NEKJAPAIIASI O COOTBETCTBUM

JEKJIAPAHT, NMPUHUMAIOUUN JEKJIAPALIAIO O COOTBETCTBUU

000 "3rc-pyC"

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

Aopec: 121108, 2. Mockea,yn. Heana ®panxo ,0.8. Tenegpon:8(495)223-01-04,paxc:8(495)223-01-50
B nuye: I'enepanonoiii dupexmop Snopensvu Tamawu

Jlosepenroe nuyo: 3unvenxo H.C., dosepenrocms P-014 om 14.05.201 8 e

3ASIBJISET, UTO

nexapemeenmoe cpedcmeo: Cynpacmunexc mabnemku nOKpeimble nnenoyHol 060804K0U 5 M2 7 wm., YNaKosKu
avetikosvie konmypuvle (1), nauku xapmonnvie, PY Ne JICP-008568/10 om 23. 08.2010 (doama nepeopopmaerus
21.10.2014), cepusn 188940318, napmus 102880 ynaxosok, 200ex 0o 01 .03.2023, npoussoocmea 340
"®apmayeemuyeckuii 3a600 DTHC", Benzpun, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut
118-120 Hungary, x0d QKIIT2 21.20.10.256, koo TH B3I 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om

08.11.2013, uneotic Ne 5450746 om 12.06.2018

COOTBETCTBYET TPEBOBAHHUAM
JICP-008568/10-230810 uzm. Ne 1-4
JEKJIAPAIIUS IPUHSATA HA OCHOBAHHU

npomoxon ucnwimanii Ne 3913 m om 28.06.2018 HJT 000 HI] "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC HU. OMO8.C17123 om 28.06.2018

/éﬂ TN R ABKTAPALUH 26.06.2018
7 ANICTBUTEJIRHA JQ 01.03.2023
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CBEJIEHHS O PETUCTPAIIUHA

OPT'AH IO CEPTH®HKAIIHH, 3APETCMCTPHPOBABIIUWI JEKJIAPAIIHIO

RA.RU. 11 ®M08 OPTAH ITO CEPTH®HKAITHH ITPOAYKIIHH OBUJECTBO C Or" PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA',

aopec opeanuzayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, sm. 5., men..(495)788-02-88, set-
caum: oykx.pg.

JEKJIAPAIIHS O COOTBETCTBUM 3APETMCTPHPOBAHA M POCC HU.®M08./105475

JIATA PETUCTPAIUM 28.06.2018
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3A0 «PapmauesTiYecKHi] 3aBoj IFHC»
1106 - Benrpus, Bynaneurr, ya. Kepectypn  30-38.
Tenedon: (36)-1-803-5554 Tenedake: (36)-1-803-5554

Ceprudmrar kauecrsa No 2361/2018/LM

Haumenosanue npenapavta:
Cepin Ne:

Homep ananuza:

Aara anaamaa;

1889A0318
TAB/2018/869
22.05.2018.

Hoxazamean kavecmen foayuennpie
i bi:

Onncanne: Coots. Tped,

Nonaunnocrs: Coots. tpeb,

HoaaunnoeTs rarana AHOKCHAA!
Coors. Tpeb.
KOJ‘GI!'!E(‘?BEHHI)C onpengiienue

(Y®-cnexmpogomon empR ) 100,7%

5,03 mr/rabn.nokp.

171,006,
Hocroponnue npumecu 1 {85k

menee 0,05 %
MeHee 0,05 Y%
menee 0,1 %

- awobas wientuhuump. npumeck:

- wiobas nenacHTHULIp, HPHMECH:

- C¥MMA NpHMecei:

Hocroponnne npumecn 2 (B BKX) -
COAEPAKAHUE IMAHTHOMED S

D- uernpusuna: 0.2 %
Pacrsopenne 01,7 - 106,4 %
(‘&'(Dm‘nexmpaqﬁonr(wemp:mj: Xe=1042%
Cpeannag macea; 98,6 mr
Onsiopoanoct no macce: 94,0 - 103,2 mr
Pacnaasemocts: 3 M
Oaxopoanocts so3Hposanus
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Mukpotuoasornueckas HHCTOTA:

- ofuee YU a3pobisix Baxrepuii:
- ofiee uneao rpndos:

- Escherichia coli

¥Ynaxkosxa:

Mapxuposka:

menee Hir
Menee 10/
HE BRIABICHO
Coors. tpebd,
Coors. Tpeé.

: o
Cynpacrunexc” rabaerky NOKPEITHIE NACHOUHOI 060104K0i § M [x7

Aata nponssoncraa: 03.2018.
Toaen ao: 03.2023.
Hopmsi:

Benvtie nnn nowrn Geapie KpYrible ABOSKOBLINYKbie TaGiersn
HOKpEITEC AeHOYHOH 000104K0H, ¢ rpasuposroit «Es na oxnoi
cropone rabnerku u «281» na Apyrodi cropone, Ge3 uau nowrk
Ges zanaxa.

YO criekrp nonken Suirn HOAOKATE ABHBIM,

Lisernas peaxuns 10mxna 6uirs NOAOKHTEILHOHN.

or 90,0 20 105.0%

500mr+ 5%, -10% (014,50 10 5.25 mr) JEBOHCTHPHIKHA
AMTHAPOXAOPHIR/ Tabmnokp. n1o6.

(koAU CINGO upmfe(w} BLIpaNceny 8 Heperuema wua :mmme’mupu:mm
QuzUIPOXIOPUS)

ue Gonee 0,20 %

ne Goaee 0,10 %

He Gosee 1.0 %

He Gosee 1.0 %

He wenee 75 % Q) or woMHHaiLHOTD KOMHYMECTRa
ASHCTRYIOWEFO BEIUECTBA A0/KHO nepedity 8 pacrsop 1a 30 smun
100.0 mr = 7,5% (o1 92.5 10 107.5 MI)

Orinonene o1 cpeaseli maces!:

2 90% (18/20) Tabaerox — ne Gosee & 7.5 %;

3 10% (2/20) rabrerox - ne Gonee + 15 %

#e Oosice 15 mun

coraacHo Enp. apm.:

AV <15 (n = 10), ecom YCOBHE HE BRIMOAHACICH, TO AV < |5
(n = 30), u am 30/30 1abrerox KOJAHYCCTBCHHOE  CoAepKanie
JCHCTBYIOUIETO  BEILGCTBA  JOJLKHO HAXOAMTECH B MHTepBANe
0,75%M — 1 25xM

Kareropua 3A

we Gonee 10° 8 1 1 npenapara

ne Gonee 10° 8 1 ¢ npenapana

oreyrersue B 1 npenapara

B coortsercraum ¢ HOPMATHBHOR JoKyMenTame

B coorrercran ¢ HOPMATHBHON A0KVMenTaumHelH

Mponssoaureas: 340 «®apmanesruaecknil 3ason IHC» 1165, byaanew, v, Bewennpennn 118-120, Benrpus
WDaconuk.ynaosmuk: ; 340 «@apmauesTueckni 1asoa I HC» 1165, byaznewr, ya. Bexenndesnan 118-120, Benrpus
Branyexaiominfi kouTpoas xauecrna: 3AD «®apmauesruyecknil 3anoa ITHC» 1165, Byaanewr, ya. DBexenbgean 118-120, Benrpus

Dupma 3A0 «Dapmariestiueckiii 32801 THCy (Byaanewrr — Benrpua) rapanrupyer, wio HPOM3BOACTRO YKAIEHHOIO B HACTORMIEM Cepiidiikare
fPENAapaTa, BINOUAR CrO YHAKOBKY # KOHTPO/IL Ka4€CTBA, MOAHOCTRIO COOTBETCTRYET Tpebosanmim  acHcTRYIOUHX «Ilpusnn opramsaum

APOHIBOACTBA K KOHTPOAS KAYeCTRa ACKAPCTBERHHLIX cpeactny (¢cGMP).

Dupma  rapastupyer, 4ro  kawecrso VK43aHHOIO 8
IHC AHJ Ne 2008-4149/D-06/01-C/E.

byaanensr, 29 05 2918 roia
SAD-GapuauesTuage KaN Saros H AL
bynanenry - Beurpus

FICV02897g

=)

HACTONWEM  CCpTH(UKATE npenapata  cooTsercrayer TpeGoBanuim
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