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KoMurccms Mo KOHTPOAKO 3aKYNOK YnpaBAeHUst DeaepaAbHOM AQHTVIMOHOMOAbBHOMN
CAY>KBbl Mo TyAbCKoM 0B6AQCTU (AQAee - KOMUCCHs) B COCTABE:



PACCMOTPEBR MOCPEACTBOM BUAEOKOHDEPEHLICBSI3M Xanoby UM N.O.A. (aanee —
3asasutens, UM N.O.A., UHAMBNAYOABHBIN MPEANPUHUMATEAD) (BX. Ne 2120/24 ot
04.04.2024) HO AENCTBUSI TOCY AQPCTBEHHOIO YUPENKAEHMUS 3APABOOXPAHEHMS
«/\EHMHCKAS1 PAMOHHAST BOABHMLO» (AQAEE — 3AKA3YKIK) MPU ONPEAEAEHU MOCTABLLMKA
(NOAPSIAYMKA, UICTIOAHUTEAST) MYTEM MPOBEAEHNST SAEKTPOHHOO AYKLMOHA HA MPABO
3AKAKYEHMUST KOHTPAKTA HO MOCTABKY XUMMUYECKMX BELLECTB AAST OVIOXUMMNYECKOTO
aHaAmsaTopa (3akynka Ne 0366300092524000042) (aAanee — 3aKyrnKa), PyKOBOACTBYSICb
CTaTbsIMM 99, 106 DepepanbHoro 3akoHa ot 05.04.2013 Ne 44 - O3 «O KOHTPOAKTHOM
CUCTEME B CHEPE 3AKYNOK TOBAPOB, PABOT, YCAYT AAST OBEeCnedeH st FoCy AQPCTBEHHbBIX
N MYHULMMOABHBIX HYYKA» (AQAE€E - 3AKOH), [NPABUAOMU OCYLLLIECTBAEHMST KOHTPOAS B
chepe 3aKynoK TOBAPOB, PABOT, YCAYT B OTHOLLEHUM 3AKA3YMKOB, KOHTPAKTHBIX CAYXKO,
KOHTPOKTHBIX YAPABASIOLLIMX, KOMUCCUIM MO OCYLLECTBAEHNIO 3AKYNOK TOBAPOB, PABOT,
YCAYT U NX YAEHOB, YNOAHOMOYEHHBIX OPraHOB, YITOAHOMOYEHHBIX YHPEXKAEHNI,
CNEeUNaAM3NPOBAHHBIX OPrAHM3ALMIA, ONMEPATOPOB SAEKTPOHHbBIX MAOLLAAOK,
onepaTopPOB CNELUNAANINPOBAHHBIX SAEKTPOHHBIX NAOLLAAOK, YTBEPIKAEHHBIMM
MNoctaHoBAeHreM lMNpasuTenbcTea Poccumcikomn Geaepaum ot 01.10.2020 Ne 1576
(aanee - MpaBnAQ), MPU YHACTUN MOCPEACTBOM BUAEOKOHDEPEHLICBSI3N:

- NMPEACTABUTEAS 30aKA34YMKA HO OCHOBAHUN AOBEPEHHOCTIN,

- npeactasutens UM N.O.A. HO OCHOBOHMW AOBEPEHHOCTYA,

YCTAHOBUAA:

B Tyabckoe YDAC Poccum NOCTYNMNAQ YKOAOD A 3ASIBUTEAST HO AENCTBMST 3AKA3YMKA MU
npoBeAEHN 3AKY KN,

o MHEHMIO 3ASIBUTEAST, AOKYMEHTALMS O 3AKYNKE COOPMUNPOBAHA C HOPYLLUEHNEM
NMOAOYKEHMI 3AKOHOAQTEABCTBA Poccumckon Peapepaumm O KOHTPAKTHOM CUCTEME B
cohepe 3aKYMNMoK MO CAEAYHOLLKMM OCHOBAHUSIM.

B OnmcaHmm obbekTa 3aKkynk HO MOCTABKY XUMMYECKMX BELLECTB AAST OVOXUMMNYECKOTO
OHAAMBATOPA U3BELLLEHMST O 3aKynke (Aanee - OnmcaHme obbekTa 3AKyrki)
3AKA3YMKOM YCTAHOBAEHA AOMOAHUTEABHAS XAPAKTEPUCTUKA «COBMECTVM C
OBTOMATUNYECKM BUNOXMMUNYECKM AHOAM3ATOPOM BS-240 PRO Mindray» C

0O OCHOBAOHMEM NCMOAb3OBAHKS MOKA3ATEAEN, TPEOOBAHKIN, Y CAOBHbBIX OB O3HAYEHNIN U
TEPMMHOAOI U « AOMOAHUTEABHbBIE XOPAKTEPUCTUKM OOYCAOBAEHDBI MPUMEHEHNEM
PEAreHTOB AASI ABTOMATUNYECKOrO AHOAMIATOPA 3AKPbITOro Thna " BS-240 PRO Mindray”
MMEIOLLLErOCS1 Y 3AKA3YMKA, U TPEOOBAHNEM TEXHNYECKOW AOKYMEHTALMN.»,

Mo MHEHVIO 3asBUTEAS], ACHHbIE TPEOOBAHMST Y CTAHOBAEHBI HEOOOCHOBOHHO U BEAYT K
OrPAHNYEHMIO YYACTHUKOB 3AKYMKM, MOCKOABKY YCTOHOBAEHHBIM B OnCaHM o6 beKkTa
3AKYMNKM XQPAKTEPUCTUKAM COOTBETCTBYET TOBAP EAVHCTBEHHOMO MPOOV3BOAUTEAS —
KomMmnaHun SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD. (Aanee
«Mindray»).

CorAnacHo OMMCAHMIO 06bEKTA 3AKYMKM, SAKA3YNK YTBEPIKAOET, 4TO BUOXMMUNYECKNIN
aHaAM3aTop BS-240 PRO Mindray SIBASIETCSI QOHAAM3ATOPOM «3AKPbITOrO TUMA» U MOXKET
PABOTATb TOALKO B PAMKAX 3AKPBITOM AHAAUTUYECKOW CUCTEMbI — TO €CTb TOAbKO C
OPUTMMHAABbHBIMW peareHTaMm NPoOnN3BOACTBA KOMMNAHMKM Mindray.



AQHHOE YTBEPIKAESHNE, MO MHEHWIO 3ASIBUTEAS], HE COOTBETCTBYET ASNCTBUTEABHOCTU MO
CASAYIOLWMM MPUYMHAM.

B PyKOBOACTBE MO 9KCMNAYATAUMM HO MEAUNLMHCKOE N3AeAne «AHOAN3ATOP
BUNOXMUNYECKNIN ABTOMATUYECKII BS-240 pro» Npon3BOACTBA KOMMAHUK «Mindray»
YKO3QHO CAeAytoLlee:

Pasaen « Aoccapum» PYKOBOACTBA MO SKCMNAYATALMM:
«XMMUNYECKNIN QHOAMS C 3AKPBITbIM PEAreHTOM:

XUMNYECKNA AHOAN3 C 3AKPbITBIM PEArEHTOM BbINMOAHSIETCS C NMOMOLLLbIO PEAreHTOoB,
MOCTABASIEMbIX MPOOUN3BOAUTEAEM AHOANIATOPA. XMUMNYECKME AHOAN3BI C 3AKPbITbIM
pedreHToM HeAb3$1 M3AMEeHNTb AN Y AQAUNTD.

XNMUYECKMNIN AHOAN3 C OTKPbBITBIM PEAreHTOM:

B NpoTMBOMOAOYKHOCTb XMMMYECKOMY AHAANIY C 3AKPbITbIM PEArEHTOM, XUMUYECKNI
AHAAN3 C OTKPbITbIM pedreHToOM MOXKET NMPOnN3BOANTLCS C NMOMOLLbIO pedreHTos,
MOCTABASIEMbIX ARPYTMMUN N3TOTOBUTEASIMIA. OH MOXXET 30A0BATLCSI MOAb3OBATEAEM, U ETO
MO>XHO PEAAKTNPOOBATb N YACGASTb»,

Kpome Toro, B PYKOBOACTBE MO SKCMNAYATAUUM B PA3AEAE 7.2 «Y CTAHOBKA
BUNOXVMMNYECKOrO AHAAN3A» OMMCAHA YCTAHOBKA XMMAHAAM3OB C OTKPbITHIM 1 3AKPbITHIM
PEAreHToM:

«7.2.1 YCTOHOBKQ MOAb30OBATEAbCKMNX XMMMNYECKNX OHOAMNIOB

[NOAb3OBATEABCKME XMMAHAAM3bI, TAKXKE HA3bIBAEMbIE XMMAHAAM3AMM C OTKPbITHIM
pedreHToM, MO>KHO OMNpeAENsTb, PEeAAKTUNPOBATb N YAQASITb. 211 ornepaunm MO>XKHO
MnEOBOANTb TOABKO TOIrAd, KOrAA CNCTEeMd HOXOAUNTCS B COCTOSIHNN OXKNAAHNSI,
l/IHI(y6CILI,l/Il/I MAN OCTAHOBKMW.

OnpeAeneHne XMMNYECKOro aHAAM3A: MoXKHO yKa3aTb A0 200 XUMMYECKNX QHOAM3OBY,

B pasaene 7.2.2 «[NapameTpbl 06paboTK» ONMMCAHA YCTAHOBKA NAPAMETOOB
obpaboTKu:

«OKHO YCTAHOBKW NAPAMETPOB. (B AGHHOM OKHE NPOrPAMMbl MEMOOPA YKA3bIBAKOTCS]
NAPAMETPbI PEeareHTa, MOCTABASIEMbIX APYTVIMU U3FrOTOBUTEASIMU, BCe 3HaUYeHM s
HEOOXOAVMBIE AAST YCTAHOBKM MAPAMETOOB YKA3AHbI B MHCTPYKLMM KOTOPASI BXOAUT B
KOMMAEKT C KOYKABIM HOOOPOM).

ANS STUX LleAen, NPOon3BOAUTEAEM OOOPYAOBAHMS COrAQCHO PyKOBOACTBY MO
aKCnAyataumm B n. 1.2.9 «PACXOAHBIE MOTEPUAABI» MPOEAYCMOTPEHBI B KOMMNAEKTE C
Npnbopom:

1. ®AAKOH AAsl peareHToB 20 MA (KOpUYHEBRBIN") (AQHHAS MHOOPMALMS
NOATBEPXKAQETCS U PEMMCTPAUMOHHBIM YAOCTOBEPEHMEM HO AHAAM3ATOP P3H
2019/8755 npuaoxkeHne n.b6 GAAKoH aAs pedreHToB 20 MA (KOpUYHEBbIN)) 20 LWT.

2. OAaKOH ans peareHTor 40 MA (Kopu4yHeBbIn) (AQHHAST MHOOPMALMS



NOATBEPIKAQETCS M PEMMCTPAUMOHHBIM Y AOCTOBEPEHNEM HA AHAAM3ATOP P3H
2019/8755 npuroxkeHne n.9 GAakoH anst peareHToB 40 MA (KopuyHerbiin)) 20 L.

3. OAAKOH ans peareHTor 20 MA (AQHHAST MHOOPMALMST MOATBEPIXKAQETCS U
PErMCTPALMOHHBIM YAOCTOBEPEHMNEM HO AHOAM3ATOP P3H 2019/8755 npuaoxkeHne
n.10 ®AakoH ans peareHTor 20 MA (KopurdHesbir)) 10 wT.»,

YU4nTbiBAS UBAOYKEHHOE, 3ASIBUTEAD MOAQrAET, YTO MMEIOLLIMINCS Y 3AKA3YMKA
QHAAM3ATOP MOYKET PABOTATL, KOK C OTKPBITEIM 1 3AKPbITEIM PEArEHTOM.

B 4yacTHOCTU, AAS PABOTHI C OTKPBITEIMU PEAreHTAMM 3AKA3YMKY HEODXOAMMO
OBPATUTLCS B OTAEA ODCAYKNBAHUS KAMEHTOB MPOU3BOAUTEAST AHOANIATOPA VAW K
MECTHOMY AVNCTPUOBIOTOPY.

Y KQ3AHHbIE HOPYLLEHMST CO CTOPOHbI 3AKA3YNKA MPUBOASIT K OFPAHNYEHMIO KOHKY PEHUN
1 HE NO3BOASIOT IHAMBUAY OABHOMY MPEAMPUHUMATEAKD NPEAAOXKNTL MPOAYKUMIO
APYroro M3arotToBUTEAS!, MPEAYCMOTPEHHYIO PYKOBOACTBOM MO SKCMAYATAUMM,
PA3PABOTAHHBIM MPOV3BOAUTEAEM U3AEANST AHOAUIATOR BUOXUMNYECKN
asTomMaTtunyecku BS-240 pro.

TpeboBaHVS 3AKA34YMKA O MOCTABKE TOABKO OPUMMHAAbHBIX PEArEHTOB KOMMAHKMN
Mindray nprBOAUT K OFPAHUNYEHNIO KOHKYPEHLMM, A TAKOKE HELEAEBOMY PACXOAOBAHMIO
BIOAYKETHBIX CPEACTB.

MNpeACTaBUTEAN 3ASIBUTEAS], YHACTBYOLWME B 30CEAQHNN KOMUCCUU, MOAAEPRIKAAU
AOBOAbI, MUBAOXKEHHBIE B YXOAODE, B MOAHOM ObbeME.,

[MpeACTaBUTEAD 3AsIBUTEAS TAKOKE XOAATANCTBOBAA O BEAEHUM Ay AMOo3anmMcum
3dcepAaHuns.

Komuccumen paccMoTPEeHO YCTHOE XOAQTAMCTBO MPEACTOBUTEAS IHAVMBUAYOABHOTO
NPEAMPUHUMATEAS] O BEASHNM QY AVNO3AMUCK, MOCAEAHEMY BbIAO PA3BSICHEHO, YTO
BEASHME Ay AMO U BUASO3AMCU 3ACEAAHMS KOMUCCUN HE 3AMPELLIEHO ASVCTBYIOLLMM
30KOHOAQTEABCTBOM, SIBASIETCS €70 MPABOM.

3AKA34YMK HE COFACCUACS C AOBOACMM YKAAODBI 3ASIBUTEAS MO OCHOBAHMUSIM,
N3NOXKEHHbIM B NMNCbMEHHbBIX BO3PAKEHUSIX HO PACCMATPMBAEMYIO >|<0/\06y.

N3yume npeACTaBAEHHbIE B YNpaBAeHne DeaepaAbHOM AHTVIMOHOMOABHOM CAYXKObI MO
TyAbCKOM OBAQCTV AOKYMEHTbI, AOBOAbI YYOCTHUKOB PACCMOTPEHMST AQHHOW >XOAODBI,
TAIKXKE HO OCHOBAHWW MPOBEAEHHOM KOMMCCUMEN B COOTBETCTBUM C YOCTbIO 15 cTaTbHU 99
3akoHQq, MpaBMAAMIK BHENAQHOBOW MPOBEPKM MO BOMPOCY COBAAEHNS CyObeKTamm
KOHTPOAS TPEOOBAHMM 3AKOHA NPW NPOBEAEHNN 3AKYNKU, KOMUCCKS MPULLAQ K
CAEAYIOLLVM BbIBOAQOM.

N3BeLleHre 0 3aKkynke CO BCEMM SAEKTPOHHBIMK AOKYMEHTAMU (MOUAOXKEHNSIMI)
27.03.2024 pasmeleHo B eAVHOM MHOOPMALMOHHOM CUCTEME B ChEpE 3aKYNoK (Aanee
— €AVIHAS IHOOPMALMOHHASI CUCTEMAQ).



Ha4yaAbHOS (MAOKCHMAABHQAST) LIEHA KOHTPAKTA cocTaBAsieT 98 000,00 pybaen.
KOHTPAKT MO MTOram 3aKynki 3AKA3YMKOM HE 3AKAKOYEH.

B OTHOLLEHUN AOBOAOB YKAAODOBLI O BOSMOYKHOM HOPYLLUEHUN 3AKA3YMKOM 3CAKOHA M UHBIX
HOPMAOTUBHO-MPABOBLIX AKTOB MNP 0OOCHOBAHHOCTU MPUOBPETEHVS PEArEeHTOR
(MEAVNLVHCKNX N3AEAMIA) C YCTAHOBAEHHBIMN 3AKA3YMKOM XAPAKTEPUCTUKAMK B CBSI3N C
HEePALMOHAABHBIM MICMOAb3OBAHNEM AEHEYKHBIX CPEACTB, HEOOXOAVMO OTMETUTb
cAepyollee,

CoraacHo yacth 1 ctatbm 18 3aKOHA B LeAsix HacTosero PeaepaAbHOrO 3AKOHA
0B OCHOBOHHOM MPU3HAETCS 3AKYMNKA, OCYLLECTBASIEMAS B COOTBETCTBUN C
NOAOXKEHUSIMK cTaTEN 19 1 22 3AKOHA.

OueHka 060CHOBAHHOCTV OCYLLLECTBAEHWS 3AKYMOK MPOBOAMNTCS B XOAE AYAMUTA B
cohepe 30KYMNOK M KOHTPOASI B Chepe 3AKYNOK B COOTBETCTBUM C HACTOSILLIMM 3AKOHOM
(4acTb 4 cTaTbK 18 3AKOHAQ).

B cootBETCTBUM C NYHKTOM 1 4OCTM 3 CTATbM 99 3AKOHA KOHTPOAb B ChEepe 3AKyrnoK, 3a
NCKAIOYEHMEM KOHTPOASI, MPEAYCMOTPEHHOTO YacTsiMu 5, 8 1 10 HOCTOSILLEN CTATbU, C
YY4ETOM YACTU 4 HOCTOSILLLEN CTATbU OCYLLECTBASIETCSI DEAEPAAbHBIM OPTraHOM
MCMOAHNTEABHOW BAAQCTU, YNIOAHOMOYEHHBIM HO OCYLLIECTBAEHME KOHTPOASI B Chepe
3AKYMOK.

COrAQCHO MYHKTAM 2, 3 YOCTU 8 CTATbM 99 3AKOHA OPraHbl BHYTPEHHETO
FOCYAQPCTBEHHOIO (MYHVLIMMNAABHOMO) PUHOHCOBOIO KOHTPOAS OCYLLECTBASIOT
KOHTPOAb (30 UICKAKOYEHNEM KOHTPOASI, MPEAYCMOTPEHHOIO YaCTbio 10 HOCTOSILLLEN
CTATbU), B TOM YMCAE B OTHOLLEHWM OMNPEAEAEHNS Y OO OCHOBAHMST HOYOABHOW
(MOKCMMOABHOW) LEHbI KOHTPAKTA, LlEeHbl KOHTPAKTA, 30KAKOYAEMOro C EANHCTBEHHbBIM
MNOCTABLLUMKOM (MOAPSIAYMKOM, MCMIOAHUTEAEM), HOYAABHOW LIEHBI EAVHIILIBI TOBAPA,
PABOTHI, YCAYTU, HOYOABHOW CYMMBbI LIEH €AVHUL, TOBAPA, PABOTHI, YCAYTU, A TAKKE
COBAOAEHMS MPABUA HOPMUPOBAHKS B COEPE 3AKYMNOK, Yy CTOHOBAEHHBIX B COOTBETCTBUM
CO CTaTben 19 3akoHa.

B cootBeTCcTBUM C YACTSIMU 1,2 cTATbM 19 3AKOHA NOA HOPMUPOBAHMEM B CHEPE
3AKYMOK MOHMMAETCS YCTAHOBAEHME TPEOOBAHMM K 3AKYNAEMbIM 3AKA34YMKOM TOBAPAM,
PABOTAM, YCAYram (B TOM YMCAE NPEAEABHOM LIEHBI TOBAPOB, PABOT, YCAYT) 1 (MAW)
HOPMATMBHbBIX 3ATPAT HO obecnedyeHne QYHKLUMIN FOCY AOPCTBEHHbIX OPraHOB, OPraHOB
YMPABAEHMS FOCY AQPCTBEHHBIMU BHEBIO AMKETHBIM POHAOMU, MYHULIMMAABHBIX OPraHOB
(BKAKOYASI COOTBETCTBEHHO TEPPUTOPMAABHBIE OPIrAHbI 1 MOABEAOMCTBEHHBIE KA3EHHDIE
YUPEXKAEHMST, 30 UICKAKOHYEHNEM KO3EHHBIX YHYPENAEHWNIN, KOTOPbLIM B YCTOHOBAEHHOM
NopsIAKE GOPMUPYETCS FOCYAQPCTBEHHOE (MYHULMMNAABHOE) 30AQHME HO OKA3AHME
FOCYAQPCTBEHHbBIX (MYHULMMAABHBIX) YCAYT, BBINTOAHEHME PABOT).

ANS LEAEV HOCTOSILLEN CTATbM NOA TPEOOBAHUSIMU K 30KYNAEMbIM 3AKA3YNKOM
TOBAPAM, POBOTAM, YCAYFrAM MOHMAOTCS TPEOOBAHMS K KOAUYECTBY,
NOTPEBUTEABCKM CBONCTBAM (B TOM YMCAE XAPAKTEPUCTUKAM KAQYECTBA) 1 MHBIM
XAPAKTEPUCTUKOM TOBAPOB, PABOT, YCAYT, MO3BOASIKOLLME OBecnednTb
FOCYAQPCTBEHHbBIE M MYHULMMOAABHBIE HY>KAbI, HO HE MPUBOASILLME K 3AKYTNKAM TOBAPOB,
PABOT, YCAYT, KOTOPBIE MMEKOT N3BbITOYHbIE MOTPEBUTEABCKME CBONCTBA NAM SIBASIKOTCS]
NPEAMETAMM POCKOLLM B COOTBETCTBUMN C 30KOHOAATEABCTBOM POCCUMNCKOMN
Peaepaumn.



Komuccus otmevaeT, yto PAC Poccumn 1 ee TepPUTOPUAAbHBIE OPIraHbl B CUAY
BO3AOYKEHHBIX MOAHOMOYMIN B COOTBETCTBUM C 3AKOHOM, MOAOMKEHNEM O
TEPPUTOPUNAABHOM OpraHe PeAepPAAbHON AHTUMOHOMOABHOM CAY>KObI, Y TBEPIKAEHHBIM
Mpukaszom PepepaAbHOM AHTUMOHOMOABHOW CAYXKObI OT 23 1ioAs 2015 1. Ne 649/15, He
OCYLLECTBASIKOT KOHTPOAb 30 XO3SIMCTBEHHOM AESITEABHOCTBIO 3AKA3YMKOB, O TAKXKE HE
AQIOT €M OLEHKY.

Takmm O6DO3OM, BOMPOCHhI HePAUMOHAAbHOIO NCIMOAb30OBAHUNST ASHEXKHBIX CPEACTB
3aKA3YMKOM, O TAKXKE AOBOAbI YKOAOOBI 3ASIBUTEAS O Ll,e/\eCOO6p03HOCTl/I n
060OCHOBAHHOCTU oCcyLeCTBACHNS 3AKYTIKM TOBAPOB C 3AAAHHBIMU XAPAKTEPUCTUKAMN
He MOryT ObITb AAMUHNCTPUPOBAHBI KOMMCCHeEN B PAMKAOX YCTAHOBAEHHbIX 3AKOHOM
MOAHOMOUMI MPW PACCMOTPEHMS HOCTOSILLLETO ASAQ.

OTHOCUTEABHO MHBIX AOBOAOB XAAODBI KOMUCCHMEN YCTAOHOBAEHO CAEAYIOLLIEE.,

Ha ocHoBAHMKM YACTWM 1 CTATbM 42 3AKOHA MPU OCYLLECTBAEHMN 3AKYTKN My TEM
NPOBEAEHUST OTKPBITBIX KOHKYPEHTHBIX CMOCOHO0B 3AKA34YNK GPOPMUPYET C
MCMNOAb30OBAHMEM €ANHON MHOOPMALMOHHOM CUCTEMBbI, MOAMNCBIBAET YCUAEHHOMN
AAEKTPOHHOW MOAMNCHIO AVLIA, MMEIOLLErO MPABO AEMCTBOBATb OT MMEHW 3AKA34YMKA, U
PA3MELLQET B EAVHON MHPOPMALIMOHHOM CUCTEME M3BELLEHNE OB OCYLLIECTBAEHN
3AKYMKW.

MyHKTOM 1 4aCTW 2 CTATbM 42 3AKOHA OMNPEAEAEHO, YTO M3BeLLeHME 06 OCYLLECTBAEHNM
3AKYMKN, ECAU MHOE HE MPEAYCMOTPEHO HAOCTOSILLIMM PepepaAbHBIM 3AKOHOM, AOAYKHO
COAEPYKATb B BUAE DAEKTPOHHOMO AOKYMEHTA ONMCAHME OO BbEKTA 3AKYMKA B
COOTBETCTBUM CO cTaTben 33 HacTosiwero PepAepaAbHOro 3AKOHA.

B cuAy noAoxkeHn nyHKTA 1 4acth 1 ctaTtbm 33 3AKOHA B ONMMCAHMM OB bEKTA 3AKY MK
YKQA3bIBAKOTCS QYHKUMOHAABHBIE, TEXHNYECKME 1N KAYECTBEHHbBIE XAPAKTEPUCTUKMA,
SKCMAYATAUMOHHBIE XAPAKTEPUCTUKM OO BEKTA 3AKYMNKM (MNP HEOBXOANMOCTI).

COrAQCHO 4YacTu 2 cTaTb 33 3aKOHO ONMCAHME 06bEeKTA 3AKYMKM B COOTBETCTBUM C
TPEebOBAHUSIMU, YKA3AHHBIMK B YOCTU 1 HACTOSILLLEN CTATbU, AOAYKHO COAEPIKATH
MOKA3ATEAU, MO3BOASIOLLIVIE OMPEAEAUTD COOTBETCTBME 3AKYNAEMbIX TOBAPA, PABOTHI,
YCAYTN YCTOHOBAEHHbBIM 3AKA3YMKOM TPEOOBAHKSM. [1pU 9TOM YKA3bIBAKOTCS
MAKCUMAOAbHbIE N (MAN) MUHVMMOABHBIE 3HAYEHMS TAKUX MOKA3ATeAner 1 (MAN) 3HAYEHUS]
MOKA3ATEAEN, KOTOPbIE HE MOTIYT U3MEHSITHCSI.

Ha oCHOBAHUM YOCTM 3 CTATbU 33 3AKOHA HE AOMYCKAETCS BKAKOYEHME B ONNCAHUNE
06beKTa 3AKYMNKK (B TOM YNCAE B POpME TPEDOBAHNIN K KOYECTBY, TEXHNYECKNM
XAPAKTEPUCTUKAM TOBAPA, PABOTHI AU YCAYTU, TREOOBAHUIN K OYHKLUMOHAABHBIM
XAPAKTEPUCTUKAM (MOTPEBUTEABCKMM CBOMCTBAM) TOBAPQA) TPEOOBAHUM K
NPOVM3BOAMNTEAID TOBAPA, K YYACTHMUKY 3AKYMNKK (B TOM YMCAE TPEDOBAHMSI K
KBOAMDUKAUMM YHACTHUKA 3AKY KM, BKAKOYAST HOAMYME OMbITA PABOTHI), A TAKXKE
TPEeBOBAHUS K AEAOBOM PENYTALMM YYACTHUKA 30KYMNKN, TOEOOBAHMS K HOAUYMIO Y HETO
NPOV3BOACTBEHHBIX MOLLHOCTEN, TEXHOAOIMYECKOTrO OO0PYAOBAHKS, TOYAOBbIX,
OUHAHCOBbLIX U APYTUX PECYPCOB, HEOBXOAUMbBIX AAST MPOM3BOACTBA TOBAPA, MOCTABKCA
KOTOPOrO SIBASIETCSI MPEAMETOM KOHTPOAKTA, AAS BBINOAHEHMS PABOTHI MAK OKA3AHMSI
YCAYTU, SIBASIKOLLMXCS MOEAMETOM KOHTPAKTA, 30 UICKAKOHYEHMEM CAYYOEB, ECAU
BO3MOYXHOCTb YCTAHOBAEHMS TAKUX TPEOOBAHMM K YYACTHUKY 3AKYTMKM MPEAYCMOTPEHA
HacTosWMM PeAepaAbHBIM 3AKOHOM.



Takm 0BPA30M, ONMNCAHKE OBBEKTA 3AKYTMKN AOAMKHO HOCUTb OO BEKTUBHBIN XAPAKTEP,
TO €CTb H6bITb MPOAUKTOBAHO MCTUHHBIMK (O HE MHUMbBIMU 1 HEAOKO3AHHBIMIA)
NOTPEOHOCTSIMM 3AKA3UYMKA, O TAKKE UCKAOYATb AKODOYIO BO3MOYKHOCTb
HEeOOOCHOBOHHOIO OrPAHNYEHMST KOAMYECTBA MOTEHLUMAABHBIX YYOACTHUKOB 3AKY KN
YCTAHOBAEHVEM B 30KYTMOYHOM AOKYMEHTALMM 30BEAOMO HENCTIOAHUMbIX TREOOBAHUI
AMBO TPEeOOBAHNN, Y AOBAETBOPWTL KOTOPBIE MOXMET AVLLb OFPAHNYEHHBIN KPYT AUL, (MU
OTCYTCTBUMM AOKO3ATEABCTB AENCTBUTEABHOM HEODXOAMMOCTV B Y CTAHOBAEHUMN TAKNX
ToeboBAHUI).

COrAQCHO MN3BELLLEHNIO N MHOW AOKYMEHTALMM O 3AKYMKE B PAMKAX PACCMATPMBOEMON
3aKynKM NPEAYCMOTPEHA NMOCTABKA TOBAPA, BKAKOYEHHOIO B COOTBETCTBYIOLLME
no3vymm OKMAZ2: 21.20.23.111.

Komumnccurmein yCTaHOBAEHO, YTO B MyHKTE 2 ONUCAHWS 0BbeKkTa 3aKyMK YCTAHOBAEHA
CAEAYIOLLAS CMOPHAS XAPAKTEPUCTUKA TOBAPOB:

- XAPAKTEPUCTUKA «COBMECTVM C OBTOMATUYECKMM BNOXMMUNYECKMM OHOAN3IATOPOM BS-
240 PRO Mindray» ¢ TpebyembiM 3HaYeHEM «HaAndme» 1 ¢ OBOCHOBAHMEM BKAKOYEHUS]
NOKA3ATEAS] B ONMUCAHUE: «AOTTOAHUTEABHBIE XOPAKTEPUCTUKNA OBYCAOBAEHDI
NPUMEHEHVEM PEArEHTOB AASI OBTOMATUYECKOTrO AHAAM3ATOPRA 3AKPLITOro TMNa "BS-240
PRO Mindray" numetowerocs y 3akasdmika, n ToebOoBAHMEM TEXHNYECKOMN
AOKYMEHTALMM,

Heobx0AMMO OTMETUTb, YTO ONMMCAHNE OBBEKTA 3AKY MKW - 3TO UKCALMS 3AKA3YMKOM B
AOKYMEHTALMM O 3AKYMKE KAYECTBEHHbIX M KOAMYECTBEHHbBIX XOPAKTEPUCTUK, MPOU3HAKOB
TOBAPA, 0OYCAOBAVBAIOLLMX X CMOCODHOCTb Y AOBAESTBOPSITb MOTPEBHOCTY 1 3AMNPOCHI
30KA3YMKA, COOTBETCTBOBATH CBOEMY HAZHAYEHMIO U MPEABSIBASIEMbBIM TPEOOBAHMSIM.
Takas prKCAUMS TPEOOBAHNM 3AKA3IUYMKA MO3BOASIET UAEHTUDULMPOBATE OO BHEKT
3AKYMKM, YCTOHOBUTb PE3YALTAT, AOCTUNKEHME KOTOPOrO MPU3HAETCS CO CTOPOHDI
3AKABYMKA AOAYKHBIM UCTIOAHEHMEM KOHTPAKTA.

MNpn 3TOM CNeUndOUKA KOXKAOW 3AKYMKU ONMPEAEASIET HEODXOAMMbIE TPEDOBAHMUSI K
TOBAPY, PABOTAM, YCAYrOM, B CBSI3M C YEM, MPOBOMOYME HA UX YCTAHOBAEHUE
30KOHOAOTEABCTBOM Poccuimckom Pepepaumim O KOHTPAKTHOM CUCTEME MPEeAOCTABAEHO
30KA3YMKY.

COrAQCHO MMCbMEHHBIM MOSICHEHUSIM 3AKA34YMKA, B YUYPEKAEHNN SKCNAYATUPYETCSI
QHOAM3ATOP BUOXUMMYECKM aBTOMATMYECKMM BS-240 pro nponsesoactsa Mindray,
KOTOPbIV BBEAEH B aKCNAYyaTaumio 08.02.2024 (rapQHTUMHDBIN TOAOH MPEACTABAEH).

B cootBeTcTBUM ¢ OnncaHmeM o6bekTa 3aKynkn 3aKA34YMKOM ObIAM YCTAHOBAEHbI B TOM
YUCAE CAEAYIOLLME XAPAKTEPUCTUKM:

- «OAQKOHBI CHABYKEHDI LUTPUX - KOAOM, COAEPXKALLMM MHOOPMAUMIO O TUME PeareHTa,
HOMeEpeE AOTA, CPOKE FMOAHOCTU, COBMECTUMbIE C ABTOMATUYECKUM BUOXMMNYECKNM
aHaAmM3aTtopom BS-240 PRO Mindray» cO 3HOYeHEM «HaAnYme»,

- «COBMECTVM C OBTOMATUYECKNM BUNOXMMUNYECKM AHOAN3ATOPOM BS-240 PRO Mindray»
CO 3HAYEeHMNEM «HaAnume»,

MNpwv 3ToM 3AKA3YMKOM BBIAO AQHO OB OCHOBAHME YCTAOHOBAEHHBIM TPEBOBAHKISIM,
COIrAQCHO KOTOPOMY: «AOMOAHUTEABHbBIE XOPAKTEPUCTUKN OBYCAOBAEHDBI MPUMEHEHEM
PEAreHTOR AASI OBTOMATUYECKOrO AHAAM3ATOPA 3AKPbITOro TMna ' BS-240 PRO Mindray *



MMetoLLLerocs y 3akasumKka, U TpebOoBAHMEM TEXHUYECKOM AOKYMEHTALMNY,

3AKA34YMK MOSICHUA, YTO B COOTBETCTBUM C MMCbMOM OOO «MuHapen MeaAnkan Pyc»
(OOUUMNAABHbBIV MPEACTABUTEAL 30BOAO-U3rOTOBUTEASI AHAAMU3ATOPA) Ne23-232 OT
09.06.2023: «ABTOMATUHYECKNIN BUOXMMUNYECKNM aHOAM3ATOP BS-240PRO, Npon3BoACTBA
MUHAPEN, SIBASIETCSI CUCTEMOW, UCMOAb3YIOLLLEN TOABKO PEAreHTbl Y PACXOAHBIE
MOTEPWAAbI, CNELMNAABHO PA3PABOTAHHbIE/MPEAYCMOTPEHHbBIE AASI COOTBETCTBYIOLLEN
cepurrt BUOXMMUNYECKUX AHOAN3IATOPOB. O KAKNX-AMBO PEeAreHTax U1 PACXOAHbIX
MATEPUAAQAX, AHOAOTNYHBIX OPUMMHAABHBIM PEArEHTAM U PACXOAHBIM MATEPUAAOM
(peareHTam 1 PACXOAHBIM MATEPMAAAM, MPON3BEAEHHBIM MUHAPEN NAN €ro
ADPUANPOBAHHBIMU ANLAMM UAK MO 3aKA3Y MUHAPREN/ADDPUANPOBAHHBIX AUL, MUHAREWN)
M MPUFOAHBIM AAS PABOTHI C BUOXUMNYECKMI AHAAM3ATOPAMK cepun BS, ObiecTry He
N3BECTHO®,

Tak e 3akazymkom B appec OO0 «MuHapen Meamnkaa Pyc» HanpasAeH 3anpoc NeQ1-
07/2024 ot 23 mapTa 2024r. Ha NPEAMET TOro, KAKME PACXOAHBIE MATEPUAADLI U
PEeAreHTbl MOryT MCMOAb30BATLCS HO aHAAM3aTope BS-240PRO S/N BC7-36003380
03.06.2023 roaQ BbINyCKA, MMEOLLLErOCs! Y 3AKA34MKA.

MNMucbmom Ne24-201 ot 08.04.2024 OO0 «MuHapen Meaunkan Pyc» COOBLIMAO, YTO
QHAAM3ATOP, UMEKOLNNCS Y 3AKA3YMKA, «UCMOAbIYET TOABKO OPUTMMHAABHBIE PEArEHTbI U
PACXOAHBIE MATEPUAADLL. B LeAsix obecneyeHmns Ka4eCTBa MNOAYHAEMbIX PE3YALTATOB U
HOAEXKHOCTM PABOTHl AHOAM3ATOPA BS-240PRO Npon3BoAUTEAEM NPEAYCMOTPEHO
MCMOAb30BAHME peareHTos cepui 102, 202. AQHHbIE PeareHTbl 3APErnmcTPMPOBAHDBI KAK
NPEAHA3HAYEHHBIE AAST PABOTHI C BUOXMMNYECKMU AHAAUIATORAMM cepum BS, n
NEPEYNCAEHDBI B PETMCTRALMOHHBIX YAOCTOBEpeHUsIx: PC3 Ne2012/13102 ot 19 okTabps
2012 ropaa, ®C3 Ne2010/07800 o1 08 ceHTs16ps1 2010 roaa.

Takum 06pa3oM TPeHBOBAHUS O COBMECTUMOCTU U LLTPUX-KOAUPOBAHNN 3AKA3UYNKOM
YCTAHOBAEHbI MPABOMEPHO.

3AKA3YMK TAKIKE MOSICHUA, YTO B COOTBETCTBUI PYKOBOACTBOM MO 3KCMAYATAUMM HA
PYCCKOM $13blKE HO MEAMLMHCKOE N3AEANE QHAAMBATOPR BUOXMMNYECKNIN
asToMmatunyeckm BS- 240PRO (cTpaHMua 1-12) CKOHEP WTPUX-KOAQ SIBASIETCSI
BCTPOEHHbBIM B ANMNAPAT U UCMOAb3YETCS AAST CKAHMPOBAHMS LUTPUX-KOAQ HO MpobupKe
AN NPOB 1 DAAKOHE AASI PEArEHTA. B 9TOM CBSI3 YCTAOHOBAEHME TPEOOBAHKS O TOM, YTO
DOAQKOHBI AOAXKHbBI BblTb CHABYKEHbI LUTPUX - KOAOM - HE MPOTUBOPEYUT PYKOBOACTBY MO
SKCNAYOATAUMKM HO QHOAMIATOP, SIBASIETCSI MPABOMEPHbBIM TPEBOBAHMEM MO OTHOLLEHMIO K
30KynaemMomy TOBapy.

OTHOCUTEABHO «OTKPBITOCTW/3AKPBITOCTU» QHOAM3ATOPA 3AKA3YMK MOSICHUA, YTO B
COOTBETCTBUM C NMYHKTOM 2.3.1. PyKOBOACTBA (CTP. 2-12) NPOUN3BOANTEAEM YCTAHOBAEHO
cAepytollee: «EcAM Npu oTrpy3Kke annapaTa C 30BOAC B HEM ObIAM YCTAHOBAEHDI
OTKPbITble KOHAAbBI PEAreHTOB, TO MX MOXXHO MCMOAb30BATb AASI PEArEHTOB
NPON3BOACTBA KOMMAHMM Mindray MAM ApYrx n3rotoemtenen. OCTAAbHbBIE MO3ULN
SIBASIKOTCS 3AKPbITBIMA KAHOAQMMU, M X MOYKHO MCMOAb3OBATb TOAbKO AAS PEArEeHTOB
MNPOM3BOACTBA KOMMAHWKM Mindray».

Takmm 06pa30M, B CAyHAE UCMOAb3OBAHKMS PEANEHTOB CTOPOHHUX MPOV3BOANTENEN,
3aKA34YMK OAHO3HAYHO AULLAETCS BO3MOMKHOCTM MCMNOAb30OBCAHMST AHAAM3ATOPA B MOAHOM
obbeme ero PyHKUMOHAAQ.



B cBoO oyepeab, HACTUYHOE MCMOAb30BOHME MOLLIHOCTEW AHOAM3ATOPA HE SIBASIETCSI
BO3MOXXHbIM, BBUAY 3ATIrPY>KEeHHOCTU MeANLMNHCKOI O YYPp e KAEeHNSI.

3aKA34YMK, r||o|/|06peTcx9| AHAOAM3ATOP, MOAATIAA HEOBXOAMMbBIM MCMOAB30BATb BECH €ro
DOYHKUMOHAA. ICXOAS M3 STOr0, TOAbKO OPUMMHAAbHbBIE PEeAreHTbl M PACXOAHbIE
MAOTEPUNAADI obecneumBatoT NMOAHbBIN CMEKTP BO3MOYKHOCTEW ANNApaTa.

Kpome Toro, CorAQCHoO nyHKTy 2 cTaTb 4 OepepaAbHOro 3akoHa ot 21.11.2011 Ne 323-03
«OB6 OCHOBAX OXPAHbI 3A0P0BbS FPAXKAOH B Poccuickon Pepepaumm» (Aaree — 3aKOoH
06 OCHOBAX OXPAHbI 3ACPOBbLSI FPAMACQH), OAHVM 13 OCHOBHbBIX MPUHLMMIOB OXPAHbI
3AO0POBbS SIBASIETCS MOUNOPUTET MHTEPECOB NALMEHTA NPY OKA3AHN MEAUNLIMHCKOMN
MOMOLLN,

Takyke 3aKA34MK OTMETUA, YTO B PACCMATPUBAEMOM CAyYae 3ASIBUTEAEM HE
MPOUBOAUTCSI HUKAKNX CBEAEHWNM O TOM, MO KAKOWN MPUYMHE OH HE MMEET BO3MOYKHOCTH
MPUHATb Y4aCTVE B 3AKYMKE.

Takmm 06pPA30M, BbILLEHA3BAHHBIE AOMOAHUTEABHBIE XOPAKTEPUCTUKM, YKA3AHHbIE B
OnMMcaHnmM 06beKTa 3aKynKku, 3AKA3YMK CYNTAET OO OCHOBAHHBIMU,

MNpr GOPMMPOBAHK OMNCAHMS OOBEKTA 3AKY MK 3AKA3YMK MCXOAUA N3 CBOMX

OO BEKTUBHBIX MOTPEBHOCTEN, PEKOMEHAALMIN N YKA3AHWIN MPOUN3BOAMNTEASI AHAAUIATOPRA
BUOXMMNYECKOrO ABTOMATMYECKOrO BS- 240PRO, a coaepykatumecst B OnmMcaHnm

OO BEKTA 3AKYMKN XAPAKTEPUCTUKN HE HOCSIT OFPAHUNYUTEABHBIN XAPAKTEP U
YCTQHOBAEHbI HE B MPOTUBOPEUYME C TPEDOBAHMSIMI 3AKOHA.

3aKA34YMKOM BbIA nooeepAeH MOHUTOPKMHI TOBAPOB, MPUNCYTCTBYIOLLINX HA ObIHKE N
oTBeyatoLmx I'IOTpe6HOCT9IM 3akaz4ymka, HAMpdpAeHbl KOMMepYeCKne NMpeANOXKEeHNSI
NMNoTEeHUMAAbHbIM YHACTHNKAM 30|<yr||<v1 N MOAYYHEHbl OTBETbI OT TPEX NMNOCTABLLMKOB O
FOTOBHOCTW MOCTABUTb HEOOXOAVMbIN 30|<03q|/||<y TOBAP.

Take B 3acepaHne Kommccnm 3aKa3dmKom NMPEACTABAEHDI CAEAYIOLWME NNCbMAQ:

- MIHOOopPMAUMOHHOE NcbMO OOO «MuHaApen MeaAnKaa Pyc» (OOULMAABHOTO
NPEACTABUTEAS 3OBOAQ N3FOTOBUTEASI MEAULIMHCKOrO OB60PYAO0BAHMS LLISHBYYKSHb
MainHapan buo-Meankan SaekTponunke Ko., Ata (Shenzhen Mindray Bio-Medical
Electronics Co., Ltd) Ha Tepputopunm Poccum) ot 09.06.2023 ncx. Ne 23-232, B KOTOPOM
COOBLLIAETCS, YTO ABTOMATUYECKNIN BUOXMMUNYECKMIA QHOAM3ATOP B5-240Pro,
NPON3BOACTBA MUHAPEN, SIBASIETCSI CUCTEMOWN, MCMOAb3YHIOLLLEN TOABKO PEAreHThl U
PACXOAHBIE MATEPUAABI, CNEUMAABHO PA3PAOOTAHHBIE/MPEAYCMOTOEHHBIE AAS
COOTBETCTBYIOLLEN CEPUM BNOXMMUNYECKMX AHAANIATOPOB.

O KAKMX-AMBO PEAreHTax N PACXOAHbBIX MATEPUAAAX, AHOAOIMYHBIX OPUMMHOABHBLIM
PEeAreHTaM 1 PACXOAHBIM MATEPUAAAM (PEArEHTAM M PACXOAHBIM MATEPUAAOM,
NPOoM3BEAEHHBIM MUHAPEN NAM €r0 ADPUANPOBAHHBIM AULLAMK UAK MO 3AKA3Y
MUHAPEN/ADPUAMPOBAHHBIX AULL MUHAPEN) U MPUFOAHBIM AAS PABOTHI C
BUNOXMMNYECKMMI AHOAM3ATOPAMK cepuin BS, OOO «MuHapen Meankan Pyc» He
M3BECTHO.

B ueaax obecneyerHmst 3asiBAEHHOrO KOYECTBA/XAPAKTEPUCTUK MOAYYAEMbIX
PE3YALTATOB N HOAEXKHOCTU PABOTH AHAAMIATOPA BS-240Pro Nnpon3BoAnTEAEM
NPEAYCMOTPEHO NCMOAb3OBAHME peareHTos cepum 102,



AQHHbIE PEeareHTbl 3APErnCTPMPOBAHbDI, KOK MPEAHA3HAYEHHbIE AAST PABOTHI C
BUOXMMNYECKNMK OHOAMIATOPAMU Cepun BS, 1 nepedncAeHbl B PErMCTPALMOHHDBIX
yaocToBepeHusix: PC3 Ne2012/13102 ot 19 okTa6p6 2012 roaa, PC3 Ne2010/07800 ot 8
ceHT6ps 2010 ropa, P3H 2019/8706 ot 06 aerycta 2019, P3H 2020/10683 o1 11 1toHs
2020, P3H 2020/11487 ot 30 ntoast 2020, P3H 2020/9838 ot 27 mapTta 2020, P3H
2022/17947 ot 11 asrycTta 2022, P3H 2022/18090 ot 23 aerycta 2022, P3H 2021/15298 ot
16 ceHT6ps 2021, P3H 2021/15353 o1 16 ceHtabps 2021, P3H 2021/15593 ot 15 okTa6p9
2021, P3H 2021/14330 ot 14 mas1 2021, P3H 2021/14339 o1 14 mas1 2021, P3H 2021/14069
oT1 20 anpens 2021, P3H 2021/14070 ot 20 anpens 2021, P3H 2022/16550 ot 16 GeBpaAs
2022.

- 3AMPOC 3AKA3YMKA reHEepPAAbHOMY AMpekTopy MunHapen Meankan Pyc-Bein CioH ot
23.03.2024 ncx. Ne 01-07/2024, cOrAQCHO KOTOPOMY 3AKA34YMK MPOCUT MPEAOCTABUTD
MHOOPMALMIO OTHOCUTEABHO TOrO, PEAKTUBbLI 1 PACXOAHBIE MATEPWAADBI KAKMX
NPOU3BOAUTEAEN MOTYT ObITb MCMNOAb3OBAHBI MPU PABOTE HO ABTOMATUYECKOM
BroxmmMmmnyeckom aHaamsaTope BS-240Pro S/N BC7-36003380 03.06.2023 roaa BbinycKa,
MMEIOLLLErOCsl B AQDOPATOPUM 3AKA3YMKA.

-oteeT oT OO0 «MuHaApen MeankaA Pyc» (OOULMAABHOIO MPEACTOBUTEASI 30BOAC
N3rOTOBUTEAS MEAULIMHCKOrO 060pYyAOBAHMS LLsHbYWKESHb ManHApP3Y Bruo-Meankan
2nekTpoHuke Ko., Ata (Shenzhen Mindray Bio-Medical Electronics Co., Ltd) Ha
TEPPUTOPUMN POCCKIM) HA BbILLEYKA3AHHBIM 3ANPOC 3AKA3YNKA, COFAQCHO KOTOPOMY:

«AHOAM3ATOP BUoxmmmdeckmnm BS-240Pro (PY Ne P3H 2019/8755 ot 25 aHeapst 2023 roaq),
NPOM3BOACTBA MUHAPEN, YCTOHOBAEHHBIN B Y 3 "AEHUHCKAs1 PANOHHAST BOAbHMLA", M.
AEHVHCKNIM N MMeEIoLLNM cepuinHbln HoMmep BC7-36003380, NMCMOAb3YET TOAbKO
OPUMMHOAbHbBIE PEAIEHTbI U PACXOAHBIE MOTEPUAADI.

B ueasax obecneyerms Ka4eCcTea MOAYHYAEMbIX PE3YALTATOB M HOAEXKHOCTU PABOTHI
QHAAM3aTop A BS-240Pro Npomn3BOAUTEAEM MPEAYCMOTPEHO MCMOAb30OBOHNE PEArEHTOBR
cepun 102, 202. AQHHbIE PEAreHTbl 3APErMCTPUPOBAHDI, KAK MPEAHA3HAYEHHBIE AAS]
PABOTbl C BUOXMMNYECKVMUN AHAANIATORAMM CepUM BS, 1 nepeuncaeHsbl B
PErnMCTPALMOHHBIX yAoCcTORepeHmsax: PC3 Ne2012/13102 o1 19 oktabps 2012 roaa, PC3
Ne2010/07800 ot 8 ceHtabps 2010 ropa».

CoraacHo nyHkTy 15 4actn 1 ctatbm 14 3akoHa 06 OCHOBAX OXPAHbI 3A0P0BbST FPAYKAQH
K MOAHOMOUUSIM DEAEPAAbHbBIX OPraHOB MOCYAQPCTBEHHOM BAOCTU B CHEPE OXPAHbI
3A0POBbST OTHOCSITCSI, B YOCTHOCTU, MOHUTOPUHI 6€30MACHOCTU MEANLIMHCKNX N3AEAUN,
perncTpaLms NOBOYHbBIX AENCTBUIN, HE YKABAHHBIX B MHCTRYKLMM MO MPUMEHEHIO AW
PYKOBOACTBE MO SKCMAYATALUMMN MEANLIMHCKOrO NBAEAUST, HEXKEAQTEABHbBIX PEAKLIMIA MPU
€ero NpMMeHeHNn, OCOBEHHOCTEN B3ANMOAENCTBUS MEAVLIMHCKUX UBAEAUA MEXKAY
cobon, PAKTOB 1 OBCTOSITEABCTB, CO3ACIOLLMX YTPO3Y MMN3HMN 1N 3A0P0BBIO MOOMKACH U
MEAULMHCKMX PABOTHMKOB MPY MPUMEHEHUN 11 SKCNAY ATALMMN MEANLMHCKNX U3AEANIN
(panee - HEOAAronpusaTHble COBbITUS).

KaK yCTOHOBAEHO YACTbIO 3 CTaTbM 38 3aKOHAO 06 OCHOBOX OXPOHbI 3A0POBbS IPAYKAQH,
obpalleHne MeANLMHCKUX U3AEANIN BKAKOYAET B ceb$ TEXHNYECKMNE UCTIBITAHMS,
TOKCUKOAOIMYECKNE MCCAEAOBOHUS, KAMHAYECKME UCMBbITAHUS, SKCNEePTM3Y KOYECTBA,
3PPEKTUBHOCTU 1 HE3ONACHOCTU MEAUNLIMHCKNX UBAEAUN, X TOCYACPCTBEHHYIO
PErnMCTPALNIO, MPON3BOACTBO, M3rOTOBAEHME, BBO3 HA TEPPUTOPUIO POCCHMNCKOM
Pepepaumm, BbIBO3 C Tepputopun Poccuinckom Peaepaumm, MOATBEPIKAEHNE
COOTBETCTBUSI, XPAHEHMNE, TOAHCTNOPTUPOBKY , PEAAMIALMIO, MOHTOMK, HOAQAKY,



NPUMEHEHNE, SKCMAYATALMIO, B TOM YNCAE TEXHNYECKOE ODCAY>XKMBOHME,
NpPeAYCMOTPEHHOE HOPMATUBHOM, TEXHNYECKOM 1 (MAK) DKCNAYATALMOHHON
AOKYMeHTAUMeEN NponN3BOANTENS (M3rOTOBUTEAST), A TAKXKE PEMOHT, YTUAM3IAUMIO UAU
YHUYTOXKEHME.,

[Mpon3BoAUTEADL (M3FrOTOBUTEAL) MEANLIMHCKOTO N3AEAMNS pO3pO6OTbIBOeT TEXHNYECKYIO
N (MAN) BKCNAYATALUNOHHYO AOKYMEHTALMIO, B COOTBETCTBUN C KOTOPOW
OCYLLECTBASIIOTCS MPON3BOACTBO, N3ArOTOBAEHUNE, XPAHEHWME, TODAHCTOPTUNPOBKA, MOHTCADK,
HAAQAKQ, MPpnMeHeHne, KCNAyaTauns, B TOM HNCAE TEXHNHECKOE O6C/\y)I(MBOHI/I€, a
TAIOKE PEMOHT, YTUANIAUWS AN YHUHTOXKEHNE MEANLIMHCKOIO N3AEANSL. Tpe6OBOHI/I9I K
COAEPIKAHMIO TEXHNYECKOW 1 DKCMAY ATALMOHHOW AOKYMEHTALIMM NMPOOU3BOAUTEAS
(M3roTOBUTEAS) MEANLIMHCKOTO N3AEAMS YCTAHABAMBAKOTCS YMOAHOMOYEHHBIM
DEAEPAABHBIM OPIrAHOM NCMOAHUTEABHOM BAQCTU.

B cootBeTCTBUM C YACTbIO 4 CTATbM 38 3AKOHA 06 OCHOBAX OXPAHbBI 3A0P0BbS MOAMKACH
Ha TeppuTopun Poccumcikon Peapepaumm paspeLLaeTcst 0bpalleHNe MEANLIMHCKMNX
N3AEAUN, MPOOLLEALLNX FOCYAQPCTBEHHYO PEMMCTPAUMIO B MOPSAKE, Yy CTOHOBAEHHOM
MNpaeuTeAbCTBOM Poccumckom Peaepaumm, i MEANLMHCKUX MBAEANN, MPOLLEALLINX
PErMCTPALMIO B COOTBETCTBUN C MEXAYHAPOAHBIMN AOTOBOPAMMU 1 AKTAMMU,
COCTOBASIOLLMMUM NPABO EBPA3MMNCKOro 9KOHOMMYECKOrO CO3QAl.,

MNopsIAOK FOCY AQPCTBEHHOW PErMCTPAUMN MEAVNLMHCKUX M3AEAN, MOAAEXKALLMX
obpaLleHnio Ha TeppuTopun Poccuickon Geaepaumm, yCTAOHOBAEH MNpaBUAAMM
rOCY AQPCTBEHHOW PErMCTPAUNN MEAVLMHCKUX M3AEANN, YTBEPIKAEHHBIM
NOCTAHOBAEHMEM [paBmTenbcTBA Poccumckom Qeaepaumm ot 27.12.2012 Ne 1416
(aanee - [MpaBnAQ).

B cuAy nyHkTa 2 MNPABUA FOCY AQPCTBEHHOM PErVCTPALMM MOAAEXKAT AOObIE
NHCTPYMEHTbI, AnnapaThl, NPrMbopbl, 060PY ACBAHNE, MATEPUAAB U MOOHNE USASAMSL,
NPVIMEHSIEMbIE B MEAVLIMHCKMX LIEASIX OTAEABHO A B COYETAHUM MEXKAY COBOoM, a
TAIOKE BMECTE C APYTVIMU MPUHAAAEKHOCTSIMU, HEOBXOANMbBIMU AAST TOUMEHEHIS
YKOA3AHHbIX M3AEAUNK MO HO3HAYEHUIO,, BKAKOHAS CreUaAbHOE NPOrpaMmMHoe
obecneyeHne, 1 NPEAHA3HAYEHHBIE MPOUN3BOANTEAEM (MBFOTOBUTEAEM) ANASI
NPOPUAQKTUKN, ANAFHOCTUKN, AEYEHNS 1 MEAMLIMHCKON PeabUANTALMM 3060AEBAHNI,
MOHWUTOPUHIA COCTOSIHMSI OPraHM3MA YEAOBEKA, MPOBEAEHNST MEAVLIMHCKMX
MCCAEAOBAHMIN, BOCCTAHOBAEHWMST, 3AMELLEHMST, U3MEHEHWSI QHOTOMMYECKOM CTRYKTYPbI
NAN OUBNOAOTNYECKNX DYHKLMIN OPraHN3MA, MPEAOTBPALLEHMST AU MPEPBIBAHKS
6epeMEHHOCTU, OYHKUMOHOABHOE HA3HAYEHME KOTOPbIX HE PEAAMNIYETCS NYyTEM
OAPMAKOAOTMYECKOT O, UMMYHOAOTMYECKOT O, FEHETUYECKOTO MAV METABOAMYECKOTO
BO3AENCTBUSI HO OPraHM3M YeAOBEKA (AQAEE - MEAULIMHCKME U3AEAUST).

B cootBeTCTBIMM C AB63aUEM NEPBbLIM MYHKTA 5 [PABUA FOCY AQPCTBEHHAS PETMCTOALMS
MEeANLMHCKNX M3AEANN MOOBOAMTCS HO OCHOBOHMN PE3YAbLTATOB TEXHNYECKIMX
NCMBbITAHWIA, TOKCUKOAOTNYECKMX MCCAEAOBAHNIN, KAIHNYECKMX MCMBbITAHUI,
NPEACTABASIHOLLIMX CODOM GOPMbl OLEHKN COOTBETCTBUSI MEAULIMHCKNX N3AEAUN C
YY4ETOM KAACCUDUKALMM B 3ABUCUMOCTU OT NOTEHLMAABHOIMO PUCKA MX MPOUMEHEHUST, U
SKCNEPTM3bl KAYECTBA, SPPEKTVBHOCTU 1 HE30MACHOCTU MEAMULMHCKUX USAEANIN C
YY4ETOM KAACCUDUKALMM B 3ABUCUMOCTU OT NOTEHUMAABHOIO PUCKA MX MPVIMEHEHUST, A
TAKXKE NCMBITAOHNIN B LLEASIX YTBEPIKAEHMUS TUMA CPEACTB N3MEPEHN (B OTHOLLEHNN
MEANLMHCKNX M3AEANIA, OTHOCSILLIMXCST K CPEACTBAM N3MEPEHUN B ChHepe
FOCYAQPCTBEHHOIO PEryANPOBAHNS OBeCcneyeHnst EAUMHCTBA U3MEPEHNIN, MepEeYEHb
KOTOPbIX YTBEPYKAQETCS1 MUHUCTEPCTBOM 3APLABOOXPAHEHUS Poccumckom Qeaepaumin).



AOKYMEHTOM, MOATBEPIKAQIOLLMM QAKT FOCYAQPCTBEHHOM PErMCTPAUMN MEANLIMHCKOro
N3AEAUSL, SIBASIETCSI PEMMCTPALMOHHOE Y AOCTOBEPEHME HO MEANLMHCKOE N3AEANE
(AOAEE - PErnCTPALMOHHOE yAOCTOBEPEHME). POopMA PErncTPALMOHHOIO
YAOCTOBEPEHVSI YTBEPIKAQETCS PEMMCTPUPYIOLWMM OPraHOM. PErmcTpaumoHHoe
YAOCTOBEPEHME BbIAOETCSI 6ECCPOYHO (MYHKT 6 MPABUA).

CoraacHo nyHkTy 104actn 11 ctaTtbm 38 3aKOHA 06 OCHOBOX OXPOHbI 3A0POBbS
roAXKACQH B PO B rocy AQPCTBEHHBIV PEECTO MEANLMHCKUX M3AEANIN U OPTAHN3ALM
(MHAMBUAYOAbHBIX MPEANPUHUMATEAEN), OCYLLLECTBASIKOLLMX MOOU3BOACTBO U
M3rOTOBAEHNE MEAVNLMHCKNX U3AEANA, BHOCSITCSI CBEAEHMST O B3AMMO3AMEHSIEMbIX
MEAMLMHCKNX U3AEAUSIX.

B cootBeTCTBUM C NOAMYHKTOM 11 NyHKTA 6 Toe®OoBAHUN K COAEPXKAHNIO TEXHUYECKOW U
SKCMAYATAUMOHHOM AOKYMEHTALUM MPOM3BOAUTEAST (M3rOTOBUTEAS) MEAMLIMHCKOrO
N3AEAUST, YTBEPIKAEHHDBIX MPUKA3OM MMHUCTEPCTBA 3APABOOXPAHEHMST POCCUCKOW
Peaepaumm o1 19.01.2017 Ne 1TH, 9KCNAYATALUMOHHAS AOKYMEHTALMS MPOUIBOAUTEAS]
(M3rOTOBUTEAST) HO MEANLIMHCKOE N3AEAME, MPEACTABASIEMAS MOOU3BOAUTEAEM
(M3roTOBUTEAEM) UAM YITOAHOMOYEHHBIM MPEACTABUTEAEM MPOUIBOAUTEAS
(M3roTOBUTEAST), B COCTABE PEMMCTPALMOHHOIO AOCbE HO MEANLIMHCKOE N3AEANE,
AO/NKHA COAEPXKATb B TOM YNCAE NEPEYEHD PACXOAHBIX MATEPUAAOBR (KOMIMOHEHTOB,
PEAreHToB), A TAIOKE NPOLEAYRY UX MPOUMEHEHNS M 3AMEHDI,

CAeAOBATEABHO, HEOBXOAMMOCTb BHECEHWS UBMEHEHUIN B TEXHUYECKYHO U
SKCMNAYQATALUMOHHYO AOKYMEHTALMIO HE CTABUTCS B 30BUCUMOCTb OT HOAMYMS AMBO
OTCYTCTBUS YXEAQHMS MPOMNIBOAUTEAST (M3FOTOBUTEAST), A MPSIMO MPEAYCMOTPEHA
30KOHOAQTEABCTBOM. [TPEAYCMOTPEHHAS 3AKOHOAQTEABCTBOM U TEXHUYECKMMMU
YCAOBUSIMU BO3MOMHOCTb MCMOAb30BAHKST B3AMMO3OMEHSIEMOrO MEAMLIMHCKOrO
N3AEAUS (APYIOro NPOMN3BOAUTEAST) HE OCBODBOYKAQET OT HEOOXOAUMOCTU
OCYLLECTBAEHNS TOCYAQPCTBEHHOM PErMCTPALMKN MEAUNLIMHCKOrO U3AEAMST, B COCTAOBE
KOTOPOro HBbIAQ Y CTOHOBAEHA COBMECTUMOCTb C TOBAPOAMU ARYTUX MOON3BOANTEAEWN.

Takym 06pA30M, B COOTBETCTBUM C AENCTBYIOLLVIM 30KOHOAQTEABLCTBOM BO3MOYKHOCTb
SKCMNAYATALMN MEAULIMHCKOrO OB60PY AOBOAHMSI OAHOMO MPOU3BOANTEASI COBMECTHO C
NPUHAAAENHOCTSIMM APYFOrO MPON3BOAUTEAS] OMPEAEASIETCS MPOUN3BOAUTEAEM
MEANLMHCKOro 060pyAOBQAHMST, YTO BIOCAEACTBUM MOATBEPIKAQETCS BblAQHHbLIM
PoC3APOBHOA30POM PEMMCTPALUMOHHBIM Y AOCTOBEPEHMEM. AHOAOIMYHAST MO3ULMASI
coAePXKNTCS B MCbMe DeaepAAbHOM CAYYKObI MO HOA30RY B CHEPE 3APABOOXPOAHEHMS
(PocaapaBHOA30p) OT 05.02.2016 Ne 09-C-571-1414, o1 22.06.2017 Ne 04-31270/17.

KoppeCnoHAMPYIOLLMIA MPABOBOM MOAXOA MBAOYKEH B peLleHnn BepxoesHoro Cyaa PO ot
16.08.2021 N AKT1121-444.

CAEeAOBATEABHO, MCMNOAb30OBAHNE MEANLIMHCKOrO U3AEAMSI, COFAQCHO MHCTRPYKUNN K
HEMY SIBASIETCS HE NMPABOM, A 06 93AHHOCTLIO MEANLIMHCKOWM opraHns3aun npen
nonmMeHeHnn N SKCrAyaTauni MeANUNHCKOI O N3 AEANSI.

COrAQCHO pas3aeAy «Aoccapum» PYKOBOACTBA MO SKCMAYATALMM HO MEANLIMHCKOE
n3peAme «AHAAM3ATOP BUOXUMNYECKNI aBTOMATMYECKMIM BS-240 pro» npomn3BoACTBA
KoMMaHuK «Mindray» (AaAee TakKe PYKOBOACTBO NOAb30OBATEAS):

«XMMUNYECKNIN QHOAMS C 3AKPLITbIM PEAreHTOM:



XUMMYECKN QHAAN3 C 3AKPbBITBIM PEArEHTOM BbINMOAHSIETCS! C MOMOLLIbIO PEArEHTOB,
MOCTABASIEMbIX MPON3BOAUTEAEM QHAANZATOPA. XMMNYECKME AHAAM3BI C 3AKPbITbIM
pedreHToM HeAb3$ NM3MEeHNTb AN Y AQAUNTD.

XUMNYECKNA QHOAM3 C OTKPbBITBIM PEArEHTOM:

B NpOTUBOMNOAOYKHOCTb XMMUYECKOMY OHOAM3Y C 3AKPbLITEIM PEArEeHTOM, XMMNYECKUIN
OHOAM3 C OTKPbITBIM PEArEHTOM MOXKET MNPON3BOAMTLCS C MOMOLLbIO PEAreHTOB,
MOCTABASIEMbIX APYMMMU U3FrOTOBUTEASIMU. OH MOXKET 30AQBATHCS MOAB3OBATEAEM, U €0
MOMKHO PEACKTUOOBATb U YACQASITbY,

B cooTtBeTCTBUM C NMYHKTOM 2.3.1. PYKOBOACTBO NOAL3OBATEAS MPOON3BOAUTEAEM YKA3AHO,
4YTO ECAV MPW OTIPY3KE ANNAPATA C 3ABOAC B HEM ObIAM YCTAHOBAEHbBI OTKPbITbIE KOHOADI
PEAreHTOB, TO X MOMHO NCMOAb3OBATb AAS PEATEHTOB MPON3BOACTBA KOMMAHNN
Mindray A APYTrvx n3rotoBuUtenem. OCTAAbHbBIE MO3NLKMN SIBASIKOTCST 3AKPbITbIMM
KAHOAQMU, 11 X MOMKHO MCMOAb30OBATb TOAbKO AAS PEArEHTOB MPOM3BOACTBA KOMMNAHUM
Mindray. EcAv TpebyeTcsl U3MeHUTb KOAMYECTBO OTKPbITbIX KOHOAOB, HEOBXOAMMO
0BpPATUTLCS B OTAEA OBCAYXKMBAHKS KAVIEHTOB AN K MECTHOMY AUCTPUOBIOTOPRY.

Komunccumen nsyyeH oreet ot OO0 «MuHapen Meankan Pycr» (OOULMAABHOIO
NPEACTABUTEAS 3OBOAC N3FOTOBUTEAST MEAULIMHCKOTrO OB60PYA0BAHMS LLISHBYYKSHDb
MainHapan Buo-Meamkan SaekTpoHmke Ko., Ata (Shenzhen Mindray Bio-Medical
Electronics Co., Ltd) Ha Tepputopunmn Poccum) HA 3anpoc 3aka34mKa U
NPOAHAAUINPOBAHBI PEMMCTPALMOHHBbIE yAOCTOBEPEeHMs: PC3 Ne2012/13102 ot 19
okT16ps1 2012 roaa, PC3 Ne2010/07800 ot 8 ceHTab6ps 2010 roaq, B KOTOPbIX
NepEeYNCAEHbl PEArEHTHI, MPEAHA3HAYEHHBIE AAST PABOTHI C BUOXMMNYECKMU
QHAAM3ATOPAMM cepum BS.

Y CTAQHOBAEHO, 4TO B peecTposon 3anmcu N 083033 peeCTpa MEANLMHCKUNX N3AEANN,
PA3MELLEeHHOro Ha OOUUMAABHOM camnTe hitps://roszdravnadzor.gov.ru/,
COOTBETCTBYIOLLEN PEMICTPALMOHHOMY yaocToBepeHmto PC3 Ne2012/13102 o1 19
okTs16ps1 2012 ropq, CBEAEHMS O B3AMMO3AMEHSIEMbIX MEAULIMHCKNM U3AEANSIX
OTCYTCTBYIOT.

B peecTtposon 3anmcu N 042427 peecCTpd MEANLMHCKUX UBAEANI, PA3SMELLEHHOIO HO
OOVUMAAbHOM canTe https://roszdravnadzor.gov.ru/, COOTBETCTBYIOLLEN
PErncTPALMOHHOMY YaocToBepeHmio PC3 Ne2010/07800 ot 8 ceHTa6ps1 2010 roaa,
CBEAEHVSI O B3AMMO3AMEHSIEMbIX MEANLMHCKUNN M3AEAUSIX TAKXKE OTCYTCTBYIOT

Ha OCHOBAHMM UBAOMKEHHOIO, KOMUCCKS MOUXOAUT K BBIBOAY, YTO MPUMEHEHVE
MEAVLMHCKNX UBAEANI, HE MPEAYCMOTPEHHBIX SKCNAYATALMOHHOM AOKYMEHTALMEN HA
MeAVLUMHCKOE 0O0PYAOBAHNE, BO3MOXMHOCTb MPOUMEHEHKSI KOTOPbBIX HE MOATBEPYKAEHA B
YCTOHOBAEHHOM AEMCTBYIOLLMM 3AKOHOAOTEABCTBOM MOPSIAKE MPOTVBOPEUNT
TpeboBaHMsIM PeapepaAbHOro 3aKkoHa o1 21.11.2021 N 323-03 "O6 oxpaHe 3A0P0BbS
rPaXKAQH B Poccuinckom Peapepaumm’, BAEYET PUCK HOCTYNAEHUS HEOAQrONPUSITHBIX
MOCAEACTBUIN KAK AASI AULIO SKCTIAYATUPYIOLLErO 0OOOPYAOBAHUE, TAK N AAS TOETbUX AULL.

MK 3TOM, YUNTLIBASI TOT GAKT, YTO 3AKAIUYMKOM OCYLLIECTBASIETCS 3AKY KA PACXOAHBIX
MOTEPUAAOB K MEAVLMHCKOMY U3AEAMIO, NCMTIOAb3YEMOMY 3AKA34MKOM, Komuccus
MPUXOANT K 3AKAOYEHUIO, YTO B AENCTBUSIX 3AKAIUYMKA MPU GOPMUPOBAHUN U3BELLIEHMS]
06 OCYLLECTBAEHMM 3AKYMKM OTCYTCTBYET HOPYLLEHNE NOAOMKEHUIN 3AKOHA.,



Kpome 3Toro, M3 COBOKYMHOCTY MOAOMKEHWI 3AKOHA CASAYET, YTO YCTAHOBAEHNE
TPEOOBAHUIN K TEXHUYECKUM, YHKLUMOHAABHBIM XOPAKTEPUCTUKAM TOBAPA, PABOT,
YCAYT, O TAKXKE VHbIX MOKA3ATEAEW, CBSI3AHHBIX C ONPEAEAEHNEM COOTBETCTBUS
MOCTABASIEMOrO TOBAPJ, BLINOAHSIEMbIX PABOT, OKA3LIBAEMbIX YCAYT CYLLECTBYIOLLMM
MOTPEBHOCTSIM, SIBASIETCS MPEPOraTVBOM 3AKA3UYMKA.

3AKOH He COAEPXKNT HOPM, OrpAHNYMBAOLLIX TMTPOABO 3AKA34YMKA BKAKOYATb ONMCAHME
obbeKTa 3AKYTKN Tpe6OBOHl/I9I, KOTOPbIE SIBASIKOTCS AAS HEO 06 bEKTUBHO 3HAYVIMbBIMUA, U,
0693bIBAOLLNX 3AKA3YMKA YCTAHABAMBATbL B N3BeLLLeHNI, BOMNPEKN ero I'IOTpe6HOCT9IM,
Takne Tpe6OBOHI/I9I K XAPAKTEPNCTUKAM obbeKkTa 3AKYTIKN, KOTOPble COOTBETCTBOBAAU
6bl BCEM cywectsyrowmmMm BMAGAM TOBAPOB.

Tak, OCHOBHOM 30A04EN 3AKOHOAQTEABCTBA, YCTAHABAMBAIOLLLENO MOPSIAOK MOOBEAEHUS
3AKYMOK, SIBASIETCSI HE CTOAbKO obecneyeHne MAKCUMAAbBHO LLMPOKOrO KpYra
YYACTHMKOB 3AKYTKN, CKOAbKO BbISIBAEHME B PE3YAbTATE TOPIrOB AMLA, MCMOAHEHNE
KOHTPAKTO KOTOPbIM B HOMBOAbLLEW CTENEHMN BYAET OTBEYATb LIEASIM DD PEKTVBHOIO
MCMOAb30BAHMST UICTOYHMKOB GUHAHCUPOBAHKS, MPEAOTBPALLEHMS 3A0YNOTPEDAEHNN B
cohepe 3aKynoK TOBAPOB, PABOT, YCAYT AAS1 0BecnedyeHmns rocy AQPCTBEHHbBIX U
MYHULMNOABHbBIX HYYKA,.

TakMm 0BPA30OM, MPEU HOAUYNKM Y 3AKA3UYMKA NOTPEBHOCTY B MOAYYEHUM ONPEAEAEHHDIX
TOBAPOB, BECTU pe4db O HEOOOCHOBAHHOM OrPAHNYEHNN M KOAMYECTBA MOTEHLMAABHbIX
YUYOCTHMKOB PA3MELLIEHMS 3AKY MK HE MOUXOANTCSI.

Mpn 3ToM 3a9BUTEAD B YKAAODE HE YKA3LIBAET, KAKOM MMEHHO TOBAP W C KAKUMM
XAPAKTEPUCTUKAMM OH NMACHNPOBAA NMOCTABUTD U B YEM 3AKAKOHYAETCS HOPYLLUEHME ero
MPAB, KAK YYOCTHUKA 3AKYMKN; KAKNE MMEHHO TEXHNKO-PYHKLUMOHAABHBIE
XAPAKTEPUCTUKM TOBARJ, YCTAHOBAEHHBIE 3AKA3UYMKOM, CO3AQOT EMY HEMNPEOAOAUMOE
NPEensaTCTBNE AAS YYACTHSI B AQHHOM 3AKYTKE.

B cBoto ouepeab, 3AKOH He 06 513bIBAET 3AKA3YMKA MPY ONPEAEAEHUN XAPAKTEPUCTUK
MOCTABASIEMOrO AASI FOCY AQPCTBEHHBIX HY>KA TOBAPA B M3BELLEHMM O 3AKYTMKE
YCTOHOBAMBATb TAKME XAPAKTEPUCTUKU, KOTOPbIE COOTBETCTBOBAAM Obl BCEM
CYLLECTBYOLWMM TUMAM, BUAOM, MOAEASIM TOBAPA. KpoMe TOro Y4ACTHUKM 3AKYTKN HE
HOAEAEHbI MPABOM OMPEAEASTb NOTPEOHOCTb 3AKA3YMKA, TAK KAK B CUAY 3AKOHA
NPABOMOYMST YCTAHOBAEHMS TPEOOBAHUM K TOBAPAM (PABOTAM, YCAYraM)
NPeAOCTABAEHO 3AKA3YMKY.

OrpaHUYMBAET YCMOTPEHUE 3AKA3YMKA TOABKO TPEDOOBAHME O HEAOMYCTUMOCTU
OrPAHNYEHUSI KOHKYPEHLMN, ASMNCTBYIOLLLEE 3AKOHOAOTEABCTBO B Chepe
OCYLLECTBAESHMUS 3AKYTOK AOMYCKAET CAMOCTOSITEAbHOE OPMUPOBAHNE 3AKA3IYMKOM
CBOEro 30KA3A, UCXOAS 13 MOTPEOHOCTEN MOCASAHETO.

B COOTBETCTBMM C YACTbIO 2 CTATbM 8 SAKOHA B ChHEPE 3AKYMOK KOHKYPEHLMS Mo
OCYLLECTBAEHNM 30KYMNOK AOAXKHA BblTb OCHOBOHA HO COBAKAEHNN MPUHLMMA
AOBPOCOBECTHOW LIEHOBOW U HELLEHOBOW KOHKYPEHLMN MEXKAY YHYACTHUKAMK 3AKYMOK B
LIEASIX BbISIBAEHWS AYYLLMX YCAOBUIM NMOCTABOK TOBAPOB, BBIMOAHEHMS PAOOT, OKA3AHMS
YCAYT. 3anpelaeTcs COBepLUEHNE 3AKA3YMKAMM, CRELMNAANINPOBAHHBIMM
OPraHM3AUNSIMU, UX AOAYKHOCTHBIMU AULAMU, KOMUCCUSIMU MO OCYLLLECTBASHMIO 3AKYMOK,
YAEHAMW TAKNX KOMUCCUW, YHOCTHUKAMM 30KYMOK, ONEPATORAMU SAEKTPOHHbIX
NAOLLAAOK, ONMEPATORAMK CRELNAANINPOBAHHBIX SAEKTPOHHbBIX MAOLLLAAOK AtOBbIX
AEVICTBUI, KOTOPbIE MPOTUBOPEYAT TPEDOBAHMSIM HACTOSILLLErO DeaAepAAbHOro 3aKOHA,



B TOM YMCAE MPUBOAST K OroAHNYEHUIO KOHKYPEeHUMN, B HOCTHOCTU K HeO6OCHOBOHHOMy
OrpaAHM4YeHNIO YNCAQ YHACTHMKOB 3AKYTIOK.

Cawm no cebe pakT YCTAHOBAEHUSI OrnpeAeNeHHbIX XAPAKTEePUNCTUK K TOBAPY HE
cBMAETEeNbCTBYET 06 OorpdHM4YeHn KoOAM4eCTBA YHACTHMKOB pa3MeLlleHs 3AdKaaa.
OTCYTCTBI/IG \% KAKMX-AMGO AL, 3ANHTEPEeCOBAHHbLIX B 3AKAKOHYEHNE KOHTPAKTA,
BO3MOYKHOCTM MNOCTABUTb TOBAP, COOTBETCTBYHOLLMI I'IOTpe6HOCT9IM 3aKA34YMKQ, HE
cBMAEeTeNnbCTBYET 06 OorpdHM4YeHN YCAQ YHACTHNKOB TOPIOB.

Takyke CAEAYET OTMETUTD, YTO YYACTHMKOM 3AKYTKM MOXKET BbICTYNATb AoOOE AULO, B
TOM UYNCAE, HE SIBASIIOLLIEECS MPOU3BOANUTEAEM 3AKYNAEMbIX MEAULIMHCKUX USAEANN, B
CB$I31 C YEM, 3AKYNAEMbI TOBAP MOr ObiTb MOCTABAEH HEOTPAHNYEHHBIM KOy OM
XO3SIMCTBYIOLLMX CYOBEKTOB — MOTEHUMAABHbBIX YYACTHUKOB 3AKYTIKM.

3AKOH He 06$13bIBAET 3AKA3YMKOB AOMYCKATb K YYACTUIO B 3AKYTMKE BCEX XO3SIMCTBYIOLLIMX
CYyHOBbEKTOB, UMEIOLLIMX HOMEPEHNE NMOAYYUTL MPUDOBIAL B PE3YALTATE 3AKAOYEHMS
KOHTPAKTA. MIHOE NpOTUBOPEUYNAO Obl MPUHLIMIOM OTBETCTBEHHOCTM 30
PE3YAbTATUBHOCTb OBECNEYEHMS FOCY AQRCTBEHHBIX M MYHULIMMOABHBIX HY KA,
SPPEKTVBHOCTUN OCYLLIECTBAEHNS 3AKYMOK, HANPOBAEHHBIM HA LEAEBOE N DKOHOMUNYECKMN
2P PEKTVBHOE PACXOAOBOHNE BIOAMKETHBIX AEHENKHBIX COEACTB, COKPALLEHUS M3AEPIKEK
3AKAZYMKA 1 MPEANOAAIAIOLLMM HOANYKME Y 3AKA3YMKA MPABA HA YCTOHOBAEHME B
30IKYMOYHON AOKYMEHTALMM CMOCODBCTBYIOLLMX TOMY TPEOOBAHNM K YYOACTHUKAM 3AKY KU,

HEBO3MOYMHOCTb OTAEAbHbIX YHYACTHMKOB 3AKYTOK MO KAKNM-AMBO NMENYNHAM
KOHKYPMPOBATb C MHBIM YHACTHUNKAMK PbIHKA HE SIBASIETCS MOBOAOM YUNTbIBATb AQHHbIE
OB CTOATEABCTBA 3AKA3YMKOM npn ®OPMMNPOBAHNK ONMNCAHKS obbeKkTa 3AKYNKA.

KomMuccus B Xoae PACCMOTPEHUS AEAQ MPUXOAUT K BBIBOAY, HTO COAEPIKALLMECS B
OCNApPUBAEMbIX MYHKTAX ONMMCAHMS 06bEeKTA 3AKY MK TPEOOBAHUS K XAPAKTEPUCTUKAM
MOKA3ATEAEN HEe HOCSIT OrPAHNYUTEAbHBIN XOPAKTEP N YCTAOHOBAEHbI HE B MPOTUBOPEUNE
C TPEOOBAHMSIMU 3AKOHA; OOBEKT 3AKYMKM OMUCAH UCXOAS N3 UMEIOLLIMXCS]
noTpebHOoCTeN 3aKA3YMKA; YKA3AHHBIE 3AKA3HMKOM TPEOOBAHMS HE HOCSIT
NepPCOHNPULNPOBAHHbBIM XAPAKTEP, PACMPOCTRAHSIIOT CBOE ASNCTBME HA
HEOMPEeAEAEHHbIN KPYT AL, - BO3MOMKHBIX YYOCTHUKOB TOPIOB.

HeobxoAMO OTMETUTb, YTO YCTAHOBAEHHbBINM CTATbEN 8 3AKOHA NPUHLMIM oB6ecnedyeHmns
KOHKYPEHLMM (CO3AQHMS PABHBIX YCAOBKIN AAST OBECnedeHMs KOHKYPEHLMU MEXKAY
YYOACTHUKAMM 3AKYTMOK), POBHO KAK 11 KOPPECMOHAVPYIOLLME STOMY MOUHLMMNY
CNeLnAAbHbBIE MOAOYKEHNS 3AKOHA, YCTAHABAMBAIOLLME 3AMPET HA OrPAHNYEHE
KOAMYECTBA YYACTHMKOB 3AKYMOYHbBIX MPoLeAypP (AOCTYMNA K YYOCTUIO B STUX
NPOLEAYPOX), AOAKHBI MPUMEHSITHCS TAKMM 0BPA30M, YTOObBI KOHTPAKTHASI CUCTEMA
CNocoBCTBOBAAQ Y AOBAETBOPEHUIO FOCY AQPRCTBEHHBIX (MYHULIMMAABHBIX) HYYKA,,
obecneyrBaAd SKOHOMHOCTb U PE3YAbTATUBHOCTb COOTBETCTBYIOLLIMX OO AXKETHBIX
QOCCUTHOBQAHUM N HE MPUBOAUAC K CO3ATHUIO YCAOBUIN AAST AAUTEABHOTO

Hey AOBAETBOPEHVS TOCYAQPCTBEHHBIX (MYHULMMOAABHBIX) HYYKA,, YLLEMAEHMIO MPAB U
3AKOHHBIX HTEPECOB MOAXKAQH, B MHTEPECAX KOTOPbLIX OCYLLECTBASIKOTCS PACXOAbI
B0 AXKETOB.

CornacHo yactn 4 ctatbn 106 3aKOHA YYACTHWK 3AKYMKM, MOACBLLUMM YXOAODY, BMPABE
NPEACTABUTb AASI PACCMOTREHUS YKOAODbBI MO CYLLECTBY MHOOPMALUMIO N AOKYMEHTDI,
NOATBEPXKAQIOLLIIE OBOCHOBAHHOCTb AOBOAOB YXOAODHI.



CAeAOBATEABHO, MPU PACCMOTPEHNU XKAAODBI B AHTUMOHOMOABHOM OPraHe Bpems
AOKQA3bIBAHMS 3AKOHOM BO3AArAETCS HO AMLO, MOACBLLIEES XKAAODY.

BBnAY TOro, 4TO NOAQHA YKOAODbI 3ASIBUTEAEM HO MOAOYKEHWS AOKYMEeHTAUMWN O 3AKYTKe
MPEeANOAArAET, YTO MOAOXKEHNSIMU YKA3AHHOW AOKYMEHTALMU YLLEMASIKOTCS MPABA U
3AKOHHbIE MHTEPECHI KOHKPETHOIO YYACTHNKA 3AKYTMKN, MOAOXKEHME YOCTU 4 CTATbU 106
YKA3bIBAET HA TO, YTO 3AsSIBAEHHblIE AOBOADBI AONXKHbBI MOATBEPXKAOTHCS CBEAEHNSIMUN AN
AOKYMEHTAMMU, MO3BOASIKO LM QHTUMOHOIMNOAbHOMY OPIraHy YCTAHOBUTbL, HTO MMEIKOTCS
OO bEKTVBHbIE HAPYLWeHWNS TpGGOBOHI/IPI 30KOHOAQTEABCTBA O KOHTPAKTHOWM CUCTEME B
coepe 3aKYynoK n BMeCTe C TeM, HapYyLUeHbl NPOBA M 3AKOHHbIE MHTEepEeChl 3ASIBUTEASI.

Kak cAeAyEeT M3 MOTEPUAAOB AEAQ, 3ASIBUTEAEM TAKNE AOKYMEHTbI MPOUAOYKEHDBI HE BbIAK,
0B60CHOBAHNIN 1 OO BEKTUBHBIX AOKA3ATEABCTB HOAMUYMSI B AENCTBUSIX SAKA3HYMKA
HOPYLWEHMST 3OKOHA, MOMUMO CYBbEKTUBHOM OLEHKN 3ASIBUTEAEM TAKUX AENCTBUN, HE
NPEACTABAEHO.

MeXaHM3M 3aLLMTbI MPAB YYACTHVKOB 3AKYMKUA B AAMUHUCTPATUBHOM MOPSIAKE MyTEM
PACCMOTPEHMS UX MKAANOD KOHTPOAbHBIM OPraHOM B ChepE 3AKYMNOK, Yy CTAHOBAEHHbIN
rAaBon 6 3AKOHA, B COOTBETCTBMM C NMYHKTOM 2 CTATbM 11 [POYKAQHCKOrO KOAEKCA
Poccumckom Qepepaumm AOAMNKEH MPUMEHSITbCS B CAYHASIX AENCTBUTEABHBIX, O HE
MHMMBbIX HOPYLLUEHW MPAB U 3AKOHHBIX MHTEPECOB YYACTHUKOB 3AKYTKN 11 HE AOAYKEH
CO3ACQBATb MPEAMOCHIAKM AAS HOPYLLEHWS BbILLEYKA3AHHDBIX MY BANYHBIX MHTEPECOB
(nyHKT 33 OB630pa cyaebHoM NpakTuikn BepxosHoro Cyaa Poccumckon Geapepauym N 1
(2020), ytBEprkaeHHOoro lNMpea3nanymom BepxosHoro Cyaa Poccuimckom Geapepaumm ot
10.06.2020).

Kpome Ttoro Tyabckoe Y PAC Poccuim cUUTaET HEOBXOANMbBIM OTMETUTD, YTO 3ASIBUTEAD,
KOK MOAQTEADL YXAAODbBI B AHTVIMOHOMOAbHbBIM OPraH U AULIO, YYACTBYIOLLEE B AEAE,
065130H BMECTE C XANODOOM NPEACTABUTL COOTBETCTBYIOLLME €O NO3UNLMU
AOKO3ATEABCTBA, MOATBEPXKAQIOLLME VAM OMPOBEPIAOLLME OCNAPVBAEMbIE

0B CTOATEABCTBA. KOK CAEAYET M3 MATEPUAAOB AEAQ, 3ASIBUTEAEM TAKNE AOKYMEHTHI
MNPUAOXKEHBI HE BbIAM, OBOOCHOBOHUIN 1 OB BEKTUBHBIX AOKA3ATEABCTB HOAMYMS B
AENCTBUSIX 3AKA3YMKA HOPYLUEHWS 3AKOHA, MOMUMO CYOBHEKTVBHOM OLEHKM 3ASIBUTEAEM
TAKUNX AEVNCTBUW, HE NMPEACTABAEHO.

MNpn 3TOM rPAHULBI AHTUMOHOMNOABHOIO KOHTPOASI TOPrOB OKAHYMBAKOTCS MPKU
AOCTVYKEHUN BAAQHCA YACTHBIX 1 MYy OANYHBIX MHTEPECOB, HO HEOOXOAMMOCTb
CODAOAEHMS KOTOPOrO YKA3AA KOHCTUTYLUMOHHBIN Cya Poccuinckom Qeaepaumm B
nocTtaHoBAEHMM OT 29.03.2011 N 2-I1, a Takyke CTABUAbHOCTU My OANYHBIX
NPOBOOTHOLLEHWI. B TO ke camoe BpeMs "BaAaHC" 03HAYAET PABHOBECUE U
POBHOMPABME CTOPOH B MYOANYHBIX MOABOOTHOLLEHUSIX, O HE CMELLLEHNE BEKTOPA
OAMUHUCTPATVBHOWM 3ALLUTLI B CTOPOHY OAHOMO M3 YYOCTHUKOB TAKMX OTHOLLEH BE3
AOCTATOYHBIX K TOMY OCHOBOHUI.

Ob6paTHOE BYAET MPOTUBOPEUYNTb HE TOABKO BAAQHCY YACTHBIX 1 MYy DBAUYHBIX MHTEPECOB,
HO U MPUHUMNAM AOBPOCOBECTHOM PEAAN3ALMN 1 3ALLUTBI CBOUX MPOYKACHCKUX MPOB
(nyHKT 3 cTaTtbn 1 MpadkaaHckoro Koaekca Poccuinckom eaepaumim), HeAornyCTUMOCTU
N3BAEYEHUS MOENMYLLLECTB M3 CBOErO HE3AKOHHOIO AV HEAODBPOCOBECTHOIO
noeeaeHns (MyHKT 4 ctatbk 1 MoadkaaHckoro Koaexkca Poccumckom Geapepaumm) m
3noynoTpedbaeHus npasoM (NyHKT 1 ctatbn 10 MNoadkpaaHCKOro Kopaekca Poccumckom
Pepepaumn).



AOBOAbI MOACTEAEN YKANOD, CBSIBAHHBIE C ONMMCAHMEM OOBEKTA 3AKYMKN W
YCTOHOBAEHMEM TPEOOBAHNM K TOBAPAM (HAMPUMEP, YHUKAABHBIX XOQPAKTEPUCTUK U
T.A.), HE MOrYT BbITb MPWV3HAHB OB OCHOBAHHBIMUY 6E3 MPEAOCTABAEHMST AOKYMEHTOAbHbIX
AOKQ3ATEABCTB, MOATBEPKAQIOLLMX HEBO3MOXMKHOCTb MPUOBPRETEHNS U MOCTABKM
TOBAPA, COOTBETCTBYIOLLLErO MOTPEOHOCTSIM 3AKA3YMKA.

AOKO3ATEABCTB TOrO, YTO 3ASIBUTEAD HE MOXKET MPMOBPECTU U NOCTABUTD TOBAP,
COOTBETCTBYOLLNIN ONMCAHMIO OB6BbEKTA 3aKy K1, KOMUCCHM HE MPEACTABAEHO.

MW BbILLEYKA3AHHBIX OBCTOSITEALCTBAX KOMUCCHS MPUXOAUT K BEIBOAY O
HEeOBOCHOBOHHOCTV PACCMOTOEHHOIO AOBOAQ YKOAODbBI 3ASIBUTEASI.

Ha OCHOBAHWMM BbILLENBAOMEHHOIO, PYKOBOACTBYSICb NMOAOMKEHUSIMM CTATbU 99, 106
3akoHa, lNMNpaemnaamm, Komumccusl,

PELLNAA:

MNpwu3HaTb Xanody UM N.O.A. (Bx. Ne 2120/24 o1 04.04.2024) HO AENCTBUS
FOCYAQPCTBEHHOIO YUYPENKAEHMS 3APABOOXPAHEHNS «AEHNHCKAST PAMOHHAST ©OABHNLO»
npwv onpeAeAeHU MOCTABLLMKA (MOARSAYMKA, MCMIOAHUTEAST) NMyTEM MNPOBEAEHUS
SAEKTPOHHbBIX AYKLUMOHOB HO MPABO 3AKAKYEHMST KOHTPAKTOB HA MOCTABKY XMMUNYECKMNX
BELLECTB AAST DUOXMMMNYECKOro AHAAM3ATOPA (3akynka Ne 0366300092524000042)
HeEOBOCHOBOHHOMN,

PelleHmne Kommccrm MoyKeT BbiTb 0OYKAAOBOHO B Cy AEOHOM MOPSIAKE B COOTBETCTBUM C
yacTbko 9 ctatbn 106 3AKOHQ.



2024-1865



