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HacTtosiiee perucTpaiiOHHOE YAOCTOBEPEHHE BBIIAHO :

O0mecTBO ¢ OrpaHHYeHHOH OTBETCTBEHHOCTHIO "Mezrrponmc 5 :
(000 "Mearponunk'), Poccusn, 123112, MOCKBa Hpecneﬂcxaa Ha6 , zr 10
5T. 9, momem. 11, xom. 41 e

[IpousBoauTens
"Kosuauen JIJIC", CHIA, g s '—_'{ Sl
Covidien LLC, 15 Hampshire Street, Mansﬁeld MA 02048 USA S = =

MecTO MPOA3BOACTBA MEMIMHCKOTO H3TETHS
CM.IPHJIOKEHHE :

Homep periucTpaliioHHOTO 10che Ne P/1-3541 0/57585 ot 12 08 2020
Knacc noTeHIMaIbHOTO PUCKA TPUMEHEHH S Memmnncxoro usnemdﬂ 26

Ko Ob1mepoccuickoro Knaccu(1)nl<aropa nponyxunu no BPLT.laM axonommecxoﬁ
nesreapHocTy 32.50.50.000 , i : : _ :

: Hacmamee PETHCTpaLiOHHOE ynocmaepeune mweeT npkmoxcenne Ha l JIPICTE SRt
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Ha MeanuMHCKOe H3ACIHE

Oanopazosbiit 3arpyxaembrii 610k GIA™ Auto Suture™ ¢ Texnosornei
DST Series"™:

B BapHAHTAX HCMOTHEHMUS:

i

O M Vg

Z 1. Onopasossiii 3arpyskaembiii 610k GIA™ Auto Suture™ ¢ rexsonoruei DST Serles »
3 60 MM - 2,5 mMm. G 77.{,_. ;-"ﬂ
47 2. OnropazoBsiit 3arpyxaemsiit 610k GIA™ Auto Suture™ ¢ Texnonornei DST S_e_ne__s;_--_'_.j} X

| 60 MM - 3.8 Mm. S ”f{';

D | 3. OnHopazosiit 3arpykaemsii 610k GIA™ Auto Suture™ ¢ Texnonorneit DST Seriesm‘,ff‘_,,_ AN
=y 60 MM - 4,8 Mm. Sz F =
P~ = < ™ TM > 2 5 %
4 4. OnHopazoBbiii 3arpykaemsiii 610k GIA™ Auto Suture™ ¢ Texnonorneit DST Senes 8

- & 80 MM - 3.8 MM. 2 /«
»>): 5. Ommopa3oBsiii 3arpykaemsiit 610k GIA™ Auto Suture™ ¢ TeXHonomeﬁ.DST Senes .:M
~ 4! 80 MM - 4,8 MM. e ,\*
| B 6. OHopasoskIii 3arpyxkaemsiii 610k GIA™ Auto Suture™ ¢ Texnosnorneit DST St:m:sq'rM e
,‘ft 100 Mm - 3.8 Mm. Fe % s
D' | 7. Onsopazosbiit 3arpykaemiii 610k GIA™ Auto Suture™ ¢ Texﬂonomeﬁ»DST Sene'sv & it
100 Mym - 4.8 Mm. S e o s Q

i

MecTo npoM3Bo/ICTBa: , e e
1. Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA. S
2. Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park s
Ponce PR 00731, USA.
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JNEKJIAPAITHA O COOTBETCTBHHU

O6mecTBo ¢ OrpaHAYMCHAON 0TBETCTBEHHOCTEI0 "Mearponuk; Q00 "Merrpornk"
(uammummmm OPrasiaLues nan tl:ar.mmm. HMA, OTHECTHO HHAYBAYANEHOTO NRERANPHHUMATENA, NPHHARTEINY ACKIADALLIO O CDU’IBETG’I‘BIHI)
Mexpaiionsast rECHeITHs DefepanLHOM HATOroBol eny:x6sr Ne 46 o r. Mockse , 30.01.2008
CBEACHHN O NETHETPALH ORTANTIIALNH SUTH RIS AYANRHOTG DRCATIPHHUMATCA
OI'PH 1087746137247
{HANMEHOBANKE PErHATNHPYIONIErD OPTANA, AQTA PETHCTNAIINS, POrICTPALLIONIEIT HoMop)
Anpec: 123112, r. Mocxea, [NpecHenckas Hab., . 10, 21.9, nom I, xou. 41, Tenedon; +7 (495) 580-73-77,
daxe: +7 (495) 580-73-78

(napee, renedion, daxc)
B mume  Tenepanproro ampextopa [nscyroBoit Enemst BuxroposHs!
{(HOMIKHOCTE, (AMHIIIA, HMS, OTUCCTIO PYKOBOAMTET OPLAHKIALLIL, OT HMCHH KOTOPOI RPHHINMACTCN ACKIAPAUKA)

3asznser, 9o Opropasoektii 3arpy:xaemMplii Ginox GIA™ Aunto Suture™ ¢ rexxmonorneit DST
Series'™

(HaMEHODARNC, TIN, MOPKA MPOAYKUHIT (YCAYILL), HA KOTORYIO PACHPOCIPRIAGTCS ICKAADAIHR)

Koa OKTIA2 32.50.50.000 Kox TH B2J1 9018 90 840
ko OK 005-93 i (pnar} TH B2 CHI™ muns OK 002-93 (OKVH), cnoacHus o cepuileion BuayCke 18 IRapTHH

CepuiiHnIi BITYCK

(HOMED RADTHI, HOMCPA IZACALH, PEKBIESITH JOroROpa {KOITPAKTA), HEKIAAHW)

"Kosnmuen Jdac", CIHA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

. HauMeHobamic WrgToBITreas, crpaks! i T.u.
coorBercTryeT Tpebosagusam: T'OCT P 50444-92 (Pazp.3,4), TOCT P MCO 14630-2017, TOCT 19126~
2007 (Pazn. 5), TOCT 21643-82 (Pasn.2), 'OCT P 52770-2016, I'OCT ISO 10993-1-2011, I'OCT ISO
10993-6-2011, 'OCT ISO 10993-7-2016, 'OCT ISO 10993-9-2015, 'OCT ISO 10993-10-2011, TOCT ISO
10993-11-2011, I'OCT ISO 10993-12-2015

(0G03HAYEHNE HOPMOTHBHIX AOKYMEHTOB, COOTBCTCTHIC KOTOPHIN MOATREp#UASHO RANHOM Acknapaneil, C YKAIAIMICH NYHKTOB ITHX HOPMITHBILX
JOKYMEHTOR, COASPKAIIY TneGOBAHUL ANR ARHHON DpOAYRLHH (Yeayr))

Jewnapauys NPHASTA HA OCHOBAHMH: IIPOTOKOJA TexHuweckux ucmbrragmi Me 2018-12-13-002 ot
13.12.2018 r. FJI TCB OO0 "OnextpomTect”, art.axk. Ne RARU.211MM45 ot 28.01.2016 r.; nporoxona
TOKCHKOJIOTHYECKHX HCCHeRoBanuil MemuunrHckoro manemus Ne 44489 ot 07.12.2018 r. JIII OO0 "LIKK
QHIT", arr.akk. Ne POCC RU.0001.21PK75 ot 12.08.2014 1.
Permerpamyonnoe ynocroeepenre Depepanproft cmyxbel mo Hapsopy B cepe 34paBOOXpPAHCHUN
(POC3ITPABHAI3OP) Ne P3H 2020/9563 ot 20.08.2020 r.

(mul)up.\mlum 0 JOKYMENTAX, ABTAHIMXCA OCHAOBRAHACN T4 NPIHATIA ,nemapawm)

Hera nporrus pexnaparnu  28.08.2020

Jexmnapanyg o COOTBETCIBRY, NeHCTRBUTEMLHE K0 28.08.2023
st St

A‘\EH\‘-U“ ‘ép

s

M.IT. Ilnncynora Enena Baxroporns

(MHEITHATE], (haMuILa)

CaefleHUs 0 PETHCTPALFH ASKITaPAHE O COOTBCTCTBHA
000 «1IEHTP CEPTH®D WA 1 JEKITAPUPOBAHW s, Ne RARU.11MIT18

gcﬁﬂ'ﬂcﬁi o (HANMCHOBANNG 1 ALCC OPTRHA N0 CCPTHIIKALAL,

-* MudsruKH, moM Ne 3, koprye 1, otk 3, mom.1, koM. 26 renedon: +7 (495) 783-42-17

;&i\} JBPETHCTPIPOBABINCID NCKIAPRUHIO)
21 S.MIM18.8.03325/20 ot 28.08.2020 nedcTBYST 8o 26.08.2023
N {A@ra perticTPANIA it PErHCTPALHOHHEI HOMED ReKnaparlii)

Sl o AN, Joxo

(noancs, FHIANLL BAMUNHA PYKOTOMNTCRS OPTRIA N0, CepTHpMKALIII)




Omuopasosbii sarpysxaeMbi 6ok GIA™ Auto Suture™ ¢ rexnonorueit DST Series™

B BAPHAHTAX HCTIOMHEHNS:

1. Onmopasosett sarpysraemeiit 6xox GIA™ Auto Suture™ ¢ texnonormedt DST Series™ 60 M - 2,5 v
2. Opaopasossrit sarpysxaemsiit Grox GIA™ Auto Suture™ ¢ texmomormeit DST Series™ 60 nn - 3,8 M.
3. Opmopasosbiii sarpysxaemsit 6ok GIA™ Auto Suture™ ¢ texgonornest DST Series™ 60 av - 4,8 .
4. OnuopazoByiif sarpysxaemsi 6mox GIA™ Auto Suture™ ¢ texnonorueit DST Series™ 80 i - 3,8 v,
5. Onuopasossii sarpyxaenmrit 6mox GIA™ Auto Suture™ ¢ Texmonormeit DST Series™ 80 v - 4,8 v,
6. Onnopasosbiit sarpyxaemerit 6ok GIA™ Auto Suture™ ¢ Texmonoruei DST Series™ 100 mu - 3,8 m.
7. OnAopaszoBrt 3arpyraemslit 6ok GIA™ Auto Suture™ ¢ texmonorneit DST Series™ 100 mu - 4,8 v,
MecTo TpoR3BOLCTRA:

1. Covidien, 60 Middletown Avenue, North Haven, CT 06473, USA.

2, Covidien (U.8.8.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA.

ML.IT.

Ilnacynopa Enena Bukroposua
(mEayaibl, GaMuTas)

Ceenerns o PETHCTpalHy HEKAapalyd O COOTBETCTBHH

000 «ITEHTP CEPTH® V1 1 NEKTTAPHPOBAHW A». Ne RA.RU.11MITI8
»ﬁt,"'ﬁ'fkm (-r";, 3 (NAIMCHODRIME 1 AAPCC OPraya no cepTiliikanuL,

e‘fc s Mugsrurw, moM Ne 3, kopoye 1, otax 3, mom. 1, koM. 26 Tenehon: +7 (495) 783-42-17

-ﬂE"rfL;,‘mm A IAPEFUCTIUPOBARLICID JISKIAPALILC)

neicTBYeT 40 28.08.2023

(na'ra PErHCTPALIH 5t pcmcrpammmlbm nomep DeKBApaIL)
P A, Toxo

(nommies, USINLEAET, GAMILIg PYKOROAITICAR OPTEHA N0 cepTifuykais)




