AEKJIAPALIUSA O COOTBETCTBHUU
O6mecTRO ¢ orpanuIeHHoli 0TBeTcTBeHHOCTLIO 'Kosnnuen Eppaszusn'';
000 "Kopwmen Egpazus"

(HEMMEHOBAHNE OPranH3ALIA UK HaMUIIHS, MA, OTHECTBO HHAHBHAYATEHOrO NpeANPHHIMATCILA, NPHHABIINAX JCKIapaliiio O COOTBSTCTRHM)
Mexpationnas nacnexims PeaepanrbHoi HanoroBo# cry:xosl Ne 46 o r.Mockse , 23.07.2001

CBEACHWA O pernCipacky Opralilaluy KAy HEIHBUAYANEROND RPCTPHRHMATEI

OI'PH 1027739579284

(HEHMCHOBAHIE PETHCTPHOYIONIETO OPTAKE, JATA PErUCTPalliM, PETHCTPALIMOHHEIH HOMED)

Anpec: 115054, Mocksa, yn. JIyOurnHCcKas, 1. 53, c1p. 5, Tenedon: +7 (495) 933-64-69

(aapec, Tenedon, dakc}
B mmiie  T'enepanbHoro jiupextopa bokosoit Mapuu JIbBOBHE

(A0NKHOCTD, (AMEIINA, BMS, OTUSCTRO PYKOBOANTENN OPTaHH3aUY, 0T HMEHH KOTOPOH NPHHAMAETCA JIeKNapaillis}
3asBNAET, 4TO HucTpyMeHTHI XHPYPIrHYecKHe CHIHBAKMHE ¢ KAaCCeTAMH H CMCHHBIMH
OpaHIIaMH /151 OTKPBITHIX H YHIOCKONHYEeCKHX 0NEPATHBHBIX BMEINATE/ILCTE
(cm. Hpuirookenne na 1 nucre)

{BaMMEROBAHME, TH, MAPKA GPOJYXKLMH (YCIYTH), Ha KOTOPYIO PaclpocTPAMAETC ASKITapaLl)

Kox OKII 94 3110 Kon TH BOJ 9018 50 840 9

xox OK 005-93 u () TH BOJ CHT niu OK 002-93 (OKVYH), cesieras 0 CepHHHOM BEUTYCKE HIM IAPTHH
CepHHHBIE BRITYCK

(HOMep HApTHH, HoMepa H3/e/Hit, PeKBH3KTH A0r0BOpa (KOHTPAKTa), HaKiladHad)

"KOBHI{HBH Jlnc", CHIA, Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAHMCHOB&HWE H3MOTOBHTENA, CTPAKHDl M T.E.

cootBercTByeT Tpebopanmsm:  TOCT P 50444-92 (p. 3,4), FOCT 19126-2007 (p.5), [OCT 21643-82
(p.2), TOCT P 52770-2007, TOCT P MICO 10993-1-2009, TOCT P BUCO 10993-2-2009, 'OCT P HCO
10993-5-2009, I'OCT P UCO 10993-10-2009 .,

(obo3paueHe HOPMATHBREIX JOKYMEHTOR, COOTBEICTBHE KO’DOleM FOATBEPAJIEHO AaHHOH IeKAapaunei, ¢ YKa3anueM NYHKTOB 3THX HOPMAaTHBHBIX
OKYMCHTOB, CORGPIKAlMX TpeOoBanHs AN AaRROM NPOAYKWHH (yeayrh))

Hexnapanusa NpHHATa Ha OCHOBaHHMH: NpoTokona ucnbrranmii Ne [-H-12/472 or 21.08.2012 I 'OV
JIIO  "Poccmiickad  MeAMIMHCKAd  aKajJeMHd  TOCHeIRNIOMHOro  oOpaszopanus  MHHHCTEPCTBA
3xpaBooxpaienug Poccuiickoi ®eneparmn', per. Ne POCC RU.0001.211M60, 24.06.2010 — 24.06.2013;
JAKTIOYCHITH TOKCHKONOTHUYSCKHX HennITapmii NoNo 6990.012 - 6992.012 ot 21.08.2012 &I'Y "HHH
OXM" OMBA Poccun, per. Ne POCC RU.0001.211MM33, 14.07.2010 - 14.07.2015

PerucTpaliMosHoe  VIOCTOBepeHre PesiepabHoi cnvkObl mo Hajmsopy B cdepe 3npaBoOXpaHeHHd H
conuanbHoro passutug Ne ©C3 2011/10132 or 18.08.2011

(uH (OpMBLIS 0 TOKYMEHTEX, ABJIAIIIHXCE OCHOBAMHEM IS NPURATHA ASK/IapaliH)

Hara npunsTua pexnapanuy - 23.08.2012

L{eKﬂapauIm 0 COOTBETCTBHH ACHCTBHTEILHA J0 23.08.2015

¢KopuaycH
Erpasus»

bokora Mapnus JIsBoBHa
(vHuIHAank], haMHIIAA)

000" 4 EHER-CEPTHONKALIMN 1 IEKJIAPUPOBAHUA", No POCC RU.0001.111IM41

(HAHMCHOBAHHE H BAPEC OPraka [0 CepTHpUKALMH,

g, Muesamky, foM Ne 3, kopriyc | tenedon: +7 (495) 783-42-17

\ 3aPErKCTEHPOBABINETO IEKIapatHio)

POCC US.IM41 100767 gt 23.08.2012

g (mara peruetpar perucTparsi i HOMED RCKJIapAITHH)
C. B. XaauMoHeHKO

(]
(rOAIMCh, MHHLMANE], haMPINI PYKOBOJMTENS OPraHa HO CepTH(IHKALHN)




IMPHJIOKEHHE K JEKJAPAIIMH O COOTBETCTBHH 1

[. MHCTpyMeATH XHPYPrHUYECKUC CITHBAIOIME € KAacceTaMH H CMEHHBIMH OpaHinaM¥ JULL OTKDBITBEIX H
HHJIOCKOITHYCCKIX ONCPATHBHBIX BMEIIATESILCTR:

1. HucTpyMenTs! Iis HanokeHHs HuTouHoro impa Purstring, ASP 50, Endo Stitch, SILS Stitch, Surgitie,
Surgiwip, Endo Slide, Endo Close;

2. VHCTPYMEHTHI IPSMbIE H H30THYTBIE JUis HANOKCHHS HUEPKYIIpHOro aHacTomosa EEA, Premium Plus
CEEA, DST Series EEA, DST Series EEA XL, DST Series EEA Orvil, Valtrac;

3. MucTpyMenTs! cinuBaromume jmueinsie: GIA, SGIA, GIA Premium, Poly GlA 75, TA, TA Premium, TA 90
BN, Roticulator, Multifire Endo GIA, Endo GIA Universal, G1A Universal, Endo GIA Universal XL, Endo
G1A Ultra Universal, Premium POLY CS-57, Roticulator 55 Poly;

4. VHCTpYMEHTR JUIS HaJOXKeHHs KoxHoro mBa Signet, Royal, SFS, Appose ULC, Multifire Premium, DFS;

5. UHeTpyMEHT)I I HanoxkeHus kmune Premium Surgiclip, Premium Surgiclip I, Poly Surgiclip, Endo Clip,
Endo Clip 11, Endo Clip 111, Acuclip, Laproclip Multiple, Endo Clip Multapplier u cmennsie 6panmu Endo Clip
Multapplier, LDS, LDS-2;

6. UuctpyMentsl sugorepanocteruiepsr Multifire Endo Hernia, Endo Universal, Tacker, Multifire VersaTack,
ProTack, Absorba Tack, Stat Tack, 1-Clip

7. IHCTpYMCHTS! s YAAICHNS CIMTHBAOINKX CKperoK Premium extractor, Appose

I1. OprauusanHy-43roTOBHTEIH:

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 1sidro 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.

«Kopumyucy
Erpazmuan

bokopa Mapus JIeBorHa
(wHHIE AT, haMuIHs)

CeezicHHA 0 perucTpaluy JeKIapalHtt O COOTBETCTBHH
000 "IIEHTP CEPTHOUKAIWM 11 NEKJTTAPHUPOBAHHK A", Ne POCC RU.0001.111MM41

TT00 Loy (HauMeHOBaHWE W afpec OpraHa no cepTuQUKALHH,
12339@MH(¢BHHKH, JoM Ne 3, xopnye 1 Tenedon: +7 (495) 783-42-17

‘Lﬁ;‘? s Oﬁ:% 3aPErucTPHPOBABINErO ACKAAPALHIO)
e\ POCC US.MM41.7100767 ot 23,08.2012

SR,
(NaTa pErneTpaLyK 1 HORHBIA HOMSH ACKapallii}

C. B. XanmMoneHnko

v
(nonnues, uHUEANsL, HaMuii PYKOBOJHTCI OPraHa N0 cepTHIPHKAIRN)




