OEAFPAABHAA CAVXBA T1IO HAA3OPY B COEPE 3APABOOXPAHEHWM A
(POC3APABHAA3OP)

PETMCTPALIMOHHOE YAOCTOBEPEHHE

HA MEAULIMHCKOE U3AEJIME
ot 21 oxrsiopn 2008 romza Ne ®C3 2008/02748

Ha MEIUOHHCKOE H3NCIUC
I/IHCTPYMEHT JJIfl HAJIOKCHHAA KHCETHOI0 IBa

HacTtosmee peracTpaiiiOHHOE YIOCTOBEPEHHE BEIIAHO

OGmecTBo ¢ orpaHHYeHHO 0TBeTCTBeHHOCThIO " JlKoHCOH & [I'kOoHCOH"
(000 "Xxoncon & Mxoncon'"), Poccnsi,

121614, Mocksa, yia. Kpbuiatckas, a. 17, kopm. 2

IIpousBoautens
" Ixoucon & xoncon Memnkaa I'm6X", 'epmanus,
Johnson & Johnson MEDICAL GmbH, Robert-Koch-Strasse 1, 22851, Norderstedt,

Germany

MecTo npoH3BOCTBA MEIUIIAHCKOTO H3ENHs
Johnson & Johnson MEDICAL GmbH, Robert-Koch-Strasse 1, 22851, Norderstedt,
Germany

Howmep peructpanmonsoro fgocke Ne 39057 ot 28.08.2008
Bux MeaUIIMHCKOTO H3EIH -
Kiacc noTeHIMaIbHOrO pUCKa IPHMEHEHUS MEAWITHHCKOTO U3Aeus 2a

Kon O6imepoccuiickoro xiaccuukaTopa IpodyKiuy s MeJAunHCKoro u3aeaus 94 3510

# npuka3om ot 06 nexabps 2016 roma Ne 13875 Y
HOMyINEHO K o6pameHnio Ha TeppuTopuu Poccul

3amecTuTeNb pyKoBoauTeNsE PenepanHOii C.
no Haja30py B chepe 3ApaBoOXpaHeHAs
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JAEKJIAPATIAS O COOTBETCTBHHA
O6ImecTBO ¢ OrpaHMYEHHOM OTBETCTBEHHOCTEIO "[KoHCOH & JhxoHcoR"

HavMCHOB&HHEC OpraHH3allvH HIH (baMHIIHiI, MA, OTYECTBO HHAWBHAYAIBHOIO NMPEANTPHHHMATENE, MPHHAABIINX
JAeKJapanyo 0 COOTBETCTBHU

3apeructprposaro B UMHC Ne 25 nio JOAO r. Mockse, gara perucrparum 23.12.2002 , OT'PH:
1027725022940

CBE/IEHHA O PErMCTPALMH OPraHM3aLMK WIN HHAXBHIYaTIbHOTO NPEANPHHEMATENA (HAHMEHOBAHAE PETHCTPHPYIOILEro
OpraHa, IaTa perHcTpalliy, perHCTPANHORHLIH HOMED)
Anpec: POCCHL, 121614,r. Mocksa, yn. Kpsutarckas, . 17, xopi. 2., tenedon: +74957265555,
daxc: +74955809029, E-mail: rzn@)jnj.com

agpec, TeneoH, pakc
B e Cren@amcTa oTAeNa peracrpanyy [Taanmuoil Mapuu AnekcaspOBHH, AEHCTBYIOMmMEH IO
JosepersocTH Ne 77A58036104 ot 02.09.2015 .

(HOMKHOCTB, (HAMIITHA, UM, OTYECTBO PYKOBOJUTENS OPTAHH3ALMH, OT HMEHH KOTOPOH NIPHHUMAETCA
JleKIIapaLma)
3asBAseT, 9T0 MHCTpYMEHT U1 HaIOXKEHHS KHCETHOTO IIBa,
Kox OKTII[2 32.50.13.190, Texaudeckas JOKyMEHTALHSA H3TOTOBUTEI
(HanMeHOBaHMe, THI, MAPKa MPOAYKIKH, Ha KOTOPYIO paCIpoCTPaHAETCA ACKapalid,

Cepuiiaeni Boimyck, Kog TH B3] 9018908409

CBeEHHs! O CEPHITHOM BBIITYCKe HIM NApTHR (HOMEP NapTHH, HOMEPa U3MeNHH, pEKBHIUTHI A0T0BOPE (xoHTpaKTa),
Haknansas ko OK 005-93 u (unr) TH BOJ TC min OK 002-93 (OKVH)

WsrotoeaTems: "Johnson&Johnson MEDICAL GmbH, Germany" ("IIxoncon & Jhxoncon Memkan
I'm6X", Tepmanus), Anpec: [EPMAHHMS, Johnson & Johnson MEDICAL GmbH, Robert-Koch-
Strasse 1, 22851 Norderstedt, Germany

HauMeHOBaHMe H3TOTOBUTENIS, CTPAHEl U T.11.))

COOTBETCTBYET TPeOOBAHHAM
TOCT 19126-2007, TOCT ISO 10993-1-2011, TOCT ISO 10993-4-2011, TOCT ISO 10993-5-2011,
T'OCT ISO 10993-10-2011, TOCT ISO 10993-11-2011, 'OCT P 52770-2007

(o603HaueHe HOPMATHRHKIX JIOKYMEHTOB, COOTBETCTBIC KOTOPBIM TOXTBEPRACHO
RAaHHOH Aeknapamyel, ¢ ykasaHHeM ITYHKTOB 3THX HOPMAaTHUBHEIX JOKYMEHTOB, COAEPRAIIUX TpeGOBaHuA IS JAHHON
APOXYKITHH)
Jlexnapanus mpuHsTa Ha OCcHOBauwu: [Iporoxomer ucnmrranudi Ne 424J1-17 or 10.04.2017 r., Ne
20/[E.305.017 ot 14.04.2017 r., HcusrraTensHas naGopaTopus MEIHIMHCKEX H3CHH ®I'BY OHKIL
OXM OMBA Poccum (per. Ne RA.RU.21MH25 ot 17.09.2015 r.); Perncrpamnionaoe yIOCTOBEPERAE
Ne ®C3 2008/02748 ot 21.10.2008 r., ®enepansHas ciyx6a o Hax3opy B chepe 34paBOOXpaHEHAL

(POC3PABHAII30P).
(uHbOPMAAQEARYMEHTAX, TBNAOLIMXCS OCHOBAHHEM JUIA NPHHATHA AeKJIapanpH)
Jara NpHEATHA JEeKIap B

10 13.04.2020

Manammna Maprs AnekcaapoBHa
(uHunuZanbl, haMuIvis)

Jlexmapaius o COOTRE
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CaeneHus 0 peruc JOOTBETCTBHH

1%\;1-15113 HoMep zekiapanuy o coorsercterd POCC DE.AS46.1174368, ot 14.04.2017

NS Ta PErMCTPALIEY H PErHCTPALMOHHLIM HOMEp AeKNapaum)
Pri6xun Anaroiuid TpodumMoBHY

(noRNMCH, MHAMADL, HaMITHA PYKOBOAHTENA OpraHa o cepTAGHKALIH)
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