PEAEPAJ/IBHAA C/TYXXBA MO HAA3OPY B COEPE 34PABOOXPAHEHUA
(POC3AOPABHALBOP)

PETMNICTPAUNOHHOE YAOCTOBEPEHUNE
HA MEOVNUVMHCKOE N3AEJTNE
oT 19 aBrycra 2020 roga Ne P3H 2019/9174

Ha mMegnuuHCKoe nsgenve
OpHopasoBbIii MexaHnam Premium Surgiclip Auto Suture gns HaknagblBaHUSA
32KNMOB

HacTosLee pernctpaunoHHoe yL0CTOBEPEHME BbIaHO

OO6LLECTBO C OrpaHNYeHHOM 0TBETCTBEHHOCTLHO ""MeATPOHUK”

(OO0 "MeatpoHuK'™), Poccnsa, 123112, Mocksa, NpecHeHcKada Hab., a. 10,
aT. 9, nome,. 111, kom. 41

lNpoun3soauTens
"KosuaueH JI/1C", CLUA,
Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTo Npon3BOACTBA MEAVNLMUHCKOIO U3AeNns
Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park,
Ponce PR 00731, USA

Homep peructpaymoHHoro gocbe Ne P1-35370/57350 ot 11.08.2020
Knacc noTeHUnansLHOro pucka NpUMEHeHN MeULMHCKOro n3genms 3

Kog O6Lepoccuiickoro KnaccugukaTopa npogyKumm no BuaaM 3KOHOMUYECKOM
fesatensHocTy 32.50.13.190

HacTosiiLiee perncTpaLyioHHoe YA0CTOBEPEHIE UMEET MPU/O

npukasom Poc3gpasHaz3opa oT 19 asrycta 2020 roga Ne 7
[0NyLLEeHO K 06paLLeHNIO Ha TeppuTopun Poccritckoi

[.1O. NaBniokKoB

0052080



PEJEPANIBHAA C/TYXKBA MO HAA3OPY B COEPE 3[PABOOXPAHEHUSA
(POC3JPABHA/I30P)

MPUNOXEHWUE

KPETlMICTPAUNOHHOMY YAOCTOBEPEHUIO
HA MEANUVNHCKOE U3AEJTNE

ot 19 aBrycta 2020 roga Ne P3H 2019/9174
Jlnet 1

Ha meanuuHckoe mnsgenve
OpaHopasoBblii MexaHM3M Premium Surgiclip Auto Suture ans HaknagbiBaHUS
38)KVMOB:

BapuaHTbl UCMONMHEHNS:

1 Premium Surgiclip 1l Auto Suture Medium 11.5.

2. Premium Surgiclip Auto Suture Small 9.

3. Premium Surgiclip Auto Suture Large 13.

4. Premium Surgiclip Il Auto Suture Medium 9.75.

5. Premium Surgiclip Auto Suture Medium 11.5.

6. Premium Surgiclip Auto Suture Medium 9.75.

7. Premium Surgiclip 111 Small 9.



TEKJIAPAINA O COOTBETCTBUM

o QOmecTRO ¢ OrpPAHICICHIOH 0TBETCTBECHHOCTHI0 npegrpornk’; 000 "Menrponur'
(Haumenonauue O]JmH}BﬂuHH i (bﬂhllil‘l!!."l, HMA, OTYCCTHO IIHJJ.HD}IJUMBHOTO npcnnpummarenﬂ. r:puunnmﬂx JEKNapauHIt 0 GO !.‘BB'IGTBHH)
MexpationEas FHCITSKIH denepansHOil HANOTOBOR cry)x6s1 Ne 46 110 T. Mockse 30.01.2008
CREALIINA O pcrnc’rpnmlll oprammumx S TTHAHEHEY ANLHOTO npennpimmmenx
OrPH 1087746137247
(HAUMEROBARIE PETICTPHAYIOWETO opIaNg, KaTa PELHCTRALNL, pericTpatmoHiti HOMED)
Agipec: 123112, Poccus, r. Mocksa, TIpecHenckas wab., 1. 10, 3T. 9, mosent. 111, kom. 41, renehon: +7 (495}
580-73-77, thaxe: +7 {495) 580-73-78
{aapee, renedon, dakc)
Brmie | eHEpalpHOTO HHPEKIOpd TIngcymoBoi EneHbl BuxTopOBHBL
(OMECHOCTS, HAMTMIL, R, 0THSCIDO PYKOBOASFIENS OPrailcaliil, oT nnesn KoTopolt MpHEHMACTCE TEKnapAILT)

3agseser, TI0 Opropa3oBblii MEXANAIM Preminm Surgiclip Auto Suture A5 HARIAXBIBAHAS

3AMUMOB
{nAMEHOBAIINE, THT, MEPKA TROLYKINIH {ycuryru), Hi KQTOPYIO POCTIPOCTRANACICH HeKnapals)

Kon OKIIN2 32.50.13.190 Kox TH B/ 9018 90 840 9
xon OK 005-93 o (uni) TH BRI CHT uni OK 002-93 (OICYH), crereniut 0 Cepuiinoy BEHLYCKE FNE TAPTHY :
CepuiHETi BROTYCK

{movep nopTIH, HOMEpE e, peKBHIHTE AoTON0pE {routpanTa), yBKIBAHAL)
"Ropumaen ", CIIA, Covidien Llc, 15 Hampshire Strect, Mansfield, MA 02048, USA

MecTo NPOM3BOACTEA MEAHIHHCKOI0 m3Reans
Covidien (U.S.S.C. Puerto Rice, Inc.), Building 911-67, Sabanetas [ndustrial Park, Ponce PR 00731,

HANMEHORAHAE HITOTOBITTERA, CTpAIL I T.IL

COOTBETCTBYET TPEOOBARMAM: TOCT P 50444-92 (Pasa. 3.4), TOCT 19126-2007 (pask. 5), roCT P UCO
14630-2017,TOCTP 52770-2016, TOCT ISQ 10993-1-2011, TOCT 180 10993-3-2011, TOCT IS0 10993-
5-2011,TOCTISO 10993-6-2011, TOCT 180 10993-9-2015, FOCT IS0 10993-10-2011, TOCT ISO 10993-

11-2011,T'OCT IS0 10993-12-2015

(oGo3HAUEHAE HOPMATHBHEL ZOKYMEHTOB, COOTBETCTRIE KOTOPLIM 110 TBEIKACHO AARHO]T JeknapaLet, ¢ yKa3anies MyHKTuB ITHX HAPMATHBHBIX
AOKYMEHTOB, COISIIALIT tpelosutid K11 AAIHOGT NpoAYKITH {yenyri)

JleKIapanys HpUHITa Ha OCHOBAIIH: TIPOTOKOA TEXHHUCCKHX pcmorragmii Ne 12P.370-2.018 o1 27.11.2018
. WIMW ®T'BY ®HKI] ®XM ®MBA Poccwm, art.akk. N RA.RU.21IMM25 ot 17.09.2015 r.; mpoToKona
TOKCHKONOTHIECKHK BCCTeHOBaHKE MEIFIMHCKOTO M3ACHHI Ne 38375 or 07.11.2018 r. TaBopatopHstii
meaTp 000 "Uentp Kontpomns KawecTra OHIT", arT.aKkk. Ne POCC RU.0001.21PK75 ot 12.08.2014 r.

PernucTpaioREoe yAOCTOBEPCHRC depepascroil CHYROE! IO Hamzopy B cdepe 3paBOOXPAHCHAA
(POC3HAPABHAIBOP) No P3H 2019/9174 or 19.08.2020 I.

(iOPMALIA O JOKYMCHTAX, ABAAIOUIHISA SCHORIHICM 1A MPIHLATHE ASKAAPALIHH)

.. 25.08.2020

T CDATEIEHA JI0 25.08.2023

Tinsicynona Litena BuktopoBHa
(EHULEAIIEL, havEmasL)

ALAH O COOTBETCTBHH
V1 JIEKTIAPUPOBAHK Iy, No RA.RU.11MIT18

(nANAEHOBALIIEE W AHEC OPrana o ceprdHKALL,
sppmxn, xoM Ne 3, koprye 1, 3Tax 3, 1oM. 1, KOM. 26 tenedom: +7 (493) 783-42-17

3aPerHCTHHpOSANILETD ICKTANALINO}
§.B.03288/20 o1 95.08,2020 neicTBYET HO 25.08.2023

(maTa perucTpaiiy i PErHCTPALMONHLILHOMED HEKNAPALTIR)
A1, Joxo

(rtomnics, HHUNMANLL GaNHILA PYXOROMSTENH ORTAHL O ceprrisdHKaLH)




[

OnopasopEi Mexarnay Premium Surgiclip Auto Suture A1 HAKTAfBIBARAT SDIHMOB, BApHAHTEL
HCIONTHEHHAS:

1. Premium Surgiclip I Auto Suture Medium 11.5.

2., Premium Surgiclip Auto Suture Small 9.

3. Premium Surgiclip Auto Suture Large 13.

4, Preminm Surgiclip I Auto Suture Medium 9.75.

5, Premium Surgiclip Auto Suture Medium 11.5.

6. Premium Surgiclip Auto Suture Medivm 9.75.

7. Premium Surgiclip III Small 9.

Tlaneyiiopa Enena BakroposHa
(wrpmnuanst, hanums)

CaelcHus GTpaIIKH Jernapaldy O COOTBETCTBHHE

T EERP TUOMKAIMA 1 TEKIIAPHPOBAHW ST». No RA.RU. 1 1MIT18
y b", {HAUMCHODBEHNC H AAPEC oprana 1o cepTHINIKALAA,
: énnmcn, nom Ne 3, xopmye 1, oTax 3, oM. 1, KOM. 26 Tencdomn: +7 (495) 783-42-17

aperneTPIpOBABLICTO IEKNAPALNIQ)
S Mil118.8.03288/20 ot 25.08.2020 neiicTteyer no 25.08.2023

{HaTA PETICTPAL H PETNCTPAULIOINILLY HOMED DISKADPFEUIN)
é A X Noxo

{IOANICE, MITALGANE], OMIANA PYKOBOJHTENT Opraa no cepTnguKaI)




