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JlenaprameHT OIO)KETHOM TOJUTUKM B  cepe KOHTPAKTHOW  CHUCTEMBI
Munduna Poccuu (ganee - Jlenapramenr), paccMotpeB Baie oopamenue (id 353273736)
0 BONPOCY IPHMEHEHHs IIONOKEHUM MOANYHKTa y' TIyHKTa 4 IOCTaHOBIICHUS
ITpaBurensctBa Poccuiickoit @enepanmu ot 23.12.2024 Ne 1875 "O mepax 1o npeaoCcTaBiIeHUIO
HallMOHAJILBHOTO pPEXMMa TPU  OCYIIECTBICHUM 3aKyNOK TOBapoB, paboT, yClIyr
Ui o0ecrneyeHus: TOCYJapCTBEHHBIX U MYHMIIUMAIBHBIX HYXK], 3aKyNOK TOBapOB,
paboT, yCayr OTIeIbHBIMH BUAaMH 1opuanyeckux i (nanee - [Toctanosnenne Ne 1875),
coo0IIaeT cieayroliee.

[Tonoxenussimu nynktoB 11.8 u 12.5 Permamenta MuHnuctepctBa (HUHAHCOB
Poccuiickon denepannu, YTBEPKIECHHOTO MPUKA30M Munduna Poccun
ot 14.09.2018 Ne 194H, npenycMmoTrpeno, uro MuHbrHOM Poccun He OCyIeCTBIsSETCS
pasbsicHEHHE 3akoHoaarenbcTBa Poccuiickon denepaunu, NPpaKTUKU €ro0 NPUMEHEHUS,
TOJKOBaHUE HOPM, TEPMUHOB U TOHATUN MO OOpalllCHUSIM, a TaK)KE HE pacCMaTPUBAIOTCS
0 CYIIECTBY OOpaIeHusl MO OIEHKE KOHKPETHBIX XO3SMCTBEHHBIX CUTYAIUH.

BMmecte ¢ Tem B paMKax YCTaHOBJICHHOM KOMIIETEHUMH JlemapTaMeHT MoJiaraet
BO3MOKHBIM OTMETUTH CJIEAYIOIIEE.

CornacHo a®3anaM BOCBMOMY U J€BATOMY MOJIMyHKTa "0" myHkTa 1 M3MeHEHUH,
KOTOpble BHOCATCS B akThl IIpaBurenbctBa Poccuiickonn depepaunu, yTBEPHKIACHHBIX

nocraHoBiiennem IIpaButensctBa Poccuiickoit ®enepanuu ot 03.08.2026 Ne 969
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(manee - wu3MeHeHwus, yrBepkiaeHHble IlocranoBnenuem Ne 969), nynkr 4
[TocranoBnenus  Ne 1875 ¢ 01.12.2026  nomojiHsercs  MNOANYHKTOM Y,
MpeAyCMaTPUBAIOIINM HEOOXOIUMOCTh NPUMEHEHUSI B OTHOIIEHUH 3asBKHU, COJAEpKAIICH
NPEeIJIoKEHNE O MOCTaBKE JIEKAPCTBEHHBIX MPENnapaToB, BKIIOUEHHBIX B pa3zen Il nepeuns
CTPATETUYECKA 3HAYMMBIX JIEKAPCTBEHHBIX CPEACTB, YTBEP)KJIECHHOTO PaCHOPSIKEHUEM
[TpaButennsctBa Poccuiickoit denepannu ot 23.04.2026 Ne 942-p (manee - Ilepeuens),
npeumyuiecmea 6 6ude O00ONOAHUmMENbHOU 15-npouyenmnoit yenoeoit npegepenyuu

(nomumo OTPpAaHWUYEHUS 1O MEXaHU3My '"BTOpPOW JUIIHUK" W npeumyuiecmea,

r”

y

CCJIM TakKad 3adBKa COOTBCTCTBYCT YCTAHOBJICHHBIM  3dKa34YMKaM Tpe6OBaHI/I$IM

" nynkma 4 IloctanoBnenus Ne 1875),

npedycCMompeHHo20 NOONYHKMOM
U COACPKUT IMPEUIOKEHUE O TIOCTABKE JIEKAPCTBEHHOI'O Mperapara, BCE CTaluu
IIPOU3BOJCTBA KOTOPOTO OCYLIECTBISIOTCS HA TEPPUTOPUSAX TOCYAAPCTB - YJICHOB
EBpazuiickoro sxoHomuyeckoro corwsa (ganee - EADC), u npu 3ToM Ha oduiuaairHOM
caiite Munnpomropra Poccun pasmemieHa uH@OpManus HE MeHee 4eM 00 OJHOU
IIPOU3BEIEHHON CYOBEKTOM IEATEIBHOCTH B Chepe MPOMBIIIEHHOCTH (TIPOU3BOIUTEIIEM)
CEpUM TAKOTO JIEKAPCTBEHHOIO IIpenapara, BCE CTaJAWH IPOU3BOJACTBA KOTOPOIO
Ha TEPPUTOPUAX ToCynapcTB - wieHOB EADC mnoarBepkAeHbl C HCIOIb30BAHUEM
rocyAapCTBEHHOM HWH()OPMAMOHHOW CHUCTEMbI MOHUTOPHHIa 3a OOOPOTOM TOBApOB,
NOJIJIeKAUX 0053aTeIbHOM MapKUPOBKE CPEACTBAMH UACHTU(PHUKAILIUH.

CrnemyeT OTMETUTD, UTO COTJIAaCHO MyHKTY 3 yacTtu 4 ctathu 14 denepanbHOro 3aKkoHa
o1 05.04.2013 Ne 44-®3 "O koHTpaKTHOI cucTeMe B chepe 3aKyloK TOBAPOB, padoT, yCIyT
U1t o0ecTieyeHusl roCyJapCTBEHHBIX U MyHUIIMIAIBHBIX HYK1" (nanee - 3akoH Ne 44-D3)
MpU OCYIIECTBIECHUU 3aKyNKu ToBapa, eciu lloctanoBneHuem Ne 1875 ycTraHOBIEHO
npeaycMoTpeHHoe noanyHkroMm "B" myHkta 1 wactum 2 crtateu 14 3akona Ne 44-D3
MPEUMYILECTBO B OTHOILIEHWHU TOBApa POCCUUCKOIO MPOUCXOXKIEHUS, MPU MPUCBOCHUU
B COOTBETCTBUHU C 3aKOHOM Ne 44-D3 nopsIKOBOro HOMEpa 3asiBKE Ha y4acTHE B 3aKyIIKE,
colepKalle NpeayioKeHHE O IMOCTaBKE TOBapa TOJBKO POCCUHCKOrO MPOUCXOXKIEHUS,
ocyuiecmenaemca CHUJCeHUue Ha TATHAAUATh IPOLEHTOB UEHOB020 NPEOI0NCEHUA
IMO20 yUacmHuka 3aKynku 1100 yBETWYEHUE Ha MATHAALATH IMPOLIEHTOB IIEHOBOTO
MIPEIOKEHHS] ITOT0 yYaCTHHKA 3aKyIKH B CIydae MOJAYM UM IPEUIOKEHUS O pasMepe

I1J1aThI, HOI[J'IC)I(&IHG?I BHCCCHHIO 34 3aK/IIFOUYCHUC KOHTPAKTA.



CrnenmoBarenbHO, 3asiBKa Ha Yy4YacTHE B 3aKyIIKEe, COJEprKallas MpeasioKeHUe
0 MOCTaBKe BKJIIOYEHHOTrO B paszein Il [lepeuns nexapcTBeHHOro Ipernapara, BCe CTaauu
IIPOU3BOJICTBA KOTOPOr0 OCYIIECTBIIIOTCS HA TEPPUTOPUAX rocynapcts - uieHoB EADC,
Opy  YCIOBUHM, 4YTO Ha odunuaisHoM caite MunnpomTtopra Poccuu pasmeleHa
uHpopmalsi He MeHee YeM 00 OJIHOM MPOU3BENECHHON CYOBEKTOM JIESITeIbHOCTU
B c(hepe MPOMBINIIICHHOCTH (MIPOU3BOIUTENIEM) CEPUH TaKOTO JIEKAPCTBEHHOTO Mpernapara,
BCE CTaAuU IMPOMU3BOJICTBA KOTOPOTO HAa TEPPUTOPUAX rocymapcTB - uiaeHoB EADC
NOJATBEPXKIACHBl C UCIOJIb30BAHUEM TOCYJApPCTBEHHON HWH(DOPMAIMOHHOM CHUCTEMBI
MOHHTOPUHTa 32 OOOpPOTOM TOBApOB, TMOJICKAIIUX OOS3aTEIHON MapKHUPOBKE
CpelcTBAMU MACHTU(DMKALMK, C Y4E€TOM IIOJOKECHUM MOANYHKTa y' TmyHKTa 4
[ToctanoBienus Ne 1875 nosryqur:

15-poLIeHTHYI0 TIEHOBYIO TpedEepeHInio Tepea  3asBKaMH, COACpPKaIUMU
MPEAJIOKEHUE O TMOCTAaBKE JIEKApCTBEHHOrO IIpernapaTra, BCE CTaJuud IPOU3BOJCTBA
KOTOPOr0 OCYHIECTBIISIFOTCA HAa TEPPUTOPHUSX rocyapctB - wieHoB EADC, HO mpu 3TOM
Ha odunuansHoM caiite Munnpomtopra Poccun otrcyTcTByeT mHbOpMaIus HE MEHee
yeM 00 OJHON NIPOU3BEIECHHOW CYOBEKTOM NEATEIbHOCTH B C(epe MPOMBIIIICHHOCTH
(Ipou3BOIUTENIEM) CEpPUU TAKOTO JIEKAPCTBEHHOIO Mperapara, BCe CTaAUM MPOU3BOJICTBA
KOTOPOT'0 Ha TEPPUTOPHUSAX TOCYAAPCTB - uieHOB EADC nmoaTBepKAeHbI C HCITOIb30BAHUEM
rocyJapCTBEHHOM WH(OPMAIMOHHOW CHUCTEMbI MOHUTOPHHTa 3a OOOpPOTOM TOBAapOB,
MOJIIeXKAIINX 00s13aTeIbHON MapKUPOBKE CPEICTBAMH UICHTU(DUKAINY;

COBOKYNHYI0  30-MpOLIEHTHYIO LEHOBYIO TNpepepeHlrto Mepes  3asiBKaMmu,
coJiepKalllMMH TPEIJIOKEHHE O MOCTAaBKE JIEKaPCTBEHHOIO MpernapaTa, IPOUCXOISIIEro
u3 rocyaapcts - wieHoB EADC, B ToM unciie u3 Poccuiickoi @enepaiinu, HO HE BCE CTauu
MIPOU3BOJICTBA KOTOPOTO OCYLIECTBIISIIOTCS HA TEPPUTOPUSX TocyaapcTs - wieHoB EADC.

[Ipu sTOM B cooTtBercTBUM € noAnyHKToM "B" myHkTa 3 IloctanoBienust Ne 1875
(B penmakuuu u3MeHeHWH, yTBepkaeHHbIX [loctanoBiaenuem Ne 969) moarBepkaeHuEM
OCYILIECTBJICHUSI BCEX CTaauid TPOU3BOACTBA (B TOM YHCIE CHHTE3a MOJEKYJIbI
JNEUCTBYIOIIErO  BEIIECTBA TNPU  MPOM3BOJCTBE (DapMaIleBTUUECKUX  CYyOCTaHIIW)
JIEKApCTBEHHOI'0 TMpenapara Ha TEePPUTOpHUSIX TocyaapcTB - wieHoB EADC B uensx

noanyHkToB "y" - "¢" nynkra 4 [loctanoBnenust Ne 1875 sBnsttorcst:



4

BMECTO MH(OpMaIMK U TOKYMEHTOB, TPEAYCMOTPEHHBIX MOANYHKTOM "a" myHKTa 3
[ToctanoBnenust Ne 1875, - HoMep peecTpOBOM 3allUCH M3 pPEECTpa POCCUHUCKOU
NPOMBINIJICHHOW — MPOAYKLMH,  COAepXKamed B TOM  4YHClIe  HHPOPMAIUIO
He MeHee yem o 100 Oammax, NPUCBOEGHHBIX 32 COOTBETCTBHE TpeOOBaHUSM
K HPOMBIIIJIEHHON MPOAYKUUHU, MPEIBABISIEMBIM B LEISAX €€ OTHECEHUS K POCCHUHCKOU
MPOMBIIUIEHHOW  MPOAYKLHMH, YCTAaHOBJIEHHBIM MocTaHoBiIeHUWEeM [IpaBurenscTBa
Poccuiickoit @enepanuun ot 17.07.2015 Ne 719 "O mnoaTBepXAeHUHU MPOU3BOJICTBA
POCCUICKON NPOMBINIIEHHON IPOIYKIIMU'" B OTHOLICHHUH JIEKAPCTBEHHBIX MTPENAPaTOB;

BMECTO MH(OPMAIIHH U TOKYMEHTOB, PEYCMOTPEHHBIX MOAMYHKTOM "0" myHKTa 3
[TocranoBnenuss Ne 1875, - HOMEp peEecTpOBOM 3alMCHA W3 E€BPA3ZUMHCKOTIO peecTpa
IPOMBIIIJIEHHBIX TOBAapoOB, cojAepXkalled B TOM uucie UHPOPMalMI0O HE MEHee
gyem o 100 Gamnax, MPUCBOEHHBIX 3a BBIMOJHEHUE (OcBoeHue) Ha Tepputopun EADC
COOTBETCTBYIOIIUX oOmepanuii (yciioBuil), ycTaHOBIEHHBIX npaBoM EADC B oTHOIIEHUU

JICKAPCTBCHHLIX IIPLCIIApaTOB.
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