JNEKJAPAHT, IPHHAMAIOIMUNA JEKJAPAITHIO O COOTBETCTBHH

000 "3ruc-pyc”

3apeaucmpupo8ano : MeaicpationHas uHCneKyus ®HC Ne 46 no 2. Mockee OT'PH 5 (77746558160 om
12.04.2007

Aopec: 121108, 2. Mockea,yn. Heana ©parko ,0.8. Tenecpon:8(495 )223-0}-O4,¢axc:8(495)223-01-50
B nuye: I'enepanvhbiii OUpeKmop Oudpenvu Tamaw

Hoeepennoe myo: Junvenxo H.C., dogepeHHOCHb P-014 om 14.05.2018 2.

3AABJISIET, UTO
NEKAPCMEERHOE CPedcmeo. Amnonypurnon-3I'HC mabnemxu 300 m2 30 wm., graxonst (1), naYKu KaGpMOHHbIE,

PY Ne IT N012684/01 om 31.08.2010 (0oama 3armenbi 09.10.2017), cepus 2077P0418, napmus 18600 ynarosox,
s00en 0o 01.04.2023, npouseodcmea 340 "Dapmayesmudeckuil 3a600 ArUC", Benzpus, EGIS
Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary, / A0 "®apmayesmuyeckuii 30600
3THC", Beuepus, EGIS Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, ko0 OKITH2
21.20.10.226, ko0 TH B3 3004900002, xonmpaxm Ao RUS 1/08.11.2013 om 08.11.2013, unsouc Ne 5450672
om 25.05.2018

COOTBETCTBYET TPEBOBAHHUSIM

IT N012684/01-091017 usm. Ne 1

JEKJIAPAITHS NPUHSATA HA OCHOBAHHUH

HPOMOKON UCTbIM AU Ne 3543 m om 13.06.2018 HJT 000 HIJ "OAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001 21 ®J140, Cepmugpuxam POCC HU. OM08.CI5879 om 13.06.2018

3unuenxo H.C.
O.HU.O

CBEJEHUS O PETHCTPALIMHA

OPTAH IO CEPTH®HKAITNH, IAPECMCTPHPOBABIIHAN JEK/IAPALINIO

RA.RU. 11 M08 OPTAH ITO CEPTHOHKALIHH ITPONYKIJHH OBLECTBO C OTrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH [[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Mockea, ya. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, d. 4, om. 5., men.:(495)788-02-88, eeb-
caiim: OYKK.pQ.

JEKJAPAL(YSI O COOTBETCTBHM SAPETHCTPHPOBAHA M POCC HU.OM08.503547

JIATA PE[HCTPAIIUH 14.06.2018 5 COWN
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JAO «DapMaueBTHHECKIH 33801 ITUC» _
1106 - Beurpus, byzamemwr, Yi. Kepeerypy  30-38.
Tesedom{36)-1 -803-5554  Tenedakc H{36)- 1-803-3556

Ceprudmrat kauecrna Ne 2512K/2018./NR

HanneHoBaHUE NpENApaTa: Arnonypuanon-3THC yataerkn 300 mr 30x
Cepust Ne: 2077P0418 JlaTa NPOHIBOACTBA: 04,2018,
Homep auannial TAR/2018/1098 T'oaews a0t 042023,
Jara aganHiac 27.04.2018.
Moxazamey Kaqecmea: Hoayuentsie Hoppsl:
pEIVABHIANIGL
QOunucanne: Coora. Tped. Kpyriase niocKHe raBaeTki 5EI0TO WK cepoBaTo-0e0T0 LRETd. <

dackoit, ¢ prcxoil Ha OAHOl ¥ ¢ TPABUPOBKORA E 352 ua apyroft
cropoke, Be3 ri nowth Ges 3anaxa
HoaanniocTs: Coots. Tpel. VO-cReKTRoDoTOMETPHE 1 TOX ponsHs Geirh AOI0MUTEARHBIMM,
Noaamuuocts: (TCX) Coars. Tpeb. OcHoBROE NRTHO HA XPOMATOTPAMME HEAMTYEMOTO pacTaopa 1o
anauerio RE BesitsHe NATHR i NIOTIOHICHAR B V-caete
AOIBKHO COOTBETCTBOBATE JHAMCHHIO Rf, seanuune nATHD B
noriolenno B YP-cBeTe 0CHOBHOTO TIHTHA Ha XPOMATOI PaMMe
CTAHAAPTHOIO PACTBOPA AIIOITYPHHOHA.
Coots. Tped. Vib-cHeKTpsl  TOTIOWIEHMS  MCTIRITYEMOTO ¥ CTRRAAPTHOTO

HoaanHROTTL:
= PACTBOPOB, CHATHIC OAHOBPEMEHHO B 0BAACTH JLIHH BOAH ot 220 a0

(YD-cnextpodoTaMeTpHs

3505 png, AOTKHBE HMETE MAKCHMYM HOFTOWCHHS IIPH 2304 2 HM.
Cpeasns Macea o 1893 M1 390.0 Mr 3% (ot 370,5 a0 409.5 mr)
OAHOPOAHOCTL HO MACTE! CooTs. 1pe6. it:ZG 'f:c}ﬁ:"l(‘:}'()i{ - ne Hojee & S%:

2/20 TabaeTox - ne Gonee = 10%

Pacreopenue: 100 - 104 % s senee 75% () 0T HOMUHATBHOTO KOAHUCTTRA ACHCTBYHALCTO
{‘:’d’-cncmpad:m*ouerpm) Xe= 101 % BEIIECTRA JOLKHO NepeiTy B pacTsop 3a 45 nmun
Tloreps 8 Macce NPH BLICYINHBARMI 1.3% ne Honee 3.0%
Poacreensiple npumecs (BIAX):
- npuMech A sesee 3,02 % ne Goaee 0,20%
- npumecs B + €2 0.04 % ne Gonee 0,20%
- npumecs D smenee 0,02 % ne Gonee 0.10%
- nipumecs B menee (0,02 % ue Gonee 0.10%
- mobas HenaeHTH(, TPHMCCH 1O senee 0,02 % ne Gonee 0,10%
o1
- CYMMa HeHaeHT (. TIPUMECCH: senee 0,02 % ne fonee 0.30%
OanoposHOCT: AOSAPOBANNNE: AVig= 19 AV < 1% (1 = 10), ecan YCIORAE HE BRIMONHASTECR, ™0
(PBM) AV < 15 (n = 30), W ts 30/30 TafaeTOK KORHYCCTRCHHOE

coaepxanue efiCTRYIONIETO BELECTRA HOMKHO HAXOIMTHCE B
puTepnane 0,755M — 1,25xM

Muxpobuoaornueckas ancrora:’ Coors. Tped. Kareropus 3A
KomiuecTBenHOT onpeieaene:
(Y-cnexrpodioToMeTpus): 99,2 % ot 95,0 10 103,0%

2977 mefrabn. 300,0 vr + 5% (285,0 -3 15,0 Mr annonypHHOAE frabneTra)
Ynakoska: Coors, 1peb. B cOOTBETCTBITH ¢ HOPMATHBHOH JOKYMeHTalUHeR
Mapxuposra: CooTts. 1peb. B cOOTRETCTRUN ¢ HOPMATHBHOH AOKYMEHTAIHCH

. RCnpmaniie SpRnARAEmES 018 NEPEOT CEPUl eNCE00K0, Daiee 045 KU 1G-ToEpun nOIMOMY Dainsblil HOKGIAMENL ModCem (ol Ne BXToIEH
& CopmMuKEM KEHECTHET

Aponssoaurean: 3A0 «apsanenTiecKuii 38801 BTUCH 1163, Byaanewt, yi. Bexenndean 118-120, Benrpus
Wrac ¥ .1 A0 «DapmaneRTHecKHil 3B FEHC» 9960, Kepmena, ya.Marsaw wupuii 65, Benrpns
Boury Ccaioiini Konyposis RaTecTns: 3AQ «PapyateBTHYECKRN a0 JTRCy 9900, Kepmena, vi.Marsam gupait 65, Beurpnsn

Gupma JAD «DapMauesTHIECKIT 32804 ITUCH {5y aareirs ~ BEHrpus) rapaithpyes, $10 APOMIBOACTBO YRUSAHHOTD B HACTOSHICH cepripurare
NpeNapaTa, BKHOYAS LTO VIGKOBKY W ROWIpoab KanecTEa, MOAHOCTHO OO HGReFRye) —FRtBoRHIM aeicrayommr: «llpasua oprapriaimy
NPOUIBOACTRL ¥ KOHTPOIR KANECTRA HERAPCTREHHBIX CPEACTEY { cGMP). g c .

{30

DupMa TAPAHTURYET, Y10 KAYECTBO YKAIAHHOTO B Hac‘rosimeﬁ‘f;épm )
yreepaxaennoft HL Ne 11 NO12684/01-091017, a Takxe ﬂ}MEHe?gii‘ Fedlk

Képumena, 18.05.2018. rona

3AD sdapuanssrnuetil 30503 BTUCH 4
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