TEKJAPAIIUSI O COOTBETCTBUU

O6mecTBo ¢ orpapu4enioil oreercreennoctTsio "Kosnaued Espazus'’'; 000 "Kopupuen Espazus"

(HaHMGHGBaHP[C OpPraHnsallud UK q)aMHHl']ﬂ, HMA, OTUECTEO MHARBAZYANIBHOTO IPCANPHHUMATENA, IPHHABMIUX ACKAaPAUNKD O COOTBeTCTBI/II/I)
Meskpaiionnas necnexnns PenepansHol HATOT0BOH cirykOB1 Ne 46 o r.Mockse , 23.07.2001

CBSACHKA O PErHCTPAlHY Opranud3aiii HAH HHIAHBHAYaIbHOI0 TPCANNHHAMATEA

OT'PH 1027739579284

(HAMMEHOBAHHIC PETHCTPHPYIOIISIO Oprasa, IaTA PETHCTPAIHH, PETHCTPALHMOHHBIA HOMED)

Appec: 105120, r. Mockga, mepeynok Ceipomaraudeckuii 2-i, qom 1, tenedon: +7 (495) 933-64-69

{(aapec, TenedoH, dakc)
B mme  TedepanpHoro jupekropa bokoeoi Mapun JIBBOBHEI

(AOWKHOCTE, GAMIITHA, HMS, OTHCCTBO PYKOBOAMTENH OPTAHM3ALMNH, OT MMEHH KOTCPOI NPHHHMAETCA XeKAapalyL)
3&5{BJI516T, UTO HHCprMeHTbI XHPYPravuecKHe CHIHBAKIIIHE ¢ KACCCTAMH H CMCHHBIMH
6paHl]IaMPI AJIA OTKPBITHIX H DHAOCKONMMECKHX ONEePaTHBHLIX BMEIIATEILCTB

(HauMeHOBAtE, THE, MapKa IPOIYKUKHE (YCIYTH), HA KOTOPYIC PacHpOCTPAHACTCA ASKIapakia)

Kog OKII 94 3110 - Koa TH B9/ 9018 90 840 9

xo1 OK 005-93 w (naw} TH B3] CHI™ unn QK 002-93 (OKVH), cRelenns 0 CepHAHOM BBINYCKE MAH DAPTHH
CepuifHBEL BBEIIYCK

(HOMEp [ApPTHH, HOMEpa W3JIENHIL, PEKBHIUTEL A0TO80Pa (KONTPaKTA), HAKNANHAA )

"Kornauen Jlue", CIIIA, Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

HAWMEHOBAHWUE W3TOTOBUTETA, CTPAHE] H T.II.

cootBercryeT TpeGoBanusm:  ['OCT P 50444-92 (p. 3,4), I'OCT 19126-2007 (p.5), I'OCT 21643-82
(p.2), TOCT P 52770-2007, I'OCT ISO 10993-1-2011, TOCT ISO 10993 5-2011, TOCT ISO 10993-10-
2011, 10993-11-2011

(0603Haqe}11~16 HOPMATHBHEIX JOKYMEHTOB, COOTBETCTBHE KOTOPEIM MONTBEPAACHO JARKON AeKTapausel, ¢ YKa3aHHeM NYHKTOR 3THX HOPMATHBHEIX
JOKYMEHTOR, COJASPHAUX TpeGoBaHHA A TaHHOH NPOAYKIEH (YCIyri))

Jleknapanus IPUHATA Ha OCHOBaHHHK: mpoTokona uenbertanuid Ne 1-H-12/472 or 21.08.2012 HUIIL] T'OY
JII0  "Poccmiickas MEAMIHHCKAS  aKaJeMHs THOCISAUIUIOMHOTO  oOpa3oBaHui MuHucrepcrea
3apasooxpareHus Poccuifckoit ®enepanun”, per. Ne POCC RU.0001.211IM60, 24.06.2010 — 24.06.2015;
3AKIFOYUCHHA TOKCHKONOImIeckux mcnpitanmii Ne 3387.014 ot 29.09.2014 WL ®I'BYH "HHH O&XM"
®MBA Poccun, per. No POCC RU.0001.211MM33, 05.09.2012 - 16.07.2015

Peructpanmonnoe yaocroepenne DenepanbHoil ciayxOpl 110 Hagzopy B cdepe 3/ApaBOOXpaHEHHSA H
cormanbHoro passutus Ne @C3 2011/10132 ot 18.08.2011

(MHQOPMALIAA 0 BOKYMEHTAX, ABJIIOHIHXCA OCHOBAHUEM JIN8 PHHATHS ASKNapalliu)

Jara npunstug gexnapanuu - 30.09.2014

Jexnapanus o COOTBETCTBUH ACHCTBUTENbHA JIO 30.09.2015

boxosa Mapus JsBoBHa
(uHULIMATIEL, (PAMUTTH)

3apemcrpnponaamero nexnapau.mo)

POCC US.MM41.104195 ot 30.09.2014

(AaTa perucTpanMH M PETHCTPALHMCHHLIE HOMED REKAAPALIHH)

< A L. Hoxro

(NOATIMCE, MHHIFIATEL, GaMUIHA PYKOBCIMEETA CpTaHa Mo cepThdHKaNu}




I. HCTpYMEHTBI XUPYPTHYCCKHE CIIMBAOIINE C KACCETAMH H CMEHHEIME OpalllaMy /i1 OTKPBITEX |
IHJIOCKOHWYECKHX OHCPATHBHLIX BMELIATENBCTR:

1. MeCTpyMEHTE] 11T HANOMKEeHHs] HHTOYHOI'O 1IBa Purstrlng, ASP 50, Endo Stitch, SILS Stitch, Surgitie,
Surgiwip, Endo Slide, Endo Close;

2. IBCTpYMEHTHI IPAMBIE H H30THYTEIE JUI HATOXEHHS WUPKYIspaoro anactomosa EEA, Premium Plus
CEEA, DST Series EEA, DST Series EEA XL, DST Series EEA Orvil, Valtrac;

3. UmcrpymenTsl ciunBaromue muHeiinsie: GIA, SGIA, GIA Premium, Poly GIA 75, TA TA Premium, TA 90
BN, Roticulator, Multifire Endo GIA, Endo GIA Universal, GIA Universal, Endo GIA Universal XL, Endo
GIA Ultra Universal, Premium POLY CS-57, Roticulator 55 Poly;

4. MHCTpyMEHTHI Ui HAOXKEHHA KOXKHOTO IiBa Signet, Royal, SFS, Appose ULC, Multifire Premium, DFS;
5. MHCTpyMeHTEI [T Hanoxenus knanc Premium Surgiclip, Premium Surgiclip 11, Poly Surgiclip, Endo Clip,
Endo Clip 11, Endo Clip 111, Acuclip, Laproclip Multiple, Endo Clip Multapplier u cMernsie 6panmu Endo Clip
Multapplier, L.DS, LDS-2;

6. UuctpymenTrl sEROTepHHOCTENepEl Multifire Endo Hernia, Endo Universal, Tacker, Multifire VersaTack,
ProTack, Absorba Tack, Stat Tack, I-Clip

7. IHCTpYMEHTSI /U yAaeHHs CINHBAIOIINX CKpemok Premium extractor, Appose

II. Opranm3anun-H3rOTOBHTEIN:

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, Dommlcan 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.

Bbokosa Mapns JIssosHa
(vHUIMANEE, haMUTHg)

OOO-"HEHT EPTHOUKAIIIN 1 JEKJIAPUPOBAHWSI", Ne POCC RU.0001.111M41

{HanMEHOBAHHE H &PEC OpraHa 110 cepTHclmKaunn

3apPErHCTPHUPOBABILETO aexnapaumo)
POCC US.MM41.7104195 ot 30.09.2014
(naTa perncTpaniH ¥ peryeTPaLHOHEbIH HOMEp Zelulapatan)
o~ AJ. Jloxo

(n0AnHCh, HHHLMATH, GaMUNHA PYKOBOLUTENS OPrata 1o cepTiduKaLum)




