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OEAEPAABHAS CAVKBA TIO HAA3OPY B COEPE 3APABOOXPAHEHV1}I
(POCSAPABHAASOP) - 2
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PEFHCTPAUHOHHOE YAOCTOBEPEHHE
HA MEAWLIMHCKOE H3AEHHE
or 19 aBrycra 2020 rona  Ne P3H 20719/8735‘5. |

Ha MeauumHckoe u3zenie .
Hupxyaspusiii crenjiep EEA ¢ npumenennem Texnoj10ruy Tn—Staple

Hacrosiiee perucTpaiioRHOe yI0CTOBEPEHHE BBIIAHO 2
Ob6mecTBo ¢ OrpaHHYeHHOM 0TBETCTBEHHOCTHIO "Mempomuc
(000 "Menarponuk'), Pocensi, 123112, MOCKBa, Hpecﬂeﬂckan H35 o A 10 2 e
1. 9, momem. 111, kom. 41 T

[TpousBoauresns
"Kosuanen JIJIC", CHIA,
Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048 USA

MecTo pon3BOACTBA MEAMIIMHCKOTO U3IEITHSI
CM.IIPHJIOKEHH e

Homep perucrpaiontoro aocke Ne PJI- 35360/57333 or 11 08.2020

Kinace noreHuMalibHOro pUCKa IIPUMCHCHHUS MCHHHHHCKOFO H3ﬂeﬂﬁﬂ 26

Kon O6mepoccuiickoro kiaccupukaropa InpoayKLHH 110 BHIAM axomxsmqecxou &
nesirenpaoctr 32.50.13.190 -

HacTosiiiee perucTpaiiOHHOe YA0CTOBEPEHHE HMEET NPHIIOKEHHE Ha 1 JiHeTe

nprka3om Pocsapastiaizopa ot 19 asrycra 2020 roga No g
JIONYLUEHO K oGpameHmo Ha TeppuTopHi Poccuiickoit ﬂ‘:‘ ep:

ZamecTHTenb pyKkoBomrens Meaepainoii ciaymon 1:
110 HAA30py B cepe 3APABOOXPAHCHIS \




OEAEPAABHAS CAVIKBA 10 HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

MPUJIOKEHHUE
R PETUCTPALIMOHHOMY YOCTOBEPEHHUIO
HA MEAWLWHCKOE U3EJIUE

ot 19 aBrycra 2020 roaa Ne P3H 2019/8355 :

Jner 1 ‘

{«

Ha meuumHckoe usmenue ,ﬂ 2 .1

Hupkyaspusbiii creniiep EEA ¢ npumenennem texnosnorun Tri-Staple: i ‘
BapUaHTBl HCITOJTHEHHUS: ~

1. upkynsprsiit crennep EEA ¢ npumenennem texuosnornu Tri-Staple g xaccet (.:j-_

CpeaHei/00nbIOoN TONILHHBL, 28 MM. A\

2. Hupkynapusiii crennep EEA ¢ npumenennem texuonoruu Tri-Staple s yephbix H

CBEPXTOJCTBIX KacceT. 28 Mm. .

{

3. Hupkynspusiii creriep EEA ¢ npumMenennem texnonoruu Tri-Staple /uig kaccert

CpeIHeH/00nbII0N TOMMHEL, 31 MM. A
4. llnpkynspubiii cremiep EEA ¢ npumenenueM texnosioruu Tri-Staple Ui yepHbIX 1} -
CBEPXTOJICTBIX KacceT, 31 mm. |
5. Iupkysipueiit cteriep EEA yBennuennoro pasmepa (XL) ¢ npiMeHenHeM TEXHOIOTHH i’. =

6. llupkynsipubiii creriep EEA yBenuuenHoro pa3mepa (XL) ¢ npuMeHEHHEM TEXHOIOIHH :
Tri-Staple jutst yepHBIX CBEPXTOJICTBIX KacceT, 33 MM.
MecTo npou3BoacTBa: et =
1. Covidien (U.S.S.C. Puerto Rico. Inc.), Building 911-67, Sabanetas Industrial Park, Ponce . /‘, ‘
PR 00731, USA. \
2. Covidien (China) Medical Devices Technology Co., Ltd., Rooms 501, 502. 601, 602, No.3 i
Building, No.2388. Chen Hang Road, Min Hang District, 201114, Shanghai, P.R. of China. ‘, |

= :

Tri-Staple n1st kacceT cpeEe/00BIION TOMIMUHBL, 33 MM. « Q
:
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ITEKJAPAIMA O COOTBETCTBHAN

Ofmcerso ¢ orpanuIenpoii 0TBeTeTEeRA0CThI0 "Memrponux'; 000 "Menrpouuk"
(HAYMCHOBAMIC OPFAHHIAIM HIH QAN HMA, OTICCIBO HINMBHIIYLISHOrO TPCANPHIKMTICHS, HPEIABINNX ACKTAPALILIO O COOTHCTCTRMI)
Mexpatiornas mrcnekims Depepanprol Hamoropoi ciryx651 Ne 46 1o 1. Mockee , 30.01.2008
CBEHEHHA 0 NErHCTPALMN ORTATHIANHN EUEH BHAKBRLYNGHOI0 HPCAHP!UIKMRTCIIH
QI'PH 1087746137247
(!ISIHMCHOBBH}IG pemc'rpnpytomcm Qpratiy, pata PETHCTRAULE, pemc'rpammmmﬁ HOMBP)
Anpec: 123112, Poceus, r. Mocksa, [Tpecuenckas uab., A. 10, at. 9, momen, 111, kom. 41, renedqon: +7 (495)
580-73-77, haxe: +7 (495) 580-73-78
{anpee, Tenefos, daxc)
Bmme Tlesepamsroro jupekropa [Liscynono# Enens: BHRTOPOBHEL
{NOMKHOCTH, hamiA, HAlS, OTHECTED PYKOBOANTCIA OPrAtH3ALIL OT IIMEHH KoTopoll NPULIIMACTCA ACKNAPALIIA)
3asBILICT, TI0 Hupkynspusii eremiep EEA ¢ npiveBeHIeM TeXH0A0TEH Tri-Staple
(HANMEHOBAHIE, TH, MEPKA TPOAYKINH (YERYTH), HE KOTOPYIO PICHPOCTPANACTCA HeKIapanug}

Kopx OKIOJI2 32.50.13.190 Kox TH B3] 9018 90 840 9
won OK 005-03 1 (nan) TH B3 CHT unit OK 002-93 (OKYH), ceenerin o CCpHtON BHIFYCKS 1M RApTHA

Cepritabiii BRIIYCK
(1omep NBNTILT, HOMEDA W3JIENRH, NEKBIALTR] A0TOBOPA {KOHTpaKTa), HAKnaaHaL)

“Kopraned JIné”, CIIIA,
Covidien Lle, 15 Hampshire Street, Mansfield, MA 02048, USA

HAMMEHOBRHULE H3rOTOBNTENA, CTPRHET H T.IL
cootsercTByer Tpebopanmm: [OCT P 50444-92 (Pasn. 3, 4), TOCT 19126-2007 (Pasn. 5), FOCT P UCO
14630-2017, TOCT P 52770-2016, TOCT ISO 10993-1-2011L,I'OCT ISO 10993-3-2011, TOCT ISO 10993-
52011, TOCT ISO 10993-6-2011, TOCT IS0 10993-7-2016, TOCT ISO 10993-9-2015, TOCT ISO 10993~
10-2011, TOCT ISO 10993-11-2011, TOCT IS0 10993-12-2013

{0BO3NAUCHHE HOPMATHBHRLK JIOKYMEHTOB, COOTRETCTRIG KOTOPHIAL NOATBCPAICHD nAHHOit AERANPALHEN, ¢ YIIANICA TYHKTOB YTHX HODMATIRILIX
JOKYMCITTOD, COACpA@Imig TpeGoBar A1 AanHol NPoAYKIIAH (yenyru))

Jexnapamys OpHHATA Ha OCHOBAHUH: [POTOKONA TEXHHYCCKHX ucmsrtanmii Ne 2018-736.1 or27.09.2018 r.
I AQ "Hezapnewyeti RHCTHTYT HCITBITAHMH MCAMIAHCKOM TEXHUKL", 8TT.AKK. Noe POCC RU.0001.517966
or 15.04.2015 r.; IpoTOKONA TOKCHKOMOTHYECKHX HCCICHOBAIME MEIHUMACKOre HM3NCMH Ne 31306 ot
25.09.2018 1. JlaGoparopsedi unerrp OQO0 "Lentp Kourpons Kauecrsa OHII", arraxk. Ne POCC
RU.0001.21PK75 ot 12.08.2014 r.

PervictpamuosHOG yiocTosepenue demepancHoi ciyxOsl no Hanzopy B cepe 3MPaBOOXPAHECHHS
(POC3IIPABHAJI30P) Ne P3H 2019/8355 ot 19.08.2020 1.

{sRQOPMALIN O AOKYMEHTAX, ABIMOUIXCA CONOBANKEM A3A OPHIITIA RCKIAPALIEH)

Tlata npumsTEs feknapanun _23.08.2020
SReliCTBUTEIBHA N0 25.08.2023

Nasncysosa Eaena BukToposna
(EFUTIEALLI, QaMUITHA)

CREIEHES 0 PErMCTPAIMY NEKNAPAlHE O COOTBETCTBYH
000 «ITEHTP CEPTUOUKAITAN K IEKJIAPUPOBAHW SI», No RA RT.11MII18

{HAMMEKOBAHIC H AOpcs Oprala ne cepTHhNRIUAY,

Muepmmxe, goM Ne 3, xopaye 1, sTaxk 3, nom.1, KoM, 26 renedomn: +7 (495) 783-42-17

3aPErHCTPHPOBARMIETO ICKIApAILIG)

H-US.MIM18.8.03286/20 or 25.08.2020 feifcTByeT A0 25.08.2023

{JLRT3 PEFFCTPALM 1l DETHETRAIOIE HoMSD JekRapau}

AL Joxo

(NOANiCh, MHIBIATL, GAMITIS PYROBOAITCIA 0PTAHA NG ceprnthsIRaLm)




Hapxy SELH CTEILIED EEA ¢ nprMeHeHHEM TeXHOIOTHH Tri-Staple
RAPHAHTE! HCTOMHEHHS:

1. HEpKyRApHbi CTEnNep EEA ¢ NpEMEHEHHEM TEXHONOTHY Tri-Staple mua xaccer cpenuei/6 onbLIONR
TONIIAHEL, 28 MM.

2. IlupxyApHEHA CTENNCP EEA ¢ DpUMEHEHHEM TeXHONOTHH Tri-Staple A% 4EPHKX CBEPXTONCTEIX KACCET,

28 M.

3, I{upKynapHsiii CTEIICP EEA ¢ npaMeHEeHHEM TEXHOIOTHH Tri-Staple mns xaccer cpenuei/0omnmoi
TOMIIAHEL, 31 MM. '

4, I{apKyIpHEDi CTEILIEP EEA ¢ IpuMeHEHEEM TEXHONOTHH Tri-Staple Ang TepHBIX CBEPXTONCTEIX KACCET,
31 M.

5, upxymapes cremnep EEA ypemIeHROT0 pasmepa (L) ¢ MpEMEHEHAEM TeXHONOTAH Tri-Staple nug
kacceT cpefueil/Gopmoil TONIHHEL, 33 M.

6. 1]apKynapELLl cTerep EEA yBeIuMeRHOT0 pasMepa (XL) ¢ npEMeHeHyeM TEXHONOTHE Tri-Staple nng
YEPHBIX CBEPXTONCTEIX KACCET, 33 M.

MecTo npon3BOACTRA:

1. Covidien (U.8.5.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA.
2. Covidien (China) Medical Devices Technology Co., Ltd., Rooms 501, 502, 601, 602, No.3 Building,
No0.2388, Chen Hang Road, Min Hang District, 201114, Shanghai, P.R. of China.

Inscynosa Eiena Buxroposta
. (MHEANHAATLL, (amems)

CBeerHst 0 PErHCTPALEY ACKIaPAliE 0 COOTBETCTERH
CEPTUOUKAIIMA Y MEKTIAPUPOBAHM I». No RARU.1 IMITL8

(HAIMEHOBAHHE 11 ANPEC OpraKa no copTAdHKALIL,

MuepamcE, KoM Ne 3, xopmyc 1, 3Tax 3, mom. 1, koM. 26 tenehomn: +7 (495) 783-42-17

3APETUCTPRPOBABINETD Hexmapausiio)

Fi-US.VIM18.8.03286/20 ot a5 08.2020 pelicTBYeT OO 25.08.2023

(TUra PETHCTPALIEH W PETHCTPAUOMIITL HOMEP ACENApALEnL)

AL Noxo

(NOAMIICH, HHIGIARS!, {DansITI PYKOBOUITCAA Oprard 1o cepTHIRALGHL)




