[Tncemo MunduHa Poccun ot 15 cenTsiopst 2026 1. N2 24-06-
09/80796
"O paccMoTpeHnM obpalieHus"

JermapraMeHT OIOIKeTHON IIOJUTUKM B chepe KOHTPAKTHOM CHCTEMBI
Mundpuna Poccun (manee - JlemapTaMeHT), pacCMOTpeB oOpalleHue Mo
BOIIPOCY IIPUMEHEHMS MOJIOKEHMI [OITYHKTA V' ITYHKTA 4 TIOCTaHOBJIEHUS
[TpaBuTenbcTBa Poccuiickoit @emepanm ot 23.12.2024 N2 1875 "O mepax
110 MpemoCTaBJ€HUI0O HAILMOHAJBHOIO peXuMa IIPpU OCYIeCTBIeHUU
3aKyIIOK TOBApoOB, paboOT, yCayr s obecreueHusl TOCydapCTBEHHBIX U
MYHUIIUIIQJIbHBIX HYKI, 3aKYIIOK TOBapoB, paboT, YCAYT OTHAeIbHbIMU
BUIAMU opuauueckux aui" (magee - IloctanoBiaeHnnue N2 1875), coobmiaeT
crenymwliee.

[Monoxkenusimu 1yHKTOB 11.8 1 12.5 PernmamenTa MunmucrtepcTBa (pmHaHCOB
Poccuiickoit ®emepaiinm, yTBepsKaeHHOro nprukazoM MuHduHa Poccun ot
14.09.2018 N2 194H, npeagycMoTpeHO, 4YTO MuHpuHom Poccum He
OCYILLeCTBIISIETCS pas3bsiCHEeHMe 3aKOHOAaTeIbCTBa Poccuiickon
Qenepaliv, NPpakKTUKM €ro IMpuMeHeHM s, TOJIKOBaHe HOPM, TEpDMUHOB U
TIOHSITUI MO OOpalleHMusIM, a TaKkKe He pacCMaTPMBAIOTCS IO CYILIECTBY
oOpaleHusI 1o OLleHKe KOHKPETHBIX X03S/ICTBEHHbBIX CUTYaLUIA.

BmecTe ¢ Tem B paMKax YCTaHOBHeHHOﬁ KOMIIeTeHI NN I[enapTaMeHT
I10JIara€T BO3MOXHBIM OTMETUTD CJIEAYIOIIEe.

CornacHo ab63allaM BOCbBMOMY M HEeBSITOMY TMOANYHKTa "6" myHKTa 1
U3MEHEHMIT, KOTOpble BHOCITCS B akTbl IIpaBuTenbcTBa Poccuiickom
denepauuu, YTBEPKIEHHBIX IIOCTAHOBJIEHUEM [TpaBuTe/ILCTBA
Poccuiickoii @enepauunu ot 03.08.2026 N2 969 (manee - u3MeHeHMUS,
yTBepkaeHHble IlocTaHoBieHneM N2 969), nyHkT 4 IlocTaHOBJ/IeHUS
N2 1875 ¢ 01.12.2026 momnoyiHsSIeTCsI HOAMYHKTOM V!, TTpeayCcMaTpUBaIOIIM
HEeoOXOOMMOCTb MpPUMEHEHMS] B OTHOILIEHMUM 3asiBKM, COJepsKallei
Ipeajio)keHre O IMOCTaBKe JIEKAPCTBEHHBIX IIperiapaToB, BKIKUYEHHBIX B
paszen [l mepeuHsl cTpaTerMyecku 3HAUMMBIX JIEKAPCTBEHHBIX CpPeNCTB,
yTBepPXKAEeHHOro pacriopsskeHuem IIpaButenbcTBa Poccuiickoin @enepaiimn
oT 23.04.2026 N2 942-p (manee - IlepeueHb), MpeuMMYyIlleCTBa B BUE
IOTIOJTHUTE/IbHOM  15-MTpOLIeHTHOM 1eHOBOi IpedepeHUM  (IIOMMUMO
OrpaHMuyeHus1 IO MeXaHU3My "BTOPOM JUIIHUN" U TIPeuMyIlIeCcTBa,
IpeIyCcMOTPeHHOTo noanyHkToMm "y' nyHkTa 4 IToctaHoBiaeHuss N2 1875),




eciM  Takasg 3asBKa COOTBETCTBYET YCTAHOBJIEHHBIM  3aKa3uyMKaM
TpeOOBAHUSIM U COIEPXKUT IIpeIokKeHMe O IIOCTaBKe JIEKApCTBEHHOIO
rpernapara, BCe CTaauyM IIPOM3BOJACTBA KOTOPOrO OCYILECTBI/SIOTCS Ha
TEePPUTOPUSIX TOCYAAPCTB - WieHOB EBpasuiiCKoro 3SkOHOMMYECKOro Cor3a
(manee - EA3C), u nipy 3TOM Ha oduiMaibHOM cayiTe MUHIpOMTOpTa
Poccuu pasmentieHa MmHGopMalys He MeHee yeM 00 OJTHOJ ITPOM3BeIeHHOI
CYOBEKTOM AesITeJIbHOCTM B cdepe MPOMBIIIIEHHOCTM (ITIPOU3BOIUTENIEM)
cepuyM TaKOTO JIEKApCTBEHHOIO IIperapara, BCe CTaauy ITPOMU3BOJICTBA
KOTOPOIr'0 Ha TEePPUTOPUSIX TOCyaapcTB - uieHOB EADC moaTBepsKIeHbI C
MCIOMb30BaHMEM  TOCYJApCTBEHHOW  MHAOPMALIMOHHON  CUCTEMbI
MOHMUTOPMHTA 3a OOOpPOTOM TOBAapOB, MNOIJEXAUIMX 00s3aTe/IbHOM
MapKMPOBKE CpeJiCTBAMM UAeHTUPUKALIN.

CnemyeT OTMETUTb, UYTO COIJIACHO IIYHKTY 3 yactu 4 cratbu 14
denepanbHoro 3akoHa oT 05.04.2013 N2 44-®3 "O KOHTPAKTHOI CUCTEME B
cdepe 3aKyIIOK TOBAPOB, pabOT, YCIYT AJ1s1 0OecreueHns ToCyapCTBEHHBIX
Y MYHULMIAJIbHBIX HYXKI" (Hmasee - 3akoH N2 44-®3) npu oCyl1eCTBIeHUN
3aKymnkyu ToBapa, eciau [locrtaHoBieHvem N2 1875  ycTaHOBIEHO
IpesycCMOTPeHHOe MOANYHKTOM "B myHKTa 1 yacTy 2 crtartey 14 3akKoHa
N2 44-®3 nOpeumylleCTBO B  OTHOIIEHMM  TOBapa  POCCUICKOTO
IIPOUCXOXKAEHMS, TIPU TIPUCBOEHUM B COOTBETCTBUM C 3aKOHOM N2 44-D3
TOPSAKOBOTO HOMEpa 3asBKe Ha YydyacTue B 3aKylKe, COJepsKallei
TpejioXkeHue O MOCTaBKe TOBapa TOJIbKO POCCUICKOTO IMPOUCXOKIEHMS,
OCYIIECTBJISIETCSI CHMWKEeHMe Ha MNATHAaALATh IIPOLIEHTOB I[[€HOBOTO
TIpeIJIO’KeHMSI 9TOTO YUaCTHMKA 3aKyIIKM JIMO0 yBe/IMdeHre Ha MSITHAAIaTh
TIPOLIEHTOB L[EHOBOTO MpeJIOKeHUS 3TOTO YYACTHMKA 3aKYIIKM B C/Iydae
1ojauyM UM MpemiokKeHusI 0 pa3Mepe IUIaThl, MoaJjiesKalleli BHeECeHUIO 3a
3aK/I0UYeHNe KOHTPaKTa.

CrnemoBaTelibHO, 3asiBKa Ha yyacTue B 3aKyIlKe, CoepsKallas rpeajoxkeHue
O IOCTaBKe BK/IOUYEeHHOTrO B paszesn [ [TepeuHs iekapCTBEHHOTO ITperapara,
BCe€ CTAIUM MPOM3BOIACTBA KOTOPOTO OCYIIECTBJSIOTCSI HA TEPPUTOPUSIX
rocygapctB - uneHoB EADC, mpu ycjioBuM, 4YTO Ha OMUIIMATBHOM caiiTe
MuunpomTopra Poccun pasmenieHa nHbopMalus He MeHee 4yeM 00 OJHO
TIPOU3BEIEHHO CYObEKTOM [esSTeJIbHOCTU B cdepe IIPOMBIIIIEHHOCTU
(mpousBOAUTENIEM) CEpUM TAKOTO JIeKapCTBEHHOrO Mperapara, BCe CTaguu
IIPOU3BOACTBA KOTOPOTO HA TEPPUTOPUSAX TOoCynapcTB - wieHOB EASDC
TIOITBEPKAEHbI C MCIIOJIb30BaHMEM TOCYydapCTBEHHOM MHMOPMALMMOHHOIM
CHCTEeMbI MOHMTOPMHTA 32 000POTOM TOBAPOB, MOAJIEKAIIMX 00513aTeIbHOM




MapKUpPOBKe CpeacTBamMy uAeHTUdUKALMK, C YUYETOM IIOJIOKEeHUI
noanyHkTa v'! nyHkra 4 [ToctaHosienus N2 1875 moayumr:

15-1Ipo1leHTHYIO 1IeHOBYI0 IpedepeHIIMI0 Mepe, 3asIBKaMy, COAepsKaliMu
IpenjiokeHue O TIIOCTaBKe JIeKapCTBEHHOIO IIperiapara, BCe CTaguu
IIPOM3BOLCTBA KOTOPOr'O OCYILIECTBIISIOTCS HA TEPPUTOPUSX TOCYLAPCTB -
yneHoB EADC, HO mpu 3ToM Ha oduiimanbHOM caiiTe MMHIIpOMTOpra
Poccum oTcyTCTBYET MH(pOpMAIIys He MeHee ueM 00 OHO ITPOM3BeIeHHOM
CyObeKTOM AesTeIbHOCTU B cdepe MPOMBIIIIEHHOCTH (IIPOU3BOIUTEIEM)
CcepuM TaKOTO JIeKapCTBEHHOrO Iiperiapara, BCe CTaauyu IIPOU3BOACTBA
KOTOPOIr'0 Ha TEPPUTOPUSIX TOCYynapCTB - uieHOB EADC moaTBepsKIeHbI C
MCIOMb30BaHMEM  TOCYJApCTBEHHOW  MHMOPMALIMOHHON  CUCTEMbI
MOHUTOPMHTA 3a 0OOpPOTOM TOBApOB, MOJIEXANMX 00s13aTeIbHOM
MapKMPOBKe CpeACcTBAMU UIEHTUDUKALINNA;

COBOKYIIHYI0 30-TIpOLIEHTHYIO 1[eHOBYIO MpedepeHIM0 nepep 3asiBKaMu,
copepXKallMMM IIpefJjio)keHue O II0CTaBKe JIeKapCTBEHHOro IIperapara,
MIPOUCXOOSIIero m3 rocygapcrs - wieHoB EADC, B ToM uncie us3
Poccuiickoin ®@enepauun, HO He BCe CTaauM IIPOMU3BOMACTBA KOTOPOTO
OCYIIECTB/ISIIOTCS HA TEPPUTOPUSIX TOCYAAPCTB - wieHOB EAJC.

[Ipy 3TOM B COOTBETCTBUM C HOANVHKTOM 'B" myHKTa 5 IloCcTaHOBJIEHUS
N2 1875 (B pemakiuuu y3MeHeHUl, YTBepKIeHHbIX [locTaHOBIEHMEM
N2 969) noaTBepkaeHNeM OCYIIEeCTBIEHMSI BCEX CTaauil MpOU3BOACTBA (B
TOM UMCIe CUHTe3a MOJIeKyJbl [elCTBYIOIIero BellecTBa IMpU
NIpOU3BOACTBE  (hapMalleBTUUYECKMX  CYOCTaHLIMII)  JIEKAPCTBEHHOI'O
rperiapata Ha TeppUTOPUSIX TOCymapcTB - uwieHOoB EADC B 1enmax
noanyHkToB "y - "d" nyHkTa 4 [ToctraHoBneHus N2 1875 aBsiI0TCS

BMecTO MHbOpMalUK 1 JOKYMEHTOB, IIPeayCMOTPEHHBIX MOAMYHKTOM "a"
nyHkTa 3 [TocTaHoBmeHust N2 1875, - HoMep peecTpOBOIi 3aMCH U3 peecTpa
POCCUICKOM MPOMBIIIJIEHHON IPOAYKLMM, COoAepykalleil B TOM YucCie
nHdopMaimio He meHee yeM 0 100 6asnax, IPUCBOEHHbBIX 32 COOTBETCTBYE
TpebOoBaHMUSIM K ITPOMBIIIJIEHHOM MPOAYKLIVN, TIPEIbIB/ISIEMbIM B 1IEJISIX €e
OTHeCeHMSI K POCCUICKOI MPOMBIIUIEHHON IMPOAYKLUM, YCTAHOBIEHHbBIM
riocraHoBneHuem IIpaBurenbcTBa Poccuiickoit ®epepanum ot 17.07.2015
N2 719 "O nmoAaTBepKOeHUM TIPOU3BOJICTBA POCCUIMCKONM IPOMBIIIJIEHHON
MIPOAYKLMM" B OTHOIIEHNY JIEKAPCTBEHHBIX IIpernapaTos;




BMecTO MHGOpMaluu U TOKYMEHTOB, TPelyCMOTPEeHHBIX ITOAITYHKTOM "6
nyHkTa 3 IlocraHoBiaenust N2 1875, - HOMep peecTpoBOil 3alucu M3
eBpa3suiICKOr0 peecTpa IMPOMBIIUIEHHBIX TOBApOB, COAepXKalleil B TOM
yucie uHpopMauuio He MeHee yeM o 100 Oautax, IPUCBOEHHBIX 3a
BbITIO/IHEHMEe (ocBoeHMe) Ha Tepputopum EADC COOTBETCTBYIOLINX
ornepauuit (ycjioBuit), YyCTaHOBJIeHHbIX MpaBoM EADC B OTHOIIEHUNU
JIeKapCTBEHHbIX IIperapaTos.

3aMeCcTuUTeNb
oupexrtopa [lernaprameHTa H.B. KonknHa



