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BmecTo 3HAOCKONA 6yAeM rnoTaTb CA40BbIN
LUJIAHT

Poccuiickoe npaB1TEeNbCTBO OrpaHUumMIo BBO3 MEAMLMHCKOrO 000PYA0BaHWSA AMs FOCYAapPCTBEHHbIX KIUHMK.

Ha caiiTe npaBuTenbcTBa ony6MKoBaHO NOCTaHOBMEHWE 00 orpaHUYeHUr MMnopTa B 06/1acTh MEeAULMHCKOTo
060opynoBaHUA U U3AENWIA ANA rocyAapCTBEHHBIX U MyHULMNASbHBIX HYXA.

06 ycTaHOBNEHUM OrpaHUUEHUA Ha AONYCK OTAeNbHbIX BUAOB MEAULMHCKUX U3AeNui, NPOUCXOAALLUX U3

MHOCTPaHHbIX rocyaapcTB, NpU 3aKynkax AnAa rocyfgapCrtBeHHbIX U MyHULUWNANbHbIX HYKA.

MocTtaHoBnexune ot 5 dpespana 2015 roga NO102. YTBepxaéH nepeyeHb OTAENbHbIX BUAOB MEANLUHCKUX U3AENUN,
NPOUCXOAALLMX U3 MHOCTPAHHBIX FOCYAapCTB, B OTHOLLEHUM KOTOPbIX YyCTaHaBNMBAETCA OrpaHnyeHre A0nycKa npu
3aKynkax And rocyAapCTBEHHbIX U MyHULMNANbHbIX HYXA. 3afABKK, COAepXaLLme NPeanoxeH1a 0 NOCTaBKe
MEANLMHCKMUX M3AENniA, NPOMCXOAALLUMX M3 MHOCTPaHHbBIX roCcyAapcTB, 3a UCKNtoueHnem Apmennun, Benopyccum u
KasaxcTaHa, 6yayT OTKIIOHATLCA MPU YCII0BMM, YTO Ha ydacTve B onpeaesieHnn NnocTaBLLyMKa NoAaHo He MeHee ABYX
3aABOK, COAEPXALLMX NPEANIOKEHMA O NOCTABKE MEAULMHCKUX U3AENNI, CTPAHON NMPOUCXOXAEHUA KOTOPbLIX ABNAETCA
Poccusa, Apmenna, Benopyccus unu KasaxcraH. 31o 6yaet cnocobcTBoBaTb PasBUTHUIO OTEUYECTBEHHOMO
NPOM3BOACTBA MEAWULMHCKUX U3AENUMN.

I'Iepel-leHb oThAeNibHbIX BUAOB MeOAULUHUHCKUX u3.qenm7|, npoucxoaAawmux U3 MHOCTpPaHHbIX rocyaapcTe, B
OTHOLUEeHUU KOTOPbIX YCTaHaBJIMBaeTCA orpaHu4yeHue gonycka anAa uene|7| ocyljeCTBJIeHUA 3aKynoK anA
o6ecneueHusn rocyaapCTBeHHbIX U MYHULUNANIbHbBIX HYWA:

Onexaa MeanLUMHCKasn;
Habophbl peareHToB AN BbIABNEHUA UHPEKLUOHHBIX areHTOB MeTOZA0M MOoNMMepasHoW LienHoM peakuuu;

Ha6opbl peareHTOB AnA KONMYECTBEHHOMO U KAUECTBEHHOrO ONpeseneHns UMMYHOMT00yTMHOB/aHTUreHOB
MH®OEKLMOHHBIX areHTOB METOA0OM UMMYHOGMEPMEHTHOIO aHanu3a;

Ha6opbl peareHTOB ANA KONWYECTBEHHOrO OnpeseneHns ropMOHOB METOAOM UMMYHO(DEPMEHTHOTO aHanu1sa;
Hab6opbl 61MoXUMUUECKMX peareHToB Anf onpeaernieHus GaKkTopoB CBEPTLIBAHWA KPOBH;

Ha6opbl peareHTOB ANA BbiABIEHUA MHDEKLUOHHBIX areHTOB METOAOM NoSIMMepasHoOM LEenHoM peaxuuu;
CandeTk1 aHTUCENTUYECKHUE CMIUPTOBLIE;

Habopbl (KOMNMEKTbI) peareHToB AR reMaToNIorMyecknx aHanu3aTopos;

Habopbl peareHTOB AnA onpeAeneHus rpynn KpoBK U pesyc-dakTopa;

HaBopbl 6MoXMMHUUECKMX peareHToB And onpeaeneHnsa GepMeHTOB;

Ha6opbl 6MOXMMHUUECKMX peareHToB Af onpeaerieHus GaKkTopoB CBEPThIBAHWA KPOBH;

HaBopbl peareHTOB AnA GEHOTUNMPOBaHUA KPOBM YENOBEKa Mo rpynnoBeIM cuctemam pesyc, Kenn v Knaa;

Cneuwaanble XUpypruyeckne oAHOpa3oBble CTepUsibHbie U3aennAa U3 HEeTKaHbIX MaTepuarnios AnA 3alWnTbel naynueHTa
M MeAULHUHCKOro nepcoHana;

MMuTatenbHble cpeabl CeNeKTUBHbIE N HECETTEKTUBHLIE,

Habopbl 6MOXMMUYECKMX peareHTOB AfA onpeaeneHnsa cy6cTpaTos;
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HaBopbl 6MOXMMUUECKMX peareHToB Anf onpeaerneHns GepMeHTOB;
Ha6opbl (KOMMNMeKTbl) peareHTOB ANA reMaTosIorMyeckux aHanM3aTopos;
KoHTelHepbl Ans 61Monpo6 noiMMepHbIe;

XonoaunbHWKK KOM6MHVIpOBaHHbIe naéopaToprle; X0NnoAUNbHUKK papmaLleBTUYecKkne; MeanLMHCK1e
MOPO3UITbHNKH;

Tomorpadbl KOMMLIOTEPHbIE C KONMYECTBOM Cpe3oB OT 1 A0 64;
Cwuctembl 0AHOPOTOHHON SMUCCMOHHOM KOMMBbIOTEPHON ToMorpadum (ramma-kamepel);

PeHTreHanarHocTuyeckre KOMMIeKchl Ha 2 pabourx MecTa; PeHTreHAMarHOCTUYECKMEe KOMMIEKChl Ha 3 padounx
MeCTa; PEHTreHANArHOCTUYECKME KOMMIEKCHI Ha Base TeneynpasifaemMoro ctona-wratuea; gnooporpadbi;
Mammorpadbl; PEHTTEHOBCKME annapathl NepesBUXHbIE NanaTHble;

OnekTpokapaunorpadbl;

KapanoMOHUTOPbI MPUKPOBATHBIE; KOMMIEKCHI CYTOYHOTO MOHUTOpUpoBaHua OKT;
AHanusartopbl rMHOKO3bl;

Urnbl KOpHeBblEe;

MMKpOMOTOpr nHeBMaTn4yeckne AnAa HaKOHEe4YHUKOB CTOMAaTOJ10r'M4YeCKnx; HaKOHeYHUKKU 4519 MUKPOMOTOPOB;
HaKOHEe4YHMKKU cTOMaToJ10rMyeckune TypéMHHble;

Urnel xupyprudyeckue;

LLINpuLbl-MHBEKTOPBI MEZMLIMHCKME MHOTOPa30BoOro M 0JHOPa30BOro UCMOJIb30BaHUA C UHBEKLMOHHBIMU Uramu 1 6es
HUX;

HoXHMLbI MUKPOXUPYpPrUYeckue;

Bopebl 3yOHbIe TBEPAOCNIABHbIE;

MUHLEeTE MUKPOXUPYPrUUYECKHE;

Urnonepxatenu MUKPOXMPYPruyecKue;
MWKPOXMPYPruYeckUe MHCTPYMEHTbI AN 0 TaribMOOr1u;

YcTpoincTea AnA nepenuBaHna KpOBK, KpoBE3aMeHUTeNen 1 MHPY3MOHHLIX PACTBOPOB, B TOM YUCTIE U C
MWKPO P UITLTPOM,;

KoHTelHepbl AnA 3aroTOBKW, XPaHEHWUA U TPaHCNOPTUPOBaHUA KPOBU; YCTPOMCTBA C NENKOLUTAPHBIM PUIBTPOM;
YCTPOMCTBA ANf BNMBaHWUA KpoBEe3aMeHUTeseh U MHPY3UOHHBLIX PacTBOPOB;

3epKana F'MHEeKOosioryeckne nonmMmepHble no KyCKO; Ha60pbl F'MHeKoriormnyeckne CMoTpoBble 04HOpPAa3oBbIe
CTepuIibHbIE;

Onexnaa MeanumMHCKas;

MmnnaHTaTthbl 4517 OCTEOCUHTESA;

CnyxoBble annapartbl HEUMMAHTUPYEMbIE;

YcTpoiicTBa anekTpodopesa 6ekoB ChIBOPOTKM KPOBM Ha MieHKax M3 aueTaTa Lenntonosbl;

AHanusartopbl CBEPTbIBAHWA KPOBH;

AHaJ‘IVI3aTOpr 6VIJ'IVIpy6VIHa; aHanuMaartopbl Genka B MoYe; aHam3aTopbl OMoXUMHUUEcKre nonyaBToMaTU4yeCKne;

emMornoB6uHoOMETpbI;



rI'II-OKOMeprI nHanBmnayanbHblE;

AvnnnduKaTopbl AeTEKTUpYLoLLMe Ana oBecrneyeHus uccnesoBaHnii METOAOM NOSIMMEPAasHOM LiENHOM peakuum B
pexume peanbHOro BPEMEHMU.

CnpaBka:

MoarotoBneHo MUHAPOMTOPromM BO UCMOSIHEHWE NOopyYeHua [NpaBuTensCcTBa U B COOTBETCTBUM C MIaHOM
nepBOOYEPEHbIX MEPONPUATHI N0 06EeCneYeHnto YCTOMUMBOro PasBuTUA 3KOHOMWKM WM coLMaribHOM CTaBuIbHOCTH B
2015 roay (ytBepxaéH pacnopseHueM NpaBuTtenbcTBa oT 27 aHBapa 2015 roga NQ98-p, nyHKT 59).

JokymeHT paspaboTaH B cooTBeTCTBUM ¢ PeaepanbHbiM 3akoHoM oT 5 anpens 2013 roga N044-®3 «O KOHTpaKTHOWM
cucTeMe B cdepe 3aKkynok ToBapos, padoT, ycnyr Ana obecneyeHus rocyAapCTBEHHbIX M MyHULMNANBHBIX HYXA».

YacTbto 3 cTatbu 14 a10oro defiepanbHOro 3akoHa NpedyCcMOTPEHO, UTO B LieNAX 3aLMThl OCHOB KOHCTUTYLIMOHHOTO
cTposA, obecneyeHnss 000pPOHbI CTpaHbl U 6e30MacHOCTU rocyAapcTBa, 3alMThl POCCUIMCKOrO BHYTPEHHEro PhiHKa,
PasBUTHA HaLMOHANBHOM SKOHOMMKM, NMOAAEPXKKM 0TEUECTBEHHbIX TOBapornpoussoanTenei MpaBuTeibCTBOM
yCTaHaBMMBatOTCA OrpaHUUeHuUs AoMycKa TOBapoB, NPOUCXOAALLMX U3 MHOCTPaHHbIX rOCyAapcTs, ANA NpoBeAeH s
3aKYTIOK.

MoAanncaHHbIM NOCTaHOBIIEHWEM YTBEPXKAEH NepeyeHb OTAeSbHbIX BUAOB MEANLIMHCKUX N3LENnid, MIPOUCXOAALLMUX U3
MHOCTPaHHbIX rOCYapCTB, B OTHOLLEHUM KOTOPbIX YCTaHaBIMBAETCA OrpaHuyeHe AoMnycKa npu 3aKynkax Aans
obecrneyeHuns rocy4apCTBEHHbIX ¥ MyHULUMNANbHBLIX HY)XA (Aanee — nepeyeHsb).

Bce 3asBKM, coaepKalime NpeanoXeHnsa 0 NOCTaBKe MEAULMHCKUX U3AeNnUi, NPOUCXOAALLMX U3 MHOCTPAHHbIX
rocyZapcTB, 3a uckntoueHnem Apmerun, benopyccun u Kaszaxcrana, 6yayT OTKNOHATLCA NPU YCIOBUM, YTO Ha
yyacTve B onpeJeneHny nocTaBLyvKa NoAaHO He MeHee ABYX 3asBOK, YAOBETBOPAOLLMX TpeboBaHUAM
JOKYMEHTaL MK O 3aKyrKe 1 CoaepKalLlmx NpesnoXeHus 0 NOCTaBKe OAHOMO MM HECKOSbKUX BUAOB MEAULMHCKUX
U3Aenunii, KOTopble BKIOUEHbI B NEPEYEHb U CTPaHOM NPOUCXOXAEHWA KOTOpbIX ABNAeTcA Poccua, ApMeHus,
Benopyccua unu KazaxctaH. [Mpu 3ToM Takue 3asaBKU He AO/MKHbI COAEPKaTb NPEANOXEHUH 0 NOCTaBKe 0AHOMO U
TOro e BuZa MeaAnLMHCKOro M34envsa OAHOro NPOU3BOAUTENS.

Mpn popMUPOBaHUM NEPEYHS YUTEHO, YTO ANA KaXXA0ro Buaa MeAMLMHCKOro n3aenusa umeeTca MMHUMYM ABa
KOHKYPEHTOCMOCOBHbIX OTEYECTBEHHbIX MPOM3BOANTENA, KOTOPbLIE NO3BOMAT 06eCneunTb UMEetoLLMecs NoTPeBHOCTH
POCCHIMCKOro 34paBOOXPaHEHNUA U NPOM3BOACTBO KOTOPbLIX COOTBETCTBYET MEXrocyAapcTBeHHoMy ctanaapty FOCT
ISO 13485-2011 «M3penua meamumHcekre. CucteMbl MeHeXMeHTa KavectBa. CucTeMHble TpeboBaHua And Lenen
perynmpoBaHusa».

MoaTBepxaeHWe cTpaHbl NPOUCXOXKAEHUA MEANLMHCKUX U3AENWUiA, BKITFOYEHHBIX B NepedeHsb, 6yaeT NnpoBoAnTbCS B
cooTBeTcTBMM ¢ CornalueHvem o MNpaBunax onpeaeneHuns CTpaHbl NPoMCcXoxaeHna ToBapoB B Coapyxectse
HesaBucumbix MocyaapcTs o1 20 HoAbpa 2009 roaa.

MpuHATOE pelueHre ByaeT cnocobCTBOBaTL PA3BUTUIO OTEYECTBEHHOMO NPOM3BOACTBA MEANULMHCKUX U3AENUH.
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