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3apeructpupoBaHo B Muntocre Poccun 26 mapta 2019 r. N 54173

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NMPUKA3
oT 14 auBapsa 2019 r. N 44

Ob YTBEPXAEHWUU NMOPAOKA
HA3HAYEHUA NEKAPCTBEHHbIX NMPEMNAPATOB, ®OPM PELEMNTYPHbIX
BJIAHKOB HA JIEKAPCTBEHHBbBIE MNPEMAPATbI, MOPAOKA O®POPMJIEHUA
YKA3AHHbIX BJIAHKOB, UX YYETA U XPAHEHWUA

CnucoK N3MEHSIOMINX TOKYMEHTOB
(8B pex. IIpukazoB Munzapasa Poccun ot 11.12.2019 N 10228,
ot 08.10.2020 N _1075H)

B cootBercTBuU ¢ myHKTOM 16 yactu 2 crathu 14 deaepanpHoro 3akona ot 21 HosOps 2011 1. N
323-®3 "OO ocHOBax oOXpaHbl 3J0pOBbs TpaxkgaH B Poccuiickoit @enepamuu" (Cobpanue
3akoHoarenscTBa 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,
cT. 2488; N 27, c1. 4219; 2017, N 31, ct1. 4791; N 50, ct. 7544, 7563) u noanyHkramu 5.2.177, 5.2.179
n 5.2.180 Ilonoxenuss o MunucrepctBe 3apaBooxpaneHust Poccuiickont denepanuy, yTBEPKACHHOTO
nocraHoBieHueM IlpaBurensctBa Poccuiickoit ®@enepauuu ot 19 umions 2012 r. N 608 (CoOpanue
3akoHonarenscTBa Poccuiickoit @enepauuu, 2012, N 26, ct. 3526; 2013, N 16, cr. 1970; N 20, cr.
2477; N 22, ct. 2812; N 33, ct1. 4386; N 45, c1. 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, cT. 4741; N 34, cT. 5255; N 49, cT1. 6922; 2017, N 7, cT. 1066; N 33, CT.
5202; N 37, ct. 5535; N 40, cT. 5864; N 52, ct. 8131; 2018, N 13, ct. 1805; N 18, cT1. 2638; N 36, cT.
5634; N 41, ct. 6273), npukasbiBalo:

1. YTBepauTs:
MOPS/IOK Ha3HAUEHUS JIEKapCTBEHHBIX NPENapaToB coracHo npuiaoxeHuto N 1;
(GhopMBI perienTypHBIX 0JIaHKOB Ha JICKAPCTBEHHBIE MPEMapaThl COTIACHO MPUIIOKEHUI0 N 2;

nopsA0oK O(GOPMIIEHHS PELENTYpHBIX OJaHKOB Ha JIEKapCTBEHHbIE MpemapaTbl, WX yueTa u
XpaHEHUs COTJIACHO MpUIokeHuio N 3.

2. Ilpu3HaTh yTpaTUBILIUMU CHILY:

npuka3 MunHcTepcTBa 31paBooxpaneHust Poccuiickoit @enepamun ot 20 nexadbps 2012 r. N
11751 "O6 yTBep:KIeHUM MOPsJIKa HA3HAYEHMsI U BBINKUCHIBAHUS JIEKAPCTBEHHBIX MIPENapaToB, a TaKKe
¢bopM peLenTypHbIX OJAaHKOB Ha JIEKAPCTBEHHBIE IpernapaThl, MOpsiika OQOPMIICHHS YKa3aHHBIX
0JIaHKOB, MIX y4eTa M XpaHeHus" (3aperucTpupoBad MUHUCTEpCTBOM rOocTUIMU Poccutickoit deneparm
25 nrons 2013 r., peructpanuonssiii N 28883);
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IYHKT 2 W3MeHEHHull, KoTopble BHocATCS B Ilopsmok co3maHus M AeSTelNbHOCTH BpadeOHOU
KOMHUCCUHM MEIULUHCKON OpraHu3aliy, yTBEPKACHHBIN NpHUKa3oM MUHUCTEPCTBA 3paBOOXPAaHEHUS U
conainbHoro pazsutust Poccuiickoin ®enepanuu ot 5 mast 2012 r. N 5024, u B [lopsiiok Ha3HaueHUs U
BBIIMCBHIBAHUS  JIGKAPCTBEHHBIX  IpEeHapaToB,  yTBEPXKACHHbI  mpukazoM  MuHucTepcTBa
3npaBooxpaneHus Poccuiickoit @enepannu ot 20 nekadps 2012 r. N 1175H, yTBepKI€HHBIX PUKA30M
MunucrtepctBa 3apaBooxpaHeHus Poccuiickoir ®eneparuu ot 2 nmekabps 2013 r. N 886n
(3apeructpupoBan MunHuctepctBoM toctunuu Poccuiickoii @enepanuu 23 gexabps 2013 1.,
peructpaumonHslii N 30714);

npuka3 MunucrteperBa 3apaBooxpanenust Poccuiickoit ®enepaunn ot 30 utona 2015 r. N 386nH
"O BHeCEHMM M3MEHEHHUI B NPUJIOKEHUS K Ipukazy MuHHUCTepcTBa 3/ApaBooxpaHeHust Poccuiickoit
Oenepanuu oT 20 mexadbps 2012 r. N 11751 "OO0 yTBepkaeHNN TIOpSIKAa Ha3HAYCHUST M BBINMCHIBAHUS
JICKapCTBEHHBIX IIPENaparoB, a Takxke (OopM pelenTypHbIX OJAHKOB Ha JIEKAPCTBEHHBIE IPENapartsl,
nopsiika ohOpMIICHHUS yKa3aHHBIX OJIaHKOB, UX y4eTa M XpaHeHUus" (3aperucTpupoBaH MUHUCTEPCTBOM
toctuuuu Pocceniickoit @enepannu 6 asrycra 2015 r., peructpaunonssiii N 38379);

IYHKT | MU3MEHEHUI, KOTOpble BHOCATCS B NpuKa3 MuHUCTEpCTBa 3ApaBooxpaHeHus Poccuiickoit
®enepanuu ot 20 nexadps 2012 r. N 11751 "O6 yTBepkaeHUH MOPSJIKa HA3HAYEHUs U BBINUCHIBAaHUS
JIEKapCTBEHHBIX IMpEnaparoB, a Takxke (opM pelenTypHbIX OJaHKOB Ha JIEKApCTBEHHBIE Npenapartsl,
nopsiika oOpMIIEHUS] YKa3aHHBIX OJIAHKOB, MX ydeTa M XpaHeHus"' u npuioxeHue N 2 K mpukazy
MunucrepcTBa 3apaBooxpaHeHust Poccuiickoit ®enepauuu ot 1 asrycra 2012 r. N 54u "O6
yTBEpXKICHUU (POpMBbI OJAHKOB PEIENTOB, COACPXKAIIMX Ha3HAuUC€HHE HAPKOTUYECKUX CPEICTB HIIU
IICUXOTPOIHBIX BELIECTB, MOPSJIKA UX U3FOTOBJIEHUS, pacpEee/ICHUs, PETUCTPALlUH, YUETa U XPAHEHUS,
a Take mpaBua odopMieHHsA", YTBEpKIEHHBIX TMpPHKa3oM MUHHUCTEPCTBA 3IPABOOXPAHEHHS
Poccuiickoit ®enepanun ot 21 anpenst 2016 r. N 254n (3apeructpupoBad MUHHCTEPCTBOM IOCTULIUU
Poccutickoit ®eneparuu 18 utons 2016 r., peructpanuonssiii N 42887);

IIYHKT 5 U3MEHEHUH, KOTOPbIE BHOCATCS B HEKOTOPBIE NTPUKa3bl MUHUCTEPCTBA 31PaBOOXPAHEHUS
n couuanpHOro passutus Poccuiickoit denepauun 1 MuHucTepcTBa 31paBooxpaHeHus Poccuiickoit
@denepan 10 BOIpocaM OOpalleHMs] JIEKAPCTBEHHBIX MPENapaToB, COJAEPKAIIMX HApKOTUYECKUE
CPEJCTBa, INCUXOTPOIHBIE BEIIECTBA M UX IPEKYPCOPbl, U JIEKAPCTBEHHBIX CPEACTB, MOJIEKAIIUX
MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, YTBEp)KICHHBIX MIpHUKazoM MUHHCTEpCTBA 3paBOOXpPAaHEHUS
Poccutiickoit @enepanuu ot 31 okts6ps 2017 r. N 882H (3apeructpupoBaH MUHUCTEPCTBOM FOCTHITMH
Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpanuonssiii N 49561).

Munuctp
B.N.CKBOPLIOBA

ITpunoxenune N 1

K IIpHKa3y MHUHHCTEpCTBA 3/[paBOOXPAaHEHUS
Poccuiickoit deneparuu

ot 14 suBaps 2019 1. N 4u

NOoPAAOOK HASHAYEHUA NEKAPCTBEHHbIX MPENAPATOB
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CnucoK N3MEHSIOMINX TOKYMEHTOB
(8B pex. [IpukazoB Munzapasa Poccun ot 11.12.2019 N 10228,
ot 08.10.2020 N _1075H)

. O6wme nonoxeHuns

1. Hactosmuii mopsAoK yCTaHABIMBAET MpaBWjia HAa3HAYEHHUS JIEKAPCTBEHHBIX IMpENapaTroB st
MEJIMIIMHCKOTO MPUMEHEHHS (J1ajiee - JEKapCTBEHHbIE MpenapaThl) U 0pOpMIICHUS WX Ha3HAYEHUsS MPHU
OKa3aHWHM MEAMIIMHCKON TTOMOIIY B METUIIMHCKUX OpPTaHU3aIusiax <1>,

<I> [yskr 11 crateu 2 denepanbhoro 3akoHa ot 21 HostOps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 370poBbsl rpaxaaH B Poccuiickoit @enepamun” (Cobpanue 3akoHomaTenscTBa Poccuiickoit
@enepanum, 2011, N 48, ct. 6724; 2016, N 1, cT. 9, 28; 2017, N 31, cT. 4791).

2. Ha3zHaueHue JIeKapCTBEHHBIX MPENapaToB OCYILECTBIIAETCS JIeHallMM BpadoM, (erabamiepoM,
aKyIIEpKOH B CIy4yae BO3JIOXKEHHMS Ha HUX MOJIHOMOYHMH JIEYALETO Bpada B HOPAIKE, YCTAHOBJIEHHOM
puKazoM MUHHCTEpPCTBA 3paBOOXPAHEHHs U COLMAJIBHOTO pa3BuTHs Poccuiickoit @enepanuu ot 23
mapra 2012 1. N 2528 "OO yrtBepxaenunu [lopsiaka Bo3yokeHHs Ha (Qenpamiepa, aKylepKy
PYKOBOAMTENIIEM  MEAMIMHCKOM  OpPraHM3aluy  IIpM  OPraHM3aluy  OKa3aHus  [EPBUYHOU
MEJIMKO-CAHUTAPHOM MTOMOIIM U CKOPON MEIUIIMHCKOM IMOMOIIM OTACIbHBIX (DYHKIIHI Jiedaliero Bpaya
10 HEMOCPEACTBEHHOMY OKa3aHHIO MEAMLMHCKON MOMOIIM NAlMEeHTy B NEepHOJ HAOIIOAEHUS 32 HUM U
€ro JICYECHHUs, B TOM YHUCJIE IO HA3HAYECHUIO M IPUMEHEHHUIO JIEKAPCTBEHHBIX IPENAapaToB, BKIOYAs
HapKOTUYECKUE JIEKApPCTBEHHBIE IpenapaTbl M ICUXOTPOIIHBIE JIEKAPCTBEHHBIE Ipenaparbl’ <2>,
UHAUBUAYAIbHBIMU MPEANPUHUMATENSAMY, OCYLIECTBIISIOIMMU MEIULMHCKYIO JEATENbHOCTh (Hanee -
MEJUIIMHCKUE paOOTHUKN).

<2> 3apeructpupoBad MunuctepctBoM toctuiiuu Poccuiickoit ®@eneparuu 28 anpenst 2012 r.,
peructparmonuslii N 23971, ¢  u3MEHEHHUSMH, BHECEHHBIMH TMpHKa3oM MUHHUCTEpCTBA
3npaBooxpaneHus Poccuiickoir ®eneparuu ot 31 okrabps 2017 r. N 882 (3apeructpupoBaH
MunuctepctBoM toctuninu Poccuiickoit @enepanuu 9 ssuBaps 2018 r., peructpanuonnsiii N 49561).

3. CBeaeHuss O Ha3HAUYEHHOM JIEKQpPCTBEHHOM IIperapare (HauMEHOBaHHE JIEKapCTBEHHOTO
npernapara, A03UpOBKa, CIIOCOO BBEAECHUS W NMPUMEHEHHs, PEeXXUM JI03UPOBAHUSA, MPOJOKUTENBHOCTh
jJeyeHUss U OOOCHOBaHME Ha3HAU€HMsI JIEKApPCTBEHHOTO Iperapara) BHOCSATCS MEIULMHCKUM
pa60THI/IKOM B MCIUIIUHCKYIO NOKYMCHTAIUIO IMAllUCHTA.

B ciyuasx, ykasaHHbIX B myHKTax 9 - 12 nHactosmiero Ilopsaka, MeIWIMHCKHIA pPaOOTHHUK
oopmisier HazHaueHHWE JIEKAPCTBEHHBIX IIPEMapaToB, B TOM YHWCIE TOMJIEKAIINX H3TOTOBJICHUIO H
OTIYyCKY alT€YHbIMU OpraHu3alusMU (Jajee - JIeKapCTBEHHbIE IpenapaTbl WHAMBUAYAIbHOTO
W3TOTOBJICHHS), HA pEelenTypHOM OnaHKe, 0(hOpMICHHOM Ha OyMa)KHOM HOCHTENE 3a CBOEH MOIUCHIO
(manee - peuent Ha OyMaXHOM HoOcHTene), W (WJIM) C COIJIacHsl MalMeHTa WIH €ro 3aKOHHOTO
npeacTaBuTeNs <3> Ha pelenTypHoM OaHke B (opMe JIEKTPOHHOTO JOKYMEHTA C HCHOJIb30BAHHUEM
YCHJICHHOW KBAJTM(UIIMPOBAHHOMN 3IEKTPOHHON TOIIMUCH METUIIMHCKOTO paboTHHKA (Jajiee - Perent B
(hopMe AIEKTPOHHOTO JOKYMEHTA).
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<3> B OTHOIIECHUH JUIa, yKa3aHHOTO B yacTu 2 ctatbu 20 dexepanbHOro 3akoHa ot 21 HOsAOps
2011 r. N 323-®3 "OO6 ocHOBax OXpaHbI 3[I0pOBBs rpaxkaaH B Poccuiickoit @enepanuu” (Cobpanue
3akoHonarenscTBa Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2013, N 48, ct. 6165; 2017, N 31,
cT. 4791).

Penient B (hopme 31IEKTPOHHOTO JOKYMEHTA, COAEpKAIIMii Ha3HAYCHHE HAPKOTUYECKUX CPEICTB
WIM TICUXOTPOIHBIX BEIECTB, MOMAMUCHIBACTCS C HCIOJIB30BAHUEM YCHJICHHON KBATH()HUIIMPOBAHHON
ANIEKTPOHHOMN MOJIITMCH JICUYAIlero Bpavya Wik (elbaiepa, akymepku, Ha KOTOPBIX BO3JI0KEHBI (PYHKIIUN
Jieyaliero Bpaya, 1 COOTBETCTBYIOIICH MEIUIIMHCKON opraHu3anuu <4>,

<4> Yactp | crateu 26 @enepanbHoro 3akoHa ot 8 sHBapsa 1998 r. N 3-®3 "O HapKOTHYECKUX
CpeacTBax U NMcuxoTpomnHbix BemecTBax" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit denepamnuu, 1998,
N 2, ct. 219; 2003, N 27, cT. 2700; 2011, N 49, cT. 7019; 2013, N 48, c1. 6165; 2016, N 27, cT1. 4238;
2017, N 31, ct. 4791).

Odopmienue peuentoB B popMe JIEKTPOHHBIX IOKYMEHTOB OCYIIECTBIISIETCS B CiIydae MpUHSATUS
YIOJIHOMOYECHHBIM OpPraHOM HCIIOJTHHUTEIBHOW BJIacTH cyObekTta Poccuiickorn ®enepanuun B
COOTBETCTBUM C HyHKTOM 4 crtatbu 6 PenepanmbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "O6
OOpallleHnn JIEKapCTBEHHBIX cpelcTB" <5> permieHUs 00 HCMONb30BAHMU HAa TEPPUTOPUHM CyOBEKTa
Poccuiickoit @enepanun HapsIy C pelentaMH Ha JIEKapCTBEHHBIE Iperaparbl, o(pOpMIICHHBIMH Ha
OyMa)XHOM HOCHTEJIe, peIeNnTOB Ha JEKapCTBEHHbIE IpenapaTsl, C(HOPMHPOBAHHBIX B (opme
ANEKTPOHHBIX IOKYMEHTOB.

<5> Cobpanue 3akoHoaarenbcTBa Poccuiickoit @eneparun, 2010, N 16, ct. 1815; 2012, N 26, cr.
3446; 2017, N 31, ct. 4791.

4. Ilpu BbINKMCKE MalUUEHTa W3 MEAMIMHCKOM OpraHu3allid, B KOTOpPOM €My OKa3blBajlach
MEJIUIIMHCKAsT TIOMOIIb B CTAallMOHAPHBIX YCIOBHUAX, TAHHOMY TAIMEHTY IO PEIICHUIO PYKOBOJIUTES
MEIMIIMHCKOW OpraHW3allii Ha3HAYaroTCs ¢ 0(hOpMIICHHEM perienTa B (hOpMe JIEKTPOHHOTO JOKYMEHTA
u (unn) Ha OyMa)kHOM HocuTesle (3a HUCKIIOYeHHeM O(OpMIIeHUS PEIEeNTOB Ha JIEeKapCTBEHHbBIC
mpemapaTsl, MOAJIeKaIIue OTIMYCKY OECIUIaTHO WJIM CO CKUAKOM) MO0 BBIAAIOTCS (MAIlMEHTY WM €ro
3aKOHHOMY TPEJCTABUTENI0) OJHOBPEMEHHO C BBIUCKON W3 HUCTOPUH OOJIC3HH JIEKAPCTBEHHBIC
npenaparsl, B TOM YHCII€ HAPKOTUYECKUE W TICUXOTPOITHBIE JIEKAPCTBEHHBIE MpernapaThl, BHECEHHBIE B
conucku I w [l mepedHs HAPKOTUYECKHX CPEJICTB, MCHXOTPOITHBIX BEIIECTB M HMX MPEKYyPCOPOB,
noJyiexanux KoHTposito B Poccuiickoit denepainyu, yrBepKI€eHHOTO TocTaHOBIeHHEM [IpaBuTenbcTBa
Poccuiickoit @epepaunn ot 30 utona 1998 r. N 681 <6> (nmanee - IlepeueHs), CUIBHOACUCTBYIOIINE
JIEKapCTBEHHbIE MTpenaparThbl, Ha CPOK NMpUEMa MaALUEHTOM J0 5 THEH.

<6> CoOpanme 3akoHomarenbcTBa Poccmiickoit @enepammu, 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, cT. 6572;
2010, N 3, ct. 314; N 17, ct. 2100; N 24, ct. 3035; N 28, ct. 3703; N 31, ct. 4271; N 45, cr. 5864; N
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50, cT. 6696, ct. 6720; 2011, N 10, cT. 1390; N 12, cT. 1635; N 29, cT. 4466, cT. 4473; N 42, cT. 5921; N
51, ct. 7534; 2012, N 10, ct. 1232; N 11, c1. 1295; N 19, cT. 2400; N 22, cTt. 2864; N 37, ct. 5002; N
41, cT. 5625; N 48, c1. 6686; N 49, cT. 6861; 2013, N 6, cT. 558; N 19, cT1. 953; N 25, cT. 3159; N 29, cT.
3962; N 37, ct. 4706; N 46, cT. 5943; N 51, cT. 6869; 2014, N 14, cT. 1626; N 23, ct1. 2987; N 27, cT.
3763; N 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, ct. 5182; 2018, N 27, cT. 4071.

5. Ha3HayeHume JEKapCTBEHHBIX TMpENapaToB TMPH OKa3aHUM MEIUIMHCKOH IOMOIIM B
CTallMOHAPHBIX YCIOBUSX B TpPeOOBaHUSAX-HAKIAIAHBIX, HANpPaBISIEMbIX B aNTEYHBIE OPTraHU3AIUM,
SIBJISTFOIINECS] CTPYKTYPHBIMH TTOJIPA3/ICICHUSIMU MEIUIIMHCKONH OpPTaHU3aIllH, B KOTOPOW OKa3bIBACTCS
MEIUIMHCKAs TTOMOIIb, OCYILECTBIISIETCSI B COOTBETCTBUM ¢ WHCTpYKIMEH O MOPSIKE BBITHCHIBAHUS
JIEKapCTBEHHBIX IpEnapaToB M O(GOPMIIEHHS pPELENTOB W TpeOOBaHMK-HAKIATHBIX, YTBEPIKICHHON
NpHUKa3oM MHHHCTEPCTBa 3paBOOXPAHEHUS M COLMaIbHOrO pasButusi Poccuiickoir ®@enepanuu ot 12
¢despanst 2007 r. N 110 "O mnopsake Ha3HAYEHUS W BBIMUCHIBAHHS JIGKAPCTBEHHBIX IPENapaToB,
W3JeNMH MEUIIMHCKOTO Ha3HAYCHUS U CIICIHATN3UPOBAHHBIX TPOIYKTOB JiedeOHOro muTanus" <7>.

<7> 3apeructpupoBad MunucrepctBoM toctuiiuu Poccuiickoit ®@eneparuu 27 anpenst 2007 r.,
peructpauvonHelidi N 9364, ¢ uU3MEHEHMsSIMHM, BHECEHHBIMH IIpUKa3amMu  MuHuUCTEpCTBa
3/IpaBOOXpAaHEHUs M couuanbHOro passutus Poccuiickoir ®@enepanuu ot 27 asrycra 2007 r. N 560
(3apeructpupoBan MuHnuctepctBoM toctuniuu  Poccuiickoit ®enepanuu 14 centsiops 2007 1.,
peructpauonHelii N 10133), ot 25 cenrsa6pst 2009 r. N 7941 (3apeructpupoBan MuHHCTEPCTBOM
toctutiuu Poccuiickoit @eneparun 25 Hoa0pst 2009 r., peructpanuonssiii N 15317), ot 20 sauBaps 2011
r. N 131 (3apeructpupoBan MuHucTepcTBOM toctuiiuu Poccuiickoit deaepanmu 15 mapra 2011 1.,
peructpanuonusiii N 20103), mpukazamu MunmncTepcTBa 3apaBooxpanenus Poccuiickoit denepaiuu ot
1 aBrycra 2012 r. N 541 (3apeructpupoBaH MunuctepcTBoM toctuiuu Poccuiickont ®enepannn 15
asrycra 2012 r., perucrpaunonssii N 25190), ot 26 ¢espans 2013 r. N 94n (3apeructpupoBan
MunuctepctBoM toctuninu Poccuiickoit @eneparuu 25 urons 2013 r., peructpannonsbiii N 28881).

6. Ha3nauenue JICKApCTBCHHEBIX IIp€HapaToB OCYHICCTBIACTCA MCIUIMHCKHUM pa6OTHI/IKOM 10
MCKAYHAPOAHOMY HCIIATCHTOBAHHOMY HAMMEHOBAHUIO, a IIPU €T0 OTCYTCTBUH - I'PYNIIUPOBOYHOMY HIIN
XUMHUYCCKOMY HAaMMCHOBAHMUIO. B cjiydac OTCYTCTBUA  MCKIAYHAPOAHOIO HCIMATCHTOBAHHOI'O
HAaNMMCHOBAHUA W TPYHIIMPOBOYHOI'O HJIM XUMHUYCCKOIO HAMMCHOBAHUA JICKAPCTBCHHOI'O IIpcIiapara,
HeKapCTBeHHBIﬁ npenapar Ha3Ha4YacTCcsa MEAUIUHCKUM pa6OTHI/IKOM I10 TOProBOMYy HAaMMCHOBAHUIO.

KoncynprantlIntoc: npumeyanue.

Ecnu manueHTy B cTalpoHape BpaueOHOM KOMHCCHEH Ha3HAu€HO JIEKapCTBO C KOHKPETHBIM
TOPrOBbIM HAaMMEHOBAaHMEM, TO INpPH JIEYEHHH €ro B MHOM CTallMOHape WM aMmOyJaTOpPHO emy
Ha3zHavaeTcs Mpenapar ¢ TeM ke ToprossiM HaumeHoBaHueM ([locranosnenue [IpaButenscta PO or

30.06.2020 N 965).

[Tpy HaNMWYMM MEAMIIMHCKHUX TMOKa3aHWH (MHIUBUAyalbHas HENMEPEHOCHMOCTh, MO KHU3HEHHBIM
MOKA3aHUsM) TI0 PEHICHHIO BpaueOHOW KOMHCCHU MEAWIIMHCKOW OpraHu3aluu <8> OCYIIECTBIISCTCS
Ha3HaYeHue M odopmIileHWe HA3HAYCHHs JICKAPCTBEHHBIX MPEMapaToB, HE BXOMASAIIUX B CTaHAAPTHI
MEJIMIIMHCKOM MTOMOIIH, pa3paO0TaHHBIX B COOTBETCTBUU C MYHKTOM 4 cTaThu 10 deaepanbHOro 3aKkoHa
or 21.11.2011 N 323-®3 "OO0 ocHOBax OXpaHbl 370pOBbs TpaxkaaH B Poccuiickoit @enepanun" <9>,
IO TO TOPrOBBIM HAaWMEHOBaHUSAM. PelieHue BpaueOHOW KOMHUCCHHM MEAMIIMHCKOW OpraHHM3aIlid
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¢bukcupyercs B MEIULIMHCKOHN IOKYMEHTALIMH MAalMeHTa U B )KypHalle BpaueOHON KOMUCCHH.

<8> [Ipuka3z Munzapasconpaszputust Poccun ot 5 mast 2012 r. N 5021 "O6 yTBep»KA€HUH MOPSAIKA
CO3/1aHHS U JIEATENBHOCTH BpaueOHONW KOMHUCCUM MEAMIMHCKOM opraHu3anuu’ (3aperucTpupoBaH
Muntoctom Poccun 9 uronst 2012 r., peructpanuonsbsii N 24516), ¢ U3MEHEHMSIMH, BHECEHHBIMU
npuka3zom MunzapaBa Poccun ot 2 nexadps 2013 r. N 8861 (3apeructpupoBan Munroctom Poccuu 23
nexabpst 2013 r., peructpanmonnsiii N 30714).

<9> CobOpanue 3akoHoaarenscTBa Poccuiickoit @eneparum, 2011, N 48, ct. 6724; 2014, N 49, cr.
6928; 2017, N 31, ct. 4791, 2018, N 53, cT. 8415.

7. Ha3znaueHue JeKapCTBEHHOrO Ipernapara B perente Ha OyMa)kHOM HOCHUTENEe WM pPEeLenTe B
(dbopMe HJIEKTPOHHOTO JOKyMeHTa odopmisercs Ha HWMs MalMeHTa, A KOTOPOro IpelHa3HauyeH
JIeKapCTBEHHBIN Mpemnapar.

Peniennt Ha GymakHOM Hocutene, oOpMIIEHHBIH Ha peuentypHoMm Omanke ¢opm N 107-1/y, N
148-1/y-88, N 148-1/y-04 (11), yTBepKIE€HHBIX HACTOALINM NPHUKA30M, @ TAKXKE peIenT Ha OyMaKHOM
HocuTene, oopmieHHBIH Ha perentypHoM Omanke (opmber N 107/y-HII, yTBepkaeHHON HpuKa3om
MunuctepctBa 3apaBooxpaHenust Poccuiickoit ®enepauun ot 1 asrycra 2012 r. N 54u "OO
YTBEpXKICHUU (POpMBbI OJAHKOB PELENTOB, COAEPXKAIIMX Ha3HAuYE€HHE HAPKOTUYECKUX CPEICTB WU
TICUXOTPOITHBIX BELECTB, MOPAAKA UX U3TOTOBJICHHUS, PACIpeeNeHHs], pETUCTPALUY, YUeTa U XpaHEeHus,
a Taxke npasui opopmienus” <10> (manee - popma N 107/y-HII), MoxkeT ObITh MOTYUEH MALUECHTOM,
€r0 3aKOHHBIM MPEICTABUTENIEM HITH JIUIIOM, HMEIOLTIM O(OPMIICHHYIO B COOTBETCTBUH C I'PAXKTAHCKHM
3aKoHoarenbcTBOM Poccuiickon denepanuy T0BEPEHHOCTh OT MAIlMEHTa HA IPABO MOJIYYEHUS TAKOTO
perenita (anee - yrmoaIHOMOYEHHOE JIUIIO).

<10> 3apeructpuposan Munucrepctsom roctuuuu Poccuiickoin @enepanuu 15 asrycra 2012 r.,
peructpauvonHelidi N 25190, ¢ u3MeHeHus MM, BHECEHHBIMM IpuKa3aMuM MUHUCTEpCTBA
3npaBooxpanenus Poccuiickoit ®enepanuun ot 30 wurons 2015 r. N 385 (3apeructpupoBaH
MunuctepctBoM toctuniuin Poccuiickoit @enepanuu 27 Hoa0ps 2015 r., peructpanuonasii N 39868),
ot 21 anpens 2016 r. N 2541 (3apeructpupoBad MunucrepctsoM roctuiinu Poccuiickoit denepanun 18
utosgs 2016 1., peructpanvonHbpii N 42887), ot 31 oktsa6ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM roctuiuu Poccuiickoit @eneparun 9 ssuaps 2018 r., peructpanuonssiii N 49561).

Penient B hopMe 3IEKTPOHHOTO JOKyMEHTa (POPMUPYETCS ¢ MCTOIB30BAHUEM TOCYIapCTBEHHON
nH(pOpMallMOHHONW cucTeMbl B cepe 3apaBooxpaHeHust cyObekta Poccuiickoit denepaunu,
MEUIIMHCKOW MH(POPMAIIMOHHON CUCTEMBI METUIIMHCKOM opranu3anun <1 1>,

<11> Cratbu 91 u 91.1 ®exnepanbHoro 3akoHa oT 21 HosOps 2011 roma N 323-d3 "O6 ocHoBax
OXpaHbl 370poBbs rpaxaaH B Poccuiickoit ®enepamuu” (Cobpanue 3akoHoaatenscTBa Poccuiickoit
@enepanuu, 2011, N 48, ct. 6724; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; N 39, ct. 4883; N 48, cr.
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, c1. 4397; 2016, N 1, cT. 9, 28; N 15, cT. 2055; N 18, cT. 2488; N 27, cT. 4219; 2017,
N 18, ct. 2663; N 31, cT. 4794).
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@akT BBIAYM peLEeNTa Ha JICKapCTBEHHBIM IIpenapar 3aKOHHOMY IIPEACTAaBUTEIIO WIH
YIIOJIHOMOYEHHOMY JIUITY (PUKCHPYETCS B MEUIIMHCKON JOKYMEHTAIIUH MAI[ICHTA.

8. MenuuHCKIM pabOTHHKAM 3ampeniaeTcsi opopMIIITh PELENTh MPH OTCYTCTBUHU y TAIMEHTa
MEIMIMHCKUX I[I0KA3aHWM; Ha HE3aperuCTPUpPOBAHHBIE JIEKApCTBEHHBbIE Ipenaparsl <12>; Ha
JIEKapCTBEHHBIE IIPENapaThl, KOTOPBIE B COOTBETCTBUH C MHCTPYKLMEH 110 MEAULIMHCKOMY IIPUMEHEHUIO
IIpeAHAa3HAYEeHBbl U IPUMEHEHHUS TOJIBKO B MEJUIMHCKUX OpraHU3allisX; Ha HAPKOTHUYECKUE CPEACTBA
U TICUXOTPOIIHbIE BELIECTBA, BHECEHHbIE B cnucok Il IlepedHs, 3aperucTpupoBaHHBIE B KadecTBE
JIEKAPCTBEHHBIX IIPENApPaTOB, B LEIAX IPUMEHEHU IS JICYCHNS] HADKOMaHUH.

<12> Pemenue Cosera EBpazuiickoii skoHOMHYeCKOI kKomuccuu ot 3 HosiOps 2016 r. N 78 "O
[IpaBunax perucTpalvud M 3KCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB A MEIUIMHCKOIO NpUMEHeHus"
(ounmanpHBIN caliT EBpa3uiickoro S5KOHOMHUYECKOTO coro3a http://www.eaeunion.org/, 21 HosiOps 2016
r.). CraThs 13 ®enepanpHoro 3akona ot 12 ampenst 2010 r. N 61-®3 "OO6 obparieHnH JIeKapCTBEHHBIX
cpenctB ans MenunuHckoro mpumeHeHus" (CoOpanue 3akoHonmatenbcTBa Poccuiickoit denepanuu,
2010, N 16, ct. 1815; 2015, N 29, ct. 4367; 2018, N 24, ct. 3407).

WuauBuayanbHbIM — IOPEIIPUHAMATENSIM, OCYIIECTBIISIIOIIMM — MEIULUHCKYIO JAEATEIbHOCTb,
JIONIOJTHUTEIBHO K TpeOOBaHUAM, yKa3aHHbIM B a03alle MEepBOM HACTOSLIETO ITyHKTa, 3alpelaeTrcs
o(opMIIATH perenTsl Ha HAPKOTUYECKHE CPEICTBA U NICUXOTPOITHBIEC BEIECTBA, BHECEHHbBIE B crIUCcKy 11
u Ul Ilepeuns (najiee - HAPKOTHUUYECKHE U IICUXOTPOIIHBIE JIEKapCTBEHHbIE Mpenaparbl cnuckos I u [
[lepeuns).

9. Ilpn Ha3HaYeHUM HAPKOTHYECKHX M INCUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB crmcka Il
Ilepeuns, 3a UCKIIOYEHHEM JIEKAPCTBEHHBIX IIPENAPATOB B BHUJE TPAHCAECPMAIBHBIX TEPANEBTUYECKUX
CUCTEM M JIEKapCTBEHHBIX IIPENAapaToB, COAEPXKAILMX HAPKOTHYECKOE CPEICTBO B COYETAHUU C
AQHTarOHUCTOM OINHUOUIHBIX PELENTOPOB, pELENnThl Ha OyMaXHOM HocHuTenae oQOopMIIIOTCS Ha
peuentypHoM Onanke Gopmer N 107/y-HIT.

10. Peuentypasriii 6mank ¢popmsl N 148-1/y-88 odopmitsercst npu Ha3HAYESHUU:

1) HapKOTHMYECKHX M TCUXOTPOIHBIX JIEKapCTBEHHBIX MpenapaToB crucka Il Ilepeuns B Buae
TPAHCIAEPMAJIBHBIX TEPANCBTUYECKUX CHUCTEM, HAPKOTUYECKUX JICKapCTBEHHBIX IpernaparoB cnucka Il
Ilepeunsi, copepXkalmux HApPKOTHUYECKOE CPEICTBO B COYETAHMM C AHTAarOHUCTOM OIMOMIHBIX
peLenTopoB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cuucka 11 [Tepeuns;

2) JIeKapCTBEHHBIX IMpENapaToB, 00JIaAIOMUX aHAOOIMYECKON aKTUBHOCTBIO (B COOTBETCTBUH C
OCHOBHBIM (bapmMaKoIOTHIECKUM TECTBUEM ) " OTHOCSIITIXCS o
aHaTOMO-TEparneBTHUECKO-XUMUYECKON Kilaccu(rKaluy, peKoMeH10BaHHON BecemupHoii opranu3zamueit
3npaBooxpaHeHus (manee - ATX) <13>, k anabonmmueckuMm crepowmam (koxm Al4A) (mamee -
JIEKapCTBEHHbIE Mpernaparhl, 00Iagaronme aHaboIMUYeCKOH aKTUBHOCTBIO B COOTBETCTBUU C OCHOBHBIM
(apMaKoJIIOTHYECKUM JICHCTBHEM);

<13> Crartes 18 ®denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®@3 "O6 obpamieHun
JIEKapCTBEHHBIX CPENICTB JuUIsi MeaunuHcKoro nmpumeHeHus" (CoOpanue 3akoHOaTeNbCTBA Poccuiickoi
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®enepauun, 2010, N 16, ct. 1815; 2014, N 52, ct. 7540).

3) JIeKapCTBEHHBIX MPENaparoB, YKa3aHHBIX B IMyHKTe S5 [lopsiaka oTmycka QU3MYECKUM ITUIAM
JIEKApCTBEHHBIX MPENapaToB Il MEIUIIMHCKOTO MPUMEHEHHS, COJIePKAIIUX KPOME MaJbIX KOJUYECTB
HapKOTUYECKUX CPENICTB, MCHUXOTPOIMHBIX BEIIECTB M HUX MPEKYpPCOPOB Jpyrue (papMakoIOTHUEeCKHE
AKTHBHBIC BEIIECTBA, YTBEPXKIACHHOTO MPHUKa30oM MHHHCTEPCTBA 3/IpaBOOXPAHEHUS M COIHAIBHOTO
paszButusa Poccuiickoit @egepanuu ot 17 mas 2012 r. N 562 <14> (manmee - Ilopsimok oTmycka
JIEKApCTBEHHBIX MPENapaToB);

<14> 3apeructpupoBadn MuHnucrepctBoM roctuuuu Poccuiickoit ®enepauun 1 urons 2012 r.,
peructpanvoHHbii N 24438, ¢ W3MEHEHHsMM, BHECEHHbIMM IIpuKa3amMu MUHHCTEpPCTBA
3npaBooxpanenus Poccwuiickoit ®eneparun ot 10 wumrons 2013 r. N 369 (3apeructpupoBaH
MunuctepctBoMm toctuiuu Poccuiickoit ®enepauuu 15 urons 2013 r., peructpanuonnsiii N 29064), ot
21 asrycra 2014 r. N 4651 (3apeructpupoBan MunuctepcTBoM toctuiuu Poccuiickoit denepanuu 10
centsiops 2014 1., peructpammonnsiii N 34024), ot 10 centsiops 2015 . N 634H (3apeructpupoBan
MunuctepctBoMm roctunmu Poccuiickoit @enepanuu 30 centsiops 2015 r., peructpannonssiii N 39063),
otT 31 oktsa0ps 2017 r. N 882H (3apeructpupoan MunucrepctBoM toctuiiuu Poccuiickoit @enepanuu
9 ssaBaps 2018 r., peructpannonnbiii N 49561).

4) nexapCTBEHHBIX NPENAapaTOB WHIWBHUIYAJIBbHOTO HM3TOTOBIIEHUS, COAEPXKAIIUX HAPKOTUYECKOE
CPeACTBO WJIM NCUXOTporHoe BemecTBo cuucka Il Iepeuns, u npyrue ¢papMakoIoru4eckue aKTHBHBIC
BEIIECTBA B [103€, HE MPEBBIIAIONIECH BBICIIYKD pa3OBYI0 J03Y, M MPH YCIOBUH, 4YTO 3TOT
KOMOMHHPOBAHHBIA JIEKAPCTBEHHBIM TMpenapar He SBISETCS HAPKOTHUECKUM WM TCHUXOTPOIHBIM
JIEKapCTBEHHbIM npenaparoM cnucka I [lepeuns;

5) nexkapcTBEHHBIX TPEMaparoB, NOMISKAIIUX MPEIMETHO-KOJMYECTBEHHOMY Y4YeTy, He
NEPEUYMCICHHBIX B MOMANYHKTaX | - 4 HacTOsIIEro MyHKTa (3a MCKIIOYEHHUEM JIEKapCTBEHHBIX
IIPENnapaToB, OTIIYCKaEMbIX 0O€3 peLenTa).

11. Pentenrrypubiit 6mank hopmber N 148-1/y-04 (1) opopmitseTcss mpu Ha3HAYCHUU JIEKAPCTBEHHBIX
MpenapaToB rpak/aHaM, WMEIOIIMM IMPaBO Ha OECIUIaTHOE TOJMyYEeHHE JIEKAPCTBEHHBIX TMPEMapaToB
WM MOJIyYeHHE JIeKapCTBEHHBIX MPENapaToB CO CKUAKOM.

12. Penentypusiit 61ank ¢popmel N 107-1/y odopmisieTcs nmpu Ha3HAYSHUHU:

1) nexkapcTBEHHBIX IpenapaTroB, yKa3aHHBIX B NyHKTe 4 Ilopsaka oOTHmycKa JeKapCTBEHHBIX
IIpenapaTos;

2) nexapcTBEHHBIX IIPENapaToB, HE YKa3aHHbIX B MyHKTax 9 - 11 Hactosmero [opsaxa.

13. IIpu Ha3Ha4YeHNM JIEKAPCTBEHHOIO Mpenapara WHINBHUIYalbHOIO U3TOTOBJIEHUS B PELENTE Ha
Oyma)kHOM Hocutene u (win) penente B (GopMe HIEKTPOHHOIO JIOKYMEHTa HAauMEHOBaHMS
JIEKapCTBEHHBIX IPENaparoB, BKIIOYEHHBIX B IEPEUYECHb JIEKAPCTBEHHBIX CPEACTB IS MEAUIMHCKOIO
MIPUMEHEHHUS, MOJUIEKAIIMX IPEIMETHO-KOJIMYECTBEHHOMY YyueTy <I15> (nmanee - JIeKapCTBEHHBIE
npenapaTsl, BKIo4eHHbIE B niepedeHb [IKY), ykas3biBaioTcs B Hauaje pelenta, 3aTeM - BCe OCTajbHbIE
VWHI'PEIUEHTBI.
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<15> Ilpuka3z MunucrepctBa 3npaBooxpanenus Poccuiickoit @eneparuu ot 22 anpens 2014 r. N
183u "OO yTBepKIEHUM TEpeyHs JIEKAPCTBEHHBIX CPEACTB JUIS MEIUIIMHCKOTO MPUMEHEHUS,
MOJJIEKAIUX PEIMETHO-KOIMYECTBEHHOMY YydeTy" (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepannn 22 urong 2014 r., peructpaunonssiii N 33210), ¢ u3MeHEHUsIMU, BHECEHHBIMU
npukazaMu MuHucTepeTBa 3apaBooxpanenus Poccuiickoit @eneparun ot 10 centsiops 2015 r. N 634u
(3apeructpupoBan MunuctepctBoM roctuiuu  Poccuiickoit ®Depepanmu 30 centsiops 2015 r.,
peructpanonssiii N 39063), ot 31 oktsa6ps 2017 r. N 882n (3apeructpupoBaH MHUHHUCTEPCTBOM
toctuuuu Poccuiickoit @enepanuu 9 suBaps 2018 r., peructpaunonnsiii N 49561), ot 5 anpens 2018 r.
N 149u (3apeructpupoBan MunucrepctBoMm roctunuu Poccuiickoit ®epepauun 3 mas 2018 r.,
peructpauronHelii N 50961), ot 27 wurons 2018 r. N 471n (3apeructpupoBaH MuHHCTEPCTBOM
roctunu Poccuiickoit @enepanuu 14 aprycra 2018 r., peructpanronssiii N 51885).

14. Tlpn Ha3HAYeHMH JIEKApCTBEHHOTO IMpemnapaTa B perente Ha OyMaKHOM HocuTene M (WiM)
peuente B (GopMe 3IEKTPOHHOTO JOKYMEHTa 3alpelacTcs MPEeBBIIIaTh KOJUYECTBO HAPKOTUYECKHX
CPEACTB WM IICUXOTPOIHBIX BEIIECTB, KOTOPOE MOXET OBITh BBINMCAHO B OJHOM pELEITe,
ycTaHOBJIeHHOE npuiokeHneMm N 1 k Hactosuemy [lopsaxy, 3a MCKIIFOUEHHEM CIIy4aeB, YKa3aHHBIX B
nyHkTax 16 u 25 nacrosimero [lopsnaka.

15. ITpn Ha3HAYEHUHM JIEKAPCTBEHHBIX IMPENapaToB, BKIOYEHHBIX B nepedyeHb [IKY, no3a koTopbix
MPEBBIIIACT BBICIIUN OJHOKPATHBIA MpHEM, MEIULIUHCKUNA pabOTHUK 00O03HadaeT 03y 3TOTO
JIEKapCTBEHHOTO Tpernapara B perente Ha OyMaKHOM HOCHUTEIE MPOIUCHI0 C MPOCTaBICHHEM
BOCKJIMIIATENILHOTO 3HAaKa W (WJIM) MPOCTABISET BOCKIUIATENLHBIN 3HAK TIpH O(QOpPMIIEHUHU perenTa B
(hopMe AIIEKTPOHHOTO JTOKYMEHTA.

16. KonmnuecTBO Ha3HaYEHHBIX JIEKAPCTBEHHBIX IIPENapaToB, BKIOUYECHHBIX B Iepedenb [IKY, npu
OKa3aHUM MalMeHTaM, HYXJAIOIMMCS B JJIMTEIBHOM JICYEHUU, NEPBUYHOM MEIUKO-CAHUTAPHOMN
MOMOIIY ¥ TAJJTUATUBHOW MEIUIIMHCKON MOMOIIM MOXET OBITh YBEIWYEHO C YYETOM KIMHUYECKHX
pexoMeHaanuil He Oojiee 4yeM B 2 pa3a 10 CPaBHEHUIO C KOJIMYECTBOM HAPKOTHUYECKUX CPEACTB HIIU
MICUXOTPOITHBIX BEIIECTB, KOTOPOE MOKET OBITh BBIMCAHO B OJHOM pEIENTe, YCTaHOBICHHBIM
npunioxkenueM N | k Hacrosmemy [lopsnaky.

(B pen. llpukaza Munzapasa Poccuu ot 11.12.2019 N 1022H)

B ciyudasx, npenycMOTpeHHbIX a03alieM NepBbIM HACTOSIILET0 IyHKTa, Ha pelenTax Ha OyMaKHOM
HocuTelne npousBoauTcs Haanuch "[lo crnennanbHOMY Ha3HA4eHHIO", OTJENBHO 3aBEPEHHAas! MOIMUCHIO
MEJIULMHCKOrO paOOTHUKA M TeYaThio MEIUIMHCKOW opranu3zauuu "Jyis peuenToB", Ha pelentax B
¢dopMe DIIEKTPOHHOTO JOKyMEHTa mpou3BoauTcss oTMmerka "Ilo crenmumanpHOMYy HazHaueHHIO" ¢
MIPOCTABIICHHEM YCHUJICHHOW KBaJTH(PHUIIMPOBAHHON JIEKTPOHHOM MOAMUCH MEAUIIMHCKOTO PabOTHHUKA.

17. CocraB nekapCTBEHHOTO Mperapara, JIeKapcTBeHHas (opma u oOparieHue MEIUITTHCKOTO
paboTHUKa K (apMalleBTUYECKOMY PabOTHHKY 00 OTIIyCKE JIEKapCTBEHHOT'O IperapaTa o(popMIsIoTCs
HAa JIATUHCKOM SI3bIKE B POAUTEIHLHOM MaJeKe.

[Ipu odopmieHHH penenTypHBIX OJAHKOB JOMYyCKAaeTCsl HWCIONIb30BaHUE COKpamieHud (
npuioxenue N 2 k Hactosiemy [lopsaxy).

[lpn Ha3zHaueHMM JIEKapCTBEHHOTO Mperapara He [OIYyCKaeTCs COKpalleHHe OJIM3KHX 110
HAaUMEHOBAHMSIM HMHIPEIMEHTOB, COCTABJISIONIMX JIEKAPCTBEHHBIN Mpernapar, He IO3BOJSIONINX
YCTQHOBUTh, KAKOW MMEHHO JIEKapCTBEHHBIH ITpenapar Ha3HAyYeH.
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18. Crioco6® nmpuMeHeHus JeKapCTBEHHOTo Ipemnaparta 0003HayaeTcs ¢ yKa3aHueM J103bl, 4YaCTOTHI,
BPEMEHM NpUEMa OTHOCUTEIBHO CHa (YTPOM, HAa HOYb) M €r0 JUIMTEIBHOCTH, a AJIS JIEKapCTBEHHBIX
MperapaToB, B3aWMOJEHCTBYIONIMX C MUINEH, - BPEMEHH HMX YHOTPEOJICHUS OTHOCUTEIBHO Ipuema
UM (10 e/bl, BO BPEMS €J1bl, [10CIIE €/1bl).

19. Tlpu HE0OXOAMMOCTH HEMEICHHOTO MJIM CPOYHOTO (B TEUEHHUE JIBYX pabOUYMX THEH) OTITyCKa
JIEKapCTBEHHOI'0 IMperapara MNalUeHTy B BEpxXHEHl dacTu perenta Ha OyMa)kKHOM HOCHUTENE
MPOCTaBJISAIOTCS 0003HaYeHus "cito" (cpouHo) unm "statim" (HemeaneHHo). AHATOTHYHbIE 0003HAUCHUS
MIPOCTABJISIOTCS B BUAE OTMETOK MPH 0(OpMIICHHUH perenTa B (hopMe IIeKTPOHHOTO JOKYMEHTA.

20. IIpu oopmiieHnN Ha3HAYSHUS TOTOBOT'O JIEKAPCTBEHHOTO IMperapara B perente Ha OyMaKHOM
HOCHUTENE WM peuente B (opMe 3IIEKTPOHHOIO JOKYMEHTa KOJIMYECTBO JEHCTBYIOLIMX BEIIECTB
YKa3bIBae€TCS B COOTBETCTBUU C MHCTPYKIHMEW MO MEIUIUHCKOMY HPHUMEHEHUIO JIEKapCTBEHHOIO
npernapara.

[Ipn odopmieHnn Ha3HAYEHHs JEKAPCTBEHHOTO IperapaTa WHIWBHIYaTbHOTO W3TOTOBJICHHS B
peuente Ha OyMa)XHOM HOCUTENIE WJIM perente B (GopMe 3JIEKTPOHHOTO JOKYMEHTa KOJHMYECTBO
TBEPIBIX M CHINy4uX (apMaleBTHYecKux cyOcranumii ykaspiBaercs B rpammax (0,001; 0,5; 1,0),
KHUJIKAX - B MIJUTMJITPAX, TpaMMax M Karisx.

21. Peuentel Ha OyMa)XHOM HoOcHTeNEe, B OpMe AJIEKTPOHHOTO TOKYMEHTa, OOpMIICHHbIE Ha
peuentypaoM Omanke ¢dopmbl N 148-1/y-88 u mnpemHasHadyeHHbIE IS OTIYCKa JIEKApPCTBEHHBIX
MpenaparoB, IPeIyCMOTPEHHBIX MOANYHKTaMu 2 - 5 nyHkTa 10 Hactosmero [lopsiaka, 1edCTBUTENbHBI
B TeueHue 15 aHeit co mHs oQopMIICHUS.

22. Penentel Ha OyMaXHOM HOCHUTENE, B (OpMe DJIEKTPOHHOTO JOKYMEHTa, O(hOpMIICHHBIE Ha
penentypaoM Onanke ¢gopmbel N 148-1/y-04 (1) m mpemHa3HaueHHBIC IS OTITyCKAa JICKAPCTBEHHBIX
IIpenaparoB IpakJaHaM, yKa3aHHbIM B myHKTe 11 HacTosmero Ilopsinka, neictBurensHbl B TeueHue 30
IHEH co OHS OoQOpMIIEHMs, 33 HCKIIOUYEHHEM CiIy4aeB O(GOPMIICHMS peLenTa B COOTBETCTBUU C
nyHkTamu 39 u 40 Hacrosero Ilopsinka, Mpu KOTOPBIX OH ACUCTBUTEJIEH B TeueHUE 15 nHel co IHA
oopmieHus.

(B pen. llpukaza Munzapasa Poccuu ot 11.12.2019 N 1022#)

23. Penentel Ha OyMa)XHOM HOCHUTeENE, B (OpMe DJIEKTPOHHOTO JOKyMEHTa, O(hOpMIICHHBIE Ha
peuentypaoM Osanke ¢Gopmbl N 148-1/y-04 (1) m mpenHa3HaYeHHBIC U1 OTIYCKa JIEKAPCTBEHHBIX
[pernapaToB TpaxkJaHaM, JOCTUTIIMM TI€HCHOHHOIO BO3pacTa, WHBaJIWAaM IEpBOH TpPYIIIbL,
JEeTSIM-UHBANIUAAM, a TaKkKe TpakJaHaM, CTPAJAIOIINM XPOHUYECKHUMH 3a00J€BaHUSMU, TPEOYIOIMUMU
JUTUTETHHOTO KypPCOBOTO JICUCHHsI, IEHCTBUTENbHBI B TeueHune 90 qHeit co THs 0QopMIICHUS.

Jis neyeHHs XpOHMYECKMX 3a00JeBaHMN YyKa3aHHBIM KaTETOPHSIM Tpa)KIaH JIEKapCTBEHHBIC
npernaparsl ¢ 0pOpPMIICHHEM PELENTOB Ha OyMa)KHOM HOCHUTENIE WIHM PELEenToOB B (popMe IEKTPOHHOTO
JIOKyMEHTa MOTYT Ha3Ha4aTbCs Ha Kypc JiedeHns 10 180 nHen.

(B pen. [Ipukaza Munzapasa Poccun ot 11.12.2019 N 1022#H)

24. Penentsl Ha OyMaXHOM HocuTene, B (opMe 3JEKTPOHHOTO JOKYMEHTa, O(hOpMIIEHHBIE Ha
peuentypHoM Onanke ¢opmsl N 107-1/y u mnpeaHa3sHayeHHblE JUIS OTIYCKa JIEKapCTBEHHBIX
IIpenapaToB, IPEeLyCMOTPEHHBIX ITyHKTOM 12 HacTosiero [Topsinka, nelictBurenbHbl B TeueHue 60 nHei
co JTHA 0(hOpMIICHHS.
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[lpy Ha3HAYEeHUH TOTOBBIX JIEKAPCTBEHHBIX IIPENapaToB W JIEKAPCTBEHHBIX IIPEIapaToB
WH/IMBUYaIbHOTO MU3TOTOBJICHUS NAllMEHTaM ¢ 3a00JIeBaHUAMU, TPEOYIOIUMH JITUTEIBHOTO KypCOBOTO
neueHus, ¢ odopmieHueM Ha perentypHoM Onanke ¢opmsel N 107-1/y penenta Ha OymaXHOM
HOCHTENle WM B (OpPME 3JIEKTPOHHOTO JIOKYMEHTAa YCTAHABJIHMBAETCS CPOK JICHCTBUS pelenTa B
Ipezaeax 0 OJHOTO KaJIeHAapHOTO To/a.

B cinyyae ycraHoBieHHsS Cpoka JEWCTBUSA pELENTa B Mpeaenax /0 OJHOr0 roja B perente
npocrasisieTcss otMetka "[lo crenuanbHOMYy HasHaueHHIO", 0003Ha4YaeTcs CPOK JEHCTBUS perenta u
MEPUOIUYHOCTh  OTIyCKAa  JIEKAPCTBEHHBIX  MPEMAapaToB U3  aNTeYHOM  OpraHu3alud  WiIu
WHIAVUBUAYATBHBIM TMPEANPUHIMATEIIEM, UMEIOIINM JIMICH3UI0 Ha (hapMaIeBTHYECKYIO JeATeIbHOCTh
<16> (exeHeNeNbHO, €KEMECSYHO M HHble Mepuoibl). [lOTMONHUTENBHO 3TO YKa3aHHE 3aBepsercs
MOAMKCHIO U TIEYaThI0 MEIUITMHCKOTO PAOOTHHKA, a TAKXKE MEYaThI0 MEIUITMHCKOM opranu3aruu "Iis
petenitoB" (U1 perienTa Ha OyMa)KHOM HOCUTEJIE) WM YCHUIICHHOW KBATH(UIIMPOBAHHOMW AJIIEKTPOHHON
MOJMUCHI0 MEIUIIMHCKOTO PAaOOTHHKA W JIUIA, YIIOJHOMOYEHHOTO 3aBepsTh JNOKYMEHTHI OT HMEHU
MEJUIIMHCKOW OpraHu3aIiy (Ui perenta B GopMe MEKTPOHHOTO JOKYMEHTA).

<16> Ilynkr 47 yactu | crateu 12 denepanpHoro 3axona ot 4 mas 2011 r. N 99-®3 "O
JUIEH3UPOBAHUN OTHAEIbHBIX BUAOB jedrenbHocTu" (CoOpaHue 3akoHoAaTenbcTBa Poccuiickoii
®enepanun, 2011, N 19, cr. 2716; 2012, N 31, ct. 4322; 2013, N 9, ct. 874; N 27, cr. 3477; 2014, N
30, cT. 4256; N 42, cT. 5615; 2015, N 1, c1. 11; N 29, cT. 4342; N 44, ct. 6047; 2016, N 1, cT. 51; 2018,
N 31, ct. 4838; N 32, c1. 5116; N 45, c1. 6841; N 53, cT. 8424).

25. Penentsl Ha TPOW3BOJHBIE OapOUTYpPOBOW KHUCIIOTHI, KOMOMHHUPOBAHHBIC JIEKAPCTBECHHBIC
npenapartsl, CoAepXKaliiue KOACHH (ero CoJih), WHbIe KOMOMHUPOBAHHBIC JICKAPCTBEHHBIC IMpEnaparthl,
MOAJIKAIUE MPEIMETHO-KOJIMUYECTBEHHOMY Y4YeTy, JIeKapCTBEHHblEe Ipenaparbl, 00Jajarolue
aHa0OIMYECKOl aKTUBHOCTHIO B COOTBETCTBUU C OCHOBHBIM (DapMaKOJIOTHUYECKUM NEHCTBHEM, IS
JICYCHUS TAIMEHTOB C XPOHMYECKUMHU 3a00JIEBaHUSMU MOTYT OQOPMISATHCS HAa Kypc JedeHus no 60
JTHEH.

B cinyuae, xorma kypc nedeHus coctamisieT Oosiee 30 JHEHW MOMOJHHUTENBHO B pELENTax Ha
OyMa)xHOM HocHTese Mpou3BoaAnuTcs Haanuch "llo cnenuanbHOMY Ha3HaYeHHIO", 3aBepeHHas MOIUCHI0
MEJIMIIMHCKOTO paOOTHUKA W TeYaThi0 MEIUIMHCKOW opranu3anuu "Jlis penenTtoB", pernenrax B
(dbopMe SIEKTPOHHOTO JOKyMeHTa mpou3BoauTcs oTtMmeTka "llo crenuanbHOMY Ha3HA4eHHIO", C
MPOCTaBJICHUEM yCHJICHHOW KBAIM(DUIIMPOBAHHON JEKTPOHHOM MOMANUCH MEIUIIMHCKOTO paOOTHUKA U
JIM1A, YIIOJTHOMOYEHHOTO 3aBEPSITh IOKYMEHTHI OT UMEHH MEIUIIMHCKON OpraHu3alltu.

(B pen. llpukaza Munzapasa Poccuu ot 11.12.2019 N 1022H)

26. Peuent Ha OyMaXHOM HocuTene, B (QOpMe 3JIEKTPOHHOIO JOKyMEHTa, O(QOPMIICHHBIN C
HapylleHHEeM yCTaHOBJIEHHbIX HacTosuM [lopsakom TpeGoBaHuil, cuuTaeTcs HeleHCTBUTEIbHBIM.

Il. HazHayeHMe nekapCcTBEHHbIX NpenapaToB NPU oKasaHuU
MeAULMHCKOW NOMOLLM B CTaLMOHAPHbIX YCIOBUSIX

27. Ilpu oka3zaHMM MAIMEHTY MEIUIMHCKOW MOMOIIM B CTAallMOHAPHBIX YCJIOBHUSX Ha3HAUYCHUE
JIEKApCTBEHHBIX TPENapaToOB MPOU3BOIUTCA 0Oe3 OQOopMIICHHUS pelenTa MEIUIUHCKUM pPaOOTHHUKOM
€MHOJINYHO, 3a UCKIIOUEHUEM CIIy4YaeB, yKa3aHHBIX B IyHKTe 28 Hactosmero [lopsaxa.

www.consultant.ru CrpaHvua 11 u3 40
HafeXHasa npaBoBas noaaepXxka


https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=383538&amp;date=15.10.2025&amp;dst=100147&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=383538&amp;date=15.10.2025&amp;dst=100147&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=344131&amp;date=15.10.2025&amp;dst=100014&amp;field=134
https://docs7.online-sps.ru/cgi/online.cgi?req=doc&amp;base=LAW&amp;n=344131&amp;date=15.10.2025&amp;dst=100014&amp;field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpPXXAEHMM NOPSiAKA HAa3HAYEHUS NTEKAPCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...

28. CormacoBaHHe Ha3HAUCHHsS JICKAPCTBEHHBIX IPENApaToB C 3aBEAYIOUIMM OTICICHHEM HWIH
OTBETCTBEHHBIM JICKYPHBIM BpayoM JIMOO APYTMM JIMIIOM, YIOJHOMOYEHHBIM IIPHKAa30M TJaBHOTO
Bpada MeI[HHHHCKOfI opranu3aluvu, a TakK>KC, IpHU HAJIWUYHMHU, C Bpa4YOM - KIIMHUYCCKHUM q)apMaKOJIOFOM
HEOO0XOIMMO B CITydasix:

1) oIHOBpPEMEHHOTO Ha3HAYEHUS ISATU U 0o0Jiee JIEKapCTBEHHBIX IpernapaToB OJHOMY MAIllUEHTY;

2) Ha3HAYCHMs JIEKAPCTBEHHBIX MPENapaToB, HE BXOASAIIMX B [I€PEUEHb KU3HEHHO HEOOXOIMMBbIX
U BOKHEMIIMX JIEKapCTBEHHBIX MpenapaToB <17>, mpu HETUNMYHOM TE€YEHHUHU 3a00JIeBaHUs, HATMUYUU
OCJIOKHEHUH OCHOBHOTO 3aboyieBaHUS W (WIM) COMYTCTBYIONIMX 3a00JieBaHMM, NMPH Ha3HAUYCHUH
JICKApCTBEHHBIX IPENapaToB, OCOOCHHOCTH B3aUMOICWCTBUS M COBMECTHMOCTH KOTOPBIX COTJIACHO
WHCTPYKIUAM TI0 HMX TPUMEHEHUIO TPUBOIAT K CHHKEHUIO J(PQPEKTHBHOCTH U 0O€301acHOCTH
(dbapmakoTepanuu U (WIK) CO3/1al0T MOTEHIUAIbHYIO ONACHOCTh JJIS )KM3HU U 3/10pOBbS MallMEHTA.

<17> Ilynkrt 1 crateu 60 deaepansHoro 3akoHa ot 12 ampenst 2010 r. N 61-d3 "O6 oOpaienun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @epepanuu, 2010, N 16, cr.
1815; 2012, N 26, ct. 3446; 2014, N 52, ct. 7540).

B YKa3aHHBIX ClIy4dasdaX Ha3HA4YCHHUC JICKAPCTBCHHBIX IIPCIIapaToB (1)I/IKCI/IpyeTC$I B MeJIHHI/IHCKOﬁ
AOKYMCEHTAIIMKU TIIallMCHTa W 3aBEPACTCA IOAINMUCBIO MEAUIMHCKOI'O pa60THm<a U 3aBCAYIOLICTO
OTACICHUECM (OTBGTCTBCHHOFO ACXKYPHOI'O Bpayda WiIH ApyToro YIIOJIJHOMOYCHHOTI'O J'II/II_Ia).

29. MenuuuHCKUA paOOTHUK METUIIMHCKOW OpraHu3aluu (ee CTPYKTYpHOTO MOApa3/IeICHHUS),
PACIIOJIOKEHHOM B CEIBCKOM HAaCEJICHHOM IIYHKTE, OCYLIECTBJISET HA3HAYCHHE JIEKapCTBEHHBIX
MPENapaToB B CIy4YasiX, yKa3aHHbIX B MyHKTax 28 u 30 Hacroswmero [lopsaka, eTMHOINYHO.

30. ITo pemenuro BpaueOHONW KOMHCCHH TAITUEHTAM TPH OKA3aHUH UM METUITMHCKOW IMOMOIIH B
CTAIlMOHAPHBIX YCJOBUSAX HA3HAYAIOTCS JIEKAPCTBEHHBIC Ipenaparhl, HE BKIIOYCHHBIC B IEPEYCHB
KU3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKAPCTBEHHBIX IpENaparoB, B CIy4dae HMX 3aMEHBI U3-3a
WHJVBU1yalIbHOU HETIEPEHOCUMOCTH, 110 KU3HEHHBIM MTOKA3aHUSIM.

Pemenue BpaueOHONM KOMHUCCHM (HKCHPYETCS B MEIUIIMHCKON JOKYMEHTAllMM TMalMeHTa W
KypHasie BpaueOHOM KOMUCCHUH.

31. B cnyuasx ob6crnefoBaHus W JIEYEHHs TpaKJaHHMHA B CTAI[MOHAPHBIX YCJIOBUSAX B paMKax
IIPEJOCTABIEHUS] MEIUIMHCKUX YCIyI Ha BO3ME3/JHOM OCHOBE 3a CUET JIMYHBIX CPEJCTB TIpa)</iaH,
CPEACTB IOPUIMYECKUX JIUI M HHBIX CPEICTB HAa OCHOBAaHMM JIOTOBOpPA, B TOM YHCIE J0TOBOpa
JTOOPOBOJBHOTO MEIUIIMHCKOTO CTpaxoBaHUs <18>, eMy MoOryT OBITh Ha3HA4YeHBI JICKAPCTBEHHBIE
npenaparel, HE BXOAAIIME B [EPEYEHb JKM3HEHHO HEOOXOIMMBIX W BaXHEUIIMX JIEKAPCTBEHHBIX
[IpenapaToB, €CJIM UX Ha3HAUYE€HUE U PUMEHEHHE 00YCIOBIEHO MEAUIIMHCKUMU MTOKa3aHUSIMH.

<18> [ocranornenue IlpaBurenscTBa Poccuiickoit @enepanuu ot 4 okTsa6pst 2012 r. N 1006 "O6
yTBepxkaAeHun [IpaBuin mpeaocTaBiIeHHUs MEIUIMHCKAMHU OPTaHH3alUsMHU IUIATHBIX MEIMIIMHCKHUX
yeayr" (Cobpanue 3akononatensctBa Poccuiickoit @enepanuu, 2012, N 41, ct. 5628).
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lll. HasHa4yeHne NneKapCTBEHHbIX NpenapaTtos
Nnpu oKasaHMU NepBUYHON MeAUKO-CaHUTAPHOW NOMOLLU, CKOPOW
MeAULMHCKOW NOMOLLM U nannvaTMBHOM MeAULIMHCKOMN NMOMOLLU

32. Ilpu oka3aHWM NEPBUYHOM MEIAUKO-CAHUTAPHOM MOMOIIM W MAJIMATUBHON MEIMIIUMHCKOMN
MOMOIIIM B aMOyJlaTOPHBIX YCJOBHUSAX HAa3HAYCHHE JICKAPCTBEHHBIX TIPEMApaTOB OCYIIECTBISICTCS
MEIUIIMHCKUM PaOOTHUKOM B CIy4asiX TUIIMYHOTO TeueHUs 3a00JIeBaHUS MAIIMEHTa UCXOS U3 TSHKECTH
U Xapakrepa 3a00JIeBaHus.

33. Ha3naueHue JICKapCTBEHHBIX MPENapaToB MO PEIICHUI0 BpadyeOHON KOMHCCHH MPH OKa3aHUU
MEPBUYHON MEIMKO-CAHUTAPHON TOMOIIH, MAJTTHATUBHON MEIUIIMHCKOW TOMOIIM B aMOyJIaTOPHBIX
YCIIOBUSIX MPOU3BOAUTCA B CIIyYasx:

1) OJHOBPCMECHHOI'O Ha3HAYCHUA OJHOMY IMalWCHTY IIATH U Oouee JICKApCTBCHHEBIX IIPCIIapaToB B
TCUYCHUC OJHUX CYTOK HJIN CBBILIC NCCATU HanMEHOBAHMI B TEUCHUE OJIHOTO MEcCiLa,

2) Ha3HAueHMs JICKApPCTBEHHBIX IPENapaToB NMPH HETUIHMYHOM TEUEHHUH 3a00JeBaHMs, HAJIUYUU
OCJIOKHEHUH OCHOBHOTO 3aboyieBaHUs W (WIM) COMYTCTBYIONIMX 3a0O0JIeBaHWW, NMPH Ha3HAUYCHUH
JIEKapCTBEHHBIX IMpEernapaTroB, OCOOEHHOCTH B3aUMOJCHCTBUS U COBMECTUMOCTH KOTOPBIX COIJIACHO
MHCTPYKLHUSAM 10 UX MPUMEHEHUIO MPUBOJAT K CHIDKEHHIO 3(PPEKTUBHOCTH U 0€30MacHOCTHU JIeUEHUs
NalueHTa U (WIn) co3/1arT NOTEHIUAIbHYI0 OACHOCTb IS )KU3HU U 370POBbS MALUEHTA;

3) mepBUYHOrO0 HAa3HAYEHUS MAIMEHTy HAPKOTHYECKUX U IICUXOTPONHBIX JIEKApCTBEHHBIX
npenaparos cruuckos Il u [II TTepeuns (B cixy4ae NpUHATHS PYKOBOJIUTENIEM MEIUIIMHCKON OpraHu3aluu
peuicHus o HCO6XOI[I/IMOCTI/I COrjIaCoBaHvsl HA3HAYCHUA TaAKHUX JICKAPCTBCHHBLIX IIPCIIApaTOB C
BpaueOHOM KoMuccueil).

34. lloBTOpHOE HAa3HAYEHUE HAPKOTHUYECKHX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENApaTOB
ciuuckoB II u Il Ilepeuns npou3BOOUTCS MEAULUUMHCKUM PAaOOTHUKOM CAaMOCTOSATENBHO MALMEHTaM C
BBIPQ)KEHHBIM OOJIEBBIM CHHJPOMOM JHOOOTO I'eHe3a, HapyLIeHUEM CHa, CYJO0POKHBIMU COCTOSIHUSMH,
TPEBOXKHBIMU PacCTpoiicTBaMH, (HOOUSIMU, ICUXOMOTOPHBIM BO30YKICHUEM.

35. Ilpu oka3zaHuMM CKOPOW MEIMIIMHCKON IOMOINM JICKAPCTBEHHBIE MpenapaTbl Ha3HAYarOTCs
MEJIUIIMHCKUM pPAOOTHUKOM BBIC3JHOW Opuraabl CKOpPOW MEAMIIMHCKON IMOMOIIHM, MEIUIIMHCKUM
PaOOTHUKOM MEIUIIMHCKOW OpTaHHW3allid TMPU OKa3aHWW MEIWIMHCKOW TOMOIIM TpakKJaHaM MpHU
3a00JI1€BaHUAX, HECYACTHBIX CIIy4asX, TpaBMaX, OTPABICHHUSIX U JPYTUX COCTOSHHUAX, TPEOYIOMUX
CPOYHOTO MEAUIIMHCKOI'O BMEIIATENbCTBRA.

IV. HasHauyeHue nekapCTBeHHbIX NpenapaTtoB rpaxaaHam,
MMeKLWMM NpaBo Ha becnnaTHoe NonyyYyeHue NneKapCTBEeHHbIX
npenapaTtoB UK NOJlyYeHUe fieKapCTBEHHbLIX NpenapaToB
CO CKMAKOW, NPU OKa3aHUU NEepBUYHOWN
MeAUKO-CaHUTapHOM NoMoLL MU

36. Ilpu oka3aHMM NEPBUYHOM MENMKO-CAaHUTAPHOM IOMOIIM HAa3HAUYEHUE MEIUIIMHCKUM
pabOTHUKOM C Yy4Ye€TOM CTaHJapTOB MEIMLMHCKON mnomomu <19> JjekapCTBEHHBIX IpernapaTos,
OTIyCKaeMbIX O€CIIaTHO WM CO CKUJKOHM, TIpa)kAaHaM, HMEIOIIMM I[IpaBO Ha obecreueHue
JIEKapCTBEHHBIMHU IIperapaTaMy 3a CUET CPeACTB OOKETHBIX aCCUTHOBAaHUH (enepaabHOro 0rKeTa u
OroxeToB cyObekToB Poccuiickoit deneparuy, ocyliecTBIseTCs Ha pelenTypHoM Onanke (Gopmbl N
148-1/y-04 ().
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<19> Crarps 37 PenepanbHoro 3akoHa oT 21 Hos0ps 2011 r. N 323-®D3 "O6 ocHOBax OXpaHbI
310poBbs rpaxkaan B Poccuiickoit @eneparun" (Cobpanue 3akoHonatenbeTBa Poccutickoit denepanuu,
2011, N 48, ct. 6724; 2018, N 53, cT. 8415).

IIpu odopmienun penenta Ha Onanke (opmbr N 148-1/y-04 (1) Ha OyMa)KHOM HOCHTEINE
oopMIISIFOTCS J1Ba AK3EMIUISIpA, OJMH M3 KOTOPBIX OCTAeTCS B alTEYHON OpraHU3alliH, BTOPOW - B
MEJUIIMHCKON JOKYMEHTAIUH MMallueHTa.

(. 36 B pen. [Ipukaza Munszapasa Poccuu ot 08.10.2020 N 1075#H)

37. IlpaBo Ha3HauaTh JEKApPCTBEHHbIE Ipenaparbl Ipa)xaaHaM, UMEIOLUM IIpaBo Ha OecIuiaTHOe
MOJIy4E€HHE JIEKapCTBEHHBIX MpPErnapaToB WM TOJy4YEHHE JIEKAPCTBEHHBIX IMPENapaTtoB CO CKHUIKOM,
TaKXXe UMEIOT:

1) MmequnuHCKUE pabOTHHUKH, pabOTAOIIME B MEIUIIMHCKON OpraHU3aIlii MO0 COBMECTUTEILCTBY
(B mpeaenax cBoeil KOMIETEHIINUN);

2) MeAWIHMHCKHE PAOOTHUKM CTAIIMOHAPHBIX OpPraHU3alUi COIMAIBHOTO OOCTYXUBAHUS TPU
HAIMYUW JIMIIEH3WH Ha OCYIIECTBICHHE METUIIMHCKOW nesTellbHOCTH <20>, mpemaycMaTpUBaroIIen
BBITIOJTHEHUE padoT (OKa3aHWE YCIyTr) IO OKa3aHWIO TEPBUYHON MEIWKO-CAaHWUTAPHOW ITOMOIMU B
aMOYJIaTOPHBIX YCIIOBUAX (HE3aBHCHMO OT BEJOMCTBEHHOM NMPUHA/IIICKHOCTH ),

(8 pen. lIpukaza Munzapasa Poccuu ot 08.10.2020 N 1075H)

<20> Ilynkr 46 uvactu 1 crateu 12 denepanpHoro 3axona ot 4 mas 2011 r. N 99-®3 "O
JUIEH3UPOBAHUN OTHAEIbHBIX BUAOB aedrenabHocTu" (CoOpaHue 3akoHojaTenbcTBa Poccuiickoit
Oenepanuu, 2011, N 19, cr. 2716; 2012, N 31, ct. 4322; 2013, N 9, c1. 874; N 27, ct. 3477; 2014, N
30, ct. 4256; N 42, c1. 5615; 2015, N 1, c1. 11; N 29, cT. 4342; N 44, c1. 6047; 2016, N 1, ct. 51; 2018,
N 31, cr. 4838; N 32, ct. 5116; N 45, cT. 6841; N 53, cT. 8424).

3) MeauuuHCKHE paOOTHUKH MEIUIMHCKUX OpTraHW3allfif, OKa3bIBAIOIIUX IMEPBUYHYIO
MEMKO-CaHUTApHYIO0 MOMOIIb, MOJIBEJIOMCTBEHHbBIX (peiepajJbHBIM OpraHaM HCIIOJIHUTENbHON BIIACTU
WM OpraHaM HCIIOJHUTEIbHON BiacTu cyobekToB Poccuiickoit @enepanny;

4) WHIUBUAYAJIBHBIC MPECANPHUHUMATEIIN, OCYIICCTBIIAIOIINE MCEAULOHUHCKYIO OCATCIIBHOCTHL U
BKIIFOYCHHBIC B pPEECTp MCEAULIUHCKHUX OpF&HH?»&LIHfI, OCYHICCTBIAIOMUX NCATCIIBHOCTL B c@epe
00513aTEILHOTO MCIUIHUHCKOI'O0 CTpaxOBaHU:.

38. IIpu Ha3HAYEHUU JIEKAPCTBEHHBIX IMPENapaToB TpakJaHaM, HMEIOIIIM MPaBo Ha OecruiaTHOE
MIOJIy4YE€HHUE JIEKAPCTBEHHBIX MPENapaTroB WM MOJy4YeHHUE JIEKAPCTBEHHBIX IMPENapaToB CO CKUAKOW, B
periente ykasplBaeTcs HoOMep TenedoHa, MO KOTOPOMY paOOTHMK anTe4YHON OpraHu3almudl IpH
HE00XOAMMOCTH MOXKET COIIaCOBaTh C MEAULIMHCKUM paOOTHUKOM 3aMEHY JIEKapCTBEHHOT'O Ipenapara.

39. Ha3naueHue HapKOTHMYECKUX M TICHUXOTPOMHBIX JIEKAPCTBEHHBIX IpenaparoB cmucka I
[lepeuns (3a MCKITIOYEHUEM JIEKAPCTBEHHBIX MpEnapaToB B BHUJE TPAHCAECPMAIBHBIX TEPAIEeBTUUYECKUX
CUCTEM, a TAKXKE JIEKAPCTBEHHBIX IPENapaToB, COAEPKALIUX HAPKOTUUYECKOE CPEICTBO B COUETAHUU C
AQHTarOHUCTOM ONHOWJHBIX PEHENTOPOB) Ipa)kIaHaM, UMEIOIIUM IpaBO Ha OECIUIaTHOE IOJydeHHEe
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(peg. ot 08.10.2020)

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"O6 yTBEpPXXAEHMM NOPSiAKA HAa3HAYEHUS NTEKAPCTBEHHbIX

[ata coxpaHeHus: 15.10.2025

npenapa...

JIEKapCTBEHHBIX MPENapaToB WK MOJIYYEHHUs JIEKAPCTBEHHBIX MPENapaToB CO CKUIKOM, OCYIIECTBISIETCS
Ha peuentypHoMm Onanke ¢opmet N 107/y-HII, k KOTOpOMY JOMOJHUTEIBHO OPOPMIISIETCS pelenT Ha
peuentypHoM Omanke Gopmbl N 148-1/y-04 (;1) (B ABYX 3K3eMIUIApax Mmpu oHOpMICHUU HA OyMaKHOM
HOCHTEJIE).

40. Ha3naueHue HApPKOTMYECKUX M IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpenaparoB crucka Il
Ilepeuns B BHIE TpaHCIEPMAJIBHBIX TEPANCBTUUYECKUX CHCTEM, HAPKOTHUYECKUX JIEKapCTBEHHBIX
npenapaTtos ciucka Il Ilepeuns, conepkammx HAPKOTHUECKOE CPENCTBO B COUETAHUU C AHTAarOHUCTOM
ONMMOUAHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKapCTBEHHBIX npenapatoB cnucka [ Ilepeuns,
JICKAPCTBEHHBIX IIPENapaTroB, BKIIOYEHHBIX B IepedeHb [IKY, jexkapCcTBEHHBIX IIpenaparos,
oOnanaromux aHaOOJNYECKOM AaKTUBHOCTBIO B COOTBETCTBUU C OCHOBHBIM (hapMaKOJOTHYECKUM
neiicTBieM, KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENapaToB, yKa3aHHBIX B MojanyHKTe 3 myHkta 10
Hacrosero Ilopsika, npenHa3HauyeHHbIE U JIEYEHMs Tpak[JaH, UMEIOIMX IpaBO Ha OecruiaTHOe
IIOJIyYE€HUE JIEKapCTBEHHBIX IPENAapaToB WM IOJYYEHHUE JIEKAPCTBEHHBIX IPENApaToB CO CKUIKOW,
OCYyIIECTBIIsIeTCST Ha perentypHoM Onanke (opmbl N 148-1/y-88, K KOTOpOMY JOMOJHUTEIHHO
oopmisiercst perent Ha peuentypHoM Onanke ¢opmbl N 148-1/y-04 (1) (B ABYX 3K3EMIUISpax IMpH
odopmiteHnr Ha OyMakHOM HOCHTEIIE).

IIpunoxenune N 1

K [lopsinky Ha3HaueHus
JICKapCTBEHHBIX IIPENApPaTOB,
YTBEPKIACHHOMY IIPUKa30M
MuHucTepceTBa 31paBoOXpaHEHUS
Poccuiickoit @enepanuun

ot 14 suBaps 2019 r. N 4u

KOJIMYECTBO
HAPKOTUYECKUX CPEACTB U NCUXOTPOINHbIX BELWWECTB, KOTOPOE
MOXET BbITb BbINMMCAHO B OAHOM PELIENTE

N MexyHapogHoe ®dopwma BbIITyCKa U KonnuectBo

/Tl | HEMATEeHTOBAHHOE HAUMEHOBAaHUE J03UPOBKA
HapKOTUYECKOTO U
IICUXOTPOITHOTO JIEKAPCTBEHHOI'O
npemnapara
1 Bynpenopdun + Hanokcon Tabnerku 60 TabieTox
CyOJIMHTBaILHBIC
0,2 mr + 0,2 mr (ymakoBka, kpaTtHas N
20)
2 Bynpenopdun PactBop miis
. 30 ammyn
uabeknui, 0,3 mr/mi 1
. ([mpuI-TI00MKOB)
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...
3 Bynpenopdun TpaHncaepManbHbIN
IJIaCTBIPh
35 Mkr/gac 20 mutacTeipeit
52,5 MKr/9ac 10 mnacteipeit
70 mkr/4ac 5 mnacteipeit
4 Juruapokonenx Tabnerku
MIPOJIOHTHPOBAHHOTO
EUCTBHUS
60 mr 40 TabieToK
90 Mr 30 TabneTox
120 mr 20 TabaeTox
5 Mopdun PactBop mis
WHBEKIHM, pacTBOP
VTS HOIKOKHOTO 20 ammyn
BBEJICHUSA (IImpuI-TI0O0UKOB)

10 mr/mor 1 Mt

6 | Komgeun + Mopdun + Hockanus + PactBop mnis
[TamaBepun + Tebaun MOJIKOKHOT'O BBEJICHUS
0,72 +5,75+2,7+ 20 aMIvI
0,36 + 0,05 mr/ma 1 mi Y

1,44 +115+54+
0,72 + 0,1 mr/ma 1 mn

7 Tpumenepuna TabneTtku 25 mr 50 Tabnetok
8 Tpumenepuna PacTtBOp st uaBEKIIMI
20 ammyn

10 mr/mom 1 Mo
(mmpuUI-TIOOUKOB)

20 mr/mut 1 Mt

9 Mopodun TaGnerku (xarmcysr)
MPOJIOHTUPOBAHHOTO
IEUCTBUSA
10 mr 180 Tabu. (karc.)
30 mr 60 Tabu1. (karc.)
60 mMr 40 tabmn. (karc.)
100 mr 20 tabmn. (karc.)
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...
200 mr 20 Tabm. (karc.)
10 Mopodun Tabnerku
5wMr 100 TabneTok
10 Mr 100 TabneTok
11 Mopodun Kamnu s npuema
BHYTpE 4 ¢naxona

20 mr/muit 20 mut

12 Mopdun PactBop miis npuema
BHYTPb (MOHO/103bI)

2 mr/mit 5 mut 100 ammyi 11/
6 Mr/mit 5 mi 80 amrryn /3
20 mr/min 5 M 30 ammyn /3
13 Oxcukonod + Hanokcon Tabnerku
MIPOJIOHTUPOBAHHOTO
JEUCTBUA
SwMr+2,5wMr 100 TabaeTox
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabneTok
14 | IlponmmoHUIGEHUIITOKCHATIINN | TabieTku 3aIieuHbie 50 Ta6IeTOK
MepUIMH 20 mr
15 deHTaHuI TpancnepmanpHas
TepaneBTHYeCKas
cucTema
12,5 mxr/g9ac 20 mmacTeipei
25 MKr/49ac 20 nutacTeipeit
50 Mkr/gac 10 rutacteipeit
75 MKr/4ac 10 mmacTeipeit
100 mkr/gac 10 rutacTeipeit
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc

[ata coxpaHeHus: 15.10.2025

"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX

npenapa...
16 deHTaHUI TabneTku
MIOTbSI3BITHBIC
0,1 mr
0,2 mr
0.3 Mr 50 TabneTok
0,4 mr
0,6 mr
0,8 mr
17 deHTaHnI Cripeil Ha3aJIbHBIN
®dmaxon 50 MKkr/go3a
2,0 M (10 mo3) 24 (nakoHa
3,2 M (20 m03) 12 ¢pnakonoB
5,0 mi (40 mo3) 6 (hmaxkoHOB
®dnaxon 100 Mkr/mo3a
2,0 mi (10 mo3) 12 ¢pnakonoB
3,2 mi (20 m03) 6 (hmakoHOB
5,0 mu (40 mo3) 3 ¢akona
®naxon 200 MKr/mo3a
2,0 M (10 mo3) 12 ¢pmakoHoB
3,2 mu (20 mo03) 6 (akoHoB
5,0 mz (40 m03) 3 dbmakona
18 Byropdanon PaCT]320p JUISL UHBEKLUN 20 ammy
mr/mit 1 mi
19 Han6ydun PactBop 111 nHBEKLINN
10 mr/mn 1 Mo 50 ammmy
20 mr/mi 1 mi 25 amyn
20 ®denobapOuTan Tabnerku
Swmr

HafeXHasa npaBoBas noaaepXxka
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(peg. ot 08.10.2020)

"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX

npenapa...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[ata coxpaHeHus: 15.10.2025

50 mr
100 mr

50 TabaeTok

ITpunoxenne N 2

k [lopsinky Ha3HaueHus
JIEKapCTBEHHBIX IPENapaTosB,
YTBEPKICHHOMY IIPUKA30M
MunucTepcTBa 34paBOOXPaHEHHUS
Poccuiickoit ®enepanun

ot 14 suBaps 2019 r. N 4u

CnpaBoyHO

PEKOMEHOOBAHHbIE K UCMNOJIb3OBAHUIO COKPALLEHUA

nPU OPOPMJIEHUM PELIENTOB

Crnncok M3MEHSOIUX JOKYMEHTOB
(B pen. llpukaza Munznpasa Poccun ot 11.12.2019 N 1022#H)

N Coxkpaiuenue [Tonnoe Hanncanue [IepeBon
n/m

| aa ana 10, TOPOBHY
2. ac., acid. acidum KHCIIOTa

3. aer. aerozolum a’po30J1b

4. amp. ampulla ammyna

5. aq. aqua BOJA

6. aq. purif. aqua purificata BOJIa OYHUIIICHHAS
7. but. butyrum Macio (TBEpaoe)
8. caps. capsula KarcyJsia

9. comp., cps compositus (a, um) CJIOXKHBII

10. D. Da (Detur, Dentur) Brinait (613%2?};3;;?31;()” ITycts

HafeXHasa npaBoBas noaaepXxka
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Mpuka3 MuH3gpasa Poccun ot 14.01.2019 N 4H
(peg. ot 08.10.2020)
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[ata coxpaHeHus: 15.10.2025

npenapa...
11. D.S. Da, Signa Detur, Signetur Brinai, oGosnadn, Ilycts Oyxer
BeIaH0, O003HAUEHO
12. D.t.d. Da (Dentur) tales doses Brinaii (IlycTh OyayT Britane:)
TaKue JT03bI
13. dil. dilutus pa3BeICHHBIN
14. | Div. in p. aeq. Divide in partes aequales Pa3nenu Ha paBHBIE YacTu
15. emuls. emulsio IMYJIbCUS
16. extr. extractum AKCTPAKT, BBITSHKKA
17, F. Fiat (fiant) Hycts odpasyercs
(oOpasyrores)
18. gran. granulum TPaHYJIbI
19. gt., gtt gutta, guttae Karuis, Kariu
20. gtt. peror. guttae peroralis KAy Juisi ipueMa BHYTPb
21. inf. infusum HacTOU
22. in amp. in ampullis B aMITyJiax
23. in tab. in tab(u)lettis B Ta0JIeTKax
B TabJIeTKax C
24. | in tab. prolong. in tab(u)lettis prolongatis MIPOJIOHTUPOBAHHBIM
BBICBOOOXKICHHEM
B TabJIeTKax C
25 in tab. prolong in tab(u)lettis prolongatis MPOJOHTHPOBAHHBIM
' obd. obductis BBICBOOOXK/IEHHEM, TTOKPBITBIX
000J109KOi
26. lin. linimentum JKUIKasg Mas3hb
27. liq. liquor KUJKOCTh
28. lot. lotion JIOCbOH
29. m. pil. massa pilularum MUIIOJIbHAS Macca
30. membr. bucc. membranulae buccales TUICHKH 3aIlleYHbIe
31. M. Misce, Misceatur Cwmemai (Ilycts Oyner
CMEIIIAHO)

HafeXHasa npaBoBas noaaepXxka
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Mpuka3 MuH3gpasa Poccun ot 14.01.2019 N 4H
(peg. ot 08.10.2020)
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[ata coxpaHeHus: 15.10.2025

npenapa...
32. mixt. mixtura MHUKCTYypa
33. N. numero YHUCIIOM
34, ol. oleum Macio (KUIKOe)
35. past. pasta nacra
36. pil. pilula, pilulae TIAJTIONSL, TIMTEOJTA
37. p. aeq. partes aequales paBHBIE YacTH
38. ppt., praec. praecipitatus OCKICHHBIN
39. pulv. pulvis TIOPOIIIOK
40, qs quantum satis CKOJIbKO HOTprfgsTca, CKOJIBKO
41. r., rad. radix KOPEHb
42. Rp. Recipe Bo3sMmu
5. Re Repete, Repetatur Mosropt (TTycrs Gyer
44. rhiz. rhizoma KOPHEBHILE
45. S. Signa, Signetur o aeny "
46. sem. semen cems
47. simpl. simplex IIPOCTOM
48. Sir. sirupus cHpoII
49. sol. solutio pacTBop
50. sol. peror. solutio peroralis pacTBOp IS IprieMa BHYTPb
51. Spr. spray crpei
52. Spr. nas. spray nasale CIipelt Ha3aIbHbIN
53. supp. suppositorium CBEYa, CYMIO3UTOPUI
54. susp. suspensio CYCIICH3Ms1, B3BECh
55. tabl. tab(u)letta TabyeTka

HafeXHasa npaBoBas noaaepXxka
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Mpuka3 MuH3gpasa Poccun ot 14.01.2019 N 4H
(peg. ot 08.10.2020)
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[ata coxpaHeHus: 15.10.2025

npenapa...

56. t-ra, tinct. tinctura HacTOMKa
Systemata Therapeutica TpancnepMainbHas
57. STT
Transcutanea TepaneBtuueckas Cucrema
58. ung. unguentum Ma3b
59. vitr. vitrum CKJISIHKA

ITpunoxenue N 2

K IIpHKa3y MHUHHUCTEpCTBA 3/paBOOXPAaHEHUS
Poccniickoit ®eneparun
oT 14 sauBaps 2019 . N 41

CnucoK M3MEHSIOIINX JOKYMEHTOB
(8 pen. [Ipukaza Munznpasa Poccuu ot 11.12.2019 N 1022#H)

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

MMHMCTEPCTBO 3OPaBOOXPAaHEHMs
Poccurickon demepaumm

Kon dopmer nmo OKVY]

Kon yupexmeHmusa no OKIIO
MemuuMHCKasa OOKYyMEHTalLMs
dopma N 107-1/y

YTBepXOeHa MNPUKa30M
MyHMCTepCTBa 3OPaBOOXPaHEHNA
Poccuiickon denmepalum

ot 14 auBaps 2019 r. N 4=

HamMeHOBaHMe (WTaMIl)
MeHMLU/IHCKOIZ OpI‘aHMsaLU/H/I

HamMeHoOBaHMe (WTaMII)

VHINBMOYAJIBHOTI'O Hpe,I[HpI/IHI/IMaTe.HH
(ykaszaTbe aipec, HOMEp ¥ IaTy JIMULEeH3UM,
HaVMeHOBaHMe opraHa I'OCYyHapCTBEHHOM
BJIACTM, BHIOABIETO JIUIIEH3UI)

PELENT
(B3POCJIEI, HOETCKUM — HYXHOE [NOOUEPKHYTH)
"o 20 T.

daMmIMsa, MHMLMAJE MMEHM M OTdUecTBa (IocjiefHee — IIPpM HaJIMduu)
naumeHTa
JaTa poxIeHMsA
daMmIMsa, MHMLMAJE MMEHM M OTdUecTBa (IocjiefHee — IIPpM HaJIMduu)
Jledamero Bpada (¢enpnmepa, akKylLlepKu)
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...

ITogonucob M.II.
¥ IledyaThb Jledalero Bpaua
(mopmnuce ¢Qerypbrmepa, akyllepKM)

PeuenT pemcrTBUTeJIeH B TeueHume 60 mHel, mo 1 rToma ( )
(HyXHO€ IMOOUEPKHYTH) (ykazsaThb KOJIMUECTBO
MecsdleB)

OBbopoTHasa CTOpPOHAa

OTMmeTKa 0 Ha3HAUYEHUH JIEKapCTBEHHOTO
npenapara 1o pereH1Io BpaueoHoi
KOMHUCCUH

[Ipurorosun [Iposepui Otnyctun

®OPMA PELEIITYPHOI'O BJIAHKA N 148-1/y-88

MMHMCTepCTBO SIPaBOOXPaHEHNA

Poccuiickou demepalmm Kon dopmer mo OKYIlI 3108805
MemIMUMHCKasa IOOKYMEHTAaLMS
HamMeHOBaHMe (mwTamii) dopma N 148-1/y-88
MEeOULMHCKOY OpTaHM3almun YTBepXxIoeHa NPUKa30M
MyHMCTEPCTBA 3OPaBOOXPaHEeHUs
HamMeHoBaHMe (mWTaMI) Poccurickon Odemepauum
VHOVBUOYAJILHOTO I[IPEeNIPUHYMATEIS or 14 gumBaps 2019 r. N 4m

(yxkazsaTb ampec, HOMEp M HAaTy JIMLEH3UM,
HaVMEeHOBAaHMeE OpraHa I'OCYyHapCTBEHHOM
BJIACTYM, BHIOABIEIO JIMLIEHS3MIO)

rarararn rarararairna
N

L4LJLdLd LiL 4L J4LdLd
PEIEMNT nom 20 r.
(maTa odopmIieHMs pelenTa)

Cepusa

(B3pPOCHE, HOeTCKUM - HYyXHOEe INONUYEPKHYTbH)
daMuimsa, MHMLUMAJE MMEHM M OTYeCTBa (IIoCjiegHee — IIPY HaJMduM)
nauneHTa
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(peg. ot 08.10.2020)

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[ata coxpaHeHus: 15.10.2025

"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX
npenapa...

JaTa poxXIeHMsA

A,ILpeC MecTa KUTeJIbCTBa nimn N MeOULIMHCKOM KapTeL aMC‘)ynaTopHor\o InaumMeHTa,
InoJjriydamumero MeOIMIMHCKY IIOMOUBb B aM6ynaToprIx YCIIOBUAX

daMunmsa, MHMLMAJE MMEHM M OTUYeCTBa (IlocjiefHee - MNPM HaIMuUM)
Jleyaumero Bpaua (denprmepa, akylepKu)

Py6 Korm. Rp

[omnmce M medaThk Jiedalero Bpauva M.II.
(momnuce ¢Qeryprmepa, akyllepPKM)

PellenT OeMCcTBUTEJIeH B TedeHue 15 nHenl

OBbopoTHasa CTOpPOHAa

OTMeTKa 0 Ha3HAYEHUH JICKApCTBCHHOT'O
nperapaTa 1o pelIeHHIo BpaueOHOi
KOMHUCCHHU

IIpurorosun [Iposepui Otnyctun

Crncoxk M3MEHSIOIUX JOKYMEHTOB
(B pen. lIpukaza Munznpasa Poccun ot 11.12.2019 N 1022H)

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

MuHHCTEpPCTBO 34paBOOXPaHEHUS YTBEPXIEHA
Poccuiickoi denepanun MECTO UIA IIpuKa3oM MuHHUCTEpCTBa
ITPUXKOJA 31paBOOXPAHEHHUS
<*k> Poccuiickoii @enepanmu

or" " 2019r. N
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...

Iramm

Kon

MEIUIIUHCKON opraHuzanu

Iramm
Kon

HUHAUWBUIYAJIBHOT'O NPCAIIPUHUMATECIIA

Kox dopmer mo OKVYJI 3108805
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Mpukas MuH3gpasa Poccumn ot 14.01.2019 N 4H

(pen. ot 08.10.2020) [okymeHT npepoctasneH KoncynbraHTIaroc
,,p ’ e [ata coxpaHeHus: 15.10.2025
06 yTBepXAeHUM NopsaKa Ha3HauyeHUs NekapcTBEHHbIX nNpenapa...

dopma N 148-1/y-04 (1)

Kog Kox Hozonornueckoit HcTtounuk puHaAaHCUPOBAHUS: % omaThl:
KaTerOpHuH ¢dopmel (mo MKDB) (MOq4EpKHYTh) (MOq4epKHYTH)
rpaxaH

1. ®enepanbHbIil OOIKET

2. broomker cybOwekra Poccwuiickoii | 1. becmaTtHO

denepanuu 2.50%
3. MyHUIUMIIaIbHBIN OO KET 3. naon %
PELEIIT Cepus N Jlata opopmieHus: 20 T

damunus, THUIMAIBl UMEHU U 0TYECTBa (TIOCIEIHEE - TPU HATTUYHHN)
MalnyueHTa Jata poxneHus

CHUIIC

N mommca
0053aTEIBbHOIO
MCOUIIUTHCKOT O
CTPaxOBaHHS:

HOMep MGJII/IL[I/IHCKOI\/'I KapThl MMallMCHTA, IMOJIy4Jaromero MCIUIUHCKY ITOMOIIb B aM6y.]'IaTOpHBIX
YCIOBHAX
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Mpukas MuH3gpasa Poccumn ot 14.01.2019 N 4H

(pea. ot 08.10.2020) [okyMeHT npepoctasneH KoHcynbTanTlaroc
,,p ’ e [ata coxpaHeHus: 15.10.2025
06 yTBepXXAeHMM nopsaaKa Ha3HauyeHUs1 NeKapCTBEHHLIX NMpenapa...

damunus, THULIMAIbl UMEHU U 0TYECTBa (TIOCeIHEE - TPU HATTUYHHN)
neyariero Bpaya (henpamepa, akyepKn)
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020)
"06 yTBEpXAEHNM MopsAKa Ha3HAYEHMS TEeKapCTBEHHbIX

npenapa...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[ata coxpaHeHus: 15.10.2025

Pyo0. Kor. R et oo e e e e e e e e e e e e e e e e et et e e e e e e e e e

SIGNA 1.ttt e e e e s s e et et et e e e e e e e e e e e e e e e e

[Toanuck u meyaTs Jieyaliero Bpaya
(moamuck Qenpamiepa, aKymepKH)

M.IL

Peuent nelictButenen B Teuenue 15 aueii, 30 aueit, 90 nHel (Hy)HOE OTYEPKHYTh)
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Mpukas MuH3gpasa Poccumn ot 14.01.2019 N 4H [lokyMeHT NpenocTasnes KoncynbTaHTIliioc

KOHCY/IbTAHTIINIHOC
Speﬂ. or 08'10'2020) [ata coxpaHeHus: 15.10.2025
06 yTBepXXAeHMM nopsaaKa Ha3HauyeHUs1 NeKapCTBEHHLIX NMpenapa...

(3amosHsieTCS CIENMATUCTOM alTEeUHOM OpraHu3alun)

OTny1ieHo o penenry: ToproBoe HaMEHOBaHHUE U JJO3UPOBKA:
Hara orniycka: " " 20 T Konunuectso:
[TpurotoBu: [Tposepuit: Otnyctuit:

(JIuHUS OTPHIBA)

Kopemok penentypHoro 61anka Crioco0 nmpuMeHeHUSI:

HanMeHOBAHIE [IponoKUTENBHOCTD JHeH

JICKApCTBEHHOTO Tperapara:

Jlo3upoBka: KonnuecTBo mpueMoB B JI€Hb: pa3
Ha 1 npuem: el.
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpPXXAEHMM NOPSiAKA HAa3HAYEHUS NTEKAPCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...

<*> B ciy4ae HW3rOTOBJICHHS pPEIENTYPHOrO OJlaHKa C WCIOIh30BAaHUEM KOMITBIOTEPHBIX
TEXHOJIOTHH.

O6opoTHas cTOpoHa

OTMeTKa 0 Ha3HaYEeHUH JICKApCTBEHHOT'O
npernapara 1o peeHnIo BpadyeOHoM
KOMHUCCHHU

[Ipurorosun [Iposepui Ornycrun

ITpunoxxenue N 3

K IIprKa3y MHUHHUCTEpCTBA 3/paBOOXPAaHEHUS
Poccniickoit ®eneparn

oT 14 sauBaps 2019 r. N 41

NOPAAOK
ODOPMIEHUA PELEENTYPHbIX BIIAHKOB HA JIEKAPCTBEHHbDIE NMPENAPATDI,
MX YYETA U XPAHEHWUA

Cnmcok U3MEHSIOIINX JOKYMEHTOB
(B pen. [Ipukaza Munzapasa Poccuu ot 11.12.2019 N 1022#)

I. OdbopmneHue peuenta Ha GymakHOM HocuTene

1. Ha peuentyphbix 6mankax ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(:1) B 1€eBOM BepXHEM
yIJIy TPOCTABISETCA IUTAMII MEIUIMHCKOM OpraHu3alMy ¢ yKa3aHHEM €€ HauMEHOBaHMs, aapeca U
Tenedona.

HononmuutensHo Ha peuentypHoMm Omanke ¢opmbl N 148-1/y-04(1) mnpocTaBisieTcss KO
MEJUIMHCKOW OpraHu3allid B COOTBETCTBUU C (OCHOBHBIM TOCYJApCTBEHHBIM PETUCTPALMOHHBIM
Homepom (nanee - OI'PH).

Cepus peuentypHoro Omanka (opmbel N 148-1/y-04(;1) Bkimtowaer kon cyObekra Poccuiickoit
deneparyn, COOTBETCTBYIOLIHMIA ABYM MepBbIM Iudpam OO6iepoccuiickoro kiaaccudukaropa 00beKTOB
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpPXXAEHMM NOPSiAKA HAa3HAYEHUS NTEKAPCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...

aJIMUHUCTPATUBHO-TEppUTOpUaIbHOro faenenus (nanee - OKATO).

Pazpemaercs usroraBnuBath peuentypusie 6manku Gopmel N 107-1/y u dopmsl N 148-1/y-04(i1)
C MIOMOIIBIO KOMIIBIOTEPHBIX TEXHOJIOTHH.
(B pen. llpukaza Munzapasa Poccuu ot 11.12.2019 N 1022H)

2. Ha penentypabix OyaHKax, O0GOpPMISIEMbIX WHIMBUAYAIbHBIMU MpPEANPUHUMATENSIMU,
UMEIOIIMMH JIMIEH3UI0 Ha MEIULUHCKYIO JESTElIbHOCTh, B BEPXHEM JIEBOM YINIy TUHOIpadCKUM
COocOOOM MM IyTEeM HpPOCTaBICHMs IITaMIa JOJDKeH ObITh yKa3aH aJpec HHIMBUAYAIbHOTO
NpEeANpUHUMATE, HOMEp M Jara JULEH3UM, HAaUMEHOBAaHUE OpraHa IOCYJapCTBEHHOM BJIACTH,
BBIJIABLIETO JIULEH3HIO.

3. Penenrypubie Onanku ¢gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) 3amonHsFOTCS
MEUIMHCKUM paOOTHUKOM pa300pUuuBO, YETKO, YEPHUIAMH WU MIAPUKOBOU PYUKOM.

4. lomyckaetcst opopMIIEHHE BCEX PEKBU3UTOB (3a HCKIoYeHneM peksusuta "Iloanuce nevamero
Bpaua (monamuch Qenpanepa, aKymepku') peuentypHeix OmaHkoB ¢opmbl N 107-1/y, ¢opmber N
148-1/y-88 u dpopmsr N 148-1/y-04(11) ¢ ucmob30BaHUEM NIEUATAIOIIUX YCTPONCTB.

5. Odopmrnenne pernentypubix OmankoB ¢opmbr N 148-1/y-04(n) Brirowaer 1mdpoBoe
KOJMPOBaHUE.

[{udpoBoe KoaMpOBaHHE YKA3aHHBIX PELIETITYPHBIX OJIaHKOB BKIIIOUYAET:

1) xon meaumuHckol opranuzanuu (OI'PH) wim kon MHAMBUAYATBHOTO TPEANPUHUMATENS B
COOTBETCTBUM ¢ (OCHOBHBIM T'OCYJapCTBEHHBIM pETMCTPALMOHHBIM HOMEPOM HWHAMBHUIYaJIBHOTO
npeanpunumarens (naiee - OI'PHUIL), npocTaBisiemMblii IpU U3TOTOBJICHUH PELIEITYPHBIX OJIaHKOB;

2) KOA KaTeropuu Tpa)xJaaH, UMEIOLIMX IPaBO Ha IOJYy4YEHHE JIEKAPCTBEHHBIX IpernapaToB B
COOTBETCTBUU cO cratheit 6.1 dDenmepanpHoro 3akona ot 17 wurons 1999 r. N 178-®3 "O
roCcy/apCTBEHHON coIMaibHOM momMomu" <1>, u koA Ho3onoruueckod ¢opmbel o MexayHapogHON
cTaTUCTHYeCKON Kiaccudukanmu Oonesneit (manee - MKDB), 3anmonHsemble jieqamyM BpadyoM IyTeM
3aHeCeHUs KaxXAou UGBl B MyCThIE SYEHKHU, PU ITOM TOUYKA MIPOCTABIISIETCS B OTAEIBHON STYEHKe;

<1> CobOpanue 3akoHomarenscTBa Poccuiickoit @eneparum, 1999, N 29, cr. 3699; 2009, N 30, cr.
3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

3) ormetrka 00 ucrouHumke (puHaHCHUpoBaHUsS ((DenepanbHbId OrOKET [1], OrOKET CyOBEKTa
Poccuiickoit @eneparuu [2], MyHUIIMTANbHBIA Or0/keT [3]) U mpoleHTe omIaThl perenta (6ecriaTHO
[1], 50% [2], uno#t % [3]);

(B pen. llpukaza Munzapasa Poccuu ot 11.12.2019 N 1022#)

4) WTPUXKOMA - JOMOTHUTEIBHBIA PEKBU3UT (B CiIyyae M3TOTOBJICHUS HA TEPPUTOPUU CyOBEKTa
Poccuiickoit @eaepanuu perenTypHOro 0J1aHKa ¢ UCIOJIb30BaHUEM KOMIIBIOTEPHBIX TEXHOIOTHI).
(. 4 BBeneH [Ipukazom Munsnpasa Poccun ot 11.12.2019 N 1022#H)

6. B peunentypubix Omankax c¢dopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1) B rpade
"®amunus, WHUIMAIBI UMEHU U OT4YecTBa (MOCIEAHEE - MPH HAIMYWHU) MalMeHTa" YKa3bIBAIOTCS
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MNpukas MuH3gpasa Poccum ot 14.01.2019 N 4H

(pen. ot 08.10.2020) JokyMeHT npepocTasneH KoHcynbTaHTnoc
"O6 yTBEpPXXAEHMM NOPSiAKA HAa3HAYEHUS NTEKAPCTBEHHbIX [ata coxpaHenus: 15.10.2025
npenapa...

(I)aMI/IJ'II/IH, HMHHUIKMAJIbl HMCHH U OTYCCTBA (HpI/I HaJ'II/I‘-II/II/I) nmanuceHTa.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(x1) B rpade "ara
poXxIeHus" yKa3bpIBaeTCs JaTa POKICHHS MaleHTa (YICII0, MECSAL, TON).

JlomoTHATERHO B penenTypHbIX Oinankax ¢opmer N 148-1/y-88 u ¢popmer N 107-1/y s nereit B
Bo3pacte 10 1 rona B rpade "laTta poxkaeHus" yka3pBacTCs KOJTMYECTBO MOJTHBIX MECSIIEB.

8. B penentypubix Omankax ¢opmbl N 148-1/y-04(1) B rpadax "CHUIIC" m "N mnomuca
0053aTeTbHOTO MEIUIIMHCKOTO CTpaxoBaHUs" YKa3bIBAIOTCS CTPAXOBOM HOMEpP HWHAMBHUAYAIbHOTO
TUIEeBOro cueta rpaxkaanuHa B [leacuonnom douge Poccuiickoit @enepanuu (CHUIIC) (mpu Hanmu4mm)
1 HOMEp MOJIKca 00s13aTEIbHOTO MEIULIMHCKOTO CTPAXOBAHUS.

9. B penentypHbix 61ankax Gopmer N 148-1/y-88 B rpade "Anpec MecTa )KUTEILCTBA WIH HOMEP
MEJIMIIMHCKOW KapThl MAlMEHTa, MOJIYYarolIero MEIUIIMHCKYI0 TTOMOIb B aMOyIaTOPHBIX yCJIOBHSX"
YKa3bIBAETCs aJIpeC MecTa KUTeNbCTBa (MecTa MpeObIBaHUS WM MecTa (aKTUYECKOTO MPOKUBAHUSA)
ManueHTa Wi HOMEP MEIUIWHCKON KapThl MAalMeHTa, MOMYYalollero MEIUIIMHCKYI0 TOMOIIb B
aMOyJIaTOPHBIX YCIOBUAX <2>.

<2> [Ipuka3 MunucrepcTBa 31paBooxpanenust Poccuiickoit denepaunu ot 15 nekadps 2014 r. N
8341 "OO6 yTBepkIeHUH YHH(PUIIMPOBAHHBIX (POPM MEAMIIMHCKON TOKYMEHTAIlU, MCTOJIb3YEMBIX B
MEIUIMHCKUX OpraHU3allusAX, OKa3bIBAIOIIUX MEJULMHCKYIO MOMOIIL B aMOYyJaTOPHBIX YCIOBHSX, U
MOPSAIKOB TI0 UX 3aMONHEeHUI0" (3apeructpupoBan MuHucTepcTBoM toctuiinu Poccuiickoit denepanuu
20 despans 2015 r., peructpammonssii N 36160), ¢ H3MEHEHHSIMH, BHECEHHBIMU MPUKA30M
MunuctepcTBa 31paBooxpanenus Poccuiickoit @enepauuu ot 9 auBaps 2018 r. N 2 (3apeructpupoBan
MunuctepctBom toctuunu Poccuiickoit @enepanuu 4 anpenst 2018 r., peructpaunonusiii N 50614)
(manee - mpuka3 N 834n).

B peunentypubix Omankax ¢dopmbl N 148-1/y-04(1) B rpade "Homep MenuumHCKON KapThl
MaIMeHTa, MOIYyYalolero MeIUIMHCKYI0 TOMOIIb B aMOYJIaTOPHBIX YCIOBUAX'" yKa3bIBae€TCS HOMEP
MEIULMHCKOW KapThl MAlMEeHTa, MOJYYaroIlero MEAMLIMHCKYI0 MOMOIIb B aMOYJaTOPHBIX YCIOBHSAX
<3>.

<3> IIpuka3 N 834H.

10. B rpage "damunus, MHALMAIB UMEHH U OTYeCTBa (TOCIEIHEE - MPU HAJIUYMHU) JIeYallero
Bpaua (¢enpamepa, axkymiepku)" penentypHbeix OnankoB (opm N 148-1/y-88, N 107-1'y u N
148-1/y-04(;1) py4HBIM CITOCOOOM WJIA C TIOMOIIBIO IITaMIIa YKA3bIBAIOTCS (PaMIINS, HHAIIAAIBI HMEHU
1 oTdecTBa (MOCHEAHEE - MPU HAIMYUHU) MEIULMHCKOro pabOTHHKA, HA3HAYMBIIETO JIEKAPCTBEHHBIC
npernaparsl 1 0OPMUBILETO PELEnT.

11. B rpade "Rp" peuentypubix 6mankoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(i)
yKa3bIBACTCS:

1) HauMeHOBaHWE  JIEKAPCTBEHHOrO  mpemnapata  (MEXAYHapOJHOE  HEMAaTeHTOBAHHOE
HAaWMEHOBAaHHE, TPYINIUPOBOYHOE WM XMMHYECKOE HAWMEHOBAaHHE, TOPrOBO€ HAaWMEHOBAHHME) Ha
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JJATUHCKOM A3BIKC, (I)OpMa BBIITYCKAa, JO3UPOBKA, KOJIMYECTBO,

2) cmnoco0 MpUMEHEHHs JIeKapCTBEHHOTO Iperapara Ha TOCyJapCTBEHHOM s3blke Poccuiickoit
@enepanuy WIM Ha TOCYAApCTBEHHOM s3blke Poccuiickon Penepanuu M rocyJapCTBEHHOM SI3BIKE
pecnyOIMK U MHBIX s3bIKax Hapos10B Poccuiickoit denepanun <4>.

<4> Yactp 1 crateu 15 3akona Poccuiickoit ®@enepanuu ot 25 oktsaops 1991 r. N 1807-1 "O
s3pikax HapoaoB Poccwuiickoit @enepanun" (Bemomoctu che3ga Haponaubix aemnyTatoB PCOCP u
BepxoBaoro Coera PCDCP, 1991, N 50, cr. 1740; CoOpanue 3akoHOAaTenbCcTBa Poccuiickoit
Oepnepanun, 1998, N 31, ct. 3804) (nanee - 3akon N 1807-1).

12. Tlpu odopmieHHH peEUENTypHBIX OJIAHKOB 3alpeniacTcss OTPAaHUYUBATHCS  OONTUMU
yKa3zaHusMHU, Hanipumep, "BuyTtpennee", "M3BecTHo".

13. Peuent, odopmieHHbi Ha peuentypHoMm Onanke dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1), moamuckeIBaeTCs MEAUIIMHCKIM PAOOTHUKOM H 3aBEPSIETCS €ro MeYaThlo.

Penent, opopmiennslii Ha penentypHoM Omanke ¢popmbl N 148-1/y-88 u popmbr N 148-1/y-04(i1)
JOTIOJTHUTEIBHO 3aBEPSAETCs MeYaThi0 MEIUIIMHCKON opranu3anuu "J{is perentoB".

14. Ha omnom penentypHom Omanke ¢dopmbl N 148-1/y-88 u dopmer N 148-1/y-04(1)
paspelaercsi OCyIIeCTBIATh Ha3HAYEHHE TOJIbKO OJJHOTO0 HAMMEHOBAHMSI JIEKAPCTBEHHOT'O IIpernapara.

Ha omnom penentypuom Omanke dopmbl N 107-1/y paspemiaercss ocyliecTBISTh Ha3HAUYCHUE
TONILKO OJHOTO HAWMEHOBAaHMS JIEKAPCTBEHHOrO TMpemapara, oTHocsmerocs mo ATX «
aHTurncuxoruueckum cpeacream  (kog NOSA), ankcuonutukam (kox NOS5SB), cHOTBOpHBIM U
cegatuBHbIM cpeactBam (koxg NOSC), antuaenpeccantam (koax NOO6A) uW  He TOIJIEXKAIIETO
MPEIMETHO-KOJTMYECTBEHHOMY YYeTy, W JI0 TPeX HAMMCHOBAHUH JICKAPCTBEHHBIX MpENapaTtoB - JIs
MHBIX JICKAPCTBEHHBIX MPENapaToB, He OTHECEHHBIX K BhllIeykazaHHbIM ATX.

15. UcnpaBnenus B peLente He JOMyCKaroTCs.

16. Ilpu opopmienun penentypHbix 6ankoB Gopm N 148-1/y-88, N 107-1/y u N 148-1/y-04()
Ha JICKQpCTBEHHBIC IMperaparhl, HAa3HAYCHHBIC II0 PEHICHUIO BpayeOHOW KOMHCCHHM, Ha 000pOTe
pelenTypHoro OJaHKa CTaBUTCS CTEIMaIbHAS OTMETKA (IIITaMII).

17. Ha penentypuom Onanke ¢opmbl N 148-1/y-04(a1) BHM3Y uMeETCS JUHUS OTpPbHIBA,
paszensomas pelenTypHbIi OJ1aHK U KOPELIOK.

Kopemok ot peuenrta, oopMIEHHOr0 Ha YKa3aHHOM PELENTYpPHOM OJIaHKe, BBIJAETCS MALUEHTY
(ero 3aKOHHOMY NIPEJICTaBUTENIO) B AaNTEYHOW OpraHM3allMM, Ha KOPEIIKE JENAaeTCsl OTMETKA O
HAaMMEHOBAHMH JIEKAPCTBEHHOTO Mpernapara, J03UPOBKe, KOJIMYECTBE, CII0co0e MPUMEHEHUSI.

18. OdopmiieHne crenuaIbHOrO PEIeNnTypHOTO OJaHKa Ha HAPKOTHYECKOE CPEACTBO U
MICUXOTPOITHOE  BEIIECTBO  OCYIIECTBISIETCSI B COOTBETCTBHM C [PUKAa3oM MUHHUCTEPCTBA
3npaBooxpanenus Poccuiickoit ®@enepanuu ot 1 aBrycra 2012 r. N 54n "OO yTtBepkaeHun (GpopMbl
OJIaHKOB PEIENTOB, COJACPKAIINX Ha3HAUYEHUE HAPKOTHUYECKUX CPENICTB WIIM MCHUXOTPOIHBIX BEIIECTB,
MOpSAKa WMX W3TOTOBJICHHS, PACHpPEICIICHUs, PETUCTPAllMM, ydeTa W XpaHEHHUs, a TakKe MpPaBHI
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odopmiienus" <5>.

<5> 3apeructpupoBan MunucrepctBom roctuiuu Poccuiickoit @enepanuu 15 aBrycra 2012 r.,
peructpaumoHHelidi N 25190, ¢ u3MeHEHUsIMH, BHECEHHbIMH IpuKa3aMuM MUHUCTEpCTBA
3npaBooxpaHeHusi Poccuiickoit ®enepauuu ot 30 wurons 2015 r. N 385H (3aperucrpupoBaH
MunucrepctBoM toctunuu Poccuiickoit denepanuu 27 Hosa0ps 2015 r., peructpanuonasii N 39868),
ot 21 ampens 2016 r. N 254H (3apeructpupoBad MunuctepctBoM roctutinu Poccuiickoit denepanmu 18
utonst 2016 r., perucrpauuonnslidi N 42887), or 31 okrsabps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM roctuninu Poccuiickoit @enepanuu 9 ssuBaps 2018 r., peructpanronnsiii N 49561).

Il. OcpopmneHue peuenta B popme 3N1EKTPOHHOro AOKYMEHTa

19. Penenit B popMe 37IEKTPOHHOTO JOKYMEHTA, MTOJMUCAHHOTO YCUICHHOW KBaTH(DUIUPOBAHHON
9JIEKTPOHHON MOJANHUCHI0, (POPMUPYETCS METUIIMHCKUM PaOOTHUKOM, CBEJCHHUS O KOTOPOM BHECEHBI B
(benepanbHBIi PEruCTp MEAWIUHCKUX PaOOTHUKOB <6>, a TakkKe NpU YCIOBUU PETUCTPAIUH
MEJIUIMHCKOW OpPTaHU3aINH, B KOTOPO OQOPMIISETCS PEeLenT, B (heAepalbHOM PEeecTpe METUIIMHCKIX
opranmzanuii <7> en1nHOI rocy1apcTBEHHOW MH(POPMAIIMOHHOMN CUCTEMBI B cpepe 3ApaBOOXpAHEHUS U
MOJKJIFOUYEHUS! TaKOW MEAMLIMHCKOW OpraHM3alliu K roCyJapCTBEHHONM MH(OPMALMOHHOM cuCTeMe B
cdepe 3npaBooxpaneHus cyonrekrta Poccuiickoit denepanun <8>.

<6> Ilynkrel 6, 7 IlonoxeHus o eIuHON TOCYJapCTBEHHON HMH(OpMAIMOHHOW cUcTeMe B cdepe
3paBOOXPAHEHUS, YTBEPAKAECHHOI0 nocraHoBieHueM [IpaBurensctBa Poccuiickoit denepamuum ot S5 mast
2018 r. N 555 (Cobpanue 3akononatenscTBa Poccuiickoit @enepammu, 2018, N 20, cT. 2849; N 49, cr.
7600; N 50, ct. 7755; 2019, N 6, ct. 533) (nanee - [lonoxxeHue o eTMHON cUCTEME).

<7> Hynktel 9, 10 [TonoxeHus o eIMHON CUCTEME.

<8> Cratpu 91 u 91.1 ®denepansHoro 3akoHa oT 21 HOs0ps 2011 roga N 323-03 "OO6 ocHoBax
OXpaHbl 370poBbsl rpaxaan B Poccuiickoit @enepamuu” (Cobpanue 3akoHomatenbcTBa Poccuiickoit
®enepanun, 2011, N 48, cr. 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, c1. 4397; 2016, N 1, cT. 9, 28; N 15, c1. 2055; N 18, c1. 2488; N 27, c1. 4219; 2017,
N 18, c1. 2663; N 31, c1. 4794).

20. Ilpu odopmiienun penenta B (GopMe 3IEKTPOHHOTO JOKYMEHTa Ha JIEKapCTBEHHBIC
nmpenaparsl, yka3aHHble B mnoAanyHkrax 2 - 5 myHkta 10 m nynkre 12 Ilopsaka Ha3HaueHMs
JIEKAPCTBEHHBIX IPENApPaTOB, YTBEPKICHHOIO HACTOAIIMM IPUKA30M, MU OTIYCKaeMble 3a IOJHYIO
CTOMMOCTb, 3aIIOJIHSIOTCS CIEAYIOIUE PEKBU3UTBI:

1) xon cybowekra Poccuiickoit ®epeparuu nmo OKATO, onpenenstomuii rocyJapCTBEHHYIO
nH(OPMALIMOHHYIO CUCTEMY B cdepe 3apaBooxpaHeHus cyobekTa Poccuiickoit denepamnuu, B KOTOPOH
chopMHUPOBaH perent B (hopMe AMEKTPOHHOTO JOKYMEHTA;

2) HauMEHOBaHUE MEJIULIUHCKOW OpraHU3alHH, aapec, TeledoH Wi (paMuiIns, HHATUAIB UMEHU
1 oTuecTBa (MOcienHee - MpU HaJIWYMK) UHAWBUYATIbHOTO MPEIIPUHUMATEINS, UMEIOLIEro JUICH3UI0
Ha MEJULUHCKYIO JIEATEIBHOCTD, €ro aJapec;
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3) OI'PH ropuanueckoro nuna (MeaunuHckoi opranuzanuu) win OI'PHUII uaauBuayansHOTO
NpEAIPUHUMATENS;

4) nata odopmieHus perenTa (yKa3bIBaeTCs YUCIIO, MECSII, TO);

5) nmara okoHYaHHWsS JeicTBUs perenta (HOPMHPYETCS TOCyNapCTBEHHON WH(GOPMAIMOHHON
cucteMolt B cepe 3apaBooxpaHeHUs cyobekTa Poccuiickoit @enepaiii B COOTBETCTBUU CO CPOKaMU
nerictBus penentoB: 15 queit, 30 aueit, 60 nueit, 90 nueit, 1o 1 roxa);

6) yHUKaJIBbHBIA HOMEp penenta (GopMHUpyeTcsl rocy1apcTBEHHONM MH(OPMAIIMOHHON CUCTEMOH B
chepe 3apaBooxpaHeHus cyOwbekTa Poccuiickoit ®enepanuu U obecreunBaeT OJHO3HAYHYIO
UACHTUDUKAIMIO perenta B (Gopme aneKTpoHHOro JokyMmMeHTa B codetannu ¢ OKATO, OI'PH wmu
OI'PHUII);

7) ormetku "cito" (cpouno) wim "statim" (HeMeIJIEHHO) MPHU HEOOXOAMMOCTH CPOYHOTO HIIH
HEME]ICHHOTO OTITyCKa JICKApPCTBEHHOTO Mperapara NaiueHTy;

8) azpec mauueHTa (yKa3bIBaeTcsl MOYTOBBIM ajzpec MecTa *KHUTelIbCcTBA (MecTa NMpeObIBaHUs WU
MecTa (PaKTUYECKOro MPOXKUBAHMUS) C YKa3aHUEM MHJEKca, HAMMEHOBaHUS Kpasi, 00J1acTH, pecIyOIuKHy,
ABTOHOMHOI'O OKpYyIa, HaWMEHOBAaHMsS HAaCEJIEHHOIO IIyHKTAa, HAaWMEHOBAaHMS YJIUIBl (IIPOCIEKTA,
nepeysika, poeszaa), HoMepa Joma (C yKkazaHHEeM KopIyca, IpU HaJIM4YuK), HOMepa KBapTUPBHI);

9) HOMep AJIEKTPOHHOM MEAMIIMHCKOW KapThl MalMeHTa B TOCYJapCTBEHHON HH(POPMAIMOHHOMN
cucrteme B cepe 3npaBooxpaHeHus cyobekTa Poccuiickoit denepanuu;

10) pamunus, uMsi, OTYECTBO (TIPU HATMYHMH) TAI[MEHTA MTOJHOCTHIO;

11) mara poxxneHus mnauMeHta (yKas3blBaeTCsl YMCIO, Mecsl, rona), ans gereil no 1 rona
JOTIOJTHUTEIBHO YKA3bIBAETCS KOJIUYECTBO MOJTHBIX MECSIIEB;

12) ¢damvunus, uHUIMAIBI UMEHHM W OTYecTBa (IOCIEHEEe - NPU HAJIWYMH) MEIULUHCKOTO
pabOTHHKA TTOJIHOCTHIO;

13) HauMeHOBaHME JIEKAPCTBEHHOrO  mpernapara  (MEXIyHapOJHOE  HEMaTeHTOBAHHOE
HAaUMEHOBAaHHE, TPYIMIHUPOBOYHOE WM XUMHYECKOE HaWMEHOBaHHE, TOPrOBOE HAMMEHOBAaHME) Ha
JATUHCKOM SI3BIKE, JJO3HUPOBKA, (hopMa BBIITYCKa, KOJIUYECTBO;

14) croco® mpuMeHeHHs JIEKapCTBEHHOTO Ipernapara Ha roCyJapCTBEHHOM si3blke Poccuiickoit
Qenepanyy WIM Ha TOCYAApCTBEHHOM s3blke Poccuiickon ®enepanuu M rocyJapCTBEHHOM SI3BIKE
pecnyOIMK U UHBIX si3bIKax Hapos10B Poccuiickoit denepannn <9>;

<9>Yactp 1 craten 15 3akona N 1807-1.

15) mpusHak yTBEpKIEHHUS HAa3HAYCHHUsS JICKAPCTBEHHOTO Tperapara Mo PEHICHHIO BpadyeOHOM
KOMHCCHH MEIUIIMHCKON OpraHu3allui;

16) oTmMeTka O Ha3HAYEHWHU JIEKAPCTBEHHOI'O Ipenapara IO PElIeHUI0 BpayeOHONH KOMHUCCUU
MEJULMHCKONW OpraHM3alluu B CIIy4asx, YKa3aHHBIX B a03ale BTOpoM IyHKTa 6 Ilopsaka HazHauyeHUs
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JICKApCTBCHHBIX NPCIIAPATOB, YTBCPIKACHHOI'O HACTOAIMIUM ITPUKA30M;

17) orMeTKa O crenualbHOM Ha3HAYEHHUHU JICKApCTBEHHOI'O Ipernapara (3amojHseTcs B Clydasx,
yKa3aHHbIX B myHKTax 16 m 25 Ilopsaka Ha3HaueHMs JIEKAPCTBEHHBIX IPENApaToB, YTBEPKACHHOIO
HACTOSIIUM IPUKA30M);

18) oTMeTKa O criennaibHOM Ha3HAUEHUH JIEKapCTBEHHOTO IpernapaTa NalleHTy ¢ 3a00JIeBaHuEM,
TpeOyIOIKUM JUIUTEIBHOIO KypCOBOTO JieUeHHUsl (3amojHseTcsl B Cilydae, YKa3aHHOM B IyHKTe 24
[lopsinka Ha3HAUeHHS JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOTO HACTOSIIMM MPHKA30M) C
MPOCTABJIICHUEM MEPUOJUYHOCTH OTIYCKa JICKAPCTBEHHOTO IIpenapara;

19) mpu odopmiieHnu perenrta B GopMe IEKTPOHHOTO JOKYMEHTa Ha JIGKAPCTBEHHBIC MTPEapaThl,
yKasaHHble B noamyHkTax 2 - 5 myHkta 10 m myHkre 12 Ilopsiaka Ha3HayeHUs JIEKapCTBEHHBIX
MpernapaToB, YTBEPKJACHHOTO HACTOSIIKMM MpPUKa30M, TpakJaHaM, MMEIOIIMM IMpaBo Ha OecriaTHOE
IIOJIyYE€HUE JIEKapPCTBEHHBIX IIPENApaTOB MM IIOJYYEHHUE JIEKAPCTBEHHBIX IIPENApaToB CO CKHUIKOW,
3aIIOJIHSIOTCSL PEKBU3HTHI, NMPEAYCMOTPEHHBIE MOAMYHKTaMH 1 - 18 Hacrosiiero myHKTa, a Takxke
CIIEYIOLINE PEKBU3UTHI:

a) KaTeropus TIpa)<[aH, UMEIOUIMX [pPaBO Ha IIOJY4YEHHE JIEKAPCTBEHHBIX IPENapaTroB B
COOTBETCTBUU cO cratheit 6.1 dDenmepanpHoro 3akona ot 17 wurons 1999 r. N 178-®3 "O
roCyIapCTBEHHOW COUAIbHON momotn" <10>;

<10> CoOpanue 3akoHomarenscTBa Poccuiickoit @enepanun, 1999, N 29, ct. 3699; 2009, N 30,
ct. 3739; 2010, N 50, ct. 6603; 2013, N 48, cT. 6165.

0) xon HO30sOTHYECKO# popmbl mo MKB;

B) MCTOYHUK (puHaHcupoBaHus (1 - ¢enepanbHblil Or0KeT, 2 - OroKeT cyobekra Poccuiickoit
denepanun, 3 - MyHUIIATIAILHBIN OFOKET);

r) pazmep omiatsl (1 - 6ecrnatHo, 2 - 50%, 3 - uHoit %);
(8 pen. lIpukaza Munzapasa Poccuu ot 11.12.2019 N 1022#H)

J1) CTPaxoBOW HOMEp HHAMBHIYaJbHOTO JIMIEBOrO cueTa rpaxnaHuHa B Ilencuonnom Qonme
Poccuiickoit @enepanuu (npu Hamuuun) (CHUJIIC);

€) HOMep ToJIHca 0053aTeTbHOTO METUITMHCKOTO CTPAXOBaHUSI.

21. ITpu npocTaBiieHMH OTMETKH, YKa3aHHOW B moanyHkTe 16 mynkrta 20 Hacrosiero [lopsnaka,
perent B ¢opMe SIEKTPOHHOTO JOKYMEHTa MOJNUCHIBACTCS YCUIEHHOW KBaTU(pUIIMPOBAHHOM
JIEKTPOHHON TOAINUCHIO TpeJcenaTeNss MM CeKperaps BpadyeOHOW KOMHUCCHM MEIUIIMHCKON
OpraHM3aliy, IpU IPOCTaBICHUN OTMETOK, YKAa3aHHbIX B MOANYHKTax 17 u 18 nynkra 20 HacTosIero
[lopsinka, - YCHMJICHHBIMH KBaJHU(HUIMPOBAHHBIMU DJIEKTPOHHBIMH IOJAMUCSIMH COOTBETCTBYIOIIMX
MEIUIIMHCKUX PaOOTHUKOB.

22. Ilo TpeboBaHMIO MAalMEHTAa WM €r0 3aKOHHOTO IPEICTaBUTEIS O(QOPMIIIETCS SK3EMIULIp
peuenta B (opMe DJIEKTPOHHOTO JOKyMEHTa Ha OyMa)KHOM HOCHTENIE, B TOM YHCIIE ITyTEM €ro
oopmienus Ha perentypHbix Omankax gopm N 107-1/y, N 148-1/y-88, N 148-1/y-04(11) ¢ oTmMeTKOi
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" lyOnuKaT 3JeKTPOHHOTO JOKYyMeHTa" .

lll. YyeT peuentypHbIX 6naHkoB

23. VYuyer peuentypHeix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(xn),
W3rOTaBJIMBAEMBIX THUIOTPA()CKUM CIOCOOOM (Zanee - perenTtypHble OJaHKH, MOJUICKAIIUE YYeTy),
OCYILECTBIISIETCS B )KypHaJIaX ydueTa, IPOHYMEPOBaHHBIX, IPOITHYPOBAHHBIX U CKPETJICHHBIX TOJITHCHIO
PYKOBOJIUTENSE U TMEYaThbl0 MEIUIIMHCKOW OpraHu3allid WA TOJMUCHI0  HWHIUBUAYaIHHOTO
MpEeANPUHUMATEIS, IMEIOIIETO JIUIICH3UI0 Ha METUIIUHCKYIO IeSITeIbHOCTb.

24. Kypnai yueta perentypHbix 01aHkoB Gpopmel N 107-1/y comepxkurt ciemyromnipe rpadsr:
1) HOMEp MO TOPSIIKY;

2) B paznene "lIpuxon":

a) JlaTa perucTpanuy J0KyMeHTa, TOATBEPKIAIONIeT0 MOCTYIIIICHHE,

0) HOMep | JlaTa TOKyMEHTa, TIOITBEPKIAIONIETO MOCTYIIJICHIE, HANMEHOBAHHE MTOCTABIINKA;
B) 00I1I€€ KOJIMYECTBO IMOCTYMUBIIUX PEIETITYPHBIX OJIAHKOB;

r) d¢amuwiusg, HWHULIMAIBI MMEHM M oOTdyecTBa (MOcCjienHee - MpU HaJIU4YUU) M MOJIHUCH
OTBETCTBEHHOT'O MEIUILIMHCKOTO pabOTHHKA, MOJyYHBILETr0 PEeLENTypHbIe OJIaHKH OT MOCTaBIINKA;

3) B paznene "Pacxon":
a) JlaTa BbIJIA4U PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIAAHHBIX PEIENITYPHBIX OJIAHKOB;

B) (damwius, MHULOUAIBI UMEHM M OTYecTBa (MOCIEAHEe - TpPU HAIMYUH) OTBETCTBEHHOTO
MEIHUIUHCKOTO Pa0OTHHKA, ITOTYYUBIIErO pEleNTypHbIC OJIaHKH;

T') IOANUCH OTBETCTBEHHOT'O MEIULIMHCKOI0 pa0OTHHKA, MTOJyYHBILIETrO PEeLENTypHbIe OJIaHKH;

4) damwiug, UHUALOMATBI WMEHH W OTYecTBa (MOCIEAHEEe - MpPU HaJIUMYMU) U MOJIHUCH
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHHKA, BBIIABIIIETO PELENTypHbIC OJIaHKH;

5) ocTaToK penenTypHbIX OJIaHKOB.

25. Kypnan yuera penentypusix OmaHkoB ¢opm N 148-1/y-88 u N 148-1/y-04(a) comepxut
cienyromue rpadui:

1) HOMep 1O MOPSAIKY;
2) B paznene "lIpuxon":
a) JlaTa perucTpanuy J0KyMeHTa, OTBEPKIAI0IEeT0 MOCTYIIIICHHE,

6) HOMCPp U J1aTa JOKYMCHTA, MOATBCPKAAOMICTO MOCTYIINICHUC, HAMMCHOBAHUC IMOCTABIINKA,
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B) 00I11ee KOJIMYECTBO MOCTYNHBIINX PELENTYPHBIX OJaHKOB,
I') CEpUU U HOMEpa PeLEeNTYPHbBIX OJIAaHKOB;
1) KOJIMYECTBO PELETITYPHBIX OJIAHKOB 110 CEPHSM;

e) ¢amMuius, WHWIHMATBI WMEHH | OT4decTBa (TOCICIHEEe - MPU HAIMYUU) W TOJIHUCH
OTBETCTBEHHOTO MEIUIIMHCKOTO paOOTHHUKA, TTOJIYIUBIIIETO PEIECNITYPHBIC OJAaHKH OT TTOCTABIIHMKA;

3) B paznene "Pacxon":

a) JlaTa BIJIA4M PEIENTYPHBIX OJaHKOB;

0) cepuu ¥ HOMepa BBIJAHHBIX PEIENTYPHBIX OJTaHKOB;
B) KOJIMYECTBO BBIIAHHBIX PEIENITYPHBIX OJIAHKOB;

r) Qamuiaus, WHAIUAIBI UMEHH W OT4YecTBa (TOCIEAHEE - TpH HAJUYWH) OTBETCTBEHHOTO
MEIUIIMHCKOT0 pabOTHHUKA, MOTYYUBIIETO PEENTypHbIE OJaHKY;

I[) IoAIIMCh OTBETCTBECHHOI'O MCAUITMHCKOI'O pa6OTHI/IKa, IMOJIYYHMBHIECTO PELECIITYPHBIC 6J'IaHKI/I;

4) Cl)aMI/IJ'II/IH, HHHUIHAaJIbl HMMCHHM H OTYCCTBaA (HOCJ’IGI{HGC - 1Ipu HaJII/I‘lI/II/I) n MOoAIINCH
OTBE€TCTBCHHOI'O MECIHUIIMHCKOI'O pa6OTHI/IKa, BBIIABHICTO PCUCIITYPHBIC 6J'IaHKI/I;

5) OCTaToOK penenTypHbIX OJaHKOB.

26. Ydyer crneuuaigbHBIX PELENTYpHbIX OJaHKOB HAa HApPKOTUYECKOE CPEJICTBO M ICHUXOTPOIHOE
BEILIECTBO OCYILECTBIISIETCS B COOTBETCTBUM C IPHKa3oM MuHUCTEpCTBA 31paBooXpaHeHus Poccuiickoit
®enepanuu ot 1 aBrycra 2012 r. N 541 "O06 ytBepkaeHun (GopMbl OJIAHKOB PEIIETITOB, COASPIKAIINX
Ha3HauY€HHE HAPKOTHUYECKUX CPEACTB WM IICUXOTPOMHBIX BEUIECTB, MOPsAKAa HMX H3TOTOBJIEHUS,
pacripesieieHus], perucTpalyy, yueTa U XpaHeHusl, a Takke npaBuil opopmienus” <11>.

<11> 3apeructpupoBan MunucrepctBom roctuuuu Poccuiickoit @enepanuu 15 aBrycra 2012 r.,
peructpanvoHHbii - N 25190, ¢ W3MEHEHHsAMM, BHECEHHbIMM IIpUKa3amMu MUHHCTEpPCTBA
3npaBooxpanenus Poccwuiickoit ®eneparun ot 30 wumrons 2015 r. N 385 (3apeructpupoBaH
MunucrepctBoM tfoctunuu Poccuiickoit ®eneparnun 27 Hoa0ps 2015 r., peructpanuonssiii N 39868),
ot 21 ampens 2016 r. N 254n (3apeructpupoBad MunucrepctBoM octuiiun Poceuiickoit @enepannu 18
utonst 2016 r., perucrpaumonnsiid N 42887), or 31 okrsa0ps 2017 r. N 882H (3apeructpupoBaH
MunuctepctBoM toctuniniu Poccuiickoit @eneparuu 9 stuBaps 2018 r., peructpanronnsiii N 49561).

27. VYder penentoB, o(GOpMIECHHBIX B ()OpME 3NIEKTPOHHOI'O JIOKYMEHTa, OCYLIECTBISAETCS B
roCyJapCTBEHHON MH(pOpPMAIIMOHHOM cucTeMe B cdepe 3ApaBooXpaHeHus cyobekra Poccuiickoit
denepay MOCPEICTBOM BEICHUS €MHOTO peecTpa peLenToB, 0(OPMIEHHBIX B (hOpME NEKTPOHHBIX
JIOKYMEHTOB.

IV. XpaHeHue peuenTypHbiX 6NMaHKoOB
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28. MenuiuHCKUe OpraHu3aliy MoJy4YaroT HEOOXOIUMbIE PeLleNTypHbIe OJaHKH, U3TOTOBJIECHHBIE
TUIOrpa)CKUM  CIIOCOOOM, dYepe3 OpraHbl YIpPaBICHHUS 3paBOOXpAaHEHHEM WM OpraHHu3alluy,
YIOJIHOMOYEHHBIE Ha 3TO OpraHaMU UCIOJHUTENIBHOM BilacTu cyobekToB Poccuiickoit deneparuu.

(B pen. llpukaza Munzapasa Poccuu ot 11.12.2019 N 1022H)

29. PeuentypHbie OjaHKH, MOJICKAIIUE YUETY, XPAHATCS OTBETCTBEHHBIM JIMIIOM, Ha3HAYCHHBIM
PYKOBOAMTEIIEM MEIUIIMHCKOW OpraHu3alliM, B 3alldpacMOM MeETaUTMYecKoM Imkady (ceide) umu
METAJUIMYECKOM SIIIUKE.

30. MaauBuayabHbIN DIpEeINTPUHUMATENb, UMEIOIINN JIMLEH3NUI0 HA MEULIUHCKYIO 1€ATENbHOCTD,
XPaHHUT pelenTypHble OJaHKU, TOAIKAIINE YUeTy, B 3alIMpacMOM METaTHIecKoM mKady (ceiide) mmu
METAJJINYECKOM SIIIHKE.

31. [IpoBepka cOCTOSHUSI XpaHEHHUs, ydeTa, (aKTUYECKOro HAIM4YUs M Pacxojia peuenTypHBIX
OJIaHKOB, MOJIEKAIUMX YYeTy, OAUH pa3 B KBapTal OCYLIECTBISETCS KOMHUCCHEH, CO3/laHHOH B
MEIULUHCKON OpraHu3aliH.

32. PeuentypHble OnaHkH, odopmisieMble Ha OyMa)KHOM HOCHTENE U MOJJIekKAIlue YYeTy,
BBIIAIOTCSI MEIULMHCKUM Pa0OTHUKAM, UMEIOIIUM MpPaBO OQOPMIICHHUS PELENTOB, MO PACTIOPSHKEHHIO
IJIaBHOTO Bpaua WIN €ro 3aMeCTUTEIIS.

HOJ’Iy‘—IeHHBIe PEUCIITYPHBIC OnaHKU Ha 6YMa)KHBIX HOCHUTCIIAX XpaHATCAd MCIUIIUHCKUMHA
pa6OTHI/IKaMI/I B IIOMCHICHHUAX, O6CCHC‘II/IBaIOH_II/IX HX COXPAaHHOCTD.

33. XpaHeHue CHEUMANbHBIX pPELENTYpPHbIX OJIAHKOB Ha HApKOTUYECKOE CpPEICTBO U
NICUXOTPOITHOE BEIECTBO M Bblaya yKa3aHHBIX PELENTYPHBIX OJAaHKOB MEIUIMHCKOMY pPaOOTHUKY
OCYILIECTBIISIETCA B COOTBETCTBMM C IpuKa3oM MuHucrepcrsa 3apaBooxpaHeHus Poccuiickoit
@eneparun ot 1 aBrycra 2012 . N 541 "OO0 ytBepkaeHnn (HopMbl OJIAHKOB PEIETITOB, COMEPIKAIINX
Ha3HaYeHHe HApKOTHUYECKUX CPEACTB MU TICHUXOTPOMHBIX BEIIECTB, IMOpPSAKA HMX H3TOTOBICHUS,
pacrpesieneHus1, perucTpaluy, yueTa u XpaHeHusl, a TaKkke npaBuil opopmienus" <12>.

<12> 3apeructpuposan MunucrepctBom roctuuuu Poccuiickoir @enepanuu 15 aBrycra 2012 r.,
peructpaumoHHelidi N 25190, ¢ u3MeHeHusIMH, BHECEHHBIMM IpuKa3aMM MuUHUCTEpCTBa
3npaBooxpanenus Poccuiickoit ®eneparun ot 30 wurons 2015 r. N 385 (3apeructpupoBaH
MunuctepctBoM toctunu Poccuiickoit @enepanuu 27 Hosa0ps 2015 r., peructpanuonasii N 39868),
ot 21 anpens 2016 r. N 2541 (3apeructpupoBad MuHHCTEpCTBOM OCTHITMU Poccuiickoit denepanun 18
utonst 2016 r., perucrpauuonnslidi N 42887), or 31 okrabps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM roctuinu Poccuiickoit @eneparun 9 suBaps 2018 r., peructpanuonssii N 49561).

34. TlporpaMMHO-TEXHUYECKHE CPEICTBA TOCYNAapPCTBEHHBIX WH(POPMAIMOHHBIX CHCTEM B cdepe
3paBOOXpPAHEHUS, MEIUWUUHCKUX  HHQOPMAIIMOHHBIX  CHUCTEM  MEIUIUHCKUX  OpraHu3alui
o0ecrneuynBaroT XpaHEHNE JIEKTPOHHBIX PELENTOB, OPOPMIICHHBIX B (pOpME IEKTPOHHBIX TOKYMEHTOB
B TE€UEHHUE CPOKOB, YCTAHOBJEHHBIX Ul XPAaHEHHUs PELENTOB, OQPOPMIICHHBIX Ha COOTBETCTBYIOIIMX
(dopmax perenTypHbIx OJaHKOB Ha OyMa)kHOM Hocutene <13>.

<13> [IyHkT 14 npaBui OTITyCKa JEKapCTBEHHbIX MPENapaToB sl MEAUIIMHCKOIO IPUMEHEHUS, B
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TOM YHCIE€ HMMYHOOHOJOIMYECKMX JIEKAPCTBEHHBIX IIPENapaTroB, aNTeYHbIMH OpraHU3alUsiIMH,
WHAUBUIYAIbHBIMU  MPEANPUHUMATEISIMA, HUMEIOIIUMH  JUIEH3HI0 Ha  (hapMaleBTHUECKYIO
JeSATEIbHOCTD, YTBEPKACHHBIX IIPUKa30M MUHKCTEPCTBA 3ApaBooxpaneHus Poccuiickon @enepannuu ot
11 mrons 2017 r. N 4031 (3apeructpupoBan MunucrepctBoM toctuuuu Poccuiickoit denepaunn 8
ceHts10ps 2017 r., peructpanuonnsiii N 48125).
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