CyObeKkTaM o0palleHus JIeKapCTBEHHbIX
[penaparon

I'ocynapcTBeHHBIM OpraHam,
OCYIIECTRIAIOMWIMM KOHTPONE (HAn3op)
3a NPUMEHEHHEeM LIeH Ha KU3HEHHO
HeoOXOAMMBIC W BaxHCHLINe
JIEKapCTBEHHbIE [IPeNaparsl

.
1 OB of OpMICHUH TIPOTOKOJIA COITACOBANMH

LI€H M1)CTABKH JICKAPCTBEHHBIX NIPENAPATOE,
BEJIOUCHHBIX B IEPEHCHD SKH3HCHHO
HeoOXDANMEIX B BaHCHIIMX

JIeKap STBeHHbIX NIPEerapaTon

®AC Poccuy IOBOAMT 0 CESICHHS MO3UUHUID O BOMPOCAM 3aATOIHCHHS (hOPMBI
NIPOTOKOJA COTNAcOBaHMA LEH MOCTABKM JIEKAPCTBEHHBIX IIPErnaparoB, BKIIOHYEHHBIX B
lieped 2Hb KH3HEHHO HeOOXOUMMbIX M BKHEHIUMX JIEKapCTBEHHBIX lipenapartoB (jlaee
—  OKHBIJII), yreepxkaeHHol roctaHosienueM [lpasurenvcrBa  Poccuiickoi
Oegepauny ot 03.02.2016 Ne 58 (nance - [Tporoxosn cormacoBanisg LUEH) M BCTYNalOLWeH
B cuay ¢ 01.03.2016.

1. ©opma llporokona cormacoBaHus UeH SBASETCS TUMOBOI.

Honyckaetcss BxmodeHue B [Iporokon cormacoBaHus UeH JONONHUTEIBHBIX
cBedeHuH, YUUTBIBAIOWKUX OCOOEHHOCTH NPHOOPCTCHHA U pealu3alMy JICKapCTBeHHBIX
npenaparoB opralu3aldeld OUTOBCH TOProBIH JICKAPCTBCHHbLIMM CpeACTBAMM {nalee -
OpraH3auys ONTOBOM TOPrOBJIM) HMIM alTEYHOH OpraHusallded W HHIWBHAYaTbHBIM
npeArnpyMHUMAaTeNieM, HMEIOUMM JIMUSH3HI0 Ha (apMaueBTHYECKYIO MesTeIbHOCTb
(nance - opranu3alys po3HHUYHON TOPIroBiIy).

[lporoxosr comviacoBanusi UEH IIOANHCLIBAETCH  YIOJHOMOYEHHbIMM JTUUAMHU
nocrasimMKka (npolasua) M Ioayyarens (MOKynarels) JeKapCTBEHHOTO mpenapara M
3aBepsieTCs MeYaTsIMUA OpraHu3auu.

[Iporokon comacoBaHus UcH MoxeT OBITH CO3jlad B (OpMe 37IeKTPOHHOTD
JOKYMEeHTa, NOANHMCAHHONO YCH/ICHHOH KBanUGHIUPOBAHHOH 3/IEKTPOHHON HOMITHCHIO
YIOMHOMOYEHHBIX JIMIL COOTBETCTBEHHO NOCTABIIMKA H [10YYaTEIs,

OTCyTcTBME OPUIMHANBHLIX LIOANMCER W nedaTell MpeblAVILHX MOCTABILIHKOB
ueny deanuzanuy JKHBJHI e gBngercs HapyuienueMm 3amosiHeHus ¢popmer [lporokona
COTTTaCOBAHUSA 1IEH.
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2. Oprangzauded  ontoBoit  Topropid, peanusywowedt JKHBJ, unpa  ux

NpHoOPETEHHH Yy  APYIOH  OpraHu3auMy  ONTOBOH TOProBIM ¢ 3aNCJIHEHIBIM,
NOJUHCAHHBIM M 3aBEPCHHBIM 11€4aThio oprannsauuy [IpoToko;I0M cornacosanus e,
JOMyCKAeTCs (OPMHPOBAHME M 3alIOJHEHHE B WIECKTPOHHOM Buae Hosoro [TpoToko:ia
coracoBanus ueH. Ilpy 3TOM oOpranuzauus ONTOBOM TOProBinv B 0083aTeNLHOM
nopsiike ykasbiBaeT WH(pOpMaLHio, cogepxautytocs B [IpoTokose cornacoBanus LeH, ¢
KOTOPbhIM JICKapCTBEHHBII NpenapaT ObLI ITOCTABIEH B 3TY OpraHH3andic. B 31oMm
Cnyyae NOJAydeHHBIH OT npenbiayluero nocrasimka lIpoTokon cornacoBaHust LEH
XPaHu’CA B aApXMBE OPraHu3alM{ OINTOBOH TOPIOBJM B KayeCcTBe MNOATBEPKUCHHM
JOCTOEEPHOCTH AaHHbIX, ltepeHecénnsix 8 HoBu# [IpoTokon cormacosanus ticH.

Konnuectso rpad 8 - 11, npenycMorpenHsix B dopme [Iporokona coracoBanus
UEeH [JI1 3aIlOJHEHMS OPraHM3auusMH  ONTOBOH TOPrOBIH, ONpeae/sieTcss HMH
CaMOCTOSITENILHO C YHETOM KOIIMUECTRA OPraHu3aliii onToBoil TOProsiy, yuacTBYIOMWKX
B Lend peanusauuy JKHBIIL

B zaronoske IlpoTtokona comracoBaHMA UHEH yKazbiBaeTcss uHpopMmauus o
NOCTAELIMKe W Iojgyyarele (OpraHu3aldMd ONTOBOH WIH PO3HHYHOU TOPIOBIN)
KHBJLIL

1t

3. Peanuzaums AHBJIT no umenaM HuXKe YpOBHS UX [OpHOOpeTeHHS y
NpO:3EOAMTENCH  He  SBASETCH  HapylUe€HHeM  YCTAHOBJICHHOro  [opsaika
ueHoobpasoBanus, eciu  (QakTHueckas LeHa MpuoOpeTeHHs  He  NpeBbIINacT
3aperu CTPUPOBAHHYO PEACTbHYI0 OTIYCKHYHO LeHY POM3BOAHTEA JIEKAPCTBEHHOIO
npenapara ¢ ygerom HJAC.

13 ¢BSI3M ¢ CE30HHBIMM M MHBIMH KoJeQaHWAMM MOTPeOUTeIbCKOIO CIpOca Ha
TeKapCcTBeHHbIe TMpenaparsl, NHpUOIMKeHUEM JaTbl WCTEYEHHs CPOKOB TOIHOCTH
JIEKAPCTBEHHBIX [penapaTtoB, MapKeTHHIOBOH MOJMMTUKOH, peanu3alued HOBBIX
JIEKAPCTBEHHBIX MPENnapaTtoB B LEISX O3HAKOMJIEHHs ¢ HUMH IOTpeOuTenel, a Taxxe
APYrUMM  TIPHYMHAMHM, OKa3blBAIOUMMM  BJIHSHHE Ha PBIHOK  J€KapCTBEHHBIX
nperapaToB, [OMNYCKAeTCs HX peanu3aius OpraHM3auusMy ONTOBOH TOPIrOBiIM H
Oprauy 3alysiMH PO3HUYHOM TOPrOBIH [0 LeHC HMXKe (HAKTHHECKOM OTIYCKHOM LeHbl
UPOU3EOIHTEIIS.

ITpu peanuzalvM J1€KapCTBEHHOIO [Ipelapara I[10 LeHe HUXKe YPOBHA €10
npuobpeTeHus ¥ IIPOM3BOAUTENS NepBas OpraHu3alus onToBoit Toprosnu 8 [porokorne
COINTac dBaHus NeH B rpacdax 6 U 7 CTaBUT NPOYEpK.

Ilpy  peanusaumyu JICKapCTBEHHbIX @pelapara [0 LEHE HUKe YPOBHA ero
npuoOpeTeHuss y TepBOH OpraHu3auiy ONTOBOH TOProB/IM, BTOpas OpraHu3alis
orrrosoii B [Iporoxone cornacosanus neu s rpadax 9 u 10 craBut npouepk.

OprasHuzalus PO3HUYHOU TOProBiu, 3aKyIHB Y OPTraHH3alHU ONTOBOH TOPrOBIM
NeKApCTBEHHBIH 1npenapar [0 LeHe HHXKe ypoBHS (AaKTUYECKOM OTIIYCKHOH ULEHBI
NpOM3LOAMTENS, YKazaHHOH B [Ipotokone coracoBaHus UeH, GOPMUPYET OTIYCKHYHO
LUEHY [yTeM CYMMHUpPOBAHHS (€Hbl 3aKyNKH lpernapara y OpraHu3aldd ONTORO
TOPIOBIY ¥ PO3HUYHOI HaabaBKH, pasMep KOTOPOIl He mpesbllliaeT YCTAHOBACHHELIH B
cyoberTe Poccuiickoil (Pegepanvy, UCHUCICHHOH OT ¢akTUdecKoH OTIYCKHONH LEHBI
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NpOM3EOANTEIA.

¢. I'pader 12 u 13 «CymmapHsiit pasmep (akTHYeCKHX ONTOBBIX Han0aBOK,
YCTAHC BIICHHBIX OpraHusalusMu OofnToBOA Toproeiw» Ilpotokosna cornacosanus ieH
3armONAIOT BCe OPraHU3allii ONTOBOH TOPIOBIM HE3aBUCHMO OT TOI'O, KTO SBJISCTCH
NOTyyaTe/leM JIeKAPCTBCHHOTO Mpendpara, yKasbpiBas NPy 3TOM CyMMapHyto Hanbasky,
PACCUHTAHHYIO KaK pa3HuUa ueH (B py0asix), ykazaHHbeix B rpadax 11 u S ans rpadwr 13
u anst rpadsr 12: rpada 13/rpada 5%100%.

5. OpraHusauuy onToBoi Toprosiu ¢ 1 Mapra 2016 . npu peanusauuu JKHBJTIT,
3aKyruleHHbsIX 10 1 mapra 2016 r, sanonuator Ilporokon cornacoBaHus LEH 1O HOBOM
dopMe ¢ vkazanueMm uHQOpMaLHH, UMetoliehcs v opraduzauun. OTCYTCTBUE B 3TOM
cnyyae HH(pOpMALMH O pa3Mepe Bcex HaadaBoOK, IPUMCHEHHBIX TpelblIyLiumu
OpraHy3auusaMil ONTOBOH TOProBnM B uenu peanusanuu sroro AKHBIT, ne asnseres
HapyuizneM sanonHeHus Gopmsel [TpoTokoaa coracoBaHus UeH.

Peanusauusi opraHu3anvsaMi pO3HUYHOH TOPIOBIU JCKAPCTBEHHbIX Npellapdaios,
3aKyIUieHHbIX MMH J0 1 mapra 2016 r, ocymectsnsercs npu Hanuuun [Iporoxona
COIIacOBaHUA LEH, ¢ KOTOPBIM JIEKapCTBEHHbIH npenapaT Obl1 HMH NOTYYCH.

Oprasusauun po3sHHyHOH Topros:iu ¢ 1 mapra 2016 1. npu peannsaunu JKHBJII L
3aKyIIISHHBIX TIOCMEe YyKazaHHOW faTel, 3anonHsior rpadw 14 - 16 «Pazmep
(bakruieCKOH pO3HMYHON Haa0aBKH, YyCTAHOBIEHHOH opraHusauuedl po3HHYHON
Toprog1n» K «®Paxkrnueckas OTIYCKHas 1eHa, YCTAHOBJICHHAN OpraHuzaumei
pO3HHMUHONH  Toprosav»  [lpotokosa  comiacoBaHMst  LUeH,  [MOJYYEHHOIO  IIPH
npuobpeTeHMH WMW  TOBapa, WM  TPUKIANBIBAKOT K vKazaHHoMmy Ilpotokony
COINacuBaHUs LEH JIOMOMHHTEBHYO CTpaHuLly ¢ HHopMauneH, ykasaHHoH B rpadax |
- 5 u rpadax 14 - 16 llporokona cornacoBanus ueH. Ha ponoanuteTbHON cTparuue
Ilpotoronma  cormacoBaHus  LEH  yKasblBaeTcs Jara M CTAaBUTCA  MOANHUCH
YIOIHOMOYEHIONo  IHUA OpraHu3ally  PO3HWYHOH TOProsiM  fI€KapCTBEHHBIMH
[Iperay aTaMi, 3aBepeHHas NeyaTelo OPraHu3altH.

icnm  BHyTpedHeH — IOJAMTHKOW — OpraHM3alMM  PO3HHYHOH  TOPIOBIH
AEKAPCTBEHHBIMHM  TipenaparaMu  HpelyCMOTpEHa  [EPEOLEHKA  JIEKApCTBEHHBLIX
LIPEIaraToB B Te4eHue CPOKa UX peajii3auyH, TO B TaKHX Clydasgx AonycKaercs B rpade
14 «Pasmep dakruucckolf posHuYHOH Han0aBKM, YCTAHOBACHHON opranusaimci
PO3HHYHOI TOProOBNM» YKaszaHue 8 TMNPOLEHTAX TMPEASbHOTO pasMepa pO3IHUYHOH
Haa0aBKH, YCTAHOBICHHOTO B CyObekTe Poccniickolt dPenepaltnu 115 UEHOBOM I'PYIilibl
3TOTO JICKAPCTBEHHOIO lipeuapara, a B rpade 15 - ykaszande B pyliasx npejienbHoro
pasmepa po3HM4HON HaabaBKH, yCTaHOBIEHHOTo B cyOwekte Poccuiickoit Menepauuu
JUld  LEeHOBOH Tpymnnbl 3TOTO  JIEKADCTBEHHOIO  LIpeliapara, HCUYMCAEEHOro  OT
(haxkTH eCKOH OTIYCKHOH IIEHbl NPOW3BOINTETA, YKazaHHOH B rpade 5. B jganHOM
cnyuae B rpade 16 «Daxrndeckas OTMYyCKHas LeHd, YCTAHOBJEHHAs OpraHusaLucii
PO3HUYHOW TOPrOB/AM» YKasbiBaeTcs B pyOnax cymMMa [HaHHBIX, YKA3aHHBLIX B
rpadax 11 u 15,

€. Tlom TepMMHOM («yNONHOMOYCHHBIl IIPEACTABHTENL  NPONIBOLMTENN,
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yKa3aHHbIM B cHocke 2 K [Iporokordy cormacoBaHus 1eH, MOHUMAeTcs OpraHu3alus,
FOPHIHYECKH  YIOMHOMOYEHHAS  OPOM3BOMMTENIEM HAa  OTOYCK  JICKAPCTBEHHBIX
1IpenaparoB INPOM3BOAHMTENIS [0 LI€HAM, HE MNPEBBUNAIONIMM  3aperucTpHpoOBaHHLIE
1pe/ie! bHEBIE OTITYCKHbIE LICHbI MPOX3BOANTENS.

A.b. Kawesapos
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