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O paccMOTpeHHH 0OpalleHus

QenepanbHas aHTHMOHOINONBHAs CTyk0a paccmoTpena oOparmeHue Corosa
npo(eCCHOHATBHEIX (HapMaleBTHYECKUX OpraHM3alui OT 26.01.2016 Ne 010-CII mo
BOIIPOCAM PpETMCTpAallMM M TEPEperucTpalMy MpeleNbHBIX OTIYCKHBIX LEH Ha
JIeKapCTBEHHbIE MpENaparkl, BKIIOYEHHBIE B IEPEUYEHL JKU3HCHHO HEOOXOMUMBIX U
Ba)XHENIINX JIEKAPCTBEHHBIX IIPENapaToB, U B PaMKaX CBOEH KOMIIETCHLMH COOOIIACT.

1. Jlns pacdera NpefenpHOM OTIYCKHOHW LEHBl Ha JIEKApPCTBEHHBIM Ipernapar
MHOCTPAaHHOTO [MPOM3BOACTBA, JIOKAJIW30BAHHOTO HA YPOBHE BTOPMYHOM YIAKOBKH,
HaxXOAIIErocss B oOpalleHHW Ha TeppuTopuu Poccuiickont ®Penepauuu, HEOOXOAMMO
IIPEeJOCTaBUTh B KaueCTBE OOOCHOBBIBAIOIIMX NOKYMEHTOB CBEICHUA 00 o0bemax u O
LeHaxX OTIyCKa JIEKapCTBEHHOIO Ipemapara Ha Tepputopun Poccuiickoit PDexepanuu
(mpunokerne Ne 1l k Mertonuke pacyeTa yCTaHaBIMBAEMBIX NPOU3BOAMTEISIMU
JNIEKApPCTBEHHBIX ~ [PENapaToB IPENENbHBIX OTIHYCKHBIX LEH Ha JIEKapCTBCHHBIC
Tpenaparsl, BKIIOYEHHBIE B IEpEYeHb JKU3HEHHO HEOOXOMMMBIX H BaKHENUIIUX
JIEKapCTBEHHBIX ~ IpernapaToB, MpM  HMX  TOCYNapCTBEHHOW  pErucTpauuuM U
TIepeperucTpanny, YTBEPXKIEHHOH mocTaHoBIeHHeM IIpaBuTensCTBa Poccuiickoit
®emepamuu or  15.09.2015 Ne 979 (nmanee — Meroauka)) W OTIMYCKHBIE IIEHBI HA
JIeKapCTBEHHBIM Mpenapar B CTpaHaX, yKasaHHBIX B mpuiioxeHun Ne 4 x Meronuke, ¢
YUEeTOM PacXOfOB, CBA3aHHBIX C TAMOXEHHBIM O(OpMIIeHHUEM (TaMOXXEHHOH MOLUTHHEL U
TaMOXXEHHBIX COOPOB 332 TAMOXKEHHOE 0(OpPMIIEHHE).

2. IlpenenbHasi OTIyCKHas Il€Ha Ha JICKAPCTBEHHBIM Ipemnapar HMHOCTPAHHOIO
TIPOM3BOJICTBA IIPU €€ NepeperucTpaluy ONpPEdeNAeTCs MCXOMAsS M3 CPeIHEB3BELICHHOMH
dakTHYeCKO LEHBI BBO3a KOHKPETHOIO JIEKAPCTBEHHOTrO Ipernapara HHOCTPAHHOIO
npousBoactBa B Poccuiickyro ®enepanuio 3a OAWH KaJICHOApHBIA TOX C y4YeTOM
pacxoloB, CBSA3aHHEIX C TAMOXEHHBIM OGOpMIIEHWEM (TAMOXXEHHON IOLUIMHBI H
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TaMOXXEHHBIX COOPOB 3a TaMOXXEHHO€ O(QOPMIIEHHE), B COOTBETCTBHH C IPHIIOKEHHEM
No 6 x Meronuke.

KpoMe TOro, B COOTBETCTBHM C IyHKTamd 23 u 24 MeToauku, HEOOXOXMMO
TIPeJOCTaBUTh PAcyeT CPEJHEB3BENIEHHON (AKTHMYCCKON LEHBl BBO3A JIEKAPCTBEHHOIO
Iperapara 3a MEPHOJ, MCTEKIMH CO JHS TOCYAapCTBEHHOW PEriCTpaldi IpeelbHOH
OTITYy CKHOH LI€HBI.

3. [dns JIeKapCTBEHHBIX IpernaparoB HHOCTPAHHOTO NIPOU3BOICTBA,
JNOKAJIM30BaHHBIX HAa YPOBHE BTOPUYHOM YNAKOBKM, He IIOCTYNaBIIMX B oOpaimieHue B
Poccuiickyro deaepanuio, OCYIECTBIAETCA pacyeT Pacxo/oB, CBA3AHHBIX C pa3paboTKO,
IMPOM3BOJCTBOM, ~peanu3alueil JIeKapCTBEHHOTo mnpemnapara (mpuioxenne Ne2 «x
MeToauke) ¢ y4eTOM pacxXoloB Ha YIakoBKy. B 3ToM ciryyae HeoOXooMMO B KauecTBe
060CHOBBIBAIOIINX JOKYMEHTOB MPEIOCTaBUTh KOIIHIO KOHTPAKTa Ha IIOCTaBKy Ipernapara
(in-bulk) ms ero mociexyroIei YIIAaKOBKH, KOITMM IPY30BBIX TAMOXXEHHBIX ACKJIapalui u
KOHTPAaKT Ha YIAKOBKy JIGKapCTBEHHOro mpemapara. Kpome Toro, Heob6xoaumo
TIpeIOCTaBIeHHE OTITYCKHBIX IIEH Ha JIEKapCTBEHHBIM Iperapar B CTpaHaX, yKa3aHHEIX B
npunoxenuu Ne4 k MeToauke, C YYETOM pacxooB, CBS3aHHBIX C TaMOXEHHBIM
odopmienrneM (TaMOXXEHHOW IONUIMHEI M TaMOXXEHHBIX COOPOB 3a TaMOXEHHOE
obopMIIEHHE).

4. OTIIyCKHEIE LIeHbl B UHOCTPAHHOM BAIOTE B CTPaHaX, YKa3aHHBIX B MPHIOKEHHN
Ne4 x Meronuke, NEpeCUUTHBAIOTCS B pybmu Mo Kypey LleHTpampHoro OaHka
Poccuiickoit denepanuu Ha OCHOBAaHHM NAHHBIX OHLHMANIBHOrO caiita (www.cbr.ru) Ha
JaTy ToJa4yM 3asBJICHHUS O PETUCTPALUH/TIEPEPETUCTPALIUY MIPEAETBHON OTITy CKHOW LIEHBI
B Mun3zapas Poccun.

5.Cormacio myHktaMm 16 u 17 IlpaBmi rocyapCTBEHHOM pErucTpaldd Hu
TIIEpEPErUCTPAllUM  yCTAHABIUBAEMBIX IIPOM3BOJAMTENSAMH JIEKAPCTBEHHBIX IpeMnaparoB
IpeebHBIX OTITyCKHBIX LIEH Ha JIEKapCTBEHHBIE Mpenaparsl, BKIIOYECHHbIE B MEPEUCHb
KU3HEHHO HEOOXOIMMBIX W BaXHEUIIMX JIEKapCTBEHHBIX IIPENaparoB, YTBEPXKIECHHBIX
nocradosienueM IIpaButensctBa Poccuiickoit @enepanun or 29.10.2010 Ne 865 (manee
— IlpaBuna), pnepxarenb WIM  BJlaje€l€ll PErMCTPAlMOHHOIO  YAOCTOBEPEHHUS
(YIOJTHOMOYEHHOE MM JIMIO) BOCIPOHU3BEAEHHOro (6moaHanorosoro (6uonoao6HOro))
JIEKAPCTBEHHOTO  IIpernapara IpPEACTAaBIseT JUld  TOCYAapCTBEHHOM — perucrpauuu
npelebHyI0 OTIYCKHYIO LIeHy NPOM3BOJMTENsS Ha JEKapCTBEHHBIH IIpernapar ¢ y4eToM
MOHWKAIOLIEr0 Ko3GhGHUIIMeHTa OT LEeHBl PedEpEeHTHOro MIM B CIydae €ro OTCYyTCTBHSA
aHaJIOTMYHOrO JIEKapCTBEHHOIO IIpenapara.

B COOTBETCTBHMH C MOAIYHKTOM «T» IyHKTa 1 wactu 1 crareu 33 denepanpHOro
3akoHa oT 12.04.2010 Ne 61-®3 «O6 oOpaiieHuH JIEKApCTBEHHBIX CPEACTBY,
rOCYJIapCTBEHHBIM peecTp JIeKapCTBEHHBIX CPEIACTB MAOJDKEH COAEPXKAaTh IEpeYeHb
JIEKapCTBEHHBIX MpenaparoB, NpPOLIEANIMX TOCYAapCTBEHHYIO PETHUCTPAlHIO, NEpeYeHb
(apMalieBTHYECKUX CyOCTaHLUM, BXOISIIMX B COCTAB JIEKAPCTBEHHBIX MIPENaparoB, B TOM
yuciae HHPOPMALMIO O TOM, SBISETCS JU JaHHBIA JIEKapCTBEHHBIM IMperapar
pedEPEHTHBIM JIEKAPCTBEHHBIM IIPENapaToM.

6. IIpenensHas OTIyCKHas Il€eHAa Ha JIEKApCTBEHHBIN IIpemapar HWXKHECPEIHETro
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reHoBoro cermenTa a0 500 py6neil (BKIIOYMTEIBHO) IIPH €€ MEPEPErUCTPALMM B CIydae,
yKa3aHHOM B IOAIYHKTE «a» IMyHKTa 19 IlpaBui, pacCYMTEIBacTCS Ha OCHOBAaHUH JaHHBIX
pacueTa mpelelbHBIX OTIYCKHBIX LEH Ha JIEKAPCTBEHHBIC IIperapaTrhl INPOH3BOJACTBA
rocyaapcTB - WICHOB EBpa3sMHCKOro 3KOHOMHYECKOrO COI03a, MpEeICTaBISEMBIX Ha
roCyJapCTBEHHYIO NepeperucTpalHio, IPUBEICHHOro B IpuioxeHud Ne 5 k Meroauke, U
NOMIEKUT YBEIMYCHHIO B CIydae YBEIUYEHHMA ILCH Ha CBIphe U MaTepHalsl,
HCIIOB3yEMbIe TPH IPOU3BOACTBE KOHKPETHOTO JICKAPCTBEHHOIO Ipenapara, a TakxkKe
HAaKIaJHBIX pacxoloB, KOTOphle B PAaBHOM CTENMEHHM BIUAIOT Ha  ypOBEHb
3aperMCTPUPOBAHHBIX LIEH Ha BCE JIEKApPCTBEHHBIE Iperaparbl, OTHECCHHBIE K OTHOMY
MEXTyHapOJHOMY HENaTeHTOBaHHOMY HaMMEHOBAaHMIO (KoneOaHWs BAIOTHHIX KYpCOB,
TOBBIIIIEHHE CTABOK HAJIOTOB, POCT TapH(OB Ha 3JIEKTPOIHEPIHIO, TEIIOCHAOKEHHUE,
BOfOCHAaO)XeHHE, Tapu(oB Ha NEpPeBO3KH, ILI€H Ha TOILUIMBO, (OpC-MaXKOpHbIE
00CTOATENBCTBA, BO3HUKIIKE Y MOCTABIIUKOB CHIPbsSl U MaTEPUAJIOB), HO HE BBIIIE YPOBHSA
dakTuyeckol  MHOIALMH — NPEIIIECTBYIOLIEr0  KaJCHAApHOrO roaa ¢  y4eToM
IIPOrHO3MPYEMOr0 YpPOBHSA MHQIAIMU TEKYLIEro rojia, yCTaHOBJIEHHOTro (enepalbHBIM
3aKOHOM O (enepaibHOM OIOIXKeTe Ha COOTBETCTBYIOIIMH (HMHAHCOBEIN IO M IUIAHOBBIH
IIEPUOA.

B wuyacTM 1IeH Ha CHIphe M MaTepuajsl, HUCIOJIb3yEMBIE IIPU IIPOU3BOJACTBE
KOHKPETHOT0 JIEKapCTBEHHOIO IIpernapara, - MpOIOPIMOHAILHO BEIUYUHE YIOpOXKaHHA
CTOMMOCTH CBIpbS U MaTepUajJOoB B CTPYKType 3aTpaT Ha IPOM3BOICTBO U peaju3allUIo
JIEKapCTBEHHOTO IIpenapara, IOATBEPIKICHHOW COOTBETCTBYIOIIUMH KOHTpakTaMHu CO
CpOKaMH IEeiCTBHUS, 3aBEPIIAIOIIMMHUCA HE paHee 4eM 4epe3 6 MecAleB CO JHs Mofayu
3agBJEHUS O PErncTpaldyd WINM TEepeperucTpalvy IpeleIbHON OTIyCKHOH IEHBI
IPOU3BONMTENS Ha JIEKapCTBEHHBIH IIpenapar, KOTOpO€ B PaBHOM CTENEHH BIMACT Ha
3aperUCTPUPOBaHHbIE LICHBI HAa BCE JIEKAPCTBEHHBIE IPENApaThl, OTHECEHHBIE K OJHOMY
MEX Ty HApOJHOMY HENaTeHTOBaHHOMY HaHMEHOBAHHIO.

B uyacTH HakJagHBIX pacxolOB - IPONOPLUOHAIBHO BEJIUYUHE YBEIUYECHUS
yKa3aHHBIX pacXoJOB B Cilydae yBEIMYEHHS Tapu(OB Ha IIEKTPUYECKYIO JHEPIHIO,
TeliocHaO)XeHWe, BONOCHAaOXeHHMe M LEeH Ha  TOIUIMBO, IIOATBEPXKAECHHBIX
COOTBETCTBYIOIIMMHM JOKYMEHTaMM, KOTOpDO€ B paBHOW CTENEHM BIUIAET Ha
3aperuCTpUpOBaHHbIE NPEIEIIbHBIE OTITy CKHBIE IIEHBl Ha BCE JIEKApCTBEHHEBIE Npenaparkl,
OTHECCHHBIC K OTHOMY MEXIOYHapOAHOMY HCIIATCHTOBAHHOMY HAaMMCHOBAHUIO.

Bmecte ¢ tem, DenepajipHON aHTHMOHONONBHON Cily:k00#i B agpec MuH3apasa
HampaBJIeHO MHUChMO C MPOCKOOH MpEACTaBUTH MO3UMLMIO Munsnpasa Poccuu B yactu
IIOJATOTOBKM KOMILUIEKTa JOKYMEHTOB B LIEJIIX NIEPEPErUCTPALIMM NPEAEIbHBIX OTITY CKHBIX
LIEH Ha JIEKapCTBEHHBIE IIperaparsl IIPOM3BOAMTENEH rocyaapcTB-4ieHOB EBpasuiickoro
3KOHOMHUYECKOT0 COK03a B COOTBETCTBUM C IOAILYHKTOM «a» myHKTa 19 IIpaBui.

[Tocne mnomyuenuss HeoOxoammoin uHpopMmanuu GAC Poccum IOMOIHHUTEIHHO
HaIpaBUT COOTBETCTBYIOLIEE Pa3bsCHEHHUE.

7. Ilpu nepeperucTpaluy NpeaeabHOM OTIyCKHOM LIEHBI IO MyHKTY 23 MeToauku
IIpely CMOTPEHBI CeAyIoLue MpuioxeHus kK Meronuke:

- A JIEKapCTBEHHBIX IIpenapaTroB HMHOCTPAHHOIO IIPOU3BOJACTBA HEOOXOAUMO
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npefoCTaBleHHe NpwioxeHHs Ne6 M IpeocTaBlIeHHE OTIOyCKHBIX LEH Ha
JICKapCTBEHHBIA Ipenapar B CTpaHaX, yYKasaHHBIX B IpuioxkeHHMH Ne 4 x Metoauke, ¢
YUYETOM PacXOZOB, CBSI3aHHBIX C TAMOXKEHHBIM O(QOPMIIEHHEM (TaMOXECHHOW MOLIJIMHBI U
TaMOKEHHBIX COOPOB 32 TAMOXXEHHOE 0()OPMIICHUE);

- IS IEKApCTBEHHBIX IPENapaToB HHOCTPAHHOIO IIPOU3BOACTBA, JOKAJIHU30BaHHBIX
Ha YpOBHE BTOPMYHOH YyNAaKOBKH, HEOOXOAMMO IpeicTaBjieHHe mpuioxenua Nel u
IpeICTaBIeHUE OTIyCKHBIX LI€H Ha JIEKapCTBEHHEIM Ipenapar B CTpaHaxX, yKa3aHHBIX B
npwiokenun Ne4 x Meroguke, ¢ y4deToM pacXOlOB, CBSI3aHHBIX C TaMOXEHHBIM
opopmiieHreM (TaMOXX€HHOH MOLUIMHBI M TaMOXEHHBIX COOpOB 3a TaMOXXEHHOE
odopmiieHue).

8. B cinyyae u3MeHeHUs MHPOpMALMHM O KOHKPETHOM JIEKapCTBEHHOM IIperapare,
[l€Ha Ha KOTOPBIM Y€ 3aperucTpupoBaHa U HAxXONUTCS B TOCYIapCTBEHHOM peEecTpe
IpeaeNbHBIX OTIYCKHBIX LIE€H IIPOM3BOAUTENEN Ha JIEKAPCTBEHHBIE IIpenaparsl (nanee —
Peectp 1eH), B TOM 4HcCl€ U3MEHEHHUS [Ep)KaTess WIM BiaJeiblia pPEerucTPalHOHHOTO
yIOCTOBEPEHHUS JIEKapCTBEHHOIO Ipernapara, IIpOM3BOAUTENS JIEKApCTBEHHOTIO Ipenapara,
HalMEHOBaHHUS MPOU3BOACTBEHHBIX IUIOINANOK, NpuMeHsercs mmyHKT 6 (1) IlpaBun
BeJIEHUS TOCYJapCTBEHHOIO peecTpa IMpeNelbHBIX OTIyCKHBIX II€H MPOU3BOAUTENEH Ha
JIEKapCTBEHHBIE IIpEemNaparhl, BKIIOYEHHBIE B IIEPEYECHb JKU3HEHHO HEOOXOAMMBIX WU
BaXHEUININX  JIEKAPCTBEHHBIX  IPENaparoB,  yTBEPXKAEHHBIX  IOCTAHOBJICHHEM
[IpaButensctBa Poccuiickoit ®@enepanuu or 15.09.2015 Ne 979, mpenmycmarpuBaromuit
BHeceHHe wu3MeHeHuit B Peectp 1neH MuH3sgpaBom Poccun 06e3 mnpoBeneHus
SKOHOMHYECKOro aHayu3a 1eHsl 1 yyactus ®AC Poccuu.

[Togmynkr «O» myHkra 15 IlpaBun npegycMOTpeH Uil TOCYAapCTBEHHOM
pPETUCTpAllMM TMpPENENHbHBIX OTIYCKHBIX ILIEH Ha JIEKapCTBEHHBIE IIpemnaparbl, He
NOCTynaBlIMe B oOpameHue Ha Teppuropuu Poccuiickolt denepanuu, IpOU3BOIUTEISIMU
rOCyIapcTB - 4jaeHOB EBpasuiCKOro 3KOHOMHMYECKOTO CO03a, IUIAaHHPYIOUUMHU
OCYLIECTBIIATH NIEPBUYHYIO U (MIM) BTOPUYHYIO YNAKOBKY JIEKAPCTBEHHOIO IIpernapara B
Poccuiickoit @enepauun.

9. Pacyer nmpelNenpHEIX OTIYCKHBIX IIEH Ha JIEKapCTBEHHBIE Mperaparsl
UHOCTPaHHOIO IIPOM3BOJACTBA IIPM PETUCTPALUU WIM IEPEPETrUCTPALUU IPOU3BOAMTCS
HCXOJl U3 CPEIHEB3BEIIECHHON (AaKTHYECKOH LIEHB BBO3a KOHKPETHOIO JIEKAPCTBEHHOTO
Ipenapara Ha OCHOBAaHHMM IIPEICTaBJIECHHBIX I'PYy30BBIX TaMOXXEHHBIX JIeKjiapanui. Ecin
BBO3Has LIEHa B I'PY30BBIX TAMOXXEHHBIX AEKJIapalldsixX yKa3aHa B pyOisax, TO H3MEHEHHE
Kypca BaJIIOT HE YYUTHIBAETCSl.

10.IIpn pacyere CpenHEB3BEUIEHHONH (DaKTHUECKOW OTIIyCKHOHM LIEHBl Ha
JIEKapCTBEHHBIH Npernapar Mpy NepeperucTpaluy YYUTBIBACTCH IIEPUOM, HCTEKIINH CO THA
TOCyJJapCTBEHHOM pEruCTpalli¥ IpeaelnbHOH OTIyCKHOM IIEHBl MHJIM CO [JHS €€
rOCy1apCTBEHHOM MEpEePEruCTpaluy, €CIIM LieHa Oblla IepeperucTpuposana (1o 1 susaps
2016 r. ToBKO IS POCCHUMCKMX NMpoU3BOUTENeit). I3MeHeHre peKBU3UTOB HE SABIACTCS
nepeperucTpanuei.

11. Ilpeanaraemas K rocyJapcTBEHHOH pETHCTpallMy MpeielbHas OTIyCKHas IeHa
Ha JICKapCTBEHHBIM Iperapar MHOCTPAaHHOro IIPOM3BOACTBA 0€3 yd4eTa pacXoJoB,
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CBA3aHHBIX C TaMOXXEHHBIM OQOpMJICHHEM (TaMOXXEHHOW ITOLUIMHBI H TaMOXXEHHBIX
c60poB 3a TaMOXeHHOe OGOpMIIEHME), HE MOXKET MPEBBILATH pasMep MHHHMAaJIbHOH
OTIyCKHOH UeHbl mpou3BomuTens (06e3 ydyera TPOM3BOACTBEHHBIX  ILIOIIANIOK,
y4acTBYIOIIMX B IPOLieCCe NPOU3BOCTBA) Ha TaKO# JIEKapCTBEHHBIH Npenapar B CTpaHax,
yKa3aHHBIX B mpmwiokeHnn Ned k Meroauke, HCXOOs H3 CTOMMOCTH OIHOH
JIEKapCTBEHHOM (OPMBI.

Pacuer npenenpHBIX OTIYCKHBIX LIEH Ha JICKAPCTBEHHbIE MpEaparsl HHOCTPaHHBIX
TIPOM3BOIMTENEH POU3BOIUTCS UCXOMS U3 CPEIHEB3BENIEHHOM (GAKTHIECKOM 1IeHbl BBO3A
KOHKPETHOTO JIEKApCTBEHHOTO Iperapara HHOCTPaHHOTro NpousBojuTens B Poccuiickyro
denepanuio 3a OIUH KaJeHIApPHBIN IOl ¢ YUYETOM PACXOJIOB, CBA3aHHBIX C TaMOXEHHBIM
odopmiieHHEM (TaMOXKCHHOM MOIUIMHEI M TaMOXCHHBIX COOpOB 3a TaMOXEHHOE
odopMieHHE), ONpeneIseMoil Ha OCHOBaHMM CBENEHMH 00 oO0bemax M O LieHaX BBO3a
TAKOr'o JIEKapCTBEHHOTO IIpelnapara.

12. 3anonHeHue Bcel HHPopManuu B npuioxkeHuH Ne 6 x MeToauke sBIsSETCS

00s13aTeILHBIM.

0—/ x5, Kamesapos

K.®. CemeHoBa,
8 (499) 755-23-23, no6. 088-738
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