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KomMmccrs no KOHTPOAKD 3aKynoK YnpaBAeHMst DeaepaAbHOM AHTUMOHOMOABHOW
CAY>KBbl MO TyAbCKOM 0BAQCTU (AQAee - KOMUCCKs) B COCTABE:

PACCMOTPEB NOCPEACTBOM BUAEOKOHPEPEHLICBS3U YKOAODY MHANBUAYAABHOMO
npeanpuHumaTenst U.O.A. (aanee — 3asisutenn, UM U.O.A., UHAMBUAYOAbHbBIN
NPEANPUHUMATEAD) (BX. Ne 2122/24 o1 04.04.2024) HO AENCTBUSI TOCY AQPCTBEHHOIO
YUPEKAEHUS 3APABOOXPAHEHMS «/AEHUHCKAS PANOHHAS 6OAbHMLAY (AdAEE — 3AKA3YMK)
NpPW ONPEeAEAEHUN NOCTABLLMKA (MOAPSIAYMKA, UCTTIOAHUTEASD) MYTEM MPOBEAEHUS
SAEKTPOHHOIO AYKLIMOHA HA MPABO 3AKAKOYEHMST KOHTPAKTA HO MOCTABKY XUMUYECKUNX
BELLECTB AAST BUOXMMMNYECKOro aHAAM3aTopAa (3akynka Ne 0366300092524000044)
(pranee — 3aKynKa), PYKOBOACTBYSICH CTATbSIMU 99, 106 DepepaAbHOro 3aKOHA OT
05.04.2013 Ne 44 - @3 «O KOHTPAKTHOM CUCTEME B ChHEepe 3AKYMNMOK TOBAPOB, PADOT, yCAYT
AN 0BEecneyeHst Focy AQPCTBEHHBIX M MYHULMMOABHbBIX HY>KA» (AQAEE - 3AKOH),
NMPABUAOMM OCYLLIECTBAEHWS KOHTPOAS B ChHEPE 30KYNOK TOBAPOB, PABOT, YCAYT B
OTHOLLEHNM 3AKA3YMKOB, KOHTPAOKTHBIX CAYYKO, KOHTPAKTHBIX YIPABASIHOLLIMX, KOMUCCUIA MO
OCYLLECTBAEHMIO 3AKYNOK TOBAPOB, PABOT, YCAYT 1N UX YAEHOB, YTOAHOMOYEHHbIX
OPraHOB, YNOAHOMOYEHHBIX YUYPEKAEHN, CMEUNAANINPOBAHHBIX OPrAHN3AUNNA,
ONeEPATOPOB SAEKTPOHHbBIX MAOLLLAAOK, ONEPATOPOB CNELNAANINPOBAHHBIX SAEKTOOHHbIX
MAOLLAAOK, YTBEPKAEHHBIMU [TOCTAOHOBAEHMEM [1DABUTEABCTBA POCCUINCKOMN
Pepepaumm ot 01.10.2020 Ne 1576 (panee — MpaBUAQ), MPU YY4ACTUM MOCPEACTBOM
BUAEOKOHDEPEHLICBSI3N:



- NPEACTABUTEASI 3AKA34YMKA HO OCHOBAHMM AOBEPEHHOCTIN,

- npeactasutens UM N.O.A. HO OCHOBAHMM AOBEPEHHOCTY,

YCTAHOBUAA:

B Tyabckoe YDAC Poccum NOCTYNMNAQ YKOAOD A 3ASIBUTEAS HO AENCTBMS 3AKA3YMKA MU
npoBeAEHNM 3AKY KA.

o MHEHMIO 3ASIBUTEAST, AOKYMEHTALMS O 3AKYMNKE COOPMUNPOBAHA C HOPYLLUEHNEM
NOAOYKEHM 3AKOHOAQTEALCTBA Poccumckon Peapepaumm O KOHTPAKTHOM CUCTEME B
cohepe 3aKyNOK MO CAEAYIOLLIVM OCHOBAOHUSIM,

B Onmncanmm obbekTa 3aKkynk HO MOCTABKY XUMMUYECKMX BELLECTB AAST OUOXUMMNYECKOTO
OHAAMBATOPA U3BELLLEHMST O 3aKyrnke (Aanee - OnmcaHme obbekTa 3aKyrnki)
3AKA34YMKOM YCTAHOBAEHA AOMOAHUTEABHAS XAPAKTEPUCTUKA «COBMECTVM C
OBTOMATUYECKUM BUNOXMMUYECKM AHOAN3ATOPOM BS-240 PRO Mindray» ¢

OB OCHOBOHMEM NCMOAb3OBOHKS MOKA3ATEAEN, TPEOOBAHWIN, Y CAOBHBIX OB O3HAYEHNIN U
TEPMMHOAOM NN « AOMOAHUTEABHBIE XOPAKTEPUCTUKM OOYCAOBAEHDBI MPUMEHEHNEM
PEAreHTOB AASI ABTOMATNYECKOrO AHOAM3ATOPA 3AKPLITOro Tna " BS-240 PRO Mindray"
MMEIOLLLErOCS1 Y 3AKA3YMKA, U TPEOOBAHNEM TEXHNYECKOW AOKYMEHTALMN.»,

Mo MHEHMIO 3asBUTEAS], ACQHHbIE TPEOOBAHMST YCTAHOBAEHBI HEOOOCHOBAHHO U BEAYT K
OrPAHNYEHMIO YYACTHUKOB 3AKYMKM, MOCKOABKY YCTOHOBAEHHBIM B OnMCaHUM 0O beKkTa
3AKYMNKN XAPAKTEPUCTUKAM COOTBETCTBYET TOBAP EAVMHCTBEHHOMO MPOUN3BOANTENS —
KomnaHmm SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD. (aanee
«Mindray»).

CoranacHo OnNMCaHMo 06beKTA 3AKYMKM, 3AKA3YMK YTBEPIKAQET, YTO BUOXMMNYECKINM
aHaAM3aTop BS-240 PRO Mindray SIBASIETCSI QOHAAM3ATOPOM «3AKPLITONrO TUMA» M MOXKET
PABOTATb TOALKO B PAMKAX 3AKPBITOM AHAAUTUYECKOW CUCTEMbI — TO €CTb TOAbKO C
OPUNMHAABHBIMK PEAreHTAMM NPON3BOACTBA KOMMAHMM Mindray.

AQHHOE YyTBEPXKAEHWME, MO MHEHNIO 3A5BUTEAS], HE COOTBETCTBYET AENCTBUTEABHOCTU MO
CAeAYIoWNM NPUYNHAM.

B PyKoBOACTBE MO SKCNAYATALMU HO MEAULIMHCKOE N3AEANE «AHAOANIATOP
BUNOXMMUNYECKU aBTOMATUYECKIM BS-240 pro» npomn3BoACTBA KOMMNAHUM «Mindray»
YKO3QHO CAEAYIOLLEE:

Pasaen «[ Aoccapuiny PYKOBOACTBA MO aKCMAYATALMN:
«XMMUNYECKNIN QHOAMS C 3AKPLITbIM PEAreHTOM:

XUMMYECKNM QHAAN3 C 3AKPbBITBIM PEArEHTOM BbINMOAHSIETCS! C MOMOLLIbIO PEArEHTOB,
MOCTABASIEMbIX MPON3BOAUTEAEM QHAANZATOPA. XMMNYECKMNE AHAAM3bBI C 3AKPbITbIM
pedreHToM HeAb3$ NM3MeHNTb AN Y AQAUNTD.

XUMUNYECKNA QHOAM3 C OTKPbBITBIM PEArEHTOM:

B NpOTUBOMNOAOYKHOCTb XMMUYECKOMY OHOAM3Y C 3AKPbITEIM PEArEeHTOM, XMMNYECKUIN
OHOAM3 C OTKPbITHIM PEArEHTOM MOXKET MNPON3BOAMTLCS C MOMOLLbIO PEAreHTOB,



MOCTABASIEMbIX APRYTMMU N3FOTOBUTEASIMU, OH MOXKET 30AQBATLCS MOAb30OBATEAEM, U €70
MOXKHO PeAAQKTUPOBATbL N YAQASITb,

Kpome Toro, B PYKOBOACTBE MO SKCNAYATAUUM B PA3AEAE 7.2 «Y CTAOHOBKA
BNOXMMUNYECKOTO AHAAM3A» ONMMCAHA YCTAHOBKO XMMAHOAM3OB C OTKPbITbIM 1 3AKPbITHIM
PEAreHTOM:

«7.2.1 YCTOHOBKQ MOAb30OBATEAbCKMX XMMMNYECKMX OHOAMNIOB

[NOAb3OBATEAbCKME XMMAHAAM3bI, TAKXKE HA3bIBAEMbIE XMMAHAAM3AMM C OTKPbITHIM
pedreHToM, MO>KHO ONMpPeAENSTb, PEAAKTUNPOBATb N YAQASTb. 211 onepaunm MO>XKHO
MOOBOANTb TOABKO TOIAd, KOrAQ CNCTEMA HOXOAUTCS B COCTOSIHNN OOKNAAHNSI,
VIHI(Y6CILI,I/II/I AN OCTAHOBKN.

OnpeaAeAeHne XUMNYECKOrO AHAAN3A: MOXKHO YKa3aTb A0 200 XMMNYECKNX QHAAN3OBY.

B pazaene 7.2.2 «[MapameTpbl 06paboTk» ONMCAHA YCTAHOBKA NAPOMETPOB
obpaboTiu:

«OKHO YCTOHOBKM NAPAMETPOB. (B AOGHHOM OKHE MPOrpAMMb r|p|/|60po YKQA3bIBAKOTCSI
MNAPAMETPLI PEAreHTA, MOCTABASIEMbIX APYTMMUN N3FOTOBUTEASIMU. BCe 3HAYEHMS
HEOBXOANMbBIE AN YCTAHOBKKM NAPAMETPOB YKA3AHbI B MHCTPYKUNK KOTOPASI BXOAWNT B
KOMMAEKT C KAXKABbIM HO60pOM).

ANST STUX LEAEN, MPOUNBBOAUTEAEM ODOPYAOBOHMSI COFAQCHO PyKOBOACTBY MO
aKCNAyaTaumm B n. 1.2.9 «PACXOAHBIE MOTEPUAAbLI» MPEAYCMOTPOEHDBI B KOMMAEKTE C
npunbopom:

1. ®AaKOH AAsl peareHToB 20 MA (KoprYHEBBIN") (AQHHAS MHOOPMALMS
NOATBEPIXKAQETCS U PEMMCTPAUMOHHBIM YAOCTOBEPEHMEM HO AHAAM3ATOP P3H
2019/8755 npunroxkeHne n.6 GAAaKoH aAs peareHToB 20 MA (KOpUYHEBLIN)) 20 LWT.

2. OAaKoH ans peareHTo 40 MA (KOPUYHEBDBIN) (ACHHAST MHOOPMALMS
NOATBEPIKAQETCS M PEMMCTPAUMOHHBIM Y AOCTOBEPEHNEM HA AHAAM3ATOP P3H
2019/8755 npuroskeHne n.9 GAakoH anst peareHToB 40 MA (KopuyHerbi)) 20 L.

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

YU4nTbIBAS UBAOYKEHHOE, 3ASIBUTEAD MOAQIrAET, YTO MMEIOLLIMINCS Y 3AKA34YMKA
QHAAM3ATOP MOYKET PABOTATL, KOK C OTKPBITEIM 1 3AKPbITEIM PEArEHTOM.

B 4yacTHOCTU, AAS PABOTHI C OTKPBLITEIMU PEAreHTAMM 3AKA3YMKY HEODXOAMMO
OBPATUTLCS B OTAEA ODCAYKNBAHUS KAMEHTOB MPOU3BOAUTEAST AHOAUIATOPA VAN K
MECTHOMY AVNCTPUOBIOTOPY.

YKQA3QHHbIE HOPYLLEHMS CO CTOPOHbI 3aKa34ymka MPEUNBOASIT K OrPAHNYEHNIO KOHKYPEeHUNN



1 HE NMO3BOASIOT IHAMBUMAY OABHOMY MPEANPUHUMATEAID NPEAAOXKNTL MPOAYKUMIO
APYroro M3arotToBUTEAS!, MPEAYCMOTPEHHYIO PYKOBOACTBOM MO SKCMAYATAUMM,
PA3PABOTAHHBIM MPOV3BOAUTEAEM U3AEANST AHOAUIATOR BUOXUMNYECKNI
asTomMaTtunyecku BS-240 pro.

TpeboBaHMS 3AKA34YMKA O MOCTABKE TOABKO OPUMNMHAABHBIX PEAreHTOR KOMMOHNM
Mindray NPUBOAUT K OFPAHUYEHNIO KOHKYPEHLIMK, O TAKKE HELIEAEBOMY PACXOAOBAHMIO
B0 AYKETHBIX CPEACTB.

MNpeACTaBUTEAN 3ASIBUTEAS], YHACTBYOLWME B 30CEAAHNN KOMUCCUM, MOAAEPRIKAAU
AOBOAbI, UBAOXKEHHBIE B YKOAODE, B MOAHOM OObeME.,

[NMpeaCTaBUTEAD 3AsIBUTEAST TAKOKE XOAATANCTBOBAA O BEAEHUM Ay AMOo3anmcim
3dcepAaHns.

KomMmunccurmenm paccMoTpEeHO YCTHOE XOAATANCTBO MPEACTABUTEAS IHAVBUAYOAABHOTO
NPEANPUHMATEAST O BEAEHNN QY AMO3AMNUCK, MOCAEAHEMY BBIAO PABBSICHEHO, YTO
BEeAEHVE Ay AMO N BUAEO3AMNCK 3ACEAAHNST KOMMCCKMM HE 3aMpPeELLEHO AENCTBYIOLLMM
30KOHOAQTEALCTBOM, SIBASIETCSI €0 MPOBOM.

30aKA34YMK HE COFAACUACS C AOBOAOMM XKAAODBLI 3AFBUTEAS MO OCHOBAHMUSIM,
N3NO>KEHHbBIM B NMMCbMEHHbIX BO3PA>KEHNSIX HAO PACCMATPMBAEMYIO )I(O/\O6y.

N3yume npeaACTaBAEHHbIE B YNpaBAeHne DepepaAbHOM AHTVIMOHOMOABHOM CAYXObI MO
TyAbCKOM OBAQCTV AOKYMEHTbI, AOBOAbLI YYOCTHUKOB PACCMOTPEHMST AQHHOW YXOAODHI, O
TAIKYXKE HO OCHOBAHMM MPOBEAEHHOM KOMMCCUEN B COOTBETCTBUM C YOCTbIO 15 cTaTbHU 99
3aKkoHa, MpaBMAGMK BHENAQHOBOW MPOBEPKM MO BOMPOCY COBAAEHNS CyObekTamm
KOHTPOAS TPEOOBAHMM 3AKOHA NpW NPOBEAEHNN 3AKY MK, KOMUCCKS MPULLAQ K
CAEAYHIOLLVM BIBOAOM.

N3BelleHre 0 3akynke CO BCEMM DAEKTPOHHBIMU AOKYMEHTAMMU (MPUAOYKEHMSIMIA)
28.03.2024 pasmeLLEeHO B EANHOW MHOOPMALMOHHOM CUCTEME B ChepE 3AKYNOoK (AQAee
— € AVIHOST MIHPOPMALMOHHAS CUCTEMAQ).

HavyaAbHAS (MAOKCUMAAbHQAST) LEHO KOHTPOKTA COCTABASIET 73 632,10 pybaein.
KOHTPAKT MO utoram 3aKkynkii 3AKA34YMKOM HE 3AKAKOYEH.

B OTHOLLUEHUN AOBOAOB YXAAODBI O BO3SMOXHOM HOPYLLEHNM 3AKA3YNMKOM 3AKOHA 1 UHBIX
HOPMAOTUBHO-MPABOBbLIX AKTOB MNP O6OCHOBAHHOCTU MPUOBPETEHNS PEAreHTOB
(MEAULIMHCKUX U3AEANA) C YCTAHOBAEHHBIM 3AKA3YMKOM XAPAKTEPUCTUKAMMU B CBSI3U C
HEPALMOHAABHBIM UCMOAb3OBAHNEM AEHEYKHBIX COEACTB, HSOOXOAMMO OTMETUTb
CAeAyioLLee.

CoraacHo yact 1 ctaTtbu 18 3aKoHa B LieAsix HacTosiwero PepAepaAbHOro 3aKOHA
0H6OCHOBAHHOW MPU3HAETCS 3AKYMKA, OCYLLLECTBASIEMAS B COOTBETCTBUN C
MOAOXKEHNSIMU CTATEN 19 1 22 3AKOHAQ.

OueHKa 06OCHOBAHHOCTU OCYLLECTBAEHMS 3AKYMNOK MOOBOAUTCS B XOAE AYAMUTA B
cohepe 3aKYMNOK 1 KOHTPOAS B chepe 3AaKynoK B COOTBETCTBUM C HACTOSILLIMM 3AKOHOM
(4acTb 4 cTaTbh 18 3aKOHO).

B COOTBETCTBUM C NMYHKTOM 1 4OCTU 3 CTATbM 99 3AKOHA KOHTPOAb B CHEPE 3AKYMNOK, 3



NCKAIOYEHMEM KOHTPOASI, MPEAYCMOTPEHHOIrO YacTsiMu 5, 8 1 10 HOCTOSILLLEN CTATbU, C
YYETOM YACTU 4 HOCTOSILLLEN CTATbU OCYLLECTBASIETCST DEAEPAABHBIM OPIrOHOM
NCMNOAHUTEABHOM BAOCTU, YITOAHOMOYEHHBIM HO OCYLLIECTBAEHMNE KOHTPOAS B Chepe
3QAKYMOK.

COrAQCHO MYHKTAM 2, 3 YOCTU 8 CTATbM 99 3AKOHA OPraHbl BHYTPEHHETO
FOCYAQPCTBEHHOIO (MYHVLIMMNAABHOMO) PUHOHCOBOIO KOHTPOAS OCYLLECTBASIOT
KOHTPOAb (30 ICKAKOYEHNEM KOHTPOASI, MPEAYCMOTPEHHOIO YaCTbio 10 HOCTOSILLLEN
CTATbU), B TOM YMCAE B OTHOLLEHWM OMNPEAEAEHNS Y OO OCHOBAHMST HOYOABHOW
(MOKCMMOABHOW) LEHbI KOHTPAKTA, LlEeHbl KOHTPAKTA, 3AKAKOYAEMOro C EANHCTBEHHbBIM
MNOCTABLLUMKOM (MOAPSIAYMKOM, MCMIOAHUTEAEM), HOYAABHOW LIEHBI EAVHIILIBI TOBAPA,
PABOTHI, YCAYTU, HOYOAABHOW CYMMBbI LIEH EAVHUL, TOBAPRA, 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 NMNOA HOPMUPOBAHMEM B CHEPE
3AKYMOK MOHMMAETCS YCTAHOBAEHME TPEOOBAHNM K 3AKYNAEMbIM 3AKA34YMKOM TOBAPAM,
PABOTAM, YCAYTram (B TOM YMCAE NPEAEABHOM LIEHBI TOBAPOB, PABOT, YCAYT) 1 (MAW)
HOPMATMBHbBIX 3ATPAT HO obecnedyeHne QYHKLUMIN FOCY AOPCTBEHHbIX OPraHOB, OPraHOB
YMPABAEHMS FOCY AQPCTBEHHBIMU BHEBIO AMKETHBIMU POHAOMU, MYHULIMMAABHBIX OPraHOB
(BKAKOYASI COOTBETCTBEHHO TEPPUTOPMAABHBIE OPIrAHbI 1 MOABEAOMCTBEHHBIE KA3EHHDIE
YUPEKAEHMST, 30 UICKAKOHYEHNEM KO3EHHBIX YHYPENAEHMIN, KOTOPbLIM B YCTOHOBAEHHOM
NopsIAKE GOPMUPYETCS FOCYAQPCTBEHHOE (MYHULMMNAABHOE) 30AQHME HO OKA3AHME
FOCYAQPCTBEHHBIX (MYHULMMAABHBIX) YCAYT, BBINTOAHEHME PABOT).

ANS LEAEV HOCTOSILLEN CTATbM NOA TPEDOOBAHUSIMM K 30KYNAEMbIM 3AKA3YNKOM
TOBAPAM, POBOTAM, YCAYFAM MNOHMAKOTCS TPEOOBAHMS K KOAUYECTBY,
NOTPEBUTEABCKM CBONCTBAM (B TOM YMCAE XAPAKTEPUCTUKAM KAQYECTBA) 1 NHBIM
XAPAKTEPUCTUKAM TOBAPOB, PABOT, YCAYT, MO3BOASIKOLLME OBEeCnednTb
FOCYAQPCTBEHHBIE M MYHULMMOABHBIE 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.

Komumccuma otmedaert, yto DAC Poccum 1 ee TeppUTOPHAAbHBIE OPrAHbI B CUAY
BO3AOYXEHHBIX MOAHOMOYMI B COOTBETCTBUM C SAKOHOM, MOAOXKEHNEM O
TEPPUTOPUNAABHOM OpraHe PeaAepAAbHOM AHTIMOHOMOABHOM CAYXKObI, Y TBEPKAEHHBIM
Mprkasom PepepaAbHOM AHTUMOHOMOABHOW CAYXKObI OT 23 nioAs 2015 1. Ne 649/15, He
OCYLLECTBASIKOT KOHTPOAb 30 XO3SIMCTBEHHOM AESITEABHOCTHIO 3AKA3YMKOB, A TAKXKE HE
AQIOT el OLEHKY.

Takm 06pPA30M, BOMPOCH! HEPALMOHAABHOTO MCMOAb30BAHMS ASHENKHBIX CPEACTB
3AKA3UYMKOM, O TAKKE AOBOAbI YKAAOOBI 3ASIBUTEASI O LLEAECOOBPA3HOCTU U
OBOCHOBAHHOCTU OCYLLIECTBAEHMS 3AKYMKN TOBAPOB C 30AAHHBIMWN XAPAKTEPUCTUKAMMN
He MOryT 6blTb AAMVHUCTPUPOBAHBI KOMUCCUMEN B PAMKAX Y CTAHOBAEHHBIX 3AKOHOM
MOAHOMOYUI MPY PACCMOTPEHUST HACTOSILLIENrO AEAJ.,

OTHOCUTEABHO UHbBIX AOBOAOB YKAAOOBI KOMUCCUEN YCTAOHOBASHO CASAYIOLLEE.,

Ha ocHOBAOHMM YOCTM 1 CTATbU 42 3AKOHA MPW OCYLLECTBAEHUM 3AKYMNKM MyTEM
NPOBEAEHUS OTKPBITBIX KOHKYPEHTHBIX CMOCOHOO0B 3AKA34YNK GOPMUPYET C
NCMOAb30OBAHMEM EANHON MHOOPMALNOHHOM CUCTEMbI, MOAMNCHIBAET YCUAEHHOMN



AAEKTPOHHOW MOAMUCHIO AULIA, MMEIOLLIErO MPABO AENCTBOBATb OT MMEHW 3AKA34YMKA, U
PA3MeELLaeT B €EAMHON MHPOPMALMOHHOM CUCTEME M3BELLEHNE OO OCYLLLECTBAEHNN
3AKYMKN.

[MyHKTOM 1 4aCTK 2 CTOTbM 42 3AKOHA OMPEAEAEHO, YTO M3BELLEHMNE OO OCYLLIECTBAEHUN
3AKYMKN, ECAUN MHOE HE MPEAYCMOTPEHO HACTOSILLIMM PeAepAAbHBIM 3AKOHOM, AOAYKHO
COAEPYKATb B BUAE DAEKTPOHHOMO AOKYMEHTA ONMCAHME OO BbEKTA 3AKYMKN B
COOTBETCTBUMM CO cTaTben 33 HacTosero PeaAepaAbHOro 3AKOHA.

B cuAy nonokeHnin nyHKTa 1 4yacth 1 ctatbn 33 3aKOHA B OMMCAHUKM OO BEKTA 3AKY MK
YKQO3bIBATCS OYHKUMOHAABHBIE, TEXHNYECKME N KAYECTBEHHbBIE XAPAKTEPUCTUKMA,
SKCNAYATALMOHHBIE XAPAKTEPUCTUKM OOBEKTA 3AKYMKM (MY HEOBXOANMOCTW).

COrAacHO 4acTh 2 ctaTtbm 33 3AKOHA ONMUCOHME OBBEKTA 3AKY MK B COOTBETCTBUM C
TPEebOBAHUSIMM, YKABAHHBIMW B YOCTU 1 HOCTOSILLIEN CTATbU, AOAYKHO COAEPIKATb
MOKA3ATEAM, MO3BOASIIOLLIME ONMPEAEANTb COOTBETCTBME 30KYNAEMbIX TOBAPA, PpABOTHI,
YCAYTM YCTOHOBAEHHBIM 3AKA34YMKOM TPEOOBAHKSM. [1pU 3TOM YKA3bIBAKOTCS
MOKCUMOAbHbBIE 1 (MAMN) MUHUMOAbHbBIE 3HAYEHUST TOKMX NOKA3ATEAEN U (MAN) 3HAYEHWS
MOKA3ATEAEN, KOTOPbIE HE MOIYT U3MEHSITbCS.

Ha 0CHOBAHUK YOCTM 3 CTATbM 33 3AKOHA HE AOMYCKAETCS BKAKOYEHUNE B ONNCAHNE
06beKkTa 3AKYMNKK (B TOM YMCAE B dOopMe TPEDOOBAHNIN K KOYECTBY, TEXHUYECKNM
XAPAKTEPUCTUKAM TOBAPJ, PABOTHI AU YCAYTU, TREDOBAHUIN K OYHKLMOHAABHBIM
XAPAKTEPUCTUKAM (MOTPEBUTEABCKMM CBOMCTBAM) TOBAPA) TPEOOBAHMM K
MPOV3BOAUTEAID TOBAPA, K YYACTHMUKY 3AKYMKK (B TOM YMCAE TPEDOBAHUS K
KBOAAMOUKALMM YHACTHUKA 3AKY KM, BKAKOYAST HOAMYME OMbITA PABOTHI), A TAKKE
TPEBOBAHUS K AEAOBOM PENYTALMM YYACTHUKA 3AKYMNKN, TOEOOBAHMS K HOANYMIO Y HETO
MPOV3BOACTBEHHBIX MOLLHOCTEN, TEXHOAOTMYECKOTrO O60PYAOBAHKS, TOYAOBbIX,
OUHAHCOBbBIX U APYTUX PECYPCOB, HEOBXOAUMBIX AAST MOOM3BOACTBA TOBAPA, MOCTABKC
KOTOPOT O SIBASIETCS MOEAMETOM KOHTPAKTA, AASI BBIMOAHEHMST PABOTHI AN OKA3AHMUS
YCAYTU, SIBASIKOLLMXCST MPEAMETOM KOHTPAKTA, 34 MCKAKOYEHNEM CAYHAEB, ECAU
BO3MOYXHOCTb YCTAOHOBAEHWS TAKUX TPEOOBAHMM K YYACTHUKY 3AKYTKM MPEAYCMOTPEHA
HacTosILMM DeAepaAbHBIM 30KOHOM.

Takrm 0BpPA30M, ONMNCAHKE OBBEKTA 3AKYMKN AOAMKHO HOCUTb OO BEKTUBHBIN XAPAKTEP,
TO €CTb 6bITb MPOAMKTOBAHO MCTUHHBIMK (O HE MHUMbBIMU 1 HEAOKOA3AHHBIMIA)
NOTPEOHOCTSIMM 3AKA3UYMKA, O TAKKE UCKAKOYATb AKOOYIO BO3MOYKHOCTb
HEe0OOCHOBOHHOIO OrPAHNYEHMST KOAMYECTBA MOTEHLUMAABHBIX YYOACTHUKOB 3AKYTKN
YCTAHOBAEHMEM B 30KYTMOYHOM AOKYMEHTALMM 30BEAOMO HENCTIOAHUMbIX TREOOBAHI
AMBO TPEOOBAHNN, Y AOBAETBOPWTDL KOTOPBIE MOXMET AVLLb OFPAHNYEHHBIN KPYT AL, (MPow
OTCYTCTBMM AOKO3ATEABCTB AENCTBUTEABHOM HEODXOAMMOCTV B Y CTAHOBAEHUMN TAKNX
TPeboBAHUI).

COrAQCHO M3BELLEHNIO U MHOW AOKYMEHTALMM O 3AKYMKE B PAMKOX PACCMATPUBAEMOM
3aKynk1 NPeAyCMOTPEHA NOCTABKA TOBAPA, BKAKOYEHHOMO B COOTBETCTBYOLLME
no3mymm OKIMAZ2: 20.59.52.199,21.20.23.111.

Kommnccurmein yCTaHOBAEHO, YTO B MyHKTE 2 ONUCAHWS 0O6beKkTa 3aKyMK YCTAHOBAEHA
CAEAYIOLLAS CMOPHAS XAPAKTEPUCTUKA:

- XAPAKTEPUCTUKA «COBMECTUM C OBTOMATUYECKNM BUOXMMUNYECKM OHAAMBATOPOM BS-
240 PRO Mindray» ¢ TpebyembiM 3HaYeHEM «HaAndme» 1 ¢ OB OCHOBAHMEM BKAKOYEHS



NOKQA3ATEAS] B ONMUCAHUE: «AOMOAHUTEABHBIE XOPAKTEPUCTUKN OOYCAOBAEHDI
NPUMEHEHVEM PEAreHTOB AASI ABTOMATUYECKOrO AQHOAM3ATOPA 3AKPLITOro Tmna "BS-240
PRO Mindray" numetowerocs y 3akasumia, 1 ToeboBAHNEM TEXHNYECKOMN
AOKYMEHTALMN»,

HeobxoAMO OTMETUTL, YTO ONMMCAHME OO BbEKTA 3AKYMNKU - STO PUKCALNEG 3AKAIYNKOM B
AOKYMEeHTAUMWN O 3AaKyTKe Ka4eCTBEHHbIX 1 KOANHECTBEHHbIX XAPAKTEPLUCTUK, NMPON3HAKOB
TOBAPA, O6YC/\OB/\MBOFOLLI,I/IX MX CNOCOBHOCTb YAOBAETBOPSITb I'IOTpe6HOCTI/I M 3ArnpocCol
3AKA3YNKA, COOTBETCTBOBATL CBOEMY HA3HAYEHUMIO N MPEADSIBASIEMbIM Tpe6OBOHl/I9IM.
Takas pukcaums Tpe6OBCIHI/II7I 3AKA34YMKA MO3BOASIET MAEHTUNONUMPOBATb obbexT
3AKYMNKN, YCTAHOBUTb PE3IYALTAT, AOCTUMOXKEHNE KOTOPOIO NPMN3HAETCS CO CTOPOHbI
3AKA3HNKA AONKHBIM NCTTOAHEHNMEM KOHTPAKTA.

MNpn 3TOM CNeUMPUKA KOXKAOW 3AKYMKU OMPEAEASIET HEOOXOAMMbBIE TPEDOBAHMSI K
TOBAPY, PABOTAM, YCAYIrAM, B CBSI3U C YEM, MPABOMOYME HA MX YCTAHOBAEHNE
3AKOHOAQTEABCTBOM Poccuimckom Gepepaumm O KOHTPOKTHOM CUCTEME NMPEAOCTABAEHO
3AKA34HUKY.

COrAQCHO NMMCbMEHHBIM MOSICHEHMSIM 3AKA3YMKA, B YUYPEIKAEHUN SKCTIAYATUPYETCS
QHOAM3ATOP BUOXUMMYECKMM aBTOMATMYECKMIM BS-240 pro nponsesoactsa Mindray,
KOTOPbIN BBEAEH B aKCNAYyaTaumio 08.02.2024 (rapAHTUMHBIM TOAOH MPEACTOBAEH).

B cootBeTCcTBUMM C OnmMcaHmem o6bekTa 3akynkm 3aKa34KoM BbiAM Y CTOHOBAEHDI B TOM
YNCAE CAEAYIOLLME XAPAKTEPUCTUKM:

- «COBMECTVM C OBTOMATUYECKMM BUNOXMMUNYECKM AHOAM3ATOPOM BS-240 PRO Mindray»
CO 3HAYEeHMEM «HaAnume»,

MNpun aTOM 3AKA3YMKOM BBIAO AOHO OBOCHOBAHME YCTAHOBAEHHBIM TPEOOBAHUSIM,
COIrAQCHO KOTOPOMY: «AOMOAHUTEABHbBIE XOPAKTEPUCTUKMN OBYCAOBAEHDBI MPUMEHEHNEM
PEAreHToR AASI OBTOMATUYECKOrO AHAAM3ATOPA 3AKPbITOro TMna ' BS-240 PRO Mindray "
MMEIOLLErocs! y 3aKA34YMKA, M TPEOOBAHMEM TEXHNYECKOW AOKYMEHTALMMNY,

3AKA3YMK MOSICHUA, HTO B COOTBETCTBMM C MMCbMOM OOO «MuHapen Meankan Pyc»
(OOUUMNAABHBIV MPEACTABUTEAL 30BOAO-U3rOTOBUTEASI AHOAMU3ATOPA) Ne23-232 oT
09.06.2023: «ABTOMATUYECKUN BNOXUMUNYECKNMN AHOAMIATOP BS-240PRO, Npon3BoACTBO
MUHAPEN, SIBASIETCSI CUCTEMOWM, UCTMOAb3YOLLEN TOABKO PEArEHTbl N PACXOAHbBIE
MOTEPUAAbI, CNEUMAABHO PA3PABOTAHHbIE/MPEAYCMOTPEHHDBIE AASI COOTBETCTBYIOLLEMN
cepumn BUOXUMNYECKUX AHAAMIATOPOB. O KAKNX-ANBO PEAreHTax 1 PACXOAHbBIX
MAOTEPUAAQAX, AHAAOTNYHBIX OPUMMHAABHBIM PEArEHTAM U PACXOAHBIM MOTEPUAACM
(peareHTam 1 pPAacxoAHbBIM MATEPUAACAM, MPOM3BEAEHHBIM MUHAPEN NAM ero
ADPUANPOBAHHBIMU ANLIAMM UAK MO 3AKA3Y MUHAPREN/ADDPUANPOBAHHBIX AUL, MUHAPEN)
N MPUFOAHBIM AAST PABOTBI C BUOXMMUNYECKUMU QHOAMIATOPAMU cepum BS, OBLLecTBy He
N3BECTHOD.

Tak ke 3akazumkom B appec OO0 «MuHaAper MeaAnKAA Pyc» HaNpAaBAEH 3anpoc NeQ1-
07/2024 ot 23 mapTa 2024r. HO NPEAMET TOro, KAKME PACXOAHBIE MOTEPUAABI U
PEeAreHTbl MOryT MCMNOAb3OBATLCSI HO aHAAM3aTope BS-240PRO S/N BC7-36003380
03.06.2023 roaQ BbINyCKA, MMEKOLLIErOCS! Y 3AKA34MKA.

MNMucbmom Ne24-201 ot 08.04.2024 OO0 «MuHapen Meamnkan Pyc» COOBLLMAO, YTO
QHOAM3ATOP, UMEIOLLMNCS Y 3AKA34YMKA, «MCMOAb3YET TOABKO OPUMMHAAbHBIE PEAreHTbl U



PACXOAHBIE MATEPUAADL. B LieAsix obecnedyeHmns Ka4eCTBa MOAYHYAEMbIX PE3YAbLTATOB U
HAAEYKHOCTM PABOTH AHAAM3ATOPA BS-240PRO Npon3BoAUTEAEM MNPEAYCMOTPEHO
MCMNOAb30OBAHME peareHTos cepun 102, 202. AQHHbIE PeareHTbl 3apPEermCTPUPOBAHbBI KAK
NPEAHA3HAYEHHBIE AAST PABOTHI C BUOXMMNYECKMU AHAANIATORAMM cepum BS, n
NepeYNCAEHbI B PErMCTRALMOHHBIX YAOCTOBEepeHUsx: PC3 Ne2012/13102 ot 19 okTabps
2012 roaa, PC3 Ne2010/07800 ot 08 ceHTs16ps1 2010 roaa».

Takm 06pA30oM, TPEBOBAHNST O COBMECTVIMOCTU 3AKA3YMKOM YCTAHOBAEHbI
NPOBOMEPHO.

OTHOCUTEABHO «OTKPBITOCTW/3AKPBITOCTU» AQHOAM3ATOPA 3AKA3YMK MOSICHUA, YTO B
COOTBETCTBUW C MYHKTOM 2.3.1. PYKOBOACTBA (CTP. 2-12) NPON3BOAUTEAEM YCTAHOBAEHO
cAepyloLee: «ECAM Mpu OTrpy3Ke annapaTa C 30BOAC B HEM BblAM YCTAHOBAEHDI
OTKPbITbIE KOHAAbBI PEANEHTOB, TO MX MOYKHO MCMOAb3OBATb AASI PEAIrEHTOB
MPOM3BOACTBA KOMMAHWM Mindray nAm Apyrmx narotoputeAem. OCTAAbHbBIE MO3MLN
SIBASIKOTCS] 3AKPBITEIMUA KOHAAQMMU, N UX MOXKHO MCTMOAb3OBATb TOAbKO AAS PEANEHTOB
MPON3BOACTBA KOMMAHUM Mindray».,

Takmm 06pA30M, B CAy4AE UCTMOAb3OBAHKSI PEArEHTOB CTOPOHHUX MPOMU3BOAUTEAEN,
3AKA34YMK OAHOIHOAYHO AULLAETCS] BO3MOYKHOCTW MCMOAb30BAHUS AHAAM3ATOPA B MOAHOM
obbeme ero QyHKUMOHAAQ.

B cBoO oyepepb, HACTUYHOE MCMOAb30BOHME MOLLIHOCTEW AHOAM3ATOPA HE SIBASIETCSI
BO3MOXKHbBIM, BBMAY 3ATIrPYy>KEHHOCTN MEeANLUMHCKOI O Y4pe>XKAeHMSI.

3aKa34YMK, MProbpPeTAst AHOAUIATOP, MOAArAA HEOOXOAMMbBIM MCMOAb3OBATH BECb €ro
DOYHKLMOHAA. UICXOAS 13 STOrO, TOABKO OPUMMHAABHBIE PEAreHTbl U PACXOAHBIE
MATEPUAAbI 06eCneUBaOT MOAHBIN CMEKTP BO3MOXMHOCTEN ANNApATA.

Kpome Toro, cornacHo nyHKTy 2 ctatb 4 PepepanbHoro 3akoHa ot 21.11.2011 Ne 323-03
«OB6 OCHOBAX OXPAHbI 3A0P0BbLS FPAXKAOH B Poccuimckon Pepepaumm» (Aaree — 3aKOoH
06 OCHOBAX OXPAHbI 3A0P0BbSI FPAXKACH), OAHUM 13 OCHOBHbBIX MPUHLMNOB OXPOHbI
3A0POBbSI SIBASIETCS MOUOPUTET MHTEPECOB MALMEHTA NPU OKA3AHNN MEANLMHCKOMN
MOMOLLMN.

Takyke 3aKa34MK OTMETUA, 4TO B PACCMATPUBAEMOM CAyYae 3AsBUTEAEM HE
MPUBOAUTCS HUKAKUX CBEAEHMIN O TOM, MO KAKOM MPUYMHE OH HE MMEET BO3MOYKHOCTY
MNPUHSITL y4aCTUE B 3AKYMKE.

Takmm 06pPA30M, BbILLEHA3BAHHBIE AOMOAHUTEABHBIE XOPAKTEPUCTUKN, YKA3AHHbIE B
OnMMcaHnm o6bekTa 3aKynKku, 3aKA34YMK CYNTAET OO OCHOBOHHBIMM,

My GOPMMPOBAHNK OMNCAHUS OBBEKTA 3AKY MK 3AKA3YMK MCXOAUA N3 CBOMX

OO BEKTUBHBIX MOTPEBHOCTEN, PEKOMEHAALMMN N YKA3AHWIA MPOUN3BOAMNTEASI AHAAUIATOPA
BUOXMMNYECKOTrO ABTOMATMYECKOTO BS- 240PRO, a coaepykatumecs B8 OnmMCcaH1m

OO BEKTA 3AKYMKN XAPAKTEPUCTUKN HE HOCSIT OFPAHUNYUTEABHBIN XAPAKTER U
YCTAHOBAEHbI HE B MPOTUBOPEYME C TPEDOBAHMSIMI 3AKOHA.

3AKA34YKOM ObIA MPOBEAEH MOHUTOPUHI TOBAPOB, MPUCYTCTBYIOLLMX HO PbIHKE 1
OTBEYAOLUX NOTPEOHOCTIM 3AKA3UYMKA, HOMPOBAEHBI KOMMEPYECKMe MPEAAOXKEHMS]
MOTEHLMNAAbHBIM YYACTHUKAM 3AKYMKM U MOAYYEHBI OTBETHI OT TPEX MOCTABLLVKOB O
FOTOBHOCTM MOCTABUTb HEOOXOAVMBIN 3AKA34YMKY TOBAP.



Take B 3acepaHre Kommccnm 3aKAa3dnMKoM MPEACTABAEHDI CAEAYIOLWME NNCbMAQ:

- MHOOopPMAUMOHHOE NCbMO OOO «MunHApPen MeanKaA Pyc» (OOULMAABHOIO
NPEACTABUTEAS 3OBOAC U3rOTOBUTEAS MEAULIMHCKOTrO 0B0PYAOBAHMS LLISHBYYKSHB
ManHapan Bro-Meamnkan Daektporunke Ko., Ata (Shenzhen Mindray Bio-Medical
Electronics Co., Ltd) Ha Tepputopunm Poccum) ot 09.06.2023 ncx. Ne 23-232, B KOTOPOM
CooBLWAETCS, YTO ABTOMATUYECKNIN BUOXMMUNYECKNI QHOAM3ATOP B5-240Pro,
NPON3BOACTBA MUHAPEN, SIBASIETCSI CUCTEMOMN, MCMOAb3YHOLLIEN TOABKO PEAreHTbI U
PACXOAHBIE MATEPWAABI, CMELIMAABHO PA3PABOTAHHbBIE/MPEAYCMOTPEHHBIE AASI
COOTBETCTBYIOLLEN CEPUM BUOXMMMNYECKNX AHAAMIATOPOB.

O KAKNX-ANBO PEAreHTax N PACXOAHBIX MATEPUAACX, AHOAOTNYHBIX OPUTHAABHbBIM
PEAreHTaM 1 PACXOAHBIM MATEPUAAAM (PEArEHTAM U PACXOAHBIM MATEPUAAOM,
npon3eeAeHHBIM MUHAPEN NAK €ro ADDUANPOBAHHBIMKY ALAMM UAK MO 3AKA3Y
MuHAPEN/ADDUANPOBAHHBIX AULL MUHAPENM) U MPUFOAHBIM AAS PABOTHI C
BUNOXMMUNYECKMM AHOAM3ATOPAMU cepumn BS, OOO «Munapen Meamnkan Pyc» He
M3BECTHO.

B uensix obecnedyeHunst 3asIBAEHHOrO KA4eCTBA/XAPAKTEPUCTUK MOAYYAEMbIX
PE3YAbTATOB N HOAEXKHOCTM PABOTH AHOAM3ATOPA BS-240Pro nponssoanTEAEM
NPEAYCMOTPEHO MCMOAb3OBAHME peareHTos cepum 102,

AQHHbIE PEAreHTbl 3APErMCTPMPOBAHbBI, KOK MPEAHA3HAYEHHbBIE AAST PABOTHI C
BUOXMMNYECKNMI OHOAMIATOPAMU Cepun BS, 1 nepedncaeHbl B PErMCTPALMOHHbBIX
yaocToBepeHusx: PC3 Ne2012/13102 ot 19 okTa6ps 2012 roaa, PC3 Ne2010/07800 ot 8
ceHT6ps 2010 roaa, P3H 2019/8706 ot 06 aerycta 2019, P3H 2020/10683 o1 11 ntoHs
2020, P3H 2020/11487 ot 30 ntoas 2020, P3H 2020/9838 ot 27 mapTta 2020, P3H
2022/17947 o1 11 aerycta 2022, P3H 2022/18090 ot 23 aerycta 2022, P3H 2021/15298 ot
16 cenTabps 2021, P3H 2021/15353 ot 16 ceHtabps 2021, P3H 2021/15593 o1 15 okTa6ps
2021, P3H 2021/14330 ot 14 mas 2021, P3H 2021/14339 ot 14 mas1 2021, P3H 2021/14069
o1 20 anpens 2021, P3H 2021/14070 ot 20 anpensa 2021, P3H 2022/16550 oT 16 GeBpaAs
2022.

- 3AMpPOC 3AKA3UYMKA reHepAAbHOMY AmnpekTopy MunHapen Meankan Pyc-Bein CioH ot
23.03.2024 ncx. Ne 01-07/2024, COrAQCHO KOTOPOMY 3AKA34YMK MPOCUT MPEAOCTABUTD
MHOOPMALMIO OTHOCUTEABHO TOrO, PEAKTUBbI 1 PACXOAHBIE MATEPWAADLI KAKMX
NPOU3BOAUTEAEN MOTYT ObITb MCMOAb3OBAHBI MPU PABOTE HO ABTOMATUYECKOM
Broxmmmyeckom aHaamaatope BS-240Pro S/N BC7-36003380 03.06.2023 roaQ BbiMyCKA,
MMEIOLLLErOCsl B AQDOPATOPUM 3AKA3YMKA.

- oteeT oT OO0 «MuHaApen MeankaA Pyc» (OOULMAABHOIO MPEACTABUTEASI 30BOAC
N3rOTOBUTEASI MEAULIMHCKOrO 060pYAO0BAHMS LLBHbYKSHE MaHAP3M Bruo-Meankan
2nekTpoHuke Ko., Ata (Shenzhen Mindray Bio-Medical Electronics Co., Ltd) Ha
TEPPUTOPUMN POCCKIM) HA BbILLEYKA3AHHBIM 3ANpOoC 3AKA34YMKA, COFAQCHO KOTOPOMY:

«AHOAM3ATOP Broxmmmdecknin BS-240Pro (PY Ne P3H 2019/8755 ot 25 aHeaps 2023 roaq),
NPOM3BOACTBA MMHAPEN, YyCTAHOBAEHHBIN B Y 3 "AEHMHCKAS PANOHHAS BOAbHMLA", M.
AEHNHCKUM N nMetoLnm cepumHbin Homep BC7-36003380, MCNOAb3YET TOAbKO
OPWUMMHAOABbHbBIE PEAreHTbl M PACXOAHBIE MATEPUAADI.

B uensx obecnedeHmns Ka4eCTBA MOAYYAEMbBIX PEIYABTATOB M HOAEXKHOCTM PABOTHI
QHOAM3ATOPA BS-240Pro npomn3BOAUTEAEM MPEAYCMOTPEHO MCMOAb30OBOHME PEATEHTOBR



cepuin 102, 202. AQHHbBIE peareHTbl 3apPerncTpPUPOBAHDI, KAK MPEAHA3HAYEHHBIE AASI
PABOTHl C BUOXMMNYECKMUN AHAANIATORAMM CepUmM BS, 1 nepedncaeHsbl B
PErmCTPALMOHHBIX yAoCcTORepeHmsax: PC3 Ne2012/13102 o1 19 oktabps 2012 roaa, PC3
Ne2010/07800 ot 8 ceHTtab6ps1 2010 ropa».

CorAaacHo nyHkTy 15 4actn 1 ctatbm 14 3akoHa 06 OCHOBAX OXPAHbI 3A0P0BbST IPAYKAQH
KK MTOAHOMOYUSIM QEAEPAAbHBIX OPrAHOB MOCY AQPCTBEHHOM BAACTU B CHEPE OXPAHDI
3A0POBbST OTHOCSITCSI, B YOCTHOCTU, MOHUTOPUHI 6€30MAaCHOCTU MEANLIMHCKNX U3AEAUN,
perncTpaLms NOOOYHBIX AENCTBUIN, HE YKABAHHBIX B MHCTRYKLMM MO MPUMEHEHNIO AW
PYKOBOACTBE MO 3KCMAYATALUNN MEANLMHCKOTrO U3AEAUST, HEXKEAQTEAbHbBIX PEAKLMI MPK
€ro NPUMEHEHNN, OCOBEHHOCTEN B3AMMOAENCTBMS MEAUNLIMHCKNX U3AEAUA MEXKAY
cobor, PAKTOB 1 OBCTOSITEALCTB, CO3AQIOLLIX YIPO3Y MU3HU U 3A0POBLIO MPAXKACH U
MEAULMHCKMX PADOTHMKOB NPW MPUMEHEHUN 1 SKCNAYATALMMN MEANLMHCKNX U3AEANIN
(panee - HEOAAronpusTHble COBbITUS).

KaK yCTOHOBAEHO YACTbIO 3 CTaTbM 38 3aKOHAO 06 OCHOBOX OXPOHbI 3A0POBbS FIPAYKAQH,
obpalleHme MeEANLIMHCKUX USAEANIN BKAKOYAET B CeB8 TEXHNYECKMNE UCTIBITAHMS,
TOKCUKOAOrMYECKMNE MCCAEAOBAHUS, KAIHUYECKME UCTIBITAHKS, SKCMEPTN3Y KAYECTBA,
3PPEKTUBHOCTU 1 HE3ONACHOCTU MEANLIMHCKNX UBAEAUIN, NX TOCY ACPCTBEHHYO
PErMCTRALNIO, MPOU3BOACTBO, M3rOTOBAEHME, BBO3 HA TEPPUTOPUIO POCCUNCKOM
Peaepaumm, BbiBO3 € TeppuTopumn Poccumcrkom Geapepaumm, NOATBEPIKAEHNE
COOTBETCTBUSI, XPAHEHMNE, TOAHCMNOPTUPOBKY , PEAANIALUMIO, MOHTOMK, HOAQAKY,
NPUMEHEHNE, SKCMAYATALMIO, B TOM YMCAE TEXHNYECKOE OOCAYIKUBAHME,
NPeAYCMOTPEHHOE HOPMATUBHOM, TEXHNYECKOM 1 (MAN) DKCNAYATALMOHHON
AOKYMeEHTAUMEN NPON3BOANTEAS (M3rOTOBUTEAST), A TAKXKE PEMOHT, YTUAMU3IAUMIO UAU
YHUYTOXKEHME.

MNpon3poANTEAL (M3rOTOBUTEAD) MEAMNLMHCKOrO N3AEAMS PA3PABATLIBAET TEXHUYECKYIO
1 (MAN) DKCMNAYATALUMOHHYIO AOKYMEHTALMIO, B COOTBETCTBMIM C KOTOPOMN
OCYLLECTBASIKOTCS MOOU3BOACTBO, N3rOTOBAEHUNE, XPAHEHWE, TOAHCTNOPTUPOBKA, MOHTAMK,
HOAQAKQ, MPUMEHEHNE, SKCMNAYOATALMS], B TOM YACAE TEXHUYECKOE ODCAYXKMBAHME, A
TAIOKE PEMOHT, YTUAUIAUMS UAMN YHUHTOMKEHNE MEAVLIMHCKOMO M3AEAUST. TPeBOBAHMS K
COAEPXKAHMIO TEXHNYECKOW N SKCMNAY ATALMOHHOW AOKYMEHTALMK MOOU3BOAUTEAS
(M3roTOBUTEAST) MEANUMHCKOrO N3AEANST Y CTAHOBAMBAKOTCS YMTOAHOMOYEHHbBIM
deAESPAAbHBIM OPraHOM NCMOAHUTEABHOM BAQCTW.

B cootBETCTBMM C 4ACTbIO 4 CTATbM 38 3AKOHAO 06 OCHOBAX OXPOHbBI 3A0PO0BbS FPAYKACH
Ha TeppuTopun Poccumcrkon Peaepaumm paspeLllaeTcst 0bpdalleHne MeANLMHCKUNX
N3AEAUN, MPOLLIEALLMX FOCY AQPCTBEHHYIO PEMMCTPAUMIO B MOPSIAKE, Yy CTAOHOBAEHHOM
MpaeuTenbcTBOM Poccumckom Qeaepaumm, U MEANLIMHCKUX U3AEAUIA, MPOLLEALLMX
PErnCTPALMIO B COOTBETCTBMM C MEXKAYHAPOAHBIM AOTOBOPAMM M AKTAMMU,
COCTABASIOLLKMMK MPABO EBPA3MNCKOro 9KOHOMUNYECKOrO COK3A.

[NopsIAOK FOCY AQPCTBEHHOM PErMCTPAUMN MEANLMHCKUX U3AEANK, MOAAEXKALLMX
obpaLleHnio Ha TeppuTopumn Poccuickon Geapepaumm, yCTAOHOBAEH MNpaBUAAMMN
rOCYAQPCTBEHHOM PErMCTPALNN MEANUMNHCKUX U3AEAUN, YTBEPIKAEHHBIMI
NOCTAHOBAEHMEM [paBmnTenbcTBa Poccuimckom Qeaepaumm ot 27.12.2012 Ne 1416
(aanee - [NMpaBmAQ).

B cuvAy nyHKTA 2 MNMPABUA FOCY AQPCTBEHHOW PErUCTRALMM MOAAEKAT AtOObIE
MHCTPYMEHTbI, anNnapaThl, NPUGopLI, 060PYAOBAHNE, MATEPUAALI 1 MPOYNE UBAEAUS,
MPUMEHSIEMbIE B MEAULIMHCKNX LIEASIX OTASABHO VAWM B COYETAHNM MeXAY cobow, a



TAKYKE BMECTE C APYTMMU MPUHAAAEIKHOCTSIMU, HEOOXOAUMBIMUN AAS TIPVMEHEHS
YKO3AHHbBIX N3AEANM MO HO3HAYEHWIO , BKAKOUYAIST CMELMAABHOE MPOrPAMMHOE
obecneveHne, U NpeAHA3HAYEHHbIE MPOU3BOANTEAEM (M3FOTOBUTEAEM) AAS
MPOPUACKTUKNA, AATHOCTUKN, AEHEHWS U MEANLIMHCKON PeaBUAUTALNK 3060AEBAHUI,
MOHUTOPUHI A COCTOSIHISI OPTOHM3MA YEAOBEKA, MPOOBEAEHNST MEANLIMHCKMX
NCCAEAOBOHUI, BOCCTAHOBAEHNS, 3AMELLEHMS, UBMEHEHWST AHOTOMMYECKON CTRYKTYPbI
NAN PUBUNOAOTNYECKUX QYHKLNM OPraHM3MA, MPEAOTBPALLIEHNST AWM MPEPbIBAHKS
6epeMeHHOCTU, OYHKLUMOHOABHOE HO3HAYEHE KOTOPbIX HE PEAANIYETCS NMyTeM

O APMAKOAOTMYECKOTO, UMMYHOAOTMYECKOr O, FEHETUYECKOT O AU METABOAMYECKOrO
BO3AEVCTBIUS HO OPrAHU3M YEAOBEKA (ACAEE - MEAULIMHCKNE N3ASAUS).

B cooTtBeTCcTBUM C aB3aLeM NepBbiM NyHKTA 5 MPABUA FOCY AQPCTBEHHAS PErMCTRALMS
MEANLIMHCKNX N3AESANM MPOBOANTCS HO OCHOBOHWM PE3YAbTATOB TEXHNYECKIX
NCMBITAHNM, TOKCUKOAOTMYECKUX MICCASAOBOHNI, KAVHNYECKX UCTIBITAHM,
MNPEACTOBASIHOLLIMX COBOM GOPMbI OLEHKM COOTBETCTBUSI MEAULIMHCKUX USASAUIN C
YY4ETOM KAQCCUDUKALMM B 3ABUCUMOCTU OT MOTEHLIMAABHOMO PUCKA UX MOUMEHEHMUS, U
SKCMNEePT3bl KAYECTBA, 9PDEKTUBHOCTU 1 6E30MACHOCTY MEAULIMHCKNX U3AEANM C
YY4ETOM KAQCCUPUKALMM B 3ABUCUMOCTU OT MOTEHLIMAABHOMO PUCKA KX MPUMEHEHMS, O
TAIOKE UCTIBITAHUI B LLEASIX YTBEPIKASHUS TUMA CPEACTB M3MepeHUin (B OTHOLLEHUIN
MEANLIMHCKNX N3AESANIM, OTHOCSILLIMXCS K CPEACTBOM U3MEPEHUIN B chepe

FOCY AQPCTBEHHOIO PEryAUPOBAHMS OBEeCneYeHnst SAMHCTBA U3MEPEHUIN, NepeYeHb
KOTOPbIX YTBEPXKAAETCS MUHNCTEPCTBOM 3APABOOXPAHEHMS Poccuinckon Deaepaumm).

AOKYMEHTOM, MOATBEPIKAAKOLWMM QAKT FOCYAQPCTBEHHOW PErMCTRALUNN MEANLIMHCKOrO
N3AEAUSL, SIBASIETCSI PEMMCTRALMOHHOE YAOCTOBEPEHME HO MEANLMHCKOE N3AEANE
(AQAEE - PEMMCTPALMOHHOE YAOCTOBEPEHME). POPMA PEMMCTPALMOHHOIO
YAOCTOBEPEHVS YTBEPIKAQETCS PEMMCTPUPYHIOLLMM OPraHOM. PErmcTpaumoHHoe
YAOCTOBEPEHME BLIAOGETCS 6eCCPOYHO (MYHKT 6 MPABUA).

CoraacHo nyHkTy 10 4actn 11 ctaTtbm 38 3aKOHA 06 OCHOBOX OXPOHbI 3A0P0BbS
rPAYKAQH B PO B roCcy AQPCTBEHHbBIN PEECTP MEAMLMHCKUX U3AEAUIA N OPTAHU3ALMN
(MHAMBUAYOABHBIX MPEANPUHUMATEAEN), OCYLLLECTBASIKOLLMX MPON3BOACTBO U
M3rOTOBAEHME MEAVNUMNHCKNX U3AEAN, BHOCSITCSI CBEAEHMST O B3AMMO3AMEHSIEMbIX
MEANUMHCKNX U3AEAUSIX.

B cootBeTCTBIM C NOAMYHKTOM 11 NyHKTA 6 TPeBOBAHMM K COAEPMKAHMIO TEXHNYECKOM U
AKCMAYATALMOHHOW AOKYMEHTAUNM MPOM3BOAUTEAST (M3rOTOBUTEAST) MEAMLMHCKOrO
N3AEAUST, YTBEPIKAEHHBIX MPUKA30OM MUHUCTEPCTBA 3APABOOXPAHEHKSI POCCUINCKOW
Peaepaumm ot 19.01.2017 Ne 11H, 3KCNAYATALMOHHAST AOKYMEHTALIMS MOOU3BOAUNTEAS]
(M3rOTOBUTEAST) HO MEANLMHCKOE U3AEANE, MPEACTABASIEMAS MPOU3BOAUTEAEM
(M3roTOBUTEAEM) UAM YTTOAHOMOYEHHBIM MPEACTABUTEAEM MPOU3BOAUTEAS
(M3rOTOBUTEAST), B COCTABE PErMCTRALVMOHHOIO AOCbe HO MEAVLIMHCKOE N3AeAne,
AO/NKHA COAEPXKATb B TOM YNCAE MNepedeHb PACXOAHBIX MATEPUAAOB (KOMIMOHEHTOB,
PEAreHToB), A TAIOKE NPOLUEAYRY UX MPUMEHEHMS M 3AMEHDI,

CAeAOBATEABHO, HEOOXOAMMOCTb BHECEHWS UBMEHEHUIN B TEXHUYECKYIO U
SKCTAYOATALMOHHYIO AOKYMEHTALMIO HE CTABUTCS B 3ABUCUMOCTb OT HOANYMS AMOO
OTCYTCTBUSI SKEAQHWS MPONIBOANTEAS (M3rOTOBUTEAS), A MPSIMO MPEAYCMOTPEHA
30KOHOAQTEABCTBOM. [1PEAYCMOTPEHHAS 3AKOHOAATEABCTBOM U TEXHUYECKUMMU
YCAOBUSIMN BO3MOXKHOCTb MCMOAb3OBAHMS B3AMMO3AMEHSIEMOrO MEANLMHCKOro
N3AEAUS (APYIOro NMPON3BOAUTEAS) HE OCBODOXKAAET OT HEOBXOAMMOCTU
OCYLLIECTBAEHUS TOCYAQPCTBEHHOW PEerncTpaLmm MEAULMHCKOrO U3AEANS, B COCTABE



KOTOPOro 66IAQ YCTAOHOBAEHA COBMECTVIMOCTb C TOBAPAMU APYUX MOOU3BOAUTEAEN,

Takmm 06pA30M, B COOTBETCTBMM C AENCTBYHIOLLMM 3AKOHOAOTEABCTBOM BO3MOMKHOCTb
SKCNAYATALMUN MEANLIMHCKOrO 060PpYAOBAHKS OAHOMO MPOU3BOAUTEASI COBMECTHO C
NPUHAAAEXKHOCTSIMU APYTOro NPOUN3BOANTENAS OMPEAENSIETCS MPOV3BOAUTEAEM
MEANLMHCKOro 060pYyAOBAHMS, YHTO BMIOCAEACTBUM MOATBERIKAQETCS BblAQHHBIM
POC3APOBHAOA3OPOM PEMMCTPALUMOHHBIM Y AOCTOBEPEHNEM. AHAAOTMYHAST MO3ULIS
COAEPXKUTCS B MNCbMe PepepPAAbHOM CAYXKObI MO HOA30PY B CHEPE 3APABOOXPAHEHMS
(PocaapasHaa30p) oT 056.02.2016 Ne 09-C-571-1414, o1 22.06.2017 Ne 04-31270/17.

KoppeCnoHAVPYOLWMM NPABOBOM MOAXOA U3AOXKEH B pelueHnn BepxosHoro Cyaa PO ot
16.08.2021 N AKT1121-444.

CAeAOBATEABHO, MCMOAb3OBAHNE MEANLIMHCKOrO M3AEAMST, COTAQCHO MHCTPYKUNN K
HEMY SIBASIETCS HE MPABOM, A 0B $130HHOCTbIO MEANLIMHCKOM opraHnsaunn npu
nEnMMeHeHn N SKCNAyaTaumi Me ANUMHCKOT O U3 AEANSI,

COrAQCHO paspaeAy «Aoccapmm» PyKOBOACTBA MO SKCNAYATALMM HO MEAMUMHCKOE
N3AEANE «AHOAUIATOP BUNOXMMUYECKIM aBTOMATMYECKMA BS-240 pro» npomn3BoACTBA
KoMnaHmm «Mindray» (aAQAee TaKKe PYKOBOACTBO MOAb3OBATEAS):

«<XUMNYECKNIMN OHAAUNS C 3AKPbITbIM PEeAdreHTOM:

XUMNYECKNA QHOAM3 C 3AKPbITEIM PEArEHTOM BbIMOAHSIETCSI C MOMOLLbIO PEArEHTOB,
MOCTABASIEMbIX MPOON3BOANTEAEM OHOAM3IATOPA. XMMNYECKMNE AHAAN3bI C 3AKPbITHIM
pedreHToOM HeAb3s1 USMEHNTb AN Y AOQANTD.

XUMNYECKNIN OHOAN3 C OTKPbBITbIM PEArEHTOM:

B npoTrBONOAOMHOCTb XMIMNYECKOMY QHAAM3Y C 3AKPbITBIM PEArEHTOM, XUMMNYECKNIA
AHAAM3 C OTKPbITbIM pedreHToOM MOXKET NPOnN3BOANTbCS C NMOMOLLBbIO PEAreHToB,
NOCTABASIEMbIX APYTMMUN N3 OTOBUTEASIMIA. OH MOXKET 30AOBATLCSI MOAb3OBATEAEM, M €0
MOXKHO PeAAKTNPOBATDL N YAQASITb»,

B cooteeTCTBUM C NMYHKTOM 2.3.1. PYKOBOACTBO NMOAB3OBATEAS MPOOUN3BOAUTEAEM YKA3AHO,
4YTO ECAV MPW OTIPY3KE ANNAPATA C 3ABOAC B HEM BbIAM Y CTAHOBAEHbBI OTKPbITbIE KOHOADI
PEAreHTOB, TO X MOXXHO NCMOAb30BATb AASI PEATEHTOB MPOMN3BOACTBA KOMMAHNN
Mindray A ApPyrvx narotosutenem. OCTAAbHbBIE NO3NLKMN SIBASIKOTCST 3AKPbITbIMU
KAHOAQMM, 11 X MOMKHO MCMOAb30BATb TOAbKO AAS PEArEHTOB MPOM3BOACTBA KOMMAHUM
Mindray. EcAn TpebyeTcsl U3BMeHUTb KOAMYECTBO OTKPbITbIX KOHOAOB, HEOBXOAMMO
0BPATUTLCS B OTAEA OBCAYXKMBAHKS KAVEHTOB AN K MECTHOMY AUCTPUOBIOTOPRY.

Komumcecumen naydeH oteet ot OO0 «MuHapen MeanKkan Pyc» (OOUUMAABHOMO
NPEACTABUTEAS 3OBOAC N3FOTOBUTEASI MEAULIMHCKOTO OB60PYAO0BAHMS LLISHBYYKSHB
ManHaApaM Brno-Meankan SaekTpoHmke Ko., Ata (Shenzhen Mindray Bio-Medical
Electronics Co., Ltd) Ha Tepputopumn POCCrM) HA 3anpoc 3AKA34YMKA U
NPOAHAANINPOBAHBI PErMCTPALMOHHBbIE yAOCTOBEepeHMs: PC3 Ne2012/13102 ot 19
okT6ps1 2012 roaa, PC3 Ne2010/07800 ot 8 ceHTab6ps 2010 roaq, B KOTOPbIX
NepeYNCAEHbl PEArEHTHI, MPEAHA3HAYEHHBIE AAST PABOTHI C BUOXMMNYECKMU
AQHOAM3ATOPAMU cepun BS.

Y CTAQHOBAEHO, 4TO B peecTporomn 3arnmcn N 083033 peecTpa MEeAUNLIMHCKUX U3AEAUN,
PA3MELLEHHOro HO OOUNLUMNAABHOM camnTe hitps://roszdravnadzor.gov.ru/,



COOTBETCTBYIOLLEN PEMICTPALMOHHOMY yaocToBepeHMio PC3 Ne2012/13102 o1 19
okTs16ps1 2012 ropq, CBEAEHMS O B3AMMO3AMEHSIEMbIX MEAULIMHCKNT U3AEANSIX
OTCYTCTBYIOT.

B peecTtposon 3anmcu N 042427 peeCTpd MEAULMHCKUX UBAEAN, PA3SMELLEHHOIO HO
OOVUMAAbHOM canTe https://roszdravnadzor.gov.ru/, COOTBETCTBYIOLLEN
PEerncTPaAUMoHHOMY yaocToBepeHmnio PC3 Ne2010/07800 ot 8 ceHTa6ps1 2010 roaa,
CBEAEHVSI O B3AMMO3AMEHSIEMbIX MEAMLIMHCKUNN MBAEAUSIX TAKXKE OTCYTCTBYIOT

Ha OCHOBOHWMM UBAOMKEHHOTO, KOMUCCUS MOUXOAUT K BBIBOAY, YTO MPUMEHEHVE
MEAVLMHCKNX UBAEANI, HE MPEAYCMOTPEHHBIX SKCNAYATALMOHHOM AOKYMEHTALMEN HA
MeAVLUMHCKOE 0O0pPYAOBAHNE, BO3MOXMHOCTb MPOUMEHEHKSI KOTOPbBIX HE MOATBEPYKAEHA B
YCTOHOBAEHHOM AEMCTBYIOLLMM 3AKOHOAOTEABCTBOM MOPSIAKE MPOOTVBOPEUNT
TpeboBaHMsIM PeapepaAbHOro 3aKkoHa o1 21.11.2021 N 323-03 "O6 oxpaHe 3A000BbS
rPaXKAQH B Poccuinckom Peapepaummn’, BAEYET PUCK HOCTYNAEHUS HEOAQrONPUSITHBIX
MOCAEACTBUIN KAK AAST AULIO SKCTIAYATUPYIOLErO 0BOPYAOBAHME, 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 3AKAIYMKA MPU GOPMUPOBAHUN U3BELLIEHMS]
06 OCYLLECTBAEHMM 3AKYMKN OTCYTCTBYET HOPYLLEHNE NMOAOMKEHUIN 3AKOHA.,

Kpome aToro, M3 COBOKYMHOCTU MOAOYKEHMM 3AKOHA CAEAYET, YTO YCTAHOBAEHME
TPEOOBAHUIN K TEXHNYECKNM, OYHKLMOHAABHBIM XOPAKTEPUCTUKAM TOBAPA, PABOT,
YCAYT, A TAKXKE NHBIX MOKA3ATEAEN, CBSI3AHHBIX C ONMPEeAEAEHNEM COOTBETCTBMUSI
NOCTABASIEMOrO TOBAPA, BIMOAHSIEMbIX PABOT, OKA3bIBAEMbIX YCAYT CYLLECTBYOLLVM
NOTPEBOHOCTSIM, SIBASIETCSI MPEPOraTBON 3AKA3YMKA.

3AKOH HE COAEPKNT HOPM, OFPAHNYKBAIOLLMX MPABO 3AKA3YMKA BKAKOYOATb ONMCAHNE
OOBbEKTA 3AKYMKM TPEOOBAHKS, KOTOPbIE SIBASIOTCSI AAS HEFO OO BEKTUBHO 3HAYMMbBIMUA, U,
0643bIBAOLLVX 3AKA3UYMKA YCTAHABAMBATD B U3BELLIEHUN, BOMPEKW €ro NoTpebHOCTSIM,
TAKME TPEOOBAHMS K XAPAKTEPUCTUKAM OOBbEKTA 3AKYMKW, KOTOPBIE COOTBETCTBOBAAM
6bl BCEM CYLLECTBYIOLLMM BUACM TOBAPOB.

TAK, OCHOBHOM 30 AQ4YEN 30KOHOAQTEABCTBA, YCTAHABAVBAIOLLENO MOPSIAOK MPOBEAEHMS
3AKYMOK, SIBASIETCSI HE CTOAbKO obecneyeHre MOKCUMOAbHO LLMPOKOro Kpyra
YYOCTHUKOB 3AIKYMKU, CKOABKO BbISIBAGHME B PE3YAbTATE TOPrOB AULA, UCTIOAHEHME
KOHTPAKTA KOTOPbLIM B HOMOOAbLLEM CTEMNeHn ByAET OTBEYATb LEASIM 3OPEKTUBHOMO
NCMOAb30OBAHMS UCTOYHNKOB QUHAHCUPOBAHKS, MOEAOTBPALLIEHMS 3AOYMOTPEOASHU B
chepe 3aKyrnok TOBAPOB, PABOT, YCAYT AAS 06eCnedeHs ToCy AQPCTBEHHbIX U
MYHULIMMOABHBIX HYYKA..

Takmm 0B6pA30M, MPYV HOAUYKM Y 3AKAIYMKA MOTPEOHOCTU B MOAYYEHNM OMNPEeAEAESHHbIX
TOBOPOB, BECTU PEeYb O HEOOOCHOBAHHOM OMPAHNYEHNN UM KOAMYECTBA NOTEHLMAABHBIX
YYOACTHMKOB PA3MELLEHMS 3AKY KU HE MPUXOANTCSI.

Mpn 3ToM 3A9BUTEAD B YKAAODE HE YKA3LIBAET, KAKOM MMEHHO TOBAP U C KAKUMM
XAPAKTEPUCTUKAMM OH NMACHNPOBOA NMOCTABUTD U B YEM 3AKAKOYAETCS HOPYLLUEHME ero
MPAB, KAK YYOCTHUKA 3AKYMKN; KAKNE MMEHHO TEXHNKO-PYHKLUMOHAABHBIE
XAPAKTEPUCTUKM TOBART, YCTAHOBAEHHBIE 3AKA3UYMKOM, CO3AQIOT EMY HEMPEOAOAMMOE
NPEensaTCTBNE AAS YYACTUSI 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 COOTBETCTBOBAAN Obl BCEM
CYLLECTBYIOLWMM TUMAM, BUAOM, MOAEASIM TOBAPA. KpoMe TOro Y4ACTHUKM 3AKYTKN HE
HOAEAEHbI MPABOM OMPEAEASTb NOTPEOHOCTb 3AKA3YMKA, TAK KAK B CUAY 3AKOHA
NPABOMOYMST YCTAHOBAEHMS TPEOOBAHMIM K TOBAPAM (PABOTAM, YCAYraM)
NPeAOCTABAEHO 3AKA3YMKY.

OrpaHUYMBAET YCMOTPEHUE 3AKA3YMKA TOABKO TPEDOOBAHME O HEAOMYCTUMOCTU
OrPAHNYEHUSI KOHKYPEHLMN, ASMNCTBYIOLLLEE 3AKOHOAOTEABCTBO B Chepe
OCYLLECTBASHUS 3AKYTOK AOMYCKAET CAMOCTOSITEAbHOE OPMUPOBAHNE 3AKA3YMKOM
CBOEro 30KA3A, UCXOAS N3 MOTPEOHOCTEN MOCASAHETO.

B COOTBETCTBMM C YACTbIO 2 CTATbM 8 SAKOHA B ChHEPE 3AKYMOK KOHKYPEHLMS MoK
OCYLLECTBAEHNM 30KYMNOK AOAXKHA BblTb OCHOBOHA HO COBAKAEHNN MPUHLMMO
AOBPOCOBECTHOW LLEHOBOW U HELLEHOBOW KOHKYPEHLMN MEXKAY YHYACTHUKAMK 3AKYMOK B
LIEASIX BbISIBAEHWS AYYLLNX YCAOBKIM MOCTABOK TOBAPOB, BBIMOAHEHWUS PAOOT, OKA3AHMS
YCAYT. 3anpeLlaeTcs COBepLUEHNE 3AKA3YMKAMM, CRELMAANINPOBAHHBIMM
OPraHM3AUNSIMU, UX AOAYKHOCTHBIMU AULAMU, KOMUCCUSIMU MO OCYLLLECTBASHMIO 3AKYMOK,
YAEHOMU TAKMX KOMUCCUIN, YYOCTHUKAMM 30KYMNOK, ONEPATOPAMU SAEKTPOHHbBIX
NAOLLAAOK, ONMEPATORAMK CNELMNAANINPOBAHHBIX SAEKTPOHHbBIX MAOLLLAOAOK AtOBbIX
AEVICTBUI, KOTOPbIE MPOTUBOPEYAT TPEBOBAHMSIM HACTOSILLLErO DeAepPAAbHOroO 3aKOHA,
B TOM YNCAE MPUBOASIT K OFPAHNYEHNIO KOHKYPEHLMN, B YHOCTHOCTU K HEOOOCHOBOHHOMY
OrPAHNYEHUIO YNCAQ YHACTHVKOB 3AKYMOK.

Cam no cebe GaKT YCTAHOBAEHMS ONMPEAEAEHHBIX XAPAKTEPUCTUK K TOBAPY HE
CBUAETEABCTBYET OO OrPAHNYEHNN KOAMYECTBA YYOCTHUKOB POA3MELLIEHNST 3AKA3A.
OTCYTCTBUE Y KAKUX-AMOO AUL, 3ANHTEPECOBAHHBIX B 3CKAKOUYEHNE KOHTPAKTA,
BO3MOYKHOCTM MOCTABUTb TOBAP, COOTBETCTBYIOLLMM NOTPEOHOCTSIM 3AKA3UYMKA, HE
CBUAETEABCTBYET OO OrPAHNYEHVN YUCAT YYACTHNKOBR TOPI OB.

TaKyKe CAEAYET OTMETUTD, YTO YYACTHMKOM 3AKY KM MOXKET BbICTYMATb AOOOE AULIO, B
TOM YMCAE, HE SIBASIOLLIEECS MPOU3BOANTEAEM 3AKYNAEMbIX MEAVLVMHCKUX USAEAUI, B
CBSI3M C YEeM, 3aKYNAEMbI TOBAR MOr ObiTb MOCTABAEH HEOMPAHNYEHHBIM KDY OM
XO3SIMCTBYIOLMX CYOBEKTOB — MOTEHUMOAABHBIX YYACTHUKOB 3CKYMKM.

3AKOH He 0O13bIBAET 3AKA3YMKOB AOMYCKATb K YYACTUIO B 3AKYMKE BCEX XO3SIMCTBYIOLLMX
CYyOBEKTOB, IMEIOLLIMX HOMEPEHNE NMOAYYUTD MPUDBIAL B PE3YALTATE 3AKAOYEHMS
KOHTPAKTA. MHOE MpOTUBOPEUYNAO Bbl MPUHLIMIOM OTBETCTBEHHOCTM 33
PE3YAbTATUBHOCTb OBECNEeYEHMSsI FOCY AGPRCTBEHHBIX N MYHULIMMOABHBIX HY KA,
SPDEKTVBHOCTUN OCYLLIECTBASHMS 3AKYMNOK, HOMNPOBAEHHBIM HA LIEAEBOE 1 DKOHOMUNYECKN
2P DEKTVBHOE PACXOAOBAHNE BIOAYKETHBIX AEHENKHBIX COEACTB, COKPALLEHUS N3AEPIKEK
3AKA3YMKA 1 MPEANOAAIAIOLLMM HOAUYKME Y 3AKA3YMKA MPABA HA YCTOHOBAEHME B
30IKYMOYHON AOKYMEHTALMM CMOCODCTBYIOLLMX TOMY TPEOOBAHNM K YYOACTHUKAM 3AKYTIKU.

HEeBO3MOMKHOCTb OTAEAbHBIX YHYACTHMKOB 3AKYMOK MO KAKNM-ANBO MnEN4YNHAM
KOHKYPMPOBATb C MHBIMWN YHACTHMNKAMW PbIHKA HE SIBASIETCS MOBOAOM YYNTbIBATb AQHHbIE
OB CTOATEABCTBA 30KA3YMKOM npm OPMNPOBAHN ONNCAHS obbeKkTa 3AKYTMKWN.

Kommncers B Xxoae PACCMOTPEHUST AEAC MPOUXOAMUT K BBIBOAY, YTO COAEPIKALLIMECS] B
ocnapmBaeMblx NyHKTAX OnMCAHMST 0OBbEKTA 3AKYMKN TPEOOBAHMS K XAPAKTEPUCTUKAM
MOKA3ATEAEN HE HOCSIT OrPAHUYNTEABHbBIN XAPAKTEP W YCTAHOBAEHBI HE B MPOTVBOPEUME



C TPEOOBAHMSIMU 3AKOHA; OOBEKT 3AKYMKM ONMUCAH UCXOAS N3 UMEIOLLIMXCS]
NnoTpebHOoCTEN 3aKA3YMKA; YKA3AHHBIE 3AKA34YMKOM TPEBOBAHMS HE HOCSIT
NepPCOHNPULNPOBAHHBIM XAPAKTEP, PACMPOCTRAHSIIOT CBOE ASNCTBME HA
HEOMPEeAEAEHHbIN KPYT AUL, - BO3MOYKHBIX YYOCTHUKOB TOPIOB.

HeobxoAMMO OTMETUTb, YTO YCTAHOBAEHHbBIN CTATbEN 8 3AKOHA NPUHLMM oBecnedyeHms
KOHKYPEHLMM (CO3AQHMS PABHBIX YCAOBKIN AAST OBECnedeHns KOHKYPEHLMU MEXKAY
YYOACTHUKAMM 3AKYTMOK), POBHO KAK 11 KOPPECMOHAVPYOLLME STOMY MOUHLMMNY
CNeLMAAbHbBIE MOAOYKEHNS 3AKOHA, YCTAHABAMBAIOLLME 3AMNPET HA OrPAHNYEHE
KOAMYECTBA YYOACTHMKOB 3AKYMOYHbIX 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 CO3AOHUIO YCAOBUIN AAST AAUTEABHOTO

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

CornacHo yactn 4 ctatbn 106 3aKOHA YYACTHWK 3AKYMKM, MOACBLLUMA YXOAODY, BMPABE
NPEACTABUTb AASI PACCMOTREHMS YKOAODbBI MO CYLLECTBY MHOOPMALUMIO N AOKYMEHTDI,
NOATBEPKAQIOLLIIE OBOCHOBAHHOCTb AOBOAOB YXOAODHDI.

CAeAOBATEABHO, MPW PACCMOTPEHNM YKAAODBI B AHTVIMOHOMNOABHOM OpPraHe Bpems
AOKO3bIBAHMST S3AKOHOM BO3AArAETCS HAO AVLLO, MOAQBLLEE YKAAODY.

BBMAY TOrO, YTO MOAQYA YKAAODBI 3ASIBUTEAEM HA NMOAOMKEHMST AOKYMEHTALMM O 3AKYTKE
NPEANOAQIAET, YTO MOAOYKEHMSIMU YKAICHHOM AOKYMEHTALMN YLLEMASIKOTCS MOABA U
30IKOHHbIE MHTEPECHI KOHKPETHOMO YYACTHMKA 3AKY KU, MOAOYKEHME YaCTU 4 cTaTbk 106
YKO3bIBAET HA TO, YTO 3ASIBAEHHBIE AOBOABI AOAYKHBI MOATBEPMKAOTHCSI CBEAEHNSIMU UAK
AOKYMEHTAMM, MO3BOASHOLLIMMUN AHTUMOHOMOABHOMY OPIraHY YCTAHOBUTbL, YTO MMEKOTCS
OO BbEKTUBHbBIE HOPYLLEHNS TPEOOBAHMNA 3AKOHOAATEABCTBA O KOHTPAKTHOM CUCTEME B
chepe 3aKyrnoK ¥ BMECTE C TEM, HOPYLLEHbI MPABA U 30KOHHbBIE MHTEPECH! 3ASIBUTEASI.

Kak caeayeT 13 MOTEPUOAAOBR AEAd, 3ASIBUTEAEM TAKME AOKYMEHTbI MOUAOXMKEHBI HEe BbIAN,
OBOCHOBOHUI U OO BEKTUBHBIX AOKA3ATEABCTB HOANYMS B AGNCTBUSIX 3AKA3IUMKA
HAOPYLLEHVST 3OKOHA, MOMKUMO CyObEeKTUBHOWM OLEHKU 3AsBUTEAEM TAKUX ASNCTBUM, HE
NPEeACTOBAEHO.

MexXaHM3M 3ALLKTbl NPAB YYACTHUKOBR 3AKYMKM B AAMUHUCTPATVBHOM MOPSIAKE MYyTEM
PACCMOTPEHMS NX dKOAOD KOHTPOABHBIM OPIFAOHOM B ChHEPE 3AKYMOK, Yy CTAOHOBAEHHbBIN
FAOBOMN 6 3AKOHA, B COOTBETCTBMM C NMYHKTOM 2 CTATbU 11 MOAYKAQHCKOrO KOAEKCA
Poccumnckom Gepepaum AOAXKEH MPUMEHSITECS B CAYHASIX AENCTBUTEABHbBIX, O HE
MHUMBbIX HOPYLLUEHWI MPAB N 3AKOHHbBIX MHTEPECOB YYOACTHUKOBR 3AKYMKM N HE AOAYKEH
CO3A0BATb NPEAMNOCHIAKA AAST HOPYLLEHWS BbILLEYKA3AHHbIX MyOANYHBIX MHTEPECOB
(nyHKT 33 OB630pa cyaedbHom npakTnkn BepxorHoro Cyaa Poccumnckonm @epepaumm N 1
(2020), ytBEeprkaeHHoro MNMpea3nanymom BepxosHoro Cyaa Poccuickon Geapepaumm ot
10.06.2020).

Kpome Toro Tyabckoe Y PAC Poccum cumtaeT HEOOXOAMMbBIM OTMETUTD, YTO 3ASIBUTEAD,
KAK MOAQTEAD YKOAODbBI B AHTMMOHOMOAbBHbBIV OPraH 1 AULO, YHOCTBYIOLLEE B AEAE,
06930H BMECTE C >KOAODOW NMPEACTABUTb COOTBETCTBYIOLLIME €ro No3uumm
AOKO3ATEABCTBA, MOATBEPIKAAKOLLME MAM ONPOBEPTIAOLLME OCNAPMBAEMbIE



oBCTOATEABCTBA. KOK CAEAYET M3 MATEPUAAOB AEAQ, 3ASIBUTEAEM TAKNE AOKYMEHTHI
MNPUAOXKEHBI HE BbIAM, OBOCHOBOHUIN N OB BEKTUBHBIX AOKA3ATEABCTB HOAMYMS B
AEVICTBUSIX 3AKABYMKA HOPYLLUEHNST 3AKOHA, MOMUMO CYDHBbEKTVBHOW OLUEHKN 3ASIBUTEAEM
TAKNX AEVNCTBUIN, HE NPEACTABAEHO.

[NpK 3TOM rPAHKLBI QHTVIMOHOMOABHOIO KOHTPOAS TOPIOB OKAHYMBAKOTCS MU
AOCTMKEHUN BAAAHCA YACTHBIX U NYyBANYHBIX MHTEPECOB, HO HEOOXOAVMOCTb
COBAOAEHMS KOTOPOTrO YKA3AA KOHCTUTYLUMOHHBIN Cya Poccumckom Geapepaumm B
nocTtaHoBAEHMM OT 29.03.2011 N 2-I1, a Takyke CTABUABHOCTU My B ANYHBIX
NPABOOTHOLLEHUN. B TO <& camoe Bpemsl "OAAAHC" O3HAYAET POBHOBECKE U
POBHOMPABME CTOPOH B MyBANYHBIX MOABOOTHOLLEHMSIX, O HE CMELLEHNE BEKTOPA
OAMUHUCTPATVBHOWM 3ALLUTLI B CTOPOHY OAHOMO M3 YYOCTHUKOB TAKMX OTHOLLEH BE3
AOCTATOYHBIX K TOMY OCHOBQHWI.

Ob6paTHoe ByAET NPOTUBOPEUYNTb HE TOABKO BAAQHCY YACTHbBIX M MYDANYHBIX MHTEPECOB,
HO U MPUHUMNAM AOBPOCOBECTHOM PEAAM3ALMN 1 3ALLNTBI CBOUX MPOAMKAOHCKMX NPOB
(NyHKT 3 cTaTtbk 1 MNpoavkaaHcKoro Koaekca Poccumckon Qeaepaumm), HeAONMyCTUMOCTU
MN3BAEYEHUS MPENMYLLECTB M3 CBOErO HE3AKOHHOIO UAM HEAODBPOCOBECTHOIO
noeeaeHus (NyHKT 4 ctatbu 1 MoadkaaHckoro Koaexkca Poccumckom Geapepaumm) m
3noynotpedbaenHns npasom (NyHKT 1 ctaTtby 10 MoadkaaHCKoro Koaexkca Poccumckom
Pepepaumn).

AOBOAbI MOAQTEAEN YKANOD, CBSIBAHHBLIE C OMMCAHMEM OOBEKTA 3AKY MK W
YCTAHOBAEHMEM TPEOOBAHNM K TOBAPAM (HAMPUMEP, YHUKOABHBIX XOQPAKTEPUCTUK U
T.A.)., HE MOrYT BbITb MPW3HAHLE OB OCHOBAHHBIMKM 6E3 MPEAOCTABAEHMST AOKYMEHTOAbHbIX
AOKQ3ATEABCTB, MOATBEPKAQIOLLMX HEBO3MOXKHOCTD MPUOBPETEHNS U MOCTABKM
TOBAPA, COOTBETCTBYIOLLLETO MOTPEOHOCTSIM 3AKA3YMKA.

AOKQA3ATEABCTB TOr0, YTO 3ASIBUTEAD HE MOXKET MPUOBPECTN 1 MOCTABUTL TOBAP,
COOTBETCTBYOLLMN ONMCAHMIO OB6BbEKTA 3aKynKkmn, KOMUCCUM HE MPEACTABAEHO.

MW BbILLEYKA3AHHBIX OBCTOSATEABCTBOX KOMUCCHS MPUXOAUT K BEIBOAY O
HEOHOOCHOBOHHOCTU PACCMOTPEHHORO AOBOAC YKOAODBLI 3ASIBUTEASI.

Ha OCHOBAHUW BbILLEN3AOXKEHHOIO, PYKOBOACTBYSICb MOAOMEHMSIMM CTATbM 99, 106
3aKoHa, MNpasmAaamm, Kommccus,

PELLNAA:

MPW3HATL XXAAODY MHAMBUAYOAABHOTO NpeanpuHnMmaTens U.O.A. (Bx. Ne 2122/24 ot
04.04.2024) HO AEVNCTBUS TOCYAQPCTBEHHOIO YHPENKAEHMS 3APABOOXPAHEHNS
«/\EHMHCKAS1 PAMOHHAST BOABHMLIO» MPU ONPEAEAEHUN MOCTABLLMKA (MOAPSAUYMKA,
NCMOAHUTEAST) MYTEM MPOBEAEHNS SAEKTPOHHBIX AYKLUMOHOB HA MPABO 3AKAKYEHMS
KOHTPAKTOB HO MOCTABKY XUMUYECKMX BELLLECTB AAST BUOXMMMNYECKOrO AHOAM3ATOPA
(3akynka Ne 0366300092524000044) HeOBOCHOBAHHOW.

PelwieHmne Kommccmm MoykeT 6biTb 0O6XKAAOBAHO B CyAEOHOM MOPSIAKE B COOTBETCTBUM C
yacTbto 9 ctatbm 106 3aKOHQ.
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