PELLIEHWE Ne 054/06/69-1682/2019
05 ceHTs6ps2019 roaa r. HoBocunbupck

Komuccus YnpasaeHusi PepepanbHOM AHTUMOHOMOABHOW CAYKObI Mo HoBOCUMBUPCKON OBAACTM MO KOHTPOAKD B
coepe 3akyrnok (Komuccums Hosocrnbupcrkoro YOAC Poccum) B cocTaee:

Lsanoe ALl'. - 30M. PYKOBOAUTEAS YIIPABAEHUSI, MPEeACEAATEAD KOMUCCUK;
AyHrHO A A. - BEAYLLMM CMNELMAAUCT-OKCMEPT OTAEAQ KOHTPOAS 30KYNOK, YAeH Kommnccum;
MoykenkmH M.A. - CNEUMOAUCT-OKCMEPT OTAEAQ KOHTPOAS 3AKYMNOK, YAEH KOMUccum;

B MPUCYTCTBUM NPEACTABUTEAEN:

OT 3aKa3umKa — FTBY3 HCO «[KB Ne 25»: «...» (MO AOBEPEHHOCTW), «...» (MO AOBEPEHHOCTW);

B OTCYTCTBME MPEACTABUTENEN:

OT NOAQTEAS XKAAODBHI - AO «[apTHEP”: HE SBUAKNCH, YBE AOMAEHO HOAAEXKALLMM OBPA30M;

paccMmoTpeB Kanoby AO «apTHepP» HO AENCTBUSI AYKLUMOHHOM KOMUCCKMM 3aKad4mKka — TBY3 HCO «KB Ne 25» npw
MPOBEAEHMN  SAEKTPOHHOrO aykumoHa Ne (0351300074319000404 HO MNOCTAOBKY PACXOAHbBIX MATEPUMAAOB
MEAMUMHCKOrO HA3HAYEHMS, HAYOABHAST (MOKCUMOABHAS) LeHA KOHTPAKTA 637600,00 pybaen, pasmelleH B ENC
09.08.2019,

YCTAHOBUAA:

B Hoeocubupckoe YOAC Poccum obpatnaoch AO «[apTHEp» C YKAAODOM HA AENCTBUS QYKLUMOHHOM KOMUCCUM
30Ka34mKa — BY3 HCO «KB Ne 25» npu npoBe AEHUU SAEKTPOHHOro aykumoHa Ne 03513000743 19000404 Ha NOCTABKY
PACXOAHBIX MATEPUAAOB MEAMLIMHCKOTO HO3HAYEHSI,

CyTb >kanobbl AO «[TapTHEP» 3AKAKOHYTETCS B CAEAYIOLLLEM.

Mo MHEHMIO MOACQTEAST >XOAAODBI, QYKLMOHHAST KOMUCCKST 30KA34YMKA OblAa OBSIBAHA PACCMOTPETb BCE  3QSIBKM
YYOCTHMKOB HA MPEAMET HOAMYMSI B HUX AOKYMEHTOB, MPEAYCMOTOEHHBIX M. 6) M. 2 MNocTaHoBAEHMs [pasuTeAbcTBa PO
07105.02.2015 N 102 «O6 OrpQHUYEHUSIX U YCAOBUSIX AOMYCKO OTAEABHBIX BUAOB MEANLIMHCKNX UBAEAUM, MPOUCXOASILLLX
M3 MHOCTPCHHBIX TOCYAQPCTB, AASl LEAEN OCYLLECTBAEHMSI 3AKYMOK AASl oBecneyeHust rOCYACQPCTBEHHbBIX U
MYHULMNOABHBIX HYYKA» (Aanee — [NocTaHoeAeHMe MpaemtenbcTsa Ne 102). AO «apTHEP» NOAQraeT, YTO AYKUMOHHOWM
KOMWCCUEN 30KAIUYMKA HE BbIAM yYTEHBI MOAOYKEHMS N, 6) n. 1 NMocTaHoeAeHus MpasuteabcTea PO o1 14.08.2017 N 967
«O6 0COBEHHOCTSIX OCYLLIECTBAEHWMS 3AKYTKM MEAMUMHCKMX U3AEAUA OAHOPA30BOIO NPUMEHEHMST (MCMOAB3OBAHMUST) 13
MOAMBUHUAXAOPUAHBIX MAQCTUKOB AASI OBecrnedyeHusl FTOCYACQPCTBEHHBIX U MYHULMMOABHBIX Hy)KA» (BMECTe C
"TIPABMACMM OTOOPA OPraHM3AUMIA, pedAnsytomx B 2017 - 2024 ropOX KOMMAEKCHbIE MPOEKTb MO PACLUMPEHNIO U
MAM)  AOKAAM3ALMM MNPOU3BOACTBA MEAMLUMHCKUX USASAUA OAHOPA3OBOrO MPUMEHEHUST (UCTMOAb3OBAHUS) 13
NOAMBUHUAXAOPUAHBIX MAQCTUKOB, B LEASIX OCYLLECTBAEHMSI KOHKPETHOM 3AKYMK TAKOM MNPOAYKLMM AAST OBeCnedYeHus]
rOCYAQPCTBEHHbBIX U MYHUUMMNAABHBIX HY>KA") (Aanee - TTocTaHoBAeHMe [pasntenbcTBa Ne 967), COrAQCHO KOTOPLIM
30KA34YMK 0BSI3aH 3AMPOCUTb BCE BTOPLIE YACTW 3ASIBOK, MOAOQHHBIX HO YH4ACTUE B SAEKTPOHHOM AyKLUMOHE. MNoAaTEAD
YKOAOBbBI MOAQraeT, YTO MOAYYEHME BCEX 3ASBOK YYOCTHMKOB MOAPA3YMEBAET, YTO AYKLMOHHAS KOMUCCKSI 3AKA3YMKA
AOANXHQA U3YYUTb UX COAEPKAHME.

Ha skanoby AO «MapTtHep» oT 3akazumka — 'BY3 HCO "TKB Ne 25" nOCTynnAKM CAEAYIOLLNE BO3PANKEHMSI.

MNMonoykeHnsMm MNocTaHoeAeHus MpasuTeAbCTBa PO Ne 967 1 MNocTaHoeAeHwst [MpaeuteabcTea PO Ne 102 HO QyKUMOHHYIO
KOMWCCUIO HE BO3AOYKEHA OBSIBAHHOCTb MO PACCMOTPEHMIO BCEX 3ASIBOK YYACTHUKOB 3AKYMKA MEAVUMHCKUX U3AEAUA
OAHOPA30BOIO NMPUMEHEHUS1 (MCMOAb3OBAHWMS) 13 MOAUBUHUAXAOPUAHBIX MAQCTUKOB.

Takm 0BpPA30M, MOCKOABKY OCOBEHHOCTU PACCMOTPEHMS BTOPbLIX YACTEN 3ASIBOK YYACTHUKOB 3AKYMKM B COOTBETCTBIAM
cocT. 111 ®3 Ne 44-O3 He YCTAHOBAEHDI, PACCMOTPEHME BTOPLIX YACTEN 3ASIBOK YYOACTHUKOB 3AKYMKN MEAMLMHCKIMX
n3Aen 13 MNepedHs Ne2, yteepikaeHHoro NMoctaHoeAeHueM lMpaeuteabcTsa PO Ne 102, ocyLLeCTBASIETCS B MOPSIAKE,
YCTOHOBAEHHOM Y. 3 CT. 69 O3 Ne 44-03,

My 3TOM, B COOTBETCTBUM C Y. 3 CT. 69 O3 Ne 44-O3 AyKUMOHHASI KOMUCCUSI PACCMOTPMBAET BTOPLIE YACTM 3ASIBOK HO
Y4aACTUE B DAESKTPOHHOM QYKLMOHE, HOMPOBAEHHBIX B COOTBETCTBUM C Y. 19 CT. 68 O3 Ne 44-D3, A0 NPUHSITUASI PELLIEHNS O
COOTBETCTBUM MSTTU TOKMX 3ASIBOK TPEBOOBAHMSIM, YCTAHOBAEHHBIM AOKYMEHTALMEN O TAKOM AyKLUMOHE.



M3y4re NPeACTOBAEHHBIE MATEPUAAbLI, BO3POMKEHMS 3AKA3YMKA, MOSICHEHWST MPEACTABUTEAEN 3AKA34MKA, KoMmuccus
Hosocubupckoro YOAC Poccum NpULLAC K CAEAYIOLLMM BBIBOACM.

B cooteetctBMM C nn. 6) n. 2 MNocTaHoBAeHusl MpasuteAbcTBa PO Ne 102 AAST LEAEN OCYLLECTBAEHMS 3AKYMOK
OTAEABHbBIX BUAOB MEAVUMHCKUX UBAEAUA, BKAIOYEHHBIX B NepedeHb N 1 nam nepeyerb N 2, 30Ka34MK OTKAOHSIET BCE
3051BKN (OKOHYOTEABHBIE MPEAAOXKEHUS), COAEPKALLME MPEAAOXKEHUST O MOCTABKE OTAEAbHBIX BUAOB YKA3AHHbBIX
MEAMUMHCKNX M3AEAUA, MPOUCXOASILUMX M3 MHOCTPOHHBIX TOCYAQPCTB (30 MCKAKOYEHMEM TOCYAQPCTB - YAEHOB
EBPQ3MIMCKOro 3KOHOMMYECKOrO COK3Qd), MPU YCAOBUM, YTO HA YHACTME B OMNPEAEAEHUM MOCTABLLMKA MOACQHO HEe
MeHee 2 3051BOK (OKOHYATEABHBIX MPEAAOXKEHUIN), YAOBAETBOPSIOLLMX TPEOOBAHKSIM U3BELLLEHWNST 06 OCYLLECTBAEHUM
3QKYMKM U (MAM) AOKYMEHTALMM O 3AKYMKE, KOTOPbIE OAHOBPEMEHHO:

® COAEPXKAT MPEAAOXKEHMS O MOCTOBKE YKA3AHHBIX MEAMUMHCKUX U3AEAUA, CTPAHOM MPOUCXOXKAEHWMST KOTOPbIX
SIBASIKOTCS1 TOABKO FOCYAQPCTBA - YAEHbI EBPA3NINCKOrO 9KOHOMMYECKOrO COKO3Q;

® HEe COAEPXNKAT MNPEAAOXKEHUM O MOCTABKE OAHOrO U TOrO e BUMAQ MEAMUMHCKOIO MBAEAUST OAHOMO
NPOU3BOAMTEAST AMBO MPOUIBOAUTEAEN, BXOASILUX B OAHY rPymnny AML, COOTBETCTBYIOLLYIO MPU3HAKAM,
NPEAYCMOTPEHHBIM CTaTben 9 PeAepPaAbHOro 3aKoHA 'O 3aLMTe KOHKYPEHLMN', NMPY CONOCTABAEHNN STUX
309BOK (OKOHYATEABHBIX MPEAAOXKEHMIN);

® COAEPXKAT MPEAAONEHMST O MOCTOBKE YKA3OHHBIX MEAMUMHCKMX M3AEAUA, MPOLEHTHAST AOAST CTOMMOCTU
MCMNOAB3OBAHHbBIX MATEPUAAOB (CbIPbsT) MHOCTPAHHOIO MPOUCXOXAEHUS B LLEHE KOHEYHOM MPOAYKLMM KOTOPbIX
COOTBETCTBYET YKOA3AHHOM B MPUAOMEHUM K MOCTAHOBAEHMIO MpasnTeAbcTBa Poccurckon Peapepauum ot 14
arycta 2017 r. N 967 "O6 0COHBEHHOCTSX OCYLLECTBAEHMS 3AKYMNKM MEAULMHCKUX UBAEANA OAHOPO30BOMO
NPUMEHEHNST (MCMOAB3OBAHMS) M3 MOAMBUMHUAXAOPUAHBIX MAQCTUKOB AASI OBEeCneyeHmst FOCYAQPCTBEHHbBIX W
MYHULMMNOABHBIX HYKA";

® COAEPXKAT NPEAAOXKEHMS O MOCTABKE YKA3AHHBIX MEAMLMHCKNX U3AEANA, HO MPOU3BOACTBO KOTOPLIX MMEeeTCs
AOKYMEHT, NMOATBEPXKACQIOLMA COOTBETCTBME CODBCTBEHHOrO MPOK3BOACTBA TpeboraHusam TOCT ISO 13485-
2017 "Me>KroCyAQpPCTBEHHbIM CTAHAQPT. W3paeAnst MepauumMHCKe., CUCTEMbl MEHEANMEHTA  KAYECTBA.
TpeboBaHWSI AAS LEAEN PEFYAUPOBAHMS",

CoraacHo nn. 6) n. 1 MNocTtaHoBAeHMs! MpaerTeAbCTBa PO Ne 967 30KA3UVKM PYKOBOACTBYIOTCS MyHKTAMK 1,2(1.1),2(2) n
2(3) MocTaHorAeHMs MpaeuteabcTBa Poccuiickon Peapepaurt N 102, Moy 3TOM, 3AKA3UMKK 0OSI3aHbI 3AMPOCUTb Y
onepaTopa 3SAEKTPOHHOM MAOLLOAKM BCE BTOPblE 4YACTU 3ASIBOK, MOAQHHbLIX €ro YYOCTHMKAMM HO ydacTue B
SAEKTPOHHOM QYKLMOHE, A OMNepaTopR SAEKTPOHHOW MAOLLAAKM OBS30H HAMPABUTL 3AKA3YMKAM BCE BTOPbIE YACTU
TOKKX 3Q5BOK.

Komumccusa Hoeocubumpckoro YOAC Poccum YCTAHOBUAQ, YTO, HECMOTPS HA TO, YTO MOAOMEHUSIMU [TOCTAHOBAEHMS]
MpoeutenbctBa PO Ne 967 yCTAHOBAEHO OOSIBOHHOCTb 3AMPOCUTb 3ASIBKM BCEX YYOACTHWKOB, TEM HE MEHee,
0BS130HHOCTb MO PACCMOTPEHMIO UX BCEX HA AYKLMOHHYIO KOMUCCUIO HE BO3AOXKEHA.

Takm 0BpPA30M, MOCKOABKY OCOBEHHOCTN PACCMOTPEHMUS BTOPbLIX YACTEN 3ASIBOK YYACTHUKOB 3AKYMKM B COOTBETCTBIAM
cocT. 111 ®3 Ne 44-O3 He YCTAHOBAEHDI, PACCMOTPEHME BTOPLIX YACTEN 3ASIBOK YYOACTHUKOB 3AKYMKN MEAMLMHCKIX
msaenmi 13 MepeyHs Ne 2, yTeepikaeHHOro MNocTaHoBAeHreM MpasuteabcTea PO Ne 102, oCyLLLECTBASIETCS B MOPSIAKE,
YCTOHOBAEHHOM Y, 3 CT. 69 O3 Ned4-03,

My 3TOM, B COOTBETCTBUM C Y. 3 CT. 69 O3 Ne 44-O3 AyKUMOHHASI KOMUCCUSI PACCMOTPMBAET BTOPLIE YACTM 3ASIBOK HO
Y4aACTUE B DAESKTPOHHOM QYKLMOHE, HOMPOBAEHHBIX B COOTBETCTBUM C Y. 19 CT. 68 O3 Ne 44-D3, A0 NPUHSITUASI PELLEHUS O
COOTBETCTBUM MSTTU TOKMX 3ASIBOK TPEBOOBAHMSIM, YCTAHOBAEHHBIM AOKYMEHTALMEN O TAKOM AyKLUMOHE.

AYKUMOHHOST KOMUCCKS 30KOA3YMKA PACCMOTPEAd MepBble MsTb 3AsBOK HA YY4ACTME B SASKTPOHHOM QYKLMOHE B
COOTBETCTBUM C Y. 3 CT. 69 O3 Ne 44-D3.

Y 30KA34YMKA OTCYTCTBOBOAM MPOBOBBIE OCHOBOHUST AASI MPUMEHEHMST ONPAHUYEHUIN AOMYCKA, NPEAYCMOTPEHHbIX B
OTHOLWIEHUN MNPUOBPEeTaeMbIX B PAMKAX AOQHHOM 3CKYNKX TOBOPOB, MOCKOAbKY 3aseka AO «[laptHep» OblAG
€AVHCTBEHHOM, KOTOPAST COAEPYKAAQ MPEAAOXKEHME O NOCTABKE TOBAPA U3 MOCYAQPCTBA — YaeHa EADC, a Takke
COAEPYKOAQ BCE AOKYMEHTbI, MPeAyCMOTPeHHbIe . 6) n. 2 NMocTaHorAeHMs [MpasuTeAbcTBa PO Ne 102,

Takym O6pO3OM, B AENCTBUSIX OyI(U,l/IOHHOVI KOMNCCKM 3AKA3YMKA OTCYTCTBOBOAN HAPYLLUEHWMS 3aKkoHa I(OHTpOI(THOI7I
cucteme npm nopabpeAeHMn UToOrob 9SAEeKTPOHHOro dyKuMoHQA. AOBOA MOAQTEAS XOAOOBI HE HALWEA CBOEero
NMOATBEPIKAEHWSI

My NPoBEAEHUN HO OCHOBAHUM M. 1 4. 15 CT. 99 O3 Ne 44-O3 BHENAQHOBOW MPOBEPKN AGHHOW 3AKYMKW, B TOM YNCAE
BCEW MHOOPMALMA, PA3SMELLEHHON B E€AMHON MHOOPMAUMOHHOM CUCTEeMEe B PAMKAX AOHHOMO 3AESKTPOHHOMO
AYKUMOHA, O TAKKE AEUCTBMA QYKUMOHHOM KOMWUCCUMU MPU PACCMOTPEHUM MEePBbIX M BTOPbLIX 4YACTEM 3ASIBOK



YYOCTHUKOB, HOPYLLEHUM 30KOHOAQTEABCTBA O KOHTPAKTHOM CUCTEME B Chepe 3AKYMNMOK HE BhISIBASHO.
PykoBoacCTBYsicb Y. 8 CT. 106, M. 1 4. 15 ¢cT. 99 O3 Ne 44-03, Kommccust Hosocrbupckoro YOAC Poccim
PELLINNA:

Mpu3HaTL YKaroby AO «lapTHepP» HA AEWCTBUSI OYKUMOHHOM KOMUCCUM 3aKa34mMKka — [BY3 HCO « Kb Ne 25» npwu
NPOBEAEHUM  BAEKTPOHHOro  aykumoHa Ne (0351300074319000404 HOA MNOCTOBKY POCXOAHbBIX  MATEPUAAOB
MeAMLMHCKOrO HO3HAYEHKSI HEOBOCHOBAHHOM.

PeLuieHme moxer bbiTb 06XAAOBAHO B QROUTOCOKHBIV CY,A, B TEUEHME TDEX MECSILIEB CO AHS €0 BbIHECEHVHI.



