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IHocranosiaenne Ipasurenscrea P® ot 29.08.2020 N 1310 — O6 yrBepxkaennu
IIpaBua ¢gopMupoBaHus NepevHsi JIeKAPCTBEHHBIX NPeNapaToB, He
BKJIIOYEHHBIX B NlepevYeHb }KU3HEHHO He00X0IMMbIX U BaKHeH ImnX

JIEKAPCTBEHHBIX MPENapaToB, B OTHOIIEHNH KOTOPBIX YCTAHABJINBAKOTCS
npeaejibHble OTIYCKHbIE LIEHbI MPOU3BOAMTEJIel, Npeae/bHbIe pa3Mepbl
ONTOBBIX HAI0ABOK M Npe/ieJibHbIe pa3Mepbl PO3HUYHBIX HAI0ABOK K
(hakTHYECKMM OTHYCKHBIM LleHAM NpousBoauTese — leiicTyronias neppas
penakuus — Havaso geiicrBus nokymenra 15.09.2020

B coorBerctBuM ¢ wyacteio 2 crateu 60 ®enepanbHoro 3akoHa "OO6 oOpamieHun
nexapcTBeHHbIX cpencTB" IlpaBurensctBo PO nocranosmuser:

YTBepauTh npunaraemsele [IpaBuna popmupoBaHus nepeyHs JE€KapCTBEHHBIX MPENapaToB, HE
BKJIFOUEHHBIX B MEPEUYEeHb KU3HEHHO HEOOXOJMMBIX M BaXKHEUIINX JIEKAPCTBEHHBIX MPENapaToB, B
OTHOIIEHUHM KOTOPHIX YCTaHABJIMBAIOTCS IMpe/AeibHbIE OTIYCKHBbIE IIEHBl MPOU3BOIUTEINEH,
npeseibHble pa3Mepbl ONTOBBIX HAI0ABOK M MpEJENIbHbIE pa3Mepbl PO3HUYHBIX HAJ0aBOK K
(baKTUYECKUM OTITYCKHBIM LIEHAM MPOU3BOJUTENEH.

YT1BepxkaeHsl nocranoBiaeHueM [IpaBurenscrea PO ot 29.08.2020 N 1310

IIpaBuia popMupoBaHus nepevyHs JeKAPCTBEHHBIX NPeNnaparoB, He
BKJIIOYCHHBIX B NepeYeHb )KU3HEHHO HeO0XOAUMBbIX U BaKHEHIINX
JIEKAPCTBEHHBIX NMPENapaToB, B OTHOIMICHUH KOTOPBIX YCTAHABJINBAKTCHA
npejejbHbIe OTIIyCKHbIE IEHbI POM3BOANTEICH, NPe/ieIbHbIe pa3Mepbl
ONTOBBIX HA/I0ABOK M IpeJesibHbIe Pa3Mepbl PO3HUYHBIX HAT0ABOK K
(pakTHYeCKUM OTIyCKHBIM LIEHAM IMPOU3BOAUTE e

1. Hacrosimue IlpaBuna ompenenstoT mopsaok (OpMUPOBAHMs IEpEUHs JIEKapCTBEHHbIX
IIPENapaToB, He BKIIOYEHHBIX B IIEPEUYEHb KU3HEHHO HEOOXOIMMbIX U Ba)KHEHIINX JEKapCTBEHHBIX
IpenaparoB (Janee — JIEKAPCTBEHHBIE Ipenaparbl), B OTHOLIEHHH KOTOPBIX YCTaHABJIMBAIOTCS
IpeJenbHble OTIIYCKHbIE LEHBbl NMPOU3BOAMTENEH, NpeAeibHble pa3Mepbl ONTOBBIX HaJ0aBOK M
IpeJeNbHble pa3Mepbl PO3HUYHBIX Ha/10aBOK K (DaKTHUYECKUM OTITYCKHBIM LI€HaM IpPOU3BOJMUTENICH
(manmee — mepeyeHs ).

2. Opranbl rocygapcTBeHHON BiacTH cyObekroB P® Bmpase HampaBuTh B denepasibHyro
ci1yk0y 10 Haa30py B cepe 31paBooXpaHeHHsI B (POpME MEKTPOHHOTIO JJOKYMEHTa, MOANUCAHHOTO
YCUJIEHHOM KBaJU(HUIMPOBAHHONW 3JIEKTPOHHOW MOANMUCHIO, 3asBleHHME 00 YCTaHOBJIEHUH B
OTHOIIIEHUH JIEKapCTBEHHOTO IIpernapaTa MpeAebHOro pa3Mepa OTIIYCKHOW LIEHBI IPOM3BOAMTEIS,
NpeJeNbHOr0 pa3Mepa ONTOBOW HaA0aBKUM W MPENENbHOTO pa3Mepa pO3HUYHOM Hal0aBKH K
(bakTHUeCKOH OTIYCKHOM IIeHe IPOU3BOIUTENS (Jajiee — 3asBICHUE).

3. 3asBieHNE JOJDKHO COJIEPKATH CIEAYIOUINE CBEICHU:

a) TOProBo€ HaMMEHOBAHHE JIEKAPCTBEHHOTO Mpernapara, MeXIyHapoJHOE HEMAaTeHTOBAHHOE,
WIM XUMHUYECKOE, WIM TPYNNHPOBOYHOE HAMMEHOBAHUE JIEKApCTBEHHOIO  IIperapara,
JexapcTBeHHas (hopMa, T03UpPOBKa;

0) natra W HOMEp PEruCTPALMOHHOTO YAOCTOBEPEHHUS, BBIJAHHOTO B COOTBETCTBUHM C
@enepanbHbM 3ak0HOM "OO oOpallieHuu JeKapcTBEHHBIX cpeAcTB" mim pemienueM CoBera
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EBpaswmiickoii sxonomuueckorr komuccuu ot 03.11.2016 N 78 "O IlpaBunax perucrpanuud u
9KCIEPTU3BI JIEKAPCTBEHHBIX CPEJICTB I MEJUIIMHCKOTO MPUMEHEHUs" (Jajiee — perucTpaluoHHOE
YAOCTOBEPEHHUE);

B) HAUMEHOBAHUE JepKaTesl WK BJIa/Ieiblia PErucTPallMOHHOTO YAOCTOBEPEHNUS;

I') IpeularaéMble K yCTAaHOBJICHUIO MPEENbHbIN pa3Mep OTIYCKHOM LIEHbI IPOU3BOAMUTENS Ha
JIEKapCTBEHHBIN Ipernapar, NpelesIbHbI pa3Mep ONTOBOM Haa0aBKU U MPEIENbHBbIM pa3Mep
PO3HMYHOM Haa0aBKU K (PAKTUYECKOM OTIYCKHOW II€HE IPOU3BOJAUTENSI Ha JIEKAPCTBEHHBIN
rpenapar;

1) 000CHOBaHHUE TIPEICTABIICHHOTO 3asBICHUSI.

4. K 3asBJI€HHUIO MOTYT IPUJIAraTbCs JOMOJIHUTENbHbBIE TOKYMEHTHI.

5. ®enepanbHas cayx0ba o Haa30py B chepe 31paBOOXPaHECHUs B CPOK, HE MPEBBIIAONTUN 5
pabounx IHEH co THS MOJIydyeHUs 3asBICHUS, (GOPMUPYET MPOEKT MEPEUHs, a TAKXKe MPEAJI0KEHUs
C yKa3aHuMEM IO KaKIOMY HAMMEHOBAHUIO JIEKAPCTBEHHOI'O Iperapara IpeesbHOIO pa3Mepa
OTITYCKHOM II€Hbl TPOU3BOAMTENS, TMPEAETHLHOTO pa3Mepa ONTOBOM Hal0aBKU U MPEIEIbHOTO
pasMepa po3HUYHOM Ha0aBKHU K (DAKTHIECKOHN OTITYCKHOM IIEHE MPOU3BOIUTENS U HAITPABJISET UX B
MunuctepcTBO 3apaBooxpaHeHuss PO n1bo B ciaydyae HEAOCTATOYHOCTU CBEIECHUM, YKa3aHHBIX B
nyHkTe 3 Hacrosumx [IpaBui, uHGOpMUpPyeT 006 S3TOM OpraH BJIACTH, HANPABUBIINI 3asBICHUE, B
(dbopMe 3IEKTPOHHOTO JOKYMEHTA, MOJMUCAHHOTO YCUJIEHHOW KBaJM(UIIMPOBAHHON 3JIEKTPOHHOMN
MTOJITUCHIO.

6. B ycrmoBusx upe3BbYAHOW CHUTyanlud W (WJIM) TPU BO3HUKHOBEHHU YTPO3BI
pacnpocTpaHeHus 3a00JeBaHus, MPEICTABISIONIET0 ONACHOCTh Al OKpYXaroIMuX, MHUHHCTEPCTBO
3napaBooxpaHeHuss P® B cpok, He MpeBHIIAIONMN 3 pabouux JHEW CO AHS TOJIYUYCHHUS MPOEKTa
MEepeYHs W MPEIoKEHUM, YKa3aHHbIX B MyHKTe 5 Hactosmux [IpaBun, BHOcuT B IIpaBuUTEnbCcTBO
P® mpoekr akrta IlpaButrenbctBa P® 00 ycraHOBI€HMHM TIpPENETbHBIX OTIYCKHBIX IICH
MIPOM3BOJIUTENECH Ha JIEKAPCTBEHHBIE MperapaThl, MPeJebHbIX pa3MepoB OMNTOBBIX HaA0aBOK U
MIpe/iebHBIX Pa3MEPOB PO3HUYHBIX HAI0ABOK K ()aKTUYECKUM OTITYCKHBIM II€HaM MPOU3BOAUTEICH
Ha JIEKApCTBEHHBIE MIpernapaThl U 00 YTBEPKICHUH MEPEUHS.

7. B oTcyrcTBHE Upe3BBIYAHON CUTyallMu U (WJIM) yrpo3bl pacnpocTpaHeHHs 3a00JieBaHus,
MPEACTABIISIIOLIEr0 ONACHOCTh I OKpYXKaroIIMX, MUHUCTEPCTBO 31paBooxpaHeHuss P mociue
MIOJIYy4YEeHUS NIPOEKTA MEPEYHs U MPEAJIOKEHUM, YKa3aHHbIX B IyHKTe 5 HacTosmux [IpaBui, BHOCUT
B [IpaBurenbctBo PD B ycraHoBieHHOM nopsake npoekT akta [IpaButensctBa PO o mpoBenennun
@denepalibHOM CITy)00M M0 HAI30pY B chepe 3ApaBOOXpaHEHUsT MOHHUTOPUHIAa PO3SHUYHBIX IIEH Ha
JIEKApCTBEHHbIE MTpEnaparhl.

8. B ciyuae ecnu B teuenue 30 kaneHAapHbIX AHeW mnocne npunatus [IpaBurensctBom PO
peuleHusi, yKa3aHHOro B MyHKTe 7 HacTosiuux [IpaBuii, BBISBIIEH pOCT PO3HUYHBIX II€H Ha
JeKapcTBeHHbIE mpenapathl Ha 30 mporieHToB U Ooiiee, DenepanbHas cinyx0a 1Mo Haa30py B chepe
3/IpaBOOXPAHEHUS B CPOK, HE MPEBBIMIAIONIUN 5 pabounx THEH CO JHs 3aBEpIICHUS MEPONPUITUN
110 MOHUTOPUHTY TaKHX 1I€H, (OPMUPYET MPOEKT MEPEUHs, a TAKKE MPEUIOKEHHSI C YKa3aHUEM 10
KaKJOMY HAMMEHOBAHUIO JIEKAPCTBEHHOIO IIpenapara IMpeNelbHOro pa3Mepa OTIYCKHOW LEHBI
MIPOU3BOINTENSA, TPEAETBHOIO pa3Mepa ONTOBOM Hal0aBKM M MPEAETIbHOTO pa3Mepa pO3HHUYHOU
Ha/10aBKU K (PaKTUUECKON OTIYCKHOM IieHe MPOU3BOJAMUTENS M HANpaBiseT UX B MUHUCTEPCTBO
3apaBooxpaHeHus POD.

9. MuHnucrepctBo 3apaBooxpaHeHuss P® nocne moslydeHMs IPOEKTa TNEpedyHs U
IIPEUIOKEHNH, yKa3aHHbIX B INyHKTe 8 Hactoawmux IIpaBun, BHocutr B IlpaButensctBo PD B
YCTaHOBJICHHOM TOpsiike MpoekT akrta IlpaButenbctBa P® 00 ycraHOBIEHUM HpeAeibHBIX
OTITYCKHBIX LI€H IPOM3BOJUTENEH HA JIEKapCTBEHHBIE IPENaparhl, MPEAEIbHBIX Pa3MEPOB ONTOBBIX
Ha/J0aBOK M MpPEJENbHBIX Pa3MEpOB PO3HUUYHBIX HAA0aBOK K (PAKTUYECKMM OTIIYCKHBIM II€HaM
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MPOU3BOUTENICH Ha JICKAPCTBEHHbIE Tpenaparbl W 00 YTBEpXKACHHUH TIEpeYHs, a TaKKe
UHPOPMHUPYET 00 ITOM JeprKaTessl WK BJIAAENbla PETUCTPALIMOHHOTO YI0CTOBEPEHHUS.

10. IIpenenbHbli pa3mMep ONTOBOM HAaJ0ABKU U MpEAEIbHBIM pa3Mep pO3HUYHOM Hal0aBKU K
(aKTHUECKOW OTIMYCKHOW ILIEHE NMPOW3BOAMTENS HA JIEKAPCTBEHHBINM MpenapaT yCTaHABIMBAIOTCS B
OTHOIIIEHUU KaXJ0ro cyobekra PO.
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