AEKNAPALUA O COOTBETCTBUU

OBLWECTBO C OrpaHUYEHHOW OTBETCTBEHHOCTRIO «Komnanua Mpana BuxH»
(OO0 «Komnanus 'paqHa BuxHy)
HaUMEHOBaHWE OpraHu3auuy unun maMHﬂMﬁ. UMA, 0TYECTBO MHAKBKAYANBHOr0 NPEeAnPUHUMATENA NPUHABLLMX neknapaunio 0 COoTBETCTEMN
3aperucTpupoBaHo: MexpalhoHHan uHcnekuuns PegepansHon Hanoroso cryx6el Ne 46 no ropoay
Mockse o1 20.11.2007, OIPH: 1077762658159

CBEJeHUA O PerucTpauu Opraku3aun Unu UHAUBWAYansHoro HDeﬂF‘EDHHMMaTEI‘H(NEMMENDBHHHE DEFHCTDHDY}OL.L[&FQ OpraHa, nara perncrpauum,
PErVCTPaLUOHHBIR HOMED)
MecTo HaxomaeHus w cakTudeckuin anpec: 123290, Poceus, ropoa Mocksa, ynuua 2-a MaructpanbHas,
aom 140", ctpoenue 1, aduc 102, TenedpoH: +74959333979, chakc: +74959374820

anpec. renedoH, daxc

B nuue Kommepueckoro aupektopa CnupugoHoea AHapes Bnagumuposuya
ACNXHOCTD, (baMMnHﬁ, WM#A, OTHECTBO PYKOBOOUTENA OpraHi3allid OT UMeHH KUTODOI:' NpUHKMMaeTCRA AeKnapaLus

3aABMAET, YTO
PacTeop yHuBepcanbHbii MHOrodyHKUMOHaNbHbLIA Maxima ans BCex TMNOB MArKUX KOHTAKTHbIX NWH3 BO
thnakoHax, o6vemom: 100 mi, 250 ml, 360 mi

HaWMEHOBaHWe, TUN, MapKa NPOAYKUKMK, Ha KOTOPYK pacnpoCTpaHREeTCR Oexknapauds

CepuitHbivt Boinyck, Kog OKMNA2 32.50.50.000, Kog TH B3 3307900001

CBEAGHWS O CEDUIHOM BbiNYCKE MM NAPTHK (HOMEP NapTyu, HOMEPa U3Aenui, PeKBM3UTL AOroBOPa (KOoHTpaKTa), HaknaaHan), kon OK 034-2014 u

(unu) TH BOL] EASC
Marotosutens: «OT3 PAPMA COMN B.B.» (OTE Pharma SOL B.V.), MecTo HaxoxaeHns u
hakTudeckuin agpec: Huaepnarasi, Viuchtoord 38, 5406 XP, Uden, Netherlands.
HaWMEeHOoBaHWEe MArOTOBUTENR, GTDBHN nrT.n.
cootBetcTBYyeT TpebosaHuam TOCT ISO 10993-1-2011, FOCT P UCO 10993-2-2009, NOCT ISO
10993-5-2011, OCT ISO 10993-10-2011, MOCT ISO 10993-12-2015, TOCT P 52770-2016
0603HaYEHUE HOPMATHBHBIX OKYMEHTOR COOTBETCTBME TPeDOBAHUAM KOTOPLIX NONTBEPKAEHO [GHHOM NEKNEPALMENR C YKA3AHWMEM Da3aenos (NYHKTOB,
NOANYHKTOB) 3TWX HOPMAaTUBHLIX AOKYMEHTOR coaepxalux Tpeboaanna Ans aanHOR NpoayKumu (ycnyru)

Jexnapauua o COOTBETCTBUM NPUHATA HA OCHOBaHWUM:
MpoTokon ucneiTaHuid Ne 06/T.046-2018 ot 18.06.2018
WMenbitatensHan nabopatopusi ABTOHOMHAas HEKOMMepYeCcKas opraHn3aumsLieHTp kayecTsa,
3chdhekTMBHOCTM K Be30NacHOCTU MeAULMHCKUX uanenuid', artectar akkpeaurtauun RA.RU.21MO11 ot
07.04.2015, cpok AercTBUA - BeCcCpoYyHbIi
PerncrpaumonHoe yooctoBepeHue Ha MeguuuHekoe nanenueNe @C3 2008/03781 ot 21.05.2009,
depepansHan cnyxba no Hagaopy B cepe 3npascoxpaHeHus (POC3OPABHAL3OP)

uchopmaumn O AOKYMEHTAX, ABNAKUUXCA OCHOBaHWEM ONA NPUHATUA NeKnapauuvu

“"Hara npuuaTtua aexnapaunu 19.06.2018
- Aeknapaliua 0 cOOTBETCTBUM AeicTBUTenbHa Ao 18.06.2021

M.A, 2 Jﬂ\%@{’ A.B.CnupuaoHos

| noanuch WHULMENG! U (DAMUNUA DYKOBOAKTENS OPrakn3aLuu3ansuTens
(yNONHOMOYEHHOrO UM NUUAE) UNK MHAMBAAYANLHOIO NPEANPUHUMATENRA

CeefleHMs 0 perucrpauuu geknapauuu o COOTBETCTBUM
PerucTpaunoHHbIn HoMep ATTecTaT akkpeauTauuu Ne RA.RU.11PC52 ot 11.12.2014, cpok nenctaums -
BeccpoyHbll, BolganHbin CenepanbHoi cnyxbow no akkpegutaumy, OpraH no cepTudukalnu NnpoayKLmm
O6uecTea ¢ orpaHUYeHHOW OTBETCTBEHHOCTBIO « PerMoHanbHbli UEHTP OUEHKWU COOTBETCTBUD
HawMeHoBaHWe W anpec oprasa no CBDTHd)HKELlHVI. 3JapericrpyvpoBasluero aeknapauuo

agpec: 123060, ropon Mockea, ynuua Mapwana Peibanko, aom 2, kopnyc 9, nomeueHne 638

PerucTpaunoHHbIA HoMep aeknapauwm o cooteetcTenu POCC NL.PC52.[101636 or 19.06.2018

/ i
/// A.A. Ynanoea

Mpamunua pykosoguTena opraHa no cepTudukaLiun
i




