OEAEPAABHAS CAVXKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

PETHCTPALHHOHHOE Y4OCTOBEPEHHUE

HA MEAULIMHCKOE U34EJIUE
ot 19 HoaGpn 2010 roqga Ne DC3 2010/08397

Ha Menununckoe u3neme
Annapar cmuBaomuii sagockonugecknii Endopath ETS ¢ npunamiexxnocTamn

Hacrosmee perucrpalidoHHOE yIOCTOBEPEHHE BBIIAHO
(fl  "ITuxon Jumo-Cepaxepu, In-In-Cu'", CHIA,
~{l&. Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo, PR 00969, USA

[IpousBoaurens
""ITHKon IH30-Cepmrepn, a-dia-Cu'', CHIA,
Ethicon Endo-Surgery, LLC, 475 Calle C, Guaynabo, PR 00969, USA

MeCTO TIPOU3BOACTBA MCOUITMHCKOTO U3ACINA
CMLIIPHJIOKEHHE

Howmep perucrpanuonsoro gocse Ne 63456 ot 05.10.2010
Bun Mmemununackoro m3gems 313210

Knacc morenmuansHoro pucka IIpUMEHEHUS MEIUITUHCKOr0 u3aems 1

Kon O6mepoccuiickoro knaccupuxaropa MPOAYKLUH JIsi MEJULIMHCKOro W3aeaus 94 3110 ||/ /

Hacroxmee PEruCTpaiHOHHOE YAOCTOBEPCHNE HMEET NPHIOKECHHE Ha 1 mucte

nprxa3oM Pocsapasranzopa ot 19 HosGpst 2010 roga Ne 10591-T1p/10

H npuKa3oM oT 09 HosGps 2016 roga No g %i’,? J!@M .
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OEAEPAABHAS CAVKBA 10 HAA3OPY B COEPE SAPABOOXPAHEHMH |
_ (POCE&APABHAASOP)
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=S KR PET HCTPAHHOHHOMY Y,ZIOCTOBEPEHHI'O
) HA MEAWULIMHCKOE U3AEJIUME
> or 19 HosGpn 2010 roxa N ®C3 2010/08397
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Ha'MemmnmaCcKOE H3nenue
Annapat cmuaBaromnii 3aR0ckonuuecknii Endopath ETS ¢ npunagnexnocramMn
BapHaHTHI UCTIQIHEHHS
1. JInne#HpIi IPSIMOH ¢ HOXKOM.
2. JluHeHHEI apTHKYIAIMOHHEIA C HOXKOM.
3. JIunelHbH apTUKYIAIUOHHEIA 063 HOXKa.
IpraannexsocTy:
1. Kaccerts! co ckobamu (1-1000 mr.)
Mecro npou3BOACTBa:
1. Ethicon Endo-Surgery, Inc., 4545 Creek Road, Cincinnati, OH 45242 USA.
2. Ethicon Endo-Surgery S. A. de C. V. Planta II Calle Durango No. 2751 Colonla Lote Bravo
Ciudad Juarez, Chihuahua, 32575, Mexico.
3. Ethicon Endo- Surgery, Inc., 3801 University Blvd., SE Albuquerque New Mexico 87106
UUSA.
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:g“ JEKJAPAIIUSA O COOTBETCTBHHA
OO01wecTBO ¢ OrpaHUYEHHO OTBETCTBEHHOCTRIO " JIsK0oHCOH & JIKOHCOH"
HaHMEHOBAHHE OPradH3auuy HANK (I)aMHHFlﬁ, HMS, OTHECTBO HHANBHAYAIBHOIO NPCANTPHHHMATENA, NPHHABUIHX
NCKJIAPALHIO O COOTBETCTBHUH
3apeructpuposaro 8 UMHC Ne 25 mo IOAO r. Mockse, nara peructpanuu 23.12.2002 , OT'PH:
1027725022940

CBCACHHA O PETHCTPALIAH OPraHU3aLHH HIH KRINBHAYANLHOTO NPEeANpPHIHMATENS (HalMEHOBaHHE PErHCTPHPYIOLErO
opraHa, AaTa PErucTpalii, PerucTpalnoHHbIi HoMep)

Anpec: POCCHS, 121614,r. Mocksa, ym. Kpeinarckas, 4. 17, kopit. 2., Tenedon: +74957265555,
dakc: +74955809029, E-mail: contact_jnjru@its.jnj.com
ajpec, Tenedion, daxc

B e Crieunanucra oTaeNa pericrpauuy [lanamunoit Mapuu AjlekcanapoBHbl, aelicTBYyIOmeiH o
noseperHocty Ne 77A58036104 ot 02.09.2015 1.

(LIOJI)KIIOCTB, cbammm{, HMS, OTYECTBO PYROBOANTENA opraHi3audi, OT HMEHH KOTOpOﬁ NPHHUMAETCA nexnapaum)
3asBJIS€ET, YTO ANMapaT cIHBarommii sngockonuueckuit Endopath ETS ¢ npwragnexnocTamu:
I. Anmapar cinmBatouuii supockoryecknit Endopath ETS, BapranTsr ncnonsenus: 1. JIHneiHbIH
o npamoii ¢ HOxoM 2. JINHEHHBIH apTHKYJIIMHOHHBIH ¢ HOXOM 3. JIuHeHHbId apTAKYIAIHOHARIH 6e3
noxa. I1. IIpunannexnoctn: 1. Kaccets! co ckobamu (1-1000 wiT.), TEXHHUECKOH JOKYMEHTAILNH
& H3COTOBHTENS]

BLIFLIFEIRCARLCIFEIZ LA L

& (HauMeHOBaHIHe, THN, Mapka NPOAYKLMY, HAa KOTOPYIO PacripoCTPaHAETCA AeKapalis,

® Cepwuitnsnii Bemyck, Kog OKIT 94 3110, Kox TH B3]1 9018 90 840 9

:’; CBE/ICHHA O CEPHITHOM BBITTYCKE HIIW NapTHH (HOMEp NapTHH, HOMepa H3IENHH, peKBH3HTL A0roBopa (KOHTPAKTa),

o Haknaaxas ,kon OK 005-93 s (unu) TH BOL TC unn OK 002-93 (OKYH)

g Wsrotosurens: «IJtHKOH JHmo-Cepmuepu, On-On-Cu» (Ethicon Endo-Surgery LLC), Anpec:
8 COEIUHEHHBIE IHTATEL, 475 Calle C, Guaynabo, PR 00969, USA. Opranusanuu-H3roTOBHTENH:
;; 1. Ethicon Endo-Surgery, Inc., 4545 Creek Road, Cincinnati, OH 45242 USA, Coeaunernnsie 11ITaTs!
i Awmepuxkn. 2. Ethicon Endo-Surgery S. A. de C. V. Planta II Calle Durango No. 2751 Colonia Lote
;; Bravo Ciudad Juarez, Chihuahua, 32575, Mexico, Mekcrka. 3. Ethicon Endo-Surgery, Inc., 3801

University Blvd., S E Albuquerque, New Mexico 87106 USA, Coeawrennsic LlTaTel AMepukn

HaHMEHOBAHHE H3ITOTOBHTEIIA, CTPaHbl H T.ﬂ.))

cootBeTcTBYeT TpeboBanusm "OCT 21643-82 (pasx. 2), TOCT 19126-2007 (pasz. 5), TOCT P UCO
14630-2011, TOCT P 52770-2007, TOCT ISO 10993-1-2011, 'OCT ISO 10993-4-2011, TOCT ISO
10993-5-2011, TOCT ISO 10993-10-2011, TOCT ISO 10993-11-2011, 'OCT EN 556-1-2011

(oﬁoauatteune HOPMAaTHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPEIM INOLTBEPKAEHO
JaHHOI Aeknapalyeif, ¢ yKasaHHeM MyHKTOB 3THX HOPMATHBHLIX AOKYMCHTOB, COlepXKamiX TpeboBanuA Ans RaHHOI
NpOAYKLUHH)
Hexnapauus OpHHATA Ha ocHOBaHHH: [IpoTokosmsl uerbrrarmii NeNe 20/1E.940.016, 20IE.941.016 ot
09.12.2016 r., NeNe 166911-16/1, 1669]1-16/2 ot 09.12.2016 r., WcnwuratensHas nabopaTopHs
meauuuuckux uznenuit @I'bY GHKI] @XM ®MBA Poccrn (per. Ne RA.RU.21MU25 o1 17.09.2015
r.), agpec: 119435, Mocksa, yn. M. [IuporoBckast, noM 1A; PerucrpauuonHoe ygoctoBepeHHe Ne
®C3 2010/08397 ot 19.11.2010 r., DenepansHas chyx6a mo Haasopy B cdepe 31paBoOXpaHeHHs
(POC3OPABHA30P), P®
+TTAROPMALIHA O JOKYMEHTAX, SBNAIOILHXCA OCHOBAHHEM [UIA TIPHHATHA AeK1apauni)

Jata ngnhhmn‘nemﬂqp'auun 14.12.2016
Jlex.rxapa;mﬂm coomercxwmmem{a no 13.12.2019
==
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N Oxo tﬁ%bmu;tmm,) (umnmiassl, GamMuans)

Cneneﬁha 0 pemcﬂ:am JEKJIapau O COOTBETCTBUH

Perncrpaﬁﬂom{bm Hpmep RA.RU.10A 5146, Oprau no cep’rmbm(amm "POCTECT-Mocksa" 3A0
"P (L1H OPrarnio cepTH(UKALIHE H TeCTHPOBAHHIO"

/&x RIS TH \!‘%muonalme W ajpec oprana no cepTHHHKALHH, 3apErHCTPHPOBABLIETO AEKIAPALIHIO)
\hnpf,e‘ 1174182 Roccuiickas denepanns, r. Mocksa, HaxumoBckuil IpocliekT, 4. 31

PCFHC’E}DEHHBXHH‘% HoMep nekjiapaunn o coorBerctaus POCC US.A5146.1173797, ot 14.12.2016

N ,ga‘f% PervicTpauli M perncTpauvoHHBIt HOMep JeKnapaumni)
~Z Pribkun AHaromuit Tpohumosny
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