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3apeructpupoBaHo B Muntocte Poccuu 26 mapta 2019 r. N 54173

MWHUCTEPCTBO 30PABOOXPAHEHUSA POCCUNCKOWU ®EQEPALIU

NMPUKA3
ot 14 anuBaps 2019 r. N 44

Ob YTBEPXOEHUU NMOPAOKA
HA3HAYEHWUA NEKAPCTBEHHbBIX NMPEMAPATOB, ®OPM PELEENTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHbBIE MNPEMAPATbI, MOPAOKA O®OPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YHETA U XPAHEHUA

B coorBercTBUuM ¢ myHKTOM 16 yactu 2 crateu 14 denepanbHoro 3akona ot 21 Hoa6ps 2011 r. N
323-®3 "OO6 ocHOBax oOXpaHbl 310poBbs rpaxaaH B Poccuiickoii @enepauun" (CobOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2014, N 30, cT.
4257; N 49, ct. 6927; 2015, N 10, ct. 1425; N 29, ct. 4397; 2016, N 1, ct. 9; N 15, cT. 2055; N 18, cr.
2488; N 27, ct. 4219; 2017, N 31, ct. 4791; N 50, ct. 7544, 7563) u nognyakramu 5.2.177, 5.2.179 u
5.2.180 Ilonoxenus o MuHucrepctBe 3apaBooxpaHeHus Poccuiickoit ®denepanuu, yTBEpKIECHHOIO
nocranoBieHueM [IpaButensctBa Poccuiickorr ®eneparuu ot 19 umrons 2012 r. N 608 (CoOpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970; N 20, cT. 2477,
N 22, ct. 2812; N 33, c1. 4386; N 45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, ct. 4307; N
37, ct. 4969; 2015, N 2, ct. 491; N 12, ct. 1763; N 23, ct. 3333; 2016, N 2, ct. 325; N 9, cT. 1268; N 27,
ct. 4497; N 28, c1. 4741; N 34, ct. 5255; N 49, ct. 6922; 2017, N 7, ct. 1066; N 33, ct. 5202; N 37, cr.
5535; N 40, ct. 5864; N 52, ct. 8131; 2018, N 13, ct. 1805; N 18, ct. 2638; N 36, ct. 5634; N 41, cr.
6273), npukasblBao:

1. YTBepauts:
MOPSIIOK HA3HAUYEHHUS JIEKaPCTBEHHBIX MIPENapaToB COTJIacHO MpuiiokeHuto N 1;
(bopMbI peLenTypHbIX OJIAHKOB Ha JIEKAPCTBEHHbIE IIPErapaThl COINIACHO MPUIIOKEHHI0 N 2;

MOPSLIOK OPOPMIIEHHUS PELIENITYPHBIX OJIAaHKOB Ha JIEKApPCTBEHHBIE MPENapaThl, UX y4eTa U XpaHEHUs
COTJIACHO MpHJIOKEHUIO N 3.

2. Ilpu3HaTe yTpaTUBIIMMU CUILY:

npuka3 MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 20 nekadpst 2012 r. N 11751
"O06 yTBEep>KIEHUM MOPs/IKa HA3HAYEHMsI U BBIIIMCHIBAHUS JIEKAPCTBEHHBIX MpENaparoB, a Takxke (Gopm
pelenTypHbIX OJAaHKOB HA JIEKAPCTBEHHBIE Mpenaparhl, Hopsaaka opOopMIICHHUS yKa3aHHBIX OJIAaHKOB, MX
ydyera U xpaHeHus" (3apeructpupoBaH MunuctepcTBoM toctuniun Poccuiickoit denepanuu 25 wroHs
2013 r., peructpaunoHHsii N 28883);

NYHKT 2 W3MEHEHUH, KOoTopele BHOcATcA B [lopanok co3gaHusi U AESITENBHOCTH BpayeOHOM
KOMMCCUM MEIMIIMHCKOM OpraHU3alllM, YTBEPKJICHHBIM NpHUKa30M MUHHCTEPCTBA 3/paBOOXPAHEHUS U
couuasibHOro pa3zputus Poccuiickoit ®eneparuu ot 5 mas 2012 r. N 5021, u B [lopsinok HazHaueHHS U
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BBIIIMCBIBAHUSI JIEKAPCTBEHHBIX MPENapaToB, YTBEPKACHHBIN NpruKa3oM MuUHHCTEpCTBA 3/1paBOOXpaHEHUS
Poccuiickoit ®enepaunu ot 20 gexadbps 2012 r. N 1175H, yTBepkIeHHBIX IpukazoM MuHHCTEpCTBA
3npaBooxpaHeHusi Poccuiickoii @enepauuu ot 2 gekabps 2013 r. N 886H (3apeructpupoBaH
MunucrepctBoM octuiu Poccuiickoit @enepanun 23 nexkadpst 2013 r., peructpanmonnsiii N 30714);

npuka3 Munucrepcrsa 3npaBooxpanenus: Poccuiickoit ®enepaunu ot 30 utons 2015 r. N 386n "O
BHECECHUM W3MEHEHMI B IPWIOXKEHUsS K NpHKazy MuHHCTEpCTBa 3ApaBOOXpaHeHHs Poccuiickon
Oenepaunn ot 20 nexabps 2012 r. N 11751 "O6 yTBep:KAeHUU MOPsIIKA Ha3HAUYEHUS U BBIITUCHIBAHUS
JIEKapCTBEHHBIX IpEnapaToB, a Takxke (OpM peLenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE IpenapaThl,
nopsiika 0(opMIICHHS YKa3aHHbBIX OJaHKOB, UX y4yeTa U XpaHeHus" (3apeructpupoBaH MUHHCTEPCTBOM
tocturnu Poccutickoit @enepannu 6 arycra 2015 r., peructpannonusiii N 38379);

IIYHKT | M3MEHEHMI, KOTOpbIE BHOCATCS B MpHKa3 MuHucCTEpCTBa 3ApaBooxpaHeHns Pocculickon
Oenepaunn ot 20 nexadbpsa 2012 r. N 11751 "O6 yTBepkAeHUU MOPsIIKA Ha3HAUYEHUS U BBITMCHIBAHUS
JIEKapCTBEHHBIX IpEnapaToB, a Takxke (OpM peLenTypHbIX OJaHKOB Ha JIEKAPCTBEHHBIE IpernapaThl,
nopsiika opOpMIICHUS yKa3aHHBIX OJIaHKOB, MX ydeTa U XpaHeHHUs" u mnpuioxkeHue N 2 K Ipukazy
MunuctepctBa 3apaBooxpanenus Poccuiickoir ®enepaunu ot 1 asrycra 2012 r. N 54 "O6
YTBEPKIACHUH (OpMbI OJAHKOB PELENTOB, COJEPKAIIMX Ha3HAYEHUE HAPKOTUYECKUX CPEACTB WIIU
MICUXOTPOITHBIX BELIECTB, MOPSAJIKA UX U3TOTOBJICHUS, PACIIPEIEICHUS], pETUCTPALMK, yUeTa U XpaHEHus, a
TaKkKe MmpaBuil oopmiieHUs", yTBEpKIEHHBIX pUKa3oM MuHucTepcTBa 3/1paBooxpaHeHus: Poccuiickoit
Oenepaunu ot 21 ampens 2016 r. N 2541 (3apeructpupoBan MunucrepctBoM roctuiuu Poccuiickoit
®enepanun 18 urons 2016 r., peructpanronsbiii N 42887);

MYHKT 5 U3BMEHEHUH, KOTOpbIE BHOCATCS B HEKOTOpBIE NMpUKa3bl MUHUCTEPCTBA 3/IpaBOOXPAHEHUS U
conuanbHOro passutus Poccuiickorn @epepaunn n MuHHcTepcTBa 3apaBooxpaHeHus Poccuiickoi
@Oenepany 1Mo BompocaM OOpaleHHs] JIEKapCTBEHHBIX IPEnaparoB, COJEpPXKAIIMX HApKOTUYECKHE
CPEICTBa, IICUXOTPOIHBIE BELIECTBA W HUX IPEKYypCOpbl, M JIEKAPCTBEHHBIX CPEJCTB, MMOAJIEKALIUX
[IPEIMETHO-KOJMUYECTBEHHOMY YYeTy, YTBEPXKJIEHHBIX INpHUKa3oM MUHHUCTEPCTBA 3]IPAaBOOXPaHEHUS
Poccuiickoit ®enepaunu ot 31 oktabpst 2017 r. N 882n (3apeructpupoBaH MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepanuu 9 supaps 2018 r., peructpanuonnsiii N 49561).

Munuctp
B.1.CKBOPILIOBA

[Tpunoxenne N 1

K NpuKa3y MuHHCTEpPCTBA 3JpaBOOXPAHEHUS
Poccniickoit ®enepanun

ot 14 auBaps 2019 1. N 4u

NOPAOOK HABHAYEHUA NEKAPCTBEHHbIX NMPEMAPATOB

. O6wme nonoxeHunsa
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1. Hacrosimuii mopsiioK YCTaHABIMBAET IPABWJIA HA3HAYEHMs JICKAPCTBEHHBIX IIPENapaTroB s
MEJMIIMHCKOTO0 MPUMEHEHUs (Jajiee - JeKapCTBEHHbIE MpenapaThl) U 0(pOopMIIEHUS UX HAa3HAYEHUS MpPU
OKa3aHUU MEIUIMHCKON ITOMOIIH B MEIUIIMHCKUAX OpraHU3anusIx <1>.

<1> Ilynkrt 11 crateu 2 ®enepanbHoro 3akoHa ot 21 HosOps 2011 r. N 323-@3 "OO6 ocHoBax

oXpaHbl 370poBbsi TrpaxjaaH B Poccuiickoit ®denepauun" (Cobpanue 3akoHOnaTenbcTBa Poccuiickoit
®enepanny, 2011, N 48, ct. 6724; 2016, N 1, c1. 9, 28; 2017, N 31, ct. 4791).

2. Ha3naueHue JeKapCTBEHHBIX IPENapaToB OCYLIECTBISETCS JIeYalluM BpadyoM, (eabaAlepom,
aKyIIEpKOUW B Clly4ae BO3JI0KEHMS Ha HMX IIOJIHOMOYMH JIEYallero Bpaya B IOPSJKE, YCTaHOBIECHHOM
MIPUKa30M MUHHUCTEPCTBA 3APABOOXPAHEHMS M COLMAIBLHOIO pa3Butus Poccuiickont denepanuu ot 23
mapta 2012 r. N 2520 "OO6 yrBepxkaenun Ilopsinka Bo3mokeHUsT Ha (enpamepa, aKymepKy
PYKOBOJUTENEM MEAULMHCKONM OpraHu3alyy IIpU OPraHM3alUy OKa3aHUs IIEpBUYHON MEIUKO-
CaHUTApPHOM TOMOIINM ¥ CKOPOW MEAMIIMHCKON IMOMOIIM OTACIBbHBIX (DYHKIHMI Jiedamero Bpada Io
HEMOCPEJCTBEHHOMY OKa3aHHI0 MEIWLMUHCKON MOMOIY MAlUEeHTy B MEpUO/1 HAOMIOACHHUS 32 HUM U €ro
JIe4eHus, B TOM YHCIE II0 HA3HAYCHHI0 W IPUMEHEHMIO JIEKAPCTBEHHBIX IIPENaparoB, BKIKOYAs
HAapKOTHYECKUE JIEKapCTBEHHbIE Ipenaparbl M ICUXOTPOIHBIE JIEKapCTBEHHbIE Mpemnaparbl’ <2>,
WMHIUBUAYAIbHBIMU TPEANPUHUMATEISMU, OCYHIECTBIISIIOIIMMHE MEAMIIMHCKYIO JIeATEIbHOCTh (najnee -
MEIIUIIUHCKUE PAOOTHUKH).

<2> 3apeructpupoBad MunuctepctBoM toctuiinu Poccuiickoit @enepanun 28 anpens 2012 r.,
peructpanronssiii N 23971, ¢ n3MEeHEHHUsIMM, BHECEHHBIMU ITPUKAa30M MHHHCTEPCTBA 3IpaBOOXPAHEHUS
Poccuiickoit ®enepaunu ot 31 oktabpst 2017 r. N 882n (3apeructpupoBan MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepanuu 9 supaps 2018 1., peructpanuonnsiii N 49561).

3. CpelneHMs O Ha3HAUYEHHOM JIEKAPCTBEHHOM Ipemnapare (HauMEHOBAaHHME JIEKapCTBEHHOIO
npernapara, J03UpOBKa, CIOCOO BBEICHUS U MPUMEHEHMs, PEXUM J03UPOBAHUS, NPOJOLKUTEIHLHOCTD
Je4eHrs 1 000CHOBaHNME Ha3HAUYEHHUs JIEKAPCTBEHHOTO IIperapara) BHOCATCS MEIULIUHCKUM paOOTHUKOM
B MEJIUIMHCKYIO TJOKYMEHTALUIO MallUEHTa.

B cnywasx, ykazanHeix B myHkTax 9 - 12 Hacrosmero I[lopsaka, MEIMIIMHCKUN paOOTHHUK
opopMIIsIeT Ha3HAUYEHUE JIEKAPCTBEHHBIX IpEenapaToB, B TOM YHCIE MOJUIEKAIIMX H3TOTOBJIECHUIO U
OTIyCKYy AaNTEeYHBIMH OpraHM3alusAMHU (Jajee - JICKapCTBEHHBIE Mpenaparbl HHIMBUIYaTbHOTO
M3TOTOBJIEHUS), HA peLenTypHOM OjaHKe, 0()OPMIEHHOM Ha OyMa)KHOM HOCHTEJIE 3a CBOEW MOAINHUCHIO
(mamee - pement Ha OYMa)XHOM HOCHUTENe), W (WJIM) C COTJacusl TAIlMEHTa WM €ro 3aKOHHOTO
IpecTaBuTeNsl <3> Ha pelenTypHoM OyiaHke B (opMe 3IIEKTPOHHOIO JOKYMEHTa C MCIOJIb30BaHUEM
YCWJICHHOW KBaTH(UIIUPOBAHHOMN AIEKTPOHHOW MOJIMUCHA MEAUIIMHCKOTO paOOTHUKA (Jajee - perentT B
(dhopme FIEKTPOHHOTO JOKYMEHTA).

<3> B oTHOUIEHUH JIMLA, YKa3aHHOTO B yacTu 2 cratbu 20 PenepasibHOro 3aKkoHa oT 21 HOsSIOps
2011 1. N 323-®3 "OO6 ocHoBax oxpaHbl 370pOBbs TpaxaaH B Poccuiickoit @enepanuu” (Cobpanue
3akoHoaarenbcTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2017, N 31, cT.
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pELENTYpPHBIX...

4791).

Peuent B hopMe 25IEKTPOHHOTO AOKYMEHTA, COAEpKAIIUNA Ha3HaYCHHE HAPKOTUUECKUX CPEICTB MU
IICUXOTPOIHBIX BEILIECTB, IMOJANUCHIBAETCSI C HCIOJIb30BAHUEM YCHJIEHHON KBaJM(ULMPOBAHHOMN
AJIEKTPOHHOW MOJIUCH JICYallero Bpadya WiK (penbamepa, aKkymepk, Ha KOTOPbIX BO3JIOKEHbI (DYHKIIUU
JIeYaIero Bpavya, i COOTBETCTBYIOIICH MEAUITMHCKONW OpraHu3anuu <4>,

<4> Yactp 1 crarbu 26 ®enepanbHoro 3akoHa oT 8 suBapa 1998 r. N 3-®@3 "O HapKOTHYECKUX
cpencTBax M ncuxoTponHeix BemecTBax" (CobOpanue 3akoHonatenbcTBa Poccuiickoit @enepanun, 1998,
N 2, ct. 219; 2003, N 27, ct. 2700; 2011, N 49, ct. 7019; 2013, N 48, cr. 6165; 2016, N 27, ct. 4238;
2017, N 31, ct. 4791).

Odopmienue pernentoB B GopMe IEKTPOHHBIX JOKYMEHTOB OCYIIECTBIISICTCA B Cly4ae MPUHSITHS
YIOJHOMOYEHHBIM OPraHOM UCHOJHUTENBbHOM BilacTu cyobekra Poccuiickoit denepanyiv B COOTBETCTBUU
¢ myHKToM 4 crtatbu 6 ®DenepanbHoro 3akoHa oT 12 ampemst 2010 r. N 61-®3 "O6 obpamenuun
JIEKapCTBEHHBIX cpeAcTB" <5> pemieHuss 00 HUCIOJB30BaHWU Ha Tepputopuu cyowrekra Poccuiickoit
Oenepau HapsAay € pelenTaMM Ha JIEKApCTBEHHbIE Mpenaparbl, O(QOpMIIEHHBIMM Ha OyMa)KHOM
HOCHUTEJIE, PpELEeNTOB Ha JIEKapCTBEHHbIE IpemnapaThl, CHOPMHUPOBAHHBIX B (OpME 3BIEKTPOHHBIX
JOKYMEHTOB.

<5> CoOpanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 2010, N 16, cr. 1815; 2012, N 26, cr.
3446; 2017, N 31, ct. 4791.

4. Tlpu BbIIUCKE MAlMEHTa M3 MEIUIMHCKOM OpraHuM3alnuy, B KOTOPOH €My OKa3blBaJlach
MEJUIIMHCKAs] MMOMOIb B CTAalMOHAPHBIX YCIOBUSX, JAHHOMY IALIMEHTY IO PEIIECHUI0 PYKOBOAMUTENS
MEJUIIMHCKOM opraHu3aluy Ha3HayarTcsa ¢ 0opMIIeHHEM pelenTa B (opme MEeKTPOHHOTO JOKYMEHTa
n (win) Ha OyMaKHOM HoOcuTene (3a HUCKIOYEHHEM O(OpMIIEHHS pELENTOB Ha JIEKapCTBEHHbIE
npenapaTsl, MOAJEKAIUE OTIYCKY OECIUIATHO WM CO CKHJKOW) JIMOO BBIJAIOTCS (MALIUEHTY WU €ro
3aKOHHOMY MIPEJICTaBUTENI0) OJHOBPEMEHHO C BBIMMCKOW U3 HCTOpUU OO0JE3HH JIEKaPCTBEHHbIE
npenapaTbl, B TOM 4MCJI€ HAPKOTUYECKHE U ICUXOTPOIHbIE JIEKAPCTBEHHBIE IMpernapaThl, BHECEHHbIEC B
cnucku II m III mepeyHs HApKOTHYECKHX CPEIACTB, ICUXOTPONHBIX BEIIECTB M HMX HPEKYypCOPOB,
IIOJUIeKAIMX KOHTpoJto B Poccuiickoin denepannn, yTBEpKACHHOTO MocTaHoBiIeHueM [IpaBurenscTBa
Poccuiickoit ®eneparuu ot 30 utonst 1998 r. N 681 <6> (manee - Ilepeuens), CHIBHONCHUCTBYIOIINE
JIEKapCTBEHHBIE IIPEIapaThl, HA CPOK MPHEMA MMALTUEHTOM JI0 5 JTHEH.

<6> CoOpanue 3akoHonatenbcTBa Poccuiickont @enepamnu, 1998, N 27, ct. 3198; 2004, N 8, cr.
663; N 47, ct. 4666; 2006, N 29, ct. 3253; 2007, N 28, ct. 3439; 2009, N 26, ct. 3183; N 52, cr. 6572;
2010, N 3, cT. 314; N 17, ct. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, cT. 4271; N 45, cT. 5864; N 50,
CT. 6696, cT. 6720; 2011, N 10, ct. 1390; N 12, cT. 1635; N 29, ct. 4466, cT. 4473; N 42, c1. 5921; N 51,
cT. 7534; 2012, N 10, ct. 1232; N 11, ct. 1295; N 19, cT. 2400; N 22, ct. 2864; N 37, ct. 5002; N 41, cT.
5625; N 48, ct. 6686; N 49, ct. 6861; 2013, N 6, cT. 558; N 19, cT. 953; N 25, c1. 3159; N 29, cT. 3962;
N 37, ct. 4706; N 46, cT. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, cT. 2987; N 27, cT. 3763; N
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44, ct. 6068; N 51, ct. 7430; 2015, N 11, ct. 1593; N 16, ct. 2368; N 20, cT. 2914; N 28, cT. 4232; N 42,
ct. 5805; 2016, N 15, ct. 2088; 2017, N 4, ct. 671; N 10, ct. 1481; N 23, ct. 3330; N 30, cT. 4664; N 33,
cr. 5182; 2018, N 27, ct. 4071.

5. Ha3naueHuwe JE€KapCTBEHHBIX IIpENapaToB MpPH OKA3aHUM MEIUIUHCKOW IIOMOIIM B
CTallMOHAPHBIX YCJIOBUSIX B TpPEOOBaHUSAX-HAKIAIHBIX, HAMpaBlIsSE€MbIX B alTEYHbIE OpraHU3alUy,
SIBJISIIOLIUECS CTPYKTYPHBIMHU IIOJPA3JCICHUSIMNA MEIUIMHCKOM OpraHu3alui, B KOTOPOW OKa3bIBACTCS
MEJIMLIHAHCKAs MOMOIb, OCYHIECTBIIIETCA B COOTBETCTBMM € MHCTpyKuMeld O NOPSJIKE BBINMCBIBAHUS
JIEKapCTBEHHBIX IpernapaToB U O(OpMIIEHUS peuenToB U TpeOOBaHUI-HAKIAIHBIX, YTBEPKACHHOU
MpUKa3oM MUHHCTEPCTBA 3APAaBOOXPAHEHHS M COUMAIbHOTO pa3Butua Poccuiickoit depepamuum ot 12
¢despasig 2007 r. N 110 "O nopsiike Ha3HAUEHUS U BBINKUCHIBAHUS JIEKAPCTBEHHBIX MPENapaToB, U3EIUM
MEJUIIMHCKOTO Ha3HAUEHUS U CIEeLMAIN3UPOBAHHBIX IPOJYKTOB JeueOHOro nuraHus" <7>.

<7> 3apeructpupoBan MunuctepctBoM toctuiiuu Poccuiickoit ®@enepanun 27 anpens 2007 .,
peructpanonssiii N 9364, ¢ u3aMeHeHUsIMH, BHECEHHBIMU NpUKa3aMu MHUHHCTEPCTBA 3/IpaBOOXpaHEHUs
u couuanbHoro passurus Poccuiickoit ®@enepanuu ot 27 asrycra 2007 r. N 560 (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit @eneparmu 14 centsopst 2007 r., peructpammonasidi N 10133),
oT 25 cents6psa 2009 r. N 794n (3apeructpupoBan MunuctepcTBoM roctuiiuu Poccuiickoit denepanun
25 Hos16ps 2009 r., perucrpauuonHslii N 15317), or 20 suBaps 2011 r. N 13 (3apeructpupoBan
MunucrepctBoM roctuiuu Poccuiickoit ®@enepanuu 15 maprta 2011 r., perucrpanmonusii N 20103),
npukazamMmu MuHuctepcTBa 3apaBooxpaneHus Poccmiickoit ®eneparuu ot 1 asrycra 2012 r. N 54n
(3apeructpupoBan MuHuctepcTBOM toctuiuu  Poccuiickoit ®enepanmu 15 aBrycra 2012 1.,
peructpanonusiii N 25190), ot 26 despans 2013 r. N 941 (3apeructpupoBaH MuHHCTEPCTBOM
tocturuu Poccuiickoit @enepanuu 25 utons 2013 r., peructpanuonssiii N 28881).

6. Ha3naueHwe JEeKapCTBEHHBIX IPENApaToB OCYIIECTBISETCS MEAUIIMHCKUM PaOOTHUKOM IIO
MEXyHApOJHOMY HEMATEHTOBAHHOMY HaWMEHOBAHUIO, & TIPU €r0 OTCYTCTBUH - TPYIIIUPOBOYHOMY HIIH
XUMUYECKOMY HaWMEHOBaHWI0. B ciydae OTCyTCTBHS ~ MEXKIYHApOJHOTO  HEMAaTCHTOBAHHOTO
HAaWMEHOBAHUS W TPYINIHUPOBOYHOTO WM XHUMHUYECKOTO HAWMEHOBAHHMS JIEKAPCTBEHHOIO IIpernapara,
JIEKapCTBEHHBIN MpenapaT Ha3HAYaeTCsl MEIMIMHCKIUM PaOOTHUKOM IO TOPrOBOMY HAaMMEHOBAHHMIO.

[Ipn HamMuuM MEIUIMHCKUX TOKa3aHWW (MHIUBUIyaJbHAsI HEMEPEHOCHUMOCTh, MO KU3HCHHBIM
MOKa3aHMSIM) IO PELICHUI0 BpadyeOHON KOMHCCHM MEIUIIMHCKOM OpraHu3anuu <8> OCYyIIECTBISETCS
Ha3Ha4YeHHE M OQOpMIICHHE HA3HAYCHHS JICKAPCTBEHHBIX IpEnapaToB, HE BXOJAIIUX B CTaHIAPTHI
MEIMIIMHCKOM MOMOIIH, pa3pad0TaHHBIX B COOTBETCTBUU C MyHKTOM 4 ctathu 10 denepanbHOrO 3aK0HA
oT 21.11.2011 N 323-®3 "O6 ocHOBax oxpaHbI 3J0pOBbs rpaxaan B Poccuiickont ®Denepamuun" <9>,
nub0 TO TOProBHIM HAaWMMEHOBaHUsM. PemieHne BpaueOHON KOMHCCHHM MEAMIIMHCKOW OpraHu3aliuu
(buKcUpyeTcs B MEAUIIMHCKON JOKYMEHTAIIMH MAIlMEHTa U B )KypHaJIe BpaueOHO KOMHUCCHH.

<8> Ilpuka3 Munszapascoupazsutus Poccun ot 5 masg 2012 r. N 5021 "O0 yTBepkaeHUN MOpSAKa
CO3JaHMSI M JIEATENbHOCTH BpaueOHOW KOMHUCCHMM MEIWLMHCKOM opraHusanuu’" (3aperucTpupoBaH
Muntoctom Poccun utons 2012 r., peructpanuonsbii N 24516), ¢ u3MEeHEHUSIMH, BHECEHHBIMU
npukazom Munsnpasa Poccun ot 2 gexadpst 2013 r. N 886n (3apeructpupoan Munroctom Poccun 23
nexabps 2013 r., peructpaunonusiii N 30714).
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<9> CoOpanue 3akoHonatenbcTBa Poccuiickoit deneparuu, 2011, N 48, cr. 6724; 2014, N 49, cr.
6928; 2017, N 31, ct. 4791; 2018, N 53, ct. 8415.

7. HazHaueHue JIeKapCTBEHHOIO IpernapaTra B pelente Ha OyMa)kHOM HOCHUTENE WM PELenTe B
(dbopMe DIIEKTPOHHOTO JOKYMEHTa OQoOpMIISIeTcs Ha HMs MalWeHTa, Ui KOTOpOro IpelHa3HayeH
JIEKapCTBEHHBIN Mperapar.

Penent na 6ymaxknom HocuTene, ohopMIIeHHBIN HA penentypHoM Oianke hopm N 107-1/y, N 148-
1/y-88, N 148-1/y-04 (i1), yTBEp>KIEHHBIX HACTOSIIIMM HPHUKA30M, a TaKkKe pelent Ha OyMa)kKHOM
Hocutene, opopmieHHbIM Ha pernentypHoMm Omanke ¢opmbl N 107/y-HII, yrBepx)aeHHO# mpuKa3zom
MunuctepctBa 3apaBooxpanenus Poccuiickoir ®enepaunu ot 1 asrycra 2012 r. N 54 "O6
yIBep)KIeHHH (OpMBI OJAHKOB PEIEINTOB, COJEpKAIIUX Ha3HAYeHHWE HAPKOTHYECKHX CPEACTB WIIH
MICUXOTPOITHBIX BEIIECTB, MOPS/IKA X U3TOTOBJICHUS, pACIIPEICIICHUS, PErUCTPAIlUH, ydeTa U XpaHEHUs, a
Takke npasui opopmiienus" <10> (nanee - dopma N 107/y-HII), MoxkeT ObITh OJTyUEH HALIUEHTOM, €TI0
3aKOHHBIM TIPEJICTABUTEIEM WM JIUIIOM, UMEIOIUM O(GOPMIICHHYIO B COOTBETCTBUH C TPaXITaHCKUM
3aKOHOAATeNbCTBOM Poccuiickoit ®Penepanuu JOBEPEHHOCTh OT MAIIMEHTAa Ha IPABO IOJIYYEHHUS TAKOTO
pernenta (gajee - yrmoJIHOMOYEHHOE JIUIIO).

<10> 3apeructpupoBan MunucrepctBoM toctuiiuu Poccuiickoit denepanun 15 asrycra 2012 r.,
peructpanronuslii N 25190, ¢  u3MeHEHMsIMH, BHECEHHbIMM IpuKazamMu MUHHUCTEpCTBA
3npaBooxpaHenusi Poccuiickoit ®enepanuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM roctuiinu Poccuiickoit @enepanun 27 HosOpst 2015 1., peructpanmonusiii N 39868), ot
21 anpens 2016 r. N 254u (3apeructpupoBan MunucrepctBom toctuuuu Poccuiickoit denepauun 18
utonss 2016 r., perucrtpauuonssii N 42887), ot 31 oxrabps 2017 r. N 882 (3apeructpupoBaH
MunucrtepctBoM octuiu Poccuiickoit @enepanuu 9 ssuaps 2018 r., peructpanuonsasiii N 49561).

Peuent B gopme snekTpoHHOTO MOKyMEHTa (HOPMUPYETCS C MCIOJIB30BAHHUEM TOCYIapCTBEHHOU
nHpopManMoHHON cucteMbl B cdepe 3apaBooxpaHenus cyoOwpekra Poccmiickoir ®eneparuu,
MEIUIIUHCKON MH(GOPMAIIMOHHON CUCTEMbI MEAUITMHCKON opranu3anuu <11>.

<11> Cratpu 91 u 91.1 denepansHoro 3akoHa ot 21 HOsOps 2011 roma N 323-d3 "O6 ocHOBax
oXpaHbl 370poBbs TrpaxnaaH B Poccuiickoit ®denepauun" (Cobpanue 3akoHOJaTenbcTBa Poccuiickoit
Oenepanun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, cT. 4883; N 48, cT.
6165; 2014, N 30, ct. 4257; N 43, ct. 5798; N 49, cT. 6927, 6928; 2015, N 1, cT. 85; N 10, ct. 1425; N
27, ct. 3951; N 29, ct1. 4397; 2016, N 1, ct. 9, 28; N 15, cT. 2055; N 18, c1. 2488; N 27, c1. 4219; 2017,
N 18, ct. 2663; N 31, cT. 4794).

@akT BBIAYM pelenTa Ha JICKApCTBEHHBIM IIpenaparT 3aKOHHOMY IIPEACTABUTENN0 HWIIU
YIOJHOMOYEHHOMY JIUIY (PUKCUPYETCS B MEIULIMHCKOM TOKYMEHTALUY MallMeHTa.

8. MeauuuHCKUM PaOOTHHKAM 3arperiaercs oQOopMIISTh PELENThl IpU OTCYTCTBUM Yy IallMEHTa
MEJUIIMHCKUX [OKa3aHUM; Ha HE3aperucTpUpOBaHHbIE JIEKAPCTBEHHbIE Ipenapatel <12>; Ha
JIEKapCTBEHHbIE IIPEraparbl, KOTOPbIE B COOTBETCTBUHM C MHCTPYKLUEH MO METUIIMHCKOMY IPUMEHEHHUIO
[peHa3HaYeHbl JUIsl IPUMEHEHHUS TOJIbKO B MEAULMHCKUX OpraHU3alUsaX; HA HAPKOTHUECKHUE CPEICTBA U
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IICUXOTPOIMHBIC BCIICCTBA, BHCCCHHBLIC B CIIMCOK II HepeqHsl, 3apCTUCTPUPOBAHHBIC B KAa4YCCTBC
JICKAPCTBCHHBLIX MPCIIapaToB, B HCIAX IPUMCHCHHUA NJIA JICYCHHUA HAPKOMAaHHU.

<12> Pemenue Cosera EBpazuiickoii sxoHOMHYECKON Komuccuu oT 3 HOsiOps 2016 r. N 78 "O
[IpaBunax perucTpaliu W SKCHEPTU3bI JEKAPCTBEHHBIX CPEACTB IS METUIIMHCKOTO TpPUMEHEHUS"
(odpurmanpHeIi cailt EBpazuiickoro skoHoMu4eckoro cotosa http://www.eaeunion.org/, 21 HosiOps 2016
r.). Ctatesa 13 ®enepanpHoro 3akona oT 12 ampenst 2010 r. N 61-®3 "O06 obOpaneHnn JeKapCTBEHHBIX
cpencts st Mmeauinackoro npumenenus" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2010,
N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

NHpuBuayanbHBIM — NPEIIPUHUMATENSAM, OCYLIECTBISAIOIMM  MEIWLIHMHCKYIO  JIEATEIBHOCTD,
JOTIOTHUTENBHO K TpeOOBaHUSAM, YKa3aHHbIM B a03alle MEepBOM HACTOAIIErO ITyHKTa, 3alpeliaeTcs
0(pOpMIISITH pelenThbl Ha HAPKOTUUECKUE CPENICTBA U IICUXOTPOIIHbBIE BEUIECTBA, BHECEHHbIE B criucku 11 u
Il Tlepeuns (nanee - HapKOTHYECKUE U NCUXOTPOIHBIE JieKapcTBeHHbIe mpenapaTsl crnuckoB II u 111
[lepeuns).

9. Ilpu Ha3Ha4YeHMM HAPKOTHUYECKUX M IICUXOTPOIIHBIX JIEKAPCTBEHHBIX MNpernapaTroB cnucka I
[lepeuns, 3a UCKIIOYEHHEM JIEKAPCTBEHHBIX IPENApaTOB B BUJE TPAHCAECPMAIBHBIX TEPAIIEBTUYECKUX
CUCTEM M JIEKAPCTBEHHBIX IIPENaparoB, COAEPKAIIMX HAPKOTUYECKOE CPEACTBO B COYETAHUM C
AHTarOHUCTOM ONHOUJHBIX PELENTOPOB, pELUENnThl Ha OyMaXXHOM HocuTene OQOpPMISIOTCS Ha
peuentypaom Onanke Gopmbr N 107/y-HIIL.

10. Peuentypusbiit 61ank popmbl N 148-1/y-88 odopmiisercs npyu Ha3HAYCHUU:

1) HapKOTMYECKMX U ICUXOTPOIHBIX JIEKapCTBEHHBIX mpemnaparoB crnucka Il Ilepeuns B Bume
TPAaHCAEPMAJIBHBIX TEPAIIEBTUYECKUX CHCTEM, HAPKOTHYECKHMX JIEKAPCTBEHHBIX IpenaparoB crucka Il
[lepeuns, conepkamUX HAPKOTUYECKOE CPEIACTBO B COYETAHMM C AHTAarOHUCTOM OIMOMJIHBIX
pEeLenTopoB, ICUXOTPOITHBIX JEKAPCTBEHHBIX NpenapaToB cnucka 11 [lepeuns;

2) JEeKapCTBEHHBIX MPENapaToB, 00ianamuXx aHAO0OIUYECKONW aKTUBHOCTHIO (B COOTBETCTBUU C
OCHOBHBIM (hapMaKoJIOTUYECKUM JIEHCTBUEM) U OTHOCSIIUXCS [0 aHATOMO-TEPaNeBTHUYECKO-XUMUYECKOM
KJlacCu(pUKaluu, peKoMeH0BaHHO BcemupHoii opranuszanueil 3npaBooxpanenus (naiee - ATX) <13>,
K anabonmueckuM crepounaMm (kom Al4A) (manmee - JeKapCTBEHHBIE TIpemaparhbl, 00JaJaromme
aHa0O0JIMYECKON aKTUBHOCTHIO B COOTBETCTBUM C OCHOBHBIM (hpapMaKOJOTHYECKUM JIEHCTBUEM );

<13> Crarps 18 ®enepanpHoro 3akoHa oT 12 ampens 2010 r. N 61-®3 "O6 obpamenuun
JIEKAapCTBEHHBIX CPEACTB sl MeaunuHckoro nmpuMmeneHus" (CoOpaHue 3akoHOAaTeNbcTBAa Poccuiickoi
®enepanun, 2010, N 16, ct. 1815; 2014, N 52, ct. 7540).

3) JeKapCTBEHHBIX IPENapaToB, yKa3aHHBIX B myHKTe S5 [lopsimka oTmycka (U3WYECKUM JTUIAM
JICKApCTBEHHBIX TPEnapaToB Uil MEIUIIMHCKOTO TMPUMEHEHUS, COJIEPKAIIUX KPOME MaJbIX KOJHMYECTB
HApKOTHYECKUX CPEJICTB, INCHUXOTPOIHBIX BEHIECTB M WX IMPEKYpCOPOB Apyrue ¢GapMakoJIOTHUECKHE
aKTHBHBIC BEIIECTBA, YTBEPXKICHHOTO TpPHUKa30M MUHHCTEPCTBA 3/IPABOOXPAHEHHS M COIHAIBLHOTO
paszButust Poccuiickoit ®@enepanuu ot 17 mas 2012 r. N 562 <14> (nmanee - Ilopsimok oTiycka
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JIEKapCTBEHHBIX IPENapaToB);

<14> 3apeructpupoBan MunuctepctBoM toctunuu Poccuiickoit ®enepaunn 1 urons 2012 r.,
peructpanonuslii N 24438, ¢  u3MEHEHMsIMH, BHECEHHbIMM IpuKazamMu MuUHHUCTEpCTBA
3npaBooxpanenust Poccumiickoit ®eneparmu ot 10 wmronst 2013 1. N 3691 (3apeructpupoBaH
MunucrepctBoM roctuiuu Poccutickont @eneparmu 15 utons 2013 r., perucrpammonusiii N 29064), ot
21 asrycra 2014 r. N 4651 (3apeructpupoBan MunucrtepctBom toctuniuu Poccuiickoit @enepaunu 10
centsiopst 2014 1., peructpaunonnbii N 34024), ot 10 centsiops 2015 r. N 634H (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit @eneparmu 30 centsopst 2015 1., peructpammonasii N 39063),
ot 31 oktsa6ps 2017 r. N 882H (3apeructpupoBad MunuctepctBoM octunuu Poccuiickoit @eneparuu 9
suBaps 2018 r., peructpaunonusii N 49561).

4) nexapCTBEHHBIX MpPENapaToB WHAMBHIYAJBHOTO H3rOTOBJICHHUS, COJEP)KALIUX HAPKOTHUYECKOE
CPEICTBO WM ICUXOTpomnHoe BemecTBo crucka Il Tlepeuns, u npyrue ¢gpapMakogornyeckue akTHBHbBIE
BEIIECTBA B JI03€, HE INPEBBIMIAIOIIEH BBICIIYIO pa30BYK J03y, M MpPHU YCIOBUH, YTO OTOT
KOMOMHUPOBAHHBIA JIEKAPCTBEHHBIM Ipernapar He SBJAETCS HAPKOTHYECKUM WM IICUXOTPOIHBIM
JIleKapcTBeHHBIM IpenapaTom cnucka II [lepeuns;

5) JICKApCTBCHHBIX  IIPCIapaTos, nmomincxkamux MnpeaAMETHO-KOJIMYCCTBEHHOMY  YUCTY, HEC
MIEPEUUCIICHHBIX B MOAMYHKTaX 1 - 4 HACTOALIETO MyHKTA (32 UCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENapaTos,
OTIYyCKaeMBbIX 0€3 perenTa).

11. Penentypusiii 6imank popmsl N 148-1/y-04 (1) odopmisieTcs: Ipu Ha3HAUYEHUU JIEKAPCTBEHHBIX
IIpernapaToB rpakJlaHaM, UMEIOIIUM IIPaBo Ha OecCIulaTHOE MOJIY4YEeHHE JIEKAapCTBEHHBIX MPernapaToB WK
MIOJIy4Y€HHE JIEKApCTBEHHBIX IIPETapaToOB CO CKUAKOM.

12. Peuentypusiit 61ank popmbsl N 107-1/y opopmiisercss npu Ha3HAUEHUU:

1) 7nexapCTBEHHBIX IMpernapaToB, yKa3aHHBIX B myHkTe 4 [lopsiaka oOTmycka JeKapCTBEHHBIX
IIpenapaTos;

2) nexapCTBEHHbIX NIPENapaToB, HE yKa3aHHBIX B MyHKTax 9 - 11 Hacrosmero [lopska.

13. [Ipn Ha3Ha4YeHHH JIEKAPCTBEHHOrO IpernapaTa MHAWBHUAYaJIbHOTO M3TOTOBJIEHHUS B peLEnTe Ha
Oyma)xHOM Hocutene u (wim) peuente B (GopMe DIIEKTPOHHOTO JIOKYMEHTa HaMMEHOBAHUS
JIEKapCTBEHHBIX IPENapaToB, BKIIOYEHHBIX B IE€PEUEHb JIEKAPCTBEHHBIX CPEACTB ISl MEIULMHCKOIO
MPUMEHEHMS], MOJUISKAUUX PEIMETHO-KOJIMUYECTBEHHOMY Ydery <I15> (manee - JeKapCTBEHHbIE
npemnapaTsl, BKIoueHHble B nepedeHb [IKY), yka3biBaioTcs B Hayajie pelenTa, 3aTeM - BCE OCTalIbHbIE
UHIPEUECHTBHI.

<15> Ilpuka3 MunucrepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 22 anpens 2014 r. N
183u "OO yTBepKAEHUU IEepeyHsl JIEKApCTBEHHBIX CPEACTB I MEAUIMHCKOTO IPUMEHEHUS,
MOJJIeKAIUX [PEIMETHO-KOJMYECTBEHHOMY yueTy" (3apeructpupoBaH MMHHCTEPCTBOM FOCTULIUU
Poccuiickoit @enepanuu 22 utonsa 2014 r., perucrpanuonsusii N 33210), ¢ u3aMeHEHUsIMU, BHECEHHBIMU
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npukazaMu MunuctepcerBa 3apaBooxpanenust Poccuiickoit ®@enepaunu ot 10 centsaopsa 2015 r. N 634n
(3apeructpupoBan MunuctepctBoM tocturuu  Poccuiickoir ®eneparuu 30 centsops 2015 1.,
peructpanonssiii N 39063), ot 31 okts0ps 2017 r. N 882H (3apeructpupoBaH MuHHCTEPCTBOM
tocturinu Poccuiickoit @eneparnuu 9 ssuBaps 2018 r., peructparmonusiidi N 49561), ot 5 anpens 2018 r.
N 1491 (3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoit ®denpepanuu 3 mas 2018 r.,
peructpanonssiii N 50961), ot 27 utonst 2018 r. N 4711 (3apeructpupoBad MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit denepanuu 14 aprycra 2018 r., peructpanuonnbiii N 51885).

14. Tlpu Ha3HAUYEHHUU JIEKAPCTBEHHOTO Ipenapara B peuenTe Ha OyMa)XHOM HocHUTene U (MIIn)
peuente B (opme 3JIEKTPOHHOIO JTOKYMEHTa 3alpeliacTcsl MPEBBINIATh KOJIMYECTBO HAPKOTUYECKHX
CPEICTB WJIM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET ObITh BBINMCAHO B OJHOM pELEITE,
ycTaHoBJeHHOe npuioxeHneM N 1 k Hactosmemy llopsnky, 3a MCKIIOUYEHHEM CIy4aeB, YKa3aHHBIX B
nyHkrax 16 u 25 Hacrosmero [lopsaka.

15. Ilpn Ha3HAUYEHHUH JIEKAPCTBEHHBIX MPENAPATOB, BKIIOYEHHBIX B IepedeHb 1IKY, no3a koTopeix
MPEBBIIIAET BBICIIUN OJHOKPATHBIM HpHEM, MEIULMHCKUI paboTHUK o0003HA4aeT 03y JTOro
JIEKapCTBEHHOI'O Ipenapara B pelente Ha OyMaXHOM HOCHUTENE IMPOIHUChI0 C IMPOCTAaBICHUEM
BOCKJIMIIATEJIbHOTO 3HaKa M (WJIM) MPOCTaBIseT BOCKIMLATEIbHBIA 3HAK IpU O(OPMIICHUM pelenta B
(hopme FIIEKTPOHHOTO JOKYMEHTA.

16. KonnuecTBo Ha3HAYEHHBIX JIEKAPCTBEHHBIX IpernapaToB, BKIOUYEHHBIX B nepeueHsb [IKY, npu
OKa3aHUM MAalMEeHTaM, HYXJAUMMCAd B JUIMTEIBHOM JICYEHUH, IEPBUYHOM MEIUKO-CAaHUTAPHON
MIOMOIIY U MaJUIMATUBHON MEIUIIMHCKOM MOMOIIM MOXET ObITh YBEJIMYEHO He Oojee ueM B 2 pasa Io
CPaBHEHMIO C KOJIMYECTBOM HAPKOTHUECKUX CPEJCTB MU IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXKET ObITh
BBIITHCAHO B OJJHOM peLENTe, yCTaHOBIECHHBIM npwiokenrueM N | k Hactosmemy [opsaky.

B cnyvasix, nperycMOTpeHHbIX ab3alieM MEepPBbIM HACTOSIEro MyHKTa, Ha pelenTax Ha OyMaXHOM
HOcHTeNe mpousBoauTcs Haanuch "llo cnennanbHOMY Ha3HAYeHMIO", OTIENIBHO 3aBEpEHHas MOJIHCHIO
MEJUIIMHCKOr0 pabOTHUKAa M MeYaTbi0 MEOUIMHCKON opranm3auuu "[lns peuentoB", Ha penenTtax B
dbopme DSIEKTPOHHOTO JTOKyMEHTa Mpou3BoauTCs oTMmeTrka '"[lo cmenuanibHOMY Ha3Ha4YeHHIO" C
MIPOCTaBJIEHUEM YCUJIEHHOHN KBATHU(PHUIIMPOBAHHON JIEKTPOHHON MOIMUCH MEIULIUHCKOTO paOOTHHKA.

17. CocraB neKapCTBEHHOIO TMpernapara, JieKapcTBeHHas ¢dopma M oOpalieHue MEAUIITHCKOTO
paboTHUKa K (apMalleBTUUECKOMY pabOTHUKY 00 OTIYCKE JIEKapCTBEHHOTO Mpenapara o(GopMIISIOTCS Ha
JIJATUHCKOM A3bIKC B POAUTCIIBHOM ITaJICKCE.

[Ipu opopmiteHnn penenTypHbIX OJIaHKOB JOIYCKAaeTCs MCIOJIb30BaHUE COKpAIIEHUH (ITPUIIOKEHNE
N 2 k Hactosuiemy Ilopsaaxy).

IIpy Ha3HaueHMM JIEKAPCTBEHHOIO IIpenapara HeE JOIYCKaeTCs COKpallleHHue OJNU3KHX 110
HAaUMEHOBAHUSIM UHIPEIUEHTOB, COCTaBIISAIOLIUX JIEKAPCTBEHHBIM Mpenapar, He [O3BOJISIOMINX
YCTaHOBUTb, KAKOM UMEHHO JIEKapCTBEHHBIH MpenapaT Ha3Ha4yeH.

18. Cnnoco0 mpuMeHEHHs JICKapCTBEHHOTO Ipernapara 0003HavaeTcs ¢ yKa3aHWeM J03bl, YaCTOTHI,
BpECMCHHU IMpHEMAa OTHOCHUTCIBHO CHa (YTPOM, Ha HO‘II)) n €ro MIUTCIbHOCTU, a AJId JICKAPCTBCHHBIX
[IpernapaToB, B3aUMOJCHCTBYIOIINX C MUILEH, - BPEMEHHU UX YIOTPEOJIEHHUsI OTHOCUTENBHO IIpUeMa MUILU
(1o emp1, BO BpeMs €JIbl, ITOCIIE e1Ibl).
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19. IIpu HEOOXOAMMOCTH HEMEUIEHHOTO WM CPOYHOTO (B TEYEHHE JIByX paboduXx AHEH) OTHycKa
JIEKapCTBEHHOI'O Ipernapara MalMeHTy B BEpXHEM vacTH penenta Ha OyMaXHOM HOCHUTEIE
MPOCTaBJISIOTCS 0003HaueHus "cito" (cpounHo) mim "statim" (HemenaeHHO). AHAJIOTHYHBIE 0003HAYCHUS
MIPOCTABJIISIOTCS B BUJE OTMETOK MpHU 0(POPMIIEHUH peLiernTa B popMe 3JIEKTPOHHOTO JIOKYMEHTA.

20. Ilpu oopmiieHnn Ha3HAUYEHUS TOTOBOIO JIEKAPCTBEHHOTO Mpernapara B perente Ha OyMakKHOM
HOCHUTENIE WM penente B (opMe 3JIEeKTPOHHOIO JIOKYMEHTa KOJIMYECTBO JEMCTBYIOIIMX BEIIECTB
YKa3bIBa€TCsA B COOTBCTCTBHU C HHCTPYKHPlefI o MCEAUUOMHCKOMY IIPUMCHCHUIO JICKAPCTBECHHOI'O
mpernapara.

[Ipu odopmieHnr Ha3HaYeHWs JIEKAPCTBEHHOTO Ipernapara WHAWBUIAYATHHOTO H3TOTOBJICHUS B
perente Ha OyMa)XKHOM HOCHUTEJIE WIIA pelenTe B (popMe 3JEKTPOHHOTO JOKYMEHTA KOJIMYECTBO TBEPIBIX
U Chimy4ynX (apMaleBTHUECKUX cyOcTaHnmii ykaseiBaetcss B rpammax (0,001; 0,5; 1,0), xunkux - B
MUWUTHIATPAX, TPaMMax M Karisix.

21. PeuenTsl Ha OymMa)XHOM HOcHTENE, B (pOopMe AFJIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHBIC Ha
peuentypuom Onanke Gopmbr N 148-1/y-88 u mnpenHasHadeHHBIE IS OTIYCKa JIEKAPCTBEHHBIX
MPENapaToB, MPEIYCMOTPEHHBIX TOANYHKTaMH 2 - 5 myHkTa 10 HacTosimero [lopsnka, 1edCTBUTENbHBI B
TedeHue 15 nHelt co aHs oopMIIeHHUS.

22. PenenTsl Ha OymMaXHOM HOcHTENE, B (popMe AJIEKTPOHHOTO JIOKYMEHTa, O(OpMIICHHBIC Ha
peuentypaom Omanke Gopmbel N 148-1/y-04 (1) m mpemHa3HadYeHHBIE I OTITyCKAa JIEKAPCTBEHHBIX
IIpenaparoB rpaxjaaHaM, ykasaHHbIM B IyHKTe 11 Hacrosimero Ilopsiaka, nelictButensHbl B TeueHne 30
THEHN co THS oopmIIeHUSI.

23. Penentsl Ha OyMa)XHOM HOcHTENE, B (OpME 3JIEKTPOHHOTO JOKYMEHTa, O(OpMIICHHbIE Ha
peuentypaom Onanke Gopmer N 148-1/y-04 (1) m mpemHa3HauyeHHBIE I OTITyCKAa JIEKAPCTBEHHBIX
[pernapaToB rpaxjaHaMm, JIOCTUTIIMM II€HCHMOHHOTO BO3pacTa, MHBAJIMJAM IIE€PBOM TIpYIIIbI, JIETAM-
MHBAJIUAAM, a TakXke TrpaxkJIaHaM, CTPaJalolIMM XpOHUYECKUMHU 3a00JIeBaHUSIMH, TpPeOYIOIUMU
JUINTEIBHOTO KYpCOBOTI'O JIEUEHUSs, IeUCTBUTENbHBI B TeueHue 90 nuelt co nHs oopmiieHus.

Jist medeHuss XpOHUYECKUMX 3a00JI€BaHUM YKa3aHHBIM KaTETOPHUSM TpaXKJaH JIEKapCTBEHHBIC
npenapaTsl ¢ 0QpOpPMIIEHUEM PELIENTOB Ha OyMa)KHOM HOCHUTEJIE WJIHM PElenToB B (hOpME 3IEKTPOHHOTO
JOKYMEHTa MOTYT Ha3HA4aThCsl HAa Kypc JieueHus 10 90 nHen.

24. Penentsl Ha OyMa)XHOM HOCHTENE, B (OpME 3JIEKTPOHHOIO JOKYMEHTa, O(OpMIIEHHBbIE Ha
peuentypaom 6ianke Gopmel N 107-1/y u npeaHa3Haue€HHBIE 711 OTITYCKA JIGKAPCTBEHHBIX MPENapaToB,
MPEAYyCMOTPEHHBIX TYHKTOM 12 Hacrtosimiero Ilopsiaka, melcTBUTENbHBI B TeueHue 60 mHEH co IHA
odopMIICHHSL.

HpI/I HAa3HA4YCHHWU TOTOBBLIX JICKAPCTBCHHBLIX IIpC€apaToB MW JICKAPCTBCHHBIX IIPCIIapaToB
HHAUBUAYAJIBbHOTO U3TOTOBJICHUS IMALIUCHTaM C 3a6OJ'I€BaHI/I$[MI/I, Tp€6yIOHH/IMI/I AJIUTCIIBHOTO KYpCOBOI'o
nedeHus1, ¢ opopmiieHneM Ha perentypHoM Onanke Gpopmber N 107-1/y penenta Ha OyMaXxHOM HOCHTEIIE
Wi B (hopMe dIEKTPOHHOTO JIOKYMEHTa YCTAaHABJIMBAETCS CPOK JICHCTBHS pelenTa B Impeenax 10 0JHOTO
KaJICHJapHOTO ToJIa.

B cinydae ycTaHOBIEeHMsA CpokKa JAEHCTBHMs peLenTa B Ipelesiax IO OJHOIO roja B peLenTe
npocrasisiercss otMerka "[lo crnennanbHOMY HazHaueHUIO", 0003HayaeTcs CpOK JEHUCTBUSA pelenta u
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MEPUOANIHOCTD OTITYCKA JIGKAPCTBEHHBIX MPENAapaTOB U3 alTe€YHON OpPraHu3alliy WA WHAUBUIYATEHBIM
MpeANPUHNMATENIEM, UMEIOINUM JIMIIEH3UI0 Ha (apMarieBTUYECKYIO NeATeIbHOCTh <16> (eKeHenenbHO,
€KEMECIYHO W WHBIC TEpHojbl). [[OTOTHUTEIBPHO ATO YKa3aHHWE 3aBEPSETCS TOMANHMCHI0 M TEYaThIO
MEJIMIIMHCKOTO PaOOTHHKA, a TAKXKE MEYaThi0 MEIUIIMHCKOM opranu3amnuu "J{ms penentoB" (mms penenta
Ha OyMa)XHOM HOCHUTEJIC) WM YCHJICHHOW KBATM(PUIIMPOBAHHOW AIEKTPOHHON MOIMHUCHI0 MEIUIIMHCKOTO
pabOTHHKA | JIMIIA, YITOJTHOMOYEHHOTO 3aBEPATH JOKYMEHTHI OT UMEHH MEIUIIMHCKOW OpraHu3aiuu (s
perernta B popMe JEKTPOHHOTO IOKYMEHTA).

<16> Ilyukr 47 wactu 1 crateu 12 ®enepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUU OTAENbHBIX BUIOB AesrenbHoCcTH" (CoOpanue 3akoHoAarenbcTBa Poccuiickoit
@enepanun, 2011, N 19, cr. 2716; 2012, N 31, cr. 4322; 2013, N 9, c1. 874; N 27, ct. 3477; 2014, N 30,
cT. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, c1. 4342; N 44, cT. 6047; 2016, N 1, ct. 51; 2018, N
31, cr. 4838; N 32, cT. 5116; N 45, ct. 6841; N 53, cT. 8424).

25. Penentsl Ha mNpou3BOAHBIE OapOUTYpPOBOM KHMCIOTHI, KOMOWHHUPOBAHHBIE JIEKAPCTBEHHbBIE
mpenaparsl, COJAepXkaliiue KOJeUH (€ro COJHM), WHbIe KOMOMHUPOBAHHBIC JIEKAPCTBEHHBIC MpPEMaparthl,
nojJieXXaliue MPeJMETHO-KOJIMYECTBEHHOMY  y4YeTy, JIeKapCTBEHHbIE Ipenaparbl, 00Jajaroline
aHa0O0JIMYECKON aKTUBHOCTbIO B COOTBETCTBUU C OCHOBHBIM (DapMaKOJIOTMYECKUM JEHCTBUEM, IS
JICYCHUS TTAIIUEHTOB C XPOHUYECKUMH 3a00JIEBaHUSIMHU MOTYT O(DOPMIISITHCA Ha Kypc JieueHus 10 60 THe.

B gaHHbIX ciydasx B peuentax Ha OyMaXXHOM HocuTene mnpousBoautcs Haamnuch '[lo
CHelMaIbHOMY Ha3HAu€HUIO", 3aBepeHHas MOJNUChI0 MEIUIUHCKOTO pabOTHUKA U TEYaThio
MEIMIUHCKON opranm3auuud "Jlns  peuentoB", penentax B (opMmMe 53IEKTPOHHOTO JOKyMEHTa
npousBoautTcss otrmerka "l[lo cmenuanbHOMY ~ Ha3Hau€HHUIO', € IPOCTABIEHUEM  YCHJIEHHOH
KBIN(ULIIMPOBAHHON 3JIEKTPOHHOM MOJANMCH MEIUIUHCKOTO pabOTHUKA M JIMLA, YIMOJHOMOYEHHOTO
3aBepATh JOKYMEHThI OT UMEHHU MEIUIIMHCKON OpraHu3aIiu.

26. Peuent Ha OyMaXxHOM HOcuTelne, B (OpME 3JIEKTPOHHOIO JOKYMEHTa, O(GOpPMIIEHHBIH C
HapyIIeHHEM yCTaHOBIICHHBIX HacTosmuM llopsinkom TpeOoBaHMiA, CUUTACTCS HENICHCTBUTEIEHBIM.

Il. HazHauyeHune JNIeKapCTBeHHbLIX npenapaTtoB Npu okazaHnu
MeaULMHCKOM NnoMoLum B CTalUOHAPHbIX YCITOBUAX

27. llpu oka3aHMM TALMEHTY MEIUUIMHCKOW MOMOIIM B CTAallMOHAPHBIX YCIOBUAX Ha3HAYCHUE
JIEKApCTBEHHBIX TMpENapaToB MPOU3BOAUTCS 03 OoGOopMIICHUS perenTa MEIUIMHCKUM pPaOOTHUKOM
€AMHOJINYHO, 32 UCKIIFOUEHUEM CITy4aeB, YKa3aHHBIX B ITyHKTe 28 Hacrosmero [lopsaka.

28. CormacoBaHue Ha3HAYCHMS JIEKAPCTBEHHBIX IPEMApaTOB C 3aBEAYIOMIMM OTICICHHEM WIIN
OTBCTCTBCHHBLIM JCKYPHBIM BpaduoOM 1100 Apyrum J1unoM, YIIOJJHOMOYCHHBIM ITPHUKA30M I'JIaBHOT'O Bpayda
MC)II/IIII/IHCKOﬁ opraHusanyvy, a TakKXKe, IIPpU HAJIW4YUHU, C BpadOM - KIMHUYCCKHUM (bapMaKOHOFOM
HE0OXO0IMMO B CITy4asix:

1) 0IHOBPEMEHHOTO HA3HAYEHMUSI MISITU U O0JIee JIEKapCTBEHHBIX MTPEnapaToB OJHOMY MalUEHTY;

2) Ha3HAYEHMsI JIEKApCTBEHHBIX MPENapaTroB, HE BXOAAIIUX B IIEPEUYEHb )KU3HEHHO HEOOXOIUMBIX U
BAKHEHIIMX JIEKAPCTBEHHBIX IpenapaTtoB <17>, mpu HETUIIUYHOM TEYEHUH 3a00JIeBaHUS, HAJIUYUU
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OCJIO’)KHEHUN OCHOBHOTO 3a00jieBaHUS U (MJIM) COIYTCTBYIOIIMX 3a00JIEBaHUN, INpU Ha3HAUCHUH
JICKApCTBCHHBIX IIp€I1apaToB, 0COOEHHOCTH BSaHMOHCﬁCTBHH H COBMCCTHMMOCTHU KOTOPBIX COIJIaCHO
MHCTPYKUMSAM IO HUX HIPUMEHEHHUIO MPHUBOJIAT K CHUXKEHUIO 3(@ekTuBHOCTH U 0e30IacHOCTH
(dhapmakoTepanuu 1 (WIK) CO3/Ial0T MOTEHIMAIBLHYIO OTTACHOCTH IS KU3HM U 3JI0POBBS MAIUCHTA.

<17> Ilynkr 1 crateu 60 denepanpHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6 obpameHun
nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHoaarenscTBa Poccuiickoit denepanuu, 2010, N 16, ct. 1815;
2012, N 26, ct. 3446; 2014, N 52, ct1. 7540).

B ykazaHHBIX ciydasX Ha3HA4Y€HHE JIGKAPCTBEHHBIX MPENapaTtoB (PUKCUPYETCS B MEAUITUHCKOU
JOKYMEHTAIlMM TMAalMeHTa W 3aBepsAeTCS TNOAMUCHI0 MEIUIMHCKOTO paOOTHUKA H  3aBEAYIOIIETO
oT/ielIeHHeM (OTBETCTBEHHOTO JIEKYPHOTO Bpaya WU APYroro YHoJHOMOYEHHOTO JIULIA).

29. MenuuuHCKUi pPaOOTHUK MEIUMIMHCKON OpraHu3auuu (€€ CTPYKTYPHOTO MOApa3/IeIeHHUs),
pPACIIOJIOKEHHOM B CEIBCKOM HACEJIICHHOM IIyHKT€, OCYILECTBISIET HAa3HAYEHUE JIEKapCTBEHHBIX
MPENapaToB B CIy4asiX, yKa3aHHbIX B MyHKTax 28 u 30 Hacrosero [lopsaka, eTMHOIUYHO.

30. Ilo pemenuto BpaueOHONW KOMUCCHUM TAIIMEHTaM NPH OKAa3aHWU UM MEIAMIIMHCKOW TOMOIIU B
CTAIlMOHAPHBIX YCJIOBHUSAX HA3HAYAIOTCS JICKAPCTBEHHBIC TMPEMapaThl, HE BKIIOYCHHBICE B IEPEUYCHD
KU3HEHHO HEOOXOIMMBIX W BaXKHEWIMX JICKAPCTBEHHBIX MPEMapaTroB, B cClydae WX 3aMEHbl H3-3a
WHIMBHUIYAIHbHON HETIEPEHOCUMOCTH, TI0 KU3HEHHBIM ITOKA3aHUSIM.

Pemenue BpaueOHOM KoMHCCUU (PUKCUPYETCS B MEAUIIMHCKOM TOKYMEHTAIlMH NAllMeHTa U )KypHaie
BpaueOHOI KOMHUCCHHU.

31. B cayudasx oOcnenoBaHHS M JIEYEHHUS TpaXKJaHMHA B CTAl[MOHAPHBIX YCJIOBHUSX B paMKax
MIPEIOCTABICHNUS MEAMIMHCKUX YCIYI Ha BO3ME3/JHOM OCHOBE 3a CYET JUYHBIX CPEICTB Tpak/aH,
CPEICTB IOPUIMYECKHX JIML M HHBIX CpPEACTB HAa OCHOBAaHMM JOrOBOpa, B TOM YHCJIE JOrOoBOpa
NO0OpOBOJIBHOTO MEAMIIMHCKOIO CTpaxoBaHud <I8>, emMy MOryr ObITh Ha3HAu€Hbl JIEKapCTBEHHbIE
npernapaTbl, HE BXOJIIME B IEPEUYEHb HKU3HEHHO HEOOXOJMMBIX U BaKHEMIINMX JIEKAPCTBEHHBIX
[IpernapaToB, €CJIU UX Ha3HAUEHHUE U MPUMEHEHHE 00YCIOBIEHO METUIIMHCKUMU OKa3aHUAMU.

<18> Ilocranosnenue IlpaButenscrBa Poccuiickoit @enepanuu ot 4 okTsa6ps 2012 r. N 1006 "O6
yTBepKacHUH [IpaBmiI mpeaocTaBieHusT MEIUIIMHCKIMHI OPraHUu3alusIMHy IJIATHBIX MEAUIIMHCKUX YCIIyT"
(Cobpanme 3akoHomatenbeTBa Poccuiickoit @enepanun, 2012, N 41, ct. 5628).

lll. Ha3zHayeHMe nekapcTBEHHbIX NpenapaToB
npu oKasaHUM NepBUYHON MeAUKO-CaHUTAPHOW NOMOLLM, CKOPOW
MeAMLMHCKOM NOMOLUM U NansimaTuBHON MeAULMHCKOW NOMOLUU

32. Tlpu oOKa3aHWU TMEPBUYHOM MEIUKO-CAHUTAPHOM IMOMOIIM W MAJUIMATUBHOW MEIMUIIMHCKOMN
MMOMOIIM B aMOyJIaTOPHBIX YCJIOBHUSIX HA3HAUCHHUE JICKAPCTBEHHBIX MPENapaTOB OCYIIECTBISACTCA
MEUIIMHCKUM PAOOTHHKOM B CIy4asiX TUITUYHOTO TCUCHHS 3a00JICBAaHUS MMAIIMEHTA UCXOS U3 TSDKECTH U
XapakTepa 3a00JIeBaHMUS.
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33. Ha3naueHue JIEKapCTBEHHBIX MPENapaToB MO PELICHUI0 BpaueOHOM KOMHUCCUU INPU OKa3aHUHU
MIEPBUYHON MEIMKO-CAHUTAPHONW TOMOIIY, MAJTTMATUBHOW METUIIMHCKOM TOMOIIM B aMOyJaTOPHBIX
YCHOBHUSIX MPOU3BOJIUTCS B CITydasX:

1) OTHOBpPEMEHHOTO0 Ha3HAYEHHS OJHOMY MAlMEHTY MATU U OoJee JIEKapCTBEHHBIX MPEenapaToB B
TE€YEHUE OJHUX CYTOK WM CBBIIIE JECATH HAMMEHOBAHUM B TEUEHHUE OJHOTO MECSIA;

2) Ha3HAuYeHUs JIEKAPCTBEHHBIX IMpENapaToB NpU HETHUIHYHOM TEYEHHH 3a00JIeBaHUS, HAIUYUU
OCJIO’)KHEHUN OCHOBHOTO 3a00jieBaHUS U (MJIM) COIMYTCTBYIOIIMX 3a00JIEBaHUN, NpU Ha3HAUYCHUH
JICKApCTBCHHBIX IIp€I1apaToB, 0COOEHHOCTH BSaHMOHCﬁCTBHH H COBMCCTHMMOCTHU KOTOPBIX COIJIaCHO
HHCTPYKLOUAM I10 UX IMPUMCHCHUIO ITPUBOIAAT K CHUIKCHHIO 3(1)(1)€KTI/IBHOCTI/I 1 0e30I1aCHOCTH JIEYEHUS
IIannueHTa u (I/IJ'H/I) CO3Aar0T MOTCHIHUAJIBHYIO OITIACHOCTD JJIA J)KU3HU U 3A0POBbA IMALIUCHTA,

3) NepBUYHOIO HA3HAYEHMs] MALMEHTY HApPKOTHYECKMX M TICUXOTPOMHBIX JIEKAPCTBEHHBIX
npenapaTtoB criuckoB II u Il Ilepeuns (B ciiyuyae npuHATUS PYKOBOJIUTENIEM MEIULMHCKON OpraHU3aluu
pelieHns 0 He0OXOAUMOCTH COTJIACOBaHUS HA3HAUYEHHUS TaKUX JIEKAPCTBEHHBIX MPenapaToB ¢ BpauyeOHOMU
KOMHCCHEH).

34. IloBTropHOE€ Ha3HA4YeHHE HAPKOTUYECKUX U TICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB
cnuckoB II u III Ilepeunss mpousBoAMTCS MEAUUMHCKUM PaOOTHUKOM CAMOCTOSITENIbHO NAIlMEHTaM C
BBIPAKEHHBIM OOJIEBBIM CHHJIPOMOM JIIOOOTO T'€He3a, HapyIIeHHEM CHA, CYIOPOXHBIMU COCTOSHUSIMHU,
TPEBOKHBIMH paccTpoiicTBamMu, (POOHUSIMH, ICUXOMOTOPHBIM BO30YXK/IEHUEM.

35. Ilpm oka3aHuMM CKOpOM MEIUUMHCKOW IIOMOIIM JIEKAPCTBEHHBIE IIpenaparsbl Ha3HA4YarOTCs
MEJUIIMHCKUM paOOTHUKOM BBIE3AHOM Opuraapl CKOpPOM MEIUIIMHCKOM MOMOIIM, MEIUIIMHCKUM
pabOTHUKOM MEAMLMHCKON OpraHu3allii IpH OKa3aHUM MEIUIIMHCKOM IMOMOIIM TrpakJaHaM Ipu
3a00JIeBaHMSIX, HECYACTHBIX CIIy4asX, TpaBMax, OTPABJIEHUSAX U JPYrUX COCTOSHHUAX, TPEOYIOIIHX
CPOYHOI'0 MEJUIIMHCKOTO BMEIIATEIbCTBA.

IV. HaszHauyeHue nekapcTBeHHbIX NpenapaToB rpaxaaHam,
MMeLWMM npaBo Ha 6ecnnaTtHoe nonyYyeHue fneKkapCTBEeHHbIX
npenapaTtoB UNun NonyYyeHue fneKkapcTBeHHbIX NpenapaTtoB
CO CKMAOKOW, NPU OKa3saHUU NepBUYHOUN
MeaUKO-CaHUTapHOM NoOMOLUMU

36. Ilpu okazaHMM TEPBUYHOM MEIUKO-CAHUTAPHOW TIOMOIIM HAa3HAYCHHE METUIIMHCKUM
pabOTHUKOM B COOTBETCTBUM CO CTaHIAPTaAMU MEIUIIMHCKON oMoy <19> jekapCcTBEHHBIX IPENapaTos,
OTIYCKaeMbIX OECIJIaTHO WJIM CO CKUIKOM, OCYIIECTBISIETCA Ha pernentypHoM Onanke ¢hopmbl N 148-1/y-
04 (1) ¢ yueroM pa3BUTHUA 3a00JIeBaHHS, OCOOCHHOCTEH TEUYEHUS OCHOBHOTO M COIYTCTBYIOIIETO
3a00JIeBaHU CIETYIOIUM KaTErOpUsM I'paXaaH:

<19> Ilynkt 4 yactu 1 crateu 37 DenepanbHoro 3akoHa oT 21 HosOps 2011 r. N 323-®3 "O6
OCHOBaxX OXpaHbl 370poBbsi rpaxiaaH B Poccuiickoit @enepanuun" (CoOpaHue 3aKOHOJATENbCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2018, N 53, c1. 8415).

1) rpaxaaHaM, UMEIOUIMM IPaBO Ha MOJyYEHUE TOCYAApCTBEHHON COLMAIbHON MOMOILU B BUJE
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Habopa colMaIbHbBIX YCIYT, B COOTBETCTBUU C IIEPEUHEM JIEKAPCTBEHHBIX MIPEMapaToOB JIJIsl MEIULIUHCKOTO
IIPUMEHEHHUS], B TOM YHCJIE JICKAPCTBEHHBIX IIPENapaToB I MEAUIUHCKOIO IPUMEHEHHUs], Ha3HA4aeMbIX
10 PEIICHHUIO BpayeOHbIX KOMUCCUN MEAULIMHCKUX OpraHu3anuii <20>;

<20> Yacte 2 cratbu 6.2 @enepanpHoro 3akoHa ot 17 wmrons 1999 r. N 178-®3 "O

rocyfgapcTBeHHO# conmanbHoi momomu" (CoOpanue 3akoHomaTenbcTBa Poccuiickoit @enepanun, 1999,
N 29, ct. 3699; 2009, N 30, ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, ct. 6165).

2) nuuaM, OOJIbHBIM reMo(uiinei, MyKOBUCIII030M, TUNO(U3apHbIM HAaHU3MOM, 0oJie3Hblo [ ole,
3JI0KaY€CTBEHHBIMU HOBOOOpa30BaHUSAMHU JTUM(OUIHOMN, KPOBETBOPHOW M POJICTBEHHBIX MM TKaHEH,
PAacCCesHHBIM CKJIEPO30M, NE€MOJINTUKO-YPEMHUECKUM CHHJIPOMOM, FOHOLIECKUM apTPUTOM C CHCTEMHBIM
HavanoM, Mmykonosucaxapuao3oMm I, II u VI tunos, aui nocne TpaHCIulaHTalUKU OPraHoB U (MJIK) TKaHEH
B COOTBETCTBMHM C IIEPEUHEM JIEKAPCTBEHHBIX IIPENApPaTOB, yrBepKaaeMbiM [IpaBurensctBoM Poccuiickoin
Oenepanun <21>.

<21> Yactp 7 crateu 44 ®enepanbHoro 3akoHa oT 21 HosiOps 2011 r. N 323-®3 "O06 ocHoBax
oxpaHbl 370poBbsi TrpaxnaaH B Poccuiickoit ®denepauun" (Cobpanue 3akoHomatenbcTtBa Poccuiickoit
@enepanun, 2011, N 48, ct. 6724; 2013, N 48, cT. 6165; 2016, N 18, ct1. 2488; 2018, N 32, ct. 5092).

3) rpaxmaHaM, MMEIOIMM TPaBO Ha TOJIYYCHHE JIEKAPCTBEHHBIX IMpernapaToB OECIUIaTHO WIIN
MOJTy4CHHUE JICKAPCTBEHHBIX MPEMapaToB CO CKUIKOM 3a CUeT CpeACcTB OI0KETOB cyObekToB Poccuiickoit
Oenepaunn, B coorBercTBUM ¢ Ilepeynem rpymnm HaceleHUss W KaTeropuil 3abojeBaHUl, IpHU
aMOyJIaTOPHOM JICYEHHUU KOTOPBIX JIEKAPCTBEHHbIE CPEICTBA U M3ACIUS MEIUIMHCKOTO Ha3HAYECHUS
OTIIYCKAaIOTCS MO pelentaMm Bpaued OecrutatHo, u llepeuHem rpynn HaceneHus, Ipu amMOyJIaTOPHOM
JICYEHUU KOTOPBIX JIEKAPCTBEHHBIE CPEACTBA OTIIYCKAKOTCA IO penentaMm Bpaded ¢ S50-mpoLeHTHOH
CKUIIKOM €O CBOOOJHBIX II€H, YTBEPKICHHBIMU TOCTaHOBieHHEM [IpaButenbctBa Poccuiickoit
®enepannn ot 30 urosst 1994 r. N 890 <22>;

<22> Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparnuu, 1994, N 15, ct. 1791; 1995, N 29, cT.
2806; 1998, N 1, ct. 133, N 32, ct. 3917; 1999, N 14, ct. 1724, N 15, cT. 1824; 2000, N 39, cr. 3880;
2002, N 7, ct. 699.

4) rpaxaaHaM, CTPaJAOIMIUM KU3HEYTPOXKAIOIMMUMHA W XPOHHYECKUMHU TIPOTPECCUPYIONIUMU
penxkumu (opdaHHBIMH) 3a00J€BaHUAMH, MPUBOASIIMMH K COKPAIIEHUIO IMPOJIODKUTEIBHOCTH >KU3HU
rpaxkJaH U UX UHBAIUIAHOCTH <23>.

<23> Tlocranosnenue [IpaBurensctBa Poccuiickoit @eaepanun ot 26 ampens 2012 r. N 403 "O
nopsizike BereHuss DeaeparbHOTO PErHCTpa JIMM, CTPAAAIONINX JKU3HEYTPOKAIOMUMHI U XPOHHYECKIMH
[IPOrPECCUPYIOIUMHU  peAKUMHU  (op(aHHBIMH) 3a00JI€BaHUSMHU, MPUBOIALIUMH K COKpPALICHHUIO
MIPOIODKUTEIIBHOCTH JKU3HU TPAXIaH U UX WHBAIMIHOCTH, U €ro peruoHaibHoro cermenta’ (CoOpanue
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3akoHoarenbcTBa Poccuiickoit @enepanun, 2012, N 19, ct. 2428; N 37, ct. 5002).

IIpu odopmnenun peuenrta Ha Onanke ¢opmel N 148-1/y-04 (1) HA OyMa)XHOM HOCHTENE
OoQOPMIISIOTCST 1Ba SK3EMIUISpa, OAMH W3 KOTOPBIX OCTAETCS B alTEYHOW OpraHu3allii, BTOPOW - B
MEJIUIMHCKON JOKYMEHTAINH TTallUeHTA.

37. IlpaBo Ha3HayaTh JIEKAPCTBEHHbIC MpenapaThl pakKJaHaM, UMEIOIIUM IIpaBo Ha OecruiaTHOe
MOJTy4CHHE JICKAPCTBEHHBIX MPENnapaToB WU MOJIYYCHHE JICKAPCTBEHHBIX MTPENApaToB CO CKUIKOH, TAKKE
HMMEIOT:

1) MmequmHCKE PaOOTHHUKH, paboTarONIME B MEIUIIMHCKOW OpraHU3aIiy 10 COBMECTUTENBCTBY (B
npeenax cCBOei KOMIETEHLINN );

2) MeOMUMHCKUE pabOTHUKU CTAllMOHAPHBIX OpraHU3alUil COLUAIBbHOIO OOCIY)KUBAHUS IPU
HaJIMYUU JIMLEH3UM Ha OCYUIECTBJICHHE MEAULMHCKOM IesTeNbHOCTH <24>, mpenycMaTpuBaroiei
BBINIOJIHEHUE paboT (O0Ka3aHHWE YCIYyr) IO OKa3aHWIO IEPBUYHOW MEAMKO-CAaHUTAPHOM IOMOLIM B
aMOYJIaTOPHBIX YCIOBUAX (HE3aBUCUMO OT BEIOMCTBEHHOM MPUHAJIEKHOCTH);

<24> Ilyukr 46 vactu 1 crateu 12 denepanbHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JULEH3UPOBAHUU OTAENbHBIX BUIOB jesrenbHOoCcTH" (CoOpanue 3akoHoAarenbcTBa Poccuiickoit
®enepaunu, 2011, N 19, ct. 2716; 2012, N 31, c1. 4322; 2013, N 9, ct. 874; N 27, ct. 3477; 2014, N 30,
cT. 4256; N 42, ct. 5615; 2015, N 1, ct. 11; N 29, ct. 4342; N 44, ct. 6047; 2016, N 1, ct. 51; 2018, N
31, ct. 4838; N 32, ct. 5116; N 45, ct. 6841; N 53, cT. 8424).

3) MemuIMHCKUE PAOOTHUKM MEAMIMHCKHX OpraHU3alui, OKa3bIBaIOIIMX NEPBUYHYIO MEIUKO-
CaHUTAPHYIO IOMOIlb, IOJABEJIOMCTBEHHBIX (eJepaibHbIM OpraHaM HCIOJHUTEIbHON BIACTH WIIHU
opraHaM HCIIOJIHUTEIbHOH BiacTu cyobekToB Poccuiickoii @enepariui;

4) wWHOUBUIYyalbHbIE TPEANPUHUMATEIN, OCYIICCTBISIONINEC MEIUIMHCKYIO JEITEIbHOCTh |
BKJIIOYCHHBIE B PEECTP MEIUIMHCKUX OpraHU3alHMi, OCYIICCTBIISIONIUX ACSITEIBHOCT B cdepe
00513aTeTLHOTO METUITUHCKOTO CTPAXOBAHUSI.

38. Ilpu Ha3HaueHMHU JIEKAPCTBEHHBIX MpENapaTroB Ipa)<JaaHaM, UMEIOIIMM IpaBo Ha OecIuiaTHoe
MOJIyY€HHUE JICKapCTBEHHBIX IPENapaToB WIM MNOJYyYEHHE JIEKAPCTBEHHBIX NPENaparoB CO CKUAKOH, B
pelienTe yka3blBaeTcs HOMeEp TelepoHa, IO KOTOPOMY paOOTHUK alTEeYHOW OpraHu3alud I[pu
HEO0OXO0IMMOCTH MOKET COTJIacOBATh C MEIULIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOT'O IIpernapara.

39. HazHaueHne HApKOTUYECKUX U MCUXOTPOIHBIX JIEKAPCTBEHHBIX MpenaparoB crnucka 1 [lepeuns
(3a MCKJIFOUEHUEM JIEKaPCTBEHHBIX MPENapaToB B BHUJE TPAHCACPMAIbHBIX TEPAaNEBTUYECKUX CUCTEM, a
TaK)K€ JIEKapCTBEHHBIX IpPENapaToB, COJEp)KAIIMX HApPKOTUYECKOE CpPEACTBO B COYETAaHUU C
AHTarOHUCTOM OIMOWJHBIX PELENTOPOB) Ipa’KJaHaM, HUMEIOUIMM IpaBO Ha OecIIaTHOE MOJIy4YeHHE
JIEKapCTBEHHBIX MPENapaToB WJIU MOJyUYEHHUs JIEKapCTBEHHBIX IIPENapaToB CO CKUJIKOH, OCYIIECTBIISETCS
Ha peuentypHoMm Omanke ¢gopmbl N 107/y-HII, k koTopoMy AOMOJHUTENHHO OGOPMIISIETCA PELENnT Ha
peuentypaom Omanke Gopmbl N 148-1/y-04 (1) (B n1Byx sk3eMruisipax mpu ohOpMICHHH Ha OyMa)KHOM
HOCHUTETIE).
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40. HazHaueHue HapKOTUYECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB cnucka Il Ilepeuns
B BHJIC€ TPAHCIECPMAIbHBIX TEPAIIEBTUYECKUX CHUCTEM, HAPKOTHUYECKUX JIEKAPCTBEHHBIX IIpenapaToB
cnucka II Ilepeunsi, copepxanmx HAPKOTHYECKOE CPEJICTBO B COYETAHUU C AHTATOHHUCTOM OIMOMIHBIX
pEeLenTopoB, ICUXOTPONHBIX JIEKAPCTBEHHBIX IpenapatoB cnucka III Ilepeuns, nexkapcTBEeHHBIX
IpernapaToB, BKIOUYEHHbIX B niepeueHb [IKY, nexapcTBeHHbIX penapaToB, 001agaomux aHa00InYecKoi
AKTUBHOCTHIO B COOTBETCTBUU C OCHOBHBIM (DapMaKOJOTHUYECKUM JEUCTBHEM, KOMOMHHPOBAHHBIX
JICKapCTBEHHBIX IMPENaparoB, YyKa3aHHbIX B mnoanyHkre 3 mnyHkra 10 Hacrosimero Ilopsnka,
IpeHa3HaYeHHbIE Ui JeUEHUs Tpa)K/JaH, UMEIOUIUX PaBO Ha OECIJIaTHOE MOJIydyeHHE JIEKapCTBEHHBIX
IIpenapaToB WM NOJy4EHNE JIEKAPCTBEHHBIX MTPENApPaTOB CO CKUIKOW, OCYHIECTBISECTCA Ha PELENTYPHOM
o6nanke ¢opmbl N 148-1/y-88, Kk KOTOpOMY IOMOJIHUTENBHO OQOPMIISIETCS PELENT Ha pPelenTypHOM
6nanke popmbl N 148-1/y-04 (1) (B ABYX 3K3eMIUIsApax Npu 0GOpMICHUH Ha OyMa>kKHOM HOCHUTEJIE).

[Tpunoxenne N 1

K [lopsanky Ha3Ha4YeHMS
JIEKapCTBEHHBIX NPENaparos,
YTBEPKIACHHOMY IIPUKa30M
MunucTepcTBa 3/[paBoOXpaHEHUS
Poccniickoit ®enepanun

ot 14 auBaps 2019 1. N 4u

KOJIMNYECTBO
HAPKOTUYECKUX CPEAOCTB UITN NCUXOTPOMNHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbIMMCAHO B OAHOM PELENTE

N MexnayHapoaHoe @dopma BBIITyCKa U KomnuecTtso
/I | HEMIATeHTOBAaHHOE HAMMEHOBAaHUE TO3UPOBKA
HapKOTHYECKOTO U
TICUXOTPOITHOTO JICKAPCTBEHHOTO
mpernapara
1 bynpenopdun + Hanokcon TabneTku 60 TabneTok
CyOMHTBaJIbHBIE
0,2 mr + 0,2 Mr (ynakoBka, kpaTtHast N
20)
2 bynpenopdpun PactBop s
ynpeHopg TBODp A 30 amnyn (mmpui-
uHbeKmi, 0,3 mr/mi 1
TIOOMKOB)
MIT
3 bynpenoppun TpancaepmanbHbIif
TUTACTHIPh
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35 MKr/4ac

52,5 MKr/gac

20 nutacTeipeit

10 mmacTeipeit

70 mkr/49ac 5 mnacteipeit

Jurunpoxoaenx TabneTkn

MIPOJIOHTUPOBAHHOTO

JNEUCTBUS
60 mr 40 TabneTox
90 mr 30 TabieToK
120 mr 20 TabneTok

Mopdun PactBop s

WHBEKIUH, pacTBOP IS

20 ammyn (Lmpui-

MOJIKOKHOTO BBEACHUSA TIOGHKOB)
10 mr/mi 1 mu
Konenn + Mopdun + Hockanun + PactBop s
[TarmaBepun + Tebaun TMOJAKOHOTO BBEJICHUSA
0,72+ 5,75 +2,7+
20 ammyn

0,36 + 0,05 mr/mi1 1 ma
1,44 +11,5+54+
0,72 + 0,1 mr/mi1 1 ma

Tpumenepuaun Tabnetku 25 mr 50 Tabnerok
Tpumenepuauu PacTtBOp m1s mHBEKIMIA
20 ammmyn (Lmpui-
10 mr/ma 1 Mo TIOGHKOB)
20 mr/mi 1 Mo
Mopdun Tabnerku (karcysmbl)
MIPOJIOHTUPOBAHHOTO
NENCTBUSA
10 mr 180 Tabm. (karc.)
30 mr 60 Tabu. (karc.)
60 mMr 40 tabmn. (xarc.)
100 mr 20 tabmn. (karc.)
200 mr 20 tabmn. (karc.)
KOHcy.]IbTaHTH.]IIOC www.consultant.ru Crtpanuna 18 u3z 39

HaJleKHasl MpaBoBasi MOAACPKKaA



Ipuxa3 Mun3zapasa Poccun ot 14.01.2019 N 41

"O6 yTBep)KIACHHUH HOPsiKa Ha3HAYCHNUS JIEKaPCTBEHHBIX [IPerapaToB, hopm

pELENTYpPHBIX...

JoxymeHnT npenocrasneH Koncynprantllnoc
Jata coxpanenus: 29.03.2019

10 Mopdun

TaoOnetkn
5 Mr

10 mr

100 TabneTok

100 TabneTokx

11 Mopdun

Kamm s npuema
BHYTPb

20 mr/mut 20 Mt

4 ¢nakona

12 Mopdun

PactBop s npuema
BHYTPb (MOHOJI03b1)

2 Mr/™MII 5 Mit
6 Mr/mi 5 M

20 Mr/mit 5 mit

100 amrrys 11/
80 amrryn 11/

30 ammmyin /3

13 Oxcukonon + Hanmokcon

TaoOnetkn
MIPOJIOHTUPOBAHHOTO
JIENCTBUSA

5wmr+2,5wMr
10 Mr + 5 Mr
20 Mmr+ 10 mr

40 mr + 20 mr

100 TabneTok
60 TadieTok
40 TtadJIeTOK

20 TadJIeTOK

14 | [IponnoHMI(PEHUIITOKCUITUIIIIHIL

TaOneTku 3ameynsie

50 TabieToK

epUINH 20 mr
15 deHTaHnI TpancaepmanbHas
TeparneBTHYeCKast
cucrema
12,5 mkr/gac 20 nutacTeipeit
25 MKr/yac 20 mmacTeipen
50 mkr/gac 10 nacteipeit
75 MKr/4ac 10 nacteipeit
100 mxr/gac 10 mnacteipen
16 deHTaHuI TabneTku 50 Ta6IeTOK
MOAbSA3BIYHBIC
KouncyabTantIliroc

HaJleKHasl MpaBoBasi MOAACPKKaA

www.consultant.ru

Crtpanuna 19 u3 39



Ipuxa3 Mun3zapasa Poccun ot 14.01.2019 N 41

"O6 yTBep)KIACHHUH HOPsiKa Ha3HAYCHNUS JIEKaPCTBEHHBIX [IPerapaToB, hopm

pELENTYpPHBIX...

JokymenT npenocrasneH Koncynsrantllnoc
Jata coxpanenus: 29.03.2019

0,1 mr
0,2 mr
0,3 mr
0,4 mr
0,6 mr
0,8 mr
17 deHTaHnI Cripeil Ha3aIbHBII
®unakon 50 MKr/no3a
2,0 ma (10 go3) 24 ¢naxona
3,2 M1 (20 no3) 12 pmakonoB
5,0 M1 (40 mo3) 6 ¢rakoHOB
@unakon 100 Mkr/n03a
2,0 mut (10 go3) 12 pmakonoB
3,2 M1 (20 no3) 6 ¢rakoHOB
5,0 M1 (40 mo3) 3 ¢uakona
®uakon 200 MKr/1103a
2,0 mut (10 go3) 12 pmakonoB
3,2 M1 (20 no3) 6 ¢rakoHOB
5,0 M1 (40 mo3) 3 ¢uakona
18 Byropdanon PactBop st uaBEKITNIT
2 mr/mn 1 Mo
20 ammyn
19 Han6ydun PacTtBOp m1s mHBEKIMIA
10 mr/mi 1 mu 50 ammyn
20 mr/mit 1 mut 25 ammyn
20 denobapouTan Tabnerku
S mr
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50 mr

100 mr

50 TabieToK

[Tpunoxenne N 2

K [lopsanky Ha3Ha4YeHMS
JIEKapCTBEHHBIX IPENaparos,
YTBEPKICHHOMY IIPUKAa30M
MunucTepcTBa 3/[paBOOXpaHEHUS
Poccniickoit ®enepanun

ot 14 auBaps 2019 1. N 4u

PEKOMEHAOBAHHbIE K UCMNOJIb3OBAHUIKO COKPALLEHUA

NP O®OPMJIEHUU PELIENTOB

Coxkpaiuenue [TonHoe HanMcanue IlepeBon
aa ana 10, TIOPOBHY
ac., acid. acidum KHCJIOTa
aer. aerozolum a’po30Jib
amp. ampulla amITyJa
aq. aqua BOJIa
aq. purif. aqua purifikata BO/JIa OYMIIIEHHAS
but. butyrum Macio (TBEpIoe)
caps. capsula Karcymna
comp., cps compositus (a, um) CJIOKHBIN
D. Da (Detur, Dentur) Bboiaii (mmycTh BbIAAHO, IYCTh
OyJIeT BBIAAHO)
D.S. Da, Signa Detur, Signetur Brigait, 0603Ha49b
[Tycth OyneT BblIaHO,
0003Ha4YeHO
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pELENTYpPHBIX...

D.t.d. Da (Dentur) tales doses Beoigaii (Ilycts OyayT
BBIJIAaHBI) TAKHUE JT03bI
dil. dilutus pa3Be/IeHHBIH
Div. in p. aeq. Divide in partes aequales Paznenu Ha paBHBIC YacTH
emuls. emulsio AMYIbCHS
extr. extractum OKCTPAKT, BBITSDKKA
F. Fiat (fiant) ITycth 06pazyercs
(obOpa3yrotcs)
gran. granulum I'PAHYJIbI
qt., gtt qutta, guttae KaIuis, Kari
qtt. peror. guttae peroralis Karui JIsl IpreMa BHYTPb
inf. infusum HacTou
in amp. in ampullis B aMIIyJax
in tab. in tab(u)lettis B Ta0JeTKax

in tab. prolong.

in tab(u)lettis prolongatis

B Ta0JIETKaX C
MIPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM

in tab. prolong, obd.

in tab(u)lettis prolongatis

B Ta0JIETKAX C

obductis IIPOJIOHTUPOBAHHBIM
BBICBOOOKICHUEM,
MTOKPBITHIX 000JI0YKOMH
lin. linimentum YKUJIKask Ma3b
lig. liquor KUJIKOCTh
lot. lotion JIOCbOH
m. pil. massa pilularum MUIIOJIbHASL Macca

membr. bucc.

membranulae buccales

IVICHKH 3allI€CYHBIC

M. Misce, Misceatur Cwmemaii (Ilycts Oyner
CMEIIIaHO)
mixt. mixtura MHKCTYpa
N. numero YHCIIOM
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pELENTYpPHBIX...

ol. oleum Macio (KUIKoe)
past. pasta nacra
pil. pilula, pilulae MTAJIFOJISA, TTAJIIOIN
p. aeq. partes aequales paBHbBIE YaCTH
ppt., praec. praecipitatus OCaKJICHHBIN
pulv. pulvis MTOPOIIOK
qg. s. quantum satis CKOJIBKO TTOTpedyeTcs,
CKOJIBKO HAaJI0
r., rad. radix KOPEHb
Rp. Recipe Bospmu
Rep. Repete, Repetatur [ToBTopm (ITycTs Oymet
MTOBTOPEHO)
rhiz. rhizoma KOPHEBHILIE
S. Signa, Signetur O603nausb (Ilycts Oyner
0003HaYEeHO)
sem. semen ceMst
simpl. simplex IIPOCTOU
Sir. sirupus CUpOII
sol. solutio pacTBop
sol. peror. solutio peroralis pacTBOp AJisl IpHeMa BHYTpb
Spr. spray cupei
Spr. nas. spray nasale CIIpel Ha3aJbHbIN
supp. suppositorium cBeua
susp. suspensio CYCTICH3HsI, B3BECh
tabl. tab(u)letta TaleTKa
t-ra, tinct. tinctura HacTOliKa
STT Systemata Therapeutica TpaHCAepMalIbHAs
Transcutanea TepareBTUIECKas CHcTeMa
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ung. unguentum

Ma3sb

Vitr. vitrum

CKJIsIHKa

[Tpunoxenne N 2

K NpuKa3y MuHHCTEpPCTBA 3paBOOXPAHEHHUS
Poccniickoit ®enepanun

ot 14 auBaps 2019 1. N 4u

O®OPMA PELEIITYPHOI'O BJIAHKA N 107-1/y

MMHMCTEPCTBO 3IOPaBOOXPaHEeHUI
Poccurickonm denmepaumnm

HavmMeHOBaHME (MTaMII)
MEOMLIVMHCKOM OpTraHM3alumn

HavMeHOBaHME (mTaMII)

VHIMBUOYAJIBHOTO IPenlpUHMMATEIS
(ykazaTe ampec, HOMEep M HaTy JIMLEH3UHM,
HaVMMEHOBAHME OpTaHa I'OCYyIapCTBEHHOM
BJIACTM, BBIOABIIET'O JIMULEH3MUIO)

Kon dopmer mo OKY[

Kon yupexnenms o OKIIO
MemmumHCKasag OOKYMEHTALUI
dopma N 107-1/y

YTBepXIeHa IPUKa30M
MyHMCTEepCTBa 3IPaBOOXPAaHEHMA
Poccurickom denmepaumm

or 14 suBaps 2019 r. N 4H

PEIEIT
(B3pOCIEI, IOEeTCKMM — HYXHOE MHNOIOYEPKHYTH)
"o 20 .
damMmnmsa, MHMLMAJE MMEHM M OTUeCTRBa (lIocjiegHee — IIPpM HaJIU4dUM)
nanuMeHTa
JaTa poxneHms
damMmnmsa, MHMLMAJE MMEHM M OTUeCTRBa (lIocjiefHee — IIPM HaJIU4UM)

Jlevamero Bpauda (bernbnuepa, axKylepku)

KouncyabTantIliroc
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lNognuce M.II
¥ [IedaThb JledalleI'o Bpauda
(nomnmce GQeypamepa, aKylepKu)
Peuent pemncrBuTeJyieH B TeueHue 60 nmHew, mo 1 roma ( )
(HEHYXHOEe BaUYepKHYThH) (yxazaTe KOJIMUECTRBO
MeCSslEeB)

OBopoTHas CTOPOHA

OTMeTKa 0 Ha3HAYEHUHU JICKAPCTBCHHOT'O
nperapaTa o perieHHIo BpadeOHOI
KOMHCCHUHU

[Ipurorosun

[IpoBepun Otnyctun

OOPMA PELEIITYPHOI'O BJIAHKA N 148-1/y-88

MMHMCTEPCTBO 3IOPaBOOXPaHEeHUI
Poccurickonm denmepaumnm

HavmMeHOBaHME (mTaMII)
MEOMLIMHCKOM OpTraHM3alumu

HavMeHOBaHME (mTaMIl)
VHOVBUOYAJLHOTO MNPpellpMHMMATENd

Kon ¢opmer mo OKYI 3108805
MenuumHCKas OOKYyMeHTAalMsa
dopma N 148-1/y-88
YTBepXIeHa IPUKAa30M
MyHMCTepCcTBa 3IOPaBOOXpPaHeHUs
Poccurickom denmepaumm

or 14 suBaps 2019 r. N 4H

(ykazaTe ampec, HOMEep M HaTy JIMLEH3UHM,
HaVMMEHOBAHME OpTaHa I'OCYyIapCTBEHHOM

BJIACTM, BBIOABIIET'O JIMLEH3MUI)

rairararna rairararara
N

Cepusa
LiLJLdL d Li4LJLdLdaLd
PELEIT mo 20 .
(maTa odopmIleHMA PpeLernTa)
(B3POCIENI, IOETCKMM — HYXHOE INOOUEPKHYTH)
damMmnmsa, MHMLMAJE MMEHM M OTUeCTRBa (IocjiefHee — IIPM HaJIU4dUM)
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Jata coxpanenus: 29.03.2019

pELENTYpPHBIX...

rnanuueHTa

JaTa poxneHms

Anpec MecTa XuTeJbCcTBa MM N MEeIMUMHCKOM KapThe aMOyJIaTOPHOI'O HAallMeHTa,
IoJiydamnlero MeIOMULUMHCKYK I[IOMOIE B aMOyJIQTOPHBIX YCJIOBUAX

q)aMI/IJ'H/IH, VHMLIMAJIBL MMEeEHVM M OTUeCTBaAa (nocnenHee - HpI/I HaJIMLH/H/[)
Jlevamero Bpauda (bernbnuepa, axkylepku)

[loonuce ¥ [edaThb JiedalleI'o Bpaua M.II.
(nomnmce OQeypamepa, aKylepKu)

PellenT meMcTBUTEJIeH B TeueHme 15 mghen

OBbopoTHas CTOPOHA

OTMeTKa 0 Ha3HAYEHUHU JICKAPCTBCHHOTI'O
nperapaTa o perieHHIo BpadeOHOI
KOMHCCHUHU

[Ipurorosuin [IpoBepun Otnyctun

®OPMA PELIENITYPHOI'O BJIAHKA N 148-1/y-04 (1)

MUHMCTepCTBO 3OPaBOOXPaHEHUA YTBEPXIEHA
Poccurickom denmepaumnm NIpUKa30M MMHMCTEPCTBa 3IOPaBOOXPAaHEHUA
Poccurickom denmepaumm
or 14 suBaps 2019 r. N 4u

Tamm
Kon
MEOMLIVMHCKOM OpTraHM3alumn
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JokymenT npenocrasneH Koncynsrantllnoc

Jata coxpanenus: 29.03.2019

Tamm
Kon
MEOMLIMHCKOM OpTraHM3alumn

Kon ¢opmer mo OKYI 3108805
dopma N 148-1/y-04 (mn)

Kon Kon
KAaTerOpUM | HO30JIOTMYECKOMN
rpaxzaad | ¢opmsl (mo MKB)

HcToynuk ¢puHAHCHPOBAHUS:
(MO T4EepKHYTD)

1. ®denepasbHBINA OIOKET

2. bromxker cyonsekra Poccuiickoit
denepanun

3. MyHUIIMIIaIbHBIN OIO/DKET

% OTLIaTHI:
(MO T4EepKHYTD)

1. BecruiatHO

2.50%

PEOEIT Cepusa N

IaTa oQOpMIIEHUA :

CDaMI/IJIMH, VHMLIMAJIBL MMEHNM VM OTdYeCTBa

20 T.

(nocynemHee - NpM HaJUUUM)
naumMeHTa HaTa poxneHusa
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JlaTta coxpanenus: 29.03.2019

CHUJIC

N nonuca
00513aTEILHOTO
MEOAUITUHCKOI'O
CTpaxOBaHHUS:

HomMep MeIMUMHCKOM KapTH maumMeHTa, HNOoJIydaolero MeIULVHCKYI IIOMOIIb
aMOyJIaTOPHBEIX YCJIOBUAX

daMmIMsa, MHULIMAJE MMEHM UM OTuecTBa (IIocjledHee — IIPU HaJIMUMM)
Jledamero Bpauda (besnpmmepa, aKyllepKH)

[lognMce M nedaThb Jedallero Bpada M.II.
(mognmuch Genbnumepa, aKylepKu)

PeuenT mencTBuUTeJIeH B TeueHme 15 guert, 30 muem, 90 nmHem
(HyXHOe TOONUEepPKHYTH)

KouncyabrantIliroc

HaJeKHasl MPpaBoOBas MOAACPKKaA

www.consultant.ru

Crpanuna 28 u3 39



Ipuxa3 Mun3zapasa Poccun ot 14.01.2019 N 41
"O6 yTBep)KIACHHUH HOPsiKa Ha3HAYCHNUS JIEKaPCTBEHHBIX [IPerapaToB, hopm
PELENTYPHBIX...

JokymenT npenocrasneH Koncymsrantllnoc
Jata coxpanenus: 29.03.2019

OTmyIeHo mo pemnenTy: ToproBoe HaMMEHOBaHUE U I03UPOBKA:
Jara ornycka: " " 20 T. KomuuecTBoO:
[TpuroroBuit: [TpoBepmir: Otmyctwit:

- (MMHUA OTpHIBA) -

Kopemox penentypHoro 6ianka Crioco6 mpuMeHEeHHUS:
[Tpo 10K TENBHOCTD JTHEW

HaumenoBaHnue iekapcTBEHHOIO Mpenapara:

Jlo3upoBkKa: KonunuectBo nprueMoB B I€Hb: pa3

Ha 1 npuem: en.

OBopoTHasa CTOPOHA

OTMeTKa 0 Ha3HAYEHUH JICKAPCTBCHHOTI'O
nperapaTa o pereHHIo BpadeOHOI
KOMHCCHUHU

[Ipurorosuin [IpoBepun Otnyctun

[Ipunoxenne N 3

K NpuKa3y MuHHCTEpPCTBA 3paBOOXPAHEHHUS
Poccniickoit ®enepanun

ot 14 auBaps 2019 1. N 4u

NOPAOOK
OPOPMIIEHUA PELENTYPHbLIX BJIAHKOB HA NEKAPCTBEHHbDIE NMPEMAPATbI,
MX YYETA U XPAHEHUA

KouncyabTantIliroc

HaJleKHasl MpaBoBasi MOAACPKKaA
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JokymenT npenocrasneH Koncymsrantllnoc
Jata coxpanenus: 29.03.2019

l. OchopmneHue peuenta Ha GyMmaXHOM HocuTene

1. Ha penentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(i1) B 1€BOM BepxHEM
yIJy MPOCTaBIISETCS IITaMII MEIUIIMHCKOM OpraHu3aluy C yKa3aHHMEM €€ HauMEHOBaHHS, aJpeca u
TenedoHa.

HononuutensHo Ha peuentypHoM Onanke ¢opmer N 148-1/y-04(1) mpocTaBasieTcss Kon
MCI[HIIHHCKOI;'I opranusaniii B COOTBETCTBUU C OCHOBHBIM TOCYJapCTBECHHBIM PETUCTPALMOHHBIM
Homepowm (manee - OI'PH).

Cepus penentypuHoro Omanka dopmbel N 148-1/y-04(;1) Brmrowaer koa cyOwekra Poccmiickoit
denepannn, COOTBETCTBYIOIIMI BYM mepBbIM Iudpam Obmepoccuiickoro kiaccuduraTopa oObEKTOB
aJIMMHHUCTPATUBHO-TEPPUTOpHANIbHOTO AeneHus (nainee - OKATO).

Pa3pemaercst usroraBnuBaTh peuentypHeiii 61aHk ¢opmbl 107-1/y ¢ MOMOIIBIO KOMIIBIOTEPHBIX
TEXHOJIOTUH.

2. Ha peuentypubix OyiaHkaX, O(QOPMIIIEMbIX HHAWBUAYAJIBHBIMH IPEANPUHUMATENAMU,
UMEIOLUMU JIMIEH3UI0 Ha MEIULUHCKYIO JIeTEIbHOCTh, B BEPXHEM JIEBOM YINIy THUNOIrpadcKuM
CHOCOOOM WM IIyT€M IMPOCTaBJEHUS IITaMIa JOJDKEH ObITh yKa3zaH aJpec WHIUBUIYaIbHOTO
NpeANpUHUMATENs,, HOMEp M Jara JIMIEH3UM, HAauMEHOBAaHHME OpraHa TOCyJapCTBEHHOM BIIACTH,
BBIJIABIIETO JIMLIEH3HIO.

3. Penentypubie Omanku ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) 3amomHsrOTCS
MEIMIIMHCKUM PAOOTHUKOM pa300pUMUBO, YETKO, YEPHUIIAMH WIIH MAPUKOBON PYIKOH.

4. lomyckaetcsi opopMIICHHE BCEX PEKBU3UTOB (3a HCKIIOYeHHEM pekBu3uTa "[loanuce nedanero
Bpaya (moamuck Qenpamepa, akymepku'") penentypasix 0mankoB Gopmbel N 107-1/y u popmber N 148-
1/y-88 ¢ ucnonb3oBaHHEM [€YATAIOIIUX YCTPONCTB.

5. Odopmnenue peunentypasix OmankoB ¢opmbr N 148-1/y-04(n) Brmrouaer 1udpoBoe
KOJIUPOBaHUE.

[udpoBoe koaMpoBaHUE YKAa3aHHBIX PELIENTYPHBIX OJIaHKOB BKJIIOYAET:

1) xon menunuHckoil opranuzauuu (OI'PH) wnm kon mHAMBUAYaJIbHOTO NpEeANpUHUMATENS B
cooTBeTcTBUUM € OCHOBHBIM TOCYJAapCTBEHHBIM PETUCTPALlMOHHBIM HOMEpPOM HMHJAWBHIYaJbHOTO
npennpuHumarens (naiee - OI'PHUII), npocTaBiisieMblil pu U3roTOBIEHUH PELIEITYPHBIX OJIaHKOB;

2) KOJ KaTeropuu TIpaKJaH, UMEIOUIMX IPaBO Ha IOJy4YeHHE JIEKapCTBEHHBIX IpernapaToB B
COOTBETCTBUU cO cTaThell 6.1 denepanbHoro 3akoHa oT 17 urong 1999 r. N 178-D3 "O rocynapcTBeHHOM
couuanpHo momomu" <1>; u KoJ HO30J0THYecKOl (opmbl Mo MeXIyHapOJHOM CTaTHCTUYECKOU
kinaccudukanuu 6onesneit (manee - MKDB), 3amonHsemMble nedammM BpadyoM IyTeM 3aHECEHUS KaKIOou
uupsl B MyCThIE STUEHKU, IPH 3TOM TOYKA MPOCTABIISETCS B OTJEIbHOMN sSUeHKe;
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Jata coxpanenus: 29.03.2019

<1> CoOpanue 3akononarenbcTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2009, N 30, cr.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormerka 00 wuctouHuke (QuHaHCHpoBaHUs (denepanbHbii OromkeT [1], OromkeT cyObekTa
Poccuiickoit @enepanuu [2], MyHUIUNAIbHbBIN OromkeT [3]) U mpoleHTe oIulaThl penenta (OecriaTHO
[1], 50% [2]);

6. B penentypubix 6mankax dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "damumnus,
MHULMATBl MMEHH W OT4yecTBa (MOCieJHEee - IpU HaJIMuMM) MalnueHTta" yKasblBaloTcd (aMuius,
MHULMAIbl UMEHH U 0TYECTBa (MpU HAIWYUM) TALUEHTA.

7. B peuentypusix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) B rpade "Iata
pokACHH" YKa3bIBAaCTCs JAaTa POXKACHUS MalMeHTa (YUCI0, MECSII, TOM).

JlononHUTENBHO B peuentypHbix Onankax gopmbl N 148-1/y-88 u popmer N 107-1/y ans nereit B
Bo3pacte 10 1 rona B rpade "JlaTa poxaeHus" yka3pBaeTCs KOJIUYECTBO MOJTHBIX MECAIICB.

8. B penentypubix Omankax ¢dopmer N 148-1/y-04(1) B rpadax "CHUIIC" u "N mnomnmca
0053aTeIbHOTO MEIULMHCKOTO CTpPaxoBaHMs'" YKa3bIBalOTCSI CTPAXOBOM HOMEpP HHAWBHIYaIbHOTO
JUIEBOro cueta rpaxaanuHa B [lencuonHom ¢onne Poccuiickoit ®enepaunu (CHUJIC) (mpu Haugum)
1 HOMeEp TOoJuca 0053aTeIbHOI0 MEAUIIMHCKOTO CTPAXOBAHMUS.

9. B penentypubix 6mankax gopmbl N 148-1/y-88 B rpade "Anpec Mecta KUTEIbCTBA WK HOMEP
MEJUIIMHCKOM KapThl MAIlMEHTa, MOJYYarollero MEIUIMHCKYIO MOMOIb B aMOYJIaTOPHBIX YyCIOBHX"
YKa3bIBAaETCSl aJIpeC MECTa JKUTEIbCTBA (MecTa NMpeObIBaHUS WM MecTa (PaKTUYECKOTO MPOKUBAHUSA)
NanueHTa WIKA HOMEpP MEAMIMHCKOW KapThl MalUeHTa, [OJIYYalollero MEIUWIUHCKYI0 MOMOUIb B
aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> [Ipuxa3z MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit @enepanuu ot 15 nexadbps 2014 r. N
8341 "OO yTBepkAcHUU YHU(MUIHMPOBAHHBIX (OPM METUIMHCKOW TOKYMEHTAIIMU, HCIIOJIB3YEMBIX B
MEJUIIMHCKUX OpPraHU3alUsAX, OKa3bIBAIOIIUX MEIUIIMHCKYIO MOMOIIb B aMOyJIaTOPHBIX YCIOBMSX, U
MOPSKOB TI0 WX 3arnojiHeHur0" (3apeructpupoBad MuHHCTEpCTBOM rocTHIMU Poccuiickoit deneparuun
20 depans 2015 1., perucrpammonasidi N 36160), ¢ u3MEHEHUAMH, BHECEHHBIMH MPUKA30M
MunucrtepcTBa 3apaBooxpanenusi Poccuiickonn @enepannu ot 9 ssuBaps 2018 r. N 2 (3apeructpupoBaH
MunuctepctBoMm toctuuuu Poccuiickoit @enepanuu 4 anpenst 2018 r., perucrtpanuonssiii N 50614)
(manee - mpukas N 834H).

B penentypubix 6mankax gopmsl N 148-1/y-04(11) B rpade "Homep MenuuMHCKOM KapThl MAallUEHTA,
MOJIYYaIOLIEr0 MEIUIMHCKYIO TOMOIIb B aMOY/IaTOPHBIX YCIOBUAX" yKa3blBaeTCs HOMEP MEAULIMHCKON
KapThl MMalMEHTA, MOJIYYaloLero MEJUIMHCKYIO IOMOILb B aMOYJIaTOPHBIX YCIOBUAX <3>.

<3> [Ipuxa3 N 834H.

10. B rpade "damunus, MHULIKATIBI UMEHU U OTYECTBa (IIOCIIEAHEE - IPU HAIMYKH) JIeYallero Bpaya
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Jata coxpanenus: 29.03.2019

(benpamepa, akymepkn)" penentypHbix OmaHkoB dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i)
PYYHBIM CIIOCOOOM WJIM C TOMOIIBIO IITaMIla yKa3bIBarOTCSA (haMUJIHs, WHHUIMAIB HMEHU W OTYECTBA
(mocnenHee - MPU HAIWYWK) MEIWIIMHCKOTO paOOTHUKA, HA3HAYMBIIETO JICKAPCTBCHHBIC MpEnapaThl H
0(OPMHUBIIIETO PEIICTIT.

11. B rpadge "Rp" peuentypHbix OnanxoB gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(xn)
YKa3bIBAeTCS:

1) HaMeHOBaHKE JIEKAPCTBEHHOIO Mpernapara (MeX/IyHapoIHOE HENaTeHTOBAHHOE HauMEHOBaHUE,
IPYNIHUPOBOYHOE HWJIM XMMHYECKOE€ HAaUMEHOBAaHWE, TOProBO€ HAMMEHOBAHME) Ha JIATUHCKOM S3bIKE,
¢dbopma BbIyCKa, JO3UPOBKA, KOJIUYECTBO;

2) croco® TpUMEHEHHMs JIEKapCTBEHHOIO Ipernapara Ha TOCYAApCTBEHHOM si3bike Poccuiickoit
@enepanny WIM Ha TOCyAapcTBEHHOM s3blke Poccuiickonl denepanu W TroCyAapCTBEHHOM  SI3BIKE
pecnyOIIMK U MHBIX s13bIKax Hapoa0B Poccuiickoit @eneparn <4>.

<4> Yactp | crateu 15 3akona Poccuiickoii ®@enepauuu ot 25 oktsabps 1991 r. N 1807-1 "O
sa3plkax HaponoB Poccuiickoit ®enepanuun" (Bemomoctu cwe3ga Hapoausix aenyratoB PCOCP u
Bepxosuoro Cosera PC®OCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOmatenbcTBa Poccuiickoit
Oenepanun, 1998, N 31, ct. 3804) (manee - 3akon N 1807-1).

12. Tlpu oopmMieHHN pelenTYPHBIX OJAHKOB 3alpEeNIaeTCsl OTPaHUIUBATHCS OOIUMH YKa3aHUSIMH,
Hanpumep, "Buyrpennee", "1U3BectHo".

13. Peuent, opopmieHHsbIii Ha perientypHoMm Omanke hopm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(11), noanMCHIBaeTC MEAULIMHCKUM PaOOTHUKOM U 3aBEPSIETCS €ro NeYaThbio.

Penent, odhopmnennsiii Ha penentypHoMm Omanke Gopmbl N 148-1/y-88 u Gpopmbr N 148-1/y-04(1)
JOTIOJTHUTEIHLHO 3aBEPSCTCA MEeUaThi0 MEAUIIMHCKOM opranu3amnuu "Jjst penentos".

14. Ha ogaom penentyprom Omanke Gopmbr N 148-1/y-88 u ¢popmbr N 148-1/y-04(11) paspemaercs
OCYIIIECTBIIATh HA3HAYCHHE TOJIHKO OJTHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO TIperapara.

Ha omnom penentypHom Omanke dopmbel N 107-1/y paspemaercss OCYIIECTBISATh Ha3HAYCHUE
TOJIBKO OJHOTO HAMMEHOBAHUS  JIEKAPCTBEHHOrO  Ipemnapara, oTHocsmerocs mno ATX k
aHTUIcuxoTuueckuM cpeacrsam (koa NOSA), ankcuonurukam (koa NOSB), CHOTBOPHBIM U CeTaTUBHBIM
cpenctBam  (kox NO5SC), antuaenpeccantam (kog NO6A) u He moMIEKAIIETO MPEAMETHO-
KOJIMYECTBEHHOMY Y4Y€Ty, W JI0 TpeX HaUMEHOBAHUN JIEKAPCTBEHHBIX IIpenapaToB - Ui HHBIX
JIEKApCTBEHHBIX IIPENApATOB, HE OTHECEHHBIX K BhleyKa3aHHbIM ATX.

15. UcnpaBiieHns B penente He JOIMYCKAKTCS.

16. Ilpu odopmiiennn peuentypHbix 61ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(:1) Ha
JIEKapCTBEHHbIE TIperaparbl, Ha3HAUYEHHbIE [0 pEHIeHHI0 BpayeOHOM KOMHCCHM, Ha 00opoTe
pelenTypHoro 0JlaHKa CTaBUTCA CHelUalbHasg OTMETKA (IITamIl).
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17. Ha penentypuom 6sanke ¢hopmsl N 148-1/y-04(1) BHU3Y UMEETCS TUHUS OTPHIBA, Pa3esonias
pelenTypHbIN OJIaHK U KOPEIIOK.

Kopemok ot penenta, opopMIEHHOTO Ha yKa3aHHOM DPELENTYpHOM OJIaHKE, BbIJIAETCS MALUEHTY
(ero 3aKOHHOMY MPEJICTAaBUTENI0) B alTEYHOW OpraHU3alliy, Ha KOPELIKE JIeNaeTcs OTMETKa O
HaWMEHOBAHUM JICKAPCTBEHHOTO Tpernapara, J03UpOBKe, KOJIMYECTBE, CIIOCO0E MPUMEHEHHS.

18. OdopmieHre crnenuaTbHOTO pEIEnTYypHOro OJaHKa Ha HApPKOTHYECKOE CPEICTBO U
MICUXOTPOITHOE  BEMIECTBO  OCYIIECTBIISETCS B  COOTBETCTBHM C TPHKa3oM MUHHUCTEPCTBA
3npaBooxpaHeHusi Poccuiickoit ®@enepanuu ot 1 aBrycra 2012 r. N 54n "OO yrBepxkaeHUU (OPMBI
0J1aHKOB PELCIITOB, COJACPKAIINX HA3HAUCHUC HAPKOTHYCCKHUX CPECACTB WM IICUXOTPOIIHBIX BCHICCTB,
nopsaaxka WX M3TOTOBJICHUSA, PACHPCACICHHUA, PETUCTPAlMK, YUC€Ta MW XpPaHCHHA, a TaAKXKC IIpaBUII
obopmiteHus" <5>.

<5> 3apeructpupoBan MunHucTepcTBOoM toctuiinu Poccuiickoit @enepamuu 15 aBrycra 2012 1.,
peructpanvonHbli N 25190, ¢  W3MEHEHMs MM, BHECEHHbIMM IpHKa3amMu MwuHucTepcTBa
3npaBooxpaHenusi Poccuiickoit ®enepanuu ot 30 wurons 2015 r. N 385H (3apeructpupoBaH
MunuctepctBoM roctuiinu Poccuiickoit @enepanuu 27 Hosiopst 2015 1., peructpanuonusiii N 39868), ot
21 anpens 2016 r. N 254u (3apeructpupoBan MunucrepctBom toctuuuu Poccuiickoit denepauun 18
utonss 2016 r., perucrtpauuonssii N 42887), ot 31 oxrabps 2017 r. N 882 (3apeructpupoBaH
MunuctepctBoM octuiu Poccuiickoit @enepanuu 9 ssuaps 2018 r., peructparmonnsiii N 49561).

Il. OchopmneHune peuenta B popme 3NEKTPOHHOIo AOKYMEeHTa

19. Pentenit B popMe 3JIEKTPOHHOTO JOKYMEHTA, IMOJIMHUCAHHOTO YCHUJICHHOW KBaTU(DHUIIMPOBAHHON
AJIEKTPOHHOW MOANUCHI0, (HOPMHUPYETCS MEIUIIMHCKUM PAOOTHHKOM, CBEIEHHUS O KOTOPOM BHECEHBI B
(benepanbHbI  PEruCTp MEIULMHCKUX pabOTHUKOB <6>, a TakkKe IMpH YCIOBUU PpErucTparuu
MEJUIIMHCKON OpraHu3aniu, B KOTOpoH odopmiisieTcss pelent, B geaepaibHOM peecTpe MEeIULUHCKUX
opranuzanuil <7> eJUHON rocyAapCTBEHHON MH(POPMALMOHHON cUCTEMBI B cepe 3paBOOXpaHEHUsS U
MOJAKIIIOUEHHUSI TaKOM MEAMIMHCKOW OpraHu3alid K TOCyJapCTBEHHONW HH(GOPMALMOHHOM CUCTEME B
cdepe 3apaBooxpaHeHus cyorekra Poccuiickoit @eaepanun <8>.

<6> Ilynktbl 6, 7 IlosoxxeHus O €IUHON TOCYJapCTBEHHOM HH(OPMAIMOHHOM cucteme B chepe
3paBOOXPAHEHMS, YTBEPKACHHOTO nocraHoBieHueM [IpaBurensctBa Poccuiickoin @enepauuu ot 5 Mast
2018 r. N 555 (Cobpanue 3axoHonarenbctBa Poccutickoit @enepamuu, 2018, N 20, ct. 2849; N 49, cT.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (nanee - [lonoxxeHne o eAMHONU CUCTEME).

<7> Ilynktsl 9, 10 IlosoxkeHus 0 €eIMHON CUCTEME.

<8> Crarbu 91 u 91.1 denepanpHoro 3akoHa ot 21 HosOps 2011 roga N 323-d3 "O6 ocHoBax
oxXpaHbl 370poBbs TrpaxnaaH B Poccuiickoit ®denepauun" (Cobpanue 3akoHOIaTenbcTBa Poccuiickoit
@enepanun, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, c1. 3477; N 39, ct. 4883; N 48, cr.
6165; 2014, N 30, ct. 4257; N 43, c1. 5798; N 49, c1. 6927, 6928; 2015, N 1, cT. 85; N 10, ct. 1425; N
27, ct. 3951; N 29, ct. 4397; 2016, N 1, cT. 9, 28; N 15, c1. 2055; N 18, ct. 2488; N 27, ct. 4219; 2017,
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N 18, c1. 2663; N 31, cT. 4794).

20. ITpu odopmiiennn perenta B opme JIEKTPOHHOTO JTOKYMEHTA Ha JICKAPCTBEHHBIE MpernapaThl,
yKa3aHHble B IOANyHKTax 2 - 5 myHkra 10 m nyHkre 12 Ilopsaka Ha3sHadueHUs JIEKapCTBEHHBIX
IIpenapaToB, YTBEPKJACHHOIO HACTOSIIIMM IPUKAa30M, W OTIYCKaeMble€ 3a IOJHYK) CTOMMOCTB,
3aIOJIHAKOTCS CIEAYIOUME PEKBU3UTHI:

1) xoxn cyoOwekra Poccuiickoit ®enepanuun mo OKATO, omnpenensronuii rocyaapCTBEHHYIO
MH(OPMALIMOHHYIO CHUCTEMY B cdepe 31apaBooxpaHeHus cyObekTa Poccuiickoit @enepanuu, B KOTOpoi
chopMUpOBaH pelent B popMe FIEKTPOHHOTO IOKYMEHTA;

2) HaMEHOBaHWE MEIUIIMHCKOM OpraHu3alui, aapec, Teine@oH uiu GaMuans, HHUIHAIb UMEHH U
oTuecTBa (TOCIEAHEE - MPU HAIWYMHM) UHJIMBUIYaJIbHOTO IPEIIPUHUMATENS], UMEIOIIETO JIMLEH3UI0 Ha
MEIUIMHCKYIO IEATEIBHOCTD, €r0 anpec;

3) OI'PH ropuanveckoro ymma (mMemuimHckoi opranusanun) win OI'PHUII uaamBumyanbHOTO
P AITPUHUMATEIIS;

4) nata odopmiieHus perenta (yKa3bIBaeTCs YMCI0, MECSIL, TON);

5) nara okoH4aHMs JAeWcTBHUs peuenta (QopMHpyeTcs TOCYIapCTBEHHONW HH(POPMALMOHHOMN
cUCTeMO’ B cdepe 3apaBooxpaHeHHs cyobekra Poccuiickoit denepanun B COOTBETCTBUM CO CPOKaMU
neiictBus peuentos: 15 nuei, 30 queit, 60 quent, 90 nuei, o 1 roxa);

6) yHHKaJIbHBIN HOMEp penenta (hopMHPYETCS TOCyIapCTBEHHONW WH()OPMAIMOHHOW CHCTEMOH B
chepe 3apaBooxpaHeHusi cyoOwbekra Poccuiickoin ®enepanuu u  o0ecreyMBaeT  OJHO3HAYHYIO
uAeHTUQUKAIMIO penenTta B ¢GopMme 3JeKTpoHHOro jnokymeHta B coueraHuu ¢ OKATO, OI'PH unum
OI'PHUII);

7) ormetku "cito" (cpouHo) wim "statim" (HeMemJeHHO) MPHU HEOOXOJMMOCTH CPOYHOTO WIIH
HEMEUICHHOTO OTITyCKa JICKApCTBEHHOTO TpenapaTa MaieHry,

8) ampec marnueHTa (yKa3bIBaeTCs MOYTOBBIA aJpec MecCTa KUTEIhCTBA (MecTa NMpeObIBaHUS WITH
MecTa (PaKTUYECKOTO MPOKUBAHUS) C YKa3aHUEM WHJIEKCa, HAMMEHOBAaHMsI Kpasi, 00JacTH, pEeCIyOJINKH,
ABTOHOMHOTO OKpyra, HaWMMCHOBAHHWs HACEJIEHHOTO TIyHKTa, HAWMEHOBAHHS YIUIBI (TIPOCIEKTA,
nepeylika, mpoesza), HoMepa joma (¢ yKkazaHHeM KopIlyca, IpU HaJu4uu ), HOMEpa KBapTUPHI);

9) HOMeEp 3JIEKTPOHHON MEIMLMHCKON KapThl MalMeHTa B TOCYJapCTBEHHON HH(POPMAIMOHHOM
cuctemMe B cdepe 3apaBooxpanenus cyobekra Poccutickoit deneparuu;

10) pamunust, umsi, 0TYECTBO (IIPU HATMYUH) MTALUEHTa MOJIHOCTHIO;

11) para pokneHuss mnauueHTa (yKasbIBaeTCsi 4YHCIIO, Mecsl, Tof), s jaered no 1 rona
JIOTIOTHUTEIBHO YKa3bIBAETCSI KOJIMYECTBO MOJIHBIX MECSIIEB;

12) dpamunust, ”HUUAIBI UMEHU U OTYECTBA (TMOCIEHEE - IPU HATMYKUU) MEAULIMHCKOTO pabOTHHUKA
HOJIHOCTBIO;

13) HauMmeHOBaHWE  JIEKAPCTBEHHOTO  Tmpemapara  (MEXIYHAapOJHOE  HEMaTeHTOBAHHOE
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HAaUMEHOBaHHWE, TPYNIUPOBOYHOE WM XMMHUYECKOE€ HAaMMEHOBaHHE, TOProBOE€ HAMMEHOBAHHE) Ha
JATUHCKOM SI3bIKE, TO3UPOBKA, (pOpMa BHITYCKa, KOJUYECTBO;

14) croco® MpUMEHEHHs JICKapCTBEHHOTO Ipernapara Ha TOoCyJapCTBEHHOM s3bike Poccuiickoit
@enepanny WM Ha TOCyAapcTBEHHOM s3blke Poccuiickonl denepanu W TroCydapCTBEHHOM SI3BIKE
pecnyONIMK M MHBIX si3bIKaxX Hapoa0B Poccuiickoit deneparum <9>;

<9>Yacte 1 crareu 15 3akona N 1807-1.

15) nmpusHak yTBEpXKIECHMsSI Ha3HAUEHUs JIEKAPCTBEHHOIO Ipernapara M0 pEeLIeHHI0 BpauyeOHOMN
KOMHCCUU MEAULIMHCKON OpraHu3aliiy;

16) ormeTka O Ha3HAYEHWM JIEKAPCTBEHHOIO Ipernapara MO pPEIICHUI0 BpayeOHONW KOMHCCUU
MEJMIIMHCKON OpraHu3aluy B ClydasX, YKa3aHHbIX B ab3aie BTopoM mnyHkTa 6 Ilopsaka HazHaueHUs
JIEKapCTBEHHBIX NPENapaToB, YTBEPKIEHHOTO HACTOSIIUM IPUKA30M;

17) ormeTka O crenuaibHOM Ha3HAYEHUH JIEKQPCTBEHHOTO Ipernapara (3arojHsSeTcsl B Cilydasx,
yKa3aHHbBIX B NmyHKTax 16 m 25 IlopsAnka HazHadeHUs JIEKaPCTBEHHBIX IIPENApaTOB, YTBEPKICHHOTO
HACTOSILIUM IPUKA30M);

18) oTmMeTKa O crienuaJbHOM Ha3HAUYEHHM JIEKApCTBEHHOI'O Ipernapara MalueHTy ¢ 3a00JIeBaHUEM,
TPeOYIOIINM JJIUTELHOTO KypCOBOIO JIedeHHUsI (3arojHsIeTcs B ciiydae, ykasaHHOM B nyHkTe 24 [lopsiaka
HA3HAYEHUS JIEKApCTBEHHBIX MPENapaToB, YTBEPXKICHHOI'O HACTOSILUM IPHUKa30M) C IMPOCTaBICHUEM
IIEPUOANYHOCTH OTITYCKa JIEKApCTBEHHOTO IIperapara;

19) npu odopmiiernn perenta B GopMe IIEKTPOHHOTO JOKYMEHTA Ha JICKApCTBEHHBIC MperapaThl,
yKa3aHHble B IOANyHKTax 2 - 5 myHkra 10 m nyHkre 12 Ilopsaka Ha3sHadueHUs JIEKapCTBEHHBIX
[IpernapaToB, YTBEP)KJIEHHOTO HACTOSILIMM IPUKA30M, IpakJaHaM, HUMEIOIIMM IpaBo Ha OecIuiaTHOE
IIOJIy4EHHUE JIEKAPCTBEHHBIX IPENapaToB WIM IOJYyYEHUE JIEKAPCTBEHHBIX IIPENapaToB CO CKUAKOM,
3aMOJHSIIOTCS PEKBU3UTHI, MPEIyCMOTPEHHbIE NOANYHKTaMu | - 18 HacTosIIero myHKTa, a TaKxke
CJIEIYIOIME PEKBU3UTHI:

a) KaTeropusi TpaxKJaH, HUMEIOIUX IPaBO HAa TIOJYYCHHE JICKAPCTBEHHBIX IIPEIapaToB B
COOTBETCTBUU cO cTaThell 6.1 denepanbHoro 3akona ot 17 urong 1999 r. N 178-D3 "O rocynapcTBeHHOM
coruansaon momoru" <10>;

<10> Cobpanue 3akonomarenbcTBa Poccuiickoit deneparnuu, 1999, N 29, cr. 3699; 2009, N 30, cT.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

0) ko1 Hozosoruueckoi ¢popmel o MKb;

B) McTouHUK (uHaHcupoBaHus (1 - ¢enepanbHbiil OromxkeT, 2 - OromkeT cyObekra Poccuiickoit
®denepanun, 3 - MyHUIIATIAIBHBINA OIODKET);

KOHcy.]ILTaHTH.]IIOC www.consultant.ru Crtpanuna 35 u3 39

HaJleKHasl MpaBoBasi MOAACPKKaA



Ipuxa3 Mun3zapasa Poccun ot 14.01.2019 N 41
"O6 yTBep)KIACHHUH HOPsiKa Ha3HAYCHNUS JIEKaPCTBEHHBIX [IPerapaToB, hopm
PELENTYPHBIX...

JokymenT npenocrasneH Koncymsrantllnoc
Jata coxpanenus: 29.03.2019

r) pasmep oruiatsl (1 - 6ecraTtHo, 2 - 50%);

1) CTPaxOBOW HOMEp HHIMBUIYAIbHOIO JIMIIEBOrO cyera TpaxjaaHuHa B [leHcuoHHOM QoHIe
Poccuiickoit ®enepanuu (npu Hanmuun) (CHUIIC);

€) HOMep ToJIrca 0053aTeIbHOT0 METUIIMHCKOTO CTPaXOBAHUS.

21. Ilpm mpocraBiieHMH OTMETKH, yKa3aHHOW B moanyHkre 16 myHkra 20 Hactosiuuero Ilopsiaka,
peuent B (opMe DJIEKTPOHHOIO JOKYMEHTAa IOJIUCHIBAETCS YCHWJICHHONW KBaIM(QUIMPOBAHHON
AJIEKTPOHHOW TOJNUCHIO MpejcenaTeNis WIM CeKpeTraps BpauyeOHOW KOMHMCCHUHM MEAMIMHCKOMN
OpraHu3aluy, Ipy IPOCTABIECHUHA OTMETOK, YKa3aHHbIX B noanyHkrax 17 u 18 mynkra 20 Hacrosiero
[lopsinka, - ycUIEHHBIMM KBaJU(UIUPOBAHHBIMHU 3JEKTPOHHBIMH TMOJIUCSAMH COOTBETCTBYIOIIUX
MEJUIIMHCKUX PAOOTHUKOB.

22. Ilo TpeOOBaHMIO MAIlMEHTa WM €ro 3aKOHHOTIO NPEACTaBUTEN OQOPMISIETCS SK3EMILIP
peuenta B (QopMe AIIEKTPOHHOTO JOKyMEHTa Ha OyMa)KHOM HOCHTENE, B TOM 4YHCIE IIyTEM €ro
odopmiieHnst Ha peuentypHbix Omankax Gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1) ¢ oT™MeTKOit
"JlyOnmuKat 3JeKTPOHHOTO JOKYMEHTa'.

lll. Y4yeT peuenTypHbIX 6r1aHKOB

23. VYuer penentypHbix OmnankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
M3rOTAaBJIMBAEMbIX TUIOTpapCKUM crnocoOoM (Jajiee - pelenTypHble OJIaHKH, MOAJEXKAIUE Y4YEeTy),
OCYILIECTBJISIETCS B )KypHajiaX ydyeTa, IPOHYMEPOBAaHHBIX, IPOIIHYPOBAHHBIX U CKPEIJICHHBIX MOANUCHIO
PYKOBOJUTENS M [E4YaTbl0 MEQUIIMHCKOM OpraHu3aludd WIM [OANKHCHI0  HHIAMBHIYaJIBHOTO
MpeapUHUMATENs, UMEIOIIEro JUIEH3UI0 HA MEULUHCKYIO 1€ATE€IbHOCTD.

24. Xypuan ydera penentypHbsix 01ankoB ¢popmbl N 107-1/y comepxut ciemyroniue rpadsor:
1) HOMep 1O TOPSIKY;

2) B pazaene "l[lpuxon":

a) laTa perucTpamnuy JOKyMEHTa, MOATBEPKAAIOIIETO MOCTYIIICHHE;

0) HOMep U JaTa TOKYMEHTa, IOTBEPKIAI0IETO TIOCTYIUICHHE, HANMEHOBAaHUE MTOCTABIIHNKA,
B) 0o011ee KOJNYECTBO NOCTYNUBIIUX PEUENTYPHBIX OJaHKOB;

r) paMuiIns, HHUIMAIBI IMEHHU U OT4YecTBa (IIOCIIeAHEE - PU HAIMYUHU) U MOJIIUCh OTBETCTBEHHOTO
MEJUIIMHCKOr0 pabOTHUKA, OJYYUBIIETO peUENTYpHbIE OJJAHKU OT MOCTAaBIIHKA;

3) B paznene "Pacxon':
a) J1aTa BBIJIAYM PEIENTYPHBIX OJTAaHKOB;
0) KOJIMYECTBO BbIJAHHBIX PELENTYPHBIX OJIAHKOB;

B) (amunus, MHULMAIBI MMEHM U oOTdecTBa (TOCIeAHEe - NpPU HAJIUYUKU) OTBETCTBEHHOTO
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MEJUIIMHCKOT0 pabOTHUKA, OJYYUBIIETO peLeNTypHbIE OJIaHKH;
I') MOANKUCH OTBETCTBEHHOI'O MEAUIIMHCKOTO PaOOTHHKA, MOJIYYHUBILETO PELENTypHbIe OTaHKY;

4) pamunus, MHUIMAIIBI UMEHU U OTYECTBA (TOCIEeHEE - IPU HAJTMYMH) U TIOJIUCh OTBETCTBEHHOTO
MEUIIMHCKOTO paOOTHUKA, BBIIABILIEr0 PELENTYpHbIE OIaHKH;

5) OCTaTOK perenTypHbIX OJIAHKOB.

25. Kypnan ygera peuentypHbix OnaHkoB ¢opm N 148-1/y-88 m N 148-1/y-04(i1) comepxut
cienyronme rpadml:

1) HOMep 1O MOPSAKY;

2) B pazaene "l[lpuxon":

a) JlaTa perucTpanum J0KyMEHTa, OATBEPKIAIOLIEr0 MOCTYIICHHE;

0) HOMep U JaTa JOKYMEHTa, MOATBEPKAAIOIIEro NOCTYIJIEHUE, HAUMEHOBAaHUE MOCTaBLINKA;
B) o0lL1ee KOJMYECTBO NOCTYNUBIIUX PEUENTYPHBIX OJaHKOB;

T') CepUH U HOMEpA PELENITYPHBIX OJIAaHKOB;

1) KOJIMYECTBO PELENTYPHBIX OJTaHKOB IO CEPHSIM;

) dhaMuus, MHUIMAIIBI UMEHU U O0TYECTBa (TOCEAHEE - MPU HAJTUYUH) U TIOJAMUCHh OTBETCTBEHHOTO
MEJIMIIMHCKOTO PabOTHUKA, MOTYYHBIIETO PElENnTypHbIE OJJAaHKH OT IMOCTABIIUKA;

3) B paznene "Pacxon':

a) JlaTa BbIJIa4M PELENTYPHBIX OJIaHKOB;

0) cepuu ¥ HOMEpA BBIJIAHHBIX PEIENTYPHBIX OJaHKOB;
B) KOJIMUECTBO BBIJAHHBIX PELIENTYPHBIX OJIaHKOB;

r) Qamwinsg, HHUOUAIBI MMEHUM M OT4yecTBa (MOCIENHEe - IPU HAIUYUU) OTBETCTBEHHOTO
MEJUIIMHCKOTO pabOTHUKA, OJYYUBIIETO peLENTypHbIE OJIaHKH;

1) TIOJIITMCh OTBETCTBEHHOTO MEIUIIMHCKOTO PabOTHHKA, TOJYYUBILIETO PELENTYPHBIC OJIAHKH;

4) pamunus, MTHUIMAIBI UMEHU U OTYECTBA (TOCIEeHEE - IPU HAJIMYUH) U TIOJIUCh OTBETCTBEHHOTO
MEJUIIMHCKOT0 pabOTHUKA, BBIIABILIEr0 PELENTYpHbIE OIaHKH;

5) OCTaTOK perenTypHbIX OJIAHKOB.

26. Ydyer creuuanbHbIX PELENTYPHbIX OJAaHKOB Ha HApKOTHYECKOE CPEACTBO U ICHUXOTPOIHOE
BEILIECTBO OCYILIECTBIIAETCS B COOTBETCTBUU C NPUKAa30M MUHHCTEPCTBA 31paBOOXpaHeHus Poccuiickon
Oenepaunu o1 1 aBrycta 2012 r. N 541 "O6 yrBepkaeHuu (Gpopmbl OJAHKOB PELENTOB, COAECpPMKAIIUX
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Ha3HAYeHUE HAPKOTHYECKUX CPEACTB WM IICUXOTPOIHBIX BEIIECTB, MOpSAKAa MX M3TOTOBIICHUS,
pacnpesiesieHus, peTuCTpalliy, y4eTa U XpaHeHUsl, a Takxke IpaBui opopmiienus" <11>.

<11> 3aperucrpupoan MunucrepctBoMm roctuiun Poccuiickoit @enepauuu 15 asrycra 2012 r.,
peructpanvonssli N 25190, ¢  W3MEHEHMsAMM, BHECEHHbIMM IpUKa3amMu MuHucTepcTBa
3npaBooxpanenust Poccumiickoit ®eneparmu ot 30 wurons 2015 1. N 3850 (3apeructpupoBaH
MunuctepctBoM roctuiinu Poccuiickoit @enepanun 27 HosOpst 2015 1., peructpannonusiii N 39868), ot
21 anpens 2016 r. N 254u (3apeructpupoBan MunucrepctBom toctuuuu Poccuiickoit denepauun 18
utong 2016 1., peructpaumonubii N 42887), ot 31 oxtabps 2017 r. N 882n (3aperucrpupoBaH
MunuctepctBoM octuiu Poccuiickoit @enepanuu 9 ssuaps 2018 r., perucrparmonnsiii N 49561).

27. Yder penentoB, 0(GOPMICHHBIX B (OpPME HIIEKTPOHHOTO JOKYMEHTA, OCYIIECTBIISETCS B
rocy/lapcTBeHHOW HH(GOpMaLMOHHONW cucteMe B cdepe 31apaBooxpaHeHuss cyobekta Poccuiickoit
®denepai NOCPEACTBOM BEACHHUS €IMHOTO peecTpa perentoB, 0(hopMIIEHHBIX B (opMe 3JIEKTPOHHBIX
JOKYMEHTOB.

IV. XpaHeHue peuenTypHbIX 651aHKOB

28. MemuiuHCKUEe OpraHU3alliy TMOJyd4aloT HEOOXOAMMBIE peleNnTypHbIe OnaHKd, 0()OPMIICHHBIC
TUTIOTPAaCKUM CIOCOOOM, Yepe3 TEePPUTOPUATIBHBIE OpraHbl YIPABJICHHS 3IpPaBOOXpPAHECHUEM WIU
OpraHu3aIy, YIMOJHOMOYEHHBIE HAa 3TO OpraHaMH HCIOJHUTEIBLHOW BJIACTH CyOBbEeKTOB Poccuiickoii
denepanuu.

29. PeunentypHbie OIaHKH, TOMJIEKAIINE YUETY, XPAHSATCA OTBETCTBEHHBIM JIUIIOM, Ha3HAYCHHBIM
PYKOBOJUTEIEM MEIUIIMHCKOW OpraHu3allid, B 3alHpaeMoOM MeTauindeckoM mkady (ceide) wumum
METAJINYECKOM SIIHKE.

30. MaauBuayanbHBI peANPUHUMATENb, UMEIOIUN JIMIEH3UI0 HA MEJULIUHCKYIO JIE€ATEIbHOCTD,
XpaHUT perenTypHbIe OJaHKU, MOJIeKAIIUE YIETY, B 3allUpaeMOM MeTauinueckoM Imkady (ceride) nmum
METAJUTMYECKOM SIIIUKE.

31. IlpoBepka coOCTOSIHMSI XpaHEHHs, y4eTa, (PAKTU4YECKOro HaJM4YUsl U pacxoja pelenTypHbIX
OJIaHKOB, MOJJIEKALIUX YYeTy, OJMH pa3 B KBApTaJl OCYIIECTBISETCS KOMUCCUEH, CO3/IaHHOW B
MEIHUIMHCKON OpraHu3aiuy.

32. PeunentypHble OnaHku, odopmisieMble Ha OyMa)XKHOM HOCHTENE U MOJJIeKaIlhe Y4ery,
BBIJAIOTCSI MEJIULMHCKUM paOOTHHKAM, UMEIOHINM MpaBo O(OPMIICHHUS PELENTOB, IO PaCHOPSKEHUIO
IJIABHOTO Bpaya MIIM €ro 3aMEeCTUTEIS.

HOJ’Iy‘ICHHBIC PELCIITYPHBIC OmaHku Ha 6YMa)KHI>IX HOCUTCIIAX XpaHATCAd MCEAULIWMHCKHUMU
pa6OTHI/IKaMI/I B IOMCIICHUAX, O6€CH€‘II/IB3IOHII/IX HX COXPaHHOCTb.

33. XpaHeHue crelMalbHbIX PELENTYPHbIX OJJAHKOB HA HAPKOTUYECKOE CPEJICTBO U MCUXOTPOIHOE
BEIIECTBO M BblJlaya yKa3aHHBIX PELENTYPHbIX OJAHKOB MEIULUHCKOMY PaOOTHUKY OCYIIECTBISAETCS B
COOTBETCTBUU C IpHUKa3oM MuHHcTEepCcTBa 3paBooxpaneHus Poccuiickoit @enepauuu ot 1 aBrycra 2012
r. N 54u "OG yrBepxkmeHun (Gopmbl OJAHKOB PEIENTOB, COJACPKAIIMX Ha3HAYCHUE HAPKOTHYCCKUX
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"O6 yTBep)KIACHHUH HOPsiKa Ha3HAYCHNUS JIEKaPCTBEHHBIX [IPerapaToB, hopm
PELENTYPHBIX...

JokymenT npenocrasneH Koncymsrantllnoc
Jata coxpanenus: 29.03.2019

CPEICTB MJIM IMCUXOTPOIHBIX BELIECTB, MOPAIKA UX U3TOTOBJICHHUS, paclpeaeeHus], perucTpaluy, yyeTa
U XpaHEeHHUsl, a Tak)Ke IpaBuil opopmiieHus" <12>.

<12> 3apeructpupoan MunucrepctBoMm roctuin Poccuiickoit @enepauuu 15 asrycra 2012 r.,
peructpanuonuslii N 25190, ¢  u3MeHeHMsIMH, BHECEHHbIMM IpuKazamMu MuHHCTEpCTBA
3npaBooxpanenust Poccumiickoit ®eneparmu ot 30 wurons 2015 1. N 3850 (3apeructpupoBaH
MunuctepctBoM roctuiinu Poccuiickoit @enepanun 27 HosOpst 2015 1., peructpannonusiii N 39868), ot
21 anpens 2016 r. N 254u (3apeructpupoBan MunucrepctBoMm toctuuuu Poccuiickoit denepauun 18
utong 2016 1., peructpaumonubii N 42887), ot 31 oxtabps 2017 r. N 882n (3aperucrpupoBaH
MunuctepctBoM octuiu Poccuiickoit @enepanuu 9 ssuaps 2018 r., perucrparmonnsiii N 49561).

34. TIporpaMMHO-TEXHUYECKHE CPEICTBA TOCYIAapCTBEHHBIX MH(OPMALMOHHBIX CUCTEM B cdepe
3/IpaBOOXpaHEHUs, MEAUIIMHCKUX HH()OPMALIMOHHBIX CUCTEM MEIULUHCKUX OpraHu3aluil 00ecrneynBaoT
XpaHEHUE 3JIEKTPOHHBIX PELENTOB, O(OPMIIEHHBIX B (OpPME AIIEKTPOHHBIX JOKYMEHTOB B TEUCHHUE
CPOKOB, YCTAHOBJIGHHBIX ISl XPAaHEHHUS pELENTOB, O(OPMIEHHBIX Ha COOTBETCTBYIOIIUX (opmax
pelenTypHbIX OJIaHKOB Ha OyMa)xHOM HocuTese <13>.

<13> Ilynkr 14 mpaBui OTHYyCKa JIEKAPCTBEHHBIX MpPENapaTroB [Uisi MEIUIIMHCKOTO MPUMEHEHUSs, B
TOM YHCI€ HMMMYHOOHOJIOIMYECKHUX JIEKAPCTBEHHBIX IPENapaTroB, anTEUYHbIMH OpTraHU3ALUIMU,
MHUBUAYAIbHBIMU IPEINPUHUMATEISIMHU, UMEIOLIMMU JIMIIEH3HUIO Ha (JapMalleBTUYECKYIO IS TEIbHOCTD,
YTBEPKACHHBIX NpHKa3oM MuHucTepeTBa 3apaBooxpanenust Poccuiickont ®enepanun ot 11 urons 2017
r. N 4031 (3apeructpupoBan MunucrepcTBoM toctuiiuu Poccuiickoit @eneparuu 8 centsodps 2017 r.,
peructpanonssiii N 48125).
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