JTEKJAPATIAS O COOTBETCTBUM

OB6urecTBO ¢ OrpaHHCeHHO OTBeTCTBeHHOCTRI0 "KoBHaHeH Eppazua"; 000 "Kosngaen Ezpazun”

(HaHMCHOBﬂ.HI/IC Opraddsaidi il (baMHJIH.S[, MM, OTYECTEC HHEMBHIYAXBHOIO GRCANPUHEMATEI, APHIABIIHX JeKnapatyK O COOTBCTCTBHH)
Mesxpaiionnas Hcnekims PerepalbHoi HATOTOBOH cirykOs1 No 46 no r.Mockse , 23.07.2001
CBGICHMA O PETHCTPALIHH OPTAHH3ANNA HitH HHANBHAYATBHOTO IPCANPHHRMATENT

OT'PH 1027739579284

{HAHMEHOBAHME PErMCTPUPYIOLLErD OPraHa, NaTa PETHCTPALMH, PEriCTPaMOR b HOMEp)
Anpec: 105120, r. Mockea, nepeysiok Chipomsrrhydeckuii 2-if, noM 1, tenedon: +7 {495) 933-64-69
{anpec, venedon, (akc)
Bmue emepamsHoro mupekropa boxosoil Mapyu JIbBOBHEL

(QOIDKHOCT, (EMHITHA, UMA, OTIECTEO PYKOBOAMTENS OPraHK3aLKH, O HMERH KOTOPOH NpHHIMAeTCA JleKTapacis }
3asBiger, uTo KacceThl K MECTPYMEHTAM XHPYPIrHHeCKHM CIHHBawIuM AutoSuture

(HAMMEHOBAHHE, THI, MapKa NPOFEYKLME {YCIYTH), HA KOTOPYIO PACTIPOCTPANICTSA JieKnapallyd )

Kon OKII 94 3110 ~ Kog THBDJ 9018 90 840 9

xoa OK 005-93 u (unm) TH B3J] CHI unut OK 002-93 (OKYH), cBeleHUd O CEpHAHOM BHITYCKE HAH NAPTHH
Cepuriinblii BBIIYCK
(HOMSp FIAPTHY, HOMEpA H3EEIH, PEKBH3ATE: IOTOROPA (KOHIPAKTA), HAKTATHAR)

"Kopmmen Jlac", CIIA, Covidien Llc, 15 lampshire Street, Mansfield MA 02048, USA

HAMMCHOBAHEBE HATOTOBHTENA, CTPpaHkE U T.II

cooTerctByer TpeGopamusam: ['OCT P 50444-92 (p. 3.4), I'OCT P HCO 14630-2011, I'OCT P 52770-
2007, ISO 10993-1-2011, I'OCT ISO 10993-4-2011, TOCT ISO 10993-5-2011, I'OCT ISO 10993-7-2011,
OCT ISO 10993-10-2011, TOCT ISO 10993-11-2011

(0603HA EHNE HOPMATHBHAIX AOKYMERTOB, COOTBCTCTRHE KOTOPSIM NOATBEPIACHO AaHHOH OekAapalyed, ¢ yka3saHneM NYHKTOE STHX HOPMATHBHBIX
JOKYMEHTOR, CONEpI AT TpeGOBAHNA 1T IAHHOH npoAyKLwH (YCIyr))

Jleknapaiis APHHATA Ha OCHOBAHHM: IIPOTOKONA HCnbiTami Ne 212-H-14/325 ot 29.09.2014 WL ['OY
JIIIO  "Poccwiickas MeAHIHHCKAA — aKaJeMHd NOCICOHILIOMHOTO oGpazopanus  MHHHCTEPCTBa
3jipaBooxpanenus Poccmiickoit Geaepammu”, per. Ne POCC RU.0001.211M60, 24.06.2010 — 24.06.2015;
K IIOUEHH TOKCHKOTOrTIecKuX uersiranuit NeNe 6417.012, 6418.012 ot 14.08.2012 @'Y "HUU OXM"
®MBA Poceun, per. Ne POCC RU.0001.211MM33, 14.07.2010 - 14.07.2015

Perucrpanuonnoe yaocropepenue Dexepanbiiofl ciyxOH IO HAI30py B cepe 3MPABOOXPAHEHUSA H
corransEoro passatas Ne ®C3 2011/10129 or 15.08.2011

(MHGBOPMALYLT O AOKYMEHTAX, ABITOULINCA OCHOBAHHEM JUTA MPHHATHA AelIaparyi)

Jara npupsitust gexiapannn 30.09.2014

Jlexnapanusi 0 COOTBETCTBHH ICHCTBHTENRHA [0 30.09.2015

Boxoea Mapus JIbsoBHa
(uHHOAATE], DaMIITHs)

Cpegenus nauHH AEKIapaiie 0 COOTRETCTBHE
O"HEHTP CEPTUDHUKAIIN 1 JIEKJIAPUPOBAHHUS", Ne POCC RU.0001.1111M4]

(HAMMEHOBAHHE ¥ A/IPEC OPrata Mo cepTH(HKalML,

Mockna, yiI. MHeBHHKH, nom Ne 3, kopnyc 1 tenedon: +7 (495) 783-42-17

3aperucTPHPOBABIIEND ASKIAPALLIO}

POCC US.JIM41.J104194 ot 30.09.2014

{3ATa PETHCTPALNK I PETHCTPALHORHELI HOMEP JEKRAPALHHT}

e A1, loxeo

(moAnuch, BHULHARR, (AMHLEE PYKOROUTENS OPraua rno CepTIGMKALIHH)




L. KacceThl K FHCTPYMEHTAM XUPYPriudecKiM CIIHBarOLIM AutoSuture

1. KacceTs! K HHCTPYMEHTAM CIIMBAIOIIAM 75 HATOXKEHH HHTOUHOIO [IBa Endo Stitch.

2. KacceTsl K HHCTPYMCHTAM CHIMBAIONIAM ITHPKYJLAPHEIM EEA, Valtrac.

3. KacceTb K HHCTPYMEHTAM CIIABAIONIAM JIHEHHEIM GIA, SGIA,- GIA Premium, TA, TA Premium (B T.4.
Premium Polysorb), TA 90 BN (TA90B), Endo GIA Universal (Endo GIA Roticulator, Endo GIA Universal
Straight, DUET TRS), Endo GIA Universal XL (Endo GIA Roticulator, Endo GIA Universal Straight, DUET
TRS), GIA Universal (Endo GIA Roticulator, Endo GIA Universal Straight, DUET TRS), Endo GIA Ultra
Universal (Endo GIA Tri-Staple), Multifire Endo GIA (B T.4. Multifire Endo SGIA).

4. KacceThl K HECTPYMEHTAM i1 HATIOXKEHYSA KOKHOro mMBa SFS (SM), Multifire Premium.

5. KacceTsl kK HHCTPYMEHTAM Jiis HATOKCHHUSA KITHIIC Laproclip Multiple, Endo Clip Multapplier, LDS-2 (LDS).
6. KacceThl K HHCTPYMCHTaM 3HAOTEPHHOCTEILIEPAM: Multifire Endo Hernia, Tacker, Multifire VersaTack,
Endo Universal.

I1. Opranu3alMH-U3rOTOBUTEIH:

1. Covidien, Formerly US Surgical, a division of Tyco Healthcare Group LP, 60 Middletown Avenue ,North
Haven, Connecticut 06473, USA.

2. Covidien, Formerly USSC Puerto Rico, Inc, Building 911-67, Sabanetas Industrial Park, Ponce, PR 00731,
Puerto Rico, USA.

3. Covidien, Zona Franca De San Isidro Carretera San Isidro Km17, Dominican Republic.

4. Covidien, formerly registered as Nellcor Puritan Bennett Mexico S.A. DE C.V. Boulevard Insurgentes 19030
Libriamento, 22225 Tijuana, B.C. Mexico. .

5. Covidien Medical Products (Shanghai) Manufacturing L. L. C., PRC Building#10,789 Puxing Road, 201114
Shanghai, People’s Republic of China.

6. Sofradim Production, 116 Avenue du Formans, Trevoux, 01600, France.

7 Covidien Deutschland Manufacturing GmbH, Gewerbepark 1, Neustadt/Donau, D-93333, Germany.

Boxosa Mapus JIneosHa
(MAuuAAans], QaMIIas)

£¢
CTpalii JAcKiiapaniy 0 COOTBETCTBHH
CEPTUGUKAITUU U TEKIAPUPOBAHWVA", Ne POCC RU.0001.111M41

(HanMEHOBAHHE H aApec Oprana no cepTaguKaimy,

yii. MHCBHUKHM, 1OM Ne 3, koprye 1 Tenedomn: +7 (495) 783-42-17

3apeTHCTPUPORABIIETO AEKTAPALIHO)

POCC US.JIM41.J7104194 o1 30.09.2014
{AATR PETUCTPALIUN ¥ PErMCTPALMONHEI HOMED AeKnapanH}
e AL Toxo

(moanuce, BHULMANEL, daMBIIA PYKCBOAMTENLS OpraHa B cepadHKaLMH}




