3apeructpupoBaHo B Muntocte Poccuu 30 Hosi6pst 2021 1. N 66124

MHUHUCTEPCTBO 3/IPABOOXPAHEHUSA
POCCHICKOU ®EJEPAIIUN

ITPUKA3
ot 24 Hosi0pst 2021 . N 1094H

Ob YTBEPXJIEHUU IIOPAAIKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PELIEIITYPHbIX B/JIAHKOB HA JIEKAPCTBEHHBIE
ITPEITAPATDI, ITOPATKA O©®OPMJIEHUA
YKA3AHHbBIX B/IAHKOB, UX YUETA 1 XPAHEHWUS,
®OPM b/IAHKOB PELIEIITOB, COAEPXAIIINX
HASHAYEHUWE HAPKOTUYECKUX CPEACTB NI
IICUXOTPOIIHBIX BEINMECTB, IIOPAAKA X
MN3I'OTOBJ/IEHUSA, PACIIPEJE/IEHUSA,
PEI'MCTPALIVIN, YUETA 1 XPAHEHUSA, A TAKXE
ITPABNJI O®OPMJIEHUSA B/IAHKOB PELEITITOB, B
TOM UAUCJIE B ®POPME JJIEKTPOHHbBIX
JOKYMEHTOB

B cootBeTcTBUM C yHKTOM 16 yactu 2 ctatbu 14 @esepanbHOro 3akoHa ot 21 Hos6pst 2011 . N
323-®3 "OO6 ocHOBax OXpaHbI 370POBbsI TpakAaH B Poccwuiickoii ®eneparyu” (CobpaHue
3aKoHOo/aTenbcTBa Poccutickort ®epeparuu, 2011, N 48, cr. 6724; 2017, N 31, ct. 4791),
IIYHKTOM 2 cTaTbu 26 PezepanbHOro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapkoTHueCKUX
cpeAcTBaX U MCUXOTpomHBIX — BeirjecTBax" (CobOpaHWe 3akoHozaTe/nbCTBa Poccuiickoi
®epnepauuu, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nognyHkramu 5.2.177, 5.2.178 u 5.2.179
nyHkrta 5 [IlonoxeHuss o MwuHuUCTepcTBe 3ApaBooxpaHeHusi Poccuiickoii ®efepanuu,
yTBep)XAeHHOro rnocraHoseHueM [IpaButensctBa Poccuiickori @efepauyu ot 19 mronsa 2012 r.
N 608 (Cobpanue 3akoHozaTebCTBa Poccuiickor @epeparum, 2012, N 26, ct. 3526; 2015, N 23,
cT. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258), nprKasbIBato:

1. YTBepauth:



ITopsimok Ha3HaueHMs JIeKAPCTBEHHBIX MPerapaToB COryiaCHO npuiokeHuto N 1;
(hopMbI perienTypHbIX 0/IaHKOB Ha JieKapCTBeHHBIe TIperiapaThl COr/iaCHO TIpUIoyKeHuio N 2;

[MTopsimok odopM/ieHHs pelienTypHbIX OaHKOB HA JIEKapCTBEHHBIE TIperapaThl, UX ydeTa M
XpaHeHUs COT/iaCHO NpuiokeHuo N 3;

¢opmbl  O/IaHKOB ~ peLIeNTOB, COZEp)KAlllUX Ha3HaueHWe HApKOTUUeCKUX CPeACTB WU
TICUXOTPOITHBIX BellleCTB, COIVIaCHO NpU/IoKeHUto N 4;

[TopsimoK  M3roTOB/IEHUs, pacrpefeneHusi, perucTpalyyd, y4yeTa W XpaHEHUsl peLerlToB,
CcoZlepKallliX Ha3HayeHWe HapKOTUUeCKUX CPeACTB WM TMCUXOTPOMHBIX BeL[eCTB COIVIACHO
npunokeHuto N 5;

[TpaBuna ogopmiieHus1 peLenToB, COAep)KallluX Ha3HauyeHWe HapKOTHUUeCKUX CPeACTB WU
MICUXOTPOMNHBIX BellleCTB, B TOM 4YucCle B (opMe 3/1eKTPOHHBIX [OKYMEHTOB COIVIACHO
ripunoxenuto N 6.

2. Ilpu3Harh yTpaTUBILIUMU CUITY:

rpuka3s MunucrepcTBa 31paBooxpaHenus Poccuiickon @epepanyy ot 1 aBrycra 2012 . N 54H
"O6 yTtBepkaeHUM ¢GoOpMbI OaHKOB peLIeNTOB, COjiepyKalliiX Ha3HaueHWe HapKOTHUeCKUX
CpefCTB WM TCUXOTPOIIHBIX BeIleCcTB, IOpsJKa WX W3rOTOBJIEHMs, pacrpe/iesleHus,
pervcTpalyy, ydvera M XpaHeHWs, a Takxke TMpaBua ogopmieHuss” (3aperucTpyupoBaH
MunucrepctBoM roctuimn Poccurickort @efiepanyn 15 asrycra 2012 1., perucrpaniioHHbId N
25190);

npuka3s MunucrepcrBa 31paBooxpaHenust Poccuiickont @epepanum ot 30 mrona 2015 . N 385H
"O BHeCeHUM U3MeHeHUM B TpHKa3 MuHHCTepCcTBa 3/paBooxpaHeHust Poccuiickoit ®@enepaiiyu
or 1 aBrycra 2012 r. N 54u "O6 yTBepxaeHur (hopmbl ONaHKOB PpeEIIeNTOB, COJepXKallux
HasHaueHHe HapKOTUYeCKUX CPe/ICTB WM MCUXOTPOITHBIX BelleCTB, MMOpsiJKa UX U3rOTOBJ/IEHMS,
pacripefie/ieHus, perucTpaLud, ydyeTa W XpaHeHMs, a Takxe TipaBun odopmieHus"
(3apeructprpoBaH MMHHUCTEPCTBOM HOCTULIMKA Poccuiickoi @enepauyu 27 Hosiops 2015 T,
pervcrpatoHHbld N 39868);

rpuka3 MuHucrepcTBa 3apaBooxpaHenust Poccuiickon @epeparmu ot 21 anpend 2016 . N 254H
"O BHeCceHMM U3MeHeHU B Mpuka3 MuHHUCTepcTBa 3ApaBooxpaHeHusi Poccuiickon @enepanyu
ot 20 gekabps 2012 r. N 11751 "OO yTBep>KAeHHH TOpsijKa Ha3HAYeHWs W BbINMMCHIBAHUS
JIeKapCTBEHHBIX TIperapaToB, a TakXke (OpPM peLenTypHbIX O/aHKOB Ha JieKapCTBeHHbIe
TIperiaparsl, Mopsiika oopMyIeHHs YKa3aHHbIX 0/1aHKOB, MX y4eTa U XpaHeHUs" 1 npuiokeHre N
2 K nprka3y MuHucTepcTBa 3apaBooxpaHenusi Poccutickori ®efepauuu ot 1 aBrycra 2012 . N
541 "O6 yTBepaeHUn (HopMbI OJIAHKOB PELeNTOB, COZePIKalUX Ha3HaueHWe HApKOTHUeCKUX
CpPeiCTB WM IICUXOTPOIHBIX BeLecTB, IIOpsJKa WX W3IOTOBJIEHUs, pacrpezeneHus,
perucTpanyy, yuyeTa U XpaHeHMs, a Takxke IIpaBua ocdopmieHuss" (3aperMCTpUpOBaH
MunucrepctBoM roctuimu Poccuiickoit ®@epepanun 18 urons 2016 r., peructpauyoHHbd N
42887);

OYHKT 4 UW3MeHeHWM, KOTOpble BHOCATCSA B HEKOTOpble TIpuMKa3bl MUHUCTEpCTBa
3paBOOXpaHeHHsI U coluanbHOrO pa3Butusi Poccuiickoii Penepaiuu ¥ MuUHHCTEpCTBa
3apaBooxpaHeHusi Poccuiickoii @efepan 1o BompocaMm  oOpalljeHusi  JIeKapCTBEHHBIX
rperapaToB, COZiepKalllux HapKOTUYeCKWe Cpe/iCTBa, TICUXOTPOITHbIe BeljeCTBAa M UX



NIPEKypCOpbl, U JIeKapCTBEHHBIX CPeJCTB, MOAJIEXXAalUX IpeJMeTHO-KOJINUYeCTBeHHOMY Y4YeTy,
yTBEP)KAEHHbIX TMpuKa3oM MuHucTepcTBa 37paBooxpaHeHusi Poccuiickon ®Pepepanmu ot 31
okTs16pst 2017 1. N 882H (3apeructprpoBaH MuUHHCTEPCTBOM focTUIMK Poccuiickoii ®enepariyuu
9 auBaps 2018 r., peructpanonHbii N 49561);

nprka3 MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit @enepanyu ot 11 gekabps 2019 r. N
10211 "O BHeceHUM U3MeHeHMM B TipwiokeHus N 2 u 4 K 1ipukasy MuHHUCTepCTBa
3ppaBooxpaHeHust Poccutickoit ®epmepanum ot 1 aBrycra 2012 . N 541 "OO6 yTBep)kaeHuH
¢opmbl  O/IaHKOB ~ peLIeNTOB, COAEp)KAlllMX Ha3HaueHWe HApKOTUUeCKHUX CpPeACTB WU
TICUXOTPOMHBIX BeIeCTB, MOpPs/AKa UX W3TOTOBJIEHUS, paclipefie/ieHus, PerucTpaluy, ydeta U
XpaHeHusl, a Takke IMpaBual oQopmieHuss” (3aperucTpvpoBaH MUHHCTEDCTBOM OCTULIMU
Poccuiickon @epeparuu 28 susaps 2020 r., peructpanuonssii N 57293);

npyka3 MwuHHCTepCTBa 37paBooxpaHeHuss Poccuiickoit ®enepaiuu ot 8 okTsabps 2020 r. N
10761 "O BHeceHnu u3MeHeHHUU B IlopsiZioK perucrpanuu, yyera M XpaHeHMs CIielldajbHbIX
peLienTypHbIX 0O/aHKOB Ha HApKOTUYeCKWe CpeACTBA WM TICUXOTPOIHBbIE BeIleCTBa,
yTBEP)KAEeHHbIM NprKa3oM MwuHucTepcTBa 37paBooxpaHeHus Poccuiickorn ®Pepepanuu ot 1
aBrycra 2012 r. N 54H" (3apeructpupoBaH MuHucTepcTBoM rocTuliuu Poccuiickoit denepariyn
13 Hos16pst 2020 1., perucrpanponHbii N 60898);

rpuka3s MuHucrepcTBa 3paBooxpaHenust Poccuiickon @epeparmu ot 14 guBapsa 2019 . N 4u
"O6 yTBep)KIeHWM TIOpsKAa Ha3HAUeHUsl JieKapCTBEHHBIX TIperapaTtoB, (OpM peLenTypHbIX
6/1aHKOB Ha JIeKapCTBeHHBIE Tperaparsl, Topsigka oopM/IeHHUsT YKa3aHHbIX O/IaHKOB, UX yueTa U
xpaHeHus1" (3aperucTpupoBaH MuHucTepcTBOM tocTULMM Poccuiickoii @eseparu 26 mapra
2019 r,, perucrparmonHslid N 54173);

rpyka3 MuHHCTepCTBa 3/paBooxpaHeHust Poccutickoii ®Pepeparum or 11 mekabps 2019 . N
10225 "O BHeceHMM H3MeHEHMM B IpUKa3 MuHucTepcTBa 3/paBooxpaHeHHss Poccuiickou
@eneparyu ot 14 ssuBapsi 2019 . N 41 "O6 yTBep»K/ieHUH MOPsJKa Ha3HaueHHs TeKapCTBeHHBIX
TiperiaparoB, JOpM perienTypHbIX OJIAHKOB Ha JIeKapCTBEHHbIe MPeraparkl, opsijKa OpOpMIeHHS
yKa3aHHbIX 0/1IaHKOB, UX ydyeTa M XpaHeHUs" (3aperMcTpUpoBaH MHHHCTEPCTBOM FOCTULIMH
Poccuiickont @epeparuu 28 suBapst 2020 1., peructpanuonHbiii N 57292);

nprka3 MuHuCTepcTBa 3apaBooxpaHeHust Poccmiickoit @enepanyu or 8 okrsibps 2020 . N
10755 "O BHeceHMM W3MEHEHWM B TIOpPSJOK Ha3HaueHHWsl JIeKapCTBEHHBIX Ipernaparos,
YTBeP)K/EeHHbIM TpPUKa3oM MwuHHUCTepcTBa 34paBooxpaHeHust Poccuiickor ®epepanuu ot 14
siuBapsi 2019 r. N 41" (3apeructprpoBaH MuHucTepcTBOM rocTULiMK Poccutickor Pepeparym 22
nekabpst 2020 r., perucrpanpionssiii N 61695);

nyHKT 3.8 VIHCTpPYyKUMHK O TOpsijKe BBIMMChIBAHUS JIEKAPCTBEHHBIX MpernapaTtoB U oopM/ieHust
peLenitoB ¥ TpeDOBaHWI-HAK/IA[HBIX,  YTBEP)KAEHHOW  TPUKa3oM  MWUHHCTepCTBa
3/[paBOOXPaHeHUs] U CoLMa/bHOTO pa3Butus Poccuiickoii ®@enepatu oT 12 deBpans 2007 r. N
110 "O nopspke Ha3HaYeHWsT W BBINKWCHIBAHWS JIeKADCTBEHHBIX IpernapaTtoB, W3Ze/ui
MEJUIIMHCKOTO Ha3HaueHWs W CrelWaJu3upOBAHHBIX TIPOJAYKTOB JieueOHOTO MUTaHUS"
(3apeructpupoBaH MuHucTepcTBOoM toctulmu Poccuiickont ®epepanuu 27 anpenst 2007 T,
peructpauuoHHbii N 9364);

npvka3 MUHKCTepPCTBA 3/jpaBOOXpaHeHusl U COLManbHOro pa3BuTusi Poccutickor ®efepauyy 0T
17 wmasg 2012 . N 5620 "OO6 yrtBepxaennu Ilopsigka oTmycka (GU3HUECKUM JIHLIaM
JIeKapCTBEHHBIX T[IperapaToB /[Jisl Me[WLIMHCKOTO IIPUMEHEeHUs, COfep)KalluX KpoMe MaJlbIX




KOJTMUECTB HApKOTUYeCKUX CPeJICTB, TICUXOTPOITHBIX BeIeCTB M WX TIPeKypCOpPOB JIpyrue
(hapmakosioriueckrie akTUBHbIe BelllecTBa" (3aperucTpupoBaH MUHUCTEPCTBOM IOCTUI[UU
Poccutickoit ®enepatuu 1 nronst 2012 1., peructpauoHHbii N 24438);

IOYHKT 2 UW3MEHeHWHM, KOTOpble BHOCATCS B HEKOTOpble TIpuMKasbl MUHUCTEpCTBa
3/lpaBOOXpaHeHMs U CoLjaibHOro passutusi Poccuiickoii ®efepaliuy, yTBep>K/j€HHbIX NTPUKa30M
MunucrepctBa 3apaBooxpaHeHusi Poccuiickori ®epepauun ot 10 umrons 2013 . N 369H
(3apeructprpoBaH MuHuncrepctBoM roctunuu Poccurickor ®epepanuu 15 wmrona 2013 r,
pervcTpatoHHbld N 29064);

npuka3 MunHucTepcTBa 371paBooxpaHenus Poccurickor @eseparyu ot 21 aBrycra 2014 r. N 465H
"O BHeCeHMU M3MeHeHMM B MOPS/IOK OTIyCKa (PU3MUeCKHM JIMLjaM JieKapCTBEeHHBIX peraparos
1 MeJULMHCKOIO TNpUMeHeHMs, COJepKalljuX KpOMe MaslblX KOJUYeCTB HapKOTUUeCKUX
CpPe/iCTB, TICUXOTPOIHBIX BeIeCTB U UX INPeKypCcopoB Jpyrve ¢apMakojoruyeckve akTUBHbIE
Bell|eCTBa, YTBEP)KJEHHbIM IIpUKa3oM MUHUCTEpCTBa 37paBOOXPaHeHUsI U  COLMaJbHOIO
pasButusi Poccuiickoit ®enepauuu ot 17 wmas 2012 . N 562H" (3aperucTpupoBaH
MunucrepcTBoM toctuiiun Poccutickoit ®epepanun 10 centsiops 2014 r., peructparioHHbid N
34024);

OYHKT 1 W3MeHeHMM, KOTOpble BHOCATCS B HEKOTOpble TIpuMKa3bl MUHUCTEpCTBa
3/]paBOOXPaHEeHUs] M COLMAa/JbHOrO pas3BuTusi Poccuiickor Pepepayud U MuHHCTepCTBa
3apaBooxpaHeHusi Poccutickori ®efepanyy, yTBepXKJEHHbIX TpHKa3oM MuUHUCTepCTBa
3ppaBooxpanenusi Poccuiickort ®epeparun ot 10 centsiops 2015 r. N 634H (3aperucTprpoBaH
MunucTepcTBoM roctulium Poccutickoit ®@efepariuu 30 cenTsiopsi 2015 1., perucrpaudoHHbI N
39063);

IOYHKT 3 W3MeHeHWH, KOTOpble BHOCATCSI B HEKOTOpble IpHKasbl MMHHCTepCTBa
3/paBOOXpaHeHrsI U couuanbHOro passutusi Poccurickor ®Pepepayuu M MuHucTepcTBa
3AapaBooxpaHeHuss Poccuiickoit ®Pefepanyu 1Mo BorpocaMm  oOpallleHHs —J1eKapCTBEeHHbBIX
rperiapaTtoB, COJep)KallluX HapKOTUYeCKWe CpeJCTBa, IICUXOTPOIHble BeljecTBAa M UX
NIPeKypCOPOB, U JIeKapCTBEHHBIX CPeZCTB, IMOAJIeXAlIUX IpeAMeTHO-KOTUYeCTBEHHOMY Y4YeTy,
yTBEP)KAEHHbIX TMpuKa3oM MuHucTepcTBa 3ApaBooxpaHeHusi Poccuiickon ®Pepeparmu ot 31
okTs16pst 2017 1. N 882H (3apeructprpoBaH MUHHCTEPCTBOM focTUIMK Poccuiickoii ®eznepariyuu
9 auBaps 2018 r., pernctpanoHHbii N 49561).

3. Penentypubie Granku ¢dopmel N _107/y-HII, u3roToB/eHHBbIE [0 [AHS BCTYIUIEHUS B CHITY
HaCTOSILLer0 MpHKa3a, MOT'YT ObITh MCTO/Ib30BaHbl 10 1 MapTa 2023 ropa.

4. Hacrosuii npykas BcTynaet B cuny ¢ 1 mapra 2022 . u ferictByeT o 1 mapra 2028 1.

MuHucmp

M.A. MYPAIIIKO

Ilpunodcenue N 1
K npuka3y MuHucmepcmea 30pagooxpaHeHust

Poccutlickoii @edepayuu



om 24 Hos6ps 2021 2. N 10941

ITOPANOK HASHAYEHNA JIEKAPCTBEHHbBIX
ITPEITIAPATOB

I. O01ue mos10KeHus

1. HasHaueHue JieKapCTBEHHbIX TMperaparoB J/s MeAWLIMHCKOrO TpUMeHeHUs (Janee -
JIeKapCTBeHHbIe Tperaparbl) OCYILeCTB/SeTCs JedalljiM BpauoM, (enb/liiepoM, akyllepkoil B
Cllyyae BO3J/IOKEHUSI Ha HHUX TIOJTHOMOYMM Jieyalllero Bpaua, MNPy OKa3aHWW MeULIMHCKON
MOMOLIM B MEAULMHCKUX OpraHu3aiusix <1>, B TMOpsiAKe, YCTAaHOB/JIEHHOM TIPUKAa30M
MuHucTepcTBa 3/paBOOXpaHeHUs U ColMaibHOro pa3uTusi Poccuiickoit ®epepaiuu ot 23
maptra 2012 . N 252u "O6 yrtBepxaenuu Ilopsiaka Bo3no)keHUs Ha (esbAlepa, akyllepKy
PYKOBOZAUTE/IEM MeJULMHCKOM OpraHy3aliiy NMpU OpraHu3aliy OKa3aHWs MepBUYHON MeIHKO-
CaHUTApPHOU TIOMOIIA U CKOPOW MeJUI[MHCKOMN TOMOIIM OT/e/IbHBIX (PYHKLWM Jleyalriero Bpaya
0 HEeT0CpeICTBEHHOMY OKa3aHWI0 MeAWLMHCKOM MOMOILH MalieHTy B Tieproj, HabmogeHus 3a
HUM U €ro JiedeHUsi, B TOM UMCJ/ie 110 Ha3HaYeHUI0 U NMPHUMEHEeHUIO JIeKapCTBeHHBIX MperapaTos,
BK/IFOUasi HApKOTHMYeCKWe JieKapCTBeHHble IIperaparbl W IICUXOTPOIHbIe JieKapCTBeHHbIe
npenaparbl” <2>; UHAUBU/YA/IbHBIMU MPeANPUHAMATE/ISIMHA, OCYI1LeCTBIISIOIUMH MeAULIMHCKYIO
JlesiTeTbHOCTB (Z1asiee - MeIULIMHCKYe PaOOTHUKH).

<1> IyskT 11 crateu 2 PenepanbHOro 3akoHa ot 21 Hosa6ps 2011 r. N 323-®3 "O6 ocHoBax
OXpaHbl 37I0pOBbSl TpakAaH B Poccuiickoii ®Peneparuu” (CobpaHue 3aKOHO/ATeNHCTBA
Poccutickoit ®@enepauuu, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (ganee - ®enepaabHbIi
3akoH N 323-®3).

Oc¢uyuanbHbIll UCMOYHUK 3/71€KMPOHHO20 OOKYMEHNA CO0epHcUm HemoYHoCHb: umeenics 8
eudy nyHkm 11 uacmu 1 cmambu 2 ®PedepaibHo20 3akoHa om 21.11.2011 N 323-P3.

<2> 3apeructpupoBad MunucrepctsoM roctuiuu Poccuiickon @epepanyu 28 anpens 2012 r,
peructpauoHHbii N 23971 c u3MeHeHMsIMH, BHECEeHHbIMH TMpUKa3oM MUHHCTepPCTBa
3apaBooxpaHeHus Poccutickoii @ezpepanyu ot 31 okTsi6ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM toctulium Poccuiickoit @egepaiuu 9 sHBaps 2018 1., perucrpaijioHHbIA N
49561).

MeauiivHCKHN paboTHUK, OGOPMUBILKI peLenT C HapylleHWeM HacCTOsILero ropsjka, Wiu
PYKOBOZAWTEb MEeAWLIMHCKOM OpraHr3aliyd 00ecIieunBalOT CBOEBpeMeHHOe TiepeodopMiieHue
TpebyeMoro 15 aLjyeHTa peLienTa.

2. CBefieHUss O Ha3HaueHHOM JieKAapCTBEHHOM TiperiapaTe (HavMeHOBaHHe JieKapCTBEHHOTO
rperapara, [J03UpPOBKa, Croco0 BBeJeHWs U TIPUMEHEHWs, peXUM J03UpOBaHMUS,
MIPOJO/DKUTEIbHOCTE  JIeueHWss W 00OCHOBaHME Ha3HaueHWs JIeKapCTBEHHOTO TIperapara)



BHOCATCSI MEIULIMHCKUM PaOOTHUKOM B MEUI[MHCKYIO IOKyMEHTAlLUIO Mal[heHTa.

B cnyuasix, yka3aHHbIX B myHKTax 8 - 11 Hacrosiero ITopsiaka, MeJUIIMHCKUNA DPabOTHUK,
Ha3HAUMBILIMI JIeKapCTBeHHbBIN Tpenapat, oopM/sieT Ha3HaueHUe JieKapCTBEHHBIX TperapaTos,
B TOM YMCJIe TOJJIeXall[MX W3TOTOBJIEHUI0 M OTIYCKY alTeuHbIMHA OpraHu3alusMu (Janee -
JIeKapCTBEHHbIE TIperapaTbhl WHWUBU/YaJbHOTO W3TOTOB/IEHHSI), Ha peLIeNTypHOM OJaHKe,
oopmieHHOM Ha OymMa)KHOM HOCHTesie 3a CBOell TMOAMMCHIO (Jasiee - pelienT Ha OyMaKHOM
HOocuTene), U (WIM) C corlacusi TMaljieHTa WM ero 3aKOHHOTrO TIpeJCcTaBuTesns <3> Ha
peLienTypHOM 0O7aHke B (OpMe 3/eKTPOHHOTO JOKyMeHTa C WCIOIb30BaHUeM YCH/IeHHON
KBaJTM(UIIMPOBAHHOW 3/IEKTPOHHON TOANMCHA MEeAWIIMHCKOTO pabOTHHWKA ([jasee - peLenTt B
(hopme 3/1eKTPOHHOTO [JOKYMEHTa).

<3> Hyskr 2 cratbu 20 degpepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOZATEIbCTBA
Poccurickont ®epepanuy, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Perierit B popMe 3/1eKTPOHHOTO JIOKYMEHTa, COJiep Kall[iii Ha3HaueHre HapKOTUYeCKUX Cpe/iCTB
WIA  TICUXOTPOMNHBIX  BeIeCTB,  MOANUCHIBAETCI C  MCIO/Jb30BaHWEM  YCUJIEHHOU
KBaJIM(ULIMPOBAHHOMN 3/1eKTPOHHOM TMOJMKCH Jievalljero Bpaua WM QesbAliepa, akyllepku, Ha
KOTOPBIX BO3/I0’KeHbl (DYHKL[MM Jjlevalljero Bpaya, M COOTBETCTBYIOLEM MeJUL[MHCKOU
opraHu3sanuu <4>.

<4> I1yHkT 1 crarsu 26 defepanbHOro 3akoHa ot 8 sHBaps 1998 r. N 3-P3 "O HapkoTHueCKUX
cpeacTBaX M McUXOTporHbIX — BerrjectBax" (CobOpaHwe 3akoHozaTe/nbCcTBa Poccuiickoi
®enepauuu, 1998, N 2, ct. 219, 2017, N 31, ct. 4791) (ganee - ®enepanbhbiii 3akoH N 3-D3).

Odopmnenne perentoB B (opme 3/1€KTPOHHBIX [JOKYMEHTOB OCYIIEeCTB/IS€TCS B Ciydae
MIPUHSATHSL  YIIOJTHOMOYEHHBIM OPraHOM HCITIO/IHUTeNbHOW B/IAacTh CyObekra Poccuiickoit
®depepaliii B COOTBETCTBUU C NYHKTOM 4 ctathi 6 ®DefepasnbHOro 3akoHa ot 12 anpesns 2010 r.
N 61-®3 "O06 oOpaieHuM JieKapCTBEHHbIX CpeACTB" <5> permieHus 00 WMCIO/L30BaHUM Ha
Tepputopun cyowekta Poccuiickoii ®Pesepauu Hapsy C peLleliTaMd Ha JieKapCTBeHHbIe
ripemiaparbl, 0OpMIEHHBIMU Ha OyMa)>KHOM HOCHTeJIe, PeL|elITOB Ha JIeKapCTBeHHbIEe TIPeraparsl,
c(hopMHUPOBaHHBIX B (hOpMe 371eKTPOHHBIX JOKYMEHTOB.

<5> Cobpanue 3akoHoaTe/bCcTBa Poccuiickoit @epneparuu, 2010, N 16, ct. 1815, 2019, N 52,
cT. 7793.

3. Ilpu BbINKMCKe MNalLMeHTa U3 MEeULMHCKOM OpraHu3aliud, B KOTOPOM eMy OKa3bIBajlacCh
MeIUIIMHCKasl TIOMOIIb B CTAl[MOHAPHBIX YCJIOBUSIX, TIPU HEOOXOJUMOCTH TIPO/IO/DKEHUS TIpreMa
JIEKAapCTBEHHOTO TIperapara B aMOy/laTOPHBIX YC/IOBHMSIX JIAHHOMY TAl[UEHTy I10 PeIIeHUI0



PYKOBOZMTE/ISI MeJULMHCKOM OpraHv3aliid Has3HauaroTcs ¢ odopmieHWeM pelienita B ¢dopme
3/IEKTPOHHOTO JIOKyMeHTa U (Win) Ha OyMaKHOM HOcuTesle (3a MCK/IFOueHHeM odopmiieHuUst
peLIenTOB Ha JieKapCTBEeHHbBIE Tperaparkl, MojJiealide OTIyCKy OecruiaTHO WM CO CKU/IKOM)
b0 BIZAIOTCS (TIAIJUEeHTY UK eT0 3aKOHHOMY TTPe/ICTAaBUTE/T0) OIHOBPEMEHHO C BBITTMCKOM U3
rcTopur 00Jie3HU JleKapCTBeHHbIe TIperiapaThbl, B TOM UHC/ie HADKOTUUYECKHe W TICUXOTPOITHbIe
JleKapCTBeHHbIe Tperaparbl, BHeceHHble B criucku 11 u Il mepeuHsi HapKOTHYeCKUX CpeCTB,
TICUXOTPOTHBIX BeIeCTB W WX TPEKypCOPOB, TIOAJEXKAIUX KOHTPOII B Poccuiickoi
®enepatyy, yTBepxzAeHHoro IlpaBurensctBom Poccuiickont ®epepauyu <6> (manee -
[TepeueHnb), CUILHOJEMCTBYIOLIHE JIeKapCTBEHHbIE Mperaparhl, Ha CPOK TpreMa MalydeHToM [0 5
[THei.

<6> Ilynkt 2 cratb 2 ®PepepampHoro 3akoHa N 3-®3 (CobpaHue 3aKOHOZATEILCTBA
Poccutickoit ®eneparuu, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHaueHWe JIeKapCTBEHHbIX IIperapaTtoB TIpM OKa3aHWM MeJULIMHCKOM TOMOLU B
CTALIMOHAPHBIX YCOBUSIX MOXKeT OCYLIeCTB/STHCS TOCpPeACTBOM TpeboBaHUN MeULIMHCKON
OpraHusaljiM, Harpap/sieMbIX B anTeuyHble OpraHu3aluM, SBISIOLIMECS CTPYKTYPHBIMU
noZipaszeeHus MU MeJULIMHCKOM OpraHu3auu. <7>

<7> IlyHkT 54 cratbu 4 PepnepanbHOro 3akoHa ot 12 anpesis 2010 . N 61-®d3 "O6 obpatijeHun
nekapctBeHHbIX cpezicTB" (CobpaHue 3akoHozartesnbcTBa Poccuiickot depepanuu, 2010, N 16,
cT. 1815; 2019, N 31, cT. 4456) (nanee - denepanbHbiii 3akoH N 61-D3).

5. HasHaueHMe JieKapCTBEHHBIX IPeIapaToB OCYIIECTB/ISETCS MeAULMHCKUM PabOTHHUKOM IO
MeXyHapOJHOMY  HelaTeHTOBAHHOMY HauMeHOBaHWIO, a TMpyd ero OTCYyTCTBUU -
IPYIIMPOBOYHOMY WM XMMHUYeCKOMY HauMeHOBaHUIO. B ciiyuyae OTCYTCTBUSI MeXXYHapOJHOIO
HeraTeHTOBAaHHOTO HaWMEHOBaHWsI W TPYIIMPOBOUHOIO W/IM XWMHUYECKOr0 HauMeHOBaHUS
JIeKapCTBEHHOT'0 Tperapara JieKapCTBeHHbIH Tpernapar Ha3HayaeTcsl MeIUIIMHCKUM PaboTHHUKOM
[0 TOProBOMY HauMMeHOBaHWKO. [IpyM HaqMuMu MeJMLIMHCKUX TIOKa3aHuil (MHAWBUZYya/bHast
HelepeHoCHMOCTh, TI10 JKM3HEHHBbIM TI0Ka3aHWsIM) I10 pelleHHI0 BpaueOHOW KOMHCCUH
MeJULIMHCKOM OpraHu3alui <8> OCyIIecTB/sieTCss Ha3HaueHWe U oQopmjeHHe Ha3HaueHUs
JIeKapCTBEHHBIX [IperiapaTtoB, He BXOAALIMX B  CTaHJApThl MEJULMHCKOW  IIOMOLLH,
pa3paboTaHHbIe B COOTBETCTBUH C YHKTOM 14 cratbu 37 ®efepanbHoro 3akoHa N 323-03 <9>,
WA He TMpeJyCMOTPEHHBbIX COOTBETCTBYIOL[EM KIMHUYEeCKOW pekoMeHjaluel, a1bo 1o
TOPrOBbIM HauWMeHOBaHWsIM. PerieHre BpaueOHOW KOMHCCHMH MEJUIIMHCKOM OpraHU3aLuu
¢buKCHpyeTCs: B MeJULIMHCKOM JIOKyMeHTal|Y Tal{eHTa U B )KypHasie BpaueOHOM KOMUCCHH.

<8> TIlpuka3 MuUHMCTEpCTBa 3[paBOOXpaHeHUs M COL[MAIbLHOTO Ppa3Butus Pocculickoit
@eneparu ot 5 Masg 2012 . N 5021 "O6 yTBep>K€HUU TOPsIIKa CO3/IaHUS U [IeITeTbHOCTH




BpaueOHOM KOMHCCHUW MEAULMHCKOW opraHu3aiuu” (3aperucTpupoBaH  MUWHHCTEPCTBOM
octuiuu  Poccuiickori ®epepaiuu 9 wutons 2012 r, peructpayuoHHbii N 24516) c
WM3MEHeHHsIMM, BHeCeHHbIMU TpUKa3oM MWUHHUCTepCTBa 3/jpaBooxpaHeHusi Poccuiickoi
depepauun ot 2 gekabps 2013 . N 886H (3aperucTpupoBaH MUHHUCTEPCTBOM FOCTHLU
Poccwmiickont @epneparuu 23 nekabpst 2013 r., pervcrpanmonssiii N 30714).

<9> Cobpanue 3akoHoAaTenbCTBa Poccuiickoii ®@emeparmu, 2011, N 48, ct. 6724.

Ecnv mpu oka3aHMM MalUWeHTy MeAULMHCKOM TMOMOILIM B MeJULMHCKOM OpraHu3alud B
CTALIMOHAPHBIX YCIOBUSX MO PEIIeHUI0 BpaueOHON KOMHCCHUM OCYIIIeCTB/ISFOTCS Ha3HAUeHUe U
TpUMeHeHHe JIeKapCTBEeHHOIo0 TperapaTa ¢ KOHKPeTHbIM TOPrOBbIM HavMeHOBaHMEM, TO TpHU
OKa3aHUM JaHHOMY TMal[MeHTy MeJULMHCKOW TMOMOLIM B WUHOW MEeAMIIMHCKOW OpraHv3aluu B
CTALIMOHAPHBIX YCJIOBHUSIX, a TakKKe B aMmOy/laTOPHBIX YCJOBHUSIX OCYL[ECTBJISIETCS Ha3HaueHHe
eMy JieKapCTBeHHOTrO Tperapara C TeM )Ke TOProBbIM HauMeHOBaHueM <10>.

<10> IlyHkTt 2 nocraHos/eHust [IpaButensctBa Poccuiickoit @epepaumu ot 30.06.2020 N 965
"O BHeceHUU u3MeHeHUl B [IpaBuia ¢hopMUpOBaHUs TepeyuHs JieKapCTBEHHBIX CPeJICTB, 3aKyIlKa
KOTOPBIX OCYILIeCTB/ISIETCSI B COOTBETCTBUM C UX TOPrOBbIMA HAUMEHOBAHUSIMU, U O TIPUMEHEHUHN
JIeKapCTBEHHBIX TIperapaToB C KOHKPeTHbIMH TOProBbIMU HauMmeHOBaHussMu" (CobOpaHue
3akoHozarenbCcTBa Poccuiickont @epepanuy, 2020, N 28, cT. 4422).

6. Ha3sHaueHue jieKapCTBEHHOT'O TIperiapaTa B pelienite Ha OyMa)KHOM HOCHTeJle WU peLiernTe B
(hopme 37IEKTPOHHOTO JIOKyMeHTa 0(hopM/IsieTCsl Ha UMSI TTal[ieHTa, ik KOTOPOTo TpeiHa3HaueH
JleKapCTBeHHbBIN Tperapar.

PewienT Ha OyMa>kHOM HOcCHUTese, 0popMIIeHHBIH Ha peljenTypHoM Osanke ¢opm N 107/y-HIT, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBepIeHHBIX HACTOSIIUM TTPUKA30M, MOXeT ObITh
TMOJIy4YeH MaljeHTOM, ero 3aKOHHBIM Tpe/iCTaBUTeIeM WU JULOM, UMEeIOLUM 0(pOPMJIEHHYIO B
COOTBETCTBMM C I'PaK/IJaHCKUM 3aKOHOJaTenbCTBOM Poccuiickoil ®efjepalju JOBEPEHHOCTb OT
TalyeHTa Ha IpaBo I0J/IyuyeHus TaKOro peLienTa (Jasnee - YIIoJIJHOMOUYEHHOe JIULO).

[TpencraBneHye [OBepeHHOCTH He TpeOyeTcs B C/Tydae MOJyuyeHHs pellerTa Ha JieKapCTBEeHHbBIN
rperapar AJisi WHKypabenbHOro OOMBHOTO Ha 3aBeplIaloleM 3JTare ero >KW3HU JIULIOM,
OCYIIIECTB/ISIOLIUM YXO/ 3a TaKUM WHKYypabesbHbIM OO/BHBIM. B TakoM ciyyae MeAMIIMHCKUH
pabOTHUK BBIZ@eT /MLy, OCYIECTB/SIOIIEMY YXO[ 3a WHKypabeabHbIM OOMBbHBIM, [JOKYMEHT,
MOATBEPXK/JAIOIINY HWHKypabesbHOe COCTOsSIHUE OOJIbHOTO, COZIepXKAll[Mi CBeJeHUs O JIHIIE,
KOTOpoe Oy/leT ToJiyuaTh JieKapCTBeHHbIe Tperaparkl 1o perenty ((pamuiusi, UMs, OTUeCTBO
(mocnegHee - TpU HalW4yuM), BUJ, Cepusi U (WIM) HOMED [OKYMEHTa, Y[ OCTOBEPSIOLIEro
JIMYHOCTH), 3aBePEeHHBbIN TIOJITUCHI0 U TeyaThi0 JAHHOTO MEeAMIIMHCKOTO pabOTHWKA, a TakkKe
reyaTbi0 MeJULIMHCKOW OpraHu3alyu.

IToKyMeHT, TOATBepXKJaloIuii MHKypabe/bHOe COCTOsSIHHe OONBbHOTO, OCTaeTCss B arTeuHOU
OpraHu3aLuu.

Penienit B (hopme 3/1eKTPOHHOTO [JOKyMeHTa ()OPMUPYETCS C UCIO/Ib30BaHUEM TOCY/lapCTBEHHOM
vHOpPMaLIMOHHOW cucTeMbl B cdepe 37paBooxpaHeHUss cybwbekTa Poccuiickoit Peneparuu,



MeUIMHCKOM MH(OPMALIMOHHOM CUCTeMbI MeJULIMHCKON opraHu3aimm <11>.

<11> Craten 91 u 91.1 ®expepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOJATETHCTBA
Poccutickoit ®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIJAUM peLeNTa Ha JIeKapCTBEHHbIM TIperapar 3akKOHHOMY [pe/ICTaBUTENI0 WU
YTIOJIHOMOUEHHOMY JIMLYY (PMKCUPYeTCsl B MeAULIMHCKOM JOKYMeHTaLMu MalyeHTa.

7. MequIMHCKUM pabOTHHMKAM 3arpelaeTcsi 0ohopMIIsTE PeLierThbl TP OTCYTCTBUM Y TIallMeHTa
MeJULMHCKUX TI0Ka3aHWM; Ha He3aperdCTpUMpOBaHHbIE J/IeKAPCTBEHHbIe Tipernaparbl <12>; Ha
JleKapCTBEeHHbIe Tperaparbl, KOTOpble B COOTBETCTBMM C WHCTPYKLMEW [0 MeAULIMHCKOMY
MPYMEHEHUI0 TpeJHa3HayeHbl /11 MPUMEHEeHUs] TOJbKO B MeJULIMHCKUX OpraHu3alusx; Ha
HapKOTUYEeCKWe CpelCcTBa W TICUXOTPOIHbIE BeIeCTBa, BHeCeHHble B cnucok II Tlepeuns,
3aperuCTpUpOBaHHble B KaueCTBe JIeKapCTBEHHBIX IIperaparoB, B Lie/igX MPUMEHeHUsl [Jis
JleueHrst HADKOMaHUM.

<12> Pemenne CoBera EBpa3suiickoii 5KOHOMUUECKOW KOMUCCHU OT 3 Hosa6ps 2016 . N 78 "O
[MpaBuiax perucTpalydyd W SKCIePTU3bl JIEKADCTBEHHBIX CPeACTB /i  MEeJUIIMHCKOTO
ripuMeHeHuUs " (ouranbHBIN caiT EBpa3uiickoro 9KOHOMHYE CKOTO coro3a
http://www.eaeunion.org/, 21 Hosiopsi 2016 r.). Crathsa 13 ®dezpepanbHoro 3akoHa N 61-D3
(Cobpanue 3akoHO/aTebcTBa Poccuiickort ®eneparmu, 2010, N 16, ct. 1815; 2020, N 14, ct.
2028).

VupvBrayanbHbIM — [peIIPUHMMATEIAM, OCYLLeCTB/SIOIIUM  Me[ULMHCKYIO [leTe/IbHOCTb,
JOTIOJIHATENIbHO K TpeOOBaHWsM, YyKa3aHHbIM B a03alle TIepBOM HACTOSIIEr0 ITyHKTa,
3aripeljaeTcsi 0OpMIATH peLienThl Ha HAapKOTHYeCKHWe Cpe/CTBa W IMCHUXOTPOIHbIE BeleCTBa,
BHeceHHble B crcku II wm III Tlepeuns (pganee - HapKOTHMUeCKWe U TICUXOTPOMHbIE
nekapcTBeHHble rpenapatbl cnuckoB 11 v 111 Tlepeuns).

8. Tlpy Ha3HAUEHUW HAPKOTUUYECKUX U TCHXOTPOITHBIX JIEKAPCTBEHHBIX MpernapaTtoB cmucka I1
ITepeuHs, 3a WCK/IIOYEHHEM JIEKADCTBEHHBIX IIperapaToB B BHJE TPaHCAEPMa/bHBIX
TeparneBTUYeCKUX CHCTEM U JIEKapCTBEHHBIX MPEraparoB, COZepXKalliiX HAPKOTUUECKOe CPe/ICTBO
B COYETAHWM C AHTArOHHWCTOM OMMOWJHBIX PELIeNTOPOB, PELeNThbl HAa OyMa)KHOM HOCHUTese
odopMsitoTCs Ha perientypHoM G1aHke opmer N 107/y-HIT.

9. PerjenitypHb1ii 6;1aHK opmer N 148-1/y-88 odopmisieTcs mpy Ha3HAUEHUH:

1) HapKOTHMYeCKUX W TICUXOTPOITHBIX JieKapCTBeHHbIX TiperiapaTtoB crnucka Il Tlepeunsi B Buje
TpaHCAepMaJ/IbHbIX TepareBTUYeCKUX CUCTeM, HAPKOTUUeCKUX JIeKapCTBEHHBIX IIperapaToB
civicka II TTepeuHs, cofepkalux HApKOTUYECKOe CPEeACTBO B COUYETAaHWM C aHTarOHWCTOM
OMUOMHBIX PeLienTOPOB, IICUXOTPOITHBIX JIeKAPCTBEHHBIX npernapartoB crvcka 11 [Tepeuns;

2) KOMOVHMPOBAHHBIX JIEKAPCTBEHHBIX TPENapaToB, COAep KaluX:



a) KoJleMH WIW ero cojiu (B TepecueTe Ha UKWCTOe BellleCTBO) B KoynuecTtBe A0 20 mr
BK/IIOUMTE/IbHO (Ha 1 [103y TBepoi JiekapcTBeHHOM (opMbl) Wau B kKosmuectBe o 200 mr
BKtounTenibHO (Ha 100 M1 wim 100 © >KUJIKOM JileKapCTBeHHOW (opMbI [/ BHYTPEHHEro
TIpUMEeHEeHNs);

0) mceBmo3denpuHa TUAPOXJIOPHA B KouuecTBe, mpeBbinawmemM 30 mr, u g0 60 wmr
BKJ/IFOUMTE/IBHO (Ha 1 103y TBepoii 1eKapCTBEHHOU (POPMBI);

B) miceBo3(deaprHa THAPOXJIOPHZ B KosiuuecTBe, mpeBbimawomemM 30 mr, u go 60 wmr
BK/IIOUMTEILHO B COYETaHUU C JeKCcTpoMeTopdaHOM TI'HUJpoOpOMH/IOM B  KOJIMUECTBE,
nipeBbitatoiiem 10 mr, 1 10 30 Mr BK/IrOUMTE/IbHO (Ha 1 103y TBepz0ii ieKapCcTBeHHOU (opMbl);

r) gekcrpomeTopdana ruapobpomus B kommuectBe 0 200 Mr BrmounTtenbHO (Ha 100 M wiu
100 r k1Ko JleKapCTBeHHOM ()OPMBI /11 BHYyTPEHHEr0 PYMeHeHus1);

) 3deaprHa rUAPOXIOPUA B KonuuecTBe, npeBbimatoieM 100 mr, u 7o 300 Mr BK/TFOUHTETLHO
(1a 100 M1 mmm 100 1 >xuAKOM JIeKapCTBeHHOM ()OpMBI /1711 BHYTPEHHET0 pUMeHeHUs);

e) sdenpuHa TUAPOXJOPHA B KosmdectBe A0 50 Mr BK/IHOUMTenbHO (Ha 1 03y TBepaoi
JleKapCTBeHHOU (POpMBI);

’K) (eHWINpornaHojaMUH B KOJIWYeCTBe [0 75 Mr BK/IOUMTenbHO (Ha 1 [03y TBeppou
nekapctBeHHOUM (opmbl) umu Ao 300 mr BrmaouutenbHo (Ha 100 ma wam 100 r >kugkow
JIeKapCTBEHHOU (POPMBI /1J151 BHyTPEHHET0 MPUMEHEeHMUS]);

3) peHobapbuTan B KonuuecTBe [0 15 Mr BK/IHOUMTENHHO B COYETaHUM C KOJeMHOM (WU ero
COJISIMU) He3aBUCUMO OT KosimdecTBa (Ha 1 Zi03y TBepZoii jieKapCTBeHHOU (hopMbi);

1) deHobapbuTan B KomuuectBe A0 20 Mr BK/IIOUMTE/NLHO B COYeTaHUU C 3(eIpruHOM
TU/IPOXJIOPU/IOM He3aBUCUMO OT KosruecTBa (Ha 1 103y TBep/ioii ieKapCcTBeHHOM (hopMbl);

K) XJIOpHUa3enoKCuz, B KoinuecTse, npeBbimaromiem 10 mr, u 7o 20 Mr BK/IHOYMUTENBHO (Ha 1
[l03y TBep/I0M JIeKapCTBEHHOM (POpPMBbI);

3) /eKapCTBEeHHBIX MperapaToB UHAUBUAYAJbHOTO U3TOTOBJIEHUS], COAEPIKall[uX HapKOTHUYeCKOoe
Cpe/iCTBO WM TICUXOTPOMNHOe BelllecTBO crnucka II TlepeuHs, u apyrue (apmMakosioruueckie
aKTHBHbIEe BelleCTBa B /l03e, He MpeBbIlIalolel BBICIIYI0 Pa30BY 03y, U TMPU YCJIOBUM, UTO
3TOT KOMOWHMPOBaHHBINA JIeKADCTBEHHBIM TIperapar He SB/SETCS HAPKOTUUECKUM WU
TICUXOTPOITHBIM JIeKapCTBeHHbIM nperniapatoM cnucka II [Tepeuns;

4) 7neKapCTBeHHBIX IIperaparoB, BK/IOUEHHBIX B TIlepeueHb JIeKapCTBEHHbIX CPeJCTB /s
MeIMLIMHCKOTO TIPUMEHEeHUs], TMOoJJle)KalluX MpeJMeTHO-KOIMUeCTBEHHOMY yueTy (zanee -
JIeKapCTBEHHbIe Tpernaparsl, BK/IOUeHHbIe B repeueHs [TKY) <13>.

<13> HoanyskT 5.2.171(1) nyHkKTa 5 nocraHosneHus IIpaBurenscTBa Poccuiickor ®esnepanuu
or 19.06.2012 N 608 "O6 ytBepkaenuu IlosokeHuss 0 MUHHCTEPCTBe 3paBOOXPAHEHUS
Poccutickoit ®eneparuu” (manee - [Tonoxxenne o Munuctepctse) (CobpaHue 3aKOHO/|aTeTbCTBA
Poccutickoit ®epepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).




10. PeuentypHbiii 6maHk ¢opmbr N 148-1/y-04(;1) odopmisieTcss mnpu  Ha3HauYeHUU
JIEKapCTBEHHBIX TIpPerapaToB TpaklaHaMm, HMEIOL[MM TIpaB0 Ha OecrijiaTHoe ToJyueHue
JIeKapCTBEHHBIX MperiapaToB UM MOJTyYeHre JIeKapCTBeHHBIX MPerapaToB CO CKUIKOM.

11. Peuentypnbiii 6maHk popmbl N 107-1/y odopmiisieTcst Tpy Ha3HaYeHUH:
1) nexapCTBeHHBIX IperapaToB, He yKa3aHHbIX B IyHKTax 8, 9 Hactosero [Topsaka;
2) KOMOVHMPOBAHHBIX JIEKAPCTBEHHBIX TIPENapaToB, COAep KaluX:

a) sprotramMuHa THUJpOTapTpaT B KOJMYeCTBe [0 5 MI BK/IHOUUTEeNbHO (Ha 1 703y TBepzoi
JleKapCTBeHHOU (opMbl);

0) adenpuHa ruapoxsopuz B KosmdectBe Ao 100 mr BrmrountenbHo (Ha 100 mu wim 100
JKUJKOM JIeKapCTBEHHOMW (hOpMBI /151 BHYTPEHHEro IIpPUMeHEeHHs);

B) miceB03de[puHa TUIPOXJIOPH/, B KOJTMUeCcTBe, He TipeBbiiiatoiieM 30 mr (Ha 1 #03y TBepaoi
JleKapCTBeHHOH (hOpMbl);

r) mnceBpo3¢eaprHa TUAPOXIOPH B KOIUUecTBe, He mpeBblatoiieM 30 M, B COUETaHUM C
nekcrpoMeTopdaHoM TUAPOOPOMHIOM B KOWdecTBe, mpeBbimnaromemM 10 mr, u g0 30 mr
BKJ/IFOUMTE/IBHO (Ha 1 103y TBepoii ieKapCTBEHHOU (POPMBI);

o) aekcrpoMeTopdaHa ruAapoOpoMus B KomudecTBe, TipeBbimatomeM 10 mr, u go 30 mr
BK/TFOUUTE/ILHO (Ha 1 Z103y TBep/oi TeKapCTBeHHOM (hopMbl);

e) deHobapbuTan B KosmmuecTBe, rpeBbitatoiieM 20 mr, U 10 50 Mr BK/ItounTe/ibHO (Ha 1 03y
TBEp/IOi JieKapCTBeHHOM (opMbl);

K) ¢eHobapburan B KomuuectBe A0 20 Mr BK/IIOUMTENHHO B COUETAHHWU C SProTaMUHOM
TUIPOTapTPaToOM He3aBUCUMO OT KosindyecTBa (Ha 1 7103y TBep/joii JieKapCTBeHHOM (hOPMBI);

3) XJI0pAMa3enoKcy/ B Konuuectse A0 10 Mr BK/IHOUMTENBHO (Ha 1 103y TBepAOM J1eKapCTBEHHOM
(hopMbI).

12. T1pu Ha3HaYeHUU JIeKaPCTBEHHOTO TperapaTa UH/AWBU/yaJbHOTO W3TOTOB/IEHUS B pelieriTe Ha
OymakHoM HocuTene U (Wid) periente B (opMe 37eKTPOHHOTO [JOKyMeHTa HaWMeHOBaHHs
NIeKapCTBEHHBIX Cpe/CTB (BellleCcTB), BK/IIOUEHHBIX B mepeueHb [IKY, yKa3bIBalOTCS B Hauajie
pelLienTa, 3aTeM - BCe OCTa/IbHbIe MHI'PeNEHTHI.

13. TIpu Ha3HayeHHU JIeKApCTBEHHOTO TIperiapata B pelienTe Ha OymMa)KHOM HocuTesie U (WH)
petieite B (opMe 3/1eKTPOHHOTO [IOKyMEHTa 3arpelljaeTcss IIpeBbIllaTb KOIUYEeCTBO
HapKOTHUYeCKUX CPe/ICTB WM TICUXOTPOIHBIX BellleCTB, KOTOPOe MOXKET OBbITh BBIMKMCAHO B OJHOM
peLienite, ycraHoBjeHHOe npwioxkeHrneM N 1 kK Hacroswemy Ilopszaky, 3a UCK/IOUeHHeM
C/lyyaeB, yKa3aHHbIX B IyHKTax 15 u 24 Hacrosiero [Topszka.

14. ITpu Ha3HauUeHUM JIeKapCTBEHHbBIX peraparoB, BK/IOUeHHbIX B repeueHb [IKY, f03a KOTOpbIX
TIPEBBIIIIAeT BBICIIHMN OJHOKPATHBLIM TIpUeM, MeIUI[UHCKHN pabOTHUK 0003HAyaeT /103y 3TOrO
JIeKapCTBEHHOTO TIperiapaTta B pelienTe Ha OyMa)KHOM HOCHTeJIe TIPOMUCBHIO C MPOCTaBJIeHHEM
BOCK/IMLIATe/IbHOTO 3Haka U (W/IM) TMPOCTaB/iseT BOCK/IULIATENbHBIM 3HAaK MpyU 0hOpMJIeHHUH
petienita B (hopMe 3/IeKTPOHHOTO /JOKYMEHTa.

15. KonmuecTBO Ha3HAYEHHBIX /IEKAPCTBEHHBIX IIperapaToB, BKIOUeHHBIX B niepeueHs [IKY, npu



OKa3aHuM MaleHTaM, Hy>K/JaroLUMCs B [J/IUTe/TbHOM JIeueHUH, IePBUYHON MeJUKO-CaHUTapHOM
MOMOII[A W Ta/UIMaTUBHOM MEAUI[UHCKOM TIOMOIIM MOXKeT ObITh YBEJIMUEHO C Y4YeTOM
K/IMHUUECKUX peKOMeHJalnii He Oomee yeM B 2 pa3a IO CPaBHEHUIO C KOJMUECTBOM
HapKOTUYECKHUX CPEe/ICTB WM TICUXOTPOIHBIX BEIeCTB, KOTOPOE MOXKET OBbITh BBIMUCAHO B OJJHOM
peLierite, ycraHOB/IeHHBIM IpunokeHreM N 1 K Hactosiemy [lopsaky.

B cnyuasix, mpeqycMOTpeHHBIX a03aljeM TepBbIM HACTOSIIEro ITyHKTa, Ha peLlenrax Ha
OyMa>KHOM HOCHTe/Ie TIPOU3BOAUTCS Haamuch "Ilo crmenyanbHOMY Ha3HAUeHHWIO', OT/ENTbHO
3aBepeHHasi MO/ITUChI0 MeIULMHCKOTO PAa0OTHUKA U MedaTbl0 MeJULIMHCKOW opraHu3auuu "[is
pelieniToB", Ha pelenTtax B (opMe 3/eKTPOHHOTO [OKyMeHTa MNpou3BoAuTcsi oTtMeTka '"Ilo
CriejiaJIbHOMY Ha3HaueHWI0'" C MPOCTaBlIeHWeM YCUIEHHOW KBaJU(ULIMPOBAaHHOW 3/1IeKTPOHHOU
TIOATIMCA MeJULIMHCKOTO pabOTHHKA.

16. CocraB J/IeKapCTBEHHOTO TIperiapara, JieKapCcTBeHHass ¢opMa W oOpalljeHre MeJUI[HHCKOTO
paboTHHMKa K (papMarieBTHUeCKOMy pabOTHMKY 00 OTIyCKe JIeKapCTBEHHOTO Iiperapara Ha
OyMa>kHOM HocHTesie 0(hOPMIISIFOTCS Ha JIATUHCKOM WJTA PYCCKOM Si3bIKe B POAMTETLHOM TaJiexe,
3a UCK/II0ueHreM o(opMieHHs peLienToB B (hopMe 3/1eKTPOHHOTO JJOKYMEHTa, OCYILL{eCTB/IsSIeMOro
Ha PYCCKOM SI3bIKe.

[Mpu odopmyieHUM peLeNTypHBIX OJIaHKOB [IONyCKAaeTCsl UCIOb30BaHUWE  COKpallleHUH
(mpunoxkenue N 2 k HacTosiiemy [Topsifky).

[Mpy Ha3HaueHWM JIeKADCTBEHHOIO TIperiapaTa He [OMYyCKaeTCsl COKpallleHWhe HauMeHOBaHWM
WHIPeIMeHTOB, COCTABJISIIOLIMX JIEKAPCTBEHHBIM TIpernapar, He MO3BOJISIIOLIUX YCTaHOBUTh, KAaKOM
MIMEHHO JIeKapCTBEeHHbIH MpernapaT Ha3HayeH.

17. Cnoco6 mipuMeHeHUsl JieKapCTBEHHOTO Tiperapata O0O3HauaeTcsi C yKa3aHWeM IyTd
BBe/IeHMs, [103bl, YaCTOTbl, BPEMEHHU IIpHeéMa OTHOCHTeNIbHO CHa (yTpOM, Ha HOUb) M €ro
JUTATeIbHOCTH, a JIJIsi JIeKapCTBEHHBIX TMperapaToB, B3aMMO/eHCTBYIOIIMX C MHIlel, - BpeMeHU
UX yrorpeb/ieHns1 OTHOCUTE/TBHO TpYieMa MUILH (F0 eZbl, BO BpeMs eflbl, TI0C/Ie e/ibl).

18. TIpu HeOOXOAUMOCTH HEMe/IJIEHHOTO W/ CPOYHOTO (B TeUeHHe IBYX pabourx JHeil) OTmycKa
JIeKapCTBEHHOTO TIperiapara MalveHTy B BepxXHed YacTH peljenta Ha OyMa)KHOM HOCHUTese
MPOCTaBJISAIOTCA 0003HaueHWs '"cito" (cpouHo) wam "statim" (HeMeaieHHO). AHAJOTHUHbBIE
0003HAUeHUs] TPOCTABISIOTCI B BH/E OTMETOK TpU OGOpM/IEHHM pelienta B (dopme
3JIEKTPOHHOTO JIOKyMEeHTa.

19. Tlpu odopmieHuMM Ha3HaueHUsI FOTOBOIO JIEKAPCTBEHHOrO IIperiapaTa B peLlelTe Ha
OyMa)KHOM HOCHTere WA perenTe B (¢GopMe 3IeKTPOHHOTO JOKYMEHTa KOTWYeCTBO
JIeHICTBYIOLL[MX BEILeCTB YKa3blBaeTC B COOTBETCTBUM C MHCTPYKLMEN MO MeJULMHCKOMY
MIPYMEHEeHUI0 JIeKapCTBeHHOTro TperiapaTa. lomyCTUMO YKasbIBaTh J03MPOBKY JIeKapCTBEHHBIX
TiperapaToB CHUCTEMHOTO JeMcTBUs (/151 pe30pOTUBHOrO MpueMa) B TBepPAbIX JeKapCTBEHHBIX
¢dopmax (Harprumep, TabseTKH, TIOPOLLIKH, KarlCysibl) KaK COZepKaHHe OJHOTO WM HeCKOIbKHX
JIeHICTBYIOLL[MX BeLeCTB B eJWHUL[AX Macchl (B rpammax, MwiaMrpammax). [lomyctumo
yKa3bIBaTh [J03UPOBKY JIeKapCTBEHHBIX IIPerapaToB CUCTeMHOTO AeWCTBUs ([ pe30pOTHBHOTO
NpUMeHeHUsI) B JKUJKUX JIeKapCTBEeHHBbIX (hopMax (Harpumep, pacTBOpPbl, CYCIIeH3WM) Kak
COZlep>KaHue OZIHOTO WM HeCKONbKUX JIeHCTBYIOIIMX BelLeCTB B eJUHULIAX MaccChl Ha eJUHULLY
obbeMa (HaripyuMmep, MWUIMTPaMM/MWUIAIUTP) C yKa3aHueM o0ijero obbema JieKapCTBeHHOM

(opMmbI.



[Tpu odopmieHNM Ha3HaueHWsl JIeKAapCTBEHHOT'O TperiapaTa WHWBHU/YaJbHOTO M3TOTOB/IEHUS B
peLieriTe Ha OyMa)KHOM HOCHTesle Wiu peLienTe B (hopme 3/1eKTPOHHOTO JOKYMEHTa KOJMUeCTBO
TBEP/BIX U CHITyurX (hapMalleBTHUeCKHX CyOCTaHIMi yKa3biBaeTcs B rpammax (0,001; 0,5; 1,0),
JKUAKUX - B MUWUTWIATPaX, TpaMMax U Karuisix.

20. Perenitel Ha OymMa)KHOM HOcHTese, B popMe 3/1eKTPOHHOTO JOKYMeHTa, o(opmiieHHbIe Ha
perienirypHoM GaHke ¢dopmbl N 148-1/y-88 1 nipejHa3HaueHHbIe [/1s1 OTITyCKa JieKapCTBEHHBIX
rperiaparoB, IpefyCMOTPeHHbIX ToAnyHKTaMu 1 - 3 nyHkra 9 Hacrosmero Ilopsgka,
JleiCTBUTeJIbHBI B TeueHUe 15 iHel co AHS oopmIeHuUs..

21. Perienitel Ha OyMa)kHOM HOCHTese, B (hopMe 3/IEKTPOHHOTO JOKyMeHTa, OOopMJIeHHbIe Ha
periennrypHoM  Omanke ¢opmbl N 148-1/y-04(1) W mnpeAHa3sHaueHHbIe I OTITyCKa
JIeKapCTBEHHBIX I[pernapaToB rpakjaHaM, ykKa3aHHbIM B mnyHKTe 10 Hacrosuero Ilopsigka,
JlelictBuTe/ibHbl B TeueHue 30 paHedt co [aHA odoOpmieHMs, 3a HCK/IHOUeHHeM CyuyaeB
odopMieHus peLieniTa B COOTBETCTBUM C MyHKTaMu 38 u 39 Hacrosiero [Topsizika, pyU KOTOPBIX
OH JleliCTBUTeJIeH B TeueHHe 15 aHel co JHsT oopM/IeHHsl.

22. Perieritel Ha OymMa)kHOM HocuTese, B (hopMe 3/IeKTPOHHOTO JOKyMeHTa, oopMJieHHbIe Ha
peuenitypHoM  Oyanke ¢opmbel N 148-1/y-04(;1) u mpepHa3HaueHHble [ OTITyCKa
JIeKapCTBEHHBIX IIperapaToB rpakJaHaM, [JOCTUIIIMM I1eHCMOHHOIO BO3pacTa, WHBalujam
IepBOM TIpyMIbl, [eTIM-UHBAIWZAM, a Takke TIpak[aHaM, CTpaJaroliuM XPOHUYeCKUMU
3aboneBaHUsIMU, TPeOYIOILIMMU [I/TUTEILHOTO KYPCOBOTO JieUeHus1, ZIelCTBUTe/IbHBI B TedeHre 90
[Hel co pAHS oQopMmiieHusi, 3a MCK/IIOUeHWeM CjlydyaeB, YyKa3aHHbIX B MyHKTax 38 u 39
Hactosiero [Tops/ika, Ipy KOTOPBIX OH JIeMCTBUTE/IEH B TeueHHWe 15 JHel o iHs1 0(pOpMIIEHHSI.

Ilns neyeHusi XpOHWYECKUX 3a00/eBaHUI YKa3aHHBIM KaTeropusiM TIpaXk/aH JIeKapCTBEHHbIE
nperaparbl ¢ OoQopMmsieHHeM peLleNToB Ha OyMaKHOM HOCHTe/le WIM peLienToB B ¢opme
3JIEKTPOHHOT'0 IOKYM@HTa MOT'YT Ha3HauaThbCsl Ha Kypc jieueHus 10 180 nHeid.

23. Perenitel Ha OymMa)KHOM HOcHTese, B popMe 3/1eKTPOHHOTO JOKYMeHTa, o(opm/ieHHbIe Ha
peuentypHoMm 6Osanke ¢opmbl N 107-1/y u npegHa3HaueHHble il OTIYCKa JieKapCTBEHHBIX
TriperiapaToB, NIpeJyCMOTPeHHBIX IMYHKTOM 11 Hactosiero [lopsizka, AeliCTBUTe/IbHBI B TeUeHue
60 gHeli co AHS 0OpM/IEHUS.

[Ipy Ha3HaueHVWM TOTOBBIX JIEKAPCTBEHHBbIX [pernaparoB M JIeKapCTBEHHBIX IIperapaTroB
VMH/IVBU/YaJlbHOTO W3TOTOBJIEHMsI TaljieHTaM C 3abo/eBaHUsIMM, TPeOyIOMMMU [JIUTebHOTO
KypCOBOTO JieueHusi, ¢ oopM/ieHreM Ha pelienTypHoM GmaHke dopmbl N 107-1/y perjenta Ha
OyMa>KHOM HOcCUTesie Wik B (popMe 37IeKTPOHHOTO IOKyMeHTa yCTaHaBIMBAeTCsl CPOK AeNCTBUS
peLieniTa B rpefiesiax 10 OLHOIO rofa.

B csyuae ycTaHOB/IeHMsI CpPOKa JeHCTBMS pelleriTa B Ipejesax [0 OJHOTO roja B peLiernTe
npou3BoAuTC Hafgmuch: "Ilo creluanbHOMY Ha3HaueHUIO", 0003HadaeTCsi CPOK [IeMCTBUS
peLierniTa ¥ epUoOJUYHOCTb OTITyCKa JIeKapCTBEHHBIX MperapaToB U3 anTeyHOM OpraHu3aliiy Uiu
VHJUBUZYalbHbIM [peANpUHUMATeNeM, WMEIIUMM JIMLEH3UI0 Ha (apMaleBTUUeCKyro
JlesTesIbHOCTh <14> (e)KeHeZle/IbHO, €XeMeCSIUHO U HHble Tepuofbl). [OMoIHUTEeNbHO 3TO
yKa3aHUe 3aBepsieTCs TOAMUCHI0 MeJUIMHCKOrOo pabOTHHKA, a TakXKe TeuaTbi) MeJULIMHCKOW
opranusaiuu "[lns perientoB" (A7 perjenita Ha OyMa)kHOM HOCHTeNI®) WM YCHUIEHHON
KBaJIM(ULIMPOBAHHOW  S7IEKTPOHHOW  TIOATMCHI0  MEJUIIMHCKOro paboTHMKA U JIWIIa,
YTIOJIHOMOUYEHHOTO 3aBepSATh JOKYMEeHTbI OT UMeHHU MeJULIMHCKOW OpraHu3aliuy (J/1s peLienTta B
(hopme 3/1eKTPOHHOIO [JOKYMEeHTa).



<14> IlyHkT 47 wactu 1 cratbu 12 ®PepepansHoro 3akoHa or 4 mag 2011 . N 99-@3 "O
JIULeH3UPOBAaHMU OT/Ie/IbHbIX BUZOB JesiTesibHOCTU" (manee - DenepanbHbiii 3akoH N 99-D3)
(Cobpanue 3akoHOzaTenbcTBa Poccuiickort ®@epeparum, 2011, N 19, ct. 2716; 2021, N 27, cT.
5177).

24. PenerniTel Ha JIeKApCTBEHHbIE Tperaparbl, BK/IOUeHHble B nepedeHb [IKY, nns yeueHust
MaIMeHTOB C XPOHUYECKUMH 3a00/IeBaHUSIMUA MOTYT 0(hOPMIATLCS Ha KypC JieueHus 10 60 aHer.

B cnyuae, korga Kypc JsiedeHusi cocraBisieT 0onee 30 aHeN, ZOTIOHUTENTBHO B pellenTax Ha
OymMa)KHOM HOCHTese TIPOM3BOAUTCA HaAnuch "Tlo creruasbHOMY Ha3HaueHWIO'", 3aBepeHHast
TIO/TIMCHI0 MEIUIIUHCKOTO PAOOTHUKA U TeUaThi0 MeAULIMHCKOM opraHu3auuu "Iy perLenToB',
Ha peLlentax B (popMe 371eKTPOHHOIO JOKyMeHTa Mpou3BouTcsi otMeTKa "[lo cneruanbHOMY
Ha3HaueHHI0" C TMpOCTaB/leHWeM YCUIeHHOW KBaJu(UIMPOBAaHHOW 3/1€KTPOHHOW MOAMUCH
MeJUIIMHCKOTO paboTHMKA W JIMLa, YIOJHOMOYEHHOTO 3aBepsiTb JOKyMeHTbl OT WMeHH!
MeJULMHCKOW OpraHu3aLyu.

25. Perjenit Ha OymMakHOM HOcuTesie B (OpMe 3/I€KTPOHHOTO /IOKYMeHTa, O(GOPMJIeHHBIM C
HapyllleHWeM  YCTaHOBJIEHHBbIX  HacTosiuMm  [lopsiikoM — TpeGOBaHUH, CUMTaAeTCS
HeJleCTBUTE/IbHBIM.

I1. Ha3HaueHMe ieKapCTBeHHBIX [IpPernaparoB IPU OKa3aHUU
MeANLUHCKON MOMOIIY B CTAl[MOHAPHBIX YC/I0BUAX

26. Ilpy oka3aHMU MaLeHTy MeJWULMHCKOM MOMOIM B CTaljMOHApHBIX YC/IOBUSAX Ha3HaueHHUe
JIeKapCTBEHHBIX ~ TIPErapaToB TPOM3BOAUTCA 0Oe3 odopmiieHHs peLieniTa MeJULIMHCKUM
pabOTHUKOM €eIMHOMMYHO, 32 WUCK/IIOYeHUEeM CJIyyaeB, YKa3aHHBIX B ITyHKTe 27 HaCTOSILEro
[Topszka.

27. CornacoBaHue Ha3HAU€HMsl JIEKaPCTBEHHBIX IPerapaTtoB C 3aBeAYIOIIUM OTJe/IeHUeM WU
OTBETCTBEHHBIM JIEKYPHBIM BpauoM JIMOO JPYrMM JIMI[OM, YIIOJTHOMOUEHHBIM TPHUKA30M
I[7IaBHOTO Bpaya MeJMI[MHCKOW OpraHu3allvy, a TakXKe, MPH HA/IMUHH, C BPAUOM - KITMHUUECKUM
(hapmakosiorom Heo6X0AUMO B CTyUasix:

1) ogHOBpEMeHHOTO Ha3HAUYeHUS TISITU U Oosiee JieKapCTBEHHBIX MPerapaToB OJHOMY IMaljeHTy;

2) Ha3HaueHHsl JIeKapCTBEHHBIX TIPerapaToB, He BXOZSIUX B TiepeueHb >KU3HEeHHO He0OXOAUMBIX
M Ba)KHEHIIMX JIeKapCTBEHHBIX TMpernapaTtoB <15>, Mpu HETHUIMUYHOM TeueHWH 3abosieBaHUs,
Ha/IMYMK OCJIO)KHEHWM OCHOBHOTO 3a0oseBaHusi W (WIM) COIMYTCTBYIOUMX 3abosieBaHUM, TIpU
Ha3HaueHWU JIeKapCTBEHHBIX TIperapaToB, 0COOEHHOCTU B3aUMOENCTBHS W COBMECTUMOCTH
KOTOPBIX COTJIACHO MHCTPYKLIMSIM TI0 WX TTPUMEHEHUIO MPUBOAAT K CHIDKeHUIO 3 deKTuBHOCTH U
Ge3oracHocT (hapMakoTepanvy ¥ (WIM) CO3[AlOT TOTEHI[MATBHYI0 OMAacHOCTb il XKU3HU U
37I0pPOBbSI TIALIEHTA.




<15> Yactu 1 crateu 60 PegepampHoro 3akoHa N 61-P3 (CobpaHue 3aKOHOZATETHCTBA
Poccutickont ®enepanuu, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B yKa3zaHHBIX C/lyyasx Ha3HaueHHe JIeKapCTBEHHBIX IperapaToB (GUKCUPYeTCsS B MeAULIMHCKOM
JIOKYMEHTAI[U¥ TIalleHTa U 3aBepsieTCsl TIOAIMChI0 MeAUIIMHCKOTO PabOTHHWKA W 3aBeAyIOIIero
oTZesieHreM (OTBeTCTBEHHOTO /IeKypHOT0 Bpaua W/ JIpyroro yroJHOMOYeHHOTO JIAL[A).

28. MeauiHCKUI pabOTHUK MEIUIIMHCKOM OpraHu3alyu (ee CTPYKTYPHOTO TIOZIpa3fesieHus),
pacrio/iokeHHOW B CeIbCKOM HacesJleHHOM ITyHKTe, OCYLeCTB/IsieT Ha3HayeHHe JieKapCTBeHHBIX
TriperiapaToB B C/1y4asiX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosero [Topsigka, efuHOIMYHO.

29. Tlo pemenuto BpaueOHOM KOMUCCHH TIALIME€HTAM TIPH OKa3aHWKW UM MeUIIMHCKOW ITOMOIIY B
CTalLlMOHAPHBIX YCJIOBUSIX HA3HAYalOTCSl JIeKapCTBEHHbIe TIperaparbl, He BK/IOYEHHbIE B
repeveHb >KU3HEHHO HeOOXOAWMBIX W Ba)KHEUIIIMX JIEKAPCTBEHHBIX TPeraparoB, B C/ydae WX
3aMeHbl M3-3a UHAUBU/Ya/bHON HerepeHOCUMOCTH, 110 YKM3HEeHHbIM TTOKa3aHUsIM.

PeiieHne BpaueOHON KOMUCCUM (DUKCUDYETCS B MEAUI[MHCKOM JIOKYMEHTAallud MaldeHTa |
JKypHaJsie BpaueOHOM KOMHUCCHH.

30. B cnyuasx oOciiefioBaHUS U JiedeHUsl TPaXk[JaHWUHA B CTAllMOHAPHBIX YC/IOBUSIX B paMKax
rpe/j0CTaB/IeHys MeAULIMHCKUX YCIYT Ha BO3Me3/IHOM OCHOBE 3a CuUeT JIMYHbIX CPe/ICTB IPak/iaH,
CpeJCTB IOpUANUECKUX JIML] U MHBIX CPEe/ICTB Ha OCHOBaHMM J0rOBOpPa, B TOM YMCJIe [OrOBOpa
I0OPOBOTBHOTO MEAMIIMHCKOTO CTPaxoBaHUs <16>, eMy MOTYT ObITh Ha3HAUEHBI JIeKapCTBEHHBIE
Triperaparhbl, He BXOJsIIMe B repeueHb KM3HEHHO He0OXOAMMBIX M Ba)KHEMIIIMX JieKapCTBeHHbBIX
TIperapaToB, eC/Id UX Ha3HaUeHHe U TIpUMeHeHre 00yC/IOB/IeHO MeJUITMHCKUMH TIOKa3aHUSIMH.

<16> Ilocranosnenue IlpaButenbcTBa Poccuiickoit @epeparpin ot 4 okTsa6ps 2012 . N 1006
"O6 ytBepkgeHun [IpaBWUn TIpejOCTaB/IeHUsT MeJULMHCKUMK OpraHU3al[UsiMU  TIIaTHBIX
menuimHCKUX ycayr" (CobpaHue 3akoHOzaTenbCTBa Poccuiickoit ®epeparmu, 2012, N 41, cT.
5628).

I11. HasHaueHue JIeKapCTBEHHbIX IPenaparoB NpH OKa3aHUHU
MePBUYHON MeJUKO-CAHUTAPHOM MOMOIIM, CKOPOM MeUIMHCKOMN
TMOMOIIY Y Na/I/IMaTUBHON MeJMIJMHCKOH ITOMOIIH
31. [Ipu oka3aHUM TNEPBUYHOU MeEAUKO-CAHWTAPHOW MOMOLY W Ma//IMaTUBHOU MeAULIMHCKOU
MoMoIHn B aM6y1'IaTOprIX YC/I0BUAX HA3HAY€HHE JIEKaDCTBEHHBIX IIPErapaToB OCYILLIECTB/IAETCA

MeIULMHCKHUM pa6OTHI/IKOM B CIyYasdX TUIMMYHOT'O TE€YE€HHS 3a00/1eBaHUSA MaleHTa Ucxogsd U3
TSKECTU U XapaKTepd 3a00/1eBaHMS.

32. Ha3HaueHue JIeKapCTBEHHBIX TIPerapaToB I10 PEeIeHHI0 BpaueOHOM KOMUCCHY TIPU OKa3aHUU
TEepBUYHOM  MeAMKO-CAaHUTApHOM  TIOMOIIM, Ta/UIMaTUBHOM  MEJUI[MHCKOM TIOMOIIM B
amOy/IaTOPHBIX YCIOBUSIX TIPOU3BOJMTCS B C/TyUasix:

1) ogHOBpeMeHHOTO Ha3HAueHWsl OAHOMY TMAl[eHTy TISATH U Oojiee JTeKapCTBEHHBIX ITpernapaToB B



TeueHHe OFJHUX CYTOK WU CBBIIIIe eCsiTH HauMeHOBaHUM B TeueHWe TPU/ILIaTH JHel;

2) Ha3HayeHHs JIeKapCTBeHHBIX TperapaToB MPU HeTUIMUYHOM TeueHWH 3aboseBaHusi, HAJTMUMU
OCJIO)KHEHHH OCHOBHOTO 3a0osieBaHUs U (M/IM) COMYTCTBYIOIIUX 3a00/eBaHUH, TTpU Ha3HAYEHUH
JIeKapCTBEHHBIX TIperiapaTtoB, OCOOEHHOCTH B3aWMOJEMCTBUSI M COBMECTUMOCTH KOTOPBIX
COIJIACHO WHCTPYKLMSM MO WX MPUMEHEHWIO TIPUBOJAT K CHIWKEHWIO 3(QQeKTUBHOCTU U
6e30macHOCTH JieueHUs TaljeHTa U (WIK) CO3[al0T MOTeHLMaAbHYH OMAaCHOCTb /ISl XKU3HU U
3/l0POBBSI MALIMEHTa;

3) TMepBUYHOr0 Ha3HaueHWs TALMEHTY HApKOTUYeCKUX W TICUXOTPOMHBIX JIeKapCTBEHHBIX
niperiapatoB cnuckoB II u III TlepeuHs (B ciyyae TIPUHSATHS PYKOBOJAWTE/EM MeJULIMHCKOM
OpraHM3aluM pelleHusi 0 HeoOXOAMMOCTH COIVIAaCOBAHHMSI Ha3HAuyeHUs] TaKWX JeKapCTBEHHBIX
TIperiapaToB C BpaueOHOM KOMHCCHe).

33. TloBrOpHOE Ha3HaUeHWe HAPKOTUUECKHWX W TICUXOTPOMHBIX JIeKaPCTBEHHBIX IPeriapaToB
crivckoB II w III TlepeuHsl MPOW3BOAWUTCS MEAUIIMHCKUM PAOOTHUKOM CAMOCTOSITEJTBHO WJIH
eJUHOMYHO 0e3 yuacTuss BpaueOHOM KOMHCCUM TIAL[U€EHTaM C BbIPDaKEHHBIM 00JIeBbIM
CHHAPOMOM J/000TO TeHe3a, HapylleHWeM CHa, CYJOPOKHBIMU COCTOSTHUSIMH, TPEBOXKHBIMU
paccrporicTBamu, (oOHUSIMH, ICUXOMOTOPHBIM BO30Y>K/|eHHEM.

34. Tlpu oKa3aHUM CKOPOM MeAMIIMHCKOW TIOMOIIM JieKapCTBeHHbIe Tiperaparbl Ha3HauarTCs
MEIUIIMHCKUM PAbOTHUKOM BbIE3ZIHOM Opurazbl CKOpOW TOMOIIH, MEeAUIUHCKUM pPabOTHUKOM
Me[MLIMHCKOW OpraHu3alui TPy OKa3aHWW MeJULMHCKOM TOMOLY TpakjaHam [pu
3a00/1eBaHUsIX, HECUACTHBIX C/TyYasiX, TPaBMax, OTPAB/IEHUSX U IPYTUX COCTOSIHUAX, TPeOYIOIIMX
CPOYHOI'0 MeJJMLIMHCKOI0 BMellaTe/IbCTBa.

IV. Ha3HaueHue jIeKapCTBEHHBIX NIpernaparoB rpax/aaHam,
UMEIOIUM MPaBo Ha 0ecIyIaTHOE MO/TyUeHHe JIEKapCTBEeHHbBIX
npenaparoB WiIH Mo/Iy4yeHNe /IeKapCTBeHHbIX MpenaparoB Co

CKU/IKOU, NPH 0Ka3aHUM NMEePBUYHOU MeIUKO-CAHUTAPHOU MOMOILH

35. Ilpy okaszaHMM NEPBUYHOW MEAUKO-CAHWTAPHOM T[IOMOLIM Ha3HayeHWe MeULMHCKUM
pabOTHHUKOM Ha OCHOBE K/IMHUUECKUX PEKOMEHJAI[M M C yYeTOM CTaH/apTOB MeULIMHCKOMN
noMoiqu <17> JieKapCTBEHHBIX TIPeNapaToB, OTMyCKaeMbIX OecrylaTHO WM CO CKUAKOM,
rpaxkjaHaM, UMEIOIIMM TMPaBO Ha obecrieueHHe JIeKapCTBEHHBIMM TperiapaTaMu 3a CUeT CPe/iCTB
OOPKeTHBIX aCCUTHOBaHUM (hefiepasibHOTO OrO/pKeTa W OOMKeTOB CyOBheKTOB Poccuiickoi
denepalyu, OCYIIEeCTB/ISIETCS Ha peLienTypHoM OsaHke N 148-1/y-04().

<17> Cratbs 37 PepepanbHoro 3akoHa N 323-P3 (Cobpanue 3akoHOZaTenbCTBa Poccuiickoit
®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, cT1. 5186).

Ilpu odopmnenun perenta Ha Omanke ¢opmbl N 148-1/y-04(1) Ha OymMakHOM HOCHTese
0 OpMJISIFOTCS [iBa 9K3eMILIsIpa, OJJMH U3 KOTOPBIX OCTAeTCsl B ariTeyHoM OopraHu3alyy, BTOPOU -
B Me/IMLIMHCKOM JJOKyMeHTal[uU MaljleHTa.



36. [IpaBo Ha3HauaTh JIeKapCTBEHHbBIE MpeTapaThl Tpa)kJaHaM, UMEIOIHUM TTpaBo Ha OecruiaTHOe
TOoyueHUe JIeKapCTBEHHbIX TperapaToB WA TIOJlyuyeHWe JIeKapCTBEHHBIX IIperaparoB Co
CKHUIKOM, TaK)Ke UMEFOT:

1) MeauLIMHCKE pabOTHUKH, paboTarollrie B MeJUIIMHCKOM OpraHU3al[iu 10 COBMECTUTETbCTBY
(B mpefienax CBOeH KOMIETEHLUN);

2) MeAMLIMHCKWEe PabOTHUKK CTal[MOHAPHBIX OpraHW3aluid COL[MA/IbHOTO OOCTY)KMBaHUSI TIPU
HaIMUMKd  JIMLIEH3UM  Ha  OCYIIecTBIeHHWe  MeAULIMHCKOW  JesiTelibHOCTH — <18>,
TpeJlyCMaTpUBAIOLLel BhITIONIHeHHe paboT (OKa3aHWe yCIyT) M0 OKa3aHWI0 MepBUYHOM MeIUKO-
CaHWTApHOK TMOMOIIM B aMOy/laTOpHBIX YC/IOBUSX (HE3aBUCMMO OT  BeJOMCTBEHHOM
TIPUHA/IIE)KHOCTH);

<18> IlyHkr 46 wuactu 1 cratem 12 ®PepepasvHoro 3akoHa N 99-®3 (Cobpanue
3aKoHozarenbCcTBa Poccuiickont @epeparuy, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MeAUIMHCKHe PAaOOTHUKM MeAWLMHCKUX OpraHW3al[ii, OKa3bIBAIOIIUX TEPBUUHYH0 MeIUKO-
CaHUTApHYI0 TIOMOILlb, TOZABEIOMCTBEHHbIX (hefiepaibHbIM OpraHaM HWCIOJHUTE/NBHOM BacTU
WM OpraHaM MCIIOTHUTeTbHOM BiacTy CyObekToB Poccutickoit Peznepaiiuy;

4) vHAVWBUAYyabHbIe TMpeANpPUHUMATEH, OCYLIeCTB/SIOIIMe MEOULMHCKYI [eATe/bHOCTbh U
BK/IIQUEHHbIE B peeCcTp MeJWLMHCKUX OpPraHM3alui, OCyIlleCTB/SIOLUIMX [1esiTeIbHOCTh B cepe
00s13aTe/TbHOT0 MeJULIMHCKOTO CTPAXOBAHUSI.

37. Ilpy Ha3HaUeHWHM JIeKapCTBEHHBIX TPerapaToB TpakilaHaM, UMEIOIIM TIpaBo Ha OecriiaTHoe
ToJlyyeHue JIeKapCTBEeHHBIX IIperiaparoB WM I[I0/yyeHue JIeKapCTBeHHbIX IIperapaTroB Co
CKH/IKOW, B pelLlenTe yKa3bIBaeTcsi HOMep TeseOoHa, MO KOTOPOMY PpabOTHHK arTeyHoM
OpraHu3aly Mpu HeoOXOJUMOCTH MOXKeT COIJIacOBaTh C MEJUIIMHCKUM pabOTHUKOM 3aMeHy
JIeKapCTBEHHOI'0 Iperapara.

38. Ha3HaueHWe HApKOTMYECKUX W TCUXOTPOMHBIX JIeKapCTBEHHBIX MpernapaToB coucka II
[Tepeunss (3a MCKIHOUEHMEM JIeKapCTBEHHbIX IIperiapaToB B BHUJe TpPaHCJepMasbHbIX
TepaneBTUYeCKUX CUCTEM, a TaKKe JIeKapCTBEHHBIX IpernaparoB, COZeprKalljiXx HapKOThuYeCcKoe
CpefCTBO B COYETAaHWU C aHTArOHMCTOM OMMOW/HBIX PeLIelTOPOB) rpakjaHaM, UMerOIM [paBo
Ha OecrilaTHOe TIONyYeHHe JIeKapCTBEHHBIX TIPerapaTtoB WM TIOJyueHUs JieKapCTBeHHBIX
TperapaTtoB CO CKH/IKOMW, OCYIIeCTB/IseTCS Ha perenTypHoM OmaHke ¢opmbl N 107/y-HII, k
KOTOPOMY /IOTIOJTHUTE/ILHO O(OpMIIsSIeTCsl perienT Ha perjentypHoMm OsaHke dopmbl N 148-1/y-
04() (B ABYX 3K3eMILIsIpax Mpy ohopMIeHHH Ha OyMa>kHOM HOCHUTEIE).

39. Ha3HaueHue HapKOTUUECKUX M IICUXOTPOIHBIX JIeKapCTBEHHBLIX IIperaparoB crucka II
[lepeuns B BuJie TpaHCJepMaJlbHbIX TeparieBTUUeCKUX CUCTeM, HapKOTUYeCKUX JIeKapCTBeHHbBIX
nperiapatoB coucka II Ilepeuns, cofeprkaljux HapKOTMYeCKOe CpelCTBO B COYeTaHUU C
a@HTaroHMWCTOM ONMOUJHBIX PeLielTOPOB, IICUXOTPOITHBIX JIeKapCTBEHHBIX IperapaToB cryvcka [11
[lepeuHsi, /leKapCTBeHHBIX IIperaparoB, BK/IHOUeHHbIX B repeueHb [IKY, copepkawuxcsa B
noAnyHkre 2 nyHkra 11 Hacrosiero Ilopsizka, rpeaHasHaueHHble [JIsl JIeUeHUsI IPakaH,
MMEIOINX TpaB0 Ha OecruiaTHOe TIO/yueHWe JIeKAPCTBEHHBIX IIPerapaToB WM IIOydYeHue
JIeKapCTBEHHBIX TIperapaToB CO CKU/IKOW, OCYILeCTB/IsSIeTCsl Ha peLlenTypHbIX OsaHkax ¢opm N



107-1/y u N 148-1/y-88, K KOTOpbIM [IOTIOJHUTENHHO O(OPMIISIETCSl pelienT Ha peLielTypHOM
Onanke dopmbl N 148-1/y-04(n1) (B ABYX 3K3emruisipax mnpud O(GoOpMIeHHH Ha OyMaKHOM
HOCHUTeJie).

IIpunoxcenue N 1

K ITopsioky HazHaueHus
/leKapCcmeeHHbIX npenapamos,
ymeepiOeHHOMY NpUuKa3om
MuHucmepcmea 30pagooxpaHeHusi
Poccutickoti Pedepayuu

om 24 Hosbpsa 2021 2. N 1094H

KO/IMYECTBO HAPKOTUYECKUX CPEJCTB /1IN
IICUXOTPOIIHBIX BEINTECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OAHOM PELIEIITE

N /it MexnyHapogHoe ®dopMa BbIITyCKa U KonuuectBo
HeraTeHTOBaHHOe [l03MPOBKa
HauMeHOBaHUe
HapKOTHUYeCKOIo U
TICUXOTPOIHOI O
JIeKapCTBEHHOI'O
Triperapara
1. bynpeHopduH + TabneTku 60 TabneToK (YI1akoBKa,
HasiokcoH cybmHrBanbHble 0,2 Mr + [kpaTtHasi N 20)
0,2 mr
2. bynpeHopduH PacTtBop /151 uHbek MM, (30 ammyn (LmnpuL-
0,3 mr/mi 1 mn TIOOHKOB)
3. byrnpeHopduH TpaHciepMabHbBIN
[/1aCThIPb
35 MKr/uyac 20 rinacTeipeit
52,5 MKr/4ac 10 nnacteipen
70 MKr/4yac 5 r1acThipei
4. Mopdux PacTBop A1 uHbeK MM, |20 ammtys (LumnpuL-
PACTBOP /17151 TIOJJKOXKHOTO ([TFOOMKOB)
BBezileHrs 10 mr/mut 1 My
5. Kopeun + Mopdun + PactBop /151 1ToAKoKHOrO 20 amrtys
HockarnvH + IlaraBepuH +BBejeHus




TebauH 0,72 +5,75+ 2,7 + 0,36 +
0,05 mr/mi 1 M
1,44+ 11,5+54+0,72 +

0,1 mr/mn 1 mn

TpumerniepuuH TabseTku 25 Mr 50 TabeToK
TpumenepuIvH PactBop /151 uHbeKmi 1020 amrmiys (LLpuyL-
Mr/Mi 1 M TIOOHKOB)
20 mMr/mi 1 M
MopduH TabsieTKu (Karcysinl) 180 Tabnetok (karcyn)
[POJIOHTUPOBAaHHOTO 60 TabneToK (Karicyin)
merCTBUS 40 TabeTok (Karicyin)
10 mr 20 TabneTok (Karicyin)
30 mr 20 TabseTok (Karicysm)
60 mMr
100 mr
200 mr
0. MopduH TabneTku
5 mr 100 Tabnetok
10 mr 100 TabneTok
10. MopduH Karum jj1g npuema 4 pnaxkoHa
BHYTDPb 20 Mr/mu 20 mn
11. Mopdux PacTBop A1 ripuemMa
BHYTPb (MOHOZI03b1)
2 Mr/Mi 5 mi 100 ammyn /3
6 Mr/mi1 5 M 80 amrys /3
20 mr/m 5 M 30 ammyn n/3
12. OxkcukogoH + Hamokcon [Tabnetku
MPOJIOHTMPOBAHHOTO
mercTBUS
5 mr + 2,5 mMr 100 TabseTok
10 mr + 5 mr 60 TabreTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabreToK
13. [TporroanideHnn3TOKCH [TabseTku 3arjeurblie 20 (50 TabmeTok
STUITTATIEPUIUH Mr
14. DeHTaHU [TnacTeIpb
12,5 MKr/4ac 20 riacTeipei
25 MKr/dac 20 racTeipen
50 MKr/4yac 10 nnacteipei
75 MKr/yac 10 nyacTeipei
100 mKr/4yac 10 nnacteipe
15. DeHTaHU Cripei1 Ha3a/IbHBIU

dnakon 50 MKr/n03a
2,0 mn (10 go3)
3,2 mn (20 103)

5,0 m (40 1o3)

24 ¢nakoHa
12 ¢iakoHOB

6 prakoHOB




®nakon 100 MKr/no3a
2,0 mn (10 go3)
3,2 m (20 103)
5,0 M (40 103)
dnakon 200 MKr/no03a
2,0 mn (10 go3)
3,2 mi (20 103)
5,0 M (40 103)

12 ¢nakoHOB
6 (1akoHOB
3 cdnakoHa

12 ¢nakoHOB
6 (1akoHOB
3 chnakoHa

Ilpunodxcenue N 2
K IlopsadKy Ha3HaueHus
/leKapcmeeHHbIX Npenapamos,

ymeepocOeHHOMY NPUKA3om

Munucmepcmea 30pasooxpaHeHust

Poccutlickoii ®@edepayuu

om 24 Hos6ps 2021 2. N 1094u

CnpagouHo

PEKOMEH/IOBAHHBIE K NCITIO/Ib3OBAHUIO
COKPAIIIEHUA ITPA O®OPMJIEHUU PEINEITTOB

N | Coxkpauenue ITonHoe HanucaHue ITepeBof,
/1

1. J|aa ana 10, TIOPOBHY

2. lac., acid. acidum KICJIOTa

3. |aer. aerozolum a3p030J1b

4.  |lamp. ampulla amIysia

5. laq. aqua BOZA

6. |aq. purif. aqua purificata BO/Ia OUMII[eHHAs

7. |but. butyrum Macs10 (TBepZoe)

8.  |caps. capsula Karicysa

9. |comp., cps compositus (a, um) CTIOXKHBIN

10. |D. Da (Detur, Dentur) Brigati (ITycts BeigaHo, [Tycth
OyzieT BBIZIAHO)

11. D.S. Da, Signa Detur, Signetur Brbizaii, 0603Haub [1ycts Gyzer
BbIZlaHo, O603HAUeHO

12. [D.t.d. Da (Dentur) tales doses Boiziaii (ITyctb 6yAyT Bbl/1aHbl)




Takue 103bl

13. [(dil. dilutus pa3Be/leHHbII

14. |[Div. in p. aeq. [Divide in partes aequales Pa3fies Ha paBHbIe YaCTH

15. |emuls. emulsio OMYIbCUST

16. |extr. extractum SKCTPAKT, BbITSDKKA

17. |in enem. in enemas B MUKDOKJ/IM3Max

18. |F. Fiat (fiant) [Tyctb o6pa3yetcs (06pa3yroTcst)

19. |gran. granulum IpaHYJIbL

20. |gt., gtt gutta, guttae Karisi, Kariv

21. |gtt. peror. guttae peroralis Karyiu JiJisi ipremMa BHYTPb

22. |inf. infusum HAaCTOU

23. [in amp. in ampullis B aMITy/iax

24. |in tab. in tab(u)lettis B TabJieTKax

25. [in tab. prolong. [in tab(u)lettis prolongatis B TabeTKax ¢ MPOJIOHTUPOBAaHHBIM
BBEICBOOOKIEHHEM

26. [in tab. prolong, [in tab(u)lettis prolongatis obductis [B TabneTkax C IPOJIOHTMPOBAHHBIM

obd. BLICBOOOKZIEHMEM, TTIOKPBITBIX

000104YKOM

27. lin tubul. in tubulis B TFOOMKAx

28. [lin. linimentum JIMHUMEHT

29. [liq. liquor DKUKOCTh

30. |lot. lotion J10CHOH

31. |m. pil. massa pilularum MUItOIbHAsE Macca

32. |membr. bucc. |membranulae buccales M/IEHKU 3allleyHble

33. (M. Misce, Misceatur CMelian
(TTyctb OymeT cmeliaHo)

34. |mixt. mixtura MUKCTypa

35. |N. numero UMCJIOM

36. |ol. oleum Macs0 (JKUJKOe)

37. |past. asta racra

38. |pil. ilula, pilulae MTUJTEOJISL, TIVJTFOTTU

39. |p. aeq. artes aequales [paBHbIE YaCTU

40. |ppt., praec. raecipitatus 0CaKIeHHbIN

41. |pulv. ulvis MOPOILIOK

42. |q.s. quantum satis CKOJTBKO TIOTPebyeTCs1, CKOTBKO
Ha/l0

43. Ir., rad. radix KOp€eHb

44. |Rp. Recipe Bo3bmu

45. [Rep. Repete, Repetatur [ToeTopu (ITycTh OyzmeT
MOBTOPEHO)

46. [rhiz. rhizoma KOpHeBUIIe

47. |S. Signa, Signetur O6o03Haub (ITyctb OygeT
00603HaUYEHO)

48. |sem. semen ceMst




49. [simpl. simplex MPOCTOU

50. [sir. sirupus CUpOII

51. [sol. solutio pacTBop

52. |spr. spray cripeit

53. |spr. nas. spray nasale Cripeii Ha3a/IbHbIN

54.  [supp. suppositorium CBeyYa, Cynno3UTOpUn

55. [susp. suspensio CyCIieH3usl, B3BeCh

56. |tab. tab(u)letta Tab/IeTKa

57. [t-ra, tinct. tinctura HaCcTOMKa

58. |tubulis tubulis TIOOWKH

59. |STT Systema Therapeutica TpaHcaepmasibHas
Transcutanea TepaneBTrueckass Cucrema

60. |ung. unguentum Masb

61. |vitr. vitrurn CKJISTHKA

IIpunoxcenue N 2
K npuka3y MuHucmepcmea 30pagooxXpaHeHust
Poccutickoti ®edepayuu

om 24 Hosibps 2021 e. N 1094H

®OPMA PELUENTYPHOIO BJIAHKA N 107-1/Y

MUHUCTEPCTBO 34pPaBOOXPaAHEHNS Koa ¢opmbl Mo OKY[
Poccuiickoit depepaunn Koa yupexaeHus no OK
no

MeauUMHCKas AOKYMeHTauus

HanveHoBaHuMe (wTamn) d®opma N 107-1/y
MeAUUMHCKOW opraHu3auunu yTBepxaeHa npukasom

MMHUcTepcTBa 34paBOoOXpaHeH
na

Poccuiickon depepauunmn
OT 24 HoaAb6psa 2021 r. N 109



4H

PELENT
(B3pOC/bIi, AETCKUA - HYXHOE MOAYEPKHYTb)
" 20___ 1.

damnnunsa, uHUUMANL MUMEHW U oTyecTBa (MNocrefHee - MpPU HaIMynm)

nauveHTa

[llaTa poxaeHus

damnnunsa, uHUUMANL MMEHW U oTyecTBa (NocregHee - MpPU HaNMyum)

nevawero Bpayva (¢enbpuepa, akywepku)




Noanucek

N nedaTtb nedauero Bpada

(nognuchb denbpuepa, akywepku)

PeuenTt pgeinctBuTeneH B TedyeHne 60 gHeinr, po 1 ropga (

-)

(HYyXHOe MnoAYepKHYTb)

)

O6opoTHasas cTopoHa

(ykazaTb

KO/In4ecTtBO [AHE

no

OTMeTKa 0 Ha3Ha4dyeHuu
NeKapcTBEHHOro npenapara
peweHnlw BpavebHOW KoMUcCuun

MpurotoBun

NpoBepun

oTnycTun




®OPMA PELENTYPHOI0 BJIAHKA N 148-1/Y-88

MMHUCTEPCTBO 34paBOOXpPaHeEHUA

Poccuiickon depepauunmn

HanveHoBaHue (wTamn)

MeANLUMHCKOI opraHusaummn
ns

HanmeHoBaHue (wTamn)
4H

nHOnNBMAya/ibHOro npeanpuHnMaTensd

(ykasaTb agpec, HomMep u paTty uMueH3uu,

Kog ¢opmbl no OKY[ 3108805
MeAnLUMHCKaa OOKYMeHTauus
dopma N 148-1/y-88
YTBEpxXaeHa nNpukasom

MUHUCTepcTBa 34paBOOXpaHeH

Poccuiickon depepauunmn
OT 24 HosA6psa 2021 r. N 109

HanMeHoBaHMEe oOpraHa FOCyﬂapCTBeHHOM BnacTu,

Bbl4aBlero AMUeH3u)

PELEENT "

O X O M 0)

20 r,

(pata odopmneHusa-peuenTa)

(B3pOC/bIi, AETCKUA - HYXHOE MNOAYEPKHYTb)



damMunIna, WHUMUMANbL MMEeHM KU oTyecTBa (nocnegHee - MpU HaMyum)
nauueHTa

[laTa poxaeHus

Agpec wMecTa XuTenbcTtBa wunm N MeAUMUMHCKOW KapTbl ambynaTopHO
ro
nauvMeHTa, nonyvawilero MeaAuUMHCKYK MOMOlWb B aMGy/aTOpHbIX YC/OBUSIX

damuna, UHUUMansl UMEHW U oT4dyecTBa (nocregHee - Mpu HaaM4yum)
nevauwero Bpada (¢enbawepa, akylwepku)

Mognnucb M neyaTb Nnedawero Bpayva M.I.
(nognucb denbawepa, akKywepkn)

PeuenTt pgencTtBuTeneH B TeyeHune 15 gHen

060poTHAss CTOpOHa

OTMEeTKa 0 Ha3HaydeHuu
NNeKapCTBEeHHOro npenaparta
no peweHuo BpavyebHO Kommccuu

MpurotoBun MpoBepun oTnycTun




®OPMA PELUENTYPHOIO B/IAHKA N 148-1/Y-04(N)

MUHNUCTEPCTBO 34paBOOXpPaHeHUs YTBEPXIEHA
Poccuiickoin depepauun MECTO A4 npvKka3oM MMUHUCTEPCTB
a

WTPUXKOLA <*> 34paBooxpaHeHuns

Poccuiickon depepauunn
OT 24 HoAb6psa 2021 r.
N 1094H

aumm

2 ANMPUHNMATENA

Kog ¢opmbl no OKY/[ 31088
05

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



Kopg Koa NcTo4uH% onna
KaTeropum HO30/10T NYECKO MK QUH[THI:
rpaxagaH dopmbl (o MKB) aHcupol|(noguye
BaHUA : [PKHYTb
(nopue|)
PKHYTb

)

1. degfl. Bec
epasibH|nAaTHO
blii 6104
KeT

2. bwal2. 50%
KeT cy
6beKkTa
Poccun
cCKon @
efepay,
nm

3. MyH|3. WHO
nuunanii %

bHbI 6
looxeT

PELIEN 20_ T
T Cep

Ta oo
opmne
HUSA :










HoMep MeAMUMHCKOW KapTbl NauueHTa, nofy4danlero MeaAuLUHCKY MoMOollb
B




ambynaTopHbIX YCMOBUSAX

damuna, WHUUMansl UMEHW U oT4dyecTBa (nocrefHee - Mpu HanM4uum)
nevauwero Bpada (¢enbawepa, akylwepku)

Py6. Kon. 0 T

Noanucb M ne4yaTb Jlevawero Bpadva M.M.
(nognuce denbawepa, aKywepku)

PeuenT pgeicTtBuTeneH B TedyeHue 15 pgHei, 30 gHei, 90 gHeW
(HYyXHOE MnoAYepKHYTb)

-------- (3anonHseTcsa cneunanncToM anTedyHol opraHusauumn) -------

OTnyweHo No peuenTy: Toprosoe HanmmeHoBaHWe
N Ao3MpoOBKa:

Jata oTtnycka: "__" 20_ [KonnyecTBO:
r.
MpurotoBun: MpoBepwun: oTnycTun:

(NMHNA oTpbiBa)




Kopewok peuenTypHoro 6naHka
HanmeHoBaHuMe
TeKapCTBEHHOro npenapara:

Jlo3npoBKa:

Cnoco6 NpUMEHEHUS :

MPoAONXNTENBHOCTb
Hel

KonnyecTBO NpuUEMOB B [€Hb:
pas
Ha 1 npuem:
en.

060poTHaAsi CTOpoOHa

OTMEeTKa 0 Ha3HaydeHuu
NNeKapCTBEHHOro npenaparta
no peweHuo BpavyebHO Kommccuu

MpurotoBun

NpoBepwn

oTnycTun

<*> B
em
KOMMbTEPHbIX TEXHO/I0M Ui .

cnydyae WM3rortossieHnA

peuenTypHoro 61aHKka C MCMO/b30BaHu

Ilpunoxcenue N 3
K npuka3y MuHucmepcmea 30pagooxpaHeHust
Poccutickoti Pedepayuu

om 24 Hos6ps 2021 2. N 10941

ITOPALOK O®OPMJIEHUA PELIEITTYPHbBIX



B/IAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATBI, UX
YUETA 1 XPAHEHUA

I. OdopmiieHne perjeniTa Ha OyMa>kHOM HOCHUTeJIe

1. Ha penentypHbix 6maHkax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) B sieBOM
BepXHeM VyIJly TIPOCTaB/sieTCsl IITaMIl  MeAULIMHCKOM OpraHv3alid C yKa3aHueM ee
HavMeHOBaHUs, ajipeca U Tejie)OHA C [aTol BBIMUCKK (ZaTtodi odopm/eHusi) pelienTa Ha
JIeKapCTBEHHBIN Ipenapar.

HorionHuTennbHO Ha pelentypHoM Osanke ¢opmbl N 148-1/y-04(1) mipocTaBisieTcsi Kof
MeIULIMHCKOW OpraHu3alii B COOTBETCTBUM C OCHOBHBIM IrOCYZapCTBEHHBIM PErUCTPaljMOHHBIM
HomepoM (zasnee - OI'PH).

Cepus perjenitypHoro 6sanka dopmbl N 148-1/y-04(1) BK/ItOUaeT Koj cyobekta Poccuiickoit
denepaliuy, COOTBETCTBYIOIIMM JBYM TepBbIM Ludpam OOiepoccuiickoro kiaccudukaropa
00BEKTOB aJMUHUCTPATUBHO-TEPPUTOPHA/ILHOTO JesieHus (gaiee - OKATO).

Pa3petaeTcst u3roraBivBarh petenTypHble 6anku ¢opmbl N 107-1/y u dopmer N 148-1/y-04()
C MOMOILIBIO KOMITbIOTEPHBIX TeXHOJIOTHM.

PeneritrypHble Onankd ¢opmbl  Gopmbl N 148-1/y-88 HW3roTaBiuBarOTCS HCKIHOUUTETHHO
TUMOrpacKuM criocobom.

2. Ha peuenTypHbix OsaHKaX, oQopM/IsieMbIX WHAWBUIYATbHBIMU TpeATIPUHUMATESIMHU,
MMEIOLUMU JTULIEH3UI0 Ha MeIUL[UHCKYIO [1esiTe/IbHOCTh, B BEPXHEM JIeBOM YI/Iy THUIOrpadCKuM
crocoboM WM TyTeM TPOCTaB/IeHUs LITaMIla J0/DKeH ObITh yKa3aH aZipeCc MHIUBHUAYaTbHOTO
npeANpUHUMATe/isi, HOMEpP U Jara JIMLeH3MM, HaMMeHOBaHWe OpraHa roCyZapCTBEHHOW B/ACTH,
BbI/IABILIETO JIULIEH3UIO.

3. Peuentypuble 6maHku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3amosHsIOTCS
MeJULIMHCKUM PabOTHUKOM YepPHU/IaMH WY ILIaPUKOBOM PYUKOM.

4. JlomyckaeTcsi odopmieHHe BCexX pPeKBU3WTOB (3a HWCK/IHueHWeM pekBu3uTa Tlogmuck
neyarriero Bpaua (MOANHMCH (esbAIIepa, akKylepku') pelenTypHbIX 61aHkoB (opmbl hopmbl N
107-1/y, dopmbl N 148-1/y-88 u cdopmel N 148-1/y-04(n1) c ucrionb30BaHWEM IedaTaroIuX
YCTPOMCTB.

5. Odopmnenne peLentypHbix OmaHkoB ¢(opmbl N 148-1/y-04(n) Bxsrouaer 1udpoBoe
KOZIMpOBaHUe.

LindpoBoe KoAMpOBaHUE YKAa3aHHBIX PELIENTYPHBIX O/IaHKOB BK/TFOUAET:

1) xox meaunmHckoi opranu3zatuu (OI'PH) wiu kof MHAWBU/Ya/NbHOTO TpeATpUHUMATENs B
COO0TBeTCTBUM C OCHOBHBIM I'OCY[apCTBEHHBIM PervCTpaLiOHHbIM HOMepPOM UHAUBU/Ya/JIbHOIO
nipegnpuHuMarens (ganee - OI'PHUII), mpocraBisieMblli TIpU W3TOTOB/IEHWU DeLIENTYPHBIX
0/1aHKOB;

2) KOJ, KaTeropuu rpak[aH, UMEIOLUX IpPaBO Ha MOJyueHHe JieKapCTBEeHHBIX IpernaparoB B



COOTBETCTBUM CO cTaThert 6.1 PenepanbHOro 3akoHa or 17 utons 1999 r. N 178-®3 "O
roCyJapCTBeHHOW colManbHOM Tmomoru" <1>, U KoJ, HO30/70TMUeckor (opMbl 1O
MeKIyHapoJHOW CTaTUCTHUECKOM KIacCU(PUKAIMK Oome3Hel W Tpo0sieM, CBSI3aHHBIX CO
3n0poBbeM (10-i1 mepecmotp) (manee - MKB), 3anonHsiemble jiedalliiM BpauoOM MyTeM 3aHeCeHUs!
KaK/10M 11U PhI B MyCThIe SSUelKH, IPU 3TOM TOUKAa IMPOCTAaBJ/ISIeTCS B OTAe/bHOM sTuelike;

<1> Cobpanme 3akoHO/jaTe/ibcTBa Poccuiickoit @emeparum, 1999, N 29, ct. 3699; 2020, N 52,
ct. 8577.

3) otMeTKy 00 HcTouHMKe (rHaHCUpoBaHus ((dheaepanbHbi OrOmKeT [1], GromkeT cybbekTa
Poccutickort @epnepaium [2], myHunmnaapHb OrompkeT [3]) W TpoljeHTe OIUIaThl peliernTa
(6ecrimarHo [1], 50% [2], uHoit % [3]);

4) TPUX-KOJ, - JAOTIOJTHUTEIbHBIM PEKBU3UT (B C/yuae W3rOTOBJIEHUSI HA TEPPUTOPUH CyObeKTa
Poccuiickot  ®egnepaiii  peLleNTypHOro 0OjlaHKa C  MCIOMb30BAHUEM  KOMITbIOTEPHBIX
TEXHOJIOTHM).

6. B penentyprbix 6OmaHkax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n) B rpade
"damMunvs, UHULMAIBI UIMeHU U oT4ecTBa (TIociejHee - TIPU HaJIMUWK) MaleHTa" yKa3blBatoTCs
(hamunus, MHULMAJIBI UMEHU M 0TuecTBa (Toc/e/jHee - MPU HaIMuuK) NaljieHTa.

7. B penentypHbix 6aHkax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(n) B rpade "[ata
pOXK/leHHs" YKa3bIBaeTCs faTa POXK/eHUs MaljreHTa (Uic/io, Mecsi], Tof).

IomonHUTebHO B perienTypHbIX Omankax ¢opmbl N 148-1/y-88 u dopmel N 107-1/y ans gereit
B Bo3pacTe 70 1 roga B rpade "[lata poxkJeHus" yKa3bIBaeTCsl KOJIMYEeCTBO MOJIHbIX MECSLEeB.

8. B penentypHbix OmaHkax ¢opmbl N 148-1/y-04(n) B rpadax "CHUJIC" u "N mnosmmca
00s13aTeNTbHOTO MeAULIMHCKOTO CTPAXOBaHUS' YKAa3bIBAKOTCS CTPAXOBOW HOMep WUH/IUBUAYa/bHOTO
JULIEBOTO cueTa rpakAaHuHa B [leHcuoHHoM ¢oHe Poccutickoii ®enepauyu (CHUJIC) (nipu
Ha/IMYMK) ¥ HOMeEP ToJikca 006s13aTesTbHOTO MEULIMHCKOTO CTPAXOBaHMS.

9. B penentypHbix 6OmaHkax ¢opmbl N 148-1/y-88 B rpade "Agpec mecTa KUTe/NbCTBA WM
HOMED MeJUIMHCKOW KapThl Mal[{eHTa, MOTyYaroIero MeUI[MHCKYIO ITOMOIIb B aMOy/IaTOPHBIX
yC/IOBUSIX"!, YKa3bIBAaeTCs TOUTOBBIN aJ[pec MecTa >KUTelbCTBa (MecTa TipeObIBaHUS WM MecCTa
(hakTHUuecKoro TpPOKMBaHUSI) TallMeHTa WIM HOMep MeAULIMHCKOM KapThl MallleHTa,
T10JTyYarol[eT0 MeJUI[MHCKYIO TIOMOIL[b B aMOy/IaTOPHBIX YCIOBUSAX <2>,

<2> [puka3 MunucrepcTBa 3apaBooxpaHeHust Poccutickoii ®epepariyu ot 15 fnekabps 2014 . N
8341 "OO6 yTBepXKAEeHWH YHUPUIMPOBAaHHBIX (HOPM  MEAMIIMHCKOM  [JOKYMeHTal[uH,
WCIIO/Ib3yeMbIX B MEAULIMHCKUX OpraHu3alUsaX, OKasbIBaOL[UX MeJULMHCKYI0 IIOMOLlb B
amMOy/IaTOpPHBIX YCJIOBUSIX, W TIOPSJKOB IO WX 3amonHeHuto" (zmanee - Tlpukas3 N 834H)
(3apeructprupoBaH MuHHcTepcTBOM tOCTULIMM Poccuiickori Pepepaumu 20 ¢epans 2015 r,
peructpauoHHbii N 36160) ¢ uW3MeHeHUsIMHA, BHECEeHHbIMU TIIpuKa3amMu MuUHHCTepCTBa




3npaBooxpaHeHusi Poccuiickoii ®epepaiuu ot 9 sHBaps 2018 . N 2 (3apeructpyvpoBaH
MunucrepctBoM tocturu Poccurickoii ®epepauyy 4 arnpenst 2018 1., perncrpanioHHbld N
50614), ot 2 Hosi6pst 2020 1. N 1186H (3apervcTpupoBaH MHUHUCTEPCTBOM FOCTHIMM Poccuiickoi
depepauun 27 Hosiopst 2020 1., perrctpaiioHHbiii N 61121).

Yka3aHuve U ajjpeca MecTa >XUTelbCTBa U HOMepa MeJMLIMHCKOM KapThl MaljUeHTa, MoJlyJarolero
MeJHULIMHCKYO TIOMOL[b B aMOy/IaTOPHBIX YC/IOBUSIX, He SIB/ISIETCS OLIMOKOM.

B penenrtypHbix OmaHkax ¢opmbl N 148-1/y-04(s1) B rpade "Homep MeauIIMHCKOW KapThbl
raiyeHTa, ToJyYarolllero MeAWUlMHCKYI0 TIOMOIb B aMOy/lIaTOPHBIX YCIOBUSIX" YKa3bIBaeTCs
HOMED MeJJUIIMHCKOW KapThl TMal[ieHTa, MOIyYarolero MeJUI[MHCKYIO ITOMOIIb B aMOy/IaTOPHBIX
yCI0BUAX <3>.

<3> I[Ipuka3s N 834#.

10. B rpage "®amunus, UHUALMAABI UIMEHU M OTYeCTBa (T1OC/eHee - MPU HaJIUuMK) Jievallero
Bpaua (despaiiepa, akyliepku)"' perentypHbix 0saHkoB gopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1) yKasbIBarOTCS MOJHOCTBIO (haMUIvs, UHULIMA/IBI UMEHHU, OTuecTBa (MociejHee -
NPy HaIWM4YM{) MeJUIMHCKOTO PabOTHWKA, HA3HAUMBILETO JieKapCTBEHHbIE IIperaparbl |
0(OpMUBILIETO PeLierT.

11. B rpage "Rp" penentypHbix 6maHkoB ¢popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(m)
yKasbIBaeTCsl:

1) HaumeHOBaHMe JIeKADCTBEHHOrO IMpernapara (MeX/AyHapoJHOe  HelaTeHTOBaHHOe
HauMeHOBaHUe, IPyNIUPOBOUHOE WM XMMHUYeCKOoe HauMeHOBaHNe, TOProBOe HauMeHOBaHKe) Ha
JIaTUHCKOM  SI3bIKé WM Ha PYCCKOM si3blKe, (hopMa BBIMyCKa, /[J03UPOBKA, KOJMYECTBO
(Yka3bIBaeTcs MPOIMCHIO Ha pelienTypHOM OsaHke dopmbel N 107/y-HIT);

2) criocob TIpUMeHeHUsl JIeKapCTBEHHOrO IperiapaTa Ha TOCYZapCTBEHHOM Si3blKe PoCCHICKOM
®enepaliy WM Ha TOCYAAPCTBEHHOM si3bike Poccutickoii @esiepaliuu ¥ TOCYIapCTBEHHOM SI3bIKe
pecry0/IMK 1 MHBIX si3bIKaxX HapofioB Poccutickoit @epepanyu <4>.

<4> Yacte 1 cratbu 15 3akoHa Poccuiickort @efepanyu ot 25 oktsiops 1991 r. N 1807-1 "O
s3blkax HapozoB Poccuiickon ®epepauuu” (manee - 3akoH N 1807-1). (Begomoctu cwe3na
HapogHbix AerytatoB PCOCP u BepxoBHoro Cosera PCDCP, 1991, N 50, ct. 1740; Cobpanue
3akoHozarenbCcTBa Poccuiickont @epepanum, 1998, N 31, ct. 3804).

13. Tlpu odopmieHUM PpeLieNTYpPHbIX O/AaHKOB 3arpeljaeTcs OrpaHWYMBaThCS  OOIMMU
yKa3aHusAMU, Haripumep, "BHyTpeHHee", "/I3BeCcTHO".

B 31eKmpoHHOM 00KyMeHme HyMepayusl NyHKMoe coomeemcmayem opuyuaabHOMy
UCMOYHUKY.



14. PeuenT, odopmiieHHBIN Ha perentypHoMm Omanke dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(1), moANMChIBa€TCI MEAUIIMHCKUM PaOOTHUKOM M 3aBEPSIETCS €T0 MeYaThio.

Perienit, odhopmiieHHBIN Ha pelienTypHoM OsaHke ¢opmbl N 148-1/y-88 u dopmer N 148-1/y-
04(s1), ONOMHUTETLHO 3aBepsieTCsl NevaThio MeIMLIMHCKOW opraHu3anuu "[1is perientoB'.

[nst peneniTa, oopmsieHHOTO Ha pelienitypHoM OaHke opmbl N 107-1/y, Hasmuue nedaty st
perenToB" He SIBNSIETCS 00sI3aTe/TbHBIM.

15. Ha opmHom perjentypHom 6Omanke ¢dopmbl N 148-1/y-88 u dopmer N 148-1/y-04()
pa3pelliaeTcsi OCYIIeCTB/SATh Ha3HaueHWe TOJbKO OJHOTO0 HauMeHOBaHHWsl JieKapCTBEHHOTO
rperapara.

Ha ogHom pewenitypHoM Osanke ¢opmbl N 107-1/y pa3spelaeTcst OCyL|eCTBSTh Ha3HaueHHUe
TOJLKO OJHOTO HauMEHOBaHMWSl JIeKapCTBEHHOrO TMperapara, OTHocswmerocss 1o ATX k
aHTurcuxotnyeckum cpegcteam (kog N 05A), ankcuomutukam (ko N 05B), CHOTBOpPHBIM U
cenatuBHbIM cpezctBaM (kog N 05C), antugenpeccantaMm (kog N O06A) v He mopjiekaliero
NpeMeTHO-KOJIMYeCTBEHHOMY YUeTy, U [0 Tpex HavMeHOBAaHWM JIeKapCTBEHHbBIX IperapaToB -
JI/IS1 UHBIX JIeKapCTBEHHBIX ITperapaTroB, He OTHECEHHBIX K BblllleyKa3aHHbIM ATX.

16. VcripaBiieHyst B peLieriTe He [0y CKarOTCS.

17. TIpu opopmnennu peLienTypHbIx 071aHKOB hopm N 148-1/y-88, N 107-1/y u N 148-1/y-04()
Ha JIeKapCTBeHHbIe TperapaTbl, Ha3HaueHHbIe 110 pellleHU0 BpayeOHOM KoMmuccuu, Ha obopoTe
peLienTypHOro G/1aHKa CTaBUTCS CIieljfa/ibHasi OTMeTKa (ILTaMmII).

18. Ha penentypHom Omanke ¢opmbl N 148-1/y-04(1) BHM3y WMeeTCsl JIMHHSL OTPBIBA,
pasgessitoljas peLienTypHbIi 6/1aHK 1 KOpEelLLOoK.

Kopel1iok oT perjenita, 0)OpM/IEHHOTO Ha yKa3aHHOM peLieNnTypHOM O/1aHKe, BbI/JaeTCsl MaLueHTy
(ero 3aKOHHOMY TIpe/ICTAaBUTE/I0) B anTeYHOM OpraHu3alliy, Ha KOpelllke JefaeTcsi OTMeTKa O
HaMMeHOBAHUM JIEKaPCTBEHHOT'O Tperapara, /J03UpOBKe, KOJIMUeCTBe, Criocobe PUMeHEeHHUS.

I1. Odopmiienue penenta B (hpopMe 3/1eKTPOHHOI0 JOKYMeHTa

19. PewieniT B (popMe 371eKTPOHHOT'O AOKYMEHTA, TTOANMCAHHOTO yCUIeHHOW KBaM(ULPOBAHHOU
3JIEKTPOHHOM TIOANUCKHIO, (HOPMHUPYeTCS MEeAULMHCKUM DPAaOOTHUKOM, CBeJeHHWs O KOTOPOM
BHeCeHbl B (pefiepasibHBIA PErvcTp MeJUIIMHCKUX PabOTHUKOB <5>, a Takke IpU YCIOBUH
perMcTpalyi MeAWLMHCKOW OpraHv3aliid, B KOTOpPOMl odopmisieTcss pelenT, B ¢deaepaibHOM
peecTpe MeAULIMHCKUX OpraHu3alui <6> eJMHON rocyapCTBeHHON MH(OPMAI[MOHHOW CUCTEeMBbI
B cdepe 31paBOOXpaHeHUs U TOAK/IIOUEHUS] TakoW MeAMLIMHCKOM OpraHu3aluu K
roCyJapCTBeHHOM MH(OPMAIL[MOHHOM crcTeMe B cdepe 37paBoOXpaHeHUs1 CyObeKTa Poccuiickoit
®Depepayuu <7>.

<5> Yacte 4 crateu 91.1 depepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKoHOJATeTbCTBA
Poccutickoit ®epepanuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbu 91.1 depepanvHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOZATE/IHLCTBA



Poccutickoit ®eneparuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Crareu 91 u 91.1 depepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOJATeTLCTBA
Poccurickonn ®epepanuy, 2011, N 48, ct. 6724).

20. Tlpu odopmneHnun peienta B (opMe 371€KTPOHHOTO [JOKyMeHTa Ha JieKapCTBEHHbIe
rperaparbl, ykasaHHble B TyHKTax 9 u 11 Ilopsaka Ha3HaueHUs JieKapCTBEHHBIX Tperaparos,
YTBepP’KJEeHHOI0 HACTOSLLKWM MPUKA30M, U OTIyCKaeMble 3a MOJIHYIH) CTOMMOCTbD, 3ariOIHSIOTCS
crefyroLie peKBU3UTHI:

1) kom cybbekra Poccuiickoii ®efepaiyu o OKATO, ompefenstolivii TOCyAapCTBEHHYIO
MHGOPMALIMOHHYIO CUCTeMy B cdepe 3apaBooxpaHeHus: cybbekra Poccuiickoii deneparyu, B
KOTOpOU C(pOpMHPOBAH peLieNnT B (popMe 3/IeKTPOHHOTO I0KYyMEHTa;

2) HauMeHOBaHWe MeJUI[MHCKOW OpraHu3alud, ajpec, TenedoH WM (GamMuivs, WHULUAJIBI
MMeHU M OTdecTBa (TOC/efHee - TP HaAWUUWMM) WHOUBUAYaAbHOTO TpeArpUHHMATeIs,
VIMEIOLLETO JIMLIEH3MIO Ha Me/IULIMHCKYIO JeTe/IbHOCTb, ero a/ipec;

3) OI'PH ropuauueckoro nuvia (MeguiuHcKol opranuszaiuu) i OT'PHUIT uHauBuayanbHOTo
npeAnpyUHUMATe/Is;

4) nara oopmsieHust periernTa (yKa3bIBaeTCsl UHC/IO, MeCsL, TOf);

5) fmara OKOHuUaHusi [eWCTBUs pelernTta (QopMupyeTcs TOCyAapCTBeHHONW WH(OPMAIMOHHOM
cucteMoil B cdepe 31paBooxpaHeHusi cyObekra Poccuiickoii ®desepaliii B COOTBETCTBUU CO
Cpokamu feuctBus perienToB: 15 nHeit, 30 gHel, 60 aHen, 90 nHel, 1o 1 ropa);

6) yHUKa/bHBIN HOMep pelienTa (hopMypyeTcsi TOCylapCTBeHHON MH(OPMALIMOHHOW CHCTEeMOM B
cdepe 3mpaBooxpaHeHUsi cyOwekTa Poccuiickoit ®epepary 1M obecrieurBaeT OJHO3HAYHYHO
ujieHTU(UKaIMIo pelieniTa B (hopMe 3/IeKTPOHHOTO ZIoKyMeHTa B coueTaHuu ¢ OKATO, OI'PH
v OI'PHUIT);

7) ormetku "cito" (cpouHo) wiam "statim" (Heme[jieHHO) TIpU HEOOXOAWMOCTH CPOYHOTO WM
HeMe/|JIeHHOT0 OTIyCKa JieKapCTBEHHOTO Tperiapara rnalyeHTy;

8) agpec maupeHTa (yKa3bIBaeTCsl TIOUTOBBIN afipeC MecTa KUTelIbCTBa (MecTa npeObIBaHUS UK
MecTa (DaKTUUeCKOro TIPOKMBaHWSI) C yKa3aHWeM HWHJeKCa, HauMeHOBaHWs Kpasi, o00sacT,
pecryO/MKK, aBTOHOMHOTO OKpyra U MHOro Ccyowbekra Poccuiickoit desjepariny, HaMMeHOBaHHUS
HacesJleHHOTO MyHKTa, HAaUMeHOBaHUs Y/IuLbl (TIPOCIeKTa, Tepeyrka, rpoesja), Homepa goma (C
yKa3aHueM KOpIlyca, NPy HaJIMuuK), HOMepa KBapTUphI);

9) HOMep 371eKTPOHHOW MeJUIIMHCKON KapThl MalleHTa B roCy/lapCTBeHHOM WMHGMOpPMal[MOHHOM
cucreMe B chepe 371paBooxpaHeHust cydbekta Poccuiickoii ®epepary;

10) pamunus, umsi, 0TYECTBO (TI0C/Ie/IHEee - TIPY Ha/IMUKK) MaljeHTa MOoMHOCThIO;

11) pata poxzaeHus mnauyeHTa (yKasbIBaeTCsl UYMC/IO, Mecsl, rop), Aas getern o 1 roga
JIOTIOJTHATE/TbHO YKa3bIBaeTCsl KOJIMUeCTBO TOJIHBIX MeCSLeB;

12) damunusa, vHUIMATBI UMEHH W OTYecTBa (TOC/e[HEe - TPU HATUUMH) MeAUI[UHCKOTO
pabOTHHKA MMOTHOCThIO;



13) HavMeHOBaHMe JIeKapCTBEHHOrO Tmperapara (MeXAyHapoJHOe HernaTeHTOBaHHOe
HavMeHOBaHUe, TPYIIKMPOBOYHOE WM XMMHYeCKOoe HavMeHOBaHWe, TOProBOe HavMeHOBaHUE),
[l03UPOBKa, (hopMa BbIITyCKa, KOTMUECTBO (BCe TTO3ULIMM YKa3bIBalOTCSl HA PYyCCKOM SI3bIKe);

14) cnocob npuMeHeHUs JIeKapCTBEHHOTO Tperapata Ha TOCYJapCTBEHHOM si3blke Poccuiickoit
defepaliuM WM Ha rOCyAapCTBeHHOM si3blke Poccuiickoit desiepaliviv U rocyilapCTBEHHOM SI3bIKe
pecryO/MK 1 UHBIX si3bIKaxX HapogoB Poccuiickoit Peseparium <8>;

<8> Yactb 1 cratbu 15 3akoHa N 1807-1 (BemomocTu cbe3na HapoaHbix fernytatoB PCOCP u
BepxoBHoro Coera PC®CP, 1991, N 50, ct. 1740; CobpaHue 3akoHOzaTenbCTBa Poccuiickoi
®enepauyu, 1998, N 31, ct. 3804).

15) [OKyMeHT, TMNO/JTBep)KJAOIIUi Ha3HaueHue JIeKapCTBEHHOro TMperapara [0 pelleHut0
BpaueOHOM KOMUCCUY MeUITMHCKOW OpraHU3al||H;

16) oTrmeTKa O Ha3HaYeHWM JIEKAPCTBEHHOTO TIperiapara Mo pelieHui0 BpauebHOW KOMHCCHU
MeUIIMHCKOM OpraHu3al[uM B C/ydasix, yKa3aHHbIX B aO3aije BropoM mnyHKTa 6 Ilopsjka
Ha3HaueHUs JIeKapCTBEHHBIX MperaparoB, YTBEPKJeHHOI0 HaCTOSALMM IIPUKa30M;

17) oTMeTKa O creljMa/JbHOM Ha3HaueHWH JIeKapCTBEHHOTO Mperapara (3arnoHseTcs B ciayyvasix,
yKasaHHbIX B nOyHKTax 15 u 24 Ilopsaka Ha3HaueHUs JIeKapCTBEHHBIX IIperaparos,
YTBEP)KJEHHOT0 HACTOSILL{IM TIPUKA30M);

18) oTmeTka O cHeLMasbHOM Ha3HAYeHWM JIEKAPCTBEHHOrO TIperiapara MalueHTy C
3aboseBaHueM, TpeOYIOIMM [JTUTENBHOTO KYPCOBOTO JiedeHHUs1 (3arloHsIeTCS B CiIydae,
yKazaHHOM B nyHKTe 23 Ilopsiika Ha3HaueHWs JieKapCTBEHHBIX IpernapaToB, YTBEP)KAEHHOIO
HaCTOSILL{UM TIPUKa30M) C IPOCTaB/IeHHeM NepUOAUYHOCTH OTITyCKa JIeKapCTBEHHOTO Tperapara;

19) npu odopmieHur pelierita B ¢dopMe 3/IeKTPOHHOTO JIOKyMeHTa Ha JieKapCTBeHHbIe
rperaparbl, yKa3aHHble B MOAMNYHKTax 2 - 5 myHKTa 9 u nyHkre 11 ITlopsaka Ha3sHaueHUst
JIEKapCTBEHHBIX TperaparoB, YTBEpP)KJEeHHOI0 HACTOSIIUM IPHUKa30M, Ipak[jaHaM, HUMeIOLUM
MpaBO Ha OecrlaTHOe To/yYeHHe JIeKapCTBEHHBIX MperapaToB UM TMOyYeHHe JIeKapCTBEHHbBIX
rpernapaToB CO CKW/IKOW, 3aroJHSIOTCS PEKBU3UTHI, MpeJyCMOTPeHHble MOoAnyHKTamu 1 - 18
HACTOSIIIIEro MyHKTa, a TaKXXe C/eAyIollIe PeKBU3UTHI:

a) KaTreropusi Tpax/aH, MMeEIOIIMX [IpaBO Ha I[OJiyueHHWe JieKapCTBEHHBIX [IperiapaToB B
COOTBEeTCTBUM CO cTaTherl 6.1 PenepanbHOro 3akoHa or 17 utons 1999 r. N 178-®3 "O
roCyZlapCTBEHHOM COLMa/IbHOM oMo' <9>;

<9> Cobpanue 3akoHOzaTenbCcTBa Poccuiickot @epeparmu, 1999, N 29, ct. 3699; 2020, N 52,
ctT. 8577.

6) kop Ho30/10THuUecKoi hopMel 110 MKB;



B) UCTOUHUK (uHaHcupoBaHus (1 - demepanbHbIi 6rOmKeT, 2 - OrKeT cybbekTa Poccuiickoi
denepalyu, 3 - MyHHULIATIATbHBIA OFODKET);

r) pasmep omiatsl (1 - 6ecriatHo, 2 - 50%, 3 - nHoH %);

[l) CTpaxoBOM HOMep WH/MBH/Ya/JbHOIO JIMLEBOrO CYeTa rpakJaHuvHa B IleHCHOHHOM (oHze
Poccuiickont @epeparuu (pu Hammuun) (CHUJIC);

€) HoMeD To/Mca 00s13aTe/TbHOTO MeAUIIMHCKOTO CTPaXOBAHUSI.

21. IIpu mpocTaB/ieHUH OTMETKHU, YKa3aHHOH B MoAmnyHKTe 16 nyHkTa 20 Hacrtosiero [Topsizaka,
pelieniT B (JopMe 37€KTPOHHOTO AOKyMeHTa TMOAINMCHIBAeTCS YCUIEHHOM KBamU(UIIMPOBaHHOM
3JIEKTPOHHOM TIOATIMCHIO TIpefceaTesiss WIA CeKpeTapss BpaueOHOW KOMHCCHH MeAMIIMHCKOM
opraHusaliuM, TIpy TPOCTaBJIeHWM OTMETOK, YKa3aHHbIX B ToanyHkrax 17 u 18 myHkra 20
Hacrosijero [lopsiika, - YCUJEHHBIMM KBalU(ULIMPOBAaHHBIMU 3/IEKTPOHHBIMU TOANUCIMU
COOTBETCTBYIOIIUX MEULIMHCKHUX PAOOTHUKOB.

22. Tlo TpebGoBaHMIO TAIIMEHTA WA €r0 3aKOHHOTO TIpe/iCTaBUTE/NsT O(OPMIISETCS SK3eMILISIP
perieniTa B (hopMe 37€KTPOHHOIO JJOKyMeHTa Ha OymMa)KHOM HocuTesle C OTMeTKoi "[lyGnukart
3JIEKTPOHHOIO IOKyMeHTa".

II1. Yuet perjenTypHbIX 0/IaHKOB (3a HCK/TIOUEHHEM PeleNTyPHbIX
0/1asko0B 110 (hopme N 107/y-HIT " Crnena/ibHbIA pelienTypPHbIH
0/1aHK")

23. Yuer peuentypHbix OmaHkoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n),
W3rOoTaB/IMBaeMbIX TUMOrpadckum criocobom (fasnee - peLienTypHble O/IAaHKH, TO//IEXKallye
yueTy), OCYILIeCTB/JSIeTCSI B JKypHajaxX ydyeTa, NPOHYMEDOBaHHBIX, IPOLIHYPOBAaHHbIX U
CKpeIl/IeHHBIX TO/TMCbI0 PYKOBOJUTE/IS M Me4YaThbi0 MeAULIMHCKOM OpraHr3aliy WK TOAIKCHI0
VH/JUBU/IyaIbHOTO NpeANpyUHUMATe/Isl, UMEIOLLIero JIMLeH3UI0 Ha MeJULIMHCKYIO JesiTe/IbHOCTb.

24. JKypHan yueta perientypHbix 6/1aHkoB ¢opmbl N 107-1/y comepxurt ciefytorye rpadbi:
1) Homep 110 TIOPSJIKY;

2) B pasgene "Tlpuxon':

a) JlaTa perucTpanuu JOKYMeHTa, MOATBepP)KatoLero MoCTyIIeHUE;

0) HOMep | JjaTa JOKyMeHTa, MOTBEeP>KAAIOIIero MoCTyrieHue, HAMMeHOBaHHe TI0CTaBILUKa;
B) oOI1lee KOJTMUECTBO MOCTYIMBIINX PELeNTYPHBIX 0/1aHKOB;

r) ¢amunus, WHULMANABI UMEHW UM OTyecTBa (TMoc/eqHee - TIpM HaIUMUUU) W TIOATIHCH
OTBETCTBEHHOTO MEJMIIMHCKOTO pPAa0OTHWKA, TO/IyUMBIIEr0 perenTypHble O/aHKH  OT
MOCTAaBIIHUKa;

3) B pa3gene "Pacxon’:
a) ZlaTa BbIZIAUM PeLIeNITYPHBIX O/1aHKOB;

0) KONMMUeCTBO BbIJJAHHBIX PeLIeNTyPHBIX OTaHKOB,;



B) (damwivs, WHULMAIbI UMEHUM U OTuecTBa (TOC/e[Hee - TPU HaJWUYMH) OTBETCTBEHHOIO
MeUIIMHCKOTO PabOTHHKA, TIOTYUYMBIIIETO PeLleNTypHbIe O/1aHKY;

T') TIOZTIMICh OTBETCTBEHHOTO Me/IMLIMTHCKOTO PA0OTHHKA, TOTyUMBIIIETO PeLieNTypHbIe O/IaHKY;

4) damunus, WHUALMAIBI UMEHUM U OTuecTBa (TOCiefHee - TPU HaAU4YUM) W TIOATUCH
OTBETCTBEHHOTO MeUIIMHCKOT0 pabOTHHKA, BbIJJABIIIETO PEIleNTypHbIe OIaHKY;

5) OCTaTOK perenTypHbIX 0/1aHKOB.

25. XypHan yueta perentypHbix 01aHkoB Gopm N 148-1/y-88 u N 148-1/y-04(;1) comep>kuT
cnenytoiye rpadbr:

1) Homep 110 TIOPSJIKY;

2) B pasgene "Tlpuxon':

a) /laTa perucTpaLyu JOKyMeHTa, MOoTBeP KAaroLero MoCTyT/ieHne;

6) HoMep U JiaTa J0KyMeHTa, MO/ATBeP K A0LLero MoCTyrieHre, HaMMeHOBaHHe MOCTaBLUKa;
B) 0011]ee KOJTMUeCTBO MOCTYTHBIINX PELIeNTYPHBIX O/1aHKOB;

') CepyUU ¥ HOMepa PeLieNTyPHBIX O1aHKOB;

1) KOJTMUeCTBO peLieNTyPHBIX O1aHKOB TI0 CepusiM;

E) Cl)aMI/I]'II/IH, WHHUIIKMA/IbI HMMEHHM KW OTUeCTBa (HOCJIe,Z[Hee - IIpn HaJ'II/II—II/II/I) n IOAIIHNCH
OTBETCTBEHHOI'O  MeJHLIMHCKOI'O pa6OTHI/IKa, MOoIyurBIIEro penenTtypHbie 0/1aHKU  OT
IMMOCTaBLHKA,

3) B pa3gene "Pacxof'":

a) ZiaTa BbIZAUM PeLieNTYPHbIX O/1aHKOB;

6) cepuu ¥ HOMepa BbIZIAHHBIX PeIeNTYPHbLIX 0/IaHKOB;
B) KOJIMUECTBO BBIZIAHHBIX PEIENTYPHBIX 0JIaHKOB,;

r) damMunus, WHULMaNAbl UMEHW M oTuecTBa (MOC/jefHee - TPU HaJIWYMM) OTBETCTBEHHOTO
MeULIMHCKOTO paboTHMKA, TT0/TyUMBIIIETO pelienTypHble O/IaHKY;

'Z[) MoAIIMCh OTBETCTBEHHOI'O MeJMLIMHCKOI'O pa6OTHI/IKa, TMMOJ/JIyuUMBIIEr0 peLerTypHbIe 6J]aHKI/I;

4) damunus, WHULMAABI WMEHUM W OTdyecTBa (MOC/jaefHee - TPM HAJIWYUU) U TIOAIUCH
OTBETCTBEHHOTO MeJMIIMHCKOTO pabOTHHKA, BhIZIABIIIEr0 PeLleNTypHbIe O/IaHKU;

5) OCTaToK perenTypHbIX OJIAHKOB.

26. Yuer penenrtoB, o(OpM/IeHHBIX B (hOpMe 37eKTPOHHOIO [OKYMEHTa, OCYLLeCTB/SeTCS B
rocyzilapcTBeHHOM MH(GOPMAaLIMOHHOM cucTeMe B cdepe 3apaBooxpaHeHusi cyobekra Poccuiickoi
®efepaliui  MOCPE/ICTBOM BeJleHUsI €eIMHOTO peecTpa peLenToB, O(QOpPM/IeHHbIX B (opme
3JIEKTPOHHBIX JJOKyMEHTOB.

IV. XpaHeHue pelieNnTyPHBIX 0/IaHKOB (32 HCK/TIOUeHHEM



penenTypHbIX 01aHKoB 1o ¢gopme N 107/y-HII " CnerjuaabHbIN
pelenTypHbIi 0/1aHK ")

27. MeIUILIUHCKWE OpraHU3ali|y MoJTyyaroT HeoOX0MMbIe pelienTypHble 6/1aHKH, 0hOpMIIeHHbIE
TUNorpadCKUM Crocobom, uepe3 TeppUTOpHA/bHbIE OpraHbl YIIpaBieHUs 37paBOOXPaHEHHEM
WM OpraHu3allydy, YIOJIHOMOUeHHble Ha 3TO OpraHaM{ HCTIOTHUTETLHOW BAaCTU CyObeKTOB
Poccutickoit ®eneparium.

28. PerjenTypHble O/1aHKY, TIOZ/IeKalllie yueTy, XPaHsATCSl OTBeTCTBEHHBIM JIMLIOM, Ha3HaueHHbIM
PYKOBOZAUTE/IeM MeAUIIMHCKOM OpraHu3aliuM, B 3anvpaeMoM MeTaiuueckoMm Ikady (cebide)
WA MEeTa/I/TNYeCKOM SIIIUKe.

29. WHpauBuAyanbHBIA — TIpeANpPUHUMATEb, WMEIOLIMA  JIMIIEH3UI0 Ha  MeJULIMHCKYHO
JlesITeNIbHOCTb, XPAaHUT pellenTypHble OfaHKW, TIOfJeXaljue yueTy, B  3alpaeMoM
MeTa/InueckoM mKady (cetide) U MeTaiIMueCcKoM sIUKe.

30. IIpoBepka COCTOSIHUSI XpaHeHUs], yueTa, (JaKTUUeCKOro Ha/luuvsl M pacxofa peLienTypHbIX
O/1aHKOB, MOJIeXallMX YUeTy, OAWH pa3 B KBapTa/l OCYLLeCTB/SeTCs] KOMUCCHelH, CO3ZlaHHON B
MeJULMHCKOW OpraHu3aLyu.

31. PeuentypHble OnaHkH, odopmisieMble Ha OyMaXHOM HOCHUTesle W TOJJIeXKallye yueTy,
BBIIAIOTCST  MEJWLMHCKUM pabOTHHWKaM, HWMEIOIIMM T[paBO OQOpMJIeHUsI peLienToB, 10
pacIiopsbKeHHIO [J1aBHOTO Bpaya WM ero 3aMeCTUTe/Isl.

HOJ'Iy‘-IEHHbIe pelerTypHbIe O/aHKM Ha 6YMa)KHbIX HOCUTEJIAX XPaHATCA MEeIULIMHCKUMH
pa6OTHI/IKaMI/I B IIOMeIIeHHAX, O6ECH€‘-II/IBaIOH_[I/IX X COXPAHHOCTL.

32. [IporpaMMHO-TeXHUUECKHe CpPe/iCTBa rOCy/lapCTBeHHbIX MH(GOPMAaI[MOHHBIX CUCTeM B cdepe
3paBOOXpaHeHHs], MEeJUIIMHCKUX WH(GOPMAI[MOHHBIX CHUCTeM MeJULUHCKUX OpraHu3al[uit
obecrieurBalOT XpaHeHHWe 3JIeKTPOHHBIX pelenToB, O(OpPMIeHHBIX B (opMe 3eKTPOHHBIX
JIOKYMEHTOB B TeueHHe CPOKOB, YCTAaHOBJ/IEHHBIX [jis XpPaHeHUs pelenToB, 0dOpPM/IEHHbIX Ha
COOTBETCTBYIOIIMX JOPMax pelieNnTyPHbIX OJITAaHKOB Ha OyMa>kHOM Hocutese <10>.

<10> IlogmyHkr 5.2.169 TIlomoxkennss o MuHuctepctBe (CobpaHue 3aKOHO/ATe/bCTBA
Poccutickont ®eneparuy, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

IIpunoowcernue N 4
K npukazy MuHucmepcmea 30pagooxpaHeHust
Poccutickoii @edepayuu

om 24 Hos6ps 2021 2. N 10941



®OPMA CNEUWA/IBHOIO PELENTYPHOIO B/IAHKA N 107/Y-HN

MUHUCTEPCTBO 34PaBOOXPaHEHMS Kog ¢opmbl no OKY/

Poccuiickon depepauunmn MeAuUMHCKaA [OKyMeHTauus
dopma N 107/y-HN,
YyTBEPXAEHHASA MPUKa30M

MUHUCTepcTBa 34paBOOXpaHeH
na

wramn mMeauUMHCKOWN opraHmsaymun Poccuiickon depepauunmn
oT 24.11.2021 N 1094H

PELEENT

n n 20_

(pata BbHIMUCKK peuenTa)
(B3poCnblli, AETCKUA - HYXHOe MNOAYEPKHYTb)

dammnua, uUMA, oT4yecTBO (nNocsefHee - MPU HaAU4Yyun)
nayneHTa




BospacT

Cepua n Homep nosiuca 06a3aTeNnbHOro MeEANLUMNHCKOIro CTpaxoBaHUA

Homep MeAWUWMHCKOW KapThbl

damnina, KMMA, OTYecTBO (nocnegHee - NPU HaAn4yum)
nevawero Bpayva (¢enbpuepa, akywepku)

3

NMognucb W NMYHas neyaTb Bpada
(noanuck denbpluepa, akywepku)

M. M
damunus, wMs, OT4YecTBO (MocnegHee - MNOpWM  HaAMuuu) W noanu
Cb
YMNO/THOMOYEHHOr 0 Nnya MeAULUMHCKOI opraHuM3aumn
M.
OTMeTKa anTe4yHoil opraHu3saumm o6 OTnyckKe
damunna, WMA, OT4YecTBO (nocnegHee - MNpyW  HaAUuMKM) U NOAMU
Cb
paboTHMKA anTevyHOon opraHu3launmn
M.

Cpok peictBua peuenta 15 gHen

IIpunoowcerue N 5
K npukazy MuHucmepcmea 30pagooxpaHeHust
Poccutlickoii @edepayuu

om 24 Hos6ps 2021 2. N 10941



ITOPALOK N3I'OTOBJIEHVA, PACIIPEJAE/ITEHUSA,
PEI'NCTPAIINNA, YUETA 1 XPAHEHUSA PEIIEIITOB,
COAEPXAIIINX HASBHAUEHUE HAPKOTUYECKHUX

CPEJCTB WIN IICUXOTPOIIHBIX BEHNIECTB

I. ITopsaApoK U3roTOB/IeHUs, paclpefe/IeHUus CrielfiaIbHbBIX
pelenTypHbIX 0/1aHKoB o ¢hopme N 107/y-HII

1. OpraHu3aiyio U3roTOBJIEHUSI U pacripe/ie/ieHusi pellenTypHbIX O6aHKoB 110 ¢opme N 107/y-
HIT "CrneruanbHbli pelenTypHbIA OnaHK" (fanee - CrenyagbHBIA perenTypHbId OIaHK)
ocyuiectBisseT MuHucTepcTBO  3ApaBooxpaHeHusi Poccuiickont @Pepepaumu  (ganee -
MuHHCTepCTBO).

2. CrierjasibHbIe peLienTypHble O/IaHKU SIB/SIFOTCS 3all[UIleHHOMN Tourpadyuyeckoi mpoAyKLyei
ypoBHs1 "B", u3rorapiviBaeMoii Ha Gymare po3oBoro 1jBeta pasMepom 10 cM x 15 CM, JO/KHEI
MMeTb CEepUI0 W HOMep, a TaKKe COOTBeTCTBOBaTh TpeOOBaHUSIM, YKa3aHHbIM B TIPHKa3e
MunucrepctBa ¢uHaHcoB Poccuiickort Pemepauun ot 29 centsiops 2020 . N 2178 "O06
yTBep>KIeHnn TexHUUecKuX TpeOOBaHUM W YCIOBUM W3TOTOB/IEHUs 3allUILEHHON OT TIOAIe/I0K
nourpaduueckoit mpoAyKuuu'" (3aperucTpyupoBaH MMHHCTEPCTBOM HOCTULUM Poccuiickoi
®eneparyu 16 Host6pst 2020 r., perrctpanmonHbii N 60930).

3. B Lensix opraHv3aly U3roTOB/IEHUS] U pacIipe/iesieHusl ClieljiaabHbIX peLieNTyPHbIX 06/1aHKOB
MeJIMLIMHCKYe OpraHu3aliiy, KMeIolyue T[paBO OCYyLIeCTBASATb BblJauy peLienToB Ha
HapKOTMYeCKHe Cpe/CcTBAa WIM IICUXOTpomnHble BemjectBa coucka Il Tlepeuns wu
3aperucTpupoBaHHble B Poccuiickori @efiepalii B KaueCTBe JIeKapCTBEHHBIX MpernaparoB [
MeJULMHCKOTO TNpHMeHeHHs (Zlajlee  COOTBETCTBEHHO - MeJIMLMHCKas OpraHu3alys,
HapKOTMYeCKUM (TICMXOTPOIHBIM) JIeKapCTBEHHBIM IIperapaT), COCTaB/IsIOT 3asBKM  Ha
peLienTypHble 6/1aHKU.

4. B cpok 70 1 OKTS0Ops TeKyIlero roja 3asBKW MeAULIMHCKHAX OpPraHW3alvii Ha CreljyajbHble
peLienTypHble O/IaHKU MPe/[CTaB/ISIOTCS:

1) MeAWLMHCKMMU OpraHv3alysM{, HaXOAALMMUCS B BeleHWU (QefepaJbHbIX OpraHoB
WCTIOJTHUTE/IbHOM BJ/IaCTH, - B COOTBETCTBYyHOLUe de/iepasbHble OpraHbl UCIOJHUATETbHON
B/IACTY;

2) MeAMLIMHCKUMM OpraHM3allusMU, HaxO[AIUMHUCSI B BeJeHUMM CyOLeKTOB Poccuiickoit
Qenepal, MeJUIMHCKUMH  OpraHW3alUssMd  MYHUIMMAABHOW M  YacTHOW  CHCTeM
3/IpaBOOXPAHEHUS - B OpPraHbl WUCIIOJHUTE/NILHON B/IACTH CyOBeKTOB Poccuiickoit deneparyiv B
cdepe oxpaHbl 30POBbsI IPaXK/laH, Ha TEPPUTOPUHU KOTOPLIX OHU PACIIO/IOXKeHHI (Jjasiee - OpraHbl
WCTIOJTHUTE/IbHOM B/lacTu cyonsekToB Poccuiickoit ®enepaiiyn).

5. B 3asiBKe MeAWI[MHCKON OpraHM3al[iM Ha CIeljfa/ibHble peLlenTypHble 0/IaHKM YKa3bIBAOTCS
C/lelyIoLIMe CBe/leHUs:

1) cBeieHud O MEAHHHHCKOﬁ OpraHuv3aliyu, HO,Z[aBH_IEI\/i 3a4BKY Ha CIl€llkMa/IbHbIE DELIEITYPHbIE



671aHKY (ITOJTHOE HAaMMEHOBaHHe, aJjpec MeCTa HaXOXK/eHHs);

2) KOMWYeCTBO CrelyasnbHbIX peLeNTYPHbIX O/IaHKOB, M3PacXOl0BaHHBIX MeAULIMHCKOMN
opraHusanueil Ha 1 ssHBapsi Mpe/jiIeCTBYIOLEero ro/a;

3) KOIMUeCTBO CHeUa/IbHBIX PeLIeNTyPHBIX 0/1IaHKOB, HEOOXOAMMBIX MeJUI[UHCKON OpraHU3aIiu
Ha C/Ie/1yIOL1M TOf.

3asiBKa MeJUIIMHCKOM OpraHM3allii Ha CrelyasbHble perenTypHble OlaHK{A TOANMCHIBAETCS
PYKOBOZAMTE/EM MeJULIMHCKOM OpraHu3aljiM, KOTOPbI HeceT MEepCOHA/TbHYI0 OTBETCTBEHHOCTb
3a 000CHOBAHHOCTD U JIOCTOBEPHOCTb YKa3aHHBIX CBeJIeHH.

6. ®denepasbHble OpraHbl HWCIOTHUTENLHOW BIAaCTH, B BeJeHUM KOTOPBIX HaXO[ATCS
MeIULIMHCKUe OpraHu3aliuu (Janee - dhefiepanbHbie OpraHbl UCTIOTHUTETLHOM BJIaCTH), U OPTaHbI
WCTIOJTHUTE/IbHOM  BiacTh  cyObekToB Poccutickoii ®ezpepalii Ha OCHOBAHHMH 3asiBOK
MEIUIIMHCKUX OpraHW3aliii Ha CIIel[dajibHble peLenTypHble O/aHKU (HOPMHUDPYIOT CBOJHbBIE
3afBKM Ha CrieldajbHble pelLlenTypHble O/iaHKW W B CPOK [0 1 fekabpsi Tekyiero roja
Tpe/ICTaB/ISIOT UX B MUHUCTEPCTRO.

7. B cBopHOW 3asBKe Ha CIleljMajibHble peLleNTypHble OMaHKW YKa3bIBAlOTCS CJIEYIOLIe
CBeJIeHUs:

1) cBezieHus o esepaJbLHOM OpraHe UCTIO/IHUTEBHOMN BAaCTU (OpraHe HMCIOJHUTE/IbHOM BIaCTH
cyovekta Poccutickoit ®Pepepaiiuu), MpeACTaBUBIIEM CBOJHYIO 3asBKy Ha CIeljia/ibHbie
pelLienTypHble 0/1aHKU (TTOJTHOE HAMMEHOBaHUe, ajipec MeCcTa HaXOXK/eHus);

2) KOJTMUeCTBO CTelabHbIX PeleNTypHBIX 0/IaHKOB, pacIipe/ie/ieHHbIX (heiepaibHbIM OpPraHOM
HCTIOJTHUTE/IbHOM BJ/IaCTH (OPraHOM HCIIOJTHUTE/ILHOM B/IacTH cyObekTa Poccuiickoit denepariyn)
Ha 1 sHBaps Mpe/iieCcTBYOIIEro rojja MeXx1y MeJULIMHCKUMU OpraHr3aLysIMu;

3) KOMMYeCcTBO CrelyalbHbIX DPeLeNTypHbIX O/aHKOB, HEOOXOAWMBIX ¢enepaTbHOMY OpraHy
WCTIO/THUTE/ILHOU BIaCTH (OpraHy MCIIOJHUTEbHOM BilacTu cyObekTa Poccuiickori ®eneparn)
Ha C/IeAyIOLLWi To/ /1Sl pacripesie/ieHUsi MeXXAy MeIULIMHCKUMU OpraHu3aLysiMy;

4) cBefieHUs O TIO/|BeJOMCTBEHHOW OpraHu3alliM, YTOJHOMOUeHHOH (e/epasbHbIM OpPraHOM
WCTIO/THATE/IbHOU B/IAaCTH (OpPraHOM UCTIOJTHUTETLHOM BlacTh cyOobekTa Poccuiickoii ®enepariin)
OCYIIeCTB/IAThL TIOIyYeHUe CIleldasbHBIX PpeLeNTypPHbIX O0/aHKOB OT MUWHHMCTEpPCTBa, WX
XpaHeHWe W Bblayy MeJULMHCKAM OpraHu3auusm (MoJIHoe HauMeHOBaHWe, ajpec MecTa
Haxoxaenusi, THH/KIITT, OKTMO opranuzaijuu, ¢akTriueCckuii afipec MoCTaBKH).

8. Ha ocHOBaHMM TIOMyuYeHHBIX CBOJAHBIX 3asBOK Ha CIleMajbHble peLenTypHble OaHKH
MUHHUCTEePCTBO €XerofHO B CPOK A0 15 siHBaps ciieayrolero roga (GopMUpyeT U YTBepXKJaeT
TUIaH pacripe/iesieHusl CrielldaibHBIX PerenTypHbIX OaHKOB, B KOTOPOM OTPaXKaeTCsl TOZAOBast
norpebHoCcTh Poccuiickoit ®Pesiepaliiii B CIieljla/ibHBIX perenTypHbIX O/aHKax (Jasee - TulaH
pacnpeziesieHus MUHHUCTepCTBa).

9. B niane pacripesienienyss MUHHUCTepPCTBaA yKa3bIBalOTCA C/IeYyHOLMe CBeeHU:
1) NopsiIKOBBINM HOMED 3aMuCH;

2) HauMeHOBaHUe ¢e/iepa/ibHOr0 OpraHa HCIIO/HUTE/IbHOM BacTU (OpraHa MCIOJHUTEeTbHOU
BiacTu cyowekTta Poccuiickoit denepariyin), peCTaBUBIIEr0 CBOJHYIO 3asiBKY Ha CIeljia/ibHbIe



perenTypHble O/IaHKHY;
3) HeoOXOZMMOe KOJTHUECTBO CIeIMa/IbHBIX PeLeNTYPHbIX O/IaHKOB.

10. HampaBneHue crelyanbHBIX  PELIENITYPHbIX  O/MaHKOB  (efepasibHBIM  OpraHaM
WICTIO/THUTE/IbHOU B/IAaCTH, OpPraHaM MCIIOJIHUTe/TbHOM B1acTH cyobekToB Poccutickoii deneparyiu
OCyIIecTB/IsseTCs MUHUCTEPCTBOM B KOJMYECTBe, MPeAyCMOTPEHHOM TUIAHOM pacripefie/ieHust
MwuHucTepCTBa.

11. MMHHUCTEPCTBOM [IOTIOJTHUTEBHO K KOJMUECTBY CIeLMaJbHBIX DPeLeNTyPHbIX OIaHKOB,
MpelyCMOTPEHHOMY TIaHOM pacripezienieHuss MUHUCTEPCTBa, (pOPMUDPYETCs Pe3epBHbIM 3amac
CreL[Ua/TbHBIX PeLienTypHBIX O/IaHKOB B KOMMYeCTBe, He mpeBbimaromemM 150 000 crieryanbHbIX
peLenTypHbIX OTaHKOB.

12. B cnyuae yBenuueHHs MOTPeOHOCTU B CrelMaIbHBIX perleNnTypPHbIX OaHKax (ezepaibHbie
OpraHbl WCTOJTHUTEILHOW BacTH (OpraHbl MCIIOJHUTEBHON BIacTH CyObekToB Poccuiickoi
®esepaliii) HarpasAssiOT B MUHUCTEPCTBO CBOZHbIE 3asiBKU Ha [JOMOJHUTETbHOE KOIUUeCTBO
CrHelyanbHbIX pelenTypHbIX O/aHKOB (C 00OCHOBAaHWEM YyBE/JWYEHHUS TMOTpebHOCTU B
CriellasbHbIX peLeNTypHbIX 0OslaHKaxX), KOTOpble TpeJoCTaBIsSIOTCS MUHUCTEDPCTBOM U3
pe3epBHOTO 3ariaca CrieljaabHbIX peLleNTypHbIX OTaHKOB.

13. ®depmepanbHble OpraHbl HCIIOMHUTENLHONW BacTh (OpraHbl WCIOHWTENBHOM BIACTH
cyobekToB Poccuiickoii ®eneparivi) pacrnipe/iesisiioT MOyYeHHble CreldaibHble pelenTypHbIe
OlaHKU MeX/y MeJULMHCKUMM OpraHu3allisMM Ha OCHOBAaHUM IJIAHOB pacripe/esieHusl,
C(OPMHUPOBAaHHBIX B COOTBETCTBUM C 3asiBKAMU MeJMLIMHCKUX OpraHU3aluii Ha CrielyaibHbIe
peLienTypHbIe OJIaHKU.

I1. ITopsapgok perucrpanyy, yuera U XpaHeHHUs CllelMa/IbHbIX
penenTypHbIX 0/1aHKOB 110 hopme N 107/y-HII

14. MuHuCTepcTBO, WHbIe (peJepanbHble OpraHbl MCIOMHUTENLHOM BAaCTM U OpraHbl
WCTIO/THUTE/ILHOW  BMacTM  CyObekToB Poccuiickoit ®Pezepaliid  OpraHM3yHOT —XpaHeHue
CrieldaibHbIX pelenTypHBIX O/aHKOB B TIOABEJJOMCTBEHHBIX OpraHMU3ALMsX, YTIOJTHOMOYEHHBIX
OCYIIeCTB/IAThL TOyYeHUe CIielhabHbIX PpeLeNTypHbIX O0/aHKOB OT MUWHHMCTEpPCTBa, UX
XpaHeHue U BblJjauy MeJULIMHCKUM OpraHu3alysM (fasee - yroTHOMOYeHHasi OpraHu3arys).

15. B ymnonHOMOuUeHHOW OpraHM3aldd U MeJUIIMHCKOW OpraHu3aluy, [oJIyuuBIIIei
CrieL[iasbHble  pellenTypHble OlMaHKW, OpraHu3yeTCs perucTpanus, ydueT U XpaHeHue
CrieLMabHbIX PeLieNTypHBIX 0/1IaHKOB.

Peructpaiusi, yueT W XpaHeHHe pe3epBHOTO 3araca CrelMa/ibHbIX pelenTypHbIX 0/1aHKOB
MuHHCTEPCTBA OCYIIeCTB/IsIeTCsT efiepasbHBIM rOCYAapCTBEHHBIM OH/PKETHBIM YUpPeX/eHUEM,
HaxoAsIUMCSl B BeJeHWHM MMUHUCTEpCTBa (/ajsiee COOTBETCTBEHHO - pe3epBHBIM 3arac,
M0/IBeZIOMCTBEHHOE yUpeX/eHUe).

16. PaboTHUMK, Ha3HAUeHHBbIM TIPUKA30M DPYKOBOJUTE/sl YIOJHOMOYEHHOM OpraHu3aluu
(YMOTHOMOUEHHOM  OpraHv3alyy, IO/BEJOMCTBEHHOITO YUpeX/eHHUs])) OTBeTCTBEHHbIM 3a
perucTpaiuio, XpaHeHHe U y4eT CIel[ia/bHbIX pPeLleNTyPHbIX 0/1aHKOB (Jjajiee - OTBeTCTBeHHbIHN
pabOTHMK), Ha OCHOBaHWM JIOBEPEHHOCTH, O(OPM/IEHHOM B TIOpsiiKe, yCTaHOBIEHHOM



3akoHozarenbcTBOM Poccuiickoit @ezepaliu (C MOANKCHIO PYKOBOAWTENS YIIOJHOMOYEHHOM
opraHu3aiuu (yro/JIHOMOUeHHOW OpraHu3alid, TO/[BeZlOMCTBEHHOTO YUpeX/eHHs), TIaBHOTO
Oyxrantepa, 3aBepeHHBIX KPYIJIOM TeuaTbi0), TIOJy4aeT CrieljajbHble pelenTypHble OaHKu U
OCYIIIeCTB/ISIET BeZIeHHe )KyPHasla PerMCTPallii U yUueTa CIiel[Ha/IbHbIX PeLeNTypPHbIX 0/IaHKOB, K
KOTOpoMmy mpuobiriaer ¢hoTo- U (W) BHAeOMaTepuasibl, MOATBepXKAarole (hakT odopmieHus
peLIenTypHbIX O/IAHKOB Ha /I0MY (TIPU Ha/TUUKH).

17. JKypHa/n perucTpaldd W yueTa CIIel[Ua/JbHBIX pPelenTypPHbIX O/IaHKOB [IO/DKEH ObITh
MPOHYMEpPOBaH, TMPOLIHYPOBAaH, HKMeTb Ha TMOC/AeJHeH CTpaHHWLle 3aluCh, COZep Kalllyro
KOJIMYeCTBO CTpaHUL], MOJHOe HauMeHOBaHHe YITOJHOMOUEHHOW OpraHu3aluu (MeJuliuHCKON
OpraHu3aliy, Mo/|BeZIOMCTBEHHOTO YUPEXKeHUS), a TAKXKe CKpeIlJieH MO/IUChI0 PYKOBOAUTEIS U
reyvaTbl0 yMOJTHOMOYEHHON OpraHv3auuy (MeJWLMHCKOW OpraHu3aluy, ToJBeJOMCTBEHHOTO

yupexeHust).

JKypHan peructpauuy W ydera CrellMa/JbHBIX PpeLenTypHbIX OaHKOB pe3epBHOTO 3araca
MuHMCTepCTBa CKpeIuisieTCsl TakKe TMOANKCHI0 JAuWpekTopa (B Ciayuyae ero OTCYyTCTBUS -
3aMeCcTUTesIs JupeKTopa) [ermapraMmeHTa pery/MpoBaHusi 00palieHust 1eKapCTBEHHBIX CPeJCTB U
MeULIMHCKUX u3Zie/inii MUHKUCTepCTBa 1 NeuaTbio MUHKUCTEPCTBa.

18. B >KypHane pervcTpaliid M yueTa CIleldajbHBIX pelieNTypHbIX OaHKOB YKa3bIBalOTCS
cefyrollye CBe/IeHus:

1) MopsiIKOBBINM HOMED 3aruCH;

2) TIPUXOJ, CTIeLIMa/IbHBIX PELeNTYPHBIX O/1IaHKOB:

a) PeKBU3WTHI U IaTa PerMCTPAL[ TIPUXOHOTO JOKYMEHTa;

0) ob11jee KOJTMUECTBO MOCTYMNHUBIINX CTelUAbHBIX PeLeNTYPHBIX O1aHKOB;

B) Cepusi U HOMep CIIelMabHOr0 pelienTypHoro 01aHKa;

I') KOJIMUECTBO CIeIUabHBIX PeLeNTypPHbIX OIaHKOB 10 KaXK/[0W CepHY;

1) hbamumvisi, UMsi, 0TYeCTBO (TIOC/Ie/IHee - TIPU HAJTMUMK) U TIOATTUCH OTBETCTBEHHOTO pabOTHHKA;
3) pacxop creLianbHBIX PeLeNTyPHBIX 0/IaHKOB:

a) laTa BbIauy CIeljaabHbIX pelleNTypHbIX O/1aHKOB;

0) cepuu 1 HOMepa BbIJJAaHHBIX CIeLMa/IbHBIX PELeNTYPHbIX 0/1aHKOB;

B) KOJIMUECTBO BbIIAHHBIX CITEI[HA/IbHBIX PELEeNTyPHBIX OIAHKOB C YKa3aHHEM B CKOOKax
KOJTMUEeCTBA CIelMaTbHBIX PeLleNTyPHbIX O/IaHKOB, BbIJaHHBIX it 0hOpMIIeHHs Ha ZIOMY;

r) ¢amwivs, UMs, OTUeCTBO (TIOC/IeZHee - MPU HaAUUMK) W TOAIUCH /LA, MOJTyYUBLLIErO
CrieLjasbHbIe PeLieNnTypHble OIaHKY;

1) KOJTAUeCTBO CTelUaIbHbIX PeLeNTyPHbIX O6/1aHKOB, 0()OPM/IEHHBIX Ha JIOMY;

e) daMuius, UMs, OTYeCcTBO (TIOC/ie[jHee - TIPU HaAU4UU) U TOANMChH Julia, O(QOPMUBILIETO
crielivasibHbIe PellenTypHble O/IaHKU Ha JIOMY;

4) bamususi, M, 0TUECTBO (TTOC/TIeIHee - TIPYU Ha/TMUWH) U TIOJITHUCh OTBETCTBEHHOTO PaOOTHHKA;



5) 0CTaTOK CIel[iabHbIX PeleNnTyPHbIX 0/1aHKOB.

19. CrnienManbHBIN pelienTypHbIA OMaHK sIBASIeTCS JOKYMEHTOM CTPOrOM OTYeTHOCTH. 3ariac
CTeLa/bHbIX PereNnTypPHbIX O/aHKOB B MeAWLIMHCKOW OpraHW3aljiid JIO/DKeH XPaHWUThCS B
CriellasibHbIX TIOMelleHUsIX, celiax WM B CrelUaJbHO M3TOTOBJEHHBIX IIKadaX, OOUTBIX
OLIMHKOBaHHbIM >Kejie30M, C HaJ|e)KHbIM BHYTPEHHHM W/IM HaBeCHBIM 3aMKOM.

[MomereHusi, ceiibl, mKadbl, B KOTOPBIX XPAHATCS CIelMajbHble peLlenTypHble OIaHKH,
JIO/DKHBI OBITh 3aKpBITBI Ha 3aMKH U TIOC/e OKOHUaHWs paboThl oOreyaraHbl TeYaThio
YTIOJTHOMOUYEHHOM OpraHu3anuy (MeAULIMHCKOW OpraHu3al[ii) WK OIJIOMOMPOBaHBbI.

20. B MegUIIMHCKUX OpraHM3alsiX 3arac CrelMajbHbIX peLleNTypHbIX O/lIaHKOB He J0JDKeH
TMIPEBBIIATh TOI0BOM MOTPEOHOCTH.

21. Pa3pemiaercsi BbIJaBaTh MeAWIMHCKOMY pabOTHHKY, WMeIOI[eMy TIpaBO Ha3HayaTh
HapKOTHYecKHe (TICMXOTPOIHbIE) JIeKapCTBEHHbIE TIperaparhbl, eJWHOBPEMEHHO He Ooee
[IBA/ILIATU CTIeLMabHbIX PeLeNTyPHBIX 01aHKOB.

MeauiivHCKe pabOTHUKH, BBLIMKCHIBAIOLME DeLeNThl Ha HapKoThuyeckue (TICUXOTPOIIHbIE)
JleKapCTBeHHbIe TperapaThbl, HA OCHOBAaHUM IPHUKa3a PYKOBOJUTE/S] MeAULIMHCKON OpraHu3aliuy
HeCyT JIMYHYI0 OTBETCTBEHHOCTb 3a COXPAHHOCTb IIOJYUEHHBIX CHeLMa/JbHbIX peLleNTypPHbIX
OnankoB. CreLuasnbHble peLenTypHble OJIaHKW, TOMyYeHHble MeAWL[MHCKAM DPabOTHHKOM,
XPaHsATCs 10/, 3aMKOM B celiax, MeTa/yInyeCcKrX LIKadax Ui MeTalJIMueCKUX SIUKax.

22. B MeQUIIMHCKON OpraHu3aljuy CO3/jaeTcsi TIOCTOSTHHO [efCTBYyolas KOMUCCHsI, KOTopasi He
pexxe 1 pasa kBapTas (IO pelleHHI0 PYKOBOAUTEIS MeULIMHCKOW OpraHu3aliyi BO3MOXKHO yYallle)
OCYIIIeCTB/IsIeT TIPOBEPKY COCTOSTHUSI PerucTpaljid U yueTa CHelMaJbHbIX peLenTyPHbIX
O71aHKOB, B TOM 4YHCJie TyTeM CBepKH 3aruceil >KypHaja PerucTpalyyd W yueTa CrelrajbHbIX
peLIenTypHbIX O/IaHKOB, C (DaKTUUEeCKUM Ha/JMYMeM CIelyaabHbIX pPelLeNTypPHbIX O/IaHKOB, a
TaKyKe TTPOBEPKY COCTOSTHUS XpaHeHUs CTielIMa/IbHbIX PeLleNTyPHbIX O/1aHKOB.

[To pe3ynbTaTam IIpOBepPKM B >KypHaje perucTpalydyd U yueTa CIeluaJbHbIX peLeNTypPHbIX
O7aHKOB [le/laeTCsl 3almuCh O pe3ysbTaTaX IIPOBeIEHUS] CBEPKU [JIaHHBIX, 3aKperuvieHHas
MOJITUCSIMU BCEX YJIEHOB KOMUCCHUM, WU CO3/,AeTCs CrieLjiaabHbIi aKT MPOBEPKH.

23. depnepanbHble OpraHbl HWCIOJHUTE/NBHOM BIACTA W OpraHbl HUCTIOTHUTENLHOM B/IACTH
cyobekToB Poccutickoii ®efepaliiy OCYIIeCTB/ISIOT KOHTPO/Ib 32 OpraHM3ariield pervucTpariiy,
yueTa ¥ XpaHEHUs CTelUaabHbIX PerleNnTyPHbIX O/JIaHKOB B YIIOJTHOMOYEHHBIX OpPraHU3alusx U
MeIUIIMHCKUX OpraHu3alysX.

24. Bbljaua CcrielMagbHbIX peLeNTypHbIX O/IaHKOB W3 pe3epBHOro 3araca MUWHHCTEpCTBa
(beznepasbHBIM OpraHaM MCIIOJIHUTENbHOM B/AaCTU M OpraHaM MCIOJHUTeNbHOM B/acTH
cyovekToB  Poccuiickoit  ®efepaliud  OCYIIEeCTB/sieTCS  OTBETCTBEHHBIM  pabOTHHUKOM
TMO7IBEZIOMCTBEHHOTO  YUDEXKJAEeHHsI Ha OCHOBaHWM pelleHWss 00 OTMycCKe CrielyanbHbIX
peLienTypHbIX 0/1aHKOB, 0()OPMJIEHHOTO B BUJe TMUChMa, TIOAMMCAHHOTO AUPEKTOPOM (B Ciydae
€ro OTCYTCTBUSI - 3aMeCTHTeleM JupeKTopa) /[lemaprameHTa peryIMpoBaHUsl OOparieHus
JIeKapCTBEHHBIX CPeJCTB U MEAULIMHCKUX M3Jenuid MUHUCTepCTBa.

[TpoBepKa /ieATeTbHOCTHU T10/[BeZIOMCTBEHHOTO YUPEXKJeHUsI TI0 PErUCTPaliid, YUeTy U XpaHeHUI0
pe3epBHOTO  3araca  OCYIIecTBsseTcss  JlermapTaMeHTOM — pery/iupoBaHust — oOpalieHust
NIeKapCTBEHHBIX CPeJCTB U MeJUIIMHCKUX u3fenuii MuHucTepcTBa 2 pasa B rof He mo3gHee 20



UucCja Mecsla, c1eayrmero 3da MCTEKIIKWM I10/IyrogueM.

IIpunoxcenue N 6
K npuka3y MuHucmepcmea 30pagooxXpaHeHust
Poccutickoti ®edepayuu

om 24 Hosibps 2021 2. N 1094H

ITPABNJIA OD®OOPMJIEHVA PEINIEIITOB,
COAEPXAIIINX HASBHAYUEHUE HAPKOTNYECKHUX
CPEACTB N/IN IICUXOTPOIIHBIX BEINIECTB, B TOM
YUNCJ/IE B ®OPME JJIEKTPOHHBIX TOKYMEHTOB

I. OdopmiieHne perjenniTa Ha OyMa)kKHOM HOCHUTe/Ie

1. Ha penienityphbix 6sankax ¢opmbel N 107/y-HIT B ieBoM BepXHEM YI/Ty TIPOCTAB/SETCS LITaMIT
MeJMLIMHCKOW OpraHM3alldy C yKa3aHWeM ee TOJHOr0 HavMeHOBaHus, ajpeca U TejedoHa C
JlaToU BBITIMCKU (Z1aToii ohopmyieHusI) pelieliTa Ha JileKapCTBeHHbIM periapar.

PerieritypHble 6yaHku (opmbl N 107/y-HIT u3rotaBIMBarOTCS UCKIHOUMTETBHO THUIOTPadCKUM
criocobom.

2. Ha peuenTypHbix OsaHKaX, o(opM/IsieMbIX WHAWBUIYATbHBIMU TpeATIPUHHUMATESIMU,
HMMEIOIUMU JIULIEH3UI0 Ha MeIUL[UHCKYIO [1esiTe/IbHOCTh, B BEPXHEM JIeBOM YI/Iy THUIOrpadCKuM
crocoboM WM TyTeM TIPOCTaB/IeHUs LITaMIla J0/DKeH ObITh yKa3aH aZipeCc UHIUBHUAYaTbHOTO
npeANpUHUMATe/isi, HOMEp U JaTa JIMLeH3WMM, HaMMeHOBaHWe OpraHa roCyJapCTBEeHHOW B/IACTH,
BbI/IABILIETO JINLIEH3UIO.

3. PenentypHbie O6maHku ¢dopmbl N 107/y-HIT 3amonHstOTCS MegUIMHCKAM PabOTHUKOM
YepHU/IaMU W/ LIaPUKOBOU PYUYKOH.

4. JlomyckaeTcsi odopmieHHe BCexX pPeKBU3WTOB (3a HWCK/IHOueHWeM pekBu3uTa Tlogmuck
neyartiero Bpaua (TOANHMCH (esbAlIepa, akylepku)") peLentypHbeix 61aHkoB ¢opmbl N 107/y-
HIT ¢ ucrniosib3oBaHMEM TeyaTarolliX YCTPOMCTB.

5. B peuentypHom 6manke ¢dopmel N 107/y-HIT B cTpokax "®amwius, WMs, OTUeCTBO
(mocnenHee - pU HaAMUMK) NauueHTa” U "Bo3pacT” yKa3biBalOTCs MOJHOCTBIO (PaMUIIKs, UMS,
0TYeCTBO (ToC/IefiHee - IPY Ha/IMUMK) MaLeHTa, ero Bo3pacT (KOIMueCcTBO MO/HBIX JIeT).

[HonycTrMo yka3aHue [aTbl pOXKeHuUs NaljdeHTa.
6. B peuenitypHom 61anke ¢opmbl N 107/y-HIT:

1) B crpoke "Cepust 1 HOMep To/Mca 00513aTe/TbHOTO MeIUIIMHCKOTO CTPaXOBaHMs'" YKa3bIBaeTCs
HOMeD To/Mca 00s13aTe/TbHOT0 MEeAUIIMHCKOTO CTPaXxOBaHUs TarieHTa (TIpyU Ha/Inuun);



2) B cTpoke "Homep MeAUIIMHCKOM KapThl" yKa3bIBaeTCs HOMep MeJUIIMHCKOM KapThl TalieHTa,
MO/TYYAOI[eT0 MeAUI[MHCKYIO TOMOIIb B aMOy/IaTOPHBIX YCIOBUSIX, WIH WUCTOPUU 0o0Jie3HU
naiyeHTa, BbITMChIBAEMOr0 U3 MeJULIMHCKON OpraHy3aliiy;

3) B crpoke "damuaus, uMs, OTUYeCTBO (TOC/Ae[Hee - TPW HaAUUMK) Jieyallero Bpaya
(penbaiiepa, akyiepku)" yKa3biBaeTCsl MOJHOCTBIO (paMU/Ivsl, UMsl, OTUeCTBO (TOC/ie[jHee - TIPU
Hasvuuu) Bpauva (denbAliepa, akyllepku), BbIMUCABIIEr0 peLieNT Ha HapKOTUUeCKU
(TICHMXOTPOIHBIN) JIeKapCTBeHHbIN Mpernapar.

7. B rpade "Rp" peuenTypHoro 6sanka popmer N 107/y-HIT yka3biBaeTcsi:

1) HaumeHOBaHMe JIeKADCTBEHHOrO IMpernapara (MeXAyHapoJHOe  HeraTeHTOBaHHOe
HauMeHOBaHue, TPYNIUPOBOUHOE WM XMMHUYeCKOe HauMeHOBaHNe, TOProBOe HauMeHOBaHKe) Ha
JIaTHUHCKOM  SI3bIKé WM Ha PYCCKOM si3blKe, (hopMa BbINyCKa, [J03UPOBKA, KOJUYECTBO
(Yka3bIBaeTCs MPOIMCHIO Ha pelienTypHOM OsaHke dopmbel N 107/y-HIT);

2) crioco6 TIpUMeHeHUsl JIeKapCTBEHHOTO TperiapaTa Ha TOCYZapCTBEHHOM si3blKe PoCCHICKOM
®enepaliu WM Ha TOCYAAPCTBEHHOM si3biKe Poccutickoii @esiepaliiu ¥ TOCYAapCTBEHHOM SI3bIKe
pecry0/IMK 1 MHBIX si3bIKaxX HapofioB Poccutickoit @epepauyu <1>.

<1> Yacte 1 cratbu 15 3akoHa Poccuiickort @enepanyu ot 25 oktsiops 1991 r. N 1807-1 "O
s3blKax HapofoB Poccuiickon ®epepauuu” (manee - 3akoH N 1807-1). (Begomoctu cwe3na
HapoHbIX femnyTatoB PCOCP u BepxosHoro CoBeta PCO®CP, 1991, N 50, ct. 1740).

8. Ilpu odopmieHur perenTypHbIX OaHKOB 3arpellaeTcs OrpaHWYMBAaThCS — OOIUMU
yKasaHusaMu, Haripumep, "BryTpeHHee", "3BecTHO".

9. Ilpu odopmiennu NauyeHTy perentypHoro 6maHka ¢opmbel N 107/y-HIT Ha HapkoTHUeCKuiA
(ICUXOTPOMHBIN) JleKapCTBEHHBIM TperapaT B paMKax OKa3aHWsS MeJUI[MHCKOM TTOMOIIU TIpU
oripeZiesieHHOM 3a00/IeBaHUY TaKOMW PeLienT 3aBepsieTCs:

1) moAMMCEHIO ¥ TMYHOM TeuaThio Bpaya 00 MoAnuckio denb/iiepa (aKyIepKn);

2) meyaTbl0 MeJUIMHCKOW OpraHu3al[iH, A100 CTPYKTYPHOTO TOApa3iesieHus] MeAULIMHCKON
opraHuszaiuu "[lns  peuenToB"”, KOTOpasi TMPOCTAB/ASETCS  JIULIOM,  YIOJIHOMOUEHHbIM
DYKOBOZMTE/EM MeJULMHCKOM OpraHv3alid C YyKa3aHueM (aMuauM, WMeHH, OTuecTBa
(mocnegHee - MpY HaIMYKUK) U TIPOCTAB/IEHUEM €ro JIMYHOUW MOZHUCH.

B cnyuasix HeobOxopuMocTh OQOPM/IEHUs pelleniTa Ha HAPKOTHUeCKUW (TICUXOTPOITHBIN)
JIeKapCTBEHHBIM Mperapar Ha JOMy B paMKax OKa3aHWs Ma/yIMaTUBHOM MeJMULIMHCKOM MOMOILIU
JIOTyCKaeTCsl Tpe/BapUTe/IbHOe 3aBepeHHe peLlenTa IITaMIIOM MeJULMHCKOM OpraHu3ariuy,
reyaTbl0 MeAMLIMHCKOM OpraHu3alyy JiM00 CTPYKTYpHOTO TIOZipa3fie/ieHrsl MeJULIMHCKOU
opranusaumu  "lng  pewienToB", KOTOpasg IIPOCTaB/SIeTCA  JIULIOM,  YIIOJTHOMOYEHHbIM
DYKOBOAMTE/NEM MeJULIMHCKOM OpraHu3alyy, C YyKasaHueM ¢GaMuiid, HWMeHH, OTuecTBa
(mocnesHee - MpY HaIWuUMM) U MPOCTAB/IEHHWEM €ro JIMYHOW nopnucu. Ilpu sTom B KypHane
perucTpalyy U yuyeta pelienTypHbIX O/IAaHKOB B COOTBETCTBUM C [1OpsiKOM perucrpaiyy, yueTa
M XpaHeHWs CreLuasbHBIX peLeNTypHbIX OaHKOB Ha HApKOTHUeCKHe CpeACcTBa WM



TICUXOTPOTIHbIE BeILeCTBa, YTBePXKAeHHBbIM HACTOSIIVM IPHKA30M, /ie/laeTCsi OTMEeTKa O €ero
Bbljlaue 7iyisi OOPMJIEHUsT Ha JIOMY, a TaKKe OTMETKa, yAO0CTOBEpeHHas TIOAIMChI0 Bpaya b0
denpamepa (akyiliepku), oOPMUBIIETO pelenT, 0 (akTe ero oGopMaeHHUs, KOTOPbIM MOXKET
OBbITb ZIOTIOJTHUTETBHO MOATBEPXKAeH (OTO- U (U/IM) BUZeOMaTepraiaMu.

B crtpoke "OTMeTKa anTeuHOW opraHu3aruu 00 OTMycKe" CTAaBUTCS OTMETKA amnTeuyHOH
opraHu3aiuv o0 OTIyCKe HapKOTHYeCKoro (TICMXOTPOITHOTO) JiIeKapCTBEHHOro TperapaTa (C
yKa3aHMeM HauMMeHOBaHMs, KO/JMYecTBa OTIYL{eHHOIO HAapKOTHMUeCKOro (MCUXOTPOMHOIO)
JIeKapCTBEHHOTO TIperiapaTa M JaThl ero OTIyCKa), KOTopasi 3aBepsieTCsi TIOAINMChI0 pabOTHHKA
anTeuHOM OpraHu3alyM, OTMYCTUBIIEr0 HAPKOTUUEeCKHWH (TICUXOTPOIHBIM) JiIeKapCTBEHHbIN
rpenapar (C ykasaHueMm ero (pamMuiny, UMeHH, OTuecTBa (Moc/aeHee - MPU HaIUUMM), a TaKKe
KPYIJIOW TleyaTbl0  anTeYHOM OpraHu3alldd, B  OTTUCKe KOTOPOH  /IO/DKHO  OBITb
WJEHTU(QULIMPOBAHO M0JTHOe HAUMEHOBaHWe alTeYHOM OpraHU3aLui.

10. Ha opHom penentypHom Onanke ¢opmel N 107/y-HIT pa3pelaeTcsi OCyIIeCTB/ISTH
Ha3HaueHMe TOJIbKO OJHOrO HaMeHOBaHUs JIeKapCTBEHHOIO Tpernapara.

11. VicripaBiieHus B peLienTe He [JOIYCKarOTCS.

I1. Odopmienue penenta B (popMe 37IeKTPOHHOI0 AOKYMEHTa

12. PewieniT B (hopMe 3/1eKTPOHHOT'O OKYMEHTA, TOANMCAHHOT0 yCUIeHHOW KBanubHULIPOBaHHOM
3JIEKTPOHHOM TIOAMUCKIO, (DOPMHUPYETCS MEeAUIMHCKUM DPAaOOTHUKOM, CBeJeHHWs O KOTOPOM
BHecCeHbl B (peJepasbHbIM PETUCTP MeAULMHCKUX PAbOTHUKOB <2>, a Take TPU YCIOBUU
perMcTpaly MeAWLMHCKOW OpraHv3aliid, B KOTOpPOM odopmisieTcs peLenT, B (deaepaabHOM
peecTpe MeAUIIMHCKUX OpraHu3alui <3> eJMHOW rocyapCTBeHHON MH(OPMAaI[MOHHONW CUCTEeMbI
B cdepe 31paBoOOXpaHeHUs U TOAK/IIOUEHUS] TakoW MeAMIIMHCKOM OpraHu3aiuu K
roCyZapCTBeHHOW MH(MOPMAIIMOHHOM CHUCTeMe B cdepe 3ApaBooxpaHeHusi cybrekTa Poccuiickoi
®depepanuu <4>.

<2> Yacte 4 cratbu 91.1 depepanvHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOZATE/IHLCTBA
Poccutickoit ®eneparuy, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<3> Yacte 4 cratbu 91.1 depepanvHoro 3akoHa N 323-®3 (CobpaHue 3aKoHOJaTelbCTBa
Poccuiickoit @epeparuy, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<4> Crareu 91 u 91.1 ®depepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOZATETHCTBA
Poccutickonn ®enepanuu, 2011, N 48, ct. 6724).

13. Tlo TpeGoBaHMIO MalLeHTa WM €ro 3aKOHHOTO Tpe/CTaBUTessi 0QOPMISIETCs SK3eMIIsSIp
petienita B (hopMe 7IEKTPOHHOTO JOKyMeHTa Ha OyMa)KHOM HOcWTese C OTMeTKou "Jlybmmkar
3/IEKTPOHHOIO JOKyMeHTa".



