIOM) SKCHEPTHOTO YUPESKICHUS C
WCTIOJIb30BAHUEM YCHJICHHON KBAIM(UIIMPOBAHHON JIEKTPOHHON TOIHCH.

(uactp 4 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4.1. 3agBuTenb 00s3aH HANpPaBUTh B JIMYHBIM KaOWMHET HSKCHEPTHOTO YUpEXKICHUS B €IUHOU
cUcTeMe NOJNMCAaHHBIA YCUIEHHOM KBalnM(DUUUPOBAHHON >JIEKTPOHHON NOJMMCHIO OTBET Ha 3ampoc
HKCHEPTHOTO YUPEXKIEHUs B CPOK, HE NMPEBBILIAIOMMUI JIeBIHOCTA pabouux THEH cO THS MOIydeHUs
JKCIIEPTHBIM YUYPEKICHUEM IEKTPOHHOIO YBEAOMIICHHU O MOJIyYEHUU 3asBUTENIEM 3ampoca. Bpems co
JIHSI HAIIPABJICHUS SKCIIEPTHBIM YUPEKICHUEM B JIMUHBIA KaOMHET 3asBUTENS B €MHON CUCTEME 3arpoca
O MPEeJICTaBICHUH JOIOJIHUTEIbHBIX MAaTEPUAJIOB O JHs HaIlpaBJICHUS 3asBUTEJIEM B JIMYHbIN KaOWHET
JKCIIEPTHOTO YUYPEXKJECHHS B €IMHOW CHUCTEME OTBETAa Ha 3alpoC HE YYHUTHIBACTCS IPU HMCUUCICHUH
CpOKa IIPOBEJEHUS SKCIIEPTU3HI JIEKAPCTBEHHOI'O CPELICTBA.

(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. Ecnu 3asgBUTEIEM B COOTBETCTBHM ¢ 4dacThio 1.1 cratbm 30 wam 4vacTero 2 cratbu 34
Hacrosmero deaepaabHOro 3aKOHA MPEACTaBICHA KOMUS PEIICHUs YIIOJHOMOYEHHOTO (eIepabHOTO
OpraHa HCIOJHUTEIIFHON BIIACTH O TIPOBEACHHH (HapMaIleBTHUECKONH WHCIICKIIMH ITPOU3BOJICTBA
JIEKAPCTBEHHBIX CPEJCTB I MEIUIIMHCKOTO MPUMEHEHUsS Ha COOTBETCTBHE TPEOOBAHMSIM IIPABHII
HaJyIe)KaIed TPOU3BOJICTBEHHOM NPAKTUKH EBpa3MiicKOTO SKOHOMHYECKOTO COI03a, JKCHEPTY 0
odopMmIIeHHsT Pe3yTBTATOB HKCIEPTU3HI JIEKAPCTBEHHOTO CPEACTBA MPECTABISIETCS KOMUS 3aKITI0USHUS
O COOTBETCTBUU TPOM3BOAUTENSI JIEKAPCTBEHHBIX CPEJICTB TpPeOOBaHMUSM TMpPaBUII HaAJEKaIeh
MIPOM3BOJICTBEHHON MTPAKTUKH, BBIJAHHOTO YIIOJTHOMOYECHHBIM (pe/IepaIbHBIM OPTaHOM HCIIOTHUTEIHHON
BJIACTH, WM KOMHUA CepTU(UKATA COOTBETCTBUS IPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB IS
MEJIMIIMHCKOTO TPUMEHEHHS TpeOOBaHUSAM TIPaBUJ HAJICKAIICH MPOU3BOJICTBEHHONW TMPAKTUKH
EBpasuiickoro "»KOHOMHUYECKOTO COI03a.

(uacts 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.3. 3asBuTenp 00s3aH HANPaBUTh B JIMYHBI KaOMHET HSKCHEPTHOTO YUPEKICHUS B €IUHOU
CHCTEME KOIMIO 3aKJII0UEHUS MM KOMHUIO cepTH(duKaTa, yKa3aHHBIX B yacTu 4.2 HACTOSIICH CTaThH, B
CPOK, HE IPEBBIIIAIOIINNA CTa BOCBMHMIECATH paboO4yMX JHEH cO JHSA TMONY4eHHs] HKCIEPTHHIM
YUpeKICHUEM 3JIEKTPOHHOTO YBEIOMJICHUS O MOJYyUYEHUU 3asBUTENEM MOJANKUCAHHOTO PYKOBOJIUTEIEM
(YNOJTHOMOYEHHBIM  JIMIIOM)  3KCIIEPTHOTO  YUYPEXJIEHHs C  MCIOJb30BAaHMEM  YCHUJIEHHOM
KBAJIM(HUIIUPOBAHHON 3JIEKTPOHHOM MOJMUCH 3ampoca O MPeJoCTaBIEeHUN JOKyMeHTa. Bpems co nHs
HampaBJICHUs SKCIICPTHBIM YUPEKACHUEM 3alpoca B JIUYHBINA KaOMHET 3asiBUTENS B €AMHOM cUCTEME J10
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

IHS HATIpaBJICHHS 3asiBUTENIEM B JIMYHBIA KAOMHET SKCIIEPTHOTO YUPEXKJICHUS B €AMHOW CUCTEME KOITUH
3aKJIIOYCHHUS WIIM KOTIMU CepTU(HKATA, YKa3aHHBIX B 4aCTH 4.2 HACTOsIIEH cTaThH, HE YUUTHIBACTCS MPU
WCYHCIICHUH CPOKA MIPOBEICHUS SKCIIEPTU3HI JIEKAPCTBEHHOTO CPE/ICTBA.

(uactp 4.3 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. DKcnepT Npu NPOBEICHHH IOPYYEHHOM €My pPYKOBOJIMTENEM 3SKCHEPTHOTO YUPEKICHUS
9KCIEPTHU3bI JIEKAPCTBEHHOT'O CPEJCTBA 00s13aH:

1) IIPOBECTU IIOJIHOC HUCCICAOBAHUC TIPCACTABJIICHHBIX CMY O6”[>CKTOB, MaTepuaJioB, naTb
000OCHOBAaHHOE€ M OOBEKTUBHOE 3aKJIIOUCHHE 110 ITOCTaBICHHBIM nepea HUM BOIIpoOCaM WA
MOTUBHPOBAHHOC 3aKIIIOYCHHUC O HCEBO3MOXHOCTH TIIPOBCACHUA HM OKCICPTHU3bI JICKAPCTBCHHOI'O
cpeacrBa, €CJIM MOCTAaBJICHHBIC BOIIPOCHI BLIXOAAT 3a MPCEACIIbl CHCHHUAIILHBIX 3HAHUI 9KCIepTa,
00BEKTEI I/ICCJ'IGI[OBaHI/Iﬁ " MaTepuajibl HCIIPUTOJHBI MJIW HEAOCTATOYHBI JJIA IIPOBCACHUSA I/ICCJ'Ie}IOBaHI/Iﬁ
U Jadu 3aKIIYCHUA h11%(s10) COBpGMCHHBIfI YPOBEHb pa3BHUTHA HAYKH HE IIO3BOJIACT OTBCTUTH HaA
MOCTAaBJICHHBIC BOIIPOCHI;

2) He pasriiamaTh CBEIEHUS, KOTOPHIE CTAJIl €My M3BECTHBI B CBSI3H C MPOBEACHUEM DKCIEPTU3BI
JIEKapCTBEHHOI'O CPEACTBA, a TAKXKE CBEICHMS, COCTABIIAIONINE IOCYJapCTBEHHYI0, KOMMEPUYECKYIO WM
VHYIO OXPaHsIEMYI0 3aKOHOM TalHy;

3) obecrieunTh COXpPaHHOCTH MPEACTABICHHBIX OOBEKTOB UCCIEOBAaHUN U MAaTEPHAIIOB.
6. DKCcepT He BIIpaBe:

1) MMPOBOAUTDL 3KCHCPTU3Y JICKAPCTBCHHOI'O CPEACTBA IIO 06pameHI/no HEMOCPCACTBCHHO K HEMY
OpPaHI/ISaHI/Iﬁ nin (I)I/IBI/I‘-IGCKI/IX JIMII,

2) CcaMOCTOATENIbHO COOMpaTh MaTepHalbl [JIsi TMPOBEACHUS HSKCHEPTU3bl JIEKAPCTBEHHOIO
CpeICTBa;

3) NpOBOAMTE SKCIEPTU3Y JIEKAPCTBEHHOTO CPEJCTBA B KAUECTBE HETOCYIapCTBEHHOIO 3KCIIEPTa.

7. B cnyyae HEOOXOIMMOCTH OJKCHEPT BIpaBe XOJaTallCTBOBAaTh Mepel, PYKOBOAMUTEIEM
SKCIIEPTHOTO YUYPEKACHHUS O TPHUBICYCHHH K MPOBEIACHHUIO SKCIEPTH3BI JIEKAPCTBEHHOTO CPEICTBa
JIPYTUX 3KCIEPTOB.

8. Kax b1l skcniepT, BXOASIINI B COCTaB KOMUCCUHU IKCIIEPTOB, KOTOPOH MOPYUYEHO MPOBEACHUE
JKCIEPTU3bl JIEKAPCTBEHHOI'O CPEACTBA, HE3aBUCUMO M CaMOCTOSITEIBHO IPOBOAMT HCCIEAOBAHUSA,
OIICHUBAET PE3YyJbTaThl, MOJYYECHHBIE UM JIMYHO U APYTHUMH dKCIEPTaMH, U (POPMYIHPYET BBIBOJIBI
OTHOCHUTEJILHO MOCTABJICHHBIX BOIPOCOB B IIPE/IEIaX CBOMX CIEHHUAIBHBIX 3HAHUM.

9. Pe3ynbTaThl AKCHEPTH3bl JICKAPCTBEHHOI'O CPEACTBAa O(GOPMIISIOTCS 3aKIIOYEHHEM KOMHCCUHU
9KCHEepTOB. B 3aKiIOUeHMH KOMHCCHHM 3KCIIEPTOB YKa3bIBAIOTCS MEPEUYECHb HCCIEIOBaHUM, 00beM
MPOBEACHHBIX KaXIbIM OSKCIIEPTOM HCCIECIOBAHMHN, YCTAaHOBJICHHBIE KaXKIBIM U3 HUX (aKTBl U
CHENaHHBbIE B pE3yJIbTaTe MCCIECJOBAHUN BBIBOJBI. OJKCIEPT, MHEHHE KOTOPOIO HE COBMAJAET C
pelIeHreM KOMHUCCHHM 3KCIEpTOB, BIPAaBE BBIPA3UTh CBOE MHEHHE B NMUCbMEHHOU (opme, KOTopoe
IpUOOIIAETCS K 3aKITFOUEHUI0 KOMUCCHH YKCIIEPTOB.

10. 9KCHepTH, BXOOAIIUE B COCTAB KOMHCCHUH, IMPEAYHPCKAAOTCA 00 OTBETCTBEHHOCTH B
COOTBETCTBUM C 3aKOHOJATEJIbCTBOM Poccuiickoi (Denepam/m 3a Javdy 3aKJIOYCHUA, COACPIKAIICTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

HEOO0OCHOBAHHBIE HIIH (I)aJ'ILCI/ICI)I/II_II/IpOBaHHBIC BBIBOJIbI, O YEM OHHU HAKOT MOAIIUCKY.

11. Onpenenenuie ypoBHs MpodeccHOHAIBHON MOATOTOBKH IKCIEPTOB U aTTECTallMs X HA TPaBO
MIPOBEJICHUS IKCIEPTU3BI JICKAPCTBEHHBIX CPENICTB OCYIIECTBISIOTCS YKCIIEPTHO-KBATU(UKAIIMOHHBIMU
KOMHUCCUSIMH B TIOPSIZIKE, YCTAHOBJICHHOM COOTBETCTBYIOIIMM YIIOJHOMOYEHHBIM (eaepaabHbIM
OpraHOM HCIIOJTHUTEIHHOW BIACTH. YPOBEHb MPO(ECCHOHATHLHON IMOATOTOBKH JKCIIEPTOB TOJJICKHUT
MIEPECMOTPY YKa3aHHBIMU KOMHCCHUSIMU HE PEKE YEM OJIMH Pa3 B IIATh JIET.

12. IlpaBuna npoBeleHHs SKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB M OCOOEHHOCTH 3KCIEPTU3bI
OTICNBHBIX BHUAOB JICKAPCTBEHHBIX MpemnaparoB (pedepeHTHBIX JIEKAPCTBEHHBIX IPEraparos,
BOCIIPOM3BEJICHHBIX JIEKAPCTBEHHBIX IPENaparoB, OMOJOTMYECKUX JIEKAPCTBEHHBIX IIPENaparos,
O0noaHaIoroBhIX (OMOMOMOOHBIX) JIEKAPCTBEHHBIX MpernaparoB (OMOAHAIOTOB), TOMEOIATHYECKUX
JIEKapCTBEHHBIX  MPENapaToB,  JIGKAPCTBEHHBIX  PACTUTENBHBIX  IpenaparoB,  KOMOMHAIMiA
JIEKapCTBEHHbIX IpenapaToB), (OpMbI 3aKIIOYEHUH KOMUCCHUM HKCIEPTOB  yCTAHAaBJIMBAIOTCS
COOTBETCTBYIOLIUM YIIOJIHOMOYEHHBIM (heZiepalibHbIM OPTaHOM UCIIOJHUTENIbHON BIACTH.

(vactp 12 B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynbrantllntoc: npumeuanue.

Jo 31.12.2024 pna npemnapatoB, NPOU3BEIEHHBIX B P® B LensiXx HMIOPTO3aMEIICHHUS,
YCTAHABIIMBAETCS PEKUM YCKOPEHHOM MPOLEAYpPbl TOCPETUCTPAllMM B  COOTBETCTBUM C
Ilocranosnenuem IIpaBurenscta PO ot 12.03.2022 N 353.

Cratba 17. NNopgaya n paccMmoTpeHne 3asiBJIEHMA O rocyfapCTBEHHOWN perncrpauum
NeKapCcTBEHHOro npenapara AnsA BeTepUHaApHOro NpUMeHeHus

(B pen. ®enepanpHoro 3akoHa otT 22.12.2014 N 429-D3)

KoncynprantlIntoc: mpumeyanue.

[Tonosxxenus ct. 17 (B pen. @3 ot 30.01.2024 N 1-D3), kacaroiuecs IpeJoCTaBICHUS TOC. YCIYT MPU
OOpaleHnn JIeKapCTBEHHBIX CPEJICTB MAJIS BETEPUHAPHOTO NPUMEHEHHUS HOCPEICTBOM E€IMHOTO
noprana, npuMensawTed ¢ 01.01.2026.

1. Jlmg rocynapCTBEHHOM PpEruCTpaluy JIEKAPCTBEHHOIO IIpernapara Uil BETEPUHAPHOIO
NPUMEHEHHs pa3padOTYMK TaKOTo JIEKAPCTBEHHOI'O Ipernapara WM YIOJIHOMOYEHHOE UM JIpyroe
IOPUIMYECKOe JIUIO (Jjajiee B HACTOSIIEH CTaThe - 3asBUTEINb) HANPABIsET OCPEACTBOM (eepaabHOI
roCyJapCTBEHHON MH(POPMAMOHHOM cucTeMbl "EnHBINA MOpTan rocyAapCTBEHHBIX U MyHHIUTAIBHBIX
yenyr  (byHKnmi)" (mamee - enWHBIA  TOpTaN) B YIOJIHOMOYEHHBIH (elnepanbHbI  OpraH
UCTIOJIHUTEJIBHOM BJIACTH 3asBJICHHUE O FOCYIapCTBEHHON PErMCTpaIMK JIEKAPCTBEHHOTO MpernapaTa Jjs
BETEPUHAPHOTO IPUMEHEHMS], TOIMUCAHHOE YCUJICHHON KBANU(DUIUPOBAHHOM 3JIEKTPOHHOM MOAINUCHIO,
a TaKXXe TOKYMEHTBI, U3 KOTOPBIX (POPMHUPYETCSl PETUCTPALIMOHHOE JJOChE Ha JIEKapCTBEHHBIN MpenapaT
JUIsL BETEPUHAPHOTO IPUMEHEHUS.

(uactp 1 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

2. B 3asBieHMH 0 rOCyJapCTBEHHOM perucTpaiuu JeKapcTBEHHOI 0 IIpenapara Jiisl BETEpUHAPHOTO
IIPUMEHEHHUS YKA3bIBAIOTCS:

1) HAanMMCHOBAaHUC MW aApeC 3asaBUTCIIA, pa3pa60TqI/H<a U IIPOU3BOAUTEIIA JICKAPCTBCHHOI'O
npenapara Ajd BCETCPHUHAPHOIO IMPUMCHCHHUA W aApeC MECTa OCYHICCTBIICHUA IIPOU3BOACTBA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JICKApCTBCHHOT'O TIIpf€riaparta il BETCPHUHAPHOI'O NPHUMCHCHUSA (B CIydyac HalIUu4dusd HECKOJIbKUX
YYaCTHHKOB IIponecca nNponu3BoJACTBa HeO6XOIII/IMO YKa3aTb KaxKa0oro u3 HI/IX);

2) HaMMEHOBAHHUE JIEKAPCTBEHHOIO Mperapara Jjisi BETEpUHAPHOTO MPUMEHEHUs (MEXKyHApOIHOE
HETMAaTeHTOBAHHOE, WJIH IPYNIUPOBOYHOE, WIH XUMUUYECKOE U TOPrOBO€ HAMMEHOBAHUS );

3) MEPCUCHDb JleﬁCTBYIOHIHX " BCIIOMOT'aTCJIbHBIX BCIICCTB, BXOAAIINX B COCTAaB JICKAPCTBEHHOT'O
mnpenapara JJjid BETCPUHAPHOI'0 IPUMEHECHU A, C YKa3aHUEM KOJIMYCCTBA KAXKA0I'0 U3 HUX,

4) JICKApCTBCHHAA Q)opMa, AO3UPOBKa, CIIOCOOBI BBCACHHUA U IIPUMCHCHUA, CPOK T'OJHOCTH
JICKApCTBCHHOTO ITpCriapaTa JJIs1 BETCPUHAPHOTO IIPUMCHCHUS,

5) papmakoTreparneBTHUECKas TPyNIIa;

6) He0OXOAMMOCTh TIPUMEHEHUS] YCKOPEHHOM MPOIIETyphl SKCIIEPTHU3HI JIEKAPCTBEHHBIX CPE/ICTB B
LEJSAX TOCYTapCTBEHHON PETUCTPALlMU JIEKAPCTBEHHOTO IIpenapara;

7) KOIMH TOKyMEHTOB, MOATBEPKIAIOIINX YIIJIATy TOCYIapCTBEHHON MOLIUIUHBIL:

a) 3a MPOBEJIEHHE SKCIEPTU3bl KauyecTBa JIEKAPCTBEHHOI'O CPEJCTBA M SKCIEPTU3bl OTHOLICHHUS
OKMJIa€MOM TIOJB3bl K BO3MOXKHOMY pHCKY IIPUMEHEHHs JICKapCTBEHHOIO IIpemapara Juis
BETEPUHAPHOTO IPUMEHEHUS IIPU €70 TOCYAAPCTBEHHON PETUCTPALIUH;

0) 3a BbIJauy PErHCTPAIIMOHHOTO YOCTOBEPCHNUS JICKAPCTBEHHOT'O MperapaTa;

8) HamuuWe corjacus, MPEAYCMOTPEHHOTO 4YacThi0 7 HACTOSAIMICH CTAaThH, €CJIM C MOMEHTa
peructpaiuu peepeHTHOro JIEeKapCTBEHHOIO IpenapaTta [Uisi BETEPUHAPHOTO MPUMEHEHUS MPOIIIOo
MEHee YeM IIeCTh JIeT.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 241-03)

3. PeructpaunoHHOe JOChE B LEAX 3KCHEPTH3BI JEKAPCTBEHHOr'O Mpernapara A BETEPHHAPHOIO
MIPUMCHCHUA !I!O[!MI/I[Z&GTCSI H3 CJICAYIOMUX TOKYMCHTOB U CBGHGHHﬁI
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

1) cBemeHus O gare MpeJOCTABICHUS M PETHCTPAIMOHHOM HOMEPE JIMIICH3WH Ha IPOU3BOJICTBO
JIEKapCTBEHHBIX CPEJCTB, MPEIOCTABICHHONH NPOU3BOIUTENI0 PETUCTPUPYEMOTO JIEKApCTBEHHOTO
npernapara Juisi BETepUHAPHOTO MPUMEHEHHMS, ISl POCCUHCKUX POU3BOIUTENCH;

(B pen. @enepanbubix 3aKkoHOB OT 04.06.2018 N _140-P3, ot 27.12.2019 N 478-D3)

2) cBeleHUs O JlaTe MPEIOCTaBICHUS W PETUCTPAIIOHHOM HOMEpE JHIEH3UHM Ha TPOU3BOJCTBO
JIEKApPCTBEHHBIX CPEJICTB, NPEIOCTABICHHON MPOU3BOAUTENIO (apMalleBTHUECKOW CyOCTaHIINH,
BXOJSIIEH B COCTaB PETUCTPUPYEMOTO JICKAPCTBEHHOTO IpernapaTa Il BETEPHHAPHOTO IMPUMEHEHUS,
JUTSL POCCUHCKUX TIPOU3BOAUTENIECH;

(B pen. @enepanbhbix 3akoHOB 0T 04.06.2018 N 140-D3, ot 27.12.2019 N 478-D3)

2.1) xomusi JOKYMEHTa, BBIAAHHOTO YMOJHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOIAUTEINS MJIs
KaKJIOW TPOM3BOACTBEHHON IUIOIIAKU PETUCTPUPYEMOTO JIEKAPCTBEHHOTO Mperapara it
BETEPUHAPHOTO TPUMEHEHHUS M TOJTBEPKIAIOIIETO COOTBETCTBHE IMPOU3BOJUTENS JICKAPCTBEHHOTO
npemnapata TpeOOBaHUSAM MPaBUJI HaJUIeXkKalled IMPOU3BOJICTBEHHOW IPAKTUKU, U €ro MepeBoj Ha
PYCCKHIl S3bIK, 3aBepEHHBIC B YCTAHOBIIEHHOM TOPSAKE, a TaKkKe KOMHs 3aKIIOYEHUS O COOTBETCTBHH
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEJCTB TpeOOBaHMSIM TPaBUI HaANEXKAIEH MTPOU3BOJICTBEHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

NPAaKTHKH, BBIJAHHOTO YIOJIHOMOYEHHBIM (peiepanibHbIM OPraHOM WCIIONHHUTENBHONW BIIACTH IS
KaX/J10i TMPOM3BOACTBEHHOM IUIOLIAJIKM PETHCTPUPYEMOro  JICKApCTBEHHOTO Iperapara s
BETEPUHAPHOTO MPUMEHEHHS, JTUOO0 KONHs PEIICHUs] O MPOBEICHNH WHCIEKTHPOBAHUS TPOU3BOIUTEIS
JIEKApCTBEHHBIX CPEICTB, MPHHATOTO YIOJIHOMOYEHHBIM (heJiepalbHbIM OpPTaHOM HCITOITHUTEIHHON
BJIACTH JIJISI K&KAON MPOU3BOACTBEHHON TUIOMIAJKH PETUCTPHPYEMOTO JICKAPCTBEHHOTO Iperapara Jjis
BETEPHHAPHOTO NMPUMEHECHHS. Y Ka3aHHbIC JOKYMEHTHI IIPEJCTABISAIOTCS B CIIydae, €CIIH MPOH3BOACTBO
JIEKapCTBEHHOTO Mpenapara OCyIIeCTBIseTCs 3a mpeaenamMu Poccuniickoit deneparym;

(m. 2.1 BBeneH PenepanbHbIM 3aKk0HOM OT 04.06.2018 N 140-D3)

2.2) xomusi JOKYMEHTa, BBIJAHHOTO YIOJHOMOYCHHBIM OPraHOM CTpPaHbl TPOU3BOIUTEIS
¢dapmaneBTHUECKOM ~ CyOCTAaHIIMM W TOATBEPXKJAIOMIETO  COOTBETCTBHE  TPOM3BOIMUTEIS
(dapmareBTHYECKON CYOCTaHIIMH, BXOJANICH B COCTaB PETHCTPHUPYEMOTO JIEKAPCTBEHHOTO IMperapara
JUIs. BETEPHUHAPHOTO MIPUMEHEHHSI, TPEOOBAHUSM MPABKII HAJICKAIICH TIPOU3BOJICTBEHHON MPAKTUKH, U
€ro MEePEeBOJI Ha PYCCKUU SI3BIK, 3aBEPEHHBIC B YCTAHOBJICHHOM TOPSIJIKE, B CIIydae, €CIIU MPOU3BOJICTBO
(hapmaieBTHUECKOI CyOCTaHIIMU OCYIIECTBIsIETCS 3a mpeaenaMu Poccuiickoit @enepanuu;

(. 2.2 BBenen ®enepanbubiM 3akoHoM OT 04.06.2018 N 140-D3)

3) mpoeKT HOPMAaTUBHOIO JOKYMEHTa Ha JIEKApCTBEHHBIM IpemapaT Ml BETEPUHAPHOTO
MIPUMEHEHUS;

4) MOKYMEHT, COJEpKalluil cieayronyto nHpopManuo o ¢apMaleBTUYECKON CyOCTaHIIMU WU
(hapmaineBTHUECKUX CyOCTaHIIMIX, BXOIALINX B COCTaB JIEKAPCTBEHHOTO Mpemnapara i BETepUHAPHOTO
MIPUMEHEHUS:

a) HauMEHOBaHWE (apMaleBTUYECKONH CyOCTaHIIMM, €€ CTPyKTypa, oOuiue cBoiictBa (mpu
TOCYJapCTBEHHON  PErHCTpalud  WMMYHOOWOJIOTHYECKHUX  JIGKAPCTBEHHBIX  MpPENapaToB s
BETEPUHAPHOTO TNPHUMEHEHUS TPEACTABISIFOTCS CBEICHHS O IITaMMe, BKJIIOYash €ro HanMEHOBAaHWE,
MH(OPMAIIHIO O IPOUCXOKACHUH, €TO CBOMCTBAX, XapaKTEPUCTUKAX M MECTE JICTIOHMPOBAHMSA);

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

6) HaNMMCHOBAHUC U aIpCC IIPOU3BOJAUTCIIA,

B) TE€XHOJIOTHSI POU3BOJCTBA C ONMHMCAHUEM CTaJWM MPOU3BOJICTBA U METOJIOB KOHTPOJII HAa BCEX
CTaJusAX MPOU3BOJCTBA;

r) uHopmamuss O npuMeciax (HE TMpPeACTaBIseTcs NpPU TOCYAapCTBEHHOW perucTpaluu
UMMYHOOHOJIOTMUECKUX JIEKAPCTBEHHBIX MPENapaToB /jsl BETEPUHAPHOTO IPUMEHEHMS);
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

n) cnenudukamus Ha  (papManeBTHYECKY0 CyOcTaHnmio (He TpeACTaBisieTcs TMpu
TrOCYy/IapCTBEHHOW  PETUCTpPAllMd  HMMMYHOOMOJIOTUYECKUX  JICKAPCTBEHHBIX  NperapaTtoB s
BETEPUHAPHOTO MMPUMECHCHHS );

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

e) OIMMCAaHUEC MCTOAHUK KOHTPOJIA KAa4€CTBA,

) pe3yabTaThl aHaiuM3a Cepuil (apManeBTUYECKOW CyOCTaHIMHM (HE NPEACTAaBISIOTCS IIPH
TOCYJapCTBEHHON  perucTpalud  HMMMYHOOMOJIOTHYECKHUX  JIGKAPCTBEHHBIX  MpEnapaToB s
BETEPUHAPHOTO IPUMEHEHHUS);

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3) NEpCUCHb CTAHAAPTHBIX 06pa3u0B WJIN BCUICCTB, UCIIOJIb3YyCMBIX IMTPU OCYHICCTBJICHUN KOHTPOJIA
KadeCTBa,

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

K) JaHHble O CTaOWIbHOCTH (HE TMPEACTaBISAIOTCA TMPU TOCYNAPCTBEHHOM pPETrUCTpaluu
MMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MIPETapaToB /ISl BETEPUHAPHOTO IPUMEHEHMS);
(B pen. deaepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

J'I) CPOK I'OAHOCTH, YCIIOBUA XPAaHCHUS;

Koncynsrantllntoc: npumeuanue.

[Ipy yCKOpPEHHOW TMpolEeaAype pPErucTpaluyd BOCIPOU3BEICHHOTO Iperapara JO0MyCKaeTcs
HETIPE/ICTABICHUE ONMMCAHUS METONOB M WX JOKYMEHTAJIBHOTO IMOATBEPXKICHHUS, TIPH MHCHMEHHOM
00s13aTEIbCTBE WX TPEACTaBUTh B TeueHWe 12 wmecsimeB co aHs peructpanuu (IlocTaHoBieHne
[IpaBurensctBa PO ot 12.03.2022 N 353).

5) oTtuer o pe3ynpTaTax MAOKIMHUYECKOTO WCCIEIOBAHUS JIEKAPCTBEHHOTO CpPEACTBA JUIs
BETEPUHAPHOTO MPUMEHEHNS, BKIIOYAIOMINI OMHMCaHWE METOJIOB ONPEACICHUS] OCTAaTOUYHBIX KOJINYECTB
JEHCTBYIOIIETO BellecTBA (JICHCTBYIOMIMX BENIECTB), NOCTHTAIOLIETO (ZOCTUTAIOMINX) CHCTEMHOTO
KpPOBOTOKA, B MPOAYKLHUH HBOTHOTO MPOUCXOXKICHHS IOCIE MPUMEHEHUS TAaKOTO JIEKapCTBEHHOTO
CpCACTBA, a4 TAKKC JOKYMCHTAJIIbHOC MMOATBCPIKICHUC (BaHI/I,Z[aLII/IH) YKa3aHHbIX MCTOHOOB;

(B pen. @enepanbHoro 3akona ot 02.08.2019 N 297-03)

6) OTUCT O Ppe3yjbTaTaX KIMHUYCCKOTO HMCCICAOBAHUA JICKAPCTBCHHOI'O IIpf€riapara A
BECTCPHUHAPHOI'O TMPUMCHCHHA Yy KaXIOro BHJAAa XKHWBOTHBIX, YKa3aHHbIX B HWHCTPYKOHUH 11O

BETEPUHAPHOMY IPUMEHEHHUIO;

7) TpOeKT MHCTPYKUUH IO BETEPUHAPHOMY IPUMEHEHHIO JIEKapCTBEHHOTO IIpernapara,
coJiepKallel CIenyouIe CBEIEHU:

a) HaMMEHOBaHUE JIEKaPCTBEHHOI'O MpenapaTa JJil BETEpUHAPHOTO IPUMEHEHUS (MEXAyHapOIHOE
HENaTeHTOBAaHHOE, WK IPYNIUPOBOYHOE, I XUMUYECKOE U TOPrOBOE HAUMEHOBAHUS);

0) JsekapcTBeHHass ¢opMa C yKa3aHUEM HANMEHOBAaHMHW M KOJIMYECTBEHHOTO COCTaBa
JCHCTBYIOIINX BEIIECTB M KAYECTBEHHOT'O COCTAaBa BCIIOMOTATEIIbHBIX BEIICCTB;

B) OINMMCAHUC BHCIIHCT'O B A JICKAPCTBCHHOI'O IIpCiapaTa IJjisi BETCPUHAPHOTI'O IPUMCEHCHU S

r) (QapmakoTepaneBTHUECKasi TIpyMmna JEeKapCTBEHHOTO Mpenapara s BETEPUHAPHOTO
MIPUMEHEHHUS WIH yKa3aHHUE "TOMEONaTH4YEeCKHUI JIEKapCTBEHHbIN npenapar';

n) (dapmakomumHamMuka W (papMakOKMHETHKAa (3a  HCKIIOYeHHEM  (papMaKOKWHETUKU
TOMEOITaTUYECKUX JIEKAPCTBEHHBIX IPENapaToB M PACTUTEIIBHBIX JICKAPCTBEHHBIX TMPEMapaToB) WU

OIIMCaHHC I/IMMYHO6I/IOJ'IOFI/ILIGCKI/IX CBOMCTB JICKApCTBCHHOT'O IIpIiapara,

e) IMOKa3aHus JIs1 MPUMCHCHU A,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

)K) ITPOTHUBOIIOKA3aHUS ISl IPUMCHCHUA
3) MCPBI NPECIOCTOPOIKHOCTH IPU IPUMCHCHUU

M) yKa3aHue BO3MOXXHOCTH U OCOOCHHOCTEH MPUMEHEHUS y OEpEMEHHBIX KHUBOTHBIX, Y )KUBOTHBIX
B IIEPUO/T JIAKTAIMH, Y TOTOMCTBA JKHBOTHBIX;

K) peXHUM J03UpPOBaHUs, CIOCOO BBEIEHUS U MPUMEHEHUS, PU HEOOXOIUMOCTH BpeMs Mpuema
JIEKapCTBEHHOTIO IIpernapara Jjis1 BETEpUHApHOI0 IIPUMEHEHUS, IIPOJOJDKUTEIBHOCTD JICYCHUS;

J'I) BO3MOJKHEIE TOOOYHBIE HeﬁCTBI/IH, HEXKEJIATCIIbHBIC PECAaKIIUU TP ITPUMCHCHUU JICKAPCTBECHHOI'O
npemnapara g BETCPUHAPHOT'O IPUMCHCHUS

M) CUMIITOMBI IEPEIO3UPOBKH, MEPHI IO OKA3aHUIO IOMOLLY IIPU NEPETO03UPOBKE;
H) B3aUMOJICHCTBUE C IPYTUMHU JIEKAPCTBEHHBIMU IpenapaTaMy U (W) KopMaMu;
0) (hopMBI BBIITyCKa JIEKAPCTBEHHOTO Mpenapara Jjsi BeTepUHAPHOTO TPUMEHEHUS;

1) ykazaHwe (Mpu HEOOXOAMMOCTH) OCOOCHHOCTEH JICHCTBHS JIEKAPCTBEHHOI'O MperapaTta s
BETEPUHAPHOTO MPUMEHEHHUS TIPU TICPBOM MIPUEME HJTH IIPH €r0 OTMEHE;

p) onucanue (Ipu HEOOXOIUMOCTH) ACUCTBUM CHielMaIicTa B 00JIACTH BETEpUHAPUH, BIIaIeibla
KUBOTHOTO TIPH MPONYCKE NpUEMa OJHOW MM HECKOJBKMX /03 JIEKapCTBEHHOIO Ipernapara i
BETCPHUHAPHOI'O ITPUMCHCHUS
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

C) CpPOK TOAHOCTH H YKa3aHMC Ha 3apeT MNPHUMCEHCHUA JICKAPCTBCHHOI'O IIpf€riapara ajid
BCTCPUHAPHOI'O IPUMCEHCHUA 110 UCTCUCHUHN CPOKA I'OJHOCTH;

T) YCIIOBHSI XpaHEHHS;

y) yKa3zaHHE€ Ha HEOOXOJUMOCTh XpPaHEHHs JICKapCTBEHHOIO IpemnapaTra Ui BETEPUHAPHOTO
MIPUMEHEHUS B MECTaX, HEJAOCTYTIHbIX Ui JETEH;

¢) ykazanue (pu HEOOXOIMMOCTH) CIEIUATBHBIX MEp MPEIOCTOPOKHOCTH TPU YHUYTOXKEHUU
HEWCIIOJIb30BaHHBIX JICKAPCTBEHHBIX MPENapaToB Il BETCPHHAPHOTO IIPUMECHEHUS;

X) CPOKH BO3MOKHOI'O UCIIOJB30BAHUS INMPOAYKIHUHN JXKUBOTHOI'O ITPOUCXOKACHUA TTOCIIC BBCIACHUSA
JKUBOTHOMY JICKAPCTBCHHOTO IIpCIiapaTa Ik BETCPUHAPHOTO ITPUMCHCHUS

11) YCJIOBHUS OTITYCKa;

4Y) HAaUMEHOBAHHUSA U ajpeca MPOU3BOJCTBEHHBIX IUJIOMIAOK MPOU3BOAUTENS JIEKAPCTBEHHOTO
npenapara Jijisi BEeTepuHApPHOTO MPUMEHEHHS;

II) HAaMMEHOBaHME, aJpec OpraHMW3allM, YIOJIHOMOYCHHOW JepXKaTelieM WM BIaJelbIleM
PETHCTPAlIOHHOTO  YIOCTOBEPEHMsI JICKAPCTBEHHOTO TIperapara Ha MPHHATHE TIPETEeH3UH OT
noTpeOuTENs;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

8) IMPOEKTHl MaKeTOB MEPBUYHON YMAKOBKM M BTOPUYHOM YNAKOBKU JIEKAPCTBEHHOTO Ipenapara
JUIS. BETEPUHAPHOTO IPUMEHEHMS],

9) cnenyromue cBeICHHs O JICKApPCTBEHHOM IIpernapare JJisi BETEPHHAPHOTO IPUMEHEHUS:
a) ONUCaHKE U COCTaB JICKAPCTBCHHOTO TIperapara Jyisi BETePUHAPHOTO MPUMEHEHHUS;
0) onucanue hapMaIeBTHUECKOM pa3padOTKu;

B) OITMCAHHUE Mpolecca MPOU3BOJCTBA U €r0 KOHTPOJIS, OJAINHUCAHHOE B HOPSIKE, YCTAHOBICHHOM
B COOTBETCTBUH C YacThIO | HACTOSIIEH CTaThy;
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

I) ONMCAHME KOHTPOJII KPUTHUYECKUX CTaJui MPOM3BOACTBA U MPOMEXKYTOUYHOM IPOILYKIIMH,
IMOATIMCAHHOC B IMOPAAKE, YCTAHOBJICHHOM B COOTBETCTBUU C HAaCTHIO 1 HaCTOSIIIICI\/JI CTaThu,
(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

J) HaUMEHOBAaHUs M ajpeca pa3paboTuuKa, AepkKaTesis WM BIaJeiblia PEruCTPAaLMOHHOTO
yIIOCTOBEpEHHsI  JIEKAPCTBEHHOI'O  Iperapara, IMPOU3BOACTBEHHBIX IUIOLIAJOK  IPOU3BOIUTENS
JIEKapCTBEHHOI'O IIpenapara JUlsi BETEpUHAPHOTO IMPUMEHEHUS C YKa3aHHEM CTaJuil TEXHOJIOTHYECKOIO
IpoLecca, OCYLIECTBIIIEMbIX HAa IPOM3BOJCTBEHHBIX IUIOUIA/IKaX IMPOU3BOAUTENS JIEKAPCTBEHHOIO
npernaparta Jiisi BETEpUHAPHOIO IPUMEHEHUS;

(B pen. ®enepanbHbix 3aK0HOB OT 13.07.2015 N 241-®3, ot 02.08.2019 N 297-D3)

e) apmarieBTHYECKasi COBMECTUMOCTD;
’K) MUKPOOHOIOTHYECKHE XapaKTePUCTHKHU;
3) MaTepUaIbHBINA OalaHC A7 MPOU3BOACTBA CEPUH FOTOBOTO MPOIYKTA;

1) OIIMCaHHUE XapaKTEPUCTHK U CBOWCTB yIIAKOBOYHBIX MAaTEPUAJIOB U YKYIIOPOUHBIX CPEJICTB;

KoncynprantlIntoc: npumeyanue.
IIpm perucrpanum 1O YCKOPEHHOM IIPOLIEAYypE JOIMYCKAaeTCs HENpPEACTaBICHUE JOKYMEHTOB,
n..n

npeaAyCMOTPCHHBLIX IIII. "K' II. 9 g 3 cT. 17, npu YycCJIOBUH IMHCbMCHHOI'O 00s13aTeNbCTBA HX

MPeIoCTaBUTh B TeueHue 12 mecsiuen co nus peructpauuu (Ilocranosnenue [IpaButensctBa PO ot
12.03.2022 N 353).

K) TOKyMEHTAIBHOE MOATBEPKICHNE (BaTUIAINs) TIPOIIECCOB U (MJIM) UX OLICHKA;

J'I) TpC6OBaHI/I$[ K KaydeCTBY BCIIOMOI'aTCJIbHBIX BCHICCTB (CepTI/Iq)I/IKaT, CHCI_II/I(I)I/IKaI_II/ISI Ha
BCIIOMOT'aTCIBHBIC BEIICCTBA U UX 060CHOBaHI/Ie);

Koncynprantlntoc: npumeyanue.
IIpm perucrpanum 1O YCKOPEHHOM IIPOLIEAYyPE JOIYCKAeTCs HENPEACTaBICHUE JOKYMEHTOB,
npeaycMoTpeHHbIx . "M" m. 9 4. 3 cTr. 17, mpu ycloBHM NMHCHhMEHHOTO OO0s3aTEIbCTBA HX

MpeoCcTaBUTh B TeueHue 12 mecsiuen co nus peructpauuu (Ilocranosnenue [IpaButensctBa PO ot
12.03.2022 N 353).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

M) AHAIIUTUYCCKUC MCETOAUKH, HCIOJB3YEMBIC IIPpU OCYHICCTBJICHUMW KOHTPOJA KadCCTBaA
BCIIOMOT'aTCJIBHBIX BCIICCTB,

Koncynprantllmtoc: npumeyanue.

IIpu perucrtpauyu IO YCKOPEHHOH MpoLENype MAOIYCKAeTCsl HENPEACTaBICHUE [TOKYMEHTOB,
npexycMoTpeHHbIX M. "H" m. 9 4. 3 c1. 17, mpu yClOBUU NHCBMEHHOTO 0053aTelbCTBA HX
IIPEIOCTaBUTh B TeueHue 12 mecsues co aHs peructpauuu (Iloctanosnenue [IpaBurtenscrsa PO or
12.03.2022 N 353).

H) JAOKYMCHTAJIbHOC IMMOATBCPIKIACHUC (BaJII/I,Z[aLII/IH) AHAIIUTUYCCKUX MCTOIAUK, UCIIOJIB3YCMbBIX IMPU
OCYHICCTBJICHNUN KOHTPOJI Ka4€CTBA BCIIOMOTI'aTCIIbHBIX BEIICCTB,

0) I/IH(i)OpMaHI/ISI 00 HCIIOJIB30BAaHUM BCIIOMOTATEIbHBIX B€IICCTB YCJIIOBCUYCCKOTO MW KHMBOTHOI'O
IIPOUCXOKIACHUA,

) yrpatuia cuiy. - @enepanbhbliii 3akoH oT 02.08.2019 N 297-D3;

p) TpeOoBaHMS K KadyecTBY JIEKApCTBEHHOIO IIpernapara [yl BETEPUHAPHOTO NpPUMEHEHHUs
(ceprudukar, crienudukanys Ha JeKapCTBEHHBIH Mpenapar ¥ UX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIOJIb3YCMBIC IIPU OCYHICCTBIICHUU KOHTPOJIA KadcCTBa
JICKApCTBCHHOTO ITplriapaTta JJIs1 BETCPUHAPHOT'O IMTPUMCHCHUS

KoncynsrantlIntoc: npumeyanue.
IIpu perucrtpauyu IO YCKOPEHHOM MpoOLENype AOIYCKaeTCsl HENPEACTaBICHUE TOKYMEHTOB,
n_-n

nperycMOTpeHHbIX mi. "T" m. 9 4. 3 cr. 17, mpu ycnoBHM NHCBMEHHOTO 0053aTelbCTBA HX

IIPEIOCTaBUTh B TeueHue 12 mecsues co nHs peructpauuu (Iloctanosnenue [IpaBurtenscrsa PO or
12.03.2022 N 353).

T) TOKYMEHTAJIbHOE MOATBEpPXKIEHUE (BalualMs) aHATUTUYECKUX METOAMK, UCIOIb3yEeMbIX MpHU
OCYILECTBICHUU KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHOIO IIperapaTa JJisl BETCpUHAPHOIO IPUMEHEHUS;

y) JOKYMEHT, MOATBEPKAAIOMIMIA KayecTBO JIEKAPCTBEHHOI'O Ipernapara TPeX MPOMBIIUIEHHBIX
cepuil (IMMPOTOKOJ aHaM3a WA CEePTHUPHUKAT aHaIu3a), OJHA CEPHsl KOTOPOTO JIOJDKHA COBIAJATH C
cepueit 00pasiia JeKapCTBEHHOTO Mperapara, MoAaHHOTO Ha PETUCTPAIIHIO;

() XapaKkTepucTUKa IPUMECEH;

X) MEepevYeHb CTaHJApTHBIX 0Opa3lOB, MCHOJIb3YEMBIX MPHU OCYLIECTBICHHUM KOHTPOJS KauyecTBa
JIEKapCTBEHHOI'O IIpenapara Jyisi BETEpUHAPHOTO IPUMEHEHMS;

Koncynprantlntoc: npumeyanue.
IIpp yckopeHHOW TmpoLeaype PpErucTpauuy BOCIPOM3BENCHHOIO IIpernapara JIOIyCKaeTcs
HEMPENICTABICHUE CBEACHUM, MpeaycMOTpeHHbIX M. "n" m. 9 4. 3 cr. 17, npu nUCbMEHHOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

00s13aTeNIbCTBE MX MPENOCTaBUTh B TeueHue 12 mecsneB co aHs peructpauuu (IloctaHoBneHue
ITpaButensctBa PO ot 12.03.2022 N 353).

H) JaHHBIC O CTaOUIBLHOCTHU JICKAPCTBCHHOTO IIpCIiapaTa JJId BETCPUHAPHOI'O IIPUMCHCHUA

10) xommsi AOKyMEHTa, coepxaiiero MHGpOpMalHui O HaTU4YUA UM 00 OTCYTCTBUH (HAaKTOB
pEerucTpaluu JeKapcTBEHHOIO Ipenapara JJii BETepUHApHOro MPUMEHEHHUs 3a nipeaenaMmu Poccuiickoi
®denepauuy;

11) cornacue B nmuchbMeHHOU (popme, MPeayCMOTPEHHOE YacThiO0 7 HACTOSILEN CTaThbH, B CIy4yae
perucTpainuy BOCIPOU3BEIEHHOTO JIEKAPCTBEHHOI'O IIperapara;
(B pen. deaepanbHoro 3akoHa ot 13.07.2015 N 241-D3)

12) komust JOKYMEHTa Ha pPYCCKOM S3bIKE€, 3aBEPEHHOT0 B YCTAHOBJIEHHOM TOpSJKE U
MOATBEPKIAIOLIETO TIPAaBOMOYHOCTh 3asBICHHUA O TOCYJapCTBEHHOM PErucTpalMM JEKapCTBEHHOI'O
Ipenaparta Jyisi BETEpUHAPHOTO IPUMEHEHUS (I0BEPEHHOCTb);

Koncynprantlntoc: nmpumeyanue.

HJo 31.12.2030 poccuiiCKHM HPOU3BOAUTENSIM pa3pelIeHO HE MPEACTaBIATh CBEJIECHHS B
cooTBeTcTBUU ¢ T. 13 4. 3 cr. 17 mpu perucrpanu UMMYHOOHOJIOTUYECKUX JIEKApCTBEHHBIX
npenaparoB ([loctanosnenue [IpaputensctBa PO ot 12.03.2022 N 353).

13) cBegeHUsT O TOCYAApCTBEHHOW PETUCTPAIMM TEHHO-UHKEHEPHO-MOAU(PHUITNPOBAHHBIX
OpraHM3MOB, IMpEelIHA3HAYEHHBIX MJS BBIIYCKa B OKpYXalollylo cpeay (Mpu TOCYIapCTBEHHOMN
pErucTpali JIEKAPCTBEHHBIX MpENapaToB i BETEPUHAPHOTO TPUMEHEHHMs, IMOJIYYEHHBIX C
NPUMEHEHUEM T'eHHO-UHXECHEPHO-MOAU(DUIIMPOBAHHBIX OPraHU3MOB WJHM  COZICP)KALIMX  TaKue
OpTraHU3MBl).

(. 13 BBenen denepanbHbiM 3aKoHOM 0T 02.08.2019 N 297-03)

4. Ilpun npoBeneHUH YCKOPEHHON MPOLEAYpPbl SKCIEPTU3bl JIEKAPCTBEHHOrO IMpernapara s
BETEPUHAPHOTO TMPUMEHEHHs (32 HCKIIOYEHHEM JIEKapCTBEHHOIO IperapaTa [jisi BETEpUHAPHOTO
MPUMEHEHHUS, YKa3aHHOTO B 4acTu 4.1 HacTosAIIel cTaThy) B LENSIX €ro TOCYJapCTBEHHON perucTpaiuu
BMECTO OTYeTa pa3paboTdyMka O pe3yldbTaTax JOKIMHUYECKOTO WCCIEAOBAaHUS JICKAPCTBEHHOTO
CpeAcTBa Uil BETEPUHAPHOTO MPUMEHEHHS MOXKET OBbITh MpPEICTaBlIeH 0030p HAyYHBIX pPabOT o
pe3ynbTartax JIOKIMHMYECKOTO UCCIIEOBaHMUS pe(dEepeHTHOTro JIEKapCTBEHHOro Mpemnapara Juis
BETEPUHAPHOIO MPUMEHEHHsS, a BMECTO OT4YeTa O pe3yJbTaTax KIMHUYECKOTO HCCIeI0BaHus
JIEKapCTBEHHOIO MpernapaTta JJii BETEPUHAPHOTO MPHUMEHEHHUs OTYeT O pe3yjbTaTax HCCIETOBAHHIA
OMOPKBUBAJIEHTHOCTH  BOCHPOMU3BEJIEHHOTO  JIEKAPCTBEHHOTO  Mpemapara Juisi  BETEpUHAPHOTO

IPUMCHCHUA.
(B pen. @enepanbhbix 3aKk0oHOB OT 02.08.2019 N 297-®3, ot 28.04.2023 N _171-P3)

4.1. Tlpu mpoBeNeHUH YCKOPEHHOW MPOIEAYpPhl AKCIEPTU3bl JIEKAPCTBEHHOTO Mpemnapara s
BETEPUHAPHOTO MPUMEHEHUs, NMPEAHA3HAYECHHOTO JUIsl JICUCHHUS JIOMAITHUX JKUBOTHBIX, ONPEICICHHBIX
®denepanbHbiM 3aKk0HOM OT 27 nekabps 2018 roma N 498-®3 "OO OTBETCTBEHHOM OOpAICHHH C
YKUBOTHBIMHU U O BHECEHUU U3MEHEHUU B OTZIETIbHbIE 3aKOHOATENbHbIE aKThl Poccuiickoit Penepannn",
U 3apEeTrUCTPUPOBAHHOIO B KAYECTBE JIEKAPCTBEHHOIO Ipenapara s MEIULUHCKOTO MNPUMEHEHHs, B
IEIsIX ero TOCYHapCTBEHHOW pEerucTpaly BMECTO OTdeTa pa3padoTdymka o pe3ylbTaTax
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JOKJIIMHUYECKOTO HCCIEeIOBAaHUS JIEKAPCTBEHHOTO CPENCTBA JAJSl BETEPUHAPHOTO MPUMEHEHHUS MOTYT
OBITH MPEACTABIEHBI PE3YyIbTAThl JOKIMHUYECKOTO UCCIIEIOBAHUS COOTBETCTBYIOIIETO JIEKAPCTBEHHOTO
cpeacTtBa Il MEAUIIMHCKOTO MPUMEHEHHsS, a BMECTO OT4YeTa O pe3yjibTaTaXx KIMHHUYECKOTO
WCCJICIOBAHMS JICKAPCTBEHHOTO Iperapara Uil BETEPUHAPHOTO MPUMEHEHHS - 0030p HAy4HBIX padoT O
pe3yabTaTax KJIMHUYSCKUX UCCIICTOBAHMM JICKAPCTBEHHOTO TIpemnapara Jijisi MeIUIIMHCKOTO TPUMEHEHUS
Ha BHJIaX )KHBOTHBIX, KOTOPBIM MPETHA3HAYACTCS UCCIIEAYEeMbIi JICKapCTBEHHBIN Mpermapar.

(uacts 4.1 BBenena @enepanbHbIM 3akoHOM OT 28.04.2023 N 171-D3)

5. Ha »skcnepTu3y pasnuyuHBIX JIEKapCTBEHHBIX (DOPM OFHOTO M TOrO K€ JIEKApCTBEHHOTO
rmpenapara il BETEPUHAPHOIO IIPUMEHEHMs 3asBUTENb IIPEACTABIIACT OTHCIbHBIC 3asBJICHUS U
PETUCTpAIIOHHBIE JI0Che Ha KKAYIO JeKapcTBeHHYI0 ¢opmy. [Ipu ycrmoBum ogHOBpeMEHHON MOadu
Ha JKCTEePTU3Y OIHOM JIEKApCTBEHHOW (POPMBI C Pa3TMUYHBIMHU JO3UPOBKOM, KOHIIEHTpAIHEH, 00BEMOM
3asBUTEIb MPEJCTABISAECT OJHO 3asBJICHHE W PETUCTPALMOHHOE JOChE C NPUIIOKEHHEM MAKETOB
MEPBUYHON YMAaKOBKM M BTOPUYHOM ymakoBkM. Ha makerax NHEepBHYHONW YNAKOBKM M BTOPUYHOMN
YIaKOBKU YKa3bIBAIOTCS BCE MPOU3BOAMMBIC JO3UPOBKH, KOHIIEHTPAIIMH, 00BEMbI U KOJIUYECTBO JI03 B
YIIAaKOBKE JICKaPCTBEHHOTO IIperapara Juisi BETEPUHAPHOIO IPUMEHEHUS.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)

6. B ciyyae HemnpeacTaBieHUs C 3asBJICHUEM O TOCYAAPCTBEHHOW PETHUCTPALIMM JIEKAPCTBEHHOTO
Ipenapara Jijisi BETCpUHApPHOIO IPUMEHEHHS JOKYMEHTOB, IOATBEPKAAIOIINX YILIATY FOCY1apCTBEHHON
[OLIIMHBI ¥ YKA3aHHBIX B IIYHKTE 7 4acTH 2 HACTOSILEN CTaTbU, CBEIECHUMN O JIMLEH3UAX, YKA3aHHBIX B
nyHkrax 1 w® 2 dactu 3 HacTosmed CTaTbd, a TaKKe BbIABAEMBIX (IIPEIOCTaBISIEMBbIX)
YIOJIHOMOYEHHBIMU (heZiepaibHBIMU OpraHaMH HCIIOJIHUTENFHOW BJACTH JOKYMEHTOB (CBEICHHIA),
yKa3aHHbIX B NyHKTe 2.1 uactu 3 Hacrosied cTaTbH, YNOJIHOMOYEHHBIM (enepanbHblii Oprat
WCIIOJIHUTENIbHOM  BJIAaCTH  3ampaliuBaeT  yKa3aHHblE JOKYMEHThl  (CBelIEHHUs)) B  MOpsIKE
MEXBEJOMCTBEHHOI'0 MH()OPMAIIIOHHOTI'O B3aUMOJICHCTBUSI.

(dacts 6 B pen. @enepanbHoro 3akoHa ot 27.12.2019 N 478-D3)

7. He nmomyckaeTcs WHCIONb30BaHHE B KOMMEPUECKHUX IIeNsIX HHQOpMAIMH O pe3yibTarax
JOKJIMHUYECKUX  MCCIEAOBAHUM  JIEKAPCTBEHHBIX CPEACTB M KIMHUYECKUX  HCCIICIOBAHUM
JICKaPCTBEHHBIX MPENapaToB IS BETEPUHAPHOIO MPUMEHEHUS, NPEACTABICHHOW 3asBUTEJEM s
TOCYJIapCTBEHHOM PErHCTpaIlii JICKAPCTBEHHBIX MPENapaToB, 0€3 €ro coryiacusi B TEUCHHE IIECTH JIET C
JaThl TOCYJApCTBEHHOW pEruCTpalK pPePEepeHTHOro JIEKAapCTBEHHOTO Ipemnapara B Poccuiickoit
denepauuu.

8. JlepxaTenb WM BiAJIEeNel] PErUCTPALIMOHHOIO yIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara Jjist
BETEPUHAPHOTO TIPUMEHEHUS MPEICTABIISCT B YIIOJTHOMOYCHHBIN ()eIepabHbII OpraH HCIIOTHUTEIHHON
BJIACTH OTYET IO pe3yibTaTaM (papMakoHaa30pa OJUH pa3 B IMIECTh MECSIIEB B TEUCHUE JIBYX JIET MOCTE
rOCYy/IapCTBEHHOW PETHCTpPAIlMU JIEKapCTBEHHOro mnpenapata B Poccuiickoit ®enepauuu, 3aTeM
€XKETOTHO B TCUCHHUE MOCIICAYIONMIUX TPEX JIET U B IaJIbHEHIIIEM OJIUH pa3 B TPH Toja.

(uacts 8 BBenena denepansubiM 3aKoHOM 0T 02.08.2019 N 297-03)

Cratba 18. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - PepgepanbHbIA 3aKOH OT
30.01.2024 N 1-93.

Koncynprantlntoc: npumedanue.

[Tonoxxenus ct. 19 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs NpeIoCTaBIE€HUs TOC. YCIYT IpU
oOpallleHuu JIEKapCTBEHHBIX CPEICTB: s MEAMIIMHCKOIO MPUMEHEHUS IOCPEIACTBOM EIUHON
cucTeMbl U (WiM) equHoro mopraia, npuMmeHsaTes ¢ 01.01.2025; ans BeTepuHAPHOTO NMPUMEHEHUS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

IIOCPEJICTBOM €IMHOTr0 nopraia, npuMenstores ¢ 01.01.2026.

Cratba 19. MNpuHATUE pelleHMA O BblAaye 3KCMEePTHOMY YUYpeXAeHUI0 3af4aHuMA Ha
npoBegeHne 3KCNepTU3bl SIeKapCTBEHHOro cpeacTaa

(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. B Teuenue necatu pabouymx [HEH CO MAHS NPUHATUS 3asABICHHS O TOCYJAapPCTBEHHOMN
perucTpalnuy JEKapCTBEHHOIO Mpernapara WM 3asBIEHUS O MPU3HAHUM JIEKaPCTBEHHOI'O Npernapara
op(haHHBIM JIGKAPCTBEHHBIM IPENapaToM COOTBETCTBYIOIINUN YIOJTHOMOYCHHBIN (hefepaabHbId OpraH
WCTIOTHUTEIIBHON BJIACTH MPOBOJIUT MPOBEPKY MOJHOTHI, JOCTOBEPHOCTH M MPABWIBHOCTH O0()OPMIICHHS
MPEACTABICHHBIX JOKYMEHTOB PETHCTPAIIMIOHHOTO JIOChE Ha JICKAPCTBEHHBIM MperapaT U MPUHUMAET
pelieHue o BbIave 3aJaHus Ha IPOBEICHUE:

(B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-03)

1) OKCICPTU3BI NOKYMCHTOB, NPCACTABJICHHBIX IJId ONPCACICHUA BO3MOXHOCTH paCCMAaTpPUBATH
JICKapCTBeHHBIf/i npenapar ajd MCOAUIUHCKOTO MPUMCHCHHA B KauCCTBC op(baHHoro JICKApCTBCHHOT'O
npernapara;

(B pen. Deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

Koncynprantllntoc: npumeuanue.
C01.01.2026 m. 2 4. 1 ct. 19 yrpayuBaet cuny (D3 ot 30.01.2024 N 1-D3).

2) HSKCIepTHU3bl JIEKapCTBEHHOTO CPEICTBA B YACTH DSKCIEPTU3bl KauyecTBa JIEKaPCTBEHHOI'O
CpPEeICTBA U DKCHEPTU3bl OTHOUICHHS] OKUIAEMOW TOJb3bl K BO3MOXKHOMY PUCKY NPUMEHEHUS
JIEKApCTBEHHOT O MpernapaTa s MEIUIUHCKOTO MPUMEHEHHS;

Koncynsrantlntoc: npumevyanue.
C 01.01.2026 m. 3 4. 1 ct. 19 yrpaunBaer cury (®3 ot 30.01.2024 N 1-D3).

3) sKcmepTU3bl JIEKApCTBEHHOI'O CPEJICTBAa B YacTU O3KCIEPTHU3bl KauyecTBa JIEKApCTBEHHOTO
CpPEICTBA M DKCIEPTU3bl OTHOUICHMSI OKMIAEMOW TMOJb3bl K BO3MOXXHOMY PHUCKY IPUMEHEHUS
JIEKapCTBEHHOI'0 Ipernapara il MEAMIMHCKOIO IPUMEHEHHUS B MOPSAKE YCKOPEHHOH IpolLeayphl
9KCIIEPTU3bI JIEKAPCTBEHHBIX CPEICTB B COOTBETCTBUU CO cTaThell 26 Hacrosmiero denepanbHOrO
3aKOHa;

4) OKCIICPTH3bI JICKAPCTBCHHOI'O CpCACTBA B OTHOHICHHH JICKAPCTBCHHOI'O IIpCliapara IJIda
BCTCPUHAPHOI'O ITPUMCHCHMUS.

2. YNONHOMOYEHHBIH (heepanbHblii OpraH HCHOJHHUTEIBHOM BIACTH HANpaBiiseT B JIMYHBINA
KaOMHET 3KCIIEPTHOIO YUPEKICHUS B €MHON CHUCTEME MOJIUCAHHOE YCUJIEHHON KBaIU(QUIMPOBAHHON
3JIEKTPOHHOW MOJAIHKCHIO 33JJaHUE Ha MPOBEIACHUE IKCIEPTHU3, MPEIyCMOTPEHHBIX 4acThiO | HacTosmen
CTaTbd, B JIMYHBIA KaOWHET 3asfBUTENs B €IMHOW CHUCTEME - TOANUCAHHOE YCHUJIIEHHOU
KBAJIM(HUIUPOBAHHON 3JEKTPOHHOM MOJMMCHIO YBEJJOMJICHUE O IIPUHATOM PEIICHUU O BblJlaue 3a/1aHUs
Ha INPOBEIEHUE DKCIEPTU3, IPEIyCMOTPEHHBIX 4YacTbl0 | Hacrosiield craTbM, M B Ccllydae
HEOOXO/MMOCTH O BBIZaue paspelieHus Ha BBO3 B Poccuiickyro @enepanuio KOHKPETHOH MapTuw,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

CepUH 3aperuCTPUPOBAHHBIX U (M) HE3aperUCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEJCTB MU 00 OTKa3e B
IIPOBEJICHUH TAKMX IKCIEPTU3 C YKA3aHUEM IIPUUMH OTKa3a.
(uactsp 2 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

3. B cayuae BbISBIEHMS OTCYTCTBHMSI WJIM HEIOCTOBEPHOCTHM HMH(OpMalMM, coaepikallencs B
MIPE/ICTAaBICHHBIX 3asBUTENIEM JOKYMEHTaX, YIOJHOMOYEHHbIN (peepalibHbIil OpraH MCIOJIHUTEIbHON
BJIACTH HAIpPAaBISeT 3aABUTENIO0 MOCPEACTBOM €IMHOTO MOPTala MM B €ro JUYHBI KaOWHET B €IUHOM
cucTeMe 3ampoc 00 YTOYHEHHH 3TOH WH(OPMAIMH, TMOAMUCAHHBIN YCHJICHHOW KBaNIU(HUIMPOBAHHOW
9JIEKTPOHHOHN TMOJMUCHIO (J1ajee - 3ampoc YHOJIHOMOYEHHOTo (eiepalbHOr0 OpraHa MCIOJHUTEIbHON
BJIACTH).

(uactp 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. 3agButens 00s3aH HANpPaBUTh IOCPEACTBOM E€IUMHOIO TMOpTaja B  YMNOJHOMOYEHHBIN
GbenepanbHbli  OpraH HCIOJHUTENIBHOW BJIACTH WJIM B JIMYHBIA KaOMHET YIOJIHOMOYEHHOIO
(denepambHOrO OpraHa HCIOJHUTENBHOW BJIACTM B €IUHOM CUCTEME IOANUCAHHBIN YCHUIEHHOM
KBAJIM(HUIIMPOBAHHON 3JIEKTPOHHOW TMOANUCHI0 OTBET HA 3alpoC YIMOJHOMOYEHHOTrO (enepaibHOro
opraHa HCIOJIHUTEIFHONH BJIACTH B CPOK, HE MPEBBIMIAIONINNA JIEBSHOCTA pabO4YMX JHEH CO IHA
MOJTyYeHHUS YIOJHOMOYEHHBIM (ellepabHbBIM OPraHOM HCIOJHHUTEIBHON BIIACTH DJIEKTPOHHOTO
YBEJIOMJIEHUSI O IOJYYEHHUH 3asBUTENEM JaHHOro 3ampoca. Cpok, yKa3aHHbIM B 4yacTu | Hacrosmen
CTaTbM, IPHUOCTAHABIIMBAETCSA CO JIHSA HAIPAaBIEHUS IIOCPEICTBOM E€IMHOIO IOpTajla WX B JIMYHBIN
KaOMHET 3asfBUTENs B €IMHOW CHCTEeMe 3amnpoca YIOJHOMOUYEHHOro (¢elepaabHOro opraHa
HCIIOJIHUTENIBHON BJIACTU 1O [Hs HAIPABIICHUs 3asBUTEIIEM IIOCPEACTBOM EIMHOIO IOpTajla WU B
JUYHBIA KaOWHET YMOJIHOMOYEHHOTO (eAepalbHOrO0 OpraHa WCHOJHHUTENIbHOM BIAacTH B EIUHOMN
CHUCTEME OTBETA.

(uactp 4 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. OcHoBaHMeM ISl OTKa3a B OpraHU3alluu dKCHEPTU3, MPEyCMOTPEHHBIX YacThio 1 HacToAlIei
CTaThH, SIBISIETCS TPEACTAaBIEHHE HEOOXOAMMBIX [UIsl TMPOBEACHUS MPEIyCMOTPEHHBIX HKCIEPTHU3
JIOKYMEHTOB B HEIOJIHOM 00BhEME I HEMPEICTABICHHUE 3asBUTEIIEM B YCTAHOBIICHHBIM CPOK OTBETA Ha
3arpoc YIMOJHOMOUYEHHOTO (eiepaJbHOro OpraHa MCIOJHUTEIBHON BIIACTH, a TAKXKE MPEACTaBICHUE
JIOKyMEHTOB, HE COJIEPIKAIINX UCUEPITBIBAIOIIETO MePEeYHsI HEOOXOAMMBIX CBEJCHUH.

6. IIpn oTkase B OpraHM3anuu >KCIEPTHU3bI, MPEAYCMOTPEHHON MyHKTOM 4 yacTu | Hacrosmen
CTaTbH, TOKYMEHTHI, BXOISIIKAE B COCTAaB PETHCTPALIMOHHOIO JOChE Ha JICKapCTBEHHBIN Ipenapar Uit
BETEPUHAPHOTO IMPUMEHEHHs, MOTYT OBITh BO3BpALICHbI 3asBUTEII0 HAa OCHOBAaHUM €ro 3arpoca,
MOJIMMCAHHOTO  YCWJIEHHON KBaJU(HUIMPOBAHHOW 3JEKTPOHHOW TMOANHUCHI0O U HAIMPABICHHOTO
MOCPEJICTBOM €MHOTO MOpPTaJia B YIIOJIHOMOYEHHBIN (heiepabHblii OpraH UCTIOJHUTEILHON BIACTH HITH
JUYHBI KaOMHET YMOJIHOMOYEHHOro (enepaibHOr0 OpraHa HCIHOJHUTENbHOM BIACTH B €IMHOM
CUCTeME, B TEYEHHME TPHUALATH pabouuX JHEH CO JTHS NPUHATHS YHOJHOMOYEHHBIM (eaepalbHbIM
OpPraHOM HCIIOJIHUTEIBHONW BJIACTH pELIeHHs 00 OTKa3e B OpraHu3aliM TakoW HSKCIEPTU3bI.
YnoiaHOMOYeHHBIH (eepanbHblil OpraH UCIOJHUTENBHONW BJIACTH BO3BpAILAET 3asSBUTEINIO YKa3aHHbIE
JOKYMEHTbl B TEUYEHHME JeCATH padouyux JHEH co JHS MOJY4YeHHs COOTBETCTBYIOLIETO 3arpoca
3asIBUTEIIS.

(gactp 6 BBeaeHa denepanbHbiM 3akoHOM OT 02.08.2019 N 297-d3; B pen. deaepanbHOro 3aK0Ha OT
30.01.2024 N 1-®3)

KoncynprantlIntoc: npumedanue.
[Tonoxxenus ct. 20 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Ipu
OoOpalleHnn JIEeKapCTBEHHBIX CPEACTB ISl MEIUIMHCKOIO IPUMEHEHHs IOCPEICTBOM €IUHOMN
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

cucreMsl, npuMensitores ¢ 01.01.2025.

Ctratba 20. 3KkcnepTusa [OOKYMEHTOB, MNpeAcCTaBlieHHbIX AN onpeaeneHus
BO3MOXHOCTM paccMmaTpuMBaTb JIeKapCTBEHHbIA npenapar Aans  MeaULMHCKOro
NpUMeHeHUA B KauecTBe opchaHHOro neKkapcTBEHHOro npenapara

(B pen. denepanphoro 3akona oT 30.01.2024 N 1-D3)

1. Ilponenypa omnpeneneHuss BO3MOXHOCTM paccMaTpuBaTh JIEKAPCTBEHHBIM Ipenapar Uit
MEJIMIMHCKOTO NMPUMEHEHHsI B KayecTBe Op(aHHOTrO JIEKApCTBEHHOTO MpernapaTa MOXET IMPOBOAUTHCS
KaK B OTHOUICHHM JIEKapCTBEHHOI'O IMpemnapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBUU C HACTOSILIUM
denepanbHbIM 3aKOHOM JHMOO B COOTBETCTBMM C aKTaMmM, COCTaBIsOIIMMU npaBo Coro3a, Tak U B
OTHOIIEHUN HE3apETHCTPUPOBAHHOIO  JIEKAPCTBEHHOI'O IIpemapaTta. OKCHEPTH3a  JIOKyMEHTOB,
IIPEICTABICHHBIX I ONPENEIIEHNUs BO3MOXHOCTU paccMaTpuBaTh JIEKAPCTBEHHBINM IIpernapar A
MEIMLMHCKOTO TpPHUMEHEHHs B KadecTBe Op(aHHOTO JIEKapCTBEHHOIO IIpenapara, COCTaBJICHUE
KOMHUCCHEH DKCHEPTOB 3aKJIIOUEHUS O BO3MOXKHOCTM WM HEBO3MOXKHOCTH paccMaTpuBaTh
JIEKapCTBEHHBIN Ipernapar s MEAMIIMHCKOrO NMPUMEHEHHs] B KadecTBe Op(GaHHOTO JIEKapCTBEHHOIO
mpernapara W HalpaBieHUWE B JIMYHBIM KaOWHET YIOJHOMOYEHHOro (eepasbHOrO oOpraHa
UCTIOJTHUTEJIBHON BJIACTH B €JMHOI cCHCTeMe JaHHOT'O 3aKJIIYEHUs B (OpMe 3JIEKTPOHHOTO JOKYMEHTA,
MOJITMCAHHOTO YCUJICHHOHN KBANU(UIIUPOBAHHOM 3JE€KTPOHHOM MOAMUCHIO, OCYIIECTBISIOTCS B CPOK, HE
NPEBBILAIONIMNA TPUALATH Pa0OYMX THEM CO [HS HampaBieHHUS B JIMYHBIA KaOWHET 3KCIIEPTHOTO
YUPEKJACHUSI B €IMHOW CHCTEME 3aJaHHs YIOJTHOMOUYEHHOTO (e/epalbHOTO OpraHa MCIOTHUTEIHHON
BJIACTH U CJIEYIOIIUX JOKYMEHTOB U CBEICHMIA:

1) 3asBIeHNE O MPU3HAHUHU JIEKAPCTBEHHOTO MpenapaTa op(aHHBIM JIEKapCTBEHHBIM MPErnapaToM,
cocTaBlieHHOe 10 (hopMe, YTBEPKIEHHOW YIOJTHOMOYEHHBIM (pe/iepalibHbIM OpPraHOM HCIOIHUTEIBHON
BIIACTH, MOJMMCAHHOE YCHJIECHHOW KBaTU(UIIMPOBAHHOW SJIEKTPOHHOW MOIMUCHIO YHOTHOMOYEHHOTO
MPEICTABUTENST  FOPUIUYECKOTO  JIUIA, JEHCTBYIOIIEr0O B COOCTBEHHBIX  HHTEpecax WU
YIOJIHOMOYEHHOTO MPEJCTaBISATh HHTEPECHI IPYTOoro IOPUANUECKOTO JIUIIA;

2) xomMusi [JOKYMEHTa Ha pPYCCKOM S3bIKE, 3aBEpPEHHOr0 B YCTAHOBJIEHHOM MOpPSJAKE U
MOATBEPKIAIOIIETO MPABOMOYHOCTh 3asBUTENS 10J1aBaTh 3asBJIICHHE O IMPU3HAHUM JIEKAPCTBEHHOTO
npemnapaTa opQpaHHbIM JIEKAPCTBEHHBIM IIpenapaToM (IIpu He0OXOIUMOCTH );

3) obGocHoBaHue op¢aHHOCTH 3a00J€BaHMs, HE OTHECEHHOIO B COOTBETCTBHM ¢ DenepaabHbIM
3akoHOM OT 21 Hos0pst 2011 roma N 323-®3 "OO ocHOBax OXpaHbl 30POBbs I'paxkaaH B Poccuiickoit
@eneparun” Kk peakuM (opdaHHBIM) 3a00/€BaHHMSIM, B TOM YHCIE MOApOOHas WHPOpManus o
JTMarHOCTHKE, MPO(PUIAKTUKE U JIEYEHUU TaKOTO 3a00JIeBaHuS;

4) yTBepXkAeHHas MHCTPYKLHUS 0 MEIUIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHOIO Ipenapara,
3apETUCTPUPOBAHHOTO B COOTBETCTBHMM C HacTtosmuM DenepalbHbIM 3aKOHOM, WIM 00mIas
XapaKTepUCTHKa JIEKaPCTBEHHOI'O IIpenapara, 3aperuCTPUPOBAHHOTO B COOTBETCTBMM C aKTaMH,
cocTaBisronMH ipaBo Coro3a (Ipu HaJTM4YuK);

5) MHCTPYKLHS MO MEIUIMHCKOMY NMPUMEHEHHMIO WIIM KpaTKas XapaKTepHCTHUKa JIEKapCTBEHHOTO
npenapara, yTBEep>KICHHbIE B CTPAHE MPOU3BOAUTENS (IPU HATTMUUU);

6) KONMHM JIOKyMEHTOB, 3aBEPEHHBIX B YCTAHOBJIIEHHOM TMOPSAKE M TMOATBEPKAAOIMUX (PaKT
perucTpaluy JIEKapCTBEHHOTO TMpernapara B HMHOCTPAHHBIX TOCYAapCTBaX B KadecTBe Op¢aHHOIrO
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(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JIEKapCTBEHHOTO Npemnapara (Mpu HaTuYuH);

7) IPOEKT XapaKTEPUCTHKU HE3apErMCTPUPOBAHHOIO JIEKAPCTBEHHOIO IIpenapaTa, COJIEPKallero
CIIEQyIOIINE MUHUMAJbHBIE CBEACHHUA O HE3aPErUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpernapare
(momyckaeTcs MpeNCTaBICHHE MPOEKTa XapaKTEPUCTUKH HE3aperuCTPUPOBAHHOTO JIEKAPCTBEHHOI'O
npernapara, COCTaBJIIEHHOTO B COOTBETCTBHM C JAOCTYNMHBIMHU JaHHBIMH 10 MPOBEACHHBIM KIMHUYECKUM
HCCIIEIOBAaHMUAM JIEKAPCTBEHHOI'O Ipenapara M JOKIMHUYECKMM MCCIEAOBAHUSAM JIEKAPCTBEHHOIO
CpeAcTBa Ha MOMEHT IOJAauyd 3asBJIEHUS O TNPU3HAHUM JIEKApCTBEHHOrO IIpernapara oOpQaHHbIM
JIEKapCTBEHHBIM IIPETapaToM):

a) HaUMEHOBAaHHWE JIEKAPCTBEHHOI'O IIpemnapaTta (MEeXAyHapoAHOE HEMAaTeHTOBaHHOE, WU
IPYyIIHPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);

0) JsexkapcTBeHHas ¢opMa C yKa3aHUEM HANMEHOBAaHUHW H KOJIMYECTBEHHOTO COCTaBa
JCHCTBYIOIINX BEIIECTB U KAYECTBEHHOTO COCTaBa BCIIOMOTATENBHBIX BEHIECTB (MPH HEOOXOAUMOCTH
KOJIMYECTBEHHOT'O COCTaBa BCIIOMOTATEIIbHBIX BEIIECTB);

B) (papmMakoIMHAMUKa U (papMaKOKMHETHKA;
I') IOKa3aHUs JUIsl IPUMEHEHMS,
1) TPOTUBOIIOKA3aHUs JJIs1 IPUMEHEHNUS;

e) BO3MOJXKHEIC  ITOOOYHEIE )IGfICTBI/I?I U HEXKCIATCIBbHBIC PpCaKIuKW IIpu HOPUMCHCHUU
JICKApCTBEHHOT'O IIpfriapara JJId MEAUIUHCKOI'O IIPYUMCHCHUS ;

) HAaMMEHOBAaHUS M aJpeca IMPOU3BOACTBEHHBIX IUIOMIAJ0K MPOU3BOAMTENS JIEKAPCTBEHHOTO
npernapara;

3) CBEIEHMS O pa3pabOTUYMKE JIEKAPCTBEHHOI'O CPEJICTBA (JepKaTeie perucTpanvoHHOro
YIO0CTOBEpPEHUS);

8) cBemeHHMs O TEKyIIeM cTaTyce pa3pabOTKH HEe3aperHCTPHPOBAHHOTO JICKAPCTBEHHOTO
npernapara, a Takxe IiaH ero pa3paboTKH;

9) 0030pel NOKIMHUYECKHX HWCCIEIOBAaHUM JIEKAPCTBEHHBIX CPEACTB M KIMHHUYECKUX
HCCIEAOBaHUN HE3aperuCTPUPOBAHHOIO JIEKAPCTBEHHOI'O IpernapaTa, JOCTYyIHbIE Ha JI€Hb MOJa4yu
3asIBJICHHS;

10) oT4erbl O MNPOBEAECHHBIX AOKIMHUYECKHX HCCIIEJOBAHUAX JIEKAPCTBEHHOTO CpEICTBA U
KJIIMHUYECKUX UCCIIEJOBAHUSIX HE3apEruCTPUPOBAHHOIO JIEKAPCTBEHHOTO Mpenapara (Mpu HATHYHH);

11) pekBU3UTHI JOKYMEHTA, MOATBEPKAAIOIIETO YIIATy rOCyAapCTBEHHON MOLUTHHBI.

2. B cily4ae HENOCTaTOYHOCTH INPEACTABICHHBIX MAaTEPUATIOB B LENSIX MPOBEACHUS DKCIEPTU3BI
JUIsL  OIIpECIICHUsT BO3MOXKHOCTH pacCMaTpUBaThb JICKAPCTBEHHBINM IIpenapar Uil MEIULMHCKOTO
MPUMEHEHHS B KauecTBe Op(aHHOTO JEKAPCTBEHHOTO IMperapara SKCIEPTHOE YUPEKICHUE HAIIPABISAET
B JINYHBIN KaOMHET 3asBUTENS B €IMHON CHCTEME 3alpocC O MPEACTABICHUN HEOOXOAUMBIX MaTepUaNOB,
MOJANUCAHHBIA ~ pyKOBOAMTENEM  (YMOJHOMOYEHHBIM  JIMIIOM)  3KCIEPTHOTO  YUpPEXKAEHUS C
UCIOJIb30BAHUEM YCWJIEHHON KBaJIM(PUUUPOBAHHOM HJIEKTPOHHON MOANUCU. 3asBUTENb 0053aH
HaNpaBUTh B JUYHBIA KaOMHET SKCHEPTHOIO YUPEKICHUS B €IMHON CUCTEME MOMUCAHHBIA YCHUICHHON
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KBAIM(UIIMPOBAHHON HJIEKTPOHHOM TMOANMUCHIO OTBET Ha 3alpoc B CPOK, HE TMPEBHINIAIOIINN
meCTUAECATH pabouux JHEW CO JHA TMONY4YeHHs] OJKCHEPTHBIM YUPEKICHHEM JIIEKTPOHHOTO
YBEJIOMJICHHSI O TOJIy4eHUHU 3asiBuTesieM 3arpoca. Cpok, yka3aHHBIM B yacTu | HacToOsIeW cTaThu,
MIPUOCTAHABIMBACTCS CO JIHS HAMPABIICHUS 3asSBUTENI0O B €r0 JIMUYHBIA KaOWHET B €IUHON CHCTeMe
3ampoca IKCIEPTHOTO YUPESKICHUS 10 THS HANpaBIICHUS 3asSBUTETIEM B JIMYHBIA KaOWHET HKCIIEPTHOTO
YUpEXKJIEHUS B €IUHOW CHCTEME OTBETa Ha 3alpoc M HE YUMUTHIBACTCS NPU HCYHUCICHUU CpOKa
MPOBEJICHUSI  OKCHEPTU3bl  JIOKYMEHTOB, TPEICTABICHHBIX s  ONpEAeNeHUs  BO3MOXXHOCTHU
paccMaTpuBaTh JIGKAPCTBEHHBINM Tpenapar Uisi METUIIMHCKOTO MPUMEHEHHs] B KauecTBE Op¢aHHOTO
JIEKapCTBEHHOI'O IIperapara.

3. B cpok, He mpeBblIIalOIIMNA MATH pabouux AHEW CO JIHS HAmpaBieHHs] B JIMYHbIA KaOWHET
YIOJIHOMOYEHHOI0 (peIepanbHOr0 OpraHa MCHOJHUTENBHOM BIIACTH B €IUHON CHCTEME 3aKJIIOUYCHHS,
YKa3aHHOTO B yacTu | HacToseil cTaTbM, YHNOJHOMOYEHHBIN (hefepanbHblii OpraH MCIOJHUTEIbHON
BJIACTH OCYLIECTBIIIET OLEHKY 3aKJIOUEHHs MJIs OIpPENEIECHHUs €ro COOTBETCTBHS 3aJaHUI0 Ha
MIPOBEICHUE KCIIEPTHU3BI U HAPABJISIET B JIMUHBIM KaOWHET 3asBUTENS B €MHOM cucTeMe MOANKUCAHHOE
YCUJICHHOW KBaJIM(UIIMPOBAHHOM 3JIEKTPOHHON MOJNKCHIO YBEIOMIICHHE O Pe3yJibTaTax MpPOBEICHHON
9KCHEPTHU3BI C MPUIIOKESHUEM KOMTUH YKCIIEPTHOTO 3aKII0UEHHS (C COXpaHeHHEM KOH(UACHIINAIEHOCTH
nH(pOpPMalIMK O COCTaBE KOMHMCCHHU 3KCIEPTOB) U BO3MOXHOCTH MJIM HEBO3MOXHOCTH paccMaTpuBaTh
JIEKapCTBEHHbIN Npenapar Ui MEAULMHCKOrO NMPUMEHEHHUs B KauyecTBE OP(PAHHOrO JIEKapCTBEHHOI'O
npernapara.

Cratba 21. YTpatuna cuny ¢ 1 ceHta6pa 2024 ropa. - PepgepanbHbIA 3aKOH OT
30.01.2024 N 1-93.

Cratba 22. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®PepepanbHbI 3aKOH OT
22.12.2014 N 429-®3.

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 23 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
0oOpalleHun JIEKApCTBEHHBIX CPEACTB Il MEAMUIMHCKOTO TPUMEHEHHS IOCPEICTBOM €AMHOU
cucreMmsl, npumMenstores ¢ 01.01.2025.

Ctatba 23. 3JKcnepTu3a KauyecTBa JIeKapCTBEHHOro cpeacTBa M 3KcnepTusa
OTHOLUEHUS 0XXMAAeMOMW MNOSib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUsI NeKapCTBEHHOro
npenapara ans MeguUUHCKOro NnpuMeHeHus

(B pen. ®enepanpHoro 3akoHa oT 22.12.2014 N 429-D3)

1. DkcnepTu3a KayecTBa JIGKAPCTBEHHOT'O CPEJICTBA U AKCIIEPTHU3a OTHOILEHUS 0KUAaeMOHl 10JIb3bI
K BO3MOXXHOMY PHUCKY HNPUMCHCHHA JICKAPCTBCHHOI'O IpfCIiapara Ijd MCIUIWHCKOIO NMPHUMCHCHUA,
COCTaBJICHUE KOMHCCHUSMHU SKCIIEPTOB 3aKIIOUEHHWH IO pe3ysibTaTaM MpPOBEACHHBIX HKCHEPTH3 H
HaIIpaBJICHHUEC 3THUX 3aKJ'IIO'-IeHI/II\/'I, MOANMMUCAHHBIX YCHUJIICHHBIMU KBaJ'II/I(i)I/IHI/IpOBaHHI)IMI/I OJICKTPOHHBIMHA
MOJIUCSAMH, B JINYHBINA KaOMHET YIMOIHOMOYEHHOTO (heaepaabHOro opraHa MCHOJHUTEIHHONW BIACTH B
eIMHOI CHCTEME OCYIIECTBIAIOTCS B CPOK, HE NPEBBIMIAIOMIMN CTa JECATH pabdounmx AHEH co IHA
HaNpaBJICHUs B JIMUHBIA KaOMHET SKCIEPTHOIO YUPEKICHUS B €IUHOM CHCTEME COOTBETCTBYIOLIETO
3alaHus  YIIOJITHOMOYCHHOT'O (be;[epaanoro opraHa WCIOJHUTEIbHOM BJIACTH U HeO6XO,[[I/IMBIX
AOKYMCHTOB.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Koncynsrantllntoc: npumeuanue.

ITo 3asBnenuto, noganHoMy B Munsnpas Poccun 1o 11.04.2022, npu HEBO3MOKHOCTH NPOBEIEHUS
HKCIEPTU3bl KauyecTBa JIEKAPCTBEHHBIX CPEACTB B 3KCIEPTHOM YUPEXKJIEHUH, JOIYyCKAaeTcs ee
IIPOBEJICHUE IOCPEJICTBOM JIUCTAHIMOHHOTO B3aUMOJAEWUCTBUS, MOPAJOK M (OPMBI KOTOPOTO
OTPEEINAIOTCS SKCIEPTHBIM YUpEeKJIEHHEM IO coriacoBaHuio ¢ 3asButensMu (IlocraHoBieHue
[IpaButensctBa PO ot 05.04.2022 N 593).

2. B TeueHue AeBSHOCTA JHEW CO JHSA TOJYYEHHUS YHNOJHOMOYEHHBIM (pelepaibHbIM OpraHOM
HCTIIOTHUTENBHON BIIACTH YBCIAOMIICHHA B BHeKTpOHHOfI (bopMe O IMOJYYCHHHU 3asdBUTCIEM PCIICHHUA O
MPOBECHNUHU DKCIIEPTHU3, MPEITyCMOTPEHHBIX YaCThIO | HACTOSAIICH CTAaThH, 3asBUTENb NPEACTABISCT B
HKCHEPTHOE YUPEKICHUE JUIsl MPOBEAECHUS SKCIEPTU3bl KaueCcTBa JICKAPCTBEHHOT'O CPEJICTBA 00pa3Iibl
JICKApCTBCHHOTI'O IIpfliapara AJd MCAUIUHCKOIO NPUMCHCHHA, HNPOU3BCIACHHOI'O B COOTBCTCTBUU C
TpeOOBaHUSAMH ONBITHO-IIPOMBIIIIJICHHOTO M (WJIM) TNPOMBIIUIEHHOTO PETJIaMEHTOB, YTBEP)KACHHBIX
PYKOBOOUTCIEM IPOU3IBOAUTCIIA JICKAPCTBCHHBIX CPEACTB, 4@ TAaKXKC B COOTBCTCTBYIOIIHUX ClIydasax
oOpa3upl  (papmaneBTHUECKOH CyOCTaHIMM, TECT-IITaMMa MHUKPOOPTraHU3MOB, KYJbTYpbl KIIETOK,
00pas3Ibl BEIIECTB, TPUMEHIEMBIX /ISl KOHTPOJIS KayecTBa JICKAPCTBEHHOT'O CPEJICTBA MTyTEM CPABHEHHMS
C HHMH HCCJIEIYyEeMOro JEKapCTBEHHOTO CpeJCTBa, cHenu(uyeckre peareHThl, HEOOXOTUMBbIE JUIs
MPOBCACHUA HCIBITAaHUN 06pa3u013 JICKApCTBCHHBIX IMPCIapaToB, B KOJUYCCTBAX, H€06XO,Z[I/IMLIX JJIA
BOCIIPOU3BEICHHSI METOJIOB KOHTPOJISI KAUeCTBa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. Ilpu monmydeHun oOpa3lOB JIEKAPCTBEHHOTO Mpemapara W (apMaleBTUUECKOW CyOCTaHIIUU
AKCIIEPTHOE YUPEKACHUE HANPABIISAET B JIMYHBIA KaOUMHET 3asBUTEINA B €MHON CHCTEME yBEIOMIICHUE,
MOATBEP K IAIOIIEE TTOTYUYCHHE YKa3aHHBIX 00pa3IoB.

(uactsp 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. Vka3aHHbBII B YacTu 2 HACTOALIEH CTaThbU CPOK AJIs NPEACTABICHUS 3asBUTENIEM 00pa3loB
JIEKapCTBEHHOTO Tpernapara ¥ (hapMaleBTHUECKOW CyOCTaHIIMM HE BKIIIOYACTCS B CPOK MPOBEICHUS
AKCIEPTHU3, MPETYCMOTPEHHBIX YacThIO | HACTOSIIIEH CTAaThH.

(dactb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Vrparun cuny. - ®enepanbubiii 3akoH oT 30.01.2024 N 1-P3.

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 24 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Py
oOpallleHun JIEKapCTBEHHBIX CPEACTB JUIsl BETEPUHAPHOIO IPUMEHEHUS IOCPEICTBOM €IMHOTO
nopraina, npuMensTred ¢ 01.01.2026.

Ctatbsa 24. JKcnepTusa KauyecTBa JIeKapCTBEHHOro cpeAcTBa M 3KcnepTusa
OTHOLUEHUSI 0OXUAaeMoMu MoNib3bl K BO3MOXHOMY PUCKY NMPUMEHEHUs! NIeKapCTBEHHOro
npenaparTa Ans BeTepMHapHOro npuMeHeHus

1. OxcnepTu3a KauecTBa JICKAPCTBEHHOT'O CPEACTBA U DKCIIEPTH3a OTHOLIEHUS OKUIAAEMOM OJIb3bI
K BO3MOJKHOMY PHUCKY IPHMEHEHHUs JIEKapCTBEHHOIO IpernapaTra JJii BETEPUHAPHOTO NPUMEHEHUS,
COCTABJIICHUE KOMMCCHUSMHU DKCIEPTOB 3aKIIOYEHUN [0 pE3yJbTaTaM YKa3aHHBIX »JKCIEPTU3 U
HaTpaBJICHUE TAaKWUX 3aKIIOYEHUH B DJIEKTPOHHOH (hopMe B YIOIHOMOUYEHHBIH (penepanbHblii OopraH
WCIIOJIHUTEJIBHOM BJIACTH OCYULIECTBIIIOTCS B CPOK, HE MPEBBIIIAIONIMN CTa JIeCATH padodyux JHEH co
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

IHS TIOJNly4eHUS SKCIEPTHBIM YYPEKAECHHEM B DJICKTPOHHOH (opMme 3alaHHs YHOJIHOMOUYEHHOTO
(benepanbHOrO OpraHa MCIOJHHUTEIBHON BIIACTH C JIOKyMEHTaMM, YKa3aHHBIMHU B 4acTH 3 cTaThu 17
Hacrosuiero denepanbHOro 3aKOHa.

(B pen. @enepanbHbix 3akoHOB OT 22.10.2014 N 313-®3, ot 13.07.2015 N 241-®3, ot 30.01.2024 N
1-03)

2. B rteuenue Tpuamatu paboyux THEW CO JTHS MOJTYYEHHsS YIMOJTHOMOYEHHBIM (eaepaabHbIM
OpPraHOM HCIIOJIHUTENBHON BJIACTH YBEIOMIJICHHS B 3JEKTPOHHOH (OpMe O IOJIyYSHUH 3asBUTEIEM
peleHus 0 MPOBEICHUH YKa3aHHBIX B yacTU | HACTOSAIIEH CTaTbU IKCIEPTHU3 3asBUTEIb MPEICTABISET B
IKCIIEPTHOE YUPEXJIEHHUE Ul MPOBEACHHS KCIEPTH3bl KadeCTBa JIEKAPCTBEHHOI'O CPEACTBA 0Opa3LbI
JIEKApCTBEHHOTO TMpernaparta sl BETEPUHAPHOTO TNPHUMEHEHUs, MPOU3BEICHHOTO B COOTBETCTBHU C
Tpe60BaHI/I$IMI/I TEXHOJIOTHYCCKUX PECTIaMCHTOB, YTBCPXKICHHBIX PYKOBOAUTCIIEM JIIPOU3BOAUTECIIA
JIEKapCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBYIOIIMX CIIydasX TECT-IITAMMBI MHKpPOOPIaHU3MOB,
KyJIBTYPBI KJIETOK, 00pa3ibl (hapMaleBTHYECKOH CyOCTaHIMM, 0Opaslbl BEIIECTB, MPHUMEHIEMBIC IS
KOHTPOJISI KayecTBa JIEKAPCTBEHHOI'O CPE/ICTBA, B KOJMUYECTBAX, HEOOXOMMMBIX IJIi BOCHPOHM3BEACHUS
METO0B KOHTPOJISI KAYeCTBA.

(B pen. ®enepanbHbix 3ak0HOB 0T 02.08.2019 N 297-®3, ot 30.01.2024 N _1-D3)

3. Ilpu monmydenun oOpa3lOB JIEKAPCTBEHHOTO Tpemapara u (apMaleBTUUECKOW CyOCTaHIUU
9KCIIEPTHOE YUPEKICHHE B JIEHb MOJyuyeHHUs: 00pa3loB HAMpaBiseT B 3JIEKTPOHHOIN (GopMe 3asiBUTEIIO
yBEIOMJICHHE, TIOJITBEPIKIAIOIIee MOTyYeHHE YKa3aHHbBIX 00pa3IoB.

(vacts 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. Vka3aHHbBII B YacTu 2 HACTOALIEH CTaThbU CPOK AJIs NPEACTABICHUS 3asBUTEIIEM 00pa3loB
JIEKApCTBEHHOTO Tpernapara U (hapMaleBTHUECKOW CyOCTaHIIMM HE BKIIIOYAETCS B CPOK MPOBEICHUS
JKCIEPTHU3, MPEYCMOTPEHHBIX YaCThIO | HACTOSIEN CTAThH.

(dactpb 4 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

5. Vrparun cuny. - ®enepanbubiii 3akoH ot 30.01.2024 N 1-D3.

CraTtba 25. [loBTOpHOE NpoBeAeHne IKCNepTU3bl NIeKapCTBEHHbIX CPeACTB
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. B cnywasx HemoCTaTOYHOW OOOCHOBAHHOCTH WJIM HEMOJHOTHI 3aKIIOYCHHUS KOMHUCCHU
OKCIIEPTOB, HANUYMs B HEM MPOTUBOPEUYUBBIX [aHHBIX, (pambCUUKALUK BBIBOJAOB HKCIEPTU3HI
JIEKapCTBEHHOT'O CPEJICTBA, COKPBHITHS OT YIIOJHOMOYEHHOTO (henepanbHOro opraHa MCHOTHUTEIbHOM
BJIACTU OCHOBAHUW I OTBOJIa SKCIEPTa BCIEJICTBHE €ro 3aMHTEPECOBAHHOCTH B pe3yJibTaTax
COOTBCTCTBYIOIHeﬁ E)KCHepTI/I?J)L HaJIn4udad OaHHBIX O HpSIMOM .]'II/I6O KOCBCHHOM BMCIIATCIIBCTBEC B
MPOIIECC COOTBETCTBYIOMICH SKCTIEPTHU3BI JIUI, HE yYaCTBYIOIIMX B €€ MPOBEIACHUHU, HO OKa3aBIIUX
BIMSHHE HA TMPOIECC M PEe3yJbTaThl €€ TNPOBEICHHUS, YIOJTHOMOYEHHBIM (enepaibHbIM OpraHOM
WCIIOJHUTENIHON BJIaCTH Ha3HAYaeTCs MOBTOPHAs OSKCIEpPTU3a JIEKApCTBEHHOTO CpeAcTBa W (WJIH)
3TUYECKas SKCIepTu3a.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.

[Tonoxxenus ct. 25 (B pea. @3 ot 30.01.2024 N 1-d3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT Ipu
oOpallleHnu JIEKApCTBEHHBIX CPEICTB: JJIsi MEAMIIMHCKOIO MPUMEHEHUS IOCPEIACTBOM EIMHON
cucTeMbl U (WIM) eaquHoro nopraia, npuMmeHsaoTes ¢ 01.01.2025; nns BeTepUHAPHOTO MPUMEHEHUS
IIOCPEACTBOM EAMHOIO nopTaia, npuMeHnsred ¢ 01.01.2026.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2. IloBTOpHAas 3KcHepTHU3a JIEKAPCTBEHHOTO CPEACTBA MPOBOAMUTCS C YUYETOM pEe3YyJbTaTOB paHEe
MPOBEJICHHOW OKCIEPTH3bl B CPOK, YCTAHOBJICHHBIH YIOJHOMOYEHHBIM (heJepaabHbIM OpraHOM
WCTIOJIHUTEIIbHON BIIACTU W HE TPEBHINIAIIUMNA TpuANatd pabodux JHEH cO JHA TONydYeHUs
AKCIEPTHBIM yUpPEXKJACHUEM B THYHOM KaOWHETE B €IMHON CHCTEME 3alaHHs Ha TIPOBEJACHUE TTOBTOPHOM
AKCTIEPTU3HI JICKAPCTBEHHOTO CPEJICTBA, TIOIMMCAHHOTO YCHJICHHON KBATM(DHUIIMPOBAHHON 3JIEKTPOHHOMN
MOAMUCHIO.

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

3. ®unaHcoBoe obecrieueHHE BBIOJHEHHS 33/aHUS HA IPOBEACHUE MOBTOPHOW 3KCIIEPTU3HI
JIEKapCTBEHHOI'O CPEJICTBA HE OCYILECTBIIAETCS.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumedanue.
C 01.01.2026 ct. 26 He pacmpocCTpaHseTCS Ha MPABOOTHOIICHUS, BOSHUKAIOIIME TMPU OOpaIICHUU
JIEKapCTBEHHBIX CPeACTB i MeauuHckoro npumenenus (@3 ot 30.01.2024 N 1-D3).

CraTtbs 26. YcKkopeHHas npoueaypa 3KkcnepTusbl fieKapCTBEeHHbIX CPeacTB

1. YckopeHHass mpouenypa SKCIEpTU3bl JEKapCTBEHHBIX CPEACTB B LENIAX TOCYJapCTBEHHON
perucTpanyy JeKapCTBEHHBIX IMpEnapaToB MPUMEHSETCS B OTHOLICHMM OpP(AHHBIX JIEKAPCTBEHHBIX
IIPENapaToB, MEPBLIX TPEX JIEKApCTBEHHBIX NIPENapaToB, perucTpupyeMsix B Poccuiickoit @enepauyu B
KauecTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX IPENapaToB, OYEPEAHOCTb KOTOPBIX OIPEAEISAETCS B
COOTBETCTBUM C HOMEPOM U JaTOM BXOISIIMX 3asBICHUH O TOCYAapCTBEHHOW perucTpanuu
JIEKapCTBEHHBIX IPENapaToB B paMKax OJHOTO MEXyHAPOJHOTO HENaTeHTOBAHHOTO HAaUMEHOBAHMUS
JIEKapCTBEHHOTO Ipernapara WIM TpYHNIHMPOBOYHOIO HAMMEHOBAaHUS JICKApCTBEHHOI'O Ipernapara,
JICKapCTBEHHBIX IPENapaToB s BETEPUHAPHOIO IPUMEHEHMs, IpeJHa3HAuYeHHbIX JUIS JICUEHUS
JIOMAIIIHUX >KUBOTHBIX, onpesaeraeHHbXx PenepanbHbIM 3akoHoM OT 27 nexadbps 2018 roma N 498-D3
"O0 OTBETCTBEHHOM OOpalleHMH C JKHBOTHBIMH W O BHECEHHWM HW3MEHEHUH B OTJCIbHBIE
3aKOHoOAaTenbHbIe akThl Poccuiickoil Penepanyn’, n 3aperucTpUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX
[pernapaToB Jii MEIULUHCKOIO INPUMEHEHHs, U JIEKapCTBEHHBIX IIPErapaToB, MpeAHa3HAYE€HHBIX
UCKJIFOUUTENILHO JJIs1 IPUMEHEHUS! HECOBEPILIEHHOJIETHUMH IPaXK1aHaMH.

(B pen. denepanbHbIX 3aKOHOB OT 22.12.2014 N 429-@3, ot 13.07.2015 N 241-®3, ot 28.04.2023 N
171-®3)

2. YckopeHHas TMpoleaypa 3KCHEpPTH3bl JIEKAPCTBEHHBIX CPEACTB B ILENAX TOCYyAapCTBEHHOU
pPEruCTpalvy JIEKAPCTBEHHBIX MPEMapaToOB HE TPUMEHSETCS B OTHOIIICHUH:

1) 6roananoroBbix (6MOMOI0OHBIX) JIEKAPCTBEHHBIX IpenapaTroB (01oaHaloToB);

2) pedepeHTHBIX JIEKapCTBEHHBIX NpPEMNapaToB (3a HMCKIIOYEHHEM Op(aHHBIX JIEKAPCTBEHHBIX
MpenapaToB);

Koncynsrantllntoc: npumeuanue.

Ho 31.12.2024 poccuiickuM NPOU3BOIUTENSM JIEKAPCTBEHHBIX IPENapaToB AJii BETEPUHAPHOIO
NPUMEHEHHsI pa3pelieHo MoJaBaTh PErHCTPALMOHHOE JI0ChE IO YCKOPEHHOW mpoueaype 0e3 ydera
TpeboBanwmii 1. 3 4. 2 cT. 26 (HocTtanornenue I[IpaButenscta PO ot 12.03.2022 N 353).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3) BOCHPOM3BENEHHBIX JICKAPCTBEHHBIX TMpenaparoB (3a HCKIIOUYEHHUEM TIEPBBIX TpPex
peructpupyembix B Poccuiickoii ®expepanuu B KayeCTBE BOCIPOM3BEICHHBIX JIEKAPCTBEHHBIX
MpenapaToB M JICKAPCTBEHHBIX IpenapaToB, MPEIHA3HAYCHHBIX HCKIIOUUTEIBHO MJIS MPUMEHEHHS
HECOBEPIIICHHOJETHUMHU Tpa)KJaHaMH, a TakXKe JICKAPCTBEHHBIX NPEMapaToB, MPeIHA3HAUYCHHBIX IS
JIeYCHUsT IOMAITHUX JKMBOTHBIX, onpesencHHbIXx DenepaibHpIM 3akoHOM OT 27 mexadps 2018 roga N
498-®3 "OO OTBETCTBEHHOM OOpaIEeHWH C >XUBOTHBIMH M O BHECCHHMM W3MEHEHUN B OTHEIbHBIC
3aKoHOAaTenbHbIe akThl Poccuiickoit @enepanuu’, U 3aperucTPUPOBAHHBIX B KAYECTBE JIEKAPCTBEHHBIX
MpernapaToB JIsl METUITUHCKOTO MPUMEHEHUS);

(B pen. @enepanbHoro 3akona ot 28.04.2023 N 171-03)

4) HOBBIX KOMOWHAIINI 3apETUCTPHUPOBAHHBIX paHee JEKAPCTBEHHBIX MPENapaToB;

5) nexkapCTBEHHBIX MpPENapaToB, 3apErMCTPUPOBAHHBIX paHee, HO MPOU3BENEHHBIX B APYTUX
JIEKapCTBEHHBIX (JOPMax B COOTBETCTBUU C MEPEUYHEM HAMMEHOBAHUH JIEKapCTBEHHBIX (JOPM U B HOBOH
JI03UPOBKE;

6) JIeKapCTBEHHBIX IPENapaToB Il MEJUIIMHCKOTO NMPUMEHEHMSI, TOCYJAPCTBEHHAS pErucTpaus
KOTOpBIX OTMEHEHA, IPU UX PETUCTPALMU B KAaYECTBE JIEKAPCTBEHHBIX IIPENAapaToB AJIsl BETEPUHAPHOIO
MIPUMEHEHUS.

(. 6 BBeneH DenepanbHbIM 3ak0HOM OT 28.04.2023 N 171-D3)
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. VYckopeHHas mpoueaypa 3KCHEPTU3bl JIEKAPCTBEHHBIX CPEIACTB IPOBOAUTCSA IO PELICHHIO
COOTBETCTBYIOLIETO YHOJIHOMOYEHHOTO (hefiepalbHOTO OpraHa MCIOJHUTEIBHON BIACTH HA OCHOBAHUH
3asBIICHUS 3asBUTENSI B CPOK, HE MPEBBIIAIONINA BocbMuAecaTu padbounx aneit. [Ipu stom sxcneptusa
JOKYMEHTOB, COJEpPAIINUXCSl B PETUCTPALIMOHHOM JI0OChE Ha JIEKAPCTBEHHBIN Ipenapar, MpOBOJUTCS B
CPOK, HE MpPEBBIIAIONINKN ecATH pabouux AHEH, SKClepTH3a KayecTBa JIEKApCTBEHHOTO CPENCTBA U
9KCIEepPTH3a OTHOILEHMS OXKUJAeMOW IOJIb3bl K BO3MOXXKHOMY PHUCKY NPUMEHEHUS JIEKapCTBEHHOTO
npernapara MpoBOASTCS B CPOK, HE MPEBBILIAIONINI HIECTUACCATH pabounx THEH.

(dactp 3 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3.1. Yrparun cuny. - ®enepanbubiii 3akoH ot 30.01.2024 N 1-D3.

4. YckopeHHas MpolEeAypa SKCHEPTHU3bl JICKAPCTBEHHBIX CPEJCTB TMPOBOIUTCS B TMOPSIIKE,
yCTaHOBJIEHHOM cTaThaMmu 17, 19, 20, 23 u 24 nHactosimero denepaibHOTO 3aKOHA, U HE O3HAYAET
CHIKEHUS TpeOOBaHMM K 0€30MaCHOCTH, KaueCTBY U 3()(PEKTUBHOCTH JICKAPCTBEHHBIX MpEIapaToB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

CraTtbAa 27. PewweHune 0 rocyaapCTBEHHOW perncTpaumm nekapcTBEHHOro npenapara

1. B cpok, He mpeBBIIAIONUN JECATH PabOYMX THEW CO JHS MOJYYCHHS 3aKIIOYCHUN KOMHUCCHU
JKCIEPTOB 110 PE3yJibTaTaM HKCIIEPTU3bl KaueCTBa JIEKAPCTBEHHOT'O CPEACTBA U SKCIEPTU3bl OTHOIICHUS
OKMJIa€MOM  MOJB3bl K  BO3MOXXHOMY DPHCKYy TPUMEHEHHs JIEKapCTBEHHOIO  IIpernapara,
COOTBETCTBYIOIIUN YIIOTHOMOUCHHBIN (heiepanbHblii OpraH UCIIOIHUTEIBHON BIACTH:

(B pen. ®enepanbuoro 3akona ot 22.12.2014 N 429-D3)

1) ocymiecTBIsIET OIEHKY 3aKIIOYCHHIA KOMHUCCHH JKCIIEPTOB JUIS OMPEICIICHUS COOTBETCTBHS
3aJJaHHIO HA TMIPOBEJICHHUE ITHUX IKCIIEPTHU3;
(n. 1 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2) mpUHUMaeT pelIeHHe O IOoCyAapCTBEHHOW PErucTpalyy JIEKApCTBEHHOrO Ipernapara Wiu o0
OTKa3€ B TOCYJJapCTBEHHOI perucTpaiuu JEKapCTBEHHOI O IIpenapara;

Koncynprantlntoc: npumedanue.
C 01.01.2025 B m. 3 cr. 27 BHOcsarcs usmeHenus (@3 or 30.01.2024 N 1-@3). Cm. Oyaymryio

PEAAKIINIO.

3) BHOCHUT IIpY IPUHATUHU PELIEHUS O FOCYJapCTBEHHON PErUCTpallMy JEKapCTBEHHOIO Ipenapara
JaHHbIE O 3apETUCTPUPOBAHHOM JIEKAPCTBEHHOM IIpenapare, B TOM 4Hcie O (papManeBTHUYECKON
cyOCTaHIIMM, BXOJSIIEH B COCTaB JIGKAPCTBEHHOro IIpernapaTa, B TOCYJApCTBEHHBIN peecTp
JICKapCTBEHHBIX CPEACTB M BBIJACT 3aABUTENI0 PErHCTPALMOHHOE YJOCTOBEPEHHE JIEKAPCTBEHHOI'O
npernapara, opMa  KOTOPOTO  yTBEpXKJIAeTcsd  YHOJIHOMOYEHHBIM  (peepanbHbIM — OpraHOM
HCIIOJIHUTEJIBHOM BJIACTH, COTJIACOBAHHBIE HOPMATHUBHYIO JOKYMEHTAlMI0, HOPMATHUBHBIN OKYMEHT,
UHCTPYKLHIO MO IPUMEHEHHUIO JIEKApCTBEHHOIO IIpernapara M MakeThl IEPBUYHOM YIAKOBKU U
BTOPUYHOU (ITOTPEOUTENHCKON) YNAKOBKM C YyKa3aHMEM Ha HUX HOMEpa pErucTpaliOHHOIO
YAOCTOBEPEHUS JIEKAPCTBEHHOTO Mpenapara U J1aThl €ro rocy/1apCTBEHHONW PETMCTpalliy WIK B CiIydae
NPUHATUS pelieHuss o0 OTKa3e B TOCYAAPCTBEHHOM perucTpanyuy JIEKapCTBEHHOIO Ipenapara
yBEIOMJISIET B MTUCbMEHHON (popMe 3asBUTENs 00 3TOM C YKa3aHHEM IMPUYHMH TaKoro OTKa3a. 3a BblIavy
PETUCTPALIMOHHOIO yIOCTOBEPEHMSI JIEKAPCTBEHHOTO NIpenapaTa B3UMAaeTCsl TOCY1apCTBEHHAs MOLUIMHA
B COOTBETCTBHUU C 3aKOHOIATEILCTBOM Poccuiickoit denepanuu o Hanorax u coopax.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. OcHOBaHUEM JUIsl OTKa3a B TrOCYJapCTBEHHOM pPErucTpaluy JICKAPCTBEHHOTO Mpernapara s
MEIUIIMHCKOTO  TPUMEHEHUs  SBJIAETCS  3aKIIOYEHHE COOTBETCTBYIOLIETO  YHOJHOMOYEHHOTO
(denepanbHOrO OpraHa HCIOJMHUTEIBHOW BIACTH O TOM, YTO KadyecTBO U (uiu) 3¢ (PEeKTUBHOCTh
PEruCTpUPYEMOro JIEKapCTBEHHOI'O MperapaTta Juisi MEIUIUMHCKOrO0 MPUMEHEHHUS HE IOJTBEPIKICHbI
MOJIYYEHHBIMH JIAaHHBIMU WJIM YTO PUCK MPUYMHEHHS BpEla 3/I0POBbIO YENOBEKA BCIIEJCTBUE MpHEMa
JIEKapCTBEHHOTO TMpemnapara JUisi MEIUIWHCKOTO TPUMEHEHHS TpeBbImaeT 3()(OEeKTHBHOCTh €ro
MIPUMEHEHHUS.

(dactp 2 B pen. DenepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

3. IloBTOpHOE mpeAcTaBIeHHWE B COOTBETCTBYIOIIMM YMOITHOMOYEHHBIH (eaepaabHblii OpraH
WCIIOJIHUTEJIbHOM BJIACTU JIEKAPCTBEHHOT'O Iperapara, B OTHOIIEHHMH KOTOPOTO IMOJY4YeH OTKa3 B
rOCyJJapCTBEHHOM PETUCTPAIlMU U KOTOPBIA BIOCIIEICTBUU MOBEPICS U3MEHEHUIO B YaCTH €TI0 COCTaBa,
paccMmaTpuBaeTcsi Kak MpEeJCTaBICHWE HOBOTO JIEKAPCTBEHHOI'O Ipernapara Ha €ro rocylapCTBEHHYIO
pEerucTpanmio He3aBUCUMO OT COXPAHEHHsI €0 EPBUYHOI0 HAMMEHOBAHUS.

(dacthb 3 B pen. DeaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

4. Ilpu mpenocTaBIEHUU 3asBUTENIEM B COCTaBE PErMCTPALMOHHOIO JOChE Ha JIEKAPCTBEHHBIN
npernapar JUisi BETepUHAPHOTO MPUMEHEHHUSI KOIIUU PEIIeHHs YIIOJIHOMOYEHHOTro (heiepabHOr0 OpraHa
WCTIOJTHUTENILHOW BJIACTH O MPOBEIECHUHM HMHCICKTHUPOBAHUS MPOU3BOAUTEINS JICKAPCTBEHHBIX CPEJICTB
CPOK TIPHHATHS pEIIeHHs O TOCYIapCTBEHHOW pErucTpalyy JIEKapCTBEHHOTO IIperapara  JUis
BETEPHHAPHOTO IPUMEHECHHNS IIPHOCTAHABIUBACTCS CO JTHS MOJTYyYEHHS 3aKII0UCHNUH, YKa3aHHBIX B YaCTH
| Hacrosmie# craTbu, A0 AHS NMPUHSATHSA YIOJIHOMOYEHHBIM (hefepaibHBIM OPraHOM HCIIOJHUTEIBHON
BJIACTU PELIEHMs O BblJaue WIM 00 OTKa3e B BbIJAUe 3aKIIOYEHHsS O COOTBETCTBUHU IPOM3BOIUTENS
JICKapCTBEHHBIX CPEJICTB TPEOOBAaHMSM MpaBHJ HaAJEKaIleld MPOU3BOJICTBEHHON NpPAaKTUKU, HO HE
OoJiee 4eM Ha CTO BOCEMBAECAT PabOUMX JHEN.

(uactp 4 BBeneHa denepanbHbiM 3aKoHOM 0T 04.06.2018 N 140-D3)
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(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

5. OcHoBaHMEM ISl OTKa3a B TOCYJApCTBEHHON PErMCTpalvy JIEKApCTBEHHOTO Ipemnapara Jjs
BETEPUHAPHOTO TIPUMEHEHHUS SBIISETCS 3aKIIOYCHHE YIOJTHOMOYEHHOTO (hemepanpHOro oprana
WCTIOJIHUTENILHON BIacTH O TOM, 4YTO KadecTBO H (wiH) 3((HEKTHBHOCTH PETUCTPUPYEMOTO
JIEKApCTBEHHOT'O TIperapara [jIsi BETEPUHAPHOTO MPUMEHEHUs HE TMOJTBEPKIACHBI IMOTYyUYeHHBIMU
JAHHBIMH WJIM YTO PUCK MPUYMHEHUS BPEJia 3I0POBBIO )KUBOTHOTO BCIIEACTBUE ITPHEMa JICKAPCTBEHHOTO
npenapara Juisi BETEpUHAPHOTO TNMPUMEHEHHs TpeBbIaeT 3()(PEKTUBHOCTh €ro MPUMEHEHHS, OTKa3
YIOJHOMOYEHHOTO (heepaqbHOr0 OpraHa HCIOJMHUTEIbHOW BJIACTH B BbIAYe 3aKIIOUEHUS O
COOTBETCTBUHM TPOU3BOJUTENSI JICKAPCTBEHHBIX CPEACTB TpPeOOBaHMSAM TMpaBUI  HaANeKalei
MPOU3BOACTBCHHOM MPAKTUKU JUISI  KaXJO0M NPOU3BOJCTBEHHOM IUIOIIAJKUA PETUCTPUPYEMOrO
JIEKApCTBEHHOT'0 TMpernapaTra [Jjisi BETEPUHAPHOTO TMPUMEHEHHUsS B Cllydae, €CJIH IPOU3BOJICTBO
JIEKApCTBEHHOTO TpernapaTta IJjisi BETEPUHAPHOTO TPUMEHEHMsI OCYIIECTBIISIETCS 3a TpelneaamMu
Poccuiickoit denepaiuu, uiam OTCyTCTBUE TAKOTO 3aKJIFOUEHUS.

(uacts 5 BBenena denepanbubiM 3aKoHOM 0T 04.06.2018 N 140-D3)

Koncynsrantllntoc: npumeuanue.
O mopsiike U CpoKax OIpeJesieHHs] B3aUMO3aMEHSEMOCTH JIEKapCTB JICKApCTBEHHBIX IPENaparos,
3apeructpupoBanHbix 10 01.03.2020, cm. c1. 3 @3 o1 27.12.2019 N 475-D3.

Cratbas 27.1. B3auMo3aMeHSiIeMOCTb JeKapCTBEHHbIX npenapaTtoB  Ans
MeAULMHCKOro NPUMeHeHus

(B pen. @enepanbHoro 3akoxa ot 27.12.2019 N 475-03)

1. B3amMo3aMeHSEMOCTh JIEKapPCTBEHHBIX IPENapaToB JUIL MEAUIMHCKOTO NPUMEHEHHS
OIpeeIsIeTCs] YIOJTHOMOUYCHHBIM (peepaabHbIM OpraHOM HCITIOJIHUTENBHON BIACTH, OCYIIECTBISIONIIM
TOCYJapCTBEHHYIO PErMCTPALUIO JIEKAPCTBEHHBIX IMpenapaToB s MEIUIMHCKOIO NPUMEHEHUs, B
paMKax OAHOI'0 MCKIAYHAPOAHOTO HCIATCHTOBAHHOI'O (I/IJ'II/I XUMHNYCCKOI'0, HIIN I‘p}/HHI/IpOBO‘-IHOFO)
HaAanMMCHOBAHUSA Ha OCHOBC 3aKJIIOUYCHUSA KOMUHCCHU DOKCICPTOB OKCICPTHOTO YUPCKIACHHUA O
B3aMMO3aMEHSEMOCTH JICKAPCTBEHHOTO Iperapara JUisi MEIUIIMHCKOTO MPUMEHEHUs OO0 O TOM, YTO
JIeKapCTBEHHBIN ITpenapar /Uil MEJUIUHCKOTO IPIMEHEHNUS He SBIISIETCS B3anMO3aMeHsIeMbIM. [1opsiok
OIIpEIeTICHUS] B3aMMO3aMEHSIEMOCTH JICKAPCTBEHHBIX IPENapaToB ISl MEAWIMHCKOTO MPUMEHEHHS U
dopma 3aKIIOYEHHUST KOMHUCCHHM HKCIEPTOB HKCIEPTHOTO YUPEKICHHUS O B3aUMO3aMEHSEMOCTH
JICKApCTBCHHBIX MperaparoB IJjid MCIUIHWHCKOrO IPUMCHCHUA 1mbo o TOM, 4YTO HeKapCTBCHHBIﬁ
npemnapar il MCAUIHUHCKOrO IMPUMCHCHHUA HC ABJIIACTCA B3aMMO3AMCHACMBIM, YCTAHABJIMBAKOTCA
(denepanbHbIM OpPraHOM HCIIOJIHUTEIBHOM BIACTH, OCYIIECTBIISIIOIIMM (YHKIMHM IO BbIPAOOTKE U
peanu3auy TOCYAApCTBEHHOM TMOJMTUKHA M HOPMATHBHO-TIPABOBOMY PpETyJIHpPOBAHUIO B cdepe
3IpaBOOXPAaHEHUS, 110 COTJIACOBAHMIO C (enepanbHbIM OPraHOM — HCIIOJHHUTENBHOM — BIIACTH,
OCYIIECTBIIAIOUIMM (DYHKIMU O JIULEH3UPOBAHUIO ITPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

(B pen. @enepanbHoro 3akoxa ot 19.10.2023 N 503-D3)

2. Komuccust KCIEpPTOB 3KCHEPTHOTO YUPEXKJEHUS JAeT 3aKII0UYEHHE O B3aUMO3aMEHSEMOCTU
JIEKapCTBEHHOI'0 Tpernapara A MEIULUHCKOIO NPUMEHEHUs JUO0 O TOM, YTO JIEKapCTBEHHBIH
mpenapar Ui MEJUIMHCKOTO IPUMEHEHHs He ABISETCS B3aUMO3aMEHSEMbIM, Ha OCHOBAaHUU
CJICAYIOUIMX KPUTEPUEB (XapaKTEPUCTHK):

1) okBHBaJEeHTHOCTb (i1 OMOAHANOrOBBIX (OMOMOAOOHBIX) JIEKAPCTBEHHBIX IpenapaToB
(OmoaHanmoroB) -  COMOCTaBMMOCTb)  KadeCTBEHHBIX M  KOJHMYECTBEHHBIX  XapaKTEPUCTHUK
(bapMareBTHYECKUX CyOCTaHIIUI MM COMOCTAaBUMOCTh aHTHUT€HHOTO COCTaBa BaKIMH. Mcmonb3oBaHue
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(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Pa3IMYHBIX COJICH, 3PUPOB, KOMIUIEKCOB, M30MEPOB, KPUCTAIUIMIECKUX (POPM M JAPYTUX MPOU3BOIHBIX
OJTHOTO W TOTO K€ JCHCTBYIONIEro BEIIeCTBA HE SBISETCS TPEMATCTBUEM JJsl OINpeaeTeHUs
B3aMMO3aMCHSIEMOCTH  JICKAPCTBCHHBIX  NPEMapaToB, €CIW TMPU  TMPOBEACHUU  HCCICIOBAHUS
OMOPKBHBAJICHTHOCTH  JICKAPCTBEHHOTO  Ipemapata  WIH  HCCICAOBAaHUS  TEPAINCBTHUSCKON
SKBHBAJICHTHOCTH JICKAPCTBEHHOTO TIperapaTa J0Ka3aHO OTCYTCTBHE KIMHUYCCKH 3HAYUMBIX Pa3Iuanid
(dhapmakokuHeTHKH # (Wiau) 3(PEGEKTUBHOCTH W OE30MacHOCTH JIGKAPCTBEHHOTO TIperapara Jyis
MEJIUIUHCKOTO IPUMEHECHHS;

2) SKBHBAJICHTHOCTD JIEKapCTBEHHOU (opMbl. [101 SKBUBAJICHTHBIMH JIEKAPCTBEHHBIMU (hOpMaMu
MMOHUMAIOTCSI pa3HbIe JIEKAPCTBEHHBIE (OPMBI, UMEIONINE OIMHAKOBBIE CIOCOO BBEIEHHUS U CIIOCO0
MPUMEHEHHS, OOJaJafoIIue COMOCTAaBUMBIMH  (DAPMAKOKMHETUYCCKUMH — XapPaKTECPUCTUKAMUA U
(hapMaKkoOJOTUYECKHM  JIEUCTBHEM UM OOECIEUMBAIOIIME TAaKXKE JIOCTHKEHHE  HEO0OXOJIMMOTO
KiuHu4Yeckoro dsddexra. Paznuums sekapcTBeHHBIX (OpM He SBIAIOTCA MNPENSTCTBHEM s
oTpeeNieHUs] B3aMMO3aMEHSIEMOCTH JIEKAPCTBEHHBIX MPENapaToB, €CIU MPH MPOBEACHUN UCCIIEIOBAHUS
OMOPKBUBAJIEHTHOCTH  JICKAPCTBEHHOTO  MpemapaTa  WIM  HCCIEAOBaHUS  TEparneBTHUECKOMN
SKBUBAJICHTHOCTH JIEKAPCTBEHHOI'O TMIpernapara J0Ka3aHO OTCYTCTBUE KIMHUYECKUA 3HAUYMMBIX Pa3Iuduil
dapmakokuHeTHKH ¥ (W) A3(G(GEKTUBHOCTH H OE30MACHOCTH JIEKAPCTBEHHOTO IIpermapara  Juls
MEJIUIIMHCKOTO MPUMEHCHUS;

3) SKBUBAJIEHTHOCTb WJIM COIIOCTAaBUMOCTbH COCTaBa BCIIOMOIaTEIbHBIX BELIECTB JIEKAPCTBEHHOTO
mpenapara Ui MEIUIMHCKOTO MpHUMeHeHMs. Pa3nmuums cocTaBa BCHOMOTAaTENIbHBIX —BEILECTB
JIEKapCTBEHHOI'O IpernapaTa HE SBJSIOTCA MPEMSTCTBUEM JUIsl ONPEAEICHUS B3aUMO3aMEHSEMOCTH
JICKApCTBEHHBIX  TpEnapaToB, €CIM TpPU TPOBEJACHUU HCCIEJOBAHUS  OMOIKBHUBAJICHTHOCTH
JIEKapCTBEHHOI'O IpernapaTa WM HCCIEIOBAHUS TEparneBTHUECKON 3KBUBAJEHTHOCTH JIEKAPCTBEHHOIO
mpernapaTa JI0Ka3aHO OTCYTCTBHE KIMHUYECKH 3HAUYMMBIX pa3iuyuil (apMaKOKMHETUKH U (WIJIN)
3G GEeKTUBHOCTH U OE30MIaCHOCTH JIEKApCTBEHHOI'O INpernapara il MEeIMLIUHCKOro npumeHeHus. Ilpu
HQIMYMKM KIMHUYECKH 3HAUYMMBIX pa3nuyuii  (apMakOKMHETHKH U (Wiu) SPQPEKTUBHOCTH U
0€30MacHOCTH JICKApCTBEHHOTO MpernapaTta Uil MEAMIMHCKOTO IMPHUMEHEHHs B3aMMO3aMEHSIEMOCTb
OIIpEAEIIAETCS C YKa3aHUEM Ha UCKJIFOUYEHHE OTIENbHBIX IPYII AllUEHTOB;

4) HIEHTUYHOCTH CII0cO0a BBEJIEHUS U CIIOCO0a MPUMEHEHNS,

5) COOTBETCTBHE MPOU3BOIUTENS JIEKAPCTBEHHOTO Cpe/ICTBAa TPEeOOBAHMSM IPABWI HajaJeKalei
MIPOU3BOJICTBEHHOU MPAKTHKHU.

3. be3 HCO6XO,Z[I/IMOCTI/I JOKa3aTcCjIbCTBa OMOSKBHUBAJIEHTHOCTH OCYHICCTBJIACTCA OIPCACIICHUC
B3aMMO3aMCHACMOCTH BOCIIPOU3BCACHHLIX JICKAPCTBCHHBIX MPCIIapaTOB, KOTOPHIC!

1) mpenHazHayeHbl Ui MAPEHTEPAIBHOTO (IOAKOKHOTO, BHYTPHUMBILIEUHOTO, BHYTPUBEHHOIO,
BHYTPUIJIa3HOTO, BHYTPHUIIOJIOCTHOIO, BHYTPUCYCTaBHOI'O, BHYTPUKOPOHAapHOIO) BBEIEHUS U
MIPEJICTaBISAIOT CO00M BOAHBIE PACTBOPHI;

2) npeAcTaBISIIOT cO00M PacTBOPHI AJIs IEPOPATILHOIO IPUMEHEHHUS;

3) npousBenieHb! B OpME HOPOLIKOB WM JIHOPUIN3ATOB Ul HPUTOTOBICHUS PACTBOPOB;

4) ABASAIOTCS ra3amu;

5) SBNAIOTCS YITHBIMU MJIH TJIa3HBIMH JICKAPCTBEHHBIMH IIpETapaTaMu, IPOU3BEICHHBIMU B (hopMme
BOJHBIX PaCTBOPOB;
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6) mpenHa3HA4YEHbl JJII MECTHOTO M (WJIM) HapyXKHOTO NPHUMEHEHHs U MPUTOTOBJIEHHI B (hopMme
BOJHBIX PaCTBOPOB;

7) npeacTaBISAIOT COOOW BOAHBIE PACTBOPHI IS MCIIOJB30BAHMS B (DOpME MHTASIIUNA C TIOMOUIBIO
HeOynaiizepa WM B KayeCTBE HA3aIbHBIX CIIPEEB, MPUMEHSEMBIX C IOMOIIBIO CXOAHBIX (IMOXOXKHX,
aHAJIOTUYHBIX ) YCTPOMCTB (IprOOPOB, anmapaTos).

(dactb 3 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4.  OcoOeHHOCTH OIIpeleNIeHUs]  B3aMMO3aMEHSIEMOCTH  OMOJIOTMYECKUX  JIEKapCTBEHHBIX
npenapaTroB, KOMOMHHPOBAHHBIX JICKAPCTBEHHBIX IMpenapaToB (ColepKaliuX KOMOWHAIMIO JABYX H
Oosee JEUCTBYIONIMX BEIIECTB), JICKAPCTBEHHBIX IpPENapaToB s MAPEHTEPATbHOTO MHTAHUS H
HEJO3UPOBAaHHBIX  JIEKAPCTBEHHBIX  IpENapaToB  yCTaHABIMBAIOTCS  (eaepaJbHbIM  OpraHOM
WCIIOJHUTENIbHOM BIACTH, OCYIIECTBIISIONMM (YHKIIMN MO BBIPAOOTKE U peaan3alui rocy1apcTBEHHON
MOJUTUKN ¥ HOPMAaTHBHO-IIPAaBOBOMY PETYJIMPOBAHMIO B cepe 3paBOOXPAHEHUS, IO COTJIACOBAHHMIO C
(benepanbHBIM OPraHOM HCIOJHUTEIBHOW BIIACTH, OCYIIECTBISIONMM (YHKIMH TI0 JMIEH3UPOBAHHIO
MIPOU3BOJICTBA JICKAPCTBEHHBIX CPEJICTB.

(B pen. @enepanbHoro 3akona ot 19.10.2023 N 503-03)

5. OHpCI{CHCHI/Ie B3aUMO3aMCHACMOCTH HE OCYIICCTBIIACTCA B OTHOWICHHUH JICKAPCTBCHHBIX
PACTUTCIIBHBIX IIPEHIapaToB, TOMCONMATHYCCKUX JICKAPCTBCHHBIX IIPEIIapaToB.

6. (DOpMI/IpOBaHI/Ie NEPCUYHA B3aMMO3aMCHACMBIX JICKAPCTBCHHBIX IIp€IIapaToB I MCIUITUHCKOI'O
MPUMCHCHUA OCYIHICCTBIIACTCA 3KCICPTHBIM YUPCKACHUEM IMOCPEACTBOM O6’beI[I/IHeHI/I$I JICKApCTBCHHBIX
npenapatoB B OTACIbHBIC TPYIIILI, B Kaxaoi u3 KOTOPLBIX JICKAPCTBCHHBIC IIPCIIAPAThI SABJIAIOTCH
B3aMMO3aMCHACMBIMMU.

7. B cayuae BKJIIOYEHHUS B HMHCTPYKIHIO IO MEIUIIMHCKOMY MPUMEHEHHUIO JIEKapCTBEHHOTO
npenapara Ha OCHOBAaHUHU PE3YyJIbTATOB COOTBETCTBYIONIUX MCCIICIOBAHHUN TTOKA3aHUH ISl TPUMEHEHUS,
KOTOpBIE OTIUYAIOTCS OT MOKA3aHUH JIJIsl IPUMEHEHHSI JPYTHUX JIEKAPCTBEHHBIX MPENapaToB U3 IPYIIIbI
B3aMIMO3aMEHSIEMbIX JICKAPCTBEHHBIX IIPEMapaToB, B IEpPEYHE B3aUMO3aMEHIEMBIX JIEKapCTBEHHBIX
MpernapaToB JIsl MEIUIIUHCKOTO MPUMEHEHHS T0JDKHA OBITh YKa3aHa COOTBETCTBYIOIIAs HH(POpPMAIIHSL.

8. IlepeueHb B3aMMO3aMEHSIEMBIX JICKAPCTBEHHBIX MPENapaToB ISl MEIULUHCKOTO MPUMEHEHHS
pa3MeniaeTcst yIOJTHOMOYCHHBIM (pelepallbHbIM OPTraHOM HCIIOJHUTEIIBHON BJIACTH, OCYIIECTRISIFOIIHM
TOCYJJaPCTBEHHYIO PErHCTPAIMIO JICKAPCTBEHHBIX MPENapaToB IS MEIWIIMHCKOTO MPUMEHEHHs, Ha
cBoeM odunuansHoM caiWte B cetn "HMHrepHer". MHbopmamus B mepeyHe B3aMMO3aMEHSIEMbBIX
JIEKapCTBEHHBIX MPENapaToB JJs MEIUIMHCKOTO MPUMEHEHUsI OOHOBIIAETCS yKa3aHHBIM (peepanbHbIM
OpraHOM HCIIOJTHUTEIBHOU BJIACTH C YUYETOM HOBBIX 3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpENapaToB
JUISL MEIUUMHCKOTO TPUMEHEHHUS W BHECEHHBIX HM3MEHEHHMM B JIOKYMEHTBHI, COJEpKaluecs B
PErUCTPAlIMOHHBIX J0Ch€ Ha 3aperHCTPUPOBAHHBIC JICKAPCTBEHHBIE Mpenaparbl s MEIUIIMHCKOTO
MIPUMEHEHUS.

9. [lopsaaoK MCHOIB30BAHUS HHPOPMALIUK O B3aUMO3AMEHAEMbIX JIEKAPCTBEHHBIX Mpernaparax Ajs
MEIUIMHCKOTO INPUMEHEHHS M MOPSNOK Jayd pa3bsCHEHWI IO BOIPOCAM B3aUMO3aMEHSIEMOCTU
JICKapCTBEHHBIX MPENapaTroB s MEIUIMHCKOTO TNPUMEHEHHUs YCTAaHABIMBAIOTCS (enepaabHbIM
OpPraHOM HCIIOJHUTEIBHON BJIACTH, OCYIIECTBISIONIMM (QYHKIUH TIO BBIPAa0OTKE U pearu3aliu
TOCYJapCTBEHHOH IMOJIMTUKU ¥ HOPMATHBHO-TIPABOBOMY PETYJIMPOBAHUIO B Chepe 3ApaBOOXPAHEHUS, 110
COTJIACOBaHUIO C (peiepalibHbIM OPraHOM HCIOJHUTENIBHON BJIACTH, OCYLIECTBIISIIOIIUM (QYHKIHMU T10
JULEH3UPOBAHUIO ITPOU3BOJICTBA JICKAPCTBEHHBIX CPEJCTB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 19.10.2023 N 503-03)

Koncynsrantllntoc: npumeuanue.

Cpok perucTpanuu JIeKapcTBEHHOI'O MpenapaTa Uil BeTepUHAPHOIO MPUMEHEHHUs, UCTEKAIOMIUN C
14.03.2022 mo 31.12.2022, a Ttaxxke B 2023 roay, mpomieH Ha 12 mecsaueB (IloctanoBinenue
ITpaButensctBa PO ot 12.03.2022 N 353).

Koncynprantllntoc: npumeuanue.

Cpoku  f[EUCTBUSL  PETUCTPALMOHHBIX  YIOCTOBEPEHUU  JICKAPCTBEHHBIX  MpenapaTtoB  JAJis
MEJIUIIMHCKOTO TPUMEHEHHs, KOoTopble ucTekaloT B 2024 r. mpomneHsl Ha 12 wmecsueB (
[locranoBnenue [IpaButenscrea PO ot 12.03.2022 N 353).

CraTtbAa 28. PeructpaumoHHoe yoocToBepeHne nekapCTBEHHOro npenapara

Koncynprantllntoc: npumeuanue.

Pa3pemtaercsa obpamenue B PO 3aperucTpupoBaHHbBIX JIEKAPCTBEHHBIX IPENApaTOB, CPOK JIEHCTBUS
PETUCTPALIMOHHOTO yIOCTOBEPEHHSI KOTOPBIX UCTEK B Cllydae, MPeayCcMOTpeHHOM 4. 11 cT. 4 @3 ot
30.01.2024 N 1-@3.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 4. 1 - 3 cr. 28 He pacHpOCTpaHSIOTCS Ha MPABOOTHOIICHMS, BO3HUKAIOIIUE TMPU
oOpallleHnH JIEKapCTBEHHBIX CPeACTB A MeaunnHckoro npuMmenenus (@3 or 30.01.2024 N 1-D3).

1. PeructpanimoHHoe yJI0CTOBEPEHME JIEKAPCTBEHHOI'O IpernapaTa C YKa3aHHUEM JIEKAPCTBEHHBIX
¢bopM U [103UPOBOK BbLIAETCS OECCPOYHO, 33 HUCKIIOYEHHEM PETUCTPALMOHHOIO YyIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IIperapara, BbIIABAEMOTO CO CpPOKOM JCHCTBUSL MATh JIET, Ha BIIEPBbIC
peructpupyembie B Poccuiickoit @enepanyu JeKapcTBEHHbIE penapaThl.

2. Ilo ucteyeHMM yKa3aHHOTO B 4acTM | HacTOsIIeW CTaTbU CpOKa BBLAAETCS OeccpouHoe
PEruCTpallMOHHOE YAOCTOBEPEHUE JIEKAPCTBEHHOIO IIperapara IpU YCIOBUU IOATBEPKICHUA €r0
rOCyJapCTBEHHOMN pPErucTpaLyu.

3. B ciydae BHeceHust B cOOTBeTCTBUU cO cTtarthsiMu 30 u 31 Hactosimero denepanbHOro 3akoHa
W3MEHEHUN B COJCpIKAIUECS B PETHCTPAIMOHHOM JIOCh€ Ha 3apETUCTPHPOBAHHBIN JICKAPCTBEHHBIN
npenapar JOKyMEHTBI, 3aTparuBaloIINX CBEJCHHUS, OTPAXXEHHBIC B PETHCTPAIIMOHHOM YJIOCTOBEPCHUH
JIEKapCTBEHHOTO TperapaTa, YIOJTHOMOYEHHbIN (efepanbHbIil OpraH UCIOIHUTENBHON BIACTH BBIAAET
HOBOE PETUCTPALMOHHOE YJIOCTOBEPEHHE JICKAPCTBEHHOTO Mpernapara, CoJAepKaliee BHECEHHBIC B HETO
A3MEHEHHS.

(uactp 3 BBeneHa denepanbHbIM 3aK0HOM 0T 22.12.2014 N 429-03)

KoncynbrantlIntoc: npumedanue.
C 01.01.2026 4. 4 cT. 28 yrpaunBaet cury (D@3 ot 30.01.2024 N 1-D3).

4. B cnydae yTpaThl WM TIOBPEXICHHUS PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
mpernapaTa MO 3asBICHUI0O B NUChbMEHHOW (opMme JepkaTens WId BJajeiblia PErUCTPALMOHHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 obpalleHnM nekapcTBeHHbIX cpeacTs"” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

YAOCTOBEPEHUS JIEKAPCTBEHHOTr'O Mpenapara Wik yIOJHOMOYEHHOIO UMHU JIPYTrOro IOPUANYECKOTO JUla
O BblJaue AyOJMKaTa  PErMCTPAMOHHOTO  yAOCTOBEPEHHUS  JIGKAPCTBEHHOTO  Mpemapara
YIOJTHOMOYCHHBIN (heiepabHblii OpraH MCIOJHUTEIBHON BIIACTH B CPOK, HE TPEBHINIAIOIINN JECATH
paboumx JHEW CcO JHS MOCTYIUICHHS 3asSBJICHHS, BBIAACT MyOIHKAT PErHCTPAIMOHHOTO YIOCTOBEPCHHUS
JIEKapCTBEHHOTO  MpemapaTta. 3a  BbIauy  JOyOJMKaTa  PETUCTPAMOHHOTO  yJAOCTOBEPEHUS
JICKApCTBEHHOTO  Mpemnapara B3UMAeTCid TOCYJapCTBEHHas  MONUIMHA B  COOTBETCTBUU  C
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o HaJorax u coopax.

(dactb 4 BBeneHa PenepaibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

Koncynbrantllntoc: npumeuanue.
C 01.01.2026 ct. 29 He pacmpocTpaHseTcss Ha MPABOOTHOLICHHS, BO3HHUKAIOIIUE MPH OOpalieHuH
JIEKapCTBEHHBIX CPEACTB I MeAuHcKkoro npumenenus (@3 ot 30.01.2024 N 1-D3).

Koncynprantllntoc: npumeuanue.

[Tonoxxenus ct. 29 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUS TOC. YCIYT IpU
oOpallleHnH JIEKapCTBEHHBIX CPEACTB: A MEAMIMHCKOIO IPUMEHEHHS IOCPEICTBOM EIUHOMN
cuUcCTeMbl U (Win) enuHoro noprana, opuMensored ¢ 01.01.2025; nis BeTepuHapHOTO NPUMEHEHUs
IIOCPEJICTBOM €auHOro noprana, npuMenstorcs ¢ 01.01.2026. PerucrtpannoHHble ya0CTOBEPEHUS
JIEKapCTBEHHBIX MpernaparoB Uil MEIUIMHCKOTO NpPHUMEHEHMs, Ha OyMaXHOM HOcuTele U
ny6mukatel ¢ 01.01.2025 He BbIIAIOTCS.

KoncynprantlIntoc: npumeyanue.

Cpok perucrpanyy JEKapCTBEHHOIO Ipenapara Uil BETEPUHAPHOIO NPUMEHEHMS, UCTEKAIOMUN C
14.03.2022 nmo 31.12.2022, a Ttaxxe B 2023 romy, npomieH Ha 12 mecsueB (Ilocranonenue
ITpaButensctBa PO ot 12.03.2022 N 353).

Cratba 29. MoAatBepXxaeHue rocynapCTBEHHOW perucTpaumm rnekapcTBeHHOro
npenapara

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. [TonTBepskIeHUE rOCYJapCTBEHHOM PErUCTpaliy JeKapCTBEHHOTO Mpenapara OCyIleCcTBIsSETCS
IpHU BbIJa4€ OECCPOUHOTO PETHCTPAIMOHHOTO YJIOCTOBEPEHHMsI JIEKAPCTBEHHOIO IperapaTta B Cllydae,
yYKa3aHHOM B 4acTH 2 cTtaTtbu 28 HacTosmero @eaepanbHOTO 3aKOHA, B CPOK, HE MPEBBILLIAIOIIANA COPOKa
paboumx THEH COo JTHS HAIPABJICHUS MOCPEICTBOM €IMHOTO MOpTalia B YIIOJHOMOUYEHHBIN (peepanbHbIii
OpraH WCIIOJTHUTEIHHOW BIJIACTH WM JIMYHBIA KAaOWHET YIOJTHOMOYEHHOTO (eAepaibHOro opraHa
WCTIOTHUTEIIbHOW BJIACTH B CAWHOW CHCTEME 3asBICHUS O TOATBEPKIACHUU TOCYIapCTBEHHOMN
perucTpali  JEKapCTBEHHOTO  MperapaTa, [MOANHUCAHHOTO  YCHJIEHHOM  KBaJU(UIIMPOBAHHOM
ANEKTPOHHON moAmuchio. He ocyriecTBisieTcss MOATBEPKIEHUE TOCYAapCTBEHHOW pErucTpanuu B
OTHOLIEHUHU JIEKAPCTBEHHOTO Mpernapara s BETEPUHAPHOIO NPUMEHEHHs, HE HaXOJMBIIETOCs B
obpamenuu B Poccuiickoit ®eneparuu B TeueHUE Tpex U Ooyiee JIET, a TaKKe B OTHOIICHUU
JIEKApCTBEHHOT'O CPEJICTBA, MPOU3BEACHHOTO C HAPYIICHUEM TPeOOBaHUs, YCTAHOBIEHHOTO 4acThio 3.7
cratbu 71 Hacrosmero @eaepanbHOTO 3aKOHA.
(B pen. Deaepanproro 3axoHa ot 30.01.2024 N 1-D3)

2. 3agBiieHHE O MMOATBCPIKACHUU FOCY,HapCTBeHHOﬁ perucrpanun JCKAPpCTBCHHOI'O IIpCIiapaTa
HampaBJIAACTCd  MOCPCACTBOM  CAHWHOIO  IOpTaja B yHOJ'IHOMO‘-ICHHBIfI (I)e)lepa.]'ILHBII‘/’I opraH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

UCTIOJHUTEIbHOM  BJIACTW WM JIMYHBIM KaOMHET YIMOJHOMOYEHHOro (enepaabHOro opraHa
HCIIOJIHUTENILHOM BJIACTH B €IMHOM CHUCTEME HE PAHEE YEM 3a CTO BOCEMBAECAT AHEW O MCTEUEHUs
CpOKa JEHCTBHS PErHCTPAlMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOrO IIpernapara M HE II03]HeEe
OKOHYaHHSA CpOKa €10 ILGfICTBH)I.

(uacts 2 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

2.1. Yrparun cuiy. - ®eaepanbusiii 3akoH ot 30.01.2024 N 1-D3.

3. [lonTBeprkaeHNE TOCYAAPCTBEHHOM PErHCTpPAIMU JISKAPCTBEHHOT'O MpernapaTa OCyIIeCTBIISETCS
M0 pe3yJbTaTaM 3KCIEPTU3bl OTHOLICHUS OKUAAEMOW IMOJb3bl K BO3MOXKHOMY PHUCKY NPUMEHEHUS
JIEKapCTBEHHOTO TpernapaTa Ha OCHOBAHUH PE3yJIbTaTOB MOHUTOPHHTA 3()(HEeKTUBHOCTH 1 0€301TacCHOCTH
JIEKapCTBEHHOTO IMpemnapara, HPOBOAMMOIO Jep)KaTeleM WIN BIaJeNIblleM PpETUCTPALUOHHOTO
YIOCTOBEPEHUS JIEKaPCTBEHHOTO TIpernapaTra Ju00 YIOJTHOMOYCHHBIM WUMH HOPUIAWYECCKHM JIHIIOM, a
TaKKE€ COOTBETCTBYIOUIMM YIOJHOMOYEHHBIM (efiepabHBIM OpPraHOM HCIIOJIHUTENBHONW BIIACTH B
COOTBETCTBHUH C TpeOOBaHUSIMU cTaThu 64 HacTosmiero dexepaabHOro 3aKOHA.

4. K 3agBiIeHHIO O MOATBCPIKACHUN FOCY)I&pCTBGHHOﬁ peructpanuu JCKAapCTBCHHOI'O0 IIpcriapaTta
AT MCAULUHCKOTO ITPUMCHCHUS IMPUJIArarOTCs:

1) nOKyMeHTHI, cojepraliue pe3yJabTaTbl MOHUTOpUHTa 3((EeKTUBHOCTH U 0€30MacHOCTH
JIEKapCTBEHHOI'0 IperapaTa [Jjs MEAWLUHCKOrO MPHUMEHEHHUs, NPOBEICHHOIO JeprKaTelieM WIH
BJIAJIENIbLIEM PETUCTPALIMOHHOIO YJIOCTOBEPEHMsI JIEKAPCTBEHHOI'O Ipernapara Juil MEIUIIMHCKOTO
IpUMEHEHHUs JHMO0O0 YIOJIHOMOYEHHBIM UM IOPUAMYECKMM JMLIOM, MO (opme, yTBEpKIECHHOH
YIOJIHOMOYEHHBIM (he/IepaIbHBIM OpPraHOM HCIIOJHUTEIbHOM BIIACTH;

2) cBelleHUs O JlaTe MPEIOCTaBJICHUS U PETUCTPALMIOHHOM HOMEpE JMIIEH3UM Ha MPOU3BOJCTBO
JIEKApCTBEHHBIX CPEJACTB, WJIM CBEIACHUS O JaTe MPEJOCTaBIEHUS M PETUCTPAIMOHHOM HOMEpe
3aKIIOYEHUS O COOTBETCTBUU TPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHMSIM IIPABUI
HaJyIe)KaIeld MPOU3BOJICTBEHHONW MPAKTUKU, WM KOMHS cepTHU(HUKATa COOTBETCTBHUS MPOM3BOIUTENS
JMEKapCTBEHHBIX CPEACTB JUISI MEAMIMHCKOTO TPUMEHEHHs TpeOOBaHMSIM TMPAaBHI HaJJIeKaIleH
MPOU3BOJCTBEHHON  MpakTUKU  EBpa3uiickoro  SKOHOMHUYECKOrO0  COH03a,  MPEJOCTABICHHBIX
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPTaHOM HMCIIOJIHUTEIHHON BJIACTH B OTHOIICHHH MPOU3BOJICTBEHHON
IJIOMIAKK  JIEKAPCTBEHHOTO  Tpemapara Uil  MEAMIIMHCKOTO TPUMEHEHHUs, TOCyJAapCTBEHHAs
perucTpanmsi KOTOporo MOATBEPKIAETCS B ClIydae, €CJId MPOU3BOJICTBO JICKAPCTBEHHOTO TIpenapara Jijis
MEIMIIMHCKOTO TpUMEHEHUs ocynlecTBisgeTcs: B Poccuiickoit dexnepaiuu;

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

3) xomusl MPEeAOCTaBICHHON YNOJHOMOYEHHBIM OPTaHOM CTpPaHbl MPOU3BOAMTENS JIULIEH3UU Ha
MPOU3BOJACTBO JIEKAPCTBEHHOIO Ipenapara i MEAUIUHCKOTO IPUMEHEHUS U €€ MEPEBOJ Ha PYCCKUHI
SI3bIK, 3aBEPCHHBIE B YCTAHOBJICHHOM MOPSJIKE, a TakKKe€ KOMHUS 3aKIIOYECHUS O COOTBETCTBUHU
MIPOM3BOJUTENS JICKAPCTBEHHBIX CPEJCTB TPEOOBAHWSAM MPABWI HAJICKAIICH MTPOU3BOACTBEHHOM
MPAKTUKW, WIM KONHUS cepTHU(HKATa COOTBETCTBUS IMPOU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB s
MEIUIIMHCKOTO TPUMEHEHUs TpeOOBaHMSIM MpaBWJ HaANEXKAlleld MPOU3BOACTBEHHON MPaKTUKU
EBpa3uiickoro 3KOHOMHYECKOTO COI03a, BBIJIAHHBIX YIIOJIHOMOYEHHBIM (hefepaabHbIM OpPraHOM
HCIOJIHUTEJIBHOM BJIACTH B OTHOLIEHWH IIPOM3BOJICTBEHHOM IUIOIIAJIKM JIEKAPCTBEHHOrO Mpenapara s
MEIMIIMHCKOTO NMPUMEHEHHUS], TOCYIapCTBEHHAs PETUCTPALUS KOTOPOro MOATBEPKIAAETCS, WIN KOMUS
pelieHusl  yImOJIHOMOYEHHOTO (eepalbHOr0 oOpraHa WCIOJHUTEIBRHON BJIACTH O MPOBEACHUU
(apmalleBTUUECKON HMHCIEKIMM TMPOU3BOJACTBA JICKAPCTBEHHBIX CPEACTB U1l  MEAULHUHCKOTO
MPUMEHEHHUS Ha COOTBETCTBHE TPEOOBAaHUSM MpaBWJl HaJJIekKalled MPOU3BOJACTBEHHON MPaKTUKU
EBpa3uiickoro 3KOHOMUYECKOr0 COK03a B CIIydae, €CJIM MPOU3BOJICTBO JIEKAPCTBEHHOr'O Ipernapara s
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MEIUIIMHCKOTO PUMEHEHHUS OCYILECTBIIIETCS 3a penenamu Poccuiickoit denepanuu.
(n. 3 B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-®3)
(dactb 4 B pen. Oenepanbuoro 3akona ot 04.06.2018 N 140-D3)

4.1. B oTHOIICHHH OHOJIOTHYECKUX JICKAPCTBEHHBIX MPENapaToB I MEIUIIMHCKOTO TPUMEHEHUS
3asiBUTEIb JIOMOJIHUTEIBHO TIPEJACTABISICT PE3yJbTaThl MEPOIPHITHHA, MPEIyCMOTPSHHBIX ILIAHOM
yIpaBJICHUS] PUCKAMH, YTBEPXKICHHBIM YIOJHOMOYEHHBIM (hefepaibHbIM OPraHOM HCIIOJHUTEIHHON
BJIACTH TPH OCYIIECTBICHUH TOCYJAPCTBEHHON pETUCTpallMy JIEKAPCTBEHHOI'O TIpernapara s
MEUIIMHCKOTO MIPUMEHEHHSI.

(dactb 4.1 BBegena denepanbubiM 3akoHoM 0T 04.06.2018 N 140-D3)

4.2. K 3asBJICHUIO O MOATBEPKICHUH TOCYAApPCTBEHHOM PETUCTpaIliy JIEKAPCTBEHHOTO TIpenapara
JUTsl BETEPUHAPHOTO MPUMEHEHHs TPUJIAralOTCs JOKYMEHTHI, COAEpIKallue pe3ysbTaThl MOHUTOPUHTA
3¢ dexTuBHOCTH M 0€30MaCHOCTH JICKAPCTBEHHOTO IIpernapaTra JUisi BETEPUHAPHOTO TPUMEHEHUS,
MPOBOJIUMOI0 JI€p>KATENIEM WM BJIAAEIbLEM PErMCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpemapaTta JJisi BETEPUHAPHOTO MPUMEHEHHUs THUOO0 YHNOJTHOMOYEHHBIM UM IOPUAMYECKUM IUIOM, TI0
dopMe, YTBEpKIECHHOW YIOTHOMOUYEHHBIM (eepaabHbIM OpPraHOM HCIOJTHHUTEIBHOW BIACTH, U
JIOKYMEHTBI, YKa3aHHbIE B MyHKTaxX 1, 2 - 2.2, moamynkrax "a", "6", "k", "n" nmynkra 4 yactu 3 crateu 17
Hacrosimero  DefepanbHOTO 3aKOHA. B OTHOIIEHWM WMMYHOOHMOJIOTMUECKHX —JIEKAPCTBEHHBIX
MpEenapaToB /i1 BETEPUHAPHOTO NMPUMEHEHHUS HE MPEACTABISIOTCS CBEJICHUS, YKa3aHHbIC B MOJITYHKTE
"k" nmynkra 4 yactu 3 ctateu 17 Hacrosimero denepanbHOro 3akoHa. B OTHOIIEHHH J1€KapCTBEHHBIX
rpenaparoB IS BETEPUHAPHOTO MIPUMEHEHUS, MOJTYYEHHBIX c MIPUMEHEHHUEM
TCHHO-MH)KCHEPHO-MOIM(UIIMPOBAHHBIX ~ OPTaHM3MOB WM  COJCPXKAIIMX TaKWEe OPTaHHU3MBI,
JIONIOJIHUTEIBHO TMPEJICTABISAIOTCS CBEIAECHUS, YKa3aHHbIe B MyHKTe 13 wactu 3 crarbu 17 Hacrodiiero
denepanbHOro 3aK0Ha.
(dactp 4.2 BBeneHa denepabHpiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. denepaibHOrO 3aK0HA OT
02.08.2019 N 297-®3)

4.3. 3agBuTenb BOpaBe MPEACTaBUTh C 3asBICHHEM O TOATBEPXKICHUU TOCYAapCTBEHHON
peructpanu JICKAPCTBCHHOI'O Ipfrapara PpCeKBHU3UTBI JOKYMCHTA, IIOATBCPIKAAOIICTO YIIATY
rOCyJapCTBEHHOM MOLUIMHBI 3a IOATBEPKACHHE TI'OCYJIapCTBEHHOM pETrUCTpanuu JIEKapCTBEHHOTO
mpernapaTa, a TakkKe BblJaBaeMble (MpeAOoCcTaBiIsieMble) YIOJIHOMOYEHHBIMH (heepaabHbIMU OpraHaMu
UCTIOJTHUTEBHON BJIACTH JIOKYMEHTHI (CBEICHUS), YKa3aHHbIE B IMYHKTax 2 M 3 4acTH 4 HACTOSILEH
crathl. B cimydae WX HempeAcTaBlICHHs YIOJIHOMOYCHHBIH (emepaibHbIi OpraH HCIOJHUTEIBHON
BJIACTU 3alpallllBaeT YKa3aHHbIE JOKYMEHTHl (CBEIEHHsS) B TOPSJKE MEKBEJOMCTBEHHOTO
MH(POPMALIMOHHOTO B3aMMOICHCTBHSL.

(B pen. @enepanbHbIX 3aKOHOB 0T 27.12.2019 N 478-®3, ot 30.01.2024 N _1-D3)

5. B Tteuenue nsaTH paboumx [OHEH €O JHS HaMpaBJIEHUS MOCPEICTBOM E€IUMHOrO TMopTaja B
YIOJHOMOYEHHBIN  (efepaibHblii  OpraH  HCIOJHUTENbHONW  BIACTH WM JIMYHBIA ~ KaOWHET
YIOJHOMOYEHHOTO (hefepaibHOr0 OpraHa MCHOJHUTENbHOM BJIACTH B €IMHOM CHCTEME 3asBICHUS O
MOATBEPXKJICHUH TOCYJAAPCTBEHHOW PpETUCTpaluu JIEKAPCTBEHHOTO IMpenapara U JIOKYMEHTOB,
COJIEpKalINX Pe3yJabTaThl MOHUTOPUHTA 3((HEKTUBHOCTH U OE30MACHOCTH JICKAPCTBEHHOTO TIpernapara,
MIPOBOAMMOIO JepiKaTeleM WU BIAJENbleM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npenapara Ju00 YIoTHOMOYEHHBIM UMHU IOPUIUICCKAM JIUIIOM, YITOJTHOMOYEHHBIN (peepanbHbIil opraH
WCIIOJIHUTEJILHOM BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) mpoBOAUT MPOBEPKY MOJHOTHI CBEJICHUN, COJEPKAIIMXCA B MPEACTABICHHBIX 3asBUTEIIEM
JIOKYMEHTAaX;

www.consultant.ru CrpaHuua 62 n3 158
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100184&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100184&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100031&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100031&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100036&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100036&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=122056&amp;date=06.09.2024&amp;dst=100009&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=122056&amp;date=06.09.2024&amp;dst=100009&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100038&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100038&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=06.09.2024&amp;dst=100057&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=06.09.2024&amp;dst=100057&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=06.09.2024&amp;dst=100198&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=06.09.2024&amp;dst=100198&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100186&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100186&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100188&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100188&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2) mpUHMMAaET PElIeHHE O MPOBEICHHM WM 00 OTKa3e B MPOBEICHUU IKCHEPTU3blI OTHOILICHUS
0’KMJIa€MOM TOJb3bl K BO3MOKHOMY PHUCKY NPHUMEHEHHMs JEKapCTBEHHOI'O MpernapaTra Ha OCHOBAHUH
pEe3yJIbTaTOB  MOHUTOPUHTAa J(PQPEKTUBHOCTH U  0€30MacCHOCTH  JIGKAPCTBEHHOTO  Iperaparta,
MIPOBOAMMOIO JepiKaTeleM WU BIAJeNblleM PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKAPCTBEHHOI'O
npenapara Ju00 yMOJHOMOYECHHBIM WMH IOPUIUYECKHAM JIMIIOM, a Takke (eaepalibHbIM OpraHOM
WCIIOJIHUTENILHOM BJIAaCTH B COOTBETCTBUU C TpeOoBaHMSAMH cTaTbu 64 Hactosuiero denepanbHOro
3aKOHa;

3) HampaBiseT B JIMYHBIM KaOMHET 3KCIEPTHOTO YUPEXKACHUS B €IMHOM cCHUCTeMe MOANKCAHHOE
YCUJICHHOW KBaTU(UIIMPOBAHHON JJICKTPOHHOW TOIMKMCHIO 3a/JlaHUe Ha MPOBEICHHE AKCIEPTH3BI,
MIPEAYCMOTPEHHOW IYHKTOM 2 HACTOSILIEHM 4YacTH, a TaK)Ke HANpaBiIAeT 3asABUTEII0 IMOCPEACTBOM
€IMHOTO TopTaja WiIM B JIMYHBIA KAaOMHET 3asiBUTENSI B €IMHOM CHUCTeMe MOJNUCAaHHOE YCHJICHHOMN
KBIM(ULIIMPOBAHHON 3JIEKTPOHHON MOJNUCHIO YBEOMJICHUE O MPUHATOM PELICHUH O BblJaye 3a/laHusi
Ha TPOBEJCHHE YKa3aHHOW HKCIEpTHU3bl JHOO0 00 OTKa3ze B MPOBEACHUHM YKa3aHHOW HKCIEPTHU3BI C
yKa3aHUEM IIPUYMH OTKa3a.

(. 3 B pen. @enepanbuoro 3akona ot 30.01.2024 N 1-D3)

6. B ciywae BBISIBIEHHS HEJOCTOBEPHOCTH W (WJIM) HEJOCTATOYHOCTH WH(OpPMAINH,
coJiepkalieiicss B IMpeCTaBICHHBIX 3asBUTENEM JOKYMEHTaX, YIOJHOMOYEHHBIH (eaepanbHblii opran
UCIIOJIHUTEJIBHOM BJIACTH HANpAaBISET 3asBUTENIO0 IOCPEICTBOM €IUHOIO IMOpTaja WIM B JIMYHBIN
KaOMHET 3asBUTENS B €IUHON CHCTeMe 3alpoc 00 yTOUHEHHM yKa3aHHON MH(OpMAaIiu, MOANMUCAHHBIN
YCUJICHHOM KBaJTM(UIIMPOBAHHON 3JIEKTPOHHOH MOANHUCHIO.

(uactsb 6 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

7. 3asBurenp O00s3aH HAMPABUTh IOCPEICTBOM E€IHMHOTO TIOpTaja B YIOJHOMOYEHHBIN
(denepanbHBI OpraH UCIOTHUTENIBHOM BJIACTU WM JIMYHBIN KaOMHET YIOJIHOMOYEHHOTO (e/iepalbHOTro
OpraHa HCIIOJHUTEIBHOIN BIACTH B €JMHOW CHCTEME IMOJNHCAHHBIM YCHICHHOW KBAIU(HUINPOBAHHON
ANIEKTPOHHOHN TOAIMMUCHIO OTBET HA 3aIPOC YIOJHOMOYEHHOTO (peepabHOTO OpraHa MCIOJTHUTEIBHOM
BJIACTH, YKAa3aHHOTO B YacTU 6 HACTOSIIEH CTaThbH, B CPOK, HE MPEBBILIAIOIINI IeBIHOCTA pabOUMX JHEH
CO OH MOJIYYCHHA YIIOJIHOMOYCHHBIM (pe)lepaanHM OopraHomMm HCITOJTHUTEILHOM BJIACTH 3JICKTPOHHOT'O
YBEIOMIICHHSI O TIOJYYECHHUHU 3asBHTENIEM Takoro 3ampoca. Cpok, yKa3aHHBIH B YacTH 5 HacTOSIIEH
CTaThH, MPUOCTAHABIUBACTCS CO JHS HAINPABICHHS 3asSBUTEIIO MMOCPEICTBOM EIMHOTO TMOpTaja WU B
JUYHBIA KaOWHET 3asBHUTENS B €IUHOM CHCTEME TaKOro 3ampoca J0 IHS HANpaBICHHs 3asSBUTEIEM
MOCPEACTBOM €IMHOTO MOpTajia B YIIOJIHOMOYCHHBIN (eiepabHbIi OpraH UCIIOTHUTETFHOM BIACTH HITH
JUYHBIA KaOWHET YMOJIHOMOYEHHOro (heAepalbHOTO OpraHa HCIOJHHUTEIbHOM BIacTH B €IUHOMN
cCHUCTEME OTBETa Ha TAaKOW 3alpoc W HE YUYUTHIBACTCS INPH HCUUCICHUH CpPOKa MOITBEPIKICHHS
rOCYAapCTBEHHOM PErHCTpaluy JICKapCTBEHHOT'O IpernapaTa.

(uactp 7 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHOBaHMEM /Il OTKa3a B IPOBEJCHUM SKCIEPTU3bl OTHOIICHHWS OKHUJIAEMOM IOJIb3bl K
BO3MOKHOMY PUCKY NMPUMEHEHUs JIEKapCTBEHHOI'O Ipernapara SBJISETCs MPEACTaBICHUE TOKYMEHTOB,
COJIepKAIINX Pe3yJIbTaThl MOHUTOPUHTA 3(p(PEeKTUBHOCTH U OE30MACHOCTH JIEKAPCTBEHHOT'O Ipernapara,
u (WIM) B OTHOWICHMHM OWOJOTHYECKUX JIEKAPCTBEHHBIX IPENApaToOB pPe3yJbTaTOB OCYIIECTBICHUS
MEpPOIPUATHI B COOTBETCTBUM C IUIAHOM YIMPABICHUS PUCKAMH, YTBEP’KICHHBIM YIIOJHOMOYEHHBIM
(denepanbHBIM OPraHOM HCIOJHUTENIBHOM BIACTH MPHU OCYIIECTBIECHUHU FOCYAAPCTBEHHONW perucTpanuu
JIEKapCTBEHHOI'O IpernapaTra, B HEMOJHOM 00beMe, OTCYTCTBUE MH(OpMAalUU, MOATBEpKIaoLeil (akT
yIUIaThl  TOCYJapCTBEHHOM  MOLUIMHBI 332  MOATBEPKIAEHUE TOCYJAapCTBEHHOM  pErucTparuu
JICKapCTBEHHOTO TpenapaTa, Ju00 HENpeJCTaBICHUE 3asBUTEIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha
yKa3aHHBII B dYacTh 6 HACTOSIIEH CTaThu 3alpoc YIOJIHOMOYEHHOTro (enepanbHOro opraHa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

HUCIOJHUTEIbHOM BJIaCTH, a TAKXE OTCYTCTBUC B YKA3aHHBIX IJOKYMCHTAX I/IH(l)OpMaI_II/II/I, KOTOpasa
JOJDKHa OBITh B HUX OTpaxXCHa.

9. DkcmepTr3a OTHOIICHUS OXHIAEMOW TOJB3bI K BO3MOXHOMY PHCKY TMPUMEHEHUS
JIEKapCTBCHHOT'O TIperapara B MeJIsIX MOATBEPIKICHUS TOCYIaPCTBCHHON PErucTpaIuy JIEKapCTBEHHOTO
mperapaTa MPOBOANTCS KOMHUCCHEH IKCIEPTOB IKCIIEPTHOTO YUPEKICHHUS B CPOK, HE TPEBBIIIAFOIINAN
TPHUJILIATH PAOOYUX JTHEH.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

10. B ciayyae HEAOCTaTOYHOCTU MPEACTABIEHHBIX SKCIIEPTY MaTEPUAIOB AJIS 1ayy 3aKIIOUYEHUS B
JUYHBIA KaOWHET 3asBUTENS B €IMHOW CHCTEME HAIPaBIISICTCS 3alPOC O MPEACTABICHUU HEOOXOAUMBIX
MaTepUasIoB, MOAMUCAHHBIA PyKOBOAUTENEM (YIIOJIHOMOYEHHBIM JIUIIOM) SKCIEPTHOTO YUPEKACHUS C
HCIOJIb30BaHUEM YCUJICHHON KBAM(UIIUPOBAHHON 371€KTPOHHON MOIHUCH.

(gactp 10 B pen. @enepanpuoro 3akona ot 30.01.2024 N 1-D3)

11. 3asBurens oO0sf3aH HANpPaBUTh B JIMYHBIA KaOWHET AKCHEPTHOIO YUPESKICHHUS B EIUHOMN
cUcTeMe MOJMHMCAHHBIA YCUJICHHOM KBaMM(UIUPOBAHHON >JEKTPOHHON MOJMMCHIO OTBET Ha 3ampoc
9KCIIEPTHOTO YUPEKICHHS B CPOK, HE TMPEBHIMIAIONINN MECTUACCITH PaboUnX THEH CO JHS MOTydeHUs
OKCHCPTHBIM YUYPCKACHUCM DJJICKTPOHHOI'0 YBCIOMIICHHA O IIOJYYCHHHU 3asBUTCIICM YKAa3aHHOI'O
3anpoca. Bpemsi co nHs HampaBiieHHs B JIMYHBIA KaOMHET 3asBUTENS B €IMHOM cucTteMe 3arpoca
9KCHEPTHOTO YUPEXJAEHUS [0 JHA HANpaBlICHUs 3asBUTEIEM B JIMYHBIH KaOMHET 3KCIIEPTHOTO
YUPEXKAECHUS B €IUHON CUCTEME OTBETA HA YKa3aHHBIN 3allpOC HE YYUTHIBACTCS MPH UCUUCIEHUH CPOKa
IIPOBEJICHUS] DKCIIEPTU3bl OTHOLIEHHS OKMUIAEMOW TMOJb3bl K BO3MOKHOMY PHCKY NIPHUMEHEHUs
JIEKapCTBEHHOI'O IIpernapara Ha OCHOBAaHMM JOKYMEHTA, COJAEp)KAILLEro pe3yjibTaTbl MOHUTOPUHIA
3¢ GEKTUBHOCTH U 0€30IIaCHOCTH JIEKAPCTBEHHOTO Tpernapara.

(uactp 11 B pen. @egepanbHoro 3akona ot 30.01.2024 N 1-03)

12. B cpok, He MpeBBIAIONMN MATH pabOYWX JHEW CO JIHS HANpaBlICeHUsS B JIMYHBIA KaOWHET
YIOJHOMOYEHHOTO (heiepaqbHOr0 OpraHa HCIOJMHUTEIbHOW BJIACTH B €AMHON CHUCTEME 3aKIIIOUEHUs
KOMMCCHH 3KCIIEPTOB MO PE3YJIbTATaM 3KCIEPTU3bl OTHOILIEHHUS OXKUIAEMOM MOJIb3bl K BO3MOKHOMY
PHUCKY NPUMEHEHUS JIEKapCTBEHHOTO IpenapaTa, COOTBETCTBYIOUIMN YIMOJTHOMOYEHHBIH (enepanbHbIit
OpraH HUCIOJHUTEIBHOMN BIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) OCYHIECTBIIACT OLUCHKY OTOr0 3aKIIOYCHHA IJIA OIPEACICHUA €ro COOTBCTCTBHUA 3aJaHHUIO Ha
IIPOBCACHUC YK8.38.HHOI7I OKCIICPTHU3BI;

2) NpUHMMAET pelIeHHEe O TMOATBEP)KIACHUU TOCYAapCTBEHHOW pErHCTpaluu JIEKapCTBEHHOTO
mpernapara Wid 00 OTKa3e B MOJATBEPXACHUM TOCYJApCTBEHHOM pErHCTpaldu JIEKapCTBEHHOTO
npenapara;

3) BHOCUT NpU NPUHATHU PEUICHUS O TMOATBEPKIACHUM TOCYIapCTBEHHONM perucTpanuu
JIEKApCTBEHHOT'0 Ipernapara CBEAEHUS B IOCYJapCTBEHHBIM PEECTp JIEKAPCTBEHHBIX CPEACTB U BBIIAET
3asiBUTEN0 O0ECCPOYHOE PETUCTPALMOHHOE YIAOCTOBEpEHHE JIEKAPCTBEHHOTO Ipernapara MOCpPeACTBOM
HaMpaBlIeHUs] Yepe3 eIUHBIA MOPTaT WU JIMYHBIA KaOWHET 3asBUTENS B €IUHON CHCTEME BBHIMHCKU U3
rOCy/apCTBEHHOI'O PEecTpa JICKAPCTBEHHBIX CPEACTB, MOJMUCAHHOW YCHUJICHHON KBATH()HUIIMPOBAHHON
3JIEKTPOHHOW MOJIHUCHIO.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

13. OcHoBaHUEM AJI1 OTKa3a B IMOATBCPKIACHUU FOCY,HapCTBeHHOﬁ perucTpanuu JCKapCTBECHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

npenapara SBJSIETCS 3aKIIOUYSHHE COOTBETCTBYIOIETO YIMOJHOMOYEHHOTO (hellepalbHOTO OpraHa
WCTIOJTHUTENIBHOW BJIACTH O TOM, YTO PUCK HMPUUYMHEHHs BpeAa 30POBBIO UEIOBEKA MU >KUBOTHOTO
BCJIEJICTBHE ITpHUEMa JIEKapCTBEHHOT'O MpernapaTa npeBbimaeT 3¢ (HeKTUBHOCT €r0 MPUMEHEHHUS.

(B pen. ®enepanbHoro 3akona ot 04.06.2018 N 140-D3)

14. B mnepuon mnpoBeAeHUsS MPOLEAYPbl NOATBEPKACHUS TOCYAApPCTBEHHOW pETUCTpPALKU
JIEKapCTBEHHOTO MpernapaTa ero odparieHue B Poccuiickoit deaepannn He MPUOCTAHABIMBACTCH.

15. JlomyckaeTcst oOpalleHue JEeKapCTBEHHBIX IIpPernapaTtoB 10 HCTEUEHHUs CpOKa TOAHOCTH,
IIPOM3BENCHHBIX B TEYEHHWE CTAa BOCBMUIECITH KaJCHIAPHBIX JHEHW TII0CJI€ JaThl NPUHATHUSA
YIIOJIHOMOYEHHBIM (heZiepalIbHbIM OpPraHOM HCIIOJHUTEIBHON BIIACTH PEIICHUS O IOATBEPKIACHUU
TOCYJapCTBEHHON PETUCTpAIlH, B COOTBETCTBHHM C HH(MOpMAIMEW, COAepKallelcss B TOKYMEHTax
PErUCTPAIMOHHOTO JOChE HA JIEKAPCTBEHHBIN MTpenapar 10 AaThl IPUHATHS TAaKOTO PEIICHMUS.

(B pen. deaepanbroro 3akoHa ot 02.08.2019 N 297-D3)

KoncynprantlIntoc: npumeyanue.
[Tonoxenus ct. 30 (B pen. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPEAOCTABICHHUS TOC. YCIyT
MIOCPEJICTBOM €IMHOM CUCTEMBI U (WJIM) €AMHOTO nopTana, npuMmenstores ¢ 01.01.2025.

Cratba 30. BHeceHMe Wu3MeHeHMM B [AOKYMEHTbl, coAepxawmuecs B
perncTpauMoHHOM [0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbIM npenapaTr Aansa
MeAULMNHCKOro npuMeHeHus

1. B nensix BHECEHUS! U3BMEHEHHUI B JIOKYMEHTBI, COJCPIKAIIUECS B PETUCTPAIIMOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIA Tpemapar Il MEIUIMHCKOTO IMPUMEHEHHUS, JCpKaTelb WU
BIIAJIENICI] PETUCTPAIMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOI'O Tperapara WX YIOJHOMOYEHHOE MM
JIPYroe HOpHIWYECKOe JHI0 (Jajiee B HACTOAIMIEH CTaThe - 3asABHUTENb) HANPABISIET MOCPEACTBOM
€IMHOTO MOpTaja B yMOJIHOMOYEHHBIH (helepaabHblii OpraH MCIOTHUTEIbHOW BIACTU WM B JTUYHBIN
KaOWHET YMOJHOMOYEHHOTO (eepaibHOr0 OpraHa WCIOJHUTENBHOW BIACTH B EAHWHOW CHCTEME
MOAMMCAaHHOE YCWJICHHOW KBAIU(DUITUPOBAHHON 3JIEKTPOHHOM MOJITUCKHIO 3asIBJICHUE O BHECEHUU TaKUX
M3MEHEHUH 1o (hopMe, YCTaHOBJIEHHON YIOJHOMOYEHHBIM (penepaibHbIM OpraHOM HCIOJHUTEIBHOMN
BJIACTH, W TMIpWjlaraeMple K HEMy HW3MEHEHHS B YKa3aHHbIE JOKYMEHTBI, a TaKXe JOKYMEHTHI,
MTOATBEPIKIAIOIINE HEOOXOUMOCTh BHECEHHUS TAKMX U3MEHEHUH.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 04.06.2018 N _140-P3, ot 30.01.2024 N
1-@©3)

1.1. TIpu HE0OXO0AMMOCTH BHECEHHUS B JOKYMEHTBI, COJEPKAIIMECS B PETUCTPAIIMOHHOM JIOChE Ha
3apEeruCTPUPOBAHHBIA JICKAPCTBEHHBIM TMpenapar il MEAUUMUHCKOTO NPUMEHEHHS, W3MEHEHUH
OTHOCUTEJIBHO MeCTa MPOW3BOJCTBA JICKAPCTBEHHOTO Ipernapara il MEIUIMHCKOTO MPUMEHEHUS,
TPEOYIOIMX MPOBEACHHS SKCIEPTU3bl KaYeCTBA JICKAPCTBEHHBIX CPEJCTB, 3asBUTENb JIOMOJIHHUTEIBHO
HaMpaBIseT OCPEACTBOM €MHOTO TOpTalia B YIIOJTHOMOYCHHBINH (peiepanbHblii OpraH HCIIOTHUTEIBHON
BJIACTU WJIM JIMYHBIA KaOWMHET YHOJIHOMOYEHHOTO (elepajbHOro OpraHa MCIOJIHUTENBHOW BIIACTH B
€IUHOI CUCTEME:

1) CBCACHUA O AAaTC MNPCAOCTABJICHHUA M PETUCTPAIMOHHOM HOMEPC JIMOCH3UWKW Ha IPOU3BOIACTBO
JICKApCTBEHHBIX CPCACTB, a TAKKEC KOIMUIO 3aKJIIOYUYCHUA O COOTBETCTBHUHU IMTPOU3BOAUTEIIA JICKAPCTBCHHBIX
CpeacTts il MEOAUIOHUHCKOI'O IIPUMCHCHUA Tpe60BaHI/I$IM IpaBuJI Haﬂnen(ameﬁ HpOHSBOI[CTBCHHOﬁ
IPaKTUKH, WM KOIIHIO CepTI/I(I)I/IKaTa COOTBCTCTBUA MNPOU3ZBOAUTCIIA JICKAPCTBCHHBIX CPCACTB JIA
MCOUIITMHCKOI'0 IMPUMCHCHUA TpGGOBaHI/IHM OpaBuJl HaJIeKaIen HpOHSBO,Z[CTBGHHOfI IMPAKTHUKNU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIJIAHHBIX YIOJIHOMOYEHHBIM (hefepaabHbIM OpraHOM
WCTIOJTHUTENILHON BIIACTH B OTHOIIEHUM HM3MEHEHHOW H (WJIM) JOMOJHEHHOW MPOU3BOJCTBEHHON
IUIONIAJKA JIEKAPCTBEHHOI'O0 Ipenapara g MEIUUUHCKOrO IPUMEHEHUS, WIM KOIMI PELICHUS
YIIOJIHOMOYEHHOTO (PeiepaIbHOTO OpraHa MCIOJHUTEIHHOM BJIACTH O MPOBEACHUU (apMaIeBTUUECKON
HWHCIICKOWH IIPOU3BOJACTBA JICKAPCTBCHHBIX CPEACTB IAJId MCIUIUHCKOI'O0 NPpUMECHCHHA Ha COOTBETCTBUEC
TpeOOBaHUSAM MpaBUJ HAJUICKAIIeH MPOU3BOJICTBEHHOM MpakTUKU EBpasuilckoro SKOHOMHUYECKOTO
CO03a B OTHOIIEHWM UW3MEHEHHOWM u (WiIM) JOTMOJHEHHOW MPOU3BOJICTBEHHOM IJIOMIAAKU
JICKapCTBEHHOI'0 Ipernapara Juisi MEIULMHCKOrO IPUMEHEHUS B Clly4dae, €CIU MPOU3BOJACTBO
JIEKapCTBEHHOI 0 Ipernapara ocyuiectsisiercs B Poccuiickoit denepanuu;

2) KONUIO MPEJOCTAaBICHHON YIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl MPOU3BOJUTENS JIMLIEH3UHU Ha
MIPOM3BOJICTBO JIEKAPCTBEHHOI'O Mpernapara A MEAUIIMHCKOTO IPUMEHEHHUS U €e TIepeBO] Ha PYCCKUMN
SI3bIK, 3aBEPEHHBbIE B YCTAHOBJICHHOM MOPSAJAKE, a TAaKXE KOIMNHUIO 3aKIOYEHUS O COOTBETCTBUU
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpPeOOBaHMSIM TPaBUI HaANEXKalleld MTPOU3BOJICTBEHHON
MPAKTUKH, WIA KOMHUIO CepTH(HUKATA COOTBETCTBHSI MPOW3BOAMUTENS JIGKAPCTBEHHBIX CPEICTB IS
MEIUIIMHCKOTO TIPUMEHEHUS TpPeOOBAHMSIM TMPABWI HAJISKANEH MPOU3BOJCTBEHHON MPAKTUKU
EBpa3uiickoro SKOHOMHYECKOTO COI03a, BBIIAHHBIX YIIOJIHOMOYEHHBIM (elepaabHbIM OpraHOM
WCTIOTHUTEIIbHOW BJIACTH B OTHOIIEGHWHM W3MEHEHHOW W (WMJIM) JIOMOJIHEHHOW MPOU3BOACTBEHHOM
IUIOLIA/IKH JIEKAPCTBEHHOTO MpernapaTa, Wi KOIMHUI0 PEeIIeHUs YIIOJTHOMOUYEHHOTO (eiepallbHOTO OpraHa
WCTIONIHUTENHOM  BIACTH O  TpoBeldeHHH  (apMaleBTHUECKONH  WHCHEKIWH  MPOU3BOJCTBA
JIEKapCTBEHHBIX CPEJCTB ISl MEIUIIMHCKOTO TPHMEHEHHS Ha COOTBETCTBUE TPEOOBAHUSAM IPaBUII
HaJIeXkalleld IpOU3BOACTBEHHON NpPakTUKU EBpa3niickoro 3KOHOMHYECKOrO COK3a B Cilydae, €clid
MPOU3BOACTBO JIEKAPCTBEHHOIO Mpenapara ocylecTBisercs 3a npeaenamu Poccuiickoit @epeparuu.
(uacts 1.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

1.2. IIpu He0OXOAUMOCTH BHECEHHSI B IOKYMEHTBI, COJIEpKAIMECs B PETUCTPALIMOHHOM JJOChE Ha
3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipenapar il MEOULMHCKOrO IPUMEHEHMs, W3MEHEHUN
OTHOCHUTEJILHO II0KA3aTeNIe KadyecTBa JIEKapCTBEHHOIO IIpernapara il MEAUIUHCKOrO IIPUMEHEHUS U
(W1M) METOMO0B KOHTPOJII KayecTBa JIEKAPCTBEHHOI'O Ipernapara il MEAMIMHCKOrO NPUMEHEHUS,
TpeOyIOUIMX MPOBEACHUS 3KCIEPTU3bl KAaueCTBa JIEKAPCTBEHHBIX CPEJCTB, 3asBUTENb JOMOIHUTEIHHO
HaIpaBJIeT IOCPEACTBOM €IMHOTO TIOpTalia B yIIOJTHOMOUYEHHBIH (peiepanbHblii OpraH UCTIOHUTEIbHON
BJIACTU WIM JIMYHBIA KaOWMHET YyHNOJIHOMOYEHHOro (elepajbHOro OpraHa HCIOJIHUTEIBHOM BIIACTH B
€MHOH CHCTEME:

1) cBeneHusa o Aare NpPENOCTABIEHUS U PETUCTPALlMOHHOM HOMEpPE JIMIIEH3UMM Ha MPOM3BOACTBO
JICKApCTBCHHBIX CPCACTB WM CBCACHHUA O HAaTC IMPCAOCTABJICHHA W PECruCTpaiuOHHOM HOMEPEC
3aKJIIOYCHHUA O COOTBETCTBUM IIPOU3BOAUTCIIA JICKAPCTBCHHLIX CPCACTB Tp€6OBaHI/I$IM mpaBuJI
Ha)]nemameﬁ HpOHSBOHCTBeHHOﬁ MMPAKTUKU HJIN KOIIHUIO CepTI/I(bI/IKaTa COOTBCTCTBUA ITPOU3BOAUTEIIA
JIEKapCTBEHHBIX CPEJICTB M MEAUIUHCKOIO IPUMEHEHHs TpeOOBaHMSAM [IPABMI HaJUlexKaluei
MIPOM3BOJICTBEHHOI NMpakTUKU EBpa3uiickoro SKOHOMHUYECKOT0 COI03a, BBIJAHHBIX (MPEI0CTABICHHBIX)
YIOJIHOMOYEHHBIM (pe/iepajIbHbIM OPraHOM HCIIOJIHUTENILHON BJIACTH B OTHOIICHUH MPOU3BOICTBEHHOMN
IUIOMIAIKK JIEKAPCTBEHHOI'O IIpernapara, B CIIy4ae, €CIM IPOM3BOACTBO JIEKAPCTBEHHOIO IIperapara
ocymectsisiercs B Poccniickoit denepanuu;

2) KONUIO MPEJOCTaBICHHON YIOJIHOMOYEHHBIM OPraHOM CTpPaHbl MPOU3BOJUTENS JIMLIEH3UHU Ha
IIPOU3BOJCTBO JIEKAPCTBEHHOI'O Ipernapara Al MEAUIMHCKOIO IPUMEHEHUS U €€ NIEPEBOJ] Ha PYCCKUN
S3bIK, 3aBEPEHHBIC B YCTAHOBJIECHHOM [OPAJIKE, a TAaKXKE CBEACHUSA O Jare IMPEIOCTaBICHUSA U
PEruCTPallMOHHOM HOMEpPE 3aKIIOUEHUs O COOTBETCTBUM IIPOU3BOJIUTENS JICKAPCTBEHHBIX CPEACTB
TpeOOBaHUSAM TPABWJI HAMJISKAIIEW MPOU3BOJCTBEHHON TPAKTUKH, WM KOMHUIO cepTUduKaTa
COOTBETCTBUS MTPOU3BOIUTEIIS JIEKAPCTBEHHBIX CPECTB IJIsi MEJUIIMHCKOTO MPUMEHEHHS TPEeOOBAaHMIM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MpaBUJI HaJIeKAaIlEeld MPOU3BOJICTBEHHON MPAaKTUKU EBpa3zuiickoro 3kKOHOMHYECKOTO CO03a, BbITAHHBIX
YIOJTHOMOYEHHBIM (heJiepaTbHbIM OPraHOM HMCIIOJIHUTEIHHON BJIACTH B OTHOIICHHH MPOU3BOJCTBEHHON
IJIOIIAJKH JIEKAPCTBEHHOI'O IIperapara, WM CBEIACHUS O AaTe MPEJOCTaBICHUS U PETMCTPALIOHHOM
HOMEpE pPELIEHUs! YIOJIHOMOUYEHHOT0 (eiepalibHOr0 OpraHa HCIOJHUTENIBHON BJIACTH O MPOBEACHUU
(apmalleBTUUECKON HMHCIEKIMH TMPOU3BOJACTBA JIEKAPCTBEHHBIX CPEACTB JUISI MEIULUHCKOTO
MPUMEHEHHUS Ha COOTBETCTBUME TPEeOOBAaHUSM MpaBWJ HaJJIeXkalled NPOU3BOJACTBEHHON MPaKTUKU
EBpa3uiickoro  3KOHOMHYECKOTO  COK03a, €CJIM  MPOU3BOJACTBO  JIEKAPCTBEHHOrO  Ipernapara
OCYILIECTBIISIETCS 3a npenenaMu Pocculickoit @enepauuu.

(uactp 1.2 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.3. Tlpunstue pemnieHuss 0 BHECEHWU M3MEHEHHMM WM 00 OTKa3e BO BHECEHHHM W3MEHEHUU B
JIOKYMEHTBI, COJIEpKalIMecs] B PErUCTPAlMOHHOM JIOCh€ Ha 3apEeTHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mnpemnapaTr JUisi METUIMHCKOTO IMPUMEHEHMs, B Cllydae HEOOXOAMMOCTH MPOBEACHUS HKCIEPTU3BI
KauecTBa JIKAPCTBEHHBIX CPEJCTB U (UJIM) SKCIIEPTU3bI OTHOLICHHS 0KHAaeMOM MOJIb3bI K BO3MOKHOMY
PUCKY TIPUMEHEHUS JIEKAPCTBEHHOI'O Ipernapara i MEAULUMUHCKOIO MPUMEHEHHS OCYIIECTBISAETCS B
CPOK, HE TMPEBBIMAIONMN MMATHISCATH pabdoYnMX MJHEH, a B OCTAIBHBIX CIy4asX B CpPOK, HE
MPEBBIIAONINN JlecaTu pabodymx MHEH CO [HsS HampaBleHUs IOCPEICTBOM €IMHOrO IopTaja B
YIIOJITHOMOYCHHBI  (he/lepaibHBId ~ OpraH  HMCTIOJHUTEIBHOW  BIIACTH WJIM JUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (hefiepaibHOr0 OpraHa MCHOJHUTENbHOM BJIACTH B €IMHOM CHCTEME 3asiBICHUS O
BHECEHUH TAKUX U3MEHEHHUM.

(uactp 1.3 BBenena denepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

1.4. YnonHOMOYEHHBIH (enepaabHblii OpraH WCIOJTHUTENBHOW BJIACTH C yYETOM pe3yJIbTaTOB
(hapmMakoHaa30pa U MPOBEPOK COOTBETCTBUS JIEKAPCTBEHHBIX CPEJICTB, HAXOIALIMXCA B TPaKJTaHCKOM
000poTe, YCTaHOBJIEHHBIM TpPeOOBaHMAM K HX KAayecTBY B TE€UYEHHE JAECATH pabouux ITHEH co IHS
MOCTYIMJICHUsT COOTBETCTBYIOIIEH MH(pOpMAIMM pa3MellaeT Ha CBOEeM O(HIMAIbHOM caiiTe B CeTH
"NnTepHeT" cBeeHUS O HEOOXOIMMOCTH BHECEHHS] B MHCTPYKILHMIO MO MEIUIIMHCKOMY HMPUMEHEHHUIO
JIEKapCTBEHHOI'O Ipenapara U3MEHEHMH B OTHOUIEHMM CBEACHUH O IOKa3aHMSX JUIsl IPUMEHEHUS U
MIPOTUBONOKA3aHUAX Ul TPUMEHEHHs JIEKapCTBEHHOI'O Iperapara, BBISIBICHHBIX IOOOYHBIX
NEHCTBUSX, HEXeNaTeIbHBIX PEAKIUSAX MpU MPUMEHEHHH JIEKapCTBEHHOTO IperapaTa U HaIlpaBiseT
MOJIMCAHHOE YCHUJICHHOW KBaJM(QUUHUPOBAHHON 3JIEKTPOHHOM IMOAMUCHIO YBEJAOMIIEHHE B JIMYHBIN
KaOMHEeT 3asBUTENI B €IUHON CHCTEMe, a TaKXKe B JINUHbIe KaOWHEThI 3asBUTENCH B eMHON cUCTeMe,
SABJIAIOIINXCS IEPKATENSMH WIM BIAAEIbLAMU PErMCTPALIMOHHBIX YOCTOBEPEHUH B3aMMO3aMEHSEMBIX
JIEKapCTBEHHBIX MIPENapaToB (WM YIOJIHOMOYEHHBIX MU APYTUX IOPUINYECKUX JIMLL).

(uactp 1.4 BBenena denepanpHbIM 3ak0HOM OT 27.12.2019 N 475-®3; B pen. @enepaibHOro 3aKoHa OT
30.01.2024 N 1-®3)

1.5. JlepkaTenb WM Biajeliel] perucTpalMOHHOIO YAO0CTOBEPEHUS JIEKapCTBEHHOTO IIpenapara, a
TaKXKe JepXKaTeld WIM BIaJeNblibl PErUCTPALlMOHHBIX YAOCTOBEPEHUI JIEKapCTBEHHBIX IPENaparoB
(WM yIOJIHOMOYEHHBIE UMM APYTHE IOPUAWYECKUE JIMLA), KOTOPBIE SBJISIOTCS B3aUMO3aMEHSAEMBIMU,
00s13aHBl HANPAaBUTh B JIMUHBIM KaOWMHET YIMOJIHOMOYEHHOTO (heepanbHOro opraHa HMCHOJIHHUTEIbHOM
BJIACTH IOJANUCAHHBIE YCUJIEHHBIMU KBaJU(ULIUPOBAHHBIMH 3JEKTPOHHBIMU MOJIUCSAMU 3asBICHUS O
BHECEHMU M3MEHEHMM B  JOKYMEHTBI, COJepXalluecs B  PErucTpaliOHHBIX JIOCh€  Ha
3aperuCTPUPOBAHHbIE JIEKAPCTBEHHBbIE MpenapaTsl Uil MEIUIUHCKOIO NPUMEHEHUs, B OTHOIICHUHU
CBE/ICHUH, yKa3aHHBIX B MHCTPYKLHUH 110 MEIUIIMHCKOMY IPUMEHEHUIO JIEKAPCTBEHHBIX MPENaparoB, B
TEUEHUE COpoKa pabouux JHEH cO JHS MOJYy4EeHHUS YINOJHOMOYEHHBIM (elepaibHbIM OpraHOM
UCIIOJIHUTEJIBHOM BIACTU DJIEKTPOHHOIO YBEAOMIICHHUS O IOJYYEHUH JepiKaTelIeM WIH BIaJeNIbLEM
PErUCTPallMOHHOIO YJIOCTOBEPEHMSI JIEKAPCTBEHHOr0 Mpernapara (Mid yHOJIHOMOYEHHBIM UM JPYyIUM
IOPUAMYECKHUM JIMIIOM) HHQOpMAINK, YKa3aHHOHM B yacTu 1.4 HacTtosimei ctatbu. JlaHHOe TpeboBaHUE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

HE pAacCHpOCTpaHSAETCs Ha CiIydad BHECEHUS B HMHCTPYKIUIO 110 MEAUIMHCKOMY HPUMEHEHHIO
JICKapCTBEHHOTO TMpernapaTta HW3MEHEHWH B OTHOIICHHWM HOBBIX [OKa3aHWHA JUIs TNPUMEHEHUS
JIEKapCTBEHHOTO IIpenapara Ha OCHOBaHUU PE3yJIbTaTOB COOTBETCTBYIOLIUX UCCIIEIOBAHUIL.

(uactp 1.5 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 475-®3; B pen. @enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

2. PemieHue o MpoBEIEHUU SKCIIEPTH3bl KAUeCTBA JIEKAPCTBEHHBIX CPEICTB M (MJIM) IKCIEPTU3BI
OTHOLLIEHUSI OKUJAEMOM TMOJb3bl K BO3MOKHOMY PUCKY IPHUMEHEHUS JIEKapCTBEHHOrO Ipemnapara Jjist
MEJIMIMHCKOTO TPUMEHEHUs TMPUHUMAETCS B COOTBETCTBUU C YTBEPKIACHHOM YIOIHOMOYEHHBIM
denepanbHBIM OpPraHOM HWCIHOJHUTEIBHON BJIACTH KIaccHUKAIMEdl W3MEHEHHH, BHOCUMBIX B
JIOKYMEHTBI, COJIEpXkKalIMecs] B PErUCTPALMOHHOM JIOCh€ Ha 3apETrHCTPUPOBAHHBIN JIEKAPCTBEHHBIN
npenapar.

(dactp 2 B pen. DenepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3. 3asBuTenb BIpaBe NPEACTaBUTh MO COOCTBEHHON HWHHMLIMATHBE BMECTE C 3asiBJICHHEM O
BHECEHMM M3MEHEHMM B  JOKYMEHTBI, COJEp)KalMecs B  PETUCTPALlMOHHOM  JIOChE  Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIM IIpernapar s MEAMIMHCKOIO IPUMEHEHMS, PEKBU3UTHI
JOKYMEHTOB, IOATBEPKJAIOLINX YIUIATy TOCYAAPCTBEHHOW MHOLUIMHBI 332 BHECEHHE B JOKYMEHTHI,
coJiepKallfecss B PEerucTpaliOHHOM JIOCbE€ Ha 3aperuCTPUpPOBAHHBINA JIEKApCTBEHHBIN IMpemnapar s
MEJULMHCKOrO TPUMEHEHUs, W3MEHEHUH, TpeOyroIluX MpPOBEACHHUS SKCIEPTU3bl JIEKAPCTBEHHBIX
CPEACTB B YaCTHU 3KCIEPTU3bl KauecTBa JIEKAPCTBEHHOI'O CPEACTBA M (MJIM) SKCIEPTHU3bl OTHOLICHHS
OKUJAEMON TMOJNb3bl K BO3MOXKHOMY PpHUCKY IPUMEHEHHMS JIEKapCTBEHHOIO Ipenapara Ul
MEUIMHCKOTO IPUMEHEHUS], TOCYJapCTBEHHOM MOUUIMHBI 32 BHECEHUE B JOKYMEHTBI, COJIEpKaIUECs B
PErUCTPallMOHHOM JIOCh€ Ha 3aperucTPUpPOBAHHBINM JIEKApCTBEHHBIM mpenapar A MEAUIMHCKOIO
MIPUMEHEHHUS, U3MEHEHUH, He TPeOYIOIUX MPOBEACHHSI SKCIIEPTU3bI JIEKAPCTBEHHOTO CPECTBA, a TAKKE
BbIlaBaeMble (MPEAOCTABISAEMbIE) YHOJHOMOUYEHHBIMHM (ellepajbHbIMH OpPraHaMHM HCIOJHUTEIbHON
BJIACTU JIOKYMEHTH! (CBeIEeHMs), ykazaHHble B uacTsax 1.1 m 1.2 Hacrosimei crathu. B ciyuae ux
HENpEACTaBICHUS YIOJIHOMOYEHHBIA (eepanbHblii OpraH HUCIOJHUTENBHOW BIACTHU 3alpallinBaeT
yKa3aHHbIE  JOKYMEHTHl (CBEICHHMS) B MOPSAKE  MEXKBEJOMCTBEHHOTO  WH(POPMALMOHHOTO
B3aUMOJICHCTBUS.

(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B Teuenue natu pabovyux JHEH CO JHS MOCTYIUICHHUS YKa3aHHOTO B YacTH | HACTOSIIEH CTaTbU
3asiBICHUS U HEOOXOJMMBIX TOKYMEHTOB YIOJIHOMOYEHHBIN (enepanbHblii OpraH HCIONMHUTEIHHON
BJIACTH:

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) mpoBOIUT IPOBEPKY MOJHOTHI U JOCTOBEPHOCTH CBEACHMM, COAECPKAILMXCS B MPEACTaBIEHHBIX
3asBUTEIIEM MaTepHaax;

2) mnpuUHMMAaeT pelieHHe O TNPOBEACHHM YKa3aHHBIX B 4YacTW 2 HAcTOsIIeW cTaTbu
COOTBETCTBYIOIIUX IKCIIEPTU3 JIEKAPCTBEHHOTO CPECTBA UM 00 OTKa3€ B UX MPOBEIACHUH;

3) HampaBiseT B JIMYHBIA KaOWMHET 3asBUTENS B €IUHOW CHCTEME TMOJIMHCAHHOE YCHJICHHOMN
KBUTM(DUIIMPOBAHHON 3JIEKTPOHHON TOINUCHIO YBEAOMJICHHE O MPUHSATOM PEIICHUH WIH B ClIydae
MIPUHSITHS PEIIeHHsI 00 OTKa3e B MPOBEACHUH COOTBETCTBYIOMICH 3KCHEPTH3BI C yKa3aHWEM MPUYUH
TaKOTO OTKa3a.

(B pen. deaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

4.1. B CJIydac€ BBIABJICHHUA HCAOCTOBCPHOCTHU CBeI[eHI/II‘/JI, COACpKAINXCsA B IPEACTABIICHHBIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3asBUTENIEM MaTepHuaax, yIoJHOMOYEHHBIN (hefepaibHbIi OpraH UCHIOIHUTENBHOM BIACTH HAIIPABIsAET
B JIMYHBII KaOWHET 3asBUTENII B €IMHOW CHCTEME 3amnpoc 00 YTOYHEHHH YKa3aHHBIX CBEICHUH,
MOJITMCAHHBIA YCUIIEHHOW KBaTH(PUIUPOBAHHOHN 3JIEKTPOHHOM MOIMHUCHIO.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asBuTenb 00s3aH HAPABUThH B JIMYHBIN KaOWHET YIIOJHOMOYEHHOTO (eepalbHOT0 OpraHa
UCIIOJIHUTEJIBHOM BJAcTH B €JUHOM CHUCTEME HOJIMCAHHBIH YCWJIEHHOW KBalM(DPUUUPOBAHHOMN
JIEKTPOHHON MOJMMCHIO OTBET Ha 3aIpOC YHOJIHOMOYEHHOTO (ellepajIbHOro OpraHa MCIOJHUTEIbHON
BJIACTU B CPOK, HE NPEBBIIIAIOIININ JEeBIHOCTA pabO4YMX JHEH CO JHS MOTY4YEHHUS YIMOTHOMOUYEHHBIM
(benepanbHBIM  OPraHOM HCIOJHHUTEIBHON BJIACTH 3JCKTPOHHOTO YBEIOMJIGHHS O IOJyYeHHUH
3asiBUTENIEM AaHHOTrO 3arpoca. Cpok, yka3aHHbBIN B 4acTu 4 HACTOSIIEN CTaThbH, IPUOCTAHABINBAETCS CO
ITHSl HaINpaBJIeHUs B JIMYHBIA KaOWMHET 3asBUTEN B €IMHOM cHcTeMe 3ampoca YHOJHOMOYEHHOIO
(denepanbHOrO OpraHa HCHOJHMUTENBHOM BJIACTM O JHA HampaBlI€HHUs B JIMYHBIM KaOWHET
YIOJIHOMOYEHHOTO (pe/iepabHOr0 OpraHa HCIOJHUTENBHOW BJIACTH B €AMHOM cHcTeMe OTBeTa Ha
JAaHHBIN 3aMpOC U HE YUUTHIBAETCS MIPU UCUNCIEHUH CPOKAa IPUHATHS PELICHHUS O BHECEHUN N3MEHEHUN
B JIOKYMEHTBI, COJIEpKaIUecs B PErMCTPALIMOHHOM [OChE HA 3apETMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
rpenapar Ui MEJUIUHCKOIO IPUMEHEHHS.

(uactp 4.2 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHOBaHWEM JUIsl OTKa3a B MPOBEJACHHHM YKa3aHHBIX B YacTH 2 HACTOSIIEH CTAaThbU SKCICPTH3
SIBJISICTCS TTPEJICTABIICHHE JOKYMEHTOB, MIEPSUUCIICHHBIX B YacTsAX | ¥ 3 HACTOSIIEH CTaThH, B HEMIOJIHOM
o0BeMe, HENpeJCTaBICHNE 3asBUTEIEM B YCTAaHOBICHHBIM CPOK OTBETa Ha yKa3aHHBIA B yacTu 4.1
HACTOSIIEH CTaThH 3aIPOC YIIOJTHOMOUYEHHOTO (peIepaIbHOTO OpraHa HCIIOJTHUTEIHHON BIIACTH, a TAKKe
OTCYTCTBHE€ B  TMPEICTABICHHBIX JIOKYMEHTAaX JOCTATOYHBIX  CBEJCHHH, IOATBEPIKIAFOIINX
HEO0OXOIUMOCTh BHECCHHS H3MCHCHHM, HJTH OTCYTCTBHE MH(POPMAITUH, TTOATBEPIKAAFOIICH (PAKT yIiaTel
rOCyapCTBEHHBIX MOILINH, YKa3aHHBIX B YACTH 3 HACTOSAIICH CTAaThH.

(B pen. ®enepanbHbIX 3aK0HOB OT 25.11.2013 N 317-®3, o1 22.12.2014 N 429-D3)

6. YKa3aHHbIC B 4aCTU 2 HACTOSIIEH CTAThU 3KCHEPTHU3bI MIPOBOJATCS B MOPSAJIKE, YCTAHOBICHHOM
craThelt 23 nacrosiiero depepaabHOTO 3aKOHA.

7. B cpok, He MPEBBIMAONINI TATH PadOYMX JHEW CO JTHS HANPABIICHUS MOCPEICTBOM €IMHOTO
rmoprajia B yINOJHOMOYCHHBIN (eaepalbHbIi OpraH HCIOJHUTEILHON BJIACTH WU JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heiepaqbHOr0 OpraHa MCHOJIHUTEIBHOM BIACTU B €JUHOW CHCTEME MOANMMCAHHBIX
YCUJIEHHBIMU KBATH()HUIIMPOBAHHBIMU AJIEKTPOHHBIMU MOMAMUCAMHU 3aKIIOUEHUNH KOMHUCCUIM IKCIEPTOB
M0 pe3yJbTaTaM yKa3aHHBIX B YaCTH 2 HACTOSIIEH CTaThU SKCIEPTH3, YIIOTHOMOYEHHBIHN (heaepaabHbIi
OpraH UCIOJIHUTEIBLHOMN BIACTH:

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) mnpuHMMaeT pemieHWE O BHECEHWHM W3MEHEHHH B  JOKYMEHTBI, COJACpIKalluecs B
pETUCTPALIMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBIA JICKAPCTBEHHBIM Mpenapar il MEAUIMHCKOTO
MPUMEHEHHUs, Wi 00 0TKa3e BO BHECEHUU TaKUX U3MEHEHHIA;

2) BHOCHT B TOCYJapCTBEHHBIH pPEECTp JEKapCTBEHHBIX CPEICTB HA OCHOBAHUU pEUICHUS O
BHECEHWU W3MEHEHWH B  JOKYMEHTBI, COJEp)Kallhuecs B  PETUCTPAMOHHOM  JIOChE  Ha
3apErHCTPUPOBAHHBINA JICKAPCTBEHHBIM TMpermapaT JUisi METUITMHCKOTO IMPUMEHCHHS, HEOOXOIUMbIC
W3MCHCHHS,

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

3) BbIJAACT 3adBUTCIIO HOBOC PETUCTPAMOHHOC YHOCTOBCPCHHUC JICKAPCTBCHHOI'O IIpCIlapaTa B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Clly4ae M3MEHEHMs CBEIEHUM, COIAEPIKAIIMXCSA B HEM, IIyTEM HAIIPaBJIICHHs 3asBUTENIO IOCPEICTBOM
€IMHOTO MOpTaJla WM B JIMYHBIN KaOWHET 3asiBUTENS B €IUHON CHCTEME BBITUCKH M3 TOCYAaPCTBEHHOTO
peecTpa JIEKapCTBEHHBIX CpEACTB, IOJANMCAHHON YCWJICHHOW KBANIU(DUIIMPOBAHHON 3IIEKTPOHHOMN
IIOAITUCHIO.

(n. 3 BBemen DexpepanbHbIM 3akoHOM OT 22.12.2014 N 429-®3; B pen. denepanbHOr0o 3aKoHa OT
30.01.2024 N 1-®3)

8. OcHoBaHMeM /i1 OTKa3a BO BHECEHMHM W3MEHEHHUH B JOKYMEHTHI, COJEpKalluecs B
PErUCTPAlIMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ajs MEIUIMHCKOTO
MPUMCHEHHUS, SIBISICTCS 3aKIIOYCHHE YIOJHOMOYEHHOrO (hefepaibHOr0 OpraHa HCIOJHUTEIHHON
BJIACTH O BO3MOXXHOCTH CHI)KEHUS 0€301TacCHOCTH, KauecTBa, 3PPEKTHBHOCTH JIEKAPCTBEHHOTO CPENICTBA
B CITy4ae BHECCHUS TAKUX U3MCHCHHIA.

9. Jlonmyckaercs oOpallleHue JEKapCTBEHHBIX MPErnapaToB i MEAMIMHCKOTO MPUMEHEHUS [0
HCTEYEHHUS CPOKa TOAHOCTH, MPOU3BECHHBIX B TEUCHHUE CTA BOCBMHUAECATH THEH TOCTe AaThl MPUHSATHUS
YIOJTHOMOYEHHBIM (pe/lepaTbHBIM OPTraHOM HCTIOJHUTEIBHOM BIACTH PEIICHUS O BHECEHHH W3MEHEHUN
B JOKYMEHTBI, COJIEp)Kallhecs] B PETHCTPAIlMIOHHOM JI0Che, B COOTBETCTBUU C HH(pOpMaIHeH,
colepxainieiicss B JOKyMEHTaX PETrHCTPAllMOHHOTO JO0Che Ha JIEKApCTBEHHBIM Mpemapar a0 JaThbl
MIPUHSATHS TAKOTO PEIICHUSI.

(dgactp 9 B pen. DenepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

10. TIlpaBurennctBo Poccuiickoii @enepanuu BlpaBe YCTaHOBUTh OCOOEHHOCTH BHECEHUS
U3MEHEHUN B JOKYMEHTBI, COJEpP)KAIUeCs B PETrUCTPALMOHHOM JOChE Ha 3aperuCTPUPOBAHHBIN
JICKapCTBEHHBIN TpenapaT s MEAMIMWHCKOTO TNPUMEHEHHUs, B ciaydae JedeKTypbl WIM pHUCKa
BO3HUKHOBEHHUS Je(PEKTypbl JIGKAPCTBEHHBIX NPENapaToB B CBS3W C BBEJCHHEM B OTHOIICHUH
Poccuiickoit deneparu orpaHUYUTENBHBIX MEP SKOHOMUYECKOT0 XapaKTepa.

(gactp 10 BBenena dexnepanbubiM 3akoHOM OT 08.03.2022 N 46-D3)

KoncynprantlIntoc: npumeyanue.
[Tonoxenus ct. 31 (B pea. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPeAOCTABICHHUS TOC. YCIyT
MOCPEJICTBOM €IMHOT0 nopTana, npuMenstores ¢ 01.01.2026.

Cratba 31. BHeceHMe WU3MeHeHMM B [AOKYMEHTbl, coAepxawmecs B
perncTpauMoHHOM A0Cbe Ha 3aperucTpupoBaHHbLIM JleKapCTBEHHbLIM npenapaTr Aansa
BEeTEePMHAPHOIro NPUMEeHEeHU A

1. B uensix BHECEHUSI U3BMEHEHHUI B JIOKYMEHTBI, COJCPIKAIIUECS B PETUCTPAIIMOHHOM J0ChE Ha
3apEeruCTPUPOBAHHBIN JIEKAPCTBEHHBIM MpenapaTr Uil BETEPUHAPHOTO MPHUMEHEHHsS, AEpKaTelb WU
BJIAJIENIEL] PETUCTPAMOHHOTO YJIOCTOBEPEHUS JIEKAPCTBEHHOI'O MpENapara HUid YIOJIHOMOYEHHOE UM
JIpyroe IOpHUIMYECKOe JHIO (Jalee B HACTOALICH cTaThe - 3asgBUTENb) HAIpPABISIET MOCPEACTBOM
€IMHOTO MOopTaja B YIOJHOMOYEHHBIH (elepalbHblii OpraH WCHOJIHUTEIbHOW BIACTU MOIMHCAHHOE
YCHJIEHHOW KBATH(DHUIIMPOBAHHOMN AJIEKTPOHHOHN MOMUCHIO 3asBIICHUE O BHECECHUU TaKUX U3MEHEHHH 110
dbopMe, YCTAaHOBJICHHON YIOJHOMOYEHHBIM (efepalbHbIM OPraHOM WCIIOJHUTEIBHOW BIIACTH, U
MpUjlaraéMble K HEMY M3MEHEHHS B YKa3aHHbIE JIOKYMEHTBI, a TAKKE€ JIOKYMEHTBI, IMOJTBEPKIAI0IINE
HE0OXOIUMOCTh BHECEHHUS Takux wu3MeHeHuid. [Ipu HeoOXoIMMOCTH BHECEHUSI HU3MEHEHUH B
JOKYMEHTBI, COAEpIKAUIUEC B PETHMCTPALMOHHOM JIOChE€ Ha 3aperuCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpemapaT A7 BETEPUHAPHOTO MPUMEHEHHs, B CIOy4yasX W3MEeHeHWss U (WiM) JOIMOJIHEHUs
MPOU3BOACTBEHHOM IUIOIIAJKN JIEKAPCTBEHHOTO CPEJICTBA, a TAK)KE€ M3MEHEHHMs IOKAa3aTelie KauecTBa
JIEKApCTBEHHOT'0 TIpernapara JJis BETePUHAPHOTO MPUMEHEHUsS U (MJIM) METOJOB KOHTPOJISI KayecTBa
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JIEKapCTBEHHOT'O Iperapara il BETePUHAPHOTO NPUMEHEHHUs 3asBUTEIb JONOIHUTEIBHO HalpaBiIseT
MOCPEJICTBOM €IMHOTO IMOpTajia B YNOJHOMOYEHHBIH (enepanbHblii OpraH HMCHOJIHUTENBbHOM BIAacTH
CJIeIyIOIINE JOKYMEHTHI (CBEJICHUS ):

(B pen. @enepanbHbIX 3aKOHOB OT 27.12.2019 N 478-®3, ot 30.01.2024 N_1-D3)

1) cBeneHusa o Aate NMPENOCTaBIEHUS U PETUCTPALMOHHOM HOMEpE JIMIIEH3MH Ha MPOU3BOICTBO
JICKapCTBEHHBIX CPEJACTB, MPEJOCTaBICHHONW IPOU3BOAMUTENIO JIEKAPCTBEHHOrO IpemnapaTta JAjs
BETEPUHAPHOTO MPUMEHEHHUS, ISl POCCUICKUX POU3BOIUTENCH;

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 478-03)

2) cBeeHHS O JaTe MPEJOCTABJICHUS U PETHCTPAMOHHOM HOMEpE JUICH3MHM Ha MPOHU3BOJCTBO
JIEKApCTBEHHBIX CPEJICTB, NPEIOCTABICHHONW TMPOM3BOJUTENIO (papMaIleBTUIECKOH CyOCTaHIINH,
BXOJISIIIEH B COCTaB JIGKAPCTBEHHOTO Iperapara JJisi BETCPUHAPHOTO MPHUMEHEHHS, U POCCHICKHUX
IPOU3BOANTENCH;

(B pen. denepanbHoro 3akoHa ot 27.12.2019 N 478-03)

3) Komus [OKYMEHTa, BBIAAHHOIO YIOJHOMOYEHHBIM OpPIaHOM CTPaHbl IMPOU3BOIUTENS UL
Ka)KJI0M NMPOU3BOJACTBEHHOM ILIOIIAIKY JIEKAPCTBEHHOTI'O Mpernapara JUisi BETEpUHAPHOIO IPUMEHEHUS U
MOITBEP K IAOILEr0 COOTBETCTBUE IMPOU3BOIUTENS JIEKAPCTBEHHOI'O Ipernapara TpeOOBaHUSAM IPABUI
HaJUIeKalled TMPOU3BOJICTBEHHOW MPAaKTHUKHA, M €ro IEpeBOJ Ha PYCCKUU S3bIK, 3aBEPEHHBIE B
YCTaHOBJICHHOM IOPSJKE, @ TAKXKE KOMHU 3aKI0YCHHUS O COOTBETCTBUU IIPOU3BOAUTENS JIEKAPCTBEHHBIX
cpeAcTB  TpeOOBaHMSAM  MpaBUI  HaJuleXkamlell  MpPOM3BOJACTBEHHOM  NMPAaKTHKH,  BBIAAHHOTO
YIOJIHOMOYEHHBIM (pe/iepaibHbIM OPraHOM HCIIOJIHUTENBHONW BJIACTH JJIS KaXKAOH MPOU3BOICTBEHHOMN
IUIOUIA/IKK JIEKAPCTBEHHOr'O Ipenapara Uil BETEPUHAPHOIO NPHUMEHEHUs, JIMOO KOMMs pELIEHUS O
MIPOBEACHUHU WHCIIEKTUPOBAHMS ~ IPOU3BOAMTENS  JIEKAPCTBEHHBIX  CPEACTB, IIPUHATOTO
YHOJHOMOYEHHBIM (pe/iepaibHbIM OpraHOM HCHOJIHUTEIBbHOM BIACTHU JJIS KaXI0H MPOU3BOJICTBEHHOM
IUIONIAIKK JIEKAPCTBEHHOI'O IIpernapaTra [Ulsi BETEPUHAPHOIO INPUMEHEHMs. YKa3aHHbIE JIOKYMEHTBI
IIPEJCTABIISIOTCS B Cllydae, €CIM INPOM3BOACTBO JIEKAPCTBEHHOIO IIpemapara il BETEPUHAPHOIO
IIPUMEHEHHUs OCYILECTBIIAETCA 3a npenenamu Pocculickon Penepanyy;

4) xomus JIOKYMEHTa, BBIIAHHOTO YIOJHOMOYEHHBIM OpPIraHOM CTpaHbl IPOU3BOAUTEIIS
¢dapManeBTHYECKOW ~ CyOCTaHIIMM M TIOATBEP)KIAIOIIEr0  COOTBETCTBHE  IPOU3BOIMTEIS
(bapMareBTHYECKON CyOCTaHINH, BXOSIIEH B COCTaB JIGKAPCTBEHHOTO Tpernapara JUisi BETEpUHAPHOTO
NPUMEHEHHS, TPeOOBaHMSAM [PABWJI HAJICKAIICH MPOM3BOJICTBEHHON MPAKTHKH, M €ro IEpeBoj] Ha
PYCCKHMI  SI3bIK, 3aBEpEHHbIE B YCTAaHOBJICHHOM IOpS/AKe, B Cilydae, €CIH IPOU3BOJCTBO
(bapMareBTHUECKON CyOCTaHIIMM OCYIIECTBIIAeTCS 3a npenenamu Poccuiickoit deneparyu.

(uactp 1 B pen. @enepanpHoro 3akoHa ot 04.06.2018 N 140-D3)

1.1. B cny4yae u3meHeHus: u (WJIM) JOTMOJHEHUS MPOU3BOJACTBEHHOM IIOMIAKH JIEKAPCTBEHHOTO
CpEeACTBA JTOKYMEHThI, YKa3aHHbIE B 4YacTH | HAcCTOSIIEH CTaTbH, MPEICTABISAIOTCS 3asBUTEIIEM B
OTHOIICHUU HU3MEHsAeMON U (WIK) [OMOJHSAEMOW MPOU3BOJACTBEHHON IUIOMIAJIKK JIEKAPCTBEHHOT'O
cpenctBa. PelieHne 0 BHECEHUU M3MEHEHUHN B JOKYMEHTBI, COJIEpKAIIMECS B PETUCTPALMOHHOM JOChE
Ha 3aperuCTPUPOBAHHBIN JIGKAPCTBEHHBIN Mpenapar Jjisl BETEPHHAPHOTO MPUMEHEHUs, UK 00 OTKa3e B
WX BHECCHHHM TPUHUMAETCS B Cly4yae HEOOXOIMMOCTH MPOBEICHHUS AKCIEPTU3BI JICKAPCTBEHHOTO
CpelIcTBa B CPOK, HE MPEBBIMAIONMINNA JEBIHOCTA paboOUMX ITHEH, a B OCTAIBHBIX CIIydasX B CpPOK, HE
MPEBBIIAONTNN TPUANATH PaboYMX JHEW CO JHS HampaBlIE€HUs TOCPEIACTBOM EIWHOTO IMOpTajia B
YIOJHOMOYEHHBIN (pelepanbHblii OpraH MCIOJHUTEIBHON BJIACTH 3asBJICHUS O BHECEHUHM TaKHX
W3MEHECHUM.

(uactpb 1.1 BBenena @enepanbubiM 3akoHOM OT 04.06.2018 N 140-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)
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1.2. B cnyuyae peopraHuzanuu JAeprKaTeis WIA BIaJelblla PErUCTPALMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TMperapaTa Ui BETEPUHAPHOTO MPHUMEHEHHUs, Pa3padOTYMKa WM TMPOU3BOIUTEINS
JIEKapCTBEHHOI'O Ipenapara Jyisi BETEpUHAPHOIO MPUMEHEHUS B 3asBJICHUM O BHECEHUM M3MEHEHUU B
JIOKYMEHTBI, COJIepKalliecs] B PErucTpallMOHHOM JOChE€ Ha 3aperMCTPUPOBAHHBIN JIEKAPCTBEHHBIN
mpenapaT A7 BETEpUHApPHOIO MPUMEHEHHUS, YKa3bIBAIOTCSA JaHHBIE JOKYMEHTA, IMOATBEP: KIAOIIErO
BHECEHHE COOTBETCTBYIONINX U3MEHEHHI B EMUHBIN rocy1apcTBEHHBIN peecTp IOpUANYECKUX JUIl (A5
OpraHM3allyii, 3aperucTPUPOBaHHBIX Ha Tepputopun Poccuiickoit denepannn), UIM UHOTO TOKYMEHTA,
MTOATBEPIKIAIOIIETO PEOPTAHU3AINIO FOPUIUIECKOTO JIMIIA (JJIs1 OpraHu3aIui, He 3aperUCTPUPOBAHHBIX
Ha Tteppuropun Poccuiickoit ®denepanuu). 3asBiieHHME O BHECEHWHU HW3MEHEHUW B JOKYMEHTBHI,
CoZIep KaIIMeCs] B PErMCTPAllMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBINA JIEKAPCTBEHHBIM Ipenapar it
BETEPUHAPHOTO MPUMEHEHMs, U TMpuiIaraeMble K HEMY JOKYMEHThl HaNpaBISIOTCA MOCPEACTBOM
€MHOT0 TOopTaJia B YIOJIHOMOYEHHBIN (eliepalbHblii OpraH UCIOTHUTEILHOW BIACTH HE MO3JHEE YeM
yepe3 TpHUALATh, pabouux [HEH cO JAHS BHECEHHS COOTBETCTBYIOIIMX H3MeHEeHHH B Enunbii
roCyJJapCTBEHHBIN peecTp IOPUANUECKUX JHIL (A1 OpraHu3aliii, 3aperucCTPUPOBAHHBIX HA TEPPUTOPUHU
Poccuiickoit denepannin) Wi co AHS MNPUHSTHS COOTBETCTBYIOIIETO JOKYMEHTA, MOJITBEPIKIAIOIIETO
pEOopraHu3alyio PUINYECKOro Juua (Iisi OpraHu3aluii, He 3aperuCTPUPOBAHHBIX HA TEPPUTOPHUU
Poccuiickoit ®denepanun). B cinydae peopraHmzanuu aep:KaTessi WM BIAJENblla PETHCTPAIMOHHOTO
YAOCTOBEPEHUS JIEKAPCTBEHHOI'O IpernapaTa JUisi BETEPUHAPHOIO IPUMEHEHUS 3asBJIICHHE O BHECEHUH
W3MEHEHUH B JIOKYMEHTBI, COJEpP)KAIUECs B PETUCTPALMOHHOM JOCh€ Ha 3aperuCTPUpPOBAHHBIN
JIEKApCTBEHHBIA Tpenapar il BETEPUHAPHOTO MNPUMEHEHMS, MOJACTC HOPUANYECKUM JIUIIOM,
KOTOPOMY B XOJ€ peopraHM3alii [epedaHO IIpaBO BIAJEHUS TaKUM PETUCTPALMOHHBIM
YIAOCTOBEPEHUEM.

(uactp 1.2 BBenena denepanpHbiM 3ak0HOM OT 02.08.2019 N 297-D3; B pen. enepaibHOro 3aK0Ha OT
30.01.2024 N 1-®3)

2. B cinyyae BHeceHMs] U3MEHEHHUI B JJOKYMEHTHI, COAEpIKAIINECS B PErHCTPAI[MIOHHOM J0ChE Ha
3apEeTUCTPUPOBAHHBIN JIEKAPCTBEHHBIM TMpemnapaTr Uisi BETEPUHAPHOrO NPUMEHEHHUS, B OTHOIICHUH
CBEJICHUH, yKa3aHHBIX B noamynkrax "e", "x", "k", "n", "u", "c¢", "x" mynkra 7 wactu 3 crartbu 17
HacTosuero denepalbHOr0 3aKOHa, U3MEHEHUs U (WIM) JONOJHEHUS! MPOM3BOACTBEHHOM IUIOIIAKU
JIEKApCTBEHHOTO CPEJICTBA, a TAKXKE B ClIydyae W3MEHCHHMS IOKa3aTelied KauyecTBa JICKAPCTBEHHOTO
npenapaTa JJis BETEpUHAPHOIO NMPUMEHEHHsI U (WJIM) METOJIOB KOHTPOJS KauecTBa JIEKAPCTBEHHOI'O
mpemnapaTa [l BETepUHAPHOTO MPUMEHEHHUS MPOBOAUTCS DKCIEPTHU3a JIEKAaPCTBEHHOTO CPENCTBA s
BETEPUHAPHOTO TpUMEHEHUs. B ciaydyae HEOOXOAMMOCTH BHECEHHsS] MHBIX H3MEHEHHH B JOKYMEHTHI,
coJiepXKalirecss B PEruCTPAllMOHHOM JIOChE Ha 3aperMCTPUPOBAHHBIA JICKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO MPUMEHEHUS, DKCIIEPTU3A JIEKAPCTBEHHOTO CPEJICTBA ISl BETEPUHAPHOTO MPUMEHEHHS
HE TTPOBOJIUTCA.

(B pen. Deaepanbhbix 3akoHOB oT 22.10.2014 N 313-P3, o1 22.12.2014 N 429-D3)

3. 3asBuTenb BIpaBe NPEACTaBUTh MO COOCTBEHHON HWHMLIMATHBE BMECTE C 3asiBICHHEM O
BHECEHMM M3MEHEHMM B  JOKYMEHTBI, COJEpKalMecs B  PETUCTPALlMOHHOM  JIOChE  Ha
3apEruCTPUPOBAHHBIA JIEKAPCTBEHHBIM IpenapaT s BETEPUHAPHOIO IIPUMEHEHUS, PEKBU3UTHI
JOKYMEHTOB, IOATBEPXKJAIOLIMX YIUIATy TOCYAAPCTBEHHOW MOLUIMHBI 332 BHECEHHE B JOKYMEHTHI,
coJiepKallrecss B PErMCTPAllMOHHOM JIOCh€ Ha 3apeTrMCTPUPOBAHHBIN JIEKAPCTBEHHBIN Ipenapar it
BETEPUHAPHOTO TMPUMEHEHUs, W3MEHEHMUH, TPeOYIOLIMX IPOBENEHUS 3KCIEPTU3bl JIEKApCTBEHHOTO
CpeACTBa, WM W3MEHEHWH, He TpeOYIOIIMX IMPOBEIEHUS SKCIEPTHU3bl JIEKAPCTBEHHOIO cpejacTBa. B
cllyyae HEOOXOJIMMOCTH M3MEHEHHUsl CBEICHUM, COJEpIKALIMXCS B PETUCTPALMIOHHOM YIOCTOBEPEHHUH
JIEKapCTBEHHOI'O IIperapaTa JUlsl BETEpUHAPHOIO NPUMEHEHUs, C 3asBJICHHEM, YKa3aHHbIM B ydacTu |
HACTOAIIEH CTaTbd, 3asBUTEIb BIPABE MPEJICTaBUTh MO COOCTBEHHOW WHUIMATHBE PEKBU3UTHI
JIOKYMEHTA, MOATBEPKAAIOIIET0 yIUIaTy TOCYAapCTBEHHOW IOIUIMHBI 32 BBIAYy PErMCTPALOHHOTO
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yIIOCTOBEpEHHs JIEKapCTBEHHOI'O Ipernapara. 3asBUTENb BIPaBe IMPEICTaBUTh MO COOCTBEHHOMH
MHULMATUBE CBEJCHUS O JUICH3UAX, YKa3aHHbIEC B IMyHKTax | u 2 yacTu | HacToOAILIEH CTaThH, a TaKKe
BbIJIaBaEMbl€ YIIOJHOMOYECHHBIMU (peiepaJbHBIMI OpraHaMU HCIOJHHUTEIBHON BIACTH JTOKYMEHTHI,
yKa3aHHble B IIyHKTe 3 d4acth | Hacrosmed crated. B ciyyae HeENpeACTaBIeHUS YyKa3aHHBIX
JOKYMEHTOB  (CBeIeHUI) YIOJHOMOYEHHBIH (elnepanbHblii OpraH HCHOJHHUTENIBbHON  BiIAacTH
3alpallBaeT yKa3aHHbIC JTOKYMEHTHI (CBEICHMs) B MOPSAKE MEXBEIOMCTBEHHOIO MH(POPMALMOHHOTO
B3aUMOJEICTBHS.

(B pen. @enepanbhbix 3ak0oHOB 0T 27.12.2019 N 478-D3, ot 30.01.2024 N _1-D3)

4. B cpok, He TPEBBIIAIONINNA ASCITH padOUnX JHEHW CO JHS MOCTYIUICHHS YKa3aHHOTO B 4acTu |
HACTOSIIEH CTAaThU 3asBJICHUS W HEOOXOJMMBIX JOKYMEHTOB, YIIOJTHOMOYCHHBIH (hefepaabHbId OpraH
WCTIOJIHUTEJIbHOM BJIACTHU:

1) IIPOBOAUT IMPOBEPKY IOJIHOTEI U TOCTOBECPHOCTHU CBG,Z[CHHI;'I, COACPIKAIUXCA B IIPCACTABIICHHBIX
3asABUTCIIEM JOKYMCHTAX,

2) TMNpUHUMAET peEHIeHWE O TMPOBEACHUU HKCIEPTU3bl JIEKAPCTBEHHOIO CpEeACTBA  AJIA
BETEPUHAPHOTO MPUMEHEHHSI HITH 00 OTKa3e B €€ MPOBEICHUM;

3) HampaBisieT TOCPEICTBOM €IMHOTO MOpTaja 3asBUTENI0 MOJMHMCAHHOE YCHJICHHOU
KBIN(UIMPOBAHHON 3JIEKTPOHHON MOJANHUCHIO YBEJIOMJICHHE O MPUHATOM pEIIeHUH WIH B Cllydae
OPUHATHS pelIeHHs 00 OTKa3e B MPOBEICHWM OKCIEPTH3Bl JIEKAPCTBEHHOTO CPEACTBA  JUIS
BETEPHHAPHOTO PUMEHEHHUS C yKa3aHUEeM MPUYUH TAaKOTO OTKa3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

4.1. B cnyuae BBISIBJICHUS HEJJOCTOBEPHOCTH U (MJIM) HEAOCTATOYHOCTU CBEACHUH, COIEPKAIINXCS
B TIPE/ICTABJICHHBIX 3asBUTEJIEM MaTepualiax, yroJIHOMOUYCHHBIN (eepaabHbIil OpraH UCTIOJHUTEIBHON
BJIACTH HAMpPAaBIISET IMOCPEACTBOM EIMHOTO TOpTaja 3asgBUTENIO 3ampoc 00 YTOYHCHHH YKa3aHHBIX
CBEJICHUH, TTOAMMMCAHHBIA YCUICHHOW KBATU(UIIUPOBAHHOHN 3JICKTPOHHOM MOIIHCHIO.
(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asButens o00sf3aH HANpPaBUTh IOCPEACTBOM €IMHOIO IOpTaja B YIMOJIHOMOYEHHBIN
(benepanbHBIi OpraH HWCHOJHHUTEIBHOM BJIACTH TOAMMUCAHHBIN YCHICHHOW KBAIM(UIIMPOBAHHOM
JNIEKTPOHHOHN TOAIMKUCHIO OTBET HA 3aIPOC YIOJHOMOYEHHOTO (pefepabHOTO OpraHa MCHOJTHUTEIbHOM
BJIACTH B CpPOK, HE TNPEBBIMIAIOIIUI JEBSIHOCTA paboyuX JHEH CO AHS MOJIYYEHHs YIOJIHOMOYEHHBIM
(benepanbHbIM OpPraHOM HCIOJHUTENbHOM BJIACTH 3JEKTPOHHOIO YBEIOMIIEHUS O IOJyYeHHUH
3asgBUTENEM JaHHOro 3ampoca. Cpoku, ykazaHHble B 4acTM 1.1 HacTosdmed cCrarThby,
IIPUOCTAHABIIMBAIOTCS CO [JHA HAIpaBICHUS IOCPEACTBOM €IMHOIO IOpTaja 3asBUTEIO 3ampoca
YIIOJIHOMOYEHHOTO (heIepajIbHOr0 OpraHa MCIOJHUTEIHHON BIACTH 10 JHS HAIPaBICHHUS TOCPEICTBOM
€IMHOTO TopTajla B YIOJHOMOUYEHHBIH (QenepaiabHblii OpraH HCIOJHHUTEIBHON BIIACTH OTBETa Ha
JAHHBIN 3aIIPOC U HE YUUTBIBAKOTCS ITPU UCUHMCICHUH CPOKA MIPUHATHUS PEIICHUS O BHECEHUU U3MEHEHUI
B JIOKyMEHTBI, COIEPKALIUECS B PETHCTPALIMOHHOM JIOChE Ha 3apErMCTPUPOBAHHBIA JIEKAPCTBEHHBIN
npenapar Ijsl BETEpUHAPHOTO IPUMEHEHUS.

(uactb 4.2 B pen. denepanphoro 3akoHa ot 30.01.2024 N 1-D3)

5. OcHoBaHueM Ui OTKa3a B MPOBEJICHUU DKCHEPTU3bl JIEKAPCTBEHHOI'O CpEICTBA st
BETEPUHAPHOTO TPUMEHEHUsSI SIBIACTCS TMPEJCTaBICHUE JOKYMEHTOB, YKa3aHHBIX B yacTsiax | u 3
HACTOSIIIECH CTaThH, B HEMOJIHOM 00bEME WM OTCYTCTBHE B IIPEJICTABIICHHBIX IOKYMEHTAX JOCTATOYHBIX
CBEJICHWH, TOATBEP)KIAIONMUX HEOOXOIUMOCTh BHECEHHMS W3MCHCHHH, JMOO HEINpeACTaBICHUE
3asiBUTENIEM B YCTAHOBJICHHBIM CPOK OTBeTa Ha yKa3aHHBIH B yacTu 4.1 HacTosed cTatbu 3ampoc
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YIOJIHOMOYEHHOTO (heiepabHOI0 OpraHa UCIOJHUTEIbHOM BIACTH.
(B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

6. DKcriepTr3a JIKapCTBEHHOTO CPEACTBA JUIsi BETEPUHAPHOrO MPUMEHEHHUS! B IIEJISIX BHECEHUS
W3MEHEHUN B JIOKYMEHTBI, COJEpP)KAIMecs B PETUCTPAIMOHHOM JOCh€ Ha 3aperucTPUpPOBAHHBIN
JIEKApCTBEHHBIA TpermapaT Il BETCPUHAPHOTO TPUMEHEHHS, OCYIIECTBISETCA B  TOPSIKE,
YCTaHOBJICHHOM CTaThel 24 HacTosilero deaepaibHOro 3aKOHa.

6.1. B cpok, He mpeBbINAONIUN JOecATH pabouux OHEH cO JHS HaMpaBlICHUS MOCPEICTBOM
€IMHOTO TIOpTajia B YNOJHOMOYEHHBIN (elepaibHblii OpraH MCIOJHUTENbHON BIIACTH MOJIMHCAHHOTO
YCHJICHHOW KBaTU(UIIUPOBAHHOW JJIEKTPOHHON TMOJIMUCHI0 3aKIIOYCHUS KOMHUCCHH DKCIIEPTOB I10
pe3yibTaTaM yKa3aHHOW B YacTH 2 HACTOSIIECH CTaTbH SKCIIEPTU3bI, YIOJTHOMOUYEHHBIN (enepanbHbIi
OpraH UCHOJIHUTEIBbHOMN BIACTH:

(B pen. deaepanbubix 3akoHOB OT 02.08.2019 N 297-03, ot 30.01.2024 N _1-D3)

1 ) NpUHHUMACT PCHICHUEC O BHECCHUU U3MEHEHUI B AOKYMCHTBI, COJACpKallueca B
PEruUCTpallMOHHOM JIOOCHC Ha 3apeFHCTpI/Ip0BaHHLIf/'I HCKapCTBeHHLIﬁ npenapar jisi BCTCPHUHAPHOI'O
MIPUMCHCHUSA, UIIN 00 0TKa3e BO BHCCCHUU TaKHX HSMGHGHHfI;

2) BHOCHT B TOCYJapCTBEHHBIH PEECTp JEKapCTBEHHBIX CPEICTB HAa OCHOBAHWU pELICHUS O
BHECCHUU N3MEHEHUH B JOKYMCHTEI, CoZCpKaImurec,d B PErUCTpaiuOHHOM JOChE Ha
3apernCTPUPOBAHHBIN JIEKAPCTBEHHBI TNpermapar Jjs BETEPUHAPHOTO NPHUMEHEHHUs, HEe0OXOIUMbIE
U3MEHEHMS;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3) BbLAAET 3aBUTENI0 HOBOE PErMCTPAL[MOHHOE YJIOCTOBEPEHME JIEKAPCTBEHHOIO Ipenapara Juis
BETEPUHAPHOT0 IPUMEHEHUS B Cily4ae HEOOXOAMMOCTH M3MEHEHUs CBE/ICHUH, COJIEpPIKaLUXCs B HEM, C
COXpaHEHHEM HOMEepa paHee BBIJAHHOTO PETUCTPALMOHHOIO YJIOCTOBEPEHMS JIEKapCTBEHHOI'O
npernapara Juisi BETepUHApHOTO IPUMEHEHHUS.

(. 3 BBenen DenepanbHbiM 3akoHOM OT 02.08.2019 N 297-D3)
(uactb 6.1 BBennena dexnepanbHbIM 3aK0HOM OT 22.10.2014 N 313-03)

6.2. B cnydae BHeCEeHUS U3MEHEHUH B JJOKYMEHTBI, COJIEPKAIIUECS B PETUCTPALIMOHHOM JIOChE Ha
3apEeTUCTPUPOBAHHBIA JICKAPCTBEHHBIN TMpenapaT /i BETEPUHAPHOTO TMPUMEHEHHsS, B YaCTH,
Kacaromiencss u3MeHeHUs | (WId) JOMOJHEHHUS TMPOW3BOJCTBCHHON IIIOMIAIKH JICKAPCTBEHHOTO
npenapara, mpHu MpeCTaBICHUN 3assBUTEIIEM B COOTBETCTBUU C MIYHKTOM 3 YacTu | HacTosIIeH CTaThu
KOIMUU pEIICHHUs YIMOJTHOMOUYEHHOTO (enepanbHOro opraHa HCIOJHUTENBHON BIIACTH O MPOBEACHUU
WMHCIIEKTUPOBAHMS TTPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB CPOK, YKAa3aHHBIN B yacTu 6.1 Hacrosuiei
CTaThHU, IPUOCTAHABIMBACTCS CO JIHS MOJYUYEHHUsS 3aKJIFOUEHHUS] KOMUCCUU SKCIEPTOB 10 JHS MPUHSTHS
YIOJHOMOYCHHBIM (heJiepaTbHBIM OPraHOM MCIIOJTHHTEIHLHOW BIIACTH PEIICHUS O BBIJAYe WK 00 OTKa3e
B BBIJIaU€ 3aKITFOYCHUS O COOTBETCTBUH MPOU3BOIUTENS JIEKAPCTBEHHBIX CPEICTB TPEOOBAHUSAM TTPABUII
HaJIe)KaIel MPOu3BOACTBEHHOM MPAKTUKH, HO HE O0Jiee YeM Ha CTO BOCEMBACCAT pabounx JHEH.
(dacts 6.2 BBeeHa PenepanbHbIM 3akoHOM OT 04.06.2018 N 140-D3)

7. OcHoBaHMEM /Ul OTKa3a BO BHECEHMM W3MEHEHMH B JOKYMEHTBI, COJEpJKalluecs B
PEruCTPAallMOHHOM JIOCb€ Ha 3apErMCTPUPOBAHHBIM JIEKAPCTBEHHBIM IIpenapaTr i BETEPUHAPHOTO
MIPUMEHEHHS, B CIy4asx, He TPEOYIONMX MPOBEACHUS IKCIIEPTH3BI JIEKAPCTBEHHOTO CPEICTBA, SIBISAETCS
Mpe/icTaBlIeHHe JOKYMEHTOB, YKa3aHHbBIX B 4acTax | M 3 HacTosiei cTaThbi, B HEMOJHOM OObeMe HIn
OTCYTCTBHUE B IIPEJCTABICHHBIX JOKYMEHTaX CBEJCHUH, KOTOPbIE JOJIKHBI ObITh B HUX OTPa’KEHBI, TM00
HENPEJCTaBICHUE 3asBUTEJIEM B YCTAHOBJICHHBIM CPOK OTBETa Ha yKa3aHHBIM B 4acTu 4.1 Hacrosuen
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

CTaThH 3aIPOC YIOTHOMOYEHHOTO (heepaIbHOr0 OpraHa UCIIOJHUTEIFHOM BIIACTH.
(dactp 7 B pen. @enepanpHoro 3akoHa oT 04.06.2018 N 140-D3)

7.1. OcHoBaHueM 1Jisi OTKa3a BO BHECEHHMM HU3MEHEHHH B JIOKYMEHTBI, COJEp)Kalluecs B
pPETUCTPALIMOHHOM JOChE€ Ha 3apErMCTPUPOBAHHBINA JIEKAPCTBEHHBINM Mpenapar i BETEPUHAPHOTO
MIPUMEHEHHUS, B CIy4asX, TPEOYIOMUX MPOBEACHHS SKCIEPTHU3bI JICKAPCTBEHHOTO CPENICTBA, SBIISICTCS
3aKJIIOYEHUE YITOJTHOMOYEHHOTO (enepaibHOr0 OpraHa HMCIOJHUTEIBHON BJIACTH O BO3MOYKHOCTH
CHIDKEHHUS 0€30MacHOCTH, KauecTBa, 3((HEeKTUBHOCTH JIEKAPCTBEHHOTO MpernapaTa BCIEICTBUE BHECEHUS
W3MEHEHHH B  yKa3aHHbIE JOKYMEHTBHI, OTKa3 YIOJHOMOYEHHOro (enepanpHOr0  OpraHa
HCIOJIHUTEJIBHOM BJIACTU B BbIJIaU€ 3aKIIOUYEHUS O COOTBETCTBHM MPOU3BOJUTENS JIEKAPCTBEHHBIX
CpencTB TpeOOBaHUSIM MPABUII HAJUICKAIIEH TPOU3BOACTBEHHOM MPAKTUKU B CIIy4ae M3MEHEHUS U (WJTH)
JIONIOJITHEHUS TIPOM3BOJICTBEHHOM IUIOMIAJKK JIEKQPCTBEHHOIO Ipenapara, €ciu MPOU3BOACTBO
JICKAPCTBEHHOTO TIpernapara [Jjii BETEPUHAPHOTO MPUMEHEHUSI OCYILECTBISIETCS 3a IMpeaeiaaMu
Poccuiickoit denepanuu, Wik OTCYTCTBUE 3TOTO 3aKJIFOUEHUS.

(uactpb 7.1 BBenena @exnepanbHbiM 3ak0HOM OT 04.06.2018 N 140-D3)

8. JlomyckaeTcst oOpallieHue JIeKapCTBEHHBIX MPENapaToB JJs BETEPUHAPHOTO MPUMEHEHHS 10
WCTEUCHHS CPOKA TOJHOCTH, MPOU3BEJICHHBIX B TEYEHUE CTa BOCBMHECSITH JTHEW MOCIIE TaThl TPUHSATHUS
YIOJTHOMOYECHHBIM (he/IepalbHBIM OpPTraHOM HCIIOJHHUTEIBHOM BIACTH PEIICHUS O BHECEHHH M3MEHEHUH
B JIOKYMEHTBI, COJEpXKAlIMecsi B PErHCTPAllMOHHOM JIOCh€ Ha JICKAPCTBEHHBIM Ipemapar, B
COOTBETCTBUHM C HWH(]oOpMammeil, coaepxkameiicss B JOKYMEHTaX pErUCTPallMOHHOTO JIOChe Ha
JIeKapCTBEHHBIH Mpenapar A0 1aThl IPUHATHS TAKOTO PEIICHHUS.

(vactp 8 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Koncynprantllntoc: npumeyanue.

O Bo3MOXXHOCTH oOOpamieHuss B P® JjieKkapCTBEHHBIX MpENapaToB MOCJIE MNPUHATUS pEIICHUs 00
OTMEHE TOCPETUCTPAIIUU U UCKIIFOUCHHBIX M3 peecTpa (hapMaleBTHUECKUX CyOcTaHmuii cM. cT. 4 O3
ot 30.01.2024 N 1-®3.

Cratbsa 32. OTMeHa rocyfapCTBEHHOM perucrpaumm nekapcTBeHHOro npenapara

Pemennie 06 oTMeHE rocyAapCTBEHHOW PETUCTPALlUU JIEKAPCTBEHHOTO Mpenapara U UCKIIOUYeHUN
JIEKapCTBEHHOT'O Tpernapara U3 TOCYJIapCTBEHHOTO peecTpa JIEKapCTBEHHBIX CPEICTB NPUHUMAETCS
YIOJHOMOYEHHBIM (pe/iepalbHbIM OPraHOM HCIIOJIHUTEIBHOM BIIACTH B CIIydae:

1) nmpencraBieHUsT — COOTBETCTBYIOIIMM  YIOJHOMOYEHHBIM  (eiepalibHbIM  OpraHOM
WCIIOJIHUTENIBHOM BIJIACTH 3aK/IIOUYEHHUS O PHUCKE WM 00 Yrpo3e 3/I0pOBBIO, JKU3HHM YeJOBEKa WU
KUBOTHOT'O TPU MPUMEHEHHUH JIEKApCTBEHHOT'O Ipernapara, MPEeBbIIAIMUX ero 3(pPeKTUBHOCTD, 10
pe3ynbTaTaM OCyIIEeCTBISIEMOTr0 UM MOHUTOPHHTA 0€30MIaCHOCTH JIEKapCTBEHHOTO Mpernapara;

Koncynbrantllntoc: npumeuanue.

[Tonoxxenus ct. 32 (B pea. @3 ot 30.01.2024 N 1-D3), kacaromuecs MpeIoCTaBlIeHUs TOC. YCIYT MpU
oOpallleHuN JIEKapCTBEHHBIX CPEIACTB: A MEAMIMHCKOIO IPUMEHEHHs IOCPEICTBOM EIUHOMN
CUCTEMBI U (WJIM) ennHoro noprana, opuMensred ¢ 01.01.2025; nyis BeTepuHapHOTO NPUMEHEHUS
IIOCPEJICTBOM €MHOTr0 noprana, npuMenstores ¢ 01.01.2026.

2) nmogavuv JACpiKaTejiCM MWK BJIAACIBLHEM PETUCTPAIUMOHHOIO YAOCTOBCPCHUA JICKAPCTBCHHOI'O
npenapara WJIM YIOOJHOMOYCHHBIM HWM [JPYIrUM HOPpUAAYCCKUM JIMIOM 3adBJICHHUA 00 oTMEHe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

rOCyJapCTBEHHON  pErucTpaldd  JIEKapCTBEHHOTO  Mpernapara,  MOJIUCAHHOTO  YCHUJIEHHOM
KBATU(UIIMPOBAHHON AJIEKTPOHHOW TMOAMUCHIO, IYTEM €ro HaIpaBJICHUsS TOCPEICTBOM EIMHOTO
rmopraja B YIMOJTHOMOYEHHBIH (enepanbHblii OpraH WCIOJHUTEIBHON BIIACTH WU JIMYHBIA KaOWHET
YIOJIHOMOYEHHOTO (heZiepalbHOTO OpraHa MCIIONHUTEIFHON BIACTH B €IMHON CUCTEME;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

Koncynpranrlmtoc: npumedanue.
C 01.01.2026 m. 3 - 6 cT. 32 HE pacHpOCTPAHSIOTCS Ha MPABOOTHOIIEHHWS, BO3HUKAIOIIUE TPHU
oOpallleHnH JIEKapCTBEHHBIX CPEJCTB s MeaunuHckoro npumenenus (@3 or 30.01.2024 N 1-D3).

3) HEMOATBEPKIACHHS TOCYJApPCTBEHHOM perucTpaiuy JeKapcTBEHHOTO MpernapaTa 1o UCTeUeHUN
CpOKa JeMCTBHSI PETHUCTPAIIMIOHHOTO YAOCTOBEPEHHS, BBIIAHHOTO Ha TISTH JIET;

4) wHempencTaBleHUS 3asBUTENEM HMH(OpManMHM, KOTOpas MOXET TIOBJeYb 3a CcoOOM
HEOO0XO/IMMOCTh BHECEHUSI M3MEHEHMH B JJOKYMEHTBI, COJEpKAIlMecs] B PErHCTPAlMOHHOM JOChE Ha
3aperuCTPUPOBAHHBIA JIEKAPCTBEHHBIM Ipernapar, B TEYEHHE TpUILUATH pabouux JHEH co JHsA
HACTYIUICHUS 3TUX U3MEHEHUH;

5) ocylecTBIEHUs] TOCYAAPCTBEHHOM PErucTpaniy JIEKapCTBEHHOI'O Ipernapara HoJ TOProBbIM
HAaMMEHOBAHMEM 3apETUCTPUPOBAHHOIO paHee IO TUM TOPrOBBIM HAUMEHOBAaHUEM JIEKAPCTBEHHOI'O
npemnapara, OTINYaroIerocss Ka4€CTBCHHbBIM COCTAaBOM HeﬁCTBYIOHlHX BCIICCTB,

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

6) OCyIIECTBIICHHS TOCYIaPCTBEHHOW PETUCTPAIIMK OJHOTO M TOTO K€ JIEKAPCTBEHHOTO Iperapara
B OTHOIICHWH OJHOTO W TOTO K€ JIep)KaTelas WM BIAJCNblIa PErHMCTPAIMOHHOTO YIAOCTOBEPEHUS
JICKApCTBEHHOTO Tpernapata B BHUIE JBYX H 0oJiee JIGKAPCTBEHHBIX NPENapaToB IO/ Pa3IHYHBIMU
TOPTOBBIMU HAMEHOBaHUSIMU;
(. 6 B pen. ®enepanbHoro 3akoHa ot 04.06.2018 N 140-D3)

7) BBIHECEHUS CYIOM pCEUICHWs O HapylmIeHWH TMpaB MpaBooOiamaTelis OOBEKTOB
HHTEJUIEKTyaJIbHONW COOCTBEHHOCTH MPH 00pallieH!H JIEKapCTBEHHBIX CPE/ICTB;

KoncynprantlIntoc: mpumeyanue.
C 01.01.2026 1. 8 cT1. 32 HE pacpOCTPAHIETCS HA MPABOOTHOIICHHSI, BO3HUKAIOIIUE TIPH 0OpaIleHUN
JIEKapCTBEHHBIX CPEJCTB s MeaumHCKoro nmpumenenus (P3 ot 30.01.2024 N 1-D3).

8) OTCYTCTBHUSA JICKapCTBEHHOTO Tperapara B oOpamennn B Poccuiickoit denepannu B TeUCHUE
Tpex u Ooiee JeT;
(. 8 BBeneH DenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

9) HEBBINONHEHUA JAep)KaTeleM WM  BIAJEIbLEM PETUCTPALMOHHOTO  yJAOCTOBEPEHUS
JIEKapCTBEHHOT'O TIpernapara JIM0o YIOJTHOMOUYEHHBIM UMH JPYTHM IOPUIHYECKUAM JIUIIOM MEPOTIPHUSITHIA
o oOecneyeHuto Oe30MacHOCTH JIEKAPCTBEHHBIX MPENapaToB, YCTAHOBJICHHBIX YIOIHOMOYEHHBIM
(dbenepaibHBIM OPraHOM HCIIOJHUTEIHHOM BJIACTH B COOTBETCTBHMM C vacTsMu 3 U 4 crathu 64
HacTosmero denepanbHOro 3aK0Ha, B paMKax OCYIIECTBICHUS (hapMaKoHAI30Da;

(m. 9 BBenen denepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

10) oTka3za nepkarenass WM BIAAEIbLA PETUCTPALIMOHHOIO YIOCTOBEPEHMS JIEKAPCTBEHHOI'O
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

npemnapara Ju00 YNOJIHOMOYEHHOIO MMHU JIPYroro IOpUAMYECKOro JIMIA OT BHECEHHs H3MEHEHHUH B
MHCTPYKLIMIO 1O MPUMEHEHHIO JIEKAPCTBEHHOIO Ipenapara, KacarolUXCs HOBBIX IOATBEPXKIECHHBIX
JAHHBIX O TOM, YTO PUCK MPUYMHEHUS BpeZa 3J0POBbIO UEIOBEKA WM )KMBOTHOT'O BCIEACTBHE IIpUEMA
JIEKApCTBEHHOTO TIpeTapara npeBbimaeT 3pPEeKTHBHOCTh €r0 IPUMEHEHUSI.

(. 10 BBeneHn denepanbHbiM 3aK0HOM 0T 22.12.2014 N 429-03)

CraTtba 33. FlocyaapcTBEHHbIN peecTp fieKapCTBEHHbIX CpeacTB

1. T'ocynapcTBEHHBI peecTp JIEKapCTBEHHBIX CPEACTB COJEPKUT IE€PEUYEHb JIEKAPCTBEHHBIX
MPEerapaToB, MPOMIESIINX TOCYIaPCTBEHHYIO PETUCTPAIIHIO, TIEPEeYeHb (DapMaleBTHUECKUX CyOCTaHIINH,
BXOJIALINX B COCTaB JIEKAPCTBEHHBIX MPENApaTOB, U CIEIYIONIYI0 HH(OPMALIHIO:

1) B OTHOIIEHUH JIEKAPCTBEHHBIX IIPENapaToB:

a) HaUMEHOBaHHE JIEKapCTBEHHOIO TMpemapaTa (MeXAyHapoJAHOE HEMaTeHTOBaHHOe, WU
TPYNIHPOBOYHOE, WM XUMHYECKOE M TOPrOBOC HAUMEHOBAHMS );
(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-D3)

0) nexapcTBeHHas ¢popMa ¢ yKazaHHEM JIO3UPOBKHU JIEKAPCTBEHHOTO TMperapara u ero KOJIN4ecTBa
B [TOTPEOUTENHCKOMN YIIaKOBKE;

B) HAUMEHOBAHUE JiepKaTells WK BIIaJeNblia PETUCTPALIMOHHOTO YOCTOBEPEHHUS JIEKaPCTBEHHOTO
mperapaTa ¥ CBEJIEHUSI O PETHCTPAIMK JEp>KaTeNsl WU BIaJeNblla PETUCTPAIIMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO TpenapaTa JUlsi MEJUIIMHCKOTO IPUMEHEHHUS B Ka4eCTBE HAJIOTOIJIaTENbIMKA B CTPaHe
peructpanuu (111 POCCUMCKUX IOPUINYECKUX JIUI] - HICHTU()UKAIMOHHBIA HOMEp HAJIOTOIJIaTeIbIIuKa
(MHH), nns WHOCTpaHHBIX IOPUAMYECKHX JIMI[ - CTpaHa pEerucTpaluy, HAUMEHOBaHUE
PETUCTPUPYIOIIETO OpTraHa, PErHCTPAMOHHBIA HOMEP, KO/ HAJIOTOIIJIATEIBIUKA B CTPAaHE PETHCTPALINT
(MHKOpTIOpAIIMK) WJIK €T0 aHAJIOT);

(nm. "B" B pen. @enepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

I') HAMMEHOBAHHE U aJpec MIPOU3BOIUTEIS JIEKAPCTBEHHOIO IIpenapaTa U CBEJEHHUS O PETUCTPALUN
IIPOU3BOJUTENS  JIEKAPCTBEHHOI'O IIpenapara Uil  MEQULUHCKOIO IPUMEHEHHs B  KadecTBe
HaJOroIUlaTeNbplIMKa B  CTpaHe  perucTpauuud (A7  POCCHUMCKMX — IOPUAWYECKUX — JHUI -
UAeHTU(PUKAIIMOHHBIM HOoMep Hanororuiarensimuka (MHH), mis uHOCTpaHHBIX IOpUIWYECKUX JIHIL -
CTpaHa pErucTpalyy, HAaUMEHOBAaHHE PETUCTPUPYIOIIETO OpraHa, PETUCTPALMOHHBIA HOMEpP, KOJ
HAJIOTOIJIaTENbIMKA B CTPaHe PErucTpalyu (MHKOPIIOpAIMK) WU €0 aHaJlor);

(mm. "r" B pea. @enepanbHOro 3akona ot 28.12.2017 N 425-03)

1) (bapmakoTepaneBTHIeCKast rpyIma, KOJ JICKapCTBEHHOI'O mpenapara 10
aHaTOMO-TEPANEBTUIECKO-XUMHUECKON KlacCu(hUKaMU, peKOMEHIOBaHHON BecemupHOW opranuzanuei
3paBOOXPAHEHUS;

(mm. "n" B pen. ®enepanpHOro 3akoHa oT 22.12.2014 N 429-03)
€) MoKa3aHus ¥ MPOTUBOIIOKA3aHUS K PUMEHEHUIO JIEKAPCTBEHHOTO TIpernapara;
) MOOOYHBIE ICUCTBUS JIEKAPCTBEHHOTO Mpernapara;
3) CPOK T'OJTHOCTH JIEKapCTBEHHOT'O Tpenapara;

1) YCJIOBHUS XpaHEHUSs JIEKApCTBEHHOTO Mpernapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

K) YCJI0BUA OTITYCKa JICKapCTBECHHOI'O ITperiapara,

J) HOoMep (apmakoneiHHONH CcTaThl MM B CclIy4dae €€ OTCYTCTBHS HOMEp HOPMAaTHUBHOU
JOKyMEHTAIH 100 HOPMATUBHOTO TOKYMEHTA;

M) Jara TOCYJapCTBEHHOW PErucTpaluy JIEKAapCTBEHHOTO Mpemnapara U €ro PerucTparmoOHHBIN
HOMEp, JlaTa 3aMEHBl PETUCTPAIMOHHOTO YJOCTOBEPEHHUS JIEKAPCTBEHHOIO TMpernapara Ha OeccpouHoe
pPEruCTpallMOHHOE  YAOCTOBEPEHHE JIEKAPCTBEHHOrO IIpermapara, Jara MoJadyd  3asBICHUS O
MOATBEP)KICHUU TOCYJapCTBEHHOW pEruCTpallMd JIEKapCTBEHHOTO TMpemapara, Jara OTMEHbI
roCyJJapCTBEHHOM pErucTpaliy JIEKapCTBEHHOTO Mpernapara;

(B pen. @eaepanbHoro 3akona ot 22.12.2014 N 429-D3)

H) KaueCTBEHHBIH COCTaB M KOJWYECTBEHHBIN COCTAaB JCHCTBYIOUIMX BEIIECTB W Kaue€CTBEHHBIM
COCTaB BCIIOMOTaTEIbHBIX BEIIECTB JICKAPCTBEHHOTO Mpenapara;
(. "H" BBeneH DeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

0) uHpopMalus 000 BceX pa3pelIeHHbIX BHIaX BTOPHUHOM (MOTPEOUTENHCKOI) YIAKOBKH;
(nm. "o" BBeneH DenepanbHbIM 3akoHOM OT 22.12.2014 N 429-D3)

M) JaTa MNPUHATHS PEHIeHUS O BO3MOXXHOCTH paccMaTpHUBaTh JIEKAPCTBEHHBIM Npernapar MNpu
TOCYy/IapCTBEHHOW pPETUCTpallid B KadecTBe Op(aHHOTO JIEKApCTBEHHOTO Tpemapara (s
JIEKapCTBEHHBIX MPEMAPATOB IS MEIUIIMHCKOTO IPUMEHEHUS );

(mm. "n" BBemen depepanbHbIM 3ak0HOM OT 22.12.2014 N 429-®3; B pen. deaepaqbHOro 3aKoHa OT
27.12.2019 N 475-®3)

p) HAJINMYHUC JICKAPCTBCHHOI'O IIpCriapaTa B HEPCYHC KU3HCHHO HCOGXO,[[I/IMBIX U BaXHEMIIINX
JICKApCTBCHHBIX PCIIapaToB (I[JIH JICKAPCTBCHHBIX MPCIIapaToB JJIsI MCAUITUHCKOI'O HpI/IMeHeHI/IH);
"n.n

(nm. "p" BBeneHn PexnepanbHbIM 3aKoHOM OT 22.12.2014 N 429-d3; B pen. denepanbHoro 3akoHa OT
27.12.2019 N 475-@3)

C) HAJIM4YME B JICKAPCTBEHHOM IIpenapare HapKOTUYECKUX CPEJCTB, ICUXOTPOIHBIX BEIIECTB U UX
IIPEKYypCOpPOB, MOANEXKAIUX KOHTposto B Poccuiickoin  ®enepauuu, B COOTBETCTBUM €
3akoHomarenscTBOM  Poccuiickoit  Penepauuu, MeEXAyHapOAHBIMM  JorosopaMu  Poccuiickoit
®enepanyy, B ToM yucie EquHoN KOHBEHIIMEN O HapKOTHUECKUX cpenctBax 1961 roxa u Konpennuei
0 MCUXOTPOIHBIX BemecTBax 1971 roxa;

(nm. "c" BBeneH denepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

T) uHOpManUsg O TOM, SBISETCS JIM JAaHHBIA JIEKAPCTBEHHBIM TMpemnapaT pedepeHTHBIM
JIEKapCTBEHHBIM PETapaToM;
(mm. "1" BBeneH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-03)

y) CBEACHUS O MOJaye 3asBJICHHUS O BHECEHUM H3MEHEHUH B JIOKYMEHTBI, COJEp)KalLUECs B
pErucTpaliMOHHOM JIOChE Ha JIEKapCTBEHHBIN Ipenapar;
(nm. "y" BBeeH PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

¢) yrpatun cuity ¢ 1 mapta 2020 rona. - @enepanpHbiii 3akoH ot 27.12.2019 N 475-03;

X) CPOK BBEJCHHS JICKAPCTBEHHOTO Mpernapara Ui BETEPHHAPHOTO MPUMEHEHHs B TPaXKIaHCKHIA
o0oporT;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

nen

(nmm. "x" BBeneH DexnepanbHbIM 3aK0HOM OT 22.12.2014 N 429-®3; B pen. denepanbHOro 3akoHa OT
30.01.2024 N 1-®3)

1) wuHbOpMamUs O TOM, SBISIETCS JIM JAaHHBIA JICKAPCTBEHHBIH Mpemapar opQaHHBIM
JIEKapCTBEHHBIM npenapaTom, MMMYHOOHOJIOTUYECKUM JIEKapCTBEHHBIM rpenapaTom,
pamuodapMarieBTHIECKUM  JIEKAPCTBEHHBIM  MPEMapaToM, TOMEONMAaTHYECKUM  JICKapCTBEHHBIM
npenapaToM, OHMOJIOTHYECKHM JICKAPCTBEHHBIM IMPENapaToOM, BBICOKOTEXHOJOTHYHBIM JICKAPCTBEHHBIM
MpermapaToM, BIEPBHIE 3aperucTpUpOBaHHBIM B Poccuiickoit denepanuil B COOTBETCTBUH C HACTOSIIIIUM
®denepanbHbIM 3aKOHOM WJIM aKTaMHU, COCTaBIIsIOIMMU TpaBo Coro3a;

(. "u" BBenen ®deaepanbubiM 3akoHoM oT 30.01.2024 N 1-D3)

2) B OTHOUICHUH (papMaIleBTHYECKUX CYOCTaHIIHIA:

a) HaMMEHOBaHHE (hapMaIeBTUUECKOW CyOCTaHIMK (MEXKIyHApOIHOEC HEMAaTEHTOBAaHHOE, WIIH
IPYNIUPOBOYHOE, WM XMMHYECKOE M TOProBO€ HAMMEHOBaHUs), (GopMma BBIMyCKa (C yKazaHUEM
JO3UPOBKHU (TIpU HATUYUH), (PACOBKU U YIIaKOBKH);

(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

0) HauMEHOBaHHE M AApeC MPOM3BOIUTENS (papManeBTUUECKOH CyOCTaHIUHM (IS POCCHICKHX
IOPUINYECKUX JIUI - WACHTU(UKAMOHHBIH HOMep Hanororuiarensimka (MHH), niast mHOCTpaHHBIX
IOpUAMYECKUX  JIMI] - CTpaHa pPErucTpalyd, HauMEHOBaHHE PETUCTPUPYIOIIEr0  OpraHa,
PEruCTpaliiOHHBI HOMEP, KO/ HAJIOTOIUIATeNbIINKA B CTPaHE PErHMcTpaluu (MHKOPIOpPALUK) WIH €ro
aHajor);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

B) CPOK TOAHOCTH (hapMaleBTUIECKON CyOCTaHINY;
T') YCIIOBUS XpaHEHUS (papMaleBTUICCKON CyOCTaHINY;

) HOMep (QapMakoneiHOW cTaTbu WJIM B Cllydae €€ OTCYTCTBHSI HOMEp HOpPMaTHBHOMH
JOKyMEHTAlK J100 HOPMATUBHOTO JOKYMEHTA;

€) HamuKe (apMalieBTUIecKoi cyOCTaHIIMK B [I€PEYHE HAPKOTHUECKUX CPEACTB, MCUXOTPOMHBIX
BEILIECTB M UX MPEKYpPCOPOB, MOJIEKAIINUX KOHTpoato B Poccuiickoit denepaunn, B COOTBETCTBUM C
3akoHomarenscTBOM  Poccuiickoi  ®Penepaunu, MEXIyHAapOAHBIMM  JOroBopaMu  Poccuiickoit
®enepanyu, B ToM yrcie EquHoll KOHBeHIMEH 0 HapKoTHUecKux cpeactBax 1961 roxa m Konpennuei
0 MICUXOTPOMHBIX BemecTBax 1971 rona.
(. "e" BBenmeH dDeaepanbHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

2. ®apmareBTHYECKas cyOCTaHIUs, MTPOU3BEACHHAS Ml pealn3alii, MOXET OBITh BKJIIOYEHA B
TOCy/IapCTBEHHBI peecTp JICKAPCTBEHHBIX CPEACTB HA OCHOBAaHUM 3asBIICHUS pa3paboTuvka WU
MIPOU3BOUTENS JICKAPCTBEHHOTO CPEJCTBA JIMOO YIMOJHOMOYCHHOTO UMH IOPHIMYECKOTO JUIA TPU
YCJIOBUW TPOBEJICHUS B OTHOIICHUHM TAaKOW (papMaleBTUICCKOW CYOCTAHIIMM DKCIIEPTH3hI KavyecTBa
(hapMmarieBTHUECKO CyOCTaHIIMK B TOPSIIKE, YCTAaHOBJICHHOM cTatheil 34 Hactosimero denepanbHOTO
3akoHa. B oTHomeHuu QapmManeBTHUYECKUX CyOCTaHIUN, MNPOU3BENEHHBIX [UIs peaau3alu, B
rOCy/IapCTBEHHOM peecTpe JIEKapCTBEHHBIX CPEACTB COACPIKUTCA caeaytomias nHpopmarus:

1) HauMeHoBaHUE (apMaleBTUYECKONH CyOCTaHIMM (MEXIyHapOJHOE HENaTeHTOBAaHHOE, WU
IPYNIIMPOBOYHOE, WM XHMHUYECKOE M TOPrOBO€ HAaMMEHOBaHUs), (opMma BBINTYCKa (C YKa3aHHEM
JO3UPOBKHU (IIpU HAIUYUK), (HaCOBKU U YIIaKOBKH);

www.consultant.ru CrpaHuua 79 ns 158
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100531&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100531&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100242&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100242&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100243&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100243&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100533&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100533&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100246&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100246&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100247&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100247&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=462227&amp;date=06.09.2024&amp;dst=100009&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=462227&amp;date=06.09.2024&amp;dst=100009&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=135628&amp;date=06.09.2024&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=135628&amp;date=06.09.2024&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=121091&amp;date=06.09.2024&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=121091&amp;date=06.09.2024&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100534&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100534&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) HauMEHOBaHMeE, aIpec MPOU3BOAUTENS (papMalleBTUIECKON CyOCTaHIINM, a TAKXKe B OTHOLLICHUU
JIEKAPCTBEHHBIX CPEACTB I MEAUIMHCKOIO IPUMEHEHMs CBEICHUS O PEruCTPallMM IPOU3BOIUTEISA
(dapManeBTHYECKOW CyOCTaHIIMM B KA4eCTBE HAJIOTOIUIATEIIbIIMKA B CTpPaHE PETUCTpAluH (JUIs
POCCHUHCKHMX IOPUIWYECKUX JHI - WACHTU(UKAIMOHHBIA Homep Hanoromuiarensiiuka (MHH), nns
MHOCTPAHHBIX HOPUIMYECKUX JIMI] - CTPaHAa PETUCTPalliy, HAMMEHOBAHUE PErMCTPUPYIOLIETO OpraHa,
PErucCTpaliMOHHBI HOMEP, KO/ HAJOTOIUIAaTeNbIINKA B CTPaHe PEerucTpauuu (MHKOPIOPALUH) WIH €ro
aHaJjor);

(n. 2 B pen. @exnepanbHoro 3akoHa ot 28.12.2017 N 425-03)

3) cpok TogHOCTH (hapMaIEeBTHYECKON CyOCTaHITNY;
4) ycnoBusi XpaHeHusl (papMarieBTUIECKON CyOCTaHIINH,

5) Homep (apmakomeiHoOl craThu JUOO B Ciy4yae €€ OTCYTCTBUS HOMEpP HOPMAaTHBHOMN
JOKYMEHTAIIU! WM HOPMATHBHOTO JJOKYMEHTA;

6) Hanmuure (hapMaleBTHUECKON CyOCTaHIIMU B MEepPEUYHE HAPKOTUYECKUX CPEJCTB, MICUXOTPOMHBIX
BEIIECTB U HUX IPEKYPCOPOB, NMOMJICKAIMX KOHTPOJO B Poccuiickorn denepannu, B COOTBETCTBUU C
3akoHomarenscTBOM  Poccmiickoit  @Penepannu, MEXIyHapOOHBIMM  JOroBopaMu  Poccuiickoit
®enepanun, B ToM unciie EquHON KOHBEHIIMENW 0 HapKOTHYeCKuX cpeAacTBax 1961 romga n KonBeHuuei
0 MICUXOTPOIHBIX BemecTBax 1971 rona;

7) nata BKJIIOUEHMs (hapMalleBTUYECKON CyOCTaHLIMU B TOCYAAPCTBEHHBINA peecTp JIEKapCTBEHHBIX
CpE/CTB, JlaTa BHECEHUSI U3MEHEHHUH B TOKYMEHTHI (hapMaleBTHUECKOM CyOCTaHINH, J1aTa UCKIIOUCHHS
(bapmaneBTHUECKOI CyOCTaHIIMU U3 FOCYAAPCTBEHHOTO PEECTpa JEKAPCTBEHHBIX CPECTB.

(uactsp 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

3. HO[ZH;!OK BCACHUA TOCyAapCTBCHHOI'0 PECCTpa JCKAPCTBECHHBIX CPCACTB 1A MCIUIHHCKOI'O
IOPpUMEHCHUA W MOPANAOK BCIACHUA TIOCYJAPCTBEHHOI'O pPEECTpa JICKAPCTBCHHBIX CpPEACTB I
BCTCPUHAPHOI'O MPHUMCEHCHUSA YTBCPKAAKOTCA COOTBETCTBYHOIIUM YIIOJTHOMOYCHHBIM (penepaanLIM
OpraHomMm HCIIOJIHUTEILHOM BIACTH.

Koncynprantllmtoc: npumeyanue.

[Tonoxxenus ct. 34 (B pea. @3 ot 30.01.2024 N 1-®3), kacaromuecs IpeIoCTaBIEHUS TOC. YCIYT IpU
oOpallleHuH JIEKapCTBEHHBIX CPEACTB: A MEAMIMHCKOIO IPUMEHEHHs IOCPEICTBOM E€IUHOMN
CUCTEeMBbI U (WJIK) enuHoro noptana, opuMensred ¢ 01.01.2025; nyis BeTepuHapHOTO NPUMEHEHUS
IIOCPEJICTBOM €IMHOTr0 noprana, npuMenstores ¢ 01.01.2026.

Cratbsa 34. BknioyeHue B rocyfapCTBEHHbIN peecTp NeKapCTBEHHbIX CPeacTB U
UCKIIOYEeHne u3 rocyaapcTtBeHHOro peecTtpa fleKapCTBEHHbIX cpeacTs
c¢phapmaLeBTUYECKOWN CyOCTaHLMKU, NPOU3BEAECHHOMU ANA peanusauumn
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

1. Hna BrioyeHHs (apMaleBTUYECKOH CyOCTaHIIMM, TPOU3BENCHHON M peanu3alnuu, B
rOCYJapCTBEHHBIN pEecTp JIEKapCTBEHHBIX CPEICTB, IPOBOJAUTCS IKCIIEPTU3A €€ KaYeCTBA.
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2. DkcmepTu3a KayecTBa yKa3aHHOM B 4YacTu | Hacrosimied cTatbu (apManeBTHYECKON
CyOCTaHIIMM, COCTaBJICHHE KOMMCCHEH S3KCIEpPTOB 3aKIIOYEHUH MO pe3yibTaTaM 3TOM SKCIIEPTHU3BI,
MOJNMCAHNE WX YCWICHHBIMH KBaJHU(HUIMPOBAHHBIMU JJIEKTPOHHBIMH MOJNHMCIMHU, HalpaBICHUE
JAHHBIX 3aKJIIOUEHUH B JIMYHBIA KaOMHET YIOJIHOMOYEHHOTro (efepaibHOr0 OpraHa MCIOJIHUTEIbHON
BJIACTH B €IMHOW CHCTEME OCYIIECTBISIOTCS B CPOK, HE MPEBBIMIAONINN TPUANATH pabo4Yux THEH CO
JIHsI HAaIlPaBJICHUS B JIMUHBIA KaOMHET HKCIEPTHOIO YUPEXKIECHUS B €IMHONW CUCTEME COOTBETCTBYIOLIETO
3aJJaHUs  YIIOJHOMOYEHHOTo (hefiepalbHOrO OpraHa HCIOJHUTENBHOW BIIACTH, IOANMCAHHOTO
YCUJICHHOM KBaJTU(UIIMPOBAHHON AJIEKTPOHHOM MOANHUCHIO, U CIEAYIOUINX TOKYMEHTOB (CBEICHHH):

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) CBCACHUA O AaTC MPCAOCTABJIICHHUA M PETUCTPAIMOHHOM HOMEPC JIMOCH3UW Ha MNPOU3BOIACTBO
JICKApCTBECHHBIX CPCIACTB WM CBCACHUA O AaT€ MNMPEAOCTABIICHHA W PEruCTpafMOHHOM HOMEPE
3aKJIIOUYEHUST O COOTBETCTBHHM MPOM3BOAMUTENS JIEKAPCTBEHHBIX CPEICTB TpeOOBAaHUSM IPABHI
HaJJIexalled MPOU3BOJCTBEHHOW TMPAKTUKH, BBIJAHHBIX (TPEJOCTABICHHBIX) YIIOJIHOMOYEHHBIM
(benepanbHBIM OPraHOM HCIOJHUTEIBHOW BJIACTH, B CIIydae, €CIIM IMPOU3BOJCTBO JIEKAPCTBEHHOTO
cpeacTBa ocyuiectBisieTcss B Pocculickoit @enepanuu;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N_140-P3, ot 27.12.2019 N 478-D3)

2) xomusi [OKYMEHTa, BBIJAHHOI'O YIOJIHOMOYEHHBIM OpPraHOM CTpPaHbl IPOU3BOIUTENS
JIEKapCTBEHHOI'O CPECTBA U MOATBEPKIAIOIIET0 pa3pelieHre IPOU3BOICTBA JIEKAPCTBEHHOI'O CPEJCTBA,
U €ro NepeBoj Ha PYCCKHM S3bIK, 3aBEPEHHbIC B YCTAHOBJICHHOM MOPSJIKE, @ TAKXKE KOMMS 3aKIF0UEHUS
O COOTBETCTBHM NPOM3BOJIUTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MPaBUI HaJUIeKaIeH
MIPOU3BOJICTBEHHOH NMPAKTHKH, BBIIAHHOTO YITOJTHOMOUYEHHBIM (pe/IepaIbHbBIM OPTraHOM HCIIOTHUTEIHHON
BJIACTH, JUOO KOMMS PEUIeHMs] YHOJHOMOYEHHOIo (heJepajbHOr0 OpraHa HCIOJIHUTEIbHOW BIACTH O
MpPOBEEHUN  (papMalleBTUYECKOM  MHCIEKIMHU MPOU3BOJCTBA  JIEKAPCTBEHHBIX  CPEIACTB IS
MEJULMHCKOrO NMPUMEHEHHsI Ha COOTBETCTBUE TPEOOBAaHUAM MPaBUJI HAAJIEXKaIled MPOU3BOACTBEHHON
NpakTUKU EBpazuiickoro s5KOHOMHUYECKOTo COr03a. YKa3aHHbIE JOKYMEHTBI MPECTaBISAIOTCS B Cilydae,
€CJIM IIPOM3BOJCTBO JIEKAPCTBEHHOI'O CPEJCTBA OCYIIECTBISIETCS 3a Ipeaenamu  Poccuiickoi
Oenepauuu;

(B pen. ®enepanbHbix 3aKk0HOB OT 04.06.2018 N _140-P3, ot 30.01.2024 N _1-D3)

3) TOKYMEHT, COJEPKAIIUN CISAYIOMNE CBEICHHS O (DapMaIleBTHUIECKON CyOCTaHITUH:
a) HauMeHOBaHue (papMaleBTUUYECKON CyOCTaHINH, ee CTPYKTypa, 00IlIre CBOICTBA;
0) HaMMEHOBaHUE U a/IpEC MMPOU3BOAUTENS;

B) TE€XHOJIOTHsSI POM3BOJICTBA C ONMKUCAHUEM CTAaJUN MPOU3BOJCTBA U METOJOB KOHTPOJSL Ha BCEX
CTaJusAX MMPOU3BOJCTBA;

T') ONMCaHKUE Pa3pabOTKHU Mpoliecca MPOU3BOJICTBA;

J1) OIHCaHUE KOHTPOJS KPUTHUUECKHX CTaJUl Ipolecca NPOU3BOACTBA M IMPOMEKYTOUHOU
POy KK,

€) IOKyMEHTaJbHOe MOITBEPKIeHUE (BaTUAAIINS) IPOIECCOB U (MIIM) UX OLICHKA,

7K) CBOIMCTBA U CTPYKTypa JEHCTBYIOIINX BEIIECTB;

www.consultant.ru CrpaHuua 81 mn3 158
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100251&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100251&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=06.09.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=06.09.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100070&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100070&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=06.09.2024&amp;dst=100215&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=06.09.2024&amp;dst=100215&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=483143&amp;date=06.09.2024&amp;dst=100365&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=483143&amp;date=06.09.2024&amp;dst=100365&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=06.09.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=191811&amp;date=06.09.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454370&amp;date=06.09.2024&amp;dst=100015&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454370&amp;date=06.09.2024&amp;dst=100015&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100071&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470142&amp;date=06.09.2024&amp;dst=100071&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100253&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100253&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3) XapaKTepUCTUKA IpUMeECei;
u) cnenudukanys Ha papManeBTHUECKYI0 CyOCTaHIIMIO U ee 000CHOBaHHE;

K) aHAJIUTHYECKUE METOJUKH, UCIOJIb3yeMble TPU OCYIIECTBICHUM KOHTPOJs KayecTBa
(hapmareBTHIECKON CyOCTaHIINN;

J) TOKYMEHTAJIbHOE TOATBEPKICHNE (BamuaaIus) aHATUTHIECKUX METOJIUK, UCTIONB3YEMbIX TPH
OCYIIECTBIICHUM KOHTPOJIS KauecTBa (papMaeBTUUECKON CyOCTaHIINH;

M) pe3yJbTaThl aHAJIM3a cepuil papmaneBTHUECKOM cyOCcTaHIINY;

H) NepCUYCHL CTAaHAAPTHBIX o6pa3u0B Wi BCHICCTB, MUCIIOJIB3YCMbIX IIPU OCYIICCTBIICHUU
KOHTPOJIA Ka4€CTBaA,

0) ONMMCAHNE XAPAKTEPUCTUK U CBOIMCTB YIIAKOBOYHBIX MAaTEPHUAJIOB U YKYIIOPOUHBIX CPE/ICTB;
1) JaHHBIE O CTA0MJIBHOCTH (papManieBTHUECKON CyOCTaHIINH;
P) CPOK T'OJIHOCTH;

4) MOKyMEHT, COIEpKallluii CBEACHUS O PETUCTPALMU MPOU3BOIUTENS JEKAPCTBEHHBIX CPENICTB
JUISL MEAMIIMHCKOTO MPUMEHEHHS B KayeCTBE HAJOrOIUIATENbIIMKA B CTPaHE perucTpauuu (s
POCCUICKHX FOPUAMYECKUX JIMI - HICHTH(UKAUMOHHBIA HoMep Hanoromiarensimuka (MHH), mns
WHOCTPAHHBIX IOPUIUYECKUX JIMI[ - CTpaHa PETUCTpaIlii, HAUMEHOBAHUE PETHCTPUPYIOIIETO OpraHa,
PErUCTPAIIMOHHBIN HOMED, KOJ HAJIOTOIIATENIBIINKA B CTPAHE PETUCTpalK (MHKOPIIOPAIUN) WK €TO
aHajor).
(. 4 BBenen DenepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)
(dacts 2 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3 (pex. 13.07.2015))

3. [ns npoBeneHHs] SKCHEPTU3bl KayecTBa YyKa3aHHOM B dYacTu | Hacrosed CTaTbu
(dapMameBTHUECKON CyOCTaHIIMM 3asSBUTENh HANPABISET TOCPEACTBOM €IWHOTO TOpTajia B
YIIOJITHOMOYCHHBI  (heflepaibHBI ~ OpraH  HWCTIOJHUTEIBHOW  BIIACTH WM  JUYHBIA  KaOWHET
YIOJIHOMOYEHHOTO (he/IepalbHOrO OpraHa UCIIOTHUTENbHOM BJIaCTH B €IMHOM cucTeMe:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) 3asBneHME O BKIIOUYEHUWU B TOCYJAapCTBEHHBIH PEECTp JIEKAPCTBEHHBIX CPEACTB JAHHOMN
¢dapManeBTHUECKOW CyOCTaHIIMM, TOANMHUCAHHOE YCHUJICHHOW KBAIM(UIIMPOBAHHOW 3JIEKTPOHHOM
MIOATHCBIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) PEKBU3HTHI JOKYMEHTA, MOATBEPKAAIOIIETO YIUIATY TOCYAapCTBEHHOM MOILIMHBI 32 BKIFOUCHHE
B TOCYJIapCTBEHHBIIN peecTp JeKapCTBEHHBIX CPEACTB (apMalleBTUUECKOM CyOCTaHIINH, MTPOU3BEICHHON
JUIS peanu3aliid, JTU00 TO COOCTBEHHOW WHHIIMATUBE YKA3aHHBIM JOKYMEHT. YIOJHOMOYEHHBIN
(denepanbHBIA OPraH MCHOJHUTEILHON BIIACTH MPOBEpseT (PaKT yIIIAThl TOCYAaPCTBEHHON MOIUIMHBI
3asiBUTEJIEM C UCTIOIh30BAaHUEM HH(POPMAIH 00 yIIaTe rOCyJapCTBEHHON IMOIUTMHBI, COIEpIKAIIEHCs B
lNocynapctBeHHOW MH(DOPMAITMOHHON CHCTEME O TOCYJAPCTBEHHBIX M MYHMIIMMAJIBHBIX TJIaTeXaxX, Ha
OCHOBAHMHM TIPEJCTABJICHHBIX 3asBUTEICM PEKBH3UTOB JOKYMEHTA, IOATBEP)KIAIONIETO YILIATYy
roCyAapCTBEHHON MOIUTHHEI;
(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3) 1OKYMEHTBI, yKa3aHHbIE B UaCTH 2 HACTOSIIEH CTaThy;
(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

4) 3asBieHME O BblAaue paspelieHusi Ha BBO3 B Poccuiickyro denepannio KOHKpETHOW NapTuu
HE3apEeruCTPUPOBAHHOIO JIEKAPCTBEHHOTO CPEACTBA, NMPEAHA3HAYEHHOTO JUIS MPOBEACHUS YKAa3aHHOMU
JKCHEPTU3BL.

(. 4 BBennen denepabHBIM 3aK0HOM OT 22.12.2014 N 429-D3)

3.1. B ciny4yae HempeacTaBlIEHHs C 3asBJICHHEM O BKIIOUYEHHH B TOCYIJapCTBEHHBIM peecTp
JEKapCTBEHHBIX  CPEACTB  (hapMalleBTHUECKOH CyOCTaHIIMM  BBIIABaCMbIX  (TPEAOCTABISIEMBIX )
YIOJTHOMOYCHHBIMH  (eJepaTbHBIMU OpraHaMH HCIIOJHUTEIHLHOW BIACTU JIOKYMEHTOB (CBEICHHIA),
yKa3aHHbIX B NYyHKTaX | W 2 4yacTu 2 HacToslIeW CTaTbH, YNOJIHOMOYEHHBIN (enepanbHbli Ooprat
WCTIOTHUTEIIbHOW  BJIACTH  3alpaliuBaeT  yKa3aHHbICE JOKYMEHTHI  (CBENEHHWs) B  TOPSJKE
MEKBEJIOMCTBEHHOT'0 HH(POPMAIIMOHHOTO B3aUMOICUCTBHS.

(uacts 3.1 BBenena denepanbHbiM 3ak0HOM OT 27.12.2019 N 478-D3; B pen. @enepalbHOr0 3aK0Ha OT
30.01.2024 N 1-®3)

4. B Teuenue mstu pabovmXx JHEH CO JTHS MPHUHSATUS 3asiBICHUS O BKIIOYCHUH YKa3aHHOH B 4acTu |
HACTOSIIEH cTaThu (PapMaIeBTUYECKOW CYOCTaHIIMM B TOCYAAPCTBEHHBIA PEeCTp JIEKapCTBEHHBIX
CpPEACTB W JOKYMEHTOB, MEPEUMCICHHBIX B 4YacTW | W TyHKTE 2 4YacTW 3 HACTOAIIEH CTaThH,
YIOJHOMOYEHHBIN (peiepabHbIi OpraH UCIIOTHUTEILHON BIACTH:

(B pen. ®eaepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-D3)

1) mpOBOJIUT MPOBEPKY MOJHOTHI M JOCTOBEPHOCTU JAHHBIX, COACPIKAIMXCS B MPEACTABICHHBIX
3asBUTEJIEM JIOKYMEHTAX;
(B pen. ®enepanbHoro 3akona ot 25.11.2013 N 317-03)

2) mpUHHMMaeT pEeUIeHHE O HaIPaBJICHWU B SKCIEPTHOE YUpEKJEHUE 3a/JaHHs Ha INPOBEACHUE
9KCIIEPTHU3bI KAUeCTBA YKa3aHHOM B yacTu 1 HacTosIel cTaTbu (papManeBTHUECKON CyOCTaHIIMHN Wi 00
OTKa3e B TAKOM HaIlPaBJICHUU;

3) HampaBisieT B JMYHBIA KaOWHET 3asfBUTENs B €AMHOW CHCTEME MOJMHMCAHHOE YCHJICHHON
KBaJIM(UIIMPOBAHHON 3JIEKTPOHHON MOANHUCHIO YBEIOMJICHHE O IMPHUHATOM DPELICHHHM WIA B CIIydae
OTKa3a C yKa3aHWeM IIPUYMH TAKOTO OTKAa3a.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

4.1. B ciydae BbISIBICHHSI HEJOCTOBEPHOCTH U (MJIM) HEOCTaTOYHOCTH CBEJICHUM, COJepKaIuXCs
B MPE/ICTaBICHHBIX 3asBUTENIEM MaTepuallaX, YIOJIHOMOYEHHbIH (enepaabHblil OpraH HUCIOJHUTEIbHON
BJIACTU HAMPABIISET 3aABUTEIIO MMOCPEACTBOM €IMHOrO MOpTala WM B JIMYHBIA KaOWHET 3asBUTEINS B
€IMHOW cHUCTeMe 3ampoc 00 YTOYHEHWH YyKa3aHHbIX CBEJCHHUH, NOJNHCAHHBIA yCHUJICHHOM
KBaJTM(UIIMPOBAHHON HJIEKTPOHHOH MOAIHUCHIO.
(uacts 4.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

4.2. 3asButenp o00s3aH HaNpaBUTh IOCPEACTBOM €IMHOIO IOpTaja B YINOJIHOMOYEHHBIN
(benepanbHbIi OpraH UCHOIHUTEIBHOM BIACTH WJIU JIMYHBIN KaOMHET YIOJIHOMOUYEHHOTo (hefiepaibHOro
OpraHa HCIOJHHUTENbHOIN BIACTH B €IUHON CHUCTEME MOJMMCAHHBIA YCHJICHHON KBaJIM(UIIMPOBAHHOM
3JIEKTPOHHOH MOAINKUCHIO OTBET HA 3aIPOC YINOJHOMOYEHHOIO (pefiepaqbHOr0 OpraHa MCHOJIHUTEIbHOM
BJIACTH B CpPOK, HE INPEBBIMLIAIOLIUI NEBSHOCTA padoyux JHEH CO AHS MOJIYYEHHs YIOJIHOMOYEHHBIM
(denepanbHbIM OPraHOM HCIIOJIHMUTEIBHOW BIIACTU AJIEKTPOHHOIO YBEJOMJICHUS O TOJyYeHUU

www.consultant.ru CrpaHuua 83 mn3 158
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100573&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100573&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=397815&amp;date=06.09.2024&amp;dst=100373&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=397815&amp;date=06.09.2024&amp;dst=100373&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100574&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100574&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=06.09.2024&amp;dst=100216&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470146&amp;date=06.09.2024&amp;dst=100216&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100258&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100258&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100577&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100577&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100260&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100260&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470677&amp;date=06.09.2024&amp;dst=101108&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470677&amp;date=06.09.2024&amp;dst=101108&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100578&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100578&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100261&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100261&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100262&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100262&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3asBUTENIEM JaHHOTO 3arpoca. Cpok, yKa3aHHBIN B 4acTH 4 HACTOSIIEH cTaTbU, IPUOCTAHABINBACTCS CO
JIHSI HaIlpaBJICHUS 3asBUTEIIO MOCPEICTBOM E€AMHOTO MOpTajla WIM B JIUYHBIA KaOWMHET 3asBHUTENS B
€IMHOIl cucTeMe 3alpoca YIOJIHOMOUYEHHOrO (pefepaabHOr0 OpraHa UCIOJIHUTENbHONW BIACTH A0 IHS
HaTpaBJICHUs 3asBUTEIIEM IIOCPEICTBOM €IWHOTO IMOpTaja B YIOJHOMOYEHHBIH (enepalbHbIii OpraH
WCTIOTHUTENIPHOW BJIACTM WM JIMYHBIM KaOWHET YIOJMHOMOYEHHOTO (enepaibHOr0 opraHa
UCTIOJIHUTENBHONW BJIAacTH B €AMHOW CHCTEME OTBETa Ha JAaHHBIM 3alpoCc W HE YYUTHIBACTCS IIPH
WCUHUCIICHUU CpOKa SKCIEPTHU3bl KadyecTBa (hapMaleBTHUECKOH CyOCTaHIIMM, MPOM3BEICHHOW IS
peanu3aruu.

(uactp 4.2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-03)

5. OcHoBaHMEM JJIsl OTKa3a B HANPABJICHUU B DKCIEPTHOE YUPEKACHUE 3a/laHusl Ha MPOBEJICHUE
SKCIIEPTU3bl KayecTBa YKa3aHHOM B uyacTu | HacTosed cratbu (apMaleBTHUECKON cyOCcTaHLUU
SIBJISIETCSl HEINPEACTAaBICHUE JOKYMEHTOB, YKA3aHHBIX B YacTU 2 HACTOAILUEH CTAaTbHU, OTCYTCTBHUE
uH(popMalliy, TOATBEpXKIAroe QakT ymiaaTel TOCYAapCTBEHHOW MONIUIMHBI 33 BKIIOYEHHE
(dapmaneBTHUECKON CyOCTaHIMM, NPOW3BEACHHOW [UIsl peaju3allid, B TOCYAapCTBEHHBIA peecTp
JIEKAPCTBEHHBIX CPEICTB, HEIPEICTABICHUE 3asiBUTEIIEM B YCTAHOBJICHHBIM CPOK OTBETA HA YKa3aHHBIN
B yacTu 4.1 HACTOSAIICH CTaThH 3alpoC YIIOJHOMOYEHHOTO (eAepaibHOrO OpraHa HCIIOJHHUTEIHHON
BJIACTH WJIH NpEACTaBIEHUE JOKYMEHTOB, HE COJIEPKAlMX MCUEPIIBIBAIOLIETO MEPEeyHsi HEOOXOIUMBIX
CBEJICHUH.

(dacts 5 B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

6. B TeueHme maTHamUATH paboOuyMX IHEH CO JHS TONYUYEHHUS PEIICHUS YIMOTHOMOUYEHHOTO
(denepanbHOro OpraHa UCIIOTHUTEILHOM BIACTH O HANIPABICHUH B SKCIIEPTHOE YUPEKICHUE 3aJaHUS HA
MPOBEACHUE DKCMEPTU3bl KayecTBAa yKa3aHHOM B uYacTh | HacTosImel cratbu (papMareBTHYECKOM
cyOCTaHIIMK 3asiBUTENH MPEACTABISIET B DKCIIEPTHOE YUPESKICHUE IS TIPOBEICHUS TAHHOU DKCIIEPTHU3bI
oOpa3ipl  (hapMaleBTHUECKON CyOCTaHLIMM B KOJWYECTBE, HEOOXOJUMOM Uil BOCHPOHU3BEICHUS
METOJI0OB KOHTPOJIS KauecTBa. DKCIIEPTHOE YUPEKICHHE MPH MOTYYSHHH 00pa3lioB yKa3aHHOM B yacTu 1
HACTOAIIEH CTaThu (papMaleBTUYECKOW CyOCTaHIIMM B TOT K€ JIGHb HAMpaBlsAeT B JTUYHBIM KaOWHET
3asBUTEINSA B €MHOI CHCTEME yBeIOMIICHHE, MTOATBEPKAAIONIEe MOTYYSHUE 3TUX 00pa3LoB. DTH CPOKU
HE BKJIFOYAIOTCS B CPOK MPOBEICHUS JAHHOW SKCIIEPTHU3BI.

(B pen. deaepanbHbix 3aK0HOB 0T 22.12.2014 N 429-03, ot 30.01.2024 N _1-D3)

7. Yrparui cuity. - @eaepanbbiil 3akoH ot 30.01.2024 N 1-®3.

8. B cpok, He MpeBBIMIAIONINN MATH pabouuX AHEW cO JHS HANpPaBIECHUS MOCPEICTBOM €IMHOTO
noprana B YIMOJTHOMOYEHHBIH (henepanbHblii OpraH WCHOJHUTENBHON BIACTH WU JWYHBIA KaOWHET
YIIOJIHOMOYEHHOTO (pe/IepaIbHOTO OpraHa MCIOJIHUTEIBHOW BIIACTH B €AMHOM CHCTEME 3aKIIOUEHUS
KOMUCCHH 3KCIIEPTOB MO pe3yJibTaTaM SKCIEPTU3bl KaYeCTBA YKAa3aHHOW B 4acTH | HACTOSAIIEH CTaThbU
(hapmarieBTHUECKOM CyOCTaHITNH, YIIOJTHOMOYEHHBIN (peiepaabHbIi OPraH UCTIOJTHUTETHFHOW BIIACTH:

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJIACT OLCHKY TAKOI'0 3aKJIHOYCHHUA JIA ONPCACIICHHUA €ro COOTBCTCTBUA 3aJdHUIO Ha
MIPOBCACHUC JTaHHOM 9KCIICPTUILI,

2) NpUHUMAaET pelIeHHEe O BKIOYEHMM YKa3aHHOM B uacTu 1 HacTrosued crarbu
(bapManeBTHYECKON CyOCTaHIIMU B TOCYJAPCTBEHHBIN peecTp JIEKAPCTBEHHBIX CPEICTB WIH pelIeHne 00
OTKa3e B TAKOM BKJIFOUEHUU;

3) BHOCUT IpHU IPHUHATUM pEIIEHHs O BKIIOUEHHM YKa3aHHOM B yacTW | HacTosIied cTaTbu
¢dapmaneBTHUECKOH  CyOCTaHIIMM B TOCYAApCTBEHHBIH  PEeCTp  JEKApCTBEHHBIX  CPEICTB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

NPeAyCMOTPEHHYI0 YacThlo 2 crath 33 Hactosmero PenepaqbHOro 3akoHa WHPOPMAIHUIO |
HampaBisieT 3asBUTENIO MOCPECTBOM €IMHOTO MOpTala WM B JIMYHBIM KaOMHET 3asBUTENS B €IUHOMN
CHCTEME BBIIIMCKY U3 TOCYAAPCTBEHHOTO PEECTPa JIEKAPCTBEHHBIX CPE/ICTB.

(B pen. @enepanbHbIX 3aK0HOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N _462-®3, ot 30.01.2024 N
1-®3)

9. OcHoBaHumeM Mg OTKa3a BO BKIIYEHUHM YKa3aHHOM B dYacTu | HacTosIIedl CcTaTbu
(apmaiieBTHUECKON CYOCTaHIIMM B TOCYJApCTBEHHBIN peecTp JIeKapCTBEHHBIX CPEICTB SIBISETCS
3aKJIFOUYEHHE COOTBETCTBYIOIIETO YIIOJIHOMOUYEHHOTO (heJiepaaIbHOr0 OpraHa MCHOIHUTEIBHON BIACTH O
TOM, YTO Ka4eCTBO (hapMarleBTHUECKON CyOCTaHIIMK HE TIOATBEPKICHO MOTyUYEHHBIMU JAaHHBIMHU.

(gactp 9 BBeneHa denepanbHbiM 3akoHOM OT 22.10.2014 N 313-d3; B pen. deaepanbHOro 3aK0Ha OT
04.06.2018 N 140-®3)

10. He nomyckaercss BKIIOUYEHHE B TOCYAApPCTBEHHBIH peecTp JEKapCTBEHHBIX CPEACTB OJHOMN
(bapManeBTHUECKON CcyOCTaHIIMU, MTPOU3BEACHHON JUIsl pealu3alliy U BBITYCKaeMON OJHUM U TeM XKe
MIPOU3BOJIUTEINIEM, B BUJIE IBYX U 00JIee PEeCTPOBBIX 3aMUCEH.

(uactp 10 BBenena PenepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

11. BHecenne M3MEHEHHI B JOKYMEHTHI Ha (hapMaleBTUYCCKYIO CYOCTAHIIHIO, MTPOU3BEICHHYIO
JUTSL pealTM3alii U BKIIFOYEHHYIO B TOCYAAPCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPENICTB, OCYIIECTBIISIETCS
B mopsake, ycraHoBieHHOM ctaTbsiMu 30 u 31 Hacrosmero denepalbHOr0 3aKOHa, C YILIATOM
FOCYJIapCTBEHHOW IIOLUIMHBI, INPEIyCMOTPEHHOW 3aKOHOJATenbCTBOM Poccuiickon Penepauuu o
Hajorax u coopax.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 22.12.2014 N 429-D3)

Koncynprantlntoc: npumeyanue.
O BO3MOXXHOCTH OOpaiieHusi (hapmalneBTHUEeCKON CyOCTaHIIMM, MCKIIOYEHHON U3 rocpeecTpa, CM.
taoke @3 ot 30.01.2024 N 1-P3.

12. JTomyckaetcst oOpamieHue ¢GpapManeBTHIECKON CYOCTaHIIMHA JI0 WCTCUCHHS CPOKa T'OJHOCTH,
HpOI/I3Be,ZICHHOI71 IJig peaindallii B TCEYCHHUE CTa BOCHBMUIACCATH ﬂHeﬁ ocJI€ JaThbl IMPUHATHUA
YIIOJITHOMOYEHHBIM (eIepaaIbHbIM OPraHOM HCIIOJHHUTEIBHOM BJIACTH PEIICHHUS O BHECCHHU M3MEHEHUH
B JIOKyMEHTHI Ha (papMaIieBTUUECKYI0 CyOCTaHIINIO, B COOTBETCTBUH C WH(pOpMaLnel, coepskamieiics B
JOKyMEHTaxX Ha (apMaleBTUYECKYI0 CyOCTaHIUIO JI0 JaThl IPUHATUS TAKOTO PEIICHUS.

(uactp 12 B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

13. Pemenune 00 UCKIIOYEHUH U3 TOCYJApCTBEHHOTO peecTpa JIEKAPCTBEHHBIX CPEJICTB
(dapmaieBTHUECKON CyOCTaHIIMM, MPOU3BEACHHON AJis pealn3alliy, MPUHUMAETCS YHOJTHOMOYEHHBIM
(benepanbHBIM OPraHOM HCTIOTHUTEIHHON BIACTH B CIyYae:

1 ) MMPEaACTaBJICHUA COOTBETCTBYHOIIUM YHOOJIHOMOYCHHBIM (l)eﬂepaHLHHM OpraHomMm
HCIIOJIHUTEIBLHON BIIACTH 3aKJIIOUEHUS O PUCKE WA 00 YIrpo3€ KU3HHU WM 3J0POBBIO YCIIOBCKA 0o
JKUBOTHOTO ITPU UCIIOJIb30BAHHHU JICKAPCTBCHHOI'O CPCACTBA,

2) HampaBieHMs  pa3pa0OTUYMKOM  JIEKapCTBEHHOTO  CpEICTBa WM  IPOU3BOJUTENIEM
JICKAPpCTBEHHOT'O CPEACTBA 160 YHOOJIHOMOYCHHBIM UMH JPYTHUM HOPUANYCCKUM JIUIOM IMOCPECACTBOM
€IMHOr0 TOpTaja B YHNOJHOMOYEHHBIM (eaepanpHbIii OpraH HCIOJHUTEIBHOW BJIACTH WM JIMYHBIHA
KaOMHET YNOJHOMOYEHHOTO (hefepasbHOr0 OpraHa HCIOJHHUTENbHOM BIacTW B €AMHOM cHcTeMe
MOJIMMCAHHOTO YCUJICHHON KBaTM(DPUUIMPOBAHHOMN 3JEKTPOHHON MOANMUCHIO 3asBICHHUS 00 MCKIIOYEHUH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

U3 TOCYIapCTBEHHOTO peecTpa JIeKapCTBEHHBIX CPEACTB  (hapMalleBTUUECKOH  CyOCTaHIUH,
MIPOU3BEACHHOM ISl peann3aluy;
(. 2 B pen. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

Koncynprantlntoc: npumeyanue.
C 01.01.2026 m. 3 4. 13 cr. 34 He pacnpocCTpaHsAETCs Ha MPABOOTHOLIEHWS, BO3HUKAIOIIHUE TMPHU
oOpalleHuy JIEKapCTBEHHBIX CPEACTB i Meauiuackoro npuMmereHus (@3 ot 30.01.2024 N 1-D3).

3) orcyTcTBUS (hapMaIeBTUICCKONM CyOCTaHIIUH, POU3BEACHHOM JIJIsl pean3allii, B OOpaieHIH B
Poccuiickoit @enepanuu B TeueHUE TpeX U Oosiee JeT.
(dactp 13 BBenena denepanbHbIM 3akOHOM OT 22.12.2014 N 429-03)

Cratba 35. Ytpatuna cuny ¢ 1 uwona 2015 ropa. - ®epepanbHbIi 3aKOH OT
22.12.2014 N 429-93.

Cratba 36. OOxanoBaHue pelweHnss 06 oOTKaze B Bblgaye paspelleHusa Ha
npoBegeHne KIUHWYECKOro UCCrefoBaHUs NeKapCTBEHHOro npenapara, pewweHuss o6
OTKasze B roCyAapCTBEHHOW perucrpauuu nekapcTBeHHOro npenapara, 3akn4eHus
KOMMCCUMN IKCNEePTOB IKCNEPTHONO YYPEXAEHUA UNU 3aKNOYeHUA coBeTa No 3TUKe

(B pen. @enepanbHOro 3akoxa ot 22.12.2014 N 429-03)

Perienne cooTBETCTBYIOIIETO YIOJIHOMOYEHHOTO (heIepajbHOIO OpraHa MCIOJHUTEIbHON BIaCTH
00 OTKa3ze B BblJaye pa3pelIeHUs Ha NpPOBEIEHHE KIMHUYECKOrO HCCIEeIOBaHUS JIEKAPCTBEHHOTO
npernapara, peleHHe YKa3aHHOro (efepalbHOro OpraHa MCIOJHHUTEIbHOM BiIacT 00 OTKase B
rOCy/IJapCTBEHHOW PETUCTPALIMK JIEKAPCTBEHHOI'O IIpernapaTa, 3aKI4YeHHEe KOMHUCCUU JKCIEPTOB
9KCIIEPTHOTO YUPEKJEHUS WIN 3aKJIIOUYEHUE COBETA 0 3TUKE MOXET ObITh 00’KajJOBaHO B IMOPSAIKE,
YCTAHOBJIEHHOM 3aKOHOJaTelabCcTBOM Poccuiickoit @Penepanuu. 3aKIOYEHUE KOMHCCHM HKCIIEPTOB
9KCIIEPTHOTO YUYPEKACHHUA O B3aMMO3AMEHAEMOCTH JICKaPCTBEHHBIX IPENapaToB A MEIULHUHCKOIO
MPUMEHEHU JIMOO O TOM, YTO JICKApCTBEHHBIN Mpemnapar Ui MEIUILIMHCKOTO IPUMEHEHHS HE SIBIISIETCS
B3aMMO3aMEHSAEMBIM, MOXXET OBbITh 00KaJOBAHO JepiKaTeleM WM BIAACIbIEM PETUCTPALIMOHHOTO
yIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpemnaparta B YIIOJTHOMOYCHHBIN (DeepanbHblid OpraH HCIIOJTHUTETHHON
BJIACTH, KOTOPBIN MPHUBIEKAET K PACCMOTPEHHUIO YKa3aHHOHN >KaIOObI TIOIBEIOMCTBEHHBIC €My Hay4YHbBIE
OpraHM3allii ¥ 00pa3oBaTelbHbIE OpraHU3allMd  BbICHIETO O00pa3oBaHMs, OCYIIECTBISIOLINE
NeSITeNbHOCTh B cdepe oOpallleHHs JIEKapCTBEHHBIX CPEACTB. 3aK/IIOUYEHHE KOMHCCHU SKCIEpTOB
HKCHEPTHOTO YUYpeXkAEHUs, O(QOpPMIEHHOE [0 HTOraM MEepecMOTpa O00KaJIOBAaHHOTO 3aKIFOUYEHUS
9KCHEepPTa, MOXKET OBITh OCIOPEHO JepKaTeleM WM BIAJENbLEM PErHCTPALMOHHOTO YA0CTOBEPEHUS
JICKApCTBEHHOTO Tpernapara JHO0O0 YIOJIHOMOYEHHBIM MMM JIMIIOM B TMOPSAKE, YCTaHOBICHHOM
3akoHoaarenbcTBOM Poccuiickoir ®enepaunu. Ilpu oOkanoBaHMM pELIEHUS YHOJHOMOYEHHOI'O
(denepanbHOro OpraHa HCIOJHUTEIBHON BIACTH, 3aKJIIOYEHMsI IKCIEpTa WM KOMHUCCHH JKCIEPTOB
9KCIIEPTHOIO YUPEXKICHUS, 3aKIIOUECHUS COBETA IO 3TUKE AeprKaTellb WM BaAesel] PErUCTPAMOHHOTO
yIIOCTOBEpEHHsI JIEKAPCTBEHHOI'O Ipenapara JMOO0 YMOJIHOMOYEHHOE MMH JIMLO BIpaBe NPEICTaBUTh
pe3yJIbTaThl 3KCIEPTU3bl JIEKAPCTBEHHOI'O Ipenapara, MPOTOKOJbl MOJYyYEHHBIX aKKpEAUTOBAHHBIMU
UCTIBITATEIBHBIME Ja00paTOPUAMH (LIEHTPAMH) PE3YIHTATOB UCCIICAOBAHMM, UCTIHITAHUH.
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

Cratba 37. UHdopmauusa, cBA3aHHaA Cc ocywecTBNeHWeM rocyaapcTBeHHOW
peructpauMm WU perucTpauun rneKkapcTBeHHbIX mnpenapaTtoB, WHdoOpmauua o
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3apermcTpmpoBaHHbIX JneKapCTBeHHbLIX npenapatax U JneKapCTBeHHbIX npenapatax,
MCKNIOYEHHbIX U3 rocy4apCTBEHHOro peecTpa JieKapCTBEeHHbIX CPeAcTB
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. CooTBeTcTBYIOUIMI yHOJHOMOYEHHBIN (enepanbHblii OpraH HCHOJHUTENIBHON BIIACTH
pasMmemaer Ha cBoeM oduIHUaTbHOM caite B cetu "MHTepHer" wuHGOpMAIMIO, CBS3aHHYIO C
OCYILIECTBJIEHUEM TOCYAAPCTBEHHOW PErMCTpallid WM PErUCTPALMM JIEKAPCTBEHHBIX IpPENapaToB, B
TOM YHCIIE TIPOBEICHUEM SKCIIEPTHU3BI JICKAPCTBEHHBIX CPEACTB (BKIIOYAsl Pe3yIbTaThl €€ MPOBEIACHMUS ),
MHPOPMALIMIO O 3apPETHCTPHUPOBAHHBIX JIGKAPCTBEHHBIX IpenapaTax M JIGKAPCTBEHHBIX Ipenapatax,
HCKJIIOYEHHBIX U3 TOCYJapCTBEHHOTO PEecTpa JEKAapCTBEHHBIX CPEJICTB, HE MO3JHEE YeM 4Yepe3 MATh
pabounx JHEH co JHA MOJy4YeHHUS YIOJHOMOYEHHBIM (e/iepalibHbIM OpraHOM HCIIOJHUTEIbHOW BIACTH
COOTBETCTBYIOIIEH HH(POPMAIIUH.

(B pen. @enepanbHbIX 3aK0HOB OT 22.12.2014 N 429-®3, ot 02.08.2019 N 297-®3, ot 30.01.2024 N
1-D3)

2. Cpokd ¥ TOpSAOK pa3MEUICHUs YKa3aHHOM B dYacTH | HacTosmed craTbil WHGpOpMauu
YCTaHABJIMBAIOTCS YIIOJTHOMOYECHHBIM (elepalIbHBIM OpPraHOM HCIOJNHUTENBHON Biiactu. MHpOopmarms,
yKa3aHHas B 4acTW | HACTOSAIICH CTaThH, SBIAECTCS OTKPBITOH M OOMIEAOCTYITHON U MPEIOCTaBISAETCS
3aMHTEPECOBAHHBIM JIMIIaM B COOTBETCTBHUH C 3aKOHOAATEILCTBOM Poccuiickoit denepanuu.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

Mnasa 7. KIIMHWYECKUE UCCINIEAOBAHUA JIEKAPCTBEHHbIX
NMPEMNAPATOB AnA MEAULIMHCKOIo NPUMEHEHUA, AOTOBOP
Ob UX NMPOBEAEHUN, NPABA NALUMEHTOB, YHACTBYIOLLUX
B 3TUX UCCITIEAOBAHUAX

Cratba 38. KnuHuuyeckume wuccnenoBaHMs neKapCTBEHHbIX MpenapaTtoB AnA
MeaULMUHCKOro NpUMeHeHus

1. Knuandeckue uccieoBaHus JEKapCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO PUMEHEHUS, B
TOM YHCJIE MEXTyHapOIHbIE MHOTOLICHTPOBBIC, MHOTOIIEHTPOBBIC, TTOCTPETUCTPAIIMOHHBIE, IPOBOISITCS
B OJIHOM MJTM HECKOJIBKMX MEAUIIMHCKUX OPTaHU3AIMSIX B CIEIYIOMINX IEeIsX:
(B pen. @eaepanbHbix 3aKk0HOB 0T 22.12.2014 N 429-D3, ot 30.01.2024 N _1-D3)

1) ycraHoBieHHE O€30MACHOCTH JIEKAPCTBEHHBIX IMPENapaToB JJs 3J0POBBIX JTOOPOBOIBIEB U
(W1M) TMEepeHOCUMOCTH HX 3J0POBBIMU JOOPOBOJIBIIAMH, 32 HWCKIIOYEHHEM TaKUX HWCCIEA0BaHUI
JICKapCTBEHHBIX MPEMApaToOB, MPOU3BEICHHBIX 3a peaenamu Poccuiickoit denepanmu;

2) l'IOI[60p OIITUMAJIBHBIX JO3UPOBOK JICKAPCTBCHHOI'O IIpC€IiapaTta U Kypca JICUCHUA OJI IMalluCHTOB
C OIpCACJICHHBIM 3a6OJIeBaHI/ICM, OIITUMAJIBHBIX 403 M CXCM BaKIIMHAIIUH I/IMMYHO6I/IOJ'IOFI/IIIGCKI/IMI/I
JICKApCTBCHHBIMU IIpCTiapaTaMu 310POBBIX ,[[OGpOBOHBI_IeB;

3) ycraHoBieHHE O€30IACHOCTH JIEKAPCTBEHHOTO IMpemapara W ero 3(deKTuBHOCTH AT
MalNeHTOB c OIpEeECTICHHBIM 3a00JIeBaHUEM, pOoPUIAKTUIECKOM 3P PEKTUBHOCTH
MMMYHOOHOJIOTHYECKHUX JIEKApPCTBEHHBIX MIPENapaToB IS 3/10POBbIX JOOPOBOJIBLIEB;

4) un3ydyeHue BO3MOXKHOCTU DACHIMPEHMs IOKa3aHWM JUIi MEAMLUHCKOrO IpPUMEHEHHS U
BBISIBJIGHUSI paHee HEU3BECTHBIX IMOOOYHBIX JEHCTBUH 3aperuCTpPUPOBAHHBIX JIEKAPCTBEHHBIX
IIpenapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

1.1. KnuHnyeckue uccienoBaHMsl JEKaPCTBEHHBIX IIPENapaToB A MEAULUHCKOIO NPUMEHEHUS
IIPOBOZSATCS. B COOTBETCTBUM C [paBWIAMU HaJJEKaIEH KIMHUYECKOW IMPAKTHKH, YTBEPKIACHHBIMU
EBpa3uiickoi 3KOHOMUYECKON KOMUCCUEH.

(uactp 1.1 BBenena ®@enepanbubiM 3akoHOM 0T 30.01.2024 N 1-D3)

2. B orHOmeHMHn BOCIIPOMU3BCACHHBIX JICKAPCTBCHHBIX IIpe€raparoB A MCEAUIOHUHCKOI'O
NPUMEHEHHS TPOBOIATCA  HMCCIEAOBaHMS  OMODKBHBAJICHTHOCTH W (WIM)  TEpaneBTHYECKOM
9KBUBAJIEHTHOCTH B [IOPAIKE, YCTAHOBJICHHOM aKTaMH, COCTaBJISOIUME npaBo Coro3a.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-P3)

3. OpraHuzanuio NpPOBEACHUS KIMHUYECKUX MCCIEAOBAaHUN JIEKapCTBEHHOIO IIpernapara Juls
MEIULUHCKOrO IPUMEHEHUS BIIPABE OCYILECTBIIATH:

1) pa3paboTyuK JeKapCTBEHHOTO Mpernapara Wik yIOJIHOMOYEHHOE UM JIUIIO;

2) oOpa3oBaTeibHBIE OpraHM3allMM BBICIIETO OOpPa30BaHUS, OPTaHU3ALUH JIOHOJTHUTEIHHOTO
npodeccHoHaIbHOTO 00pa30BaHUS;
(. 2 B pen. @enepanbHoro 3akoHa ot 02.07.2013 N 185-D3)

3) HayuyHbIE OpraHU3alUH.
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4. KinHHYecKHe WCCIEeNOBAHMS JIEKapCTBEHHOI'O Mperapara Uil MEIWLIHUHCKOrO MPUMEHEHUs
IIPOBOJSATCS. HA OCHOBAHMUU Pa3pEILCHUs HA NPOBEACHUE KIMHUYECKOTO UCCIIEI0BaHUS JIEKaPCTBEHHOTO
npernapara, BbIIAHHOTO YIOJHOMOYEHHBIM (efepabHbIM OpPraHOM HCIOJHUTENBHOW —BJIACTH.
YnoiaHOMOYeHHBIH — (enepanbHblii  OpraH HCHOJHUTENBHOM BIACTH BEIET PEECTP BbLIAHHBIX
pa3pelieHui Ha IIPOBEICHHUE KIMHUYECKUX MCCIECNOBAHUN JIEKAPCTBEHHOI'O Ipernapara, COAepKallui
YKa3aHUE Ha UX LeJIb WU LN, B YCTAHOBJIEHHOM 3THM OPTaHOM ITOpSIZIKE.

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 13.07.2015 N 241-D3)

5. Yrparui cuiy ¢ 1 urong 2015 roga. - @enepanbhblii 3akoH o1 22.12.2014 N 429-D3.

6. K opranmzanuu mnpoBeAeHHUS KIMHUYECKUX HCCIIEIOBaHUM JIEKapCTBEHHOIO MpemapaTa s
MEJUIIMHCKOTO TMPUMEHEHHUS pa3pabOTUYMKOM JIGKAPCTBEHHOTO IIpermapaTa MOTYT THPUBIEKATHCS
IOpUANYECKHE JIUIa JII000W OpraHu3alMOHHO-TIPABOBOMH (OPMBI TMPU  yCIOBUH OOECTICUCHUs

COOTBETCTBUS ATHX HCCICIOBaHUI Tpe60BaHI/I$IM HaCTOAIICTO d)ezlepa.HLHoro 3aKOHa.

7. Yrparun cuity. - @eaepanbHbiil 3akoH ot 30.01.2024 N 1-®3.

8. IlepeueHb MEOUIMHCKUX OpraHU3alUd, M[POBOAALIMX KIMHUYECKHE HCCIIEIO0BaHMS
JIEKapCTBEHHBIX IMPENaparoB JUIsi MEJUIMHCKOTO NMPUMEHEHUS, U PEeCTp BBLAAHHBIX pa3pelieHui Ha
NPOBEACHUE KIMHUYECKUX HCCIIEOBAaHUI JIEKAPCTBEHHBIX IPENapaToB OIyOJMKOBBIBAIOTCS U
pa3MeIaoTcsl YIOJIHOMOUYEHHBIM (eiepaJbHbIM OPraHOM HCIIOJHUTEIBHON BIACTH B YCTAHOBICHHOM
UM HOpsKE Ha cBOeM opuIMaIbHOM caiite B ceTu "MHTepHeT".

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

KoncynprantlIntoc: npumedanue.
[Tonoxenus ct. 39 (B pen. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPEAOCTABICHHUS TOC. YCIyT
MMOCPEJICTBOM €TMHOM CUCTEMBI U (WJIM) eIUHOTO TopTaia, npuMmenstores ¢ 01.01.2025.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Cratbsa 39. PeweHne o npoeeaeHNN KNMHNU4YeCKoro uccrnegoBaHusa nekapcrtBeHHoOro
npenapara gna meamunMHCKOro npuMmeHeHus

(B pen. @enepanbHoro 3akona ot 22.12.2014 N 429-03)

1. Knuamueckoe HUCCIICA0OBAHUE JICKAPCTBCHHOI'O IIpfriapara Ajd MCAUIHUHCKOI0 IIPUMCHCHUA
MMPOBOAUTCS Ha OCHOBAHWU PA3PCUICHUSA HA ITPOBECACHNUEC KIIMHUYCCKOTO UCCICAOBaHUA JICKAPCTBEHHOT'O
npemnapara, BbLAAHHOIO YIOJHOMOYCHHBIM (I)ellepaHLHBIM OopraHomM HUCIIOJIHUTENIBLHOM BIIACTH 110
pe3yjibTaTaM SKCIICPTHU3bl NOKYMCHTOB, HCOGXOI[I/IMLIX IJId MOJIYUCHHA Pa3spClICHHA Ha ITPOBCACHUC
KIIMHUYCCKOI'O UCCIICAOBAHUA JICKAPCTBCHHOT'O IIpCIriapara u 3THYECKOM OKCIICPTUIEI.

2. Jlns monydeHHs pa3pelieHrs Ha MPOBEJCHHE KIMHWYSCKOTO HMCCICAOBAHUS JICKAPCTBEHHOTO
npernapara Jisi MEJIUIUHCKOTO MMPUMEHEHHsI 3asBUTEIb HAMpPaBJISICT MOCPEICTBOM EIMHOTO TOpTajia B
YIIOJIHOMOYCHHBI  (befiepalibHbId  OpraH  WCIOJHHUTENBHOM  BJIACTH WM JIMYHBIA  KaOWHET
YIOJTHOMOYEHHOTO (e/IepalbHOTO OpraHa UCTIONHUTENBHOM BIIACTH B €IMHON cUCTEME:

(B pen. ®enepanpuoro 3axona ot 30.01.2024 N 1-D3)

1) 3asBreHWe O BbBIaYe pa3pelieHHs Ha TPOBEACHHE KIMHUYECKOTO HCCIICIOBAHUS
JIEKapCTBCHHOTO  Tpermapara Il MEJHWIMHCKOTO  TPHMEHCHHWs, TMOJIMCAHHOE  YCHIICHHOM
KBAJIM(DHUIIMPOBAHHOM 3JIEKTPOHHOM MOIKCHIO;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2) yrpatui cuiy. - @enepanbhbiil 3akoH oT 30.01.2024 N 1-D3;

3) MIPOTOKOJ KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O Ipfcrapara a4 MCIUIHHCKOI'O
IIPUMCHCHUSA

4) Opomrropy uccieaoBarens (A7 3apeTuCTPUPOBAHHOTO JIEKAPCTBEHHOTO TMperapaTa JO0IMyCTHMO
3aMEHUTh OJOOPCHHOW OOIIel XapaKTepUCTUKON JIEKapCTBEHHOTO TIpemnapara, €Clid  TaKoH
JIEKapCTBEHHBIN Ipenapar 3aperuCTPUPOBAH B COOTBETCTBUU C aKTaMHU, COCTaBIsOIUME IpaBo Coro3a,
U ero TNpPUMEHEHHWE B KIMHUYECKOM HCCIEAOBAaHMM HE MPOTHBOPEYUT OAOOpEHHOH o0Imeit
XapaKTepUCTHUKE JEKAPCTBEHHOTO Mpernapara Jjsi MeJUIIMHCKOTO IPUMEHEHHS);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) nHGOPMAIIMOHHBIHN JTUCTOK MallMEHTa;

6) CBCICHUA 00 OIBITE pa6OTbI HCCHeﬂOBaTeHCﬁ 10 COOTBETCTBYIOIIUM CIICHUAJIBHOCTAM H HX
OIIBITC pa6OTBI 110 IPOBCACHUTO KIIMHUYICCKUX HCCHG,I[OB&HI/Iﬁ;

7) - 8) yrpatunu cuiy. - @enepanbubliit 3akoH ot 30.01.2024 N 1-D3;

9) xomuo IOTOBOpa 005S3aTENHHOTO CTPAXOBAHUS, 3aKIFOYECHHOTO B COOTBETCTBUHM C THIIOBBIMU
[paBuUjaMy OO0s3aTEIBHOTO CTPaxOBaHMs, C YKa3aHUEM TNPENeTbHON YHCICHHOCTH TAIMEeHTOB,
YYaCTBYIONIMX B KJIMHHYECKOM WCCIICIOBAHUM JICKAPCTBEHHOTO TIpemapara i MEIUIIMHCKOTO
MIPUMEHEHUS;

10) nHpOpPMAIMIO O COCTaBe JEKAPCTBEHHOT'O IpemnapaTa Uil MEAWIMHCKOTO NMpUMEHEHUs (3a
UCKJTIOUEHHEM OMOJIOTMYECKHX JIEKAPCTBEHHBIX MTPENapaToB);
(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

11) TOKyMEHT, COCTaBJICHHBIH MMPOU3BOJUTENIEM JIEKAPCTBEHHOTO IMpenapara Ui MeIUIIMHCKOTO
NPUMEHEHHUS U COJCpXallluil MoKazaTeslu (XapaKTepUCTHUKH), a TaKKe CBEACHUS O JICKapCTBEHHOM
npemnapare ajd MCIAUIHMHCKOIO HNpPHUMCHCHHA, HNPOU3BCACHHOM JIA HNPOBCACHUSA KIIMHUYCCKUX
WCCIIeIOBAaHMH (32 HCKITIOYCHUEM OMOJIOTHYECKUX JIEKApCTBEHHBIX TPENapaToB);

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

11.1) nOKyMEHTBl M CBEIEHHUs, HPEJYCMOTPEHHBbIE IpaBUJIAMK IPOBEICHHUS MCCIEIOBAHUIN
OMOJIOTHYECKUX JIEKAPCTBEHHBIX CPeACTB EBpa3uiickoro 3KOHOMMYECKOI'O CO103a, YTBEP)KICHHBIMH
EBpasuiickoil 3KOHOMUYECKOW KOMUCCHUEN;

(n. 11.1 BBenen denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

12) cBeneHus o maTe MPEAOCTABICHUS M PETUCTPAIMOHHOM HOMEpE JIUIEH3UH Ha MPOU3BOJICTBO
JIEKApCTBEHHBIX CPEJICTB B CIIy4ae, €CIU MPOU3BOJICTBO JICKAPCTBEHHOTO TperapaTa OCYIIECTBISETCS B
Poccuiickoit ®enepanuu, WM JTOKYMEHT, COAEpKAalIMHd CBEJACHUS O JaTe MpeAoCTaBICHUS U
PETUCTPAIIMOHHOM HOMEpE 3aKIIOYEHHUS O COOTBETCTBHH IMPOU3BOJIUTENS JIEKAPCTBEHHOTO TMperapara
TpeOOBaHUSAM paBuiI HaJUIeKaIei MIPOU3BOACTBEHHOMN MPaKTUKH, MPEAO0CTaBIEHHOTO
YIOJIHOMOYEHHBIM OPTraHOM CTPaHbl TPOU3BOAUTEIIS JIEKAPCTBEHHOTO Mperapara.

(B pen. @enepanbhbix 3ak0HOB 0T 04.06.2018 N _140-®3, ot 27.12.2019 N 478-®3, ot 30.01.2024 N
1-®3)

2.1. Csenenusi, noAaTBepxkaaronMe (akT YIUIaThl IOCYJapCTBEHHOM MOILIMHBI 3a MPOBEJCHUE
9THUYECKOM DJKCIEPTU3bl, DKCHEPTHU3bI NOKYMEHTOB Ha JIEKapCTBEHHBIM IpemapaTr [uisl IOJy4YeHUs
paspelieHuss Ha IMPOBEICHHE KIMHUYECKOTO HCCIENOBaHUSA JIEKAPCTBEHHOIO IIpemnapara s
MEJMLUHCKOrO IPUMEHEHHUs], 34 BblIady pa3pellCHHUs Ha IPOBEICHHUE KIMHUYECKOI'O HCCIIECIOBAHMS
JIEKAPCTBEHHOI0 IIpenapara sk MEJUIUHCKOTO IIPUMEHEHNS, 3a IPOBEICHNE SKCIIEPTU3bl JOKYMEHTOB
Ha JIEKapCTBEHHBIM mpenapar s [OJY4YEHHs pAa3pellieHHs] Ha IPOBEICHUE MEXKIyHApOIHOTO
MHOTOLICHTPOBOTO KJIMHMYECKOTO HCCIICJOBAHMS JIEKAPCTBEHHOIO Ipenapara uisi MEIULUHCKOIO
IIPUMEHEHHs, 3a BblJady pa3pelleHus Ha MPOBEACHHE MEKIYHApOJHOTO MHOTOLIEHTPOBOIO
KJIIMHUYECKOTO0 MCCIIEIOBAHUs JIEKAPCTBEHHOI'O IIpelrapara Uil MEAULMHCKOrO IIPUMEHEHHs, 3a
IIPOBEACHUE 3ITUYECKOM SKCIEPTU3bl, SKCIEPTU3bl JOKYMEHTOB Ha JICKAPCTBEHHBIM Ipernapar it
IIOJIyYEHUsI PA3pEIICHUs] HAa MPOBEACHUE IOCTPErMCTPALMOHHOTO KIMHUYECKOIO HCCIENO0BAHMS
JIEKApPCTBEHHOTO Tpernapara Juisi MEJUIUHCKOIO MPUMEHEHMS, 3a BblJady pa3pellieHUs Ha MPOBEJICHUE
IIOCTPETUCTPALIMOHHOIO KIMHUYECKOTO MCCIEAOBAHUS JIEKaPCTBEHHOIO IIpenapara JUisi MEIULUHCKOTO
NPUMEHEHMs, a TakXe CBEJIEHHs O BbIaBaeMbIX (MPEeNOCTaBISIEMbIX) YIOJIHOMOYEHHBIMHU
(benepanbHBIMU OpraHaMH MCIIOJIHUTENFHON BJIACTH JOKYMEHTaxX (CBEICHMSX), YKa3aHHBIX B ITyHKTE 12
YacTH 2 HACTOSIIEH CTaThbH, YIOJHOMOYEHHBIH (efepanbHblii OpraH HWCHOJIHHUTENBHOW BIACTH
3amnpallrBaeT B MOPSAIKE MEKBEIOMCTBEHHOIO 3JIEKTPOHHOTO B3aUMOICHCTBHSI.

(uacts 2.1 B pea. @exnepanbHoro 3akoHa ot 30.01.2024 N 1-03)

3. B cpok, HE MpeBBIMAIIMUNA TpeX padouMX JHEW CO JHS HAIpaBJICHUS B JUYHBIM KaOWHET
YIOJHOMOYEHHOTO (pelepalbHOTO OpraHa WCIOJHUTENIBHON BIACTH B €AMHON CHCTEME YKa3aHHOTO B
MyHKTE | 4YacTH 2 HACTOSIIEW CTaTbHU 3asBICHUS M HEOOXOIUMBIX JTOKYMEHTOB, YIIOJHOMOYEHHBIN
(denepanbHBIA OPraH UCTIOTHUTEILHOMN BIIACTH:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) nmpoBOIUT POBEPKY MOJTHOTHI U JOCTOBEPHOCTH CBEACHMIM, COAECPKAIIMXCS B MPEACTaBIECHHBIX
3asBUTEJIEM JOKYMEHTAX;

2) MMPUHHUMACT PCHICHUC O MPOBCACHUU SKCICPTU3BI JOKYMCHTOB JISI MOJIYUCHUS pA3pCLICHUS Ha
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MNPOBCACHUC  KIIMHHUYECKOI'0  HCCICAOBAaHHA  JICKAPCTBECHHOI'O  IIpfliapaTa I MCEAULUHCKOTO
NPUMCHCHUSA U 3THYSCKOMN OKCIICPTU3BI NI 00 oTKa3e B MPOBCACHUHN YKA3aHHBIX DKCIICPTHU3;

3) HampaBJIeT 3asABUTENIO TIOCPEACTBOM EAMHOTO MOpTaja WIA B JIMYHBIA KaOWHET 3asiBUTEIS B
€IWHOW CHCTeMEe TIOJNHCAaHHOE YCWICHHOW KBAJU(HUIMPOBAHHOW AJIEKTPOHHOW  TOJIHCHIO
YBEJIOMJICHHE O MPUHATOM PEIIeHUH OO0 B Cilydae MPUHATHS pelleHust 00 OTKa3e Takke ¢ yKa3aHHEeM
MIPUYMH TaKOTO 0TKa3a;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4) nampaBiseT B JIMYHBIA KaOWHET SKCIEPTHOTO YUYPEXKACHUS B €IWHOW CHUCTEME M JIMYHBIN
KaOMHET COBeTa IO ATHKE 3aJaHHWs Ha IPOBEICHHWE COOTBETCTBYIOUIMX 3KCIEPTU3, MOAMMCAHHBIC
YCUIICHHBIMUA KBaJ'II/I(l)I/IHI/IpOBaHHI)IMI/I OJICKTPOHHBIMH ITOATIUCAMMU.

(. 4 B pea. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

4. B ciydae BBIABJICHUS HENOJHOTHI U (WIM) HEAOCTOBEPHOCTH MH(OPMAIMH, COAEpIKaIIEHCs B
NIPEJCTABJICHHBIX 3asBUTENIEM JOKYMEHTaX, YIIOJHOMOUYEHHBIH (peepanbHblii opraH MCIOJHUTEIbHON
BJIACTU HANpPABJISIET B JIMUHBIA KaOWHET 3asiBUTENS B €MHOM cucTeMe 3anpoc 00 YTOUYHEHUU yKa3aHHON
nHpOpMAaLKHY, TOANMCAHHBIA YCUJICHHON KBaJU(HUIMPOBAHHOW AIIEKTPOHHON IOANHUCHIO. 3asBUTEIH
00si3aH HaINpaBUTh B JIMYHBIM KaOWHET YTOJIHOMOYEHHOro (elepalbHOr0 OpraHa HCIOJHUTEIbHON
BJIACTH B €IMHOM cucTeMe MOJMUCAaHHBIA yCUJIEHHOW KBaIM(UIMPOBAHHON 3JIEKTPOHHON MOJIUCHIO
OTBET Ha 3alpoC YMOJIHOMOYEHHOro (eAepalbHOr0 OpraHa HCIOJHMUTENBbHOM BIacTH B CPOK, HE
NPEBBILAIONINNA JIeBIHOCTa pabouux JHEW CO JHSA TMOJIyuYeHHUs YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM HCIIOJIHUTEIBHON BJIACTU 3JEKTPOHHOIO YBEAOMIJIEHMSI O IOJIyYEHHUHU 3asBUTENIEM 3aIlpoca.
Cpok, yKa3aHHbII B 4yacTH 3 HACTOSILEN CTaTbU, IPUOCTAHABIMBAETCS CO JIHS HAIPABJICHUS B JIMYHBIN
KaOMHEeT 3asfBUTENd B €OUHOM CHCTEeME 3ampoca YIOJHOMOYEHHOrO (eaepaqbHOro OpraHa
WCIIOJIHUTENIbHOM BJIACTH A0 JIHS HalpaBJieHHs B JIMYHBIH KAOMHET YMOJIHOMOYEHHOIO (eepanbHOro
OpraHa HCIOJIHUTEJIBHOM BJIACTH B €JUHOM CUCTEME OTBETa HA 3alpoC M HE YYHUTHIBACTCA IIPU
HCUHCIIEHUU CpOKa MNPUHATHS YHNOJHOMOYEHHBIM (eiepabHbIM OpPraHOM MCIIOJHUTEIbHON BIACTH
pelIeHNs O TNPOBEACHUM D3KCIEPTU3bl JOKYMEHTOB JUIsl IOJYyUYEHHUS pa3pellieHus Ha IPOBEICHHE
KJIMHWUYECKOT'0 MCCIIEI0OBAaHUs JIEKAPCTBEHHOIO IIpenapara s MEJULUHCKOrO IIPUMEHEHHSL.

(uactp 4 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5. OcHOBaHUEM JJIs1 OTKa3a B MPOBEACHUU SKCIEPTU3bI JOKYMEHTOB JIJIsl MOJYYESHUSI pa3perieHus
Ha HPOBEJEHUE KIMHUYECKOIO HCCIEA0BaHMs JIEKAPCTBEHHOIO Ipernapara [yuil MEIUIIMHCKOTO
NPUMEHEHHUS U STHYECKOM HKCHEepPTH3bl SBIAETCS IpEJICTaBlIeHHE JOKYMEHTOB, HPEIyCMOTPEHHBIX
YacThlO 2 HACTOSIIEH CTaTbu, B HEMOJHOM OOBEME, HEMpPEACTAaBICHUE 3asBUTEIEM B yCTAHOBJICHHBIH
CPOK OTBETa Ha YKa3aHHBIA B YacTH 4 HACTOALICH CTaTbU 3alpOC YIMOJIHOMOYEHHOTO (hefepaibHOTO
OpraHa HCIOJIHUTEIBHOMN BJIAacTU JMOO OTCYTCTBHUE B MPEICTABICHHBIX JTOKYMEHTAX HCUEPIIBIBAIOILIETO
nepeyHsi HeoOxoauMoi HHopManMKU WM MHPOpPMAIMK, KOTOpas MOJKHA ObITh OTpa’keHa B HUX, a
TaKXKe OTCYTCTBUE CBEJICHHMH, KOTOpble B  JalbHEHIIEM IOATBEPXKAAOTCA  IOCPEICTBOM
MEXBEJOMCTBEHHOI'O JIEKTPOHHOI'O B3aMMOJAEUCTBHS, O (pakTe yIiaThl roCy1apCTBEHHON MOLUIMHBI 3a
IIPOBEJIEHUE 3TUYECKOM DSKCIEPTU3bI, SKCIEPTU3bl JTOKYMEHTOB Ha JIEKAPCTBEHHBIM IpemnapaTr A
IIOJIyYEHHUs pa3pelleHNs Ha IPOBEICHUE KIMHUYECKOIO UCCIEA0BaHUS JIEKAPCTBEHHOTO IIpenapara Ajs
MEJUIMHCKOTO NPUMEHEHHUs, 3a BblAAuy pa3pellieHUs Ha MpPOBEACHHE KIMHHUUYECKOIO MCCIEeI0BaHUs
JIEKapCTBEHHOT'O Mpernapara Jijisi MeJUIIMHCKOr0 MPUMEHEHHs, 3a MIPOBEICHUE IKCIIEPTHU3bI TOKYMEHTOB
Ha JIEKapCTBEHHBIM mpenapar A IOJIy4YEeHUs pa3pelleHuss Ha IPOBEJCHHE MEXIYHapOAHOTO
MHOTOLIEHTPOBOI'O KJIMHUYECKOTO HCCIIEI0BaHMUs JISKapCTBEHHOIO Ipenaparta JUlsi MEIUIIMHCKOTO
NIPUMEHEHHs, 3a BblJady pa3pelleHus Ha MPOBEACHHE MEKIYHApOJHOTO MHOIOLIEHTPOBOIO
KJIIMHUYECKOIO0 HCCJIEIOBAaHUS JIEKAPCTBEHHOIO IIpemapara s MEAMLIMHCKOIO IPUMEHEHHs, 3a
MIPOBEJIEHUE 3TUYECKOM SKCIEpPTU3bl, SKCIEPTH3bl JTOKYMEHTOB Ha JIEKApPCTBEHHBIM IpemnapaTr ais
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MOJYYEHHs pa3pelieHHss Ha MPOBEICHHE MOCTPETUCTPALMOHHOTO KIMHUYECKOTO HCCIIEeTOBaHUS
JIEKapCTBEHHOTO TpenapaTa Uil MEAMLIMHCKOTO MPUMEHEHHs], 32 Bblady pa3pelleHus] Ha MPOBEACHUE
MOCTPETUCTPAIMOHHOTO KIIMHUYCCKOT'O UCCIICAOBAHUA JICKAPCTBCHHOI'O Npcriapara i MCAUIUHCKOI'O
MIPUMCHCHUA.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

6. IlIpoBeneHue HSKCHEpTU3bl JOKYMEHTOB ISl TMOJYYEHHUS pa3pelieHus Ha MPOBEICHHUE
KJIIMHUYECKOTO HCCIIEJOBAaHUsl JIEKAPCTBEHHOI'O Ipenapara [ MEIUUUHCKOrO TNPUMEHEHHUS |
ATUYECKOM SKCHEePTU3bl, COCTABIICHUE KOMHUCCHUEH 3KCIEPTOB U COBETOM [0 3THUKE 3aKIOYEHUH O
BO3MOKHOCTH WJIM HEBO3MOXKHOCTH TPOBEJCHUS TAKOIO KIMHUYECKOIO HCCIIEIOBaHUS, MOAMHCAHUE
3aKJTIOYEHUN YCUIICHHBIMH KBUTU(PUITUPOBAHHBIMU JIEKTPOHHBIMH MOAMKCIMHU U HAMPABIICHUE TaHHBIX
3aKJTIOYEHUN B JTUYHBIA KaOMHET YIOJHOMOYEHHOTO (eepaqbHOTO OpraHa UCIOJHUTEILHON BIACTH B
€IMHOM CUCTEME OCYIIECTBIIIOTCS B CPOK, HE MPEBBIMAIOIINNA ABAANATH MATH pabOvMX JHEH CO JHS
HampaBlIeHUWsT B JIMYHBIM KaOWHET OKCIEPTHOTO YUPEeXKIEHUS B €AMHOM CHCTeMe 3aJlaHus
YIOJTHOMOYEHHOTO (peiepalIbHOTO OpraHa HCTIOJHUTENHHOW BIACTH C TPUIOKEHUEM JIOKYMEHTOB,
ykazaHHbeIX B nyHkrtax 3, 4, 10, 11 u 11.1 yactu 2 Hacrosied cTrarbu, U HANpPaBICHUS B JIMYHBIN
KaOWHET COBETa IO JTHUKE B CIWHOW CHUCTEME 3aJlaHUsl YIIOJHOMOYEHHOTrO (eAepalbHOr0 OpraHa
VCIIOJTHUTENIBHONW BJIACTH C IMPWIOKEHUEM JOKYMEHTOB, YKa3aHHBIX B IYHKTax 3 - 6 m 9 yactu 2
HACTOSIIEH CTaThU.

(uacts 6 B pen. ®enepanpHoro 3akoHa ot 30.01.2024 N 1-D3)

7. B cpok, He IpeBbIIAIOIINMNA Tpex paboyux IHEH CO JHS HalpaBiCHUs B JIMYHBIN KaOMHET
YIIOJIHOMOYEHHOTO (heZepalbHOTO OpraHa HCIOJHUTEIBHON BJIACTH B €JMHON CHCTEME 3aKIIOYCHUH,
YKa3aHHBIX B YacTH 6 HACTOAIICH CTaThH, YIOJHOMOYEHHBIH (enepaiabHbIii OpraH HCIOIHUTEIHHON
BJIACTH:

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

1) OCYHICCTBJISICT OLCHKY IMOCTYIIUBIINUX 3aKJIIOYCHUM IS OnpeaACICHUA HX COOTBETCTBUA
3alaHUsIM Ha MPOBCIACHUC COOTBCTCTBYIOIIUX 3KCIICPTU3;

2) NpUHUMAET pEIICHHE O BBIJAYE PA3PELICHUS HAa MPOBEACHUE KIMHUYECKOIO MCCIIEI0BaHUS
JIEKapCTBEHHOTI'O MpenapaTa AJisi MEIUIIMHCKOr0 IPUMEHEHUs, BHOCUT B PEECTpP BBIJAHHBIX pa3peLIeHUM
Ha TMIPOBEJECHHME KIMHUYECKMX MCCIEJOBAHUN JICKApCTBEHHOIO Ipernapara COOTBETCTBYOILYIO
MHGOPMALMIO M HAIPABISAET MOCPEACTBOM E€AMHOrO IMOpTana 3asBUTEII0 WIM B JIMYHBIM KaOWHET
3asBUTENS B €IMHOM CHCTEME BBIUCKY M3 pEecTpa BBIIAHHBIX pa3pelleHU Ha IPOBEACHUE
KIIMHUYECKHUX UCCIIEOBAHUM  JIEKAPCTBEHHOI'O npernapara, MOJANUCAHHYI0  YCHUJICHHOM
KBaJTM(UIIUPOBAHHON 3JIEKTPOHHOH MOAIUCHIO;

(. 2 B pea. @enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

3) mpuHMMaeT peunieHHe OO0 OTKa3e B BbAaue pa3pelieHuss Ha MPOBEACHHUE KIMHUYECKOTO
WCCIICZIOBAHMsI JIGKAPCTBEHHOTO TIperapara Ui MEIUIIMHCKOTO TPUMEHEHHS W HaIlpaBIIseT
MOCPEIICTBOM €IIMHOTO TOpTaia 3asBUTEII0 WU B JIMYHBIA KaOWHET 3asBUTENS B CIAMHOW CHCTEME
JAHHOE peIllIeHHe, TMOAMNMCAHHOE YCHICHHOW KBaTU(UIIMPOBAHHON JJIEKTPOHHOW MOAMKCHIO, C
yKa3aHHEM IIPUYMH OTKa3a.

(. 3 B pen. ®enepanbHoro 3akoHa ot 30.01.2024 N 1-D3)

8. OcHoBaHneM AJIg OTKa3a B BbIJAYC pa3pCIICHUSA Ha MPOBCACHUC KIMHHUYCCKOT'O UCCIICAOBAHUA
JICKApCTBEHHOT'O ITperiapara AJId MEAUIHUHCKOI'O IPUMEHCHUS ABJIACTCA HAJIMYUC 3aKIIIOYCHHUA KOMUCCHUN
OKCIICPTOB HJIM 3aKJIKOUYCHUA COBCTA II0 IJTHUKEC O HCEBO3MOXHOCTH IIPOBCACHHA KIMHUYCCKOTO
HCCIICAOBAHUA JICKAPCTBCHHOI'O IIpfliapaTta I MCEOAULIUHCKOTO TIPHUMCHCHUSA 110 PpPe3yJibTaTaM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MPOBCACHHBIX DKCIICPTU3, TPCAYCMOTPECHHBIX YaCTbHIO 6 HaCTOSIIEH CTaThH.

9. Pemenue 00 oTKaze B MPOBEACHUM IKCIEPTU3BI JOKYMEHTOB JUIS TIOJTYUYEHHS pa3pelieHus Ha
MPOBEACHUE KIMHUYECKOTO HCCIEOBaHUSl JICKAPCTBEHHOIO IMpernapara g MEIUIMHCKOTO
MPUMEHEHUS M JTHYECKOM SKCHEPTH3bl M B BbIJA4Ye pa3pelIeHHUs] Ha MPOBEICHHE KIMHUYECKOTO
HCCTIEeOBaHUS JICKAPCTBEHHOTO Tperapara Jisi MEIUIIMHCKOTO IPUMEHEHHUSI MOXKET OBITh 00)KaJIOBAaHO
B MOpPSJIKE, yCTAaHOBJIEHHOM 3aKOHO1aTesIbcTBOM Poccuiickoit deneparum.

KoncynprantlIntoc: npumeyanue.
[Tonoxenus cr. 39.1 (B pen. @3 ot 30.01.2024 N 1-®3), kacarommuecsi MPeIOCTaBICHUS TOC. YCIyT
MOCPEJICTBOM €MHOM cucTembl, npumeHsTes ¢ 01.01.2025.

CraTtba 39.1. 3TnyecKasa akcnepTU3a
(BBenena denepanbHbIM 3aKoHOM OT 22.12.2014 N 429-D3)

1. DTuueckas OKCIICPTHU3a TPOBOAUTCA COBCTOM I10 3TUKEC, CO3AAHHBIM B MOPAJKE, YCTAHOBJIICHHOM
YIOOJIHOMOYCHHBIM (beﬂepam,HHM OopraHom HCIIOJIHUTEILHOM BJIaCTH, B ICIIX BbIJAYH 3aKJIIFOUYCHUSA 00
ITHYECKOH 000CHOBAHHOCTH BO3MOYKHOCTH IMPOBCACHUA KIIMHUYCCKOI0 UCCICAOBaHUA JICKAPCTBEHHOI'O
npciiaparta 41 MCAUIUHCKOro MIPpUMCHCHUA.

2. DKkcrepramMu coBeTa I0 3THKE MOTYT OBITh NPEJICTaBUTENIM MEIUIMHCKHX OpraHU3aluid,
HAay4YHBIX OpraHu3alui, oOpa30BaTEeNbHBIX OpraHU3alMii BBICIIEr0 OOpa3oBaHUs, a TakKkKe
MIPEICTaBUTENN OOIIECTBEHHBIX OpraHu3allii, PEIUTHO3HbIX OpraHu3alluid M CPEJCTB MacCOBOM
uHpopmanuu. JlaHHbIE OHKCHEPTHl HE JODKHBI HAXOIUThCS B KAakOW-T1MOO 3aBHCHUMOCTH OT
pa3pabOTYMKOB JIEKApPCTBEHHBIX NpPENapaToB M JpPyTruxX JIHMI, 3aUHTEPECOBAHHBIX B Ppe3yJIbTaTax
THUYECKOHN DKCIIEPTHU3HI.

3. Ommara yciayr SKCIEPTOB COBETa IO OSTHUKE OCYIIECTBISETCS Ha OCHOBAaHUHM JOTOBOPA,
3aKJIFOYCHHOTI'O MC)KI[y YHOJIHOMO‘-IGHHBIM (be;[epaanHM OpFaHOM I/ICHOJ'IHI/ITCJ'H:HOI\/'I BJIacCTH, KOTOpBIM
CO3/IaH COBET MO0 JTHKE, W O3KCIEPTOM COBETa MO JTHKE, 32 CYET OFOKETHBIX AaCCUTHOBAHWU,
MPEAYCMOTPEHHBIX YIOJHOMOUYEHHOMY (eAepalbHOMY OpTaHy HCIIOJHUTEIBHONW BIACTH, KOTOPBIM
CO371aH COBET IO 3THKE, B (efepaJbHOM OIJKETe Ha COOTBETCTBYIOIIMM TOJl Ha OOeCliedyeHue ero
JEATEILHOCTH, B pa3Mepax, yCTaHOBIeHHBIX [IpaBuTenbcTBoM Poccuiickoit deneparivm.

4. DKcnepThl COBETAa MO 3TUKE HECYT OTBETCTBEHHOCTh B COOTBETCTBUHU C 3aKOHOAATEIbCTBOM
Poccuiickoit deneparuu.

4.1. Tlpu npoBeAEHMH AITHUECKON SKCIEPTU3bl HE JOIyCKaeTcs HCTpeOOBaHHE HKCIEPTOM Y
3asiBUTENs MO0 MHBIX JIML MaTepUajoB, HEOOXOIMMBIX Ui MPOBEIEHUS ITHUYECKON IKCHepTusbl. B
Cllydyae HEeJOCTATOYHOCTH IPEJICTABICHHBIX 3KCIEPTy MATEpUAIIOB B JIMYHBIN KaOMHET 3asBUTENS B
€IMHON CUCTEME YNOJIHOMOYEHHBIM JIMLIOM COBETA IO 3THUKE HANpPABISAETCS 3alpoC O MPEACTABICHUU
HEOOXO/MMBIX MaTepHalioB, MOANUCAHHBIN PYyKOBOJAUTENEM (YHOJIHOMOYEHHBIM JIMIIOM) COBETa IO
3THKE C UCIOJb30BAHUEM YCWICHHOW KBANU(UIIMPOBAHHON HIIEKTPOHHOM MOJMHCH, a TaKkKe
HalpaBlIIeTCs yBEAOMJIEHME 00 YKa3aHHOM 3alpoce B JIMYHBIM KaOMHET YIOJHOMOYEHHOI'O
(benepanbHOro opraHa UCIOJHUTENBHOMN BIACTU B €IMHON CHCTEME.

(dactb 4.1 BBeaena ®enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

4.2. 3asButenp 00s3aH HANPaBUTh B JUYHBIA KAaOWHET COBETA IO ATHKE B €IWHOH CHCTEME
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MOJINMCAHHBIA YCUJICHHON KBalM(PUUUPOBAaHHON »HIEKTPOHHOM NOJMMCBIO OTBET Ha 3ampoc o
NPEJCTaBICHUN HEOOXOIUMBIX MaTEpUAOB COBETY MO ITHKE B CPOK, HE INPEBBIIIAIONINI IEBIHOCTA
pabounx naHEH CO IHS TOJMYYEHHS COBETOM IO 3THUKE SJIEKTPOHHOTO YBEAOMJICHUS O TMOJIYYECHUH
3asiBUTENIEM YKa3aHHOTO 3arpoca. BpeMmsi co AHs HampaBiIeHHs COBETOM IO 3THUKE B JIMYHBIM KaOMHET
3asiBUTENsT B E€IUMHOM CHCTEME 3ampoca O IMPEJCTaBICHUMH HEOOXOAMMBIX MaTepuaioB A0 JIHS
HalpaBJICHUs 3asBUTENIEM B JIMUHbIM KaOMHET COBETA 10 ATUKE B €IMHOM CUCTEME OTBETA HA YKa3aHHBIN
3aIlpoc HE YYUTHIBACTCS PU UCUUCIIEHUH CPOKA MPOBEICHHS STHUECKON IKCIIEPTHU3BI.

(uactb 4.2 BBenneHa @enepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

5. CoctaB coBeTa IO 3TUKE, [IOJIOKEHUE 00 3TOM COBETE, OPAJOK €ro AesTeIbHOCTH, TPEOOBaHUS
K KBaJU(HUKAIMA U ONBITY PabOTHI MO SKCIEPTHOW OIEHKE HAYYHBIX, MEIWIIMHCKAX W ITUYECKHX
aCIIEKTOB KJIMHWYECKHUX HCCIEAOBAaHUU JIEKAPCTBEHHBIX MPENapaToB Il MEAUIMHCKOIO NMPUMEHEHMS,
IIPENBABISAEMBIE K DKCIEPTaM COBETa IO 3THUKE, MOPIAJOK OPraHu3allid W IPOBEIEHUS ITUYECKOU
9KCHEepPTH3bl, OpMa 3aKIIOYEHUsI COBETA 110 ATUKE YCTAHABIMBAIOTCS YIOJIHOMOYEHHBIM (eiepaabHbIM
OpraHOM HCIIOJIHUTEIIBHOM BIACTU. YMCIIO NPEACTaBUTENICH MEIMLMHCKUX OpPraHU3alMil HE MOXKET
IIPEBBILIATH ITOJIOBUHY OT OOIIETO YMCJIa HKCIIEPTOB COBETA 10 ITUKE.

6. Undopmanuss o cocraBe coBeTa MO 3TUKE, IUIAHAX €ro paboThl M TEKYILIEH NeATelbHOCTH
pa3Meniaercs Ha OQUIMAIBHOM CalTe YIOJHOMOYEHHOro (efepaibHOro OpraHa HCHOJIHUTEIbHOM
BJIACTH B ceTU "MHTEpHET" B yCTAaHOBJIEHHOM UM HOPSIJIKE.

KoncynprantlIntoc: npumeyanue.
[Tonoxenus ct. 40 (B pen. @3 ot 30.01.2024 N 1-d3), kacarommecs: MPEAOCTABICHHUS TOC. YCIyT
MOCPEJICTBOM €MHOM cucTembl, npumeHsTes ¢ 01.01.2025.

Cratbs 40. [NpoBeaeHMe KNMHUYECKOro UCCref0BaHUA NIeKapCTBEHHOro npenapara
OnA MeauLMHCKOro NnpuMeHeHuns

1. PykoBoauTenb MEAMIIMHCKON OpraHu3allii, KOTOpas MPOBOJUT KIMHUYECKOE HCCIIEOBAaHUE
JIEKApCTBEHHOTO0  Tpemapara Uil  MEIUWIUHCKOTO TMPUMEHEHHWs, Ha3HayaeT UCCIeI0BaTes,
OTBETCTBEHHOTO 3a TPOBEICHHE TAKOI'0 HCCJICAOBAHHMS W HWMEIOIIET0 JeYeOHYI0 CIENUaIbHOCTh,
COOTBETCTBYIOILIYIO MPOBOJUMOMY KIMHUYECKOMY HCCIEIOBAHUIO JIEKAPCTBEHHOIO IMpenapara, co
CTakeM padoTHI MO MpOorpaMMaM KIMHUYECKUX HMCCICIOBAHUMN JIEKAPCTBEHHBIX IpErapaToB HE MEHEe
YyeM TpU roJa U IO €ro MNpeJIoKEHUIO HAa3HAYaeT COUCCIe[oBaTelled W3 uuciaa Bpadyel 3Toi
MEIMIMHCKON OpraHu3alrH.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

2. HccnenoBarenb OCYCCTBIIACT BI)I60p ManuCeHTOB, KOTOPBIC IO MCAUIHWHCKHUM IIOKa3aHWIAM
MOTYT OBITh IMPUBJICYCHBI K YUYAaCTUIO B KIMHHUYECKOM MCCICIOBAHHUHU JICKAPCTBEHHOI'O IIpEriapara I
MCAOAUIHUHCKOI'O IIPUMCHCHUS.

3. HccnegoBaTellb M COHCCICAOBATEIN HOJIKHBI ObITh O3HAKOMIICHBI C pe3yiibTaTaMu
JOKIIMHUYCCKOI'O HCCIICAOBaHUA  JICKAPCTBECHHOI'O CpcacTBa, COACPIKAIIUMHUCA B 6pom10pe
HCCICa0BaATECIA, NPOCKTOM ITPOTOKOJIa KIMHUYICCKOTO HUCCIICAOBAHUA JICKAPCTBCHHOI'O IIperiapara A
MCIUIIUHCKOI'0 MMPpUMCHCHUA, p33pa6OTaHHI)IM pa3pa60Tq1/n<0M JICKAPCTBCHHOI'O Ipfcriapata WJIW WHBIM
OPUIUNYECCKUM JIMOOM, IIPUBJICKAEMBIM K OpraHu3alliyd MPOBCACHHUA KIMHHUYECKOI'O HCCICAOBAHUA
JICKApCTBCHHOI'O IIpfliaparta AJd MCAUIUHCKOIO IIPUMCHCHUSA, W APYTHMMH MaATCpualaMU TaKoro
HUCCIICIOBAaHU.

www.consultant.ru CrpaHvua 94 n3 158
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100316&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100316&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=352091&amp;date=06.09.2024&amp;dst=100011&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=352091&amp;date=06.09.2024&amp;dst=100011&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=104353&amp;date=06.09.2024&amp;dst=100012&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=104353&amp;date=06.09.2024&amp;dst=100012&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=104353&amp;date=06.09.2024&amp;dst=100056&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=104353&amp;date=06.09.2024&amp;dst=100056&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=298794&amp;date=06.09.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=298794&amp;date=06.09.2024&amp;dst=100010&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100317&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100317&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100471&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100471&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100642&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470144&amp;date=06.09.2024&amp;dst=100642&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3.1. PykoBoauTenh MEIUIIMHCKON OPraHU3alMK B CPOK, HE MPEBBIIAIONINN TpeX pabounx AHEH co
JIHS1 HavaJjla MpOBEJICHUs KIIMHUYECKOr0 UCCIEA0BaHMS JIEKApCTBEHHOTO Mpenapara Jjisi MeIUIIMHCKOTO
MPUMEHEHHUS, cOO0IaeT 00 TOM B yIOJTHOMOYCHHBIN (eiepabHBI OpraH UCTIOJHUTEIHLHOW BIACTH,
BBIIABIINI pa3pelieHUe Ha IPOBEJCHIE TAKOTO UCCIICOBAHMUS, TI0 YCTAHOBICHHON UM (opMe.
(dactp 3.1 BBengena denepanbHbiM 3akoHOM OT 29.11.2010 N 313-D3)

4. Opranuzanuy, OCYLIECTBIIIIOIINE OPraHU3alUI0 IPOBEIACHMS KIMHUYECKOIO MCCIIENO0BaHUSA
JIEKapCTBEHHOI'O Ipenapara JUisi MEAMIMHCKOIO NPUMEHEHUS W YKa3aHHbIE B 4YacTU 3 craTbu 38
Hacrosimero denepanbHOrO 3aKOHA, B ClIydae HEOOXOAMMOCTH BHECEHHS H3MEHEHUH B TMPOTOKOI
KIIMHMYECKOT'O MCCIIeIOBaHUS JIGKAPCTBEHHOTO TpenapaTa il MEIUIIMHCKOTO MPUMEHEHHs COOOIIatoT
00 3TOM B yIOJTHOMOUYEHHBIN (peiepanbHblil OpraH UCIIOJIHUTEIbHON BIACTH, BbIIABIINI pa3pelieHne Ha
MIPOBEJICHUE TAKOT'O UCCIIEIOBaHMsI, 10 YCTAaHOBJIEHHOU UM (hopMe.

(B pen. deaepanbroro 3akoHa ot 11.10.2010 N 271-D3)

4.1. qbopMa COO6I_I_[CHI/I$I O BHECEHHUM H3MEHEHUU B MMPOTOKOJI KIMHUYCCKOTO HCCICAOBAHUSA
JICKApCTBCHHOT'O Tpfrapara jd MCIUINHUHCKOr0 IMPUMCHCHHA HOOJDKHA COACPIKATh CICAYIOIIUC
CBCIACHUA:

1) HanMeHOBaHUe, UACHTU(DUKAIIMOHHBIN HOMEP ¥ JaTa POTOKOJIA KIIMHUYECKOTO HCCIICIOBAHUS;
2) nata BHECEHUSI U3MEHEHUH B MPOTOKOJ KIIMHUYECKOTO UCCIIeI0BAHUS;
3) HaMMEHOBaHUE U MECTO HAXOXIECHU 3asiBUTEIIS;

4) HaMMCHOBAHUC OpraHU3alnuu, HpI/IBJ'IeLIeHHOI\/’I pa3pa6OT‘-II/IKOM JICKApCTBCHHOT'O IIpfriapara K
opranu3anuvu MpOBCACHUA KIIMHUYCCKOT'O UCCIICAOBAHUA (HpI/I HaJ'II/I‘{I/II/I);

5) HaMMCHOBAaHUA M MCCTa HAXOXJICHHA MCIHUIIMHCKHX opraHmaum”I, B KOTOPBLIX HPOBOAUTCH
KIMHUYCCKOC NCCICJOBAHUC,

6) nata BBIJAYM pa3pelieHUsT Ha TMPOBEJICHHUE KIWHWYECKOTO WCCIICIOBAHHMS M HOMEP STOTO
paspelieHus;

7) U3MEHEHUs, BHOCUMBbIE B IPOTOKOJI KIIMHUYECKOTO CCIIeI0OBAHHUS.
(uactb 4.1 BBennena @exnepanbHbiM 3ak0HOM OT 11.10.2010 N 271-D3)

5. B cpok, He MpeBBIIAIONINNA ABaIIaTH BOCEMHU pabOUYuX JHEH CO JAHA MOIYyYEHHUS YKa3aHHOTO B
gacTh 4 HACTOSIIEH CTaTbU COOOIICHWS, YIOJHOMOUYEHHBIH (enepaiabHbIii OpraH HCIOJTHUTEIHHON
BJIACTH pPaccMaTpUBAET 3TO COOOILIEHHE B YCTAHOBJIEHHOM UM [OPAJIKE U NPUHUMAET pEHIeHHE O
BHECEHUM HM3MEHEHUI B INPOTOKOJ KIMHUYECKOIO MCCIENOBAaHUA JIEKAPCTBEHHOIO IIpenapara s
MEINULMHCKOTO PUMEHEHUS UM 00 OTKa3e BO BHECEHUU TaKUX M3MEHEHHH, MOANNUCAaHHOE YCHICHHON
KBAJIM(HUIMPOBAHHONW 3JIEKTPOHHON TMOJMMCHIO, MOCPEICTBOM HAMpaBJICHUS COOTBETCTBYIOLIETO
pelieHrus B JIMYHBIA KaOWHET 3asBUTENsI B €AMHON cucreme. [Ipu paccMoTpeHUM COOOMIEHUS O
HEOOXOJMMOCTH BHECEHHSI W3MEHEHHH B MPOTOKOJ KIMHUYECKOTO HCCIIEAOBAHUS JICKAPCTBEHHOTO
mpernapaTta Uil MEAMIIMHCKOIO NPUMEHEHHUS B LEJSAX OLIEHKHM OOOCHOBAHHOCTH IpeajaraeMbIxX
U3MEHEHUU W OIPEAENICHUS CTENEHU PHUCKa Ul NAlUMECHTOB, IPUHUMAIOIIUX y4acTHE B KIMHUYECKHUX
UCCIIEIOBAaHUSIX, YIOJIHOMOYEHHBIM (elepalbHbIM OpPraHOM HCIOJHUTEIbHOM BIACTU MOTYT
MIPUBJIEKATHCSA HKCIEPTHI COBETA M0 3TUKE U (MJIN) SKCIEPTHI IKCIEPTHOTO YUPEHKICHHS.

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 30.01.2024 N _1-P3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

6. Knunuyeckoe wuccineqoBaHuE JIEKAPCTBEHHOrO Mpemnapara A MEAUIMHCKOrO NPUMEHEHUs
MOJKET OBbITh NPHUOCTAHOBJICHO WJIM MPEKpAIleHO, €CIM B MPOIEecCe ero MpoBeAeHUs oOHapykeHa
ONACHOCTh JUIS KU3HH, 3J0pPOBbsl IALMEHTOB. B ciydyae BO3HMKHOBEHHMs OIACHOCTU I JKU3HH,
3I0pOBbSI NALMEHTA, YYaCTBYIOIIETO B KIMHUYECKOM HCCIEAOBAHUM JIEKAPCTBEHHOIO Ipenapara Jyuis
MEIUIMHCKOTO MPUMEHEHHMsI, HccienoBaTen o0s3aHbl NPOMHGOPMUPOBATE 00 3TOM PYKOBOIUTENS
MEIMUMHCKOM OpraHv3aldd W OpraHu3aluio, I[OJYYUBIIYK) pPa3pelieHHe YIOJIHOMOYEHHOTO
(denepanbHOrO OpraHa HUCHOJHUTENBHOM BIACTH Ha OPraHU3AlMI0O TPOBENCHUS KIMHHYECKOTO
HCCIIE[OBAaHUs  JICKAPCTBEHHOIO Ipenapara. PemeHre O  INPUOCTAHOBICHMM — KIMHUYECKOTO
HCCIIEA0BaHM JICKAPCTBEHHOTO IIpenapara Uil MEAULMHCKOIO IPUMEHEHHUs IPUHUMAIOT PYKOBOIUTEb
MEJUIMHCKOW OpraHu3alMi W (WIM) OpraHu3alus, MOJy4YUBIIas pa3pelleHUue YHOJHOMOYEHHOIO
(denepanbHOrO OpraHa HUCHOJHUTENbHOM BIACTM Ha OpraHU3alMI0 IPOBENEHUS KIMHHUYECKOTO
HCCIEeA0BaHMs JIEKAPCTBEHHOIO Ipenapara i MEAUIIMHCKOIO IPUMEHEHUS, PEIICHUE O ITPEKPaICHUN
TaKOTO MCCJIEIOBAaHUS PUHUMAET YIIOJTHOMOUYEHHBIN (efiepanbHblii OpraH UCIIOJHUTEIBHON BIIACTH Ha
OCHOBAHMHU COOOIIEHUS B NHCbMEHHOH (opMe PYKOBOAMTENS MEIUIIMHCKON OpraHu3aluu WM
OpraHu3aiys, MOJyYMBIIas pa3pelieHHe YHNOJIHOMOYEHHOTO (elepajbHOro OpraHa HCHOJIHHUTEIbHOM
BJIACTM HA OPraHMU3alUI0 MPOBEJAECHUS KIMHMYECKOTO HMCCIIEOBAaHHUs JIEKAPCTBEHHOIO Ipernapara Ui
MEJIMIUHCKOTO IPUMEHEHMUS.

7. B cpok, He MpeBBIAOLIINNA MATH pabouux THEH cOo JHs 3aBEpLICHUs, IPUOCTAHOBICHUS WU
MIPEKPALLEHUS] KJIMHUYECKOTO HCCIIEJOBAHMS JIEKAPCTBEHHOIO IIpemapara il MEIULUHCKOIO
NPUMEHEHHS, COOOIIeHHEe 00 3TOM HAIpaBIsETCS OpraHU3alMsIMHU, YKa3aHHBIMM B 4acTH 3 cTaTbi 38
Hacrosero denepanbHOTO 3aKOHA, B YIIOJIHOMOYEHHBIN (eiepalibHbIi OpraH UCIIOJHUTEFHON BIaCTH
10 YCTaHOBJIEHHON UM (opMe.

8. ®opma coOOImIECHUsI O 3aBEPIICHUH, MPUOCTAHOBICHUU WM TPEKPAMICHUH KIMHUYECKOTO
WCCIIeIOBaHMs JIEKAPCTBEHHOIO MIperapaTa Jiisi MeIUIIUHCKOTO MPUMEHEHHS JI0JKHA COepKaTh:

1) uapopMaIo 0 MEAUIIMHCKON OpPraHU3alluy WM MEIULIUHCKUX OPTraHU3alusiX, MPOBOAUBIINX
JTaHHOE MCCJIC/IOBAHUE;

2) onucaHue JAHHOTO MCCIIEIOBAHMUS;

3) maHHBIC HccaenoBatens (haMuIHs, UMs, OTYECTBO, MECTO pabOTHI, 3aHMMAaeMas JOJKHOCTH,
CHCIMAILHOCTh, CTaX pabOThl IO TpPOrpaMMaM KIWHUYECKHX HCCIICIOBAaHUN JIEKAPCTBEHHBIX
MpernapaToB, IMEpPeUYeHb KIMHUYECKUX MCCIEIOBAHUMN JIEKAPCTBEHHBIX IPEMapaToB, B KOTOPBIX OH
MPUHUMAI y4acTre (IEPUObI YYacTHsI) B KAUECTBE HCCIEA0BATENs UITU COMCCIIEIOBATENs);

(B pen. ®enepanbuoro 3akona ot 11.10.2010 N 271-D3)

4) pe3ynabTaT [JaHHOTO HCCIEAOBaHUS (3aBEpIICHUE, IMPUOCTAHOBICHHE WM TMPEKpallleHUe
JAHHOTO HCCICAOBAHHA C YKAa3aHUCM HX IMNPUYUH W BJIWAHHA Ha OLCHKY €ro pe3yJibTaToOB, O6HIyIO
OIICHKY PUCKa W OXKHJAEMOW ITOJB3bI OT MPUMEHECHUS HCCICIYEeMOro JIGKApCTBEHHOTO Ipernapara, a
TaKXKe Mpe/roiaracMple JaTbHEHIITNE SHCTBHUA ).

8.1. Ilpu BbIsIBIEHMM (enepaTbHbIM OPraHOM HCHOJHMUTENBHOM BIACTH, OCYILECTBIISIOLIMM
(GYHKIMH 1O KOHTPOJIO M HaI30py B cdepe 37ApaBOOXpaHEHHUs, HAPYLIICHUH OpaBUI HaJyIekallei
KJIMHUYECKOW IPAKTUKU IPU MPOBEIECHUM KIMHUYECKOTO MCCIEA0BaHUS JEKApCTBEHHOTO Ipernapara,
BIUSIIOLIMX Ha IMOJIHOTY U (WJIM) JOCTOBEPHOCTHh JAHHOTO KIMHUYECKOIO HCCIIEIOBaHUS, YKa3aHHBIN
(benepanbHBI OpraH UCIOJIHUTEIBHON BJIACTU NMPUOCTAHABIMBAET MPOBEICHUE JAHHOTO KIMHHUYECKOTO
UCCIIEZIOBAaHMSI M BBIHOCUT MEIMLMHCKOM OpraHu3alyy, B KOTOPOHW MPOBOAMTCS JaHHOE KIMHUYECKOE
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

WCCIIe/IOBaHKME, TMpeanucanne o0 yCTpaHCHHWW BBISBICHHBIX HapymieHuid. [lpu HeycTpaHeHUH
MEJUIIMHCKOW OpraHM3alfiel BBISBICHHBIX HAPYIICHUNH B YCTAaHOBICHHBIM B TPEIANHCAHUU CPOK
yKa3aHHbBIN (enepanbHblii OpraH HCHOJHHUTEIBHOM BIACTH MPUHUMAET pPEIICHHE O IPEeKpaIleHuu
IMPOBCACHUA KIIMHUYCCKOI0 HMCCICAOBAHUA JICKAPCTBCHHOT'O MNpfriapara U HAIIPaBJISACT B (bel[epaHBHI)Iﬁ
OpraH MHCIIOJIHUTEIBHOW BIACTH, OCYIIECTBISIOMMA (QYHKIMM 10 BbIpabOTKE U peaau3aluu
TOCYJTApPCTBEHHOHN IOJIMTUKUA W HOPMATHBHO-TIPABOBOMY PETYJIHPOBAHHUIO B cdepe 3ApaBOOXpPAHCHUS,
3aKIIFOYCHUE O BBISIBIICHUH ITPH MTPOBEACHUH TaHHOTO KJIMHUYECKOTO UCCIICIOBAHUS HAPYIIICHHUH MTPABHII
HaJJIeXkKaled KIMHUYeCKOW TMPAKTUKU Mg TPUHITHS peHieHus 00 OTMEHEe pas3pelieHus Ha
OopraHn3alvilo HNpPOBCACHUSA HAHHOI'O KIIMHUYCCKOI0 HCCICAOBAHUA C OaTbl HNPUHATHA PCHICHUSA O
MIPUOCTAHOBIICHUH TIPOBEACHUS KIIMHUISCKOTO UCCIICIOBAHUS JICKAPCTBEHHOTO Mperapara.

(dactp 8.1 B pen. denepanpHoro 3akona ot 13.07.2015 N 241-D3)

8.2. Ilpm mpoBeACHUH KIMHUYECKOTO HCCIACAOBAHHUS JICKAPCTBEHHOTO IIpemapara i
MEJUIIMHCKOTO TPUMEHEHUS B Clyyae YTOYHEHUS (M3MEHEHHUS) TaHHBIX, COJAEPKAIIUXCS B pa3pelIeHun
Ha TMPOBEJICHUE JAHHOTO KIMHHUYECKOIO HCCIIEIOBAaHMs, HA OCHOBAaHWM HANpPABJICHHOTO B JIMYHBIN
KaOWHET YHOJHOMOYCHHOTO (eepabHOr0 OpraHa WCIHOJHUTEIHHOW BIACTH B EAWHOW CHCTEME
oOpareHust 3asBUTENsA, MOJIMUCAHHOTO YCHUJICHHOW KBATM(PUIIMPOBAHHOM AJIEKTPOHHOM IMOIIMHUCKHIO, C
MPUJIOKEHHEM MOTHUBHPOBAHHOTO OOOCHOBAHUS M JIOKYMEHTOB, IMOATBEPKIAIOIINX HEOOXOIUMOCTH
YTOUHEHHUS JaHHBIX, YIOJHOMOYCHHBIA (eepaibHbIi OpraH HWCIOJHHUTEIBHON BJIACTH B CPOK, HE
MIPEBBIIAIONINKA JBaIIIaTH BOCHBMH pa0OYuX IHEH CO JHSA MOCTYIUICHHS Takoro OOpaieHUs, BHOCHUT
W3MEHEHUsI B pa3pelieHue Ha MPOBEICHHE KIMHUYECKOTO HMCCIEIOBAaHUS JIEKAPCTBEHHOrO IMperapara
JUISL. MEJIMUIMHCKOTO TMPUMEHEHUS W PEECTp BBIJAHHBIX pPA3pelICHU Ha MPOBEICHUE KIMHUYECKUX
HCCTIEOBaHUM JIEKAPCTBEHHBIX MPENapaTroB, a TakXKe HaIpaBisieT B JIMYHBIA KaOWHET 3asBUTENS B
€IMHOM CHUCTEME BBITIMCKY W3 PEeCcTpa BBIJAHHBIX pa3pelieHU Ha TMPOBEACHUE KIMHUYCCKUX
HCCIEAOBAaHUN  JIEKAPCTBEHHBIX IpENapaToB, MOAMHCAHHYI YCHUJIECHHOW KBaIu(UIIUPOBAHHOMN
ANEKTPOHHON MOANHUCKHI0, THOO MPUHUMAET pelleHrne 00 0TKa3e BO BHECEHUH M3MEHEHUN B pa3pelieHne
Ha TPOBEICHHUE KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOTO Ipenapara sl MEIUIMHCKOTO
NPUMECHECHHUS W HANpaBJsIeT B JIMYHBIA KaOWHET 3asBUTENsI B CIWHOW CHCTEME JTO peIICHHE,
MOAMMCAaHHOE YCUJICHHOW KBaMU(DUIIMPOBAHHOMN AJIEKTPOHHON MOANKCHIO, C YKa3aHUEM MPUYUH OTKa3a.
(dactp 8.2 BBegeHa denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

9. VYnomHoMOYeHHBIH ¢eaepalbHBIi  OpraH HWCIOJMHUTEIBHOW BJIACTH OMYyOJHMKOBBIBACT U
pa3Memniaer Ha cBoeM oOduIManIbHOM caiite B cetn "MHTepHer" cooOuieHHe O 3aBepUICHHH,
MIPUOCTAHOBIICHUH WJIM MPEKPALIEHUU KIMHUYECKOrO HCCIIEIOBAHUS JIEKAPCTBEHHOTO Mperapara Jjist
MEUIIMHCKOTO MIPUMEHEHHUS B CPOK, HE TIPEBBIIIAOIINN TATH pabouux THEH cO JIHS €ro MOJYYCHHS, B
YCTaHOBJICHHOM MM TIOPSIJIKE.

10. YmomHOMOYEeHHBINH (eaepaabHbIii OpraH HCHOJHUTEIBLHON BJIACTH OCYIIECTBIISET BEICHUE
peecTtpa  WccienoBaTeiaed, NPOBOAAIMIMX WM  IPOBOJAMBIIMX  KIMHUYECKHE  HCCIEHOBAHUS
JIEKAPCTBEHHBIX MPENapaToB Il MEAUIUHCKOIO MPUMEHEHHs], B COOTBETCTBUU C YTBEPKJIECHHBIMU UM
[IpaBUIAMHU M Pa3MelUIaeT ero Ha CBoeM OopHIMaIbHOM caiite B ceTH "MHTepHeT" B yCTaHOBICHHOM UM
mopsiike. YKa3aHHBIM pPEecTp COAEPKUT HHPOPMALUIO, MPEIyCMOTPEHHYIO ITYHKTOM 3 4YacTu 8
HACTOSIIEN CTaThU.

I1. Otuer o pe3ynbTaTax KIMHUYECKOTO MCCIEAOBAHUS JIEKAPCTBEHHOIO Mpenapara Iist
MEJIMLIHUHCKOrO MPUMEHEHUS COCTABIISACTCA OpraHU3aluel, yKa3aHHON B 4acTh 3 cTaTby 38 HACTOSLIETO
®denepallbHOTO 3aKOHA, M MPEACTABISAETCS B YIOJTHOMOYEHHBIN (eiepalbHbIil OpraH UCMOTHUTEIBHON
BJIACTH, BBIAABIIMN pa3pellieHue Ha MPOBEACHUE ATOrO HCCIENOBaHUSA, B CPOK, HE IPEBBIILAIOIIUN
JIBEHAJaTU MECALIEB CO JHSA €ro 3aBEPLICHHUs, MPUOCTAHOBIICHUS WIM MPEKPALICHUS, B MOPSIKE,
YCTaHOBJICHHOM YIIOJTHOMOYCHHBIM (1)6I[CpaJ'II)HI)IM OopraHomMm HWCIIOJTHUTEILHON BIIACTH.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

12. Hapymienune npaBuil Haajexamied KIMHUYECKOW MPAKTUKH, (anbCUUKALUS pe3ysbTaToB
KJIIMHUYECKOI0 MCCIIEA0BaHUs JIEKAPCTBEHHOIO IpenapaTta JJil MEIUIUHCKOTO IPUMEHEHHUs BIEKYT 3a
co00i1 OTBETCTBEHHOCTh B COOTBETCTBHH € 3aKOHOAATEIbCTBOM Poccuiickoil @eneparum.

(B pen. ®eaepanbHoro 3axoHa ot 22.12.2014 N 429-D3)

13. Ilpu mnpoBeneHHWHM KIMHUYECKOTO HCCJIENIOBAaHUS JIEKAPCTBEHHOTO IIpernapara il
MEUIIMHCKOTO MPUMEHEHUs JOMycKaeTcsi 3a00p y MalueHTOB OMOJIOTHYECKUX MaTepuanoB (00pasiibl
OMOJOTHYECKUX JKUIKOCTEH, TKaHEeW, CEKPeTOB M TPOAYKTOB JKHU3HEIEATEIHHOCTH YEIIOBEKa,
(DU3HONOTHYECKUX M TATOJOTHYECKHUX BBIICICHH, Ma3KOB, COCKOOOB, CMBIBOB, MHUKPOOPTaHHU3MOB,
OWOTICHIHBIA MaTepuan) il ux wusydeHus B Poccwuiickoit denepanmu u (W) 3a mpenenamu
Poccuiickoit deneparum.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

14. Tlopsnok BBo3a B Poccuiickyro denepanuio u BbIBO3a 3a npenensl Poccuiickoit denepanun
OMOJOTMYECKUX MATepUaOB, TIOMYYEHHBIX TMPU TPOBEACHUHM KIMHUYECKOTO  HCCIIEIOBaHUS
JICKapCTBEHHOI'O IIperapara s MEIUIMHCKOrO IPUMEHEHUs, yCTaHaBiuBaercs IlIpaBuTenbCcTBOM
Poccuiickoit deneparum.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

CraTtba 41. [loroBop o npoBeAeHUN KITMHUYECKOro nccriefoBaHnUs NeKapCTBEHHOro
npenapara gna meamunMHCKOro npuMmeHeHus

1. KnmHnueckoe HcCCIIeIOBaHHE JICKApCTBCHHOT'O Ipfrapara s MEAUIMUMHCKOrO MNMPHUMCHCHUA
IpoBOAUTCA B  COOTBETCTBUM C JOrOBOPOM O IMPOBCACHHU  KIMHHUYCCKOI0 HCCICAOBAHUA
JICKApCTBEHHOI'O IIpf€riapaTra AJd MCIUIHHCKOI'O0 INPHMMEHCHUS, 3aKIH0YaCMbIM MCEXIY opraHﬂsauHeﬁ,
HOJ'Iy‘-II/IBH_Ieﬁ pa3peiCeHue YINOJIHOMOYCHHOTI'O q)e):[epanLHoro opraHa HWCIOJIHUTEILHOM BIIACTH Ha
OpraHnu3aluilo NpOBCACHUSA TAKOT'O HCCICAOBAHHA, U MEIUIIMHCKOM 0pFaHH33HHeﬁ, OCYH.[CCTBJISIIOH_Ieﬁ
IIPOBCACHUC TAKOI'0 UCCICAOBAHM.

2. JloroBop o0 TMpOBEACHUH KIMHUYECKOTO WCCIEIOBAHUS JICKAPCTBEHHOTO IIpenapara s
MEIMIIMHCKOTO MPUMEHEHUS JIOJHKEH COACPIKATh:

1) YCIIOBUSA U CPOKH IPOBCACHUA JAHHOI'O UCCIICOJOBAHUA,

2) OIIPCACIICHUC O6H_ICI71 CTOUMOCTH HpOTpaMMbl NAHHOI'O HCCJIICAOBAHUA C YKA3aHUEM CYMMBI,
HpeHHaSHaanOHleﬁCH JJIA BBITIJIIAT UCCIICA0BATCIIAM, COUCCIICA0OBATCIIAM,

3) onpeneneHue GOPMBI IPEICTABICHHS PE3yIHTATOB JAHHOTO UCCIICIOBAHUS B YIIOJTHOMOYCHHBIN
(benepanbHBINA OPraH UCTIOJHUTEIILHOM BIIACTH.

Ctatbs 42, duHaHcoBoOe obecneyeHue KIMMHU4YeCKOoro nccnepoBaHus
NneKapCTBEHHOro npenapara ans MeauLUHCKOro npuMeHeHus

®dunancoBoe oOecneyeHUE KIMHUYCCKOTO HCCIICAOBaHUA JICKAPCTBCHHOI'O IIp€riapara I
MCOUITMHCKOI'0 IPUMCHCHUS OCYIICCTBIIACTCSA 3a CUCT:

1) cpeacTB denepabHOTO OFOJKETA;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2) CpCACTB OpFaHHBaHHﬁ, MOJIYUYMBIIUX Pa3pCHICHUC HAa OPraHU3alui0 HNPOBCACHUSA JAHHOTO
HCCICa0BaHNA, B COOTBCTCTBHUU C YCIOBUAMU NJOTOBOpPA O €T0 IIPOBCACHUHU,

3) MHBIX HE 3alpPEeIEHHBIX 3aKOHOAaTeNbCTBOM Poccuiickoii denepaiiii ICTOYHUKOB.

Cratbsa 43. I'IpaBa naunMeHToB, y4YacTBywOWMUX B KIIMHUYECKOM MuUccnenoBaHuu
JNNeKapCcTBeHHOro npenaparta agnsa meanumnHCKoro npmMmeHeHusA

1. VYuyactme MNanuCHTOB B KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOI'O Impfcrapara I
MCIUIIMHCKOI'O MPUMCHCHUS ABJIACTCA I[OGpOBOHBHBIM.

Koncynprantlntoc: npumeyanue.
C 01.01.2025 B a63. 1 9. 2 ct. 43 BHOCsTCS m3MeHeHus (D3 ot 30.01.2024 N 1-03). Cum. Oyaymryto

PEIIAKIINIO.
2. TlanmeHT WM €ro 3aKOHHBIA TMPENCTaBUTENb JOJDKEH OBITh MH(POPMHPOBAH B NMHCHMEHHOU
dhopwme:

1) 0 JICKApCTBCHHOM IIpf€raparc Ajd MCIUOMUHCKOIoO IPUMCHCHHUA W CYIIHOCTHU KIIMHHUYCCKOI'O
HCCIICAOBAaHHUA 3TOTO JICKAPCTBCHHOI'O IIpC€Iiapara,

2) o 6€30MaCHOCTH JIEKapCTBEHHOT'O Ipernapara Juis MEJUIIMHCKOTO IPUMEHEHUS, €r0 0XKU1aeMOon
3¢ HEKTUBHOCTH U CTETICHH PHCKA JUIs NAlUeHTa;

3) 00 YCIIOBUAX YYACTUA MAaOMCHTA B KIIMHUYCCKOM HCCICAOBAHWU JICKAPCTBCHHOI'O IIpCIiapara
A MEAUILTUHCKOT'O ITPUMCHCHMUS

4) O OCJIM WM LeX W HOPOAOJDKHUTCIBHOCTU KIMHHUYCCKOI'O HCCICAOBAHHA JICKAPCTBCHHOI'O
npenapara il MEAUIUHCKOTI'O IIPUMCHCHU A

5) o neHcTBHMAX MalMeHTa B ciydyae HeNpenBUICHHBIX 3((EeKTOB BIUSHUS JEKApCTBEHHOTO
npenapara Uit MEJUIUHCKOIO IPUMEHEHHs] Ha COCTOSIHUE €T0 3/10POBbS;

6) 00 yCIOBHSIX 0053aT€ILHOTO CTPaXOBAHMS KU3HU, 3[I0POBbS MAIIUECHTA;

7) 0 TapaHTHUAX KOH(i)I/IlIeHHI/IaJ'H)HOCTI/I ydyacTtusa MalnucHTa B KIMHHUYCCKOM HMCCIICA0BaHUN
JICKApPCTBCHHOI'O IIpCIiapaTta JJisi MCIUIUHCKOTO IIPUMCHCHH.

Koncynprantllntoc: npumeuanue.
C 01.01.2025 4. 3 cT. 43 uznaraercs B HoBo# pemakiuu (@3 ot 30.01.2024 N 1-®3). Cm. Oyaymryro

PCAAKIINIO.

3. Z[O6p0BOJ'ILHOC COTJIaCHUC MaNCHTAa Ha Y4aCTHEC B KIIMHUYCCKOM HCCJIICJOBAHUU JICKAPCTBECHHOI'O
npenapara A MCIUIHUHCKOrO HNPUMCHCHUSA HNOATBCPKAACTCA €ro HOANHNCBIO WKW MOAIMUCBIO €TI0
3aKOHHOI'O MPCACTAaBUTCIIA Ha I/IH(bOpMaI_[I/IOHHOM JIUCTKC MMalucHTA.

4, HaHI/IGHT WM €ro 3aKOHHBIM MnNpeaACTaBUTCIIb HMECT IIPABO OTKA3aTbCsA OT Y4dacTusd B
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

KIIMHUYCCKOM HCCIICAOBAHUHN JICKAPCTBCHHOTI'O IpCIiapaTra AJid MECOAULUHCKOTO IPUMCHCHHUA Ha 10001
CTaJuu IPOBCACHHUA TAKOT'O UCCICOOBaHU.

Koncynprantlntoc: npumedanue.
C 01.01.2025 B 4. 5 ct. 43 BHOcarcs usmeHeHus: (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryio

PEAAKIINIO.

5. IlpoBeneHne KIMHUYECKOIO HUCCIENOBaHMS JIEKAPCTBEHHOIO Ipernapara A MEIULMHCKOTO
MIPUMEHEHHUS C yYaCTHEM B KaueCTBE MAllMEHTOB JETEeH JAOITyCKAEeTCsl TOJIBKO C COIJIacusl B MUChbMEHHOMN
dbopMe ux poautenei, ycpiHOBUTeNeH. J[eTh MOryT paccMaTpuBaThbCi B KauyecTBE IMOTEHIIMAJIbHBIX
NAIMEHTOB TAKOI'0 MCCIIEJOBAaHUS, TOJBKO €CIM €ro IpPOBEAEHUE HEOOXOIUMO ISl YKpEeIUIeHUs
3I0pOBbsl JIeTel WM NMpOoQWIAKTUKNA HMH(EKIHMOHHBIX 3a00J€BaHUN B JIETCKOM BO3pacTe JH0O0 eciu
LIEJIbI0 TAKOTO HUCCIIEI0BAHUS SBJISIETCS MOJIyYEHHE JAHHBIX O HAWIy4lled JO3UPOBKE JIEKAPCTBEHHOI'O
npernapaTta JUisl JedeHus Aered. B aTux ciayyasx TakoMy HCCIIEJOBAHMIO JOJIKHO IPEIIECTBOBATH
KIIMHUYECKOE UCCIIEJOBAaHUE JIEKapCTBEHHOI'O Ipernapara Ui MEJUIIMHCKOTrO IPUMEHEHMsI Ha
COBEPILIEHHOJIETHUX TpaKJaHax, 3a HCKIIOUCHHEM CIIydyaeB, €CJIM HCCIENyEeMblil JIeKapCTBEHHBIH
npenapar Ui MEAMLMHCKOTO TPUMEHEHUs NpeAHa3HAayeH MCKIIOYUTENbHO MJIs HUCIOJIb30BaHUS
HECOBEPLICHHOJIETHUMHU I'PaXKAaHAMH.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-D3)

6. 3aHpemaeTc;1 MPOBCACHUC KIMHUYCCKOTO HCCICAOBAHUA JICKAPCTBCHHOI'O IMperiapara IJId
MCOUITUHCKOI'0 IPUMCHCHUSA C YHACTUEM B KAYCCTBC MMAlITUCHTOB!

1) neTeli-CUpOT U ACTEH, OCTABIIUXCS 0€3 TOTICUCHUsI POAUTEIICH;

2) SKeHIIMH B TMepuoja OEpeMEHHOCTH, EHIIWH B MEPUOJ TPYAHOrO BCKapMIIMBaHHS, 3a
UCKITIOYEHHEM CIIy4aeB, €CIIM MPOBOIUTCS KIMHUYECKOE HCCIEAOBaHUE JIEKapCTBEHHOIO TMpernapara,
MpeIHA3HAYEHHOTO ISl YKa3aHHBIX JKCHIIUH, TPU YCIOBUU HEOOXOIMMOCTH TMONydeHUs: WH(OpMaLUn
TOJIKO BO BpEMsl IPOBEACHHUSI COOTBETCTBYIOUIMX KIMHMYECKUX HCCICAOBAHUN WU TPHUHATHUS BCEX
HEOOXOTUMBIX MEp IO HCKIFOUCHUIO PHCKa HAHECEHHWs Bpela KCHIIWHE B TIEPUOJ OCpEeMEHHOCTH,
KEHILMHE B IEPUO/I IPYAHOI0 BCKapMIIMBAHUSL, TUIOY WM PEOCHKY;

3) BOGHHOCTY’XKAIllUX, 3a HCK/IIOUYEHHEM CIy4yaeB IPOBEAEHUS KIMHUYECKOIO HCCIIEOBAHUS
JIEKapCTBEHHOTO Mpernapara, CIeNUalbHO pa3paboTaHHOIO Uil NMPUMEHEHHs B YCIOBHUAX BOEHHBIX
NeUCTBUM, Ype3BBIYAWHBIX CUTyaluid, NPOQUIAKTUKM W JIeYeHUs 3a00JeBaHUN M IOpPAXKECHUH,
MOJyYCHHbIX B  pe3yJibTaTe BO3ACUCTBUS  HEOJArONpUSATHBIX ~XMMHUYECKHX, OHOJIOTMYECKHX,
paananroHHbIX (akTopoB. KimHuyeckoe wuccienoBaHHME TAaKOro JIEKAPCTBEHHOI'O Ipernapara MOXKET
IPOBOAMTBCSA C Y4aCTHEM B  KadyeCTBE IIallMEHTOB BOCHHOCIY)KAIMX, 3a MCKIIOYCHHUEM
BOCHHOCITY’KAaIllUX, MPOXOAAIIMX BOEHHYIO CIyKOy IO Mpu3bIBYy, ¢ coONIofeHHueM TpeOoBaHuUH,
YCTaHOBJICHHBIX HACTOAIIMM DeepabHbIM 3aKOHOM B OTHOLIECHUU TPAXAAHCKUX JIMLI,

4) cOTpyIHUKOB ITPaBOOXPAHUTEIILHBIX OPraHOB;

5) nui, oTOBIBAIOIIMX HaKa3aHWE B MECTaX JIMIICHUS CBOOOJBI, a TaKXKE JIUI, HAXOIAIIUXCS IO
CTpa)eu B CJICICTBEHHBIX U30JATOPaX.

KoncynprantlIntoc: mpumeyanue.
C 01.01.2025 B 4. 7 ct. 43 BHOCcsaATca u3meHeHus (D3 or 30.01.2024 N 1-®3). Cm. Oyaymryro
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

PCAAKIINIO.

7. Jlomyckaercsi INpOBENEHUE KIMHUYECKOTO MCCIEAOBAHUA JIEKAPCTBEHHOIO IIpenapara Juist
MEAULMHCKOrO NPUMEHEHUS, IPEAHAa3HAYeHHOT0 AJIs JIeUeHHsI IICUXUYECKUX 3a00JIeBaHuil, C yyacTuem
B KauecTBE MAIMEHTOB JIUI[ C TMCUXMYECKHMMH 3a00JIeBaHUSIMM, NPU3HAHHBIX HEIEECIIOCOOHBIMU B
[IOPAJIKE, YCTAaHOBJIEHHOM 3aKkoHogaTesbcTBoM Poccuiickoit denepaunu. KimHndeckoe uccienoBanue
JICKApCTBEHHOTO Iperapara B 3TOM Cliyyae MPOBOIUTCS NMPU HAJIMYUHU COTJIAacusl B MUCBMEHHOH (hopme
3aKOHHBIX IIPEJICTABUTENIEH YKA3aHHBIX JIULI.

Cratba 44. OO6GsAs3aTenbHoOe CTpaxoBaHME XU3HU, 3O0pPOBbA MNaLMUEHTa,
y4yacTBywLWero B KINMHUYECKOM MUCCrefoBaHUM JeKapCTBEHHOro npenaparta Aans
MeAULMHCKOro NpMMeHeHuns

(B pen. ®enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

1. OpraHmauHﬂ, IOoJydYuBIIasd paspCliCHUC Ha OpraHru3alvio IIPOBCACHUA KIMHUYCCKOI'O
HUCCIICAOBAaHUA JICKAPCTBCHHOI'O IIpCriapara IAjd MCEAUIUMHCKOI'O IPHUMCECHCHUA, 00s3aHa B KauyecTBE
CTpaxoBaTCiisl CTpaxoBaTb PHUCK IMPUYUMHCHUA BpClda KHU3HU, 3JOPOBBIKO ITalIlUCHTA B PC3YyJIbTATC
MNpOBCACHUA  KIIMHUYCCKOIO  HCCICAOBAHHA  JICKAPCTBCHHOI'O  Iperiapata I MCAULUHCKOIO
MIPUMCHCHUA 3a CBOHU CUET IMYTEM 3aKJIIOUYCHUSA JOTroBOpa 00513aTeIHLHOTO CTpaxoOBaHMHA.

2. OObexkToM 0053aTeNLHOTO CTPAaxXOBaHMs SBJSETCS UMYILIECTBEHHBIH MHTEpeC NallleHTa,
CBSI3aHHBIN C MPUYMHEHUEM BpPEJla €ro KU3HU WJIHM 3I0POBBIO B pe3ysbTaTe MPOBEACHUS KIMHHYECKOTO
HCCIIeIOBaHMS JIEKApCTBEHHOTO MIpernapaTa JIisl MEIUIIUHCKOTO MPUMEHEHHUSI.

3. CTpaxoBbIM ClIy4aeM I10 JIOTOBOPY OO0S3aTENBHOIO CTPaXOBaHMS SIBJISIETCA CMEPTh IMAIlMEeHTa
WIA YXyZALIEHHE €ro 37J0pOBbs, B TOM YHCIE BIEKYyIIee 3a OO0 YyCTaHOBICHHUE MHBAIMIHOCTH, IPU
HaJIMYUU IPUYUHHO-CIIEACTBEHHOMN CBSI3U MEXKIY HACTYIUIEHHEM 3TOTO0 COOBITHS U y4acTHEM HalleHTa
B KJIMHUYECKOM MCCIIEJOBAaHUU JIEKAPCTBEHHOI'O IIpenapara.

4. Tpe6OBaHI/I${ 0 BO3MCHICHHMHM Bpc€aa, IMNPUYHMHCHHOI'O JXHW3HHW HWJIKW 3J0pPOBbIO IIAIIUCHTA,
NPpEABABISAIOTCA B TCUCHHUC CPOKOB HCKOBOM JaBHOCTH, YCTaHOBJICHHBIX rpa>xIaHCKUM
3aKOHOAATCJILCTBOM.

5. Pa3zmep cTpaxoBOi BBIIUIATHI MO JOTOBOPY 0053aTEIBHOTO CTPAXOBAHUS COCTABIISCT:

1) B cimyyae cMepTH MalMeHTa J1Ba MUJUIMOHA pyOJeil Ha KaKJoro MalueHTa, y4acTBOBABIIETO B
KIIMHUYECKOM HMCCIIEOBAaHUU JIEKAPCTBEHHOT'O IIperapara;

2) npu yXyALIEHUU 370POBbs MALIUEHTA!
a) MOBJIEKIIIEM 3a cOOO0M YyCTaHOBJIEHHWE MHBAIUIHOCTU | TPpyIIbl, OIMH MUJTHOH TMSATHCOT THICSY
pyOieil Ha KaXXAOro MaIMeHTa, yYacTBOBABIIETO B KIMHUYECKOM HCCIICIOBAHUHM JIEKAPCTBEHHOTO

npernapara;

0) moBiyiekiieM 3a coOO¥ ycTaHOBJICHHE WHBAIUAHOCTH Il Tpynmel, oquH MWUIHOH pyOsei Ha
Ka)X/IOTO MaIlMeHTa, YYaCTBOBABIIETO B KIIMHNYECKOM MCCIICIOBAaHIH JICKAPCTBEHHOTO MTPETapara;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

B) IMOBJIEKIIEM 3a co00il ycTaHoBieHue MHBaIMIHOCTH III rpynmbl, mATBCOT Thicsu pyOiei Ha
Ka)KJI0T0 MalMEHTa, y4aCTBOBABLIETO B KIIMHUUECKOM MCCIIE0BAaHUM JIEKAPCTBEHHOIO NIpenapara;

T') HE MOBJEKIIEeM 3a cO00# yCTaHOBJICHUS HHBAUAHOCTH, HE O0Jiee ueM TpUCTa ThICSd pyOIiel Ha
KaXJIOTO TMAaIlMeHTa, YYacCTBOBABIIErO0 B KIMHUYECKOM HCCIIEIOBAHMM JIEKAPCTBEHHOTO IIperapara,
WCXONSI W3 HOPMATHBOB, OTPAXKAIOUIUX XapaKTep W CTEMEHb IOBPEXKACHUS 30POBbs, a TaKXkKe
(haKTUYECKH TIOHECEHHBIX IMAIIMCHTOM PAacXOIOB, BBI3BAHHBIX IOBPEKICHUEM 3JI0POBBS, Ha
MEIHUIMHCKYIO MOMOIIb, TPUOOpPETEHNE JIEeKAPCTBEHHBIX MPernapaToB.

(nm. "r" B pen. @eaepanbpHOro 3akona ot 22.12.2014 N 429-03)

6. Yrpatun cuny ¢ 1 utons 2015 roxa. - @enepanbublil 3akoH oT 22.12.2014 N 429-03.

7. Cpok moroBopa 00s3aTENBHOTO CTPAaXxOBaHHUS HE MOXKET ObITh MEHee, YeM CPOK MpPOBEICHUS
KJIIMHUYECKOTO UCCIIEIOBaHMS JIEKApCTBEHHOTO Mpernapara.

8. VYcioBus moroBopa 0053aTEBHOTO CTPaXOBaHUS, B TOM YHCJIE CTPaxoBbIe Tapudbl IO
00s13aTeTbHOMY CTPaxOBaHUIO, MEPEUYCHb HEOOXOAMMBIX JOKYMEHTOB JUIsl OCYLIECTBIICHUSI CTPAXOBOM
BBITUIATHI, TOPSAOK YCTAHOBIIGHUS CTpaxoBaTelieM WHIWBUIYaTbHOTO HACHTU(UKAIIMOHHOTO KOJa
IIanmucHTa, HOpHI[OK I/IH(I)OpMI/IpOBaHI/ISI CTanOBaTeJIeM CTanOBH_[I/IKa 0 HpI/IBJIe‘ICHHBIX K
KIIMHUYECKOMY HCCJIEIOBAHUIO JIEKAPCTBEHHOrO TIpemapara Jyuisi MEIUIMHCKOTO TMPUMEHEHHS
IIalueHTax, HOpS[lIOK YHHaTI)I CTanOBOﬁ HpeMI/II/I, HOpS[lIOK peanmaulxm onpeneneHme HACTOAIIINUM
denepanbHbBIM 3aKOHOM W JPYTMMH (pelepaibHBIMH 3aKOHAMH IIpaB ¥ OO0S3aHHOCTEH CTOPOH IIO
JIOTOBOPY 00S3aTENFHOTO CTPaxOBaHUS, a TaK)KE HOPMATHUBBI, OTPAKAIOIIUE XapakTep U CTeleHb
MOBPEKIACHHUSI 3/I0POBbS, YCTAHABIUBAIOTCS TUIOBBIMU MPAaBUIAMU 005S3aTEIHHOTO CTPAXOBAHHUS.

(B pen. @enepanbuoro 3akona ot 22.12.2014 N 429-D3)

9. B cinywyae mnpuYMHEHHS Bpeda SJKU3HU TMAllMEHTa, YYacCTBOBABIIETO B KIWHUYECKOM
HCCIIEIOBAaHUM JIEKQpCTBEHHOTO IIperapara, BBIFOJONPUOOpETAaTeNsIMU IO JOTOBOPY 00s3aTEIBHOTO
CTpaxOBaHUs SBIAIOTCS TpaKIaHe, HMMEIOIIUE IMPaBO Ha BO3MEIIEHHWE Bpela B CilIy4yae CMEpTH
KOPMWJIbLIA B COOTBETCTBHM C TPaKJIaHCKUM 3aKOHOJATENbCTBOM, NMPU OTCYTCTBHM TaKHUX I'PAKIaH -
poaMTeNny, Cymnpyr, OETH YyMEpIIEro IMalMeHTa, y4YacTBOBABLIEIO B KIMHMUYECKOM MCCIIEIOBAaHUU
JIEKApCTBEHHOr'0 Ipenapara, B ClIy4yae CMEpPTH NalMeHTa, YYacTBOBABIIEIO B KIMHUYECKOM
HCCIIEIOBaHUM JIEKApPCTBEHHOTO IpernapaTa U He UMEBILIEro CaMOCTOSITENILHOTO J0X0/a, - FpaX/aaHe, Ha
VWKIUBEHUHU KOTOPBIX OH HAXOJWJICS, B OTHOIICHWH BO3MEIICHUSI PAacXOJ0B Ha MOTpeOCHUE MaIlMeHTa,
y4acTBOBABIIETO B KIIMHUYECKOM HCCIIEJJOBAaHUU JIEKAPCTBEHHOTO IMpernapara, - JUIo, IOHEeCIIee Takue
pacxompl.

10. CrpaxoBas BblIIaTa B CYET BO3MEIICHUSA BpENa, NPUUMHEHHOIO JKU3HM NAIMEHTA,
y4acTBOBABUIETO B KJIMHUYECKOM HUCCIIEN0BAaHUM JIEKAPCTBEHHOIO Iperapara, paclpeaciseTcs Mex1y
BBITOZ0IIPHOOPETATENSIMU [TPOIIOPLIMOHAIBHO UX KOJIMYECTBY B PaBHBIX JIOJISX.

11. Ilpum HaCTymJIeHHMH CTpPAaxOBOTO Clly4ass I[IallUeHT, YYacTBOBABIIMM B KIMHUYECKOM
UCCIIEIOBAaHUM  JIEKAPCTBEHHOI'O  IIpernapara,  BBIFOJONPUOOpETaTeslb  BIpaBe  MPEAbSBUTH
HEMOCPEJCTBEHHO CTPaxXOBIUMKY TpeOOBaHME O BO3MEIIEHUH NpUYMHEHHOro Bpeaa. CTpaxoBas
BBIIIJIATA OCYLIECTBIISICTCS CTPAXOBUIMKOM B TEYCHUE TPUALATA JHEH CO [JHSA IIPEACTABICHUS
HEOOXOIUMBIX TOKYMEHTOB. IlanuenT, yuacTBOBaBIIHiA B KIMHHYECKOM HCCIICOBAHUH JICKAPCTBEHHOTO
mpemnapara, HWIM BBITOAONPHOOpeTaTenh O0s3aH COOOLIMTH CTPAxXOBIIMKY [JISI  OCYIIECTBICHHS
CTpaxOBOM BBIIUIATHl HMHAWBUIYAJTbHBIM HJIEHTU(GUKAUMOHHBIA KOJ TAallMeHTa, YCTaHOBJIECHHBIN
CTpaxoBaTeJIEM B COOTBETCTBUHM C TUIIOBBIMU ITPABUIIAMH 0053aTEIBHOTO CTPAXOBAHUS.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

12. Jlo moiHOro OIpenesieHus] pa3Mepa IMOJUIekKAIero BO3MEIIEHUIO BpeAa CTPaxOBILUK II0
3asIBJICHNIO TAlIMEHTA, y4acTBOBABLIETO B KJIMHUYECKOM HCCIIEJOBAHMM JIEKAPCTBEHHOTO IIpernapara,
WIA 3a8BICHHUIO BBITOAONpUOOpETaTeNss BIOpPaBE OCYIIECTBUTh 4YacTh CTPAaXOBOW  BBIIIATHI,
COOTBETCTBYIOIIYIO (DAKTUIECKH OTIPEIEIIEHHON YaCcTH MPHYUHEHHOTO Bpea.

13. CrpaxoBas BblIUIaTa B COOTBETCTBHM C JOTOBOPOM O0S3aTENBHOIO CTpaxOBaHUs
OCYIIECTBIISIETCS HE3aBUCUMO OT BBIILIAT, IPUUUTAIOLIMXCS 110 JPYTHM BHJIAM CTPAXOBaHU.

14. He JOIMYCKACTCA Yy4YaCTUC TIallUCHTAa B TPOBCACHUN KIIMHHUYCCKOI'0 HCCICAOBAHUSA
JICKApCTBCHHOTO IIpCIiapaTa npu OTCYTCTBHUU JOTOBOpA 00s13aTEeIBHOTO CTpaxOBaHMHA.

15. KoHTpoisib 3a HUCHOJHEHHEM OpraHU3alMel, MOJY4YMBIIECH pa3pelIeHue Ha OpraHU3aIUio
IIPOBCACHUA KIIMHHUYECKOI'O HUCCIICIOBaHUA JICKApCTBCHHOT'O npemapara JiA MEAUIINMHCKOI'O
MIPUMEHEHHUS, YCTAHOBJICHHON HacTosIel cTaTbeld OOS3aHHOCTH IO 00S3aTeNbHOMY CTpPaxOBaHHUIO
KU3HU, 3J0pPOBbsSI MAlMEHTa, Yy4YacTBYIOHIEr0 (y4yacTBOBABIIET0) B KIMHHUYECKOM HCCIEAOBAHUU
JMEKapCTBEHHOTO  MpermapaTa, OCYIIECTBISETCS  YIMOJIHOMOYEHHBIM  (heepadbHBIM  OpPraHOM
WCIIOJIHUTENIBHOM BJACTH, BBIAABIIMM pa3pellieHUE Ha NPOBEIACHHE KIMHUYECKUX MCCIEA0BaHNN
JICKApCTBCHHBIX NPCapaToB A MCIAUIUHCKOIO NIPUMCHCHHU.

Maea 8. MIPON3BOACTBO U MAPKUPOBKA JIEKAPCTBEHHbLIX CPELOCTB
CraTbs 45. MponsBoacTBO NekapcTBeHHbIX CpeacTB

1. TIpou3BOACTBO JEKAPCTBEHHBIX CPEICTB JODKHO COOTBETCTBOBATH TPEOOBAHUSAM IIPABHI
HQ/JIeKaIeld TPOW3BOJACTBEHHOW MPAKTUKH, YTBEP)KACHHBIM YIIOJHOMOYEHHBIM  (enepaabHbIM
OpraHOM HCIIOJIHUTENbHON BiacTu. OCOOEHHOCTH NEpexo/ia MPOU3BOJICTBA OTACNbHBIX JIEKAPCTBEHHBIX
CPEZACTB K UX MPOU3BOJCTBY B COOTBETCTBUH C TPEOOBAHUSAMU MPaBUJI Ha/lIeKallel IpOU3BOICTBEHHOM
NpakTUKU ycrtaHaBiuBaroTcs [IpaButensctBom Poccuiickonn denepauuu. Bblgaua 3akiodyeHud O
COOTBETCTBUHM TPOU3BOAMTENS JICKAPCTBEHHBIX CPEACTB TpeOOBaHMSAM MpPaBUJI  HaJUIeXKalleH
IIPOU3BOJCTBEHHON INPAKTUKUA OCYLIECTBIIAETCS II0 PE3yJIbTATAM HMHCIIEKTUPOBAHMS IPOU3BOJIUTENECH
JIEKAPCTBEHHBIX CPEICTB B INOpsAlKe, ycTaHOBIEHHOM IIpaBurensctBoM Poccuiickonn ®enepanuu.
Pasmep mmaTel 3a BbIIaYy 3aKIOYEHUS O COOTBETCTBUM IPOU3BOAMTEINS JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHUAM IPaBUJ HaJJeKallel MPOM3BOACTBEHHOM MPAKTUKM yCTaHaBiIuBaeTcs [IpaBuTenbcTBOM
Poccuiickoit @denepauuu. [IopAnok opraHu3anuu U NPOBEACHUS WHCIEKTUPOBAHUSA NPOU3BOIUTENCH
JICKapCTBEHHBIX CPEJACTB Ha COOTBETCTBHE TPEOOBAHHMSIM MpPaBWII HaJUIekKalled MPOU3BOICTBEHHON
IIpaKkTUKU ycTraHasiuBaeTcs [IpaBurensctBom Poccuiickon @enepanun.

(B pen. denepanpHbix 3aKk0HOB 0T 25.06.2012 N 93-®3, ot 22.10.2014 N 313-®3, ot 22.12.2014 N
429-D3)

2. IlpousBoacTBO JeKapCTBEHHBIX cpeactB B Poccuiickoit ®enepauuul  OCYIIECTBISCTCS
MIPOU3BOJUTENSIMU JIEKAPCTBEHHBIX CPEICTB, UMEIOIIMMHU JIMLIEH3UIO HAa MTPOU3BOACTBO JIEKAPCTBEHHBIX
cpenctB. IloaTBep:kaeHHe COOTBETCTBUS JUIEH3MATa MpaBUJIaM HaJUIeKalled MTPOU3BOACTBEHHOMN
MPAKTUKHU OCYILECTBIIIECTCS B paMKax JUIEH3MOHHOTIO KOHTPOJS B COOTBETCTBUU C 3aKOHOIATEILCTBOM
Poccuiickoit denepaliu ¢ y4eToM 0COOCHHOCTEH, yKa3aHHBIX B YaCTH | HACTOSIIECH CTaThH.

(B pen. Deaepanbubix 3ak0HOB 0T 22.10.2014 N 313-D3, o1 22.12.2014 N 429-D3)

2.1. Idnsa neneidl JULEH3UPOBAHUS NPOU3BOJCTBA JIEKAPCTBEHHBIX CPEACTB Ui MEIUIMHCKOIO
NPUMEHEHHUS U WHCIEKTHPOBAaHUS CYOBEKTOB OOpaIleHUsl JEKapCTBEHHBIX CPEICTB Ha COOTBETCTBUE
TpeOOBaHUSAM  [OpaBUJI  HAJUIeXKAlle  NMPOU3BOJACTBEHHOW  MpakTHKH  QelnepaibHbIl  oprax
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

WCIIOJIHUTENIBHOW  BJIACTH, OCYIIECTBIISIIOLIUMNA TOCYJApPCTBEHHYIO PErUCTPALMIO  JIEKAPCTBEHHBIX
MpenapaToB JJIs MEAULUHCKOTO PUMEHEHU, PEAOCTaBIsAET (eiepaTbHOMY OpraHy MCIOJHUTEIbHON
BIIACTH, OCYIIECTBISIONIEMY (efepatbHbIil TOCYIapCTBEHHBIN JTHMIICH3NOHHBIA KOHTPOJIb ACSITEIbHOCTH
10 IPOU3BOJICTBY JIEKAPCTBEHHBIX CPEACTB AJISl MEIUIIMHCKOTO MPUMEHEHHUS, 110 €ro 3allpocy B paMKax
MEXBEJIOMCTBEHHOT0 MH(GOPMAIIMOHHOTO B3aUMOJICHCTBUS B MOPSJIKE, YCTAaHOBIEHHOM (eepaibHbIM
OpraHOM UCIIOJIHUTEJIbHOM BJIACTH, OCYILECTBIIAIOIINM JIMIIEH3UPOBAHUE ITPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB Ui MEIUIMHCKOTO MpPHUMEHEHUs, U (QenepaqbHbBIM OPraHOM HCHOJHUTENBHON BIACTH,
OCYILIECTBIISIOIIUM TOCYJapCTBEHHYIO PETUCTPALMIO JIEKAPCTBEHHBIX MPENApaTOB ISl MEIAULIUHCKOIO
IIPUMEHEHHUS, CIEIYIOIINE CBEJCHHS O JIEKapCTBEHHBIX CPEICTBaX (B TOM YHCIIE B CIIydae, €CIIU TaKue
CBEICHMSI COCTABJIAIOT KOMMEPUYECKYIO TalHY):

1) B oTHomeHuH (apMaleBTHUECKONH CyOCTaHIUMU WM (apMaleBTHUYECKUX CYOCTaHIIUH,
BXOJIAIIMX B COCTaB JIEKAPCTBEHHOI'O Mpernapara (3a UCKIYeHHeM (apMaleBTHUECKUX CYOCTaHIIUM,
BKJIFOYEHHBIX B TOCYAAPCTBEHHBIM PEECTP JEKAPCTBEHHBIX CPEACTB B COOTBETCTBUM CO CTaThed 34
HacTodero deneparbHOrO 3aK0Ha):

a) HaMMEHOBaHME (PapMaIeBTUIECKON CyOCTaHINH, €€ CTPYKTypa, OOIIre CBOMCTBA,

0) HaMMEHOBAaHUE U a/IpeC MPOU3BOJIUTENS;

B) TEXHOJIOTHUA IMPOU3BOACTBA C OIIMCAHHUEM CTalII/Iﬁ IMPOU3BOACTBA U METOJ0B KOHTPOJISI HAa BCEX
CTaguiaX IIPOU3BOACTBA,

T') OMKCaHue Pa3pabOTKH Mpoliecca MPOU3BOICTBA;

1) ONTUCAHKME KOHTPOJISI KPUTUYECKUX CTAIMI MPOU3BOJICTBA U MPOMEKYTOYHON MPOAYKIIHUH;
€) IOKYMEHTaJIbHOE TIOJITBEPXKACHUE (BaIMIA1IMsI) MPOIIECCOB U (UJTM) X OLICHKA;

7K) CBOMCTBA U CTPYKTypa JIEHCTBYIOIIMNX BEIIECTB;

3) XapaKTepHCTUKA TIPUMECEH;

1) cnerudukanus Ha GapMaleBTHISCKYI0 CyOCTaHIIHIO U €€ 000CHOBaHHUE,

K) aHaINTHYECKHE METOIUKH, WCIIONb3yeMble NpPU OCYLIECTBICHHHM KOHTPOJII KadecTBa
(dapManeBTHUECKON CyOCTaHINH;

J) TOKYMEHTAJbHOE MOATBEPKICHUE (BAIMJALMSA) AHATUTUUECKUX METOJIUK, UCIIOIb3YEMBIX MIpU
OCYIIECTBJIEHUH KOHTPOJIS KauecTBa (papMarieBTH4ecKol CyOCTaHINH;

M) pe3yJIbTaThl aHAJIM3a CEPHI (papMarleBTUIECKON CyOCTaHIINM;

H) IEPECUCHb CTAaHAAPTHBIX 06p33HOB HWJIKM BCIICCTB, HCIOJB3YEMBIX IIpU OCYHIECCTBICHUA
KOHTPOJIA Ka4e€CTBaA,

0) OIMCaHME XapaKTEPUCTUK U CBOMCTB YIAaKOBOYHBIX MaT€pPHaIOB U YKYTIOPOUHBIX CPE/ICTB;
1) JAaHHBIE O CTAaOMIBHOCTH (hapMaleBTHUECKON CyOCTaHITNH;

P) CpPOK TOTHOCTH;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2) B OTHOmIeHMH (hapMalleBTUUECKUX CYOCTaHIMiA, BXOISIIMX B COCTaB JIEKAPCTBEHHOTO
IpernapaTa ¥ BKJIIOYEHHBIX B IOCYAAPCTBEHHBIH PEECTP JIEKAPCTBEHHBIX CPEJCTB B COOTBETCTBHM CO
cratheit 34 Hacrosiniero deepanbHOTO 3aKOHA:

a) HaMMEHOBaHME (papMaIeBTUICCKON CyOCTaHINH, €€ CTPYKTYypa, OOIIHNe CBOMCTBA,

0) HaMMEHOBAaHUE U aJIpeC MPOU3BOIUTENS;

B) pe3yJbTaThl aHau3a cepuil hapMalieBTHUECKON CyOCTaHIINY;

') CPOK TOJTHOCTH;

3) B OTHOILIEHUH JIEKAPCTBEHHOTO Mpenapara A1 MEAUIIMHCKOIO IPUMEHEHHUS:

a) OIMMCAHUC U COCTAB JICKAPCTBCHHOI'O NIpCriapaTta AJjid MCAUIUHCKOTIO IIPUMCHCHUS

0) omucanue (apmareBTHUECKOH pa3paboTku (0O0OCHOBaHHME BBIOOpAa COCTaBa, IMEPBUYHON
YIaKOBKH);

B) TEXHOJIOIrUs IMPOMU3BOACTBA C OIIMCAHHUEM CTaI[I/Iﬁ IMPOU3BOJACTBA U MCTOJOB KOHTPOJISI Ha BCEX
CTaugXx IMPOU3BOACTBA,

I) OIMCAaHUE KOHTPOJII KPUTUYECKUX CTaJuil Ipolecca NPOU3BOACTBA M IPOMEKYTOUHOU
MIPOYKIINH;

J1) HAMMEHOBAaHME U aJIpeC MECTa OCYILECTBIECHUS IPOU3BOJICTBA JEKAPCTBEHHOIO Mpernapara ajs
MEJUIIMHCKOTO TPUMEHEHUs1 (B Clydae HAJIWYUs HECKOJbKHX YYaCTHHUKOB IpOIlecca MPOU3BOJACTBA
YKa3bIBAETCS KaXK/IbI U3 HUX);

e) apmarieBTHYECKasi COBMECTUMOCTD;

’K) MUKPOOHOJIOTHYECKHE XapaKTePUCTHKHY;

3) MaTepuaIbHbIi OanaHc JJs MPOU3BOJICTBA CEPUU TOTOBOTO MPOIYKTA;

1) OMHMCAHKUE XapaKTEPUCTUK U CBOWCTB YIIAKOBOYHBIX MAaTEPUAIOB U YKYIIOPOYHBIX CPE/ICTB;

K) TOKyMEHTAJIHHOE TOATBEPKICHNE (BaTUIAIs) TIPOIIECCOB MTPOU3BOCTBA U (MJIN) UX OICHKA;

J'I) Tpe6OBaHI/IH K Ka4€CTBY BCIIOMOI'aTCJIbHBIX BEIICCTB,

M) AHAIIUTUYCCKUC MCTOAUKH, HCIHOJB3YEMBIC IIpU OCYIICCTBJICHUNW KOHTPOJA Ka4YCCTBa
BCIIOMOT'aTCJIBHBIX BCIICCTB,

H) JOKYMEHTAJIbHOE MOATBEPKJCHUE (BalUIAIMsl) aHATUTHYECKUX METOJIMK, UCTIOIb3YEMbIX MpU
OCYILIECTBJIEHUH KOHTPOJISI KAY€CTBa BCIIOMOTaTEIbHBIX BEILIECTB;

O) I/IH(i)OpMaHI/ISI 00 HCIIOJB30BAaHUM BCIIOMOTaTEIbHBIX B€IICCTB YCJIIOBCUYECCKOTO MW KHMBOTHOI'O
IIPOUCXOKIACHUSA,
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(c u3m. n gon., BCTYN....

H) I/IH(I)OpMaL[I/IH 00 HCITOJIb30BAaHUH HOBBIX BCIIOMOTaTEIbHBIX BCIICCTB,

p) TpeboBaHMS K KadecTBY JIEKAPCTBEHHOTO TIpenapaTa i MEIUIMHCKOTO MpPUMEHEHHUs
(ceprudukar, cienudukanys Ha JSKapCTBEHHBIH Mpernapar ¥ uX 000CHOBaHUE);

C) AHAIIUTUYCCKUC MCTOAWKH, HCIIOJIB3YCMBIC IIPU OCYIICCTBICHHU KOHTPOJIA KadceCTBa
JICKApCTBECHHOTO IMperapara JJIid MEIUIUHCKOI'O IPUMCHCHUS ;

T) JAOKYMCHTAJIbHOC INOATBCPIKIACHUC (BaJ'II/I,Z[aI_[I/IH) AHAIIUTUYCCKUX METOAUK, MCIIOJIB3YyEMBIX IIpH
OCYHICCTBJICHUHN KOHTPOJII Ka4€CTBA JICKAPCTBECHHOTI'O IIpeTiapaTa i MEAUIUHCKOTI'O IPUMCHCHUA

y) Pe3yJIbTaThl aHAIM30B CEPUIl JIEKAPCTBEHHOIO IIpenapara JUisl MEIULUHCKOTO IIPUMEHEHUS;
¢) xapakTepucTHKa MpuMeceii;

X) MepevYeHb CTaHIApTHBIX 00pa3lO0B, UCIOIb3YEMbIX MPU OCYIIECTBIEHUU KOHTPOJIS KauyecTBa
JIEKAPCTBEHHOTO Mpernapara il MEIUIUHCKOTO IPUMEHEHMS;

I1) JTaHHBIC O CTAOUIILHOCTH JICKAPCTBEHHOTO Tperapara i MeIUIIMHCKOTO IPUMEHEHUSI.
yacTh 2.1 B pen. @enepansHoro 3akona ot 30.01.2024 N 1-D3
p p 3aKOHd

3. TIpou3BOACTBO JEKAPCTBEHHBIX CPEJICTB OCYIIECTBISIETCS C COONIOZCHHEM TpeOOBaHUM
IIPOMBILUICHHOTO ~ PErJIAMEHTa,  KOTOPBIM  yTBEPKIAETCd  PYKOBOIUTEIEM  IPOU3BOIUTEINS
JIEKApCTBEHHBIX CPEJICTB M BKIFOUAET B ce0sl MEPEYCHb NCTIIOIb3yEeMBIX (hapMalleBTHUECKUX CyOCTaHIINI
U BCIIOMOTATENbHBIX BEIIECTB C YKa3aHHEM KOJMYEeCTBAa Ka)XJO0ro M3 HUX, JaHHbIE 00 HCIOIb3yeMOM
000pyJIOBaHUH, ONMCAHUE TEXHOJOIMUYECKOro IIpolecca M METOJOB KOHTPOJS Ha BCEX ATamax
IIPOU3BOJCTBA JICKAPCTBEHHBIX CPECTB.

4. Tlpu TpPOU3BOACTBE JIGKAPCTBEHHBIX TMPEMapaToB [UIsl MEIUIUHCKOTO TPUMEHEHUs
UCIOJNIB3YIOTCS (papMarieBTUIECKUe CyOCTaHIINH, CBEICHUS O KOTOPBIX COJAEPIKATCS B TOCYNaPCTBEHHOM
peecTpe JEeKapCTBEHHBIX CPEACTB JUIsl MEIUIUHCKOTO NpHUMEHEHus u (WIM) €IHHOM peecTpe
3apeTUCTPUPOBAHHBIX  JICKAPCTBEHHBIX CpeACTB  EBpa3Wiickoro JKOHOMHYECKOTO COM03a, 3a
UCKJIFOUEHHEM (hapMalleBTHUECKUX CyOCTaHIMH, TMPOU3BOAUMBIX JUISI TMPOBEACHUS KIMHUYCCKHX
WCCIIeIOBaHMI 1 (WiIH) Ui dKcropTa. [Ipu mpou3BOACTBE JIEKAPCTBEHHBIX CPEJICTB LIS BETEPHHAPHOTO
MPUMEHEHUS HCIONB3YIOTCS (apMalleBTUUECKUe CyOCTaHIIUU, CBEACHHUS O KOTOPBIX COAEpkKaTcs B
rOCYJJapCTBEHHOM PEECTPE JIEKAPCTBEHHBIX CPEJCTB IS BETEPUHAPHOIO NPUMEHEHUs, U (WIH)
rOCYJJapCTBEHHOM peecTpe JIEKAPCTBEHHBIX CPEJICTB ISl MEIUIIMHCKOTO MPUMEHEHUS, U (WJIH) eTUHOM
peecTpe  3aperMCTPUPOBAHHBIX  BETCPUHAPHBIX  JICKAPCTBCHHBIX  NIperapatoB  EBpaswiickoro
HSKOHOMHYECKOTO CO03a, W (WIH) €IUHOM PEEeCTpe 3aperHCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB
EBpasmiickoro 3KOHOMHYECKOTO COK3a, 3a HCKIOYeHHEM (hapMalleBTHUECKUX CyOCTaHIIUH,
MIPOM3BOJUMBIX IJIsl TPOBEACHUS KIMHUYECKUX HCcleAoBaHWN W (wnm) ans skcmopTa. K mporeccy
MPOU3BOJCTBA (hapMAlEBTHUECKOW CYOCTAaHIIMM OTHOCSTCS JIIOOBIE CTaJWU TEXHOJIOTUYECKOTO
mporecca, TO3BOJISIONIUE  TOJYYUTh TOTOBBIA  MPOAYKT, COOTBETCTBYIONIMHA  TpeOOBaHUSIM
(dapMmakorneiiHoW cTaTbd, B TOM 4Yucie ¢epMEeHTaIus, OKCTPAKIMsI, OYUCTKA, BBIJCICHUE,
MEPEeKPUCTAIUTN3AIMS, BBICYIIIMBAHUE, H3MeENbueHUEe. B ciaydae HE0OXOAMMOCTH UCIOIBb30BaHUS
STHJIOBOTO CIIUPTa, B TOM YHUCIE (apMalleBTHYECKONW CyOCTaHIIMM CIIMUPTA ITUIOBOTO (3TaHOJA), TPU
MIPOM3BOJICTBE JICKAPCTBEHHBIX CPEJICTB B KAauecTBE JACWUCTBYIONIETO M (WMJIM) BCIIOMOTATEIBHOTO
BEIICCTBA, a TakKXKXC B HMHBIX TCXHOJOIHYCCKHUX NHCIAX JOJDKHA OBITH HCIIOJNL30BaHA TOJBKO
(dapmarneBTHUecKast CyOCTaHIUS CITUPTA STUIIOBOTO (3TAHOI).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

(B pen. @enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 27.12.2019 N 462-®3, ot 27.12.2019 N
481-D3, ot 24.07.2023 N 341-P3)

4.1. IlepeueHb JEKapCTBEHHBIX NPENapaTroB s MEIULUHCKOTO NPUMEHEHMs, B OTHOIIECHUU
KOTOPBIX YCTaHABIUBAIOTCS TpeOOBaHUS K OOBEMY Tapbl, yNMaKOBKE M KOMIUICKTHOCTH, IT€peueHb
JIEKAPCTBEHHBIX  IIPENapaTroB s  BETEPUHAPHOTO IPUMEHEHHs, B  OTHOLIEHWH KOTOPBIX
yCTaHaBJIMBAIOTCS TPeOOBaHUS K O00bEMY Taphl, a Takke TpeOOBaHUS K O00ObEMY Taphl, YIaKOBKE U
KOMIUIEKTHOCTH JIEKAPCTBEHHBIX MPENapaToB A MEIUIMHCKOI0 NPUMEHEHHUs, TpeOoBaHus K 00beMy
Tapbl ~ JIEKapCTBEHHBIX  IpenaparoB Uil  BETEPUHAPHOIO  INPUMEHEHMsI  OINPEAEISAIOTCS
COOTBETCTBYIOIUMH YIOJHOMOYCHHBIMH (peepalibHBIMU OpraHaMy HWCIOJHUTENIBHOW BIACTH B
nopszike, ycranoBiaeHHoOM IIpaButensctBom Poccuiickoit @enepannn.

(uactp 4.1 B pea. @enepanbHoro 3akoHa ot 14.12.2015 N 374-03)

4.2. OpraHu3zanyy, OCYIIECTBIISIONME MPOU3BOACTBO (apMaleBTUUECKOW CYOCTaHLMHU CIHPTA
STUJIOBOTO (3TaHOMIA) Ui MPOU3BOJCTBA CIMPTOCOAEPKAIIUX JIEKAPCTBEHHBIX IPENapaToB, 00s3aHbI
OCYIIECTBIISITh YUeT B MOPAJKE, YCTAHOBICHHOM CTaThiMu 8 U 14 ®denepanbHOro 3aKoHa OT 22 HOSOPS
1995 roma N 171-®3 "O rocyaapCTBEHHOM pEryJIUPOBAHUU TPOU3BOJCTBA M 000OpPOTAa ITHUIOBOTO
CIUPTa, AJIKOTOJIBHONW M CHUPTOCOAEpk alled NPOAYKIMH U 00 OrpaHMYEHUU NOTpeOaeHus (pacuTus)
ankoronpHOW mpoxaykiuu". [Ipow3BojacTBO (dapmaieBTUUECKOW CyOCTaHIIMM CIHUpPTAa STHUIIOBOTO
(3TaHONA) MOIMYCKaeTCsl TOJBKO OpraHM3aluel, OCYIIECTBISIIOMEH MPOU3BOACTBO PEKTU(PHUKOBAHHOTO
STUJIOBOTO CIIUPTA U3 MUIIEBOTO ChIpbsS HA OCHOBAaHWM JIMLEH3UU HA MPOU3BOJCTBO 3TUJIOBOTO CIHMPTA
JUI TIPOM3BOJICTBA (hapMalleBTUYECKON CYOCTaHIIMHM CIHMPTa ITHIOBOTO (3TaHOIA) B COOTBETCTBUU C
tpeboBanusmu dDenepanbHoro 3akona ot 22 HostOpst 1995 roma N 171-®3 "O rocymapcTBEeHHOM
peryMpoBaHUM MPOU3BOACTBA U 000pPOTa ATHIOBOTO CIHPTA, ANKOTOJIBHOW W CHUPTOCOAEpIKaIleH
MPOAYKIMM W 00 OrpaHMYeHUM MOTpedsieHus (pacluThs) aJKOTOJBHOM MPOIyKIUHU'"', METOAOM
pa3BeieHUs BOJOM OYMIIEHHOM TaKoro 3TUJIOBOTO CHUPTA, IPOU3BEAECHHOIO JAHHOW OpraHu3aluen mno
MECTY OCYIIECTBICHHS IPOU3BOJICTBA (papMaleBTHUECKOI cyOCTaHIIMU CIIUPTA ATUIIOBOTO (3TAHOJIA).
(uactpb 4.2 BBeneHa denepanbubiM 3akoHOM OT 03.07.2016 N 261-D3; B pen. enepaibHOro 3aK0Ha OT
27.12.2019 N 481-03)

4.3. nauBuayanbHble MPEINPUHIMATEIN U IOPUANYECKHE JIAIA, OCYIICCTBISIONNE 3aKyNKy U
WCIIONTh30BaHNEe (hapMaIeBTUUECKONW CyOCTaHIIMK CIIUPTA THJIOBOTO (9TaHOJA), a TAaK)Ke MPOU3BOJICTBO,
M3TOTOBJICHHME W (WJIKM) O00O0pOT (32 HCKIIOYCHHEM PO3HUYHOM TIPOJAXKH) CIHUPTOCOIASPIKAIINX
JIEKapCTBEHHBIX TIPerapaTroB, O00s3aHbl OCYIIECTBISTh HMX Y4YeT M JCKIapUpOBAaHUE B TMOPSIKE,
YCTQHOBJICHHOM cTaThiMu 8 u 14 ®PenepanmbHoro 3akoHa oT 22 HosOps 1995 roma N 171-@3 "O
TOCYJapCTBEHHOM DETYJIMPOBAHUU MPOM3BOJCTBA M 00OpPOTa ATUIOBOTO CIHMPTA, AJIKOTOJIBHOH U
CIUPTOCOJEpXKAMEH MPOAYKIMH W 00 OrpaHWYCHUH TMOTpeOieHus (paciuTHsl) aAIKOTOJBHOM
MPOYyKIIMH'".

(dactp 4.3 BBeaeHa denepanbHbIM 3akoHOM 0T 29.07.2017 N 278-D3)

4.4. Tlpu mnpou3BOACTBE JIEKAPCTBEHHBIX IMpEMapaToB Ui BETEPUHAPHOTO MPHUMEHEHUs
JIOMYCKAeTCsl HWCIONIB30BaHUE MPOU3BENCHHBIX JUIS peanu3aluu  ¢GapMaleBTUYECKUX CYOCTaHIIHMH,
BKJIFOUEHHBIX B TOCYJAPCTBEHHBIN PEECTp JICKAPCTBEHHBIX CPEICTB YIIOJHOMOYEHHBIM (efepaabHbIM
OpraHOM  HCIOJHUTENIbHON BJAacTH, OCYLIECTBIIAIOIIMM BEJIEHUE TOCYJapCTBEHHOIO peecTpa
JIEKapCTBEHHBIX CPEJICTB JJIST MEAUITMHCKOTO TPUMEHEHUS.

(dactpb 4.4 BBegeHa denepanbHbiM 3akoHOM 0T 02.08.2019 N 297-D3)

5. 3ampemaercss IpOU3BOACTBO:

1) JICKAPCTBCHHBIX CPCACTB, CBCACHHUA O KOTOPBIX HEC COACPKATCA B TOCYHAPCTBCHHOM PECCTPC
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JICKQpPCTBEHHBIX CPEICTB JUII MEJIUIIMHCKOTO TPUMEHEHHUs, W (WIK) TOCYIapCTBEHHOM peecTpe
JNEKapCTBEHHBIX  CPEACTB ISl  BETEPUHAPHOTO TMpUMEHEHHs, W (WIM) EIUMHOM  peecTpe
3apEruCTPUPOBAHHBIX JICKAPCTBEHHBIX CPEICTB EBpasuiickoro SKOHOMHYECKOTO COr03a, U (WJIH) SANHOM
peecTpe  3aperuCTPUPOBAHHBIX  BETEPUHAPHBIX  JICKAPCTBEHHBIX  NIperapatoB  EBpasmiicKoro
SKOHOMHYECKOTO COI03a, 32 MCKIIFOUCHHUEM JICKAPCTBCHHBIX CPEJICTB, MPOU3BOAMMBIX JIUIS MPOBEICHUS
KIIMHUYECKUX UCCIICIOBAHMM I JUIS IKCIIOPTA;

(m. 1 B pen. @enepanbHoro 3akoHa ot 24.07.2023 N 341-03)

2) danbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB;
3) nexapcTBEHHBIX CPEACTB O€3 JIMIICH3UH Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPE/ICTB;

4) JNeKapCTBEHHBIX CPEJCTB C HApPYIICHHUEM MpaBUJ OpPraHU3AIMH TPOU3BOJACTBA U KOHTPOJIA
Ka4yeCTBa JICKAPCTBEHHBIX CPEJICTB;

5) yrpatun cuny. - ®enepanbHbiii 3akoH ot 27.12.2019 N 481-03;

6) cnupTocoAepKalIMX JIEKAPCTBEHHBIX IMPENapaToB MO MECTY OCYIIECTBIEHHS IMPOU3BOACTBA
(dapMareBTHUECKONH CyOCTaHIIMM CHOUpPTA ITHIOBOTO (3TaHOoNa) U (WIM) MO MECTy OCYLIECTBICHHS
IIPOU3BO/ICTBA 3TUIIOBOIO CIIUPTA;

(. 6 BBeneH ®enepanbHbIM 3ak0HOM 0T 27.12.2019 N 481-D3)

KoncynprantlIntoc: nmpumeyanue.

®enepanbHbIM 3ak0HOM OT 22.12.2020 N 436-D3 ct. 14.1 @3 ot 22.11.1995 N 171-D3 uznoxeHa B
HOBOM pemakuuu, HopMma M. 1.1 c1. 14.1 crapoii penakuuu @3 cOOTBETCTBYET HOpMe . 2 cT. 14.1
HOBOM pEJaKLIMH.

7) dapmareBTHYECKONH CyOCTaHIIMU CIIMPTa STUIIOBOTO (dTaHOJA) U (MJIM) CIIMPTOCOIEPIKAIINX
JIEKapCTBEHHBIX MpENaparoB Ha OCHOBHOM TEXHOJOTHYECKOM OOOPYIOBaHUU [UIsl TPOU3BOJCTBA
STUJIOBOTO CHUPTa, YKa3aHHOM B IyHKTe 1.1 crateu 14.1 ®dexnepanbHoro 3akoHa ot 22 Hos0ps 1995
roga N 171-®@3 "O rocyaapCTBEHHOM pPETyJIMPOBAHUU MPOU3BOJCTBA M 00OPOTA ITUIIOBOTO CIUPTA,
QIKOTOJILHOM ¥ CHUPTOCOJAEpKAIIEH MPOAYKIMH W 00 OTrpaHWYCHUH TMOTPeOJIeHUs (PacTUTHs)
AJIKOTOJIBHOM MpOyKIuu'.

(n. 7 BBenen denepanbHbIM 3aK0HOM OT 27.12.2019 N 481-D3)

6. Ilpu BBOAE JNEKApPCTBEHHBIX CPEIACTB B TPAXKIAHCKHI OOOPOT YIOJIHOMOYEHHOE JIUIIO
MIPOU3BOTUTENIS IEKAPCTBEHHBIX CPEACTB OCYIIECTRBISIET MOATBEPKACHUE COOTBETCTBUS JIEKAPCTBEHHBIX
CpEICTB TPeOOBAaHUSM, YCTAHOBICHHBIM MPU UX TOCYJAAPCTBEHHOW PETHCTpAIUHU, U TapaHTUPYET, YTO
JIEKapCTBCHHBIE CPEACTBA IMPOU3BEACHBI B COOTBETCTBUM C TPEOOBAaHUSAMHU IMPABHI HAJICKAIICH
MIPOU3BOJICTBEHHOM MTPAKTUKH.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

7. YTIOIHOMOYEHHBIM JUIIOM MPOU3BOAMUTENS JIEKAPCTBEHHBIX CPEACTB SIBISIETCS €ro PabOTHUK,
aTTECTOBAHHBIN B YCTAHOBJICHHOM YIOJTHOMOYEHHBIM (eZiepaibHbBIM OpPTraHOM HCIIOJTHUTEIHHON BIIACTH
MOPSIKE U UMEIOMIUH CTaXk paOOThI HE MEHEE YeM TISTh JIET B 00JIACTH TIPOU3BOJICTBA U (MITH) KOHTPOJIS
KayecTBa JIEKApCTBEHHBIX CPEJACTB, BbICIIEE O0Opa30BaHUWE COOTBETCTBEHHO 10 OJHON U3
CrienuagbHOCTe M (WIM) OJHOMY U3 HaIlpaBJICHUN TOJATOTOBKH: OWOJOTHsA, OMOTEXHOJIOTHS,
BETEpPUHApHUS, BETEPUHAPHO-CAHUTApHAS JKCIEpPTH3a, KIMHUYECKas MEIWLMHA, pPaJualioOHHAas,
XUMHUYecCKass W Owuojormueckas 3amura, Qapmanus, ¢GyHIaMEHTalbHAs MEAWIMHA, XUMHUYECKas
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

TEXHOJIOTHUSI, XUMHUSL.
(B pen. ®enepanbubix 3akoHOB 0T 22.10.2014 N 313-P3,; ot 02.08.2019 N 297-D3)

8. IIpou3BoauTeNN JEKAPCTBEHHBIX CPEACTB (32 MCKIIOYCHHEM (hapManeBTHUECKON CyOCTaHINH
CIHUPTa 3TUIIOBOIO (3TAHOJIA) MOTYT OCYILIECTBIISITh MPOJAXKY JIEKAPCTBEHHBIX CPEJICTB WIN epeaBaTh
HX B YCTAaHOBJICHHOM 3aKOHOAATEILCTBOM Poccuiickoit denepanun nopske:

(B pen. deaepanbHoro 3akoHa ot 29.07.2017 N 278-D3)

1) APYTr'UM MPOU3BOAUTCIIAM JICKAPCTBCHHBIX CPEACTB JI IPOU3BOJACTBA JICKAPCTBCHHLBIX CPEIACTB,
2) OopraHu3alusaIm OIITOBOM TOPrOBJIN JICKAPCTBCHHBIMU CPCACTBAMU;

3) AIlITCYHBIM OpraHu3alusaM, BCTCPUHAPHBIM alTCUHBIM OpraHu3alviM, HWHIAWBUAYAJIbHBIM
npeaAnpruHUMaTCIsIM, UMCIOIIUM JIMIICH3UIO Ha Q)apMaHeBTI/I‘-IGCKYIO JACATCIIBHOCTh HJIM JIMIICH3UIO Ha
MCIUIHNHCKYIO ACATCIIbHOCTD,

4) Hay4HBIM OpPraHU3alUsIM I HAyYHO-HCCIIeI0BATEIILCKON PabOTHI;
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) MCIUIUHCKUM OpraHu3aluiaM U BETCPUHAPHBIM OPraHU3alUsAM;

6) opraHuzanusM W WHAWBUIAYAIbHBIM TNPEANPHHUMATENSM, OCYIIECTBISIONIMM pa3BecHNUE,
BBIpAIlMBaHUE W COJCp)KAHWE JKMBOTHBIX (32 HCKIIOUEHHEM NPOAaXH UM (PapMareBTUIECKUX
cyOCTaHIMI UM UX TIepeaun);

(. 6 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-D3)

7) WCTBITAaTENbHBIM JTa0OpaTOpPUsAM (LIEHTPaM), MPOBOISIINM HCHBITAHUS B OONACTH KOHTPOJIS
KauecTBa JIEKAPCTBEHHBIX CPEJACTB, AKKPEAWTOBAHHBIM B COOTBETCTBHUM C 3aKOHOJATENbCTBOM
Poccuiickoit @enepaiiuu 00 akKpeIUTALMK B HAIIMOHAILHOM CUCTEME aKKPEIUTALIUH.

(n. 7 BBeneH ®@enepanbHbIM 3akoHOM OT 04.08.2023 N 428-D3)

9. IlpomwsBomutenu (QapManeBTUIECKON CyOCTaHIIMKA CIUPTa JTHWIOBOTO (3TaHOJA) OO0sS3aHBI
OCYIIECTBIISITh pealin3aluio (Mepeaayy B yCTAaHOBJICHHOM 3aKOHOAATeNbCTBOM Poccuiickoit denepanuun
nopsnake) (apmarneBTHUYECKOW CyOCTaHIIMM  CIOHUPTa JTUIOBOTO  (9TAaHONA) MPOU3BOIUTEINSM
JNEKapCTBEHHBIX  CPEACTB  JUIS  TPOM3BOJACTBA  JIGKAPCTBEHHBIX  CPENCTB,  MPOU3BOIUTEISM
(M3rOTOBUTEISAM) METUITMHCKUX U3JICIIHIA ISl IIPOU3BOICTBA U M3TOTOBIICHUS MEIUITMHCKUX U3IEIHNA B
eMKOCTsIX o0bemMoM He Oosiee 1 nutpa u (unu) He meree 1000 nuTpoB, a opraHu3anusM, YKa3aHHbIM B
MyHKTax 3 - 5 1 7 9acT 8§ HACTOSIIECH CTaThH, B Tape 00beMoM He Oonee 1 muTpa.

(gactp 9 BBenmeHna deaepanbHbIM 3akoHOM OT 29.07.2017 N 278-D3; B pen. denepalibHbIX 3aKOHOB OT
27.12.2019 N 481-®3, ot 22.12.2020 N 444-03, ot 04.08.2023 N 428-D3)

10. Peanuzanusa (mepenaya B YCTAaHOBJIEHHOM 3akoHonAarenbcTBOM Poccuiickoit denepanuun
nopsiake) QgapManeBTUYECKOW CYOCTaHIIMM CHUpPTa 3TUJIOBOTO (9TAaHOJA) OpraHU3aIUsM ONTOBOU
TOPIOBJIM JIEKAPCTBEHHBIMHU CPEJICTBAMHU HE JIOMTYCKAETCA.

(uactp 10 BBegena deaepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

11. IlepeBo3ku (hapmMareBTHUECKON CyOCTaHIIMM CIIUPTA STUIOBOIO (ITAHOJIA) OCYILECTBIISAIOTCS C
cobOroieHreM TpeOOBaHMM, yCTAaHOBJIEHHBIX a03alleM ueTBepThiM NyHKTa 3 crathu 9 depepanbHOro
3akoHa OT 22 HosOps 1995 roma N 171-®3 "O rocynapCTBEHHOM peryJMpOBaHUM NPOU3BOJACTBA U
00opoTa STHJIOBOTO CIHPTA, AJIKOTOJBHOM M CIHUPTOCOAEpIKALICH NPOAYKIMH U 00 OrpaHHYCHUH

www.consultant.ru CrpaHuua 109 n3 158
HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470140&amp;date=06.09.2024&amp;dst=100031&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470140&amp;date=06.09.2024&amp;dst=100031&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=06.09.2024&amp;dst=100071&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=06.09.2024&amp;dst=100071&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=371763&amp;date=06.09.2024&amp;dst=100348&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=371763&amp;date=06.09.2024&amp;dst=100348&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100376&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=468341&amp;date=06.09.2024&amp;dst=100376&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=06.09.2024&amp;dst=100072&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=330696&amp;date=06.09.2024&amp;dst=100072&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453890&amp;date=06.09.2024&amp;dst=100016&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453890&amp;date=06.09.2024&amp;dst=100016&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=371763&amp;date=06.09.2024&amp;dst=100349&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=371763&amp;date=06.09.2024&amp;dst=100349&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=341796&amp;date=06.09.2024&amp;dst=100098&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=341796&amp;date=06.09.2024&amp;dst=100098&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470145&amp;date=06.09.2024&amp;dst=100011&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470145&amp;date=06.09.2024&amp;dst=100011&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453890&amp;date=06.09.2024&amp;dst=100018&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=453890&amp;date=06.09.2024&amp;dst=100018&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=341796&amp;date=06.09.2024&amp;dst=100099&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=341796&amp;date=06.09.2024&amp;dst=100099&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470029&amp;date=06.09.2024&amp;dst=713&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470029&amp;date=06.09.2024&amp;dst=713&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

noTpebneHus (pacuTHsl) aJKOTOJIBHOM MpoayKuuu'.
(uactp 11 BBenena @enepanbHbIM 3ak0HOM OT 27.12.2019 N 481-D3)

CraTtbsa 46. MapkupoBKa nekapcTBeHHbIX CPeaAcTB

1. JlekapcTBeHHBIE Ipenaparsl, MPOIIEANINE FOCYAAPCTBEHHYIO PErUCTPAlUI0 B COOTBETCTBHU C
TpeboBaHusIMH Hactosmiero deeparbHOTO 3aKOHA, 32 HMCKIIOYEHHEM JIEKapCTBEHHBIX IPENaparos,
W3TOTOBJICHHBIX  aNTeYHbIMH  OpTraHU3alMsIMM, BETCpPUHAPHBIMU  aNTEYHBIMH  OpraHU3alUsiIMH,
HWHAUBUYaJIbHBIMU npeanpuHuMaTCIIsiMu, UMCIOIIIUMHU JIMTICH3HUIO Ha q)apMaHeBTI/ILIeCKYIO
JEATeNbHOCTD, IOJDKHBI TIOCTYNATh B 00pallieHue, eCIu:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) Ha WX TEPBUYHOW YIAaKOBKE (32 HWCKIIOUEHHEM IIEPBHYHON YIAKOBKU JIEKAPCTBEHHBIX
PaACTUTENILHBIX MPENapaToB) XOPOIIO YATACMBIM HIPUPTOM Ha PYCCKOM SI3bIKE YKa3aHbl HAMMEHOBAHUE
JEKapCTBEHHOTO TMpemnapara (MeXAyHapOJAHOE HEMaTeHTOBAHHOE, WM TPYIIUPOBOYHOE, WIH
XUMHYECKOE, UJIM TOPrOBOE HAUMEHOBAHKE), HOMEP CEpUH, JaTa BBITYCKa (711 UMMYHOOMOJIOTHIECKIX
JIEKapCTBCHHBIX IMPENapaToB), CPOK TOJHOCTH, JO3MPOBKA WM KOHIIEHTpANHs, 00beM, aKTUBHOCTH B
SIMHUIIAX TCHCTBUS WIH KOJIHMYECTBO JI03;

(B pen. ®eaepanbubix 3akoHOB oT 11.10.2010 N 271-P3, o1 22.12.2014 N 429-D3)

2) Ha UX BTOPUYHOH (MOTPEeOUTENHCKON) YMAaKOBKE XOPOIIO YHTAEMBIM IIPU(PTOM Ha PYCCKOM
SI3bIKE YKa3aHbl HAUMEHOBAHHUE JIEKAPCTBEHHOTO Mpernapara (MeXIyHapOIHOE HEMaTEHTOBAHHOE, WIIH
IPYIIIUPOBOYHOE, WM XUMHUYECKOE M TOProBO€ HAMMEHOBAaHMsSI), HAMMEHOBAHHME IPOU3BOIUTEINS
JIEKapCTBEHHOTO TperapaTa, HOMEP CEpUH, JaTa BhIMTyCKa (JI1 IMMYHOOHOJIOTHYECKUX JIEKAPCTBEHHBIX
MpenapaToB), HOMEpP PETUCTPAIMOHHOTO YAOCTOBEPEHHUS, CPOK TOIHOCTH, CIOCOO TIPUMEHEHUS,
JIO3UPOBKA WJIM KOHIIEHTpAIUs, 00beM, aKTUBHOCTh B €IMHHUIIAX JIEUCTBHS JUOO KOJHMYECTBO JI03 B
yIaKoBKe, JieKapCcTBeHHas ¢GopMa, YCIOBHsS OTIYCKa, YCJIOBUS XpaHEHUs, NpeaynpeauTeIbHbIe
HaJINCH.

(B pen. @enepanbubix 3akoHOB 0T 11.10.2010 N 271-D3, ot 22.12.2014 N 429-D3)

2. @apmarneBTHYECKHE CYOCTaHIIMH JOJDKHBI MOCTYNATh B OOpalleHHe, €CId Ha WX MEePBHYHOU
YIOAaKOBKE  XOpOLIO YWUTaeMbIM MpU(PTOM HA PYCCKOM  SI3bIKE YyKa3aHbl HaWMEHOBaHHE
(bapManeBTUUECKOH CyOCTaHIIMM (MEXIyHapOJHOE HENaTeHTOBAHHOE, WJIM TIPYNIUPOBOYHOE, WU
XMMHUYECKOE€ U TOProBOE€ HAaMMEHOBaHMs), HAUMEHOBaHME IPOU3BOAMTENS (papMalleBTUYECKOMH
cyOCTaHIIMM, HOMEpP CEepHM M JaTa HU3rOTOBJICHUS, KOJMYECTBO B YHAKOBKE M €IMHUIBI M3MEPEHHS
KOJIMYECTBA, CPOK TOAHOCTH U YCIIOBUS XPAaHEHUS.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. JlekapcTBeHHBIE CpEICTBA B KayeCTBE CHIBOPOTOK JOJDKHBI IOCTYINaTh B OOpalieHue cC
yKa3aHHEM KMBOTHOT'0, U3 KPOBH, IIa3Mbl KDOBH, OPTaHOB U TKaHEH KOTOPOTO OHH I1OJTyUYECHBI.

4. Ha BTOpuuHYyIO (TOTPEOUTENIbCKYIO) YHAKOBKY JIEKAPCTBEHHBIX CPENCTB, IMOJYyYEHHBIX U3
KpOBH, IUIa3Mbl KPOBH, OPraHOB M TKaHEW 4YEJIOBEKA, JOJDKHA HAHOCHUTHCA HAANMCH: "AHTHTENA K
BUY-1, BUY-2, k Bupycy renatuta C 1 IOBEpXHOCTHBIN aHTUI'EH BUpyca renatura B orcyrcTByroT".

5. Ha nmnepBuuHyr0  ymakoBKy U BTOPUYHYIO  (HOTPEOUTEIBCKYIO)  YHAKOBKY
paanodapMaleBTHUECKUX JIEKAPCTBEHHBIX CPEICTB JODKEH HAHOCUTHCA 3HAK paJualliOHHOM
OIIACHOCTH.

6. Ha BropuuHyto (MOTpeOUTENBCKYI0) YIIAKOBKY TOMEONATUYECKUX JIEKAPCTBEHHBIX MPENapaToB
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

OJKHA HAHOCUTHCI HaamucCh: "'["'oMeonaTtuueckuii".

7. Ha BTOpHYHYIO (IOTPEOUTEIBCKYIO0) YIAKOBKY JIEKAPCTBEHHBIX PACTHTEIBHBIX IPENapaToB
JOJKHA HAHOCUTHCA Haamnuch: "[Ipoaykuust npoiuia paarualioOHHbIA KOHTPOJIB" .

8. Ha mepBuuHYyIO yMakoBKy (€CIM ISl 3TOTO CYIIECTBYET TEXHHYECKas BO3MOXKHOCTb) M
BTOPUYHYIO (MMOTPEOUTENHCKYI0) YIIAKOBKY JICKAPCTBEHHBIX IMIPENaparoB, MpeaHa3HAYEHHBIX IS
KIMHUYECKUX UCCIICAOBAaHUM, O KHA HAHOCUTHCS HAAMKCh: "I KIMHUYSCKUX UCCICA0BaHUN".

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

9. YmnakoBka JEKapCTBEHHBIX CpPEIACTB, IPEIHA3HAUEHHBIX HCKIIOUUTENIBHO [UIsl DKCIOPTa,
MapKUpPYeTCsl B COOTBETCTBUM € TPEOOBaHUSIMU CTPaHbI-UMIIOPTEPA.

10. Ha TpaHcnopTHyr0 Tapy, KOTOpas He NpeAHa3HadeHa s MOTpeOuTeneil U B KOTOPYIO
MOMEIIIEHO JIEKapCTBEHHOE CPEACTBO, JIOJKHA HAHOCUTHCS HHGOpMalusg O HAaUMEHOBAHWM, CEpUU
JICKapCTBEHHOI'O CPEJACTBA, JaTe BBITYCKA, KOJWYECTBE BTOPUYHBIX (IIOTPEOUTENIBCKUX) YIAKOBOK
JIEKapCTBEHHOT'O CPEJCTBA, MPOU3BOJUTENE JIEKAPCTBEHHOTO CPEACTBA C YKAa3aHWEM HAaUMEHOBAHHS U
MECTOHAXOKACHUS MPOU3BOAUTENS JICKAPCTBEHHOTO CpeACTBa (aJpec, B TOM 4YMCIE CTpaHa U (WIIN)
MECTO IPOM3BOJICTBA JIEKAPCTBEHHOI'O CPEJCTBA), @ TAKIKE O CPOKE NOJHOCTH JIEKAPCTBEHHOT'O CPEJICTBA
u 00 YCIOBUSX €ro XpaHeHHS M TEPEeBO3KH, HEOOXOAMMBIC TpeAyNpeAUTENbHbIE HAAIUCH U
MaHUIYJISTOPHBIE 3HAKH.

11. Ha mnepBHuYHYyI0 yNakOoBKY M BTOPHUYHYIO (IIOTPEOMTENbCKYIO) YHAKOBKY JIEKAPCTBEHHBIX
CpeACTB Ul BETEPUHAPHOTO IPUMEHEHHs JO0JDKHAa HAHOCUTbCA Haamuch: "[ljis BeTepuHApHOTO
IIpUMEHEHUA".

12. Ha BropuuHyro (HOTPEOUTEIBCKYIO) YIAKOBKY JIEKAPCTBEHHOIO IIpernapara HaHOCUTCS
IITPUXOBOM KOJI.

. nasa 9. BBO3 JIEKAPCTBEHHbIX CPEACTB
B POCCUAUCKYIO ®EAEPALIUIO U BbIBO3 JIEKAPCTBEHHbIX CPEACTB
N3 POCCUNCKOU ®EOEPALIUA
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

CraTtbsa 47. Nopsapok BBO3a fiekapCTBEeHHbIX cpeacTB B Poccuinckyro Pepgepaumio un
BbIBO3a JIeKapCTBEHHbIX cpeacTB u3 Poccunckon ®egepauumn
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1. BBo3 nekapcTBeHHBIX cpenctB B Poccuiickyro ®enepaiuio OCyIIECTBISIETCS B HOPSIKE,
ycraHoBieHHOM [IpaBurensctBoM  Poccuiickoit  ®denepanvii, B  COOTBETCTBUM C  aKTaMH,
coctapsironuMu 1ipaBo Coro3a, U (WIK) 3aKOHOJATeIsCTBOM Poccuiickort denepayii 0 TaMOKXEHHOM
peryJMpoBaHuU.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

Koncynprantllntoc: npumeuanue.

Jo 31.12.2024 poccuiickuM NPOU3BOAUTEISAM Pa3pelIeHO B YBEJIOMUTEIBHOM IOPSAKE BBO3UTH HE
BHECEHHBIE B peecTp (QapMaleBTUYECKUE CYOCTaHIMM JUIsi BETEPUHAPHOTO TNPUMEHEHMS JJs
MIPOU3BOICTBA 3aPETUCTPUPOBAHHBIX JiekapcTBeHHBIX cpeacTB ([locranoBnenue [lpaBurenscrea PO
ot 12.03.2022 N 353).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2. BBosumbie B Poccuiickyro denepanuio JieKapcTBEHHBbIE CPENCTBA IOJDKHBI COJEPIKATHCS B
rOCYJJapCTBEHHOM pEeCTpe JIEKapCTBEHHBIX CPEACTB, WM €AMHOM PEECTpe 3aperucCTPUPOBAHHBIX
JIEKapCTBEHHbIX  CpeACTB  EBpa3uiickoro 3KOHOMHMYECKOI'O  COH3a, WM  €IWHOM  pPEecTpe
3apEeTUCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX TMpenaparoB EBpa3uiickoro 3KOHOMHUYECKOTO
coro3a.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-@3, ot 27.12.2019 N 462-®3, ot 30.01.2024 N
1-D3)

3. Homyckaetcsi BBO3 B Poccuiickyio ®denepainio KOHKPETHOW MapTHH 3apErMCTPUPOBAHHBIX U
(W) HE3aperMCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEJACTB, NPEIHA3HAYCHHBIX JUIS  Pa3pabOTKu
JIEKApCTBEHHBIX CPEJICTB, MPOBEACHHS HAYYHBIX W WHBIX HCCJIEAOBAHHM, MPOBEACHUS KIMHUYECKHUX
WCCTIEOBAaHUH JICKAPCTBEHHBIX IPENapaToB, MPOBEIACHUS IKCIIEPTU3BI JICKAPCTBEHHBIX CPEICTB IS
OCYIIECTBIICHUSI TOCYJapCTBEHHONW PETHCTpAallMd WM PETUCTPALUU JIEKaPCTBEHHBIX MpPErnapaTroB WU
JUIS OKa3aHWS METUIIMHCKOM TOMOIIM TO >KU3HEHHBIM MOKA3aHUSM KOHKPETHOrO TMalMeHTa Ha
OCHOBaHUU pa3pelIeHHs], BBIJAHHOTO YIOJHOMOYEHHBIM (efepaibHbIM OpPraHOM HCIOIHUTEIBHON
BJIACTH 10 3asBJICHUSIM JIMII, YKa3aHHBIX B cTaThe 48 Hactosilero denepanbHoro 3akona. PaccMorpenue
TaKoro 3asBJICHUA W TPUHITHE pEHICHUS O BbIFaue pa3pelieHus Ha BBO3 KOHKPETHOM MapTUU
3apETUCTPUPOBAHHBIX M (WMJIM) HE3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB, MpEIHA3HAYCHHBIX
JUIs pa3pabOTKU JIEKapCTBEHHBIX CPEJCTB, MPOBEACHUS HAYUYHBIX M MHBIX UCCIIEOBAHMI, MPOBEICHUS
KIIMHUYECKUX MCCIEIOBaHUN JIEKapCTBEHHBIX MPENapaTroB, MPOBEIEHUsI SKCIEPTH3bI JEKapCTBEHHBIX
CPEeICTB MJisi OCYIIECTBICHUS TOCYJIapCTBEHHOM PETrUCTpallMd WM PETUCTPAlMU JIEKapCTBEHHBIX
MpenapaToB WIM JJis OKa3aHUs MEIUIMHCKON TMOMOIIM IO XU3HEHHBIM IOKAa3aHUSM KOHKPETHOTO
ManuenTa Jubo 00 0TKa3e B BbIAaU€ YKa3aHHOTO pa3pelieHus] TPOU3BOASATCS B CPOK, HE MPEBBIIIAOIITII
natu padounx nHei. [1naTa 3a Bejady yKa3aHHOTO pa3pelieHus He B3UMAETCHI.

(B pen. deaepanbubix 3akoHOB oT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

3.1. Yrparun cuny c¢ | auBaps 2024 roga. - @enepanpHelii 3akoH ot 27.12.2019 N 475-03.

3.2. o 31 nexabps 2024 rona nomyckaroTcs BBO3 Ha Teppuropuio Poccuiickoit deneparyu u
obpamenue B Poccuiickoit ®Denepanuu ¢ yu4eToM OCOOCHHOCTEH, yCTaHOBJICHHBIX [IpaBUTEIHLCTBOM
Poccuiickoit ®enepanun, 3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MPEMAPATOB [JII MEIUIIMHCKOTO
MIPUMEHEHHUS B yIaKOBKaX, MPeHA3HAUYCHHBIX JIJIs 0OpallleHnus B MHOCTPAHHBIX TOCYAapCTBax, B CIydae
nedeKTypbl JIEKapCTBEHHBIX IpPEnapaToB WM pPUCKAa €€ BO3HUKHOBEHMSI B CBSI3U C BBEJCHHEM B
otHoweHuu Poccuiickoit @enepanuy OrpaHUYUTEIBHBIX MEP 3KOHOMHUYECKOTO XapaKTepa Mpu yCIOBUHU
COOTBETCTBUSl BBO3UMBIX JICKAPCTBEHHBIX MPEMapaToB TPEeOOBaHUSIM, YCTAHOBICHHBIM TIPU HX
perucTpanuu, 3a UCKII0YEeHHEM TPeOOBaHWN K MEPBUYHON YMAKOBKE, BTOPUYHOU (IMOTPEOUTETHCKOM)
YIIAKOBKE, a TakKe MpU HAIWYUU Ha BTOPUYHOU (TOTPEOUTENHCKOM) YHMAKOBKE JIEKApPCTBEHHBIX
MpenapaToB, HaXOAIIUXCS B OOpaIICHUH, CAaMOKJIESIIEHCS STUKETKU, COJAEpKameld HHPOPMAIHIO O
JIEKApCTBEHHOM IIperapaTe Ha pyCCKOM SI3bIKE.

(uactp 3.2 BBeneHa denepanbHbIM 3aK0HOM 0T 26.03.2022 N 64-D3; B pea. @enepalibHOTO 3aKOHA OT
19.12.2022 N 519-®3)

3.3. lonyckarotcst BBo3 B Poccuiickyro @enepanuio u obpamienue B Poccuiickoit @enepanun ¢
y4eToOM ocobeHHoCTEH, YCTaHOBJICHHBIX IIpaBuTEnBCTBOM Poccniickoit denepanny,
3aperuCTPUPOBAHHBIX ~ OPUTMHANBHBIX  Op(aHHBIX  JIEKAPCTBEHHBIX  MpemaparoB U (WiIH)
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX MPENApaTOB Il MEAMLIMHCKOTO INPHUMEHEHHS B TEYEHHUE
JBEHAJIaTH MECSALEB IOocie JaThl uX perucrpaund B Poccuiickoini ®enepauuu B YNAKOBKAX,
NpeJHa3sHAYeHHBIX JJIs OOpalleHuss B MHOCTPAHHBIX TOCYAAapCTBAaX, IMPH YCIOBHU COOTBETCTBUS
BBO3UMBIX  JICKAPCTBEHHBIX  MpENMaparoB  JUIsI ~ MEAMIMHCKOTO  IMPHUMEHEHHs  TpeOOBaHUSM,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

YCTQHOBJICHHBIM IIPH HX PETUCTpaAllM, 3a HCKIIOYEHHEM TpeOOBaHMM K MEepBUYHON YIIAKOBKE,
BTOPUYHOM (MOTPEOUTETHCKON) YITAKOBKE, U ITPH HAJTMYUHM HAa BTOPUYHON (OTPEOUTEIHCKON) YITaKOBKE
JICKApCTBEHHBIX TIpENapaToB JUIi MEIWIMHCKOrO IPHUMEHEHHs, HaxXOJIIIUXcs B OOpalleHHH,
CaMOKJICSIIIIEHCS  3TUKETKH, cojepXkamed WHQOpMamuio O JIGKApCTBEHHOM Iperapare  JUis
MEJIUIIMHCKOTO MTPUMEHEHHSI Ha PYCCKOM sI3bIKE. B OTHOINEHNN JaHHBIX JIGKAPCTBEHHBIX MPENapaToB HE
MPUMEHSIIOTCS TOJI0KEHUs YacTu 7 cratbM 9 m yacreit 1 m 2 crarbu 52.1 Hactosimero denepanibHOroO
3aKOHa.

(uactb 3.3 BBenneHa dexnepanbHbiM 3aKk0HOM OT 30.01.2024 N 1-D3)

4. B Poccuiickyto @enepalyio MOKHO BBO3UTh JIEKAPCTBEHHBIE CPENCTBA, Kaue€CTBO KOTOPBIX
MOJTBEPKACHO  CEPTH(PHUKATOM  MPOU3BOAUTENS  JIEKAPCTBEHHBIX  CPEACTB,  YAOCTOBEPSIOIINM
COOTBETCTBHE BBO3MMBIX JICKAPCTBEHHBIX CPEIICTB TPEOOBAHMSIM, YCTAHOBICHHBIM IIPU UX PETUCTPAIIH
WX IPOBEIEHUH MTPOLEYP, CBSI3aHHBIX C PETUCTPALIEH.

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)

5. 3ampemaerca BBo3 B Poccuiickyro ®enepanuio ¢GanbCuUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpeACTB, HENOOPOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEICTB, KOHTPA()AKTHBIX JIEKAPCTBEHHBIX CPE/CTB.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

6. danbcupUIMPOBAHHBIC JICKAPCTBCHHBIC CPEJICTBA, HEIOOPOKAYECTBEHHBIC JICKAPCTBCHHBIC
CpEJCTBA TOJUICKAT M3BITHIO M TOCICAYIOMEMY YHHUYTOXKECHHIO WJIM BBIBO3y H3 Poccuiickoit
denepanun, KOHTpadaKTHBIC JICKAPCTBEHHBIE CPEICTBA - M3BATUIO U MOCIEAYIONIEMY YHUYTOXEHHIO.
YHuuTOKEeHHE WK BhIBO3 U3 Poccuiickoit @eneparuu GanbcuGuinpoBaHHBIX JEKAPCTBEHHBIX CPENICTB,
HEJOOPOKAYECTBEHHBIX  JIGKAPCTBEHHBIX  CPEICTB, KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEICTB
OCYIIECTBIISIETCS 3a CYET JIMIA, OCYIIECTBHBIIETO WX BBO3. [IOPSJIOK YHHUYTOKEHUS M3BATHIX
(banbCHUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEACTB, HEIOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEJNICTB,
KOHTpa(aKTHBIX JIEKAPCTBECHHBIX CPEJICTB ycTaHaBIuBaercs [IpaBurenscTBoM Poccuiickoit deneparum.
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

7. Jluma, ocymectBiusomme BBo3 B Poccuiickyto @enepanmio  (hambCUPUITIPOBAHHBIX
JIEKapCTBCHHBIX ~ CPEJICTB, HEIOOPOKAYECTBEHHBIX JIGKAPCTBEHHBIX CPEACTB, KOHTpadaKTHBIX
JIEKapCTBCHHBIX CPEJICTB, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJIATEIILCTBOM Poccuiickoii
denepanuu.

(B pen. deaepanbubix 3akoHOB oT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

8. BbIBO3 J1ekapcTBEHHBIX cpencTB u3 Poccuiickoit @enepannu OCyIIeCTBISETCS B COOTBETCTBHH C
aKTamM, cocTaBistomuMu npaBo Coroza, W (WiIM) 3akoHojaTenbcTBOM Poccuiickoit deneparuu o
rOCYIapCTBEHHOM PETYJIMPOBAHUN BHEITHETOPTOBOM €SI TENBHOCTH.

(uactp 8 B pen. ®enepanpHoro 3akona ot 30.01.2024 N 1-D3)

9. BBoa B rpaxkaaHckuii o0OpOT JIEKapCTBEHHBIX IPENapaToB AJIi MEAULUHCKOIO MpPUMEHEHUS,
BBe3eHHBIX B Poccuiickyro ®@enepauuio, OCYyIIECTBIAETCS C  coONoJeHHeM TpeOOoBaHuUM,
YCTaHOBJICHHBIX cTaThell 52.1 HacTosmero deaepanbHOro 3aKOHa.

(uactp 9 BBenena denepanbHpiM 3aK0HOM 0T 28.11.2018 N 449-D3)

Koncynprantlntoc: npumedyanue.

Y. 10 cr. 47 He pacnpocTpaHAeTCs Ha CEPHUM JIEKAPCTB ISl BETEPUHAPHOTO TPUMEHEHNs], BBEJICHHBIC
B TpaxaaHckuii o6opotT mo 01.09.2023, koTopsie mOAIEKAT MPUMEHEHUIO IO MCTEYCHHUSI CPOKa MX
rogHocTt (O3 ot 02.07.2021 N 317-D3).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

10. BBoza B rpaxkJaHCKHii 000pOT JIEKAPCTBEHHBIX MPENapaToB JUIsl BETEPUHAPHOTO MPUMEHEHHUS,
BBE3CHHBIX (mepemenieHHbIX) B Poccuiickyro @enepaiuio, OCYLIECTBISETCS C COOIIOACHUEM
TpeOOBaHUil, yCTaHOBIEHHBIX CTaThell 52.2 HacTosmero denepaibHOTO 3aKOHA.

(gactp 10 BBenena ®@exnepanbubiM 3akoHoM OT 02.07.2021 N 317-03)

Cratba 48. Opuanyeckue nuua, KOTOpbIM pa3pelweH BBO3 JleKapCTBEHHbIX
cpeactB B Poccunckyro Penepauuio
(B pen. ®enepanbHoro 3akoHa ot 06.12.2011 N 409-03)

JlexapcTBenHsle cpenctBa B Poccuiickyro deneparuto MOryT BBO3UTH:
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

1 ) IIPOU3BOAUTCIIN JICKAPCTBCHHBIX CpPEACTB  IJId ueﬂeﬁ COOCTBEHHOTO IIpOU3BOJACTBA
JICKApCTBCHHBIX CPCIACTB;

2) WHOCTpaHHBIE pa3paOOTYMKH JIEKAPCTBEHHBIX CPEJICTB M WHOCTPAaHHBIC IPOU3BOAUTEIN
JICKApCTBEHHBIX CPEACTB WJIM JApPyrde OpUAMYECKHE JIMIA IO TOPYYEeHHIO pa3paboTyuka
JICKApCTBECHHOT'O CpCACTBA IJIA pa3pa6OTKI/I JICKApPCTBCHHLIX CPCACTB, MPOBCACHHA HAYYHBIX W HHBIX
WCCIICIOBAaHHM, POBEJICHNS KIMHUYCCKAX UCCIIEIOBAaHUN JIEKAPCTBEHHOTO Tperapara, OCyIIeCTBICHUS
TOCYJAapCTBEHHOM PETHCTPAlliM WJIM DPErHCTPalliy  JIEKApCTBEHHOTO Iperapara, BKIIOYEHHS
(bapmaneBTHYECKOIl CyOCTaHIIMM B TOCYJapCTBEHHBIH PEECTp JIEKaPCTBEHHBIX CPENCTB, KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEACTB MPU HAJIMYUU Pa3peIIeHus] YIOJTHOMOUYEHHOTO (e/lepaIbHOro opraHa
HCIIOJIHUTEJIBHOM BJIACTU HA BBO3 KOHKPETHOM ITAPTUU JIEKAPCTBEHHBIX CPELCTB;

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3) opraHu3aIiy ONTOBON TOPTOBJIM JIEKAPCTBEHHBIMU CPEACTBAMU;

4) HayuHble OpraHu3aliy, O0pa3oBaTEIbHBIE OpPraHM3allMM  BBICHIETO  00Opa30BaHUS,
MPOM3BOAUTENH JIEKAPCTBEHHBIX CPEICTB JUIS pa3paOOTKH, MCCIENOBAHUM, KOHTPOJS OE30MacHOCTH,
KayecTBa, (P(PEKTUBHOCTH JIEKAPCTBEHHBIX CPEACTB NPU HAIWYUK pa3pelieHUs YHOIHOMOYEHHOTO
(enepanbHOro Oprasa HCHOJIHUTENIBHOH BIacTH;

(B pen. ®enepanbHbix 3ak0HOB OT 02.07.2013 N_185-D3, oT 30.01.2024 N _1-D3)

5) MEIUIIMHCKUE OpraHU3allNH, UHBIE YKA3aHHBIC B MyHKTaX | - 4 HACTOSIIIIEH CTaTbU OPTaHU3AIUN
JUIS. OKa3aHUs MEIUIMHCKOW TMOMOIINM IO >KU3HEHHBIM IIOKa3aHUSIM KOHKPETHOTO MalueHTa IpHu
HAIMYUU Pa3pelIeHUs] YIMOJTHOMOUYEHHOTO (eepalbHOr0 OpraHa HCIOJIHUTEIHHOW BIACTH Ha BBO3
KOHKPETHOW TapTHUW JIEKAPCTBEHHOTO Mpernapara, BBIJAHHOTO B YCTAHOBICHHOM MoOpsiake B ¢dopMme
ANIEKTPOHHOTO JJOKYMEHTA, MOANMCAHHOTO YCUJICHHON KBaTU(UITUPOBAHHON JICKTPOHHOU MOIMHUCKIO;
(B pen. @enepanbHoro 3akona ot 12.03.2014 N 33-D3)

6) yrpatun cuny ¢ 1 saBaps 2024 rona. - ®enepanpHbiii 3akoH ot 27.12.2019 N 475-03.

7) IPOU3BOAUTEIIN METUIIMHCKUX M3CITHMA JIJIS TIEJIeH MPOU3BO/ICTBA METUIIMHCKUX U3ICITHA.
(. 7 BBenen PenepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

Cratba 49. [lokymeHTbl, NpeacTaBnsieMble B TaMOXeHHble opraHbl Poccunckom
dPenepaumm nNpm BBO3e NeKapcTBeHHbIX cpeacTB B Poccunckyro depgepauuto
(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

1. Ilpu BBO3e NeKapcCTBEHHBIX CpeACTB B Poccuiickyro ®Denepanuio B TaMOKEHHBIE OPIaHbI
Poccuiickoit @enepanun Hapsay ¢ JTOKyMEHTaMH, NPEICTABICHUE KOTOPBIX MPEAYCMOTPEHO aKTaMU,
coctapsitouMu 1ipaBo Corosa, U (WIK) 3aKOHOAaTeNbCTBOM Poccuiickoit denepaiii 0 TaMOXKEHHOM
peryIMpoBaHUM, MIPEICTABISIOTCS CIEAYIOINE JOKYMEHTHI B JJIEKTPOHHOM (opMe:

(B pen. ®enepanbHbix 3aKk0HOB OT 06.12.2011 N 409-D3, ot 30.01.2024 N_1-D3)

1) ceprudukaT MPOM3BOAMUTENS JEKAPCTBEHHOTO CPEICTBA JUIS BETEPUHAPHOTO MPUMEHEHHS,
YIOCTOBEPSIOMINHA  COOTBETCTBHE BBO3MMOIO JIEKAPCTBEHHOI'O CPEICTBA ISl  BETEPUHAPHOTO
NpUMEHEeHHUs TpeOoBaHUAM (apMaKoOMeWHoW cTaTbu JUOO B Cllyyae €€ OTCYTCTBHUS HOPMATHBHOTO
JOKYMEHTA;

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-03)

2) paspelieHre YMOJIHOMOYEHHOro (efepaJbHOrO OpraHa MHCIOJHHUTENbHOM BIacTH Ha BBO3
KOHKPETHOW MapTUU JICKapCTBEHHOI'O CPEICTBA B CIy4YasX, YCTAHOBJIEHHBIX 4acTbio 3 craTbu 47
Hacrosiero denepanbHOro 3aKoHa.

2. JlokyMeHTBI, yKa3aHHble B IyHKTax | W 2 4dactu | HacTosAled CTaTbH, MPEACTABIAIOTCS B
TaMOXeHHbIe opranbl Poccuiickoit deneparyy npu npuOBITHH JIGKAPCTBEHHBIX CPeACTB B Poccuiickyro
denepanuro.

(B pen. ®exnepanbHoro 3akona ot 06.12.2011 N 409-03)

Crtatba 50. BB0O3 nekapcTBeHHbIX npenapaTtoB B Poccuiickyro ®epepauuio ans
JIN4YHOIo ncnonb3oBaHuA n MUHbIX HEeKOMMep4YeCKUx ueneﬁ, a TakKxe AOnd
MCNONIb30BaHNA Ha TEPPUTOPUUN MEXAYHAPOOHOro MeAULIMHCKOro Knacrepa
(B pen. @enepanbbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 29.06.2015 N_160-D3)

1. JlekapcTBeHHBIC TIpenapaTtbl MOTYT OBITb BBe3eHbI B Poccuiickyto denepanmio 0e3 ydera
TpeOOBaHMl, TpeaycMOTpeHHbIX yacTsimMu | - 4 crarbu 47, crtatbsmu 48 u 49 HacTOAIIErO
®denepalIbHOTO 3aKOHA, €CIIM OHU NPEJHA3HAYEHBI JIJIS:

(B pen. @enepanbHoro 3akona ot 06.12.2011 N 409-03)

1) nuyHOrO MCMONIB30BaHUA (DU3MUECKUMHU JHMIIAMU, TpUOBIBIIMMU B Poccuiickyto ®exnepanuio.
I[Ipu »toM BBO3 B Poccuiickyro Dexaepaiuio JIEKAPCTBEHHBIX MPEMApaToOB, COJAEPIKAIIUX
CWIBHOACHUCTBYIOIME W (WIM) SIAOBHUTHIE BELIECTBA, BKIIIOUEHHBIE COOTBETCTBEHHO B CIIHCOK
CUJIBHOJICHCTBYIOIMX BELIECTB IS LIEJEN YTOJIOBHOTO 3aKOHOAATeNbCTBA Poccniickon Penepannu u B
CIIMCOK SIIOBUTBHIX BEWLIECTB JUIS LEJEH YTOJOBHOIO 3aKkoHozarenbcTBa Poccuiickont denepanuu,
yTBepkaeHHbIe [IpaBurenscTBoM Poccniickoit @enepannn, OCyIEeCTBIAECTCS IPU HAIMYUU JOKYMEHTOB
(3aBepeHHBIX KOIMUU JTOKYMEHTOB WJIM 3aBEPEHHBIX BBIITMCOK M3 HHX), MOATBEPKIAIOIINX Ha3HAUCHUE
(bU3UYECKOMY JIHMIy YKa3aHHBIX JICKAPCTBEHHBIX MIPEMapaToB (3a HCKIIOYCHHEM JIEKapCTBEHHBIX
IpernapaToB, 3aperucTpupoBaHHbiX B Poccuiickoit ®enepanuu 1Iud0 3apeTUCTPUPOBAHHBIX B
COOTBETCTBUM C aKTaMHM, cocTaBisitomuMu npaBo Corosza, U ormyckaembix B Poccuiickoit @eneparmn
0e3 pelienTa Ha IeKapCTBEHHBIN Tpemnapar). [loaTeepkaaroniyie TOKyMEeHTHI (UX 3aBEPCHHbBIE KOTIHH UITU
3aBEpPEHHBIC BBIMUCKUM M3 HHUX) JOJDKHBI COJEpXkaTh CBEACHUS O HAUMEHOBAaHUU W KOJIUYECTBE
Ha3HA4YeHHOT'O JIEKApCTBEHHOTO Tpemnapara. B ciywae, eciu MNOATBEpXKAAIONINE JOKYMEHTHI (KX
3aBEpPEHHBIC KOMHMH WM 3aBEPEHHBIC BBIITMCKH M3 HUX) COCTABJIEHbI HA MHOCTPAHHOM S3BIKE, K HUM
[pUJIaraeTcs HOTapuaJlbHO 3aBEPEHHBIN MIEPEBOJ] HA PYCCKUN A3BIK;
(B pen. ®enepanbHbix 3aKk0HOB OT 02.06.2016 N _163-D3, ot 30.01.2024 N 1-D3)

2) WUCHONB30BaHUS Ppa0OTHUKAMU JAWILNIOMATUYECKOTO KOpIyca WIM TMPEJCTaBUTEISIMU
MEKIYHAPOAHBIX OpraHu3aluii, aKKpeIUuTOBaHHbIX B Poccuiickoi Denepaunu;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3) neuyeHHs] MaccaXMpPOB M YJICHOB SKUIAXEW TPAHCIOPTHBIX CPEACTB, MOE3IHBIX Opurag u
BOJIUTEJIEH TPAHCIIOPTHBIX CPEACTB, MpUOBIBIINX B Poccuiickyio deneparuo;
(B pen. ®enepanbHoro 3akona ot 06.12.2011 N 409-03)

4) neyeHus: y4aCTHUKOB MEKIYHAPOIHBIX KYJIbTYPHBIX, CIOPTUBHBIX MEPOIPHUITHIA U YYaCTHUKOB
MEKyHAPOAHBIX IKCIIECIULINAN;

5) neuyeHMs KOHKPETHBIX JKMBOTHBIX B 300MapKax, 300cajaX, LUpPKaX, OKeaHapuyMax,
nenb(UHApUAX, JEUCHHUS UKUX J>KUBOTHBIX, MOCTOSHHO WJIM BPEMEHHO HACEJSIOIIUX TEPPUTOPHIO
Poccuiickoit deaepannu, HaXOIAINIMXCS B COCTOSIHUM €CTECTBEHHOM CBOOOJBI M NMPHHAICKAIINX K
BUJaM, 3aHeceHHBIM B Kpacnyro kuury Poccuiickoii @enepanuu u (Win) KpacHbe KHUTH CyOBEKTOB
Poccniickoit @enepanym, a TakkKe KUBOTHBIX, BBO3UMBIX B Poccuiickyro @enepanuio Ui y4yacTusl B
CIIOPTHUBHBIX U 3PEJIMIIHBIX MEPONPUATHSAX;

(B pen. deaepanbhbix 3akoHOB 0T 06.12.2011 N 409-P3, ot 02.08.2019 N 297-D3)

6) UCTIONBE30BaHUs HA TEPPUTOPUH MEKIYHAPOIHOTO METUIIMHCKOTO KJIacTepa.
(. 6 BBeneH PenepanbHbIM 3ak0HOM OT 29.06.2015 N 160-P3)

2. B cayuasx, npeaycMOTpPEHHBIX 4acThio | HacTosiel craTtby, JolycKkaeTcss BBo3 B Poccuiickyto
denepannio JEKapCTBEHHBIX MPENapaToB, HE 3aperucTpupoBaHHbiX B Poccuiickoii deneparnuu nubo He
3apETUCTPUPOBAHHBIX B COOTBETCTBUM C AKTaMH, COCTaBIIIFOIIMMU TIpaBo Coro3a.

(B pen. deaepanbubix 3akoHOB oT 06.12.2011 N 409-D3, ot 30.01.2024 N _1-D3)

3. JlekapcTBEHHBIE TIpETIapaThl, IpeJHa3HAYCHHbIE AJI1 TYMaHUTAPHON MTOMOIIH (COACHCTBUS) TN
MOMOIIIM TPU YpEe3BbIYAMHBIX CUTyalusix, BBO3ATca B Poccuiickyto ®enepanuio B MOPSAKE,
yctaHoBieHHOM [IpaButenbctBom Poccuiickoit ®enepanun. 3ampemniaetcss BBo3 B Poccuiickyro
denepaniio  HE3aPETUCTPUPOBAHHBIX  JIEKAPCTBEHHBIX  MPENapaTroB, MpPEIHA3HAYCHHBIX IS
TYMaHUTApHON TOMOIIHU (COMCUCTBUS) HIIA TTOMOIIHN MTPU YPE3BBIYAMHBIX CHUTYaIIHSIX.

(B pen. deaepanbroro 3akoHa ot 06.12.2011 N 409-D3)

Cratba 51. CotpyaHuyecTtBO dhepgepanbHOro opraHa MCNONHUTENIbLHOW BRacTy,
ocyuiecTBnsowero yHKLMN MO KOHTPOSIO U HaA30py B 06nacTu TamoXeHHoro gena, v
APYrux ynosiHOMo4YeHHbIX dheaeparnbHbIX OpraHoB UCMONHUTENBLHOW BNacTu
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1. YnomHoMmoueHHble (efepaiibHble OpraHbl HCHOJHUTENbHOM BJIAcTH MPENOCTaBISIIOT B
pacniopsbkeHue (efepalibHOTO OpraHa HCIHOJHUTENBHOM BIACTH, OCYIIECTBIISIONIETO (YHKUIUHU IO
KOHTPOJIIO M HaA30py B O0JIaCTM TaMOYKEHHOTO Jiela, IOCYAApCTBEHHBIH pEECTp JIEKapCTBEHHBIX
CpeACTB, a TaKke HWHPOPMALMIO O BBIJAHHBIX pa3pElICHUAX Ha BBO3 KOHKPETHOW MapTHH
JIEKAPCTBEHHBIX CPEJICTB B CIIydasiX, YCTAHOBJIEHHBIX 4acThlO 3 cTaThu 47 HacTosmero denepaabHOrO
3aKOHa.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2. denepanbHbIi OpraH UCTIOJHUTENHHOW BIACTH, OCYIISCTBISIONINA (QYHKIIUU MO KOHTPOIIO U
Ha/J30py B 00JacTH TaMOXXEHHOTO Jiesa, MHPOPMHUPYET YKa3aHHbIE B 4YacTH | HACTOsIIEH CTaThbu
YIOJHOMOYEHHbIE (efiepanbHble OpraHbl UCIIOIHUTEIBHOM BJIACTU O BBO3€E JIEKAPCTBEHHBIX CPEJICTB B
Poccuiickyro ®enepannio 1 BbIBO3€ JIEKapCTBEHHBIX cpeAcTB U3 Poccuiickoit deneparuu no gpopme u B
nopsake, KoTopblie ycraHoyeHsl [IpaBurensctBoM Poccuiickoit denepaiy.

(B pen. ®eaepanbHbix 3aKk0HOB OT 06.12.2011 N 409-®3, ot 30.01.2024 N _1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

nasa 10. PAPMALIEBTUYECKAA OEATEJIbHOCTDb
Cratbsa 52. OcyuwecTBneHme chapmMaueBTUHECKON AEATENIbHOCTH

1. dapmaneBTHYECKass JACATEILHOCTH OCYIICCTBIIICTCS OpPraHHM3AIMsIMH ONTOBOW TOPTOBJIH
JICKQpPCTBEHHBIMH ~ CPEJICTBAMH,  alTCUYHBIMH  OpPraHU3allUSIMH, BETEPUHAPHBIMUA  ANTCYHBIMHU
OpTraHHU3aIIIMH, WHIUBUIYaTbHBIMU peTPUHUMATEISIMH, AMEIOIIUMH  JINIEH3UIO Ha
(hapMareBTHYECKYI0 ACSITENbHOCTh, MEAWIIMHCKUMH OpraHU3alldsM{, HWMCIONIMMH JUICH3UIO Ha
(hapMameBTHYECKYIO JEeATCIIbHOCTh, W HX OOOCOOJCHHBIMHU TOJPa3ACIICHUSIMU, PACIIOJIOKCHHBIMH B
CEJIbCKMX HACCJICHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHBIC OPraHU3allid, U BETCPUHAPHBIMU
OpraHHU3aIMsIMH, UMCIONIUMHU JIMIICH3HUIO Ha (DapMaIleBTHUCCKYIO JICITEIbHOCTD.

(B pen. ®enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

Koncynprantllntoc: npumeuanue.

Y. 2 c1. 52 (B pea. @3 or 28.04.2023 N 149-D3) B yacTu aKKpeAUTALMH CICIIHAIUCTOB C BBICIINM
WIM CPEJHUM BETEpUHAPHBIM 00pa30BaHUEM, OCYIIECTBISIONINX (PapMaleBTUUYECKYIO I€ATEIbHOCTD,
npumensercsd ¢ 01.03.2026. Ceprudukarsl Takum niaM Beigarores mo 28.02.2026 u geHCTBYIOT He
Oonee 5 ner.

2. dusmnueckue JMIA MOTYT OCYLIECTBIATH (PapMaleBTUYECKYIO AESITEIbHOCTh NpPU HAJIUYUU
BBICIIETO MJIM cpeAHero ¢apMaleBTUYECKOro o0Opa3oBaHUSI U cepTHU(UKaTa CIenuaniucra Judo
NPOIIEHHON aKKpeIuTalluW CIELUAINCTa, BBICIIEr0 MM CPEIHEro BETEPUHApPHOTO 00pa3oBaHUA U
cepTU(HKaTa CleUUaINCTa JIUOO MPOUIEHHON aKKpeIuWTallMK CIEHUAUCTa, a TAKKe BBICIIEro WM
CPeIHEro METUIIMHCKOTO 00pa3oBaHus, cepTUHUKATa CHEUUANNUCTa JU00 MPOMICHHON aKKpeAUTaI[uH
CTHELUANNCTA U JIOTIOJIHUTEIBHOTO MPO(EeCCHOHANBHOTO 00pa30BaHMUS B YaCTH PO3HHUYHOW TOPTOBIH
JIEKapCTBEHHBIMU TIpenaparaMy Ui MEIUIMHCKOTO IPUMEHEHHUsI IpH YCIOBUM HUX paboThl B
000CO0JIEHHBIX MOAPA3ACICHUSIX METUIIMHCKUX OPTaHU3aIlui, YKa3aHHBIX B YaCTH | HACTOSIIIECH CTaThHU.
(dactp 2 B pen. DeaepanbHoro 3akoHa ot 28.04.2023 N 149-D3)

Koncynprantlntoc: npumeyanue.

JlexapcTBeHHBIE TTpenapaThl ISl MEAUIIMHCKOTO MTPUMEHEHNSI, BBEJICHHBIC B TPaKIaHCKUH 000pOT 110
29.11.2019, noaniexxaT XpaHEHUIO, MEPEBO3KE, OTIYCKY, pealu3aluu, Nepeaade, NPUMEHEHHUIO 10
ucTeueHus cpoka ux ronHoctu (P3 ot 28.11.2018 N 449-D3).

Cratba 52.1. BBoa B rpaxaaHCKMM OOOpPOT neKapCTBEHHbIX CpeacTB AnA
MeaULUHCKOro NpumMeHeHusi
(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

(BBeneHa ®PenepanbHbIM 3akoHOM OT 28.11.2018 N 449-D3)

1. Ilepen BBOJOM B rpaskJaHCKUN 00OPOT KaXKJI0M CEpUU WM KaXKI0M MapTUU MPOU3BEIECHHOTO B
Poccuiickoit ®enepauuu JE€KapCTBEHHOrO Impemapara [Jjsi MEIWLHUHCKOrO MPUMEHEHHus, 3a
UCKITIOYCHHEM HMMMYHOOUOJIIOTMYECKUX  JIGKAPCTBEHHBIX TMPENapaTroB, MPOU3BOJUTENb  TaKOTO
JIEKapCTBCHHOTO TIperapara TpEACTaBIsIeT B JJCKTpOHHOW ¢opMe B (demepanbHblid  Opra
WCTIOTHUTEIIbHOW BJIACTH, OCYIIECTBISIONIMN (QYHKIIMM TIO KOHTPOJIIO U HaA30py B cdepe
3/IpaBOOXPAHEHUS], TOKYMEHT MPOU3BOIUTEINSI JIEKAPCTBEHHOTO CPEICTBA, MOITBEPXKIAIOLINI KaueCTBO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

JEKapCTBEHHOTO  Iperapara, ¢  MOATBEPXKACHUE  YIOJHOMOYEHHOTO JIMIA  MPOHM3BOAUTENS
JIEKapCTBEHHBIX CPEJICTB COOTBETCTBUS JEKAPCTBEHHOTO Mpenapara TpeOOBaHUSIM, YCTaHOBICHHBIM PU
€ro PerucTpaluu.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1.1. [Tepen BBOOM B IpakIaHCKHIT 000POT KaXIOW CEPUN WU KaXKJIOW MapTHU MTPOU3BEICHHON B
Poccuiickoit ®@eneparuu  dapmarneBTHYECKOH CyOCTaHIIMM TMPOU3BOIUTEIh TAKOTO JICKAPCTBEHHOTO
CpeICTBa TPEACTaBIsAECT B DIEKTPOHHON Qopme B (enepanbHbIii OpraH HCIOJHUTEIHHOW BIACTH,
OCYIICCTBISIONUMN (QYHKIMM TIO KOHTPOJNIO U HaA30py B cdepe 3apaBOOXpaHEHHs, IJOKYMEHT
MPOM3BOJUTENS  JICKAPCTBEHHOTO CPEACTBA, TOJTBEPXKIAIONINI  KauecTBO  (hapMmareBTUUIECKON
cyOCTaHIIMM, U JOKYMEHT, MOATBEPKIAIOIINA COOTBETCTBUE JIEKAPCTBEHHOT'O CPEICTBA TPEOOBAHMSIM,
YCTAHOBJICHHBIM TIPH €r0 TOCYJAapCTBEHHOM PETHCTPAllUM WU PETUCTpaud, W O(OPMIICHHBIN
YIIOJTHOMOYEHHBIM JIMIIOM ITPOU3BOIMUTEIS JICKAPCTBEHHBIX CPEICTB.

(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 30.01.2024 N 1-D3)

2. Ilepen BBOJOM B TpaKAAHCKUH 0OOPOT Ka)XJ0H CepuUM MM KaXJ0i MapTUM BBO3UMOTO B
Poccuiickyro ®enepanuio JIEKapCTBEHHOIO Ipenapara sl MEAMIMHCKOrO IPUMEHEHUs, 3a
UCKITFOUEHHEM MMMYHOOHOJIOTHYECKHX JIEKApPCTBEHHBIX MPEnapaToB, OpPraHU3alusl, OCYIIECTBIISIONMAs
BBO3 JIEKapCTBEHHOro npenapara B Poccuiickyro @enepaiiuio, IpeCcTaBiIseT B 3JIEKTPOHHOU Gopme B
(benepanbHbIil OpraH UCIOJIHUTEIBHON BJIACTH, OCYILIECTBIIIONUN (PYHKIMU IO KOHTPOJIIO U HAA30pYy B
cdepe 3IpaBOOXpAaHEHMs, JOKYMEHT IMPOU3BOAMUTENS JIEKAPCTBEHHOI'O CPEJCTBA, IMOATBEPKAAIOLIUIMA
KAauecTBO  JIGKAPCTBEHHOIO  Mpemnapara, W  [OATBEPXKIECHUE  IPEICTaBUTENS  OpPraHU3alLNH,
OCYILECTBJISIIOIIEN BBO3 JIEKAPCTBEHHOIO Ipenapara B Poccuiickyro denepanuio U yrnoJIHOMOYEHHOMN
MHOCTPaHHBIM IPOU3BOJIUTENIEM JIEKAPCTBEHHBIX CPEACTB, COOTBETCTBUS BBO3MMOI'O JIEKAPCTBEHHOI'O
npernapaTa TpeOOBaHUSAM, YCTAaHOBIIEHHBIM IIPH €T0 PETUCTPALIHH.

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

2.1. Tlepen BBOAOM B TpaKIAaHCKUH 000OPOT KXKIOW CEpUM WM Ka)XJOW MapTUU BBO3UMOU B
Poccuiickyro ®eneparuio (apMareBTHUECKON CyOCTaHIIMKM OpTaHU3allMsl, OCYIIECTBISIONIAsS BBO3
TaKOTO JIEKAPCTBEHHOT'O cpeAcTBa B Poccuiickyto denepanuio, MpeCTaBIseT B dJIEKTPOHHOH (hopme B
(denepanbHBIA OpraH UCTIOTHUTEILHOW BIACTH, OCYIISCTBIISIOMNN (DYHKIIUN 110 KOHTPOJIIO ¥ HAA30PY B
chepe 3ApaBOOXpaHEHUsI, JOKYMEHT IMPOU3BOAUTENS JICKAPCTBEHHOTO CPEJCTBA, IOITBEPIKIAFOIIII
KadecTBO (papMaIeBTHIECKOM CyOCTaHITUH.

(uacts 2.1 BBenena @enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

3. Tlopsimox mpencrtaBieHUss B COOTBETCTBUM ¢ yacTsmu 1, 1.1, 2 u 2.1 Hacrosimeil craTbu
JOKYMEHTOB W CBEACHHUH O JIEKAPCTBEHHBIX CPEICTBAX, BBOJUMBIX B TPaXIAHCKUH 0OOpOT,
ycranasnusaercs [IpaBurensctBom Poceniickoit denepanun.

(uacts 3 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

4. B OTHONIEHHWH TMEPBBIX TPEX CEPUN WIM MHapTHUH JIEKAPCTBEHHOI'O Ipernapara, BIEPBbIC
npousBeneHHOro B Poccuiickoii denepanuu unu Brepsbie BBO3UMoro B Poccuiickyro @eneparuio (6e3
ydera JO3MPOBKH) B paMKaxX OJHOTO DPETUCTPAIMOHHOTO YIOCTOBEPEHHs, B (elepalibHbIil opraH
WCTIIOJTHUTEIIbHON BIIACTH, OCYIICCTBISIONMN (DYHKIMKM 1O KOHTPOII H Haa30py B cdepe
3paBOOXPAHEHMUS, JOMOJHUTEIIBHO MPEICTABISAETCA MPOTOKO UCIBITAHUN O COOTBETCTBUU CEPUU WIIU
MapTUM JICKAPCTBEHHOIO Mpemnaparta Uil MEIMIMHCKOTO TMPUMEHEHUs] TOKa3aTelsiM KadecTBa,
MPEAYCMOTPEHHBIM HOPMATUBHOM JIOKYMEHTAIIMEW, WM TpeOOBaHUSAM, YCTAaHOBJICHHBIM IIPH
perucTpaliii B COOTBETCTBHUM C aKTaMH, cocTaBisiomuMu mpaBo Coroza (majgee - MPOTOKOIN
WCIIBITaHUM), MPOBOJAUMBIX AKKPEIUTOBAHHBIMU B COOTBETCTBUM C 3aKOHOJATENLCTBOM Poccuiickoit
Oeneparii 00  aKKpeAWTAMM B  HAINMOHAIBHOM CHCTEME aKKpeIuTaluu  QeaeparbHBIMU
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

TOCYAapCTBEHHBIMU OIOJDKETHBIMH YUPESKACHUSIMHU, MOJBEIOMCTBEHHBIMH (ellepalbHOMY OpraHy
UCTIOJHUTENIBHOM ~ BJIACTH,  OCYUIECTBISAIOMIEMY (YHKIMHM 1O  BBIpaOOTKE M pealu3aluu
rOCYJJapCTBEHHOHN MOJUTHKH U HOPMATHBHO-IIPABOBOMY PETYJIMPOBAaHUIO B cepe 3ApaBOOXpaHEHUS, U
¢denepaTbHOMY OpraHy HCIOJHHUTEIBHON BIIACTH, OCYIIECTBISIOMIEMY (YHKIMH MO KOHTPONIO H
Ham30py B cdepe 3apaBooxpaHeHus. JlomyckaeTcss TpENCTaBICHHWE TPOTOKOJA HCIBITAHUH,
IPOBEJCHHBIX C HCIIOJI30BAHUEM CPEJICTB AMCTAHIMOHHOTO B3amMopaelcTBusA. [lopsiok BeImaun
yKa3aHHBIMH (eJlepalIbHBIMH TOCYIapCTBEHHBIMH OIOPKETHBIMHU YUPEXKICHUSIMH TAHHOTO MPOTOKOJIA
pa3mep MiIaThl 3a €ro Bblauy ycTaHasiauBaroTcs [IpaButensctBoM Poccuiickoi deneparui.

(B pen. @enepanbHoro 3akona ot 30.01.2024 N 1-03)

4.1. IlpencraBieHrue IpOTOKOJA HCIBITAHUM JOMMYCKAaeTcs TOJbKO B OTHOILEHHWU NEPBOM cepuu
WJIM TIEpBOM MAPTHH JIEKAPCTBEHHOTO INpernapara, BIIEpBbIe MPOU3BEICHHOrO B Poccuiickont deneparuun
WK BIiepBbIe BBO3uMOro B Poccuiickyro @enepanuio (3a UCKIIOUEHUEM JIEKAPCTBEHHBIX MPENaparos,
yKa3aHHbIX B yacTax 4.2 u 4.3 HacTosel cTaThy), B Cilydae NpeoCTaBlIeHHs CBEICHUH O 1aTe BhIIAYU
U PETUCTPALlMOHHOM HOMEpE 3aKIIOYEHUS COOTBETCTBUS IIPOU3BOJICTBA JICKAPCTBEHHBIX CPEICTB
TpeOOBaHUSAM [pPABUJI HAAJEKAIIEH MPOU3BOACTBEHHON MPAKTUKH, BBIAAHHOTO YIIOJTHOMOUYEHHBIM
(denepaTbHBIM OPraHOM HCIIOJIHUTENFHOW BJIACTH, WIH CepTU(PUKATA COOTBETCTBUS MPOHM3BOJICTBA
JIEKapCTBEHHBIX CPEJICTB TpeOOBAaHMSAM [pPaBUI HaJUIeKalled MPOU3BOJACTBEHHONW IPAKTUKU
EBpa3uiickoro "5KOHOMHYECKOI0 COX03a, BBIJIAHHOI'O YIIOJIHOMOUYEHHBIM OPraHOM T'OCYJapcTBa - 4YIEHA
EBpa3uiickoro  3KOHOMHYECKOI'O  COI03a, B  OTHOLIEHWM  INPOM3BOACTBEHHOM  IUIOILAJKU
(MPOM3BOACTBEHHBIX IJIOIIA0K), OCYIIECTBISIONIEH MTPOU3BOJICTBO TOTOBOM JIEKapCTBEHHON (OPMBI U
BBIITYCKAIOIIMKM KOHTPOJIb KayeCTBa JICKAPCTBEHHOI'O IIpernapara, IIpyu yCJIOBUM OTCYTCTBHS B TEUCHHUE
Tpex JeT, NPEeIIECTBYIOIMX JaTe BbIJAYM IPOTOKOJA HWCIBITAHUHM, CIIy4aeB BBIABICHUSA
HECOOTBETCTBUSl YCTAHOBJIEHHBIM TPEeOOBaHMUSIM KayecTBa JIEKAPCTBEHHBIX CPEJICTB, MH(OpMalusi O
KOTOpPBIX OITyOJIMKOBaHa Ha caiite (eiepajabHOro opraHa MCIOJHUTEIbHON BIACTH, OCYIIECTBIISIOLIETO
(YHKIMHU 110 KOHTPOJIIO U HAaJI30py B cepe 3ApaBOOXpaHEHUS, B OTHOLIEHUH BCEX NMPOU3BOACTBEHHBIX
IJIOIIAJ0K, OCYILECTBIIIOIMIUX MPOU3BOJCTBO JIEKAPCTBEHHOI'O IIperapara U BBITYCKAIOIUNA KOHTPOJIb
Ka4eCTBa JIEKAPCTBEHHOIO IIperapara.
(uacts 4.1 BBenena @enepanbHbiM 3aKkoHOM 0T 30.01.2024 N 1-03)

4.2. He TtpeOyeTcs mpeacTaBiIeHUE MPOTOKOJIA HWCIBITAaHWHM, yka3aHHOTO B 4actu 4 wimm 4.1
HACTOAIIEH CTaTbU, B OTHOIICHWU OpP(AaHHBIX JEKAPCTBEHHBIX MPENapaToB, BBHICOKOTEXHOJIOTHYHBIX
JIEKapCTBEHHBIX MPEMapaToB, MOJYYEHHBIX U3 OMOJOTHYECKOT0 MaTepuaia ONnpeaeseHHOTO YeIOBeKa U
MpeIHa3HAYEHHBIX JIJIS1 IPUMEHEHUS 3TOMY KE UYeTIOBEKY.

(dactb 4.2 BBegeHa denepanbubiM 3akoHoM 0T 30.01.2024 N 1-D3)

4.3. B oTHOLIEHWH OHOW CEpUM WM OJHOW MAPTUHU BBICOKOTEXHOJIOTHYHOIO JIEKAPCTBEHHOTO
npenapara (3a UCKIIOYEHHEM BBICOKOTEXHOJOTUYHBIX JICKAPCTBEHHBIX MPEMapaToB, TMOJYYCHHBIX W3
OMOJIOTMYECKOT0 MaTepralia ONpPEeICICHHOTO YeJIOBeKa M NPeIHa3HAYCHHBIX JJII IPUMEHECHHS 2TOMY Ke
YeloBeKy), BIEpBbIe NpousBeneHHoro B Poccwiickoit @enepanyii WM BIEpPBblE BBO3MMOIO B
Poccuiickyto @enepainio, IpeacTaBiseTcsl IPOTOKOI HCHBITAHUM, MPOBEAECHHBIX C HMCIOJIb30BAHHEM
CPE/ICTB IUCTAHIIMOHHOIO B3aUMOJCICTBHUS B TEUCHUE MEPBBIX TPEX JIET MOCJE BBOJA TAKOTO IIpenapara
B I'PaXIaHCKHUI 000POT.

(dactp 4.3 BBegeHa enepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)

5. ExxerogHo He mo3zaHee | ampens IpOW3BOAMTENH JICKAPCTBEHHBIX CPEACTB WM OpPraHHU3aIiH,
OCYILIECTBIISIIOIINE BBO3 JIEKAPCTBEHHBIX NpemnaparoB B Poccuiickyro denepanunio, MpeacTaBIsSIOT B
(benepanbHBIN OpraH UCHOIHUTEIBHONW BIACTH, OCYIIECTBIISIONNN (YHKIMU IO KOHTPOJIIO U HAA30PY B
cepe 3ApaBOOXpaHEHUS, MPOTOKOJ HCHBITAHUN IOCTYMHMBIIETO B TEUEHHE MPEIIICCTBYIOLIETO
KaJICHJApHOTO TO/a B TPAXKIAAHCKUAN 000POT JIEKApPCTBEHHOTO Iperapara COrjlaCHO PETUCTPAIOHHOMY
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

yIIOCTOBEpEHHIO (Ha OIHY CEpUI0 TOPTOBOIO HAMMEHOBAHMS C YUETOM JIEKAapCTBEHHOW (POpMBI OHOM
JO3UPOBKH), TPOBOJAMMBIX AaKKPEIUTOBAHHBIMH B COOTBETCTBMHM C 3aKOHOJATENIBCTBOM Poccuiickoit
@enepan 00 aKKpeAMTAMM B HALUMOHAJIBHOM CHUCTEME AKKPEIUTALMM HUCIBITATEIbHBIMU
naboparopusimu (tieHTpamu). [IpencraBienne MpoTOKOJIa UCTIBITAHUM, MPETyCMOTPEHHOTO HACTOAIIEH
4acThbi0, B OTHOILIEHUHU JICKAPCTBEHHBIX NPENapaToB, YKa3aHHbIX B 4YacTH 4.2 HACTOSIIENW CTaTbhH,
JIOITyCKAETCsl OJJMH pa3 B TPU I'ojia IIPU YCIOBUM UX BBOJA B IpakAaHcKuil o6opor. Ilpu npeacraBienun
IIPOTOKOJIAa UCTIBITAHUH, TIPEyCMOTPEHHOT0 YacTsMU 4 1 4.1 HacTosIIel cTaThy, B (eiepabHbIi Opral
WCTIOJHUTENIBHOM ~ BJIACTH, OCYUIECTBISIOMMN (YHKIMM 10 KOHTPOJIK W HAA30py B cdepe
31paBOOXPAHEHUs, IPOTOKOJ UCIIBITAHUM, IIPEyCMOTPEHHBIN HACTOSAIEH 4acTblO, B YKa3aHHBIA OpraH
He TIPEeCTABIIAETCS.

(uacts 5 B pen. @enepanpHoro 3akona ot 30.01.2024 N 1-D3)

5.1. TlpousBomuTenu JIEKapCTBEHHBIX CPEACTB WM OpPraHM3alMM, OCYLIECTBIIAIOIIAE BBO3 B
Poccuiickyro @enepanuio BBICOKOTEXHOJOTHYHBIX JIEKAPCTBEHHBIX IPENApaToB, BMECTO INPOTOKOJIA
UCTBITAHUH, MPElyCMOTPEHHOTO YacThi0 5 HACTOSIIEH CTaThH, BIpPaBe MPEACTaBUTH B (erepaabHbII
OpraH HCIOJHUTEIBHON BIACTH, OCYLIECTBISIOMIMKA (YHKLIMU IO KOHTPOJIO M Haa30py B cdepe
3IpaBOOXPAHEHHUs, CBEIACHUS O JaT€ W PETUCTPALMOHHOM HOMEpPE 3aKIKYEHUS O COOTBETCTBUH
MIPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TpeOOBaHMSIM MpPaBUI HaAJEXKalled NTPOU3BOJCTBEHHON
IPAKTUKU MM CepTHU(UKATa COOTBETCTBHUS IPOU3BOJACTBA JICKAPCTBEHHBIX CPEICTB TPeOOBAHUAM
[IpaBWJI HaJuIeXkKallel IPOU3BOACTBEHHON IPAKTUKU EBpa3uiicKoro 5KOHOMHUYECKOTO COK03a, BBIIAHHOTO
YIOJIJHOMOYEHHBIM OpraHOM TIOCyJapcTBa - 4WiIeHa EBpa3sHiiCKOro SKOHOMHMYECKOrO COI03a, It
IIPOM3BOJICTBEHHONW IUIOMIAJKU (TIPOM3BOACTBEHHBIX IUIOIIAJIOK), OCYLIECTBIISIOIIEH MPOU3BOACTBO
TOTOBOH JIEKapCTBEHHON ()OPMBI M BHIITYCKAIOMINK KOHTPOJIb Ka4eCTBa JIGKAPCTBEHHOTO Tperapara.
(dactp 5.1 BBegena denepanbabiM 3akoHOM 0T 30.01.2024 N 1-D3)

6. IlpousBoauTenn JEKapCTBEHHBIX CPEACTB WIM OpraHu3alMy, OCYILIECTBISIOIINE BBO3
JIeKapCTBEHHbIX npenapatoB B Poccuiickyro denepaiuio, He MEHee YeM 3a OAMH ToJl O MIIaHUPYEMBIX
IIPUOCTAHOBJICHUSI WJIM NPEKpalleHHs] NPOU3BOJACTBA JIEKAPCTBEHHBIX IPEMNAapaTOB WIM HMX BBO3a B
Poccuiickyro @enepanuio yBeAOMIIIOT 00 3TOM B DJJEKTpOHHOH (opme enepanbHblii opran
WCTIOJTHUTENIEHOW ~ BJIACTH, OCYHIECTBISIIOIINK (YHKIMM 10 KOHTPOJII W HAm30py B cdepe
3/IpaBoOXpaHeHus U (efepanbHbIl OpraH HCIOIHUTEIbHOW BIIACTH, OCYIIECTBISIONIMM (QYHKIHH T10
JIMLIEH3UPOBAHUIO IPOU3BO/ICTBA JIEKAPCTBEHHBIX CPECTB.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

7. BBox B rpakJaHCKHii 000pOT Ka)IOM cepuu WIM KaXJIO0W MapTUM MMMYHOOHMOJIOTHYECKOTO
JICKapCTBEHHOI'0 Ipemnapara, Mnpous3BeneHHOoro B Poccuiickon ®dexepaiuy WiIM BBO3UMOIO B
Poccuiickyro ®@enepanuio, OCYIIECTBISETCS Ha OCHOBAHWHW pa3pelIeHHs], BBIAHHOTO (enepaabHbIM
OpPraHOM HCIIOJIHUTEIbHON BIIACTH, OCYIIECTBISIONUM (PYHKIMU 1O KOHTPOJIO M Haa30py B chepe
3IpaBOOXPAaHEHMs], Ha OCHOBAHUHU BBIJAHHOIO (peepanbHbBIMU T'OCYJIapCTBEHHBIMH OOKETHBIMHU
YUPEXKIEHUSAMH, YKa3aHHBIMU B 4acTU 4 HACTOALIEH CTAaTbH, 3aKIFOYEHHS O COOTBETCTBUU CEPUM WU
NapTUH UMMYHOOHOJIOIMYECKOTO JEKapCTBEHHOTO MpenapaTa TpeOOBaHUSAM, YCTAaHOBJICHHBIM IPU €T0
rOCyJapCTBEHHON peructpanuu. [1opsamaok BeIAaYM pa3pelieHus: Ha BBOJ B TPaXKJAaHCKH 000POT cepuu
WIKM TapTUd HUMMYHOOHMOJOTMYECKOro JIEKAPCTBEHHOI'O IIpernapaTa, a TakkKe MOpsSNI0K BblAauu
YKAa3aHHOTO 3aKJIIOYEHHs M pazMep IUiaThl 3a €ro BbIAady ycTaHaBiauBarTcs [IpaBurenscTBOM
Poccuiickoit denepariumn.

7.1. ®opMma U MOPALOK NMPOBEACHUS UCIBITAHUM, YKa3aHHBIX B 4acTsax 4, 4.1, 4.3 u 5 HacToAmen
CTaTbH, B TOM YHUCJIE C UCIIOJIB30BAHUEM CPEACTB AUCTAHIIMOHHOTO B3aMMOJEICTBYS, YCTaHABIMBAKOTCS
IIpaBurensctBoM Poccuiickoit denepanuu.

(dactp 7.1 BBenena denepanbHbiM 3akoHOM 0T 30.01.2024 N 1-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

8. 3a HempenCTaBleHHWE WM HECBOEBPEMEHHOE TPEJCTaBICHHE TOKYMEHTOB U CBEJICHUH,
npeaycMoTpeHHbIx uactamu 1, 2, 4, 4.1, 43, 5, 5.1 u 6 HacTosmed cTaTbu, NPOU3BOJIUTEIU
JIEKAPCTBEHHBIX CPEACTB M OPraHHU3allMd, OCYIIECTBIISIIONIME BBO3 JICKAPCTBEHHBIX MPENapaTtoB B
Poccuiickyro ®@enepanuto, HECYT OTBETCTBEHHOCTh B COOTBETCTBHH C 3aKOHOJATEIbCTBOM Poccuiickon
denepanuu.

(B pen. deaepanbroro 3akoHa ot 30.01.2024 N 1-D3)

9. IlpeacraBieHue JTOKYMEHTOB M CBEJIEHHH, NPEeAyCMOTPEHHBIX yacTaMu 1, 2 u 4 Hacrosmen
CTaTbl, W IOJIyYEHHE MPETyCMOTPEHHOIO 4YacTbi0 7 HACTOSIIEH CTaTbM pa3pelieHHus Ha BBOJ
UMMYHOOUOJIOTMYECKOr0 JIEKAPCTBEHHOTO TIIpernapara B TPaXIaHCKUH 00OpoT He TpedyloTcs B
OTHOIIEHHUU JIEKAPCTBEHHBIX MpEnaparoB, IPEJIHA3HAUYEHHBIX JUIsl TPOBEIEHUS KIMHUYECKUX
UCCIIEIOBaHUM JIEKapCTBEHHBIX IPENapaToB, MPOBEAEHUS AKCIEPTU3bl JIEKAPCTBEHHBIX CPEICTB MAJIs
OCYILECTBIICHHS] TOCYJapCTBEHHOIN perucTpalnuy JIeKapcTBEHHBIX IPENapaToB, a TaKKe B OTHOILEHUH
HE3aperuCTPUPOBAHHBIX JIEKAPCTBEHHBIX MpenapaToB, MPeJHA3HAYCHHBIX Ul OKa3aHUs MeIUIMHCKON
IIOMOIIY T10 KU3HEHHBIM II0Ka3aHMSIM KOHKPETHOTO MAalMEHTa WM IPYIIbl NAlMEHTOB, BBO3UMBIX B
Poccuiickyro ®@enepanuto B cooTBeTcTBUU € yacTsaMu 3 u 3.1 crathu 47 Hacrosmero denepaibHOro
3aKOHa.

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

10. IIpu BBISBIEHUU B IPAKAAHCKOM 00OOPOTE CEpUM WIM HApTHM JIEKapCTBEHHOI'O Ipernapara,
JOKYMEHTBI M CBEAEHUS O KOTOPBIX, MPEAYyCMOTpEHHbIe yacTtamu 1, 2, 4, 4.1, 4.3, 5 u 5.1 Hacrosmein
CTaThbU, HE IMpeJCTaBleHbl B (efepalibHbli OpraH HCHOJIHUTENBHOM BIIACTH, OCYILECTBIISIOLINMA
(GyHKIMM TI0 KOHTPONIO M Haa3opy B cdepe 3apaBOOXpaHEHHs, JTUOO Cepuu WM TapTHH
MMMYHOOHOJIOTHYECKOTO JIEKAPCTBEHHOTO TIperapara, HE WMEIONINX pa3pelieHrss Ha BBOJ B
IpaXIaHCKUM 000pOT, MpPEeIyCMOTPEHHOIO YacThl0 7 HacTosuled crtaThH, ¢eaepaibHbId Oprax
UCIIOJIHUTEJIBHOM ~ BJIACTH, OCYUIECTBIIOIIMN (YHKIMM 10 KOHTPOJIK U HaA30py B cdepe
3/IpaBOOXpaHEHMs, B OpsaKe, ycTaHOBIeHHOM [IpaBurensctBoM Poccuiickoit denepanyu, npuHUMaeT
pelieHre O MPEeKpaIleHUH TPa)xJIaHCKOro 00OpoTa TaKUX CEpUM WIM MapTHHU A0 TNPEACTaBICHUS
yKa3aHHbBIX JOKYMEHTOB U CBEICHUI MO0 MOTyueHHs YKa3aHHOTO pa3perieHHsl.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

Koncynprantlntoc: npumeyanue.

Cr. 52.2 He pacupoCTpaHAETCs Ha CEpUM JIEKAPCTB JUIsl BETEPUHAPHOIO NMPUMEHEHUS, BBEICHHBIE B
rpaxaanckuii 06opot g0 01.09.2023, xoTopble MOMIESKAT MPUMEHEHHIO 10 MCTEUEHHUS CPOKa HUX
rogHocT (D3 ot 02.07.2021 N 317-D3).

Cratba 52.2. BBoa B rpaxpgaHCKuh OOGOpPOT NeKapCTBEHHbIX npenapaTtoB Ans
BeTepUHApPHOro NpMMeHeHus

(BBenena denepanbHbM 3akoHOM OT 02.07.2021 N 317-D3)

1. Tlepen BBOAOM B TpakIaHCKUH 00OpPOT KaXJOM cepu Mpous3BeJAeHHOTO B Poccuiickoit
@enepauu  JIEKapCTBEHHOrO IMpenapaTta JJisi BETEPUHAPHOIO MPUMEHEHHS, 32 HUCKIKOYEHUEM
MMMYHOOHOJIOTHYECKOTO  JIGKAPCTBEHHOTO0  Tperapara A BETEPUHAPHOTO  MPUMEHEHUS,
MIPOU3BOJUTENb TAKOTO JIEKAPCTBEHHOIO Ipernapara MPEeACTaBIseT B YBEAOMHUTEIBHOM IOPSJIKE B
(benepanbHBIA OpraH UCIOIHUTENBHON BIACTH, OCYIIECTBISIOMUN (DYHKINUU MO KOHTPOJIO (HAA30py) B
cdepe obpalieHus JeKapCTBEHHBIX CPEJICTB JJI1 BETEPHHAPHOTO MIPUMEHECHHS:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

1) MOKyMEHT NpOM3BOIAUTENS JIEKAPCTBEHHBIX CPEICTB, MMOJITBEPXKAAIOUIMA COOTBETCTBUE
KauecTBa JIEKapCTBEHHOT'O IperapaTa Jjsi BETEPUHAPHOIO MPHUMEHEHUS, BBOAMMOIO B T'pakKIaHCKUMN
000poT, TpeOOBaHUSAM, YCTAHOBJICHHBIM IPU €T0 TOCYIapPCTBEHHON PETUCTpaIiH;

2) MOATBCPKACHUC  YIIOJTHOMOYCHHOI'0 JiMla MPOU3BOAUTCIIA  JICKAPCTBCHHBLIX CPCACTB
COOTBCTCTBUA  JICKAPCTBCHHOI'O  Ipfriapata I  BETCPUHAPHOTO INPHUMCHCHHA Tpe6OBaHI/I${M,
YCTAHOBJICHHBIM IIpH €TI0 l"OCYI[ﬂpCTBCHHOﬁ perucrpanuu.

2. Ilepen BBOIOM B TIpa)KAaHCKUM OOOPOT KaxI0il cepuM BBO3MMOIrO (I€pEeMEINaeMoro) B
Poccuiickyro ®@enepauuio JIEKapCTBEHHOIO IIpenapara Uil BETEPUHAPHOIO IPUMEHEHHUs, 3a
UCKJIIOUEHHEM UMMYHOOHOJIOTHYECKOTO JIGKAPCTBEHHOTO Ipernapara /i BEeTepUHAPHOTO TPUMEHEHUS,
OpraHu3anys, OCyLECTBIAIONIAs BBO3 (IIepeMELICHNE) JIEKAPCTBEHHOrO TIpenapaTa Al BETepUHApHOTO
npuMenenus B Poccuiickyto @enepaiiuio, NpeAcTaBiseT B yBEAOMUTEIBHOM Hopsake B (deaepaibHbIN
OpraH HCIOJHUTEJIBHOM BIJIACTH, OCYIIECTBILSIIOIMI (YHKIMH IO KOHTpONIO (Han3opy) B cdepe
oOpallleHus JIEKAPCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO MTPUMEHEHMSL:

1) IOKYMEHT NpOU3BOAUTENS JIEKAPCTBEHHBIX CPEACTB, IOATBEPXKAAIOIIUNA COOTBETCTBUE
KauecTBa JIEKapCTBEHHOT'O IperapaTa Jjisi BETEPUHAPHOIO IMPUMEHEHUS, BBOAMMOIO B T'PakJIaHCKUM
000poT, TpeOOBAaHUSAM, YCTAHOBJIEHHBIM IIPHU €T0 FOCYAAPCTBEHHONW PETUCTPALINN;

2) mOATBEpKJIEHUE JIMIA, YIIOJTHOMOUYEHHOTO Jep)KaTejaeM WM BIaJeibleM pPErHCTPAllMOHHOTO
yIOCTOBEpEHHsI JIEKapCTBEHHOI'O IIpernapara /s BETEPUHAPHOIO NPUMEHEHHs, COOTBETCTBUS
JIEKapCTBEHHOT'O MpenapaTa [yl BETEpUHAPHOTO NMPUMEHEHHUs] TpeOOBaHUAM, YCTAaHOBJICHHBIM IIPHU €ro
roCy/apCTBEHHOW PETUCTPALINN.

3. BBoxg B rpaxmaHckuii 00opoT BBO3MMOro (mepemeniaemMoro) B Poccuiickyro denepammro
JIEKApCTBEHHOT'O IIperapara Uil BETEPUHAPHOIO IMPUMEHEHUSA OCYIIECTBIIAETCS IPU HAIWNYUHU
3aK/IIIOYCHHUA O COOTBETCTBUH IIPOU3BOAUTCIIA JICKAPCTBCHHBIX CPCIACTB Tpe6OBaHI/I${M IpaBuJI
HaJuIexalled MpPOU3BOJCTBEHHONW MPAKTUKH, BBIJIAHHOTO YHMOJHOMOYEHHBIM (efepaibHbIM OpraHOM
WCIIOJHUTENLHON BIIAaCTH [N TPOW3BOACTBEHHON TIUIOIIAIKK JIEKAPCTBEHHOTO TMpemapara s
BETEPUHAPHOTO MMPUMEHEHHSI, BBOJUMOTO B TPAKIAHCKUI 000POT.

4. JIuuo, ymoJIHOMOYEHHOE Jep>KaTelleM WM BIAJEIbLEM PErUCTPALMOHHOIO YIOCTOBEPEHUS
JIEKapCTBEHHOI'0 IpernapaTra Juisi BETEPUHAPHOTO IMPUMEHEHHs, JOJKHO OBITh AaTTeCTOBAaHO B
YCTaHOBJICHHOM YITOJIHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIBHON BJIACTH HOPSIKE U UMETh
CTaXX pabOThl HE MEHee 4YeM MATh JIeT B O00JacTH HPOM3BOJCTBA M (MJIM) KOHTpPOJIA KauecTBa
JIEKapCTBEHHBIX CPEACTB JMOO B 00NacTM MOHHUTOpUHIAa 3((PEKTUBHOCTH M 0€30MacCHOCTH
JIEKAPCTBEHHBIX IIPENApaToOB I BETEPUHAPHOIO IMPUMEHEHUS, NPOBOAUMOIO JEpiKaTelieM WU
BJIAJICIBLUEM DPETUCTPALMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO IIpenapara Ui BETEPUHAPHOIO
NpUMEHEHHs JHO0O0  YIOJIHOMOYEHHBIM HWMH  IOPHAWYECKHM JIMIIOM, BhIcIiee 0Opa3oBaHuUe
COOTBETCTBEHHO M0 OJHOM U3 creuuasbHocTe W (WIM) OAHOMY U3 HAaIpaBICHUN IOATOTOBKH:
Ouosiorusi, OMOTEXHOJIOTHs, BETEpUHApUS, BETEPUHAPHO-CAHUTApPHAs OHKCIEPTH3a, KIMHUYECKas
MEIMLMHA, PaJUallMOHHAs, XUMHUYecKas M Ouonoruyeckas 3amura, Qgapmanus, (GyHIaMeHTaJlbHas
MEJULMHA, XUMUYECKasl TEXHOJIOTHsI, XUMUS.

5. llopsiaok mpeacTaBiieHUs] B COOTBETCTBUU € YacTsIMU | M 2 HACTOAILIEH CTaTbU JTOKYMEHTOB U
CBEJICHUU O JIEKAPCTBEHHBIX MperapaTax JjIsi BETEPUHAPHOTO MPUMEHEHHS, BBOJUMBIX B IPAKIAHCKHUI
obopor, ycranaBnuBaercs [IpaBurensctBoM Poccuiickoit denepariim.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

6. B oTHOWmIEHMHM NEpBBIX JABYX CEpUH JIEKAPCTBEHHOrO IIpernapara jis BETEPUHAPHOTO
NPUMEHEHMs, BIEpBble MpPOU3BEAeHHOT0 B Poccuiickoit ®enepanuu wiM BIEpBbIE BBO3MMOTO
(mepemeniaemoro) B Poccuiickyto ®enepamnyio, B QenepaibHbIii OpraH HCIOJHUTEIHHON BIIACTH,
OCYIICCTBIISIONUH (YHKITHH 110 KOHTPOITIO (HaA30py) B chepe oOpamieHus IEKapCTBEHHBIX CPEACTB IS
BETEPUHAPHOTO NMPUMEHEHHMsI, HapsAy ¢ TOKYMEHTaMH, IPEyCMOTPEHHBIMU YacTAMHU | U 2 HacTosuien
CTaThH, IPEJCTABIAIOTCS IPOTOKOJBl MCIBITAHUN O COOTBETCTBMM JTHUX CEPUH JIEKAPCTBEHHOTO
npernapara Jjsl BETepMHApHOr0 IPUMEHEHHUs IToKa3aTessiM KauecTBa, pelyCMOTPEHHBIM HOPMaTHUBHBIM
JOKYMEHTOM (Jlajiee - MPOTOKOJ HCHBITAHUN), MPOBOJUMBIX aKKPEIUTOBAHHBIMH B COOTBETCTBHH C
3aKkoHoAaTenbCcTBOM Poccuiickoit @Penepanyu 00 aKKpeOUTallMM B  HAlMOHAIBHOM CHCTEME
aKKpEIUTAIIMHA UCTIBITATEIBHBIMU JIA00OPATOPHUAMHE (LIEHTPAMH).

7. ExxerogHo He mo3aHee 1 deBpans mpou3BOIUTENN JIEKAPCTBEHHBIX CPEJICTB WJIM OpPTaHHU3AIlNH,
OCYIIECTBIISIONINE BBO3 (IIEpEMENICHUE) JIEKaPCTBEHHBIX MPENapaToB sl BETEPUHAPHOTO MPUMEHECHHS
B Poccuiickyto ®epepanuio, NpencTaBISIIOT B (enepanbHBIi OpraH HCHOJHUTENBHON BJIACTH,
OCYIIECTBISIONUI (PYHKITHH 110 KOHTPOITIO (HaA30py) B chepe oOpaiieHus IeKapCTBEHHBIX CPEACTB s
BeTepI/IHapHOFO HpI/IMeHeHI/ISI, HpOTOKOH I/ICHBITaHI/Iﬁ HOCTyHI/IBIJ_IeI‘O B TCUCHHUEC roda B I‘pa)KI[aHCKI/If/'I
000pOT JIEKApCTBEHHOTO TIperapara Jijisi BETEpUHAPHOTO MMPUMEHEHNS KOHKPETHOTO MPOU3BOAUTENS (HA
OJIHY CEpHI0 KaXXJOT0 TOPTOBOTO HAWMEHOBAHMSI C YYE€TOM JICKAPCTBEHHOW (OpMBI, a It
JIEKApCTBEHHOTO npenapara TS BETEPUHAPHOTO MIPUMEHEHUS, HE SIBJISIFOILIETOCS
UMMYHOOMOJIOTHYECKIM, TakKe C Y4YeTOM JO3UPOBKH), NPOBOAUMBIX aKKPEIUTOBAHHBIMU B
COOTBETCTBUHM C 3aKOHOJATeNbCTBOM Poccwuiickoit denmepannu 00 akKpeIuTallMi B HAIIMOHAIBHOMN
CHCTEME aKKPEIUTAUN UCIIBITATEIbHBIMU JTa00paTOPHSIMHU (LIEHTPAMHU).

8. BBox B rpaxIaHCKUl 00OpPOT MMMYHOOMOJOTHMYECKOrO JIEKAPCTBEHHOIO Ipernapara Juls
BETEPUHAPHOTO NPUMEHEHUs, npousBeeHHoro B Poccuiickoii @enepanyy WM BBO3UMOTO
(nepementaemoro) B Poccuiickyro @Denepainuto, OCYLIECTBISIETCS HAa OCHOBaHMM pa3pelleHus,
BBIIAHHOTO (pe/iepajbHbBIM OpPraHOM HCIOJHHUTENbHON BIAcTH, OCYUIECTBISAIOIIUM (QYHKLUUHU 110
KOHTpOJIO (Haa30py) B cepe oOpaleHus JeKapCTBEHHBIX CPEACTB JUIsI BETEPUHAPHOTO MPUMEHEHHUS.
VYKazaHHOE pas3pelleHHe BBIAACTCS HAa OCHOBAaHUU  IPOTOKOJIA  UCHBITAHWM, IHPOBOJMMBIX
aKKpeIMTOBAaHHBIMU B COOTBETCTBHH C 3aKOHOJATEeNbcTBOM Poccuiickoit deneparyn 00 akKpeauTaIiH
B HAIlMOHAJIbHOM CHUCTEME aKKpeIWTalud OpraHU3alUsMHU, I[10/IBEIOMCTBEHHBIMU (eneparbHOMY
OpraHy HCHOJHMTENbHOM BIIACTH, OCYILECTBIIAIOLIEMY (QYHKIMH IO BBIPAaOOTKE TIOCYIApCTBEHHOM
NOJUTUKM U HOPMAaTHBHO-NIPAaBOBOMY PEryJIHMPOBAaHUIO B c(epe arponpOoMBIIIICHHOTO KOMIUIEKCa,
BKJIFOYast OOpallleHue JIeKapCTBEHHBIX CPEJICTB Ul BETEPHUHAPHOTO MPUMEHEHMs, UK (eaepaTbHOMY
OpraHy HCIHOJHUTEIbHOH BIACTH, OCYLIECTBIIONIEMY (DYHKIMH IO KOHTpOrO (Haux3opy) B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEJICTB JUIsl BETEPUHAPHOTO NPUMEHEHHUs, a TaKXKe JOKYMEHTOB U
CBECHMI, MPEAYCMOTPEHHBIX YacThio | (JU1s1 mpenapaToB, npousBeAeHHbIX B Poccuiickoit denepannn)
WIK 4acThio 2 (A7 MpenaparoB, BBO3UMBIX (mepementaeMbix) B Poccuiickyro denepanuio) HacTosmen
CTaTbH.

9. Cpox BbIJIauu pa3pellieHus, YKa3aHHOIO B 4YacTU 8 HACTOSIIEH CTaTbU, COCTaBISAET NSTh
paboumx IHEH co JHS MPEICTaBICHHS MPOU3BOIUTENIEM JICKAPCTBEHHBIX CPEICTB WM OpTaHH3aIUCH,
OCYIIECTBIISONIEH BBO3 (MIEpEeMEIIEHNE) JIEKapCTBEHHOr0 Mpenapara i BETEpUHAPHOTO MPUMEHEHUS
B Poccuiickyto ®enepanuio, B (enepanbHbIi OpraH HCIOJHUTEIHHOM BIIACTH, OCYIIECTBIISFOIIHI
(GyHKIUU 10 KOHTPOIIO (Haa30py) B cdepe oOpalieHus JeKapCTBEHHBIX CPEACTB AJII BETEPUHAPHOTO
MPUMEHEHHUS, JOKYMEHTOB, MTPETyCMOTPEHHBIX YaCThIO 8 HACTOAIIEH CTAaThU.

10. Pa3pemienue, ykazaHHOE B 4acTH 8 HACTOSIIIEH CTaThbU, BBIIAETCA B OTHOUICHUHU KaXXIOW M3
MEPBbIX JIBYyX CEpUH HMMYHOOHMOJOTHYECKOrO JIEKApCTBEHHOTO IIpernapara JJjisi BETEPUHAPHOTO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MIPUMEHEHHUs, BIEPBbIE Npou3BeAeHHOro B Poccuiickoii ®Penepanvu WM BIEPBbIE BBO3UMOTO
(mepemerniaemoro) B Poccuiickyto @enepanuio. Takoe pa3pelieHue BbIIaeTCsS Ha BECh CPOK OOpaIeHUS
CepUM UMMYHOOHMOJIOTHYECKOTO JICKQPCTBEHHOTO TMpemnapara i BETEPUHAPHOTO MPHUMEHEHUS, B
OTHOIIIEHUHW KOTOPOW OHO BBIIAHO. B OTHOIIEHWH TOCIEAYIONIUX CEPUH OJHOTO TOPTOBOTO
HaWMEHOBAaHMS UMMYHOOHMOJIOTUYECKOTO JICKAPCTBEHHOTO TMpernapara Jyisi BETepHHAPHOTO TPUMEHEHUS,
npousBeneHHoro B Poccuiickoit ®enepanuu uiaum BBO3UMOro (mepememaeMoro) B Poccuiickyro
depnepalnio, TaKOE pa3pelieHe BbIIaeTCa CPOKOM Ha TpH rofa. [lopsanok Belgaum pa3pelieHust Ha BBOJ
B TPaXTaHCKHI 00OPOT MMMYHOOMOJOTHUYECKOTO JIEKAPCTBEHHOTO IMpermapaTta [y BETEPUHAPHOTO
MIPUMEHEHHUS, MOPSIOK BBIJIAYM MPOTOKOJA HCHBITAHUM, YKa3aHHBIX B YaCTH 8 HACTOAIIEH CTaThH, a
TaKkKe METOJMKA OIpPEACNICHUs pPa3MEpoB IIAThl 3a BbIJAYy YKa3aHHOTO MPOTOKOJA HCIBITAHUN
ycranaBnuaetcs [IpaButenscTBoM Poccuiickoit @enepanuu.

11. MmmyHoOMoONOrHYeCKHEe JIEKapCTBEHHbIE Mpenaparbl Ui BETEPUHAPHOTO MNPUMEHEHUS,
BBEJICHHBIE B TPAXKIAHCKUII OOOpPOT B COOTBETCTBUU C YACTHIO 8 HACTOSIIEW CTaThH, MOAJEXKAT
XpaHEHUIO, TEpPEeBO3KEe, OTIYCKY, pealu3aluu, Nepenaye, MPUMEHEHHUIO JI0 HCTEUEHHUs CpoKa HUX
TOJIHOCTH.

12. 3a HempexncTaBiIeHHE WIM HECBOEBPEMEHHOE IIPE/ICTaBICHHE IOKYMEHTOB U CBEACHUH,
MIPEAYCMOTPEHHBIX YacTsAMU 1 - 3, 6 u 7 HacTosALIel CTaThu, IPOU3BOAUTEINN JIEKAPCTBEHHBIX CPEICTB U
OpraHu3alyy, OCYLIECTBISAIOIIME BBO3  (MEepeMelIeHHEe) JIeKapCTBEHHBIX  IpernaparoB Ul
BETEPUHAPHOro NpuMeHeHus B Poccuiickyro ®denepanuio, HECYT OTBETCTBEHHOCTb B COOTBETCTBHM C
3aKoHOaTenbCcTBOM Pocculickon denepanuu.

13. IlpencraBnenrue JOKYMEHTOB U CBEACHUMN, IPETyCMOTPEHHBIX YacTsMu 1 - 3, 6 u 7 HacTosA1el
CTaTbM, M TMOJIy4EHHE pa3pEeLIeHMs], yYKa3aHHOTO B 4YacTU 8 HACTOALIEH cTaThbu, HE TpeOyroTcs B
OTHOIIIEHHUHU JIEKaPCTBEHHBIX IpEenapaToB AJii BETEPUHAPHOTO MPUMEHEHUS, NpeJHa3HAYEHHBIX IS
BbIBO3a u3 Poccuiickoil ®enepauuu, NpoBeleHUs AOKIMHUYECKHX HCCIEIOBAaHUN JIEKAPCTBEHHBIX
CPEeACTB, KIMHUYECKUX HCCIIEeI0OBAHNIN JIEKApCTBEHHBIX MPENapaToB Ul BETEPUHAPHOTO IPUMEHEHUS U
BBO3a JUIsl LIeJ€H, yKa3aHHbIX B IyHKTe 5 dactu | cratbu 50 Hactosimero denepalbHOrO 3aKoHa, a
TaKke 00pa3IoB JIEKAPCTBEHHBIX MPEMAPaTOB Ui BETEPUHAPHOTO MPUMEHEHUS, IPETHA3HAYECHHBIX /IS
MIPOBEJIEHUSI SKCIEPTU3bl JIEKAPCTBEHHBIX CPEACTB B LEJISAX OCYIIECTBICHHUS TOCYAapCTBEHHON
perucTpalyy JeKapCTBEHHBIX MPEnapaToB JJs BETEPUHAPHOTO MPUMEHEHHS WM BHECEHUS! U3MEHEHHM
B PErMCTPALIMOHHOE JOChE HA JIEKApCTBEHHBIN MIpernapar Al BETEPUHAPHOTO IPUMEHEHHUS.

Cratba 53. Npopaxa, nepenaya nekapcTBeHHbIX CPeACTB OpraHM3aumMsaMm onToBOM
TOProBIM NeKapCTBEHHbIMU CpeacTBaMm

1. Oprann3anuu onTOBOI TOPTOBJIH JIEKAPCTBEHHBIMH CPEIICTBAMH MOTYT OCYIIECTBIISATE TPOJIAXKY
JIEKapCTBEHHBIX CPEJCTB WJIM IEpelaBaTh WX B YCTAHOBJICHHOM 3aKOHOJATENbCTBOM Poccuiickoit
denepanun nmopsake (3a UCKIIOYEHUEM (hapMalleBTUUECKON CyOCTaHIIMH CIIUPTa 3TUIIOBOTO (ITaHOJA) C
y4eToM TpeOOoBaHM 4acTH 3 HACTOAIICH CTaThU:

(B pen. @enepanbHbix 3aKk0HOB 0T 27.12.2019 N 481-P3, ot 04.08.2023 N 428-P3)
1) nipyruM opraHu3ausaM ONTOBOM TOPTOBIIN JIEKAPCTBEHHBIMHU CPE/ICTBAMM,
2) IpOU3BOTUTEISM JICKAPCTBEHHBIX CPEJICTB IS TIeJIei MPON3BOICTBA JIGKAPCTBEHHBIX CPEJICTB;

3) AlITCYHBIM OpraHu3anusaM U BETCPUHAPHBIM alITCYHBIM OPraHU3alusaM;

4) HAayYHbIM OpraHu3alusaM JJIsd HaquO—HCCHCILOBaTCHLCKOﬁ pa6OTLI;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

5) HUHAUBHUAYAJIbHBIM MPCANPUHUMATCIAM, HWMCIOIIMM JIMIICH3UIO Ha (bapMaueBTquCKyro
ACATCIIbBHOCTDb UJIU JIMICH3HWIO HA MCIUIUHCKYIO ACATCIIbHOCTD,

6) MEIMUMHCKUM OpraHM3alusM, B TOM YHCJI€ CO3JaHHbIM U 3apETUCTPUPOBAHHBIM B
COOTBETCTBUM C  3aKOHOJATEJICTBOM MHOCTPAHHOIO rocyjaapcrsa - wieHa OpraHuzanuu
9KOHOMHYECKOTO COTPYIHUYECTBA U PA3BUTHS MHOCTPAHHBIM IOPUANYECKHUM JINLAM, HHIUBUIYaIbHBIM
IIPEANPUHUMATENSAM, SIBISIFOIIMMCS yYaCTHUKAMHU IIPOEKTa B COOTBETCTBUU ¢ DenepanbHbIM 3aKOHOM OT
29 urons 2015 roga N 160-®3 "O mexayHapOAHOM MEIUIIMHCKOM KJIacTepe U BHECEHUU MU3MEHEHHMH B
OTJIEJIbHBIE 3aKOHOIATENIbHbIE aKThl Poccuiickoit denepauun’, 1 BETEpUHAPHBIM OpraHU3aLUsaM;

(B pen. @enepanbHbIX 3aKOHOB OT 26.07.2019 N 240-P3, ot 04.08.2023 N 428-D3)

7) opraHM3anmUsAM W WHAWBUIYAIBHBIM TIPEANPHHUMATEINSIM, OCYIIECTBISIONIMM pa3BeCHNE,
BBIPALIIIBAHUE U COJCp)KaHHE >KUBOTHBIX (32 MCKIIOYEHHEM TMPOAAXH MM (HapMaleBTHUECKUX
CyOCTaHIIMI UM UX TIepeaayn).

(n. 7 B pen. @enepanbHoro 3akoHa ot 02.08.2019 N 297-03)

2. OpraHuzanuu ONTOBOM TOPIrOBJIM JIEKAPCTBEHHBIMH CPEJCTBAMHU HE BIPABE OCYIIECTBIATH
npoaaxy (mepemadyy B YCTAHOBJIEHHOM 3aKOHOJATENbCTBOM Poccuiickoit @Dexepanuu MOpsaKe)
(hapMareBTHUECKOM CyOCTaHIIMU CIIUPTA STUIIOBOTO (3TAHOA).

(dactp 2 B pen. DenepanbHoro 3akoHa ot 27.12.2019 N 481-D3)

Koncynprantllntoc: npumeuanue.

Y. 3 cr. 53 Ha tepputopusix AHP, JIHP, 3anopoxckoit o6nact, XepcoHCKOH 0071acTH MpUMEHSIETCs
¢ 01.09.2024 (D3 ot 04.08.2023 N 428-D3).

3. Opranu3zanuu ONTOBOM TOPTOBIIM JIEKAPCTBEHHBIMU CPEJCTBAMU MOTYT OCYIIECTBIIATh MPOIAXY
(mepegady B yCTaHOBJICHHOM 3aKOHOJATelbcTBOM Poccuiickoit denepannu mopsjake) JIeKapcTBEHHOTO
rnpemnapara JJisi MEIULMHCKOTO MPUMEHEHUS C MEKIYHApOAHBIM HEMATEHTOBAHHBIM HAaHMMEHOBAHUEM
"Oranon":

1) ropuauyecKkuM JUIaM, UMEIOIUM JIMIIEH3WI0 Ha (apMalleBTUUECKYI0 NIeITeIbHOCTh B cdepe
oOpallleHus JIEKapCTBEHHBIX CPEJCTB AJISl MEAULIMHCKOTO IPUMEHEHUS;

2) HUHAWBUAYAJIBHBIM MPpCANpUHUMATCIAM, HWMCIOIIUM JIMICH3UIO Ha (I)apMaI_[eBTI/ILICCKYIO
ACATCIIBHOCTD B C(I)epe 06paH_ICHI/I}I JICKApCTBCHHBIX CPCACTB JJIsI MCAUITMHCKOI'O IPUMCHCHU A,

3) HHIAWBUYAJIbHBIM IIPECANTPUHUMATCIIAM, UMCIOIIUM JIMICH3UIO HA MCIUITMHCKYIO ACATCIIBHOCTD,
4) IOPUINYCCKUM JTUIaM, UMCIOIHUM JIMLCH3WIO HAa MCANIUHCKYIO ACATCIBbHOCTD,

5) MHOCTPAHHBIM IOPUIUYECKUM JIMIAM U WHAUBUAYAIBHBIM MPEANPUHUMATENSIM, CO3JJaHHBIM U
3apEeruCTPUPOBAHHBIM B COOTBETCTBHMM C 3aKOHOJATEIILCTBOM HHOCTPAHHOIO TOCYJapCTBa - 4Yj€Ha
Opranuzanuy SKOHOMUYECKOTO COTPYAHUYECTBA M PA3BUTHS, SBISIOIIMMCS YYAaCTHUKAMHU MPOEKTA B
cootBercTBUU ¢ DenepanbHbiM 3akoHOM OT 29 wuioHs 2015 roga N 160-O3 "O mexayHaApOIHOM
MEIMIIMHCKOM KJIACTEPE W BHECEHUM HM3MEHEHUN B OTIECIbHBIC 3aKOHOJATENIbHBbIE aKThl Poccuiickon
Oenepanun";
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

6) HCTBITATENBHBIM JTA0OpaTOPUSAM (LIEHTPaM), MPOBOISIINM HCHBITAHUS B OOJNACTH KOHTPOJIS
KayecTBa JIEKAPCTBEHHBIX CPEACTB, AKKPEIUTOBAHHBIM B COOTBETCTBHM C 3aKOHOJATEIHCTBOM
Poccuiickoit @denepaiiuu 00 akKpeIUTALMKA B HAIIMOHAILHOM CUCTEME aKKPEIUTALIUH.

(uactp 3 BBeneHa denepanbHbiM 3aKoHOM 0T 04.08.2023 N 428-D3)

Cratbs 54. lpaBuna onToBOM TOProBJiv JIEKAPCTBEHHbLIMU cpeacTBaMu

1. OnroBas TOProBis JIEKapCTBEHHBIMH CpPEACTBAMHM OCYILECTBISETCS MPOU3BOAUTEISIMU
JIEKAPCTBEHHBIX CPEACTB M OpPraHU3aLMsAMU ONTOBOM TOPIOBIM JICKAPCTBEHHBIMU CPEACTBAMU II0
[IpaBHUIaM HaJJIeKalleld TUCTPUOBIOTOPCKON MPAKTUKH, YTBEPKACHHBIM EBpa3uiickoll 5KOHOMHUYECKOMH
KOMHCCHEN, W IpaBUJaM XPAHEHHs JIEKAPCTBEHHBIX CPEJCTB, YTBEPKICHHBIM YIIOJTHOMOYEHHBIM
(benepanbHbIM OPraHOM HCIIOJIHUTENBHON BIIACTH.

(uacts 1 B pen. ®enepansHoro 3akona ot 30.01.2024 N 1-D3)

2. OpraHuzanysi ONTOBOM TOPrOBIM JIEKAPCTBEHHBIMU CpEICTBaMU 00s3aHa CcoOIIONaTh
MpeAesibHbIe CPOKM OTTPY3KH 3aTpEeOOBAHHBIX ANTEUYHOM OpraHu3allMell JIEKapCTBEHHBIX MPENnapaToB
JUTSl METMIIMHCKOTO TPUMEHEHMsI U HE BIpPaBE OTKa3bIBaTh alTEUHON OpraHM3alluu, ¢ KOTOpOW y Hee
3aKJIIOYEH COOTBETCTBYIOIIMM IOTOBOP O TMOCTABKAaxX JICKAPCTBEHHBIX MPEMapaToB ISl MEIUIIMHCKOTO
MPUMEHEHHUS, B IOCTaBKE JIEKAPCTBEHHBIX MPENapaToB AJIsi MEIUIIMHCKOTO MPUMEHEHUS NpU HaJIUYUU
3aTpeOOBaHHBIX JIEKAPCTBEHHBIX MPENapaToB sl MEAUIIMHCKOTO MPUMEHEHHSI Y OPTaHU3aluKd ONTOBON
TOPTOBIM JIEKAPCTBEHHBIMU CpeAcTBamMu. [IpenenbHbIe CPOKM OTIpy3KH 3aTpeOOBAaHHBIX AaNTEYHON
OpraHu3aleil JEeKapCTBEHHBIX MPENapaToB i MEIUIMHCKOTO TNPUMEHEHHMS B 3aBUCHUMOCTH OT
paCIOJIOKEHUsI MeCTa OTTPY3KH JIEKapCTBEHHBIX TMpEnapaTtoB i MEIUIIMHCKOTO TPUMEHEHUS
YCTaHABJIMBAIOTCS YTIOJTHOMOUYEHHBIM (he/IepaIbHBIM OPTaHOM MCIIOJIHUTEITLHOM BIACTH.

(dactpb 2 BBenena denepanbHbIM 3aK0HOM OT 26.03.2022 N 64-D3)

CraTtba 55. MopsaaoK pO3HMYHOM TOProBJIN NNeKapCTBEHHbIMU NpenaparaMmu

1. Po3Hu4Hasi TOProBiisd JEKapCTBEHHBIMH IpenaparaMd B KOJIMYECTBAX, HEOOXOAUMBIX JUIS
BBINIOJTHEHUST BpauyeOHbIX ((erapAlepckinX) Ha3HAYeHWH WM Ha3HAUYeHUH CHEIMalMCTOB B 00acTu
BETEpUHAPUH,  OCYIIECTBJIAETCS  aNTEYHbIMU  OpraHU3alMsIMH, BETEPUHAPHBIMM  ANTEYHBIMHU
OpraHu3alMsIMM,  WHAMBUIAYaJIbHBIMH  TPEANPUHUMATENSAMH,  MMEIOLMMM  JIMIEH3HI0  Ha
(bapMaeBTUYECKYIO JeSITEeIbHOCTh, MEIUIMHCKUMU OpTaHU3alMsIMM, HMEIOUIUMH JIMIIEH3UI0 Ha
(bapMareBTHYECKYIO JEATEIBHOCTh, U UX 00OCOOJICHHBIMHU TMOAPA3CICHUSIMU, PACHOJIOKCHHBIMUA B
CEJIbCKMX HACEJIEHHBIX MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEUHbIE OpPraHU3allii, U BETEpUHAPHBIMU
OpraHMU3alsIMH, UMEIOIIMMHU JMIEH3UI0 Ha (apMalleBTUYECKYIO JIeATeNbHOCTh. Pa3periena posHuyHas
TOPTOBJIS TOJBKO JIEKAPCTBEHHBIMU IIpeNapaTaMy, 3aperucTpupoBaHHbIMU B Poccuiickoil ®Penepanuun
1100 B COOTBETCTBUHU C AKTaMH, COCTaBIAIOIMMH MpaBo Coro3a, WIM U3TOTOBJICHHBIMH ANTEYHBIMU
OpraHM3alysIMH, BETEPUHAPHBIMU anTEeYHbIMU OpraHu3alusIMHy, UHAVBUAYaJIbHBIMU
NPEINPUHIMATEISIMYA, HMEIOIUMH JIMIEH3UI0 Ha (apMaleBTUYECKYIO IesSTelIbHOCTh. Po3HMUYHAs
TOProBJI JIEKAPCTBEHHBIMU IpenapaTaMu OCYLIECTBIIIETCS [0 MpaBWIaM HaJUIekKallell anTeyHou
MPAKTUKHU, YTBEP>K/IEHHBIM YIIOJTHOMOYEHHBIM (pe/iepalibHbIM OPraHOM HCIIOJIHUTEIbHON BIACTH.

(B pen. denepanbHbix 3aK0HOB OT 25.11.2013 N 317-@3, ot 22.12.2014 N 429-®3, ot 30.01.2024 N
1-@3, ot 08.08.2024 N 323-D3)

1.1. Po3HuuHas TOPTroOBIs JEKApPCTBEHHBIMH MpenaparaMu Ui METUIIMHCKOTO MpUMEHEHUus (3a
HCKJIIOUCHHUEM JIEKAPCTBEHHBIX IMPENAPATOB, OTIYCKAEMBIX II0 PELENTY HA JEKAPCTBEHHBIA Ipernapar,
HApPKOTUYECKHUX JIEKAPCTBEHHBIX MPENapaToOB M INCUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB, a TAKKE
CIIUPTOCOIEPIKAIUX JICKAPCTBEHHBIX TPEnapaToB ¢ OOBEMHOM MIOJIEH ATHUIOBOTO CIUPTa CBBINIE 25
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

MPOLIEHTOB) MOXET OCYLIECTBIATHCA aNTEYHBIMU OPTaHU3ALMSIMH JTUCTAHIIMOHHBIM CIIOCOOOM.
Po3HuuHyl0  TOProBii0  JEKAPCTBEHHBIMU  IpenaparamMu s  MEIUUUHCKOTO  MPUMEHEHHS
JTUCTAHIIMOHHBIM CIIOCOOOM MOTYT OCYIIECTBISATh ANTEUHbIC OPTaHU3AIMH, UMCIOIIUE JHUICH3UIO Ha
(dapMameBTHYECKYI0 JACSITEIFHOCTh W COOTBETCTBYIOIIEE paspenicHue (emeparbHOro opraHa
WCTIOTHUTEIIBHOW BJIACTH, OCYHICCTBIISIONIEro (YHKIMA 1O KOHTPOIK H Hama30py B cdepe
3npaBooxpaHeHud. [lopsaok Bbemaum  pa3pemieHuss Ha OCYLIECTBICHUE PO3HUYHOW TOPrOBIU
JIEKapCTBEHHBIMU TpernapaTaMy AUCTAHIIMOHHBIM CIOCOO0M, TpeOOBaHMS K aNTEUHBIM OpPTraHU3ALMSIM,
KOTOPbI€ MOTYT OCYLIECTBJISITh TAKyH) TOPTOBIIO, U TOPSAJOK €€ OCYLIECTBJICHUS, a TAKXKe IMpaBuja
JIOCTAaBKM JIEKAPCTBEHHBIX IPENApaToB rpaxaaHaM ycraHaBiuBaroTcsa [IpaBurensctBom Poccuiickoin
Oeneparun. MaGOpManms 00 ormtadeHHBIX (OTIYIICHHBIX) U ITOJIYYCHHBIX JIEKAPCTBEHHBIX TperapaTrax
BHOCUTCS B CHCTEMYy MOHUTOPHMHTA JBWDIKEHHUS JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIIMHCKOTO
IIPUMEHEHHUS B MOPSAIKE, IPELYCMOTPEHHOM YacThi0 7 cTaThu 67 HacTosmero denepaibHOro 3aKOHA.
(uacts 1.1 BBenena ®@enepanbHbiM 3akoHOM OT 03.04.2020 N 105-D3)

2. Buapl anTeyHBIX OpraHu3alMid M [paBUiIa OTIYCKa JICKAPCTBEHHBIX MpENapaToB JUis
MEJIUIMHCKOTO TMPUMEHEHUS! aNTeYHBIMU OPTraHU3AlUSAMH, WHIUBHIYaJbHBIMU TPEANPUHUMATEISMHU,
UMEIOIIMMHU  JIIEH3UI0 Ha (apMaleBTHYECKYI0 JEeSATEIbHOCTh, a TakXKe TIpaBWiIa OTITyCKa
JICKApCTBEHHBIX MPEMapaToB Uil MEAUIIMHCKOTO MPUMEHEHHS MEIUIIMHCKAMHU OpTaHU3aIMsIMH,
UMCIOLIMMHU  JIMLIEH3WIO Ha  (apMaleBTHYECKYIO0  JESTENbHOCTb, M HUX  000COOJICHHBIMH
MOJIpa3AeICHUsIMH, PACIIONIOKEHHBIMH B CEJILCKUX HACEJIEHHBIX ITYHKTaX, B KOTOPBIX OTCYTCTBYIOT
anTe4YHblCe OPraHU3allUH, YTBEPXKAAIOTCSA YHOJIHOMOYEHHBIM (eiepabHbIM OpPraHOM HCHOJIHHUTEIbHOM
BJIACTH.

(B pen. ®enepanbHbix 3aKk0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-P3)

3. IIpaBuia oTmycKa HApKOTUYECKUX CPEACTB U IICUXOTPOIHBIX BEIIECTB, 3aPETUCTPUPOBAHHBIX B
Ka4eCTBE JIEKaPCTBCHHBIX IPENapaToB, JEKAPCTBEHHBIX IPENapaToB, COJCPIKAMINX HAPKOTUYECKHUE
CPEICTBa W TICHUXOTPOITHBIE BEUIECTBA, YTBEPXKAAIOTCS YIOJHOMOYEHHBIM (eaepalbHbBIM OpraHOM
UCTIOJHUTENIBHOM BJIACTH IO COTJIACOBAHMIO C (pelepajbHBIM OpPraHOM HCIIOJHUTEIBHON BJACTH,
YIIOJIHOMOYEHHBIM B chepe BHYTPEHHHX JICI.

(B pen. ®exnepanbHoro 3akona ot 03.07.2016 N 305-03)

4. JlexapCTBEeHHBIE Ipenaparsl Uil BETEPUHAPHOTO IPUMEHEHMsI MOMJIEkKAT OTIYCKY
BETCPHHAPHBIMU ANTEYHBIMU OPTraHU3alMSAMH, BETCPUHAPHBIMUA OPTaHU3AIMAMH, WHIUBHIYAIEHBIMH
NpEeINpUHUMATENSMY, HMEIOIMIMMHU JIMIEH3UI0 Ha (apMaleBTHUECKYl0 JesTelnbHOCTh. OTIyck
JICKapCTBEHHBIX TPErnapaTroB i BETEPUHAPHOTO NPUMEHEHHUS OCYIIECTBIISAETCS B COOTBETCTBUU C
npaBuJiaMn Ha):[ﬂexcameﬁ anTeyHo MMPAKTUKU JICKAPCTBCHHBIX MPCHapaToB MJIA BCTCPHUHAPHOI'O
MIPUMEHEHHUS, YTBEPKACHHBIMHU YIOJHOMOYEHHBIM (eiepabHbIM OPIraHOM HCIIOTHUTEIbHON BIACTH.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

5. llepeyeHb MEOUIIMHCKUX OpraHM3alMi, HMEIONIMX JIMIEH3UI0 Ha (QapMaleBTUYECKYIO
NeSTeNbHOCTh, U UX OOOCOOJEHHBIX MOJAPA3JCICHUN, PACMONIOKEHHBIX B CEJIbCKUX HACEIEHHBIX
MyHKTaX, B KOTOPBIX OTCYTCTBYIOT alTEYHbIE OpraHU3allid, a TaKKe IMepedYeHb JEKapCTBEHHBIX
MpemapaToB, MPOJaka KOTOPBIX MOXKET OCYIIECTBISIThCS YKa3aHHBIMH OpraHu3alusMA U HX
000COOJICHHBIMY  TTOAPA3/ICIICHUSIMK, YCTAHABIMBAIOTCS HCIIOJIHUTEIIBHBIMUH OpPraHaMH CyOBEKTOB
Poccuiickoit deneparum.

(B pen. denepanpHbix 3aKk0HOB OT 25.11.2013 N 317-@3, ot 03.04.2020 N _105-P3, ot 08.08.2024 N
232-®3, ot 08.08.2024 N 323-D3)

6. AnreuHble OpraHM3allM{, WHJIMBHUIYAJIbHbIE NPEANPUHUMATENH, HMMEIOIIME JIMLEH3UI0 Ha
(bapManeBTHYECKYI0  JeSITeIbHOCTh, O0sf3aHbl oOecrmeynBaTh yTBEepKIAeHHbIH [IpaBuTenbcTBOM
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Poccuiickoit ®enepannu 1 GOpMUPYEMBIil B YCTAHOBIEHHOM UM MOPSJIKE MUHUMAIBHBIN aCCOPTUMEHT
JIEKapCTBEHHBIX MPEnapaToB, HEOOXOIUMBIX Il OKa3aHUs MEIUIIUHCKON TTOMOIITH.
(dactsp 6 B pen. @enepanbHoro 3akoHa ot 25.11.2013 N 317-D3)

7. AnTe4yHble OpraHU3AIMHU, WHIWBHUAyaJIbHBIC MPEANPUHUMATENNH, HMEIONINE JIMIICH3UI0 Ha
(hapMaleBTHUECKYI0 JICSITCIIbHOCTh, HapsAy C JIEKapCTBEHHBIMH TIpenaparaMd HMMEIOT IPaBo
npuoOpeTaTh W TMPOJiaBaTh, B TOM YHKCJIC JUCTAHIIMOHHBIM CIIOCOOOM, MEIUITMHCKHE W3CIus,
Ne3uH(UIUPYIONIUE CPEACTBA, MPEAMETHl U CPEACTBA JHYHOM THTHUEHBI, MOCYAY JUISI MEAMIIMHCKHX
Leei, mpeAMeThl W CPeACTBA, MpEeAHA3HAUYCHHBIC A yXoJa 3a OOJBHBIMH, HOBOPOXXICHHBIMHU W
JETbMH, HE IOCTUTTLIMMHU BO3pacTa TPeX JIET, OUKOBYIO ONITHKY M CPEACTBA yXOJa 3a HEel, MUHEepaJIbHbIE
BOJIbI, TIPOJYKTHI JIEUEOHOTO, JETCKOTO M JUETUYECKOTO MUTAHHS, OMOJIOTHUYECKH aKTHUBHBIE T0OaBKH,
naphroMepHbIe 1 KOCMETHYECKUE CPEJICTBA, MEAWIIMHCKAE UM CAHUTAPHO-TIPOCBETUTEILHBIC TEUYaTHBIE
W3/IaHMs, PETHA3HAUYCHHBIE JJIS MTPOTaraHibl 3JJ0pOBOTO 00pasa KU3HHU.

(B pen. @enepanbHbix 3ak0HOB OT 27.07.2010 N_192-®3, ot 25.11.2013 N 317-®3, ot 03.04.2020 N
105-®3)

8. llestenbHOCTh anTeuHbIX opraHu3auuil Boopyxennbix Cui Poccuiickoit @enepanuu, Apyrux
BOMCK, BOMHCKHX (POPMUPOBAHUI U OPraHOB, B KOTOPBIX 3aKOHO/aTenbcTBOM Poccuiickoit denepannn
MIPEyCMOTPEHO MPOXOXKIACHUE BOEHHOM CIy:kObl uiu (enepaabHOW TOCyAapCTBEHHOW CITYKOBI,
CBS3aHHOM C IPaBOOXPAHUTEIIBHOM ESITEIBHOCTBIO, PErVIAMEHTUPYETCsl HacToAmuMm PDenepaibHbIM
3aKOHOM U YTBEP)KJICHHBIMH COOTBETCTBYIOIIMMHU (hefiepalbHbIMU OpraHaMH HCIIOJHUTEIbHON BIACTH
nojoxkeHuAMU. KoHTposib 3a coOnroieHMeM YKa3aHHBIMU aNTeYHbIMH OpPTraHU3alUsMH TOJ0XXKEHUH
Hacrosero denepaabHOr0 3aKOHa OCYIIECTBISIETCS COOTBETCTBYIOIIMMHU (hefepaibHbIMU OpraHaMu
HCIIOJTHUTEIBHON BIIACTH.

(B pen. ®enepanbHoro 3akona ot 13.07.2015 N 262-03)

9. Yrparuiu cuiy ¢ 1 ssuBapst 2021 roga. - ®eaepanbhsiii 3akoH ot 03.04.2020 N 105-D3.

KoncynprantlIntoc: npumeyanue.
C 01.03.2026 cT. 55.1 yrpauuaet cuy (@3 ot 20.10.2022 N 405-D3).

Cratba 55.1. lNMopsagok ocywecTBNeHUss PO3HUYHOU TOProBSIN JIeKapCTBEHHbLIMU
npenapatamMm AnNA MeAULUHCKOro MpPUMEHEeHUsl, OTNyCKaeMbiMW MO peuenty Ha
NeKapCTBEHHbIN Npenapart, AUCTaHLUUOHHbIM CNOCOOOM

(BBeneHna ®PenepanbHbiM 3akoHOM OT 20.10.2022 N 405-D3)

1. B nepuon ¢ 1 mapra 2023 roma no 1 mapra 2026 roma B ropoje ¢enepanbHOro 3HaYCHUS
Mockse, B benropoackoit m MoCKoOBCKOW o00yacTax (fajiee B HACTOSIIIEH CTaThe - CYOBEKTHI
Poccuiickoit ®enepanuu) MpeaycMaTpUBAeTCs TMPOBEJACHHWE OKCIIEPUMEHTAa IO  OCYIIECTBICHHIO
PO3HUYHOI TOPTOBIH JIEKAPCTBEHHBIMU MIpEmapaTamMu JIJIsl MEIULIWHCKOTO TPUMEHEHHSI, OTITYCKaeMbIMH
0 PENENnTy Ha JIEKApCTBEHHBIN Ipernapar, JUCTAHIIMOHHBIM CIIOCOO0M (J1anee - SKCIIEPUMEHT).

2. B pamMkax sKCIEepMMEHTa €ro y4acTHUKU BIIpaBe AMCTAHLMOHHBIM CIOCOOOM OCYIIECTBISATH
PO3HUYHYIO  TOPrOBJIIO  JIGKAPCTBEHHBIMU  IpenaparaMud JUIsi  MEAULMHCKOIO  MPUMEHEHMS,
OTIyCKAaeMBbIMH 10 PELENTy Ha JEKapCTBEHHBIN mpemnapar (B TOM yucie copMHUpOBaHHOMY B (Gopme
ANEKTPOHHOTO JOKYMEHTa B JMYHOM KaOWMHETe TpakJaHWHA Ha €IUHOM IMopTaje u (WiM) Ha
PETrMOHANBHBIX MOpPTAlaX IOCYJApCTBEHHBIX M MYHHUIMIIAJIBHBIX YCIYT) U BKIIOUYEHHBIMU B IIEpEUYEHb
JICKApCTBEHHBIX IMpPErnaparoB M (papMakoTepaneBTHYECKUX TPYMI JIEKAPCTBEHHBIX IpEnapaTos,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

pa3pellleHHbIX K pealn3allid B paMKax »dSKCIEPUMEHTA, YTBEPKICHHBIA  YIOJIHOMOYEHHBIM
¢benepanbHBIM OPraHOM HCIIOJIHUTENIBHOW BJAcTH (32 MCKIIOYEHHEM JICKApCTBEHHBIX IPENaparos,
CoJIepKalluX HapKOTHMUECKHUE CPEACTBA, IICUXOTPOIIHBIE BEIIECTBA U MX MPEKYPCOPHI, JIEKAPCTBEHHBIX
MPEeTrapaToB, COAEPKAIMMX CHIFHOJEHCTBYIOIINE BEIIECTBA, paaropapMaleBTHUECKUX JEKaPCTBEHHBIX
MpernapaToB, HWMMYHOOMOJOTHYECKHX JIEKAPCTBEHHBIX IpernapaTtoB, a Takke JEeKapCTBEHHBIX
IIPENapaToB, Il KOTOPBIX B COOTBETCTBMM C MHCTPYKUHMEH II0 NPUMEHEHHUIO JIEKaPCTBEHHOI'O
IpernapaTa YCTAHOBJIEH TEMIIEPATypHBI peXuM XpaHeHuss Huwxke 15 rpanycoB llenbcus,
CIHUPTOCOJEPXKAIUX JIEKAPCTBEHHBIX IpenapaToB ¢ 00bEMHOW JI0JI€ll ATUIOBOTO CHHMpTa CBBIIIE 25
IIPOLIEHTOB U JIEKAPCTBEHHBIX MPENapaToB, U3FOTOBJICHHBIX allTEYHBIMU OpraHuzauusmu). Kpurtepuu
BKJIIOUEHHUSl JIEKApPCTBEHHBIX IHIpernaparoB U (apMaKoTEepaneBTUUECKUX TPYII JIEKapCTBEHHBIX
IpenapaToB B YyKa3aHHbIM IepedeHb ycTraHaBiuBarorcs IlpaBurensctBoM Poccuiickoit denepanum.
[losnoxeHHUs HACTOAILIEH CTAThU HE PACIPOCTPAHSIOTCS HA JICKAPCTBEHHBIE IMPENApaThl, OTIIyCKacMble
OecIulaTHO WM CO CKHJAKOM TpakJaHaM, HMEIOLIUM IpaBo Ha oOecreueHHe JeKapCTBEHHBIMU
npernapatamMu 3a C4YeT CpEICTB OIOKETHBIX ACCUTHOBaHMN (elepanibHOro Orokera M OHOJKETOB
cyobekToB Poccuiickoit deaepanmu.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. YyacTHUKaMu DKCHEpUMEHTa SIBJISIIOTCS  YINOJHOMOYEHHBIH  (QenepalibHbIl  opraH
UCIIOJIHUTEJIBHOM BJIACTH, YIIOJHOMOYEHHbBIE HCIOJHUTENIbHBIE OpraHbl CyOBbekTOB Poccuiickoit
denepanyuy, MEAULMHCKIE OpPraHU3alliy U alTe4YHble OpraHU3aluU, COOTBETCTBYIOIINE TPEOOBAHUIM,
YCTaHOBJIEHHBIM B COOTBETCTBHHM C 4aCThIO 4 HACTOSIIEH CTAaThH.

(B pen. @enepanbHoro 3akona ot 08.08.2024 N 232-03)

4. [losnoxkeHHE O TOPSAAKE MPOBEACHUS SKCIIEPUMEHTa, B TOM 4Hciie TPEOOBaHUS K MEIULIUHCKUM
OpraHu3alMsIM M anTe4YHbIM OpraHU3alMsM, SBISIOMIMMCS YYaCTHUKAMH JKCIIEPUMEHTA, IOPSAO0K
OCYLIECTBJICHUSI PO3HMYHOM TOPrOBJIM JICKAPCTBEHHBIMU IIpenaparaMH JUlsl  MEIULUHCKOIO
NIPUMEHEHMs, OTITyCKAaeMbIMHU IO peLeNnTy Ha JEeKapCTBEHHBIM Mpemnapar, AUCTAHLMOHHBIM CIIOCOOOM,
TpeOOBaHUS K JOCTaBKE TAKUX JIGKAPCTBEHHBIX MPENapaToB IpaxkJaHaM, MpaBUia BbLIAYM Pa3peIieHus
Ha OCYIIECTBICHHE PO3HUYHOM TOPrOBJIM JIEKAPCTBEHHBIMM IIpernapaTaMy Uil MEIULMHCKOTO
MIPUMEHEHHUS, OTIYCKaeMbIMU 10 PELENTy Ha JIEKapCTBEHHBIM Ipernapar, AUCTAaHIMOHHBIM CIOCOOOM,
yTBepkaaercs [lpaBurensctBoM Poccuiickoit denepanuu. TpeGoBaHUs K anTeYHbIM OpPraHU3ALMSIM,
SBJIIOIIMMCS YYAaCTHUKAMU SKCIEPUMEHTA, HE MOTYT OBbITh HM)KE TpeOOBaHUH, YCTAaHOBJIEHHBIX K
anTEeYHbIM OpPraHU3alusIM B COOTBETCTBUM € 4acTbio 1.1 craTeu 55 Hacrosmero denepanbHOro 3aKOHa.

5. YnonHoMoueHHBbIH (esiepaibHbIi OpraH UCTIOJIHUTEILHON BIACTH:

1) ocyuecTBisieT METOAMYECKOE COINPOBOXACHUE OSKCIIEPUMEHTA, BKIIOYAs METOAMUYECKOE
COTIPOBOXKICHHE IEITEIbHOCTH MEIUIIMHCKUX OpTraHU3alluil U anTeYHBIX OpraHU3alni, YIaCTBYIOIINX B
AKCTIEPUMEHTE, 1O O(GOPMIICHUIO, WCIOIB30BAHUI0 W XPAHCHHUIO PEIENTOB Ha JICKAPCTBEHHBIN
mpenapar, B TOM uucie chopMUpOBaHHBIX B POPME IJEKTPOHHBIX JOKYMEHTOB;

2) npencraBnser B IIpaButenbctBo Poccuiickoit ®enepanuu MpenBapuUTENbHBIN (B MepUOJ
IIPOBEACHUS SKCIIEPUMEHTa, HO HE IO3JHEE 4YeM 3a JBa Mecsla 10 MCTCUYECHHs CpOKa IIPOBEACHUS
9KCIIEPUMEHTA) U UTOTOBBIA (II0 OKOHYAHMM SKCIIEPUMEHTA, HO HE IO3JHEE 4YeM dYepe3 JiBa Mecdla
[ocjie MCTEYEHHs] CpOKa IMPOBEJIEHUS OSKCIEpUMEHTa) JMAOKIaAbl O pe3yibTaTax IpPOBEIEHUs
SKCIIEPUMEHTAa U TPEUIOKEHHsT O BHECEHHMM W3MEHEHHH B 3aKOHOAATEIbCTBO 00 oOpalieHun
JIEKapCTBEHHBIX CPENICTB.

6. YI0JIHOMOYEHHBIN HCIIONHUTEIbHBIN oprad cyOobekTa Poccuiickoit @enepanuu:
(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

1) BIIpaB€ YCTAHOBUTD 0COOEHHOCTH IMPOBCACHUS SKCIICPUMCHTA,

2) yTBepKIaeT MOPSJIOK OTOOpa METUIIMHCKUX OpraHM3allMii M anTeYHbIX OpraHu3alui JUis
ydacTusi B DKCIEPUMEHTE, a TaKKE MPOBOJUT TAKOM OTOOP M yTBEP)KIAECT NEPEYEHb MEAMIIMHCKHUX
OpraHM3aliil U epeueHb alTeUHbIX OPraHU3aliii, COOTBETCTBYIOIIUX TPEOOBAHUSM, YCTAHOBICHHBIM B
COOTBETCTBUU C YACTHIO 4 HACTOSLIEH CTaThH, U SIBJISIOIINXCS YYaCTHUKAMU YKCIIEPUMEHTA;

3) ocylecTBIS€T MOHUTOPHUHI IPOBEACHUS SKCIEPUMEHTa U INPEACTaBJIAET €ro pe3yibTaThl B
YIOJIHOMOYEHHBIN (eiepalibHbli OpraH UCIOJHUTEIbHOM BIACTH;

4) oOecrnieunBaeT WHGOPMAIMOHHO-TEXHUYECKOE OOecledeHne MPOBEJICHHUsS SKCIECPUMEHTa
MOCPEJICTBOM  HCIIONB30BaHUA  TOCYAAPCTBEHHOW  HMH(POPMAIMOHHOW  cHCTEMBI B cdepe
31paBooxpaHeHus cyorekTa Poccuiickoit denepanun u (Wn) MEIUITMTHCKUX HTHPOPMAIIMOHHBIX CHCTEM
MEJMIMHCKUX OPTraHM3alui, SBISIOMMXCA YYaCTHUKAMHM SKCIEPHUMEHTa, W HMX B3aUMOJEUCTBUS C
€/IMHON TOCYJapCTBEHHOM HH(OPMAIIMOHHON CUCTEMOH B chepe 3paBOOXpaHEHMSL.

7. MeaMIIMHCKAE OpraHU3allMd W AaNnTEeYHbIe OPraHu3alMy BIPABE OTKA3aTbCA OT Y4YacTus B
SKCIIEPUMEHTE, MOJaB B YIIOJIHOMOUYEHHBIA HCTIOMHUTEIbHBIA Oopran cyobekTa Poccuiickoit denepanuun
COOTBETCTBYIOIIIEE OOpalieHne B MICbMEHHON GopMme.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

8. AnrTeudrie opraHu3alru, SABJIAIOIIHUECA YYaCTHUKaMM JKCIICPHUMCEHTA, 00s13aHEI IIpru MMpoJgaxKe
JMCTAHIIMOHHBIM ~ CIIOCOOOM  JICKQPCTBEHHOTO  TIpenapara JUlsi  MEIUIIMHCKOTO — TPUMEHEHUS,
OTITyCKaeMOT0 0 PELENTy Ha JICKapCTBEHHBIH Mpernapar, 00eCreunTh MPU OCYIIECTBICHUH JOCTaBKH
UIACHTU(PHUKAINIO JIMYHOCTH TpaKJaHWHA, MOJYYaIOIIero TaKOW JIEKapCTBEHHBIN MpemapaT, B IEsIX
YCTAHOBJICHUA COOTBCTCTBUA €TI0 JIMYHOCTH M JiMIA, YKa3aHHOro B PpCHOCITC Ha JIeKapCTBeHHbe/i
npenapar (€ro 3aKOHHOTO TPEJICTABHUTENs), JMOO JIMIA, YHMOJIHOMOUYEHHOTO JIUIIOM, YKa3aHHBIM B
pelente Ha JIGKapCTBEHHBIM Tpemapar (ero 3aKOHHBIM MPEJACTAaBUTENIEM), Ha IOJIy4YeHHUe
JICKApCTBEHHOTO Iperapara (fajee B HACTOAIICH CTaThe - JIMIIO, YKa3aHHOE B perente (3aKOHHBIN
MPEJCTaBUTEIIb, YIIOTHOMOUYEHHOE JTUIIO).

9. JIumo, oOCyLIECTBIAIONIEE [JOCTAaBKy JIEKapCTBEHHOIO Ipenapara Juisi MEIUIMHCKOrO
NPUMEHEHHS, OTIIyCKaeMOro IO pelenTy Ha JEKapCTBEHHBIM Ipemapar, o0s3aHO MoTpedoBaTh y
rpaXKJIaHWHA, IOJyYalolero TaKoOM  JIEKapCTBEHHBIM  mpemapar, MpeabsBUTh  JOKYMEHT,
YAOCTOBEPSAIOIIUN €ro JUYHOCTb, ISl UACHTU(UKALIMYA JTUYHOCTH 3TOTO T'pa)k/IaHWHA U yCTaHOBJICHUS
COOTBETCTBUSl €ro JMYHOCTH U JIMIA, YKAa3aHHOIO B pelenTe (3aKOHHOTO MpeICTaBUTENs,
YIOJHOMOYEHHOTO NuIa). B ciyuyae BbIABIEHUS HECOBMAAEHUS JTUYHOCTH TPaKJaHMHA, MOTYYaOIIEro
JEKapCTBEHHBI Mpenapar, M JIMLIA, YKAa3aHHOIO B  peuente (3aKOHHOIO  IpeICTaBUTEINS,
YIOJIHOMOYEHHOIO JHIla), a TaKXe B Cllydae OTKa3a IpaXJaHWHA, IOJIyYalOLEro JIEKapCTBEHHBIN
Ipenapart, IpeabsiBUTh JOKYMEHT, yI0CTOBEPSIOLIUI €ro JUYHOCTb, JIUI0, OCYIIECTBISIONIEE JOCTABKY
JIEKapCTBEHHOI'0 Tpernapara i MEIUIUHCKOTO TPUMEHEHHs, OTIyCKaeMoro II0 pelenty Ha
JIEKapCTBEHHBIN IMpernapaT, oO0sf3aHO BEpPHYTh TaKOM JIEKQpCTBEHHBIM TMpernapar B aNTEYHYIO
OpTraHM3AIIHIO.

10. ToxnrBepkaeHueMm (axkra nepeaayd JEKapCTBEHHOrO MpemnapaTta Ui MEIUIIMHCKOTO
IIPUMEHEHHUs, OTIIyCKaeMOro 10 PELENTy Ha JIEKAPCTBEHHBIN IIpernapar, JIMIY, YKa3aHHOMY B PELenTe
(3aKOHHOMY MpPEICTAaBUTENIO, YIIOJHOMOUYEHHOMY JIMILY), SIBJISIFOTCSI KaCCOBBIM Y€K M MOJIHUCH JIMLIA,
ITOJIyYMBILIErO TAKOM JIEKAPCTBEHHBIN Ipenapar, Ha JOKYMEHTE O MOJIy4YEHHUH TaKOro JICKAPCTBEHHOTO
npernapata no Gopme, yTBEpkKAaeMOH YIOIHOMOYEHHBIM (peepaqbHBIM OPraHOM MCIOJHUTEIHHON
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Bractu. [locnme mepenaum JieKapcTBEHHOIO IpemnapaTa JMIly, yKa3aHHOMY B pelente (3aKOHHOMY
MIPEICTAaBUTENIO, YIOJHOMOYEHHOMY JIMIy), 3TOT JOKYMEHT IMEpEAAacTCs JMIOM, OCYIIECTBUBIIUM
JIOCTAaBKYy TaKOIr'0 JIEKAPCTBEHHOI'O Ipernapara, B aNTEUYHYI OPraHM3alllio, OCYIIECTBUBLIYIO OTIIYCK
JIEKapCTBEHHOI'0 IpernapaTa. B ciiydyae BBISBICHMS NpU Nepefade JULy, YKa3aHHOMY B pelente
(3aKOHHOMY TPEJICTaBUTENI0, YIOJHOMOYEHHOMY JIMIly), JIEKAPCTBEHHOro Ipemnapata (HhakToB
MEXaHUYECKOTr0 MOBPEXICHHUS €ro MWIM €ro YHNaKOBKM TaKOW JIEKapCTBEHHBIM IIpernapar JIUIOoM,
yKa3aHHBIM B peLenTe (3aKOHHBIM MpeACTaBUTENEM, YIOJIHOMOYEHHBIM JIMIIOM), HE NPUHUMAETCs U
BO3Bpalaercs 0e3 ero OIulaThl JIMIYy, OCYIIECTBHUBIIEMY JIOCTAaBKY JIEKaPCTBEHHOIO IpernapaTta
o0ecTeunBaroIIeMy €ro BO3BpaT B aITEUHYIO OPraHU3aIHIo.

11. 3a napymenus 3akoHogatensctBa Poccuiickoit denepanny, coBeplieHHbIE NMPU MTPOBEIEHUN
JKCIIEPUMEHTA, €ro YYaCTHUKA HECYyT OTBETCTBEHHOCTb, YCTAHOBJIEHHYI) 3aKOHOJATEIbCTBOM
Poccuiickoit denepariumu.

12. KoHTponp 3a WCIONHEHHWEM TpeOOBaHWM, CBS3aHHBIX C MPOBEJICHUEM SKCIEPUMEHTA,
OCYIIECTBIIsICTCS (peiepaIbHBIM OpPraHOM HCIIOJHUTEIBHON BIACTH, OCYILECTBISIOUIMM (YHKLIUHU MO
KOHTPOJIIO M HA/30py B chepe 3apaBOOXpaHEHHS, B MOPSAIKE, ycTaHOBIEHHOM DenepanbHbIM 3aKOHOM
or 31 umrons 2020 roga N 248-®3 "O rocyaapcTBEHHOM KOHTpOJe (HaA30pe) M MyHULUIAIbHOM
KoHTpoJie B Poccutickoit @enepanun.

CraTtba 56. UsrotoBneHue n OTNYCK NeKapCTBeHHbLIX npenapartoB

Koncynsrantllntoc: npumeuanue.
C 01.03.2025 B 4. 1 ct. 56 BHOCsiTcs m3MeHeHUs (P3 ot 30.12.2021 N 463-®3). Cm. Oyayuryto

PCAAKIINIO.

1. M3roToBieHHE JIEKAPCTBEHHBIX IPEIApaToB alnTEeYHbBIMH OPTaHU3AIUSIMH, BETCPUHAPHBIMU
anTeYHbIMH OpraHU3allMsSMH, HMMEIOMIMMH JHUICH3UI0 Ha (apMaleBTUYECKYIO JAESITeIbHOCTb,
OCYIIECTBIISIETCS MO pelenTaM Ha JIeKapCTBEHHBIE MperapaThl, MO TPeOOBAHUSIM MEIUIIUHCKUX
OpraHM3aIlii, BETCPUHAPHBIX OPraHU3alliii B COOTBETCTBHH C TPAaBHJIAMH W3TOTOBJICHHUS M OTITyCKa
JICKapCTBCHHBIX  IMPENaparoB, YTBEPKICHHBIMH  YIIOJIHOMOYCHHBIM  (DeliepadbHBIM  OpPraHOM
WCTIOJTHUTEIBHOM BIIACTH.

(B pen. deaepanbHoro 3akoHa ot 05.12.2022 N 502-D3)

2. Ilpu U3roTOBIEHUY JEKAPCTBEHHBIX MPENApaToOB allTEYHbIMU OpraHU3alUsAIMHU, BETEPUHAPHBIMU
anTeYHBIMH  OPraHU3ALMAMH, HUMEIOIUMH JIMIEH3MI0 Ha (apMaleBTHUECKYIO JEeSTEIbHOCTD,
WCTIOJNB3YIOTCSl JICKApCTBEHHbIE Tpemapathl U (M) (apmaneBTHdeckue CyOCTaHIUMH, BKIIOUEHHBIE
COOTBETCTBEHHO B I'OCYZapCTBEHHBIN PEECTP JIEKAPCTBEHHBIX CPEACTB ISl MEJULMHCKOIO IPUMEHEHMS,
rOCyIapCTBEHHBIN PEECTP JICKAPCTBEHHBIX CPEACTB AJI BETEPUHAPHOTO IIPUMEHEHUs, EJUHBIA PEECTP
3apEruCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3HiiCKOro 5KOHOMHUYECKOIO CO03a, €AUHBINA PEECTP
3apErMCTPUPOBAHHBIX BETEPUHAPHBIX JIEKAPCTBEHHBIX IIpenapaToB EBpa3uiicCKOro 3KOHOMHYECKOIO
COI3a B YCTAaHOBJIEHHOM mopsake. He nomyckaercs HM3roTOBIEHHE AaNTEUYHBIMU OpraHU3aLUsIMU,
BETEPUHAPHBIMU aNTEYHbIMU OPraHU3alMSIMH, HMEIOIMMHU JIMIEH3UI0 Ha (apMaleBTUYECKYIO
NeSITeNIbHOCTD, JIEKAPCTBEHHBIX IpENnapaToB, 3aperucTpupoBaHHbiX B Poccuiickoit ®enepanuu 11bo B
COOTBETCTBUM C aKTaMH, COCTaBIAIOMUMU NpaBo Corosa.

(B pen. deaepanbHbix 3akoHOB OT 05.12.2022 N 502-D3, ot 30.01.2024 N _1-D3)

3. MapKI/IpOBI(a JICKAPCTBCHHBIX IpeNapaToB, HW3IOTOBJICHHLIX aIlTCUHBIMU OpTraHHU3aAlUsIMU,
BCTCPUHAPHBIMH  alITCUHBIMU  OpraHu3alusaIMH, HWMCIOMIUMHU JIMIOCH3UIO Ha (I)apMaL[eBTI/I‘-IeCKyIO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

IeATeNIbHOCTh, U 0(OPMIICHHE TAKHUX IPENapaToB IOJDKHBI COOTBETCTBOBATH MPABUIIaM, YKAa3aHHBIM B
qacTH | HacToALIeH CTaThU.
(B pen. @enepanbHoro 3akona ot 05.12.2022 N 502-03)

4. AnreyHple OpPraHM3AINH, BETCPUHAPHBIC ANTCUHBIC OpPraHW3aIlMH, WMCIOIIWE JINIECH3UIO Ha
(hapMareBTHYECKYIO JISATSIIEHOCTh, HECYT OTBETCTBEHHOCTH 32 HECOOJTIOICHHUE TIPABHJI U3TOTOBJICHUS U
OTITyCKa JICKAPCTBEHHBIX IPENapaToB B COOTBETCTBUH C 3aKOHOAATEILCTBOM Poccuiickoit deneparuu.
(B pen. ®enepanbHoro 3akona ot 05.12.2022 N 502-03)

Cratba 57. 3anpeweHune npogaxu danbCcMPNUMPOBaHHbIX NeKapCTBEHHbIX
cpeacTtB, HeaobOpoKayeCTBEHHbIX  JIeKAPCTBEHHbIX CpPeacTB, KOHTpadaKTHbIX
fleKapCTBEHHbIX CpeaAcTB

[Ipomaxa  ¢danbcu(UIMPOBAHHBIX  JIEKAPCTBEHHBIX  CPEACTB,  HEJOOPOKauYeCTBEHHBIX
JIEKapCTBEHHBIX CPEJCTB, KOHTPA(PAKTHBIX JIGKAPCTBEHHBIX CPEJICTB 3aMpeIiaeTCs.

CraTtbAa 58. XpaHeHue nekapCTBEHHbIX CpeacTB

1. XpaHeHue IEKapCTBEHHBIX CPEACTB OCYLIECTBISACTCS IPOM3BOAUTEIISAMH JICKAPCTBEHHBIX
CPEICTB, OpraHM3alMSMH  ONTOBOM  TOPrOBIM  JIEKAPCTBEHHBIMH  CPEACTBAMH,  aNTCYHBIMU
OpraHu3aIUsIMH, BETEpUHAPHBIMU anTeYHbIMU OpraHu3alUsIMH, WH/IMBUTYaIbHBIMU
npeaAupruHUMaTCeIIM1, UMCIOIIIMMU JIMIICH3UIO Ha (l)apMaLIeBTI/I‘IeCKYIO JACATCIIbHOCTh WK JIMIICH3UIO Ha
MCAUIIUHCKYIO OCATCIbHOCTb, MCAWIMHCKHMU OpraHu3aluiaMH, BCTCPUHAPHBIMU OpraHu3aliusIMHu U
WHBIMH OpTaHMU3aIUsIMUA, OCYIICCTBIISIONIMMHU OOpallleHne JIEKapCTBEHHBIX CPEACTB. XpaHCHHUE
JIEKapCTBEHHBIX CPEJACTB JUIS BETEPHHAPHOTO IPUMEHEHHS OpPraHU3alMsAMH WM WHIUBHUIYaTbHBIMU
OpeANPUHUMATENSIMA B CIy4asX, €CIM OHM HCIOJB3YIOTCS HWCKIIOYHTENFHO TIPH Pa3BEICHUH,
BBIpAIIMBAaHUM, COACP)KAHUM U JICUCHUU KUBOTHBIX, MOXKET OCYLIECTBIATHCSA 0€3 MOydeHUs JTULEH3UU
Ha (papManeBTUIYECKYIO IEATEIbHOCTb.

(B pen. ®enepanbHoro 3akona ot 22.10.2014 N 313-03)

2. IlpaBwia XpaHEHMs JIEKapCTBEHHBIX CPEACTB  YTBEPKIAKOTCS  COOTBETCTBYIOIIHUM
YIOJIHOMOYEHHBIM (e/iepalibHbIM OPraHOM HCIIOJIHUTEIbHOMN BIIACTH.

3. XpaHeHHue HAPKOTUYECKUX JIEKAPCTBEHHBIX CPEACTB, MCUXOTPOIHBIX JIEKAPCTBEHHBIX CPEICTB,
paanodapMaleBTHUECKUX  JIGKAPCTBEHHBIX  CPEACTB  OCYLISCTBISAECTCS B COOTBETCTBHH  C
3aKoHoJaTeabcTBOM Poccuiickoit denepannu.

Cratba 58.1. peAMeTHO-KONMMYECTBEHHbLIA Y4YeT JleKapCTBEHHbIX CpeacTB AnA
MeAULMUHCKOro NnpuMeHeHus

(BBeneHa PenepanbHbIM 3aKOHOM OT 25.12.2012 N 262-D3)

1. He[gequL JICKAPCTBCHHBIX CpCACTB IJId MCIUUOWHCKOrO IMPUMCHCHUA, MOMJICKAIINUX
NpEeAMETHO-KOJIMYECTBEHHOMY YUCTY, YTBCPKIACTCA YIIOJHOMOYCHHBIM Q)eﬂepaJ'II)HBIM Oopranom
HCITOJIHUTEILHOMN BJIACTH.

2. IopsaoK BKJIFOYEHUS JIEKAPCTBEHHBIX CPEJCTB JUISI MEAMLIMHCKOTO MPUMEHEHHs B NEpedyeHb
JIEKapCTBEHHBIX CPEACTB JIJISl MEAULIMHCKOTO IPUMEHEHHUS, OIJIEKALIUX TPEAMETHO-KOJINYECTBEHHOMY
yuYeTy, YCTaHABJIMBACTCS YIIOJHOMOUYEHHBIM (eaepaTbHbIM OpPraHOM HCIIOJIHUTENBHOW BIACTH IO
COTJIACOBAaHUIO C (pemepanbHBIM OpPraHOM HWCIOJHHUTEIBHON BIIACTH, YIOJHOMOUYEHHBIM B cdepe
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

BHYTPEHHHX JIEJI.
(B pen. ®enepanbHoro 3akoHa ot 03.07.2016 N 305-D3)

3. IIpeaMeTHO-KOIMYECTBEHHBIN yUeT JIEKAPCTBEHHBIX CPEACTB Ul MEIMIIMHCKOTO MPUMEHEHUS
BEIYT IMPOW3BOANUTENN JIEKAPCTBEHHBIX CPEICTB, OpPraHW3aIlMHd ONTOBOH TOPTOBIM JIEKAPCTBEHHBIMHU
CpeACTBaMU, aNTEeYHbIE OPTaHW3alMU, WHAWBUIAYAIbHBIC TPEANPHHUMATEIN, UMEIOIINE JTUIICH3UI0 Ha
(bapManeBTHYECKYIO IESTENbHOCTh WM JIMIEH3UI0 HA MEAUIMHCKYIO JEATeNBHOCTh, U MEIUINHCKHE
OpraHM3alliM, OCYIICCTBISIOIIME OOpalleHHe JIEKApCTBEHHBIX CPEACTB Ui MEAWIIMHCKOTO
NPUMEHEHMS, IyTeM pPErHCTpalluu JIIOOBIX CBS3aHHBIX C HUX OOpalleHHeM OmNepaiuif, mpu KOTOPBIX
M3MEHSETCSA UX KOJIMYECTBO U (MITM) COCTOSIHUE, B CIICIIMATIBHBIX XKYypHAJIaxX ydeTa Onepauuii, CBI3aHHBIX
c oOpameHneM JIeKapCTBEHHBIX CPEACTB JJIS MEAMIMHCKOTO TPUMEHEHHUs (hajiee - CIelHatbHbIC
KYpHAJIbI).

4. llpaBuya perucTpanyu OINepaluii, CBI3aHHBIX C OOpaIIeHHWEM JIEKapCTBEHHBIX CPEICTB IJIs
MEIULUHCKOIO IIPUMEHEHUS, BKIIOYEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX CPEACTB JII MEIHULIMHCKOTO
IIPUMEHEHUs, [TOJIEKAUX [IPEIMETHO-KOJIMYECTBEHHOMY YUeTy, B CIELUAIbHBIX )KypHalaxX U [IpaBuia
BEJCHUS W XPaHEHHs CIHEIHAJIbHBIX KYPHAJIOB YTBEPKIAIOTCA YIOJIHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIOJHUTEIBHOM BIACTH.

5. KoHtponb 3a coOiroJieHHeM MpaBUI PETUCTpAIlMU OIEpalnid, CBSI3aHHBIX C OOpalieHueM
JIEKAPCTBEHHBIX CPEJACTB JJII MEIULMHCKOrO MPUMEHEHHUs, BKIFOUEHHBIX B IEPEUYEHb JIEKAPCTBEHHBIX
CPEeACTB il MEIULUMHCKOTO NPUMEHEHUS, NOAJeXallUX MPEeAMETHO-KOJIUYECTBEHHOMY YYeTy, B
CHeIHabHBIX JKypHalaX, a TakKe 3a COOJIF0JICHMEM MpaBUI BEJCHUS M XPaHEHHUS CHEIHMaTbHBIX
KYPHAJIOB BO3JIaracTcsi Ha YIOJTHOMOYCHHBIC (enepanbHble OpraHbl HCIOTHUTEIBHOW BIACTH U
WCIIOTHUTENIbHBIE OpraHbl CcyOBeKkToB Poccuiickoit denepanuu, OCYIIECTBISIONINE JIMIIEH3UPOBAHUE
MPOM3BOJICTBA  JIEKAPCTBEHHBIX CPENCTB, (PapMaleBTUUECKON JACSATENIBPHOCTH W MEIUIIMHCKOMN
NESATEIbHOCTH, U OCYIIECTBIIAETCS B paMKaX JIMIEH3MOHHOTO KOHTPOJIS.

(B pen. ®enepanbHoro 3akona ot 08.08.2024 N 232-03)

Mnaea 11. YHUHTOXEHUE NEKAPCTBEHHbIX CPEACTB
CraTtba 59. OcHOBaHMA U NOPAAOK YHUUTOXEHUS NIeKapCTBEHHbLIX CPeaAcTB

1. HenoGpokadecTBeHHbIE JIEKAPCTBEHHBIE CPENCTBa, (albCUUIMPOBAHHBIE JIEKAPCTBEHHbBIE
CpeACTBa TMOMJIEKAT W3BATUIO M3 OOpalIeHHs M YHUYTOXKEHUIO B [OPSAAKE, YCTAaHOBJICHHOM
[IpaButensctBoM Poccuiickoit @enepanuu. OCHOBaHUEM ISl YHUUTO)KEHUS JIEKAPCTBEHHBIX CPEICTB
SBJSIETCS.  pELIEHWE  BIAJENbLa  JICKAPCTBEHHBIX  CPEICTB,  PEIICHHE  COOTBETCTBYIOLIETO
YIOJHOMOYEHHOTO (eiepaibHOro OpraHa UCIOJHUTENBHOM BIACTH WK PELIeHUE cya.

(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

2. KoHtpadakxTHble JIeKapCTBEHHbIE CPEICTBA MOMAIEKAT UIBATUIO U3 00pAIleHHUsI U YHUUITOXKEHUIO
no pemieHuto cynaa. llopsAloKk  yHHUYTOXEHHMS  KOHTPa(aKTHBIX  JIGKAPCTBEHHBIX  CPEJCTB
ycranasinusaercs [IpasurensctBom Poccniickoit denepanun.

(B pen. ®enepanbHoro 3akona ot 22.12.2014 N 429-03)

3. Pacxompl, cCBSi3aHHbIE C YHHMYTOKEHHEM KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CpEICTB,
HEI00pOKAYECTBEHHBIX JIEKAPCTBEHHBIX CPEACTB, (haabCU(PUUUPOBAHHBIX JIEKAPCTBEHHBIX CPENCTB,

BO3MCIIAOTCA UX BJIaACIIBICM.

4, Brnanenen JICKApCTBCHHBIX CPCACTB HNOJDKCH MPCACTABUTL B YHOJ'IHOMO‘-IGHHLII\/'I q)eﬂepaHBHBIﬁ
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Oopran HWCHOJHUTEIBHON BJIACTH JAOKYMCHT HJIM 3aBCPCHHYHO B YCTAHOBJICHHOM HOPAJAKE €TI0 KOIINIO,
MOATBCPIKAAOIINC q)aKT YHHUYTOKCHHA JICKAPCTBCHHBIX CPCIACTB.

5. CoOTBETCTBYIOIIMK YIOJHOMOYEHHBIH (enepanbHblii OpraH HCIOJHUTENFHOW BJIACTH,
NPUHSBIIMKA penieHre 00 YHHUYTOKEHHUHU JIEKaPCTBEHHBIX CPEICTB, OCYIIECTBISET KOHTPOJIb 3a MX
YHUYTOKEHHUEM.

6. VYHUYTOXKEHHE JIEKAPCTBEHHBIX CPEICTB MPOU3BOAUTCA OpraHU3alUsSMH, HMEIOLIUMU
COOTBETCTBYIOIYIO JUIEH3UIO, Ha CIEUUaTbHO OOOPYJOBAHHBIX IUIOIIAIKAX, MOJUTOHAX H B
CHelHranbHO OOOPYJOBAaHHBIX TIOMEHICHHUSIX C COOMIoJeHHeM TpeOoBaHMT B 00JacTH OXpPaHbI
OKpY>KarollIeu Cpelibl B COOTBETCTBUH C 3aKOHO1aTeNIbcTBOM Poccuiickoit deneparum.

7. HapkoTuyeckue JEKapCTBEHHBIE CPEACTBA, TIICUXOTPOIIHBIE JIEKAPCTBEHHBIE CPEICTBA,
pamuodapMarieBTUIECKUE  JICKAPCTBEHHBIE  CPEACTBA  YHUYTOXAIOTCSI B COOTBETCTBHH  C
3aKoHoNaTenbcTBOM Poccuiickoit denepannu.

Mnasa 12. TOCYOAPCTBEHHOE PETYJINPOBAHUE LIEH
HA NNEKAPCTBEHHbBIE NMPEMAPATbI AJ1A MEANLUWHCKOIO NPUMEHEHWUA

CraTtbsa 60. locyaapcTBeHHOe perynuMpoBaHue LeH Ha NeKapCTBEeHHbIe npenaparbl
ANns MeAULMHCKOro NnpMMeHeHus

1. TocynapcTBeHHOE peryJMpoBaHHE II€H Ha JIEKAPCTBEHHBIE Ipenaparhl JUIsl METUIIMHCKOTO
MIPUMEHEHHS OCYIECTBIISICTCS TOCPEICTBOM:
(B pen. @enepanbHoro 3akona ot 26.03.2020 N 67-D3)

1) yrBepxnenus [IpaBurensctBoM Poccuiickoit denepanuu nepeyHs >KU3HEHHO HEOOXOIUMBIX U
BaXHEHIIMX JIEKAPCTBEHHBIX IPENapaToB, KOTOPbIA (OPMHUpYETCS U HE peXe OJHOrO0 pasza B IoOJ
IIEPECMATPUBAETCSI B YCTAHOBJIEHHOM MM IOPSAIKE HAa OCHOBE KOMIUIEKCHOM OLIEHKU JIEKapCTBEHHBIX
NpernaparoB, BKIOYas aHAIU3 CBEICHUH O CPaBHUTENBHOM KIMHMYECKOW HPPEKTUBHOCTH U
0€30MacHOCTH  JICKapCTBEHHOTO CPEJCTBA, OLCHKY OSKOHOMHYECKUX TIOCIEACTBUNA IMPUMEHEHHS
JIEKAPCTBEHHOI'0 CPEACTBA M M3YyYEHHE IONOJIHUTENBHBIX MOCIEACTBUN NPUMEHEHUS JICKAPCTBEHHOTO
CPENICTBa;

(B pen. deaepanbHbiX 3aKk0HOB 0T 22.12.2014 N 429-03, ot 13.07.2020 N 206-D3)

2) yTBEpXKAEHUS METOJIMKU pacueTa MpelesbHbIX OTIYCKHBIX I€H Mpou3BoauTeNeil Ha
JICKapCTBEHHbIE Tperaparbl, BKIIOYEHHbIE B MEPEUYEeHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHUIIMX
JICKapCTBEHHBIX MPEMNapaToB, a TAKXKE BHEAPCHHUS MEXaHU3MOB (POPMHPOBAHUS CUCTEMBI peepeHTHBIX
LCH;

(B pen. ®enepanbHbIX 3aKOHOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-D3)

3) TOCYHapCTBEHHOW DETHCTPAllMM MpPEJEIbHBIX OTHMYCKHBIX II€H NPOM3BOAWTENCH Ha
JIeKapCTBEHHbIC Npernaparbl, BKIIOYCHHBIE B MEpEUYeHb >XM3HEHHO HEOOXOIUMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MpEnapaToB;

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-03)

4) BeleHUs TOCYJIAapCTBEHHOIO peecTpa MpeAeNbHBIX OTIYCKHBIX I€H MpPOU3BOAMUTENEH Ha
JIEKapCTBEHHbIE IIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX IIPENAPATOB;
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

5) yTBEpXK/IEeHUSI METOJIMKH YCTAHOBJICHHUS MCIIOJIHUTEILHBIMU OpraHaMu cyObeKTOB Poccuiickoi
®denepanyu NpeesIbHBIX pa3MEepPOB ONTOBBIX HA0ABOK U MPeAeIbHBIX Pa3MEPOB PO3HUYHBIX HAI0aBOK
K (aKTUYECKUM OTITYCKHBIM I[€HaM, YCTaHOBJICHHBIM MPOU3BOJIUTEIISIMU JICKAPCTBEHHBIX IPENapaToB,
Ha JICKAPCTBEHHBIC IMpEMapaThl, BKIIOUYCHHBIC B TEPEUCHb >KH3HECHHO HEOOXOIUMBIX M BaKHEHIIIHX
JICKapCTBCHHBIX MPETIapaTOR;

(B pen. deaepanbHoro 3akoHa ot 08.08.2024 N 232-D3)

6) YCTaHOBJIEHUS NPEebHBIX pa3MEPOB ONTOBBIX HAI0aBOK U MPEJEIIbHBIX pa3MEPOB PO3HUUHBIX
Ha/10aBOK K (DaKTHUECKUM OTIIYCKHBIM II€HaM, YCTaHOBJIGHHBIM HPOM3BOJIUTENSIMH JIEKapCTBEHHBIX
IpernaparoB, Ha JEKAapCTBEHHbIC MpENapaThl, BKIIOUEHHBIE B MEPEYEHb >KU3HEHHO HEOOXOTUMBIX U
BAKHEWIIINX JICKAPCTBEHHBIX IIPENapaToB;

6.1) ompenenenus IlpaButensctBoM Poccuiickoit ®denepanuu mnopsaka HEeHOOOpa3OBaHUS Ha
HE3aperuCTPUPOBAHHBIE JIEKAPCTBEHHbIE IIpenaparbl Uil MEAMLMHCKOTO IMPUMEHEHHs, KOTOpble
BBe3eHbI B Poccuiickyro deaepanuio i okazaHUs MEAULIMHCKONW MOMOIIH 10 KU3HEHHBIM ITOKa3aHUSIM
KOHKPETHOIO0 MAallMEeHTa W MEXKAYHAapOJHbIE HENAaTEHTOBAHHBIE, WJINM TPYNIUPOBOYHBIE, WIN
XMMHAYECKHE HAaMMEHOBAHUS KOTOPBIX COAEPIKATCS B MEPEYHE KU3HEHHO HEOOXOAMMBIX M BaKHEUIIMX
JIEKapCTBEHHBIX NPENapaToB;

(. 6.1 BBenen denepanbubiM 3akoHOM OT 30.01.2024 N 1-D3)

7) yTBEepKACHHS TIOpsAJKA BBIIAYM MPEANUCAHUN HUCIOJHHUTEIBHBIM OpraHaM CyOBEKTOB
Poccuiickoit denepanuu 0 IpUBEACHUN B COOTBETCTBHUE € 3aKOHOAATeNnbCcTBOM Poccuiickont deneparuu
pemieHnid 00 YCTaHOBIEHUM IMPEAeTbHBIX pPa3MEpPOB OMNTOBBIX HAJ0ABOK W MpPENEIbHBIX pPa3MepoB
PO3HUYHBIX HAA0aBOK K (PAaKTUYECKHUM OTIYCKHBIM I[I€HAM, YCTAaHOBIICHHBIM IPOU3BOIUTEIISIMH
JICKapCTBEHHBIX IPENapaToB, Ha JICKAPCTBEHHBIE MpernapaThl, BKIOUYCHHBbIE B [EPEYEHb >KU3HEHHO
HEOOXOAMMBIX W BaXHEUIUX JIEKAPCTBEHHBIX NPEMapaToB, €CIM OHU TPHUHATHI C HAPYIICHHEM
3akoHojaTenbeTBa Poccuiickoit denepanuu, B MOpsake, ycTaHOBIeHHOM [IpaButenscTBoM Poccuiickoi
Odenepauny;

(B pen. ®enepanbHoro 3akoHa ot 08.08.2024 N 232-03)

8) HampaBieHUS YIOJIHOMOYEHHBIM (elepaJbHbIM OpPraHOM  HCIOJHUTEIBHOW  BIIACTH
HCIIOJIHUTENIbHBIM oOpraHaM cyOwbekToB Poccuiickoit ®denepauuy mnpennucaHuii O NpPHUBEIECHUU B
COOTBETCTBHE C 3aKOHOAATENbCTBOM Poccuiickoit @Penepanuv NOPUHATBIX € HAPYLICHHEM
3akoHojarenbcTBa Poccuiickoil denepanuu pemeHuil 00 yCTaHOBJIEHUM IPEAETIbHBIX pa3MepoB
ONTOBBIX HaJ0AaBOK M MpPEIENIbHBIX pa3MepOB PO3HUYHBIX HAJ0AaBOK K L€HAM Ha JIeKapCTBEHHbIE
npernaparsl, BKIIOYEHHBIE B IEPEYCHb >XU3HEHHO HEOOXOAMMBIX M BaXXHEHMIIMX JIEKapCTBEHHBIX
IIpenaparos;

(B pen. ®exnepanbHoro 3akona ot 08.08.2024 N 232-03)

9) ocymectBieHus (emeparbHOTO TOCYAApCTBEHHOrO Ham3opa B chepe oOpareHus
JIEKapCTBEHHBIX CPEACTB M PErHOHAIBHOIO TOCYAAPCTBEHHOTO KOHTPOJS 3a NMPUMEHEHHEM IIeH Ha
JIEKapCTBEHHbIE Mpenapartbl COOTBETCTBEHHO  YIMOJHOMOYEHHBIMH  (peepalbHBIMM  OpraHaAMH
WCTIOJTHUTENILHOM BJIACTH M MCTIOIHUTEIHHBIMU OpraHaMu cyOnekToB Poccuiickoit denepanuu coriacHO
MX KOMIIETEHLIMU B MOPSAKE, ycTaHOBIEHHOM [IpaBuTtenscTBoM Poccuiickoinn @enepanuu;

(B pen. ®enepanbHbIX 3aKOHOB OT 25.06.2012 N 93-D3, ot 08.08.2024 N 232-D3)

10) mnpuMeHeHus TNPeayCMOTPEHHBIX 3aKOHONATeNbCcTBOM Poccuiickoit denepauuu  mep
OTBETCTBEHHOCTU 3a HapylIEHHWE IIOpsKa LI€HOOOpa30BaHMs HA JIEKApCTBEHHbIE Ipenaparsl,
BKJIFOYEHHBIE B [IEPEUYEHb )KU3HEHHO HEOOXOUMBIX U BaKHEHINNX JEKapCTBEHHBIX MpenapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

2. B ycioBusix upe3BbIlYaiHOW CUTyallMu M (WIM) IPU BOZHUKHOBEHUHU YIPO3bl PACIPOCTPAHEHUS
3a00JsieBaHMs, MPEJCTABISIONIETO ONACHOCTh Al OKPY’KAIOIUX, a TaKKe B CIydae, €CIM B TEUCHUE
TpUALATH KaJeHIapHbIX JHeW nocne npuHsaTus [IpaBurensctBoM Poccuiickonn denepanuu pemeHus o
IIPOBEJICHUM MOHMTOPMHIA PO3HUYHBIX I[I€H Ha JIEKapCTBEHHBIE IpENapaThl, HE BKJIIOUYEHHBIE B
[ePEYCHb >KU3HEHHO HEOOXOIMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IpENnapaTtoB, Ha TEPPUTOPUAX
cyobekToB Poccuiickoil @enepanuu BBISBIEH POCT PO3HMYHBIX IIEH Ha yKa3aHHbIC JEKapCTBEHHbIE
npenaparsl Ha TpUALATh HpoleHToB U Oonee, [IpaBurensbctBo Poccuiickoit dexepanmu Brpase
YCTaHOBUTB IIPENIEIIbHBIE OTITYCKHBIC LIEHBI IIPOU3BOAUTEIICH HA YKa3aHHBIC JIEKAPCTBEHHBIE IIpENaparsl,
npeaenbHble  pa3Mephl ONTOBBIX HAA0AaBOK U TpeAeNbHBIE pa3Mephl PO3HUYHBIX HAT0aBOK K
(akTUYeCKUM OTIYCKHBIM II€HaM IIPOU3BOJUTENEH Ha YyKa3aHHbIE JIEKAPCTBEHHBIC IpernapaThl.
IlepeyeHp NeKapCTBEHHBIX MpPENapaToB, HE BKIIOYEHHBIX B IEPEUYEHb MKHU3HEHHO HEOOXOIUMBIX U
BAOXHEHUIIMX JIEKApPCTBEHHBIX IpernaparoB, W MOPAIOK ero (OpMHUPOBAHUS  ONPEIEIAIOTCS
IIpaBurensctBoM Pocculickoit denepanumn.

(uactsp 2 BBeneHa denepanbHpiM 3aK0HOM 0T 26.03.2020 N 67-D3)

3. B Teuenue neBsiHOCTA KaJeHAApHBIX JHEH co qHS yTBepxkaeHus [IpaButenbctBoM Poccuiickoit
denepanny nepeyHs, yKa3aHHOTO B YaCTH 2 HACTOAIIEH CTAaThU, HE JOMYCKAIOTCS peaanu3anus U OTIIYCK
BKJIIOUEHHBIX B HETO JICKAPCTBEHHBIX MIPEMAPATOB I10 LIEHAM, IPEBBIIIAIOIINUM IIPEIEIbHbBIE OTIIyCKHBIE
LIEHBl ITPOM3BOJMUTENIEH Ha YKa3aHHbBIE JICKAPCTBEHHBIE IIPENapaTsl, MPEICIIbHBIE pa3Mepbl ONTOBBIX
Haj0aBOK U IMpelesibHbIe pa3Mepbl PO3HUYHBIX HAJ0aBOK K (DaKTUUYECKUM OTIYCKHBIM II€HaM
IPOU3BOAUTENCH Ha YKa3aHHbIE JICKAPCTBEHHbIE IIperapaTbhl C y4eTOM Hajora Ha [J00aBICHHYIO
CTOUMOCTb.

(uactp 3 BBeneHa denepanbHbiM 3aK0HOM OT 26.03.2020 N 67-D3)

KoncynprantlIntoc: mpumeyanue.
[Tonoxenus ct. 61 (B pen. @3 ot 30.01.2024 N 1-D3), kacarommecs: MPEAOCTABICHHUS TOC. YCIyT
MOCPEJICTBOM €IMHOM CUCTEMBI U (WIJIM) eIUHOTO TopTaia, npuMmenstores ¢ 01.01.2025.

KoncynprantlIntoc: npumeyanue.
3apeructpupoBanabie 10 07.06.2019 mnpenenbHbIe OTMYCKHBIE IIEHBI MOJIEKAT OO0S3aTEIHHOU
nepepeructpanuu B 2019 - 2020 rogax B coorBeTcTBUU €O CT. 2 @3 0T 06.06.2019 N 134-D3.

Cratba 61. locypapcTBeHHas perucTpauvs U nepeperucrpauus npegesibHbIX
OTMYCKHbIX LUEeH Mnpou3BoAUTENIeM Ha JfeKapCTBeHHble npenapaTbl, BKMIOYEHHble B
nepeyveHb XXU3HEHHO HEOOXOAMMbIX N BaXXHEMULLUUX FieKapCTBEHHbIX NpenapaToB

(B pen. @enepanbHoro 3akoHa ot 06.06.2019 N 134-D3)

1. IlpenenpHast OTHyCKHas II€HA MPOU3BOJUTENS Ha JIEKApPCTBEHHBIM Npemnapar, BKIIOYEHHbIH B
[IepEeUYEeHb HKU3HEHHO HEOOXOAMMBIX U Ba)KHEHIINMX JICKAPCTBEHHBIX IPENaparoB, IOMJIEKUT
roCyIapCTBEHHON PETUCTPALMU B IOpAJIKe, ycTaHOBIeHHOM IIpaBurensctBoM Poccuiickoit denepaunn,
Ha OCHOBAaHUHU HAIPABIEHHOIO IMOCPEICTBOM EAMHOTO IMOpTajla B YIOJHOMOYEHHBIN (enepaabHbIi
OpraH HCIOJHUTENIBHOW BIACTH WIM JMYHBIA KaOMHET YIOJIHOMOYEHHOro (eaepanibHOro opraHa
WCTIOJTHUTENIBHOW BIIACTH B €IMHOM CHCTEME, IOJIMUCAHHOTO YCHJICHHOH KBatH(pUIUPOBAHHON
AJIEKTPOHHON MOJIMUCKHIO 3asiBICHUS JEep>KaTeslsd WM BIAJeNblia PErUCTPALlMOHHOTO YAOCTOBEPEHUS
JIEKapCTBEHHOTO MpernapaTa (yIoJTHOMOYSHHOTO MM JIUIIA).
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

2. 3aperucTpupoBaHHas IpeleNbHAs OTIYCKHAas IleHa IPOU3BOJAUTENSI Ha JIEKaPCTBEHHBIN
npenapar, BKJIIOUCHHBIA B NepCUYCHb KU3HCHHO H€O6XOIII/IMBIX M BaXKHEHUIITNX JICKApCTBCHHBIX
MIpenapaToB, MOXKET OBbITh MEPEPETUCTPUPOBAHA B CTOPOHY YBEIUYEHUS OJUH pa3 B KaJIEHAAPHOM TOAY
Ha OCHOBAHWHW HANPABICHHOTO 1O | OKTAOpS KaXIOro rojia MOCPEICTBOM EIHMHOTO TOpTaja B
YIIOTHOMOYEHHBIN  (efepanbHbIii  OpraH  HCIOJHWUTENBHON  BIACTH WM JIMYHBIA ~ KaOMHET
YIIOTHOMOYEHHOTO (heaepaabHOro opraHa MCIOJHUTENBHON BIACTH B €IUHOW CHCTEME, MOIIHCAHHOTO
YCUJICHHOM KBaIM(UIIMPOBAHHON 3JEKTPOHHOM TMOANUCHIO 3asBICHUS JepiKaTeis WM Biajebla
PETHCTPALIIOHHOTO yI0CTOBEPEHHS JIEKAPCTBEHHOTO Tpenapara (YIoJIHOMOYEHHOTO UM JIHLA).

(B pen. ®exnepanbHoro 3akona ot 30.01.2024 N 1-03)

3. 3aperucTpupoBaHHas TMpejaeibHAs OTIYCKHAs II€HAa TPOW3BOIMTENS Ha JICKapPCTBEHHBIN
mpernapar, BKJIIOYCHHBIH B IIEpPEYCHb JKU3HCHHO HEOOXOJMMBIX W BaKHEUIINX JICKApCTBEHHBIX
MperapaToB, MOXET OBbITh MEPEPErUCTPUPOBAHA B CTOPOHY CHIDKEHHSI HA OCHOBAaHWU HAIPABICHHOTO
MOCPEACTBOM €MHOTO MOpTaja B YIIOJIHOMOUYEHHBIN (heepanbHblii OpraH UCTIOTHUTEILHOM BIACTH WIIN
JUYHBIH KAaOWHET YIOJTHOMOYEHHOTO (eIepaibHOTO OpraHa WCIHOJHUTEIBHOW BIACTH B €IUHOM
CUCTEME, TIOJIIUCAHHOTO YCHJICHHOW KBaTU(UIIUPOBAHHOW JJICKTPOHHOW TIOIIMHUCHIO 3asBICHUS
JepXKaTells WM BJIQJENbIIa  PETHCTPAIMOHHOTO  YAOCTOBEPEHHUS JICKAPCTBEHHOTO TIperapara
(YIIOJTHOMOYEHHOTO UM JIHIIA).

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

4. JlepxkaTenb WINM BIajaelell PETUCTPALIMOHHOIO YJIOCTOBEPEHHs JIEKAPCTBEHHOIO Ipernapara
(YIOJTHOMOYEHHOE UM JIMIIO) 00s3aH HANpaBUTh MOCPEICTBOM €IMHOTO MOPTaja B YHOJIHOMOYECHHBIH
(benepanbHBIN OpraH WCTIOTHUTEIBHOW BIIACTH WITH JIMYHBIN KAOWHET YIOJIHOMOUYEHHOTO (hefepabHOTO
OpraHa HCIIOJIHUTEIbHON BJIACTH B €AMHON CHUCTEME IMOANMCAHHOE YCHUJICHHON KBaJM(ULIHMPOBAHHOMN
NEKTPOHHOMU MOJIMCHIO 3asBJICHUE O NIEPEPErUCTPaLlMM 3aPETUCTPUPOBAHHON NIPEEIBHON OTIIyCKHON
LIEHbl TPOM3BOJMTENS Ha JIEKAPCTBEHHBIM Ipenapar, BKIIOUEHHBIH B IEPEYCHb SKU3HEHHO
HEOOXO/JUMBIX M BaXKHEHMIIMX JIEKAPCTBEHHBIX MpEnapaToB, B CTOPOHY CHIDKEHHUS B CIEAYIOIIHUX
CllyJasx:

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

1) cHmWXKeHHWE IIeHhl B WHOCTPAHHOW BAJIOTE HaA JIEKAPCTBEHHBIM TMpemapaT B CTpaHe
MIPOM3BOUTENA U (WJIM) B CTpaHaX, B KOTOPBIX JICKAPCTBEHHBIN IpernapaT 3aperucTpupoBa U (Win) B
KOTOPBIE MTOCTABISAETCS TPOU3BOAUTEINIEM;

2) cHWXeHHE IIeH Ha pedepeHTHBIE JIEKApCTBEHHBIC Mpenaparbl B COOTBETCTBUU C MYHKTOM |
HacToOsAMIeH dYacTh (AJIT COOTBETCTBYIOIIMX BOCHPOU3BEICHHBIX, OMOAHAIOTOBBIX (OHOIMOIOOHBIX)
JIEKapCTBEHHBIX MIPETapaToB);

3) mpeBbILIEHUE MPEeNIbHOM OTITYCKHOM IIEHBI Ha NEpPBbIN BOCIPOM3BEICHHBIN, OMOaHATIOrOBbII
(6broroa00HBII) JIEKaPCTBEHHBIN Mpenapar HHOCTPAHHOTO MPOU3BOJICTBA HAJ MPEACIbHON OTIYCKHOM
[IEHOW TPOM3BOJAUTENST HAa BTOPOM  BOCHPOU3BENEHHBINM, OHWOAHANOTOBBIA  (OMOMOJOOHBIN)
JIEKapCTBEHHBI Tperapar, pacCYUTAaHHOW B COOTBETCTBHM C METOAUKOW, YTBEPIKICHHOM
[IpaBurensctBoM Poccuiickon @enepanuu;

4) npeBblllIeHUE MPeleIbHON OTIYCKHOM IIEHBI Ha MEPBBbIM BOCIPOU3BEIECHHBIN, OMOaHAIOTOBBIN
(6bnormogOOHBIN) JIEKAPCTBEHHBIN TMpenapar TPOU3BOAMTENS TOCyAapcTBa - 4WieHa EBpa3uiickoro
SKOHOMHYECKOTO COK03a HaJ IPENeiIbHOM OTIYCKHOM LIEHOM IPOU3BOAMTENS Ha BTOPOU
BOCIIPOU3BE/ICHHbIN, OHOaHaNOroBbIil (OMONOJOOHBIN) JEKapCTBEHHBIM Ipernapar MpOU3BOIUTENS
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

rocyiapctsa - ujeHa EBpa3suMiCKOro 3KOHOMHYECKOIO COH03a, PAaCCUUTAHHOW B COOTBETCTBHM C
METOAUKOH, yTBepkaeHHOM [IpaButensctBoM Poccuiickoint denepanun.

5. ITlopsanok  mepeperucTpaludy  3aperUCTPUPOBAHHBIX  MPEAEIBHBIX  OTIYCKHBIX  L€H
MIPOU3BOINTEINICH Ha JIEKApCTBEHHBIE NPEnapaThl, BKIIFOUYCHHBIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEWIIINX JIEKAPCTBEHHBIX IPENapaToB, B CIydasx, IPEIyCMOTPEHHBIX YacTsIMHU 2 - 4 HacTosuen
cTaTby, yctaHaBiauBaeTcs [IpaButensctBoMm Poccuiickoit denepanuu.

6. DKOHOMHYECKUN aHaTu3 MPEJebHON OTMYCKHON IIeHbl MPOWU3BOIUTENS Ha JIEKApPCTBEHHBIN
MpemapaT, BKJIIOYEHHBI B TEpPEeUeHb JKU3HEHHO HEOOXOJAMMBIX W BAXKHEHIIUX JEKapCTBEHHBIX
MpemapaToB, MPU €€ TOCYNAPCTBCHHOH PETUCTPAlMd WM TIEPEPETUCTPALMU  OCYIICCTBIIICTCS
denepaabHBIM OpPraHOM HCIIOJTHHUTEIHLHOW BJIACTH, OCYHICCTBIISIOIAM (QYHKIMH TIO TMPUHSATHIO
HOPMATHBHBIX TIPAaBOBBIX aKTOB W KOHTPOIIO 3a COONIONEHHEM 3aKOHOJATelIhCTBa B cdepe
TrOCYJapCTBEHHOTO PETYJIMPOBaHUS 1IeH (TaprdoB) Ha TOBAPHI (YCIYTH).

7. PacueT mpenenbHbIX OTIYCKHBIX IIEH, YKa3aHHBIX B 4acTAX | M 2 HacTosILEN CTaThbH, IPU UX
rOCyJapCTBEHHOM PErMCTPALlMK WM MEPEPETUCTPALUU OCYLIECTBIISETCS B COOTBETCTBUU C METOIUKOU,
yTBepkaeHHou IIpaBurenscTBoM Pocculickon denepanyu 1 y4UTHIBAIOLIEH B TOM YHCIIE:

1) cobmonenne GanaHca MHTEPECOB MOTPEOUTENEH JIEKAPCTBEHHBIX MPENapaToB, BKIIOYCHHBIX B
NEPECUYCHb KHU3HCHHO HeO6XO)II/IMI)IX A BaKHEHIITHX JICKAPCTBCHHBIX IIPCIapaToB, U HpOHBBOHHTeHeﬁ
JIEKapCTBEHHBIX MpENapaTroB, BKIIOYEHHBIX B IEPEYEHb >KU3HCHHO HEOOXOMUMBIX W BAKHEHIIMX
JIEKapCTBEHHBIX IPETapaTos.;

2) daxTudecKkyr OTIMYCKHYIO IIEHY Ha JIeKapCTBEHHBIe npemnaparthl B Poccuiickoit denepanuu,
LIEHY BBO3a JIEKAPCTBEHHBIX IpernaparoB B Pocculickyro denepanuio, a TakKe LEHbI HA aHAJIOTUYHBIE
JIeKapCTBEHHBIE TIpenaparhl, Haxo smuecs: B oopamnienuu B Poccutickoit denepanumy;

3) 3arpaThl TNPOM3BOJAWTENS JIEKAPCTBEHHOIO Tpernapara Ha MPOU3BOJACTBO U pealld3allMio
JIEKapCTBEHHOI'O Iperapara;

4) ueHy Ha JIeKapCTBEHHBII IpenapaT, ero LeHy B CTpaHe MPOU3BOAMTENS U B CTpaHaX, B KOTOPbIX
JIEKapCTBEHHBIH Mpenapar 3aperucTpUpOBaH U (WIH) B KOTOPBIE MOCTABIISAETCS TPOU3BOIUTEIIEM.

8. He nomyckarorcs peanusanus ¥ OTIIYCK JIEKAPCTBEHHBIX IPENapaToB, BKIIIOUEHHBIX B [IEPEUYECHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHMIIUX JIEKAPCTBEHHBIX IPENapaToB, HA KOTOPHIE MPOU3BOIUTEIIMU
JIEKapCTBEHHBIX IMpEnapaToB HE 3aperucTpUpoBaHa IMpeleibHas OTIYCKHAs 1€Ha, pealn3alus
IIPOU3BOIUTEIISIMU JIEKAPCTBEHHBIX MPENapaToB MO LEHAM, IIPEBHIIAIOLIINM 3apErUCTPUPOBAHHbBIC WU
NepepEeruCTPUPOBAHHBIE MPEE/IbHBIE OTIYCKHBIE II€Hbl HAa JIEKAPCTBEHHBIE IPEnaparbl C y4eToM
HaJlora Ha JJ00aBJIEHHYIO CTOUMOCTb.

9.  OCOOEHHOCTH TOCYJApCTBEHHOTO  PEryJHMPOBAaHUS  MPEACIbHBIX  OTIYCKHBIX  LIEH
MIPOU3BOINTENICH Ha JIEKApCTBEHHBIE NPEnapaThl, BKIIFOUYCHHBIE B MEPEUCHb KU3HEHHO HEOOXOIUMBIX U
BOXHEUIINX JICKAPCTBEHHBIX IPENapaToB, B 3aBHCHMOCTH OT 3KOHOMHUYECKHX W (WJIM) COIMAIBHBIX
KpUTEepHEB (M3MEHEHUE YCJIOBHUM, MOpPsKa U CTOMMOCTH MPOM3BOJCTBA JIEKAPCTBEHHBIX IPENaparos,
UCIOJb30BAaHUE HOBBIX (OPM, METOJOB U CIIOCOOOB TOCYIAapPCTBEHHOI'O PEryJMpOBaHMUs IEH Ha
JIEKapCTBEHHbIE Mpenaparhl, B TOM YHUCJIE Ha OCHOBE MEXaHM3Ma pe(epeHTHOro IEeHOOOpa30BaHMA,
W3MEHEHMH MOpPSJIKa OKa3aHWs METUIIMHCKON MOMOINM, W3MEHEHHE Kypca WHOCTPAHHOW BAJIIOTHI U
MHbIE U3MEHEHHUs) ycTaHaBiauBatoTcs [IpasurensctBoM Poccuiickoit deneparuu.

(B pen. ®enepanbHoro 3akoHa ot 08.03.2022 N 46-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Cratba 62. T[ocypapCTBeHHbIU peecTp npeAeribHbIX  OTNYCKHbIX  LeH
npousBoauUTenen Ha neKkapcTBeHHble npenaparbl, BKIIIOYEHHbIe B NepevyeHb XXU3HEHHO
HeobGXxoAUMbIX U BaXXHEULUMX NleKapCTBEHHbIX NpenapaToB

1. 3aperucTtpupoBaHHBIE WM II€PEPETHCTPUPOBAHHBIC IpPECIbHBIE OTITYCKHBIE  IICHBI
MPOM3BOANTENCH Ha JISKApCTBEHHBIE NPENapaThl, BKIOYEHHbBIE B IEPEYeHb )KU3HEHHO HEOOXOANMBIX H
BOXHEUIIMX JIEKAPCTBEHHBIX IMPENaparoB, IOAJECKAT BKIIOYCHHIO B TOCYIAPCTBEHHBIH peecTp
NpCAC/IbHBIX OTIIYCKHBIX IICH HpOI/I3BO[[I/ITeHeI71 Ha JICKAPpCTBCHHBLIC IIpCiapaThbl, BKJIIOUYCHHLIC B
NEPCUYCHDb ) KU3HCHHO HGO6XOI[I/IMLIX 7 BaKHEHTIINX JICKAPCTBCHHLIX IPCIIapaToB.

(B pen. ®enepanbHoro 3akona ot 06.06.2019 N 134-03)

2. T'ocyaapcTBeHHBINH peecTp MPeaebHBIX OTIYCKHBIX IIEH MPOU3BOIUTENCH Ha JIEKaPCTBEHHBIC
npernaparbl, BKJIIOYCHHBIE B TMEPCUCHb JKU3HEHHO HEOOXOIMMBIX W BAXKHEHIINX JIEKAPCTBEHHBIX
MIpernapaToB, COACPKUT B cede CIeAYIONTYI0 HH(OPMAIIHIO:

1) HauMeHOBaHME JIEPIKATEIS WU BIIAJIENbIIA PETHCTPAIIMOHHOTO YIOCTOBEPEHUS JICKAPCTBEHHOTO
mperapaTa, HaUMEHOBAHHME IPOU3BOJIUTEIS JICKQPCTBEHHOTO IMpemnapara, CBEICHUS O PETUCTPAlUN
JepIKaTeIIs WK BJIAJICNIbIIa PETUCTPANMOHHOTO YAOCTOBEPEHUS JICKApPCTBEHHOTO TIperapara, CBEACHHS O
pEerHCTpaIMK TPOU3BOIUTENIS JICKAPCTBEHHOTO MpernapaTa JUisi MEIUIIMHCKOTrO0 MIPUMEHEHHUS B Ka4eCTBE
HAJIOTOIUIATEbIMKA B CTpaHe perucTpanmud  (Iis  POCCHUHCKUX  FOPUAMYSCKUX  JUI -
UAeHTU(PHUKAIIMOHHBIN HOMep Hanororiarensimuka (MHH), mist MHOCTpaHHBIX IOPHUIAWYECKUX JIHIL -
CTpaHa pETUCTpAIllii, HAaWUMEHOBAHHWE PETUCTPHUPYIOIIETO OpraHa, PETUCTPAMOHHBIA HOMEp, KOJ
HAJIOTOIIATEIBINAKA B CTPAHE PErHCTparui (MHKOPIOPAIMH) WM €r0 aHaJor), MECTO HaXOKJICHUS
MTPOU3BOJICTBEHHBIX TUIOIIAIOK, YIACTBYIONINX B MPOIIECCE MPOM3BOJICTBA JICKAPCTBEHHOTO TIperapara,
C YKa3aHUEM CTaJUH MpoIiecca MPOU3BOICTRA;

(m. 1 B pen. @enepanbHoro 3akona ot 28.12.2017 N 425-03)

2) HaUMEHOBAHME JIEKAPCTBEHHOIO Ipenapara (MEXAyHapOJHOE HEMAaTeHTOBAaHHOE, WU
IPYyIIIMPOBOYHOE, MM XUMHUYECKOE U TOPrOBOE HAUMEHOBAHMS);
(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

3) HOMep PErHCTPAMOHHOTO YA0CTOBEPEHNUS JIEKapCTBEHHOTO TIperapara;

4) nexapcTBeHHas (opMma C ykazaHHUEM JIO3MPOBKH JIEKAPCTBEHHOTO Ipernapara U €ro KOJIM4ecTBa
BO BTOPUYHOM (MOTPEOUTENHCKOMN) YIIAKOBKE, a TAK)KE KOMITJIEKTHOCTB;
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

5) 3aperucTpupoBaHHas MpeJieNIbHAs OTIYCKHAs IIeHa Ha JEKapCTBEHHBIN Mpemnapar B pyOIisx;
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)

6) maTa ¥ HOMEp TpHKa3a YHOJTHOMOUYCHHOTO (hpefepaIbHOTO OpraHa MCIIOJHHUTEIBHON BIACTH O
TOCYAapCTBEHHOM PpETUCTpalliMl WJIM HEepeperucTpaliil  MPENeNbHOW  OTIYCKHOW I[IEHBl Ha
JIEKapCTBEHHBIM TIpernapaTr, BKIIOYCHHBIH B IEPEYCHb >KM3HEHHO HEOOXOJMMBIX M Ba)KHEHIIMX
JIEKapCTBEHHBIX MpEnapaToB;

(B pen. @enepanbHbiX 3aK0HOB OT 22.12.2014 N 429-®3, ot 06.06.2019 N _134-P3)

6.1) naTa BCTYIUIEHHS B CUJTY MIPHKa3a yIOJIHOMOYEHHOTO (peIepalbHOr0 OpraHa UCIOJHUTEIbHON
BJIACTU O TOCYAAPCTBEHHOW PpEruCTPAlMM WIH TEePEePEruCcTPAalii IPEAEIbHON OTIyCKHOM IIE€HBI
IIPOM3BOJIUTENS HA JIEKAPCTBEHHBIM IpenapaT, BKIIOYEHHbIH B [E€pEYEHb JKU3HEHHO HEOOXOOUMBIX U
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

Ba)KHEHIINX JIEKAPCTBEHHBIX MPETapaToB;
(m. 6.1 BBenen ®PenepanbHbIM 3aK0HOM OT 06.06.2019 N 134-D3)

7) ITPUXOBOM KOJI, HAHECCHHBIN Ha BTOPUYHYIO (TIOTPEOUTENHCKYI0) YIAKOBKY JICKAPCTBEHHOTO
npenapara;
(. 7 BBeneH DenepanbHbIM 3aK0HOM OT 22.12.2014 N 429-03)

8) KOJ JIEKapCTBEHHOIO IIpernapara IO aHaTOMO-TEepaneBTUYECKO-XUMHUUECKOW Kilaccudukauuuy,
PEKOMEHI0BaHHOU BceMupHOM OpraHu3anueit 34paBoOXpaHEHUs.
(n. 8 BBenen denepasibHbIM 3aK0HOM OT 22.12.2014 N 429-D3)

3. T'ocynapcTBeHHass pErucTpalus WIM Iepeperucrpanusi IMpeAeIbHbIX OTIYCKHBIX LIEH Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHMIIUX
JIEKapCTBEHHBIX TpENapaTroB, BeJEHHE TOCYJapCTBEHHOTO peecTpa MpeIesIbHbIX OTHYCKHBIX IIeH
IIPOU3BOIUTENEH Ha JIeKapCTBEHHbIE IIPenapaThl, BKIIIOUCHHbIE B NI€PEUCHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX  JIEKAPCTBEHHBIX  IPEMApaTOB, OCYLIECTBIAIOTCA B TOPSAKE, YCTAHOBICHHOM
IIpaBurensctBoM Pocculickoit deneparnumn.

(B pen. @enepanbHoro 3akona ot 06.06.2019 N 134-03)

Cratbsa 63. YcTaHOBNEHME UCMNONMHUTENbHLIMU OopraHamu cyb6bekToB Poccuinckon
®depepaumun npeaenbHbIX pa3MepoB OMTOBbIX HaAbaBOK U npeAenbHbIX pa3mMepoB
PO3HMYHbIX HaabaBoOK K (aKTUYECKUM OTMYCKHbIM LieHaM, YCTaHOBIEHHbIM
npov3BOAUTENSAMU JeKapCTBEHHbIX rMpenapaTtoB, Ha JreKapcTBeHHble Mpenaparthbl,
BK/IOYEHHbIe B NepeyeHb XU3HEHHO HEOOXOAMMBLIX U BaXHEWULWMX NeKapCTBEHHbIX
npenaparoB
(B pen. ®enepanbHbIX 3aKOHOB OT 27.12.2019 N 475-®3, ot 08.08.2024 N 232-D3)

1. McnonuutenbHble opranel cyobekToB Poccuiickoit dexepanuy ycTaHaBIMBAIOT NpeAebHbIE
pa3Mepbl ONTOBBIX HAN0ABOK U TIpelesibHbIe pa3Mepbl PO3HMYHBIX HAl0aBOK K (DaKTHUECKUM
OTIyCKHBIM 1eHaM (0e3 yuera Hajora Ha JI0OaBICHHYIO CTOMMOCTB), YCTAHOBJICHHBIM
MIPOM3BOJIUTENIIMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE Ipenaparbl, BKIIOYEHHbIE B
[IEpPEeUYEHb JKU3HEHHO HEOOXOJAMMBIX M Ba)KHEWIIUX JIEKApCTBEHHBIX MPENapaTroB, B COOTBETCTBHM C
YTBEPKJICHHOW B HOpske, ycTraHOBIeHHOM [IpaBurenbctBoM Poccuiickoit @enepanuu, METOIMKOU
YCTQHOBJICHHMsI HCIIOJIHUTENBHBIMU OpraHaMu cyObekToB Poccuiickoil @enepanuu MpeaesibHbIX
pa3MepoB ONTOBBIX HAJ0ABOK M TMpeNeNbHBIX pPa3MEpPOB PO3HUYHBIX HAJ0aBOK K (DaKTHUECKUM
OTIIyCKHBIM  II€HaM, YCTAHOBJICHHBIM  IIPOU3BOJUTENIIMU  JIEKAPCTBEHHBIX  IpenaparoB, Ha
JIEKapCTBEHHbIE IIpernaparbl, BKIIOYEHHbIE B MEPEYeHb >KU3HEHHO HEOOXOOUMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MpenapatoB. [IpoekThl pemeHuil HUCIOMHUTEIbHBIX OpraHoB cyObeKkToB Poccuiickoii
@enepan 00 YCTaHOBJIEHUM W (WJIM) HW3MEHEHMM IPEAEIbHBIX Pa3MEPOB OINTOBBIX HAT0ABOK U
NPEJeNbHBIX pa3MepOB PO3HUYHBIX HAI0aBOK K (DaKTHUECKUM OTITYCKHBIM II€HaM, YCTaHOBIJIEHHBIM
IIPOU3BOJUTENISAMUA JIEKAPCTBEHHBIX IPENapaToB, Ha JIEKApCTBEHHBbIE IpEnaparbl, BKIIOYECHHBIE B
NEPEeYCHb JKMU3HEHHO HEOOXOMUMBIX M BAXHEMIIMX JICKAPCTBEHHBIX MPENaparoB, IOMJIEKAT
COTJIACOBAaHWIO C  YIOJIHOMOYEHHBIM  (efepaibHIM  OpPraHOM  HCIIOJIHUTENBHOW  BIIACTH,
OCYHIECTBISAIOMUM (QYHKUMU [0 NPUHATHIO HOPMATUBHBIX IIPAaBOBBIX AaKTOB M KOHTPOJIO 3a
COOJIFOJICHUEM 3aKOHOJATEIbCTBA B c(epe rocyAapCTBEHHOIO peryjiupoBaHMs LeH (TapudoB) Ha
TOBaphlI (YCIIyTH), B Opsike, ycTaHoBIeHHOM [IpaBurensctBoM Poccuiickoit deneparuu.

(B pen. denepanbHbix 3akoHOB OT 13.07.2015 N 241-@3, ot 27.12.2019 N _475-®3, ot 08.08.2024 N
232-P3)

2. OpraHmamm OIITOBOI1 TOProBJIM JICKAPCTBCHHBIMU CpCACTBAMHU, aAlITCYHBLIC OpraHU3alluu,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

UHAUBUJyalbHbIE NpPEANPUHUMATENN, UMEIOIUE JMIEH3UI0 Ha (apMalleBTUYECKYIO eATEeNIbHOCTD,
MEIMLMHCKUE OpraHMu3allid, MMEIOIIMe JIMLIEH3UI0 Ha (apMaleBTUUECKYIO JeATeNIbHOCTh, M HX
000c00JIeHHBIE TOAPA3/ICNCHHs], PACHOJI0KECHHBIE B CEIbCKHX HACEIIEHHBIX IYHKTaX, B KOTOPBIX
OTCYTCTBYIOT AaNTE€YHbIE OPraHU3ALMH, OCYLIECTBIISAIOT PEATU3alHI0 JICKAPCTBEHHBIX IPENapaTos,
BKJIFOUEHHBIX B [EPEYECHb >XKM3HEHHO HEOOXOJMMBIX M BaKHEWIIUX JIEKAPCTBEHHBIX IPENapaToB, IO
LIEHaM, KOTOpble (OPMHUPYIOTCS B COOTBETCTBUM C IOPAIKOM, YCTAHOBJICHHBIM IIpaBUTENBCTBOM
Poccuiickoit denepanyu, n ypoBeHb KOTOpHIX (0e3 ydera Hajora Ha JO0aBJIEHHYIO CTOMMOCTH) HE
JOJDKEH TPEBBINIATh CYMMY (DAaKTHYeCKOM OTHYCKHOM II€HBbl, YCTaHOBJIEHHOW MPOU3BOJUTENIEM
JIEKAPCTBEHHOI'0 IIpernapara, He MPEBBILIANIIECH 3aperuCTPUPOBAHHON WM IEPEPEruCTPUPOBAHHOU
MpeleabHON OTIYCKHOM IIeHbl MPOW3BOAUTENS (HAa JAaTy peaju3aluy JIEKapCTBEHHOrO Ipernapara
MPOM3BOJUTENIEM), W pa3Mepa ONTOBOW HaaA0aBKW u (WJIM) pa3Mepa PO3HUYHON Hag0aBKH, HE
IIPEBBIIIAIONINX COOTBETCTBEHHO pa3Mepa IpeleNbHOM ONnToBOW Hax0aBku M (MIM) pa3Mepa
npeeabHON PO3ZHUYHOM HaZ0aBKH, YCTAaHOBIEHHBIX B cyObekTe Poccuiickoit deneparuu.

(B pen. @eaepanbHbix 3ak0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 323-03)

3. Ucnonaurensueie opranbl cyobekToB Poccuiickoit deneparnmu pazmemaiot B cetd "MuTepHer”
MH(OPMALIMI0O O 3apErUCTPUPOBAHHBIX MPEAENBHBIX OTIYCKHBIX II€HAaX [pOW3BOJAUTENIEH Ha
JIEKapCTBEHHbIE INIperaparbl, BKIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOJUMBIX U BaKHEMIIUX
JIEKapCTBEHHBIX IpernapaTroB, o0 yCTaHOBJIEHHbIX B cyOwbekTe Poccuiickoil ®denepaunu npenesibHbIX
pa3Mmepax OINTOBBIX HaJ0ABOK M (MJIM) MpeAETIbHBIX pa3Mepax PO3HUYHBIX HAJ0ABOK K YCTaHOBIIEHHBIM
MIPOU3BOIUTENISIMU JICKAPCTBEHHBIX MpenapaTtoB (PakTUYECKUM OTIYCKHBIM LIEHaM Ha JIEKapCTBEHHBIE
npernaparel, BKJIIOYEHHBIE B IE€pPEYCHb JKU3HEHHO HEOOXOIMMBIX M BAXKHEHIINX JIEKAPCTBEHHBIX
MIpenapaToB, a TaKXkKe O CYMME 3apEeTrUCTPUPOBAHHBIX MPEIENIbHBIX OTIYCKHBIX LIEH IPOU3BOIUTENIEH Ha
JIEKapCTBEHHbIE TIperaparbl, BKIIOYEHHbIE B MEpPEeYeHb >KU3HEHHO HEOOXOMUMBIX U Ba)KHEHMIIUX
JICKapCTBEHHBIX IIpPEenapaToB, YCTaHOBJIEHHBIX B cyObekTe Poccuiickoit ®Denepanuu IpeaesbHbIX
pa3MepoB ONTOBBIX HaA0aBOK W NpEAENbHBIX pa3MEpOB PpO3HUYHBIX HAJ0aBOK M Hajora Ha
n00aBlIeHHYI0 cTOUMOCTh. MH(pOpManus, npeaycMoTpeHHas: HaCTOSIIIEH YacThio, JTOJKHA HAXOAUTHCS
TaKKE€ B AaNTEYHbIX OpPraHM3aLMUSAX B JOCTYHNHOH /s BCEX 3aMHTEPECOBAHHBIX JHI (opMe U
OOHOBIIATbCS TI0 MeEpe €€ pa3MEeUIeHMs] MCIOIHUTEIbHBIMU oOpraHamMu cyObekToB Poccuiickoit
®enepannu B cetr "MHTEpHET".

(B pen. deaepanbHbix 3ak0HOB 0T 27.12.2019 N 475-D3, ot 08.08.2024 N 232-D3)

4. Yrpatun cuity ¢ 1 mapra 2020 rona. - ®enepanbubiii 3akoH oT 27.12.2019 N 475-D3.

nasa 13. MOHUTOPUHI 3PDPEKTUBHOCTU U BE3OINMACHOCTHU
NEKAPCTBEHHbIX NMPENMAPATOB, HAXOOALINXCA B OBPALLEHUNA
B POCCUNCKOU ®EAOEPALIUUN
(B pen. deaepanbHoro 3akoHa ot 22.12.2014 N 429-D3)

Cratbsa 64. ®apmakoHaasop
(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

1. JlekapcTBeHHBIC ITpenapaThl, HaXosecs B oopamennn B Poccuiickoit deaepanum, mojiexar
MOHHUTOPHUHTY 3((EKTUBHOCTH M OE30MACHOCTH B IENSIX BBISBICHUS BO3MOXHBIX HETaTUBHBIX
MOCJEICTBUI MX MPUMEHEHUs, UHAUBUIYAIbHOW HENEPEHOCUMOCTH, MPEAYNPEKACHUS MEAUIIMHCKUX
pabOTHUKOB, CIEIUAINCTOB B OOJIACTH BETEPUHAPUHU, MALMEHTOB WJIHM BIIAJICIBIICB XUBOTHBIX M HUX
3aIUTHI OT MPUMEHEHUSI TAKUX JIEKAPCTBEHHBIX MIPEMapaToB.

(B pen. ®exnepanbHoro 3akona ot 02.08.2019 N 297-03)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

2. ®apMakoHaa30p OCYIIECTBISIETCS COOTBETCTBYIOIIMM YIOJIHOMOYEHHBIM (heaepaibHbIM
OpPraHOM HCIIOJHHUTEIBbHOM BJIACTH B YCTAHOBJICHHOM MM IOPSJKE C YYETOM TpeOOBaHHMI HACTOSIIETO
@denepalIbHOTO 3aKOHA M aKTOB, cOCTaBisAoUMX npaBo Coro3a, MyTeM aHaiu3a IPeroCTaBIIAEMON
cyObekTaMu  OOpamieHHus JIeKapCTBEHHBIX CpeACcTB HMH(OpMamuu O TOOOYHBIX JEHCTBHUSAX,
HEXKeJIaTeJIbHBIX PEaKIMsIX, CEPbE3HBIX HEXKENATENbHbIX PEaKlUiX, HENPEIBUICHHBIX HEeXeTaTelbHbIX
peakuusx Mpu MPUMEHEHUH JIeKapCTBEHHBIX IMpenaparoB, 00 HHIWBUIYaTbHOW HENEPEHOCHUMOCTH,
oTCyTCTBUH S((PEKTHBHOCTH JIEKAPCTBEHHBIX TMpenaparoB, a Takke o0 uHbIX (akTax u
00CTOSITENLCTBAX, MPEACTABISIOMINX YIPO3y JKU3HU WM 3/I0pPOBBIO YeNOBEKa JIMOO KHUBOTHOTO IPH
IIPUMEHEHUH JIEKApCTBEHHBIX IPENapaToB U BBIABICHHBIX HA BCEX 3Tanax oOpallleHus JeKapCTBEHHBIX
npenaparoB B Poccuiickoii denepanuiv U APyrux rocyJapcTBax.

(B pen. ®enepanbHoro 3akona ot 30.01.2024 N 1-03)

3. CyObexTsl 00paleHus JEeKapCTBEHHBIX CPEJICTB B NOPSI/IKE, YCTAHOBICHHOM YIIOJHOMOUYEHHBIM
¢denepanbHBIM  OPraHOM MCIIOJHHUTEIBHOM BIACTH, 00s3aHBI COOOLIATh B  YHOJHOMOYEHHBIH
(benepanbHBIl OpraH HCIOJHUTEIBHON BIACTH O MOOOYHBIX JCHCTBUSAX, HEXKEJIATEIBHBIX PEAKIIUAX,
CEPBE3HBIX HEKEIATEIbHBIX PEAKLUAX, HEIIPEIABUICHHBIX HE)KEJIATEIbHbIX PEAKIUAX IIPU PUMEHECHUN
JIEKApCTBEHHBIX IPENapaToB, 00 WHIWBUAYAIbHOW HENEPEHOCHMOCTH, OTCYTCTBHH 3()()EKTHBHOCTH
JIEKapCTBEHHBIX MPENapaToB, a Takke 00 MHBIX (akTax U OOCTOSTENbCTBAX, MPEACTABISIOUINX yTPO3Y
AKHU3HU WM 370POBBIO YeJIOBEKa JINOO KMBOTHOI'O IPU NMPUMEHEHHM JICKapCTBEHHBIX IPENnapaTtoB U
BBISIBJIGHHBIX Ha BCEX ATamax oOpalleHHs JeKapCTBEHHbIX IpemnapatoB B Poccuiickoit denepauuu u
JIPYTUX roCy1apCTBax.

4. JlepxaTenu WM BIIAJENIbLIbI PETUCTPALIMOHHBIX YAOCTOBEPEHUH JIEKAPCTBEHHBIX IIPENapaToB,
IOpUAMYECKHUE JIMIa, Ha HMS KOTOPBIX BBLAAHBI pa3pelIeHHs] Ha MPOBEACHUE KIMHUYECKUX
uccnenoBanuii B Poccuiickoit denepannu, 1100 yrnoJlHOMOYEHHbIE UMH JIpYTHE IOPUINYECKUE U B
pamkax oOecriedeHus: 0€30MacHOCTH JIEKAPCTBEHHBIX IIPENaparoB B MOPSJKE, YCTAaHOBJICHHOM
COOTBETCTBYIOIIUM YHOJHOMOYEHHBIM (peepanbHbIM OpPraHOM MCIIOJHUTEIBHON BJIACTH, OOS3aHBI
OCYILECTBIIAATh MPHEM, Y4eT, 00pabOTKy, aHaJIU3 M XpaHEHHE MOCTYIAIOMIUX B UX ajjpec OT CyOBbEKTOB
oOpaleHusl JEKapCTBEHHBIX CPEJCTB M OPraHOB T'OCYJApCTBEHHOM BIIACTH COOOIIEHUH O MOOOYHBIX
NEUCTBUSX, HEXKEJIaTeNbHBIX  pPEaKLUMsSX, CEpPhE3HbIX  HEXKENATeNbHbIX UM  HENpPEeABHIECHHBIX
HEeXKeJIaTeJIbHBIX pPEeaKIMsIX NpU TNPUMEHEHHM JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTIX WX
B3aUMOJICHCTBUS C JPYIMMHU JIEKAPCTBEHHBIMU IpenapaTaMH, UHIUBUAYaJbHOW HENEepeHOCHUMOCTH, a
TaKke 00 MHBIX (PaKTax U 0OCTOATENLCTBAX, MNPECTABISAIOIINX YIPO3Y JKU3HU WIM 370POBBIO YellOBEeKa
7100 )KUBOTHOTO MJIM BIUSIOMIMX Ha U3MEHEHHUE OTHOLICHUS 0XKUIAEMOM MOJIBb3bI K BO3MOKHOMY PHUCKY
IIPUMEHEHHUS JIEKaPCTBEHHBIX ITPENAPATOB.

5. Ilpu BbIsIBIEHNH HHGOPMAIMH O CEPHE3HBIX HEXKENATEIbHBIX PEaKIHUsIX M HEMpPeIBUICHHBIX
HEXKeJIaTeJIbHBIX PEeaKIMsIX NpU TNPUMEHEHHM JIEKapCTBEHHBIX IpenaparoB, 00 OCOOEHHOCTIX WX
B3aUMOJICHCTBUS C JAPYIMMHU JIEKAPCTBEHHBIMU IpenapaTaMH, UHIUBUAYaJbHOW HENEepeHOCHUMOCTH, a
TaKke 00 MHBIX (PaKTax U 00CTOSITENbCTBAX, BIUAIOIINX Ha U3MEHEHNE OTHOLLIEHHS 0XKUAeMOM MOJIb3bI
K BO3MOXHOMY pHCKY HpPHUMEHEHHs JIEKapCTBEHHBIX IpEenapaToB, JAEp)KaTeld WM BIAAEIbIIbI
PETUCTPAIIMOHHBIX YJJOCTOBEPEHUN JICKAPCTBEHHBIX MPENapaToB, OPUANIECKUE JTUIA, HA UM KOTOPBIX
BBIJIAHBI pa3pelleHus Ha MpPOBEACHME KIMHUYECKUX uccienoBaHuil B Poccuiickoit denepanuu, audo
VIOJTHOMOYCHHbIE WMHU JApYTHE IOPUIMYECKUE IJMIa O0sM3aHbl MPHUHATH MEphl, HAIpPaBICHHBIC Ha
YCTpaHEHUE HETaTHBHbIX IIOCIECACTBUI  IPUMEHEHUS TaKuX JIEKapCTBEHHBIX  IPernaparos,
NpenypexaeHue TPUIMHEHUS Bpela KU3HU WM 3/I0pPOBbIO YeJI0BeKa JIMOO KUBOTHOI'O, 3aIUTy UX OT
NPUMEHEHHUS TaKUX JIEKAPCTBEHHBIX IpenapaToB, Ha JONOJHHUTENbHBIM cOOp JaHHBIX 00
3G PEKTUBHOCTH U 6€30MAaCHOCTH TaKUX JIEKAPCTBEHHBIX MPETIapaToB.
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

6. 3a HecooOIleHHWEe WM COKpBITHE WH(OpPMALUU, TPETYCMOTPEHHOM YacThio 3 HacTOALIEH
CTaThH, JEPXKATENN WA BIAJENbIbl PErUCTPALIMOHHBIX YAOCTOBEPEHUN JEKAPCTBEHHBIX IPENapaTos,
IOpUJIMYECKUE JIMIA, HAa HMMS KOTOPBIX BbIJAHbl Ppa3pelICHUs Ha NPOBEICHUE KIMHUYECKUX
uccnenoanuii B Poccuiickoit denepanuu, 100 yroTHOMOYEHHBIE UMH IPYTUE IOPUANYECKHUE JIUIIA, a
TaK)Ke JIOJDKHOCTHBIC JIMITA, KOTOPBIM 3Ta HH(POPMAIIHsI CTajla M3BECTHA 110 POy X MpodecCHOHATBHOM
NEATEIbHOCTH, HECYT OTBETCTBEHHOCTh B COOTBETCTBHMM C 3aKOHOJATEIbCTBOM Poccuiickoit
denepauuu.

7. Ilpu monmy4yeHUH YIOJTHOMOYEHHBIM (pesiepabHbIM OpraHOM HCIIOJIHUTENFHON BJIACTH B paMKax
OCyILIECTBJIEHUS UM (apMaKoHa30pa 10Ka3aTeJbCTB O HECOOTBETCTBHU JIEKAPCTBEHHOI'O IperapaTa
YCTaHOBJICHHBIM TPEOOBaHMSIM WM MPH TMOJIYYEeHHMH HH(POpPMAlMU O HECOOTBETCTBHM JaHHBIX 00
3G GEKTUBHOCTH U O 0€30IIaCHOCTH JIEKAPCTBEHHOIO IpenapaTa JaHHbIM O JIEKapCTBEHHOM IIpenapare,
CoJiepKALUMCS B UHCTPYKIMH 110 €r0 IPUMEHEHHIO (B TOM YHUCJIE BBISIBICHHBIX B XOJI€ OCYILECTBICHHS
(apMakoHa30pa KOHTPOJIBHO-HAA30PHBIMH OpraHaMU MHOCTPAHHBIX TOCYAApCTB), YHOIHOMOYEHHBIH
(benepanbHBIN OpraH UCHOJIHUTEIBHOM BIACTH B YCTAHOBJICHHOM MM IIOPSJIKE PacCMaTpUBAET BOIIPOC O
IIPUOCTAHOBJIEHUYU IIPUMEHEHUS TAKOT0 JIEKAPCTBEHHOI'O IIperapara.

Koncynprantlntoc: npumeyanue.
C 01.01.2026 naumenoBanue ct. 65 uznaraercsi B HoBo# penakiuu (O3 ot 30.01.2024 N 1-D3).

Crartbs 65. MNpuocTaHoOBNEeHNe NPMMEHEeHUA NeKapCTBEHHOro npenapara

(B pen. @enepanbHoro 3akoHa ot 22.12.2014 N 429-03)

Koncynprantlntoc: npumeyanue.
C01.01.2026 B 4. 1 cT. 65 BHOCsATCS M3mMenerus @3 ot 30.01.2024 N 1-D3).

1. ITpn nony4yenun uHpOpPMAIMU O HEXKENATEIbHBIX PEaKIUAX MPU MPUMEHEHUHU JIEKapCTBEHHOTO
Ipenapara, He YKa3aHHBIX B MHCTPYKLUH II0 IMPUMEHEHUIO JICKAPCTBEHHOI'O IIperapara, Cepbe3HbIX
HEXXEJIAaTeNbHBIX PEAKIUAX, 00 OCOOCHHOCTSAX €ro B3aMMOJEHCTBHS C JPYTUMH JIEKapCTBEHHBIMHU
npernapaTamu, KOTOpbIe MOTYT MPEACTABIATh YTPO3Y KU3HU UITU 3JI0POBBIO YeJIOBEKa JINOO KUBOTHOTO,
a TaKXKe O HECOOTBETCTBUHU JIaHHBIX 00 3((EKTUBHOCTH U O OE30MaCHOCTH JIEKAPCTBEHHOr'0 IpenapaTa
JAaHHBIM O JIEKAPCTBEHHOM IIpenapaTe, COAEPKAIMMCS B MHCTPYKLIHMH 10 €ro MPUMEHEHHUIO, B TOM
quciae OT YHOJHOMOYEHHBIX OPraHOB MHOCTPAHHBIX TOCYAApCTB, OOMEH KOTOPOW OCYILECTBIISETCS B
COOTBETCTBUH C COIJIAIICHUSIMH MEXIY YIOJHOMOYEHHBIM (heliepalbHbIM OPraHOM HCHOJIHHUTEIbHOM
BJIACTH M YIIOJTHOMOUYEHHBIMH OpTaHaMU WHOCTPAHHBIX T'OCYIApCTB, YIOJTHOMOYECHHBINH (enepaabHbIi
OpraH MCHOJHUTEIBHON BJIACTH pacCMaTpPUBAET BOIIPOC O BO3MOXKHOCTHU MPUOCTAHOBIICHUS O00paIeHUs
TaKOro JIEKApCTBEHHOI'O Ipernapara B MOPSJIKE, YCTAHOBIEHHOM YIIOJHOMOYEHHBIM (enepaabHbIM
OpPraHOM MCIOJIHUTEIbHON BIACTH.

Koncynprantllntoc: npumedanue.
C 01.01.2026 4. 2 ct. 65 uznaraercs B HoBo peaakuuu (©3 ot 30.01.2024 N 1-D3).

2. HpI/I HCUCIIOJIHCHUHW WJIM HCHAJICIKAIIICM HCIIOJIHCHHUU ACPIKATCIIAMU WKW BJIaACJIbLaMA
PEruCTpaiuOHHBIX y,Z[OCTOBepeHI/Iﬁ JICKAPCTBCHHBIX IIpC€NaparoB, HNPUIUYCCKHUMU JIMIOAMU, Ha HMA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

KOTOPBIX BbIIaHbl pa3peIleHUs] Ha IPOBEACHNE KIIMHNYECKUX nccienoBanuii B Poccuiickont denepaunn,
WIA YIOJHOMOYEHHBIMH HMH JIPYTMMHU IOPUJUUECKUMH JIMIIAMU OOS3aHHOCTEH, YCTaHOBJIEHHBIX
gacTsMd 3 u 4 crateu 64 Hacrosmero ®dexepanbHOro 3akoHa, JUOO0 B CiOyyasX NPEACTaBICHUS
COOTBETCTBYIOIIUM YITOJTHOMOUYEHHBIM (heIepaibHBIM OPTaHOM HCIIOTHUTEIBHOM BIIACTH 3aKIIOUYEHUS O
HEJOCTOBEPHOCTH PEe3yJbTaTOB KIMHUYECKOTO HCCIEIOBaHMs JIEKQpCTBEHHOTO IIperapaTta s
MEIUIMHCKOTO IPUMEHEHMs, KOTOpPO€ OCHOBAaHO Ha pe3yJbTaTax IPOBEPKU MEAMLIMHCKOU
OpraHM3aliy, IPOBOJUBIIEH YKa3aHHOE KIMHUYECKOE HCCIECJOBAHME C HapyLIEHUEM [PaBUI
Ha/IIeKaIleld KIMHUYECKOM MPAaKTUKK, U MPUBEJIO K MOJIYYEHUIO HEJJOCTOBEPHBIX PE3yJbTaTOB, JIMOO B
Cllyyae HEBBINOJIHEHHUS MPEINHCAHUS, BBIIAHHOTO YIIOJHOMOUYEHHBIM (peepanibHbIM  OPraHOM
WCIIOJIHUTEJIbHOM  BJIACTH IO HWTOraM  OCYILIECTBIEHHS BBIOOPOYHOIO KOHTPOJS — KadecTBa
JIEKApCTBEHHOTO TIperapara, yMOJHOMOUYCHHBIN (enepanibHbli OpPraH HCIOJHUTEIHLHOM BIACTH B
YCTAaHOBJICHHOM HM [ODPAJKE pacCMaTpHUBAET BOIPOC O IPHOCTAHOBICHUM IIPUMEHEHUS TaKOIo
JIEKapCTBEHHOI'O IIpernapara.

Koncynprantllntoc: npumeuanue.
C 01.01.2026 u. 4 ct. 65 yrpaunBaet cuiy (P3 ot 30.01.2024 N 1-D3).

3. YnonHoMoueHHbIH (enepanbHblii OpraH HCIOJHUTENBHONW BIIACTH MPHU IMPEJICTABICHUH €My
CBEICHUII O HECOOTBETCTBUHM IPOMU3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAHUSAM IpPABUI
Ha/IJIeKaIIed MPOU3BOACTBEHHONH MPAaKTHKH M (WJIM) O HApYUICHWH JIMIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE OBUIM BBISIBIIEHBI B XOJI€ MPOBEACHUS WHCIIEKTHPOBAHUS TPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEACTB WM OCYLIECTBIECHHS JIMIIEH3MOHHOTO KOHTPOJIs B cdepe IPOU3BOJCTBA JIEKAPCTBEHHBIX
CPEICTB M MpPHUBEIM WIA MOTYT IPHUBECTH K IPOU3BOACTBY JIEKAPCTBEHHBIX IpPENaparoB Ul
MEJULUHCKOTO NMPUMEHEHUs], MPUUYNHUBIINX WIN CHOCOOHBIX NPUYMHUTH BpENl U3HU WIN 3]I0POBbBIO
IpaX<1aH, paccMaTpUBAET BONPOC O MPHOCTAHOBJIECHUU NPUMEHEHMsSI JEKAPCTBEHHBIX IPENapaToB AJs
MEIUIMHCKOTO IPUMEHEHHSI B YCTAHOBJIEHHOM UM [OPAIKE B CIEAYIOIIUX CIydasx:

1) cocraB u (WJIM) TEXHOJOTHSI MPOU3BOJICTBA JIEKAPCTBEHHOIO Mperapara s MEIUITTHCKOTO
MIPUMEHEHHUs (C ONMHUCAaHUEM CTaJil MPOU3BOJACTBA) OTIUYAIOTCS OT 3asBJIEHHBIX B PETUCTPALMOHHOM
JOChE;

2) HeKapCTBeHHbIﬁ npenapar il MEAUIUHCKOTO IPUMEHCHUSA IIPOU3BEACH Ha HpOH3BOHCTBeHHOI>'I
IIomaaKke, He yKaBaHHOﬁ B pCruCTpaiiOHHOM J1OChE;

3) y npou3BOOUTENS JIEKAPCTBEHHBIX CPEICTB OTCYTCTBYIOT JOKYMEHTBHI, IOATBEPKIAOLINE
COOTBETCTBUE KayecTBa JIEKAPCTBEHHOI'O Ipemnapara JUisi MEAMIIMHCKOIO MPUMEHEHUs, BBOJUMOIO B
rpakJaHCKHI 000pOT, TpEOOBaHUSIM, YCTAaHOBJIEHHBIM IIPU €0 roCy1apCTBEHHON PEerucTpaluy;

4) Tpou3BOAMTENEM JIEKAPCTBEHHBIX CPEJACTB B COIVIACOBAHHBIA C COOTBETCTBYIOIIUM
YIOJTHOMOYEHHBIM (heJiepaabHbIM OPTaHOM HCIIOIHUTENBHON BIACTH CPOK HE YCTPAaHEHBI HApPYIICHUS
TpeOOBaHMI MpaBUJ HAJUISKAIICH MPOU3BOJICTBEHHOW MPAKTUKU U (WJIK) JIMIIEH3MOHHBIX TPEOOBAHUIA,
KOTOpbIE OBUIM BBISBICHBI B XOJI€ MPOBEACHUS WHCIIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WM OCYIIECTBICHHS JMIIEH3MOHHOTO KOHTpOJIA B cdepe MNpOM3BOACTBA JIEKAPCTBEHHBIX
CPEACTB M IMPUBEIM WIM MOIYT IPUBECTH K IPOM3BOJCTBY JIEKAPCTBEHHBIX IIPENapaTroB IS
MEIHUIIMHCKOTO MPUMEHEHUS, MPUUNHUBIINX WU CIIOCOOHBIX MPUYMHUTH BPEJd KU3HU WIH 37J0POBBIO
TPaKJaH.

(uactp 3 BBeneHa denepanbHpiM 3aKoHOM 0T 04.06.2018 N 140-D3)

4. YnomHOMOUYEHHBIH (enepanbHblii OpraH HCHOJHHUTENBHOM BJIACTH NPU HAIUYUK y HETO
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

CBEICHUII O HECOOTBETCTBUM IPOM3BOJUTENS JIEKAPCTBEHHBIX CPEACTB TPEOOBAaHUSAM MpPaBUII
Ha/IeKaIled MPOM3BOACTBEHHONH MPAaKTHKU M (WJIM) O HApyLICHWH JHMIIEH3UOHHBIX TpeOOBaHUH,
KOTOpbIE OBUIM BBISIBIICHBI B XOJI¢ NMPOBEACHUS WHCIEKTUPOBAHUS MPOM3BOIUTENS JIEKAPCTBEHHBIX
CPEICTB WJIM OCYIIECTBICHHS JMIIEH3HOHHOTO KOHTPOJIA B cdepe MNpOM3BOACTBA JIEKAPCTBEHHBIX
CPEICTB M TMpHBEIM WJIA MOTYT NPHUBECTH K TPOU3BOACTBY JIEKAPCTBEHHBIX IpEnaparoB Ul
BETEPUHAPHOTO NMPUMEHEHUsI, IPUUMHUBIIUX WIM CIIOCOOHBIX NPUYMHUTH BPE] KU3HU WM 3]I0POBbIO
KHUBOTHBIX, PACCMATPUBAET BOIIPOC O MPHOCTAHOBJIEHUM PEaIU3alMU M MPUMEHEHMs JIEKAPCTBEHHBIX
IIPENapaToB JUIsl BETEPUHAPHOTO IPUMEHEHUS B YCTAHOBJIIEHHOM MM [IOPAJIKE B CIEAYIOLINX CIyqasiX:

1) coctaB u (WIM) TEXHOJIOTHUS MPOU3BOJACTBA JIEKAPCTBEHHOI'O Ipenapara JUis BETEPUHAPHOIO
MIPUMEHEHHUS (C ONMHMCAaHUEM CTaJuil MPOU3BOJACTBA) OTIUYAIOTCS OT 3asBJIEHHBIX B PETUCTPALMOHHOM
JI0ChE;

2) nexapcTBEHHBIH Mpenapar AJis BETEpUHAPHOTO MPUMEHEHHSI IPOU3BEACH Ha IPOU3BOJICTBEHHON
TUIOHIA/IKE, HE YKa3aHHOW B PETUCTPALIMOHHOM J0ChE;

3) y Ipou3BOOUTENS JIEKAPCTBEHHBIX CPEIACTB OTCYTCTBYIOT JOKYMEHTBI, IOATBEP:KIAIOLINE
COOTBETCTBUE KAauyeCTBA JICKAPCTBEHHOIO Ipenapara il BETEPUHAPHOIO NPHUMEHEHMS, BBOJUMOIO B
rpaXkIaHCKH 000pOT, TpEOOBAHMSIM, YCTAaHOBJICHHBIM IIPH €70 TOCYIaPCTBEHHON PErHCTPaLliy;

4) TpPOW3BOAUTENEM JIEKAPCTBEHHBIX CPEJACTB B COMJIACOBAHHBIM C COOTBETCTBYIOIIUM
YIOJIHOMOYCHHBIM (eZIepaIbHBIM OPraHOM HCITOJIHUTEJIBHON BJIACTH CPOK HE YCTPaHEHBI HAPYIICHHS
TpeOOBaHMIl MpaBUJI HAJUIEKAIIEH MPOU3BOJICTBEHHOW MPAKTUKU U (WJIM) JIULIEH3MOHHBIX TPEOOBAHUA,
KOTOpbI€ OBUIM BBISBICHBI B XOJI€ MPOBEICHUS WHCIEKTUPOBAHUS MPOU3BOAMUTENS JIEKAPCTBEHHBIX
CPEIICTB WM OCYIICCTBICHHS JIMIICH3HOHHOTO KOHTPOJII B cdepe MPOM3BOACTBA JIEKAPCTBEHHBIX
CPEICTB M TPHUBENW WIM MOTYT MPUBECTH K TMPOU3BOJCTBY JIEKAPCTBEHHBIX IMpPENapaTroB it
BETEPUHAPHOTO MPUMEHEHHUS, MPUYUHUBIINX WM CIIOCOOHBIX MPUYUHUTH BPEI KU3HU WM 3I0POBHIO
’KUBOTHBIX.

(uacts 4 BBenena denepanbueiM 3aKoHOM 0T 04.06.2018 N 140-D3)

7. B nopsizike, mpeayCMOTPEHHOM YacThi0 4 HACTOAIICH CTaThH, YIIOJTHOMOUYCHHBIN (eepanbHbIi
OpraH HWCIOJIHUTEIBHOW BJIACTH paccMaTpPUBAET BOIPOC O NPHUOCTAHOBICHUU pealu3alud |
MIPUMEHEHHUS JIEKApCTBEHHOT'O MperapaTa JJii BETEPUHAPHOTO MPUMEHEHHUs B CIydae BBISABJICHHS B
TPOKIAHCKOM O000pOTE€ CepuM JICKapCTBEHHOTO Tperapara Hjisi BETEPUHAPHOTO TPUMEHEHUS,
JIOKYMEHTBI U CBEACHUA O KOTOPOM, MpelyCMOTpPEHHbIC YacTsaMHu | - 3 U 6 ctaThbu 52.2 HACTOAIIETO
®denepallbHOTO 3aKOHA, HE MPEACTaBIEHBbl B YKa3aHHBIA OpraH, MO0 CepUrd MMMYHOOHMOIOTHYECKOTO
JIEKApCTBEHHOTO0 Nperapara JUisi BETEPUHAPHOTO MPUMEHEHHs, HE MMEIOLEeH pa3peuieHus,
IIPElyCMOTPEHHOIO 4acThio 8 cratbu 52.2 Hacrosimero PenepabHOTO 3aKoHa. B yka3zaHHOM citydae
YIIOJIHOMOYEHHBIM  (eiepaibHbIi  OpraH  HUCHOJIHUTENBHON BJIACTH TNPUHHUMAET pPEIICHHE O
MIPUOCTAHOBIICHUH PeaTU3allui U PUMEHEHHSI TAKUX CEPUM JI0 TIPE/ICTABIICHUS YKa3aHHBIX TOKYMEHTOB
U CBeACHUI J1O0 10 MOTYUYeHHs YKa3aHHOTO Pa3peleHusl.

(uacts 7 BBenena denepanbubiM 3aKoHoM oT 02.07.2021 N 317-03)

CraTtba 66. UHcpopmauma o pesynbtaTtax hapmakoHagsopa
(B pen. ®enepanbHoro 3akona ot 27.12.2019 N 475-03)
VYHonHOMOYEeHHBIH  (efepaibHbli  OpraH  MCHOJHUTENBHOW  BIAcTH,  OCYLIECTBISIOIIMN

(apMakoHa30p, MO €ro pe3ysibTaTaM pa3MellaeT Ha cBoeM oduIMajIbHOM caiite B cetu "HHtepHer"
MH(POPMALIUIO O:
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

1) BBISIBIEHMM HOBBIX MOATBEP)KICHHBIX ITaHHBIX O TOOOYHBIX AEHUCTBUSX, HEKENATEIbHBIX
peaklusaX, CEPbE3HBIX HEXKEIATCIIbHBIX PEaKlUMsaX, HENPEABUACHHBIX HEKEIATEIbHBIX PEAKUUAX IIpU
IIPUMEHEHHUH JICKaPCTBEHHOTO IIperapaTa, B TOM YUCIIE BIUAIOIIHUX HA OTHOLIEHUE OKUIAEMOM IOJIb3bI
K BO3MO>XHOMY PUCKY IPHUMEHEHUS JAHHOTO JIEKAPCTBEHHOTO Iperapara;

2) NPUHATHIX PEHICHUSX O BHECEHUU M3MEHEHUN B MHCTPYKIIHMIO 110 IPUMEHEHHIO JIEKapCTBEHHOT O
npernapara, 0 NpUOCTAHOBJIEHUHU NPUMEHEHUs JIEKapCTBEHHOI'O IpenapaTa, 00 U3bSITUU U3 00palleHus
JIEKapCTBEHHOT'O Mpenapara Wi 0 BO300HOBICHUH PUMEHEHHUs JIEKAPCTBEHHOT O Mperapara.

Maea 14. UHPOPMALUA O JIEKAPCTBEHHbIX NMPEMAPATAX. CUCTEMA
MOHUTOPUHIA OABUXEHUA NNEKAPCTBEHHbIX NMPEMNAPATOB
anda MEAUMUMUHCKOIo NPUMEHEHUA
(B pen. deaepanbHoro 3akoHa ot 28.12.2017 N 425-D3)

Cratba 67. UHdopmaumsa o nekapcTBeHHbIX npenaparax. Cucrema MOHUTOPUHra
ABUXEHUS NeKapCTBEHHbIX NpenapaToB AN MeAULUHCKOro NpUMeHeHus
(B pen. ®enepanbHoro 3akona ot 28.12.2017 N 425-03)

1. Uadopmanus o JeKapCTBEHHBIX IpernapaTax, OTITYCKaeMbIX IO PElEnTy Ha JICKapCTBEHHBIN
mpernapar, J0JDKHA COACPIKATHCS TOJIBKO B CICIUATM3HPOBAHHBIX W3IAHUAX, MPEIHA3HAYCHHBIX IS
MEJHUIMHCKUX, (papMaIieBTUIECKIX PAOOTHUKOB, CIICIIHAIIMCTOB B 00JIacTH BeTepuHapuu. MHpopMmarus
0 JICKapCTBEHHBIX Mpernaparax s CICIHATUCTOB B 0O0JIACTH OOpAIEHUS JICKAPCTBEHHBIX CPEICTB
MOXKET COJIEpPXKAThCsl B MOHOTpausAX, CIPaBOYHUKAX, HAYYHBIX CTAaThsIX, B JOKJIagaX Ha KOHTpeccax,
KOH(EPEeHIMSIX, CHMIIO3MyMaX, HAyYHBIX COBETaX, a TakkKe B HMHCTPYKIUSAX 110 MPUMEHEHHUIO
JICKaPCTBCHHBIX MPEapaToOB.

(B pen. ®enepanbHoro 3akona ot 02.08.2019 N 297-03)

2. Nndopmanus o JeKapcTBEHHBIX MpemapaTaX, OTIyCKAaeMbIX 0e3 pelenTta Ha JIeKapCTBEHHBIN
mpemapaT, MOXET COJEPKaThCs B MyOJIMKAIMSIX U OOBSBICHUSX CPEJICTB MAaccoBOW HH(OpMAIINH,
CHEIUATU3UPOBAHHBIX M OOIIUX MEYaTHBIX M3JAAHMIX, MHCTPYKIMIX MO MPUMEHEHHIO JIEKAPCTBEHHBIX
MpenapaToB, UHBIX U3JIaHUAX CYOBEKTOB OOpaIeHus JICKAPCTBEHHBIX CPENICTB. PekiiaMHbIe MaTepHalibl
0 JIeKapCTBEHHOM Ipemnapare, OTIyckaemMoM Oe3 pelenTta Ha JIGKapCTBEHHBIA mpenapar, JOKHBI
COOTBETCTBOBATh MHCTPYKLIMHU 10 IPUMEHEHHUIO JIEKAPCTBEHHOIO Ipenapara.

3. Jomyckaercssi MCHOJIb30BAHUE JIOOBIX MaTEpUANbHBIX HOCHUTENEH, MO3BOJSIOIIUX XPaHUTH,
nepeaaBaTh U UCIOIb30BaTh MHPOPMALIMIO O JIEKAPCTBEHHBIX MpernapaTax 0e3 ee HCKaKeHHUs.

4. s ueneid waeHTH(UKAIMKM YIIAKOBOK JICKAPCTBEHHBIX IPEMApaToB IS MEAWIIMHCKOTO
MPUMEHEHUS] TTPOU3BOJIUTENIN JICKAPCTBEHHBIX CPEACTB B MOPSAKE, YcTaHOBIEHHOM [IpaButenbcTBOM
Poccuiickoit ®enepariuy, HAHOCAT Ha TMEPBUYHYIO YHAKOBKY (B OTHOIICHHH JIEKAPCTBEHHBIX
MpernapaToB ISl MEAULIMHCKOTO TPUMEHEHUS, AJI1 KOTOPBIX HE MPeyCMOTpEeHa BTOpUYHAs YIIAaKOBKA) U
BTOPUYHYIO (MIOTPEOUTENHCKYIO) YIMAaKOBKY JICKAPCTBEHHBIX IMPEMapaToB IS  MEIUIMHCKOTO
MPUMEHEHHUS CpeICTBAa WACHTHU(DHKAIMKM, 3a HCKIIOYECHUEM JIEKAPCTBEHHBIX MpEnaparoB s
MEIMIMHCKOTO MPUMEHEHUS, MPOU3BOJUMBIX [IJI MTPOBEACHUS KIMHUYECKUX UCCIIEIOBAHUM, SKCIIOPTA,
JICKapCTBEHHBIX MPENapaToB JUisi MEAUIIMHCKOTO MPUMEHEHUA, YKa3aHHBIX B HacTsax 5 U § crateu 13
Hacrosimero  denepanbHOro  3akoHa, paguodapMaleBTUYECKUX JICKAPCTBEHHBIX  IPEMapaTroB,
BBICOKOTEXHOJIOTUYHBIX JIEKAPCTBEHHBIX IPENapaTroB, KOTOPHIE MPOU3BEACHBI MalbIMU CEPHUSIMU,
COCTOSIT W3 OJHOM WM HECKOJBKHX J103 BBICOKOTEXHOJOTHMYHOIO JIEKAPCTBEHHOrO IIpemnapara,
MpeAHa3HaYeHbl JJii KOHKPETHOrO MAalleHTa, HMEIOT KOPOTKUU CPOK TOJHOCTH (10 JAEBSHOCTA
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

KaJeHJapHbIX JAHEeH) W (WIM) TeMIepaTypHbIM peXUM XpaHEHUS M TPaHCIOPTHPOBaHUS MHUHYC 60
rpagycoB llenbcusa miaM HuXKE, NMUABOK MEIUIMHCKUX W Ta30B MEIUUMHCKUX. JlJI1 JeKapCTBEHHBIX
[IpenapaToB C  MEXKJIyHApOJHbIM  HENAaTEHTOBAaHHbIM  HAaMMEHOBaHUEM  "OTaHOA"  CpPEACTBO
UJCHTU(PUKAIIMM HAaHOCUTCS Ha BTOPUYHYIO (MOTPEOMTENbCKYIO) YMAaKOBKY B Cilydae, €ClIM Takas
yHOaKkoBKa  SBJIAETCS  WHIAUBUAYAJIbHOW  BTOPUYHOW  (IMOTPEOMTENHCKOM)  YMAKOBKOM  ATOrO
JIEKapCTBEHHOI'O IIperapara, a B cily4yae OTCYTCTBHMsSI BTOPHMYHOW (IOTPEOUTENHCKON) YMAKOBKM HIIU
HQJINYMS YHAKOBKHM, B KOTOPOW HaxoAWUTCss Oosiee OJHOW €IMHHUIBI YKAa3aHHOIO JIEKapCTBEHHOTO
npernapara B IepBUYHON YIIaKOBKE, CPEJICTBO UACHTHU(PHUKAIIMYA HAHOCUTCS Ha IEPBUYHYIO YIIAaKOBKY.
(uactp 4 BBegeHa PDepepanbHbiM 3akoHOM oT 28.12.2017 N 425-®3 (pen. 27.12.2019); B pen.
®enepanbHbix 3ak0HOB 0T 04.08.2023 N 428-P3, o1 30.01.2024 N _1-D3)

5. XapaKTepuCTUKH CpPENCTBA HICHTU(DHUKAINU, MOPSJIOK €ro HaHECEHUss W TPeOOBaHMS K
CTpyKTYype U dopmary MHPOpMAIMU, KOTOPYIO COIACPKUT CPEACTBO HACHTU(PHUKALMH, ONPEICIISIOTCS
[IpaBurenscTBOM Poccuiickon Penepanuu.

(dactb 5 BBenena denepaibHbIM 3aK0HOM OT 28.12.2017 N 425-D3)

6. llopsanok co3maHus, pa3BUTHs, BBOJA B OJKCIUIyaTallMlo, SKCIIyaTallud M BbIBOJA U3
SKCIUTyaTalldd CUCTEMbl MOHUTOPWHIA JIBHJKCHMSI JIEKAPCTBEHHBIX IMPENapaToB [JIsi MEIUIIMHCKOTO
MPUMEHEHHUS, IMOPSAIOK MPEeAOCTaBlICHUs WHGOPMAIMH, COJAEpXKAIIeHcss B CHCTEME MOHUTOPWHTA
JBUKEHUS JIEKAPCTBEHHBIX IPENapaToB JUIsi MEAUIIMHCKOIO MPUMEHEHHUS, U MOPSAAOK B3aMMOJIEHCTBHS
yKa3aHHOM CHCTEMBI C HMHBIMH TOCYJAapCTBEHHBIMH  HMH()DOPMAIIMOHHBIMU  CUCTEMaMH U
WH(OPMALIMOHHBIMU ~ CHCTEMaMU IOPHIWYECKUX JIMIl W WHAWBHIYAIbHBIX MpPEAINPUHAMATENCH,
yKa3zaHHbIX B yacTsax 7 u 10 Hacrosiued crtarbM, ycraHaBiaupatotcsa [IpaButenbctBoM Poccuiickoit
Oenepanun. OnepaTopaMyd CUCTEMBI MOHUTOPUHTA JIBIDKCHHS JIEKAPCTBEHHBIX IpEnapaToB IS
MEJIMIIMHCKOTO TIPUMEHEHHs SBISIIOTCA (helepaibHBI OpraH WCIOJHUTEIBRHON BJIACTH W (WIIN)
opranu3aius, ynojinoMoueHubie [IpaButensctBom Poccuiickoit @enepanum.

(uacts 6 BBeneHa denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

7. FOpuanueckue Juia 1 THANBUIYAJIbHBIE TPEANPUHUMATEINHN, OCYILIECTRISIONINE MPOU3BOJICTBO,
xpaHeHue, BB0O3 B Poccuiickyro @Penepauuio, OTIYCK, peaiM3alUI0, NepeAady, IPUMEHEHUE U
YHUUTO)KEHHE JIEKAPCTBEHHBIX MPENapaToB Uil MEIULMHCKOTO IPUMEHEHNUs, 00€CIIeUNBAIOT B OPSJIKE
U B cocTaBe, KOTOopble ycrtaHoBieHbl [IpaButenbctBomM Poccuiickoit ®enepanur ¢ y4eToM BHJA
OCYIIECTBIISIEMOM HMHU JEATEIbHOCTH, BHECEHHE HWH(GOpMAlMU O JIEKApCTBEHHBIX IMpernaparax s
MEJIMLMUHCKOTO MPUMEHEHUsI B CHUCTEMY MOHUTOPHUHIA JBU)KEHUS JICKAPCTBEHHBIX MPENapaToB IS
MEJIMIUHCKOTO NIPUMEHECHHUS.

(uactp 7 BBeneHa denepanbHbIM 3aK0HOM 0T 28.12.2017 N 425-D3)

7.1. JlekapcTBeHHBIC TIpemaparbl Il MEAMIMHCKOTO TPUMEHEHUs, NpeTHA3HAUYCHHbIE sl
obecrieueHus JHI, OOJBHBIX TeMO(IIHEH, MyKOBUCIIHI030M, TUTIOGU3APHBIM HAHU3MOM, OOJIE3HBIO
l'omre, 370Ka4eCTBEHHBIMH HOBOOOpPA30BaHUSAMU JTUMGOUIHOM, KPOBETBOPHOW M POJICTBEHHBIX HM
TKaHeW, PACCEeSHHBIM CKJIEpO30M, JUI[ TIOCIe TpPaHCIUIAHTAMU OpraHoB U (WIHM) TKaHEH,
npousBereHHble 10 31 nexabps 2019 roma, a Takke UWHBIE JICKApPCTBEHHBIC Mpenaparsbl s
MEJIMIIMHCKOTO NMPUMEHEeHuUs, mpousBeeHHbie 10 1 uronst 2020 roxa, moajexar XpaHEHHIO, IEPEBO3KE,
OTITyCKY, peaju3aluy, nepeaade, MPUMEHCHHIO 0€3 HAaHECEHUS CPEJICTB HICHTU(PUKAIIUN IO UCTCUCHUS
cpoka ux rogHocTH. [IpaBurensctBo Poccuiickoit denepannun BnpaBe yCTaAHOBUTH OCOOEHHOCTH BBOJA
B TPaXIAHCKUN 00OPOT JICKAPCTBEHHBIX MPEMapaToB Il MEIUIIMHCKOTO MTPUMEHEHHS, POU3BEICHHBIX
B nepuon ¢ 1 urons 2020 roma mo 1 oktsa6ps 2020 roma. B mensix BBoAa B TpaxkIaHCKHU 00OpOT
JIEKApCTBEHHBIC MpenapaThl AJid MEAUIMHCKOIO MNPUMEHEHHS, 3a HCKIIOUEHHUEM JIEKapCTBEHHBIX
MpemapaToB, MpeIHA3HAYCHHBIX JUIsI OOECIeYeHHs JHI], OONbHBIX TeMO(WINeH, MYKOBHUCIHIO30M,
runou3apHbIM HAHU3MOM, 00JIe3HBI0 [ ollIe, 3JI0KaYeCTBEHHBIMH HOBOOOPA30BAHHUSIMHE JTHM(OUTHOMH,
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

KPOBETBOPHOM M POJICTBEHHBIX MM TKaHEH, PACCESTHHBIM CKIEPO30M, JHI[ TOCTe TpaHCIUIAHTAlUU
OpraHoB W (WIM) TKaHEH, NMPOU3BEJCHHbIE 3a Ipeaenamu Teppuropun Poccuiickoit @enepauuu 10 1
okts0ps 2020 roma, moryT ObITh BBe3eHbl B Poccmiickyto ®@enepanmio no | suBaps 2021 roga B
nopsimke, ycraHoBieHHOM [IpaBurensctBoM Poccuiickoit ®Denepanum, 0€3 HaHECCHHS CPEICTB
HJEHTU(DUKAITIH.

(B pen. deaepanbHbix 3ak0HOB 0T 27.12.2019 N 462-D3, ot 13.07.2020 N 206-D3)

8. Opranumzanus WHOOPMALMOHHOTO B3aUMOJICHCTBUS CHUCTEMBbl MOHHUTOPHHTA JIBUKCHUS
JIEKAPCTBEHHBIX TMPEMapaToB I MEIUIMHCKOTO TPUMEHEHUSI C MHBIMH TOCYJIapCTBEHHBIMU
WH(OPMALIMOHHBIMU CHCTEMaMHU 00eCIeYrBaeTCsl B TOM YHUCIIE IOCPEICTBOM HWHPPACTPYKTYPHI,
obecrnieunBaronield HHMOPMAIIMOHHO-TEXHOJIOTHYECKOE B3aMMOJICHCTBIE WH(MOPMAIMOHHBIX CHCTEM,
WCIIONB3YEMBIX ISl TIPEIOCTABICHUS TOCYJAPCTBEHHBIX W MYHHUIIMIMAIBHBIX YCIYT W HWCIIOJHCHHS
rOCYJapCTBEHHBIX U MyHUITUTIATBHBIX (DYHKIIMHI B 3JIGKTPOHHOM opMme.

(uacts 8 BBenena denepanbHbiM 3aK0HOM OT 28.12.2017 N 425-03)

9. Undopmanus, coaepxaiascs B CHICTEME MOHUTOPUHTA JIBHKEHUS JICKApPCTBEHHBIX MPENapaToB
JUTSE METUIIMHCKOTO MPUMEHEHUSI, SIBISETCSI HHPOPMAIMEl OTrpaHNYEHHOTO JOCTYMa B COOTBETCTBUU CO
cratbeii 9 @enepanpHoro 3akoHa or 27 wmrons 2006 roma N 149-®3 "O6 wundopmanum,
MH(POPMAITMOHHBIX TEXHOJOTHSAX W O 3ammrTe wuHpopManuu', 3a HUCKIIOYECHHEM HWH)OopMaIuu,
HEJIOMYCTUMOCTh OTPaHUYCHHS JTOCTYMa K KOTOPOW yCTaHOBJIeHA (e/epalbHBIMUA 3aKOHAMH, a TaKkKe
uHpopmanuu, otHeceHHON [IpaBurensctBoMm Poccuiickoit denepaiii B COOTBETCTBUU C HACTOSIIIIUM
@denepallbHBIM ~ 3aKOHOM K  oOmenoctynHod — uHpopMmanuu. OOmenoctynHas — uHGOpManus,
cojiepKaIiascs B CUCTEME MOHUTOPHHIA JIBM)KEHMSI JIEKAPCTBEHHBIX IMPENapaToB JJsi MEIUIIMHCKOTO
MPUMEHEHHUS, pa3MelIaeTcs B MHPOPMAIMOHHO-TEIEKOMMYHUKalMOHHOW cetu "WHrepHer" (B TOM
yuciie B (opMe OTKPBHITHIX JAaHHBIX) B MOpsAnke, ycTaHoBlieHHOM IlpaBurensctBoMm Poccuiickoit
denepanuu.
(uactp 9 B pen. @enepanbHoro 3akoHa oT 04.08.2023 N 474-D3)

9.1. Joctyn x uH(popMaImy, coaepskalieiicss B CHcTeMe MOHUTOPHHTA JBM)KEHHS JIEKapCTBEHHBIX
MpernapaToB sl MEAMLIWHCKOTO TPUMEHEHHUs, 00ECIeYyrBaeTCs ONepaTopoOM CHUCTEMbl MOHUTOPHHIA
JBWKEHUs JIEKAPCTBEHHBIX IPENapaTroB JUIsi MEIULIHUHCKOTO NMPUMEHEHMS B IOPSAAKE, YCTAaHOBIEHHOM
[IpaBurensctBOM Poccuiickoii @®enepannu, B COOTBETCTBHUM C 3aKOHOJATENBCTBOM Poccuiickoit
@enepaun 060 uHGopManuu, HHOOPMAIMOHHBIX TEXHOJOTMSAX MW O 3amMre HH(popManu,
3aKkoHOJaTenbCcTBOM  Poccuiickori @enepaunu O TOCYJAapCTBEHHOM TalHE, 3aKOHOIATEIbCTBOM
Poccuiickoit denepanuu 0 KOMMEPYECKON U MHOM OXPaHAEMON 3aKOHOM TallHE U C YYETOM IOJIOKECHUI
Hacrosiuien crarbu. IIpaButensctBo Poccuiickoii denepanuu BIpaBe yCTaHaBIUMBATh IIEPEUYCHb
JIEKapCTBEHHBIX MpenapaTroB A MEAMIMHCKOIO MPUMEHEHHs U (WIM) Tpynn JEeKapCTBEHHBIX
MpernapaToB s MEAUIMHCKOIO TMPUMEHEHHs] M OCOOCHHOCTH JOCTyNa K HHQPOpMAIMH O TaKHX
JIEKapCTBEHHBIX IIpenaparax, COACP)KAIEHCS B CUCTEME MOHUTOPMHIA IBW)KCHHS JIEKAPCTBEHHBIX
IIPENapaToB JUIsl MEAULIMHCKOTO IIPUMEHEHUS.

(uactb 9.1 BBennena dexnepanbHbiM 3aKk0HOM OT 04.08.2023 N 474-03)

9.2. Tlonb3oBaTenu CHUCTEMbl MOHHUTOPMHIA JABWKEHUS JIEKAPCTBEHHBIX IMIpPENapaTroB st
MEJIMIIMHCKOTO TPUMEHEHUsI 00JIalaloT MPaBOM JIOCTyNa K HWH(OpMaInU, COACpIKAIIEHCS B CHCTEME
MOHUTOPHUHTA JIBI)KCHHS JIEKAPCTBEHHBIX MPENapaToB I MEAUIIMHCKOTO MPUMEHEHHS, C YYEeTOM
OrpaHMYEHUIl JocTyna K yKa3zaHHOW MHGOpManmuu U ee mocieayromeil o0paboTke, yCTaHOBIECHHBIX
HacTosamuM DenepanbHBIM 3aKOHOM W HWHBIMH HOPMAaTHBHBIMU TPABOBBIMHU akTamu Poccuiickoit
denepauuu.

(dactp 9.2 BBeneHa denepanbubiM 3akoHOM 0T 04.08.2023 N 474-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

9.3. denepanbHble OpraHbl HCIOJHUTENBHON BIACTH W HCIONTHUTEIbHBIE OpPraHbl CyOBEKTOB
Poccuiickoit @enepauuu B Lensax, onpenencHHelx llpasurensctBom Poccuiickoit denepanuu, UMEOT
MpaBo JOCTyIa K MHPOPMALUU O CyObEeKTax OOpalleHusl JEKApCTBEHHBIX CPEICTB, O JIEKAPCTBEHHBIX
npemnaparax 1 00 000pOTe TaKHMX JEKAPCTBEHHBIX MPENapaToB, HEOOXOIMMOM ISl BBIIOJHEHUS 3a1a4 U
ocyuiecTBlieHUsT (QYHKIUI, BO3JIOKEHHBIX Ha (efepaibHble OpraHbl HCHOJHUTENBHOM BIIACTH U
UCIIOJIHUTENIbHBIE Opranbl cyObekToB Poccuiickoit ®denepauuu, cTaTHCTUYECKOW HHOpMAIMH O
JIEKapCTBEHHBIX IMperapaTax u 00 ux obopore, a Takxke K odmenoctynHoi nunpopmanuu. CoctaB 3TOM
uHpOpPMALUU ONpPEeseTCs] COTNIalIeHUs MU 00 MH(POPMAIIMOHHOM B3aMMOJCHCTBHHM, 3aKIFOUEHHBIMU
OIEpaTOPOM CHCTEMbl MOHHUTOPUHIA JBWXKCHUS JIEKAPCTBEHHBIX IIPENapaToB Il MEIULUHCKOIO
MIPUMEHEHHU ¢ (peepaTbHBIMU OpraHaMu MCIOJIHUTEIbHOW BJIACTH WJIM HCIOJHUTEIBHBIMU OpraHaMu
cyobekToB  Poccmiickoit @Depepanmu u  QeAepadbHBIM  OpPraHOM  MCIOJHUTEIBLHOM  BJIACTH,
OCYHIECTBIISIOMUM  (GYHKIMM 1O BbIpaOOTKE U pealu3allid TOCYJapCTBEHHOW MOJUTHKU U
HOPMAaTUBHO-TIPAaBOBOMY PETYJIUPOBAHUIO B chepe 3ApaBOOXpaHEHUSI.

(dactpb 9.3 BBeneHa denepanbubiM 3akoHOM OT 04.08.2023 N 474-03; B pen. enepaibHOro 3aK0Ha OT
08.08.2024 N 232-03)

9.4. CyObekT oOpamieHHs JIGKApPCTBEHHBIX CPEJICTB MMEET MpaBO JOCTyna K HWH(popManmu o0
OTIepaNUsAX C JICKAPCTBEHHBIMHU TIpenapaTaMy JUIi MEIUIIMHCKOTO TPUMEHEHHS, COBEPIICHHBIX STHM
CyOBEKTOM 00OpallleHHsl JIEKapCTBEHHbBIX CPECTB, a TAKXKe K 00LIeI0CTyTHON HH(OpMAIHH.

(uactp 9.4 BBenena @enepanbHbIM 3akoHOM OT 04.08.2023 N 474-D3)

9.5. Oneparop cucTeMbl MOHUTOPUHTA ABM)KEHHUS JIEKAPCTBEHHBIX IIPENAPATOB ISl MEUIIMHCKOTO
npUMEHEeHHs O00JanaeT MpaBoOM J0OCTyna K HMH(OpMAIMH, COAepXkalleiics B CUCTEME MOHUTOPHHIA
JBYDKEHUS JIEKAPCTBEHHBIX IPENapaToB ISl MEJUIIMHCKOTO TNPHUMEHEHUs, BKItOYas HH(OPMAIIHIO
OTPaHUYEHHOI'0 JIOCTYIA, C BO3MOXKHOCTBIO €€ OOpabOTKM, B TOM YHCJIE €€ NPEOCTaBICHUS U
pacrpocTpaHeHMsl, oOeclieueHust JOCTylla K Hed M OKa3aHus yCIyr ¢ €€ HCIOJb30BaHUEM (nanee -
00paboTKa).

(uactb 9.5 BBennena MexnepanbHbiM 3aKk0HOM OT 04.08.2023 N 474-03)

9.6. OnepaTop cuCTEMbl MOHUTOPUHTA JIBHKCHHUS JICKAPCTBEHHBIX MPEMApPaTOB JJIsI METUIIMHCKOTO
MIPUMEHEHHS MOXKET OCYIIECTBISATh 00padOTKy MH(POPMAIIUU OTPAaHUYICHHOTO JIOCTYIIA, COACpKaIIencs
B CHCTEME MOHHTOPWHTA JIBMKCHUS JICKAPCTBEHHBIX MPETapaToB Il MEAUIIMHCKOTO PUMEHEHUS, TIPH
YCIOBUH O00SI3aTE€IBHOIO 00€3JIMYMBAaHUS TAaKOM MH(POpPMALMUM B COOTBETCTBUHM C YTBEPXKIAEMBbIMU
(benepanbHBIM OPraHOM HCHOJHHUTENBHOM BIIACTH, OCYILECTBIISIONMM (QYHKLUUU 1O BbIpAOOTKE H
peanu3ali TroCyJapCTBEHHOM TOJIMTUKA W HOPMATUBHO-NPAaBOBOMY pETyJIMpPOBaHHIO B cdepe
3[paBOOXPAaHEHMs, MO0 COIJIACOBAHMIO C (enepadbHbIM OpPraHOM HCIOJHUTENBHOW  BJIACTH,
OCYIIECTBISAIOMUM (QYHKIIUH 110 KOHTPOJIIO U HaJ30py B chepe NHHOPMALIMOHHBIX TEXHOJIOTUHN U CBSI3H,
u (QenepaqbHBIM OpPraHOM HCIIOJHUTENBHONM BJIacTM B o00jgacTH oOecredeHus Oe30MacHOCTU
TpeOOBaHUAMM K OOE3JIMYMBAHUIO Takoil MHPOpPMALMUM W MeToJaMK OOE3IMYMBAHMUA TaKOH
uHpopmanuu. OO6e3nuueHHas WHPoOpMalMs, IOJNyuyeHHas B pe3yjbTaTe yKa3aHHOW 00pabOTKM U
coJiepKaliasicss B CUCTEME MOHUTOPHUHIA JBM)KEHUS JIEKAPCTBEHHBIX IMPENapaToB JUIsi MEAMLIUHCKOTO
NPUMEHEHHUS, SBJIsIeTCs HH(popMaluei orpanndeHnoro gqocrymna. O6e3nnueHnas nHpopManus, T10CTyM K
KOTOpO# ObUT 00ecrieueH onepaTopoM CHCTEMBbl MOHUTOPHHTA JBIKEHHS JICKAPCTBEHHBIX IMPETAapaToB
JUTSE MEJIUIIMHCKOTO TIPUMEHEHUS B IIEIISIX OKa3aHUsS YCIYT C €€ MCIOIb30BAHNUEM, TIOUICKHUT XPAHESHHIO
B CUCTEME MOHHMTOPHHIA JIBUXKEHUS JIEKAPCTBEHHBIX NPENapaTroB I MEAULMHCKOTO MPUMEHEHUS He
MeHee ISITH JIET C JAaThl MPEeAOCTaBICHMS J0CTyna K 00e3IuueHHOM HH(popMalMM, W Ha Hee He
pacnpocTpaHsIoTcs: TpeOoBaHUs K MHPOPMALMU OIPAaHMYEHHOTO JI0CTYIA, YCTAaHOBJICHHBIE HACTOSILEH
CTaTheu.

(dactp 9.6 BBeneHa denepanbHbiM 3akoHOM 0T 04.08.2023 N 474-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

9.7. Onepatop cucTeMbl MOHUTOPUHTA ABM)KEHHUS JIEKaPCTBEHHBIX IIPENAPaTOB JUIsl MEULIMHCKOTO
MPUMEHEHHS MOXET OCYILECTBIIATH 00pabOTKy MH(POPMALIMU OIPAaHMUYCHHOTO JOCTYTIA, CO/eprKalencs
B CHUCTEME MOHUTOPMHIA JBUKEHMS JIEKAPCTBEHHBIX IPENApaToB s MEAMLMHCKOIO HNPUMEHEHUS,
MOJIyYeHHOM OT cyOBeKTa oOpalleHMsl JEKapCTBEHHBIX CPEICTB, 3apErHCTPUPOBAHHOIO B CHCTEME
MOHHUTOPHHTA JBUXXEHHSI JIEKapCTBEHHBIX MpenaparoB JUisi MEAMIMHCKOIO TMPUMEHEHUS U
IIPEJCTaBUBLIET0 B HEE CBEACHUS, B HHTEpECax M IO IOPYYEHUIO TAKOro CyObekTa oOpalleHus
JIEKapCTBEHHBIX CPEACTB 0e3 00e3MnuruBaHus MH()OPMAIIMK OTPAHUYEHHOTO JJOCTYIIA.

(uactpb 9.7 BBennena MexnepanbHbIM 3ak0HOM OT 04.08.2023 N 474-03)

9.8. Oneparop cuCTEMbl MOHUTOPHHTA JBUXKEHHUS JIEKAPCTBEHHBIX MPEMAPATOB JIsI MEAUIIMHCKOTO
MPUMEHEHHUs BIPaBE OKa3blBaTh Ha HEAUCKPUMHUHAIIMOHHON OCHOBE YCIYyTU C HCIOJIb30BAHHEM
o0e3nmnueHHON WHGOPMAIUH, COJEp)KaIIecss B CHCTEME MOHHUTOPHHTA JBIDKCHUS JIEKAPCTBEHHBIX
[pernapaToB s MEIUIMHCKOTO NIpPHUMEHEHHUs, CyObeKTaM oOpalleHHsl JIEKapCTBEHHBIX CpPENCTB,
MOPSIIOK U CTOMMOCTb OKa3aHMsSI KOTOPBIX OIPEAENSAIOTCS OINEepaTOpOM CHUCTEMbl MOHUTOpPUHIA
JBUKEHUS JIEKapCTBEHHBIX IMpEnapaToB JJisi MEAMIMHCKOTO NPUMEHEHHUS, C y4eTOM OrpaHUYeHHUI
nocTyna K 00e3MndeHHON WH(OpPMAIlMY, YCTaHOBJICHHBIX HACTOSINEH CTaTheil. YKa3aHHBIC MOPSIOK U
CTOMMOCTh OKa3aHUS TAaKUX YCIyT pa3MEIIaloTCs ONEepPaTopoM CHUCTEMbI MOHHUTOPHHTA JIBHKCHHS
JIEKApPCTBEHHBIX TPETMapaToB JUIsl MEAUIIMHCKOTO TNPUMEHEHHMS Ha CalTe CHCTEeMbl MOHWUTOPHHTA
JBUKEHUS JIEKAPCTBEHHBIX [penapaTroB JUTSt MEIULUHCKOTO PUMEHEHUS B
MH(OPMALIMOHHO-TEIEKOMMYHHUKAITMOHHOM ceT "MHTepHeT" U mojanexat KOHTPOIO B COOTBETCTBUU C
AHTUMOHOIOJBHBIM 3aKOHOAaTeNbcTBOM Poccuiickoit denepannu. YKa3zaHHbIE MOPSIOK U CTOUMOCTh
OKa3aHUs TAaKUX yCIyT JOJKHBI OBITh €IMHBIMH JIJISI BCEX JIMII, OOPAIIAIOIINXCS 32 OKa3aHUEM YCIYTH B
OTHOIICHWW OJWHAKOBBIX BHJA, O00beMa M cocTaBa mpenoctaBisieMoil uHpopmanuu. CyObekTam
oOpareHust JeKapCTBEHHBIX CPEJICTB 3aIpeliaeTcsl MPeIoCTaBIsATh U PaCIpOCTPaHATh MH(POPMAIIHIO,
MIOJIyYEHHYIO B COOTBETCTBUU C HACTOSIIEH YaCThIO.

(uactp 9.8 BBenena OenepanbHbM 3akoHOM OT 04.08.2023 N 474-D3)

10. IlpousBoauTenb JIEKAPCTBEHHBIX CPEICTB, AepXkareib JIMOO Bia/elell PerucTparioHHOTO
yIOCTOBEPEHUS JIEKAPCTBEHHOI'O Ipenapara WIW MPeJCTaBUTEIbLCTBO HWHOCTPAHHOW OpraHU3alllu,
SBIISTIOIICHCSL JiepKaTeneM JMO0 BIAJENbLIEM PETHCTPAMOHHOTO YJIOCTOBEPEHHS JIEKapPCTBEHHOTO
npenapara, Ha teppuropun Poccuiickoit @enepanny, 3aperuCTpUPOBAHHBIE B CUCTEME MOHUTOPHHIA
JBUKEHUS JIEKApCTBEHHBIX IpPENnapaToB I MEAMIMHCKOIO NPUMEHEHHs U IPEACTABUBIIME B HEE
CBEIICHMSI O HAHECEHUU CPEJCTB MACHTU(UKAIIMKA HA YIIAaKOBKH JIEKAPCTBEHHBIX MpENaparoB, HAPSAIY C
uHpopManueH, ykazaHHOM B yacTd 9.4 HacTosedl CcTaThu, MOITy4aeT COJAEpXkAallylocs B CHCTEME
MOHUTOPHUHTA JABIKEHHS JIEKAPCTBEHHBIX MPENapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHHU MH()OPMAIIHIO
OTPaHUYEHHOr'0 JIOCTyNla O CEepUsAX U MNapTUAX ATHX JIEKAPCTBEHHBIX IMpenaparoB O€3BO3ME3IHO U
BIPaBE OCYIICCTBIISITh CAMOCTOSATEIBHO WM TOpydYaTh 00pabOTKy TakoW HWH(OpMAIMd TOJBKO B
coOcTBeHHBIX MHTepecax. [Ipu 3TomM mocTyn k Takod MHGOPMalWU WIM pe3ysbTaraM ee o0padoTKu
HMMeeT TOJBKO JaHHBIN CyOBEKT 0OpaIieHus JIeKapCTBEHHBIX CPEICTB WIIH JIUI0, KOTOPOMY OH MOPYUHII
o0pabotky. CocTaB NpeIOCTaBIsEMOW B COOTBETCTBHMM C HACTOALIEH YacTbio HH(OpMaIuu
onpeaensiercsa [IpaBurensctBom Poccuiickoin denepannu.

(uactp 10 B pen. @enepanbHoro 3akoHa ot 04.08.2023 N 474-03)

11. 3a mpou3BOACTBO MM MPOJIAXKY JICKAPCTBEHHBIX MPEMAPATOB ISl METUITMHCKOTO TPUMEHEHUS
0e3 HaHECEHUsI CPEJICTB MACHTHU(HUKAIIMK, C HAPYIICHUEM YCTAaHOBJICHHOTO IMOPSIAKAa MX HAaHECEHUs, a
TaKk)Ke 32 HECBOEBPEMEHHOE BHECEHHE IaHHBIX B CHUCTEMY MOHUTOPUHIA JBHKEHHS JIEKApCTBEHHBIX
npenaparoB JUisi MEIUIMHCKOIO NPUMEHEHUs WJIM BHECEHHE B HEE HEJOCTOBEPHBIX JAHHBIX
IOpUJIMYECKUE JIMIA U WHJMBHUAYaJIbHBIC MPEANPUHUMATEIH, YKa3aHHbIE B 4acTsax 4 u 7 Hacrosuiei
CTaTbH, HECYT OTBETCTBEHHOCThL B COOTBETCTBHUHM C 3aKOHOATENILCTBOM Poccuiickoit deneparum.
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(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
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(c u3m. n gon., BCTYN....

(uacts 11 BBegena deaepanbHbIM 3ak0oHOM OT 28.12.2017 N 425-D3)

12. IIpaBurensctBo Poccuiickoii ®Penepannu BOpaBe YCTAaHOBUTH OCOOCHHOCTH BHEIPEHUS
CUCTEMbl MOHHUTOPMHIA JBHKEHUS JICKAPCTBEHHBIX IIPENapaToB I MEAULMHCKOIO INPUMEHEHMS,
BKJIKOYAasi CPOKM €€ BHEAPEHMS, B OTHOLIECHUM JIEKAPCTBEHHBIX IPENapaToB I MEIUIMHCKOTO
MPUMEHEHHUS, BKIIIOUEHHBIX B NEPEUYCHb >KU3HEHHO HEOOXOAMMBIX M Ba)KHEHIIMX JIEKapCTBEHHBIX
[IPEnaparoB, JIEKAPCTBEHHBIX IpENapaToB, MPEIHA3HAYEHHBIX JUIs OOecHeueHHsl JML, OOJIbHBIX
reModuineil, MyKOBUCIUIO030M, THUNO(U3apHBIM HAHU3MOM, Oose3Hbto ['omre, 370KadecTBEHHBIMHU
HOBOOOpPA30BaHUAMHM JTUMQPOUIHON, KpPOBETBOPHON M PpOJCTBEHHBIX UM TKaHEW, paccesHHBIM
CKJIEpPO30M, JIUIL[ [10CJI€ TPAHCIUIAHTAIlUM OPTaHOB U (WJIM) TKAHEW, MHBIX JIEKAPCTBEHHBIX MPENapaToB
JUTSL MEAULIMHCKOTO TPUMEHEHUS.

(uactp 12 BBenena denepanbHbIM 3ak0HOM OT 28.12.2017 N 425-D3)

Mnasa 14.1. OrPAHUYEHUA, HANNATAEMbIE
HA OPTAHU3ALUN, OCYLLECTBNAIOLWUE AEATENIbHOCTDb
NO OBPALLEHUIO NEKAPCTBEHHbIX CPEACTB

(BBenena denepanbHbIM 3ak0HOM OT 25.11.2013 N 317-D3)

Ctatba 67.1. OrpaHuyeHusi, Hanaraemble NpPU OCYLUECTBIIEHUN OeATEeNbLHOCTU B
cchepe obpalleHns NneKapcTBEeHHbIX CPeaCTB

1. Opranuzanuy, 3aHUMaromMecs pa3pabOTKOW, NPOM3BOACTBOM M (WIM) peanu3anueit
JICKApPCTBCHHBIX IMPENapaToB JJIA MEAUIIUHCKOTO MPUMEHCHUA, OpraHnu3anunu, 06.]'[3213}0[111/16 ImpaBaMu Ha
UCTIOJIb30BAHUE TOPrOBOTO HAMMEHOBAaHMS JIEKAPCTBEHHOTO Ipemapara [yl  MEAHIIMHCKOTO
NPUMEHEHHS, OpPraHU3allMi ONTOBOM TOPTOBIH JIEKAPCTBEHHBIMU CPEICTBAMH, alITCYHBIE OPraHU3aLUH
(MX TpeAcTaBUTENH, UHBIE (PU3NYECKHE U IOPUIUYECKUE JIMIA, OCYIIECTBISIONNE CBOIO JEeSTEIbHOCTD
OT WMEHU JTHX OpraHW3aluii) B OTHONICHUM MEAWIIMHCKUX pPAOOTHUKOB M PYKOBOIHUTENEH
MEIMIIMHCKUX OpraHu3allnil HE BIIPABE:

1) BpydaTh MoAapku, BBIIUIAUYMBATH JEHE)KHBIE CPEJICTBA (32 MCKIIIOUEHHUEM BO3HArpaXACHUN I10
JOTOBOpaM IpU  NPOBEIACHUM KIMHUYECKUX HCCICIOBAaHUM JIEKAPCTBEHHBIX IpPENaparoB AJs
MEIULMHCKOTO IPUMEHEHUs, BO3HAIPAXKICHUMN, CBA3aHHBIX C OCYILECTBICHUEM MEIULUHCKUM
pabOTHHUKOM TeIarorn4eckoi M (UiM) HayyHOH JesTeIbHOCTH), B TOM YHCJIe OIUIaYMBaTh Pa3BICUCHHUS,
OTIBIX, NIPOE3] K MECTY OT/bIXA, a TAK)KE IPUBIIEKATh K YYAaCTHUIO B PA3BIEKATEIBHBIX MEPOIPUATHUSAX,
IIPOBOJIMMBIX 34 CYET CBOUX CPEJICTB;

2) 3aK/II04YaTh COTJIAICHUA O HA3HAYCHUMU WKW PEKOMCHIAAIWKW ITalUCHTaAM JICKaPCTBCHHBIX
nperaparos i MCIUIUHCKOTO IIPUMCHCHUA (33 HUCKIIIOYCHHUEM JOroBOpPOB O IIPOBCACHUHU
KIIMHUYECKUX HCCIIeIOBaHUN JICKApPCTBCHHBIX NPCapaToB A1 MCAUITHUHCKOI'O HpI/IMCHCHI/IH);

3) npeaocTaBaIATh 0Opa3Lbl JEKAPCTBEHHBIX MPENapaToB Il MEAULIMHCKOTO MPUMEHEHHS B LIEJISIX
BpyuY€HHUsl MalMEeHTaM (3a MCKIIOYEHUEM CJIydyaeB, CBS3aHHBIX C IIPOBEACHUEM KIMHUYECKHUX
HCCIIEIOBAaHUM JIEKapCTBEHHBIX MPENapaToB JUIsl MEIULIMHCKOTO IPUMEHEHUS);

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HWHGPOpPMAIUI0 O JIEKapCTBEHHBIX
npemnaparax A MEIUILIMHCKOTO IPUMEHEHMUS;

5) IoCcCIaTb UX B pa6oqee BpEMsl Ha pa60q1/1x MECTax, 3a UCKIOYCHUEM CJIy4acB, CBA3AHHBIX C
MNPOBCACHUCM  KIIMHUYCCKHUX HCCIIeI0BaHUM JICKAPCTBCHHBIX  IIpCIapaToB AJid MCIAUIHUHCKOI'O
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(c u3m. n gon., BCTYN....

MIPUMEHEHHUS, C YYaCTUEM B MOPSAJIKE, YCTAHOBIEHHOM PYKOBOJMTENEM MEIUIIMHCKON OpraHu3aluy, B
COOpaHUsX MEAUIMHCKUX PAOOTHUKOB M WHBIX MEPONPHUATHSAX, HANpPaBJICHHBIX HA MOBBIINICHHE WX
po(eCCUOHATBFHOTO YPOBHS WM Ha MPEAOCTaBICHHE HMH(OpPMAIMH, CBA3aHHOW C OCYIIECTBICHHUEM
MOHHUTOPHHTra 0€30MaCHOCTH JIEKapCTBEHHBIX MIPENapaToB;

6) moOyX/1aTh K BBIMMCHIBAHHUIO JICKAPCTBEHHBIX MPEMAPATOB JJII METUITMHCKOTO MPUMEHEHHUS Ha
O5aHKax, coJepKalux HH(OPMALIMIO PEKIAMHOTO XapakTepa, a TaKKe Ha pelenTypHBIX OJiaHKax, Ha
KOTOpBIX 3apaHee HamevyaTaHo HaMMEHOBaHWE JIEKapCTBEHHOTO IMpemnapara Ui MEIULHUHCKOTO
MIPUMEHEHUS.

2. Opranuzanuy, yka3zaHable B a03alie IepBoOM 4acTH | HACTOSIIEH CTaTh, U X IPEACTaBUTEIHN B
OTHOIIECHUU (hapMaIeBTHYECKIX PaOOTHUKOB U PyKOBOAMTENIEH allT€YHBIX OPTaHU3aIMii HE BIIPaBE:

1) BpyuyaTh noAapku, BbIIJIAYMBATh JIEHE)KHBIE CPEACTBA, B TOM YHCIIE OIJIaYUBaTh Pa3BICUCHUS,
OTIBIX, IIPOE3J K MECTY OTAbIXa, M IPUBIEKATh K YYaCTUIO B Pa3BJIEKATCIIBHBIX MEPOIPHUATHUSAX,
IIPOBOJUMBIX 34 CYET CBOUX CPENCTB;

2) mpenocTaBiIATh 00pa3lbl JIEKAPCTBEHHBIX IMPENapaTroB Uil MEIUIMHCKOTO MPUMEHEHUs IS
BpY4EHMS HACEJICHUIO;

3) 3aK/II04YaTh COrNJIalCHUA O NPCHIOKCHHUMU HACCICHUIO OIPCACIICHHBIX JICKAPCTBCHHBIX
mnpenapaTtoB IJIsI MCAUIIUHCKOT'O ITPUMCEHCHU A,

4) mnpenocTaBiATh HEAOCTOBEPHYIO U (WJIM) HENOJHYI0 HHGPOpPMAIUI0 O JIEKapCTBEHHBIX
npemnapaTtax Ui MEIUIIMHCKOTO MPUMEHEHHs, B TOM YHCJE HMEIOIIUX OJUHAKOBOE MEXIYHApOIHOE
HEMAaTeHTOBAHHOE HAMMEHOBAHHUE.

CraTtbsa 67.2. Tpe6boBaHMA K OpraHM3aumm v NPoBeAEeHUID HayYHbIX MepOonpuUATUN,
MHbIX MEpPONPUATUKN, HamnpaBlfieHHbIX Ha MOBbIWEHUe npodeCcCUOHaANILHOIO YPOBHA
MeAULIMHCKMX PpaboOTHMKOB WNM Ha npepocrtaBfieHMe UWHpopmauum, CBA3aHHOU C
oCyLLeCcTBIeHUEM MOHUTOPUHra 6e3onacHoOCTH NeKapCcTBEHHbIX NpenapaTos

1. Ilpu npoBeaeHNHN HAYyYHBIX MEPOIPUATUN, HHBIX MEPOIPUITHI, HAlIPaBJICHHbBIX HA ITOBBIILIEHUE
poeCCHOHATTFHOTO yPOBHS MEIUIIMHCKAX PAOOTHUKOB WM Ha MPEJOCTaBICHUE CBSI3aHHOH C
OCYIIECTBJIECHUEM  MOHUTOPUHTa  O€30IaCHOCTH  JIGKAPCTBEHHBIX  IpernapatoB  HMHG(OpMaIUH,
OpPraHU3yeMbIX OpraHU3alMsIMM, yKa3aHHbBIMM B ab3ale nepBoM udacTu 1 crateu 67.1 HacTosuiero
denepanbHOr0 3aKOHA, WX MPEACTaBUTENAMU M (WIM) (UHAHCHPYEMBIX 3a CYET CpEACTB 3TUX
OpraHu3allMii M HX [PEICTAaBUTENICH, 3allpeliacTcss MPEmsITCTBOBAaTh YYaCTUIO B YKa3aHHBIX
MEpONPHUATHUAX MHBIX OPraHU3aLUN, KOTOPbIE IIPOU3BOAAT WIH PEANU3YIOT JEKAPCTBEHHBIE IIPENapaThl
JUIS MEAUIMHCKOIO HPUMEHEHHUS CO CXO0XHM MEXaHU3MOM (HapMaKoJIOTMYECKOro IEHCTBUS, JUOO
CO37aBaTh JUCKPUMHHALIMOHHBIE YCJIOBHUS JUIA OJHHMX YYaCTHHKOB II0 CPAaBHEHUIO C JAPYTMMH
Y4aCTHUKAMU, @ UMEHHO:

1) MMpEAOCTABJIATH PA3JIMYHOC KOJINYCCTBO BPpEMCEHU IS BBICTYHHGHHP’I Y4aCTHHUKOB, Pa3JIMYHBIC 110
pasMepy 3aHHUMaeMOH mIomaan MecTta il JEMOHCTpaluu O6p8.3].IOB JICKAPCTBCHHLBIX IIPCIIApaTOB JJIA
MCIUIIMHCKOI'0 IMPHUMCHCHUA WM PCKIAMHBIX MATCPUAIOB O JICKAPCTBCHHBIX IIpCIliaparax IJId
MCIUIIUHCKOI'0 MPUMCHCHHA HAa SKCIIO3UIHUAX, CTCHAAX, 3a UCKIIFOUCHUEM CJIy4YacB, €CJIM TAKUC YCIOBUA
3aKPCIUICHBI B COTJIAICHUAX 3THX Opl"&HH?;ZtL[HfI, ux HpeHCTaBHTeHeﬁ 0 (i)I/IHaHCI/IpOBaHI/II/I YKa3aHHBIX
MCPOHpI/IHTI/Iﬁ n O6y0JIOBJ'I€HBI Pa3InuYHBIMU 3aTpaTaMi YYaCTHUKOB Ha UX OpraHU3alluIo;
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2) ycTaHaBIMBaTh pa3Mep B3HOCA /ISl YYACTHUKOB MEPONPHUATHH, YKa3aHHBIX B ab3ale mepBoM
HACTOALIEH 4YacTH, IPEBBIMIAIOIIMK CyMMY 3aTpaT Ha OPraHHU3alUI0 YKa3aHHBIX MEPONPUATHA U
BEIyLIMI K HEOOOCHOBAaHHOMY OTPAaHUYEHUIO YHCIIA UX YYACTHUKOB.

2. OpraHuzanuy, yka3aHHble B a03aue nepsoM yactu 1 ctatbu 67.1 HacTosmero ®enepanbHOro
3aKOHa, X MPEJCTaBUTENH, OCYIIECTBIISIONINE OpraHu3aluio U (i) GUHAHCHUPOBAHUE MEPONPUSITUH,
yKa3aHHbIX B yacTu | HacTosllel cTaTby, 00s3aHbl 00eCHIeunBaTh JOCTYI K MH(OpMaIK O AaTe, MecTe
U BPEMEHM NPOBEIEHUS YKa3aHHBIX MEpPONPHUATHH, IJIaHaX, MporpaMMax IpPOBEACHUS YKa3aHHBIX
MEpPOIPUATHH U TeEMaX, JIAaHUPYEMBIX AJI1 pACCMOTPEHMSI, COCTABE UX YYAaCTHUKOB ITyTEM Pa3MEILECHUS
COOTBETCTBYIOLIEH MHPOPMALIMU HA CBOMX OQHIMAIBHBIX caiiTax B ceTu "MHTepHeT" He mo3nHee AByX
MecsLEB J0 Havaja MpOBEACHUS YKAa3aHHBIX MEPOIPUITUH.

3. Undopmarus 0 mpoBeCHUN MEPONPUSATHH, yKa3aHHBIX B 4acTu | HAcTOAIIEH CTaThH, B CPOK,
YCTQHOBJICHHBII 4YacTbi0 2 HACTOALIEH CTaThH, IOJDKHA OBbITh HalpaBieHa B (elepaibHblil opraH
UCTIOJHUTENIBHOM  BJIACTH, OCYLIECTBISIOMMN (YHKIMM 10 KOHTPOJIK U HAA30py B cdepe
3/IpaBOOXPAHEHMS, Ul MOCIEAYIOIIEro pa3MelieHus ee Ha O(UIIMaIbHOM CaliTe 3TOro OpraHa B CETH
"UnTepuer".

Mmasa 15. OTBETCTBEHHOCTb 3A HAPYLLEHUE 3AKOHOOATEJIbCTBA
POCCUNCKOU ®EOEPALIMU INPU OBPALLUEHWUN NEKAPCTBEHHbLIX CPEACTB
N BOSMELLWEHUE BPEOA, NPUYUHEHHOIO 300POBbLIO NPAXOAH
BCINEACTBUE NPUMEHEHWUA NIEKAPCTBEHHbBIX NMPEMAPATOB

Cratba 68. OTBeTCTBEHHOCTb 3a HapylweHue 3akoHopaTenbcTBa Poccumnckomn
degepaumm npu obpaLieHUn NneKkapcTBeHHbIX CPeacTB

1. Hapymenue 3akoHonatenscTBa Poccuiickoit ®denepanuu npu oOpallleHHMH JIEeKapCTBEHHBIX
CpeACTB BIleYEeT 3a cO00Ol OTBETCTBEHHOCTh B COOTBETCTBMM C 3aKOHOJATENbCTBOM Poccuiickoii
denepauuu.

(B pen. ®exnepanbHoro 3akona ot 22.12.2014 N 429-03)

2. 3a HenpeCTaBJIEHNE WM HECBOEBPEMEHHOE Ipe/icTaBiIeHre MHPOpMalK U (WIH) JOKYMEHTOB
au00 MpeACTaBIeHHE HEJOCTOBEPHbIX HMH(pOpManuu U (WIM) JOKYMEHTOB, HPELyCMOTPEHHBIX
HactosmuM  DenepalbHBIM  3aKOHOM, CYOBEKTHI OOpallleHUs] JIeKapCTBEHHBIX CpPEACTB HECYT
OTBETCTBEHHOCTb B COOTBETCTBUH C 3aKOHOJATeNNbCTBOM Poccuiickoit denepanyi.

(uactp 2 BBeaeHa denepanbHbiM 3akoHOM OT 22.12.2014 N 429-D3; B pen. DeaepanbHOro 3aKoHa OT
04.06.2018 N 140-D3)

Cratbsa 69. Bo3meweHne Bpeaa, NPUYMHEHHOro 340pPOBbLIO rpaxaaH BcreacrBue
NPUMEeHEeHUs fieKapCTBEHHbIX NpenapaTos

1. TlpoumsBoauTenp JEKApCTBEHHOTO Mpenapara o0sf3aH BO3MECTUTh Bpel, NPUYMHEHHBIN
3JI0POBBIO I'PaX</1aH BCIIEACTBUE IPUMEHEHU JICKapCTBEHHOI' O Mpenapara, €Ciid J0Ka3aHo, 4To:

1) nexapcTBEHHBIN MpenapaT MPUMEHSJICS M0 Ha3HAYEHHWIO B COOTBETCTBUU C MHCTPYKIUEH 10
IIPUMEHEHMIO JIEKaPCTBEHHOI'O Ipernapara W INPUYMHON Bpela SIBWICA BBOJ B I'PaXTaHCKUHA 000pOT
HEe100POKAYECTBEHHOTO JIEKAPCTBEHHOTO MIpernapara;

2) Bpen 370pOBBI0 TMPUYMHEH BCIEICTBHUE HEIOCTOBEPHON HH(OpMaMM, cojepKaiiencs B
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HHCTPYKIIUU oo MMPUMCHCHHUIO JICKAapCTBEHHOT'O nmpenapara, U3JaHHOMN IMPOU3BOAUTCIIEM
JICKApCTBCHHOT'O IIperiapara.

2. B ciydae, ecnu Bpes 3I0POBBIO TPaXK/IaH MPUIHHEH BCIICICTBUE MPUMEHEHHS JICKAPCTBEHHOTO
mperapara, IPHIIEANIEro B HETOHOCTh B Pe3yJIbTaTe HApYIICHUS TPABHI XPAHCHHS JICKapCTBEHHBIX
CPEJICTB, MPaBHJI ONTOBON TOPTOBJIM JICKAPCTBEHHBIMH ITpeIapaTaMy, IPABWII OTITYCKa JIGKAPCTBEHHBIX
MperaparoB, MPaBWJI K3TOTOBJIICHUS W OTIYCKAa JIEKAPCTBEHHBIX IIpENapaToB, BO3MEIICHUE Bpeaa
OCYIIECTBIISIETCSI COOTBETCTBEHHO OpPTaHM3alMedl ONTOBO TOPTOBIHM JIEKAPCTBEHHBIMHU CPEICTBAMH,
anTeuyHOW oOpraHu3alei, WHIAWBUIYaTbHBIM NpPEANPUHUMATENIEM, HMCIOIMIMMH JIMIEH3UI0 Ha
(hapMareBTHUECKYIO JEATCIBHOCTh WIHM JUIEH3UI0 HA MEIUIUHCKYIO JeSTEIbHOCTh, MEIUIIMHCKON
OpraHM3aIei, WMEIOIIeH JUIEH3WI0 Ha (apMaleBTHUSCKYIO JEATEIBHOCTh (€€ 000COOICHHBIM
oJIpa3/IeIICHUEM, PACIIOJIOKEHHBIM B CEJIbCKOM HACEJICHHOM IYHKTE, B KOTOPOM OTCYTCTBYET anTeuHast
OpraHu3aIysl), TOMyCTHBIIUMHE MTPOAAXKY WM OTITYCK TAKOTO JICKAPCTBEHHOTO Mperapara.

(B pen. ®enepanbHbix 3aK0HOB OT 25.11.2013 N 317-®3, ot 08.08.2024 N 323-D3)

3. Bo3Mmemienue Bpena, NPUUMHEHHOTO 370POBBIO TpaXKJaH BCJIEACTBHUE NPUMEHEHUS
JICKApCTBEHHBIX IPENapaToB WIM COBEPUICHUS MPOTUBOINPABHBIX JEHCTBHN CyOBEKTaMH OOpaIieHus
JICKAPCTBEHHBIX CPEACTB, OCYUIECTBIAETCS B COOTBETCTBMU C 3aKOHOAATEIBCTBOM Poccuiickoi
denepanuu.

Mnasa 16. 3AKITFOYUTEJIbHBIE NMOJIOXXEHUA

Crtatbsa 70. O npu3HaHMM YyTPaTUBLLMMU CUITY OTAESbHbIX 3aKOHOAATeNbHbIX aKTOB
(nonoxeHun 3akoHoaaTenbHbIX akToB) Poccunckon Penepaumm

[Tpu3HaTh yTPaTUBLIUMU CHITY:

1) ®enepanbubiii 3akoH oT 22 wuroHA 1998 roma N 86-®@3 "O nexapcTBEHHBIX cpeacTBax”
(Cobpanwue 3akonogarenscTBa Poccuiickoit @enepammu, 1998, N 26, ct. 3006);

2) ®enepanbublii 3akoH OoT 2 suBaps 2000 roxa N 5-O3 "O BHeceHUU U3MEHEHUS U JOMOJIHEHUN B
Oenepanpubiii 3akoH "O nekapcTBeHHBIX cpencTBax' (CoOpaHue 3akoHOAaTeNbcTBa Poccuiickoit
®enepanun, 2000, N 2, cT. 126);

3) crateio 40 ®enepansHoro 3akoHa ot 10 saBaps 2003 romga N 15-d3 "O BHeceHUU U3MEHEHUH U
JIOTIOIHEHUH B HEKOTOpbIE 3aKOHOJAaTelbHbIE akThl Poccuiickoit denepanuu B CBSI3U ¢ NPUHATHEM
@enepanbHoro 3akoHa "O JIMIEH3UPOBAHMM OTAENBHBIX BUAOB jestensHocTH' (CoOpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 2, ct. 167);

4) crateio 31 denepansHoro 3akoHa oT 30 utons 2003 roga N 86-D3 "O BHeCEeHUHN W3MEHEHUHN U
JIOTIOJTHEHUI B HEKOTOPBIE 3aKOHOATENbHbIE aKThl Poccuiickoi Penepanviv, NpU3HaHUU yTPATHBIINMHA
CHIIy OTHENbHBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit Dexpepanuu, NpeAOCTaBICHUU OTAEIbHBIX
rapaHTuil COTpYJHUKAaM OPraHOB BHYTPEHHHUX JI€J, OPTaHOB MO KOHTPOJIIO 32 000POTOM HAPKOTHYECKHX
CPEICTB M TCHUXOTPOIHBIX BEUIECTB M yMpa3IHsAEMbIX (efepaabHbIX OPraHOB HAJIOTOBOW MOJIUIIUU B
CBSI3M C OCYIIECTBIEHHEM MEp IO COBEPIICHCTBOBAHUIO rocyaapcTBeHHoro ympapieHus" (Cobpanue
3akoHoarenscTBa Poccuiickoit deneparuu, 2003, N 27, ct. 2700);

5) crateio 101 PepepanpHoro 3akoHa oT 22 asrycra 2004 roma N 122-®3 "O BHeceHuu
W3MEHEHUN B 3aKOHOJATeNlbHble akThl Poccuiickoit ®exepanuy ¥ MpU3HAHUM YTPATUBILIUMHU CHILY
HEKOTOPBIX 3aKOHOJATENbHBIX akTOB Poccuiickoit ®denepanuu B cBs3uM ¢ NpuHsaTHEM DenepanbHbIX
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3akoHOB "O BHeceHMM W3MEHEeHHUU U nomnonHeHuid B denepanbHbiii 3akoH "OO 00mMMX MNPUHIUIAX
OpraHM3alK 3aKOHOAATEIbHBIX (IIPEICTABUTEIBHBIX) H HCIOIHUTEIBHBIX OPTraHOB TOCYJAapPCTBEHHOMN
BiIactu cyOobekToB Poccuiickoit ®enepaumun” u "OO 0OmMMX NPUHIMIAX OPraHU3alMd MECTHOTO
camoynpasnenus B Poccutickoit denepanun" (Cobpanue 3akononarenbctBa Poccuiickoit deneparum,
2004, N 35, ct. 3607);

6) crateio 28 denepanpHOro 3akoHa ot 18 mekabps 2006 roma N 231-®3 "O BBeneHun B
neiicteue uactu 4derBepTod ['paxmanckoro komekca Poccwuiickoit ®enepanuun" (CoOpanue
3akoHoaarenbcTBa Poccuiickoit denepanuu, 2006, N 52, cT. 5497).

CraTtba 71. BctynneHue B cuny HacTtosiwero PegepanbHOro 3akoHa
1. Hacrosmuii denepanbHblil 3aKOH BeTymaeT B cuiy ¢ 1 centsaops 2010 ronqa.

2. JlekapCTBEHHbIE CpENCTBA, 3apErMCTPUPOBAHHBIE A0 AHSA BCTYIJICHHS B CHUJIY HACTOSILErOo
@denepallbHOTO 3aKOHA, MOAJIEKAT BKIIOUYEHUIO B TOCYIapCTBEHHBIE PEECTPHI JIEKAPCTBEHHBIX CPEICTB C
BHECEHMEM YKa3aHHbIX B yactu | crateu 33 Hactosuiero denepanpbHOro 3akoHa CBEIEHUN 00 ATHX
JIEKapCTBEHHBIX CpPEICTBaX O€3 MPOXOXKIEHHS BHOBb MPOLEAYpPbl T'OCYIAapCTBEHHOM perucTpanuu
JIEKapCTBEHHBIX MTPENapaToB.

3. I'ocymapcTBeHHas peruCTpalys JIeKapCTBEHHBIX MIPENapaToB, 3a HCKIIOYCHNEM JICKapCTBEHHBIX
IpenaparoB JJIs MEIUIIMHCKOTO MPUMEHEHHs, MPEICTABICHHBIX HA YKa3aHHYI0 PETUCTPALUIO 10 JTHS
BCTYIUICHHUS B CHITy HacTosero deaepaibHOro 3aKOHA, OCYIIECTBIISIETCS B COOTBETCTBUH C HACTOSIIIIUM
cDe,HepaJ’IBHBIM 3daKOHOM Ha OCHOBAaHWH NJOKYMCHTOB U JAaHHBIX, MPCACTABJIICHHBIX 1O AHA BCTYIUICHHS B
cuity HacTosiero denepanbHOroO 3aKOHa.

(B pen. ®enepanbHoro 3akona ot 11.10.2010 N 271-03)

3.1. TocymapcTBeHHass perucTpanus JEKapCTBEHHbIX IIpenapaToB A  MEIUIMHCKOTO
NPUMEHEHMS, MPEJCTABICHHbIX Ha TOCYIAPCTBEHHYIO PErMCTPALMIO 1O [THS BCTYIUIEHUS B CHITY
HacToduero deaepaabHOro 3aK0Ha, ¥ FOCYyIapCTBEHHAs] PETUCTPALNs JIEKAPCTBEHHBIX MIPENapaToB AJIs
MEJUIMHCKOTO IPUMEHEHMSI, IPEACTABICHHBIX HA JKCIEPTU3Yy JIEKAPCTBEHHBIX CPEACTB 1O JHSA
BCTYIUIEHUSI B CHIIy HacTosuero denepanbHOro 3aKOHA B LENSIX UX MOCIEAYIOLIEH rocyaapCcTBEHHON
perucTpaiym, OCYIIECTBISIOTCS HAa OCHOBAaHMM JOKYMEHTOB M JAaHHBIX, IPEICTABICHHBIX A0 JHSA
BCTYIUIEHUs B cuily Hacrtosuero denepanbHOro 3aKOHA, a TAKXKe 3asiBJICHUA O TOCYJapCTBEHHOMN
perucTpanyy JIEKapCTBEHHOIO Ipernapara, IpeJCTaBICHHOIO IPOU3BOAMTENEM JIEKAPCTBEHHBIX
IIPENapaToB WM YIOJTHOMOYEHHBIM UM JIMIIOM B COOTBETCTBHHM C HAacTOSIIKUM DenepanbHbIM 3aKOHOM B
YIIOJIHOMOYEHHBIA (efepabHblii OpraH HCIOJHUTENbHOW Biactd no 1 wmapra 2011 roma, 6e3
TpeOOBaHUs yIUIaThl TOCYAAPCTBEHHOW MOILUIMHBI, IPEyCMOTPEHHOMN 3aKOHOIATeNbCcTBOM Poccuiickoit
deaepanun 0 HaIOrax U cOOpax.

(dactp 3.1 B pen. DenepanpHoro 3akona ot 29.11.2010 N 313-D3)

3.2. TloaTBepkIeHHE TOCYNAapCTBEHHOM pErucTpali JIEKApCTBEHHBIX MpEenapaToB  JJs
MEUIMHCKOTO MPUMEHEHUS, TIPECTABIEHHBIX Ul MOATBEPKACHUS IOCYJapCTBEHHOM perucTpanuu 10
JHS BCTYIUIEHMS B cwily Hacrosuiero denepanbHOro 3akoHa, M IMOATBEPXKAECHHUE IOCYIapCTBEHHOMN
perucTpalyy JIEKapCTBEHHBIX MPENapaToB s MEAUIMHCKOrO NPUMEHEHHs, NPEICTaBJICHHBIX Ha
9KCIIEPTU3Y JIEKAPCTBEHHBIX CPECTB JI0 JHS BCTYIUIEHHS B cuily HacTosuero denepanbHoro 3akoHa B
LEJIAX IOCTENYIOIEro IMOATBEPKACHUS MX TOCYJapCTBEHHOM pEerucTpalyy, OCYLIECTBISIIOTCS Ha
OCHOBAHHWU [JOKYMEHTOB U JaHHBIX, IPEJICTABIEHHBIX /O JHS BCTYIUIEHHS B CHUJIY HACTOSILIETO
@denepalIbHOTO 3aKOHA, a TAaKXKE 3asBJIEHUS O IMOATBEPXKIECHUU TOCYAAPCTBEHHOW pEerucTpanuu
JIEKapCTBEHHOI'O Ipernapara, IpeJCTaBICHHOTO IPOM3BOJUTENEM JIEKaPCTBEHHBIX IpPENapaToB WIH
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

YIOJIHOMOYEHHBIM KM JIMLIOM B COOTBETCTBUM ¢ HacrosmuMm @DenepanbHbIM  3aKOHOM B
YIOJIHOMOYEHHBIA (efepalbHblii OpraH HCHOJHUTeNbHOW Biactd no 1 wmapra 2011 roma, 6e3
TpeOOBaHUS yIIAThl TOCYIaPCTBEHHOHN MOIUIMHBL, MPETyCMOTPEHHON 3aKOHOIATeILCTBOM Poccuiickoit
®denepanyu 0 HaJorax u coopax.

(uactsp 3.2 B pea. @exnepanbHoro 3akoHa ot 29.11.2010 N 313-03)

3.3. IlpuHATHe pemieHUss O BHECEHWH U3MEHEHUH B JIOKYMEHTBI, COJAEprKauuecs B
PErUCTPAllMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIM JIEKAPCTBEHHBIM mpenapar Ajas MEIUIMHCKOTO
IIPUMEHEHUS U TIPEACTaBIEHHBIE JO THSA BCTYIUIEHUS B CHUIy HacTosiuero denepanbHOro 3aKOHA, U
IIPUHSTHE PEILECHUS O BHECEHUU M3MEHEHUH B JIOKYMEHTBI, COJEPIKAIIEECsS B PETUCTPALIMOHHOM J0ChE
Ha 3aperucTPUpPOBAHHBIA  JIEKAPCTBEHHBIM Mpemapar Uil  MEIUIMHCKOTO  MPUMEHEHHS U
MIPEACTABICHHBIE HA SKCIEPTH3Y JIEKAPCTBEHHBIX CPEICTB JO AHS BCTYIUIEHHS B CHUJIy HACTOSIIETO
@denepanbHOrO 3aKOHA, OCYIIECTBIIFOTCS Ha OCHOBAHWM JIOKYMEHTOB M JaHHBIX, MPEACTABICHHBIX 10
JHS BCTYIUIEHMS B cCuily HacTosmero ®deaepalbHOrO 3aKOHA, a TaKKe 3asBICHUS O BHECEHUH
U3MEHEHHH B JOKYMEHTBI, COJIEp)KalUecss B PErHMCTPallMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN
JIEKapCTBEHHBIN Mpenapar i MEIULIUHCKOTO IPUMEHEHMs], IPEICTaBICHHOTO IPOU3BOJUTEIEM
JIEKapCTBEHHBIX IpPENaparoB WJIM YHOJHOMOYEHHBIM HM JIULOM B COOTBETCTBUM C HACTOSIIUM
®denepalibHbIM 3aKOHOM B YIIOJTHOMOYEHHBIN (eiepalIbHbII OpraH UCIIOIHUTENbHON BIAacTH 10 | mapra
2011 roma, ©6e3 TpeOoBaHMS  yIUIATBl  TOCYJAPCTBEHHOW  IONUIMHBI, MPETyCMOTPEHHOM
3akoHoAaTenbcTBOM Poccuiickoit deaeparuu o0 HaJorax u coopax.

(uactb 3.3 B pen. denepanbhoro 3akoHa ot 29.11.2010 N 313-D3)

3.4. Bpigaua paspenieHud Ha TPOBEACHUE KIMHUYECKUX HCCICJIOBAHUM JIEKApPCTBEHHBIX
MpenapaToB i MEAUIIMHCKOTO MPUMEHEHHS 10 3asiBJICHUSAM, MOJAAHHBIM J0 JHS BCTYIUICHHS B CHITY
Hacrosero deaeparbHOro 3aK0HA, a TAKXKE 10 3asBJICHUSM, MTOAAHHBIM TOCTIE JHS BCTYIUICHUS B CHITY
Hacrosiero denepanbHOro 3aK0OHa Ha OCHOBAHHMH AKCIIEPTH3, MPOBEICHHBIX 10 JHS BCTYIUICHUS B
cuny Hacrosimiero ®denepanbHOr0 3aKOHa, OCYIIECTBISETCS B COOTBETCTBUM C  HACTOALIUM
®denepanbHbIM 32aKOHOM Ha OCHOBAHHMH JIOKYMEHTOB U JIAHHBIX, NMPEJCTABICHHBIX WM MOJYYEHHBIX J0
JHSL BCTYyIUIEHUS B cuily Hacrosiuiero ®enepanbHOro 3akoHa, a TakKe HAa OCHOBAaHUU KOMHHU
MIPEIBAPUTEIIHEHOTO JIOTOBOPA 00S3aTEIILHOTO CTPAXOBAHUS )KU3HH, 3JI0POBbS MAIMEHTOB, YIaCTBYIOIIIX
B KIMHAYECKOM HCCJICIOBAHUM JICKAPCTBEHHOTO TMperapaTta Il MEIUIIMHCKOTO MPUMEHEHHS, WU
KOIIMM JIOTOBOpa 00s3aTEILHOTO CTPaxOBaHMs >KM3HU, 3J0POBBS IMAIMEHTOB, YYacCTBYIOIIUX B
KIIMHUYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO IMpermapaTta il MEIUIIMHCKOTO MPHUMEHEHHUs, Tu00
MIPEJICTABJICHHON KOIMUU JOTOBOpa O0S3aTENLHOTO CTPAaXOBAHMS, 3aKIIOYCHHOTO B COOTBETCTBUHU C
TUIOBBIMU _IPAaBWJIAMHU O00S3aTEIBHOTO CTPaXOBaHUS, C YKa3aHHEM MPENeIbHOW YHCIEHHOCTH
MalUeHTOB, YYAaCTBYIOIIMX B KIWHAYECKOM HCCIIEIOBAHUU JICKAPCTBEHHOTO TMpernapara i
MEJIMIIMHCKOTO TPUMEHEHHUs, 0e3 TpeOOBaHUs YIUIaThl TOCYJaPCTBEHHOM MOIUIMHBI, MPEyCMOTPEHHOM
3aKO0HO1aTebLCTBOM Poccuiickoit Denepanuu o Hajgorax u cOopax.

(uacts 3.4 B pen. @enepanbHoro 3akoHa ot 29.11.2010 N 313-D3)

3.5. 3apeructpupoBaHHbIE B WHOCTPAHHOW BAJIOTE JI0 JHS BCTYIUIEHHUS B CHJIy HACTOSIIETO
@denepadbHOTO 3aKOHA TMpEJCNIbHBIE OTIYCKHBIE II€HBl HHOCTPAHHBIX IPOU3BOJUTENECH Ha
JIEKApCTBEHHBIC TMpernapaThl, BKJIIOYEHHBIE B [EPEYCHb >KU3HEHHO HEOOXOAMMBIX U BaXKHEHIIMX
JIEKApCTBEHHBIX TIPEMapaTroB, TMOJJIKAT TepecueTy B pyonu mo kypey LleHTpampHoro OaHka
Poccuiickoit denepanuun Ha gaTy, yctaHoBieHHYI IlpaButenscTtBom Poccuiickoit ®enepammu, 6e3
MIPEJICTABJICHHS 3asiBICHUS O TepecyeTe IEeHbl C BHECEHHEM COOTBETCTBYIOIIMX W3MEHEHUU B
rOCYJJapCTBEHHBIM peecTp MpEeNebHbIX OTIYCKHBIX LIEH TMPOU3BOAMUTENEH Ha JIEKapCTBEHHBIE
mpemapaTsl, BKIIOYCHHBIE B TEPEUCHb J>KU3HCHHO HEOOXOIUMBIX M BAKHEHIIHMX JIEKaQpCTBEHHBIX
MpenapaTos.

(dactp 3.5 BBegeHa denepanbHbiM 3akoHOM oT 11.10.2010 N 271-D3)
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depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

3.6. 3apeructpupoBaHHbIE OO IHS BCTyIUIEHUS B cuiy Hacrosimero denepanbHOro 3akoHa
NpeAesibHbIE OTIYCKHBIE LIEHBl POCCHUMCKUX MPOM3BOAUTENICH Ha JEKapCTBEHHbIE Ipenaparsl,
BKJIFOUCHHBIC B TEPEYCHb J>KU3HCHHO HEOOXOJMMBIX M BaXKHEHIIUX JICKAPCTBEHHBIX IIPENaparosB,
nojuiexar wHAaekcarmu ¢ 1 HosOps 2010 roma WCXons W3 MPOTHO3HPYEMOTO YPOBHS WHQIISLNH,
ycranoBiaeHHoro denepanpHbiM 3akoHOM OT 2 nekabps 2009 roma N 308-d3 "O denepambHOM
oromkete Ha 2010 rox u Ha rutanoBbId niepro 2011 u 2012 rogos" Ha 2011 rog.

(uacts 3.6 BBenena @enepanbHbM 3akoHOM OT 11.10.2010 N 271-D3)

3.7. Ilocne 1 mapra 2011 rona He gomyckaroTCcsl IPOU3BOJACTBO U BBO3 B Poccuiickyro denepannro
JIEKapCTBEHHBIX IPENapaToB B yIAKOBKAaX C MApKUPOBKOM, KOTOpast Oblla HAHECEHA /10 JHS BCTYIUICHUS
B cuily Hacrosero dexepanbHoro 3akoHa. [1o ucrteueHnn yka3aHHOTO CPOKa JaHHBIE JIEKAPCTBEHHBIE
mpernapaTbl MOTYT OTITYCKaTbCS, PEalIn30BbIBATHCS, NEPEIaBaThCs U MPUMEHITHCS A0 HUCTEYEHUS HX

CPOKa T'OJTHOCTH.
(B pen. ®enepanbHbix 3aK0HOB OT 29.11.2010 N 313-®3, o1 06.12.2011 N 409-D3)

4. Co gHs BcTyIuleHHs B cwily Hacrosiero @enepanbHoro 3akoHa U no 30 ampens 2011 rona
BKJIIOUUTENBHO JIONYCKAeTCs IPOBEIEHUE OKCIEPTH3bl JIEKAPCTBEHHBIX CPEICTB  JKCIEpTaMU
SKCIIEPTHOTO YUPEXKIEHUS J0 NPOXOXKACHHS HMH aTTeCTallud B TOPSJIKE, YCTAHOBJICHHOM
YIOJHOMOYEHHBIM (eiepaibHbIM OPTaHOM HCIIOTHUTEILHON BIACTH.

5. Co mHs BeTymuieHHsI B cuiry Hactosmero deaepansHoro 3akona u mo 31 gexabpst 2013 rona
BKJIFOYUTENBHO OCYILIECTBIISIETCS MEPEXO] K MPOU3BOACTBY JIEKAPCTBEHHBIX CPEACTB B COOTBETCTBUU C
MpaBUIaMy OPTaHU3aLMU POU3BOJICTBA U KOHTPOJIS KAUECTBA JIEKAPCTBEHHBIX CPE/ICTB, YKA3aHHBIMU B
gactu | crarbu 45 Hactosmero @enepalbHOTO 3aKOHa, B MOXHOM oOBeme. Cpoku mepexojna
MPOU3BOJICTBA JIEKAPCTBEHHBIX CPEACTB K HMX MPOU3BOACTBY B COOTBETCTBUU C KOHKPETHBIMHU
TpeOOBAHUAMHU JAHHBIX TPABWII, BKJIIOYAs CPOKH aTTECTAllMM YMOJHOMOYCHHBIX JIWI, YKAa3aHHBIX B
yactax 6 m 7 crateu 45 Hacrosimero denepaqbHOro 3aKoHA, ycTaHaBiuBaroTcs I[IpaBurenbcTBOM
Poccuiickoit deneparuu.

6. Jlunensun Ha MPOM3BOACTBO JIEKAPCTBEHHBIX CPEICTB, BblAaHHblE A0 1 sHBapsa 2014 rona,
neiictByrot nociie 1 siHBapa 2014 rona 10 MCTEUEHUs CPOKA UX JEUCTBHUSA IPH YCIOBUU COOTBETCTBUS
JUIEH3UaTa MpaBWJIaM OpraHM3allMM IPOU3BOJCTBA W KOHTPOJIS KAauyeCTBA JIEKAPCTBEHHBIX CPECTB,
YKa3aHHBIM B yacTu 1 crtatbu 45 Hactodiiero deaepaibHOro 3aKoHa.

7. ®opMHpOBaHUE TOCYAAPCTBEHHOIO 3aJaHMsl Ha IPOBEAECHUE SKCIEPTHU3bl JIEKAPCTBEHHBIX
CpeACTB (elepaIbHOMY IOCyAapCTBEHHOMY OIOJKETHOMY YUPEKACHUIO 10 MPOBEACHUIO SKCIEPTU3BI
JICKapCTBEHHBIX CPEICTB U (PMHAHCOBOE 0OECIIEUEHUE BBITIOIHEHUS 3TOTO 3aJaHHsI OCYIIECTBIISIOTCS B
nopsake, ycraHoBieHHOM ®enepanpHpiM 3akoHoM oT 12 guBaps 1996 roma N 7-®3 "O
HEKOMMEPUYECKUX OpraHu3anusix’.

(gactp 7 BBenena denepanbHbiM 3aK0HOM OT 29.11.2010 N 313-D3)

[Ipesunent
Poccuiickoit ®enepanuun
AME/IBEJIEB
Mocxksa, Kpemiib
12 ampens 2010 rona
N 61-03
www.consultant.ru CrpaHuua 157 n3 158

HafeXHasa npaBoBas noaaepXxka


https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=106486&amp;date=06.09.2024&amp;dst=115770&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=106486&amp;date=06.09.2024&amp;dst=115770&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470027&amp;date=06.09.2024&amp;dst=100071&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470027&amp;date=06.09.2024&amp;dst=100071&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=06.09.2024&amp;dst=100212&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=06.09.2024&amp;dst=100212&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=06.09.2024&amp;dst=100850&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=454112&amp;date=06.09.2024&amp;dst=100850&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=483036&amp;date=06.09.2024&amp;dst=231&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=483036&amp;date=06.09.2024&amp;dst=231&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=06.09.2024&amp;dst=100214&amp;field=134&amp;demo=2
https://login.consultant.ru/link/?req=doc&amp;base=LAW&amp;n=470150&amp;date=06.09.2024&amp;dst=100214&amp;field=134&amp;demo=2
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

depnepanbHbiit 3akoH oT 12.04.2010 N 61-03

(pen. ot 08.08.2024) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 obpalleHMn NeKapCTBEHHbIX CpeacTs” [aTa coxpaHeHus: 06.09.2024

(c u3m. n gon., BCTYN....

www.consultant.ru CrpaHuua 158 n3 158
HafeXHasa npaBoBas noaaepXxka


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

	Глава 1. Общие положения
	Статья 1. Предмет регулирования настоящего Федерального закона
	Статья 2. Сфера применения настоящего Федерального закона
	Статья 3. Законодательство об обращении лекарственных средств
	Статья 4. Основные понятия, используемые в настоящем Федеральном законе

	Глава 2. Полномочия федеральных органов исполнительной власти, исполнительных органов субъектов Российской Федерации при обращении лекарственных средств
	Статья 5. Полномочия федеральных органов исполнительной власти при обращении лекарственных средств
	Статья 5.1. Передача осуществления полномочий федеральных органов исполнительной власти при обращении лекарственных средств исполнительным органам субъектов Российской Федерации
	Статья 6. Полномочия исполнительных органов субъекта Российской Федерации при обращении лекарственных средств

	Глава 3. Государственная фармакопея
	Статья 7. Разработка и издание государственной фармакопеи, размещение данных о ней

	Глава 4. Лицензирование производства лекарственных средств и фармацевтической деятельности, государственный контроль (надзор) в сфере обращения лекарственных средств
	Статья 8. Лицензирование производства лекарственных средств и фармацевтической деятельности
	Статья 8.1. Особенности лицензирования производства лекарственных средств (фармацевтической субстанции спирта этилового (этанола)
	Статья 8.2. Особенности лицензирования фармацевтической деятельности в части осуществления оптовой торговли лекарственными средствами
	Статья 9. Государственный контроль (надзор) в сфере обращения лекарственных средств
	Статья 9.1. Программа проверок
	Статья 9.2. Государственный контроль (надзор) за реализацией исполнительными органами субъектов Российской Федерации полномочий в сфере обращения лекарственных средств для медицинского применения
	Статья 9.3. Региональный государственный контроль (надзор) за применением цен на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 9.4. Федеральный государственный лицензионный контроль деятельности по производству лекарственных средств

	Глава 5. Разработка, доклинические исследования лекарственных средств, а также клинические исследования лекарственных препаратов для ветеринарного применения
	Статья 10. Разработка лекарственных средств
	Статья 11. Доклиническое исследование лекарственного средства для медицинского применения
	Статья 12. Доклиническое исследование лекарственного средства и клиническое исследование лекарственного препарата для ветеринарного применения

	Глава 6. Осуществление государственной регистрации, регистрации лекарственных препаратов
	Статья 13. Государственная регистрация, регистрация лекарственных препаратов
	Статья 14. Принципы экспертизы лекарственных средств
	Статья 15. Федеральное государственное бюджетное учреждение по проведению экспертизы лекарственных средств
	Статья 16. Организация проведения экспертизы лекарственных средств
	Статья 17. Подача и рассмотрение заявления о государственной регистрации лекарственного препарата для ветеринарного применения
	Статья 18. Утратила силу
	Статья 19. Принятие решения о выдаче экспертному учреждению задания на проведение экспертизы лекарственного средства
	Статья 20. Экспертиза документов, представленных для определения возможности рассматривать лекарственный препарат для медицинского применения в качестве орфанного лекарственного препарата
	Статья 21. Утратила силу
	Статья 22. Утратила силу
	Статья 23. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для медицинского применения
	Статья 24. Экспертиза качества лекарственного средства и экспертиза отношения ожидаемой пользы к возможному риску применения лекарственного препарата для ветеринарного применения
	Статья 25. Повторное проведение экспертизы лекарственных средств
	Статья 26. Ускоренная процедура экспертизы лекарственных средств
	Статья 27. Решение о государственной регистрации лекарственного препарата
	Статья 27.1. Взаимозаменяемость лекарственных препаратов для медицинского применения
	Статья 28. Регистрационное удостоверение лекарственного препарата
	Статья 29. Подтверждение государственной регистрации лекарственного препарата
	Статья 30. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для медицинского применения
	Статья 31. Внесение изменений в документы, содержащиеся в регистрационном досье на зарегистрированный лекарственный препарат для ветеринарного применения
	Статья 32. Отмена государственной регистрации лекарственного препарата
	Статья 33. Государственный реестр лекарственных средств
	Статья 34. Включение в государственный реестр лекарственных средств и исключение из государственного реестра лекарственных средств фармацевтической субстанции, произведенной для реализации
	Статья 35. Утратила силу
	Статья 36. Обжалование решения об отказе в выдаче разрешения на проведение клинического исследования лекарственного препарата, решения об отказе в государственной регистрации лекарственного препарата, заключения комиссии экспертов экспертного учреждения или заключения совета по этике
	Статья 37. Информация, связанная с осуществлением государственной регистрации или регистрации лекарственных препаратов, информация о зарегистрированных лекарственных препаратах и лекарственных препаратах, исключенных из государственного реестра лекарственных средств

	Глава 7. Клинические исследования лекарственных препаратов для медицинского применения, договор об их проведении, права пациентов, участвующих в этих исследованиях
	Статья 38. Клинические исследования лекарственных препаратов для медицинского применения
	Статья 39. Решение о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 39.1. Этическая экспертиза
	Статья 40. Проведение клинического исследования лекарственного препарата для медицинского применения
	Статья 41. Договор о проведении клинического исследования лекарственного препарата для медицинского применения
	Статья 42. Финансовое обеспечение клинического исследования лекарственного препарата для медицинского применения
	Статья 43. Права пациентов, участвующих в клиническом исследовании лекарственного препарата для медицинского применения
	Статья 44. Обязательное страхование жизни, здоровья пациента, участвующего в клиническом исследовании лекарственного препарата для медицинского применения

	Глава 8. Производство и маркировка лекарственных средств
	Статья 45. Производство лекарственных средств
	Статья 46. Маркировка лекарственных средств

	Глава 9. Ввоз лекарственных средств в Российскую Федерацию и вывоз лекарственных средств из Российской Федерации
	Статья 47. Порядок ввоза лекарственных средств в Российскую Федерацию и вывоза лекарственных средств из Российской Федерации
	Статья 48. Юридические лица, которым разрешен ввоз лекарственных средств в Российскую Федерацию
	Статья 49. Документы, представляемые в таможенные органы Российской Федерации при ввозе лекарственных средств в Российскую Федерацию
	Статья 50. Ввоз лекарственных препаратов в Российскую Федерацию для личного использования и иных некоммерческих целей, а также для использования на территории международного медицинского кластера
	Статья 51. Сотрудничество федерального органа исполнительной власти, осуществляющего функции по контролю и надзору в области таможенного дела, и других уполномоченных федеральных органов исполнительной власти

	Глава 10. Фармацевтическая деятельность
	Статья 52. Осуществление фармацевтической деятельности
	Статья 52.1. Ввод в гражданский оборот лекарственных средств для медицинского применения
	Статья 52.2. Ввод в гражданский оборот лекарственных препаратов для ветеринарного применения
	Статья 53. Продажа, передача лекарственных средств организациями оптовой торговли лекарственными средствами
	Статья 54. Правила оптовой торговли лекарственными средствами
	Статья 55. Порядок розничной торговли лекарственными препаратами
	Статья 55.1. Порядок осуществления розничной торговли лекарственными препаратами для медицинского применения, отпускаемыми по рецепту на лекарственный препарат, дистанционным способом
	Статья 56. Изготовление и отпуск лекарственных препаратов
	Статья 57. Запрещение продажи фальсифицированных лекарственных средств, недоброкачественных лекарственных средств, контрафактных лекарственных средств
	Статья 58. Хранение лекарственных средств
	Статья 58.1. Предметно-количественный учет лекарственных средств для медицинского применения

	Глава 11. Уничтожение лекарственных средств
	Статья 59. Основания и порядок уничтожения лекарственных средств

	Глава 12. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Статья 60. Государственное регулирование цен на лекарственные препараты для медицинского применения
	Статья 61. Государственная регистрация и перерегистрация предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 62. Государственный реестр предельных отпускных цен производителей на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов
	Статья 63. Установление исполнительными органами субъектов Российской Федерации предельных размеров оптовых надбавок и предельных размеров розничных надбавок к фактическим отпускным ценам, установленным производителями лекарственных препаратов, на лекарственные препараты, включенные в перечень жизненно необходимых и важнейших лекарственных препаратов

	Глава 13. Мониторинг эффективности и безопасности лекарственных препаратов, находящихся в обращении в Российской Федерации
	Статья 64. Фармаконадзор
	Статья 65. Приостановление применения лекарственного препарата
	Статья 66. Информация о результатах фармаконадзора

	Глава 14. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения
	Статья 67. Информация о лекарственных препаратах. Система мониторинга движения лекарственных препаратов для медицинского применения

	Глава 14.1. Ограничения, налагаемые на организации, осуществляющие деятельность по обращению лекарственных средств
	Статья 67.1. Ограничения, налагаемые при осуществлении деятельности в сфере обращения лекарственных средств
	Статья 67.2. Требования к организации и проведению научных мероприятий, иных мероприятий, направленных на повышение профессионального уровня медицинских работников или на предоставление информации, связанной с осуществлением мониторинга безопасности лекарственных препаратов

	Глава 15. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств и возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов
	Статья 68. Ответственность за нарушение законодательства Российской Федерации при обращении лекарственных средств
	Статья 69. Возмещение вреда, причиненного здоровью граждан вследствие применения лекарственных препаратов

	Глава 16. Заключительные положения
	Статья 70. О признании утратившими силу отдельных законодательных актов (положений законодательных актов) Российской Федерации
	Статья 71. Вступление в силу настоящего Федерального закона


