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IlpencenareabecTBOBAL:

3aMECTHUTENb IUpeKTopa HenapramenTa KOHKYPEHTHOU TTOJIUTHKHA
U IIONUTHKH B OOJACTH TI'OCYJApPCTBEHHBIX 3aKyNmoK EBpa3uiickoil 3KOHOMUYECKOU
KOMHCCHH  (mamee cooTBeTcTBeHHO — JlemapramenT, rocs3akynku, Komuccus)

Kazauénox Anmuna AHaTolIbeBHA.

[IpucyTCTBOBAIIN: TIPEICTABUTENN 3aMHTEPECOBAHHBIX I'OCY IAPCTBEHHBIX OPTaHOB U
opranuzaipi Pecniyosimku benapycs, Pecryomuxu Kasaxcran, Poccuiickon @enepany, a
taxoke npencrasurenu KoMuccuu (CIMCoK y4acTHUKOB IPUIIAraeTcs).

ITpencraBurenu Pecrryonuku Apmenust 1 Keipreizckoit PeciyOinuky 0TCyTCTBOBAIIH.

I. O npeanoxenusix Poceniickoit @egepanuu 1o ycJaoBHsIM NPOU3BOACTBA
K ToBapaM oTpaciu «MeauuuHCKHEe U3/1eJHs» H3 mpuiiokeHus Ne 1.1
K IlpaBuiiam onpejesieHust CTPaHbI IPOHCXO0KICHUS OT/IeJILHBIX BHI0B TOBAPOB JIJIsT
HeJieil rocy1apceTBeHHbIX (MYHHIMIAIBHBIX) 3aKYNOK, YTBEPKAEHHBIM pelleHHemM
Cosera Komuccnu ot 23.11.2020 Ne 105

(masee — [lpaBuJiia)

1. TTpuHsTE K CBEASHUIO HH(OOPMAIIHIO:

1.1. 3amecturens gupekTopa Jlemapramenta Kazauénox A.A. o TOM, 4TO
B Kommccuo B pabodyeM IOpsijike TMOCTYIMIM CIeAYyIOUIHe IpeAaomKenus ApMIHCKOM
CTOPOHBI:



2

00  HCKIIOYEHWHM  HM30BITOYHOTO  TpebOBaHMS O  HAIMYUM  JOKYMEHTAa,
IIO/ITBEPIKJIAIOIIET0 COOTBETCTBHE COOCTBEHHOTO IPOU3BOCTBA TPEOOBAHMAMHM CTaH/IapTa
T'OCT ISO 13485-2017, NOCKONLEKY PETHCTPAIAS MEIHIMHCKOIO U3/ MOXKET OBITH
npousBejieHa 0e3 HeoOX0IUMOCTH COOTBETCTBUS TAKOMY CTaHIaPTY,

JIOTIOJTHEHKE TPeOOBaHMSI O HATMUUK PETUCTPALMOHHOI0 YIOCTOBEPEHUSI MECTOM €ro
nekcTBUs (TOCYIapCTBO-UJICH ).

KoMuccreit Takke TMPeNIoKeHO pPacCMOTPETh CKOPPEKTHPOBAHHBIM BapHaHT
TpeOOBaHMS 0 HAJHYHK PErUCTPAIMOHHOTO YIOCTOBEPEHH B CIIEAYIONIEH peMaKkIIuu:

«HAJIMYHE Y TIPOU3BOIUTENS NOJYYEeHHOI'0 B COOTBETCTBHH € 3aKOHOAATEJIHECTBOM
rocygaperBa-wiena u (uiu) EBpasHiickoro 3K0HOMHYECKOI0 €OX03a JIEHCTBYIONICIO
PErHCTPAIIOHHOTO YJOCTOBEPEHMSI Ha COOTBETCTBYIOLIME MEJUIMHCKHE H3IETHs C
yKa3zaHHeM ajipeca MecTa IIPOU3BOJCTBA Ha TEPPUTOPHH IOCYTapCTB-UICHOB;»;

1.2.mpencraButenss  MuHucTepeTBa  3apaBooxpanenust PecryOomukm  benapych
Ianpunosoii C.B. 06 OTCyTCTBHM 3aMeUYaHUi Ha JJAHHOM 3Tarne 00CyKIAeHuUS,

1.3. npencrasurenss MunncrepcTBa 3apaBooxpanenust Pecmybmukm  Kasaxcran
Cwmarynosoit ®@. o Tom, 4yro y mupousBojutenelt Pecmybmuxu Kasaxcran HMeEIOTCS
3aMeyaHus B YACTH HAJIMYUS CHIPbS M3 TOCYJIapCTB-WIEHOB (HaIpHMep, cal(eTku
COPOLMOHHEIE), IETATbHBIC 3aMevaHs Oy Iy T HaIIpaBJIeHbl B paboueM MOPSIIKe;

1.4. npeyicraButenss MuHHCTEPCTBA HPOMBIIUIEHHOCTH M TOprosiau Poccuiickon
Mepeparuu Jemunoit A.KO. B oTHOIIeHMH TpeOOBaHUS O «HAIMYHUH Y MPOU3BOJUTEIIS
IIOJIYYEHHOT'0 B COOTBETCTBHH C 3aKOHOJIATEIIECTBOM rocypapcTpa-uiena u (unua) EADC
JICHCTBYIONIETO PErMCTPAlMOHHOTO YAOCTOBEPEHHSI HA COOTBETCTBYIOIIME MEJIMIIMHCKIE
U3JENUs» BO3PAXKEHHUS OTCYTCTBYIOT, IIPH 5TOM OTMEUYEHO, YTO ITOTCHIHANbHbBIX
[IOCTABIIMK MOXKET Y4acTBOBATH B I'OC3aKyIKaxX MEJUIIMHCKHAX H3JICNHMH TOIBKO IIPU
HAJIMYUK PETUCTPAIIMOHHOTO YI0CTOBepeH s cTpanbl-3akazurka uiu EADC. B oTnomenuu
ucKIroueHus TpeboBanust o coorsercTBHH cragapry I'OCT ISO me mommepuBaercs,
IIOCKOJIBKY JIaHHOE TpeOOBaHWE IIPHM PErMCTpalliid MEAHUIHUHCKOIO H3JCNHs SBIISCTCH
00s3aTeNbHbIM.

II. O npepnoxenusnx Poccniickoit Pexepanmu 1o ycjJoBUsIM NPOU3BO/ICTBA
K JIeKAPCTBEHHBIM NpenapaTam orpacin «PapManeBTHYECKAs POy KIHD)

2. IIpuHSTE K CBEAESHUIO UH(DOPMAIIHIO:

2.1.3amecrurens qupektopa lenapramenra Kazauénok A.A. o Tom, 4T0 B Komuccuio
HOCTYIUIN TIPeIOKEeHUS beIopyccKkoil CTOPOHBI 110 YCIIOBHUSM IIPOX3BOICTBA K TOBAPHBIM
HauMeHoBaHusiM oTpaciu «DapmarieBTudeckas MPOAyKIHsSL», B KOTOPBIX COMEPIKUTCS B
TOM YHCJIIE!

pemakmus TpeOOBaHMs «OCYIIECTBIEHHE IIPOM3BOJCTBA I'OTOBOTO JIEKAPCTBEHHOTO
npemnapara (50 GamioB) Ha TeppuTOpHsX cTpaH - dieHoB EADC u3 ChIphbs, UMEIOIIETO
HMIIOPTHOE IPOMCXOXKJIEHHE, HO TI0IBEpIHYTOr0 00paboTke/mepepaboTke, TOCTATOYHOCTE
KOTOpPO# JIOJDKHA COOTBETCTBOBATE CIENYIOIIEMY KDHTEPHMIO™: HM3MEHEHHE TOBapHOM
mozunud no TH BDJI mHa ypoBHe XOTsi Obl OJHOTO H3 IEPBLIX YETHIPEX 3HAKOB,
IIPOMCIIIEIIIee B Pe3yibTaTe 00paboTKu/mepepaboTKm»;
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IpeUIoKeHHe YIIOJHOMOYUTh Ha BblIAdy HOATBEPKAAIONIMX JIOKYMEHTOB O
BBIIOJIHEHUH BCEX CTAMK IIPOM3BOJICTBA JIEKAPCTBEHHBIX IIPENaparoB (B T.4. CO CTajuH
CHHTE3a) OpraHbl (OpraHu3aIlym ) rocyaapeTs - wieHoB EADC;

2.2.mpejicTaBuTelisi MUHECTEPCTBA IPOMEIIUIEHHOCTH U CTPOUTENbeTBA PeciyOnuku
Kazaxcran 3axkupa TOK. o Tom, uro He nopjep:kuBaeTcsi TpeOOBaHHE O BBIIOIHEHHUH
IIOJIHOI'O ITHKJIA TIPOU3BOJCTBA JIEKAPCTBEHHOI'O IIpenapaTa Ha TEPPUTOPUU IOCY[apcTBa-
YJIeHa, IIOCKOJIbKY B paMkax nocraHoieHus [IpaBurenscrsa Poccuiickon denepanyu o1
23.12.2024 Ne 1875 «O wMepax 1O MNpPeNOCTABIECHUIO HAIMOHAIBHOIO pPEXHUMa IIPH
OCYLIECTBICHUH 3aKy[IOK TOBApOB, pabor, yciyr st obecredeHusl roCyAapCTBEHHBIX H
MYHHUIIMMATBHBIX ~ HYXKZ, 3aKylnoK TOBapoB, pabor, YCIyr OTHEIbHBEIMH BHAAMH
1opurueckux uiy (nanee — [locranoBnerne Ne 1875) BhIIONHEHME TAKOIO TPeOOBAHMS
JOIDKHO HOTBEPKIATHCS JOKYMEHTOM, BbIJIaHHBIM MuHIpomtoproM Poccuy;

2.3.mpexncraBurenss MuHUCTEpCTBA ITPOMBIINIEHHOCTH W TOProBIH PocCHHCKOM
Qenepanun  Jlemunoir AJO. o TOM, YTO CpOK BCTYIUIEHHS B CHIy TpeboBanus
ITocranosmenust Ne 1875 o moaTBep k/ICHUM OCYIIECTBIICHHSI BCeX CTaJHWH IPOU3BOJCTBA
JIEKapCTBEHHOTO IperiapaTta Ha TepPUTOPHSIX TocyaapcTB - wieHoB EADC nepenocuTcs Ha
01.01.2026. bapwsep nocryna k roczakynkam Pocculickoil @enepaniil B 4aCTU YKa3aHHOTO
TpeboBaHMs, MO MHEHHIO MunnpoMropra Poccum, He ycMaTpuUBaeTcs, IIOCKOJBKY
IIPOM3BOJIUTENH JTII00Or0 TocyaapcTBa-uieHa MoxeT obpaTuthes B Munnpomtopr Poccnn
3a MONyYeHHEeM TaKoro JOoKyMeHTa. B yacTu peuiokeHus 0 HaZelIeHHH MTOJHOMOYMIMHU
opraHoB (opranusanuit) rocynapcts - wieHoB EADC sl noaTBep kJIeH sl BBIOTHEHUS
BCEX CTaJMil NMPOM3BOJCTBA JIEKAPCTBEHHBIX IperapaToB He Bo3pakaeM. llosuius 1o
npeioxenuro Pecrryonukn Bemapych o pejakidu TpeOOBaHUS 110 OCYIIECTBIEHHIO
IIPOM3BOJICTBA FOTOBOT'O JIEKAPCTBEHHOIO IIperapara pe3epBUpyeTCs;

2.4.mpefcTaBuTeNsi peciryOIMKaHCKOTO YHUTAPHOTO MPEATIPUATHS « Y IIpaBIIAIOIas
xommanus xonaunra «bendapmmnpom» Mutpodanosa M.A. o ToM, 4TO IpeiiaraeTcs
pPacCMOTPETh BO3MOXKHOCTh O BKIFOUEHHH OOCYX/IaeMBIX TOBAPHBIX IO3HLHMH OTPaciy
«DapmarieBTiyeckas mnpoxykuus» B npuiokenue Nel.l x Ilpasunam Ha Bpems
IIEPETOBOPHOTO TIPOIECcca 10 yCIOBUAM IIPOU3BOICTBA;

2.5 mpeacraBurenss MUHUCTEPCTBA IPOMBIIIIIEHHOCTH B CTPOUTEIbCTBa Pecybiuku
Kazaxcran 3akmpa T.K. 00 OTCyTCTBMM BO3PaKEHWU B OTHOIICHHH JOIIOIHEHHS
npunoxenust Ne 1.1 k ITpasuiiam ToBapamu otpaciau « @apManeBTUIecKast POy KK ;

2.6.mpeactaBuTeNis MUHUCTEPCTBA IIPOMBIIUIEHHOCTH M TOProBix PoccuiicKou
®enepanuu Jlemunoir A.J). o ToM, 9TO ZaHHOE MPEIUIOKEHHUE MOKET OBIThH 1OJIEPKAHO
TOJBKO no xoH1a 2025 roja.

[Ipunoxenue: Ha 2 1. B 1 3K3.

IIpencenaTenbCTBYIOIMA A.A. Kazau€nok

Hcen. Kyaunkuna J1.B.
8 (495) 669-24-00 nob. 54 66



Cnucox y4acTHHKOB
PaGoueil rpynnnl 1o BONPOcaM oNpe/esIeHHs CTPAHbI IPOHCX0XKIEHHsI TOBAPOB
HA TEPPUTOPHSIX rocyapeTB-4ieHoB EBpasuiickoro 3kK0HOMHYECKOro coxo3a
npu KoHcy/IbTATHBHOM KOMHTETE [0 FOCY/1apCTBeHHBIM
(MYHHIHNAJIBHBIM) 3AKYIIKAM

19 aBrycra 2025 roga

Ne
DdPUO JosxHOCTh
n/n
Pecnybsnka beaapych
Taumiosa NpeACTAaBUTENL  YIpaBlIeHUs  CepTUQUKAMH |
1, DKCIIEPTHOM  JIesITeNbHOCTH — benopycckoid  TOProBo-
Tarestaa JleonugosHAa N
ITPOMBITIICHHOM [1AJIATEI
3aMeCcTUTelh HadallbHUKA yIIPaBIICHUs TOCY IapCTBEHHBIX
3aKyIIOK — HAdYaJIbHUK OTJ/IeNla PeryJIMpOBaHHs 3aKyIIOK
KacnepoBuu Y Al PeryIp Y
B g yIIpaBJIEHHs TOCYIapCTBEHHBIX 3aKyIOK MUHHCTEPCTBA
Cepreii Bnagumuposu4
AHTHMOHOIIOJILHOI'O ~ PerylHupoBaHusl W TOPTOBIH
PecyOmuku benapych
3aMecTUTE]h  HadalbHMKa  OT/eNa  peryJMpOoBaHUs
3 bapramesnd Jlapbs 3aKyIOK, OOpalieHuss MeJUIMHCKHX — H3IEIHH U
' MuxainoBHa MOJICPHU3ALII 00BEKTOB 3J[paBOOXpaHEeHHUs]
Munucrepersa 3paBooxpanenus Pecybnuku beniapych
KOHCYJIBTAHT YIIPaBJIEHUS OpTaHu3aliH JIEKapCTBEHHOTIO
[Hanpuiosa 4 P p 2 P
4. obecrieyeHus - MuHUCTEPCTBA 3JIpaBOOXpaHEeHMs
Caetiana BaniepreBHa
Pecnybnuxu benapychb
reHepajbHbIH JTHPEKTOP pecnyOIuKaHCKOro YHHTAPHOTO
MuTpodanoB P e b pectly 4 P
< HpeAnpusIThs  «YTpaBIAromas KOMIIAHUS — XOJJMHIa
Hrops AnekcanpoBuy
«bendapmmpom»
[TABHBIA  CIIENMAJMCT YIPABICHUS MapKETHHIOBOM
CTpaTeruy, OpraHu3aIlii MPoJIaXk Ha BHYTPEHHEM PhIHKE
[lerpyimna P » Op P YTIp p
6. U AKCTIOpTa pecIyOINKaHCKOTO YHUTAPHOTO
Mapus IlerposHa
npenpusThsT  «YIIPaBIsromas KOMIIAHWST  XOJIIMHTa
«bendapmrpom»
Pecny6anka Kasaxceran
PYKOBOJIMTEIIb YIIPaBIeHHUs MHTEIPAITHOHHBIX IPOIECCOB
Saxu B OTpacisx  IPOMBIIUIEHHOCTH  JlemapraMeHra
% P IIPOMBIIUIEHHOR MOJIUTUKHA MunucTepcTBa
Temupian JKaxcpibaeBuY
IPOMBIIIUICHHOCTY M CTpPOMTeNbcTBa  Pecny0Oimkn
Kazaxcran
npencTaBuTell — MUWHHMCTEpCTBA  3IpPaBOOXPaHEHHs
8. Cwmarynosa Patuma P P P P
PecnyOnmkum Kaszaxcran
Pocceniickas Pegepanus
TJIaBHBIM CIIEIUATTUCT-IKCIIEPT ornena
9 Uysarosa METOOJIOTUYECKOTO obecrieyeHust peanuzalu
) Kapwaa CepreesHa IIPOMBIIIUIEHHOI ITOJIATHUKHU JemapramenTa
CTPATErHUECKOTO Pa3BUTHsl M KOPIIOPATHUBHOM [OJIMTHKH
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MungcrepcTBa  MPOMBIIIICHHOCTH M TOPrOBIHA
Poccuiickoit Meneparnyu

3aMEeCTHUTEeNlbs HadaJlbHUKa OTAejla MEXIyHapoIHOTO
COTpyAHHYECTBA H ChIPBEBOTO obecrneuyeHust

10 Hemia Jenapramenra a3BUTHS  (hapMaleBTHUEeCKOU |
' Awnna FOpreBHa @ P P
MEJIMIMHCKONH  MPOMBIIIIEHHOCTH — MUHHCTepCTBA
IIPOMBIIIUIEHHOCTH B TOproBiu Poccuiickoit Oenepannu
EBpa3suiickasi 3KOHOMHYECKAs KOMHCCHS
R 3aMecTUTelh JupekTopa JlemapraMeHTa KOHKYPEHTHOM
L1, [OJIMTHKY ¥ TIONMTHKH B OOJIACTH TOCYIapCTBEHHBIX
Anuna AHaTonbEBHA

3aKyIIOK
3aMeCTHTEe/Ib HaYallbHUKa OT/IE)a pealld3aliy OTUTHKA
12 Kynnaknna B 00JIaCTH TOCYAapCTBEHHBIX 3aKkylok Jlemapramenra

Hapbs BinagumMupoBHa

KOHKypeHTHOfI MIOJIMTUKKM M IIOJUTHKH B obnacTu
rocygapCcTBEHHLIX 3aKYIIOK




