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OEAEPAABHAS CAVIKBA TIO HAA3OPY B COEPE SAPABOOXPAHEHVIH
(POCAPABHAASOP) s

PEFHCTPAHHOHHOE YAOCTOBEPEHHE
HA MEAWLUHCKOE H3AEJ]P[E
or 20 aBrycta 2020 roga Ne P3H 2020/9612

Ha MeauuuHCKOe H3e/me ' 42
Oanopazossrii cremiep EEA™ Auto Suture™ ¢ npnvenennem Texno.nomu DST'-; 2
Series™ nus xupyprudeckux onepanmii npu remoppoe H npo.nance e A5

Hactosimee perucrpaiiionHOE YI0CTOBEpEHHE BBIIAHO

OfurecTBO ¢ OrpaHH4YeHHOI 0TBETCTBEHHOCTHIO "Mearponuk" :
(000 "Mearponuk'), Poccnsi, 123112, MockBa, ﬂpecnenclcan naﬁ n 10
91. 9, nomen. 11, kom. 41 S G

IIponszBoauteb
"Kopuauen JIJIC", CIIIA, ' LT
Covidien LLC, 15 Hampshire Street, Mansfield MA 02048 USA -

MecTto mpon3BOACTBA Menuum{cxoro W3/IETUA
CMLIIPIJIOKEHH e

Homep perucrpaiimoHHOro 10cse Ne P}_I-35409/57587 OT 12. 08 2020
KJ1acc nmoTeHMaabHOro pucKa MpUMEHEHUS MEAUITHHCKOTO n3,uenmr 26

Koz O6niepoccrHicKoro KiraccupukaTopa mIpoayKuua 1o vaaM 3KOHOMH‘!eCKOﬁ
aesteabHocTy 32.50.13.190 A Y %3

HacTosllee perucTpaloRHOE YA0CTOBEPEHNE HMEET MPHIIOKERNE Ha | juete ’

3amecTuTeb pykoBoaute s PexepaabHoH c.rlym6u 3 ‘ C e e ]
1o HAaA30py B cdepe 3ApaBoOXpaHeHus] , 11 10. Masokos L

0052096”*
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OEAEPAABHAS CAVIKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMS
(POC3APABHAA3OP)

MPUJIOYKEHHUE

K PETHCTPALIHUOHHOMY Y/IOCTOBEPEHHIO
HA MEAULUHCKROE U3AEJIUE

or 20 asrycra 2020 roaa Ne P3H 2020/9612
Jiuer 1

Ha MeAMUMHCKOE H3/ICIHE

Oanopasossiii crenep EEA™ Auto Suture™ ¢ npavenennenm texnoorun DST

Series™ s Xupypruvecknx onepanuii Ipu reMoppoe H NpoJance, B BapHanTax

HCIIOTHEHH: :

1. Owopasossiii creniep EEA™ Auto Suture™ ¢ npumenennenm texnosornn DST Series™

JUIS XMPYPIHUCCKHX OMepaliiii mpu reMoppoe u npojiance 33 mm - 3,5 MM, B COCTABC.

I.1. Ozmopa3ossiit unpkynspisiit creriep EEA™ Auto Suture™ ¢ npumenennem

rexnonorun DST Series™ suist Xupypruteckux orepanuii npu reMoppoe u npoarice 33 MM
S MM,

Onopublii cTepKeHb.

[lopT nocryna.

1.4. Anockorr.

1.5. Paciunpurens.

1.6. UncTpyKums 1o npuMEHEHHIO.

2. Ozmopasossiii creriep EEA™ Auto Suture™ ¢ npumenenenm texnosorun DST Series’

JUIS XHPYPIHUCCKHX ONepaLuii 1ipu remMoppoe 1 npomnarce 33 MM - 4.8 MM, B COCTaBe:

2.1. Onuopasossiii wpkyssipusii cremiep EEA™ Auto Suture™ ¢ npumenenuem

rexuonornn DST Series™ juis xupypruueckux onepainii ipu reMoppoe 1 npoJarice 33 Mm

- 4.8 mm.

2.2. OnopHbli CTEPIKEHD.

2.3. llopr pocryna.

2.4. Anockorl.

2.5. Pacuumputes.

2.6. UacTpyKUHs 110 IPHMCHEHUIO.

MecTo rnpou3BOJICTBA:

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

2. Celestica de Monterrey SA de CV, Calle Octava #102, Parque Industrial Monterrey,

Apodaca, Nuevo Leon, 66600, Mexico.

3. Covidien (U.S.S.C. Puerto Rico, Inc.), Building 911-67, Sabg e

Ponce PR 00731, USA. S

-3
52
1:3.

M

aseindustrial Park,

3amecTuTeb pyKoBoauTeast Deaepaiibioii cayKon1
110 HA/I30PY B cdepe 3ApaBooOXpaneHus J.1O. ITasiokos

0072419
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AEKJIAPAITAS O COOTBETCTBUHA

O0mecrB0 ¢ OrparEIeHROi OTRETCTRERHOCTHIO "Mearpommk™; OO0

"Mentpomue"
(MERORAINTE ODPEUNENLME WIH (NI, HME, O

ICFIB0 HAELHAPATLHONG NPEINMIHALIRTETT, DpHHABIY chiUmpaLlll?Q V] GEOTBET{HI!HH]
Mesxpattonras HECHCKUMA PeNepabHOil HaToroRoH cryx6er Ne 46 mo . Mockse , 30.01.2008
CBCACHNUE O RECINCTRALIT OPCAHSAI 3 Yim NHAHBIAY BBHEIO NPSAHDHTHMATS/LA
OI'PH 1087746137247
(HHEMEHOBANNE DETRGTPIPYIOUIErD Oprana, A1 penyerpanin, perlwrpauronimill Honep)
Axpec: 123112, r. Mockea, Flpecrenckas nab., 4. 10, a1.9, nom. I, xom. 41, Tenedion: +7 (495) 580-73-77,
thake: +7 (495) 580-73-78

(anpee, Terador, Qakc)
Buane  TemepampEoro mmexropa [isicynosoit Erenr BEKTOPOBHEL
(OMKRACTL, DAMAMIA, WA, OTHECTIN pYKOUGANVeH OPCAtLLLA, 0T HMCHEE KOTOPOI HRIHIMARTCs ACKIIDAIHE)
3ageEnder, uro Onuupazopeti erensrep EEA™ Auto Suture™ ¢ npavenenmem Texyomormy DST
Series™ gna xapyprageckux 0LENRMBE PU FeMORPeE M LIPOJAIIce
{HAseItOBOMUEG, TIT, MAPKI NPAAYKIBIT {YCIYTH), A KCIOPYIO PUCTIROCTLRIASTER A IIIApAYIA)

Koa OKILA2 32.50.13.190 Koa THR3 9018 90 840 8

ke OK 005-93 n {ene) TH BEJT CHT une OK 002-93 (QKYH), eecienud o CEPIHRLON BEYCKS JAH NAPTIRI
CepilHbI BEIOVEK
{sotep zapTim, NoAMepa MG, PEKBIBNTAL JErnBopa (KOUTRAKTA}, RAKHRAHAT)

"Kosanuer Jne", CIIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

HEUMEHODARILD IBFOTORITANY, CEPANRL B T.0.
cootpeTeTRyeT TpeGoBarnm:  [OCT P 50444-92 (Pasz.3,4), TOCT 19126-2007 (Pasz. 5), TOCT P ACO
14630-2017, 'OCT 21643-82 (Pasx. 2), TOCT P §2770-2016, TOCT ISO 10993-1-2011, 'OCT ISO 10993-
3-2011, TOCT ISO 10993-6-2011, I'OCT IS0 10993-7-2016, TOCT I1SO 10993-9-2015, TOCT 1SO 10993-
10-2011, TOCT ISO 10993-11-2011, [OCT ISC 10993-12-2015

(ofosnartesite IDPMATUIILIX ADKYMEHTOS, COOTACTCTRINE KOTOPHIM NOATBCASHO JALKON Heanapaunell, ¢ YRIartes myHKTOD THX HOPMATHBHA
DORYMeTob, contpiamnx tpefosm AT paemoil motyxuHy {yeayri))

Hexpapaimsg NpHrsTa Ha OCHOBARUM: TPOTOKONA Herkrramii Ne 2018-12-13-001 ot 13,12.2018 r. LI TCB
000 "3mexrpontect”, arr.awk. Ne RARU.21MM4S or 28.01.2016 T., HPOTOKONA TOKCHEOIOTMISCKHX
HCCCHOBARME MEAMIMECKOro Hazenis Ne 44196 or 06.12.2018 r. JiaGoparopusii uentp OO0 "[lenTp
Konrpong Kageersa OHLY, arr.axk. Me POCC RU.0001.21PK75 or 12.08.2014 T.

Permerpaiponsoe  yaoctonepenne Qegepansnoil ciuyxbel M0 HAIZODY B cepe  3apaBooXpaHenMs
(POC3IIPABHAI3OP) Ne P3H 2020/9612 ot 20.08.2020 .,

(#nIOPMAlYIA O DDKYMCIITAX, MEATICINKGY OCHORANNEA ST TPEERTH ACKRADALIETH)

Hara npHATTRA Aekiaparae 28.08.2020
JeKIApanss o COOTBETCTRHY AeliCTBHTEAbHA 10 28.08.2023

Iancyrosa Encua Buxreposaa
(BEETHaNEL, QanoinTs)

CreaeHuq Q RerieTnaNEl ACKIAD {ff 0 CODTRETCTRAN
000 4 % \BECEETL OHICATTIH H TEKIAPHPOBAHMW S», Ne RARU.11MIT18

&9 q-:,"' Fenins WG e {HAINCHOBAHIIC §1 QNPCS OPTAHA NG CEPTIRjiRIIIL
123508/ Movkeas st Wistisrma, gom Ne 3, koprrye 1, stask 3, mons. 1, xonr. 26 Tenedor: +7 (495} 783-42-17
é i /4 i FAPEIHCTPHPORITIUTET ASKIADRUEKD)

j k]
o CligEflE’ 15 .MI0118.8.03324/20 o7 28.08.2020 geifeTEyeT go 26.08.2023

{mata peractpati t perlCIpINKOIANT HUMEP JZRARPALIH)

I,
MITN D ganme 5 4 gl AL Foxo

"cu._.y (monniKe, BANIIANL], xR PYKODALITERAT OPIRLA O CCFTHYIHRRLIT)




Onsopasosrii erermep EEA™ Auto Suture™ ¢ mpamencanenm rexuonorza DST Series™ mna
XAPYPIHICCKRX omepanyil opH remoppoe H r[ponance

1. Onpopazossii cremmep EEA™ Auto Suture™ ¢ npamenenmen rexronorna DST Series™ mix
XUpYPrHUeckKix Onepanyil npy reMoppoe & oposnance 33 MM - 3,5 My, B cocTage:

1.1. Onmopasorer nupkyrpEent cremnep EEA™ Auto Suture™ ¢ npmvexenzem Texnonormu DST Series™
I XAPYPrHHECKHX OMSPAHE TPV reMoppoe o posance 33 MM - 3,5 M.

1.2, OnOpHELi CTEPKEHE,

1.3. Iopt Zoeryma.

1.4, Anocxom.

1.5. PacmupyTeis.

1.6, MHCTPYREHS IO MpHMEHEHMIO,

2. Ommopasonpi cremep EEA™ Auto Suture™ ¢ npmvencumen Texuonoriu DST Sevies™ s
XHPYPrEGecKUX oniepanyil IpH reMoppoe | nponarce 33 amM - 4.8 My, B cocTage:

2.1, Ongopazoslil BMpRYIHpESLE cretep EEA™ Auto Suture™ ¢ upuvenesnem texgonormn DST Series™

N7 XUPYPTHIECKHX OICPaLMif IpK reMoppoe ¥ tposance 33 v - 4,8 M.
2.2, ONIOpHEI CTEPHEHE.

2.3, TlopT nocryna,

2.4, AHOCKOTL.

2.3, Pacumpuresns.,

2.6. VucTpyKuas oo Ipuvenesuio.

Mecto npPoE3BOLCTRA:

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

2. Celestica de Monterrey SA de CV, Calle Octava #102, Parque Industrial Monterrey, Apodaca, Nuevo Leon,
66600, Mexico.

3. Covidien (U.8.5.C. Puerto Rico, Inc.), Building 911-67, Sabanetas Industrial Park, Ponce PR 00731, USA.

Iascyxoea Excna Buxroponna
(MHENHATEL, (pamMu )

Cne,ueﬂm;,oﬂ- SHCTPAIHA REKNAPAITEH O COOTRETCTBHE
ODG .__i_“_% 'E (I?PHCALH']I'I Y JIEKTAPUPOBAHIAY. Ne RA.RIJLIIMITLS

(BansEHOBAHIE B AAPEC OPTIHA NO CEPTINR KA,

Bhuucﬂ, oM Ne 3, xoprye 1, amax 3, mom. 1, xou. 26 Tenefon: -7 (495) 783-42-17

APErHCTHIPORABITETO MEKNAPAIRTI0]

| '_ ‘_. _MIN18.8.03324/20 o 28.08.2020 peiicTover oo 28.08.2023

{(AaT pericTpamm | PErIcTRABOn sl 10Mep ASKRAPALILLE)
Pl AL Hoxo

M‘& {TICANHCE, BENIHILALT, AMILILY PYROBOATRIA SPratia no cepridiikar)




