MoctaHoBneHue MNpasutenbctea PO o1 29.10.2010 N 865 — O rocyaapCTBEHHOM perynupoBaHny LEeH Ha NekapCTBEHHbIEe npenaparbl,
BKITIOYEHHbIE B MepeYeHb XMU3HEHHO HEOOXOANMbIX U BaXKHENLLMX NekapCTBEHHbIX NpenapaToB — [leincTByoLasn nocneaHsas peaakums ot
18.11.2020 — Pegakumsa N 16 — Havano gevcteusa pegakumm 20.11.2020

IHocTranoBiaenne IpaBureabcrBa PO ot 29.10.2010 N 865 - O
rocyJ1apcTBEHHOM PeryJJHPOBAHMH IeH HA JIeKAPCTBEeHHbIE Mpenaparhbl,
BKJIIOYEHHbBIE B NepeYeHb )KU3HEHHO He00X0IUMbIX M Ba)KHEHIIIIX
JIEKAPCTBEHHBIX NMpenaparoB — [lelicTByomIasi MOCJaeTHsS PeAaKIHUs OT
18.11.2020 — Pegaxkuusa N 16 — Hayano geiicTBust penakuuu 20.11.2020

Crincok n3MeHsmux 10KkyMeHToB (B pen. [loctanoBnenuii [Ipasurenscrea PO ot 05.12.2011 N
1001, ot 04.09.2012 N 882, ot 15.08.2014 N 816, ot 28.08.2014 N 871, ot 04.09.2015 N 941, ot
15.09.2015 N 979, ot 03.02.2016 N 58, ot 28.09.2018 N 1152, ot 08.10.2018 N 1207, ot 16.12.2019
N 1683, ot 03.04.2020 N 441, ot 24.09.2020 N 1541, ot 26.10.2020 N 1733, ot 31.10.2020 N 1771, ot
18.11.2020 N 1858)

B cootBerctBUM ¢ @enepanbHbIM 3akoHOM "OO oOpaiieHuHM JIeKapCTBEHHBIX CpeAcCTB"
[IpaBurenscTBo P® nocranosiser:

1. YTBEpanuTh npuiaraemsle:

[IpaBuna rocymapCTBEHHOW PErHUCTpAllMM W TEPEPEeTUCTpAIluU TMPEACIbHBIX OTMYCKHBIX IICH
MIPOU3BOIUTENCH Ha JIEKAPCTBEHHBIC MpETapaThl, BKIIOUYEHHBIE B TIEPEUCHb KM3HEHHO HEOOXOJAMMBIX U
BAYKHEHIINX JIEKAPCTBEHHBIX MPENapaToB;

(B pen. [Tocranosnenus [IpaButensctBa PO ot 16.12.2019 N 1683)

[IpaBuna oGs3atenbHOM mepepeructpanuu B 2019-2020 rogax 3aperucTpupOBaHHBIX MPEACITbHBIX
OTITYCKHBIX ILI€H IPOM3BOJUTENEH Ha JIEKApCTBEHHBIE IpPENaparhl, BKIIOUEHHbIE B MEPEYCHb KU3HEHHO
HEO0OXOIMMBIX M BaXKHEHUIINX JIEKApCTBEHHBIX MIPENapaTos;

(a63arn BBeieH [locranoBnenueM [paBurensctBa PO o1 16.12.2019 N 1683)

[IpaBuna BeneHUs roCyJapCTBEHHOTO peecTpa MpPEAEeNbHBIX OTIMYCKHBIX LIEH MPOU3BOJUTENEH Ha
JIEKapCTBEHHbIEC TIperaparbl, BKIIOYEHHbIE B TMEPEYCHb J>KU3HEHHO HEOOXOJAMMBIX U BaKHEUIIUX
JIEKapCTBEHHBIX MIPENapaToB;

[IpaBuna ycTaHOBIIEHUS OpraHaMU HUCIIOJHUTENBHON BIAacTH cyObekToB PD mpenenbHbIX pazMepoB
ONTOBBIX Ha/J0aBOK M IMpeAeiIbHBIX Pa3MEPOB POZHUYHBIX HAJI0ABOK K (PAKTHUYECKUM OTIYCKHBIM ILI€HAM,
YCTaHOBJICHHBIM IPOU3BOJUTENIIMU JICKAPCTBEHHBIX IIpenapaToB, Ha JICKapCTBEHHbIE IpenapaThl,
BKJIFOUEHHBIE B [I€PEUEHb )KM3HEHHO HEOOXOJMMBIX U BaXKHEHIIIHNX JIEKAPCTBEHHBIX MPENapaToB;

(B pen. Ilocranosnenus [paButensctBa PO ot 24.09.2020 N 1541)

[IpaBuna GpopmMupoBaHus OTIIYCKHBIX IIEH Ha JIEKApPCTBEHHBIE IpEnaparhl, BKIIOYCHHbBIE B ITepeUeHb
KU3HEHHO HEOOXOJWMBIX U BaXHEHIIMX JIEKAPCTBEHHBIX IIPENapaTroB, OpPraHU3alMsiMU ONTOBOM
TOPrOBJIM, ANTEYHBIMU OPraHU3ALUSMU, UHIUBUAYAIbHBIMU MPEANPUHUMATEISIMA U MEAUIUHCKUMHU
OpraHu3aIUsIMU;

(a63arn BBesieH [loctanoBnenueM I[paBurensctBa PO ot 24.09.2020 N 1541)

n3MeHeHus, KoTopsie BHOcsTCa B [loctanosnenus [IpaButensctBa PO mo Bompocam, CBsI3aHHBIM C

PETYIUPOBAHUEM IIEH HA )KU3HEHHO HEOOXOAMMBIE M BaKHEHUIIIHNE JIEKapCTBEHHBIE CPEJICTBA.

2. Hpe,[[eJ'ILHI)IC OTITYCKHBIC ILCHBI HpOHSBOﬂHTCHeﬁ Ha XU3HCHHO HCO6XO,I[I/IMBIG U BaKHEMIIIHE
JICKApCTBCHHBIC CPEACTBA, 3apCTUCTPUPOBAHHLIC O BCTYIUICHUA B CHIIY HACTOSAIICTO HOCT&HOBJ’ICHI/IH,
o 4JICKaT BKIOYCHHIO B FOCY,I[apCTBeHHBIﬁ peecTp MpEACIIbHBIX OTITYCKHBIX ICH HpOI/I3BO):[I/ITeJ'IeI71 Ha
JICKApCTBCHHBIC IMIPCIIapaTbl, BKJIKOYCHHBIC B IICPCUCHL KHU3HCHHO HCOGXOI[I/IMBIX U BaXHEHIIHNX
JICKApPCTBCHHBIX MPCIIapaTOB.

3. 3apeructpupoBannsie 10 26 okTs6ps 2010 r.:
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IIpe/iebHbIE OTIYCKHBIE LIEHbl MHOCTPaHHBIX IIPOM3BOJUTENEH B HWHOCTPAHHOM BalllOTE Ha
JICKapCTBEHHBIE TMperaparhbl, BKIIOUYEHHBIE B MEPEYCHb >KU3HEHHO HEOOXOOMMBIX M BaXXHEHUIIMX
JIEKapCTBCHHBIX TpEnaparoB, Moajiexkar mnepecuery g0 1 nmexkabps 2010 r. B pybaum mo Kypey
IentpansHoro Oanka P® Ha 1 HOsOps 2010 1. (6e3 mpeacraBieHUs 3asBICHHUS MPOHU3BOJUTEICH O
IepecyeTe LIeHbI) C BHECEHUEM COOTBETCTBYIOLUX M3MEHEHUN B rOCYIAPCTBEHHBIN peecTp MpeesbHbIX
OTILYCKHBIX LI€H IIPOM3BOJUTENEH Ha JIEKAPCTBEHHBIE MpENaparbl, BKIIOUEHHbIE B MEPEYEHb KU3HEHHO
HEOOXOIMMBIX M BaKHEHWIIHX JIEKAPCTBEHHBIX MTPENapaToOB;

IIpe/ielbHbIE OTIYCKHBIE LIEHbl POCCUHCKUX IPOU3BOJUTENICH Ha JIEKapCTBEHHbIE Ipenaparsl,
BKIIIOYCHHBIE B TI€pEUCHb J>KM3HEHHO HEOOXOJMMBIX M BaKHEHIINX JICKAPCTBEHHBIX IPENaparos,
noanexar uHiaekcauuu ¢ 1 HosiOps 2010 1. mcxonas W3 NPOTHO3UPYEMOTO YPOBHS MHOISAIMH,
ycraHoBneHHoro Ha 2011 rog ®@exnepanbubiM 3akoHOM "O QenepanbHom Oromkere Ha 2010 rox u Ha
wiaHoBbid  mepuon 2011 w2012 romoB", C BHECEHHMEM COOTBETCTBYIOUIMX HM3MEHEHHI B
rOCy/IapCTBEHHBIN peecTp NMPeAesIbHBIX OTIYCKHBIX IIEH MPOU3BOJUTENEH Ha JIEKapCTBEHHbIE Mpenaparsl,
BKJIFOUEHHBIE B [1€PEUEHb )KM3HEHHO HEOOXOJUMBIX U BaKHEUIIIMX JIEKAPCTBEHHBIX MPENapaTos.

4. MunuctepcTBy 31paBooxpanenusi PO 1o coriacoBannio ¢ MUHUCTEPCTBOM MPOMBIIIIEHHOCTH U
toproBin P®, MuHuCTEPCTBOM 3KOHOMHUYECKOTO pa3BUTHs PP, MuHHCTEPCTBOM TpyZa U COLMAIBHOU
3amuTel PO, MuHHCTEpCTBOM permoHanbHOro pasputuss PO, @DenepanbHON aHTUMOHOIIOJIBHOU
cyx60i, DeaepanbHOl CIyk00H MO HAA30py B cdepe 3aIuThl MpaB MOTpeOUTeNeH M OIaronorydus
yenoBeka, MHUHHUCTEPCTBOM Haykd M Bbicuiero odpazoBanus PO u MunucrepctBom ¢unancoB PD ne
pexe OJIHOTO pasa B roj, He nmo3aHee 15 okTsa0ps, npeacrasiaTh B [IpaButenbctBo PO npoekT nepeyHs
AKHU3HEHHO HEOOXOAMMBIX M BaKHEHUIINX JIEKAPCTBEHHBIX ITPENApATOB.

(B pen. [Tocranosnenwuii [IpaButensctBa PO ot 04.09.2012 N 882, ot 28.08.2014 N 871, ot 28.09.2018 N
1152, 01 26.10.2020 N 1733)

5. MunuctepcTBy 3apaBooxpaneHus PO n denepanbHO aHTUMOHOTMOJIBHOM CITy)KOe 1aBaTh MpHU
HEO0OXO0IMMOCTH Pa3bsICHEHHUS 110 MPUMEHEHHUIO IPAaBUJI, YTBEPKICHHBIX HACTOSIIUM [TOCTAHOBJICHUEM.
(. 5 B pen. [locranoBnenus [IpaBurensctBa PO ot 08.10.2018 N 1207)

6. [Ipu3HaTh yrpaTUBIIMMU CUITY:

[TocranoBnenue IlpaButenbctBa PO ot 9 mHosOps 2001 r. N 782 "O rocygapcTBEHHOM
peryJaupoBaHuM IIEH Ha JiekapcTBeHHbIe cpenctBa’ (CoOpanue 3akoHomarensctBa PO, 2001, N 47, cr.
44438);

[Toctanosnenune I[IpaButensctBa PD ot 17 okradps 2005 r. N 619 "O coBepiieHCTBOBAaHUHU
rOCy/IapCTBEHHOTO PEryJMpoBaHus IIeH Ha JekapcTBeHHbIe cpeacTa” (Cobpanue 3akoHonaTenbcTBa PO,
2005, N 43, ct. 4400);

MYHKT 3 W3MEHEHUH, KOTOphle BHOCATCA B akThl [IpaBurensctBa P mo BompocaM esTeNbHOCTH
MuHucTepcTBa MPOMBIIIIIECHHOCTH U ToproBiu P®, yrBepxkneHHbix [locranoBnenuem I[IpaBurtennbcTBa
P® ot 7 urons 2008 r. N 441 (Cobpanue 3akoHoarenberBa PO, 2008, N 24, ct. 2869);

nyHkT 1 IlocranoBnenust IIpaBurensctBa P ot 30 mekabps 2009 r. N 1116 "O BHeceHuu
n3MeHeHud B HekoTopble IloctanoBnenusi IlpaButensctBa P® 1o Bompocam, CBSI3aHHBIM C
pPETYIUPOBAaHUEM 1I€H Ha KMU3HEHHO HEOOXOJMMBIe U BaKHEHUIHe JekapcTBeHHbIe cpenacTBa’ (Cobpanue
3akoHoarenscTBa PO, 2010, N 2, cT. 179).
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VYrBepxkaens! [loctanoBnenuem IlpaBurenscrea PO ot 29.10.2010 N 865

IIpaBuia rocy1apcTBeHHOM PerucTpauiy M NMepeperucTpanuu npeaeabHbIX
OTILYCKHBIX 1leH MPOU3BOAUTe/IeH HA JIeKapCTBEeHHbIE NpenapaThbl, BKIIOYEHHbIE B
nepeveHb )KM3HEHHO HEOOXOAMMBbIX M BaKHEHIIMX JIEKAPCTBEHHBIX NPenapaToB

Crincok n3MeHsmux 10KyMeHToB (B peld. [loctanoBnenuii [IpaBurenscrea PO ot 08.10.2018 N
1207, ot 16.12.2019 N 1683, ot 26.10.2020 N 1733, o1 31.10.2020 N 1771)

1. Hacrosmue IIpaBuna ycraHaBIMBarOT MOPSAOK OCYIIECTBIECHUS IOCYAAPCTBEHHON PEruCTpaLNH
U TEepEeperucTpaluy MNpeAeabHbIX OTHYCKHBIX II€H IPOM3BOJMUTENEH Ha JIEKapCTBEHHbIE IpenapaThl,
BKJIIOUEHHBIE B IME€PEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEMIIUX JIEKAPCTBEHHBIX IIPENaparos,
yrBepxkaaembiit [IpaButensctBom PO (manee — nexapcTBeHHBIE NpenapaThl).
(. 1 B pen. IocranoBnenwus [TpaBurenserBa PO ot 16.12.2019 N 1683, ot 26.10.2020 N 1733)

2. TocymapcTBeHHas perwcTpanuss ¥ TEPEPEeTrUCTpanus MPEAeIbHBIX  OTIMYCKHBIX  IIeH
MIPOM3BOJIUTENICH JICKAPCTBCHHBIX IPEMapaToB Ha JICKAPCTBEHHBIC TIpEnaparbl OCYIISCTBIISIIOTCS B
pyosX.

3. MunHucTepcTBO 3/paBoOoXpaHeHus P® ocCylecTBISIET PErucTpaluio MPeAesbHON OTIYCKHOM
LEHbl TMPOU3BOJAUTENSI HA JIEKAPCTBEHHBIN Mpenapar, €€ MepeperucTpaluio, BHECEHUE YKa3aHHOU
3apEeTUCTPUPOBAHHON (TIEPEPErUCTPUPOBAHHON) TPENETbHON OTIYCKHOW IIEHBI B TOCYJapCTBEHHBIN
peecTp IpeleNbHBIX OTITYCKHBIX II€H NMPOM3BOJAUTENICH Ha JIEKapCTBEHHBIEC Ipernaparbl, BKIIOUYEHHbIE B
MepeyeHb JKU3HEHHO HEOOXOAMMBIX M BaXKHEMIIMX JIEKAPCTBEHHBIX IIpernapaTtoB (naizee —
rOCy/IapCTBEHHBIN pEecTp), BbAAUy JEp:KaTell0 WU BIAAENbIy PErUCTPAlMOHHOIO YAOCTOBEPEHUS
JIEKapCTBEHHOIO IMpernapara (YHOJHOMOYEHHOMY WM JIMIlY) BBIMCKA W3 MpHKaza MUHUCTEpCTBa
3npaBooxpaHeHusi PO o rocymapcTBeHHOUW perucTpauuu (MepeperucTpalnu) MpeaeabHOW OTIYCKHOM
LIEHBI IPOU3BOIUTEISI HA JIEKApCTBEHHBIH Mpenapar.

4. OenepanbHas aHTUMOHOIIOJBHAS CIY)K0a OCYIIECTBIIIET YKOHOMHYECKHIA aHAIIN3 MPeaesbHON
OTITYCKHOH IICHBI MPOU3BOUTENSI HA JICKAPCTBEHHBIN IMperapar MpH ee TOCYAapCTBEHHOHW pPerucTpariu
(mepeperucTparum).

5. Jns TrocyaapCTBEHHOH perucrpauuu (MepeperucTpanuy) MHpeaebHOR OTIYCKHOM IEHbI
IIPOM3BOINTEIIS Ha JIEKApCTBEHHBIN Ipenapat B MuHUCTEpCTBO 3ApaBooxpaHeHus PO nepxarenem minu
BJIQJICJIBLIEM PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKapCTBEHHOrO IpenapaTa (YHOJIHOMOYEHHBIM UM
JMIIOM) TPEACTABIIAIOTCS CIEAYIOIIME JOKYMEHTHI (B 2 3K3eMIUIIpax Ha OyMakKHOM HOCHUTENE U B
3JIEKTPOHHOM BUJIE):

a) 3asBJIEHHE O rOCYIAapCTBEHHOW perucTpalnuy NpeaeibHbIX OTIYCKHBIX I[€H IMpOU3BOaUTENEH Ha
JIEKapCTBEHHbIE Ipenaparthbl, BKIIOUYEHHbIE B IEpeUYeHb >KU3HEHHO HEOOXOJUMBIX U BaXKHEHIIMX
JIEKapCTBEHHBIX MpenapaToB, Mo ¢opme corjgacHo mnpuiokeHuto N 1 (mamee — 3asgBiI€HHE O
rOCyJapCTBEHHON PpEerucTpaniu) WIKM 3asBICHUE O IEPEeperucTpalui MpeaesbHbIX OTIIYCKHBIX LIE€H
IIPOU3BOINTENIEH Ha JIEKapCTBEHHBIE MpPENapaThl, BKIOUYEHHbIE B MEPEUCHb KU3HEHHO HEOOXOJUMBIX U
BOXHEWIINX JICKApPCTBEHHBIX MpenapaToB, Mo (GopMe coriiacHo npuiioxeHuto N 2 (nanee — 3asBICHUE O
MepeperucTpaImm);

(nm. "a" B pen. [locranosnenus [IpaBurenscta PO ot 16.12.2019 N 1683)

0) cBeIeHHs O JIMIEH3UH Ha MPOU3BOICTBO JIEKAPCTBEHHBIX CPEJICTB;

31355


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO o1 29.10.2010 N 865 — O rocyaapCTBEHHOM perynupoBaHny LEeH Ha NekapCTBEHHbIEe npenaparbl,
BKITIOYEHHbIE B MepeYeHb XMU3HEHHO HEOOXOANMbIX U BaXKHENLLMX NekapCTBEHHbIX NpenapaToB — [leincTByoLasn nocneaHsas peaakums ot
18.11.2020 — Pegakumsa N 16 — Havano gevcteusa pegakumm 20.11.2020

B) CBEJICHMSI O PETMCTPALIMOHHOM YA0CTOBEPEHHH JIEKAPCTBEHHOTI'O IIperapara;

I') JOKYMEHTBI, IPEACTaBIsIEMbIE C Y4eTOM TpeOOBaHUN METOAUKU pacdeTa MPeAeIbHbBIX OTITYCKHBIX
IIeH TPOU3BOIUTENCH Ha JIEKApCTBEHHBIE MpenapaTsl, BKIIOUEHHBIE B TIEpEUYEHb )KU3HEHHO HEO0OXO0IMMBIX
U BaXHEHIIUX JIEKapCTBEHHBIX IIPENapaToB, YTBEp:KAeHHOU nocranoBiaeHueM [IpasurensctBa PO ot 15
centsiops 2015 r. N 979 "O BHecenun n3MeHeHuii B nocranosienue [Ipasutenscrea PO ot 29.10.2010 N
865 m 00 yTBepXKAEHUM METOIOWKH pacdyera NpPeACTbHBIX OTIYCKHBIX II€H IPOM3BOJIUTENCH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B IE€PEUEHb KU3HEHHO HEOOXOJUMBIX M BaKHEHIINX
JIEKapCTBCHHBIX IpernapaToB' (Hajnee — METOIMKA), BKIIOYAIOIIHE B CeOsI:
(B pen. Iloctanosnenus IlpasurensctBa PO ot 16.12.2019 N 1683)

cBeZleHUs 00 oObeMax M O IEHaxX OTIYCKa HaxoJsulerocs B oOpalieHuu Ha Ttepputopuu PO
JIEKapCTBEHHOI'0 Ipernapara IPOU3BOJIUTENS TocyAapcTBa — wieHa EBpa3uiickoro 3KOHOMHMYECKOTO
COl03a M JIEKapCTBEHHOIO Mpenapara MHOCTPAHHOTO NPOU3BOJICTBA, MEepBUYHAas W (WJIM) BTOpPUYHAS
YIIAKOBKa KOTOPOI'O OCYIIECTBIISIECTCS WU IIJIAHUPYETCS OCYHIECTBIAThCA B PD;
(B pen. Ilocranosnenus IlpaBurensctBa PO ot 16.12.2019 N 1683)

pacder NpeneabHOM  OTIYCKHOW IIEHbl IPOW3BOJIUTENS HA JIEKAPCTBEHHBIM  IIpemnapar,
MIpeICTaBIsIeMON Ha TOCYJapCTBEHHYIO PErUCTpalUIo (IIEpeperucTpaltio);

cBeZieHHsT 00 oObeMax M IieHaX BBO3a JIEKAPCTBEHHOTO Ipenapara MHOCTPAHHOTO MPOW3BOJICTBA,
HaxoJi1erocs B oopamienuu Ha Teppuropun Pd;

CBEICHMS O HAJIWYUM 3apPETUCTPUPOBAHHBIX MPEICNIBbHBIX OTIYCKHBIX IE€H 3asBIISIEMOrO
JIEKapCTBEHHOT'O IpenapaTta;

pacueT NpenesbHONM OTIMYCKHOM II€Hbl Ha BOCHPOM3BENIEHHBIN, OMOAHAIOTOBBIM (OHOMOI0OHBII)
JIEKapCTBEHHBIN IIpenapar, IpeICcTaBIsieMON Ha TOCYAAPCTBEHHYIO PETUCTPALIMIO;

pacuer NpeaeabHOM OTIIYCKHOM IICHBI Ha JIEKAPCTBEHHBIN Mpenapar MPOU3BOAUTENS TOCY1apCTBa —
wieHa EBpasuiickoro 5JKOHOMHYECKOTO COr03a, MMPEACTABIAEMOM Ha TOCYTapCTBEHHYIO PETUCTPALIHIO;
(B pen. [Tocranosnenus [IpaBurensctBa PO ot 16.12.2019 N 1683)

000CHOBaHME pacueTa MpeAeIbHON OTIYCKHOM LIEHbI Ha JICKapCTBEHHBIHN IpenapaT IpOU3BOIUTENS
rocyznapcTsa — wieHa EBpa3suiicKoro 5KOHOMMYECKOTO COI03a, IPEACTABIAEMON Ha IEPEPETUCTPALIHIO;
(8 pen. ITocranosnenus [IpaButenscrBa PO ot 16.12.2019 N 1683)

000CHOBaHME pacyeTa IpPelesbHONH OTIYCKHOM IIEHbI JIEKAPCTBEHHOIO Ipernapara MHOCTPAHHOTO
IIPOM3BO/ICTBA, B TOM 4YMCJIE€ NEpBUYHAs M (MJIM) BTOPUYHAS YHNAKOBKAa KOTOPOIO OCYILECTBIISAETCS WIIU
IUIAHUPYETCs OCYIIECTBIAThCA B PD, mpeacTaBisieMol Ha IEpEPErucTpanuio;
(B pen. Ilocranosnenus [IpaButenscta PO ot 16.12.2019 N 1683)

1) JOKYMEHT, MOATBEPK AU TOJIHOMOYHS YIIOJIHOMOUYEHHOT'O JINIA.

6. CBCI[CHI/ISI, coacpiKauecss B 3adBJICHHU O rOCYﬂapCTBeHHOﬁ perucrtpaiui M 3asABJICHUU O
nepeperucTpanuu, JOJIKHBI COOTBCTCTBOBAThH CBCACHUAM, YKa3aHHBIM B PErucTpaliuoOHHOM
YAOCTOBCPCHUH JICKAPCTBCHHOTI'O IMIpeIIapaTa Ha JACHBb IIOJAa4YH TAKOT'O 3as4BJICHUA.

7. Hepxarenb WM BiafeJell PEruCTPALMOHHOIO YIOCTOBEPEHHUS JIEKAapCTBEHHOIrO IIpernapara
(YNOJTHOMOUYEHHOE MM JIUII0) BIpPaBe MPEJACTaBUTh KOMMIO JUIEH3UMHU HA MPOMU3BOJICTBO JIEKAPCTBEHHBIX
CPEICTB M KOIIHMIO PErHCTPAllMOHHOIO YIOCTOBEPEHHMs JIEKAPCTBEHHOIO Ipenapara, a TakkKe KOIHIO
¢opmel N 2-JIEK (mmpom) "CBeneHus o Mpou3BOJCTBE, OTTPY3KE U IIeHaX Ha JIEKapCTBEHHBIE cpeacTBa
110 COOCTBEHHOM MHUIIMATHUBE.

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 16.12.2019 N 1683)

8. B cjIyqac NpCACTABJICHUSA MOCPKATCICM HIIM BJIAACIBLEM PETUCTPAIUOHHOTO YAOCTOBCPCHUA
JICKApCTBCHHOT'O IIpcIiapara (YHOJ'IHOMO‘-ICHHBIM nm J'II/II_[OM) 3ajABJICHHUA O FOCYIlapCTBCHHOﬁ perucTpanmun
A0 UCTCUCHUA 3 ;mer co AHA IIPUHATUSA MI/IHI/ICTepCTBOM 3ApaBOOXpaHCHUA P® peaicHu-d 00 HUCKIIOYECHHH
U3 TOCYAAapCTBCHHOI'O pecCTpa HpCIlCHBHOﬁ OTHYCKHOﬁ IOCHBI Ha HCKapCTBCHHBIﬁ npenapar 3asBJICHHAA
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npezesibHasi OTITYCKHAsl 1IeHa ITPOU3BOAMUTENIS HE MOXKET MPEBBIINIATh PAHEE UCKIIIOUEHHYIO MPEICIbHYIO
OTIYCKHYIO IICHY Tpou3BoauTelns (0e3 ydera MPOM3BOJCTBEHHOW IUIOMIAJKK) HCXOIS M3 CTOMMOCTH
OJTHOM JIEKapCTBEHHOU (DOPMBI COOTBETCTBYIOIIECH JO3MPOBKH JIEKAPCTBEHHOTO Mperapara.

9. 3asBneHHasl K rOCYyJJapCTBEHHON PErUCTpaLUU MpesiebHasi OTIyCKHAs 1IeHa IPOM3BOJUTENS Ha
pedepeHTHBIN JIeKapCTBEHHBIN IMpernapaT He MOXKET NMPEBBINIATh IIeHY, YKa3aHHYIO B MOJIyHKTE 5.5.4
npunoxeranss N 1 k IlpaBumam QopmupoBaHuss TepedHedl JIEKapCTBEHHBIX MPENapaToB JUIs
MEJUIMHCKOTO MPUMEHEHHWS M MUHUMAJIbHOIO aCCOPTHMEHTA JIEKApCTBEHHBIX  IIPENaparos,
HEOOXOMMBIX JUIS OKa3aHHUs MEAWLIMHCKOW MOMOIIH, YTBEP)KICHHBIM NOCTaHOBJIeHUEM [IpaBuTenscTBa
P® or 28 asrycra 2014 r. N 871 "O06 yrBepxnaenuu [IpaBun ¢popmMupoBaHus nepedHen JeKkapCTBEHHbIX
[pernapaToB JUIsi MEIUIIMHCKOTO MPUMEHEHHS W MHHHUMAJIbHOTO aCCOPTHUMEHTA JIeKapCTBEHHBIX
MpenapaToB, HEOOXOUMBIX ISl OKa3aHMs MEIUIIMHCKOM oMo'

10. MunucrepctBo 31paBooxpaHeHusi PO B Tedenne 15 paGoumx gHEH co JHS oOpamieHus
JepxaTels WIM  BIaJeNblla PETUCTPAMOHHOTO  YIOCTOBEPEHHUs JIEKApCTBEHHOIO  Iperapara
(YITOJTHOMOYEHHOTO MM JIMIIa) OCYIIECTBIISIET MPOBEPKY MOJHOTHI MPEICTABICHHBIX B COOTBETCTBUU C
MyHKTOM S5 HacTosmwux [IpaBuin JOKYMEHTOB U HAMpaBlIse€T OJWH OJK3EMIULIp JOKYMEHTOB B
denepanbHyI0 aHTUMOHOIIOJBHYIO CIY)KOy WM TPUHUMAET pelieHne o0 OTKa3e B TOCyJapCTBEHHOMN
peructpanuu (TEepeperucTpanui) NpeaeaIbHON OTMYCKHOM II€HBI MPOHW3BOJUTENS Ha JIEKAPCTBEHHBIN
npemnapar.

11. OcHoBaHusiMH [UIi OTKa3a B TOCYJAapCTBEHHOW perucrpauuu (IepeperucTpaiin)
MunuctepcTBOM  3ApaBooxpaHeHuss P® mpenenbHONW  OTIMYCKHOM  I[I€HBI MPOU3BOAMUTENS  Ha
JIEKapCTBEHHBIN Mpernapar SABIISIOTC:

a) OTCYTCTBHE B JIOKYMEHTax, YKa3aHHBIX B TIIyHKTEe S5 Hacrosamux [IpaBwi, CBeAcHUN,
Mpe1yCMOTPEHHBIX HacTosmKMu [IpaBriiamMu 1 METOIUKOI;

0) MpeBBINICHNE 3asBICHHON JUISI TOCYIAPCTBEHHOM PETUCTPAIMH TPEACTbHON OTIYCKHOM II€HBI
MIPOM3BOJIUTENSI Ha JIEKapCTBEHHBIM Impernapar HaJ OTIYCKHON II€HOHM, OINpeAeleHHOW C Y4eTOM
TpeboBaHuii MyHKTOB 8 U 9 HacTosmux [IpaBui;

B) HEMPE/CTABJICHNE CBEACHUI, TPEyCMOTPEHHBIX MyHKTOM 12 HacTtosiux [IpaBu.

12. B cnyyae HeoOXOOUMOCTH YTOYHEHHUS U (WMJIM) JOIMOJIHEHHUS CBEIEHUM, COJEp)Kalluxcs B
JOKYMEHTaX, yKa3aHHBIX B MyHKTEe 5 HacTosaummx [IpaBum, nep:kaTenb WM Biaaeiel perucTpaiuoHHOro
YIOCTOBEPEHHUs JICKAPCTBEHHOrO MpernapaTa (YHOJIHOMOYEHHOE UM JIMIO) MPEACTaBISIOT MO 3ampocy
MunuctepcTBa 31paBooxpaHeHuss PO coOTBETCTBYIONIYIO JOKYMEHTAIBHO O(QOPMIICHHYIO HH(POPMAIIHIO.

Cpok mpeacTaBiIeHUs OTBETa Ha 3alpoc JAep)KaTeleM WM BIaAEIbIEM PETUCTPALMOHHOTO
yIIOCTOBEpPEHUS JIKAPCTBEHHOTO Mpenapara (yImoJIHOMOYEHHBIM MM JIUIIOM) HE MOXET mpeBblmaTth 10
pabounx aHeN co IHS MmofydeHwus 3anpoca MuHucTepeTBa 3apaBooxpanenus PO.

[Ipu 3TOM 001U CPOK pacCMOTpPEHHS JOKYMEHTOB, YKAa3aHHBIX B MyHKTe 5 Hactosuux [IpaBu,
MuHHUCTEpCTBOM 3/ipaBoOXpaHeHus PO He MOXKET MpeBbIIaTh CPOKH, TPEIyCMOTPEHHbIE MyHKTOM 10 u
ab3arieM BTOPBIM HACTOSIIETO MyHKTA.

[Ipn HemocTymiaeHMHM OT JAepxaTens WIM BIaJeNnblla PEruCTPAMOHHOTO  YJOCTOBEPEHUS
JIEKapCTBEHHOTO Tpenapara (YHOJHOMOUYEHHOTO WM JIMIA) B YCTAHOBJICHHBIM CPOK 3ampolIeHHOU
JOKYMEHTAIbHO OQOpMICHHON wuHpopMaruu MUHUCTEPCTBO 3apaBooxpaHeHuss PP B TedeHue 5
paGounx AHEH cO JHSA MCTEYEHHUs OOILIero cpoka MPUHMMAET pelieHHe o0 OTKa3ze B roCyJapCTBEHHOMH
peructpanuu (MepeperucTpalnn) NpeaeibHON OTIYCKHOM I€HBl MPOW3BOAUTENS HAa JEKapCTBEHHBIH
mpemapaTr, 0 4YeM B MHUCBMEHHOW (opme yBemoMIIseT AepiKaTels WX BIaJeNblla PETUCTPALMOHHOTO
yIIOCTOBEPEHUS JIGKAPCTBEHHOTO Mpenapara (YIOJTHOMOYEHHOE UM JIHUIIO).
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13. ®enepanbHas aHTUMOHONOJBHAS CIy)kK0a B TeueHwe 15 paboumx AHEH cO IHS MOJTydCHHUS
JOKYMEHTOB, YKa3aHHBIX B IIyHKTe 5 Hacrosmux lIpaBui, mpoBOJUT B COOTBETCTBMM C HACTOSIILIMMH
[IpaBuiaMu ¥ METOAMKOM SKOHOMUYECKHM aHAIM3 INPEAEIbHOW OTIIYCKHOW LE€HBbI IIPOM3BOAMTEINS Ha
JIEKApCTBEHHBIN IIpenapar, a TakKe NPUHUMAET U HanpasisieT B MUHUCTEPCTBO 31paBoOXpaHeHus PO
pellIeHe O COrTIaCOBaHUM YKa3aHHOM IpeeIbHOM OTIYCKHOM LIEHBI UM 00 OTKa3€ B €€ COIVIacOBaHUU (¢
U3JI0’KEHUEM IIPUUYUH OTKa3a).

14. B cnyyae HEoOXOOUMOCTHM YTOYHEHHMS U (WMIM) JOIOJIHEHUS CBEJIEHUM, COJEp)Kaluxcs B
JOKYMEHTaX, yKa3aHHbIX B MMyHKTEe 5 HacTtosauwmx lIpaBui, nepkaTenb WM Biajieiel] perucTpalioHHOrO
YIOCTOBEPEHHUS JIEKApCTBEHHOrO TMpernapaTa (yNOJIHOMOYEHHOE WM JIMILO), IOPUAWYECKUE JIUIIA,
OCYILIECTBIISIOUINE AEATEIbHOCTh NMPH OOPAIEHUH JIEKAPCTBEHHBIX CPENICTB, OpraHbl MCIOJHUTEIHLHOU
BJIaCTH B MpejAenax MX KOMIIETEHUUHU MpPEeICTaBiIsOT Mo 3amnpocy PenepaibHON aHTUMOHOIOJIBHOM
CIIY>KOBbI COOTBETCTBYIOIIYIO TOKYMEHTAIbHO 0(OPMIIEHHYIO HH(POPMALIHUIO.

Cpox mpencTaBlieHUs Jep)KaTeleM WM  BIAAEIbLEM PErUCTPALMOHHOTO  YIOCTOBEPEHMS
JIEKapCTBEHHOro  mpemnapara  (YHOJHOMOYEHHBIM MM  JIMIIOM),  IOPHUAMYECKUMHU  JIUIAMH,
OCYILIECTBISIOUIUMHU  JIEATENbHOCT, NpU  OOpalleHHH  JIEKapCTBEHHBIX  CPEJCTB, OpraHamMu
WCIIOJIHUTENBHOM BJIACTH B MpefesiaX X KOMIETEHIIMH) He MOXKET MpeBbIIaTh 25 pabounx AHEH co JHA
nostyueHus 3anpoca PeaepanbHON aHTUMOHOTIOIBHON CITYKOBI.

[Ipu 3TOM 00MIMIT CPOK paccMOTpeHUs AJOKyMEHTOB DenepalibHOl aHTUMOHOIOJIBLHOU CiTy:k00i1 He
MO>KET IPEBBIIATh CPOK, MPEAYCMOTPEHHBIN MyHKTOM 13 1 ab3aiieM BTOPbIM HACTOSIIETO IMyHKTA.

[Ipy HemocTymyieHHH OT JepXaTells WM Blajaeiblla PErucTPaliOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOI0 Tpernapara (YHOJHOMOYEHHOIO UM JIMI[a) B YCTAaHOBJICHHBIM CPOK 3ampolieHHOMN
JNOKyMeHTanbHO odopmieHHON uHpopMmanun DenepanabHas aHTUMOHONOJBHAS Ciy)k0a B TeyeHHE 5
pabouux mHEH co AHS HCTEYEHHUs OOIIero Cpoka MPUHUMAET pElIeHHe 00 OTKa3e B COTJIACOBAaHUU
MpeAeIbHON OTIYCKHOM WEHbl MPOM3BOJIWTENS Ha JICKAPCTBEHHBIM IIpenapar M HaNpaBliAeT €ro B
MunucrepctBo 31apaBooxpaHeHusi PD, kotopoe B TedeHne 5 paboumx AHEH CO THS MOJIYYCHUS STOTO
pelleHns TMPUHUMAET pelieHue o0 OTKa3e B TOCYJAapCTBEHHOM PETrMCTpallud WU TepeperucTpanuu
yYKa3aHHOW 1IeHbl, O 4YeM B MHCbMEHHOW ¢opmMe yBeIOMIISIET Jep)Kareias WM BiajJeNbla
PETUCTPAIIMIOHHOTO YAOCTOBEPEHHUS JIEKApCTBEHHOT 0 Mpenapara (YIOoJIHOMOYEHHOE UM JIUIIO).

Jepxxartenp WM BIAAENEll PErUCTPALMOHHOIO YIOCTOBEPEHUs JIEKAPCTBEHHOI'O IIperapara
(YnoJIHOMOUEHHOE UM JIUI0) MPU paccMOTpeHuH 3amnpoca DenepanbHON AHTUMOHOIOJIBHOMN CITYKObI
MOT'YT HanpaBuUTh B MHUHHUCTEPCTBO 3/1paBooxpaHeHus PO cooTBETCTBYyIOMIME YTOUHSIOMME JOKYMEHTBI
(B 2 osk3emruiapax) B TeueHue 10 paboumx gHEH co HaHA MOJdydeHHs 3ampoca dDenepanbHOM
AHTUMOHOTIOJILHOM CITYKOBI.

MunuctepcTtBo 3ApaBooxpaHeHuss P® B Teuenwe S5 pabouynx AHEH CO JHS TOJy4eHUs
COOTBETCTBYIOIIMX YTOYHSIOIIUX JOKYMEHTOB OT Jep)KaTells WM BiaJeibla pPEerucTpalruoOHHOTO
yIIOCTOBEpPEHUS JIEKAPCTBEHHOTO MpernapaTa (ymoJIHOMOUYEHHOTO UM JIMIIA) HAMPaBJISET OJUH dK3EMIUISIP
TaKUX TOKYMEHTOB B DeiepanbHyl0 aHTUMOHOTIONBHYIO CIYXKOY.

15. MunucrepcTBo 31paBooxpaHenuss PO B Teyenue 5 pabouux JIHEH co AHA MONyYEHUs PELIeHUs
denepanbHON  aHTUMOHOIOJBHOM  CIY)KOBI O  COTJIACOBAHUM  NPENENbHOW  OTIYCKHOH  II€HBI
IIPOU3BOINUTEIIS HA JIEKAPCTBEHHBIN Mpenapar Wi 00 0TKa3e B €€ COIIACOBAHUU MPUHUMAET PEIICHUE O
rOCyJapCTBEHHOM perucTpanuu (IepeperucTpanyu) npeaeabHOl OTIYCKHOM LIeHBI MPOM3BOAUTENS Ha
JICKapCTBEHHBIN mpemapaT Wid 00 OTKa3e B TOCYJAapCTBEHHOM perucTpanuu (mepeperucTparyn)
YKa3aHHOM OTITYCKHOM LI€HBI B 3aBUCHUMOCTHU OT pelieHus, NpuHATOoro denepalbHON aHTUMOHOIIOJIBLHON
CITy’K00H.

16. B ciygyae nOpuUHATUS pelIeHUs O TOCYIAapCTBEHHOW perucrpauuu (mepeperucTparim)
NIPENENbHON OTIHYCKHOW IIEHBl IPOM3BOJMTENS Ha JIEKapCTBEHHBIM mpenapar MHHHCTEPCTBO

6 13 55


http://disuria.ru/

MoctaHoBneHue MNpasutenbctea PO o1 29.10.2010 N 865 — O rocyaapCTBEHHOM perynupoBaHny LEeH Ha NekapCTBEHHbIEe npenaparbl,
BKITIOYEHHbIE B MepeYeHb XMU3HEHHO HEOOXOANMbIX U BaXKHENLLMX NekapCTBEHHbIX NpenapaToB — [leincTByoLasn nocneaHsas peaakums ot
18.11.2020 — Pegakumsa N 16 — Havano gevcteusa pegakumm 20.11.2020

31paBooXpaHeHuss P@® BHOCUT COOTBETCTBYIOLME JAHHBIE B TOCYAAPCTBEHHBIM peecTp B CpOK,
IIPE1yCMOTPEHHBIN INyHKTOM 6 IIpaBui BeaeHHsS TOCYJApCTBEHHOIO peEecTpa 3aperucTpUpPOBAHHBIX
IIpEIENbHBIX OTIIYCKHBIX LIEH MPOU3BOAUTENCH Ha JIEKapCTBEHHBIE IIPENapaThl, BKIIIOUEHHBIE B II€PEUEHb
KU3HEHHO HEOOXOJIUMBIX U BaKHEUIIMX JIEKApCTBEHHBIX MPENapaToB, YTBEPKICHHBIX I1OCTAHOBIECHHEM
[IpaBurensctBa PO ot 29.10.2010 N 865 "O rocynapcTBEHHOM PETyJIUPOBAHUU II€H HA JICKAPCTBEHHbBIC
npernaparel, BKIIOYEHHBIE B TIEpEYEHb JKU3HEHHO HEOOXOJWMBIX W BaKHEHIINX JIEKapCTBEHHBIX
npenapaToB', BbIAAET JAEPIKATEII0 WU BIAAEIbIy PErMCTPAllMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO
npenapaTta (YIOJHOMOYEHHOMY UM JIMIly) BBIIMCKY M3 IIpHUKa3a O TOCYJapCTBEHHOW pPETUCTpaluu
(mepeperucTtpanyy) MOpPeAeTbHON OTHYCKHON II€HbI NPOM3BOAMTENS Ha JIEKAPCTBEHHBIN INpenapar u
pa3MeniaeT COOTBETCTBYIOLIYI0 MH(OpMAalMI0O HAa CBOEM O(UIMAIbHOM caiiTe B HH(OPMAaIMOHHO-
TeJIeKOMMYHUKalMOHHOHU ceTH "HTepHet".

17. ®denepanbHasi aHTUMOHOIIONbHAS CIYX0a MpU MPOBEPKE JTOKYMEHTOB HCIOJIb3YET MCTOUYHUKU
nH(popMaluy, CcoJepKalllue IEeHbl Ha JIEKAPCTBEHHBIE IIpernapaTbl B HHOCTPAHHBIX TOCYyIapcTBaXx,
YKa3aHHBIX B MPUIOKeHUH N 2 K METOAMKE, U COOTBETCTBYIOLIUE CIIETYIOIIUM TPeOOBAHUSM:

a) pa3merniaemas nH(opmaIus J07KHaA OBITH 00IIEIOCTYITHOM;

0) uctouHuk uHpopmanuu (cat B MH(OPMALMOHHO-TEIEKOMMYHHUKAIIMOHHON ceTtu "HHTepHet")
JOJKEH cojiepKaTh MHpopMaIuio o0 opraHu3aiy, OTBETCTBEHHON 3a pa3MeIlleHrne CBEJCHHUM O IeHax
Ha JIEKapCTBEHHBIE MTPenapaThl;

B) pa3Mmemaemas uH(opMmanus JODKHA  TO3BOJATH  UIACHTH(PHUIMPOBATH  HEOOXOJIUMBIE
XapaKTePUCTUKN JIEKAPCTBEHHBIX IIPENapaToB B LEJSAX COMOCTABICHUS JAaHHBIX O 3asBISIEMOM
JIEKapCTBEHHOM IIpenapaTte M JIKApCTBEHHOM IIperapare, 1IeHa Ha KOTOPBbIH COAEpKUTCS B HallIGHHOM
HMCTOYHHUKE WH(pOpMaIuu;

I) pa3meniaemas “HGopManus JoKHA COAEPKaTh CBEJICHUS O LIEHE Ha JIEKapCTBEHHBIH Npenapar u
BaJIIOTE, B KOTOPOM OHA IIPEJCTABIICHA;

1) HCTOYHMKOM HE MOXET SBJIAThCS HH(OpMalMs, cojaepkamias LEHbl Ha JIEKapCTBEHHBIE
Tpenaparsl, MOCTaBIIIEMbIC 3a CUET MEXKTyHAPOAHBIX (PMHAHCOBBIX OpraHu3anuii (POHIOB) MO PEIICHUIO
BcemupHoil  opraHuzanuM = 34paBOOXpaHEHUs B paMKax ~ TI'YMaHMTapHOM  NOMOIIM WM
0J1arOTBOPUTEIBHOCTH.

18. B cmyyae mnpuHsATHS pemieHHss 00 OTKa3e B TOCYAapCTBEHHOM pPErUCTpalu WM
MepeperucTpaluy MpeaeabHOM OTIYCKHOM LEeHbl MPOU3BOJAUTENS Ha JIEKAPCTBEHHBIM Ipernapar
MuHnucrepcTBo 3apaBooxpaHeHuss PD B cpok, HE NpEeBBIIAKOIMA 5 pabouyux AHEH, yBEIOMIISCT
JepxaTels WIM  BIaJeNblla PETUCTPAIMOHHOTO  YAOCTOBEPEHHUs JIEKApCTBEHHOTO  Iperapara
(YrmoJIHOMOYCHHOE MM JIMIIO) B MHUCBMCHHOW (OpME O MPUHSATOM pEIICHHH (C H3JI0KEHHEM MPUYHH
0TKa3a).

19. OcHoBaHusiMH 1JIs1 OTKa3a B corjacoBanuu @DenepalibHON aHTHUMOHOIOJBHON CIyX00i
rOCy/IapCTBEHHOW perucrpanuu (mepeperucTpanuu) npeaeabHOl OTHYCKHOM IEHBbI MPOU3BOJIUTENS Ha
JEKapCTBEHHBIH  mMpemapar, OTKa3a B  TOCYJapCTBEHHOW  peructpanuu  (MepeperucTpaIiumn)
MuHnucrepctBoM  3apaBooxpaHeHuss P® mnpenenbHOM  OTMYCKHOW  II€HBI  NPOM3BOJAUTENS  HA
JIEKapCTBEHHBIN Mpenapar ¢ y4eToM pelieHwus, npuHaToro deaepalbHON aHTUMOHOIOIBHOM CITyX00H,
SIBJISTFOTCSI:

a) MpeCTaBlIeHUE HEIOCTOBEPHBIX CBEJICHUI;

0) mpeacTaBieHUE JOKYMEHTOB HE B MOJHOM O0beMe W (MJIM) HEMOJHOTa COJCPIKAIINXCS B HHUX
CBEJICHUI;

B) HEMpE/CTaBJICHNE CBEACHUI, TPETyCMOTPEHHBIX TyHKTOM 14 HacTosux [IpaBu;

I') TPEBBHIIICHUE TMPEACTABICHHONW JUIsI TOCYJapCTBEHHOW PErucTpalii WM TepeperucTpauu
NpeAeIbHOM OTIYCKHOM LEHbI TPOU3BOAUTENS HA JIEKAPCTBEHHBIN MpenapaT Hajl IEHOM, pacCUUTaHHOU B
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COOTBETCTBUH € HacTosiiuuMu [IpaBunaMu U METOIUKOM.

20. Pemenne 00 OTKa3e B TOCYJapCTBEHHON PETHCTPAllMM WM TEPEPETUCTPAMU TpPEICIbHOM
OTILYCKHOM II€HBI MPOU3BOJUTENS Ha JIEKAPCTBEHHBIN Ipernapar MOXKET ObITh 00KajJoBaHO B CyJeOHOM
MOPSIKE.

21. Jlns rocynapCTBEHHOM pErucTpalyy MpeAeIbHOM OTIYCKHOM II€Hbl IPOU3BOAUTENS Ha
JIEKAPCTBEHHBIA IIpenapar, KpoMmMe JOKYMEHTOB, YKAa3aHHbIX B IyHKTe 5 Hacrosmux Ilpasuin,
IPEJCTABIAIOTCS sl IPOBEACHUS YKOHOMHMUYECKOIO aHaiu3a (IO BBIOOPY AepiKaTellsd WM Biajelbla
PErUCTPAIIMIOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO IMpernapaTa, yIIoJIHOMOYEHHOTO UM JIMIA) CBEACHUS
Ha OyMa)XHOM HOCHUTEJIE C IEepEeBOJOM Ha PYCCKUN SI3BIK (B 2 3K3EMIUIIpAx), MOATBEPXKAAIOIINE
OTIIyCKHBIC II€HBl NIPOM3BOAMTENII HA JIEKAPCTBEHHBIM MpENapaT B HHOCTPAHHBIX TIOCYJIapCTBax,
YKa3aHHBIX B pUiIokKeHUH N 2 K METOJMKE.

22. Jlns TOCynapCTBEHHOM pErucTpalyy MpeAeTbHOM OTIYCKHOM II€Hbl MPOW3BOAUTENS Ha
JIEKapCTBEHHBIN IMpernapaT, HaxoJsduuiicss B oOpamieHuu Ha Tepputopun P®, KpoMe IOKYMEHTOB,
yKa3aHHbIX B TyHKTax 5 u 21 nHacrosmmx [lpaBun, g mpoBeAeHHS SKOHOMHUYECKOTO aHalIn3a
MIPEJICTaBISIOTCS CIIEAYIONNE JOKYMEHThI Ha OyMa)KHOM HOCUTENE B OJHOM 3K3EMILISPE:

a) Uil JIEKapCTBEHHOTO TMpernapara MpPOU3BOAUTENsSI TocylapcTBa — wieHa EBpasuiickoro
SKOHOMMUYECKOTO COI03a, a TaKKe JIEKAPCTBEHHOTO Mpenapara HHOCTPAaHHOTO MPOU3BOJCTBA, EPBUYHAS
1 (WJM) BTOPUYHAS YIIAKOBKA KOTOPOIO OCYILIECTBIISETCS WM TUIAHUPYETCS OCYIIeCTBIAThCS B PD:

(B pen. [Tocranosnenus [IpasutensctBa PO ot 16.12.2019 N 1683)

korust hopmel N 2-JIEK (mpom) "CBeneHust 0 MpOU3BOJICTBE, OTIPY3KE U IIEHAX Ha JICKaPCTBEHHBIE
cpencTBa" 3a OTYETHBIN MMEPUOJ, OTIPEICICHHBIN B COOTBETCTBUH C TyHKTOM 23 HacTosmmx [IpaBu;

KONHMM TOBApHBIX HAKJIAJHBIX HAa KOHKPETHBIM JIEKAPCTBEHHBIM MpENapaT, OTTPYXKEHHBIN 3a
OTYETHBIN TIEPHO/I, OTPEICICHHBIA B COOTBETCTBUU C MYHKTOM 23 HacTosimux [IpaBun (mpeacraBieHue
BCEX TOBApPHBIX HAKIAJAHBIX HEOOXOAUMO, €CIM KOJIMYECTBO OTIPY30K IO JIEKApCTBEHHOMY Ipenapary He
MpEeBBIIIAET 25 ITYK, a M0 JIEKAPCTBEHHBIM IIperapaTaM, 1o KOTOPbIM KOJIMYECTBO OTIPY30K IPEBBILIAET
25 WTyK, NPEACTaBISAIOTCS KOMWK TOBAPHBIX HAKIAAHBIX C HAWOOJBLIUM YyIEIbHOM BECOM B 00beMe
pealin3anuy KOHKPETHOTO JIEKAPCTBEHHOT'O Mperapara, Ho He MeHee 25 MITYK);

0) s JIeKapCTBEHHOro TMpernapaTta HWHOCTPAHHOTO TPOM3BOJICTBA — KOMHUU TaMOXEHHBIX
JEKJIapalvili  Ha IOCTaBKY KOHKPETHOTO JIEKapCTBEHHOIO IIpenapara 3a OTYETHBIM Iepuom,
OTIpEeJIeNIEHHBI B COOTBETCTBUU C MYyHKTOM 23 Hactosimux [IpaBun (mpencrabiieHue BceX TaMOYKEHHBIX
JeKIapaluii Heo0X0AUMO, €CJIM KOJUYECTBO TaMOXKEHHBIX JIEKIapalui Mo JeKapCTBEHHOMY Mpernapary
HE NPEBBIIAET 25 MTYK, a MO JICKAPCTBEHHBIM IIpernaparaM, M0 KOTOPHIM KOJUYECTBO TaMO>KEHHBIX
JeKJIapalyil mpeBblaeT 25 MTyK, MPEACTaBIAIOTCS KOMUU TaMOXEHHBIX JEKIapalnuil ¢ HanOOJIBIINM
yIeIbHOM BECOM B 0OBeMe peanu3aliii KOHKPETHOTO JIEKapCTBEHHOTO IMpernapara, HO He MeHee 25
HITYK).

(B pen. Ilocranosnenus IIpaButenscTBa PO ot 16.12.2019 N 1683)

23. Ilpum rocynapCTBEHHOH pETUCTpAalUM IPENEIbHOW OTIYCKHOM LE€HBbl INPOU3BOIUTENS Ha
JIEKApCTBEHHBIM IIpemnapar 3a OTYETHBIM IMEPUOJ NPUHUMAETCA KaJCHIAPHBIA T0J, MPEALIECTBYIOLINAN
JHIO 10Ja4u B MHUHHUCTEPCTBO 31paBooXpaHeHus PD 3asBineHus 0 rocylapCTBEHHOM pErucTpaluy, a B
clly4ae IIPEICTaBIIEHHs HAa TOCYAAPCTBEHHYK) PETUCTPALMIO MPENEIbHOW OTIYCKHOM LIEHBI Ha
JIeKapCTBEHHBIH npenapat B roj uzganus akra [IpasurensctBa PO 06 yTBepxkaeHUH NepedHs )KU3HEHHO
HEOOXO/JMMBIX M BaXHEHIIMX JIEKAPCTBEHHBIX NpenapaToB Ha CJIEIYIOUIMH KaJeHAapHbIH Troj — 3a
TEKYIIUN KaJICHJApHBINA 0.

24. Ilpu rocynapcTBEHHOW perucrpaunuu (IepeperucTpanuu) MpeieinbHON OTIYCKHOM IIeHbl Ha
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pedepeHTHBIN JIeKapCTBEHHBIN Mpernapar Ul BCeX YKa3aHHBIX B PETHCTPALIMOHHOM YAOCTOBEPEHUHU
JIEKapCTBCHHOTO  Tperapara Ipou3BoAuTeNell  (MIPOU3BOJCTBEHHBIX  IUIOMIAIOK  MPOW3BOJIUTEINS,
YYaCTBYIOIIMX B MPOIECCE MPOU3BOJCTBA) YCTAHABIIMBACTCS €IWHAS MpEleibHAs OTIYCKHAs IleHA Ha
JICKapCTBEHHBIN IpenapaT sl KaXK 101 JIeKapCTBEHHOH (OPMBI, JO3UPOBKU (KOHIIEHTPAIMH, aKTUBHOCTH
B €IMHUIIAX JEHCTBUsI) U OOIIEro KOJIMYeCTBa BO BTOPUYHOM (MOTPEOUTENHCKON) yrakoBKke 0e3 ydera
(OpMBI BBIITYyCKa, 32 UCKITIOUYECHHEM CITy4aeB, MMPEyCMOTPEHHBIX ITyHKTOM 25 Hactosmux [IpaBuit.

[Ipumeuanue.

C 17.12.2019 peructparus (repepeructpaiys) npeaeabHbIX OTIYCKHBIX 1IEH Ha BOCIPOU3BE/ICHHBIE,
OnoaHasioroBble (OMOMOAOOHBIE) JIEKAPCTBA OCYIIECTBIAETCS TMOCIE TPHUHATUS pEImIeHus 00
oOs3arenpHOM mnepepeructpauu B 2019-2020 romax meH Ha COOTBETCTBYIOIIME UM pedepeHTHbIE
JIEKapCTBA.

[Ipn rocymapcTBeHHOW peructpauuu (MepeperucTpanuu) MpeAeTbHON OTIYCKHOM IIeHbl Ha
BOCITPOM3BE/ICHHBINH, OHOaHAIOrOBBI (OMOMOJOOHBIN) JIEKApCTBEHHBIM Mpenapar MPOU3BOAUTEINS
rocynapcTsa — wieHa EBpa3suiickoro sSKOHOMHUYECKOTO COr03a I BCEX YKA3aHHBIX B PEruCTPallHOHHOM
YIOCTOBEPEHUHU JIEKApCTBEHHOrO Iperapara MpousBojauTesneld  (IpOU3BOACTBEHHBIX — IJIOUIA/IOK
MIPOM3BOJIUTENS, YYaCTBYIOIIMX B TIpOLECCe IMPOM3BOJCTBA Ha TEPPUTOPUM TOCylapcTBa — YJIeHa
EBpa3uiickoro 3KOHOMHYECKOIO COI03a) YCTaHaBJIMBACTCS €IuHas MpejeNbHas OTIyCKHas IieHa Ha
JIEKapCTBEHHBIN Ipernapar Ajs Kax a0 JeKapCTBEHHOM (opMbl, T03UPOBKU (00BEMA, MacChl, KOJNYECTBA
7103 B MEPBUYHON YIMAKOBKE) M OOIIETO KOJWYECTBA BO BTOPUYHOUM (MOTPEOMTENIbCKOW) ymakoBKe 0Oe3
yueTa (pOpMBbI BBIITYCKA, 3@ UCKIIIOYEHUEM CIIy4aeB, IPEAyCMOTPEHHBIX MMYHKTOM 25 HacTosumx [IpaBu.
(B pen. [Tocranosnenus [IpasutensctBa PO ot 16.12.2019 N 1683)

[Ipu rocymapcTBeHHOW perucTpanuu (IMepeperucTpanuy) MpeaeabHON OTIYCKHOW IIeHBI Ha
BOCIIPOM3BEICHHBIN, OHOAHAIOTOBBIM (OMOMOAOOHBIN) JIEKAPCTBEHHBIM TMpenapar WHOCTPAHHOTO
MIPOM3BOJICTBA Ul BCEX YKA3aHHBIX B PETUCTPALMOHHOM YIOCTOBEPEHHUH JIEKApPCTBEHHOTO Ipernapara
pou3BoauTeNed (IPOM3BOJCTBEHHBIX IUIOMIAJIOK IPOU3BOJIUTENSA, YYacTBYIOIIUX B Ipoliecce
MIPOM3BOJICTBA 3a TpelesiaMd TOCYAapCTB — WIEHOB EBpa3uiickoro 5KOHOMHYECKOTO COI03a H
OCYILIECTBISIONINX WM IJIAHUPYIOIIMX OCYUIECTBISATh NEPBUYHYIO U (WJIM) BTOPHUYHYIO YIIAKOBKY
JIEKapCTBEHHOro rmpemnapata B P®) ycraHaBnuBaeTcs eauHas MpelelibHAas OTIYCKHas IleHa Ha
JIEKapCTBEHHBIN Ipernapar Ajs KaXI0H JeKapCTBEHHOH (opMbl, T03UpOBKU (00BEMa, MacChl, KOJMYECTBA
7103 B TEPBUYHON yIMaKOBKE) M OOIIEro KOJMYECTBAa BO BTOPHUYHON (MOTPEOMTENHCKOM) yrmakoBKe Oe3
ydeTa (OpMBI BBITYCKa, 32 HCKIIOUEHHUEM CIIy4aeB, MPeIyCMOTPEHHBIX MYHKTOM 25 HacTosmux [IpaBu.
(B pen. Ilocranosnenus IlpaButensctBa PO ot 16.12.2019 N 1683)

25. B cinyyae ecnM MUHUMAJbHBIN ypOBEHb LI€H PEePEpPeHTHOro JIEKApCTBEHHOrO IMpernapaTra Ha
pa3nuuHble (GOPMBI BbINYCKa (IIIPUL-PYYKH, KAPTPUDKU MO0 MHBIE (JOPMBI BBITYCKA, COBMECTHMBIE C
yCTpOHCTBaMM BBEAEHUS (IPUMEHEHMs) WM SIBJSIOIIMECS YCTPONMCTBAMM BBEICHHUS (IIPUMEHEHMs) B
OJIHOM M3 MHOCTPAHHBIX TOCYJAapCTB, yKa3aHHOM B Tabnuue 1 paszaena Il npuiosxenus N 3 Kk MeToauKe,
pasnuyaercsi 6osee yeM Ha 10 MPOIEHTOB, JOIMYCKAETCsl YCTAHABIMBATH MpEAEIbHbIE OTITYCKHbBIE II€HbI
Ha KaXIyl M3 TakuxX (OpM BbIMycKa JEKapCTBEHHOro mnpemnapara. [IpenenbHas OTIMycKHas IieHa Ha
pedepeHTHBIN JIeKapCTBEHHBIH Mpernapar B TakuX (popMax BBIIyCKa YCTaHABIMBAeTCS HA OCHOBAHUU
MUHUMAaJbHBIX ~OTIYCKHBIX LIeH Tmpou3BojuTens (06e3 ydeTa MPOM3BOJACTBEHHBIX IUIOLIAJIOK,
y4acTBYIOIIMX B IMpollecce MPOU3BOACTBA) HA COOTBETCTBYIOIIME (OPMBI BBIMyCKa TaKoOTO
JIEKapCTBEHHOTO TpenapaTa B OJHOM W3 MWHOCTPAaHHBIX IOCYIapCcTB, YKa3aHHOM B Tabmuue 1 pasaena II
npunoxeHust N 3 K MEeToauKe (C y4eTOM PacX0J0B, CBSI3aHHBIX C TAMOXXEHHBIM 0(OPMIICHHEM ).

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 16.12.2019 N 1683)
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IIpy >TOM MakcuManbHas pPa3HHULIA MEXIY MPEIEIbHBIMU OTIYCKHBIMM II€HAaMU Ha TaKou
pedepeHTHBI JIeKapCTBEHHBIN TpenapaT B pa3IMYHBIX (OpMax BBINYCKA, COMOCTABUMBIX IIO
JIEKapCTBEHHON (opMe, NO3MpPOBKE (KOHIICHTPALMH, AaKTUBHOCTU B EAMHUIAX JACHCTBHUS) M OOIMIEMY
KOJIMYECTBY BO BTOPUYHOMU (OTPEOUTENBCKOM) YIIaKOBKE, HE MOYKET MpeBbIaTh 90 IpoIeHTOB.

B cnydae ecnm mpenenbHas OTHYCKHas IieHa Ha pedepeHTHBIH JEKapCTBEHHBIM Ipemapar
3aperucTpupoBaHa B COOTBETCTBUM C HACTOSILUM IYHKTOM, pacdeT IpPEeNIbHBIX OTIYCKHBIX LIEH Ha
BOCIIPOU3BEICHHBIN, OMOAHAIOTOBBIN (OMOTOIOOHBII) JIEKAPCTBEHHBI MpenapaT OCYIIECTBIIAETCS Ha
Ka)X/1yro (OopMy BBIITYCKa C YI€TOM IMPENEIbHBIX OTITYCKHBIX I[€H MPON3BOIUTENCH Ha COOTBETCTBYIOIINE
(bopMBI BeITTycKa peepeHTHOTO JIEKApCTBEHHOTO Mperapara.

26. Jlepxarenb WM Biajeiel] PETUCTPALMOHHOIO YAOCTOBEPEHHUs JIEKAPCTBEHHOIO IIperapara
(YIIOJTHOMOUYEHHOE MM JIMIIO) BOCIPOM3BEICHHOI0, OMOaHaIoroBOro (OMOTOMI0OHOT0) JIEKAPCTBEHHOTO
npenapaTa MPEeACTaBISAIOT I TOCYAApCTBEHHOM perucTpalvy MpelebHYyl0 OTIYCKHYIO II€HY Ha
JIEKapCTBEHHBIN Ipernapar, pacCYUTaHHYIO 0 MEXKIYHapOJIHOMY HENaTEeHTOBAHHOMY HAaMMEHOBAHUIO
(Ipu ero oTCYTCTBUM 1O XUMHUUYECKOMY WJIM TPYIIHUPOBOYHOMY HAMMEHOBAHUIO), IEKAPCTBEHHOU (opme,
JO3UPOBKE (KOHIIEHTpAIMU, aKTUBHOCTU B €IMHUIAX JEHCTBHUS) U OOIIEMY KOJIMYECTBY BO BTOPUYHOU
(mMOTpeOUTENHCKON) YITAKOBKE C MPUMEHEHUEM COOTBETCTBYIOIIETO KOd((HIIMEHTa MO OTHOIICHHUIO K
3aperucTpUPOBAHHON MpeAeIbHOW OTIYCKHOM II€HE MPOU3BOAMTENS Ha pedepeHTHBIN JIeKapCTBEHHBIH
npenapaT B COOTBETCTBHU C METOTUKOI.

27. B cnydae ecnm B paMKax OJIHOTO PETUCTPAllMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO
mpenapara 3aperuCTPUPOBAaH BOCIPOM3BEICHHBIN, OWOAHANIOTOBBIM (OMOMOMOOHBIN) JI€KapCTBEHHBIN
npenapaT MpOU3BOIUTENS IOCYAapcTBa — WwieHa EBpa3uilckoro SJKOHOMHUYECKOTO COI03a U MHOCTPAHHOTO
MIPOM3BOJICTBA, IIEHA JUIsl TAKOTO JIEKAPCTBEHHOTO IMpernapaTa pacCUUThIBACTCS KakK Ui JIEKApCTBEHHOTO
mpernapaTa IPOMU3BOJACTBA TOCyJapcTBa — wieHa EBpa3suiickoro SKOHOMHMYECKOTO CO03a WM
JIEKapCTBEHHOT'O IpernapaTa MHOCTPAHHOTO MPOU3BOJICTBA C YUETOM COOTBETCTBYIOUIETO MOHMKAIOIIETO
K03 duimenTa B COOTBETCTBUU C METOIUKOM.

(. 27 B pen. [loctanosnenus [IpaButennpctBa PO ot 16.12.2019 N 1683)

28. B ciydae OTCYTCTBHS B paMKax MEXKIyHAPOJHOTO HEMNATEHTOBAHHOIO HAMMEHOBAaHUSA M
JeKapcTBEHHOU (opMbl pedepeHTHOro JIEKApCTBEHHOIO IIperapara WM B Ciydae, €ClId IpeleibHast
OTIyCKHasl IIeHa Ha pedepeHTHBIN JeKapCTBEHHBIM MpernapaT HE 3aperucTpUpoBaHa, AepiKaTeib WU
BIIaJIeTIEl] PETUCTPALIMOHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOTO IMpenapara (YnoJIHOMOYEHHOE UM JIMIIO)
BOCITPOM3BEIEHHOTO WJIM OMOAHAIOTOBOTO (OHOIOJI0OHOT0) JEKApCTBEHHOTO IMpenapara MpeAcTaBisioT
JUIS TOCYAapCTBEHHOM perucrpanuu (mepeperucTpalnn) IpeaesibHyI0 OTIYCKHYIO IIEHY MPOU3BOIUTENs
Ha JICKapCTBEHHBIH Mpenapar, paCCUUTAHHYIO 110 MEXKIYHAPOJHOMY HENAaTEHTOBAHHOMY HAMMEHOBAHUIO
(pu ero OTCYTCTBUHM MO XUMHUUYECKOMY WJIM TPYINITUPOBOYHOMY HAMMEHOBAHUIO), IEKAPCTBEHHOH (hopme,
JO3UPOBKE (KOHIIEHTPAIUU, aKTUBHOCTH B €IMHUIAX JICHCTBUS) U OOIIEMY KOJIMYECTBY BO BTOPUYHOU
(moTpeOUTENbCKO) YIMaKOBKE C MPUMEHEHHWEM COOTBETCTBYIOIIETO KOd(h(dHUIIMEeHTa MO0 OTHOIICHUIO K
MAaKCHMAaJIbHOM 3aperHCTPUPOBAHHOM NPEACIBHON OTIYCKHOM LIEHE JIEKapCTBEHHOIO IIperapara,
COBMAIAOIIETO MO0 MEXAYHAPOJAHOMY HEMaTeHTOBAHHOMY HAaMMEHOBAHHIO (TIpU €ro OTCYTCTBUHU TIO
XUMHYECKOMY WM TPYNINUPOBOYHOMY HAMMEHOBAHUIO), JIEKApCTBEHHOW (opMe B COOTBETCTBHH C
pazaenom VIII meTonuku.

29. T'ocynapcTBeHHasi perucTpauusi NpeielbHOM OTIMYCKHOM LEeHbl Ha MMMYHOOMOJIOTHYECKUN
JIeKapCTBEHHBIH NpenapaT (BakIMHY), BKIIOYEHHBIH B MlepeueHb )KM3HEHHO HEOOXOAUMBIX U BaXKHEHUIINX
JIEKapCTBEHHBIX MPENapaToB, OCYIIECTBISAETCS B COOTBETCTBUM C TPEOOBAHUSIMHU, YCTAHOBICHHBIMU IS
pedepeHTHBIX JIeKapCTBEHHBIX MpenapaToB. Ilpu 3TOM nepkaTenb WM BiaJeliel] perucTparioHHOrO
yIOCTOBEPEHUs] JICKapCTBEHHOTO Ipemnapara (YMOJIHOMOYEHHOE UM JIMIO) TPEACTaBIAIOT  JUIs
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TOCYJAPCTBEHHOM pPETUCTpPAlUU IPEACIbHYI0 OTIYCKHYKO LIEHY Ha JICKapCTBEHHBIM IIpenapar, He
IIPEBBILIAIONIYI0 MAKCUMAJIBHYIO 3aPErUCTPUPOBAHHYIO IIPENEIBHYIO OTIYCKHYIO LIEHY IPOU3BOIUTENS
Ha JICKapCTBEHHBIN IIpenapar, COBIAJAIONINN 10 MEXYHApOAHOMY HENATEHTOBAHHOMY HaUMEHOBAHUIO
(mpu ero OTCYTCTBUU MO XUMHYECKOMY WJIM TPYNIUPOBOYHOMY HAMMEHOBAHHIO) U JIEKAPCTBEHHOMU
(bopme, oTpe/IeIeHHYI0 B COOTBETCTBUU C METOIUKOM.

(B pexn. IloctanoBnenus IlpasurensctBa PO ot 16.12.2019 N 1683)

B cnywae ecnum Ha pmaty nomaun B MuHucTepcTBO 31paBooxpaHeHuss P® 3asgBieHus o
TrOCYJApPCTBEHHOM pErucTpalMy Ha JIEKAPCTBEHHBIM IIpernapar, NPUMEHSEMBbId B IEAAATPUYECKON
[IpaKTUKe (HA OCHOBAHWU CBEICHUI HHCTPYKIMHU MO MEAWLHUHCKOMY INPUMEHEHUIO JIEKapCTBEHHOI'O
npenapaTta), He 3aperucTpUpOBaHa INpeleNbHas OTIYCKHAas IleHa Ha JIeKapCTBEHHBIN Ipenapar B
JNO3UPOBKAX, IPUMEHSEMBIX B IIEIMATPUYECKOM IIPAKTUKE, B paMKax OJHOTO0 MEXIYHapOIHOTO
HENAaTEeHTOBAHHOTO HAMMEHOBaHUS (IIpU €ro OTCYTCTBHM XUMHUYECKOTO WM TPYHNIUPOBOYHOIO
HAaUMEHOBAaHUs) U JIEKAPCTBEHHON (OPMBI, pacyeT OCYIIECTBIIIETCS B COOTBETCTBUM C TPEOOBAHUSAMH,
YCTaHOBJIEHHBIMU JUIsI pe(epEeHTHBIX JIEKapCTBEHHBIX NpenaparoB. [Ipu 3ToM MakcumanbHas pasHHIA
MEXIYy MHUHHMAJIbHOM 3apETUCTPUPOBAHHON MPEAEIbHOW OTHYCKHOW IIEHOW Ha JIEKapCTBEHHBIN
Npenapar U MPEACTABICHHON Il TOCYAAapCTBEHHON PErMCTpaluM MPENeTbHOW OTHYCKHOW LEHOM Ha
JIEKApCTBEHHBIN IIpenapar, paCCUNTaHHASI UCXO0Id U3 CTOMMOCTH €QUHUIIBI JCHCTBYIOIIETO BEUIECTBA, HE
MOXeET npeBblaTh 90 MpOLEHTOB.

(a63ar BBesieH [locranoBnenuem I[paBurensctBa PO o1 16.12.2019 N 1683)

30. 3apeructpupoBaHHas MpeleiabHAs OTIYCKHAs I1I€Ha NPOU3BOJIUTENS Ha JIEKAPCTBEHHBIN
mpernapaT MOKET ObITh NEpEeperucTprupoBaHa B LENSIX YBEIUYEHHUS B CIIydasX, HPEeTyCMOTPEHHBIX
nyHkTamu 32 u 34 Hactoaummx [IpaBui, Ha OCHOBaHMM 3asBJICHUS O MEPEPErHCTPald U JOKYMEHTOB,
MPEACTABICHHBIX B MUHUCTEPCTBO 3paBooxpanenust PO mo 1 oktsa0pst kaxaoro roga (He damie 1 paza B
KajneHaapHoMm roay). IlpenenbHas oTHyckHas lleHa Ha JIGKAPCTBEHHBIM MpemapaT HE MOXET ObITh
MepeperucTpupoBaHa B TOM ke KaJIeHJapHOM rojly, B KOTOPOM OHa Oblja 3aperucTpupoBaHa.

31. 3agBieHHas K MEPEPETUCTpAlliM MpeJesibHAs OTIYCKHas IIeHa BOCIPOU3BEACHHOTO,
OroaHaIoroBoro (6MOMoOI00HOI0) JEKAPCTBEHHOTO Ipenapara rmocjie nepeperucTpaiud He MOXKET ObITh
BBIIIIE 3apETHCTPUPOBAHHOW TIPEACTbHOH OTIYCKHOW II€HBI TMPOU3BOAMTENS Ha pedepeHTHBIN
JICKapCTBEHHBIH Mperapar, ONpeelICHHON B COOTBETCTBUU C METOTUKOM.

[Ipumeuanwue.

[IpenenbHble OTIyCKHbIE LeHbl Ha JekapctBa u3 nepeuns JKHBJIIIL, 3apeructpupoBansbie 10
17.12.2019 u mepepeructpupoBaHHble B 00s3aTeabHOM mopsiake B 2019-2020 romax, MOryt ObITh
nepeperucTpupoBanbl B cooTBeTcTBUU ¢ NyHKTOM 32 (IloctanoBnenue IlpaBurensctBa P® ot
16.12.2019 N 1683).

32. 3aperucTpupoBaHHas TpejAeibHas OTIYCKHAas 1leHa Ha JICKapCTBEHHBIM Ipenapar
MPOU3BOAUTENS TOCyJapcTBa — wieHa EBpa3uiickoro »KOHOMMYECKOTO COr03a MOXKET ObITh
IIEPEPErUCTPUPOBAHA B COOTBETCTBUM C METOJUKOM:

(B pen. [Tocranosnenus [paButensctea PO ot 16.12.2019 N 1683)

a) A7 JIeKapCTBEHHBIX MpenapaToB HIKHETo IEHOBOro cermeHta 10 100 pyOnel (BKIIOYUTEIHHO)
— B CJIy4ae U3MEHEHHs LIEH Ha ChIPbE M MaTEpHUaJIbl, a TAKXKE B CIy4ae U3MEHEHUS HAKIAJHbIX PACcX0/0B,
HO HE BBIIIE YpPOBHA (AKTUYECKOW MHEOISAUMU B MPEIIIECTBYIOIIEM KaJIEHAAPHOM IOy C Y4YeTOM
MPOTHO3UPYEMOTO YPOBHSA HHQIIALNHK, YCTaHOBJIEHHOTO Ha TEKYIMIMHA roj ¢enepaabHbIM 3aKOHOM O
¢benepaabHOM O10JKETE Ha COOTBETCTBYIOIIUI (PMHAHCOBBIH I'0J] M TUIAHOBBIHM MEPHOI;

(8 pen. IlocranoBnenus IlpaButensctBa PO ot 16.12.2019 N 1683)
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0) I JeKapCTBEHHBIX NpenaparoB IieHOBoro cermenta ot 100 py6meit mo 500 pyGunei
(BKJIFOUMTENBFHO) — B CIy4ae YBEIMUEHHS IIeH Ha ChIPhE U MaTepHUAJIbl, UCTIOIb3yeMbIe TIPU MTPOU3BOJICTBE
KOHKPETHOTO JICKAPCTBEHHOTO TIperapara, KOTOpble B PABHOM CTEMEHM BIMAIOT Ha YpPOBEHb
3apeTrMCTPUPOBAHHBIX LIEH HAa BCE JICKAPCTBEHHBIEC TpenapaThl, OTHECEHHBIE K OJTHOMY MEXIYHAPOIHOMY
HEMaTeHTOBAHHOMY HAaMMEHOBAaHWIO M WMMEIOIINE OJMHAKOBBIM MyTh BBEACHUS (KOJEOAHUS BAIOTHBIX
KypcoB, (Gopc-Ma)kOpHBIE OOCTOSATEIHLCTBA, BO3HHUKIINE y MOCTABIIMKOB CBHIPhS M MaTEpHAIIOB), HO HE
BBIIIE YPOBHS (aKTHUECKOW WHOISAIMM B TMPEANISCTBYIOIEM KaJCHIAPHOM TOAYy C YYEeTOM
MIPOTHO3UPYEMOTO YPOBHS WHQIIALNHN, YCTAaHOBJIEHHOTO Ha TEKYIMHMWA TroJ (enepaabHbIM 3aKOHOM O
benepaabHOM OFOJKETE HA COOTBETCTBYIOIIUI (PMHAHCOBBIH I'0J] M TUTAHOBBIH MEPHOT;

(B pen. [Mocranosnenus [IpaBurensctBa PO ot 16.12.2019 N 1683)

B) JUIsl JIEKapCTBEHHBIX IpenapaTtoB LeHoBoro cerMeHta ot 100 pybneir mo 500 pyOnei
(BKJIFOUMTENFHO) — B CIIydae M3MEHEHHUs IIeH Ha ChIphe W MaTepHalibl, a TakKKe B CIydae M3MEHEHHS
HAKJIaJHBIX PAacX0/0B, HO HE BBIIIE MPOTHO3UPYEMOTO YPOBHS HMH(MISAIMU, YCTAHOBIEHHOTO HAa TEKYIIUH
roq (QenepasbHBIM 3aKOHOM O (eaepalbHOM OrO/KeTe Ha COOTBETCTBYIOIIUH (PUHAHCOBBIA TOA U
IJTAHOBBIN MEPHUOT;

(B pen. Iloctanosnenus IlpasurensctBa PO ot 16.12.2019 N 1683)

T') JUTSI JIEKApCTBEHHBIX TpernapaToB 0e3 OTpaHWYCHUS IO IIEHe — B CITydae €CJIM CpeHEB3BEIICHHAs
(daxTHueckas OTITyCKHAs IIeHa Ha JIGKAPCTBEHHBIA Mpenapar 3a TMEepHOJ], UCTEKIIUHA CO JHS TPHHSATHS
pemeHusi O TOCYNAapCTBEHHOW  perucTpanmy  (MOCHETHEeH  TepeperucTpamuu, o0s3aTebHON
nepepeructpaiuu B 2019-2020 rongax) mpenenbHOM OTIYCKHOM II€HBI A0 THS TOJAaYd 3asBJICHUS O
nepeperucTpanuy, ObUla HWKE 3aperMCTPUPOBAHHOM HA OSTOT MEpUOJ IIeHBl He Oojiee uYeM Ha
IIPOrHO3UPYEMBI YpOBEHb HH(IIALMM, YCTAHOBICHHBIM Ha TEKyHUIMH rox QenepajbHbIM 3aKOHOM O
(benepanbHOM OOKETE Ha COOTBETCTBYIOUIMM (MHAHCOBBIA I'OJ U IJIAHOBBIA NEPUOJ, HO HE BBIILIE
BEJIMYUHBI, PACCUUTAHHON B COOTBETCTBHH C METOJIUKOM.

(B pen. [Tocranosnenus [IpasutensctBa PO ot 31.10.2020 N 1771)

33. Tlpu mepepeructpanuu MpeaeabHbIX OTHYCKHBIX II€H MPOU3BOJUTENS TOCyJapcTBa — ujieHa
EBpa3uiickoro »KOHOMHUYECKOTO CO03a JIOKYMEHThl Ha HHOCTPAHHOM S3bIKE MPEJCTABIISIIOTCS Ha
OyMa)>KHOM HOCHTEJIE C 3aBEPEHHBIM B YCTAHOBJICHHOM MOPSIKE EPEBOJIOM Ha PYCCKUMN A3BIK.

(B pen. Ilocranosnenus [IpaButenscta PO ot 16.12.2019 N 1683)

JlanHble B OTHOLIEHMM BceX (DaKTUYECKUX IIEH B BaJIIOTE€ TOCyJapcTBa — wieHa EBpasmiickoro
HSKOHOMMYECKOTO CO03a MPECTABIAIOTCS C Y4ETOM Iepecuera Ha pyOiH Mo Kypcy, YCTAaHOBICEHHOMY
LentpanpupiM OankoM P® Ha neHb, Korja MpPOU3BOAUTENEM Oblla OCYLIECTBICHA (hakTHueckas
peanu3anus JEKApCTBEHHBIX IperaparoB OpraHu3alud  ONTOBOW TOPrOBJIM  JIEKAPCTBEHHBIMU
cpeacTBamMu, W (WJIM) anTeYHOM oOpraHu3auud, W (WiId) HWHAWBUIYaTbHOMY MpPEIIpPUHUMATEINIO,
MMEIOIIUM JILIEH3UIO Ha ()apMalleBTHUECKYIO JIeATeIbHOCTb.

[Ipumeuanwue.
[IpenenbHble oOTIyCKHBIE IeHbl Ha JjekapctBa u3 mnepeuns JKHBJIIIL, 3apeructpupoBanHbie a0
17.12.2019 u mepepeructpupoBaHHble B oOsi3aTernbHOM Topsake B 2019-2020 romax, MOTyT OBITh

nepeperucTpupoBanbl B cooTBeTcTBUM ¢ mMyHKTOM 34 (IlocranoBnenue IIpaBurensctBa P® ot
16.12.2019 N 1683).

34. 3apeructpupoBaHHas IpeneibHas OTIYCKHAs 1I€HA JIEKApCTBEHHOrO Mpernapara UHOCTPAHHOTO
MIPOM3BOJICTBA, B TOM YHMCJIE MEPBUYHASA U (MJIM) BTOPUYHAS YITAKOBKA KOTOPOTO ocylecTBisieTcs B PO,
MOXXET OBITh MEepPEepEeTrUCTPUPOBAHA B COOTBETCTBMM C METOAHMKOW, €CIH POCT Kypca HaIlMOHAJIbHON
BaIIOTHl TOCYJApCTBAa — MPOU3BOJUTENS K PYON0 CO JHSA TPUHSATUS PEIICHHS O TOCYAapCTBEHHOM
peructpanuu (MOCICIHEH MepeperucTpanuu, o0s3arenbHOi nepepeructpamuu B 2019-2020 romax)
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MpEIEIbHON OTIYCKHOW LIEHBI TPOU3BOJMUTEINS HA JIEKAPCTBEHHBIM IIpenapar no JEHb MOJa4M 3asBJICHUS
0 MepeperucTpaIuy MPEBHIIIACT MPOTHO3UPYEMBIN YPOBEHb MHQIISIINH, YCTAHOBJICHHBIN HA TEKYIIUN TO 1
(denepaibHBIM 3aKOHOM O (pefiepanbHOM OIO/PKETE Ha COOTBETCTBYIOIINN (DMHAHCOBBIN TOJ U TUIAHOBBIN
IIEPUO.
(8 pen. ITocranosnenuii [IpaBurensctBa PO ot 16.12.2019 N 1683, ot 31.10.2020 N 1771)
[Tepeperucrpanuss npeAenbHONM OTIIYCKHOM IIE€HbI JIEKAPCTBEHHOIO Npenapara WHOCTPAHHOTO
MIPOU3BO/JICTBA, B TOM YHUCJIE MEPBUYHAS U (WJIM) BTOPUYHAS YIIAKOBKA KOTOPOTO OCYIIECTBIsieTcs: B PO,
OCYIIECTBIISIETCS C YYE€TOM HIPOTHO3HPYEMOTO YPOBHS WHQIIALUH, YCTAHOBICHHOTO HAa TEKYLIHMH TOJ
(deneparbHBIM 3aKOHOM O (perepaabHOM OIO/PKETE Ha COOTBETCTBYIOIMINN (DMHAHCOBBIN T'OJl M TUTAHOBBIM
MEPUO/JI, HO HE BbHIIIE BEJIMYMHBI YBEIMYECHUS, PACCUUTAHHON B COOTBETCTBHMU C METOAUKOW, C YUYETOM
MHUHUMAJIBHOW OTIYCKHOM IIeHbl Tpou3BoauTeliss (0e3 ydeTa HAWMEHOBAHHS IPOM3BOJCTBEHHBIX
IUIOLIA/I0K, YYacTBYIOIIMX B MpOIlECCe NPOM3BOJACTBA) Ha TaKOW JIEKapCTBEHHBIM IpernapaTr B
WHOCTPaHHBIX TOCY/IapCTBAX, yKa3aHHbBIX B Tabnuie 1 pazaena Il mpunoxxenust N 3 kK MeToauKe.
(B pen. Iloctanosnenus IlpasurensctBa P® ot 16.12.2019 N 1683)

35. Jlns mepeperucTpauyi MOpeaesbHOM OTIYCKHOM UEHbI MPOU3BOJMTENS Ha JIEKAPCTBEHHBIN
mpernapaTr, KpoMe JIOKYMEHTOB, YKa3aHHbIX B IyHKTe 5 Hactosmux IlpaBun, mnpeacTaBistores
clleyIonre JOKYMEHTHI Ul SKOHOMHUYECKOT0 aHajlu3a Ha OyMaKHOM HocuTee (B 2 3K3eMIUIsIpax):

a) Ui JIEKapCTBEHHOTO TMpernapara MpPOU3BOAUTENsI TocylapcTBa — wieHa EBpasuiickoro
9KOHOMHYECKOIO COK03a MPH MEPEPErUCTPALM B CIydasix, NPEAyCMOTPEHHBIX noamyHkramu "a" u "B"
nyHkra 32 Hacrosmux [IpaBun:

(B pen. [Tocranosnenus [IpasutensctBa PO ot 16.12.2019 N 1683)

pacueT BENUYHMHBI YIOPOXKAHHUSI CTOMMOCTU ChIpbsi M MaTepualioB B CTPYKType 3aTpar Ha
MIPOM3BOJICTBO U peasin3allvIo JEKapCTBEHHOTO Ipernapara;

KOIHUU KOHTPAKTOB, MOATBEPKAAIOIINX YBEIUYEHHE CTOMMOCTHU ChIPhSl U MAaTEPUaJIOB, CO CPOKAMHU
NEeUCTBUS, 3aBEpIIAOIIMMUCA HE paHee 4YeM uepe3 3 Mecsia co JAHS MoJaud 3asBICHUS O
MepeperucTpaniy, a TakkKe KOMHUU creuuUKanui U BCeX MPHIOKEHUH K KOHTpPaKTaM, KOTOpHIE
SBJISIOTCSI UX HEOTHEMIIEMO YaCThIO;

JOKYMEHTaJIbHOE MOATBEepkKAeHNE (HaKTUUECKHX 3aTpaT Ha ChIphe U MaTepuaibl HA JIeHb NPUHATHUS
pelieHus O TOCYJapCTBEHHOM  peructpanuu  (TMOCienHEedl  mepeperucTpanu, o0s3aTenbHON
nepepeructpaiuu B 2019-2020 ronax) npeaenbHOM OTITYCKHOM IIEHbI Ha JIEKAPCTBEHHBIN MTpenapar;

(B pen. [locranosnenus [IpaButenscta PO ot 31.10.2020 N 1771)

pacueT BeNWYMHBl M3MEHEHHs] HAKJIaJHBIX pacXxoJOB B clydyae YyBeludyeHus TapudoB Ha
AIIEKTPUYECKYI0 SHEPruio, TeIIOCHaOXKeHHe, BOJOCHaOXKEeHHMEe U IIeH Ha TOIUIMBO, a TaKXKe pacuer
YBEJIMYCHHUS]  aMOPTU3ALIMOHHBIX  OTYMCICHUH 1O  OCHOBHBIM  CPEICTBAM,  HCIOJb3YEMBIM
HEMOCPEJCTBEHHO JJIsl IPOU3BOJICTBA JIEKAPCTBEHHBIX MIPEMapaTOB;

JOKYMEHTAIbHOE MOATBEPKACHNE YBEIUUEHHUS HAKIAJIHBIX PACX0J0B, a TAKXKE KON JOKYMEHTOB,
MOATBEP>KIAIOLIUX BBOJI COOTBETCTBYIOIIUX OCHOBHBIX CPEJICTB B AKCILTYaTAIUIO;

pacueT ypoOBHSI PEHTAOEIbHOCTH HAa KOHKPETHBIM JIEKAPCTBEHHBIH MpermapaT B COOTBETCTBHH C
METOJINKO;

0) JuId JIeKapCTBEHHOIO TIpernapaTa MPOM3BOAMTENS TOCyAapcTBa — ujeHa EBpasuiickoro
HSKOHOMMYECKOTO CO03a MPHU MEePEeperucTpaluy B Clydasx, MPeAyCMOTPEHHBIX MOAMYHKTOM "0" MyHKTa
32 nacrosmuux [IpaBun:

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 16.12.2019 N 1683)

pacyeT BEIWYUHBI YIOPOKAaHUA CTOMMOCTH ChIpbSi M MaTEpHAIIOB B CTPYKType 3aTpar Ha
IIPOU3BOJICTBO U PEAIN3ALIMIO JIEKAPCTBEHHOTO IIPenapara;

KOIHMHU KOHTPAKTOB, MOATBEPKIAIOIINX YBEIMYEHUE CTOMMOCTH ChIPbSi 1 MaT€pUaJIOB, CO CPOKAMHU
NEUCTBYS, 3aBEPIIAOIIMMUCA HE paHee 4YeM uepe3 3 Mecsla Cco JAHA M[oJaud 3asBICHHUS O
MepeperucTpaniuy, a TaKkKe KOMHU Chenu(UKaluidi U BCeX MPHIOKEHUH K KOHTpPaKTaM, KOTOpHIE
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SBJIIOTCSI UX HEOTHEMIIEMOM YaCThIO;

JOKYMEHTAJIbHOE MOATBEPXKAeHNE (PAaKTHUECKUX 3aTpaT Ha ChIPhE U MaTepUabl Ha ACHb MPUHATHS
pelieHuss O TOCYJapCTBEHHOW  perucrpauuu  (MOCIEIHEW  Iepeperucrpanuu, 00s3aTelbHON
nepepeructpaiuu B 2019-2020 rosnax) npeenbHON OTIIYCKHOM LIEHBI Ha JIEKapCTBEHHBIN Mpenapar;

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 31.10.2020 N 1771)

pacueT ypoBHSI PEHTAOEIbHOCTUM HAa KOHKPETHBIM JIEKAPCTBEHHBIN IIpernapaT B COOTBETCTBHM C
METOINKOM;

B) /s JIEKAPCTBEHHOrO IIperapara IpOU3BOAMUTENS TocyldapcTBa — wieHa EBpasuiickoro
SKOHOMMYECKOT0 COI03a IPU MEpPEperucTpanyu B ciaydasx, IpelyCMOTPEHHBIX MOANYHKTOM "T" IyHKTa
32 nacrosmux Ilpasun, — konwst popmer N 2-JIEK (mpom) "CBenenus o mpou3BOACTBE, OTTPY3KE U IIEHAX
Ha JIEKapCTBEHHbIE cpenacTBa" (s OTEUYECTBEHHBIX IPOM3BOAMTENEH), a TaKKe KOMHUU TOBApPHBIX
HAaKJIJHbIX HA KOHKPETHBIM JIEKapCTBEHHBIM IIpemnapar, OTTPYKEHHBIM B aapec IMOKylareiled B
COOTBETCTBYIOIIIMI OTYETHBIA NEPHOJ, OINPEACICHHbIH B COOTBETCTBHUHM C IIYHKTOM 37 HaCTOSIIMX
[IpaBun (mpezncraBiieHMe BCEX TOBAPHBIX HAKIAIHBIX HEOOXOJIMMO, €CIIM KOJHMYECTBO OTIPY30K IO
JIEKapCTBEHHOMY IIpenapaTy He MpeBbIIIaeT 25 MTYK, a MO JEKapCTBEHHBIM Ipernaparam, 10 KOTOPhIM
KOJIMYECTBO OTIPY30K MpPEBBIIIAET 25 MTYK, HEOOXOIUMO MPEACTaBUTh KOMHHM TOBAPHBIX HAKIATHBIX C
HauOOJBIINM YIEIHLHOM BECOM B 00bEME pealH3allid KOHKPETHOTO JIEKAPCTBEHHOTO Mpernapara, HO He
MeHee 25 MTyK);

(B pen. Iloctanosnenus IlpasurensctBa PO ot 16.12.2019 N 1683)

) JUld JIEKQpCTBEHHOTO IpernapaTta WHOCTPAHHOTO MPOM3BOJCTBA, NMEPBUYHAA U (WJIM) BTOPUYHAS
yIaKkoBKa KOTOPOTO OCYIIECTBISETCS WIM IUIAHUPYETCs OCYyIIecTBIsAThC B P®D, nepxkarenem wuiu
BJIQJIEJIBLIEM PETUCTPALMOHHOIO YAOCTOBEPEHUs JIEKAPCTBEHHOrO IpenapaTa (YHOJIHOMOYEHHBIM UM
JIMILIOM) IIPH NIEPEPETUCTPALIMHU B CIIy4asX, IPelyCMOTPEHHBIX MyHKTOM 34 HacTtosmux [IpaBui:

(B pen. [Tocranosnenus [IpaButensctBa PO ot 16.12.2019 N 1683)

KOIIMM TOBApHBIX HAKJIAJHBIX HAa KOHKPETHBIM JICKAPCTBEHHBIM Ipenapar, 3a COOTBETCTBYIOLIUN
OTYETHBIN TIEPHO/I, OTMPEICICHHBIM B COOTBETCTBHU C MYHKTOM 37 Hactosimux [IpaBun (mpeacraBieHue
BCEX TOBApHBIX HAKJIAHBIX HEOOXOAUMO, €CIIM KOJIMYECTBO OTIPY30K IO JIEKAPCTBEHHOMY Ipernapary He
IIPEBBIIIAET 25 MITYK, a M0 JEKapCTBEHHBIM IIpenaparam, 110 KOTOPbIM KOJIMYECTBO OTIPY30K IIPEBBIIIACT
25 wWTyK, HEOOXOUMO MPEACTaBUTh KONHUU TOBAapHBIX HAKIAJHBIX C HAaHOOJIBLIIMM YAEIbHOM BECOM B
o0beMe peanu3alyy KOHKPETHOTO JIEKapCTBEHHOIO IipenapaTa, HO He MeHee 25 MITYK);

cBelleHUs (1O  BBIOOPY JepxKareist WM BIaJeiblia PETUCTPALMOHHOTO  YAOCTOBEPEHHUS
JIEKapCTBEHHOI0 Ipenapara (YHOJHOMOYEHHOTO MM JIML@A), HOJATBEPXKJIAIOIIME OTIYCKHBIE IIEHbI
IIPOU3BOIUTEIS Ha JIEKApCTBEHHBIN IIpenapaTr B MHOCTPAaHHBIX TOCYAAPCTBAX, YKA3aHHBIX B IPUIIOKCHUU
N 2 k MeTouke (Ha OyMa)KHOM HOCHUTEJNE C IIEPEBOJIOM HA PYCCKHM A3bIK);

1) JUIsl IEKapCTBEHHOT'O Iperapara HHOCTPAHHOTO MIPOU3BOJICTBA MPU IEPEPErucTpaLuy B CiIydasx,
IIPELyCMOTPEHHBIX YHKTOM 34 Hacrosiuux [Ipasun:

(B pen. IlocranoBnenus IIpaButenscTBa PO ot 16.12.2019 N 1683)

KOIMM TaMOXXEHHBIX JCKJIapaliii Ha IIOCTaBKy KOHKPETHOIO JIEKAPCTBEHHOIO IIpernapara 3a
COOTBETCTBYIOIIUN OTYETHBIA IEPHUOJ, ONPEACICHHBIM B COOTBETCTBUM C IIYHKTOM 37 HACTOALIUX
[IpaBun (mpexacTaBiieHUe BCeX TaMOXEHHBIX JeKJIapanuil He0OXOIUMO, €ClIi KOJIUYECTBO TaMOXKEHHBIX
JEKJIapalyil 1o JIEKApCTBEHHOMY IIpenapary He IpeBbIIIacT 25 MITYK, a [0 JIEKapCTBEHHBIM IIpenapaTam,
[0 KOTOPBIM KOJIMYECTBO TaMOKEHHBIX JEKJIAapalui MpeBbIIaeT 25 MTyK, HEOOXOJUMO MpeACTaBUThH
KOIMM TaMOXXEHHBIX JIeKJIapaluii ¢ HauOOJbIIUM YAEIHbHOM BECOM B 00bEeMe pealn3alud KOHKPETHOTO
JIEKapCTBEHHOI'O IIpenapaTa, Ho He MeHee 25 MITYK);

cBelieHUs (MO  BBIOOPY JiepXareis WM  BIAJeblla PErUCTPALMOHHOTO  YAOCTOBEPEHMS
JIEKapCTBEHHOTO TpenapaTra (YHOJHOMOYEHHOTO MM JIMLA), HOJATBEPXKJAIOIIME OTIYCKHBIE IIE€HbI
IIPOU3BOJIUTEINS Ha JIEKapCTBEHHBIN IIpernapaTr B NHOCTPAHHBIX TOCYIapCTBAX, YKA3aHHBIX B MIPHIJIOKEHUN
N 2 k MeTouke (Ha OyMa)KHOM HOCHTEJIE C TIEPEBOJIOM Ha PYCCKUI S3BIK).
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36. Ilpu mnepeperucTpaluu NpPEACNIbHBIX OTIYCKHBIX IIEH Ha JIEKQpCTBEHHBIE IIperapaTsbl
IPOU3BOJUTEN rOCydapcTBa — 4ieHa EBpa3miickoro 53KOHOMHUYECKOIO COI03a B Clydasx,
IIPENyCMOTPEHHbIX ToAnyHKkTamMu "a"-"B" mnyHkra 32 Hacrosmmx IlpaBui, npenenbHbI ypOBEHb
PEHTa0ETHLHOCTH HE MOXKET IpeBbImaTh 30 IPOIEHTOB.

(B pexn. Iloctanosnenus IlpasurensctBa PO ot 16.12.2019 N 1683)

37. Ilpu mepeperucTpanuy NpeIeIbHON OTIMYCKHOW IIEHBI MPOU3BOIUTENS] HA JIEKAPCTBEHHBIN
IpernapaT B KaYeCTBE OTYETHOI'O MepHOoJia IPUHUMAETCS NIEPUO/JI, UCTEKIINNA CO JHS MPUHATHS PELIECHUS O
roCyJapCTBEHHOM peructpanuu (MocieIHen nepeperucTpaiuu, o0s3arenbHon nepeperucrpanuu B 2019-
2020 ronmax) mpenenabHOM OTHYCKHOW II€HBI HA JIeHb Mojauyu B MUHHUCTEPCTBO 3apaBooxpaHeHus PO
3asIBJICHUS O NEPEPEruCcTpaIiu.

(B pen. Iloctanosnenus IlpasurensctBa PO ot 31.10.2020 N 1771)

38. Ha ocHOBaHMM 3asBJICHUS O IEPEPETUCTPALINH, [TPEICTABICHHOTO JepyKaTeJIeM WM BIIaJeNIbLiEM
PErUCTPaIIMIOHHOTO yJOCTOBEPEHHS JIEKAPCTBEHHOIO Mpemnapara (yrmoJHOMOYEHHOTO UM JIMIA) B LIETSAX
CHW)KEHUs IIeHbl Ha JICKapCTBEHHBIM npenapar, MuHucTepcTBO 3apaBooxpaHeHus Pd paccmarpuBaer
BONIPOC O MPHUHATUU PELIEHUS O CHIKEHWH 3aperMCTPUPOBAHHON TMPENeNbHON OTIMYCKHOM IIEHbI
MIPOU3BOIUTENS HA JIEKAPCTBEHHBIN Ipenapar. 3asBICHNUE O MEPEPErUCTPALNN B LEIAX CHUKECHUS LICHBI
Ha JIEKapCTBEHHBIM IpemapaT MOKET OBbIThb MPEICTAaBIEHO COBMECTHO C 3asBJICHHEM O BHECEHHH
W3MEHEHUI B PEECTPOBYIO 3allMCh O TOCYIAPCTBEHHOW PEruCTpalyyd NPEeAeIbHONW OTIYCKHOM IIEHBI
MIPOM3BOJIUTENS. Ha JIEKAPCTBEHHBIM TMIpernapaT B COOTBETCTBHMM HyHKTOM 7 IlpaBun BeneHus
rOCYJApCTBEHHOTO PEEeCTpa NPENEIbHBIX OTIYCKHBIX I€H IPOU3BOJUTEIECH Ha JIEKAPCTBEHHbIE
npenapaTsl, BKJIIOYEHHbIE B TEPEYeHb KU3HEHHO HEOOXOAMMBIX W BaXXHEHMIIUX JEKapCTBEHHBIX
MpEenapaToB, YTBEPKICHHBIX MocTtaHoBiIeHUeM I[IpaButensctBa P® ot 29.10.2010 N 865 "O
rOCYJapCTBEHHOM PpEryJIUPOBAaHUM LIEH Ha JIEKapCTBEHHBIE MPENapaThl, BKIOYEHHBIE B IMEPEYECHBb
YKU3HEHHO HEOOXOIMMBIX U BaKHEUIITNX JICKAPCTBEHHBIX MTpenapaToB.

38(1). Ilpy HamMYUMK B OTHOIICHWH OJIHOTO JIGKAPCTBEHHOTO Ipernapara pereHuss MUHHCTepCTBa
3apaBooxpaHeHusi P® o mepeperucrpanvii  3aperucTPUPOBAHHONM MPEACTbHOW OTHYCKHOW II€HBI
MIPOM3BOIUTEINS Ha JIEKAPCTBEHHBIN Mpenapar B coOoTBeTcTBUM ¢ MyHKTOM 30 Hacrosmmx [IpaBun nu6o B
COOTBETCTBUU ¢ IMyHKTOM 38 Hactosmux [IpaBwn u pemenus MuHucTepcTBa 31paBooxpaneHus PO o6
oOs3arenpHO mepepeructpanuu B 2019-2020 romax mpeaeabHONW OTIMYCKHOW IIEHBI MPOW3BOIUTENS B
cootBeTcTBUU ¢ IIpaBunamu oOs3atenbHOM niepepeructpanuu B 2019-2020 romax 3aperucTpupoBaHHBIX
MpelIebHBIX OTIYCKHBIX LIEH MPOU3BOAUTENCH Ha JIeKapCTBEHHbIE MIPenapaThl, BKIIOUEHHBIE B IIEPEUCHb
KU3HEHHO  HEOOXOJAMMBIX M  B@KHEWIIMX  JICKAPCTBEHHBIX  IPENaparoB,  YTBEP>KICHHBIMU
noctanoBienueMm IIpaButensctBa P® ot 29 oktsa6ps 2010 r. N 865 "O rocymapcTBEeHHOM
PETYIUPOBAHUM LIEH Ha JIEKAPCTBEHHBIE Mperaparhl, BKIIOUYEHHBIE B MEPEUYCHb )KHU3HEHHO HEOOXOAUMBIX
U BaXHEWIIUX JEKapCTBEHHBIX MpernaparoB’, MPUMEHEHUIO MOMAJIECKUT IeHa, TIepeperucTpupoBaHHas B
cooTBeTcTBUU ¢ MyHKTOM 30 n1160 myHkrom 38 Hacrosmmx [Tpasu.

(m. 38(1) BBeneH Ilocranosnenuem IlpaBurensctBa P® ot 31.10.2020 N 1771)

39. FOCyI[apCTBeHHaH peructpanuss U ICpeperucrpanud MNpCeaACIbHBIX  OTIIYCKHBIX  IICH
HpOI/I3BO,[[I/ITeJ'IeI\/’I Ha JICKapCTBCHHBIC ITPCIIApaThl OCYHICCTBIISACTCA OecIIaTHO.

40. ®enepanbHas aHTUMOHONONbHAS CIyk0a B MUCBMEHHOM (opMe yBEeAOMIISIET JAepKaTelns WM
BJIQJleNIblla  PETUCTPAL[MIOHHOTO  YJOCTOBEPEHMsS JIEKAPCTBEHHOTO Mpermapara O Heo0XOAUMOCTH
U3MEHEHHs 3apETUCTPUPOBAHHON IPENEIbHOW OTIYCKHON ILIEHBI IPOM3BOJUTENS HA JIEKAPCTBEHHBIN
Ipernapar, eciy Mocie rocyJapCTBEHHON perucTpanuu (mepeperucTparim) npeaeabHoN OTITYCKHON IIeHbI
IIPOU3BOJUTENS Ha JIEKapCTBEHHBIM Ipenapar YCTAaHOBJIEHO, YTO JIep)KaTeleM WM BIIAJENIbLEM
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PEruCTPALIMOHHOTO YAOCTOBEPEHHUSI JIEKAPCTBEHHOTO MpernapaTta (yrnoJIHOMOYEHHBIM UM JIMIIOM) ObLIN
IIPEACTABIICHBI HEIOCTOBEPHBIC CBEICHMS, MOBIMSBIIME HA PE3yJIbTAaT paHee IPUHATOTO PELICHUS O
COIJIaCOBAHUU IPENEIbHON OTIYCKHOM LIEHBl IPOM3BOAMTENS HA JIEKAPCTBEHHBIN Ipernapar u (W) He
ObUIM TIPEACTABJICHBI CBEACHUS, MOBIMUSBIIAE Ha PE3YJbTAaT TAKOTO pPEIICHHS, C MPEJOCTaBICHUEM
000CHOBAHUS TAKOTO BBIBOJA.

Jlepxarenp WM BIAACNIENl PErMCTPALMOHHOIO YIOCTOBEPEHHUs JIEKAPCTBEHHOIO IIperapara
(YIOJIHOMOUEHHOE UM JIMILO) MPHUBOJAT 3apPErMCTPUPOBAHHYIO MPEACIbHYIO OTIYCKHYIO LIEHY B
COOTBETCTBUE C IIEHOM, PACCUMTAHHOW B COOTBETCTBUM C HactosimuMu [IpaBunamMu M METOIUKOM, C
ygeToM WHGPOpMAIUU, YKa3aHHOW B yBemomuieHun @DenepalibHON AHTUMOHOIIOJIBHOW CITY)KOBI, WIIH
MIPEACTABIISIIOT MOTUBUPOBAHHOE JIOKYMEHTAJIbHOE MOATBEPKICHUE PAcUeTa YKa3aHHOW LICHBI.

@enepanibHas aHTHUMOHOMNOJbHASL CIY)kK0a OTMEHSET pelIeHHEe O COIJIACOBAaHUM MpeeTIbHON
OTIIYCKHOW ILIEHBI IPOU3BOJNTENS Ha JIEKAPCTBEHHBIN IIpenapar B Cilydae HENPHUBEACHUS JeprKaTelneM
WM BJaJIeNblieM PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKaPCTBEHHOTO Npenapara (YnoJHOMOYEHHBIM UM
JIUIIOM) 3apETUCTPUPOBAHHON MPEETHHOM OTITYCKHOM II€HBI B COOTBETCTBUE ¢ HacTosimumu [IpaBunamu
U METOAMKON ¢ ydyeroM HH(pOpMaiuH, ykazaHHOW B yBenomuieHun denepaibHOW aHTUMOHOMNOJIbHOU
CIy’KObl, WJIM HENpPEJCTaBICHUS MOTHUBHUPOBAHHOTO JOKYMEHTAJIBHOTO TMOJATBEPXKJIEHUS pacueTa
YKAa3aHHOM II€Hbl B TEYEHUE OJHOT0 Mecdla cO JHS ToJydeHus yBenomiieHuss DenepanbHOU
AHTUMOHOTIOJIEHOM CITYKOOM.

41. MunuctepcTBo 3apaBooxpaHeHHuss PO oTMeHseT penieHue o roCyIapCTBEHHOW pPETrUCTpaiuu
WIN TepeperucTpaluy MpeenbHON OTIYCKHOM IIeHbl MPOU3BOJIUTENS Ha JIEKApCTBEHHBIN mpenapaTr B
clly4yae, €ClIM IOCJE€ MNPUHATHS TAaKOTO PEIICHHs YCTAaHOBJEHO, YTO JEp)KaTelleM WM BJaJEiIbLEM
PETUCTPAIIIOHHOTO YJOCTOBEPEHMSI JIEKAPCTBEHHOTO MpernapaTa (YIOJHOMOYEHHBIM UM JIMIIOM) ObUIH
MPEACTABIECHBl HEAOCTOBEPHBIE CBEICHUS, IMOBIUSABIIME Ha PE3yJbTaT NPHUHATOrO MUHHCTEPCTBOM
pelieHus, a Takxke B ciydae, ecnu DenepanbHas aHTUMOHOIMOJbHAS CIyX0a OTMEHWIA pEIICHHE O
COTJIACOBAHMHU MPEICIbHOM OTIYCKHOW II€Hbl NPOM3BOJWTENS HA JIEKApCTBEHHBIM Ipenapar Ha
ocHoBaHuu TyHKTOB 40 wu 45 Hacrosmux [lpaBwi, W UCKIIOYAaeT B YKa3aHHBIX CiIydasx
3aperucTPUPOBAHHYIO (TMIEPEPETUCTPUPOBAHHYIO) MPEAEIbHYI0 OTIYCKHYIO II€HY HPOU3BOJIUTEN Ha
JIEKApCTBEHHBIN Ipenapar U3 rocy1lapCTBEHHOIO peecTpa.
(B pen. Ilocranosnenus [IpaButenscta PO ot 16.12.2019 N 1683)

42. Jlepxkarenb WM BJaJeliel] PETUCTPAIMOHHOTO YJOCTOBEPEHHS JIGKAPCTBEHHOIO Iperapara
(YIOJTHOMOUYEHHOE MM JIMI0) 00s53aH MPEICTABUTh 3asBJICHUE O TIEPEPETUCTPAIIUN B CTOPOHY CHHIKCHHS
MIPH HACTYILJICHUU CJICAYIONINX CIy4acB:

a) eClId B Pe3yJbTaTe CHIDKEHUS MPOU3BOIMTEIEM OTIYCKHOW IEHbl B MHOCTPAHHOM BaJIOTE Ha
yKa3aHHBIHN JICKAPCTBEHHBIH Mpernapar B MHOCTPAHHBIX TOCYIapCTBaX, YKa3aHHBIX B MPHIOKeHHH N 2 K
METOJIMKE, OTITYCKHAsl IIeHa MPOW3BOIUTENS Ha JICKAPCTBEHHBIM IMpemapar B pyOJsX, paccuuTaHHas B
COOTBETCTBUM C METOJMKOM (C yd4eTOM pacxoJOB Ha TaMOXXEHHOE OQopMIIeHHE), HUKE
3apEeTUCTPUPOBAHHON TPEACIbHON OTIYCKHOW IICHBI TPOM3BOJUTEINS HA YKAa3aHHBIA JIEKApCTBEHHBIN
mpemapaT, — B TedeHue 30 KaJeHIApHBIX [HEH CO [HSA, KOTJa pelIeHHe O CHUXKEHUH IIeH
YIIOJTHOMOYEHHBIX OPraHOB B MHOCTPAHHBIX TOCYAPCTBAX, YKa3aHHBIX B MPHUIOKEHUU N 2 K METOJIUKE,
BCTYIHJIO B CHITY;

0) ecnu mpenenbHas OTIYCKHAas Il€HAa Ha BOCHPOU3BEIECHHBIN, OMOAHAIOTOBBINM (OMOMOIOOHBII)
JIEKapCTBEHHBIN TMpenapaTr BBIIIE MPeNeTbHOW OTIHYCKHOW II€HBI Ha COOTBETCTBYIOIIMH pedepeHTHBIH
JIEKapCTBEHHBIN MpemnapaT B CBS3U CO CHIKEHHEM, MPEIYCMOTPEHHBIM MOJAMYHKTOM "a'" HACTOSIIEro
MyHKTa, — B TeuyeHue 30 KaneHAapHBIX THEH cOo JIHS MPUHSATHS PEIICHUS O MEPEepEerucTpaIii B CTOPOHY
CHIDKCHHSI 3apeTHCTPUPOBAHHON TpEJeNbHON OTIYCKHOW IIEHBI TPOU3BOAMTENS Ha pedepeHTHHIN
JIeKapCTBEHHBIN Tpernapar;
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[Ipumeuanue.

I[Im. "B" m. 42 He nmpuMmeHsercs K MpeAeibHbIM OTIYCKHBIM II€HAM Ha JIEKapcTBa,
nepepeructpupoBaiieiM B 2019-2020 rogax (Ilocranosnenue [lpaButensctBa PO ot 16.12.2019 N
1683).

B) €CIIM 3aperucTpPUpPOBAHHAs IpelebHAas OTIYCKHAas Il€Ha Ha IEepBbIH BOCIPOU3BEACHHBIM,
OnoaHaIoroBbIi (OMOTIOOOHKII) JTEKAPCTBEHHBIN MpernapaT HHOCTPAHHOTO MPOU3BOJCTBA, B TOM YHCIIE
NepBUYHAs U (WIM) BTOPUYHAs YIAKOBKA KOTOPOTO OCYILECTBIISETCS WU IJIAHUPYETCS OCYILECTBISATHCS
B P®, BbIlIE NpenenbHOM OTIYCKHOW LIEHBI ITPOU3BOAMTEINS, PACCUYUTAHHOM C y4ETOM IHOHMKAIOIIETO
ko3¢ ¢umeHTa, ykasaHHOro B mpuiiokeHun N 9 K METOJMKe, MOCJe IOoCyJAapCTBEHHOW perucTparnuu
MpeAebHOM OTIYCKHOW II€Hbl TIPOM3BOJAUTENSE HA BTOPOM BOCIPOU3BEIEHHBIN, OHOAHAIOTOBBIN
(6uomo0OHBIN) JIEKApCTBEHHBIM IperapaT, COBMANAIONIUNA 10 MEXIYHAPOJHOMY HEMaTEHTOBAHHOMY
HAaUMEHOBaHMUIO (TMpU €ro OTCYTCTBMM — TPYNIHMPOBOYHOMY WJIM XHUMHYECKOMY HAUMEHOBAHUIO),
JIEKapCTBEHHOM (opMe U JM03UpOBKE, — B TedeHue 30 KalleHJapHBIX AHEH CO JIHSA MPUHSATUS PEIICHUS O
FOCYJIapCTBEHHOW PETHCTpAIlMU  MPEACTbHOM OTHYCKHOW I1E€Hbl MPOU3BOIUTENS HA  BTOPOU
BOCITPOM3BEIEHHBIN, OM0aHAIOTOBbIH (O0MOM000HbIN) IEKapCTBEHHBIH MTpenapar;

[Ipumeuanmue.

[Im. '"r" mn. 42 He mnpuMeHseTcss K TMpeAeNbHbBIM OTIYCKHBIM II€HaM Ha JIEKapCTBa,
nepepeructpupoBanHeiM B 2019-2020 rogax (Ilocranosnenue [IpaButensctBa PO ot 16.12.2019 N
1683.

T) €CIIM 3aperucTpUpoBaHHAs TpeAeibHAas OTIYCKHAas IIEHA Ha TIEPBBIA BOCIPOHM3BEICHHBIN,
OroaHaIOTOBBIA (OMOMONOOHBIN) JIEKAPCTBEHHBIM TMpenapar MPOW3BOAUTENS TOCyJapCcTBa — 4WieHa
EBpa3uiickoro HSKOHOMHYECKOIO COK03a BBIINIE MPENCTbHOM OTHYCKHOW WEHbl MPOU3BOIUTENA
rocyaapcTBa — WwieHa EBpa3uiicKoro 3KOHOMHUYECKOTO COF03a, PACCUUTAHHOM C YYETOM IOHHIKAIOIIETO
Kod(QdHIIMeHTa, YKa3aHHOTO B MpHIIOKeHHH N 9 K METOIUKE, TOCJe TOCYJapCTBEHHON perucTpanuu
MpeACIbHOM OTIYCKHOW II€HBI Ha BTOPOM BOCHPOM3BEACHHBIM, OHWOAHATIOTOBBIM (OHMOTIONOOHBIN)
JICKApCTBEHHBIN IpernapaT MPOU3BOIUTENS TOCYIapCTBa — WieHa EBpa3uiickoro 3KOHOMHUYECKOTO CO03a,
COBIAJAIOIIUN 0 MEXIYHAPOJHOMY HENATCHTOBAHHOMY HAMMCHOBAHHIO (IPH €ro OTCYTCTBHH —
IPYINIUPOBOYHOMY WM XHMHUYECKOMY), JIEKAPCTBEHHOW QopMe © JI03UpoBKe, — B TedeHue 30
KaJCHIApHBIX JHEH CO JHS TPUHITHS PEIICHHS O TOCYIApCTBEHHOW PETUCTPAllUU MPEaebHON
OTITYCKHOHM IIEHbl TPOM3BOJUTENSI Ha BTOPOH BOCHPOM3BEICHHBINH, OHMOAHAIOTOBBIN (OHOIOIOOHBIN)
JICKApCTBEHHBIH Mperapar Mpou3BOIUTENS TOCyIapcTBa — wieHa EBpa3uiickoro SJKOHOMHYECKOTO COI03a.
(. 42 BBenen ITocranosnenuem IpaBurenscra PO ot 16.12.2019 N 1683)

43. Ilepepeructpaiys 3aperucTpUpOBaHHON IMpPeaebHOM OTIHYCKHOM II€Hbl BOCIIPOM3BEIECHHOTO,
O6noaHanoroBoro (OMOMoj00HOTO) JEKAapCTBEHHOTO INpenapaTa B CTOPOHY CHIDKEHUS B CIydasx,
IIPENyCMOTPEHHBIX NoAmyHKkTamu "B" m '"r" myHkra 42 Hacrosmux IlpaBui, ocymiecTBisiercs, €ciu B
paMKax MeXJTyHapOJHOTO HEelMaTeHTOBAaHHOTO HAaUMEHOBaHMs (TMPH €ro OTCYTCTBUU — I'PYNIIHUPOBOYHOTO
WIM XUMHUYECKOTO HAaUMEHOBAHMsI) U JIEKAPCTBEHHOM (OpMBI 3aperucTpupoBaHa mpeaesbHas OTITyCKHasI
1LIeHa MTPOU3BOAUTEIIS HAa COOTBETCTBYIOIINI peepeHTHbIN JIeKapCTBEHHBIH Mpernapar.

(1. 43 BBeneH [locranoBnenuem [IpaBurensctBa PO ot 16.12.2019 N 1683)

44. B ciydae TniepeperucTpallMM  3aperuCTpUpPOBAaHHOM  IPENENbHOM  OTIYCKHOW  IIEHBI
IIPOU3BOJUTENST B CTOPOHY CHIDKEHUS HA OCHOBAaHMM 3asdBJICHMs JIep)KaTelsl WM  BIaAeibla
PETUCTPALIMOHHOIO  YIOCTOBEPEHHUsl JIEKApCTBEHHOro Ipemnapara (YMOJHOMOYEHHOTO WM JIMIA),
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IIPEJICTABICHHOIO B COOTBETCTBUU C IYHKTOM 42 Hactrosmux [IpaBui, 1ieHa Ha TakoM JeKapCTBEHHBIN
mpernapar He MOXKET ObITh 3asBJIeHA B TEUCHHE KAJICHIAPHOTO rojJia Ha MEPEepPEerUCTPALHI0 B CTOPOHY
YBEJIMUEHUS B COOTBETCTBUHU C MyHKTaMu 32 u 34 Hacrosimux [IpaBui.

(. 44 BBeneH Ilocranosnenuem IIpaBurensctBa PO o1 16.12.2019 N 1683)

45. ®enepanbHas aHTUMOHOTIONBHASL CIY)X0a B MHUCBMEHHOW (opMe YBEIOMIISET JepKaTeisl WIn
BJIAJIETIbLA PETUCTPAL[MOHHOTO YI0CTOBEPEHUS JIEKAPCTBEHHOIO Ipernapara (yrnoJHOMOYEHHOE UM JIMLIO)
0 HEOOXOJUMOCTH TIEPEPErucTPaly 3apETUCTPUPOBAHHON TPEACIbHON OTIYCKHOW IIeHBI Ha
JIEKAPCTBEHHBIM IIpenapar B CTOPOHY CHW)KEHUS, €CIIM JAeprKaTellb WM BIAJAEIEL PEeruCTParMOHHOIO
YIOCTOBEPEHHUS JIEKAPCTBEHHOrO IpenapaTta (ynoJIHOMOYEHHOE UM JIMILIO) HE MPEACTaBUII 3asBICHHUE O
MepeperucTpai B CTOPOHY CHHKEHHUS B COOTBETCTBUU € MyHKTOM 42 Hactosmux [IpaBui.

Jlepxatenp WM BIAACNENl PErMCTPALMOHHOTO YIOCTOBEPEHUs JIEKAPCTBEHHOIO IIperapara
(yrmosHOMOUYEHHOE UM JIUIO) B TeueHune 20 pabouux JHEHN mocie noiaydeHus yBegomieHus: denepanabHon
AHTUMOHOTIOJBHONW CIYKObl TPHUBOJIUT 3apPETUCTPUPOBAHHYIO TPEJCIbHYIO OTHYCKHYIO LIEHY B
COOTBETCTBUE C IIEHOM, PACCUMTAHHOW B COOTBETCTBUM C HacTosimuMu [IpaBuinamMu M METOIUKOM, C
ydeToM MHPOpMaIuK, yKa3aHHOH B yBegoMiieHUN deiepaabHO aHTUMOHOIIOJIBHOM CITyKOBI.

@enepanbHas aHTHUMOHOIOJbHAS CIyk0a B TedeHHe 5 pabouux IHEH Mociie MCTEYeHHs CpOKa,
YKa3aHHOTO B a03alle BTOPOM HACTOSIIErO ITyHKTa, OTMEHSET PElIEHHE O COIVIaCOBAaHHM MPEesIbHOM
OTIIyCKHOW ILIEHBI IPOU3BOJIUTENS Ha JICKAPCTBEHHBIN MpENapar B Cilydae HENPUBEACHHUS JepiKaTelleM
WM BJaJIeNIblIeM PETUCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Npenapara (ynoJHOMOYEHHBIM UM
JIUIIOM) 3apETUCTPUPOBAHHON MPEISITHPHON OTITYCKHOM IIEHBI B COOTBETCTBUE ¢ HacTosmumu [IpaBunamu
W METOJMKON C ydeToM WH(pOpMaIuu, ykazaHHOW B yBemomieHuun denepanbHOM aHTUMOHOTOJBHON
CIIy’kObl, B T€YEHHE OJHOIO Mecsila co AHs MoxydeHus yBeaomieHus denepaibHOW aHTUMOHOIOILHOM
CITYXKOBI.

(1. 45 BBenen [loctanornenunem IIpaButensctBa PO ot 16.12.2019 N 1683)

[Ipunoxxenne N 1 k [IpaBunam rocyaapcTBeHHOM PEruCTpallii U MEPEPETUCTPALUU YCTaHABIMBACMbBIX
MIPOU3BOIUTEISIMU JIEKAPCTBEHHBIX MIPENapaToB MPEeAETbHBIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHbBIE
IpernapaThsl, BKIIIOUYEHHbIE B IIEPEUEHb )KU3HEHHO HEOOXOAUMBIX U BaKHEHIIIUX JIEKAPCTBEHHBIX
npernapaToB

Crrcok u3MeHsironmx 1o0kymeHToB (B pea. [loctanonenus [IpaButensctBa P® ot 16.12.2019 N
1683)

(dbopma)

SAABJIEHVE
O TOCYIApCTBEHHOM perMcTpaluyM IPelesIbHEIX OTIIYCKHBEIX LieH
IPOM3BOIONTEJIEN Ha JIeKapCTBEHHHE IIpelapaTs, BKJIOUEHHHE
B IIepeYeHb XMBHEHHO HeOOXONOMMBEIX M BaXHEMIIMX
JIEKAaPCTBEHHLIX IIpernapaTos

3agBUTEIb

(HaMMeHOBaHMe, MNOYTOBHM aIpec, aZpecC BJIEKTPOHHOM IIOYTH)
JepxaTeib NI BJlagesiell PEeTrMCTPALMOHHOTO YIOCTOBEPEHMA JIEKAPCTBEHHOTO
npenapara

(HaMMeHOBaHMe, MOYTOBHM aIpec, aIpecC BJIEKTPOHHOM IIOYTH)
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N | Cramu | IIpous | Anp |Ctpa| s poccuiickux ropuanueckux | Haumeno | Peructp
n/m| o BOJOUTE | €C | Ha |JUIl — UACHTH(UKAIIMOHHBII HOMEP | BaHWE | allMOHH
IpPOU3B| JIb HAJIOTOTUIATEINbIUKA, TS perucTpu |  BId

0J/ICTBa | (HauMe MHOCTPAHHBIX IOPUANYECKUX JIUI] — | PYIOIIETO | HOMEp
HOBaHU KOJ| HAJIOTOILJIaTEIbII[MKA B CTPaHE | OpraHa
e) peructpanuu (MHKOPIopauuu) win
€ro aHaJIoT
N | Homep | Mexxnynap | Topr |Jlekapc | Oo6mee |Ilpenenshas | lltpuxos | Kox | Koxg
I/T1 | peTUCT OJIHOE OBO€ | TBEHHA | KOJWYECT | OTIyCKHAs o xkox, |ATX | TH
palyo | HEMaTEeHTO | HAauUM A BO BO [IeHa HAaHECEHH B3/]
HHOTO | BaHHOE, | €HOB |(opMa,| BTOPUYH | MPOU3BOJIUT | BbIH HA EAD
YIAOCTO WU aHue | J03Upo oH ens 3a BTOPUYHY C
BEpPEHU | TPYIIHUPOB BKa, |(moTpedu | moTpedburen 10
S OYHOE, UJIH KOMIUI | TETHCKOM BCKYIO (motpedut
XUMHYECKO €KTHOC ) VIIAKOBKY | €JIbCKYIO)
e Th | ymakoBKe | <**>(0e3 | ymakoBKYy
HaMMEHOBa <FES HJIC
HHe <*> (pyOueit)
1 2 3 4 5) 6 7 8 9 10
YnosiHoOMO4YeHHOE
JUTO
(b.n.0.) (MOKHOCTD) (moamuck)
MLIL. (ipu HamU4uM)
KonrtakTHbIE AJlpec 31eKTPOHHOI
TeneOHbI MOYTHI
<*> B choy4ae OTCYTCTBUS  MEXAYHApOJHOTO HEMAaTEHTOBAHHOIO HAWMMEHOBAaHUS B
PETUCTPAIIIOHHOM  yJIOCTOBEPEHUH  JICKQpCTBEHHOTO  Mpernapara  yKa3bIBaeTCs HaWMEHOBAaHHE

JICKApCTBCHHOI'O IIpfrapara, MNpEAYCMOTPCHHOC INCPCYHEM KHU3HCHHO HCOGXOIII/IMBIX U BaXHEHIIMX
JICKApPCTBCHHBIX MPCIIapaTOB.
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<#*> B chnydasx, OpeayCMOTPEHHbIX MyHKTOM 25 [IpaBui rocygapCTBEHHOM perHCTpaluud |
IIEPEPETUCTPALIMN TIPEACIIbHBIX OTIYCKHBIX II€H IPOU3BOAUTENIEM HA JIEKapCTBEHHBIE IIpENaparsl,
BKJIIOYCHHBIE B TE€pEUeHb >KU3HEHHO HEOOXOJMMBIX M Ba)KHEHIINX JICKAPCTBEHHBIX IMPENaparos,
YTBEPKIACHHbIX MocTaHoBieHueM IlpaBurensctBa P® ot 29.10.2010 N 865 "O rocymapcTBEHHOM
pEeryaupoBaHNHM IICH HA JIGKAPCTBEHHBIC MPETIapaThl, BKIIOUECHHBIE B TIEPEUCHb KU3HEHHO HEOOXOIMMBIX
U BaXHEWIIUX JIEKAPCTBEHHBIX IpenaparoB", JONOJHUTENIBHO yKa3blBaeTcsl (opma BbIIyCcKa
JIEKAPCTBEHHOI'0 IIpenapara, ¢ Yy4eTOM KOTOPOM pacCUMTBIBACTCS IIpeJesbHAs OTIyCKHas IieHa
IIPOU3BOUTEIIA 32 IOTPEOUTEIBCKYIO YIAKOBKY JIEKapCTBEHHOI'O IIpenapara.

[Ipunoxxenne N 2 k IIpaBuiam rocy1apcTBEHHOM pErUCTpallii U EPEPETUCTPALINN YCTaHABIMBAEMbBIX
MIPOU3BOIUTENSIMU JIEKAPCTBEHHBIX MIPENAPATOB NPEACIbHBIX OTIIYCKHBIX IIEH HA JIEKAPCTBEHHBIE
IpenapaThl, BKJIIOUEHHBIE B [IEPEUEHB )KU3HEHHO HEOOXOAMMBIX U BaKHEHIIINUX JIEKAPCTBEHHBIX
IpenaparoB

Crincok n3MeHsmux 10KkyMeHToB (B pell. Iloctanosnenus IlpasurensctBa PO o1 16.12.2019 N
1683)

(dbopma)

3AABJIEHUE
O IepeperucTpaluuKr IpemeslbHBIX OTIIYCKHEIX IIeH [IPOM3BOIUTEJIeN
Ha JIeKapCTBEHHEE [IpelapaTh, BKJIOUEHHBE B IIepedeHb XMU3HEHHO
HEeOOXOOMMEIX M BaXHEMIMX JIeKAPCTBEHHBIX [IpelapaToB

3asABUTEIb

(HaMMeHOBaHME, I[OUTOBBI aIpecC, aIpeC 3JIEKTPOHHOM IIOUYTH)
IepxaTeib 1ZRpeZi BJIazjeJiell PeTrMCTPALMOHHOTO YHOCTOBEPEHUA JIEKapCTBEHHOTO
npenapara

(HaMMeHOBaHME, [OUTOBBI aIpecC, aIpeC 3JIEKTPOHHOM I[IOUTH)

N | Cramu | Ilpou | Anpe | Ctpa | s poccuiickux ropuaundeckux aui | Haume | Peructp

n/n s 3BOJM | C Ha — UIeHTH(DUKAMOHHBI HOMEP | HOBAaHU | allHOHH
MPOU3B | TEllb HAJIOTOTLIATEIIBIIUKA, JUTS e BIi
oJICTBa | (HAUM WHOCTPAHHBIX FOPUINYCCKUX JIMIl — | PETHCT | HOMEp

€HOBa KOJI HAJIOTOILIATEIIbIINKA B CTPAHE | PUPYIO
HHUE) perucTpanuy (MHKOPIIOPAIMK) WU | IIETO
€ro aHajor oprana
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N | Home | Mexxaynapon | Topr |Jlekapc | O6miee | Ilpenenshas | Lltpuxos | Kox | Koa
ool p HOE OBO€ | TBEHHA | KOJIMYEC | OTIIyCKHAas oiikon, | AT | TH
pETHC | HEIATEHTOBAH | HAW i TBO BO LeHa Hanecenn | X |B3J1
Tpauu | HOE, WU MeH | popma, | BTOPHYH | IPOU3BOUTE |  bIif Ha EAD
OHHOT | TPYNIIIUPOBOY | OBaH | A03UpPO |  OH s 3a BTOPUYHY C
0 HOE, WIH ue BKa, | (motpebd | moTpeduTenn 10
YIOCT | XMMHYECKOE KOMILI | UTEJIbCK CKYIO (notpebu
OBEpPE | HAUMEHOBAHU €KTHOC |  OM) YIAKOBKY | TEJIBCKYIO
HUSI e <F*> Th <*> | ymakoBk | <**> 0e3 )
e HAC YIIaKOBKY
(pyOeii)
1 2 3 4 5) 6 7 8 9 | 10
Y1oaHOMOYEHHOE
JULO
(¢.n.0.) (1OMKHOCTD) (moamuce)
M.IIL. (nmpu Ham4uum)
KonTaktHbie Agnpec 3IeKTpOHHOMN
TenedOoHbI MTOYTHI
<*> B ciay4ae OTCYTCTBHS  MEXAYHApOJHOIO HEMAaTEHTOBAHHOTO HAaWMEHOBAHHS B
PETUCTPAIIMIOHHOM  yJOCTOBEPEHHM  JIEKQpPCTBEHHOTO  Ipenapara  yKa3bIBaeTCsi  HaWMEHOBaHHE

JIEKapCTBEHHOI'O IIpernapaTta, MPeAYyCMOTPEHHOE IEepeuHEeM >KU3HEHHO HEOOXOIUMBIX U BaKHEUIIUX
JIEKapCTBEHHBIX MPENapaToB.

<*¥*¥> B ciaywasx, NpeayCMOTPEHHBIX MyHKTOM 25 IIpaBui rocymapCTBEHHOW PEruCTpalvid |
MepeperucTpauy MpeJebHbIX OTHYCKHBIX II€H MPOU3BOAUTENECH Ha JIeKapCTBEHHBIE IpenapaThl,
BKJIIOUEHHBIE B IME€PEUCHb JKU3HEHHO HEOOXOAMMBIX M BAXKHEHMIIUX JIEKaPCTBEHHBIX IIPENaparosB,
yTBEpKJEeHHbIX noctaHoBieHueM llpaButensctBa P® ot 29.10.2010 N 865 "O rocyaapcTBeHHOM
PEryIMPOBAaHUM LIEH Ha JICKAPCTBEHHBIE Mperaparhl, BKIIOUYEHHBIC B MEPEUYCHb )KU3HEHHO HEOOXOAUMBIX
M BaXHEWIIUX JIGKAPCTBEHHBIX MpenaparoB", [OMOJHUTENBHO yKa3biBaeTcs (opma BhITycKa
JIEKapCTBEHHOIO TMpenapara, ¢ Yy4eTOM KOTOPOW pacCUMThIBAETCs TpeJelibHas OTIyCKHas IeHa
MIPOU3BOIUTEINS 32 MOTPEOUTENBCKYIO YIIAKOBKY JIEKaPCTBEHHOTO TperapaTa.

YTBepxkaens! nocranosiaeHueM [Ipasurenscrea PO ot 29.10.2010 N 865

IIpumeuanue.

C 01.01.2021 peanu3zaius NPpOU3BOIUTENSAMH JIEKAPCTB, IPEAEIBbHBIE OTITYCKHBIE IIEHBI Ha KOTOPBIE HE
nepepeructpupoBansl B 2019-2020 romax, e momyckaercs (Ilocranosnenue IlpaBurensctBa PD ot
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29.10.2010 N 865).

IIpaBuia obsi3aTesibHOM nepeperucrpanuu B 2019-2020 rogax 3aperucTpupoBaHHbIX
npeaeJbHbIX OTILYCKHBIX LIEH MPOM3BOAUTEICH HA JIEKAPCTBEHHbIE NPenaparhl,
BKJIIOYEHHbIE B NePeYeHb KU3HEHHO HE0OXOAMMBbIX U BaKHEHMIINX JIEKAPCTBEHHbIX
NnpenapaToB

Crincok n3MeHsmuX J0KyMeHToB (BBeaeHb! [locranoBnenueM I[pasurensctBa PO ot 16.12.2019 N
1683, B pen. [TocranoBnenus [IpaBurenscrBa P® ot 31.10.2020 N 1771, ot 18.11.2020 N 1858)

1. Hacrosmue IlpaBuna ycTaHaBIMBaIOT TOPANOK ocymiectBienns B 2019-2020 romax
00s13aTeILHON TIEPEePErucTpaIi 3apErUCTPUPOBAHHBIX MPEACIbHBIX OTHYCKHBIX IEH MPOW3BOJUTENCH
Ha JICKapCTBEHHBIE MperapaThl, BKIIOYCHHBIC B TEPEUYCHb JKU3HEHHO HEOOXOJMMBIX M BaKHEHIIHNX
JIEKapCTBEHHBIX MpeErnapaToB (Jajee COOTBETCTBEHHO — MPEJEIbHBIC OTITYCKHBIE IICHBI, JICKAPCTBEHHBIC
npenaparsl, 00s3aTebHas IepePEeTucTpaIus).

OO0s3aTtenbHas TMEepeperucTpanys MPeaeTbHBIX OTITYCKHBIX II€H Ha JICKAPCTBEHHBIC TMpPErmapaThl
OCYIIECTBJISIETCSI C  COXPAaHGHHEM TMIOCJICIHHMX 3apEeTUCTPUPOBAHHBIX  (MEPEPETUCTPUPOBAHHBIX)
MPEeACTbHBIX OTIMYCKHBIX II€H Ha MMMYHOOHMOJIOTHYECKHE JICKaPCTBEHHBIE IMpenaparhl, JEKapCTBEHHbBIC
mpenapaThl, CoJAepiKallhie HAPKOTHYECKHE CpPEACTBAa U IICUXOTPOIHBIE BEIIECTBA, IMPOU3BOJICTBA
rocynapcT — 4jieHoB EBpa3uiickoro 5JKOHOMHYECKOTO COI03a, a TakK)Ke Ha JIEKapCTBEHHBIE MpernapaThl B
1eHoBoM cermenTe 10 100 pyOieid, He MPEBBIMIAIONINUX MPEACTbHBIX OTITYCKHBIX II€H, OTIPEICICHHBIX C
y4eTOM TIOJIOKeHUN yactu 4 cratbu 61 ®DenepanmbHoro 3akona "OO oOpalieHHH JIEKapCTBEHHBIX
cpeacTs'.

2. 3aperucTpupoBaHHbIEC IO BCTYIUICHUS B cuity DenepanbHoro 3akoHa "O BHECEHUU W3MEHEHUH B
Oenepanpubiii 3akoH  "OO oOpamieHHM JIEKapCTBEHHBIX CPEACTB" B  4YacTH TOCYAapCTBEHHOTO
PEryIMpoBaHUs 1IEH Ha JIEKAPCTBEHHBIE MPEnapaThl, BKIIOYCHHbIC B MEPEUYCHb )KU3HEHHO HEOOXOAUMBIX
W BaXHEHIINX JIEKapCTBEHHBIX MpenapartoB" TMpeaeibHble OTIYCKHbIE LIeHbl Ha pedepeHTHbIe
JIEKapCTBEHHbIE TIpernaparbl MOJJIekKaT 00s3aTeNbHOM IepeperucTpaliid Ha OCHOBAaHUU 3asBJICHUIM
BIIQJICTIBIEB WJIM JIep’KaTeleld perucTpalMoOHHBIX YAOCTOBEPEHMH TaKHUX JIEKAPCTBEHHBIX MpErnapaTroB
(YroJIHOMOUYEHHBIX UMM JIUIT), IOJJAHHBIX B COOTBETCTBUHU ¢ Hactosmmu [IpaBunamu.

3. MunucrepctBo 3apaBooxpaHeHust PO B teuenue 10 pabounx JHEW co IHS BCTYIUICHHS B CHUITY
noctanoBieHus [IpaButensctBa PO ot 16 nmexadbps 2019 r. N 1683 "O BHeceHMM U3MEHEHHiIl B
HekoTopble akThl [IpaBurenbctBa PP B 4yacTH rocyiapcTBEHHOM perucTpaluu M HepeperucTpanuu
IpeJeNbHbIX OTIYCKHBIX IIEH Ha JIEKAPCTBEHHbIE IpenapaThl, BKJIIOYEHHbIE B IEpEUeHb >KU3HEHHO
HEOO0XOAMMBIX M BaKHEHIINX JEKapCTBEHHBIX IIpenaparoB', pa3MeliaeT Ha CBOEM O(PULMAILHOM caiiTe B
MH(POPMALMOHHO-TEIEKOMMYHUKAIIMOHHON cetn "MHTepHer" (nanee — ceth "MHTepHeT") oOpaiuenue K
BIAJleNIbllaM WM JIepXKaTelsiM PEerucTPalUOHHBIX YAOCTOBEPEHUH pePEepeHTHBIX JIEKaPCTBEHHBIX
npenapartoB (YHOJHOMOYEHHBIM MMH JIMIaM) O HEOOXOJAMMOCTH TPEACTaBIEHUS JIOKYMEHTOB H
uHpOpMalnH, PeTyCMOTPEHHBIX HacTosAmUMH [IpaBunamu.

4. Jlep>xaTellb WM BIaJENel] PErMCTPALIMOHHOTO YIOCTOBEPEHUS peepeHTHOro JEeKapCTBEHHOTO
npemnapara (ymoJHOMOYEHHOe MM JHio) B TeueHue 40 paboumx aHEH co AHSA BCTYIUIGHUS B CHITY
nocraHoBieHus [IpaBurensctBa P®, ykazanHoro B myHkre 3 Hacrosiux [IpaBui, mpexacrtaBiseT B
MunucTepcTBO 3ApaBooxpaHeHuss PO crnenyromme JTOKyMEeHTh (Ha OyMakHOM HocuTene B 2
9K3EMILIpaxX U B DJIEKTPOHHOM BUJE):
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3agBineHne 00 oOs3aTenpHON mepepeructpauud B 2019-2020 romax 3aperucTpUpOBaHHOM
NpeJeNbHOM  OTIHYCKHOM IIeHBI IPOU3BOAMTENS Ha pedepeHTHBIH JIeKapCTBEHHBIN Mpemapar,
BKJIIOYCHHBIH B MEPEYCHb JKM3HEHHO HEOOXOAMMBIX M BAXHEUIIMX JICKAPCTBEHHBIX IPENaparoB, IO
dopme coracHo npuioxenuto N 1 (1anee — 3asBiieHue);

CBEZCHHUS O JINLIEH3UU Ha POU3BOJCTBO JIEKAPCTBEHHBIX CPE/ICTB;

CBECHUSI O PETUCTPALMOHHOM YA0CTOBEPEHHUHU JIEKApPCTBEHHOTO Ipenapara;

pacuer npeienbHON OTITYCKHOM IEHBI TPOU3BOIUTENS Ha peepeHTHBIN JIeKapCTBEHHBIN Mpemnapar,
npeacTaBisieMon s obs3arenbHOM mepepeructpaumu B 2019-2020 romax, mo ¢opme CoriacHo
npuioxenuto N 2;

nH(pOPMaLIMI0O 0 MUHUMAJIbHBIX OTITYCKHBIX II€HAaX Ha JEKapCTBEHHBIN NpenapaT B MHOCTPAaHHBIX
rocygapctBax mo (opme cormacHo npmiokeHutro N 3. Ilepecuer 1eHBI B MHOCTPAHHOW BaIIOTE Ha
JIEKapCTBEHHbIE MTPenapaThl B UHOCTPAHHBIX TOCYAApCTBAX, YKa3aHHBIX B MPUI0kKeHUHU N 3 K HaCTOSIIUM
[IpaBunamM, B pyOosIu OCYLIECTBIISIETCS MO CPEIHEMY KYpCY COOTBETCTBYIOIIEH MHOCTPAHHOMN BaJlIOTHI K
pyousto PO, ycranonenHoMy LlenTpanbubiM 6ankoM P® 3a 2018 rog.

JIONIOJTHUTENBHO Ha OyMaXXHOM HOCHUTENIE MPEICTABIISIOTCS:

cBeleHuss (Mo BbIOOpY Jep)karedass WIM BIAJeNblla PErHCTPAllMOHHOTO  YAOCTOBEPEHHUS
JIEKapCTBEHHOIO IMpernapata (YMOJHOMOYEHHOTO UM JIMIA), TOATBEPKAAIONINE OTIYCKHBbIE LEHBI
MIPOM3BOIUTEINS Ha JIEKApCTBEHHBIM IpernapaTr B MHOCTPAHHBIX TOCYIapCTBAX, YKA3aHHBIX B MPUIOKEHUH
N 3 x HacTosum [IpaBuinam (B 2 sk3eMIUIsIpax, ¢ IEPEBOJOM Ha PYCCKUM S3BIK);

JOKYMEHT, HOATBEPKAAIOIINUNA TOJIHOMOYUS YIIOJTHOMOYEHHOTO JIUIIA.

5. CBenenusi, mpeayCMOTpeHHbIE TyHKTOM 4 Hactosiux [IpaBui, yka3plBaroTCsl B COOTBETCTBUU C
NEUCTBYIOUIMM Ha JaTy MOJayd 3asBIICHUS PETHCTPALlMOHHBIM YAOCTOBEPEHHUEM JIEKaPCTBEHHOTO
npernapara.

6. Jlepxarenb WM BIAJAENEI] PErHCTPAIMOHHOTO YIOCTOBEPEHHS JICKApCTBEHHOTO IIperapara
(ymonmHomoueHHOE UM JHI0) B TedyeHne 40 pabouux JHEH CO THS BCTYIUICHHS B CHIIYy NOCTaHOBIICHHS
[TpaButensctBa PD, ykazanHoro B myHkre 3 Hacrosmux [IpaBui, 00s3aH yka3aTb B JMYHOM KaOHHETE
3asgBUTENS HA MOPTAJe M0 BEACHHUIO TOCYAAPCTBEHHOTO PEECTpa JICKAPCTBEHHBIX CPE/ICTB PEECTPOBHIC
3alyCH TOCYJapCTBEHHOTO peecTpa MpeeibHBIX OTIYCKHBIX LEH MPOM3BOIMTENICH Ha JEKapCTBEHHBIC
npenaparbl, BKJIIOYEHHBIE B IE€PEYEHb >KU3HEHHO HEOOXOAMMBIX M BaKHEUIIMX JIEKApPCTBEHHBIX
npenaparoB (maimee — peecTp), HOJISKAIIUME HCKIIOYEHHIO U3 peecTpa, coJepiKaliue HOMEp
PETUCTPAMOHHOTO  YJOCTOBEPEHHs JIEKapCTBEHHOTO TIIpernapara, HauMEHOBAaHME BIaJeNblia WU
Aep)KaTeiss — PEruCTPAllMOHHOTO  YAOCTOBEPEHHMs  JICKApCTBEHHOTrO  IperapaTra, HAaUMEHOBAaHHS
POU3BOAMTENCH (IPOU3BOACTBEHHBIX IUIONIAOK MPOU3BOJMUTEIIS), MEKIYHAPOJIHOE HEIATCHTOBAHHOE
HavMEHOBaHHE (IIPU €ro OTCYTCTBUU — XMMHUYECKOE WJIHM T'PYNIIMPOBOYHOE HAaUMEHOBAaHUE), TOPTOBOE
HaMMEHOBaHHE, JEKAPCTBEHHYIO (OpMY, TO3UPOBKY (KOHLEHTpALUIO, 00beM, aKTHBHOCTh B €IMHHIIAX
neicTBus), (GOpPMYy BBIINYCKa, KOJIWYECTBO B IMOTPEOMTENILCKOW YIMAKOBKE, 3aperHCTPUPOBAHHYIO
IpeJeNbHYI0 OTIYCKHYIO IIEHY ¢ yKa3aHMeM JaThl U HOMepa Mpuka3a MHUHHCTEpCTBA 3/IpaBOOXPAHEHUS
P® o rocynapcTBeHHO perucTpaiy Uin nepeperucTpanuy npeaeabHOl OTIYCKHOM LEeHbl U (M) AaThl
U HOMEpa BBINMCKM M3 peecTpa, BbIIAHHOW BIAJENbLly WM JIEPXKATEeI0 pPErucTPalMoOHHOTO
yJIOCTOBEPEHUS JIEKAPCTBEHHOT'0 IpenapaTa 1o pe3yabTaTaM BHECEHUs U3MEHEHUI B PEEeCTPOBYIO 3aIUCh
peecTpa WIM TO pe3yiabTaTaM CHIKEHHMs 3aperHCTPUPOBAHHOM MpPEJEeNbHONW OTIYCKHOW IEHbI
IIPOM3BOJNTENS HA JIEKAPCTBEHHBIM Ipernapar, INTPUXOBOM KOJ, HAHECEHHbI Ha BTOPUYHYIO
(MOTpebUTENbCKYIO) YIIAaKOBKY JIEKAPCTBEHHOTO Mpenapara).

7. Ilpu o0O0s3aTenbHON TMepeperucTpauy MpeleTbHOW OTHYCKHOM IEHbl Ha KOHKPETHBIN
peepeHTHBI JIeKapCTBEHHBI MpemapaTr CBEIEHHs MO BCEM YKa3aHHBIM B pPaMKax OJIHOTO
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PErUCTPALIMOHHOIO  yJOCTOBEPEHMSI JIEKAPCTBEHHOI'O IIpernapara IPOU3BOACTBEHHBIM ILIOIIAKaM
MIPOU3BOAUTEINS M (JOPMaM BBIITYyCKa JIEKAPCTBEHHOTO Mperapara MpeACTaBIsIIOTCs 0THOBPEMEHHO.

8. MunucrepctBo 3apaBooxpaHeHuss PO B Tteuenue 15 paboumx gHEH CO JHS TOJydEHUS
YKa3aHHbIX B IyHKTe 4 Hacrosiuux IIpaBun NOKYMEHTOB M CBEACHHMI OCYLIECTBIISIET MPOBEPKY HX
IIOJIHOTHI ¥ HAMPABJISIET OJUH JK3EMIULIP JOKYMEHTOB U cBeficHUM B DenepaibHyI0 aHTUMOHOIIOJIbHYIO
CITy’KOy WM TIPUHUMAET perieHne 00 O0TKa3ze B 005M3aTeNbHON MepeperucTpaly MpeAeabHON OTIYCKHOM
LIEHbl Ha peepeHTHBIN JIEKapCTBEHHBIN Ipenapar.

9. denepanpHas aHTUMOHONOJbHAs ciyx0a B TeueHue 70 paboumx AHEW cO THS NOJTy4YEHHUS
JOKYMEHTOB U CBEJIEHUI MPOBOJUT B COOTBETCTBUU C HacToAmMMH [IpaBriiaMu SKOHOMHUYECKUN aHATIN3
MIpe/iebHBIX OTIYCKHBIX IIEH Ha pe(epeHTHbIE JIEKAPCTBEHHBIE Iperaparhbl, IPUHUMAET U HalpaBisIeT B
MuHucTepcTBO 31paBooxpaHeHus PO pelmieHre o coryiacoBaHUM MPEIETbHOM OTITYCKHOMW LIEHBI WM 00
OTKa3e B €€ COTJIaCOBAHMHU C yKa3aHUEM IpPHUUYMH OTKa3a, MyOJUKYEeT JaHHbIE O COIJIACOBAaHHOM IE€HE
pedepeHTHOTO JEKapCTBEHHOTO Mpemnapara Ha cBoeM o(duiraibHOM caiite B cetu "MHTepHET".

10. B cinyuyae HEOOXOIMMOCTH YTOUHEHHUS CBEJIEHUH, COJEPKALIMXCA B IMPEJICTaBICHHBIX
JNOKyMEHTaX, W (WIM) TMOJIyd€HUsl JOMOJHUTEIbHOW HeoOXxonuMoil wuHpopMmanuu MuHHCTEPCTBO
3npaBooxpaHeHusi PO u denepanbHas aHTUMOHOMOJbHAS CiIyk0a 3ampaiuBalOT COOTBETCTBYIOIIHE
JOKYMEHTBI U CBEACHUS B MOpAIKE, MpeaycMoTpeHHOM nyHkTamu 12 u 14 IlpaBun rocymapcTBEeHHOM
perucTpalnii MU MepeperucTpaluu MNpefelbHbIX OTIYCKHBIX ILI€H MPOW3BOJUTENEH Ha JeKapCTBEHHBIE
Ipenaparsl, BKIIOUCHHBIE B IIEPEYEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEHIINX JIEKapCTBEHHBIX
MpEenapaToB, YTBEP)KICHHBIX mocTtaHoBiIeHHeM I[IpaButensctBa P® ot 29.10.2010 N 865 "O
rOCyJapCTBEHHOM DETYJIMPOBAHWN LI€H Ha JICKAPCTBEHHBIC IIpENaparbl, BKIIOYEHHBIE B IIEPECYCHb
KU3HEHHO HEOOXOJMMBIX U BKHEUITNX JIEKAPCTBEHHBIX MpemapatoB” (nanee — [IpaBuia perucrpanun).

11. OcHoBaHusMH JJIs1 OTKa3a B O0s3aTeNbHOM  MepeperucTpanuu  MHUHUCTEPCTBOM
3napaBooxpaHeHuss P® mpenenbHON OTIYCKHOM II€HBI Ha pedepeHTHBI JICKapCTBEHHBIM Ipenapar
SIBJISIFOTCSL:

a) OTCYTCTBUE B IMPEACTABICHHBIX B COOTBETCTBUM C MyHKTOM 4 Hactosmux [IpaBun gokymeHTax
CBEICHUIA, MTPeTyCMOTPEHHBIX HacTosuMu [IpaBunamu;

0) HenmpeCcTaBIeHUEe CBEICHUI B cOOTBeTCTBUU ¢ TyHKTaMu 4 U 10 nacrosimux [IpaBu;

B) peuienue PenepanbHOW aHTUMOHOIOJIBHOM CIy>KObl 00 OTKa3e B COTJIACOBAaHUU MpeleIbHON
OTITYCKHOM 1IeHbI Ha pe)epeHTHBIN JIeKapCTBEHHBIH Mpemnapar.

12. OcHoBanusimu anst npunsaTus denepanbHOM aHTUMOHOIIOJIBHOM CITy:k0011 perieHus: 06 0Tkaze B
COTJIACOBAHUU MPEENIbHOM OTIYCKHOM 1IeHbI Ha peepPEHTHBIH JIEKAPCTBEHHBIN MpernapaT sBISIOTCSL:

a) IPEeJICTAaBJICHUE HEJIOCTOBEPHBIX CBEJICHUIA;

0) mpeacTaBiIeHHE JOKYMEHTOB B HEMOJIHOM OObeMe W (WJIM) HEMOJHOTa COJAEPXKAIUXCA B HHUX
CBEICHUU;

B) HEMpE/CTAaBICHNE CBEJCHHI B COOTBETCTBUU ¢ MyHKTOM 10 Hactosmmx [IpaBu;

T') TIPEBHIIICHNE MIPEAICTABICHHON K 00s3aTeIbHON MepeperucTpauy IpeaebHON OTIYCKHOM IIeHBI
Ha pedepeHTHBIN JTeKapCTBEHHBIN Mpenapar HaJl [IeHOW, PACCYUTAHHON B COOTBETCTBUH C HACTOSIIUMHU
[IpaBunamu.

13. ®degepanpHas AaHTUMOHOMNOJIbHAS CIOyxk0a NpU NPOBEpKE CBEAEHUH, MpPeICTaBICHHBIX
BIQACIBLEM WIM JIE€P)KATEIEM PETUCTPALMOHHOTO YyJIOCTOBEPEHMUS JIEKApCTBEHHOIO IIpernapara
(YHOJTHOMOUYEHHBIM MM JIMIIOM) B COOTBETCTBUM C HacTosuIMMU [IpaBuiamM, UCHONB3YeT MCTOYHMKH,
CoJlep)KallMe IIeHbl Ha JIEKapCTBEHHBIE IIpemapaTsl B HMHOCTPAHHBIX TIOCYJapcTBax COTJIACHO
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npwiokeHnto N 3, COOTBETCTBYIOIIME TpPeOOBAHMSIM, TMPEAYCMOTPEHHBIM TiyHKTOM 17 IlpaBun
pPErucTpanum.

14.  MunucrepcTBOo  3apaBooxpaneHuss P®  mpuHmmaer pemeHne 00  o0s3aTenbHON
MEepeperucTpalui TpeAeIbHONH OTIYCKHOW IIeHbl Ha pedepeHTHBIH JIEKapCTBEHHBIN Ipermapar B
3aBUCUMOCTH OT PEUICHHS] O COrJIACOBAHWM MPENEIbHON OTIIYCKHOU LIeHbI, IpuHsITOro denepanbHOU
QHTUMOHOTIOJILHOM  CIIY)KOOW, OJHOBPEMEHHO C pelieHueM 00 00s3aTeNbHONM TepeperucTpanun
IIpe/ieNbHBIX OTIYCKHBIX LIEH Ha BOCIPOU3BEICHHbIE, OMOaHAIOroBble (OMOMOJ00HBIE) JIEKAPCTBEHHBIE
IpenapaTsl B 3aBUCUMOCTH OT peLIeHUs, NpUHATOro deaepanbHON aHTUMOHOIIOIBHOMN CITY>KOOM.

15. MunuctepctBo 3apaBooxpaneHuss PO B teuenune 20 pabounx aHEN cO JHS MOJIy4YEHUS pelIeHus
@denepalibHOM  AHTUMOHOIIOJIBHOM ~ CIyXObI O  COTJIAaCOBAHMU  NPEICIBbHON  OTIHYCKHOW  IIEHBI
MPOM3BOJUTENS. Ha peQEepeHTHBI JIeKapCTBEHHbIM Impernapar HampaBiasieT B DenepanbHYIO
AHTUMOHOTIOJIbHYIO CIIY)KOy B OTHOIIEHHHM 3TOTO pPEePEpEeHTHOro JIEKapCTBEHHOIO Ipemnapara 1o
COCTOSSHUIO Ha JIeHb MPUHATHS YKAa3aHHOTO pEIIEHHs IepeueHb 3aperucTpupoBaHHbIX B PO
BOCITPOM3BE/IEHHBIX, OHOAHAJOTOBBIX (OMOMOAOOHBIX) JEKAPCTBEHHBIX IIPENaparoB, MpeeibHbIe
OTITYCKHBIE€ IIEHbl Ha KOTOPBIE 3aperuCTPUPOBAHbl U BKJIIOYEHBI B PEECTp, COAEp KAl HEOOX0AUMOe
JUIs TIPUMEHEHHUS TOHWXKAIoIIero Kod3(QQUIMeHTa OMNHCAaHWE BOCIHPOM3BE/IEHHBIX, OHOAHAIOTOBBIX
(Onono0OHBIX)  JIEKAPCTBEHHBIX  MpernaparoB  (HOMEpP  PErucTpPallMOHHOTO  yJOCTOBEPEHHUS
JIEKapCTBEHHOTO  Mpernapara, HauMEHOBaHWE BIajeiblla WIM JepXkKaTels perucTparoHHOTO
YIOCTOBEPEHHUsI JIEKAPCTBEHHOTO IIpernapaTa, HAMMEHOBAHUS MPOU3BOAMUTENEH (IIPOM3BOJCTBEHHBIX
IUTOIIAJIOK MPOU3BOAUTEINS), MEXKAYHAPOJHOE HENATEHTOBAaHHOE HaNMEHOBaHUE (IIPH €ro OTCYTCTBUM —
XMMUYECKOE WIN TPYNIMPOBOYHOE HANMEHOBAHHUE), TOProBOE HAMMEHOBAHUE, JIEKapCTBEHHas (opMa,
J03UpOBKa  (KOHIIEHTpalusi, 00beM, aKTUBHOCTb B €IMHUIAX JACHCTBUS), BBIPAKEHHas B
COOTBETCTBYIOLIUX €AMHUIAX U3MEpEHUs, GopMa BBIIYCKa, KOJUYECTBO B MOTPEOUTENBCKON yIaKOBKE,
HocHeHsAs TpeAeibHas OTIYCKHAas IIeHa C YKa3aHUeM JaThl M HoMepa Ipuka3a MuHucTepcTBa
3apaBooxpaHeHus P o perucTpanuu iy nepeperucTpaiuy npeaeabHON OTITYCKHOW 1eHBI U (W) AaThl
U HOMEpa BBIIMCKM M3 peecTpa, BbIIAHHOW BIAJENbLly WM JIEPXKATEI PErucTPalMOHHOTO
yIIOCTOBEPEHUS JIEKAPCTBEHHOI'O IIperapara 1o pe3yjabTaTaM BHECEHHsI U3MEHEHHI B PEECTPOBYIO 3aIIUCh
peecTpa WM IO pE3yJbTaTaM CHUXXEHMs 3aperMCTPUPOBAHHON IpENeNbHOM OTHYCKHOW IIeHbl Ha
JIEKapCTBEHHBIH Ipenapar, ITPUXOBOH KOJI, HAHECEHHBIH Ha BTOPUUYHYIO (IIOTPEOUTENIBCKYIO) YIAKOBKY
JIEKapCTBEHHOTI'0 IpernapaTa), Ha OyMa)KHOM HOCHTEJIE U B BJIEKTPOHHOM BHJI€ B TAOJIIMYHOM (popmare.

15(1). B cnyyae ecnu Ha jarty NPUHATHS YKa3aHHOTO B MyHKTe 15 Hacrosmux [lpaBun permeHus
@enepanbHON  aHTUMOHOIOJIBHOM  CIY)KOBI O  COIJIACOBAHUM  HPENEIbHOW  OTIYCKHOH  ILIEHBI
IIPOU3BONTEINS HA pedepeHTHBIN JIEKApCTBEHHBIN Ipernapar TakoW JIeKapCTBEHHBIM Mpemnapar Kak He
OTBEUAIOLIUN KPUTEpHUsM, yKa3aHHbIM B myHkTe 11 crateu 4 ®denepanpHoro 3akoHa "OO obOpareHun
JICKapCTBEHHBIX CPEACTB", He sBIIsAeTCS peepeHTHBIM JIEKapCTBEHHBIM mpenapatoM, Munsnpas Pd
YBEIOMJISIET Jiep KaTelisl WK BiIaJelbla perucTpalMoHHOIO YAOCTOBEPEHHUS JIEKAPCTBEHHOIO Ipenapara
(YHOJTHOMOUYEHHOE UM JIMLO), IPEACTAaBUBIIErO IOKYMEHTHI, YKa3aHHbIE B ITyHKTEe 4 HacTosmux [Ipasui,
00 »3TOM, a Takke 00 OCYIIECTBIEHMHM B OTHOLIEHWH JAHHOTO JIEKApCTBEHHOTO Ipenapara
(Bocmpoun3BeieHHOTO, OHOoaHaOroBOoro (0mMomnoao0HOro) 00s3aTeNbHON MepeperucTpaliy MnpeienbHoR
OTITYCKHOM I1IeHBI Ha JICKApCTBEHHBIN Mpernapar B COOTBETCTBUM ¢ myHKTamu 15, 39 win 41 HacTosmumx
IIpaBun 1 BO3BpalaeT IEpKaTENI0 WM BIIAEIbIy PETUCTPALMOHHOIO yJOCTOBEPEHUS JIEKAPCTBEHHOTO
npemnapara (ynoJHOMOYEHHOMY UM JIMIY) IPeACTaBICHHbIE JOKYMEHTHI.

(m. 15(1) BBenen IlocranoBnenuem [IpaButensctBa PO ot 18.11.2020 N 1858)

15(2). B cmysae ecnmu Ha 1 mapra 2020 r. jekapCTBEHHBIM mpemapar B COOTBETCTBUU C
TpeboBanusmMHu nyHkTa 11 cratem 4 @enepanbHoro 3akoHa "OO obOpalieHHH JIEKapCTBEHHBIX CpeicTB”
ABIIsieTCS pe(epeHTHBIM JIeKapCTBEHHBIM mpemnapaToM, MunsapaB P® HampaBnser aepxkarenio WId
BIIAJIETIBIly PETMCTPALMOHHOTO YJOCTOBEPEHMS JIEKAPCTBEHHOIO Ipenapara (ylnoJIHOMOYEHHOMY WM
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JMILYy) yBEIOMJICHHE 00 3TOM M O HEOOXOJMMOCTH MPEICTABICHUS JOKYMEHTOB, YKa3aHHBIX B MyHKTE 4
Hacrosmux [IpaBwin, B Teuenme 10 paboumx nHEH cO JAHSA TOJYYEHHUS YKAa3aHHOTO YBEIOMIICHUS
Munsapas PO.

(n. 15(2) BBeneH IlocranoBnenuem IpaButenscrea PO ot 18.11.2020 N 1858)

16. MunuctepcTBo 3apaBooxpaneHuss PO B Teuenue 15 pabounx aHel co AHA MOJIyYEHUS PellICHUs
denepanbHON aHTUMOHOIIOJILHON CITyKObI 00 OTKa3e B COTJIACOBAHUM IPECIIbHON OTITYCKHOM LIEHBI Ha
pedepeHTHBI JIeKapCTBEHHBIH TIpenapaT NPUHUMAET COOTBETCTBYIOIIEE pemeHne 00 OTKae B
00s13aTEIbHOM TIepEPerucTpaluy MPeaebHOM OTIYCKHOW IeHbl Ha pedepeHTHBIN JIeKapCTBEHHBIH
npenapar.

[Ipu nmpunatum pemeHus o6 oTka3ze B 00A3aTEIBHOM NEPEperucTparuu MpeAebHOW OTIYCKHOM
LIEHBI Ha JICKapCTBEHHBIN NpenapaT MUHUCTEPCTBO 3/1paBooxpaHeHus PP B Cpok, He NMpeBbIIAIONIUN S
pabounx aHel co JHS mosydeHus: peuieHuss denepanbHOM aHTUMOHOMOJIBHOW CIIYy)KOBI, yBEOMIISIET
JepxaTels WIM  BiaJeNnblla PETUCTPALMOHHOIO  YAOCTOBEPEHHS  JIEKAPCTBEHHOTO  IIpernapara
(YOJIHOMOUYEHHOE UM JIMI0) B MHCbMEHHON (OpME O MPUHATOM pELIEHUH (C H3JI0KEHUEM MPUUUH
0TKa3a).

17. B ciuydae eciu JepkaTeleM WM BJIQACIBIEM PErMCTPAMOHHOTO  yIOCTOBEPEHUS
pedepeHTHOTO JIEKapCTBEHHOTO Tpernapara (ymoJHOMOYEHHBIM UM JIMIIOM) B TedeHHue 15 pabouux mHel
CO JHS TUpuUHATHA MUHUCTEpCTBOM 37ApaBooxpaHeHuss P® pemienus o0 oTkaze B o0s3aTerabHOU
nepeperucTpaluy npeaeabHON OTIYCKHOM 1IeHbl Ha pedepeHTHBIN JIeKapCTBEHHBIN Mpernapar MOBTOPHO
NpeacTaBieHbl B MUHHUCTEPCTBO 3/paBooXpaHeHUs: PD MOKyMEHThI B COOTBETCTBHM C MyHKTOM 4
Hacrosuux IIpaBun, cCpoku paccMOTpeHUss MOBTOPHO MOJAHHBIX JOKYMEHTOB OIPENEISAIOTCS B
cootBeTcTBUU ¢ myHkTamu 10 u 13 IIpaBui perucrparumu.

18. Tlpu oOs3aTeNbHON TEpeperucTpald TMpeaesibHas OTIyCKHas IIeHa Ha pedepeHTHBIN
JICKapCTBEHHBIH TpenapaT sl KaKI0W JICKapCTBEHHON (GOPMBI, JO3UPOBKU (KOHIICHTPAIMH, aKTHBHOCTH
B CIIMHUIIAX JIEHCTBHs) W OOIIEro KOJIMYEeCTBAa BO BTOPUYHOM (IMMOTPEOUTENHCKOM) yrakoBKe Oe3 ydeTa
(GOpMBI BBIITYCKA, 32 UCKIIOYEHUEM CIydas, IPeAyCMOTPeHHOro myHKTOM 21 Hacrosimux [IpaBmi, He
MOJKET MPEBBIIIATE:

a) pa3Mep MUHHMAaJIbHON OTIIYCKHOW IIeHbI Tpou3BomuTelnsi (0e3 ydera MPOU3BOJICTBEHHBIX
IUTOIIAJIOK TPOM3BOJMTENSI) HA TaKOW JIEKAPCTBEHHBIM TpernapaT B HWHOCTPAaHHBIX TOCYAapCTBaXx,
yKa3aHHbIX B mpwiokeHurn N 3 Kk HacrosimuMm [IpaBwiam (c y4eToM pacxojoB, CBSI3aHHBIX C
TaMOYKEHHBIM O(OPMIICHHEM), PACCUUTAHHBIA Ha OCHOBaHUH JAaHHBIX, YKa3aHHBIX B NpUiIokeHud N 2 K
HactosmuM [IpaBunam;

0) paHee 3apervuCTPUPOBAHHYIO (IIOCIECIHIOW MEPEePErUCTPUPOBAHHYIO) MPEACIBbHYIO OTIYCKHYIO
IIEHY Ha ATOT JICKAPCTBEHHBIN Tpenapar;

B) NIPEJCIBHYIO OTITYCKHYIO IICHY Ha JIEKapCTBEHHBIN Mpenapart, ONpeCICHHYIO C YIeTOM IyHKTa 8
[IpaBun peructpaiiu, 3a HICKIIFOYCHUEM CITydaeB, MPEIYCMOTPEHHBIX TyHKTOM 6 HacTosmumx [IpaBuit.

19. Tlpu oOGs3arenbHOM mepeperucTpauuu ¢ ydetoM nyHkTa 18 Hacrosimux IlpaBun B pamkax
OJIHOTO TOPrOBOIO HAMMEHOBAaHUS JIEKAPCTBEHHOIO IIpernapara € Y4YE€TOM M3MEHEHHMs TOpPrOBOTO
HAaMMEHOBAaHMS JIEKapCTBEHHOIO Ipenapara A BCEX IOJUIEKAIIMX CHUKEHHUIO 3aperMCTPUPOBAHHBIX
(mepeperucTpupoBaHHbIX) MpPEAETIbHBIX OTIYCKHBIX LI€H Ha peepeHTHBIM JeKapCTBEHHBIN INpenapar
POU3BOANTENEH (TIPOU3BOACTBEHHBIX IUIOLIAJ0K IPOU3BOAUTENSA), YKAa3aHHBIX B paMKax OJIHOTO
PETUCTPAIIIOHHOTO YIOCTOBEPEHHUS, MO pe3yiabTaTaM o00s3aTeIbHON MepeperucTpalii B peecTpe
yCTaHaBIIMBAeTCs €AMHAs TNpeAeibHas OTIYCKHas IleHa Ha JIGKAapCTBEHHBIM Mpenapar A Kaxaon
JIEKapCTBEHHON (OPMBI, JO3UPOBKH (KOHIIEHTPALMU, AKTUBHOCTU B €IWMHUIAX JEHCTBHS) M OOILIEro
KOJIMYECTBAa BO BTOPUYHOH (MOTpeOUTENHCKON) yakoBke 0e3 ydera (popMbl BBIITYCKA, 38 UCKIIOUEHUEM
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citydasi, IpelyCMOTpeHHOro myHkToM 21 Hactosmux [IpaBu.

20. B cnydae ecnu B paMKax OJHOTO TOPTOBOTO HAaMMEHOBAaHHUS Pe(EpPEeHTHOIO JIEKAPCTBEHHOTO
mpernapata ¢  y4eTOM H3MEHEHHUS TOProBOr0O HAMMEHOBAHMS  JIEKAPCTBEHHOIO  IIperapara
3aperucTpupoBaHHas (IlepeperucTpupoBaHHasl) IpeleibHas OTIyCKHAas L€eHa M OJHOI0 WU
HECKOJIbKUX MPOU3BOAMTENCH (IPOM3BOACTBEHHBIX ILIOIIAJOK IPOM3BOJUTENS), YKa3aHHBIX B paMKax
OJIHOTO PETrUCTPALlMOHHOTO YIOCTOBEPEHUS, HUKE, YEM IpeJesibHas OTIYCKHAs 1I€Ha, pacCUMTaHHas B
COOTBETCTBUU C MMyHKTOM 18 Hacrosimux [IpaBui, 3Ta 1ieHa NOAJIEKUT COXPAHEHHIO B PEECTPE.

B cnywae ecnu ana pedepeHTHOro JIEKapCTBEHHOTO Ipenapara ¢ OJHOW JIEKapCTBEHHOU (opMOii,
JO3UPOBKON M OOLIMM KOJMYECTBOM BO BTOPUYHOW (IMOTPEOUTETHCKOI) YHAKOBKE 3apETMCTPHUPOBAHO
HECKOJIBKO IMpEAeIbHBIX OTIYCKHBIX 1IE€H, MpeeNibHas OTIYCKHAs IIeHa Ha JIEKapCTBEHHBIN MpenapaTr He
MOXXET MPEBbIIIaTh MUHUMAJIbHYIO M3 3aperMCTPUPOBAHHBIX IMPEAEIbHBIX OTIYCKHBIX LIEH (C Yy4eTOM
MOCJIETHEN TIepeperucTpUPOBAHHON IIeHBI, 0€3 ydeTa MPOU3BOJCTBEHHBIX IUIOMIAJ0K MPOU3BOJAUTENS) C
Y4E€TOM CBEACHHUH O HaJIMYUU 3apETUCTPUPOBAHHBIX MPENEIbHBIX OTHYCKHBIX LIEH 3asBIIsIEMOTO
JIEKapCTBEHHOTO Mpernapara COrjaacHO MpuioxeHuto N 4.

21. B cnydyae ecnmum MUHUMAIbHBIM YPOBEHB II€H PEPEPEHTHOTrO JIEKAPCTBEHHOTO Mpemapara Ha
paznuuHbie (GOpMBI BbITYCKa (IIMPULI-PYUKH, KapTPUIKU JUO0 MHBIE OPMBI BBITYCKA, COBMECTHMBIE C
yCcTpoiicTBaMHu BBeA€HHUS (MPUMEHEHUS) WM SBISIOLIMECS YCTPONCTBAMHU BBEJCHMs (IIPUMEHEHUs) B
OJIHOM U3 IrOCY/apCTB, yKa3aHHBIX B npuioxeHuu N 3 k HacrosmuM [IpaBuinam, paznudaercs Oojiee 4yem
Ha 10 mpoueHToB, Ipu 00s3aTeNbHOIN MepeperucTpaluu MpeieibHbIX OTIYCKHBIX II€H Ha YKa3aHHBIN
pedepeHTHBIN JIeKapCTBEHHBIN MTpenapar JOMYyCKaeTCsl yCTaHABIMBATh MIPEJEIbHYIO OTIYCKHYIO IIEHY Ha
KaX/1yI0 U3 TaKUX (pOpM BBIIIyCKa JEKapCTBEHHOTO Mpernapara.

22. TlpenenpHasi OTHyCKHas IleHa Ha pedepeHTHBIM JIEKapCTBEHHBIM IIpemapar B Ciydae,
NPEeyCMOTPEHHOM TyHKTOM 21 Hactosmux IIpaBuii, ycraHaBiIuMBaeTCs Ha OCHOBAHMM MHHUMAJIbHOMN
OTILYCKHOM IIeHbl mpou3BoAuTenss (0e3 yuera NPOM3BOJCTBEHHBIX IUIOMIAAOK IPOU3BOJIUTENS) Ha
COOTBETCTBYIOIIKE (POPMBI BBIITYCKA TAKOTO JIEKAPCTBEHHOTO IpernapaTa B rOCyAapcTBaxX, YKa3aHHBIX B
npwioxkennn N 3k HactosimuM  [IpaBuiam (C y4eToM pacxoOB, CBSI3aHHBIX C TaMO>KEHHBIM
odopMIIeHHUEM ).

[Ipu »>TOM MakcuManbHas pPa3HHUIA MEXIY MPEIeIbHBIMU OTIYCKHBIMH II€HAaMU Ha TaKou
pedepeHTHBIN JIeKapCTBEHHBIM Mpenapar B pa3dUYHbIX (QopMax BBINYCKa, COMOCTaBUMBIX IO
JIEKapCTBEHHOU (popme, M03UpOBKe (KOHIIEHTpAllMM, aKTUBHOCTH B €IUHHIIAX ACUCTBHS) M 00IEeMy
KOJIMYECTBY BO BTOPUYHOU (OTPEOUTENBCKOI) yIIaKOBKE, HE MOYKET MpeBbImaTh 90 mpoIeHTOB.

23. OOs3aTenbHas nepeperucTtpanusa IMpEeACIbHBIX OTIIYCKHBIX ILICH Ha I/IMMYHO6I/IOHOI‘I/I‘IGCKI/IC
JICKAPCTBCHHLIC  IIPCIIapaThbl (BaKI_II/IHBI) OCYHICCTBIICTCA B COOTBETCTBUH C Tpe6OBaHI/I$[MI/I,
YCTAHOBJICHHBIMU JJIS1 peq)epeHTHHX JICKAaPCTBCHHLIX ITPCIIapaToOB.

24. 3aperucTpupoBaHHbIE Mpe/eIbHbIE OTIYCKHbIE I[EHbl Ha BOCHPOU3BEICHHBIC, OMOAHATIOTOBBIE
(buomoi0OHBIE) JEKapCTBEHHBIE TMpemapaThl MOJJIeKaT o0s3aTenbHONW  mepeperucrpanuu  6e3
MIpEJICTaBJICHHs 3asBICHUS BJaJeNbIlaMH WU JEPKaTeIsIMU PETUCTPAIMOHHBIX YIOCTOBEPEHUI TaKHX
JIEKapCTBEHHBIX MPENapaToB (YIIOJTHOMOYEHHBIMU UMH JIUIIAMH).

25. Ilpu o06s3aTenbHON IMepeperucTpaly mnpeaeibHas OTIYCKHas IleHa Ha BOCIPOW3BEICHHBIH,
OnoaHasoroBblil (OMOMOAOOHBIN) JEKapCTBEHHBIM mpemnapar Uil KaXKIOH JIeKapcTBEHHOH (hOpMBI,
JI03UPOBKH (KOHIIEHTpAIMM, aKTUBHOCTU B €AMHUIIAX JEHCTBUSA) U OOILIEro KOJWYECTBA BO BTOPUYHOM
(moTpebuTenbckoit) ynakoBke 6e3 ydera (GOpMbI BBIITYCKa, 32 UCKIIIOUEHHUEM CITydasi, IPEeIyCMOTPEHHOTO
nyHkToM 21 Hacrosimux [TpaBui, He MOXKET IPEeBbIIIATh:
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a) paHee 3aperuCTPUPOBAHHYIO (MOCIENHIO NEPEepPErnCTPUPOBAHHYIO) MPENEIbHYIO OTIIYCKHYIO
LIEHY IIPOU3BOAMTEIIA HA 9TOT JIEKAPCTBEHHBIN IIpEnapar;

0) mpenenpHYyI0 OTIIYCKHYIO LIEHY Ha 3TOT JIGKAPCTBEHHBIM IMperapart, OMPEACICHHYIO C Y4eTOM
TpeboBanuii myHkra 8 IIpaBmi peructpanuu 0e3 ydeTa mpeAeabHBIX OTIYCKHBIX IICH, HCKIIOUYEHHBIX B
COOTBETCTBUU C IMyHKTOM 6 Hactosumx IIpaBui;

B) JIJIS JICKQPCTBEHHOTO Ipernapara (3a MCKII0UEeHUEM OP(AaHHOTO JISKAPCTBEHHOTO Ipemnapara), —
LIEHY, PACCYUTAHHYIO B COOTBETCTBHUM C paszaesnoM VIII meTtoauku pacuera npenenabHbIX OTIHYCKHBIX LIEH
MIPOM3BOJIUTENEH Ha JIEKAPCTBEHHbIE IIpenapaThl, BKIIIOUEHHbIE B NIEPEUEHb KU3HEHHO HEOOXOJIMMBIX U
BAKHEHIIINX JIEKAPCTBEHHBIX MpPENaparoB, YTBEp:>KJIEeHHOW nocTtaHoBieHueM lIpaButenbctBa PO ot 15
ceHts10ps 2015 r. N 979 "O BHeceHun usmeHeHui B nocraHosisienue [Ipasurenscrea PO ot 29.10.2010 N
865 m 00 yTBepXJEHUM METOIWKH pacdyera NpPeACTbHBIX OTIYCKHBIX IIeH MPOHM3BOJIUTENCH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX IPEnapaToB, MPU WX TOCYJAapCTBEHHOW PErHMCTpallud M Iepeperucrpanuu’ (naisee —
METO/IMKa), C MPUMEHEHHUEM IOHWKAIOIEro KO3(P(QHUIIMEHTa B OTHOLIEHUHU IEPEPEerucTpUPOBAHHON B
00s3aTeIbHOM TNOPSAJKE B COOTBETCTBUU C HacTosuuMmu [lpaBunamu mpenenbHON OTHYCKHOM IIEHBI Ha
COOTBETCTBYIOIINI pePEepeHTHBIN JIEKAPCTBEHHBIN TpenapaT. 3HaueHUs MOHMKAMEro KodpGUIIUeHTa,
MIPUMEHSIEMOro TIpu 00s13aTensHOM nepepeructpanuu B 2019-2020 rogax mpeneiabHbIX OTITYCKHBIX IIEH
MIPOM3BOJIUTENEH Ha BOCIPOM3BEACHHBIE, OMOaHAIOTOBbIE (OMOMOIOOHbBIE) JEKApPCTBEHHbIE NpenapaThl,
OTpeeNsAoTCs Mo GopMysIaM pacuera CorjacHo mpuioxkeHuto N 5;

r) ans opdaHHOrO JIEKApCTBEHHOTO IIpernapara — NpPelNeNbHYI0 OTIYCKHYI0 IIeHy Ha
COOTBETCTBYIOIIUN peepeHTHBIN JIEKapCTBEHHBIN Mpenapar, NepeperucTpUpoBaHHYIO B 00s13aTEIbHOM
MOPSAKE B COOTBETCTBUU ¢ HacTosMMHu [IpaBunamu.

26. Ilpu oOs3aTenbHOM MepeperucTpanu ¢ ydeToM IyHKTa 25 Hacrosmux [IpaBwin B pamkax
OJIHOTO TOPrOBOrO HAMMEHOBAHHUS JIEKAPCTBEHHOTO IIpernapara € Y4eTOM M3MEHEHHs TOProBOTO
HAaMMEHOBaHUS JIEKAPCTBEHHOT'O Mpernapara AJisi BCeX MOJUIeKaIINX CHIDKEHUIO MPEIEIbHBIX OTITYCKHBIX
IIEH Ha BOCIPOM3BEICHHBIC, OWOaHANOTOBbIe (OMOMOMOOHBIC)  JICKAPCTBEHHBIC  Ipenaparhl
MPOU3BOIUTENEH (IIPOU3BOJICTBEHHBIX IUIOUIAJIOK MPOM3BOAMTENS), YKa3aHHBIX B paMKax OJHOIO
PETUCTPAIIIOHHOTO YIOCTOBEPEHUS, 10 pe3ylibTaTaM 00s3aTeNbHOM MepeperucTpaliy ¢ y9eToM IMyHKTa
29 mnacrosiumx [IpaBunm B peecTpe YCTaHABIMBAIOTCS €IUHBIC TMpeeNibHbIE OTIIYCKHBIE IIEHBI Ha
JIEKapCTBEHHbIEC TMpenaparhl s KaXJIOW JeKapcTBEHHOH (OpMBbI, JO3UPOBKU (KOHIICHTpAIUH,
AKTUBHOCTH B €MHHIIAX JIEHCTBUS) U OOLIEr0 KOJUYECTBA BO BTOPUYHOM (IIOTPEOUTENHCKOI) yITaKOBKe
0e3 yuera (hOpMBI BBITYCKAa, 32 HMCKIIOUEHUEM Cllydas, MPEeIyCMOTPEHHOro MyHKTOM 30 HacTOSIIUX
IIpaBun.

27. B cnywyae ecid B paMKax OJHOTO TOProBOIO HAMMEHOBAHUS BOCIIPOM3BEIECHHOTO,
O0unoaHanoroBoro (OMOMOAOOHOTO) JEKAPCTBEHHOTO TMpemapara ¢ Yy4eToM M3MEHEHHs TOProBOTO
HAaUMEHOBaHUS JICKAPCTBEHHOTO Tperapara 3aperucTpupoBaHHas (MepeperucTpupoBaHHas) npeenbHas
OTIyCKHasl 1leHa JUISl OJHOTO WM HECKOJIBKMX MPOU3BOJIUTENEH (IIPOM3BOJICTBEHHBIX IUIOMIAOK
MIPOU3BOJINTENSA), YKAa3aHHBIX B paMKaX OJHOIO PErMCTPAllMOHHOTO YJOCTOBEPEHHs, HIDKE, YeM
npeJenbHas OTIYCKHasl 11€Ha, pacCUMTaHHAas B COOTBETCTBUM C IyHKTOM 25 HacTosmux llpaBui, sta
LIEHa T0JUIEKUT COXPAHEHUIO B PEECTPE.

B cinyyae ecnum s BOCHpPOM3BENEHHOTO, OMOAHAJIOroBOTO (OMOMOAOOHOTO) JEKApCTBEHHOTO
mpernapara ¢ OJHOM JieKapCTBEHHOM (oOpMOil, A03MPOBKOM M OOIIMM KOJIMYECTBOM BO BTOPUYHOMN
(moTpebuTeNnbCcKOi) yakoBKe 3aperucTpUPOBAHO HECKOJBKO MPENeNIbHBIX OTIHYCKHBIX 1I€H, IpeaeabHast
OTIIYCKHasl I1I€Ha NPOW3BOJUTENS Ha JIEKAPCTBEHHBIM IIpenapar B paMKaxX OJHOTO PErucTPaliMOHHOTO
YIOCTOBEPEHUS HE MOXKET MPEBBIIIATh MUHUMAJIBHYIO U3 3apErUCTPUPOBAHHBIX NPEAETBHBIX OTITYCKHBIX
LIEH C Y4ETOM HX MEpPEeperucTpanuy, 3a UCKIUYEHUEM IPEIENIbHBIX OTIIYCKHBIX LI€H, UCKIIOYEHHBIX B
COOTBETCTBUU C IIYHKTOM 6 Hactosuwmx IIpasui.
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B cnyyae ecnu B paMKax OJHOIO PErMCTPALIMOHHOTO YAOCTOBEPEHUs JIEKApCTBEHHOTO IIperapara
3apErUCTPUPOBAHBI IICHBI HAa BOCIPOM3BEACHHBIN, OMOAHANOTOBBIA (OMOIOMOOHBIN) JIeKapCTBEHHBIN
rpenapar Ipou3BOJUTEINS TOCYIapCTBa — WiIeHa EBpa3uiiCKOro dKOHOMHUYECKOIO COK3a U HHOCTPAHHOTO
MPOU3BOJACTBA, MUHMMAJbHAs W3 3apErHCTPUPOBAHHBIX MPEIACIbHBIX OTIYCKHBIX LIEH OMPEAEIAETCS C
COXpPaHEHUEM MPUHAJIEKHOCTU IMPOU3BOAUTENS K TOCYIaPCTBY — WieHy EBpa3uilcKOro 3KOHOMUYECKOTO
CO103a WJIM NHOCTPAHHOMY IIPOU3BOAUTEIIIO.

28. B cimydae eciam mo pesyibTraTaM 00s3aTENbHOM MEpeperucTpanuy B paMKax MEKIYHApOIHOTO
HENAaTEeHTOBAHHOTO HAUMEHOBaHUS (IPU €ro OTCYTCTBUM — TIPYNIHPOBOYHOIO WM XUMHYECKOTO) U
JIEKapCTBEHHOUW ()OpPMBI Ha COOTBETCTBYIOUIUN peepeHTHBIH JIEKapCTBEHHBIN IpenapaTr YCTaHOBJIEHBI
pa3iauyYHble NpeleNbHbIE OTIYCKHBbIE LIEHbI, NPUMEHSETCS CpenHee apupMeTHYecKoe 3HaYeHHE
MOHIDKAIONIET0 KO3(HIMEHTa, pacCUWTaHHOE Ha OCHOBAaHMM YCTAaHOBJIGHHBIX [0 pe3ylbTaTaM
00s3aTeNbHON TepeperucTpaly MpeAeabHbIX OTIYCKHBIX LI€H Ha pe(epeHTHBIH JIeKapCTBEHHbIN
mmpenapar.

29. B cnyyae ecinm B paMKax OJHOTO PErUCTPAllMOHHOTO YAOCTOBEPEHUS JIEKAPCTBEHHOTO
mpenapara 3aperuCTPUPOBAH BOCIPOW3BEICHHBIN, OWOAHATIOTOBBIM (OMOMOMOOHBIN) JIEKapCTBEHHBIN
rpenapar Ipou3BOJUTEINS TOCYIapCTBa — WieHa EBpa3niicCKOro S3KOHOMHUYECKOTO COK3a U HUHOCTPAHHOTO
MIPOM3BOJICTBA, LIEHBI /Ul YKAa3aHHOTO JIEKApCTBEHHOT'O Ipernapara pacCUUTHIBAIOTCS B COOTBETCTBUU C
pazgenom VIII MeTonuku ¢ nOpUMEHEHHWEM TMOHWXKAKOMMX KOAPQPHUIMEHTOB, 3HAYEHHUS KOTOPBIX
ONIPENETSAIOTCS B COOTBETCTBUM C NpuiiokeHneMm N 5 k HactosuM [IpaBuiiam.

30. B cnywyae ecnu mpenenbHas OTIYCKHas IeHa Ha pedepeHTHBIN JIEKapCTBEHHBIN Ipenapar
YCTaHOBJIEHA B COOTBETCTBHMHM C NMyHKTaMu 21 u 22 Hacrosmux [IpaBui, pacdyer npeaenbHbIX OTITYCKHBIX
IIEH Ha BOCIPOM3BEICHHBIN, OWOaHaIOroBBI  (OMOTMOMOOHBIN)  JIEKAPCTBEHHBINM  Tpemapar
OCYITIECTBJISIETCS B COOTBETCTBUM C MyHKTamMu 24-27 Hactosmux [IpaBwn mis kaxao ¢opMbl BEITyCKa
UCXOJs M3 TMpeleibHBbIX OTIYCKHBIX I[IEH Ha COOTBETCTBYIOIIME (OPMBI BBIMTyCKa pedepeHTHOro
JIEKapCTBEHHOI'O Mpernapara.

31. denepanpHas aHTUMOHOIIOJIBHAS CTyX0a B TeueHHe 60 pabouyux JHEH CO JTHS MOJYyYEHUS OT
MunuctepctBa 3apaBooxpaneHuss PO cBenenuid, npeaycMoTpeHHbIX TyHKTOM 15 Hactosmux [IpaBuin,
MIPOBOJIUT B COOTBETCTBUU C HacTOAIMMHU [IpaBunaMu v METOIUKOI pacyeT MpeieabHbIX OTIYCKHBIX 1IeH
Ha BOCIpPOM3BEJIEHHbIE, OHoOaHaIoroBble (OMOMOJOOHBIC) JIEKAPCTBEHHBbIC TMpenaparbl, a Takke
nyoJuKyeT Ha CBOeM OQHIHaIbHOM caidTte B ceTd "MHTepHET' W OJHOBPEMEHHO HAINpaBIIieT B
MunuctepcTtBo 3apaBooxpaHeHuss P® ykasaHHBIM pacyeT MpelNeNbHBIX OTIYCKHBIX I[I€H Ha
BOCITPOU3BE/ICHHBIE, OMOaHaNoroBbie (OMOMOAOOHbBIE) JEKAPCTBEHHBIE MPemnapaTsl, COAEpKaIui HOMED
PETUCTPAIIMIOHHOTO  YAOCTOBEPEHUS JICKApCTBEHHOIO IIperapara, HauMEHOBAHHE BIAJeNbla WIH
JepxKaTelss  PErMCTPAIlMOHHOTO  YJOCTOBEPEHHS  JICKApCTBEHHOTO  MperapaTra, HaWMEHOBAHMS
MIPOU3BOIUTENEH (IMIPOU3BOJACTBEHHBIX IUIONMIAJOK MPOU3BOAUTENS), MEXAYHAPOAHOE HEMATECHTOBAHHOE
HauMEHOBaHHe (IIPU €ro OTCYTCTBUM — XMMHUYECKOE WJIM TPYNIUPOBOYHOE HAUMEHOBAHUE), TOPrOBOE
HauMEHOBaHHE, JIEKApCTBEHHYIO (OopMy, AO3UPOBKY (KOHIIEHTpAlHI0, 00BEM, aKTUBHOCTh B €IMHUIIAX
necTBus), GOpMY BBIITYCKa, KOJTUYECTBO B MOTPEOUTENHCKON YIAKOBKE, MPEACIbHYIO OTITYCKHYIO IIEHY,
paccuntanHyro @DenepalbHOH AHTUMOHOIOJNBHON CIyXO00HM, IITPUXOBOM KOJl, HAaHECEHHBIH Ha
BTOPUYHYIO (HOTPEOUTEIBCKYIO) YIAKOBKY JEKapCTBEHHOTO Ipenapara) (Ha OyMa)KHOM HOCHTEJE U B
AIIEKTPOHHOM BHJIE B TAOJIHMYHOM (opmarte).

32. Ilpm HeoOXoAMMOCTH yTOUHEHHMs uWH(pOpManuu, TpeOyeMoil [uId MpoBEAECHUs pacdera

MIpeIebHBIX OTIYCKHBIX II6H Ha BOCIPOM3BEACHHBIN, OMOaHANOTOBBINH (OMOMOMOOHbIN) TeKapCTBE HHBIH
npenapar, COOTBETCTBYIOIIME CBEACHMS 3alpallliBalOTCA B MOPSIKE, MPEAYCMOTPEHHOM NyHKTOM 14
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[IpaBui perucrpanuu.

33. MunucrepctBo 3apaBooxpaneHuss PO B teuenme 20 pabouux HHEH €O JHS TOJYYEHHUS OT
denepanbHON aHTUMOHOIIOJIBHON CITYKOBI pelIeHus: 00 yTBEPKACHUU pacueTa MpeaesbHBIX OTITYCKHBIX
IIEeH Ha BOCIPOW3BEJCHHBIE, OHOaHAIOroBble (OMOMOJOOHBIE) JIEKAPCTBEHHBIE IMpernaparsl B
COOTBETCTBUM ¢ IMyHKTOM 31 Hacrosumx [lpaBun mnpuHumaer peuieHue 00 00s3aTeNbHON
MEPEePErucTpallii  MPEIEIbHOM  OTIYCKHOM IEHbl Ha  JIEKAPCTBEHHBIM  Mpemnapar, BHOCHUT
COOTBETCTBYIOILIME JIaHHBIE B pEECTp B CPOK, MNpeAyCMOTpeHHbIH myHkToM 6 IlpaBun BeneHus
rOCy/lapCTBEHHOI'O peecTpa IMpeAeibHBbIX OTIYCKHBIX I€H IPOM3BOJUTENEH Ha JIEKapCTBEHHbIE
IpenapaThl, BKIIOYEHHbIE B IE€PEYECHb >KMU3HEHHO HEOOXOAMMBIX W Ba)XXHEMIINX JEKapCTBEHHBIX
[IpernapaToB, YTBEPXKJAEHHBIX mnocraHoBieHueM IlpaBurensctBa P® ot 29.10.2010 N 865 "O
roCy/lapCTBEHHOM pETyJIMpOBAaHWM II€H Ha JIEKAPCTBEHHBIE IIpernapaThl, BKIIOYEHHbIE B IEPEUYCHb
KU3HEHHO HEOOXOAMMBIX M BaKHEHMIIMX JIEKApCTBEHHBIX IpernapaToB, BbIAAET JEpXKATENI0 WIH
BIIQJIETIBIly PErMCTPAMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOro Iperapara (ynoJIHOMOYEHHOMY WM
JUIy) BBIIUMCKY M3 Ipuka3za MuHuctepcTBa 37paBooxpaHeHuss PO 00 o0s3aTenbHON nepeperucTpanuu
NpeeIbHOM OTIYCKHOW II€Hbl Ha JIEKapCTBEHHBIM mpenapaT M pa3MeniaeT COOTBETCTBYIOUIYIO
nH(popMalKIo Ha cBoeM o(dulmanbHOM caiite B cet "MHTepHet".

[Ipumeuanmue.
JlekapcTBa, peaqn30BaHHbIE O BCTYIUICHHMS B CHIy IIpHKa3a 00 00s3aTeNbHOI NepeperucTpanyy B
2019-2020 rogax, MOryT ObITh B OOpallleHHWU 10 MCTEUYEHHUs CPOKa TOJHOCTH C Y4eTOM (pakTHueckoit
OTITYCKHOM II€HBI, HE MPEBbINIAIONICH MPENeNbHYIO0 OTIIYCKHYIO IIEHY, MPUMEHSBIIYIOCS Ha JaTy UX
peanu3anum.

34. Ilpuka3z MunHHCTEpCTBa 3/1paBooXpaHeHus PO 006 00s3aTeIbHON MepeperucTpaluy mpeaeabHO
OTITYCKHOM IIeHbl MPOU3BOJAWTENSI Ha JIEKApPCTBEHHBIM Mpernapar BCTyMaeT B CUJIY IO MCTEYEHUU S5
MECSIEB CO JIHS €ro MPUHSATHUS.

35. MuHuctepcTBO 31paBooxpaHeHuss PD B mensx coOMOAeHUS HOPMBI 4YacTH 2 cTaTtbu 63
®denepanpHoro 3akoHa "OO oOpamieHHM JICKapCTBEHHBIX  CPEACTB" OTMEYaeT B  peecTpe
COOTBETCTBYIOIYIO HH(poOpMaIio 000 BceX paHee 3aperucTpUpOBaHHBIX (TEpeperucTpUpPOBAHHBIX)
MpellelbHBIX OTIYCKHBIX II€HAaX MPOU3BOJAUTENCH Ha pedepeHTHbII U COOTBETCTBYIOIIHE EMY
BOCITPOU3BEIEHHBIE, OMOaHANIOTOBbIE (OMOMO00HbIE) IEKAPCTBEHHBIE IIPETapaThl.

36. Ilpu Hecornmacuu c mpousBeneHHbIM DenepanbHOW AHTUMOHOIIOJIBHOM CIIy:k00¥ pacueTom
Mpe/iebHBIX OTHYCKHBIX IIEH Ha BOCHPOU3BEICHHBIEC, OMoaHaIoroBeie (OMOMOa00HBIE) JIEKApCTBEHHBIE
mpemapaThl Jep)KaTeld WIM BIAACNbIbl PETUCTPALMOHHBIX YAOCTOBEPEHUN BOCIPOU3BEICHHBIX,
O01oaHanoroBeIx (OMOMOJOOHBIX) JIEKAPCTBEHHBIX MpenapaToB (YHOJIHOMOYEHHbIE MMM JIMIIA) BIpaBe B
TEYCHHE OJHOr0 KaJleHAAPHOTO Mecsiia CO JAHA NPUHATHS MHHHCTEPCTBOM 3/paBooxpaHeHus PD
pemieHus o0 o00s3aTenbHON MepeperucTpanuy MNpeaebHOM OTIMYCKHOW IIEHBI Ha JIEKapCTBEHHBIH
npemapaT oOpatuthess B DenepanbHY0 aHTHMOHOMOIBHYIO CIYXOYy C 3asBICHUSAMH O IEPECMOTpE
pacuera 3aperucTpUpOBaHHBIX MPEICIbHBIX OTIYCKHBIX IIEH HA JIEKAPCTBEHHBIE MTPErapaThl, B TOM UHCIe
B paMKax OJHOTO MEXKIYHAPOJIHOTO HEMATEHTOBAHHOTO HAUMEHOBAHHUS.

3asgBieHUsT O TEpPEeCMOTpPE pacyeTa 3aperuCTPUPOBAHHBIX MPENENbHBIX OTIYCKHBIX II€H Ha
JEeKapCTBEHHbIE TMpemnapaTel C NpuUiokeHueM (Mo  BBIOOpPY  JepikaTeneid WM BIIAJeNblICB
PETUCTPAIIOHHBIX ~ YAOCTOBEPEHUN JIEKAPCTBEHHBIX MpPEMapaToB, YHNOJHOMOYEHHBIX UMHU  JIUIY)
MOTHBUPOBAHHOTO JOKYMEHTAIbLHOTO MOATBEPIKICHUS pacdyera yKa3aHHOW IIEHBI MPEJICTaBISIOTCS B
denepalbHYI0 AHTUMOHOTIONBHYIO CITYk0y Ha OyMa>KHOM HOCHUTEIIE.
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37. ®enepanbHas aHTUMOHOIIONBHAS CIIyXk0a B TEYEHHE OJHOTO MecAla CO JHA HOCTYIJICHUS
3asIBJICHUN U IOKYMEHTOB, YKa3aHHBIX B IyHKTe 36 Hactoaumux [IpaBui, npoBepsieT pacyeT NpeaesibHbIX
OTITYCKHBIX IIEH Ha BOCHPOM3BEACHHBIC, OMOAHANOTOBBIE (OMOTOOOHBIEC) JEKAPCTBEHHBIC IMPETapaThl,
IpyU HEOOXOJUMOCTH IEpecMaTpUBAET pacyeT IPEJENIbHbIX OTIYCKHBIX L€H Ha YyKa3aHHbIE
JIEKapCTBEHHbIE IpEenaparbl, OTMEHSET paHEe NPUHATHIE pELIeHWs W HampaBisieT B MUHUCTEPCTBO
3npaBooxpaHeHusi P® HoBble pemieHHs 00 YTBEp)KAEHUU pacueTa NpPECNIbHBIX OTIYCKHBIX II€H
IIPOM3BOJIUTENS Ha YKA3aHHBIE JIEKAPCTBEHHBIE INpenapaThl WM HANpPaBIIET 3asBUTENSIM pelieHue o0
OTKa3e B [IEPECMOTPE pacyeTa MpeiebHbIX OTIYCKHBIX 1IEH Ha YKa3aHHbIE JIEKapCTBEHHbIE IIpenaparsl (C
yKa3aHUEM IIPUYUH 0TKa3a).

38. B cmyuae otmennl PenepanbHONM aHTUMOHOIOJBHOM CIyXOOW perieHus 00 yTBEp:KJIECHUU
pacuera IpeaesbHbIX OTIYCKHBIX 1I€H Ha JIEKapCTBEHHbIE MpenapaThl MUHUCTEPCTBO 3paBOOXPAHEHHUS
P® ormenser pemeHue 00 00s3aTENbHON IMEpPEPEruCTpalliy NPEENIbHBIX OTIYCKHBIX II€H Ha 3TH
JIEKapCTBEHHbIE MPENaparhl, UCKIOYAET MepeperucTpupoBaHHbIE B 0053aT€IbHOM MOPSIKE MPEICIIbHbIE
OTITYCKHBIE LI€Hbl Ha YKa3aHHbIE JIEKAPCTBEHHbBIE IMpernapaThl U3 peecTpa U MPUHUMAET HOBBIE PELICHUS
00 00s13aTeNbHOI MepeperucTpalny MpeieibHbIX OTIYCKHBIX IIeH Ha 3TH JIEKapCTBEHHbIE Mpenaparsl B
3aBUCHUMOCTH OT pelieHul, NpuHATHIX DefepanbHON aHTUMOHOTIOIBHON CITyKO0011.

39. B cnydae ecim B paMKax MEXIYHApOJHOTO HEMAaTEHTOBAHHOTO HAWNMEHOBAHUS U
JICKaPCTBEHHOW (POPMBI OTCYTCTBYET pPeEepEeHTHBIM JICKApCTBEHHBIM Tperapar WM IIeHa Ha HEro He
3aperHCTPUPOBAHA, 3aPETUCTPUPOBAHHAS JO JHS BCTYIUICHHS B CHIy MOCTaHOBIIeHUs [IpaBuTeNbCcTBA
P®, ykxazanHoro B mnyHkte 3 Hactosmux [IpaBun, mnpenenbHas OTHYCKHAas II€HA B OTHOLIEHUU
COOTBETCTBYIOIIETO BOCITPOU3BEICHHOTO, OM0aHaI0roBoro (6MOMmoA00HOTO0) JIEKApCTBEHHOTO TperapaTa
IIEHOBOTO cerMeHTa cBbimie 100 pyOsell MOANISKHUT O0sS3aTCIBHOW IMEPEePEruCcTpallid U HE MOJXKET
MPEBBILIATh paHee 3aperuCTPUPOBAHHYIO (IIEPEPETUCTPUPOBAHHYIO) MPEAEIbHYIO OTIYCKHYIO LEHY
BOCIIPOM3BEICHHOTO, OMoaHaIoroBoro (6Momo00HOr0) JIeKapCcTBEHHOTo mpenapara (6e3 yuera (popMbl
BBIITYCKA).

B cnydae eciu B paMKax 0JJHOTO TOProBOTO HAMMEHOBAHUS BOCIIPOM3BEACHHOTO, OM0aHATI0rOBOTO
(6romoo0HOTO) JIEKAPCTBEHHOTO IpernapaTa IIeHOBOro cermeHTta cBbime 100 pyOmeir ¢ yderom
M3MEHEHUs] TOPTOBOTO HAaWMEHOBAHHS JIEKApCTBEHHOrO IpernapaTa ¢ OJHOW JIeKapCTBEHHOU (OpPMOId,
JO3UPOBKOM M OOIIMM KOJMYECTBOM BO BTOPUYHOU (MOTPEOUTETHCKOI) YHNaKOBKE 3aperHCTPUPOBAHO
HECKOJIbKO TPEIENIbHBIX OTIYCKHBIX IIeH, MpeJelbHas OTIYCKHas LieHa JJIs OJHOTO WM HECKOJIbKUX
MPOU3BOIUTENEH (IIPOU3BOJCTBEHHBIX IUIOMIAJIOK TMPOU3BOAMUTENS), YKAa3aHHBIX B paMKax OJHOIO
PETUCTPAIIIOHHOTO  yJOCTOBEPEHHs, HE MOXET MPEBbIIaTh MHHUMAIbHYIO U3  IMOCIETHUX
3aperucTPUPOBAHHBIX MPEEbHBIX OTIIYCKHBIX II€H (C YYETOM UX MEePEePETUCTPALHH).

(B pen. Ilocranosnenus IIpaButenscTa PO ot 31.10.2020 N 1771)

B cinydae ecnu B paMKax OJHOTO PErMCTPAIMOHHOTO YIOCTOBEPEHHMs JIKAPCTBEHHOTO Iperapara
BOCITPOU3BE/ICHHBINH, OHOaHANOTOBBIM (OMOTONOOHBIN) JIEKAaPCTBEHHBIM Mpenapar MNpPOU3BOAUTCS B
rocynapctBe — uwieHe EBpa3uiickoro »KOHOMHUYECKOTO COK03a M HMHOCTPAHHBIM IPOU3BOJAUTEIIEM,
MUHUMAaJbHasl W3 3apeTUCTPUPOBAHHBIX MPEACIbHBIX OTIYCKHBIX IIEH OMpPENENsIeTcs C COXpaHEHHEM
MIPUHA/IISKHOCTH JIKAPCTBEHHOTO TpernapaTa K rocylAapcTBy — wieHy EBpasuiickoro sKOHOMHUYECKOTO
COI03a WJIM HHOCTPAHHOMY MPOU3BOAUTEINIO.

40. B ciyuyae ecnu mpezenbHas OTIYCKHAs II€HAa Ha pedepeHTHBIN JIeKapCTBEHHBIN Ipenapar He
NepeperucTpupoBaHa B 0043aTeIbHOM HOPSIKE, pacyeT LEHbl Ha COOTBETCTBYIOIINE BOCIPOU3BEICHHBIE,
OnoaHanorosbele (OMOMOOOHBIE) JIEKAPCTBEHHBIE Ipenaparbl MpU ee 00s3aTeNbHOM mepeperucTpalun
ocymectBisiercs denepasbHON aHTUMOHOMOJBHOM CIYyX00H ¢ ydyeTroM TpeOOBaHUN IyHKTOB 25-27
Hacrosmux [IpaBui, a Takke Ha OCHOBaHMM MHUHHUMAJIBHOM OTIYCKHOMW 1I€HBI Mpou3BoAuTeNs (6e3 yuera
IIPOU3BOJICTBEHHBIX IUIOIIAJ0K INPOU3BOAUTENS, HO C YY4ETOM pPACXOIOB, CBSI3aHHBIX C TAMOYKEHHBIM
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opopMIICHHEM) Ha COOTBETCTBYIOIIMKA pe(EpEeHTHBIN JIEKAPCTBEHHBIM MpernapaT B HHOCTPAHHBIX
rocyapcrBax, YyKa3aHHbIX B MNpWIOKEHMM N 2 K METOJUKE, C IPUMEHEHUEM IIOHMKAIOLIEr0
Kod(uIreHTa, 3HaYEHUSI KOTOPOTO ONPEACTSIOTCS B COOTBETCTBHH C NMpHIokeHHeM N 5 K HacTOSIIUM
[IpaBuiam.

B cnywsae otcyrctBHs 1eH Ha pedepeHTHBI JIEKapCTBEHHBIM Mpermapar B HHOCTPaHHBIX
rocyiapcTBax, yKa3aHHbIX B MNpWwIokKeHMH N 2 K METOJMKE, pacueT LEHbl Ha COOTBETCTBYIOILKE
BOCIIPOM3BEICHHBIE, OMOAHAJIOTOBBIC (OMOMOMOOHBIE) JIEKAPCTBEHHBIC IPEmaparbl OCYIIECTBIISACTCS
@denepaibHOM  AHTUMOHOIOJBHOM  CIIy)KOOM Ha OCHOBaHMM MMHHUMAJIBHOW OTIIYCKHOM  II€HBI
MIPOU3BOIUTEIIS HA 3TOT BOCIIPOM3BEICHHBIN, OM0aHAIOTrOBbIH (OMOTIOA0OHBIH) JIEKapCTBEHHBIN IIpenapaT
(6e3 ydera MpOM3BOACTBEHHBIX IUIOMIAJOK MPOU3BOAMUTENS) MO MEXIYHAPOJHOMY HENaTeHTOBAaHHOMY
HAaUMEHOBAaHUIO, JIEKapCTBEHHOW (opMe M [103UPOBKE B MHOCTPAHHBIX TIOCYIapCTBaX, YKa3aHHBIX B
npuioxeHuu N 2 K METOJIUKE.

41. MunuctepctBo 3apaBooxpanenuss PO no ucredennn 70 paGoumx gHEH CO THS BCTYIJICHUS B
cuiny nocra”oBieHus IlpaBurensctBa P®, ykazanHoro B myHkre 3 Hacrosamux [IpaBwii, HampaBiser B
@denepalibHyI0 aHTUMOHOIIOJIBHYIO CIYXOy CHHCOK pedepeHTHBIX JIEKapCTBEHHBIX IpernapaTos,
npe/ielbHbIEe OTITYCKHBIE [IEHbI Ha KOTOPbIE 3apETUCTPUPOBAHBI U BKIIIOUEHBI B PEECTP, HO HE 3asiBJIECHBI K
00s3aTeNbHON NepeperucTpalu Ui B 00sS3aTelbHON MepeperucTpanuil KOTOPhIX OTKA3aHO ABAXKIbl B
cooTBercTBUU ¢ nyHKTamu 11 u 12 nacrosmmx IlpaBun, a Takxke nepedyeHb COOTBETCTBYIOUIUX WM
BOCITPOM3BE/IEHHBIX, OHMOAHAJIOTOBBIX (OMOIMOMOOHBIX) JIEKAPCTBEHHBIX MpENnapaTroB, MpeAeibHbIe
OTITYCKHBIE IIEHbl Ha KOTOpBIE 3aperuCTPUPOBAaHbl U BKJIIOYEHBI B PEECTp, COAEp KAl HEOOX0AUMOe
IUI1 TPUMEHEHMs MOHWXKAIIEro Ko3(duuueHra oOnucaHue BOCIPOU3BEICHHBIX, OHMOAHAJIOrOBBIX
(6uomoOOHBIX)  JIEKAPCTBEHHBIX  MpenaparoB  (HOMEpP  PETHUCTPAIMOHHOTO  yIOCTOBEPECHHS
JIEKapCTBEHHOTO  Ipenapara, HAaWMEHOBAaHUE BIAJeNbla WIM Jep)KaTells PerucTparioHHOIO
YIIOCTOBEPEHUs JIEKApCTBEHHOTO IIpernapara, HaUMEHOBAaHMs IMPOM3BOAUTENEH (IIPOM3BOJICTBEHHBIX
IUIOIIAJIOK MPOU3BOAUTEINS), MEXKAYHAPOJHOE HENATEHTOBAHHOE HAUMEHOBAaHUE (IIPU €ro OTCYTCTBUU —
XMMUYECKOE WIN TPYNIMPOBOYHOE HAMMEHOBAHHUE), TOProBOE HAMMEHOBAHHUE, JIEKapCTBEHHas (opMa,
J03UpOBKa  (KOHIIEHTpauusi, o00beM, aKTMBHOCTb B €IUMHMLAX JEWCTBUA), BBIPOKEHHAs B
COOTBETCTBYIOLIUX €AMHUIAX U3MEpeHus, GopMa BBIIYCKa, KOJUYECTBO B NMOTPEOUTEIILCKON YIaKOBKeE,
HocleHAsA TMpefeibHas OTIYCKHAs IieHa C YKa3aHUeM JaThl M HOMepa Ipukaza MuHucTepcTBa
3npaBooxpaHeHuss P® o perucrpauum wiM INepeperucTpalydy MpeaebHOW OTIYCKHOM LEHbl Ha
JIEKapCTBEHHbIN mpenapar ¥ (WiIM) JaThl U HOMEpa BBINUMCKU U3 PEECTpa, BBIJIAHHON BIAJEINbIy WU
JeP>KaTeNI0 PEruCTPALMOHHOIO YAOCTOBEPEHUS JIEKAPCTBEHHOT'O IIpernapara Mo pe3yiabTaTaM BHECEHMS
U3MEHEHHH B PEECTPOBYK 3alUCh peecTpa, IITPUXOBOM KOJI, HAHECEHHBIH Ha BTOPUYHYIO
(MOTpebUTENbCKYI0) YIIAKOBKY JIEKAPCTBEHHOTO Iperapara), Ha OyMa)KHOM HOCHUTEJIE U B 3JIEKTPOHHOM
BHJIC B TaOIMYHOM (popmare.

42. @enepanbHas aHTUMOHOIIOJIbHAS CiIyk0a B TeueHue 60 pabouux AHEH co JHS MOIyYeHHs OT
MunucrepcrBa 3apaBooxpaneHus PO cBeneHuill, npeaycMOTpeHHbIX MyHKTOM 41 Hactosmux Ilpaswui,
IIPOBOJUT B COOTBETCTBUHU C HacTOAUMU [IpaBunamMu U METOMKON pacyeT MpeaebHbIX OTIIYCKHBIX LIEH
Ha BOCIPOU3BEJICHHbIE, OHMOaHANOroBble (OMOMOJOOHbIE) JIEKApCTBEHHBIE Ipenaparthl, COAEpKaIlUl
MH(OPMAIIHMIO 0 HOMEPE PErUCTPALIMIOHHOTO Y0CTOBEPEHHS JIEKAPCTBEHHOI'0 Mpernapara, HauMEeHOBaHUH
BJIaJiCNIblla WU JEp)KaTels PErucTPallMOHHOTO  YIOCTOBEPEHHUs  JIEKAPCTBEHHOIO  IIperapara,
HaUMEHOBAHMX MPOU3BOJAUTENECH (MPOM3BOJACTBEHHBIX IUIOLIAJIOK MPOU3BOIUTENS), MEXKIYHAPOIHOM
HEMaTeHTOBAHHOM HAaMMEHOBaHMU (TIPM €ro OTCYTCTBUM — XHMHUYECKOM WM TPYHNIHPOBOYHOM
HaMMEHOBAHHHM ), TOPrOBOM HaMMEHOBAHUH, JIEKAPCTBEHHOH (opMe, T03UpPOBKe (KOHIIEHTpAluH, 00beme,
aKTUBHOCTH B €JMHMLAX JEWCTBUSA), (opMe BBITYCKa, KOJWYECTBE B MOTPEOUTEIHCKOW YHMaKOBKE,
NpeenbHON OTIYCKHOM IieHe, paccuuTaHHOW denepanbHON aHTMMOHOIOJIBHON CITYX00M, IITPUXOBOM
KOJZie, HAHECEHHOM Ha BTOPUYHYIO (IIOTPEOUTENBCKYIO) VYIAKOBKY JIEKAPCTBEHHOTO IIperapara.
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OnnoBpemenno deznepanbHas aHTUMOHOIOJBHAS CIIy)KO0a MyONMKYeT yKa3aHHBIH pacueT Ha CBOEM
odunuansHoM caiite B cetn "MHTepHeT" M HampasisieT ero B MHUHUCTEPCTBO 31paBooxpaHeHus PD Ha
OyMa)KHOM HOCHTEJIE U B JJIEKTPOHHOM BHUI€ B TAONMUYHOM (opmare.

43. Ilpu npeacraBieHUM [JEp)KaTEIEM WIM BIAJCIBLEM PETUCTPALMOHHOIO YAOCTOBEPEHUS
peepeHTHOTO JIEKapCTBEHHOTO TMpernapara (yMOJHOMOYEHHBIM WM JIMIIOM) B MUHHUCTEPCTBO
3apaBooxpaHeHus P® JOKyMEHTOB B COOTBETCTBHMM C IyHKTOM 4 Hactosmux [IpaBun mocne
HarpaBiieHUss MHUHHCTEPCTBOM 3apaBooxpaHeHnus PP nokymeHTOB B DefepanbHyl0 aHTUMOHOIIOJIBHYIO
cIy’k0y B COOTBeTCTBMM ¢ nyHKTOM 41 Hactosmmx [IpaBun, 3a HCKIIOYEHHEM — Cirydas,
MIPeyCMOTPEHHOro MyHKTOM 16 Hacrosmumx [lpaBui, 3asBieHHas K 00s13aTENbHOI INepeperucTpanuu
npenenbHasl OTIYCKHas IIeHa Ha peepeHTHBbIM JeKapCTBEHHBIN IpernapaT HE MOXET IpEeBbIIIATh
MaKCUMAaJIbHYIO MEpPEepPEruCTPUPOBAHHYIO0 B 0053aTEIbHOM MOPSIKE MPEAETbHYI0 OTIYCKHYIO IIEHY Ha
COOTBETCTBYIOIINN BOCIIPOM3BEICHHBIN, OMOaHAIOTOBBIN (OMOI000HBIN) JIeKapCTBEHHBIHN Mpenapar.

[Ipunoxenne N 1 k [IpaBunam o6s3aTenbHoi nepepeructpanuu B 2019-2020 rogax
3apEruCTPUPOBAHHBIX NIPEIEIbHBIX OTIYCKHBIX IIEH MPOU3BOUTENEH Ha JIEKAPCTBEHHBIE MPENapaThl,
BKJIFOUEHHBIE B NT€PEUYEHb )KU3HEHHO HEOOXOIUMBIX M BaXKHEHUIITUX JI€KapCTBEHHBIX MTPENapaToB

(dbopma)

3AABJIEHUE
006 obszaTenbHOM nepepermcTpaumm B 2019-2020 romax
3aPETUCTPUPOBAHHONM IpPenesibHOM OTIIYCKHOM LIeHBE NPOM3BOIUTEJIS
Ha pebepeHTHBM JIEKapPCTBEHHBM NpelapaT, BKJIIOUYEHHBIM
B [epedYeHb XM3HEHHO HEOOXOIMMBIX M BaXHeMIMX
JIeKAPCTBEHHBIX IIperapaToB

3asaBUTEJIb

(HaMMeHOBaHME, [OUTOBBI aIpecC, aIpecC BJIEKTPOHHOM IIOUYTH)
IepxaTeib VI BJIaZeJiell PEeTrMCTPALMOHHOTO YHOOCTOBEPEHMSA JIEKapPCTBEHHOTO
npenapara

(HaMMeHOBaHME, [OUTOBBI aIpecC, aIpeC 3JIEKTPOHHOM I[IOUYTH)

N | Cragus | [Ipouss | Anpe | Ctpa| [ns poccuiickux ropuanueckux | Haumen | Peruct

I/T1 | IPOM3B | OAMTENb | C Ha JIUI — UICHTU(PUKAITMOHHBII OBaHHE | pallMOH
oJicTBa | (HAMMEH HOMEP HAJIOTOILIATENbIINKA, U1 | PETUCTP | HBIU
OBaHHE) MHOCTPAHHBIX OPUIUYECKUX JIUI — | HPYIOILle | HOMEp
KOJI HAJIOTOTIJIATEIIbIIIUKA B CTPaHE ro
perucTpanuu (MHKOPIIOPAIMK) UK | OpraHa
€ro a"ajuor
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N | Home | Mexaynapon | Topr |Jlekapc | O6miee | [lpenensnas | Lltpuxos | Kox | Koa
ool p HOE OBO€ | TBEHHA | KOJIMYEC | OTIIyCKHAas ol kon, | AT | TH
pETHC | HEIATEHTOBAH | HAU i TBO BO LIeHa HanecenH | X |B3J]
Tpauu | HOE, WU MeH | popma, | BTOPHYH | IPOM3BOUTE |  bIi Ha EAD
OHHOT | TPYIIIUPOBOY | OBaH | I03UPO ot s 32 BTOPUYHY C
0 HOE, WIH ne BKa, |(motped | moTpeduTens 10
YAOCT | XUMHUYECKOE KOMIUI | UTE€ITBCK CKYIO (moTpebu
OBEpE | HANMEHOBAHU eKTHOC | OH) YIaKOBKY | TEIBCKYIO
HUS e <FF> Th <*> | ymakoBK | <**> 0e3 )
e HIC YIaKOBKY
(pyOmneii)
1 2 3 4 5 6 7 8 9 10
Y1oaHOMOYEHHOE
JULO
(b.m.0.) (TOMKHOCTD) (moamuck)
KonTaktHbie Agnpec 3IeKTpOHHOMN
TeneOHbI MOYTHI
M.IIL. (nmpu HaTU4IUN)
<*> B ciay4ae OTCYTCTBHS  MEXAYHApOJHOTO HEMAaTEHTOBAHHOTO HAaWMEHOBAHHS B
PETUCTPAIIIOHHOM  yJIOCTOBEPEHHHM  JICKQpCTBEHHOTO  Ipernapara  yKa3bIBaeTCs  HaWMEHOBaHHE

JIEKapCTBEHHOI'0 Ipernapara, NpeAyCMOTPEHHOE IEepedYHEM >KU3HEHHO HEOOXOIUMBIX M BaKHEHIIHX
JIEKapCTBEHHbIX IIPENapaToB.

<#*> B cnydasx, OpeJyCMOTpPEeHHbIX HyHKTOM 25 IIpaBui rocygapCTBEHHOM perucTpanuud |
IIEpEPETUCTPAllMM TPEICIBHBIX OTIYCKHBIX ILI€H INPOU3BOAWUTENEH Ha JIEKAPCTBEHHBIE IIpEnapaThl,
BKJIIOYEHHBIE B IE€peueHb >KU3HEHHO HEOOXOAMMBIX M BaXKHEHIIMX JIEKapCTBEHHBIX IIPErnaparos,
YTIBEpXKACHHBIX NocTaHoBiaeHUeM IIpaBurenscrBa PO ot 29.10.2010 N 865 "O rocymapcTBEHHOM
pEeryaupoBaHHUHU 1IEH Ha JIEKAPCTBEHHBIE MpenapaTthl, BKIIOUECHHbBIE B MIEpeUeHb KU3HEHHO HEOOXOIMMBIX
U BaXHEWIIMX JIEKApCTBEHHBIX IpernaparoB”, JOMOJHHUTEIBHO YyKa3blBaeTcs (opma BBITycKa
JIEKapCTBEHHOI'O Ipenapara, ¢ Y4YeTOM KOTOPOM pacCUMTBHIBAETCS TNPEAENIbHAs OTIIYCKHas IeHa
MIPOU3BOIUTENIS 32 TOTPEOUTEIBCKYIO YIIAKOBKY JIEKapCTBEHHOIO Ipenapara.
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[punoxenne N 2 x [IpaBunam obsi3aTensHON niepepeructpanuu B 2019-2020 ronax
3aperuCcTPUPOBAHHBIX IPEEIIbHBIX OTIIYCKHBIX IIEH IPOU3BOAMUTENEH Ha JIEKAapCTBEHHbBIE IPEaparsl,
BKJIFOYCHHBIE B TIEPEUYEHB )KU3HEHHO HEOOXOIMMBIX U BKHEUIIHNX JIEKAPCTBEHHBIX MIPENAapaToB

(dbopma)

PACUET
IpenejibHOM OTIIYCKHOM LieHH NPOM3BOAMTENS Ha pebepeHTHEM
JIeKapCTBEHHBI IIpelapaT, NpelcTaBJjsgeMoM Ojs obsa3aTesbHOM
nepepeructpauumu B 2019-2020 romax

(HaMMeHOBaHMe opraHmszaumum -— BaF[BI/[TeJ'[F[)

1. CeemeHus O JIEKAPCTBEHHOM IperapaTe

1.1. Howmep perucrpaiyioHHOTO yA0CTOBEPEHUS
1.2. MexayHapoHOE HEMATCHTOBAHHOE, WIIH TPYIITAPOBOYHOE, WITH
XUMUYECKOE HAHMEHOBAHHE
1.3. ToproBoe HanMEHOBaHUE
1.4. JlexapctBenHas opma, TO3UPOBKA WM KOHIICHTPALHS, 00BEM,
aKTUBHOCTH B €IMHUIIAX JEHCTBUS
1.5. OO6mee K0JIMUECTBO BO BTOPUYHOM (MMOTPEOUTEITHCKOM) YITAKOBKE
2. PacueT LeHH
N | Kox MunuManbHas [IpoexT HetictByromas | COopbl [Ipoekt
n/m| TH OTITYCKHAsI IIeHA OTITYCKHOM CTaBKa 3a pacyeTHoOU
BO/ MPOU3BOJUTENS HA LICHEI TaMOKEHHOW | TaMOKEH | OTIYCKHOMU
EADC JIEKapCTBEHHBIN "mocTaBKa | IIOMUIMHBL <**> HOE [IE€HEI
npemnapar B 0e3 oriaThl odopmIie | IPOU3BOIUTE
rocynapcTse MOUITUHB" HUE 715l C y4eTOM
pou3BoaUTENSI UB | (pyOneit) (pyOseii) | TAMO>KEHHBIX
JPYTUX TOCYAapCTBax <FES <FES pacxojoB,
B COOTBETCTBHH C pyo6ueii (6e3
npuiioxxenueM N 3 HJC)
<*>
HauMEHOBa | IIeHa npoleH | pybie
HUE CcTpaHsl | (pyoreit TOB 17}
1 2 3 4 5 6 7 8 9
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<*> VYKasHBalTCA MMHMMAJIbHOE 3HaueHMe M3 rpadel "PacyeT OTNYCKHOM LE€HH, B
pybsnax" ¥ TrocymapcCTBO, LieHa B KOTOPOM MCIOJIb30OBajlach nJjisg pacdeTa, U3
npuyoxeHusa N 3 k IlpaBuiaM of6sg3aTenbHOM nepepermucrpauumy B 2019-2020 romax
3apPETUCTPUPOBAHHLIX [IPemesIbHEIX OTIIYCKHEIX LI€H NPOM3BOIMTEJIEM Ha JIeKapCTBEHHEBE
npenapatHl, BKJIIOUEHHEIE B IepedeHb XM3HEHHO HeOOXOIOMMBIX M BaXHEeMUMX
JIeKapCTBEHHBIX penapaTos, YTBepXIOeHHBM [IOCTaHOBJIEHUEM [IpaBUTEIBLCTBA
Poccurickoy depmepaumum oT 16 pmexadbpsa 2019 r. N 1683 "O BHeCceHMM M3MEHEHUN B
HEKOTOPEE aKTH I[lpaBuUTeJbCcTBa PP B YWacTM I'OCYyHNapCTBEHHOMU
perucTpauuMmM U [IepeperucTpauuy OpelesibHBIX OTIIYCKHBIX lleH Ha JIeKapCTBEHHHE

npernapartTsl, BKJIIOUEHHEIE B epedeHb XM3HEHHO HEOOXOOMMEIX U  BaXHEMIMX
JIEKapPCTBEHHEIX IpenapaTtoB’.

<HEA> He 3aloJIHAETCH IJ1g JIEKaPCTBEHHHX IIpelapaToB [IPOM3BOIOUTEJIA
rocynapcTea — 4JleHa EBpasmuMCKOIO DSKOHOMMYECKOI'O CoOl3a U JIeKapCTBEHHHX
npernapaToB MHOCTPAHHOTO MNPOM3BOLCTBA, IepBMYHAS M (MIM) BTOPMUYHAS ylIakKoBKa
KOTOPEIX OCYHEeCTBJIAETCSI NI IJIaHMPYEeTCs OCYWEeCTBJATECS B Poccumckon
denepaunnm.
PykoBoauTtens
OpraHu3aIuu-
3assBUTECIISA

(monmuce) (b.m.0.) (Tenedon, agpec AESKTPOHHOU
MTOYTHI)

M.IIL. (nmpu HaTU4IUN)

Hcnomaurens

(monmuck) (b.m.0.) (Tenedon, agpec IIEKTPOHHOM
MTOYTHI)

[Tpunoxenne N 3 k [IpaBunam o6s3atensHOM nepepeructpanuu B 2019-2020 rogax
3aperucTPUPOBAHHBIX MPEECIIbHBIX OTITYCKHBIX IIEH MPOU3BOAUTENCH Ha IEKapCTBEHHbBIE Mperaparsl,
BKJIFOUEHHBIE B I€PEUYEHb )KU3HEHHO HEOOXOUMBIX M BAXKHEHUIITUX JIEKApPCTBEHHBIX MTPEMapaToB

(dpopma)
VMHOOPMALIVA
O MMHMMAJIBHEIX OTIMYCKHHX [[eHaX Ha JIeKapCTBEHHH MpernapaT

B MHOCTPAHHBEIX T'OCyInapcCTBax

CBemeHUA O JIEKAPCTBEHHOM MpernapaTe

1.1. Homep perucTpaiiioHHOTO YAOCTOBEPEHUS

1.2. MexayHapo/lHOE HEMATEHTOBAHHOE, UM I'PYIITUPOBOYHOE, UITH
XMUMHUYECKOE HAMMEHOBAHUE

1.3. ToproBoe HauMeHOBaHUE
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1.4. JlexkapcTtBeHHas Gpopma, JO3UPOBKA WM KOHLIEHTpALH, 00BeM,
aKTUBHOCTH B €JMHULIAX ACUCTBUS

1.5. OOmiee KOMYECTBO BO BTOPHUHOH (TIOTPEOUTEIBCKO) yIAaKOBKE

l'ocynapctBa Otnycknas | Otnycknas | OrnyckHas neHa | Haume | Pacuer
LIeHa 1eHa IIPOU3BOJUTEINS | HOBAH | OTIIYCK
MIPOU3BO/IU | IPOU3BOIUTEIS Ha ue HOM
TeJsl Ha Ha JIEKapCTBEHHBIN | HHOCT | LIEHBI B
JIEKapCTBE |JIGKAPCTBEHHBIN | Tpemapar 3a | paHHO | pyOusix
HHBIN npemnapar 3a 1 COUHULLY 51 HEFE>S
npenapaT | JeKapCTBEHHYIO | JEMCTBYIOLIETO | BAJIIOT
3a dhopmy (B BelecTBa (B BI
YIAaKOBKY | WHOCTPAHHOW | HWHOCTPaHHOU
(B BaJIOTe) <*> | Bamiore) <**>
WHOCTpaHH
ol BaIoTe)

Benrpus

I'peueckast Pecriybnuka
KoponescTBo benbrus
KoponescTBo Ucnanus

KoponescTBo
Hunepnannos

Pecmyonuka IMombira
Pymbiaus

CrnoBankas Pecrybnuka
Typeuxas Pecy6nuka
Opanny3ckas PecryOnuka
Yemnickas PecryOmnrka

CTpaHa IMPOU3BOAUTCIIA

<*> PaccumMTHBaeTCsa B Cllydae OO0A3aTeJIbHOM IIepeperucTpaluuMr B
romax IpemeJyibHOM OTIYCKHOM LIeHH Ha JIeKapCTBEHHB OpelapartT,
JIEKapCTBEHHEX (QOPM B NOTPeOUTENbLCKOM yIakKOBKe (KOJIMUECTBO O3
OBBEM) KOTOPOTO OTCYTCTBYET B OTHEJIBHEIX I'OCYyIapCTBax.

<**> PaccUmMTHBAaEeTCSA B CJllydae o0A3aTeJIbHOM IIepeperucTpaluuMr B
romax IIpemeJibHOM OTIYCKHOM LIeHE Ha JIeKapCTBEHHBM IOpelapaT C
KOTOpas OTCYTCTByeT B OTIHEJBHEIX TIOCydapCTBax. B pacdueTe He
Brvxanime CMeXHBIe OO3MPOBKH, IpeBHLIanIMe OO3MPOBKY

2019-2020
KOJIMYECTBO
B YIIaKOBKe,

2019-2020
IOO3MPOBKOMN,
YUUTEIBAKTCA
3aABJIEHHOTO
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JIeKapCTBEHHOT'O IpellapaTa, IpelHa3HAUeHHOT'O IJid [IPMMEHEHMS B IeOuaTpUueCcKoMn
IpakTMUKe (Ha OCHOBAHMM CBEIOEeHUM MHCTPYKLUMM 10 MeIULMHCKOMY IIPUMEHEHUD) ,
BoJjiee ueM B 2 pasza.

<***>  JlepecueT LeHH B MHOCTPAHHOM BajiloTe B PyOJIM OCYWECTBJISeTCS II0
cpelnHeMYy KypCy COOTBETCTBYKIENM MHOCTPAHHOM BaJIOTEL kK pyobswo Poccumickon
denmepaumy, YCTAHOBJIEHHOMY lleHTpasibHEM OaHkoMmM PO 3a 2018
Torn.

[lpuMmeuaHue. B CJjlydae eCJM LUeHBl B OTIEJIbHBEIX CTpaHax oONpenesiaioTcsa Ha
OCHOBE MEeXI'OCyIapCTBEHHEIX coTrJlalleHUM 110 BOIpoOcCaM IIOCTaBKU
JIEKAPCTBEHHOTO Ipenapara, HeoOXOOMMO yKasaThb OCODEHHOCTHA
bopMupoOBaHMSA DTUX ueH. [Ipy »TOM He YUMTHBATCH LIEHEL Ha
JIeKapCTBEHHBle IIpelnapaTe, I[IOCTaBJISeMble 3a CuUeT MeXIOyHapOIOHBIX
OMHAHCOBBIX opraHmM3auun (bornmon) jnfe) PelIeHND BcemupHOM

OpraHM3zalmmM 30PaBOOXPaHEHMA.

PykoBourens
OpraHu3aIum-
3asIBUTEIIS
(monmucek) (b.m.0.) (Tenedon, agpec IIEKTPOHHOU
MOYTHI)
MLIL. (ipu Ham4un)
Hcnonnurens
(moamuck) (b.m.0.) (TenedoH, aapec IAESKTPOHHOU
MTOYTHI)

[Tpunoxenne N 4 k [IpaBunam o6s3atensHOM nepepeructpanuu B 2019-2020 rogax
3aperucTPUPOBAHHBIX MPEEIIbHBIX OTITYCKHBIX IIEH MPOU3BOAUTENICH Ha JIEKapCTBEHHbBIE Mperaparsl,
BKJIIOUEHHBIE B I€PEUEHb KU3HEHHO HEOOXOUMBIX M BaXKHEHIITUX JIEKapCTBEHHBIX MTPEapaToB

CBEIEHVA
O HaIMuUMM 3apervCTPUMPOBAHHEIX NPENOEJIbHEIX OTIIYCKHBIX LIEeH
3asBJISEMOTO JIEKAPCTBEHHOT'O IpernapaTa

(HaMMeHOBaHME OpTaHU3aLUUM-3aaBUTEIL)

I. CBemeHus O JIEKAPCTBEHHOM Ipelnapare

1.1. Howmep perucTpanioHHOTO YAOCTOBEPEHHUS

1.2. MexayHapoaHOE HENaTeHTOBAHHOE, MITU TPYNIIUPOBOYHOE, HIIH
XMUMHUYECKOE HAMMEHOBAaHUE

1.3. ToproBoe HaMMEHOBaHUE

1.4. JlexkapctBeHHas ¢popMa, JO3UPOBKA WIIM KOHLIEHTpAIHs, 00BeM,
aKTUBHOCTH B €JMHULIAX ACUCTBUS
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1.5. OOmiee KOIUYECTBO BO BTOPUYHOM (MOTPEOUTETHCKOM) yITaKOBKE

II. PacueT LIEHH

N Bnanenen Jlexapc | Konmnue | Homep n 3aperucTpupoBaHHas
/Tl | perMCTPALMOHHOTO | TBEHHA | CTBO B nara npezenbHast OTITYCKHAs [eHa
yIOCTOBEPEHUS o notpeb | mpukasa o IPOM3BOIUTENS HA
JIEKapCTBEHHOTO | opMa, | UTEIhC | TOCYAAapPCTB | JIEKapCTBEHHBIN mpenapart (6e3
npemnapara J03Upo | KoM €HHOM HAC), pyGaneit
(Tpon3BOAMTEND, BKa | yIakoB | peTUCTpaIH
YITaKOBILK, Ke " 3a pacuer | pacuer 3a
opraHu3zausi, (nepeperuc | TOTPEO | 3a OJHY |  eIMHHILY
OCYIIECTBIISIONIAS Tpamuu) | MTENBC | JIEKapCTB JIECTBYIOL]
BBIITYCKAIOIINN npesenbHo | KYIO CHHYIO cro
KOHTPOJIB) i ynakoB | ¢opMy | BeliecTBa
OTIYCKHOM Ky
IICHBI
1 2 3 4 5 6 7 8
PykoBoauTens
OpraHu3alum-
3asBUTEIS
(moamuce) (b.n.0.) (TenedoH, aapec IIESKTPOHHOM
IOYTHI)

M.IIL. (nmpu HaTU4IUN)

Hcnonnurens

(moamuce) (b.m.0.) (TenedoH, agpec IICKTPOHHOU
MTOYTHI)

[Tpunoxenne N 5 x [IpaBunam oGs3aTensHON nepepeructpanuus 2019-2020 rogax
3apEruCTPUPOBAHHBIX NIPEAEIIBHBIX OTITYCKHBIX LIEH IPOU3BOAUTENEH Ha JIEKAPCTBEHHBIE IIPENIapaTshl,
BKJIFOYEHHBIE B IEPEUEHb )KU3HEHHO HEOOXOIMMBIX U BaXKHEUIIMX JIEKApPCTBEHHBIX MIPENapaToB

DopMyJibl pacueTa NOHMAKAWIIHNX KO3GPUIHEHTOB, IPUMEHAEMbIX NPH
o0s13aTesibHOM nepeperucrpauuu B 2019-2020 rogax npeaeJbHbIX OTIYCKHBIX HEH
NMPOU3BOAMTE/IEd HA BOCIPOU3BE/IeHHbIE, 0M0AHAJIOTOBbIe (0MOMO100HbIE)
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JIEKApPCTBEHHbIE NMpenapaTbl

3aperucTpupoBaHHa
s IpefenbHas
OTIIyCKHas LIeHa 3a

[ToHmxkaromuit KO3 GUITMESHT 11 pacyera
ICHbI Ha BOCHpOH3Be}:[€HHBII>i
JeKapcTBEHHBIN npenapart, K,

[MoHmxkaronuii KO3 GUIMEHT s pacdeTa
[EHbI Ha OMOaHAIOrOBbIN (OMOMOJ0OHBII)
JeKapCcTBEHHBIN npenapart, K,

MOTPEOUTEIILCKYIO
YIIaKOBKY IIPOU3BOIUTENS UHOCTPAaHHOT'O IIPOU3BOIUTENS MHOCTPaHHOI'O
pedepeHTHOoro roCyAapcTBa — WieHa | MPOM3BOACTBA <*>, | rocyaapcTBa — WieHa | MPOM3BOACTBA <*>,
JIEKAPCTBEHHOT O EBpa3suiickoro IIPOLICHTOB EBpasuiickoro IIPOLICHTOB
npenapata, peg 3KOHOMHYECCKOTO 3KOHOMHYECKOI O
(pyOueit) COr03a, MPOLEHTOB COH03a, MPOLICHTOB
1o 100 pyouteit 0 0 0 0
(BKJTFOUUTENBHO)
ot 100 pyGueit 1o 0 4 x (Ipeg)®** — 10 0 0

500 pyGueit
(BKITFOUHTENBHO)

ot 500 pyGuteit 10
100000 py6aeit
(BKITFOUHTENBHO)

cseitre 100000
pyOeit

3,6 X (Upep)®® ~10 4 x (Lpey)®?* — 10

40 55

0,6 X (Lpeg)™™ =5 0,39 X (Lpeg)™™ ~ 5

25 40

<*> JlekapCTBEHHBIEC MperapaTbl HHOCTPAHHOTO MPOW3BOJICTBA, B TOM YHCIIE MEPBUYHAS U (WJIH)
BTOpPHUYHAs YAaKOBKA KOTOPBIX OCYIIECTBISETCS WK IIAHUPYETCS OCYIeCTBIAThCS B PO.

Vreepxaensl [loctanosnennem IlpaButensctBa PO o1 29.10.2010 N 865

IIpaBuiia BeieHUsI TOCYIapPCTBEHHOI0 peecTpa npeebHbIX OTIYCKHBIX LIEeH
NPON3BOANTE el HA JIeKAPCTBEHHbIE NPENapaThl, BKJIYEHHbIE B IepeYeHb
KM3HEHHO HEO00XO0AMMBbIX M Ba)KHEHIIHUX JIEKAPCTBEHHBIX NPeNapaToB

Crmcok m3MeHsronmx 10KkymeHToB (B pea. [locranosnenuii [1paButenscta PO ot 08.10.2018 N
1207, ot 16.12.2019 N 1683, ot 03.04.2020 N 441)

1. Hacrosmue HpaBI/IJIa YCTaHAaBJIMBAKOT TIOPAHOK BCACHUSA TOCYAAPCTBCHHOIO PpeCCTpa
MpEACIIbHBIX OTITYCKHBIX IICH HpOHSBOI{HTCJ’IGﬁ Ha JICKApCTBCHHBIC NIPCIIAPAThl, BKIIFOUCHHBIC B IICPCUCHDb
KHN3HCHHO HCO6XOI[I/IMBIX 1 BaXXHEHIIIHNX JICKApCTBCHHBIX IIPCIIapaTOB (J:[anee - peeCTp).

2. Peectp sBuserca ¢enepanbHONl WHPOPMALMOHHOM CHCTEMOMH, cojaepKamledl CBeIeHUs O
TrOCYAAPCTBEHHOM PErUCTPAallMA IIPENEIbHBIX OTIIYCKHBIX I€H IPOU3BOAUTEIICH Ha JICKAPCTBEHHbIE
Ipernaparsl, BKIIOUEHHbIE B IEpeYeHb JKU3HEHHO HEOOXOJMMBIX W BaKHEHIIMX JIEKapCTBEHHBIX

IIpenapaToB (Janee —

JIeKapCTBEHHBIE MIPETapaThl).
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3. Peectp Benercss MUHUCTEPCTBOM 3/ipaBOOXpaHeHUsi P® B 3J€KTPOHHOM BUJE C NPUMEHEHHEM
aBTOMAaTU3UPOBAHHOM CUCTEMBI ITyTEM BHECEHUS B PEECTP PEECTPOBBIX 3aIIUCEN.

4. BeneHnue peecTpa OCYIIECTBISETCS B COOTBETCTBUU C €IMHBIMU OpPraHU3al[MOHHBIMH,
METO/I0JIOTMYECKUMU U MPOTrPaMMHO-TEXHUYECKUMU MPUHLIMIIAMU, 00€CIIEYNBAIOIIUMHU COBMECTUMOCTD
Y B3aUMOJICHCTBUE peecTpa ¢ MHBIMH (pefeparbHbIMUA HHPOPMATMOHHBIMUA CHCTEMaMHU U CETS MH.

5. PeectpoBast 3amuch O TrOCyZapCTBEHHOH perucrpauuu (mepeperucrpauuu), o0s3aTeabHON
nepepeructpanuu B 2019-2020 ronax npeaenbHON OTITYCKHOW IIEHBI TPOU3BOAMUTENIS HA JIEKAPCTBEHHBIN
npemnapar (Jlajee — peecTpoBasi 3alluch) COACPKUT CIEAYIOIINE CBEICHUS:

(B pen. Iloctanosnenus IlpasurensctBa PO ot 16.12.2019 N 1683)

a) HAMMEHOBAHUE JIepKaTess WIN BajAesblia PEruCTPallMOHHOTO YA0CTOBEPEHUS JEKapCTBEHHOTO
npenapaTa, HaMMEHOBaHME NPOU3BOJMTENS JIEKAPCTBEHHOIO IIpernapaTa, CBEACHHUS O pErucTpaluu
JiepaKaTels WIN BIIJeNiblla PEruCTPAllMOHHOTO yIOCTOBEPEHUS JIEKApCTBEHHOTO Ipernapara B KauecTBe
HaJIOTOIJIATENbIINKA, CBEJIEHUS O PErUCTpalud IPOU3BOJAUTENS JIEKAPCTBEHHOIO Ipernapara ajs
MEJUIIMHCKOTO TPUMEHEHHUSI B KaueCTBE HAJIOTOIUIAaTENIbIIMKA B CTPAaHE PErUCTpaluu (Uil POCCUMCKHUX
IOPUAMYECKUX JIMI — WACHTU(UKAIMOHHBIM HOoMep Hanororuiarenbinuka (MHH), mis mHOCTpaHHBIX
IOpUAMYECKUX  JIMII — CTpaHa  pErucTpanyy, HaUMEHOBAaHUE  PETUCTPUPYIOUIEr0  Oprasa,
pPEruCTpaIOHHBI HOMEp, KOJ HaJoroIuvlaTesblliiKa B CTpaHe PErucTpanuu (MHKOPHOpALMU) UM €ro
aHaJIOT), MECTO HAaXO0>KJIEHUS MPOU3BOJICTBEHHBIX IUIOIIAJO0K, YJAaCTBYIOIIUX B MpOIlecce MPOU3BOJICTBA
JIEKapCTBEHHOTO IpernapaTa, ¢ yKa3aHHeM CTaJuH Mpoliecca MPOoru3BOJICTBA;

0) HaWMEHOBaHWE JICKAPCTBEHHOTO Tipemapara (MEXIyHapOJHOE HEMAaTCeHTOBAHHOE, WIIH
IPYNIUPOBOYHOE, WJIM XHMHUYECKOE U TOProBO€ HAMMEHOBaHHUS), a B CIyda€ OTCYTCTBHUS
MEKYHAPOJHOTO HEMAaTeHTOBAHHOTO HAMMEHOBAHUS — HAUMEHOBAaHWE, B COOTBETCTBUM C KOTOPBIM
JIEKapCTBEHHBIN MpernapaT BKIIOYEH B IEPeUeHb KU3HEHHO HEOOXOIMMBIX M BaXKHEHUIITUX JIEKapCTBEHHBIX
Ipenaparos;

B) HOMEp PETUCTPALMOHHOTO YIOCTOBEPEHUS JIEKAPCTBEHHOTO Mpernapara;

I) IeKapcTBeHHasi popma ¢ yKazaHUEM J03UPOBKU JIEKApPCTBEHHOTO Iperapara U ero KOJIM4ecTBa BO
BTOPUYHOM (OTPEOUTETHCKO) YyIIAKOBKE, a TAK)KE KOMIUIEKTHOCTD;

1) 3apEeTUCTPUPOBAHHAA MpeieTbHAs OTIIYCKHAs IIeHa MPOU3BOJUTENS HA JIEKApCTBEHHBIH mpenapaT
B pyOsX;

€) JaTa U HoMmep mpukaza MunucrepcTBa 3apaBooxpanenus PD o rocyaapcTBeHHON perucrpaiuu
(mepepeructparnuu), ods3aTeapHoi nepepeructpanuu B 2019-2020 romax npeaeabHON OTIYCKHOM IIEHBI
MIPOU3BOIUTEINS HA JIEKAPCTBEHHBIN ITpenapar;

(B pen. Ilocranosnenus IlpaBurensctBa PO ot 16.12.2019 N 1683)

e(1)) mata u Homep mpukaza MuHHCTEepCTBa 37paBooxpaHeHus PD 00 ycTaHOBIEHUH MpeAeTbHOM
OTIIYCKHOM II€HbI MPOU3BOJUTENS HA JIEKAPCTBEHHBIM MpenapaT B COOTBETCTBUM C 4acThio 9 cratbu 61
®enepanbHoro 3akoHa "OO0 oOpaleHUuH 1eKapCTBEHHBIX CPEACTB";

(rmm. "e(1)" BBenen [loctanosnenuem IlpaButenscrBa PO ot 03.04.2020 N 441)

) IITPUXOBOH KOJ, HAHECEHHBIH HAa BTOPUYHYIO (OTPEOUTENIBCKYIO) YMAKOBKY JIEKAPCTBEHHOTO
npenapara;

3) KOJ JIEKapCTBEHHOIO IIpernapara MO aHAaTOMO-TEPareBTUYECKO-XMMHMUYECKON Kiaccudukanumy,
PEKOMEHI0BaHHOW BceMupHOU opranu3anuei 34paBoOXpaHeHHUs.

6. BHecenue B peecTp peecTpoBOi 3alIMCH OCYILECTBIISIETCS HA OCHOBAaHUM CBEJCHMMH, MOTYyYEHHBIX
IIPU TOCYAApCTBEHHOM perucrpanuu (mepeperucrpannn), odsszarenbHoil nepepeructpamuu B 2019-2020
rojax NpeAeabHOH OTIYCKHOM IIEHbI IMPOW3BOAMTENs Ha JIEKapCTBEHHBIH mpemapar, B TedyeHue |
pabouero aHs CO JAHA:
(8 pen. IlocranoBnenus IlpaButensctBa PO ot 16.12.2019 N 1683)
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IIPUHATHAS  pEUICHUS O TOCYAApCTBEHHOM PpEruCTpalMy IMPENeIbHOM  OTIIYCKHOM  LIE€HBI
IIPOM3BOIUTEIS Ha JIEKAPCTBEHHBIN IIpenapar;

IPUHATUS PELIEHUS O IEPEepPerucTpalvy MPEeAEIbHOM OTIYCKHOM IIE€Hbl IPOU3BOIUTENS Ha
JIEKapCTBEHHBIN IIpenapar;

NpUHATHS penieHust o0 oOs3arenbHOl mnepepeructpauu B 2019-2020 ropmax mnpenenbHOM
OTITYCKHOM 11€HbI IPOU3BOINUTEINSI HA JIEKApPCTBEHHBIN Mpenapar;

(a63am BBeseH [locranornenunem [paButenscra PO ot 16.12.2019 N 1683)

NpUHATHS MUHUCTEPCTBOM 3/paBooxpaHeHusi P® pemieHus 00 yCTaHOBJIEHMM NPENCIbHOMN
OTITYCKHOM II€HbI ITPOM3BOJUTEINS HA JIEKAPCTBEHHBIN IpernapaT B COOTBETCTBUU C 4acTbio 9 crathu 61
®denepanpHoro 3aKoHa "OO0 00paleHnn JTeKapCTBEHHBIX CPEACTB".

(a63ar BBesieH [locranoBnenueM [paBurensctBa PO ot 03.04.2020 N 441)

[Ipyn rocynapCTBEHHOW INEpEepEeErnucTpaliyd PEECTPOBAs 3alMCh O TOCYAAPCTBEHHOM PErHUCTpALMU
3apETrUCTPUPOBAHHON TIPENEIBbHOM OTIYCKHOM LIEHBI NPOW3BOJAWTENS Ha JIEKAPCTBEHHBIM Ipenapar
JOTIOJIHAETCS. HOMEPOM M JAaTOM PpELIEHHs O NEPEeperucTpanuu IpeAesbHOW OTIIYCKHOM IIEHBI
IIPOU3BOIUTEINS HA JICKAPCTBEHHBIN ITpenapar.

[Ipy npunstunm MuHucrepcTBOM 31paBooxpaHeHuss P® pemeHuss o0 mepeperucTpanuy,
obs3arenpHOM nepepeructpauuu B 2019-2020 ronax mpenenbHOW OTIMYCKHOM 1IE€HBI IPOM3BOJUTENS HA
JIEKapCTBEHHBIN MpernapaT COOTBETCTBYIONIAas HH(GOPMALMs BHOCUTCS B PEECTPOBYIO 3aMUCh C YKa3aHHEM
HOMEpa U JaThl pElICHUs O NepeperucTpanum, 0osizaTesibHol nepepeructpauuu B 2019-2020 rogax.

(B pen. Ilocranosnenus IlpasurenscrBa PO ot 16.12.2019 N 1683)

7. BHeceHre U3MEHEHUH B PEECTPOBYIO 3aMUCh OCYIIECTBIISIETCS B YACTHU:

W3MEHEHHsI CBEICHWH O PpErucTpalud JepiKaTellss WM BJaleliblla  PETUCTPAIlHOHHOTO
YIIOCTOBEPEHUsSI JICKApPCTBEHHOTO TIperapara B KauyeCTBE HAJOTOIUIATENbIIUKA (11 POCCHICKHUX
IOpUIMYECKUX JIMI — WACHTU(GUKAIMOHHBIA HoMep Hayorormatenbimuka (MHH), nns wmHOCTpaHHBIX
IOPUIMYECKUX  JIUI] — CTpaHa  pErucTpaliy, HAWMMEHOBAHWE  PETHCTPUPYIOIIETO  OpraHa,
PETUCTPAIIIOHHBI HOMEp, KOJ HaJOTOIUIATENbIINKa B CTPaHE PETHCTPaluu (MHKOPIOPAIWU) WM €ro
aHajor);

(a63arn BBesieH [locranoBienuem I[paBurensctBa PO ot 16.12.2019 N 1683)

W3MEHEHHsI CBEJCHUH O PErucTpaluy MPOM3BOJUTEINS JICKAPCTBEHHOTO Iperapara Jyis
MEIUIMHCKOTO MPUMEHEHHS B Ka4eCTBE HAJIOTOIUIATEIbIINKA B CTPaHE perucTpanuu (s pOCCHICKUX
IOPUIIMYECKUX JIMI[ — WACHTHU(HUKAIMOHHBIN HOoMmep Hajororuiatensimmka (MHH), mis wHOCTpaHHBIX
IOPUIIMYECKUX  JIUI[ — CTpaHa  pErucTpalid, HAWMMEHOBAHWE  PETHCTPUPYIOIIErO  OpraHa,
PETUCTPAIIMOHHBIA HOMEp, KOJ HaJOTOIUIATEINbIINKA B CTPAaHE PErHCTpaluu (MHKOPIOPAIMU) WM €ro
aHajor);

(a63arn BBesieH [locranoBiaenueM IpaBurensctBa PO ot 16.12.2019 N 1683)

M3MEHEHHsI HAMMEHOBaHHUSI JIEKAPCTBEHHOTO TpernapaTa (MEeXIyHapoJHOrO HEMaTeHTOBAHHOTO, WIN
IPYINIUPOBOYHOTO, HIIM XUMHUYECKOTO U TOPrOBOTO HANMEHOBAHUI);

HaIMCaHUs JIEKAPCTBEHHOU (POPMBI;

HaMUCaHMs JI03UPOBKH JIEKAPCTBEHHOTO Mpenapara;

W3MEHEHHUS KOJa JIEKapCTBEHHOTrO IIpemapaTta IO aHaTOMO-TepaneBTHYECKO-XUMHUYECKON
KIaccupUKaIuu;

W3MEHEHUs JeprKaTells WM BIaJeNblla PETUCTPAMOHHOTO YIOCTOBEPEHHS JIEKAPCTBEHHOTO
npernapara, ero OpraHM3alMOHHO-TIPAaBOBOI (POPMBIL;

W3MEHEHUS TMPOU3BOJAUTENS, €ro OpPTraHM3allMOHHO-TIPABOBOM (OPMBI, aapeca MPOU3BOAUTENS
JIEKapCTBEHHOTO Mpemnapara MpU YCIOBUU COXPAHEHHUs €ro MPUHAAIE)KHOCTH K TOCYJapCTBY — YICHY
EBpa3uiickoro 3KOHOMHUYECKOTO COI03a WIM HHOCTPAHHOMY MTPOHU3BOAUTEIIIO;

W3MEHEHHUST HaWMEHOBAHHWM TPOM3BOJICTBEHHBIX IUIOIIAJOK, YYaCTBYIOIIUX B  TpOIECcce
MIPOM3BOJICTBA JIEKAPCTBEHHOTO TMpemnapara, WX MECTOHAXOXJACHUS TMPU YCIOBUU COXPAHEHUS HX
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IIPUHAUIEKHOCTH K IOCYAapCTBY — uieHy EBpasuilckoro 3KOHOMHYECKOIO COI03a WM MHOCTPAHHOMY
IIPOU3BOIUTENIO;

M3MEHEHUSI HOMEpPa PErUCTPALlMOHHOTO YIOCTOBEPEHMSI JIEKAPCTBEHHOTO IIpenapara;

U3MEHEHUs IITPUXOBOTO KOJa, HAHECEHHOI'O Ha BTOPUYHYIO (MOTPEOUTENIbCKYIO) YHIAKOBKY
JIEKapCTBEHHOI'O IIpenapaTra;

M3MEHEHUSI KOMIUIEKTHOCTH JIEKapCTBEHHOTO Ipenapara (Ipy YCIOBUM OTCYTCTBUS U3MEHEHUS €ro
KOJIMYECTBA BO BTOPUYHOM (MIOTPEOUTEIIHCKOM) YIIAKOBKE);

U3MEHEHUs. (OPMbI BBIIYCKAa JIEKApPCTBEHHOI'O IIpenapara, COMNOCTaBUMOM M0 JIEKAPCTBEHHOMU
¢dopme, NO3MpPOBKE (KOHIICHTPALMW, AKTUBHOCTU B EAWHUIIAX JACHCTBHS) W OOIIEMYy KOJIHYECTBY BO
BTOPUYHOM (HOTPEOUTENbCKON) YIAaKOBKE (32 MCKIIOYEHHEM CIIy4aeB, NMPEAYCMOTPEHHBIX MYHKTOM 25
[IpaBun rocynapcTBEHHOW perucTpauyd U TNEePeperucTpalvy YCTaHABIMBAEMbIX IPOU3BOIUTEIIMHU
JIEKapCTBEHHBIX MPENapaToB MPEeAEIbHBIX OTIYCKHBIX 1I€H Ha JIEKAPCTBEHHbIE MpEeraparhbl, BKIIOUEHHBIE
B IEpEYEHb JKM3HEHHO HEOOXOJMMBIX M BaKHEHIIMX JIEKApCTBEHHBIX MPENapaToB, YTBEPKIAECHHBIX
noctanoBieHueM [IpaBurensctBa PO ot 29.10.2010 N 865 "O rocynapcTBEHHOM PETYIMPOBAHUU IIEH Ha
JIEKapCTBEHHbIE IIperaparbl, BKJIIOYEHHbIE B MEPEYEHb >KU3HEHHO HEOOXOAMMBIX U BaKHEHUIIUX
JIEKapCTBEHHBIX MpenapaToB").

BHecenne yka3aHHBIX W3MEHEHHUH OCYLIECTBIISIETCS HA OCHOBAHMU 3asBIICHUS JeprKaTels WId
BIIAJIETIbIIa PErUCTPALMIOHHOTO YAOCTOBEPEHHUS JIEKAPCTBEHHOrO IpernapaTa (yInOJIHOMOYEHHOTO WM
JUIa), MpejacTaBisieMoro Ha OymMakHOM Hocutene (B 1 sKk3eMIuisipe) U B 3JIEKTPOHHOM BuUE 1o dopme
COTJIACHO TPWJIOKEHUI0, MHHHUCTEPCTBOM 3apaBooxpaHeHusi PO 06e3 cormacoBanus ¢ DenepanbHON
AHTUMOHOTIOJILHOM CITY’KOO¥ C coOXpaHEHHWEM TOCIIeTHEH 3aperuCTPUPOBAHHOM 1IEHBI Ha JIEKAPCTBEHHBIN
npemnapar.

MunuctepcTBO 3apaBooxpaneHus PD no pesynbraTaM BHECEHUS U3MEHEHUM B PEECTPOBYIO 3aMHUCh
BBIJIAET JIEPXKATENI0 WM BJaJEibIly PErHCTPAlMOHHOTO YIOCTOBEPEHMs JIEKApCTBEHHOTO Iperapara
(YITOJTHOMOUYEHHOMY MM JIMITY) BBIITHCKY U3 peecTpa.

JlomyckaeTcsi BHECEHHE U3MEHEHHH B peecTp 0e3 cornmacoBanus ¢ depepaibHON aHTUMOHOTIOIBHOM
ciyk00i1 C coxpaHeHHEM TMOCJIEHEH 3aperucTpPUPOBAHHONW IIEHBI Ha JIEKAPCTBEHHBIM Ipernapar
MHOCTPAaHHOTO TPOU3BOJCTBA IPU BHECEHUU H3MEHEHHUS B PEECTPOBYIO 3allMCh B YacTU W3MEHEHUs
MHOCTPAaHHOTO MPOU3BOAUTENS HA IPOU3BOUTENS rocyiapcTBa — wieHa EBpa3uiickoro sJKOHOMHUYECKOTO
coro3a.

(B pen. Ilocranosnenus [IpaBurensctBa PO o1 16.12.2019 N 1683)

COOTBGTCTBYIOH_II/IG HU3MCHCHHUS BHOCATCA B PECCTPOBYHO 3aIllUCh C YKA3aHWEM HOMCpPA U HAThI
BHECCHHS U3MEHCHUM.

8. HpI/I BHECEHHMU W3MCHEHHH B peeCTPOBYIO 3allUCh B COOTBCTCTBUU C IIYHKTOM 7 HACTOSIIUX
HpaBI/IJ'I B ClIydac, €CJIIM B PpaMKaXx OJHOI'O PETUCTPALMOHHOI'0 YAOCTOBCPCHHUA JICKAPCTBCHHOI'O
npenapara 3apCeruCTpupoBaHO HECKOJIBKO IMPCEACIbHBIX OTIITYCKHBIX IICH HpOI/I3BO,I[I/ITeJ'IeI71 Ha 3TOT
J'IeKapCTBeHHHﬁ npenapar ¢ TAKUMHU KC HeKapCTBeHHOfI (bOpMOfI, ,I[O3HpOBKOI>'I 1 KOJIHMYCCTBOM BO
BTOpH‘-IHOﬁ (HOTp@6HTCJ’IBCKOfI) VIIAKOBKE, TO IOCJICAHAA 3apCrUCTPUPOBAHHAA HCHA OIPCACIACTCA C
Y4€TOM KOMIUICKTHOCTH JICKAPCTBCHHOI'O IIpCIiapara, (I)OpMLI BBIITYCKAa JICKAPCTBECHHOI'O IIpCliapaTa U
CTPAHBI-TIPOU3BOAUTECIIA JICKAPCTBCHHOI'O IIpCIiapara (HpOI/I3BOI[CTBeHHBIX IJI0HIaZ10K, Y4aCTBYIOIIUX B
Imponecce nMpon3BOACTBA JICKAPCTBEHHOTO npenapaTa).

9. CsemeHus O TOCYAapCTBEHHOW  peructpauuu (mepeperucrpanuu), o0s3aTeabHOU
nepepeructpanuu B 2019-2020 ronax npeaenbHON OTIYCKHOM 1IEHBI IPOU3BOIUTEINS Ha JIEKAPCTBEHHBIN
Ipenapar MoJyIeXxaT UCKJIIOUEHHUIO U3 peecTpa B cllydac:

(8B pen. IlocranoBnenus IlpaButensctBa PO ot 16.12.2019 N 1683)
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a) TNPEACTABICHUS  JIep)KaTeleM WM  BIAAEIbLEM  PETUCTPALMOHHOIO  YAOCTOBEPEHUS
JICKapCTBEHHOTO TpenapaTta (YHOJHOMOUYEHHOTO MM JIMIIA) 3asBJICHUS 00 MCKIIOYEHUH CBEICHUN U3
peecTpa B CBSI3U C OTCYTCTBHEM JIEKAPCTBEHHOTO NpenapaTa B oOpaiieHnu Ha Tepputopun PO;

0) HUCKIIOUEHMs JIEKapCTBEHHOTO IIperapara W3 TOCYJapCTBEHHOTO pEecTpa JIEKapCTBEHHBIX
CPEICTB JJIs1 MEAULIMHCKOTO IPUMEHEHUS;

B) MCKJIIOYEHUS JICKAPCTBEHHOTO Mperapara U3 MepevHs >KU3HEHHO HEOOXOIMMBIX M BayKHEHIITNX
JIEKapCTBEHHBIX MIPENapaToB;

I') UCTEUEHHUS CpOKa TOJHOCTHU 3aperucTpupoBaHHOr0 B P® jekapcTBEHHOro mpenapara, Cpok
JEUCTBUS PErUCTPALIMIOHHOIO YI0CTOBEPEHUS KOTOPOTO UCTEK;

7) OTMEHBl pEIIEHHs O TOCYJAapCTBEHHOW pErucTpanuyl WM IepeperucTpanuy, o0s3aTeabHOM
nepepeructparuu B 2019-2020 ronax npeaenbHONU OTITYCKHOW IIEHBI TPOU3BOJAUTENS HA JIEKAPCTBEHHBIN
npenapar.

(B pen. IloctanoBnenus IlpasurensctBa P® ot 16.12.2019 N 1683)

10. VYmosHOMOYEHHOE JIMIO JepXkaTels WM Biajaeiblla PEruCTPALlMOHHOTO YAOCTOBEPEHHUS
JIEKapCTBEHHOT'O IpernapaTa MpeACcTaBiseT JOKYMEHT, TOATBEP KIAI0IIUIN €ro MOJTHOMOYHS.

11. Ilpu npunstun MuHHCTEPCTBOM 3/paBooxpaHeHusi PD pemieHns 00 MCKIIIOUEHUU CBEAECHUHN O
FOCYJIapCTBEHHOW PErucTpalyy MNPEAeTbHOW OTHYCKHOW IEHBI MPOU3BOJUTENS] HAa JIEKApPCTBEHHBIN
mpernapaT COOTBETCTBYIOIIAs 3alUCh IMPOU3BOJIUTCS B peecTpe B TedeHue 1 pabodero AHS CO JHA
MIPUHATHS TAKOTO PEHIEHUS C YKa3aHHEM OCHOBAHMS U J1aThl €r0 IPUHATHS.

12. Peectp mnyOnmkyercs Ha oduiuanbHOM caiite MuHHCTepCTBa 31paBOoOXpaHeHus: PO B
WH(POPMAITMOHHO-TEIEKOMMYHUKAITMOHHOW ceTH "MHTepHeT" 1 0OHOBIISIETCS €KETHEBHO C COXpaHEHUEM
Ha caiiTe BceX MPEebIAYIINX PeAaKINil peecTpa.

13. Nadopmamust 0 3aperuCTPUPOBAHHBIX TMPEIETBHBIX OTHYCKHBIX IIEHAX MPOM3BOIUTEIICH Ha
JIEKapCTBEHHbIE Mpenaparhl pa3MeIlaeTcs B AaNTeYHbIX OpraHu3alusX B JOCTYIHOM Ui BcexX
3aMHTEPECOBAHHBIX JHI] (OpPME C Y4eTOM TPYHNIUPOBKU MO MEXKAYHAPOJHBIM HEMAaTEeHTOBAHHBIM
HAaMMEHOBAHUSM JIEKAPCTBEHHBIX MPENapaToB.

14. Ceenenusi, cojiepxaiiydecss B peecTpe, SBISAIOTCA OTKPHITBIMU W OOMIETOCTYMHBIMU H
MIPEJICTaBJISIOTCS 3aUHTEPECOBAaHHBIM JIMIIaM OECIIaTHO MO UX MUCHhMEHHBIM 3alpocaM B BHJIE BBIHUCOK
U3 peecTpa B TeUeHue 5 AHEH co HS NOCTYIJICHHS 3ampoca.

HpI/IJ'IO)KeHI/IC K HpaBI/IJ'IaM BCACHUA TOCYAAPCTBCHHOI'O pEECTPa 3apCruCTpUPOBAHHBIX ITPEACIIBHBIX
OTIIYCKHBIX ILICH HpOHSBOI{HT@J’ICﬁ Ha JICKAPpCTBCHHBLIC IIPCIIapaThl, BKIITOUCHHBIC B IICPCUCHD ) KU3HCHHO
HCO6XO,Z[I/IMLIX H BaXKHEHIITNX JICKAaPCTBCHHLIX IIPCIIapaTOB

Crincok u3MeHsmuX T0KyMeHToB (B pen. [loctanosnenus [IpasurensctBa PO ot 16.12.2019 N
1683)

(bopma)
3ASABJIEHUE

O BHECEHMM M3MEHEHMM B PEeecTPOBYI 3alMuCb O I'OCYHapPCTBEHHOM
perucTpauuy MIpelesibHEX OTIIYCKHEIX LeH NPOM3BOAMTEJIEN
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Ha JIEKapCTBEHHEIE IIpellapaTHl,

BKJIIOUEHHEBIE B II€pedYeHb XM3HEHHO
HEeOOXOOMMBIX UM BaXHEMIMX JIEKAPCTBEHHEIX IIpeliapaToB

3aABUTEJIb
(HaMMeHOBaHMe, IIOYUTOBREIM agpec, agpec BHeKTpOHHOﬁ HOQTH)
HepxaTenb i BJlagesiel PeETrMCTPaluMOHHOI'O YOOCTOBEPEHMA JIEKAPCTBEHHOTI'O
npenapara
(HaMMeHOBaHMe, IIOYUTOBEIM agpec, agpec BHeKTpOHHOﬁ HOQTH)
N | Cragus | [Ipouss | Anpe |Ctpa| s poccuiickux ropuanueckux | Haumen | Peruct
I/T1 | IPOU3B | OAMTENb | C Ha JIUI] — UICHTU(PUKATTMOHHBII OBaHUE | pallMOH
0J/icTBa | (HaUMEH HOMEP HAJIOTOIIATENBIINKA, I | PETUCTP | HBIU
OBaHHE) WHOCTPAHHBIX IOPUIMYECKHUX JIUI] — | HPYIOIIE | HOMEp
KO/JI HAJIOTOTIATEIIBIIIUKA B CTPaHE ro
peructpanuu (MHKOpIopalun) Wi | oprasa
€ro aHaJjor
1 2 3 4 5 6 7 8
N | Home | Mexxaynapon | Topr |Jlekapc | O6miee | Ilpenensnas | [ltpuxos | Kox | Koa
nmn| p HOE OBO€ | TBEHHA | KOJIMYEC | OTHYyCKHas o kon, | AT | TH
peruc | HemaTeHTOBaH | Hau A TBO BO LIEHa HaHeceHH | X |BOJ1
Tpauu | HOE, WA MeH | popMa, | BTOPUYH | TPOM3BOIUTE | bIi Ha EAD
OHHOT | TPYIIIIUPOBOY | OBaH | A03UPO oit s 32 BTOPUYHY C
0 HOE, WIH ne BKa, | (moTped | moTpeduTenh 10
YIOCT | XMMHYECKOE KOMIUI | UTEJIBCK CKYIO (moTpebu
OBEpE | HAUMEHOBAHU eKTHOC |  Oif) VIIAKOBKY | TENIBCKYIO
HUS e <*> Th |yHakoBK| <**>(Ge3 )
<HE> e HAC YIIAKOBKY
(pyOueit)
1 2 3 4 5 6 7 8 9 10
Y1Io1HOMOYEHHOE
JULO
(¢.m.0.) (TOKHOCTD) (o amuch)
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KonTaktHbie AJlpec 3IeKTPOHHOM
TeneoHsbI MOYTHI

MLIL. (ipu Hamu4un)

<*> B cioydae OTCYTCTBUS  MEXIYHAapOJHOIO  HEMATEHTOBAHHOIO  HAMMEHOBAaHUS B
PErUCTPAllMOHHOM  yJIOCTOBEPEHMHM  JIEKAPCTBEHHOI'O  IIperapara  yKas3blBaeTCs  HAUMEHOBaHUE
JIEKapCTBEHHOI'0 IpernapaTa, NPeAyCMOTPEHHOE IMEpPEeuHEeM >KU3HEHHO HEOOXOIUMBIX M BaXHEHUIINX
JIEKApCTBEHHBIX MPENAPATOB.

<**> B cny4asx, HOpeIyCMOTPEHHbIX MyHKTOM 25 IIpaBuil rocyaapcTBEHHOH perucrpauuud u
MIEPEPETUCTPALIMN TIPEACIBHBIX OTIYCKHBIX II€H IPOU3BOJAUTENIEN HA JIEKAPCTBEHHBIC IIpENaparsl,
BKJIIOUEHHBIE B IME€pPEUEHb JKU3HEHHO HEOOXOAMMBIX M BaKHEMIIMX JIEKAapCTBEHHBIX IIPENaparos,
yYTBEpKACHHBIX nocTaHoBieHueM IIpaBurensctBa PD ot 29.10.2010 N 865 "O rocymapcTBeHHOM
PEryIUpOBaHUM LIEH Ha JIEKAPCTBEHHBIE Mperaparhl, BKIIIOUYEHHbIE B MEPEUYEHb )KU3HEHHO HEOOXO0IUMBIX
U BaXHEWIIUX JIEKAPCTBEHHBIX MpenaparoB", JOMOJHUTENBHO yKa3bIBaeTcsl (opma BbITycKa
JIEKAPCTBEHHOI'0 Ipenapara, ¢ Yy4E€TOM KOTOPOM pacCUMTBIBAETCS IMpeAesibHAs OTIYCKHas IIeHa
IIPOU3BOUTEIIA 32 IOTPEOUTEIBCKYIO YIAKOBKY JIEKapCTBEHHOI'O Ipenapara.

Vr1Bepxaensl [Toctanosnennem [IpaButensctBa PO o1 29.10.2010 N 865

IIpaBwia ycTaHOBJIEHHSI OPTaHAMM UCIIOJHUTEIbHOI BJIACTH Cy0beKTOB PD
npeeJbHbIX Pa3MepPOB ONTOBbIX HAI0ABOK U NMpeAebHbIX PA3MePOB PO3HUYHBIX
HA10aBOK K GaKTHYeCKHM OTHYCKHBIM LIEHAM, YCTAHOBJICHHBIM NPOU3BOAUTEISIMH
JIEKAPCTBEHHBIX MPENapaToB, HA JIEKAPCTBEHHbIE NIPEeNapaThl, BKJIYEeHHbIE B
nepeYyeHb »KM3HEHHO HEO0OX0AMMBbIX M Ba)KHEHIIIHUX JIEKAPCTBEHHBIX MPENapaToB

Crmcok u3MeHstronmx 10KkymeHToB (B pea. [Toctanornenus [IpaButensctBa PO ot 24.09.2020 N
1541)

1. Oprasbl HUCHOJHUTENBHON BIACTH CyObeKTOB P® mpuHUMArOT peuieHusi 00 YCTaHOBJICHUU U
(WIM) WU3MEHEHHH IPEICIbHBIX Pa3MEPOB OMNTOBBIX HAA0aBOK M IPEACIbHBIX Pa3MEpPOB PO3HHUYHBIX
Han0aBOK K (haKTUYECKHMM OTIYCKHBIM IleHaM (0e3 ydera Haiora Ha J00aBIEHHYIO CTOUMOCTB),
YCTaHOBJICHHBIM TPOU3BOJUTENSIMU JICKAPCTBEHHBIX IMPEmapaToB, Ha JIEKApCTBEHHBbIE MpenapaThl,
BKJIFOUEHHBIE B MEPEUYCHb JKU3HEHHO HEOOXOIMMBIX W BaKHEUIINX JIEKAPCTBEHHBIX MpenaparoB (majee
COOTBETCTBEHHO — JICKApPCTBEHHBIE Tpernaparbl, (akTHUYECKHE OTIMYCKHbIE IEHbl MPOU3BOAUTENECH,
pellieHue), mocie corjiacoBaHus MPOEKTOB perleHuid ¢ DenepanbHON AHTUMOHOTIOIBHOM CITYKOOH.

[IpenenpHble pa3Mepbl ONTOBBIX HAA0AaBOK M MpeAeNbHBIE pa3Mepbl PO3HUYHBIX HAA0aBOK K
(haKkTUYECKUM OTITYCKHBIM II€HaM MPOU3BOAUTENEH, BRIPAKEHHBIE B IPOIIEHTAaX U AU(epeHIInpOBaHHbIE
B 3aBUCUMOCTH OT CTOMMOCTH JIEKAPCTBEHHBIX MPENapaToB, YCTAHABIMUBAIOTCS B OTHOIICHUU
OpraHM3aIiii ONTOBOW TOPTOBIM JIEKAPCTBEHHBIMU CpEICTBaMHU (Jajiee — OpTraHW3aIllUM OMTOBOU
TOPTOBIIM), aNTEUHBIX OpPraHU3alWi, WHIUBUIYATbHBIX MpeANpUHUMATENeH, UMEIONIUX JIUIEH3UI0 Ha
ocyIecTBiIeHre (apMaleBTUUECKON AEATeTbHOCTH (Janee — HWHAWBUIYyalIbHBIC MPEANPUHUMATEIH),
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MEIUIIMHCKUX  OpraHu3aluid, UMEIONNX JIMIICH3UH Ha  OCYyIIeCTBICHHE (papMareBTUUECKON
JEATeNbHOCTH, U UX 000COOJIIEHHBIX Mojapa3ieieHuil (aMOynaTopuil, GpenpaAmepckux u ¢GenpamepeKo-
aKyIIEepCKUX IYHKTOB, IEHTPOB (OTHmeneHuid) oOmield BpadyeOHOUM  (CeMEHOW) MpaKTUKH),
PACIIOJIOKEHHBIX B CEIIbCKUX TMOCEICHUSAX, B KOTOPBIX OTCYTCTBYIOT alT€UHbIE OpraHU3aluu (1asee —
MEIUIIMHCKUE OpraHu3allii), OCYIIECTBIAIONIMX pea3alyi0 JICKAPCTBEHHBIX IpEnaparoB Ha
TeppuTOopuu CyOheKTOB PO.

2. OpraHbl HUCHOJHHUTEIbHON BiacTU CyObekTOB P® ycTaHaBIMBAIOT IpeleibHbIE pPa3MEpPbI
ONTOBBIX HAJI0ABOK U Ipe/eibHbIE pa3Mephbl PO3HUYHBIX HA/l0aBOK K (PaKTUYECKUM OTIIYCKHBIM IIEHAM
MIPOU3BOJUTENEN B COOTBETCTBMM C METOAMKOM, yTBepxkaaemon dDenepaJbHOW aHTHMOHOIOJBHON
CITyk00M (J1aee — METOMKa), UCXOS U3 CIACAYIOMUX TPUHITUTIOB:

a) BO3MEILEHNE OpPraHM3alMsIM ONTOBOM TOPTOBJIM, AlTEYHBIM OPTraHU3ALMSIM, WHAMBUAYAJIbHBIM
MpeaNpPUHUMATENSAM U MEAULUHCKUM OpraHu3alusM 3KOHOMUYECKH 000CHOBAHHBIX 3aTpPaT, CBA3AHHBIX C
3aKyNKOM, XpaHEHUEM U peaIN3aliel JEKapCTBEHHBIX MTPENaparos;

0) yder pa3mepa MPUOBLIH, HEOOXOAMMOW sl oOecrieueHuss OpraHu3aluii ONMTOBOW TOPrOBIIH,
anTeuHbIX OpraHu3aluii, HMHIWBUIAYAIbHBIX NpPEINPUHUMATENEH U MEIUUUMHCKUX OpraHu3alui
CpelcTBaMH Ha OOCIy)KMBaHHME NMPUBJICUEHHOTO KamuTajla U (pUHAHCHPOBaHUE JOPYTrUX OOOCHOBAHHBIX
pacxoJioB;

B) yUYeT B CTPYKTYpe HaJl0aBOK BCEX HAJIOTOB M MHBIX 00SI3aTENIbHBIX IUIATEXEH B COOTBETCTBHUHU C
3aKOHO/1ATENbCTBOM POD.

3. Opran MCHOJHUTENHHOUN BiacTH cyObekTa P® HampaBnser mpoekT pemeHus B denepaibHyIo
AHTUMOHOTIOJILHYIO CITYXOY.

4. K mpoekTy pemieHus MpuiararoTcs CIeAyIomnue JOKYMEHThI, 3aBePEHHBIC PYKOBOJAUTEIIEM HWIIH
3aMECTUTENIEM PYKOBOIUTES OpraHa UCTIOJTHUTEIBHOM Bi1acT cyobekTa PD:

a) TIOSICHUTENbHAs 3alucka, coJepkamias B TOM 4YHcle OOOCHOBaHHME HEOOXOIUMOCTH
YCTaHOBJICHUSI WJIM TIEPECMOTpa MPEACIbHBIX Pa3MEpPOB OINTOBBIX HAJA0ABOK U TPEICIBHBIX Pa3MepOB
PO3HUYHBIX HaJI0ABOK K (PAKTHUUYECKUM OTITYCKHBIM II€HaM MPOU3BOIUTEIICH,

0) pacdeTbl TpeAeNbHBIX pPa3MEpOB ONTOBBIX HAN0ABOK M MPEACIBHBIX Pa3MEPOB PO3ZHUYHBIX
Hag0aBOK K (DAaKTHYECKUM OTHYCKHBIM II€HAM IPOM3BOJUTENICH, OCYIIECTBICHHBIC OPraHoM
WCTIOJHUTEIPHONW BIIaCTH CyObekTa P® B COOTBETCTBHMM C METOJIMKOW, MO (opMaM, YTBEPKIECHHBIM
METOJMKOH, B (opMare IJIEKTPOHHBIX Ma0ioHOB DeaepanbHON rocynapcTBEHHONW WHOOPMAIIMOHHON
cuctembl "Ennnas napopmanmoHHO-aHAIMTHYECKAs cucTema'.

5. IIpoexT penieHus ¢ npuiaraeMbiMd K HEMY JOKYMEHTaMH, YKa3aHHBIMU B MYHKTE 4 HACTOSAIINX
[IpaBun, npencrasnserca B OenepaibHy0 aHTUMOHOMIOJIBHYIO CIIy>)KOy B MUCBMEHHOM BHJIC WU B BUJE
AIIEKTPOHHOTO JOKYMEHTA, MOJNHCAHHOTO YCUJICHHOW KBaIM()PUIIMPOBAHHON 3JIEKTPOHHOMN MOJMUCHIO, a
TaKKe Ha aJipec EKTPOHHOM mouTsl DeaepanbHON aHTUMOHOTIOIBHON CITYKOBI.

[Ipoext pemenus: peructpupyercs B denepaibHON aHTUMOHOTOIBHON CIyk0€ B YCTaHOBJICHHOM
MOPSIKE.

6. ®denepanbHas aHTUMOHOMONbHAsA ciayx06a B TedeHue 30 pabouux IHEH cO JIHS perucTpanuu
IIPOEKTa PELIeHNs HaIpPaBJseT B OpraH UCIOJHUTENIbHON BiacTH cyobekTa PD npuHsToe €ro peuieHue o
COTJIACOBAHUU MPOEKTA PEIICHNUs JINO0 00 0TKa3e B €ro COrIaCOBAHUU.

7. B ciyuae HEoOOXOOMMOCTH YTOYHEHHS W (WIHM) JIOTIOMHEHUS CBEIEHUH, COAEpIKAIIUXCS B
JOKYMEHTaX, YKa3aHHBIX B MyHKTe 4 HacTosmux [IpaBui, opraH UCIOTHUTENBLHON BIacTH cyObekTa PO
npenctaBisier mo  3ampocy  DenepanbHOW  AHTUMOHOIOJNBHOM  CIYOBI  COOTBETCTBYIOIIYIO
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JOKYMEHTAJIBHO 0(OPMIIEHHYIO HH(POPMALIHIO.

Cpok mpezcTaBiIeHUsI OPraHOM MCIIOJTHUTEIBHOM BiacTH cyobekTa P® 3ampomienHoi nadopmaru
HE MOXeET MpeBbIaTh 15 pabounx aHel co aHS mosydeHus 3anpoca DenepaabHON aHTHUMOHOTOIBHOM
CITYKOBI.

[Ipu 3TOM O0IIMIT CPOK paccMOTpeHUs JOKYMEHTOB DesiepalibHOIl aHTUMOHOIIOJIBHOM Ci1y:k00i1 He
MOXXET HpEeBBIIATh CPOK, MPEAYCMOTPEHHBIM IyHKTOM 6 Hacrosmux IlpaBun u ab3aunem BTOpbIM
HACTOSIETO ITyHKTA.

[Ipu HEmoCTymJIeHMH OT OpraHa MCIOJIHHUTEILHOW BiacTU cyObekTa PD B ycTaHOBIEHHBIH CpPOK
3aIlpPOIICHHON JOKYMEHTAIBHO odopmieHHoN nHpopmanun DenepanbHas aHTUMOHOTIONIBHAS CITy)K0a B
TeyeHue S5 pabouyux JHEH co AHS HCTeYeHHs OOIIero Cpoka MPUHUMAET peuieHue o0 OTKa3e B
COTJIaCOBAHUU IIPOEKTA PELICHUS.

8. OCHOBaHMSIMU JIJIsI OTKa3a B COTJIACOBAHUU MIPOEKTA PEIICHUS SBIISIOTCS:

a) HECOOTBETCTBUE PACUETOB MPECIbHBIX Pa3MEpPOB OMTOBBIX HAJA0ABOK U MPEACIbHBIX pPa3MEPOB
PO3HHUYHBIX Ha}16aBOK K q)aKTI/ILIGCKI/IM OTIIYCKHBIM neHaMm HpOI/ISBOI[I/ITeJIGfI pacucram,
MPEAYCMOTPEHHBIM METOINKOW;

0) npeacraBieHue B PeepanbHy0 aHTUMOHOIIOJIBHYIO CITYKOY yKa3aHHBIX B MYHKTE 4 HACTOSIIUX
[TpaBus1 TOKYyMEHTOB, COJEPKAIINUX HETOCTOBEPHBIC CBEICHMUSI;

B) OTCYTCTBHUC B MPCACTABJICHHBIX JOKYMCHTaX CBeHeHHfI, Tpe6yeMLIX B COOTBCTCTBHU C
METOIUKOM;

I') Ipe/ICTaBJICHE HEMIOJIHOTO KOMIIEKTa JOKYMEHTOB, YKa3aHHbBIX B MMyHKTe 4 HacTosmux [IpaBun;

1) HETIOCTYIUICHHE OT OpraHa HCIIOJIHUTEIbHOW BIacTH cyoObekra PD B CpOK, yCTaHOBJICHHBIN
ab3aleM BTOpBIM TIyHKTa 7 Hacrosumx [lpaBwi, 3ampomieHHOW JOKYMEHTadbHO O(OPMIICHHON
nHpopMaIuu.

9. MHWudopmanus o cormacoBaHun Jub0 00 oTkaze B corjacoBaHun DenepanpHO
AHTUMOHOTIOJILHOM CITYy)KOOM MpOoeKTa pelieHus He mo3aHee 3 pabounx JHEH CO ITHS MPUHSATHS PEIICHUS
pazmeniaercss Ciyxk60if Ha ee opUIUANIBHOM caiiTe B MHPOPMAIIMOHHO-TEIEKOMMYHUKAIIMOHHOW CETH
"UnTepuer".

10. Opran UCIIOTHUTENBHOU BIACTH CyObekTa PO nmpuHMMAaET pemieHne B CPOK, He MPEBHIIAIONTUN
10 pabGoumx pgHe co mHA npuHATHS DenepalbHOWM aHTUMOHOIOJBHOW CIY)KOOW pemlieHust o
COTJIACOBAHUU MPOEKTA PELICHUSI.

11. Opran ucnojaHutenbHOU BiacTu cyobekra PD B Teuenue 3 pabouux AHEW CO JAHS TMPUHSITHS
peumieHus mpenctaBisier B DenepalbHYI0 AHTUMOHOIONBHYIO CIYKOy KOIHIO pEIIeHUs, a TaKxKe
HampaBJigeT Komuio peuieHus B denepanbHyl0 aHTHUMOHOIIOJIBHYIO CIYKOy Ha €€ aJipec IJIEeKTPOHHOM
MIOYTHI.

12. Opran ucnogHuTeNbHON Biactu cyobekra P® He meHee yem 3a 10 pabGouux aHed O AHS
BCTYIUICHUSI B CUJIy PELIEHUs pa3MmerniaeT MHGOpMAIMI0 O MPUHSATOM pPElIeHWH Ha ero O(UIMaTbHOM
caiite B MH(pOpPMaIIMOHHO-TEIEKOMMYHHUKALIMOHHOM ceTn "UHTepHeT".

13. 3a npexacraBnenue B PenepaibHyl0 aHTUMOHOIOIBHYIO CIY)XOy JOKYMEHTOB, COAEPKaINX

HCEAOCTOBCPHBIC CBCACHUS, PYKOBOJAUTCIIb (SaMeCTI/ITCJ'IL pYKOBOI[I/ITeJ'ISI) OpraHa HCIIOJIHUTEILHOM BIaCTH
CY6'BCKT3 P® necer OTBCTCTBCHHOCTD, ITPEAYCMOTPCHHYIO 3aKOHOAATCIILCTBOM PO.
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VYTBepxkaens! nocranosiaeHueM [Ipasurenscrea PO ot 29.10.2010 N 865

IIpaBuia popMupoBaHuA OTIYCKHBIX LIEH HA JIEKAPCTBEHHbIE NPenaparhl,
BKJIIOYCHHBbIE B lIePeYeHb 'KU3HEHHO HEO0OXO0AMMBIX M Ba:KHEHIIUX JIEKAPCTBEHHBIX
NpenapaTroB, OPraHM3auUsIMH ONTOBOI TOProOBJIM, ANTEYHbIMHU OPraHU3ALMAMH,
HHAUBHAYAJbHBIMH NMPEINPUHAMATEISIMHA U MEAUIUHCKUMH OPraHU3allUAMHU

Crincok n3MeHsmux 10KyMeHToB (BBeaeHb! [locranoBnenueM IlpaBurensctBa PO ot 24.09.2020 N
1541)

1. Opranu3zanuu oNTOBOM TOPTrOBJIM JIEKAPCTBEHHBIMU CPEJCTBaMU (Jajiee — OpraHu3alii ONTOBOM
TOPrOBJIM) OCYIIECTBIIIOT PEATU3alMI0 JIEKAPCTBEHHBIX IPENapaTroB, BKIIOYEHHBIX B IEPEUYCHb
KU3HEHHO HEOOXOJIMMBIX M B@KHEWIIMX JIEKAPCTBEHHBIX MpenaparoB (najgee — JEKapCTBEHHBIE
npernapaTsl), 0 [IeHaM, YPOBEHb KOTOPHIX (0e3 yueTa Hajiora Ha J00aBJIEHHYIO CTOMMOCTh) HE JIOJDKEH
MPEBBIIATh CYMMY (PaKTHYECKOM OTITYCKHOW II€HbI IPOM3BOIUTENS JIEKAPCTBEHHOT'O Ipenaparta (Janee —
(dakTuyeckas OTHYCKHas IleHa MPOU3BOAMTENS), HE MPEBBIIIAONIEH 3aperuCTPUPOBAHHON WU
MePEPETUCTPUPOBAHHON TMPEACTHHON OTIMYCKHOW IIEHBI TPOM3BOAUTENS (HA JaTy peaau3aiuu
JIEKapCTBEHHOI'O TMpernapara IMPOU3BOJUTENEM), UM pa3Mepa OINTOBOM HaJI0aBKW, HE MPEBBIIIAIOIIECH
pasMmepa TpeAeNbHOW ONTOBOM HaA0aBKH, YCTAHOBIEHHOW B cyOobekTe P®. Opranmszanuu ontoBoi
TOPrOBJIM YYUTHIBAIOT HAJIOr Ha J00aBIEHHYIO CTOMMOCTh B II€HE pealu3alud JIEKapCTBEHHOTO
npernapara B HOpsiAKe, yCTAaHOBJICHHOM 3aKOHOAATEIbCTBOM P@.

2. CymMapHBIil pa3Mep ONTOBBIX HaA0aBOK, MOIEKAIIUX MPUMEHEHHIO BCEMH OpraHu3alusIMU
ONTOBOI TOPTOBJIM, YUYAaCTBYIOIIMMH B pealln3allii JIEKapCTBEHHOTO Iperapara, pacCUUTaHHBIM MCXO
3 (PaKTHUEeCKOM OTIYCKHOM ILIE€Hbl TPOU3BOJAUTEINSA, HE JOJDKEH IMPEBBIIAaTh COOTBETCTBYIOIIUN
MIpeACIbHBIA pa3Mep ONTOBOM HaJ0aBKH, YCTAaHOBJEHHBIH OPraHOM HMCIOJHUTEIHHOW BIACTH CYOBEKTa
P®, Ha repputoprio KOTOPOTO OCYIIECTBIIAETCS MOCTABKA JIEKAPCTBEHHOTO Mpernapara.

3. Opranuzanuud ONTOBOM TOPrOBJIM, HMEIOLIUME CTPYKTYPHBIE MOAPA3JCICHUS PO3HUYHOU
TOProBJIM, MOTYT (OPMUPOBATh PO3HUYHBIE LIEHbl HA JIEKAPCTBEHHBIC MpenapaTrbl C MPUMEHEHHEM
OJIHOBPEMEHHO OINTOBOM M PO3HUYHON HaI0aBOK K (PaKTUYECKOM OTIYCKHOMW LieHe mpou3BoauTens (6e3
Hajora Ha JI00aBJIEHHYIO CTOUMOCTD), CYMMapHbIN pa3Mep KOTOPBIX HE JOJKEH MPEBBIIATh MPeAeTbHBIH
pa3Mep ONTOBOM U POZHUYHOM HaJOABOK COOTBETCTBEHHO, YCTAHOBIIEHHBIX B cCyObekTe PD, mpu ycnosuu
BEJICHUS Pa3/IeIbHOTO yyeTa ONTOBOW U POZHUYHON TOPTOBJIH.

4. OpraHu3anuy ONTOBOI TOPrOBIH, PEATU3YIOIIME JIEKAPCTBEHHBIE IpenapaThl NOTPEOUTENISIM O
JIOTOBOPY KOMHUCCHM (KOMHMTEHTBI) OT MMEHHM OpraHu3aluii pO3HUYHON TOProBiM (KOMHCCHOHEPOB),
MOTyT (OpMHUPOBaTh OTIYCKHYIO LIEHY Ha JIEKAPCTBEHHBII Ipernapar ¢ NPUMEHEHHEM OJIHOBPEMEHHO
ONTOBOM M PO3HUYHOM Ha/J0aBOK K (PAaKTHUECKON OTMYCKHOW IIeHE MPOU3BOJUTENS, CyMMapHBIA pazMep
KOTOPBIX HE JIOJDKEH MPEBBIIIATh MPEJeNbHBIN pa3Mep ONTOBOM U PO3ZHUYHOMN HAaJ0aBOK COOTBETCTBEHHO,
YCTaHOBJICHHBIX B cyObekTe PD.

5. AnTeuHble OpraHu3alluM, WHIUBHUIYyalbHble NpPEANPUHUMATENN, HMEIOLIUE JUIEH3UI0 Ha
(bapMareBTUUECKYI0 JIeSTeNbHOCTh (Jajee — WHAMBHMYyalbHble NpPEANPUHUMATENN), MEIUIMHCKUE
OpraHu3aliiy, UMEIOIINE JHLEH3UI0 Ha (apMaleBTUYECKYIO JeATeNbHOCTh, U HX 000CcOOJIeHHbIE
nojpaszenenuss (amOynaropuu, Qenbaumepckue U - (QerabAlIepcKo-aKyIepckiue MYHKTBI, IEeHTPbI
(oTmenenusi) obuieil BpaueOHOM (ceMeiHOM) MpakTHKH), PACHOJOXKEHHbIE B CEJIBCKUX HACEJICHHBIX
MYHKTaX, B KOTOPBIX OTCYTCTBYIOT alTeUHble OpraHu3alMu (fajee — MEAMLUHCKUE OpraHu3aIiy),
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OCYIIECTBISIIOT PEaH3alMI0 JIGKAPCTBEHHBIX MpPENapaToB IO II€HAM, YPOBEHb KOTOPHIX (0e3 yuera
HaJIoTa Ha J00aBICHHYIO CTOMMOCTH) HE JOJDKCH NPEBBIIATh CyMMY (PAKTHYECKOW OTIYCKHOHM IICHBI
MIPOU3BOJUTENS], HE IPEBBILAIONIIECH 3apErUCTPUPOBAHHON HIIM IIEPEPETUCTPUPOBAHHON IPEACIBHOU
OTILYCKHOM II€Hbl IPOM3BOJUTENS (HA ATy pealn3aluy JEKapCTBEHHOTO Iperapara Npou3BOIUTENEM), U
pa3Mep onToBOM HaAOABKU U (WJIM) pa3Mep PO3HUYHON Haa0aBKH, HE MPEBBIMIAIONIUX COOTBETCTBEHHO
pa3Mep TpeaebHON ONTOBOM Ha0aBKU U pa3Mep MpeeabHON PO3HUYHON HAI0ABKU, YCTAHOBIICHHBIX B
cyobekre P®. AnteuHple OpraHu3alvy, HWHIUBUAYaJIbHBIE TPEANPUHAMATETIH W MEAULUHCKUE
OpraHu3alliil YYUTHIBAIOT HAJIOT Ha JOOABIIEHHYIO CTOMMOCTh B II€HE pPEAIM3alUU JIEKapCTBEHHOTO
rpenapara B OpsIKe, YCTAHOBIECHHOM 3aKOHOAATEIbCTBOM PD.

6. Pazmep po3HWYHON HaI0aBKH, PACCUUTAHHBIA HMCXOAS W3 (PAaKTHUYECKOW OTIYCKHOW IIE€HBI
MIPOU3BOJUTENS, TOJUISKAIINM MPUMEHEHHIO aNTEYHBIMU OpraHu3alusMM, HWHAWBUIYaIbHBIMU
NpeNpUHUMATENIMA U MEAWLUMHCKUMU  OpPraHu3alMsIMH,  OCYHIECTBIISIOIIUMHU  PEaTU3aLUI0
JIEKapCTBEHHBIX IpErapaToB Ha TeppUTOpUH cyObekTa P®D, He NoJKeH MpeBbIIaTh COOTBETCTBYIOLIUI
Mpe/ieNbHBIA pa3Mep pO3HUYHOM HaJ0aBKM, YCTAHOBJIEHHBIH OPraHOM HCIIOJIHUTEJNBHOM BJIACTH 3TOTrO
cyonekra PO.

7. Ilpu ¢opMupoBaHMN OpraHU3alMsIMUA ONTOBOM TOPrOBJIM, AaNTEYHBIMU OpPraHU3aLUSIMHU,
VHIUBUAYAIBHBIMH TPEANPUHUMATESIMA M MEIUIIMHCKAMH OPTaHM3AIUsIMUA OTIYCKHBIX II€H Ha
JIEKapCTBEHHbIE Tpenaparbl ¢ NPUMEHEHHEM TMpeAeNbHbIX pPa3MEepOB ONTOBBIX HAI0aBOK U (WJIN)
MIpe/iebHBIX Pa3MEPOB PO3ZHUYHBIX HA/I0ABOK TaKHeE OTITYCKHbIE IIEHBI OKPYTJISIOTCS 110 MaTEMaTUYECKUM
MpaBUJIaM OKPYTJIEHHUS 10 COTHIX yacTeil pyosns. [Ipu pacuere mpuMeHEHHBIX TAKUMU OPraHU3ALUSIMH U
WHIUBUAYAIBHBIMU TPEIIPUHUMATEISIMU HaJ0aBOK [OMYCKAeTCsl MOTPEIIHOCTb, HE MPEBBILIAIOIIAS
pa3Mep OKpYrJeHUs.

8. Ilox gakTHueckor OTITYCKHOM IIEHOW MPOW3BOIUTENS Ha JICKAPCTBEHHBIN MperapaT rocyaapcTaa
— uyjeHa EBpa3uiicKoro 3KOHOMHYECKOTO COI03a TMOHHMMaeTcs IieHa (0e3 Hajora Ha J00aBJICHHYIO
CTOMMOCTbB), YKa3blBaeMas IMPOU3BOAMTEIEM B COMPOBOAMTEIHHONW JIOKYMEHTAllMM Ha TOBap M HE
MIPEBBIIIAIONIAS 3aPETUCTPUPOBAHHYIO WIM NEPEPETUCTPUPOBAHHYIO MPEACIbHYIO OTIYCKHYIO IIEHY
MIPOM3BOJUTENS Ha JICKapCTBEHHBIM IMpemapaT Ha JaTy IMepeAayd POCCUMCKOMY MOKYIATelo
(ynosnHomMoueHHOMY UM Jully). [Ipu 3ToM QakThueckas OTIycKHas LieHa MPOU3BOJAUTEINS, YKa3aHHAs B
MHOCTpPaHHOMW BaJIIOTE, MEpECUUThIBaeTCsa B pyonu no kypey LlenTpansHoro 6anka P® na naty nepenauu
JIEKapCTBEHHOI'O Ipernapara MPOU3BOJIUTENIEM rocyaapcTBa — uieHa EBpa3uiickoro 3KOHOMHUYECKOTO
COI03a POCCHIMCKOMY MOKYMAaTeNto (yIOIHOMOYEHHOMY MM JIMILY) MO MEpeJaTOYHOMY aKTy WM WHOMY
aHAJIOTMYHOMY JIOKYMEHTY.

IToxg QaxTyeckoi OTIMYCKHOW 1I€HON HMHOCTPAHHOTO MPOU3BOAMTENS (32 HCKIIOYEHHUEM
MIPOU3BOJIUTENEH TOCYAapCTB — YJICHOB EBpa3uiickoro 3KOHOMHYECKOIO CO03a) Ha JIEKapCTBEHHBIN
mpemnapaTr nmoHumaercs IieHa (0e3 Hamora Ha J00aBIEHHYIO CTOMMOCTH), yKa3blBaeMash WHOCTPAaHHBIM
MIPOM3BOJIUTENIEM JICKAPCTBEHHOTO TIperapara B COMPOBOJUTENBHON JOKYMEHTAallMd Ha TOBap, Ha
OCHOBaHHMU KOTOPOM oOQopMIIsieTcs TaMOXKEHHas JeKiapalnus, € YYEeTOM pAacXoOB, CBS3aHHBIX C
TaMOXKEHHbIM OQopMiIeHHeM TIpy3a (YIIaTOW TaMOXXEHHBIX TOIUIMH M COOpOB 3a TaMOXKEHHOE
odopmiieHHEe), HE MPEBBILAIONIAS 3aPErUCTPUPOBAHHYIO WM IE€PEPEerucTPUPOBAHHYIO NPEAETIbHYIO
OTHYCKHYIO II€HY MpPOU3BOJMTENS Ha JTOT JIEKAPCTBEHHBIM Ipemapar Ha JaTy BbIIIYCKa TOBapa,
yKa3aHHYI0 B TaMOK€HHOW Jeknapauuu. Ilpum 3Tom ¢akThueckas OTIYCKHas II€HA IMPOU3BOAUTEINS,
3aJieKJIapupOBaHHasl B MHOCTPAHHOH BasioTe, NEpecUnuThIBaeTCs B pyosn no kypey LleHTpanasHoro 6anka
P® na naty odopmiieHHs TAMOXKEHHO JIeKIapaiuu.

9. Peamuzanms JICKAPCTBCHHBIX MPCHIapaToB OpraHu3alusIMu OIITOBOM TOProBJik, alTCYHBIMH
opranu3anuvsamMu, HWHAUBUAYAJIbBHBIMU  MPCANIPUHUMATCIAMU W MCAULUWHCKUMHU  OpraHU3aluAIMU
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OCYLIECTBJISAETCSA NPHU HAJIMYMU IPOTOKOJIA COIVIACOBAHUA ILI€H ITOCTaBKM JICKAPCTBEHHBIX IPENApaToB,
COCTABJICHHOTO 110 (popMe COIJIaCHO IPUIIOKEHHIO, 3@ UCKIIOYEHHEM JIEKapCTBEHHBIX IPENaparos,
KOTOpbIE HE ObUIM BKJIIOUEHBI B TEpPEUCHb JKU3HEHHO HEOOXOIMMBIX M BAKHEHIIMX JIEKAPCTBEHHBIX
[pernapaToB Ha JaTy MX HOpUOOpETEeHUs yKa3aHHbIMM OpraHu3alusMd U HMHJIUBUIYyalbHBIMU
pEANPUHUMATEISIMU.

10. TIpoTokoa corjlacoBaHMs IIEH NMOCTaBKU JIGKAPCTBEHHBIX MPENapaToB MOXKET OBITh CO3/1aH B
BHJIC OJEKTPOHHOTO JOKYMEHTAa, TOJIMHMCAHHOTO YCWJIEHHOW KBaJU(HUIIMPOBAHHOW AIIEKTPOHHOMN
IIOJIUCHIO YIIOJJTHOMOYEHHBIX JIMI] IIOCTABIIMKA U IIOKYIIATEJIs.

[Ipunoxenue k IIpaBunam popmMrpoBaHUs OTITYCKHBIX IIEH Ha JIEKApCTBEHHBIE MTpenapaThl, BKIIOUEHHbIE
B [I€pEUEHb )KM3HEHHO HEOOXOUMBIX U BaKHEHIINX JIEKAPCTBEHHBIX MPENapaToB, OpraHu3alusIMu
ONTOBOM TOPrOBJIM, AIITEYHBIMU OPTraHU3ALUAMY, MHANBUYaJIbHBIMU IPEANIPUHUMATEISIMA U
MEIUIMHCKUMU OpTaHNU3alUSIMU

[TPOTOKOJI
corjjacoBaHMs LICH MOCTaBKH JICKAPCTBCHHBIX MIPEMapaToB, BKIIIOYCHHBIX B IICPCUYCHDb
KHN3HCHHO HeO6XO}II/IMBIX 1 BaXKHEHIITHX JICKApCTBCHHBIX MIPECIIapaToB

MOCTaBIUK (OpPTraHU3aIisl ONITOBOW TOPTOBJIH )

noJiydaTesib (OpraHu3aius OMTOBOI TOPTOBIIU WM OPraHU3AIUs PO3HUYHON TOProBin <1>)
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Mexnaynap | Toprosoe | Cep | Ilpo | 3apeructpup | ®@axrtudecka | Jlata | OrmyckHas neHa Pasmep OrnyckHast neHa | CymmapHBIf Pa3mep dakTHuecKa
oJHOE HaMMEHOBa | WS | U3BO OBaHHasI sL OTIYCKHasl | pea OpraHu3aIlyn OITOBOU OpraHu3alyu pasmep PO3HUYHOH | S OTITYCKHAs
HEMaTeHTOB HUE, JTE | TIpenebHas LIeHa, W3al | ONTOBOW TOPTOBIM | Han0aBKU | ONTOBOW TOPTOBIH OIITOBBIX Ha/0aBKU LieHa
aHHOE JIEKapCTBEH b OTIyCKHAasl |YCTAaHOBJEHH | WU <5>, <6> OpTaHu3aIH <8> Ha/0aBOK | OpraHU3alvH | OpraHu3aIN
HavMeHoBa | Hast hopMma, LIeHa ast pou OITOBOU OpraHM3alyii | PO3HUYHOW | PO3HHMYHOM
HUE JIO3UPOBKaA, TIPOU3BOJIUTE | IPOU3BOJUTE | 3BOI TOPTOBJIH OITOBOU TOPTOBJHM | TOProBJIH 0€3
(XMMHYECK | KOJHYECTB st (pyOneit) aeM uTene <8>, <9> TOPTOBJIH HJIC
o€ WK 0B <2> (pyOneii) M <7>, <10> (pyOmeit)
TPYNIIMPOB | TOTpeOuTe <3> <4>
OYHOE) JILCKOU
YIIAKOBKE, 0e3 c VCH | 6e3 c B B | YCH| 0Oes3 c B B B B |YCH | 0Ges3
LITPUXOBOM HJC | HAC <11> | HAC | HAC | npon | pyon | <11> | HAC | HAC | mpor | pyon | mpor | pyon | <11> | HJC
KO (py6n | (pybn (pyon | (pyon | (py6un | entax | six | (pyon | (pyon | (pyon |enrax | six |entax| six |/EHB |(py0x
eif) | ei) eit) | eit) | ei) eif) | eit) | eil) pl| eif)
<12>
(pyom
eif)
1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22
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(moamnucey ¢.1.0. (moanuch ¢.u.0.
YIIOJTHOMOYEHHOTO YIIOJIHOMOYEHHOTO JIULA
JIMIIA MOCTaBIIHUKA — N0JTy4aTelis — OpraHu3aluu
OpraHu3anuu ONTOBOI TOPrOBJIN WIH
ONTOBOI TOPrOBJIN) OpraHu3anuu pO3HUYHON
Toprosiu <1> — yka3aTh
HYXKHOE)
" " 20 T " " 20 r
M.IT M.IT

<1> AnTeuHble OpraHM3allM, WHIAUBUAyaJbHbIE MPEANPUHUMATENN, HUMEIOIINE JUIEH3UI0 Ha
(dapMalleBTUUECKYIO0  JI€ATeNbHOCTh, MEIWLWHCKWE OpraHu3aliy, HMMEIOIIMe JIMIEH3UI0  Ha
(hapMalleBTUUECKYIO JIeATENbHOCTh, U UX 000CO0IEHHBIE TOIpa3aeneHus (aMOynaTopuu, GesbaiepcKkre
1 (enpAmepcKo-akylepcKue MyHKThI, IEHTPhI (OTAeaeHus) o01ell BpaueOHOW (ceMeiHON) MPAaKTUKH),
PacroJIO’KEHHBIE B CEIbCKUX HACEJIIEHHBIX yHKTaX, B KOTOPBIX OTCYTCTBYIOT allTEYHbIE OPraHU3AIHH.

<2> 3aperucTpupoBaHHAasl TpefefbHas OTIYCKHas IleHa MPOU3BOAMTENS Ha JEKapCTBEHHBII
npernapaT Ha JIaTy peajlu3aluy JIEKapCTBEHHOT o MpenapaTa Mpou3BoAuTeNneM Ha Tepputopuun PO.

<3> [lpu ycTaHOBJIEHUH LI€Hbl MHOCTPAHHBIM MPOU3BOJUTENEM (paKTHUecKas OTIyCKHas lLieHa Ha
JIEKapCTBEHHBIN MpenapaT yKa3bIBae€TCS C y4ETOM TaMOXEHHOW IMOIUIMHBI M COOPOB 3a TaMOXKEHHOE
odopMIIeHHE.

<4> JlaTta peanu3alyu JEKapCTBEHHOTO MpernapaTa Npou3BoauTesieM Ha Tepputopun PD.

<5> Ilpu 3amoJHEHUH OpraHU3AlMEH OINTOBOW TOPrOBJIH, KOTOpas MpuoOpesna JIeKapCTBEHHBIN
rpenapaT y MpOU3BOJUTEINS, YKA3bIBAETCS I[eHa pealn3alliy JIEKApCTBEHHOIO Mpenapara opraHu3aluei
ONTOBOI1 TOPTOBIIH.

<6> Ilpu 3amoJHEHUM OpraHU3AlMEH OINTOBOW TOPrOBJIHM, KOTOpas MpuoOpesna JeKapCTBEHHBIN
npenapaT y Ipyroi opraHusaiuy ONTOBOM TOPTrOBJIH, YKa3bIBA€TCS 1IEHA MPUOOPETEHUS JIEKAPCTBEHHOTO
npernapara.

<7> 3anonHseTcs KaXJ0H opraHu3anuell OnTOBO TOPTrOBIH, KOTOpas pealn3yeT JeKapCTBEHHBIN
npemnapar.

<8> 3amonHseTcs OpraHu3alyeil OnToOBOW TOPrOBIM, KOTOpas mpuoOpena JIeKapCTBEHHBIN
npernapar y Apyroil opraHu3aluy OnToOBOM TOPTOBIH.

<9> B ciyuae peanu3aluu OpraHu3anyeil ONTOBOW TOPrOBIH JEKAPCTBEHHOTO Mpernapara Mo IeHe
HUKE LIEHBI ero MPUOOPETEHNUs YKa3bIBACTCA MPOUYEPK.

<10> B cnyyae peanu3aiuu opraHu3anueil ONTOBOM TOPTrOBIM JEKAPCTBEHHOTO Mpernapara o 1eHe
HIDKE (DAKTUYECKOM OTIYCKHOM 1IEHbI TPOU3BOAUTENS YKa3bIBAETCS MIPOUYEPK.

<11> VnpoieHHas cucreMa HaJoroo010KeHusl.

<12> EauHbIil HAaJOT Ha BMEHEHHBII TOXOI.

[Tpumeuanue. ['padpsr 1-8 3amonHsAOTCS OpraHM3anel ONTOBOI TOPromiM, KOTOpas MpHoOpena
JIEKapCTBEHHBIN IIpenapar y NpoOU3BOAUTES.

Wndopmanus, ykazanHas B rpadax 1-8 opranusanueil ontoBod TOProBiM, KOTOpas HpHoOpena
JICKapCTBEHHBIN Mpemapar y MpOU3BOAMUTENSA, YKa3blBaeTcs 0Oe3 HM3MEHEHWH BCEeMU ONTOBBIMHU
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opraHusalusamMiy, y4aCTBYIOIIUMU B pCaIM3alluH JICKAPCTBCHHOI'O IIplIiapara, B 00s3aTCIILHOM TMOPAIKE.

YrBepxkaens! [loctanoBnenuem IIpaButenscrea PO ot 29.10.2010 N 865

HN3MmeHeHus, KOTOPbIEe BHOCATCS B IOCTAHOBJICHHUS npaBuTeibecTBa P no Bonpocam,
CBA3AHHBIM C COBEPUICHCTBOBAHUEM IOCYJAPCTBEHHOI'0 PEeryJMpPOBaAHUS LIEH HA
’KN3HEHHO He00X0AUMbIEe U BaKHEH e JIEKAPCTBEHHbIE CPeICTBA

Crucok uaMenstitonx 1okymeHToB (B pea. [loctanosnenus [IpasutensctBa PO ot 04.09.2015 N 941)

1. B IlocranoBnenuu IlpaButensctBa P® ot 7 mapra 1995 r. N 239 "O mepax mo ynopsio4eHHuIo
rocy/lapcTBeHHOro perynupoBanus 1ieH (Tapudon)" (CoOpanue 3axonogarensctBa PD, 1995, N 11, cr.
997; 1996, N 7, ct. 690; N 17, ct. 2002; N 32, cr. 3942; 1997, N 27, ct. 3232; 1998, N 32, ct. 3907;
1999, N 1, ct. 201; 2001, N 7, ct. 656; N 20, cT. 2015; N 26, ct. 2680; N 36, cT. 3561; 2002, N 15, cT.
1431; 2004, N 51, ct. 5184; 2005, N 29, ct. 3066; 2007, N 16, cT. 1910; 2008, N 1, ct. 3; N 7, cT. 597; N
17, ct. 1887; 2009, N 33, ct1. 4086; 2010, N 30, cT. 4096):

a) abzam JCBATHAQANATHIM IMEPEYHS MPOIYKIIMH TPOU3BOJICTBEHHO-TEXHUYECKOTO Ha3HAYCHUS,
TOBApPOB HAPOJIHOTO MOTPEOICHUS U YCIyT, Ha KOTOPHIEC TOCYIAPCTBEHHOE PETYIHMpOBaHue 1eH (TaprdoB)
Ha BHyTpeHHeM pbiHKE P® ocymectBiastor IlpaButensctBo P® wu  denepanbHble  OpraHbl
WCIIOJIHUTENBHON BJIACTH, YTBEPXKICHHOIO YKa3aHHBIM [locTaHOBIEHUEM, H3J0XKHUTH B CJEAYIOIIEH
peAaKIuu:

"JlekapcTBEHHBIC Tpenaparhl, BKIIOYCHHBIC B MEPEUYCHb KM3HEHHO HEOOXOIMMBIX M Ba)KHEHIIIMX
JIEKapCTBEHHBIX MpENaparoB";

0) ab3an AEBATHIA MEpeyHs MPOAYKLUHU MPOU3BOJICTBEHHO-TEXHHMYECKOIO Ha3HAYEHUS, TOBApOB
HapOJIHOTO MOTPEOJeHUsI U YCIYT, Ha KOTOpPbIE TOCYJapCTBEHHOE peryinupoBaHue IieH (TapudoB) Ha
BHYTPEHHEM pbIHKE P® OCYIIECTBISIOT OpraHbl HWCIOJHHUTEILHOW BIIACTH CYOBEKTOB PO,
YTBEPKICHHOTO yKa3aHHBIM [locTaHOBIIEHUEM, U3II0KUTD B CIEIYIOIICH PEIaKIINU:

"[IpenenbHble pa3Mepbl ONTOBBIX U MpEAETbHBIE pa3Mepbl POZHUUYHBIX HAA0AaBOK K (DaKTHUUECKUM
OTILYCKHBIM II€HaM MPOU3BOJIUTENEH Ha JEKAapPCTBEHHBIE MPEnapaThl, BKJIOYCHHbBIE B IEPEYCHb KU3HEHHO
HEO0OXOIMMBIX M BaXKHEUIINX JIEKApPCTBEHHBIX IpenapaToB".

2. Homnonuute llonoxenue o denepanpHoil cinyx0Oe 1o Ham3opy B cdepe 3ApaBOOXpaHEHUS U
COLMabHOTO pa3ButTus, yreepxaeHHoe [locranosnenuem [IpaBurensctea PO ot 30 nrons 2004 r. N 323
(Cobpanme 3axkoHomarensctBa PD, 2004, N 28, ct. 2900; 2009, N 2, cr. 244; 2010, N 35, cr. 4574)
noanyHkToMm 5.1.3.10 cneayroiero coaepxaHusi:

"5.1.3.10. mpuMeHeHHeM 1IeH Ha JIEKapCTBEHHBIE Mpenaparhl, BKIOYCHHbIE B TIEPEYCHb JKU3HEHHO
HEOOXOIMMBIX U BaXKHEHUIITNX JIEKapCTBEHHBIX Mpenaparos;”.

3. Yrparun cuny. — [loctanosnenue IIpasurenscrea PO ot 04.09.2015 N 941.
4. B Ilocranosnenun IIpaButenscrBa P® ot 8 asrycra 2009 r. N 654 "O coBeplieHCTBOBaHUHU

rOCY/IapCTBEHHOTO PErylMpOBaHUS IIeH Ha >KM3HEHHO HEOOXOIUMbIe U BaKHEWIIHME JIeKapCTBEHHBIS
cpenctBa" (Cobpanue 3akoHonatenberBa PO, 2009, N 33, ct. 4086; 2010, N 2, ct. 179):

IIpumeuanue.
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nyn

[locranoBnenuem IlpaButensctBa PD ot 03.02.2016 N 58 noamynkr "a" nyHkta 4 mnpu3HaH
yTPaTUBLIMM CHJIy B YacTH BHECEHHS HM3MEHEHHs, Kacalomlerocss absama TpeTbero ImyHKTa |
IIOCTAHOBJICHMUSI.

a) B HAMMEHOBAaHWHU W ab3alax BTOPOM M TpeTheM NyHKTa | cioBa ">KU3HEHHO HEOOXOAMMBIE U
BAOKHEHIIIME JIEKapCTBEHHbIE cpeacTBa" B COOTBETCTBYIOILIEM  IMAJEKE 3aMEHUTh  CJIOBaMH
"JeKapCTBEHHbIE IIpenapaThl, BKJIIOUEHHBIE B IEPEUYEHb >KU3HEHHO HEOOXOJIMMBIX M Ba)KHEHIINX
JIEKapCTBEHHBIX MIPENapaToB” B COOTBETCTBYIOLEM MAJEIKE;

0) B IMyHKTE 2:

B a03arie BTOpOM cCiioBa '">KM3HEHHO HEOOXOJMMbBIE W BaKHEUIIHE JICKAPCTBEHHBIE CpencTBa’
3aMEHUTDH CJIOBaMM "JIEKapCTBEHHbIE IPENapaThl, BKIIOYEHHbIE B MEPEYEHb KU3HEHHO HEOOXOIUMBIX U
BAKHEHIINX JIEKAPCTBEHHBIX IIpernapaToB (Aajee — JKU3HEHHO HEoO0XOJAMMble U Ba)KHEWIIHe
JIeKapCTBEHHbIE Tpernaparsl)";

B a0zame TpeTheM CJoBa 'JEKapCTBEHHBIE CPEJACTBA" B COOTBETCTBYIOIIEM IaJIeKe 3aMEHHUTh
CJIOBaMH "JIEKApCTBEHHBIE MTPENaparsl’ B COOTBETCTBYIOIIEM IAJIEXKE;

ab3a1l yeTBepThIN NPU3HATH YTPATUBIINM CUITY;

B) B MNyHKTax 3-9 croBa '"nmekapCcTBEHHBIE CpeacTBa" B COOTBETCTBYIOIIEM TAJIEKE 3aMEHUTHh
CJIOBaMH "JIEKApCTBEHHBIE ITpenaparsl’’ B COOTBETCTBYIOIIEM NAJEHKE;

r) nyHKT 10 npu3HaTh yTPaTUBILINUM CHUILY;

1) TMyHKT 2 W3MEHEHWMH, YTBEP)KIEHHBIX yka3zaHHbIM [locTaHOBIIEHHMEM, MPHU3HATH YTPATUBIIUM
CHILY;

e) B hopMe MPOTOKOJIA, yTBEPKACHHOH yka3zaHHBIM [locTaHOBICHHEM:

B HAaWMMCHOBAHHWM CJIOBAa '"KHU3HEHHO HEOOXOIMMBIX M BaXHEUIIHMX JICKAPCTBEHHBIX CpPEICTB"
3aMEHUTDH CJIIOBaMHU "JIEKapPCTBEHHBIX MPENapaToB, BKIIIOUEHHBIX B MEPEUYEHb KU3HEHHO HEOOXOIUMBIX U
Ba)KHEHUIIIMX JICKAPCTBEHHBIX MpenapaToB';

B CHOCKAaxX TEPBOM M BTOPOM cjoBa "KW3HEHHO HEOOXOAMMOE W BaKHEHUIEE JICKapCTBEHHOE
CpeACTBO" 3aMEHUTh CJIOBaMHU '"JIEKApCTBEHHBIM mpernapar, BKIIOYEHHBIH B IE€PEYEHb >KU3HEHHO
HEOOXOIMMBIX M BaXKHEHUIINX JIEKApPCTBEHHBIX MPENaparos,”.
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