AEKJIAPAIIVST O COOTBETCTBUU

NEKJAPAHT, IPHHHMAIOIIHAN NEKJIAPAIIMIO O COOTBETCTBUH

AO "Canogpu Poccus"

3apezucmpuposano : Mexcpaiionnan uncnexyus MHC Poccuu No39 no 2 Mockee OFPH 102 7739079940 om
19.08.2002

Adpec: 125009, &. Mockea, yu. Teepcxan, 0. 22. Teneqpon:8 (495) 721-14-00

B auye: Ienepanvrviii dupexmop Adaman H.B.

Hosepennoe auyo: Knoxosa 10.C., dosepennocmy 6/ om 01.12.2017

3ASABJIAET, UTO

Aexapcmeennoe cpedcmeo: Tensan Ilnoc mabremuu 80 ma+12.5 mz 10 wm,, YNAKOBKU AYEUKO8ble KOHMVPHbIE
(3), nauxu xapmonnwie, PY No JII1-004359 om 30.06.2017 esidano 3enmusa K.c., cepust 002028, napmus 7370
Yharoeok, 2o0en 0o 31.01.2020, npoussoocmea 3enmuesa Caansix Opionnepu Canaiiu se Tudxcapem 4111,
Typyun, Zentiva Saglik Urunleri Sanayi ve Ticaret A.S., Kucukkaristivan Mah, Merkez Sok. No. 223/4,
Buyukkaristiran/Luleburgaz/Kirklareli, Turkey, ko0 OKIII2 21.20.10.140, xo0 TH B3I 3004900002,
Konmpaxm Ne 348/40056192/HU-2 om 20.10.2010, uneoiic No 9053074563 om 16.04.2018

COOTBETCTBYET TPEEOBAHUSIM

JHI-004359-300617

JAEKJTAPALTUSA ITPHHSITA HA OCHOBAHHU

npomoron uchstmanuii Ne 1040 0 om 23.04.2018 HI/T Q00 HIT "PAPMOEOPOHA" ammecmam
axxpeoumayuu POCC RU.0001.21 DJI40, Cepmughuram POCC TR OMO8.C12306 om 23.04.2018
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CBEJIEHHUSI O PETUCTPALIUA

OPI'AH 110 CEPTUOUKAHMNHU, 3APETICTPHPOBABII UL AEKJAPAITHIO

RA.RU. 11 DMO8 OPIAH ITO CEPTH®HKALIHH HPOIVKIIHU OFI[ECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTERIO "OKPYKHOH IJEHTP KOHTPOJIT KAYECTBA "

aopec opzanuzayuu. 115280, 2. Mockea, ya. Macmeprosa, d. 4, om. 5, nom. I xom. 1, aopec opzana no
cepmucpurayuu: 115280, 2. Mocxea, yr. Macmepxoea, 0. 4, 5, men. H(495)788-02-88, geG-caiim: oyxk.peh.

AEKJTAPAIINA O COOTBETCTBUH 3APETUCTPUPOBAHA M POCC TR. DOM08./798701
HATA PETUCTPATHH 23.04.20]8
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Ceprudukar ananma

Topzosoe naumenoeanue Temsan © Tnoc
NEKAPCHBEHNOZ0 npenapama
DPopma evinycra Tabnerxu, 80 +12,5 mr 30 rabnetox
Cepua No 002028 Pasmep ynaxosxu {7380 yn.
Tlpoussedeno 02.2018 Tpoussodumens 3entra Caanbik KOpionnepu
Tooen oo 01.2020 Canaiiu Be Tumxaper ALl Typuma
Hopramusnan doxymenmayun  |JII1-004359-300617
TNNOKA3ATEJIL HOPMBI PE3YJbLTATHI
Ouancanne Tabremxu, 80 mz + 12,5 me: nponoiroBarsie,] CooTEeTCTBYeT
JBOSKOBBIIYKIILIE Talnerxku Oenoro wim
nouTH  0enoro meeTa ¢ KEATOBATHIM
OTTCHKOM C rpaBHpoBkoH «81» Ha onawoii
CTOpPOHE.
Tlopaunnocrs
BI3XKX Rt (o6pasia) = Rt (cranaapra) CooTBeTcTBYET
BIXKX/Y ®-cnexrpodoromerpus Y@ criexrp (ofpa3ua) = Y@ cniekrpy (cTanmapra) | Coorsercreyer
Cpennan macea tabierox 010,473 rn00,5121 CoOTBETCTRYET
Cpenunn macca 1 taénerkn 010,473 r 00,5121 0,498 r.
PacTropenne He menee 80 % (Q) ot sasenennoro 96 %
KOIM4eCTBa TENMICapTana uepes 45 MUl U He
Meree 80 % (Q) oT 3asBnennoro xoMmMuecTBa ,
THIPOXTIOPOTHA3H A yepes 45 MuH 102 %
Poncrsennpie npumecn (BDXKX) CootseTciByeT
I'unpoxnopthasug
He bouee 0,5 %;
Hpumecs A He Honee 1,0 %;
IpuMecs B
npumMecs C ne bosee 0,5 %;
CAMHAYHAS HeHAeH THOHIUPOBaHHAs
TIpUMEChH ) He Gonee 0,2 %;
CyYMMa npuMeceii
He bonee 1,5 %.
Teamucapran
MerunoBeii adhup ne Gonee 0.2 %
€IAVHHYHAT HEUACHTHDULHPOBAHHAS we 6omee 0.2 %
TIPHMECE . He bonee 0,5 %.
CyMMa npumMeceii
Ocrarognbie opranageckite He 6onee 20000 ppm 12539 ppm
PacTBOpPHTEIN (3TAaHOT)
MugkpoGaoaornyeckas 9HCTOTA Kateropus 3A CootBeTcTBYET
OnuopoanocTh no3npoBanns AV<15,0 1,5
KoanecTsenHoe onpeneicnne CoorBeTcTBYeT
](gin?;i?pmn o1 76,0 Mr 5o 84,0 mr 77.3
I"Mzpoxsiopriasua ot 11,9 Mr ao 13,1mr.

AO «Canodu Poccran "
Appec: 125009, Mocksa, yi Teeperas, 22. Ten.: (495) 721-1400. dake: {495) 721—1%;41 1.

RUS-CoA-SD-0001 v.2.0 neficreyer ¢ 18.02.2016
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BbIBOJ CooTtBercTeyet Tpefopannam cnenadHKanAn

Hacrosamum noarsepsxnaio, yTo BH(QOpPMAIs, NPEACTAaBIeHHAs BRIE, AOCTOBEpHA ¥ TowHa. JlaHHas
CCpHA JICKapCTBCHHOTO TIpemnaparta NpoHu3BElcHa, YNAaKOBaHa H npo;componnpOBaHa Ha HNPEATIPHATHH,
paGoraioiuem B cooTBeTcTBHHM ¢ TpeGoBaHuamu Hajsiexamedl mpoussojcTrennoll npakrtuke (GMP)
MECTHOTO perAaMeHTHPYIOLIEro opraHa H CHeHHdHKALMAMM HOPMATHBHOH JOKYMEHTALME CTpPAHbl-
KMIIOpTEpA. Otdets 10 NpOH3BOOCTBY, YNIAKOBKE K KOHTpPOJKO KayeCTRa NpOBCPEHEI H TIpH3HAHDL!
COOTBETCTRYIOWMMH Tpebosannam GMP.

Jara yreepsxaennsn: 12.03.2018 Yuoanomouennoe muno: Melek Isik
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