22.01.2018 r.
Tyna

KoMmccust no KOHTPOAKD 3aKynoK YnpasaeHust PeAepaAbHOM AHTVUMOHOMOABHOM
CAYXKObl Mo Tyabckom obaactn (panee - Kommccus),  PACCMOTPEBR MAAOBY
oBLECTBA C OrPAHMYEHHOW OTBETCTBEHHOCTHLIO «AenbTa Tpenar (aanee — OO0
«Aenbta Tpenar, 3agsutenb, Obuectso) ncx. Ne 12 ot 15.01.2018 (x. Ne 251 ot
16.01.2018) HaO AeNCTBUSI FTOCYAQPCTBEHHOIO YYPEXKAEHUST 3APABOOXPAHEHMS
«HOBOMOCKOBCKQOST TOPOACKAST KAMHMYECKAsT BOAbHUMLO» (AQAee — 3aKA34KK),
FOCYAQPCTBEHHOIMO  KA3EHHOrO  yypexkaeHust  TyAbCcKow  oBAacTu  «LleHTp
OPraHM3aUMM  3aKynok» (AaAee -  YINOAHOMOYEHHOE  YUYPENKAEHME) TMPU
OnpeAeAeHU MOCTABLLMKA  (MOAPSIAYMKA, UCMOAHUTEAS]) MyTeEM TMPOBEAEHUS
SAEKTPOHHOINO QAYKUMOHA HA MNPABO 3AKAKYEHMSI KOHTPAKTA HA MOCTABKY
PACXOAHOMO MATEPUAAD AASI FEMATOAOMMYECKOrO QAHAAM3ATOPA (3AKYynKa Ne
0366200035617007497) (AQnee — DAEKTPOHHbIM  AYKUMOH), PYKOBOACTBYSICb
cTaTbsMm 99, 106 DepepanbHoro 3akoHa ot 05.04.2013 Ne 44 - 3 «O KOHTPAKTHOMN
cuctemMe B chepe 3aKyrnoK TOBAPOB, PABOT, YCAYr aAAg  obecnedyeHus
FOCYAQPCTBEHHbIX M MYHULMMAABHbBIX HY>KA» (AQAEE - 3AKOH), AAMUHUCTPATMBHbBIM
pernameHToM  DepAepaAbHOM  AHTMMOHOMOABHOM  CAYXKObl MO UCTMOAHEHMUIO
FOCYAQPCTBEHHOM  OYHKUMM MO  PACCMOTPEHMIO  YKAAOD HA  AENCTBUS
(6e3pencTeme)  3AKA3YMKA, YNOAHOMOYEHHOro  OPraHa,  YNOAHOMOYEHHOrO
YUPEXKAESHUSI, CMELUVAANINPOBAHHOM OPraHM3ALMA, KOMUCCKM MO OCYLLLECTBASHUIO
30KYMNOK, €e YAEHOB, AONKHOCTHOIO AMLA KOHTPAKTHOM CAYXObl, KOHTPAKTHOrO
YNPABASIIOLWLEro, Onepatopa 3SAEKTPOHHOM  MAOWAAKM  MPU  OnpeAeAeHUA
NOCTABLUMKOB (MOAPSIAYMKOB, MCMIOAHUTEAEN) AAST OBECTEHYEHMSI FOCYAQPCTBEHHbIX
N MYHVLMMQAABHBIX HYXKA, YTBEPXKAEHHBIM Nprkazom GAC Poccum ot 19.11.2014 Ne
727/14 (panee — AAMVHUCTRATHBHBIN PEFACOMEHT),

YCTAHOBUAA:

B Tyabckoe YOAC Poccum noctynmuaa kanoba OOO «AenbTa Tpena» HaO
AEVCTBMST  3AKA3YMKA, YMOAHOMOYEHHOIO  YYPENAEHUST MPW  NPOBEAEHUM
DAEKTPOHHOIO AYKLMOHA.

[0 MHEHMIO 3ASIBUTEAST, AOKYMEHTALMSI O NPOBEAEHUN SAEKTPOHHOIO AYKLMOHA
HO MOCTABKY PACXOAHOMO MATEPUAAA AASI TEMATOAOMMYECKOrO QAHAAM3ATOPA
Bakynka Ne 0366200035617007497) (AQnee - AOKYMEeHTauusi 06 SAEKTPOHHOM
QYKLUMOHE) COCTABAEHA B MNPOTMBOPEYME C MOAOXKEHUSIMU MYyHKTA 1 4acTtn 1
cTaTbm 33 3aKOHA, a TaKXKe TPeboBaAHMSIMM CTATbU 17 DeAepPAABHOroO 30KOHA OT
26.07.2006 Ne 135-P3 «O 3aLUUTE KOHKYPEHLMY,

Ob6LWwecTBO MOAAraeT, YTO QAHAAM3 AOKYMEHTAUMM OB BAEKTPOHHOM QYKLMOHE
OAHO3HAYHO CBUAETEABCTBYET O TOM, YTO LEABID OCYLLIECTBAEHUSI HACTOSILLEN
3AKYMKMN  SIBASIETCST  3AKYMKA  PEAreHTOBR OMPEeAEAEHHONO  QYHKUVMOHAABHOIO
HA3HA4YeHWs, COBMEeCTVMMbIX C UMEeLWUMCS Y 3aKA34YMKA reMaATOAOrMYECKNM
aHaAM3aTopoM COULTER®AC ¢ T™ &diff,



C TOYKM 3PEeHUsT MOAATEAS YKAAOObBI, MOMUMO TPEOOBAHMSI O COBMECTVMOCTU U
YKQA3AHMS QYHKLMOHAABHOMO HA3HAYEHWS PEAreHTOB, 3AKA3YMKOM B MYHKT 3 YOCTU
I «TexHn4eckoe 30AQHME» AOKYMEHTALMN 06 SAEKTPOHHOM QAYKLMOHE BKAKYEHDI
TPEebOoBAHWSI K PEeLenTypPHOMY COCTABY PEAreHTOB (HAOUMEHOBOHME BXOASILMX B
COCTOB [PEAreHToB XVMMWYECKUX BELLECTB W WX COOTHOLLUEHME), KOTOPble He
JBASIKOTCST OObEKTVBHOM XAPAKTEPUCTUKOM, HEMOCPEACTBEHHO 0becrneymBatoLLein
COOTBETCTBME TOBAPA MOTPEBHOCTIM 3AKA3YMKA.

B yacTtHOCTK, OBLECTBO B YXOAODE YKAIBIBAET, YTO AAST AUBVMPYHIOLLLENO PACTBOPA
(noanyHKT 1 nyHkTa 34acTull «TexHn4eckoe 3aAQHME» AOKYMEeHTauun o6
AAEKTPOHHOM  AYKLWMOHE), HEODXOAMMOIrO AASl UBMEPEHMST MOKA3ATEAS —
reMornobmH, 30KA34YMKOM  YCTAHOBAEHbI MOKA3ATEAM AAST  M3OMNPOMMUAOBOIO
CMMPTA, UMAHUAQ KAAMST M YETBEPTUYHBIX OMMOHMEBBLIX COAEN. C TOUYKUN 3PEHUS
Ob6wecTBa, MPUHLUMMOABHOE 3HAYEHME AASI OHOAM3A MMEET TOAbKO HAAMYME
LMAHMAQ KAAMS, TOK KAK peaKkums MpOU3BOAMUTCS C ero MOMOLLbIO.

AN M3OTOHUMYECKOTO PACTBOPA  (MOAMYHKT 2 NYHKTA 34acTull «TexHmyeckoe
30AQHME» AOKYMEHTALMM OB SAEKTPOHHOM QYKLMOHE) YCTAOHOBAEHO TPEOOBAHME:!
CTABUAUBNPOBOHHBI COASHOM PACTBOP, COAEPMALLMA XAOPUA HATPUS, A3MA
HOTPWS,  CMaryarouiee  BewectBo. [lo  MHEHUMIO  MOAAQTEASl  >KAAODbI,
CTABUANINPOBAHHBIN COASHOM PACTBOP, MPUMEHSIEMbBIM B AOHHOM METOAE, MOXKET
COAEPIKATb PA3ANYHBI COCTAB COAEN, KOTOPLIM HE CKA3bIBAETCSI HO PE3YAbTATAX
MNP OBOAVMbBIX MCCASAOBAHU.

[lo MHEHMIO 3as9BUTEAS, YCTAHOBAEHME 3AKA3YMKOM MOAOBOHBIX XAPAKTEPUCTUK
PEAreHToOB B AOKYMEHTAUMM OO SAEKTPOHHOM QYKLUMOHE CBUAETEABCTBYIOT O
BO3MOYKHOCTU MOCTABKUN PEArEHTOB €AVHCTBEHHOIO MPOU3BOAMTEAS - Beckman
Coulter.

Takoe TPEeOOBAHME, C TOUYKM 3PEHUST TMOAATEAS >KAAOObBI, MPUVBOAUT K
HEODOCHOBAHHOMY OFMPAHVYEHMIO KOAMYECTBA YYOACTHUMKOB 3AKYMKW, UCKAKOYAS]
BO3MOYKHOCTb MOCTABKN PEAreHTOB, COBMECTUMbBIX C UMEIOLWMMCS Y 3AKA34MKA
OHOAV3ATOPOM U MMEIOLWMX TAKOE e PYHKLUMOHOAbHOE HA3HAYEHWE, OAHAKO
OTAVMAIIOLLIMXCSI MO PeLenTyPHOMY COCTABY.

Kpome Toro, 3asBUTEAb YTBEPXKAQET, YTO FEMATOAOMMHECKUA QAHOAMU3ATOP
COULTER®AC o T™ 5diff HE SIBASIETCSI 3OKPBITOM CUCTEMOMN, TAK KAK B AOKYMEHTALMM
HQ YKA3QHHbI QHOAM3ATOP TAKAS MHOOPMALMST HE COAEPMKUTCS, PABHO KAK B
YKQ3OHHOM AOKYMEHTALMMN HE COAEPMKUTCS YKA3OHME HA TO, YTO MPUBOP MOXKET
PABOTATb TOABKO HAO PEATrEHTAX, PEKOMEHAOBAHHbBIX MPOU3BOAUTEAEM.

B cBg3n ¢ yem, OBLLECTBO NPUXOAMT K BBIBOAY O TOM, YTO YKA3AHME B MOAMYHKTAX
1.2.2, 1.2.3, 2.2.2, 2.2.3 nyHkTa 34acTun ll «TexHniyeckoe 3apAQHME» AOKYMEHTALMMN
06 3SAEKTPOHHOM QYKLMOHE BbILLEHA3BAHHBIX VBAULLHUX XOPAKTEPUCTUK TOBAPQA,
KOTOPbIM MOYXET COOTBETCTBOBATb TOBAP KOHKPETHOIrO NPOU3BOAUTEAS], HE UMEET
noA cobom OCHOBAHMSI M CBUAETEABCTBYET O HAPYLLEHNM 3AKA3YMKOM MOAOXKEHMI
3akoHa 1 TpeboBaHU PepAepPAAbHOro 3akKoHA OT 26.07.2006 Ne 135-P3 «O 3aumre
KOHKYPEHL UMY,



B »kanobe 3asBUTEAb MPOCUT NPOBECTU BHEMNAQHOBYIO MPOBEPKY AQHHOM 3AKYMNKM
M BLIAQTb MPEANMUCAHVE 06 YCTPAHEHUN AOMYLLEHHbBIX HOPYLLIEHWN.

Ha 3saceaaHn Kommccum noeACTaBUTEeN 3AsIBUTEAS] NMoAAECPIKAANM  AOBOADI,
N3ANOXKEHHBIE B YKOAODOE, B MOAHOM OBbeME.

[NpeacTaBUTEAM 3AKAIYMKA, YMOAHOMOYEHHOIO ydpeXkaeHus, 3AO «brnoXmmMak
AVQArHOCTMKA», MPUCYTCTBYIOLWME HA 3acepAdHMn KoMmcCum, He COrAQCUMANCH C
AOBOAOMM YKOAODBI 3ASIBUTEASI MO OCHOBOHUSIM, U3AOXKEHHBIM B MCbMEHHbIX
BO3POYKEHWMSIX, MPEACTABAEHHbBIX HO PACCMATPVBAEMYIO YKAAODY.

|_|pl/l OTOM MPEeACTABUTEAN 3AKA3YUKA MOSICHUAU CAepyoLllee,

IcXoAs M3 CMBICAG HAOCTU 2 CTATbY 33 3AKOHA, NOTPEOHOCTU 3AKAIYMKA SBASKOTCS]
OMPEAEASIOLLIMM  POAKTOPOM MNPV YCTAHOBAEHUMM UM COOTBETCTBYIOLLUX
TpebosaHM, [lpy STOM  30AKA34YMK BNPOBE B  HEOOXOAMMOWM  CTEneHwu
AETOAMBMPOBATL  OBObEKT  3AKYMKKU, OMNPEAEAslsl  TAKME  XAPAKTEPUCTUKM
3AKYNAemMoro TOBAPA, KOTOpble OYyAyT MMETb CYLIECTBEHHOE 3HAYEHNE AAS
MOCAEAYIOLLETO MCMOAb30OBAHKS TOBAPA MNP OKA3AHWM COOTBETCTBYIOLLMX YCAYT.

YKQ3aH/E 3aKA34YMKOM B AOKYMEHTALMM OO SAEKTPOHHOM QAYKLMOHE HA TO, YTO
NOCTOBASIEMbIE PEAreHTbl AONKHbI OblTb COBMECTVMbI C V)K€ UMEIOLMMCS Y
30Ka34MKa 0BOPYAOBOHMEM HE OrPAHMYMBAET MPABA YY4ACTHUKOB HA Y4OCTME B
AQHHOWM 3AKYMKE 1 HE MPOTUMBOPEYUT TPEOOBAHMSM MYHKTA 1 yactm 1 ctatbn 33
3AKOHaQ.

YCTAQHOBAEHHbIE B AOKYMEHTALUN 06 SASKTPOHHOM QYKLMOHE XAPAKTEPUCTUKU
peareHToB  obecrneuyrMBOeT  MOCTOBKY  BbICOKOKOYECTBEHHOro  TOBAPQA,
NPOOU3BEAEHHOTO C UCMOAB3OBOHUEM COBPEMEHHBIX TEXHOAOTUIN, UCKAIOHYAIOLLMX
NOCTABKY PEAreHTOB HEAOAKHOIO KAYECTBA.

Moy NOATOTOBKE AQYKLMOHHOM AOKYMEHTALMM BbIA MOOM3BEAEH OHAANS3 PbIHKA AAS
OOPMUPOBAHUST HOYAABHOM (MAKCUMAABHOM) LEeHbl KOHTPAKTA, HO OCHOBOHUM
MHOOPMALUMM O  PbIHOYHbIX LEHAX WAEHTUYHBIX TOBAPOB, pPaAbOT, YCAyr,
NAQHUPYEMbBIX K 3AKYMNKAM, MAU MPU UX OTCYTCTBUM OAHOPOAHBIX TOBAPOB, PAbOT,
YCAyr. [lpn HANPOBAEHUMM 3AMNPOCA O TMOAYYEHUM LEHOBOWN WMHOOPMAUMM C
OMUCAOHMEM TEXHUYECKUX XAPOAKTEPUCTUK TOBAPA, SBASIOLLErocsl OObEeKTOM
3AKYMNKK, BBIAO MOAYHYEHO 3 KOMMEPRYECKMX MPEAANOXKEHWMS.

YKQ3OHHOE, C TOYKWM 3pEeHUsT NPEeACTABUTEAEN 3AaKA34YMKA, CBUAETEAbCTBYET O
COBAIOAEHUM UM MPABUA OMUCAHUS OObEKTA 3AKYMKM 1 NPUHLMNG obecnedeHys
KOHKYPEeHL MM,

/13yurB NpeACTOBAEHHbIE B YNpaBAeHE PeAepAAbHOM OHTUMOHOMOABHOM CAY>KObI
No TYAbCKOM OBAQCTU AOKYMEHTbI, 3ACAYLLOB AOBOAbI YYHOACTHUKOB PACCMOTREHMS
ACQHHOM >KAOAOBbI, G TAKXKE HA OCHOBAHMM MNPOBEAEHHOM Komuccrenm B
COOTBETCTBMM C 4acTblo 15 cTtatbt 99 3AKOHO BHEMNAQHOBOW MPOBEPKM MO



BOMNPOCY  CODAOAEHMST  3AKA3YMKOM,  YNOAHOMOYEHHBIM  YYPEKASHUEM
TPebOoBAHMA 3AKOHA MPU  MNPOBEASHWM  BbILEYKA3OHHOMO  DASKTPOHHOMO
AYKLMOHA, KOMUCCKS MPULLAC K CASAYHOLLIMM BEIBOACIM.

[IOUKQ30M  YMOAHOMOYEHHOrO ydypeXkaeHust ot 18.12.2017 Ne 8508 ob6bsBAEH
AYKUMOH B SAEKTPOHHOM GOPME HA MPABO 3AKAIOYEHWMST KOHTPAKTA HAO MOCTABKY
PACXOAHOMO MATEPUMAAQ; CO3AAHA AYKUMOHHAST KOMUCCUS, OMNpPEeAENEeH ee
COCTOB.

3peweHre n AooKkymMeHTauus o6 aAEKTPOHHOM ayKumoHe 19.12.2017 pasmeLleHbl B
eAVMHON WVHOOPMAUMOHHOM CUCTEME B COepe 3aKYrnokK (AaAee - eAMHQAS
NMHPOPMALMOHHAST CUCTEMA).

HavyaAbHOS (MOKCUMOABHAST) LEHA KOHTPAKTA COCTABASIET 4 409 296, 90 pybaen.

AOBOAbI YKAAOODbI 0 BO3MOMCHOM HAPYLLIEHNN AQHTUMOHOMOABHOIO
3AKOHOAQTEABCTBO OOPA3YIOT CAMOCTOSITEABHBIN MPEAMET AAS PACCMOTPEHUS B
COOTBETCTBMM C TMOPSAKOM, MPEeAyCMOTPpeHHbIM PepepaAbHbIM  30KOHOM  OT
26.07.2006 N 135-03 "O 3awmre KOHKYPEHLUU', BCAEACTBME YErO BbLIXOAST 3Q
NPEeAenbl  PACCMOTPEHUST MAAODOB O HAPYLWEHUMM  30KOHOAQTEABCTBA O
KOHTPOKTHOWM CUCTEME B TMNPEAYCMOTPEHHOM UM nopsiake. Kpome Toro
PACCMOTPEHME YKA3AHHOIO BOMPOCA HE BXOAUT B MOAHOMOUKMST KOMUCCUM,

OTHOCUTEABHO WHbIX AOBOAOB, UM3AOYKEHHBIX B YXOAODe 3asiButens, Komumccumen
YCTAHOBAEHO CAEAYIOLLLEE.

MyHkToMm 1 yactm 1 ctatbm 64 3AKOHA YCTOHOBAEHO, 4YTO AOKyMEeHTauus o6
SAEKTPOHHOM QYKUMOHE HAPSIAY C MHOOPMAUMEN, YKA3OHHOM B UM3BELLEHUM O
NPOBEAEHUM TAKOrO AYKLUMOHA, AOANKHO COAEPXKATb HAOUMEHOBAHME 1 ONUCAHME
OObEKTA 3AKYMKM W YCAOBUSI KOHTPOKTO B COOTBETCTBMM CO CTATben 33
HacToswero PeAepaAbHOrO 3AKOHA, B TOM 4YMCAe OBOCHOBOHME HAYAABHOMN
(MAOKCUMOAbBHOWM) LleHbl KOHTPAKTA.

CoraacHo nyHKTy 1 4acty 1 ctatbm 33 30KOHA onMcaHMe OBbeKkTda 3AKYMKu
AOMKHO HOCUTb OOBEKTUBHBIM XAPAKTep. B  onucaHum obbeKkTa  3aKyrnKku
YKO3bIBAOTCS QYHKLMOHOAbHBIE, TEXHUYECKNE N KAYECTBEHHbIE XAPAKTEPUCTUKN,
SKCMNAYATALMOHHBIE XAPAKTEPUCTUKM OBBEKTA 3aKyrnKku (Mpv HEOBXoAMMOCTUM). B
OMNMCaHME OBBEKTA 3AKYMKN HE AOAKHBI BKAKOUYATHCS TPEOOBAHMS UAU YKA3AHMS B
OTHOLUEHMM  TOBAPHbIX  3HAKOB,  3HOKOB  OOCAYXKMBOHMUS,  OUPMEHHbIX
HOVMEHOBAHWM, MNOTEHTOB, TMOAE3HbIX MOAEAEN, TMPOMbBILLAEHHBIX OBPA3LO0B,
HOVMEHOBOHME  MECTA  MPOUCXOXASHUST  TOBAPA  WAM  HOUMEHOBOHUE
NPOOU3BOAUTEAS], O TAKXKE TPEebOoBAHMS K TOBAPAM, WHOOPMALMM, paboTam,
YCAYraOM MPU YCAOBUM, YTO TAKME TPEOOBAHUS BASKYT 30 COOOM OrpaHUYeHue
KOAMYECTBA YYOCTHUKOB 3AKYMKU, 30 UCKAIOYEHUEM CAYYOEeB, €CAV HE VMEETCS
Apyroro crnocoba, obecrneuyvBaollero 6oaee ToOYHOE U YeTKoe OnUCAHWE
XOPAKTEPUCTUK OBObeKTA 3AKYMNKW. AOKYMEHTALMS O 3AKYNKE MOMKET COASPIKATb
YKO3OHME HA TOBAPHbIE 3HAKM B CAY4AE, ECAU MPW BEINMOAHEHUM PABOT, OKA3AHUA
YCAYT MPEANOAAraeTCsl UCNOAb3OBATb TOBAPbI, MOCTABKM KOTOPbLIX HE SIBASIKOTCS
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NPEAMETOM KOHTPAKTA. [1pr 3TOM 06530TEABHBIM YCAOBUEM SBASIETCS BKAKOUYEHUE
B OMNUCOHME OOBbEKTA 3AKYMKN CAOB «UAN DKBUBAASHT», 30 UCKAKOYEHUEM CAYYOEB
HECOBMECTVMMOCTU TOBAPOB, HO KOTOPbIX PA3MELLAIOTCS APYIMe TOBAPHBIE 3HAKM,
N HEOBXOAVMMOCTU obecnedyeHus B3AUMOAENCTBUSI TOKUX TOBAPOB C TOBAPAMM,
NCMOAb3YEMbIMN 3AKA3YMKOM, O TAKXKE CAy4OEB 30aKYMOK 3AMACHbIX YOCTEN U
PACXOAHBIX MOTEPUAAOB K MAWWHOM U OBOPYAOBAHMIO, UCMOAb3YyEMbIM
30KA3YMKOM, B COOTBETCTBUM C TEXHUYECKON AOKYMEHTALMEN HA YKA3OHHbIE
MALLUMHBI 1 06OPYAOBAHME.

B cvAy 4OCTM 2 CTATbM 33 3AKOHA AOKYMEHTALMS O 3AKYNKEe B COOTBETCTBMN C
TPpebOBAHUSIMI, YKABAHHBIMW B YOCTK 1 HACTOSILLEN CTATbU, AOAKHA COAEPKATb
MOKA3ATEAM, TMO3BOASIOLLME OMNPEAEAUTb COOTBETCTBME 3AKYNAEMbIX TOBAPA,
PABOThl, YCAYrM YCTOHOBAEHHBIM  3AKA3YMKOM TpeboBaHusM. [lpn  3TOM
YKO3bBAKOTCSI  MAKCUMOAbHbIE U (MAM)  MUHVMOAbHbIE  3HAYEHUST  TAKKX
NoKA3ATEAEN, A TAKIXKE 3HAYEHMS MOKA3ATEAEN, KOTOPbBIE HE MOIYT U3MEHSITLCSI.

ICXOASl U3 CMBICAQ  BbILLEYKA3AHHBIX HOPM 3AKOHA MOTPEBHOCTU 3AKA34MKA
SBASIKOTCSI OMPEAEASIOLLVM DAKTOPOM MPU YCTAHOBAEHUM UM COOTBETCTBYIOLLIMX
TPEeOOBAHMA. 3AKOHOM HE MPEeAYCMOTPEHbl OrMPAHWYEHUST MO BKAIOYEHUIO B
AOKYMEHTALMIO OO SAEKTPOHHOM QYKLUMOHE TPeboBAHUM K TOBAPY, KOTOpble
JBASKOTCSl  3HAUYMMBIML  AAST 3AKOBYMKA, OTBEYAOT ero  MnoTpebHOCTIM 1
HEOOXOAVMbBl  AASI  BBIMOAHEHUSI COOTBETCTBYIOLMX TFOCYAQPCTBEHHbBIX  UAU
MYHULVMNQAABHBIX QYHKLNA,

Hapsgay C HeOBXOAMMOCTbIO COBAKOAEHMST TPpeboBaHUM 3AKOHA B YACTU
OOBbEKTMBHOIO OMUCAHUSI OBBbEKTA 3AKYMKM, TOYHOE onpeaAenceHne obbeKkTa
3AKYMKN  SIBASIETCSI OOBbEKTUBHOM MNOTPEOHOCTLIO  3AKA3YMKA, WUCKAKOYAoLLLEee
NOCTABKY TOBOPA, BbIMOAHEHME PABOT, OKA3AHUE YCAYr, HE COOTBETCTBYIOLLMX
HY)KAOM  30KOA3YMKAM U LEASM, AAST AOCTMDKEHUST KOTOPbIX OCYLLECTBASIETCS
3aKYynKa.

30KOH MPEeAyCMATPUBAET MPOBO 3AKA3YMKA OMNPEAEAUTb B AOKYMEHTAUuM 06
AYKLUMOHE TaKkme TPebOBAHMS K OOBEKTY 3AKYMKW, KOTOPble COOTBETCTBYIOT
NOTPEOHOCTSIM  30KA3YMKA C  Y4eTOM CrNeuudukyu ero  AESITEeAbHOCTU W
obecneymBaloT 3OOEKTUBHOE NCTOAB3OBAHME BIOAXKETHBIX CPEACTB.

BoAnee TOro, y4OCTHUKM 3AKYMKW HE VMMEIOT MOAHOMOYMIA MO CAMOCTOSITEABHOMY
OMNPEAEAEHMNIO XAPAKTEPUCTUK CMOPHOrO TOBAPA, OMPEAEAEHHbBIX 30KA3YMKOM
MICXOAS M3 CBOEW MOTPEDBHOCTW.

13 OYKBAABHOMO TOAKOBOHWSI  BbILLEHO3BAHHBIX TMOAOMEHWA CASAYET, UTO
30KA3YVIKM, OCYLLECTBASIOLLME 3CAKYMKY MO MPABUACM ACGHHOMO 3AKOHA, Mpw
OMUCAHUN OBBEKTA 3AKYMKM AONAKHBI TOKMM OBPA30M ONpeAeAUTb TPEBOBAHMS K
3AKyrnaemMbiM TOBAPAM, PABOTAM, YCAYraM, YTOObl, C OAHOW CTOPOHbBI, NOBBICUTD
LUOHCH HO BbIBOP MOCTABLUMKA (MOAPSIAYMKA, MCMOAHUTEAS), OBACAQIOLLIETO
BO3MOMHOCTbIO UCMOAHUTb YCAOBWSI, COOTBETCTBYIOLLME NOTPEOHOCTUN 3AKA3YMKA,
a C APYro CTOPOHbl, HEOBOCHOBAHHO HE OMPAHUYUTE KOAMYECTBO YYACTHMKOB
3AKYMKN.
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MNowv 3TOM AEMCTBYIOLLLEE 30KOHOAOTEABCTBO HE HAOKAQABBAET HO 3AKA34YMKA MPWU
MNPOBEASHUN 3AKYNOK OBOS3AHHOCTb YYUTbIBATH WMHTEPECH BCEX MOCTOBLLMKOB
(MOAPSIAYMKOB, UCTIOAHUTEAEIN), MOCTOABASIOLMX TOBAP (BLIMOAHSIOWMX PABOTHI,
OKQBbIBAIOLLUX YCAYIM), SBASKOLUMECST OOBbEKTOM 3AKYMKWU.,  ACXKe OTCYTCTBME HO
MOMEHT 30KYMKU Yy OTAEAbHbIX XO3SIMCTBYIOLWMX CYObEKTOB BO3MOYKHOCTU
NCMOAHUTb  YCAOBUST  AOKYMEHTOLMM TOAKOM 3AKYMKW, HE MOXET SBASITbCS
HOPYLUEHNEM MPAB N 30KOHHBIX MHTEPECOB TAKUX AUL, O TAK K€ HE SIBASIETCS
OrPAHUNYEHUEM KOHKYPEHLMN,

B noanyHkte 1 nyHKTA 3 4acTtu Il «TexHnyeckoe 3aA0HME» AOKYMEHTAUMM 06
SAEKTPOHHOM QAYKLMOHE COAEPIKUTCS YKA3AHME HO HEOBXOAMMOCTb MOCTABKU, B
TOM YNCAE CAEAYHOLLMX TOBAPOB:

Ne Tpebyemoe

TexHnyeckme XxapakTepPUCTUKN 3HAYEHNE
n/n MoKa3aTeAElN
71 PedreHT in vitro (Ausnpyowmin pactesop remorAobmHa)

MoeAHA3HAYAETCST AASI UCMOAB3OBAHMST B KAYECTBE AreHTA
AU3BNCA SPUTPOLUTOBR AAST KOAYECTBEHHOTO OMNPEAEAEHUS
1.1 remMorAObuHaO LNOHMETPUYECKNM METOAOM HQ | COOTBETCTBME
reMmaTtoAormyeckom aHaamaaTope COULTER®ACeT™ 5diff,
MMEIOLLLIEMCS Y 3AKA3YMKA

1.2 [NpO3pAYHLIN BOAHBIM PACTBOP, COAEPIKALLMMN

1.2.1 N3onponnaoBoro cnvpTa, % He 6onee 2
UMAHUA KOAUS, %o He 6onee 0,03
1.2.2
1.2.3 YeTBepTNYHbIE OMMOHMEBDBIE COAU, % He 6onee 2,67
1.5 dopmMa BbiNyCKa OAQKOH
1.5.1 Obbem, MA He menee 400
2 PedreHT in vitro (M130TOHNM4YECKUN PACTBOP)

MNpeAHA3HOYAETCS AAS UCMOAb3OBAHUST MPU  MOACYETE
01 KAETOK  KPOBM 1 OMPEASASHWS WX PA3MepOB  HA | . o
' remaTtoAnormyeckom aHaamsatope COULTER®ACeT™ 5diff,

MMEIOLLEMCS Y 3AKA3YMKA.
2.2 CTABUANBNPOBAHHBIN COASHOW PACTBOP, COAEPKALLINM

He 6onee 1
2.2.1 XAOPUA HOTPUST %
He 6onee 0,1
222 asuna HaTPUS %
He 6onee 0,1

223 CMa4YMBaOLLEE BelwecTBO %




2.3 dopmMa BbiNyCKa OAQKOH

2.3.1 Ob6bem, MA He meHee 20

N3 nosicHeHn npeacTasutenen 3akasduka, 3A0 «brnoXmmMak AMArHOCTUKA»
CAEAYET, 4TOo remMatonrormdeckmn aHaAmdaTop COULTER®ACeT™ &diff gaeasieTcs
30KPbITOM  CUCTEMOM U  MPEAHA3HAYEH AASl PABOTbl C  UCTMOAb3OBAHUMEM
PEeAreHToB, PEKOMEHAOBAHHbIX MPOU3BOAUTEAEM. TAKME PEAreHTbl M3rOTOBAEHDI
CMEeUMAAbHO C Y4YETOM TEXHOAOMMM W METOAMK, TMPUMEHSIEMbIX B  AQHHOM
OHOAM3ATOPE:  METOAQ  CEAEKTUMBHONO  UUTOXMMMUYECKOrO  AM3BUCA  AAS
ANODEPEHUMPOBKN ASMKOLUUTOB UM UMAHMETPUHECKOTO METOAQ OMpeASASHUS
reMOrnOBMHA, SBASIKOLLETOCS! «30A0TbIM CTAHAQPTOM» ONPEAEAEHNST FEMOrAOBMHA.
[IoUMEHEHMEM BSTUX METOAOB U OBYCAOBAEH COCTAB PACTBOPOB, MCMOAb3YEMbIX
NEWY AHAAM3E, U NPSMO BAUSIOLLMX HO KOHEYHbIM PEe3YAbTAT AHOAM3A MAUMEHTA.
AQHHAST MHOOPMALMST MOATBEPIKAQETCST YKA3AHMEM HA MCTMOAb3YEMbBIE PEQIEHTHI
B VHCTPYKUMM MO SKCMNAYATAUUM M TEXHUYECKOM MNACMNOpPTE K AHAAM3IATOPY U
ODULMNAABHBIM MUCbMOM MPOU3BOAUTEASI.

Aobble YCTOHOBKM HO OOPT Npubopa PEeareHToB, HE MMEIOLUX OPULIMAABHOMN
BOAVAQLMM  MNPOU3IBOAUTEAS,  TPEeDBYIOT  BMELWATEABCTBA B HACTPOWMKMU
nporpaMmmMHoro  obecnedyeHust.  AHaAmsaTopbl  cepum AcT  SDiff He umetoT
OAQMTALUMOHHbBIX MPOrPAMM  AASI PEATEHTOB APYIVX MPOV3BOAUTEAEN; «B3AOM»
NPOrPAMMHOIO obecnedyeHns: NPUBOAUT K COOKO B MOAYYEHUN KOPPEKTHbIX
PE3YAbTATOB N, COOTBETCTBEHHO, K HEFATUBHbBIM MOCAEACTBUSIM AAST NALMEHTOB.

HpeACTOBI/ITe/\I/I 3aKA34MKa YKA3AAM, HTO HOAMHME B COCTABE pedreHTa UMAHNAQ
KAAUS UMEeEeT MPUHUMMMOABHOE 3HAYEHVE, BBMAY TOTO, B AOHHOM CAyYAe LIMAHUA
KAAUST SIBASIETCSI OCHOBHBIM KOMIMOHEHTOM AAST MPOBEAEHMST PEAKLMN, KOTOPAST U
NPOU3BOAMNTCSI C €ro NMOMOLLbIO. He BCe peareHTHble CUCTEMbI AASI COBPEMEHHbIX
5-diff-aHaAmsaTopor paboTaldT HA  OCHOBE  LUMAHMAQ. BoAbLUMHCTBO
FlpOl/IBBOAI/ITe/\eVI NCTMOABb3YIOT 6e3Ll,l/ICIHI/IAHbIe pedreHTHble CUNCTEMDbI ANS
OMNPEAEANEHUNST  FEMOrAOBVHA.  YeTBepTUYHbIE  AMMOHMEBLIE  COAM  TAKXKE
NPUVHUMNMAABHO BAXKHBI B Mpouecce peakuum, TAaK KAK y4aCTBYIOT B npouecce
BLICBOOOYKAEHUST FEMOMAOBVHA, A, CAEAOBATEABHO, OTBEYAIOT 30 AOCTOBEPHOCTb
ONpPeAENEHUS ero GAKTUYECKON KOHLEHTP AL M.

Kpome Toro, peuentypHblli COCTAB PEAreHTOB AAST AHAAM3ATOPA ACeT
5diff MPUHUMNMAAEH, TOK KAK TOAbKO AASI STUX PEArEHTOB MMEKTCST OPULINAABHbBIE
AQHHbIE NO O0BecneyeHno TOYHOCTU, BOCMPOUIBOAMMOCTU U AUMHEMHOCTMU
AHAAM3A. VHble NpeaAAQraemMble peareHTbl He UMEKDT OPULMAAbHBIX AOKYMEHTOB C
PE3YABTATAMUN TEXHUYECKUX U KAMHUYECKMX WCTMBITOHUMA BO BCeX TpebyeMmbix
Pabourx AMAMNA30OHAX WUBMEPEHUN, O TAKXKE MNOATBEPXKAEHMSI  AMAMNA30HOB
AMHENHOCTW.

B reMaTOAOrMYEeCKnX OHOAUIATOPCX KOXKABIM PEAreHT SBASIETCSI HEOTbEMAEMOW
4YACTbIO AHOAUTUHECKOW CUCTEeMbl NPUBOoPA, TAK KAK KPOMEe CODBCTBEHHO PSAC



XUMUYECKUX U MPOTEOAUTUHECKUX PEeaKkUUi, COAEBOM COCTOB [pPedareHTd
obecrneymBaeT  SASKTPOXMMMYECKYKD  COCTOBASIOLLYIO  OYHKLVOHUPOBAHWMSI
novbopa  (obecnedyeHne U MNOAACP)KAHME  SASKTPOMPOBOAVMMOCTM B
N3MEPUTEABHBIX KAMEPAX Nprbopa).

N3 NPEeACTOBASHHBbIX HA 3dCeAdHVe KomMrcCuM AOKYMEHTOB U CBEASHWH,
YCTAHOBAESHO CAeAyloLLEee.

COrAQCHO NUCbMY ODULMAABHOTO AUCTPMOBIOTOPA KOMMAHWMM «Beckman Coulter»
(CWWA) - 3A0 «brmoXmmMark AMArHOCTUKA» FEMATOAOTMHECKMA QAHOAAM3ATOP
ACeT™ &diff SBASIETCSI 3AKPBLITOM CUCTEMOMN U MNPEAHA3SHAYEH AAS PABOTHl C
MCMOAb30OBAHMEM TOABKO OPUMMHAABHBIX PEeareHToB MNPOM3BOACTBA  «Beckman
Coulter», YKQ3QHHbIE peareHTbl N3roTOBAEHbI CMELMNAABHO C YYETOM TEXHOAOIMIN U
METOAMK, MPUMEHSIEMbIX B ACGHHOM QHOAM3ATOPE, B YACTHOCTM AASl METOAQ
LUTOXMMMUYECKOTO  AM3NCA U OKPALUMBAHUST  AEMKOUUTOB, LMAHMETPUNYECKOrO
ONPEAENEHUST  TEMOTAOBKMHA.  ICMOAb3OBOHME PEAreHTOB W KOHTPOABbHbIX
MATEPVOAAOB APYIUX MPOUIBOAUTEAEN, O TAKXKE NEPEKANMBPOBKA AHAAM3IATOPA
BEAET K M3MEHEHMIO YYyBCTBUTEABHOCTM MPMbopa M AMAMNA30HOB  AMHEMHOCTMU
N3MEPEHUIN, YCTAHOBAESHHDIX MPOU3BOAUTEAEM.

N3 nncema OOO «bekmeH KyAbTep» - OOUUMAABHOIO MPEACTOABUTEAST KOMMAHUM
«Beckman Coulter, Inc» Ha Teppwutopumn Poccumckon Peaepaumm ot 15.12.2016
NCX. Ne 434-12/16 cnepyeT,  4UTO  UCMOAb3OBAHME  PEAreHTOB  APYIUX
NPOU3BOAUTEAEN HO AHOAMBATOPAX cepum AcCT BDiff He MOXKeT BbITb MOAAEPXKAHO
rapaHtTnem  Beckman  CoulterInC B OTHOWEHUMM KOYECTBA PEAreHTOoB,
SOPEKTUBHOCTM W 6BE30MACHOCTU  AQHHBIX PEAreHTHbiX CUCTEM BO BCEM
AMQAMA30HE 3ASIBAEHHBIX XAPAKTEPUCTUK.

Komnanus «Beckman Coulter» 1 ee OOUUMAAbHBIE AVAEPbBI HE MPOBOASIT
AAQMNTALMIO FEMATOAOMMYECKUX QAHOAM3ATOPOB K MCMOAb3OBAHMIO PEAreHToB
APYIUX MPOU3BOAUTEAEN N HE TMPOBOASIT BOAAMAAUMIO CUCTEM MNPW YCTAHOBKE
PEAreHTOoB, He YTBEPIKAEHHbBIX KOMNaHWen «Beckman Coulter» AAS1 ICMOAb3OBAHMSI
HQ AQHHbIX cucTemMax. COOTBETCTBEHHO, FTEMATOAOTMYECKNE AHOAUIATOPDLI CEPUN
AcT 5Diff He MMEIOT AAQMTALMOHHBLIX MPOrPAMM AAS PABOTHI C PEArEHTAMU APYTVX
NP OU3BOAUTEAEN.,

B cooteetcteuM ¢ nnucbMoM OOO «bekmeH KyabTep» oT 18.01.2018 mcx. Ne 010-
01/18 nepeyeHb pPeareHToB, KAAMBPATOPOB U KOHTPOABHBIX MATEPUAAOB
«Beckman Coulter» yKQ3aH B PYKOBOACTBE TMOAbB3OBATEASI MO pPaboTe Ha
reMaTOAOMMYECKNX AHAAM3aTOpax cepumn AcT BDiff.

ICNOAb3OBOHME PEArEHTOR APYIVX MPOU3BOAMTEAEN 6€3 COOTBETCTBYIOLLENO
AOKYMEHTAABHOIO  MOATBEPXKAEHMST  BO3MOXHOCTM  TAKOMO  UCMOAb3OBAHMSI,
OCHOBOHHOIMO HQA  PE3YAbTATAX 3KCNEepTU3bl KAYECTBA, MOATBEPKAEHUS
SPPEKTVBHOCTM 1 BE€30MNACHOCTU COBMECTHOrO MPUMEHEHUS AQHHbBIX UBAEAUA C
OHAAM3ATOPAMU NPON3BOACTBA «Beckman Coulters, AOAKHO BbiTb MOATBEPIKAEHO
AQHHBIMN TEXHUYECKUX N KAMUHUHECKUX UCMBbITAHUIA, BBIMOAHEHHbBIX B COOTBETCTBUN C
NPABUAAMU PETUCTPAUNN MEAVUMHCKUX UBAEAMA HA TeppUtopumn POCCUNCKON



Pepepaumn.

OTCyTCTBME B SKCMAYATALMOHHON AOKYMEHTALMM MPOOUIBOAUTEAST AHOANIATOPOB
YKQ3OHWM HO BO3MOMHOCTb MPUMEHEHUS PEAreHTOB APYroro npoOu3BOAUTEAS U
OTCYTCTBME  AQHHbIX MO TMPOBEAEHHBIM  TEXHWYECKMM U KAVHUYECKUM
NCCASAOBCHUSIM B PErUCTPALMOHHOM AOKYMEHTALWMM BO BCEM 3ASIBAEHHOM
NPOV3BOAUTEAEM  OHOAMBATOPA  AMAMA30OHE  UCCAEAOBOHWUM, HE  MOXET
CBUAETEABCTBOBATH O BO3MOYKHOCTU COBMECTHOM SKCMAYATALUMN UBAEAUM PABHBIX
npounsBoAuTEAEN U obecnedeHunsl 3ASIBASHHBIX XAPAKTEPUCTUK  MEAULMHCKUX
N3AEAUA, B TOM YUCAE U OBecrnevyeHust 3asIBACHHBIX XAPAKTEPUCTUK OHAAM3ATOPA
NPU  UCMOAB3OBOHMM COBMECTHO C  HEYTBEPIXKAEHHBIMU  MPOU3BOAUTEAEM
QHAAMBATOPA PEArEHTAMM APYIOro NPOU3BOAUTEASI.

Kpome aT10oro, m3 numcbmMa @PepepanbHOM CAYKObl MO HOA30PY B coepe
3APABOOXPAHEHUsT oOT 22.07.2017 wucx. Ne 04-31270/17, npeACTABAEHHOrO
3AKA34YNKOM, CAEAYET, 4yTO COBMECTHAS AKCMNAYyATALMS OTAEABHO
30PEMMCTPUPOBAHHBIX  MEAULMHCKUX  USAEAMA  OAHOTO  MPOU3BOAUTEAST U
MPUHAAAEXKHOCTEN (B TOM YNCAE PEATEHTOB M PACXOAHBIX MATEPUAAOB) APYIroro
BO3MOXKHA MPW YCAOBUM YKA3AHWST B AOKYMEHTALMN NPOUN3BOANTEASI BO3MOYKHOCTU
COBMECTHOIO WCMOAb3OBAHUSI N  MOATBEPKAEHUSI PEIYABTATAMKM  SKCMEPTU3
KQ4YeCcTBA, 3PPEKTVBHOCTU M BE3ONACHOCTU MEAVLIMHCKNX U3AEAUIA, B TOM YUCAE B
KOMMAEKTE PEMMCTPALNOHHON AOKYMEHTALNN,

B TexHmyeckoOM naAcCnopTe remMaToOAOrM4eCKOro  AHOAM3ATOPA  cepumn
COULTER®AC oT™ &diff npounssoacTea «Beckman Coulter» (CLUA) cpean npoyero
NepeUYnCAeHbl pekoMeHAYeEMbIE K WCMOAb3OBAHMIO HA ACGHHOM QOHOAM3ATOPE
peareHTbl, B TOM yncae AcT 8Diff HGB LYSE, kaTaAodHbIM HOMep <...> ; AcT BDiff
DILUENT, KOTAQAOXKHbBIN HOMEP <...> .

B NpeACTOBAEHHOM NAcnopTe peareHta — Aamsmpytowmm pacteop COULTER AceT
&diff Hgb noMmMO npoYero yKasaH CAeAyoWwmn npuHuMn: areHt Aamamca COULTER
AceT &diff Hgb Lyse sBASIeTCS NPO3pPAYHBIM BOAHBIM PACTBOPOM, COAESPIKALLNM
LMAHMA KAAMST M YETBEPTUYHBIE OMMOHMEBBIE COAU. [Tpn  AOCBABAEHUM AreHTa
AM3NCA K pPa3baBAEHHOM MNPOBE LEABHOM KPOBW MOBEPXHOCTHAST QKTVBHOCTb
YETBEPTUYHBIX OMMOHMEBBIX COAEM PA3PYLIAET MEMOPAHY 3PUTPOLUTOB, TEM
COMbIM AMBMPYS VX (CTPOMOTOAMINC) U BBICBODOXKAOQS reMorAobrH. CBOBOAHbBIN
reMOrAOBVH B3AMMOAEWVCTBYET C LMAHUAOM KAAUST 1 GOPMUPYET MOAXOASILLMIA AAS
ONpPEeAEAEHMS] FTEMOMAOBUHA XPOMATeEH.

[TOMUMO STOro B YKA3QHHOM MACMOPTE TAKXKE YCTAHOBAEHbI CAEAyOLIME
pearvpyowme UHrpeAneHTbl Anst AMampytowero pacteopa COULTER AceT 5diff
Hgb, a nmerHo: LnarHna Kaavs - 0,03%; YeteepTtndHble CoAn AMMOHUS — 2,67%.

B nacnopTte pearenta — pasbasutenb COULTER AceT 5diff yka3aH cAaeaytoLLn
npuHUMn: pasbaeutenb COULTER AceT 5diff COAEPKUT CAEAYIOLLIME KOMMOHEHTHI:

- XAOPWA HOTPUS, KOTOPbLIM MNPEBPAWAeT PACTBOPUTEAb B SASKTPOAUT,
CMNOCOBHbBIN K MPOBEAEHUIO SASKTPUYECKOrO TOKA B SASKTPOHHOM GHAAM3ATOPE,



N BMECTe C OPraHM4eckuMm Bydepom obecrnedmBaeT MOAASPIKAHUE KUCAOTHO-
LLIEAOYHOro BAACHCA U CTABUAVBALMIO KAETOYHOrO KOMMOHEHTA (T.€. CTAHOBSICb
N3OTOHMYECKNUM PACTBOPOM, CTABUAMIMPYST OObEM KAETOK KPOBU U CHUMKAS
MYTHOCTb MPW N3MEPEHNN TEMOTrAOBUHA);

- A3UA HOTPWSI AOBABASIETCS AASI MPEAOXPAHEHMS MPOAYKTA OT BAKTEPUAABHOIO
pOCTA.

Takyke B YKA3OHHOM MACMOPTE YCTAOHOBAEHbI CAEAYIOLWME pearvpyowme
VHIPEeANEHTbE: XAopKA HATpUs - < 1%; Asma HaTpus - < 0,1%; Cmauymsatoulee
cpeAcTeo - <0,1%

Takmm 0B6pa3oM, TPEBOBAHMS K PeLenTyPHOMY COCTABY PEAreHToB 3aKA34MKOM
YCTAHOBAEHbI B MOAMYHKTAX 1.2.2, 1.2.3, 2.2.2, 2.2.3 nyHKTA 3 4acTu Il «TexHn4eckoe
30AQHVE» AOKYMEHTAUUM OO BAEKTPOHHOM QYKUMOHE, B TOM YMCAE MCXOAST WX
TEXHNYECKON AOKYMEHTALMM N UHCTPYKUMM MO SKCMAYATAUMM HA UMEKOLLUNCS Y
3aKA34YMKA AHOAM3ATOP, A TAKXKE MCXOAST M3 MACMOPTOB HAO COOTBETCTBYIOLWME
pEeareHTbl.

YYuUTbiBAS  BbILUEU3AOXKEHHOE, KomMMCcCUs cyuTaeT, 4to TpeboBaHne K
peLenTypHOMYy COCTABY [PEAreHToB, YCTOHOBAEHHOE B  BbILLEYMNOMSHYTbIX
NOAMYHKTAX YACTU Il «TexHn4eckoe 30A0HNE» AOKYMEHTALUUN 06 SASKTPOHHOM
AYKLMOHE, SIBASIETCSl OMPABACHHbBIM, HEOBXOAVMMBIM U KAMHUYECKU 3HAYUMbIM
NOPOMETPOM  AASl  KAYECTBEHHOrO  OKA3QHUSI  MEAULMHCKOW  MOMOLLM
yYpEXKASHNEM.

MeXkay TeM U3 YCTOHOBAEHHbIX TPebOoBOHUIM K TOBAPY HE CASAYEeT, 4TO
DAKTUNHECKN KOHKPETHOMY YYOACTHUKY (MAM HECKOABKMM YYACTHMKAM) TOProB
CO3AQHbI NPENMYLLIECTBEHHBIE YCAOBUS, 3ASBUTEAEM AOKA3ATEABCTB BKAIOYEHIS B
AOKYMEHTALMIO 06 SASKTPOHHOM AYKLMOHE XAPAKTEPUCTUK TOBAPOB, MOBASKLLVX
NAM TEeX KOTOPbIE MOMYT MOBASYb OMPAHUNYEHWE KOAMYECTBA YYACTHUKOB 3AKYMKMU,
HEe MNPEeACTOBAEHO. YKA3OHHble TPEOOBAHWMSI HE HOCHT MNEepPCOHUDULMPOOBAHHDBIM
XOPAKTEP, PACMPOCTPAHSIOT CBOE AENCTBME HA HEOMPEASASHHbIM KPYr AU, -
BO3MOYKHbIX Y4OCTHUKOB TOPIOB.

YYuTbiBAS, YTO MPEAMETOM ACHHOIMO OMPEASASHMST MOCTABLUMKA (MOAPSIAYMKA,
NCMOAHUTEAS) SIBASIETCS MPABO HA 3AKAKOYEHME KOHTPAKTA HA MOCTABKY TOBAPA,
TO YYOCTHUKOM AQHHOM 3AKYMKM MOMKET BbICTYNUTb A0OOEe opurandecKoe,
DUINYECKOe AVLO, WHAMBUAYOAbHBIN MPEANPUHUMOTEAL (B TOM YUCAE U He
SBASIOLLIMINCST MPOU3BOAUTEAEM TpebyeMoro K MOCTABKE TOBAPA), TOTOBble
NOCTABUTb TOBAP, OTBEYAOLWMA TPEOOBAHNSIM AOKYMEHTALUN OO SASKTPOOHHOM
AYKLVIOHE U YAOBAETBOPSIOLLMIA NOTPEOHOCTM 3AKA3YVIKA.

Bo6Op KOHTPAMEHTOB, Y KOTOPbIX YHYACTHUK 3AKYMKM MOXKET NPrOBPETATh TOBAPHI,
XOPAKTEPUCTUKN  KOTOPbIX ~ COOTBETCTBYIOT  TPeboBOHMSM  3aKA34MKA,
AOKYMEHTALVEN 06 SASKTPOHHOM AYKLMOHE HE OrPAHYEH.

Moy 3TOM MO CMbICAY 30KOHA pelldlolee 3HA4YeHMe MNpu YCTAHOBAEHUM
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NMPWU3HAKOB OrpAHNYEHNSsT KOHKYPEeHUMN MMeeT He TOT QAKT, OAMH AU HECKOAbKO
MPOU3BOAUTEAEN MPOUN3IBOASIT COOTBETCTBYIOLLMMA TOBAP, A QAKT BO3MOXXHOCTU
YHACTHMKOB TOPIroB OCyLWEeCTBNTb €ro noCtaBKy.

AOKO3ATEAbCTB  HOAMUKMST  OOBEKTUBHBIX ~ OCHOBOHWM,  MNPEnsTCTBYIOLLIX
NOCTOBLUMKOM, YYOCTBYIOLIMM B 3AKYMKE, OCYLECTBUTb 3AKYNKY PEAreHTOB C
YKO3OHHBIM B AYKLMOHHOW AOKYMEHTALMM OMUCAHMEM OOBEKTA 3aKYNKW B
MOTEPUAABI AEAQ HE MPEACTABASHO. AOOON YHACTHUK 3AKYMKN MOT MPEAAOMUTD K
NOCTABKE TOBAPbHI COBCTBEHHOMO MPOU3BOACTBA AMOO 3AKYNUTb TAKME TOBAPLI Y
MHbIX YYOACTHVKOB PbIHKA. BbIOOP KOHTPArMEHTOB, Y KOTOPbLIX YYACTHUK 3AKYMKW
MOXXET npuobpeTaTb TOBAPbLI, XAPAKTEPUCTUKN KOTOPbIX COOTBETCTBYIOT
TPeboBAHMSIM 3AKA3YMKA, AOKYMEHTALMEN He OrpaHu4YeHbl. [peanoraraemoe
OTCYTCTBME Y KAKUX-AMOO AML, 3AVMHTEPECOBAHHbBIX B 30KAIOYEHUM KOHTPAKTA,
BO3MOYKHOCTM MOCTABUTb TOBAP, COOTBETCTBYIOLMMA NOTPEOHOCTIM 3aKA34MKA,
HE CBUAESTEAbCTBYET O HAPYLIEHUM 3aKA3YMKOM MPAB STUX AUL, O TAKKe 06
OrPAHUNYEHUM 3AKA3HYNKOM YUCAD YHACTHUMKOB 3AKYTKU.

B AQHHOM CAy4Oe B PAMKAX QOPMUPOBAHMST OObEeKTA 3aKYMNKu AedebHoe
yuypeskaeHe PYKOBOACTBOBOAOCH CYLLECTBYIOLEN NMOTPEOHOCTbIO, BO3HUKLLIEN B
CB$I31 C OCYLLECTBASHVNEM UM OCHOBHOWM ASSTEABHOCTU; 30KA3YMKOM YYUTIBOAOACH
HEOBXOAMMOCTb ObecrneyeHnsi COBMECTMMOCTM  MOCTOBASIEMbIX TOBAPOB C
0B0PYAOBAHMEM, UCMOABIYEMBIM 3AKA3YMKOM, A TAKXKE KOHEYHOrO PEIYALTATA -
obecnevyeHre NoTpebHOCTU AABOPATOPUN AEYEOHOIO YYPEXKAEHUS B PEAreHTAX
AAST OKO3AHMS KOYECTBEHHOM MEAVLIMHCKOM MOMOLLM MO OKAQHOM.

Ha cTtaAMM MOAFOTOBKM K MPOBEAEHUIO 3AKYMKM 3AKA3YMKOM OCYLLECTBASIACS
MOHUTOPWMHIT UeH HA TOBAPHOM pPblHKE, B dApeC neyebHoro YUpeXKASHWSI
MOCTYMNAO TPWN KOMMEPYECKUX MPEANOIKEHNST PA3AMYHBLIX MOCTABLLUMKOB, TOTOBbIX
MOoCTABUTb pedreHThl, oTBevaLline Tpe6OBCIHl/I9IM AOKYMEeHTAU N o6
SAESKTPOHHOM AyKUMOHe.

B COOTBETCTBMM C 4ACTbO 9 cTaTbm 105 3aKOHA K YKAAODBE MPUKAAABIBAKOTCS
AOKYMEHTbI, MOATBEP)KACQKOLWME €€  ODBOCHOBAHHOCTb., 3  npuBEAEHHbIX
MOAOMEHUNIN 30KOHO CAEAYET, YTO OOSI30HHOCTb AOKA3bIBAHMSI HORYLLEHMST CBOMUX
MNPAB U 3AKOHHBIX MHTEPECOB ASXKUT HO MOAATEAE XKAAODbI.

CAEAOBATEABHO, MPU PACCMOTPEHUN SKOAOBBI B OHTUMOHOMOABHOM OPraHe
bpemMsl  AOKA3bIBAHUSI 3OKOHOM BO3AArAETCSl HO AMLO, MOAOBLUEE >KAAODY HA
COOTBETCTBYIOLLME MOAOXKEHUST AOKYMEHTALMM OO SASKTPOHHOM QYKLIVMOHE.

[TOCKOABKY MOAQYA >KOAODbBI 3ASBUTEAEM HA MOAOMEHUST AOKYMEHTAUun 06
SAEKTPOHHOM  AYKUMOHE  MPEANOAQraeT, 4YTO  MOAOXKEHUSIMU  YKA3OHHOM
AOKYMEHTALUMM  YLLEMASIKOTCSI MPABA W  3AKOHHbIE WHTEPEeChbl KOHKPETHOro
YYOCTHUKA 3AKYMNKW, MOAOMEHMEe YaCcTn 9 cTatby 105 30KOHA YKA3bIBAET, 4YTO
30Q5BAEHHbIE AOBOAbI AOAKHBI MOATBEPIKAATLCSI CBEASHUSIMN AU AOKYMEHTAMM,
MO3BOASIOLLIMMM  OHTUMOHOMOABHOMY  OPraHYy  YCTAHOBUTb, 4YTO  MMEKOTCS
OObEKTVBHbIE HAPYLIEHWNST TPEOOBOHUMA 30KOHOAQTEABCTBA O KOHTPAKTHOMN
cuctemMe B coepe 3aKyrnokK W, BMeCcTe C TeM, HApYLeHbl MpaBa M 3AKOHHble
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MHTepeCbl 3ASIBUTEASI.

BmMecte C 3TUM, NOAQTEAb >KOAODbI HEe YKA3bBAET, PEeAreHTbl KAKOro
npoussoamnTens OOLECTBO MPEANOAAraeT K MNOCTOBKE B PAMKAX AQHHOrO
SAEKTPOHHOIO QAYKLMOHA, POABHO KAK MOAOTEAEM >KAAODObI HE MPEACTABAEHO
AOKYMEHTAABHOIO  MOATBEPXKAEHUST  BO3MOXXHOCTU  UCMOAb3OBAHUST  TAKMX
PEeareHToBr Ha rematoAormdyeckoMm aHaamsatope COULTER®RACeT™  5diff,
OCHOBOHHOIMO HA  PE3YAbTATAX SKCNEPTU3bl KAYECTBA, TMOATBEPIKAEHMUS
SPPEKTUBHOCTN N BE3OMNACHOCTV COBMECTHOIO MPUMEHEHMUST AQHHBIX USAEAVN C
AQHAAM3ATOPAMU MPOU3BOACTBA «Beckman Coulter», NMOATBEPIKAEHHOIO AQHHBIMM
TEXHUHECKUX W  KAUMHUYECKUX WCTIBITOHWM, BbINOAHEHHBIX B COOTBETCTBUMM C
MNPABUAOMU PETUCTPALUN MEAVUMHCKUX USAEAMN HA TepPpUTOPUMN POCCUNCKON
depepaumm,

CooTtBeTcTBeHHO, OO6LEeCTBOM AOKYMEHTAABHOIO TMOATBEPXKAEHMST  AOBOAOB
SKOAODbI, C TOYKM 3PEHUsT AOCTATOYHOCTM MPEACTABASHHbBIX AOKA3ATEALCTB,
KoTopble 6bl MO3BOASIAM CAEAQTb BbIBOA O TOM, YTO YYACTHUMKY 3QKYMKW
(MOTEHUMAABHOMY YHYACTHVKY) CO3AQIOTCSI KAKME-AMOO MPEensTCTBUST AAST MOACHM
306BKMN, O TAKXKE AAST UCMOAHEHUST MOCTABLLUMKOM CBOUX OBOS3AHHOCTEN Mo
KOHTPAKTY TAKXKE NPEACTABAESHO HE BbIAO.

Takum obpasoM, KomMnccusti NPUXOAUT K BbiBOAY OO OTCYTCTBUM B AEWCTBUSIX
3aKa34MKa MpU YCTAHOBAEHUM TPeBOBAHUM K OBObEKTY 3AKYMNKM HAPYLUEHNM
3aKOHA. 3aKA34MK, YNOAHOMOYEHHOE YYPENKAEHME, BOCMNOAb3OBABLUMCH CBOWM
NPABOM, MPEAOCTABAEHHBIM UM CTATbEN 33 3AKOHA, YCTAHOBUAM B AOKYMEHTALN
06 SAEKTPOHHOM QyKUMOHE TaKkme TpeboBaHMSI K TOBAPAM, KOTOPbIE
COOTBETCTBYIOT MNOTPEBHOCTSIM  3aKA34YMKA U OYAYT UMETb CYLLECTBEHHOE
3HOYEHME AASI TOCASAYIOLLETO €ro NCNOAb3OBAHMSI.

MNowv 3ToM NoA0BHOE NPABO N HEOBXOAVMMOCTb YCTAOHOBASHWS B AOKYMEHTALMM 06
SAEKTPOHHOM QAYKLMOHE BbILLEYKA3AHHbBIX TPEOOBAHUIA K TOBARY MOATBEPIKAEHDI
AOKYMEHTOABHO.

AOKQ3ATEABCTB TOro, 4To OBLWECTBO HE MOXKET NPUOBPECTN CMOPHLIM TOBAP
KomMmmccum He npeACTABAEHO.

Beray  M3AOXEHHOro, Kommccusl  MpuxoAuMT K BbIBOAY O  TOM, 4TO
BbILUENEPEYNCAEHHBIE MOAOXKEHUST AOKYMEHTALMM 0O SAEKTPOHHOM AYKLMOHE HE
NPOTUBOPEYAT 30KOHY M He HAPYWAT MNPAaB WM 3AKOHHbIX UHTEPECOB
MNOTEHUMAABHBIX YYHACTHUKOB AQHHOWM 3AKYTKMW.

CAepAOBATEABHO, AOBOAbBI 3ASIBUTEAS HE HALLAM CBOETO MOATBEP>KAESHWSI.

Ha OCHOBAHWM BbILLEN3AOYKEHHOTO, PYKOBOACTBYSICb MOAOYKEHUSIMM CTATbY 99, 106
3aKoHA, AAMVHUCTPATVIBHBIM PETAAMEHTOM, KOMUCCUS

PELLNAA:

1. Kommccus no  KOHTPOAKD  3aKynok  YmpasaeHus DeaepaAbHOW



OHTVIMOHOMOABHOWM CAYXKObl MO TYABCKOM OBAACTU HE PACCMATPVBAET AOBOA
obLEeCTBRO C  OMPAHMYEHHOM  OTBETCTBEHHOCTbIO  «AeAbTa  Tpenar» O
HOPYLLEHUMN 3AKA3YNKOM MOAOYKEHUIN DeAepAABHOrO 3aKOHA OT 26 noAs 2006
rond Ne 135 - ®3 «O 3aWUTE KOHKYPEHLUM», MOCKOABKY POACCMOTPEHME
YKQ3OHHOIO BOMPOCA HE BXOAMT B MOAHOMOUYMST KOMUCCUM.

2. Npu3HATL »AA0By 0BLEeCTBA C OMPAHMYEHHOM OTBETCTBEHHOCTHIO «AEAbTA
Tpena» ncx. Ne 12 ot 15.01.2018 (Bx. Ne 251 ot 16.01.2018) HO AenNCTBUS
FOCYAQPCTBEHHOIO  YYPEXKAEHUST  3APABOOXPAHEHUST  «HOBOMOCKOBCKQS
FOPOACKAST  KAMHMYECKAsT OOAbHULIO», TOCYAQPCTBEHHOIO  KO3EHHOrO
yuYpeKAeHUs TyAabCKOW OBAACTM «LeHTp OpraHmsaumm 3aKynok» npu
OnpeAEAEHMN MOCTABLMKA (MOAPSIAYMKA, UCTIOAHUTEAST) NMyTEM MNP OBEAEHUS]
SAEKTPOHHOIO AYKLUMOHO HA MNPABO 3AKAIOYEHUST KOHTPAKTA HA MOCTABKY
PACXOAHOMO MATEPUMAAQ AASI FEMATOAOMMYECKOTO OHOAM3ATOPA (3AKyrnKa Ne
0366200035617007497) HeOBOCHOBAHHOW.

PelwieHne Kommccum MOXKET OblTb OBXAAOBOHO B CyAebHOM nopsiake B
COOTBETCTBUM C YACTbO 9 cTaTbM 106 3AKOHQA.



