HokymeHT npeaocrasnen KoHcynbTanTinioc

DEOEPA/IbHAA AHTUMOHORNOJ/IbHAR CNYKBA

NMMCbMO
ot 7 despans 2019 r. N ALL/8476/19

O PACCMOTPEHUN
OBPALLEEHUA MO BONMPOCY ®OPMUPOBAHUA HALBABOK K LLEEHAM
HA IEKAPCTBEHHDIE MPENAPATbI

depepanbHas aHTUMOHOMO/bHAA Cyxba paccmoTpena obpauwenne {ganee - Obpauenne) no
BOMPOCY GOPMMPOBAHUA OPraHU3aLUAMK ONTOBOW TOPFOBAW W Oprasn3auuamy PO3HUYHON TOPTOB/N
OTNYCKHBIX LiEH Ha NIEKAPCTBEHHDBIC NPENapathi, BRIMOYEHHbLIE B NEPEUEHb KUZHEHHO HCOBXOANMBIX 1
Ba)KHEMLIWX JIEKapPCTBEHHbIX TperapaTtos (ganee - Mepeyerb MHBAM), npuobpeteribic umu [0
NPUHATAA OPraHoM MCNOJIHUTE/IbHON BNacTV cybberTa Poccmitckoi Pesepaumn pellenus o CHUNKEHUU
YCTAHOBJIEHHLIX NPeAe/bHbIX PasMepoB OMTOBbLIX U PO3HWUYHBLIX HAA0ABOK K GAaKTUYECKUM OTMYCKHBIM
LEHaM NPon3BOAUTENEN HA TEKAPCTBEHHbIE npenapatsl, BRAOYEHHbIe 8 [lepeyers HHB/IM.

B cootserctBuM C HacTbio 2 cTatbu 63 PepepanbHoro 3akoda ot 12.04.2010 N 61-®3 "0O6
00pauieHNI N1eKAPCTBEHHbIX CPEACTB" OPraHW3aLum ONTOBON TOPrOB/N U (unu) anteyrbie opranm3aumy,
WHANBWAYaANbHbIE NMPEANPUHUMATENN, UMEIDUME ANLEH3MI0 Ha GapMaLLEBTUYECKYIO /1eATe/IbHOCTD,
OCYWECTBAAIOT PCANN3ALMIO IEKAPCTBEHHbIX NPENapaToB, BKOYEHHbLIX B [Tepeyers KHB/I, rno uernam,
YPOBEHb  KOTODbLIX HE NPEeBbIUAeT CyMMYy (QaKTUUYECKOW  OTNYCKHOW  UEHbI,  YCTaHOBIEHHON
NPOU3BOANTE/IEM JIEKAPCTBEHHbIX NPENAapaTOB U He NPeBbilatoWeit 3aperncTprpoBaton NpeenbHoMN
OTNYCKHOM Uetibl, ¥ Pa3mep ONTOBOM HaABaBKu M (MnK) pasmep PO3HUYHON HafBasku, He npesbianlme
COOTBETCTBEHHO PA3MeEpPa NPEeAenbHON onNToBOW HanbaBKku 1 (UAK) pazmepa NPeaenbHON PO3IHUYHOM
HanbaBKw, yCcTaHOBAEHHbIX B cyGbekTe Poccuitckon ®egepayuu.

Viexopis 113 uznosxenHoro, ®AC Poceuu coobiuaeT creayollee.

1. B cootgerctBun ¢ 4actbio 4 [MpaBui YCTAHOBAEHMA NPEAENbHLIX PAIMEpPOB ONTOBbLIX W
NpeAenbHbIX PasmMepoB PO3HWUHLIX HANBABOK K QaKTUYECKUM OTNYCKHBIM L@HAM, YCTaHOBAEHHbLIM
NPOU3BOANTENAMU NEKAPCTBEHHbIX NPENapaToB, BKAYEHHbIX B MEPEUYEHb MUZHEHHO HEOBXOAUMbBIX 1
B)XKHEWILMX JIeKAPCTBEHHbIX Mpernapatos, B cyfbekTax Poccuiickoit Peapepaumn, YTBEPKIEHHbIX
nocraHosnexnnem lNpasutensctsa Poccuitckon Peepauun ot 29.10.2010 N 865 (pasnee - Mpasuna)l,
CyMma OnToBbIX HanbaBOK K (GaKTUUYECKOW OTMYCKHON LeHe Npou3BOAMTENS Ha NEeKapCTBEHHbLIN
npenapaTt, NpurmeHAemMblX BCEMWU OpPraHM3auMAMMK ONTOBON TOProB/AW, y4aCTBYIOUIMMYK B PCanv3atmm
9TOro NeKapcrbeHHoro nperapata Ha Tepputopun cybbekta Poccuiickon degepauni, He L0MKHA
NPeBbIWAaTL COGTBETCTBYIOWMIA NpeAe/bHbIA pasmep ONTOBON HaabaBKW, YCTaHOBACHILIA Opratiom
MCMOJIHUTE/ILHOM BAACTM 3TOTO cyObeKTa Poccuitckoin Geaepaunu.

To ecio bopmnpoBarmne ONTOBOW HafbaBKy K LIEHE HA NEKaPCTBEHHbLIA NpenapaT, BKII0UYeHHbINH B
Mepedens (KHBATT, opraHU3aunammn onTOBOW TOPrOB/IM NOCTABAEHO B 3aBUCUMOCTL OT pasmepa onToBo#
HaAbaBKY, NPUMEHCHHON NPEALLIECTBYIOWMMN OPraHN3aLMUaMmU ONTOBON TOPFOB/IN, YHaCTBYOUMMU B
uenu peasnmsatimm COOTBETCTBYIOWETO /IEKaPCTBEHHOTO NpenapaTa.

Taknm oEpazom, npouecc opMMUPOBAHUA ONTOBOV HAABABKM K UEHE Ha IeKapCTBEHLIN Npenapar,
BK/IOYEHHbIY 1 [Tepeyenb HBIIM, B KOHTEKCTE PACCMOTPEHMS BOMPOCA O TOM, KaK OPraHm3auys OnToBoi
TOProB/M, KOTGPEA Npuobpena sIeKapCTBEHHBIN NMPENapaT A0 CHIDKEHWA YCTAHOBNEHHBLIX OpPraHoMm
MCNONHUTENbHON BACTKH cybvexTa Poccnitckon Peaepaliny NpeaenbHbIX Pa3MepoB ONTOBbLIX HaA0aBOK,
A0/KHE  GOPMUPOBATL  OTMYCKHYIO  UEHY Ha YKasaHHbI  IeKapCTBEeHHbLIM npenapar, cnegyert
PaccMaTpMBaTh  Kak 04RO eAWMHOE NPAaBOOTHOWEHWE, HAYMHAILEECA C peanusaunn nepson
opraHusaumedl OMTOBOM TOPTOBIM JAEKAPCTBEHHOTO NPenapaTta v 3aKkaH4MBatoULIEecs peanusalyei aToro



JIEKapPCTBEHHOTO npenapata Opranun3aiiiv p()?&HVIHH()!;’I TOProsaun.

Vcxogs m3 obulenpasoBoro NPUHUMNG AeWCTBMA 3aKoHa BO BPEMEHM, NPABOBbIE HOPMb
PACNPOCTPAHAIOTCA Ha NPAaBOOTHOWEHMA, BOIHUKILME NOC/e BBEAEHNSA B [IEACTBME AaHHbIX HOpM. K
fPAaBOOTHOLIEHNAM, BOSHUKLUIMM 10 BBEACHUS NPAaBOBON HOPMbI B IENACTBUE, COOTBETCTBYIONL s Hopma
He NpuMeHaeTCA.

CoOTBETCTBEHHO, B KOHTEKCTE NACCMOTPEHUA yKazaHHOro 8 ObpalleHun BoNpoca, Ha npouecc
dopmupoBaHns ONTOBOM HafbaBKM K LeHe Ha JIeKapCcTBeHHbIN npenapar, BK/AUeHHbLIR 8 NepeyeHs
HMHBAMN, pacnpocrpansiorcs MPaBoOBble HOPMbI, AENCTBYIOWME B MOMEHT Havasa A@HHOTO npotecca, a
VUMEHHO - B MOMEHT peanunsauum (0 CHUKeHns YCTaHOBAEHHbIX NpPeJesbHbIX PazMepoB ONTOBbIX
HanbaBoK) flekapCTBEHHOTO fipenaparta Nepeoi opraHusaumeil onNToBOMN TOProB/n, peannsosBasiuemn
/IeKAPCTBEHHbIN NPenapaT c NPUMEHEHUEM ONTORBOMN HaabaBKu.

B cuny absaua 1 4vactw 1 crateu 4 FpaxkgaHcKoro Kogekca Poccuiickol depepaunn akTbl
fPAKAGHCKOTO  3aKOHOJATE/NIbCTBA He uMeloT obpaThHol cunbl u NPUMEHSAIOTCS K OTHOWUEHMAM,
BOSHUKLIMM NOCNe BBEAEHUS UX B JelCTBHE.

CornacHo uactm 2 craten 422 MpaxJaHCKOro Koaekca Poccuitckoi depepaunn, ecam nocne
3aKHOHEHNA [LOrOBOPA MPUHAT 3aKOH, yCTaHaB/iMBalowmi o6azatensHbie ans CTOPOH NpaBuna nHbie, 4em
Te, KOTOPble NENCTBOBA/M NPU 3aKTIONEHIUN A0TOBOPA, YCAOBMA 3aK/IOMEHHOIO NOTOBOPa COXPAHAIOT
Cray, KpOMmeE ClyHaes, KOr/Ja B 3aKOHE yCTaHOB/IEHO, YTO ero [eNCTBUE PacnpoCTpanneTes 1a OTHOUIEHWA,
BO3HUKIWINE 13 paHEe 3aKNOYEHHbIX 40r0BOPOB.

B cBA3M c n3noxkeHHbIM, N0 MHEeHWIO DAC Poccun, B cayyae npuobpeterus opratHmsatrein onToBon
TOPTOBN NEKaPCTBEHHOrO Npenapara, BKAKYEHHOro B Mepedenb MKHBAM, y APYron opradusaumu
ONTOBOW TOPrOB/M, 0 CHUMEHNSA YCTAHOBAEHHbIX NPRAENbHbLIX PA3MEPOB ONTOBbLIX HAAGABOK, ONTOBAS
HagbaBka ucyucaneTcs OpraHvsauuen OnNToBOW TOProBAW UCXOAR W3 pasmepa, He npesbiluaowero
PashHnly mMexAay npeaesibHbIM pasmepom OnNToBON Haabasku, YCTaHOBNEHHOW B cybberTe Poccuiickod
Gesepaunn, Ha gaty npuobpertenus JIEKAPCTBEHHOTO Npenaparta y OpraHnu3aLnu onTosoi Toprosin (Ao
CHVXKEHUNA YCTAHOBIEHHbIX Mpese/ibHbIX PasmMepoB ONTOBbIX HaADABOK), UCUNCIIEHION OT baKTUYCCKON
OTNYCKHOW LieHbl npousBoauTens 6es HAC, v pasmepom onToBON Hazgbasku, npUMeHeHHOM
MPEABIAYWNMM  OpraHr3auusamMm  ONTOBON TOProBAWM ([0 CHUMKEHUS YCTAHOBACHHBIX 1peAeNbHbIX
Pasmepos OnToBbIx HabaBoK).

2. B cnyyae, eciv nepBas opraHmsaums onToBow TOProBAn Npucbpena NekapcrBeH bl npenapar,
BRMOYEHHbIK B [Mepevensb MHB/IM, Y TNPOU3BOAMTENA NEKaPCTBEHHOTO fpenaparta /0 CHUKeHWs
YCTAHOBNEHHbBIX  NIpRAE/IbHBIX  PAasMepOB  ONTOBLIX  HaA6aBoOK, O[IHAKO  PEANN3aLMsa  J|laHiHoro
NIERAPCTBEHHOTO Npenapata MnocaeAyloLUWM OpraHu3aumsm onTOBON TOPrOB/IU AW OPraHU3aLMam
PO3HUYHOW TOPTOB/W EUIE HEe Havanach, npvi GOPMUPOBAHUM ONTOBLIX HaABABOK HEODXOAMMO NEXOANTD
13 C/IeAyoLero.

Kak oTmevanock sblle, GopmMupoBarue onTosom HaAbaBKM K LeHe Ha NIeKapCTBE HHbI npenapar,
BR/HOUYEHHBIN B MepeyeHs HKHBJM, opranusaumamu onroson TOProBAn NOCTaB/AEHO B 3aBUCUMOCTb OT
pasmepa onToson HaabaBKW, NPUMEHEHHOM NPEAUIECTBYIOWNMI OPraHn3aumaMu ONTOBOW TOProBay,
YHaCTBYIOWMAMY B LN Peam3aumu COOTBETCTBYIOLIETO 1EeKaPCTBEHHOTO npenapara.

Mpouecc popmupoBaHmns onToBOM Ha/16aBKM K LeHe Ha NeKapCTBEHHbIM NMPEenapar, BRKAIOYEHHbIV B
Mepeyens KHBJIM, B8 KOHTEKCTE PACCMOTPEHNA BONPOCA O TOM, KaKk OpraHusauua onTosou TOProBAK,
KOTOpas Npuobpena NeKapcTBEHHbIN Npenapar 40 CHUKEeH U YCTaHOBJ/IEHHbIX OPraHoOM NCIIONHUTENbHOW
BnacTn cybbekta Poccuiickoi ®egepaumu NPEAENbHbIX PasMepOB ONTOBbLIX HAABABOK, /10/1KHa
hopMUPOBaTL OTNYCKHYO UEHY Ha yKasaHHbIA IeKapCTBEHHbIA npenapar, CneAyeT paccMaTpuBaTh Kak
OAHO €QiMHOE NPaBOOTHOWEHWE, HAYMHAKOWEECa C peanusalum opradnsaumeil onToBOR TOProBAM
/IGRAPCTBEHHOIO NpenapaTta v 3aKkaHuMBaloWeecs peasusauueit 3Toro NEKAPCTBEHHOIS ipenapata
OpraHnsal i PO3HUYHON TOProBAN.



[TOCKOJILKY nepBas 0praHn3aumna onToRCH TOPrOBAN B paccmaTtpuBaemom ciiydae elle He Hadana
PeanusaLmio NpUoBPeTeHHOro Y NPOU3BOAKTENA NEKAPCTBEHHOO npenapara, BKAIOYEHHOro B NepedeHb
MHBJIM, cnepoBatenbHo, B MOMEHT CHUMKEHUS YCTAHOBNEHHbBIX NpeaesbHblx Pa3Mepos  OnNTOBbIX
Hapbasok, npouecc GopMUpoBaHUA ONTOBOI 1Ha46aBKN K LeHe Ha AAHHbIA NeKapCTBEHHLIA Npenapat
ele He Havasics.

Kak 0Tmeuanoch Bollle, Ha NPoLEeCce GopMUpoBaHUs ONTOBOM HaabaBKU K LLEHE Ha NeKapCTBEHHbIM
MPenapar, BKAIOYEHHLIN B MepeueHb MHBJIM, PacnpocTpaHAOTCA NPAaBCBble HOPMbI, [CUCTBYIOUIME B
MOMEHT Ha4asia NaHHOTO NpoLecca, a MMEHHO - B MOMEHT Peasn3aunu (0 CHUNKEHNA YCTAHOBALHHbBIX
NpeAesibHbIX Pa3MepoB ONTOBbLIX HagbaBCK) SIEKaPCTBEHHOIO NpenapaTa nepsoi OPrann3atinen oNnTosomn
TOPrOB/N, PEaN130BABILEN NEKAPCTBEHHLIA NPErnapat ¢ NPUMEHEHEM ONTOBON HaBaBKY.

CooTBETITBEHHO, B AAHHOM C/iyuae fpouece GopMnpoBaHns Hagbasku K LEHE Ha NCKaPCTBEHHbIN
npenapar, BriiodeHHblt B [Mepeders MHBAT, nauHeTcs GOpMUPOBaHMEM ORTOBOW HaZBaBKK NepBol
OpraH13aunel ONTOBOM TOPTOB/IM UEXOLS M3 YCTaHOBACHHBIX NPeAENbHbIX pPasmepoB ONTOBbLIX HaAbaBoK
NMOCNE NX CHYKEHMS.

ACxoas 13 M3/0KEHHOTO, B PACCMATPUBAEMOM C/y4ae CYMMA ONTOBbIX Han6aBOoK K bakTnueckon
OTNYCKHOW LICHE NPOU3BOANTENA HA IEKAPCTBEHHbIN NPENapar, NpUMEeHREMbIX BCEMI OPraHu3aLnaMm
ONTOBOW TOPTUB/W, YYECTBYIOWMMI B PEANN3AUNKA 3TOTO NEKAPCTBEHHOTO npenapara Ha TeppuTopun
cybbekTa Poccuiickoit defepauun, He [0/MKHE NPEBbILIATH COOTBETCTBYIOUMY FIPEACALHBIM pasmep
ONTOBOM Ha/1HaBKW, YCTAHOBAGHHLIM OPraHOM UCMOAHUTENbHON BAACTM 3TOrO cybbekTa Poccuinckomn
DefiepaLuu nocie CHUKEHUS YCTaHOBNEHHbIX NPEAE/bHbLIX PA3MEPOB ONTOBbIX Ha6aBOK.

3. B cooTBevCTBMK € NYHKTOM 5 pasui pasmep po3HUYHON HanGaBky K DaKTUYECKOW OTNYCKHOM
II€HE  NPOM3BOAMTENA Ha /NIEKAPCTBEHHbIA [IPENAPAT, YCTAHOBAEGHHbLIA anTeunol opravusaLuen,
MHANBUAYaNbHbIM - (PEATPUHUMATESIEM U MeOWUVHCKOW  Opraiusaumeil,  oCyIecTs si0UmMMm
PEANN3ALNIO SICKADCTBEHHIX MPENAPATOB Ha TeppUTopUun cybberTa Poccnitckoi Melepaumn, He 10MKeH
PEBbLILATL COOTBETCTBYIOWMI NPEARABLHLIA Pa3Mep PO3HUUHON HAaBaBKM, YCTAHOBACHHBIN OPraHoM
UCMIONHUTEALHON BaacTu 3T0ro cyBherra Pocculickoit depepaumm,

Viexonis vis UBNIOXKEHHOIO, OpraHi3alny PO3HWYHON TOPTOBAW BO BCEX Ciyuasx $GOPMUPYIOT
PO3HMYHYIO HaABaBKy WCXOAA U3 NPeAenbHOT0o pasmepa PO3HWUHON HaaBaBxi, YCTaHOBAEHHOTO
OpraHom MCNGHUTENBHON BNacTu cybbekTa Poccuiickon Geaepaunu (Ha AaTy peasimsatin KoHeYHoMy
noTPebUTEN) U CYMMUPYIOT €€ C LEHOW NprobpeTenns neKapcTBEHHOro npenapara, BKAIOUYEHHOTO B
Nepevers KHBJM.

ALO.UAPUROBCKIAM




