OEAEPAABHASA CAVKBA T10 HAA3OPY B COEPE 3APABOOXPAHEHWA
(POCSAPABHAASOP)

PETHCTPAHHOHHOE Y,ZIOCTOBEPEHHE
HA MEAWLIMHCKOE U3AEJIME
ot 04 centsiops 2020 roxa Ne P3H 2020/9617

Ha menmuunckoe w3nenme
Onnopazoseie 3arpyxaemsre 610k TA™ Auto SutureTM TA PremlumTM
Auto Suture™

Hacrosimee perncrpanmonnoe yrocropepenne BbIaHO :

O6mecTBo ¢ OrpaHAYEHHOI 0TBETCTBEHHOCTHIO "Mem*ponmc , '
(000 "Mearponnk"), Poccusi, 123112, Mocksa, Hpecnencncaﬂ nab., 1. 10
1. 9, nomem. 111, kom. 41 -

Ilpoussourens
"Kosmanen JIJIC", CIIIA, :
- Covidien LLC, 15 Hampshlre Street, Mansﬁeld MA 02048 USA

Mecto npouzaoncwa MC}IPIuPIHCKO[‘O usnenml
M. npmlo,lce}me '

HOMep pemcrpaunonuoro Iocke Ne Pll-35542/58052 or 18. 08 2020

f- ﬂeﬂTeHLHOCTH 32: 50 50. 000

1 Hacromuee pemmpaunom{oe ynocronepeﬂue AMeeT nprmoxceﬂue Ha 1 JIHCTC "

~ mpukazom Pocanipasnamopa ot 04 centsiops 2020 rona No 8027/9
- JIonyIIeHo K oOpauieHuio Ha Teppatopun Poceuiickoii deagpail
- 3amectutein pyroBouTes Peaepaabnoii cyKobI

1o Haj30py B cepe 31paBoOXpaHeHus




PEAEPAABHAS CAVIKBA 110 HAA3OPY B COEPE 3APABOOXPAHEHWMA
(POC3APABHAA3OP)

MPHJIOXXEHHE
KPETHCTPALIHOHHOMY YAOCTOBEPEHHIO
HA MEAWLIHHCROE U3AEJIME

oT 04 centalps 2020 rona Ne P3H 2020/9617

Ha mennunuckoe n3nenue

O:amopasossie 3arpyxaemsie 610k TA™ Auto Suture™, TA Premium™

Auto Suture™:

B BADHAHTAX UCIOIHCHUS: :

1. Oanopasossiit 3arpyskaemsiii 610k TA™ Auto Suture™ ¢ texnonorueit DST Series
30 Mm - 3.5 MM, e T™
2. OaHopasoBwrit 3arpyxaemsiit 610k TA™ Auto Suture™ ¢ Texnonorueit DST Series
30 MM - 4,8 mwm. . TM
3. OmHopasosiii 3arpyxaembiii 610k TA™ Auto Suture™ c Texnonorneit DST Series
45 MM - 3,5 mm.

4. OnHopa3ossiit 3arpyskaemsiii 610k TA™ Auto Suture™ ¢ Texmonorueit DST Series'
45 MM - 4.8 MM

5. Onnopasossiif 3arpyxaemsiit 60k TA™ Auto Suture™ ¢ Texnonoruneit DST Series
60 MM - 3,5 Mm.

6. OnHopasosetit 3arpyxaemsrit 610k TA™ Auto Suture™ ¢ Texnonorneit DST Series
60 MM - 4.8 mm.

7. Omiopawsbm sarpyxaemsiit 610k TA™ Auto Suture™ c texnonorueit DST Series™

90 MM - 3,5 mm.

8. OnHopa3sosei 3arpyxaemsrit 6moxk TATM Auto Suture™ ¢ Texmonorueit DST Series™
90 MM - 4,8 MMm.

9. OnHopasossiit 3arpysxaemsiii 6mok TA Premium™ Auto Suture™ nist mcnons3opanus ¢
MHOropa3oBsM cTeriepom TA Premium™ 30 mym - 3,5 Mm.

10. OnnopazoBsiit 3arpyxaemsiit 6110k TA Premium™ Auto Suture™ mns ucnons3oBasms ¢
MHOTopa3oBbM crerepom TA Premium™ 30 mm - 4,8 mwm.

11. OnHopasoBsiit 3arpysxaemsiii 610k TA Premium™ Auto Suture™ nns ucnons3osanus ¢
MHOTOpa30BbM crenepoM TA Premium™ 55 mum - 3,5 Mm.

12. OnHopasossiii 3arpysxaemsii 610k TA Premium™ Auto Suture™ m71st MCNOIB30BaHMS C
MHOropa3osbM ctemiepom TA Premium™ 55 mu - 4,8 mMm.

13. Onnopa3oBbiii 3arpysxaemsiit 6ok TA PremlumTM Auto Suture™ nng ucnonszosanus ¢
MHOropa3oBsM creriepoM TA Premium™ 90 mym - 3,5 M.

14. OaHopazoBsiit 3arpyxaembiii 610k TA Premium™ Auto Suture™ anst nenonssosanus ¢
mHOropasoBbiM ctemiepom TA Premium™ 90 mm - 4,8 mMm.
MecTo npou3BOACTBa:

1. Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911 -67, S
Ponce PR 00731, USA. r.,
2. Covidien, 60 Middletown Avenue, North Haven, CT 06

JarecTHTED pykoBoauTes DenepanbHoii cayKobI |
1o Haa30py B cdepe 3apaBooXpaHeHust '
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JTEKJIAPAIIUS O COOTBETCTBHHU

OO6mecTBO ¢ OrpanuyYeHHoii oTBeTcTBeHHocThI0 ""Mearponuk'; 000 "Mearponuk'
(HAMMEHOBAHWE OPTAHM3ALMH WIH QAMHITHA, UMA, OTYECTBO HHIMBHAIYAILHOIO NPEANPHHAMATEIIA, IPHHABIIHX ICKIAPALHIO O COOTBETCTBHH)

Mesxpaitonnas uacrekips DejepaibHoii Hamorosoi ciryx0br Ne 46 mo r. Mockse , 30.01.2008
cBeJeHHA O PErHCTPallK OPraHH3alul Uit HHIMBHOYANEHOIO NpeanpHHUMAaTENs
OI'PH 1087746137247
(HAMMEHOBAHHE PETHCTPUPYIOLLETD OPraHa, IATa PEFHCTPALIUH, PETHCTPALMOHHBIH HOMED)
Anpec: 123112, r. Mockga, TTpechenckas Ha6., 1. 10, 31.9, mom.IIL, kom. 41, Tenedon: +7 (495) 580-73-77,
daxe: +7 (495) 580-73-78

(anpec, Tenedion, (akc)
Bmue Iemepansroro mupexropa [lnsicyHoBoii Enenbt BUKTOPOBHEI
(RO/UKHOCTB, (haMHIMA, UMA, OTHECTBO PYKOBOINTENS OPraHH3aLK, OT HMEHH KOTOPOi IPHHHMAETEA JieKnapanms)
3asBIseT, 4To Onnopasossie 3arpyxaemsie 610k TA™ Auto Suture™, TA Premium™ Auto
Suture™

(HauMeHOBAHHE, THI, MAPKA HPOAYKLMHU (YCIYrH), HA KOTOPYIO paclpoCTPaHACTCA neKnapaisn)

Kox OKIIJ2 32.50.50.000 Kox TH B2J1 9018 90 840 9

ko OK 005-93 u (unu) TH B3I CHI uam OK 002-93 (OKYH), cpesietns o cepiitHOM BEITYCKe WK NapTin
CepuitHBIH BBIITYCK

(HOMep NapTHH, HOMEPA H3MICNHIL, PEKBH3NTEL IOTOBOPA (KOHTpaKTa), HaKNagHad)

"Kosuauen Jlnc'", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HAMMEHOBAHHE M3TOTOBMUTE/IA, CTPAHBI H T.11,

cootsercTByeT TpeGosanusm: [OCT P 50444-92 (Pa3n.3.4), T'OCT 19126-2007 (Pasza. 5), TOCT P UCO
14630-2017, TOCT 21643-82 (Pasa. 2), TOCT P 52770-2016, TOCT ISO 10993-1 -2011,TOCT ISO 10993-
5-2011, TOCT ISO 10993-6-2011, TOCT ISO 10993-7-2016, 'OCT ISO 10993-9-2015, TOCT ISO 10993-
10-2011, TOCT ISO 10993-11-2011, 'OCT ISO 10993-12-2015

(0603HAYEHHE HOPMATHBHBIX A0KYMEHTOB, COOTBETCTBHE KOTOPHIM NOJITBEPHICHO IAHHOMH AeKNapalyei, ¢ yKasaHueM MyHKTOB STHX HOPMaTHBHAIX
JOKYMEHTOE, coliepanux TpeGoBaHus 1A AaHHOM MpoayKuui (ycmyrh))

Jlexnapalys IPHHATA Ha OCHOBAHHMH: IPOTOKOA HCTIBITAHmH N 2018-12-14-001 ot 14.12.2018 r. UJI TCb
000 "InexrponTect”, arr.akk. Ne RA.RU.21MM45 or 28.01.2016 r.; mpoTOKONA TOKCHKONOTHIECKHX
yiceleoBanuil Memunuuckoro magemas Ne 44960 ot 11.12.2018 r. JlaGoparopHblid HEHTP 000 "LlenTp
Kontpons Kauectsa OHIL", arr.akk. Ne POCC RU.0001 21PK75 or 12.08.2014 1.

Perucrpanonnoe ynoctoBeperne denepanbHOii CiIykObI O HaI30py B cepe 3apaBOOXpAHEHU
(POC3IPABHAJI30P) Ne P3H 2020/9617 ot 04.09.2020 .

(MHdopMaLd 0 IOKYMEHTAX, ABNSIOMUXCA OCHOBAHHEM JUIA NPHHATHA JeKnapaiun)

Jara npunstus aeknapaman _ 11.09.2020
Jlexnapaiys 0 COOTBETCTBHH ACHCTBUTCIIPHA JI0 11.09.2023

M.IL. ILascynosa Enena BukroposHa
(mopmuce) (MHUIUAITE], (paMuIIAs)

PErMCTPALK ASKIapaliy O COOTBETCTBUN
TUOUKAITAU U IEKITAPUPOBAHU S», Noe RA.RU.11MTT18

(HaMMEHOBAHKE M afpec OpraHa no cepTHdHUKALIH,
Muésanky, oM Ne 3, kopiyc 1, aTax 3, oM. 1, KoM. 26 tenedon: +7 (495) 783-42-17
3aperucTPUpOBABLIEro ICKNapaLHIo)

1)S.MM18.B.03395/20 ot 11.09.2020 aeicTByeT AO 11.09.2023

(naTa PErHCTPALMI M PETHCTPALMOHHIH HOMEP ACK/TApaLHH)

CaeieHHS O

AL, loxo

(MOAN¥CE, MHALMATEL haMILIUI PYKOBOIHTENS OPrana no cepTidHkarim)




Onropasossle 3arpyxkaemeie 6mokn TA™ Auto Suture™, TA Premium™ Auto Suture™

B BAPHAHTAX HCIIONHEHMUSL:

. OnHOpa3oBBLit 3arpyxaemsiii 610k TA™ Auto Suture™ ¢ Texnonorneit DST Series™ 30 mm - 3,5 mm.

. OjHopasoBsiit sarpyxaemiit 60k TA™ Auto Suture™ ¢ exnonorneii DST Series™ 30 mu - 4.8 mm.

. OHOPa30BHIii 3arpyKaembiii 6mox TA™ Auto Suture™ ¢ Texmomormeit DST Series™ 45 mu - 3,5 Mu.

. OmHopasoBbiit 3arpyxaemsiit 60k TA™ Auto Suture™ ¢ Texnonorneit DST Series'™ 45 v - 4,8 mw.

. OnHOpaz0BHIii 3arpyxkaemsrit 610k TA™ Auto Suture™ ¢ texmonorueii DST Series'™ 60 MM - 3.5 MM.

. OmHopazoBsiit 3arpykaembiif 610k TA™ Auto Suture™ c texnonorneii DST Series™ 60 mm - 4,8 mw.

. OnHOpa3oBli 3arpyxacmeri 6ok TA™ Auto Suture™ ¢ Texmomorueit DST Series™ 90 MM - 3,5 mm.

. OmHopasoBsiit 3arpyxKaemsii 610k TA™ Auto Suture™ ¢ Texnonorneit DST Series™ 90 Mu - 4,8 My

. OnHOpa30BsIiH 3arpyxaembiit 6ok TA Premium™ Auto Suture™' ju1s Hconb30BaHus ¢ MHOTOPa3OBBIM
cremmepom TA Premium™ 30 mm - 3,5 MM.

10. OnHOpa30BsIiA 3arpyxaemerit 610k TA Premium™ Auto Suture™ s1s nemons30BaHus ¢ MHOTOPa30BEIM
creriepom TA Premium™ 30 mm - 4.8 M.

11. OmuopasoBsIit 3arpysxaemsrii 610k TA Premium™ Auto Suture™ o1 nenosnb3oBanis ¢ MHOropasoBBIM
cremiepom TA Premium™ 55 mum - 3,5 Mm.

12. OmHOpa30BbIit 3arpyskaemsiii 6ok TA Premium™ Auto Suture™ nyis menosnbsoBanms ¢ MHOTOPa3oBHIM
cremiepom TA Premium™ 55 mum - 4,8 mMm.

13. OnHopasoBsIi 3arpyxacmerit 610k TA Premium™ Auto Suture™ juis Henonb30BaHKs ¢ MHOTOPa3OBBIM
creriepom TA Premium™ 90 mum - 3,5 mm.

14. OnHopa3oBlii 3arpyKaeMerit 610k TA Premium™ Auto Suture™ juis HeTonb30BaHAS ¢ MHOTOPa30BBIM
crertepom TA Premium™ 90 mwm - 4,8 mm.

Mecto npousBoacTBa:

1. Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA.
2. Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA.

O oo 1N R W~

ML.IL Iascynosa Enena Buxktoposna
(mojmuce) (MHUIHANB], (haMEITHS)

CBezleHMs O PErMCTPAIMH JeKIapaliu O COOTBETCTBHI
P CEPTUDUKATLINY W JIEKJIAPUPOBAHUSA», Ne RA.RU.11MIT18

N (HaHMEHOBAHHE M 4IPEC OPraHa no cepTihUKaLM,
E\Muésrukn, 1oM Ne 3, koprye 1, stax 3, mom. 1, kom. 26 Tenedon: +7 (495) 783-42-17

3aperHCTPHPOBABILEro JEKNapaltio)

1.US.MIM18.B.03395/20 ot 11.09.2020 geucTteyet oo 11.09.2023

(1aTA PErHCTPALMH ¥ PETHCTPALHOHHBIH HOMEP ACKNAPALHH)
AL Noko

(MOANKCH, MHMLIATBL, (AMHTHA PYKOBOHTEIA OPTana rno cepTH(hIKalni)




