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

MUHVCTEPCTBO 3JPABOOXPAHEHNS POCCUIICKOI ®EIEPALIVIN
[TPVIKA3
oT 24 Host6ps 2021 r. N 10941
Ob YTBEPXXIOEHWU ITOPIIKA HA3SHAYEHWS JIEKAPCTBEHHBIX ITPEITAPATOB, ®OPM PELIEIITYPHbBIX
BJIAHKOB HA JIEKAPCTBEHHDBIE ITPEITAPATDI, [TOPSIIKA O®OPMJIEHMS YKA3AHHBIX BJIAHKOB, X
YUETA U XPAHEHUM S, ®OPM BJIAHKOB PELIEIITOB, COOEP>XKAIIINX HASHAYEHVE HAPKOTUYECKUX
CPEJICTB WNJIN IICXOTPOITHBIX BEIIECTB, ITOPSI KA X U3TOTOBJIEHNWS, PACITPEIEJIEHWS,
PETUCTPALIVIU, YUYETA I XPAHEHUS, A TAKXKE ITPABNJT O®OPMJIEHNS BJIAHKOB PEIIEITTOB, B TOM
YUCJIE B ®OPME 3JIEKTPOHHBIX TOKYMEHTOB

B coorBeTcTBUM € TyHKTOM 16 yacTu 2 crathy 14 @enepanpbHoro 3akoHa ot 21 Hosi6pst 2011 1. N 323-®3 "O6 ocHOBax OXpaHbI 3[0POBbsI rpakaaH B Poccuiickoit ®enepauym”
(Cobpanue 3akoHOATENbCTBA Poccuitckoit @enepanyn, 2011, N 48, ct. 6724; 2017, N 31, ct. 4791), niyHkrom 2 crathy 26 PegepanbHOro 3akoHa ot 8 stuBapsi 1998 r. N 3-@3 "O
HapKOTMYECKMX CPEeJICTBAX M MCUXOTPOIHBIX BellecTBax" (Co6paHue 3akoHomaTenbcTBa Poceuiickoit @eneparym, 1998, N 2, cr. 219; 2017, N 31, ct. 4791), moamyHkramu 5.2.177,
5.2.178 u 5.2.179 nynkTa 5 [TonoxkeHust 0 MuHMCTEpCTBE 3ApaBoOXpaHeHus Poccuiickoit @enepannu, yTBepkIeHHOTO MocTaHoBIeHueM [IpaBuTenbcrBa Poceuiickoit @engepanyy oT
19 mions 2012 r. N 608 (Co6panue 3akoHOaTenbcTBa Poccuiickoit ®emepanyu, 2012, N 26, cr. 3526; 2015, N 23, 1. 3333; 2017, N 52, ct. 8131; 2021, N 43, cT. 7258), pMKa3biBaio:

1. YTBepAUTb:

TMopsinoxk Ha3HAUYeHMsI JIeKapCTBEHHBIX MTperapaToB COMIacHO npuaoxenuio N 1;

hopMbI perienTypHbIX 6IaHKOB Ha JIeKaPCTBEHHbIE MTPernaparsl COIIACHO NpuIokeHuio N 2;

TMopsimoxk odopMIeHNSI peLieNTyPHbIX G/IaHKOB Ha JIeKapCTBEHHbBIE IIPenapaThl, UX y4eTa M XpaHeHUsI COITIacHO npuiokeHuio N 3;

hopMbI 671aHKOB PELIeNTOB, COEPKAIMX Ha3HAaUeHMe HAPKOTUYECKIUX CPeICTB MM IICUXOTPOIIHBIX BEIleCTB, COIAacHO MpmiokeHnio N 4;

TTopsiIOK M3TOTOBJIEHMSI, PACTIpeie/IeH s, DETUCTPALIMY, YUeTa U XPAHEHUS PEeLIeNITOB, COAepyKalMX Ha3HaUeHMe HAPKOTUUECKMX CPEICTB WJIVU IICUXOTPOITHBIX BEIIECTB COMIACHO
npunoxkernio N 5;

IpaBuia oopMiIeHMs peLierTOB, COAepsKalMX Ha3HaYeHMe HaPKOTMYeCKMX CPECTB WM IICUXOTPOITHBIX BelleCTB, B TOM 4uciie B popMe 371eKTPOHHBIX JOKYMEHTOB COIVIACHO
npunokeHunio N 6.

2. [IpM3HATP YTPATUBLIMMU CUITY:

npukas MuHMCTEPCTBa 3ApaBooxpaHeHust Poccuitckoit ®epepaumu ot 1 asrycra 2012 1. N 541 "06 yrBepskaeHny GopMbl 6IaHKOB PeLieITOB, CoiepsKallMX Ha3HaueHue
HapKOTMYECKUX CPEJCTB MM IICUXOTPOITHBIX BELeCTB, MOPSIIKA MX U3TOTOBIEHS, pacIIpeieleHsl, PErMCTPaLMM, yueTa 1 XpaHeHMsI, a TaKKe MpaBuit obopmieHus"
(3apeructpupoBad MuHucrepcTBoM roctuiyy Poceniickoit @emepaunmu 15 aBrycra 2012 r., perucrpaumonssiii N 25190);

npuka3 MuHucTepcTBa 3apaBooxpaneHust Poccuiickoit ®epepaumu ot 30 nionst 2015 1. N 3851 "O BHeceHUM U3MeHeHMit B Ipuka3 MuHMCTePCTBa 3ApaBoOXpaHeHust Poccuiickoit
@epneparnyy ot 1 aBrycra 2012 r. N 54 "O6 yrBepskaeHnu Gopmbl 671aHKOB PELENITOB, COAePKAIX Ha3HaueHe HaPKOTUIECKUX CPECTB MM TICUXOTPOITHBIX BEIeCTB, TOPSIIKA UX
M3TOTOBJIEHYIS, pacIpe/ie/IeHNsl, pErUCTPaLMM, YUeTa 1 XpaHeHMs, a Takke MpaBuil obopmiaeHns” (3aperncTpupoBal MuHucrepcTBoM foctuiimy Poccuiickoit ®enepauym 27 HOSIOGPst
2015 r., perucrpauyoHHsli N 39868);

npuka3 MuHMCTEpCTBa 3apaBooxpaHeHust Poccuiickoit ®epepaumy ot 21 anpens 2016 r. N 2541 "O BHeceHMU MU3MeHEHUIT B TpKKa3 MuHuCTepcTBa 3paBooxpaHenus Poccuiickoii
@enepanyy ot 20 gekadbpst 2012 1. N 11751 "O6 yTBepskAeHUM TOPsKA HAa3HAUYEHWSI U BbIMCbIBAHMS IEKAPCTBEHHBIX MPENaparos, a Takke GopM peLenTypHbIX 61aHKOB Ha
JIleKapCTBeHHbIe TIperaparhl, Mopsiaka ohopMIeHNs yKa3aHHBIX GIaHKOB, MX yUeTa ¥ XpaHeHus " v punoxkenye N 2 K mpukady MyuHKUCTepCTBa 34paBooxpaHenust Poccuiickoit
@epnepanyy ot 1 aBrycra 2012 r. N 54H "O6 yrBepsknennu popMbl 671aHKOB PELENTOB, COAEPXKALIX Ha3HAUeHVe HAPKOTUYECKUX CPEJICTB UM TICUXOTPOITHbIX BEIECTB, TOPSIIKA UX
M3TOTOBJIEHMS, paclipe/ieIeHNsl, pErMCTpaliy, yueTa M XpaHeHus, a Takke Mpasui ohopmiieHns" (3aperncTpupoBaH MUHKUCTEPCTBOM ocTuumm Poccuiickoit ®epepanym 18 mions
2016 r., perucrpauyoHHblii N 42887);

ITyHKT 4 MU3MeHeHMI1, KOTOpble BHOCSTCS B HEKOTOPbIe NMpuKa3bl MUHMCTEPCTBA 3paBoOXpaHeHMsI U COLMaIbHOro pa3sButus Poccuiickoit ®enepaniyy u MuHucTepCcTBa
31paBooxpaHeHust Poccuiickoit @emepauny 1o Bonpocam o6palieHus TeKapCTBEeHHBIX IIPErapaToB, CoAepKalix HapKOTUUYEeCKMe CPefiCTBa, IICMXOTPOITHbIE BelecTBa U UX
MPEeKyPCOPBI, U JIeKaPCTBEHHBIX CPENICTB, IMO/IeXKaluX ITpeJMeTHO-KOIMYeCTBEHHOMY yUeTy, yTBepXKIeHHbIX TpMKa3oM MuHucTepcTBa 31paBooxpaHenus Poceuiickoit @epepanum
ot 31 okTsi6pst 2017 1. N 882H (3apernctpupoBad MuHucTepcTBOM ocTumu Poccuiickoit ®epepanmm 9 siuapst 2018 1., peructpanoHHbiii N 49561);

npukas MuHucrepcTBa 3apaBooxpaHenust Poceuiickoit @emepanmm ot 11 nexabpst 2019 r. N 10211 "O BHeceHMM n3MeHeHMit B ipunoskeHusi N 2 1 4 K mpukasy MUHMUCTEPCTBA
3apaBooxpaHeHust Poceniickoit @epepannmy ot 1 aBrycra 2012 r. N 541 "O6 yrBepskaeHuy GopMbl 6IaHKOB PeLleNTOB, COfepsKallyX Ha3HaueHe HaPKOTUYECKUX CPeZICTB VN
MICUXOTPOITHBIX BELeCTB, MOPSIIKA X U3TOTOBJIEHYS, PACIIPe/IeIeHs], PETMCTPALIMM, YUeTa U XpaHeHMs, a TaKKe MPaBuiI 0ohopMIeHMs" (3aperucTpupoBaH MUHKUCTEPCTBOM
octuumn Poceuiickoit ®epepanym 28 supapst 2020 r., peructpaionHbiit N 57293);

npukas MuHucTepeTBa 3apaBooxpaHenyst Poceniickoit ®epepauyy ot 8 oktsa6pst 2020 1. N 10764 "O BHeceHuy u3MeHeHuit B IIOpSIIOK perncrpanmy, yueTa 1 XpaHeHust
CTIelyanbHbIX PeleNTYPHbIX 67IaHKOB Ha HAPKOTUYECKMe CPefiCTBA MM IICUXOTPOIIHbIE BellleCTBa, yTBePKAeHHbI p1uKa3oM MMUHICTePCTBA 34paBooXpaHeHns Poccuiickoii
@enepanyy ot 1 aBrycra 2012 r. N 541" (3apernctpupoBad MuHMCcTEpCTBOM IocTULMY Poccuiickoit @enepaunu 13 Hosi6pst 2020 ., perucrpanyonsbiii N 60898);

npuka3 MuHucTepcTBa 3apaBooxpaneHust Poceuiickoit ®epepanmy ot 14 supapst 2019 r. N 41 "O6 yTBepskoeHUM Mopsiika Ha3HaueHMsI JIeKapCTBEHHBIX IIperaparos, Gopm
PpeLlenTypHbIX 6IaHKOB Ha JIEKAPCTBEHHBIE MPenaparsl, opsiaKa oGopMIeHNs YKa3aHHbIX GIaHKOB, MX yUeTa ¥ XpaHeHus" (3aperucTpupoBaH MUHMCTEPCTBOM IOCTULIUU
Poccuiickoit Pegepaunn 26 mapra 2019 r., peructpaionssiii N 54173);

rpukas MuHucTepeTBa 3ApaBooxpaHenyst Poceniickoit @epepauyy ot 11 nexabpst 2019 . N 10221 "O BHeceHMy M3MeHeHMi B IpyKa3 MyHMCTepCTBa 34paBooxpaHeHnst Poccuiickoit
@epnepanyu ot 14 ssuBaps 2019 r. N 41 "O6 yTBep)KaeHMY MOpsiIKa Ha3HaYeHNs JIeKapCTBEHHBIX ITPernapaToB, GOpM pelienTypHbIX 6IaHKOB Ha JIeKapCTBEHHbIE IPerapaThl, MOpsiKa
odopMIeHNs yKa3aHHBIX GIaHKOB, VX y4YeTa ¥ XpaHeHMs" (3aperncTpupoBad MyuHucTepcTBoM foctuiym Poceniickoit @eneparymy 28 stuapst 2020 T., perucrpanyonHslit N 57292);

npuka3 MuHuCTepCcTBa 3ApaBooxpaHeHust Poccuiickoit ®epepaumu ot 8 oxtsa6ps 2020 . N 10751 "O BHeceHUY M3MeHeHMIi B IOPSNOK Ha3HAYeHMsT IeKapCTBEHHBIX IIPeraparos,
YTBepyKIeHHblii TpuKasoM MuHMcTepcTBa 3apaBooxpaHenust Poccuiickoit ®@enepaunm ot 14 stuBapst 2019 r. N 41" (3apeructpupoBaH MUHMUCTePCTBOM IocTuLmMy Poceuiickoit
Depepauun 22 gekabps 2020 r., perucrpaunoHHsbiii N 61695);

nyHKT 3.8 VIHCTPYKUMM O MOPSIIKE BbIMMUChIBAHMSI IEKAPCTBEHHBIX ITPernaparoB ¥ 0hOPM/IEHMS PELIENITOB 1 TPeGOBaHMIi- HAK/IaAHbIX, YTBEPKIEHHO IpMKa3oM MuHucTepcTBa
3ApaBOOXpaHeHMs M coumaabHoro passutus Poccuiickoit ®epepanmm ot 12 despasns 2007 r. N 110 "O nopsiike Ha3HaYEHNS ¥ BBITMCHIBAHMS JIEKAPCTBEHHBIX MTPENapaToB, U3Aenit
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MeAMILMHCKOTO Ha3HAUeHUsI U CIIeLMaNu31POBAHHbIX IIPOAYKTOB JIeueGHOro MUTaHKs " (3aperucTpupoBad MuHKcTepcTBOM foctunmu Poceniickoit ®@eneparyu 27 anpenst 2007 T.,
perucrpauyoHHslit N 9364);

npuka3 MyHKCTePCTBA 3/ paBOOXPaHe Vs ¥ COLMaNbHOro pa3suTus Poccuiickoit @eneparym ot 17 mast 2012 1. N 5621 "O6 yrBepskaeHun ITopsinka oTIrycka Gpu3n4ecKuM JInnam
JIeKapCTBEHHBIX IIPerapaTos /ISl MeJMIMHCKOTrO IIPMMEeHEH NS, COAepsKall/X KpOMe MaJbIX KOIMYeCTB HAPKOTUUECKMUX CPeJCTB, ICUMXOTPOIHbIX BeLeCTB M X IIPEKYyPCOPOB Apyrue
hapmakonornueckme akTMBHbIE BelecTBa" (3aperucTpupoBad MuHMcTepeTBoM foctuuum Poceniickoit @enepanyy 1 mions 2012 r., pervcrpanyonHbiit N 24438);

ITYHKT 2 M3MeHeHM1, KOTOpble BHOCATCSI B HEKOTOPbIe MpyKa3bl MUHMCTEPCTBA 3APaBOOXpaHeHMs M COLMAIbHOTO pa3BuTus Poccuiickoit @emepanini, yTBepkaeHHbIX IIPUKA30M
MuHucTepcTBa 3apaBooxpanenust Poccuiickoit ®emepaunu ot 10 urost 2013 1. N 3691 (3apeructpupoBal MunucrepcTBoM foctuinm Poceniickoit ®@enepauym 15 mions 2013 .,
perucrpauyoHHsiii N 29064);

npuka3 MuHKcTepcTBa 3ApaBooxpaHenyst Poceniickoit ®epepauyy ot 21 asrycra 2014 1. N 4651 "O BHeceHMY M3MeHEeHMI B OPSIIOK OTITyCKa (GpM3MIeCKMM JIMLIAM JIEKaPCTBEHHBIX
NperaparoB JJisi MeAULIMHCKOTO IPUMEeHeHMsl, CogepKaliX KpoMe MajIbIX KOJIMYeCTB HapKOTUYECKMX CPeICTB, IICUMXOTPOITHBIX BEILECTB U UX IIPEKYPCOPOB Apyrue
(hapmakonornueckme akTMBHbBIE BEleCTBa, yTBEPXKIEHHbI IPUKa30M MUHMCTEPCTBA 3paBOOXPaHeHMs M COLMAIbHOTO pa3BuTusi Poccuiickoit ®epepaunm ot 17 mast 2012 . N
562H" (3aperucTpupoBaH MuHMcTepcTBOM IocTyLmy Poceniickoit @epepanyy 10 ceHTs16pst 2014 1., perucrpauyoHHsii N 34024);

MYHKT 1 MU3MeHEeHUI1, KOTOpble BHOCSATCSI B HEKOTOPbIE MPyKa3bl MUHMCTEPCTBA 34,paBOOXPAHEHNSI U COLMATBHOTO pa3BuTus Poccuiickoit ®enepanuy u MuHuUCTEpCTBA
3paBooxpaHeHust Poccuiickoit @epepainu, yTBepKAEHHBIX TPUKazoM MuHMUCTepCTBa 3apaBooxpanenus Poccuiickoit ®emepaunm ot 10 centssopst 2015 1. N 634H (3aperncTpupoBaH
MunucrepctBoMm toctuiimu Poceniickoit @emepanyy 30 ceHTsiopst 2015 1., permctparonHsiii N 39063);

ITYHKT 3 MU3MeHeHMI1, KOTOpble BHOCSTCS B HEKOTOPbIe NpuKa3bl MUHIMCTEPCTBA 31paBoOOXpaHeHMsI M COLMaIbHOro pasButus Poccuiickoit ®enepauny u MuHucTepcTa
31paBooxpaHeHyst Poccniickoit @emepauny 1o Bompocam o6pallieHus TeKapCTBEeHHBIX IIPerapaToB, CoAepKalix HAapKOTUYEeCKMe CPefiCTBA, IICMXOTPOITHbIE BelecTBa U UX
MPeKypCcopOB, U JIEKAPCTBEHHBIX CPE/ICTB, MOAJIEKALIX [TPeIMEeTHO-KOIMYECTBEHHOMY yUeTy, yTBepKIeHHbIX IpMUKazomM MuHucTepcTBa 3apaBooxpaHenns Poceuiickoit ®epepanym
ot 31 okrsi6pst 2017 1. N 882H (3apeructpupoBaH MuHMucTepcTBOM focTuimm Poceuiickoit ®@enepatyy 9 siusapst 2018 r., perucrpaunonHsiit N 49561).

3. PenenTypHbie 6;aHku dopmbl N 107/y-HIT, U3roTOBIEHHBIE [0 [AHS BCTYIIEHMS B CMJTY HACTOSIIETO TPyUKa3sa, MOTYT 6bITh MCII0/b30BaHbl 0 1 MapTa 2023 roga.
4. Hacrosuuii npukas BcTynaet B cvity ¢ 1 mapra 2022 r. u geiictsyet 5o 1 mapra 2028 1.

Munucmp
M.A. MYPAIIIKO

Ipunoxcenue N 1

K npukazy Munucmepcmea 30pasooxpanenust
Poccutickoti @edepayuu

om 24 Hoabps 2021 2. N 1094H

INMOPANOK HASHAYEHN S JIEKAPCTBEHHDBIX ITPEITAPATOB

1. O61mye moIoKeHusI

1. HasHaveH1e jleKapCTBEHHBIX [IPEIIAPATOB /sl MeIMIMHCKOTO IPMMeHeHMs (Jajlee - TeKapCTBeHHbIe ITperaparsl) OCYIIeCTB/ISIeTCs IedallM BpauoM, desbAliepoM, aKylepKoii B
cTydae BO3JIOKeHMSI Ha HUX MOTHOMOYMIA JIedalllero Bpaya, TPy OKa3aHUM MeJVLIMHCKOJ ITOMOIIM B MeIMIMHCKIX OPraHU3alysIX <1>, B Opsi/iKe, yCTAHOBIEHHOM MPMKa30M
MuHMCTepCTBa 3APaBOOXPAaHEHNsI ¥ COLMaNbHOro pa3BuTus Poccuiickoit @enepanym ot 23 mapra 2012 r. N 252H "06 yrBepkaeHuy [Topsiaka Bo3jIoskeHys Ha (enbaiepa, akymepKy
PYKOBOZAMTEIEM MeAMLIMHCKOM OpraHM3alyy py OpraHmn3any OKa3aHus epBMUYHOM MeAIKO-CAHUTAPHOM TOMOLIM M CKOPO¥ MeAMLIMHCKO MOMOIIM OTAENIbHbIX QYHKLIMIA
Jleqalero Bpaya 110 HeIOCPeICTBEHHOMY OKa3aHMIO MeIMIIMHCKO MOMOIIM MTAlYieHTy B [Tepyof, HaOMogeH st 3a HYM M eT0 JIeUeHNs], B TOM Yyc/ie 10 Ha3HaUeHMIO ¥ IPYMeHeHNIO
JIeKapCTBEeHHBIX IIPenapaToB, BKII0Yas HAPKOTUYECKNe IeKapCTBeHHbIe IIpenapaThbl M MCUXOTPOIIHbIe JIeKapCTBEHHbIe Npenaparhl” <2>, MHAMBUAYAIbHBIMM NTpeIIPMHMMATEIISIMMY,
OCYILeCTBISTIOLYIMI MeVULIMHCKYIO [IesTeIbHOCTD (faJiee - MeAMLMHCKMEe PaGOTHUKM).

<1>Ilyukr 11 cratbyu 2 GefepanbHOro 3akoHa oT 21 Hos16pst 2011 r. N 323-@3 "O6 ocHOBax OXpaHbI 3M0POBbs rpakaaH B Poccuiickoit @epepanyn” (Co6paHne 3aKOHOAATEIBCTBA
Poccuiickoit @eneparnym, 2011, N 48, ct. 6724, 2019, N 52, cT. 7796) (nanee - ®enepanbHblii 3akoH N 323-D3).

OduianbHplii UCTOYHMK SJIEKTPOHHOTO JOKYMEHTA COAEPKUT HETOUHOCTD: MMeeTCsl B BUAY IMyHKT 11 uactu 1 cratbu 2 PenepanbHoro 3akoHa or 21.11.2011 N 323-03.

<2> 3apeructpupoBaH MuHucTepcTBoM foctuimm Poceniickoit @epepauyu 28 anpesns 2012 r., peructpauyonssiii N 23971 ¢ usmeHeHUsIMM, BHECEHHBIMY IIPUKa30M MuHMUCTEpCTBa
3npaBooxpaHeHust Poccniickoit @emepaumu ot 31 okrsa6pst 2017 r. N 882H (3apeructpupoBan MuHKucTepeTBOM Ioctuuum Poceuiickoit @enepanyu 9 ssuBapst 2018 r.,
perucrpaumoHHblii N 49561).

MeauuuHcKuii paboTHMK, 0GOPMMBLINIT PELIENT C HapyIleHeM HaCTOSIIIErO MOPSIKa, MY PYKOBOIMUTEb MEAMIMHCKOI OpraHM3any 06ecrieunBaiT CBOeBPEMEHHOE
nepeodopmieHne TpeGyeMoro IJis aLyeHTa peLernTa.

2. CBeeHMs 0 HA3HaYEHHOM JIeKapCTBEHHOM IIpernapaTe (HaMeHOBaHMe JieKapCTBeHHOro Iipernapara, J031pOBKa, Croco6 BBegeHus U TNIpUMEHeHMNs, PeXXUM NO3UPOBaHNA,
TIPOAO/DKUTEJIbHOCTD JIeUeHUSI U 060CHOBaHMe Ha3HAUYEHMS JIEKapCTBEHHOTO npenapa’ra) BHOCSTCS MeIULIMHCKUM paGOTHI/IKOM B MEOMIMHCKYIO JOKYMEHTALMIO ITallieHTa.

B cyuasix, ykasaHHbIX B TyHKTax 8 - 11 Hacrostuiero ITopsiaka, MeIMLUMHCKMI paGOTHMUK, HA3HAYMBILMIA TeKapCTBEHHbIN penapat, obopMIseT Ha3HayeHMe JIeKapCTBEHHbIX
Mpenaparos, B TOM YMC/Ie TIOJIeKANX M3TOTOBIEHMIO Y OTITYCKY alITEYHbIMM OPTaHU3aLsIMY (Hajiee - TeKapCTBeHHbIE MperapaThl MHAMBUAYaTbHOTO M3TOTOBJIEHNMS), HA
peLieniTypHOM 6/1aHKe, 0GOPMJIEHHOM Ha GyMaskHOM HOCHKTeJIe 3a CBOeji ITOAMVCHIO (Hajee - peLienT Ha 6yMaskHOM HocuTese), ¥ (A1) C COMIacKs MalyeHTa Wiy ero 3aKOHHOTO
npencTaBUTeNs <3> Ha pelenTypHOM GiiaHke B (OpMe 37eKTPOHHOTO AOKYMEHTA C MICIIONb30BaHMeM YCUIEHHOI KBaIM(GULMPOBAHHOI 3I€KTPOHHOI MOIMCY MEIULTHCKOTO
paboTHMKA (Ianee - perent B popMe 3JIeKTPOHHOTO JOKYMEHTA).

<3> [Tyukr 2 cratbyu 20 @epepanbHoro 3akoHa N 323-03 (Co6panue 3akoHOgaTenbeTBa Poceuiickoit ®enepanyn, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Peuerit B GopMe 37IeKTPOHHOTO NOKYMEHTa, COAepsKallMii Ha3HaueHMe HAPKOTUUECKUX CPEICTB VIIY IICUXOTPOITHBIX BEIIECTB, IIOIUCHIBAETCS C UCTIOMb30BaHMEM YCUIIEHHOM
KBaIMOUIMPOBAHHO 2IEKTPOHHO MOATIMCY Jieyallero Bpaya iy Genbiiepa, akylepku, Ha KOTOPbIX BO3JIOKeHbI (PyHKLIMY JIeyallero Bpaya, ¥ COOTBETCTBYIOLe/ MegVIIMHCKOM
opraHmusaumm <4>.

<4>Ilyukr 1 craTtby 26 @enepanbHOro 3akoHa OT 8 stHBaps 1998 1. N 3-@3 "O HapKOTMUYECKNX CPe/ICTBAX M IICUXOTPOIIHBIX BellecTBax" (CobpaHue 3aKOHOHATeIbCTBA Poccuiickoit
®epepanun, 1998, N 2, ct. 219, 2017, N 31, c1. 4791) (manee - PenepanbHblit 3ak0H N 3-D3).

OcdopmeHne perenToB B GopMe 31eKTPOHHBIX JOKYMEHTOB OCYIECTBISETCS B CIyyae IIPUHSITHUS YIIOTHOMOYEHHBIM OPraHOM VMCIIOJTHUTENIbHOI BIacTy cyobekra Poccuiickoii
®epmepanyum B COOTBETCTBUM C ITYHKTOM 4 cTaThy 6 PefepanbHOro 3akoHa ot 12 anpesnst 2010 . N 61-03 "0O6 o6palieHnm IeKapCTBEHHBIX CPeACTB" <5> peleHns 06 UCIIONIb30BaHUM
Ha TeppuTopuK cyobekra Poccuiickoit @emepauny Hapsay ¢ pelerntaMy Ha JieKapCTBEHHbIe IpernapaThbl, 0popMIeHHBIMY Ha GYMaskHOM HOCKUTeJIe, PELIENITOB Ha JIEKAPCTBEHHbIE
npenaparsl, cGOPMUPOBAHHBIX B GOPMeE 37IEKTPOHHBIX JOKYMEHTOB.

<5> Cob6panue 3akoHomaTenbcTBa Poccuiickoit Pepepaiyn, 2010, N 16, cr. 1815, 2019, N 52, cT. 7793.
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3. IIpy BINMCKe TAIVIEHTa U3 MeAMIVMHCKOI OPraHM3almy, B KOTOPOii eMy OKa3bIBaIach MeIVILIHCKAst IIOMOIIb B CTALMOHAPHBIX YCIOBYSIX, TPV HEOOXOIMMOCTH ITPOAODKEHNST
IpyieMa J1IeKapCTBEHHOTO IperapaTa B aMOy/IaTOPHBIX YCIOBUSIX JAHHOMY MALMEHTY IO PelleHIIo PYKOBOAMUTEISI MeAMLIMHCKOM OpraHn3alyy Ha3HavyaloTcs ¢ opopMIeHneM
perienita B popMe 31eKTPOHHOTO JOKYMEHTA ¥ (VJIV) Ha GyMaskHOM HOCHTeNe (33 MCKTIoueHneM opopM/IeHNs PeLielITOB Ha JIeKapCTBEHHbIEe IIPerapaThl, IOJIeKallye OTITYCKY
6eCIIaTHO MY CO CKYUIKOI) 160 BBIIAIOTCS (MALMEHTY MM €T0 3aKOHHOMY IIPe/ICTaBUTEI0) OfIHOBPEMEHHO C BBINVCKON M3 MCTOPUY GOJIe3HM TeKapCTBeHHbIE ITPerapaThl, B TOM
yJc/le HAPKOTUYeCKMe U IICMXOTPOITHbIe TleKapCTBeHHbIe ITperapaThl, BHeceHHbIe B crucky 11 u 11 mepedHst HAPKOTUUECKUX CPEICTB, ICUXOTPOIHBIX BeleCTB 1 MX IPeKyPCOPOB,
rofexkauyx KoHTpomio B Poccniickoit ®enepaunm, yreepskaeHHoro [IpaBurenbcTBom Poccuiickoit @enepanym <6> (nanee - [lepedeHs), CMIbHOAECTBYIOIIME JIEKaPCTBEHHbIE
rpernaparsl, Ha CPOK ITpyeMa MalyeHToM J0 5 JHei.

<6> [Tynkr 2 cratbyu 2 ®emepanbHoro 3akoHa N 3-®3 (Cobpanue 3akoHomaTenbcTBa Poceuiickoit ®enepaumu, 1998, N 2, ct. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHMe JleKapCTBEHHBIX IIperiapaToB Py OKa3aHUM MeALMHCKO TOMOILM B CTallMOHAPHBIX YCIOBUSIX MOXET OCYIL@CTBIISIThCS [IOCPEICTBOM TpeﬁOBaHMﬁ MeIUIVHCKOM
OpraHM3aly, HallpaBJ/IieMbIX B alITEYHbIE€ OPTraHM3aALNN, ABJSIOUMECS CTPYKTYPHBIMU ITOApA3AeNeHUIMU MeAUIMHCKON OpraHM3auun. <7>

<7> [lyukr 54 cratbu 4 OefepanbHOro 3akoHa ot 12 anpesst 2010 . N 61-03 "06 obpaiieHnn jekapcTBeHHbIX cpencTB” (CobpaHue 3akoHomaTenbcTBa Poccniickoit ®epepanny, 2010,
N 16, ct. 1815; 2019, N 31, cT. 4456) (manee - ®enepanbHblii 3akoH N 61-03).

5. HasHaueHue JieKapCTBEHHbIX IIPerapaToB OCYILIECTBISETCS MEeAULMHCKAM Pa6OTHUKOM I10 MEXIYHAPOSHOMY HelaTeHTOBaHHOMY HaMEHOBAHMIO, & IIPU ero OTCYTCTBUY -
IPYNNMPOBOYHOMY MJIM XMMMUYECKOMY HaMMEHOBAHMIO. B ciryyae OTCYTCTBYSI MEKIYHAPOIHOTO HEIIATEeHTOBAHHOTO HAMEHOBAHUSI M IPYIIIMPOBOYHOTO MJIU XMMUYECKOTO
HauMMeHOBaHMsI JIEKAPCTBEHHOTO ITperapara JiekapCTBeHHbI IperapaT Ha3HaYaeTcst MeOUIIVMHCKYM PabOTHMKOM 110 TOPrOBOMY HaMMEHOBaHUIO. ITIpy HATMUmMy MeIUUVHCKUX
MoKasaHuit (MHAMBUIYaIbHAs HEIIePEHOCHMOCTb, 10 KM3HEHHbIM TIOKa3aHMSIM) 110 PeIleHNI0 Bpaue6HOi KOMMUCCUY MeIUIIMHCKOM OpraHu3anym <8> oCyIlieCcTB/ISIeTCSl Ha3HaueHue
¥ odopMIIeHMe Ha3HAUEHSI JIEKapCTBEHHbBIX MPENapaToB, He BXOISIIVX B CTAHAAPTHI MEOVIIMHCKOM MOMOLIM, pa3paboTaHHbIe B COOTBETCTBUM C ITYHKTOM 14 craTbu 37
@enepanbHOro 3akoHa N 323-D3 <9>, Wi He IPelyCMOTPEHHBIX COOTBETCTBYIONIEH KIMHIUUECKOI peKOMeH ialyieit, 1M60 110 TOProBbIM HauMeHOBaHMSIM. PelieHne BpaueGHOi
KOMMCCUU MeIMIMHCKOJ opraHm3anyuy GuKCUpyeTcsl B MEOVLIMHCKOM JOKYMeHTalMM MalyeHTa U B KypHasie BpaueOGHOi KOMUCCHUU.

<8> [IpmKka3 MuHMCTEpCTBA 3paBOOXPAaHEHMS U COLMAIBHOTO pa3BuTusi Poccuiickoit ®emepaumm ot 5 mast 2012 r. N 5021 "O6 yTBepskIeHUM MOPsiAKa CO3LaHNSI U AesTeTbHOCTI
BpavyeGHO KOMMUCCHM MeIVLIMHCKOM opranu3anyu” (3aperucTpuposal MuHucreperBoM octuiyy Poceniickoit @epepanymy 9 mionst 2012 r., perucrpanyionHsiit N 24516) ¢
M3MEeHEHMSIMM, BHECEHHBIMM TIPMKa30M MuUHMCTEPCTBA 3ApaBooxpaHennst Poccuiickoit ®epepaimu ot 2 gekabpst 2013 r. N 886H (3aperncTpupoBaH MUHMUCTEPCTBOM FOCTULIMM
Poccuiickoit @enepanyu 23 gekadpst 2013 r., perucrpanyoHusiit N 30714).

<9> Cobpanue 3akoHomaTenbcTBa Poceniickoit @eneparym, 2011, N 48, ct. 6724.

Eciu ipy okazaHum TIaluMeHTy MeIUIMHCKOM TOMOIIY B MeAUIIMHCKOM OpraHM3alyuy B CTAl[MOHAPHBIX YUIOBUSIX 110 PEelIeHMI0 Bpaqe6H0171 KOMMCCHUM OCYIIECTB/ISIIOTCSI Ha3HAYeHNe
U TIpUMEHEeHNE JIEKAPCTBEHHOTO MperapaTa ¢ KOHKPETHBIM TOPTrOBbIM HAMMEHOBAaHMEM, TO IIPU OKa3aHUU JAHHOMY ITallEHTY MeIUITMHCKOM TTOMOIIY B WHOW MeIUIIHCKOM
OpraHu3auyy B CTallMOHAPHBIX YC/IOBMSX, a TAK)KE B aM6yHaT0prlX YCJIOBUMSX OCYLIECTBJISIETCS Ha3HAUEHMe eMy JIEKAaPDCTBEHHOTO IperapaTa ¢ TeM JXe TOProBbIM HaMMeHOBaHVEM
<10>.

<10> ITyskr 2 nocraHoBneHus [IpaBurenbcrBa Poccuiickoit ®epepanmu ot 30.06.2020 N 965 "O BHeceHNy n3MeHeHmit B [IpaBuia popMMUpOBaHNS ITepeyHs JTeKapCTBEHHBIX CPEJICTB,
3aKYIKa KOTOPBIX OCYIECTBIISETCS B COOTBETCTBUY C ¥IX TOPrOBbIMM HaMMEHOBaHUSIMM, M O TIPMMEHEHMY JIeKapCTBeHHbIX TPerapaToB ¢ KOHKPETHBIMYU TOPIOBBIMU
HanmeHoBaHussMu" (Cobpanme 3akoHomaTenbcTBa Poccuiickoit @epepanmu, 2020, N 28, cT. 4422).

6. HasHaueHye IeKapCTBEHHOTO TIperapara B peLernTe Ha 6yMaXHOM HOCUTeIe UiV pelente B GopMe 37eKTPOHHOTO JOKYMeHTa 0hOpMIISIeTCs Ha MMSI TTalMeHTa, AJisi KOTOPOTO
MpeHa3sHavYeH JIEKapCTBEHHbI Tpenapar.

Peuernit Ha 6ymaskHOM HocuTese, oopMIeHHbI Ha perieniTypHoM 6Gianke ¢popm N 107/y-HIT, N 107-1/y, N 148-1/y-88, N 148-1/y-04(;1), yTBe p)KAEHHBIX HACTOSIIIMM IIPUKA30M,
MOKET GbITh IIOJIYUEeH MalMEeHTOM, er0 3aKOHHbIM IIPeICTaBUTEIEM UM JIMLIOM, MUMEIOIIMM O(pOPMIIEHHYIO B COOTBETCTBUM C IPAKIAHCKMM 3aKOHOAATEILCTBOM Poccuitckoit
@enepalyy JOBePEHHOCTD OT IMAlYieHTa Ha ITPaBo IOyYyeHMsl TAaKOTo pelenTa (Jaiee - yIIOTHOMOYeHHOe JINIIO).

IIpencraBieHye JOBEPEHHOCTH He TPeOyeTcsl B CTydae IOTy4eH)s pelLieliTa Ha TIeKapCTBeHHbIf Tpenapar Jijisl MHKypaOebHOTro 60/IbHOTO Ha 3aBepILIaloleM JTalle ero KU3HU
JIVIIOM, OCYILECTBIISIONIVIM YXO[, 32 TAKMM MHKYPabenbHbIM GOBHBIM. B TakoM ciyyae MeOVUMHCKIIT paGOTHYK BBIZAET JIMILY, OCYIIECTBIISIOIEMY YXOJ, 32 MHKYpaGeTbHbIM
60/IbHBIM, JOKYMEHT, TOATBEPXKAAIOIIMI MHKYpaGeIbHOe COCTOSIHME GOIbHOTO, COAepsKaliuii CBeJleHMsI O JIMIe, KOTOpOoe GyAeT MoMyvaTh JIeKapCTBEHHbIE TPeIapaTsl 110 PeLenTy
(bamunus, ¥Ms, OTUECTBO (TIOC/IeHEE - TP HATUUMN), BUL, CepUsi U (MJIM) HOMep JOKYMEHTa, YAOCTOBEPSIOLIErO JMUHOCTD), 3aBePEHHbII MOATIICHIO 1 IIeYaThio JaHHOTO
MeAMILMHCKOrO paGOTHMKA, a TAKXKE MeYaThio MeIMIMHCKOI OpraHu3aln.

JTOKyMEHT, IO TBePKAAIOLINIT MHKypabenbHOe COCTOsIHME GONMbHOTO, OCTAETCS B alITEYHOI OpraHu3alum.

Perjent B )opMe 371€KTPOHHOTO JOKYMeHTa hOPMUPYeTCs C MCIIONb30BaHeM rOCyAapCTBeHHOM MHGOPMAIMOHHO cucTeMsl B cdepe 3apaBooxpaHeHust cyobekTa Poccuiickoit
depepauum, MEAULIMHCKOM MHGOPMALIMOHHOM CUCTEMbI MEOUIIMHCKOM opranusamm <11>.

<11> Crateu 91 n 91.1 ®epepanbHoro 3akoHa N 323-03 (CobpaHue 3akoHomaTenbcTBa Poccuiickoit ®eneparyn, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).
@axT BbIIAUM pelleriTa Ha JIeKapCTBEeHHBbII IIperapaT 3aKOHHOMY MTPeACTaBUTENIO0 MM YIIOTHOMOUEHHOMY JINILY (GUKCUPYeTCsl B MeAMLIMHCKOM JOKyMeHTAL My MalyieHTa.

7. MeguumMHCKUM pabOTHMKAM 3aripeniaeTcst 0bOPMIISTh PELieNThl P OTCYTCTBUM Y MALMEHTa MEAUIMHCKMX [TOKA3aHMi; Ha He3aperucTPUpOBaHHbIe TeKapCTBEHHbIE TPerapaThl
<12>; Ha JIeKAPCTBEHHbIE TIPenapaThbl, KOTOPbIE B COOTBETCTBUY C MHCTPYKIMEI [0 MEIUIIMHCKOMY IIPYMEHEHUIO TIpejHa3HaueHbI /sl IPYMEeHEHYsI TOJIbKO B MeIMIIMHCKUX
OpraHu3anMsx; Ha HApKOTHUeCK1e CPeJCTBa U IICUXOTPOIHbIE BeleCcTBa, BHECEHHbIe B criyicok [I IlepeyHst, 3aperncTpupoBaHHble B KaUeCTBe JIeKapCTBEHHbBIX IPENapaTos, B LesixX
MIPUMEHEHMS IJIs JIeUeHMsT HADKOMAHUM.

<12> Pemenye CoBera EBpa3uiickoit 5KOHOMMYECKOH Komyceuy oT 3 Hosi6pst 2016 1. N 78 "O TIpaBuiiax perncTpalyy 1 SKCIepTU3bl IEKaPCTBEHHBIX CPENCTB AJISI MeAMUIVIHCKOTO
npuMeHeHust” (opuiManbHbIi caiiT EBpasmitckoro SKOHOMMUYECKOro coto3a http://www.eaeunion.org/, 21 Hosi6pst 2016 1.). CraThs 13 denepanbHoro 3akoHa N 61-03 (Cobpanue
3aKoHOzaTenbcTBa Poceuiickoit ®eneparuy, 2010, N 16, c1. 1815; 2020, N 14, cT. 2028).

VHAMBYUYanbHbIM IPEAPUHUMATENISIM, OCYIIECTBISIOMINM MEOULMHCKYIO JeSITeTbHOCTb, JOMOMHUTENbHO K TPe6OBaHNSIM, YKa3aHHbIM B a63a1ie epBOM HaCTOSIIErO MyHKTa,
3arnpenaercst 0QOPMIISITh PELeNThl Ha HAPKOTUYECKNE CPEJICTBA U IICUXOTPOIIHBIE BElIeCTBa, BHeCeHHbIe B crvcku [ u 11 [TepeuHs (qanee - HAPKOTUYECKYE Y TICUXOTPOITHbIE
JiekapcTBeHHbIe rpemnapathl criuckoB II u 111 [Tepeuns).

8. Ilpy HasHaUeHMM HAPKOTUUYECKUX U IICUXOTPOITHBIX JIeKAPCTBEHHBIX IpenapaTtos criycka I1 I[Tepeuns, 3a CKIIIOUeHMEM JIeKapCTBEeHHbIX IIPeIapaToB B BUe TPaHCePMaJIbHbIX
TepareBTUYeCKMX CHCTeM M JIEKapCTBEHHbIX [IPerapaToB, COAEeP)KAIX HAPKOTIYECKOe CPEAICTBO B COYETAHMY C AHTATOHMCTOM OIMOMAHBIX PELIENITOPOB, PELIeNThl Ha GyMakKHOM
HocuTerne 0GOPMIISIIOTCS Ha pelienTypHOM GraHKe ¢opmsr N 107/y-HIL.

9. PenenTypHblit 61aHk hopmbl N 148-1/y-88 odopmisieTcs: mpu HazHAUEHWUMN:

1) HapKOTMYECKMX U IICMXOTPOIMHbIX JIEKaPCTBEHHbBIX MpenapaToB criicka [ [TepeuHst B Bue TpaHCAePMaIbHBIX TePAaNeBTUYECKUX CUCTEM, HADKOTUYECKIUX JIEKAPCTBEHHBIX
npenaparos crivicka II [TepeyHst, comepskalux HAPKOTUYECKOEe CPeJICTBO B COUETAHMY C aHTAaTOHMUCTOM OIMOMIHBIX PeLleNITOPOB, CUXOTPOITHBIX JIeKapCTBEHHBIX IPerapaToB CriucKa
111 IepeuHs;

2) KOMOGMHMPOBAHHBIX JIEKAPCTBEHHBIX [PENAPaTOB, COAEPKALMX:

a) KOZEVH MM ero cou (B epecyeTe Ha UMCTOE BElLeCcTBO) B KomnuecTse 40 20 Mr BKIIOUMTENBHO (Ha 1 103y TBEpAOii JeKapcTBeHHOI (GopMbl) min B KonmvecTse 7o 200 mr
BK/IIOUMTENHHO (Ha 100 Mut mim 100 1 5KMAKOI JIeKapCTBEHHOI (OPMBI I/IsI BHYTPEHHETO IIPYMMEHEHMST);
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6) IceBgoddenprHa IMIPOXIOPIL B KOMMYECTBE, IpeBbIiIaoneM 30 Mr, 1 10 60 MI BRITIOUMTETBHO (Ha 1 103y TBep/oii IeKapCTBEHHOM (HOPMBI);

) TceBHO3denpuHa TMAPOXIOPU], B KOIMYECTBE, peBbIniaoniem 30 Mr, 1 1o 60 Mr BKIIIOUMTETHO B COUETAHUY C IeKCTPOMeTOpGhaHOM r'MAPOGPOMUIOM B KOMYECTBE,
ripeBbiniaonem 10 mr, 1 1o 30 Mr BKIIOUMTEIBHO (Ha 1 03y TBEPIO# IeKapCTBEHHOM HOpMbI);

) OekcrpoMeTopdaHa ruapo6poMus B Komudectse 1o 200 Mr BKIounTensHO (Ha 100 Mt vy 100 1 KugKoit JieKapcTBeHHOM (DOPMBI 711 BHYTPEHHETo IPYMeHeHs);

m adenpuHa rMAPOXIOPIT, B KOMMYECTBe, IpeBblinatomeM 100 mr, 1 o 300 Mr BritounTenpHo (Ha 100 Mt v 100 1 5KuaKoI 1eKapcTBeHHOI GOPMBI IJIsI BHYTPEHHETO
TIpUMeHEeHMUs]);

e) adenpuHa rMAPOXIOPUA, B KOMMUYECTBe 10 50 MT BKIIOUMTENBHO (Ha 1 103y TBEpAOI TeKapCTBEHHOM GOpMBbI);

) (DeHUITIPOIIaHOMIAMUH B KOJIMYECTBE [0 75 MT BKIIIOUMTEIbHO (Ha 1 03y TBepoii ieKapcTBeHHO hopmbl) miu 1o 300 Mr BKIounTenbHo (Ha 100 Mt wau 100 1 skumkoi
JIeKapCTBEHHO (OPMBI JI/Isi BHYTPEHHETO IPYIMEHEeHMsI);

3) (eHoGap6uUTa B KOMMYECTBE 10 15 MI BKIIIOYMTENIBHO B COUETAHMUM C KOLEMHOM (VI €ro COMSIMM) He3aBMCHMO OT KOMMYeCTBa (Ha 1 103y TBepoii ieKapcTBeHHO (opMBI);

u) (deHob6ap6uTa B KomuecTse 10 20 MI BKIIIOYMTEIBHO B COUETAHMY € 3QeIpUHOM I'MIPOXIOPUAOM He3aBMCMMO OT KoJmyecTBa (Ha 1 o3y TBepzoii iekapCcTBeHHOI GopMbI);

K) XJIOPAMAa3ernoKCHU] B KOIMYECTBe, MpeBbiiiaoiieM 10 mMr, 1 10 20 MI BKITIOYMTENbHO (Ha 1 03y TBEPI0ii JIEKaPCTBEHHOI (hOPMBI);

3) JIeKapCTBEHHBIX IPernapaToB MHAMBYIYAIbHOTO M3TOTOBIEHS, COlePyKaIMX HAPKOTMYECKOe CPeSCTBO MM IICMXOTPOITHOe BelecTBo crivicka I1 [lepeuns, u gpyrue
(hapmakonormnueckme akTMBHbIE BEIIECTBA B 103€, He MPEBbINIAIONIE BHICUIYIO Pa30BYIO JO3Y, U IIPYU YCIOBUM, UTO STOT KOMOMHUPOBAHHbIN JIEKaPCTBEHHbIN MIperapar He sIBJSIeTCsT

HapKOTMYECKUM WM IICUXOTPOITHBIM JIeKapCTBEHHBIM Mpernapatom crivicka II Ilepeunst;

4) JIeKapCTBEHHBIX IIPerapaToB, BKIIOUEHHbIX B IlepeueHb IeKapCTBeHHBIX CPeJCTB JJIs1 MeAMIMHCKOTO IIPMMeHeH s, Mo IeXallyX TpeIMeTHO-KO/IMYeCTBeHHOMY yUeTy (Jaee -
JIeKapCTBEHHbIe IIperapaThl, BKIIOYeHHbIe B riepedeHsb [1KY) <13>.

<13> [lopmyskr 5.2.171(1) myHkra 5 nocraHosieHus [IpaBurensctsa Poccuiickoit @enepauny ot 19.06.2012 N 608 "O6 yrBepskneHuu [TonoxeHust 0 MuHMUCTEpCTBE
3apaBooxpaHeHust Poccniickoit @epepaunu” (nanee - Ilonoxkenne o Munucrepcrse) (Cobpanye 3akoHomarenbcrsa Poccniickoit ®epepaunmn, 2012, N 26, ct. 3526; 2013, N 16, cT.
1970).

10. PeuentypHbiit 6;1aHK hopmbl N 148-1/y-04(1) obopmiisieTcst Ipy Ha3HAYEHMY JIEKAPCTBEHHbBIX TIPENapaToB rpaskaaHaM, MMEIOIMM IPaBo Ha GecIulaTHOe MoTyJeHre
JIeKapCTBEHHBIX [TPerapaToB Wi IOJyYeH)e JIeKapCTBEHHBIX ITPerapaToB CO CKUAKOM.

11. PeuenTypHsbiii 61ank dopmbl N 107-1/y obopmisieTcs py Ha3HAYEHUU:
1) JIeKapCTBEHHBIX IIPENIapaToB, He YKa3aHHBIX B MyHKTax 8, 9 HacTosmero ITopsinka;
2) KOMOGMHMPOBaHHBIX JIEKAPCTBEHHBIX ITPEIIAPATOB, COTePsKaMX:

a) 9proTaMyHa I’MAPOTAPTPAT B KOIMYECTBE 0 5 MI' BKIIIOYMTENIBHO (Ha 1 103y TBepoii IeKapCcTBeHHOI (hopMbI);

6) adenpuHa rugpoxIopua B Komdectse 1o 100 Mr BRmounTenbHO (Ha 100 mu mutu 100 T 5KUIKOIE T1eKapeTBEeHHOI GOPMBI 11 BHYTPEHHETo MTPYMEeHEeHMs);

B) TceBHO3GenpyHa TMAPOXIOPH], B KOIMYECTBE, He MpeBbiniatoniem 30 Mr (Ha 1 103y TBepoii ieKapcTBeHHO hOpMbI);

r) TceBmo3adenpuHa ITMAPOXJIOPHUA B KOMUYECTBE, He MpeBbliaoiieM 30 Mr, B COUeTaHUM C AeKCTpoMeTopdaHOM IMAPO6GPOMMIOM B KOIMYECTBE, TipeBbimaomniem 10 mr, 1 1o 30 Mr

BKJIIOYMTENBHO (Ha 1 103y TBepHoii JieKapCcTBEHHOM (OPMBI);

1) HeKkcTpoMeTopdaHa rugpo6poOMMUL, B KOIMYeCTBe, npeBblmaromemM 10 Mr, 1 1o 30 Mr BRIIIOYMTENBHO (Ha 1 O3y TBepHoii TeKapCTBeHHO GOpMBI);

e) (eHOGap6uTaN B KOMMYECTBE, ITpeBbImaoeM 20 Mr, 1 10 50 MI BRITIOUNTENBHO (Ha 1 103y TBep/Oii IeKapCTBEHHOM (HOPMBI);

x) (eHOGap6yUTaN B KOMMUeCTBe 0 20 MI BKIIOUNTEIBHO B COUETAaHMUN C IPTOTAMMHOM T'MIPOTapTPaTOM HE3aBUCHMO OT KOIMYeCTBa (Ha 1 m03y TBEpAO0i 1eKapCTBEHHOI (hOPMBI);
3) X/JIOpAMA3eNoKCHU B KomdecTse 40 10 Mr BKIIOYMTENbHO (Ha 1 103y TBepoii IeKapCTBEeHHOI (GOpMBbI).

12. TIpy Ha3HaYeHMM JIeKapCTBEHHOTO Mpernapara VHIVBUAYAJIBHOTO U3TOTOBJIEHMS B PELENTe Ha 6yMa)KHOM HOCHUTene 1 (I/[J'[I/[) peuernre B CI)OpME 9JIEKTPOHHOTO JOKYMEHTa
HaMMeHOBaHMsI JIeKapCTBEHHBIX CPeJICTB (BelleCTB), BKIIOUeHHbIX B riepeueHb 1KY, yka3bIiBalOTCsl B Havasle pelienTa, 3aTeM - BCe OCTajIbHble MHTPeIMeHThl.

13. IIpy Ha3HAUeHUY JIEKAPCTBEHHOTO [Iperapara B pelienTe Ha GyMakHOM HOCKTeNe U (MIN) pelienTe B opMe IeKTPOHHOIO OKyMeHTa 3alpeliaeTcs IIPeBbIaTh KOIMYeCTBO
HapKOTMYECKVUX CPEJICTB MM IICUXOTPOITHBIX BEllleCTB, KOTOPOe MOXKET GBITh BBIMMCAHO B OHOM pelleliTe, ycTaHOB/IeHHOe npuioxkeHneM N 1 K Hactosiemy ITopsiaky, 3a
MCKIIIOYEHMEM CTy4yaeB, YKa3aHHbBIX B yHKTax 15 u 24 HacTosiuero [Topsinka.

14. TIpy Ha3HAYEHMY JIEKAPCTBEHHBIX IIPENAPATOB, BKIIIOUYEHHBIX B riepedeHb [1KY, 103a KOTOPBIX MPEBbIMIAET BBICIINIT OGHOKPATHbI IIPUeM, MESULIMHCKIIT pAGOTHUK 0603HaAYaeT
103y 9TOTO JIEKapPCTBEHHOTO ITpernapara B pelieriTe Ha 6yMa)XHOM HOCKTeJIe TPOMNCHIO C IIPOCTAaBIeHeM BOCKIMIATETbHOTO 3HaKa U (MJIM) IPOCTABISeT BOCK/IMIIATENbHbII 3HAK
ripu obopmIeHUH pelernta B Gopme 37eKTPOHHOTO JOKYMeHTa.

15. KommyecTBO Ha3HaUeHHBIX JIeKapCTBEHHBIX IPENapaToB, BKIIOYEHHbIX B tepevyeHb ITKY, npy okasaHuM MaLyeHTaM, Hy)KIAOIMCS B IJIUTEIbHOM JIeUeHUM, TePBUYHOM
MeIMKO-CaHUTaPHO TIOMOIIM U Ma/TTMaTUBHOIM MEIUIIVTHCKOI TOMOIIY MOXET GbITh YBEIMYEHO C YIeTOM KIMHUYECKUX PEKOMEHaNMii He 6ojiee yeM B 2 pa3a 1o CPaBHEHUIO C
KO/TMYECTBOM HAPKOTUYECKMX CPEACTB MY IICUXOTPOITHBIX BEIECTB, KOTOPOE MOKET ObITh BBIMMCAHO B OZIHOM DelieliTe, yCTaHOBIEHHbIM NpuioxkeHueM N 1 K HacTosieMy
Topsaky.

B ciyuasix, mpesycMOTpeHHbIX ab3alieM ePBbIM HACTOSIIEro IyHKTa, Ha PelienTax Ha OyMaXHOM HOCKTe e TPOMU3BOAMUTCS Hanmuch "Tlo crenyaabHOMY Ha3HAUeHUIO', OTAeTbHO
3aBepeHHast IOJIVChI0 MeOVIIMHCKOTO PaGOTHMKA U IIeYaThio MeOVIIMHCKOM opranusaumy "[Jis peenToB”, Ha pelenTtax B popMe 3JIeKTPOHHOTO JOKyMEeHTAa IIPOU3BOLUTCS
ormerka "Tlo crienyaabHOMY Ha3HAYEHMIO" C IPOCTaBIeHNEM YCUIEHHOI KBAIM(DUIIMPOBAHHOI 3/IEKTPOHHOI MOICY MeIMUIMHCKOTO paGOTHMKA.

16. CocTaB JleKapCTBEHHOTO TIpernapara, 1ekapcTBeHHast popma 1 o6paleHye MeAUIVHCKOrO paboTHYKA K papMarieBTIYeCcKOMy pabOTHMKY 00 OTITyCKe JIeKapCTBEHHOTO IperapaTa
Ha 6yMa>kHOM HocKTesie 0OopMIISTIOTCS Ha IATMHCKOM M/IM PYCCKOM SI3bIKe B POAMTENbHOM Tafiexe, 3a MCKI0UYeHeM ohopMIeHMs pelieniToB B GopMe 371eKTPOHHOTO JOKYMEeHTa,
OCYIIECTB/ISIEMOTO HA PYCCKOM SI3bIKE.

Ipu obopMIeHNHM peLieNTYPHBIX GIIaHKOB JOITYCKAeTCs MCII0b30BaHye cokpaleHnii (mpmioxerne N 2 K Hacrosiuemy [Topsiaky).

TIpy Ha3HaueHUM JIeKapCTBEHHOTO perapaTa He AOIyCKaeTesl COKpalieHne HauMeHOBaHUi MHTPeAMEHTOB, COCTaBISIOIIMX IeKapPCTBEHHbII [IPerapar, He MO3BOJSIOLIMNX
YCTaHOBUTD, KAKOJ MMEHHO JIEKapCTBEHHbI} IIpernapaTr Ha3HaueH.

17. Crioco6 mpyMeHeHus! IeKapCTBeHHOro IIpernapaTa 0603HavaeTcst ¢ ykazaHueM ITyTY BBeIeHs], JO3bl, YaCTOThbI, BpeMeHM IpyeMa OTHOCUTEIbHO CHa (YTPOM, Ha HOYb) U €T0
IUTATETbHOCTH, & 1JIS IEKaPCTBEHHBIX [TPEIapaToB, B3aMMOAENCTBYIOLIMX C MTUILEH, - BpeMeHU UX YIIOTpe6IeHMs OTHOCUTENbHO MpyreMa IUIIHM (0 eJbl, BO BPeMsl eJibl, TI0CIIE eJIbI).
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18. [Ipy HEOGXOOMMOCTY HEMeJIEHHOTO MM CPOYHOTO (B TeYeHMe ABYX pabouMx JHeit) OTITycKa IeKapCTBEHHOTO Mperapara MalyeHTy B BepXHe 4acTy peliernta Ha 6yMaskHOM
HOCUTEJIEe POCTABJISIIOTCS 0603HAUeHMs "Cito” (CpouHO) uim "statim” (HemenIeHHO). AHaJIOrMYHbIe 0603HaYeH ST TPOCTAB/ISIIOTCS B BI/I€ OTMETOK Iy 0hOpMIIeHUM pelieriTa B
dhopme 371eKTPOHHOTO JOKYMEHTa.

19. IIpu odopmIeHM Ha3HAUEHVS TOTOBOTO JIEKAaPCTBEHHOTO Ipernapara B pelenTe Ha 6yMa)kHOM HOCUTeIe UM peliernTe B GopMe 37eKTPOHHOTO JOKYMEeHTa KOJMYeCTBO
IIe/iCTBYIOIIVIX BEIeCTB YKA3bIBAETCsI B COOTBETCTBUY C MHCTPYKIYE [0 MeIVLIMHCKOMY IIPYMeHeHMIO JIeKapCTBeHHOTO Npenapara. JIoIyCcTXMO YKa3bIBaTh JO3MPOBKY
JIeKapCTBEHHBIX [PENapaToB CUCTEMHOTO e/ CTBUS (171 pe30pOTMBHOTO MpKeMa) B TBEP/IbIX JIEKaPCTBEHHBIX hopMax (Harmpumep, TabIeTKy, OPOIIKY, KaIlCy/Ibl) Kak coiepskaHue
OJHOTO /T HECKOJIBKUX AeCTBYIONIMX BEeLIeCTB B eIMHUIIAX Macchl (B rpaMMax, MWUIMTPaMMax). JJOMyCTMO yKa3bIBaTh JO3MPOBKY JIEKAPCTBEHHBIX MTPENapaToB CUCTEMHOTO
TIefiCcTBYSI (A1 pe30pOTUBHOIO IIPMMeHEeHMsT) B KUIKMX JIeKapCTBEHHBIX (hopMax (HarpyMep, pPacTBOPBI, CYCIIeH3MM) KaK cofiepskaHye OLHOTO WM HECKOIBKMX AeMCTBYIOLIMX
BEIIECTB B eAMHNUI[AX MaCChl Ha eAMHUIY 06beMa (HanpyuMep, MUITUTPaMM/MUITMIIUTD) C yKa3aHueM 001ero 06bema 1eKapCTBeHHO popMmbl.

ITpu oopmieHnM Ha3HAYeHMsI TeKapPCTBEHHOTO MperapaTa MHAMBIIYalbHOIO M3TOTOBIEHNS B PellenTe Ha GyMakHOM HOCKTeIe MY peliernTe B popme /1eKTPOHHOTO JOKYMeHTa
KOJIMYECTBO TBEPBIX M ChITyuMX hapMaleBTMUeCcKuX Cy6cTaHLMil yKasbiBaeTcs B rpammax (0,001; 0,5; 1,0), )KUAKMX - B MWUIMIIMTPAX, FPAMMaXx M Karlisix.

20. PenenTsl Ha 6yMaxkHOM HOCHTeIe, B HopMe 37IeKTPOHHOTO JOKYMeHTa, 0hbOopM/IeHHbIe Ha pelienTypHoM 6;1aHke dopmbl N 148-1/y-88 u npegHasHaueHHbIe [Jisl OTITyCKa
JIeKapCTBEHHbIX IIPENapaToB, PeSyCMOTPEHHbIX NOATYHKTaMu 1 - 3 myHKTa 9 Hacrosuiero [Topsiaka, neiicTBUTeNIbHbI B TedeHue 15 qHedt co qHs ohopmieHus.

21. PerenTsl Ha 6yMaykHOM HOCUTeNe, B GopMe 37IeKTPOHHOTO OKYMeHTa, 0hOopM/IeHHbIe Ha pelienTypHoM 61aHke dopmbl N 148-1/y-04(;1) v mpegHa3HaYeHHBIE IJIS1 OTITYCKa
JIeKapCTBeHHBIX IpernapaToB IrpakaHaM, yKasaHHbIM B TyHKTe 10 HacTosmero ITopsifika, feiicTBUTebHbI B TeueHMe 30 fAHedi co AHs ohopMIeHHMs, 3a UCKITI0UeHKeM CIyyaeB
odopMIeHNs pelieniTa B COOTBETCTBMM € IyHKTamu 38 1 39 HacTosimero ITopsizika, Tpy KOTOPBIX OH JIe/iCTBUTEIEH B TedeHye 15 qHedt co Hs opopMIeHNs.

22. PenenTsl Ha 6yMaxkHOM HOCHUTeIe, B HopMe 37IeKTPOHHOTO JOKYMeHTa, 0hOpM/IeHHbIe Ha peLenTypHoM 6;1aHke dopmbl N 148-1/y-04(;1)  npegHasHayeHHbIE IJIs1 OTITYCKa
JIeKapCTBEHHBIX ITperapaToB IpaskJaHaM, JOCTUTITIIMM [TeHCMOHHOTO BO3pacTa, MHBAIMAAM [1epPBOJi I'PYTIILL, AeTIM-MHBaIKIaM, a TakKe rpakjaHaM, CTpalalolliiM XPOHNYeCKUMU
3a60/1eBaHMSIMM, TPEOYIOLIVIMY ATTUTENbHOTO KYPCOBOTO JIeUeHMS, IeiiCTBUTENbHBI B TeueHue 90 [Helt co THS obopMIeHNSs, 32 MCKIIIOUeHMeM CJTyyaeB, yKa3aHHBIX B MyHKTax 38 1 39
Hacrosiero ITopsinka, TPy KOTOPBIX OH IEMICTBUTENEH B TeueHue 15 gHeit co IHS odopMIeHus .

JI71s1 TeyeHust XpOHMYECKMX 3a60/1eBaHMii YKa3aHHBIM KaTeropysiM rpaskiaH JieKapCTBEHHbIE IpernapaTsl ¢ 0hopMIeHeM PeLlenToB Ha GYMakKHOM HOCHUTeJIe MM PeLienToB B hopme
3JIEKTPOHHOTO JOKYMEHTa MOTYT Ha3HAuaThCs Ha Kypc JieueHus 1o 180 nHeit.

23. PerenTsl Ha 6yMaykHOM HOcuTeNe, B GopMe 371eKTPOHHOTO OKyMeHTa, 0hOpM/IeHHbIe Ha penienTypHoM G1aHke dopmsl N 107-1/y v mpeHa3HaYeHHbIE AJIS1 OTITYCKa
JIeKapCTBEHHbIX IIPerapaToB, MPeayCcMOTPeHHbIX yHKTOM 11 Hacrosiiero Iopsiaka, AeiicTBUTeNbHBI B TeueHye 60 IHe co AHs 0bopMIIeHMS.

TIpy Ha3HaUeHMM FOTOBBIX JIEKAPCTBEHHBIX MPENapaToB M JIEKAPCTBEHHbIX MIPErapaToB MHAMBYUIYaIbHOTO M3TOTOBJIEHMS TIAlIMEHTaM C 3a60/IeBaHUSAMMY, TPEOYIOIMMIU IJIUTETHHOTO
KYPCOBOTO JieueHus, ¢ opopmieHneM Ha penentypHom 61anke ¢popmsl N 107-1/y perenita Ha GyMaskHOM HOcuUTeNe WM B GOpMe 371eKTPOHHOTO JOKYMEHTA YCTaHaBIMBAETC sl CPOK
NIeliCTBUSI peLienTa B IpefiesiaX 4O OfHOTO rofa.

B wiyyae ycraHOB/IEHMSI CPOKa AEMCTBUS PeLielTa B [Ipeiesiax A0 OAHOTIO rofa B pelerTe MpousBOAMUTCs Hafmuch: "TIo crienyaabHOMy HasHAYeHMIO", 0003HAYAeTCS CPOK AeCTBIUS
pelieriTa ¥ NepUOANYHOCTb OTITYCKA JIeKAPCTBEHHBIX IIPEapaToB M3 alTeYHOi OpraHu3auyy Wix MTHOVBYAYAIbHbIM IPeIpUHUMATeNIeM, MMEIOIM JIMIIEeH3UI0 Ha
(apmarieBTMUECKYIO 1eSITeIbHOCTD < 14> (eXeHeIeNbHO, eXKeMECSYHO Y MHbIe TIepUO/IbI). [IOTIOTHUTEIBHO 9TO YKa3aHue 3aBepsieTCst OAIMMChI0 MEIUIIHCKOTO paGOTHIKA, a TaKKe
revaThio MeAMLIMHCKOI opranu3anuy "[Ist peLenToB” (151 pelenTa Ha 6yMaskHOM HOCUTeJIe) MM YCUIEHHO KBaIM(GUIMPOBAHHOI 3lI€KTPOHHOI MOAINCHI0 MEAVLIMHCKOTO
pabOTHMKA U JINLIA, YTIOTHOMOYEHHOTO 3aBePSITh JOKYMEHTHI OT MUMeHM MeOVIIMHCKOM Opranu3aumm (s peenra B popMe 3JIeKTPOHHOTO JOKYMEHTA).

<14> ITynxr 47 yacty 1 cratby 12 ®@enepanbHoro 3akoHa oT 4 Mast 2011 r. N 99-@3 "O nuieH3MpoBaHMM OTAEbHBIX BUJOB JesTelbHOCTH (fanee - PesiepasbHblit 3aKoH N 99-03)
(Cobpanme 3akoHOzAaTenbcTBa Poccuiickoit ®epepanmu, 2011, N 19, c1. 2716; 2021, N 27, cT. 5177).

24. PenjenThbl Ha JiIeKapCTBEHHbIE MPeNapaThl, BKIOUeHHbIe B iepeueHb [KY, 115 1eyeHns] MalMeHTOB C XPOHMYECKMMM 3a60/1eBaHMSIMY MOTYT 0DOPMIISITBCS Ha KypC JieueHus 10 60
IHe.

B wryuae, Korga Kypc ieueHust cocTasisiet 6omee 30 THel, JOIOTHUTENBHO B pelientax Ha 6yMaskHOM HOCKTese TPOU3BOAMTCS Hafmuch "TIo crenmanbHOMY Ha3HaYeHUIO",
3aBepeHHast MOJIVCHI0 MEOVIIMHCKOTO PaGOTHMKA U TIeYaThi0 MeIVIIMHCKOM opranusaumy "[Jis pelenToB”, Ha pelenTtax B popMe 3JIeKTPOHHOTO JOKYMEHTA IIPOU3BOIUTCS
ormertka "Tlo crielaabHOMY Ha3HaYeHMIO" C IIPOCTaB/IeHNEM YCUIEHHOI KBAIM(BULIMPOBAHHO 37IEKTPOHHOI MOAICH MEAMUIMHCKOTO PaGOTHMKA U JINIIA, YITOTHOMOUEHHOTO
3aBepsITh JOKYMEHTbI OT MUMEHM MeAULIMHCKOM OPraHMU3alnu.

25. Perent Ha 6yMakHOM HocuTene B popMe 3/IeKTPOHHOTO JOKyMeHTa, 0pOpM/IeHHBI ¢ HapylleH)eM YCTaHOBIEHHBIX HacTosmuM IlopsimKkom Tpe6oBaHuit, CuuTaeTcs
HeJIeMCTBUTETbHBIM.

II. HazHayeHMe JieKapCTBEHHBIX IIpenapaToB IIPU OKa3aHUM MeAVIVHCKOM MOMOIIY B CTAllMOHAPHBIX YCIOBUAX

26. IIpy oKa3aHUM TMALMEHTy MEAULIMHCKO ITOMOIIM B CTALIMOHAPHBIX YCIOBUSIX Ha3HAUEHMe JIEKAPCTBEHHbBIX TPernapaToB MPOU3BOAUTCS 6e3 0OpM/IeHMS pelienTa MeIULTHCKUM
pabOTHUKOM eJVHOMMYHO, 33 UCK/IIOYeHMEeM CTyyaeB, YKa3aHHBIX B IyHKTe 27 HacTrosiiero ITopsiaxa.

27. CornacoBaHue Ha3HaYeHMs TeKapCTBEHHbIX IPENapaToB ¢ 3aBeAyOLIMM OTIeNeHUeM WM OTBETCTBEHHBIM [JeKYPHBIM BPauOM 160 JPYTMM JTMULOM, YIIOTHOMOYEHHBIM
MPUKA30M ITIABHOTO Bpaya MeJVIIMHCKOM OPraHu3almi, a TaKxKe, IIPY HAJIMUUY, C BpaYOM - KIIMHUUYECKUM (hapMaKoIoromM Heo6X0oyMO B CITy4asixX:

1) OOHOBPEMEHHOI'O Ha3HAYeHMs IISATU U 6omee JIEKapCTBEHHBIX IIpernapaToB OMHOMY MaLMEHTY,

2) Ha3HAa4YeHMs TeKapCTBEHHBIX IIPENapaToB, He BXOASILIMX B IlepeyeHb KM3HEHHO He0OX0OVIMbIX M BaXKHEIIMX JTeKapCTBEHHBIX NTPernaparos <15>, mpy HeTUITMYHOM TeuyeHUM
3a601eBaHMs, HAIMYUY OCJIOKHEHMI OCHOBHOTO 3a60/IeBaHusI U (MJIM) COMYTCTBYIOLIMX 3a60IeBaHMit, IPY Ha3HAUE€HUY JIEKAPCTBEHHbIX MTPerapaToB, 0COGEHHOCTU B3aMO/eACTBISI
¥ COBMECTMMOCTH KOTOPHIX COMIACHO MHCTPYKLMSIM [0 MX TIPUMEHEHIIO IPUBOIAIT K CHIDKeHNI0 9 dexTnBHOCTM 1 6e30macHOCTY papMakoTepanuu u (M) CO3LA0T
MMOTeHIMATbHYIO ONIACHOCTb JIJISI 5KU3HY U 30POBbSI MAlleHTa.

<15>Yacru 1 cratbu 60 ®enepanbHoro 3akona N 61-@3 (CobpaHue 3akoHomaTenscTBa Poccniickoit ®epepaunn, 2010, N 16, ct. 1815; 2020, N 29, cT. 4516).

B YKa3aHHBIX C/Iy4yasaX Ha3HaUYeHMe JIEKapCTBEHHBIX IIpernapaToB li)MKCl/lpyeTCH B MeIVLIVIHCKOM JOKYMEHTal Y NMaleHTa U 3aBepsaeTcCs IMOAITNChI0 MeIVIIMHCKOr o pa60THI/IKa n
3aBelyIolero oTaeneHeM (OTBEeTCTBEHHOTO IeXKyPHOT0 Bpaya My APYroro YIoJIHOMOUYEHHOTO JIMLIA).

28. MeAMIMHCKMIT PaGOTHUK MeIMULMHCKO} OpraHm3anyy (ee CTPyKTYPHOTO MOfipa3 ieneHsl), PACIO/IOKeHHOI B CelIbCKOM HaceleHHOM ITYHKTe, OCYILeCTB/IsIeT Ha3HaueHue
JIeKapCTBEHHBIX IIPEeNapaToB B CIy4Yasx, yKa3aHHBIX B MyHKTax 27 1 29 HacTosimero ITopsiika, eIMHOMNYHO.

29. Ilo pelreHuo BpaueGHOM KOMMCCHUM MALMEHTAM PV OKasaHMy MM MeAMIMHCKOM TOMOLIM B CTAL[OHAPHBIX YCIOBMSIX HA3HAYAIOTCSI IEKApCTBEHHbIE MTPeIapaThl, He
BK/IIOUEHHbIE B IT€PEeYeHb )KM3HEHHO HeOOXOAMMBIX M BasKHEHMILIVX JIEKAPCTBEHHbIX IPENapaToB, B CIy4ae UX 3aMeHbI 13-3a MHAVBUIYAIbHOI HEIIepEHOCUMOCTH, 110 JKM3HEHHbIM
MOKa3aHMsIM.

Pemenne Bpaq€6HOI‘/'[ KOMUCCUU (IJV[KCI/IpyeTCH B MeJMLIMHCKO AOKYMeHTal My NalyeHTa 4 )XypHase Bpaqeﬁl—loﬁ KOMMCCHUN.

30. B cmyvasix o6cenoBaHus v JieueHMs TPaKAaHMHA B CTAl[IOHAPHBIX YCIOBUSX B PAMKaXx IPeNoCTaBIeHNsI MEIUIIVHCKUX YCIYT Ha BO3ME3HOM OCHOBE 3a CUeT IMYHBIX CPEJICTB
rpakiaH, CPeNCTB IOPUINUECKIX L Y MHBIX CPELCTB HA OCHOBAHMM I0TOBOPA, B TOM UJC/Ie JOTOBOPA JOGPOBOIbHOTO MEIUIIMHCKOTO CTPaXOBaHus <16>, eMy MOTYT GbITh
Ha3HaYeHbI JIeKaPCTBEHHbIE ITPeraparsl, He BXOISIIMeE B IepevYeHb )KM3HEHHO HeOOXOAMMBIX M BasKHEHIIX JIeKapCTBEHHBIX MTPerapaToB, ec/iv MX Ha3HaueHVe ¥ IpUMeHeHue
06YC/IOB/IEHO MEAMLIMHCKMMM TTOKa3aHUSIMM.
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<16> INocranosnenne IpaBurtenbcTBa Poccuiickoit @epepanmm ot 4 oktsi6ps 2012 r. N 1006 "O6 yrBepskaeHuu [IpaBui mpegocTaBieHNs MEAULMHCKMMM OPTaHM3aLMSIMU IIATHBIX
MepmMUMHCKMX yoryr” (Co6paHye 3akoHomaTenbeTBa Poceniickoit @epepauny, 2012, N 41, c1. 5628).

II1. HasHaueHMe TeKapCTBeHHBIX ITpenapaToB NPy OKa3aHUM NMePBUYHOM MeIVKO-CAaHUTAPHO IOMOIIY, CKOPOi MeAUIIMHCKO ITOMOIIM
¥ NA/UVIMATUBHOI MegUIIMHCKO ITOMOILIM

31. IIpu oKa3aHMM EPBUYHON MeIMKO-CAHUTAPHO MOMOIIM U NA/TTMAaTUBHOM MEIUIIMHCKOM ITOMOIIN B aM6yHB.TOprIX YCIOBUAX Ha3HAaUY€HVe JIEKapCTBEHHBIX IIpernapaToB
OCYILLIECTBJISIeTCA MeULIVHCKUM paGOTHMKOM B C1ydyasiX TUIIMYHOTO TeYeHUSs 3a60JieBaHMsI TALMEHTa UCXOMIS U3 TSHKECTY U Xapakrepa 3a60eBaHus.

32. HasHaueHMe jlekapCTBEHHBIX I1PeIapaToB 10 PellleHNI0 BpaqeﬁHoﬁ KOMMCCHUM IIPU OKa3aHUU HepBM‘{HOﬁ Me,Z[MKO-CaHMTapHOﬁ TIOMOLIY, TTa/UTMATUBHOM MeAULIMHCKOM MTOMOIIN
B aM6yJIaTOprIX YCUIOBUAX IIPOU3BOAUTCA B C/Ty4asx:

1) OZIHOBPEMEHHOTO Ha3HAUeHVsI OMHOMY IaLMeHTY ISITH 1 60Jiee JIeKapCTBEHHbIX IIPerapaToB B TeUeHMe OJHUX CYTOK WJIM CBBIIIE AeCsITY HAaMMEHOBaHWii B Te4eHue TPUALATI
IHe;

2) Ha3HAa4YeHMs TeKapCTBEHHBIX IIPErapaToB IIPY HETUITMYHOM TeueHUM 3a601eBaHsl, HATMYMY OCJIOKHEHMI OCHOBHOT'O 3a60/1eBaHMsI M (M/IM) COITYTCTBYIOLIMX 3a601eBaHmii, pu
Ha3HaYeHMY JIeKaPCTBEHHBIX [TPeIapaToB, 0COGEHHOCTH B3aMMOAENCTBIS M COBMECTMMOCTY KOTOPbIX COIIACHO MHCTPYKIVSIM 0 MX TIPUMEHEHMIO IIPUBO/IST K CHYKEHUIO
3 dexTrBHOCTM 1 6€30MacHOCTY JIedeHMsI alyieHTa M (V1) CO3MaI0T MOTeHIMAIbHYIO OMACHOCTD IJIS )KU3HU U 3[10POBbsI MAI[MIeHTa;

3) MepBUYHOrO Ha3HaUeHMs MalyeHTy HapKOTUUYeCKUX M IICUXOTPOIHBIX JIeKapCTBeHHbIX IpenapaToB criucKoB I u I11 [Tepeynsi (B ciryyae NPUHSITUS PYKOBOLUTEIEM MeAUIMHCKOM
opraHu3anyy peleHns 0 He0OXOOMMOCTY COITIACOBaHMSI Ha3HAUEHMS TAKVUX JIEKAPCTBEHHbBIX MTPENapaToB ¢ BpaueGHO KOMUCCHeIT).

33. [IoBTOpHOE Ha3HaYeHMe HAaPKOTUUECKMX U TICUXOTPOITHBIX JTIeKapCTBEHHBIX MpenapaToB cryuckoB 11 u 111 [lepeyHst Mpou3BOOUTCS MEAUIMHCKMM PA6OTHMKOM CaMOCTOSITETbHO
WM eOVHOIMYHO 6€3 yuacTysi Bpaue6HO KOMUCCHUM TTallMeHTaM C BbIPasKeHHBIM G0JIEBBIM CMHAPOMOM JIFOO0TO reHe3a, HapylIeHueM CHa, CYTOPOXKHBIMYU COCTOSTHUSIMM,
TPEBOKHBIMM PacCTpoiicTBaMu, GoOGUSIMU, ICUXOMOTOPHBIM BO30YKAEHUEM.

34. [Ipy OKa3aHMM CKOPOI MeOMIIMHCKOJ ITOMOIIIY JIeKapCTBEHHbIE IperapaThl HA3HAYAITCS MEAMIVHCKMM PaGOTHMKOM Bble3IHOM G6purabl CKOPOii IOMOIIY, MEIVLIMHCKIUM
Pa6OTHUKOM MeIUIIMHCKOM OpraHu3alyy py OKa3aHUM MeAULIMHCKOI TIOMOIIM IpaskJaHaM Ipy 3a60/1eBaHMSIX, HECUACTHBIX CTy4asix, TPAaBMax, OTPABIEHUSIX U APYTUX
COCTOSITHVSIX, TPEOYIOIIVX CPOYHOTO MEIMIMHCKOTO BMeIIaTelbCTBa.

IV. HasHaueHue IeKapCTBEHHBIX MPenapaToB rpakgaHaM, MMEOIMM IIPaBo Ha GecIlaTHOe IIOIyYeHNe JIeKapCTBEeHHBIX IPernapaToB
WUIU TIOTyY€eHMe JIeKapCTBEHHBIX NMPerapaToB CO CKUAKOMN, IPU OKa3aHMUM MEePBUYHOI MeaMKO-CAaHUTAPHOM IIOMOII

35. IIpy OKa3aHUM NePBUYHOI MeIVKO-CaHMTAPHOI TOMOIIY Ha3HaueHye MeAMIVIHCKMM PaGOTHMKOM Ha OCHOBE KJIHUYECKX PeKOMeH/IAlMii U C y4eTOM CTaHAaPTOB
MeIMIMHCKOM oMol <17> 1ekapcTBeHHBIX ITPeNapaToB, OTIYCKaeMbIX 6eCIIaTHO MM CO CKUIKOH, IPakiaHaM, MMeIOIIM ITPaBo Ha obecriedeH1e 1eKapCTBeHHbIMU
IperiapaTaMy 3a cueT CPenCTB GI0KeTHBIX aCCUTHOBAHMI (eiepabHOrO GI0/KeTa ¥ GI0KeTOB CyObeKTOB Poccuiickoit deepaiyy, OCyLIeCTBISIETCS] HA PelleITypHOM GaHke N
148-1/y-04().

<17> Crarps 37 ®epepanbHoro 3akoHa N 323-®3 (Co6paHue 3akoHOaTenbcrBa Poccuiickoit ®enepannn, 2011, N 48, cr. 6724; 2021, N 27, ct. 5186).

Ipu obopmiennn perernra Ha 6manke popmbl N 148-1/y-04(1) Ha 6yMakHOM HOCHTEe OGOPMIISIIOTCS [iBa 9K3€MIUISIPA, OAMH M3 KOTOPBIX OCTAETCS B alITEUHOM OpraHu3ariymn,
BTOPOI¥1 - B MEAMUIMHCKOJi JOKYMEHTALMY MalieHTa.

36. IIpaBO Ha3HAYaTh JIEKAPCTBEHHBIE ITPerapaThl rpakgaHaM, MMeIoIMM [TPaBo Ha GecruiaTHOe MOoyYeHye JJeKapCTBEeHHBIX PerapaToB Wy OMyYeHye JIeKapCTBEHHbIX
MpernaparoB CO CKUIKOI, TAKKE UMEIOT:

1) MeJULIMHCKNe paﬁOTHl/lKl/l, pa60TanmMe B MeIMLIMHCKOM OpraHy3aLyy 10 COBMeCTUTEebCTBY (B IIpefenax cBoeit KOMIIeTeHLINN);
2) MeJUUVHCKNe paﬁOTHI/IKI/l CTalMOHAPHBIX OpI‘aHI/[Sa]_lMﬁ COLMAJIBHOTO 06CJIV)KI/IB3HM$I TIPU HAJIMYUY IMLUEH3UU Ha OCYLIEeCTBJIEHNE MeIUIMHCKOM eaTebHOCTH <18>,

MpeaycMaTpyUBalolei BbIONHEHe paboT (0OKasaHMe YCIyT) M0 OKa3aHWIO MEPBUYHOM MeIMKO-CAHUTAPHOM MOMOLIY B aMOY/IaTOPHBIX YCIOBUSIX (HE3aBMCHUMO OT BEIOMCTBEHHOI
MIPUHAAJIEXKHOCTH);

<18> ITynxr 46 yactu 1 cratbu 12 ®GenepanbHoro 3akona N 99-@3 (Cobpanue 3akoHomarenscTBa Poccuiickoit ®epepaumu, 2011, N 19, cr. 2716; 2021, N 27, 1. 5159).

3) MeOMLMHCKMEe PAaGOTHUKM MeOVIMHCKYX OPTaHM3aLMii, OKa3bIBAIONIVX IEPBUYHYIO MeAMKO-CaHUTAPHYIO TOMOIIIb, TOBEOMCTBEHHBIX (efepaqbHbIM OpraHaM
MCIIOJTHUTEILHOM BJIACTY MIJIM OpraHaM MCIIOJHUTEIbHOI BJaCTy Cy6beKToB Poccuiickoit demepaiym;

4) VMHAVBYIYyaJIbHbIE IPeJIIpMHMMAaTeNN, OCYIIeCTBSoNIe MeAUIMHCKYIO AesiTeIbHOCTb X BK/IIOYEHHBIEe B peecTp MeAUIMHCKIX OpraHu3alyii, OCyleCTBISIOIMX [esiTeTbHOCTb B
cd)epe 06513aTEIbHOT0 MEIUIMHCKOTO CTpaxoBaHUs.

37. IIpy Ha3HaYEeHMU JIeKapPCTBEHHBIX MTPerapaToB rpaskJaHaM, MMeIoLMM IPaBo Ha 6ecriyiaTHOe MoTyveHye JIeKapCTBeHHbIX ITPerapaToB MM MOTy4YeHye IeKapCTBeHHBIX
MpernaparoB CO CKUIKO, B pellerTe YKa3bIBaeTcsi HomMep TenedoHa, 1o KOTOPOMY PaGOTHUK alTeYHO OpraHmM3aLum pyu He06XOAMMOCTY MOYKET COIIACOBATh C MEAVIIMHCKUM
pPaGOTHMKOM 3aMeHy JIeKapCTBEHHOTO IpernapaTta.

38. HazHaueHye HAPKOTUUYECKUX M TICUXOTPOITHBIX JIEKAPCTBEHHbIX IpernapaToB crivicka [1 [lepeyuHs (3a UCKIIOUEHMEM JIeKapCTBEHHbIX MIPerapaToB B BUJE TPAHCIEePMaTbHbIX
TepaneBTUYECKUX CUCTEM, a TAKXKe JIeKapPCTBEHHBIX MTPeIrapaToB, COAEPsKaIlMX HAPKOTUIECKOe CPeJICTBO B COYETAHNUY C AHTArOHMCTOM ONMOMIHBIX PELeNITOPOB) IPaKAaHaM,
MMeIOLIMM IIPaBo Ha GecIIaTHOe MoTyYeHye JIeKapCTBEeHHBIX IIPerapaToB My MOJyYeHysl JIeKapCTBEeHHBIX IIPeNapaToB cO CKMUAKOIA, OCYIIeCTBIISIETCS HA PelleITYPHOM G/1aHKe
dopmbi N 107/y-HII, K KOTOPOMY IOTIOTHATENBHO 0hOPMIISIETCS pelienT Ha peLienTypHoM 6aHKe popmbl N 148-1/y-04(11) (B ABYX 9K3eMIUIsIpax mpu ohopmaeHny Ha GyMaskHOM
HOCUTeJe).

39. Ha3HaueHVe HApKOTMYECKUX M IICUMXOTPOITHBIX JIeKapCTBEHHbIX IpenapaToB crivicka II [lepeyHs B Bue TpaHCAePMaTIbHBIX TePANIeBTUUECKMX CUCTEM, HAPKOTUYECKUX
JIeKapCTBeHHBIX IpenapaTos cricka I [TepeyHs, comepskalyx HapKOTMYeCKoe CPeCTBO B COY€TAHNM C AHTATOHMCTOM OIVIOVMIHBIX PELieNITOPOB, IICYXOTPOIIHBIX 1eKapCTBEHHBIX
npenapartos crivicka I1I Tlepeuns, 1ekapcTBEHHBIX IpeNapaToB, BKIIOYEHHbIX B IlepedyeHb [TKY, copepskalmxcs B MOATYHKTe 2 MyHKTa 11 Hacroduiero ITopsska, npefHasHaueHHbIe
LIS JIedeHMsT TPakaH, MMEIOLIMX IIPaBo Ha 6ecIIaTHOe MoTy4YeHNe JIeKapCTBEHHBIX MTPerapaToB WM IOTyYeHMe JIeKapCTBEHHBIX [TPernapaToB cO CKUIKOI, OCYLIeCTBIISIETCS Ha
penenTypHbIx 6maHkax ¢opm N 107-1/y u N 148-1/y-88, K KOTOPbIM JOIOTHUTEIHHO OPOPMIISIETCS PELIeNT Ha pelienTypHOM 61aHKe Gpopmbl N 148-1/y-04(11) (B IBYX 3K3eMIUISIpax
ripyu obopMIeHUM Ha GyMakHOM HOCUTENE).

Ipunosxcenue N 1

K Iopsdky HazHaueHus
JleKapcmeeHHbIX NPenapamos,
ymeepxOeHHOMY NPUKA30M
Munucmepcmea 30pagooxpaneHus
Poccutickoti @edepayuu

om 24 noabps 2021 2. N 1094H
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KOJIMYECTBO HAPKOTUYECKUX CPEACTB MJIN IICMXOTPOITHBIX BEIIECTB, KOTOPOE MOJKET BbIThb

Nn/n

i

10.

11.

12.

BBITIMCAHO B OIHOM PEIIEIITE

Mex(,uyl-lapom{oe HelaTeHTOBAHHOE Ha¥MMeHOBAaHMe HAPKOTUYECKOTr0 M MCUXOTPOITHOIO JIEKapCTBEHHOTIO ITperapara

BynpenopduH + Hamokcon

BynpeHopduu

BynpeHopbuH

Mopduu

Koment + Mopdus + Hockanus + [TanaBeput + Te6aud

Tpumenepuana

Tpumenepuana

Mopdux

Mopoduu

Mopoduu

Mopoduu

OKcuKOIoH + HaJlokcoH

TTponoHNIGEHNIITOKCUITUIITNIIEPUINH

®dopma BeIITycKa 1
II03UPOBKA

Tabnetku
cybauHrBasbHbie 0,2
wmr + 0,2 mr

PactBop gist
uHbeKIMi, 0,3 Mr/
w1 1 M

TpaHcoepMaabHbIi
MJIaCThIPh

35 MKr/4ac
52,5 MKr/4ac
70 MKr/4ac

PactBop ans
VHDBEKLMI, pacCTBOP
LTSI TIONKOXKHOTO
BBemeHus 10 mr/min
1 mn

PactBop gnist

MO KOXXHOTO
BBeJleHUSI

0,72 + 5,75+ 2,7 +
0,36 + 0,05 mr/m 1
M

1,44+ 11,5+54+
0,72 + 0,1 mr/mut 1
M

Tabnerku 25 Mr

PactBop s
uHbeKLM 10 Mr/mn
1 mn

20 mr/mn 1 v

TabeTKy (Karcysbl)
MPOJIOHTMPOBAHHOTO
IeiCTBUS

10 mr

30 mr

60 mr

100 mr

200 mr

TabneTku

5mr
10 mr

Karum ay1st mpyema
BHYTPb 20 mr/mi 20
M

PactBop a5 npuema
BHYTPb (MOHOZ,03bI)

2 Mr/mit 5 M
6 Mr/mi 5 M
20 mr/m 5 mn

Tab6netku
MIPOIOHTMPOBAHHOTO
IeCTBUS

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

TabneTky 3aiieyHbie
20 mr

Konnuectso

60
Tab/IeTOK
(yIIaKkoBKa,
KparHasi N
20)

30 ammyn
(umpn-
TIOGUKOB)

20
Tj1acTeipet
10
/1aCThIpeii
5
T1acThIpeit

20 amrtyn
(umpmiy-
TIOGMKOB)

20 ammyn

50
TabIeTOK

20 amrtyn
(umpmiy-
THOGUKOB)

180
TabIeTOK
(xarcym)
60
TabIeTOK
(karcyJ)
40
TabIeTOK
(xarcym)
20
TabIeTOK
(xarcym)
20
TabIeTOK
(xarcym)

100
TabIeTOK
100
TabIeToK

4 makoHa

100 ammyn
/3

80 ammysn i/
3

30 amnyn 1/
3

100
TabyIeToK
60
TabIeTOK
40
TabIeToOK
20
Tab/IeTOK

50
TabIeTOK



15.

Nn/n
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27.
28.
29.

deHTaHUT

deHTaHUT

ITnacTeipb

12,5 MKr/uac 20

25 MKr/4yac TJIaCThIpei

50 MKr/4yac 20

75 MKr/4ac TJ1acThIpei

100 mKr/gac 10
j1acTbipet
10
TJ1acThipei
10
T1acThipeit

Crpeit Ha3anbHbIN

®nakoH 50 MKr/mo3a

2,0 M (10 no3) 24 dnakoHa

3,2 v (20 1o3) 12

5,0 vt (40 o3) nakoHoB
6 makoHOB

®nakoH 100 Mkr/

nosa

2,0 m (10 no3) 12

3,2 mi (20 mo3) tbnakoHoB

5,0 mi (40 mo3) 6 rmakoHOB
3 dnakoHa

®nakoH 200 MKr/

nosa

2,0 mn (10 mo3) 12

3,2 mi1 (20 mo3) rnakoHOB

5,0 M (40 mo3) 6 (h1akOHOB
3 makona

ITpunosxcerue N 2

K ITopsdky HasHauenus
JlekapcmeeHHbIX Npenapamos,
ymeepOeHHOMY NPpUKazom
MuHucmepcmea 30pasooxpaneHus
Poccutickoti @edepayuu

om 24 Hoabpsa 2021 2. N 1094H

CnpagouHo

PEKOMEHIOBAHHBIE K MCITOJIb3OBAHUWIO COKPAIIEHMS ITPY1 O®OPMJIEHUU PELIEIITOB

CokpaieHne
aa

ac., acid.
aer.

amp.

aq.

aq. purif.
but.

caps.
comp., cps
D.

D.S.

D.t.d.

dil.

Div. in p. aeq.
emuls.
extr.

in enem.
F.

gran.

gt., gtt
gtt. peror.
inf.

in amp.

in tab.

in tab. prolong.

in tab. prolong, obd.

in tubul.
lin.

lig.

IMonHOe HamMcaHue
ana

acidum

aerozolum

ampulla

aqua

aqua purificata
butyrum

capsula

compositus (a, um)

Da (Detur, Dentur)

Da, Signa Detur, Signetur
Da (Dentur) tales doses
dilutus

Divide in partes aequales
emulsio

extractum

in enemas

Fiat (fiant)

granulum

gutta, guttae

guttae peroralis
infusum

in ampullis

in tab(u)lettis

in tab(u)lettis prolongatis

in tab(u)lettis prolongatis obductis

in tubulis
linimentum

liquor

IlepeBorn

110, TOPOBHY

KUCIOTa

a3p0o3071b

amIrysna

BOJA

BOJIA OUMILIEHHAS

Maciio (TBeproe)

Karcyna

CJIOKHBIN

Boigaii (ITycts BbiiaHo, ITycTb GyneT BbIgaHO)
Bbigaii, 0603Haub [TycThb GymeT BoiiaHo, 0603HAUEHO
Boigait (ITycTb 6YQyT BbIIAHbBI) TaKye JO3bI
pa3BeleHHbI

Pasnenu Ha paBHbIe YacTu

IMYIIbCUST

9KCTPAKT, BBITSDKKA

B MUKPOKJIM3MaxX

ITyctb 06pa3syeTcst (06pasyroTCst)

IPaHyJIbI

Karuisl, Karm

Karum 1Jist ipuemMa BHYTpPb

HacToMi

B aMITy/Iax

B TabreTKax

B TabJIeTKax C MPOJIOHTMPOBAHHBIM BbICBOOOXKIEHEM

B TabJIeTKax C MPOJIOHTMPOBAHHBIM BbICBOOOKIEHMEM,
TTOKPBITHIX 060I0YKOI

B TIOOMKAxX
JIMHVUMEHT

SKJKOCTh



30. lot.

31. m. pil.
32. membr. bucc.
33. M.

34, mixt.
35. N.

36. ol.

37. past.
38. pil.

39. p. aeq.
40. ppt., praec.
41. pulv.
42. q.s.

43, r.,rad.
44. Rp.

45, Rep.

46. rhiz.

47. S.

48. sem.

49. simpl.
50. sir.

51. sol.

52. Spr.

53. Spr. nas.
54. supp.
55. susp.
56. tab.

57. t-ra, tinct.
58. tubulis
59. STT

60. ung.

61. vitr.

MUHMCTEPCTBO 3OPaBOOXPaHEeHMd

lotion
massa pilularum
membranulae buccales

Misce, Misceatur

mixtura
numero

oleum

pasta

pilula, pilulae
partes aequales
praecipitatus
pulvis
quantum satis
radix

Recipe

Repete, Repetatur
rhizoma

Signa, Signetur
semen

simplex
sirupus

solutio

spray

spray nasale
suppositorium
suspensio
tab(u)letta
tinctura
tubulis
Systema Therapeutica Transcutanea
unguentum

vitrurn

®OPMA PEIENTYPHOT'O BJIAHKA N 107-1/Y

Poccurickon demepaumu

Kom dopmel mo OKY[
Kon yupexneHma no OKIIO

MenoMuMHCKasa IOOKYMEHTaUusa

HammMeHoOBaHme (wTamim)
MEeIMLMHCKOM OpTaHM3auun

dopma N 107-1/y
YTBepXIeHa NPUKA30M

MMHMCTepCTBa 3OPaBOOXPaHEeHUsA

Poccurickon demepauun

or 24 HosGps 2021 r. N 1094n

PELENT

(B3pOCTIBI, OEeTCKMM — HYXHOE IONUEPKHYTH)

"o 20 T.

@aMMﬂMH, MHMLMAJIEL MMEHM M OTUeCTBa (nocnenﬂee - npm Hanmqmm)
naumeHTa
JlaTa poxneHms
®aMMHMH, MHMLMAJIEL MMEHM M OT4YeCTBa (nocnenHee - npm HaHMHMM)
Jleyamero Bpauda (pesnbnmepa, axymepku)

py©. |xomn. |Rp.

JIOCbOH
TMI0JIbHAsA Macca
TUJIGHKM 3allleYHbIe

Cmermait
(TTycTb GyneT CMelIaHo)

MMKCTypa
YYCIOM

Macso (KuaKoe)

racra

TIVUJTIOJISL, TIVUTIONA

paBHbIE YaCTN

OCaKIeHHBIN

MOPOIIOK

CKOJIBKO ITOTPEeBYeTCs], CKOTbKO HAZl0
KOpeHb

Bosbmu

TosTopu (IlycThb GyIeT MOBTOPEHO)
KOpHeBUIIe

0603Haub (ITycTb GymeT 0603HaUEHO)
cemst

NpOCTOM

cupor

pacTBop

crpeit

cIipeii Ha3aabHBIN

CBeya, CYMIo3UTOpuit

CyCIIeH3usl, B3BeCh

TabeTka

HaCToliKa

TIOGUKY

TpancaepmanbHas TepaneBTuueckas Cucrema

Mas3b

CKJISTHKa

Ipunosxenue N 2

K npuxazy MuHucmepcmea 30pagooxpaHeHust

Poccutickoti @edepayuu
om 24 Hosbps 2021 2. N 1094H



Ilonnuce
¥ edaThb Jiedalero Bpada M.II.
(momnmuchk denpauepa, axKyLepKM)

PeuenTt nencrBuTelsieH B TedeHme 60 guert, mo 1 roma ( )
(HyXHOEe INOOYEPKHYTH) (yxaszars

KOJIMUECTBO OHEN)

OGopoTHas CTOPOHA

OTMeTKa O Ha3HaAYeHUU
JIEKapCTBEHHOT'O INpenapara
0 peleHuo BpadebHOM KOMMCCUM

IlpuroToBUII IIpoeepuin OTnycTni

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

MUMHUCTEPCTBO 3APaBOOXPaHEHMA Kon dopmer mo OKyJ 3108805
Poccuiickoit demepaumm MemmuuHCKas IOKYMeHTalMs
dopma N 148-1/y-88
HamMeHoBaHMe (mTam) YTBEepXxIeHa NpPMKa30OM
MeOMLMHCKOM OpTraHM3aumumn MUHMCTEPCTBA 3OPaBOOXPAHEHUS
Poccurickoit denmepaluumu
HamMeHoBaHMe (wTamil) or 24 Hos6ps 2021 r. N 1094n

MHIVMBUOYAJIbHOTO NPennprHMMaTeJIa

(ykasaTb ampec, HOMEP M HAaTy JMLEH3UM,
HaVMEeHOBAaHMe OpraHa I‘OCyI[apCTBeHHOY;’I BJ1IacT™H,
BHIIABLETO JIMLEHBUD)

Cepusa

PEIENT "o 20 1.

(nara odpopmieHus-peLenTta)

(B3POCUIEI, IETCKUI — HYXHOE MOOYEPKHYTH)

daMmIMA, MHMUMAJL MMEHM M OTYeCTBa (NocyjienHee — NPMU HaJIM4UMM)
nauMeHTa

HaTa poxmeHus

Apgpec MecTa XuUTejJbCTBa WM N MeAMUMHCKOM KapTe aMOyJlaTOPHOTO
nauMeHTa, M[oJlydaoulero MeAMUMHCKYK [IOMOWEb B aMOyJIaTOPHEIX YCJIOBMAX

@aMMJ‘H/IH, MHMLIMAJIEL MMEHM M OTYEeCTBa (HOCJ‘[EJIHSe - npm HaJ'H/ILH/LM)
Jleyamero Bpada (bensnmepa, akymepku)

Py6. Korm. Rp:

llonnuce M neuvaThb Jiedaumero Bpada M.II.
(momnmuces Qenbauepa, axKylLepKu)

PeuenTt OeMCTBUTEJIEH B TeueHue 15 nHen

OGopoTHas CTOPOHA

OTMeTKa O Ha3Ha4YeHUU
JIeKapCTBEHHOTO Ipenapara
0 pelleHUI0 BpaueOHOM KOMMCCUM

IlpuroToBUI IIporepun OTnycTni



®OPMA PEIENTYPHOT'O BJIAHKA N 148-1/Y-04 (JI)

MUHUCTEPCTBO 3APaBOOXPaHEeHMA YTBEPXIEHA
Poccuyickon demepaumu MECTO IJIA nprkasoM MuHMCTepCTBa
MTPUXKOOA <*> 3IPaBOOXPaHEHUA

Poccurickon demepauumu
or 24 HOsb6ps 2021 r.
N 1094n

Hramn

Kon MeOMLMHCKOM opraHmM3aumum

llramn

Kon VHIVBUOYAJIbHOT'O NpennprHMMaTe N qa

Konm dopmer mo OKYI 3108805

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

Korm Kon JICTOUHMK QMHAHCUPOBAHMA :
KaTeropun HOB0JIOTMYECKOMI (IONUEepPKHYTH)
IpaxnaH dopmer (o MKB)

1. depmepasnbHBl OoOIXET

2. BomxerT cybmekTa
Poccuiickor denepauum

3. MyHMUMIAJIBHEIL OoIKET

PELEINT Cepus N Jlara obopMIIeHMS :

daMuyMsA, MHMLMAJE MMEHM M OTdecTBa (IocienHee -
NpY HaIUuMy) [auMeHTa JaTa poxIneHus

CHMJIC

N nosuca
0643aTeJIbHOTO
MeOMUMHCKOTO
CTpaxoBaHUA:

HOMep MeﬂMuMHCKOﬁ KapTel IIaluMeHTa, IIoJlydamouero MeIMUMHCKYI IIOMOLb B
aMOyJIaTOPHEIX YCJIOBUAX

@aMMHMH, MHMLMAJIEL MMEHM M OTUYeCTBa (nocnenHee - npm HaﬂMqMM)
Jleyamero Bpauda (pesnbnmepa, axkymepku)

Py6. Korm. Rp:

llonnuce M neyvaThb Jiedaumero Bpada M.II.
(nmoponmuce Qenprmepa, aKyWepKu)

Peuent percrBuTesieH B TedeHue 15 nHer, 30 nuew, 90 nHen
(HyXHOE MOOYEPKHYThH)

———————— (3amnosHAeTCA CHeUManMCTOM alTedHOM OpTaHM3aLum) —-—————--

OTnymeHo MO pelenTy:

JaTa ornmycka: "__ " 20 .

IIpUTOTOBMII :

Toproeoe HaMMeHOBaHUe
" OO3MpPOBKa:

KoynmuecTBo:

IlpoBepnit:

OrnycTui:

% OmJIaThH :
(IOIYEPKHYTEH)

1. BecmatHO

2. 50%

3. mHOM %

20_
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(IMHMA OTpEIBA)

Kopeumok pelLenTypHOTO OJjlaHKa Crnnoco® NpPMMEHEHMS :
HammeHnoBaHue HpO,ﬂOJ‘DKVITeJ‘IbHOCTb JZlHeI;I
JIeKapCTBEHHOTO IIpenapara:

KosnmuecTrO nIpreMOB B II€Hb: I ras
Jo3MpPOBKaA : Ha 1 npmewm: en.

ObopoTHas CTOpPOHa

OTMeTKka O Ha3HAYEHUU
JIEKapCTBEHHOT'O Ipenapara
IO peleHMO BpaudebHOM KOMMCCHUU

TIlpuroToBUI poseput OrnycTu

<*> B ciiydae WMBTOTOBJIEHMA PELENTypPHOTO OJjlaHKa C MCIHOJb30BaHMEM
KOMITBIOTEPHEIX TEXHOJIOTMUIA .

Ipunosxenue N 3

K npukazy Murucmepcmea 30pagooxpaHenust
Poccutickoii @edepayuu

om 24 nosbps 2021 2. N 10941

[MOPSAOOK ODOOPMJIEHV PELEIITYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE ITPEITAPATBI, X YUETA U
XPAHEHUA

I. Obopmnenne penenrta Ha GyMa>kHOM HOCUTeIe
1. Ha penentypHsix 61ankax popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1) B 1eBOM BepXHEM YITTy [IPOCTABISIETCS] IITAMI MeIMUIMHCKOJ OpraHM3aIyy ¢ yKa3aHueM ee
HayMeHOBaHus, aapeca u TesieoHa C 1aTOi BBIMUCKM (TaToi oOpMIIeHN ) pelienTa Ha JIeKapCTBeHHbIN Mpemnapar.

TIOTIONMHUTETBHO Ha perenTypHoM 6aHke Gpopmbl N 148-1/y-04(J1) mpocTaBiisieTcst KO MeAMIMHCKOI OpraHM3aluy B COOTBETCTBMUM ¢ OCHOBHBIM TOCYIapCTBEHHBIM
perucTpauMoHHbBIM HOMepoMm (manee - OI'PH).

Cepus penentypHoro 61anka hopmbi N 148-1/y-04(;1) BKimouaet Kof, cyobekTa Poccuiickoit @emepaiyy, COOTBETCTBYIOLIMIA IBYM MepBbIM b pam O611epoccuiickoro
knaccuburaTopa 06beKTOB aAMUHUCTPATUBHO-TEPPUTOPUATBHOTO NeneHus (anee - OKATO).

PaspenraeTcst U3roraBauBaTh perentypHsie 6maHkyu dopmbl N 107-1/y u popmbr N 148-1/y-04(J1) ¢ TOMOIIIbI0 KOMITBIOTEPHBIX TEXHOIOTHIA.

Peuernitypubie 61aHku hopmbl hopmbl N 148-1/y-88 M3roTaBIMBaIOTCS MCKIKOUYMUTEIHHO TUITOPAPCKUM CIIOCOGOM.

2. Ha peuenTypHbIX 61aHKaX, 0(OpMIISIEMbIX MHAVBUIAYATbHBIMM MIPEIIIPUHUMATEISIMY, MMEIOLIMMM TULEH3UIO HA MEJUIIVHCKYIO [esITeIbHOCTh, B BEPXHEM JIEBOM YIITY
Tunorpadckum croco60M My MyTeM IPOoCTaBIeHMsI IITaMIIa AO/DKeH ObITh YKa3aH afpec MHAVBYUIYAIbHOTO peJIpUMHIMATeNIsl, HOMep U AaTta JIMLeH3Uy, HaMeHOBaHMe opraHa
roCyapCTBEHHO BIaCTH, BbIIABLIETO JUIEH3UIO.

3. Penentypuble 6manku popm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) 3an0MHSIOTCSI MEAULIMHCKMM PAGOTHMKOM Y€PHUIAMU MM LIAPUKOBOI PYUKOIA.

4. JomyckaeTcst opopmMiieHe BCeX PeKBU3UTOB (3a MICKTIOUeHeM pekBuauta "[loammcs evyaniero Bpaya (MoAmmchb denpamepa, akynepku') pelenTypHbIX 61aHKOB GopMbI HOPMBbI
N 107-1/y, dopmbr N 148-1/y-88 u popmbl N 148-1/y-04(;1) ¢ 1CIIONb30BaHMEM I1€UATAIOIMX YCTPOCTB.

5. OdopmieHMe pelienTypHbIX 611aHKOB popMbl N 148-1/y-04(;1) BrIIoUaeT 11ppoBoe KOAMPOBAHME.
LIndpoBoe KogypoBaHUe YKa3aHHbIX PeLIeNITYPHbBIX GIaHKOB BK/IIOYAET:

1) KOA MenuumHcKoi opranudauyu (OI'PH) mny Kop MHOMBYUIYAIBHOTO MPeJIIPUHIMATENSI B COOTBETCTBMM ¢ OCHOBHBIM rOCYJapPCTBEHHBIM PErMCTPALIMOHHBIM HOMEPOM
MHAMBUIYATbHOTO MpeANpuHMMAaTes (ganee - OTPHUII), mpocTaBisieMblit IPY M3TOTOBJIEHUM PELIeNITYPHBIX 6JIaHKOB;

2) KOJ, KaTeropuy rpaskiaH, MMeIoIMX IIPaBo Ha IOoJyYeHle JIeKapCTBEHHBIX MTPerapaToB B COOTBETCTBUM CO cTaTheli 6.1 @enepanbHOro 3akoHa ot 17 mtonsg 1999 r. N 178-03 "O
roCyZIapCTBEHHOI COIAIbHOI moMoIu" <1>, 1 Ko, Ho30mornyeckoii Gpopmsl o MesxayHapoAHOI CTaTUCTUYECKOI Kiaccudukany 60me3Heit v mpo6ieM, CBS3aHHBIX CO 3J0POBbEM
(10-71 nepecmortp) (nanee - MKB), 3aroHsieMble Jie4aliuM BpauoM ITyTeM 3aHeCEeHUs KaKAO0i 1UdPBI B MTyCThbIe STYEHKM, TPU ITOM TOUKA [TPOCTABIISIETCS B OTAENbHOI sTUeiike;

<1> Cobpanne 3akoHozaaTeabcTBa Poccuiickoit ®emeparyu, 1999, N 29, cr. 3699; 2020, N 52, cT. 8577.

3) OTMeTKY 06 MCTOUHMKe (uHaHCKUpOBaHMs ((henepanbHblil GlomskeT [1], 6Gl0mkeT cydbekTa Poccuiickoit Penepanyy [2], MyHULIMITANbHBII GI0I3KET [3]) 1 IPOLIEHTe OIUIAThI peLenTa
(6ecrutaTHo [1], 50% [2], nHoit % [3]);

4) IITPUX-KOJ, - AOMOJHUTENbHBI PEKBU3UT (B CJTydae M3TOTOBIEHNsI HA TepPUTOPKM CyGbekTa Poceuiickoit defiepaliyy peLienTypHOro 61aHKa ¢ MCIOIb30BaHMEeM KOMITbIOTEPHBIX
TEXHOJIOTMIA).
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6. B peuenTypHbix 61aHkax ¢dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpace "®amMuims, MHULIMAIbI MMEHY U OTUYECTBa (TIOC/IeIHee - PV HaJIM4YMK) MaiyeHTa”
YKa3bIBaIOTCS haMumInsl, MHUIMANbl MMEHU M OTYeCTBa (TIoc/iejHee - IpY HaJIM4YMM) NalyeHTa.

7. B penentypHbix 6mankax ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;) B rpade "[aTa poskoeHus" yKa3bIBaeTCs AaTa POXKAEHUS MalMeHTa (Y110, MeCsIl, FOf).

JTOTIONMHUTENTBHO B peLlenTypHbIX 61aHKkax ¢hopmbl N 148-1/y-88 u dopmbr N 107-1/y mis neteit B Bo3pacre 1o 1 roga B rpade "[aTa poxkaeHus1" yKa3bIBAeTCSI KOTMYECTBO MOMTHBIX
MecsILeB.

8. B peuenTypHbix 61aHkax ¢hopmbl N 148-1/y-04(;1) B rpadax "CHWIC" u "N mommca 06s13aTe/IbHOr0 MeAULIMHCKOTO CTPaXOBaHMsl" YKa3bIBAIOTCS CTPAXOBOi HOMeED
MHAMBUIYATbHOTO JIMIEBOTO cueTa rpakaanuHa B [leHcnonHoM donge Poccuiickoit ®epepauyy (CHWJIC) (mpy Hanuumu) 1 HOMep Momuca 06513aTeIbHOr0 MeAVLIMHCKOTO
CTPaxoBaHMsI.

9. B peuenTtypHbIx 6;1aHKax Gopmsl N 148-1/y-88 B rpace "Anpec MecTa JXUTeIbCTBA W/IM HOMeP MeIVILIMHCKOJ KapThl MTalMeHTa, MOy4Yalollero MeaUIMHCKYI0 TOMOIIb B
aMOy/naTOPHBIX YCIOBMUSIX ', YKa3bIBA€TCS TOUTOBBII a/ipec MecTa KUTe/IbCTBA (MecTa Ipe6bIBaHMs UM MecTa (GaKTUUeCKOro MPOXKMBAHMS) MalIeHTa MY HOMep MeMIVHCKOIA
KapThl MALYEHTa, II0Ty4alolero MegUIMHCKYIO IIOMOLIb B aMGY/IaTOPHBIX YCIOBUSIX <2>.

<2> [Ipuka3 MuHucTepCcTBa 3ApaBooxpaHeHyst Poceniickoit @epeparyy ot 15 nexabpst 2014 1. N 8341 "O6 yrBepskaeHuM yHUDUIMPOBaHHBIX GOPM MeAMIMHCKON OKyMeHTaLuy,
MCITO/b3YEMbIX B MEOVLIMHCKIX OPTaHM3aLMsIX, OKa3bIBAIOLIMX MEIMIIMHCKYIO [IOMOIIb B aMOY/IaTOPHbIX YCTOBMSIX, M MOPSIAKOB I10 X 3aronHeHnio" (ganee - [Ipukas N 834H)
(3apeructpupoBad MuHucrepcTBoM octuiyy Poceniickoit @emepaumu 20 despanst 2015 1., perucrpaumonHsiit N 36160) ¢ M3aMeHeHUsIMY, BHECEHHbIMM IpyKa3aMu MuHucTepcTBa
3apaBooxpaHeHus Poceuiickoii @enepaumm ot 9 ssuBaps 2018 r. N 2 (3aperucrpuposad MuHucTepcTBoM roctunyy Poceuiickoit ®enepaumm 4 anpens 2018 r., peructpauyoHHblii N
50614), ot 2 HOs16pst 2020 1. N 1186H (3apeructpupoBad MunHucrepcTBoM roctTumm Poccniickoit @enepaunu 27 Hosiopst 2020 T., peructpaiionHbiit N 61121).

VkasaHMe U aipeca MecTa KUTeIbCTBA M HOMepa MeIUIMHCKOM KapThl MalMeHTa, TOMYYalolliero MeAMIMHCKYIO TOMOIIb B aMOY/IaTOPHBIX YCIOBUSIX, HE SIBIISETCSI OLIMOKOIA.

B peuentypHbix 6maHkax dopmbl N 148-1/y-04(;1) B rpade "Homep MeOUIIMHCKOM KapThl MALMEHTa, TIOTYYaloI[ero MeAUIMHCKYI0 TOMOIIb B aMOY/IaTOPHBIX YCIOBUSX " YKa3bIBAETCS
HOMep MeIMIMHCKO KapThl ALMEeHTa, MOTyYaolero MegUIMHCKYI0 OMOLIb B aMOY/IaTOPHBIX YCIOBUSIX <3>.

<3>[Ipukas N 834H.

10. B rpade "®amunusi, MHUIVAIBI MMEHM ¥ OTUECTBA (TTOC/IeHee - TPY HaIM4IMM) Jieyaniero Bpava (benpuiepa, akyepku)” peenTypHbix 61aHkoB dopm N 148-1/y-88, N 107-1/y
un N 148-1/y-04(J1) yKa3bIBaIOTCS MOTHOCTbIO haMIIUST, MHULAJIbBI UMEHM, OTUYECTBA (MTOC/IeJHEee - TPY HAIMYMM) MEIUIIMHCKOTO paGOTHMKA, HA3HAUYMBILETO JIEKaPCTBEHHbIE
rpernaparsl ¥ 0GOPMMBILETO PelerT.

11. Brpade "Rp" peuentypHbix 6;1aHkoB dopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1) yka3biBaeTcs:

1) HaMMeHOBaHMe JIeKaPCTBEHHOTO MpernapaTa (MeX/IyHapogHOe HellaTeHTOBAHHOe HaMeHOBaHue, IPYIIMPOBOYHOE MV XMMUUECKOoe HauMeHOBaHNue, TOProBoe HauMeHOBaHue)
Ha JIATMHCKOM SI3bIKe VI/IM Ha PYCCKOM sI3bIKe, pOpMa BBIITYCKa, IO3MPOBKA, KOTMIECTBO (YKa3bIBAeTCsl IIPOINCHIO Ha perenTypHOM 6raHke dopmsl N 107/y-HII);

2) croco6 MpMMeHeHMsI IeKapCTBEeHHOTo ITperapara Ha rocygapcTBeHHOM si3bike Poccuiickoit demepaumy mim Ha rocyiapcTBeHHOM si3bike Poceuiickoit @egeparyy u
roCyZIapCTBEHHOM SI3bIKE PECITYO/IMK U MHBIX sI3bIKaX HapomoB Poccuiickoit enepanym <4>.

<4>Yacrs 1 crateu 15 3akoHa Poccuiickoit @egepaunm ot 25 okTsa6ps 1991 . N 1807-1 "O sa3bikax HapomoB Poccuiickoit @emepauyn” (nanee - 3akod N 1807-1). (BemomocTu che3fa
HaponHbIx AeryTatoB PCOCP u BepxoBHoro CoBeta PCOCP, 1991, N 50, ct. 1740; Co6panue 3akoHomaTenbcta Poccuiickoit @eneparym, 1998, N 31, ct. 3804).

13. IIpu odopmIeHMM peLilenTypHbIX 61IaHKOB 3ampelniaeTcsi OrpaHMYMBATHCS OGIMMY YKa3aHUSIMM, Hanpumep, "BHyTpeHHee", "13BecTHO".

B 3JIEKTPOHHOM JOKYMEHTEe HyMepauus IMyHKTOB COOTBETCTBYET O('I)MLIMaJIbHOMY MCTOYHUKY.

14. Peuent, odopmieHHBIN Ha perienTypHOM GiaHke ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(;1), oAICHIBAETCSI MEOULIMHCKYM PAaGOTHUKOM M 3aBePSIETCS ero I1eYaThio.

Perjent, obopMIIeHHBIT Ha pelieniTypHOM 61aHKe hopmbl N 148-1/y-88 u dopmsl N 148-1/y-04(11), AOTIONTHUTENTBHO 3aBepPSIETCS 1eYaThI0 MeAVIMHCKON opranyusaumy "I
peLenToB".

Ins peuernrta, obOPMIEHHOTO Ha pelenTypHoM 6aHke dopmbl N 107-1/y, Hanuume redatu "[Jjist pelieNnTOB" He SIBJISIETCST 06s13aTeTbHbIM.

15. Ha ogHoM penienitypHOM 61aHKe popmbl N 148-1/y-88 u hopmsr N 148-1/y-04()1) paspeluaeTcst OCYLIeCTBIISIT Ha3HAYeHE TOJbKO OLHOIO HaMeHOBaHMS JIeKapCTBEHHOTO
npernapara.

Ha ozpHoM perentypHom 6nanke dopmbl N 107-1/y paspelaeTcst OCyIecTB/ISITh Ha3HAUeHMe TONbKO OfIHOTO HaVIMEeHOBaHMsI JIeKapCTBEHHOTO Mpernapara, OTHocsmerocs mo ATX K
QHTUIICUXOTUYECKMUM cpeacTBaM (kog N 05A), ankenonutukam (kom N 05B), CHOTBOpHBIM 1 cenaTuBHbIM cpeacTBam (ko N 05C), antugenpeccantaM (kog N 06A) 1 He MojIeskaiero
NpeMeTHO-KOIMYeCTBEHHOMY yUeTy, U [I0 TpexX HaMeHOBaHM1 JIeKapCTBEHHBIX [TPerapaTos - /IS MHBIX JIEKAaPCTBEHHBIX ITPerapaToB, He OTHECEHHBIX K BblllleyKa3aHHbIM ATX.

16. I/ICl'lpaB!IeHI/UI B pelerTe He OOIMyCKaTCs.

17. TIpu oopmneHnn penentypHsix 6maHKoB popm N 148-1/y-88, N 107-1/y u N 148-1/y-04(J1) Ha 1eKapCcTBeHHbIEe MTpernapaTsl, HA3HAYEHHBIE 110 PelleHNI0 BpaueGHOi KOMMUCCUM, Ha
060poTe peLeNTYPHOro GJIaHKa CTaBUTCS CrIeliyaibHasi OTMeTKa (IITaMIT).

18. Ha penenitrypHoMm 61aHKe popmbl N 148-1/y-04(11) BHU3Y MMeeTCsI IMHYUS OTPBIBA, PA3HeIsIoasi PelleNTyPHBbII 6/IaHK U KOPEIIOK.

Kopemioxk ot penenra, Od)OpMJ'IeHHOFO Ha YKa3aHHOM pelenTypHOM 6HaHK€, BbIJaeTCs NalMeHTy (ero 3aKOHHOMY IIpefiCTaBUTeNI0) B anTevyHoi OopraHusanyy, Ha KOpelike nejlaeTcs
OTMeTKa O HaMMEeHOBaHMM JIEKapCTBEHHOTrO Ipernapara, J03MPOBKe, KOMN4eCcTBe, criocobe NIpUMEHEeHMs.

I1. Odbopmienne penenta B popme 371eKTPOHHOTO JOKYMEHTA

19. Peuent B Gpopme 371eKTPOHHOTO JOKYMEHTA, TIOAIIMCaHHOTO YCUIEHHOI KBanu(GUIPOBAHHOI 3M1€KTPOHHOM MOAINCHIO, GOPMUPYETCS] MEAULIMHCKIM PaGOTHUKOM, CBEZEHNSI O
KOTOPOM BHECEHbI B (heJlepaIbHbIil PErMCTP MEOVIIMHCKUX PAaGOTHMKOB <5>, @ TaKKe MPY YCIOBUM PErMCTPAiY MeOVIIMHCKOM Opranu3aumm, B KOTopoit oopMIIsSIeTCs pelienT, B
denepanbHOM peecTpe MeAULIMHCKMUX OPraHU3aLMii <6> eAMHOI rOCyAapCTBEHHOI MHADOPMALIMOHHOI CUCTeMbI B chepe 34 paBOOXPaHEHMST U TIOIKIIOUEHMST TAKO MEeAMULIMHCKO
opraHu3alyy K rocy1apCcTBeHHOM MHGOPMAaLMOHHOI cucTeMe B cdepe 31paBooxpaHeHmst cyobekta Poceuiickoit ®enepanym <7>.

<5>Yacrs 4 cratbu 91.1 ®enepanbHoro 3akoHa N 323-03 (Co6paHue 3akoHOomaTenbcra Poceuiickoit @enepanym, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).
<6> Yacrs 4 cratby 91.1 ®enepanbHoro 3akoHa N 323-03 (Co6paHue 3akoHomaTenbcra Poceuiickoit @epepanyn, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).

<7> Crarbu 91 n 91.1 ®epepanbHoro 3akoHa N 323-D3 (CobpaHne 3akoHOAaTenbcTBa Poccuiickoit ®epepanmu, 2011, N 48, cT. 6724).
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20. IIpu opopmieHny perenta B popMe 2IeKTPOHHOTO JOKYMEHTa Ha JTIeKapCTBEHHbIe ITPeapaTsl, yka3aHHble B MyHKTax 9 1 11 ITopsaka Ha3HauYeHNs JIeKapCTBEHHBIX MIPEIapaToB,
YTBePsKI,eHHOTO HaCTOSIIMM IIPMKa30M, ¥ OTITyCKaeMble 33 MOJHYI0 CTOMMOCTb, 3alIOJTHAIOTCS CIefyloliye PeKBU3UTHI:

1) Kop cyobekrta Poccuiickoit ®enepaunu o OKATO, onpefensionyii rocygapcTBeHHYI0 MHGOPMAIMOHHYIO CUCTeMyY B chepe 31paBooxpaHeHus cyGbekra Poccuiickoit demepaunu,
B KOTOPOJ#1 chOpMMPOBaH peLent B hopMe 31eKTPOHHOIO JOKYMEHTa;

2) HauMeHOBaHMe MeIMLIMHCKOM opranmsaumm, agpec, renedoH uiy GaMmms, MHULMAIbI MMEHY M OTYeCTBa (ToC/IeiHee - TPV HaJIMYMM) MHAMBUAYAIbHOTO TIpeJIpUHIMATeNs,
MMEIOLIEro JIMIEH3UI0 Ha MeAULIMHCKYIO IesITe/IbHOCTb, €0 aJpec;

3) OI'PH ropuanueckoro smua (MeAMIMHCKOM opranusanyum) wiv OI'PHUII nHaMBMAYyalIbHOTO IpeANpUHMMATENS ;
4) nmarta ohopMIeHMs pelienTa (yKa3bIBaeTCsl YMCiI0, MeCsiil, TOx);

5) JaTa OKOHYaHWs AeiCTBUS pelLienTa (hopMMpyeTcs rocyaapcTBeHHOI MH(OPMAIMOHHOII cucTeMoit B chepe 3npaBooxpaHeHus cyGbekTa Poccuiickoit @emepanuy B COOTBETCTBUM
€O CpoKaMM JieiicTBuS penenToB: 15 nHeit, 30 nHeit, 60 nHeit, 90 nHeit, 1o 1 ropa);

6) YHUKaJIbHBII HOMeD pelernTa (popMupyeTcst rocyapcTBeHHOI MHGOPMAaLMOHHOI c1cTeMoit B cdepe 3apaBooxpaHeHust cyobekra Poccuiickoit @efeparyiy u 06ecriednBaeT
OIHO3HAYHYIO0 uaeHTUdMKayio perernra B popme 371eKTPOHHOTO JOKyMeHTa B codetanynu ¢ OKATO, OTPH mnu OTPHUII);

7) OTMETKM "Cito" (cpouHO) miy "statim" (HeMe[IeHHO) ITPY HEOOXOAMMOCTY CPOYHOTO M/ HEMEJIEHHOTO OTITyCKa JIeKapCTBEHHOTrO Mperapara rnalueHTy;

8) a/ipec MaryeHTa (YKa3blBaeTcs IOYTOBbI afipec MecTa JXUTeIbCTBA (MecTa Ipe6GbIBaHysI MM MecTa (pakTUUecKoro MPOoKMBAHMS) C YKa3aHMeM MHeKca, HaMMeHOBaHMs Kpasi,
o6nacTu, peciy6/aMKI, aBTOHOMHOTO OKpyTa 1 MHOTO cy6bexTa Poccuiickoit @efepanyy, HaMMeHOBAHUST HACEIEHHOTO ITyHKTa, HaMEeHOBAHMSI YIUIIBI (TIPOCIIEKTA, epeykKa,
poesza), HoMepa ioMa (C yKa3aHyueM KopITyca, Py HaJIMuum), HoMepa KBapTUphl);

9) HOMeEp 9/IeKTPOHHOI MeIUIHCKOI KapThl MALMeHTa B TOCYAapCTBEHHO MH(OPMAIIOHHOI cucTeMe B cdepe 3apaBooxXpaHeHust cyobekTa Poccuiickoit deneparymu;

10) amMmus, UMsi, OTYECTBO (TTOC/eTHEE - TPY HATMYMMK) TALIMEHTA TIOJTHOCTHIO;

11) JaTa POXKAEHMs MalyieHTa (yKa3blBaeTCs YMCII0, MeCsILl, TOL), IJIs fieTeil 1o 1 roa JOMOMTHUTEIbHO YKa3bIBAeTCsI KOMMYECTBO TTOJTHBIX MECSILIEB;

12) dJﬁMI/UII/UI, VHULIMAJIBI MMEHU M 0TYeCTBa (MocIefHee - [IPY HaIu4uiu) MeJULIVHCKOIO pa60THI/[Ka TIOJTHOCTBIO;

13) Ha¥MEHOBaHe JIEKapPCTBEHHOTO Tperapara (MeXIyHapofHOe HeaTeHTOBaHHOe Ha¥MeHOBaHMe, TPYIIIMPOBOYHOE WM XMMUIECKOe HaMEeHOBaHMe, TOPTOBOE HaIMEHOBAHME),
[I03MPOBKa, HOpMa BBIITYCKA, KOIMYECTBO (BCE MO3ULIMM YKa3bIBAIOTCSI HA PYCCKOM SI3BIKE);

14) Croco6 MpuUMeHeHMs JIeKapCTBEHHOTO Mperapara Ha roCcyJapCTBeHHOM si3bIke Poccuiickoit demepanumy uim Ha rocyiapcTBeHHOM si3bike Poccuiickoit @egeparyy u
rocyZlapCTBEHHOM SI3bIKe PeCITyOIIMK M MHBIX sSI3bIKaxX HaponoB Poccuiickoit @egeparym <8>;

<8>Yacrs 1 crathu 15 3akona N 1807-1 (Bezomoctu che3na HaponHbix genyratoB PCOCP u BepxosHoro CoBera PCOCP, 1991, N 50, ct. 1740; Co6paHue 3aKOHOATETbCTBA
Poccuiickoit ®enepauny, 1998, N 31, ct. 3804).

15) JOKYMEHT, HO}Z[TBep)K}laIOH.[Mﬁ Ha3HaUeHMe JIEKapCTBEHHOrO Mpernapara 1o pemeHunio Bpaqe61—[01‘/’1 KOMMCCUM MeIULIMHCKOM OpraHmsanuu;

16) OTMeTKa O Ha3HAUYEeHMM JIEKAPCTBEHHOTO IIpernapara 1o permeHuno Bpaqe61-101?1 KOMMCCUM MeIULIMHCKOM OpraHu3auyv B CIy4asix, YyKa3aHHBIX B ab63aie BTOPOM ITYHKTa 6 IMopsinka
Ha3HaveHMsI JIEKapCTBEHHBIX IIpernapaToB, YTBEPKAEHHOI'0 HaCTOSIIMM IIPUKA30M;

17) OTMeTKa O CIlelaJbHOM Ha3HaueHN JTeKapCTBEHHOTO MIperapaTa (3aIloHIeTCs B CIyJasix, yka3aHHbIX B yHKTax 15 u 24 [Topsizika HasHaYeHMs IeKapCTBEHHbIX IIPeIaparos,
YTBEPsKI,eHHOTO HACTOSIIVIM IIPYKA30M);

18) OTMETKA O CIelMaIbHOM Ha3HaueH!! JIeKapCTBEeHHOTO Mpernapara naluueHTy ¢ 3a60/1eBaHueM, TPeGYIOIMM AJUTebHOTO KypCOBOTO JIeUeHusl (3ar0HSeTCsl B CIyvae,
yKa3aHHOM B TyHKTe 23 [Topsizika Ha3HaYeHus JIeKapCTBEeHHBIX MPENapaToB, YTBEPKAEHHOTO HACTOSIIMM MPUKA30M) C IPOCTaBIeHMEeM TIEPUOANYHOCTH OTITYCKA JTIEKAPCTBEHHOTO
npemnapara;

19) ipu opopmieHM periernta B popMe 3/1eKTPOHHOTO JOKYMEHTa Ha JieKapCTBeHHbIe Npernaparsl, yka3aHHbIe B MOANYHKTAX 2 - 5 myHKTa 9 1 myHkTe 11 ITopsaka Ha3HaueHust
JIeKapCTBEHHbIX IPENapaToB, YTBEPKAEHHOIO HACTOSIIYM MPUKA30M, IPaskIaHaM, MMEIOLIMM IPaBo Ha GeCIIaTHOE MOTyJYeHNe IEKaPCTBEHHBIX MTPeNapaToB UK MOTyYeHue
JIeKapCTBEHHbIX MIPerapaToB CO CKUIKOM, 3aMOMHSIIOTCSI PEKBU3UTBI, IIPEYCMOTPEHHbIE MOAMYHKTaMM 1 - 18 HACTOSIIIEro MyHKTa, a TAKKe CIeAYIOLIe PeKBU3UTHI:

a) Kareropus rpaXkAaH, MMeIOIX IPaBo Ha IoTyYeHMe TeKapCTBEHHBIX ITPernaparoB B COOTBETCTBUM CO cTaTheli 6.1 denepanbHoro sakoHa ot 17 uionst 1999 1. N 178-03 "0
rocyapCcTBeHHO colMalbHOM momouu" <9>;

<9> Cobpanue 3akoHozaaTenbcTBa Poccuiickoit ®eneparyy, 1999, N 29, cr. 3699; 2020, N 52, cT. 8577.

6) KOJ HO30/ornueckoit popmsi mo MKB;

B) MCTOYHMK byHaHcupoBanus (1 - demepanbHbIit GI0mKeT, 2 - 6G1oaskeT cyobekra Poceniickoit ®enepanym, 3 - MyHMLIMIAIbHbIA GI0IKeT);

r) pasmep oruiathl (1 - 6ecraTHo, 2 - 50%, 3 - uHOM %);

1) CTPAaxOBOI HOMEP MHAVBUAYAIbHOTO JIMLEBOrO cyeTa rpakaanmHa B [TeHcnoHHoM doHne Poceniickoit ®enepanym (mpy Hannumm) (CHUJIC);

) HOMep I0/¥ca 06513aTebHOT0 MEIVIIMHCKOTO CTPaXOBaHMsL.

21. Ilpu npocTaBieHNUM OTMETKY, YKa3aHHO B OANYHKTe 16 myHKTa 20 Hactosuero [Topsigka, peLient B oopMe 9JIeKTPOHHOTO JOKYMEHTA IO IMChIBAETCSI YCUIEHHOM
KBaIMDUIMPOBAHHOI 3JIEKTPOHHO MTOATMCHIO TPeACceNaTeNs WY CeKpeTapsi Bpaue6GHO KOMUCCUY MeIUIMHCKOI OpraHU3alyiu, IPU MPOCTaBIeHNM OTMETOK, YKa3aHHbBIX B
noanyHkrax 17 u 18 nynkra 20 HacTosiero ITopsizika, - yCuIeHHbIMM KBaIMOUIMPOBAHHBIMU JIEKTPOHHBIMY MOAMMUCSIMM COOTBETCTBYIOIMX MEIUIMHCKMX PAGOTHUKOB.

22. Ilo TpeGOBaHMIO MTALIMEHTA W/IM eT0 3aKOHHOTO ITpe/icTaBuUTeNsl 0popMIIsSeTCs 3K3eMIUISIp pelienTa B (hopMe 37eKTPOHHOTO JOKYMeHTa Ha 6YMa>kHOM HOCKTeIe C OTMETKOIA
"JlyG/IMKAaT 3IIeKTPOHHOTO JOKYMEHTa .

III. VueT perrenTypHbIX GJIAHKOB (32 MCK/IIOYEHNMEM pellenTypPHbIX 61aHKOB 1o ¢popme N 107/y-HII "CnenyabHbIN pellenTypHbIi GIaHK")

23. Yuer perientypHbix 6maHkoB Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(J1), u3rotaBanBaeMbIx TUITOrpadCKMUM CIIOCOG0M (fajiee - pelenTypHble 6aHKY, MOIeKalIe YUeTy),
OCYLIeCTBIISIETCS B )KypHaJIaX yyeTa, IPOHYMepPOBAHHBIX, IIPOLIHYPOBAHHBIX Y CKPeIlJIEHHBIX ITONMCHI0 PYKOBOAUTEISI U IIeYaThi0 MeAULIVHCKOM OpraHmu3auy Uiy MO IChI0
VMHAMBUAYATbHOTO MPEANPYHMMATEIS, MUMEIOIIero JMLEH3MI0 HAa MeAMIMHCKYIO 1eSITeIbHOCTD.

24. JKypHaJl yueTa pelenTtypHbix 611aHkoB Gpopmbl N 107-1/y comepkuT ciegyroiime rpadbl:
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1) HOMeD IIO MOPSIAKY;

2) B paspene "TIpuxon":

a

JlaTa perncrTpauumn JOKyMeHTa, ITOATBEPKAAIOUIErO MTOCTYIVIEHNE,

6

HOMEp U flaTa JOKYMEHTA, IIOATBEPKAAIIIETO ITOCTYIVIEH e, HAMMEHOBaHMe MOCTaBIIMKa,
B) 00IIee KOIMYeCTBO TIOCTYNIMBIIMX PELEeNTYPHBIX 6)'[8.HKOB;

r) bamMuIns, MHULIMAIbI MMEHU U OTYeCTBa (II0C/IeIHee - IIPY HaJIMYMK) U MTOATINCh OTBETCTBEHHOTO MeAVLIMHCKOTO pabOTHMKA, TOMYUMBILErO peLleNTypHbIe GIaHKY OT
[OCTABLIMKA;

3) B paspene "Pacxon’":

a) JaTa BblAauM pelenTypHbIX 6!IaHKOB;

6) KOJIMYECTBO BbIJAHHBIX pPeLeNTYPHbIX 6JIB.HKOB;
B) d]aMMJIMF[, VHULIMAJIBI MMEHU M 0TYeCTBa (ToC/IeHee - IIPY HaJIN4My) OTBETCTBEHHOTO MeIULITHCKOTO paGOTHI/IKa, TIOJTYYMBIIETO PeLeIITypPHbIe 6!13]-1](]4;

TIO0ANMCh OTBETCTBEHHOI'0 MeJUIMHCKOT'O paGOTHVIKa, TIOTYYMBIIETO peLeINTyPHbIe 6)'[8HKVI;

4) dJaMI/[JII/IS[, VIHMIMAJIBl UMEHM U OTYeCTBa (IoCJIeHee - IPU HAJIMYMM) U ITOAINCh OTBETCTBEHHOTO MeAVILIMHCKOTO paﬁOTHMKa, BbIZABIIET0 pelenTypHbie 6}IaHKI/I;

5) OCTaTOK peLleNTypHbIX GIaHKOB.

25. JKypHain yueTta penenTtypHbix 6maHkoB popm N 148-1/y-88 u N 148-1/y-04(1) comepskuT cnepyoniyie rpadbl:
1) HOMED IIO MOPSIAKY;

2) B pasgene "Ilpuxon":

a

JlaTa permcTpaLmy JOKYMeHTa, TOATBEePKIAOIIero MOCTyIIeHNE;
6) HOMep U faTa JOKYMEeHTa, 04 TBepPKAaolIero MoCTyIyieHe, HayMeHOBaHye IMOCTaBLIMKa;

B) 0O6IIee KOJIMYECTBO MOCTYIMBLIMX PELIENITYPHBIX O/IaHKOB;

) Cepuu ¥ HoMepa PeLeNTyPHbIX 61aHKOB;

1) KOJIIMYECTBO PELIeNTYPHBIX GJIaHKOB 10 CEPUSIM;

e) CbaMl/IJ'[l/IH, MHULMAJIbI MMEeHY U 0TYeCTBa (T1ocaefHee - IPY HaAu4Muy) ¥ MOAINCh OTBETCTBEHHOIO MeAUIIMHCKOT0 paGOTHMKa, TIOJTyUMBILIETrO pelernTypHbie 61aHKM OT
TIOCTABIIMKA;

3) B paspene "Pacxon:

a) Jara BblOauy PeLleNTypHbIX GIaHKOB;

6) Cepuu ¥ HOMepa BbIIaHHbIX PELENTYPHbIX 6TaHKOB;
) KOJIMYECTBO BbIIAHHbIX PELIENITYPHbBIX 6JIaHKOB;

) amwans, HULIMATBI MIMEHM U OTUeCTBa (TTOCIeiHee - PV Haluuy1) OTBETCTBEHHOTO MEAMIIMHCKOTO PaGOTHIKA, ITONYYMBIIETO PeLieNTypHbIe GIaHKM;

TOAITNCH OTBETCTBEHHOI'O MeAMIIMHCKOTO paGOTHV[Ka, TIOJTyUMBILIETr0o pelernTypHbie 6]'[&HKV[;

A

4, C])aMMJ'[I/Iﬂ, MHMIMAJbl MMEeHM ¥ 0TUeCTBa ([Ioc/aeiHee - IPY Halu4uy) U MOAINCh OTBETCTBEHHOTO MeAUIHCKOTO paﬁOTHMKa, BbIJaBIIET0 pelernTypHbie GJIaHKI/I;

5) OCTATOK PELIeNTYPHBIX GIIaHKOB.

26. Y4eT peuernTos, 0bOpMIEeHHbIX B HOPMe 37IEKTPOHHOIO JOKYMEHTA, OCYLIECTBIISIETCS] B TOCYAapPCTBEHHO MH(OPMALMOHHOI cucTeMe B chepe 34paBoOXpaHeH s CyGbeKTa
Poccuiickoit @enepanny OCPeaCTBOM BeLEHMSI eAMHOTO PeeCcTpa PerenToB, 0hOPMIEHHBIX B GOPME 3IeKTPOHHBIX JOKYMEHTOB.

IV. XpaHeHMe peLienTyPHbIX G/IAHKOB (32 MCK/IIOUEeHVEeM pelenTypHbIX 6;1aHKkoB o ¢opme N 107/y-HII "CrienanbHbIi penenTypHbIi
O/1aHK")

27. MeOMIMHCKMEe OPraHU3alMy MOTy4aloT He0OXOAMMbIe PelienTypHbIe 61aHKK, 0hopMIIeHHbIE TUTTOrPAdCKMM CITOCO60M, Yepes TEPPUTOPUATIbHBIE OPTaHbl YITPaBIEHMS
3/IpaBOOXPaHEHVEeM W/ OPraHM3aLuy, YIIOTHOMOUEHHbIE Ha 9TO OpraHaMM MCIIOMHUTENbHOM BIacTu Cy6beKToB Poccuiickoit deneparyn.

28. PenenTypHble 6/1aHKM, IOJJIEKAIIVIE YUETY, XPAHSTCSI OTBETCTBEHHBIM JIMI[OM, HA3HAUEHHbIM PYKOBOJVTEIEM MeIMIMHCKOI OpraHM3aluy, B 3a1MpaeMoOM MeTa/UTMUeCKOM
mkady (ceiide) nam MeTanIMIECKOM SILIMKE.

29. VIHAMBUAYaIbHbBIN TPEATNPUHMMATENb, UMEIOIIMI IMIEH3UI0 Ha MEOVLIMHCKYIO e Te/IbHOCTb, XPAHUT PeLeNTypHbIe 6JIaHKM, TIOJJIeXAllie YUeTy, B 3a[MpaeMoM
MeTa/uIn4eckoM mkady (ceiide) na MeTaUINIeCKOM SIIIMKe.

30. IIpoBepKa COCTOSIHMSI XpaHEeHMs, yueTa, GakTUIeCKOro HaJauuysl M pacxoja peleNTypPHbIX GIaHKOB, MOJJIeKalIMX YYeTy, OOVH pa3 B KBapTaJl OCYIECTBIISIETCS] KOMMUCCHUEd,
CO3JJaHHO} B MEIMUIVHCKOI OpraHu3ayn.

31. Peuem’yprIe 6JIaHKI/l, Od)OpM!IﬂeM])Ie Ha 6yMa)KHOM HOCHUTeJe U nojJiekallye yyeTy, BbIAaloTC MeAUIMHCKUM paGOTHMKaM, VIMELIVIM ITpaBo Od)OpMJIeHMH PelenTos, 1o
PacrnopsKeHMIo ITTAaBHOTO Bpaya MM €ro 3aMeCTUTe .

INonyyeHHble peljeNTypHbIE 6aHKM Ha GyMa)l(HbIX HOCUTEJISIX XPAHITCA MeAULIMHCKYMU paﬁOTHI/IKaMM B IIOMeIIeHMAX, o6ecreunBanIMX UX COXPaHHOCTb.
32. IIporpaMMHO-TexHMYeCKye CpefCTBa roCyAapCTBEeHHbIX MH(bOpMaLU/IOHH])IX CUCTEM B cd)epe 3 paBOOXpaHeHVs, MEAUIITUHCKUX ]/IH(bOpMaLU/IOHHbIX CUCTEM MeJULVHCKUX

opraHu3alyii 06ecrneunBaloT XpaHeHye 3MeKTPOHHBIX PelenToB, 0hOPMIEHHBIX B hOpMe 371eKTPOHHBIX JJOKYMEHTOB B TeUeHME CPOKOB, YCTAHOB/IEHHDIX JJISI XpPaHEHMSI PelieNTOB,
0o(OpMIIEHHBIX HA COOTBETCTBYIOIIMX (OpPMax peLieNTypHbIX GIaHKOB Ha GyMakHOM HocuTene <10>.



<10> IopmyskT 5.2.169 Ionokenust o Munncrepcerse (Co6paHue 3akoHogaTenbctBa Poccuiickoit @epepaiyn, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ipunosxcenue N 4

K npukazy Murucmepcmea 30pagooxpaHexust
Poccutickoti @edepayuu

om 24 Hoabpsa 2021 2. N 1094H

®OPMA CIHELMAJBHOI'O PELENTYPHOT'O BJIAHKA N 107/Y-HII

MMHUCTEPCTBO 3OPaBOOXpPaHeHUS Kon ¢dopmer no OKY]L

Poccuiickoi denepaunm MeaguuMHCKaa OOKYyMeHTaumnsa
®opma N 107/y-HII,
YTBEPXIEeHHAas NPUKa30M
MuHMCTEPCTBA 3APaBOOXPAaHEHU

mWTaMn MeIMUVHCKOM OpTaHM3almn Poccuiickoil Pemepauum
or 24.11.2021 N 1094n

PEIENT

Cepusa N

mon 20 .

(DaTa BBIIMCKM pelenTa)
(B3POCJIEI, OEeTCKMM — HYXHOE IONUEPKHYTH)

daMmiMs, ¥MMsS, OTYECTBO (IOCJIelHee - [PU HaJMdru)

naumeHTa

Bospacrt

Cepusa u HOMep nojmca OOA3aTEJIbHOTO MEIMUMHCKOTO CTPaxoBaHMa _
HoMmep MenMUMHCKOM KapTel

QaMmiMsa, ¥MMS, OTYECTBO (IOCJIeHee - [PU HaJMdru)

Jledamero Bpada (desnbpmepa, axkylLepKy)

lloanuce M JM4YHaA NedaTb Bpada
(momnmuchk Qesbauepa, akyLepKM)

M.II
q)aMI/IJ’H/IH, muMm4, OTYeCTBO (nocnenﬂee - npm HaJ'H/IHI/U/I) n noanmce
YIOJIHOMOYEHHOT'O JiMLia MeJIMLlMHCKOﬁ OpI‘aHM3aLlI/II/I

M.II.
OTMeTKa anTeuHOM opraHm3auum o6 OTIyCKe
d)aMMJ'H/IH, muMs, OTYeCTBO (HOCJ‘IeﬂHee - npm HaJ‘IM‘{I/H/I) n noanmche
paboTHMKE aNTedHOM OpTaHM3aLun

M.II.

Cpox mercreBua peuenta 15 nHen
ITpunoxcerue N 5
K npukazy Muxucmepcmea 30pagooxpaHeHust
Poccutickoti @edepayuu
om 24 Hoabps 2021 2. N 1094H

IMOPAOOK N3IrOTOBJIEHNA, PACITPEIEJIEHNS, PETUCTPALIVIN, YYETA 1 XPAHEHVS PELIEIITOB,
COIEPXAINIVMX HASHAUYEHWE HAPKOTUYECKMX CPEICTB WIN IICUXOTPOITHBIX BEIIIECTB

I. IlopsiAOK M3roTOBJIEHMS, pacpeAeIeHus ClielUaabHbIX PelenTypHbIX 61aHKkoB mo ¢dopme N 107/y-HIT

1. OpraHusaruio U3rOTOBJIEHMS Y pacrpene/eHns pelenTypHbix 61aHkoB 1o dopme N 107/y-HIT "CrienmaibHblil peLenTypHblii 671aHK" (Hajee - CrielMaibHblil PeLenTyPHbIii 6J1aHK)
ocyuecTBisieT MUHMCTEPCTBO 3paBooxpaHenust Poccuiickoit @eneparyy (nanee - MMHUCTEPCTBO).

2. CrienyanbHble pellenTypHble GIaHKY SIB/ISIOTCS 3alMLIeHHOI monurpaduyeckoit MpoayKiyeii ypoBHs "B", u3rorasnmusaemMoit Ha Gymare po3oBoro nsera pasmepom 10 cm x 15 cm,
IIO/KHBI MMETh CePUIO M HOMED, a TAKIKE COOTBETCTBOBATD TPeGOBaHMSIM, yKa3aHHBIM B ITpMKase MuHucTepcTBa duHaHcoB Poccuiickoit ®epepaumu ot 29 ceHtsiops 2020 r. N 217H
"06 yTBepskaeHnM TexHUIeCK1X TpeGOBaHNIi M YCIOBMIT M3TOTOBIEHMS 3aILMILEHHO OT MOAAeIOK nonurpaduieckoi mpoayKuyu” (3aperucTpupoBaH MIUHUCTEPCTBOM IOCTULIMN
Poccuiickoit @enepanyu 16 Host6ps 2020 1., peructpanmonHsbiit N 60930).

3. B 1essix opraHusaiuy M3rOTOBIEHMS M PACTIPEAENIEHNUS CIIENMATbHBIX PEIENITYPHbIX GIAHKOB MEIUIIMHCKUE OPTaHMU3aI1M, MMEIOIIyie TPaBO OCYLIECTBIISITh BHIAUY PEIIENTOB Ha
HApPKOTMYECKMe CPEICTBA WM IICUXOTPOIIHBIe BelecTsa crivicka I [lepeuHs u 3aperncTpupoBaHHble B Poccuiickoit defepanyy B KauecTBe 1eKapCTBeHHbIX TPeIapaTos s
MeIUIIMHCKOTO TPUMEHEeHMS (faiee COOTBETCTBEHHO - MEIUIIMHCKAS OPraHU3a1ysl, HAPKOTUUECKUIT (TICMXOTPOITHBIIT) TIEKAPCTBEHHBDII TPEIapar), COCTABIISIOT 3asIBKY Ha
pelernTypHbie GIaHKU.

4. B CpOK 10 1 0KT$I6p${ TEKYILETOo roga 3asiBKU MeAUIUHCKUX opraHmauMﬁ Ha CriegyajibHble peleITypHbie 6GIaHKM TIPpeACTaBJISIOTCA:

1) MEAMUMHCKMMM OPraHM3aLMsIMM, HAXOASIIMMUCS B BeieHnu deepaabHbIX OPraHOB MCIIOHUTENbHOM BIacTH, - B COOTBETCTBYIOLIME (eepasbHble OPraHbl MCTIONHUTENbHOI
BJIACTH;

2) MeOVILIMHCKVMM OPraHU3auMsIMM, HAXOASIVIMUCS B BeieHUM CyObeKToB Pocemiickoit @epepariyy, MeIMIMHCKIMMM OPTaHM3aMsIMy MyHUIMIATbHOM Y YaCTHOM CUCTEM
3/IpaBOOXPaHeHMs - B OPTaHbl MCIIOMHUTENbHO BIIacTy Cy6bekToB Poccuiickoit @enepaiiny B chepe 0XpaHsl 34,0pOBbsI TPaskAaH, Ha TEPPUTOPUIM KOTOPBIX OHM PACTIONOXKEHBI (Janee
- OpraHbl VICIIOJIHUTEJIBHO BacTu cyobekToB Poccuiickoit Peneparyn).

5. B 3asiBKe MeJMUIVHCKOV OpraHM3aLyy Ha CIel[MaabHbIe peuenTypHbie 6GIaHKM YKa3bIBAKOTCA CIeAyIolIie CBENEeHS

1) CBeIeHMSI O MeAVIIMHCKOI OpraHu3aIui, MOAaBIIe 3asBKY Ha CIieuyaJibHble pelenTypHble GIaHKM (IIonMHOe HaMMeHOBaHMe, afipec MecTa HaXO)K,ILEHVlF[);


https://normativ.kontur.ru/document?moduleId=1&documentId=405937#l662
https://normativ.kontur.ru/document?moduleId=1&documentId=375762#l2
https://normativ.kontur.ru/document?moduleId=1&documentId=387929#l437

2) KOJMMYECTBO CIeLMaTbHBIX PeLleNTypPHbIX 6IaHKOB, M3PacX0J0BaHHBIX MEIUIIHCKOI OpraHu3alyeii Ha 1 sHBapsi peALIecTBYIONIEro rofa;
3) KOJMMYECTBO CIeLMaTbHBIX PeLleNTyPHbIX 6IaHKOB, HEOGXOAMMBIX MEIMIMHCKOI OpPraHM3aluy Ha CIeAYyIONIVii TOf.

3asiBKa MeOULIMHCKOV OpraHM3aluy Ha CrielaabHble peuenTtypHbie 6/1aHKM TTOAIMCHIBAETCS pyKOBOAUTEIEM MeIUIIMHCKOI OpraHu3alun, KOTOPbIit HeceT TIepCOHAJIbHYIO
OTBETCTBEHHOCTb 32 060CHOBAHHOCTD U M OCTOBEPHOCTD YKa3aHHBIX CBeJIeHMIA.

6. DemepasibHble OPraHbl UCIIOMHUTENbHO BIAaCTH, B BeI€HUM KOTOPIX HAXOASITCS MEIUIMHCKME OpraHu3anum (aanee - GpenepanbHble OPraHbl MCIIOMTHUTENbHOM BIaCTH), M OPTaHbl
MCIIOJTHUTEJIBHOI B1acT Cy6beKTOB Poccuiickoit demepanym Ha OCHOBaHUM 3asiBOK MeIUIIMHCKMX OPraHM3aLmii Ha CrielManbHble pelenTypHble 61aHKu GOPMUPYIOT CBOAHBIE
3asIBKY Ha CIIe[yaJbHble PeleNnTypHbIe GIaHKM U B CPOK 10 1 Jekabpsi TeKyILero roga mpeiCcTapisioT UX B MUHUCTEPCTBO.

7. B cBOZHOIT 3as1BKe Ha CrieLMaibHble PeLeNTypHbIe GJIaHKM YKa3bIBAIOTCS CIEAYIONINe CBeeHNS

1) cBemeHus o benepanbHOM OpraHe MCIIOMTHUTEIbHOI BIACTH (OpraHe MCIOIHUTENbHOI BIacTu cyobekta Poccuiickoit @emepariyn), IpeACTaBUBIIEM CBOLHYIO 3asBKY Ha
crienManbHble pelenTypHble 6/IaHKK (TIOMTHOe HAaMMEHOBAaHME, aJpeC MeCcTa HaXOKIEeHMs);

2) KOJMMYECTBO CIeLMaTbHBIX PeLleNTyPHbIX GIAHKOB, pacripeeseHHbIX (eepaabHbIM OPraHOM MCIIOMTHUTEIbHO BIacTU (OPraHOM MCIIOJTHUTENIBHO BIacTu cyobekTa Poccuiickoii
®depnepanun) Ha 1 sHBaps MPeIIeCTBYIOLEr0 rofa MeXIy MeAULMHCKMMM OpraHu3alsmMu;

3) KOJIMUYECTBO CIeMaTbHbIX PeLleNTYPHbIX OIaHKOB, HEO6XOAUMbIX (helepalbHOMY OpraHy UCITOTHUTETbHOI BJIACTY (OPraHy MCIIOHUTENIbHO BIacTu cyobekTa Poccuiickoit
@enepanyi) Ha CIeAYIOLVIi TOA, I pacripefeeHus] MeXIY MeAULMHCKMMY OPTaHU3aVsIMU;

4) CBeJIeHMs O TIOBEJOMCTBEHHO OpraHM3alyy, yIioJIHOMOYEHHO (efepasbHbIM OPraHOM MCIIOTHUTENbHOM BacTM (OPraHOM MCIIOMTHUTENIbHOI BI1acTu cyobekta Poccuitckoit
deneparnyi) OCyLIeCTBISATD TOTyYeHME CTIeLMATbHBIX PeLeNTYPHbIX GIaHKOB OT MMHMCTEPCTBA, X XpaHEHME U BbIJAUy MEeAULMHCKUM OPraHM3anysIM (MI0JTHOe HaMMEeHOBaHue,
agpec Mecra HaxoxaeHust, UHH/KIIIT, OKTMO opranusauyu, GpakTuueckuit agpec mocTaBKu).

8. Ha ocHOBaHMM ITOTyYeHHBIX CBOAHBIX 3asIBOK Ha CIlellMa/IbHble pelleNTypHble 6IaHKy MIHUCTEPCTBO €XEroAHO B CPOK 10 15 siHBaps ciienyomiero roga GopmMupyer u yTBepxiaer
IUIaH pacrpeseneHus ClelyanbHbIX pelelITyPHbIX 671aHKOB, B KOTOPOM OTpaskaeTcst TofioBast TIoTpe6HocTb Poccuiickoit defepaliny B criellaabHBIX PelleNTypHBIX GIaHKax (manee -
IJ1aH pacrpejeneHus MUHUCTepCTBa).

9. B mtane pacnpeneneHns MI/[HI/[CTepCTBa YKa3bIBAKOTCA (IeAyIolIie CBENEHNS
1) HOpf[LlKOBbI]Z HOMED 3aImncu;

2) Ha¥MeHOBaHMe (eJepaTbHOTO OPraHa VICIIOTHUTEIbHOI BIacTy (OpraHa MCIIONMHNUTEbHOM BiIacTu cy6bekTa Poccuiickoit demepanni), MpecTaBMUBIIEro CBOLHYIO 3asIBKY Ha
crielanbHble perenTypHble 6TaHKM;

3) HEe0O6XOOVIMOe KOMYECTBO CIIeLaTbHbIX peuenTypHbIX 6IaHKOB.

10. HampaBieHye CIienaabHbIX PEIeNTYPHbIX 67IaHKOB (efiepaibHbIM OPraHaM MCIIOMHUTENIbHOM BIaCTH, OpraHaM MUCIIOTHUTEIbHO BIacTy cyobekToB Poccuiickoit depepauumu
ocyuecTBisieTcss MMHMCTEPCTBOM B KOJMYECTBe, PeLyCMOTPEHHOM IIJIAaHOM pacrpenenennst MMHKUCTepCTBa.

11. MMHMCTEPCTBOM JIOIIOTHUTEIBHO K KOJIMYECTBY CIIeLMabHbIX PELeNTYPHbIX 671aHKOB, IPeAyCMOTPEHHOMY II/IaHOM pacrpesiesieHust MuHucTepcTBa, GopMuUpyeTcs: pe3epBHbIii
3arac CrelyanbHbIX PeLelITYPHbIX 6IaHKOB B KOJIMYeCTBe, He IpeBblmaoneM 150 000 cremnyanbHbIX peLielTyPHbIX GIaHKOB.

12. B ciryyae yBenmyeHuMst MOTpeGHOCTM B CIIELVATBHBIX PELENTYPHBIX 6/1aHKaxX (emepanbHble OpPraHbl UCIIOTHUTEIBHOM BIaCTy (OpraHbl MCIIOTHUTEIBHOI BIACTY CyOBEKTOB
Poccuiickoit @efepanyy) HaIIpaBJsiioT B MYHMCTEPCTBO CBOSHbIE 3asIBKYM Ha JOIIOTHUTEIbHOE KOMMYECTBO CHeLMaIbHbIX PelleNTyPHbIX GJIAHKOB (C 000CHOBaHMEM YBelTNYeHNUST
MOTPeGHOCTM B CIIELMAIbHBIX PELeNTYPHBIX 6/IaHKaX), KOTOPbIe IPeIOCTABISIOTCSI MMHMCTEPCTBOM M3 Pe3ePBHOTO 3araca CIIelaabHbIX PeleNTYPHbIX 6IaHKOB.

13. MepepanbHble OPraHbl UCIIOHUTENBHOM BIACTY (OPraHbl MCIIOHUTENBHOM BIaCTH CyObeKTOB Poccuiickoii ®@efepaiyin) pacipenessiior IIoNyYeHHbIe ClelMaIbHble PeLenTypHble
61aHKY MEXKIY MEAMLIMHCKMMM OPraHM3aLMsIMyU Ha OCHOBaHMY TJIAHOB pacrpeieieHnst, cChopMMUPOBAHHBIX B COOTBETCTBUY C 3asiBKAMM MEAMIIMHCKMX OPraHU3aLMil Ha
CrienManbHble PelernTypHble GIaHKu.

I1. TTopsAKOK perncrpanum, yueta ¥ XpaHeHus ClielMaabHbIX PenenTypHbIX 6;1aHkoB o ¢dopme N 107/y-HII

14. MUHUCTEPCTBO, UHbIE (beaepanbﬂble OpraHbl UCIIOMIHUTEIbHOI B/IaCTM U OPraHbl UCIIOMHUTEIbHO BIacTU Cy61>eKTOB Poccuiickoit @efepanyt OpraHU3yIOT XpaHeHe
CreuyaJabHbIX peUenTyPHbIX 6/1aHKOB B TIOIBEJOMCTBEHHBIX OpraHM3auMAX, YIIOJTHOMOYEHHBIX OCYIIECTBJIATD ITOTyY€HNeE CIIeMaJIbHbIX PEeLeNTYPHBIX 67IaHKOB OT MwuHUCTEpCTBA,
MX XpaHeHye ¥ BblJayy MeIUIIMHCKMM OpraHu3alysaM (Jajee - yIIoTHOMOYeHHas OpraHu3aLus).

15. B yIIOJIHOMOYEHHOI1 OpraHM3aluy ¥ MeIUIMHCKOI OpraHu3alyy, TOTyYMBIIE ClIelMaTbHble PELeNnTypHbIe 6IaHKM, OPTAHMU3YeTCsT PETUCTPALVs, YIeT U XpaHeHe
CrielManbHbIX peLleNTyPHbIX 61aHKOB.

PerucTpanys, y4eT ¥ XpaHeHue pe3epBHOTO 3araca ClielMaabHbIX PeIeNTYPHbIX 6IaHKOB MUHMCTEPCTBA OCYLIECTBISIeTCsl heepasbHbIM rOCYJapCTBEHHBIM OI0KETHBIM
yupeXxaeHueM, HaXOAsIIMMCS B BeleHUY MUHMCTepCTBa (Hajee COOTBETCTBEHHO - pe3epBHbII 3arac, oABeSOMCTBEHHOE YUPeXAeHNe).

16. PabOTHMK, HA3HAYEHHbII [IPMKA30M PYKOBOAMTEJIS YIIOTHOMOYEHHO oprauusaumi (YIioJHOMOYEHHO Opranmusarum, ogBeIOMCTBEHHOTO YUPEXKAEHNMS) OTBETCTBEHHbIM 3a
perucTpanmio, XxpaHeHue U yUeT ClielaabHbIX PELeNTYPHBIX 6JIAaHKOB (Iajiee - OTBETCTBEHHbI PaGOTHMK), HA OCHOBAHUM JOBEPEHHOCTHU, 0DOPMJIEHHOII B IOPSIIKE, YCTAHOBIEHHOM
3aKoHOzaTeNbCTBOM Poccuiickoit @enepauiny (C MOANNUCHIO PYKOBOAMTEIS YIIOTHOMOYEHHO OpraHu3anmuy (yIoJIHOMOUYEeHHO opraHu3alnuy, IogBeJOMCTBEHHOTO YUPeXAeHNs),
[1aBHOTO GyXrayuTepa, 3aBepeHHBIX KPYIVION [1eYaTbio), IIOJyYaeT CrelanbHble pelenTypHble 6/IaHKM Y OCYLIeCTBIISIeT BeleH)e XypHasla PerMCTPaLuy U yueTa ClielyaabHbIX
PpeLlenTypHbIX 6IaHKOB, K KOTOPOMY Ipuobiaet Goto- 1 (WI1) BUAeoMaTepuaIsl, moaTeepxaanne Gakt ohopMieHNs pelenTypHbIX 6IaHKOB Ha IOMY (IIPU HATUUMM).

17. JKypHas PerucTpanyim 1 y4eTa CIelalbHbIX PeLelITYPHbIX 6IaHKOB JJOJDKeH GbITh TPOHYMEPOBaH, IIPOIIHYPOBAH, MMETD Ha ITOCIeAHel CTPaHNIIe 3aITiCh, COTepsKallyio
KO/IMYEeCTBO CTPAHMUIL, IIOJTHOe Ha¥MeHOBaHMe YIIOTHOMOYeHHOi OpraHu3aluy (MeJULMHCKOI OpraHu3aliy, Io4BeOMCTBeHHOTO YUPeX/IeHMs), a TaKkKe CKperieH MOATNChIO

PYKOBOOMTENIA U ITeYaTbIO yHOHHOMO‘{EHHOVI OopraHm3aummn (MEILMLIMHCKOVI OpraHmusanym, oaBeJOMCTBEHHOTO YUPEXKIEeHMs).

JKypHas perucTpaumm 1 yuera CrelmaabHbIX PELeNnTypHbIX 671aHKOB Pe3epBHOro 3anaca MUHMCTEPCTBA CKPEIISIeTCs TAKKe TIOAIMCHIO AMPEKTOPa (B CJIydae ero OTCYTCTBUS -
3aMeCcTUTeNs JUPeKTopa) JlerapTraMeHTa peryiMpoBanus 06paleHus IeKapCTBEHHBIX CPECTB ¥ MeOMIMHCKUX U3AeMii MUHMCTEPCTBa U TTeYaThio MuHMCTEepCTBa.

18. B JKypHaJie perucTpauyn 1 yyeTa CrieqMaabHbIX pelelITYPHbIX 6/1aHKOB YKa3bpIBAKOTCA C1eAyoliye CBefeHns:

TIOPSIAKOBBII HOMeED 3aIMCH;

2) MPUXOJ, ClIeLMAIbHBIX PELeNITYPHBIX OIAHKOB:

a

PEeKBU3UTHI U aTa PerucTpalyum MpUXOgHOTO JOKYMEHTa;

6) 00lee KOMMIECTBO MOCTYMMBIUIMX CIIEIMATbHBIX PELeNITYPHBIX GIAaHKOB;

) Cepusi ¥ HOMep CIIeLMaIbHOIO PeLeNTyPHOro 61aHKa;



KOMMYECTBO CITEUMAIBHBIX peleNnTyPHbIX 6JIaHKOB TT0 KaXKI 0 cepun;

iyl (l)aMI/[JIMﬂ, 1M1, OTYECTBO (IIOC/IeJHee - [IPY HaJIN4yM) U MOAINCH OTBETCTBEHHOIO pa6OTHI/IKa;

3

pacxof CreuyaJabHbIX pelenTyPHBIX 6/IaHKOB:

a) JaTa BbIOayyM CelaJabHbIX pelenTyYPHBIX 6J'IaHKOB;

6) CepuM ¥ HOMepa BbIAAHHBIX CIIeLMaIbHbIX PELENTYPHBIX 6JIB.HKOB;
B) KOJIMYECTBO BbIJAHHBIX CIIEMa/IbHBIX PELEeNTYPHbIX 6JIaHKOB C YKa3aHueMm B CKOOKax KOJMuecTBa CrienMaJabHBIX pelenTyPHbIX 6]13.HKOB, BBITAHHBIX 1151 O(bOpMJ'IE'HVlH Ha oMY,

r) bamMuans, UM, OTYeCTBO (TTOC/IeSHee - TPV HaIMYMM) Y MOATIMCD JIULIA, TIOMYYMBIIETro ClelaabHble PeleNTypHble 67IaHKM;

1) KOIMYECTBO CIEMATbHBIX PELENTYPHBIX 61aHKOB, 0GOPMIIEHHBIX Ha IOMY;

e) Gbammus, UMsl, OTYECTBO (TTOCTeIHEe - TPV HaTNUMM) 1 TTOAMNCH JINLA, 0)OPMMBIIIETO CIIelMalbHble pelieNTypHble 61aHKM Ha I0OMY;

4) bamuans, UM, OTYeCTBO (TOC/IefHee - TPY HaIMYMM) Y OAIMCH OTBETCTBEHHOI'O PaGOTHMKA;

5) OCTAaTOK CIIeLMaIbHbIX PEeLeNTYPHbIX GIaHKOB.

19. CrienyanbpHblii pelieNnTypPHbIii Gl1aHK SIBJSIETCS] JOKYMEHTOM CTPOTOJ OTUETHOCTH. 3aItac CIelMalbHbIX PeLeNTYPHbIX 6IaHKOB B MEOVLIMHCKOM OpraHu3alm JO/KeH XPaHUThCS
B CIIeLVaTbHbIX IOMEIIeHNSIX, cefidax MM B CIIealbHO M3TOTOBIEHHBIX MKadax, 06MTHIX OLTHKOBAHHBIM JKelIe30M, C HaJIeXKHBIM BHYTPEHHVIM WM HaBeCHBIM 3aMKOM.

IMomereHus, ceiidpl, mKadbl, B KOTOPHIX XPAHSITCS CIIeLMaNbHble PeLeNTypHbIe 6/IaHKM, JO/KHBI GBITh 3aKPbIThI HA 3aMKU U IT0C/Ie OKOHYaHMSI paBOTHI OllevaTaHbl IeYaThio
YIIOJTHOMOYEHHO OpraHu3anuu (MegUIMHCKO OPraHu3anun) UIu OTuioMOMPOBaHbI.

20. B MepguIMHCKIX OpraHM3auMsX 3arac CrneuyaabHbIX peLUenTyYPHBIX 6/IaHKOB He [OJKEeH IIpEeBBIIATH TOHOBO HOTpeﬁHOCTI/l.

21. Pa3pemaeTcs BbIIaBaTh MegULIVHCKOMY paﬁOTHMKy, VIMEILIeEMY ITPaBO Ha3HA4YaTh HAPKOTUYECKME (HCVIXOTDOHHbIe) JIeKapCTBEeHHbIe IIperapaTsl, eAMHOBPEMEHHO He 6omnee
ABaAaTU CIIeIMaJIbHBIX PELeNTyPHbIX 6/TaHKOB.

MenuumHCKe paGOTHUKY, BBITMCHIBAIONIYE PELENIThI Ha HAPKOTUYECKHE (ICUXOTPOITHbIE) JIEKAPCTBEHHbIE TPeriapaThbl, Ha OCHOBAaHUM MPUKa3a PyKOBOIUTENSI MEIUIIVMHCKOM
OpraHM3alMu HeCyT IMYHYI0 OTBETCTBEHHOCTH 38 COXPaHHOCTD MOyYeHHBIX CIIeIaNbHbIX PeLeNTYPHbIX 671aHKOB. CreluaabHble pelenTypHble 67IaHKY, OTyIeHHbIe
MeAMILMHCKMM PaBGOTHMKOM, XPAHSTCS MOZ 3aMKOM B ceiidax, MeTautmyeckux mradax miM MeTa/uIMIeckyx syKax.

22. B MeMLIMHCKOJ OpraHM3anym co3/1aeTcsl MOCTOSIHHO AeVCTBYIONask KOMMUCCHsS, KOTOpast He pexxe 1 pa3a KBapTaJl (II0 pelleHMI0 PyKOBOAMUTeNS MeAULIMHCKOM OpraHm3anumn
BO3MOYKHO Yall[e) OCYLIECTBJISIET IIPOBEPKY COCTOSIHMUSI PETYCTPALIMM U YUeTa CIIelMalbHbIX PeLeNTYPHbIX OIaHKOB, B TOM YMC/Ie ITyTeM CBePKM 3aIuceil SKypHaia PerucTpaum u
yueTa CrelyanbHbIX peLleNITYPHBIX 61aHKOB, C GaKTUUeCKMM HaIM4YMeM CIelalbHbIX PelleNTYPHBIX GTaHKOB, a TAKKe MTPOBEPKY COCTOSIHMSI XPAHEHYSI CIIeLMaTIbHbIX PELeNTyPHBIX
6/1aHKOB.

Ilo pesy/nbTaTaM IIPOBEPKY B JKYPHAIE PETMCTPALIMN 1 YI€Ta CIIeL1albHbIX PELeNTYPHbIX 6JIaHKOB Ie/IaeTCst 3aICh O Pe3y/IbTaTax MPOBeNeHNst CBEPKY JAaHHbBIX, 3aKpeIUIeHHAast
MOATIMCSIMY BCEX YWIEHOB KOMUCCUM, UITU CO3J,AETCsI CIIeLVaIbHBbIii aKT TPOBEPKU.

23. @emepanbHble OPTaHbI UCIIOMHUTENBHO BIACTY ¥ OPTaHbI MICTIOTHUTEIBHOM BIacTH CyobeKTOB Poccuiickoit Pemeparyy oCyleCTBISIIOT KOHTPOJIb 3@ OpraHu3alueii
perucTpaLmm, yueTa 1 XpaHeHMsI CHel¥aJIbHbIX PeLleNTYPHBIX 6/IaHKOB B YIIOTHOMOYEHHBIX OPraHM3aLMsIX M MEIUILIMHCKIX OPraHMU3alMsIX.

24. Bplmaua crienmanbHbIX pelleNITyPHBIX GIaHKOB 13 Pe3epBHOro 3araca MyHucTepcTsa deepanbHbIM OpraHaM MCIOTHUTENIbHO BJIaCTY ¥ OPraHaM UCIOTHUTENbHO BIacTH
cy6bekToB Poccuiickoit demeparim OCYIeCTBSeTCsI OTBETCTBEHHBIM PAGOTHMKOM MOIBEJOMCTBEHHOTO YUPEX/IeHNsI Ha OCHOBAHMY PelleH st 00 OTITYCKe CIelalbHbIX
peLienTypHbIX 671aHKOB, 0OPMIEHHOTO B BMEe NIChMA, IIOAIIMCAHHOTO JYPEKTOPOM (B CIydae ero OTCYTCTBMS - 3aMeCTHTe/leM AMpeKTopa) JlerapraMeHTa peryaypoBaHyst
o6palleHMst IeKapCTBEHHbIX CPEJICTB M MeAMUMHCKMX M3Jennit MUHMCTepCTBa.

IIpoBepKa [esTeIbHOCTY MOABEAOMCTBEHHOTO YUPEKIEHMS 10 PETUCTPALIMY, YUETY M XPAaHEHUIO Pe3ePBHOTO 3ariaca OCyLIecTBsieTcs JernapTaMeHTOM PeryuMpoBaHysi 00paiieHust
JIeKapCTBEHHBIX CPeJICTB ¥ MeAMIMHCKMX U3ennuit MuHucTepcTBa 2 pasa B rof, He nmosgHee 20 uyciia Mecsilia, CIefyIoniero 3a MCTeKIIMM MOTyTOAeM.

Ipunosxcenue N 6
K npukazy Murucmepcmea 30pagooxpaHeHust

Poccutickoti @edepayuu
om 24 Hoabps 2021 2. N 1094H

[TPABUJIA O®OPMJIEHN PELEIITOB, COOEPKAIIVX HASHAYEHWE HAPKOTUYECKUX CPEACTB 1IN
INCUXOTPOIIHBIX BEIECTB, B TOM YMCJIE B ®OPME 2JIEKTPOHHBIX JOKYMEHTOB

1. Obopmienue penernra Ha GyMaKHOM HOCUTENIE

1. Ha peuenrypHbix 6mankax ¢opmsi N 107/y-HII B 1eBOM BepXHeM YITy IPOCTABJISIETCS LITAMII MEIMIVHCKOI OpraHU3alyy ¢ yKa3aHKeM ee ITOJTHOTO HaMEeHOBaHMs, agpeca 1
TeneoHa ¢ aTOJ BBIMUCKY (BaTOi oopMIIeHNsT) pelielTa Ha IeKapCTBEHHBIN Mperapar.

Penenitypusble 6nanku popmel N 107/y-HIT M3roTaBiInBaroTCs UCKIIOYUTENBHO TUIOTPAGCKIM CIIOCO6OM.
2. Ha penentypHbIx 671aHKax, 0(pOpMIISIEMBIX MHIVBUAYATbHBIMMY IIPEANIPYHMMATEIISIMM, MEIOMVIMM TMIEH3MI0 HA MeIVIIMHCKYIO IeSITe/TbHOCTD, B BEDXHEM JIEBOM YITTY
TUIIOrPadCKIM CIIOCOGOM MY ITyTeM IPOCTaBIeHNs LITaMIIa JO/KeH GbITh YKa3aH afipec MHAMBUAYAIbHOTO MTpeIIpUHMMAaTeIsl, HOMep 1 AaTa IMLeH3MI, HayIMeHOBaHMe OpraHa

FOCY,EL&DCTBEHHOI?‘I BJIaCTY, BbIIABIIETO JIMLEH3UIO.

3. PenenTypHbie 6aHku popmbl N 107/y-HIT 3amonHsIIOTCS MEAULIMHCKMM PaGOTHMKOM YepHUIAMM UM IIIAPUKOBOI PYUKOI.

4. omyckaeTcst opopmiieHMe BCeX PEeKBU3UTOB (3a MCKIIOUeHeM peksusuTa "Tloammcs Jieyaniero Bpaya (MoAmmch depaiiepa, akyepku)") penenTypHbix 61aHkoB dopmsr N 107/
y-HII ¢ ucrionbp3oBaHueM MeyaTaoumx yCTPOACTB.

5. B peuenTtypHoM 6naHke ¢dopmbl N 107/y-HII B cTpokax "®@aMuiust, MMsl, OTYECTBO (TIOCIeSHee - TPY HalIu4MM) manyeHTa" 1 "Bo3pact” yKaspIBaIOTCS MOMHOCTBIO haMuust, ms,
0TYeCTBO (TIoCIeHee - TPY HAMMYMM) TTaLMeHTa, ero BO3pacT (KOJIMYECTBO MOJHBIX JIET).

JlormycTMO yKasaHue AaThl POKIeHMs MalyieHTa.

6. B peuenTypHoM Granke dopmbl N 107/y-HIT:



1) B cTpoke "Cepusi ¥ HOMep Monuca 06s13aTeTbHOT0 MeAULIMHCKOTO CTPaxOBaHMsI" yKa3bIBAaeTCsl HOMep MoJyca 06513aTeTbHOTO MeIMIIMHCKOTO CTPAX0OBaHMSI MalyieHTa (pu
HAJIMYMN);

2) B CcTpoKe "Homep MegMLIMHCKOI KapThl" YKa3bIBaeTCsl HOMep MeIAMUIIVMHCKOM KapThl NalMeHTa, IoTy4aol[ero MeAuIMHCKYI0 TIOMOILb B aM6y}1aTOprIX YCI0BUSIX, WIN UCTOPUN
60e3Hn MAaIeHTa, BBIMMChIBAEMOT0 U3 MeIUIIMHCKOM OpraHu3alun;

3) B cTpOKe "daMuins, MMsI, OTYECTBO (MTOCJIEHEE - PY HAJIUUMM) Jiedalero Bpava (enbaiiepa, akyliepkn)" yKasbiBaeTCs IIOTHOCTIO GaMMUINs, MMSI, OTYECTBO (MTOC/IEAHEE - TPU
Hanuuu) Bpava (denpaiiepa, akylepky), BHIIMCABIIETO PELENT Ha HAPKOTUYECKUIA (TICUXOTPOITHBIIT) JIEKapCTBEHHBDI Iperapar.

7. B rpade "Rp" penjenitypHoro 61anka ¢opmbl N 107/y-HII ykasbiBaeTcsi:

1) HaMMeHOBaHJe JIeKapCTBEHHOTO Npernapara (MeXXAyHapooHOoe HellaTeHTOBAaHHOe HauMeHOBaHMe, TPYIIMPOBOYHOE YTV XMMIYeCcKoe HaMeHOBaHMe, TOProBoe HauMeHOBaHue)
Ha JIATMHCKOM SI3bIKE MJIM Ha PYCCKOM sI3bIKe, (hopMa BBIITYCKa, JO03MPOBKA, KOJIMUECTBO (YKa3bIBaeTCs MPOIMChIO Ha perentypHoM 61aHke dpopmsl N 107/y-HIT);

2) Croco6 MpyYMeHeHMs IeKapCTBEeHHOTO Mperapara Ha rocyJapCTBeHHOM si3bike Poccuiickoit @emepaunu uim Ha rocyiapcTBEeHHOM si3bike Poccuiickoit deneparyy u
roCy/IlapCTBEHHOM SI3bIKe PecIyO/IMK M MHBIX s13bIKax HapomoB Poccuiickoit @enepanym <1>.

<1>Yacrs 1 cratbu 15 3akona Poccuiickoit @eneparyy ot 25 okTsa6pst 1991 r. N 1807-1 "O si3bikax HapomoB Poccuiickoit ®@enepaunn” (manee - 3akon N 1807-1). (Bemomocty cbesfa
HapozxHbIxX fenytaToB PCOCP u BepxosHoro Coseta PCOCP, 1991, N 50, ct. 1740).

8. IIpu odopmIeHMM peLienTYPHBIX 6IaHKOB 3alpelaeTcsi OrpaHMIMBAThCS OOIIMMY YKa3aHUSIMY, HarpuMmep, 'BHyTpeHHee", "3BeCTHO".
9. IIpu odopmIeHNM NauMeHTy pelenTypHoro 6imaHka Gpopmbl N 107/y-HIT Ha HapKOTMYeCKMIi (IICUXOTPOIIHBII) JIeKapCTBEHHBI IIperapaT B paMKaX OKa3aHMsI MeIVILIMHCKOI
TIOMOIIY TIPY OTIpesieleHHOM 3a60/eBaHMM TaKoji pelienT 3aBepsieTcs:

1) MOZIIMCHIO ¥ IMYHOM I1eYaThio Bpaya G0 MOAIMChIO Gesbalepa (aKyuepKu);

2) TevyaTblo MeAUIMHCKOI Oprauu3anmu, 60 CTPYKTYPHOTO ITOfipasfesieHNs] MeAULMHCKOV oprauu3anyumu "[1jis1 peLenToB”, KOTOpast IPOCTaBIISIeTCs IULOM, YITOJIHOMOUYeHHbIM
PyKOBOOUTEIEM MeANIIMHCKO OpraHM3auuu C yKasaHueM dJaMI/[JII/H/I, MMeH!, 0TYeCTBa (Toc/IeAHee - [IPY HaJIM4ny) U IIPOCTaBlIeHeM ero JINYHOM TIOIIIACHU.

B cryyasix Heo6xoaumMocTyt 0bOpMIIeHMST pelienTa Ha HapKOTMYeCKMii (TICUXOTPOITHBIN) IeKapCTBEHHBIN Ipernapar Ha IOMy B paMKax oKa3aHusl MaJUIMaTUBHO MeOVLIMHCKOM
TTOMOILY JIOTTYCKAeTCs IIPeIBapUTeIbHOE 3aBepeHye PelerTa MITaMIIOM MeIUIMHCKOI OpraHu3aluy, eYaThio MeIUIMHCKOI OpPraHM3aluy JIM60 CTPYKTYPHOTO IO pa3ae/ieHu s
MEeAMIIMHCKO opranmsaiuy "IIJisi pelenToB”, KOTopasi TPOCTaB/ISIeTCS JIMIIOM, YITIOTHOMOUEHHbIM PYKOBOIMTEIEM MeAMIMHCKOI OpraHu3alym, ¢ ykasaHmem bamMmuinm, UMeHH,
0TYecTBa (IIOC/IeIHee - TIPY HAJIMYMY) U IPOCTaBJIeHEM ero JIMYHO noamcy. [Ipy 3TOM B JKypHajIe PerMcTpalyy 1 yueTa pelenTypHbIX 6/1JaHKOB B COOTBETCTBMM ¢ [TopsiiKOM
perucTpanym, yueTa ¥ XpaHeHusl CrielIMaIbHbIX PEleNITYPHbIX OTaHKOB Ha HAPKOTUYECKUE CPEJICTBA MU TICUXOTPOITHbIE BEeLeCTBa, YTBEPKIEHHBIM HACTOSIIMM ITPUKA30M,
[esiaeTcsi OTMETKA O ero Bbigaue yist 0hopMIeHMS Ha JOMY, @ TaKKe OTMeTKa, YI,0CTOBepeHHas! MOAINICHI0 Bpaya Jinbo denpaiiepa (akymepkn), 0bOpMUBLIETO PeLenT, 0 hakTe ero
odopMIIeHNSsT, KOTOPBI MOKET GbITh TOMOTHMUTETBHO NOATBEPXKAEH (HoTo- 1 (M) BUAEeOMaTepuantaMiu.

B cTpoke "OTMeTKa anTeUHOI OpraHM3anyy 06 OTITyCKe" CTaBUTCS OTMeTKa allTeYHO opranm3anmm 06 OTIycKe HapKOTMYECKOTo (IICMXOTPOITHOIO0) JIeKapCTBEHHOTO Mpernapara (¢
yKa3aH1eM HaMeHOBaHYsI, KOJIMYEeCTBa OTIYI[EHHOTO HAPKOTUYECKOTO (ICUMXOTPOITHOTO0) JIEKaPCTBEHHOTO IIpernapaTa 1 JaThl ero OTITyCKa), KOTopast 3aBepsieTCst IOAIMUCHI0
paboTHMKA alTeUHOM OpraHu3aLuu, OTITYCTUBILEr0 HAPKOTUIECKUIT (MTICUXOTPOTIHBIIT) JIeKapCTBEHHBII TIperapar (C ykasaHueM ero hamusinu, MMeHHu, OTuecTBa (ocaenHee - mpu
HaJM4MM), @ TAKKe KPYITION NevyaThio aliTeYHOl OpraHu3alyy, B OTTUCKe KOTOPOIi JOJDKHO ObITh MAEHTU(GULIMPOBAHO MOJHOE HaMEHOBAaHME alITeYHO OPraHM3aLnm.

10. Ha ogHom peuenTypHoM 61anke ¢hopmbl N 107/y-HII paspenraeTcst OCyIIeCcTB/IsATh Ha3HAUeHYe TOIbKO OHOr0 HaMEeHOBaHMS JIEKapCTBEHHOTO Ipernapara.

11. WcrmpaBieHust B peLjeriTe He AOMTYCKATCs.

I1. Obopmienne penenta B popme 371eKTPOHHOTO JOKYMEHTA

12. Perient B popMe 3MeKTPOHHOTO JOKYMEHTa, MOJIMCAHHOTO YCMIEHHOI KBaMU(ULIMPOBAHHOM 3MeKTPOHHO MOAMNCEI0, GOPMMUPYETCSI MeAUIHCKIM PaGOTHUKOM, CBEIEHMS O
KOTOPOM BHecCeHbI B (hefiepasIbHbIi PerucTp MeANIMHCKUX PAGOTHUKOB <2>, @ TAKKe IIPY YCIIOBUY PETrMCTPaliy MeIVIMHCKOI OpraHu3aly, B KOTOPOil 0GOpMIISIETCS peLieNT, B
denepambHOM peecTpe MeOUIMHCKUX OpraHMU3aluii <3> equHOI rocy1apcTBeHHO MHGOOPMAaLMOHHO CHUCTeMbI B cepe 31paBOOXpaHeHMs U TOIK/IIOUEHNS TAKO MeAUIIVMHCKOM
opraHu3alyy K rocyapCcTBeHHOM MHGOPMAaLMOHHOI cucTeMe B chepe 31paBooxpaHeHust cyobekra Poccuiickoit @enepanym <4>.

<2>Yacrs 4 cratbu 91.1 ®enepanbHoro 3akoHa N 323-03 (Co6paHue 3akoHOmaTenbcTBa Poccuiickoit @enepanymn, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).
<3>Yacrs 4 cratbu 91.1 ®enepanbHoro 3akoHa N 323-03 (Co6paHue 3akoHomaTenbcrBa Poceuiickoit @enepanym, 2011, N 48, ct. 6724; 2020, N 29, ct. 4516).
<4> Cratbu 91 n 91.1 ®epepanbHoro 3akoHa N 323-D3 (CobpaHne 3akoHOAaTenbcTBa Poccuiickoit ®epepanmn, 2011, N 48, cT. 6724).

13. ITo TpeGOBaHMIO MALMEeHTa M/ er0 3aKOHHOTO MpeACTaBuTeNIst 0QOPMIISIETCs 9K3eMIUISIp periernTa B opMe 3MeKTPOHHOIO JOKYMeHTa Ha 6YMaXHOM HOCHUTeJe C OTMETKOJi
"[ly61IMKaT 3/IeKTPOHHOTO JOKYMEHTa .
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