[okymeHT npepoctasneH KoHcynbTaHTI10C

®EAEPA/IbHAA AHTUMOHONOJIbHAA C/TYXKBA

nMUCbMO
ot 28 ¢eBpans 2018 r. N Pr/13254/18

O PACCMOTPEHUM OBPALLEEHUA

depepanbHafd  aHTMMOHOMONbHAA  cay)kba  paccmoTpena  obpalleHMa MO BOMpOCam
GOpMMPOBAHNA OTMYCKHbIX LEH Ha JIeKapCTBEHHbIE MpenapaTbl, BKAOYEHHblE B NepeyeHb KU3HEHHO
HEOBXOAMMbIX U BaXKHEMLLMX NIEKapCTBEHHbIX NpenapaToB (aanee - NepeyeHb KHB/M) 1 obopmneHunn
NPOTOKO/1a COrNacoBaHUA LLeH NOCTaBKKU SIeKAapCTBEHHbIX NPenapaTos, BKAOYeHHbIX B MepeveHb XKHBJ/IM
(manee - MpoTOKOAN cornacoBaHuUsA LEeH), U coobliaeT caeayollee.

B cooTtBeTcTBMM € nyHKTOM 4 cTaTbn 61 PepepanbHOro 3akoHa ot 12.04.2010 N 61-93 "O6
obpallleHMn neKkapcTBeHHbIX cpeacTs" (Aanee - 3akoH 06 0b6palleHUM IeKapCTBEHHbIX CPeACcTB) He
LONYCKAlTCA peanmsauma U OTNYCK IEKAPCTBEHHbIX NPenapaToBs, BKAYEHHbIX B MNepeveHb KHBJIM, Ha
KOTOpble NPOU3BOAUTENAMM IEKAPCTBEHHbBIX MPenapaToB He 3aperncTpupoBaHa npeaesibHas oTnycKHas
LeHa, peannsaumsa 1 oTNycK NPOU3BOAUTENSAMM IEKAPCTBEHHbIX NPenapaToB Mo LeHaM, NPeBbILaoLWmm
3aperncTpupoBaHHble NpeaenbHble OTNYCKHbIE LieHbl Ha IEKAapPCTBEHHbIE NpenapaTsbl.

B cooTBeTcTBUM C NyHKTOM 2 cTaTbM 63 3akoHa 06 oOpaleHUM NeKapCTBEHHbIX CpPeacTs
opraHvsaumMm  ONTOBOW  TOProBAM M (MAM)  anTeyHble  OpraHuW3aumu,  WHAMBUAYaNbHble
npeanpuUHUMATENN, UMEOWMEe NULEH3N0 Ha (GapMALEBTUYECKYIO AeATeNbHOCTb, OCYLLECTBAAIOT
peann3auunio NeKkapcTBeHHbIX NpenapaTos, BKAtOYeHHbIX B [lepeyeHb MHBJIM, no ueHam, ypoBeHb
KOTOPbIX He MpeBbllWaeT cyMmy aKTUYECKOM OTMYCKHOM LEeHbl, YCTaHOB/NEHHOW npousBoguTenem
JIeKAPCTBEHHbIX NPENAPATOB U HE NPEBbILIAOWEN 3aPErUCTPUPOBAHHON NPeaeNbHOM OTNYCKHOW LEeHbI,
M pasmep ONTOBOW HaabaBKM U (MAKM) pasmep pPO3HMYHOW HaabaBKM, He MpeBblllakowme
COOTBETCTBEHHO pa3mepa npeaesbHOl ONTOBOM HagbaBKM M (MAK) pasmepa NpeaenbHOW PO3HMYHOM
HaabaBKM, yCTaHOB/EHHbIX B cybbekTe Poccuiickoin ®epepaumm.

Mcxoaa 13 BbIlWEU3NOXKEHHONO, B C/lydae, eC/M JIeKapCTBeHHbIM npenapaTt 6bin npuobpeTteH
OpraHM3aumMaAMM ONTOBOM U (MAKM) PO3HMYHOIM TOPrOB/AN JIEKAPCTBEHHbLIMKU Npenapatamm Ao 1 sHBaps
2018 roga NO UeHe, MNPEBbIWAIOWEN 3apPerncTPUPOBAHHYIO NPEeAebHY0  OTMYCKHYK  LeHy
Npou3BOAUTENA, OPraHU3aLMAM ONTOBOW TOProBAM W (MAM) OpraHM3auMsaM PO3HUYHON TOProBAU
JIeKAPCTBEHHBIMM MpenapaTamm HeobXxoaMMO NPOU3BECTU NEPEOoLEHKY YKa3saHHOro NeKapCTBEHHOrO
npenapaTta ¢ cobatofeHMeM HOPM, NPedyCMOTPEHHbIX MYHKTOM 2 cTaTbM 63 3akoHa 06 obpalLeHun
JIeKapCTBEHHbIX CPEACTB.

Mo BonNpocCy COCTaBNAEHWUS B BbllleyKasaHHOM C/lyyae opraHM3auusmMM ONTOBOM TOProBAU U (KUnK)
OpraHM3aUMaAMN PO3HUYHOM TOProBAWN JIEKAapPCTBEHHbIMM NpenapaTtamun NpoToKo/a CornacoBaHUA LEH
®AC Poccuum coobuiaet cneayiolee.

B cootBetctBMM € nyHKTOM 6 [lpaBun yCTaHOBAEHMA MNpefesibHbIX pPa3MepoB ONTOBbLIX W
npefesnbHbIX Pa3MepoB PO3HUYHbIX HaAOaBOK K (GAKTUYECKMM OTMYCKHbIM LLEHAM, YCTaHOBJIEHHbIM
NPOW3BOAUTENAMM NEKAPCTBEHHbIX NPENAPATOB, BK/OYEHHbIX B NepeyeHb XU3HEHHO HEOBXOAMMbIX U
Ba*KHEMLUMX JIeKapCTBEHHbIX NpenapaTtoB, B cybbektax Poccuiickort Pepepauunu, yTBEpKAEHHbIX
nocrtaHosneHnem [pasutenbctBa Poccuitckoit degepauum ot 29.10.2010 N 865, peanusauuma
NIEeKapCTBEHHbIX MNpPenapaTtoB OpraHW3auMAMM ONTOBOW TOPrOB/AM, aMNTEYHbIMW OpPraHM3aLMAMM,
WHAMBUAYANbHBIMM NPeanpUHUMATENAMU U MEAUUNHCKMMU OPraHns3aumMaAMM OCYLLECTBAAETCA Npu
HanmMuum [pOTOKONA COrNACOBAHWMA LEH, COCTaBJeHHOro Mo (OpMe COrNacHO MNPUNOXKEHUIO, 3a
WCKNOMEHMEM NIEKapPCTBEHHbIX MPENapaToB, KOTOPble He BblN BKAKOYEHbI B TaKOM NepeyeHb HA MOMEHT
NX NPUobpeTeHNA YKasaHHbIMU OPraHM3auMAMMN U MHANBUAYANbHBIMM NpesnpUHUMATENAMM.
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Takum ob6pa3om, 3akoHoaaTenbCTBOM Poccuiickoit ®epepaumm He npegycmoTpeHa o6Aa3aHHOCTb
OpraHvM3aumMM  OMTOBOM  TOProOBAM  NIEKAPCTBEHHbIMM  Mpenapatamyv  NpefocTaBaATb  APYIUM
OpraHu3aLmMaAM OMNTOBON W PO3HMYHOIN TOPrOB/AW JIEKAPCTBEHHbIMM Mpenapatamn WHOOPMaAUUD O
$aKTUYEeCKOM OTMNYCKHOM UeHe Mpous3BoAMTEeNA IeKapCTBEHHOro npenapaTta, peasn3oBaHHOro
(nocTaBneHHOro) 3aTMM OpraHM3auMam A0 BK/KOYEHWMA 3TOrO JIEKAPCTBEHHOrO npenapaTta B [lepeyeHb
HHBAM.

BmecTe c Tem, opraHusauuu OMTOBOW TOProBaAu U (MAWM) OpraHM3auMyM PO3HUYHOW TOProB/AU
NIEeKAPCTBEHHbIMM  MPEnapaTamu, 3aKyNMBLUME NEKAPCTBEHHbIM Mpenapat A0 BKAOYEHMA 3TOrO
NeKapcTBeHHOro npenapata B lNepeyeHb HHBJIM Ha 2018, coctasnatoT MNpOTOKOA COrnacoBaHUA LeH npu
ero peanusaumu.

B cnyyae, ecaM yKasaHHbIM NEKapCTBEHHbIM npenapaT npuvobpeTeH oOpraHusauueit OnNTOBOM
TOProBAW U (MKN) opraHM3aLMen PO3HUYHOM TOProB/IM Y MPOU3BOAUTENA IeKAaPCTBEHHbIX NPenapaTos, B
roade "dakTuueckasa OTNYyCKHas UEHa, YyCcTaHOBNAEHHaAa npoussoauTtenem, 6es HAC (pybnein)"
yKasbiBaeTca daKTMYecKaa OTNyCKHas UeHa NpoM3BOAMTENA /IeKapCTBEHHOrO npenapata, He
NPeBbILAoLWasn 3apPerncTPMPOBAHHYHO NPEAE/bHYI0 OTMYCKHYIO LieHY MPOM3BOAUTENS.

B cnyyae, ecnm yKasaHHbIM NEKapCTBEHHbIM npenapaT npuobpeTeH opraHuM3aumein OnTOBOM
TOprosnn un (UAK) opraHusaumen Po3HUYHOW TOProBAM Y APYrOA OpraHM3aLuK ONTOBOK TOProsaW, B
rpade "daKkTuuyeckaa OTNYCKHAs LeEHa, YycTaHOBAEHHaa npoussoauTenem, 6es HAC (py6bnein)"
yKa3blBaeTcs LeHa npuobpeTeHnn NeKapCcTBEHHOro npenapaTa 3TOM opraHM3aumeit, He NpeBblwatoLLan
3aperncTpUpoBaHHY0 NpeaebHy OTMYCKHYIO LieHy NPou3BoaUTeNS.

Mo mHeHutio PAC Poccun, dopmmpoBaHME OTMYCKHOM LEHbl Ha JEKApCTBEHHbIM npenapat
opraHusauuei ONTOBOM TOProBAM W (MAKM) opraHM3auMeirn PO3HWMYHOM TOPrOBAM NEKAPCTBEHHbLIMM
npenapatamm B YKa3aHHOM Cay4Yyae JOJ/KHO OCYLWEeCTBAATbCA MCXOAA M3 LEeHbl, YKasaHHOW B
COOTBETCTBMM C BbllEN3NOXKEHHbBIM B rpade "daKkTnyeckasa OTNYCKHaA LeHa, YCTaHOBAeHHasA
npoussoautenem, 6es HAC (pybneit)" c cobnogeHnem Hopm, NpeayCcMOTPEHHbIX MYHKTOM 2 cTaTbu 63
3aKoHa 06 0bpallleHNN NeKapCTBEHHbIX CPEACTB.

P.A.NETPOCAH
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