AEKJIAPAIIASI O COOTBETCTBUUA
ObmectBo ¢ orpanuyennoii orBercrBennoctsIo "Kapannan Xeae Pama'';
000 "Kapaunaa Xesac Pama"

(HauMeHoBaHHe OpraHu3auuH HIH q)aMH}'lHX, HM$l, OTYECTBO HHAMBHAYAIILHOTO MPEANPHHUMATENS, NPHHABILHX AEKI3paLHIO O COOTBCTCTBHH)

MexpationHas uncnexims PeepansHoi Hanorosoi cryx6s1 Ne 46 o r. Mockse , 30.08.2016

CBEJIEHHUS O PerucTpauuu OpraHH3auuH HJIH HHAUBHAYANBEHOrO npeaAnpHHHMAaTE1A

OI'PH 1167746815070

(HaHMeHOBaHIIE PErUCTPHPYIOILEro OPraHa, 1Ta PErHCTPALIHH, PErHCTPALHOHHbIH HoMep)

Anpec: 107078, r. Mocksa, yi1. Maum IMopsiBaeBoii, A. 34, oduc 514, Tenedon: +7 (495) 139 31 31

(anpec, TenedoH, dakc)
B e TenepansHoro nupextopa Mapuesckoro Banepus

(ﬂOﬂ)KHOCTB, (IlaMlUlH)l, HMA, OTHECTBO pykoBoAHTENA OpraHH3auMH, OT HMCHH KOTOpOﬁ l'lpHHHMaCTCﬂ ﬂCKJIaPalUm)
3agBiger, 4To Minpune! mexumunckne Monoject, Magellan ¢ npunagiexHocTsIMH

(naumenoBane, THI, Mapka NpoAyKLIH (YCAyri), Ha KOTOPYIO PaCHPOCTPAHSCTCA ACK/IapaLs)

Kon OKIIJ2 32.50.13.110 Kon TH B3I 9018 31 100 9

xoa OK 005-93 u (sunn) TH BOJ] CHI nan OK 002-93 (OKYH), caeaenns o CepHITHOM BBIMYCKE MJIH NapTHH
CepHitHBI BBIIYCK

(HoMep mapTHH, HOMEPa H3ZIEMHH, PCKBH3HTEI 10roBOpa (KOHTPAKTa), HAKAAHAS)

"KoBunuen Jlne", CIIIA,
Covidien Ll¢, 15 Hampshire Street, Mansfield MA 02048, USA

HaHMEHOBAHHC H3rOTOBHTENA, CTPAHL! H T.1T.

cootBercTByeT TpeboBanmsam: ['OCT ISO 7886-1-2011, TOCT P 52770-2016, TOCT ISO 10993-1-2011,
'OCT IS0 10993-5-2011, TOCT ISO 10993-10-2011, TOCT ISO 10993-12-2015

(0G03HaucHHE HOPMATHBHBIX IOKYMEHTOB, COOTBETCTBHE KOTOPHIM MOATBEDKACHO NaHHOI Aeknapaluich, ¢ ykasaHHeM NyHKTOB 3THX HOPMAaTHBHBIX
JOKYMEHTOB, COAEpKaLIHX TPeOOBaNHA U1 AaHHOH NPoRyKLMH (YenyrH))

Hexnapanus NpuHATA Ha OCHOBAHMH: MPOTOKOJNA TEXHHYECKHX ucmbrtanuii Ne 2019.TD-28.05CD ot
17.05.2019 OO0 MIJIL "MenTectIIpuGop", per. Ne POCC RU.0001.21MII26 ot 22.07.2015; IPOTOKOJIA
TOKCHKONIOTHYECKUX HCCIENOBAHMH MemuiuHCKoro msnenus Ne 25471 ot 21.05.2019 Jla6opatopHsrii
uentp OOO "Llentp Konrpons Kauecrsa OHII", per. Ne POCC RU.0001.21PK75 ot 12.08.2014
Pernctpaunonnoe ynocrosepenne ®enepansHoii cyx6Bl TO Hamopy B cdepe 3/IpaBOOXpaHEeHHUs
(POC3NIPABHAI30P) Ne ®C3 2012/12701 ot 18.09.2018

(MH(OpMALKA O TOKYMEHTAX, ABNAIOUINXCS OCHOBAHHEM UISl PUHATHS 1EKAPALIHH)

Hara npunstus gexnapanun  22.05.2019

Jlexmaparyist 0 COOTBETCTBUH ACHCTBHTENLHA 10 22.05.2022

Mapuecknii Baxepuii
(uHMIManel, Gamuns)

CaezneHus 0 perucTpaluy JeKIapaiuy O COOTBETCTBHY
OOOxg{%@HTP CEPTUOUKAIIMU U NEKJIAPHUPOBAHW», Ne RA RU.11 MIT18

’\évﬂc‘a T Euf;'i‘*’\':q':‘\'\.‘ (HaMMEHOBAHHE 1 aJpeC OpraHa Mo cepTHHUKALMH,
6 %/,_\”’ 1. MEEBHUKH, noM Ne 3, kopnye 1 tenedon: +7 (495) 783-42-17
fociEa, pry

() ARy
185 AR,
1S, / PN
IS M

'f"\%\ 3apErHCTPHPOBABLICTO ACKIAPALIHIO)

-US.MI118.B.00988/19 ot 22.05.2019 geiicTBYET A0 22.05.2022

(naTa perucTpauun i pericTpaLIoHHsI{LjoMep AeKIapaLiH)
Z/ Al loxo

(noanuce, MHULMAILL, PasIIHS PYKOBOAHTENS OPraHa no cepTH KAL)




inpuuer MequmuaCcKEe Monoject, Magellan ¢ npuHaaNeKHOCTAMH, BAPHAHTH! HCTIONHEHHIA:
1. bekiuonHse.

2. Ty6epkynunoBbIE.

3. UHCynuHOBEIE

4. Ilepdysuonurie.

5. AcniupauroHHBIE.

6. DHIONOHTHYECKHE.

IMpunannexsoCTH:

1. Hacanxu, ne 6onee 10 mr.

2. AnanTepsl, He Gonee 10 T,

3. 3arnymxkwu, He 6osee 10 mrT.

4. Kowreiinepsr, He 6omee 10 mr.

Mecto mpousBojcTBa:

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

2. Covidien, 1222 Sherwood Road Norfolk NE 68701, USA

3. Covidien, 2010 E. International Speedway Blvd., Deland FL 32724, USA
4. Covidien LLC, 815 Tex Drive, Crystal Lake, Illinois 60014-8172, USA
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MapueBckuii Bagepuii
(MHHIHATEL, (haMAITHs)

CaenieHus 0 perucTpalyy JEKIapalii O COOTBETCTBUH
OOO <HEHTP CEPTUPUKAITIN U NEKJIAPUPOBAHH SI». Ne RA RU.11 MIT18

(HanMECHOBAHHE H APCC OPTaHa Mo CEPTH(UKALIMH,

Ba, yi. Muésauku, nom Ne 3, xopnyce 1 tenedon: +7 (495) 783-42-17

3apErHCTPHPOBABLLETO EK/IapaLHio)

-US.MIM18.B.00988/19 ot 22.05.2019 aeiicTBYeT Ao 22.05.2022

(mata perucTpauHi H PErHCTPALOHHBII HOMEp AekTapaiyH)
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