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JEKJAPALINS O COOTBETCTBHHA

OGuecTBO ¢ OrpaHHdeHHoil oTBercTEeHHocTb10 "Kopuauen Eppasun'’;s OO0 "Kosuawen Espazus”

(HAMMEHOBABHE OPrAHU3ALHE KK JAMHALSL, HMA, OTICCTBO HHIMRHIYANLHOTO IPSANPHHUMATEA, IPHHABIHX ICKRAPALKIO O COOTBETCTBHH)
Mexpaiionnas nHcHexiua PenepansHoil HATOropoi ey k651 Ne 46 no r.Mockse , 23.07.2001

CBeAEHHA O PETHCTRALMH OPTraHnsauii Wi HHIKBHIYAABHOTO ApeanpUHEMAaTCIA

OI'PH 1027739579284

(HANMEROBRHHUE DEMHCEPUPYIOLICTO OPTaHa, AATA PETHCTPALBH, PETHCTPALKMOHHSBIH HOMED)

Ajpec: 105120, r. Mockea, nepeyaok CeipoMsTHiuecknii 2-H, iom | tenedon: +7 (495) 933-64-69

{anpec, Tenedon, dakc)
B e [enepamssoro mupexropa bokopoit Mapuu JIsBOBHEI

{(AODKHOCTR, (PAMHNMA, MMA, OTYECTBO PYKOBOAMTENN OPFAHMIAINE, OT HMEHH KOTOPGH MPHHHMAETCA NEKNAfali)
3asIBIIsET, UTO HucTpyMeHTBI XEPYPrudecKne CIHHBAKIIAE ¢ KaCCeTAMH H CMEHHBIMH
GpaHIﬂaMH IS OTKPBITHIX H 3HACCKOMIMICCKHX OHEPATHBHBIX BMCHIATC/ILCTE

(HaUMEHOBAHKE, THI, MapKa MPOAYKLKMN (YCEYTH), HA KOTOPYK? PACIIPOCTPAHAETCA ASKIapariys)

Kox OKII 94 3110 Kox TH B2/I 9018 90 840 9

ko OK 005-93 1 (umu) TH B3JT CHI unu OK 002-93 (OGKVH), cheienus O CepMAHOM BBITYCKe iid NapTHH
CepuitHpii BHITYCK

{HOMEp MapTHH, HOMEPA H3ASNHIT, PEKBUINTE J0ICBOPA (KOHTPAKTA), HAKIIAAHAA)

"Koesumuen JLie", CIIIA, Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAUMEHOBEHHE M3rOTOBKTENA, CTPAHLI U T.I.

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

10993-11-2011

(0G03HAMERHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPHIM NOATBEPAUICHO IAHHOH ACKkAapatiiei], ¢ YKA3AHHEM IYHKTOB 3TUX HOPMATHBHRIX
JOKYMEHTOB, COASPKANMX TPeGoBanns AN FaHHOH MPOAYKUHK (YCnyTH)) .

Jlexnapanis OpUHATA HA OCHOBAHWMM: IIPOTOKONA mcmbITanuit Ne 1-H-12/472 or 21.08.2012 MJILL oy
JIIIO  "Poccuiickas MCOMIMHCKAs —akajieMus IHocaeauiiomuoro  obpaszoBanus ~ MuHHCTEpeTBa
sppaBooxpancHus Poccuiickolt ®egepamun”, per. Ne POCC RU.0001.21AM60, 24.06.2010 — 24.06.2015;
3AKTIOUEHNS TOKCHKOIOTHYecKnx uensitanmit Ne 3387.014 or 29.09.2014 W] ®TBYH "HHH ©XM"
®MBA Poccnn, per. Ne POCC RU.0001.21UM33, 05.09.2012 - 16.07.2015

PerncTpanuonnoe yaocrosepenue Pepepanproii cnyxOBl Mo Hamszopy B chepe 3APaBOOXPAHEHHA U
cormuanbroro passurust Ne @C3 2011/10132 ot 18.08.2011

(I‘[HCI]O;)M&L[HH ¢ AOKYMEHTaX, SABJIAKMAXCA 0CHOBAHHEM ATA NPUHATHR ne}mapauHH)

HMata npunstas neraparmu - 29.09.2015

Jlexnapailns 0 COOTBETCTBUM ACHCTBHTENBHA 10 29.09.2016

«Koprnver
Espasms»

«Covidien
Eurgsia»

Boxosa Mapus JIbBoBHa
(MHHITMATTBL, QaMUINs)

T

1. Muepnuky, goM Ne 3, kopryce 1 tenedon: +7 (495) 783-42-17

3APErHCTPHPOBABILETO ICKITAPaIEI0)

POCC US.MM41.J105669 ot 29.09.2015

(naTa perncTPaLHe ¥ PETUCTPALMOHHBIH HOMED JeKnapaslist)

et AN Jdoxo

(MOAMHCD, HAMLMATK, DaMHINA PYKOBOJHTEN OPraHa no cepruduxaumv)



I. MHCTPYMEHTHI XHPYPridecKye CIIMBAIONINE ¢ KACCETAMH H CMEHHBIMHE OPaHIIIaMH [UIA OTKPLITEIX U
IHAOCKONMUECKHX ONEPAaTHBHBIX BMEIIATE/IbCTB!

1. MiHCTpYMEHTHI JUIs HAoXKeHus HuToyHoro mea Purstring, ASP 50, Endo Stitch, SILS Stitch, Surgitie,
Surgiwip, Endo Slide, Endo Close; : S

2. MHCTpYMEHTEI IPAMEBIE H M30THYTHIE IS HAIOKEHHS IHPKYIIpHOro anactomosa EEA, Premium Plus
CEEA, DST Series EEA, DST Series EEA XL, DST Series EEA Orvil, Valtrac;

3. UrcrpymMenTsl cimmBarommue auneitasie: 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. MucTpyMeHTHI JUIst HalloxKeHUs KoxHoro mea Signet, Royal, SFS, Appose ULC, Multifire Premium, DFS;
5. MicTpyMenTHl LIt Hanoxerus winie Premium Surgiclip, Premium Surgiclip II, Poly Surgiclip, Endo Clip,
Endo Clip II, Endo Clip III, Acuclip, Laproclip Multiple, Endo Clip Multapplier 1 cmennsie Opanmu Endo Clip
Multapplier, LDS, LDS-2;

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

7. UHCTpyMEHTHI AT YIANCHIS CIIHBAOUIHX CKpelloK Premium extractor, Appose

II. Opranu3anuu-u3roTOBUTEIN:

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 60731,
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 Mapusn JibBoBHa
(MHMITHAITEL, pamMHIIAs)

SEPTHOUKATTMN U AEKTAPHPOBAHWA». Ne POCC RU.0001.11KMM41]

{HaunMeHOBAHYE H AIPEC 0praBa no cepTudmkam,

3aPErHCTPHPCBABIIETD ASKIAPALMIO)

POCC US.¥M41.J105669 ot 29.09.2015

{maTa perdcTpalliy # perHcTPaLOHHEIE HOMED AEKIapatibii)

& A . Joko

(NOANMCH, MHMIKANL], (PamMHAHS PYKOBOJMTENA OPraHa 110 CepTHHKALIN)




