JEKJIAPAIISI O COOTBETCTBMH

NEKJIAPAHT, HPHHHMAIOI]HH’[ JNEKJAPAITHIO O COOTBETCTBHH
000 "ArHC-PYyC"

3apezucmpupoeano : MeoicpaiionHas UKCNEKYUA ®HC Ne 46 no 2. Mockee OT'PH 5077746558160 om
12.04.2007

Aopec: 121108, 2 Mocxkea,yr. Heana Pparxo 0.8. Teneqpon:8(495 )223-01 -04, parc:8(495 )223-01-50
B auye: I' enepaibHbil QUPEKMop Dnopenvu Tamaw

Jlosepennoe nuo: 3uHueHKo H.C., dosepennocmp P-014 om 14.05.2018 2.

3ASABJMET, YTO
NeKapcmeenHoe cpedcmeo: Xanuxcoi mabnemxu 30 m2 10 wm., ynaxosku aueiikoabie KonmypHoie (2 ), nauxu
KapmOHHbie, PV Ne IT NO16005/01 om 26.08.2009 (0ama 3amenbl 13.10.2016), cepus 1 691A0118, napmus
50397 ynaxosox, 200eH 00 01.01.2023, npouseodcmeq 340 "®apmayesmuyeckuti 3aeed DTHC", Benzpus,
EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, x00 OKIIT2 21.20.10.255, K00
|| TH B3 3004900002, xonmpaxm Ne RUS 1/08. 11,2013 om 08.11.2013, nsoiic Ne 5450796 om 21.06.201

COOTBETCTBYET TPEBOBAHWSM
17 NO16005/01-300811 usm. Ne 1-2

NEKJIAPAITUS [IPHHSTA HA OCHOBAHHH
npomoxon ucnoimanuti Ne 3928 m om 28.06.2018 HJT OO0 HII "®APMOBOPOHA", ammecmam
axxpedumayuu POCC R U.0001.21®J140, Cepmugpuxam POCC HU.®M08.C17212 om 28.06.2018
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JIEKJIAPAITMH 29. 06.2018
CTBUTEJILHA IO 01.01 .2023

” / 3unuenxo H.C.

no}@és OU.0

CBEJEHUSA O PECHCTPAIIAHA

OPrAH IO CEPTU®HKAIIHH, ?.APEI‘HCTPHPOBABIHHﬁ NEKJAPAITHIO

RA.RU.11®M08 OPTAH I1O CEPTH®HKALHH ITPOOYKLIHH OBIECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH JEHTP KOHT. POJIA KAYECTBA",

adpec opeanu3ayuu: 115280, 2. Mocksa, yn. Macmepxoéa, d. 4, am. 5, nom. I, xom. I, adpec opaana no
cepmudpuxayuu: 11 5280, POCCHA, 20pod Mockea, yi. Macmepkosa, 0. 4, am. 5., men. :(495)788-02-88, eeb-
catim: oyxK.pa.

NEKJIAPAIIUSA O COOTBETCTBHH 3APETHCT PHPOBAHA M POCC HU. OM08.7105523

JIATA PETHCT PAIIHH 29.06.2018

LECIRL M.,
¥ Tug

«OKpyXRHON

9059 : Nunenxo U.b.

noamce PyxosoauTens OC




JAOQ «MapmaueBTHUECKHI  3aBOA ATHC»
1106 - Benrpus, byaanewT ya. KepectypH 30-38.
Tenedon: (36) -1-803-5554 Tesnedakc: {36)-1-803-3556
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Ceprudukar Kauecrna Ne 1588/2018/Smaza

HanmenoBanye npenapavya: Xaaukcoi® Tabierrn 30 mr 2x10
Cepus Ne: 1691A0118 Jlata npoM3BOACTBA: 01.2018.
Homep axanuia: TAB/2018/329 Tonen no: 1.2023,
Jdara anaaunsza: 06.04.2018.
Hoxaiamenu Kayecmea: HMoayuenusie Hepmbi:
PEIVABIMANbLL
Onucate: Coors. TpeG. Beaple wis HOYTH BEnIe NIOCKHE KPYLible TaOISTRH ¢

dackoii, ¢ prekoi 1@ 0JIHOH CTOPOHE H rpaBHpoOBKOH
F 231 - ua Apyro#, 6e3 niau nouTH He3 3anaxa.
floanuunocTh: Coors. Tped. y®-cnexrpodoromerpus, TCX 1 upeTHIA peakuHa
SO HDBL 6[:! Th HOJOKHTC/IBHBIMH,
KosnaecraeHtioe onpeaeicrne

{Y®-cnexrpodoTomerpus): 29,49 mri/raba 30.0 Mr + 5 % (28,50-31,50 amr)
ambpokcona ruapoxtopuaa/Tada
98.3% 65,0 - 105,0%
Tlocroponnue npumecn 1CX: (KOAUHECMBO NPUMECEN EBPANEHO 6 NEPECHEmE HU
aMBpokcona SHOpoxXaopud)
- m05Hag NPHMECH 110 OTACIBHOTTHI senee 0,05% He Goaee 0,10%
- CYMMa ApUmMeceit: menee ,05% ue Gonee 0,50%
Pacrsopenne
(V®-cnexrpodoromerpus): 98,1 — 101.2% He menee §5% (Q) HOMHHANTBHOIO KOAHYCCTRE
Xy = 99,0% ACHCTEYIONIETO BCLLECTBA J0IKHO 1EpeiiTh B pacTsop
3a 20 Mun.
Cpeauns Macca: 158.8 mr 160.0 Mr £ 7,5 % (1480 ~ 172.0 mr)
OuHOpOAHOCTS TI0 Macce: 1554 - 161,9mr OTKIOHEHHE OT CPEAREH Macchl:

i 18720 tabierok — ve onee = 7,5%:
s 2720 rabaetox — ne Gonee £ 15%

PacnazacMocTsb: 2 MHH ne Gosee 10 MuHyT
OnHOPOAHOCTE A0IHPOBAHKA: AV < 15 (n = 10}, a0 YCTIOBHE HC BBITIOAHACTCH, TO
AViy= 3.0 AV < 15 (n = 30), v aas 30730 rabacrox

KOAMYECTBCHHOE CONCPIKAHNE AeHCTBYIOLIETO BELLCCTRA
HOMKHO HANOAMTHCH B HHTEpBaNe 0.75%M -~ 1,255 M
Murpobuoa. uncrora:

- obuiee 9HCH0 apobHbIX GakTepuii: menee 10T ne Gonee 10° 8 1 1 npenapara

- obLIee YHCHO rPHBOR: venee 10/ we Goaee 10° B 1 1 npenapara

- Escherichia coli: HE BHIBACHO oteyreTBHe B | 1 npenapara

Vnakopka: CooTs. Tpeb. B cooTBETCTRUH € HOPMATHBHON JA0KYMEHTALNCH
Mapkuposra: Coora. Tped. B COOTBETCTBHM € HOPMATHBHOH JOKYMeHTaIME

flpomisoanrens: 3AQ «@apmanesiuueckuil 3a80a ITHC» 1168, Byranewt, v, Bewenndeaan 118-120, Beurpus
PacoBmnK.YIaKoBHHK: : JA0 «DapyaNeBTHUCCRIH 33B01 IFMC» 1165, byaanewT, v, bexensdenay 118-120, Beurpun
Brnyckaomuit konrpoas kauecrsa: JAQ «@a paaucaTHaecknil dason MW HO» 1165, Byaanewt, v, bexenndenan 118120, Beurpun

Gupma 3AO «bapsauestiuecknin 3asoa THO (Bymauént - Bewrpus) rapantHpycr, 4io npouIsoacTee YKAIAHHOIG 8 HACTORHEM
cepTHQMKATE NPENAPATA, BIIOUAR CIO VIIAKOBKY H KOHTPOAL KQUCCTRA, MOAHOCTLIO cooTBETCTBYET Tpebopannam aelcrayiounx «flpasua
OPraHi3aLiH IPOH3BOACTRA M KOHTPOS KAYECTBA JICKAPCTRCITHEIN cpeietay {eGMP).

dupMa TapaHTHPYeT, HTO KAYeCTBO YKA3AHHOIO B HACTOSWIEM cepTH(MKATe NpEnapara COOTBETCTBYET
tpeGosanuam ITUC AHJL Ne 2008-2753-C/E/O.
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