OEKJTAPALINA O COOTBETCTBUM

OB1UecTBO C OrpaHUteHHOM OTBETCTBEHHOCTLIO «[DKOHCOH & IbxoHcoH» (OO0 «[xxoHCoH & [PKOHCOH»)
HavMeHoBaHKe oprasyaaynyu unm ¢8MW‘MH. IMA, OT4YBCTBO YRAVBUAYaNLHOTO NPeaNpUHHUMAETENA, NPUHABILNX AeKnapaunio 0 COoTBETCTBUK

3aperucTpupoBako: VHcnekuma Muxuctepersa Poccuickoit ®enepauun no Hanoram u cbopamNe 25
o KOKHOMY aAMUHUCTPaTUBHOMY OKpyry . Mockes! oT 23.12.2002, OTPH: 1027725022940

CBEAEHUA O perucTpauuy Opranus3alvu uny uHauBUayansHoro npegnanuMaTenﬁ(Hanmeuoaaﬂue PEMCTPURYIOLLBIO OpraKg, para percTpauuy,
PermMCTpaLvoRHE it HoMBp)
Mecro HaxomaeHua u dakTuueckui agpec: 121614, Poccus, ropog Mocksa, ynuua Kpuinatckas, ooM
17, kopnyc 2, TenedoH: +74955807777, dakc: +74955807878
anpec, Tenedok, akc

B nuue [eHeparbHoro aupexTopa MNanaiumHon Mapun AnekcaHapoBHbI
AOMKHOCTS, dJaMHnHFi, WM#, OTHECTBO pyKosoguTens OPraHu3atiniy oT UMeHY KOTQpOﬁ npuHuMaeTcs Aeknapayus
3asiBASIET, YTO
Annapatbl 3HLOCKONUYEcKUe cLumsaloliue v npamsie ECHELON 45, ECHELON 60 u apTUKYNALUOKHKLIE
ECHELON Flex 45, ECHELON Flex 60 nuHeiiHbIE C HOXOM 1 KacCeTamu co ckobamu K HUM
HaVMBHOBAHHE, TWN, Mapka NPOAYKLIM, Ha KOTOPYIO PACNPOCTPEHSIETCA AeKNapaLns

Cepuittbii Boinyck, Ko OKMNA2 32.50.13.190, Kog TH B3J 8018308409

CBEASHURA O CBPUIHOM BLINYCKE UMK NAPTUY (HOMEp NapTvy, HOMEPa U3Aenui, PEKBHINTL! AOTOBOPa (KOHTpaKTa), HaknapHan), kog OK 034-2014 »
(wnw) TH B3] EA3C
MarotosuTens: «3TukoH 3HRo-Cepmxepu, 3n-3n-Cuy (Ethicon Endo-Surgery, LLC), mecto «
HaxoxpeHus u aktidecknit agpec: CoeanHerHsie WraThl, 475 Calle C, Guaynabo, PR 00969, USA.
3aBoaL-u3roToBUTENY:
"Ethicon Endo-Surgery S.A. de C.V. Planta ll", Mekcuka, Calle Durango Ne. 2751, Colonia Lote Bravo,
32575 Ciudad Juarez, Chihuahua, Mexico
“Ethicon Endo-Surgery, Inc.”, Coeaunxennble WLtatsl, 4545 Greek Road, Cincinnati OH 45242, USA
"Ethicon Endo-Surgery, Inc.", Coeaunentbie litatsl, 3801 University Boulevard, SE, Albuquerque, NM
87106, USA
"Ethicon Endo-Surgery S.A. de C.V.", Mexcuka, Avenida de Las Torres 7125 Colonia Salvarcar 118,
32580 Ciudad Juarez, Chihuahua, Mexico
H8WMEHOBaHKS N3roToBUTeNs, CTPaHbl K T.M.

cooTBetcTBYeT TpebosaHuam MOCT 19126-2007 (Pasgp. 5), FOCT 21643-82 (Pasa. 2), FOCT IS0
10883-1-2011, FOCT P UICO 10993-2-2009, FOCT iSO 10993-4-201 1, TOCT ISO 10893-5-2011, rOCT
ISO 10893-10-2011, FOCT ISO 10993-11-2011, FOCT ISO 10893-12-2015, FOCT I1SO 10993-18-2011,
FOCT P 52770-2007

0B03HaYeHIE HOPMETHBHLIX QOKYMEBHTOR COOTBBTCTBHE TpefioBaHAM KOTOPLIX NOATEEPKAGHO AaHHON AEKNapaLven ¢ YK33aHUEM paafenos (nyHKToB,
MOANYHKTOB) STUX HOPMETUBHLIX AOKYMEHTOR CORBpXalLyX TpeGosanms Ans gaxsHo# npoayxuuu (ycnyri)

Heknapauus o cOOTBETCTBUM NPUHATA HA OCHOBAHUM:

MpoTokonbt ucribiTanmit NeNe 04/T.052.1.P-2017 ot 17.04.207, 07/096-2017 oT 28.07.2017

UcnkitatenbHas naGopaTtopusi ABTOHOMHaS HeKoMMepyeckas opraHusauus’LieHTp Kadectsa,

3P heKTUBHOCTM 1 BE30NacHoCTH MeaULIMHCKMX usfenui’, aTtecrart akkpeamTauum RA.RU.21MO11 ot

07.04.2015, cpok fecTeus - 6eCCpOYHbI

PervcTpauvoHHoe yAocToBepeHme Ha MeauLIMHCKoS nspenueNe P3H 2016/3618 ot 10.07.2017,

befepansHas cnyxba no Haasopy B chepe 3apasooxpaHenus (POC3APABHAZOP)

MHd)EBWKggRoyymeﬂrax, ABNAIOWMUXCH OCHOBAHKEM AR NpUHATUA KeKnapaluy
L R T
Aara npunaTua neknagauun-31:07.2017
Deknapauus o coowef?c‘:rg”g ,qeﬁcm\vﬁgnbua no 30.07.2020
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nognuce” \ —=— "¢, . Yor g MHALMant 1 aMunus pYKOBOAUTENR OpraHu3aLr-aasapTens

{YNOMHOMOUEHHArO UM NULE) MNY UHAWBARYANKHAIO NPEANPAHUMATENS

Ceefenus o perucTpaumny AEKMAPALIMM O COOTBETCTBUM

PeructpauuonHeii HoMmep ATTecTar akkpeauTtauun Ne RA.RU.11PC52 ot 11.12.201 4, cpox percTeus -

BeccpoyHbIi, BblAaHHbIE GepepansHoit cryxBoi no akkpeauTauuy, OpraH rno ceptudukauny npoayKLum
WECTBA C OrpaHn4eHHON OTBETCTBEHHOCTLIO «PernoHanbHbli LIEHTP OLIEHKM COOTBETCTBU

A8 HWE ¥ 8APEC OpraHa no CepTM(HKALMY, 3aPBrUCTPHPOBABLISTO ABKNAPALMI0

:“:;;%\23060, ropod Mocksa, ynuua Mapuwarna Peibanko, fom 2, Kopnyc 9, nometueHue 638
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