OEAEPAABHAS CAYVSKBA 1O HAA3OPY B COEPE 3APABOOXPAHEHMSI
(POC3APABHAA3OP)

PETUCTPALHHMOHHOE YAOCTOBEPEHHME
HA MEAUUMHCROE USAEJIME
or 04 anpeas 2014 rona Ne P3H 2014/1541

Ha mepumuncKoe uzmenme
Bock KoCTHBIH XHpYpragecKmii

Hacrosinee perucTpalmoHHOE YA0CTOBEPEHHE BEIIAHO |
"Kosuauen Jlnc", CIIIA,
Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA

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

Mecto IIPOU3BOJCTBA MCIHIMHCKOI'O H3CTIN
- CM. IIPHJI0JKEeHH e

Howmep peructpanuonnoro focee Ne PI{-358/7652 ot 15.03.2013

Bun MeIUIIMHCKOTO M3IETHS -

Kiacc HOTeHuHénLHoro PHCKa IPEMEHEHUS MEUIIITHCKOT0 H3ieaus 26

Ko,u O6mepoccuiickoro Knaccudukaropa MpOAYKIAH I MEIUITAECKOTo magenms 93 9300
HacTosImee perucTpaLioHHOe YIOCTOBEPEHUE UMEET IPUIIOKEeHHE Ha 1 HcTe

npuxaszoM Pocsnpasnanzopa ot 04 anperst 2014 roga Ne 2261
JOIYIIEHO K o6pameHrIo Ha Tepputopun Poccuiickoit ®eneparum.

M.A. Mypa

AYaES)

Ko




(DEAEPA_/\BHAH CAYZKBA 110 HAA3OPY B COEPE SAPABOOAPAHEHMH
(POCoAPABHAASOP)

‘f‘EW@a PALIMOHHORM
- HA MEJWIMHCR
_0,T' 04 anpenq 2014 rojga Ne P3H 2014/1541 .

‘Ha MemmmmcKoe u3ienue

- Bock KOCTHBII XHPYPruvecKuii:

‘Mecro TPOU3BO/ICTBA:

~'Covidien Llc, 15 Hampshlre Street, Mansfield MA 02048, USA;
- CP Medical, 803 Ne 25" Avenue, Portland, OR 97232, USA.




HEKJIAPAIIASI O COOTBETCTBHUHA

O6mecTBO ¢ OrpaHHYeHHOI OTBeTcTBeHHOCTHI0 ""Mearponuk'; 000 "Menrponunk"

(HaHMCHOBaHHe OpraHu3alHH HIIH (baMPUIP[X, HMsl, OTYECTBO HHAWBHYAJIbHOTO npeaAnpUHUMATEA, MNPHHABIIMX ICKJIApaLHIO O COOTBCTCTBPIH)
Mexpaiionnas uacneknus PenepanbHoit Hanorosoi cimyx0bt Ne 46 o r. Mockse , 30.01.2008

CBCIICHHA O PErHCTPALIMK OPraHM3alMy WK MHAUBHIYAJTBHOTO NPEANPHHAMATEA

OI'PH 1087746137247

(HaMMEHOBaHKE PETHCTPHPYIOLIETO OPraHa, AaTa PEruCTPaLuH, PErHCTPALMOHHbIH HOMEp)
Anpec: 123317, r. Mockaa, Ilpecuenckas Habepesxnas, 1. 10,
tenedon: +7 (495) 580-73-77, daxc: +7 (495) 580-73-78

(anpec, TenedoH, dakc)
B mune  T'emepanbHoro mupekropa [isicyHoBoii Esensl BUKTOpOBHBI

(JIOJI)KHOCTB, (lJaMPUIHX, UM, OTYECTBO PYKOBOAMTEIIA OpraHH3aluy, OT UMEHH KOTOpOﬁ TNPUHAMACTCA nexnapauuu)
3asBIseT, 4TO Bock KOCTHBIH XHpYyprudecKHii

(HauMeHOBaHKe, THII, Mapka MPOAYKLKH (YCIyTH), Ha KOTOPYIO PacnpoCTPaHAETCs AeKIapauus)

Kox OKILA2 21.20.24 Kox TH B3/13006 10 900 0

ko OK 005-93 u (unn) TH BOJL CHI" umu OK 002-93 (OKVYH), cBeeHHs 0 CepHHHOM BBIITYCKE HJIH APTHH
CepuiiHbIii BHITYCK

(HOMep MapTHH, HOMEpPA W3JeNHi, PEKBU3HTBI OroBopa (KOHTPAKTa), HaKJIaHast)

“Kosumuen Jliac”, CIIIA,

Covidien Llc, 15 Hampshire Street, Mansfield, MA 02048, USA
MecTo mpou3BOACTBA MEIHIMHCKOI0 H31eTH

- Covidien Llc, 15 Hampshire Street, Mansfield MA 02048, USA;
- CP Medical, 803 Ne 25th Avenue, Portland, OR 97232, USA

HaHMEHOBAHHE U3rOTOBHUTEJIA, CTPAHBI U T.I1.

cootBercTByeT TpeboBanmsam: ['OCT P 52770-2016, TOCT ISO 10993-1-2011,
['OCT ISO 10993-5-2011, 'OCT ISO 10993-10-2011, I'OCT ISO 10993-12-2015

(0603HaYeHHE HOPMATHBHBIX JIOKYMEHTOB, COOTBETCTBHE KOTOPHIM MOATBEPKACHO JAHHOM JAeKIapaleii, ¢ yKa3aHHeM IyHKTOB 3THX HOPMATHBHBIX
JIOKYMEHTOB, COAECPKAIINX TPeOOBAHUA [ JAHHOM MPOAYKLMH (YCIyTH))

Jlexnapanys IpHHATA HAa OCHOBAHUHU: IIPOTOKOJA TOKCHKOJOTHYECKHX MCCIIENOBaHHH METHIMHCKOIO
m3nenusa Ne 2494 ot 24.01.2019 JlaGopartopusiit rieatp OOO "Llentp Kontpons Kagectsa OHLL", per. Ne
POCC RU.0001.21PK75 ot 12.08.2014

PerucrpannonHoe ynocroBepenne @enepanpHOi ciIyXObl [0 Ham3opy B cepe 3ApaBOOXpaHEHUS
(POC3APABHA/I30P) NeP3H 2014/1541 ot 04.04.2014

(nH(popMaLHA 0 TOKYMEHTaX, ABJISAIOLIHXCA OCHOBAHHEM U NPHHATHS ACKJIapaLiH)

Jlara npunsaTus nexknapamuu - 29.01.2019

Jlexmapaltist 0 COOTBETCTBUH JCHCTBUTEIbHA JI0 29.01.2022

ILnsicynosa Enena BukropoBua
(uHHULUANB], HaMUITHST)

CaeneHus 0 PErMCTpalyy IeKIapalii O COOTBETCTBUM
009 «IJEHTP CEPTI/I(DI/IKAHHI/I U JEKJIAPUPOBAHUW Sy, Ne RA RU.11MIT18

3apemclpupoaasmero nexnapaumo)

-US.MIM18.B.00482/19 ot 29.01.2019 neuicTByeT oo 29.01.2022

(maTa perucTpaLHy ¥ PErHCTPALIMOHHBIH HOMEP [EKIapaiHy)
AJl. Noko

(MOANKCh, HHULWAB, HAMHITHA PYKOBOMTENA OPraHa 110 cepTHHHUKALIHH)




