JEKJAPAIIUSI O COOTBETCTBHH

JEKJAPAHT, IPHHHMAIOIIHA JEKJIAPAIIMIO O COOTBETCTBHH

Q00 "IIHC-PYC"

3apezucmpuposaro : Mexcpaiionnas uncnexyus @®HC Ne 46 no 2. Mockee OI'PH 5077746558160 om
12.04.2007

Adpec: 121108, 2. Mockea,yn. Heara @panko ,0.8. Tenegpon:8(495)223-01-04,paxc: 8(495)223-01-50
B auye: I'enepanenviii oupexmop Inopenvu Tamaw

Hoeepennoe auyo: Bacurenxko M. H., dogeperinocms P-012 om 07.06.2017 2.

3AABJSAET, UTO

nexapemeenHoe cpedcmeso: Dzunox mabnemxu 100 m2 30 wm., gnaxonst (1), nauxu xkapmonnwie, PY Ne 11
N015639/01 om 17.03.2009 (0ama nepeogopmnenusn 08.10.2014), cepua 5808N0717, napmus 26200 ynaxosok,
200en 0o 01.07.2022, npouseodcmea 340 "Papmayeemuveckuii 3a600 I HC", Benzpus, EGIS
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / 340 "®apmayeemuueckuii 36600
OIHC", Benzpus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, ko0 OKII/2
21.20.10.146, koo TH B3] 3004900002, konmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5449172
om 12.09.2017

COOTBETCTBYET TPEBOBAHHSNM

IT NO15639/01-180512 uam. Ne 1

JEKJAPAITHS TIPUHATA HA OCHOBAHHH

npomoxon ucheimanuii Ne 6297 m om 29.09.2017 HJT OO0 HL] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJ140, Cepmugpuxam POCC HU.®MO8.C96625 om 29.09.2017

Bacunenxo M.H.
d.H.0

CBEJIEHUSA O PETUCTPAIUHA

OPTAH IO CEPTHOHKAIIHH, 3APETHCTPHPOBABIIHH JEKJIAPAIHIO 5
RA.RU.11 ®M0O8 OPTAH ITO CEPTH®HKAIJHH ITPOTYKIJHH OBIECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 105062, Poccus, 2. Mockea, Qypmanneii nepeyiox, 10, 1, adpec opzarna no
cepmugpuxayuu; 115280, Poccus, 2. Mockea, ya. Macmepkoéa, 4, 5, men. (495)788-02-88, eeb-catim. oykx.pg.

JNEKJIAPALIHMSI O COOTBETCTBHH 3APETHCTPHPOBAHA & POCC HU. OM08.777916
TR 04.10.2017
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3A0 «DapManesTiuecKuii 39BOA 3rUC»
1106 - Beurpus, bynmanewr, ya. Kepectypn 30-38.

Tenegon:(36)-1-803-5554  Tenedaxc :(36)-1-803-5556

Cepruduxar kayecrsa Ne.: 4305K/2017./NR

Hawmenosasue npenapata:  ruaok” tabaerku 100 mr 30x

Cepus Ne: S808N0717 Harta npoussoncrsa:  07.2017.
Homep anannsa: TAB/2017/1715 Fonen go: 07.2022.
Harta auannia; 05.09.2017.
fToxazamenu Kavecmea: fHoayaenssie Hopasi:
peIVABRIaNTbI.
Onucanne npenapara: Coorn, TpeG. Beawte  wMav  nourd  Oeane. KPYIini€, ABOSKOBBUIYKIME

TabneTku, ¢ dackoil. ¢ puckoli Ha onHOR CTOPOHE M ¢

rpaBupoBkoit £ 432 - va apyroli cropone, Ge3 3anaxa.
TCX 1t V& cuuektp #0mkHb! ObITh HON0KHTEIbILIMH.

floanuuuotTh: Coo'rs, 1peh.

Koauuecrsenuoe onpeaeneniie:
(V@-cnexmpodomosempus) 100,00 mr+ 5 % (95,0-105.0 mr) meTonponona taprpara/rata

nepecueme  na

98,2 mrirada.

{Koauvecmeo  npusteceit
Aemonponoaa mapmpam)

MoecToponnue npumecnu (TCX): GOIPGHCEHD 8

- MoGas NPHMECE 110 OTACALHOCTH! 0,1 % ne Goaee 0.3 %
- CyMMa npHMecedt: 0,1% ne Goneed,5 %
Pacreopenue: 954-989% e senee 75% {(Q) OT HOMHHANBHOIO  KONMYECTBA
(VO-crexmpogdiomosempus) . = 97.5 % ACHCTRYIOIErD BeLIECTBA HOMKHO nepeliTv 8 pacrsop 3a
¢ ’ 30 pui
Cpeanunn macca: 3174 mr 320.0 Mr £ 5% (304.0 - 336.0 mr)
OaxopoaHoCTL 70 Macce: Coors. 1peb. OTKNOHEHHE OT cpeaiiedt Macceni:
ang 90% (18/20) tabnerok — ne Gonee + 5 %
ans 10% (2/20) rabnerox - ve Gonee + 10 %
Pacnaaaemocts: 22 mun He Bosee 30 mun
Toreps B MACCE APH BLICYIHBAHIHAS 2.2% ne Gonec 4,5 %
OAHOPOAHOCTE AO3IHPOBAHKA: AV,e=32 coraacho Eap. Dapu.:
AV < 15 (n = 10}, ccan YCIOBHC HC  BLINOJHALTCS,
AV < 15 (n = 30), u ana 30/30 rabaeTox KONMYCCTBCHHOE
COAEPMAHHE ACHCTBYIOILETO BEIECTRE AOKHO HANOAWTLCA B
unrepsaie 0,75xM-1,25xM
Miukpobsoaoriseckan THCTOTA:
- oliee yueno adpolOHEIX Bakrepnii: meHee 10/r ne Gonee 10° B | r npenapara

- o0iuee wuene rpubos:

- Escherichia coli:
YHaKoBKA:
Mapxuposra:

smenee |0/

HE BLIABACHO
Coota. Tpeb.
Coots. Tped.

nie Goaee 10° B 1 r npenapara

orcyrcTaMe B | rapenapara

B COOTBETCTBHH C HOPMATHBHON JOKYMEHTALMUEH
B coOTBETCTBHM ¢ HOPMATHBHON JOKYMEHTALHEH

Nponssoantenn: 3A0 «Dapmaucaruecknii asoa IHC» 1165, Byannewr, ya. Bexenngeans 118-120, Benrpus
PacopunK,ynanosink: : JA0 «Papyanenruycckuii sog IHC» 9900, Kepmen, yn.Matawm kupaii 65, Benrpus
Bemycrawuuii KonTpoas kauec1sa: 3A0 «®@apyaneaTnueckudl 1an8oa ITHC» 9900, Kepumena, ynMarrwe kupait 65, Benrpun

Duipaa 3A0 «apyaiesTitdeckidi saso 3HC» (Byaanenrr ~ Benrphs) rapaHTHpyCT. 4T0 NPOHIEOACTRO YKATANHOTO B HACTORLLEM
CCPTIMPHKATE NPENAPATA, RKIOYAN Er0 YIAKOBXY H KOHTPO/E NAMECTEA, NOANOCTLXY COOTBETCTRYET TPEGORAHNEN ACHCTBYHOLIX «llpasun
CPraHH3EII NPOU3BOJICTEE i KOUTPONS KAUECTBA HEKAPCTREHHLIN cpeacTe» (c(GMP),).

GupMa rapaHTHPYET, YTO KAYECTBO YKA3AHHONC B HACTOALIEM CepTu(HKaTe npenapaTa COOTBETCTBYET

rpebosannam STUC AHJT Ne 2008-3115-C/E/O.

Képmenn, 07.09.2017. roaa
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