OENEPANTbHAA

AHTVUMOHOMOJ/ILHAS Cy6bekTaM 0b6pallleHns NeKapCTBEHHbIX
CNYXBA npenapaToB
(®AC Poccun)
3AMECTUTENb
PYKOBOAUTENA focyfapCTBEHHbLIM OpraHam,
OCYLLEeCTBAAIOLWMM KOHTPONb (Haa3op)
Caposas KyapuHckas, 11 3a MPUMEHEHNEM LIEH Ha XXN3HEHHO

Mocksa, [1-242, ' CI1-3, 125993

HeobX0oAUMbIE U BaXKHENLLNE
Ten. (499) 755-23-23, thakc (499) 755-23-24

delo@fas.gov.ru http://www.fas.gov .ru NEKapPCTBEHHbIE Npenaparbl
Ne V6
HaNe oT

r56 0hopMIEHMM MPOTOKO/A COrNacoBaHUs
LieH MOCTaBKM NIeKapCTBEHHbIX NPenaparos,
BK/OYEHHbIX B NepeveHb XXU3HEHHO
HEO6X0ANMbIX 1 BXKHEMLINX
NeKapCTBEHHbIX NpenapaToB

®AC Poccun goBoaAnT A0 CBefeHMSA MO3ULMI0 MO BOMpocam 3anosiHeHUs (hopMmbl
NPOTOKO/1la COrnacoBaHWUA LEeH MOCTaBKM JIeKAPCTBEHHbLIX MpPenapaToB, BK/KOYEHHLIX B
nepeyeHb XXU3HEHHO HEOOXOAMMbIX U BaXKHEWLLMX NEKAPCTBEHHbIX MpenapaToB (ganee
— DOKHBJIM), yTBepXAeHHOW nocTaHoBneHneM [MpaBuTenbcTBa  Poccuitckol
depepaymm ot 03.02.2016 Ne 58 (ganee - MPOTOKON COrnacoBaHMA LieH) U BCTYNaroLEeln
B cuny ¢ 01.03.2016.

1. ®opma NMpoToKOa cornacoBaHus LeH ABNSETCA TUMNOBOA.

[onyckaeTcd BkIO4YeHWe B [MpOTOKON COrnacoBaHWs LUeH AOMOJIHUTENIbHbIX
CBEAEHUN, YUNTbIBAKOLWMX OCOOEHHOCTU NPUOOPETEHMA N peann3aumn neKapCTBEHHbIX
npenapaToB opraHu3aumeil ONTOBOM TOProBAM JIEKAPCTBEHHbIMWU CpeAcTBaMu (fanee -
opraHusaums OMTOBOW TOProBAW) UMW anTeyHOW opraHusayunen U MHAUBUAYASIbHLIM
npegnpuHUMaTesieM, MVMeLWNUM JNLEH3NI0 Ha (apMaLeBTUYECKY [eATe/IbHOCTb
(manee - opraHunsauns poO3HNYHOW TOProB/n).

MpoTOKON cOrnacoBaHWA LEH MOANUCbIBAeTCS  YMOSIHOMOYEHHbIMU  NINLAMM
nocTtaeuwinka (npogasuya) n nonyyarens (MokynaTtens) feKapCTBEHHOro npenapaTta u
3aBepsieTca neyaTamMm opraHu3auni.

MpOTOKON cOrfacoBaHMA LEH MOXeT OblTb co3faH B (DOpMe 3/1EKTPOHHOrO
AOKYMEHTa, MOAMNUCAHHOI0 YCUEHHON KBa/IM(PUUUPOBAHHOW 3N1EKTPOHHON MOAMUCHIO
YNO/ITHOMOYEHHbIX /1L, COOTBETCTBEHHO MOCTaBLLMKA U MOnyYaTens.

OTCyTCTBME OpPUTMHANBHBIX MOAMNMUCENM W nedvaTeid Npenbliaywmx nocTaBLLiNKOB
Luenun peanusaunm XXHBJII He aBndeTca HapyweHWeM 3anofiHeHUs gopmbl MpoTokona
COrf1acoBaHUsA LeH.
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2. OpraHusaumein onNTOBOW TOproenu, peanusywowenn XXHBJM, npu  ux
npuobpeTeHnn 'y Apyron opraHusauum ONTOBOW TOProBAM C  3aroJIHEHHbIM,
NoANUCaHHLIM M 3aBEePEHHbLIM MNeyaTbio opraHu3aunm MpoTOKONOM COracoBaHUA LEH,
[0MnycKaeTcsa (POPMUPOBAHME M 3aMOSIHEHUE B 3/IEKTPOHHOM BuAe HOBOro [lpoTokona
cornacosaHms UeH. [lMpu 3TOM opraHu3auMa ONTOBOM TOProBnn B 006s3aTe/IbHOM
nopsake ykasblBaeT MH(OpMaLMio, cofepxallytocsd B IpoTokone cornacoBaHusa LEH, C
KOTOPbIM /IeKapCTBEHHbIN npenapat Obl1 NOCTaBfieH B 3Ty opraHusauumio. B aTom
cflyyae MNOMYYeHHbI OT npeAblayuiero rnocrtaswimMka [MpoTOKON cornacoBaHUst LEH
XpaHUTCA B apxuBe opraHusaumm OMTOBOM TOProB/M B KayecTBe MNOATBEPXAEHUA
[OCTOBEPHOCTM [JaHHbIX, NepeHeC&HHbIX B HOBbIN MPOTOKO/ COrnacoBaHusa LieH.

Konunyectso rpagp 8-11, npegycMOTpeHHbIX B (hopMe MpoTOKONa cOrfiacoBaHus
LUeH A4 3anofiHeHMs opraHusaunsiMym  OMTOBOM TOProBauW, OnNpedensercsd UMu
CaMOCTOATE/IbHO C Y4eTOM KO/MM4YecTBa OpraHm3aumnii ONTOBOW TOProB/v, Y4acTBYHOLLUX
B Lenu peanusaynm XXHBI/T.

B 3aronoske [lpoToKOna cornacoBaHUsA LEH YyKasbiBaeTcs WHpopmaumsa o
noctaBlnKe W rnony4vatene (opraHu3aumMyM OMTOBOM WAM  PO3HWYHOW TOProB/N)
KHBJM.

3. Peanmzaums XXKHBJIT no uUeHam HWXe YPOBHA WX MpUoGpeTeHns y
npounssoauTesnen He ABngaeTca HapyLLIeHnem YyCTaHOBNEHHOTI 0 nopagka
LeHooOpa3oBaHWa, ecnn  (pakTUYeckad LeHa nNpuobpeTeHWs He  MpeBblllaeT
3aperncTpupoBaHHy0 npefesibHY0 OTNYCKHYHO LieHY NPOW3BOAUTENA NEKAPCTBEHHOrO
npenapata c yyetom HAC.

B cBA3M C CE30HHLIMW U MHbIMU KOnebaHUAMWU NOTPeObUTENIbCKOro crnpoca Ha
NEeKapCTBEHHbIE TMpenapartbl, MNpUBGAMXeHWeM faTbl WCTEYEHUA CPOKOB TOAHOCTM
NeKapCTBEHHbIX MpenapaToB, MapKeTUHroBOW MOAUTUKON, peanusauuein HOBbIX
NeKapCTBEHHbIX NpenapartoB B LENAX 03HAKOMJ/IEHWS C HUMK MNOoTpebuTenei, a Takxe
APYrUMW  MpUYMHAMUK,  OKasblBarOLLUMMN BNNAHME Ha PbIHOK  JIeKapCTBEHHbIX
npenaparos, [OMYCKaeTcqd WX peanusaums opraHu3auusMyu ONTOBOW TOProsBau U
opraHm3aunsMm pPo3HWUYHON TOProBAU MO LEeHe HKe (DaKTUYECKOM OTMYCKHOWN LEHbI
npou3BOANTENS.

Mpn peanusaunmM NEKapCTBEHHOro Mpenaparano LEeHe HWKe YPOBHA ero
npuobpeTeHns y NPOU3BOAMUTENSA MepBas OpraHu3auuns onToBOW TOprosnu B MNpoTokone
cornacoBaHus LeH B rpadax 6 u 7 cTaBuUT MpoYepk.

Mpn peanu3auuMm NEeKapCTBEHHbIX Mpenapatano LeHe HUXEe YPOBHA ero
npuobpeTeHns Yy MepBOM oOpraHu3aLMuM OMNTOBOW TOProsnM, BTOpas oOpraHusauus
onTosoW B MpoToKo/ie cornacoBaHnsa LeH B rpagax 9 n 10 cTaBUT Npoyepk.

OpraHusaums po3HUYHON TOProBAK, 3aKynuBe Yy OpraH13auum onToBOW TOProB/M
NeKapCTBEHHbIM npenapatr Mo LeHe HWXe YPOBHA (aKTUYECKOM OTMYCKHON LeHbl
Npoun3BOANTENSA, YKa3aHHOW B MpPOTOKONe cornacoBaHWs LeH, (DOPMUPYET OTMYCKHYHO
LLeHy nyTemM CYyMMMPOBaHWS LEHbl 3aKynkKu npenapata Yy oOpraHusauuMyM OMNTOBOM
TOProB/AM N PO3HUYHOW HafbaBKW, pasMep KOTOPOA He MpPeBbILAET YCTAHOB/IEHHbIN B
cybbekTe Poccuiickonn ®efepaumn, UCHUCNEHHOMW OT (PaKTMUYECKOW OTMYCKHOW LEHbI
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NnpPon3BoanNTENA.

4. Tpapbl 12 n 13 «CymmapHbld pa3mep (akKTUUYECKUX OMTOBbIX Hajb6aBoK,
YCTAHOB/IEHHbIX OpraHuM3auusMn OnToBOM TOProsnm» [lMpoTOKONa corfacoBaHua LeH
3anoNHAT BCe OpraHm3auum OMTOBOW TOProB/IM HE3aBUMCMMO OT TOro, KTO SIBNISETCA
nony4vartenemM fieKapCTBEHHOro npenaparta, ykKasblBas Npu 3TOM CyMMapHY HagbaBky,
paccunMTaHHYl Kak pasHuua ueH (B pybnax), ykasaHHbIX B rpagpax 11 u 5 gna rpadbl 13
n anga rpadel 12: rpada 13/rpaga 5*100%.

5. OpraHusauun ontosoi Toprosnu ¢ 1 mapTa 2016 r. npu peanunsayuv XXHBJI,
3aKynieHHbIX 4o 1 mapta 2016 r., 3anonHsA0T MPOTOKON COrnacoBaHUA LieH Mo HOBOM
(hopMe C yKazaHMeM WHGopmauun, uMmerowenca y opraHusaunmn. OTCYTCTBME B 3TOM
cnyyae uHgopmauum 0 pasmepe BCeX HafbaBOK, MPMMEHEHHbIX TMpeabIgyLWuMm
opraHusaumamn OnTOBOW TOProBaAu B uenun peanusauuu atoro XHBJIM, He sBnseTcs
HapyLLeHneM 3anofiHeHna (hopMbl MNMPOTOKOIa COrnacoBaHuA LEH.

Peannsaumsa opraHusaymsiMm po3HWUYHOW TOProB/M NeKapCTBEHHbLIX Mpenapartos,
3aKynieHHbIX My o 1 mapta 2016 r., ocyuwecTBnisetca npuv Hanuyum [poTokona
COrnacoBaHus LieH, C KOTOPbIM fleKapCTBEHHbIW npenapaT 6bl1 UMW NONYYEH.

OpraHu3aumnm po3HUYHON Toprosnun ¢ 1 mapta 2016 r. npu peanusaunun XXHBJIM,
3aKyM/eHHbIX MOCNe YyKa3aHHOW patbl, 3anonHAT rpagbl 14 - 16 «Pa3vep
(haKTUYeCKON PO3HUYHON HafgbaBKW, YCTAHOBMIEHHOW OpraHu3auuein PO3HUYHOWA
ToproBnn» ©n «®akTuyeckass OTMYCKHas LeHa, YCTaHOBNEHHas OpraHu3aumen
PO3HMYHON  TOproenuM»  [lpOTOKONa  COrnacoBaHWA  LEH,  MNOJIYYeHHOro  npw
npuobpeTeHMn UMW TOBapa, WAN NPUKNAAbIBAIOT K YyKasaHHOMY [1poTokony
cornacoBaHms LUeH AOMOMHUTENIbHYIO CTpaHuLy ¢ MHopmMaumen, ykasaHHOM B rpagax 1
- 5 un rpathax 14-16 [lMpoTokona cornacoeaHns LeH. Ha AONONHUTENbHOM CTpaHuLe
lMpoTokona corfnacoBaHMs  LeH  YyKas3blBaeTca fgata W CTaBMTCA  NOAMMUCH
YNO/ITHOMOYEHHOITO IMLa OpraHM3aumMyM  PO3HMYHOM  TOProBAW  NIeKaPCTBEHHbLIMU
npenapaTaMmu, 3aBepeHHas neyatbio opraHusalun.,

Ecnn  BHYTpeHHen  MOAUMTUMKOWM  opraHusauum  PO3HUYHOW  TOProOB/M
NeKapCTBEHHbIMW  Mpenaparamy  NpPefyCcMOTpeHa  MepeoleHKa  JIeKapCTBEHHbIX
npenapaToB B TeYEHME CPOKa UX peanmsalnun, To B TaKMX C/lyyasax AONYCKaeTca B rpage
14 «Pa3mep (haKTMYECKON PO3HUYHOW HafbaBKK, YCTAHOB/IEHHOW oOpraHusauunei
PO3HWUYHOW TOProB/N» YyKasaHWe B MPOLEHTax npeAenbHOro pasmepa PO3HUYHOM
HafbaBKKM, YCTaHOB/IEHHOIo B Cy6bekTe Poccuiickoin ®egepaunmn ans LeHOBOW rpynnbl
3TOro NeKapCTBEHHOro npenaparta, a B rpade 15 - ykasaHue B pyb6/ax MNpefefibHOro
pasMepa pPO3HWYHOW HagbaBKMW, YCTaHOBIEHHOro B cybbekTe Poccuiickoin depepauumn
AN LUEHOBOM rpynmnbl  3TOr0 JIEKAPCTBEHHOro npenapara, WCYUCIEHHOrO  OT
(haKTUYeCKON OTMYCKHOW LieHbl MPOM3BOAUTENS, YyKa3aHHOW B rpade 5 B gaHHOM
cnyyae B rpae 16 «dakTmyeckasd OTNyCKHas LEeHa, YCTaHOBJ/IEHHas opraHusayuei
PO3HWUYHOW TOProBAM» YKa3blBaeTcA B py6nsax CymMa [aHHbIX, YKa3aHHbIX B
rpacgpax 11 n 15.

6. [Mog TepMUHOM «yI'IOI'IHOMO‘-IEHHbII\/JI npeacrtasuTenlb  MpPomn3BogUTENA»,
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YKa3aHHbIM B CHOCKe 2 K [1pOTOKONy cornacoBaHua LeH, NMOHUMAeTCA opraHusauuns,
pngnyeckn  ynosiIHoOMo4veHHaA npon3BoANTENEM Ha OTNYCK JIEKAPCTBEHHbIX

npenaparos npomssoanTena no ueHam, He TpeBbiWalOWLNM 3apPErMCTPUPOBaHHbIE
npeaenbHble OTMYCKHbIE LEHbI MPON3BOAUTENA.
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