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®EAEPAABHAN CAVIKBA O HAA3OPY B COEPE SAPABOOXPAHEHWI
(POCBA,PABHAABOP)

e e s ||

PEFHCTPAHHOHHOE Y,LIOCTOBEPEHPIE ;
HA MEAWLIMHCKROE U3SAEJIME :
or 20 aBrycra 2020 ronza Ne P3H 2020/9610

Ha MemumaCcKOe H3aenne ' S
OanopasoBblii NHPKYJIAPHBII CTEILIep EEATM Auto SutureTM ¢ Texnonomeu e
DST Series™ : St areo

HacTosniee perncrpauoHHOE yA0CTOBEPEHHE BBIIAHO

O6mecTBO ¢ OrpaHHYeHHOI OTBETCTBEHHOCTHIO ""MeaTpoHuK'

(OO0 "Mearponnk"), Poccus, 123112, Mocksa, [Ipecnenckas Haﬁ 5 ll 10
71. 9, nomemn. IT1, kom. 41 A i

Ilpoussoautess
"Kosuuen JIJIC", CHIA, : :
Covidien LLC 15 Hampshire Street, Mansfield, MA 02048 USA

Mecto NpOU3BOJICTBA MC/IMITMHCKOI'O I’I3J_ICJIPISI
CM.IIPHJIOKCHUEC

Homep perucTpaimoHHOro 1oche Ne PI[-35413/57586 or 12.08. 2020

Knacc noreHuuaisHOro pucka IpuMeHeH st MEeIHLIMHCKOTO H3Lle‘nnﬂ 26 3

Kox Obuiepoccuiickoro kiaccuduiaropa npoayKiunu no Bujiam SKOHOMH‘JCCKOH
nestenpaocty 32.50.13.190 g8

Hacrosiniee perucTpaliioHHOE YI0CTOBEPEHHE HMEET npnnoncenne Ha 2 JIPICTaX

3amecrureh pykoBoauteist PegepaabHoi ciyKob!
10 HA/I30pYy B chepe 3ApaBooxpanenus
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MPUJIOYKEHHUE

R PETHCTPALIUOHHOMY YAOCTOBEPEHHIO
HA MEAWLIUHCROE U3AEJIUE |

ot 20 aBrycra 2020 roaa Ne P3H 2020/9610

Ha meanumuckoe w3ene
Oanopazossiit unpkyaspusii cremiep EEA™ Auto Suture™ ¢ rexnosnorueit
DST Series™:

B BAPHAHTAX MCTIONTHEHUS:

1. Oanopazossiii uupkyspabii creniep EEA™ Auto Suture™ ¢ texnonorueit DST
Series™ 21 mm - 4.8 mm.

2. Onuopazosbiii uupKyspueii creriep EEA™ Auto Suture™ ¢ texnonorneit DST
Series™ 21 MM -3,5 Mm.

3. Onmopasossiit mupkysspaslii cremiep EEA™ Auto Suture™ ¢ rexnosnorueit DST
Series™ 25 mum - 4,8 Mm.

4. Onnopaszossiit pkyaprsii crennep EEA™ Auto Suture
Series'™ 25 MM -3.5 Mm.

5. OnnopazoBeit tupkysipusii cremiep EEA™ Auto Suture™ ¢ texnosorneit DST
Series™ 28 mm - 4,8 M. ‘
6. Onnopasossiii mpkynspubii cremep EEA™ Auto Suture™ ¢ rexuonorneii DST
Series'™ 28 Mm -3.5 Mm.

7. Opnopazoslit uupkyaapabiit creniep EEA™ Auto Suture
Series™ 31 mm - 4,8 mm.

8. Ozopazoswiit mpkyaspusiit cremiep EEA™ Auto Suture™ ¢ rexuonorneit DST
Series'™ 33 mMm - 4,8 Mm.

9. Oanopazossiit wpkyispubii cremnep EEA™ Auto Suture™ ¢ texnonorueit DST
Series'™ 21 mm - 4,8 mm XL.

10. Onnopazossiit unpkyiapusii cremep EEA™ Auto Suture™ ¢ rexnonorueit DST
Series™ 21 mm - 3,5 mm XL,

11. Omopasossiit uupkyaspusiit creniep EEA™ Auto Suture™ ¢ rexnonorneii DST
Series™ 25 mm - 4,8 mm XL.

12, Omopazosbii nupkyapusiii creniep EEA™ Auto Suture™ ¢ texuonorueit DST
Series'™ 25 mm - 3,5 mm XL.

13. Oanopasosbiit wupky mspubiil cremiep EEA™ Auto Suture Sonrese regorneit DST
Series'™ 28 mm - 4,8 mm XL, P& T‘O?_Nf;, _""Z° 3

14. Onmopasossiit tpkyspubii creriep EEA™ Auto Syture™ expegnonorndii DST
Series™ 28 mu - 3,5 mm XL. AR PR |

15. Oamopazossiii iwpkyspusii crersep EEA™ Auto Suture @56 rexuononieiiDS T
Series'™ 31 mm - 4,8 mm XL, L RASRATY" e 5y
16. Oopasossiii wupkysipabii creriep EEA™ Auto Sture!™ egexionorught DST
Series™ 33 mm - 4.8 mm XL, LN WA S
ZamectTurean pykoBoauteas Meaepaannoii cayxon
10 HABOPY B cepe 3APABOOXPAHCHIS

™ ¢ rexnonoruei DST

™ ¢ rexnonorneit DST
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SEAEPAABHAS CAVKBA (no HA..-'.\i!C;PV B Cc:)l—:r!-: SAPABOOXPAHEHINA
NPUJIOKEHHE

KR PETHCTPALIHOHHOMY YAOCTOBEPEHHIO
HA MEAULUHWHCROE H3AEJIHE

ot 20 arryera 2020 rogza  Ne P3H 20209610
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Mecto npoussoactsa:

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

%‘mﬂidien. 60 Middletown Avenue, North Haven, CT 06473, USA.
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3amecTuTeNb pyKoBoauTe st Deepanbnoii ciryRObI
110 HA/30pY B cdepe 3paBOOXPAHEHHSE
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JEKJTAPAUMS O COOTBETCTBHHU
O6mecTRo ¢ OrpaRMueRHolH oTBeTeTReHHocTsI0 "Menrponnk™; 000 "Menrpomxk'
(HanMEHOIANAE OPFAHHIAUMA HITE (AMIUTIL, HMA, OTUCCTIO MIANBHAYANEHOr0 NPCATPHHAMATENE, NPUHRBIIK ASAPMULD O COOTBETCTRIS)
MexpatiorHas wHcexuys Oenepansaoii manoroso cayxbr: No 46 1o 1. Maocxee , 30.01.2008
CBEREHIA O PErdeTNaiil OPTARIBALNE UIH HIIHBHAYANEHOMO THEATDRHUMATENA
QIU'PH 1087746137247
(HAMEHOBIBKE PETHETPHPYIOWSrO ONIallL, NATA perucTRALNY, perneTpatmionHntit Homep)
Anpec: 123112, r. Mockna, IIpecHenckas Hab., 1. 10, 31.9, nom. 111, kou. 41, resiedon: +7 (495) 580-73-77,
haxe: +7 (495) 580-73-78

(anpec, Tencdon, goxe)
Bmume  TemepansHoro nEpektopa Jlnscysoroit Enens BAKTOPOBHE
{ZOICKHOCTh, IMHAIS, M, OTYSCTIO PYKOBOANTEIN OPraHN3aLitiL, OT HMEHH KOTOPOR RPHIIMICTC ACKIAPALIR)
3asBIAeT, 4T0 Oppopazoesiii mapKyssipubiii cremep EEA™ Auto Suture™ e Texnomormeit
DST Series™

(HEsMEROBANEE, THI, MAPKA TIpoAyKuu (YOAYFIt), HR KOTOPYIO PACIPCCTPANALTCA JEKAPAUNA)

Ko OKTIA2 32.50.13.190 Kon TH B3/, 9018 90 840 9
ko OK 005-93 u (um) TH B3 CHT uny OK 002-93 (OX Y1), coenewisn o cepufinod BHIYCKE AN NApTIH

CepuilHpiil BEOTYCK
(HOMEp NapTHH, HOMEpA 3NLMuH, PCKRBIEUTE A0F0R0PA (koHTpaKta), HAKNAAEAT)
"Kosupues Jine", CIITA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA
HAAMCHOBAINIG IGTOTOBMTENA, CTPAHE] H T.10.
cootsercreyer Tpebopammm: TOCT P 50444-92 (Pasn.3, 4), FOCT 19126-2007 (Pasm. 5), FOCT P HCO
14630-2017, TOCT 21643-82 (Pasz. 2), FOCT P 52770-2016, TOCT 1ISO 10993-1-2011, TOCT ISO 10993-
5.2011, 'OCT ISO 10993-6-2011, TOCT ISO 10993-7-2016, TOCT ISO 10993-9-2015, TOCT ISO 10993-
10-2011, TOCT 18O 10993-11-2011, TOCT 1SO 10993-12-2015

(6502HA4CHHE HOPMATHDHLLE AOKYMCHTOB, COOTRETCTIHO KOTOPAIM NOATREPIKAEHO HaHI0 Jewapauneti, G YKAIAMIEM [IYHKTOB STIX HOPMATHBHELX
JIOKYMCHTOE, COACHKAULEK THeGoBaHHA JOTR AanHQH POy KL (ycnyr)

Tlexnaparyud TpPHHATA HA OCHOBAHME: TIPOTOKONA HCHBITAmy No 2018-12-14-002 or 14.12.2018 r,,
ponmonHerEs 1 ot 15.05.2019 r. k mporokony 2018-12-14-002 ot 14.12.2018 r. Wl TCB 00O
"InexTporTect”, arraxk. Ne RARU2IMM45 or 28.01.2016 r.; TPOTOKONOB TOKCHKOIOTHTIECKHX
HCCHeHOBAHMI MeIIITHECKOr0 Hafenms NoNo 44197 ot 06.12.2018 ., 23842 ot 13.05.2019 r. Jlaboparoprsrit
nentp 000 "Lentp Korrpona Kagectra OHIL", arr.akk. Ne POCC RU.0001.21PK75 or 12.08.2014 1.

Perpcrpanmornoe yaoctoBepenue Penepampiolf cayxOpr N0 Hamsopy B chepe 3MPABOOXPAHEHUA
(POC3IPABHAIIBOP) Ne P3H 2020/9610 or 20.08.2020 1.

(IIHElIDpMﬂuIU! 0 JOKYMCHENX, ABMAIOINXCA OCHOBAHAEM TR TNPHIATIN ncmmpauuu)

Tara mpeEusTas fexnapamas _ 28.08.2020
STCTBHH HeHcTBHTENBHE IO 28.08.2023

Iasicynosa Eacaa Bukroporsa
(AHUIMAIET, (haMITHS)

Cs éﬁ?’g@ﬁs‘{ﬁrmm néKJIapanmr-x 0 COOTBETCTBUH
] H RTHOIK AN W TEKTTAPUPOBAHW Sy, Ne RARU.1 1MTI18

(HAYMCHORAHIE H ATPEC OPraHA [0 CepTHIMIRALMI,
“Nnesnnxn, gom No 3, kopnye 1, aTax 3, rom. 1, koM. 26 Tenedon: +7 (495) 783-42-17
' 3aPCTHCTPUIOUARINERD AEKNAPAHAIO)

LS, NilT18.8.03326/20 o1 28.08.2020 neAGTEYET O 28.08.2023
{naTa perHCTHALL 1f pErpcTPaunonILI Hovep Jexaapa}
AJE, Hoxo

{NGAKCH, MHHLOMINL, GANMUTHRA PYKOBOAHTSNN OPrana no cepTIIsKALIIL




Oneopasossri mapkysapesii cremiep EEA™ Auto Suture™ ¢ texmonormeii DST Series™,
B REPHAHTAX HCOONBCHILT,

1. Opmopasossiit mupKysspEE cTemtep EEA™ Auto Suture™ ¢ rexmomorueit DST Series™ 21 v - 4,8
MM.

2. Onuopasopii mupKynaprsit ererwrep EEA™ Auto Suture™ ¢ Texmonormeit DST Series™ 21 vy -3,5 o
3. Onmopazorrit mupxynapresi cremep EEA™ Auto Suture™ ¢ rexnonormeti DST Series™ 25 v - 4,8
MM.

4. Ommopasosett mupKyEpHbi cremiep EEA™ Auto Suture™ c Texunonoruest DST Series™ 25 mm -3,5 v,
5. Opmopazosstit mapKymapksi crentep EEA™ Auto Suture™ ¢ rexmonormeii DST Series™ 28 vy - 4,8
MM.

6. Omuopasossnit mEPKyIsipHET cremiep EEA™ Auto Suture™ ¢ texmonorueit DST Series™ 28 nv -3,5 vt
7. OmaopasoBkt IMpKynapHESLE crerutep EEA™ Auto Suture™ ¢ Texuonormeit DST Series™ 31 mu - 4,8
MM.

8. Onropasosblit mupKyApHEIE cTemnep EEA™ Auto Suture™ ¢ Texnonorneii DST Series™ 33 mm - 4.8
MM.

9. OnsopasoBrti mupkymspHbiH cremep EEA™ Auto Suture™ ¢ rexmonorueit DST Series™ 21 v - 4,8 v
XL.

10. Oropasossit mapkysprELt crermep EEA™ Auto Suture™ c Texmonoruett DST Series™ 21 MM - 3,5
v XL.

11. Onwopasorsi wepkywpasi cremmiep EEA™ Auto Suture™ c texuonormeit DST Series™ 25 mm - 4,8
MM XL,

12. Oneopasosmilt mupxynsipubii cremep BEEA™ Auto Suture™ ¢ texmonormeit DST Series™ 25 v - 3,5
MM XL.

13. OpHopasoskit mupKytpaet cremnep EEA™ Auto Suture™ ¢ texmonorueit DST Serics™ 28 v - 4,8
M XL.

14, Onmopasoswlit meprynspHbtt crermnep EEA™ Auto Suture™ c texuonornedt DST Series™ 28 a - 3,5
MM XL.

15. Onropasopstit mupkymstpHeii cremuep EEA™ Auto Suture™ ¢ texmonorueit DST Series™ 31 mm - 4,8
MM XL,

16, Ompopasossiil upKyAspHsLi crennep EEA™ Auto Suture™ ¢ texnonorneit DST Series™ 33 v - 4,8
MM XL,

MecTo mpou3BoOACTRA:

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.

| Hasteyrora Ejxena Buxroposua
/ (wrumEae, GaMums)

(}!!IHMEHDBHHHC i QZpEC CPratn o Cep'l‘l![l)lll'{alﬂlll,

Eﬁm\iﬁ{\\l\dﬂemm ziom Ne 3, xopnye 1, sTax 3, oM. 1, koM. 26 tenedon: +7 (495) 783-42-17

q“ﬁ a.fb} L% I0PErHCTPNPOBABINEND AEKIAPALIIG) .

é)CQ?R -US.NIM18.B.03326/20 ot 28.08.2020 pevicteyeT Jo 28.08.2023
"‘-w (nATa PEFUCTDATING H PETUCTPATHORRAIT HOMED ASKNAPALHI)

%y .,.ma%/ / - AJ. Hoxe

{NOAnKeE, HENIANLL, (UM PYKOBOMITEN OPTAHA 0 LCpTIdUKALLN)



