AEKJIAPAIIMSI O COOTBETCTRUY

AEKJIAPAHT, IIPUHUM AFOIITMA AEKJIAPAITHIO O COOTBETCTBUH
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Ceedenus o pezucmpayuu opzanuzayuy; Mearcpationnas uncnexyun @edepansnoii nanozoeoii cayoichvt Ne 46 no
| & Mocxkee 12,04.2007, OI'PH 5077746558160, dama npuceoenus OI'PH 12. 04.2007.

Aodpec: 121108, », Mocxkea,yn. Heana Dpanxo ,0.8. Teneqpon:8(495)223-01 -04,paxc:8(495)223-01-50

B nuye: Ienepanouvi oupexmop C. upyucko O.B,

| Aosepennoe nuyo: Junvenxo H.C., ooeepennocms P-014 om 14.05.2018 2,
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3ASABJISIET, YTO

Rexapcmeennoe cpedcmeo: Deunox, maénemxu 100 12 30 wm., graxons: (1), nauxu KapmoHnsie, PY No 1
NO15639/01 om 17.03.2009 (Oama samenw: (2, 04.2018), cepus 31 5INI118, napmus 25750 Ynakoeox, 200ewn do
01.11.2023, hpouzeodcmea 340 "Dapmayesmuvecicuii sagod OI'HC", Benzpus, EGIS Pharmaceuticals PIC,
1165 Budapest, Bokenyfoldi ut 118-1 20, Hungary / 340 "@apmayesmuyecxuii sa800 OI'HC", Benzpus, EGIS
Pharmaceuticals PLC. 9900 Kormend, Matyas kiraly ut 65, Hungary, k00 OKIII2 21.20.1 0.146, koo TH BaT
3004900002, xoumparm Mo RUS 1/08.11.2013 om 08, 11.2013, uneoiic No 5451837 om17.01.2019

COOTBETCTBYET TPEBEOBAHHSIM

11 N015639/01-020418 usps. Ao | _

AEKJTAPAIIMS IPUHSTA HA OCHOBAHHH ,

| | iPomoKon ucnsimanuii Ne 740m om 12,02, 2019 HII 000 HIJ "@APMOBEOPOHA" ammecmam axxpedumayuy
| POCC RU.0001.21 97140, Cepmugpuram POCC HU. OMO8.C33527 om 12.02.2019
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CBEJIEHWUS O PET HCTPAIIN

OPI'AH ITO CEPTHOHKALIAH, 3APETHCTPHPOBABII UIL AEKJIAPAITUIO 5
| RA.RU.11®OMO8 OPI4H ITO CEPTHOHKALIHH ITPOSVKIIHH OBINECTBO C OTPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOMH LEHTP KOHTPOJIA KAYECTBA"

Kayau E.B,
3am. pykoBogurens OC




EG'S 1106 - Benrpus, Byaanewr, yx. Kepeeryps  30-38.
Tenedous( 36)-1-803-5554 1 enedaxc {(36)-1-803-5556

rE N 3A0  «DapmauesTuyeckus 3ABOA  3IHC»

Ceprudurar kavecrpa Ne 260K/2019/NR

. ®
Haumenosauue penapata:  Oruaok” tabaersy 100 mr 30x

Cepus No: 315IN1118 Harta Nponssogerea: 112018,
Homep auanisa: TAB/2018/3125 Foaen no: 11.2023,
Hara ananusa: 05.12.2018.

Hokazameny Kayecmea: Hoayuennsie Hoprysi;
SIIEMEn Kavecmen: di0ayuentivie 210pMbi:
pe3vasmanis

Onucanue : Coore. Tpeé. beante wn noyrn Oennie, KpYIable, ABOAKOBRIYKAbie Tabrierkn,
¢ (ackoi. ¢ PHCKOH Ha oawoidi CTOpoHe H ¢ FpasHpoeRkoi
E432 - ya APYTol cropone, Ges sanaxa,

Honaunnocts: Coors. 1peé. Ocnosuoe nsrwo na XPOMATOTpaMMe HenbiTyeMoro pacrsopa
TCx) 110 OKpacke, pasmepam u semwmpe R AQIDKIO COOTBETCTROBATE
OCHOBHOMY HSTHY Ha Xpomarorpamme cramaaptHoro pacteopa
Monanunscre: Coots, 1ped, Y@ cniexrput norsomeny HCNIBITYEMON0 H CranaapTHoro
(J/(Dwnekmpmpumfmempme ) PACTBODOR, IPHIOTORNCHHBIX 175 KOIHYECTREHHOTO

onpeaenenis B ofnacti or 200 210 400 um A015HL! coBranars
M HMETH MaKCHMyM HOTAOUICHNA NPH AaMHe BoaHL 276 £ 2 1w,

Cpennsa maces: 3179 mr 320,0 mr + 5% (304,0 - 336.0 mr)
Oanopoasocrs no Macce: Coots. Tped. an8 90% (18/20) taGnetox — e Honee + 5 9,
Aas 10% (2/20) Tabrerok — e Bosee + 109
Pacraopenne He  menee 759 Q) or  HomumazLuoro KOMHYECTRA
(}’dﬁ-cmsa-m,amﬁﬂmomempzw): 98 - 101 % ACHCTBYIOWEr0  BewecTRa ACIKHO  nicpelits B pac TBOP
Xe¢=99% 33 30 Mun
Hoveps 8 macce TIpH BLICYIUMBAHMY: 1,2 % He Gonee 4,5 %
Poacreenunie pumecn (BHXX): (koaunecmen npumeceii BBIDGNCEND 8 nepecueme g Memonpoaoia
mapmpam)
- M06as HpuMecy: menee (0,05 9 He Gonee 0.3 %
- CYMMa Hpumeceii: Menee 0,05 % He Gozee 0,5 %
Mukpodnoaoruyeckas uncrora:’ Coors. 1pe. Kareropua 34
Onuopoanocrs Ao3MpoBanns: AVip=20 AV < 150 (n = 10), ecay YCNOBME He BulonHsercs. 1o

AV £ 150 = 30). u aam 30/30 Tabnerok KOIMYECTBE HHOE
CoACpKaHUe AciicTayomero BCUECTBA JOMBKHO HAXOAMTHCH B
HHTepBaie 0,75%M-1,25xM

Koansecrsennge onpenenexie: 99,64 mrvracn, 100.00 mr+ 5 94, (95,0-105,0 mr) METONPOI0Aa TapTpara/rab;
{ Yd‘hcrnewmpodmmauempm}:

Yuakoska: Coots. 1pep. B coorsercranm ¢ HOPMaTHBHON NOoKyMeHTauHel
Mapxuposka: Coots. 1pes. B coorsercramm ¢ HOPMATHEHOH nokyMentanmeii

- He pecyaspuoe HCnBIMdnye, 8bINOIHREMCA dan REPAOU Cepun e 000, oanee 0as kaxcdoii | O-ii cepuy, ROIMOMY OdHHbI NoKaTANE T,
MOMCCn: Dbimb 1e Bngyey ¢ CePMUGuKAm xavecmag.

Opowseoanrean: 340 «DapmauenTRYceKn 33804 ITHCy 1e6s, bByaanewr, ya, Bexemnpeann 118-1 20, Benrpus
Q:acouumx.ymxomnnk: :3A0 «Dapmanesruneckni 3asoa HC» 9900, Kepmenn, ya.Maram KHpait 65, Beurpus
Brmycrsoumn KOHTPOIb KadecTaa: 3A0 «DapmanenTHue Ry 3asox ATHC» 9909, Kepmena, yir.Marays Kupail 65, Benrpus

Diupua A0 «dapMalesTHyecku 3apon HC» (Bvaanewy - Besrpus) TEPAHTHPYCT, YTO NPOHIBOACTED YKRIAHHOTO B HACTORteM
cepruduxare npenapara, BKJIOHAR €ro yriakosky KOHTPO/IL XQYECTBA, NOAHOCTLIO COOTBETCTRYET Tpebonanmngy achcreyiomnx « Ipasun
OPransIaiun nponspoacTaa u KOHTPONS KAYECTBA AeKAPCTRC HiEIx cpeacres (¢GMP).

Dupma TAPaHTHPYeT, 4TO KayecTso YKa38HHOTO B Hacrosiem ceprudimkare fipenapata  coorBeTCTRYyCT
TPeOOBaH M YTBepwaennnoii HJI [N 015639/01-020418 u HiMenenno Nel,,

Képmenn, 14.01.2019. rona
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