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PELWEHUNE

no AeAy Ne 071/06/106-1167/2022

18 okT96p51 2022 roaa r. Tyaa

KomMmnccrs no KOHTPOAKD 3aKyNoK YNpaBAeHMst DeaepaAbHOM AHTUMOHOMOABHOW
CAY>KBbl MO TyAbCKOM 0B6AQCTM (AQAee - KOMUCcHs) B COCTABE:

POCCMOTPEB MOCPEACTBOM BUAEOKOHDEPEHLICBSI3N YXAAODY MHAMBUAYOABHOIO
npeanpuHUMaTens V. (aanee — 3asBUTenb, UHAMBMAY OAbHBIV MPeANPUHUMATEADb, UTT IA.)
(BX. Ne 1139/22 ot 12.10.2022) HO AENCTBUSI KOMUCCUM NO OCYLLLECTBAEHMIO 3AKYMOK
FOCYAQPCTBEHHOIO KA3EHHOIO YYPEKAEHMST TYAbCKOM OBAQCTM «LIEHTP OpraHmM3aumm
3aKynoKk» (AaAee — AYKUMOHHAST KOMUCCUST) MPK onpeAeAeH M MOCTABLLMKA
(MOAPRSIAYMKA, MCMIOAHUTEAST) NMYTEM MPOBEAEHUST SAEKTPOHHOIO AYKLUMOHA HA MPABO
3AKAKYEHNST KOHTPAKTA HO MOCTABKY MEAVUMHCKMX N3AEAUN (PACXOAHBIX MOTEPUAAOB K
MHCYAMHOBOWM NOMME) AASI AbIFOTHOMO AMBOYAQTOPHO-MOANKAMHNYECKOT O (BHE BOABHMLBI)
obecneyeHns rPAXKACH, MUMEIOLLIMX MPABO HA MOAYYEHNE FOCY AQPCTBEHHOM COLMAABHOW
MOMOLLV B BUAE HOBOPA COLMAABHBIX YCAYT B COOTBETCTBUM CO CT. 6.2 PepAepAAbHOro
3aKoHa oT 17.07.1999 Ne 178-03 «O rocy AQPCTBEHHOM COLMAABHOM MOMOLLIM» (3AKY KA
NeQ3662000356220056460) (Aanee — 3akyrKa), PyKOBOACTBYSICb CTATbSIMU 99, 106
PepepanbHoro 3akoHa ot 05.04.2013 Ne 44-P3 «O KOHTPAKTHOW cUCTEME B chepe
3AKYMNOK TOBAPOB, PABOT, YyCAYT AASI OBECNeYeHNs1 FOCY AQPCTBEHHDBIX 1 MYHMULMMOAbHbBIX
HY>KA» (AQAEE — 3AKOH), AAMUHNCTPATUBHBIM perAnaMmeHToM DeaepanbHOM
OHTUMOHOMOABHOM CAY>KObI MO NCMOAHEHMIO FOCY AQPCTBEHHOM MYHKLMM MO
PACCMOTPEHUIO YKOAOD HO AENCTBUS (BE3AENCTBME) 3AKA3UYMKA, YIIOAHOMOYEHHOO
OPraHa, YNOAHOMOYEHHOI O YYPENKAEHUS, CNEeUNAANINPOBAHHOW OPraHM3aunn,
KOMWCCUW MO OCYLLECTBAEHUNIO 3AKYMOK, €€ YAEHOB, AOAYKHOCTHOIO AMLA KOHTPAKTHOW
CAYXKObl, KOHTPOKTHOIO YMPOBASIFOLLErO, ONEPATOPA SAEKTPOHHOM MAOLLAAKM MW



ONpeAENEHN NMOCTABLLMKOBR (MOARSIAYMKOB, UICMIOAHUTEAEN) AAST ODECTIEYEHNS]
FOCYAQPCTBEHHBIX U MYHULIMMAABHBIX HY KA, YTBEPXKAEHHBIM Npuikadom PAC Poccum ot
19.11.2014 Ne 727 /14 (panee — AAMUHUCTPATUBHBIN PEFAAMEHT), [TpaBMAAMI
OCYLLECTBAEHMS KOHTPOAS B ChEPE 3AKYMNOK TOBAPOB, PABOT, YCAYT B OTHOLLEHNI
3AKA3YMKOB , KOHTPAKTHBIX CAYXO, KOHTPOKTHBIX YAPABASIOLLIMX, KOMUCCUM MO
OCYLLLECTBAEHMIO 3AKYMNOK TOBAPOB, PABOT, YCAYT U X YAEHOB, YTOAHOMOYEHHbBIX
OPrAHOB, YNMOAHOMOYEHHbBIX YUYPEKAEHNIN, CMELNAANINPOBAHHBIX OPIraHN3ALNN,
ONepPATOPOB SAEKTPOHHBIX MAOLLAAOK, ONEPATOPOB CNEUNAANINPOBAHHBIX DAEKTPOHHbIX
NAOLLIOAOK, YTBEPIKAEHHBIMK [TocTaHOBAEHEM MNpasuTenbcTea PO o1 01.10.2020 N 1576
(panee — MpaBUAQ OCYLLLEECTBAEHMS KOHTPOAS B ChEepe 3aKynoK TOBAPOB, PABOT, YCAYT),
npu y4acTtmu:

- """ - MIPEACTOBUTEAS TOCY AQPCTBEHHOMO KA3EHHOMO YYpEXKAEHNS TyAbCKOM OBAQCTU
«LleHTp opraHmMaaumm 3akynok» (AaAee — Y NOAHOMOYEHHOE ydpedkaeHne), AyKUMOHHOM
KOMMCCUW NO AOBEPEHHOCTU;

- """ — MPEACTABUTEASI MUHUCTEPCTBA 3APABOOXPAHEHNS TYAbCKOM OBAQCTU (ACAEE -
3aKA34YMK) MO AOBEPEHHOCTU;

- """ — NPEeACTABUTEAS UHAMBUAYAABHOIO MPEANPUHNMAOTEAS MO AOBEPEHHOCTU;

YCTAHOBUAA:

B Tyabckoe YDAC Poccum NoCTymMMAQ XKAA0Oa 3aAsIBUTEAS HO AENCTBUST AYKLIOHHOMN
KOMMCCUK MPK NPOBEAEHN 3AKY MK,

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

Kak yka3biBAET 3AsIBUTEAD, U3 MPOTOKOAQ MOABEAEHUS UTOTOB OMPEAEAEHUS
MOCTABLUMKA (MOAPSIAUYMKA, MCMTOAHUTEAST) OT 07.10.2022 CAEAYET, YTO B OTHOLLEHN
305BKM HA y4aCTME B 3AKYMNKE C UAEHTUPUKALUMOHHBIM HOMepoMm 112723343 (U1 I.)
AYKUMOHHOM KOMUCCUEW MPUHSITO CAEAYIOLLEES pELLEHME:

«OTKAOHEHA. Ha ocHOBAHMM NyHKTA 8 YyacT 12 ctaTtbu 48 3akoHa o1 05.04.2013 Ne 44-03:
BbISIBAEHME HEAOCTOBEPHON MHOOPMALMK, COAEPIKALLENCS B 3ASIBKE HA Y4ACTME B
3AKymnKe. YYOACTHUKOM B NO3ULMK 2 NYHKTA 2 «OnmcaHme o6bekTa 3aKynku (TpeboBaAHMS K
OYHKUMOHAABHBIM, 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 — KuTaw.

B n.n. 2.2 xapakTepuUCTUK TOBAPA YKA3AHO HA «COBMECTUMOCTb C MMEKLWLMMUNCS Y
30KA3YMKA MOMMNAMU MHCYAMHOBBIMK Medtronic MiniMed», OAHOKO, COFrAQCHO
MHOOPMALMM MPOU3BOAUTEAST — KOMMAHM OOO «MeATPOHMK», Y TIOAHOMOYEHHOIO
NPEACTABUTEAS 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
NMHCYAMHOBBIMM Medtronic MiniMed».,

3asBUTEAL YKA3BIBAET, YTO UM BbIA MPEAAOXKEH K MOCTABKE TOBAP - HOBOP CTEPUABHbBIX
peseppyapor Fast Set-| (PY Ne P3H 2016/3684 ot 18.03.2019, nponaeoACTBa Knutam,



SIBASIFOLLIMIXCSI COBMECTMMbIMU C MHCYAMHOBbBIMIK nomnamim Medtronic MiniMed.

B noaTBEPKAEHME AOBOAOB O COBMECTUMOCTU MOCTABASIEMbIX TOBAPOB C
MEANULMHCKNMW U3AEANSTIMU, UMEIOLLIMMUNCS Y 3AKA3YMKA, SASIBUTEAEM B 3ASIBKE HA
yyacTme B 3AKyrke NPUAOXKEHA MHCTPYKUMS HA Fast Set-l, rae B pasaene « CoBMecTMble
NOMMbI» YKA3AHO: NHDY3MOHHbIM HOBOP AOAMKEH NCMOAb30BATLCS C HCYAMHOBOW
nomnon Tpy Kea (TruCare) (Npon3BOACTBA KOMMAHUM «Anekc MeaAnkan» (Apex
Medical)), MuHnmea lNMapaamnrm MMT-712 (Minimed Paradigm MMT-712), MuH1meA
MNapaamrm MMT-715 (Minimed Paradigm MMT-715), MuHumea lNapaanrm Peaa Tanm
MMT-722 (Minimed Paradigm REAL-TIME MMT-722), MuHumea lNapaanrm BEO MMT-754
(Minimed Paradigm VEO MMT-754) (Npon3BOACTBA KOMMNAHUM «MeATPOHNK»
(Medtronic)).

3A9BUTEAEM B KOHECTBE AOKA3ATEABCTBE COBMECTVMOCTW MOCTABASIEMbIX TOBAPOB C
MEANLMHCKMU N3AEAUSIMU, UMEIOLLIMMUCST Y 3AKA3YMKA, HO 3aceAaHME KoMmnccmm
NPEACTAOBAEHDI: PEMMCTPALMOHHOE YAOCTOREPeHne Ne P3H 2016_3684 ot 18.03.19,
MHCTPYKUMS Mo akcrAyaTaumm FAST SET — |, imcbmo Ne 3/87/21 ot 06.05.2021 rAQBHOrro
BHELLUTATHOrO AETCKOro CreumMaAncTa sHAOKPUHOAOra MUH3APABA POCCUM, QKOAEMUMN
PAH B.A.lNeTepkoBa, oT4eT 06 NCMBITAHNSX HO COBMECTUMOCTb ANekC MeAUKAA, QKT
OLUEHKM PE3YALTATOB KAMHUYECKNX UCMNBbITAHUN Mean3paennin Ne 436/12 ot 18.12.2015,
NPOrPAMMA MPOBEAEHUST KAHNYECKUX MCTbITOHMM 436/12 o1 04.12.2015, NpOTOKOA
OLEHKN COOTBETCTBMSI MEAUNLIMHCKOrO M3AEANS B GOPME KAMHUNYECKUX NCTbITAOHMA Ne
436/12 o1 18.12.2015, NPOTOKOA CPABHEHMSI TEXHNYECKNX XAPAKTEPUCTUK Ne 2015-209. 1
oT 14 pekabps 2015 roaa.

B CBSI13M C MBAOYMKEHHDBIM, 3ASIBUTEAD CUMTAET OTKA3 AYKLMNOHHOW KOMUCCUW B AOMNYCKe
VIHAMBUAYOABHOrO MPEANPUHMATEAS K YYACTUIO B 3AKYNKE HEMPABOMEQRHDIM.

MNpeacTaBUTEAM 3AKAZYMKA, Y TOAHOMOYEHHOTO YHPEXKAEHMST, AYKUMOHHOM KOMUCCUW HE
COrAQCUAMUCH C AOBOAOMM XKAAODBBI 3ASFBUTEAS MO OCHOBAHMUSIM, MBAOXKEHHBIM B
MMCbMEHHbBIX BO3PAYKEHUSIX HO PACCMATPVBAEMYIO YKOAODY.

3yunB npeACTaBAEHHbIE B YNpaBAeHe PepAepAAbHON AHTMOHOMOABHOM CAY>KObI MO
TyAbCKOM OBAQCTV AOKYMEHTbI, 3ACAYLLAB AOBOAbI YYOCTHMKOB PACCMOTREHUST AQHHOMN
YKAAODbI, A TAKXKE HO OCHOBAHKM NPOBEAEHHOM KOMMCCUMEN B COOTBETCTBUM C YACTbIO
15 cTtaTbm 99 3aKoHA, MPABUACOMU BHEMACHOBOW MPOBEPKM MO BOMPOCY CODAIOAEHUS
CyBbeEKTAMU KOHTPOAS TREDOBAHUI 3AKOHA NPK NPOBEAEHUM 3AKynku, Kommneccus
MPULLAQ K CAEAYOLLVM BbIBOACOM.

N3BelleHne o 3akyrnke 27.09.2022 pasMeLLEHO B EANHON MHOOPMALMOHHOM CUCTEME B
cohepe 3aKynoK. B naeelteHme o 3akyrnke M3aMeHeHns He BHOCUAUCH.

HayaAbHAS (MOKCUMOABHAOS) LEHO KOHTPAKTA cocTarAsgeT 5 590 000,00 pybaew.

KOHTPQAKT MO UTOraM NpoBeAEHMST 3AKY MK 3AKA3YMKOM HE 3AKAIOYEH.

CoraacHo 4Yactn 1 CTaTtb 24 3AKOHA 3AKA3YMKM MPW OCYLLECTBAEHUIN 3AKYMOK
MNPUMEHSIIOT KOHKYPEHTHbIE CMOCOObI ONPEAEAEHUS MOCTABLLMKOB (MOAPSIAYMKOB,
NCNOAHUTEAEN) (AQAEE - KOHKYPEHTHBIE CMOCOBBI) NAM OCYLLLECTBASIKOT 3AKYMKN Y
€AVHCTBEHHOIO NOCTABLLMKA (MOARSAYMKA, MCMIOAHUTEAST).,



KOHKYPEHTHBIMK CNOCOBAMM, B TOM YMNCAE SIBASIKOTCSI QY KLUMOHBI (OTKPBITHIM QY KLMOH B
AAEKTPOHHOW QOopMeE (AQAEE - SAEKTPOHHbBIN AYKLMOH), 3AKPbITbIV QYKUMOH, 3AKPbITHIN
AYKUMOH B 9AEKTPOHHOM opMe (AQAEE - 3AKPBITBIN DAEKTPOHHBIV AYKUMOH) (HACTb 2

CTATbM 24 3AKOHQ).

B paccmaTtprBaeMoM CAyyae Bbl6pOH IKOHKYPEHTHbIN cnocob onpeAeneHusI
MOCTABLLUMKA (MOAPRSIAYMKA, MCMTIOAHUTEAST) — SAEKTPOHHbIN AYKLIOH.

CoraacHo 4Yacth 1 cTaTtb 42 3AKOHA MPWt OCYLLECTBAEHMN 3AKY MKW NMYTEM MPOOBEAEHUS
OTKPbITbIX KOHKYPEHTHBIX CNOCOB0B 3AKA34YMK GOPMUPYET C NCMOAb3OBAHVNEM EANHOWM
MHOOPMALMOHHOM CUCTEMDbI, MOAMUCBIBAET Y CUAEHHOW SAEKTPOHHOW MOAMMCHIO AULA,
MMEIOLLErO MPABO AEMCTBOBATb OT MMEHM 3AKA3YMKA, N PA3MELLAET B EANHOM
MHPOPMALMOHHOM CUCTEME M3BELLEHNE OO OCYLLECTBAEHNN 3AKYMKN,

B cuAy 4yacTtn 2 ctatbu 42 3AKOHA M3BeLEHME 06 OCYLLECTBAEHUM 3AKYMKN, ECAU NHOE
He MPeAYCMOTPEHO HACTOSALWMM PeAEePAAbHBIM 3AKOHOM, AOAYKHO COAEPKATb
CAEAYIOLLME DAEKTPOHHBIE AOKYMEHTHI:

1) onMcaHme o6beKTA 3AKYMKN B COOTBETCTBUM CO CTATbEW 33 HOCTOSILLIErO
PeAEepPAAbHOrO 3AKOHA.

B cuAy nonoxkeHn nyHKTa 1 4acth 1 ctaTtbm 33 3AKOHA B ONMMCAHMM OB BbEKTA 3AKY MK
YKQA3bIBAKOTCS QYHKUMOHAABHBIE, TEXHNYECKME N KOYECTBEHHbIE XAPAKTEPUCTUKM,
SKCMAYATAUMOHHBIE XAPAKTEPUCTUKM OO BEKTA 3AKYMNKM (NP HEOBXOANMOCTI).

COrAQCHoO 4YacTu 2 ctaTtbm 33 3aKOHO OnNMCAaHMe 06bEeKTA 3AKYMKM B COOTBETCTBUM C
TPEeBOBAHUSIMU, YKABAHHBIMK B YOCTU 1 HACTOSILLLEN CTATbU, AOAYKHO COAEPIKATH
MOKA3ATEAN, MO3BOASIOLLIVIE OMPEAEAUTE COOTBETCTBME 3AKYNAEMbIX TOBAPA, PABOTHI,
YCAYTN YCTOHOBAEHHbBIM 3AKA3YMKOM TPEOOBAHKSM. [1pU 9TOM YKA3bIBAKOTCS
MAKCUMAOAbHbIE N (MAN) MUHVMMOABHBIE 3HAYEHMS TAOKUX MOKA3aTenem 1 (MAM) 3HOYEHUS]
MOKA3ATEAEN, KOTOPbIE HE MOTIYT U3MEHSITHCSI.

COrAnQCHO M3BELLEHUIO O 3AKYNKE OBBEKTOM SAEKTPOHHOIO AYKLMOHA SIBASIETCSI
MOCTABKA MEANLMHCKNX U3AEANN (DACXOAHDBIX MATEPMAAOB K MHCYAMHOBOW MOMME) AASI
AbFOTHOrO AMOYAATOPHO-NMOANKAMHNYECKOTO (BHE BOABHKLIBY) 0becnedeHnst IPaXKAQH,
MMEIOLLIMX MPABO HA NOAYYEHME FOCY AQPCTBEHHOM COLMOAABHOM MOMOLLIV B BUAE
HOBOPA COLMAABHBIX YCAYT B COOTBETCTBMM CO CT. 6.2 PepAepAAbHOro 3aKOHA OT
17.07.1999 Ne 178-0O3 «O rocy AQPCTBEHHOM COLIMAABHOM MOMOLLIN»,

B nyHkTe 2 « OnMcaHmne o6bekTa 3aKynkn (TPEeOOBAHMS K YHKUMOHAABHBIM,
TEXHNYECKNM U KOYECTBEHHBIM XOPAKTEPUCTUKAM TOBARA)» OMUCAHMSI OOBEKTA 3AKY MKW
N3BELLEHNS O 3AKYMNKE YCTAHOBAEHbI CASAYIOLLIME MOKA3ATEAN MO CMOPHOMY MOAMNYHKTY:

o . Tpebyemoe
HanmeHoBaHMEe nokasaTeAen
n/n 3HOYEeHne
2. PE3EPBYAP AAY NMOMIMbI UIHCY AUHOBOW
COBMECTUMOCTb C UMEIOLLIMMMCS Y 3AKA3YMKA NOMNAMU MHCYAUHOBBIMI
2.2 COOTBETCTBUE

Medtronic MiniMed



B cuAy NyHKTA 3 4OCTU 2 CTATbM 42 3AKOHA M3BELLLEHMNE OB OCYLLECTBAEHNM 3AKYMKA,
€CAU MHOE HE MPEAYCMOTPEHO HACTOSILLMM PepepaAbHBIM 3AKOHOM, AOAMKHO
COAEPKATb TPEBOBAHMUS K COAEPXKAHNIO, COCTABY 3ASIBKM HO y4ACTUE B 3AKYTMKE B
COOTBETCTBUM C HACTOSLLUM PeAEpPAAbHBIM 3AKOHOM 1 MHCTPYKLMIO MO €€ 3ANOAHEHMIO.
My 3TOM HE AOMYCKAETCS YCTAHOBAEHVE TPEDOOBAHMIN, BAEKYLLIVX 30 COBOWM
OrPAHMNYEHNE KOAMYECTBA YHOCTHMKOB 3AKYKM.

B NprKpEenAeHHOM K M3BELLEHNIO O 3AKYyNKe AOKYMEHTE «TpeBOBAHKS K COAEPYKAHUIO,
COCTABY 3QS5IBKM HO YHOCTVE B 3AKYMKE B COOTBETCTBUN C 3AKOHOM O KOHTPAKTHOW
CUCTEME U MHCTPYKLMS MO €€ 3ANOAHEHUIO» NMPUBEAEHA UHCTRYKLMS MO 3ANOAHEHMIO
MHOOPMALMU, NPEAYCMOTPEHHOM «O» MYHKTA 2 YaACTM 1 cTaTbM 43 3aKoHa (AQAee —
NHCTPYKUMS).

B nyHKTe 4 yacTtu IV NpUKPENAEHHOrO K N3BELLEHUIO O 3AKYNKE AOKYMEHTA «TpeboBAHMS
K COAEPIKAHUIO, COCTABY 3ASIBKM HO YHACTUE B 3AKYTKE B COOTBETCTBMM C 3AKOHOM O
KOHTPAKTHOM CUCTEME N MHCTPYKLMS MO €€ 3ANOAHEHMIO» YKA3AHO, YTO B CAYHAE, ECAM
3AKA34YMKOM YCTAHOBAEHO TPeBOBAHME O MOAHOM COOTBETCTBUM NAPAMETRY (B PA3AENE
3HAYEHME NOKA3ATEAS YKA3AHO «HAAMYME», «COOTBETCTBUE?, « AQ» U T.M.), YYOCTHUK
MOMET YKA3ATb TOAbKO MHOOPMALMKO O COOTBETCTBUM, MPU STOM M3MEHEHNE
HOMMEHOBAHMST CAMOIO NMOKA3ATEAS] HE AOMYCKAETCSI.

CorAacHo Yactu 1 cTaTtbi 49 3aKOoHA 3ASIBKA HA YYACTUE B 3AKYMNKE AOAMKHA COAEPIKATb

MHOOPMALMIO N AOKYMEHTbI, MPEAYCMOTPEHHbBIE MOAMYHKTAMK "M" - "'M" NMyHKTA 1,
NOAMNYHKTAMMK "A" - "B" NYHKTA 2, NyHKTOM 5 4acTh 1 cTatbh 43 3AKOHA. 3ASIBKA TAKXKE
MOMET COAEPIKATb MHOOPMALUIO N AOKYMEHTbI, MPEAYCMOTPEHHbIE MOAMYHKTOM A"

NYHKTA 2 4aCTK 1 cTaTb 43 3AKOHQ.

MoANYHKTOM "a" NMyHKTA 2 CTATbU 43 3AKOHA YCTAHOBAEHO, YTO AAST YHACTUS B
KOHKYPEHTHOM Cnocobe 3as1BKA HA YHOCTVE B 3AKYTMKE, ECAU MHOE HE MPEAYCMOTPEHO
HacTosLMM PeAepPAAbHBIM 3AKOHOM, AOAYKHO COAEPYKATb CAEAYIOLLLEE MPEANOKEHNE
YYACTHMKA 3AKYTMKM B OTHOLLEHUM OB BEKTA 3AKYMKM:

C YY4ETOM MOAOYKEHNM HOCTM 2 HOCTOSILLLEN CTATbM XAPAKTEPUCTUKM NPEAAArAEMOro
YYACTHMKOM 3AKYTMK TOBAPA, COOTBETCTBYIOLLME MOKA3ATEASIM, YCTAHOBAEHHBIM B
OMUCAHMM OB BEKTA 3AKYMKN B COOTBETCTBUM C YACTbIO 2 CTATbY 33 HACTOSILLLErO
PeAEepPAAbHOrO 3AKOHA, TOBAPHbBIN 3HAK (MPW HAAMYMK Y TOBAPA TOBAPRHOIO 3HAKA).

3aseKa NHAMBUAYOABHOIO MPEANPUHUMATEAS], MPEACTABAEHHAS B MATEPUMAAbBI AEAQ
ONnepaATOPOM SAEKTPOHHOW NAOLLAAKN, B OTHOLLEHMM XAPAKTEPUCTUK NPEAAAraeMoro
TAKMM YHACTHNKOM 3OKYI'II(I/I TOBAPA COAECPIKNT CASAYIOLLEE:

Tpebyemoe
3HOYEeHune

Nen/n HawumeHoBaHMEe NoKa3ATEAe
PE3EPBYAP AAS NOMIMbl MHCYAUHOBOW
HaumeHoBaHUe B cooTtBeTcTBUU C PY:

Habop cTtepuabHbiX pesepByapos Fast Set-l, BapmaHT ncnoaHeHms FS100, B
cocTaee: peseppyap 1 WT, KOHHEKTOP 1 WT.

PY Ne P3H 2016/3684 ot 18.03.2019

CTpaHa NponCXOXXAEHMSs ToBapa — Kutam (156)



COBMECTUMOCTb C nMetoLiMMmncs y 3adKka34mka nomnamMmmt MHCYAMHOBbIMA
2.2 . g COOTBETCTBUNE
Medtronic MiniMed

Kpome Toro, 3asska VIHAMBUAYAABHOIO MPEANPUHNMATEASI COAEPKUT CAEAYIOLLINE
AOKYMEHTDI:

- PErMCTPAUMOHHOE YaocToBepeHmne Ne P3H 2016_3684 ot 18.03.19,

- MIHCTPYKUMS NO akcnAyataumm FAST SET - |

B cooTBETCTBUM C MOAMYHKTOM «Q» MYyHKTA 1 4aCTK 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) HENPEACTABAEHMS (3A MCKAKOYEHNEM CAYHAEB, MPEAYCMOTPEHHbBIX HACTOSILLIM
PeAepAAbHBIM 3AKOHOM) YYACTHVMKOM 3AKYMKU ONMEPATORY SAEKTPOHHOW MAOLLLIOAKA B
305IBKE HA YYACTUE B 3AKYMKE MHOOPMALNN 1 AOKYMEHTOB, MPEAYCMOTPEHHbIX
n3peleHmem o6 OCyLLLECTBAEHU 3AKYTMKN B COOTBETCTBUM C HACTOSILLIMM PepepaAbHBIM
30KOHOM (3Q UCKAIOYEHMNEM NMHOOPMALMU N AOKYMEHTOB, MPEAYCMOTPEHHbBIX MYHKTAMMN 2
1 3 4yactn 6 ctaTbm 43 HacTosIero PepAepPAAbHOro 3AKOHA), HECOOTBETCTBMS TAKMNX
MHOOPMALMU N AOKYMEHTOB TPEOOBAHUSIM, Y CTAOHOBAEHHBIM B U3BELLLEHNN OO
OCYLLECTBAEHNM 3AKYMKWN;

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

3) HECOOTBETCTBMSI YHOCTHMKA 3AKYMNKM TPEBOBAHKMSIM, Y CTAHOBAEHHBIM B M3BELLIEHNN OO
OCYLLECTBAEHUW 3AKYTKN B COOTBETCTBUM C YOCTbIO 1 CTATbM 31 HOCTOSILLLErO
PeAepPAAbHOrO 3aKOHA, TPEOOBAHKSIM, YCTAHOBAEHHbBIM B M3BELLIEHUN OO
OCYLLECTBAEHUW 3AKYTMKN B COOTBETCTBUM C YaCTIMM 1.1,2 1 2.1 (NpU HOANYUNA TOKNX
TpeboraHMIM) cTaTbM 31 HacTosILEero PeAepaAbHOro 3AKOHA:;

4) npeAyCMOTPEHHBIX HOPMATUBHBIMU MPABOBLIMKN AKTAMMU, MPUHSITBIMU B COOTBETCTBUM
co ctatben 14 HacTosiwero PeAepAAbHOrO 3AKOHA (3a UICKAIOYEHNEM CAYYOER
HEMPEACTABAEHMSI MHOOPMALMN 1 AOKYMEHTOB, MPEAYCMOTPEHHBIX MYHKTOM 5 4acTn |
ctatby 43 HacTosero PeAepaAbHOro 3AKOHA);

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

6) BbISIBAEHMSI OTHECEHWS YYACTHUKA 3AKY KM K OPrOHU3ALMSIM, MPEAYCMOTPEHHbBIM
NyHKTOM 4 cTaTbk 2 PepepanbHOro 3aKoHa OT 4 MoHs 2018 roaa N 127-03 "O mepax
BO3AENCTBUS (MPOTUBOAENCTBIUST) HO HEAPYXKECTBEHHbIE AENCTBUST COEANHEHHDBIX



LLITaTOoB AMEPMKM N MHBIX MHOCTPAHHbBIX TOCYAQPCTB", B CAYYAE OCYLLECTBAEHMS 3AKYMKN
PABOT, YCAYT, BKAKOYEHHbBIX B MEepedeHb, OnpeAeAeHHbIN [NpaBUTEABCTBOM POCCUMIMCKOM
Peapepalym B COOTBETCTBMM C YKA3AHHBIM MYyHKTOM;

7) NPeAYyCMOTPEHHbIX YOCTbIO 6 CTATbM 45 HacTosiLero PeAepPaAbHOrO 30KOHA;

8) BbISIBAEHMSI HEAOCTOBEPHOW MHPOPMALMK, COAEPIKALLENCS B 3ASIBKE HA YHACTME B
3QKyTriKe.

oW 9TOM B COOTBETCTBMM C HOCTbIO 1 CTATbU 27 30KOHA OTKAOHEHME 3A5IBKM HA yyacTtne
B 3AKYTIKE Nno OCHOBAHUSIM, HE MNP EeAYCMOTPEHHBIM HACTOSILLIMM CDeAepG/\beIM 3AKOHOM,
HEe AOMYyCKAETCS.

3 NpOTOKOAQ MOABEAEHNS UTOrOB OMPEAEAEHNS MOCTABLLMKA (MOAPSAUYMKA,
NCroAHMTEAST) OT 07.10.2022 yCTAOHOBAEHO, B TOM YMCAE CAEAYIOLLEE: 3A5IBKA C
NAEHTUDUKALMOHHBIM HOMepom 112723343 (UM UCPADUAOB P.H.O.) OTKAOHEHA
AYKUMOHHOM KOMUCCUEN HO OCHOBAHKM MYyHKTA 8 YacTn 12 cTaTbm 48 3AKOHA:
BbISIBAEHNE HEAOCTOBEPHOW NMHMOPMALIMK, COAEPIKALLENCS B 3ASIBKE HO YY4ACTUE B
3AKyMKe. YYOCTHUKOM B MO3ULUMK 2 MYHKTA 2 «OnMcaHme o6bekTa 3aKynkm (TpeboBaHMS K
OYHKUMOHAABHBIM, TEXHUYECKMM 1 KAYECTBEHHBIM XAPAKTEPUCTVKAM TOBAPRA)»
NPeAAaraeTcst K noctaeske: Habop CTepuAbHbIX pesepryapor Fast Set-l, PY Ne P3H
2016/3684 ot 18.03.2019, CTPAHA MPONCXOXKAEHMSI TOBAPA — KnuTaw.

B n.m. 2.2 XQpakTepnCTUK TOBAPA YKA3AHO HA «COBMECTUMOCTb C MMEKOLLMMUCS Y
3AKA34YMKA MOMMNAMM MHCYAMHOBBIMKM Medtronic MiniMed». O AHAKO, COrAQCHO
MHOOPMALMM NPON3BOAUTEAS — KOMMNAHUK OO0 «MeATPOHUK», YTTIOAHOMOYEHHOI O
NPEeACTABUTEAS! HO Tepputopumn Poccuinckon Geaepaumm KOMMNAHMM «MEeATPOHMK
MunnMeay», CLUA y yKA3aHHOrO HOBOPa CTEPUAbHBIX peaepByapo Fast Set-I (PY Ne P3H
2016/3684 o1 18.03.2019, npon3BoaACTBA KTAM) OTCYTCTBYET COBMECTUMOCTD C MOMMAMM
MHCYAMHOBBIMU Medtronic MiniMed».

HeobxoAMO OTMETUTb, YTO NPV BOZHNKHOBEHUNN Y YAEHOB AYKLMOHHOM KOMUCCUK
COMHEHNN OTHOCUTEABHO AOCTOBEPHOCTN MHPOPMALMUN, YKA3AHHOM B 3A5IBKE YYACTHNKA
3AKYMKK, AYKLMOHHOM KOMUCCUM HEeobXxoAMMO AOKYMEHTAAbHO YCTAHOBUTb AN
OnNpPOBEPrHyTb GAKT NPEACTABASHUS YYACTHMKOM 3AKYMKN B 3Q5IBKE HEAOCTOBEPHbIX
CBEAEHUN O KAQYECTBE, TEXHNYECKUX 1N QYHKLUMNOHAABHbBIX XQPAKTEPUCTUKAX
noeAAadraemMoro K rnoCtaeke Toeapd.

My 3TOM NPABO AYKLMOHHOM KOMUCCUKW HO MPOBEAEHKE MPOBEPKN AOCTOBEPHOCTU
MHOOPMALK 11 CBEAEHNI, MOEACTABAEHHbBIX B 3ASIBKE YYACTHUKOM 3AKYMKN, 3AKPOENAEHO
3AKOHOM, 1 AYKUMOHHASI KOMUCCUS 3AKOHOM HE OrPAHMYEHA B BO3MOYKHOCTM
NCMNOAb30BAHMUSI KAKUX-ANOO MCTOYHNKOB MHOOPMALMN C LEABIO MOATBEPIKAEHNS
AOCTOBEPHOCTU (HEAOCTOBEPHOCTW) YKA3AHHBIX YYOCTHUKAMM 3AKYMK B 3ASIBKAX
CBEAEHNM AU UHDOPMALN,

B npouecce pacCcMOoTpeHNSs 3AsIBKA Y AYKUMOHHOM KOMUCCKUM BO3HUKAN COMHEHMS
OTHOCUTEABHO AOCTOBEPHOCTU MPEACTABAEHHOW VHAMBUAYAABHBIM
NPEANPUHMMATEAEM B 3ASIBKE MHPOPMALMM O COBMECTUMOCTU CTEPUABHbBIX
peseppyapos Fast Set-l, BapraHT ncnoAHeHmst FS100 (PY Ne P3H 2016/3684 o1 18.03.2019,
CTPOHA MPONCXOXKAEHMS TOBAPA - KNTAM) C MOMMAMK MHCYAMHOBBIMKW Medtronic
MiniMed.



06.10.2022 3akazumk HanpaemA 3anpoc OO0 «MeaTpoHMK» (Mcx. Ne 15-02-01-32/14906),
SIBASIHOLLLEMY CS1 YMTOAHOMOYEHHBIM MPEACTABUTEAEM HA TEPPUTOPKUN POCCUNCKON
Peaepauym KomnaHum «MeaATPoHNK MuHMMea», CLUA, NPUAOXKMB TEXHUYECKE
XAPAKTEPUCTUKM MPEAAATAEMOrO YHACTHUKOM 3AKYMKNA C UAEHTUDUKALMOHHBIM
HOMepOM 3asBKkM 112723343 K NOCTOBKE TOBAPA, A TAK YK€ MPOCUA MPEACTABUTD
3AKAKYEHNE O COBMECTUMOCTHU MPEAAArAEMbIX PE3EPBYAPOB AASI MOMIMbl IHCYAMHOBOW:
HOBOP CTEPUAbHBIX pe3epByapos Fast Set-l, BapmaHT ncnoaxenns FS100, B cocTase: |
pe3eppyap WT., KOHHeKTopP 1 wT. (PY Ne P3H 2016/3684 ot 18.03.2019, cTpaHA
NPOUNCXOXKAEHMS TOBAPA - KNTAM) C MMEOLLMMUCS Y 3AKA3YMKA MOMMAMM
MHCYAMHOBBbIMKM Medtronic MiniMed.

Mucbmom ot 07.10.2022 nex. Ne B9-365 OO0 «MeATPOHMK» YKA3AAO, YTO
PErMCTPALNOHHBIE AOCbE HO MeAMUMHCKME n3paennst Medtronic MiniMed He
MOATBEPKAQIOT X COBMECTUMOCTb C MEANLIMHCKMU U3AEANSIMU CTOPOHHMX
MNPOUN3BOANTEAEN, B YHOCTHOCTU C «HABOPAMU MHBA3MOHHBIMUN CTEPUABHBIMU AAS
OAHOPA30BOrO MCMOAb30BAHMS C MPUHAAAEXKHOCTSIMU (PY Ne P3H 2016/3684 ot
18.03.2019), npomnssoacTBa «Ycun Anekc Meaunkan Ko., Ata.», Kutam n ¢ «<Habopom
CTEPUAbHBIX pe3epByapos Fast Set-| (PY Ne P3H 2016/3684 ot 18.03.2019), npon3soACTBA
«Ycnm Anekc Meankana Ko., Ata.», Knutan.

OO0 «MeATPOHMK» TAKMKE COOBLLMAO, YTO MNPU UCMOAb3OBAHUM NHDY 3VMOHHBIX HOBOPOB,
CEHCOPOB CTOPOHHUX Npon3BoanTenen ¢ nomnamm MiniMed kKomnaHmst MeATPOHUK He
MOMET rAPAHTUPOBATb MCMPABHOCTb MHCYAMHOBbBIX MOMT, A TAK YK€ HE HECET
OTBETCTBEHHOCTb 30 BO3MOYKHbIE HEBAQrOMPUSITHLIE COBBLITUS,

Y4nTbIBASI MHGOPMALMIO, MPEACTABAEHHYIO OO0 «MeATPOHVK» , AYKUMOHHAST KOMUCCUS
MNPUHSIAQ pelleHne 06 OTKAOHEHKM 3ASIBKM YHOCTHMKA 3AKYMNKN C UAEHTUOUKALMOHHBIM
Homepom 112723343 (UM UCPADUAOB P.H.O.).

Komumcecren yCTaHOBAEHO, YTO MMCbMO OO0 «MeATPOHUK» - YIIOAHOMOYEHHOTO
NPEACTABUTEAS] HO TeppuTtopumn Poccuinckomn Peaepaumm KOMMAHMM «MeATPOHMK
MuHnMea», CLUA nmenoch y AyKUMOHHOM KOMUCCUM AO HOYOAQ PACCMOTREHMS 3ASIBOK
YYOCTHMKOB 3AKYTMKM, OCHOBAHMM CTABUTb NOA COMHEHNE COAEPXKAHNE AQHHOTO
NMMCbMA Y AYKUMOHHOM KOMUCCUW HE MMEAOCD.

B cootBeTcTBIM C YaCTbto 1 cTaThm 38 PepepanbHOro 3akoHa o1 21.11.2011 Ne 323-03
"O6 OCHOBOX OXPOHbI 3A0P0BbS IPAXKACH B Poccuimcikon Peapepaummn’ (aanee - 3akoH N
323-03) MEANLMHCKUMUM UBAEAUSIMU SIBASIKOTCSI AODObIE MHCTPYMEHTbI, AnnapaTh,
Nnpubopbl, 06OPYAOBAHME, MOTEPUAABI U MPOYNE USAEAUST, MOVUMEHSIEMbIE B
MEAULMHCKMX LEASIX OTAEABHO UAM B COYETAHNM MEXKAY CODOM, A TAKXKE BMECTE C
APYTMMU MOUHOAAEXKHOCTSIMU, HEOOXOANMBIMU AAS MPUMEHEHNS YKA3AHHBIX M3AEAUI
MO HA3HAYEHUIO.

Ha ocHoBaHMM YacT 3 cTatbk 38 3akoHa N 323-O3 obpalleHne MEANLIMHCKNX U3AEAUIA
BKAIOYAET B ceb51 TEXHNYECKMNE NCTbITAOHWS, TOKCUKOAOrMYECKNE NCCAEAOBOHUSI,
KAMHNYECKME NCMBITAHUST, DKCNEPTMUIY KOYECTBA, 2PPEKTUBHOCTU 1 BE30MNACHOCTA
MEANLMHCKNX N3AEANN, NX TOCY AQPRCTBEHHYIO PEMMCTPALMIO, MPOM3BOACTBO,
M3rOTOBAEHME, BBO3 HO TeppuTopuio Poccuinckom Peaepaumm, BbIBO3 C TEPPUTOPUN
Poccumckom Geapepaumm, NOATBEPIKAEHNE COOTBETCTBUS, TOCYAQPCTBEHHbIM KOHTPOAD,
XPAHEHUNE, TOAHCMNOPTUPOBKY , PEAAMIALMIO, MOHTOXK, HOAQAKY , MPUMEHEHME,
SKCNAYQATALMIO, B TOM YACAE TEXHNYECKOE OO CAYXKMBAHME, MOEAYCMOTPEHHOE
HOPMATUBHOM, TEXHNYECKOW 1 (MAN) SKCNAYATALMOHHOM AOKYMEHTALUMNEN



MPOM3BOAUTEAS (M3FOTOBUTEAST), A TAIOKE PEMOHT, YTUANIAUNIO NAN YHUUTOXKEHNE,
MNponspoAnNTEAb (M3rOTOBUTEAD) MEAMLIMHCKOrO N3AEAMS PA3PABATLIBAET TEXHUYECKYIO
N (MAM) DKCNAYATAUMOHHYIO AOKYMEHTALMIO, B COOTBETCTBMN C KOTOPOW
OCYLLECTBASIKOTCS MPOUN3BOACTBO, M3rOTOBAEHME, XPAHEHWNE, TDAHCMNOPTUPOBKA, MOHTOK,
HAAQAKQ, MOUMEHEHME, SKCNAYATALMSI, B TOM YNCAE TEXHUNYECKOE OBCAYXKMBAHME, A
TAIOKE PEMOHT, YTUAMUIAUMS UAN YHULYTOXKEHNE MEAVLIMHCKOrO M3AEAMS. TPebOoBAHMS K
COAEPIKAHMIO TEXHNYECKON N DKCNAYATALMNOHHOW AOKYMEHTALMM MPOU3BOANTEAS
(N3roTOBUTEAS) MEANLMHCKOIrO N3AEANS Y CTAOHABAMBAKOTCS Y MOAHOMOYEHHbBIM
deAEPAAbHBIM OPraHOM NCMOAHUTEABHOM BAQCTU.

B cootBeTcTBUM C No3uumen GepepanbHOM CAYXKObI MO HOA30PRY B chepe
3APABOOXPAHEHMST (POC3APABHAAIOP), M3AOXKEHHOM HEOAHOKPATHO B MMCbMAX, B TOM
ynucae B nncbme o1 22.06.2017 Ne 04-31270/17, COBMECTHASI SKCNAYATALMST OTAEABHO
30PErNCTPUPOBAHHBIX MEAUNLIMHCKUX U3AEAUIA OAHOIO MPOOM3BOAUTEAS U
MNPOVHOAAENHOCTEN APYTOro BO3MOMHA MPU YCAOBUM YKA3AHMS B AOKYMEHTALN
MPOM3BOANTEASI BOBMOYKHOCTU COBMECTHOIO MCMOAb3OBAHUS Y MOATBERIKAEHMS
PE3YAbTATAMW DKCNEPTUI KAYECTBA, 3PPEKTUBHOCTU 1 HEIONACHOCTU MEAMNLIMHCKNX
N3AEAUN, B TOM YNCAE B KOMIMAEKTE PErMCTPALMNOHHOM AOKYMEHTALNN,

Taknm 06pA30M, BO3SMOYKHOCTb SKCMAYATALMM MEAUNLIMHCKOrO 060PY AOBAHMS OAHOMO
MNPOV3BOANTEASI COBMECTHO C MPUHAAAENKHOCTSIMU APYTOrO MPOU3BOAUTEAS
OMNPEAENASIETCS UCKAKOUYNTEABHO MPON3BOAUTEAEM MEAULIMHCKOrO 060PYAOBAHMSI.

NcxoAs M3 BbILLECKA3AHHOMO, MPOU3BOAUTEAD M3AEAMSs «Medtronic MiniMed», CLLA,
AONKEH AQTb OPULMAABHOE PA3PELLEHNE HO MCMNOABb3OBAHMNE PE3EPBYAPOB CTOPOHHMX
NPOUN3BOAUTEAEN AAST TOMM MHCYAMHOBBIX Medtronic MiniMed, 0AHOKO MMCbMOM OT
07.10.2022 ncx. Ne B9-365 OO0 «MeATPOHMK» YKA3AAO, HTO HE MOATBEPIKAQET
COBMECTVMOCTb MEAULMHCKMX N3AEAMI — oMbl MiniMed npon3BoACTBA KOMMAHUMN
MeATPOHMK C MEANUMHCKUMU N3AEAUNSIMUA CTOPOHHMX MOON3BOAUTEAEN, B HOCTHOCTU C
«HabopamMm MHBABMOHHBIMU CTEPUAbHBIMU AAST OAHOPA30BOIO MCMOAb30BAHMUS C
npuHaaAexHocTsMKM (PY Ne P3H 2016/3684 ot 18.03.2019), Npon3BOACTBA «YCW ANEKC
MeanKkan Ko., Ata.», Kutam n ¢ «<cHabopom CTepUAbHbIX peseppyapor Fast Set-I (PY Ne P3H
2016/3684 o1 18.03.2019), npon3BoacTBa «Ycun Anekc Meankaa Ko., Ata.», Kutaw.

B cBOO o4epeAb, MPUAOYKEHHDBIE K 3asiBKE IHAVBUAYOABHOTO MPEANPUHAMATEAS
AOKYMEHTHI:

- pernctpaumoHHoe yaoctorepeHme Ne P3H 2016_3684 ot 18.03.19 He coAEpKUT
MHOOPMALMM O COBMECTVMOCTU CTEPWAbHBIX pe3epByapos Fast Set-I (PY Ne P3H
2016/3684 o1 18.03.2019), npon3soaCTBa KTaiM, C MIHCYAMHOBbBIMI nomnamMm Medtronic
MiniMed;

- MHCTPYKUMS MO aKkCrnAyaTaumm FAST SET — | HE MOXKET SIBASITbCSI HOAAEXKALLIM
MOATBEPKAEHNEM BO3MOYKHOCTN COBMECTHOIO MCMNOAb30OBAHMSI CTEPUABHbBIX
peseppyapos Fast Set-| (PY Ne P3H 2016/3684 o1 18.03.2019), npon3BoACTBA Kntam, C
MHCYAMHOBBIMWM nomMnamm Medtronic MiniMed, TaK KaK MHOOpMALMS, YKA3AHHAS B TAKOM
AOKYMEHTE, HE MOXKET OBACAQTL HOAEE BEICOKMM CTATYCOM MO CPABHEHUNIO C
MHOOPMALMEN, NPEeAOCTABAEHHON YIMOAHOMOYEHHbBIM NPEACTABUTEAEM KOMMAHN
«MeaTpoHK MHMMea», CLUA, SBASIIOLLLIENCS MPOMU3BOAUTEAEM NMOMIM MHCY AVHOBbIX
Medtronic MiniMed.

VHbIX AOKYMEHTOB, MOATBEPIKACIOLLMX COBMECTMMOCTb CTEPUABHBIX Pe3epBYyapoB Fast



Set-I (PY Ne P3H 2016/3684 ot 18.03.2019), npon3soacTBa KTtai, C MHCYAMHOBbBIM
nomnamm Medtronic MiniMed, MHAVBUAYOAbHBIM NPEANMPVHAMATEAEM B 3AS5IBKE HA
ydyacTme B 3aKynke NPUAOXKEHO He BbIAO.

C y4eToM BbILLEYKA3AHHbIX OO CTOSITEALCTB VIHAVBUMAYOABHBIV MOEANPUHUMOTEAD,
YKQ30B B CBOEN 3ASIBKE B OTHOLLEHNN XOPAKTEPUCTUKN «COBMECTUMOCTb C
MMELLIMMNCS Y 3AKA3YMKA NMOMMNAMM MHCYAMHOBBIMM Medtronic MiniMed» (MOANYHKT 2.2
NYHKTA 2 ONMCaHns 06bekTa 3AKYMK) NOKA3aTeAb «COOTBETCTBME» B OTHOLLEHMN
TOBAPA «Pe3epByqp AASI MOMIMbl MHCYAVHOBOM», QAKTUYECKM MPEAOCTABUA
HEAOCTOBEPHbIE CBEAEHMS B OTHOLLEHUNN MPEAAArAEMOro TOBAPA.

CAeAOBATEABHO, NCMOAb3YSI CBEAEHUS, copepykalmecs B nncbme OO0 «MeATPOHNK»
(ncx. Ne 15-02-01-32/14906), siBASIHOLLLErOCST YNOAHOMOYEHHBIM MPEACTABUTEAEM HA
TeppuTopumn Poccumcrkon Peapepaumm KOMNAHUM «MeaTpoHK MuHnMeay, CLLA, (oT
07.10.2022 ncx. Ne B9-365), siBASIOLLENCS MPOM3BOAUTEAEM MOMM MHCYAMHOBBIX Medtronic
MiniMed, AyKUMOHHQAST KOMUCCUST AENCTBOBAAQ B COOTBETCTBMIM C MOAOXKEHNSIMUN
M3BELLEHMS O 3aKyrnKe 1 TPeboBAHUSIMW MYHKTA 8 YacTu 12 ctaTbm 48 3AKOHA.

Takm 06pa3om, KOMUCCUST MOUXOAMT K BBIBOAY , YTO BbILLEYKA3OHHOE OCHOBAHME
OTKAOHEHWIST 3A51BKU 3ASIBUTEAS], U3AOMEHHOE B MPOTOKOAE NMOABEAEHUS UTOMOB, HE
NPOTUBOPEYNT MOAOYKEHNSIMMN 3AKOHOAQTEALCTBA Poccuinckon Geaepaumm o
KOHTPAKTHOM CUCTEME.

AOBOA O HEMPABOMEPHOM OTKAOHEHMM AYKLMNOHHOW KOMUCCUEN 3ASIBKN
NHAMBUAYOABHOIO MPEAMPUHUMATEAST HO YHACTUE B 3AKYMKE NPU3HAH KoMuccuen
HeEOBOCHOBOHHbBIM.

BmecTe ¢ TeM Ha 3aceaAaHn Kommccum 3asiBUTEAEM MPEACTABAEH PSIA AOKYMEHTOB,
KOTOpPbIE, MO MHEHWIO NHAMBUAYOABHOIO MPEANPUHUMATEAS], CBUAETEABCTBYIOT O
COBMECTUMOCTM TOBAPA - HOBOPA CTEPUAbHBIX pe3eppyapos Fast Set-1 (PY Ne P3H
2016/3684 o1 18.03.2019), npon3soaCTBA KTaiM, C MIHCYAMHOBbBIMI NoMnamMm Medtronic
MiniMed: permctpaumoHHoe yaocTtoeepenmne Ne P3H 2016_3684 ot 18.03.19, MHCTpYKUMS
no akcnayataumm FAST SET - |, nimcbmo Ne 3/87/21 o1 06.05.2021 rAGBHOIro BHELLTATHOrO
AETCKOro CneumaAncTa aHAOKPUHOAOra MuHaapaesa Poccun, akaaemun PAH
B.A.NeTepkoBa, oT4eT 06 MCMBITAOHWSIX HO COBMECTUMOCTb Anekc MeanKAA, AKT OLEHKU
PE3YAbTATOB KAMHNYECKUNX UCTBbITAOHUA Meamn3aenin Ne 436/12 ot 18.12.2015, nporpamma
NPOBEAEHNS KAUHUYECKMX MCMbITAHMIN 436/12 o1 04.12.2015, NPOTOKOA OLEHKMN
COOTBETCTBUSI MEAULIMHCKOrO UBAEAUS B DOPME KAUHNYECKMX UCTIbITOHMIN Ne 436/12 oT
18.12.2015, MpOTOKOA CPABHEHMUS TEXHUYECKMX XapakTepmncTmk Ne 2015-209.1 ot 14
Aekabpsa 2015 roaa.

Kak 6bIAO OTMEYEHO PaHEE BO3MOXKHOCTb SKCMAYATALMU MEANLIMHCKOrO N3AEAUS
OAHOIO MPOUIBOAUTEASI COBMECTHO C MPUHAAAEXKHOCTSIMU APYFOro NPOM3BOAUTEAS,
cornacHo PepepanbHomy 3akoHy oT 21.11.2011 N 323-O3 onpeaensietcs
NCKAKOYNTEABHO MPOM3BOANTEAEM MEANLIMHCKOrO M3AEAMSI. B MPUAOYKEHHDIX
3a9BUTEAEM AOKYMEHTAX OTCYTCTBYET KAKAS-ANOO MHOOPMALMS OT MPOUIBOAUTEAS
nomMn NHCYAMHoBbIX Medtronic MiniMed, CBMAETEABCTBYIOLLLAST O BO3MOMHOCTU
MCMNOAb30OBAHUS X COBMECTHO C pe3epryapamm Fast Set-l, Kutanm.

OTHOCUTEABHO YK€ BbILLENEPEYNCAEHHBIX AOKYMEHTOB, MPEACTABAEHHbBIX 3ASIBUTEAEM,
HeobXoAMMO OTMETUTDb, 4TO Komumccus Tyabckoro Y DAC He MOXKET CAEAOTb BbIBOA O
COBMECTVIMOCTV TOBAPA «HADBOP CTEPUAbHBIX pesepByapos Fast Set-I (PY Ne P3H



2016/3684 o1 18.03.2019), npon3soaCcTsa Kutam», C MIHCY AMHOBBIMK NoMnamm Medtronic
MiniMed, Tak Kak He 0OBAOAQET MOAHOMOUYMSIMU B CHEPE BbIACUM 3AKAIOYEHUST O
COBMECTVIMOCTV/ TOBAPOB, B TOM YNCAE B BUAY OTCYTCTBMSI CNEUMAABHbBIX MO3HAHNI.

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

PELLNAA:

MPK3HATL XKAAODBY 3ASBUTEASI HO AENCTBUS AYKUMOHHOW KOMUCCHN HEOOOCHOBAHHOWN.,

PelwweHne Kommccrm MoyKeT BbiTb 0OB6XKAAOBOHO B Cy AEOHOM MOPSIAKE B COOTBETCTBUM C
yacTbio 9 ctatbm 106 3aKOHQ.

[MpeaceapaTens Kommccun:
3AMECTUTEADL MNPeACEAATEAS Kommnccuu:

YaeH Komunuccunm:
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