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PELLEHUE

no AeAy Ne 071/06/106-1476/2022

21 pexabps 2022 roaa r. Tyaa

KomMmnccrst no KOHTPOAKO 3aKynoK YNpaBAeHMst DeaepaAbHOM AHTUMOHOMOABHOW
CAY>KBbl N0 TyAbCKOM OB6AACTU (AQAee - KOMUCCHsT) B COCTABE:

POCCMOTPEB MOCPEACTBOM BUAEOKOHDEPEHLICBSI3M YXAAODY MHAMBUAYOABHOIO
npeAnpuHMMaTenst V. (aanee — 3asiBUtenb, UHAMBUAYOAbHbBIM NpeAnpUHUMATEAD, AT A.)
(BX. Ne 3365/22 o1 15.12.2022) HO AENCTBUSI KOMUCCUK MO OCYLLECTBAEHNIO 3AKYMOK
FOCYAQPCTBEHHOIO KA3EHHOIO YYPENKAEHMST TYAbCKOM OBAQCTM «LIEHTP OpraHmM3aumm
3AKYMoK» (AaAree — AYKUMOHHAS KOMUCCKIST) MPU ONMPEAEAEHNN MOCTABLLMKA
(NOAPSIAYMKA, UCTIOAHUTEAST) MYTEM MPOBEAEHNST SAEKTPOHHOMO AYKLMOHA HA MPABO
3AKAKOHEHUST KOHTPAKTA HA MOCTABKY MEANLMHCKUX M3AEANIM (PACXOAHBIX MOTEPUAAOB K
MHCYAMHOBOW nomMne) (3akynka Ne 0366200035622006934) (aanee — 3akynKa),
PYKOBOACTBYSICb CTATbSIMK 99, 106 DepepanbHOro 3akoHa ot 05.04.2013 Ne 44-03 «O
KOHTPOKTHOM CUCTEME B ChHEpPE 3AKYMOK TOBAPOB, PABOT, YCAYT AAS1 OBecnedeHus
FOCY AQPCTBEHHBIX M MYHUUMMNAABHbBIX HY>KA» (AQAee — 3AKOH), AAMUHUCTOATUBHDBIM
pernameHToM PepepAAbHOM AHTUMOHOMOABHOM CAY>KObI MO MCMOAHEHMIO

FOCY AQPCTBEHHOW PYHKLMM MO PACCMOTREHUIO XKXAAOD HO AENCTBUS (Be3pAENCTBUE)
3AKA34YMKA, YIIOAHOMOYEHHOrO OPIraHad, YNOAHOMOYEHHOTO YUYPEAEHWS,
CNeuUraAn3nPOBAHHOM OPrAHN3ALUMN, KOMUCCKUM MO OCYLLECTBAEHMIO 3AKYMOK, ee
YAEHOB , AOAXKHOCTHOIO AMLA KOHTPOKTHOM CAY>KObI, KOHTPAKTHOIrO YAPABASIIOLLIETO,
onepaTopa 3AEKTPOHHOW MAOLLAAKM MPU ONMPeAEAEHNN MOCTABLLMKOB (MOAPSIAYMKOB,
NCNOAHUTEAEN) AASI OBECTIEYEHNSI FOCY AQPCTBEHHDBIX 1 MYHULMMOABHDBIX HYYKA,,
yTBEPKAEHHBIM NprikazoMm GAC Poccum ot 19.11.2014 Ne 727/14 (panee —
AAMUHUCTPATUBHBIV PErAAMEHT), [IPABUAAMU OCYLLLECTBAEHKSI KOHTPOAS B Chepe
3AKYMNOK TOBAPOB, PABOT, YCAYT B OTHOLLEHUM 3AKA3YMKOB, KOHTPAKTHBIX CAYXKD,



KOHTPAKTHBIX YMPABASIOLLMX, KOMUCCKIN MO OCYLLECTBAEHMIO 3AKYNOK TOBAPOB, PABOT,
YCAYT 11 UX YAEHOB, YNIOAHOMOYEHHBIX OPIrAHOB, YNOAHOMOYEHHbBIX YYPEXKAEHNN,
CNEeUNAAMN3NPOBAHHBIX OPrAHM3ALMIA, ONEPATOPOB SAEKTPOHHDBIX MAOLLAAOK,
ONepaTOPOB CNELMAANINPOBAHHBIX DAEKTPOHHbBIX MAOLLAAOK, YTBEPXKAEHHBIMMN
MNocTtaHoBAeHWeM MNpasuteAbcTBa PO o1 01.10.2020 N 1576 (Aanee - lNMpaemaa
OCYLLECTBAEHMS KOHTPOAS B CHEepE 3AKYNOK TOBAPOB, PADBOT, YCAYT), MU YYACTUN:

- MPEACTABUTEAS] TOCY AQPCTBEHHOIO KA3EHHOI O YYPEXKAEHNS TyAbCKOM OBAACTU «LIeHTP
OPraHM3aUnM 3aKYNOoK» (AQAEE — YNMOAHOMOYEHHOE YYpEIXKAEHNE), AYKLMOHHOW
KOMUCCUN NO AOBEPEHHOCTU;

- MPEACTOBUTEAEN MUHUCTEPCTBA 3APABOOXPAHEHMST TYABCKOM OBAACTU (AQAEE -
3aKA34YMK) MO AOBEPEHHOCTU;

- NpeACTaBUTEAS! IHAMBUAYOABHOrO MPEAMPUHMATEAS MO AOBEPEHHOCTU;

YCTAHOBUAA:

B Tyabckoe YDAC Poccum NOCTymMMAQ XKAAOBa 3AsIBUTEAS HO AENCTBUST AYKLIOHHOM
KOMMCCUK MPK NPOBEAEHN 3AKY MK,

N3 >KanoBbl CAEAYET, YTO 3AIBUTEAD HE COITAQCEH C peLleHneM AyKLMOHHOM KOMUCCUN
06 OTKAOHEHUW MOACHHOW UM 3QSIBKU.

Kak ykasbiBaeT 3AsIBUTEAD, 13 MOOTOKOAQ MOABEAEHMST UTOMOB OMPEAEAEHMS
MOCTABLUMKA (MOAPSIAUYMKA, UCTTIOAHUTEAST) OT 09.12.2022 CAEAYET, YTO B OTHOLLEHN
3Q51IBKM HAO Y4OCTUE B 3AKYTKE C UAEHTUPUKALMOHHBIM HOMEPOM 113197562 (UM N.)
AYKUMOHHOM KOMUCCUEW MPUHSITO CAEAYIOLLEES PELLEHME:

«OTKAOHEHA. Ha ocHOBAHMM NyHKTA 8 YyacT 12 ctaTtbu 48 3akoHa o1 05.04.2013 Ne 44-03:
BbISIBAEHNE HEAOCTOBEPHOM MHOOPMALMK, COAEPIKALLENCS B 3ASIBKE HA Y4ACTVE B
3AKymnKe. YYOCTHUKOM B NO3ULMK 2 NYHKTA 2 «OnmcaHme o6bekTa 3aKynku (TpeboBaHMS K
DOYHKUMOHAABHBIM, TEXHNYECKMM U KOYECTBEHHBIM XOPAKTEPUCTUKAM TOBAPO)»
NPeAAaraeTcsl K noctaeske: Habop CTepuAbHbIX pesepryapor Fast Set-l, PY Ne P3H
2016/3684 o1 18.03.2019, CTPAHA MPOUCXOMKAEHUSI TOBAPA — KnTaw.

B n.n. 2.2 XxapakTepuUCTUK TOBAPA YKA3AHO HA «COBMECTUMOCTb C MMEKLLMMUNCS Y
30KA34YMKA MOMMNAMU MHCYAMHOBBIMK Medtronic MiniMed», OAHOKO, COFrAQCHO
MHOOPMALMM MPOU3BOAUTEAST — KOMMAHM OOO «MeATPOHMK», Y TIOAHOMOYEHHOIO
NPEeACTABUTEAS HO TeppuTopun Poccuinckom Geaepaumy KOMNAHUM «MeATPOHUK
MunnMeay», CLUA y yKA3OHHOrO HOBOP O CTEPUAbHBIX peaeppyapos Fast Set-| (PY Ne P3H
2016/3684 o1 18.03.2019, npon3BoACTBA KUTAM) OTCYTCTBYET COBMECTUMOCTb C MOMMAMM
NHCYAMHOBBIMM Medtronic MiniMed».

3a9BUTEAD YKABBIBAET, YTO MM BbIA MPEAAOXKEH K MOCTOBKE TOBAP - HOBOP CTEPUAbHbBIX
peseppyapor Fast Set-| (PY Ne P3H 2016/3684 ot 18.03.2019, nponaeoACTBA Knutam,
SBASIFOLLIMXCSI COBMECTUMbBIMU C MHCYAMHOBBIMM nomnamMmm Medtronic MiniMed.

B noATBEPKAEHME AOBOAOB O COBMECTUMOCTU MOCTABASIEMbIX TOBAPOB C
MEAUNLMHCKMU U3AEAUSIMU, UMEIOLLIMMUNCS Y 3AKA3YMKA, 3ASIBUTEAEM B 3ASIBKE HO
y4acTme B 3AKYMKe MPUAOXKEHA MHCTPYKLUMS HA Fast Set-l, rae B pasaene «CoBMeCTUMbIE



NOMMbI» YKA3AHO: HPY3MOHHbIN HOBO0P AOAYKEH MCMOAb3OBATLCS C MHCYAMHOBOW
nomnon Tpy Kea (TruCare) (Npon3BoACTBA KOMMAHUM «Anekc MeaAnkan» (Apex
Medical)), MuHumea lNapaanrm MMT-712 (Minimed Paradigm MMT-712), MyH1mMmeA,
MNapaanrm MMT-715 (Minimed Paradigm MMT-7158), MuHumea, lNapaanrm Pean Tamm
MMT-722 (Minimed Paradigm REAL-TIME MMT-722), MuHumea lNapaanrm BEO MMT-754
(Minimed Paradigm VEO MMT-754) (npon3BoACTBA KOMMNAHUM «MeATPOHNK»
(Medtronic)).

3A5BUTEAEM B KAQYECTBE AOKA3ATEABCTB COBMECTUMOCTU NOCTABASIEMbIX TOBAPOB C
MEANULMHCKUMW U3AEAUSIMU, UMEIOLLIMMUMNCS Y 3AKA3YMKA, HO 3aceAaHe Kommccum
NPEACTABAEHDI: PEMMCTPALMOHHOE YAOCTOBEPEeHMe Ne P3H 2016_3684 ot 18.03.2019,
MHCTPYKLUMS No akcnAyaTtauum FAST SET — |, nmcbmo Ne 3/871/21 o1 06.05.2021 rAaBHOro
BHELUTATHOrO AETCKOrO CMNELMAANCTA SHAOKPUHOAOrA MUH3APABO POCCUM, AKAAEMUMN
PAH B.A.lNeTepropa, 3akatodeHmne akcnepTta Ne 2022.77TB 6/H UMM Peu U.A. no
TOBAPOBEAYECKOM IKCNEPTU3IE, aKCNepTHOE 3aKkAtoYeHMe Ne 32-10-08 OOO «Xakacckoe
aKkcnepTHoe Bropo» oT 12.08.2022, AONOAHEHME K 3AKAIOUYEHMIO aKcnepTa Ne 2022.77TB,
OT4YET 06 UCTBITAHUSX HO COBMECTVMOCTb Anekc MeAnKAA, AKT OLEHKN PE3YAbTATOB
KAMHUYECKUNX NCTIBITAHUN MeAn3aeAnin Ne 436/12 ot 18.12.2015, nporpamMmma npoBeAEHMS
KAMHUYECKUX NCMbITaHMM 436/12 o1 04.12.2015, NPOTOKOA OLUEHKN COOTBETCTBUSI
MEAMLMHCKOrO NBAEAUS B GOPME KAUMHNYECKMX MCTbITOHUI Ne 436/12 o1 18.12.2015,
NPOTOKOA CPABHEHMS TEXHUYECKMX XapaKkTepncTmik Ne 2015-209.1 ot 14 aoekabps 2015
roAQ.

B CBSI131 C MBAOYKEHHBIM, 3ASIBUTEAD CUMTAET OTKA3 AYKLIMOHHOM KOMUCCUW B AOMYCKe
NHAMBUAYOABHOMY MPEANPUHAMATEAID K YYACTUIO B 3AKYMNKE HEMPABOMEPHbIM.

MNpeacTaBUTEAM 3AKA3YMKA, Y TOAHOMOYEHHOTO YHPEXKAEHMST, AYKLUMOHHOM KOMUCCUW HE
COFAQCUAMUCH C AOBOAOMM YKAAODBI 3ASBUTEAS MO OCHOBAHMUSIM, MUBAOXKEHHBIM B
MMCbMEHHBIX BO3PAYKEHUSIX HO PACCMATPVBAEMYIO YKOAODY.

3yunB npeACTaBAEHHbIE B YNpaAeHe PeAepAAbHON AHTVIMOHOMOABHOM CAY>KObI MO
TyAbCKOM OBAQCTU AOKYMEHTbI, 3ACAYLLAB AOBOAbBI YHYOCTHVKOB PACCMOTPEHMST AQHHOW
YKAAOBbI, O TAKKE HO OCHOBOHMM MPOBEAEHHOM KOMMUCCUMEN B COOTBETCTBMM C YACTbBIO
156 ctatby 99 3akoHa, MNpaBUAGMU BHENACQHOBOW MPOBEPKM MO BOMPOCY CODAOAEHMUS
CyOBbEKTAMU KOHTPOAS TREOOBAHUIM 3AKOHA NPK NPOBEAEHNM 3AKYMKK, KoMmccus
MNPULAQ K CAEAYIOLLVIM BbIBOAGM.

N3BeuleHne o 3akynke 30.11.2022 pasMeLlleHO B eAVMHON MHOOPMALMOHHOM CUCTEME B
cohepe 3aKynok. B naselyeHme o 3akyrnke M3aMeHeHns He BHOCUAMCD.

Ha4yaAbHOS (MAOKCHMAABHAST) LIEHO KOHTPAKTA cOoCTaBASIET 4 661 286,00 pybaen.
KOHTPAKT MO MTOram NPOBEAEHMST SAKYMKN 3AKA3YMKOM HE 3OKAKOYEH.

CoraacHo 4YacTt 1 ctaTtby 24 3aKOHA 3AKA3YMKM MPU OCYLLLECTBAEHM 3AKYMOK
NPUMEHSIIOT KOHKYPEHTHBIE CMOCOBbI ONPEAEAEHUS MOCTABLLMKOB (MOAPSIAYMKOB,
NCNOAHUTEAEN) (AQAEE - KOHKYPEHTHbIE CNOCOBObI) AU OCYLLECTBASIKOT 3AKYMKN Y
€AVNHCTBEHHOIrO MOCTABLLMKA (MOARSAYMKA, MCMIOAHUTEASD).

KOHKYPEHTHBIMK CNOCOBAMMU, B TOM YMCAE SIBASIKOTCS AYKUMOHDBI (OTKPbITBIM QY KLMOH B
AAEKTPOHHOM PopMeE (AQAEE - SAEKTPOHHbBIN AYKUMOH), 3AKPbITbIV AYKUMOH, 3AKPbITHIN
QAYKUMOH B SAEKTPOHHOM GOpMeE (AQAEE - 3AKPbITbIN SAEKTPOHHbBIN AYKUMOH) (HOCTb 2



CTATbU 24 3AKOHQ).

B paccmMmaTtprBaeMoM CAyyae Bbl6pOH IKOHKYPEHTHbIN cnocob onpeAeneHusI
MOCTABLLUMKA (MOAPRSIAYMKA, UCMTIOAHUTEAST) — SAEKTPOHHBIN AYKLIOH.

CoraacHo 4Yacth 1 cTaTtb 42 3AKOHA MPW OCYLLECTBAEHMN 3AKYMKU NMYTEM MPOOBEAEHUS
OTKPbITbIX KOHKYPEHTHBIX CNOCOB0B 3AKA34YMK GOPMUPYET C NCMOAb3OBAHVNEM EANHOWM
MHOOPMALMOHHOM CUCTEMbI, MOAMUCBIBAET Y CUAEHHOW SAEKTPOHHOW MOAMMCHIO AULA,
MMEIOLLErO MPABO AEMCTBOBATb OT MMEHM 3AKA3YMKA, N PA3MELLAET B EANHOM
MHPOPMALMOHHOM CUCTEME M3BeLLEHNE OO OCYLLECTBAEHNN 3AKYTMKMN,

B cuAy 4yacTtn 2 ctatbu 42 3AKOHA M3BELEHME 06 OCYLLECTBAEHUM 3AKYMKN, ECAU NHOE
He MPeAYCMOTPEHO HACTOSALWMM PeAEePAAbHBIM 3AKOHOM, AOAYKHO COAEPKATD
CAEAYIOLLNE SAEKTPOHHBIE AOKYMEHTHI:

1) onncaHme o6beKTA 3AKYMKM B COOTBETCTBUM CO CTATbEW 33 HOCTOSILLIErO
PepAEepPAAbHOrO 3AKOHA.

B cuay nonoxkeHn nyHKTa 1 4acth 1 ctaTtbm 33 3AKOHA B ONMMCAHMM OB bEKTA 3AKY MK
YKQO3bIBAKOTCS QYHKUMOHAABHBIE, TEXHNYECKME 1N KAYECTBEHHbBIE XAPAKTEPUCTUKMA,
SKCMAYATAUMOHHBIE XAPAKTEPUCTUKM OO BEKTA 3AKYMNKM (MNP HEOBXOANMOCTI).

COrAQCHO 4YacTu 2 cTaTb 33 3aKOHO ONMCAHME 06bEKTA 3AKYMKM B COOTBETCTBUM C
TPEeBOBAHUSIMU, YKABAHHBIMK B YOCTU 1 HACTOSILLLEN CTATbU, AOAYKHO COAEPIKATH
MOKQ3ATEAU, MO3BOASIOLLIVIE OMPEAEAUTD COOTBETCTBME 3AKYNAEMbIX TOBAPA, PABOTHI,
YCAYTN YCTOHOBAEHHbBIM 3AKA3YMKOM TPEOOBAHKSM. [1pU 9TOM YKA3bIBAKOTCS
MAKCUMAOAbHbIE N (MAN) MUHVMMOABHBIE 3HAYEHMS TAKUX MOKA3ATeAnem 1 (MAM) 3HOYEHUS]
MOKA3ATEAEN, KOTOPbIE HE MOTIYT U3MEHSITHCSI.

COrAQCHO M3BELLEHMIO O 3AKYMKE OBBHBEKTOM SAEKTPOHHOIO AYKLMOHAO SIBASIETCS]
MOCTABKY MEAULMNHCKNX NBAEAUN (PACXOAHBIX MATEPUAAOBR K MHCYAMHOBOW MOMME).

B nyHkTe 2 « OnMcaHmne o6bekTa 3aKynkn (TPEOOBAHMS K YHKUMOHAABHBIM,
TEXHNYECKNM U KOYECTBEHHBIM XAPAKTEPUCTUKAM TOBARA)» ONMUCAHMSI OO BEKTA 3AKY MKW
N3BELLEHNS O 3AKYMNKE YCTAHOBAEHbI CAEAYIOLLIME MOKA3ATEAN MO CMOPHOMY MOAMNYHKTY:

o . Tpebyemoe
HanmeHoBaHMe nokasaTeAen
n/n 3HAYEHne

2, PE3EPBYAP AAS MOMIMbl UHCY AUHOBOW

COBMECTUMOCTb C UMEIOLLIMMUCST Y 3AKA3HMKA MOMMIAMY MHCYAUHOBbLIMU

2.2 Medtronic MiniMed

cooTBeTCTBMNE

B cuAy NyHKTA 3 4OCTU 2 CTATbM 42 3aKOHA M3BELLLEHNE OB OCYLLECTBAEHNM 3AKYMKA,
€CAU MHOE HEe MPEAYCMOTPEHO HACTOSILLMM PeaepaAbHBIM 3AKOHOM, AOAMHO
COAEPKATb TPEBOBAHMUS K COAEPXKAHNIO, COCTABY 3ASIBKM HO y4ACTUE B 3AKYTMKE B
COOTBETCTBUM C HACTOSLLUM PeAEPAAbHBIM 3AKOHOM 1 MHCTPYKLMIO MO €€ 3ANOAHEHMIO.
My 3TOM HE AOMYCKAETCS YCTAHOBAEHVE TPEDOOBAHMI, BAEKYLLIVIX 30 COBOWM
OrPAHMNYEHNE KOAMYECTBA YHOCTHMKOB 3AKYKM.



B NpurKpEenAEHHOM K N3BELLEHMIO O 3AKYMNKE AOKYMeEHTe «TpebOoBAHKS K COAEPYKAHNIO,
COCTOBY 3Q$IBKM HO YHACTME B 3AKYTNKE B COOTBETCTBUM C 3AKOHOM O KOHTPOKTHOMN
CUCTEME U MHCTPYKLMS MO €€ 3ANOAHEHMIO» MPMBEAEHA VIHCTPYKUMS MO 3ANMOAHEHUIO
MHOOPMALMU, NPEAYCMOTPEHHOM «O» MYHKTA 2 YaCTM 1 cTaTbM 43 3aKoHA (AQAEe —
NHCTPYKUMS).

B nyHkTe 4 yacTtu IV npnKpEenAEHHOro K 3BeLLIEHNIO O 30|<yr||<e AOKYMEHTA «Tpe6OBOHM9I
K COAEP>KAHNIO, COCTABY 3AsIBKM HA YHACTUNE B 3AKYINKEe B COOTBETCTBUN C 3AKOHOM O
KOHTPAKTHOM CUCTEME U MHCTPYKLMS MO €€ 3AMOAHEHMIO» YKA3AHO, YTO B CAyYOEe, ECAU
3AKA3HYNKOM YCTAHOBAEHO Tpe6OBOHI/Ie O NMOAHOM COOTBETCTBUM NAPAMETPY (B pa3aene
3HAYEHME NOKA3ATEAS YKA3AHO «HAANYMEN», «COOTBETCTBUEY, «AQ» U T.M.), YYACTHUK
MOXKET YKA3ATb TOAbKO MHPOPMAUNIKO O COOTBETCTBUN, MPUN 3TOM N3MEHEHNE
HANMEHOBAHMS CAMOIO NMOKA3ATEAS HE AOINYyCKAETCSI.

CoraacHo Yact 1 ctaTtbm 49 3aKOHA 3ASIBKA HA YYACTUE B 3AKYMKE AOAMKHA COAESPIKATb

MHOOPMALMIO M AOKYMEHTHI, MPEAYCMOTPEHHbBIE MOAMYHKTAMM "M" - "N" NyHKTA 1,
MNOAMYHKTAMM "Q" - "B" NYHKTA 2, MyHKTOM 5 4acTh 1 CcTaTbn 43 3aKOHA. 3ASIBKA TAKXKE
MOMKET COAEPIKATb MHPOPMALUUIO N AOKYMEHTHI, MPEAYCMOTPEHHbBIE MOAMYHKTOM A"

MYHKTA 2 YyacTu 1 cTaTbn 43 3AKOHA.

MoANYHKTOM "a" NMyHKTA 2 CTATbU 43 3AKOHA YCTAHOBAEHO, YTO AAST YHACTUS B
KOHKYPEHTHOM Cnocobe 3asIBKA HA YHOCTVE B 3AKYTMKE, ECAU MHOE HE MPEAYCMOTPEHO
HacTosLMM PeAepPAAbHBIM 3AKOHOM, AOAYKHO COAEPXKATb CAEAYIOLLLEE MPEANOKEHNE
YYACTHMKA 3AKYTMKM B OTHOLLEHUM OB BEKTA 3AKYMKM:

C YYETOM MOAOYKEHUM YOCTM 2 HOCTOSILLLEN CTATbU XAPAKTEPUCTUKM MPEAAArAEMOro
YYOCTHVMKOM 30KYMKM TOBAPA, COOTBETCTBYIOLLME MOKAIATEASIM, YCTOHOBAEHHBIM B
ONMMCAHUKM OBBEKTA 3AKYMKM B COOTBETCTBMM C YACTBIO 2 CTATbM 33 HACTOSILLIErO
PeAEepPAAbHOrO 3AKOHA, TOBAPHbBIN 3HAK (MPW HAAMYMK Y TOBAPA TOBAPRHOIO 3HAKA).

3asBKa NHAMBUAYOABHOIO NPEANPUHUMATEAS], MPEACTABAEHHAST B MATEPUAABI AEAQ
OnepaATOPOM SAEKTPOHHOM NAOLLAAKN, B OTHOLLEHNN XAPAKTEPUCTUK MPEAAArAEMOro
TAKMM YHACTHMKOM 3AKYMKM TOBAPA «Pe3epryap AAS MOMMbl MHCYAUHOBOM»
(HOMMEHOBAHWE B COOTBETCTBUM C PY: 1. HOBOPp CTepUAbHbIX pe3epByapor Fast Set-l,
BAPUAHT UCcroAHeHust: FST100, B cocTaee: - peseppyap 1 WT., - KOHHEKTOP 1 wT. CTpaHA
nponcxoxaeH1st Tosapa: Kutam (156) PY ot 18.03.2019 Ne P3H 2016/3684) coaep T
CcAeAyloLee:

T
Nen/n HaumeHoBaHMe nokasaTeAemn peGyemoe

3HOYEHne
2 PE3EPBYAP AAY MOMIMbl UHCYAUMHOBOWM

COBMECTUMOCTb C UMEIOLLMMUCST Y 3AKA34MKA MOMMAMU MHCYAUHOBbLIMU

2.2 Medtronic MiniMed

COoOoTBETCTBME
Kpome Toro, 3asieka VIHAVMBUMAYAABHOTO MPEANMPUHUMATEASI COAEPIKUT CACAYIOLLME
AOKYMEHTDI:

- perncTpaunoHHoe yaoctoeepeHme Ne P3H 2016_3684 ot 18.03.2019,

- IHCTPYKUMS MO aKkcnAyaTaumm FAST SET — |



B coOTBETCTBUM C MOAMYHKTOM «Q» MYyHKTA 1 4aCcTn 5 ctaTbm 49, nyHKTAMM 1-8 yactn 12
CTATbM 48 3AKOHA MPW PACCMOTPEHNM BTOPbLIX YOCTEWM 3ASIBOK HO Y4ACTME B 3AKYTKE
COOTBETCTBYIOLLAS 3ASIBKA MOAAEXKUT OTKAOHEHUIO B CAYYOSIX:

1) HEMNPEACTABAEHMS (3A MCKAKOYEHNEM CAYHAEB, MPEAYCMOTPEHHbBIX HACTOSILLIM
PeAepAAbHBIM 3AKOHOM) YYACTHVMKOM 3AKYMKU ONEPATORY SAEKTPOHHOW MAOLLLOAKA B
305IBKE HA YYOACTUE B 3AKYMKE MHOOPMALNN 1 AOKYMEHTOB, MPEAYCMOTPEHHbIX
n3peleHmem o6 OCyLLLECTBAEHU 3AKYTMKN B COOTBETCTBUM C HACTOSILLMM PepepaAbHBIM
30KOHOM (3Q UCKAIOYEHUNEM NMHOOPMALMU N AOKYMEHTOB, MPEAYCMOTPEHHbBIX NMYHKTAMMN 2
1 3 4yactn 6 ctaTbm 43 HacTosIero PepAepPAAbHOro 3AKOHA), HECOOTBETCTBMS TAKMX
MHOOPMALMU N AOKYMEHTOB TPEOOBAHUSIM, Y CTAOHOBAEHHBIM B U3BELLEHNN OO
OCYLLECTBAEHNM 3AKYMKWN;

2) HENPEACTABAEHUS MHOOPMALNU U AOKYMEHTOB, MPEAYCMOTPEHHbBIX MYyHKTAMU 2 1 3
yacTth 6 ctaTtbn 43 HacTosiero PeAepPAAbHOrO 3AKOHA, HECOOTBETCTBMS TAKMX
NHOOPMALMK N AOKYMEHTOB TPEOOBAHWSIM, YCTAOHOBAEHHBIM B U3BELLEHNN 06
OCYLLLECTBASHMM 3AKYMKN;

3) HECOOTBETCTBMSI YHOCTHMKA 3AKYMNKM TPEBOBAHMSIM, Y CTAHOBAEHHBIM B M3BELLIEHN OO
OCYLLECTBAEHUW 3AKYTKN B COOTBETCTBUM C YOCTbIO 1 CTATbM 31 HOCTOSILLLErO
PeAepPAAbHOrO 3aKOHA, TPEOOBAHKSIM, YCTAHOBAEHHbBIM B U3BELLLEHUN OO
OCYLLECTBAEHUW 3AKYMKN B COOTBETCTBUM C YaCTsMM 1.1,2 1 2.1 (Npv HOANYUNL TOKNX
TpeboraHMIM) CcTaTbM 31 HacTosILEero PeAepPaAbHOro 3AKOHA:;

4) npeAyCMOTPEHHBIX HOPMATUBHBIMU MPABOBLIMKN AKTAMMU, MPUHSITBIMU B COOTBETCTBUM
co cTatben 14 HacTosiwero PeAepAAbHOMO 3AKOHA (3a UICKAIOYEHNEM CAYYOER
HEMPEACTABAEHMSI MHOOPMALNN 1 AOKYMEHTOB, MPEAYCMOTPEHHBIX MYHKTOM 5 4acTun |
cTatby 43 HacTosero PeAepaAbHOro 3AKOHA);

5) HeNPeACTABAEHNS UHOOPMALMU U AOKYMEHTOB, MPEAYCMOTPEHHbIX NMYyHKTOM 5 4acTn 1
CcTaTbn 43 HacTosILero PeAepPaAAbHOrO 3AKOHA, ECAM TAKME AOKYMEHTHI MPEAYCMOTPEHD!
HOPMOTUBHBIMW MPABOBbLIMU AKTAMU, MPUHSITEIMU B COOTBETCTBUM C YACTbIO 3 cTATbN 14
HacTosiLero PeAepAAbHOrO 3AKOHA (B CAydae YCTAHOBAEHWS B COOTBETCTBUN CO
cTatber 14 HacTosero PeAepAAbHOrO 30KOHA B M3BELLEHNM 06 OCYLLIECTBASHNM
3AKYMKM 3AMPETA AOMYCKA TOBAPOB, MPOUCXOASILLINX M3 MHOCTPOHHORO rOCY AQPCTBA
AW TPYMMbl MHOCTPOHHBIX FOCYAQPCTB);

6) BbISIBAEHMSI OTHECEHMS YYACTHUKA 3AKY MK K OPrOHM3ALMSIM, MPEAYCMOTPEHHbBIM
NyHKTOM 4 cTaTb 2 PepepanbHOro 3akoHa oT 4 MoHs 2018 roaa N 127-03 "O mepax
BO3AENCTBUS (MPOTUBOAENCTBUST) HO HEAPYXKECTBEHHbIE AENCTBUST COEANHEHHDBIX
LLItTaTtoB AMEPUKN M MHBIX MHOCTPAHHbBIX FOCYAQPCTB", B CAYy4YOE OCYLLLECTBAEHMS 3AKY MK
PABOT, YCAYT, BKAKOYEHHbBIX B MEepedeHb, OnpeAeAeHHbIN [paBUTEABCTBOM POCCUMIMCKOM
Pepepaumm B COOTBETCTBUM C YKA3AHHBIM MYHKTOM;

7) NpeAYyCMOTPEHHbIX YOCTbIO 6 CTATbM 45 HacTosILero PeAepPaAbHOrO 30KOHA;

8) BbISIBAEHMSI HEAOCTOBEPHOM MHOOPMALNK, COAEPXKALLENCS B 3ASIBKE HA Yy4OCTME B
3QKyTriKe.

Mpov 3TOM B COOTBETCTBUM C HYACTbIO 1 CTATbU 27 3AKOHA OTKAOHEHME 3ASIBK/ HA YHACTVE
B 3AKYTKE MO OCHOBAHUSIM, HE MPEAYCMOTPEHHBIM HACTOSLLIMM DeAepPAAbHBIM 3AKOHOM,
He AOMYyCKAETCS!.



13 MpOTOKOAQ MOABEAEHMSI UTOTOB OMPEAEAEHMS MOCTABLLUMKA (MOAPSIAUMKA,
NCNOAHUTEAST) OT 09.12.2022 yCTAOHOBAEHO, B TOM YNCAE CAEAYIOLLEE: 3ASIBKA C
NAEHTUOUKALMOHHBIM HOMepOoM 113197562 (U N.) oTKAOHEHA AYKUMOHHOM KOMUCCUEN
HO OCHOBAHWMM MYHKTA 8 4aCTK 12 CcTaTbU 48 3AKOHA: BbISIBAEH/E HEAOCTOBEPHOM
MHOOPMALMN, COAEPXKALLENCSI B 3ASIBKE HA YY4ACTME B 3AKYMKE. YYACTHVMKOM B MO3MLUNN
2 NyHKTA 2 «OnNMcaHne obbekTa 3aKynku (TPeBOoBAHNS K OYHKLMOHAABHBIM, TEXHUYECKUM
N KOYECTBEHHBIM XAPAKTEPUCTUKAM TOBAPA)» MPEAAArAETCS K NoCTaBKke: HaBop
CTEPUAbHBIX pe3epByapos Fast Set-I, PY Ne P3H 2016/3684 ot 18.03.2019, ctpaHa
NPOUNCXOXKAEHMS TOBAPA — KTai.

B n.n. 2.2 XQpakTepUCTUK TOBAPA YKA3AHO HA «COBMECTUMOCTb C MMEKOLLIMMUCS Y
3AKA34YMKA MOMMNAMU MHCYAMHOBBIMKM Medtronic MiniMed». O AHAKO, COrAQCHO
MHOOPMALMM NPON3BOAUTEAS — KOMMNAHUK OO0 «MeATPOHUK», YTTIOAHOMOYEHHOM O
NPEACTABUTEAS HO TeppuTopumn Poccuinckom eaepaumm KOMNaHm «MeaATPOHWK
MunnMeay», CLUA y yKa3aHHOroO HOBOPa CTEPUAbHBIX peaepByapo Fast Set-| (PY Ne P3H
2016/3684 o1 18.03.2019, npon3BoACTBA KUTAM) OTCYTCTBYET COBMECTUMOCTb C MOMMAMM
NHCYAMHOBBIMKM Medtronic MiniMed».

HeobxoAMMO OTMETUTb, YTO NPW BO3HUKHOBEHUN Y YAEHOB QYKLIMOHHOM KOMUCCU
COMHEHMIN OTHOCUTEABHO AOCTOBEPHOCTU MHOOPMALIMK, YKOA3AHHOM B 3ASIBKE YYACTHNKA
3AKYMKW, QYKLMOHHOM KOMUCCUN HEODXOAVMMO AOKYMEHTAABHO YCTAHOBUTL A
OMPOBEPIrHYTb GAKT MNPEACTABAEHUS YYOCTHUKOM 3AKYMKN B 305IBKE HEAOCTOBEPHbIX
CBEAEHUNM O KOYECTBE, TEXHNYECKUMX U OYHKUMOHAABHBIX XOPAKTEPUCTUKAX
NPeAAAraemMoro K nocTaBKe TOBAPA.

MW 3TOM NPABO AYKLUNOHHOM KOMUCCUK HO MPOBEAEHME MPOBEPKN AOCTOBEPHOCTH
NHOOPMALNK N CBEAEHNI, MPEACTABAEHHBIX B 3ASIBKE YYOCTHUKOM 3AKYMKM, 3AKPEMNAEHO
3AKOHOM, 1 AYKLMOHHAS KOMUCCUST BAKOHOM HE OMPOHNYEHA B BO3MOYKHOCTM
NCMOAb30BAHUS KAKNX-ANDBO NCTOYHNKOB MHPOPMALIMK C LEABIO MOATBEPIKAEHMUS]
AOCTOBEPHOCTY (HEAOCTOBEPHOCTU) YKAIAHHBIX YYOACTHUKAMM 3AKYMKM B 3ASIBKAX
CBEAEHUN UAU MHDOPMALNN.

B npouecce paccMoTpeHUs 3as1BKA Y AYKLMOHHOM KOMUCCUM BO3HUKAM COMHEHMS]
OTHOCUTEABHO AOCTOBEPHOCTU MPEACTABAEHHOM IHAMBUAY OABHBIM
NPEANPUHUMATEAEM B 3ASIBKE MHPOPMALMM O COBMECTUMOCTU CTEPUAbHbBIX
peseppyapor Fast Set-l, BapmaHT ncnoaHermst FS100 (PY Ne P3H 2016/3684 o1 18.03.2019,
CTPAHA MPOUNCXOMKAEHMSI TOBAPA - KUTAWM) C MOMMNAMM MHCYAMHOBBIMK Medtronic
MiniMed.

08.12.2022 3akazumk HanpaemA 3anpoc OO0 «MeaTpoHMK» (Mcx. Ne 15-02-01-32/18790),
SIBASIHOLLIEMY CS1 YMTOAHOMOYEHHBIM MPEACTABUTEAEM HA TEPPUTOPKUN POCCUNCKON
Peaepauym kKomnaHum «MeaATPoHNK MuHMMea», CLUA, NPUAOXKMB TEXHUYECKE
XAPAKTEPUCTUKM MPEAAATAEMOTrO YHACTHUKOM 3AKYMKNA C UAEHTUDUKALMOHHBIM
HOMepOoM 3asBKkM 113197562 K NOCTOBKE TOBAPA, A TAK YK€ NPOCUA MPEACTABUTD
3AKAKOYEHNE O COBMECTUMOCTHU MPEAAArAEMbIX PE3EPBYAPOB AASI MOMIMbl IHCYAMHOBOW:
HOBOP CTEPUAbHBIX pe3epByapos Fast Set-l, BapmaHT ncnoaxenns FS100, B cocTae: |
pe3eppyap WT., KOHHeKToP 1 wT. (PY Ne P3H 2016/3684 o1 18.03.2019, cTpaHa
NPOUNCXOMAEHMSI TOBAPA - KNTAM) C MMEOLLMMKCS Y 3AKA3YMKA MOMMAMM
MHCYAMHOBBbIMKM Medtronic MiniMed.

B oTBETHOM NCbME, NPEACTABAEHHOM 3AKA3YMKOM B MATEPUAABI AEAQ, KOMMAHWSI-
NPOV3BOAUTEAL MOMMN MHCYAMHOBLIX Medtronic MiniMed coobwmnaa, 4yto OOO



«MeATPOHVK» HE MOATBEPIXKAQET NX COBMECTUMOCTb C MEAUNLMHCKMU N3AEAUSIMUN
CTOPOHHKX MPON3BOAUTEAEN, B YOCTHOCTU C «HOBOPAMU MHBA3MOHHBIMU CTEPUABHBIMU
ANST OAHOPA30BOIr0O UCMOAb30OBAHMS C MPUHAAAEXHOCTSIMU (PY Ne P3H 2016/3684 ot
18.03.2019), nponseoacTtaa «Ycu Anekc Meaunkan Ko., Ata.», Kntam n ¢ «<Habopowm
CTEPUAbHbIX pe3epByapos Fast Set-| (PY Ne P3H 2016/3684 ot 18.03.2019), npon3soAcTBA
«Ycum Anekc Meaunkana Ko., Ata.», Kutanm.

OO0 «MeATPOHMK» TAKIKE COOBLLMAO, YTO MPW MCMOAb3OBAHUM MHDY 3VMOHHBIX HOOOPOB,
CEHCOPOB CTOPOHHUX Npon3BoanTenen ¢ nomnamm MiniMed KomMmnaHmnst MeATPOOHUK He
MOXKET rAPAHTUPOBATL MCNPABHOCTb MHCYAMHOBbLIX MOMIM, O TAK YK€ HE HECET
OTBETCTBEHHOCTb 30 BO3MOYKHBbIE HEOAQrOMPUSITHLIE CODBLITUS,

YunTblBAs MHOOPMALMIO, MPeACTABAEHHYIO OOO «MeATPOHMK», Ay KLUMOHHAS KOMUCCUS
MPUHSIAG peLleHne 06 OTKAOHEHUN 3ASIBKMN YYACTHVKA 3AKYMKN C UAEHTUPUKALMOHHBIM
HomMmepom 113197562 (UTTIN.).

Komumcecren yCTaHOBAEHO, 4TO MMCbMO OO0 «MeATPOHUK» - YIIOAHOMOYEHHOT O
NPEeACTABUTEAS] HO TeppuTopumn Poccuimnckom Peaepaumm KOMMIAHMM «MeATPOHMK
MuHnMea», CLLUA nmenoch y AyKUMOHHOM KOMUCCUM AO HOYOAQ PACCMOTREHMS 3ASIBOK
YYOACTHMKOB 3AKYTMKM, OCHOBAHMM CTABUTb NOA COMHEHNE COAEPXKAHNE AQHHOTO
NMCbMA Y AYyKUMOHHOM KOMUCCU HE MMEAOCh.

B cootBeTcTBUM C YaCTbio 1 cTaThm 38 DepepanbHOro 3akoHa ot 21.11.2011 Ne 323-03
"O6 OCHOBOX OXPAHbI 3A0PO0BbS IPAXKACH B Poccumcikon Peapepaummn” (aanee - 3akoH N
323-03) MEANLMHCKUMM UBAEAUSTIMU SIBASIKOTCSI AKODbIE MHCTPYMEHTbI, ANNAPATHI,
NpmnbopPLI, 0BOPYAOBAHME, MATEPUAADI 1 MPOYNE USAEANS, MPVIMEHSIEMBIE B
MEAVUMHCKMX LLEASIX OTAEABHO AV B COYETAHNM MEXKAY CODOM, A TAIKOKE BMECTE C
ARYTMMU MPOUHAAAEXKHOCTSIMU, HEOOXOAUMBIMU AAS MIPVIMEHEHMS YKA3AHHBIX M3AEAUI
MO HA3HAYEHMIO.

Ha ocHoBaHMM yacth 3 ctatbm 38 3akoHa N 323-O3 obpalleHe MEANLIMHCKUX U3AEAUIN
BKAKOYOET B cebs TEXHMYECKMNE NCMBITAHUS, TOKCUKOAOTNYECKNE MCCAEAOBAHMS,
KAVHUYECKME NCMBITAHMUS, DKCMIEPTUIY KAYECTBA, DPDEKTUBHOCTY 1 6E30MNACHOCTM
MEANLMHCKNX M3AEANN, X TOCY AQPCTBEHHYIO PErMCTPALMIO, MPOU3BOACTBO,
M3roTOBAEHME, BBO3 HO TeppuTopuio Poccuickomn Gepepaumn, BbIBO3 C TEPPUTOPUN
Poccumckom Qeapepaumm, MOATBEPIKAEHNE COOTBETCTBUSI, TOCY AQPCTBEHHbIM KOHTPOAD,
XPAHEHME, TRAHCMOPTUPOBKY , PEAAN3ALMIO, MOHTOXK, HOAQAKY , MPUMEHEHME,
SKCMAYATALMIO, B TOM YACAE TEXHNYECKOE OBCAYXKMBAHME, MPEAYCMOTPEHHOE
HOPMAOTUBHOW, TEXHNYECKON 1 (MAM) DKCMNAYATALMOHHOW AOKYMEHTALMEN
NPOUN3BOAMTEAST (M3FrOTOBUTEAST), A TAKIKE PEMOHT, YTUAUIALMIO MAUN YHUUTOXKEHNE.
MNpon3poANTEAL (M3rOTOBUTEAD) MEAMLMHCKOrO N3AEAMS PA3PABATLIBAET TEXHUYECKYIO
N (MAM) DKCNAYATAUMOHHYIO AOKYMEHTALMIO, B COOTBETCTBMN C KOTOPOW
OCYLLECTBASIIOTCSI MPOOU3BOACTBO, M3rOTOBAEHUNE, XPOHEHUNE, TPAHCTNOPTUPOBKA, MOHTOK,
HAAQAKQ, MOUMEHEHWE, SKCNAYATALMS], B TOM YNCAE TEXHUNYECKOE OBCAYXKMBAHME, A
TAIOKE PEMOHT, YTUAMUIAUMS UAN YHUYTOXKEHNE MEAVLIMHCKOrO M3AEAMS. TPebOoBAHMS K
COAEPIXKAHMIO TEXHNYECKOW N SKCNAY ATALMOHHOM AOKYMEHTALMK MOOUN3BOANTEAS
(M3roTOBUTEAST) MEANUMHCKOrO N3AEAUST Y CTAHOBAMBAKOTCST YMTOAHOMOYEHHbBIM
deAESPAAbHBIM OPraHOM NCMOAHUTEABHOM BAQCTW.

B cootBeTcTBUM C No3uumen GeaepanbHOM CAYXKObl MO HOA30PRY B chepe
3APABOOXPAHEHNS (POC3APABHAA3OP), NBAOXKEHHON HEOAHOKPDATHO B MMCbMAOX, B TOM
ynucae B nncbme o1 22.06.2017 Ne 04-31270/17, COBMECTHASI SKCNAYATALMST OTAEABHO



30PErNCTPUPOBAHHBIX MEAULIMHCKNX U3AEANA OAHOMO MPOV3BOAUTEAS U
MPOUHOAAEXKHOCTEN APYrOro BO3MOYKHA MPU YCAOBUM YKA3AHKS B AOKYMEHTALMM
MPON3BOANTEASI BOZMOYKHOCTU COBMECTHOMO MCTMOABb3OBAHMS U MOATBEPIKAEHUS]
PE3YABTATAMU SKCNEPTN3 KAYECTBA, DPDPEKTUBHOCTU 1 HE30MNACHOCTY MEAMNLIMHCKIX
N3AEAUN, B TOM YNCAE B KOMMNAEKTE PEMUCTRALMOHHOM AOKYMEHTALMM,

Taknm 06pA30M, BOSMOYKHOCTb SKCMAYATALMM MEAUNLIMHCKOrO 060PY AOBAHMSI OAHOMO
NPOV3BOAUTEASI COBMECTHO C MPUHAAAENKHOCTSIMU APYTOrO MPOU3BOAUTEAS
OMPEAEASIETCS UCKAKOUYUTEABHO MPOU3BOAUTEAEM MEAUNLIMHCKOrO 0B0PY AOBAHMUSI.

NcxoAS N3 BbILLECKA3AHHOI O, MPOU3BOAUTEAD M3AEANS «Medtronic MiniMed», CLLA,
AONKEH AQTb OPULIMAABHOE PA3PELLEHNE HO MCMNOAB3OBOHMNE PEIEPBYAPOB CTOPOHHMX
MPOU3BOAUTEAEN AAST MTOMIM MHCYAMHOBBIX Medtronic MiniMed, oAHAKO MMCbMOM,
MOAYYEHHBIM B OTBET HA 3anpoc 3akaz4dmka ot 08.12.2022, OO0 «MeATPOHUK» YKA3AAO,
4YTO HE NOATBEPIKAAET COBMECTUMOCTb MEAUNLIMHCKMX N3AEAUM — NoMnbl MiniMed
NPOM3BOACTBA KOMMAHMUN MEATPOHVK C MEANLMHCKMU NBAEAUSIMU CTOPOHHKX
NPON3BOANTEAEN, B YHOCTHOCTU C «HABOPAMU MHBASMOHHBIMU CTEPUABHBIMU AAS]
OAHOPA30BOrO MCMOAb30BAHMS C MPUHAAAEXKHOCTSIMU (PY Ne P3H 2016/3684 ot
18.03.2019), nponsesoacTea «Ycn Anekc Meaunkan Ko., Ata.», Kntam n ¢ <Habopom
CTePUAbHbIX pe3epByapos Fast Set-| (PY Ne P3H 2016/3684 ot 18.03.2019), Nnpon3BoACTBA
«Ycun Anekc Meaunkana Ko., Ata.», Kutaw.

B cBOO o4epeAb, MPUAOYKEHHDBIE K 3asBKE IHAVBUAYOABHOTO MPEANMPUHAMATEAS]
AOKYMEHTbI:

- PEMMCTPALMOHHOE YaOocTOoBepeHne Ne P3H 2016_3684 ot 18.03.19 He COAEPKUT
MHOOPMALMK O COBMECTUMOCTU CTEPUAbHbBIX pe3epeyapos Fast Set-I (PY Ne P3H
2016/3684 ot 18.03.2019), npon3BoACTBA KUTAM, C MHCYAVMHOBBIMM NoMniamm Medtronic
MiniMed;

- MHCTPYKUMS MO aKkCrnAyaTaumm FAST SET — | HE MOXKET SIBASITbCSI HOAAEXKALLIM
NOATBEPXKAEHNEM BO3MOXXHOCTU COBMECTHOIO MCMOAb3OBAHMS CTEPUABHbBIX
peseppyapos Fast Set-| (PY Ne P3H 2016/3684 o1 18.03.2019), npon3soacTBa Kntam,
MHCYAMHOBbIMK noMnamm Medtronic MiniMed, Tak KoK MHGOpPMALMS, YKA3AHHAST B TAKOM
AOKYMEHTE, HE MOXKET OBAAAQTb HOAEE BICOKMM CTATYCOM MO CPABHEHMIO C
MHOOPMAUMEN, MPEAOCTABAEHHOW YMTOAHOMOYEHHBIM MPEACTOBUTEAEM KOMMAHMM
«MeaTpOoHK MHMMea», CLUA, saBASIOLLLENCSI MPOMU3BOAUTEAEM NMOMIM MHCY AVHOBbIX
Medtronic MiniMed.

NHBIX AOKYMEHTOB, MOATBEPXKAQIOLLIMX COBMECTUMOCTb CTEPUAbHBIX Pe3epByapos Fast
Set-l (PY Ne P3H 2016/3684 ot 18.03.2019), npon3eoACTBA KUTAM, C MIHCYAMHOBbBIMU
noMmnamMmm Medtronic MiniMed, UHAMBUMAYOAbHBIM MPEANPUHUMATEAEM B 3A5IBKE HO
ydyacTtme B 3aKyrnke MPUAOYKEHO He BbIAO.

C y4eTOM BbILLEYKA3AHHbBIX OBCTOSATEALCTB VIHAVBMAYQABHBIV MOEANPUHUMOTEAD,
YKO30B B CBOEW 3A5IBKE B OTHOLLEHMMN XAPAKTEPUCTUKN «COBMECTVMOCTb C
MMELLIMMUNCS Y 3AKA3YMKA NMOMMNAMM MHCYAMHOBBIMKM Medtronic MiniMed» (MoANYHKT 2.2
NYHKTA 2 OnMCAHnsg 06bekTa 3AKYMKK) NOKA3aTeAb «COOTBETCTBME» B OTHOLLEHMN
TOBAPA «Pe3epByap AASI MOMMbl MIHCYAMHOBOWY , AKTUYECKM NPEAOCTABUA
HEAOCTOBEPHbIE CBEAEHVSI B OTHOLLEHNM MPEAAQrAEMOrO TOBAPA.

CAeAOBATEABHO, MICMOABL3YSI CBEAEHMSI, copep kamecs B nincbmMme OO0 «MeATPOHMK»,



SIBASIHOLLLErOCS1 YMOAHOMOYEHHBIM MPEACTABUTEAEM HA TEPPUTOPUN POCCUNCKOM
Peaepauym KoMnaHum «MeaTPoHNMK MuHMMea», CLUA, aBASHOLLLENCS MPOV3BOANTEAEM
nomMn MHCyAnHoBbix Medtronic MiniMed, AyKUMOHHASI KOMUCCKST AENCTBOBAAQ B
COOTBETCTBMM C MOAOYKEHUSIMU UIBELLIEHNS O 3AKYNKE N TPEBOBAHMSIMI NMYHKTA 8 YACTU
12 ctatbm 48 3AKOHQA.

Takm 06pa3oM, KOMUCCUS MPUXOANT K BBIBOAY, YTO BbILLEYKA3AHHOE OCHOBOHNE
OTKAOHEHMS 3A5IBKN 3ASIBUTEAST, UBAOXKEHHOE B MOOTOKOAE NOABEAEHMSI UTOrOB, HE
MNPOTUBOPEUYNT MOAOKEHNSIMU 3AKOHOAATEABCTBA Poccuiickon Peaepaumm o
KOHTPOKTHOM CUCTeme.

AOBOA O HEMNPABOMEPHOM OTKAOHEHUN AYKLIMOHHOW KOMUCCUEN 3ASIBKN
NHAMBUAYOABHOIO MPEANPUHUMATEAS] HO y4ACTME B 3AKYMNKEe NPU3HAH KoMmmnccmen
HEOHBOCHOBAHHbBIM.

BmecTe ¢ TeM Ha 3aceAQH1M KoMmnccrm 3asiBUTEAEM NPEACTABAEH PSIA AOKYMEHTOB,
KOTOpblE, MO MHEHWMIO HAMBUAYOABHOIO NPEANPUHUMATEAS, CBUAETEABCTBYIOT O
COBMECTUMOCTM TOBAPA - HOBOPA CTEPUAbHBIX pesepByapos Fast Set-1 (PY Ne P3H
2016/3684 ot 18.03.2019), nponssoaCTBA KUTA, C MHCYAMHOBBIMM NoMniamm Medtronic
MiniMed: pernctpaumoHHoe yaoctosepeHmne Ne P3H 2016_3684 ot 18.03.19, MHCTPYKUMS
no akcnayataumm FAST SET — |, nincbmo Ne 3/871/21 o1 06.05.2021 rAGBHOMO BHELLTATHOI O
AETCKOro CneuraAncTa aHAOKPUHOAOra MuH3apaesa Poccun, akaaemuin PAH
B.A.lNeTepkoBa, 3akAo4YeHme akcnepTa Ne 2022.77TB 6/H UMM Peu U.A. no
TOBAPOBEAYECKOM BKCNEPTMNIE, IKCNEPTHOE 3akAtoHeHMe Ne 32-10-08 OO0 «Xakacckoe
aKkcnepTHoe Biopo» OT 12.08.2022, AONOAHEHME K 3AKAIOYEHMIO aKcnepTa Ne 2022.77TB,
oT4ET 06 UCTIBITOHKSIX HO COBMECTVMOCTb AnekC MeAUKAA, OKT OLEHKM PE3YAbTATOB
KAMHNYECKUX MCMBbITAOHUA Mean3aenmin Ne 436/12 ot 18.12.2015, nporpamMmMa NpoBEAEHMS
KAMHNYECKNX MCMNbITAHWIA 436/12 o1 04.12.2015, NPOTOKOA OLLEHKMN COOTBETCTBMUSI
MEAMUMHCKOro N3AEANS B GOPME KAMHUYECKUX UCTIBITaHMA Ne 436/12 o1 18.12.2015,
NPOTOKOA CPABHEHMS TEXHUYECKMX XAPAKTEPUCTMK Ne 2015-209.1 oT 14 poekabps 2015
roaQ.

Kak 6bIAO OTMEYEHO PAHEE BO3MOXKHOCTb SKCMAYATALMU MEANLMHCKOrO N3AEAMS
OAHOIO MPOU3BOANTEASI COBMECTHO C MPUHAAAEXKHOCTSIMU APYTOro MPON3BOAUTEASI,
cornacHo PepepanbHoMy 3akoHy oT 21.11.2011 N 323-O3 onpeaenseTtcs
NCKAKOYUTEABHO MPON3BOANTEAEM MEANUMHCKOTO N3AEAMST. B MPUAOYKEHHDBIX
3ag9BUTEAEM AOKYMEHTAX OTCYTCTBYET KAKAS-ANOO MHOOPMALMS OT MPOUIBOAUTEAS
nomMn MHCYAnHoBbIX Medtronic MiniMed, CBMAETEAbCTBYIOLLAST O BO3MOMXHOCTU
MCMNOAb3OBAHWS MX COBMECTHO C pe3epByapamMu Fast Set-I, Kutanm.

OTHOCUTEABHO >KE BblLLENEPEYNCAEHHDIX AOKYMEHTOB, MPEACTABAEHHbBIX 3ASIBUTEAEM,
HEOBXOAVMO OTMETUTDL, 4TO Kommccms Tyabckoro Y PAC He MOYKET CAEAQTb BbIBOA O
COBMECTMMOCTM TOBAPA «HOBOP CTEPUABHBIX pe3epByapor Fast Set-| (PY Ne P3H
2016/3684 o1 18.03.2019), npon3soaCcTsa Kutam», C MIHCY AMHOBBIMK NoMnamMm Medtronic
MiniMed, Tak Kak He 0OBAAAQET MOAHOMOUYMSIMU B CHEPE BbIAQUM 3AKAKOYEHUST O
COBMECTVMMOCTM TOBAPOB, B TOM YACAE B BUAY OTCYTCTBUS CMELUMAAbHBIX MO3HAHWNA,

Ha OCHOBAHUW BbILLEN3AOXKEHHOIO, PYKOBOACTBYSICb MOAOMEHMSIMM CTATbM 99, 106
30aKOHA, AAMUHUCTPATUBHBIM PErAAMEHTOM, [TpaBMAAMU, KOMUCCUS



PELLUAA:
MPW3HATL XKAAODY 3ASIBUTEASI HO AENCTBUS AYKLMOHHOM KOMUCCU HEOBOCHOBOHHOM.,

PelueHne Komumccrm MoyKeT BbiTb OOYKAAOBOHO B Cy AEOHOM MOPSIAKE B COOTBETCTBUM C
yacTbko 9 ctaTbn 106 3AKOHQ.
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