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O paccMoTpeHun obpaieHus
10 BOTIpocy (OpPMHUPOBAHHU
HanbaBOK K leHaM Ha
JIEKapCTBEHHBIE TIpenaparsl

DenepalibHas aHTUIMOHOIIONBHAS CITyk0a paccMoTpena obpareHne PernoHanpHON
SHEPreTHHYECKOM KOMUCCHH - [lenapTaMenTa LeH u Tapudos KpacHonapckoro kpas (naiee
— POK nenaprament) or 14.01.2019 Ne 57.08-05-99/19 (nanee — OG6parerue) 1o
BONPOCY ~ (DOPMHUPOBAHMS ~OpPTaHM3ALMSIME  ONTOBOM TOPTOBIM M  OpraHM3aLHsAMA
PO3HMUYHOH TOPrOBIM OTIYCKHBIX LEH Ha JIEKApCTBEHHBIE MpPENapaThl, BKIIOYECHHBIE B
NepEeYeHb JKU3HEHHO HEOOXOMMMBIX M BaXKHEHINHNX JIeKapCTBEHHBIX MPenaparos (qanee —
Iepeuens JKHBIJIII), mpuoGpeTeHHBIE UMM 10 TPHHATHS OPraHOM HCIIOJHUTENBHOM
BlacTH cybbekta Poccuiickoii @eneparuu peuleHHs O CHIKEHHH YCTAHOBIEHHBIX
NPEACIIBHBIX Pa3MEPOB ONTOBBIX M PO3HUYHBIX HaN0aBOK K (haKTUYECKUM OTIYCKHBIM
[ICHaM TPOU3BOJUTENICH Ha JICKAPCTBEHHBIE IIpENapaTsl, BKIOYEHHbIE B IlepedeHb
JKHBJIII.

B cootBercTBUHM ¢ acThio 2 cratbu 63 ®emepanbHoro 3akoHa ot 12.04.2010 Ne 61-
®3 «O6 obpaleHIy eKAPCTBEHHBIX CPEACTBY OPraHM3allMK ONTOBOM TOPrOBIHU H (nmm)
allTe4YHbIC OPraHM3alU, UHAWBUIYaIbHbIE IPEANPUHIUMATENH, HMEIOLUE TUIEH3UI0 Ha
(hapmaneBTHYECKYI0  NESTeNbHOCTb, OCYIIECTBIAIOT — DPEaH3aLHIo JIEKapCTBEHHBIX
npenaparos, BKIOYeHHBIX B Ilepedensr JKHBJIII, mo meHam, ypoBeHb KOTODBIX He
IPEBBIIACT CYMMY (aKTHYECKOH OTIYyCKHON ILIeHbI, YCTAHOBIEHHOH IIPOM3BOLHUTEIEM
JICKapCTBCHHBIX IPETIAapaToB M HE IPEBBIMIAIONIEH 3aperHCTPUPOBAHHOM IIpeNeNbHOM
OTITYCKHOH II€HBI, X pa3Mep ONTOBOH HalOaBKK ¥ (MJIK) pasMep PO3HHYHON HanOaBKH, He
TIPEBBIIAIOIINE COOTBETCTBEHHO pa3Mepa IpeNelbHOH ONnToBOM HaxbaBKu (M)
pasmepa npeiebHON PO3HHYHOM Haa0aBKH, YCTaHOBIEHHBIX B CyObekTe PocCCHIiCKOl
Denepanum.

Hcxons u3 usnoxernsoro, ®AC Poccnu coobmaer cienyroliee.

JANAm
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1. B coorBercTBum ¢ 4acThio 4 IIpaBui yCTaHOBIIEHUS TpENENbHBIX Pa3MEpPOB
ONTOBBIX U IPENETbHBIX Pa3MEpPOB PO3HUYHBIX HaN0aBOK K (DAKTUYECKHM OTIIYCKHBLIM
[ICHaM, YCTAaHOBJICHHBIM MPOU3BOAMTEISMHU JIEKAPCTBEHHBIX IPEIapaToB, BKIIOYEHHBIX B
MepeveHb JKU3HEHHO HEOOXOMAMMBIX M BAXXKHEHINHMX JIEKapCTBEHHBIX MpENaparoB, B
cyobekrax Poccuiickoii Denepanun, yTBep)KIEHHBIX MOCTaHOBIeHHEM IIpaBHTeNbCTBA
Poccuiickoit ®enepannn ot 29.10.2010 Ne 865 (manee — IlpaBuia), cymma ONTOBBIX
HaJ0aBOK K (paKTHYEeCKOH OTITYCKHOM IleHe POM3BOAMTEIS HA JIEKAPCTBEHHbIH Mpenapar,
NpHMEHSIEMbIX BCEMH OpPraHM3alUsIMH ONTOBOH TOPIrOB/AH, Y4YaCTBYIOIIMMH B
peaiM3alHH  3TOr0 JIEKAPDCTBEHHOr0 IMpenaparta Ha TEPPUTOPHH CYObeKTa
Poccuiickoii ®enepaumu, He [0/DKHA IIPEBBILATH COOTBETCTBYIOIMEI IIpeebHBbIi
pasMep ONTOBOM Han0aBKH, YCTAHOBJIEHHBIM OPraHOM HCIIOJHUTEIbHON BIIACTH 3TOrO
cyonexTa Poccuiickoit ®enepanun.

To ecTh opmupoBaHHE ONTOBOH HanOaBKHU K IIeHE Ha JIEKAPCTBEHHBIH IIpenapar,
BKtOYeHHbIH B [lepeuens JKHBJIII, oprann3anusmu onToBOM TOPrOB/IM IMOCTABIEHO B
3a8BUCUMOCTb OT pa3Mepa ONTOBOM Han0aBKH, HPUMEHEHHON MpealleCTBYOIUMU
OpraHu3allisMM  ONTOBOW  TOPIrOBJIM, Y4YacTBYIOUIMMH B  LENH  pealu3alliy
COOTBETCTBYIOLIETO JIEKAPCTBEHHOTO Mpernapara. |

Taxum obOpasom, mnpouecc GopMmMupoBaHHMs ONTOBOW HagbaBKM K IIeHE Ha
JICKapCTBEHHBIM 1npenapar, BKIodeHHbIW B Ilepeuens JKHBJIII, B koHTekcTe
PacCMOTpeHHs BONpPOCa O TOM, KaK OpPraHM3alHsi ONTOBOH TOProBJH, KOTOpas
npuodpe/ia JIEKAPCTBEHHbIH MpenapaT [0 CHH)KEHHS YCTAHOBJIEHHBIX OPraHOM
HCIOTHHTE/IbHOH B/IacTH cyObekTa Poccniickoii ®enepannn npeaejbHbIX pa3MepoB
ONTOBBIX HAA0aBOK [0/KHA (OpPMHPOBATH OTHYCKHYH IEeHY Ha yKa3aHHbIMH
JIeKapCTBeHHBIH Mpenapar, ClelyeT paccCMaTpUBaTh KaK OHO €IWHOE MPABOOTHOIIECHHE,
Ha4YMHAOLIEECs C pealu3aluy MepBOM OpraHu3alueil ONTOBOM TOPTOBIIH JIEKAPCTBEHHOIO
npernapara U 3aKaHYMBAKOLIEECs peajM3allMedl 3TOro JIeKapCTBEHHOrO Mpemnapara
OpraHu3alli PO3HUYHON TOPTOBIIH.

Wcxonst w3 00IIenpaBoBOro NMpPHHIUINA JeHCTBUS 3aKOHA BO BPEMEHH, IPABOBBIE
HOPMBI PacCrnpoOCTPaHSIOTCS Ha MNPAaBOOTHOLIEHHUS, BO3HHUKIIKE IIOCJIE BBEIAECHUS B
AeficTBHE MaHHBIX HOpM. K mpaBoOTHOIIEHMSM, BO3HHUKIIUM [0 BBEIEHHS IPaBOBOM
HOPMBI B IEACTBHE, COOTBETCTBYIOIAs HOpMa HE TPUMEHSIETC.

CooTBETCTBEHHO, B KOHTEKCTE PacCMOTPEHHUsI yka3anHoro B OOpallieHuy Bompoca,
Ha mpouecc (pOpMUPOBaHMS ONTOBOKH HAJ0ABKM K LieHEe HA JIEKAPCTBEHHBLIN IMpenapar,
BKtoueHHbIN B [Tepedens JXHBJIII, pacnpocTpaHstoTest mpaBoBble HOPMBI, J€HCTBYIOIIUE
B MOMEHT Hayajia JaHHOTO IPOllecca, a KMMEHHO — B MOMEHT peau3alHy (0 CHHKEHUS
YCTaHOBJICHHBIX IMPEJCIbHBIX Pa3MepOB ONTOBBIX HaA0aBOK) JEKApCTBEHHOTO Ipernapara
MIepBOM OpraHU3alMer ONTOBOM TOPIOBIH, PEalM30BaBIIEH JEKapCTBEHHBIN Mpenapar C
pUMEHEHUEM ONTOBOUW Ha/10aBKHU.

B cuny ab3ana 1 wactu 1 cratbu 4 I'paxknanckoro konekca Poccuiickont ®enepanyn
aKThl TPaXIAHCKOTO 3aKOHOIATENLCTBA HE HUMEIT OOpaTHOW CHJIBI M NMPHUMEHSIIOTCS K
OTHOLIEHUSM, BOZHUKIINM NIOCJI€ BBEJIEHUS UX B IEHCTBHE.

Cornacno vactu 2 crateu 422 I'paxmaHckoro komekca Poccwuiickoit ®enepanum,
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€CJIM TOCJIe 3aKJIIOYEHUs 10T0BOpa MPUHST 3aKOH, YCTAHABIMBAIOLIUN 00s3aTeIbHbIC IS
CTOPOH MpaBWJIa HHbIE, YeM Te, KOTOpble AeMCTBOBAIM IpPU 3aKIIOYEHUU [0TOBOPa,
YCJIOBUS 3aKJIFOYEHHOIO [I0rOBOpa COXPAHSIOT CUITy, KpOME€ CIIy4daeB, KOrla B 3aKOHE
YCTaHOBJIEHO, YTO €ro AeUCTBUE PACIPOCTPAHSIETCS HAa OTHOLLECHUS, BOSHUKILNE U3 paHee
3aKJIFOUEHHBIX I0TOBOPOB.

B cBs3u ¢ usnoxeHHsiM, no MHeHUut0o DAC Poccum, B ciyyae npuoOpeTeHUs
opraHu3alueil onToBOW TOProOBIM JIEKAPCTBEHHOTO Mpenapara, BKIOUeHHOro B [lepeuenn
XHBJIIL, y npyroii opraHu3allii ONTOBOM TOPrOBIU, [0 CHM)KEHHS YCTAHOBIIEHHBIX
npenebHBIX  Pa3MepoB  OMNTOBBIX HAA0aBOK, ONTOBas Haa0aBKa, HCUUCIAETCS
opraHu3alueil ONTOBOM TOProBIM MCXOIs K3 pa3Mepa, He MPEBHIIIAIOLIET0 Pa3HULY
MEXIy TpelelbHbIM pa3MepoM ONTOBOW Hag0aBKHU, YCTAHOBJIEHHOW B CyObeKkTe
Poccuiickoit ®enepauun, Ha JaTy NOpUOOpPETEeHHUs JIEKAPCTBEHHOIO Ipenapara Yy
OpraHM3ali ONTOBOM TOProBiM (0 CHUXKEHHUS YCTAaHOBJIEHHBIX IpPENESbHBIX pa3MepoB
OITOBBIX HAA0ABOK ), UCUUCIEHHON OT (haKTUUECKOM OTIYCKHOM IIeHbI MPOU3BOAUTENS Oe3
HJC, u pa3mepoM onToBod Han0aBKH, MPUMEHEHHOW MpeNblAYLIMMU OpraHU3alUsIMU
ONTOBOH TOPTOBIM (IO CHMIXKEHUSI YCTAHOBJEHHBIX MpEAeTbHbIX pPa3MepoOB OINTOBBIX
HaJ10aBoK). '

2. B ciuydae, ecnu mepBas oOpraHu3alis ONTOBOM TOProBiIM MpHoOpena
JeKapCTBEHHbI mnpenapar, BkmodeHHbl B [lepeuens JKHBJIIL, y npousBoamTens
JIEKapCTBEHHOTO IMpenapara /[0 CHM)XEHHS YCTAaHOBJIEHHBIX MpedeNbHbIX pa3MepoB
ONTOBBIX HAA0ABOK, OJHAKO peaju3alluds JaHHOrO JIEKAPCTBEHHOIO mpernapara
MOCJEyIOIUM OpraHu3alusiM ONTOBOM TOPrOBIM WJIM OpraHU3alUsM pPO3HUYHOMN
TOPTOBIM, ellle He Hayanach, NpU (OPMHUPOBAHMM ONTOBBIX HAA0ABOK HEOOXOAMMO
UCXONIUTh U3 CIEAYIOLIETO.

Kak ormeuanoce Bbille, GoOpMHpOBaHHE ONTOBOM Haa0aBKM K IleHEe Ha
JIeKapCTBEHHbIN mpemnapar, BkiItodeHHbIN B [lepedens XKHBJII, opranuzanusimu onToBOH
TOPrOBJIM TOCTABJICHO B 3aBHUCHMMOCTh OT pa3Mepa ONTOBOW HaA0aBKHU, MPUMEHEHHOU
NPEIIIeCTBYIOIMMY OpraHu3alisiMd  ONTOBOW TOPrOBJIM, YYacTBYIOUIMMH B LENH
peann3aluy COOTBETCTBYIOLIETO JIEKAPCTBEHHOIO IIpenapara.

[Iponecc dhopMupoBaHusi ONTOBON HaAOaBKK K I1eHE HA JIEKapCTBEHHBIN mpenapar,
BktoueHHbIN B [lepedens XKHBJIIL, B koHTekcTe paccMOTpeHHsI BOIIPOCa O TOM, KaK
OpraHu3anus ONTOBOH TOProBJ/IH, KOTOpPas NpHOOpeJia JleKapCTBEeHHbIH Npenapar A0
CHHJKEHHSI YCTAHOBJEHHBIX OpPraHoM HMCHOJHHUTEJbHOH BJACTH CcyObeKTa
Poccuiickoii @egepaunu mnpeaelbHbIX pa3MepoB ONTOBBIX HAA0aBOK [I0JI’KHA
¢hopMHpPOBATH OTNYCKHYI0 LieHY HA YKa3aHHBIH JIeKAPCTBEHHBbIH Npenapar, cleayeT
paccMarpuBaTh KaK OJHO €IWHOE IPAaBOOTHOLIEHHE, HAYMHAIOIIEECs C pealld3alku
OpraHu3alyeil ONTOBOW TOPrOBIM JIEKApCTBEHHOrO IIpernapara U 3aKaH4YMBaroLIeecs
peanu3aluei 3Toro JeKapcTBEHHOIO IIpernapara OpraHu3aliid PO3HHYHON TOPIOBIIH.

ITockombKy mepBasi opraHu3aius ONTOBOM TOPrOBIM B PacCMarpUBacMOM Cllydae
elle He Hayaja pealu3alyio MPUOOPETEHHOro Yy TMPOU3BOAUTEINS JIEKAPCTBEHHOIO
npemnapara, BkaoueHHoro B Ilepeuens JKHBIJIII, ciemoBarenbHO, B MOMEHT CHMIKEHHUS
YCTAHOBIIEHHBIX TPEJeTbHBIX Pa3MepOB ONTOBBIX HaN0ABOK, Ipouecc (pOPMUPOBAHUS
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OMNTOBOI HaJ0aBKY K LIEHE HA JaHHBIH JIEKAPCTBEHHBIH TIpenapar elie He Hadascs.

Kak oTmeudanocs BbllIe, Ha Mpouece GOPMUPOBAHUS ONTOBOI HamOAaBKU K LIEHE HA
JIeKapCTBEHHBIN TMpemnapar, BKIouYeHHBId B Ilepedens XKHBIIII, pacmpocTpaHsoTCs
[paBOBbIe€ HOPMBI, AEHCTBYIOIIME B MOMEHT Hayalla JaHHOrO Mpolecca, a HMEHHO — B
MOMEHT pealu3auru (10 CHIKEHHS YCTAHOBJIECHHBIX MpeNebHBIX Pa3MEPOB OITOBBIX
Han0aBOK) JIEKApCTBEHHOTO Mperapara MepBOil OpraHu3alyeli ONTOBOH TOPrOBIIH,
peain30BaBIIel JIEKAPCTBEHHBIH MTpenapar ¢ NpuMeHEeHHEM ONTOBON HaabaBKH.

CoOTBETCTBEHHO, B JAaHHOM Clly4ae, mpoiuecc GOpMUPOBaHUs HAA0ABKU K LieHE Ha
JIeKapCTBEHHBIA  mpemnapar, BraIodeHHbW B [lepeuens JXHBJIII, HauHercs
(opmupoBaHneM oNTOBOH HaJ0ABKU MEPBOt OpraHU3alKel ONTOBOM TOProOBIN HCXOMS U3
YCTaHOBJIEHHBIX MPEEIbHBIX Pa3MEPOB ONTOBBIX HAA0ABOK MOCIE UX CHUIKEHHUS.

Hcxons U3 U310)KEHHOT0, B paCCMaTpHBAEMOM Clly4ae CyMMa ONTOBBIX HaJ0aBOK K
(akTHyecKOH OTMYyCKHOH LEHe MpPOM3BOAUTENS Ha JIEKAPCTBEHHBIH Mperapar,
NPUMEHSAEMBIX BCEMU OpraHU3alMsIMKU ONTOBOM TOPrOBiM, YYaCTBYIOIIUMH B peaH3aliu
3TOro JICKapCTBEHHOIO Mpernapara Ha TeppUTOpun cydowsekta Poccuiickoit Denepainu, He
JAO/DKHA TMpeBBINIATh COOTBETCTBYIOIIMIA IIpPEENbHBIA pa3Mep ONTOBOH Haa0aBKH,
YCTaHOBJICHHBIH OpPraHOM HCIOJHUTENBHOW BIAacCTH 3TOro cyobekra Poccuiickoi
denepanun nociie CHUKEHUs! yCTAHOBIEHHBIX MPeIeTbHBIX Pa3MEPOB OITOBBIX HATOABOK.

3. B coorBerctBuu ¢ myHkToM 5 [IpaBun pasmep po3HMYHON HaIOaBKH K
(bakTHYEeCKOH  OTMYyCKHOM IleHe NPOW3BOAMTENs Ha JIEKAPCTBEHHBIH Mpernapar,
YCTaHOBJICHHBI aNTEYHOW OpraHu3aluued, WHIUBUIYaNbHBIM MpPEINPUHAMATEIEM U
MEIUIHUHCKOW  OpraHusaluel, OCYIIECTBIAIONMMH  pealnu3aluio  JIEKAPCTBEHHBIX
MpernaparoB Ha TeppuTopuu cyObekta Poccuiickoit Denepaliuu, He MOMKEH MPEBBIILIATH
COOTBETCTBYIOIIMH MPEAENbHbIN pasMep pO3HUYHON HaI0aBKU, YCTAHOBIEHHBIH OPraHOM
HCTIOJIHUTENIBHOM BIacTH 3TOro cyonekra Poccuiickoii deneparuu.

Hcxomst u3 M3I0)KEHHOTO, OpraHM3allid PO3HUYHOW TOPIrOBIM BO BCEX CITydasx
(GopMHUpYIOT pPO3HMYHYIO Haf0aBKy HCXONs M3 MPEdeNbHOrO pasMepa pPO3HHYHOM
Hal0aBKH, YCTaHOBIEHHOIO OPraHOM HCIOJIHUTENBHON BiIacTH cyObekTa Poccuiickoit
Defepaunu (Ha HaTy peanu3alud KOHEUHOMY MOTPEOHUTENIO) U CYMMHpYIOT €€ C LIeHOM
pUOOpETEHN IEKAPCTBEHHOTO Mpenapara, BKItoyeHHoro B [lepeuens XXHBIJIII.

] A YO. [{apukoBckuit
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