NPABMTE/IbCTBO POCCUMCKON OELEPALIAMN

ITOCTAHOBJIEHUE
oT 29 okTs6ps 2010 . N 865

OTOCYIOAPCTBEHHOM PEI'VJIMPOBAHMU TEH
HA JIEKAPCTBEHHBIE ITPEITAPATbBI, BKJIIOYEHHBIE B IIEPEYEHD
SKVU3HEHHO HEOBXOIUMBbIX Y BAJKHEMIIKWX JIEKAPCTBEHHBIX ITPEITAPATOB

B cootBeTcTBUM ¢ DemepanbHbIM 3aKOHOM "O6 06paleHMM TeKapCTBEHHBIX cpeacTB” [IpaBUTEIBCTBO
Poccuiickoi @epepaliy IOCTaHOBIISIET:

1. YTBepAUTb IIpuaraeMsbie:

[TpaBua roCcygapCTBEHHO perucTpanyy 1 repeperucTpaunuy npeaeabHbIX OTITYCKHbBIX IIeH
MpOM3BOINTEEe} Ha JIeKapCTBEeHHbIe TIperapaThl, BKIIOUEeHHbIE B TIepeueHb KM3HEHHO He0OXOAMMbIX U
BasKHEMIINX JIeKapCTBEHHBIX ITPernapaTos;

ITpaBuia obs3aTenbHOM nepepeructpamum B 2019 - 2020 romax 3aperucTpUpOBaHHBIX ITPeIe/TbHbIX
OTIYCKHBIX LIEH TPOM3BOAUTEIEN HA IeKapCTBEHHbIE TIperapaThl, BKAIOYEHHbIE B IIepeUeHb KU3HEHHO
HEOOXOAMMBIX Y BasKHEIIINX JIeKapCTBEHHBIX IPEIapaToB;

HpaBI/IJIa BeOEeHIS rocygapCTBEHHOI'0O peeCTpa npeaejibHbIX OTITYCKHbBIX 1LI€H l'IpOI/ISBO,ZLI/ITeJ'IEI‘/JI Ha
JIeKapCTBE€HHbIE IIperlapaThbl, BKJIIOUE€HHbIE B ITepeYeHb )KM3HEHHO H€O6XO,£U/IMI::IX U BaKHEMIINX
JIEKapCTBE€HHBLIX IIpEIIapaToB;

[TpaBua yCTaHOBJIEHMSI OpraHaMM UCIIOJTHUTETbHO BJIacTy Cy6beKTOB Poccuiickoit ®enepaniym
rpeJie/IbHBIX pa3MepOB OINTOBBIX HAA0ABOK U MpeIe/IbHbIX Pa3MepPOB PO3HUYHBIX HaJI0ABOK K
(akTMUEeCKMM OTIYCKHBIM IIeHAM, YCTAHOBJIEHHBIM ITPOM3BOOUTE/ISIMMU JIEKAPCTBEHHBIX IIperapaToB, Ha
JIeKapCTBEHHbIE ITPeIapaThl, BKAIOUEHHbIE B IIepeYeHb KM3HEHHO HeOOXOAMMBIX M BayKHEMIIIMX
JIeKapCTBEeHHBIX MIperapaToB;

[TpaBuiaa hbopMUpoBaHMS OTITYCKHBIX II€H Ha JieKapCTBEHHbBIE ITperapaThl, BKIIOUEHHbIE B IepevyeHb
SKM3HEHHO HeOOXOAMMBIX Y BaXKHEMIIMX JIEKAPCTBEHHBIX ITPEeIapaToB, OpraHu3aIMsIMy OIMTOBOM TOPTOBIIN,
anTeYHbIMM OPTaHU3AIUSIMU, UHAUBUAYATbHBIMY TIPeATIPUHUMATENIMM Y MeIUIIMHCKUMU
OpraHu3alusIMu;

M3MeHeHUsI, KOTOopble BHOCATCS B ITocTaHoBmeHus IIpasutenbctBa Poccniickoi @enepalium 1o BOIIpocam,
CBSI3aHHBIM C PETyJIMPOBaHMEM LI€H Ha KM3HEHHO He0OXOAMMbIe U BasKHeIINe JeKapCTBeHHbIe CpeicTBa.

2. TIpenenbHbIe OTITYCKHbBIE I[€HBI TPOU3BOIUTEIEN HA JKU3HEHHO HEOOXOAMMbIe U BaskKHeNIIe
JleKapCTBEeHHbIe CPeliCTBa, 3aperuCcTpUPOBaHHbIE 10 BCTYILIEHMS B CUTy HacTosLero IloctaHoBIeHNs,
TIOJ/1eXKaT BKIIOUYEHNIO B FOCYIaPCTBEHHDBI peecTp Ipele/IbHbIX OTITYCKHbBIX LJeH IIPOM3BOAVTe el Ha
JleKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIe B IlepeUyeHb SKM3HEHHO He0OXO0AMMBbIX U BaXKHEN X
JIeKapCTBEHHBIX IIperapaTos.

3. 3aperucTpupoBaHHbIe A0 26 OKTI0ps 2010 r.:

rpezneibHble OTITYCKHbIE LIeHbl MHOCTPAHHBIX IIPOU3BOAMUTEIeI B MHOCTPAHHOI BaIOTe HA JIeKapCTBEHHbIE
Tperaparhl, BKIIOUeHHbIe B TTepeueHb KM3HEHHO HeOOX0IMMBbIX M BasKHEMIIMX JIeKapCTBEHHBIX
Mpernaparos, Imojjexat nepecuety a0 1 gekabpst 2010 r. B py6au o Kypcy LleHTpanbHOro 6aHKa
Poccuiickoit @epepaunu Ha 1 Hoss6ps 2010 r. (6e3 mpeAcTaBieHMs 3asiBJIeHUS IPOU3BOAUTENIEI O
repecyerTe L|eHbl) C BHECEHMEM COOTBETCTBYIOLIMX M3MEeHEeHU B rOCYyLapCTBEHHBI peecTp npeseabHbIX
OTITYCKHBIX LIEH TPOMU3BOAUTEIEN HA IeKapCTBEHHbIE TIperapaThl, BKAIOYEHHbIE B IIepeUeHb KU3HEHHO
HeOOXOJMMBIX M BasKHEIIIMX JIeKapCTBeHHbIX ITPerapaTos;

rnpenejibHbi€e OTITYCKHbIE LI€HbI pOCCMﬁCKMX l'IpOI/I3BO,ELI/ITe.TIEI7[ Ha JIEKapCTBE€HHbIE ITpeIriapaThbl, BKIIOYEHHbIE
B IIepedeHb JKIM3HEeHHO HEO6XO,H,I/IMbIX U BasKHEMIINX JIEKaPCTBEHHDIX IMPEIapaToB, MOAJIEKAT MHIEKCalluM



¢ 1 Hos16pst 2010 r. MCXOs U3 MPOTHO3MPYEMOTro YPOBHS MHQUISIIINY, ycTaHOBIeHHOro Ha 2011 rop,
denepanbHbIM 3aKOHOM "O demepanbHoM O1omkeTe Ha 2010 rog 1 Ha riaHOBBIN nepuox 2011 1 2012
roJIoB", C BHECEHMEM COOTBETCTBYIONIMX M3MEHEHMI1 B TOCYIapCTBEHHbIN peecTp Mpeae/ibHbIX OTITYCKHBIX
1IeH ITPOMU3BOAMTE e Ha JIeKapCTBEHHbBIE TTpernapaThl, BKIIOUEHHbIE B IIepeueHb KM3HEHHO HEOOXOIMMBbIX
Y BOXKHEMIINX JJeKapCTBEHHbIX MpernaparTos.

4. MuHMUCTEepCTBY 34paBooxpaHeHus Poccuiickoi @enepanym Mo COrjiacoBaHuoo ¢ MMHUCTEPCTBOM
IMPOMBIIIJIEHHOCTU U TOProBiu Poccuiickoit @epgepatiny, MMHMCTEPCTBOM S5KOHOMMYECKOTO Pa3BUTHUS
Poccuiickoit @enepatiyiy, MUHUCTEPCTBOM TPYAA U COLMAIBHOM 3alIUThl Poccuiickoit ®emepanuu,
MUHUCTEPCTBOM permMoHaabHOro passutus Poccurickoin @enepanuu, @enepasibHO aHTUMOHOIIOIbHOM
c1yk60i1, ®emgepanbHOI CTYKO07 1T0 HaA30py B cdepe 3aIIUTHI ITpaB ITOTpedbuTe el 1 61aromnoayuns
yejioBeKa, MMHMCTEPCTBOM HAYyKM U BbICIIero oopasoBanus Poccuiickoit @enepaiiiy v MUHUCTEPCTBOM
dunancoB Poccuiickoit @emepaiuy He peske OJHOIO pasa B rofi, He Io3gHee 15 oKTsa6psl, IpeacTaB/IsSITh B
[TpaBuTenbcTBO Poccuiickoii demepalyyl MPOEKT MePeYuHs JKM3HEHHO HeOOXOIMMBbIX U BaKHEMIINX
JIeKapCTBEHHBIX IIperaparTos.

5. MuHKcTepcTBY 3apaBooxpaHenust Poccuiickoit ®epepanyy u @egepaibHOM aHTUMOHOIIOIBHOM CITY)KOe
IaBaTh IIPU HEOOXOAMMOCTHM Pa3bSICHEHMS IO IPUMEHEHMIO ITPaBUJI, YTBEPKAEHHbIX HACTOSIIMM
IOCTAHOBJIEHUEM.

6. [Ip3HaTh yTPATUBLUMMU CUITY:

[Tocranosnenue [IpaButenbctBa Poccuiickoit @emepanyu ot 9 Host6pst 2001 . N 782 "O rocymapCTBEeHHOM
peryamMpoBaHuM 1ieH Ha JiekapcTBeHHbIe cpeacTBa” (CobpaHue 3aKOHOaTeabcTBa Poccuiickoit @enmeparyn,
2001, N 47, cT. 4448);

ITocranosnenue IIpaButenbcTBa Poccuiickoit @emeparyy ot 17 oktsa6pst 2005 . N 619 "O
COBEepIIEHCTBOBAHNUM TOCYIAPCTBEHHOTO PEryJIMpOBaHMs 1eH Ha JieKkapcTBeHHbIe cpencTBa” (CoopaHme
3aKoHOAaTenbcTBa Poccuiickoit ®emepanym, 2005, N 43, cT1. 4400);

ITYHKT 3 M3MEeHEeHNi, KOTOpble BHOCSTCS B akThI [IpaBuTenbcTBa Poccniickoii @epepaiyt mo BOIpocam
IesTeJIbHOCTY MUHMCTEePCTBA MTPOMBILIZIEHHOCTH U TOPTOBIM Poccuiickoii @enepaiiiy, yTBep>XKAeHHBIX
[TocranoBnenueM IpaButenbcTBa Poccuiickoit @emepanymu ot 7 uions 2008 r. N 441 (Cobpanue
3aKoHomarenbcTBa Poccuiickoi @epepannn, 2008, N 24, cT. 2869);

nyHKT 1 [ToctanoBnenust [IpaButenbcTBa Poccuiickoit ®enepanyn ot 30 gekadbpst 2009r. N 1116 "O
BHECeHIM U3MeHeHMl B HeKoTopble ITocTaHoBneHus ITpaBuTenbcTBa Poccuiickoi @egepaliy o
BOIIPOCAaM, CBSI3aHHBIM C PETyJIMPOBAHMEM IIeH Ha JXM3HEHHO HEOOXOIMMbIE U BasKHE /e JIeKapCTBEHHbIE
cpenctBa” (Cobpanue 3akoHomaTenbcTBa Poccniickoit ®epepanumn, 2010, N 2, cT. 179).

ITpencenatresns IIpaBuTebCTBA
Poccuiickoit ®enepatyn
B.ITYTUH

YTBepKOeHbI

ITocranoBneHuem IIpaBuTeIbCTBA
Poccuiickoi @enepanmu

ot 29 okTsi6pst 2010 T. N 865

[TPABUJIA
TOCYJIAPCTBEHHOW PETVICTPALIIM U TIEPEPETUCTPAILIVY TTPEIEJIBHBIX
OTITYCKHBIX LIEH ITPOV3BOJAUTEJEN HA JIEKAPCTBEHHLIE ITPETIAPATHI,
BKJ/IIOUEHHBIE B ITEPEYEHD )KU3HEHHO HEOBXOIMMbIX
1 BAJKHEMIINX JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hacrosmue HpaBI/ma YCTaHaBJ/IMBAIOT IMOPAAOK OCYIIECTBJICHNUS FOCY,E[apCTBeHHOI)lI permcrTpaumum n
rnepepernucTpanum 1nmpeaejibHbIX OTITYCKHBIX II€H HpOMSBO,ELMTEHeVI Ha JieKapCTBEHHbIE IIpeIiapaThI,



BK/TIOUEHHbIE B ITIepeveHb JXM3HeHHO HE0OXOIMMBbIX 1 BaKHEMIINX JIeKapCTBEHHbIX ITPernapaTos,
yTBepxkaaembiit [IpasuTenbcTBOM Poccuiickoit @enepatiuu (gajiee - jeKapCTBEHHbIE TIPernaparsl).

2. FOCY,Z[apCTBeHHaH peructpanmd n repepermcTpanus npeaejibHbIX OTITYCKHbBIX ITEH l'IpOI/I?:BO,ELI/ITeJIEﬁ
JIEKAPpCTBEHHBIX IIpEIIapaTOB Ha JIEKapCTBE€HHbIE ITperapaTbhl OCYIMIECTBIAIOTCS B py6n51x.

3. MuHMCTEpCTBO 3 paBooxpaHeHus Poccuiickoit @enepalinyt OCyLeCTBsIET PEruCTPaL o IIpeie/IbHOM
OTITYyCKHOJ LIeHbI IIPOM3BOAUTEIS Ha JIeKaPCTBEHHbIN IIpernapar, ee repeperucrpaluuio, BHeCeHue
YKa3aHHOM 3aperuCcTpUpPOBAHHOM (IIepeperncTpUPOBAHHOIN) TIpeiebHOM OTITYCKHO 11€HbI B
rOCyJapCTBEHHBII peecTp Ipefe/bHbIX OTITYCKHBIX LIeH IIPOM3BOAUTEIeN Ha JeKapCTBeHHbIe Ipernaparhl,
BKJ/IIOUEHHbIe B IlepeuyeHb XXM3HeHHO He0OX0AMMBbIX U BaXKHEHIINX JieKapCTBEHHbIX MpernapaTos (majee -
roCcyapCTBeHHBIV peecTp), BblAauy AepsKaTelto UM BlIafe/blly PerucTpalMOHHOr0 YA0CTOBepEeH S
JIeKapCTBEHHOrO Ipernapara (YIIOJTHOMOYeHHOMY MM JIMIY) BBINIMCKY U3 IpuKa3a MuHucTepCcTBa

3 paBooxpaHenus: Poccuiickoit @epepauiyiy 0 roCyLapCTBEHHON perucrpaunum (epeperucrpanyn)
TIIpefieIbHOM OTIIYCKHOM 1JeHbl [IPOM3BOAMTEIS Ha JIeKapCTBEHHbI IIperapar.

4. ®enepanabHas aHTMMOHOITOJIbHAS CJTYykK0a OCYIIeCTB/SIET SKOHOMMWYECKM I aHaIN3 TTPeIeTIbHOIA
OTITYCKHOJ LIeHbI IIPOM3BOAUTEIS Ha JIeKapCTBEHHbIN IIpernapar IIpy ee ToCyLapCTBEeHHOM perncTpanumumn
(TlepeperucTpanmn).

5. JInst rocymapCTBEHHOM perucTpanyu (epeperucTpanni) mpeaeabHON OTITYCKHOM [@HbI ITPOV3BOAUTEIS
Ha JIeKapCTBEHHbIN mpelapaT B MUHMCTepCTBO 3ApaBooxpaHeHus: Poccuiickoit @enepaiy gepkaTtesieM
VIV BJIaJeJiblleM PerucTpallMOHHOTO YAO0CTOBEPEHUS JIeKapCTBEHHOTO MperaparTa (YyIIoJHOMOYEHHBIM UM
JIMIIOM) TIPEJICTABISIIOTCS CAeAYIOINe JOKYMEHTHI (B 2 9K3eMILIIpax Ha OyMaskHOM HOCUTEJIEe U B
3JIEKTPOHHOM BULE):

a) 3asiBJIeHNE O TOCYIApPCTBEHHOM PerncTpaluy MpeaeabHbIX OTITYCKHBIX IIeH ITPOM3BOANTENeN Ha
JIeKapCTBEeHHbIE MpernapaThl, BKIIOUEHHbBIE B TIepeUYeHb KM3HEHHO HEOOXOAVMBIX U BaXKHEM X
JIeKapCTBEHHBIX TIpernapaTos, 1o ¢dopme coriacHo mpuaokeHuio N 1 (manee - 3asiBjieHne 0
roCyIapCTBEHHO pPerncTpaln) Uim 3asiBjIeHe O TIepeperucTpanym rpee/bHbIX OTITYCKHBIX I[eH
MIPOU3BOAMTEIEN HA JIeKapCTBEeHHbIe MpernapaThl, BKIIOUEeHHbIe B ITepeueHb JKU3HEHHO HeOOXOAMMbIX U
BasKHEMIINX JIeKapCTBEHHBIX ITpernapaTos, 1o ¢opMe coriacHo npusaokeHuio N 2 (masee - 3asiBjieHUE O
repeperucTpaium);

0) cBeIeHMs O TUIIEH3UM Ha IIPOU3BOCTBO JIeKaPCTBEHHBIX CPEJICTB;
B) CBeI€HMSI O PErMCTPAIMOHHOM YAOCTOBEPEHNY JIEKAPCTBEHHOTO Iperapara;

I) JOKYMEHTbI, IpeJicTaBisieMble C y4eTOM TpeGOBaHUit MEeTOAMKY pacyeTa Mpeie/IbHbIX OTITYCKHBIX LIeH
MIPOM3BOANTEEN Ha JIeKapCTBeHHbIe MpernapaThl, BKIIOUEeHHbIE B ITepeyeHb JXM3HEHHO HeOOXOAVMbIX U
BaKHeNMILMX JIeKapCTBEHHbIX IIperapaToB, YTBePKAEHHOM IocTaHoBIeHeM [IpaBuTenbcTBa Poccuiickoin
®epneparnyy ot 15 centsiops 2015 r. N 979 "O BHeceHUM M3MeHeHMIt B TTOocTaHOB/IeHMe [IpaBuUTeIbCTBA
Poccuiickoit @enepanym ot 29 oktsi6pst 2010 r. N 865 1 06 yTBepskIeHUM METOAMKM pacueTa IMpeaebHbIX
OTITYCKHBIX LIeH ITPOU3BOJANUTE e Ha JIeKapCTBEeHHbIe NperapaThl, BKIOUEeHHbIe B [IepeuyeHb KU3HEHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBEHHBIX ITperapaToB” (Hajgee - METOAMKA), BKIIOYAIOIIe B ceOs:

cBenleHMs 00 00beMax U O IleHaX OTITyCKa HaXOSIIerocs B oopalieHny Ha Tepputopun Poccuiickoii
denepaliuy JIeKapCTBEHHOTO TIpernapara Npou3BOAUTENS TOCYAapCTBa - ujieHa EBpa3uiickoro
9KOHOMMYECKOT0 COI03a U JIeKapCTBEHHOTO MpernapaTa MHOCTPAaHHOTO IPOU3BOACTBA, MepBUYHAs U (UIJIN)
BTOPMYHAS YIIAKOBKA KOTOPOT'O OCYILIECTBJISIETCS WU IVIAHUPYETCS OCYILECTBIATLCS B Poccuiickoi
®Qenepauuu;

pacyeT mpefeabHOI OTITYCKHO 1IeHbI TPOU3BOAMUTEIS Ha JIeKapCTBEHHbIN MTperapar, mpeAcTaBaseMoii Ha
roCyIapCTBEHHYIO PETUCTPAIIMIO (TTepeperucTpalinio);

cBelleHMsI 00 06'beMax U IleHaxX BBO3a JJeKapCTBEHHOTro IperapaTa MHOCTPaHHOTO ITPOM3BO/ICTBA,
HaxogslIerocs B oopaineHuu Ha Tepputopun Poccuiickoit ®emepanyn;



CBeIeHMS 0 HATMUMIM 3aPEerCTPUPOBAHHBIX ITPeIe/IbHBIX OTITYCKHBIX I[eH 3asB/ISIEMOT0 JIEKaPCTBEHHOTO
mpernapara;

pacueT mpefeabHO OTITYCKHO IeHbI Ha BOCITPOM3BeIeHHbIN, 0110aHAIOTOBBIN (0MM0TTOL00HbBI)
JIeKapCTBEHHBIN Tpernapar, IpeICTaB/IsIeMOi Ha TOCYIapCTBEHHYIO PETUCTPAIIUIO;

pacueTt npe,ueanoﬁ OTHYCKHOVI OEeHbl Ha HeKapCTBEHHblﬁ nperapar Mpon3BOANUTEJIA TOCydapCTBa - YI€Ha
EBpaBMVICKOFO 9KOHOMMYECKOro Com3a, Hpe,I[CTaBHHEMOVI Ha rocyogapCTBEHHYIO DErMcTpanmnio,

000CHOBaHMeE pacueTa Hpeaeanoﬁ OTHYCKHOﬁ II€HbI Ha HeKapCTBEHHbIﬁ ImpernapaT MMpomn3BOaANTEIA
rocyogapcCTBa - 4JieHd EBpa3I/II7[CKOI‘O SKOHOMMYEeCKOro Ccorwa3a, Hpe,ELCTaBHHEMOﬁ Ha repepermcTpaiumnio;

000CHOBaHMe pacyeTa MpeaeabHOM OTITYCKHOJ IIeHbI JIEKaPCTBEHHOTI'O IIperapaTa MHOCTPAHHOTO
MPOM3BOACTBA, B TOM UMC/ie TIepBUYHAS U (MIU) BTOPUUHAS YIIAKOBKA KOTOPOT'O OCYILECTBJISIETCS MU
TUVIAHUPYETCS OCYIIEeCTBSIThCS B Poccutickoit @enepaniiu, mpencTaBiasieMoil Ha TiepeperncTpaiuio;

,El) OOKYMEHT, HO}ZLTBQP)K,EL&I-OH.U/IVI IMOJIHOMOYMSA YITOJIHOMOYEHHOTI'O JIMIIA.

6. CBefeHus, cogepsKaluecs B 3asiBJIeHMM O TOCYIapCTBEHHOM PerucTpalun U 3asiBIeHUn O
repeperucTpanum, JOJKHbI COOTBETCTBOBATh CBeJIeHMSIM, YKa3aHHbIM B PErMCTPAIMIOHHOM
YAOCTOBEPEHMM JIEKapCTBEHHOTO MpernapaTa Ha JeHb [0Aauy TaKOTO 3asiBJIEHMSI.

7. lepxkaTesnpb UM Bllafesiel] perucTpalMOHHOTO YA0CTOBEePEHMS JIEKAPCTBEHHOTO MIpernapara
(YIIOJTHOMOYEHHOE UM JIUIT0) BIIpaBe MpeACTaBUTh KOTIUIO JIMIIEH3UM HA IPOU3BOICTBO JIeKaPCTBEHHbBIX
CpPeICTB M KOO PErMCTPALiMOHHOTO YI0CTOBEPEHMS JIeKapCTBEHHOTO Ipernapara, a Takxke Koo GopmMbl
N 2-JIEK (mpom) "CBemeHus 0 MpOU3BOACTBE, OTTPY3Ke U IleHaX Ha JIeKapCTBeHHbIE CPeaICTBA" O
COOCTBEHHOV MHULIATHBE.

8. B aryuae mpeacraBieHus AepskareneM MK BiiafeablleM PerncTPalyiOHHOTO YI0CTOBEPEHMS
JIeKapCTBEHHOTrO Tperapara (YIIoJHOMOYEeHHbIM UM JIMLIOM) 3asiBJI€HUS O TOCYIapCTBEHHOV perncTpauun
IO MICTeYeHMs 3 JIeT CO THS NPpUHATUS MUHUCTEPCTBOM 3ApaBooxpaHeHus Poccuiickoin ®emepanun
pelieHust 06 UCKITIOUEHUY U3 TOCYJapCTBEHHOTO peecTpa Mpee/bHOM OTITYCKHOI I[eHbI Ha JIeKApPCTBEHHbI
rpenapar 3asiBJeHHas Mpeae/ibHast OTITYCKHAS 1leHa TPOU3BOANTENSI He MOXKET IMPEBbIIIAaTh paHee
MCKTIOUEeHHYIO TTpe/ie/IbHYI0 OTITYCKHYIO IIeHYy Ipou3BoAnTes (6e3 yueTa Mpou3BOACTBEHHO TIIOIIAAKN)
MCXOS U3 CTOMMOCTU OJIHOJ JieKapCTBeHHOM (OpPMBbI COOTBETCTBYIOIIEN A03MPOBKM JIEKAPCTBEHHOTO
rnpemnapara.

9. 3asiBjeHHas K roCygapCTBEHHON perucTpanum rnpeaejibHas OTIIYCKHas LieHa IIPOU3BOAMUTEISI Ha
pedepeHTHbIN JIeKapCTBEHHbIN MperapaT He MOXeT MPEeBbIIIaTh 1IeHY, YKa3aHHYIO B ITOAIMYHKTe 5.5.4
npunoxkenus N 1 k [TpaBunam popmupoBaHus epeyHeit JiekapCTBEHHBIX ITperapaToB IJisI MeJUI[MHCKOTO
MpMMEeHeHNsI U MMHMMAaIbHOTO aCCOPTMMEHTA JIeKapCTBEHHbIX IMpeapaToB, HE0OXOAMMBbIX IJIsT OKa3aHMUS
MeIULMHCKOM IMTOMOILM, YTBEPXKAEHHBIM ITOCTaHOBIeHNeM [IpaButenbcTBa Poccniickoit @enepaunm ot 28
aBrycra 2014 1. N 871 "O6 yrBepskaeHuu IIpaBun popMupoBaHMs iepeyHeit TeKapCTBEHHBIX ITPerapaToB
IJIST MEIUIIMHCKOTO TIPUMEHEHMSI U MUMHUMAJIbHOT'O aCCOPTUMEHTA JIeKapCTBEHHbBIX ITpernaparTos,
HEeOOXOAMMBIX [IJISI OKa3aHUSI MeAUILIMHCKO MToMOIIn".

10. MunucTepcTBO 3mpaBooxpaHeHus Poccuiickoii @emepaiiyy B TeueHue 15 pabounx mHel co JHS
obpalneHus aepskaTesis WIN Blajeblla perMcTPalMOHHOIO YIOCTOBEPEeHMS JIEKAPCTBEHHOTO ITpernapara
(YIIOTHOMOYEHHOT0 MM JIMIIa) OCYLIEeCTBJISIET IIPOBEPKY MOJHOTHI IPEeACTaBJIEHHBIX B COOTBETCTBUM C
MTyHKTOM 5 HacTosmux IIpaBu1 JOKYMEHTOB M HallpaB/sieT OJMH 9K3eMILISIp JOKYMEHTOB B DenepaibHYIO
AHTMMOHOTIIOJIbHYIO CJTY3KOY MJIM IIPMHMMAET pellleHre 00 0TKa3e B TOCyIapCTBEHHOI perucTpaumun
(mepeperucTtpanym) rpeaeabHOM OTITYCKHOM IIeHbl MPOU3BOAUTEIS Ha JIEKAaPCTBEHHBINM Mpernapar.

11. OcHOBaHMAMM /11 OTKa3a B rOCYAAapCTBEHHOM perncrpauun (mepeperucrpannum) MmHUCTepCTBOM
3npaBooxpaHeHms Poccuiickoin @emepanyn nmpeaeabHO OTIYCKHON LeHbI IIPOM3BOAUTEIS Ha
JIeKapCTBEHHBIN IIperapar sBJsSOTC:



a) OTCYTCTBME B IOKYMEHTAX, YKa3aHHbIX B ITYHKTE 5 HaCTOAIINX HpaBI/III, CBE,H,EHI/IVI, MnpeayCMOTPEHHBIX
HaCToAII MMM HpaBI/II[aMI/I n METO,H,I/IKOI‘/JI;

6) npeBbIllIeHN e 3asIBJIEHHOI 111 TOCYAAapPCTBEHHO perncTpalym mpeieibHOi OTITYCKHO LeHbl
IIPOM3BOLMTEIIS HA JIeKapCTBEHHBIV [Ipernapar HaJl OTITYCKHOM LIeHOM, OIIpeie/IeHHO C y4eTOM
TpeboBaHMIT MyHKTOB 8 1 9 HacTosmux [IpaBu,

B) HeIpeICTaBIeHNe CBeIeHNIA, IPeTyCMOTPEHHBIX MYHKTOM 12 HacTosmux [TpaBui.

12. B ciryyae HeO6XOAMMOCTY YTOUHEHMS U (MJIU) AOTIOJTHEHUS CBeleHMiA, CollepyKallyuXcsl B JOKyMeHTaXx,
YKa3aHHBIX B ITyHKTe 5 HacTosmux [IpaBui, nqepskaTenb Uau Biaajesel perMcTpaliOHHOT0 yIOCTOBEPEeH ST
JIeKapCTBEHHOrO Mperapara (yIoJJHOMOUYEeHHOe UM JIULIO0) NPeACTaBIISIIOT 110 3arpocy MUHUCTepCTBA
3apaBooxpaHeHust Poccuiickoii @enmepaliuyt COOTBETCTBYIONIYIO TOKYMEHTaJIbHO 0(POpMIIEHHYIO
MHGOpMAINIO.

Cpox npefcraBiaeHMs OTBeTa Ha 3alpoc AepykarejieM WM BiaesblieM PerMcTpalMOHHOTO YI0CTOBEPEeHMS
JIleKapCTBEHHOTO Tpernapara (YIoJTHOMOYeHHBIM MM JIMIIOM) He MOXKeT TpeBbIiiaTh 10 pabounx gHei co
IIHS TIoJTyueHus 3arpoca MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit @emepauun.

[Tpu 3TOM 061Ut CPOK paCCMOTPEHMS JOKYMEHTOB, YKa3aHHbIX B ITyHKTe 5 HacTosmux [Ipasu,
MuHucTepcTBOM 3MipaBooxpaHeHust Poccuiickoit @emepaliy He MOXKET MPEBBIIIATh CPOKH,
MpeayCcMOTpeHHbIe MyHKTOM 10 1 ab63a1iemM BTOPHIM HACTOSIIEro MyHKTA.

[Tpu HETIOCTYTIJIEHUY OT JiepskaTesist UM BJiafie/iblla PETUCTPAILMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO
npenapara (YIIoJJHOMOYE€HHOI0 UM JIMIIa) B YCTAHOBJIEHHBII CPOK 3aIlpOIIeHHOV JOKYMeHTa/IbHO
odbopmieHHo nHGopMaIu MMUHMUCTEPCTBO 3/IpaBooXpaHeHMst Poccuiickoit ®enepaliny B TeueHue 5
paboumx IHei co OHS UCTedeHMs 001ero cpoka MpMHMUMaeT pellieHne 006 0Tkase B roCyJapCTBeHHOM
perucTpauum (rmepeperucTpannum) npeaeabHoi OTITYCKHO IIeHbI IPOU3BOANTEIS Ha IeKapCTBEHHbI
rpernapar, 0 YeM B IMCbMeHHO opMe yBeIOMJISIeT AepsKaTesisl UK Bilafesblia PerMcTpaluyoHHOTO
yI0CTOBEepeHMs JieKapCTBEHHOTO MpenapaTa (yIoJHOMOUeHHOe UM JIUIIO).

13. ®epnepanbHasi aHTMMOHOIIOJIbHAS CJIY;K0a B TeueHye 15 pabounx gHe co THS MOayYeHUsT JOKYMEHTOB,
YKa3aHHBIX B ITyHKTe 5 HacTosmux IIpaBuii, MpOBOAUT B COOTBETCTBUM C HacTosmmMy [IpaBunaMu u
MEeTOIMKOI SKOHOMMUYECKNI aHa/IN3 TIpeieIbHOI OTIYCKHOJ I[eHbI ITPOM3BOANUTE/ISI Ha JIeKapCTBEeHHBbI
rpernapar, a Takske IIpMHMMAaeT U HarpasJisgeT B MMHUCTEPCTBO 3ApaBooXpaHeHust Poccuitckoii
denepaliy pelreHue o0 COTIaCOBaHMM YKa3aHHO ITpee/bHOM OTITYCKHOM 1eHbI MM 00 0TKase B ee
COTJIACOBAHMM (C M3JI0KeHMEM ITPUYMH OTKA3a).

14. B cryuae HeOOXOAMMOCTY YTOUHEHMS U (VJIU) JOTIOJIHEHUS CBeIeHMIA, COIePIKaIIMXCsl B JOKYMEHTax,
YKa3aHHbIX B ITyHKTe 5 HacTosmux IIpaBui, qepskaTesib UM Biajiesiel permcTpaiioHHOr0 YIOCTOBEPEeHUSI
JIeKapCTBEHHOTO IperaparTa (YIIOJHOMOYEHHOEe UM JIUIIO), IOpUIMYEeCcKMe JIUIIA, OCYIIeCTBIISIONIe
nesiTeTbHOCTD TIpU 0OpallleHMM JIeKapCTBEeHHbIX CPeICTB, OPTaHbl MCIIOTHUTEIbHO BJIACTU B pefAenax ux
KOMITeTeHLIUY TIPeICTaBISIIOT 110 3arpocy PenepanbHOii aHTMMOHOIIOIbHOM CJTY3KObI COOTBETCTBYIOIIYIO
IOKYMEHTaJbHO 0OPMIEHHYI0 MHGOPMAIIUIO.

CpoK npencraBieHus AepkaTeneM WK BlaJesblieM PeruCTPaliOHHOTO YA0CTOBEPEHMS JIEKAPCTBEHHOTO
npemnapara (YIIoJTHOMOYEHHBIM UM JIULIOM), OPUANIECKVMMU JTULLAMY, OCYLECTBISIOUIMMU AeSTeTbHOCTh
ripu oOpallleHn M JJeKapCTBeHHbIX CPeiCTB, OpraHaMy MCIIOJIHUTE/IbHO BJACTH B MpeJenax ux
KOMITIeTeHIIMI) He MOXeT MpeBbIlIaTh 25 pabounx qHel co AHS MoayyeHus 3anpoca enepanbHOiA
AQHTMMOHOTIONbHOW CITYKOBI.

[Tpu 3TOM 061Ut CPOK pacCMOTpeHMs JOKyMeHTOB ®eflepabHO aHTMMOHOTIO/IBHOI C/TY3KO00i He MOXKeT
MpeBbIIIaTh CPOK, IIPEelyCMOTPEeHHbBIN MMYHKTOM 13 1 a63alieM BTOPbIM HaCTOSIIIEro MyHKTa.

[Tpy HETIOCTYIUIEHUM OT Jiep>KaTesIsl U BaesibIla PErMCTPAIMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO
npernapara (YIoJHOMOYEHHOTO UM JIUI[A) B YCTAHOBJIEHHBI CPOK 3aIIPOIIeHHOM JOKYMEHTaabHO
obopmieHHO nHGopmanu enepasbHasi aHTUMOHOITIOIbHAS CJTY3KOa B TeueHMe 5 paboumx gHei co IHS



UcTeYeHMs 0011ero Cpoka MpMHUMaeT pelieHne 06 OTKas3e B COTIaCOBAHUM MpeeTbHOM OTITyCKHO 11€HbI
MIPOU3BOJANTEJISI HA JIeKAaPCTBEHHBIN IIperapaT ¥ HalpasJsieT ero B MMHMUCTepCTBO 34paBOOXPaHEeHUS
Poccuiickoit @enmepanym, KOTOpOe B TeueHMe 5 pabounx JHe Co JHS MOTyYeHMsT TOTO PelIeHNUs
MpMHMMaeT pelileHNe 06 0TKa3e B rOCyJapCTBEHHOM perucTpaiy uin rnepeperucTpainum yKkasaHHOIM
1L[eHbl, 0 UeM B MMCbMeHHOI (opMe yBemomiIsieT IepskaTeist Win Biaaenblia PerMCcTPalMOHHOTO
YA,0CTOBEePEeHMSI JIeKapCTBEHHOTrO Iperapara (YIIoJIJHOMOYeHHOe UM JIULIO).

Hepskatenb WK Blagesiel, perucTPalMOHHOrO YO,0CTOBEpEeHMS JIEKAPCTBEHHOIO Mperapara
(YTIOJTHOMOYEHHOE MM JIUII0) TIPM paccMOTpeHuy 3amnpoca PemepasbHO aHTMMOHOIIOABHOM CTYKObI MOTYT
HanpasuUTb B MUHUCTEPCTBO 34 paBooxpaHeHus Poccuiickoit @eniepaliiy COOTBETCTBYIOIIME YTOUHSIOIIME
OOKYMEHTHI (B 2 9k3eMIlisipax) B TeueHue 10 pabouux gHeit co IHS moydeHus: 3anpoca @enepanbHOii
AHTMMOHOTIIOJIBHO CTY>KOBI.

MuHuCcTepCcTBO 3ApaBooxpaHeHus: Poccuiickoit ®@enepaniuy B TeueHue 5 paboumx [Hel o JHS MOTyueHUs
COOTBETCTBYIOUIMX YTOUHSIIOUMX JOKYMEHTOB OT Jep>KaTessi WIN BIafeNnblia perucTpauyiOHHOTO
YA,0CTOBEepEeHMNS JIeKapCTBEHHOTrO Iperapara (YIIoJJHOMOYEeHHOr'0 UM JIM1a) HallpaBJisieT OOUH 3K3eMILISIP
TaKUX TOKYMeHTOB B DelepasbHyI0 aHTUMOHOTIOJNBHYIO CITY3KOY.

15. MuHMCTEpCTBO 3apaBooxpaHeHust Poccuiickoir @emgepaiiuy B TeueHue 5 paboumx JHEN CO THS
nosyueHust pemeHuss demgepaabHO aHTMMOHOIIOIBHOJ CJIYSKOBI O COTJIACOBAHUM ITPEeAeTbHOI OTITYCKHOI
IIeHbI IIPOU3BOIMTE/ISI HAa JIeKAaPCTBEHHBIN Ipernapar uian 06 0OTKase B ee COrJIaCOBaHUM IIPUHUMAET
peleHMe 0 rOCyIapCTBEHHOM perucTpanym (epeperucTpainun) npegebHOM OTITYCKHOM 1eHbI
MIPOM3BOINUTES HA JIeKapCTBEHHBIN ITpernapaT Uy 06 0TKa3e B TOCyapCTBEHHO! perucTpaIum
(TlepeperucTpalum) yKa3aHHOM OTIIYCKHOM 1I€HBI B 3aBUCUMOCTU OT pellleHns], IpUHATOro ®enepajibHOM
AHTYMMOHOTIOJIBHO CITY>KO0JA.

16. B cimyyae mMpuHSITHSI pellieHy s O TOCYLapCTBEHHOM perucTpauym (rmepepeructpanum) rnpeaeabHoin
OTITYCKHOJ4 1leHbl MPOM3BOAUTEISI HA JIeKAaPCTBEHHbI Mperapat MMHMUCTEPCTBO 3IpaBOOXpaHEeH S
Poccuiickoit @enepaiiit BHOCUT COOTBETCTBYIOIIVE JaHHbIE B TOCYJapPCTBEHHBIN peecTp B CPOK,
NpenyCcMOTPEeHHbIN IMyHKTOM 6 [IpaBuil BegeHNsl roCy1apCTBEHHOIO peecTpa 3aperucTpupoOBaHHbIX
Tpefe/ibHbIX OTITYCKHBIX LI€H MPOU3BOAUTENIEN Ha JIeKapCTBEHHbIE TIperapaThl, BKIIOUYEHHbIE B IIepeuyeHb
SKM3HEHHO HeOOXOAMMBIX Y BayKHEMIINX JIEKAPCTBEHHBIX IIPEIapaToB, YTBEPsKIEHHbIX ITOCTAHOBIEHMEM
[TpaBuTenbcTBa Poccuiickoit @emepanyu ot 29 okTsi6pst 2010 r. N 865 "O rocymapcTBeHHOM
peryJiMpoBaHMM 1[eH Ha JieKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIe B IlepevyeHb )XKM3HeHHO He00X0IMMBbIX U
BaKHENIIMX JIeKapCTBEHHBIX MpernapaToB’, BbILAeT AepsKaTesi0 Ui BlaJe/lblly PerMcTpalMOHHOTO
YIOCTOBEPEHMS JIeKapCTBEHHOTO TIperapara (YIIoOJJTHOMOYEHHOMY UM JIUITY) BBITIMCKY U3 IPUKasa o
roCyIapCTBEHHOM perucTpanuu (mepeperucrpauyn) npeaebHOM OTITYCKHOM [eHbl TPOM3BOAUTEIIS Ha
JIleKapCTBEHHBIN TIpenapar 1 pa3MelllaeT COOTBETCTBYIONIYIO MHGOpPMaIlMio Ha CBoeM opuiIMaaIbHOM caiiTe
B MH(QOPMAaIMOHHO-TeJIeKOMMYHMKALIMOHHOJ ceTu "VIHTepHeT".

17. ®epepanbHasi aHTMMOHOTIObHAS CJIy>K0a TPy MpoBepKe JOKYMEHTOB UCIIO0Ib3yeT UCTOUHUKA
mMHbopMaIMu, coaepKaliye eHbl Ha JIeKapCTBEHHbIE TIperapaThl B MHOCTPAaHHBIX rOCYAapCTBAX,
yKa3aHHbIX B IpwiIokeHuy N 2 K MeTOIVIKe, i COOTBETCTBYIOILIME CAEAYIOINM TPeOOBAHMSIM

a) pasMeniaemasi MHGOpMaLMs AOJIKHA OBITH 0011IeOCTYITHOI;

6) McTOUHMK MHPOopManu (caiiT B MHPOPMAaILMOHHO-TeIeKOMMYHUKAIIMOHHO ceTu "VIHTepHeT") HO/IKeH
cofepxxaTbh MHGOpPMaLNIO 06 opraHM3al i, OTBETCTBEHHOI 3a pa3MellleHMe CBeJeHMi1 O 1leHax Ha
JIeKapCTBEHHbIe Iperaparhl;

B) pa3Meliaemasi MHGoOpMalus TOKHA MTO3BOJSATh UIeHTUDUIMPOBATh HEOOXOIMMbIE XapaKTepUCTUKA
JIeKapCTBEeHHBIX ITPerapaToB B LIe/ISIX COMOCTaBIeHMS JaHHBIX O 3asIBJISIeMOM JIeKapCTBEHHOM Iperapare u
JIeKapCTBEeHHOM ITpernapare, IleHa Ha KOTOPbIii COIEeP>KUTCS B HAlilEHHOM MCTOUHMKe MHGMOPMAINN;

I‘) pa3dmeliaemMas I/IHd)OpMaLU/IH OOJDKHa CoAep>KaTb CBeOeHN I O II€HE Ha HeKapCTBEHHbIﬁ Impemnapart u
Ba/IlOTe, B KOTOpOf/i OHa IIpeaCTaBJ/IeHa;



Il) UICTOUYHMKOM He MOXeT SIBJISIThCSI MHpOopMalys, coepkaliasi IleHbl Ha IeKapCTBeHHbIe TTperaparhl,
MOCTaBJIsIeMble 33 CUET MeXAYHAPOIHbIX (PMHAHCOBBIX OpraHu3anuii (QOHI0B) MO pelleHUI0 BceMupHOIi
OpraHu3aluy 34paBOOXpaHeHNs] B paMKaX r'yMaHUTApPHO MOMOIIM Wik 61aTOTBOPUTETbHOCTH.

18. B ciryuae mpuHSTHUSA pellieHNs 06 0TKa3e B rocyIapCTBEeHHOM perucTpaium Uim rnepeperucTpaumumn
Ipefe/IbHOM OTITYCKHOI LIeHbl IPOM3BOAUTEIS Ha JIeKapCTBeHHbI IperapaT MMHUCTEPCTBO
3apaBooxpaHenus Poccuiickoit @emepaiiyiy B CpOK, He IIPEBBIMIAIOIINIA 5 pabounx qHei, yBeJOMIISIET
Jlepsxarers Uiu Blafeablia perCcTpalyOHHOTO Y4 0CTOBepeHys 1eKapCTBEeHHOrO Ipernapara
(YIIOJITHOMOUYEHHOE MM JIUII0) B TUCbMEHHOJ (hOpMe O IPUHATOM pellieHUH (C U3I0)KeHeM IPUIMH
OTKasa).

19. OcHOBaHMSIMM [IJII OTKa3a B coryiacoBanuy demepasbHO aHTMMOHOIIOIBHO CITY>K0071
roCyIapCTBEHHOM perucTpanuu (rmepeperucTpaiun) npeaeibHoM OTITYCKHOM [IeHbl TPOU3BOAUTEIIS Ha
JIleKapCTBEHHbBII Mpernapar, 0Tkasa B roCyJapCTBEHHON peructpauuu (nepeperucrpanym) MMHUCTEpCTBOM
3npaBooxpaHeHMs Poccuiickoit @emepanyy npeaeabHOM OTIYCKHON LeHbI IIPOM3BOAUTEIS Ha
JIeKapCTBEHHBIN Tpernapar C yueToM pellieHus, MpuHaToro ®enepaabHO aHTMMOHOIIOIbHO CITY3KO0A,
SIBJISIFOTCSI

a) IpefcraBieHle HeJJOCTOBEPHbBIX CBeJleHNI;
0) npencTaB/ieHe TOKYMEHTOB He B ITIOJIHOM 00beMe U (MJI1) HeMlOTHOTAa COolepsKalluXcsl B HUX CBeJeHUIA;
B) HeIlpeJCcTaB/IeHye CBeleHM, IIpefyCMOTPeHHbIX ITYHKTOM 14 HacTtosawux [Ipasu;

I') IIpeBbIlIeHYe TIPeICTaBIeHHOM I TOCYAapCTBEHHOM perucTpanyy Uiy rnepeperucTpalnm npeneabHom
OTITYCKHOJ LIeHbl [IPOM3BOAUTEIS Ha JIEKAPCTBEHHBII IIperapar Haj, [ieHOM, paCCYUTAHHOI B
COOTBETCTBUM C HacTosAwumu [IpaBunamm u MeTOLUKOMN.

20. PemnreHne 06 oTKa3e B roCyJapCTBEHHON PEerucTpaIuy Uy repeperucTpauyy mpeiebHOi OTITYCKHOM
1[eHbI IIPOU3BOJUTEJIS Ha JIeKapCTBEHHbI IIperapaT MoXXeT ObITh 00)KaJI0BaHO B CyJleOHOM MOpSIIKe.

21. [Ins rocynapCTBEHHONM perucTpalun rpeaeabHOi OTIYCKHONM 1eHbI ITPOM3BOAUTES Ha JIEKapCTBEHHBI I
npernapar, KpoMe JOKYMeHTOB, YKa3aHHbIX B TyHKTe 5 HacTosiux [IpaBui, pecTaBsSIOTCS AJis
MpoBeIeHMSI 9KOHOMMYECKOTO aHam3a (110 BbIOOPY JepskaTesis UM BJajiesiblla PeTrUCTPal[MOHHOTO
yIOCTOBEPEHMS JIEKAPCTBEHHOTO MpernapaTa, yIloJJHOMOYEHHOTO MM JINIIA) CBeIeHMs Ha OYMakHOM
HOCUTeJIe C IepeBOAOM Ha PYCCKUI A3bIK (B 2 3K3eMIUISIpax), IOATBEPXKAAtol/e OTITYCKHbIE 1IeHbl
MIPOU3BOAMTEIIS HA JIeKapCTBEHHBIV IIpernapaTr B MHOCTPAHHBIX r'OCYAapCTBaX, YKa3aHHbIX B IPUJIOKeHU N
2 K MeToJMKe.

22. [Ins ToCymapCTBEHHONM perucTpanyn rpeaeabHOi OTIYCKHONM eHbI ITPOV3BOANTES Ha JIEKApPCTBEHHBIN
rpenapar, HaxoAsIIuiics B obpalneHnu Ha Tepputopun Poccuiickoit @emepanyy, KpoMe JOKYMEHTOB,
yKa3aHHbIX B MyHKTax 5 1 21 HacTosmux IIpaBus, o151 TpoBeIeHMs] 9KOHOMMYECKOT0 aHa/In3a
MPeACTaBSIOTCS C/leylole JOKYMEeHTbl Ha 6yMaskHOM HOCKUTeJie B OJTHOM 3K3eMILIsIpe:

a) I/ JIeKapCTBEHHOIO IpernapaTa IIpoM3BOAUTES TOCYAapCTBa - WieHa EBpasniickoro 3SkOHOMMUYECKOro
COI03a, a TaKKe JIeKapCTBEHHOIO IperapaTa MHOCTPaHHOTO IIPOU3BOACTBA, [IepBUYHASA U (MIN) BTOPUYHAS
YIIAaKOBKA KOTOPOTO OCYLIECTBIISIETCS WU IIJIAaHUPYETCS OCYILeCTBIAThCS B Poccuiickoit @enepanyu:

konus ¢opmbl N 2-JIEK (rpom) "CBeneHMst 0 MpOU3BOJICTBE, OTTPY3Ke U lieHaX Ha JleKapCTBeHHbIe
Cpe[CcTBa" 3a OTUETHLIN IIepuos, orpee/ieHHbI B COOTBETCTBUM C ITYHKTOM 23 HacTosAmux [IpaBui;

KOIIMY TOBAPHBIX HAK/IALHbIX HA KOHKPETHDIN JIeKapCTBEHHBI IIperapaTr, OTTPYKeHHbIN 3a OTYETHBIN
IIepUOL, ONpeeieHHbI B COOTBETCTBUY C IIYHKTOM 23 HacToAwux [IpaBui (mpencraBieHne Bcex
TOBApPHbIX HAKIaJHbIX HEOOXOAMMO, eC/IM KOJIMYECTBO OTTPY30K 110 JJeKapCTBEHHOMY Iperapary He
MpeBbIlIaeT 25 MTYK, a M0 JeKapCTBEHHbIM ITperapaTam, 0 KOTOPbIM KOJMYECTBO OTIPY30K ITpeBbIIIaeT
25 WITYK, TPEeCTABISIIOTCS KOMMY TOBAPHBIX HAKJIAIHBIX C HAMOOIBIIMUM YEeJIbHOM BECOM B 00beMe
peanu3aiy KOHKPETHOTO JieKapCTBEHHOTO Mpernapara, Ho He MeHee 25 HITyK);



6) [7151 IeKapCTBEHHOTO IperapaTa MHOCTPAaHHOTO ITPOM3BOJICTBA - KOMIMM TaMOKEeHHbBIX JeKIapauuit Ha
[I0CTaBKy KOHKPETHOTO JIEKAPCTBEHHOIO IperapaTa 3a OTUeTHbIN [1epuoz, Ollpeie/IeHHbIN B COOTBETCTBUM
¢ MyHKTOM 23 HacTosmux [IpaBui (IpeAcTaBieHe BCeX TaAMOKEHHbIX IeKaapaluii He06X0AMO, eCin
KOJIMYeCTBO TaMOKEHHBIX JieKjapaluii 1o JeKapCTBeHHOMY IperiapaTy He MpeBblliaeT 25 UITYK, a 10
JIeKapCTBeHHBIM ITperapartam, 1o KOTOPbIM KOJIMYECTBO TaMOKEHHbIX JeKIapaluii npespiiiaeT 25 MITYK,
MIPeACTaBISIOTCS KOMIMY TAMOKEHHBIX AeKIapaluit ¢ HauboIbIIMM YIeJTbHOM BeCOM B 00'beMe
peanu3sanyy KOHKPETHOTO JIeKapCTBEHHOI'O IIpernapara, HO He MeHee 25 IITYK).

23. IIpu rocygapCTBEHHOM perucTpanum rnpeaeibHoi OTIYCKHO LieHbl MPOU3BOAUTES HA JIeKapCTBEHHbIN
rpenapar 3a OTYETHbIN [epuoI, IPUHMMAETCS KaJIeHAAPHbIN rofl, IpeAlleCcTBYIOIIMI AHIO IOJauN B
MuHUCTEpCTBO 3ApaBooxpaHeHns Poccuiickoi @enepaim 3asiBJIeHUS O TOCYIAPCTBEHHOM perucTpanum, a
B CIy4yae MpeJCcTaBeHs Ha TOCYAapCTBEHHYIO PErUCTPALMIO IIpee/IbHOM OTITYCKHOM LIeHbI Ha
JIeKapCTBEHHBIN TIpenapar B rof, u3gauus akra [IpaBurenbcTBa Poccuiickoir @emepatiny 06 yTBe psKIeHU M
TepevHsI XKM3HEHHO HEeOOXOIMMBbIX M BasKHEMIIMX JIeKapCTBEHHBIX ITpeIapaToB Ha CJIeAYIOUIMIA
KaJIEHIaPHbIN IO, - 34 TEKYIIMI1 KaJeHTapHbIN rof.

24. TIpu rocynapCTBEHHOI peructpanum (rmepeperucTpalyn) npeaeibHoi OTITYCKHOM 1TeHbI Ha
pedepeHTHbIN JIeKapCTBEHHbIN Mpernapar AJ1s1 BCeX YKa3aHHbIX B PETMCTPAIMOHHOM YA 0CTOBEPEHUNA
JIeKapCTBEHHOrO Iperapara npousBoguTeien (IIponu3BOACTBEHHBIX IUIOILAI0K ITPOMU3BOAUTEIS,
YYaCTBYIOLIMX B IIpOLieCcCe MPOM3BOACTBA) YCTAaHABIAMBAETCS efAMHas MpeaeabHas OTIIyCKHas LieHa Ha
JleKapCTBEHHbII Iperapar st Kaskaoit JeKapCTBeHHOM (GopMbl, JO3MPOBKY (KOHIIEHTpALM, aKTUBHOCTU
B eIMHUIIAX IeJiCTBYUS) U O6IIero KojamMuecTBa BO BTOPUYHOI (IIOTpeOUTEeIbCKOI) YITaKOBKe 0e3 yuera
(dhopMbl BbITyCKa, 3a MCK/IIOUEHMEM CTyyaeB, TpeyCMOTPeHHbBIX MyHKTOM 25 HacTosmmx IIpaBu.

[Tpu rocymapcTBeHHOI perucTpauum (epeperncrpaum) npeneabHoM OTIYCKHOM [eHbl Ha
BOCIIPOM3Be/IeHHbIN, 6110aHaIOTOBbIN (6M0MO00HBIN) TeKapCTBEHHBIN MTpernapaT Mpou3BOAUTENS
rocynapcrsa - wieHa EBpasuiickoro 3koHOMMUYeCKOro Cox3a 1151 BCeX yKa3aHHbIX B percTpalyOHHOM

YA 0CTOBEpPeHMH JIeKapCTBEHHOTO IIpernapara Ipou3BoauTesnei (Ipou3BOACTBeHHbIX IIJI0NaL0K
MIPOU3BOLMTENIS, YUACTBYIOIIMX B IIPOLiecce IMPOU3BOACTBA HA TEPPUTOPUM FOCYLAPCTBA - UleHa
EBpasuiickoro 3kKOHOMMYECKOr'0 COX03a) yCTaHABAMBALTCS eMHas Ipefe/ibHas OTIIYCKHA LleHa Ha
JleKapCTBEeHHbIN Mpernapar JjIsl Kask/0ii T1eKapCcTBeHHOM GopMbl, 1O3UPOBKY (06beMa, MacChl, KOIMYECTBA
1103 B IEPBUYHO YIIAaKOBKE) 1 0OIIEro KOJMYeCTBA BO BTOPMUYHOI (ITOTPEOUTENbCKOI) YITaKOBKe Oe3 yueTa
(dbopmbl BbITyCKa, 3a UCK/IIOUEHMEM CTyyaeB, TpeyCMOTPEHHbIX MyHKTOM 25 HacTosuux [IpaBus.

[Tpu rocymapCTBEHHOM perucTpauum (mepeperncrTpanumn) npeneibHoi OTITyCKHOM 1[[eHbl Ha
BOCITPOM3BeIeHHbIN, 6110aHAIOTOBbIN (6MOMOI00HBIN) JIeKapCTBEHHbII ITpernapaT MHOCTPAHHOTO
MIPOU3BOLCTBA [JIS1 BCeX YKa3aHHbBIX B perMCTPALVIOHHOM yIO0CTOBEpeHNY JIeKapCTBEHHOr O IIperapara
Mpou3BoANUTeeN (IIPOU3BOACTBEHHBIX IUIOILAL 0K ITPOU3BOAMUTEIS, YUACTBYIOIIMX B IIpoLecce
MPOMU3BOACTBA 3a MpeaeiaMu TOCYJapCTB - WieHOB EBpa3uiickoro 3SKOHOMMYECKOI'o CO3a U
OCYLIECTBISIOI X UIN INIAHUPYIOLIUX OCYLIECTB/ISATh IePBUUHYIO U (MIM) BTOPUYHYIO YIIAKOBKY
JIeKapCTBEeHHOrO Ipernaparta B Poccuiickoi @enepanyn) yCTaHaBIMBAETCS eAMHas Npee/ibHas OTIIyCKHAs
IleHa Ha JIeKapCTBeHHbIN Ipernapar [Ijis1 KaX/I0ii JeKapcTBeHHOM hopMbl, 4O3UMPOBKY (00'beMa, MacChl,
KOJIMYeCTBa 103 B IIePBUYHOI YITAaKOBKE) U 00IIEero KOJIM4eCcTBa BO BTOPUUHOI (ITOTPeOUTENTHCKOI)
yrmakoBke 6e3 yueTa (opMbl BbITYCKa, 32 UCK/IIOUEHMEM CJIyYaeB, MPeyCMOTPEHHBIX TYHKTOM 25
Hacrosux [IpaBuii.

25. B ciyyae ecinv MMHMMAJTbHBIV YPOBEHD 1IeH pedepeHTHOTO JIeKapCTBEeHHOTO IpernapaTa Ha pa3jnyHbie
(bopMbI BbIITyCKa (MITIPUI-PYUKY, KAPTPUAKM MO0 MHbIe HOPMBI BBIITYCKa, COBMECTUMbIE C YCTPONCTBAMU
BBeleHV S (TIpUMeHeHMsT) UK SBJISIIOLIMeCs YCTPOCTBaMU BBeLeHUs (IpUMeHeHMs) B O4HOM U3
MHOCTPaHHBIX TOCYIapCTB, YKa3aHHOM B Tabnuiie 1 paspena Il mpunoskenust N 3 K MeToMKe, pa3inyaeTcs
6omee yem Ha 10 MPOLIEHTOB, NOITYCKAETCSI yCTAHABAMBATD Mpe/ie/bHbIe OTITYCKHbIE IIeHbI Ha KAXKIYI0 U3
Takux (opMm BBIITyCKa JieKapCTBEHHOTO MpemnapaTa. [IpefenbHast OTIyCKHas 1ieHa Ha peepeHTHbI
JIeKapCTBEeHHbIN Mpernapar B Takux (popMax BbIIyCKa YCTaHABIMBAETCSI HA OCHOBAHUM MMHMMAaJIbHBIX
OTITYCKHBIX 1[eH Mpou3BoauTes (6e3 yueta Mpou3BOACTBEHHbIX IJIOLIA0K, YUaCTBYIOIIMX B ITpolecce
MPOM3BOJICTBA) HA COOTBETCTBYIOIINE (DOPMBI BBIITyCKa TaKOTO JIeKapCTBEHHOrO Mpernapara B OGHOM U3



MHOCTPaHHBIX TOCYJapCTB, YKa3aHHOM B Tabsuiie 1 pasmena Il npuioxkenust N 3 K MeToauKe (C yueTom
pPacxomoB, CBSI3aHHBIX C TAMOKEHHBIM 0(OPMJIEHMEM).

[Tpu 3TOM MaKkCUMMa/IbHas pa3HMIla MeXAY ITpeaeabHbIMM OTITYCKHBIMM IIeHaMM Ha TaKoi peepeHTHbI
JleKapCTBEHHbII Mperapar B pa3JIMYHbIX GopMax BbIITyCKa, COMTOCTaBMMBbIX 110 JIeKapCTBEHHOI ¢hopMme,
I03MPOBKe (KOHIIEHTPALMM, aKTUBHOCTY B eIMHUIIAX IeJiCTBYSI) U O6IIeMY KOJIMYECTBY BO BTOPUYHOI
(MoTpebuTenbCKOI) yIIaKOBKe, He MOKeT mpeBbImaTh 90 MpoLeHTOB.

B ciryuae ecnu nipefiesibHasl OTITyCKHas IleHa Ha pedepeHTHbII JeKapCTBeHHbI Ipernapar
3aperucTpupoBaHa B COOTBETCTBUM C HACTOSIIMM MYHKTOM, pacyeT IpeJie/ibHbIX OTITYCKHBIX 1I€H Ha
BOCIIPOM3Be/IeHHbI, 0110aHAIOTOBBI (6M0TIOJOOHBIN) JIeKapCTBEHHbII MperapaTt OCyleCTBISIeTCS Ha
KXy (opMy BbIITyCKa C yUeTOM IpefeabHbIX OTITYCKHBIX LI€H MPOM3BOANUTENEl Ha COOTBETCTBYIOLIME
dbopmbl Beillycka pepepeHTHOTO JieKapCTBEHHOTO Mpernapara.

26. [lep>kaTesib MJIN Bafesel, permcTpalMOHHOTO YA0CTOBepeHMS JIeKapCTBEHHOTO Tperapara
(YIIO;THOMOYEHHOE MM JIUII0) BOCIIPOU3BeIeHHOT0, 6110aHaIOrOBOro (61010J00HOT0) JIeKapCTBEHHOTO
rpenapara npeACcTaBIsIIOT AJ1SI TOCYJapCTBEHHON PerucTpanum npeneibHy0 OTITYCKHYIO LIeHy Ha
JleKapCTBEHHbBII Mpernapar, paCCUMTaHHYIO IO MeXIyHapOoJHOMY HellaTeHTOBAHHOMY HaMMeHOBaHMUIO (TP
€ro OTCYTCTBUM I10 XMMMUUYECKOMY MJIM TPYIIIMPOBOUYHOMY HaMEeHOBaHMIO), JIeKapCTBEHHOI (opme,
I03MPOBKe (KOHIIEHTPALMM, aKTUBHOCTY B eAMHUIIAX IEeCTBYS) U O6IIeMY KOJIMYECTBY BO BTOPUYHOI
(MOTpe6UTENHCKOII) YIIAKOBKE C PUMMEHEHMEM COOTBETCTBYIOIIET0o KO3(hPUIMeHTa 10 OTHOIIEHNIO K
3aperMcTPUPOBAHHON IpeIeTbHOM OTITYCKHOM I[eHe ITPOU3BOANUTE S Ha pedepeHTHbIN JIeKapCTBeHHbIN
rpenapar B COOTBETCTBUM C METOLUKOIA.

27. B ciryuae eciii B paMKax OJTHOTO PErMCTPAIMOHHOTO YA0CTOBEPEHMSI JIEKAPCTBEHHOTO TTperapara
3aperMcTpMpoBaH BOCIIPOM3BEIEHHbIN, 6110aHATOTOBbIN (6M0MO00HbINT) JIeKapCTBEHHBIN MTperapar
MIPOM3BOAUTEISI TOCYJAapCTBa - WieHa EBpa3miickoro SKOHOMUYECKOTO CO03a M MHOCTPAHHOTO
MIPOU3BO/ICTBA, IIeHA /ISl TAKOTO JIEKAPCTBEHHOTO TperapaTa pacCUMThIBAETCS Kak JIJIsl IEKAPCTBEHHOTO
rperapara Mpou3BOCTBA TOCYIapCTBa - wieHa EBpa3nuiicKoro SKOHOMMUYECKOTO COI03a WA
JIeKapCTBEHHOTO IpernapaTa MHOCTPAHHOTO MTPOU3BO/CTBA C YYETOM COOTBETCTBYIOIETO ITOHMKAIOIIETO
Ko3(dduiieHTa B COOTBETCTBUM C METOIUKOIA.

28. B ciiydae OTCYTCTBMS B paMKaxX MeXAYHAPOLHOTO HeITaTEeHTOBAHHOIO HaMEHOBAHUS U JIEKapCTBEHHO
dbopmbl pedhepeHTHOrO JIeKapCTBEHHOTO Ipernaparta Uin B cydae, ec/iy peje/ibHasi OTITyCKHas 1ieHa Ha
pedepeHTHbIN JIeKapCTBEHHbIN MpernapaT He 3aperucTpupoBaHa, AepkaTeslb UM Biajenel]
PETUCTPAILIMOHHOTO YAOCTOBEPEH S IeKapCTBEHHOTO Mperapara (YIIOJTHOMOYEHHOEe UM JIUIIO)
BOCITPOM3BEIEHHOT0 MJIM 6M0aHaI0TOBOr0O (6MOIT0O06HOr0) JeKapCTBEHHOrO IIperapara ImpeacTaBIsIoT
IIJISI TOCYBapPCTBEHHOM peructTpanum (rmepeperncTpannuin) npeneibHy0 OTITYCKHYIO [eHY TIPOU3BOAUTENIS Ha
JIeKapCTBEHHBIN Tperapar, paCCUMTAHHYIO 110 MEXAYHAPOSHOMY HEMaTeHTOBAHHOMY HaMMEHOBAHUIO (TIPU
€ro OTCYTCTBUM M0 XMMMUUECKOMY MJIM IPYIIIIMPOBOYHOMY HaMMEHOBAaHMIO), IeKapCTBEHHO GopMe,
I03UPOBKe (KOHIIEHTPALMM, aKTUBHOCTM B €AMHUIIAX JEeMCTBUS) U 06IIeMy KOJIMUYECTBY BO BTOPUYHO
(MoTpe6uUTENHCKOI) YIIAKOBKE C MPUMeHEeHMEM COOTBETCTBYIOIIEro Ko3hduiMeHTa 1o OTHOIIEHUIO K
MaKCUMAaJbHOI 3aperncTpUPOBAHHOMN IpeAe/ibHOM OTITYCKHOM 1]eHe JIeKapCTBEHHOTO Iperapara,
COBITIAJAOIIEr0 10 MEKIYHAPOJHOMY HeIaTEHTOBAHHOMY HaMMEHOBAHMIO (TIPU €r0 OTCYTCTBUM 110
XMMMUYECKOMY MJIM I'PYIIIIMPOBOYHOMY HaMMEHOBAHMIO), JIEKAPCTBEHHOM (hOpMe B COOTBETCTBUM C
pasznenoM VIII meToauku.

29. TocymapcTBeHHAsI peruCcTpalys mpeaebHO OTITYCKHOM eHbI Ha MMMYHOOMOJIOTMYeCKUiA
JIeKapCTBEeHHbIN Tpenapar (BaKI[MHY), BKIIOUEHHbBIN B IIepeueHb KM3HEHHO He0OXOAMMbBIX M BasKHEMIINX
JIeKapCTBEHHBIX MIPerapaToB, OCYIIECTB/ISIETCS B COOTBETCTBUM C TPeOOBAHMUSIMY, YCTAHOBIEHHBIMM JIJIST
pedepeHTHbIX JiIeKapCTBEeHHBIX MperapaToB. [Ipy 3ToM aepykaTesb WIN Bajeiel] permcTpaluuoHHOTO

YA, 0CTOBEpeHMS JIEKapCTBEHHOTO Ipenapara (yIoJHOMOYEHHOe UM JINLO) NIPEeACTaBIISIOT 15
roCyJapCTBEHHO perucTpanum rnpeaeibHyo OTIYCKHYIO LIeHY Ha JIeKapCTBEHHbIN IIperapar, He
MPEeBBIIAIIYI0 MAKCUMAJIbHYIO 3apETUCTPUPOBAHHYIO MTPeNebHYI0 OTITYCKHYIO [IeHY IPOU3BOAUTENS Ha
JIeKapCTBEHHBIN Tperapar, COBIaAAI0IUIi1 10 MeXAYHAPOIHOMY HellaTeHTOBAHHOMY HaMMEeHOBAHUIO (TIPU



€ro OTCYTCTBUMA I10 XMMNYECKOMY WJIN I'PYIIIIMPOBOYHOMY HaI/IMEHOBaHI/IIO) n HeKapCTBeHHOVI d)opMe,
orpeneIeHHy0 B COOTBETCTBUHA C MEeTOOUKOIA.

B ciiyyae ecii Ha gaTty nogauu B MMHUCTePCTBO 3ApaBooxpaHeHus Poccuiickoit @enepaiiiy 3asiBJeHUS O
roCyJapCTBEHHON perucTpanum Ha JieKapCTBEHHbI Iperapar, IpUMMeHsIeMbIli B eAuaTpuIeCKoi
MpaKkTuKe (Ha OCHOBAaHUM CBeJI€HMI1 MHCTPYKIMY 10 MeAUIIMHCKOMY IIPYMEHEHUIO JIeKapCTBEHHOTO
rperapara), He 3aperMCTpUpPOBaHa Ipeje/ibHasl OTITyCKHAs 1leHa Ha JIeKapCTBEHHbII mpernapar B

I 03MPOBKax, MPMMeHsIeMbIX B IleAMaTpuueckoii MpakTuke, B paMKax OJHOTO MeXXIyHapOJHOTO
HeIaTeHTOBAaHHOI0 HaMMeHOBaHMS (MIPU €r0 OTCYTCTBUU XMMUYECKOTO WU IPYIIIMPOBOYHOTO
HaIMEHOBaHMs) U JIEKapCTBEHHO (hOPMBI, pacueT OCYIIeCTBIISIeTCS B COOTBETCTBUM C TPEOOBAHUSIMMU,
YCTAHOBJIEHHBIMM 151 peepeHTHBIX JIEKaPCTBEHHBIX ITperapaToB. [Ipy 3ToM MakcuMaabHas pasHuUIla
MeXXIy MMHMMAJIbHO 3aperMcTpUpOBaHHOM IpeaebHOM OTITYCKHOM 11eHOM Ha JIeKapCTBEeHHbI mpernapaT
U MIpeJCTaBJA€HHOM AJ1s1 TOCYAapCTBEHHOV perncTpaluum npeneabHoM OTIYCKHOM 11eHOM Ha JiIeKapCTBEHHBI
rperapar, paCCUMTaHHas UCXOAS U3 CTOMMOCTHU eAUHULIbI JeJiCTBYIOIIErO BellleCTBa, He MOXEeT
rmpeBbImarhb 90 MPOIEHTOB.

30. 3aperucTpupoBaHHas MpeaeabHas OTITYCKHAS 1[eHa ITPOU3BOAUTE/ISI HA JIeKapCTBEHHbIN Iperapar
MOXKeT ObITh ITlepeperucTpupoBaHa B 1e/sIX yBeIUUeHUs B CIydasixX, IpeayCMOTPeHHbIX TyHKTaMu 32 1 34
Hactosuux [IpaBmii, HAa OCHOBaHUY 3asIBJIEHUS O TlepeperncTpaluun U JOKYMEHTOB, IpeiCTaBIeHHbIX B
MunHMCTEPCTBO 3ApaBooxpaHeHnst Poccuiickoir @emepauyu g0 1 oKTI6ps Kaxkaoro roja (He vaiie 1 pas3a B
KaJleHJJapHOM rofy). [IpeenbHast OTITyCKHAs [[eHa Ha JIeKapCTBeHHbIN IpernapaT He MOKeT ObITh
repeperucTpupoBaHa B TOM Ke KaJIeHIapHOM rojly, B KOTOPOM OHa 6blyIa 3aperMcTpMUpoOBaHa.

31. 3agBneHHas K IepeperucTpalum mpeaesibHast OTITYCKHAs lieHa BOCIIPOM3BeIeHHOT0, 6110aHaIOTOBOTO
(61oT0106HOT0) JIEKAPCTBEHHOTO ITperapara mocJje repeperucTpanyy He MOKeT ObITh BbIIIE
3apermcTPMpPOBAHHOI TTpeebHOM OTITYCKHO 1I€HbI TPOM3BOANTES HA pedepeHTHBbIN JIeKapCTBEHHbI
Mpernapar, ornpe/ieJIeHHO B COOTBETCTBUM C METOIMUKOIA.

32. 3aperucTpupoBaHHasl IIpeie/ibHast OTITYCKHAs IIeHa Ha JIeKapCTBEHHBII Mperapar Mpou3BOAUTES
rocynapcTsa - uieHa EBpa3uiickoro 3KOHOMMUYECKOTO COI03a MOXKET ObITh IepeperucTpupoBaHa B
COOTBETCTBUM C METOIMKOI:

a) J7151 IeKapCTBEHHBIX MperapaToB HMKHETOo 1ieHoBoro cermeHTa 10 100 py6ieit (BKIIOUUTETBHO) - B
cJydae M3MeHEeHMS IIeH Ha ChIpbe M MaTepuasibl, a TAaKKe B CJlyuyae M3MeHeHMsT HaKIagHbIX pacXoIoB, HO He
BblIllle YPOBHS (HhaKTUUeCKOi MHQIISIMK B TIpeAIIeCTBYIOIIEM KaJeHJapHOM IOy C Y4eTOM
MIPOTHO3YPYEMOTO YPOBHSI MHMIISIIINM, YCTAHOBJIEHHOTO Ha TEKYLIMii rof, penepasbHbIM 3aKOHOM O
(denepanbHOM OIOIKeTe HA COOTBETCTBYIONIMIT GMHAHCOBBIN TOA, U TUIAHOBDIN ITePUO/I;

0) /1 IeKapCTBEHHBIX ITpernapaToB ieHoBoro cermedTa ot 100 py6ieii o 500 py6iieii (BKIIOUUTENIBHO) - B
cyJyae yBeJIM4eHMs LieH Ha CbIpbe U MaTepuabl, UCIIOIb3yeMble TIPU IIPOU3BOACTBE KOHKPETHOTO
JIeKapCTBEHHOrO Iperapara, KOTOpble B PaBHOM CTEeINeH) BAMSIIOT Ha YPOBEHb 3aperMcTPpMPOBAHHBIX 1I€H
Ha BCe JieKapCTBEeHHbIe MperapaThbl, OTHECEHHbIE K OTHOMY MeXIYHapOJHOMY HEeIMaTEeHTOBAHHOMY
HaMIMEHOBaHMIO U MMeIOI/ie OAMHAKOBBIN MYTh BBeeHMs (KojeOaHus BATIOTHBIX KypcoB, hopc-
MaskKOpHbIe 00CTOSITe/IbCTBA, BO3HUKIINME Y TTOCTABIIMKOB ChIPbsI ¥ MaTepuaaioB), HO He BbIIlIe YPOBHS
dakTrueckoit MHGSLMK B IIpeAIIeCTBYIONEM KaJeHIapHOM IOy C yUeTOM ITPOTHO3UPYEMOTO YPOBHS
MHOISLUMA, YCTAHOBJIEHHOTO Ha TeKyIIuit rof, pemepaabHbIM 3aKOHOM O ¢delepa/ibHOM OIOIKeTe Ha
COOTBETCTBYIOUI Ui GMHAHCOBBIN IO/l U TIJIAHOBbIN TIEPUOI;

B) JIJIsI IeKapCTBEHHBIX IIpernapaToB lieHoBoro cermeHnTa ot 100 py6seit mo 500 py6sieit (BKIIOUMUTENBHO) - B
CTydae M3MeHeHMs 11eH Ha ChIpbe ¥ MaTepuasibl, a TAkKXKe B cydyae M3MeHeHMsI HaKJIaJHbIX pacXo10B, HO He
BBIIIIE ITPOTHO3MPYEMOTO YPOBHS MHQJISINM, YCTAHOBJIEHHOTO Ha TEKYIINi roj (erepabHbIM 3aKOHOM O
(dbenepanbHOM OIOIKeTe HA COOTBETCTBYIONIMIT GMHAHCOBBIN TOA, U TUIAHOBDIN ITePUO/I;

T) IS IEKaPCTBEHHBIX TTPeIapaToB 6e3 OrpaHMUYeHMs TI0 LieHe - B CJTyuae eCyiv CpeaHeB3BeIIeHHas
(dakTuueckast OTIIyCKHas 1ieHa Ha JJeKapCTBEeHHbBI Iperapar 3a epmog, UCTeKIINit CO THS MPUHSTUS
peleHus 0 TOCYIapCTBEHHO perucTpanum (IocjiegHel epeperucTpainum, 00s13aTebHO



nepeperucrpauuu B 2019 - 2020 rogax) npenesibHOM OTITYCKHOM L€HbI IO AHS IM0Aa4M 3asBJI€HUS O
repeperucTpaium, obljia HuKe 3aperMcTpMPOBaHHOIN Ha STOT epUO, LieHbI He 60jiee ueM Ha
MPOTHO3MPYEMbIii YpOBeHb MHGJISIINY, YCTAHOBIIEHHbIN HA TeKYIINii rof peaepasbHbIM 3aKOHOM O
dbenepasbHOM 6I0/IKETE HA COOTBETCTBYIOIINIA (PMHAHCOBBIN I'OJT ¥ IUIAHOBBIN MIePUO/, HO He BbIIIe
BeJIMUMHbBI, PACCUUTAHHOM B COOTBETCTBUM C METOIVKOIA.

33. IIpu mepeperucTpanym mpeae/bHbIX OTITYCKHBIX II€H MPOM3BOAMTEJISI TOCYIapCTBa - WieHa
EBpasuiickoro 3KOHOMMYECKOT0 COI03a JOKYMEHTbI Ha MHOCTPAHHOM SI3bIKe TTPeJCTaBISIOTCS Ha
OyMaskHOM HOCKTeJIe C 3aBEPEHHBIM B YCTAHOBJIEHHOM ITOPSIAKE MIEPEBOAOM Ha PYCCKUIA SI3bIK.

IlaHHbIe B OTHOIIEHUM BCeX aKTUUYECKMX IIeH B BaIOTe TOCyHapCcTBa - wieHa EBpa3uiickoro
9KOHOMMYECKOTO COI03a MPeCTABISIOTCS C YYETOM IepecueTa Ha PyoJiu 1o KypcCy, YCTaHOBJIEHHOMY
IlenTpanbHbIM 6aHKOM Poccuiickoit demepaiy Ha IeHb, KOTIa IPOU3BOAMTEIEM OblIa OCYIIeCTBIeHa
dakTMuecKkas peannsaiys JeKapCTBEHHbBIX ITpernapaToB OpraHM3alyu ONTOBOM TOPTOB/IN
JIeKapCTBEHHBIMU CpeLCTBaMM, U (MJIM) allTeUHO Oprauu3anuu, u (Uin) UHAUBUAYATbHOMY
MpepUHUMATEIO0, UMEIIIUM JIUIIeH3MI0 Ha (hapMalleBTUUECKYIO AesITEeTbHOCTb.

34. 3aperucTpupoBaHHas NpefAeabHas OTITYCKHAS LieHa TeKapCTBEHHOTO MpenapaTra MHOCTPaHHOTO
MPOM3BOJICTBA, B TOM UMCie IepBUYHAs U (MJIM) BTOPMYHAS YIIaKOBKAa KOTOPOTO OCYIIECTBIISIETCS B
Poccuiickoit ®epepatiym, MOXKeT ObITh ITepeperucTpUpoOBaHa B COOTBETCTBUM C METOAMKOI, eC/IU POCT
Kypca HallMIOHAIbHOJ BaJIIOThI TOCYIapCTBA - IIPOU3BOIUTEIS K PYOJIIO CO THS MPUHSITUS pelleHus O
roCyIapCTBEHHOJ perucrpauum (IocjiegHel epeperucTpanym, 00si3aTeibHOM mepeperucrpannmu B 2019 -
2020 ropax) nmpeneabHO OTITYCKHO 1]eHbl IPOU3BOAMUTEIS Ha JIeKapCTBEHHBIN Ipenapar I10 JeHb ITogaun
3asBJIeHMS O TiepeperucTpalum rpeBbliiaeT MIPOrHO3MPyeMblit ypoBeHb MHQIISAL MY, YCTAHOBIEHHbIN Ha
TeKYIINii ros ¢pemepasbHbIM 3aKOHOM O (eZiepaibHOM OI0/IKeTe Ha COOTBETCTBYIOIINIT (PMHAHCOBBINI IO U
TUVIAHOBBIN TTePUOZ.

[Tepeperucrpanus rpenenbHO OTITYCKHOMN LIeHbI JIeKapCTBEHHOTO IIpernapaTa MHOCTPaHHOTO
MIPOU3BOJCTBA, B TOM UMCJie IepBUYHAS U (MJIM) BTOPUYHAS YIIaKOBKA KOTOPOIO OCYILeCTBIISIeTCS B
Poccuiickoit @enepaliyu, OCYIIECTBISIETCS C Y4€TOM ITPOTHO3MPYEMOTo YPOBHS MHsALm,
YCTaHOBJIEHHOTO Ha TeKyIuit rof; dhefepaabHbIM 3aKOHOM O (eJlepaibHOM OI0/IsKeTe Ha COOTBETCTBYIOII MK
(buHAHCOBBIN oA, U TJIAHOBBIN MIePUO]], HO He Bbillle BeJIMUMHbI YBeJIMUeHUsI, PACCUMTAaHHO B
COOTBETCTBUM C METOAMKOI, C yYUeTOM MUHMMAaTbHOI OTITYCKHOJ LIeHbI TPOU3BOAUTEIS (6e3 yueTa
HaMMeHOBaHMs NIPOM3BOCTBEHHBIX IUIOLIAI0K, YUYaCTBYIOLIVX B IIpOLiecce IIPpOM3BOACTBA) Ha TaKOM
JleKapCTBEeHHbIN MpernapaT B MHOCTPAHHBIX TOCYJapCTBax, yKa3aHHbIX B Tabauie 1 paspena II mpuioxkeHus
N 3 K MeTOaMKe.

35. [Ins1 iepeperucTpaiuy mpeaeabHOl OTITYCKHO IIeHbI ITPOU3BOAMTEIS Ha IeKapCTBEHHbIN Mpernapar,
KpOMe IOKYMEHTOB, YKa3aHHbIX B ITyHKTe 5 HacTosmux [IpaBui, MpeacTaB/sSIOTCS CJIeIYIOMIe JOKYMEHTBI
TSI 5)KOHOMMUYECKOTO aHa/M3a Ha OyMa>kHOM HOCHUTeTe (B 2 9K3eMILIsIpax):

a) 1 JIeKapCTBEeHHOrO IperapaTa IIpPou3BOAUTeIS TOCYAapCcTBa - uieHa EBpa3uiickoro 5SKOHOMMUYEeCKOro
COI03a IIpU MepepernucTpalun B CIydasix, IpegyCMOTPEHHbIX ITOATTYHKTaMM "a" 1 "B" IIYHKTa 32 HACTOSILINX
[IpaBui:

pacyeT BeMUYMHBI YIOPOXKaHMUS CTOMMOCTH ChIPbSI M MaTepuaaoB B CTPYKType 3aTpaT Ha MPOU3BOJICTBO U
pean3anuio JeKapCTBEHHOTO Mpernapara;

KOIIMM KOHTPAKTOB, IIOATBEPKAAOIINX YBeJIMUYEeHEe CTOMMOCTH CbhIPbA M MaTepMaoB, CO CPOKaMM
II[el‘/JICTBI/IFI, 3aBeplIalomMMMCA He paHee ueM uyepes 3 Mecs11a Co OHS I1oaun 3asiBjIeHUs O
rnepeperncrpanmnm, a Takke KOImmn Cl'IeL[I/I(bI/IKaU,I/Iﬁ " BCeX HpI/IJIO)KEHI/[ﬁ K KOHTpPaKTaM, KOTOpPbI€ ABJIIOTCA
UX HEOT'bEMJIEM O YacCThbIo,

NOKyMeHTaJbHOe MOJTBepkAeHMe (PakTUUeCcKuX 3aTpaT Ha ChIpbe 1 MaTepuasibl Ha eHb PUHSITUS
pellieHusI 0 TOCYAAPCTBEHHOI perucTpanum (IocjieHel nepepeructpanum, 06s3aTeIbHOM
nepeperucrpanuu B 2019 - 2020 rozax) npenenbHOM OTIIYCKHOM 1LJeHbl Ha JIeKapCTBEHHBII IIpernapar;,



pacueT BeJIMYMHBI USMEHEHMS HAK/IdAHbIX PACXOJ0B B CJ/Iy4yae YBEeJIMYEHU TapI/I(bOB Ha 3JIEKTPUUYECKYIO
SHepruio, Tel'IJ'IOCHa6)KeHI/Ie, BOILOCH&6)K€HI/I€ M II€H Ha TOIVIMBO, a TAKXKEe paCueT YBEJIMUYEHNA
dAMOPTU3AIIMOHHBIX OTYMCJIEHUI IO OCHOBHBIM cpencTBaM, UCIIOJIb3YeMbIM HEIMOCPEeACTBEHHO IJIs1
IMIpOM3BOACTBA JIEKAPCTBEHHBIX ITPEIapaToOB;

OJOKYMEHTA/JIbHOE IMOATBEPXXAEeHIE YBEJIMUEHM HAK/IaJHbIX PaCX0J0B, d TAKXKEe KOIIMM JOKYMEHTOB,
MmoATBepPXXAaUIMX BBOJ COOTBETCTBYIOIIMX OCHOBHBIX CPeACTB B 3KCILIyaTallNIO;

pacueT ypoBHS peHTab6eIbHOCTY Ha KOHKPETHBIN JIeKapCTBEHHbI MpernapaT B COOTBETCTBUM C METOIMKOI;

6) [71s1 IeKapCTBEHHOTO ITperapaTta Mpou3BOAUTeJSI TOCyIapCTBa - wieHa EBpasuiickoro SKOHOMMUYECKOTo
COI03a TIPY MePePETUCTPALINY B CIYUASTX, TPEAYCMOTPEHHbIX TTOAITYHKTOM "6" MMyHKTA 32 HACTOSIINX
[TpaBui:

pacyeT BeJIMUMHBI YIOPOXKAHUS CTOMMOCTH ChIPbSI M MATEPUAIOB B CTPYKTYpPE 3aTpaT Ha MPOM3BOJICTBO U
peann3aluio JIeKapCTBEHHOTO Tperapara;

KOITMYM KOHTPAKTOB, MOATBEPKAAIONINX YBEIMUEHE€ CTOMMOCTHU ChIPhSI M MaTEPUAJIOB, CO CPOKAMU
IelicTBMSI, 3aBEPIIAIIIMMUCS He paHee YeM uepe3 3 Mecsilia €O JHS MOIauy 3asiBIeHMUS O
repeperucTpalnm, a Takxke KOMuu crenudbukaimii 1 Bcex MpUIosKeHU K KOHTPaKTaM, KOTOpbIe SIBISIOTCS
MX HEOT'HEMJIEMOJ YaCThIo;

IOKyMeHTaJbHOe MOoATBepXKaeHMe (PaKTMUeCKuX 3aTpaT Ha CbIpbe U MaTepuasibl Ha IeHb MPUHATHUS
peleHus 0 TOCYJapCTBEHHO perucTpanuu (IocjiegHel epeperucTpainum, 0o0si3aTebHOM
nepepeructpanuu B 2019 - 2020 romax) npemenbHO OTITYCKHOM 1€HbI Ha JIeKapCTBEHHbIN Mperapar;

pacueT YpOBHMA peHTa6e.TIbHOCTI/I Ha KOHerTHbII‘/JI HeKapCTBEHHbIﬁ rnmpemnapaTt B COOTBETCTBUMU C METO,H,I/IKOI‘/'I;

B) 151 IeKapCTBEHHOTO IIpernapara [IPpoMu3BOAUTE IS FOCYLapCTBa - WwieHa EBpa3miiCKOro SKOHOMMUIEeCKOro
COI03a IIpU MepeperncTpauun B CIydasix, IpegyCMOTPEHHBIX ITOAITYHKTOM "T" IIyHKTA 32 HACTOSILUX
[TpaBu, - konus gpopmbi N 2-JIEK (mpom) "CBefeHMsI O IPOM3BOJCTBE, OTIPY3Ke U IleHax Ha
JIeKapCTBeHHbIe CpefCcTBa” (IJ1s1 OTeUeCTBeHHBIX IIPOM3BOAUTEIIEN), & TAKKe KONUYM TOBaPHbIX HaK/IagHbIX
Ha KOHKPEeTHBI JIeKapCTBEHHBI IIpernapar, OTTPYKeHHbII B aJipec IOKyIaTe/eli B COOTBETCTBYIOLLINIA
OTYEeTHBIN [IePUOJ, ONIpee/IeHHbI B COOTBETCTBUM C IIYHKTOM 37 HacTosAuX [IpaBui (ipeacTaBiieHne
BCEX TOBAPHbIX HAKIAIHbBIX HEOOXOIMMO, eI KOJIMUECTBO OTIPY30K 110 JIeKapCTBEHHOMY ITperaparTy He
npeBbIlIaeT 25 MITYK, a MO JieKapCTBEHHBIM ITpernapaTtam, o KOTOPbIM KOJIMUEeCTBO OTTPY30K MTpeBbIIIaeT
25 1mITyK, He06XOAMMO TPEICTABUTD KOMMUYM TOBAPHbBIX HAKJIAIHBIX C HAMOOBIINMM yIeJIbHOM BECOM B

o6beme peanu3aly KOHKPETHOTO JIeKapCTBEHHOTO MperapaTa, HO He MeHee 25 HITYK);

T) IS IEKapCTBEHHOTO TIperapaTa MHOCTPaHHOTO IIPOM3BO/ICTBA, ITepBUYHAS U (MJIM) BTOPUYHAS YITaKOBKa
KOTOPOTO OCYIIeCTBIISIeTCS WK TJIaHUPYeTCs OCYIeCTBASIThbCS B Poccuiickoii Demepaiivn, nepskatesiemMm
MY BJIaJIe/IblIEM PErucTPalOHHOIO YI0CTOBEepeHMS IeKapCTBEHHOrO Ipernapara (YIIoJTHOMOYEeHHBIM UM
JIUIIOM) TIpU TIepeperucTpaluy B Caydassx, IpeayCMOTPEHHBIX TYHKTOM 34 HacTosmux [TpaBwt:

KOITMM TOBapHBIX HAK/IaJHBIX Ha KOHKPETHBIN JTeKapCTBEHHBIN Mperapar, 3a COOTBETCTBYIOLIMIT OTUETHBIA
Mepuo, orpe/ie/ieHHbI B COOTBETCTBUM C ITYHKTOM 37 HacTosmux [TpaBuit (ripecTaBiaeHne BCex
TOBapHbIX HAKIAHbIX HEOOXOAMMO, €C/IM KOJMYECTBO OTTPY30K 110 JIeKapCTBEHHOMY ITperapary He
MpeBbIIIaeT 25 MTYK, a 10 JIeKapCTBEHHBIM ITperapaTam, o KOTOPbIM KOJMYECTBO OTIPY30K MTPEBBINIAET
25 MITYK, HEO6XOAMMO MPeACTaBUTh KO TOBAPHBIX HAK/IAAHBIX C HAMOOJBIIVM YIeTbHOM BECOM B
o6beMe peanym3alyy KOHKPETHOTO JIeKapCTBEHHOTO Tperapara, Ho He MeHee 25 IITYK);

cBefieHMsI (110 BbIOOPY AepskaTess UM Bilafiesblia PerucTPalMOHHOTO YI0CTOBEPEHMS IeKapCTBEHHOTO
npemnapara (ynoJHOMOYE€HHOTO UM JINIA), TOATBEPKAAIOLIME OTITYCKHbIE LIeHbI TPOU3BOAUTES Ha
JeKapCTBEHHbIN MpenapaT B MHOCTPAHHBIX TOCYapCTBax, yKa3aHHBIX B puaokeHun N 2 K meToguke (Ha
O6yMaskHOM HOCUTeJIe C TIepeBOIOM Ha PYCCKMUIA SI3bIK);

I) AJ1sI IeKapCTBEHHOTO MperapaTa MHOCTPAaHHOTO IMPOM3BOACTBA IIPY IMepeperncTpauym B Caydasx,



MnpeayCMOTPEHHBIX ITYHKTOM 34 HaCTOAIINX HpaBI/IlI:

KOITMM TaMOKEHHBIX AeKIapaluii Ha MOCTaBKy KOHKPETHOTO JIeKapCTBEHHOTO Ipernapara 3a
COOTBETCTBYIONIMIT OTYETHBIN IMEPUOJ, OTIpeie/IeHHbIV B COOTBETCTBMM C ITYHKTOM 37 HacTosIuX [IpaBui
(pencTaBiieHNe BCeX TAMOXKEHHBIX JeKIapanyii He06X0JMMO, eC/Ix KOTMYECTBO TaMOKEHHbBIX
IeKiapanuii mo JjeKapcTBeHHOMY ITperapary He MpeBbIliaeT 25 MTyK, a 1o JJeKapCTBeHHbIM ITperaparam,
10 KOTOPBIM KOJIMUECTBO TaMOXXEHHBIX JIeK/Iapaliyii peBbIlIaeT 25 MTyK, HE0OXOAMMO ITPeICTaBUTD
KOIYM TaMOKeHHBIX IeKJIapaluii ¢ HaubOobIIMM yIeJIbHOM BeCOM B 00beMe peain3alyuy KOHKPEeTHOTO
JIeKapCTBEHHOTO Iperapara, Ho He MeHee 25 MITYK);

cBeZieHMsI (110 BbIOGOPY AepskaTess UM Biafleblia perucTPalMOHHOTO YIOCTOBEpeH S IeKapCTBEHHOTO
npemnapara (yIoJTHOMOYE€HHOTO UM JINIA), TOATBEPKAAIOLIME OTITYCKHbIE LIeHbI TPOU3BOAUTES Ha
JeKapCTBEHHbIN MpenapaT B MHOCTPAHHBIX TOCYapCTBax, yKa3aHHbIX B puaokeHuu N 2 K meToguke (Ha
O6yMaskHOM HOCKTeJIe C TIepeBOIOM Ha PYCCKUIL SI3bIK).

36. [Ipu niepepeructpaium npeaeabHbIX OTITYCKHbBIX II€H Ha JIEKAPCTBEHHbIE TIPernaparTsl MPOU3BOAUTEIS
rocyzapcTsa - yjieHa EBpa3miickoro 5SKOHOMMUYeCKOro Cox3a B CIyJdasx, pesycCMOTPEeHHbIX IMOAITYHKTaMU
"a" - "B" myHKTa 32 HacTosimux [IpaBui, mpeneabHbIii YypOBEHb PEHTA0ETbHOCTY HEe MOXET IPeBbIIaTh 30
MPOLEHTOB.

37. Ilpu nniepeperucrpanuu rpeneibHOM OTITYCKHO LeHbl [TPOM3BOAUTEIS Ha JIEKAaPCTBEHHBIN Iperapar B
KaueCTBe OTYETHOTO Iepuoaa MIPUHMUMAETCS TIePUO, UCTEKIINIA CO THS IPUHSITUS PELIeHUS O
roCyIapCTBEHHO perucTpamuu (IocjieIHeli epeperucTpainm, oosisaTebHoi mepepeructpaiyy B 2019 -
2020 ropax) rpeaebHOM OTITYCKHOJ I1eHbl Ha JIeHb oAa4yyu B MMHUCTEPCTBO 31paBOOXPaHEHUS
Poccuiickoit @enepaiiyy 3asiBeHNS O IepeperucTparin.

38. Ha ocHOBaHMM 3asIBJIeHUS O IIepeperncTpanum, npeacTaBIeHHOro AepykaTteaeM UIN BiiaJenblieM
pPErucTpalMOHHOr0 yA0CTOBEpEeHMS JIeKapCTBEHHOTO mpernapara (yIoJHOMOYEHHOTO MM JIUIIA) B LIeJIsIX
CHVKeHMS LIeHbI Ha JIeKapCTBEHHBIN Ipernapart, MMHUCTEPCTBO 3a4paBooxpaHeHus Poccuiickoilt @enepaunmn
paccMaTpuBaeT BOMPOC O MPUHSITUM PellleHUs O CHYKEHUY 3aperMcTpMPOBAHHO MIpeie/IbHOM OTITYCKHO
LleHbI TPOM3BOAMUTEISI HA JIEKAPCTBEHHBI Mperapar. 3asiBjieHue O mepeperucTpalum B [e/siX CHVOKeHUS
IIeHbI Ha JIeKapCTBEHHBI MTperapaT MOXKeT ObITh ITPeICTaB/IeHO COBMECTHO C 3asiBJIeHMeM O BHECEHUU
M3MEHEHMI1 B PeeCTPOBYIO 3alMCh O FOCYAapCTBEHHONM perncTpauumn npeneabHo OTITYCKHOM LeHbl
MPOU3BOANUTEJIS HA JIeKapCTBEHHBIV MpernapaT B COOTBETCTBUM ITYHKTOM 7 [IpaBuii BegeHUs
roCyJapCTBEHHOTO peecTpa nmpeeabHbIX OTITYCKHBIX IIeH ITPOU3BOAMTe el Ha JiIeKapCTBEHHbIEe ITpernaparhl,
BKJIIOUEHHBIE B IlepeveHb KM3HEHHO HeOOXOAVMbIX M BaXKHEMIINMX JIeKapCTBEHHbIX MTPernapaTos,
yTBepXAeHHbBIX TTocTaHOBIeHMeM [IpaBuTenbcTBa Poccuiickoit @emeparinu ot 29 oktsiops 2010 1. N 865 "O
roCygapCTBEHHOM peryJiMpOBaHUM 1I€H Ha JIeKapCTBEHHbIE MpernapaThl, BKIOUYEHHbIE B [IepeYeHb
SKM3HEHHO HeOOXOAMMBIX ¥ BaXKHEMIIMX JIEKAPCTBEHHBIX ITPeIapaToB”.

38(1). IIpy HanMuMM B OTHOIIIEHMM OJHOTO JIEKAPCTBEHHOTIO Mpenapara peieHnuss MuHucTepcTaa
30paBooxpaHeHus Poccuiickoin @emepanuu o nepeperucTpanum 3apermcTpupoBaHHONM IpeaeibHOM
OTITYCKHOJ LIeHbI [IPOM3BOAUTEIS Ha JIeKaPCTBEHHBII IIperapar B COOTBETCTBUM C MYHKTOM 30 HaCTOSIIUX
[TpaBw1 1160 B COOTBETCTBMM C ITyHKTOM 38 HacTosmux [IpaBui u permeHus MuHuCTepCTBa
3apaBooxpaHeHnus Poccuiickoit @enmepanym 06 obs3aTenbHoI nepepeructpanyu B 2019 - 2020 rogax
MpefieIbHOM OTITYCKHO 11€HbI TPOM3BOAUTESI B COOTBETCTBUM ¢ [IpaBuiamu 06s13aTeabHO
nepeperucrpanuu B 2019 - 2020 rogax 3aperMcTpUpoOBaHHBIX ITPeeIbHbIX OTITYCKHBIX LIeH
MpOM3BOINTEIel Ha JIeKapCTBEeHHbIe TTperapaThl, BKIOUEeHHbIe B IlepeueHb KM3HEHHO He0OXOAMMbIX U
BaKHENIIMX JIeKapCTBEHHbBIX MPernapaToB, YTBEPXKIAEHHbIMMU ITOCTaHOBJIeHeM [IpaBuTenbcTBa Poccniickoin
®eneparym ot 29 okTsi6pst 2010 . N 865 "O rocymapcTBEHHOM PEryJIMpOBaHUM IIeH Ha JIeKapCTBeHHbIe
Mpernaparbl, BKIIOUEHHbIE B IepevyeHb KM3HEHHO HeOOXO0IMMbIX M BasKHEMIINX JIeKapCTBEeHHbIX
rpernapaTroB”, IpMMeHEeHUIO MOJIJIEKUT 1ieHa, TepeperMcTpUpPOBaHHasl B COOTBETCTBMM € TyHKTOM 30 1160
MYHKTOM 38 HacTosAwux [IpaBui.

39. l'ocygapcTBeHHAST perMCTpalms U nmepepermcTpanys mpeaeabHbIX OTITYCKHBIX IIeH MPOU3BOAUTEeN Ha
JleKapCTBEeHHbIe TTperapaThbl OCYIeCTBIIsIeTCs 6eCIyIaTHO.



40. ®enepanbHasi aHTMMOHOIIO/NbHAS CJTy’k0a B MMCbMEHHO hopMe YBeJOMJISIET AepsKaTess Uu
BJIa/ieJIbIIa PETrMCTPAIMOHHOIO YI0CTOBEPEHMS IeKAPCTBEHHOTO Tperapara 0 He0OX0AMMOCTHY U3MeHeHUs
3aperuCcTPUPOBAHHOI IIPefe/IbHOM OTITYCKHOI LleHbl [IPOM3BOAMUTEIS Ha JIeKapCTBEHHBII IIperapar, ecin
MocJie TOCyAapCTBEHHOM perucTpanum (nepeperucTpaiim) npeaeabHO OTIYCKHON! LeHbI IIPOM3BOAUTE IS
Ha JIeKapCTBEeHHbII IIpernapaTr yCTaHOBJIEHO, UTO AepykaTeleM WY BaaJe/blieM PerMcTpalyiOHHOTO
yIIOCTOBEpeHMS JIeKapPCTBEHHOTO Mpernapara (YIoJTHOMOUEeHHBIM MM JIMIIOM) ObUTH TIPeICTaBIeHbI
He[0CTOBepHbIe CBeeHM, ITOBIMSIBIINE Ha Pe3yJ/IbTaT paHee IIPUHIATOrO pelleH!s O COIJIaCOBaHUNU
rpeJie/IbHO OTITYCKHO 11eHbl TPOM3BOAMUTES Ha JIeKapCTBeHHbBIN mperapatT U (Uan) He Obuiu
Mpe/iCTaBjIeHbl CBeJleHNsl, TOBIMSIBILME Ha Pe3y/bTaT TAKOTO pelieHus], C IIpelocTaBieHeM 060CHOBaHNS
TaKOI'0 BbIBOZA.

Hdepskatenb WK Blagesiel, perucTPaluMOHHOrO Y4,0CTOBEpeHMS JIEKAPCTBEHHOIO Mperapara
(YIIOJTHOMOUYEHHO€ UM JIUIIO) TIPUBOIAT 3aPEeruCTPUPOBAHHYIO MIpeebHYIO OTITYCKHYIO 1IEHY B
COOTBETCTBME C II€HOM, paCCUMTAHHONM B COOTBETCTBUM C HacTosuMu [IpaBuiiaMmu M MeTOIUKOM, C yUETOM
nHbopMaIMm, yKa3aHHOI B yBemoMIeHMY PegepasbHO aHTMMOHOIIOAbHOM CITY>KObI, MM MPEACTAB/SIOT
MOTMBMPOBAHHOE NOKYMEHT/IbHOE IOATBEPKAEeHe pacueTa yKa3aHHOM LieHbI.

depnepanbHasi aHTMMOHOIIO/bHAS CTY)X6a OTMEHSIeT pelileHKe O COTIaCOBaHMM IIpeieIbHO OTITyCKHOM
LIeHbI IIPOM3BOAMTEIIS HA JIeKADCTBEHHDIN IIpernapar B cjlyyae HellpUBeJeHNs epskaTeeM Ui
BJIaJle/IbLIeM PeruCTPaLMOHHOIO YIOCTOBEepeHs JIeKapCTBEHHOTO Ipernapara (YII0JJHOMOYeHHbIM UM
JIUIIOM) 3aperCTPUPOBAHHOI NpeebHO OTIIYCKHOM [JeHbl B COOTBETCTBME C HacToAMMHY [IpaBunamu u
METOJMKOI ¢ yueToM MHbOpMaI K, yKa3aHHO B yBegoMIeHur DeiepaibHOI aHTMMOHOTIOAbHOI
CJTy>KObI, UM HeTlpeJCTaBIeHNsI MOTMBMPOBAHHOTO JOKYMEHTA/IbHOTO MTOATBEPXKIeHUs pacueTa
YKa3aHHOJ LieHbl B TeueH)e OJHOr0 Mecs1ia Co JHS IoJydeHus yBegomiaeHus OenepanibHoi
AQHTMMOHOTIOBHOI CITYKO07A.

41. MMHUCTEpCTBO 3paBooxpaHeHus Poccuiickoi @enepanyy OTMEHSIET pellleHe O TOCYAapCTBEHHOM
perucTpauuy Uiu rnepeperucTpanyy npeaejibHo OTITYCKHOV LieHbl IPOU3BOANUTEISI Ha JIeKapCTBeHHbIN
rpenapar B cJiy4yae, eCu Iocjie MPUHITUS TAKOTO pPellleHUs] yCTaHOBJIEHO, YTO JepykaTesleM N
BJIa[le/IblIEM PETUCTPALIMOHHOTO yIOCTOBEepEeHMS JIEKapCTBEHHOTO TMpemnapara (YIIoJJHOMOYEeHHbBIM UM
JIU1IOM) OB TIpeICTaBIeHbl HeJIOCTOBEPHbIE CBeeHMS, TTOBAMSBIIME Ha pPe3y/IbTaT IPUHSITOTO
MMHMCTEPCTBOM pellleHNs], a Takke B ciaydae, ecinu PefepanbHasi aHTMMOHOIOJbHAS CTY>K6a OTMeHMIa
peleHye O COIIaCOBaHUM TpeeIbHONM OTITYCKHOM 1IeHbl TPOM3BOAUTEIS Ha IeKapCTBEHHBIN IIpernapar Ha
ocHoBaHMM MyHKTOB 40 1 45 HacTosuuMx [IpaBui, 1 UCKIIOUAET B YKa3aHHBIX CydasixX
3aperucTPUPOBAHHYIO (TI€PePEruCTPUPOBAHHYIO) MMPee/IbHYI0 OTIIYCKHYIO LIEHY IIPOU3BOAUTENS Ha
JIeKapCTBEHHBIN TperaparT U3 rocyJapCTBEHHOTO peecTpa.

42. [lepskaTesib WX BiIafesel] perucTpalMOHHOTO YA0CTOBepeHMsI IeKapCTBEHHOTO ITperapara
(YTIOJTHOMOYEHHOE MM JIUII0) 00sI3aH MPeICTaBUTh 3asiBJIeHME O TTepeperucTpaluy B CTOPOHY CHYKEHUS
MIPY HACTYTUIEHUM CJIeIYIOIIMX CTyYaeB:

a) ecJiM B pe3yabTaTe CHMUKeHMSI TPOU3BOAUTEIEM OTITYCKHOJ 11eHbl B MHOCTPaHHOI BaJl0Te Ha YKa3aHHbIN
JIeKapCTBEHHbIN TperapaT B MHOCTPAHHbIX TOCYAapCTBax, YKa3aHHBIX B IpwiokeHuu N 2 K MeToauKe,
OTITyCKHAas 1leHa IPOMU3BOANUTEJISI Ha JIeKapCTBEHHBIN IpernapaT B py6sIsix, pacCuMTaHHAasi B COOTBETCTBUM C
METOIMKO (C y4ETOM pPacxoJ0B Ha TaMOXXeHHOe 0hopMIeHNe), HISKe 3aperucTPUPOBAHHOI ITpeae/ibHO
OTITYCKHOJ LIeHbl TIPOM3BOAMUTEISI HA YKa3aHHbII JIeKapCTBEHHbIN IIpenapar, - B TeueHue 30 KaJeHIapHbIX
IIHel co HS, KOTAa pellleHe O CHMKeHUY 1IeH YIIOJTHOMOYEHHBIX OPTaHOB B MHOCTPAHHBIX TOCYyAapPCTBAX,
YKa3aHHbBIX B IpwioxXeHuu N 2 K MeTOJIMKe, BCTYIIUJIO B CUJTY;

0) ecsiu MpeiesibHas OTITYCKHAS 1leHa Ha BOCIIPOM3BeIeHHbIN, 6110aHAIOTOBbIN (6MOMOI00HbII)
JeKapCTBEHHbI Mpenapar Bblllle TpeeabHOl OTITyCKHO 1leHbl Ha COOTBETCTBYIONINI pedepeH THbIN
JIeKapCTBEHHBIN Tperapar B CBSI3U CO CHVOKEHMEeM, IPeyCMOTPEHHBIM ITOAITYHKTOM "a" HaCTOSIEero
IIYHKTA, - B TeyeHye 30 KaJeHJapHbIX THe CO SHS NPUHATUS pellleHUs O IlepeperucTpanyy B CTOPOHY
CHUKEHUS 3aperCcTPMPOBAHHOI MpefleIbHON OTITYCKHOJ 1IeHbl IPOM3BOAUTENSI Ha pepepeHTHbIN

JIeKapCTBEeHHBIN IIperapar;



B) €CJIM 3aperMCTpUpOBaHHAas IpeliesibHasl OTIIYCKHAs LjeHa Ha [1epBblil BOCIIPOU3BeAeHHbI,
61o0aHaIoroBbIit (6110TI0I00HBIN) JIeKaPCTBEHHBII ITperapaT MHOCTPAHHOTO ITPOM3BO/ICTBA, B TOM UMC/Ie
TepBUYHAS U (MJIM) BTOPUYHAS YIIAKOBKA KOTOPOTO OCYLIECTBJISIETCS WIN IIJIAaHUPYETCS OCYLIEeCTBISITHCS B
Poccuiickoit @enepaiiviu, Bbillle Mpeae/ibHOM OTITYCKHOV 1IeHbl MPOU3BOAUTENISI, pACCYMTAHHON C YUEeTOM
MoHMXKaroIero koagduuneHTa, ykazaHHOro B puaoskeHnu N 9 K MeToMKe, TI0C/Ie TOCyJapCTBEeHHOM
perucTpauuy rpeneabHOM OTITYCKHO LeHbl IPOM3BOAUTEISI Ha BTOPOJ BOCIIPOM3BeIeHHbIIA,
610aHaIoroBbIi (6MOTI0I00HBI) JIeKapCTBEHHbIV MpernapaT, COBIAAA0NIMii 10 MEXIYHAPOJHOMY
HeNaTeHTOBAaHHOMY HaMEeHOBAaHMIO (MIPU €r0 OTCYTCTBUM - TPYNIIMPOBOYHOMY MJIY XUMUUECKOMY
HaXMeHOBaHUIO), IeKapCTBeHHO GpopMe 1 103UPOBKe, - B TeueHMe 30 KaseHJapHbIX JHe CO THS
TIPUHSATUS pelieHys O TOCYAapCTBEHHOM perucrpauum rpeaeabHoM OTIYCKHOM LeHbl IPOU3BOAUTEIS Ha
BTOPOJi BOCITPOM3BEeeHHbIN, 6110aHATIOTOBbIN (6M0IOI00HBI) JIeKapCTBEHHbIN Mperapar;

T) eCc/iy 3apernCTpUpOBaHHas MpeeabHas OTIIYCKHAs [ieHa Ha IepBbIii BOCIIPOU3BEeeHHbIA,
06110aHaJIOTOBbIN (6MOTI0I06GHBIN) JIEKAPCTBEHHBIN MTperapaT MpPOU3BOAUTEISI rOCyIapCcTBa - WieHa
EBpa3niickoro 5KOHOMMYECKOT0 COK03a BhIIIIE MPeie/IbHOM OTITYCKHO IeHbI ITPOM3BOANTEISI TOCYAapCTBa -
yieHa EBpa3uiickoro 5KOHOMMYECKOT0 CO103a, pacCYMTAHHOI C yUeTOM MOHMKawIero koadduiimeHTa,
YKa3aHHOTrO B npwioxkeHuu N 9 K MeToMKe, IMocJie TOCyAapCTBEHHON perucTpanum rnpemeibHoin
OTITYCKHOJ IIeHbI Ha BTOPOI1 BOCIIPOM3BeIeHHbII, 0110aHaIOTOBbIN (0M0TI0A00HBINT) JIeKapCTBEHHbBIN
rperiapar Mpou3BOAUTENIS TOCYLapCTBa - WieHa EBpasuiickoro 3KOHOMMYECKOro C003a, COBIIALA0L U 110
MeXIyHapOAHOMY HellaTeHTOBAHHOMY HaMeHOBAHMUIO (IIPU €r0 OTCYTCTBUM - TPYIIIIMPOBOYHOMY MJIN
XMMMUYECKOMY), IeKapCTBEHHO hopMe 1 T03MPOBKe, - B TeueHue 30 KajieHOapHbIX THEM CO THS TPUHSITUS
peleHus O TOCyAapCTBEHHOM perucrpauum rnpeaeabHoi OTITYCKHOM LieHbl IPOM3BOAUTEISI Ha BTOPOM
BOCITPOM3BeIEHHBIN, 6110aHAIOTOBBIN (6MOTIOJOOHBIN) TeKAPCTBEHHBIN ITperapaT Mpou3BOAUTES
rocynapcTBa - wieHa EBpasuiickoro SkoHOMMUUYECKOro CO3a.

43. Ilepepeructpanus 3aperuCTpMpPOBAHHON ITpeAe/IbHOV OTITYCKHO 11eHbl BOCIIPOU3BENEHHOTO,
6110aHaI0roBOro0 (6MMOMOT0OHOTO0) TeKAPCTBEHHOTO ITpernapaTa B CTOPOHY CHMKEHMS B CTyYasX,
NpenyCMOTPEHHBIX MOAIIYHKTaMM "B" U "T" ITyHKTa 42 HacTosuux [IpaBuii, OCylleCTBISETCS, eC/IM B paMKax
MeXIYHapOJHOI'0 HellaTeHTOBAaHHOTO HaMMeHOBaHMs (TP ero OTCYTCTBUM - IPYIIIIMPOBOYHOIO UIIN
XMMMYECKOTO HauMeHOBaHMSI) U JieKapCTBeHHO (hopMbl 3aperncTpupoBaHa mpejiesibHasi OTITyCKHAs IleHa

MPOM3BOJNUTEISI HA COOTBETCTBYIONIMI pedepeHTHbIN JIeKapCTBEeHHBIN ITpernapar.

44. B ciiyyae nepeperucTpanuyy 3aperucTpUpOBaHHOM Ipefe/IbHOM OTIIYCKHO 1LleHbl IPOM3BOANUTES B
CTOPOHY CHVKEHMSI Ha OCHOBaHMY 3asIBJIeHVs iepyKaTesIsl WY BiaJelblia PerucTpaniOHHOro
YA0CTOBEepEeHNS JIeKapCTBEHHOTrO Iperapara (yIioJIJHOMOYeHHOTO UM JI1a), IIPeiCTaBJIeHHOTO B
COOTBETCTBUM C ITyHKTOM 42 HacTosux [IpaBuil, 11eHa Ha TaKoil JieKapCTBEHHbIN ITperapaT He MOXXeT
ObITh 3a5IBJIEHA B TeUeHMe KaJIeHAAPHOTO rofja Ha TiepeperucTpannio B CTOPOHY YBeJIMUEHMS B
COOTBETCTBUM C MyHKTaMu 32 u 34 HacTtoswux [Ipasui.

45. degepasnbHass aHTMMOHOIIOJIbHAS CTY>kK0a B MMCbMEHHO popMe YBeIOMIISIET IepsKaTesIs UK
BJIaZle/IbLia PErMCTPaLMOHHOIO YA0CTOBEPEeHNS J1eKapCTBEHHOTO IIpenapara (YyIIOJTHOMOYEeHHOe UM JIULLO) O
HEeoOXOIMMOCTH IepeperucTpaly 3aperucTpUPOBAHHON Ipeae/bHOM OTITYCKHO LIeHbI Ha
JIeKapCTBEHHBIN TperapaT B CTOPOHY CHMKEHMS, eC/IM AepsKaTellb UK Biajesel PerucTpaluOHHOTO

YA, 0CTOBepeHMs JIeKapCTBEHHOTO IIpenapara (yIIoJIHOMOUYEHHOe MM JINLIO) He IIpeCTaBUI 3asBlIeHNe O
repeperucTpanuy B CTOPOHY CHMKEHMS B COOTBETCTBUM C ITYHKTOM 42 HacTosmux [IpaBuit.

HepskaTesb Uiy Biaazesiel, perncTpauMOHHOr0 yA0CTOBepEeHNs JIeKapCTBeHHOIO IIperapara
(YIIOJITHOMOUEeHHOe UM Jn1I0) B TeueHune 20 pabounx gHei moce monyyeHus ysegomieHus GenepanbHoii
AHTMMOHOTIOJIBHO CJTYKObI MPUBOAUT 3aPerCTPUPOBAHHYIO MTpeiebHYI0 OTITYCKHYIO LIeHY B
COOTBETCTBME C 1IeHOM, pPaCCYUUTAHHOM B COOTBETCTBMUM C HACTOAILMMY [IpaBuiaMu 1 MeTOIUKOA, C yUeTOM
mHpopmaiuu, ykazaHHOM B yBegomaeHy enepaabHOM aHTUMOHOIIOIbHOM CTY>KOBI.

CDe,H,epaI[bHaH dHTMMOHOIIOJ/JIbHAsA cny>1<6a B TeueHue 5 pa6oq1/lx ,ILHe];'I Imociie uctTeyeHms Cpoka, YyKasaHHOTO
B 863{:11_[(3 BTOPOM HaACTOAIIErO ITYHKTA, OTMEHSET pelleHMe O COIJIaCOBaHUM npe,ueanof/’I OTHYCKHOVI HeHbI
MMpOMU3BOOUTEIISI HA HeKapCTBeHHbIﬁ[ IIperapar B CJiydae HeIIpMBeAeHNI OJep>XKaTeJIeM UJIN BJIade/JIbleM



perucTpauOHHOr0 yA0CTOBepeH s JIeKapCTBEHHOrO Ipernapara (yIIoJIHOMOUYEeHHbIM UM JIULIOM)
3aperucTpMUpOBAHHOM ITpeLie/IbHOM OTITYCKHOM LIeHbl B COOTBETCTBMeE ¢ HacToswumu [Ipasunamu u
MEeTOJIMKOI ¢ yueToM MHbOpPMaI K, yKa3aHHO B yBegoMieHur DelepaibHOI aHTMMOHOTIOIbHOIA

CJ'IY7K6IJI, B TeUeHle OJHOI'o MecCdlla CO OHA ITOJTydYeHMsI YBeJOMJIEHI CDenepaanoﬁ aHTUMOHOIIOJIbHOM

CJTY3KOBI.

[Tpunoxkenne N 1
K [IpaBuiiam rocygapCcTBeHHOV perucTpanumn
U IiepeperucTpauum yCTaHaBAMBaEMbIX
MIPOU3BOAUTENSIMU JIEKaPCTBEHHBIX
IIpernapaToB Mpeie/IbHbIX OTITYCKHBIX 1leH
Ha JIeKapCTBEeHHbIe TIpernaparsl,
BKJIFOUEHHbIE B [IepevyeHb KU3HEHHO
HEOOXOIMMBIX M BasKHEMIIINUX
JIeKapCTBEHHBIX IIperaparos

(popma)
3AABNIEHUE
0 rocy4apCTBEHHOW perncTpaunmn npenenbHbiX OTMYCKHbIX LEeH
npou3BoanTENEN Ha NeKapCTBEHHbIE NpenapaThbl, BKJAOYEHHbIE
B NepeyeHb XNU3HEHHO HEOBXO0AMMbIX N BaXKHENLLNX
NleKapCTBEHHbIX NpenapaTos
3aaBuTenb
(HanMeHOBaHMe, NOYTOBLIN aApec, aApec 3N1eKTPOHHOM NOYThl)
HepxaTens wnnun Bhagenel perncTtpayuoHHOro yaoCcToBepeHUs JIeKapCTBEHHOro
npenapaTa
(HanmeHoBaHMe, NOYTOBLIN afApec, agpec 3/IEKTPOHHOM MOYThI)
N | Craguga IIpousBogutens | Aapec | CtpaHa | Iast pOCCUACKUX HaumeHnoBaHue Per
II/TI | TPOM3BOACTBA | (HaMMeHOBaHMeE) IOPUANYECKUX JINII, - PerMcTPUPYIOIIETO | HOM
UIeHTUGUKALVOHHBIN | opraHa
HOMep
HaJIOTOIJIaTe IbII KA,
OJIsI MTHOCTPAaHHbBIX
IOpUANYECKUX JTULT -
KOZ,
HaJIOTOIJIaTe IbIIMKa
B CTpaHe perucTpauumn
(MHKOpHIOpauun) Uin
ero a”HaJior
N | Homep MexnyHaponHoe | Toprosoe JlexapcTBeHHas | Obuiee koamuecTBo | I1p
II/TI | pErUCTPALIMOHHOTIO | HeMaTeHTOBaHHOe, | HaMMeHOBaHue | popMa, BO BTOPUYHOI OT:
YIOCTOBEpeHus 170178 JO3UPOBKa, (moTpe6uTeBCKOI) | IIp
TPYIIMPOBOYHOE, KOMIIIEKTHOCTbD | yTIaKOBKeE 3a
WM XUMMUYECcKoe <HES I10
HayMeHOBaHye yI
<E> oe:




1 2 3 4 5 6 7
VII0IHOMOUYEeHHOe
JINLI0
(b.n.0.) (IOJKHOCTD) (TTOITINCB)
M.IL. (mpu Hammumn)
KoHTakTHBIE Anpec 371eKTPOHHOM
Tesie(OHbI TTOYTHI

<*> B ci1yyae OTCYTCTBUSI MEKIYHAPOIHOrO HEeITaTeHTOBAHHOTO HayIMEHOBAHMsSI B PeTUCTPALIMOHHOM
yIOCTOBEPEHMM JIEKAPCTBEHHOTO IMperapaTa yKa3bIBaeTcsl Ha¥MeHOBaHMe JIeKapCTBEHHOTO TTperapara,
MpeayCMOTPEHHOE TIepeYHEeM JKU3HEHHO HEOOXOAMMbIX M BasKHEIMIINX JIEKapCTBEHHBIX IIPerapaTos.

<**> B ciyvasix, mpegycCMOTPeHHbIX TyHKTOM 25 [TpaBuii rocyapCTBeHHO perucTpaiun u
repeperucTpanuu rpeneyibHbIX OTITYCKHBIX LIEH [IPOU3BOAUTEIEN HA IeKapCTBEHHbIE IIperaparsl,
BKJIIOUEHHBIE B IIepeveHb KM3HEHHO HeOOXOAMMBbIX M BaXKHEMIINMX JIeKapCTBEHHbIX IIPerapaTos,
YTBepKAEHHBIX TTocTaHOBIeHMeM [IpaBuTenbeTBa Pocenitckoit @emepariny ot 29 oktss6ps 2010 1. N 865 "O
roCcyJapCTBEHHOM peryJiMpOBaHMM 1ieH Ha JieKapCTBeHHbIe MpernapaThl, BKIIOUEeHHbIe B TepeyeHb
SKM3HEHHO HeOOXOIVIMbIX M BaXKHEMIINMX JIeKapCTBEHHBIX IIPernapaToB”, JOMOTHUTENIbHO YKa3bIBAETCS
(dbopMa BbITTyCKa JIeKAPCTBEHHOTO Mperapara, ¢ y4eToOM KOTOpOi pacCUMThIBAeTCs IpeaeabHast OTITyCKHAsI
IIleHa ITPOM3BOIUTEIS 32 MOTPEOUTETHCKYIO YIIAKOBKY JIEKapCTBEHHOIO Ipernapara.

[Tpunoxennue N 2

K [IpaBMIamM rocygapCcTBeHHOI perucTpamnmn
U TIepeperucTpaIuy yCTaHaBIMBaeMbIX
MIPOM3BOIUTEISIMU JIEKAPCTBEHHBIX
TpernapaToB Ipee/IbHbIX OTITYCKHBIX I[eH
Ha JIeKapCTBEeHHbIe ITperaparhl,
BK/TIOUEHHbIE B ITIepevYeHb JKU3HEHHO
He0oO6XOAMMBIX M BasKHEeMIINX
JIeKapCTBEHHBIX ITperapaToB

(bopma)

3AABJIEHUE
0 nepeperncTpaumm npenenbHbiX OTAYCKHbIX LileH Npon3BoauTenei
Ha JleKapCTBEHHble NpenapaThbl, BKJOYEHHbIE B MepeYeHb XXN3HEHHO
HEeob6X0ANMbIX N BaXKHENLLUNX IEKAPCTBEHHbIX NpernapaToB

3aaBuTenb
(HanMeHOBaHMeE, NOYTOBLIN aApec, aApec 3N1EeKTPOHHOM NOYThI)
HepxaTens WM BrRageneu perncTpaynoHHOro yOOCTOBEPEHUSA JIEKAapPCTBEHHOMO
npenapaTa
(HanmeHoBaHWe, NOYTOBLIN aApec, agpec 3/IEKTPOHHOW MOYThI)




N | Craguga IMpoussoautens |Anpec | CtpaHa | st poCCUTCKUX HaumeHnoBaHue Per
I1/T1 | IpOU3BO/ICTBA | (HaMMeHOBaHME) IOpUANYECKUX JIUL] - PETUCTPUPYIOIIETO | HOM
MIeHTU(PUKALMOHHBIN | OpraHa
HOMeEp
HaJIOTOIJIaTe bl UKA,
ILJISI UTHOCTPaHHBIX
IOPULNYECKUX JINL] -
KOJ,
HaJIOTOIJIaTeIbIIMKa
B CTpaHe perucTpanumn
(MHKOpHIOpaLun) Uin
ero aHaJjior
N | Homep MexnyHapogHoe | Toprosoe JlekapcTBeHHas | O6uiee koamuecTBo | I1p
TI/TI | pETUCTPAIMOHHOTO | HeIaTeHTOBaHHOe, | HauMeHOBaHue | hopMa, BO BTOPUYHO OT:
YIOCTOBEepeHus 170178 IO3UPOBKa, (moTpe6uTeBCKOI) | TIp
TPYIIIPOBOYHOE, KOMIIJIEKTHOCTD | yIIaKOBKe 3a
WU XUMUUYECKoe <E> o
HaMMeHOBaHue yII
<HHES oe:
1 2 3 4 5 6 7
VIoIHOMOUYEeHHOe
JIAL0
(b.n.0.) (IOJIKHOCTD) (TTOITINCH)
M.II. (mpu Hammumn)
KoHTakTHBIE Azpec 371eKTPOHHOM
Tesie(OHbI TTOYTHI

<*> B ¢yiyyae OTCYTCTBUSI MEKTYHAPOIHOIO HEITATEHTOBAHHOTO HAMMEHOBAHMSI B PETUCTPALIIOHHOM
yIOCTOBEPEHMM JIEKAPCTBEHHOTO IperapaTa yKa3bIBaeTCsl Ha¥MeHOBaHMe JIeKapCTBEHHOTO TTperapara,
MpeayCMOTPEHHOE TIeEpeYHEM JKU3HEHHO HEOOXOIMMbIX U BasKHEMIINX JIEKapCTBEHHBIX IIPerapaTos.

<**> B ciyvasix, mpegycCMOTPeHHbIX TyHKTOM 25 [TpaBuii rocyjapCTBeHHO perucTpaim u
repeperucTpanuu rpeaeyibHbIX OTITYCKHBIX LIEH [IPOU3BOAUTEEN HA JeKapCTBEHHbIE IIperaparhl,
BK/TIOUEHHbIE B ITIepeveHb JXM3HeHHO HE0OXOAMMBbIX 1 BaKHEMIINX JIeKapCTBEHHBIX ITPerapaTos,
yTBepKAEHHBIX rTocTaHOBIeHMeM [IpaBuTenbcTBa Poccnitckoit @emepariny ot 29 oktss6ps 2010 1. N 865 "O
rOCyJapCTBEHHOM peryJiMpOBaHMM LIeH Ha JiIeKapCTBeHHbIe IIpernapaTsl, BKIOUEeHHbIe B [IepeyeHb
SKM3HEHHO HeOOXOAMMBIX U BaXKHEMIIMX JIeKapCTBEHHBIX MIperapaToB”, NOMOTHUTEIbHO YKa3bIBAeTCS
(dbopMa BbITTyCKa JIeKAPCTBEHHOT'O MTperapara, ¢ y4eTOM KOTOpOi pacCUMThIBaeTCs IpeaeabHast OTITyCKHasI
1[eHa MPOM3BOAUTEJIS 32 MOTPEOUTENHCKYIO YITAKOBKY JIeKapCTBEHHOTO Iperapara.

YTBepKOeHbI
rocTaHoB/ieHueM IIpaBuTebCTBA
Poccuiickoit @enepatiyin



ot 29 okTsa6ps 2010 . N 865

[TPABUJIA
OBSI3ATEJIbHOW IMTEPEPETMICTPALIMUA B 2019 - 2020 TOZIAX
3APETMICTPMPOBAHHBIX IMPEJEJIbHBIX OTITYCKHBIX LIEH ITPOV3BOOUTEEN
HA JIEKAPCTBEHHDBIE ITPEITAPATDI, BKJIIOUEHHBIE B ITEPEYEHD JKM3HEHHO
HEOBXOJIMMbIX Y BAXXHENIIVX JJEKAPCTBEHHBIX ITPETIAPATOB

1. Hacrosiue TIpaBuiia ycTaHaBJIMBAIOT MOPSIIOK ocyinecTBaeHns B 2019 - 2020 rogax o6s13aTesIbHOI
repeperucTpauum 3aperucTpMPOBAHHBIX MMPeAe/bHbIX OTITYCKHBIX LIeH MPOU3BOANTENeN Ha
JeKapCTBeHHbIe MpernapaThl, BK/IIOUeHHbIe B lepeuyeHb KM3HEeHHO He0OXO0AMMBbIX U BaXKHEMIINX
JIeKapCTBEHHBIX IIperaparTos (gajsee COOTBETCTBEHHO - IpeJie/ibHble OTITYCKHbIE LIeHbl, JIeKapCTBeHHbIe
rpernaparsl, 06si3aTebHasK epeperucTpams).

O6s13aTebHas TepeperucTpanys mpeaeabHbIX OTITYCKHBIX IIeH Ha JIeKapCTBEHHbIE MpernapaThbl
OCYIIECTBJISIETCSI C COXpaHEeHMeM I0C/IeJHUX 3aperUCTPUPOBAHHBIX (MIepeperncTPUPOBAHHBIX) MpeaeabHbIX
OTIYCKHBIX I[€H Ha UMMYHOOMOJIOTMYECKYE JIEKaPCTBEHHbIE TTPeIapaThl, TeKapCTBEHHbIE TTPeraparhl,
copepkaliye HapkKOTUUeCKue CpefCTBa U IMCUXOTPOIHbIE BelleCTBa, MPOU3BOACTBA FOCYAAPCTB - YWIEHOB
EBpa3niickoro 9KOHOMMYEeCKOTO CO103a, a Takke Ha JileKapCTBEeHHbIe MperapaThbl B lIEHOBOM CerMeHTe /10
100 py6sieit, He TpeBBIMIAIIINX ITPeaeIbHbIX OTITYCKHBIX II€H, OTIpee/Ie HHbIX C YUeTOM ITOJIOKEHUIA YaCTH
4 cratbu 61 ®epepanbHOro 3akoHa "O6 ob6paleHM JIeKapCTBeHHBIX CPeICTB".

2. 3aperucTpupOBaHHbIE 40 BCTYIUIEHUS B cuiy PefepaibHOro 3akoHa "O BHECEHUU U3SMEHEHUI B
denepasibHbIN 3aKOH "O6 oOpalieHM JIeKapCTBEHHbIX CPeACTB" B YaCTU TOCYAapCTBEHHOTO
peryamMpoBaHus IeH Ha JIeKapCTBEHHbBIE TIpernapaThl, BKIIOUEHHbIE B IIepeUeHb )XM3HEHHO HEOOXOIMMBIX U
BasKHEMIINX JIeKapCTBEHHBIX ITpernapaToB” Mpeje/ibHble OTITYCKHbIE 1IeHbI Ha pedepeHTHbIe
JIeKapCTBEHHbIE ITperapaThl IOJIesKaT 00s13aTe/IbHOI IepeperucTpaluyy Ha OCHOBaHUM 3asIBJIeHUIT
BJIaJIeNIbIIEB WU AepsKaTesieli peruCTPallMOHHBIX YIOCTOBEPEeHMI TaKUX JIEKAPCTBEHHBIX TIPEnapaToB
(YITOJTHOMOYEHHBIX MMM JIUIT), TOAAHHBIX B COOTBETCTBUM C HACTOSIIMMM [IpaBuiamm.

3. MuHKCcTEpCTBO 3apaBooxpaHeHust Poccuiickoit @enmepatiny B Tedenne 10 paboumx gHeN co THS
BCTYIUIEHUSI B CMJTY ITocTaHoBeHus [IpaBuTenbcTBa Poccuiickoit ®emeparium ot 16 mexabpst 2019 . N 1683
"O BHeCeHUM M3MeHeHMI B HeKOTOopbie akThl IIpaBuTenbcTBa Poccuiickoit @emepaiym B 4acTu
rOCyJapCTBEHHOM perucTpauum u rnepeperucTpanum rnpeaeibHbIX OTITYCKHBIX 1IeH Ha JIeKapCTBEHHbIe
Tpernaparhl, BKIIOUEHHbIE B ITIepeveHb KM3HEHHO HeOOX0IMMBbIX M BasKHEMIIMX JIeKapCTBEHHbIX
rpernapaTroB’, pa3MelliaeT Ha CBOeM OpUIIMATbHOM caiiTe B MHQOPMAI[MOHHO-Te/IeKOMMYHMKAIIMOHHOM
cetu "VIHTepHeT" (masee - ceTh "IHTEepHET") 0OpaleHme K BiagelbllaM UK JepsKaTesIssm
pPerucTpaluMOHHbIX YIOCTOBEpeHMIi pepepeHTHBIX JIEKaPCTBEHHBIX MTPEIapaToB (YIIOJHOMOYEHHBIM UMY
JIUIIaM) O HeOOXOAMMOCTH TPeACTaBIeHMS TOKYMEHTOB M MHGOPMAIUK, ITPeAYyCMOTPEHHBIX HACTOSIIIMMMU
[TpaBumamu.

4. [lepskaTeib UK BlIaJieJiel] PeTUCTPALIMOHHOTO YA0CTOBepeHMs pedepeHTHOrO JIeKapCTBEHHOTO
npernapara (YIoJHOMOYEHHOEe MM JINII0) B TeueHue 40 paboumx qHei O JHS BCTYILJIEHUS B CUTY
rnmocraHosneHus [IpaBuTtenbcTBa Poccuiickoin @epepaiiiy, yKa3aHHOTO B ITYHKTe 3 HacTosmux [Ipaui,
npezncrasisieT B MMHMCTEPCTBO 34paBooxpaHeHus Poccuiickoi @enepaium cienyrouye JOKyMeHThI (Ha
OYMa>kHOM HOCKTeEJIE B 2 9K3eMILISIPaxX U B 3JIEKTPOHHOM BHU/IE):

3asBjIeHMe 00 00s3aTenbHOI repepeructpauyu B 2019 - 2020 rogax 3aperucTpupoBaHHON IIpeIeTbHOM
OTITYCKHOJ IIeHbl ITPOM3BOAMUTENS Ha pedepeHTHbIN TIeKapCTBeHHbIN Ipenapat, BKIIOUeHHbIl B IlepeueHb
SKM3HEHHO HeOOXOAMMbIX M BaXKHEMINNX JIEKAPCTBEHHBIX IIPeIapaToB, o popme coriacHO MpuIoskeHnio N
1 (manee - 3as1B/IeHNE);

CBeOeHI O IMIEH3UMNM Ha ITPOM3BOACTBO JIEKAPCTBEHHLIX CPEACTB;
CBeOeHN O PETNMCTPAlMOHHOM YAOCTOBEPEHMM JIEKAPCTBEHHOTI'O ITPEIiapaTa;

pacueT mpefeabHOI OTITYCKHO IeHbI TPOU3BOAMTEIS Ha pedepeHTHbII TeKapCTBeHHbI Mpernapar,



MIpeICTaB/IsIeMOI [J1g 00s13aTeNbHOI nepepeructpauyu B 2019 - 2020 rogax, 1mo ¢opme COrjIacHO
npuioxenuto N 2;

MHGOPMAIMI0 0 MMHMMAbHbBIX OTITYCKHBIX IIeHaX Ha JTeKapCTBEHHbII MpernapaT B MHOCTPAHHbBIX
rocymapcTtBax 1o gopme coryacHo npuiioskenuto N 3. [lepecyerT 1ieHbl B MHOCTPAHHOJ BallOTe Ha
JleKapCTBeHHbIe TIperapaThl B MHOCTPAHHBIX TOCYIAPCTBAX, YKa3aHHBIX B MpuIoKeHUr N 3 K HaCTOSIIUM
[TpaBunam, B py6/Iy OCYyILeCTBIISIETCS 10 CpeHEMY KypCYy COOTBETCTBYIOI el MHOCTPaHHOI BaIIOThI K
py6utio Poccuiickoit ®@enepauyn, yctaHoBieHHoMY LleHTpanbHbIM 6aHKOM Poccuiickoit ®enepanym 3a 2018
ro/I.

HOMOoMHUTE/NbHO Ha 6YM3.)KHOM HOCHUTeJIe IIpeacTaB/IAI0OTCA:

cBeZleHMs (110 BBIOOPY Aep>kaTesisl UK Biafesblia perMCcTPalMOHHOTO yI0CTOBepeH s JIeKapCTBEHHOTO
npernapara (YroJJHOMOYEeHHOT0 UM JIU1IA), [IOATBEPKAAI0IIMe OTIIYCKHbIE [IeHbl TPOU3BOAUTENIS Ha
JIeKapCTBEHHBLIN IperapaT B MHOCTPAHHBIX TOCYAAPCTBAX, YKa3aHHbIX B MPpUI0XKeHUU N 3 K HACTOSIIUM
[TpaBunam (B 2 3K3eMILIsIpax, C IepeBOOM Ha PYCCKUN SI3bIK);

OOKYMEHT, HO,ILTBQP)K,ZL&IOH.LI/IVI IMOJIHOMOYMS YIIOJITHOMOYEHHOTI'O JILIIA.

5. CBepeHus, TIpelycCMOTpeHHbIe TYHKTOM 4 HacTos X [IpaBui, yKa3bIBaloTCSI B COOTBETCTBUM C
IeCTBYIOIIMM Ha ATy IMoJauM 3asiBJI€HMS PerUCTPALlMOHHBIM yI0CTOBEpEHMEM JIEKAPCTBEHHOTO
rperapara.

6. [lepxaTesb uau Biiajesel perucTpalyiOHHOIO yIOCTOBepeHMs JIeKapCTBEHHOTO Ipernapara
(YIIO;THOMOUEHHOEe UM Jin1o) B TeueHue 40 pabounx IHeN co THS BCTYIUIEHUS B CUITY IIOCTAHOBIEHMS
[TpaBuTenbcTBa Poccuiickoit @eepaiiny, yka3aHHOTO B MYyHKTe 3 HacTosmux [IpaBui, 06s13aH yKa3aThb B
JMYHOM KabuHeTe 3asiBUTeJIS Ha TIopTaJie 10 BeJleHMIO FOCyIapCTBEHHOTO peecTpa JieKapCTBEHHBIX CPeJICTB
peecTpoOBbIe 3alMCH F'OCYLapPCTBEHHOTI0 peecTpa MpefebHbIX OTITYCKHBIX LIeH ITIPOU3BOAUTe el Ha
JleKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIE B TlepeUyeHb KM3HEHHO He0OXO0AVMBbIX U BaXKHEM X
JIeKapCTBEHHBIX IIperapaToB (fajee - peecTp), ojjiexallye UCKIIYEeHNIO U3 peecTpa, coaepskaliye Homep
PerucTpauMoOHHOr0 yA0CTOBEpEeHMS JIeKapCTBEHHOIO Ipernapara, HaMMeHOBaHue BJajenbla Win
Jiepskaressl percTpalMOHHOTO Y4 0CTOBepeHys 1eKapCTBEeHHOro IperapaTa, HaMeHOBaH s
MIpOU3BOANTENe (IIPOU3BOACTBEHHbIX IIJIOIAA0K IIPOU3BOAUTEIS), MeXAyHAapO4HOE HellaTeHTOBaHHOoe
HaMMeHOBaHMe (IIpU ero OTCYTCTBUM - XMMMUUYECKOoe VUJIU TPYIIVPOBOYHOE HaMeHOBaHMe), TOProBoe
HauMeHOBaHMe, JeKapCTBeHHYI0 popMy, TO3UPOBKY (KOHIIEHTpal1I0, 00beM, aKTUBHOCTb B e AMHUIIAX
nevicTBust), GopMy BbIITyCKa, KOJIMUYECTBO B IOTPEOUTENBCKON YIIaKOBKE, 3apPerMCTPUPOBAHHYIO
IpefieIbHYIO OTITYCKHYIO LIeHYy C yKa3aHyeM IaThl M HoMepa lpukasza MyHucTepCcTBa 31,paBOOXpaHeHs
Poccuiickoit @enepaiiuy 0 roCyAapCTBEHHON PerucTpaluy Uin repepeructpanum npeaeibHo OTITYCKHOMN
LleHbl U (WIM) 0aThl M HOMepa BBIIIUCKU U3 peecTpa, BbILAHHO BIafesblly WM JepyKaTeslto
perucTpanoOHHOrO0 yA0CTOBepeH s IeKapCTBEHHOrO IIperapara 10 pe3yJabTaTaM BHeCeHM s MUSMeHEeHU B
peecTpoBYIO 3alIUCh peecTpa WM 110 pe3ybTaTaM CHVKeHUS 3aperncTpupOBaHHO Ipee/IbHOM
OTITYCKHOJ LieHbl [IPOM3BOAUTEIIS Ha JIEKaPCTBEHHBI Iperapar, TPUXO0BOM KO, HaHeCeHHbI Ha
BTOPUYHYIO (ITOTPEOUTETHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO TIperapara).

7. IIpu 0b6s13aTeIbHOI IepeperucTpauum mpeaeabHOM OTIYCKHO IeHbl Ha KOHKPETHbIN pedepeHTHbI
JIeKapCTBEHHBI TIpernapar cBeJeHNs 10 BCeM YKa3aHHBIM B PaMKax OJHOTO PErMCTPalyOHHOIO
yIIOCTOBEPEHMS JIEKAPCTBEHHOTO MperapaTa Mpou3BOICTBEHHBIM IUIONIAKaM IIPOU3BOIUTENS U opMaMm
BBIITyCKa JIEKapCTBEHHOTO IperapaTa IpeiCTaB/IsIIOTCSI OJJHOBPEMEHHO.

8. MuHMCTEpCTBO 37paBooXpaHeHust Poccuiickoit @emgepanium B TeueHnne 15 pabounx gHeit co THS
MOJTyYeH NS YKa3aHHbBIX B ITYHKTe 4 HacToSmuX [IpaBui JOKYMEHTOB U CBeeHUI OCYILIeCTBIIsIeT IPOBEPKY
VX TTIOJTHOTBI ¥ HATIPaBJIsieT OAVH 9K3eMILISIP JOKYMEHTOB U cBeeHMi B PefepanbHy0 aHTMMOHOIOIbHYIO
CJTyKOYy MU PUHUMAET pellieHre 06 oTKa3e B 00s13aTeIbHOM TlepeperncTpanyy mpeebHOi OTITYCKHO
1leHbl Ha pedepeHTHbI JIeKapCTBeHHbI ITpernapar.

9. ®enepasibHasl aHTUMOHOTIONbHAS CTY)K6a B TeueHue 70 paboumx AHel cO THS MOJTydyeHUs TOKYMEHTOB U



CBeJIeHM i MPOBOOUT B COOTBETCTBUM C HAacToSIMMM [IpaBuiamMmy 95KOHOMUYECKU I aHaINU3 TpeAe/bHbIX
OTITYCKHBIX 1IeH Ha pedepeHTHbIe JJeKapCTBeHHbIe MperapaThl, IpUHMMAaeT U Halpas/seT B MUHUCTEPCTBO
3npaBooxpaHeHus Poccuiickoin @emepanyun peleHne 0 COrJiaCOBaHUM MpeeIbHOM OTITYCKHOM 1I€HbI WU
00 OoTKase B ee COTJIACOBaHMM C YKa3aHMeM MPUUMH 0TKa3a, MyoauKyeT JaHHbIe O COTJIAaCOBAHHOI IleHe
pedepeHTHOrO IeKapCTBEHHOTO Tpernapara Ha cBoeM opuIIMaaIbHOM caiiTe B ceTu "VIHTepHeT".

10. B csiyuae HEOOXOAMMOCTY YTOUHEHMS CBEIEHNI, COIEPsKAIMXCS B IIPeICTaBIeHHBIX TOKyYMEHTaX, 1
(nnu) ToTydeHUsI IOTIOJTHUTETbHOI Heo0Xoaumoi nHpopmaiu MUHMUCTEPCTBO 34paBOOXpaHEeHMS
Poccuiickoit ®epepaunu u GegepanbHas aHTMMOHOIIO/IbHAS CTYKOa 3aIpaiBaT COOTBETCTBYIOIINE
IOKYMEHTBI ¥ CBeLleHMs B IIopsKe, IpeyCMOTpeHHOM nyHKTaMu 12 u 14 IIpaBui rocysapcTBeHHOM
perucTpauumn 1 nepeperucTpauun npeneabHbIX OTIYCKHBIX [JeH IIPOU3BOAMUTe el Ha JIeKapCTBEeHHbIe
Trpernaparbl, BK/IIOUeHHbIe B TlepeueHb KM3HeHHO He0OX0IMMBbIX M BasKHEM X JIeKapCTBEHHbIX
TpernapaToB, YTBePXKIEeHHbIX ITocTaHoBIeHeM [IpaBuTenbcTBa Poccuiickoit @emepaiiu oT 29 OKTSIOps
2010 1. N 865 "O rocymapCcTBeHHOM peryJMpOBaHMUM 1IeH Ha JleKapCTBEeHHbIe ITperapaThl, BKIIOUeHHbIe B
repevyeHb KM3HEHHO HEOOXOAMMBIX U BasKHEMIIMX JIeKapCTBEHHBIX ITpernapaToB” (masnee - [TpaBuia
perucTpanun).

11. OcHOBaHMSIMM IS OTKa3a B 00s13aTeIbHOM Mepepeructpanyuy MUHUCTEPCTBOM 3[IpaBOOXPaHeHMS
Poccuiickoir ®emepannm rmpeneabHONM OTITYCKHOJ 1IeHbI Ha pedepeHTHbIN JIeKapCTBEHHBIN ITperapar
SIBJISIFOTCSI:

a) OTCYTCTBME B MpeJICTaBA€HHbIX B COOTBETCTBUY C ITyHKTOM 4 HacTOSIIMX [IpaBus1 JOKyMeHTax
CBeJleHUI, peIyCMOTPEeHHbIX HacTosmuMu [IpaBuiamu;

0) HeTlpe/CTaB/IeHNe CBeIeHMI B COOTBETCTBMM € TyHKTamMu 4 1 10 HacTosmmx [IpaBui;

B) penieHne demepanbHON aHTMMOHOIIOIBHO CTY>XObI 06 OTKa3e B COTIACOBAHMM TTPeIeTbHOM OTITYyCKHOM
1IeHbI Ha pedepeHTHBIN JIeKapCTBEHHBIN Mperapar.

12. OcHoBaHusIMM 111 TpuHSATHUSI elepasbHOI aHTVMMOHOIIOJIbHO CJTy3K00¥ pelieHust 00 OTKase B
COIJIaCOBaHUM MpPeie/IbHO OTITYCKHOI LleHbl Ha pedepeHTHbII IeKapCTBEHHbIN Ipernapar SIBASIOTCS :

a) MpeJiCcTaB/IeHe HeJIOCTOBEPHBIX CBEIeHMIA;
0) mpeAcTaB/ieHMe JOKYMEHTOB B HETIOJIHOM 00beMe U (M/111) HEITOJTHOTA CONePsKalMXCsl B HUX CBeIeHMI;
B) HEMpeICTaB/IeHM e CBeIEHMI B COOTBETCTBMM C ITyHKTOM 10 HacTosmux [IpaBui;

r) IpeBblllleHNe TTpeCTaBIeHHO K 00s13aTe/IbHOI TlepeperucTpalu rpeieibHoi OTITYCKHO 11eHbl Ha
pedepeHTHbIN JIeKapCTBEHHBIN MpernaparT Hajl [eHOM, paCCUMTAHHOM B COOTBETCTBUM C HACTOSII MMM
[IpaBunammu.

13. ®enepanbHasi aHTMMOHOTIOMbHAS CJIy>K0a TPy MpOBepKe CBeJle i, TpeCTaBIeHHbIX BaaeablieM UIn
IepskaTeseM perMCcTpPalMOHHOTO YIOCTOBEpeH s JIeKapCTBEHHOTO Mpernapara (YIoJHOMOYEeHHbIM UM
JIMIIOM) B COOTBETCTBUMU C HACTOSIIMMU [IpaBuIamMu, UCTIOIb3YyeT MCTOUHUKHU, COTepKallue [[eHbl Ha
JIleKapCTBEeHHbIe MpernapaThl B MHOCTPAHHBIX TOCYIAPCTBAaX COTJIaCHO MPUIOKeHUIO N 3, COOTBETCTBYIOIIVE
TpeboBaHMSAM, TpeayCMOTPEeHHbIM TYHKTOM 17 IIpaBui perucTpaimmn.

14. MuHuUCTEepCTBO 3ApaBooxpaHeHus Poccuiickoit ®emeparuy NpMHUMAaeT pelieHne 06 06s13aTeTbHOM
riepeperucTpaluy npeaeabHOl OTITYCKHOI IleHbl Ha ped)epeHTHbIN JIeKapCTBEHHbIN ITpenapar B
3aBMCMMOCTHU OT pelleHMs O COIJIaCOBaHMM IpeJe/IbHOM OTITYCKHO LieHbl, IPUHATOro denepaibHOi
AQHTMMOHOTIONBHOI CJTYk0071, OMHOBpEMEHHO C pellleHreM 06 06s13aTeTbHOI TlepeperucTpanumn
MpefieIbHBIX OTITYyCKHBIX II€H Ha BOCIIPOM3BeleHHbIe, 6110aHaIOTOBbIe (6MOMOA00HbIE) JIeKapCTBEHHbBIE
rpernaparbl B 3aBUCMMOCTHM OT pellieHu s, MpuHSITOro ®enepaabHOI aHTUMOHOIIOIBHO CITY>KO01A.

15. MunuctepcTBO 3apaBooxpaHenust Poccuiickoii @emepaiivy B TeueHme 20 pabounx JHEN Co THS
nonyuyeHust peiieHust @enepaabHOV aHTMMOHOIIOIBHO CJIY>KOBI O COTJIACOBAHMM MTPeieibHOM OTITYCKHOT
1L[eHbI ITPOU3BOJUTEIS Ha pedepeHTHbIN 1eKapCTBEeHHbIN ITpenapar HanpasiseT B @eflepaabHyI0



AHTMMOHOTIOJIbHYIO CJTY3KOY B OTHOILIEHMM 3TOTO pedepeHTHOr0 JeKapCTBEeHHOTro Ipernapara 1o COCTOSTHUIO
Ha JeHb MPUHSTUS YKa3aHHOTO pellleHNs epevyeHb 3aperMcTpMpoBaHHbIX B Poccuiickoii ®enepannum
BOCITPOM3BeIeHHbBIX, 6110aHAIOrOBbIX (6MOMOI00HBIX) JIEKAPCTBEHHBIX ITPENapaToB, MpeieIbHbIe
OTITyCKHbIE I[eHbl Ha KOTOPbIe 3aperucTPMUPOBaHbI U BKIIOUEHbI B peecTp, coaepsKalinii Heo6xoaumoe JIJist
MpMMeHeHMs TOHMsKaIero kKoshduiieHTa onucaHue BOCIIPOM3BeIeHHbIX, 0110aHAIOTOBbIX
(61o1oA00HBIX) TEKAPCTBEHHBIX ITPerapaToB (HOMep PErucTPalMOHHOTO YIOCTOBEPEHMS IeKapCTBEHHOTO
rpernapara, HaMMeHOBaHMe BJaJeblia UM JepXKaTellsi PerMCTPalMOHHOTO YIOCTOBEPEeHU S
JIeKapCTBEHHOrO Mpernapara, HauMeHOBaHUS MPOU3BOAUTe el (TPOM3BOACTBEHHBIX IIIOILaI0K
MIPOU3BOANTENS), MEXIYHAPOAHOE HellaTeHTOBAaHHOe HayiMeHOBaHMe (IIPpU er0 OTCYTCTBUM - XMMMUUYECKoe
WU IPYNIIIMPOBOYHOE HaMMMeHOBaHMe), TOPrOBOe HaMMeHOBaHMe, JieKapcTBeHHas ¢opMa, 103MpOBKa
(KOHIIEHTpaLusi, 00beM, aKTUBHOCTD B €IMHUIIAX IeICTBYST), BRIpAKEHHAsI B COOTBETCTBYIONIMX eIMHUIIAX
mu3MepeHusi, Gopma BbIITyCKa, KOJIMYECTBO B IOTPEOUTENbCKO yIIaKOBKe, TTOC/IeIHSIS TpeiebHast
OTITyCKHAas 1]eHa C yKa3aHMeM AaThl M HoOMepa npukaza MMHUCTePCTBa 34paBooxpaHeHns1 Poccuiickoit
depepaliiy 0 peruCTpaluy WIN IepeperucTpauum rnpeaeabHoi OTITYCKHOM LieHbl U (WIK) AAaThl U HOMepa
BBIIICKY U3 peecTpa, BbIAAHHO BilaAesblly UM JepyKaTeo PerucTpalMOHHOTIO YO0CTOBEPEeHMS
JIeKapCTBEHHOTrO Mperapara 1o pe3yabTaTamM BHECEHMS M3MeHEeHUIi B peeCTPOBYIO 3alMCh peecTpa MUin 1o
pe3yJibTaTaM CHMKEHMS 3apeTruCTPUPOBAHHONM MpeAe/ibHOM OTITYCKHO 1IeHbl Ha JIeKaPCTBEHHbIN
rpernapar, ITPUX0BOI KO/, HAaHeCeHHbI Ha BTOPUUHYIO (TOTPEeOUTENTHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO
rperapara), Ha 6yMaskHOM HOCUTeJIe U B 9JIEKTPOHHOM BUie B TabamuHOM popmare.

15(1). B ciyuae ecny Ha JaTy MPUHSITUS YKa3aHHOTO B MyHKTe 15 HacTosimyx [IpaBuit peneHust
depnepanmbHOI aHTUMOHOIIOIBHO CTY3KOBI O COTVIACOBAHUY TTPeie/IbHO OTITYCKHO 1IeHbI TPOU3BOAUTES
Ha pedepeHTHbI JieKapCTBEHHbIN MpernapaT Takoii JJeKapCTBeHHbIl ITpernapaT Kak He OTBeuaroIuii
KpUTepusM, yka3aHHbIM B ITyHKTe 11 cTaThu 4 efepanbHOTO 3aKoHa "O6 0bpaliieHMM JTeKapCTBeHHbIX
CPeJiCTB", He sIBsieTCs pepepeHTHBIM JieKapCTBEHHBIM IIpernapaTom, MUHUCTEPCTBO 34,paBOOXPaHeHMST
Poccniickoit @epepanny yBegoMisieT AepykaTesisl WiIM Biaeblia PeruMcTpaniOHHOIO YIOCTOBEepeHUs
JIeKapCTBEHHOrO Iperapara (YIIOJIHOMOYeHHOe MM JIUL0), IIPeICTaBUBILIEro JOKYMEeHTh], YKa3aHHbIE B
MyHKTe 4 HacTosiux [IpaBuii, 06 aTOM, a Takke 00 OCyleCTBI€HUY B OTHOIIEHUY JaHHOTO
JIeKapCTBEHHOTO IpernapaTa (BOCIIpou3BeeHHOro, 61M0aHaIOTOBOTO (6100 J00HOr0) 00sI13aTeNbHOIN
repeperucTpanum rpeneyibHOi OTITYCKHO 1IeHbl Ha JIeKAPCTBEHHbI IIperapaTr B COOTBETCTBUY C
nyHktamu 15, 39 unu 41 Hactosimux [IpaBuii ¥ BO3BpalljaeT JepskaTeiio Uiu Baae/bily
perucTpauyoOHHOr0 yA0CTOBepeH s JIeKapCTBeHHOrO Ipernapara (yIIoJIHOMOUYeHHOMY UM JIULLY)
Ipe/iCTaBlIeHHbIe JOKYMEHTDI.

15(2). B ciyuae ecii Ha 1 mapTa 2020 r. 1eKapCTBEHHbIN IIpernapaT B COOTBETCTBUM C TPEOOBAHUSIMU
rmyHkTa 11 ctatbu 4 ®egepanbHoro 3akoHa "O6 obpaleHnu JeKapCTBEHHBIX CPEICTB" SIBJISETCS
pedepeHTHBIM JIeKapCTBEHHbIM ITpernapaTomM, MUHUCTEPCTBO 3aApaBooxpaHeHnst Poccuiickoit @emepaniin
HaIlpaBJsieT AepyKaTelli0 WIN BIaJe/blly PeTMCTPAaLMOHHOIO YAOCTOBEepeH s JIeKapCTBEHHOTO Iipernapara
(YTIOTHOMOUYEHHOMY UM JIMIy) YBefoM/IeHe 06 9TOM U 0 HeOOXOAMMOCTH TTpefCTaBIeHNs JOKYMEHTOB,
YKa3aHHBIX B ITYHKTe 4 HacTosuux [IpaBwmi, B Teuenne 10 paboumx JHEN CO THS MOJTYYEHNS YKa3aHHOIO
yBemomieHMss MUHMCTepCTBa 3apaBooxpaHneHns: Poccuiickoit denmepauyn.

16. MuHMCTEPCTBO 3apaBooxpaHeHust Poccuiickoit @emgepanium B TeueHne 15 pabounx gHei co THS
nosyueHust peieHust enepaabHOV aHTMMOHOIIOIBHOM CJIY;KOBbI 00 OTKa3e B COTJIaCOBAHMM ITPeIeIbHO
OTITYCKHOJ IIeHbI Ha pedepeHTHbII JIeKapCTBEHHBIN TperapaT IPMHUMAET COOTBETCTBYIOIIEE pelleHe 00
OTKa3e B 00s13aTebHOI IepeperncTpauym mpeiebHO OTITYCKHO 1IeHbl Ha pedepeHTHbI
JleKapCTBeHHbII Iperapar.

[Tpy IpUHATUY pelieHus1 00 OTKa3e B 06s13aTe/IbHOI IepeperucTpaiuu rnpeaeabHOM OTITYCKHOM IeHbI Ha
JIeKapCTBEHHBIN Iperapat MMHUCTEPCTBO 3ApaBooxpaHeHus Poccuiickoit @egepaium B CpoOK, He
TIpeBbIIIAIIINI 5 pabounx IHel co AHS MoayueHus penieHus ®emepasbHOI aHTMMOHOIIOIbHON CTYXKOBI,
yBeIOMJISIET AepsKaTelisl MU Bilafenblia PerucTpalfOHHOIO YA0CTOBepEeHNS JIeKapCTBEHHOrO IperapaTta
(YIIOJITHOMOUEHHOE UM JIUII0) B TUCbMeHHOI (hopMe 0 IPUHSITOM pellieHUH (C U3I0KeHeM IPUIMH
0TKasa).



17. B ciryuae eciiu gepskatesieM UM BiiaesiblieM PerMCcTPaliOHHOTO YA0CTOBepeH s pedepeHTHOTO
JIeKapCTBEHHOTO IpernapaTa (YIoTHOMOUEeHHBIM UM JIMIIOM) B TeueHMe 15 paboumx JHei co JHS MPUHSITUS
MuHKcTEepCTBOM 3ApaBooxpaHeHust Poccuiickoit Depepatium penieHns 06 oTkase B 00s13aTeIbHO
repeperucTpaluy npeaeabHO OTITYCKHO IeHbl Ha pedepeHTHbIN JIeKapCTBEeHHbBIN ITpernapaT MOBTOPHO
rpencTasieHbl B MUHMUCTEPCTBO 34paBooxpaHeHus Pocceniickoit @enepanyiy JOKYyMEHThI B COOTBETCTBUM C
IIYHKTOM 4 HacTosmux IIpaBui, CpoKM pacCMOTPeHMs IIOBTOPHO IMOJAHHBIX JOKYMEHTOB OIIpe/e/IsIIoTCS B
cooTBeTcTBUM ¢ nyHKTaMu 10 u 13 [IpaBun perucrpauyuu.

18. TIpu 06s13aTeIBbHOI ITepeperucTpaluy npeaeabHast OTITYCKHAs IeHa Ha pedepeHTHbI JIeKapCTBeHHbBIN
rpenapar JAJisl Kask0i1 1eKapCcTBeHHOI GOopMbI, 03MPOBKYM (KOHLIEHTpAIMK, aKTUBHOCTU B € JUMHUILIAX
IeCTBYSI) U OOIIEro KoJM4YeCcTBa BO BTOPUYHOI (ITOTPEeOUTENIbCKO) YIIaKOBKe 6e3 yueTa (OpMbI BBIITyCKa,
3a UCKJTIOUEHMEM CTydasi, IpeyCMOTPeHHOTO MyHKTOM 21 HacTosmux [IpaBu, He MOXeT MpeBbIIIaTh:

a) pa3Mep MUHUMAJIbHO OTITYCKHO IIeHbI ITPOM3BOAUTES (6€3 yueTa IMpOou3BOACTBEHHBIX IUIONIAI0K
MIPOU3BOANTEJIS) HA TAKOM JIeKapCTBEHHbIN IpernapaT B MHOCTPAHHBIX TOCYAapCTBaX, YKa3aHHBIX B
npunoxkeHuu N 3 K HacTosiiuM [IpaBuiam (C yueToM pacxoi0B, CBSI3aHHBIX C TAMOXXEHHbIM
odbopmiieHreM), pacCUMTAHHbII Ha OCHOBAaHUM JAHHBIX, YKa3aHHBIX B MpUIoKeHUM N 2 K HaCTOSIIIUM
[TpaBunam;

0) paHee 3aperuCTPUPOBAHHYIO (MIOC/IeIHIOI0 [TePePermcTPMPOBAHHYIO) IIPeIe/IbHYIO OTITYCKHYIO IIeHY Ha
9TOT JIeKapCTBEHHbII ITpernapar;

B) IIpeJle/IbHYI0 OTITYCKHYIO LIeHY Ha JIeKapCTBEHHBIN [Iperapar, olpeleeHHYI0 ¢ yueToM ITyHKTa 8 [IpaBui
perucTpauuu, 3a UCKIIYeHMeM CIydaeB, IPeIyCMOTPEHHBIX IYHKTOM 6 HacTosilux [IpaBut.

19. TIpu 06s13aTeILHOI ITepeperucTpalum ¢ yueToMm NyHkTa 18 HacTosmmx IIpaBu B paMmKax OTHOTO
TOPTOBOTO HAMMEHOBAHMS JIEKAPCTBEHHOTO Mpernapara ¢ y4eTOM M3MeHeHU s TOProBOro HaMMeHOBaHMS
JIeKapCTBEHHOrO Iperapara [js Bcex Ioajiekalux CHUKEeHNUIO 3apermcTpUpPOBAHHBIX
(mepeperucTpupoBaHHbIX) IIPeaeIbHbIX OTITYCKHBIX IleH Ha pedepeHTHbIN TeKapCTBeHHbIN Ipernapar
npousBoauTenein (Ipou3BOACTBEHHBIX IUIOIIAL0K ITPOU3BOAUTEIS), YKA3aHHBIX B pAMKaX OJHOTO
PEerMCTPaLMOHHOTO YIO0CTOBEPEHMS, TI0 pe3yIbTaTaM 00s13aTeIbHO MepeperncTpauum B peectpe
YCTaHAaBJIMBAETCA eVHas NpeesibHas OTIIYCKHAS LleHa Ha JIeKapCTBEHHbII Ipenapar 41 KaKLo0i
JeKapCcTBeHHO (hopMbl, JO3MPOBKY (KOHIIEHTpALMM, aKTUBHOCTH B eAMHUIIAX eiCTBYUS) U 00IIero
KOJIMYeCTBa BO BTOPUYHOI (ITOTpeOUTETbCKOI) yITaKOBKe 6e3 yueTa (GOpMbl BBIITYCKa, 32 UCKITIOUEHUEM
ciay4yasi, MpegyCMOTPEHHOTO IMYHKTOM 21 HacTosgmux ITpasu.

20. B ciyyae ecsiu B paMKax OJHOTO TOPrOBOTO HaMeHOBaHMsI peepeHTHOTO JIeKapCTBEHHOTO Tpernapara
C yY4ETOM M3MEHEeHMs TOPrOBOTO HaMMeHOBaHMSI IEKapCTBEHHOTO MperapaTa 3aperucTpupoBaHHast
(TlepeperucTpypoBaHHasi) peeabHast OTITYCKHASI IIeHa JJIs1 OAHOTO MM HEeCKOIbKMX IMPOM3BOAUTEIEN
(MTpOM3BOACTBEHHBIX TJIONIALOK ITPOU3BOIUTEIS), YKa3aHHBIX B paMKax OJHOTO PerucTpalOHHOTO
yIOCTOBEPEHMS, HIUKE, UeM Ipefe/ibHasl OTITYCKHAs I[eHa, pacCUYMTaHHAasI B COOTBETCTBUM C ITyHKTOM 18
Hacrosimux ITpaBui, 9Ta 1eHa MOJIeXKUT COXPaHEHUIO B peecTpe.

B ciryuae eciu Aj1st pedepeHTHOTO JIeKapCTBEHHOTO ITperapaTa ¢ OQHOI JieKapcTBeHHO (hopMOoii,
IO3MPOBKO¥ ¥ OOIIMM KOJIMUECTBOM BO BTOPUUYHO (ITOTPEOMTENbCKOI) YIIAaKOBKE 3apernCcTpUPOBAHO
HeCKOJIbKO TIpe/ie/ibHbIX OTITYCKHBIX 1I€H, MpeieibHasi OTITYCKHAs 1leHa Ha JIeKapCTBeHHbI Iperapar He
MOXXEeT IMPeBbIIIaTh MMHMMAJIbHYIO U3 3apPeruCcTPUPOBAHHBIX ITpeieTbHbIX OTITYCKHBIX I1eH (C yYeTOM
MocJieIHel repeperucTpMpoBaHHOI 1[eHbl, 6e3 yueTa TPOM3BOACTBEHHbIX IUIOIIAO0K ITPOM3BOIUTESS) C
Y4eTOM CBeJIeHU 1 O HaJIMUYUU 3apeTUCTPUPOBAHHBIX IIpee/IbHbIX OTITYCKHBIX LIE€H 3asBISIEMOTrO
JIeKapCTBEHHOTO TIperapaTra COryiaCHO NpuiokeHnio N 4.

21. B aiyvae ec/iv MMHMMaJIbHBI YPOBEHb 11eH pe)epeHTHOTO0 JIeKapCTBEHHOTO MTpernapara Ha pa3/IMuHble
(dbopMbI BbIITyCKa (MITIPUI-PYUKI, KAPTPUAKM MO0 MHbIe HOPMBI BBIITYCKa, COBMECTUMbIE C YCTPOMCTBAMU
BBeleHV S (TIpUMeHeHMsT) WK SBJISIIOIIMeCs YCTPOCTBaMy BBeleHs (IpUMeHeHMs) B O4HOM U3
roCcyapcCTB, yKa3aHHbIX B puioxkeHun N 3 K HactosimuMm [IpaBuiam, pasauyaercs 6onee yem Ha 10
MIPOLIEHTOB, IIPU 00s13aTeIbHO MepeperucTpauuy MpeebHbIX OTITYCKHBIX IIeH Ha YKa3aHHbIN



I)E(bepeHTHbII‘/)I HeKapCTBeHHbIVI nperapar AOITyCKaeTCd YCTaHaBJ/JIMBATDh IIpeae/ibHYIO OTITYCKHYIO LIEHY Ha
Ka>KOYIO U3 TaKUX qupM BLIITYCKA JIEKAPCTBEHHOTO IIperapara.

22. IIpegenbHast OTITYCKHAs 1leHa Ha pedepeHTHbII JIeKapCTBEHHBIN ITpernapar B cjiyJae,
MpeIyCMOTPeHHOM MYHKTOM 21 HacTosimux [IpaBui, ycTaHaB/AMBaeTCS HA OCHOBAaHUM MUHMMAaIbHOM
OTITYCKHOJA IIeHbI Tpou3BoauTe/Is (6€3 yueTa IMpou3BOACTBEHHBIX IIOIIA0K ITPOU3BOIMUTEIS) Ha
COOTBETCTBYIOIIMe (POPMBI BBIITyCKAa TAKOTO JIeKapCTBEHHOTO MperapaTa B ToCyJapCTBax, yKa3aHHBIX B
npuiaokeHuu N 3 K HacTosmmm IIpaBuaam (C yueTOM pacxo/ioB, CBSI3aHHBIX C TAMOXKXEHHBIM
odbopmiieHneM).

[Tpu 3TOM MaKkcUMMa/ibHas pasHuIla MeXAY peeabHbIMM OTITYCKHBIMM IIeHaMM Ha TaKoii peepeHTHbI
JleKapCTBEHHbII Mperapar B pa3JIMUHbIX GopMax BbIITyCKa, COMTOCTaBMMBbIX T10 JIeKapCTBEHHOI ¢hopMme,
I03MPOBKe (KOHIIEHTPALMM, aKTUBHOCTY B €AMHUIIAX IEeJCTBYSI) U O6IIeMY KOJIMYECTBY BO BTOPUYHOI
(moTpebuUTeNHCKOI) YIIAKOBKE, He MOXKeT IpeBbiiaTh 90 MPOIEeHTOB.

23. O6s13aTesibHAs MIEpePerucTpanys MpeiebHbIX OTITYCKHBIX IeH Ha UMMYHOOMOJIOTUYECKIe
JleKapCTBEeHHbIE ITperapaThl (BaKIMHbBI) OCYIIECTBIISIETCS B COOTBETCTBUM C TPEOOBAHUSIMMU,
YCTaHOBJIEHHBIMM [IJ1s1 pepepeHTHBIX JIeKapCTBEHHBIX ITperapaToB.

24. 3aperucTpupoBaHHbIe IIpeieIbHbIe OTITYCKHBIE IIeHbI Ha BOCIIPOM3BeeHHbIe, 6110aHAIOTOBbIE
(6Momomo06HbBIE) TIEKAPCTBEHHbIE ITpeIapaTh IO/JIeskaT 00s13aTe/IbHO ITepeperucTpanun 6es3
MpeCTaB/IeHNs 3asiBJIeHNMs BJIafe/blIaMy VI JepsKaTesIsIMU PETUCTPALIMOHHBIX YIOCTOBEPEHMIA TaKUX
JIeKapCTBEHHBIX MTpernapaToB (YIIOTHOMOYEHHBIMU UMM JIULIAMMA).

25. IIpu o6s13aTeIbHOI TTepepernucTpaluy mpeaeabHast OTITYCKHAs leHa Ha BOCIIPOU3BeIe HHBbIM,
0110aHaIOTOBbIN (0MOTIOOOHBIN) JIEKAPCTBEHHBIN MTpernapat 151 KaKI0i JeKapCTBEHHO (hopMBbl,
IO3MPOBKY (KOHIIEHTPALMM, aKTUBHOCTY B € IMHMUIIAX NEeMCTBYUS) U OOIIEro KoJmuecTBa BO BTOPUYHOIM
(moTpebuUTeNHCKOI) yIIaKOBKe 6e3 yueTa GopMbl BbIITYCKA, 32 UCKIIOUeHMEeM C/Tydasi, TpeyCMOTPeHHOTO
MyHKTOM 21 HacToswux [IpaBui, He MOKeT peBbIIaTh:

a) paHee 3apermCcTPUPOBAHHYIO (MOCJIEIHIO ITepeperuCcTPUPOBAHHYIO) TIPeaeTbHYI0 OTITYCKHYIO IIeHY
MIPOM3BOAMUTEISI Ha 3TOT JIeKapCTBEHHBI TIperapar;

6) Mpee/IbHYIO OTITYCKHYIO IIEHY Ha 3TOT JIEKAPCTBEHHbI Mpernapar, onpeneIeHHYI0 C y4eTOM TpeboBaHMIi
nmyHKTa 8 [IpaBu peructpauum 6e3 yueTa mpeaeabHbIX OTITYyCKHBIX 1I€H, MCKIIOUEHHBIX B COOTBETCTBUM C
MTYHKTOM 6 HacTosmux IIpaBuit;

B) [IJIsl IeKapCTBEHHOTO Mpernapara (3a UCKIoueHreM ophaHHOTrOo JieKapCTBEHHOTO Mpernapara), - lieHy,
pPacCUMTAHHYIO B COOTBETCTBUM C pa3genoM VIII MeToanku pacyera mpene/ibHbIX OTITYCKHbBIX LI€H
MIPOU3BOANTEEN Ha JIeKapCTBeHHbIe MpernapaThl, BKIIOUEeHHbIe B ITepeyeHb JXM3HEHHO HeOOXOAVMbIX U
BaKHeNMILMX JIeKapCTBEHHbIX [IpPerapaToB, YTBEePKAEHHOI IocTaHoBIeHeM [IpaBuTenbeTBa Poccuiickoin
®enepanyu ot 15 centsiops 2015 r. N 979 "O BHeceHMM M3MEHEHMI B TTIOCTaHOBIeHNe [IpaBuTenbCTBa
Poccuiickoit @epepanym ot 29 oktss6pst 2010 r. N 865 1 06 yTBepskaeHUM METOIAMKM pacueTa IMpeaebHbIX
OTITyCKHBIX LIeH ITPOU3BOANUTE e Ha JIeKapCTBeHHbIe NperapaThl, BKIOUEeHHbIe B [IepeuyeHb KU3HEeHHO
HEOOXOJMMBIX M BasKHEIIMX JIeKAPCTBEHHBIX IIPENapaToB, IIPU UX roCy1apCTBEHHOM perucTpaum u
repeperucTpanuu’ (majee - METOIMKA), C IPUMMEHEHMEM IMOHMKAIOIIEro KO3DGuUIMeHTa B OTHOIEHUN
repeperuCcTPUPOBAHHO B 00sI13aTEIbHOM IOPSIIKE B COOTBETCTBUM € HacTosmumu [IpaBuiamu
rpeJie/IbHO OTITYCKHO 11eHbl Ha COOTBETCTBYIOIIMII pe)epeHTHbI JieKapCTBEHHbIN MpernapaT. 3HaueH st
MOoHMKaroIero KoadgduiyeHTa, mpuMeHsieMoro rpu o6si3aTesibHOI epepeructparyu B 2019 - 2020 rogax
rpeJie/IbHBIX OTITYCKHBIX I1eH MPOM3BOAMTENeli Ha BOCIIpOU3BeeHHbIe, 010aHaI0roBbie (01OMO00HbIE)
JeKapCTBEeHHbIe TTperapaThl, ONpeesisiioTcs 1Mo hopMyiaM pacueTa coryiacHo rnpuioskeHuio N 5;

r) 1151 op(haHHOTO JIEKapCTBEHHOTO Mperapara - mpeie/bHYI0 OTITYCKHYIO IIeHY Ha COOTBETCTBYIOII K
pedepeHTHbI JIeKapCTBEHHbII Mpernapar, epeperucTprupoBaHHYI0 B 00513aTe/IbHOM MOPSIIKE B
COOTBETCTBMM C HacTostuumu [IpaBumamu.

26. [Tpu 06s13aTeIbHOI TTIepepernucTpaIuy ¢ ydeToM IyHKTa 25 HacTosinux [IpaBu B paMKax OJHOTO



TOPrOBOTO HaMEHOBaHMsI JIEKapCTBEHHOTO MperapaTa ¢ y4eTOM M3MeHEHMSI TOPTOBOr0 HaMEeHOBaHUS
JIeKapCTBEHHOTO ITperapaTa AJisl BceX MoJIeskalluX CHUKEeHNIO TpeeTbHbIX OTITYCKHbIX IIeH Ha
BOCITPOM3BeieHHbIe, 011 0aHAIOroBbIe (0MOITOL0OHbBIE) JIeKapPCTBEHHbBIE ITperapaThl MPOMU3BOAUTEIe
(TIpOM3BOACTBEHHBIX TIOMAOK TTPOU3BOANUTEIS ), YKa3aHHBIX B pAMKaxX OZHOTO PErMCTPAIMOHHOTO
yIOCTOBEPEHMS, 110 pe3y/IbTaTaM 00s13aTe/IbHOI epeperncTpauyum C y9eToM MyHKTa 29 HaCTOSIIUX
[TpaBu B peecTpe yCTaHABIMBAIOTCS eJMHbIe IIpeeIbHbIe OTITYCKHbIE I[eHbI Ha JIEKaPCTBEHHbIE
Tpernaparhl IJIs1 KaXKI0ii IeKapCTBeHHOM (HOpMBbI, JO3MPOBKY (KOHIIEHTPALIVM, aKTUBHOCTY B eAMHUIIAX
IeCTBYS) U OOIIEro KoJM4ecTBa BO BTOPUYHOI (ITOTPEOUTENIHCKO) YIIaKOBKe 6e3 yueTa ()OpMbI BBIITYCKa,
3a MCKJTIOUEHMEM CTydasi, TpeyCMOTPEHHOro MyHKTOM 30 HacTosmyx [TpaBuit.

27. B cyyae eyiv B paMKax OHOTO TOPTOBOTO HayMeHOBaHMSI BOCITPOM3BeeHHOT0, 6110aHaI0rOBOTr0
(6uomog06HOr0) 1eKapCTBEHHOTO IIpernapara ¢ y4eToM M3MeHeHMsI TOPTOBOr0 HaMeHOBaHMS
JIeKapCTBEHHOIO IIperapaTta 3aperucTpyupoBaHHas (llepeperucTpupoBaHHas) rpeaenbHas OTIIYCKHAs LieHa
IJ1S1 OHOTO WIM HeCKOJIbKUX IPOU3BOAUTE el (TIPOU3BOACTBEHHBIX IUIOLaA0K ITPOU3BOAUTEIS),
YKa3aHHBIX B pAMKaX OJTHOTO PErMCTPAlMOHHOTrO YAOCTOBEPEHUSI, HIKe, UeM Mpefe/ibHasi OTITyCKHasI
1[eHa, pacCUMTaHHas B COOTBETCTBMM C IIYHKTOM 25 HacTosimiux [IpaBui, 9Ta 1leHa MOJJIeKUT COXPAHEHMIO
B peecTpe.

B ciryyae eciut 111 BOCIIPOU3BEA€HHOT0, 6110aHa/I0TOBOr0 (610MOg06HOr0) JIeKapCTBEHHOTO ITperapara ¢
OJTHOJ JIEKapCTBEHHO (popMOii, JO3UPOBKOIL 1 OBIIVIM KOJMYECTBOM BO BTOPUUHOI (TTOTPEOUTETbCKOIA)
YIIaKOBKE 3aperMCTPUPOBAHO HECKOJIBKO MpeAeIbHbIX OTITYCKHBIX LIeH, ITpee/bHast OTITYCKHAs IleHa
MIPOM3BOINUTEJIS HA JIeKaPCTBEHHBIN ITpernapaT B paMKax OJHOTIO PEerMCTPaLYMOHHOIO YIOCTOBEPEHMS He
MOJKET MPEeBBINIATh MUHMMAJIbHYIO 3 3aPETUCTPUPOBAHHBIX MTPEIeIbHbBIX OTITYCKHBIX I[€H C YY€TOM UX
repeperucTpanym, 3a UCKJIIOUEHNEM ITPeAeIbHBIX OTITYCKHBIX 1I€H, MICKIFOUEHHBIX B COOTBETCTBUM C
ITYHKTOM 6 HacTosmux IIpaBut.

B ciydae eciin B paMKax OGHOTO PErMCTPALMOHHOIO YAOCTOBEPEHMS JIEKAPCTBEHHOTIO IIpernapara
3aperucTPUpPOBaHbI IIeHbI HA BOCIIPOM3BeIeHHbI, 6110aHAIOTOBBIN (0MOTIOA00HbII) JIeKapCTBEHHbIN
rpenapar Ipou3BOAUTEISI TOCYAAPCTBA - YieHa EBpasuiiCcKoro 3KOHOMMYECKOTO CO03a M MHOCTPAHHOTO
MMPOM3BOACTBA, MMHUMAaJbHAS U3 3aperMCTPUPOBAHHBIX MpeAe/bHbIX OTITYCKHBIX I€H OTIpeessseTCs C
COXpaHeHVeM IPUHALJIEeKHOCTY ITPOU3BOAUTES K TOCYAAPCTBY - WieHy EBpasuiickoro 3KOHOMMYeCKOro
C0103a U UHOCTPAHHOMY IIPOU3BOIUTEITIO.

28. B ciryuae ecsiy o pe3yJibTaTaM 00s13aTe/IbHOI IepeperucTpaiuy B paMKax MeXXIyHapOogHOTO
HeIaTeHTOBAaHHOI'0 HaMeHOBaHMS (IIPU €ro OTCYTCTBUY - TPYIIITIUPOBOYHOTO MJIM XMMUYECKOT0) U
JleKapCTBEeHHOI (OpMbI Ha COOTBETCTBYIONIMIT pedepeHTHbIN TeKapCTBEHHbIN ITpernapaT YCTaHOBJIEHbI
pasjinuHble peJie/ibHble OTITyCKHbIE IIeHbI, IPUMEeHSIeTCs cpefHee apudmMeTnueckoe 3HaUeHe
MOHMKAMIIero KosdduieHTa, pacCuMTaHHOe Ha OCHOBAHMM YCTAHOBI€HHBIX 10 pe3y/ibTaTam
00sI3aTeIbHO IepeperncTpaunm mpeaebHbIX OTITYCKHBIX IIeH Ha pedepeHTHbI JIeKapCTBEHHbBIN
rnpenapar.

29. B cry4dae ecniy B paMKax OAHOTO PErMCTPALMOHHOTO YAOCTOBEpEHMS JIeKapCTBEHHOTO Tpernapara
3aperucTPMpPOBaH BOCITPOU3BeIeHHbII, 0M10aHAIOrOBbIN (010TI0I06HBIIT) JIeKAPCTBEHHBIN ITpernapaT
ITPOM3BOANTESI TOCYAAPCTBA - UjeHa EBpa3miiCKOro 3SKOHOMMYECKOT'0 COK03a M MHOCTPAHHOTO
IMPOM3BOACTBA, LIeHBI AJIS1 YKa3aHHOTO JIEKAPCTBEHHOTO IIpernapara pacCuuThIBAIOTCS B COOTBETCTBUMA C
pasgeniom VIII MmeToAMKYM C IpUMEHEeHMEM IMOHMKAIIIMX KO3(PGULMEeHTOB, 3HaUeHMS KOTOPBIX
OIIpeIeJISIIOTCSI B COOTBETCTBUM C MpuaokeHueM N 5 K Hactosimum IpaBuiaM.

30. B ciryuae ecnu nmpesiesibHasi OTITYCKHAs 1leHa Ha pedepeHTHbIN JIeKapCTBeHHbI MpenapaT ycTaHOB/IeHa
B COOTBETCTBUM C ITyHKTamMu 21 u 22 Hactosmux [IpaBui, pacyer npenenbHbIX OTITYCKHBIX LIEH Ha
BOCITPOM3BE/IEHHbII, 60aHAIOTOBBIN (0MOTIOTOOHBIN) JIeKAPCTBEHHBIN MTperapaT OCyIleCTBIISeTCS B
COOTBETCTBUM C MyHKTamu 24 - 27 HacTosmux [TpaBust aJis Kaxkaoit popMbl BbITTyCKa UCXOMS U3
Mpefie/IbHbIX OTITYCKHBIX 11€H Ha COOTBETCTBYIIMe (OPMBI BbIITycKa pedepeHTHOTO JieKapCTBEHHOTO
rpenapara.

31. ®enmepanbHasi aHTMMOHOIIOIbHAS CJTy’kO0a B TeueHne 60 pabounx gHei Co THS TOTyYeHUsT OT



MuHuctepcTBa 3apaBooxpaHeHust Poccuiickoit @epepaiium cBeleHU, MpegyCMOTPeHHbIX ITyHKTOM 15
Hacrosuux [IpaBuii, MpOBOOAUT B COOTBETCTBUM C HACTOSIWIMMY [IpaBuiamMmu 1 MeTOOMKOM pacueT
MpefieIbHBIX OTITYyCKHBIX II€H Ha BOCIPOM3BeleHHbIe, 6110aHAIOTOBbIe (6MOMOA006HbIE) JIeKapCTBEHHBIE
rpernaparsl, a Takke My6IMKyeT Ha cBoeM 0QuUIMaIbHOM caiiTe B ceT "VIHTepHET" 1 OIHOBPEMEHHO
HarpasJjsieT B MMHUCTEPCTBO 3ipaBooxpaHeHus: Poccuiickoil @enepanyy yKasaHHbIN pacyeT rpefeabHbIX
OTITYCKHBIX I[€H Ha BOCIIPOM3BeeHHbIe, 61M0aHaIOTOBbIe (0MOMON00HbIe) IeKaPCTBEHHbIE TTPerapaThl,
cofepyKaluii HOMep perncTpanMOHHOI0 yA0CTOBEPEeHs 1eKapCTBEHHOI0 [Iperapara, HayMeHOBaHue
BJIa[le/Iblia IV JepyKaTels perucTpanMOHHOrO yA0CTOBepeHNs IeKapCTBeHHOrO ITpernapara,
HaMMeHOBaHMs IIPOU3BOAUTeEeN (IPOU3BOACTBEHHBIX IVIOLIAL0K IIPOU3BOANTENS), MeXAYHAPOAHOe
HellaTeHTOBaHHOe HayMeHOBaHue (IIpY ero OTCYTCTBUM - XMMMUUEeCKoe MUY I'PYIIIPOBOYHOe
HaMeHOBaHMeE), TOPrOBOe HaMeHOBaHMe, JIeKapCTBeHHYI0 hopMy, T03UMPOBKY (KOHIIEHTPAIMI0, 06beM,
aKTMBHOCTD B eIMHULIAX [Ie/iCTBYS), POpMY BBIITYCKa, KOJIMUECTBO B IOTPEOUTENbCKOI YITaKOBKeE,
Mpefie/IbHYI0 OTITYCKHYIO LIeHY, paccuuTaHHy0 DefepanbHOI aHTMMOHOIIOIbHO CTYK007, IITPUXOBOM
KOJI, HAaHeCeHHbIi1 Ha BTOPUYHYIO (ITOTPeOUTeNbCKYIO) YITaKOBKY JIeKapCTBEHHOTO Mperapara) (Ha
6yMakHOM HOCUTeJIe U B 3JIEKTPOHHOM BU/ie B TaOMMUYHOM opmare).

32. [Ipy HeOOXOAMMOCTHM YTOUHEeHMSI MH(OpMaLu, TpedyemMoit IJisl MpOoBeIeHNsT pacyeTa MpeIe/bHbIX
OTITYCKHBIX II€H Ha BOCIIPOM3BeI€HHbIIi, 6110aHaIOTOBBIN (0MOITOL00HBIN) JIeKapCTBEHHbI Iperapar,
COOTBETCTBYIOIME CBeJeHMs 3allpalliMBaloTCs B IOPAIKe, IPeLyCMOTPEHHOM ITyHKTOM 14 [IpaBun
perucTpainnmn.

33. MUHMCTEpPCTBO 3apaBooxpaHenus Poccuiickoit ®epepanyy B TeueHue 20 paboumx qHe co THS
nonyueHust ot @enepasbHO aHTMMOHOIIOJIBHO CITYKObI pellieHMs 00 YTBepsKAeHUM pacueTa IpeebHbIX
OTITYCKHBIX I[eH Ha BOCIIPOM3BeieHHbIe, OM10aHa/IOroBbIe (0M0TI0L00HbIE) JIeKapCTBEHHbBIE ITperapaThl B
COOTBETCTBUM C MYHKTOM 31 HacTosmux IIpaBui npuHUMaeT pellieHne 06 06s13aTeTbHOI
repeperucTpanum npeaeabHON OTITYCKHON IIeHbI Ha JIEKAPCTBEHHbIN MperapaT, BHOCUT COOTBETCTBYIOIIME
IlaHHbIE B peecTp B CPOK, IIpeJyCMOTPEHHbIN ITYHKTOM 6 IIpaBui BegeHus rocygapCTBEHHOTO peecTpa
Tpefe/ibHbIX OTITYCKHBIX LI€H IIPOU3BOAUTEIEN Ha JIeKapCTBEHHbIE NIperapaThl, BKIIOUEHHbIE B IIepevyeHb
SKM3HEHHO HeOOXOAMMBIX Y BaXKHEMINNX JIEKAPCTBEHHBIX IIPEIapaToB, YTBEPKIEHHbIX TOCTAHOBIEHEM
[TpaButenbcTBa Poccuiickoit @emepanyu ot 29 okTsa6ps 2010 . N 865 "O rocymapcTBeHHOM
peryJiupoBaHUM 1[eH Ha JieKapCTBeHHbIe MpernapaThl, BKIIOUeHHbIe B IiepeueHb )XKM3HeHHO He00X0IMMBbIX U
BaKHENMILMX JIeKapCTBEHHBIX MpernapaToB’, BbILAET AepKaTesli0 UM BlaJe/bly PerMcTpaluMOHHOTO
YAOCTOBEPEHMS JIEKAPCTBEHHOTO Mpenapara (yIIOJTHOMOYEHHOMY UM JIUILY) BBITIMCKY 13 IIpUKa3a
MuHucTepcTBa 3apaBooxpaHeHust Poccuiickoit @epepatiny 06 06s13aTe/IbHON MTepeperucTpanmm
IpeneibHOM OTITYCKHOI LieHbl Ha JIeKapCTBEHHBIN IIperapaT U pasMelaeT COOTBETCTBYIOILYIO
MHGOpMAaIMIO Ha cBOeM O0QUIIMAIbHOM caiiTe B ceTu "MHTepHeT".

34. IIpuka3 MuHMUCTEpCTBa 3apaBooxpaHenust Poccuiickoit @emgepanyy 06 06s13aTeIbHOI
repeperucTpanuy npefeabHON OTITYCKHOV LIeHbI IPOU3BOAMTEIS Ha IeKapCTBEHHbII ITpenapar BCTyIaeT B
CUJTY TIO MICTeUeHUM 5 MecsilieB co IHS ero MPUHSITHS.

35. MuHuMCcTepCcTBO 3ApaBooxpaHeHus Poccuiickoit @emepariym B 1eJISIX COOJTIOIEHUS HOPMBI 4YacCTH 2
cratbyu 63 ®emepanbHOro 3akoHa "O6 ob6paleHny JIeKapCTBEHHBIX CPEICTB" OTMEUAeT B peecTpe
COOTBETCTBYIONIYIO MHGOPMAIMIO 000 BCEX paHee 3aperuCcTPUPOBAHHBIX (TTepeperucTpUpPOBaAHHBIX)
TpeieIbHBIX OTITYCKHBIX IIeHAX MPOM3BOAMTE el Ha pedepeHTHbIN U COOTBETCTBYIOIIME eMY
BOCIIpOM3BeleHHbIe, 6M10aHaNIoroBbie (01100 N00HbIe) JIeKapCTBeHHbBIE TperapaThl.

36. [Ipu Hecornacuu ¢ mpousBegeHHbIM DelepaabHO aHTUMMOHOIIOIBHOT CJTy3KO00i1 pacueToM MpeAeabHbIX
OTIYCKHBIX 1[eH Ha BOCIIpOM3BeJieHHble, 010aHaIoroBblie (61010400HbIe) IeKapCTBEeHHbIe ITpenapaThl
Iep>kaTesl WIN BjlaJle/blibl PerMCTPalMOHHbBIX Y OCTOBEPEeHMt BOCIIPOM3BeIeHHbIX, 6110aHATOTOBbIX
(610TI0106HBIX) JIeKAPCTBEHHbIX MPeIapaToB (YIIOJHOMOUYEHHbIE UMY JIN1IA) BIIPaBe B TeUeHMe OJHOTO
KaJIeHJapHOro Mecsla co THA MPUHATUSI MUHMCTepCTBOM 31 paBooxpaHeHus Poccuiicko @enepanyn
pelieHMs1 06 06s13aTeIbHOI IIepeperncTpauyy npeiebHO OTITYCKHOI 1leHbl Ha JIeKapCTBeHHBbI Ipernapar
o6paTuThcs B DefepanbHyi0 aHTUMOHOIIOIBHYIO CITYKOY € 3asiBI€HMUSIMMU O IlepecMOTpe pacueTa
3apercTpUpPOBAHHbBIX MIpele/IbHbIX OTIIYCKHBIX LIeH Ha JleKapCTBEeHHbIe IIpelapaTsbl, B TOM UMc/ie B paMKax



OOHOTO MEXIOYHAPOAHOI'O HEITATEHTOBAHHOI'O HAMMMEHOBAHMNA.

3asiBlIeHMs O IepecMOoTpe pacueTa 3aperMcTPUPOBAHHBIX IIPeie/IbHbIX OTITYCKHBIX LIeH Ha JIeKapCTBEeHHbIe
rpernaparsl ¢ IpuIokeHMeM (110 BbIOOPY AepskaTeseit Uy BiaJelblieB PerucTpalMOHHbIX YI0CTOBepeHU
JIeKapCTBEHHBIX MpernapaToB, YIIOJHOMOUYEHHbIX UMY JINIL) MOTMBUPOBAHHOTO JOKYMEHTAaIbHOTO
MOITBEPIKIEHMSI pacueTa YKa3aHHOI IeHbI MPeICTaBASIIOTCS B DelepaabHYI0 aHTMMOHOIIOIBHYIO CITYXKOY
Ha 6yMa>kHOM HOCHUTeJIe.

37. ®enmepasbHast aHTMMOHOIIOJIbHAS CJTy3KO0a B TeUEHMe OJHOT0 MeCsIIia CO THS ITOCTYIUIEHMS 3asiBJIEHUI U
IOKYMEHTOB, YKa3aHHbBIX B IyHKTe 36 HacTOAIMX [IpaBui, IpoBepsieT pacyeT MpeebHbIX OTITYCKHBIX LIeH
Ha BOCITPOM3BeleHHbIe, 6110aHaI0TOBbIe (6MOMOA00HbIe) TeKapCTBEeHHbIe pernapaThl, TpU He00X0JMMOCTU
repecMaTpUBAeT pacyeT Ipefe/ibHbIX OTITYCKHBIX LIeH Ha YKa3aHHbIe JileKapCTBeHHbIe IIperaparhl,
OTMeHseT paHee MPUHSATLIE pellleHys Y HallpassieT B MMHUCTePCTBO 34paBooOXpaHeHnss Poccuiickoi
denepaly HOBbIE pellieHNs 00 yTBepXKAeHUM pacueTa mpeAeabHbIX OTITYCKHbBIX 11€H TPOM3BOAMUTES Ha
yKa3aHHble JieKapCTBeHHbIe MTpernapaThbl Wi HallpaBJjsieT 3asiBUTESIM pelleHyne 06 0TKase B lepecMOoTpe
pacuera IpeJie/IbHbIX OTITYCKHBIX 11€H Ha YKa3aHHbIe JIeKapCTBeHHbIe Ipernaparsl (C ykadaHueM IIPU4YMH
OTKasa).

38. B cimyuae otmeHbI ®elepaabHOl aHTMMOHOIIOIBHOM CITYK0071 pelieHMst 00 yTBePsKAeHUM pacueTa
TNpeebHBIX OTITYCKHBIX LIeH Ha JleKapCTBEeHHbIe MperapaTrsl MUHUCTEPCTBO 34PaBOOXPaHEHNS
Poccuiickoit @emepaniyiyt OTMeHSIET pelieHue 06 06s13aTe/IbHOM TTepeperucTpanym peaeabHbIX OTITYCKHBIX
1[eH Ha 3TU JieKapCTBeHHbIe MTperaparhl, UCK/II0YaeT lepeperucTpyupoBaHHbIe B 00513aTe/IbHOM MOpPSIAKe
TrpefebHble OTITYCKHbIE 11eHbl HA YKa3aHHbIe JIeKapCTBEeHHbIe ITperapaTsl U3 peecTpa U NIpUHMMaeT HOBbIe
pelieHust 06 06s13aTeIbHOI TepeperncTpalym mpeaesbHbIX OTITYCKHBIX 1IeH Ha 3TU JieKapCTBEHHbIe
rpernaparbl B 3aBUCMMOCTHU OT pellieHU i, MpUHSAThIX OefepaabHOV aHTMMOHOTIIObHOI CJTY3KO01A.

39. B ciiyyae eciv B paMKax MeXIyHapOLHOTO HeIIaTEeHTOBAHHOIO HaMMEeHOBAaHMS U JIeKapCTBEHHOM
dbopmbl OTCYTCTBYET pedepeHTHbIN TeKapCTBeHHbIN MpenapaTt uin lieHa Ha HeTo He 3aperucTpupoBaHa,
3aperucTpMpoOBaHHAs 0 SHS BCTYIIEHNS B Cyily TocTaHoBeHus [IpaButenscTBa Poccuiickoi @enepanyy,
YKa3aHHOIO B ITyHKTe 3 HacTosmux [IpaBu, ripefenbHas OTIIYCKHAs LieHa B OTHOILEHUY
COOTBETCTBYIOIETO BOCIIPOM3BeeHHOr0, 6110aHaIOroBOro (610Mo106HOr0) TeKapCTBEHHOTO Tpernapara
1[leHOBOrO cermMeHTa cBbiiiie 100 py6sieit MoaIeskUT 06s13aTeIbHO ITepeperucTpannu 1 He MOKET
MIPEeBBILIATD PaHee 3aperuCTPUPOBAHHYIO ([TepepPerucTpMPOBaHHYI0) IPeebHYI0 OTITYCKHYIO LIeHY
BOCIIPOM3BeI€HHOr0, 6110aHaIor0BOro (6MOMOA06HOr0) IeKapCTBEeHHOTO Ipenapata (6e3 yueta GopMbl
BBIITYCKA).

B ciryyae eciii B paMKax OJHOT'O TOProBOIO HaME@HOBaHMSI BOCIIPOM3BEIEeHHOr0, 6110aHaIOrOBOTO
(6b1orog06HOr0) JIeKapCTBEHHOTO IperapaTa IeHOBOTo cerMeHTa cBbiie 100 pybsiei ¢ yaeToM M3MeHEeHUSI
TOProBOTO HAaMMEHOBAHMS JIEKAPCTBEHHOTO IIperapaTa ¢ O4HO JIeKapCTBEHHOI (OpMOii, 1O3MUPOBKOI 1
OOIIMM KOJIMYECTBOM BO BTOPUYHOI (IIOTPEOUTETLCKOI) YITAKOBKE 3aPErMCTPMPOBAHO HECKOIbKO
MpeeabHbIX OTITYCKHBIX 1I€H, IpeAe/bHasl OTITyCKHAa LeHa JIJIs1 OMHOTO MJIM HEeCKOJIbKUX ITPOMU3BOAUTENeN
(IpOM3BOACTBEHHBIX IJIOLAA0K IPOU3BOAUTEIS ), YKa3aHHBIX B paMKaxX OJJHOTO PErMCTPALMIOHHOTO
YIOCTOBEPEHMS, He MOKET IPEBbIINIATh MUHUMAIbHYIO U3 TTOC/IeJHUX 3aPETUCTPUPOBAHHBIX TIPee/IbHbIX
OTITYCKHBIX 1I€H (C YYeTOM UX IepeperucTpanmn).

B ciiydae eciiu B paMKax OZHOI'O PErMCTPaLlMOHHOIO YAOCTOBEpeHMs JIEKapCTBEHHOTO IIpernapara
BOCITPOM3BE/IEHHBIN, 6110aHAIOTOBBIN (6MOTIOJOOHBIN) IeKAPCTBEHHBIN ITperapaT Mpou3BOAUTCS B
rocynapcTse - uieHe EBpasnuiickoro 3KOHOMMUYECKOIo COX03a ¥ MHOCTPAHHBIM IIPOU3BOLUTEIIEM,
MMHMMaJjbHas U3 3aperMcTpUPOBAHHbIX IIpeJle/IbHbIX OTITYCKHbIX 1]eH OIIpefessieTcs C COXpaHeHUeM
MIPUHALJIEKHOCTY JIEKapPCTBEHHOIO IIpernapara K rocyapCTBy - yieHy EBpa3uiicKoro 3KOHOMMUYeCKOro
CO103a MJIX MHOCTPAaHHOMY IIPOV3BOAUTEIIIO.

40. B c1yuae ecaiy mpefiesibHasi OTITyCKHas 1leHa Ha pedepeHTHbIN JJeKapCTBeHHbII Iperapar He
repeperucTpUpPOBaHa B 00s13aTeIbHOM ITOPSIIKe, pacyeT IeHbl Ha COOTBETCTBYIOIIME BOCITPOU3BeIeHHbIE,
61oaHanorossie (6MOMOI00HbBIE) TeKAPCTBEHHbIE ITPeItapaThl Ipu ee 00sI3aTeTbHO IepeperucTpanumn
ocyiecTBsieTcs PefepanbHO aHTMMOHOIIOIBHO CTY>K007 ¢ yueToM TpeboBaHMt MyHKTOB 25 - 27



Hacrosiyx ITpaBui, a Tak)ke Ha OCHOBaHMM MMHMMAaJIbHO OTITYCKHOI LleHbI Tpou3BoauTess (6e3 yuera
MIPOU3BOACTBEHHBIX IUIOIAIOK IIPOU3BOANUTEIS], HO C YYeTOM PacX0A0B, CBSI3aHHbBIX C TAMOKEHHBbIM
odbopMIeHeM) Ha COOTBETCTBYIOLMIT pedepeHTHbIN JIeKapCTBEHHbI MpernapaT B MHOCTPAHHBIX
rocyfapcTBax, yKasaHHbIX B IIpuaokeHuu N 2 K MeTOAVKe, C IPMMeHeHeM IMOHMXKAIo1Lero
KoabduimeHTa, 3HaUeHMs KOTOPOTO OTIPEIeJITIOTCS B COOTBETCTBUM € MpwiokeHreM N 5 K HacTosIIuM
[TpaBunam.

B cityuae OTCYTCTBUS 1IeH Ha pedepeHTHDIN JIeKapCTBEHHBIN MperapaT B MHOCTPAHHbBIX TOCYJapCTBaX,
yKa3aHHBIX B IpwIokeHuu N 2 K METOMKe, pacueT IieHbl Ha COOTBETCTBYIOIIVE BOCITPOM3BEI€HHbIE,
6moaHasorosbie (610MOI00HBIE) JIeKAPCTBEHHbIE TTPerapaThl ocyliecTBaseTcss PenepanbHOM
AHTMMOHOIIOJbHO C/Tyk607 Ha OCHOBAHMM MUHMMAIbHOI OTITYyCKHOJ I[€HbI TPOM3BOIMUTEIS HA STOT
BOCITPOV3BEIeHHBII, 6110aHAIOTOBbIN (61MOIIOL0OHBIN) IeKapCTBeHHBII Mpemnapat (6e3 yuera
MIPOM3BOACTBEHHBIX IIONIAIOK ITPOM3BOAUTEIS) TI0 MEXIYHAPOTHOMY HEITaTeEHTOBAHHOMY
HaMMEHOBAaHUIO, IeKapCTBEHHOI (hopMe ¥ I03MPOBKE B MHOCTPAHHBIX TOCYIaPCTBAX, YKa3aHHBIX B
nmpuwioxeHuu N 2 K MeTOIMKe.

41. MuHUCTEpCTBO 3aApaBooxpaHeHnst Poccuiickoir ®emepanyy mo ucredennu 70 pabounx gHeit co THS
BCTYIUIEHUS B CMUITYy TTIocTaHOBIeHus [IpaBuTtennscTBa Poccuiickoi @enepanyy, yKa3aHHOIO B ITYHKTe 3
HacTosmux [IpaBui, HanpasisieT B @eflepaibHYI0 aHTMMOHOIIONIBbHYIO CTYXO0Y CITMCOK pedepeHTHbIX
JIeKapCTBEHHBIX TPeIapaToB, MpeaeabHble OTITYCKHbIE [IeHbl HA KOTOPbIE 3apeTCTPUPOBAHBI U BKIIIOUEHBI
B peecTp, HO He 3asIBJIeHbI K 00513aTeJIbHO IepeperucTpaiium uin B 06s13aTeIbHOM IepeperucTpauumn
KOTOPBIX OTKAa3aHO ABAKbl B COOTBETCTBMUM C ITyHKTaMy 11 u 12 HacTosimux [TpaBuii, a Takke mepevyeHb
COOTBETCTBYIONIMX M BOCIIPOM3BeAeHHbBIX, 01M0aHAIOTOBbIX (6MOMOI00HBIX) TeKapCTBEHHbIX MpeIapaTos,
npeneibHbIe OTITYCKHbIE LIeHbl Ha KOTOPbIE 3apernCTPUPOBAHbI U BKIIOUEHBI B pEeCTp, COAep KAl
Heobxoaumoe 1151 TpUMeHeHMs MoHMsKaIero koadbduiMeHTa onmucane BOCIpPOn3BeIe HHBIX,
610aHaOroBbIX (6MOMOI0OHBIX) JIEKAPCTBEHHBIX MPernapaToB (HOMep PeTUCTPAIMOHHOTO YI0CTOBEPEHMS
JIeKapCTBEHHOrO Iperapara, HauMeHOBaHMe BJIafiesiblia MM epKaTess perucTpalOHHOTO
YA0CTOBEPEHMS JIEKAPCTBEHHOIO Mpernapara, HauMeHOBaH M IPOU3BOAUTeIEN (IIPOU3BOACTBEHHBIX
IUIOLIAA0K IIPOU3BOAUTEIS ), MEXIYHAPOJHOE HEeITaTEHTOBAaHHOE HaMeHOBaHue (IIPY ero OTCYTCTBUM -
XMMMYECKOe MM TPYNIIMPOBOYHOE HaMMeHOBaHMe), TOProBoe HauMeHOBaHue, JiekapcTBeHHas (opma,
I03MpOBKa (KOHIIeHTpaLys, 00beM, aKTUBHOCTb B eIMHUIIAX JIeICTBUS), BbIpasKeHHasi B COOTBETCTBYIOIINX
eqMHMIIAX M3MepeHusi, GopMa BbIITyCKa, KOJIMYECTBO B IIOTPEOUTENbCKOI YIIaKOBKeE, TIOC/e THSIS
npezfeyibHas OTIIYCKHAS LieHa C yKazaHueM JaThl M HOMepa npuka3a MMHUCTEPCTBA 34paBOOXpPaHEHMS
Poccniickoit @epepanny 0 perucTpauum Win repeperncrpauyy rnpeneibHoi OTIIYCKHOM 1IeHbl Ha
JIeKapCTBEHHBII Iperapar U (Mn) aThl M HOMepa BBIIIUCKU U3 peecTpa, BbIAaHHONM BilaZle/IbLly UIN
JIlep>KaTeso perucTpalMOHHOIO YAOCTOBEepPEHMS JIEKAaPCTBEHHOIO Ipernapara 1o pesyibTaTaM BHECEeHUS
M3MEHEHMI1 B PEeCTPOBYIO 3alMCh peecTpa, ITPUXOBOI KO, HAHECEHHBI Ha BTOPUYHYIO
(MOTpe6UTENHCKYIO) YITAKOBKY JIEKAPCTBEHHOTO IperapaTa), Ha 6yMaskHOM HOCUTEJIE U B 3JIEKTPOHHOM
BUJIe B TAOJIMUYHOM opMare.

42. denepasnbHass aHTMMOHOIIO/IbHAS CTY>kK0a B TeueHMe 60 paboumx IHEN CO THS IMOTyUYEeHMs OT
MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit @enepannuyt CBeleHUM, MpegyCMOTPEHHBIX TYHKTOM 41
Hactossuux [IpaBuii, MPOBOAUT B COOTBETCTBUM C HACTOSIIMMU [IpaBmiamMmu 1 METOOMKOM pacueT
Trpeie/IbHBIX OTITYCKHBIX I[eH Ha BOCIIPOM3BeIeHHbIe, 6110aHaIO0TOBbIe (01O0MOI00HbIE) TeKaPCTBEHHbIE
npenaparsl, coAepXkaliuii MHGOpMaIMi0 0 HOMepe PeruCcTPalMOHHOIO YI0CTOBEPEeH S 1eKapCTBEHHOTO
rperiapara, HauMeHOBAaHUM BiaJle/blia MY JepskaTelisl perncTPalMOHHOI0 YA0CTOBEepEeHM S
JIeKapCTBEHHOrO Iperapara, HauMeHOBAaHUSAX IIPOU3BOAUTeIeN (IPOU3BOACTBEHHBIX IUIOIAI0K
MIPOU3BOAUTENIS ), MEXXIYHAPOLHOM HeIllaTeHTOBAHHOM HaMeHOBaHUM (TIPU €r0 OTCYTCTBUM -
XMMMYECKOM UM TPYNIIMPOBOYHOM HaMEeHOBaHMM), TOPTOBOM HauMEeHOBAaHMM, TeKapCTBEHHOI hopme,
IO3MPOBKe (KOHIIEHTpaluy, 06beMe, aKTUBHOCTY B eIMHUIIAX NeiiCTBUS), GopMe BBIITyCKa, KOJMUYECTBE B
TOTPEeOUTENHCKOI YIIAKOBKE, ITPeie/IbHOM OTITYCKHOJ IieHe, paccunTaHHO PenepanbHOIi
AHTMMOHOTIOJIbHO¥ CITYk0074, IITPUXOBOM KOZle, HAaHECEHHOM Ha BTOPUUHYIO (MIOTPEOUTENTHCKYIO) YITAaKOBKY
JeKapcTBeHHOro mpermnapaTta. OmHoBpeMeHHO DeiepasbHasi aHTMMOHOITIOIbHAS CTY3KOa MMyO/INKyeT
yKa3aHHbIIi pacueT Ha cBoeM O0ULIMaIbHOM caiiTe B ceTu "VIHTepHeT" 1 HarmpasJsieT ero B MUHUCTEPCTBO



3IpaBooxpaHeHus Poccuiickoit @emepanyy Ha 6yMa)KHOM HOCUTEJIE U B 9JIEKTPOHHOM BIJI€ B TAOJIMUHOM
dbopmare.

43. TIpu nipeficTaBIeHUM epsKaTeeM UM BafeblieM PermcTpaluyioHHOro Y0CTOBepeHs pedepeHTHOTO
JIeKapCTBEHHOTO Ipernaparta (YyIIOJTHOMOYEHHBIM MM JIMIIOM) B MUHUCTEPCTBO 34 paBOOXpaHEeHMS
Poccniickoit @epepanny JOKYMEHTOB B COOTBETCTBUM C IYHKTOM 4 HacTosawux [Ipasui mocie
HanpasyeHMsI MMHIUCTEpCTBOM 3ApaBooxpaHeHus Poccuiickoit @egepannm 1OKyMeHTOB B DefiepaibHYIO
AHTMMOHOTIOJIbHYIO CJTY3KOY B COOTBETCTBUM C ITyHKTOM 41 HacTosimux [TpaBuI, 3a MCKIIOUEHMEM CyJas,
MpeayCMOTPEHHOTO IMyHKTOM 16 HacTosinmux [IpaBw, 3asiBjieHHasI K 00513aTeJIbHOI ITepeperucTpaium
rpefenbHast OTITYCKHAs lieHa Ha pedepeHTHDI JIeKapCTBEHHbIN ITperapaT He MOKeT ITPeBbIIIaTh
MaKCUMMAaJIbHYIO ITepeperucTpMPOBaHHYIO B 00SI3aTeIbHOM IOPSIIKE MTpeAe/IbHYI0 OTITYCKHYIO IIeHY Ha
COOTBETCTBYIOLI NI BOCITPOM3BEIEeHHbIN, 010aHAIOTOBbIN (0MOITO00HbIN) JeKapCTBEHHBIN IIperapar.

[Tpunoxkenne N 1

K [IpaBuiam 06s13aTeIbHOI TTepeperucTpanmn
B 2019 - 2020 rogax 3aperucTpMpOBaHHBIX
MpefeibHbIX OTITYCKHbBIX 1I€H POU3BOAUTENEI
Ha JIeKapCTBEeHHbIE MperapaThl, BKIIOUEHHbIE
B IlepeueHb KM3HeHHO He00X0MMBbIX

Y BOXKHEMIINX JJeKapCTBeHHbIX MpernapaToB

(popma)
3AABJIEHNE
06 ob6azaTensHom nepepernctpaumnn B 2019 - 2020 rogax
3aperncTpupoBaHHON NpeaesibHOM OTMYCKHOW LEeHbl MPON3BOANTENS
Ha pedepeHTHbIN NeKapCTBEHHbIN NpenapaT, BKJKOYEHHbIN
B NepeYvyeHb XXMN3HEHHO HEOBXOAMMbBIX U Ba>KHENLLINX
JleKapCTBEHHbIX NpenapaTos
3aaBuTenb
(HanmeHoBaHMe, NOYTOBLIN afApec, agpec 3/IEKTPOHHOM MOYThI)
HepxaTtens wnnu Bhagenel perncTtpauuoHHOro yaooCcToBepeHUs JIeKapCTBEHHOro
npenapaTa
(HanmeHoBaHMe, NOYTOBLIN afpec, agpec 3/IEKTPOHHOW MOYThI)
N | Cragus IMTpoussogutens |Axpec | Ctpana | sl pocCuitckKux HanmeHnoBaHue Per
I1/T1 | TPOM3BOACTBA | (HaMeHOBaHMe) IOPUANYECKUX JIULL - perucTpuUpymoIero | Hon
MUIeHTUUKALVMOHHBIN | opraHa
HOMep
HaJIOTOII/IaTe bl 1K,
IJIS1 MHOCTPAHHBIX
IOPULNYECKUX JIULL -
KOJT
HaJIOTOIl/IaTe/bIIKa

B CTpaHe perucrpauumn
(MVHKOpTIOpauumn) Uin
ero a”ajor




<*> B ciryyae OTCYTCTBUSI MEKIyHAPOIHOTO HEITATEHTOBAHHOTO HAVMMEHOBAHMSI B PETUCTPAILIIOHHOM

yI0OCTOBEpEeH NI JIeKapCTBEHHOTIO Tperapara yKa3blBaeTcsl HayMeHOBaHle JIeKapCTBEHHOr o IIpernapara,

MnmpeayCMOTpEHHOE IMepeyHeM )KM3HEHHO H606X0,£LI/IMI)IX U BaKHeMIINX JIEKaPCTBE€HHBIX IIPEIIapaToB.

<*> B cirygasix, peaycMOTPEHHBIX ITYHKTOM 25 TIpaBuit rocyiapCTBEHHOV perMcTpauyun u
repeperucTpaluy mpeaeabHbIX OTITYCKHBIX IIeH ITPOU3BOAMTeIel Ha JieKapCTBEHHbBIE ITperapaThl,
BK/TIOUEHHbIE B ITIepeveHb JKM3HEHHO HEOOXOIMMBbIX U BaKHEMIINX JIeKapCTBEHHBIX ITPErapaTos,
YTBEPXKIEHHbBIX MTocTaHoBIeHneM [IpaBuTenbcTBa Poccuiickoit @emepanym ot 29 oktsiopst 2010 r. N 865 "O
roCyIapCTBEHHOM PEeTyJIMPOBaHMUM 1IeH Ha JJeKapCTBEeHHbIEe ITperapaThl, BKIIOUEHHbIE B IIepevyeHb
SKM3HEHHO HeOOXOAMMBIX Y BaXKHEMIIMX JIeKapCTBEHHBIX MIPerapaToB”, MOMOTHUTETbHO YKa3bIBAE€TCSI
(dopma BbIITycka jJeKapCTBEHHOTIO Mperapara, C yuyeTOM KOTOPOi1 pacCUMThIBAETCS MpeAeabHas OTITyCKHAs

1[eHa TIPOM3BOAUTEIS 3a TOTPEeGUTETHCKYIO YITAKOBKY JIEKApCTBEHHOTO Mperapara.

PACHET

npenesibHOM OTNYCKHOW LleHbl MPON3BOANTENA Ha pedhepeHTHbLIN
JNIEKapCTBEHHbIN NpenapaT, NpeacTaBaseMon ana obssaTesnbHON
nepepernctpayunm B 2019 - 2020 rogax

(HauMeHoBaHWe opraHM3aunmn - 3a8BUTeNN)

1. CBegeHUs 0 NeKapCTBEHHOM MnpenapaTte

N |Homep MexxayHapoaHoe | Toprosoe JlekapcTBeHHas | O6miee kommuecTso | I1p
II/TI | pETUCTPALIMOHHOIO | HeMaTeHTOBaHHOe, | HaMMeHoBaHMe | hopMma, BO BTOPUYHOI OT:
YO, 0CTOBEpeHMs WIn IO3UPOBKa, (moTpebuTeNBHCKOI) | TIp

TPYIIPOBOYHOE, KOMIIJIEKTHOCTD | yIIaKOBKe 3a
WIN XUMUUYECKOoe <> o
HauMeHOBaHue yi
<>,‘<={<> 6@'

1 2 3 4 5 6 7

VYosmHOMOUYEeHHOEe

JINTIO

(d.n.0.) | | (mOmKHOCTD) (TIoaINCh)

KoHTakTHBIE AJpec 371eKTPOHHOM

TesieOHbI TTOYTHI

M.IL. (mpu Hammumn)

[Mpunosxkenne N 2
K [IpaBusiam 06s13aTeIbHOI TIepeperncTpauumn
B 2019 - 2020 rozmax 3aperncTpMpOBaHHbIX
NpeJie/IbHBIX OTITYCKHBIX I1€H TPOU3BOAUTENe
Ha JIeKapCTBeHHbIe IIperapaThl, BKIIOUEeHHbIe
B IlepeveHb KM3HEeHHO He0OX0IMMBbIX

Y BaXKHENIINX JIeKapCTBEHHbIX IIpernapaToB

(bopma)



1.1. | Homep perucTpauiOHHOTO YIOCTOBEPEH NS
1.2. | MexxmyHapoiHOe HemaTeHTOBAaHHOe, UJIY TPYHIIMPOBOYHOE, UM XMMUUYEeCKOe HaMMeHOBaH e
1.3. | ToproBoe HauMeHOBaHME
1.4. | JlekapcTBeHHas hopMa, JO3MPOBKA MJIM KOHIIEHTPAIMsI, 00beM, aKTUBHOCTb B e IMHUIIAX
JencTBUS
1.5. | Ob1ee KoMMUECTBO BO BTOPUYHOI (MTIOTPEeOUTENHCKOI) YITaKOBKE
2. PacyeT ueHbl
N |Kom | MuHumMmanbHas [TpoexT HericTByomas CoopsI 3a [TpoexT
n/n | TH OTITyCKHAaY 1leHa OTITYCKHOJ | CTaBKa TaMO>XeHHOe | paCUeTHO
B3l | mpousBoauTesist Ha LIeHbI TaMOKEeHHOM odbopmiieHMe | OTITYCKHO
EA3C | 1ekapCTBEHHbIN "mocTaBka | MOMUIMHBI <**> (py6ueit) LIeHbI
rpernapar B rocyapctse | 6e3 <HES TIPOU3BOIUTEJIS
MIPOU3BOLUTEIIS U B OILIaThI C yuYeTom
IPYTUX TOCyaapCTBax B MOILJIMHBL" TaMO>XeHHBIX
COOTBETCTBUMU C (py6utein) pacxonos,
npuioxkeHuem N 3 <*> <EES pyo6uteii (6e3
. HIIC)
HaMeHOBaHMe | IleHa MIPOIIEHTOB | py6iieit
CTpPaHbI (pybieit)
1 2 3 4 5 6 7 8 9

<*> YKa3blBalOTCA MUHUMAJIbHOE 3Ha4YeHue 13 rpadbl "PacyeT oTNYCKHOWN LEeHbl, B
pybnax" m rocymapcTtBo, LEHa B KOTOPOM WCMNOJsb30OBajsacb A8 pacyeTa, 13
npunoxenns N 3 K MNMpaBunam obssaTenbHon nepepernctpaumm B 2019 - 2020 rogax
3aperncTpmpoBaHHbIX MpedesbHblX OTAYCKHbIX LLEH MPOU3BOAUTENEN Ha NeKapCTBEHHbIE
npenapaTbl, BKJ/IIOYEHHbIE B MNEpPeYeHb XXMU3HEHHO He0obX0AMMbIX U BaXKHEWLUNX
JIeKapCTBEHHbIX MNpernapaTtoB, YTBepXAeHHbIM MnocTaHoBsieHNneM [lpaBuTesibCTBA
Poccunckon ®depepaunn ot 16 aekabps 2019 r. N 1683 "O BHEeCEHUN N3MEHEHUI B
HekoTopble akTbl [paBuTenbcTBa Poccunckonm depepaumm B HacTu rocyapCTBEHHOMN
perncTpaunm v nepeperucTpaymm npepesbHblX OTMYCKHbIX LeH Ha JIeKapCTBEeHHble
npenapaTbl, BKJ/IIOYEHHbIE B MNEPEeYEHb XXMU3HEHHO HEe0bXO0OAMMbIX M Ba>KHEWLUNX
JleKapCTBEHHbIX NMpenapaToB”.

<**> He 3anonHaeTCcA [ONS NeKapCTBEHHbIX MpenapaToB MNPOU3BOAUTENSA
rocyfnapcrtea - 4ieHa EBpa3suMnNCKOro 3KOHOMWYECKOro Cok3a UM JIeKapCTBEHHbIX
rnpenapaTtoB MHOCTPaAHHOIO NMPoOM3BOACTBaA, NepBUYHAA U (Mn) BTOPUYHAA yNaKoBKa
KOTOPbIX OCYLLEeCTBAAETCA WX MNJAHUPYeTCa OCYyLLeCcTBAATbLCA B Poccumnckom
depnepaunu.

PykoBoauTe/ib OpraHm3aiun-
3asIBUTEIIS

(¢.n.0.)

(TenedoH, agpec 37eKTPOHHOM
TIOYThI)

(TIogmmch)

M.IL. (ipu HanMumn)




Ucrnionuurenb

(TIoaTunCh)

(¢.n.0.)

TOYTHI)

(TenedoH, agpec 371eKTPOHHOI

0 MUHUNMaAJIbHbLIX OTMYCKHbIX LleHaX Ha ﬂeKapCTBeHHbIVI npenapat

NHO®OPMALNA

B MHOCTPaHHbIX FrocyaapcTBax

IMpunoxenne N 3

K [IpaBusiam 06s13aTeTbHOI TIepeperncTpanumn
B 2019 - 2020 romax 3aperncTpMpOBaHHBIX
NpeJie/IbHBIX OTITYCKHBIX I1€H MPOMU3BOAUTENel
Ha JIeKapCTBeHHbIe IperapaThl, BKIIOUEeHHbIe
B IlepeveHb KM3HEHHO He0OX0AMMBbIX

Y BOXKHENIINX JIeKapCTBEHHbIX IIpernapaToB

CBepneHus o NneKapCcTtBeHHOM rnpernapaTe

(bopma)

1.1. | Homep perucTpaiiMOHHOTO yIOCTOBEPEHUS

1.2. | MexxmyHapoAHOe HelaTeHTOBaHHOe, WJIY IPYIIMPOBOYHOE, UM XMMUUYeCKOe HaMeHOBaHMe

1.3. | ToproBoe HauMeHOBaHUE

1.4. HEKapCTBEHHaH (bopMa, JO3UMPOBKaA MJIM KOHLEHTPpalsi, 06'beM, dKTMBHOCTDb B €eAMHUIIaX

JecTBUS

1.5. | O611iee KOIMYECTBO BO BTOPUUHOI (IIOTPEOUTENHCKOI) YTTAKOBKE

l'ocynmapcTBa OrnyckHad 1eHa | OtmyckHag 1leHa | OtiyckHast eHa | HammeHoBaHMe | Pacuer
MIPOU3BOAUTENS | IPOU3BOAUTENS | IPOU3BOAUTEIS MHOCTPAHHOM | OTITYCKHO
Ha Ha Ha BaJIIOThI LIeHbI B
JIeKapCTBEHHbIN | TeKapCTBEHHbIN | JIeKapCTBEHHBIA pyosIsIX
npemnapar 3a npenapar 3a 1 npernapar 3a <A
YIIaKOBKY (B JIeKapCTBEHHYIO | eIMHUILY
MHOCTPaHHOI dbopmy (B JeiICTBYIOILETrO
BaJIIOTe) MHOCTPAHHOM BelecTsa (B
BaJIlOTE) <*> MHOCTPaHHO¥
BaIIOTE) <**>
Benrpusa
I'peueckas
Pecrry6ika
KoponescTBO
benbrus
KoponeBcTBO
Ncnanns
KoponeBcTBO

Hupgepnanmos




Pecrry6ika
[Tosnpiia

PymbiHMS

CrnoBaiikast
Pecrry6ika

Typenkas
Pecrry6ika

®paHiy3ckas
Pecrry6mika

Yemickas
Pecrry6ika

CrpaHa
TIPOU3BOAUTENISI

<*> PaccyuTbiBaeTCA B cny4vae obazaTenbHon nepepernctpaumm B 2019 - 2020
rogax npegesibHoM OTNYCKHOM LEeHbl Ha JIeKapCTBEHHbIM npenapaT, KOJM4YecTBO
JNleKapCTBEHHbIX (POpM B NOTPebUTEeNbLCKOM yrnakoBKe (KOMYeCTBO 403 B YNaKOBKeE,
06beM) KOTOPOro OTCYTCTBYET B OTAEJIbHbIX FOCYyAapCTBax.

<**> PaccyuTbiBaeTCHA B Csiy4ae obazaTenbHOM nepepermncTpaumm B 2019 - 2020
rogax npeaesibHoM OTNYCKHOM LEeHbl Ha NIeKapCTBEHHbLIN NpenapaT C O03UPOBKOWN,
KOTOpas OTCYTCTBYET B OTAEJsIbHbIX rocyfapcTteBax. B pacyeTe He y4uTbIBaOTCH
bAvKanwne CMexHble [03MPOBKKW, MpeBblllalowime OO03UPOBKY 3asBJEHHOI0
JleKapCTBEHHOro npenaparTa, NnpegHa3Ha4YeHHOro A5 NpUMeHeHNs B negnaTpnyeckon
npakTuke (Ha OCHOBaHWU CBeLEHUN WHCTPYKLUN NO MEOULMHCKOMY NPUMEHEHUIO),
bonee yem B 2 pasa.

<*¥*> [lepecyeT UEHbl B MHOCTPaHHOW BasoTe B pyban ocylecTBAsSeTCA No
cpeoHeMy KypCy COOTBETCTBYHOLLEN WHOCTPAHHOW BajiloTbl K pybno Poccunckon
depnepaunn, yctaHoBneHHOMY LleHTpanbHbIM 6aHKOM Poccuinckonm ®epgepauynm 3a 2018
rog.

MpumedaHne. B cny4ae ecnm ueHbl B OTAENIbHbIX CTpaHaxX onpenenstTcs Ha
OCHOBE MEeXXIoCy[apCTBEHHbIX COrjaweHnn rno BOMpocaM MNOCTaBKKU
JIeKapCTBEHHOro npernapaTta, HeobxXx0AMMO YyKasaTb OCOBEHHOCTU
opMmpoBaHMA 3STUX UeEH. [Ipyn 3TOM He Yy4YUTbIBAlOTCA LUEeHbl Ha
NleKapCTBEHHbIE NpernapaTbl, NocCTaB/sSeMble 3a CYeT MeXXAYHapOoAHbIX
PMHaHCOBbLIX oOpraHm3auunm (poHOOB) NO peweHUt BcemupHon
opraHusaummn 3apaBooXpaHeHUs.

PykoBonuTenb opranm3anmum-
3asBUTEJISI

(mommucy) | | (p.n.0.) | | (TenedoH, agpec 371eKTPOHHOIM
II0YTHI)

M.II. (npu Hanmnumn)

UcrionHuTenb




(mopmuco)

(¢.n.0.)

II0YTHI)

(TenedoH, agpec 37eKTPOHHOI

CBEOEHINA
0 HaIM4YMN 3aPerncTPUPOBAHHbLIX NMpeaesibHbIX OTMYCKHbIX LieH
3aABNSIEMOro JIEKAPCTBEHHOr 0 npenapaTa

[Tpunoxenne N 4

K [IpaBuiam 00si3aTeIbHOI TTepeperucTpanumn
B 2019 - 2020 rogax 3aperucTpMpOBaHHBIX
Npefe/ibHbIX OTITYCKHbBIX LI€H POU3BOAUTENE
Ha JieKapCTBeHHbIe ITpenapaThl, BKIIIOUYeHHbIE
B [IepevyeHb KM3HEHHO HE0OXOAMMbIX

Y BOXKHENIIMX JTeKapCTBEHHbIX ITpernapaToB

(HaMmMeHOBaHMe opraHn3aLnn-3asaBuUTens)

|. CBegeHunsa o iekapCTBEHHOM MpenapaTe

1.1. | Homep peructpauyOHHOrO yA0CTOBEPEHMS
1.2. | MexxnyHapoAHOe HelaTeHTOBaHHOEe, WJIU IPYIIMPOBOYHOE, UM XMMUUYeCKOe HauMeHOBaHMe
1.3. | ToproBoe HauMeHOBaHNE
1.4. | JlekapcTBeHHas1 hopma, LO3MPOBKA UM KOHLIEHTpalys, 06beM, aKTUBHOCTb B e HUIIAX
IeiCTBUS
1.5. | O611iee KOIMYECTBO BO BTOPUUHOI (IIOTPEOUTENHCKOI) YTIAKOBKe
Il. PacyeT UeHbl
N | Binagenern JlekapcTBeHHas | KonnuecTso B Homep u nata 3aperucTpupoBaHHa!
I/T | perucTpanmoHHoro | popma, MOTPeOUTENbCKOIA | TpMKasa o IIPOU3BOANTENS Ha JI
YA,0CTOBEepEeHNS IO3UPOBKa yIIaKOBKe rocypapcrBeHHoit | HIC), pybneit
JIeKapCTBEHHOIO peructpauumn
npernapara (mepepeructpanyy) | 32 . I
(TIpOM3BOINTEND, peeabHOI HOTPEOUTEILCKYIO |7
YIIaKOBIIVK, OTITYCKHOJ 1leHb1 | YIIAKOBKY ¢
opraHmsanus,
OCYLIeCTBJISIIOILAst
BBIITYCKAOIII
KOHTPOJIb)
1 2 3 4 5 6 i
PykoBonuTenb opraHm3anuum-
3assBUTEJIS
(mopmuck) | | (b.n.o.) | | (Tenedon, anpec 3neKTPOHHOI
TOYThI)

M.II. (npu Hanmmumn)




Ucrnionuurenb

(¢.n.0.)

(TIoaTunCh)

(TenedoH, agpec 371eKTPOHHOI
TOYTHI)

[Mpunoxkenne N 5

K [IpaBusiam 06s13aTeTbHOI TIepeperncTpauumn
B 2019 - 2020 romax 3aperncTpMpOBaHHBIX
NpeJie/IbHBIX OTITYCKHBIX I1€H MPOU3BOAUTENel
Ha JIeKapCTBeHHbIe IperapaThl, BKIIOUEeHHbIe
B IlepeveHb KM3HEHHO He0OX0AMMBbIX

Y BOXKHENIINX JIeKapCTBEHHbIX IIpernapaToB

®OPMYVIJIbI

PACYETA ITOHI>KAIOIINX KOSOOPUILIMEHTOB, ITPUMEHSEMbBIX
TPV OBA3ATEJIbHOW MMEPEPETUCTPALIMUA B 2019 - 2020 TOJIAX
TMMPEJEJIbHBIX OTITYCKHBIX LIEH ITPOV3BOIUTEJIEN
HA BOCITPOM3BEJEHHDBIE, BMOAHAJIOT'OBBIE
(BMOITOAOBHBIE) IEKAPCTBEHHBIE ITPEITAPATDBI

3aperuMcTpupoBaHHas
npefenbHast OTITyCKHas IleHa
3a MOTPEeOUTETHCKYIO
YIIaKOBKY pedepeHTHOro

[MoHwkaromuit KoapbuineHT ajis
pacuera 1jeHbl Ha
BOCIIPOM3BEeIeHHbIN
JIeKapCTBeHHbIN Ipenapar, K

[MoHMsKkamMit KO3QOUIMEHT IS
pacuera 1IeHbl Ha 6M10aHaJIOTOBBI
(61010 mO0OHBIN) JIeKapCTBEHHBI
npernapar, Ko

JIeKapCTBEHHOTO Ipernapara,

Lped (py6reii) MTPOU3BOAUTEIS MHOCTPAHHOTO | IPOU3BOAUTENST | MHOCTPAHHOTO
rocyiapcTBa - ITPOM3BOJICTBA | TOCYJapCTBA - MIPOU3BO/ICTBA
yjeHa <> yjeHa <ES)
EBpa3suiickoro MIPOLIEHTOB EBpasuiickoro MIPOLIEHTOB
9KOHOMMYECKOTO 9KOHOMMYECKOTO
CO103a, ITPOLIEHTOB com3a,

TIPOLIEHTOB
1o 100 pyb6neit 0 0 0 0
(BRIIIOUUTENIHHO)
ot 100 py6:eit mo 500 pybneit |0 4x 0 0
(BKJIOUUTEJIBHO) (Uped)0,24 -
10

ot 500 py6seit mo 100000 3,6 x (LUped)0,23 - |4x 0,6 x (Lped)0,34 - |0,39 x

pyo6Jieit (BKIIOUMUTENIbHO) 10 (Uped)0,24 - |5 (LIped)0,41 - 5
10

cbime 100000 pybeit 40 55 25 40

<*> JlekapCTBEeHHbI€e MpenapaTbl MHOCTPAHHOTO ITPOU3BOJCTBA, B TOM UKCJie TIepBUYHAS U (MJI1) BTOPUYHAS
YIIAaKOBKA KOTOPBIX OCYLIECTBIISIETCS WU IIJIaHUPYETCS OCYLIeCTBISThCA B Poccuiickoilt @enepanuu.

YTBepKaeHbI

[ToctanoBnenueMm [IpaBuTtenncTBa
Poccuiickoit @enepaiyin

ot 29 okTs6ps 2010 . N 865



[TIPABUJIA
BEOEHUSA T'OCYIAPCTBEHHOI'O PEECTPA ITPENEJIbHBIX OTITYCKHbBIX LIEH
IMPOV3BOJINTEJIEN HA JIEKAPCTBEHHBIE ITPEITAPATDI, BKIIIOUEHHBIE
B INIEPEYEHD JKM3HEHHO HEOBXOIMMBIX Y BAXKHEUIIIKMX
JIEKAPCTBEHHBIX ITPEITAPATOB

1. Hacrosiye TIpaBuiia yCTaHaBJIMBAIOT MOPSIIOK BeIeHMS TOCYIapCTBEHHOTO PeecTpa MpeebHbIX
OTITYCKHBIX I[eH TTPOU3BOAMTE el Ha JieKapCTBEHHbIE MpelapaThl, BKIIOUEHHbIE B IepevyeHb XU3HEeHHO
HEeOOXOAMMBIX ¥ BasKHEIINX JIeKapCTBEHHBIX IIPEIapaToB (Iajiee - peecTp).

2. Peectp siBnsieTcst pemepanbHO MHGOPMALIMOHHONM CHMCTEMOI, COepsKaleil CBegeHus O
rOCyJapCTBEHHO perucTpanum rnpeaeibHbIX OTIYCKHBIX LIeH IPOU3BOAUTENIEN Ha IeKapCTBEHHbIe
Tpernaparhl, BKIIOUEHHbIE B ITlepeveHb KM3HEHHO HeOOX0IMMBbIX M BasKHEMIINX JIeKapCTBEHHbIX
rperiapaTos (Jajee - JieKapCTBEHHbIE MIpernaparhl).

3. PeecTp BegeTcst MuHMCTEPCTBOM 3paBooxpaHenusi Poccuiickor @enepanumt B 37IeKTPOHHOM BUJIE C
IIpMMEeHeH)eM aBTOMAaTU3MPOBAHHOM CUCTEeMBbI ITyTEM BHECEHUS B PeeCTp peeCcTPOBBIX 3aIlnCeii.

4. BemeHue peecTpa OCyIIEeCTB/ISIETCS B COOTBETCTBUM C € IMHBIMM OPTaHM3alMOHHBIMMU,
MEeTO/I0JIOTMYECKMMU U IIPOrPaMMHO-TeXHUYECKUMM IMPUHLIUIIAMM, 006eCIIeunBalouMI COBMECTUMOCTb U
B3aMMO/IeiCTBIE peecTpa C MHbIMU deepaibHbIMU MHPOPMALIMOHHBIMM CUCTEMaMM U CETSIMU.

5. PeecTpoBas 3amych 0 TOCYyIapCTBEHHO perucTpaiuu (epeperncTpanym), 06s13aTeIbHOIM
nepepeructpauuu B 2019 - 2020 rogax mpemeabHOM OTITYCKHOJ 1IeHbl TPOU3BOAUTEJS Ha JIeKapCTBEHHbIN
npernapar (Jajiee - peeCTpoBas 3aMych) COAEPXKUT ClIeAyolye CBefeHMs:

a) Ha¥MEeHOBaHMe IepsKaTeJIsl WIN BJIafie/blla PErUCTPALIIOHHOTO YIOCTOBEPEHNS JIEKapCTBEHHOTO
rpernapara, HauMeHOBaHMe ITPOU3BOAUTEIS IeKaPCTBEHHOTO IIperapara, CBeJIeHUs 0 peruCcTpaiumn
nepskaTesist MM BIaJieblla PerUCTPAIMOHHOTO YAOCTOBEPEHMS JIEKAPCTBEHHOTO MperapaTa B KauecTBe
HaJIOTOTIaTe bIIMKA, CBeIEHNSI O PETUCTPALIVY TTPOU3BOIUTEIS JIEKAPCTBEHHOTO TIperapara JIjist
MeIMUIIMHCKOTO MTPMMeHEHMS B KaUeCTBe HAJIOTOIIaTe bIIMKa B CTPAHe PETUCTPALUY (IJIST POCCUCKUX
IOPUIMYECKUX JTUIT - UAeHTUGUKAIMOHHBI HoMep Hajoromiatenbinyka (MHH), ajist MHOCTpaHHBIX
IOPUIMYECKUX JIUIT - CTPaHa perucTpaluy, HauMeHOBaHMe PerMCTPUPYIONIEro OpPraHa, permMcTpaiOHHbII
HOMep, KO/ HaJIOTOIUIaTe /IbI[MKA B CTPAHe PernucTpanyuy (MHKOPIIOpal) Uin ero aHauior), MecTo
HaXOXIeHMS ITPOU3BOICTBEHHBIX TUIONIAZ0K, YUaCTBYIOIINX B ITPOIIeCcce ITPOMU3BO/ICTBA JIEKAPCTBEHHOTO
rpernapara, ¢ ykazaHueM CTaguu mpoliecca Mpou3BOACTBA;

6) HaMMeHOBaHMe JIEKAPCTBEHHOTO Mperapara (MeskAyHapogHOe HellaTeHTOBaHHOe, VIIU TPYIIITMPOBOYHOE,
WY XMMMUYECKOe U TOPrOBOe HaMeHOBaHMs), a B CJIyuae OTCYTCTBUS MeKIYHapOJLHOTO
HeIraTeHTOBAaHHOTO Ha¥MeHOBAaHMSI - HaMMeHOBaHMe, B COOTBETCTBUM C KOTOPbIM JieKapCTBEHHbI
Mperapar BKJIIOUEH B IlepeyeHb JXM3HEHHO HeOOXOAVMBIX U BaXKHEMIIMX JIeKAPCTBEHHBIX MPernapaToB;

B) HOMED permcTpaiiMOHHOI'O YOOCTOBEPEHNS JIEKADCTBEHHOI'O ITPpEeriapaTa,

r) JeKapcTBeHHas (opMa ¢ ykazaHMeM J03MPOBKY JIEKaPCTBEHHOTO ITperapara ¥ ero KoJmuecTsa Bo
BTOPUYHOI (TTOTPe6UTENIbCKOIT) YIIAKOBKE, @ TAK)Ke KOMIUIEKTHOCTb;

1) 3aperucTpMpoBaHHas IpeeabHast OTITYCKHASI IleHa MPOM3BOINTEISI Ha JIeKapCTBEHHBIN Mpernapar B
pyoIIsx;

€) maTta ¥ HoMep npukasa MuHMUCTepCTBa 3apaBooxpaHeHms Poccuiickoit demepaiiyiy 0 TOCyaapCTBEHHOM
peructpauum (mepepeructpanum), oosisatenbHoit mepeperucrpauyu B 2019 - 2020 rogax npeeabHOM
OTIYCKHOJ LIeHbI MIPOM3BOAUTES HA JIEKAPCTBEHHBII TIperapar;

e(1)) mata 1 HoMep npuKaza MuHKUCTepcTBa 3ApaBooxpaHenus: Poccuitckoit ®emepaniuy 06 ycTaHOBIEHUY
TpeneibHOM OTITYCKHO LIeHbI [TPOM3BOAUTES HA JIEKapPCTBEHHBII ITperapaT B COOTBETCTBUM C YAaCThIO 9
cratby 61 ®emepasbHOTO 3aKoHa "O6 0OpaleHnM JeKapCTBEHHbIX CPeACTB";



3K) HITPUXOBOI KOJI, HAHECEHHBI Ha BTOPUYHYIO (TTOTPeOUTETbCKYIO) YITAKOBKY JI€KapCTBEHHOTO
npernapara;

3) KOJI IeKapCTBEHHOTIO ITperapaTa o aHaTOMO-TeparneBTUIECKO-XMMUYECKOi KIaccuuKaimm,
pPEeKOMeHI0BaHHOI BceMMpHOIT opraHu3anmeil 31paBoOoXpaHeHNsI.

6. BHeceHMe B peecTp peeCcTpOBOIi 3aIMCH OCYILECTBJISIETCS HA OCHOBAHUM CBEJIEHMIA, ITOTyYEeHHBIX [IPU
rOCyIapCTBEHHO perucTpanuu (epepeructpaimn), obsszateabHoii mepepeructpanny B 2019 - 2020 rogax
MpefieIbHOM OTITYCKHO 1eHbI TPOM3BOAMTEIIS Ha JIEKapCTBEHHBII ITpernapar, B TeueHne 1 pabouero qHs CO
IHST:

MIPUHSITUS PellieHNsI O TOCYyJapCTBEHHO perucTpaluy mpeAeabHOl OTITYCKHOI 1[eHbI POU3BOAUTEIS Ha
JIeKapCTBEHHBIN ITpenapar;

MIPUHSITUS PellleHUsI O TiepeperucTpaluy npeAeabHOl OTITyCKHO LieHbl TPOU3BOAUTE/IS Ha
JIeKapCTBEeHHbIN IIpenapar;

MIPUHSTUS perieHnst 06 obs3aTeabHoI mepepeructpaiium B 2019 - 2020 rogax rnmpeaenabHOM OTITYCKHOM
LIeHbI ITPOV3BOANTES HA JIEKAPCTBEHHBIN TIpenapar;

MPUHSTUS MUHUCTEPCTBOM 3[IpaBooOXpaHeHust Poccuiickoii @emepaiium peleHust 00 yCTaHOBIEHUMA
NpeneibHOM OTITYCKHOI LieHbl [IPOM3BOAUTEIS Ha JIeKapCTBEHHBI IIperapar B COOTBETCTBUM C YaCThIO 9
cratbyu 61 ®enepanbHOro 3akoHa "O6 ob6palIeHUy JIeKapCTBEHHBIX CPEICTB".

[Tpu rocymapCcTBEHHOI TIepeperucTpanyy peecTpoBast 3aich O roCyJapCTBEHHO perucTpanmm
3apermcTPMpPOBAHHOI TTpeNeIbHOM OTITYCKHO 1I€HbI TPOM3BOAMTEJIS Ha JIEKaPCTBEHHBIN Mpernapar
IOTIONHSIETCS HOMEPOM U JaTo pellleHMs O lepeperucTpauym mpeieibHoi OTITYCKHOM 1eHbl
MIPOU3BOANTEIS HAa JIeKapPCTBEHHbI ITperapar.

[Tpy npuHATMM MUHUCTEPCTBOM 3ApaBooxpaHeHus Poccuiickoii @enepaiyy pelieHns o
repeperucTpaium, oosizaresbHo mepepeructpanyu B 2019 - 2020 rogax rpeesibHOM OTITYCKHO II€HbI
MIPOM3BOJNTEISI HA JIeKapCTBEHHBI IperapaT COOTBETCTBYIOMIAsI MHGOpMaIsi BHOCUTCS B peeCTPOBYIO
3aIMCh C YKa3aHMeM HOMepa U JIaThl pelleHns O IlepeperucTpainm, oosi3aTeIbHOM repeperucTpainm B
2019 - 2020 rogax.

7. BHeceHMe U3MEeHEHNI B peeCTPOBYIO 3aIMCh OCYILECTBIISIETCS B YaCTU

M3MEHEeHUS CBeJIeHUN O pernucTpannum Jepskatess UK BJiafe/iblia PerMCTPAlMOHHOTO YIOCTOBEPEHUS
JIeKapCTBEHHOrO IperapaTa B KaueCTBe HaJIOroIiaTesbIIyKa (41 POCCUCKUX IPUANIECKUX JIULI -
UIeHTU(PUKALMOHHBIN HOMep HanoromiaTenbiyka (MHH), n1s MHOCTpaHHBIX I0pUAMYECKUX JIUIL - CTpaHa
perucTpauum, HamMeHOBaHMe PEruCTPUPYIOLIETro OpraHa, perncTpaluoOHHbII HOMep, KOZ,
HaJIOTOIJIaTeNbIMKA B CTPAHE PerucTpanum (MHKOPIopalmn) Ui ero aHaior);

M3MeHeHMs CBeJleHM I O perncTpaLyy IPpou3BOAUTeIS JIEKapCTBEHHOTO IIpernapaTa Al MegUIMHCKOTO
IIpMMEeHeHM)s B KaueCTBe HaJIOroIliaTe/blI/Ka B CTPaHe perucrpauuy (i1 pOCCUMCKUX I0PUONYECKUX JIALL
- uAeHTUdUKALMOHHBI HOMep Hasororarenbinyka (MHH), 1y ”HOCTpaHHBIX IPUANYECKUX JTULL -
CTpaHa perucTpauuy, HauMeHOBaHMe PeruCTPUPYIOLIero OpraHa, permcTpalOHHbI HOMeD, KOJ,
HaJIOTOIIJIaTe/IbII KA B CTPaHe perncTpauyy (MHKOPIIOpaLyun) Uan ero aHajor);

M3MEeHeHMI HaMMMEeHOBAaHM JIEKapCTBEHHOTO IIpeIiapaTa (MQ)K,E[YHapO,HHOI‘O HeIlaTeHTOBAHHOTI'O, NN
I'pyMNnIimmMpoBOYHOT0, MJIN XMMNUYECKOTO 1 TOPIroOBOI'o HaMMEHOBaHMVI);

HamnMcaHus JeKapcTBeHHOM HhopMbl;
HaIMCaHUs JO3UPOBKY JIEKaPCTBEHHOTO Ipernapara;

M3MeHeHMs Kofa JeKapCTBEHHOTO Mpelapara o aHaTOMO-TeparneBTUYeCKo-XUMUUeCKOoii
KIaccudumkanmu;



M3MeHEeHMs lepsKaTesis WIK BJIaiesiblla PerMCTPALMOHHOTO YA0CTOBEpeHMS TIeKapCTBEeHHOTo ITperapara,
€ro OpraHM3alOHHO-ITPaBOBOI (GOPMBI;

M3MeHeHMs TPOU3BOAMUTEJIS], eT0 OPraHM3aI[MOHHO-TIPaBOBOI (hOPMBbI, afpeca MIPOMU3BOIUTES
JIeKapCTBEHHOTO ITperapaTa Ipy YCJIOBUM COXPAHEHMS er0 MIPUHAIJIEXKHOCTH K TOCYAAPCTBY - WIEHY
EBpasuiickoro 5KOHOMIYECKOTO COI03a UM MHOCTPAHHOMY ITPOV3BOIUTENIO;

M3MeHeHMs] HaMeHOBaHMI MPOM3BOACTBEHHBIX IIONA/I0K, YIACTBYIOIIMX B IIPOLiecce MPOU3BOICTBA
JIeKapCTBEHHOTO Ipernapara, X MeCTOHAXOXIEHMS TIPU YCJIOBUYM COXPAaHEHUS] UX TIPUHAJIESKHOCTY K
rOCyJapCTBY - WieHy EBpa3uiickoro 3KOHOMIYECKOT0 CO¥03a WM MHOCTPAHHOMY ITPOM3BOAUTENIO;

M3MEHEHMS HOMEpPa perMCTPpaiuMOHHOIO YOOCTOBEePpEHMA JIEKAaPDCTBEHHOTO IMperiapara,

M3MEHEeHMS MITPUXOBOr0 KOJa, HAHECEHHOTr0 Ha BTOPMYHYIO (IIOTPEOMUTE/IbCKYIO) YIIAKOBKY
JIeKapCTBEHHOTO Mperapara;

M3MeHeHU s KOMIUIEKTHOCTH JIEKAPCTBEHHOrO Tpenapara (Ipu yCI0BUU OTCYTCTBUS U3SMEHEHMUS ero
KOJIMYeCTBA BO BTOPUYHOJ (ITOTPeOUTETHCKOI) YITAaKOBKE);

n3MeHeHMs PopMbI BbIITyCKa JIeKapCTBEHHOTO Ipernapara, CorocTaBMMOIA 10 iIeKapcTBeHHO dhopme,
I03UPOBKe (KOHIIEHTPALUY, aKTUBHOCTY B €IMHUIIAX JAEeiCTBUS) U 00IeMy KOJTMYECTBY BO BTOPUUHOI
(TIOTpebUTENBCKOI) YIIAKOBKE (32 UCKIIOUEHMEM CTyYaeB, TPeAyCMOTPEHHbBIX TYHKTOM 25 [TpaBut
roCyIapCTBEHHOW percTpauuy u repeperucrpanyy yCTaHaBI¥BaeMbIX IIPOU3BOAUTENSIMM
JIeKapCTBEHHBIX IIperapaToB Ipee/bHbIX OTITYCKHbIX 11eH Ha JiIeKapCTBeHHbIe IIpelapaThl, BKIUeHHbIe B
repevyeHb XXKM3HEHHO He0OXOAVMBbIX U BasKHEMIINX JIeKAPCTBEHHBIX MPerapaToB, YTBEPKIEHHbBIX
rocraHoByieHneM ITpaBuTenbcTBa Poccniickoit @epgepauuu ot 29 okrsiops 2010 r. N 865 "O
roCyJapCTBEHHOM peryJiMpOBaHUM LIeH Ha JIeKapCTBEHHBIE IIpernaparsl, BKIOUYEeHHbIe B [IepeYeHb
>KM3HEHHO HeOOXOMMbIX M BasKHEeMIIMX JieKapCTBeHHbIX IIperapaToB”).

BHeceHMe yKa3aHHBIX MU3MEHEHNI OCYLIeCTBIISIeTCS Ha OCHOBAaHMUM 3asIBJIEHMS lepsKaTesls WK Bilafiesblia
pPerncTpauyoOHHOIO YA0CTOBEPEHMS JIEKAaPCTBEHHOTO IIpenaparTa (YIIOJIHOMOYEHHOTO UM JINIIA),
MpeCTaB/sieMOro Ha 6ymMaskHOM HocuTesie (B 1 3K3eMIUIsipe) U B 3JIeKTPOHHOM BU/Ie TI0 (hopMe COTIacHO
MIpUIOXKEeHMI0, MMHMCTEPCTBOM 3ApaBooxpaHeHust Poccuiickoit @epepaiium 6e3 COTIacoBaHMS C
denepasibHOM aHTUMOHOIIOABHOM CIYX607i ¢ cCOXpaHeHeM Toc/ieqHel 3aperucTPUPOBAHHOM 11eHbI Ha
JIeKapCTBEHHBIN Mpenapar.

MuHucTepcTBO 3apaBooxpaHenns: Poccuiickoit @epepanyiy o pesyibTaTaM BHECEHUS MU3MEeHEeHUI B
peecTpOBYIO 3alMCh BbIJAeT JepsKaTeslo UV Blaafesblly PerMCcTPaliOHHOTO yIOCTOBEPEH M
JIeKapCTBEHHOTO Ipernapara (yIIOJIHOMOYE€HHOMY MM JIMILY) BBIIMUCKY U3 peecTpa.

IlomyckaeTcst BHeCeHMe M3MeHeHMii B peecTp 6e3 coracoBanus ¢ emgepasbHOV aHTMMOHOIIOJIbHO
CJTY3K0071 ¢ cOXpaHeHMeM Toc/IeIHel 3apermCcTpMPOBAHHOI 1IeHbI Ha JIeKapCTBEHHbII Ipernapar
MHOCTPAHHOTO MPOMU3BOCTBA IIPY BHECEHMM M3MeHEeHN S B PeeCTPOBYIO 3alMCh B YaCTU U3MEHEHUS
MHOCTPAHHOTO NPOU3BOAUTES HA TPOMU3BOAUTEISI TOCYAapCTBa - uieHa EBpa3niiCKoro 5KOHOMMUIeCKoro
Co103a.

CoOTBETCTBYIOIIME U3MEHEHMS BHOCSITCS B peeCTPOBYIO 3aIIMCh C YKa3aHMEeM HOMepa U 1aThl BHECEHUS
V3MEHEeHUI.

8. [Ipy BHeceHUM M3MEHEeHUI B peeCTPOBYIO 3aI1MCh B COOTBETCTBUM C IIYHKTOM 7 HacTosaWwux IlpaBui B
cyJae, ecjii B paMKax OJHOTO PerncTpalMOHHOIO YA0CTOBEepEeHMS JIEKAPpCTBEHHOTIO Ipernapara
3apercTpupOBaHO HECKOJIbKO Ipeie/IbHbIX OTITYCKHBIX 11eH IIPOU3BOAUTEIeN Ha STOT JIeKaPCTBEHHbI
rpemnapar ¢ TaKMMM JXKe JIeKapCTBEeHHOV (POpMOIi, 1O03MPOBKOJ ¥ KOTMYECTBOM BO BTOPUYHOM
(MOTpe6UTETBCKOII) YIITAKOBKE, TO IOCIEAHSSI 3aperMCTPMUPOBAHHAS IIeHA OMPeIeIsieTCs C Y4eTOM
KOMIIJIEKTHOCTH JIeKapCTBEHHOTO TpernapaTa, GopMbl BbIITyCKa JIeKapCTBEHHOTO MpernapaTa U CTpaHbl-
IIPOM3BOANTES JIEKAPCTBEHHOrO Ipernapara (IIpou3BOACTBEHHbIX IIJIOILaI0K, YUaCTBYIOLIMX B [Ipoljecce
IIPOM3BOJCTBA JIEKAPCTBEHHOIO IIperapara).



9. CBemeHMs 0 rOCYAApCTBEHHO perucrpauum (rmepepeructpanmin), 00s13aTebHO ITepepernucTpalum B
2019 - 2020 rogax npeneabHON OTITYCKHO 11€HbI IPOU3BOAUTEISI HA JIEKAPCTBEHHBII TIpernapar nojjiexarT
VCK/IIOUEHUIO U3 peecTpa B ciiyvae:

a) TpeLCcTaBJeHUs JepRaTeleM WU BaafelblieM PerucTpaliuOHHOro YA0CTOBEePEHMS JIeKapCTBEHHOTO
npernapara (yroJJHOMOYE€HHOTO VM JINIIA) 3asBIeHUs 00 VCKITIOUeHUM CBeIeHNI U3 peecTpa B CBS3U C
OTCYTCTBMEM JIEKapCTBEHHOTO Mpernapara B obpaliennu Ha Tepputopun Poccniickoit @emepanymu;

6) MCKITIOUEHMS JIEKapCTBEHHOTO Iperapara 13 ToCyJapCTBEHHOTO PeecTpa JieKapCTBEHHbBIX CPeICTB JJIst
MeIMULIMHCKOIO IIPMMEHEeHNS;

B) MCKJIFOUEHMS JIEKaPCTBEHHOTO TTperapara 13 MmepevHst sku3HeHHO He0OXOIMMbIX Y BaSKHEMIINX
JIeKapCTBEHHBIX MTPeIapaToB;

') UCTE€UEHUS CPOKA F'OIHOCTHU 3apPEruCTPpUPOBAHHOrO B Poccuiickoi @enepanum jeKapCTBEHHOTO
rperiapara, CpoK JeiCTBUSI pernCTPALMOHHOIO YI0CTOBEPeHMSI KOTOPOIO UCTEK;

1) OTMEHBI pellleHNsI O TOCYIapCTBEHHOV PerucTpanyu Uiu IepeperucTpainm, 00s3aTeIbHOM
nepepeructpauuu B 2019 - 2020 rogax npeneabHOM OTITYCKHOJ 1IeHbl TPOU3BOANTES HA JIEKAPCTBEHHbIN
nperiapar.

10. YIIoJTHOMOUYEHHOE JINIIO IepsKaTesis I BJIafie/iblla PerMCTPAlIOHHOIO YIOCTOBEPEHMS
JIeKapCTBEHHOTO Iperapara IpeJicTaB/isieT JOKyMeHT, OATBepsKAAI0NIii ero MOTHOMOYMSI.

11. Ipu nipuHSTMM MUHNUCTEPCTBOM 3 paBooxpaHeHust Poccuiickoit @egepaiiuy penieHus 06 MCKIIOYeHUN
CBeJIeHU O TOCYyJapCTBEHHOM perucTpauum rmpeaeibHOM OTITYCKHOM IIeHbl MIPOU3BOAUTEIISI Ha
JleKapCTBEeHHbIN MpernapaT COOTBeTCTBYIOIIAs 3alCh IPOM3BOAUTCS B peecTpe B TeueHue 1 pabouero IHs
CO IHS IIPUHSTHSI TAKOTO pellieHNsI C yKa3aHMeM OCHOBAHMS U JAThl er0 IIPUHSTUS.

12. PeecTp ny6snuKkyeTcst Ha obuilMabHOM caiiTe MUHMCTEPCTBA 34 paBoOXpaHeHust Poccuiickoii
denepanuy B MHGOPMAILIMOHHO-TEJIEKOMMYHMUKAIIMOHHOI ceTy "VIHTepHeT" 1 OOHOBJISIETCS €5KeIHEBHO C
COXpaHeHMEeM Ha CaiTe BCex MpeblAyIuX pefaKkiinii peectpa.

13. IndopMaius 0 3aperucTpyUpOBaHHBIX ITpee/IbHbIX OTITYCKHBIX IleHaX IMTPOM3BOAUTE el Ha
JleKapCTBeHHbIE MTperapaThl pa3MeniaeTcs B aliTeYHbIX OpraHu3alusIX B TOCTYITHO IJ1s1 Bcex
3aMHTePeCOBAHHbIX JINIL (POpMe C YUeTOM I'PYIIIMPOBKY 10 MeKIYHAPOAHbIM HeIlaTeHTOBAHHBIM
HaMeHOBaHMSM JIeKapCTBEHHBIX ITperapaTos.

14. CBemeHus1, COIEPKAIMECS B PEECTPe, SIBJISIIOTCSI OTKPBITHIMM U O6IIeAOCTYITHBIMU U TIPE/ICTABIISIIOTCS
3aMHTepeCcOBAHHbIM JIMIIaM 6eCcIIaTHO IO UX MMCbMEHHBIM 3aIllpocaM B BU€e BBIMMCOK M3 peecTpa B
TeueHue 5 gHei co IHS MOCTYIUIeHM 3armpoca.

[IpunoxxeHne

K [IpaBunam BegeHns
rOCyLapCTBEHHOTO peecTpa
3aperncTpUpPOBaHHbBIX MpeAe/bHbIX
OTITYCKHBIX LI€H [IPOMU3BOAUTEIEN
Ha JIeKapCTBEHHbIe Ipenaparhl,
BKJ/IIOUEHHbIE B [IepeueHb KU3HEHHO
HEeOOXOIMMbBIX M BaXKHEMIIINX
JIeKapCTBEHHBIX IperapaToB

(bopma)

3AABJIEHNE
0 BHECEHUW N3MEHEHNIN B PEECTPOBYIO 3aMNnCb O roCyaapCTBEHHON
perncTpaunm npenesibHbiX OTAYCKHbIX LLleH Npon3soanTenen
Ha JlIeKapCTBEHHbIE NpenapaThl, BKJYEHHbIE B NepevyeHb XXU3HEHHO



HEeobX0AMMbIX N Ba)KHENLUUX JIeKapCTBEHHbIX NpenapaTos

3aaBuTesib

(HanMeHOBaHMeE, NOYTOBLIN agpec, aapec 3J'IeKTpOHHOI7| MoYThl)

HepxaTens wnu BRageney perucTpaunoHHOro yaooCTOBEPEHUS NEKapCTBEHHOro

npenapaTa

(HaMMeHoOBaHMeE, NOYTOBLIN aapec, afpec 3NeKTPOHHOM NOYThI)

<*>B cjiydae OTCYTCTBUS MEKAYHAPOOHOTO HEIIATEHTOBAHHOI'O HAMMEHOBAHMS B PETMCTPALIMOHHOM

YAOOCTOBEPEHNMM JIEKADCTBEHHOTO IMpeliapaTa YKa3bIBa€TCAd HaAMMEHOBaHME JIEKAPCTBEHHOI'O ITperiapara,

npeagyCMOTpEHHOE MepevyHeM KM3HEHHO HeO6XO,[LI/IMbIX U BaKHEMIINX JIEKapCTBEHHBIX ITpErnapaToB.

<**> B cyvasix, mpeaycMOTPEeHHbIX TYHKTOM 25 [TpaBuit rocygapCTBEHHOM perucTpaim u
repeperucTpaIuy mpeaeabHbIX OTITYCKHBIX IIeH ITPOM3BOIMUTE el Ha JIeKapCTBEHHbBIE ITPerapaThl,

N | Craguga IIpoussogutens | Aapec | CtpaHa | Iast pOCCUACKUX HaumeHnoBaHue Per
I1/1 | IPOU3BOACTBA | (HaMeHOBaHMe) IOpUANYECKUX JTUL] - PErUCTPUPYIONIETO | HOM
MIOeHTUPUKALMOHHBIN | OpraHa
HOMep
HaJIOTOMJIaTebII KA,
IIJISI UHOCTPaHHBIX
IOpUANYECKUX JTUL] -
KOJ,
HaJIOTOMJIaTebII KA
B CTpaHe perucTpanumn
(MHKOpHIOpauumn) Unu
ero aHaJjior
1 2 3 4 5 6 7 8
N |Homep MexnayHaponHoe | Toprosoe JlekapcTBeHHast | O6iiee kommuecTso | I1p
TI/TI | pETUCTPALIMOHHOIO | HelaTeHTOBaHHOe, | HaMMeHOBaHKe | hopMma, BO BTOPUYHOI OT:
YIOCTOBepeHus U IO3UPOBKa, (moTpebuTenbckoit) | mp
IPYIIIMPOBOYHOE, KOMIIJIEKTHOCTD | yIIaKOBKE 3a
WIN XMUYECKoe <HES o
HaMMeHOBaHue yi
<*> Oe:
1 2 3 4 5 6 7
VIoIHOMOUYEeHHOe
JIUL0
(d.m.0.) | | (momKHOCTD) (OAIINCD)
KoHTakTHBIE Anpec 3/IeKTpOHHOM
TenedoHbI TIOYThI
M.II. (mpu Hanmuumn)



BK/TIOUEHHbIE B TTIepeveHb JXM3HeHHO HE0OXOAMMBbIX 1 BaKHEMIINX JIeKapCTBEHHBIX ITPernapaTos,
YTBepKOEHHBIX TTocTaHOBIeHMeM [IpaBuTenbcTBa Poccnitckoit @emepariny ot 29 oktss6ps 2010 1. N 865 "O
roCyIapCTBEHHOM peryJiMpOBaHNM I1€H Ha JIeKapCTBEeHHbIE MMperapaThl, BKIIOUEHHbBIE B IIepeYeHb
SKM3HEHHO HeOOXOAMMBIX U BaXKHEMIIMX JIeKapCTBEHHBIX IIPerapaToB”, NOMOJHUTETIbHO YKa3bIBAE€TCS
(dbopMa BbITTyCKa JIeKApCTBEHHOTO Mpernapara, ¢ y4eToOM KOTOpOit pacCUMThIBaeTCs IpefeabHast OTITyCKHas
IleHa ITPOM3BOIUTEIS 32 MOTPEOUTETBCKYIO YIIAKOBKY JIEKApCTBEHHOTO Ipernapara.

YTBepKOeHbI

ITocranoBneHuem IIpaBuTeIbCTBA
Poccuiickoit @enepaiiyin

oT 29 okTs6ps 2010 . N 865

[TPABIJIA
YCTAHOBJIEHMS OPTAHAMM VICITOJTHUTEJIbHOM BJIACTU CYBBEKTOB
POCCHICKOW ®EOEPAIIMUA MTPEJIEJIbHBIX PABMEPOB OITTOBBIX HAZTBABOK
W ITPEOEJIbHBIX PASMEPOB PO3HNYHBIX HAIBABOK K ®AKTUYECKVM
OTITYCKHbIM LHEHAM, YCTAHOBJIEHHBIM ITPON3BOAUTEIIMU
JIEKAPCTBEHHDBIX ITPEITAPATOB, HA JIEKAPCTBEHHBIE ITPEITAPATDI,
BKJ/IIOYUEHHBIE B IIEPEYEHD JKMU3HEHHO HEOBXOIMMbIX
Y BAXKHEWIINX JIEKAPCTBEHHBIX ITPEITAPATOB

1. OpraHbl MCITOJTHUTEIBHOM BIACTH CyO'beKTOB Poccuiickoit demepauyy MPUHUMMAIOT peIIeHnust 00
YCTaHOBJIEHUY U (WJIN) U3MEHEHUM TIpeie/IbHbIX pa3MepoB ONTOBbIX HAaI0ABOK U MpeAeIbHbIX Pa3MepPOB
PO3SHMYHBIX HaI0aBOK K (PAaKTHMUECKUM OTITyCKHBIM IieHaM (6e3 yueTa HaJiora Ha J00aBIeHHYI0 CTOMMOCTD),
YCTAHOBJIEHHBIM TIPOM3BOAUTE/ISIMU JIEKAPCTBEHHBIX MPeIapaToB, Ha JJIeKapCTBEHHbBIE ITperaparhl,
BK/IIOUEHHbIE B TIepeueHb XM3HeHHO He0OXOIMMBbIX 1 BaXKHEMIINX JIeKapCTBeHHbIX MpernapaTos (fanee
COOTBETCTBEHHO - JIeKapCTBEHHbIE TTperapaThl, paKkTuyecKe OTIyCKHbIE I[eHbI POM3BOAUTEEN,
peleHue), ocJie COrJacoBaHMs TPOEKTOB pelieHuit ¢ @emepasbHO aHTMMOHOIOJIbHO CITYsKOOIA.

[IpenmenbHbIE pa3Mepbl OMITOBLIX HAa/IOABOK ¥ MpeebHble pa3Mepbl PO3HUUHBIX HAZ0ABOK K (PaKTUUECKUM
OTITyCKHBIM LieHaM ITPOM3BOAUTEIel, BbIpaskeHHbIe B IIpolieHTax U Aud depeHIIpOBaHHbIE B 3aBUCUMOCTY
OT CTOMMOCTM JIeKapCTBEHHBIX ITPeIapaToB, yCTaHABJIMBAIOTCS B OTHOILIIEHMM OpraHu3aluit OTOBOM
TOPTOBJIV JIEKAPCTBEHHBIMU CPeICTBAMM (fajiee - OpraHU3aly ONTOBO TOPTOBJN), alITEUHBIX
OopraHM3aluii, MUHOAUBUAYAJIbHBIX IPeANIPUHMMATE/IeN, UMeIIUX JUIeH3MI0 Ha OCYIeCTBIeHNe
dbapmalieBTMUECKOI OesSITeJIbHOCTU (Hajiee - UHAMBUIyaJIbHble IpeJNPUHMMATENN), MeAULIMHCKUX
opraHM3auuii, MMeIOIIMX JUIeH3UM Ha OCYlleCTBIeHMe apMalleBTUUECKO esiTeTbHOCTHU, U UX
000C006/IeHHBIX TTOIpa3aeaeHnii (amoynaTopuit, enpaiiepckmx 1 GebaIepcko-aKylie pCKUX MTyHKTOB,
LIEHTPOB (OTHe/eHNit) 0611eil BpaueOHO (CeMeitHO) MPaKTUKM), PACITIOIOKEHHBIX B CeJIbCKIUX
ToceieHUsIX, B KOTOPbIX OTCYTCTBYIOT aliTeuHble OpraHM3alum (Janee - MegUIIMHCKMEe OpraHu3aln),
OCYIIECTB/ISTIONIMX pPeaM3alyio JIeKapCTBEHHBIX IIPeIrapaToB Ha TePPUTOPUM CyOBEeKTOB Poccuiickoit
denepanym.

2. OpraHbl UCIIOJTHUTEILHOJ BaCTU Cy0ObeKTOB Poccuitckoit demepaliny yCTaHaBAMBAIOT IIpeie/ibHbIe
pa3Mepbl OIITOBBIX HaI0ABOK U Ipe/ie/ibHbIe pa3Mepbl pO3HUYHBIX HaJ0ABOK K (PaKTUUECKUM OTITYCKHBIM
IleHaM MPOU3BOAUTENel B COOTBETCTBUM C METOIMKOM, yTBepkaaeMoi denepaabHO aHTMMOHOMIOJbHOM!
CJTY3K0071 (manee - METOIMKA), UCXOS U3 CJIeAYIONINX TPUHIIUIIOB:

a) Bo3MelleHMe OpraHu3alusiM OMTOBOM TOPTOBJIM, alITEUHbIM OPraHM3alMsSIM, UHAUBUAYaTbHBIM
MpeNpUHUMATENSIM Y MEeOULIIMHCKMM OpraHMU3aIMsIM SKOHOMMUYECKM 0O0CHOBAaHHBIX 3aTPaT, CBSI3aHHBIX C
3aKyMKOJi, XpaHEeHEeM U peasu3aliyei JeKapCTBeHHbIX IperapaTos;

0) yueT pa3mepa MpuObLIN, HEOOXOAMMOI [T 06ecrieueHys OpraHM3alnii ONITOBOV TOPTOBJIM, alIT@YHbIX
OpraHu3auuit, MHIMBUAYAIbHBIX IIpeaIpMHUMAaTE el M MeAUIIMHCKUX OpTaHM3aluii CpeacTBaMy Ha
06C/TyskMBaHMe TIPUBIEYEHHOTO KanuTana u GUMHAHCUPOBAHMe IPYTMX 000CHOBAHHBIX PACXOM0B;

B) ydeT B CTPYKTYpe Ha,E[6aBOK BCEX HaJIOTOB U MHBIX 00513aTeIbHBIX IIJIATEKEl B COOTBETCTBUM C



3aKOHOJaTeabCTBOM Poccuiickoit ®emepanyn.

3. OpraH UCIIOTHUTENbHO BIaCTU CyobekTa Poccuiickoit @enmepaliny HampasJsieT MPOEKT pelieHus B
depnepanbHYI0 AHTYMOHOIIOIBHYIO CITYKOY.

4. K mpoeKTy pelieHusl MPUIaralTcs CIeayolye JOKYMeHTbl, 3aBepeHHbIe PyKOBOAUTEIeM WIn
3aMeCTuTesleM PYKOBOJUTEJIS OpTaHa UCIIONMHUTEeIbHO BiaacTu cyobekTa Poccuiickoit @enepanyn:

8.) IMMOsSICHMUTEeJIbHAs 3allMCKa, Coaep Kallasa B TOM Uucjie 0060CHOBaHME HEOGXOILI/[MOCTI/I YCTaHOBJIEHU S UJIN
rnepecMoTpa I1pegeJIbHbIX pa3dMepPOB OIITOBBIX Ha,[[6aBOK M IIpeaeJIbHbIX pa3dMepOB PO3HUYHBIX Ha,[[6aBOK K
(l)aKTI/I‘-IeCKI/IM OTIIYCKHbIM LI€EHaM HpOMBBO,E[MTEI[Ef/I;

6) pacueTsl IpeIe/IbHBIX Pa3MepPOB ONTOBBIX HAJI0ABOK U MpeebHbIX Pa3MepOB PO3HUUYHBIX HA10aBOK K
(akTMUeCKM OTIYCKHBIM IleHaM ITPOM3BOAMTE e, OCYIleCTBIeHHbIe OPTraHOM MCIIOJHUTEIbHO BIACTU
cyobekTa Poccuiickoit @emepaliuy B COOTBETCTBUM C METOAMKOI, IO hopMaM, YTBEPKIEHHBIM MeTOIUKOI,
B (popmaTe 371eKTPOHHBIX 111a610HOB DeepanbHOI roCcy1apCTBEHHO MHGOPMAIMOHHOM CHUCTEMBbI
"Enynas napopMalnoHHO-aHaIUTUUeCcKas cucrtemMa’.

5. TIpoeKT pelieHusI C MpuUaaraeMbIMu K HeMy JOKYMEHTaMM, YKa3aHHbIMU B ITyHKTe 4 HacTosmux [TpaBu,
npenacTapsieTcs: B @eepasbHyI0 aHTMMOHOIIOIbHYIO CTYKOY B IMCbMEHHOM BUIE WJIM B BUE
3JIEKTPOHHOTO JJOKYMEHTa, MOAIMCAaHHOT'0 YCUIEHHOM KBaAM(PUIMPOBAHHON 3JIEKTPOHHOI MOAMNMChIO, a
TaKKe Ha afipec 3JeKTPOHHOI MouThl PenepasbHO aHTMMOHOIIOJIbHO CITYKOBI.

HpOGKT penieHmsa perumCTpUpyeTcsa B qJe,ZLepaHbHOVI AHTMMOHOIIOJIbHOM CJIY)K6€ B YCTAaHOBJIEHHOM IIOpSOKeE.

6. ®enepanbHasi aHTMMOHOTIO/NbHAS CTY>X0a B TeueHMe 30 pabouux JHeM co AHS perucTpanyu npoekTa
pellleHMsI HAIIpaBJIsSIeT B OPTaH MUCIIOJHUTEeIbHO BiaacTu cyobekTa Poccuiickoit @enepanyiy IpUHSITOE €10
pellleH1e O COITIaCOBaHMM ITPOEKTa pelieHus b0 06 0TKase B ero COIracoOBaHMUM.

7. B cyiyuae HeO6XOAMMOCTY YTOUHEHUS U (M/IU) AOTIOTHEeHUS CBeleHM, ColepyKalliuXcsl B JOKYMeHTaX,
yKa3aHHbBIX B TyHKTe 4 HacTosuX [TpaBui1, oprad UCIOTHUTEIbHO BIacTu cyobekTa Poccuiickoit
depepanuy MpeCTaBisieT 1Mo 3anpocy OemepanbHOV aHTMMOHOTIOIBHOI CITY3KObI COOTBETCTBYIOIYIO
IOKyMeHTaabHO 0hopMIeHHYI0 MHbOpMAIHIO.

CpoK mpeAcTaBIeHMsI OPTAHOM UCITOJIHUTEIbHOM BIacTu cyobekTa Poccuiickoit @enmepaiiy 3amponieHHO
MHbOpPMAaIMM He MOXKeT MpeBbIIaTh 15 pabounx qHei co AHS moaydeHust 3arpoca ®epepanbHoii
AHTMMOHOTIONIbHOW CITYKOBI.

[Tpu 3TOM 061Ut CPOK pacCMOTpeHMs JOKYMeHTOB @eflepaibHO aHTMMOHOTIO/IbHOI C/TY3KO00i He MOXKeT
MIpeBbIIIaTh CPOK, IPEelyCMOTPEHHBIN MYHKTOM 6 HacTosuux [IpaBui 1 ab63alieM BTOPbIM HACTOSILETO
MTyHKTA.

[Tpy HEIOCTYIUIEHUM OT OpraHa MCIIOJHUTEIbHOM BlIacTy cyobekTa Poccuiickoii ®emgeparum B
YCTaHOBJIEHHBIN CPOK 3aIpoIIeHHOM JOKyMeHTaabHO oopmieHHO nHbopmatum denepanbHast
AHTMMOHOTIOJIbHAS CJTY>K0a B TeueHye 5 pabounx IHel co THS UCTeYeHMs 0OIIero cpoka MpuHMMaeT
pelieHe 06 OTKa3e B COTIaCOBAaHUM ITPOEKTa pellieHus.

8. OcHOBaHMSIMM 1111 OTKa3a B COrJIaCOBaHUU ITPOEKTa pelieHnda ABJISAI0TCA:

a) HECOOTBETCTBME PACUETOB ITPeIe/IbHbIX pa3MePOB ONTOBBIX HAJ0ABOK U IpeIe/IbHbIX pa3MEPOB
PO3HMYHBIX Ha10aBOK K (PAKTMUYECKUM OTITYyCKHBIM LIeHaM ITPOM3BOIUTE el pacueTaMm, IIPeayCMOTPEHHbIM
MEeTOAUKOIA;

6) npencrasienye B OeepasbHYI0 aHTMMOHOIIO/IBHYIO CTY)KO0Y YKa3aHHbBIX B ITyHKTe 4 HacTosimux [TpaBut
IOKYMEHTOB, COIepP3KalIMX HeJJOCTOBEPHbBIE CBEIeHMS;

B) OTCYTCTBUE B IIPpeACTAaBICHHbIX JOKYMEHTAX CBGJIGHI/IVI, Tp€6YEMbIX B COOTBETCTBUMU C MeTO,E[I/IKOﬁ;

I‘) IpeacTaB/ieHEe HEITOJTHOI'O KOMIIVIEKTa JOKYMEHTOB, YKa3dHHBIX B ITYHKTE 4 HaCTOSIINX HpaBI/IJI;



1) HETIOCTYTIJIEHME OT OpPTaHa MCIIOMHUTETbHOI BiacTu cybbekTa Poccuiickoit @egepanyy B CpoK,
yCTaHOBJIEHHbI a63a1ieM BTOPbIM ITYHKTa 7 HacTosux IIpaBu, 3amnpoiieHHO JOKyMeHTalIbHO
obopMIeHHO MHPOPMaLIUNA.

9. Undbopmaiys o cormacoBaHuu amb6o 06 oTkase B coriaacoBanuy ®efepanbHOi aHTMMOHOIOIbHO
CJTyk0071 TTPOEKTa peleHns He Mo3Hee 3 paboumx AHEl CO JHS IPUHSTHUS PellleHNsT pa3MenaeTcs
Cyk0607i Ha ee oduUIMaTBLHOM caiiTe B MHPOPMALIMOHHO-TeJIeKOMMYHMUKAIIMOHHO ceTu "VIHTepHeT".

10. OpraH UCTIOJTHUTEIbHO BIacTH cyobekTa Poccuiickoit @efgepanyy MpuHUMAET pellieHre B CPOK, He
npeBbimammuii 10 pabounx mHe co gHS TpuHATHUS DemepasbHO aHTMMOHOIIOAbHOM CITYKO0¥ peleHnus
0 COIVIaCOBaHMM IIPOEKTA pelleHNs].

11. OpraH UCIIOTHUTENbHO BIacTu cyobekTa Poccuiickoit ®epepaliny B TeueHue 3 paboumx IHEN CO THS
TIPUHSITUS pelieHns] mpecTapisieT B DenepasbHYI0 aHTMMOHOMIOIBHYIO CITY>KOY KOTIMIO pellleHNs], a Takke
HaImpasJIiIeT KOMUIO peneHus B DeepaybHYI0 aHTYMMOHOIIONBHYIO CTY)KOY Ha ee ajipec 3JIeKTPOHHOM
TIOYTHI.

12. OpraH UCITOTHUTEIbHOI BiacTu cyobekTa Poccuiickoit @enmepatiny He MeHee yeM 3a 10 paboumx gHeit
10 THS BCTYTUIEHMS B CUJTy pellieHUsI pa3MelaeT MHPOPMaIMIo O IPUHSTOM pellleHUM Ha ero
obuianbHOM caiiTe B MHGOPMAaIMOHHO-TeJIEKOMMYHUKALIMOHHOI ceTu "IHTepHeT".

13. 3a mpencraBienne B PegepaabHYI0 aHTMMOHOIIOIBHYIO CJTY3KOY TOKYMEHTOB, COIePsKalUX
HeJ0CTOBepHbIe CBeIeHMS, PYKOBOAUTE/b (3aMeCTUTEb PYKOBOAMUTEJISI) OpTraHa UCIIOJHUTE/IbHO BIacTU
cyobekTa Poccuiickoit @emepaliiy HeCeT OTBETCTBEHHOCTD, ITPeIYCMOTPEHHYIO 3aKOHOIATE/IbCTBOM
Poccuiickoit @emepaunn.

YTBepKOeHbI

rocraHoByieHueM [IpaBuTe/ibCTBa
Poccuiickoi @emepannmu

ot 29 okTsi6pst 2010 T. N 865

[TPABUJIA
®OPMHMPOBAHNA OTITYCKHBIX LIEH HA JIEKAPCTBEHHBIE ITPEITAPATHI,
BKJIIOUEHHBLIE B ITEPEYEHD JKM3HEHHO HEOBXOIVIMbIX 1 BAXKHEMIIINX
JIEKAPCTBEHHBIX [TPEITAPATOB, OPTAHU3ALIMSIMY OIITOBOM TOPT'OBJIN,
AIITEYHBIMUY OPTAHU3ALIIVAMU, MHOIVBUYAJIbBHBIMU ITPEATIPUHMMATEJISIMU
N MEONLIMHCKVMU OPTAHN3ALIMAMU

1. Opranm3sanumu OoITOBOM TOPrOBJIM JJeKapCTBEHHLIMY CpeICTBaMM (Hajiee - OpraHu3aiyy OITOBOI
TOPTOBJIN) OCYIIECTBJISIIOT peain3aluio JeKapCTBEHHbIX MPerapaToB, BKIOUEHHBIX B IlepeueHb )KM3HEHHO
HeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBEHHBIX IIPeIIapaToB (Jajiee - JeKapCTBEHHbIe IIperapaThl), 110
IIeHaM, YPOBEHb KOTOPBIX (0€3 yueTa Hajiora Ha 100aBIeHHYIO CTOMMOCTD) He JOJIKEeH IPEeBBIIIATh CYMMY
(akTHUecKoi OTITYCKHOV IIeHbI ITPOU3BOAMTEJIS IeKapCTBEHHOTO Tpernapara (maiee - pakTuyeckas
OTIYCKHAas 1leHa IPOM3BOAUTEIS), He TIPEBbIIIaloleli 3aperncTpUPOBAHHON WU MlepeperucTpUupoOBaHHOM
rpeneibHONM OTITYCKHO 1eHbl MPOMU3BOAUTES (Ha AATy peasn3aliuiy JeKapCTBEeHHOTO Ipenapara
MIPOM3BOANTEIEM), ¥ pa3Mepa ONTOBOM HambaBKM, He IIPEeBBIIIAIOIIel pa3Mepa IpeaeabHOM ONTOBOM
HaJ0aBKM, yCTAaHOBIEHHOI B cyobeKTe Poccuiickoit deneparyu. OpraHmsanyi orToOBO TOPTOBIIN
YUUTHIBAIOT HAJIOT Ha T0GABIEHHYIO CTOMMOCTb B I[eHe peayn3aliuy JIeKapCTBEHHOrO Mperapara B
MopsiaKe, yCTAaHOBJIEHHOM 3aKOHOIAaTeIbCTBOM Poccuiickoi denepain.

2. CyMMapHbIii pa3Mep OINTOBBIX HAZ0ABOK, IMOJIEKAIIMX TPUMEHEeHNIO BCeMM OpraHu3alysiMy OIITOBO
TOPTrOBJIM, YUYACTBYIOIIMMU B peann3aliy JieKapCTBEHHOTO Mpenapara, pacCUMTaHHbBI UCXOS U3
(bakTMUECKOI OTITYCKHO LI€HbI IPOU3BOANTEIS, HE JOJIKEeH MPEeBBIIIaTh COOTBETCTBYIOIIMIA ITPe e/ bHbI
pa3Mep OITOBOI HaAOABKM, YCTAHOBIEHHbIV OPTaHOM MCIIOTHUTEIbHO BacTH cy6bekTa Poccuitckoii
depepaliviy, Ha TEPPUTOPUIO KOTOPOTO OCYIIECTBJISIETCS MOCTaBKa JIeKapCTBEHHOTO Ipernapara.

3. Opranusaiuu OrTOBO TOPTOBJIMU, MMEIOIIe CTPYKTYPHbIe MTopa3aeaeHus pO3HUYHO TOPTOBJIM, MOTYT



dbopMupoBaTh pO3HUUHBIE 1IEHBI HA JIEKAPCTBEHHbBIE MPerapaThl ¢ IpUMMeHeHeM OJJHOBPeMEHHO OIITOBOIA
M PO3HUYHOI HAZ0aBOK K GaKTUUYECKOM OTITyCKHOI IleHe Tpou3BoauTes (6e3 Haora Ha J06aBlIeHHYI0
CTOMMOCTb), CYMMapHbII pasMep KOTOPBIX He JOJKeH IPeBbIaTh [peebHblil pa3Mep OITOBOM U
PO3HUYHOJ HaJ0aBOK COOTBETCTBEHHO, YCTAHOBJIEHHBIX B CyObeKTe Poccuiickoit demepatiyu, mpu yCI0BUM
BeZleHMs pa3Ae/IbHOr0 yyeTa ONTOBOM M PO3HUYHO TOPTOBJIN.

4. OpraHu3sanuy ONTOBO TOPrOBJIM, peaau3yloliye JieKapCcTBeHHbIe ITperapaTbl NOTPeGUTEeSIM 110
JIOrOBOPY KOMUCCUM (KOMUTEHTBI) OT MMEHY OpraHu3aluii pPO3HUYHOM TOProBIU (KOMUCCUOHEPOB), MOTYT
(bopMupoBaTh OTIYCKHYIO 1IeHy Ha JIeKapCTBEHHbIN Mpernapar ¢ IpMMeHeHeM OLHOBPEMEHHO OINTOBO U
PO3HMUHOI HaJ0aBOK K (DaKTMUEeCKOI OTITYCKHOJ IIeHe MPOM3BOAUTEISI, CYMMAapHbIil pa3Mep KOTOPbIX He
IO0JDKeH MPeBbILIaTh MIpeebHblli pa3Mep ONTOBOM ¥ PO3HMYHON Hai0aBOK COOTBETCTBEHHO,
yCTaHOBJIEHHBIX B cyobeKTe Poccuiickoit denepaiiyin.

5. AniTeuHble OpraHM3alu, UHAMBUAYaAIbHbBIE TPeATIPMHUMATE U, UMeIol/e TULeH3MI0 Ha
(dbapmaiieBTHUECKYIO 1esITeTbHOCTD (fajnee - MHAUBUIYaabHbIe IpeAIIpUHMMATeN), MeIUIMHCKIe
opraHm3anuy, uMemwlIe JUIeH31I0 Ha hapMaleBTUUeCKYIO 1esiTeTbHOCTD, U UX 000C00/IeHHbIe
nospasaeneHus (ambynatopuu, Genbamniepckue u dheabAlepcKo-aKylepcKue MyHKThI, IIeHTPbI
(oTmeneHus) obmIeii BpaueOHOI (CeMefHO) TPaKTUKM), PACIIONIOKEHHbIE B CeTbCKMUX HACEIEHHBIX
IIYHKTaX, B KOTOPBIX OTCYTCTBYIOT allTeYHble OpraHu3aLy (ganee - MeIULIMHCKNe OpraHmusauum),
OCYIIECTB/SIOT peanu3aluio JieKapCTBeHHBIX IperapaToB 110 IleHaM, YpOBeHb KOTOPbIX (6e3 yueTa Hajora
Ha 100aBJI€HHYI0 CTOMMOCTD) He JO/DKEH MPEeBBIIIaTh CyMMY (aKTUUeCKOM OTITYCKHO 1IeHbI
TIPOU3BOLUTEIS, He IIPeBbIlIaloLIel 3apernCTpMPOBAHHO WY IIepeperucTpUpPOBAHHONM IIpeeIbHOM
OTITYCKHOJ LIeHbI IPOM3BOAUTES (Ha JATy peannu3alyy JeKapCTBEeHHOIO [Iperapara [Ipou3BoAuUTeNeM), U
pa3mep OINTOBOI HaJOaBKYU U (MJIM) pa3Mep PO3HUYHON Haf0aBKY, He MPeBbIIIAOIINX COOTBETCTBEHHO
pasmep mpeesibHOI OTITOBOM Ha0aBKM U pa3Mep MpejiesibHOV PO3HUYHOI HaJ0aBKM, YyCTAHOB/IEHHBIX B
cyowbekTe Poccuiickoit @engepanyy. ATiTedHble OpraHM3anym, MHIMBYUAYaTbHbIe IPeIIIPUHUMATEN U
MeIMUIIMHCKIME OpraHu3aluy YYUTHIBAIOT HAJIOT Ha 10OaBIe€HHYI0 CTOMMOCTD B LieHe peanu3alumum
JIeKapCTBEHHOIO IIpeliapara B [10psiKe, yCTAHOBJIEHHOM 3aKOHOAaTe/IbCTBOM Poccuiickoii Penepauinu.

6. Pasmep po3HMYHOI HaIOaBKM, PAaCCUMTAHHBIN MCXOST U3 (PAKTUUECKOI OTITYCKHO 1€ HbI
TIPOU3BOAUTENIS, TIOJIeXKAL NI IPUMEHEHUIO allITEYHbIMM OPraHU3aUUIMU, UHAUBUIYAIbHBIMU
NpenpuHUMATENSIMU Y MeAULIMHCKUMY OPTaHU3aLMUSIMU, OCYLIECTBISIOIMMU peain3almio
JIeKapCTBEHHBIX MIperapaToB Ha TeppuUTOpum cyobekra Poccuiickoii demepaliyin, He TOKEH MIPEBHIIIATh
COOTBETCTBYIONI NI ITpeAebHbIN pasMep PO3HUIHOM HaJ0aBKM, YCTAHOBJIEHHbIV OpraHOM
MCIIOJTHUTEIBHOI BJIACTU 3TOTO cyobekTa Poccuiickoit @enmepaiimuin.

7. TIpu dopMupoBaHUM OPTaHU3ALMSIMIM ONITOBO TOPTOBJIM, alITE€UHBIMY OPTraHU3ALUSIMU,
VHIVBUAYATbHBIMY TIPEINPUHUMATEISIMY Y MeIUIIMHCKMMM OPraHMU3alMsIMM OTITYyCKHBIX 1I€H Ha
JleKapCTBEHHbIE TTperapaThl ¢ IpMMeHeHeM Ipeie/IbHbIX pa3MepOB ONTOBBIX HAZO0ABOK U (MJIN)
Mpefie/IbHbIX PAa3MEPOB PO3SHUYHBIX HA/10ABOK TaKMe OTITYCKHbIE I[€HbI OKPYIJISIIOTCS IO MaTeMaTUYeCKUM
MpaBWIaM OKPYTJIEHUSI 10 COThIX YacTeil pyosis. [Ipu pacuete MpMMeHEHHBIX TAKMMY OPraHU3AIUSIMU U
VHIVBUAYATbHBIMY TIpeNPUHUMATEISIMY Haf0aBOK IOMYyCKaeT s TOrPeIlHOCTb, He MpeBbIIIalolas
pasMep OKpPYTJIeHMSI.

8. ITox dhakTMUeCcKOi OTITYCKHO IIeHO POM3BOIUTES Ha JIEKApPCTBEHHBIN ITpernaparT rocyapcTba - uieHa
EBpasuiickoro 5KOHOMMYECKOT0 COI03a MMOHMMaeTcs 1ieHa (6e3 Hajiora Ha J00aBAeHHYI0 CTOMMOCTbD),
yKa3biBaeMasl IpOu3BOAUTEeM B COIPOBOAMUTENbHON JOKYMEHTAlIMM Ha TOBAP U He MPeBbIIanas
3aperuCcTPUPOBAHHYIO UJIU TIepepPermcTpUpPOBaHHYIO IpeiebHYI0 OTITYCKHYIO 1IeHYy MTPOU3BOANUTEIST Ha
JIleKapCTBEHHBII Mpernapar Ha [aTy rnepefayu pocCuiiCKOMY MOKYIaTe o (YIIOTHOMOYEHHOMY UM JIUILY).
[Tpu 3TOM (hakTMUecKast OTITyCKHAS IleHa ITPOU3BOAMTEISI, yKa3aHHAasl B MHOCTPAHHOI BajioTe,
repecuMThIBAETCS B pybsu 1o Kypcy LleHTpanbHoro 6anka Poccuiickoit @epepaniy Ha AaTy repegaumn
JIeKapCTBEHHOrO Mperapara NpoM3BOAUTENIEeM roCygapcTBa - uieHa EBpa3miickoro 5KOHOMMYeCKOTo Cor3a
POCCUIICKOMY ITOKYIIaTeI0 (YIIOJJTHOMOYeHHOMY MM JIMITY) T10 TIepelaTOYHOMY aKTy UJIYM UHOMY
aQHAJIOTUYHOMY JOKYMEHTY.



I[Tox dakTHUeCcKOit OTITYCKHOJ I[eHOI MHOCTPAHHOTO IMPOU3BOAMUTEIS (32 MCKIIOUEeHEeM ITPOU3BOAUTEIe
roCcy1apCTB - WieHOB EBpa3niickoro 5KOHOMMUUECKOTO COK03a) Ha JIeKapCTBEHHLIN MperapaT OHMMaeTC s
1leHa (6e3 Hajiora Ha A06aBJIeHHYIO0 CTOMMOCTbD), YKa3blBaeMast MHOCTPAHHBIM IIPOU3BOAUTEIEM
JIeKapCTBEHHOTO TperapaTa B CONIPOBOAMTE/NbHONM JOKYMEHTAIlMM Ha TOBAp, HA OCHOBAHMM KOTOPO
obopMIsIeTCcsl TAMOKeHHas TeKaapalysi, C yYeTOM pacxoao0B, CBSI3aHHbBIX C TaMOKEHHBIM 0(OpMJIeHUEM
rpysa (YIIaTol TaMOXKeHHBIX ITOIUIMH ¥ cO0POB 3a TaMOkeHHOe 0dhopMJIeHME), He TTPEBbINIA0NIast
3aperncTPMPOBAHHYIO MJIU TIEPEPETUCTPUPOBAHHYIO TIPEEIbHYI0 OTIIYCKHYIO IIeHY IPOU3BOAUTENS Ha
9TOT JIEKapCTBEHHBIN ITperapaT Ha AaTy BbIITyCKa TOBapa, YKa3aHHYIO B TAMOXXEHHO Aeknaapauuu. [Ipu
5TOM daKTHUecKasi OTITyCKHas lieHa ITPOM3BOANTeS, 3aeKIapypoBaHHas B MHOCTPAHHO BaJIIoTe,
repecuMThIBaeTCS B pyb/iu mmo Kypcy LlenTpanbHoro 6anka Poccuiickoit @emepatiuy Ha gaTy 0hOpMIEHUS
TaMOYKEHHO JeK/Iapaliumn.

9. Peanu3aiiyis 1eKapCTBEHHBIX IIPEIIapaToB OPraHM3aLysIMy OIITOBOJ TOPTOBJIM, alITEUHBIMU
OpraHmM3anyusIMu, MUHAMBYUAYaJIbHBIMYU IPEAIIPUHUMATEISIMU Y MEAULIMHCKUMMY OpraHm3auyusIMu
OCYIIIeCTBJISIETCS TIPY HAJIMYMUY MPOTOKOJIA COT/IACOBAHMSI 1[€H MOCTaBKY JIeKapCTBEHHBIX ITPerapaTos,
COCTaBJIEHHOTO 110 (hOpMe COIIaCHO MPMIOKEHMIO, 38 UCK/IIOUEHMEeM JIeKapCTBEeHHbIX ITpernapaTos,
KOTOpbIe He 6bLIM BKIIOUEHbI B ITIepeUYeHb KU3HEHHO He06X0AMMBbIX 1 BaXKHEMIIMX JIeKapCTBEHHbIX
IperapaToB Ha ATy UX IpuMo6peTeHNs YyKa3aHHbIMIM OPraHM3aLUsIMMU ¥ MHAVBUIYaTbHBIMU
MpeAIpUHIMATE/ISIMMN.

10. [TpoToKOJI COT/IacOBaHUS 1eH MTOCTABKY JIeKAPCTBEHHBIX ITPerapaToB MOXKET ObITh CO3JJaH B BU/IE
37IEKTPOHHOTO IOKYMEHTa, MOJAMMCAaHHOTO YCUIeHHOV KBaJIM(PUIIMPOBAHHOV 37IeKTPOHHOI MOATIUCHIO
YIIOJTHOMOYEHHbIX JIULL [IOCTaBIIMKA U ITOKYyIaTe s,

[Ipunoxenue

K [IpaBuiiam GopMMUPOBAHUS OTITYCKHBIX
1leH Ha JleKapCTBeHHbIe IIperaparsl,
BKJIIOUEHHbIE B IIepeuyeHb JXM3HEeHHO
HEOOXOMMBIX M BasKHEMIINUX
JIeKapCTBEeHHBIX IIpernaparos,
OpraHM3alusMy OIITOBOI TOPrOBJIN,
alnTeyYHbIMM OPraHU3aALUSIMU,
VHOVBUIYaAAbHBIMU [IpeAIIpUHMMATEISIMU
U MeIULMHCKUMU OpraHu3alusIMu

[TPOTOKOJI
COIrsiIaCoOBaHMA IIeH ITOCTaBKM JIEKAPCTBEHHBIX IIPEIIapaTOB, BKIIIOYEHHLIX B ITepeUYeHb )KM3HEHHO
HeO6XO,I[I/IMbIX Y BasKHEMIINUX JIEKapCTBEHHDLIX ITperapaToB

IOCTaBUIMK (OpraHM3aLysi ONTOBOI TOPTOBJIN)

roJiyyartesb (OpraHM3alus ONTOBOV TOPTOB/IM WJIM OpraHu3aLys PpO3HUYHOM TOProBiu <1>)

MexnyHaponHoe |Toprosoe Cepus | [IpomusBoautens | 3apeructpupoBaHHas | DakTuyeckas
HellaTeHTOBAaHHOe | HaMeHOBaHue, npeznebHas OTITyCKHas LjeHa
HaMMeHOBaHue JIeKapCTBEeHHas OTITyCKHa 1leHa YCTaHOBJIEHHAs
(xuMuyeckoe unu | dopma, TIPOU3BOLUTEIIS MIPOU3BOAUTEIIE]
TPYIIIMPOBOYHOE) | JO3UPOBKA, (py6uneit) <2> (py6mneit) <3>
KOJINYeCTBO B
MOTPeOUTENbCKOM
yIaKOBKe, 0e3 HHUC c HOC
IITPUXOBO KO, (py6uneit) | (pyoir




(o4 Ch YIIOJITHOMOYEHHOTO d.n.0. | | (moamMCh YIIOJTHOMOUEHHOTO JINIIA TTOyJdaTess - d.n.0.
JInlia TMOCTaBIIMKa - OpraHmu3aluy ONITOBOM TOPTOBJIU UIHU

OpraHmM3aluu OrTOBOM OpraHmM3aluy pO3HUYHONM TOPTroBIU <1> - yKa3aThb
TOPTOBJIN) HYXXHOE)

! " 20 r.|" " 20 .

M.IIL. M.IL.

<1> AnTeuHble OpraHu3aluu, MHAUBUAYAJIbHbIE IPEeATIPUHMUMATEN, UMeIoL/e JTULEH3UI0 Ha
(apMmalleBTMUECKYIO IesITeTbHOCTh, MEIUIIMHCKIME OPTaHM3aluM, UMeloII e TUIeH3MI0 Ha
(bapMareBTMUeCKYIO IesITeTbHOCTD, ¥ X 060C00/IeHHbIe o pa3aeieHus (amoynaTopuu, dheapaiepcke 1
(denbaiepcko-akyliepckye MyHKThI, IIeHTPbI (OTAe/IeHMs) 0611eii BpaueOHOI (CeMeitHO) TpakTUKM),
pacriojioykeHHbIe B CeJIbCKMX HAaCceJIeHHbIX ITyHKTaX, B KOTOPbIX OTCYTCTBYIOT aliTeYHble OpraHu3aliin.

<2> 3aperucTpupoBaHHas peeabHasi OTITyCKHAs 1leHa MPOU3BOAUTEIS Ha JIeKapCTBeHHbI Ipernapar Ha
IaTy peanusaluy JieKapCTBEHHOTO Mpernapara Ipou3BoauTeneM Ha Tepputopun Poccuiickoit degeparyin.

<3> IIpu yCTaHOBJIEHUY 1IeHbl MHOCTPAHHBIM IPOU3BOAMUTEIeM (haKTUUecKast OTITYCKHas IieHa Ha
JIeKapCTBEHHBIN MpernapaT yKa3bIBaeTCs C yUeTOM TaMOKEHHOJ MOIIMHBI ¥ COOPOB 332 TAMOKEHHOE
odopmiieHue.

<4> JlaTa peanusaliiy JiIeKapCTBEHHOI'O IMpernapaTta Ipou3BOAUTe/IeM Ha TeppuUTopum Poccuiickoit
denepalyu.

<5> IIpu 3amoHeHUM OpraHu3aleit orToBOi TOPTrOB/M, KOTOpas nmpuobpeia JieKkapCTBeHHbIN mperapatT y
MPOM3BOINUTEJS, YKa3bIBAeTCS I[eHa peayn3alluy JIeKapCTBEHHOTO IperapaTa opraHu3salueit onToBoit
TOPTOBJIN.

<6> [Ipu 3amoHEHUM OpraHu3aleit OITOBOM TOPTOB/IM, KOTOpas Mpuobpesia JieKkapCTBEHHbIN MperapatT y
IOpyroit opraHm3anuy ONTOBOI TOPTOBJIM, YKa3bIBAETCS IIeHA ITPMOOpeTeH s JIeKapCTBEHHOTO TTperapara.

<7> 3arnoHsaeTCcs KaKI0i opraHu3alyeii OrTOBO TOPTOBJIN, KOTOPAsl peain3yeT JeKapCTBEeHHbI
rpermnapar.

<8> 3armosHseTcs OpraHu3aliyeii OrTOBO TOPTOBJIM, KOTOpasi IpMoOpesia JeKapCcTBeHHbIN Ipernapar y
IPYyroii opraHmU3alum OITOBO TOPTOBJIN.

<9>B c/iydae peajinsaummn OpFaHI/IBaI_Il/IEVI OIITOBOJI TOPrOBJIN JIEKAPCTBEHHOTO IIpeliapaTa I10 IeHe HMXKe
IIeHbI ero ano6peTeHmI YKa3bIBA€TCA ITPOYEPK.

<10>B cjiydae peajinsanumm opraHmaumeVI OITTOBOI1 TOProBJIN JIEKAPCTBEHHOTO IIpeIriapaTa I10 IeHe HMKe
(baKTquCKOVI OTHyCKHOVI LEHDbI ITPONU3BOAUTEJIA YKAa3bIBAECTCA IIPOYEPK.

<11> YmpoluieHHas CUCTeMa HaJIOr000/I0KEHMSI.
<12> EouHbIi HaJIOT Ha BME@HEeHHbI J0XO0/.

[Tpumeuanme. I'pacdel 1 - 8 3aMOMHSIOTCS OpraHM3alyeit OMTOBOI TOPTOBJIM, KOTOpas puobpesna
JIeKapCTBEHHBII IIperapar y Ipou3BOAUTeIS.

Nudopmanus, ykazaHHas B rpadax 1 - 8 opraHmsaiyeii OToBoil TOProBIu, KOTOpast pmuobpesna
JIeKapCTBEeHHbIN Mpernapar y poM3BOAUTES, yKa3bIlBaeTCs 6e3 M3MeHeHUt BceMy OIITOBbIMMU
opraHm3anusiMu, yuacTBYIOIIMMM B peasin3ali JJeKapCTBeHHOTO Mpernapara, B 006s13aTeJIbHOM MOPSIIKe.



YTBepKOeHbI

IToctranoBnennem [IpaBuTe/ibCTBA
Poccuiickoit @enepatyin

oT 29 okTs6ps 2010 r. N 865

V3MEHEHUS,

KOTOPBIE BHOCSTCS B [IOCTAHOBJIEHUS
[IPABUTEJIbCTBA POCCUIICKON ®EOEPAIINN ITO BOITPOCAM, CBSI3AHHBIM
C COBEPILIEHCTBOBAHUEM I'OCYIAPCTBEHHOTI'O PET'YJIMPOBAHUS LIEH
HA >KU3HEHHO HEOBXOJUMBIE 1 BAXKHEMIIIUE
JIEKAPCTBEHHBIE CPEZICTBA

1. B ITocranoBnenun [MpaButenbcTBa Poccuiickoit @enepannm ot 7 mapra 1995 r. N 239 "O Mmepax 1o
YIIOPSIIOUYEHMIO TOCYIapCTBEHHOTO perynmpoBanus 1eH (Tapudon)” (CobpaHue 3aKOHOAATEIbCTBA
Poccuiickoir ®empepannm, 1995, N 11, ct. 997; 1996, N 7, cT. 690; N 17, cT. 2002; N 32, cT. 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, cT. 4086; 2010, N 30, cT. 4096):

a) ab3all JeBSITHAILIAThIN ITepeuHs TPOAYKIMM ITPOMU3BOICTBEHHO-TEXHMYECKOTO Ha3HAYeHMSI, TOBApOB
HapOIHOTIO MOTpe6IeHNsI U YCIIYT, Ha KOTOPbIe rOCyIapCTBEHHOE peryaupoBaHue meH (Tapu@oB) Ha
BHYTpeHHeM pbIHKe Poccuiickoin @enepainum ocyuecTBISOT [IpaBuTenbcTBO Poccuiickoi ®emepauym u
(denepanbHbIe OpPraHbl MCIIOTHUTEIBHOM BIACTH, YTBEPXKAEHHOTO YKa3aHHbIM [locTaHOBIEHMEM, U3JIOXKUTD
B CJIeqyIolein pegakiun:

"JlekapCTBEHHbIE MpernapaThl, BKIIOUeHHbIe B ITIepeueHb )XKM3HeHHO He0OX0AMMBbIX Y BaKHEMIITUX
JIeKapCTBEHHBIX TIperapaToB”;

6) ab3aly IeBATbIV ITepeyHs MPOAYKLIMY ITPOU3BOICTBEHHO-TeXHMYECKOTO Ha3HaUeH s, TOBapOB
HapOJHOTO MOTPebaeHMS U YCIIYT, HA KOTOPbIe roCyIapCTBeHHOe peryinpoBaHue 1eH (TapudoB) Ha
BHyTpeHHeM pbIHKe Poccuiickoit ®emepaliuy oCymecTBISIOT OpTaHbl UCIIOTHUTENbHOM BIACTY CYyOBEKTOB
Poccniickoit @epepauniu, yrBep>kIeHHOI0O yKa3aHHbIM [locTaHOB/IeHEeM, U3JI0KUTD B CJIeAyIoLIeN
pelnakuun:

"IIpemenbHBIE pa3MePbI ONITOBBIX U Mpe/IebHbIe pa3Mepbl PO3HUYHBIX HaJI0AaBOK K (haKTUUECKUM
OTITYCKHBIM ILIeHaM ITPOU3BOAMTeIel Ha JieKapCTBeHHbIe ITperapaThl, BKIIOUeHHbIe B IIepedyeHb JXM3HEHHO
HEeOOXOAMMBIX U BasKHEIINX JIeKapCTBEHHBIX MPEIapaToB”.

2. HononuuTb [NonoskeHne o @emepanbHOii CIyskOe TI0 Hai30py B cepe 3ipaBOOXpaHEeHMS U COI[MATbHOTO
pasBuTus, yreepxkaeHHoe [locranosnenmem [IpasurenbcrBa Poccuiickoit @enepanyy ot 30 uoHs 2004 r.
N 323 (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit ®emeparnyum, 2004, N 28, ct. 2900; 2009, N 2, cT. 244;
2010, N 35, cT. 4574) mognyHkTom 5.1.3.10 ciemyroniero comepskaHusi:

"5.1.3.10. mpuMeHeHMeM IleH Ha JieKapCTBeHHbIe MperapaThl, BKIOUEeHHbIe B TepeueHb X1M3HEeHHO
HEeOOXOAMMBIX ¥ BasKHEIIINX JIeKapCTBEHHBIX IIPeIapaTos;".

3. Yrpatun cuiy. - [Toctanosnenne IIpaButenbctBa PO ot 04.09.2015 N 941.

4. B IToctanosnennu IIpaBurtenbcrBa Poccuiickoit @enepanny ot 8 aBrycta 2009 r. N 654 "O
COBEPIIIEHCTBOBAHMM TOCYIapPCTBEHHOTO PETYIMPOBAHMS 1I€H Ha JXM3HEHHO He0OXOAVIMbIe U BasKHEeJ e
nekapcTBeHHbIe cpencTBa”’ (CobpaHue 3aKoHOmaTeNbcTBa Poccuiickoit @enmeparinu, 2009, N 33, ct. 4086;
2010, N 2, cT. 179):

a) B HAMMEHOBaHMM U a63a1iax BTOPOM M TPeTheM ITyHKTA 1 cJI0OBA ">KM3HEHHO HEOOXOIMMbIE U
Ba’KHelIIMe JIeKapCTBEHHbIE CPE/ICTBA" B COOTBETCTBYIOIIEM Iajleske 3aMEeHUTh CJI0BAMM "JIeKapCTBEHHbBIE
rpernaparthl, BKIIOUEHHbIE B IIepeueHb JXM3HEHHO HeOOXOIMMBbIX M BasKHEMIINX JIEKAPCTBEHHbIX
rperapaToB” B COOTBETCTBYIOILEM ITafiekKe;



0) B myHKTe 2:

B ab3alle BTOPOM CJIOBa ">KM3HEHHO HeOoOXOoIMMble U BaskHeII1e JieKapCTBeHHbIe CpeiCTBA" 3aMEeHUTD
CJIOBaMM 'JleKapCTBEHHbIe ITpenapaThl, BKIOUeHHbIe B [IepeueHb KM3HeHHO He0OXOJMMbIX U BasKHEMIINX
JIeKapCTBEeHHBIX ITperapaToB (Aasee - JXM3HEHHO He0OX0JMMble U BaxkKHeIiIIIe JIeKapCTBEeHHbIe
rperiaparsl)”;

B ab3alle TpeTbheM CJI0Ba "JIeKapCTBEHHbIE CPEJICTBA" B COOTBETCTBYIOIIEM Tajiexke 3aMeHUTb CJIOBAMMU
"JlekapCTBeHHbIe ITpernapaThl” B COOTBETCTBYIOLEM MaJiexe;

36381_[ LIETBeprIIL/’I IMMPpU3HATb YTPATUBIINM CUITY;

B) B IIYHKTAaxX 3 - 9 ¢JioBa "JieKapCTBEHHbIE CPeCTBA" B COOTBETCTBYIOILLEM ITaJieke 3aMEHUTD CJIOBAMU
"JleKapCTBEHHbIE TIpernapaTbl’ B COOTBETCTBYIOILEM M1aleXe;

r) IyHKT 10 mpu3HaTh YTPATUBILUM CUITY;
1) TyHKT 2 U3MeHeHUl, yTBepKIeHHbIX YKa3aHHbIM [TocTaHOBIeHMEM, IIPU3HATDb YTPATUBIIUM CUJTY;
e) B hopMe ITpOTOKOJIA, YTBEPXKIeHHOM YKa3aHHbIM [locTaHOBIEHMEM

B Ha'MeHOBaHUM CJI0Ba ">KM3HEHHO HeOOXOIMMbIX U BasKHEMIIIMX TeKapCTBEHHbIX CPeJICTB" 3aMeHUTh
CJIOBaMM "JIeKapCTBEHHBIX MTPEIapaToB, BKIIOUEHHBIX B ITepeyeHb JKM3HEHHO HEOOXOAVMMBbIX U BasKHEMIITNX
JIeKapCTBEHHBIX IIpernapaToB’;

B CHOCKax IepBOJi ¥ BTOPOI1 CJI0BA ">KM3HEHHO HeoOX0aMMoe U BaykKHelilllee JieKapCTBEHHOe CPefCTBO"
3aMeHUTb CJI0BaMU "JIeKapCTBEHHbIN MTpernapar, BK/IIOUeHHbII B ITlepeueHb XXKM3HeHHO He00XOUMBbIX U
BaKHENIINX JIEKaPCTBEHHBIX ITPenaparos,”.



