PELLEHWNE Ne 054/06/49-171/2024

«25» gHBaps 2024 ropa r.
HoBocmnbupck

Komucecua YnpaesaeHnss GepAepaAbHOM AHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAIKD B chepe 3akynok (Kommcecnsa Hosocrbupckoro YPAC Poccum) B
COCTOBE:!

<.>
B MPUCYTCTBUN MPEACTOBUTEASIA:

3akasyuka — [BY3 HCO «bepACKasl LEHTPOAbHAST FTOPOACKAS OOAbHULQOY: (no
AOBEPEHHOCTWN),

noaareAs anobbr— OO0 «Centnko»: (Mo AOBEPEHHOCTU),

PAOCCMOTPER B AMUCTAHUMOHHOM pexkmMme >>anoby OOO «Centko» Ha AENCTBUS
AYKUMOHHOM KOMUCCUM 3akasumka — [BY3 HCO «bepaACKast LEHTPAAbHAST FTOpPOACKAS
BOABHVLA» MPU MPOBEAEHUMN DAEKTPOHHOro aykumoHa Ne 0351300050223000479 Ha
NOCTOBKY MEAUNUMHCKUX PACXOAHBIX MATEPMAAOB (HOBOPA  AHMMOrPADUNYECKOrO),
HAYAAbHAST (MAKCUMOABbHAS) LeHa KoHTpakTa 434 406,00 py6.,

YCTAHOBUAA:

B Horocumbupcrkoe YOAC Poccurm obpatmaocb OOO «Centuko» C >KAA0OB0M HO AENCTBUS
AYKUMOHHOM KOMUCCUM 3akasumka — [BY3 HCO «bepaACKast LEHTPAAbHAST FOPOACKAS
BOABHMLO» MPU MPOBEAEHUMN DAEKTPOHHOro aykumoHa Ne 0351300050223000479 Ha
NOCTABKY MEAULMHCKMX PACXOAHBIX MATEPUAAOB (HOBOPA AHMMOrPAPNYECKOTO).

B cooTBETCTBMM C M3BELLEHVMEM O MPOBEAEHNN SAEKTPOHHOrO AYKUMOHA, MPOTOKOAOMM,
COCTABAEHHBIMU MPU NpoBeAEHNIN 3AKYTIKW.

1) n3BeLLeHre O NPOBEAEHNN SAEKTPOHHOIO AYKUMOHA pa3mMelleHo B EVMC 27.12.2023 r.;
2) AQTA OKOHYAHMST CPOKA MOAQYM 3ASIBOK HA y4aCTME B AyKumoHe 15.01.2024 r.;
3) HA y4yaCTME B AYKUMOHE NOAQHO 3 3ASIBKU;

4) B PE3yAbTATE PACCMOTPEHMS 3ASIBOK HA YYACTVE B SASKTPOHHOM QYKLMOHE 3 3ASIBKA
ObIAVM  MPU3HOHBI  COOTBETCTBYIOLWMMKY  TPEOOBOHMSM  U3BELLEHUST O MPOBEAESHUM
SAEKTPOHHOIrO AYKLMOHQ;

5) nobeanTeEAEM SAEKTPOHHOIrO AyKUMOHA NPU3HAHO OO0 «KynoAMeA» C NPEAAOKEHNEM
O LeHe KOHTPAKTA B padmepe 145 526,01 py6b.

Cytb >xarobbl OO0 «CenTnKo» 3aKAIOHAETCS B CAEAYIOLLLEM.

B ommcaHMm o0BbekTa 3AKYMNKM 3AKA3YMKOM ObIAO  YKA3AHO HA COBMECTUMOCTb
3AKYyNAeMbIX PACXOAHBIX MATEPUAAOB (HOBOPA AHMMOrPAPUIYECKOro) C UHLEKLMOHHOW
cuctemon «MEDRAD Salient», umetowencs y 3aKkasdmika.



OAHOKO, NOBeAnTEAEM DAEKTPOHHOrO AYKUMOHA OblA MPU3HOH Yy4acTHUK - OOO
«KynoAmea», NPEeAAOKMBLUMM K MOCTABKE TOBAP, CTPAHOW MPOUCXOMAEHMST KOTOPOro
aBAsieTcst Kutaw.

MO MHEHMIO MOAQTEAS! MAAODbI, DKCMAYATALUMS MEAUNLUMHCKOrO 0BOPYAOBAHMSI OAHOIC
MOON3BOANTEASI COBMECTHO C PACXOAHBIMU MATEPUOAAMU APYTOrO MPOU3BOAUTEAS
OMPEAEASIETCS MPOON3BOANUTEAEM MEAMLIMHCKOrO 060PY AOBOHWSI.

NoaaTeneM >KOAOBbLI OblA HAMPABAEH 3AMNPOC  YNOAHOMOYEHHOMY MPEACTABUTEAID
KOMMNAHUN-MPOUN3BOAUTEAS (Imaxeon Pty Ltd, Australia UMAKCEOH) MHBbEKLMOHHbIX CUCTEM
«MEDRAD Salient» AO «<BAVEPS».

B MHOOPMALMOHHBIM McbMe AO «BAVEP» (ncx. Ne 02-17.01/2024-BD ot 17.01.2024 r.) 6bIAC
NPEACTOBAEHA MHOOPMALMST O MepedHe COBMECTUMbIX PACXOAHBIX MATEPUAAOB, B TOM
4YMCAE, K MHbeKUMOHHOM cucteme «MEDRAD Salient», a Takyke O TOM, YTO FApPAHTUNHDBIE
obsazatensctea AO  «BAMEP»  paAChpPOCTPAHSIIOTCST HA  MHBbEKUMOHHBIE  CUCTEMb,
NCMNOAb3yEMbIE C COBMECTUMBbIMA PACXOAHBIMYA MATEPUAAAMU, PEKOMEHAOBOAHHBIMU
KOMMAHUSIMU-MIDOU3BOAUTEASIMUN  MHBEKUMOHHBIX  cucteM «Medrad» n  MNpoLleALLnMUN
NCMNbITAHUST  KOMMAHUW-TIOOM3BOAUTEAEN HA  COBMECTUMOCTb C  UHbEKUMOHHBIMU
CUCTEMAOMMU,

TakM 0BPA3OM, MO MHEHUIO MOAAQTEAST MAAODbBI, 3AKA3YMK HEMPABOMEPHO AOMYCTUA
3aaeky OOO «Kyrnoamea» K y4ACTUIO B DAEKTPOHHOM AyKLMOHE.

Kpome Toro, Ha cante PIbY «BHUNNMT» Poc3apABHAA30PA OTCYTCTBYIOT CBEAEHUS O
BO3MOXXHOCTM UCMOAb3OBAHKMSI npeaAaraemoro OOO  «KynoAmeap» MEAMUMHCKOro
N3AEANS COBMECTHO C MMEIOLLMMCS Y 3AKA34YMKA 0OOPYAOBOHVEM.

rby3 HCO «BbepaAckas LeHTPAAbHAS roOpOACKAs BOAPHULQ» B BO3PAXKEHUSIX HA XXAAODY
OO0 «Cermuko» B MNOAHOM obbemMe NMoAAEPXKAAO PE3YAbTATbl ONMpPeAEAeHUs NOCTABLUMKA
(MoAPSAYNKA, UCTIOAHUTEAS).

N3yuns npeacraBaeHHble Marepuasbl U A0BoAbl, Kommccua Hosocubupckoro YDAC
Poccum NnpULLAQ K CAEAYIOLLUM B bIBOAQM.

B cooteeTcTtBMM C Nn. «a» .1 4.5 c1.49 QeapepanbHoro 3akoHa ot 05.04.2013 Ne 44-P3 «O
KOHTPAKTHOM CUCTEME B chepe 3aKyNnoK TOBAPOB, PABOT, YCAYr AASl obBecrnedyeHus
FOCYAQPCTBEHHbBIX M MYHULIMMAABHBIX HY)KA» (ACAEE — BAKOH O KOHTPAKTHOM CUCTEME) HE
No3AHEE ABYX PABOUYMX AHEN CO AHSI, CAEAYIOLEro 30 AQTON OKOHYOHMS CPOKA MOAQUN
305IBOK HA y4ACTME B 3AKYMKE, HO HE Mo3AHEEe AQTHl MOABEAEHNS UTOMOB ONPEAESASHUS
MOCTOBLUMKA  (MOAPSIAYMKA,  UCTIOAHUTEAS), YCTAHOBAEHHOM B U3BELleHUn 06
OCYLLECTBAEHUM  3CAKYMKW,  YAEHbl  KOMUCCUM MO  OCYLLECTBAEHWUIO  3AKYTMOK
PACCMATPVBAIOT  3ASBKM HA  Y4OCTME B 3AKYNKE, WHOOPMALMIO U AOKYMEHTHI,
HAMPABAEHHbBIE ONMEPATOPOM SAEKTPOHHOW MAOLLIAAKMA B COOTBETCTBUM C MYHKTOM 4 YOCTU
4 AQHHOW CTATbU, V1 MPUHMMAIOT PELLEHNE O MPUIHAHUM 3ASIBKM HA yYaCTME B 3AKYMKE
COOTBETCTBYIOLLEN N3BELLEHMIO 06 OCYLLIECTBASHUM 3AKYTKNA UAU OO OTKAOHEHMU 3ASIBKI
HO Yy4aCTVE B 3AKYMNKE MO OCHOBOHWSIM, MPEAYCMOTPEHHBIM MyHKTAMM 1 - 8 yactn 12
cTaTtbm 48 AaHHOro PeaAepPaAbHOro 3AKOHA.

Komuncecumsa Hosocnbupckoro YPAC Poccum yCTOHOBUAQ, 4YTO OOBEKTOM  3AKYMKU
SIBASIKOTCS PACXOAHBIE MATEPUAABI (HOBOP AHIMOTPADUYECKNI).



B cootBetctBMM € 4. 1 cT. 38 PepepanbHoro 3akoHa ot 21.11.2011 r. Ne 323-03 «O6
OCHOBQX OXPQAHbI 3A0POBbST MPAXKAQH B Poccumckon Peapepaumn» (aoanee- 3aKoH 06
OCHOBQX OXPQHbI 3A0POBbLSI) MEANLMHCKUMM USAEAUSIMUA SIBASIKOTCSI AOBBIE MHCTPYMEHTHI,
annapaThl, NPUBoPLI, 0BOPYAOBAHME, MATEPUAABI 1 MPOYNE UBAEANS, MOUMEHSIEMbIE B
MEAVLUVHCKNX LEASIX OTAEAbHO MAM B COYETAHUN MEXKAY COBOM, A TAKXKE BMECTe C
ARYTMMU MPUHOAAEYKHOCTSIMU, HEOBXOAMMBIMU AAST MPUMEHEHUS YKA3AHHBIX N3AEANA MO
HA3HAYEHMIO, BKAIOYAST CMELMAABHOE NMPOrpPAMMHOe obecnedyeHre, 1 NpeAHA3HAYEHHbIE
NPON3BOAUTEAEM  AASl  MPODUACKTUKA,  AUAFHOCTUKM, ASYEHUST U MEANUMHCKOW
peabnAnTaUMM  3000AEBOHNN, MOHUTOPUHIA  COCTOSIHMSI  OPraHM3MA  YEeAOBEKA,
NPOBEAEHNST MEANLMHCKUX NCCAEAOBAHUN, BOCCTAOHOBAEHMS, 3AMELLEHUS], U3MEHEHMS
OHATOMUYECKOW CTPYKTYpbl NAV DOUBNOAOTUYECKUX  DYHKLIN OPraHmMama,
NPEAOTBPALLEHNST VAU MPEPLIBAHUST OEPEMEHHOCTMN, QYHKLUMOHOABHOE HOABHAYEHME
KOTOPbIX HEe peaAMsyetcsl nytemM  GAPMAKOAOTMYECKOro,  MMMYHOAOrMYECKOro,
FEHETUYECKOTO WAM  METABOANYECKOTO BO3AENCTBMSI HA  OPraHM3M  YEAOBEKA.
MeAVUMHCKME N3AEANS MOTYT NPU3HABATHCS B3AMO3AMEHSIEMbIMU, ECAV OHU CPABHVIMBb
N0 OYHKUMOHAABHOMY HA3HAYEHWIO, KOYECTBEHHBIM U TEXHUYECKMM XAPAKTEPUCTUKAM U
CnoCcObHbl 3AMEHUTb APYT APYIQ.

B coOOTBETCTBMM C OMMCOHMEM OObBEKTA 3AKYMKM K MOCTAaBKE HeobxoauM HaBop
AHrMorpadUYecKknin K MHbeKUMoHHoM cucteme «MEDRAD Salient,

Nayume 3asaeky nobeauntens 3akynkm (OOO «Kynoamea»), Kommccung HoBocnbunpcKkoro
YOAC yctaHoBUMAQ, 4TO OOO «KynoAmea» MPEAAOXKUAO K MOCTABKE MEAULIMHCKMNE
n3penmnst npomseopactea «Wuxi Yushou Medical Appliances Co. Ltd.» («<Ycu tOnwoy
Meaukan 3naaeHcns Ko. Ata.», Kutawm, permnctpaumoHHoe yaoctoBeperHne NePC3
2009/03698 ot 31.03.2023).

CornacHO  pasbsiCHeHnsM  PepepanbHOM  CAYXKObl MO HOA30PY B Cchepe
3ApaBooxpaHeHust ot 056.02.2018 r. Ne (09-C-571-1414 BO3MOMKHOCTb 3KCMAYyATAUMM
MeANLMHCKOro 0B0PYAOBAHUS OAHOro NPOUN3BOAUTEANSI COBMECTHO C
NPUHOAAEXHOCTSIMU  APYTOrO  MPOU3BOAUTEASI  OMPEAEASIETCSI  MPOUIBOAUTEAEM
MEAULUMHCKOrO 0B0opyAOBAHUS. COBMECTHOE MPUMEHEHME TAKMX M3AEAn  Bes
NPOBEAEHHbIX SKCMNEepPTU3 HO COBMECTUMOCTb MOXKET MPUMBECTU K MPUYMHEHMIO BpeAd
YKN3HM, BAOPOBbLIO MPAMKACH Y MEANUMHCKNX PABOTHMKOB.

B cootBeTCTBMM C  MCbMOM  YMNOAHOMOYEHHOrO  MPEACTOBUTEASI  KOMMAHUIA-
NPOUN3BOAUTEAEN NHBEKUMOHHBIX CUCTEM U PACXOAHBIX MATEPUAAOBR K WMHBEKUMOHHBIM
cuctemam «Bayer Medical Care Inc.» («banep Meaunkan Kaa UHk.», CLLUA) n «Imaxeon PTY
LTD» («MImakceoH Tn Tn Yam Ata», Actpaams) AO «bamep» Ne 01-17.01/2024-BD ot
17.01.2024 r., HO Tepputopun Poccumckom Pepepaumn, PACXOAHBIE MATEPUAADI
npounseoacTesa «Wuxi Yushou Medical Appliances Co. Ltd» («¥Ycu IOnwoy Meankan
2nanaeHcns Ko. Ata.», Kntam, pernctpaumoHHoe yaoctoeperHmne Ned@C3 2009/03698 ot
31.03.2023), «Shenzhen Antmed Co. Ltd» («llaHb)eHb AHTMea Ko. Ata.», Kutam,
perncTpaumoHHoe yaoctoseperne Ne P3H 2021/13604 ot 25.07.2022 r.); «UNION MEDICAL
SHENZHEN CO. LID» («OHWOH MEAUKAA LUSHBYKSHDb KO. ATA.», Kutaw,
PErnmcTpaumoHHoe yaocTtoeepeHne Ne P3H 2022/18012 17.08.2022), He SBASIHOTCS
COBMECTVMbIMA C  UMHBEKUMOHHBbIMKN cncTemammn MEDRAD, TaK KOK He MNpOXOAUAU
NCMBITOHWM KOMMOHUM-NOON3BOANTEAEN MHBbEKUMOHHBIX cncteM MEDRAD 1 AO «BANEP»,
X YMNOAHOMOYEHHOro MPEACTOBUTEAST HA TeppuTtopun Poccunckonm Peapepaumm Ha
COBMECTMMOCTb C MHbEKUMOHHbIMKW cncTtemamm MEDRAD.

B cBSI3W C U3AOXKeHHbIM, AO «BAMEP», OCyLLIECTBASIOLLEE MOCTABKY, B TOM YMUCAE,



MHbEKUMOHHbBIX cncTeM «MEDRAD», HE MOXXET NOATBEPANTL COBMECTUMOCTb PACXOAHbBIX
MAOTEPUAAOB MHBIX MPOOUN3BOANTEAEN C MHBEKUMOHHBIMU CUCTEMAMM U, CAEAOBATEABHO, HE
rApPAHTUPYET 6E30MACHOCTb MCMOAb30OBAHMST MHBEKUMOHHBIX CUCTEM AAST ONEPATOPOB
0O0OpPYAOBAHMST 1 MAUMEHTOB B CAYYAE MPUMEHEHNST C MHBbEKUMOHHBIMWA CUCTEMAMM
PACXOAHBIX MATEPUAAOB MHBIX MPOOU3BOAUTEAEN.

BmecTe € TeM, B COOTBETCTBUM C MO3MUMEN POC3APABHAA3OPA, NBAOXKEHHOM B MMCbME OT
20.05.2022 Ne 10-30847/22, eCAU PACXOAHbIE MOTEPUAADI (aHaAOTW),
30PErnCTPUPOBAHHBIE B YCTOHOBAEHHOM MOPSIAKE, YCMNELWHO MPOLWAM UCCAEAOBAHMS
(MCMBITAHUS)  C  MEAUVUMHCKUM  UBAEAMEM, 4YTO TMOATBEPXKAQETCS  MHOOPMAUMEN,
COAEPIKALWLENCSIT B PEMMCTPAUMOHHOM AOCbE  AQHHBIX PACXOAHBIX  MATEPUAAOM
(OHOAOroB), TO MOTPEDUTEAL BMPOBE MCMOAB30OBATb UX HAPSIAY C OPUIMHOAbHBIMM
PACXOAHBIMM MATEPMAAOMM (QHOAOTAOMU) HE3ABMCUMO OT TOrO, €CTb AU PA3PELLIEHNE
NPON3BOANTEASI OCHOBHOIO MEAMLIMHCKOrO N3AEAMSI.

B cootBetcTBMM C 4.4 CT.38 3aKOHO OO OCHOBAX OXPAHbl 3A0POBbSI HO TEPPUTOPUM
Poccuinckomn  Pepepaumm  paspellaeTtcst  obpalleHne  MEeAVUMHCKUX — U3AEAUN,
30PErMCTPUPOBAHHBIX B MOPSIAKE, YCTAOHOBAEHHOM [lpaBUTEABCTBOM PoccumincKom
Peaepaumm, YyIOAHOMOYEHHBIM MM PEAEPAAbHBIM OPIAHOM UCMOAHUTEABHOWM BACCTW.

MopsSIAOK  FTOCYAQPCTBEHHOWM PErUCTRPAUMM  MEAUUMHCKMX  UBAEAUN, TMOAAEKALLMX
obpalleHnto  Ha Tepputopun  Poccumckon  ®Peaepaunn, YCTAHOBAEH MPABUAAMM
FOCYAQPCTBEHHOMN perncTpaumm MEANLMHCKUX N3AEAUN, YTBEPIKAEHHBIMU
MNMoctaHoBAeHeM [Mpaeutenbctsa Poccumckon Peaepaumm ot 27 aekabps 2012 r. Ne
1416 (panee - [paBnAQ).

B cooteetctBUMM C N.6 [TPABUA AOKYMEHTOM, MOATBEPKAAOWMM QAKT rOCY AQPCTBEHHOM
PErmcTpPaAUM MEAMLIMHCKOrO U3AEAUSI, SIBASIETCSI PEMTMCTPALUMOHHOE YAOCTOBEPEHME HA
MEAWMLMHCKOE N3AEAME,

CoranacHo nn. «m» .10 TIPOBUA AASI TOCYAQPCTBEHHOM PErncTpaumMm MeANLMHCKOro
N3AEAMS (30 UCKAIOYEHUEM MEAULMHCKUX UIASAUM, BKAIOYEHHBIX B MNepeyeHb)
NOEACTOBASIETCSI SKCMNAYOTALMOHHAS AOKYMEHTALMS MPOU3BOAUTEAST (M3rOTOBUTEAS) HA
MEAULMHCKOE N3ASAME, B TOM YNCAE, UHCTPYKLMS MO MPUMEHEHNIO UAU PYKOBOACTBO MO
SKCMNAYATALMN MEAULIMHCKOrO U3ASAMSI.

CornacHo nn.14 n.6 TpPebOBAHUN K COAEPYKAHUID TEXHNYECKOM U DKCMAYATALMOHHOMN
AOKYMEHTALMM MPON3BOAUTENST (M3rOTOBUTEAST) MEANLIMHCKOrO U3AEAUST, YTBEPIKAEHHDIX
MNpuvkasom MwuHsapaea Poccum ot 19012017 N 11H (Aanee - TpeboBaHMS),
SKCMAYATAUMOHHAST AOKYMEHTAUMST MPOU3BOAUTEAST (M3rOTOBUTEAS) HA MEAMUMHCKOE
N3AEAME, MPEACTABASIEMAST MPOOU3BOAUTEAEM (M3FOTOBUTEAEM) UAM YITOAHOMOYEHHBIM
NPEACTOBUTEAEM MPOU3BOAUTEAST (M3rOTOBUTEAST), B COCTABE PEMMCTPALMOHHOIO AOChbe
HO  MEAVUMHCKOE U3AEAME, 30 UCKAIOYEHMEM  MPOrpPAMMHOro  obecnedeHus,
SBASIIOLLEroCsl  MEAUUMHCKUM  U3AEAMEM,  AOMNKHA  COAEPXATb  MHOOPMAUMIO,
HEODXOAMMYIO  AAST UAEHTUOUKALMN  MEAUVLMHCKUX UBAEAUM C  LUEAbKD MNOAYHEHUS
6e30nacHOM KOMOUHALMW, 1 MHOOPMALMIO OO M3BECTHBIX OrPAHNYEHKSIX MO COBMECTHOMY
MCMOAb3OBAHNIO MEAVLMHCKMX NBAEAUN (AAST MEAVNLMHCKUX M3AEAVIA, NPEAHA3HAYEHHDBIX
ANSl  UCMOAB3OBAHUSI BMECTe C  APYTUMU  MEAULMHCKUMU  U3AEAUSIMU N (MAN)
NPUHAAAENKHOCTSIMW).

CAEAOBATEABHO, B SKCMAYATALUMOHHOM AOKYMEHTAUUN MPOU3BOAUTEAST YKA3bIBAETCS
MHOOPMALMS O COBMEeCTUMOCTUN AN HECOBMECTMMOCTN MEAMUMHCKOIO N3AEANS MPU erc



NCMNOAb3OBAHNN C APYTUMU MEANUNHCKNMU N3AEANSIMIA.

B cootBerctBMM C n.13 TIpaBUA 3QSBAEHME O peErncTpaumMm M AOKYMEHTHI,
NPEAYCMOTPEHHbIE MYyHKTOM 10 AQHHBIX [1POBUA, MPEACTABASIOTCSI 3ASIBUTEAEM B
PErMCTPUPYIOLWMIA OPIaH.

B cooteetrcteum Cc .15 MpaBuA B TedeHne 5 paboumx AHEM CO AHSI MOCTYMNAEHMUS
3ASIBAEHUSI O PErNCTPAUMMN N AOKYMEHTOB, MNPEAYCMOTPEHHBIX MYHKTOM 10 AQHHbIX
[NPOBUA, PErNCTPUPYIOLLNMA OPraH MPOBOAUT MPOBEPKY MOAHOTH M AOCTOBEPHOCTU
COAEPIKALLMXCSI B HUX CBEAEHWA, B TOM YUCAE MyTEM CPABHEHUST TAKMX CBEAEHWNA CO
CBEAEHVSIMU, MPEACTAOBAEHHBIMUN B MOPSIAKE MEXBEAOMCTBEHHOMO MHPOPMALUMOHHOIO
B3AVIMOAENCTBUSI.

CornacHo n.17 MpaBUA B TedeHne 3 paboumx AHEN CO AHS MPEACTABAEHUST HOAAEXKALLNM
0BpPA30M OPOPMAEHHOIO 3ASIBAEHUST O PETMCTPALMN N B MOAHOM OBbEME AOKYMEHTOB,
NPEAYCMOTPEHHbBIX MYHKTOM 10 AQHHBIX [paBUA, A TAKXKE B CAy4Yae yCTpaHeHust B 30-
AHEBHbIN  CPOK BbISIBAEHHbIX HApylweHrn un  (MAKN) MNPEACTABAEHUST  AOKYMEHTOB,
NPEAYCMOTPEHHBIX MYHKTOM 10 AQHHBIX [IPABUA, PEMCTPUPRYIOLWNA OPraH MPUHUMAET
peLleHe O HO4YaAe roCy AQPCTBEHHOM perncTpaunin MeANLNHCKNX N3AEANN.

MyHkToMm 20 MNPaBUA NMPEAYCMOTPEHO, YTO B TeYeHne 3 pabodnx AHEW CO AHS MPUHSTAS
PeLleHnsT O HAYOAE TOCYAQPCTBEHHOM PErMCTPAUMN MEAUUMHCKMX Un3peAn  (3a
NCKAIOYEHNEM MEAULMHCKUX U3BAEAUN, BKAIOYEHHBIX B MEPEYEHb) PErnCTPUPYOLWMN
OpPraH OQOPMASIET U BLIAGET 30AQHME HA MPOBEAEHME SKCMEPTU3bl KAYECTBA,
SPPEKTVBHOCTM M BOE30MACHOCT  MEAULMHCKOTO  U3AEAUsT  PEAEPAAbHOMY
FOCYAQPCTBEHHOMY  BIOAXKETHOMY  YYPENKAEHMIO,  HOXOASILEMYCSI B BEAEHUU
PErMCTPUPYHIOLLENO OPraHa.

B cootBetctBMM C N.5 [IPABUA TOCYAQPRCTBEHHAST PErMCTPAUMST MEAVNLMHCKUNX U3AEANN
NPOBOAMTCST HO OCHOBOHWKM PE3YABTATOB TEXHUYECKMX UCTIBITAHUM, TOKCUKOAOIMYECKIMX
NCCAEAOBOHUN, KAVHUYECKUX WCTBITAHUM, MPEACTOBASIOLLMX COBOM OPMbl  OLEHKMU
COOTBETCTBMSI MEAULMHCKMX UBAEAUMA C YYETOM KAQCCUOUKALMM B 30BUCUMMOCTU OT
NOTEHUMAABHOIO PUCKA UX MPUMEHEHUS!, N SKCNepTn3bl KA4YeCcTBA, 9PPEKTUBHOCTU U
6€30MNAaCHOCTU MEAULMHCKNX UBAEAUA C YYETOM KAACCUPUKAUMM B 3ABUCUMOCTU OT
NOTEHUMAABHOIO PUCKA X MPOUMEHEHWS, A TAKIKE NCMBITAHUN B LEASIX YTBEPXKAEHMS TUMA
CpPeACTB M3MepeHni (B OTHOLLEHNMN MEANUMHCKUNX NBAEAMIN, OTHOCSILLIMXCST K CPEACTBAM
N3MEPEHUN B ChEepEe TFOCYAQPCTBEHHOIO PEryAUMPOBAHMSI OBecneyeHms eAMHCTBA
M3MEPEHNIN, MNepedYeHb KOTOPLIX YTBEPIXKAAETCST MUMHUCTEPCTBOM  3APOBOOXPAHEHMS
Poccumckom Qeapepaumm).

CoranacHo n.21 TpaBUA 3KCNEPTV3A KAYECTBA, IPPEKTVBHOCTM M  HEe30MacHOCTU
MEAMLMHCKOrO  MU3AEAUST TMPOBOAMTCS  SKCMEPTHBIM  YYPEXKAEHMEM  MO3TAMHO B
COOTBETCTBUM C MOPSIAKOM, YyTBEPXKAAEMbIM  MUHUCTEPCTBOM  3APABOOXPAHEHMS
Poccuimnckom Qeaepaumi:

A) HA | aTane OCYLLECTBASIETCSl IKCNEPTUN3A 3ASIBAEHUST O PEMMCTPALMMN N AOKYMEHTOB,
YKA3AHHbIX B MyHKTe 10 AQHHbIX [1PpOBUA, AASI  OMPEAEAEHNST  BO3MOXKHOCTU
(HEBO3MOXKHOCTM) MPOBEAEHUST KAMHUYECKMX WCTBITAHUNA MEAULMHCKOro UsaeAmst (3a
NCKAIOYEHNEM MEAULIMHCKNX U3AEANA 1 KAQCCA MNOTEHUMAABHOIO PUCKA MPUMEHEHMS,
NPOrPAMMHOIrO OBECNEYEHUST, SIBASHOLLLErOCST MEAVLMHCKM U3AEAVMEM, B TOM YUCAE,
NPOrPAMMHOro obecneyeHsl C NPYMEHEHNEM TEXHOAOTIN NCKYCCTBEHHOIO MHTEAAEKTA,
N MEAVUMHCKUX UIAEAUN AASI AMAFHOCTUKK N Vilro, a Taioke MeAULUHCKUX U3AEAUN,



BKAKOYEHHbBIX B MEepeYeHb);

6) Ha Il 3Tane OCYLLECTBASIETCS DKCMEPTU3A MOAHOTH M PE3YALTATOB MPOBEAEHHDIX
TEXHNYECKMNX UCMBbITAHUIN, TOKCUKOAOrMYECKMX MCCAEAOBAHNM, KAIHNYECKMX UCTBITAHWI, O
TAKKE WCTMBITAOHANA B LUEASIX YTBEPIKAEHUST TUMA CPEeACTB M3MepeHUn (B OTHOLLEHUM
MEAMUMHCKMX  U3AEAUN,  OTHOCSILLUMXCSI K CPEACTBAM  U3MEepeHur B coepe
FOCYAQPCTBEHHOIO PEryAUMPOBAHMST OoBecnedyeHns eAVMHCTBA MBMEPEHUN, NepedeHb
KOTOPbIX YTBEPXKAAETCSI MUHUCTEPCTBOM 3APABOOXPAHEHMST Poccumckon Qeaepaumn).

B cooteeTCTBUM C M.38 MOPSIAKO OPraHM3aUUn 1 MPOBEAEHUST SKCNEPTU3bl KAYECTBA,
SPPEKTUBHOCTM N BE30MACHOCTU MEAULVHCKUX USAEAUN, YTBEPXKAEHHOro [Mprka3om
Munsppasa Poccnm ot 20.03.2020 N 206H (aonee — TTopSIAOK), OCHOBAHUSIMU  AAS
BbIHECEHMST SKCMNEPTHBIM  YUYPENKAEHVMEM 3AKAIOYEHMST O HEBO3MOXKHOCTU MPOBEAEHMS
KAMHUYECKUNX UCTMBITOHUA MEAULMHCKOro M3AEAUST (3A UCKAKOYEHUEM MEAULIMHCKNX
N3AEAMM 1 KAQCCO MOTEHUMAABHOIO PUCKA MPUMEHEHMS, MPOrPAMMHOIro obecneyeHusl,
SIBASIIOLLIErOCSI MEAULIMHCKMM U3AEAMEM, B TOM YUCAE MPOrPAMMHOro obecnedyeHnst C
MPOUMEHEHNEM TEXHOAOTUA NCKYCCTBEHHOTO MHTEAAEKTA, 1 MEAUNUMHCKMX USAEAUN ANS
AVIQrHOCTUKM in Vitro, a TaK)Ke MEANLMHCKMX U3AEANIN, BKAKOYEHHDBIX B MEPEYEHD) SIBASIKOTCS]
HECOOTBETCTBUE MEAULVHCKOrO U3AEANS TPEOOBAHUSIM HOPMATUBHOM AOKYMEHTALMN,
TEXHNYECKOW N (MAMN) DKCTIAYATAUMOHHON AOKYMEHTAUMK MOOUNIBOAUTENAST (M3rOTOBUTEAST),
A TAK>XKE OTCYTCTBME AOKA3ATEALCTB 6E30MACHOCTV MEAVLIMHCKOrO N3AEAMSI.

CoranacHo n4l TopsiAKO OCHOBQAHUSIMU AAST BbIHECEHUST SKCMEPTHBIM  YYPEKAEHNEM
3AKAKOYEHNST O HEBO3MOMHOCTU FOCY AQPCTBEHHOW PErMCTRAUMN MEANLIMHCKOrO U3AEAUS
(NO PE3YALTATAM SKCMEPTU3bI KOYECTBA, SOPEKTUBHOCTU N BE30NACHOCTV MEAUNLIMHCKOrC
N3AEAUS (3O UCKAKOYEHVEM MEAMUMHCKMX U3AEAMA T KAOCCA MOTEHUMAABHOIO PUCKA
NPUMEHEHNS, MPOrPAMMHOrO OBeCnedeH s, SIBASIKOLLErOCSI MEAULIMHCKAM U3AEAMEM, B
TOM 4YUCAE MPOrPAMMHOrO OBecneyeHmst C NPUMEHEHNEM TEXHOAOT MM UCKYCCTBEHHOIro
MHTEAAEKTA, 1 MEAVLMHCKMX UBAEAUN AAST AVAFHOCTUKK iN Vitro, a TaKoKe MeAUUMHCKNX
N3AEAUM, BKAIOYEHHBIX B TMEepeYEeHb) SIBASIKOTCSI, B TOM 4YMCAE, HECOOTBETCTBUE
MEAULMHCKOTO U3AEAUST TPEOOBAHUSIM HOPMATUBHOWM AOKYMEHTALMM, TEXHUNYECKOW U
(MAV)  SKCNAYQTAUMOHHOM  AOKYMEHTAUMKM  MPOU3BOAUTEAST  (M3FrOTOBUTEAS) U
HEMOATBEPIKAEHME KAYeCcTBA, U (MAM)  SPPEKTUBHOCTU, U (WMAM) Be30nacHOCTU
PErNCTPUPYEMOro MEANLMHCKOrO M3AEAMS MOAYYEHHBIMN AQHHBIMM.

Ha oCcHOBOHMM M3AOMKEHHOrO, Kommnceust Hosocnbupckoro YPAC Poccum cumTaeT, yto
BO3MOMHOCTb COBMECTHOIO MPUMEHEHNST MEANLIMHCKUX UBAEAUIN OMPEAEASIETCS, B TOM
YACAE, B TMPOUECCE TOCYAQPCTBEHHOM PErNCTPAUMN MEAUUMHCKMUX UBAEAUMA  HA
OCHOBQHWN PE3YABTATOB  TEXHNYECKMX UCMBbITOHWA,  9KCMNepTU3bl KQYeCTBQA,
SPPEKTUBHOCTM U 6E30MNACHOCTY MEAUUMHCKMX MUBAEAUN, N O BO3MOMHOCTU TAKOro
COBMECTHOIO  MCMOAb3OBOHMSI  YKA3bIBAETCSI B TEXHUYECKOM  AOKYMEHTALUMU
NPOOM3BOAUTEAST  (M3FOTOBUTEASD) HA  MEAUUMHCKOE U3BAEAME U MOATBEPIKAQETCS
PErMCTPAUMOHHBIM ~ YAOCTOBEPEHMEM  KAK  AOKYMEHTOM, YAOCTOBEPSIOWMM  QAKT
FOCY AQPCTBEHHOW PEMMCTRALMU MEAMNLIMHCKOrO UBAEAUSI,

Komumcecumen Hoeocubupckoro YOAC Poccum BbIAO YCTAHOBAEHO, YTO B UHCTRYKUMM K
MeAMUMHCKOMY Un3paenmio npomndsoactsa «Wuxi Yushou Medical Appliaonces Co. Ltd.»
(«Yeu tonwoy Meankan InaaeHcmns Ko. Ata.», Ktanm, permcTpaumoHHOE Y AOCTOBEPEHNE
Ne®PC3 2009/03698 ot 31.03.2023), pasMeleHHoON HA  OPUUMAABHOM  CANTE
POC3APOBHOA30PA, COAEPMKUTCST MHOOPMALMST O PEKOMEHAYEMOM OOOPYAOBOHMM (B
TOM uncae, npomssoacTBa «MEDRAD Salient») AASI MCNOAb3OBAHMSI COBMECTHO C
npeAAOXKeHHbIM K nocTtaeske OOO «KynoAmea» MEANLMHCKUM U3AEAUNEM.



Takum  OBpPA30OM, 3SKCMAYATAUMOHHAST  AOKYMEHTAUMST HA  MEAMULUMHCKOE U3AEAME
npounssoacTsa «Wuxi Yushou Medical Appliances Co. Ltd» («Ycu Onwoy Meankan
2naaeHcus Ko. Ata.», Kntam, perncrtpaumoHHoe yaoctoepeHne Ne®@C3 2009/03698 ot
31.03.2023), pasmeLlleHHAsT HO OPULMAABHOM CANTE POC3APOBHAA3OPA, MOATBEPXKAQET
COBMECTUMOCTb npearodkeHHoro OOO «KynoAamea» ToOBOPA C  0OOPYAOBAHMEM,
MMEIOLWMMCS Y  30KA3YMKA. YKA3OHHOE MOATBEPIKAQETCS MNO3MUMEN, NBAOXKEHHOW B
nmcbme QGAC Poccum ot 23.01.2024 Ne T111/4580/24, HANPOBAEHHOM B OTBET HA
obpaueHne OOO «Centmko». AOKA3ATEABCTB OBOPATHOrO MOAATEAEM MKAAODBLI HE
NPEeACTOBAEHO.

Bmecte ¢ T1em, coraacHo nmcbmy AO «bamep» ot 17.01.2024 Ne 01-17.01/2024-BD
komnaHum «Bayer Medical Care Inc.» («<banep Meaunkan Kaa NHK.», CLLA) n «iImaxeon PTY
LTD» («MmakceoH Tl T Yam Ata», ABCTPOAUS) HE  MNPOBOAWAU UCHABITAHWN HA
COBMECTVMMOCTb _C UHbEKUMOHHbIMKY _cncTeMmamm MEDRAD, B TOM 4YMCAE, PACXOAHbIX
MaTtepranoe npomnseoactea «Wuxi Yushou Medical Appliances Co. Ltd.» («Ycun tOnwoy
MeaAMKOA 3naaeHcus Ko. Ata.x, Kutawm, pernctpaumoHHoe yaoctoeepeHne NedC3
2009/03698 o1 31.03.2023), B CBSI3M C YEM HE MOTYT MOATBEPANTD COBMECTUMOCTb TAKMX
POCXOAHBIX MATEPUAAOB C OBOPYAOBAHMEM, MMEIOLLMMCS Y 3aKA34MKa. pn aToMm, Nno
MHeHMO Komumccum Hoeocubupckoro YOAC Poccum, nmcbmom AO  «bamep» He
MOATBEPIKAOQETCSI HECOBMECTUMOCTb PACXOAHBIX MATEPUOAOB, MPEAAONEHHDBIX K
noctapke OOO «KynoAMeA» C MHbeKUMOHHOW cnucTtemom «MEDRAD Salient»,

Kpome Toro, To o6CTOSITEABCTBO, HYTO MPON3BOAUTEAD MEAULIMHCKOTO OBOPYAOBOHMS HE
MOXET MNOATBEPAUTD BO3MOXHOCTb WCMOAb3OBOHMSI CO CBOMM  ODBOPYAOBOHMEM
MEAULUMHCKNX U3AEAUA  UHBbIX MPOU3BOAUTEAEN MO MPUYMHE HEMPOBEAEHNS UM
COOTBETCTBYIOLIMX DKCMEPTMUI, HE OMNPOBEPIraEeT HAAMYME TAKOW BO3MOMXHOCTU Y MHOIMO
NPOM3BOAMTEASI B MPOLECCE FOCYAQPCTBEHHOW PEMMCTPAUMM CBOEr0 MEAMUMHCKOro
N3AEANS. ACHHOST MO3MLMST MOATBEPXKAQETCS MOCTAHOBAEHMEM APBUTPAXHOrO CyAd
3anapaHO-CnbupcKkoro okpyra no aeay Ne A45-27627/2022.

B cooteetrctBMM C .11 ocoBeHHOCTEM OBOPALWLEHUS], BKAKOYAST OCOBEHHOCTU
FOCYAQPCTBEHHOMN PErNCTPALUNM, MEAULMHCKUX UBAEAUN B CAYYOE UX AEDEKTYPbI UAU
PUCKA BO3HMKHOBEHWMSI AEDEKTYPbl B CBSI3W C BBEAEHMEM B OTHOLUEHWW POCCUNCKOM
Pepepaln  OrPOHUYUTEABHBIX MEP SKOHOMMUYECKOrO XAPAKTEPA, YTBEPIKAEHHDIX
MNMoctaHoBAeHrem [Mpaeutenbctea PO ot 01.04.2022 N 552 (aanee — OcobeHHOCTU
obpaLLEeHNsT MEAVLIMHCKNX U3AEANIN), BOZMOXHO MNPUMEHEHNE MEANLIMHCKOrO U3AEAUS,
NPON3BOAUTEAEM  (M3FTOTOBUTEAEM) KOTOPOTO B OKCMNAYATALMOHHOM AOKYMEHTALUMM
YCTOHOBAEH OrPAHUNYEHHbIV  MepeyYeHb PACXOAHBIX ~ MATEPUAAOB, C  PACXOAHbBIM
MOTEPUAAOM MHOIO MNPOU3BOAUTEAS (M3FOTOBUTEAS), 3APEMNCTOUPOBAHHBIM B KAOYECTBE
MEANLIMHCKOrO U3AEAUS, ECAUN MPOUN3BOANTEAL (U3FOTOBUTEAD) MOATBEPAUA B NPOLIECCE
€ro rocy AQPCTBEHHOW PErMCTPALUNKY BO3MOMHOCTb COBMECTHOrO NPUMEHEHMS C AQHHBIM
MEANUMHCKUM U3AEAMEM. [1PpK STOM COBMECTHOE MPUMEHEHNE MEAMNLIMHCKOrO M3AEAUSI C
PACXOAHBIM MATEPVAAOM OCYLLECTBASIETCSI C Y4ETOM OCODBEHHOCTEN, YCTAHOBAEHHDBIX B
AKCMAYATAUMOHHOM  AOKYMEHTAUMM MPOUN3BOAUTENAST (M3FOTOBUTEAS) HA PACXOAHbLIN
MOTEPUAA.

BMmecTe C TeM, AOBOA MOAQTEAS! YKOAODbBI B YOCTW OTCYTCTBUS CBEAEHUM HO canTe PIBY
«BHUMNMT» POC3APOBHAA3OPA O COBMECTUMOCTU MNPEeAAOKEHHbIX OOO «Kyrnoamea»
PACXOAHBIX MOTEPUAAOBR C MMEIOLLMMCS Y 3AKA3YMKA ODBOPYAOBAHMEM, HE HOXOAUT
CBOEr0 MOATBEPXKAEHMS, MOCKOAbKY B cooteetcteum ¢ n.n. 11(1) OcobeHHocTen
06 pALLEHUST MEANLMHCKMX UBAEANA HO OPULMAABHOM CANTE YUYPEXKAEHUS NMyOANKYIOTCS



CBEAEHMST O KOMMAEKTYIOWMX WAM MPUHAAAENKHOCTSIX MEAULMHCKOIO WU3AEAUS!, HE
NPEAYCMOTPEHHBIX B KX TEXHUYECKON U  (UAM)  BKCNAYATALUMOHHOW AOKYMEHTALMMN
NPOU3BOAMNTEAS], AAS TDOBEAEHNS TEXHNYECKOTO OB CAYIKUBAHMS MEANLIMHCKUNX MBAEANN C
MCMNOAb30OBAHMNEM TAKMX KOMOAEKTYIOLLMX AW MPUHAAAEIKHOCTEW. [1pn 3TOM, 3aKyNnAemMble
3AKA3YMKOM PACXOAHBIE MATEPUAABI (HOBOPbLI AHMMOrPAPUYECKME) HE OTHOCSTCS K
KOMMAEKTYIOLLMM AU MPUHAAAEXKHOCTSIM, MOCKOAbKY HE MCMOAb3YIOTCST AAS MPOBEAEHUS
TEXHNYECKOTrO ODCAYIKMBAHUS MHBEKLUMOHHOM cncTembl «MEDRAD Salient».

Ha ocHoBaHUM m3AOXKEHHOrO, Komwumccusa Hoeocmbupckoro YPAC Poccum  He
YCMATPVBAET B AENCTBUSX AYKLUMOHHON KOMUCCUM 3AKA3YMKA HAPYLLEHNIN ToebOoBAHNI
3AKOHOAQTEABCTBA O KOHTPAKTHOW CUCTEME B Chepe 3aKYMOK. AOBOA YXOAODbLI HE HALLEA
CBOEr0 MOATBEPIKAEHMSI.

NMpn npoBeAeHMn HA OCHOBAHMM .l 4.15 c1.99 3AKOHO O KOHTPAKTHOW CUCTEME
BHENAQHOB OV NMPOBEePKN AAHHON 3AKYINKU, B TOM YACAE BCeN MHPOPpMAL,UU, pa3MeLL,eHHOV
B ENC B paMKkax AQHHOro 3A€KTPOHHOro AyKLMOHA, HapYyLUeHW 3AKOHA O KOHTPAKTHOV
cucreMe B cpepe 3aKyroK He BbISIBAEHO.

PykoesoacCTBySsICb 4.8 CT.106, n. 1 4. 15 CT. 99 3AKOHA O KOHTPAKTHOW cucteme Kommccus
Hoeocubupckoro YPAC Poccum

PELLNAA:

MNpwr3HaTb »>KaAoby OOO «CenTuko» HO AENCTBUST AYKLUMOHHOM KOMUCCUKM 3AKA3YMKA -
BY3 HCO «bepACKasl UEHTPOAbHASI TOPOACKAST OOAbHMLO» MPU  MNPOBEAEHUMU
SAEKTPOHHOro aykumoHa Ne 0351300050223000479 HO MOCTABKY MEAMLMHCKUX PACXOAHBIX
MATEPUAAOB (HOBOPA AHIMOrPAPUNYECKOTO) HEOD OCHOBAHHOW.

PeLueHme moxer bbitb 06XANOBAHO B APOUTDAXKHBIVI CY A B TEYEHNE TOEX MECSILEB CO AHSI
€ro BbIHECEHWSI.



