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- Kaccera ycunennas Endo GIA ¢ npuMenennem TexHo10ruu Trn—Staple,

BapHAHTH! UCIIOTHEHHS: : =
1. Kaccera younennas Endo GIA s CPE/THEH/TONICTOMN TKaHH C HpHMeHeHHeM TEXHOJIOTHH
Tri-Staple, 45 Mm.

2. Kaccera yeunennas Endo GIA JUIst Cpe,Z{HeH/TOJICTOH TKAHH C HpHMeHeHHeM TEXHOJOTHH
Tri-Staple, 60 mm. :

3. Kaccera ycunennas Endo GIA mm :-)Kcrpa'roncmn TKaHH C IPUMEHEHHEM TEXHOIOTHH
Tri-Staple, 45 mm.

4. Kaccera YCHNEHHAA Endo GIA T BKCTpaTOJICTOPI TKaHH ¢ IIpPIMCHCHHCM TE‘,XHOJ'IOI‘HI/I

~ Tri-Staple, 60 mm. :

MecTo NpoU3BOICTRA:

1. Covidien llc, 15 Hampshire Street, Mansfield, MA 02048, USA

27 Cowdwn, 60 Middletown Avenue, North Haven CT 06473, USA.
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JEKJAPAITASA O COOTBETCTBHH

OGIecTBO ¢ OrpaHHYEHHOl 0TBETCTBEHHOCTHIO ""MeaTponux'; 000 "MeatpoHuk'
(Hanmeﬂonauue Oprasu3auuy Hau q)ﬂMPlJ'lH)I, HMA, OTYECTBO HHAWBHAYANBHOIO npeanpuHUMare, TPHHABIIHX JICKnapauHio o COOTBC’I‘CTBHH)

Mexpaiionnas nHcnexuus PenepaibHO HAJIOrOBOH ciyx6561 Ne 46 1o r. Mockse, 30.01.2008
CBEZIEHUA O PErHCTPALIMH OPraHH3aLMH HIH HHAWBRYAILHOIO NPEANPHHHMATENA

OI'PH 1087746137247
(HauMeHOBaHNe PErHCTPHPYIOILIETO OPraHa, aTa PErHCTPaLus, PErHCTPALMOHHBIH HOMEP)
Anpec: 123317, r. Mockea, TTpecueHckan HabepexHas, A. 10, Tenedon: +7 (495) 580-73-77,
dakc: +7 (495) 580-73-78

(anpec, TeneoH, dakc)
B aune TenepanbHoro aupekropa IlsicyHoBo#H Enenst BUKTOPOBHEI
(ROMKHOCTD, (haMHIIHS, M, OTHECTBO PYKOBOANTENS OPraHU3AUNH, OT HMEHH KOTOPO# MPHHHMAETCA JeKnapaums)
3asBISIET, YTO Kaccera ycusienHas Endo GIA ¢ npumeHeHHeM T€XHOJI0THU Tri-Staple
(HauMeHOBAaHHE, THI, MapKa NPOAYKUKH (YC/IyrH), Ha KOTOPYIO PacnpocTpaHaeTeH [Jexnapauus)

Kox OKIIJ2 32.50.13.190 Kox TH BO/1 9018
ko OKII2 u (wmu) TH B3JZX CHI” uau OK 002-93 (OKYH), ceenenusa o cepnitHOM BBIMYCKE WM NApTHH

(HOMep napTHH, HOMEPA N3N, PEKBH3HTEI IOrOBOPa (KOHTPaKTa), HaknaaHas)
"Kosuanen juic'", CIIIA,
Covidien llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAaWMEHOBaHKHE H3rOTOBHTENA, CTPAHLI H T.I.

cootBeTcTByeT Tpebopanusam: ['OCT P 50444-92 (Pasn. 3,4), TOCT 19126-2007 (Pa3sz. 5), TOCT ISO
11607-2011, TOCT P 52770-2016, TOCT ISO 10993-1-2011, T'OCT ISO 10993-5-2011, I'OCT ISO
10993-7-2016, TOCT ISO 10993-9-2015, FOCT ISO 10993-10-2011, TOCT ISO 10993-11-2011, r'oCT
ISO 10993-12-2015

(0603HAUEHHE HOPMATHBHBIX JOKYMEHTOB, COOTBETCTBHE KOTOPBIM NIOATBEMIIEHO AAHHOM AeKapalel, ¢ yKazanHeM NyHKTOB ITHX HOPMATHBHDIX
JIOKYMEHTOB, COAEpKaLlX TpeGoBaHHA AN AaHHON NPOAYKUHH (ycnyrn))

Jlexnapanys NpuHATAa HA OCHOBAHMH. IIPOTOKONAa TEXHHYECKHX ucneitanuit Ne 2016.TR-147.12CI ot
27.12.2016 000 WUJIL] "MenTectIIputop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015; npoTokona
TOKCHKOJIOTHUECKUX HCCIeNoBaHmi MemuuuucKoro m3gemus Ne 8675-4 ot 26.03.2018 JlaGopaTopHEIH
nentp OO0 "Lentp Kontpons Kauecrsa OHLT", per. Ne POCC RU.0001.21PK75 ot 12.08.2014
Peructpamuonsoe ymoctoepenne DenepaibHoif CloyxObl 1O Hau3opy B cdepe 31paBOOXpAHEHUS
(POC3TJPABHAJI30P) Ne P3H 2018/6920 ot 15.03.2018

(WAGOPMALINA O NOKYMEHTAX, ABAAIOLUMXCA OCHOBAHHEM U1 NPHHATHA ACKNApaUnH)

Jara mpunstas neknapamun  28.03.2018

Jlexapaliisi 0 COOTBETCTBHH JEHCTBUTENBLHA 10 28.03.2021

Inacynopa Ejnena BuxkropoBHa
(vHMIMans], haMHuIHs)

HNalMHE eKTapaliu O COOTBETCTBHH
PHOUKALIMY U JEKJIAPUPOBAHUS", Ne RA.RU.11MITI8

’ (Ha1MEHOBAHHE H AIPEC OPTaHa N0 CEPTH(hHKALIIH,
& Ve &
¥ W
2 g
)

POCC US.MII18./102134 or 28.03.2018

(RATa PErHCTPALIMH W PETHCTPALHOHHBIH HOMEP ACKNapaUiH)
S A.JL. JToxo

(MOAMKCH, HHMUHATE], HAMUNHA PYKOBOAHTENS OPraHa no cepTudKaiih)

3aperHcTpHpOBABLIEr0 ACKNAPALHIO)

, oM Ne 3, kopnyc 1 Tenedon: +7 (495) 783-42-17
9(6?74516" L&




Kaccera ycunennas Endo GIA ¢ npumenenueM texHonoruu Tri-Staple,

BapUAHTHI UCIIOTHEHHUS:

1. Kaccera ycunennas Endo GIA s cpenneii/Toncroii TkaHu ¢ npuMeHeHHeM TexHonoruu Tri-Staple, 45
MM.

2. Kaccera ycunennas Endo GIA ms cpenneii/TosncTol Tkanu ¢ npuMeHeHneM TexHosoruu Tri-Staple, 60
MM.

3. Kaccera ycunennas Endo GIA s sxcTpaTolcToit TKaHu ¢ npuMeHenneM TexHonoruu Tri-Staple, 45 mum.
4. Kaccera ycunennas Endo GIA mis axcTparoncToi TkaHu ¢ npuMeHeHHeM TexHosoruu Tri-Staple, 60 M.
MecTo mpon3zBoacTBa:

1. Covidien llc, 15 Hampshire Street, Mansfield, MA 02048, USA.

2. Covidien, 60 Middletown Avenue, North Haven CT 06473, USA.

IlasicynoBa Enena BuktopoBHa
(MHULMANEI, HaMHUIIHS)

(HaHMeHOBaHKe H afpec opraHa no cepmd)uxauuu

)¢, \mom Ne 3, kopniye 1 Tenedon: +7 (495) 783-42-17

2
= g) 3aperucTpHpOBABIIEro ACKIapaLiio)

POCC US.MIT18./102134 ot 28.03.2018

(narta perucTpauiH ¥ perycTPaLHOHHBIT HOMEP ACKNapaumi)

A. . Jdoko

(noanice, HHUUMaNDL, GaMitIA PYKOBOMTENS OpraHa 1o cepTH(HKALIH)




