OEAEPAABHAS CAVKBA ITO HAA3OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAA3OP)

PETUCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAUUUHCROE U3AEJIUE
ot 26 mapta 2018 ronpa  Ne P3H 2015/2662

Ha Memumurckoe n3nemie
YcrpoiicTBo ays BBeaeHus Tpoakapos SILS PORT c¢ muumeli nacypdasoun

Hacrosiimee perncTpaiitOHHOE yIOCTOBEPEHHE BBIIAHO
"Kosnpuen Jine', CHIA,
Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA

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

Mecto IPOU3BOACTBA MEIHUILIMHCKOTI'O N3ACTIAA
CM.IIPHJIOKECHHAE

Homep perucrpaunonHoro gocse Ne P/1-21256/5219 ot 02.03.2018
Bua MemunuaCcKoro uzaenus 268280
Kiacc moTeHNHaIbHOTO pHCKa IPHMEHEHUS MEAUIIMHCKOTO H3ETUs 2a

Koxa O6mepoccuiickoro KiaccugpukaTopa IpoayKIHHY 10 BEAAM SKOHOMUYECKOH
nesrenbHOCTH 32.50.13.190

Hacrosimiee perucTpalAoOHHOE YIOCTOBEPEHHE UMEET IIPUIIOXKEHHE Ha 1 JHCTe

nprxasoM PocampasHansopa ot 26 Mapta 2018 roza Ne 1813
JOIyHIEHO K 06palieHuio Ha TeppuTopHH PoccuifcKol Deleps

3aMecTHTEXb PYKOBOAUTENS MeaepaibHOil CIyKObI
o Hax3opy B cdepe 3APaBOOXPaHEHHS
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OEAEPAABHASL CAYVKBA T10 HAA30OPY B COEPE 3APABOOXPAHEHWA
(POC3APABHAA3OP)

MPUITOKEHHE

K PETUCTPALIMOHHOMY Y/1I0CTOBEPEHHIO
» HA MEAHLIWHCKOE U3AEJIUE
ot 26 maprta 2018 roga Ne P3H 2015/2662 :

Juer 1

Ha Memunuackoe H3Jenue

Yerpoiicreo nas BBenenns Tpoakapos SILS PORT c nunneil nucygdasannn:

1. OnHOpa30BbIi MOPT; KAHIONA 5 MM - 3 mT.; 06TypaTop 5 MM - lmT.

2. OZIHOpa30BbIi [IOPT; KAHIONK 5 MM - 3 IIT.; 06TypaTop 5 MM - | mT.; KaHIOm 5-12 MM @
- 1 mr.; o6typarop 12 Mmm - 1 mT. %
3. OmHOpAa30BbIH HOPT, KAHIOMA 5 MM - 3 1IT.; 06TypaTop 5 MM - 1 IT.; Tpoakap 10-15 MM
- 1 mr.; 06TypaTop 15 MM - 1 1T.; yrutotHHTEND 5-12 MM - 1 1IT.; Ipe0bpa3oBaTENk 5 MM
-1 mr.

MecTo npon3BOACTBa: >

1. Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA.

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

3. Covidien (U.S.S.C. Puerto Rico, Inc.) Building 911-67, Sabanetas Industrial Park, Ponce =
PR 00731, USA. 7
4. Celestica de Monterrey S.A. de C.V. Calle Octava # 102, Parque Industrial Monterrey AN
Apodaca, Nuevo Leon, 66600 Mexico.
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A 3amecTHTEIb pyKoBoauTeas PegepaibHoil CyKObI
o HaA30py B cdepe 3ApaBOOXPaHEHHSA
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NEKJAPAIIASI O COOTBETCTBUH

O6mecTBO ¢ OrpaHUYeHHOH 0TBETCTBEHHOCTRIO "Mexrponnk'"; 000 "Mearponux"

(HBMMCHOBaHHC OpraHulauny HIH (t)BMMJlHﬂ, HMA, 0TYECTBO HHIAWBUAYAIILHOI'O NpeanpuHUMATENA, MPHHABWNHX Jekapauuio o COOTBCTCTBHH)
Mexpaitonnas nHcnekuus QeepanbHOi HaoroBoH ciyx65r Ne 46 1o r. Mockse , 30.01.2008
CBEICHHUA O pErucTpaliu OopraRusalMu HIH HHIUBHAYaNLHOrO npeanpuHUMaTeNa

OI'PH 1087746137247

(HauMeHOBAHHE PETHCTPHPYIOLIEr0 OpraHa, 1aTa perHCTpauuy, PErHCTPALIHOHHEIL HoMEp)
Anpec: 123317, r. Mockaa, ITpecuenckas naGepexnas, 4. 10,
tenedon: +7 (495) 580-73-77, dakc: +7 (495) 580-73-78

(anpec, TenedioH, dakc)
Biune IenepanpHoro aupexropa Ilmscynosoit EneHbl BHKTOPOBHBL

(J.IOJ'DKHOCTB, (bamunuu, UMS#, OTYECTBO PYKOBOAUTENA opraHu3auuy, ot HMCHH KOTOpOﬁ NpHHUMAETCA neknapauml)
3asBIISIET, YTO YeTpoiicTBo AJ1s1 BBefeHHs Tpoakapos SILS PORT c aunueii nHcyQasinuu

(HaUMEHOBAHHE, THM, MaPKA NPOAYKLMI (YCNIYTH), HA KOTOPYIO PACMPOCTPAHACTCR NeKnaparis)

Kox OKITA2 32.50.13.190 Ko TH B9/ 9018 90 840 9

kon OKITI2 u (unu) TH B3 CHI unn OK 002-93 (OKVH), cenexus o CepHiiHOM BBINyCKE HIIY NapTHH
CepuiiHBIH BBITYCK

(HOMEp MapTHW, HOMEPA HIAEMHil, PEKBU3HTHI J10TOBOPA (KOHTPAKTA), HAK/IAAHAA)

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

HAUMEHOBAHKE WIrOTOBHTENA, CTPaHbI K T.IN.

cootBercTyet TpeGopanmam: [OCT P 50444-92 (p. 3, 4), TOCT P 52770-2016, TOCT ISO 10993-1-
2011, TOCT ISO 10993-5-2011, TOCT ISO 10993-7-2016, 'OCT ISO 10993-10-2011, TOCT ISO 10993-
12-2015

(o6o3HaUEHHE HOPMATHBHBIX IOKYMEHTOB, COOTBETCTBHE KOTOPLIM [IOATBEPIKACHO 8HHOI1 JeKnapatmeii, ¢ Yka3aHHeM YHKTOB 3THX HOPMATHBHBIX
[OKYMEHTOB, COAEPXKAUMX TpeGOBAHHA UTA AAHHOH NPOAYKUHH (ycayru))

Jlexnapalus NMPHHATA Ha OCHOBAHMM: TPOTOKOJIA TEXHUHECKHX ucnpitaguit Ne 2018.TD-01.04CD ot
02.04.2018 000 MJIII "MenTectIIpuGop", per. Ne POCC RU.0001.21MI126 ot 22.07.2015; npoTokoJia
TOKCUKOIIOTHUECKHMX HCCIICIOBAHUI MemuuuHCKoro uapenus Ne 9821-4 ot 02.04.2018 JlaGopaTOpHEIH
nentp 000 "Lentp Konrpons Kauecrsa OHLT", per. Ne POCC RU.0001.21PK75 ot 12.08.2014
Perucrpanunonnoe yaocroBepenne @DenepanbHoR cmyx6sl IO Hajg3opy B chepe 31paBOOXpaHCHUA
(POC3JIPABHA130P) Ne P3H 2015/2662 ot 26.03.2018

(Hl((l)OpM&LlH}l 0 NOKYMEHTAaX, ABJAIOIHXCA OCHOBAHHUEM JUIA 1IPUHATHS JICKJIRPBL[HH)

Jlata npunsTus nexknapaunu _04.04.2018

Jlexnapaius 0 COOTBETCTBUH JCHCTBUTENBHA JI0 04.04.2021

Ilasicynosa Enena BukroponHa
(MHHLHATEL, haMHUIIKs)

CaelieHHs O pEerucTpauuu AeKjiIapannH o COOTBECTCTBHH

000 "LIEHTP CEPTUOUKAIIMH U JEKJTAPMPOBAHMA", Ne RA.RU.1 1IMII18

(HﬂHMEHOBaHHC H ajpec opraHa rno cemebuKauml,

123363;MSG§EQE{MH§BHHKH, nom Ne 3, xopnyc 1 tenedon: +7 (495) 783-42-17
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VerpoiicTBo s BBenenus Tpoakapos SILS PORT c smuuei UHCYbGIALHH:

1. OnHOpa30BEIit OPT; KAHIONK 5 MM - 3 IIT.; 06TypaTop 5 MM - L.

2. OfHOPa30BEIil MIOPT; KAHIONA 5 MM - 3 IIT.; O6TYpaTop 5 MM - 1 wr.; xanons 5-12 MM - 1 wrt.; o6Typatop
12 MM - 1 mT.

3. OnHOPA30BHIil [TOPT, KAHIONK 5 MM - 3 IIT.; 06TypaTop 5 MM - 1 wr.; Tpoakap 10-15 MM - 1 wT.; o6TypaTop
15 MM - | wt.; ymoTHUTENs 5-12 MM - 1 1mT.; Tpeo6pa3oBaTenb 5 MM - 1 mr.

Mecto npou3BoACTBA:
1. Covidien Llc, 15 Hampshire Street, Mansfield MA 02043, USA.

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

4. Celestica de Monterrey S.A. de C.V. Calle Octava # 102, Parque Industrial Monterrey Apodaca, Nuevo
Leon, 66600 Mexico.

IMascynoa Enena Bukroposiia
(MHULHANE], HaMUIIHs)

CpeleHHs 0 PETHCTPALNHM JEKIAPaLUIl O COOTEETCTBHH
00O "LIEHTP CEPTUDUKALIAN 1 AEKJAPHPOBAHUS", Ne RA.RU.1 1MIT18

P -EE-’;"Z}?U}Z\ (1IAHMEHOBAIIIE 1t 8APEC OpraHa 1o cepTH(UKALIHK,
123308, MackSd, Muspunku, nom Ne 3, kopmyc 1 tenmedoir: +7 (495) 783-42-17
7‘:;;‘}/“// ) “E _/;;’,',’jm QX{.:\ 3APErHCTPHPOBABLICTO ACKNGPAIIHIO)
[ e ’;‘%\ POCC US.MITI8.7102162 ot 04.04.2018
ii.nl g l 7;1',;1 i ,gh I{l B } (naTa PErlCTPALII 1f PCTHCTPALMOHHBIT IIOMEP AEKNapALHIY)
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