OEAEPAABHAS CAVXXDBA 10O HA,A.SOPV B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3QP)

PETMCTPALIHMOHHOE YAOCTOBEPEHHE

HA MEAULIMHCROE U3 4EJIUE
ot 03 ampens 2020 roxa Ne P3H 2020/9867

Ha MemunuHCKOE H3/ETHE
Ynpounennas cmapr-kaccera Tri-Staple 2.0 nis ncnojb3oBanHus
¢ CHCTeMOl HajioxKkeHHs ckob Signia

Hacrosiniee perucTpalliOHHOE YAOCTOBEPEHHE BBIIAHO
"Kosuauen JIJIC", CHIA,
Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA

[Tpon3BoauTENH
"Kosuamnen JIJIC", CLIA,
Covidien LLC, 15 Hampshire Street, Mansfield, MA 02048, USA

MecTo IPOH3BOACTBA MEIUIHHCKOTO H3EIHs
Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA

Homep peructpaunonsoro gocke Ne PJI-30079/75173 or 21.11.2019
Knacc noTeHIManbHOTO pUCKa IPAMEHEHH MEAUIIMHCKOTO U3eHs 3

Kon O6mepoccuiickoro kiaccuhukaTopa NpoJyKIHH IO BUAAM 3KOHOMHYESCKON
nearensHocTH 32.50.50.000

Hacrosnee PEerucTpanHioOHHOS YAOCTOBEPEHNE UMECT NIPHIIOKEHHE Ha 1 mucte

npukasoM PocszapasHajsopa ot 03 anpemns 2020 roa :"%_;Y 92 izt
HOMyMIEHO K obpantenmio Ha TeppuTopud Poccuiickoit Deef
Bpno pyxoBogurens PegepanbHoi cayk0bl ;

10 Hag30py B cepe 3ApaBOOXpaHEHHS
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OEAEPAABHAS CAVIKBA T[1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

KPETUCTPALUHOHHOMY YAOCTOBEPEHHIO
HA MEAWLIUHCKOE U3EJIME
ot 03 anpeasn 2020 roga Ne P3H 2020/9867

Jiuer 1

Ha menunmaCKOE H3nETHE

YnpounenHas cMapT-kaccera Tri-Staple 2.0 a5 HcnoJab30BaHus

¢ CHCTEMOii HaJoskeHHHA cko6 Signia, B cocrase:

1. BapyaHTEI HCIIONHEHMS:

1. Cpenuss/Toncras ynpoyHeHHas cMapT-kaccera Tri-Staple 2.0 45 MM ms
HCTIONIB30BAHHSA C CHCTEMOH HaoxeHus ckob Signia.

2. Cpennss/ToncTas ypouHeHHas cMapT-Kacceta Tri-Staple 2.0 60 MM ms
HCIIO/IB30BAHHA C CHCTEMOM Halo)xeHus ckob Signia.

3. Uepnas yToJImeHHas ynpoYHeHHas cMapT-Kaccera Tri-Staple 2.0 45 MM s
HCIIONIb30BAHUA ¢ CHCTEMOH HalIOXeHHs cKoO Signia.

4. UepHas yToMMIeHHAas yIpOdHEeHHas cMaprT-Kaccera Tri-Staple 2.0 60 MM s
HCHOJIE30BaHHs C CHCTEMOH HaloXXeHHs cKob Signia.

II. MHCTPYKIIHS IO TPUMEHEHHIO.
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Bpuo pykoBogurens @eaepaiabHoii cnymﬁbi
1o Haja30py B cepe 31paBoOXpaHeHHS
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NEKJAPALIMSA O COOTBETCTBUM

O61ecTBO ¢ OrPAHHYECHHON 0TBETCTBEHHOCTHLIO "Mearponuk''; 000 "MeaTpoHuk"

(l'iﬁl‘khll‘,‘l’!()l}’dlll&@ opmm—mamm HAK dli\Mﬂﬂﬂﬂ, UMSE, OTUECTBO HHAHBUAYAIBHOIO |XpClU‘IpHHl!M'd‘l'ﬁﬂSL npmmmunx JIeKJiapauHo o] COOTBETCTBUH)
MeskpaiionHas HHCTICKIHS dejiepaibHOI HAJIOTOBOH ciy0b1 Ne 46 1o . Mockee, 30.01.2008

cBeNgHuA 0 perucTpanin oprasusatiy MITH HHAMBHJLY AIBHOTO npezmpmummcnn

OI'PH 1087746137247

(HAHMCHOBAHIHE PErNCTPUPYIOLIEro Opraxa, 1ara PErHCTPALHH, PeruCTPALHOHHDI HOMED)
Appec: 123317, r. Mockea, [Ipectienckas HabepexHas, 1. 10, Tenedon: +7 (495) 580-73-77,
daxe: +7 (495) 580-73-78

(anpec, Teacdoit, haxe)
B nune  [enepajlbHOro AUPEKTOPA TTisicynosoit Enenpr BUKTOPOBHBI

{TOKHOCT D, (ba.\m;nm, HMSL, OTHECTBO PYKOBOIWTCA oprasu3aiim, OT UMCHH K()’S‘Op(}ﬁ npHHUMACTCH ﬂemapawm)
3asBIISET, YTO YpouHeHHasi CMAPT-KacceTa Tri-Staple 2.0 1151 HCTIOTE30BAHMS € cucTeMoit
pasoxenus ckod Signia

(HauMeHOBAtIE, THIT, MApKa NPoAYKLH ( YCYTH), HA KOTOPYO PACTIPOCTPAHACTCS AeKsaparns)

Kox OKITJ12 32.50.50.000 Kox TH BDJ1 9018 90 840 9

ko1 OK 005-93 u (uan) TH B2 CHI™ nay OK 002-93 (OKYH). caenenits 0 CepHITHOM BLINYCKE WK NapTHi
CepuliHbld BBITYCK

(HOMep NapTHi, HOMEPA W3CH, PCKBIBNTH JOTOBOPE (KOHTPAKTA), HAKa1Ha)

"Kopuauen JLie", CIIIA, Covidien Llec, 15 Hampshire Street, Mansfield, MA 02048, USA

HAUMEHOBAHHE WIrOTOBUTENA, ¢Tpanbl H T.0L

coorserctByer Tpebopanusam:  [OCT P 50444-92 (Pasn.3,4), TOCT P UCO 14630-2017, TOCT P M3K
60601-1-2010, TOCT 21643-82 (Pa3x. 2), FOCT 19126-2007 (Pa3a.5), TOCT P 52770-2016, TOCT ISO
10993-1-2011, FOCT ISO 10993-3-2011, TOCT I1SO 10993-4-2011, TOCT ISO 10993-5-2011, TOCT ISO
10993-6-2011, TOCT ISO 10993-7-2016, T'OCT 1SO 10993-9-2015, TOCT 1SO 10993-10-2011, ['OCT
1SO 10993-11-2011, TOCT ISO 10993-12-2015

(0B03HANEHIE HOPMATHBHBIX AOKYMEHTOR, COOTRCTCTBHE KOTOPBIM [IOTBEPIKACHO AHHOT AeKk/apaLikeil, ¢ yKA3aHHEM [y HKTOR OTHX HOPMATHBHEIX
JOKYMEHTOB, COACPAILM TpeBoBatia Aa AaHHOM NpoyKIwH (Yeayri))

Jlexapaiusl IPUHESTA HA OCHOBAHHMH: IIPOTOKOIA penbiranms Ne 2019-05-17-002 or 17.05.2019 W1 TCb
000 "DnexTpoHTecT", aTT.aKK. Ne RA.RU.21MM45 ot 28.01.2016; mportokona TOKCHKOJIOTAUECKUX
HCCIIeI0BAHMH MeIHIMHCKOro u3aenns No 23985 ot 14.05.2019 JlaGopaTopHblil LEHTP 000 "Lentp
Kounrpong KauecrBa OHII", aTt.aKK. No POCC RU.0001.21PK75 ot 12.08.2014

PerucTpalioHHOE  Y/I0CTOBEPEHHE denepanbHON  cayKObl [0 HAA30pY B cepe 3ApaBOOXPaHEHHS
(POC3IPABHAJI30P) Ne P3H 2020/9867 ot 03.04.2020

(m-ubopmaumx O JOKYMCHTAX, ABAAIOUIMXCH OCHOBAHNEM /U1 NPHHATHR ;J.cknapamm)

JlaTa IPUHATHS JeKTapalnu ~27.04.2020
Jlexnapanus 0 COOTBETCTBHH JAEHCTBUTENbHA J10 27.04.2023

"MegTpoHuk” e

- Iasicynosa Ejiena BukroposHa
MDD $ 4 X :

"Medtrgnic* S moAnncs) (MHUIHATIBI, (aMUIIHs)

000 «IIEHTP CEPTUOHKALIMA U AEKTAPUPOBAHW Sy, No RA.RU.1IMIT18

(HAMMCHOBAHIE H A/PEC OpraHa no CepTuhUKaLHH,

D) Muépuuku, oM Ne 3, kopryc 1, atax 3, oM. 1, koum. 26 Tenedon: +7 (495) 783-42-17

3aperucTpupoe BABUICIO JICKapaiu 10)

U 0-US.MIM18.B.02789/20 ot 27.04.2020 pencTByeT Ao 27.04.2023

(ava perucTpaLith H perncTPALHOHHAIT HOMED JEKJIapaLm)

i AL doko

(110THCE, HHManbl, hamitniis pYKOBOAUTER OPprata no ceprudiKkanin)




Vnpounennas cmapt-kaccera Tri-Staple 2.0 17 Henosb30BaHms ¢ cucTeMol HatoxkeHus cko Signia

B COCTaBE!

. BapuaHTb! HCIIOTHEHUS!

1. Cpeansisi/ToicTas ynpoUuHeHHas cMapT-KacceTra Tri-Staple 2.0 45 MM /15l HCIIOJIB30BaHUSA ¢ CHCTEMOH
HasloKeHus ckob Signia.

2. Cpejsist/ToJiCTasl yIpOYHEHHas cMapT-KacceTa Tri-Staple 2.0 60 MM 715t HCTIOJIB30BAHMS C CHCTEMOH
Hanoxenus ckob Signia.

3. Uepnas yToJILEHHAs YIPOUHEHHAS CMapT-KacceTa Tri-Staple 2.0 45 MM JUIst HCTIOIB30BAHHS C CHCTEMOH
Hanoxkenns ckod Signia.

4. Yepuast yTOIILEHHAs yIIPOYHEHHAs CMApT-KacceTa Tri-Staple 2.0 60 MM Ul HCTIOJIB30BAHHS ¢ CHCTEMOH
HastoxeHnus cxkob Signia.

1. UncTpyKius o NPUMECHEHHIO.

MecTo NMpou3BOJCTBA:
Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA

<,

Ilascynosa Enena BukropoBHa
(uHuIMAIbL, (hamMuIus)

CRejieHHs O PEerMCTPalUK JIEK/Iapaliii O COOTBETCTBIH
000 «IIEHTP CEPTUOUKAILIMU U JIEKTAPUPOBAHH S», Ne RA.RU.1IMIIIS8

OTBETTS (HAHMEHOBAHIE 1 AAPEC OPrAHa 110 cepTHHHKAIHY,

[ 38]

vy, Muésrukn, 1om Ne 3, koprye 1, atax 3, nom. 1, kom. 26 TenedoH: +7 (495) 783-42-17

3APErHCTPHPOBABLICTO JIEKAAPALHIO)

-US.MN18.B.02789/20 oT 27.04.2020 pewcrayet ao 27.04.2023

(JATa PErHCTPALIMIN i PTHCTPAILONHBI HOMED JeKIAPaLM)

N AJL. doko

(NOATHCH, MHMLHAILL, GAMHIHA PYKOBOIITENS OPraua fo cepTHuKaiiim)




