TEKJIAPALIASI O COOTBETCTBUU

AEKJIAPAHT, IPUHUMAIOMUI JEKJIAPAIIMIO O COOTBETCTBHH
000 "3rdc-rycC”

3apezucmpuposano : Meswcpationnas uncnexyus ®HC Ne 46 no 2. Mockee OTPH 5077746558160 om
12.04.2007

Aopec: 121108, 2. Mockea,yn. Heana Ppanxo ,0.8. Tenedon:8(495)223-01 -04,parc:8(495)223-01-50
B auye: I'enepanvruiti dupexmop Snopenvu Tamaw

Hosepennoe auyo: Bacunenxo M.H., ooeepennocms P-012 om 07.06.2017 2.

3AABJIAET, YTO

AeKapemeennoe cpedcmeo: Jeumpomb mabnemxu nokpimsle nmeHourou obonowkoi 75 m2 7 wm., VNAaKoexu
AveuKossle koumypnole (4), navku xapmonnvie, PY Ne JICP-001128/09 om 16.02.2009 (dama nepeogopmrenus
01.10.2014), cepusi 5471B0417, napmus 3994 ynaroeox, 200en do 01.04.2022, npoussodcmea 340
"®apmayeemuueckuil 3a600 ST HC", Benzpus, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut
118-120, Hungary, xoo OKIIJ]2 21.20.10.131, koo TH B3] 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om
08.11.2013, unsoiic Ne 5449222 om 20.09.2017

COOTBETCTBYET TPEEOBAHHUAM

JICP-001128/09-160209 (H/ 42-15329-08 uam. Ne 1-4)

AEKJIAPAIIHSA TPUHATA HA OCHOBAHUH

npomoxon ucneimanui Ne 6402 m om 04.10.2017 HJI OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.OMO08.C97015 om 04.10.2017

JIATA TIPHHATHS JEKJIAPALIAH 09.10.20]7
m"ﬁ“"”’fmxi Fraa.
JIEKJ:{?%;;%;HH&I&??Q;TBHTEJ]BHA JO 01.04.2022

NI Ng -

e

e 7 !/ Bacuaernko M.H.
‘\_rémnﬁcrs D.H.0

CBEJEHUS O PETUCTPAIIUHA

OPI'AH IO CEPTHO®HUKALUU, 3APETUCTPUPOBABIHHH TEKJIAPAIIMIO

RA.RU.11®MO8 OPI'AH ITO CEPTHOHKALIHH MTPONVKI[HH OBIECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opzanusayuu. 105062, Poccus, 2. Mockea, @ypmannwiit nepeynox, 10, 1, adpec opeana no
cepmucpuxayuu: 115280, Poccua, 2. Mockea, yn. Macmepxosa, 4, 5, men.:(495)788-02-88, se6-catim: oyxx.pe.

AEKJIAPALIUA O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC HU.®M08. /778462
JATA PEFECTPAIUAH 09.10.2017
9 bt

Kauau E.B.
MONOHCH 3aM. pyKOBOIMTENA OpraHa




3A0 «BapManeBTHYCCKHI
1106 - Benrpus,

34804 HC»
byranewr, yn. Kepeerypn 30-38.

Tenedon:(36)-1-803-5554  Tenedaxe :(36)-1-803-5556

Ceprudmxar kauecrna Ne 2675/2017./Smaza

HSHMBHQHBHIIE i’!p(‘fla[')ﬂ'l"{l:
Cepna Ne:

Hosep ananmsa:

Hata ananusza:

Hukazamenu kavecmea:

Onucanne npenapara:

Hogamunocts selcTeysomero
BeHIECTBA:

HoaamunocTs Turana anorcuna
(YECIHAS PEOKYLA) !

KoaudecrBennoe toaepwanne
AeHCTBYOWEro BewecTsa (B VRN

Hoctopounue npumecn 1. (B KN
- TphMees 1:

- HOBAs APYTAR CARMHUHAS IPHMECE:
- CymMMa NprMecel

Hocroponnme npumecn 2. (B KX
FHaHTHOMED (~}-R-kionusorpena:
Pacrsopenne (V@
CRERMPOhomarempus ).

Cpeanns macea:

ORHOPOAHOCTE MACCLL:

Mukpobuoaornyeckan uncrora:

- 001ee YHCA0 aIPOTHBIX BakTepuii:
- obulee uncio rpudon:

- Escherichia coli:

Ynaxosra:

MapkupoBka:

~&

Iviayuennse
PE3VAbImamer;

Coorr. tped,

Coors. tped.

Coorr. 1ped.

§9 5%,
74,63 mr/Tatn.

0,0%
(0,0%,
0,1%

venee 0,03%
99,4 - 101,6%
Xo= 100,4%
326,5 wr

322,7 - 329.6 Mr

smenee O/
Menee 10/
HE BLISBACHO
Coots. 1ped.
Covra. rped.

Irurpoms” TabueTKH NOKPBITHIE 1ICHOUNOI 060109K0H 75 M1 4x7
5471B0417
TAB/2017/1022
12.06.2017.

Hara npomssoacrea:  04.2017.
lonen ao: 04.2022.

beabie win nourn Gelibie KPYrasle ABOSKOBLUIVKLIC TabaAcTkM
HORPLITHIC nueHoMHOR 000a09k0M, ¢ rpasuposkoil «F 181» na
O7IHOH cropone Tabnerkm. Ges wint nowry el sanaxa,

BOKX u TCX 2015451 Sb1T5 0010 HT¢A6HBIMY,

Usetnas peakuns 20:%ua OniTh NOA0KHTENLHOMN, {opan#enoc
OKPatliHBAHKE PACTBOPA)

Or 95,0 10 103,0% 0T HOMMHLILHOTO KONHUYSCTRA

75,00 Mr £ 5% (71,25 — 78.75 mr) waonunorpena / s onoli
rabaerke

IR TN E Citisn !l;"lil'lﬂ’s‘l'“ GhIGREHO 8 ??(’f)de HEME wdd K‘f:if!t}f:‘fh’[’{’.'ﬁﬁ Jildﬂ”t'}ffh{fi()!ﬂi
He Gozee 1.0%

ne Goaee 0.2%

ue Gonee 1.2%

ue Soaee 1.0%

He Menee 80%6 (Q) 0T HOMHHANBLHOTO KOJIHeCTRA ACHCTRYHOMLECTO
BCLLECTBA OKHO flepeity 8 pacTrop wepes 30 Mun

330,01 Mt 5% (313,6 — 346.6 M1)

Utrknorenne ot cpeanelt Maceot:

18/20 Tabactok — ne Godee = 5%,

2/20 tabserok — we 6oaee £ 10%

ne Goaee 107 8 1 1 npenapara

sie Goaee 107 8 | r npenapara

oteyTeTKe B | 1 npenapara

B CoOTRCTCTEHI ¢ HOPMATHBHOH A0KYMEHTALMCH
B coorsercTniig ¢ HOPMATHBHOR A0KyMEHTaLHE

[penisonnrenn: 3A0 «Papuanenruaecknii sason 3 HO» 1165, byaanewy, va. bexeunden 118-120, Benrpus
Dacosuimrynakosmuk: : 3A0 «@apmanesruieckuif 3as0a MWHO» 1165, hyaanewt, ya. bewenndevan 118-120, Benrpun

Buinyckaronuii xontpoas kavecrra: 3A0 «Dapyaunentuueckuii 1ason 3THCO» 1165, byaanewy, ya. bewenngenan 118-120, Beurpun

Gupma FAO «apmaucarmiecknil sasea IACY (Byvaanemt — Beurpha) rapaHTHPYET, NTO NPOM3IBOACTS0 YRAMHHOTO B HACIOAIEM
cepriduRate NPEHAPATE, BUOYAT €10 YIAKOBKY W KOHTPOAh KANECTRA, HOIMOCTEIO COOTBETCTBYCT Tpelosaniny achcreyviommx «lipansun
OPFaHHIdLN NPOHIBOACTEE U KOHTPOIN KAYECTBE IEKAPCTREHHLIX cpeactey {cGMP).

@Hp»\rﬁi TAPAHTHPYCT, HTO  KAMCCTBO  VRUBGHHOD B HACTORUIEM Ct.‘p'il‘l{bl-!i\"df(: npenaparaé COOTBETCIRYET TpeﬁOBaHHHM

ITNC AHI Ne 2007-4125/D-06/02-C/E.
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