3apeructpupoBano B Munrocte Poccun 30 HosiOpst 2021 r. N 66124

MUHHUCTEPCTBO 3IPABOOXPAHEHUS
POCCUMCKOHU ®EJEPAIIUU

IHPUKA3
ot 24 Hosiops 2021 r. N 1094n

Ob YTBEPKJIEHUU ITOPSAJIKA HASHAYEHUSA
JIEKAPCTBEHHBIX IIPEITAPATOB, ®OPM
PEHEINTYPHBIX BJIAHKOB HA JIEKAPCTBEHHBIE
HPEITAPATDIL, ITIOPAIKA O®OPMJIEHUSA YKA3ZAHHDBIX
BJIAHKOB, UX YYETA U XPAHEHUS, ®OPM
BJIAHKOB PEHEINITOB, COAEPKALHINUX HASHAYEHHUE
HAPKOTUYECKHUX CPEACTB UJIA ICUXOTPOITHBIX
BEIHIECTB, HOPAJIKA UX U3I'OTOBJIEHUA,
PACHHPEJAEJEHUA, PETUCTPALIUU, YUETA U
XPAHEHUWA, A TAKXKE ITPABUJI O©®POPMJIEHUA
BJIAHKOB PELEIITOB, B TOM YUCJIE B POPME
QJEKTPOHHBIX TOKYMEHTOB

B cootBercTBUM ¢ myHKTOM 16 yactu 2 crathu 14 deaepanbHoro 3akoHa ot 21 HosiOps 2011 r. N
323-®3 "OO6 ocHOBax oOXpaHBI 370pOBbs TpaxkmaH B Poccuiickoii Denepanuun" (CobOpanue
3akoHogarenscTBa Poccuiickoit @enepanun, 2011, N 48, ct. 6724; 2017, N 31, c1. 4791), myHKTOM
2 cratpu 26 @enepanpHOro 3aKoHa oT 8 sHBaps 1998 1. N 3-03 "O HapKOTHYECKUX CPEICTBAX H
ncuxoTponHeix BemlectBax" (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @eneparuu, 1998, N 2, cT.
219; 2017, N 31, cr. 4791), nognynkramu 5.2.177, 5.2.178 u 5.2.179 nynkra 5 IlonoxeHus o
MunucrepctBe 3apaBooxpaneHus Poccuiickoir ®denepanuu, yTBEpKIEHHOTO IOCTAHOBIEHUEM
[TpaButensctBa Poccuiickoit @enepanuu ot 19 utons 2012 r. N 608 (Cobpanue 3aKk0oHOJATENbCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2015, N 23, cr. 3333; 2017, N 52, ct. 8131; 2021, N
43, ct. 7258), mpuKa3bIBalo:

1. YTBepauTs:
[Topsinok Ha3HAYEHUs JTEKAPCTBEHHBIX MPENapaToB COMNIACHO MpUiIoxkeHuto N 1;
(GbopMBI perienTypHBIX OJAHKOB Ha JIEKAPCTBEHHBIE TIPETmapaThl COrIacHO MpuiiokeHuto N 2;

[Topsimox odopmileHusT pelenTypHbIX OJIAaHKOB Ha JIEKapCTBEHHbIE Ipenaparbl, UX Yy4yeTa H
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XpaHEHHs COTJIACHO MPUII0KEHUIO N 3;

(bopMbl OJIAaHKOB PELENTOB, COAEPKALINX HA3HAYEHNE HAPKOTHUYECKUX CPEJICTB WM IICUXOTPOIIHBIX
BEILIECTB, COTIACHO NMPHIIOKEHHIO N 4;

HOpHI{OK HU3TOTOBJICHUS, paCIIpCACIICHU, pETUCTPALMK, YU€TAa U XpaHCHU PELCIITOB, COACPKAIUX
HAa3HAYCHUC HAPKOTUYCCKUX CPCACTB WM IICUXOTPOITHBIX BCHICCTB COIIACHO MPHUIIOKCHUIO N 5;

[TpaBuia odopmileHHsT PELENnTOB, COACPKAIUX HAa3HAYCHUE HAPKOTHUYECKUX CPEJACTB WIIH

ICUXOTPOIIHBIX BEHIECTB, B TOM YUCJIC B (bopMe OJICKTPOHHBIX JOKYMCHTOB COI'NIACHO IIPHUIJIOKCHHUIO
N 6.

2. [Ipu3HaTh yTpaTUBIIUMU CUITY:

npuka3 MunucrepcTBa 3npaBooxpanenus Poccuiickoit @enepanuu ot 1 aBrycra 2012 r. N 541 "O0
YTBEPKACHUH (POPMBI OJTAHKOB PELIENITOB, COACPKAIMUX HA3HAYCHHE HAPKOTHYECKUX CPEJCTB WIIH
MICUXOTPOMHBIX BEIIECTB, MOPAIKA WX H3TOTOBJICHUS, pacClpeAeNieHUs, pPErucTpanuy, ydyera u
XpaHeHUs, a Takke npaBwi odopmieHus" (3aperucTpUpoBaH MUHHCTEPCTBOM FOCTHUIUH
Poccuiickoii @eneparuu 15 aprycra 2012 r., peructpaunonusii N 25190);

npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit ®enepanuu ot 30 utons 2015 r. N 3851 "O
BHECEHWU M3MEHEHUH B npHuka3 MuHuctepcrBa 31paBooxpaHeHust Poccuiickoit ®@enepanuun ot 1
asrycta 2012 r. N 541 "O0 ytBepkaeHun (GopMbl OJAHKOB PELENTOB, COJEPKAIIUX HAa3HAYCHHE
HapKOTHUYECKUX CPEJICTB WJIM MICUXOTPOIHBIX BEIECTB, MOPAIKA UX U3TOTOBIECHUS, PacCIpeaAeICHH s,
perucrpanuu, ydera M XpaHEHHsd, a Takke mpaBwil odopMieHUs" (3aperucTpupoBaH
MunucrepctBoM roctuiuu Poccuiickoit ®enepanuun 27 HosiOps 2015 1., perucrpanmoHHbiid N

39868);

npuka3z MunucrepcTsa 3apaBooxpanenus Poccuiickoit @enepanuu ot 21 anpens 2016 r. N 2541 "O
BHECEHUHU M3MEHEHUH B mnpuka3 MunucrepcTBa 31paBooxpaHenus Poccuiickoit ®enepaunn ot 20
nexadbps 2012 r. N 11751 "O6 yTBep:k/1eHnU NopsAaKa Ha3HAYEHUsI U BHITUCHIBAHUS JIEKAPCTBEHHBIX
npenaparoB, a Takxke (OpM pelenTypHbIX OJaHKOB Ha JIEKapCTBEHHbIE Ipenaparhl, MOpsJIKa
opopMIIeHHs YKa3aHHBIX OJIaHKOB, HMX yuyeTa W XpaHeHus" W npuioxeHue N 2 K mpukasy
MunucrepcTBa 3apaBooxpanenus Poccuiickoit ®@enepaunn ot 1 asrycra 2012 r. N 54n "O0
YTBEPKACHUH (OpMBI OJAaHKOB PELENITOB, COAEpKAIMX Ha3HAUEHHE HAPKOTHUECKUX CPEJCTB WM
IICUXOTPOIHBIX BEIIECTB, MOPAJKA HMX H3TOTOBJICHUS, DPACIpPEAEIEHUS, PErucTpaluy, ydera Hu
XpaHeHus, a Takke npaBuwil odopmieHus" (3aperucTpupoBaH MUHHCTEPCTBOM IOCTHUIUH
Poccuiickoii @enepanuu 18 utonst 2016 r., peructpanuonssiii N 42887);

OYHKT 4 U3MEHEHHH, KOTOpble BHOCATCSA B HEKOTOpPbIE TPUKa3bl MUHHUCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickonn denepanun 1 Munucrepersa 3apaBooxpaneHus Poccuiickon
@enepanyy Mo BompocaMm oOpallleHus JIEKApCTBEHHBIX MPENapaToB, COJEPKAlINX HAPKOTHYECKHE
CPEICTBa, IICUXOTPOIHBIE BEIIECTBA U UX IPEKYPCOPBI, U JIEKAPCTBEHHBIX CPEACTB, MOUICKALIUX
IIPEAMETHO-KOJINYECTBEHHOMY YUETY, YTBEPKIACHHBIX IPUKAa30M MHHHCTEPCTBA 3APaBOOXPAHECHUS
Poccuiickoit ®enepann ot 31 oxTsa6ps 2017 r. N 882H (3apeructpupoBaH MUHHCTEPCTBOM
toctuuu Poccuiickoit @enepannu 9 susaps 2018 r., peructpannonssiii N 49561);

npuka3 MuHuctepcTBa 3apaBooxpanenns Poccuiickoit @eneparuu ot 11 nexadps 2019 r. N 10211
"O BHeceHUU M3MEHEHUHN B npuioxeHus N 2 n 4 x npukazy MuHUCTEpCTBaA 3paBOOXpPAaHEHUS
Poccuiickoit ®eaeparnuu ot 1 aBrycra 2012 r. N 541 "O6 yTBepxeHuu ¢GopMbl OJ1aHKOB PELENTOB,
CoJlepKalluX Ha3HAYE€HHE HAPKOTHMYECKHX CPEACTB WM ICUXOTPONHBIX BELIECTB, MOPSAIKA HMX
W3TOTOBJICHUSI, pacIipe/ie]ICHHs, PETUCTPALlMU, y4eTa U XpaHEHHs, a TakKe MpaBuUil opopMieHHs"
(3apeructpupoBan MuHuctepctBoM toctuiiun Poccuiickoit ®denepanuu 28 sHBaps 2020 1.,
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peructpannoHHbiit N 57293);

npuka3 MuHUCTEpCcTBa 3ApaBooxpaneHust Poccuiickoit deneparnun ot 8 oktadps 2020 r. N 1076H
"O BHecenuu n3MeHeHuil B [lopsiiok perucrpaiuu, yueta U XpaHeHHUs CIIEIHAIbHBIX PEIENTYPHBIX
0JIaHKOB HAa HAPKOTHUYECKHE CPEJCTBA WJIM TCHUXOTPOMHBIC BELIECTBA, YTBEP)KICHHBIM MpPUKA30M
MunucteperBa 3apaBooxpaHeHus Poccuiickoit ®enepaunn ot 1 asBrycra 2012 r. N 54"
(3apeructpupoBan MuHuctepcTBoM toctuiiuu Poccutickoit ®deneparuun 13 HosiO6pss 2020 1.,
peructpannoHHbiii N 60898);

npuka3 MuHuctepcTBa 3apaBooxpanenus Poccutickoit @enepanun ot 14 ssaBaps 2019 r. N 41 "O6
YTBEPKACHHUH MOPSJIKA HA3HAYCHUS JIKAPCTBEHHBIX MPENaparoB, GopM pelenTypHbIX OJaHKOB Ha
JIEeKapCTBEHHBIE Mperaparhbl, Hopsaka opOpMIICHHS YKa3aHHBIX OJAHKOB, MX ydeTa U XpaHEHHUs"
(3apeructpupoBan MunuctepctBom toctuuuu Poccuiickoit ®enepanuum 26 mapra 2019 r.,
peructpannoHubiii N 54173);

npuka3 MuHucTepcTBa 3apaBooxpanenus Poccutickoit @enepanuu ot 11 nekadps 2019 r. N 10221
"O BHeceHMHM M3MEHEHUH B Npuka3 Munucrepcrsa 3apaBooxpanenus Poccuiickoit denepaunu ot
14 suBaps 2019 r. N 41 "OO yTBepAeHUM MOpsIKAa Ha3HAUYECHUS JIEKAPCTBEHHBIX MpPENaparos,
dopM penentypHbIX OJIAHKOB HA JICKAPCTBEHHBIE ITpENaparhl, MOpsaka OQOPMIICHHS YKa3aHHBIX
OJlaHKOB, MX YyyeTa W XpaHeHua" (3aperucTpupoBaH MuHHCTEPCTBOM rOCTHIIMHM Poccuiickoi
O®enepanuu 28 aupaps 2020 r., peructpanuonusiii N 57292);

npuka3 MuHHCTEpCTBa 3ApaBooxpaneHus Poccuiickoit ®enepanun ot 8 okta0Ops 2020 r. N 10751
"O BHECEHMM HW3MCHEHHI B TOPAJIOK HAa3HAYCHHS JICKAPCTBEHHBIX IPENnapaToB, YTBEPKIACHHBIN
npukazoM MuHucrepcTBa 3apaBooxpanenus Poccuiickoit denepanuu ot 14 suBaps 2019 r. N 41"
(3apeructpupoBaH MuHHCTEpCTBOM IOoCcTUIIMU Poccuiickoit ®Denmeparm 22 nmekadbps 2020 1.,
peructpannoHHbIi N 61695);

OyHKT 3.8 VHCTpYKIMM O TOps/IKE BBINMHUCHIBAHUS JIEKAPCTBEHHBIX IpENapaTtoB U odopmieHus
peuenToB U TpeOOBaHUI-HAKIIAHBIX, YTBEPKAEHHON MpHKa30M MHUHHCTEpPCTBA 31paBOOXPAHEHNUS U
couuanbHoro passutus Poccuiickoit @enepanuu ot 12 ¢espans 2007 r. N 110 "O mnopszake
HA3HA4YEeHUs U BBINMCHIBAHUS JIEKAPCTBEHHBIX IPENapaToB, U3JIEIUM MEIUIUHCKOTO Ha3HAUYEHUS U
CHELMATU3UPOBAHHBIX MPOAYKTOB JieueOHOro mnuTaHusa" (3aperucTpupoBaH MMHHUCTEPCTBOM
toctuuu Poccuiickoit ®@enepannu 27 anpens 2007 r., peructpaiionsbiii N 9364);

npuka3 MHUHHCTEPCTBA 34paBOOXPAaHEHMs U cOLUAIbHOTO pa3sutusa Poccuiickoit denepanuum ot 17
Masg 2012 r. N 5621 "O6 yrtBepxknaenuun Ilopsnka oTmycka (QU3MYECKUM JIMLaM JIEKapCTBEHHBIX
IpenapaToB Uil MEAMIMHCKOIO IPUMEHEHMS, COAEpXKAIIUX KpPOME MalblX KOJMYECTB
HapKOTUYECKUX CPEJNICTB, ICUXOTPOIHBIX BEIIECTB U MX MPEKYPCOPOB Apyrue GpapMakoIoruueckue
aKTUBHBbIE BellecTBa" (3apeructpupoBaH MuHucCTepcTBOM locTuMu Poccuiickoit ®enepanuun 1
utoHs 2012 r., peructpaunoHHbii N 24438);

OYHKT 2 U3MEHEHHH, KOTOpble BHOCATCA B HEKOTOPbIE TPUKa3bl MUHHUCTEPCTBA 3[paBOOXPAHEHUS U
conManpHOro pas3ButHs Poccuiickont @enepanuu, yTBEpKICHHBIX INPUKa3oM MHHHCTEPCTBA
3npaBooxpaHeHust Poccuiickoit ®epeparun ot 10 umrons 2013 r. N 369H (3apeructpupoBaH
Munucteperom roctuinu Poccuiickoit @enepanuu 15 urong 2013 r., peructpaunonusiii N 29064);

npuka3 MunucrepcrBa 31paBooxpanenust Poccuniickoit ®denepanun ot 21 aBrycra 2014 r. N 4651
"O BHECEHHMHU W3MEHEHHH B MOPSJIOK OTIyCcKa (PU3UUECKUM JIMLAM JIEKAPCTBEHHBIX MPENapaToB s
MEJIUIIMHCKOrO TNPUMEHEHHs], COAEPXKAIMX KPOME MAaJIbIX KOJWUYECTB HAPKOTHYECKUX CPEACTB,
NICUXOTPOITHBIX BELIECTB M HX IMPEKYpPCOPOB JApyrue (hapMakoIOrHMyecKHe aKTUBHBIE BEIECTBA,
YTBEPKICHHBIA MPHUKa30M MHUHHUCTEPCTBA 3/IpaBOOXPAHEHUS M COLMAIIBHOIO pa3BUTHs Poccuiickoin
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Oenepannn ot 17 mas 2012 r. N 562H" (3apeructpupoBan MUHHUCTEPCTBOM IOCTHITMU Poccuiickoit
Oeneparun 10 centsops 2014 r., peructpannonusii N 34024);

OYHKT | U3MEHEHMH, KOTOpbIE BHOCATCSA B HEKOTOPbIE IPUKa3bl MUHMCTEPCTBA 3paBOOXPAHEHUS U
conuanbHOro passutusi Poccuiickoir @enepanuu 1 MuHucTepcTBa 31paBooxpanenus Poccuiickoii
®denepanny, yTBepKACHHBIX IPUKa3oM MuHucrepcTBa 3apaBooxpanenus Pocculickoit denepanuun
ot 10 centsa6ps 2015 r. N 634n (3apeructpupoBaH MUHUCTEPCTBOM IOCTUIIMM Poccuiickoit
Oeneparun 30 centsaops 2015 r., peructpannonusii N 39063);

IYHKT 3 U3MEHEHHUH, KOTOPBbIE BHOCATCA B HEKOTOPbIE IPUKa3bl MUHHUCTEPCTBA 34paBOOXPAHEHUS U
conuanbHOro passutus Poccuiickon denepanuun 1 MunHucrepersa 3apaBooxpaneHus Poccuiickon
®denepauy Mo BOIIpocaM OOpallleHus JIEKapCTBEHHBIX MPENapaToB, COACPXKALIUX HAPKOTUYECKHE
CPEICTBA, IICUXOTPOIIHBIE BEUIECTBA U UX NPEKYPCOPOB, U JIEKAPCTBEHHBIX CPEJICTB, MOAIEKALUX
IIPEIMETHO-KOJIMYECTBEHHOMY Y4YeTy, YTBEPXKACHHBIX NIPUKa30M MUHHUCTEPCTBA 31paBOOXPAHECHHUS
Poccuiickoit @enepaunru ot 31 oxtsaops 2017 r. N 882 (3apeructpupoBan MuHHCTEPCTBOM
toctun Poccuiickoit @eneparun 9 ssuBaps 2018 r., peructpanvonasii N 49561).

3. Peuentypusie Omanku ¢opmbl N 107/y-HII, u3rotoBieHHbIE 10 AHA BCTYIUIGHUS B CHUILY
HACTOSALIET0 MpHKa3a, MOT'yT ObITh MCIIONIb30BaHbl 10 1 maprta 2023 roza.

4. Hacrosmuii npuka3 Bctynaet B cuity ¢ 1 mapra 2022 r. u aeiictByer 1o 1 mapta 2028 r.

Munucmp

M.A. MYPALIKO

Ipunoowcenue N 1
K npuxazy Munucmepcmea 30pagooxpanenus

Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n

HOPAJOK HASHAYEHUSA JIEKAPCTBEHHbBIX
INPEITAPATOB

I. O0mue mos10KeHud

1. Ha3nayeHue JeKapCTBEHHBIX NIpemapaToB i MEAMIIMHCKOTO MpUMEHeHus (janee -
JIeKapCTBEHHbIE Tpernaparbl) OCYIIECTBIISIETCS Je4yalldM BpadoM, (esbIepoM, aKkylIepKol B
ClIy4ae BO3JIOXKEHUS Ha HUX ITOJITHOMOYHH JIeYallero Bpaya, Ipy OKa3aHUM MEAUIIMHCKON ITOMOIIH B
MEAMIMHCKMX OpraHusanusax <I1>, B TNOpsake, YCTAHOBJIEHHOM IIpuUKa3oM MuHucCTEpCTBa
3IpaBOOXPAHEHUS U COLIMaIbHOrO pa3Butus Poccuiickont @enepanuu ot 23 maprta 2012 r. N 2520
"O6 yrBepxaeHuu Ilopsiika Bo3a0kKeHUs Ha (enbaiepa, akymepKy pyKoBOIUTENEM METUILIMHCKON
OpraHu3aly IpU OpPraHM3alMy OKa3aHWs IEPBUYHON MEIUKO-CAHWTAPHOM NOMOIIM H CKOPOH
MEIUIIUHCKON MOMOIIM OTJENbHBIX (PYHKLMH JIealero Bpaya 1o HEMoCpPeICTBEHHOMY OKa3aHUIO
MEAMIIMHCKON MOMOUIM MAllUEeHTy B MepuoJl HAOMIOIEHUS 32 HUM U €ro JICYeHUs], B TOM UYHUCJE I10


https://normativ.kontur.ru/document?moduleid=1&documentid=259835#l4
https://normativ.kontur.ru/document?moduleid=1&documentid=332820#l10
https://normativ.kontur.ru/document?moduleid=1&documentid=376162#l8

HAa3HAYCHUIO W TPUMEHEHHIO JIGKAPCTBEHHBIX  INPEMaparoB, BKIOYas  HAPKOTHYECKHE
JIEKapCTBEHHBIE MPENapaThl U ICUXOTPOIIHBIE JEKAPCTBEHHBIE Npenapathl” <2>, UHAWBUyaJIbHBIMU
HpEeANPUHIMATENSIMH, OCYIIECTBISIIOIMMIA MEAMLIUHCKYIO JESTENbHOCTh (Jajiee - MEIUIIMHCKUE
pabOTHUKNY).

<1> Oyskt 11 crareu 2 PenepanbHoro 3akona ot 21 HosOps 2011 r. N 323-@3 "O6 ocHoBax
OXpaHbl 310pOBbs rpakaan B Poccuiickoit ®deneparuu” (Cobpanue 3akoHOaaTENbCTBA Poccuiickoit
Oenepauun, 2011, N 48, ct. 6724, 2019, N 52, ct. 7796) (nanee - @enepanbubiii 3akoH N 323-D3).

Oguyuanvnolit UCMOYHUK INEKMPOHHO20 OOKYMEHMA COOEPHCUN HEMOYHOCHIL: UMEEMCA 6
eudy nynkm 11 ywacmu 1 cmamou 2 @eodepanvrozo 3axkona om 21.11.2011 N 323-D3.

<2> 3apeructpupoBad MuHnuctepctBoM toctunuu Poccuiickoit denepauun 28 ampens 2012 r.,
peructpauuoHHelidi N 23971 ¢ wu3MEHEHHSMH, BHECEHHbIMH MpPUKA30oM MHHHCTEPCTBA
3npaBooxpaneHust Poccuiickoit ®@enepaunu ot 31 oxtsOpst 2017 r. N 882H (3aperucrpupoBaH
MunucrtepctBoM tocturiuu Poccuiickoit @epepanuu 9 auBaps 2018 r., peructpanuoHHbld N
49561).

MeauuuHckuii pabOTHUK, O(QOPMHUBIIMIA pEHENT ¢ HapyLICHHEM HAaCTOSIIEro MOpsAIKa, WIH
PYKOBOJUTENb METUIIMHCKON OpraHM3aliy 00eCneunBalOT CBOEBPEMEHHOE IepeodopMIIeHUE
TpeOyeMoro Jyis MalyeHTa perenTa.

2. CegeHuss O Ha3HAYECHHOM JIEKAPCTBEHHOM TIpenapare (HauMEHOBAaHUE JIEKApPCTBEHHOTO
mpemnapaTta,  JO3UPOBKa, CIOCOO  BBEACHHS M NPUMEHEHUs, pPEeXUM  JIO3UPOBAHMS,
MIPOJIOJDKUTEIIBHOCTD JICYCHUSI U 0OOCHOBaHUE HAa3HAYECHHS JIEKAPCTBEHHOI'O Tperapara) BHOCATCS
MEAUIIMHCKUM paOOTHUKOM B MEIUIIMHCKYIO JJOKYMEHTAIIUIO TallHeHTa.

B caywasx, ykasaHHeIx B myHKTax 8 - 11 Hacrosmero Ilopsiika, MeIMUIMHCKHM pabOTHHK,
Ha3HAYMBIIMK JIEKApPCTBEHHBIN IpemnapaT, ohopMisieT Ha3HaYeHHE JIEKapCTBEHHBIX IPETapaToB, B
TOM YHCIIe TMOJJIeKAIIUX M3TOTOBJICHUI0O M OTIYCKY anTe€YHbIMM OpraHu3alusMu (gainee -
JIEKapCTBEHHbIE TMperapaTtbl HWHIUBUIAYyaJbHOTO W3TOTOBICHHS), HAa pPEUENTYpHOM OJaHKe,
oopMmiIeHHOM Ha OyMa)XHOM HOCHTEJE 3a CBOEH MOANMUCHIO (Jajee - peuenT Ha OyMakHOM
HOCUTEJE), U (UJIM) C COIJIacus MalMeHTa UM €ro 3aKOHHOIO MPEeACTaBUTENS <3> Ha pelenTypHOM
OaHKe B (hopMe IIEKTPOHHOIO JOKYMEHTa C UCIOJIb30BAHUEM YCHUJIEHHOM KBaTU(HUIMPOBAHHON
AIIEKTPOHHOM TMOAMNKMCH MEIULMHCKOrO pabdOTHUKA (nanee - penent B (QopMme 3JIEKTPOHHOTO
JIOKYMEHTA).

<3> Ilynkr 2 crateu 20 @DenepanbHoro 3akoHa N 323-®3 (CobpaHue 3aKOHOJATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5159).

Penent B hopMe 2JIEKTPOHHOTO JOKYMEHTA, COJEpKAIINi Ha3HAYeHUE HAPKOTHYECKUX CPEJICTB MIIH
NICUXOTPOIHBIX BEILECTB, IMOANUCHIBAETCS C HCIOJIb30BAaHUEM YCHIJIEHHOM KBaJH(HUIIMPOBAHHON
AIIEKTPOHHOM MOJIMUCH JIeYalllero Bpada WM (Qesbamiepa, aKylepKd, Ha KOTOPBIX BO3JIOKEHBI
(GYHKLINY JIeHallero Bpaya, 1 COOTBETCTBYIONIEH MEUIIMHCKOM opraHu3anuy <4>.
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<4> TlyHkT 1 crateu 26 ®@enepanbHoro 3akona ot 8 sHBaps 1998 r. N 3-O3 "O HapKOTHYECKUX
CpelcTBaxX M MCUXOTponHbIX BemecTBax" (CoOpaHue 3akoHOmaTenscTBa Poccuiickoit deneparnum,
1998, N 2, ct. 219, 2017, N 31, ct. 4791) (nanee - ®enepanbHsiii 3akoH N 3-D3).

Odopmnenue perentoB B GopMe IEKTPOHHBIX JTOKYMEHTOB OCYIIECTBIISIETCS B Clydyae MPUHITHS
YIOJTHOMOYECHHBIM OPTaHOM HCIIOJTHUTEIBHOU BiacTu cyOwnekra Poccwmiickoii ®Denepanuu B
COOTBETCTBUHU C MYHKTOM 4 ctathu 6 denepanbHoro 3akoHa oT 12 ampens 2010 r. N 61-d3 "O6
00palIeHn JIEKapCTBEHHBIX CpeAcTB" <5> perieHus 00 MCIOJIb30BaHUH HA TEPPUTOPHH CyOBEKTa
Poccuiickoii @enepaiun Hapsay ¢ pelenTaMH Ha JIEKapCTBEHHBIE IMpernapaThl, OpOpMIIEHHBIMH Ha
OyMa)xHOM HOCHTEJE, PEIENTOB Ha JIeKapCTBEHHBIE Mpenapartsl, CHOPMHUPOBAHHBIX B (Qopme
3IEKTPOHHBIX JTOKYMEHTOB.

<5> CobOpanue 3akoHomaTenbcTBa Poccuiickoit @eneparnuu, 2010, N 16, ct. 1815, 2019, N 52, cr.
7793.

3. Ilpm BBIIMCKE DNAUUEHTa W3 MEOULMHCKOW OpraHu3alud, B KOTOPOM €My OKa3blBajlach
MEAMIMHCKAs MOMOIIb B CTAlMOHAPHBIX YCIOBUSAX, MPU HEOOXOIUMOCTU MPOJOJDKEHUS IpHeMa
JEKapCTBEHHOTO IIpernapara B aMOyJIaTOPHBIX YCJIOBUSAX JAHHOMY MAalMEHTy [0 PELICHUIO
PYKOBOAWTENS MEAMIMHCKOW OpraHW3aldy Ha3HAdaloTcs ¢ odopmieHueM peuenta B ¢opme
JJIEKTPOHHOTO JOKyMeHTa U (win) Ha OyMaXHOM HocuTelle (3a HUCKIIOYEHHEM O(QOpMIICHHS
pPELEenToB Ha JIEKApCTBEHHBIE MpenapaThl, MOoJIeXkallue OTIYCKy OECIUIaTHO WIH CO CKMJKOM) 1100
BBIJIAIOTCS (AIMEHTY WM €r0 3aKOHHOMY TNPEICTABUTENI0) OJTHOBPEMEHHO C BBIIUCKOM U3 UCTOPUU
00JIe3HN JIEKapCTBEHHBIE IIpernapaTrbl, B TOM YHCJIE€ HApKOTUYECKWE M  ICHUXOTPOITHBIE
JIEKapCTBEHHbIE Ipernaparbl, BHECEHHbIe B cnucku II m III mepeuHs HapKOTHYECKUX CPEICTB,
MICUXOTPONHBIX BEIIECTB M UX MPEKYPCOPOB, MOMIEKAMKUX KOHTpoo B Poccuiickoit denepannu,
yrBepkaeHHoro IIpaBurensctBom Poccuiickoit  ®epepaunn <6> (manee - Ilepedens),
CUJIbHOJICVCTBYIOIIME JICKAPCTBEHHBIE MTpENapaTsl, Ha CPOK MPHUEMa MMALIMEHTOM 110 5 AHEH.

<6> Ilynkr 2 crateu 2 @enepanproro 3akona N 3-O3 (Cobpanue 3akoHOATENbCTBA Poccuiickoii
Oenepanun, 1998, N 2, c1. 219; 2016, N 27, cT. 4238).

4. Ha3HaueHue JIEKapCTBEHHBIX IMIpeNaparoB IMpU OKA3aHUM MEIUIMHCKON TMOMOIIM B
CTAIlMOHAPHBIX YCJIOBHUSIX MOJXET OCYIIECTBIATHCS IOCPEICTBOM TpPeOOBAaHWUN MEIUIIMHCKOMN
OpraHu3alliy, HanpaBiIs€MbIX B aNTEYHbIE OpraHU3aldd, SBIBIIOIIAECS  CTPYKTYPHBIMHU
MoApa3IeICHUSIMUA MEAUIIMHCKON OpraHu3anuu. <7>

<7> IlyHkT 54 cratbu 4 ®enepanbHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O06 obpamennun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit deneparun, 2010, N 16, cT.
1815; 2019, N 31, cT. 4456) (nanee - ®enepanbubiii 3aKk0H N 61-03).
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5. Ha3nadeHue IeKapCTBEHHBIX IMPEMAPATOB OCYIIECTBISETCS MEIUIIUHCKAM pPaOOTHUKOM II0
MEXIYHAPOJAHOMY HEMATEHTOBAHHOMY HAMMEHOBAHUIO, a IIPU €r0 OTCYTCTBUU - IPYNIUPOBOYHOMY
WM XMMHUYECKOMY HAaMMEHOBaHUIO. B cilyyae OTCYTCTBUSI MEXIYHApPOJIHOIO HEMAaTEHTOBAaHHOTO
HAaMMEHOBAHMS U IPYIIIAPOBOYHOIO MJIM XMMHUUYECKOIO HAMMEHOBAHMS JIEKAPCTBEHHOIO Ipernapara
JICKapCTBEHHBIN MpermapaT Ha3HAYaeTCs METUITUHCKAM PaOOTHUKOM TI0 TOPrOBOMY HaWMEHOBAHHMIO.
[Ipy HaNMMYUM MEAMIMHCKUX IOKAa3aHWM (MHIMBUIYyaJbHAs HENEPEHOCHUMOCTh, MO KU3HEHHBIM
MOKA3aHUsIM) TI0 PEIICHUIO BpaueOHOM KOMUCCHUU MEIUIIMHCKON OpraHU3aIiK <8> OCYIIECTBIIICTCS
Ha3HayeHue U oopmiieHne Ha3HAYCHHs JICKAPCTBEHHBIX IMPENapaToB, HE BXOMASIIUX B CTaHAAPTHI
MEMIIMHCKON MOMOIIH, pa3paboTaHHBIC B COOTBETCTBUU C MYHKTOM 14 ctatbu 37 denepanbHOro
3akoHa N 323-®3 <9>, wiM He NPEAYCMOTPEHHBIX COOTBETCTBYIOIIEH KIMHUYECKOM
pexkoMeHnanued, b0 1O TOPrOBHIM HAUMEHOBAaHUSAM. PemieHue BpadyeOHOW KOMHCCHH
MEAMIMHCKONW OpraHu3alui GUKCUPYETCS B MEIULMHCKON JOKYMEHTAIMU MalUeHTa U B XKypHale
BpaueOHOI KOMHCCHH.

<8> Ilpuka3 MuHucCTEepCTBa 3IPaBOOXPAHEHUS U COLUAIBLHOTO pa3BuTusi Poccuiickoit deneparuu
or 5 mas 2012 r. N 5021 "OO yTBep»A€HUM TMOPSAIKAa CO3AAHUS U JCSATEILHOCTH BpayeOHOM
KOMHUCCHHM MEIUIIMHCKONW opranu3auuu” (3apeructpupoBad MuHucTepcTBoM roctuiiuu Poccuiickoit
Oenepannn 9 utons 2012 r., peructpannoHHbiii N 24516) ¢ n3MEHEHUSMHU, BHECEHHBIMH TTPHUKA30M
MunuctepcrBa 31paBooxpaHeHust Poccuiickoit ®enepaunn ot 2 gekabps 2013 r. N 886
(3apeructpupoBan MwuHHCTepcTBOM tocTunuu Poccuiickoit ®eneparuu 23 nexabps 2013 1.,
peructpanuonnbiii N 30714).

<9> Cobpanue 3axkoHonarensctBa Poccuiickoit deneparuu, 2011, N 48, cT. 6724.

Ecimu IIprU OKazaHWMW MAlUCHTY MCI[HHI/IHCKOﬁ nmoMomu B MCI[HHI/IHCKOﬁ opraHu3anvi B
CTAllUOHAPHBIX YCJIOBHAX II0 PCUHICHUIO Bpa‘le6H0ﬁ KOMHUCCHUH OCYHICCTBIIAOTCA HA3HAYCHHUEC U
IMPUMCHCHUC JICKAPCTBCHHOI'O IIp€rapara € KOHKPETHBIM TOProBbIM HAWMCHOBAHHUEM, TO IIPpU
OKa3aHUU HOaHHOMY TIIalUCHTY MCHHHHHCKOﬁ IIoMOIIu B HHOH MCHHHHHCKOﬁ opraHnu3alvu B
CTallMOHAPHBIX YCIIOBHAX, a TAKKE B aM6YJ'IaTOpHBIX YCIOBUAX OCYHICCTBIIACTCA HAa3HAUCHUC CEMY
JICKApPCTBCHHOTO IIpCIiapaTa ¢ TEM K€ TOPrOBbIM HAMMCHOBAHUCM <10>.

<10> Ilynkr 2 nocranosnenus [IpaBurensctBa Poccuiickoit @enepanuu ot 30.06.2020 N 965 "O
BHeceHMH wu3MeHeHH B [IpaBuna dopmupoBaHHs mepedHsl JEKapCTBEHHBIX CPENCTB, 3aKyIlKa
KOTOPBIX OCYILIECTBIISIETCS B COOTBETCTBMM C UX TOPrOBBIMM HAaWMEHOBAHUSMH, U O NPUMEHEHHUH
JIEKapCTBEHHBIX IIPernapaTtoB C KOHKPETHbIMH TOproBeiMH HauMmeHoBaHusiMu" (CoOpanue
3akoHoAarenscTBa Poccuiickoit @enepammu, 2020, N 28, ct. 4422).

6. HazHaueHue JeKapCTBEHHOro Ipernapara B pelente Ha OyMaKHOM HOCHUTENE WIN peLenTe B
¢dopMe FMEKTPOHHOrO JOKyMeHTa odopMmisieTcs Ha MM HalMeHTa, Ui KOTOPOTo IMpeiHa3HauYeH
JIEKApCTBEHHBIN ITpenapar.

Penient Ha OymaxkHoM HOcuTene, oopMIIeHHBIH Ha perientypHoM Onanke ¢opm N 107/y-HII, N
107-1/y, N 148-1/y-88, N 148-1/y-04(i1), yTBEpKICHHBIX HACTOSIIAM IPHUKA30M, MOXET OBITh
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MOJTy4YEeH TAIMEHTOM, €Tr0 3aKOHHBIM MPEJACTaBUTEIEM WJIW JIUIIOM, UMEIONUM O(QOpPMIICHHYIO B
COOTBETCTBUU C TPAXKIAHCKUM 3aKOHOAATEILCTBOM Poccuiickoin Penepannu TOBEPEHHOCTb OT
MalyeHTa Ha MPaBo MOJYYCHUS TAKOTO pelenTa (Janee - yIoJHOMOYSHHOE JIUII0).

[IpencraBnenne JAOBEpEHHOCTH He TpeOyeTcs B Cydae MOJIyYeHHs pelenTa Ha JEeKapCTBEHHBIN
npenapar Uil HMHKypaOenbHOro OOJBHOIO Ha 3aBEpIIAOIIEM JTale €ro JKU3HHU JIUIOM,
OCYIIECTBIISIIONIMM YXOJ 3a TaKUM HMHKypaOenbHbIM OOJBbHBIM. B TakoMm ciiydae MeTUIIMHCKHUMA
paOOTHUK BBIIAET JIMILY, OCYLIECTBISIONIEMY YXOJ 3a HHKYpaOeIbHBIM OOJBHBIM, TOKYMEHT,
HOATBEPKAAIOIMNN HHKYPaOeIbHOE COCTOSIHUE OOJBHOTO, COJEPIKAIINI CBEICHHS O JIUIE, KOTOPOe
OyZeT moyryyaTh JIEKAPCTBEHHBIE IMpEnaparsl 1Mo peuenty (hpamMuiausi, Ms, OT4ecTBO (TOCIeqHee -
IpU HAIMYWH), BUJ, Cepys U (WIM) HOMEP JOKYMEHTa, yIOCTOBEPSAIOLIETO JIMYHOCTD), 3aBEPEHHBIH
MNOJANKMCHI0O U TEYaThl0 JAHHOTO MEAWIUHCKOrO pPAa0OTHUKA, a TaKXKe Ie4aThl0 MEIUIIUHCKON
OpraHHU3aLuy.

JlokyMeHT, MOATBEpPKAAOIINN HHKYypaOelbHOE COCTOSHUE OOJBHOIO, OCTACTCS B AaNTEUYHOU
OpraHH3aIiH.

Peuent B opme 3IIEKTPOHHOTO JOKyMEHTa (OPMHUPYETCS C MCHOIB30BAaHHUEM TOCYAApCTBEHHOM
uH(pOpMaMOHHOW cucTeMbl B cdepe 3apaBooxpaHeHus cyobekta Poccuiickoit deneparum,
MEIUITMHCKOW MH(POPMAIIMOHHON CUCTEMbI MEIUIIMHCKOM opranu3anuu <11>.

<11> Crateu 91 u 91.1 ®epepanpHoro 3akoHa N 323-®3 (CobpanHue 3aKOHOAATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2021, N 27, ct. 5141).

@akT BbIAYM pELENTa Ha JIGKAPCTBEHHBIM IpemapaT 3aKOHHOMY IPEACTAaBUTENI0 WU
YIOJHOMOYEHHOMY JIUIY GUKCUPYETCs B METUIIMHCKOMN JIOKYMEHTALlUU MalMeHTa.

7. MenuuuHCKUM pabOTHMKaM 3ampelnaercs oGopMIIsATh pElenThl NPH OTCYTCTBHM Y MaIMEeHTa
MEJAMIMHCKUX I[IOKa3aHWW; Ha HEe3aperucTpUpOBaHHBIE JIEKApCTBEHHbIE Ipemnaparel <12>; Ha
JIEKapCTBEHHBIE IIpEnaparbl, KOTOPbIE B COOTBETCTBUM C MHCTPYKLUUEH IO MEAMLIHUHCKOMY
NPUMEHEHUIO TpeJAHAa3HaueHbl ISl NPUMEHEHHUs TOJIbKO B MEAMLIMHCKMX OpraHM3alusix; Ha
HapKOTUYECKUE CpEACTBA M IICUXOTPOIIHBIE BellecTBa, BHeceHHble B cnucok Il Ilepeuns,
3aperucCTpUpPOBaHHBIE B KAUECTBE JIEKAPCTBEHHBIX MPENaparoB, B LEIAX NMPUMEHEHUS JUIsl JIEUSHUS
HapKOMAaHHH.

<12> Pemenue CoBera EBpa3uiickoii skoHOMHYeckoil komuccun oT 3 Hos6psa 2016 r. N 78 "O
[TpaBuiax perucTpanui U SKCHEPTH3BI JIEKAPCTBEHHBIX CPEICTB JJIST METUITMHCKOTO TIPUMEHEHUS "
(opunmanbHbIi callT EBpa3zuiickoro sSKOHOMHUYECKOro coro3a http://www.eaeunion.org/, 21 Hos10pst
2016 r.). Crathsa 13 denepansuoro 3akoHa N 61-®3 (CobOpanue 3akoHOJATENhCTBA Poccuiickoi
®enepanun, 2010, N 16, ct. 1815; 2020, N 14, cT. 2028).

WHpuBuayanbHbIM — NPEAIPUHUMATENSAM,  OCYILIECTBIAIOIIMM  MEIULUHCKYIO  J€ATEIbHOCTD,
JOTIOJTHUTEIBHO K TpeOOBAaHUSM, YKa3aHHBIM B ab3ale IepBOM HACTOALIETO MyHKTA, 3alpeniaercs
oopMIIATH pelenTsl Ha HAPKOTUYECKHE CPEACTBA U TICUXOTPONHBIE BEIIECTBA, BHECEHHBIE B
cucku Il u Il Tlepeuns (nanee - HAPKOTHMYECKHE U MCUXOTPOIHBIE JIEKAPCTBEHHBIE MpenapaThl
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criuckoB 11 u 11 Tepeunst).

8. Ilpy Ha3HAYEHWW HAPKOTHUYECKMX W TCUXOTPOITHBIX JIGKAPCTBEHHBIX NpenapaToB crucka [I
[lepeunsi, 3a WCKJIIOYEHHWEM JICKAPCTBEHHBIX TPEMapaTtoB B  BUJE TPAHCACPMAIbHBIX
TEPaNeBTHUECKUX CHCTEM U JICKAPCTBEHHBIX MPEIapaToB, COJACPKAIINX HAPKOTUIECKOE CPEICTBO B
COUCTAaHWHM C AaHTArOHWCTOM OIMOWJHBIX PELENTOPOB, PEIeNnThl Ha OyMa)XHOM HOCHUTENE
odopmIArOTCs Ha perentypHoM Oianke Gpopmber N 107/y-HII.

9. Peuentypuslit 0:1ank popmer N 148-1/y-88 oopmisiercs npu Ha3HAUCHUH:

1) HapKOTMYECKHMX U IICHXOTPOIHBIX JIEKapCTBEHHbIX mpenaparoB cnucka Il Ilepeuns B Buze
TPAHCIEPMAJIBHBIX TEPAIIEBTUYECKUX CUCTEM, HAPKOTHUUECKUX JIEKAPCTBEHHBIX NIPENapaToB CIUCKA
Il Tlepeuns, comepxammux HAPKOTHUYECKOE CPEACTBO B COYETAHMM C AHTArOHUCTOM OIMOUAHBIX
pELEeNTOPOB, ICUXOTPOIHBIX JIEKAPCTBEHHBIX NpenapaTos cnucka [II [Tepeuns;

2) KOMOMHUPOBAHHBIX JIEKAPCTBEHHBIX MPENAPATOB, COACPHKAILNX:

a) KOJICUH WJIU €ro COJH (B MepecueTe Ha YUCTOE BEIIECTBO) B KOJIMUECTBE 10 20 MI' BKIIFOUUTEIHHO
(na 1 go3y TBep/oii ekapcTBEHHOM (hopMmbl) WK B Konndectse A0 200 mr BkitouuTenbHo (Ha 100
w1 uii 100 1 kuaKoit 1ekapcTBeHHOM (OpMBI sl BHYTPEHHETO IPUMEHEHNU );

0) nceBnoadeapruHa TUAPOXIOPH] B KOJIHYECTBE, peBbiiatonieM 30 Mr, u 10 60 MI BKIIOYHTEIEHO
(na 1 o3y TBepAOM JEKapCTBEHHON (POPMBI);

B) niceBA0AeAprHA THIPOXJIOPU]T B KOJMUECTBE, peBbliiaromeM 30 Mr, u 10 60 MI BKIIOUUTEIHHO
B COYETAHUH C JEKCTpoMeTophaHOM I'MIpOOPOMUAOM B KOJIMYECTBE, mpesbimatonieM 10 mr, u g0
30 mr BKJItOUNTENBHO (Ha 1 103y TBEpAOH JeKapCTBEHHON (OpMBI);

) gekcTpoMeropdana ruapoopomus B konmuyectse 10 200 mr BritounTeabHo (Ha 100 mur i 100 ¢
JKUJIKON JIEKapCTBEHHOM (hOPMBI JJIsi BHYTPEHHETO MPUMEHEHHS ),

1) adenpuHa THAPOXIJIOPHU B KoJmyecTBe, npesbimaroiiemM 100 mr, u 10 300 Mr BKIIOUUTENHHO (HA
100 Mt mnu 100 1 xKuakoi 1ekapcTBEHHON (GOPMBI JUIsl BHYTPEHHETO PUMEHEHN );

e) adeapuHa TUIPOXJIOPUI B KoiauyecTBe 1m0 S50 Mr BkimwouutenbHo (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (popMbI);

) (EHWINPONaHOJIaMUH B KOINUYECTBE M0 75 Mr BKIIOYHTENbHO (Ha 1 m03y TBepoi
nexkapctBeHHOW ¢Gopmbl) win 10 300 mr BrmountenbHo (Ha 100 M wimm 100 r xuakoi
JIEKapCTBEHHOUN ()OPMBI JJIsl BHYTPEHHETO IPUMEHEHHUS );

3) (enobapOuTam B KOIMYECTBE MO0 15 Mr BKJIIOYUTEIBHO B COUYETAHUM C KOACHMHOM (WU €ro
COJISIMH ) HE3aBUCUMO OT Kolim4ecTBa (Ha 1 103y TBEp/10ii TeKapCTBEHHON (HOPMBI);

u) (enobapOutan B KonmyectBe A0 20 Mr BKIIOYHTEIBHO B COYETaHUM C 3S(heApUHOM
TUAPOXJIOPHIOM HE3aBUCUMO OT KoJmdecTBa (Ha 1 103y TBepI0if IeKapcTBEHHON (OPMBI);

K) XJIOpANA3eNOKCH]I B KolndecTBe, mpesbimaromeM 10 mr, u 1o 20 Mr BKIOUUTENbHO (Ha 1 103y
TBEP/IOH JIeKapCTBEHHOU (popmbl);

3) JexapCTBEHHBIX MpenapaToB WHAMBHUAYAIbHOTO H3TOTOBJIEHMS, COAEPKAIIUX HApKOTHYECKOE
CpeAcTBO WM TmcuxoTponHoe BemiectBo crnucka Il Tlepeuns, u npyrue dapmakonoruyeckue
AKTHBHBIE BEIIECTBA B J]03€, HE MPEBBIIIAIONIEH BBICIIYIO PA30BYIO 103y, U NPU YCIOBUHU, YTO 3TOT
KOMOWMHUPOBAHHBIN JIEKAPCTBEHHBIM Ipernapar He sBJISAETCS HAPKOTUYECKUM WM MCHUXOTPOIHBIM
JIEKapCTBEHHBIM ITpenapaTtoM cnucka Il [Tepeuns;
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4) nexapCTBEHHBIX MpENaparoB, BKIIOYEHHBIX B IEPEYCHb JIEKAPCTBEHHBIX CPEICTB MJId
MEJIUIIMHCKOTO TMPUMEHEHHS, TMOJUISKAIIUX MPEIMETHO-KOJIUYECTBEHHOMY ydYeTy (Jaiee -
JIEKapCTBEHHBIC ITpemnapaThl, BKIOYCHHBIE B TiepedeHb [IKY) <13>.

<13> IMoamynkt 5.2.171(1) nynkra 5 nmocranoBneHus [IpaBurenscrBa Poccuiickoit denepanuu ot
19.06.2012 N 608 "O6 ytBepxkaenuu [lonoxxenns o MuHmcTEepCTBE 3[paBooxXpaneHust Poccuiickoi
Oenepannn" (nanee - [lonoxxkenue o Munucrepctse) (Cobpanue 3akoHomarenbcTBa Poccuiickoit
®enepanuu, 2012, N 26, cr. 3526; 2013, N 16, ct. 1970).

10. Peuentypusiii 61ank ¢opmbl N 148-1/y-04(11) odopmiisercs mpu Ha3HAYECHUU JICKAPCTBEHHBIX
MpernapaToB TpaxkJaHaM, UMEIOIIUM MPaBO Ha OECTUIATHOE MOJMyYeHHUE JICKAPCTBEHHBIX IPEIapaToB
WIN TIOJTYYCHHUE JIEKAPCTBEHHBIX MTPEMapaToOB CO CKHUJIKOM.

11. Peuentypusriii 6mank ¢popmsl N 107-1/y opopmisiercs npu Ha3HAUCHHUH:
1) nekapcTBEHHBIX IIpENapaToB, HE YKa3aHHBIX B MyHKTax &, 9 Hactosuiero [lopsaka;
2) KOMOMHHMPOBAHHBIX JIEKAPCTBEHHBIX MIPENAPATOB, COACPKALIUX:

a) SproraMMHa THAPOTapTpaT B KOJMYECTBE A0 5 MI BKIIOYUTENbHO (Ha 1 103y TBepaoi
JIeKapCTBEHHOH (pOpMBI);

0) adeapuna ruapoxiopu B koaudectBe 10 100 mr BrarouutensHOo (Ha 100 Mt umu 100 T sxuakoi
JICKapCTBEHHOH ()OPMBI JIsI BHYTPSHHETO IPUMCHCHHS );

B) rceBnoddeipuHa TUAPOXIOPU B KOJIMYECTBE, He mpepbimaromeM 30 mr (Ha 1 mo3y TBepaou
JIeKapCTBEHHOH (popMbI);

r) mnceBaod(denprHa TUAPOXJIOPHA B KOJIMYECTBE, HE MpeBblmatonieM 30 Mr, B COYETAaHUU C
JeKkcTpoMeToppaHoM TuApoOpPOMHUIOM B KojuuyecTBe, mpeBblmaromeM 10 mr, u go 30 wmr
BKJIFOUUTENBHO (Ha 1 103y TBEpAOH JIeKapCTBEHHON (OpMBI);

n) JAekctpomeropdaHa TUApPOOpoMUA B KojJuuecTBe, mpesbimatromem 10 mr, u go 30 wmr
BKJIIOYMTENBHO (Ha 1 103y TBep0i JIeKapCTBEHHOM (HOpMBI);

e) ¢enobapbuTan B KonmuecTse, npesbimaroniemM 20 mr, u 10 50 mr BriatouuTenbHO (Ha 1 103y
TBEPJI0 JIEKapCTBEHHOM (hOpMBI);

K) (enobapOutan B kosnmyectBe A0 20 MI BKJIIOYUTENBHO B COYETAHHU C HProTaMHHOM
TUAPOTAPTPATOM HE3aBUCUMO OT KOJIM4YecTBa (Ha 1 103y TBepAoi JeKapCTBEHHON GopMbl);

3) XJIOpAHMA3emnoKCua B KoiauuecTBe 10 10 Mr BkIoYMTENbHO (Ha 1 7103y TBEpAOil JeKapCTBEHHOU
dbopMbI).

12. Tlpn Ha3HAYEHWH JIEKAPCTBEHHOTO IpernapaTa WHIWBHUAYaJIbHOTO M3TOTOBJIEHUS B peLENTEe Ha
OyMa)kHOM HocuTene W (WiM) peuente B (opMme 3JIEKTPOHHOTO JTOKYMEHTa HauMEHOBAaHHUS
JIEKapCTBEHHBIX CpPEJCTB (BellecTB), BKIOUEeHHbIX B mepedeHb [IKY, ykaspiBaioTcs B Hauaie
penenTa, 3aTeM - BCE OCTAJIbHBIE HHIPEIUEHTHI.

13. Tlpu Ha3HaueHMM JEKApCTBEHHOTO Ipenapara B pelenrte Ha OyMaKHOM HoOcHUTene W (WiH)
peuente B (hopMe AIIEKTPOHHOTO TOKYMEHTA 3alpeliaeTcs MPeBbIIaTh KOIMUECTBO HAPKOTHUECKUX
CPEICTB WM ICUXOTPOIHBIX BELIECTB, KOTOPOE MOXET OBITh BBIIMCAHO B OJHOM pEIenTe,
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ycTaHoBlIeHHOe npuiokeHueM N 1 k Hacrosimemy [lopsaky, 3a HCKIIOUEHUEM CIy4aeB, yKa3aHHbBIX
B IIyHKTax 15 u 24 nacrosiuero [opsnka.

14. Ilpyu Ha3HaYeHUM JIEKAPCTBEHHBIX IpENapaToB, BKIOYEHHBIX B nepeueHb [IKY, no3a koropeix
IPEBBIIAECT BHICIIMN OJHOKPATHBIM IMpUEM, MEIULMHCKMHA paOOTHUK 0003HAuyaeT 03y 3TOro
JIEKapCTBEHHOI'0 IpenapaTa B pelente Ha OyMaKHOM HOCHUTENE IPOIUCHIO C IPOCTABICHUEM
BOCKJIMLIATEJILHOIO 3HAaKa U (WJIM) IPOCTABISAET BOCKIULATEIbHBIN 3HAK MPU 0OPMIICHUH peLenTa
B (pOpMe 3IEKTPOHHOTO JOKYMEHTA.

15. KonuyecTBO Ha3HAYEHHBIX JIEKAPCTBEHHBIX MpenapaToB, BKIOYEHHBIX B nepedyeHb [IKY, npu
OKa3aHUM MalUEeHTaM, HYXXIAIOIUMCA B JUTUTEIHHOM JICUCHUM, TMEPBUYHON MEIUKO-CAaHUTapHOU
MOMOIIH U MaJUIMaTUBHON MEIUIIMHCKONW MOMOIIN MOXET OBbITh YBETUYEHO C YYETOM KIMHUYECKUX
pexoMeHanuii He 0oJiee YeM B 2 pa3a 10 CPABHEHMIO C KOJIMYECTBOM HApPKOTUYECKUX CPEICTB MM
MICUXOTPOIMHBIX BEIIECTB, KOTOPOE MOXKET OBITh BBITUCAHO B OJHOM pELEINTE, YCTAaHOBIEHHBIM
npuwioxenueM N 1 k Hactosimemy [Hopsiaxy.

B cnyuasx, npenxycMOTpeHHbIX a03alieM NEpBbIM HACTOSIIETO MyHKTa, HA pelenTax Ha OyMa)KHOM
HOCUTENEe mpousBoAuTcs Haanuch "llo cnenuanbHOMY Ha3HAYEHUIO", OTIENBHO 3aBEPEHHAs
MOJMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA M TICYaThI0 MEAMIIMHCKOW opranm3anuu "J{ns penentos”, Ha
perentax B (opMe IIEKTPOHHOIO JOKyMeHTa mpousBoautcs otMmeTrka "Ilo chenuanbHOMY
Ha3HAuYeHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJU(HUIMPOBAHHOW SJIEKTPOHHOW TOIIMHCH
MEAUIIMHCKOTO pabOTHHKA.

16. CocraB JeKapCTBEHHOr0 Ipernapara, JieKapcTBeHHass ¢opma U 0OpalleHue METUIIMHCKOTO
paboTHuka K (apmaneBTHUYeCKOMY pabOTHHKY 00 OTIyCKE JICKapCTBEHHOTO Iperapara Ha
OyMa)XHOM HOCHUTeIIe OOPMIISIFOTCS HA JITATUHCKOM HJIM PYCCKOM SI3BIKE B POJIUTEIIFHOM TAeKe, 32
UCKJTFOUeHHEM O(OpMIICHHUSI pelenToOB B ()OPME AIICKTPOHHOI'O JIOKYMEHTA, OCYIIECTBISIEMOrO Ha
PYCCKOM SI3BIKE.

[Tpu oopmiteHnn penenTypHbIX OJaHKOB JOMYCKAETCsl UCIOIb30BaHUE COKPALEHUH (TPUIOKEHHE
N 2 k Hacrosimemy Ilopsnky).

IIpn Ha3HayeHUM JIEKAPCTBEHHOI'O IIpernapara HeE JOIYCKAaeTCsl COKpPAIEHWEe HAauMEHOBAaHUU
UHIPEIUEHTOB, COCTAaBJIAIOIIMX JIEKAPCTBEHHBIN IIpenapar, He MO3BOJIAIOIIMX YCTaHOBUTH, KaKON
MMEHHO JIEKapCTBEHHBIN Ipenapar Ha3HA4YEeH.

17. Crioco6 mpuMeHeHus JeKapCTBEHHOIO IpernapaTta 0003HauyaeTcsl ¢ yKa3aHWeM IyTH BBEACHUS,
J103bl, YaCTOThI, BPEMEHH IIpHeMa OTHOCUTENIBHO CHa (YTPOM, Ha HOYb) M €ro JUIUTEIHOCTH, a JUIs
JIEKapCTBEHHBIX IpPENapaToB, B3aUMOJICHCTBYIOIIMX C MHILEH, - BPEMEHHM HUX YHOTpeOJIeHUs
OTHOCHTEJIBHO ITpHeMa MUIIH (10 eJ1bl, BO BpeMs €/1bl, ITOCIIE €1Ibl).

18. Ilpu HEOOXOIMMOCTH HEMEUIEHHOTO WJIM CPOYHOTrO (B T€UEHHUE JBYX pabouyux JIHEH) OTITycKa
JIEKapCTBEHHOTO TIpernapaTa MalUeHTy B BEpXHEW dYacTH pelenta Ha OyMa)kHOM HOCHTENe
MpocTaBiIsIOTC 00o3HaueHust "cito" (cpouno) wmiam "statim" (HeMemJIeHHO). AHAJIOTHYHBIE
0003HaueHHsI MPOCTABIIAIOTCS B BUJE OTMETOK MU OpOPMIIEHHH pelenTta B popMe 3JIEKTPOHHOTO
JIOKYMEHTA.

19. Tlpu odopmiieHun Ha3HauUEHUSI TOTOBOT'O JIEKAPCTBEHHOTO IpernapaTra B perente Ha OyMakKHOM
HOCHUTEJIe WU pelente B opMe AIEKTPOHHOIO JOKYMEHTa KOJUYECTBO JCHCTBYIOIIMX BEIIECTB
YKa3bIBa€TCs B COOTBETCTBUM C MHCTPYKIMEH MO MEIUIIMHCKOMY MPUMEHEHUIO JIEKApCTBEHHOTO
npenapara. [lonycTUMO yka3bIBaTh J03UPOBKY JIEKAPCTBEHHBIX MPENApaTOB CUCTEMHOIO ACHCTBUSA
(17151 pe30pOTUBHOIO MpHEMa) B TBEP/ABIX JIEKAPCTBEHHBIX hopMax (Hampumep, TabIeTKH, TOPOLIKH,
KariCyJybl) Kak CojiepsKaHhe OJJHOTO WIIM HECKOJIBKHMX JIeMCTBYIOIMX BEIIECTB B €AMHUIIAX MAcChl (B



rpamMmax, MIUIHrpammax). JlomycTuMo yKa3blBaTh JO3WPOBKY JIEKAPCTBEHHBIX TMIPENapaToB
CUCTEMHOTO JAeicTBHUsS (i1 pe30pOTUBHOTO MPUMEHEHHS) B KHUJIKHX JIGKAPCTBEHHBIX (opmax
(HampuMep, PacTBOPBI, CYCIICH3MH) KaK COJCpPKAHUE OIHOTO WM HECKOJbKHX JIEHCTBYIOIIMX
BCIICCTB B CIMHUIAX MAaCChl Ha EIUHUIYY oOBbeMa (HampuMmep, MILIUTPAMM/MUJUTAIATP) C
yKazaHHeM 00111ero oobema JIieKapCTBEHHON (OPMBI.

[Ipu odopmiieHnn Ha3Ha4YeHHs JIGKAPCTBEHHOTO Mpernapara WHIUBUIAYaJbHOTO H3TOTOBIICHUS B
peuenTe Ha OyMa)KHOM HOCHUTENE WM perente B (opMe 3JIEKTPOHHOTO JOKYMEHTa KOJIUYECTBO
TBEPJBIX W CBHIMY4YHX (papMameBTHUYECKUX cyOcTaHIui ykaswsiBaeTcs B rpammax (0,001; 0,5; 1,0),
KUJKHUX - B MIJUTMIIUTPaXx, TpaMMax M Karisx.

20. Penentsl Ha OyMaXxHOM HocuTene, B (opMe 3JIEKTPOHHOTO JOKYMEHTa, O(opmiIeHHBIE Ha
perentypaoM Onanke ¢gopmbel N 148-1/y-88 u mpenHa3HaueHHBIC I OTIYCKA JIEKAPCTBEHHBIX
[penaparoB, NPEeAyCMOTPEHHbIX mnoanyHkramMu 1 - 3 myHkta 9 Hacroswmero Ilopsnka,
JEHCTBUTEILHBI B TCUCHHE 15 qHEH co THS 0POPMIICHHUS.

21. PeuenTsl Ha OymMaXXHOM HOCHUTENE, B (hopMe 3IEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
perentypuoM Omnanke ¢opmbel N 148-1/y-04(;1) u nmpegHazHAUYCHHBIE AJISl OTIIYCKA JIEKAPCTBEHHBIX
[IpenapaToB rpakaaHaM, yKa3aHHbIM B yHKTe 10 HacTosero [Topsiaka, nelficTBUTENbHBI B TEUEHHE
30 mueii co aHA odopMIIEHHS, 32 UCKIIOYEHUEM CiIy4aeB opOpMIIEHHUs pellenTa B COOTBETCTBUU C
nyHkTamu 38 u 39 Hacrosiiero [lopsnka, mpu KOTOpPBIX OH JEWCTBUTENEH B TeueHue 15 nHell co
JtHST 0()OPMIICHHUS.

22. PeuenTsl Ha OyMa)XHOM HOCHUTENE, B (hopMe 3JIEKTPOHHOTO JOKyMEHTa, O(QOpPMIICHHBIE Ha
pernentypaoM Omnanke ¢opmbel N 148-1/y-04(;1) u nmpegHazHAUYCHHBIE AJISl OTIIYCKA JIEKAPCTBEHHBIX
IIPENnapaToB rpaxaaHaM, JOCTUTTINM IEHCHOHHOIO BO3pacTa, UHBAJIUAAM ME€PBOM IPyIIbl, ACTIM-
WHBaJIMAaM, a TakXKe TpaxkJaHaM, CTPaJaloOlIMM XPOHHUYECKUMHU 3a00JIeBaHUSAMH, TPEOYIOUTMMHU
JUINTETILHOTO KYpCOBOTO JICYEHHUS, NEHCTBUTENbHBI B TeueHue 90 nHeill co aHsA opopMileHHs, 3a
HCKIIIOUEHHEM CIIy4aeB, yKa3aHHbIX B myHKTax 38 u 39 wHactosero Ilopsiaka, mpu KOTOpPBIX OH
JIeUCTBUTEIIEH B TeUeHue 15 aHeit co qus odopMIleHus.

Jns nedeHMs XpPOHUYECKUX 3a00JeBaHUIl yKa3aHHBIM KaTerOpusM TpakKJaH JIEKapCTBEHHBIE
npenapatsl ¢ o(oOpMIEHHEM pelenToB Ha OyMaKHOM HOCUTENle WM pelentoB B (opme
AJIEKTPOHHOI'O JOKYMEHTa MOTYT Ha3HavaTbcs Ha Kypc jedeHus a0 180 queil.

23. PenenTsl Ha OyMaXHOM HocHTene, B (opMe AIIEKTPOHHOTO TOKYMEHTa, O(opMmIeHHBIE Ha
peuentypHom Onanke ¢opmer N 107-1/y u mnpenHa3sHayeHHBIC Jisi OTIIYCKA JIEKAPCTBEHHBIX
npenaparoB, NpeayCMOTpeHHbIX MyHKTOM 11 Hactosmero [lopsiaka, neictBuTenbHbl B TeueHue 60
IHEeN co THs oopMIIeHHUS.

HpI/I HAa3HA4YCHHWMU TOTOBBIX JICKAPCTBCHHBLIX IMPEIaparoB W JICKAPCTBCHHBLIX IIPEIIapaToB
WHAWBUAYAIbHOTO W3TOTOBIICHUS MAllMEHTaM ¢ 3a00JIeBaHUSAMHU, TPEOYIOUUMH JUTUTEIHHOTO
KypCOBOTO JiedeHus, ¢ odopmiieHHEeM Ha perentypHoM Omanke ¢opmbl N 107-1/y penenita Ha
OyMaXHOM HOCHUTENE WIX B (OpMe SIEKTPOHHOTO JOKYMEHTa yCTaHABIUBAETCS CPOK ACHCTBUS
perienTa B Ipejenax 10 OJHOTO TO/a.

B cmyudae ycraHOBIEHMsS cpoKa JAEWCTBHSA peLENnTa B MpeAeiax 0 OJHOIO roja B peLenTe
npousBoauTcs Haanuck: "[lo cnenuanbHOMY HazHadeHHIO", 0003HAYAETCS CPOK JACUCTBUS pellenTa
U TIEpPUOJUYHOCTh OTIYCKA JIEKAPCTBEHHBIX IIPENaparoB U3 aNTE4YHOM OpraHu3alud WIn
HHIWBHUYaJIbHbIM OpCAIPUHUMATECIICM, UMCHOIITUM JIMIICH3UIO Ha (bapMaHeBTquCKYIO
NesITeNbHOCTh <14> (ekeHeNleNbHO, eKEMECIYHO U UHBIE TepHo/bl). JIONOTHUTEIBHO 3TO yKa3aHHe
3aBEPACTCA MOANNCBIO MECIAUIIMHCKOI'O pa6OTHI/IKa, a TaKXeE€ II€4aThbio MGI[I/II.[HHCKOﬁ oprannu3anvin



"Ilnst pertentoB" (s perienita Ha OyMaXKHOM HOCHTENE) WM YCHJICHHOW KBaJM(DUITUMPOBAHHOU
AIIEKTPOHHOM TOANUCHI0 MEIUIIMHCKOTO pabOTHHKAa U JIMIA, YIOJHOMOUYEHHOTO 3aBEpPATh
JOKYMEHTBI OT HMMEHU MEIUIMHCKOW opraHm3anuu (s peunenta B (opMe 3JIEKTPOHHOTO
JIOKYMEHTA).

<14> Ilynkr 47 vactu 1 crateu 12 ®enepanpHoro 3akoHa ot 4 mas 2011 r. N 99-®3 "O
JUIIEH3UPOBAHUH OT/ACIbHBIX BHAOB JesTeabHOCTH" (mamee - denmepanbHblii 3akoH N 99-03)
(Cobpanue 3akonoparenbctBa Poccuiickoir deneparuu, 2011, N 19, cr. 2716; 2021, N 27, crt.
5177).

24. PeuenTsl Ha JIEKapCTBEHHBIE IIpenaparhl, BKJIIOYEHHble B nepedeHb [IKY, nna nedenus
HAlMEHTOB ¢ XPOHUYECKUMU 3a00JIeBaHUAMU MOTYT 0(hOpMIIAThCA Ha Kypc jiedeHus 10 60 nHeil.

B cnyuae, xorma xypc nedenusi coctaisier Oonee 30 gHEH, MOMOJHUTEIBHO B pelenTax Ha
OyMaxHOM HocuTene npousBoAutcs Haamuch "[lo chenuanbHOMY Ha3HAYeHHIO", 3aBEpeHHas
MOJIMMCHI0 MEAWIIMHCKOTO PA0OTHHUKA M TICYaThI0 MEAMIIMHCKON opranm3anuu "J{ins penentos”, Ha
perentax B (opMe IIIEKTPOHHOIO JOKyMeHTa mpousBoautcs otMmeTrka "Ilo chenuanbHOMY
Ha3HAUYEHWIO" C TPOCTABICHHWEM YCHJICHHOH KBaJM(HUIMPOBAHHOW SJEKTPOHHOW TOIIMHCH
MEAMIIMHCKOTO pPAa0OTHHKA W JIUIA, YIOJHOMOYEHHOTO 3aBepATh JOKYMEHThl OT HMEHH
MEJIUIIMHCKOW OpraHu3aluu.

25. Pement Ha OymMaXHOM HocuTene B (hopMe DIIEKTPOHHOTO JOKYMEHTa, O(GOPMIICHHBIH C
HapylLIEHUEM YCTaHOBICHHBIX HacTosimuM [lopsiikoM TpeOoBaHMiA, CUNTACTCS HECHCTBUTEIBHBIM.

I1. HazHayeHuUe JieKapCTBEeHHbIX MPEenapaToB IPU OKA3aHUM
MEIULIMHCKOU MOMOIIHM B CTALMOHAPHBIX YCJI0BHUAX

26. HpI/I OKa3aHWU IMallUCHTY M@HHHHHCKOﬁ IIOMOIIM B CTAllMOHAPHBIX YCJIIOBUAX HA3HAYCHUC
JICKAPCTBCHHBIX IIPCIIAPATOB IIPOU3BOANUTCA 0e3 O(l)OpMJ'IeHI/IH penciTa MECANIIUHCKUM pa6OTHI/IKOM
CAWHOJJNYHO, 3a UCKIIIOUCHHUEM CJIYYAaCB, YKa3aHHBIX B ITYHKTC 27 HaCTOAIICTO Hopsunca.

27. CornacoBaHMe HAa3HAYECHMs JIEKAPCTBEHHBIX IPENApaToB C 3aBEAYIOIUM OTICICHUEM WU
OTBETCTBEHHBIM JIS)KYPHBIM BpaduoM JIMOO APYTUM JIMIIOM, YIIOJIHOMOYEHHBIM IPUKA30M TJIaBHOTO
Bpaua MEIMLMHCKONW OpraHu3aldy, a Takke, [pU HaJIWuud, C BpauoM - KIMHUYECKUM
(bapMakos0roM HEOOXOIUMO B CIIydasiX:

1) oHOBpPEMEHHOTO Ha3HAYEHUS SATH U 00Jiee JIeKapCTBEHHBIX MPENapaToB 0JTHOMY MAlUEHTY;

2) Ha3HAYEHHUS JICKAPCTBEHHBIX MPENapaToB, HE BXOASIINX B NEPEYEHb KU3ZHEHHO HEOOXOIMMBIX U
BO)XHEHIINX JIEKApPCTBEHHBIX MpenaparoB <15>, npyu HETUNMYHOM T€YEHHUHU 3a00JIeBaHUS, HATMYUN
OCJIO’)KHEHUN OCHOBHOIO 3a00jeBaHHs W (WMJIM) COMYTCTBYIOLIMX 3a00JieBaHUM, MPH Ha3HAYEHHUU
JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUS U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKUUSAM IO HUX HPUMEHEHHUIO MPHUBOJIAT K CHUXKEHUIO 3(PPEeKTUBHOCTH U OE30MacCHOCTH
bapmakoTepanuu 1 (WIK) O30T NOTEHIIMATIBHYIO ONACHOCTH JUISL dKU3HH U 37I0POBbsS MAIIUEHTA.
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<15> Yactu 1 cratem 60 ®enepambHoro 3akoHa N 61-®3 (CobOpanue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2010, N 16, ct. 1815; 2020, N 29, ct1. 4516).

B yka3zaHHBIX ciyyasX Ha3Hau€HUE JIEKAPCTBEHHBIX IMpernaparoB (UKCHUPYETCS B METUIIMHCKOM
JOKYMEHTAIlMU TAIMEHTa W 3aBEpSeTCs] MOJIMUCHI0 MEIUIIMHCKOTO PabOTHHKA W 3aBEIyIOIIETO
oTJielieHneM (OTBETCTBEHHOTO JIeKYPHOTO Bpaya Ui JIPYroro ynoJIHOMOYEHHOTIO JIUIIA).

28. MenuuuHCKU pabOTHUK MEIUIIMHCKONH OpraHu3aluu (€€ CTPYKTYpHOTO MOJpa3esIeHHs ),
pAcIIOIOKEHHONM B CEJIbCKOM HACEJIEHHOM IIyHKTE, OCYILIECTBISET HAa3HAYCHHME JICKApCTBEHHBIX
IIPENapaToB B CiIyyasX, yKa3aHHbIX B MyHKTax 27 u 29 Hacrosiuero Ilopsaka, eAMHONMYHO.

29. Tlo pemenuio BpauyeOHONH KOMHCCHUU TAIIMEHTaM TPU OKa3aHUU UM MEIAMIIMHCKOW TIOMOIIH B
CTAaIlMOHAPHBIX YCIOBUSIX HA3HAYAIOTCS JIGKAPCTBEHHBIC IMPEMaparhbl, He BKJIIOYCHHBIC B TIEpEUYCHb
YKU3HEHHO HEOOXOIMMBIX M BAKHEHIINX JICKAPCTBEHHBIX MPENaparoB, B cllydyae WX 3aMEHBI W3-3a
WH/IMBUYIbHOW HEMEPEHOCUMOCTH, 110 KH3HCHHBIM MTOKa3aHUSIM.

Pemenne BpaueOHOI KoMUCCUM (PUKCUPYETCS] B MEAULIMHCKON JOKYMEHTAIMK MTAlMEHTa U KypHaje
BpaueOHOW KOMHCCHUH.

30. B cinydasx oOcienoBaHUsl U JIEYEHUs TIpaKJAaHUHA B CTAllMOHAPHBIX YCJIOBUSX B pPaMKax
IPEIOCTABICHUS MEJUILMHCKUX YCIYT Ha BO3ME3/JHON OCHOBE 3a CUET JIMYHBIX CPEJCTB I'pa)/IaH,
CPEACTB IOPUIMYECKUX JIMI[ U HMHBIX CPEJICTB Ha OCHOBAaHMU JIOTOBOPA, B TOM YHUCIIE JOIOBOpa
JTOOPOBOJIBHOTO MEIUIIMHCKOTO CTpaxoBaHus <16>, eMy MOTYT OBITh Ha3HA4YCHBI JICKAPCTBEHHBIC
npenaparbl, He BXOASIIME B IEpeUYeHb KU3HEHHO HEOOXOOUMBIX M BaXKHEMIIMX JIEKapCTBEHHBIX
IIPENnapaToB, €CJIM X Ha3HAUEHUE U IPUMEHEHHE 00YCIIOBICHO MEAUIIMHCKUMU ITOKAa3aHUSIMH.

<16> Iloctanosnenue [IpaButenscrBa Poccuiickoit @enepannu oT 4 okta6pst 2012 r. N 1006 "O6
yrBepkaeHuH [IpaBui mpenocTaBieHUs MEAMLMHCKUMH OpraHM3alMsMU IUIATHBIX MEAMLIMHCKUX
yeryr" (CoOpanue 3akoHoaTenbcTBa Poccuiickont @enepanmu, 2012, N 41, cr. 5628).

II1. HazHauyeHue JIeKaAPCTBEHHBIX NPENapaTroB IPH OKa3aHUM
NEePBUYHON MEeIUKO-CAHUTAPHOU NMOMOLIH, CKOPO MeIULIMHCKON
MOMOIIY U NAJJIMATUBHON MEJUIUHCKON MOMOIIU

31. Ilpm oka3aHuM NEPBUYHOW MEAMKO-CAHWTApPHOM IOMOIIM W NAJJIMATUBHONW MEAMIIMHCKON
MOMOIIM B aMOYJaTOPHBIX YCJIOBUSIX Ha3HAu€HUE JIEKAPCTBEHHBIX IPENapaToB OCYILIECTBIISIETCS
MEIUIUHCKUM PaOOTHUKOM B CIIy4asX TUIUYHOTO TEYEHUS 3a00JIeBaHUS MallMEHTa HCXOIS M3
TSOKECTH U XapakTepa 3a00JIeBaHHUs.

32. Ha3HaueHue JieKapCTBEHHBIX MpEMapaToB MO PEIICHUI0 BpayeOHOW KOMUCCHHU TPU OKa3aHUHU
MEPBUYHON MEIUKO-CAaHUTAPHOU MOMOIIH, TAJUIMATUBHOW MEIUITMHCKON MTOMOIIH B aMOyJIaTOPHBIX
YCJIOBUSX MPOU3BOAUTCA B CIIyYasx:

1) OOTHOBPEMCHHOI'O HA3HAUCHUA OJHOMY NANHUCHTY IIATH U Oolee JICKApPCTBCHHBIX HNPCIapaToB B
TECYCHHUEC OJHUX CYTOK MJIM CBBIIIC ACCATU HaMCHOBAHWI B TCUCHUE TpUuaAuaTu }IHeﬁ;

2) Ha3HaAueHMs JICKAPCTBEHHBIX MNpEnapaToB MpPHU HETUIIMYHOM TEUYEHUHU 3a00JIeBaHMs, HAIMYUU
OCJIO’)KHEHUH OCHOBHOIO 3a00jeBaHHUs W (WJIM) COMYTCTBYIOLIMX 3a00JieBaHUM, MPH Ha3HAYEHHUU
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JIEKapCTBEHHBIX MpenapaToB, OCOOCHHOCTH B3aUMOJICHCTBUSA U COBMECTUMOCTH KOTOPBIX COTJIACHO
UHCTPYKIHSAM 10 MX HIPUMEHEHUIO NPUBOAAT K CHIKECHHUIO S(PQPEKTHBHOCTH W 0€30IacHOCTH
JIeYeHMsI MAIMeHTa U (WIK) CO3/1al0T NOTEHIMAIbHYI0 ONIACHOCTb VIS )KU3HU U 3710pPOBBS MTALUEHTA;

3) mNepBUYHOrO HA3HAYEHUS MALMEHTY HApKOTHMYECKMX U IICUXOTPONHBIX JIEKAPCTBEHHBIX
npenapato cnuckoB Il u Il Ilepeuns (B ciiyyae nNpuHATUS PYKOBOJUTENIEM MEIULIMHCKOM
OpraHu3alMi peleHUsT O HEeOOXOAMMOCTH COIJIaCOBaHMsI HA3HAYEHUS TaKUX JIEKapCTBEHHBIX
npernapaToB ¢ BpaueOHOW KOMHCCHUEH).

33. TloBTOopHOE Ha3HAYCHHWE HAPKOTUYECKUX U IICUXOTPOIHBIX JICKAPCTBEHHBIX IpEIapaToB
ciuckoB 1l u Il Tlepeynst mpou3BOAUTCS MEIUIIMHCKAM PaOOTHUKOM CaMOCTOSTEIBHO WIIH
€IMHOJIMYHO 0e3 y4acTHsi BpaueOHOW KOMHCCHU IMAalMEHTaM C BBIPAKEHHBIM OOJIEBBIM CHHIPOMOM
M000r0 TeHe3a, HApyIIEHWEM CHA, CyJOPOXHBIMHU COCTOSHHUSIMHU, TPEBOXKHBIMH PACCTPONCTBaMH,
($hoOuIMHU, ICUXOMOTOPHBIM BO30YKICHUEM.

34. Ilpu oka3aHMM CKOpPOM MEIMLMHCKOM IIOMOILM JIEKAPCTBEHHBIEC IIperapaTbl Ha3HA4YarTCs
MEAMIMHCKUM PpPaOOTHUKOM BBIE3IHON OpHrajbpl CKOpOH MOMOIIM, MEIULUHCKUM pPabOTHUKOM
MEIMIUHCKONW OpraHu3alyy Mpu OKa3aHUM METUIIMHCKON MOMOINM IpaXkaaHaM MpH 3a00JIeBaHUsX,
HECYACTHBIX CIIy4yasix, TpaBMaxX, OTPABJIEHUSAX U JPYTUX COCTOSHHUSAX, TPEOYIOIUX CPOYHOIO
MEIULMHCKOI0 BMELIATENIbCTBA.

IV. HazHayeHue JIeKAPCTBEHHbIX MPENAPaTOB I'PAKIAHAM, HMEIOIIMM
NMPAaBo HA 0eCIJIaTHOE MOJYy4YeHHE JeKAPCTBEHHBIX NMPENnaparoB Win
MOJIy4YeHHE JIEKAPCTBEHHBIX MPENapaToB O CKUAKOM, IPU OKA3aHUHU

NMEePBUYHON MEeIUKO-CAHUTAPHON MOMOLIH

35. Ilpu oka3aHuUM TEPBUYHON MEAMKO-CAHUTAPHON TMOMOIIM Ha3HAYEHHE MEIUIIUMHCKUM
pabOTHUKOM HAa OCHOBE KIMHUYECKHX PEKOMEHIAWA W C YYeTOM CTaHJapTOB MEIUIIMHCKOM
nomor <17> JekapCTBEHHBIX MpEmapaToB, OTIYCKAeMBbIX OECIJIaTHO WM CO CKHUIKOM,
rpaKaaHaM, UMEIONIUM TIPaBO Ha OOeCIeueHHe JICKApCTBEHHBIMH IpenaparaMu 3a CYEeT CPEJICTB
OIO/KETHBIX acCCHUTHOBaHUHU (enepanpbHOro Oromkera U OIOKETOB CyOBeKTOB Poccuiickoii
®denepannn, OCyIECTBIACTCS Ha perentypHoM Omanke N 148-1/y-04(m).

<17> Cratbs 37 ®PenepanbHoro 3akoHa N 323-03 (CobOpanue 3akoHomarenbcTBa Poccuiickoit
O®enepanun, 2011, N 48, ct. 6724; 2021, N 27, cT. 5186).

[Ipu odopmiienun penenta Ha Onanke ¢opmel N 148-1/y-04(;1) Ha OyMakxHOM HOCHTENE
0OPMIISIOTCS TBA SK3EMIUISIPa, OAMH M3 KOTOPHIX OCTAETCS B allTeUHOW OpraHW3aIliy, BTOPOU - B
MEIUIUHCKON TOKYMEHTAIMH NallueHTa.

36. HpaBo Ha3Ha4YaThb JICKAPCTBCHHBIC NPCHapaThl I'paxkJjaHaM, UMCIOMNIUM IIPaABO Ha OecraTHOE
MOJIYUCHHUEC JICKAPCTBCHHBIX IMPEIIapaTOB WM IMOJTYYCHHE JICKAPCTBCHHLIX IMPEIIapaToB CO CKI/IJIKOI>'I,
TaKXC UMCIOT:

1) MmenuuuHCKHE pabOTHUKH, paboTarolIe B MEIUIIMHCKON OpraHU3alu 10 COBMECTUTENLCTBY (B
npezenax CBoei KOMIIETeHIINN);


https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l437
https://normativ.kontur.ru/document?moduleid=1&documentid=387929#l333
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2) MeAMIMHCKUE paOOTHUKU CTAl[MOHAPHBIX OPraHU3alUi COLMAIBLHOrO OOCTY>KHMBaHUS MpU
HaJIUYUK JHUIEH3UA Ha OCYLIECTBJICHUE MEIUIIMHCKON JesATeabHOCTH <18>, mpemycMaTpuBaroliei
BBIMOJIHEHHE paboT (OKa3aHWE YCIYr) MO OKa3aHUIO MEPBUYHON MEIUKO-CAaHUTApHON MOMOIIU B
aMOyJIaTOPHBIX YCIOBUAX (HE3aBHUCHMO OT BEJOMCTBEHHOMN MPUHAIICKHOCTH);

<18> IlyskT 46 yactu 1 crateu 12 @enepanbuoro 3akoHa N 99-03 (Cobpanue 3ak0HOJATEIHCTBA
Poccutickoit ®enepamuu, 2011, N 19, ct. 2716; 2021, N 27, cT. 5159).

3) MenuuUHCKHE PAOOTHUKHM MEIMIIMHCKUAX OpraHW3alMid, OKa3bIBAIOUIMX MEPBUYHYIO MEIHMKO-
CaHUTapHYIO MOMOILlb, [1OJBEJOMCTBEHHBIX (peepanbHbIM OpraHaM HCIOJIHUTENIBbHOM BIACTH WIN
OopraHam HMCIIOJHHUTEIBHOH BiacT cyObekToB Poccuiickoii deneparum;

4) WHAUBUAYAJbHBIC MPCANPUHUMATCIIN, OCYILICCTBIIOINEC MCIAUINUWHCKYK OCATCIIBHOCTL H
BKJIFOYCHHBIC B PECCTP MCIAUIHMHCKUX OpFaHI/ISaHPIfI, OCYHICCTBIAIOINUX ACATCIIBHOCTL B C(bepe
0013aTeNLHOr0 MCIUILHUHCKOI'O CTpaXOBaHUA.

37. Ilpu Ha3HaueHHM JIEKAPCTBEHHBIX NpenapaToB IpakaHaM, UMEIOIIMM IpaBO Ha OecruiaTHoe
MOJTyY€HHUE JIEKAPCTBEHHBIX MPENapaToB WK MOJyYEHHE JIEKAPCTBEHHBIX MIPENapaToB CO CKUAKOM,
B peLenTe yKa3bIBaeTcs HOMEp TejaedoHa, M0 KOTOpoMYy paOOTHUK alTeYyHOW OpraHM3alud IpU
HEOOXOJUMOCTH MOXKET COIJIacoBaTh C MEIUIMHCKUM paOOTHUKOM 3aMEHY JIEKApCTBEHHOTO
npernapara.

38. Ha3HaueHne HapKOTUYECKUX M TICUXOTPOIHBIX JIEKapCTBEHHBIX mpenaparoB crucka Il [lepeuns
(32 MCKIIIOYEHHEM JICKApCTBEHHBIX IPENapaToB B BHJE TPAHCIACPMAIBHBIX TEPANeBTUYCCKUX
CHCTEM, a TaK)Ke JICKApPCTBEHHBIX MPETapaToB, COACPKAIINX HAPKOTHUECKOE CPEJICTBO B COUCTAHUU
C AHTAarOHUCTOM OIMOMUJHBIX pEIENTOpOB) TIpaxJaHaM, HMEIOIIMM MpaBo Ha OecruiaTHOe
MOJTyYeHHE JIEKaPCTBEHHBIX MPENapaToB WM TOJTYYCHHUs JIEKAPCTBEHHBIX MPETapaToB CO CKUIAKOM,
OCyILeCTBIIsIeTCST Ha peuentypHoMm Omanke ¢opmbl N 107/y-HII, k KOTOpOMY JOMOJHUTEIBHO
odopmisieTcs peuent Ha peuentypHom Onanke Gopmsl N 148-1/y-04(11) (B ABYX 3K3eMIUIApax mpu
odopmiIeHHH Ha OyMa)KHOM HOCHUTEJNE).

39. Ha3HaueHHe HapKOTUYECKUX M IICUXOTPOIHBIX JIEKapCTBEHHBIX NMpenapatoB cnucka Il Ilepeuns
B BUJIC TPAHCAECPMAIBHBIX TEPANEBTHUECKUX CUCTEM, HAPKOTHUYECKHX JIGKAPCTBEHHBIX INPETapaToB
cnucka II Ilepeuns, coxepkaliuX HApPKOTHYECKOE CPEJICTBO B COYETAHUU C AHTarOHUCTOM
ONMOMJIHBIX PELENTOPOB, IICUXOTPOIHBIX JIEKapCTBEHHBIX IpenaparoB cmucka Il Tlepeuns,
JIeKapCTBEHHBIX IpenaparoB, BKIIOUeHHBbIX B mnepedeHb [IKY, coxepxamuxcs B MOANyHKTE 2
nyHkta 11 Hactosmero Ilopsaka, mpeaHasHauYSHHbBIE IS JICYCHHS TPAXKIaH, UMEIOIIUX TPaBO Ha
OecrutaTHOE MOJyYeHHE JIEKApCTBEHHBIX MPENapaToB MIIHM MOIYy4YEeHHUE JIEKAPCTBEHHBIX MPEnapaToB
CO CKHJIKOW, OCyIIEeCTBIsieTCs Ha penenTypHbix Onankax ¢gopm N 107-1/y u N 148-1/y-88, k
KOTOPBIM JIOMIOJIHUTEIHHO 0(OpMIIIETCSl pelenT Ha penenTypHoM Onanke ¢opmbl N 148-1/y-04(m)
(B IByX 3K3eMILIApax Mnpu oGopMiIeHUN Ha OyMaKHOM HOCHUTEIE).

IIpunosxcenue N 1
k Ilopsaoky nasuauenus
JIEKApPCMBEHHbIX NPEnapamos,

ym@epofcdeHHOJwy npuKasom
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Munucmepcmea 30pasooxpanerus

Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

KOJINYECTBO HAPKOTUYECKHUX CPEACTB WJIHN
IICUXOTPOIIHBIX BEIIECTB, KOTOPOE MOXKET
BbITh BBIIIUCAHO B OAHOM PEIEIITE

N n/n MexayHapoqHOE HETATEHTOBAHHOE @dopmMma BBIITyCKa U KomnuecTtBo
HAauMEHOBAHHUE HAPKOTUYECKOTO U JO3UPOBKa
IICUXOTPOIIHOTO JIEKAPCTBEHHOT'O
npenapara
bynpenopdun + Hanokcon TabneTku 60 TabneTok

cyOnunHreanpHeie 0,2 Mr
+ 0,2 Mr

(ynmakoBka, kpaTHast N
20)

bynpenopdun PactBOp /U1 nHBEKUUH, 30 ammy (LmpuI-
0,3 mr/ma 1 Mot TFOOUKOB)
bynpenopdun TpaHcaepManbHbIN
[J1aCThIPb
35 MKr/4ac 20 mtacTeipeit
52,5 Mkr/4ac 10 ntacteipeit
70 MKr/4yac S IuIacTeIpen
Mopdun PacTBOp U1 MHBEKIMH, 20 ammy (Lmpui-
[pacTBOp st TIOOMKOB)
[MO/IKOKHOTO BBEICHHUS
10 mr/mi 1 Mo
Koneun + Mop¢un + Hockanun + PactBop 11 20 ammyn

[TarmaBepun + Tebaun

[T0JIKOKHOTO BBEIECHUS
0,72+5,75+ 2,7+ 0,36
+ 0,05 mr/mit 1 ma

144 +115+54+0,72
+ 0,1 mr/mir 1 Mot

TpumenepuauH Tabnerku 25 mr 50 TabyeTok
TpumenepuinH PactBop /U1 nHBekuui 20 ammy: (Lmpui-
10 mr/mi 1 Mo TIOOUKOB)
20 mr/mi 1 Mo
Mopdhun TabneTku (Kamncysb) 180 Tabnerok

[MPOJIOHTHPOBAHHOTO
elicTBUS

10 mT

30 Mr

60 mT

100 mr

(karcym)

60 TabneTok (Karcyn)
40 TabneTok (Karcy)
20 TabneTok (Karcyn)
20 TabneTok (Kamcy.)




200 mr

0. Mopdun TabieTku
S mMr 100 Tabnerox
10 mr 100 TabneTok
10. Mopdun Kanu s npuema 4 bmakona
BHYTPH 20 Mr/mi 20 mut
11. Mopdun PacTBop /14 IpremMa
BHYTPb (MOHOO3BI)
2 mMr/mi 5 vt 100 amrry /3
6 Mr/MI1 5 MII 80 ammyu /3
20 Mr/mut 5 M 30 ammyo /3
12. Oxcukonod + Hamokcon TabneTku
[POJIOHTUPOBAHHOTO
ECTBUSA
S Mr + 2,5 Mr 100 TabaeTox
10 Mr + 5 mr 60 TabneTok
20 mr + 10 mr 40 TabneTok
40 mr + 20 mr 20 TabaeTok
13. [TponmonmndermmTokcudTUInUIepuanH T adaeTku 3ameunbie 20 (SO TabaeTok
MT
14, DeHTaHnI [TnacTeipb
12,5 Mkr/4ac 20 rmmacTeipei
25 MKr/dac 20 mutacTeipeit
50 MKr/49ac 10 mmacteipeit
75 MKr/4ac 10 mnacteipeit
100 Mxr/yac 10 nacteipeit
15. DeHTaHn Cripeil Ha3aJIbHBII

diaxoH 50 MKr/mo3a
2,0 M (10 mo3)

3,2 M (20 mo3)

5,0 mi (40 m03)
DiaxoH 100 Mkr/mo3a
2,0 M (10 mo3)

3,2 M (20 1o3)

5,0 mi (40 m03)
DiraxoH 200 MKr/mo3a
2,0 M (10 mo3)

3,2 M1 (20 mo3)

5,0 M (40 1103)

24 ¢akoHa
12 ¢pnaxoHoB
6 (h1aKoHOB

12 ¢akoHOB
6 (rakoHOB
3 ¢akoHa

12 ¢akoHOB
6 (rakoHOB
3 dbnakoHa

Ipunoowcenue N 2

K Ilopsoxy naznauenus

JIEKAPCMBEHHbIX npenapamaoe,

VMBEPHCOEHHOM) NPUKAZOM

Munucmepcmea 30pasooxparenus



Poccuiickoti @edepayuu

om 24 nosops 2021 2. N 1094n

Cnpasoyno

PEKOMEHJOBAHHBIE K HCITIOJIb3OBAHHUIO

COKPAIIEHUA ITPU O®OPMJIEHUMU PELEIITOB

N | Coxkpaienue [TosnHOE HamucaHnue IlepeBon
n/n

1. J|aa ana 10, IOPOBHY

2. lac., acid. acidum KHCIIOTa

3. |aer. aerozolum 3P 030J1b

4. lamp. ampulla amIrya

5. [aq. agua BOA

6. |ag. purif. aqua purificata BOJIA OUYHIICHHAS

7. |but. butyrum Macyio (TBepaoe)

8. |caps. capsula KarcyJsa

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

10. . Da (Detur, Dentur) Brinaii (Ilycts Beinano, Ilycts
OyIEeT BBIIAHO)

11. [D.S. Da, Signa Detur, Signetur Brimaii, 0603Ha4b [IycTs Oyaer
BBIIaHO, O003HAYECHO

12. |D.t.d. Da (Dentur) tales doses Brimaii (ITycts OyayT BbIIaHbI)
[TaKUe JI03bI

13. (dil. dilutus a3BEJICHHBIN

14. |Div. in p. aeq. [Divide in partes aequales Pa3nenn Ha paBHbIC YacTH

15. lemuls. emulsio PDMYIIBCHSI

16. fextr. extractum PKCTPAKT, BBITSDKKA

17. |in enem. in enemas B MUKPOKJIH3MaXx

18. |F. Fiat (fiant) [Tycth 0Opasyercs (00paszyroTcs)

19. [gran. granulum rpaHyJIbI

20. ot gtt gutta, guttae Karuisi, Karuix

21. |gtt. peror. guttae peroralis KaIIH JUIs IpueMa BHYTPh

22. |inf. infusum HacToM

23. |inamp. in ampullis B amMITyJiax

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

25. |[in tab. prolong. [in tab(u)lettis prolongatis B TaOJIETKAX C MPOJIOHTUPOBAHHBIM
BHICBOOOKIEHUEM

26. [in tab. prolong, [in tab(u)lettis prolongatis obductis |B TabieTkax ¢ MPOJIOHTUPOBAHHBIM

obhd.

BBICBO60)K)1€HI/IGM, HOKpBITI)IX
000JIOUKOM




27. |in tubul. in tubulis B TIOOMKAxX

28. |lin. linimentum ITHHUMEHT

29. [lig. liquor PKUJIKOCTD

30. [lot. lotion ITOChOH

31. |m. pil. massa pilularum ITIOJIbHASE Macca

32. |membr. bucc. membranulae buccales [UICHKHU 3alICYHbIC

33. M. Misce, Misceatur Cwmerait
(ITyctp Oyner cmenano)

34. |mixt. mixtura MHUKCTYpa

35. |N. numero YHCIIOM

36. [ol. oleum MaciIo (GKUIKOE)

37. |past. pasta nacra

38. |pil. pilula, pilulae TUITIOJIS, TTHAJTEOJIN

39. |p. aeq. partes aequales ABHBIC YACTH

40. |ppt., praec. praecipitatus 0CaXK ICHHBII

41, |pulv. pulvis OPOIIOK

42. (q.s. quantum satis CKOJIBKO MOTpedyeTcsl, CKOJIBKO
HaJl0

43.  Ir., rad. radix KOpEHb

44.  Rp. Recipe BosbpMu

45.  [Rep. Repete, Repetatur [loBTopu (IlycTs Oyner
MMOBTOPEHO)

46. |rhiz. rhizoma KOPHEBHIIE

A7. S Signa, Signetur 0O603Haub (IlycTs OyneT
0003HaYEHO)

48. isem. semen cems

49. simpl. simplex pOCTOM

50. [sir. Sirupus crpon

51. |sol. solutio acTBOp

52. [spr. spray crpeit

53. [spr. nas. spray nasale CIIpel Ha3aJbHbIN

54. |supp. suppositorium CBEYa, CYNIO3UTOPHIA

55. |susp. Suspensio CYCIICH3HSI, B3BECh

56. [tab. tab(u)letta rabyeTKa

57. [t-ra, tinct. tinctura HacTOoHKa

58. [tubulis tubulis TFOOMKH

59. |STT Systema Therapeutica TpancnepmanbHas

Transcutanea TepaneBruyeckas Cucrema
60. Jung. unguentum Ma3b
61. |vitr. vitrurn CKJISTHKA

IIpunooxcenue N 2

K npuxasy Munucmepcmea 30pasooxpaHenuist

Poccuiickoti @edepayuu

om 24 nosops 2021 e. N 1094n



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

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKYI

Poccumickom demepaumm Kon yupexneHusa o OKIIO

MenmMuMHCKasad IOOKYMeHTalWud

HamMeHoBaHMe (wTamil) dopma N 107-1/y

MEeOUIMHCKOM OpTraHM3aLun YTBepXxIeHa IPpUKa30M
MyHMCTEpPCTBA 3OPABOOXPAHEHUI
Poccurickonm denmepalmu

orT 24 HOs0psa 2021 . N 1094H

PEUEIIT
(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)
"o 20 T.
damMmnima, MHMLUMAJE MMEHM M OTdecTBa (IOCJelHee — [IPM HaJIMuUM)
naureHTa
DaTa poxmeHUA
daMmmsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJelHee -— MIPUM HaJUuuu)

Jleyvamero Bpada (Qernbamepa, akKylepKu)




py0. |kom. |Rp.

py©o. |komo. |Rp.

[Toonucso

M redvaThk Jedalero Bpauda M.II.

(momnmuce Qespauepa, aKylepKu)

PeuenTt mencTrBUTeJiIeH B TeueHme 60 pgHewm, mo 1 roma ( )

(HyXHOE NOOUEPKHYTH) (ykasarb

KOJIMYECTRO IOHEM)

OBopoTHasa CTOpPOHAa

OTMeTKa O Ha3HadYeHUU
JIEKAPCTBEHHOT'O IpernapaTa
IO PEUEeHMK BpadebHOM KOMMUCCUU

[TpuroToBMI [Iporepun OTnnycTumit




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

MUHMCTEPCTBO 3OPaBOOXPAaHEHUSA Kon dopmer mo OKYI 3108805

Poccumickom demepaumm MemMumMHCKaAS OOKYMEHTAaLMI
dopma N 148-1/y-88

HammMeHOBaHMe (wTam) YTBepXIOeHa IPpUKa30M

MEOUIIMHCKOM OpIraHu3alum MuHMCTEepCTBa 3IOPAaBOOXPAHEHUHA
Poccurickonm denmepaumu

HammMeHoOBaHMe (lITaMil) oT 24 HosOps 2021 r. N 1094H

VHIOVBUOYAJBHOTO NpellpUHMMAaTES

(yxazaTe ampec, HOMEP UM HOaTy JIMLEH3UM,

HaVMeHOBaHMe opraHa I'OCyOapCTBEHHOM BJIACTH,

BHIDABLUIETO JIMLIEH3UIIO)

e U U U L

PEIEIT "o 20 .
(maTa odopMIIeHUA-peLenTa)

(B3pOCILIM, IeTCKUM — HYXHOE IMONUEePKHYTH)

damMmnmsa, MHMLMAJE MMEHM UM OTUYeCcTBa (IOoCJelHee — [IPM HaJauumuum)
IIalurMeHTa

IHaTa poxXIeHUda

Anpec MecTa XUTeJbCTBa MM N MeIMIMHCKOM KapTh aMOyJlaTOPHOT'O
InanureHTa, IIoJiydarumero MeIMIMVMHCKYIIO IIOMOIb B aM6yJ'IaTOprIX YCIIOBUMAX

daMumsa, MHMULMAJE MMEeHM UM OTUecTBa ([IocJieIHee — MIPU HaJUuuM)



Jledamero Bpada (denpmmepa, akKyLEepKM)

[loonmce M HnedaThs Jiedyallero Bpada M.II.
(momnucek OQenbpiumepa, akylLepkKH)

PellenT IOeMCTBUTEJIEH B TeueHue 15 nHen

OBbopoTHasa CTOpPOHAa

OTMeTKa O Ha3HaUYeHUU
JIEKAPCTBEHHOTO Ipenapara
IO pelleHUd BpaduebHOM KOMMUCCUU

[TpuroToBMII [Iporepun OTnnycTui

®OPMA PELEINTYPHOT'O BJIAHKA N 148-1/¥-04 (JI)

MMHMCTEPCTBO 3IOPaBOOXPaHEHUA YTBEPXIEHA
Poccumickon demepalum MECTO IJid opukasoM MuHMCTEepCTBAa
MTPUXKOIOA <*> 30PpaBOOXPaHEHNA

Poccunickom demepaluun
or 24 Hosbps 2021 .
N 1094H



Tamn

Konm MmMemuuUMHCKOM OpTraHM3alnm

Tamr

Konm mMHOMBMIOYyAJIBHOTO IIpenlnprHMaTeJId

Kon dopmer mo OKYI 3108805

®opma N 148-1/y-04 (m)

Kon Kon lcTOUHMK OMHaAHCHUPOBAHMA: |$ OIJATH:
KaTeropmumn HO30JIOTMUECKOM (IOOYEepPKHYTH) (MOOYEPKHYTH)
IrpaxiaH dopmel (o MKE)
1. OdenepalibHHEM OOIXET 1. BecmnjuaTHO
2. Booxer cybwbekTa 2. 50%

Poccumickon denepauum

3. MyHMUMIOAJBLHEM OomxeT |3. MHOM %

PEUEIT Cepusa N IDaTa obopmieHMA: 20 1.

daMmnmsa, MHMUMAJE MMEHM M OTdUecTBa (IocjiemHee -
IpY HajluuuM) DalMeHTa OaTa poxIOeHUS



https://normativ.kontur.ru/document?moduleid=1&documentid=71591#l0

CHIMJIC

N noJjmca
006g93aTEeNIbEHOTO
MeIULIMHCKOT'O
CTpaxOBaHUA:

HOMep M@,HI/ILI,I/IHCKOfI KapTel naluMeHTa, I[IoJIydarmeIl'o MeIMUIMVMHCKYI IIOMOIb B
aMOyJIaTOPHEIX YCJIOBUAX

damMmnmsa, MHMLMAJLE MMEHM M OTUeCTBa ([IocJiemHee — IIPUM HaJIMUUM)
Jledyamero epada (denpmmepa, akKyLEepPKM)

Pyb. Korm. -
5w
2 1 T

[lognuch M HnedvaThb JledalleI'o Bpauda M.II.

(nopnmuce Qespnuepa, aKyWEepKH)

PeuenT pmencrBuTeJyieH B TedveHme 15 gHem, 30 maem, 90 mHeml
(HyXHOE NONUEPKHYTH)

———————— (3amonHAeTCAa CHeUMaJMCTOM alTeUYHOM OpraHM3aluM) ———————-

OTHymeHO MO PelLenTy: TopToBOE HaVMMEeHOBAaHUE
1 OO3VPOBKA:

TaTa ornycka: " " 20 1. |[KonmmuecTBO:

[[PUTOTOBMII: [[pOoBEepPMIIL: OrnycTm:

(IMHMS OTPHIBA)

Kopemok peuenTypHOTO OJiaHKa Crnoco® MNpUMEHEHUS:
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<*> B cJydYae WM3TOTOBJIEHMS PELEeNTYPHOTO OJlaHKa C MCIOJb30BaHMEM
KOMIIBIOTEPHEIX TEeXHOJIOT'MI.

Ipunoowcenue N 3
K npuxasy Munucmepcmea 30pasooxpaHeniist
Poccuiickoti @edepayuu

om 24 nosops 2021 e. N 1094n

HOPAJOK O®OPMJIEHUSA PELEIITYPHbBIX BJIAHKOB
HA JJEKAPCTBEHHBIE IIPEITAPATDI, UX YUETA U
XPAHEHUA

I. Odpopmiienune perenta Ha OyMa)KHOM HOCHTEJIE

1. Ha penentypnbix 6mankax Gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(;1) B 1€BOM BEpXHEM
YIIIy TIPOCTABIISIETCS IITaMIT MEIULIMHCKON OpraHu3aluyi ¢ yKa3aHUEM €€ HauMEHOBaHUs, aapeca U
TenedoHa ¢ 1aToi BHIMUCKHU (1aToi oopmiieHHs ) pelienTa Ha JIEKapCTBEHHBIH rpenapar.

JononaurenbHOo Ha penentypHoMm Onanke Qopmber N 148-1/y-04(;1) mpocraBnsieTcss KoJ
MEMIIMHCKOW OpTaHW3aIlliid B COOTBETCTBHH ¢ OCHOBHBIM T'OCYAAPCTBEHHBIM PETHCTPAIIHOHHBIM



HomepoM (nanee - OI'PH).

Cepus penentyproro Omanka ¢opmbel N 148-1/y-04(;1) Bkimtodaer kon cyOwbekTa Poccuiickoit
@Denepanu, COOTBETCTBYIOIIMK JBYM mepBbIM Imdpam OOmepoccuiickoro kinaccupuraTopa
00BEKTOB aJIMUHUCTPATUBHO-TeppHUTOpUaIbHOrO neneHus (qaiee - OKATO).

Paspemaercs nzroraBnuBath penentypusie 01anku Gopmsl N 107-1/y u popmsr N 148-1/y-04(x) ¢
MIOMOIIBIO0 KOMITBIOTEPHBIX TEXHOJIOTHH.

Peuentypusie Onanku ¢opmbl  popmbr N 148-1/y-88 M3roTaBIMBarOTCA HCKIIOYUTEIBHO
TUNOTPAPCKUM CIIOCOOOM.

2. Ha peuentypHbix OnaHkax, oGOpMISEMbIX WHIUBUAYAJIbHBIMUA IPEIIPUHUMATEISIMH,
UMEIOIUMH JIMIIEH3UI0 Ha MEIUIIMHCKYIO JESTEeIbHOCTh, B BEPXHEM JICBOM YTy THUIOTPadCKUM
CrocoOOM WJIM IyTEM IMPOCTaBICHHS IITamIa JOKEH ObITh yKa3aH aJpec WHIUBUAYaIbHOIO
NpeANpUHUMATEII, HOMEP M JlaTa JHUIEH3MHM, HaUMEHOBAHHE OpraHa rocyJIapCTBEHHOW BIIACTH,
BBIJIABILIETO JINLICH3HIO.

3. Peuentypubie Omanku ¢gopm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(1) 3amonHsroTCS
MEAMIIMHCKIM PaOOTHUKOM YEPHIIAMHU WIIH MIAPUKOBOH PyYKOU.

4. Jlonyckaercsi opopMIICHHE BCEX PEKBU3UTOB (3a MCKIIOYEHUEM pekBu3uTa "llojmuck sedamiero
Bpaua (moamuchk (Qenpamepa, akymepku') penentypHbeix OmaHkoB ¢opmbl popmbr N 107-1/y,
dopmbr N 148-1/y-88 u dopmbr N 148-1/y-04(11) ¢ ucnonp30BaHrnEM MeUaTAIOUINX yCTPOMCTB.

5. Odopmrnenne peuentypHbix OnankoB ¢opmbl N 148-1/y-04(1) BriIodaer nudpoBoe
KOJMPOBaHUE.

I_[I/I(prBOG KOAUPOBAHNEC YKA3daHHBIX PCUCIITYPHBIX 0J1aHKOB BK/IIOYAET:

1) kox menunuHckod opranmzauuu (OI'PH) wnu koa MHOMBHUAYalbHOTO INpeNnpUHUMATENs B
cooTBeTCTBUU ¢ OCHOBHBIM TOCYJIapCTBEHHBIM PETUCTPALIMOHHBIM HOMEPOM HHJMBUIYaIBbHOTO
npeanpunumarens (nanee - OI'PHUII), npocraBiseMblii NpU H3TOTOBIEHHHM PELENTYPHBIX
0J1aHKOB;

2) KOJI KaTeropuu Tpax/JaH, MMEIOIIMX IpaBO Ha IMOJyuyeHHE JIEKapCTBEHHBIX IpenapaToB B
COOTBETCTBUU cO cTaThed 6.1 denepanbHoro 3akoHa ot 17 wuroms 1999 r. N 178-®3 "O
roCyJJapCTBEHHOM colmaibHOM nmomomu" <1>, u Koa HO30J0TrH4ecKoi GpopmMbl Mo MexayHapoaHOM
CTaTHUCTUYECKOM Kiaccubukanuu Oone3sHell u mpobneMm, CBs3aHHBIX co 3a0poBbeM (10-it
nepecmotp) (nanee - MKB), 3anonHseMble edanyuM BpauoM IyTeM 3aHECEeHUs KaxIoi nudpsl B
IIyCThIE TYEHKH, IIPU TOM TOYKA IIPOCTABIIAECTCS B OTJEIBHOMN STYEHKE;

<1> Co0Opanue 3akoHonaTenbcTBa Poccuiickoit deneparuu, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

3) ormetky 00 wuctounuke (uHaHcupoBaHus (PpenepanbHblii OrmKeT [1], OrOMKET CyOBEeKTa
Poccuiickoit ®enepauuu [2], MyHUIHMMaNbHBIA OrokeT [3]) U MpoOLEHTE OIUIATHI perenTa
(6ecrmatho [1], 50% [2], unoit % [3]);

4) mTpUX-KOA - JONOJHUTENIbHBIA PEKBU3UT (B ClIydae M3TOTOBIIECHHUS HAa TEPPUTOPUU CYOBEKTa
Poccuiickoii @enepaiu peenTypHoro 0J1aHka ¢ UCIIOJIb30BaHUEM KOMITBIOTEPHBIX TEXHOJIOTHIA).
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6. B penentypusix 6mankax ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x1) B rpade "damunus,
WHUIMAIBI UMEHU U OTYecTBa (MOCJICTHEE - MPU HAJIMYMHU) MAlUeHTa" yKa3bIBAlOTCS (haMUIIHS,
WHUIMAIIB] HMEHU U 0TYeCTBa (MOCEAHEEe - IPU HAIMYUH) MTallMeHTa.

7. B peuentypubix Omankax ¢opm N 148-1/y-88, N 107-1/y m N 148-1/y-04(:1) B rpacde "Iata
pPOXKICHHS" YKA3bIBACTCS JlaTa POKICHUS MAIMEeHTa (YUCIIO0, MECSIII, TO).

HononauTtensHo B penentypHbix Oankax ¢opmbl N 148-1/y-88 u dopmer N 107-1/y nns nereit B
Bo3pacte 10 1 rona B rpade "JlaTa poxaeHus" yKa3bpIBaeTCS KOJIMYESCTBO MOJIHBIX MECSIICB.

8. B penentypubpix Onankax ¢opmser N 148-1/y-04(;1) B rpadax "CHUIIC" u "N mnonmca
0053aTeNIbHOTO MEIUIMHCKOTO CTPaXxOBaHUA'" YKa3bIBAIOTCS CTPAXOBOHl HOMEp HMHJIMBUIYaITBLHOTO
nauneBoro cuera rpaxnanuHa B [lencuonnom ¢onzae Poccuiickoit @enepannmu (CHUJIC) (mpu
HAJIMYUU) U HOMEp NOoJIUca 00513aTEIbHOI0 MEAUIIMHCKOTO CTPaXOBaHHUS.

9. B penentypubix Oiankax ¢opmbel N 148-1/y-88 B rpade "Aapec Mecta KUTEIBCTBA WIH HOMED
MEIUIUHCKON KapThl NalMeHTa, MOJYy4arollero MEIMIMHCKYI0 TIOMOIIb B aMOyJaTOPHBIX
yclIoBUsAX", yKa3bIBa€TCSl IOYTOBBIM aJ[pec MECTa KUTEIbCTBA (MecTa INpeObIBaHUS WM MecTa
(akTHUECKOro Mpo>KUBaHUs) MAMEHTa UM HOMEP MEAULIMHCKONW KapThl MAIlMEeHTa, [10JyYarollero
MEAMIMHCKYIO MIOMOILb B aMOYJIaTOPHBIX YCIOBUAX <2>.

<2> [lpuka3 MuHucrepctBa 31paBooxpanenust Poccuiickoin @enepanuu ot 15 nexabpst 2014 r. N
8341 "OO0 yTBepKaeHHH YHUDUIUPOBAHHBIX (POPM MEIUIIMHCKON JOKYMEHTAIINH, UCIIOJIb3YEMbIX B
MEIUIIUHCKIX OPTaHU3AIMIX, OKa3bIBAIOIINX MEAUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBHUSAX, U
MOpSIIKOB 10 MX 3amnoyiHeHuro" (nmanee - Ilpukas N 834H) (3apeructpupoBaH MHUHHCTEPCTBOM
toctuiuu  Poccuiickoit @enepauun 20 ¢despans 2015 r., peructpanuonssii N 36160) c
W3MEHEHUsIMHU, BHECEHHBIMU ITpHKa3aMu MuHucTepcTBa 34paBooxpaneHus Poccuiickon ®enepaunn
ot 9 suBaps 2018 r. N 2 (3apeructpupoBad MunucTepcTBOM tocTHIIMU Poccuiickoit denepanuu 4
anpensa 2018 r., perucrpaunonssiii N 50614), ot 2 Hos6ps 2020 r. N 1186H (3apeructpupoBan
MunucrepctBoM toctuiiuun Poccuiickoit @enepanuu 27 HosOpst 2020 r., peructpanoHHbIT N
61121).

Vkazanne u aapeca MeECTa XKUTCJIbCTBA U HOMCpPA MEIHUITHHCKOM KapThbl MallMCHTA, IMOJYyYarouIcro
MCIUTUHCKYIO ITOMOIIb B aM6y.]'IaTOpHLIX YCIIOBUAX, HC SABJISCTCA OIIMOKOH.

B penentypnsbix 6nankax gopmsl N 148-1/y-04(x1) B rpadge "Homep MeqUIIMHCKOM KapThl MAllUEHTA,
MOJYYaloIero MEIUIMHCKYI0 IOMOIIb B aMOYyJaTOpHBIX YCJIOBUAX" yKa3bIBaeTCs HOMEP
MEAMIMHCKON KapThl MAllMEHTa, MOJIy4alolero MEJUIIMHCKYIO TOMOIIb B aMOYJIaTOPHBIX YCIOBHIX
<3>.

<3> IIpuxa3 N 834H.

10. B rpade "damunus, MHULIMATIBI UMEHHU U OTYeCTBa (IIOCTIEAHEE - TP HAJMYKHN) JIEYalllero Bpaya
(penpamepa, akymepku)" penentypHsix OnankoB ¢opm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(;1) yka3bpIBalOTCS OTHOCTHIO (paMUIIHS, MHUITMATBI UIMEHH, OTYECTBA (TIOCTIeIHEE - TTPU HATMYNHN )
MEIUIIUHCKOTO pPa0OTHUKA, HA3HAUYMBIIETO JEeKapCTBEHHbIE MTPerapaTsl 1 0(h)OPMUBIIETO PELENT.
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11. B rpade "Rp" peuentypusix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(m)
YKa3bIBaeTCSI:

1) HamMeHOBaHUE JIEKAPCTBEHHOTO TIperapara (MeXIyHApOIHOE HEMATCHTOBAHHOE HAUMEHOBAHHE,
IPYNIIAPOBOYHOE MM XMMHUYECKOe HAMMEHOBAHUE, TOPrOBOEC HAUMECHOBAHKE) HA JIATUHCKOM SI3bIKE
WIH Ha PYCCKOM sI3bIKe, (hopMa BBITYCKa, MO3UPOBKA, KOJIMYECTBO (YKa3bIBACTCS MPOMKCHIO HA
penentypaoMm 6manke Gopmer N 107/y-HIT);

2) crmocod TpUMEHEHHs JIEKapCTBEHHOTO IpenapaTa Ha TOCYJapCTBEHHOM si3blke Poccuiickoit
@denepanyy WIM Ha rocylapCTBEHHOM sA3bIKe Poccuiickoi ®denepanuu U roCcyJapCTBEHHOM S3BIKE
pecnyOJIMK U MHBIX s3bIKaxX HapoJoB Poccuiickoit denepanun <4>.

<4> Yactb | crateu 15 3akona Poccuiickoit ®@enepauuu ot 25 oktadpa 1991 r. N 1807-1 "O
s3bIKax HaponoB Poccuiickoit ®enepamuun” (manee - 3akon N 1807-1). (BemomocTtu chesna
Haponubix aenytatoB PCOCP u Bepxosunoro Cosera PCDOCP, 1991, N 50, cr. 1740; Cobpanue
3akoHo1aTreabcTBa Poccuiickoit deneparuu, 1998, N 31, cT. 3804).

13. ITpu opopmiteHNU PEelENTYPHBIX OJAHKOB 3aMPEIIASTCs OTPAHMYNBATHCS OOIIMMHU YKA3aHHUSIMH,
Harpumep, "Bayrtpennee", "U3BecTHO".

B snekmponnom 0oKkymenme nymepayus nyHKmoe coomeenmcmeyen oQuyuaibHomy
UCHIOYHUKY.

14. Peuenrt, opopmieHHslii Ha penentypHoM 6manke ¢popm N 148-1/y-88, N 107-1/y u N 148-1/y-
04(11), nognuchIBaeTCs MEAUIIMHCKUM pAaOOTHUKOM U 3aBEPSAETCS €0 MeYaThblo.

Penent, oopmiieHHbIi Ha penentypHoM Onanke ¢opmbl N 148-1/y-88 u popmbr N 148-1/y-04(x),
JIOTIOTHUTEIIBHO 3aBEPSETCS MeUaThio MEAUIIMHCKON opranu3anuu "Jlns peuentos'.

Hns peuenta, opopmieHHoro Ha perentypHom Omanke gopmer N 107-1/y, nanuuue neuyatu "J{s
penenToB" He SBISETCS 00sS3aTeIbHBIM.

15. Ha onnoMm penentypHom Osianke Gopmbl N 148-1/y-88 u dopmsr N 148-1/y-04() pa3pemraercs
OCYIIECTBIISATH HA3HAYEHHE TOJILKO OJIHOTO HAMMEHOBAHUS JICKAPCTBEHHOTO Mpenapara.

Ha ognom peuentypnom Onanke ¢opmbl N 107-1/y paspemiaercsi OCYIIECTBISITh Ha3HAYEHUE
TOJIKO OJIHOTO HAaWMMEHOBAaHHS JIEKApCTBEHHOTO Ipemapara, oTHocsmierocs mo ATX k
aHTUncuxotnueckuM cpeactBam (kox N 05A), ankcuonutukam (koa N 05B), cHOTBOpHBIM H
cegatuBHbIM cpenactBaMm (kog N 05C), antuaenpeccantam (kog N 06A) W He moIjexKaliero
MPEAMETHO-KOJIMYECTBEHHOMY YY€Ty, U JO TPeX HAaUMEHOBAaHUN JIEKAPCTBEHHBIX MPENapaToB - JJIs
WHBIX JIEKAPCTBEHHBIX MPEMApaTOB, HE OTHECEHHBIX K BhIIeyKa3aHHBIM ATX.

16. McnipaBienust B penienTe He JOMYCKAIOTCA.

17. Ilpu opopmienun perentypubix 6mankos Gpopm N 148-1/y-88, N 107-1/y u N 148-1/y-04(11) na
JIEKapCTBEHHBIC TperapaThl, HAa3HAYCHHBIC IO PENICHHWI0 BpadyeOHOW KOMHCCHH, Ha 000poTe
peLenTypHoro OJaHKa CTaBUTCS CIeMaNbHAs OTMETKa (IITamIl).

18. Ha perientypraom Osanke hopmbl N 148-1/y-04(i1) BHU3Y UMEETCsI JIMHKS OTPBIBA, pa3AeIIsromias
pelenTypHbIi OJIaHK U KOPEIIOK.

Kopemox OT pcucITa, O(I)OpMHeHHOFO Ha YKa3aHHOM pPCUCUTYpPHOM 6J'IaHI(e, BbIAACTCA MMAIUCHTY
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(ero 3aKOHHOMY TMpPEACTABUTENIO) B alTEYHOM OpraHM3allMM, Ha KOpEIIKe JelaeTcs OTMETKa O
HAUMEHOBAHHH JICKAPCTBEHHOTO Tperapara, J03UPOBKE, KOIUIECTBE, CIOCOOE MPUMEHECHHSI.

II. Ogopmiienue penenta B popmMe 3JIEKTPOHHOI0 IOKYMEHTA

19. Penent B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHUJICHHOW KBaTU(UIIUPOBAHHOMN
AIIEKTPOHHON MOANHCHIO, (YOPMUPYETCS MEAULIIUMHCKUM PaOOTHHUKOM, CBEICHUSI O KOTOPOM BHECEHBI
B (enepanbHbIi PErUCTp MEAULIMHCKUX PAOOTHHUKOB <5>, a TakKe MPU YCIOBHHM PErUCTpallU
MEIMIIMHCKOW OpraHu3ali, B KOTOpOil odopmiseTcs peuent, B (deaepaibHOM peecTpe
MEAMIMHCKUX OpraHu3auii <6> eAuHON TrocyJapCTBEHHON MH(OPMAIIMOHHONW CHUCTEMBI B cdepe
3paBOOXPAaHEHUsT M IOAKIKOYEHUS TAaKOW MEIMIMHCKOM OpraHu3alMu K TIOCYIapCTBEHHOU
nH(pOpMaIMOHHON crcTeMe B cdepe 3apaBooxpaneHus cyobekTa Poccuiickoit @eneparnun <7>.

<5> Yacte 4 cratbu 91.1 denepanpHoro 3akona N 323-®3 (CobpaHue 3aKOHOJATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<6> Yacte 4 cratbu 91.1 denepanpHoro 3akona N 323-®3 (CobpaHue 3aKOHOJATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<7> Crarbu 91 u 91.1 denepanpHoro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbCTBA Poccuiickoit
Oenepannm, 2011, N 48, cT. 6724).

20. IIpu odbopmienun peuenta B (popMe 3IEKTPOHHOTO JOKYMEHTA Ha JIEKAPCTBEHHBIE MIPenapaThl,
yKkazaHHble B yHKTax 9 u 11 Ilopsaka Ha3HaueHUs JIEKapCTBEHHBIX MPENapaToB, YTBEPIKIEHHOTO
HACTOSALMM IIPUKa30M, M OTIYCKAaeMble 3a IIOJHYIO CTOMMOCTb, 3aIlOJIHAIOTCS CIELYIOIINE
PEKBU3UTHIL:

1) xoxm cyoOwekta Poccuiickoit ®Penepanuun no OKATO, omnpenenstomuii TocyaapCTBEHHYIO
UHPOPMALIMOHHYIO CUCTEMYy B cdepe 3apaBooxpaHeHUs cyOwbekTa Poccuiickoit ®enepanuu, B
KOTOpOM chopmMHpoBaH perent B (popme 37IeKTPOHHOTO TOKYMEHTA;

2) HaAaNMMCHOBAHUC MCZ[HHHHCKOﬁ opraHnuizanuu, aapec, TeJ'Ie(i)OH nim (l)aMI/IJ'II/ISI, HMHHUIKMAJIbl UMCHHU U
OTYECCTBa (HOCJ’I@I[HGG - Ipu HaJ'II/I‘-II/II/I) HHIAUBUAYAJIbHOI'O NPCANIPUHHUMATEIIA, UMCIOLICTO JIMICH3UTO
Ha MCIULIUHCKYIO JACATCIbHOCTD, €T0 aAPEC;

3) OI'PH ropuanueckoro nuna (MeaumnuHckoi opranmzanuu) win OI'PHUIT wnauBuayanbHOTO
MpEAPUHAMATENS;

4) nata ohopmiieHus perenta (yKa3bIBaeTCsl YUCII0, MECSIL, TOM);

5) nara okoHYaHMsS JecTBUS perenta (popMupyercs rocydapCTBEHHON HHMOpPMAIMOHHON
cucreMoil B cdepe 3apaBooxpaHeHus cyObekra Poccuiickoir denepanuu B COOTBETCTBUU CO
cpokamu AeucTBus perenToB: 15 quedt, 30 gueit, 60 nuei, 90 quel, 1o 1 roma);

6) yHUKaIbHBI HOMEp perenta (hopMupyercs rocyJapcTBEHHOW HWH(POPMAIIMOHHON CHUCTEMOW B
chepe 3apaBooxpaHeHus cyObekTa Poccuiickoit Denepanuu U 00ecleYMBAET OHO3ZHAYHYIO
uaeHTuUKaIuoo perenta B popme 35ekTpoHHOro JokyMmeHTa B codetannn ¢ OKATO, OI'PH umu
OI'PHUII);

7) ormetku "cito" (cpouHo) wim "statim" (HEMemJIEHHO) MpU HEOOXOAMMOCTH CPOYHOTO WIIH
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HEMEIJIEHHOTO OTIYCKa JIEKapCTBEHHOT'O Iperapara nanueHTy;

8) ampec marmeHTa (yKa3bIBaeTCs MOYTOBBIA aJpec MecTa JKUTENbCTBA (MecTa MpeObIBAaHHS HITH
MecTa (DaKTHYEeCKOro NpPOXKHBAHHSA) C YKa3aHHEM WHJEKCca, HAMMEHOBAaHUS Kpas, o00jacTw,
peciyOJIMKH, aBTOHOMHOTO OKpyra W HMHOro cyObekra Poccuiickoit ®enepanvv, HauMEHOBaHHS
HACEJICHHOTO IMyHKTAa, HAMMEHOBAHUs YJUIbI (IPOCIEKTa, MepeyiKka, Mmpoessia), Homepa jaoma (c
yKa3aHUEeM KOpITyca, TIPU HAJMYUH ), HOMEpa KBapTUPHI),

9) HOMEp >NEKTPOHHOH MEIMIIMHCKOM KapThl MalMeHTa B TOCYJApCTBEHHOH WH(MOpPMAIMOHHOMN
cucreMe B cepe 3npaBooxpaneHus cyobekta Poccutickoit denepanmu;

10) pamusnus, uMs, OTYECTBO (MIOCJIEHEE - IPU HAJTHYKHU) MAllMeHTa OJHOCTHIO;

11) nmara pokaeHust mnanueHTa (yKa3bIBaeTCs YMCIO, Mecsl, Troa), ais naered a0 1 roxa
JIOTIOJTHUTEILHO YKA3bIBAETCS KOJUYECTBO MOJTHBIX MECSIICB;

12) ¢pamunivs, HUIMAIBI MMEHU U OTYECTBA (TIOCIeIHEee - MPU HAIMYUHU) METUIIUHCKOTO Pa0OTHHUKA
MIOJIHOCTHIO;

1 3) HanMMCHOBAaHUC JICKapCTBCHHOI'O npcliapara (MG)KI[YHapOI[HOG HCIIaTCHTOBAHHOC
HAaMMCHOBAHUC, TPYHNIIMPOBOYHOC WJIM XHMHWYCCKOC HAUMCHOBAHHC, TOPTrOBOC HaI/IMCHOBaHI/Ie),
J03HUPOBKaA, (1)OpMa BBIITYCKa, KOJIMYECTBO (BCC MO3UINH YKa3bIBAKOTCA HA PYCCKOM 5{3BIKC);

14) cnoco® mpuMeHeHMs JIEeKapCTBEHHOIO Ipernapara Ha TOCyAapCTBEHHOM s3blke Poccuiickoii
denepanyuy WM Ha TOCYAAPCTBEHHOM si3blke Poccuiickon denepanyiv U rocyJapCTBEHHOM SI3bIKE
pecityOIMK U MHBIX A3bIKax Hapo1oB Poccuiickoit denepannn <8>;

<8> Yactp 1 cratbu 15 3akona N 1807-1 (BemomocTtu cwhezna Hapoanbix aenytatoB PCOCP u
Bepxosuoro Cosera PCOCP, 1991, N 50, ct. 1740; CoOpanue 3akoHomaTenscTBa Poccuiickoi
®enepanun, 1998, N 31, ct. 3804).

15) 1DOKyMeHT, MOJTBEpXKIAIOUIMIA Ha3HAUYEHUE JIEKapCTBEHHOI'O IMpenapara [0 PEeLIeHUI0
BpaueOHON KOMUCCUHU MEIULIMHCKON OpraHu3aluu;

16) orMeTka O Ha3HAYEHUM JIEKAPCTBEHHOrO Ipenapara IO PELIeHUI0 BpaueOHOW KOMMCCHUU
MEIMIMHCKOW OpraHu3alliil B CllydasX, yKa3aHHbIX B aOzane BTopoM nyHkra 6 Ilopsiaka
Ha3Ha4YeHUs! JIEKAPCTBEHHBIX MPENapaToB, YTBEPKICHHOIO HACTOSAIIUM IPUKA30M;

17) oTMeTka O cnenMaibHOM Ha3HAUCHMM JIKApCTBEHHOIO Mperapara (3aroyiHieTcsl B Cilydasx,
yKa3aHHBIX B MyHKTax 15 u 24 Ilopsanka Ha3Ha4Ye€HMs JEKAPCTBEHHBIX MIPENApATOB, YTBEPKIAECHHOTO
HACTOALUM NPUKA30M);

18) oTmMeTka 0 crenuaTbHOM Ha3HAUYEHUH JIEKaPCTBEHHOI'O Mperapara MalueHTy ¢ 3a0osieBaHUEM,
TpeOyIOIINM JUTUTEILHOTO KYPCOBOTO JIEUEHUS (3aloHSETCs B clydyae, YKa3aHHOM B IyHKTe 23
[Topsinka Ha3Ha4YeHUs JIEKAPCTBEHHBIX IPEMNapaToB, YTBEPXKIAEHHOIO HACTOSIIUM IPUKA30M) C
MIPOCTaBJICHUEM MEPUOJMYHOCTH OTITYCKa JIEKapCTBEHHOTO Mpernapara;

19) npu odopmienuu penenta B GopMe IEKTPOHHOTO JTOKYMEHTa Ha JICKapCTBEHHBIE MPENapaThl,
yKa3aHHbIE B MOAMYHKTax 2 - 5 myHkTa 9 u nyHkre 11 Ilopsiaka HasHadeHUs JIEKapCTBEHHBIX
IpenapaToB, YTBEPKIAEHHOIO HACTOSALIMM MPUKA30M, FPpaX/1aHaM, UMEIOLUM IpaBo Ha OecruiaTHOe
MIOJIyYEHHUE JIEKAPCTBEHHBIX IPENapaToOB WM MOJYyYEHHE JIEKAPCTBEHHBIX MPENapaTOB CO CKUAKOM,
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3aIOJIHSIIOTCSI PEKBU3UTHI, IPETyCMOTPEHHbIE MOAMYHKTaMU 1 - 18 HacTosIero myHKTa, a TaKxke
CJIEIYIOIINE PEKBU3UTHI:

a) KaTeropus TpaKJaH, HUMEIOIIUX TMPABO Ha IMOJYYEHUE JIEKAPCTBEHHBIX IMpEnaparoB B
cooTBeTCTBUU €O cTathei 6.1 denmepanbHoro 3akoHa ot 17 wmrons 1999 r. N 178-®3 "O
roCyJJapCTBEHHOM cOolMaIbHON TomMotu" <9>;

<9> Cobpanue 3akoHonarensctBa Poccuiickoit denepanuu, 1999, N 29, cr. 3699; 2020, N 52, cT.
8577.

0) xox Ho3osorudYeckoi ¢popmbl o MKB;

B) uctoyHuk (uHancupoBanus (1 - denepanpHbli Or0MKeT, 2 - OrOIKeT cyOnekTa Poccuiickoit
®denepann, 3 - MyHUIIMITAIBHBINA OFOJIKET);

r) pazmep omuatsl (1 - 6ecmatHo, 2 - 50%, 3 - unoit %);

J1) CTpaxOBOH HOMEp HHIUBUAYAJILHOIO JIMLEBOIO cueTa IpaxaaHuHa B [leHcMOHHOM QoHze
Poccuiickoit ®enepanuu (npu Hanuuun) (CHUIIC);

e) HOMCD I10JI1MCa 00513aTEJILHOIO MCIHUIUMHCKOI'O CTPaXOBAaHMA.

21. Ilpu mpocTaBieHUH OTMETKH, yKa3zaHHOW B moanyHkre 16 mynkra 20 nHacrosmero [lopsaxa,
peuent B QopMme 3JIEKTPOHHOTO JOKYMEHTa IOANKMCHIBACTCS YCHUJICHHONW KBaTU(UIIMPOBAHHOM
9JICKTPOHHOM TOJIUCHIO TIpeJAcenaress WM CeKpeTaps BpauyeOHONM KOMHCCHHM MEAUITUMHCKON
OpraHM3aly, MpU IPOCTABICHUM OTMETOK, YKa3aHHbIX B noiamyHktax 17 u 18 mynkra 20
HacTtosmero Ilopsnaka, - yCHIEGHHBIMH KBaTHU(UIIMPOBAHHBIMU OJIEKTPOHHBIMH MOIHCIMH
COOTBETCTBYIOIINX MEIUIIMHCKUX PAaOOTHUKOB.

22. Tlo TpeOoBaHMIO NAalMEHTa MM €ro 3aKOHHOTO MpEACTaBUTENS O(GOPMIISETCS SK3EMIUIp
peuenta B ¢opMe JJIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM Hocutene ¢ oTmeTkou "JlyOmmkar
AJIEKTPOHHOIO JOKYMEHTa".

II1. Yyer peunentypHbIX 0JIAHKOB (32 HCKJIOYEHHEM pPelenTyPHbIX
01ankoB no popme N 107/y-HII "CnennajbHbIi penenTypHbIN
0J1aHK"")

23. Vuer penentypHbix OmankoB ¢opm N 107-1/y, N 148-1/y-88 u N 148-1/y-04(x),
M3TOTABIMBAEMBIX THIOTPa(CKUM CIIOCOOOM (J1anee - pelenTypHble OJaHKH, MOANEKAIUE YIETY),
OCYIICCTBIIICTCS B JKypHajaX yd4eTa, NPOHYMEPOBAHHBIX, IPOIIHYPOBAHHBIX M CKPEIICHHBIX
MOJAMUCHI0O  PYKOBOAWTENS M  Me4YaThbl0  MEIWIMHCKOW  OpraHu3allid WIH  TOJAINHUCKHIO
WHIMBUIYAITBHOTO TIPEIIPUHUMATEITSI, UMEIOIIETO JINIICH3UIO Ha MEAWIIMHCKYIO JISATSIIBHOCTD.

24. Kypuain ydera perentypHbix 61ankoB ¢popmbl N 107-1/y comepxut crnemnyromue rpadsor:
1) HoMep o nopsAAKY;
2) B paznene "[Ipuxon":

a) 1aTa perucTpaluu JOKyMEHTa, TTOATBEPKIAIOIIETr0 MOCTYTICHHE,
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0) HOMep U J1aTa JOKyMEHTa, MOATBEPKIA0IIEro NOCTyIIEHNEe, HANMEHOBAaHUE MTOCTABIIHNKA;
B) 00111ee KOJIMYECTBO MOCTYIUBIIUX PEIENTYPHBIX OJIaHKOB;

I‘) (I)aMI/IJII/ISI, HMHHUIKaJIbl UMCHH U OTYCCTBA (HOCHGI[HGG - Ipu HaJII/I‘H/II/I) H 11oANMCh OTBETCTBECHHOI'O
MCIULNHCKOI'O pa6OTHI/IKa, IMOJIYUYHMBHIECTO PELCIITYPHEBIC 0JaHKHU OT IIOCTaBIIMKa,

3) B paznene "Pacxon":
a) JlaTa BbIJA4u PELENTYPHBIX OJaHKOB;
0) KOJIMYECTBO BBIIAHHBIX PELETITYPHBIX OJIAHKOB,

B) (amuius, HMHULMAIBl MMEHM M oOT4yecTBa (MOCIEIHEEe - IpPU HAJIWYUU) OTBETCTBEHHOIO
MEIUIIUHCKOTO PAa0OTHHUKA, MOTYYUBIIETO PEUENTYPHbIC OJaHKH;

I') HOJMCHh OTBETCTBEHHOTO MEMIIMHCKOTO paOOTHHKA, MOIYYHBIIETO PELENTYpPHBIE OaHKHU;

4) bhamuins, THULMAIBI UMEHHU M OTYECTBa (IIOCIEIHEE - IPU HATMYMM) U TOANNUCH OTBETCTBEHHOTO
MEAMIMHCKOT0 pabOTHHUKA, BBIJABIIETO PELENTYPHbIE OJaHKU;

5) OCTaTOK penenTypHBIX OJIaHKOB.

25. Kypnan yyera peuentypHnix OmaHkoB Gopm N 148-1/y-88 u N 148-1/y-04(x) comepxut
cienyromme rpadbr:

1) HoMep o NOpAIKY;

2) B pasznene "[Ipuxon":

a) JjaTa PerucTpaLuy J0KyMEHTa, TOITBEPKAAIOLIET0 MOCTYIIICHUE;

6) HOMep | JlaTa JOKYMEHTa, IIOATBEPKIAIOIIETO MOCTYIUIEHHE, HANMEHOBAHNE TIOCTABIINKA;
B) 00111€€ KOJIMYECTBO MMOCTYMUBIIUX PELENTYPHBIX OJIAHKOB;

I') CEpUU U HOMEpPA PELENTYPHBIX OJIAHKOB;

1) KOJIMYECTBO PELENITYPHBIX OJIAHKOB 110 CEPHSIM;

e) dhaMuius, MHUIMAJIBI UMEHU U OTYeCTBa (TIOCIeIHEeE - IPU HAJTUYMH) U TIOJAMKUCHh OTBETCTBEHHOTO
MEAMIIMHCKOTO PaOOTHHUKA, MOTYYHBIIETO PEIENTYPHbIE OJaHKN OT MOCTABIIUKA;

3) B pa3zaene "Pacxon':

a) J1aTa BbIJJauM PELENITYPHBIX OJIaHKOB;

0) cepun 1 HOMEpa BBIJAHHBIX PELENTYPHBIX OJaHKOB;
B) KOJIMUECTBO BBIJJAHHBIX PELENTYPHBIX OJAaHKOB;

r) ¢aMuiusg, UHUOMATBI MMEHH W oOT4ecTBa (MOClIeAHee - NpPU HAIWYMM) OTBETCTBEHHOTO
MEAMIIMHCKOTO PabOTHHKA, MOTYUYUBIIETO PEHENTypHbIE OJaHKU;

I[) noAIIMCh OTBETCTBCHHOT'O MCIAUIIMHCKOT'O pa6OTHI/IKa, MOJIYUYMBLICTO PCUCIITYPHLBIC 6J'IaHKI/I;

4) hamunus, THULIMAIBI MMEHHU M OTYECTBa (IIOCIeHEe - IPU HATMYMH) U TIOANNUCH OTBETCTBEHHOTO
MEAMIIMHCKOTO pabOTHHKA, BHIJIABIIETO PEIENTYPHbIE OJaHKU;

5) ocTaToK perenTypHbIX OJaHKOB.



26. Yder penenTtoB, OGOPMICHHBIX B (hOpME SJIEKTPOHHOTO TOKYMEHTA, OCYIIECTBIISICTCS B
roCyJJapCTBEHHON MH(pOPMALMOHHOM cHucTeMe B cdepe 3apaBooxpaHeHHs cyObekra Poccuiickoit
@Oenepalliil  MOCPEJCTBOM BEACHHSI E€IUMHOTO pEecTpa pelentoB, oGopmieHHBIX B (opme
9JICKTPOHHBIX JOKYMCHTOB.

IV. Xpanenue peuentypHbIX 0JIAHKOB (32 HCKJIIOYEHUEM
peuentypHbIx 01aHkoB 110 ¢gopme N 107/y-HII "CneunajbHbli
peuenTypHbIi 0J1aHK'")

27. MeauuMHCKHE OpraHu3allyy IOJIy4aloT HEOOXOJIMMBbIe pelenTypHble OlaHku, o(opmiieHHbIE
TUNOrpa)CKUM crocoOoM, uepe3 TeppUTOPHATIEHBIC OpTaHbl YIPaBICHUS 31PaBOOXPAHCHUEM WIIH
OpraHM3aliy, YMNOJHOMOYEHHbIE Ha 93TO OpraHaMHU HCIIOJIHUTEIbHONW BJIACTH CYOBEKTOB
Poccuiickoit @enepanuu.

28. PeuentypHbie OJaHKH, MOJJIEKAIIUE YUETY, XPAHATCS OTBETCTBEHHBIM JIUIIOM, Ha3HAYECHHBIM
PYKOBOJUTENIEM MEAMIIMHCKOW OpraHu3alliy, B 3allMPacMOM MeTajulndeckoM Iukady (ceide) mnm
METaJUIMYECKOM SIIIIUKE.

29. nauBuayanbHBIA MpeANpUHUMATETh, UMEIOIINI JIMIIEH3UI0 HA MEAUIIMHCKYIO JCSTeNbHOCTD,
XPaHUT PEIeNTYPHBIE OJIAHKH, MOISKAIUE YUETY, B 3aITUPAEMOM MeTaITHYeckoM mkady (ceide)
I METAJUIMYECKOM SIIUKE.

30. IIpoBepka coCTOSHMS XpaHEHHs, ydeTa, (AKTUYECKOTO HAIMYUS U Pacxoja pPelenTypHBIX
0JIaHKOB, TOJUICKAIIUX YYETy, OJMH pa3 B KBapTaJl OCYLIECTBISETCS KOMUCCHUEH, CO3JaHHON B
MEAUIIMHCKOW OpraHU3aIiH.

31. Peuentypubie Onanku, odopmisieMble Ha OyMaXHOM HOCHUTENE M TOJIEKAIIUe Yuery,
BBIIAIOTCS  MEAMIIMHCKUM  pabOTHUKaM, MMEIOIMUM TpaBo OGOpMIIEHUS pEelenToB, IO
pacnopsiKEHHIO TJIaBHOTO Bpaya UM €ro 3aMECTUTEIIS.

HOJ’IyquHLIC PEUCIITYPHBIC OJaHKH Ha 6YMa)KHBIX HOCUTCIIAX XPAHATCA MCAWLIUHCKUMHA
pa6OTHI/IKaMI/I B IIOMCIICHHUAX, O6€CH€‘II/IBaIOH_II/IX HUX COXPAaHHOCTh.

32. IIporpaMMHO-TEXHUYECKHE CPEICTBAa T'OCYJIapCTBEHHBIX MH(OPMALMOHHBIX CHUCTEM B cepe
3/paBOOXPAaHEHMs], MEIUIMHCKUX HMH(OOPMAIIMOHHBIX CHCTEM MEIUIMHCKUX  OpraHU3aIui
o0ecrieunBarOT XpaHEHHWE DJIIEKTPOHHBIX pELENTOB, O(QOPMIEHHBIX B (OpME 3IIEKTPOHHBIX
JJOKYMEHTOB B TEUEHHE CPOKOB, YCTAaHOBJEHHBIX JUIsI XpaHEHUs PELeNnToB, OPOPMIICHHBIX Ha
COOTBETCTBYIOIIMX (popMax pelenTypHbIX OJIaHKOB Ha OyMaXHOM Hocuresne <10>.

<10> HoamyHkT 5.2.169 Tlonoxenus o Munucrepcree (CoOpanue 3akoHOIaTeNIbeTBa Poccuiickoi
®enepanun, 2012, N 26, ct. 3526; 2021, N 43, cT. 7258).

Ilpunoscenue N 4
K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoii @edepayuu

om 24 nosops 2021 2. N 1094n
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®OPMA CIEIVAJIBHOTO PEUENTYPHOT'O BJIAHKA N 107/Y-HII

MUHMCTEPCTBO 3OpaBOOXPaHeHUd Kon dopwmer nmo OKYI

Poccumickom demepaumm MemMumMHCKaAS OOKYMEHTAaLMI

dopma N 107/y-HII,

YTBEPXOEHHAA IIPVMKa30M

MyHMCTEPCTBA 3OPAaBOOXPAHEHUS

MTaMI MEeOMLUMHCKOM OpTaHM3aluu Poccurickonm denmepaumu

or 24.11.2021 N 1094=H

PELEINT
Cepusa N
\AJ \AJ 2 O i
(DmaTa BHIOMCKM pelenTa)
(B3pPOCHE, IOeTCKMM — HYXHOE NOOUEPKHYTH)

damMmnima, mMs, OTUECTBO (IIOCJelHee — IPM HaJIU4dUM)
naumreHTa
BospactT

Cepusa M HOMEP MoJiMCa O00S3aTEJIbHOT'O MEIMLUMHCKOTO CTPaxXOBAaHUA

HomMep MeIMUMHCKOM KapTH

damMmunusa, uMsa, OTUECTBO ([IOCJelHee -— MIPUM HaJIUuuM)
Jledyamero Bpada (bernpmmepa, akylLepKu)

[loonmuce M JIMYHAS IIedYaThb Bpada
(nopnmuce Qenpruepa, aKyllepKu)

dammunmusa, UM, OTUEeCTBO (mocyenHee - OpM HaJIU4dUM)
YIIOJIHOMOUEHHOTO JiMila MeIMIIMHCKOM OpTlaHu3alun

M OINMUCH




OTMeTKa aNTEeuHOM opTraHM3auuM OO OTIyCKe

dammnmsa, ¥MMsa, OTUYECTBO (IocjenHee - T[OPM  HaJluMuMM) M [DOIONMCH
PaboTHMKa alTedYHOM OpTaHM3aluu

M.II.
Cpokx nmeMcTBMA peuenta 15 nHen

Ipunoowcenue N 5
K npuxasy Munucmepcmea 30pasooxpaHnenuisl

Poccuiickoii @edepayuu

om 24 nosaops 2021 2. N 1094n

HOPAIOK U3TI'OTOBJIEHUSA, PACIIPEJAEJIEHUAA,
PEI'UCTPAIIUU, YUETA U XPAHEHUS PELIEIITOB,
COAEPKALHINX HASHAYEHUE HAPKOTUYECKHUX

CPEACTB WJIM ICUXOTPOIIHBIX BEHLIECTB

I. IlopsiiOK U3rOTOBJICHUS, PaCHIpele/ICHUS CIIeNUATbHbIX
peuentypHbix 0j1ankoB 1o ¢gopme N 107/y-HII

1. OpraHu3anuo U3roTOBJIEHUS U pacHpeaeieHns pelenTypHbIx OnankoB no ¢gopme N 107/y-HII
"CrneunanbHbI pelenTypHbIi OaHk" (ajnee - crenuanbHbl PELENnTypHBIM 0JIaHK) OCYIIECTBISET
MunucrepcTBO 3apaBooxpanenus Poccuiickoii @eneparun (nanee - MUHUCTEPCTBO).

2. CnenuanbHble peLENTypHble OJaHKU SBISIOTCS 3aAIIMIIEHHOW MONUrpaduueckoil MpoayKIuen
ypoBHs "B", uzrorasinBaemoii Ha 6ymare po3oBoro 1seta pazmepoM 10 cM X 15 cM, JOIKHBI UMETh
CEpUI0 U HOMEp, a TaKkKe COOTBETCTBOBaTh TPEOOBAaHMAM, yYKa3aHHBIM B IpuUKa3ze MHHHCTEpCTBa
¢unancoB Poccuiickoit ®eneparun ot 29 cenrabps 2020 r. N 2171 "OO6 yTBepkaeHUU
TexHnueckux TpeOOBaHUN U YCIOBUN M3TOTOBJIEHUS 3ALIUIIEHHON OT MOJIEI0K NoJurpaduyeckon
npoayKuuu" (3apeructpupoBad MunHHcTepcTBOM toctuiinu Poccuiickoit @eneparun 16 HosOps
2020 r., peructpanuonssiii N 60930).

3. B mensx opraHu3anuu M3rOTOBJICHUS W PAclpeleNieHHs CIEeIHaIbHBIX PElENnTypPHBIX ONaHKOB
MEJIUIIMHCKUE OpraHU3alliK, UMEIOIINE TPABO OCYIIECTBIIATh BbIJauy PELENTOB HA HAPKOTUUECKHE
CpEeACTBA WK NCUXOTponHbIe BemecTa cuucka Il Ilepeuns u 3aperucrpupoBannsie B Poccuiickoit
®denepani B Ka4eCTBE JIEKAPCTBEHHBIX TIPEMApPATOB JUISI MEAMIIMHCKOTO TPUMEHEHHUs (naiee
COOTBETCTBEHHO - MEJIUIIMHCKAsl OpraHu3allvs, HAPKOTUYECKUH (IICUXOTPOIHBIN) JIeKapCTBEHHBIH
mpemnapar), COCTaBJISIFOT 3asiBKH Ha PEIENTypHBIC OJIaHKH.

4. B cpok 10 1 OKTAOps TEKymIero rojaa 3asBKHM MEIUIIMHCKHAX OpTaHHM3aIlliii Ha CIIeIHAIbHBIC
perenTtypHble OJaHKU TPEICTABISIOTCS:
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1) MEOUIMHCKMMHU OpTraHW3alUdsIMH, HaxXOIAIMIUMHCSI B BEACHHH (emeparbHbIX OpPraHOB
WCTIOJTHUTEIILHOM BJIACTH, - B COOTBETCTBYIOIINE (heJiepaibHble OPTaHbl HCIIOTHUTEILHON BIIACTH,

2) MEOUIIMHCKUMHU OpTraHM3alMsIMH, HaxOJAIIMMUCSI B BeACHHH CYOBeKTOB Poccuiickoii
Qdenepauny, MEIWLUHCKUMU  OpraHu3alMsMA  MYHULUIIAIBHOM M YacTHOM  CHUCTEM
3/IpaBOOXpPAHEHUsI - B OpraHbl HCIOJIHUTENIBHOU BiacTu cyObekToB Poccuiickoit ®enepannu B
cdepe OXpaHbl 3I0pPOBbs IPaKJIaH, HA TEPPUTOPUU KOTOPBIX OHHM PACIIONOKEHBbI (Jajiee - OpraHsbl
UCTIOJIHUTENIbHOW BiacTu cyobekToB Poccuiickoit @enepanun).

5. B 3asgBke MC,Z[I/II_II/IHCKOI‘/'I opraHu3allii Ha CHCHHUAJIBHBIC PELCIITYPHBIC 0JaHKH YKa3bIBArOTCA
CIICAYIOIHEC CBCACHUA:

1) cBeneHWss 0 MEQUIIMHCKOM OpraHu3alyy, NOJABUIEW 3asiBKY Ha CHELUAJIbHBIE pELENTypHbIE
6s1aHKH (I10JJHO€ HAMMEHOBAHUE, aIPEC MECTa HAX 0K JICHHS);

2) KOJMYECTBO CIELUUAIbHBIX PELENTYpHbIX OJaHKOB, HW3PAcXOJ0BAaHHBIX MEIUIIMHCKOM
opraHusaunueil Ha | sHBaps IpeIIeCTBYIOLIETO TOAa;

3) KOJIWYECTBO CHEIHAIbHBIX PELENTYpPHBIX OJaHKOB, HEOOXOIUMBIX MEIULMHCKON OpraHu3aluu
Ha CIEIYIOLINMI TOI.

3asgBka MGHHHHHCKOﬁ OpraHu3alliid Ha CICHUAIBHBIC PCHCHTYPHBIC OJaHKH oA CBIBACTCA
PYKOBOAUTCIIEM MeI[I/IIlI/IHCKOfI opranu3anuu, KOTOpI:Iﬁ HECCT NCPCOHAIBHYIO OTBECTCTBCHHOCTH 3a
000CHOBAHHOCTD U AOCTOBCPHOCTh YKa3aHHBIX CBe,Z[eHI/Iﬁ.

6. denepanbHble OPraHbl UCIIOIHUTENBHONW BJIACTH, B BEJICHUU KOTOPBIX HAXOJIATCS MEAUIUHCKHE
OpraHmu3aIuu (naiee - peaepatbHble OPraHbl UCTIOTHUTEILHOM BIIACTH), U OPTaHBI UCTIOTHUTEILHOM
Biactu cyobekToB Poccuiickoit denepanny Ha OCHOBaHUU 3assBOK MEIUIMHCKUX OpraHM3allvil Ha
CIeIHANIbHBIC pelenTypHbIe OJIaHKH (POPMHUPYIOT CBOJHBIC 3asIBKA Ha CIEIUAIBHBIC PElENTYPHBIC
OJlaHKH U B CPOK 710 | 1ekaOps TeKyIIEero roja mpeacTaBistioT uX B MUHUCTEPCTBO.

7. B cBOAHOM 3as8BKE Ha CIICIIUAJIBHBIC PCUCIITYPHBIC OlaHKH YKa3bIBAIOTCA CIACAYIOINE CBEACHUA:

1) cBenenust o eneparbHOM OpraHe MCHOJHUTEIHLHON BIACTH (OpraHe HCIOJHUTEIBHOW BIACTH
cyorekta Poccuiickoit ®egeparuu), TpeNCTaBUBIIEM CBOAHYIO 3asgBKy Ha CIIeUaIbHBIC
peuentypHbie O1aHKK (TIOJTHOE HAMMEHOBAHUE, aIPeC MECTa HaXOXKICHHUS);

2) KOJHMYECTBO CHEIHAIbHBIX PELENTypHBIX OJaHKOB, paclpeAeNeHHBIX (enepalbHbIM OpraHOM
WCIIOJTHUTEJIbHON BJIACTH (OpraHOM MCTIOJHUTEIBHOM BiacTu cyOnbekTa Poccuiickoit deneparun) Ha
1 stHBaps MpeIEecTBYIOLIEro rojia MeXAy MEIUIIMHCKUMU OpraHu3alusiMu;

3) KOJMYECTBO CHELUANbHBIX PELENTYpHBIX OJaHKOB, HEOOXOOUMBIX (eAepaJbHOMY OpraHy
VCIIOJTHUTENIbHOM BJIacTH (OpraHy MCHOJHUTENIBbHOM BiacTu cyobekTa Poccuiickoit denepanun) Ha
CJIEYIOIIMN IO/ IS paclpeieIeHHs] MEXKAY MEAULIMHCKUMH OpraHu3alusIMu;

4) cBeneHuss O TOJBEAOMCTBEHHOW OpraHu3allud, YIOJHOMOYEHHOU (eaepaabHbIM OpraHOM
UCTIOJIHUTENILHOW BJAacTH (OpraHOM MCIOJHMUTENbHOM BnacTu cyObekra Poccuiickoit deneparium)
OCYUIECTBIISITh MOJIy4EHHE CIIEHUATbHBIX PEUENTYpPHBIX 0JIaHKOB OT MUHUCTEPCTBA, UX XpaHEHHUE U
BbIJJa4y MEIUIMHCKMM OpraHu3alusM (IIOJIHO€ HaMMEHOBAaHME, aJpec MeECTa HaXOXKICHMS,
WHH/KIIIT, OKTMO opranuszanuu, pakTHYeCKH apec TOCTaBKH).

8. Ha ocHOBaHMM TOJY4YEHHBIX CBOJHBIX 3afBOK Ha CIEHUAIbHBIE PELENTypHble OJIaHKU
MUHHCTEPCTBO €KEroIHO B CPOK /10 15 sHBaps ciemyromiero roxa GopMupyeT U yTBEp:KIaeT IilaH
pacrpefieieHusi CIEeHUANbHBIX PEUENTYpHBIX OJIaHKOB, B KOTOPOM OTpa)kaeTcsl ToA0Bas
notpedHocTh Poccuiickoit denepanyu B cHelMaiIbHBIX PELENTYpHBIX ONaHKax (Janee - IJIaH



pacnpeneneHus MUHUCTEPCTBA).
9. B mnane pacnpeznenenuss MUHHCTEPCTBA YKa3bIBAIOTCS CIEAYIOUINE CBEICHUS:
1) nopsAKOBBIM HOMED 3aINCH;

2) HamMeHOBaHWE (eIepPATBHOTO OpraHa WCIOJIHUTEIBLHOW BIAcTH (OpraHa WCIOTHUTEILHOM
BiacTu cyobekra Poccuiickori Denepanun), MpeJACTaBUBIICIO CBOTHYIO 3asBKY Ha CIICI[UAIbHBIC
perentypHbie OJIaHKH;

3) HeO0OXOAMMOE KOJIMYECTBO CHEIUAIBHBIX PELENTYPHBIX OJIaHKOB.

10. HampaBiieHue crenuajibHbIX PELENTypHbIX OJaHKOB (eiepaabHbIM OpraHaM HCIIOJIHUTEIbHON
BJIACTH, OpraHaM HCHOJHHUTEIbHON BiacTu cyOobekToB Poccuiickoit denepanuu OCyIIeCTBISETCS
MHUHHCTEPCTBOM B KOJIMYECTBE, IIPELYCMOTPEHHOM IIJIAHOM paclpesienenns MuHucTepeTBa.

11. MuHHCTEpCTBOM JOMOJHUTEILHO K KOJMYECTBY CHEIHUATIBHBIX PEHENTYPHBIX OJIAHKOB,
MPeyCMOTPEHHOMY IUIAaHOM pachpeneneHus MuHucrtepcTBa, (GopMHupyeTcs pe3epBHBIN 3amac
CICIHAIIBHBIX PEIENTYPHBIX OJIAHKOB B KoyimdecTBe, HE mpeBbimatomeM 150 000 cnenmuaibHbIX
pELenTypHBIX OJaHKOB.

12. B ciyuae yBenn4eHHs NOTPEOHOCTH B CIELUANBHBIX PELENTYpHBIX OjaHKaxX ¢enepaabHble
OpraHbl HWCIOJHHUTEIBHOW BIAcTH (OpraHbl HCIONHHUTEIBHOH BIIACTH CyOBEKTOB Poccuiickoi
®denepanuu) HanpaBIslOT B MHUHHUCTEPCTBO CBOJAHBIE 3asBKM Ha JONOJIHUTENBHOE KOJIMYECTBO
CHEHATBHBIX PEIENTYPHBIX OJIAHKOB (C 000CHOBAHHEM YBEIMYEHUS MOTPEOHOCTH B CHEIMATBHBIX
peLenTypHbIX OJaHKax), KOTOpble NPEAOCTABIAIOTCS MHHHMCTEPCTBOM M3 PE3EPBHOrO 3amaca
CIEIHAJIbHBIX PELIENITYPHBIX OJIAHKOB.

13. ®enepanbHble OpraHbl UCTIOTHUTENHLHOM BIAacTU (OpraHbl UCHOJHUTENBHON BIacTU CyObEKTOB
Poccuiickoit deneparumn) pacnpeaensioT MOJyYeHHbIEC CIeIUaIbHbIE PElENTypHbIe OJIAaHKU MEXITY
MEAWIIMHCKUMH OpTaHHU3allMsIMH Ha OCHOBAaHMM IUIAHOB pachpeieneHus, cHopMHpPOBaHHBIX B
COOTBETCTBHUHU C 3asiBKaMH MCIUIIMHCKHUX opraHmauHﬁ Ha CIICHUaJIbHBIC PCUCIITYPHBIC OJIaHKH.

I1. ITopsiaok perucTpanyu, y4era i XpaHeHHUs ClEUATbHBIX
peuentypHbIx 01aHkoB 1o ¢popme N 107/y-HII

14. MuHucrepcTBo, HHbIE (QenepalibHble OpraHbl HCIOJHUTENIBHOM BIACTH U OpraHbl
UCTIOJIHUTENIbHON BiacTu cyOBbekToB Poccuiickoit denepanyy opraHu3yroT XpaHeHHE CelUalbHbIX
peuenTypHbIX OJIAaHKOB B IOJIBEIOMCTBEHHBIX OpPraHM3AlMIX, YIOJHOMOYEHHBIX OCYILECTBISATh
NOJyYeHHUE CIEHHUATbHBIX PELENTYpHbIX OJaHKOB OT MUHHCTEPCTBA, UX XpaHEHHWE U BBLAAUY
MEAMIMHCKUM OpraHu3alusaM (J1ajee - yIoIHOMOUYEHHAs: OpraHu3alius).

15. B ynoinHOMOYEHHOUW OpraHu3aii U MEIUIIMHCKOW OpraHU3aliH, MOTYYUBIICH ClelHaIbHbIe
perenTypHble OJJAHKH, OPTAaHU3YETCS PETUCTPAIHS, YIeT U XpaHEHUE CHEIHATBHBIX PEIeNTYPHBIX
OJIAHKOB.

Peructparus, ydeT W XpaHEHHE PE3EPBHOIO 3amaca CHEIUAIbHBIX PEIHeNTypPHBIX OJIaHKOB
MunncTepcTBa OCYyIIECTBISETCS (eAepaIbHBIM TOCYJApPCTBEHHBIM OIOJKETHBIM YUPEKICHUEM,
HAaXOASAIMMCS B BeleHUH MUHUCTEpCTBa (/almee COOTBETCTBEHHO - PE3EpBHBIN  3arac,
MOIBEIOMCTBEHHOE YUPEIKICHHUE).

16. PaGoTHMK, Ha3HAYEHHbIM NPUKA30M PYKOBOJUTENS YIOJIHOMOYEHHOW OpraHu3alnuu
(YMOTHOMOYEHHOW  OpraHu3allid, I[OJABEJIOMCTBEHHOIO  YUYPEXKICHHsS]) OTBETCTBEHHBIM 32



PETUCTpalNI0, XPAaHEHHE M YYeT CHElHabHBIX PELEeNTypHbIX OJaHKOB (Jajee - OTBETCTBEHHBIN
pabOTHUK), HA OCHOBAaHWU JIOBEPEHHOCTH, OMOPMIICHHOW B TMOPSJKE, YCTAaHOBICHHOM
3aKOHOJIaTeabLCTBOM Poccuiickoit ®Dexepanuu (C HOAMUCHIO PYKOBOAMTENS YIIOIHOMOYEHHOM
opraHu3anuu (yrnoJHOMOYEHHOM OpraHu3aliy, IOJBEIOMCTBEHHOTO YUYPEKJEHHUS), TJIAaBHOTO
OyxranTepa, 3aBEpEHHBIX KPYIJIOW Ie4aThbio), MOJy4aeT clelualbHble pelenTypHble ONaHKU U
OCYIICCTBIISICT BEACHHE JKypHAla PETUCTPAMH U ydYeTa CHCIHATbHBIX PELENTYypPHBIX OJIAHKOB, K
KoTopoMy Tmpuobmaer (Horo- u (WIM) BHAEOMATEepUabl, MOATBEpKIarImue ¢Gakt odopMiIecHUs
peLenTypHbIX OJaHKOB Ha AOMY (IIpU HAJTMYHH).

17. XypHan perucrpauud W ydeTa CIEHUANBHBIX pPELENTYPHBIX OJaHKOB JOJDKEH OBITh
IIPOHYMEPOBaH, MPOIIHYPOBAaH, UMETh Ha IOCJIECIHEN CTPAHULE 3aIUCh, COACPIKALLYI0 KOJIUYECTBO
CTpaHHUL, IOJIHOE HAaMMEHOBAaHUE YIOJHOMOYEHHOH oOpraHu3aluu (MEIULIUHCKON OpraHu3alui,
HOJBEJIOMCTBEHHOIO YUPEXJCHHs), a TaKXKe CKpEIUIeH IOJMHMChI0 PYKOBOAUTENS U I€YaThIO
YIOJHOMOYEHHOHN OpraHu3anuu (MeIUIUHCKON OpraHu3alyi, I0BEJOMCTBEHHOTO YUPEKACHUS).

KypHan peructpauud © yueTa CHEHUAIBHBIX PELENTYpHBIX OJaHKOB pPE3EpBHOIO 3amaca
MuHnucTepcTBa CKPEIUISIETCS TAK)KE MOAMUCHIO JUPEKTOpa (B ClIydyae €ro OTCYTCTBUS - 3aMECTUTENS
nupekTopa) JlemapraMeHTa peryiupoBaHUS OOpalleHUs JICKAPCTBEHHBIX CPEICTB M MEAUIIMHCKUX
n3aenuii MuHHCTEPCTBA U Me4aTbi0 MUHUCTEpPCTBA.

18. B ikypHane perucrpandd M YyuyeTa CIEUUATbHBIX PELUENTYPHBIX OJAHKOB YKa3bIBAIOTCS
CIEAYIOLINE CBEACHUS:

1) nopsIKOBBIM HOMED 3aIUCH;

2) Npux0/1 CHEHUAIbHBIX PELIENITYPHBIX OJIaHKOB:

a) PEeKBU3UTHI U 1aTa PErUCTPaLUU IPUXOJAHOTO JOKYMEHTA;

0) o0111ee KOJTMYECTBO NOCTYIUBUIMX CIIELUATBHBIX PELENTYPHBIX OJIaHKOB,;

B) Cepusi U HOMEp CIELUaIbHOrO PEHEeNTyPHOro OJIaHKa;

I') KOJIMYECTBO CIELHAIbHBIX PEHENTYPHBIX OJAHKOB MO KaXKIOW CEpUU;

1) hamuiusi, UM, OTYECTBO (TIOCIIEHEE - TPH HATUYHMH) U MTOANUCH OTBETCTBEHHOTI'O pabOTHHKA,
3) pacxoJl crienuaNbHbIX PEeLEeNTypHBIX OJaHKOB:

a) JlaTa BbIJauM CHIEIUAIBHBIX PELENTYPHBIX OJIaHKOB;

0) cepun 1 HOMEpa BbIJAHHBIX CHEIMAIBHBIX PELENTYPHBIX OJAHKOB;

B) KOJIMYCCTBO BBIJAHHBIX CICHUAJIBHBIX PEHCITYPHBIX OJIaHKOB C YKa3aHueM B CKoOKax
KOJIMYCCTBA CIICHUAJIBHBIX PECUHCIITYPHBIX 6J'IaHKOB, BBIJJAHHBIX IJIA O(i)OpMJ'IeHI/IS[ Ha 10MY,;

r) ¢damMuius, uMs, OT4ECTBO (IOCIIeHEe - MpU HAJIWYMHM) U TOANKCH JIMIA, MOJIYYUBIIETO
CrelHantbHbIe peleNTypHbIe OJIaHKHU;

1) KOJIMYECTBO CIEIUATIbHBIX PEHENTYPHBIX OJIaHKOB, 0(hOPMIICHHBIX HA JIOMY;

e) ¢damuius, uUMs, OTYECTBO (IMOCJIEJHEE - MPH HAJIMYUU) U MOANUCH JUIA, OPOPMUBIIETO
CrelMaibHble pellenTypHbIe OJIaHKU Ha JIOMY;

4) pamumnus, uMsi, 0OTYECTBO (MTOCIEAHEE - IPU HATMYUH) U MTOANKUCH OTBETCTBEHHOT'O pa0OTHHKA,

5) ocTaToK CcrielUaIbHBIX peUEenTYPHBIX OJaHKOB.



19. CnenmanbHbIi pENENTYpHBIH OJIaHK SBISETCS JOKYMEHTOM CTPOTOM OTYETHOCTH. 3amac
CIICHHUAJIBHBIX PCUCITYPHBIX 6HaHKOB B Me,Z[PIIlI/IHCKOfl opranu3aiv JOJDKCH XPAaHUTLCSA B
CHEIMANIbHBIX TMOMENIeHMsIX, celdax WM B CHEUHMATbHO M3TOTOBJICHHBIX IKadax, OOUTHIX
OIMHKOBAHHBIM KCJIC30M, C HAAC)KHBIM BHYTPCHHHUM HJIM HABCCHBIM 3aMKOM.

[Tomemienusi, ceri¢pl, mKadpl, B KOTOPHIX XPAHATCS CIEHUANbHbIC PElENTYpPHbIC OJaHKH, JOJKHBI
ObITh 3aKpHITHI HA 3aMKM U IIOCJIE€ OKOHYAaHHs DPAa0OOThHl ONeyaTaHbl I€YaThIO YIOJIHOMOYEHHOU
opranuzanuy (MeIUIMHCKON OpraHU3aliy) WiIH OTNIOMOUPOBAHBEI.

20. B MeQUUIMHCKUX OpraHU3alysIX 3arnac CHEHUaIbHBIX PELENTYPHBIX OJaHKOB HE JOJDKCH
IPEBBIIIATH FOJJOBOI MOTPEOHOCTH.

21. Paspemaercst BbIaBaTh MEIUIIMHCKOMY pPAaOOTHUKY, HWMEIOIIEMY NpaBO Ha3Ha4aTh
HapKOTHUYECKUE (IICUXOTPOIHbIE) JIEKAPCTBEHHbIE IIpenapaThl, €AMHOBPEMEHHO He OoJsiee ABalaTu
CHEHATbHBIX PEUENTYPHBIX OJaHKOB.

MenunuHcke paOOTHUKHM, BBIIKMCHIBAIOIIME PELENThl Ha HApKOTUYECKHE (IICUXOTPOIHBIE)
JIEKApCTBEHHBIC IIPENaparbl, HA OCHOBAaHWU IIPHKAa3a PYKOBOAMTEN MEIULMHCKOW OpraHu3aluu
HECYT JIMYHYIO OTBETCTBEHHOCTb 3@ COXPAHHOCTb IIOJIYYEHHBIX CICLUAIbHBIX PELENTYPHBIX
6mankoB. CrienManbHbIe pelenTypHble OJIaHKH, TTOyYeHHbIE MEIUIIMHCKUM PaOOTHHKOM, XPaHSTCS
10J] 3aMKOM B cei(pax, MeTaJuInyecKux IKadax Ui MeTaUIMYECKUX SAIIHUKAX.

22. B MeIMUMHCKON OpraHu3alyy CO3JA€TCs MOCTOSHHO JEHCTBYIOIIAs KOMMCCHs, KOTOpass He
pexe 1 pasa kBaprain (IO pELICHUIO PYKOBOJAUTENSI MEAULIMHCKON OpraHU3aly BO3MOKHO 4Yallle)
OCYILECTBIISICT IPOBEPKY COCTOSIHUS PETUCTPALlMK U y4yeTa ClIeUalbHbIX PELENTYyPHbIX OJIaHKOB, B
TOM YHCJIE IYTEM CBEPKU 3alMCEd JKypHaja PEerucTpaluyd U yuyeTa CHELHaIbHBIX PELENTYpPHbIX
0J1aHKOB, ¢ (aKTMYECKUM HAJIMYMEM CHELMalIbHBIX PELENTYPHBbIX OJAHKOB, a TaKXe IPOBEPKY
COCTOSIHUSI XpaHEHMsI CTIEUAIbHBIX PELENTYPHBIX OJIaHKOB.

IIo pe3yjibTaTaM IMPOBEPKU B KYPHAJIC PCTUCTPALUU U YUCTA CIICHUAJIbHBIX PCUCITYPHBIX OJ1aHKOB
ACIAaCTCA 3aIllMCb O PE3yJibTaTaxX IMMPOBCACHHA CBCPKHU MAHHBIX, 3aKPCIUICHHAsA MNOAMNUCAMH BCCX
YJICHOB KOMUCCHUH, UJTIN CO30aCTCA CIIELMAJIbHBIN aKT IIPpOBEPKHU.

23. denepanbHble OPraHbl UCIIOJHUTEIBHON BIACTU U OpraHbl HCIOJHUTENBHOM BIACTH CyOBEKTOB
Poccniickoit denepanuu OCYLIECTBISAIOT KOHTPOJIb 3a OpraHM3alMeld pPETUCTpalud, ydeTa |
XpaHeHMs CHENMaJbHBIX PELENTYpPHbIX OJAaHKOB B  YINOJHOMOYEHHBIX OpraHu3alMsix M
MCIUIMHCKUX OpTraHHu3aluiIXx.

24. Belmaua cHenuagbHBIX PELENTYpHBIX OJIAHKOB M3 pe3epBHOro 3amaca MuUHHCTEpCTBa
(denepanbHBIM OpraHaM HCIIOJIHUTENbHOM BJIACTH W OpraHaM MCIIOJIHUTENbHON BJIACTH CyOBEKTOB
Poccuiickoit ®Denepanui OCYIIECTBISIETCS OTBETCTBEHHBIM PAaOOTHUKOM TOJBEIOMCTBEHHOIO
YUpEXKJIEHUST HAa OCHOBAaHUHU pelIeHHs OO0 OTHYyCKe CHENUAIbHBIX PELUENnTypHBIX OJaHKOB,
oopMIEHHOTO B BHUJAE MHCbMa, IOANUCAHHOTO JUPEKTOpPOM (B ciy4yae €ro OTCYTCTBHUA -
3aMecTUTeNeM JupekTopa) JlemapTraMeHTa peryiaupoBaHUsl 0OpalleHUs JIEKAPCTBEHHBIX CPEJICTB U
MEAMIMHCKUX M31enuii MuHucTepcTBa.

ITpoBepka AeATENBPHOCTH IOJBEJOMCTBEHHOIO YUPEXACHUS IO PETUCTPALMM, YUETY U XPaHEHHUIO
pE3EpBHOIO 3amaca ocylecTBiseTcs JlenapTaMeHTOM peryJnpoBaHus 0OpalleHus JIEKapCTBEHHBIX
CPEICTB U MEIMLMHCKUX u3lenuii MunucrepctBa 2 pa3a B rox He mosjaHee 20 uucna mecsia,
CJIEAYIOUIETO 33 UCTEKIIUM IOIyTOIUEM.

IIpunoswcenue N 6



K npuxa3y Munucmepcmea 30pagooxpanerus
Poccuiickoti @edepayuu

om 24 noaops 2021 2. N 1094n

IHPABUJIA O®OPMJIEHUSA PELIEIITOB,
COAEP/KALINX HASBHAYEHUE HAPKOTUYECKHUX
CPEACTB WM IICUXOTPOIIHbBIX BEIIIECTB, B TOM
YUCJIE B ®OPME 2JIEKTPOHHBIX TOKYMEHTOB

I. Ogpopmiienune penenta Ha OyMa)KHOM HOCHTEJIE

1. Ha penentypubix 6nankax ¢gopmsl N 107/y-HII B n1eBoM BepXxHeM yriy MpPOCTaBISETCS IITAMII
MEAMIMHCKONW OpraHM3alliM ¢ YKa3aHHEM €€ IIOJHOTO0 HauMEHOBaHMsI, ajpeca U TenedoHa ¢ JaTou
BBIMKCKY (J1aTOM 0OpMIICHHUS) peLeTiTa Ha IEKapCTBEHHBIN Mpernapar.

Peuentypusie 6manku ¢opmbel N 107/y-HIT m3roraBnuBaroTcs HCKIIOUYUTEIHHO THIOTPA(CKUM
CIOCOO0OM.

2. Ha peuentypusix OnaHkax, odGOpMISEMbIX WHIUBUAYAIbHBIMU MPEIIPUHUMATEISIMH,
UMEIOIUMH JIUIICH3UI0 Ha MEIUIIMHCKYIO JESITEIHHOCTh, B BEPXHEM JICBOM YTy TUIOTPaPCKUM
CIocoOOM WIIM IyTEM IMPOCTaBICHHS IITaMmIma JODKEH OBbITh yKa3aH aJpec WHIUBUAYaIbHOTO
NpeANpPUHUMATEII, HOMEP M JlaTa JHUIEH3UH, HaUMEHOBAaHHE OpraHa rocyJIapCTBEHHOW BIIACTH,
BBIJABUIETO JIMIIEH3HUIO.

3. Peuentypnsle 01anku popmel N 107/y-HIT 3anonHsroTcss MeAUIMHCKUM paOOTHUKOM YEpHUIAMU
WJIU IIAPUKOBOU PYUYKOM.

4. lonmyckaetcst oopMIIeHHE BCeX PEKBU3UTOB (3a MCKIOYeHHeM pekBusuta "lloamuck nedaiero
Bpaua (moanuch Qenpamniepa, akyumepku)") peuenTypHbix OmankoB ¢opmel N 107/y-HIT c
MCII0JIb30BaHUEM TI€YATAIOLINX YCTPOMUCTB.

5. B penentypHom Gmnanke popmel N 107/y-HIT B ctpokax "®amuiusi, uMs, 0TYECTBO (TIOCIIEAHEE -
npu Hanuuuu) nanueHta" u "Bospact" yka3plBarOTCS MOJIHOCTbIO (amMuiusi, WMs, OTYECTBO
(mocnenHee - NpU HAJIMYKN) MALUEHTa, €r0 BO3PACT (KOJIUYECTBO MOJIHBIX JIET).

HOHYCTHMO YKa3aHWe AaThbl POXKACHUA MAlUCHTA.
6. B peuentyprom 6nanke popmer N 107/y-HIT:

1) B ctpoke "Cepust 1 HOMep MojiHca 00s3aTEILHOI0 MEIUIIMHCKOTO CTPaXxOBaHMs'" yKas3bIBaeTCs
HOMeEp ToJuca 00513aTeIbHOr0 MEAUIIMHCKOTO CTPaXOBaHUSI MallMeHTa (MIPH HAJUYUHN);

2) B crpoke "Homep MeauIMHCKONW KapThl" yKa3blBa€TCsi HOMEP MEIUIMHCKOM KapThl NMalMEHTa,
MOJTyYaIOLIero MEIUIMHCKYI0 MMOMOILIb B aMOyJIaTOPHBIX YCIOBUSX, WIH HCTOpUU OO0JIE3HU
NAIMEHTA, BBIIMCHIBAEMOT0 U3 MEIULIMHCKON OpraHnu3alnu;

3) B cTpoke "®daMunus, UM, OTYECTBO (TIOCIEAHEE - IPU HAJIMYUM) JIedalero Bpaya (¢enpamepa,
aKyIepKn)" yKa3bpIBaeTCs MOJTHOCTHIO (haMUJIUsI, UMsI, OTYECTBO (TIOCTIeIHEE - TIPU HAJIMYWHN) Bpada



(penpamepa, aKymiepku), BBIMHCABIIETO PEIENT HAa  HAPKOTHYECKUM  (TMICHXOTPOITHBI)
JIEKapCTBEHHBIN IIpenapar.

7. B rpade "Rp" peuentyproro 6:1anka ¢popmer N 107/y-HII yka3eiBaercs:

1) HauMeHOBaHKE JICKAPCTBEHHOT0 Mpemnapara (MeKIyHapoAHOE HEMATEeHTOBAHHOE HAMMEHOBAHUE,
TpynImmupoBOYHOC WM XUMHUUYCCKOC HAMMCHOBAHUEC, TOPIrOBOC HaI/IMeHOBaHI/Ie) Ha JJaTUHCKOM S3BbIKC
WIK Ha PYCCKOM si3bIKe, ()OpMa BBINMYCKa, JIO3UPOBKA, KOJMYECTBO (YKa3bIBACTCS MPOIUCHIO Ha
penentypaom 6manke hopmel N 107/y-HIT);

2) cnocod TpUMEHEHHs JIEKApCTBEHHOTO TMpernapara Ha TOCyJAapCTBEHHOM si3bike Poccuiickoii
denepau UM Ha TOCYJApCTBEHHOM s3bike Poccuiickoit denepaiiuu U rocyJapcCTBEHHOM SA3bIKE
pecnyOJIMK M UHBIX sI3bIKax HapojoB Poccuiickoi ®enepanun <1>.

<1> Yactp 1| crareu 15 3akona Poccuiickoit @enepauun ot 25 oktsaops 1991 r. N 1807-1 "O
s3bIKax HaponoB Poccuiickoit ®enepamuun” (manee - 3akon N 1807-1). (BemomocTtu chesna
HapoaHbix enyTatoB PCOCP u Bepxosnoro Cosera PCOCP, 1991, N 50, ct. 1740).

8. Ilpu odopMiICHHH PEIENTYPHBIX OJAHKOB 3ampeniacTcss OrpaHUIMBATHCS OOIIMMHU yKa3aHUSIMHU,
Harpumep, "Bayrtpennee", "U3BecTHO".

9. Ilpu odopmnenun manueHty peuentypHoro o6manka ¢gopmbel N 107/y-HII na napkoTuueckwuii
(ICUXOTPOIHBIN) JIEKAPCTBEHHBIA MpernapaT B paMKax OKa3aHUs MEIUIIMHCKON IMOMOINM MpH
orpezeieHHOM 3a00JIeBaHUN TaKOM pelenT 3aBepsieTcs:

1) moanuceIo M IMYHOW NeYaThio Bpaya JU00 MOANUCKIO (ebalepa (aKymepKn);

2) mevarbl0 MEIUIMHCKOM OpraHu3aluu, Ju00 CTPYKTYpHOTO MOApPa3/eiIeHHUs] METUIIMHCKOM
opranuszanuu "J{nsa penentos”, KOTOpast IPOCTABIISIETCA JINLIOM, YIIOJTHOMOUYEHHBIM PYKOBOJUTEIEM
MEAMIIMHCKONW OpraHM3allMM ¢ yKa3aHhueM (paMuIMu, UMEHHU, OTYeCTBa (TIOCIIEHEE - IPU HAIUYUH)
U IIPOCTABIICHUEM €T'0 JINYHOM IOIHUCH.

B cayudasx HeobGxoaumocTH OQOpMIIEHHS pelenTa Ha HapKOTHMYECKUN (TICUXOTPOIHBIN)
JIeKapCTBEHHbIM MpernapaT Ha JOMYy B paMKaX OKa3aHUs MaJJIMaTUBHOM MEIUIUHCKON MOMOIIH
JIOTIYCKaeTCsl TpeABapUTEIbHOE 3aBEPEHHME peLenTa MTaMIOM MEIULIUHCKON OpraHu3aluy,
neyaTbl0 MEIUIMHCKOM opraHM3aludyd JMOO CTPYKTYPHOTO IOJpa3/eieHUus MeIUIMHCKON
opranuzaruu "Iy penentoB", KOTopasi MPOCTABISAETCS JIUIIOM, YIIOJIHOMOYEHHBIM PYKOBOIUTEIEM
MEMIUHCKON OpraHu3aluy, ¢ yKazaHueM (haMuiuu, UMeHH, OTYeCTBa (MOCeIHee - IPU HATTMYUH)
U MIPOCTaBJICHUEM €ro JMYHOU noanucu. [lpu sTom B xKypHase perucTpaiiy U yuera pelenTypHbIX
OmaHKOB B cOOTBeTCTBUM C [lopsakoM perucrpanuu, ydera M XpaHEHHs CIEeHaIbHBIX
pelenTypHbIX OJaHKOB Ha HAPKOTHUYECKUE CPEJICTBA MIIM IICUXOTPOITHBIE BEILIECTBA, YTBEPKIAEHHBIM
HACTOSIIIUM TIPUKA30M, JEJaeTcs OTMETKa O ero Bbliaue i opopMieHHs Ha JIOMYy, a TaKxke
OTMETKa, YJIOCTOBEPEHHAs MOJIMUCKIO0 Bpaya J1u00 Qenpamepa (akymepku), 0pOpMUBLIETO PELENT,
o daxrte ero opopmiieHHUs, KOTOPBIA MOXET OBITh JOMOJHUTEIHHO MOATBEPKIEH (HOoTo- U (WIN)
BUJIEOMaTepHaiaMu.

B crpoke "OtmeTka anTeyHOW oOpraHuzanud 00 OTIyCKe" CTaBUTCA OTMETKa anTeYyHOM
OpraHu3ali 00 OTIYCKE HAPKOTHYECKOTO (TICHXOTPOMHOI0) JEKapCTBEHHOTO Tmpemapara (¢
yKa3aHWEM HAaWMEHOBAHMS, KOJWUYECTBA OTMYIIEHHOTO HAPKOTUYECKOro (TICHXOTPOITHOTO)
JIEKapCTBEHHOTO TMpernapata W JaThl €ro OTIYyCKa), KOTOpasl 3aBepsieTcsl MOMANUCHI0 paOOTHHKA


https://normativ.kontur.ru/document?moduleid=1&documentid=12411#l599

anTeYHOW OpraHu3alid, OTHYCTHBIIETO HAPKOTUYECKHH (TICHXOTPOMHBIA) JIEKAPCTBEHHBIM
npernapar (¢ ykazaHuem ero (aMuiIny, UMEHH, OTYecTBa (TIOCICIHEE - MPU HAIWYUHU), a TAKKe
KpYTJIOW MeYaThio alTeYHONW OpraHu3allli, B OTTUCKE KOTOPOH JOJDKHO OBITh MIACHTH(PHUIMPOBAHO
MOJIHOE€ HAMMEHOBAHKE ANTEYHON OpraHU3aluH.

10. Ha ogaoMm penientypHom Onanke ¢opmbl N 107/y-HII pa3pemaeTcst OCyliecTBIATh HA3HAYCHHE
TOJIBKO OJIHOTO HAMMEHOBAHHUs JIEKAPCTBEHHOI'O MpernapaTa.

11. McipaBienust B perienTe He JOMYCKAIOTCA.

I1. Ogopmiienue penenta B popmMe 3JIEKTPOHHOI0 IOKYMEHTA

12. Penent B popMe JIEKTPOHHOTO JOKYMEHTA, MOAMUCAHHOTO YCHUJICHHOW KBaTU(UIIUPOBAHHOMN
AJIEKTPOHHOHN MOANHUCKHI0, POPMHUPYETCS] METUIIMHCKUM PAOOTHUKOM, CBEACHHUS O KOTOPOM BHECEHBI
B (enepanbHbIi PErUCTp MEAMIMHCKUX PAOOTHHUKOB <2>, a TakKe MPU YCIOBUHM PETUCTPAINU
MEJWIIMHCKOW OpraHW3alui, B KOTOpPOW odopMIsieTcss perent, B (QeaepalibHOM peecTpe
MEAMIMHCKUX OpraHu3anuii <3> eAuHON ToCyJapCTBEHHON MH(OPMAIIMOHHOW CHUCTEMBI B cdepe
3paBOOXPAaHEHUS] M TOAKIIOYCHUS TaKOW MEIMIIMHCKOM OpraHu3alii K TOCyIapCTBEHHOU
nH(pOPMaILIMOHHOH cucTeMe B cdepe 3apaBooxpaHeHus cyobekra Poccuiickoit denepannu <4>.

<2> Yacte 4 crarbu 91.1 denepanpHoro 3akona N 323-®3 (CobpaHue 3aKOHOIATEIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<3> Yacte 4 cratbu 91.1 denepanpHoro 3akona N 323-®3 (CobpaHue 3aKOHOJATENIHCTBA
Poccuiickoit deneparuu, 2011, N 48, ct. 6724; 2020, N 29, ct1. 4516).

<4> Crarpu 91 n 91.1 ®enepansHoro 3akoHa N 323-03 (Cobpanue 3akoHOIaTeIbCTBA Poccuiickoit
Oenepanun, 2011, N 48, c1. 6724).

13. [lo TpeGoBaHMIO MallMEHTa WM €ro 3aKOHHOTO MpEACTaBUTENs O(GOPMIISETCS SK3EMIUIIp
peuenta B ¢opMe JJIEKTPOHHOTO TOKyMEHTa Ha OyMa)kHOM Hocutene ¢ oTmeTkou "JlyOmmkar
AJIEKTPOHHOIO JOKYMEHTa".
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