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PEIIEHUE
1o aexy Ne 077/06/106-13661/2024 o napyumenunu
3aKOHOAATEJIbCTBA 0 KOHTPAKTHOM CHCTeMe

03.10.2024 r. MockBa

Komuccuss  VYmpasnenuss  ®DepepanbHON  aHTUMOHOMOJBHOM — CIIyKOBI 11O
. MockBe 1o KoHTpoutto B cepe 3akynok (nanee — Komuccust YrpapieHus) B COCTaBe:

[IpencenarenbCTBYOIIETO — [IABHOTO TOCYIApCTBEHHOIO HWHCIEKTOpa OTAEsa
oOxanoBaHus rocygapcTBeHHbIX 3akynok C.M. Kazapuna,

Unenos Komuccuu:

[maBHOTO TOCYIapCTBEHHOTO MHCIIEKTOpa OT/AeNa 00KaJOBaHMS TOCYIAPCTBEHHBIX
3akynok A.A. KyTeliHMKOBa,

Cneumanucra-skcriepra  OoTAeNa  OOXKaJOBaHUSL  TOCYAAPCTBEHHBIX  3aKyMOK
M.B.CopbyueBoii,

paccMOTpeHHEe KaJloObl TMPOBOAWIOCH JIUCTAHIIMOHHO (IIOCPEJICTBOM BHUJEO-
KOH(EPEHII-CBSI3H),

IIpY y4aCTHUH NPEICTABUTEIEH:

I'bBY3 «I'Kb Ne 52 JI3M»: I'ymuna C.B. (o noBepennoctu ot 17.03.2024 No23),

000 «Menkomunrep»: bazunesuu IO.U. (mo nposepenHoctu ot 20.08.2024
Ne2008),

paccmotpeB xanody OOO «MenkomuHTep» (najgee — 3asBUTENb) Ha JCUCTBUS
I'bBY3 «I'Kb Ne 52 JI3M» (nanee — 3aka34uK) Mpu IPOBEACHUHU JEKTPOHHOTO ayKIIMOHA
HA  MpaBO  3aKIIOYEHUS  TOCYTApCTBEHHOTO  KOHTpaKTa HAa  IOCTaBKYy

ANEKTPOXUPYPTrUUECKUX  MHCTPYMEHTOB (Hacagky  PYKOSATKH) (3akynka ~ Ne
0373200017424000834) (manee — 2JIEKTPOHHBIM ayKIMOH, ayKIMOH) B COOTBETCTBHH C
®denepanpupiM 3ak0oHOM 0T 05.04.2013 Ne44-D3 «O KOHTpaKTHOM cHUcCTeMe B cdepe
3aKyIOK TOBAapOB, pabOT, yCayT AJjisl 00eCredeHus: TOCYJapCTBEHHBIX U MYHUIIMIATbHBIX
HYX» (Hanee — 3aKOH O KOHTPAKTHOI CUCTEME),
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YCTAHOBMUJIA:

B MockoBckoe Y®AC Poccum noctynmia xanoba 3asBUTENsT Ha JACHCTBUS
KOMHUCCHUHU IO OCYHIECTBIICHHIO 3aKyINOK 3akKa3uuka (J1ajiee - KOMUCCUS 3aKazuuKa) Mpu
MIPOBEACHUU IEKTPOHHOTO ayKIIMOHA.

B pesynbrare paccMoTpeHus Kano0bl, pACCMOTPEB MPEACTABICHHbBIE TOKYMEHTHI U
ceenenus, Komuccust YnpasieHust ycTaHOBHIIA CIIEAYIOIIEE.

3asBuUTENb OOXKamMyeT JEWCTBUS KOMUCCUM 3aKa3uuKa, BBIpAa3UBIIUECS B
HETPaBOMEPHOM OTKJIOHEHUU CBOECH 3asIBKHU.

ComtacHO  TPOTOKOJY — TMOABEICHUS  MTOTOB  OMNPEACIICHUS  MOCTaBIIUKA
(monpsimuuka, ucnoauutens) oT 25.09.2024 NelIDAT1 3asBka OO0 «MenakoMUHTEP» C
uneHTuukanuoHHpiM HoMepoM 1079976 oTkiOHEHa Ha CIEAYIONEM OCHOBAaHUM:
«Hecoomeemcmeue ceedenuil, YKA3aHHLIX 6 3asA6Ke YUYACMHUKA, MPeOOBAHUAM
Texnuuecko2o 3a0anus , @ UMEHHO YKA3AHHbLE YUACMHUKOM C8E0EHUS O COBMECMUMOCMU
c eenepamopom G 11 aensromes neoocmogepHvimu Ha ocHoganuu nucoma 01H1-400/23 om
22.05.2023 Poczopasnaoszopa u 6 coomeemcmeuu ¢ nucomom Nel305-5/24 om
13.05.2024 OO0 «/[rconcon & [[piconcony» o coemecmumocmuy UHCMPYMEHmos, HAca0OK
u pykoamox c¢ Ienepamopom osnexmpoxupypeuueckum, yavmpaszgykoeim GlI. (B
coomeemcmeuu ¢ n. 1 u.12 cm. 48 @edepanvrozo 3axona om 05.04.2013 2. No 44-D3) .

Cormmacuo 1.1, m.3 4.2 cr.42 3akoHa O KOHTPAKTHOM CHCTEME, H3BEIICHHE 00
OCYILECTBIICHUHN 3aKylKH JOJKHO COJIEpkKaTh AJIEKTPOHHBIE JOKYMEHTBbl C OMUCAHUEM
0o0bEeKTa 3aKynKH B COOTBETCTBMM CcO CT.33 3akoHa O KOHTPAKTHOM CHCTEME, C
TPEeOOBAHUSMU K COACP)KAHUIO, COCTABY 3asBKM Ha Y4acTHE B 3aKYIKE B COOTBETCTBUHM C
3aKOHOM O KOHTPaKTHOM CHCTEME M MHCTPYKIHMS II0 €¢ 3amojHeHuio. IIpm stom He
JIOMTYCKAeTCs YCTAHOBJIEHUE TPEOOBAHMI, BIEKYIIUX 3a COOOW OrpaHMYECHHE KOJIMYECTBA
YYaCTHUKOB 3aKYTIKH.

Cornaco m.1 u.l c¢1.33 3akoHa O KOHTPAKTHOM CHCTEME B OIIMCAaHMH OOBEKTa
3aKYIKH YKa3bIBalOTCs (PyHKIIMOHAIbHBIE, TEXHUYECKUE U KaUeCTBEHHbIE XapaKTePUCTUKH,
AKCILTyaTallMOHHbBIC XapaKTEPUCTUKU 00BEKTa 3aKyNKHU (TIPU HEOOXOIUMOCTH).

CommacHo 4.2 ¢1.33 3akoHa O KOHTPAKTHOM CHUCTEME OINHMCaHHE OOBEKTa 3aKYIKHU B
COOTBETCTBHUH ¢ TPcOOBAaHUSIMU, YKa3aHHBEIMHU B 4. 1 ¢T. 33 3aKkoHa 0 KOHTPAKTHOU CHCTEME,
JIOJKHO COZIeprKaTh MOKAa3aTelu, MO3BOJSIONINE OMPENEIUTh COOTBETCTBUE 3aKYIMAaEMbIX
TOBapa, paboOThl, YCIYrH YCTAaHOBIIEHHBIM 3aka3dyukoM TpeOoBanHusiM. I[lpu sTOoM
YKa3bIBalOTCS MaKCUMaJlbHble W (MJIM) MUHHMMAaJIbHBIE 3HAYEHUs TaKUX IOKa3aTelel u
(1K) 3HaYEHUA MOKa3aTeNie, KOTOPhIE HE MOTYT U3MEHSATHCS.

Komuccuelr VYnopapineHusi yCTaHOBJIEHO, 4YTO B ONUCAHUM OOBEKTA 3aKYNKHU
W3BEIICHNUS OO0 OCYIICCTBICHHH OJJIEKTPOHHOTO ayKIMOHA 3aKa3dMKOM YCTaHOBJICHBI
TpeOOBaHMS K 3aKymmaeMbIM ToBapaM «Hacajka pyKOsSTKH YJIBTPa3BYKOBOH XHPYprudecKom
CUCTEMBI JUIsi MSTKHUX TKaHEW, OJHOPA30BOro HCHoJb30BaHUs» mno3unuun KTPY
32.50.50.190-00000078, B ToM unciie: « Cosmecmumocms. I enepamop G11».

ComtacHo 4.1 ¢1.49 3akoHa 0O KOHTPAKTHOW CHCTEME 3asBKa HA y4aCTHE B 3aKYIIKE
JOJDKHA COZAEPKaTh MHMOPMAITUIO U JOKYMEHTHI, TPEAYCMOTPEHHBIE MIL«M» - «I» 1.1,
OI.«a» - «B» Mm.2, m.5 4.1 cT.43 3akoHa O KOHTPAKTHOU cHcTeMeE. 3asiBKa TAKKE MOXKET
coJiepKaTh HHPOPMAITUIO U TOKYMEHTHI, MPETYyCMOTPEHHBIC MIT.«1» 1mM.2 4.1 cT.43 3akoHa
O KOHTPAKTHOU CHUCTEME.

B cootBerctBuu € m. 2 4. 1 cT. 43 3akoHa O KOHTPAKTHOW CUCTEME IJIsl y4acTHUs B
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KOHKYPEHTHOM CIoco0e 3asBKa Ha y4acTHE B 3aKyIKe JIOJDKHA CONEepKaTh IMPEIJIOKCHHE
y4aCTHUKA 3aKyIKH B OTHOIIIEHUU 00BEKTA 3aKyIIKH:

a) C y4eTOM ITOJOKEHHUH 4. 2 ¢T.43 3aKoHa 0 KOHTPAKTHON CHCTEME XapaKTEPpHUCTHKHU
MpeJjJaraéMoro y4acTHHKOM  3aKylKM TOBapa, COOTBETCTBYIOIIME IIOKa3aTeisM,
YCTaHOBJICHHBIM B OIMCAHMH OOBEKTa 3aKYIKH B COOTBETCTBHM C 4. 2 cT. 33 3akoHa o
KOHTPAKTHOM CUCTEMe, TOBapHBIN 3HAK (IIPY HAIMYUM Y TOBapa TOBAPHOTO 3HAKA);

0) HaWMEHOBAaHHMEC CTpPaHbI IIPOMCXOXKJICHHUS TOBapa B  COOTBETCTBUH C
OOIIEPOCCUNUCKUM KJIAaCCU(DUKATOPOM, UCIIOJIb3YEeMbIM JJISI UJASHTU(UKAIIUYA CTpaH MHPA, C
YYETOM IOJIOKEHUM 4. 2 CT. 43 3aKOHA O KOHTPAKTHOW CHCTEME;

B) JOKYMEHTBHI, NOATBEP)KIAIOIIME COOTBETCTBHE TOBapa, padOThl WM YCIyTH
TpeOOBaHUSIM, YCTAHOBIEHHBIM B COOTBETCTBHHM C 3aKOHOMATEILCTBOM POCCHUICKOU
denepanmu (B ciydyae, €CIM B COOTBETCTBHHM C 3aKOHOJATCIBCTBOM Poccuiickom
denepani yCTaHOBJICHBI TpeOOBaHMS K TOBapy, paboTe WM YCIyre M NPEACTaBICHUE
YKa3aHHBIX JOKYMEHTOB IIPEAYCMOTPEHO M3BEIICHHEM 00 OCYIISCTBICHUHM 3aKYIIKH,
JIOKyYMEHTAIMEH O 3aKyIKe, eciii HactosamuM denepallbHBIM 3aKOHOM ITpEIyCMOTpPEHA
JIOKYMEHTAIIUS O 3aKymke). 3aka3dyhK HE BIpaBe TPeOOBATh IPEJCTABIIEHUE YKa3aHHBIX
JIOKYMEHTOB, €CJIH B COOTBETCTBUHU C 3aKOHOJATEIbCTBOM Poccuiickoit denepanuu OHU
MEPEAIOTCS BMECTE C TOBAPOM;

I') C YYETOM IOJIOKEHUH 4. 2 cT. 43 3aKoHa 0 KOHTPAKTHOHN CHCTEME IPEIIOKEHUE 110
KPUTEPUIM, MPEAyCMOTpPeHHBIM 1. 2 ¥ (mmm) 3 4. 1 cr. 32 3akoHa O KOHTPAKTHOH
cucTteme(B ciydae IIpOBEIACHUS KOHKYPCOB M YCTAHOBJICHUS TakuX KpuTepHen). Ilpu 3Tom
OTCYTCTBHUE TAKOTO MPEJIOKEHUS] HE SABJISIETCS OCHOBAHMEM JJIsl OTKJIOHECHMS 3asiBKM Ha
y4acTHE B 3aKYTIKE;

) uHBIE MHGOpMAIUI M JOKYMEHTBHI, B TOM 4YHCJIE 3CKH3, PHUCYHOK, YEPTEK,
dbotorpadus, nHoe n300pakeHUE MpeAIaracMoro y9acTHUKOM 3aKylnKH ToBapa. IIpu 3Tom
OTCYTCTBHUE TaKMX MH(POPMAIIUHU U IOKYMEHTOB HE SIBJISICTCS OCHOBAHUEM JUISI OTKIIOHEHUS
3asBKM HA y4aCTHUE B 3aKyIIKE.

Komuccueit VYmpapieHuss yCTaHOBJICHO, 4YTO 3asgBHTEIIb B COCTaBE 3asBKU
MPOJICKJIApUPOBal  COITIaCMe Ha TIIOCTaBKy TOBAapOB Ha YCJIOBUAX W3BCIICHUS O
OCYILIECTBJICHUH 3aKyIIKH, a TAK)Ke IIPEIOCTABHII CBEICHUS O IPEJIOKECHHBIX K ITOCTAaBKE
toBapax «Hacagka pyKOSTKH YIBTPa3BYKOBOM XUPYPrUUECKOM CHCTEMBI JJIS MSITKHX
TKaHEeW, OJHOPA30BOIO HCMOJIb30BaHUSA», B 4YacTHOCTU: «Coemecmumocmo. [enepamop
Gll».

OnpnoBpeMeHHO ¢ 3TuM Komuccuei YipaBiaeHus yCTaHOBJICHO, UTO B COCTaBE 3asBKU
3asBUTENSL  TPEACTABICHO  PETUCTPAIMOHHOE  YAOCTOBEPEHHE Ha  MPEAJIaraémMoe
MmeaumuHackoe u3nenue Ne P3H 2020/10213 ot 10.11.2023.

Commacuo 4.l c¢1.106 3akoHa O KOHTPAKTHOM CHCTEME JIMIa, IIpaBa M 3aKOHHBIC
WHTEPECHl KOTOPBIX HEIOCPEACTBEHHO 3aTParuBalOTCS B PE3YJIbTaTe PacCMOTPEHHS
’KaJIOOBI, BIIpaBE HANpPaBHThL B KOHTPOJBHBIH OpraH B cdepe 3aKyIllOK BO3Pa)KCHHUS Ha
*ao0y, y4acTBOBATh B €€ pPACCMOTPEHUH JTUYHO UJIM YePe3 CBOUX MPECTABUTEIICH.

Ha 3acemanmu Komuccum VYhpapieHus 3aka3uuK IOSCHUII, YTO 3asBHUTEIIEM
npeajaraeTcs MeauIMHcKoe u3aenue «Ckanabnenb yIbTPa3ByKOBOM OJHOPA30BLIA MOACIIH:
CS3605H, CS2305H, CS1405H, CS3605P, CS2305P, CS1405P» peructpaiioHHOE
ynoctoBeperre Ne P3H 2020/10213 ot 10.11.2023.

B coorBerctBun ¢ mmcemMoM Nel305-5/24 ot 13.05.2024 OOO «/I>xoncon &
JI>KOHCOH» O COBMECTMMOCTH HWHCTPYMEHTOB, HAcaJOK U PYKOSITOK ¢ I[eHeparopom
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BJIEKTPOXUPYPIrUUECKUM, YITPa3ByKOBbIM G11 BhIICyKa3zaHHBIC U3CIIMS IPEAJIOKECHHBIC
3agBUTEIEM HE BXOIAT B IIepeueHb  M3JCIHH, COBMECTHMBIX C MEIUIIMHCKAM
U3CIINEM «I'eneparop AJICKTPOXUPYPTUUCCKUM, YIBETPa3BYKOBOM Gl11, C
MIPUHAJIC)KHOCTAMIWY MPOM3BOJIcTBA ITUKOH DHA0-Cepmxepu, I1-21-Cu, CIIA, PY Ne
dC32012/11599.

Kak  ykazaHo mnpousBoguTeiaeM - npuMeHeHne MM ¢ HeaBTOpPHU30BaHHBIMU
MEIUIIMHCKUMH M3JICNIMAMU JIPYTHX IIPOU3BOAUTENCH, a TaK)KEe ¢ HEJOOPOKaYeCTBEHHBIMHU
WU KOHTpa(haKTHBIMH MEIUIMHCKHUMH M3JIEIUIMH MOXKET IIPHMBECTH K IIOTEpE
TEXHUYECKMX W JKCIUTyaTallMOHHBIX CBOMCTB IeHeparopa Gl1, a Takke NpUUYMHEHUIO
Bpeia )KU3HU, 3/I0POBbIO MAIIMEHTOB U MEUIIMHCKUX paOOTHUKOB.

CornmacHo pykoBoacTBa mosib3oBareis I'eneparopa G111, omuceiBaeTcss COBMECTHAasI
paboTta TOJIBKO ¢ METUIIMHCKUMU M3AeTUAMH «['apMOHUK» U « DHCHID».

Takum oOpas3oMm, CKajlbleiab YIBTPa3BYKOBOM omHopa3oBblii Momean CS3605H
CS2305H CS1405H CS3605P CS2305P CS1405P (PY P3H 2020/10213, mpown3BoacTsa
«Pmu Cepmukai, Unak.», Kurait) He MOKeT OBITh IIPH3HAH COBMECTUMBIM C UMEIOIIUMCS Y
3aka3umuka I 'eneparopa G11 mo nmpuynHE OTCYTCTBUSA B SKCINIYaTAlIMOHHON M TEXHUYCCKOMN
JoKyMeHTauuu npousBoautenis [enepartopa G11 ykazanue Ha COBMECTUMOCTbH C JAHHBIM
W3JCITAEM.

Taxxke cornacHo muceMy PocsmpasHan3zopa ot 22.05.2023 Ne 01M-400/23 «O
0C30ITaCHOCTH  MEIUIMHCKMX  W3JCNHily, MeauimHckoe  m3menue  «Ckanblienb
YIBTPA3BYKOBOM OJHOPA30BBLIM, B BapHaHTaX MCIOJHEHHUS», MNOPOU3BOACTBA «Puu
Cepmxukan, Muk.», Kurali, perucrpanmuonnoe ymoctoBepenue Ne P3H 2020/10213 ot
14.09.2022, coBMECTUMO C MEIUIIMHCKUM M3JeaneM «l eHepaTop 3NEeKTPOXHPYPrudecKui,
yaerpa3BykoBoit CSUS 6000», mpomsBoactBa «Pmu Cepmxmkan, HWek.», Kuraii,
perucrpanronnoe ynocroseperue Ne P3H 2020/10143 ot 14.09.2022, cpok OEWCTBHUSA HE
OrpaHMYEH - BO3MOXXHOCTH COBMECTHOIO IIpMMEHECHUS MEIUIIMHCKOTO U3ACIUS C
MEIUIIMHCKUM Hu3neianeM «leHepaTop dIIEKTpOXHUPYPrudecKuii, yabprpasBykoBoir Gll1, ¢
MPUHAIJICKHOCTAMHU', TPOU3BOACTBA «ITHKOH OHOo-Cepmxkepu, On-On-Cuy», CIIA,
peructparuorHoe ymocroBepenue Ne @C3 2012/11599 ot 29.08.2022, cpok neiicTBHS HE
OTpaHUYCH, HE TTOATBEPKACHA.

B cuny 4.4 ¢1.106 3akoHa O KOHTPAKTHOM CHUCTEME YYaCTHUK 3aKyIKH, IOJABIIMIA
*ao0y, BIpaBe MPEJICTaBUTh JIJII PAaCCMOTPEHHUS KaJlo0bl MO CYIIECTBY MH(POPMAILIUIO U
JIOKYMEHTBI, MMOATBEPKIAI0IINE 000CHOBAHHOCTD JIOBOJIOB KaJI0OHI.

Ha 3acemanmm Komwmccnu VYmopaBieHMsS NOpeaCcTaBUTENb 3asBUTENS yKazall, dYTO
COIVIACHO HMHCTPYKIHMH MO TpuMeHeHNI0 CKabIlens YIbTPa3BYKOBOIO OJHOPA30BOTO,
monenmu CS3605H, CS2305H, CS1405H, CS3605P, CS2305P, CS1405P npowusBojacTBa
Reach Surgical, Inc (PY or 10 mosops 2023 roma P3H Ne 2020/10213) ckanpnenn
HCIIOJIB3YIOTCS COBMECTHO C T€HEPATOpaMHU, 3apErUCTPUPOBAHHBIMU HA TeppUTOpUU PD*:

1. «I'eneparop AJICKTPOXUPYPIrUUeCKU, YIABTPa3BYKOBOM Gl11, C
MPUHAIJICKHOCTIMUY, NOpou3BoAcTBa «OTukoH OHI0-Cepmxkepu, On-On-Cu» CIIA,
Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo, Puerto Rico 00969, USA
(Perucrpamnmonnoe ynocrosepenne Ne ®C3 2012/11599).

2. «'enepaTtop  dIeKTpoxXupyprudeckuii, yiaprpa3BykoBori CSUS 6000y,
npousBoacTBa komnanun «Puu Cépmxukan, Muak», Kwurai, Reach Surgical, Inc., 120
Xinxing Road, West Zone, TEDA, 300462 Tianjin, China (Perucrpanuonsoe
ynoctroBeperre Ne P3H 2020/10143).
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IIpu »ToM mocie mmcbMa PocsapasHagzopa ot 22.05.2023 Ne 01M-400/23
MIPOM3BOAUTEIIEM BHECEHBI H3MEHCHHS B PETHUCTPAIlMOHHOE J0Che M HHCTPYKIHMS Ha
MEIUIIMHCKOE H3JCIIHE, pa3MEIIeHHas BMECTE C PETHCTPAIlMOHHBIM YIOCTOBEPECHHEM OT
10.11.2023, COJICPKUT MH(bOPMAITHIO 0 COBMECTUMOCTH c «I'eneparop
BJIEKTPOXUPYPrudeCcKuii, yapTpa3BykoBori Gll, ¢ NpuHAAICKHOCTIMHY», MTPOU3BOJICTBA
«9tnkoH DHAo-Cepmxepu, Di-Oi1-Cu» CIIA, Ethicon Endo-Surgery, LLC, 475 Calle C,
Guaynabo, Puerto Rico 00969, USA (Peructpammonnoe ynocroBepenune Ne OC3
2012/11599).

N3yunB mpencTtaBieHHbIE JOKYMEHTHI U cBeleHus, Komuccus ycTaHOBHIA
cieayrouiee.

B cuny 4.4 ¢1.38 ®denepansHoro 3akoHa «O0 oCHOBaX OXpaHBI 3I0POBbS I'PakJiaH B
Poccniickoit deneparm» ot 21.11.2011 Ne323-D3 (manee — 3akoH 00 0CHOBaX OXpaHBI
300POBbS I'pakdgaH), Ha TeppuTopun Poccuiickonn Penepanuu paspeniaercs oOpallleHHue
MEIUIIMHCKUX  W3JCJIMH,  3apEeTMCTPUPOBAHHBIX B MOPSJKE,  YCTAHOBJICHHOM
[TpaButenbctBoM Poccuiickoit denepaiiny, yrolHOMOYEHHBIM UM (eiepaibHbIM OPraHOM
WCHOJHUTEIILHON BJIACTH.

IToctanoBnenuem IlpaBurenncTBa Poccuiickont denepanmu ot 27.12.2012 Ne 1416
«O06 ytBepxkaenun IlpaBua rocymapCTBEHHOM PETHUCTPAIlMA MEIUIIMHCKUX W3S
YTBEPKACHBI MpaBUjia TOCYAapCTBEHHOW pErucTpaluu MEAUIIMHCKUX U3Ienuil (nanee —
[IpaBuna).

B coorBercTBHHM ¢ 1.2 IlpaBui rocymapCTBEHHOM PETHMCTPAIlAM ITOJJIC)KAT JIIOOBIE
WHCTPYMEHTBI, ammaparbl, NpHOOpHI, 00OpPydOBaHHE, MaTepHajbl W IpOYHe H3JICIIHS,
MIPUMEHSIEMbBIE B MEIUIIMHCKUX IIEIAX OTICILHO MJIM B COUETAHUH MEXKIAY COOOM, a TaKxke
BMECTE C JAPYTMMM NPHHAIICKHOCTIMH, HEOOXOAMMBIMHU IS IPUMEHEHMS YKa3aHHBIX
W3JCNIMi 110 HAa3HAUEHWIO, BKIIIOYAs CIICIMAJILHOE IIpOrpaMMHOE OOCSCIICUCHUE, U
MIpeIHa3HaUYCHHbBIC MMPOU3BOAUTENEM (M3TrOTOBUTEIEM) IS NPO(MHMIAKTHKY, JHATHOCTHKH,
JICUEHUST W MEIWIMHCKOM peabmiMTany 3a00JIeBaHUM, MOHHUTOPHMHIA COCTOSIHHS
OpraHM3Ma 4YeJIOBEKa, MPOBEICHHS MCEIWIIMHCKUX HCCJICIOBAaHUM, BOCCTAHOBJICHHS,
3aMeEIlCHNs, W3MEHEHHS aHATOMUYECKOH CTPYKTYpPhl WM (H3HOJOTMYECKUX (DYHKIMI
Oopranus3Ma, IIpeJOTBpAIllCHUS WA IpepbIBaHUS OEPEMEHHOCTH, (YHKIIHOHAJIBHOE
Ha3Ha4YCHHE KOTOPBIX HE peaanu3yeTcst MyTeM (hapMaKoJIOrMYeCcKOro, MMMYHOJIOTHYECKOTO,
TEHETUYECKOTO MIJIM METa00IMIECKOTO BO3ACHCTBUS Ha OPTaHU3M YeJIOBEKa.

I[1.6 IlpaBun yCTaHOBJICHO, 4YTO JOKYMEHTOM, IOATBEPKIAIOMMM  (DaKT
TOCY/IapCTBEHHOM PErUCTpallii MEIMIIMHCKOTO U3JIENUs, SBIISETCS PErucTPallMOHHOE
YJI0CTOBEPEHUE HA MEJIUIIMHCKOE U3/ICIIHE.

C y4eToM BBIIIEU3I0KEHHOTO, NCHCTBYIOIINM 3aKOHOJATEILCTBOM IIPEIYCMOTPEHO,
YTO 00s3aTEIbHBIM JIOKYMEHTOM, IIOATBEPXKIAIONIMM BO3MOXKHOCTE 00OpoTa Ha
Tepputopun Poccuiickorn denepann MEAULIUHCKOIO M3AEIUA, 3a UCKIFOUEHUEM CIIy4acB
MPSIMO MIPETyCMOTPEHHBIX 3aKOHOM, SIBJISIETCS PETUCTPAIMOHHOE YI0CTOBEPEHUE.

[Ipu 3Tom 11.4 [IpaBrJI B TOM YKCIIE ONPECIICHBI CIEAYIOIIUE ONPEICIICHUS:

- «PETUCTPAIIMOHHOE JIOChE» - KOMIUIEKT JOKYMEHTOB, IPEACTABISICMBIX IS
TOCYIapCTBEHHOM PETHUCTPALMH, BHECEHNUSI N3MEHEHNUM B TAKUE JOKYMEHTHI, a TAKKe KOITUH
pELICHHUH, TMPUHATBIX PETUCTPUPYIOIIMM OpPraHOM B  OTHOILICHUM  KOHKPETHOIO
MEIUIIMHCKOTO U3JIEINS;

- «TEXHWYECKas JOKYMEHTAIlMS IIPOU3BOAUTENS (M3rOTOBUTEINA)» - HOKYMEHTHI,
pErIaMEHTUPYIONIUE  KOHCTPYKIMIO  MEIUIIMHCKOTO  W3JEusl, YCTaHABJIMBAIOIIWE
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TEXHUUYECKHE TPeOOBaHUS M CONEpXKAIllME JIaHHBIE JUIsl €ro pa3paboTKH, MPOU3BOCTBA,
MPUMEHEHHUsI, JKCIUTyaTallii, TEXHUYECKOro OOCTY>KUBAHUS, PEMOHTA, YTWIM3ALUUA WU
YHUYTOXKECHUS;

- «HOPMATHBHAsl JOKYMEHTAIUs» - JOKYMEHTHI, PErIaMEHTUPYIOIIUNE TpeOOBaHUS
0€30MMacHOCTH, Ka4eCTBa, a TaKXKe MpeanonaraeMyro 3(pQGeKTUBHOCTh MPEayCMOTPEHHOTO
OPUMEHEHUS] W METOIbl KOHTPOJII COOTBETCTBUSI MEIUIIMHCKOTO M3JENHUS JTUM
TpeOOBaHUSAM;

- (OKCIUTyaTalluOHHAs  JOKYMEHTAIlMs IPOU3BOAMUTENS  (M3TOTOBUTENSA)» -
JIOKYMEHTBI, TMpeIHAa3HAUYCHHbIC [IJI1 O3HAKOMJICHUS TMOTPEOUTENs] C KOHCTPYKIUEH
MEIUIMHCKOTO U3JIENHsl, PErIaMEHTUPYIOIIME YCIOBHS M TMpaBWiIa SKCILTyaTaluu
(MCTIONBb30BaHUE 110 HA3HAYCHUIO, TEXHUYECKOE OOCITYXKMBAaHUE, TEKYIIUH PEMOHT,
XpaHEHUE U TPAHCIOPTUPOBKA), TapaHTUPOBAHHBIC IPOU3BOAUTENIEM (M3TOTOBUTEIIEM)
3HAYEHUsT OCHOBHBIX MMapaMeTpPOB, XapaKTEPUCTUK (CBOMCTB) MEIUIIMHCKOTO W3CIHS,
rapaHTUHHBIE 00S3aTENLCTBA, a TAK)KE CBEJICHUS O €r0 YTUIIN3AIUN WIN YHUITOKCHUU.

Cormacao mm.«o» - «a» 110 TlpaBum mius TOCYmapCTBEHHOW pPETHUCTPAINH
MEIUIIMHCKOTO U3JIETUs MIPEACTABISIOTCS B TOM YUCIE TaKUE JOKYMEHTHI KakK:

- CBEJICHUSI O HOPMATUBHOM JOKYMEHTAIIMU HA MEAUIIUHCKOE U3/ICIIHE;

- TeXHUYECKass  JOKyMEHTallus  Tpou3BoauTeNsl  (M3TOTOBUTEINS)  Ha
MEJIUIIMHCKOE U3/EITUE;

- AKCIUTyaTallMOHHAs JIOKYMEHTAIMsl TPOU3BOAUTENS (M3rOTOBUTENS) Ha
MEJUIIMHCKOE U3JIeTIue, B TOM YHCIIe UHCTPYKIHUS 110 MPUMEHEHUIO UM PYKOBOJICTBO IO
AKCIUTyaTallyu MEIUIIMHCKOTO U3/Eus;

- dboTorpaduueckue u300paKeHHs OOIIETO BUJA MEIUIIMHCKOTO U3ICIus
BMECTE C TMPUHAMICIKHOCTAMH, HEOOXOMUMBIMU [JIi TPUMEHEHUS MEIUIIMHCKOTO
U3JIeNs 110 Ha3HauYeHUIo (pa3mepoM He MeHee 18 x 24 cantumerpa).

CornacHo 4.11 c1.48 3akoHa 00 OCHOBax OXpaHbl 370POBbS TpaxiaH B
rOCYIapCTBEHHBIN peecTp MEIUIIMHCKUX H3ACIUNA U OpraHu3aiuid (MHIUBUAYAIbHBIX
npeanpuHUMAaTeNei), OCYIIECTRISIOMMX MPOU3BOJCTBO M M3TOTOBJICHUE MEIUIIMHCKUX
W3JIeJINI, BHOCSTCS CIEAYIOUIME CBEACHUS:

1) HauMeHOBaHKUE METULIMHCKOTO U3/CIHS;

2) para TOCYJApCTBEHHOW PETHCTpAaIliyd MEIUIMHCKOTO U3JeNUus U €ro
PETUCTPALIMOHHBIN HOMEP, CPOK JIEUCTBUS PETUCTPALIMOHHOTO YI0CTOBEPEHMUS;

3) Ha3HAUYEHHE MEAUIIUMHCKOTO U3/IEHsl, YCTAHOBJIEHHOE MTPOU3BOAUTENIEM;

4) BUJ MEIMITMHCKOTO U3JICIIHS;

5) KJ1acc MOTEHIMAIBLHOTO PUCKA MPUMEHEHUS METUIIUHCKOTO U3/IeIus;

6) xon OO1IepOoCCUicKOro Kiaccupukaropa MpoayKIMH M0 BUIAM YKOHOMUYECKON
JIEATEIbHOCTH;

7) HaMMEHOBaHUE M MECTO HAXOXKJICHUsS IOPUAUYECKOTO JIUIA - YIIOJTHOMOYEHHOTO
MIPEACTABUTEIS TPOU3BOAUTEINS (M3TOTOBUTEINS) MEIUIIMHCKOTO W3IETUs W (HaMIuIHs,
uMs W (ecimd  MUMeeTcs) OTYECTBO, MECTO JKUTEIbCTBA  WHJMBHUIYaJIbLHOTO
NpEANPUHUMATENS - YIIOJTHOMOYEHHOTO MPEACTABUTENS MPOU3BOAUTENS (M3TOTOBUTEA)
MEIUIIMTHCKOTO U3/eus;

8) HaMMEHOBAaHME M MECTO HAXOXJEHUS OpTaHU3alUu - [POU3BOIUTENS
(M3roTOBUTENSA) MEAUIIMHCKOTO U3Jeaus Wiu GpaMuiiusi, uMs U (€ClId UMEETCs1) OTYECTBO,
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MECTO  KUTEJIbCTBA  HWHIAWBUAYAIBHOTO  MPEANPUHUMATENS -  [POU3BOAUTENS
(M3roTOBUTENSA) MEAUIIMHCKOTO U3JIEIIHUS;

9) anpec MecTa MPOU3BOACTBA UM U3TOTOBJICHUS METUITUHCKOTO U3/IEIus;

10) cBeneHuUs O B3aMMO3aMEHSIEMbIX MEIUIIMHCKUX U3IENUSIX;

11) unsie ceaenus, onpenensemsie [IpaButensctBoM Poccuiickoit @eaepanuu.

CornacHo 11.6 [IpaBun BeieHUsI TOCYJapCTBEHHOIO peecTpa MEAULIMHCKUX U3IETUN
M opraHu3anvii  (MHAMBUIYAJIbHBIX  MOpPEANPUHUMATENCH),  OCYIIECTBIISIOMINX
MPOU3BOJICTBO M  M3TOTOBJICHUE MEIMIIMHCKUX  W3JIEJIUM, YTBEPXKJACHHBIX 1.1
nocranoBnenust [IpaBurensctBa PO ot 30.09.2021 Nel650 «O6 yrBepxknennu [IpaBuin
BEJICHUS TOCYJAapCTBEHHOIO peecTpa MEAUIMHCKUX M3JIeIUd W OpraHu3anuu
(MHAMBUOYAIbHBIX  MPEANPUHUMATENEH),  OCYIIECTBIAIONIMX  MPOU3BOJICTBO U
W3TOTOBJIECHUE MEAMIMHCKUX U3JEJIHUM, O BHECEHMHM U3MEHEHHS B TIepeyYEeHb
HOPMaTUBHBIX NIPABOBBIX aKTOB U T'PYIIII HOPMATUBHBIX IPaBOBBIX akTOB [IpaBuTenbcTBa
Poccuiickonn @enepanuu, HOPMATUBHBIX MPABOBBIX AKTOB, OTIEJIBHBIX TOJIOKECHUU
HOPMAaTUBHBIX MPABOBBIX aKTOB W TPYII HOPMATHUBHBIX MPABOBBIX aKTOB (heaepabHbIX
OpraHOB MCIIOJHUTEIILHON BIIACTH, MPABOBBIX AKTOB, OT/EJIBHBIX MOJIOKEHUW MPaBOBBIX
aKTOB, TPYIIl TPABOBBIX AaKTOB MCIHOJHUTEIBHBIX U PACHOPSIAUTEIBbHBIX OPraHOB
rocynapctBeHHoi Biactu PCOCP u Coroza CCP, pemenuii [ocynapcTBEHHON KOMHCCUU
M0 painoyacToTaM, COAEpKalIuX 00s3aTebHbIE TPEOOBAHUS, B OTHOLICHUU KOTOPBIX HE
NPUMEHSIOTCS TookeHus: vacted 1, 2 m 3 cratbu 15 ®enepanpHoro 3akona «O0
oOsi3aTennbHBIX TpeboBaHusix B Poccuiickoit @Dexeparuu» a Takxke O TMPU3HAHUU
yTpaTUBUIMMU CHIIy HEKOTOpbIX akToB IIpaBuTenscTBa Poccuiickoit @enepanuny, (nanee
— IlpaBuiia BeeHUsl peecTpa MEIUIIMHCKUX M3Jenuil) PeecTp MEAUIMHCKUX W3ACTUN
COJEPKUT CIIEYIOLINE CBEICHUS 00 U3/IEIINUHU:

a) HAUMEHOBAaHKME MEJAUITUHCKOTO U3IEIHS;

0) 1mara TOCYJApCTBEHHOW PETHCTPAIlMU MEAUIIMHCKOTO M3JEIus U  €ro
PErUCTPAIIMOHHBINA HOMEP, CPOK JIEUCTBUS PETUCTPALIMOHHOTO YI0CTOBEPECHHUS;

B) HA3HAYEHHUE MEIULIMHCKOTO M3/IEJIHS, YCTAHOBIECHHOE MPOU3BOAUTEIIEM;

) BHUJ MEIUIIMHCKOIO W3JEIUs B COOTBETCTBUM C HOMEHKJIATypHOU
KIaccupuKkamenn  MEIUUIMHCKUX  W3JENUM,  yTBepkJaeMod  MUHUCTEPCTBOM
3npaBooxpanenus: Poccuiickont @enepanuuy;

) KJIacC TMOTCHIMAJbHOTO pHUCKAa MPUMEHEHHS MEJAUIMHCKOTO W3JCHs B
COOTBETCTBUU C HOMEHKJIATYPHOU Ki1acCuUKAIMed METUIIMHCKUX U3MIeTUH;

e) xkox O6miepoccuiickoro kiaccupuraTopa NPOAYKIUH MO BUAAM YKOHOMHUYECKON
JIEATENbHOCTH;

’K) HAUMEHOBAHUE U MECTO HaXOXKJICHUS IOPUIUUECKOTO JIUIA - YIOJIHOMOYEHHOTO
MpeACTaBUTENS TPOU3BOAUTENS (M3TOTOBUTEINS) MEIUIIMHCKOTO M3EIUsl Wi (haMuius,
UMsI M OTY4ECTBO (€ciIM  HMMEETCs), MECTO JKUTEIbCTBA  HWHJUBUIYaTbHOIO
MpEeANPUHUMATENS - YIIOJTHOMOYEHHOTO MPEACTABUTENS MPOU3BOAUTENS (M3TOTOBUTEIIA)
MEJIULIMHCKOTO U3Eus;

3) HAMMEHOBAaHME W MECTO HaXOXJECHHUS OpraHu3aluu - TPOUIBOJUTEIIS
(M3roTOBUTENSI) MEIUIIMHCKOTO U3JEIUsl Ui (pamMuiaus, UMsi, OTYECTBO (€CIIM UMEeTcs),
MECTO  HUTEJIbCTBA  HWHIUBUAYAIbHOTO  MOpEANPUHUMATENSS -  MPOU3BOAUTENS
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(M3rOTOBUTENIS) MEAUITMHCKOTO U3JICIIHUS;

1) aJipec MecTa IPOM3BOJICTBA UJIM U3TOTOBJICHUS MEIUIIMHCKOTO HU3CIHS;

K) CBEJICHUS O B3aUMO3aMEHSIEMBbIX MEIUITMHCKUX U3ICIUAX;

1) dhoTorpaduyueckue n300paxeHus oOIIero BU1a MEAUITMHCKOTO U3ICIIHS;

M) Qororpaduueckne H300paK€HUs HIEKTPOHHOTO HOCUTENS W HHTepdelica
MPOTpaMMHOIO  oOecreueHuss (A1 MPOrPaMMHOTO  OOCCIICUCHHS, SBISIONIErOCs
MEIUIIMHCKUM HU3JIeJINEM, B TOM YHUCJIE€ MPOTPAMMHOIO OOECIIEUEHHS] C MPUMEHECHHEM
TEXHOJIOTUM UCKYCCTBEHHOTO MHTEJIJIEKTa) (B cllydyae, eCJi UMeeTCs);

H) DJEKTPOHHBIH o00pa3 J3KCINTyaTallHOHHOW JIOKYMEHTAIlMH TPOU3BOIUTEIIS
(M3roTOBUTENS) HA MEIUIIMHCKOE U3JICIIHE;

0) DJIGKTPOHHBIA 00pa3 pPerucTparmoOHHOTO YAOCTOBEPEHHS HAa MEIUIIMHCKOE
15631 (311 (G2

Ucxons u3 BeimensnoxkeHHoro Komuccust YnpasieHus: TpUXOAUT K BBIBONY, YTO B
PeecTpe MEIUIIMHCKUX U3JEIUN TMOJJICKUT Pa3MEUICHUIO JIUIIb JKCILUTyaTallMOHHAs
JOKYMEHTALUSI TPOU3BOAUTENST (M3TOTOBUTENS) HA MEIUIIMHCKOE W3JeNhe, TaKXKe
npeJicTaBisieMasl MpU PETUCTPALlMU MEAMIIMHCKOTO M3JENUsl, TPU ATOM MeEXHUUeCKan
OOKyMenmauyusa npouszeooumensn (u3zzcomoeumens) Ha MeOUWUHCKOe u3deiue He
noonexcum nyoauKauuu, 6 CeA3U ¢ ueMm OOKymeHmbvl, pazmeuieHHvle 6 Peecmpe
MEOUYUHCKUX U30eNUll, MO2YMm He CO0epyHcamy UCYEPNLIGAlOWUIl  nepeyeHd
XapaKmepucmuK 3apezucmpupo8anHto20 MeOUUUHCKO20 U3oenus.

Taxxe nm.«a» .23 IlpaBuin ycTaHOBJIEHO, YTO OCHOBAaHHMEM I BBIHECEHUS
AKCTIEPTHBIM YUPEKIACHUEM 3aKITIOYEHHUSI O HEBO3MOXKHOCTH MPOBEICHUS KIMHUYECKHUX
WUCTOBITAHUNA  MEIMIIMHCKOTO  W3JENUs WJIM  HEBO3MOXKHOCTH  TOCYIapCTBEHHOMU
PErUCTPALIU MEAUIIMHCKOTO U3/IENIHS SABISETCS HECOOTBETCTBUE MEIUIIMHCKOTO U3/ETus
TpeOOBaHUSIM HOPMATHUBHOM JOKYMEHTAIIUW, TEXHUYECKOW U (MJIM) DKCIUTyaTalluOHHOM
JOKYMEHTALMU TPOU3BOJIUTEIIS (UI3TOTOBUTETIS).

Takum oOpa3zoM, ucxoasd U3 oPUIMAILHO 3aperuCTPUPOBAHHLIX Poc3npaBHag3opom
TEXHUYECKUX JIOKYMEHTOB Ha MEAMIIMHCKOE H3JIeJIUe CIEAYEeT €ro COBMECTUMOCTH C
redeparopom G11.

bonee Toro, cormacHo mo3unmuu Poc3apaBHag3opa, HM3IO0KEHHON B MHCHME OT
31.03.2023 Ne 10-18368/23 B coorBercTBUM ¢ IyHKTOM 11 OcoOeHHOCTEH oOpaIieHus,
BKJIIOYAsi 0COOCHHOCTHU TOCYIapCTBEHHOM PETHUCTPAIUN, MESIUIIMHCKMX M3ACIUNA B CIydac
UX Ie(dEKTYphl WIIM PUCKA BOSHUKHOBEHHUS IC(EKTYPhI B CBSI3U C BBSACHHEM B OTHOIIICHUH
Poccuiickoit  @enepanuu  OTPaHHUUMTENIBLHBIX  MEP  AKOHOMHUYECKOIO  XapakTepa,
YTBEPKJACHHBIX MocTaHoBieHueM IIpaBurenscTtBa Poccutickoit @enepanmu ot 01.04.2022
Ne 552 (mamee - OcoOeHHOCTH), BO3MOXKHO IIPUMEHEHUE MEIUIIMHCKOTO W3ACIus,
MIPOU3BOJAUTENEM (M3TOTOBHUTEICM) KOTOPOrO B OKCIUTyaTallMOHHOM JTOKYMCHTAIIMU
YCTaHOBJICH OTPaHMYCHHBIN MEPEUYCHb PACXOIHBIX MATEPHAJIOB, C PACXOAHBIM MaTEPHAIOM
MHOTO IPOU3BOAMTENS (M3rOTOBHUTEIS), 3aPETUCTPUPOBAHHBIM B Ka4SCTBE MEIUIIMHCKOTO
M3ACIUS, €CIM TNPOU3BOAMTEIH (WM3TOTOBUTEIL) IOATBEPAMJI B  IIPOILIECCE €TI0
TOCYJApCTBEHHON PETUCTPAIMA BO3MOXKHOCTH COBMECTHOIO MNPHUMCHEHHS C JaHHBIM
MEIUIMHCKUM u3AeaueM. [Ipu 3ToM COBMECTHOE MPUMEHEHHE MEAUIIMHCKOTO H3ICIHS C
pPacXogHBIM MATEPHAIIOM OCYIIECTBISCTCS C YYE€TOM OCOOCHHOCTEH, YCTAHOBIICHHBIX B
AKCILTyaTallMOHHOW JIOKYMEHTAIlMU TPOU3BOAUTENSI (M3TOTOBUTENSI) Ha PacXOJHBIN
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Marepuail.

B coorBerctBuu ¢ myHkToM 11(1) OcobOenHocTel AomycKaeTcs IPOBEIACHHE
TEXHUYECKOTO OOCTY>KUBAHUS MEIUITMHCKUX U3/ICIIUNA C UCTIOIh30BAaHUEM KOMILJIEKTYIOIIUX
WIM TOPUHAAJICKHOCTEH, HE TMPEAYCMOTPEHHBIX B HMX TEXHUYECKOM u  (WJn)
AKCIUTYaTAIllMOHHON JOKYMEHTAIIMU TPOU3BOAUTENS (M3TOTOBUTENS), €CIM O€30MacHOCTh
COBMECTHOIO HCIOJIb30BAaHUSI IMOJATBEPKIACHA TEXHHUUYECKHMH HCIBITAHUSIMU U B CIIydae
MPUMEHUMOCTH - TOKCHUKOJIOTHYECKUMU MCCIICIOBAHUSAMHU, TTPOBEACHHBIMU (heepaabHbIM
roCyJIapCTBEHHBIM OIO/PKETHBIM YUPEKICHUEM «Bcepoccuiickui HAy4HO-
HCCIIEA0BATEILCKUI U MCHBITATE/IbHBIA MHCTUTYT MEOUIIMHCKOM TeXHMKU» DenepaibHOi
CIIy>kObI TIO Ha/A30py B cepe 31paBOOXpaHEHHs, a TAKKE KIMHUYECKUMHU HUCIIBITAHUSIMU,
MIPOBEJICHHBIMUA B TOPSJKE, YCTAaHOBJICHHOM B COOTBETCTBHMHM C 4. 8 cT. 38 3akoHa 00
OCHOBAX OXPaHbI 37IOPOBbs TPAXKIaH.

ComnmacHo . «a» 1.1 4.5 ¢1.49 3akoHa O KOHTPAKTHOM CHUCTEME HE IO3/IHEE JIBYX
pabouux JHEH CO dHS, CJIEIYIONMETO 3a JaTOW OKOHYAHUS CpOKa IOJa4Yu 3asBOK Ha
y4acTHE€ B 3aKyIIKE, HO HE MO3[IHEE JaThl MOJABEICHUS UTOTOB ONPEAEIICHUS MTOCTABIINKA
(monpsiiuMKa, UCTIOTHUTENS ), YCTAHOBJICHHON B M3BEILICHUHU 00 OCYIIECTBICHUM 3aKyIKH
YJICHbl KOMUCCHU IO OCYIIECTBICHUIO 3aKyMOK PAacCMaTPUBAIOT 3asBKM HA y4acTHE B
3aKynke, WHGOPMAIMI0O W JOKYMEHTBI, HAIpaBJICHHBIE OIMEPATOPOM DSICKTPOHHOUN
IJIOMIAAKH B COOTBETCTBUU C M. 4 4. 4 cT. 49 3akoHa O KOHTPAKTHOM CHUCTEME, U
MPUHUMAIOT pPEIICHHWE O MPU3HAHUU 3agBKM Ha Y4acTHE B 3aKyIKE COOTBETCTBYIOIIEH
U3BEILEHUIO 00 OCYIIECTBICHUU 3aKyINKH WM 00 OTKJIOHEHUHU 3asBKM HAa y4yacTHE B
3aKyIlKe MO OCHOBAHHUSIM, HpeaycMoTpeHHbIM mm. 1 - 8 4. 12 ct. 48 3akoHa o
KOHTPAaKTHOM CUCTEME.

B cuny 4.12 c1.48 3akoHa O KOHTPAKTHOW CUCTEME MPHU PACCMOTPEHHH BTOPBIX
yacTel 3asBOK HA yYaCTHE B 3aKyIKE COOTBETCTBYIONIIAS 3asBKA MOJJIEKUT OTKIIOHEHUIO B
CIIy4asx:

1) HenpencraBneHus: (3a HUCKIOYECHUEM CIydaeB, MPEAYCMOTPEHHBIX HACTOSIIIUM
denepalibHBIM 3aKOHOM) YYAaCTHUKOM 3aKylKH ONEpaTopy 3JIEKTPOHHOM IUIONIAAKA B
3asiBKE€ HA Yy4yacTM€ B 3aKylnKke WHPOpMAIMM U JOKYMEHTOB, TPEIyCMOTPEHHBIX
U3BEIICHHEM 00 OCYIIECTBJIEHWU 3aKYyIKH B COOTBETCTBHM C 3aKOHOM O KOHTPAKTHOM
cUCTEME (3a UCKIIIOYEHHEM HH(POpPMALMK U JOKYMEHTOB, MPEIYyCMOTPEHHBIX . 2 U 3 4.6
cT.43 3akoHa O KOHTPAaKTHOM CHCTEME), HECOOTBETCTBUS TaKuMX HHPOpMALUU M
JIOKyMEHTOB TPEOOBAaHMSIM, YCTAHOBJICHHBIM B U3BEIIEHUU 00 OCYIIIECTBICHUN 3aKyTIKH;

2) HempeAcTaBiIeHHUS WHHOPMAIIMKA W JIOKYMEHTOB, MPEAYCMOTPEHHBIX 1. 2 U 3 4.6
cT.43 3akoHa O KOHTPAKTHOW CHCTEME, HECOOTBETCTBUS Takux UWHGOOpPMALMH WU
JIOKyMEHTOB TPEOOBAHHUSM, YCTAHOBJIICHHBIM B U3BEIICHUU 00 OCYIIECTBICHUU 3aKyTIKH;

3) HECOOTBETCTBMSI YYACTHHMKA 3aKylKd TpeOOBaHUSM, YCTAHOBJICHHBIM B
U3BEIICHHH OO0 OCYIIECTBICHHHM 3aKylKH B COOTBETCTBMM ¢ 4. 1 cr. 31 3akoHa o
KOHTPAKTHOU cHUCTeMe, TpeOOBaHUSAM, YCTAHOBIICHHBIM B W3BEIICHUH 00 OCYIICCTBICHUHU
3aKyIKU B COOTBETCTBUM C 4. 1.1, 2 u 2.1 (mpu Hanmuuuu Takux TpedoBanuii) ct. 31 3akoHa
O KOHTPAKTHOM CUCTEME;

4) mnpeayCMOTPEHHBIX HOPMATUBHBIMU TIPABOBBIMH aKTaMH, NPUHATHIMU B
COOTBETCTBUM CO CT. 14 3akoHa O KOHTPAKTHOM cHCTeME (3a HCKJIIOYCHHEM CIIy4acB
HEIpeICTaBIeHNU HHPOPMALlUU U TOKYMEHTOB, IPEAYCMOTPEHHBIX 1. 5 4. 1 cT. 43 3akoHa
O KOHTPAKTHOU CHUCTEME);

5) HenmpencTaBiaeHUsT HHPOPMAIIUU U JOKYMEHTOB, MPEAYCMOTPEHHBIX II. 5 94, 1 CT.
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43 3akoHa O KOHTPAaKTHOW CHCTEME, €CJIM TaKue JOKYMEHTBHI IPEIyCMOTPEHBI
HOPMAaTUBHBIMU MPABOBBIMU aKTAMH, IPUHATHIMU B COOTBETCTBUHU C 4. 3 cT. 14 3akoHa o
KOHTPAaKTHOW cucTeMe (B Ciydae yCTAaHOBIIEHHS B COOTBETCTBHHM €O CT. 14 3akoHa o
KOHTPaKTHOW CHUCTEME B U3BELICHUMH OO0 OCYIIECTBIEHUHU 3aKylKH 3alpeTa JOIycKa
TOBAapOB, MPOUCXOASIIMX M3 MHOCTPAHHOIO TOCYHapCTBAa WA TPYNIIbl HMHOCTPAHHBIX
rocy/lapcTB);

6) BBISIBIICHHS] OTHECEHHUSI YYACTHUKA 3aKYIKH K OpraHu3alusaM, MpeayCMOTPEHHBIM
. 4 cr. 2 @enepanbHoro 3akoHa or 4 utoHs 2018 roga 127-®3 «O mepax BO3IEHUCTBUSA
(mpoTuBOAEHCTBUS) HA HenpykecTBeHHbIe neicTBUa CoenunenHbix llltaToB AMepuku u
WHBIX HMHOCTPAHHBIX TOCYIApPCTB», B CIIy4ae OCYIIECTBIEHHUS 3aKylKd paboT, YCIyT,
BKJIIOUYCHHBIX B IIepedyeHb, onpezaencHHbld [IpaBurensctBoM Poccuiickon denepannu B
COOTBETCTBHH C YKAa3aHHBIM ITyHKTOM;

7) IpeyCMOTPEHHBIX 4.6 CT. 45 3aKOHa O KOHTPAKTHON CUCTEME;

8) BBISBIICHUS HEIOCTOBEPHON MH(POpPMAIIH, COlepKallleiics B 3asBKE HA y4acTHE B
3aKYTIKE;

9) ykazanusa nH(OpMaIMU O IPEJIOKEHUN YUACTHUKA 3aKYIIKH, PEAYCMOTPEHHOM
1.3 uiu 1.4 4.1 c1.43 3akoHa 0 KOHTPAKTHOW CUCTEME.

Ha ocHoBanuu Bblien3noxxeHHoro, Komuccusa YnpapieHUs TPUXOAUT K BBIBOIY
00 000CHOBAaHHOCTH JIOBOJIa KajJ00bl M HAPYIICHUH B JEUCTBUIX KOMHUCCHH 3aKa3uHKa
ni. «a» 1.1 4.5 c1.49 3akoHa O KOHTPAKTHOM CHUCTEME, a TAKXKE O HAJIUYUU MPHU3HAKOB
COCTaBa aJMHUHUCTPATUBHOIO MPABOHAPYUIEHUS, OTBETCTBEHHOCTb 3a KOTOPOE
npexycmotrpeno 4.2 c1.7.30 Komekca Poccumiickoit denepanmu 06 aaiMUHUCTPATUBHBIX
MIPAaBOHAPYILLICHUSX.

HccnenoBaB  mpencTaBI€HHBIE  Marepuajbl, pPYKOBOACTBYSACh 3aKOHOM O
KOHTpakTHOM cucreme, Komuccust Ynpasnenus

2024-47360
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PEIINJIA:

1. Ilpusnare xamoby OOO «MenkoMuHTEpP» Ha JACHCTBUS KOMHCCUU
I'bY3 «I'Kb Ne 52 JI3M» 000CHOBaHHOHA.

2. Ilpu3HaTh B IEMCTBUAX KOMUCCUU 3aKa3uMka HapymieHus . «a» m.l 4.5 c¢1.49
3aKkoHa O KOHTPAKTHOW CHCTEME.

3. Beigare 3aka3unky oOsi3aTeabHOE JUIsl UCIIOJIHEHUSI TIpeANnucaHie 00 yCTpaHeHU!
HapyUIEHUU 3aKOHOJATEIbCTBA O KOHTPAKTHOM CHUCTEME.

4. Ilepenate Marepuanbl Jena COOTBETCTBYIOLIEMY JIOJDKHOCTHOMY — JIMILY
MockoBckoro Y®AC Poccuu ajisi paccMOTpeHHUsI BOIpoca O BO30yXKAEHUU nenia o0
aIMUHHUCTPATUBHOM MPABOHAPYIICHUHU.

Pemenne mMoxeT OBITh 00KAJIOBAaHO B Cy[IeOHOM MOPSIIKE B ApOUTPaXKHOM CyIe

. MoCKBBI B TeueHHE 3 (TpeX) MECSIIEB C JIaThl €r0 MPUHSATUS B TTOPSJIKE, YCTAHOBICHHOM
1. 24 ATIK PO.

[IpencenarenscTBYONIUN C.A. Kazapun

TMoTHHEHK 31eKTPOHHOT0 IOKYMEHTa, IO/ITHCAHHOTO
OTI, XxpaHHTCA B CHCTEME 37IEKTPOHHOTO
nokymenrtoobopora ®AC Poccum

CBEIEHMWA O CEPTUOHUKATE 311
Kowy eeigad: KABAPUH CEPTEW MTOPEBWY
CepTudbukat Ne 00D590946D31CF073BFSCSDEFET501D76D
JencteuTtened ¢ 12.03.2024 no 05.06.2025

YJ1eHbI KOMUCCHUU:

A.A. KyTeliHHKOB

ITOITHHEHK 3/1eKTPOHHOTO JOKYMeHTa, NOANHCAHHOTO
911, XpaHHTCA B CHCTEME 3/IEKTPOHHOTO
noxymentooGopora PAC Poccuu

CBEJEHHA O CEPTH®HKATE 311
Komy Boifad: KyTeMHWKoB AHTOH AHApeeBUY
CepTudinkat Ne 526CCD2F48634A0964757620F6F0AESD
Devctentensd ¢ 12.03.2024 no 05.06.2025

M.B. CopbyueBa

TMoTHHEHK 31eKTPOHHOT0 IOKYMEHTa, IO/ITHCAHHOTO
9TI, xpaHHTCA B CHCTEME 3/IEKTPOHHOTO
nokymenrtoobopora ®AC Poccum

e )
CBEIEHMWA O CEPTUOHUKATE 311
Kowmy eoigad: Copbyvyesa Mapua BacunbesHa
CepTuchurrkat Ne 00F3B71218F97042464D41C7997434F304
JencteuTtened ¢ 19.00.2024 no 13.12.2025

Ucn. KyrelinukoB A.A.
1e1.8(495)784-75-05

2024-47360
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