PELLEHWUE Ne 054/06/33-915/2021

12 mas1 2021 roaa r.
HoBocmnbunpck

Komucecua YnpaesaeHns: GepAepaAbHOM OHTUMOHOMOABHOM CAYXKObl MO HoBOCKBMpPCKOM
0BAACTM MO KOHTPOAIKD B chepe 3akynok (Kommcecunsa Hosocrbupckoro YPAC Poccum) B
COCTOBE:!

B MPUCYTCTBUN MPEACTOBUTEASIA:

POCCMOTPER B AMCTOHUMOHHOM peXxunMme anoby OOO «apeen» HA AENCTBUS
3akasymika — Prey «HMUL mm. ak. E.H. MelwwaakmHa» MmH3ApaBa Poccum npm NnpoeeAeHnmn
SAEKTPOHHOro aykumoHa Ne 0351100002921000392 HO MOCTABKY MEAMLMHCKUX U3AEAUN,
HAYAAbHAS (MAKCUMOABHAST) LieHA KOHTPAKTa 2 112 560,94 py6.,

YCTAHOBUAA:

B Hoeocmbupckoe YOAC Poccum obpatuaock OOO «[apeen» ¢ YKAAOOOM HO AENCTBUS
dakasymka - Orey «HMUL wvm. ak. E.H. MewaakmHa» MuH3apaBa Poccun npum
NPOBEAEHNN  SAEKTPOHHOro aykumoHa Ne 0351100002921000392 HO  NOCTOBKY
MEANLMHCKNX M3AEAUN.

Cytb >xarobbl OO0 «[apBeii» 3aKAIOHAETCS B CAEAYIOLLLEM.

1. 3AKA3YMKOM B M3BELLEHNMN O MPOBEAEHNN DAEKTPOHHOIO AYKUMOHA, a Takxke B .40
QYKUMOHHOM  AOKYMEHTAUMM  YCTOHOBAEHbl  OFPAHUYEHMSI B COOTBETCTBUM  C
nocTaHoBAeHMeM [MNpasuTenbcTea Poccuinckon Peaepaumm ot 05.02.2015 Ne 102 «O6
OFPAHNYEHUSIX N YCAOBUSIX AOMYCKA OTAEAbHbIX BUAOB MEAUUMHCKUX U3AEAUN,
MPOUCXOASILLNX M3 MHOCTPAHHBIX TOCYAQPCTB, AAS LLeAEW OCYLLECTBASHMST 3AKYMOK AAS
obecneyeHnst roCyAQPCTBEHHBIX M MYHUUMMNAAbHBIX HY>KA» (A0Aee — [TOCTAHOBAEHME
MpasutenbctBa PO Ne 102).

B nyHkTe 19 QYKUMOHHOW AOKYMEHTALMM 3AKA3YMKOM YCTAHOBAEHO TpeboBaHME O
NPEACTABAEHNMN YHACTHUKAMMKM 3AKYMKX B COCTOBE BTOPOM YACTWU 3ASIBKM AOKYMEHTOB,
NPeAYCMOTPEHHbBIX HOPMATUBHBIMK MPABOBLIMU AKTAMM, MPUHSITEIMX B COOTBETCTBMM CO
CT.14 3aKOHO O KOHTPAKTHOM CUCTEME:

- CEPTUPUKATA O MNPONCXOMKAEHMM TOBAPA, BHIAOBAEMOro YrNOAHOMOYEHHBIM OPraHOM
(OpraHM3aumen) rocypAqpcTB - YAEHOB EBPA3MMCKOTO 3KOHOMMYECKOro Coko3d Mo
dopMe, YCTAHOBAEHHOW [1IDABUAAMU OMNPEAEAEHMST CTPAHbBI MPONCXOXKAEHMST TOBAPOB,
SBASIIOLLIMMENCST HEOTbEMAEMOM 4ACTbio CorAdweHnst o [paBUMAQX OMPEAEAEHUS
CTPAHbI MPOUCXOXKAEHUST TOBAPOB B CoppyykecTee Hesaesmcumbix [ocyaapcTts oT 20



HosBps 2009 r. (Aanee - TIPOBUAQ), U1 B COOTBETCTBUM C KPUTEPUSIMU OMPEAEAEHMUS
CTPOHbI MPONCXOXKAEHNSI TOBAPOB, MPEAYCMOTPEHHBIMU [TPABUAOMU;

- OKTA 9KCMepTV3bl, BbIAGHHOIO TOProBO-MPOMbBILLAEHHOM MAAATOM Poccumckom
Peaepaunm, COAEPXKALWEro MHPOPMALMIO O AOAE CTOMMOCTU  MHOCTPOHHBIX
MATEPUOAOB  (CbIpbSl), MCMOAb3YEMbBIX  AAST  MPOM3BOACTBA  OAHOM  €AUHULbI
MEAMLMHCKOro U3AEAUS, PACCYUTAHHOM B COOTBETCTBUM C MOAMYHKTOM "B" MyHKTA 2.4
[NPOBUA, WAM  QAHOAOTMYHOIO AOKYMEHTA, BbIAQHHOMO YMNOAHOMOYEHHBIM  OPraHOM
(opraHMsaumen) rocy AQpPCTBA - YAEHA EBPA3NMNCKOro 3KOHOMMYECKOIro Co3al,

Bmecte ¢ Tem, B QyKUVMOHHOM AOKYMEHTAUUM OTCYTCTBYET TPEOOBAHME O HOAUYUN Y
YYOCTHMKOB 30OKYMK/A AOKYMEHTA, MOATBEPXKAQIOLLENO COOTBETCTBME COOCTBEHHOIO
npounseoacTea TpedboraHnam FTOCT ISO 13485-2017 «Meykrocy AQPCTBEHHbBIN CTAHAQPT.
N3penns meanumHckme, CUCTEMBI MEHEAXKMEHTA KAYECTBA. TPeOOBAHNS AAS LIEAEN
PErYANPOBAHUSI»,

Takmm 06pa30M, MO MHEHUIO MOAATEAS YKAAODBI, 3AKA3YMKOM HAPYLLUEHbI MOAOMEHMS M.2
4.1 c1.64, n.6 4.5 c1.66 3AKOHO O KOHTPAKTHOM cucteme, nn. «6» n.2 [NOCTAHOBAEHUS
Mpaeutenbctea PO Ne 102.

2. COranacHoO 4.6 CT.23 3AKOHA O KOHTPAKTHOWM CUCTEME MNOPSIAOK QOPMUPOBAHUST U
BEAEHWS B €AMHOW MHOOPMALMOHHOM cucteme KTPY, a Takke NpaBMAQ NCTIOAb3OBAHWMS
YKQ3QHHOIr O KATAAOrd yCTAOHABAMBAOTCS [paBmnTenbcTBOM Poccuinckom Qeaepaumm.

CornacHo n4  [MpaBUA  MCNOAb30BAHUST  KTPY  3aKQ34MKM  OBS3AHbI  MPUMEHSITb
MHOOPMALMIO, BKAOYEHHYIO B MO3MUMIO KATAAOrQ B COOTBETCTBUM C MOAMYHKTAMM «O» -
«» N.10 MNMpaeuA dopMnpoBaHKg KTPY, C YKA3AHHOW B HEW AQTbl HOYOAO 0BS130TEABHOIO
npUMeHeHus. [py 3TOM, 30KA3YMK OBSI3aH MPW  MNACGHMPOBOHUM  3AKYMKU KN ee
OCYLLECTBAEHNN UCMOAb3OBATb  MHOOPMALMIO, BKAKOYEHHYIO B COOTBETCTBYIOLLYIO
NO3MUMIO.

B cootBeTCTBUM C NMyHKTAMU 5-7 [10ABUA NCMIOAB30BAHMS KTPY 3aKA34YMK BNPABE YKA3ATb
B MNAQHE 3AKYMOK, MAQHE-TpAdUKe, POPMOX ODBOCHOBAHMUST 3AKYMNOK, U3BELLEHUN OO
OCYLLECTBAEHUN 3AKYTMKN, MPUFAALLEHUN U AOKYMEHTALMN O 3AKYNKE AOMNOAHUTEABHYIO
MHPOPMALMIO, A TAKKE AOMOAHUTEAbHbIE MOTPEOUTEABCKME CBOWCTBA, B TOM YUCAE,
DYHKUMOHAAbHBIE, TEXHUYECKME, KAYECTBEHHbIE, BSKCMNAYATALUMOHHBIE XAPAKTEPUCTUKMA
TOBAPA, PABOTHI, YCAYTM B COOTBETCTBUM C MOAOYKEHMSIMU CT.33 3AKOHA O KOHTPOKTHOW
CUCTEME, KOTOPbIE HE MPEAYCMOTPEHDLI B MO3UNLMM KATAAOTA. B CAy4yae nNpeACTABAEHUS
MHOWM U  AOMOAHUTEABHOM WMHOOPMAUMU, MNPEAYCMOTPEHHOM M.5 [lPABUA, 3AKA3YMK
065130H BKAKOYNTb B OMUCAHME TOBAPA, PABOTHI, YCAYT OOOCHOBOHME HEODOXOAMMOCTU
MCMOAb30OBAHMS TAKOW MHOOPMALMM (MPU HOAVNYMM OMMCAHWS TOBAPA, PABOThI, YCAYTU B
MO3MLMMN KATOAOT Q).

COrAQCHO OMMCAHMIO OBBEKTA 3AKYMKM MPY ONMMCAHUU HEOBXOAMMOrO K MOCTABKE
TOBOPA 3AKA3YMK PYKOBOACTBOBAACSI KOAOM KTPY 32.50.13.190-00584.

B ykazanHHoOM noavumm  KTIPY  unMeetcsi onMcaHme TOBAPA C  OMNMpPeAEAEHHbIMU
06513ATEABHBIMU AAST MPUMEHEHNST XAPAKTEPUCTUKAMK N UX 3HOYEHUSIMU (B YHOCTHOCTH,
MO MOKA3ATEAID «EMKOCTb AOMOAHUTEABHOIO KOHTEMHEPON).

BMecTe ¢ TeM, 3aKA34YMK AOTMOAHUA YKA3AHHBIE XAPAKTEPUCTUKU ARYTUMUN 3HAYEHVSIMI,
YTO HE SIBASIETCST AONOAHUTEABHON XOPAKTEPUCTUKOW U HE AOMYCTVMO B CUAY MYHKTOB 2 U



4 T1paBUA UCNOAb30OBAHMS KTPY:

No3unums Ne T o6beKkTa 3aKynku
EMKOCTb AOMOAHUTEABHOIO >100m< 6001 MA He meHee
KOHTENHEPA 1 500
EMKOCTb AOMOAHUTEABHOIO >100m< 6001 MA He meHee
KOHTENHEPA 2 500
EMKOCTb AOMOAHUTEABHOIO >100m< 600 MA | He meHee
KOHTEMHEPA 3 500
EMKOCTb OCHOBHOIO >55Tm< 6001 MA He meHee
KOHTENHEPA 563

Mosnuma Ne 2 06bekTa 3aKYNKK
EMKOCTb AOMOAHUTEABHOIO >100m< 6001 MA He 6oaee
KOHTENHEPA 1 150
EMKOCTb AOMOAHUTEABHOIO >100m< 600 MA He meHee
KOHTENHEPA 2 500
EMKOCTb AOMOAHUTEABHOIO >100m< 600 mMA He meHee
KOHTEMHEPA 3 500
EMKOCTb OCHOBHOIO >55Tm< 600 MA He meHee
KOHTEMHEPA 563

Takum obpaszom, OOO «[apBen» CYNTAET, YTO ONMMCAHME OBBEKTA 3AKYMKM COCTABAEHO
3AQKA34YMKOM C HapyLleHnemM 4.6 c1.23, n.2 4.1 1 4.2 c1.33 3AaKOHA O KOHTPAKTHOM CUCTEME,
Nn.2 1 n.4 lNpaesmnA NCNoAb30BAHKS KTPY.,

3. Mo no3viumm Ne T onnMcaHms O6bEKTA 3AKYMKM 3AKA3YMK YCTAHOBUA AOMOAHUTEABHOE
TPEebOBAHNE O HOAUYMM B KOHTEMHEPE KOHKPETHOINO PECYCNEHAMPYIOLEro PACTBOPA -
PAGGSM CO CPOKOM XPAOHEHMST 3PUTPOLNTOBR HE MeHee 49 AHEN.

B kayectee 060OCHOBAHMS YCTAHOBAEHMUS YKA3AHHOIO TPEBOBAHMS 3AKA34YMK COCAQACS
Ha locTaHoBAeHMe [MpaeunTenbcTBa Poccuickon Peapepaunn ot 22.06.2019 Ne 797 w
FOCT 31597-2012 (ISO 3826:1993).

BmecTe ¢ TeM, YKA3OHHbIE AOKYMEHTbl COAEPXKAT TOABKO OBLLMIA MOPSIAOK XPAHEHUS U
TPAHCMOPTUPOBKM  AOHOPCKOW KPOBK, O TAKXKE CBEAEHUST O TUMNOX MNOAUMEPHbIX
KOHTENHEPOB.

Kpome Toro, aHaAormyHoe 06OCHOBAHME YKA3AHO 3AKA3YMKOM B MO3ULMK Ne 2 OnMCaHMS
0B6beKTa 3AKYMKU, TAE B COCTaBE HABOPA AAST AOHOPCKOW KPOBM YETHIPEXKAMEPHOIO
TpebyeTcsl pecyCcneHAMPYoLWMn pacteop SAGM, CPOK XPAHEHUST SPUTPOLMTOB B
KOTOPOM COCTOBASIET AO 42 AHEN.

TaknMm  0BOpPA30OM, MO MHEHUIO TMOAQTEASl >KAAODbBI, 3AKA3YMKOM  HEmnpaBOMEPHO



YCTAQHOBAEHO TPeBOBAHME O HAAMYMM PECYCneEHAMPYoWEro pactsopa PAGGSM co
CPOKOM XPQAHEHUST SPUTPOLMTOB — HE MeHee 49 AHEN.

MNpn atom, OOO «lapBer» CUUTAET, YTO HM OAHO M3 POCCUNCKUX MPEANPUSITUAN U
NPeANPUSTUI CTPAH EBPA3MNCKOro aKOHOMMNYECKOrO COK030 HE HAMOAHSIET KOHTEMHEPbI
pacteopoM PAGGSM, Takmm 0OBpPA30M, 3AKA3YMKOM HE Y4YMUTBIBAKOTCS MOAOMEHWS
MNoctaHoBAeHust [paesutenbctBa PO Ne 102, HOMPOBAEHHbIE HA  MOAAEPKKY
OTEYECTBEHHbIX MPOU3BOAUTEAEN.

TAK, COrAQCHO CBEAEHUSIM TOCYAQPCTBEHHOIO PEECTPA MEAULMHCKUX U3AEAUN HA
Tepputopun Poccuinckom Deapepaummn 3APErmCTOUPOBAHO MEAULMHCKOE U3AEANE
«KOHTEMHEPBLI OAHOKPATHOIO MPUMEHEHUST AAST 3ArOTOBKM KPOBW U MOAYHEHUST €€
KOMMOHEHTOB» MNyCThle M C remokoHcepsaHTammn CPDA-1, CPD, CPD-SAGM, CPD-
PAGGSM, ACD » umMTpatoM HATpus (pernctpaumoHHoe yaoctoeepeHne Ne OC3
2009/04486, npounssoanTenb Ravimed Sp. z.0.0.).

Moy 3TOM, MHOOPMALUMST O KOAMYECTBE KOHTEMHEPOB B COCTOBE YCTPOMCTBA C
reMokoHcepBaHTOM CPD-PAGGSM, rae HAXOAUTCST PECYCNEHAMPYIOWNMA PACTBOP
PAGGSM, OTCYTCTBYET B PErMCTPAUMOHHOM yaocToBepeHnn Ne @C3 2009/04486, Ha
cavTte Poc3aApaBHOA3OPA, HO CanTe MPEACTABUTEAS U AnCTPMBbIoTEPa «PABUMEA».

B mmceme OOO LUBMU «BUMEA» (ODUUMAABHBIM YNOAHOMOYEHHbBIM MPEACTOBUTEAD
«RAVIMED» B Poccuinckom Qeapepaumm) ot 24.01.2019 yKA3AHO, YTO B HACTOSILLLEE BPEMS
Ha Tepputopun Poccuinckon Pepepaunm HAXOASTCS B OBPAWEHAN MOAVMMEPHDBIE
KOHTEVHEPLI AAST 3ArOTOBKM KPOBWM U MOAYYEHUST €€ KOMMOHEHTOB OAHOKPATHOIO
NPUMEHEHNsT C remokoHcepsaHTamm CPDA-1, CPD, CPD-SAGM npomn3BoACTBA
«RAVIMED». B yncae nepednCAeHHbIX reMoKoHCcepBAHTOB oTcyTcTeyer CPD-PAGGSM.
Taknmm oBpA30M, B COCTABE YETHIPEXKAMEPHbBIX KOHTEMHEPOBR NPOom3BoACTBa RAVIMED
(MoAbLQ) COAEPXKNTCS reMOKOHCEPBAHT CPD-SAGM, rae HOXOAWNTCSI
pecycrneHavpylowmn pacteop SAGM, a uHpopmMaAumst O remokoHcepBaHTe CPD-
PAGGSM, rae HaxoaAUTCs pecycneHanpyowmin pacteop PAGGSM, oTCcyTCTBYET.

I<p0Me TOro, B HACTOSILWWee BpeMsl HO 3AKOHOAATEAbHOM YPOBHE HEe YTBep>KAEHbl BUADI
PECYCNEHANPYIOLLMX PACTBOPOB M CPOKU XPAHEHNS B HUX SPUTPOLUNTHOM MACCHI.

[NpPon3BOANTEAN YETBIPEXKAMEPHDBIX KOHTEMHEPOB: OAQO «CunHTE3» (Poccus), Ravimed Sp.
z.0.0. ([Tonbwia), Vogt Medical Vertrieb GmbH (VM) (Tepmanus), Green Cross (Kopest),
JMS Co.ltd (Cunranyp), OOO «['emoaxkeHnke» (Kutaim), KAWASUMI Laboratories, Inc
(¢InoHus), LWanaoHr Bewirao 'pynn Meamnkaa oammep Ko., Ata. (Kutam), MacoPharma
(PpaHUMS) N APYTUE PASAEASIKOT BUABI PECYCNEHAUPYIOLWMX PACTBOPOB U MPEAAQrQIOT
K MOCTABKE KOHTEMHEPLI KOK C PECYCNEHAMPYIOLWMM PACTBOPOM SAGM (CPOK XPAHEHWSI
SPUTPOUNTOB AO 42 AHEN), TOK N C pecyCcrneHAMpYoWwmM pactsopomM PAGGSM (Cpok
XPOHEHNST  3PUTPOLMTOB A0 49  AHEW), 4YTO HATMASAHO  UAAIOCTPUMPYETCST B
PErnMCTPAUMOHHBIX Y AOCTOBEPEHMSIX HA3BAHHbBIX MPOU3BOAUTEAEN, O TAKIKE TEXHUYECKMX
3AAQHUSIX NPOPUABHBIX MEANLIMHCKUX YUYPENKAEHUI MPU 3AKYTNKE TAKNX KOHTENHEPOB.

CoraacHo no3vumm Y absiHockoro YPAC Poccun, nanoykeHHom B petlernn Ne 073/06/33-
696/2020 ot 11.12.2020, NMocTtaHoBAeHMe [MpasuTeabctBa Poccumckon Peapepaumm ot
22.06.2019 Ne 797 n TOCT 31597-2012 (ISO 3826:1993) He COAEPKAT YKA3AHUS HA
06593aTEABHOE MCMOABb3OBOHUE PECYCNEHAVPYIOLWEro pacTeopa PAGGSM.

|_|pl/l 3TOM, 3AKA3YNMKOM HE MNPEACTABAEHO AOKYMEHTOB U CBEAEHWIA, MO3BOASIHOLLMX



NMEPUNT K OAHO3HOYHOMY BbIBOAY O TOM, 4YTO MO COBOKYMHOCTM TPebOBAHUIN K
TEXHUYECKUM  XAPAKTEPUCTUKAM TOBAPA MO no3mumm Ne 1, YCTOHOBAEHHBIM B
NpUAOXKEHUM Ne 1 K AOKYMEHTAUMM, COOTBETCTBYET TOBAP HE MEHEE 4YeM ABYX
NPON3BOAUTEAEN, TMOCKOAbKY COFAQCHO CBEAEHMSIM [OCYAQPCTBEHHOIO peecTpa
MEAVUVHCKMX UM3peAmn ToBap C PY Ne OC3 2010/08535 (Mpomn3BOAUTEAL -
MACOPHARMA S.A.) HE COOTBETCTBYET KOAY BUAO MEAUULMHCKOrO naaenmst — 145570,
TOrAQ KAK 30KA34YMKOM 3AKYNaeTcst MeanumHeKkoe naseame 144300, a toeap ¢ PY Ne @C3
2009/04486 (NMPOU3BOAUTEAL - 30ABOA MO TMPOU3BOACTBY MEAUVLMHCKUX U3AEAUN
«PABUMEA») COrAQCHO CBEAEHUSIM ODULMOAABHOIO AUAEPA B POCCUM COAEPKNT
pecycrneHAnpyowmmn pacteop SAGM.

Ha OCHOBQHUWM UBAOYKEHHOIrO, MOAQTEAb >KOAOObLI CUYMTAET, YTO YCTAHOBAEHME B
OMUCaHUM  OBBbEKTA  3AKYMNKM  TPEDOOBAHMSI O  HAAMYMKM B KOHTEMHEPAX
pecycrneHaAVpytouero pactsopa - PAGGSM CO CPOKOM XPQAHEHUST SPUTPOLUUTOB HE
MeHee 49 AHEN HOPMAOTVMBHO HE OOOCHOBOHO M MMEET MPU3HAKM  OFPAHUYEHMS
KOHKYPEHUMUN, YTO SIBASIETCSI HOpYyLeHnem cT1.8, n.1 n n.2 4.1 c1.33, n.1 4.1 c1.64 3akoHa o
KOHTPAKTHOM CUCTEME.

Orey «<HMUL mm. ak. E.H. MeLwaAkuHa» MuH3ApaBa Poccum B BO3pPAXKeHUsIX Ha XAA0Oby
OO0 «apseii» COOBLUNAO CAeAYioLee.

B cooteetctBMM C .3 [NocTaHOBAEHMS [MpaBUTEABCTBA Ne 102 NOATBEPIKAEHNEM CTPOHbI
MNPONCXOMAEHNST MEAULMHCKUX USAEAUN, BKAKOYEHHBIX B nepedeHb N 2, aBAsieTcs
CEPTUDOUKAT O TMPOUNCXOXKAEHUN TOBAPA, BbIAOBAEMbI YNOAHOMOYEHHBIM  OPraHOM
(opraHM3aumen) rocyAqQpcCTs - YAEHOB EBPA3MMCKOrO 3KOHOMMYECKOro Coko3d Mo
dOopMe, YCTAHOBAEHHOW [MPABUAGMM OMNPEAEAEHMST CTPAHbBI MPOUCXOXKAEHMST TOBAPOB,
SIBASIIOLLIMMENCST HEOTbEMAEMOM 4aCTbio CorAdweHnst O [MpaBUAAX  ONPEAEAEHMS
CTPOHbI MPOUCXOXKAEHMST TOBAPOB B CopapyyecTtse Hesasmcumbix [ocyaapcte oT 20
HOBPs1 2009 ., U B COOTBETCTBUM C KPUTEPUSIMU ONPEAEAEHUST CTPAHBI MOOVNCXOXKAEHMS
TOBQAPOB, NMPEAYCMOTPEHHBIMU [TPABUAAMM.

loaTBEPIKAEHMEM MPOLEHTHOMN AOAM CTOMMOCTU MCTMOAb3OBAHHbBIX MATEPUAAOB (Cbipbs)
MHOCTPAHHOIO MPOVCXOXKAEHUST B LEHEe KOHEYHOM MPOAYKUMM SIBASIETCSI BblAQHHDIN
TOProBO-MPOMBILLAEHHOM  NaAaTon  Poccuimckonm  QPeapepaumm  OKT  SKCNEpTU3HbI,
COAEPKAWMA NHPOPMALMIO O AOAE CTOMMOCTU MHOCTPOHHBIX MATEPUMAAOB (Cblipbst),
MCMOAb3YEMbBIX  AAST  MPOU3BOACTBA  OAHOM  €AMHUUBI  MEAVUMHCKOrO  MU3AEAUS,
PACCYNTOHHOM B COOTBETCTBUM C MOAMYHKTOM "B" MYHKTA 2.4 [TPABUA, MAM QHOAOTNYHbBIW
AOKYMEHT, BbIACQHHbBIV YMTOAHOMOYEHHBIM OPIrAHOM (OPraHN3ALMEN) FOCYAQPCTBA - YAEHA
EBpPQA3MMCKOro aKOHOMUYECKOrO COKO3A.

Mo MHennto PIrey «HMUL um. ak. E.H. MewaakmHa» MuH3apOBA Poccun, KHbIX
AOKYMEHTOB, KOTOPbIE 3AKA3YMK MMEET MPABO TPebOBATb B COCTOBE BTOPOW YACTU
3A9BKM HA YYACTUE B DAEKTPOHHOM AYKUMOHE, NocTaHoBAeHEM [paBuTenbcTBA PO Ne
102 He ycTtaHoBAeHO. B cooteetctBUM € N6 CT.66 3AKOHA O KOHTPAKTHOM CUCTEME
TPeboBATb OT YYACTHUKO SAEKTPOHHOrO AyKLUVOHA MPEACTABAEHUST MHBIX AOKYMEHTOB
MHOOPMALMK, 30 MICKAIOYEHNEM MPEAYCMOTPEHHBIX YacTsMu 3 A 3.1 n 5 cT.66 3akoHa
O KOHTPAOKTHOW CUCTEME AOKYMEHTOB M MHOOPMALUUKM, HE AOMYCKAETCS. B 4YacTHOCTH, B
COCTOBE BTOPOM HYACTU 3ASIBKM HA YYACTUE B SAEKTPOHHOM QYKUMOHE HEMPABOMEPHO
YCTOHOBAMBQATb TPEOOBAHME O MPEACTOBAEHUM AOKYMEHTA, MOATBEPMKAQIOLLETO
COOTBETCTBME COBCTBEHHOrO npom3BoacTea TpebosaHuam [OCT SO 13485-2017
«MeXKrocy AQPCTBEHHbIM CTAHAQPT. N3aeAns mepmnumHckne, CUCTEMbI MEHEAXKMEHTA



Kao4YecTBa. TpebOOBAHUSI AAS LEAEN PETYAUPOBAHUS», MOCKOAbKY MPEACTABAEHNE
AQHHOIO AOKYMEHT B COCTABE BTOPbLIX YACTEM 3ASIBOK YHYACTHMKOB HE MPEAYCMOTPEHO
HOPMAQTMBHBIM MPABOBbIM AKTOM, TMPUHSITBIM B COOTBETCTBUMM CO CT.14 3akoHa o
KOHTPAOKTHOM cmncteme. Kpome Toro, B COoTBETCTBUM CO CT.21 PeAepAAbHOro 3aKOHA OT
27.12.2002 Ne 184-03 «O TEXHNYECKOM PETYANPOBAHMY MOATBEPXKAEHNE COOTBETCTBUS
SBASIETCSI AOBPOBOAbHBIM 1 OCYLLECTBASIETCSI MO MHULUMATUBE 3ASIBUTEAST MEXKAY
3A9BUTEAEM N OPIAHOM MO CEPTUDMKALMM.

MNpn a1oM, B N40 AOKYMEHTOUMM OO SAEKTPOHHOM QyKUMOHE B COOTBETCTBUM C
NOAOYKEHUSIMM ocTaHoBAEHUS [TpaBmnTeabcTBA PO Ne 102 yCTOHOBAEHO, YTO AAS 3ASIBOK,
COAEPXKAWMX MPEAAOXKEHNST O MOCTABKE MEAVUMHCKUX WU3AEAUN  OAHOPA30BOrO
NpUMeHEHNSsT (MCMOAb3OBAHKS) M3 NMOAMBUHUAXAOPUAHBIX MAQCTUKOB U MHbIX MAQCTUKOB,
NOAMMEPOB M MATEPUAAOB, BKAKOYEHHDBIX B mMepedeHb Ne 2 3aKA34MK OTKAOHSIET BCE
309BKM (OKOHYATEAbHBIE MPEAAOXKEHWS), COAEPKALME MPEAAOKEHMST O MOCTABKE
OTAEAbHbBIX BUAOB MEANLMHCKNX MBAEAUN, BKAKOYEHHBIX B NEPEYEHb N MOOUCXOASILLIMX L3
MHOCTPAHHBIX TOCYAQPCTB (3Q WCKAKOYEHMEM [OCYAQPCTB - YAEHOB EBPA3NINCKOro
3KOHOMMYECKOro Cot3q), Npu YCAOBUM, YTO HA Y4OCTUE B OMPEAEAEHUN MOCTABLLMKA
NOAQHO HE MEHEE 2 YAOBAETBOPSIOLMX TPEOOBAHMSIM M3BELLEHMNST OB OCYLLECTBAEHNM
30KYMKM U (MAMN) AOKYMEHTAUMM O 3AKYNKe 3As1BOK (OKOHYATEAbHbIX MPEAAOXEHWIN),
KOTOPbIE OAHOBPEMEHHO:

e COAEPXKAT MNPEAAOXKEHMST O MOCTABKE YKA3AHHBIX MEAUNLMHCKNX M3AEAUA, CTPAHOMN
NPOUNCXOXKAEHMST KOTOPbIX SIBASIKOTCSI TOABKO FOCYAQPCTBA - YAEHbI EBPA3NINCKOro
SKOHOMMYECKOro COKO3Q;

e HE COAEPXKAT NPEAAOXKEHNIN O NOCTABKE OAHOMO M TOrO e BUAQ MEAMLMHCKOro
N3AEANS OAHOIO MPOU3BOAUTEASI AMBO MPOMNIBOAUTEAEN, BXOASILLIMX B OAHY Fpynny
AL, COOTBETCTBYHIOLLYIO MPUIHAKAM, MPEAYCMOTPEHHBIM CTaTbeN 9 PepAepAAbHOro
3aKkoHa «O  30WMTEe  KOHKYPEHUMM», TMPU  COMOCTABAEHUMN  3TUX  3ASIBOK
(OKOHYATEABHbBIX MPEAAOXKEHNIN);

o COAEPXKAT MPEAAOKEHMST O TMOCTABKE YKA3AHHbIX MEAMUMHCKUX U3AEAUNA,
MPOUEHTHAST  AOASI  CTOMMOCTM  UCMOAb3OBOHHBIX ~ MATEPUAAOB  (Cbipbsl)
MHOCTPAHHOIO  MPOUCXOMAEHMST B LEHE KOHEYHOW  MPOAYKUMM  KOTOPbIX
COOTBETCTBYET YKA3AHHOM B  MOKA3ATEAE  AOKOAM3AUMM  COBCTBEHHOrO
NPON3BOACTBA MEANLIMHCKUX U3AEAUIA;

e COAEPXKAT MPEAAOXKEHNSI O MOCTABKE YKA3AHHBIX MEAMUMHCKMX UIAEAMN, HA
NPON3BOACTBO KOTOPbLIX MMEETCSI AOKYMEHT, MOATBEP)KAQIOLLNA COOTBETCTBUE
COBCTBEHHOrO MPON3BOACTBA TPEebOBAHUSIM FrOCT ISO 13485-2017
«MeXKrocy AOpPCTBEHHbIN CTOHAQPT. N3penns MEANUMHCKME, Cuncrtemsl
MEHEAXKMEHTA KAYeCTBA. TPEOOBAHNS AAS LEAEN PEMYAUPOBOHUSIY,

TaknMmMm 0BPA3OM, MO MHEHWIO 3AKA3YMKA, AOKYMEHTALMSI OO SAEKTPOHHOM QYKLMOHE He
MNPOTUBOPEUNT TPEOOBAHNSIM AENCTBYIOLLIENrO 30KOHOAOTEALCTBA.

2. O6BHEKTOM ACQHHOW 3AKYMKM 3AKYMKU SIBASIETCSI MEAULIMHCKOE M3penme «<Habop AAS
AOHOPCKOM KPOBM YETbIPEXKAMEPHDBIN» ¢ KOAOM KTPY Ne 32.50.13.190-00584. B onmcaHmm
AQHHOW no3numm  Kopaa KTPY  yKO3QHbI  3HOYEHUST XAPAKTEPUCTUK,  SIBASIKOLLIMXCS
06513ATEABHBIMU AAS MPVIMEHEHNISI.

B cooteeTcTtBMM C .5 MNPABUA, YTBEPXKAEHHBIX [ToCTaOHOBAEHMEM [paBmnTeAbcTBA PO OT
08.02.2017 Ne 145 «O6 yTtBEPKAEHUM [TPABUA POPMUPOBAHNS U BEAEHUSI B €AMHOMN
MHOOPMALMOHHON CUCTEME B COEPE 3AKYMOK KATOAOra TOBAPOB, PABOT, YCAYT AAS
obecneyeHnst roCy AQPCTBEHHBIX M MYHUUMMNAAbHBIX HY>KA W [TPABUA UCMNOAb3OBAHMS



KOTOAOFG  TOBAPOB, PABOT, YCAYr AAsl  obecrneyeHnsl TFOCYACQPCTBEHHbIX U
MYHULMMGABHBIX HY>A», 30KA34YMK BMPABE YKA3ATb B M3BELLEHUN 0O OCYLLECTBASHNM
3AKYMKM U AOKYMEHTALMM O 3AKYMKE AOMOAHUTEAbHYIO UHOOPMAUMIO, d TAIKKEe
AOMOAHUTEAbHBIE MOTPEOUTEABCKME CBOWCTBA, B TOM 4YUCAE  DYHKUMOHOAbHbIE,
TEXHUYECKNE, KAYECTBEHHbIE, DKCMNAYATALUMOHHBIE XAPAKTEPUCTUKU TOBAPA, PABOTHI,
YCAYTU B COOTBETCTBUN C MOAOXKEHNSIMK CT.33 3aKOHA O KOHTPAKTHOW CUCTEME, KOTOPbIE
He NPEeAYCMOTPEHbDI B MO3NLIMN KOTAAOMC.

30KA3YKOM B OMMCOHME OBBEKTA 3AKYMKM OblAM  BKAKOYEHBI  AOMOAHUTEABHbIE
TPEOOBAHMS, KAKAOE W3 KOTOPbIX MMeeT OBO0CHOBAHME, COOPMUPOBAHHOE HA
OCHOBOHMK ocTaHoBAeHUS MNpaeuTteAnbcTea PO ot 22.06.2019 N 797 «O6 yTBEPKAEHUMN
[NPOBUA 3AroTOBKU, XPAHEHWS, TPAHCMOPTUPOBKM U  KAMHUYECKOTO WCMOAb3OBAHWMS
AOHOPCKOMN KPOBW M €€ KOMMOHEHTOB M O MPU3HAHUM YTPATUBLUMMK CUAY HEKOTOPbIX
aktoe [Npaeutenbctea Poccumckon Peaepaumm», Mpukasa MuHsapaea Poccum ot
28.10.2020 Ne 1167H «O6 yTBEPXKAEHUN TPEBOBAHUM K OPrOHU3ALMU AESITEABHOCTU
cybbekTtoB 0OBPALLEHMNST AOHOPCKOM KPOBU U (MAM) €€ KOMMOHEHTOB MO 3ArOTOBKE,
XPAHEHMIO, TPAHCMOPTUPOBKE AOHOPCKOW KPOBU N (MAU) €€ KOMMOHEHTOB, BKAKOYAS
LUTOTHBIE HOPMATUBbBI M CTAHAQPT OCHALLeHMsI» 1 TOCT 31597-2012.

YCTOHOBAEHHbIE  3AKA3YMKOM  TPeBOBOHMSI K  XAPOKTEPUCTMKOM  TOBAPA  HE
NPOTVBOPEYAT CBEAEHUSIM, Ccopep KalLmmcs B KTPY no cooTBeTCTBYIOLLEV MO3NLN.

3. YcTaHoBAEHME TPEOOBAHUSI K CPOKY XPOHEHUST SPUTPOLUTOR B AOOABOYHOM
PACTBOPE — He MeHee 49 CyTOK COAEPXKMT COOTBETCTBYOLlee OOOCHOBAHNE, KPOME
TOro, AQHHAS XAPAKTEPUCTUKA HEOOXOAMMA 3AKAZYMKY:

1. AAST 0BecnedyeHnst HECHMYKAEMOro 3arnaca KOMMOHEHTOB, B TOM YMCAE, PEAKMX
rEYNN AOHOPCKOMN KPOBW C MAKCVMOAbHBIM CPOKOM XPOHEHWSI;

2. B LEASIX YMEHbBLLEHNST CIIMCAHNST SPUTPOLUNTCOAEPIKALLMX KOMMOHEHTOR KPOBW MO
NCTEYEHNM CPOKA XPOHEHUSI U CHMDKEHUST 3ATPAT OIOAXKETHBIX CPEACTB  HA
npUnobpeTeHne AOMOAHUTEAbHbBIX PACXOAHBIX MOTEPUAAOB AAST 3ArOTOBKN KOMIMOHEHTOB
KpoBW. TAK, MNPU  YBEAUYEHMUM  CPOKA  XPOHEHUSI  SPUTPOLUTCOAEPIKALLMX
TPAHCPY3NOHHBIX CpeA A0 49 CYTOK MPOLEHT CMMCAHMNST KOMMOHEHTOB KPOBM MO CPOKY
FOAHOCTV B SKCMNEAMLIMN 3AKA3YMKA 3HAYNTEABHO CHUIKACSI.

AHTUKOArYASIHTOM, MO3BOASIOLLVIM XPOAHUTb SPUTPOLUTEI HE MeHee 49 AHEN, SIBASIETCS
PAGGSM. 3aKkynka KOHTEMHEPOB C pactBopoM PAGGSM yBEeAMYBOET CPOK
MCMOAb30BAHMST SPUTPOLNTCOAEPRIKALLMX KOMMOHEHTOB HO CPOK A0 49 AHEWN.

Kpome Toro, B peectpe MEANLVHCKNX U3AEANI, PA3MELLEHHOM HA canTe OeaepaAbHOM
CAY>KObl MO HOA30PY B ChOEPE 3APABOOXPAHEHNS, COAEPIKATCST CBEAEHMUST O HOANYMM HO
PbIHKE HE MEHEee TPpeX MPOM3BOAUTEAEN KOHTEMHEPOB C pacteopoM PAGGSM (OOO
«femopdkerHmke», Poccusa (PY P3H 2021/14100), MAKO ®APMA CAC, ®paHuma (PY OC3
2010/08535), 30BOA MO MPOMIBOACTBY MEAUUMHCKMX mnspeamn «PABUMEA» Cn. 3 0.0.,
Monbwia (PY OC3 2009/04486)).

N3yunB npeascraBAeHHble MaQTepuaAbl U AOBOAbI CTOPOH, Komuccua Hosocubupckoro
Y®AC Poccum NpULLAQ K CA€AYIOLLLM B biBOACM.

CornacHo 4.3 cT.14 3aKOHAO O KOHTPAKTHOM CUCTEME B UEASIX 3AlMTbl OCHOB
KOHCTUTYUMOHHOrO  CTPOs, obecrnedyerHmnst obOopOHbl CTPAHb W 6€e30nacHOCTU



rOCYAQPCTBA, 3dLUTHl BHYTPEHHEro pbliHKA Poccuickon QPeapepaumn, pPA3BUTUS
HOLUMOHOABHOM  SKOHOMUKM,  MOAAEPXKKN  POCCUNCKUX  TOBAPOMPOM3BOAUTEAEN
HOPMATVBHBIMW  MPABOBBLIMK  AKTaMK  [paButenbctBa  Poccuickon  Peaepaumm
YCTOHOBAVBQIOTCSI 3AMPET HA AOMYCK TOBAPOB, MPOUCXOASLMX M3 MHOCTPAHHbIX
rOCYyAQPCTB, pPaBOT, YCAYr, COOTBETCTBEHHO  BbLIMOAHSIEMbIX,  OKQ3blBOAEMbIX
MHOCTPOHHBIMW AMLAMU, N OFPAHUYEHUST AOTMYCKA YKA3AHHbIX TOBAPOB, PAOOT, YCAYT,
BKAKOYOST MUHUMOABHYIO OBSI3OTEABHYIO AOAKD 3AKYMNOK POCCUMNCKMX TOBOPOB, B TOM
YUCAE, TOBAPOB, MOCTABASIEMbIX MPU BbLIMOAHEHMM 3AKYNMAEMbIX PABOT, OKA3AHUU
3AKYNAeMbIX YCAYT, 1 NepedYeHb TAKMX TOBAPOB, AAS LLEAEW OCYLLLECTBAESHMS 3AKYMOK.

OBBbEKTOM AQHHOM 3AKYMKU SIBASIETCS MOCTABKA HABOPOB AASI AOHOPCKOWM KPOBM
YETbIPEXKAMEPHDBIX. YKA3AHHOE MEAMUMHCKOE W3AEAME COrAACHO WM3BELLEHMIO O
NPOBEAEHNN SAEKTPOHHOIO AYKLUMOHA UMEET KOA nosnummn 32.50.13.190-00584. AQHHbIV
KOA BKAIOYEH B NepedeHb Ne 2 [ocTtaHoBAeHMs MNpasuTtenbcTea PO Ne 102.

Ha ocHoBaOHMM 4.3 CT.14 3AKOHA O KOHTPAKTHOWM cucrteme, [ToCTAHOBAEHMS
Mpasutenbctea PO Ne 102 B n.40 AOKYMEHTAUMM ACQHHOTO SAEKTPOHHOrO QAyKLUMOHA
YCTOHOBAEHbI ONPAHUYEHMST U YCAOBUST AOMYCKA OTAEAbHbIX BUAOB MEAMUMHCKNX
N3AEAUN, MPOUCXOASILLMX N3 MHOCTPAHHBIX FOCYAQPCTB, AAS LEeAe OCYLLECTBAESHMS
3AKYMNOK AASI OBECNEYEHMS FOCY AQPCTBEHHBIX M MYHULIMIOABHBIX HY>KA,.

B cootBeTcTBMM C [NocTaHoBAeHMEM [TpaeutenbctBa PO Ne 102 yCTAHOBAEHO, YTO AASI
LeAEeVr OCYLLLECTBAEHMS 3AKYNMOK OTAEAbHBIX BUAOB MEANUMHCKNX U3AEAUIN, BKAKOYEHHDBIX B
nepedeHb Ne 2, 3AQKA34YMK OTKAOHSIET BCE 3QA$IBKM (OKOHYATEAbHbIE MPEAAOXKEHMUS),
COoAEPXKALLME MPEANOKEHNST O MOCTABKE OTAEAbHBIX BUAOB YKA3AHHBIX MEAVLMHCKMX
N3AEAUNN, MPOUCXOASILLNX M3 MHOCTPAHHbBIX TOCYAQPCTB (30 MCKAKOYEHNEM FOCYAQPCTB -
YAEHOB EBPA3MNCKOro 3KOHOMUYECKOro COKO3Q), MPU YCAOBUMU, YTO HA Yy4yaCTME B
onpeAEAEHNM NMOCTABLLMKA MOAQHO HE MeHee 2 3A51BOK (OKOHYATEABbHbBIX MPEAAOXKEHNIN),
YAOBAETBOPSIHOLUMX TPEDOBAHMUSIM MIBELLEHUNST OO OCYLLECTBAEHUM 3AKYMKKA U (MAK)
AOKYMEHTALMN O 3AKYMKe, KOTOPbIE OAHOBPEMEHHO:

e COAEPXKAT MPEAAOXKEHNST O MOCTABKE YKA3AHHBIX MEAULMHCKNX U3AEANIA, CTPOHOMN
NPOUCXOMAEHNST KOTOPbIX SIBASIKOTCSI TOABKO FOCYAQPCTBA - YAEHbI EBpa3MmMcKoro
SKOHOMMUYECKOro CO3Q;

e HE COAEPXKAT MPEAAOKEHUM O MOCTABKE OAHOMO U TOIO YK€ BUAO MEANLMHCKOrO
N3AEANST OAHOIO MPOU3BOAUTEASI AMBO MPOMNIBOAUTEAEN, BXOASILLIMX B OAHY Fpynny
AVILL, COOTBETCTBYIOLLYIO MPU3HAKAM, MPEAYCMOTPEHHBIM CTaTben 9 PeAepaAbHOro
3aKkoHO «O  30WUTEe  KOHKYPEHUMW», TMPU  COMOCTOBAEHUM  3STUX  3ASIBOK
(OKOHYATEABHBIX MPEAAOKEHNIN);

e COAEPXKAT TMPEAAOKEHNST O TMOCTABKE YKA3AHHBIX MEAUUMHCKUX  UIAEAUN,
NPOUEHTHAST  AOAS1  CTOMMOCTM  MUCMOAb3OBOHHBIX ~ MATEPUAAOB  (Cbipb$)
MHOCTPOHHOTO  MPOUCXOXKAEHUSI B LEHE  KOHEYHOW  MPOAYKUMM  KOTOPbIX
COOTBETCTBYET YKOA3AHHOW B MPUAOXKEHUM K MNOCTAHOBAEHWIO [1pOBUTEALCTBA
Poccumckon Qeaepaumm ot 14.08.2017 Ne 967 «O6 0COBEHHOCTSIX OCYLLLECTBAEHMS
3AKYMKN MEANUMHCKUX U3AEAUNA OAHOPA30BOrO MPUMEHEHUST (MCNOAb3OBAHMUST) 13
NOAVIBUHUAXAOPUAHBIX  MAQCTUKOB  AAST  ODECrnedyeHnsl TFOCYAQPCTBEHHbIX U
MYHULMMOABHbBIX HY KAY;

e COAEPXKAT MPEAAOXKEHUSI O MOCTOBKE YKA3OHHBIX MEAMLMHCKUX U3AEAUM, HA
NPOU3BOACTBO KOTOPbIX MMEETCSI AOKYMEHT, MOATBELXKAQKOWMM COOTBETCTBME
COBCTBEHHOrO NPOU3BOACTBA TPeboBAHUSIM rOCT ISO 13485-2017
«MeXKrocy AQPCTBEHHbIN CTOHAQPT. N3penmns MEAULIMHCKME, Cucremsl



MEHEAYKMEHTA KaYecTsa. TpebOoBAHUS AAS LEAEN PETYANPOBOHUSI,

CoraacHo n.3 lNMoctaHorAeHus lMpasutenbctBa PO Ne 102 MOATBEPYKAEHVMEM CTPCHbI
MPOOUCXOXKAEHNST MEAULMHCKNX M3AEAUN, BKAKOYEHHBIX B MNepedeHb Ne 2, SBASIETCS
CEPTUPUKAT O MPONCXOXKAEHNN TOBAPA, BbIAOBAEMbBIA YNOAHOMOYEHHBIM  OPraHOM
(opraHmsaumen) rocyAqpcCTts - YAEHOB EBPA3MMCKOrO SKOHOMUMYECKOro Coko3a Mo
dopMe, YCTAHOBAEHHOW [1DABUAAMKM OMPEAEAEHMST CTPAHBI MPONCXOXKAEHMST TOBAPOB,
SIBASIHOLLIIMUCST HEOTbEMAEMOW HYACTbIO COrAaLLEHNST O MMPABUAAX OMPEAEAEHNST CTPOHDI
NPOOUCXOXKAEHNST TOBAPOB B CoppykecTtse Hesamcumbix [ocyaapcTts ot 20.11.2009
(aanee - TlpaevAQ), M B COOTBETCTBUM C  KPUTEPUSIMU  OMPEAEAEHNST  CTPOHDI
MPOOUNCXOYKAEHWS TOBAPOB, MPEAYCMOTPEHHBIMU [TPABUAOMMN.

MNoATBEPXKAEHVEM MPOLEHTHON AOAV CTOUMOCTM MCMOAb3OBAHHBIX MATEPUAAOB (CblpbsT)
MHOCTPAHHOIO MPOVCXOXKAEHUST B LEHE KOHEYHOM MPOAYKLUUM SIBASIETCS] BbIAQHHbBIN
ToproBo-NPOMbILLAEHHOM  naAaTon  Poccuickon  Peapepaumt  OKT  SKCMEpTU3bI,
COAEPXKAWMN MHOOPMALMIO O AOAE CTOMMOCTM MHOCTPAHHBIX MATEPUAAOB (CbipbS),
MCMOAb3YEMbIX  AAST  TMPOM3BOACTBA OAHOWM  €AUHWLB  MEAULUMHCKOrO  U3AEAUSI,
PACCYUTAHHOM B COOTBETCTBMM C M. «B» M.2.4 [1IPABUA, AN QHOAOTUYHBIA AOKYMEHT,
BbIAQOHHBIA  YMIOAHOMOYEHHBIM ~ OPraHOM  (OpPraHM3aumen) rocyAQpCTBA -  YAEHA
EBpPQA3MNMCKOro aKOHOMUNYECKOrO COKO3a.

CoranacHo n.6 4.5 cr.66 3AKOHO O KOHTPAKTHOM CUCTEME BTOPASI YACTb 3ASIBKM HA
YYOCTUE B DAEKTPOHHOM QYKLMOHE AOAYKHA COAEPIKATb AOKYMEHTbI, MPEAYCMOTPEHHbIE
HOPMOTVBHBIMY MPABOBLIMW AKTAMMW, MPUHSITBIMU B COOTBETCTBUM CO CT.14 HOCTOSILLErO
PeAEepPAAbHOrO 3AKOHA, B CAydYde 3AKynki TOBAPOB, PABOT, YCAYr, HA KOTOpble
PACMPOCTPAHSIETCSI AENCTBME YKA3AHHBIX HOPMATMBHBIX MPABOBBLIX QAKTOB, MAM KON
TAKUX AOKYMEHTOB. pU OTCYTCTBMM B 3QSIBKE HA YYOCTUE B DAEKTPOHHOM QYKLMOHE
AOKYMEHTOB, MPEAYCMOTPEHHBIX HACTOSILLIMM MYHKTOM, UAW KOMAIN TAKNX AOKYMEHTOBR 3T
3A9BKA MPUPOBHVBAETCS K 3ASIBKE, B KOTOPOM COAEPRXKUTCS MPEAAOXKEHNE O MOCTABKE
TOBAPOB, MPOUCXOASILLNX M3 MHOCTPAHHOIO FOCYAQPCTBA WMAW FRYMMbl MHOCTPAHHbBIX
rOCyAQpPCTB, pPabOT, YCAYr, COOTBETCTBEHHO  BbLIMOAHSIEMbIX,  OKQ3bIBOAEMbIX
MHOCTPOHHBIMW AVULOMU.

B cootBetcTBMM C N.3 4.6 CT.69 3AKOHA O KOHTPAKTHOM CUCTEME 3ASIBKA HA YYOCTUE B
SAEKTPOHHOM  AYKUMOHE  MPW3HAETCS1 HE  COOTBETCTBYIOLWLEN  TPeHBOBAHUSM,
YCTAOHOBAEHHBIM AOKYMEHTAUMEN O TAKOM QYKUMOHE, B CAy4Yde, MPEeAYCMOTPEHHOM
HOPMATUBHBIMW MPABOBLIMW AKTAMMW, MPUHSTBIMW B COOTBETCTBUM CO CT.14 3AKOHA O
KOHTPAKTHOM CUCTEME.

Takum  ob6pasom, MnoAoXKeHUsaMK  locTaHoBAeHns [paButenbctea PO Ne 102 He
NPEAYCMOTPEHA HEOBXOAMMOCTb MPEACTABAEHUST YYACTHUKOMM 3AKYMKN BO BTOPbIX
YAOCTSX  305IBOK  AOKYMEHTA, TMOATBEPXAQIOWETO COOTBETCTBME  COBCTBEHHOIO
npounseoacTea TpedboraHnam FTOCT ISO 13485-2017 «MeXkrocy AQPCTBEHHbBIN CTAHAQPT.
N3penmna mepamumHckmne, CUCTEMbI MEHEAXKMEHTA KA4YeCTBA. TPebOBAHMS AAST LEAEN
PEryAMpOBAHMS», AOBOA YXOAODBI HE HOLLEA MOATBEPIKAEHNSI.

2. COranaQcHoO 4.6 CT.23 3AKOHA O KOHTPAKTHOWM CUCTEME MOPSIAOK QOPMUPOBAHUST U
BEAEHUSI B  EAVMHOM  MHOOPMAUMOHHOM  cucteme KIPY  aAAa  obecnedeHus
FOCYAQPCTBEHHDBIX M MYHULMMAABHBIX HYXA, O TAKXKE MPABUAQ MCMOAb3OBAHMST KTPY
yCTaHaBAMBAOTCS [MpaesmnTeAbCcTBOM Poccuimnckom Qeapepaumn,

N3yums cBeapeHus, coapepykawmecst B KTIPY no koay nosvumm 32.50.13.190-00584,



Kommncecma Hoeocubupckoro YOAC Poccum yCTAOHOBMAQ, 4YTO OMMCAHME OBbekTa
3AKYMKN MO MOKA3ATEAKD «EMKOCTb KOHTEVMHEPAO» HE MPOTUBOPEYNT TPEBOBAHUSM,
YCTOHOBAEHHbIM B KTPY MO yKA3aHHOM no3vumn. Kpome Toro, YCTOHOBAEHHbIE
MUHUMOABbHBIE  TPAHUUBI  EMKOCTEM  KOHTEMHEPOB  BXOASIT B AMAMNA3O0HbI,
NPEAYCMOTPEHHbIE COOTBETCTBYIOLLMM KOAOM Mno3numm KTPY .,

3. B OTHOWEHMM AO0BOAQ O TOM, YTO KOA MEAULMHCKOrO U3AEAUS, MPOOUN3BOAUTEAEM
kotoporo saeasetcs MAKO OAPMA CAC, OpaHumsa (PY OC3 2010/08535), He
COOTBETCTBYET KOAY HEODBXOAMMOro K MOCTOBKE 3AKA34YMKY ToBApd, Kommccus
Hoeocunbupcrkoro YPAC Poccrmm yCTOHOBUAQ CAEAYIOLLIEE.

B coOTBETCTBMM C NPUMEHAHUSIMU K NepedHio Ne 2, yTBep KAEHHOMY [TOCTAHOBAEHMEM
Mpasmutenbctea PO Ne 102, npu MPUMEHEHUM HACTOSILLErO MEPEYHST CAeAYeT
PYKOBOACTBOBATbCSI KOAOM B cooteeTcteumn C OKIMA 2, n (MAM) KOAOM BUAQ
MEAMUMHCKOrO U3AEAUsT B COOTBETCTBUM C  HOMEHKAATYPHOW KAQCCUDUKAUMEN
MEAMLUMHCKMX UIAEAUN, YTBEPXKAEHHOWM MpuKasoM MuHaapaesa Poccun, 1 (MAK)
HOMMEHOBOHMEM BUMAQ MEAULUMHCKOTO U3AEAUs, U (MAUN)  KAQCCUPUKALMOHHBIMU
NPU3HAKAMK BUAQ MEANLIMHCKOTO N3AEAMST (MU HOAUYMN).,

Takum  0oBpa3OM, MNpU  OMNPEAEAEHMN  COOTBETCTBUSI  TOBAPA  TPebOBAHMSM,
YCTAQHOBAEHHBIM B OMMCOHMM OOBEKTA 3AKYMKM, B COOTBETCTBMM C MOAOMKEHNSIMU
MNoctaHoBAeHus MNMpaemTenbcTea PO Ne 102 caeaAyeT PyKOBOACTBOBATLHCS, B TOM YMCAE,
KopaoM OKIA 2, HOMMEHOBAHNEM MEANLIMHCKOTO U3AEAMSI.

BmecTe ¢ Tem, B cootBeTcTBUM ¢ PY OC3 2010/08535 meanumHCKOe naaenme «CUcTemsl
NOAVIMEPHbBIE C MATMCTRAASIMU AAS COOPA, DUABTRALMKM, OBPABOTKMN U XPOAHEHMST KPOBM
N €€ KOMMOHEHTOB, MYyCTble U C AHTUKOANYASIHTAOMU» UMeeT KoA OKIIA 2 32.50.13.190, yto
cootBeTcTByeT KkoAy OKIMA 2, NPeAyCMOTPEHHOMY W3BELEHMEM O TMPOBEAEHUN
SAEKTPOHHOrO AyKLMOHQA.

OTHOCUTEABHO COOTBETCTBMSI KOHTEMHEPOB MPOU3BOACTBA Ravimed Sp. z.0.0.
TPEeBOBAHUSIM AYKLUMOHHOM AOKyMeHTaumn Kommccuns Hosocumbupckoro YPOAC Poccumn
CUYNTAET, YTO OTCYTCTBME B PErMCTPALMOHHOM yaocTorepeHnn Ne @C3 2009/04486 Ha
MEAMUMHCKOE N3AEAME MPOU3BOAUTEAST Ravimed Sp. 2.0.0. U HO CANTE NPOU3BOAUNTEAS
MHOOPMALMN O HOAMYMKM B KOHTEMHEPAX pecycneHaupytolero pacteopa PAGGSM, a
TAIOKE O KOAUYECTBE TAKUX KOHTEMHEPOB OAHO3HAYHO HE CBUAETEABCTBYET O TOM, YTO
MEAMUMHCKOE WU3AEAME AENCTBUTEABHO B YKA3OHHOWM YACTM HE COOTBETCTBYET
TPebOBAHUSIM ONMMCAHUS OB BEKTA 3AKYTKMN,

N3yume NPEACTABAEHHbIE AOKYMEHTBHl U AOBOAbI CTOPOH, Komumccusi HoeocnbupcKkoro
YOAC Poccum yCTOHOBUAQ, YTO MPEADBSBAEHHBIM 3AKA3YMKOM B OMMCAHMU OObEKTa
3AKYMKK TPEBOBAHUSIM (B YHOCTHOCTU, K HOAMYMIO B KOHTEMHEPAX PECYCMNEHAMPYOLLErO
pacTeopa PAGGSM) COOTBETCTBYIOT HE MEHEE YEM TPU MPOU3BOAUTEAST KOHTENHEPOB:
OO0 «'emoaxkeHuke», Poccua (PY P3H 2021/14100), MAKO ®APMA CAC, ®paHumsa (PY
PC3 2010/08535), 3aBoA MO MPOU3BOACTBY MEAUUMHCKMX napenmn «PABUMEA» Cn. 3
0.0., [MoabLua (PY ®C3 2009/04486).

Takmm 0B6pa30M, HO MOMEHT PACCMOTPEHMS YKAAODbB Y KOMUCCUM MMEANCH CBEAEHUS O
HOAUYMM HO PbIHKE TOBAPA POCCUMNCKOro npomsBoanTenst — OOO «[eMopYKeHMKE». [Tpu
STOM, MNPEACTOBUTEAEM TMOAATEAS MAAODbI HA 3acepdHun Komuccum He ObiAn
NPEACTABAEHbBI KAKME-AMDO AOKYMEHTbI, ONMPOBEPraoLLMe YKA3AHHOE. AOBOA AAODDI
HE HALLEA MOATBEPKAEHMUSI.



KpomMme TOoro, B pPA3bSICHEHUSIX MOAOKEHUM QAYKUMOHHOWM AOKYMeHTaumm o1 26.04.2021
3AKA34YMKOM HbIAO MPEACTABAEHO OBOOCHOBAHME HEODXOAMMOCTU  YCTOHOBAEHMUS
TPEBOBAHKUS K HOAMYMIO B KOHTEMHEPOX PECYCNEHAVPYIOLWEro pacTeopa PAGGSM.

Npun nposeaseHnn HaA ocHoBaAHMM n. 1 4. 15 cr. 99 3AKOHAQ O KOHTPAKTHOW cUCTEME
BHENAQHOBOW TIpPOBEpPKN AQHHOA 3QKYNKW, B TOM 4YUCAE, BCehA UHPopMaLmnu,
pa3MeLleHHoN B e ANMHOW UHPOPMALMOHHON CUCTEME B PAMKAX AQHHOIO 3AE€KTPOHHOro
AQYKLUMWOHA, A TAK)Xe AEeUCTBUA AyKLIMOHHOW KOMUCCUU MPU pPACCMOTPEHUN 3QsBOK,
HapyweHna 3aKoHoAdareAbctBa Poccurickonn Deapepaumn O KOHTPAKTHOW CUCTeMe He
BbISIBAEHbI.

PykoeoaCTBySsICb 4.8 CT.106, n.1 4.15 CT.99 3aKOHA O KOHTPAKTHOW cucteme, Kommnccus
Hoeocubupckoro YOAC Poccum

PELLNAA:

MNpunaHaTb >kKanoby OOO «apeen» Ha AenctBus 3akazdmka — Iy «<HMUL vm. ak. E.H.
MelwaAknHa»  MUH3APOBA Poccum npu NPOBEAEHUMN SBAEKTPOHHOMO QAYKUMOHO  Ne
0351100002921000392 HO NOCTABKY MEAULMHCKNX N3AEANIA HEODOCHOBOHHOW.

PeLuermne moxert 6bitb 06XXKaAOBAHO B Op6VITpO)KHbIIZ Cy A B TedeHne 1opex MecsiueB CO AHST
ero BbIHeCeHsl.



