3apeructpupoBaHo B Muntocte Poccuu 30 Hos16pst 2021 . N 66124

MHUHUCTEPCTBO 3/IPABOOXPAHEHNSA
POCCHUICKOU ®EJEPAIIUN

ITPUKA3
ot 24 Hosi0pst 2021 1. N 1094H

Ob YTBEPXJIEHUU IIOPSAIKA HASHAYEHUSA
JIEKAPCTBEHHBIX ITIPEITAPATOB, ®OPM
PELIEIITYPHbIX B/JIAHKOB HA JIEKAPCTBEHHBIE
ITPEITAPATHI], ITOPATKA O©OOPMJIEHUA
YKA3AHHbBIX B/IAHKOB, UX YUETA 1 XPAHEHUS],
®OPM b/IAHKOB PELIEIITOB, COAEPXAIIINX
HASHAYEHUWE HAPKOTUYECKUX CPEACTB WIN
IICUXOTPOIIHBIX BEHIECTB, ITOPAAKA NX
MN3I'OTOBJ/IEHUSA, PACIIPEJJE/IEHUSA,
PEI'MCTPALIVN, YUETA 1 XPAHEHUSA, A TAKXE
ITPABNJ/I O®OPMJIEHUSA B/IAHKOB PELIEITITOB, B
TOM UYNCJIE B ®OPME JJIEKTPOHHbBIX
JOKYMEHTOB

B cootBeTcTBUM C yHKTOM 16 yacTtu 2 ctateu 14 ®@enepanbHOro 3akoHa ot 21 Hosiopst 2011 . N
323-®3 "OO6 ocHOBax OXpaHbI 37I0POBbsI TrpakaaH B Poccuiickoii ®epeparyu” (CobpaHue
3aKoHO/laTenbcTBa Poccutickort ®epepaiuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791),
IIYHKTOM 2 cTaTbu 26 PeznepanbHOro 3akoHa oT 8 sHBaps 1998 r. N 3-®3 "O HapKoTHYeCKUX
CpeAcTBaX M IMCUXOTPOmHBIX —BeirecTBax" (CobOpaHwe 3akoHozaTesnbcTBa Poccuiickoi
®epnepauuu, 1998, N 2, ct. 219; 2017, N 31, ct. 4791), nognyHkramu 5.2.177, 5.2.178 u 5.2.179
nyHkta 5 IlonoxeHuss o MuHucTepcTBe 34paBooxpaHeHusi Poccuiickoli @epepaiuu,
yTBepXXAeHHOro rnocraHosyneHuem [IpaButensctBa Poccuiickoit @epfeparmu ot 19 nrons 2012 .
N 608 (Cobpanue 3akoHozaTenbcTBa Poccuiickor @epeparium, 2012, N 26, ct. 3526; 2015, N 23,
cT. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258), nipuKasbiBato:

1. YTBepauts:
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ITopsimok Ha3HaueHMs JIeKAPCTBEHHBIX MPerapaToB COriacHO npuiokeHno N 1;
(hopMbI perienTypHbIX 0/IaHKOB Ha JieKapCTBeHHBIe TIperiapaThl COrJIaCHO TIPUIoyKeHW o N 2;

[MTopsiiok odopm/IeHHsT pelienTypHbIX OIAHKOB Ha JIEKAaPCTBEHHBIE TIperaparthbl, UX yueTa U
XpaHeHUs COTiaCHO NpuoxkeHuo N 3;

¢opmbl  O/IaHKOB ~ peLIeNTOB, COZEp)KAllUX Ha3HaueHWe HApKOTUUeCKUX CpPeACTB WU
TICUXOTPOITHBIX BellleCTB, COIVIaCHO NpU/IoyKeHuto N 4;

[TopsiioK  M3rOTOB/IEHUs, pacrpejereHusi, perucTpalyyd, y4yeTa W XpaHEHUsl peLerToB,
CcoZlepKallliX Ha3HayeHWe HapKOTUUeCKUX CPeACTB WM TMCUXOTPOMHBIX BeL[eCTB COIVIACHO
npunokeHuto N 5;

[TpaBuna ogopmiieHusi peLenToB, COZAepKallluX Ha3HauyeHWe HapKOTHUUeCKUX CPeACTB WU
MICUXOTPOMNHBIX BeIlleCTB, B TOM 4YHCAe B (hopMe 3IeKTPOHHBIX [OKYMEHTOB COIVIaCHO
ripunoxenuto N 6.

2. IIpu3Harh yTpaTuBIIUMU CUITY:

npuka3 MunHucTepcTBa 37paBooxpaHenus Poccurickor @eseparmu oT 1 aBrycra 2012 . N 541
"O6 yTtBepkaeHUHd ¢GopMbl OIaHKOB peLIeNTOB, CO/iepKallliX Ha3HaueHWe HapKOTHUeCKUX
CpefCTB W/IM TICUXOTPOITHBIX BeIleCcTB, IOpsJKa WX W3rOTOBJIEHMS, paclpe/esieHus],
pervcTpaly, ydera M XpaHeHWs, a Takxke TMpaBua oQopmieHuss” (3aperucTprvpoBaH
MunucrepctBoM roctuimu Poccnrickorn @efiepanyy 15 aBrycra 2012 1., perucrpaniioHHbld N
25190);

npuka3s MunucrepcrBa 31paBooxpaHenust Poccuiickoit @epepanum ot 30 mrong 2015 . N 385H
"O BHeCeHUM U3MeHeHUW B TpHKa3 MuHHCTepcTBa 3/paBooxpaHeHusi Poccuiickoit Penepaiiyu
or 1 aBrycra 2012 . N 54un "OO6 ytBepxaeHuM (hOpMbl OJIaHKOB PELIeNTOB, COJeprKallyixX
HasHaueHWe HapKOTUYeCKUX CPe/iCTB WM MCUXOTPOIHBIX BelleCTB, MOpsJKa UX M3rOTOB/IEHUS,
pacripefie/ieHus, pervcTpaLudd, ydyeTa W XpaHeHMs, a Takxe TipaBun odopmieHus"
(3apeructprpoBaH MMHHUCTEPCTBOM HOCTULIMKA Poccuiickoi @enepauyu 27 Hosiops 2015 T,
pervcrpaioHHblid N 39868);

rpuka3 MuHucTepcTBa 3paBooxpaHenust Poccuiickon @epeparmu ot 21 anpend 2016 . N 2541
"O BHeCceHMU M3MeHeHUH B MpHKa3 MuHMCTepcTBa 37paBooxpaHeHust Poccuiickoit ®efepauyu
ot 20 gekabps 2012 r. N 11751 "OO yTBep>KAeHHH TOpsiKa Ha3HaYeHWs W BbIMMCHIBAHUS
JIeKapCTBeHHBIX TIperapaToB, a TakXke (OpM peLenTypHbIX O/aHKOB Ha JieKapCTBeHHbIe
Tiperiaparsbl, Mopsiika ohopMyIeHHs YKa3aHHBIX 0/1IaHKOB, X yUeTa U XpaHeHUs" U npuiokeHre N
2 K nprika3y MuHucTepcTBa 3apaBooxpaHenusi Poccutickoii ®@efepaumu ot 1 aBrycra 2012 . N
541 "O6 yTBep)AeHUH (opMbI OJIAHKOB PEIIeNTOB, COZAEPIKAIMX Ha3HaueHHWe HapKOTHYeCKHX
CpeiCTB W/ IICUXOTPOIHBIX BeLecTB, IIOps/Ka WX HW3rOTOBJIEHUs, pacrpezeeHus,
perucTpanyy, yuyeTa U XpaHeHMs, a Takxke IIpaBua odopmieHuss" (3aperMCTpUpOBaH
MunucrepctBoM toctuiun Poccuiickont ®epepanuu 18 umrons 2016 1., perncrpanioHHbId N
42887);

OYHKT 4 W3MeHeHWH, KOTOpble BHOCATCS B HEKOTOpble TpuKa3bl MUHUCTEpCTBa
3paBOOXpaHeHHsI U colManbHOro pa3Butusi Poccuiickoii Pepepaiuu ¥ MuHHCTEpCTBaA
3apaBooxpaHeHusi Poccuiickoii @efepaliuvi 10 BOmMpocaM  OOpaileHusi JieKapCTBeHHBIX
rperiapaToB, COZiepKalllux HApKOTHYeCKHWe CpeJCTBa, IICUXOTPOMHbIe BeIlecTBa U UX
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NIPEKypCOpbl, U JIeKapCTBEHHBIX CPeJCTB, IOJJIeXalUX MpeJMeTHO-KOJIMUYeCTBEHHOMY Y4YerTy,
yTBEPXXJEeHHbIX TMpuKa3oM MuHucTepcTBa 37paBooxpaHeHusi Poccuiickon ®Pepepanmu ot 31
okTs16pst 2017 1. N 882H (3apeructprpoBad MuHHCTEPCTBOM focTUIK Poccuiickoii ®enepariuu
9 suBaps 2018 r., peructpanonHbii N 49561);

nprka3 MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepanyu ot 11 gekabps 2019 r. N
10211 "O BHeceHUM H3MeHeHMM B TipwiokeHus N 2 u 4 K Tipukasy MMHUCTepCTBa
3ppaBooxpaHeHust Poccutickoii ®epepanum ot 1 asrycra 2012 r. N 541 "OO yTBep)kaeHUH
¢opmbl  O/IaHKOB ~ peLIeNTOB, COAEp)KalllUX Ha3HaueHWe HApKOTUUeCKUX CpPeACTB WU
TICUXOTPOIHBIX BeIeCTB, MOPs/AKa UX W3TrOTOBJIEHUS, paclipefie/ieHus], PerucTpalyy, ydeta U
XpaHeHusi, a Takxe TMpaBuia oQopmieHus” (3aperucTpypoBaH MMHHUCTEDPCTBOM FOCTULIMU
Poccuiickon @epeparuu 28 suBaps 2020 r., perucrpanuonssii N 57293);

npyka3 MuHHCTepCTBa 37paBooxpaHeHust Poccuiickoit ®enepaiy ot 8 okTsabps 2020 r. N
10761 "O BHeceHuu u3MeHeHud B IlopsfoK perucrpanuy, ydyera M XpaHeHHUs CIieLdaIbHbIX
peLienTypHbIX 0O/aHKOB Ha HApKOTUYeCKWe CpPeACTBA WM TICUXOTPOIHBbIE —BeIeCTBa,
yTBEPXXJEeHHbIM NprKa3oM MwuHucTepcTBa 37paBooxpaHeHus Poccuiickoii ®Pepepanuu ot 1
aBrycra 2012 r. N 54H" (3apeructpupoBaH MuHucTepcTBoM rocTuLiMM Poccuiickoit ®efepatyiv
13 Hos16pst 2020 1., peructpanponHbIii N 60898);

rpuka3 MunHucrepcTBa 3apaBooxpaHenust Poccuiickon @epeparmu or 14 guBapsa 2019 & N 4H
"O6 yTBep)KJeHWM TIOpsKAa Ha3HAUeHUsl JieKapCTBEHHBIX TIperapaToB, (OpM peLenTypHbIX
6/1aHKOB Ha JIeKapCTBeHHBIe TIperaparsl, Topsijka o)OpM/IeHHsT YKa3aHHbIX O/IAHKOB, UX yuyeTa 1
xpaHeHus1" (3apervcTpupoBaH MuHucTepcTBOM tocTUliMK Poccuiickoii @esepanuu 26 mapra
2019 r,, peructpanonHsii N 54173);

rpyka3 MuHHCTepCTBa 3/paBooxpaHeHust Poccutickoii ®Pepeparum ot 11 mekabps 2019 . N
10225 "O BHeceHMM H3MeHeHMW B IpvKa3 MuHuCTepcTBa 3[paBoOXpaHeHHst Poccuiickon
®eneparu ot 14 sHBaps 2019 . N 41 "OO6 yTBep)KJeHUH MOpPsiKa Ha3HAUeHHUs JIeKapCTBEHHBIX
TipernaparoB, OpM perenTypHbIX 0JIAHKOB Ha JIeKapCTBeHHbIe TIPeraparkl, opsijka 0popMIeHHs
yKa3aHHbIX O/1IaHKOB, UX ydyeTa M XpaHeHUs" (3aperMcTpvpoBaH MUHHCTEPCTBOM OCTULIMH
Poccuiickont @epeparyu 28 suBaps 2020 r., peructpanuonssiii N 57292);

nprka3 MuHuCTepcTBa 3apaBooxpaHeHuss Poccuiickoit @enepanyu ot 8 okrsibps 2020 . N
10755 "O BHeceHMM W3MEHEHWM B TIOPSJOK Ha3HaueHWsl JIeKapCTBEHHBIX IIpernaparos,
YTBep)K/EeHHbIM TpHKa3oM MuHucTepcTBa 37paBooxpaHeHuss Poccuiickonn ®epepauuu ot 14
siuBapsi 2019 . N 4H" (3apeructprpoBaH MuHucTepcTBOM rocTULMK Poccutickoit @epeparym 22
nekabpst 2020 r., perucrparponssii N 61695);

nyHKT 3.8 VIHCTPYKUMHK O TIOpsijKe BBLIMMChIBAHUS JIEKAPCTBEHHBIX MperapaTtoB U 0QopMIeHust
peLenitoB ¥ TpeDOBaHWIi-HAK/IA[HBIX,  YTBEP)KJEHHOW  TpWKa3oM  MUHHCTepPCTBa
3/]paBOOXPaHeHUs] U COLMa/bHOTO pa3Butusi Poccuiickoit @enepariyu ot 12 deppans 2007 . N
110 "O nopspxke Ha3HayeHWsT W BBINMCbIBAHUS JIEKAPCTBEHHBIX IIperaparoB, W3 enun
MEJUIIMHCKOTO Ha3HaueHWss W CrelUaIu3upOBAHHBIX TIPOAYKTOB JieueOHOTO TUTaHUS"
(3apeructprpoBaH MuHHUcTepcTBoM toctuumu Poccuiickont ®enepanuu 27 anpenst 2007 .,
peructpauuoHHbIi N 9364);

npuka3 MUHKCTePCTBA 3paBOOXPaHeHHsI U COLMA/IbHOTO pa3BuTusi Poccuiickort ®efepauyy oT
17 wmasg 2012 . N 5620 "OO6 ytBepxaennu Ilopsigka oTmycka (GU3HUECKUM JILIaM
JIEKapCTBEHHBIX T[IperapaToB /[Jii MeJWLIMHCKOIO IIPUMEHeHHs, COfep)KalljuX KpoMe MaJibIxX



https://normativ.kontur.ru/document?moduleid=1&documentid=217638#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=217638#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=224170#l777
https://normativ.kontur.ru/document?moduleid=1&documentid=379024#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=379024#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=353485#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=353485#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=382468#l2
https://normativ.kontur.ru/document?moduleid=1&documentid=375663#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=375663#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=353359#l0
https://normativ.kontur.ru/document?moduleid=1&documentid=353359#l0

KOJTMUECTB HAPKOTUYEeCKUX CPeJCTB, TICUXOTPOITHBIX BeIIeCTB M WX TIPEeKypCOpPOB JIpyrue
(hapmakosioriueckrie akTUBHbIe BelllecTBa" (3aperucTpupoBaH MUHUCTEPCTBOM IOCTHUIUU
Poccutickoit ®enepatuu 1 nronHst 2012 ., perrctpaiioHHbii N 24438);

IOYHKT 2 UW3MEHeHHM, KOTOpble BHOCATCS B HEKOTOpble TpuKa3bl MUHUCTEpCTBa
3/lpaBOOXpaHeHMs U coLjaibHOro passutusi Poccuiickoii ®efepaliuy, yTBep>K/jeHHbIX NTPUKa30M
MunucrepctBa 3apaBooxpaHeHusi Poccuiickori ®epepayum ot 10 umrons 2013 . N 369H
(3apeructpupoBaH MuHucrepctBoM roctuimn Poccurickon Pepepanmn 15 mrons 2013 T,
pervctpatoHHbiid N 29064);

npuka3 MunucTepcTBa 31paBooxpaHenus Poccurickor @eseparyu ot 21 aprycra 2014 r. N 465H
"O BHeCeHMU M3MeHEeHWM B MOPS/IOK OTIyCKa (PU3MUeCKHM JIMLjaM JieKapCTBEeHHBIX [peraparoB
A1 MeJULMHCKOIO TNpPUMeHeHMs, COJep)KalljuX KpOMe MaslblX KOJUYeCTB HapKOTUUeCKUX
Cpe/iCTB, TICUXOTPOIHBIX BeIeCTB U UX INPeKypCcopoB Jpyrve ¢apMakojoruyeckve akTUBHbIE
Bell|eCTBa, YTBEP)KJEHHbIM IIPUKa3oM MUHUCTepCTBa 3[paBOOXPaHeHUsI U COLMaJbHOIrO
pasButusi Poccuiickoit ®epepauuu ot 17 wmas 2012 . N 562H" (3aperucTpupoBaH
MunucrepcTBoM toctuiiun Poccutickoit @enepaumu 10 centsopst 2014 r., perrcTpaijioHHbIA N
34024);

OYHKT 1 W3MeHeHMH, KOTOpble BHOCATCS B HEKOTOpble TIpuKa3bl MUHUCTEpCTBa
3]paBOOXPaHEeHUs] Y COLMAaJbHOrO pas3BuTusi Poccuiickor Pepepayuyd U MuHHCTepCTBa
3apaBooxpaHeHusi Poccutickori ®efepanyy, yTBepXKAEHHbIX TpHKa3oM MuHUCTepCTBa
3ppaBooxpanenusi Poccuiickort ®epepanun ot 10 centsiops 2015 r. N 634H (3aperucTprpoBaH
MunucTepcTBoM roctulum Poccuiickoit @esepatuu 30 centsiopsi 2015 1., peructpalioHHbiin N
39063);

IOYHKT 3 W3MeHeHWH, KOTOpble BHOCATCSA B HEKOTOpble IpHKasbl MMHHCTepCTBa
3/paBOOXpaHeHusI U couuanbHOro passutusi Poccurickor ®Pepeparyuu M MuHucTepcTBa
3apaBooxpaHeHuss Poccuiickoii @Pefepanyy 1Mo Borpocam  oOpallleHust J1eKapCTBEeHHbBIX
rperiapaToB, COZepXKallluX HapKOTUYeCcKWe CpejCTBa, IICMXOTPOMNHbIe BellecTBa U HUX
NIPeKypCOPOB, U JIeKapCTBEHHBIX CPeZCTB, MOJJIeXALUX IPeAMeTHO-KOTMUeCTBEHHOMY Y4YerTy,
yTBEP)KAEHHbIX TMpuKa3oM MuHucTepcTBa 37paBooxpaHeHusi Poccuiickon ®Pepepaumu ot 31
okTs16pst 2017 1. N 882H (3apeructprpoBaH MuHHCTEPCTBOM focTUIMK Poccuiickoii ®enepariuu
9 auBaps 2018 r., pernctpanoHHbi N 49561).

3. Penentypubie Grmanku ¢dopmel N _107/y-HII, U3roToB/eHHBIe [0 [HS BCTYIUIEHUS B CHITY
HaCTOSILLero MpHKa3a, MOT'YT OBbITh MCTO/Ib30BaHbI 10 1 MapTa 2023 roga.

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

Munucmp

M.A. MYPAIIIKO

Ilpunoocenue N 1
K npuka3y MuHucmepcmea 30pagooxpaHeHust

Poccutlickoil @edepayuu
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om 24 Hos6ps 2021 2. N 10941

ITOPANOK HASHAYEHNA JIEKAPCTBEHHbBIX
ITPEITIAPATOB

I. O01ue mo/I0)KeHus

1. HasHaueHue JiIeKapCTBEHHbIX TMpernaparoB J/s MeAWLMHCKOrO TpUMeHeHUs (Janee -
JleKapCTBeHHbIe TIperiaparbl) OCYILeCTB/SeTCs JedallliM BpadoMm, ¢esbiiepoM, akyllepkou B
C/llyyae BO3J/IOKEHMSI Ha HUX TIOJTHOMOYMM Jieyalllero Bpaua, MpY OKa3aHWW MeJULIMHCKOMN
MOMOLIM B MEAULMHCKUX OpraHu3aiusax <1>, B TMOpsAKe, YCTaHOB/JIEHHOM IIPUKa30M
MuHucTepcTBa 3/paBOOXpPaHeHUs U ColMaibHOro pa3uTusi Poccuiickoit ®epepaiuu ot 23
mapta 2012 . N 252u "O6 yrtBepxaenuu Ilopsiaka Bo3no)keHUsI Ha (esbAlepa, akyllepKy
PYKOBOZAUTE/IEM MeJULIMHCKOM OpraHu3aliiy NMpU OpraHu3al[iy OKa3aHWs MepBUYHON MeHKO-
CaHUTApPHOM TOMOIIM U CKOPOUW MeAWLMHCKOW TOMOIIU OT/ebHbIX (YHKIIMM Jiedalllero Bpaua
0 HEerloCpeJCTBEHHOMY OKa3aHWI0 MeJWL[MHCKOM MOMOILH TMaljieHTy B Tiepruof, HabmoaeHus 3a
HUM U €ro JiedeHUs], B TOM UuCJ/ie 10 Ha3HaYeHUI0 U MPUMEHEeHUIO JIeKapCTBeHHbBIX MperapaTos,
BK/IFOUasi HApKOTHMYeCKWe JIeKapCTBeHHble IIperaparbl K IICUXOTPOIHbIe JiIeKapCTBeHHbIe
npernaparbl” <2>, UHAUBUYA/IbHBIMU MPeANPUHAMATE/ISIMA, OCYLL[eCTB/ISIOIUMU MeAULIUHCKYIO
JlesiTeTbHOCTB (Z1ajiee - MeIULIMHCKYE PaOOTHUKH).

<1> IIyHkT 11 crathu 2 PenepanbHoro 3akoHa oT 21 HostOps 2011 r. N 323-d3 "O6 ocHoBax
OXpaHbl 37I0pOBbSl TpakaaH B Poccuiickoii @Penepaiuu” (CobpaHue 3aKOHO/ATeNHCTBA
Poccutickoit ®@enepauuu, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (ganee - ®enepanbHbIM
3akoH N 323-®3).

Oc¢uyuanbHbIll UCMOYHUK 3/1€KMPOHHO20 0OKYMEHINA CO0epHCUm HermoYHOCb: umMeencsl 8
eudy nyHkm 11 uacmu 1 cmambu 2 ®edepaibHoz20 3akoHa om 21.11.2011 N 323-P3.

<2> 3apeructpupoBad MunucrepctsoM roctuiuu Poccuiickon @epepatyu 28 anpens 2012 r,
peructpauoHHbii N 23971 c u3MeHeHMsIMH, BHECEeHHbIMH TMpUKa3oM MUHHCTepCTBa
3apaBooxpaHenus Poccutickoii @epepanyu ot 31 okTsi6ps 2017 r. N 882H (3apeructpupoBaH
MunucrepctBoM toctuliuu Poccutickoit @egeparuu 9 sHBaps 2018 1., perucrpaijioHHbIA N
49561).

MeauMHCKUH pabOTHUK, O(QOPMUBILMM peLlenT C HapylleHWeM HACTOSILEero MOopsigKa, WA
PYKOBOJUTE/Tb MEJUIIMHCKOM OpraHu3al[ii 00ecIieurBalOT CBOEBPEMeHHOe TMepeodopMiieHre
TpeOyeMoro [jis TaljieHTa peLierira.

2. CBefeHuss O Ha3HAuUeHHOM JIeKApCTBEHHOM Iiperapare (HauMeHOBaHUe JieKapCTBEHHOTO
rperapara, J03UpPOBKa, Croco0® BBeJeHWs U TPUMEHEHWs, peXUM J03UpOBaHMUS,
MIPOJO/DKUTEILHOCTE JIeueHWss W 00OCHOBaHME Ha3HaueHWsi JIeKapCTBEHHOTO TIperapara)
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BHOCATCSI MEIULIMHCKUM PaOOTHUKOM B MeUI[MHCKYIO IOKyMEHTAlUIO Tal[heHTa.

B cnyuasix, yka3aHHbIX B TyHKTax 8 - 11 Hactosimiero Ilopsigka, MeAWLMHCKUNM PabOTHUK,
Ha3HAUMBILIMI JIeKapCTBeHHbIN Tpenapat, oopM/sieT Ha3HaueHUe JieKapCTBEHHBIX TperapaTos,
B TOM UHWCJIe TIOJJIeXKall[iX W3rOTOBJIEHUIO W OTIYCKYy allTeYHbIMM OpraHu3alusMu (Janee -
JIeKapCTBEeHHbIe TIperapaTrbhl WHWBU/IYa/JbHOTO W3TOTOB/IEHWs), Ha peLIeNTypHOM OJaHKe,
odopmieHHOM Ha OymMa)KHOM HOCHTe/le 3a CBOeM MOAIHUCHIO (Jjanee - peLienT Ha OymMa)KHOM
HOocuTene), U (WIM) C cCorJiacusi TallieHTa WM ero 3aKOHHOTrO TIpeJcTaBuTess <3> Ha
peLienTypHOM OraHke B (OpMe 3/1eKTPOHHOTO JIOKyMeHTa C WCIONb30BaHUeM YCH/IeHHON
KBaJTM(ULIMPOBAHHON JIEKTPOHHON TMOAMNMCHA MEeAUIIMHCKOTO paboTHUMKA (Jasee - peLenT B
(hopMe 3/1eKTPOHHOTO JJOKYMEHTA).

<3> Hyskr 2 cratbu 20 PegepanvHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOJATeNIbCTBa
Poccuiickoit @epneparuy, 2011, N 48, ct. 6724; 2021, N 27, cT. 5159).

Perierit B popme 3/1eKTPOHHOTO JJIOKYMEHTa, COJiep Kall{iii Ha3HaueHre HapKOTUYeCKUX Cpe/iCTB
WIA  TICUXOTPOMNHBIX  BeIlleCTB,  MOANUCHIBAETCI  C  MCIO/Jb30BaHWEM  YCHUJIEHHOU
KBaJIM(ULIMPOBAHHOMN 3/1eKTPOHHOM TMOJAMMCH Jieyalllero Bpaya Wi ¢enb/iiepa, akyliepku, Ha
KOTOPBIX BO3/I0’KeHbl (DYHKL|MM Jlevallero Bpaya, M COOTBETCTBYIOLEM MeJULIMHCKOU
opraHusanuu <4>.

<4> IIyHKT 1 crarsu 26 ®egepanbHoro 3akoHa oT 8 ssHBapsa 1998 . N 3-@3 "O HapKoTHUYeCKUX
cpeAcTBaX U IMCUXOTpOmHBIX —BeirjectBax" (CobpaHwe 3akoHozaTesnbcTBa Poccuiickoi
®enepauuu, 1998, N 2, ct. 219, 2017, N 31, ct. 4791) (ganee - ®enepanbhbiii 3akoH N 3-D3).

Odopmnenue pewentoB B (opme 3/1€KTPOHHBIX [JOKYMEHTOB OCYIIECTB/SETCS B Ciydae
MIPUHSTHSL  YIIOJTHOMOYEHHBIM OPraHOM HCIIO/THUTE/IbHOW B/lacTh  CyObekTa Poccuiickoit
®depepaliii B COOTBETCTBUU C NYHKTOM 4 ctathi 6 DefepanbHOro 3akoHa ot 12 anpesst 2010
N 61-®3 "O06 oOpaieHuM JieKapCTBeHHbIX CpeAcTB" <5> perneHusi 00 HMCMO/Ib30BaHUUA Ha
Tepputopun cyowekta Poccuiickoii ®Pesepauyu Hapsy C peLleliTaMd Ha JieKapCTBeHHbIe
ripemniaparbl, 0OpM/IEHHBIMU Ha OyMa)KHOM HOCHTeJIe, PeLielITOB Ha JIeKapCTBeHHbIe TIPeraparsl,
chopMUPOBaHHBIX B (hOpMe 31eKTPOHHBIX JOKYMEHTOB.

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

3. Ilpy BbINKCKe MalLMeHTa W3 MEJULMHCKOM OpraHu3alyu, B KOTOPOM €My OKa3bIBajlaCh
MeIUIIMHCKasl TIOMOIIb B CTAl[MOHAPHBIX YC/IOBUSIX, TIPU HEOOXOJUMOCTH TIPO/IO/DKEHUS TTPHeMa
JIeKapCTBEHHOTO TIperapara B aMOy/aTOPHBIX YC/IOBUSIX [AHHOMY TAlLMEHTY TIO peIeHUIo
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PYKOBOZUTE/IS MEeJULMHCKOM OpraHv3aliid Has3HauaroTcs ¢ odopM/ieHWeM pelienita B ¢dopme
37IEKTPOHHOTO JIOKyMeHTa U (Win) Ha OyMaKHOM HocuTese (3a MCK/IrOUeHHeM odopmiieHust
peLIenTOB Ha JieKapCTBeHHbBIe Tperaparkl, MojJiealiyde OTIyCKy OecruiaTHO WM CO CKHU/IKOM)
b0 BBIJAIOTCS (TTAIJUEeHTY UM er0 3aKOHHOMY TPe/ICTaBUTE/T0) OIHOBPEMEHHO C BBITTUCKOM 13
rcTopur 00Jie3HU JleKapCTBeHHbIe TIperiapaThl, B TOM UYHC/ie HADKOTUUYECKHe W TCHXOTPOITHbIe
JleKapCTBeHHbIe Tperaparbl, BHeceHHble B criucku 11 u Il mepeuHss HapKOTHYeCKUX CPeZCTB,
TICUXOTPOTHBIX BeIeCTB W WX TPEKypCOPOB, TIOAJEXKAIUX KOHTPOII B Poccuiickoi
®enepatyy, yTBepxzAeHHoro IlpaBurensctBom Poccuiickont ®epepauyy <6> (manee -
[TepeueHn), CUILHOJEMCTBYIOLIHE JIeKapCTBEHHbIE MperiapaThl, Ha CPOK TIpreMa MalydeHToM [0 5
[THe.

<6> I[ynkr 2 crateu 2 ®PenepansHoro 3akoHa N 3-@3 (CobpaHue 3aKOHO/ATeTbCTBA
Poccutickoit ®eneparuu, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. HasHaueHWe JIeKapCTBEHHbIX IIpernapaTtoB TIpM OKa3aHWM MeJMLIMHCKOM TOMOIIM B
CTaLIMOHAPHBIX YCOBUSIX MOXKeT OCYLeCTB/STHCS TOCPeACTBOM TpebOoBaHUN MeAULIMHCKON
OpraHusaliy, Hampap/isieMbIX B anTeyHble OpraHu3aliM, SBASIOLIMECS CTPYKTypHbIMHU
noZipaszeeHusIMA MeJULIMHCKOM OpraHu3aluu. <7>

<7> IlyHKT 54 cratbu 4 PepnepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6 obpairiennu
nekapctBeHHbIX cpezicTB" (CobpaHue 3akoHozartesnbcTBa Poccuiickoit depeparmu, 2010, N 16,
cT. 1815; 2019, N 31, cT. 4456) (nanee - denepanbHbiii 3akoH N 61-D3).

5. Ha3HaueHMe JileKapCTBEHHBIX IIperapaToB OCYIIECTBISETCS MeAULMHCKUM pabOTHUKOM IO
MeXXyHapOJHOMY  HelaTeHTOBAHHOMY HAauMEHOBaHWIO, a TMpU ero OTCYTCTBUU -
IPYIIMPOBOYHOMY WM XMMHUYEeCKOMY HauMEHOBaHUIO. B ciiyyae OTCyTCTBUSI MeXXyHapOJHOIO
HeraTeHTOBAaHHOTO HauMeHOBaHWs W TPYIIMPOBOYHOTO WM XUMHUYECKOr0 HauMeHOBaHUS
JIeKapCTBEHHOT0 Tperapara JieKapCTBeHHbIH IperapaT Ha3HauaeTCsl MeIMLMHCKUM PabOTHUKOM
10 TOProBOMY HavWMeHOBaHWIO. [Ipy HanuuMyd MeJULIMHCKWX TOKa3aHWW (MHAMBUJYyabHast
HelepeHOoCHMOCTh, I10 JKM3HEHHBbIM TI0Ka3aHWsIM) I10 pelleHHI0 BpaueOHOW KOMHCCUM
MeJULIMHCKOM OpraHu3alui <8> OCyILecTB/sieTCs Ha3HaueHWe W oQopmsieHWe Ha3HaueHUs
JIeKapCTBEHHBIX  [IperiapaTtoB, He BXOAALIMX B  CTaHJAPThl MEJULMHCKOW  IIOMOLLH,
pa3paboTaHHbIe B COOTBETCTBUM C MYHKTOM 14 ctatbu 37 DenepanbHOro 3akoHa N 323-D3 <9>,
WA He TpeJyCMOTPEHHbIX COOTBETCTBYIOL[EM KIMHUYEeCKOM pekoMeHjaluel, aubo 1o
TOPrOBbIM HauMeHOBaHWsIM. PelleHne BpaueOHOW KOMHCCUM MEAWLIMHCKON OpraHu3alyiu
¢buKCHpyeTCst B MeJULIMHCKOM JIOKyMEeHTal|Y TaleHTa U B )KypHasie BpaueOHOM KOMUCCHH.

<8> TIlpuka3 MWHMCTEpCTBA 3[pPaBOOXpaHeHUs U COLMAIbLHOTO Ppa3BuTUs Pocculickoit
@eneparuu ot 5 Masg 2012 . N 5020 "O6 yTBep)XI€HUM TIOPSiIKAa CO3ZAHUSI U JIeATebHOCTU
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BpaueOHOM KOMHCCHUU MEAULIMHCKOW oOpraHu3aiuu’ (3aperucTpupoBaH MUWHHCTEPCTBOM
octuiuu  Poccuiickori ®epepaiuu 9 wutoHs 2012 1, peructpayuoHHbii N 24516) c
WM3MEHeHHUsIMM, BHECeHHbIMU TIpUKa3oM MWUHUCTepPCTBa 3/jpaBooxpaHeHusi Poccuiickoi
depepauun ot 2 gekabps 2013 . N 886H (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHLMU
Poccuiickont @epneparuu 23 mekabpst 2013 1., perucrpaionssiii N 30714).

<9> Cobpanue 3akoHoJaTenbCTBa Poccutickoii ®@emeparmu, 2011, N 48, c1. 6724.

Ecniv mpu oka3aHMM MalUyeHTy MeAMLIMHCKOM TMOMOLM B MEAUWLIMHCKOM OpraHv3ald B
CTALIMOHAPHBIX YC/IOBHUSX IO PEIIeHUI0 BpaueOHOW KOMHCCHU OCYIIECTB/ISIOTCS Ha3HaueHue U
TpUMeHeHHe JIeKapCTBEeHHOTo TperapaTa ¢ KOHKPEeTHbIM TOPrOBbIM HauMeHOBaHHEM, TO MpHU
OKa3aHUM [aHHOMY Tal[MeHTy MeJULMHCKOM IMOMOIIM B WHOM MeJULIMHCKOM OpraHu3alyd B
CTALIMOHAPHBIX YC/IOBHUSIX, a TakKkKe B aMmOy/aTOPHBIX YCJOBHUSIX OCYI[ECTBJISIETCS Ha3HaueHHe
eMy JIeKapCTBeHHOTO Tperapara C TeM ke TOPrOBbIM HauMeHoBaHueM <10>.

<10> [ynkrt 2 nocraHosseHusi [IpaBuTtenbcTBa Poccutickoit @enepauyu ot 30.06.2020 N 965
"O BHeceHuH M3MeHeHHH B [1paBuia opMUpPOBaHUS MepeyuHs JieKapCTBEHHBIX CPe/ICTB, 3aKyIlKa
KOTOPBIX OCYILIeCTB/ISIETCSI B COOTBETCTBUM C UX TOPrOBBIMU HAMMEHOBAHUSIMU, U O TIPUMEHEHUH
JIEKapCTBEHHBIX TIPerapaToB C KOHKPETHBIMH TOProBbIMM HanMeHoBaHusiMH' (CobpaHue
3akoHozaTenbCTBa Poccuiickont @epepanumy, 2020, N 28, cT. 4422).

6. Ha3sHaueHue JieKapCTBEHHOT'O TIperiapaTa B pelierite Ha OyMa)KHOM HOCHTeJle WU peLernTe B
(hopme 371EKTPOHHOTO JIOKyMeHTa 0(hopM/ISIeTCsl Ha UMSI Tal[ieHTa, ik KOTOPOTo Tpe/iHa3HaueH
JleKapCTBeHHbIN Tperapar.

PewienT Ha OyMa>kHOM HOcHTesle, 0pOpMIIeHHBIM Ha perjenTypHoM Gianke ¢dopm N 107/y-HIT, N
107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBepK/IeHHBIX HACTOSIIAM TPUKA30M, MOXeT ObITb
TMOJIy4YeH TMAaljeHTOM, ero 3aKOHHBIM Tpe/iCTaBUTe/IeM WU JIULOM, UMEeIOLUM O(pOPMJIEHHYIO B
COOTBETCTBUM C I'PaK/IJaHCKUM 3aKOHOZaTenbCTBOM Poccuiickoil ®efiepaljui JOBEPEHHOCTb OT
TraleHTa Ha IpaBo I0J/IyuyeHus: TaKoro peLienTa (Jasnee - yIIoJJHOMOUYEHHOE JIULO).

[TpencraBneHye [OBepeHHOCTH He TpeOyeTcs B C/Tydae MOydYeHUs perlerita Ha JieKapCTBeHHbBIN
rperapar AJsi WHKypabenbHOro OOMBHOTO Ha 3aBeplIaloleM 3JTare ero >KW3HU JIULIOM,
OCYIIEeCTB/ISIONIUM YXO7 3a TaKUM WHKYypabesbHbIM 0O/BbHBIM. B TakoM ciyyae MeqUIIMHCKAN
pabOTHUK BBIZ@eT /MLy, OCYIIECTB/SIOIIEMY YXO[ 3a WHKypabeabHbIM OObHBIM, [JOKYMEHT,
MOATBEPXKJAIOIINN HMHKypabesbHOe COCTOsIHHE OOBbHOTO, COAep)KAll[ii CBeJeHHUs O JIWIle,
KOTOpoe Oy/ieT To/iyuaTh JieKapCTBeHHbIe TIperaparkl 1o pelienty (pamuivsi, UMs, OTUYeCTBO
(mocnemHee - TpU HaAWMUMW), BUJ, cepusi U (WIM) HOMEp JOKYMEHTa, Y/A0CTOBEpSIOLEero
JIMYHOCTH), 3aBePEeHHBbIN TIOJIUCHI0 U TedaThbi0 AAHHOTO MEeAMIIMHCKOTO pabOTHUKA, a TaKKe
reyaTbi0 MeULIMHCKOW OpraHr3aliu.

IToKyMeHT, TOATBepXKJarolluii MHKypabe/bHOe COCTOsSIHHe OONBbHOTO, OCTaeTcss B alTeuHOU
OpraHu3aLvy.

Penienit B (hopme 3/71€eKTPOHHOTO JOKyMeHTa (OPMUPYETCS C UCI0/Ib30BaHKEM rOCY/lapCTBEHHOM
vHpOPMaLMOHHOW cucTeMbl B cdepe 37paBooxpaHeHUst cybwbekTa Poccuiickoit Pepeparuu,
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MeJUIIMHCKON MH(OPMALIMOHHOM CUCTeMbI MeJULIMHCKON opraHu3auu <11>.

<11> Craten 91 u 91.1 ®PenpepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHO/ATE/IHLCTBA
Poccutickont ®enepanuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIJAYM peLleNTa Ha JIeKapCTBEHHBIM IIperapar 3akKOHHOMY [Ipe/ICTaBUTEeN0 WU
YTIOJIHOMOUYEHHOMY /ULy (DPMKCUPYeTCsl B MeAULIMHCKOM JOKYMEeHTaLMu MaljyeHTa.

7. MequIMHCKUM pabOTHWKaM 3arpelriaeTcsi 0ohOpMIISTE PeriernThbl TP OTCYTCTBUU Y TallMeHTa
MeJULMHCKUX TI0Ka3aHWM; Ha He3aperdCcTpyMpOBaHHbIe JIeKAPCTBEHHbIe Tiperaparbl <12>; Ha
JleKapCTBEeHHbIe Tperaparbl, KOTOpble B COOTBETCTBUM C WHCTPYKLMEW M0 MeAULIMHCKOMY
TPYMEHEHWI0 TpeJHa3HauyeHbl sl MPUMEHeHUs TOJBKO B MEeJULIMHCKUX OpraHu3alysx; Ha
HapKOTUYeCKWe CpelCcTBa W TICUXOTPOIHbIE BeIeCTBa, BHeCeHHble B cmucok II Tlepeuns,
3aperuCTpUpOBaHHble B KaueCTBe JIeKapCTBEHHBIX IIperaparoB, B LieJigX TPUMEHeHUsl [Jis
JleueHrst HApKOMaHUM.

<12> Pemmenne CoBera EBpa3uiickoii 5KOHOMUUECKOW KOMHMCCHU OT 3 Hos6ps 2016 . N 78 "O
[MpaBuiax perucTpalydd W SKCIepPTU3bl JIEKAPDCTBEHHBIX CPeACTB /Il  MEeAULIMHCKOTO
ripuMeHeHus" (ouranbHBINA caiT EBpasuiickoro 9KOHOMHYE CKOTO coro3a
http://www.eaeunion.org/, 21 Hosiopsi 2016 1.). Crathsa 13 ®dezmepanbHoro 3akoHa N 61-D3
(Cobpanue 3akoHO/aTebcTBa Poccuiickort ®eneparyun, 2010, N 16, ct. 1815; 2020, N 14, ct.
2028).

VupuBryanbHbIM - [IPeAIIPUHUMATENISIM, OCYLIeCTB/ISIOIMM  MeJULIMHCKYH  [1eTe/IbHOCTD,
JOTIOJIHUTENIBHO K TpeOOBaHMsM, YyKa3aHHbIM B a03alle TIepBOM HACTOSIIEr0 ITyHKTa,
3aripeljaeTcsi 0OpM/IATh peLienThl Ha HapKOTMYeCKHe CpeJCTBa Y TCHMXOTPOMNHbIE BeleCTBa,
BHeceHHble B crucku II w III Ilepeuns (manee - HapkOTUUeCKHMe W TICUXOTPOIHbIE
nekapcTBeHHble rpenapatbl cnuckoB 11 v 111 Tepeuns).

8. Tlpy Ha3HAUEHUH HAPKOTUYECKWUX W TICHXOTPOITHBIX JIEKAPCTBEHHBIX TperapaToB crucka I
ITepeuHs, 3a WCK/IIOUEHHWEM JIEKADCTBEHHBIX I[IperapaToB B BHJE TPAHCAEePMa/bHBIX
TeparneBTUYeCKUX CHCTEM U JIEKapCTBEHHBIX MPEraparoB, COAepXKalliX HApKOTHUECKOe CPe/ICTBO
B COYETAHMU C AHTArOHUCTOM OINMOM/HBIX PELIENITOPOB, PeLeNThl Ha OyMa)KHOM HOCHUTEJIe
odopmsitoTCs Ha perientypHoM G1aHke opmer N 107/y-HIT.

9. PerjenitypHb1ii 651aHK opmer N 148-1/y-88 odopmsieTcs: mpy Ha3HAUEHUH:

1) HapKOTHMYeCKUX W TICUXOTPOIMHBIX JieKapCTBEHHBIX TperapaTtoB cnucka Il IlepeuHsi B Buje
TpaHCAepMaJ/IbHbIX TepareBTUYeCKUX CUCTeM, HApPKOTUUeCKUX JIeKapCTBEHHBIX IIperaparoB
civicka II ITepeuHs, cofeprkalux HApKOTUYeECKOe CPeACTBO B COUYETaHWM C aHTarOHMCTOM
OMMOMHBIX PeLienTOPOB, NICUXOTPOITHBIX JIeKAPCTBEHHBIX npernapaTtoB cruvcka 11 [Tepeuns;

2) KOMOVHMPOBAHHBIX JIEKAPCTBEHHBIX TIPENapaToB, COAep KaluX:
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a) KoJeMH WIW ero cojiu (B TepecueTe Ha UKWCTOe BellleCTBO) B KoyuuecTtBe A0 20 mr
BK/IIOUMTE/IbHO (Ha 1 [103y TBepjoi JieKapCcTBeHHOM (opMbl) Wau B KosmuectBe o 200 mr
BKmrounTenbHO (Ha 100 M wim 100 T >KUJKOM j1eKapCTBeHHOW (opMbl /IS BHYTPEHHEro
TIpUMeHEeHNs);

0) mcemo3denpuHa THAPOXJIOPHA B KouuecTBe, mpeBbimnawmemM 30 mr, u g0 60 wmr
BKJIFOUMTE/IBHO (Ha 1 103y TBepoii 1eKapCTBeHHOU (POPMBI);

B) miceBo3(eAprHa THAPOXJIOPHJ B KoinMyecTBe, TmpeBblatomieM 30 Mmr, U go 60 wmr
BK/IIOUMTEIBHO B COYETaHUMM C JeKCTpoMeTopdaHOM TIHuApoOpPOMHOM B  KOJIMUECTBE,
nipeBbitatoiiem 10 mr, 1 10 30 Mr BK/rouMTe/IbHO (Ha 1 103y TBepz0ii ieKapCcTBeHHOU (hopMbl);

r) JekcrpomMeTopdana rugpobpomus B kKosmuectBe fio 200 mMr BKarouuTeabHO (Ha 100 mut umm
100 r k1Ko JIeKapCTBeHHOM ()OPMBI /1 BHYyTPEHHEr0 PYMeHeHus1);

) 3deaprHa TUAPOXIOPHUA B KomuuecTBe, TipeBbitiaroiieM 100 mr, u 10 300 Mr BK/TIFOUUTETHHO
(1a 100 M1 mwmm 100 1 >KuAKOM JIeKapCTBeHHOM (POPMBI /171 BHYTPEHHET0 pUMeHeHUs1);

e) sdenpuHa TUAPOXJOPH B KosmdectBe 70 50 Mr BKIOuMTenbHO (Ha 1 703y TBephoi
JleKapCTBEHHOU (OpMbI);

’K) (peHWITNporaHo/JaMUH B KOMWYeCTBe A0 75 Mr BK/IOuMTeNnbHO (Ha 1 Jo03y TBepaou
nekapctBeHHOUM (opmbl) umu Ao 300 mr BkmountenbHo (Ha 100 M wim 100 r >kuakou
JIeKapCTBEHHOU (DOPMBI /1J151 BHyTPEHHET0 MMPUMEHEeHHUS]);

3) peHobapbuTan B KonMuecTBe [0 15 Mr BK/IHOUMTENHHO B COYETaHUM C KOJeMHOM (WU ero
COJISIMH) HEe3aBUCUMO OT KosimuecTBa (Ha 1 03y TBepAoli ieKapCTBeHHOU (hOpMBI);

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

K) XJIOpAMA3eroKCH/, B KoindecTBe, TipeBbiiatomieM 10 mr, U g0 20 Mr Bk/IrOuuTe/nbHO (Ha 1
[l03y TBep/IOM JIeKapCTBEHHOM (POpPMBbI);

3) eKapCTBEeHHBIX MperapaToB UHAUBUAYAJbHOTO M3TOTOBJIEHUS], COAEPIKallMX HapKOTUYeCKoe
Cpe/iCTBO W/ TICUXOTPOMNHOe BellleCcTBO crucka Il TlepeuHs, u apyrue (apmMakosioruueckve
aKTHBHbIEe BelleCTBa B /l03e, He MpeBbIlIalolel BBICIIYIO PAa30BYH 03y, U TMPU YCJIOBUM, UTO
3TOT KOMOWHMPOBaHHBIN JIeKADCTBEHHBIM TIperapar He SB/SETCS HAPKOTUUECKUM WU
TICUXOTPOITHBIM JIeKapCTBeHHbIM nperniapatoM cnucka II ITepeuns;

4) 7eKapCTBEHHBbIX [IperaparoB, BK/IOUEHHbIX B IlepeueHb JIeKapCTBEHHBIX CPeACTB [iIs
MeIMLIMHCKOTO TIPYUMEHEeHUs], TMOoJJle)KalliuX MpeJMeTHO-KOIMUeCTBEHHOMY yueTy (zanee -
JIeKapCTBEHHbIe Tperaparsl, BK/IOUeHHbIe B repeueHsb [TKY) <13>.

<13> HognyskT 5.2.171(1) nmyHKTa 5 nocraHosseHus IlpaBurensctBa Poccurickor ®esnepanyu
or 19.06.2012 N 608 "O6 ytBepkaeHuu IlosokeHuss 0 MUHHCTEPCTBe 3[paBOOXPAHEHUs
Poccutickoit ®eneparu” (manee - [Tonoxenne o Munuctepctse) (CobpaHue 3aKOHO/|AaTeIbCTBA
Poccutickoit ®enepaiuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970).
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10. Penentypubiii  6maHk ¢opmbl N 148-1/y-04(n1) odopmisercs TIpM  Ha3HAYeHUH
JIeKapCTBEHHBIX TIpPerapaToB TpaklaHaMm, WMEIOL[UM TIpaB0 Ha OecrijiaTHoe ToJyueHue
JIeKapCTBEHHBIX MperiapaToB UM MOJTyYeHre JIeKapCTBeHHBIX MPeraparoB CO CKUZKOM.

11. PenentypHbiii 61aHk popmbl N 107-1/y odopmisieTcst Tpy Ha3HaueHUH:
1) nexapCTBeHHBIX IIperapaToB, He yKa3aHHbIX B ITyHKTax 8, 9 Hacrosero [Topszka;
2) KOMOVHMPOBAHHBIX JIEKAPCTBEHHBIX TPENapaToB, COAep KalluX:

a) 3protramMuHa THUAPOTapTpaT B KO/JIWUeCTBe [0 5 MI BK/IOUMTe/NbHO (Ha 1 703y TBepaoi
JleKapCTBeHHOU (opMbl);

0) adeapuHa ruapoxsopus B KommdectBe Ao 100 mr BrmrouwtenbHo (Ha 100 mi wim 100
JKUJKOM JIeKapCTBEHHOM (hOpMBI [i/1s1 BHYTPEHHEro IpUMeHeHHs1);

B) mceBi03de[puHa TUIPOXJIOPH/, B KOJIMUeCTBe, He TipeBbiiiatoiieM 30 mr (Ha 1 [03y TBepaoi
JieKapCTBeHHOH (hOpMbl);

r) mnceBAo3¢eaprHa TUAPOXJIOPHU B KOIUUeCTBe, He TpeBblatoiieM 30 M, B COUeTaHUM C
JeKcTpoMeToppaHoM TUAPOOPOMHUIOM B KoiuyecTBe, mpeBbimnawmemM 10 mr, u go 30 wmr
BKJIFOUMTE/IBHO (Ha 1 103y TBepoi 1eKapCTBeHHOU (POPMBI);

o) aekcrpomeTtopdaHa ruapoOpoMus B KonudecTBe, TipeBbimaroimeM 10 mr, u go 30 mr
BK/TFOUMUTE/IbHO (Ha 1 [103y TBep/ioii 1eKapCTBeHHOM (hopMbl);

e) ¢eHobapbuTan B KosmmuecTBe, rpebimatoiiem 20 mr, U 10 50 Mr BK/ItouMTe/ibHO (Ha 1 03y
TBEp/IOi JieKapCTBeHHOM (hOopMbl);

K) ¢eHobapburan B KomuuectBe A0 20 Mr BK/IIOUMTEbHO B COUETAHHMM C 3ProTaMHHOM
TU/IPOTapTPaToOM He3aBHCUMO OT KosindyecTBa (Ha 1 7103y TBep/joii ieKapCTBeHHOM (OPMBI);

3) XJI0pAUa3enoKcy/ B Konuuectse A0 10 Mr BK/IHOUMTENBHO (Ha 1 103y TBepOM JieKapCTBEHHOU
(hopMbI).

12. TIpu Ha3HaUeHUM JIeKAPCTBEHHOTO Tperapara WHANBU/YaJlbHOTO U3TOTOB/IEHUs B peljenTe Ha
OymakHoM HocuTene W (win) pewienTe B (opMe 3/eKTPOHHOTO [IOKYMeHTa HauMeHOBaHUS
NIeKapCTBEHHBIX Cpe/CTB (BellleCTB), BK/IIOUEHHBIX B miepeueHb [IKY, yka3bIBalOTCSi B Hauaje
peLieriTa, 3aTeM - BCe OCTa/IbHbIe UHI'PeAUEHTHI.

13. TIpu Ha3HayeHHU JIeKApCTBEHHOTO TIperiapata B pelienTe Ha OymMa)kKHOM HocuTesie U (WUIH)
peuienite B (¢opMe 3/IeKTPOHHOTO [IOKyMeHTa 3allpelljaeTcss IIpeBbIllaTh KOIWYeCTBO
HapKOTHUYeCKUX CPe/ICTB WM TICUXOTPOIHBIX BellleCTB, KOTOPOe MOXKET OBbITh BBIMKUCAHO B OJHOM
peLienite, ycraHoBjeHHOe npwioxkeHrneM N 1 K Hacroswemy [lopszaky, 3a WCK/IOUeHHeM
C/lyyaeB, yKa3aHHbIX B IyHKTax 15 u 24 Hactosiero [Topszka.

14. I1pu Ha3HauUeHUM JIeKapCTBEeHHbBIX IperaparoB, BK/IIOUeHHbIX B repeueHb [IKY, f03a KOTOpbIX
TIPEBBIIIIAeT BBICIIHMN OJHOKPATHBLIM IIPHeM, MeIUI[MHCKHN pabOTHUK 0003HAyaeT /103y 3TOTrO
JIeKapCTBEHHOTO TIperiapaTa B pelienTe Ha OyMa)>KHOM HOCHTe/ie TIPOTMCHIO C MPOCTaBIeHUEM
BOCK/IMLIATE/IbHOTO 3Haka U (WM) TPOCTaB/sieT BOCK/IWLIATeNbHBIM 3HAK TpU O(GopMIeHUH
petienita B (hopMe 3/IeKTPOHHOTO /JOKYMEHTa.

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



OKa3aHuM MaleHTaM, Hy>K/JaloLUMCs B [JJIUTe/TbHOM JieueHUM, IePBUYHON MeJUKO-CaHUTapHOM
MOMOIM W TMa/UITMaTUBHOM MEAMIIMHCKOH TIOMOIIM MOXET ObITh YBEIMUEHO C YUYEeTOM
KJIIMHUYECKUX peKOMeHJalnii He Oomee yeM B 2 pa3a 10 CPaBHEHUIO C KOJMUECTBOM
HapKOTUYECKHUX CPE/ICTB WM TICUXOTPOIHBIX BEIeCTB, KOTOPOE MOXKET OBbITh BBIMUCAHO B OJHOM
peLiernite, ycraHOB/IeHHBIM IpunokeHreM N 1 K Hacrosiemy [lopsaky.

B cnyuasix, mipegycMOTpeHHBIX ab3alleM TiepBbIM HACTOSIL[Er0 IyHKTa, Ha pelenrtax Ha
OyMa>KHOM HOCHTe/Ie TIPOU3BOAWUTCS Haamuch "Ilo crmenyanbHOMY Ha3HaueHWIO', OT/ENTbHO
3aBepeHHasi MMO/ITUChI0 MeIULUHCKOTO PAa0OTHUKA Y MedaTbl0 MeJULIMHCKOW opraHu3auuu "[is
pelienniToB", Ha pelenTax B (opMe 3/eKTPOHHOTO [JOKYMeHTa MNpou3BoAuTCs oTtMeTka '"Ilo
CrieljaibHOMy Ha3HaueHUWI0" C MpOCTaB/ieHUeM yCU/IeHHOW KBa/lv(ULMPOBaHHOU 3/1eKTPOHHOM
TIOATTMCA MeJULIMHCKOTO pabOTHHKA.

16. CocraB JIeKapCTBEHHOTO TIperapara, JieKapCcTBeHHasi ¢opMa M obpalljeHHe MeAUlMHCKOrO
paboTHHMKa K (papMarieBTHUeCKOMy pabOTHMKY 00 OTIyCKe JIeKapCTBEHHOTO Iiperapara Ha
OyMa>kHOM HocHuTesie 0(hOPMIISIFOTCSI Ha JIATUHCKOM WJIA PYCCKOM SI3bIKe B POAMTETLHOM Tajiexe,
3a UCK/II0YeHreM oopMieHHs peLienToB B (hopMe 371eKTPOHHOTO JJOKYMEHTa, OCYL[eCTB/ISIeMOro
Ha PYCCKOM SI3bIKe.

[lpy odopmieHUM peLenTypHbIX OJIaHKOB [IOMyCKAaeTCsl UCIO/b30BaHUWE COKpallleHuH
(mpunoxkenue N 2 k HacTosiiemy [Topsiaky).

[Mpy Ha3HaueHWM JIEKADCTBEHHOIO IperiapaTa He [OMyCKaeTCsl COKpallleHhe HauMeHOBaHWM
WHIPeIMeHTOB, COCTAaBJ/ISIOIINX JIEKAPCTBEHHBIM Tpernapar, He MO3BOJISIOIIUX YCTaHOBUTD, KaKOU
MIMEHHO JIeKapCTBEeHHbIN MpernapaT Ha3HayeH.

17. Cnioco6 mipuMeHeHUsi JieKapCTBEHHOTO Tiperapata o0oO3HauaeTcsi C yKa3aHUeM IyTd
BBe/IeHMs, [[03bl, YaCTOTbl, BPEMEHHU IIpHeéMa OTHOCHTeNbHO CHa (yTPOM, Ha HOUb) M €ro
JUTATeIbHOCTH, a JIJIsl JIeKapCTBEHHBIX TMperapaToB, B3aUMO/eHCTBYIOIIMX C MHIlel, - BpeMeHU
UX yroTpeb/ieHus1 OTHOCUTE/TBHO MpYeMa MUILH (0 eZbl, BO BPeMs efibl, TI0C/Ie e/ibl).

18. TIpu HeOO6XOAUMOCTH HEMe/IJIEHHOTO W/ CPOYHOTO (B TeUeHHe IBYX pabourx JHeil) OTmycKa
JIeKapCTBEHHOTO TIperapaTa MalMeHTy B BepXHell uacTH peLieniTa Ha OyMaXHOM HOCHUTeJe
MPOCTaBJISIOTCA  0003HaueHWs "cito" (cpouHo) wam "statim" (HemenyieHHO). AHa/JIOTUYHBIE
0003HAUeHUs] TPOCTABISIOTCS B BHUAE OTMETOK Tipu odOopM/IeHUH perienta B (opme
3/IEKTPOHHOTO JIOKyMEeHTa.

19. Tlpu odopmieHMM Ha3HaueHWsl FOTOBOIO JIEKAPCTBEHHOrO IIperiapaTa B peLielTe Ha
OyMa)KHOM HOCHTene WA perenTe B ¢GopMe 3IeKTPOHHOTO JOKYMEHTa KOTWYeCTBO
JIeVICTBYIOLL[MX BEILeCTB YKa3blBaeTCS B COOTBETCTBUM C MHCTPYKLMEN MO MeJULMHCKOMY
MIPYMEeHEeHUI0 JIeKapCTBeHHOro Iperapara. JOMmyCcTUMO YKa3blBaTh [03UPOBKY JleKapCTBEHHbIX
TiperapaToB CHUCTEMHOTO JeMcTBUs (/7151 pe30pOTUBHOrO MpHeMa) B TBEpPAbIX JieKapCTBEHHBIX
¢dopmax (Harpyumep, TabseTKH, TIOPOLLIKH, KarlCy/ibl) KaK COZiepKaHHe OJHOTO WM HeCKOJIbKHX
JIeMCTBYIOLLIMX BeLeCTB B eJWHHUI[AX Macchl (B rpammax, MwiLIMrpammax). [omyctumo
yKa3bIBaTh [JO3UPOBKY JIeKapCTBEHHBIX IIpPerapaToB CUCTeMHOTO AeWCTBUs ([ pe30pOTHBHOTO
MpUMEHEHHsI) B JKUJKUX JIeKapCTBEHHBbIX (popmax (Harmpumep, pacTBOpBI, CyCIeH3MM) Kak
COZlep>KaHue OZIHOTO W/ HeCKOIbKMUX JeHCTBYIOLIUX BelleCTB B eJWHULIAX MacChl HA eJUHULLY
obbemMa (HaripyuMmep, MWUIMTPaMM/MWUIAIUTP) C yKa3aHuheM o0ijero obbema JieKapCTBEHHOM

(opMmbl.



[Tpu odopmieHNY Ha3HaueHWsl JIeKapCTBEHHOTO TIperiapaTa WHAWBHU/YaJbHOTO M3TOTOB/IEHUS B
peLieriTe Ha OyMa)KHOM HOCHTesle WU peLieniTe B (hopMe 3/1eKTPOHHOTO JOKYMEHTa KOJTMUeCTBO
TBEPABIX U ChIMyunx (hapMalieBTHUeCKUX CyOcTaHIuil yka3biBaetTcs B rpammax (0,001; 0,5; 1,0),
JKUAKUX - B MWITWIATPaX, TpaMMax U Karuisix.

20. Penenitel Ha OymMa)KHOM HOcHTene, B popMe 3/IeKTPOHHOTO JOKYMeHTa, o(opm/ieHHbIe Ha
perienitypHoM G7aHke ¢dopmbl N 148-1/y-88 1 ripefHa3HaueHHbIe /1Jisi OTITyCKa JieKapCTBEHHBIX
rperiaparoB, IpefyCMOTPeHHbIX ToAnmyHKTaMu 1 - 3 mnyHkra 9 Hacrosmero Ilopsgka,
JleiCTBUTEJIbHBI B TeueHUe 15 iHel co AHsS oopmIeHuUs.

21. Penenitel Ha OymMa)KHOM HOcCHTese, B pOopMe 3/IeKTPOHHOTO JOKyMeHTa, o(opm/ieHHbIe Ha
perienntypHoM  GOmanke ¢opmbel N 148-1/y-04(n1) W TipegHa3HaueHHble [jisi  OTIYCKa
JIeKapCTBEHHBIX TIperapaToB TIpak/aHaM, yKa3aHHbIM B TyHKTe 10 Hacrosijero Ilopsiaka,
JelictBuTe/ibHbl B TeueHue 30 paHedt co [AHA odoOpMIeHMs, 3a HCK/IOUeHHeM C/yuyaeB
oopmieHus peLieniTa B COOTBETCTBUHU C MyHKTaMu 38 u 39 Hacrosiero [Topsizika, MpyU KOTOPBIX
OH JleliCTBUTeJIeH B TeueHHe 15 fHel co AHS oopMIeHHsl.

22. PerieriTel Ha OymMa)kHOM HocuTese, B (hopMe 3/IeKTPOHHOTO JOKyMeHTa, 0popMJieHHble Ha
peuenTypHoM Omanke ¢opmbl N 148-1/y-04(y1) u TipeAHa3HaueHHblE [T OTITyCKa
JIeKapCTBEHHBIX IIperapaToB rpakJaHaM, [OCTUIIIWM [IeHCMOHHOIO BO3pacTa, WHBalIW[aMm
IepBOM TIpyMIbl, [eTIM-UHBAIUZAM, a TakXke TIpak[aHaM, CTpaJaroliuM XPOHUYeCKUMU
3aboneBaHUsIMU, TPeOYIOLIMMU [IJTUTEILHOTO KYPCOBOTO JieueHusl, IeMCTBUTe/IbHBI B TedeHre 90
[Hel co pAHS oQopmiieHusi, 3a MCK/IIOUeHUeM CjydyaeB, YyKa3aHHbIX B myHKTax 38 u 39
Hacrosiero [Tops/ika, Ipy KOTOPBIX OH JIeMCTBUTEJIEH B TeueHHWe 15 JjHel o Hs1 0(pOpMIIeHHSI.

Ilns neyeHHsi XpOHWYECKUX 3a00/eBaHUN YKa3aHHBIM KaTeropusiM Tpak/laH JieKapCTBEHHbIe
nperaparbl ¢ OQoOpM/eHHeM peLlelTOB Ha OyMa)kKHOM HOCHTe/le WM peLenToB B Qopme
3JIEKTPOHHOT'O IOKYM@HTa MOT'YT Ha3HauaThbCsl Ha Kypc jieueHus 10 180 aHeid.

23. Penenitel Ha OymMa)KHOM HOcHTese, B popMe 3/IeKTPOHHOTO JOKYMeHTa, o(opm/ieHHbIe Ha
peuenTypHoMm OsaHke ¢opmbl N 107-1/y u rnipejHa3HaueHHbIe [Jisi OTIyCKa JieKapCTBEHHBIX
TriperiapaToB, NPeJyCMOTPeHHBIX IMYHKTOM 11 Hactosiero [lopszka, JelCTBUTe/IbHBI B TeUeHre
60 gHeli co aHS 0hOpM/IEHUS.

[Ipy Ha3HaueHVWM TOTOBBIX JIEKAPCTBEHHBbIX [pernaparoB M JIeKapCTBEHHBIX IperaparoB
VH/IVMBU/YaJlbHOTO W3TOTOBJIEHMsI TaljieHTaM C 3abo/ieBaHUsIMM, TPeOyIOMMU [JIUTebHOTO
KypCOBOTO JieueHusi, ¢ oopM/ieHreM Ha pelienTypHoMm OmaHke dopmbl N 107-1/y perjenta Ha
OyMa>KHOM HOcCUTesle Wik B (popMe 371eKTPOHHOTO IOKyMeHTa yCTaHABIUBAeTCsl CPOK AeUCTBUS
peLieniTa B Ipefiesiax /10 OLHOIO roza.

B cnyuae ycraHOBneHMsi CpOKa [JeWCTBUSI pelLieiTa B mpefenax [0 OAHOrO rofia B peLienTe
MPOM3BOAUTCS HaAmuch: "Tlo crelManbHOMYy Ha3HaueHHIO", 0003HaUyaeTCs CpPOK [eHCTBUs
peLenTa u MepuoJMYHOCTh OTIYCKA JIeKapCTBEHHBIX TpernaparoB M3 alTeYHOW OpraHu3alyy Wiv
VHJUBU/YalbHbIM TpeANpUHUMATeseM, WMEHIIMM JIMLEH3UI0 Ha (apMalieBTUUeCcKyto
JleATeNlbHOCTh <14> (e)xeHe[enbHO, €XeMeCSYHO U WHble Nepuofbl). [IOMOMHUTENBHO 3TO
yKa3aHue 3aBepsieTCsl TOATNUChI0 MeJULMHCKOro pabOTHUKA, a TakXKe TMeuaTbio MeULIMHCKON
opranusaiuu "[lns penientoB" (A7 perjennita Ha OyMa)KHOM HOCUTeNe) WM YCUI€HHOU
KBaJIM(PULIMPOBAHHON  3/IeKTPOHHOW  TIOATMCBI0  MeJUIMHCKOro  paboTHMKA U JIWIIa,
YIIOJITHOMOYEHHOTO 3aBepsITh JOKYMEHThI OT UMEHU MeJULIMHCKOW OpraHu3aluu (418 peLernTa B
(hopMe 3/1eKTPOHHOTO JJOKYMEHTA).



<14> IlyHkr 47 wactu 1 cratbu 12 PepepanpHoro 3akoHa or 4 mag 2011 r. N 99-®@3 "O
JIULIEH3UPOBAHMHU OT/Ie/IbHbIX BUZOB JesTesibHOCTU" (manee - ®PenepanbHbiii 3akoH N 99-D3)
(Cobpanwue 3akoHOzaTenbcTBa Poccuiickort ®epeparum, 2011, N 19, ct. 2716; 2021, N 27, cT.
5177).

24. PenerniTel Ha JIeKapCTBEeHHbIE Tperaparbl, BK/IOUeHHble B nepedeHb [IKY, ans yeueHust
MarMeHTOB C XPOHUYECKUMH 3a00/IeBaHUSIMUA MOTYT 0(hOpPMISTLCSI Ha KypC JieueHus 10 60 aHer.

B cnyuae, korga Kypc JsiedeHusi cocrtaBisieT Oonee 30 gHeH, ZOTOHUTENBHO B peLlenTaxX Ha
OyMa>KHOM HOcCHUTesle TIPOM3BOAUTCA Hagnuch "Ilo crelyanbHOMY Ha3HaueHHIO', 3aBepeHHast
TIOZNIUCHI0 MEIMI[UHCKOTO PAaOOTHUKA U TIeuaThbi0 MeIUIIUHCKOM opraHu3auuu "[Iist perjentoB",
Ha peLlentax B (popMe 371eKTPOHHOIO JOKyMeHTa mpousBoguTcsi otMeTKa "[lo cnenuanbHOMY
Ha3HaueHHI0" C TMpOCTaB/lieHWeM YCWIeHHOW KBaqU(UIMPOBAaHHOW 3/1€KTPOHHOW MOAMNUCH
MeUIIMHCKOTO paboTHMKA U JMIa, YIOJHOMOYEHHOTO 3aBepsiTb JOKyMeHTbl OT WMeHH!
MeIMLINHCKOU OpraHu3aL{yu.

25. Periennt Ha OyMakHOM HOcHTesie B (opMe 3/eKTPOHHOIO [JOKYMeHTa, O(OPMI/IEHHBIM C
HapyllleHWeM  YCTaHOB/IEHHBIX  HacTosuuMm  [lopsisikoM — TpeGoBaHWH, CUMTAeTCS
HeJleCTBUTE/IbHBIM.

I1. Ha3HaueHMe ieKapCTBeHHBIX IIpPeraparoB [P OKa3aHUU
MeANLUHCKON MOMOIIY B CTAL{HOHAPHBIX yYC/I0BUAX

26. Ilpy oka3aHMM MaLeHTy MeJWULMHCKOM NMOMOLM B CTaljMOHApHBIX YC/IOBUAX Ha3HaueHHUe
JIeKapCTBEHHBIX TIPErapaToB TMPOU3BOAUTCA 0Oe3 odopmiieHHs peLieniTa MeJULIMHCKUM
pabOTHUKOM €eIMHOMMYHO, 32 WCK/IIOYeHHEeM CJIyyaeB, YKa3aHHBIX B ITyHKTe 27 HaCTOSIIEro
ITopszka.

27. CornacoBaHue Ha3HAU€HHsl JIEKaPCTBEHHBIX IPerapaTtoB C 3aBeJYIOIIUM OTJe/IeHUeM WU
OTBETCTBEHHBIM JIEKYPHBIM BpauoM JMOO J[PyrMM JIMI[OM, YIIOJTHOMOUEHHBIM TPHUKA30M
I[JIaBHOTO Bpaya MeJMIIMHCKOW OpraHu3allvH, a TakXKe, MPU HA/TMUUM, C BPAUOM - KITMHUUECKUM
(hapmakosiorom Heo6X0AUMO B CTydasix:

1) ogHOBpEMEHHOT0 Ha3HAUYeHHUS TISITU U OoJiee JieKapCTBEHHBIX MPEIapaToB OJHOMY IaljeHTy;

2) Ha3HaueHHs IeKapCTBeHHBIX TIPerapaToB, He BXOASIUX B MepeueHb )KU3HEHHO He00X0[UMBIX
M Ba)KHEHIIIMX JIeKapCTBEHHBbIX MpernapaToB <15>, MpU HETHITMYHOM TeUeHWHW 3a0oJieBaHMs,
Ha/IMYMK OCJIO)KHEHWM OCHOBHOTO 3a0oseBaHusi W (WIM) COIMYTCTBYIOL[MX 3abosieBaHUM, TpU
Ha3HaueHWU JIeKapCTBEHHBIX TIperapaToB, 0COOEHHOCTU B3aUMOENCTBHS U COBMECTUMOCTH
KOTOPBIX COTJIACHO WHCTPYKLIMSIM TI0 WX MPUMEHEHUIO TIPUBOZST K CHIDKEHHUIO 3 GeKTUBHOCTH U
Ge3oracHocT (hapMakoTepanvu U (WIM) CO3[AlOT TMOTEHLMAJLHYIO OMAaCHOCTh /IS JKU3HU U
37I0POBbSI TALIUEHTA.



https://normativ.kontur.ru/document?moduleid=1&documentid=396399#l56

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

B yka3aHHBIX Cnyuasix Ha3HaueHHe JIeKapCTBEHHBIX TperapaTroB (PUKCHUPYeTCs B MeAWULIMHCKOU
JIOKYMEHTAI[U¥ TIallieHTa U 3aBepsieTCs TOAMNKUCHI0 MeJUIIMHCKOrO pabOoTHHKA U 3aBeyOIEero
oT/iesieHreM (OTBETCTBEHHOTI'O /le)KypHOT0 Bpaua Wid Jpyroro yroJHOMOYEHHOT 0 JIMLa).

28. MeauiHCKUI pabOTHUK MeJUIIMHCKOM OpraHu3alyu (ee CTPYKTYPHOTO TOZIpa3zesieHus),
pacIio/IoKeHHOW B CellbCKOM Hace/leHHOM ITyHKTe, OCYLLeCTB/IsSleT Ha3HaueHHe JleKapCTBEeHHbIX
TriperiapaToB B C/1y4asiX, yKa3aHHbIX B IyHKTax 27 u 29 Hactosero [Topsigka, e[uHOIMYHO.

29. Tlo pemeHuto BpaueOHOM KOMHUCCHH TIALIMEHTAM TIPH OKa3aHWKM UM MeJUIIMHCKOW TTOMOIIY B
CTaLlMOHAPHBIX YC/JIOBUSIX HA3HAUYaKOTCsl JIeKapCTBEHHblE TMperaparbl, He BK/IIOUEHHbIE B
repeveHb >KU3HEHHO HeOOXOAWMBIX W Ba)KHEUIIIMX JIEKAaPCTBEHHBIX TPeraparoB, B C/Iydae WX
3aMeHbl M3-3a UHAUBU/Ya/JbHON HerepeHOCUMOCTH, 110 XKM3HEeHHbIM TT0OKa3aHUsIM.

PeiieHre BpaueOHON KOMUCCUM (DUKCUDYETCS B MEAUI[UHCKOM JIOKYMEHTAalluW MaldeHTa |
JKypHasie BpaueOHOM KOMHUCCHH.

30. B cnayuasx oOcsieioBaHUs U JledeHUs] TPak[JaHMHA B CTALlMOHAPHBIX YCJIOBUSIX B PaMKax
Trpe/0CTaB/IeHHs MeAULIMHCKUX YCTYT Ha BO3Me3/IHOM OCHOBE 3a CuUeT JIMUHbIX CPe/ICTB IPak/iaH,
CpeJCTB IOpUANUECKUX JIML] U MHBIX CPEe/ICTB Ha OCHOBaHWM J0rOBOpPa, B TOM YMCJIe [0rOBOpa
I0OPOBOTBHOTO MEAMILIMHCKOTO CTPaxoBaHUs <16>, eMy MOTYT ObITh Ha3HAUEHHI JIeKapCTBEHHbIE
Triperaparhbl, He BXOJsIIMe B repeueHb KU3HEHHO HeoOXOAMMBIX M Ba)KHEMIIIMX JieKapCTBEHHbBIX
TIperapaToB, eC/Id UX Ha3HaUeHHe U TIpUMeHeHre 00yC/IOB/IeHO MeTUITMHCKUMU TIOKa3aHUSIMH.

<16> Ilocranosnenue IlpaButenbcTBa Poccuiickoit @enepaipin or 4 okTsa6psa 2012 . N 1006
"O6 ytBepkgeHuu I[IpaBUn mpefoCTaB/ieHUs MeAULUHCKUMU OpPraHM3alUsIMU  TJIaTHBIX
mMenuimHCKUX ycayr" (CobpaHue 3akoHOzaTenbCTBa Poccuiickoit ®epeparmu, 2012, N 41, cT.
5628).

I11. HasHaueHue /IeKapCTBEHHBIX MPenaparoB MpH 0Ka3aHUH
MePBUYHON MeJUKO-CAHUTAPHOM MOMOIIM, CKOPOU MeAUIMHCKON
MOMOIIY Y Na/I/IMaTUBHON MeJMIIMHCKOH ITOMOIIHU
31. [Ipy oka3aHMM TNEPBUYHOU MeAMKO-CAHWTAPHOM TMOMOLIY W MNa/JIMAaTUBHOM MeJULIMHCKOM
MoMoIIHr B aMGYJ'IaTOprIX YCUI0BUAX HA3Ha4Y€HHE JIEKaDCTBEHHBIX IIPErapaToB OCYIIEeCTB/IAETCA

MeIULMHCKHUM pa6OTHI/IKOM B C/Iy4asdXx TUIIMYHOI'O TE€UYEHHWsA 3a00/1eBaHUsA MnalreHTa Ucxogd us3
TAXKECTU U XapadKTepd 3a00/1€BaHMS.

32. Ha3HaueHue JIeKapCTBEHHBIX TIPerapaToB I10 PellleHr0 BpaueOHON KOMUCCHUY TIPY OKa3aHUU
TepBUYHOM  MeAMKO-CAHUTApHOM TIOMOIIM, Ta/UIMaTUBHONW MEJUI[MHCKOM TIOMOIIM B
amOy/IaTOPHBIX YCIOBUSIX TIPOU3BOJMTCS B C/TyUasiX:

1) ogHOBpeMeHHOTO Ha3HAueHWsl OFHOMY IMAleHTy TATH U Oojiee JTeKapCTBEHHBIX ITPernapaToB B


https://normativ.kontur.ru/document?moduleid=1&documentid=204609#l0
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TeueHHe OFJHUX CyTOK WU CBbIIIe IeCsiTH HauMeHOBaHUM B TeueHUe TPU/ILIaTH JHel;

2) Ha3HayeHHs JIeKapCTBeHHBIX TperapaToB MPU HETUIMUYHOM TeueHWH 3aboseBaHusi, HAJTMUKUU
OCJIO’)KHEHHI OCHOBHOTO 3a00sieBaHus M (W/IM) COMYTCTBYIOUIMX 3a00/1eBaHui, TIPY Ha3HaYeHUH
JIeKapCTBeHHBIX TperiapaToB, OCOOEHHOCTH B3aWMOJEMCTBUSI M COBMECTHMOCTH KOTOPBIX
COIVJIACHO WHCTPYKLMSIM MO UX TPUMEHEHWIO TPUBOJAT K CHIKEHUIO 3(¢GeKTUBHOCTH U
6e30macHOCTH JieueHUs TaljeHTa U (WIK) CO3[al0T TMOTeHLMaIbHY0 OMAaCHOCTb /ISl XKU3HU U
3/10POBBSI MALIMEHTa;

3) TMepBUYHOrO Ha3HaueHWs TMaLMeHTy HapKOTMUYeCKMX M TICUXOTPOIHBIX JIeKapCTBEHHBIX
niperiapatoB cnuckoB II u III TlepeuHs (B ciyyae MpPUHATHS PYKOBOAWTE/NIEM MeJULIMHCKOW
OpraHM3al{iM pelleHusi 0 HeoOXOAMMOCTH COIVIaCOBAHHMSI Ha3HAuyeHHUs] TaKWX JIeKapCTBEHHbBIX
TIperapaToB C BpaueOHOM KOMHCCHe).

33. TloBrOopHOE Ha3HaueHWe HAPKOTUUECKHWX W TICUXOTPOMHBIX JIeKAPCTBEHHBIX IPeriapaToB
crivckoB II w III TlepeuHst MPOW3BOAWUTCS MEAUIIMHCKUM PaOOTHUKOM CAMOCTOSITE/IEHO WITH
eVUHOMYHO 0e3 yuacTUss BpaueOHOW KOMHCCHM Tal[ieHTaM C BbIPDAKEHHBIM 0OJIeBbIM
CHHAPOMOM /000T0 TeHe3a, HapylleHWeM CHa, CYJOPOXXHBIMU COCTOSTHUSIMH, TPEBOXKHBIMU
paccrporicTBamMu, (oOHUSIMH, ICMXOMOTOPHBIM BO30Y>K/|eHHEM.

34. Tlpu oKa3aHUM CKOPOM MeAMIIMHCKOW TIOMOIIM JieKapCTBeHHbIe TIperiapaThbl Ha3HauarTCs
MEIUIIMHCKMM PAbOTHUKOM BbIE3ZIHOM Opurajibl CKOpPO TOMOIIH, MEeAUIUHCKUM PabOTHUKOM
Me[WLIMHCKOM OpraHu3aliui TPy OKa3aHWW MeJWLMHCKOW TIOMOIIM TpaXJaHaM MpH
3a00/1eBaHUsIX, HECUACTHBIX C/TyUasiX, TPaBMax, OTPAB/I€HUSX U IPYTUX COCTOSTHUSIX, TPEOYIOIIMX
CPOYHOI'0 MeJMLIMHCKOT0 BMellaTe/IbCTBa.

IV. Ha3HaueHue /IeKapCTBEHHBIX MpernaparoB rpaxxjAaHam,
UMEIOIIUM MPaBo Ha 0ecIyIaTHOE Mo/TyUeHHe JIEKapCTBEeHHbBIX
NnpenaparoB WiIH MoJlyuyeHNe /IeKapCTBeHHbIX NMpenaparoB Co

CKU/IKOH, NIPH 0KAa3aHVH NMEePBUYHOU MeJUKO-CAHUTAPHON MOMOIIM

35. Ilpy oka3aHMM NEPBUYHOM MEJMKO-CAaHWTAPDHOW IIOMOLIM Ha3HayeHHe MeJULMHCKUM
pabOTHUKOM Ha OCHOBE K/IMHWUUECKUX PEKOMEH/AI[M M C y4eTOM CTaH[apTOB MeAWLIMHCKOH
oMo <17> JieKapCTBEHHBIX TIPETapaToB, OTMYCKaeMbIX OecrylaTHO WM CO CKUAKOM,
rpaxkjaHaM, UMEIOIIMM TPABO Ha obecrieueHKe JIeKapCTBEHHBIMM TperapaTaMu 3a CUeT CPe/iCTB
OOKeTHBIX aCCUTHOBaHUM (heiepasibHOTO OrOpKeTa W OHOMKeTOB CyOBeKTOB Poccuiickoit
denepalyu, OCYIIEeCTB/ISIEeTCS Ha peLienTypHoM OsaHke N 148-1/y-04().

<17> Crarba 37 PenepanbHoro 3akoHa N 323-®3 (CobpaHue 3akoHOfaTenbCcTBa Poccuiickoi
®eneparuu, 2011, N 48, c1. 6724; 2021, N 27, ct1. 5186).

Ilpu odopmnenun perenta Ha Omanke ¢opmbl N 148-1/y-04(n1) Ha OymMaKHOM HOCHTese
0hopMJISIFOTCS [iBa 9K3eMILIsipa, OJJMH U3 KOTOPBIX OCTAeTCsl B ariTeyHol opraHu3alyy, BTOPOU -
B Me/IMLIMHCKOM JJOKyMeHTal|uM MaljleHTa.
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36. [IpaBo Ha3HauaTh JIeKapCTBEHHbIE TIperaparkl I'paXkJaHaM, UMEIOIMM MpaBo Ha bGecriiaTHoe
MOoyuyeHUe JIeKapCTBEHHbIX T[IperapaTtoB WA TIOJlyuyeHWe JIeKapCTBEHHBIX IIperaparoB €O
CKHUIKOM, TaK)Ke UMEFOT:

1) MeauLIMHCKUE pabOTHUKH, paboTarollie B MeAUIIMHCKOM OpraHU3al[iu 10 COBMECTUTETLCTBY
(B mpefenax CBOeH KOMIETEHLUN);

2) MeAMLIMHCKWEe PabOTHUKW CTAl[MOHAPHBIX OpraHW3alui COL[MA/IbHOTO OOCTY)KMBAHUSI TIPH
HaIMUMKd  JIULEH3UM  Ha  OCYIIeCTB/IeHWe  MeAWLMHCKOW  JesaTe/libHOCTH — <18>,
TIpeJlyCMaTpHBAIOLLel BHITIONTHeHHe paboT (0Ka3aHWe YC/IyT) M0 OKa3aHHI0 TIePBUYHON MeIHKO-
CaHWTApHOK TMOMOIIM B aMmOy/laTOpHBIX YC/IOBUSAX (HE3aBHUCHMO OT  BeJOMCTBEHHOM
TIPUHA/IJIe)KHOCTH);

<18> Ilynkr 46 wuactu 1 crateu 12 ®epepanbHoro 3akoHa N 99-d3 (Cobpanme
3aKoHozaTenbCTBa Poccuiickont @epeparuy, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MeAUIIMHCKHe PAOOTHUKU MeAWLMHCKUX OpraHW3al[ii, OKa3bIBAIOIIMX TEPBUUHYI MeINKO-
CaHUTApHYIO TIOMOILlb, TIOABEJOMCTBEHHbIX (DeJiepasbHbIM OpraHaM WCIIOJIHUTeIbHON BIaCcTH
WM OpraHaM MCIIOTHUTeTbHOM BlacTh CyObeKkToB Poccutickoit Peznepaiuy;

4) vHAVWBUAYyabHblE MpeANPUHUMATE/H, OCYLeCTB/SIOIINe MeJULIMHCKYH) [eSTe/IbHOCTb U
BKJ/IIOUEHHbIE B PEECTP MeJULMHCKHUX OpPraHM3alivii, OCyLeCTB/SIOIINX JesiTe/IbHOCTh B cepe
00s13aTe/TbHOT0 MeJULIMHCKOTO CTPAXOBaHUSI.

37. Ilpy Ha3HaUeHWH JIeKapCTBEHHBIX TPErapaToB TPak/iaHaM, MMEIOIM TIpaBo Ha OecriaTHoe
ToJlyyeHre JIeKapCTBEeHHBIX IIperiaparoB WM I[I0/lyyeHue JIeKapCTBeHHbIX IIperapaTroB Co
CKH/JIKOW, B pelLlenTe yKa3bIBaeTcsi HOMep Tese)OHa, IO KOTOPOMY pabOTHHK arTeyHOu
OpraHu3aly Mpu HeoOXOJUMOCTH MOXKeT COITIaCOBAaTh C MEJUIMHCKUM PabOTHUKOM 3aMeHy
JIeKapCTBEHHOI'0 Mperiapara.

38. Ha3HaueHWe HApKOTMYECKUX W TCUXOTPOMHBIX JIEKAPCTBEHHBIX TpernapaToB cruvcka I
[Tepeuns (3a MCKIOUEHVMEM JIeKADCTBEHHBIX IIperiapaToB B BHUJE TpPaHCJepMasbHbIX
TeparneBTUYeCKUX CUCTEM, a TaKKe JIeKapCTBeHHBIX IperapaToB, COJep’KallMX HapKOTUUeCKoe
CpefCTBO B COYETAaHWU C aHTarOHUCTOM OMNMOW/HBIX PeLieNTOPOB) rpakjaHaM, UMeoLM [1paBo
Ha OecrijlaTHOe TIONyYeHHe JIeKapCTBEHHBIX TMIPeriapaToB WM TIOMyYeHUs] JieKapCTBeHHBIX
TperapaToB CO CKH/IKOM, OCYIIeCTB/IseTCS Ha perenTypHoM Omanke ¢opmbl N 107/y-HII, k
KOTOPOMY ZIOTIOJTHUTE/IbHO O(OPMJISIETCST pelLlenT Ha pelentypHoM Omanke ¢opmbl N
148-1/y-04(1) (B ABYX 3K3eMILIsipax rnpu opopMaeHnH Ha OyMa)KHOM HOCHUTEJIE).

39. Ha3HaueHue HapKOTUUECKUX M IICUXOTPOIHBIX JIeKApCTBEHHBIX IperaparoB crvcka II
[lepeuns B BuJie TpaHCepMalbHbIX TeparieBTUUeCKUX CUCTeM, HapKOTUYeCKUX JIeKapCTBeHHBIX
nperiapatoB cnucka II Ilepeuns, cofepkaljux HapKOTMYeCKOe CpefCTBO B COUYeTaHUU C
a@HTarOHMWCTOM ONMUOUHBIX PeLienTOPOB, IICUXOTPOITHBIX JIeKapCTBEHHBIX MperapaToB crycka [11
[lepeuHsi, /ieKapCTBeHHBIX IIperaparoB, BK/IHOUeHHbIX B IepedeHb [IKY, copepxawmxcs B
noAnyHkre 2 nyHkra 11 Hacrosijero Ilopsizka, rpesHasHaueHHble [JIsl JIeUeHWs] IPak[aH,
MMEIOINX TpaB0 Ha OecriaTHOe TOMyueHWe JIeKApCTBEHHBIX IIPerapaToB WM TO/ydYeHHe
JIeKapCTBEHHBIX TIperapaToB CO CKHU/IKOW, OCYIIeCTB/sSeTCs Ha peLlenTypHbIX OsaHKax ¢opm N
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107-1/y u N 148-1/y-88, K KOTOpbIM [JOTIOJHUTENHHO O(OPMIISIETCST pelieNT Ha peLielTypPHOM
Onanke dopmbl N 148-1/y-04(;1) (B gBYX 3K3emruisipax mnpud o(opMIeHHH Ha OyMa)KHOM
HOcCHUTeJie).

IIpunoxcenue N 1

K ITopsioky HazHaueHus
/leKapCcmeeHHbIX npenapamos,
ymeepi#OeHHOMY NPUKA3oM
MuHucmepcmea 30pagooxpaHeHusi
Poccutickoti Pedepayuu

om 24 Hosbps 2021 2. N 1094H

KO/IMYECTBO HAPKOTUYECKUX CPEJICTB NJIN
IICUXOTPOIIHBIX BEINIECTB, KOTOPOE MOXET
BbITH BBIIIMCAHO B OAHOM PELIEIITE

N /it MexnyHapogHoe ®dopMa BbIITyCKa U KonuuectBo
HeraTeHTOBaHHOe [l03VPOBKa
HauMeHOBaHHe
HapKOTHUYeCKOIo U
TICUXOTPOITHOTO
JIeKapCTBEHHOI'O
rpernapara
1. bynpenopduH + TabneTku 60 TabneToK (YI1akoBKa,
HasokcoH cyOonuHrBasibHbIe 0,2 Mr + [KpaTtHast N 20)
0,2 mr
2. bynpeHopduH PacTtBop /151 uHbekMM, (30 ammyn (Lmnpur-
0,3 mr/mna 1 mn TIOOHKOB)
3. bynpeHopduH TpaHciepMabHbINA
[/1aCThIPb
35 MKr/yac 20 rinacTeipei
52,5 MKr/4ac 10 nnacteipen
70 MKr/4yac 5 r1acThipei
4. MopduH PactBop /151 uHbeKUMK, |20 ammys (LLpuUL-
PACTBOP /17151 TIOJJKOXKHOTO ([TFOOMKOB)
BBezieHrs 10 mMr/mut 1 M
5. Kopeun + Mopdun + PactBop /151 ToAKoKHOrO 20 amrtys
Hockarvu + IaraBepuH +BBejjeHUs




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

0,1 mr/m 1 mn

TpumenepuuH TabsieTky 25 Mr 50 TabeTok
TpumerniepyivH PactBop /15t uHbeKmi 1020 ammys (LLIpuUL-
Mr/Mi 1 M TIOOHKOB)
20 Mr/m 1 M
MopduH TabsieTKu (KaricyJsibi) 180 Tabnetok (karicyn)
[POJIOHTUPOBAHHOTO 60 TabneToK (Karicyin)
merCcTBUS 40 TabeTok (Karicyn)
10 mr 20 TabneTok (Karicyin)
30 mr 20 TabseTok (Karicysm)
60 Mr
100 mr
200 mr
0. MopduH TabeTku
5 mr 100 Tabnetok
10 mr 100 TabneTok
10. Mopdux Karum g1 npyuema 4 (prnakoHa
BHYTDPb 20 Mr/mi 20 mn
11. Mopdux PacTBop A1 ripuemMa
BHYTPb (MOHO/I03b1)
2 Mr/mMi 5 M 100 ammyn /3
6 Mr/mi1 5 M 80 amrmys /3
20 mr/m 5 M 30 ammyn n/3
12. OxkcukogoH + Hamokcon [Tabnetku
MPOJIOHTUPOBAHHOTO
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 TabneTok
13. [TporroanideHUn3TOKCH [TabseTku 3arreurbie 20 (50 TabmeTok
STUITTUTIEPUIUH Mr
14. DeHTaHU [TnacTeIpb
12,5 MKr/4ac 20 riacTeipei
25 MKr/dac 20 racTeipen
50 MKr/4yac 10 nnacteipei
75 MKr/4dac 10 nnacTeipei
100 mKr/uyac 10 nnacteipey
15. DeHTaHUT Cripeit Ha3a/IbHBINA

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

5,0 mu (40 1o3)

24 ¢naxkoHa
12 ¢akoHOB

6 prakoHOB




PEK

2,0 mn (10 go3)
3,2 mi (20 103)
5,0 mu (40 1o3)

2,0 mn (10 go3)
3,2 m (20 103)
5,0 M (40 103)

®nakon 100 MKr/no3a

dnakon 200 MKr/no3a

12 ¢nakoHOB
6 (1akoHOB
3 cdnakoHa

12 ¢nakoHOB
6 (1akoHOB
3 cdhnakoHa

Ilpunoocenue N 2
K IlopsadKy HasHaueHus
/leKapcmeeHHbIX Npenapamos,

ymeepocOeHHOMY NPUKA3om

Munucmepcmea 30pagooxpaHeHust

Poccutickoii @edepayuu

om 24 Hos6ps 2021 2. N 1094u

CnpagouHo

OMEH/IOBAHHBIE K NCITIO/Ib30OBAHUIO

COKPALIEHUSA ITPU OPOPMJIEHNUA PELIEIITOB
N | Coxkppijenue ITonHoe HanucaHue ITepeBog,
/11
1. J|aa ana 10, TIOPOBHY
2. lac., acif. acidum KICJIOTa
3. |aer. aerozolum a3p030J1b
4. |lamp. ampulla amItysa
5. [aq. aqua BOZIA
6. |aq. purif. aqua purificata BO/la OUMII[eHHAs
7. |but. butyrum MacJs10 (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 Brizaii, 0603Haub [1ycts Oyzner
BbIZlaHo, O603HAUEHO
12. [D.t.d. Da (Dentur) tales| doses Boiziaii (ITycts 6yAyT Bbl/laHbl)




Takue Z103bl

13. [(dil. dilutus pa3Be/leHHbIN

14. |[Div. in p. aeq. [Divide in partes aequales Pa3fien Ha paBHbIe YaCTU

15. |emuls. emulsio OMYIbCUST

16. |extr. extractum SKCTPAKT, BbITSDKKA

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

18. |F. Fiat (fiant) [Tyctb o6pasyetcs (06pa3yroTcs)

19. |gran. granulum rpaHyJIbl

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

21. |gtt. peror. guttae peroralis Karyiy JiJisl ipreMa BHYTPb

22. |inf. infusum HAaCTOUN

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

24. |in tab. in tab(u)lettis B Tab/eTKax

25. [in tab. prolong. [in tab(u)lettis prolongatis B Tab/eTKax ¢ MPOJIOHTUPOBAaHHBIM
BBEICBOOOXKIEHHEM

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

obd. BLICBOOOKZIEHNEM, TTIOKPBITBIX

000104YKOM

27. lin tubul. in tubulis B TFOOMKAx

28. [lin. linimentum JIMHUMEHT

29. [liq. liquor DKUKOCTh

30. |lot. lotion J1I0CHOH

31. |m. pil. massa pilularum MUIIOIbHAsL Macca

32. |membr. bucc. |membranulae buccales TM7IeHKU 3allleyHble

33. (M. Misce, Misceatur CMeltan
(TTyctb OymeT cMmeliaHo)

34. |mixt. mixtura MUKCTypa

35. |N. numero UMCJIOM

36. |ol. oleum Macs0 (JKUJKOe)

37. |past. asta racra

38. |pil. ilula, pilulae MTUJTEOJISL, TIVJTEOTTU

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

40. |ppt., praec. raecipitatus 0CaKIeHHbIN

41. |pulv. ulvis MOPOILIOK

42. |(q. s. quantum satis CKOJBKO TIOTPebyeTcsl, CKOBKO
Ha/l0

43. I, rad. radix KOp€eHb

44. |Rp. Recipe Bo3bmu

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

46. [rhiz. rhizoma KOpHeBUIIe

47. |S. Signa, Signetur O6o03Haub (ITyctb OygeT
00603HaUY€eHO)

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 CBeYa, Cynmno3uTOpUHr

55. [susp. suspensio CyCIieH3Usl, B3BeCh

56. |tab. tab(u)letta Tab/1eTKa

57. [t-ra, tinct. tinctura HaCTOMKa

58. |tubulis tubulis TIOOMKH

59. |STT Systema Therapeutica TpaHcaepmasibHast
Transcutanea TepaneBTrueckass Cucrema

60. |ung. unguentum Masb

61. |vitr. vitrurn CKJISTHKA

IIpunoxcenue N 2
K npuka3y MuHucmepcmea 30pagooxXpaHeHust
Poccutickoti @edepayuu

om 24 Hosbps 2021 2. N 1094H

®OPMA PELEINTYPHOT'O BJIAHKA N 107-1/V¥

MyHMCTEPCTBO 3OPaBOOXPaHEHUA Kon oopwmer nmo OKYI

Poccunickon denmepaumm
KIIO

Koo yupexneHmsa o O

MenmimMHCKasa OOKYyMEHTaUMs
HamMmeHOBaHMe (mwTam) dopma N 107-1/y
MEIMLMHCKOM OpTaHu3alliumn YTBepXIeHa NPUKA30M

MyHMCTepCcTBa 3OPaBOOXpPaHe
HUSA

Poccumickom demepaumnm

or 24 Hosbps 2021 r. N 10



94u

PELEIIT
(B3pOCIE, IOeTCKMM — HYXHOE NONUEPKHYTH)
" " 2 O P
daMmIMa, MHULMAJE MMEHM M OTUeCcTBa (IocjenHee — IIPM HAJIUUUU)
naumMeHTa
JaTa poxmeHUdA
daMmnIMsa, MHULMAJE MMEHM M OTUecCcTBa (IocjenHee — IIPM HaJMUUUU)

Jledyamero Bpada (dernpmmepa, aKyLIEpKM)

py0. |kom.

Rp.

Rp.

py0. |komo. |Rp.



[logonuce
M [IeyaThb Jiedaller'o Bpaua M.II.

(nomnmuce ¢esprumepa, akKyllepKu)

PeuenTt pmencrBuTeJieH B TedveHme 60 mHem, mo 1 rToma (

_)

(HyXHOE MOINUEePKHYTH) (yxkasaro

KOJIMYeCTBO IIH

19}

en)

ObopoTHasas CTOPOHA

OTMeTKa O Ha3HA4YEeHUU
JIEKAPCTBEHHOTO IIpelnapaTa
IO pelleHUd BpadebHOM KOMMCCUMU

[IpuroTOBMII [TpoBepm OTnycTm




®OPMA PELEINTYPHOI'O BJIAHKA N 148-1/Y-88

MUHMCTEPCTBO 3OPaBOOXPaHEHUSA Kon dopwmer mo OKYI 3108805
Poccurmickon denepaumm MenomuMyHCKAsS OOKYMEHTAalMs

dopma N 148-1/y-88

Hammenoaume (wTawmi) YTBepXIOeHa IIpMKa30M
MEeOUIIMHCKOM OpTraHu3alum MuHMCTepCcTBa 3OPaBOOXpPaHe
HUSA

Poccunickon denmepaumm

HammMeHOBaHMe (wTamil) or 24 Hoa6psa 2021 r. N 10
94n

VMHIVMBUIOYAJIBHOT'O IIPEedIIPMHMMATETIA
(yxkazaTe ampec, HOMEP UM OAaTy JIMLEH3UMU,
HauMeHOBaHMe opraHa I'OCyOapCTBEHHOM BJIACTH,

BLHIDABLUETO JIMILIEH3UI)

g N 0O (1

PELEIT "o 20 .
(maTa odopmIleHMA-peLenTa)

(B3pOCIEI, IOeTCKMM — HYXHOE NONUEPKHYTH)



damMmnmsa, MHMLMAJE MMEeHM M OTUecTBa (IIocJielHee — PV HaJIMuuM)
nalumMeHTa

JaTa poxnoeHud

Anpec wMecTa xuTeJbcTBa MM N MeOMUMHCKOM KapTh aMOyJlaTOpH
oro
nauMeHTa, I[IoJiydaKleIl'o MeOMUMHCKYI IIOMOUIL B aMOyJIaTOPHHEIX YCJIOBUSAX

daMuIMsa, WHMUIMAJBE MMEeHM M OoTuecTBa ([IocJelHee — IPM HaJIUuUM)
Jlevamero Bpada (dQenbmmepa, akylLepKu)

[lognuche M nevaThb Jiedaller'o Bpauda M.II.
(moonmucek Qesbaumepa, aKyllepkKu)

PellenT meMcTBUTEJIEH B TeueHMe 15 nHem

OBbopoTHasa CTOpPOHAa

OrMeTKa O Hal3HauveHUM
JIEKAPCTBEHHOTO Ipernapara
IO PelleHMI BpauebHOM KOMUCCUMU

[TpurorToBmi [lpoBepmi OTnycTmi
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Homep Me)Z[I/ILU/IHCKOﬁ KapTel INIauMeHTa, II0JIydYamel'o MEeIMIVMHCKYIO IIOMOIlb
B
aMOyJIaTOPHEIX YCJIOBUSX

@aMMJ‘[MFI, VHMLIMAJIEL VMMIMEeHIM M OT4YeCTBAa (nocnenHee - IIpu HaJ'[MqI/H/I)




Jleyamero Bpada (dQenbmmepa, akylLepKu)

Py6. Korm. RO i e e e e e i e e e
3 o
S e 5o = T

[loonmcpe M edaThb Jedallero bBpada M.II.

(noopnmuce Qesprumepa, akKyllepKu)

PeuenTt meMcrBUTeJsIeH B TeueHme 15 mHen, 30 muent, 90 nHeml
(HyXHOE NONUEPKHYTH)

———————— (BanoyHgeTCcsda CHeluMaJlMCTOM allTeyHOM OopIlraHM3aluum) —-————-

OTHyIMEHO II0 PeLenTy: TOpTOBOE HaMMEeHOBAaHUE
I IO3UPOBKA:

DaTa ornycka: " " 20  [KoymmuecTBO:
T.
[[PUTOTOBMII: [[poBepMII: OrnnycTmi:

(IMHMS OTpHIBA)

Kopeuwok peuenTypHOTo OJlaHKa Cnocof nprMeHeHMUS:
HavMeHOBaHME [[POOOJIXMUTEJIEHOCTE bai
JIeKAPCTBEHHOI'O IpenaparTa: Heu




[JO3MpPOBKA : KonmmuecTBO NpMeMoB B IEHb:
ras

Ha 1 npuewm:

en.

ObopoTHasas CTOPOHA

OTMeTKa O HAa3HAUEHUU
JIEKAPCTBEHHOT'O IpelnapaTta
10 PEUEeHMI BpauebHOM KOMUCCUU

[IpuroTOoBMII [Iporepmn OTnycTumi

<*> B cJaydae WMBTOTOBJIEHMSA PeLeNTypHOTo OJlaHKa C MCIOJIb30BaH
meM
KOMIIBIOTEPHEIX TEeXHOJIOT UM .
Ilpunoxcenue N 3
K npukazy MuHucmepcmea 30pasooxpaHeHust

Poccutickoti Pedepayuu

om 24 Hos6ps 2021 2. N 10941

ITOPALOK O®OPMJIEHUA PELIEITTYPHbBIX
B/IAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATHI, UX
YUETA 1 XPAHEHUA

I. OdopmieHne perjenniTa Ha OyMa)>kHOM HOCUTe/Ie



1. Ha penentypHbix 6sankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) B /eBoM
BepXHEM VyIJly TIPOCTaB/sieTCsl IITaMIl  MeAMIIMHCKOM OpraHv3alid C yKa3aHueM ee
HavMeHOBaHUs, ajipeca W TejeoHa C JaTOM BBIMMCKUA (JaTod odopmiieHUs) pelierita Ha
JleKapCTBEHHBIH Tperapar.

HomonHuTenbHO Ha perienTypHoM OmaHke ¢opmbr N 148-1/y-04(1) mpocTaBnsieTcs Kof,
MeIMLIMHCKOW OpraHu3aliy B COOTBETCTBMM C OCHOBHBIM rOCY/,apCTBEHHBIM PerUCTPaLjMOHHBIM
HoMepoM (panee - OI'PH).

Cepusi perjentypHoro 6sanka ¢gopmel N 148-1/y-04(n) BKarouaeT koj cyObekTa Poccuiickoit
denepaluy, COOTBETCTBYIOIIMM JBYM TiepBbiM Iiudpam OOiepoccHiickoro kaaccudukaropa
00BEKTOB aZIMUHUCTPAaTUBHO-TEPPUTOPUAILHOTO AesteHus (aanee - OKATO).

Pa3periiaetcs U3roraBnuBarh perjentypHbie 61aHku popmbel N 107-1/y u dopmbl N 148-1/y-04(1)
C TIOMOLbI0 KOMITbFOTEPHBIX TeXHOJIOTHM.

PenieritrypHble OmaHkud ¢opmbl  Gopmbl N 148-1/y-88 W3roTaBivMBarOTCS  HCKIFOUUTETHHO
TUMOrpa)CKUM CrIocoOoM.

2. Ha peuentypHbix OsaHKax, O(OpMJIsSeMbIX WHAWBHAYaTbHBIMU TIpeJIIPUHUMATEISIMH,
VMIMEIOLUMU JIMLIEH3UI0 Ha MEeJULIMHCKYIO J1eSITe/IbHOCThb, B BEPXHEM JIEBOM YTy TUIOrPaCKuUM
Crocob0OM WM TyTeM TIPOCTABJIeHUs IITaMIMa AO/DKeH ObITh yKa3aH ajpec WHAWBUAYaIbHOTO
rpeJIIipUHUMaTesiss, HOMep Y JjaTa JIMLeH31MY, HauMeHOBaHre OpraHa rocy/lapCTBeHHOM B/acCTH,
BbI/]aBIIEro JIULEH3UIO0.

3. Peuentypabie Omanku ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(s1) 3amonHstOTCS
MeIUITUHCKUM PaOOTHUKOM UepHU/IaMH WUJTA IIIaDUKOBOM PYUKOH.

4. [onyckaetcsi odopMmiieHHMe BCeX pEeKBHU3WUTOB (3a MCK/IoYeHHMeM pekBu3uTta Tlogmuck
neyvaiiero Bpaua (TIoAnuch ¢enb/iiepa, akyiepku'") peLenTypHbIx 6aHkoB ¢opmbl Gopmbr N
107-1/y, dopmbr N 148-1/y-88 u dopmel N 148-1/y-04(1) ¢ ucnonb30BaHWEM TeuaTaroIUX
YCTPOMCTB.

5. Odopmnenue perentypHbix OmaHkoB ¢dopmbel N 148-1/y-04(;1) BkrodaeT 1mdpoBoe
KOJMpOBaHue.

LludpoBoe KofMpoBaHUe yKa3aHHBIX PeLeNTypPHbIX O1aHKOB BK/TFOUAET:

1) kop MepuiuHckou opranusauuu (OI'PH) wiv kox WHAMBUAYaIbHOTO TIpeANpUHUMATENsS B
C00TBeTCTBMM C OCHOBHBIM rOCYZlJapCTBEHHBIM PErMCTPaliMOHHBIM HOMEPOM WH/WBH/YaJbHOTO
npegnpuHuMarens (ganee - OI'PHUII), npocraBnsiembldi NIpU WU3TOTOB/IEHWU DeLIENTYPHBIX
OJIaHKOB;

2) KOZi KaTeropuu rpak[aH, UMEIOLIUX MpaBO Ha IOAyuyeHHe JeKapCTBEHHBIX MpernaparoB B
COOTBETCTBUM CO cTarbed 6.1 PespepanbHOro 3akoHa or 17 wmrong 1999 r. N 178-®3 "O
rOCy/JapCTBEHHOM colMasbHOM Tmomomu" <1>, W KO HO30/70TMYeckKol (GopMbl 1O
MeXyHapOJHON CTaTUCTUYECKOW Kiaaccubukanmu 0Oose3Hed W mpoOsieM, CBS3aHHBIX CO
3n0poBbeM (10-i1 mepecmotp) (manee - MKB), 3aronHsiemMble jieyallliM BPauoM MyTeM 3aHeCeHUs!
KaK0M 1[udpbl B MyCThIe siUeiiKy, MPY 3TOM TOUKa MIPOCTaB/sIeTCs B OT/e/IbHOU sTuelike;
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<1> Cobpanme 3akoHO/jaTe/ibcTBa Poccuiickoit Penmeparum, 1999, N 29, ct. 3699; 2020, N 52,
ct. 8577.

3) otMeTKy 006 ucTOuHMKe (uHaHCHpoBaHUs (dhenepanbHbIA OrmKeT [1], Oromker cyObekTa
Poccutickont @epnepaiuu [2], MyHurunaaeHbii OromkeT [3]) ¥ TpoleHTe OIJIaThl periernTa
(6ecrimarHo [1], 50% [2], unoit % [3]);

4) WTPUX-KOJ, - ZOTIOJTHUTETbHBIM PEKBU3UT (B C/lyuae U3rOTOBJIEHHSI HA TEPPUTOPUH CyObeKTa
Poccuiickort  ®Pezepauiiu  perientypHoro OsiaHka C  HCIO/JIb30BaHUEM  KOMITbEOTEPHBIX
TEeXHOJIOTHH).

6. B penentypsbix 6maHkax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(n1) B rpade
"damunvs, UHULMA/IbI KIMeHU U oTuecTBa (MociefHee - TIPYU HaJIMUMK) MaljueHTa" yKa3bIBatoTCs
(hamunus, MHULMA/Ibl UMEHH U 0TuecTBa (Toc/ejHee - IPU Ha/IMuMK) NaleHTa.

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 JiaTa POXK/eHUs MaljeHTa (U1c/o, MecsLl, Tof).

IomnonHuTeIbHO B perenTypHbIX OmaHkax ¢opmbl N 148-1/y-88 u dopmel N 107-1/y ans peteit
B Bo3pacTe 70 1 roga B rpade "[lata poxxeHus" yKa3bIBaeTCsl KOJIMYECTBO OJIHBIX MeCSLeB.

8. B penentypHbix OmaHkax ¢opmbl N 148-1/y-04(n) B rpagdax "CHUJIC" u "N mnosmca
00s13aTe/TIbHOTO MeAULIMHCKOTO CTPaXOBaHUs' YKA3bIBAKOTCS CTPAXOBOW HOMep UH/IUBUAYa/IbHOTO
JULIeBOTO cueTa rpakAaHuHa B IleHcuoHHoM ¢oHe Poccutickoii ®enepauyu (CHUJIC) (tipu
Ha/IMYMK) ¥ HOMeED ToJrca 00s13aTesTbHOrO MeAULIMHCKOTO CTPAXOBaHMUS.

9. B penentypHbix 6maHkax ¢opmbl N 148-1/y-88 B rpade "Aapec mecTa XKUTe/NbCTBA WU
HOMED MeJUITMHCKOW KapThl Mal[ieHTa, MOYYaroIero MeJUIIMHCKYIO TTOMOIIb B aMOy/TaTOPHbIX
yC/IOBUSIX'", YKa3bIBAaeTCs TOUTOBBIN aJ[pec MecCTa >KUTeNbCTBa (MecTa TipeObIBaHUS WM MeCTa
(hakTHUuecKoro TMpOKMBaHUSI) TallMeHTa WIM HOMep MeAULIMHCKOM KapThl MallleHTa,
T10JTyYarol[eT0 MeJUI[UHCKYIO TIOMOII[b B aMOy/IaTOPHBIX YCIOBUSAX <2>.

<2> [puka3 MunucrepctBa 3apaBooxpaHeHust Poccuiickoii ®eneparu ot 15 fnekabps 2014 . N
8341 "OO6 yTBepXKAeHHWH YHUDHUIMPOBAHHBIX (HOPM  MEAUIMHCKOW  /IOKYMEeHTAllWH,
WCII0/Ib3yeMbIX B MEAULIMHCKUX OpraHU3alusiX, OKasbIBAIOLIUX MEeJMULIMHCKYI0 IOMOLIb B
amOy/IaTOpPHBIX YCJIOBHSIX, W TIOPSJKOB IO WX 3amonHeHuto" (manee - Tlpuka3 N 834H)
(3apeructprpoBaH MuHuCcTepcTBOM tOCTULIMM Poccuiickori Pepepaumu 20 ¢eBpans 2015 r,
peructpauoHHbii N 36160) ¢ wu3MeHeHHsIMHM, BHECEHHbIMU IpHKa3aMd MMUHHUCTepCTBa
3apaBooxpaHenusi Poccutickor ®epepanuu ot 9 sHBapsg 2018 . N 2 (3aperucTpupoBaH
MunucrepctBoM rocturmn Poccurickorn ®epepanyy 4 anpenst 2018 1., perucrpanioHHbld N
50614), ot 2 Hosi6pst 2020 1. N 1186H (3aperucTpupoBaH MUHUCTEPCTBOM FOCTHI[MM Poccubickoit
depepauun 27 Hosiopst 2020 1., perrcrpanoHHbii N 61121).

YkazaHue U ajjpeca MeCTa >XKUTeJIbCTBa U HOMepa MeJULIMHCKOM KapThl MaljueHTa, MoJly4atoliero
MeIULIMHCKYO TIOMOIIb B aMOY/TaTOPHBIX YCIOBUSIX, He SIBJISIETCS OILIMOKOM.
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B penentypHbix OmaHkax ¢opmbl N 148-1/y-04(s1) B rpade "Homep MeauIIMHCKOW KapThbl
MaryeHTa, I0JIyYarollero MeAUIIMHCKYI0 TOMOIb B aMOy/IaTOPHBIX YCIOBHUSIX'" YKa3bIBaeTCs
HOMED MeJUIIMHCKOW KapThl Mal[ieHTa, MOyYarolero MeJUIIMHCKYIO TTOMOIIb B aMOy/IaTOPHBIX
YCI0BUAX <3>.

<3> I[Ipuka3 N 834H.

10. B rpage "damunus, WHALMAAL KIMEHU U 0TYecTBa (MOC/ae/iHee - TIPU HaJWM4MHW) Jievalllero
Bpaua (desbaiiepa, akyiiepky)" perentypHbix 6iaHkoB dopm N 148-1/y-88, N 107-1/y u N
148-1/y-04(;1) yKasbIBarOTCS MOJHOCTBIO (haMUIWs, UHULIMAIbI UMEHHM, OTuecTBa (rociefHee -
NPy HaIW4YMM) MEJULMHCKOTO PpabOTHWKA, HA3HAUMBILETO JieKapCTBeHHbIE IIperaparbl |
0(hOpMHUBILIETO PeLerT.

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

1) HaumeHOBaHMe JIeKApCTBEHHOrO rMpernapara (MeXAyHapoJHOe  HernaTeHTOBaHHOe
HauMeHOBaHUe, TPYNIHUPOBOUHOE WK XMMHUYeCKOe HauMeHOBaHNe, TOProBOe HauMeHOBaHKe) Ha
JIaTVHCKOM  SI3bIKé WM Ha PYCCKOM si3blKe, (hopMa BbINyCKa, [J03UPOBKA, KOJWYECTBO
(yka3bIBaeTcs MPOIMCHIO Ha pelienTypHOM OsaHke dopmbl N 107/y-HIT);

2) criocob TpUMeHEeHUsl JIeKapCTBEHHOTO Tperiapata Ha TOCYIapCTBEHHOM Si3biKe POCCHICKOM
®denepaliy WM Ha TOCYAAPCTBEHHOM si3biKe Poccutickoii @esiepaliuu v TOCyAapCTBEHHOM SI3bIKe
pecry0/IMK 1 UHBIX si3bIKaxX HapofioB Poccutickoit @enepanyun <4>.

<4> Yactb 1 cratbu 15 3akoHa Poccuiickort @enepauyu ot 25 oktsiops 1991 . N 1807-1 "O
s3blKax HapofoB Poccuiickon ®@epepauuu” (manee - 3akoH N 1807-1). (Begomoctu cwe3na
HapogHbIX AerytatoB PCOCP u BepxosHoro CoBeta PCDCP, 1991, N 50, ct. 1740; Cobpanue
3akoHozaTenbCcTBa Poccuiickont @epeparum, 1998, N 31, ct. 3804).

13. Tlpu odopmieHUM PpeLIeNTYPHbIX O/AHKOB 3arpelljaeTcss OrpaHWYMBaThCS  OOIIUMU
yKa3aHusAMU, Haripumep, "BHyTpeHHee", "/I3BeCcTHO".

B 31eKmpoHHOM 00KyMeHme HyMepayusl NyHKMoe coomeemcmayem opuyuaabHOMy
UCMOYHUKY.

14. Peuent, odopmieHHblli Ha perentypHoM Omanke ¢opm N 148-1/y-88, N 107-1/y u N
148-1/y-04(J1), moAnMchIBaeTCs MEAULIMHCKUM pabOTHHUKOM U 3aBepsieTCs ero MeuaThbio.

PeuienT, odopmsieHHBI Ha peLenTypHoM Osanke ¢opmel N 148-1/y-88 u  dopmer N
148-1/y-04(n1), JoMOMHUTENBHO 3aBepsieTCsl TedyaThbi0 MeAWIIMHCKOW opraHusaimu s
peLenTos".

Inst petjenita, oopMieHHOTO Ha perienTypHoM OaHke dopmbl N 107-1/y, Hammure niedary "[Iist
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perenToB" He SIBJSIETCS 00sI3aTe/TbHBIM.

15. Ha opsHom perjentypHom 6manke ¢opmbl N 148-1/y-88 u dopmer N 148-1/y-04(m)
pa3pelliaeTcsi OCYIIeCTB/SATh Ha3HaueHWe TOJbKO OJHOTO0 HauMeHOBaHHsSl JieKapCTBEHHOIO
rperapara.

Ha ogHom peuentypHoMm Gsanke ¢opmbl N 107-1/y pa3peliiaeTcsi OCyIIeCTB/ISTh Ha3HaueHHe
TOJLKO OJHOTO HaWMEHOBaHWSl JIeKapDCTBEHHOr0 TMperapara, OTHocsmlerocsi 1o ATX k
aHTurncuxotuyeckum cpegcrteam (kog N 05A), ankcuomutukam (ko N 05B), CHOTBOpPHBIM U
cenatuBHbIM cpefcTtBaM (kog N 05C), antugenpeccantaMm (kom N 06A) u He mopjiekaliero
NpeMeTHO-KOJIMYeCTBEHHOMY YYeTy, U [0 Tpex HauMeHOBAaHWM JIeKapCTBEHHbIX IperapaToB -
JI/IS1 UHBIX JIeKapCTBEHHBIX IIperapaTroB, He OTHeCEHHBIX K BblllleyKa3aHHbIM ATX.

16. WcnipaBiieHys B peLieriTe He IOy CKarOTCS.

17. TIpu opopmiennu perienTypHbix 071aHKOB (hopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(1)
Ha JIeKapCTBeHHbIe TperapaThbl, Ha3HayeHHbIe 110 pelleHui0 BpaueOHOM Komuccud, Ha obopore
peLenTypHOro G/1aHKa CTaBUTCS CIielja/ibHasi OTMeTKa (ILTaMIT).

18. Ha penentypHom Omanke c¢opmbl N 148-1/y-04(1) BHHM3y HMeeTCsl JIMHHSI OTPBIBA,
paszessitoljas peLieNTypHbIi 6/1aHK 1 KOpEeILOoK.

Koperok ot perierita, o0pOpM/IEHHOTO Ha YKa3aHHOM peLieNTypPHOM O/laHKe, BbIIaeTCsl TIaleHTy
(ero 3aKOHHOMY TIpe/ICTaBUTE/I0) B arTeYHOW OpraHu3aliuM, Ha KOpellKe Je/laeTcsi OTMeTKa O
HaMMeHOBAHUH JIEKaPCTBEHHOT'O Mperapara, /J03UPOBKe, KOJIMUeCTBe, Criocobe MpUMeHeHUs.

I1. Odpopmiienue perenta B hpopme 3/1eKTPOHHOI0 JOKYMeHTa

19. PewieniT B (popMe 3/1eKTPOHHOTO AOKYMEHTa, MOANMCAHHOTO YCUIeHHOW KBanu(ULIMPOBAaHHOU
3JIEKTPOHHOM TIOANHMCHIO, (DOPMHUDPYETCS MeAULMHCKUM DPAaOOTHUKOM, CBelieHHWs O KOTOPOM
BHeCeHbl B (pefiepasibHbIA PErvcTp MeJUIMHCKUX DPAabOTHUKOB <5>, a Takke IpU YCIOBUM
pervcTpalvi MeJWLMHCKOW OpraHv3aliid, B KOTOpPOMl odopmiiseTcs pelenT, B (deaepaabHOM
peecTpe MeAULIMHCKUX OpraHu3alui <6> eJMHON rocyiapCTBeHHON MH(OPMAL[MOHHOW CUCTEeMbI
B cdepe 31paBOOXpaHeHUs U TOAK/IIOUEHUS] TakoW MeAMLIMHCKOM OpraHu3alud K
rocyzilapcTBeHHOM MH(pOPMAaLIMOHHOM cucTeMe B cdepe 31paBooxpaHeHusi cyObekTa Poccuiickoi
®Depepanyu <7>.

<5> Yacte 4 cratbu 91.1 depepasnvHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOZATETbCTBA
Poccutickoit ®enepanuy, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<6> Yactb 4 cratbu 91.1 depepanvHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOZATEIbCTBA
Poccutickoit ®enepaiuu, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

<7> Cratbu 91 u 91.1 ®egepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKOHO[ATeIbCTBA
Poccurickonn ®epepanuu, 2011, N 48, ct. 6724).

20. Tlpu odopmneHuu pelenta B (opMe 371€KTPOHHOTO [JOKYMeHTa Ha JieKapCTBEHHbIe
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rperaparsl, ykasdaHHble B NyHKTax 9 u 11 Ilopsaka HasHaueHUs JieKapCTBEHHBIX TperaparoB,
YTBEpP’KJEeHHOr0 HAaCTOSALLKWM MPUKA30M, U OTIIyCKaemble 3a TOJIHYH) CTOMMOCTD, 3arOJIHSKTCS
crefyroLe peKBU3UTHI:

1) konm cybwekra Poccuiickoit ®efepainyu o OKATO, ompefenstoiuii TOCyAApCTBEHHYIO
MHGOPMAIMOHHYI0 CUCTeMy B cdepe 3apaBooxpaHeHus: cybbekra Poccuiickoii deneparvu, B
KOTOPOU CpOpMHPOBaH peLielT B (JopMe 3/IeKTPOHHOTO I0KYMEHTa;

2) HauMeHOBaHWe MeJUI[MHCKOW OpraHu3aliud, ajpec, TenedoH WM (GamMuivs, WUHULUAJIBI
MMeHU M oOTdecTBa (TOoC/iefiHee - TPUA HaJAUUWMK) WHJUBUAYaJbHOTO TIpeJrpUHHAMATEIs,
VIMEIOLLETO JIMLIEH3MIO Ha MeJIULIMHCKYIO 1eITe/IbHOCTb, 0 aZipec;

3) OI'PH ropuauueckoro nuija (MeguiuHcKoi opranuszatuu) wi OT'PHUIT uHAWBUAYaNnbHOTO
rpeAripuHUMare/is;

4) nara oopmsieHust perienTa (yKa3bIBaeTCsl YHUC/IO, MeCsL, TOf1);

5) fJara OKOHuUaHusi [eWCTBUs pelenrta ((popmMupyeTcs TOCyAapCTBeHHOW WHGOPMAaI[MOHHOMN
cucteMoil B cdepe 31paBooxpaHeHus cybbekra Poccuiickoit depepaliid B COOTBETCTBUM CO
Cpokamu feuctBus perienToB: 15 nHeit, 30 gHel, 60 auer, 90 nHen, 1o 1 ropa);

6) yHUKa/bHBIN HOMep pelienTa (hopMupyeTcsi TOCylapCTBeHHON MH(POPMALIMOHHOW CHCTEeMOM B
cdepe 3mpaBooxpaHeHUsi cyOwekTa Poccuiickoit ®epepary 1 obecrieurBaeT OJHO3HAYHYHO
ujeHTHU(dUKaIMIO pelieniTa B (hopMe 3/IeKTPOHHOTO ZIoKyMeHTa B coueTaHuu ¢ OKATO, OI'PH
umu OI'PHUID);

7) ormeTku "cito" (cpouHo) wam "statim" (HemezyieHHO) TIpM HEOOXOJUMOCTH CPOUHOTO WU
HeMe/IJIEHHOTO OTITyCKa JIeKapCTBEHHOI'0 Mperapara nalueHTy;

8) agpec maupeHTa (ykasbIBaeTcsl IOYTOBBIN a/peC MecTa >KUTe/IbCTBa (MecTa npebbIBaHUs UK
MecTa (DaKTUUeCKOro TIDO’KMBaHWS) C yKa3aHWeM WHJeKCa, HauMeHOBaHUWs Kpas, 00sacTy,
pecryO/MKY, aBTOHOMHOTO OKpyra U MHOTO CyOBekTa Poccuiickoit ®denepariiy, HaMMeHOBaHHUS
HaceJleHHOT0 MyHKTa, HAaMMeHOBaHUsl YLl (TIPOCIeKTa, mepeyrka, rpoesza), Homepa goma (C
yKa3aHueM KOpIlyca, Py HaJIMuuK), HOMepa KBapTUphI);

9) HOMep 37eKTPOHHOW MeJUIIMHCKOM KapThl MaljieHTa B roCyJapCTBeHHOUN MHGOpPMAaIMOHHOM
cucreMe B cepe 371paBooxpaHeHUst cydbekta Poccuiickoil ®epeparuy;

10) pamunus, umsi, 0TUECTBO (TI0C/Ie/IHEee - TIPY Ha/IMUMK) MaljieHTa MOMHOCThIO;

11) para poxzeHusi maiueHTa (yKa3blBaeTCsi UMC/IO, Mecsil, Tof), Ajs JeTedt mo 1 roga
JIOTIOJTHATE/TbHO YKa3bIBaeTCsl KOJIMUeCTBO TOJIHBIX MeCSLEeB;

12) damunus, vHUIMATBI UMEHM W OTYecTBa (TOC/e[HEe - TPU Ha/UUUK) MEAUI[UHCKOTO
pabOTHHKA MMOTHOCThIO;

13) HaWMeHOBaHHE JIEKAPDCTBEHHOrO Tiperapara (MeXIyHapoAHOe  HeraTeHTOBaHHOe
HaMeHOBaHUe, I'PYMIMPOBOYHOE WM XUMUUYECKOe HauMeHOBaHWe, TOPrOBOe HaMEHOBAHUE),
[I03UPOBKa, (hopMa BbIMyCKa, KOJTMUECTBO (BCe MO3UIMK YKa3bIBAIOTCS HAa PYCCKOM SI3bIKE);

14) cnoco6 nMpuMeHeHUs JIEKAPCTBEHHOTO Tperapara Ha TOCYJapCTBEHHOM si3blke PoccHiickoi
®Denepaliy WM Ha TOCYAapCTBEHHOM si3biKe Poccuiickoii @esiepaliui U roCyAapCTBEHHOM SI3bIKe
pecnyO/IMK 1 MHBIX si3bIKaxX HapooB Poccuiickoit denepariiu <8>;


https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653
https://normativ.kontur.ru/document?moduleid=1&documentid=383493#l20653

<8> Yactb 1 cratbu 15 3akoHa N 1807-1 (BemomocTtu cbe3na HapogHbix fenyTtatoB PCOCP u
BepxoeHoro CoBera PC®CP, 1991, N 50, ct. 1740; Cobpanue 3akoHOzaTenbcTBa Poccuiickoi
®enepauuu, 1998, N 31, ct. 3804).

15) [OKyMeHT, TIO/TBEP>KJAIOINM Ha3HaueHWe JIeKapCTBeHHOrO TMperapara I10 pellieHut0
BpaueOHOM KOMUCCUU MeJUI[UHCKON OpraHu3aLiuy;

16) oTMeTka O Ha3HaueHWM JIeKAPCTBEHHOIO TIperiapaTta Mo pelleHHI0 BpaueOHOM KOMUCCUU
MeJULIMHCKOW OpraHv3aljii B C/ydYasiX, yKasaHHbIX B ab3aie BTopoMm myHKTa 6 Ilopsiaka
Ha3HaveHHsl JIeKapCTBEeHHBIX TperapaToB, YTBEP)KJEeHHOI0 HACTOSIILIM TTPUKA30M;

17) oTMeTKa O crielidajlbHOM Ha3HaueHWU JIeKapCTBEHHOT'O MperiapaTa (3aro/iHseTcs B CayJasx,
yKasaHHbIX B nOyHKTax 15 u 24 Ilopsaka Ha3HaueHWs JIEKapCTBEHHBIX IIperaparos,
YTBEP>K/I€HHOT'0 HaCTOSILMM MPUKA30M);

18) ormeTka 0 crOeuyarbHOM Ha3HaueHUM JIeKapCTBEHHOIO TIiperiapara MalUMeHTy C
3abosieBaHueM, TpeOYIOIMM [JIMTENbHOTO KYPCOBOIO JieueHHsi (3arlojiHseTcsi B C/ydae,
yKa3aHHOM B MyHKTe 23 Ilopsijka Ha3HaueHWs JIeKapCTBEHHbIX MpernapaToB, YTBEP)KJEHHOrO
HaCTOSILUM [PUKAa30M) C TIPOCTaB/IeHUeM MepUOAUUHOCTH OTIYCKa JIeKapCTBEHHOTO Tperapara;

19) mpu odopmieHun perenta B (opMe 31€KTPOHHOTO [JOKYMEHTa Ha JieKapCTBeHHbIe
rperaparbl, yKasaHHble B TIOATyHKTax 2 - 5 nyHKTa 9 u nyHkre 11 Tlopsigka Ha3HaueHUst
JIeKapCTBEHHBIX TMperapaTroB, YTBEP)KAEHHOI0 HAaCTOSALLUM TIPUKA30M, IpakjaHaM, HWMEIOLLUM
1paBo Ha OecriyiaTHOe TIoyYeHue JieKapCTBeHHBIX MperapaToB WM ToydeHre JieKapCTBeHHbBIX
rpernapaTroB CO CKW/IKOM, 3arlO/HSIIOTCS PEKBU3WTHI, TIPeJyCMOTPeHHble moAmyHKTamyd 1 - 18
HACTOSILIero MyHKTa, a TaKXe C/IeyIoLre PeKBU3UTHI:

a) Kareropusi Tpax/aH, MMEIOLIMX [paBO Ha I[I0JlyyeHHe JIeKapCTBEHHBIX [IperapaToB B
COOTBETCTBUM CO cTarbeld 6.1 PespepanbHOro 3akoHa or 17 wmrong 1999 r. N 178-®3 "O
roCyZ,apCTBEHHOW COLIMAIbHOM oMom” <9>;

<9> Cobpanue 3akoHO/jaTesibcTBa Poccuiickoit @eneparum, 1999, N 29, ct. 3699; 2020, N 52,
ct. 8577.

0) koz Ho30s0rHueckoi hopmel o MKB;

B) UCTOUHMK (uHaHcupoBanus (1 - demepanbHbIld OrOmKeT, 2 - OHKeT cybbekTa Poccuiickoi
depepanuu, 3 - MyHULUIIA/ILHBIN OFOKET);

r) pa3mep omiathl (1 - GecriatHo, 2 - 50%, 3 - uHOH %);

[l) CTpaxoBOM HOMep MH/MBH/Ya/JbHOTO JIMLEBOrO CYeTa TrpakJaHuHa B [TeHCHMOHHOM (QoHze
Poccuiickoit @epeparyu (npu Hammunn) (CHUJIC);

€) HoMep To/Kca 00s13aTe/TbHOTO MEeAULIMHCKOTO CTPaXOBaHHUSI.
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21. Tlpu mpocTaBlieHUM OTMETKH, YKa3aHHOH B noAnyHkTe 16 myHkTa 20 Hactosiero ITopsiaka,
petieniT B (popMe 37€KTPOHHOTO AOKyMeHTa TMOAINUCHIBAETCS YCUIEHHOM KBamU(UIIMPOBaHHOM
3JIEKTPOHHOM TIOATIMCHIO TIpejcenarenss WIX CeKpeTapsi BpaueOHOW KOMHMCCUU MeUI[UHCKOM
OopraHusaliuM, TIpU TPOCTaB/JeHMM OTMETOK, YKa3aHHbIX B ToAnyHkrax 17 u 18 mynkra 20
Hacrosijero [lopsiika, - YCWUJEHHbIMM KBalTU(PULIMPOBAHHBIMU 3/1IEKTPOHHBIMU TOANKCIMU
COOTBETCTBYIOIINX MEAULIMHCKUX PAOOTHUKOB.

22. Tlo TpeboOBaHMIO TAIIEHTa WM €r0 3aKOHHOTO TIPeACTaBUTeNsT OQOPMIISETCS SK3eMIUISp
perierita B (hopMe 37€KTPOHHOIO JJOKyMeHTa Ha OymMaKHOM HocuTesle C OTMeTKoM "[lyGnukart
3JIEKTPOHHOIO IOKyMeHTa".

II1. Yuet perjenTypHbIX 0/IaHKOB (3a HCK/TIOUEHHEM PeleNnTyPHbIX
0/1askoB 110 popme N 107/y-HIT " Crnenua/ibHbIA pelienTYPHbIH
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 OJIAHKH, TOJ/IEXKalle
yueTy), OCYILIeCTB/AsIeTCSI B JKypHajaxX ydyeTa, NPOHYMEDPOBaHHBIX, IPOLIHYPOBaHHbIX U
CKpeIl/IeHHBIX TMO/TMCbI0 PYKOBOJUTE/IS U Ne4aThi0 MeAULIMHCKOM OpraHr3aliii WK MOAIKCHI0
VH/JUBUyaIbHOTO NpeANpYHUMATe/Isl, UMEIOLLIero JIMLeH3UI0 Ha MeJULIMHCKYIO [esiTe/IbHOCTb.

24. JKypHan yueta pelientypHbix 6/1aHkoB ¢opmbl N 107-1/y comepxurt cieaytorye rpadbi:
1) Homep 10 TIOPSAJKY;

2) B pasgene "Tlpuxon':

a) flaTa perucTpanyu JOKYMeHTa, MOATBepP)K/JatoLero MoCTyIIeHUE;

0) HOMep | JjaTa JOKyMeHTa, MOTBEeP>KAAIOIIIero MoCTyrieHrne, HAaMMeHOBaHHe TI0CTaBILUKa;
B) oOIIlee KOJTMUECTBO MOCTYIMBIINX PELeNTYPHBIX 0/1aHKOB;

r) Gamunus, WHULMAIBI UMEHW M OTyecTBa (Moc/eqHee - TIPM HaIUUMWA) M TIOAMNMCH
OTBETCTBEHHOTO  MEJMIIMHCKOTO pPa0OTHWKA, TO/IyUYMBIIEr0 perenTypHble O/aHKH  OT
MOCTAaBIIHUKa;

3) B pa3gene "Pacxon’:
a) ZlaTa BbIZIAUM PELIeNITYPHbIX O/1aHKOB;
0) KOJIM4eCTBO BBIZIAHHBIX PEIIeNTYPHBIX 0JIaHKOB,;

B) (damwivs, WHULMAJbl MMEeHM U OoTuecTBa (TOCie/[Hee - MPU HAJWUMM) OTBETCTBEHHOI'O
MeUIIMHCKOTO PabOTHHKA, TIOTyUMBIIIETO PeLleNTypHbIe O/IaHKH;

T') TIOJTIMICh OTBETCTBEHHOTO MEe/IMIIMHCKOTO PAa0OTHHKA, TOTyUMBILIETO PeLeNTypHbIe O/IaHKY;

4) damunus, WHULMAIBI WUMEHM U oOTuecTBa (TOciefHee - TpU HaIUUMKW) M TIOATIMCh
OTBETCTBEHHOT'O MEUITMHCKOTO pabOTHHKA, BbIJJABIIIETO PEIIeNTyPHbIe OIaHKY;

5) OCTaTOK perenTypHbIX OJIaHKOB.



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

1) Homep 10 TOPSAJKY;

2) B pasgene "Tlpuxon'":

a) /laTa perucTpaLyu JOKYMeHTa, Mo TBeP KAaroLero MoCTyT/ieHne;

6) HoMep U JiaTa J0KyMeHTa, MO/ATBeP KA0LLero MocTyrieHre, HaMMeHOBaHHe MOCTaBLIUKa;
B) 0011]ee KOJTMUeCTBO MOCTYTHMBIINX PELeNTYPHBIX O/1aHKOB;

I') CepYUU ¥ HOMepa PeLieNTyPHBIX O1aHKOB;

1) KOJTMUeCTBO peLieNTyPHBIX O1aHKOB TI0 CepusiM;

e) daMunus, WHUIMANAbl UMEHM W oTuecTBa (TMOC/TeJHee - TPU HAJIUUUU) U TIOJIUCH
OTBETCTBEHHOTO MEJMLIMHCKOTO pPa0OTHWKA, TIOJyUMBIIEro perlenTypHble OaHKU  OT
MOCTaBILIMKa;

3) B pa3gene "Pacxop'":

a) Zlata BbIZAYM pPeLieNTyPHbIX O/1aHKOB;

6) cepuu ¥ HOMepa BbIZIAHHBIX PeIeNTYPHbLIX 0/IaHKOB;
B) KOJINUECTBO BBIZIAHHBIX PEIIENTYPHBIX 0JIaHKOB,;

r) damvunus, WHULMANAbl UMEeHW W OTdecTBa (TOC/efHee - TIPU HAAUUWMK) OTBETCTBEHHOTO
MeIULIMHCKOTO pPaboTHMKA, TIO/TyUHBIIIETO pelienTypHble O/1aHKY;

'Z[) MoAIKrCh OTBETCTBEHHOI'O MeIMLIMHCKOT'O pa6OTHI/IKa, IMoJ/IyuMBIIEr0 pelerTypHbIe 6JIaHKI/I;

4) damunus, WHULMAIBI MMEHUM W OTdecTBa (MOCiAefHee - TPU HAJWUUKA) U TIOATIMCH
OTBETCTBEHHOTO MEJMIIMHCKOTO pabOTHHKA, BBIZIABIIIEr0 PeLleNTypHbIe O/IaHKU;

5) OCTaToK perenTypHbIX 0JIaHKOB.

26. YueT perenrtoB, o(opM/IeHHBIX B (hOpMe 371eKTPOHHOIO [JOKYMEHTa, OCYLeCTB/SeTCS B
roCyAapCTBeHHOW MH(MOPMAIIMOHHOM cHcTeMe B cdepe 37ipaBooxpaHeHusi cyobekTa Poccuiickoi
@enepallui TOCPEJCTBOM BefleHUsI €AUHOT0 peecTpa peLenToB, O(OpMIeHHBIX B Qopme
3/IEKTPOHHBIX JJOKyMEHTOB.

IV. XpaHeHHe pelieNNTyPHBIX 0/IaHKOB (3a HCK/TIOUeHHEM
penenTypHbIxX 0yiaHKoB o ¢popme N 107/y-HII " CnenpiaibHbIN
penenTypHbIi 6/1aHK")

27. MeauLIMHCKKe OpTraHU3alyH TI0/TyYaroT HeoOXoArMbIe peLienTypHble 6/1aHKH, 0opMIIeHHbIe
TI/Il'IOl"paCl)CKI/IM CHOCO6OM, uepe3 TeppUTOpPHA/IbHbIE€ OPrdaHbl YIIPpAB/IEHWA 30PdBOOXPAaHEHUEM

WA OpraHU3al[iH, YIIOJHOMOYEHHbIe Ha 3TO OpraHaM{ WCIIOJIHUTEIBHON B/IaCTU CYOBEKTOB
Poccutickoit defepatiym.

28. PEHEHTYPHLIE 6J'IaHKI/I, rnogJjiexxaliye yuyeTty, XpaHATCd OTBETCTBEHHbBIM JIMLIOM, HA3HAY€HHBIM



PYKOBOZUTE/IEM MeAULIMHCKOM OpraHu3aliuM, B 3alvpaeMoOM MeTalauueckoMm Ikady (celide)
WU MeTaJlTueCKOM SIIITUKe.

29. VHpuBupayanbHbIM — TpelIpUHMMATe/b, UMEHIIWKA JIMLEH3UI0 Ha  MeJULUHCKYHO
JIesITeJTbHOCTb,  XpaHUT  peLenTypHble OnaHKW, TMojJjieXalljde yueTy, B 3allpaeMoM
MeTa/uTnyeckoM Kady (celide) iy MeTayInueCcKOM SILLHKe.

30. TIpoBepka COCTOSIHUSI XpaHeHUs], yueTa, (aKTUUeCKOro Ha/lWuMsi U pacxofid peLenTypHbIX
O71aHKOB, TOJ/IeXKAI[UX YUeTy, OJUH pa3 B KBapTaj OCYIIECTB/ISIeTCS KOMHUCCHeH, CO3/laHHON B
MeIULIMHCKOW OpraHu3aLyu.

31. PeuentypHble OsaHKH, odopmiseMble Ha OyMa)KHOM HOCHUTesle U TIOJJieXallie yueTy,
BBIJAIOTCS. MEJULMHCKUM pabOTHWKaM, WMEIOIMM TIpaBOo OQOpPMJIEHHS peLeNToB, 10
PacropspKeHKIO I7IaBHOTO Bpaya U/Iu ero 3aMeCcTUTe/Isl.

[TonyyeHHble peLleNTypHble OaHKU Ha OyMaXkKHBIX HOCHUTEISX XPaHATCS MeJUIIMHCKUMU
pabOTHUKaMU B TIOMeIIeHUsIX, 00eCIeurBaroIiuX UX COXPaHHOCTb.

32. [IporpaMMHO-TeXHHUUECKHE Cpe/ICTBa rOCy/lapCTBEHHbIX MH(OPMALJMOHHBIX CUCTEM B c(epe
3/lpaBOOXPaHeHMs], MEeJULIMHCKUX WH(POPMALMOHHbIX CUCTeM MeAWLMHCKUX OpraHu3alui
obecrieunBalOT XpaHeHHe 3JIeKTPOHHBIX pelenToB, O(OpMIeHHBIX B ¢oOpMe 3/eKTPOHHBIX
JIOKYMEHTOB B TeueHHe CPOKOB, YCTaHOBJIEHHBIX [/l XpaHeHHUsl peLleNToB, O()OPMJ/IEHHBIX Ha
COOTBETCTBYIOIIUX (JOpMax peLienTypHbIX O/ITaHKOB Ha OyMaXHOM Hocutene <10>.

<10> TIlognyHkr 5.2.169 Tlonoxenus o MunucrepctBe (CobpaHue 3aKOHOJATeTbCTBA
Poccurickont ®epepanuu, 2012, N 26, ct. 3526; 2021, N 43, ct. 7258).

Ilpunoocenue N 4
K npukazy MuHucmepcmea 30pasooxpaHeHust
Poccutickoti Pedepayuu

om 24 Hosbps 2021 2. N 1094H

®OPMA CIEIVAJIBHOTO PENEINTYPHOT'O BJIAHKA N 107/Y-HII

MMHMCTEPCTBO 3IPaBOOXPaHEeHUA Kon ¢opwmer o OKY]
Poccurickou Odenmepaumum MenounmHckasad IOKyMeHTalusa
dopma N 107/y-HII,

YTBEPXIOEeHHAad IPUKa30M
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MyHMCcTepCcTBa 3OpaBOoOXpaHe

HUS
WTaMIl MEeOMUMHCKOM OpITaHMU3aluM Poccumickonm denepaumum

or 24.11.2021 N 1094=

PELIEIT

" " 2 O

(DaTa BHIIMCKM peLenTa)
(B3pOCIE, IOEeTCKMM — HYXHOE NONUEPKHYTH)

damMmimusga, uMsS, OTUECTBO ([ocJelHee - I[PV HaJIMuuM)
naumMeHTa

BospacT

Cepusa M HOMEpP NOJMCa 00S3aTeJIbHOTO MEeIOMUMHCKOTO CTPaxOBAaHUS

HoMep MeIOMUMHCKOM KapTE

damMmiusa, uMsS, OTUECTBO ([ocJelHee - PV HaJIMuuM)
Jledamero Bpada (benpmmepa, akylLepKu)




IMloonuce M JMUYHaS IIedaThb Bpauda
(moonmucek OQesbaumepa, aKyllepKu)

M.
IT.
dammnmsa, wMMsS, OTUECTBO (IocjiemjHee - I[OpM HaJAMuMM) UM IOXON
MCBb
YIIOJIHOMOYEHHOTO JIMlla MeIMLMHCKOM OpTaHU3alLumu
M.
II.
OTMeTKa alTeudyHOM opTaHmu3aumMm o0 OTIyCcKe
dammnma, wuMsS, OTUECTBO (IocJemHee - OpM  HaJAMuMM) M HOAON
MCBb
paboOTHMKAa alTEYHOM OpITaHM3aluM
M.

IT.
Cpok InewmcTBHUA pelenTa 15 nHeM

Ilpunoxcenue N 5
K npuka3y MuHucmepcmea 30pagooxXpaHeHust
Poccutickoti @edepayuu

om 24 Hosbps 2021 2. N 1094H

ITOPAAOK N3I'OTOBJIEHVA, PACIIPEJE/TEHUSA,
PEI'MCTPALINNA, YUETA 1 XPAHEHUSA PELIEITTOB,
COAEPXAIIINX HASBHAYEHUE HAPKOTNYECKHUX

CPEACTB W/IN IICUXOTPOIIHLBIX BEHIECTB

I. ITopsiioK U3roTOB/IeHUs, pacIpeje/ieHUs crenyalibHbIX



peLienTypHbIX O1aHKOB o ¢opme N 107/y-HII

1. OpraHu3aiyio U3roTOBJeHUs M pacrpeziesieHusl perienTypHbiX 671aHkoB 1o ¢popme N 107/y-
HIT "CrnernuanbHblli pelienTypHbId OnaHK" (fanee - CreryagbHBIA perenTypHbId OaHK)
ocyljecTByisseT MUHUCTEPCTBO  3ApaBooxpaHeHuss Pocculickoit ®Penepauyu  (manee -
MuHHCTepCTBO).

2. CrnieLipasibHbIe pelienTypHble O1aHKU SIB/ISIFOTCS 3allUILleHHOM rourpadyiecKoii poAyKIei
ypoBHs1 "B", u3rorapivBaeMoii Ha Gymare po3oBoro ijBeta pasMepom 10 cM x 15 CM, JO/KHBI
MMeTb CEephuiI0 U HOMep, a TaKKe COOTBETCTBOBaTb TpeOOBaHWSM, yKa3aHHbIM B IIpHUKase
MunucrepctBa ¢uHaHcoB Poccuiickoit Pepepauun ot 29 centsiops 2020 . N 2171 "O06
yTBepKAeHnr TexHHuecKux TpeOOBaHUI U yCIOBUM W3rOTOBJIEHHMS 3allIMIEHHOW OT TMOAJE/I0K
nosirpayeckord MpoAyKLMU" (3aperucTpypoBaH MUHHCTEPCTBOM HOCTULMU Poccuiickon
Depepauun 16 Hosi6pst 2020 1., perucrpanponssiii N 60930).

3. B mensix opraHu3aiiiy U3roTOB/IeHUsI U pacTipe/iesieHys Criel[ia/ibHbIX PeLeNTyPHBIX 0/1aHKOB
MeJMLIMHCKYe OpraHu3aliiy, KJMeIolue T[paBO OCYILIeCTBAATh BblJauy peLienToB Ha
HapKOTUYeCKWe CpeiCcTBAa W/IW  IICUXOTPONHbIe BemlectBa cnvcka II  Tlepeuns wu
3aperucTpupoBaHHble B Poccuiickor ®esiepaliuu B KaueCTBe JIeKapCTBEHHBIX IperapaTtoB IS
MeJULIMHCKOTO TpHMMeHeHusi (fJanee  COOTBETCTBEHHO - MeJULMHCKasi OpraHu3aLus,
HapKOTMUeCKUM (TICMXOTPOIIHBIM) JIeKapCTBEHHBbIM IIperapar), COCTaB/IsSIOT 3asBKU Ha
perienTypHble O/IaHKH.

4. B cpok 10 1 okTs0pst TeKylero roja 3assBKM MeAUL[MHCKUX OpraHH3aluii Ha Crielfa/ibHbIe
peLienTypHble OJIaHKU MPe/[CTaB/ISIOTCS:

1) MeAWLMHCKMMU OpraHu3alysMM, HaXOASIIMMHCS B BeJeHUM (efeparbHbIX OpPraHOB
WCTIOJIHATE/IBHOW B/aCTH, - B COOTBETCTBYyHOLMe (pefepanbHble OpraHbl HCIOIHUTEIbHOU
B/IACTY;

2) MeAWLIMHCKUMM OpTaHM3alUsMU, HaxOAAIUMHUCSI B BeJeHUM CyOBeKTOB PoccuiicKoi
denepal, MeJUIMHCKUMH  OpraHW3alWssMd  MYHUIMIIATBHOM W YaCTHOW  CHCTEM
3[paBOOXpaHeHUsI - B OpraHbl UCIIOJIHUTEbHON BacTu cybbekToB Poccuiickoit dezmepaliiuu B
cdepe oxpaHbl 340POBbsI IPaXK/IaH, Ha TEPPUTOPUU KOTOPLIX OHU PACIIO/IOXKeHHI (Jjasiee - OpraHbl
HCTIO/THUTE/IbHOW B1acTH cyobekToB Poccutickoii deneparyn).

5. B 3asiBKe MeQMIIMHCKOW OpraHW3al[iM Ha CIel[ia/ibHble PellenTypHble O/IaHKK yKa3bIBalOTCS
cefymollye CBe/IeHus:

1) cBeeHMss 0 MeJULMHCKOM OpraHu3aliiy, MOAABIIeN 3asiBKy Ha CIieliia/ibHble pelLielTypHbIe
GnaHku (TIO/THOe HaUMEeHOBaHUeE, a/[peC MeCTa HaxOXKeHus);

2) KOMWYeCTBO CrelMarbHbIX peLeNTYPHbIX O/IaHKOB, W3PAaCXO[0BaHHBIX MeIULIMHCKON
opraHusanueil Ha 1 ssHBapsi Mpe/jiieCTBYIOLIEero rofa;

3) KOJIMYeCTBO CITel[Ha/IbHBIX PeleNTyPHBIX 0/1aHKOB, HEOOXOAMMbIX MeIUIIMHCKOM OpraHr3alun
Ha CJIeAYIOLUM o,

3asiBKa MeAUIIMHCKOM OpraHM3al[ii Ha CrelyasbHble perlenTypHble OaHK{A TOANMCHIBAETCS
PYKOBOZAUTE/IEM MEeAULIMHCKOM OpraHu3aliiM, KOTOPbId HeCceT MepCOHAa/TbHYH OTBETCTBEHHOCTb
3a 000CHOBAHHOCTH U JOCTOBEPHOCTh YKa3aHHbBIX CBEJEHHH.


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=375762#l2

6. ®denepasbHble OpraHbl HWCIOTHUTENILHOM B/IAaCTH, B BeJeHUH KOTOPBIX HaxO[ATCs
MeIULIMHCKUe OpraHu3aliuu (Janee - defiepanbHbie OpraHbl UCTIOTHUTETLHON B/IaCTU), M OPTaHbI
WCTIOJTHUTE/IbHOM  BiacThd cyObekToB Poccuiickoii Penepaijid Ha OCHOBAaHMM  3asiBOK
MEIUIIMHCKUX OpraHW3aliii Ha CIlel[dajibHble peLenTypHble O/aHKU (OPMHUDPYIOT CBOJHbBIE
3afBKM Ha CrielldajbHble peLlenTypHble O/aHKW W B CPOK [0 1 fekabpsi Tekylero roja
TIpe/[CTaB/ISIFOT UX B MUHUCTEPCTRO.

7. B cBopHOW 3asBKe Ha CIIeljMajbHble peLenTypHble OMaHKM YKa3bIBAalOTCS CJIeYIOIIe
CBeJIeHUs:

1) cBezieHus o peepasLHOM OpraHe UCTIO/IHUTEBHOM BaCTU (OpraHe WCTIOTHUTE/TLHOM BAaCTH
cyowekta Poccuiickoit ®Pepepaiiiu), MpeACTaBUBIIEM CBOJHYIO 3asBKy Ha CIieljda/ibHbie
pelLienTypHble 0/1aHKU (TTOJTHOE HAMMEHOBaHUe, ajipec MeCcTa HaXOXK/eHHs);

2) KOJTMUeCTBO CTelabHbIX PeleNTypHBIX 0JIaHKOB, pacIipe/ie/ieHHbIX (helepaibHbIM OpPraHOM
HCTIOJTHUTE/IbHOM B/IaCTH (OPraHOM UCIIOJIHUTEIbHOM BiacTh cyobekTa Poccutickoii @esepariym)
Ha 1 siHBaps Mpe/lieCTBYOIIEro rojja MeXx1y MeJULIMHCKUMU OpraHr3aLysIMuy;

3) KOMMYeCTBO CrelyalbHbIX pPeLeNTypHbIX OaHKOB, HEOOXOAWMBIX (enepasbHOMY OpraHy
WCTIO/THUTE/ILHOW BIaCcTH (OpraHy MCIIOJHUTEIbHOM B/lacTu CyObekTa Poccuiickoit ®enepariiyum)
Ha C/IeAyIOLLMI To/ AJ1s1 pacripesiesieHUst MeXXAy MeIULIMHCKUMU OpraHu3aLysiMu;

4) cBefieHUs O TIO/IBeJJOMCTBEHHOM OpraHu3aliuM, YIOJHOMOUeHHOH (e/epasbHbIM OpPraHOM
WICTIO/THATE/ILHOW BIAaCTH (OpPraHOM UCIIOJTHUTETbHOM BlacTh CyObekTa Poccuiickoii ®esepariyn)
OCYIIeCTB/IATh TIOJIydeHUe CIiel[da/ibHbIX PpeLeNTYyPHbIX O/aHKOB OT MWHHMCTEPCTBa, UX
XpaHeHWe W Bblayy MeJULMHCKAM OpraHu3aiusMm (MOoJIHOe HauMeHOBaHue, ajpec MecTa
Haxoxaenusi, MTHH/KIITT, OKTMO opranuzaijuu, akTriueCcKuii afipec MoCTaBKH).

8. Ha ocHOBaHMM TIOMyuUeHHBIX CBOJAHBIX 3asBOK Ha CIlelMajibHble peLenTypHble OyaHKH
MUHHUCTEPCTBO €XerofHO B CPOK A0 15 siHBaps ciieayroiero roga (GopMupyeT U YTBepXKJaeT
TUIaH pacripe/iesieHusl CrieldaibHbIX PerenTypHbIX O/laHKOB, B KOTOPOM OTPa)KaeTCsl TOZAOBast
norpebHoCTh Poccuiickoit ®Peziepaliiii B CIiel[Ha/ibHBIX perlenTypHbIX O/aHKax (Jasee - TulaH
pacnpeziesieHus MUHKUCTepCTBa).

9. B niane pacripesiesienyss MUHHUCTepPCTBaA yKa3bIBalOTCA C/IeyHOLUe CBeeHU:
1) MopsiIKOBBIN HOMED 3aMucCH;

2) HauMeHOBaHMWe (eJepasbHOrO OpraHa MCIOMHUTeNBHOW BIacTH (OpraHa HCIOHUTETLHON
BracTu cyowekTa Poccuiickoit deneparivin), peiCTaBUBIIEr0 CBOJHYIO 3asiBKY Ha CIel[ia/ibHbIe
perienTypHble O/1IaHKHY;

3) HeoOXOMMOe KOTMYeCTBO CIeL[HaTbHBIX PeLleNTyPHBIX OJIAHKOB.

10. HampaBneHne  creluasbHBIX  PELENTYPHbIX  OnMaHKOB  (efepasbHBIM  OpraHam
WCTIO/THUTEJ/IbHOW B/IaCTH, OpPraHaM MCIIOJIHUTeTbHOM BiacT cyobekToB Poccutickoit depepatiiu
ocylecTs/sgseTcs MUHUCTEpCTBOM B KOIMYeCTBe, IMPeAyCMOTPEHHOM IIJIAHOM pacrpefe/ieHus
MuHucTepCTBa.

11. MUHHUCTEPCTBOM [IOTIOJIHUTE/IBHO K KOJMUECTBY CHElUabHbIX peLeNTYPHbIX O/1aHKOB,
NpelyCMOTPEHHOMY I1JlaHOM pacrpefiesieHusi MuHucTepcTBa, (opMUpyeTCsi pe3epBHbIM 3arac
CrelabHbIX PeIeNTypHBIX OJTaHKOB B KOJIMUECTBe, He TipeBbimatorieM 150 000 crierjuanbHbIX



perenTypHbIX 0JIaHKOB.

12. B ciydae yBenmuueHUsi OTPeOHOCTU B CIieL[Ma/IbHBIX pelienTypHbIX OnaHKax (eiepanbHbie
OpraHbl WCTIOJTHUTE/ILHOW BAacTH (OpraHbl WCIIOJHUTEBHOM BiacTh CyObekToB Poccuiickoit
®desepali) HarpasAsgiOT B MUHUCTEPCTBO CBOZHbIE 3asiBKM Ha [IOTIOTHUTETbHOE KOIMUeCTBO
CreLa/bHbIX  peLenTypHbIX OaHKOB (C  0OOCHOBaHWEM yBeIMUYeHHs TOTPeOHOCTH B
CrieLMasibHbIX peLeNnTypHbIX OslaHKaxX), KOTOpble TpejoCTaB/stoTCs MUHUCTEPCTBOM U3
pe3epBHOTO 3ariaca CriejaabHbIX peLleNTypHbIX OTaHKOB.

13. ®epepanbHble OpraHbl HWCIOJHUTENBLHONM BAAacTU (OpPraHbl MCIOHUTEIBHOM BJ/IACTH
cyonekToB Poccuiickoit ®efepaliii) pacripeesisitoT MoJyueHHbIe CIelialbHble pPerenTypHbIe
OMaHKU MeXAy MeIULIMHCKMMH OpraHu3allisiMM Ha OCHOBAaHWHW IUIAHOB pacIipefieieHus],
Cc(hOpMHPOBAaHHBIX B COOTBETCTBUM C 3asiBKAMU MeJUIIMHCKHUX OpraHW3allii Ha CrieljyaibHble
perenTypHble O/IaHKH.

I1. ITopsaok perucrpanyy, yuera U XpaHeHHUs ClieliaJIbHbIX
penenTypHbIX 01aHkoB o ¢opme N 107/y-HII

14. MuHUCTepCTBO, WHbIe (PefepasbHble OpraHbl HCIOJHUTE/NBHOM B/IaCTU U OpraHbl
WCTIOJTHUTE/ILHOW ~ BiacTH  CcyObekToB Poccuiickoli  ®esepalii  OpraHM3ylOT —XpaHEHHe
CriellMaibHbIX pelienTypHbIX O/IaHKOB B TO/BEJOMCTBEHHBIX OpraHW3aliisiX, yTOJHOMOUYeHHbIX
OCYIIIEeCTB/IATh TIOJyUeHHE CreldalbHbIX pEeLeNTypHbIX O7aHKOB OT MUHHUCTEPCTBA, WX
XpaHeHue U BblJjauy MeJMLIMHCKUM OpraHu3alysM (Jasee - yroJHOMOYeHHast OpraHu3arys).

15. B ymnosHOMOYEHHOW OpraHu3alMd W MeJULIMHCKOM OpraHu3aluM, MO/yurBILIen
crielldasibHble  pelienTypHble O/laHKW, OpraHU3yeTcsl PperucTpauys, yueT U XpaHeHHe
CrelMabHbIX PeleNTypPHBIX 0/1aHKOB.

Peructpanusi, yueT W XpaHeHHMe De3epPBHOrO 3araca CIIeLHaJbHbIX PpereNnTypHbIX 0/1aHKOB
MuHHCTEPCTBA OCYILIECTB/IsIeTCS eJeparlbHbIM FOCYAapCTBEHHBIM OFO/PKETHBIM yupeX/eHHeM,
HaXO[sAIIMMCS B BefleHMM MMUHHUCTEPCTBA (faslee COOTBETCTBEHHO - Ppe3epBHBIM  3ariac,
TO/IBEJOMCTBEHHOE YUpeX/eHue).

16. PaboTHMK, Ha3HaAUeHHbIM TIPUKA30M DPYKOBOJUTE/s] YIIOJHOMOYEHHOW oOpraHu3aluu
(YOTHOMOUEHHOM OpraHu3alyy, IO/JBEeJOMCTBEHHOIO YUpeX/eHHUs])) OTBeTCTBEHHbIM 3a
perucTparyio, XxpaHeHre 1 y4eT CrielidalbHbIX pelielTypHbIX O/1aHKOB (f1ajiee - OTBETCTBEHHBIN
pabOTHMK), Ha OCHOBaHWM JIOBEPEHHOCTH, O(OPM/IIEHHOM B TIOpsiiKe, yCTaHOBIE€HHOM
3akoHozarenbcTBOM Poccuiickort ®Pesepaniuu (C MOANMCHIO PYKOBOAUTE/ST YTIOTHOMOYEHHOM
opraHusaluy (yroJHOMOUEHHOM OpraHu3alyy, IOZBeJOMCTBEHHOIO YYpeXX[eHHs), [JIaBHOrO
OyxrasTepa, 3aBepeHHBIX KDPYIJION TeyaThbio), MOyYaeT CIeljasibHble pelenTypHble OaHKUA U
OCYIIeCTB/IsIeT BeJleHHe )KypHasla PerdCTpaljiy U yJyeTa CrelyalbHbIX peLleNTypHbIX O/1aHKOB, K
KOTOpOMY TIpHOOIIiaeT ¢oTo- U (WIM) BUeOMaTepuasbl, TIOATBEPXKJaron[e GakT oQopMIeHHs
peLIenTypHbIX O/IAHKOB Ha /IoMY (TIPU HaTMUMH).

17. JKypHan perucTpauydd M yueTa CIel[MajbHbIX peLeNTypPHbIX O/aHKOB [IO/DKeH ObITh
MPOHYMEpPOBaH, TPOLIHYPOBaH, HKMeTb Ha TMOCAe[Held CTpaHMlle 3alMCh, COZEp Kallyro
KOJTMUECTBO CTPAHMUL], TOJHOe HauMeHOBaHMe YIIOJTHOMOUEHHOW opraHu3auyu (MeJulIMHCKON
OpraHu3aliy, NoABeJOMCTBEHHOTO YUPeXX/IeHus), a TAK)Ke CKPeIUIeH MOANMChI0 PYKOBOAUTES U



reyaTbl0 yIOJIHOMOYEHHOM oOpraHvsauuu (MeJWLMHCKOM OpraHv3aluM, IOZBeSOMCTBEHHOIO
yupexxzieHus).

JKypHan peructpauuy W ydera CIeLMaJbHBIX PperenTypHbIX OaHKOB pe3epBHOTO 3araca
MuHHUCTepCTBa CKpeIuIsieTCsl TakKe TMOANUCHI0 AupekTopa (B C/yyae ero OTCYTCTBUSI -
3aMeCcTUTessl JupeKTopa) [ernapramenTa peryMpoBaHust 00pareHus 1eKapCTBeHHBIX CPe/ICTB U
MeIMLIMHCKUX U37ie/iuii MUHKUCTepCTBa 1 neyaTbio MUHKCTepCTBa.

18. B KypHajie perucTpalyii W yueTa CIeIMajbHbIX PereNTyPHbIX OaHKOB YKa3bIBalOTCS
C/leiyIoLIMe CBe/leHUs:

1) nopsiKOBBIM HOMEp 3auCy;

2) IpUXOJ, CTieLIMa/IbHBIX PeLeNTYPHBIX 0/1aHKOB:

a) PEKBU3UTHI U [laTa PeTUCTPALIUY TIPUXOAHOTO JJOKYMEHTa;

0) ob11iee KOJTMYECTBO TTOCTYITHUBIIMX CTEIJUA/IbHBIX PELIeNTYPHBIX 0/ITaHKOB;

B) Cepusi U HOMeD CIeliaabHOTo peLienTypHOro 6/1aHKa;

I') KOJIMUeCTBO CIeIUabHBIX PeLeNTypPHbIX OIaHKOB 0 KaXK/|0W Cepuy;

) hamunust, Mst, 0T4eCTBO (TIOC/IeIHEe - TIPU HAaJTMUWK) U TTO/ITUCh OTBETCTBEHHOTO PAaOOTHUKA;
3) pacxop crieliMabHbIX PeLeNTypHbIX 0/IaHKOB:

a) laTa BbIJAUM CIeL[Ua/IbHBIX PeLeNTyPHBIX O/IaHKOB;

0) cepuu 1 HOMepa BbIJJaHHBIX CIelMaIbHBIX PELeNTYPHbIX 0/1aHKOB;

B) KO/JIMYeCTBO BBIJAHHBIX CIIelIMa/IbHBIX PeLEeITyPHBIX 0/1aHKOB C YKa3dHHWEM B CKOOKax
KOJ/IMUEeCTBA CIIeqha/JIbHBIX PeLEeNTYPHBIX 6JIEIHKOB, BbBIJAHHBIX IJIA OQ)OpM]'IEHI/IH Ha OMY;

r) damwivs, uMs, OTUeCcTBO (TIOC/ieiHee - MPU HaIUUKMK) U TIOJIUCH JIUIA, TOYYUBILIETO
CrieLMasibHbIe peLienTypHble O/1aHKY;

,[[) KO/IM4UeCTBO Crieqrd/JIbHbIX PELIeNTYPHBIX 6]'[aHKOB, O(i)OpMI[eHHbIX Ha JOMY;

e) ¢gamwius, umsi, oT4ecTBo (TIOC/iefiHee - TIPU HAAWMUMK) M TIOATUCH JKIa, O(OPMHBIIIETO
CrieLidasibHbIe pelLlenTypHble O/1laHKU Ha ZIoMY;

4) dhamunusi, uMsi, 0TUeCTBO (TIOC/IejHee - TIPU HaJIMYMK) U TTOATMCh OTBETCTBEHHOTO PAaOOTHUKA;
5) OCTaTOK CIelMajbHbIX PeLleNTypPHbIX OTaHKOB.

19. CrenanbHbIA PeLieNTYPHbIA OMaHK SIB/ISETCS JAOKYMEHTOM CTPOTOM OTUETHOCTH. 3ariac
CrieLlMasbHbIX peLenTypHbIX ONaHKOB B MeAWI[MHCKOM OpraHu3alyd J0/DKeH XPaHWUThCS B
CrIeL[iabHbIX TIOMEIeHUsIX, celiaXx WM B CIIE[MaJbHO HM3TOTOBIEHHBIX MIKadax, 0OUTHIX
OLIMHKOBaHHbIM JKeJle30M, C Ha/le)KHbIM BHYTPeHHUM WIA HaBeCHBbIM 3aMKOM.

[Tomerrienusi, cefidpl, mKapbl, B KOTOPbIX XPAHSATCS CIeLMajbHbIe pelLlenTypHble OIaHKH,
JO/DKHbI OBITH 3aKpbIThI Ha 3aMKM M II0C/le OKOHYaHUSI pabOThl OmeyaTaHbl IeYyaThio
YTIOJTHOMOUEHHOW OpraHu3aluy (MeAUL[MHCKON OpraHu3alui) Wiv OTUIOMOUPOBAHBI.

20. B MegUIIMHCKUX OpraHM3allMsX 3arac CrerragbHBIX PelLeNTyPHbIX O/IaHKOB He J0JDKeH



TMIPEeBBIIIATh TO/[OBOM MOTPEOHOCTH.

21. Pa3permiaercsi BbIJaBaTh MeAWLMHCKOMY pabOTHHKY, WMeloleMy TIpaBO Ha3HayaTh
HapKOTUYecKre (TICMXOTPOITHBIE) JIeKapCTBEHHbIe TIperiaparhl, eQMHOBpeMeHHO He Oosee
[IBa/ILIATH CTieliabHbIX PeLeNTypHbIX 01aHKOB.

MeuiyHCKe pabOTHUKHM, BBIMKMCHIBAIOL[HME peLIeNThl Ha HAapKOTHUeCKue (TICUXOTPOITHBIE)
JleKapCTBeHHbIe TpernapaTbl, HA OCHOBAaHWU TPUKa3a PyKOBOJAWTENS MeAULIMHCKOM OpraHu3alyy
HEeCyT JIMYHYI0 OTBETCTBEHHOCTh 3a COXPAHHOCTb MOJYUEHHBIX CreluabHbIX PeLenTypPHbIX
OnankoB. CriellManbHble peLeNTypHble OaHKW, TOMyYeHHble MeJUIIMHCKAM pabOTHHKOM,
XPaHATCS TI0J], 3aMKOM B cetidax, MeTa/uinuecKrx 1kadax Uik MeTalJTMueCcKuX siuKax.

22. B MeauIIMHCKOM OpraHv3aluM CO3ZaeTCsl MOCTOSTHHO JEeUCTBYHOIAasi KOMUCCHS], KOTOpasi He
pexxe 1 pa3a kBapTaii (T10 pellieHHI0 PYKOBOAUTES] MeAULIMHCKOM OpraHy3aljii BO3MOXKHO Yallle)
OCYLLeCTB/IsSIeT TPOBEPKY COCTOSIHUSI DPErucTpalydd W ydeTa CIeLMa/JbHbIX peLienTyPHbIX
671aHKOB, B TOM UHC/Ie TyTeM CBepPKU 3arvceli >KypHasla pPeruMcTpalid M ydeTa CIiel[dabHbIX
peLIenTyPHbIX O/IaHKOB, C (DaKTUUeCKUM Ha/JW4YveM CreluaabHbIX DPelLeNTyPHbIX O/IaHKOB, a
TaK’)Ke TIPOBEPKY COCTOSTHUSI XPaHeHUsI CTiel[daIbHbIX PereNTyPHbIX O/laHKOB.

[To pe3ysnbTaTaM MNpPOBEPKU B >KypHasjae PEerucTpaliui W yueTa CreluabHbIX peLienTypPHbIX
O7aHKOB [le/laeTCsl 3amMcCh O pe3ysbTaTax IIPOBeleHHs] CBePKHM [laHHbBIX, 3aKperieHHast
TOJANUCSIMU BCEX U/IEHOB KOMUCCHU, WU CO3/1aeTCs CrieljuaibHbIA aKT MPOBEPKHU.

23. ®enepanbHble OpraHbl MCIIO/JHUTENbHON B/IACTU W OpraHbl HCIOJHWUTE/BHOW BIaCcTH
cyonrekToB Poccuiickoii deziepaliii OCyIeCTB/ISIOT KOHTPOJb 3a OpraHM3aliyeil perucTparyy,
yueTa ¥ XpaHeHHs CIelManbHBIX PereNnTypHbIX 0/IaHKOB B YIIOJTHOMOYEHHBIX OPraHU3alUsX U
MeIULIMHCKUX OpraHU3alysiX.

24. Bpljaua crielMasbHBIX PeLenTypHbIX O/IaHKOB W3 pPe3epBHOrO 3araca MMHHUCTePCTBa
(denepanbHbIM OpraHaM HCIIOJTHUTE/NBHOM BaCTU W OpraHaM HWCIO/IHUTE/NbHOM B/IAaCTH
cyobektoB  Poccuiickoit ~ Pefeparu  OCYIIeCTB/ISIETCS  OTBETCTBEHHBIM  PabOTHUKOM
TO/IBEJOMCTBEHHOTO YUPEXKJeHUss Ha OCHOBAaHWM pellleHuss 00 OTMyCKe CrelyaabHbIX
peLenTypHbIX O/aHKOB, 0()OPMJIEHHOTO B BU/E NMUChMa, MOAMMCAHHOTO AUPEKTOPOM (B Clyuae
€ro OTCYTCTBUs - 3aMeCTUTe/ieM /Jupekropa) J[lemapTameHTa peryivMpoBaHHs oOOpalieHus
JIeKapCTBEHHBIX CPeJCTB U MEAULIMHCKUX M3ennid MuHuCTepCTBa.

[TpoBepka esaTeIbHOCTH MOABELOMCTBEHHOIO yUPeXXAeHUs TI0 PerucTpaLlm, YUeTy U XpaHeHUIO
pe3epBHOrO0  3amaca  OCYyIIecTB/seTcss  JlermapTaMeHTOM — pery/iuMpoBaHusi — oOpalljeHust
JIEKapCTBEHHBIX CPeCTB U MeAULIMHCKUX U3Jenuii MuHucTepcTBa 2 pasa B rof He no3zaHee 20
yucia Mecsla, CaeyroLero 3a UCTeKIIUM [10yTO4ueM.

Ilpunoscenue N 6
K npukazy MuHucmepcmea 30pagooxpaHeHust
Poccutickoti ®@edepayuu

om 24 Hosbps 2021 2. N 1094H



ITPABNJIA O®OPMJIEHVA PEINIEIITOB,
COAEPKAININX HASHAYEHWE HAPKOTNUYECKUX
CPEJCTB WIN IICUXOTPOIIHBIX BEHIECTB, B TOM
YNCJ/IE B ®OPME JJIEKTPOHHBIX JOKYMEHTOB

I. OdopmiieHne penerita Ha OyMa)KHOM HOCUTeJIe

1. Ha penenrtypHbix 6mankax ¢opmel N 107/y-HII B 1eBoM BepxHeM YTy IPOCTaB/ISITCS IITAMIT
MeJULMHCKOM OpraHM3alliy C yKa3aHWeM ee IOJIHOIO HavMeHOBaHus, ajpeca U TejedoHa C
[laToOM BBIMUCKU (Z1aToi 0opM/IeHHs) peLieNnTa Ha JleKapCTBeHHBIH perapar.

Perjenitypuble 6maHku ¢opMbl N 107/y-HIT M3roTaBIMBarOTCS MCK/IIOUMTE/LHO THIOrPa(CKUM
crocobom.

2. Ha peuentypHbix OsaHKax, O(OpMJIsieMbIX WHAWBHAYaTbHBIMU TIpeJIPUHUMATEISIMH,
VMIMEIOLMMHU JIMLIEH3UI0 Ha MEeJULIMHCKYIO [1esITeJIbHOCTh, B BEPXHEM JIEBOM YTy THUIOrPa()CKuM
CrocoboM WM TyTeM TPOCTaB/IeHUs LITaMMa AO/DKeH ObITh yKa3aH afpec WHAWBUAYaIbHOTO
rpeJIIpUHUMaTesiss, HOMep Y Jara JIMLeH3MY, HauMeHOBaHre OpraHa rocy/lapCTBeHHOM B/acCTH,
BbI/IaBLIEro JIULEH3UIO0.

3. Penjentypuble OmaHku dopmel N 107/y-HIT 3amonHstOTCS MeIUIUHCKAM PabOTHUKOM
YepHU/IaMU W/ LIaPUKOBOU PYUYKOH.

4. [omnyckaercsi o¢dopMmyieHHMe BCeX pEeKBHU3WUTOB (3a MCK/IOYeHHMeM pekBu3uTta Tlognuck
neyartiero Bpaua (MOAMHMCH (esbAIIepa, akKylepku)") peLenTtypHbix 061aHkoB ¢opmbl N 107/y-
HIT ¢ ucrionb3oBaHyeM nevaTaroyx yCTPOUCTB.

5. B penentypHom 6manke ¢dopmel N 107/y-HIT B crpokax "®amwivs, WMs, OTUECTBO
(mocnemHee - TIpU HaMMUMK) MauyeHTa" U "Bo3pacT” yka3bIBalOTCSl TIOMHOCTBIO (PaMUIHUS, UM,
oTuecTBO (TIOC/IeIHee - IPU HA/IMUMK) MaljueHTa, ero Bo3pacT (KOJIMYeCTBO TOJIHBIX JIeT).

omycTrMOo yKa3aHHe AaThl pOKJEHHS MaljfeHTa.
6. B peuenitypHom 671anke ¢opmbl N 107/y-HIT:

1) B cTpoke "Cepusi 1 HOMep I0JIHCa 00sI3aTeTbHOTO MEAULIMHCKOTO CTPaXOBaHUs" YKa3bIBAeTCS
HOMep IM0JTica 00s13aTe/TbHOTO MeJULIMHCKOTO CTPAX0OBaHUs MarjeHTa (Mpy Ha/TUuuH);

2) B cTpoke "Homep MeJUIIMHCKOM KapThl" yYKa3bIBaeTCs HOMepP MeAULIMHCKOW KapThl Mal[ueHTa,
TMO/TYYaroI[er0 MeJWLMHCKYIO0 TIOMOIIb B aMOy/aTOPHBIX YC/IOBUSIX, WA WCTOPUH Oome3HU
TMalyeHTa, BBINMKUCHIBAEMOr0 U3 MeJULMHCKOM OpraHu3aLvy;

3) B crpoke "®damunusi, uMs, OTUecTBO (TOC/AeAHee - TPWM HaJIUUMHK) Jiedallero Bpaya
(benbamepa, akyiiepky)" yKasbIBaeTCsi TOJHOCTBIO (paMuusi, UMsi, 0T4eCTBO (TIOCiejHee - TIpU
Hamuuy) Bpada (denbaiiepa, axyllepku), BbLIIMCABIIEro peLieT Ha HAPKOTUYeCKUi
(MICUXOTPOMNHBIN) JIeKapCTBEHHbIM Mpernapar.

7. B rpade "Rp" peneritypHoro 6anka ¢opmbl N 107/y-HIT ykassiBaetcs:



1) HavMeHOBaHMe JIeKapCTBEHHOIO  Ipernapara (MeX/yHapoJHOe  HelaTeHTOBaHHOe
HauMeHOBaHue, IPYIIIMPOBOYHOE WM XUMHUUeCKOoe HaMMeHOBaHWe, TOProBOe HaMeHOBaHHe) Ha
JIAaTUHCKOM SI3blKe WM Ha PYCCKOM s3blKe, (OpMa BBIMYCKa, [03UPOBKA, KOIMUYECTBO
(yKa3bIBaeTCst IPOMKCHIO Ha perientypHoM OmaHke ¢opmbl N 107/y-HIT);

2) criocob mpuMeHeHUsI JTeKapCTBEHHOTO TperapaTa Ha roCy/lapCTBeHHOM si3bike Poccuiickoid
®desrepaliy WM Ha TOCYapCTBEHHOM si3bIKe Poccuiickoii Pesiepaliui U roCyiapCTBEHHOM SI3bIKe
pecriyO/MK 1 MHBIX si3bIKaxX HapogoB Poccuiickoit Pefeparmm <1>.

<1> Yactp 1 crarbu 15 3akoHa Poccuiickoii @eneparyu ot 25 okts6ps 1991 . N 1807-1 "O
s3blkax HapofoB Poccuiickort @epepauuu” (manee - 3akoH N 1807-1). (Begmomoctu cwe3na
HapopHbix genyratoB PCOCP u BepxosHoro Cosera PC®CP, 1991, N 50, ct. 1740).

8. Tlpu odopmieHHM peLenTypHbIX OJIaHKOB 3arpeljaeTcss OrpaHUYMBaThCS — OOIIUMU
yKasaHusaMu, Harpumep, "BHyTpeHHee", "/3BecTHO".

9. IIpu odopmaeHnn naiyeHTy perjentypHoro 6m1anka ¢gopmbl N 107/y-HIT Ha HapKOTHYeCKUi
(TICUXOTPOMHBIN) JIeKAPCTBEHHBIM TperapaT B paMKaX OKa3aHWs MeAMLIMHCKOM TOMOIIU TIpU
oripe/ieieHHOM 3ab0/ileBaHUM TaKOU peLieriT 3aBepsieTCs:

1) moAMMChI0 ¥ IMYHOM TevaThio Bpaya 100 MoANHCEI0 desbamiepa (aKyLepKn);

2) meyaTbl0 MeJUIIMHCKOW OpraHu3al[uH, MO0 CTPYKTYPHOTO TOApa3/e/ieHus MeAULIMHCKON
opraHuzaimu "[Ins  penentoB”, KoTOpasi MpOCTaB/AsSeTCS JIMLIOM, YIOJHOMOYEHHbIM
DYKOBOZUTE/IEM MeJUIIMHCKON OpraHv3alvd C yKa3aHueM (aMuauM, WMeHH, OTuecTBa
(mocnesHee - MpU HaJIMUKK) U TPOCTAB/IEHHEM €ro JIMYHOM MOAIHCH.

B cnyudasx HeoOXoguMOCTH OQOPMJIEHUs pellerTa Ha HapKOTUYEeCKHH (TICMXOTPOITHBIN)
JIeKapCTBEHHBIM Mperapar Ha JJOMy B paMKax OKa3aHWs MasyIMaTUBHOM MeJULIMHCKOM MOMOIIU
JIOMyCKaeTCs1 TpeJBapuUTe/IbHOe 3aBepeHre peLenTra LITaMIIOM MeJULMHCKOM OpraHu3aluy,
MeyaTbi0 MeWLMHCKOM OpraHu3alyy JIM0O CTPYKTYpHOTO TIOZipa3zesieHusl MeJULIMHCKON
opranuszaimu "[lng  peuenTtoB"”, KOTOpasi TPOCTAB/ASETCS  JIULIOM, YIOJIHOMOUEHHbIM
DYKOBOAUTE/EM MeAULIMHCKOM OpraHu3alyy, C YyKa3aHueM ¢aMuind, HWMeHH, OTuecTBa
(mocnegHee - MpU HaJMUWMW) W TPOCTAB/IE€HUWEM ero JIMYHOW mogmnucu. [Ipu 3TOM B >KypHase
perucTpanyy 1 yueta pelienTypHbIX OJITAHKOB B COOTBETCTBUM C [1OpSIKOM perucTparyy, yuerta
M XpaHeHUs CIeI[Ua/IbHBIX PeIeNTypHbIX OJIAHKOB HAa HAPKOTMUECKHWEe CpeJACTBA WU
TICUXOTPOTHbIE BeleCTBa, YTBEP)KAEHHBbIM HACTOSILIMM IpPUKa30M, Je/laeTcsi OTMETKAa O €ero
Bbljlaue 7iyisi OOPMJIEHUsT Ha JIOMY, a TaKKe OTMETKa, yAO0CTOBEpeHHas TIOAIMChI0 Bpaya 0o
denpamepa (akyiiepku), oOpPMHBIIETO pelenT, 0 (akTe ero oopmieHUsi, KOTOPbIA MOXKeT
OBbITb ZIOTIOJTHUTETLHO MOATBEPXXeH (POTO- U (UIHM) BUeOMaTepHaaMH.

B crtpoke "OTMeTKa anTeyHOW opraHu3arud 00 OTMycKe" CTaBUTCS OTMeTKAa amnTeuyHOun
opraHu3aiui 006 OTMycKe HApKOTHYeCKOro (TCHXOTPOMHOI0) JeKapCTBEHHOro mperapara (C
yKa3aHVeM HavMeHOBaHMs, KO/JMYecTBa OTIYILEHHOIO HapKOTUYeCKOro (MCHMXOTPOMHOIO)
JIeKapCTBEHHOTO TIperiapaTa M JaThbl ero OTIyCKa), KOTopasi 3aBepsieTCsl TIOAIMChI0 paboTHUKA
anTeyHoW OpraHu3aluy, OTIYCTUBILErO0 HApKOTUYeCKUW (TICUXOTPOIHBIN) JieKapCTBeHHbIN
rpernapar (C ykasaHueM ero (pamuiny, UMeHH, OTuecTBa (Moc/aeHee - MPU HaIUUMM), a TaKkKe
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KPYIJIOM TleyaTbl0 anTeyHOW  OpraHu3alid, B  OTTUCKe KOTOPOW  [JO/DKHO  OBITh
WAeHTU(PULIMPOBAHO TIOJTHOe HauMeHOBaHWe anTeyHoW OpraHu3aliui.

10. Ha opHom penentypuom Onanke ¢opmel N 107/y-HIT pa3pelaercsi OCyIeCTBIISTH
Ha3HayeHue TO/IbKO OJHOI0 HAaMMeHOBaHUs JIeKapCTBeHHOIO Iiperiapara.

11. VicripaBiieHus B peLjenTe He [JOIYCKarOTCSL.

I1. Odopmiienue perenta B (hpopMe 3/1eKTPOHHOIO0 JOKYMeHTa

12. Peneni'T B pOpMe 3/1eKTPOHHOT'O JOKyMeHTa, TIOANMUCAHHOT0 YCHU/IeHHON KBaIU(ULIMPOBaHHOU
3JIEKTPOHHOM TIOANHUCHIO, (DOPMHUPYETCS MeAULMHCKUM DPAaOOTHUKOM, CBelieHHWs O KOTOPOM
BHeCeHbl B (pefiepasibHBbIA PErvcTp MeJUIMHCKUX PAabOTHUKOB <2>, a TakKXKe IPU YCIOBUM
pervcTpalvi MeJWLMHCKOW OpraHv3aliid, B KOTOpPOMl odopmiisieTcs pelenT, B (dedepaabHOM
peecTpe MeAULIMHCKUX OpraHu3alui <3> eJMHOW roCyiapCTBeHHOM MH(OPMAI[MOHHOW CUCTEeMBbI
B cdepe 31paBOOXpaHeHUs U TOAK/IIOUEHUS] TakoW MeAMLIMHCKOM OpraHu3alud K
rocyzilapcTBeHHOM MH(pOPMALIMOHHOM cucTeMe B cdepe 31paBooxpaHeHusi cyobekra Poccuiickoi
®Depepanyu <4>.

<2> Yacte 4 cratbu 91.1 depepasnvHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOZATETbCTBA
Poccutickoit ®enepanuy, 2011, N 48, ct. 6724; 2020, N 29, cT. 4516).

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

<4> Crateu 91 u 91.1 ®egepanpHoro 3akoHa N 323-®3 (CobpaHue 3aKOHO[ATeIbCTBA
Poccurickonn ®epepanuu, 2011, N 48, ct. 6724).

13. Tlo TpeboBaHMIO TaLlMeHTa WM €0 3aKOHHOTO TIpe/iCTaBUTEsNsT O(OPMIISIETCS SK3eMILISIP
perierita B (hopMe 3/IeKTPOHHOTO JOKYMeHTa Ha OyMa)KHOM HOcHTese ¢ oTMeTKol "[lybsvkar
3/IeKTPOHHOTO ZIOKyMeHTa"".
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