JAEKJIAPAIIUS O COOTBETCTBUHU

AEKJIAPAHT, HNPHHUMAXOII Mt AEKJIAPALIMIO O COOTBETCTBHU
| 000 "3ruc-pyec”
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2. Mockee 12.04.2007, OFPH 3077746558160, dama npuceoenus OI'PH 12.04.2007.

Adpec: 121108, 2. Mocxea, yn. Heana ®panko 0.8, Teﬂeqboff.'8(495)223-()1-04‘,¢)axc:8(495)223—01-50
B nuye: I'enepanoupiii oupexmop Kunuumo Mevucaag Cryn

Hosepennoe nuyo: 3unvenxo H.C., dosepennocmy P-014 om 14, 05.2018 2.

3ASIBJISIET, UTO
Aekapcmeenroe cpedcmeo. Deunok, mabnemuu 50 M2 60 wm., gaaxonw: (1 ), navku kapmounvie, PY No [T

3004900002, konmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, ungotic Ne 5452645 om 12.06.2019

COOTBETCTBYET TPEBOBAHUSM

I NO15639/01-020418 uzm. No |

AEKJIAPAIIUSA [IPUHATA HA OCHOBAHUH

npomoxonr ucneimanuii Ne 3445m om 25.06.2019 HJT 000 HL "®APMOBOPOHA " ammecmam
akkpedumayuu POCC RU.000].21 D40, Cepmuchuxam POCC HU. DOMO8.C42771 om 25.06.2019

R
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CBEJIEHUS O PET HUCTPAIIUA

OPI'AH 11O CEPTH®OHUKAILIHH, 3APETHCTPHPOBABIIHHI AEKJAPAITUIO 5
RARU. 11 OMO8 OPTAH 11O CEPTHOHKAIIHH ITPONYKIHH OBLIECTBO C OF PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPVIKHOE LEHTP KOHTPOJIA KAYECTBA"

adpec opeanusayuu: 115280, 2. Mocxea, ya. Macmepxoea, 0. 4, sm. 5, nom. I, xom, I, aopec opeana no

caiim: oykx.pe.

T, M TPAIIMU 25.06.2019
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NOATNHCE 3am. pykosoaurens OC

Ceedernusn o pecucmpayuu opzanuzayuy: Mesxcpaiionnan uncnexyus PedepansHot HANO20605 cayxucbnr Ne 46 no

NO15639/01 om 17.03.2009 (dama zamensr (2, 04.2018), cepus 5377N0419, hapmus. 25900 ynaroeox, 200en do
01.04.2024, npoussodcmsa 340 "©apmayeamuyecxuii 3a600 I HC", Benzpus, EGIS Pharmaceuticals PlLC.
1165 Budapest, Bokenyfoldi ut 11 8-120, Hungary, / 340 "“©apmayeemuyecxusi sago0 ITHC" Benepus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKII[2 21.20.10.146, xod TH B3/

cepmugpurayuu.: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men. (493)788-02-88, geb-

JAEKJTAPAIIMA O COOTBETCTBUH SAPETHCTPHPOBAHA N POCC RU HA-HU.DM08.A.28214/19




‘ 3A0 «PapmanerTHYCCKH 3AB04 IrHC»

EGIS 1106 - Benrpus, Bynamewr, ya. Kepeerypn 30-38,
Tenedon:(36)-1-803-5554 Tenedakc :(36)-1-803-5556

Cepruduxar kaueerna No.: 2340K/2019./NR

Hanmenobauue npenapata:  JIruaok” rabuerku 50 mr 60x

Cepusn Ne; 5377N0419 Hata nponssoaciea: 042019,
Homep ananusa: TAB/2019/1198 Foaen no: 04.2024.
Hara ananmza; 14.05.2019.
Hokasamenu xayecmen: Hoayueunste Hopmoi:
Pesyiabmanmest;
Ornincanne : Coots. 1peb. Beawte uan nowrn Geaste, xpyrinie, JBOAKOBEITY Kbl Tabnerky,

€ PUCKOH Ha OZMOH cropoHe W ¢ rpasuposkoii E 434 - ua
ApyTO# cropoue, 6c3 3anaxa

Noasuunoers: Coots. Tped. OcnoBHOE H4THO Ha XPOMATOIPAMME HCTTBITYEMOTO pacreopa
(TCX) 110 OKpacke, pazsMepas u seanunse R 10amHo cooTseTcTroBath
OCHOBHOMY ISTHY Ha XPOMATOTPAMME CTAHAPTHOIO PACTBODA
Hoaannnoctn: Coors. 1ped. V@ CliekTpsl DOTIOWICHIS HEMBITYEMOTO # CTAHAGPTHOTO
(Y@-crexmpogomomempun ) PAcTBOPOB, PHEOTOBACHHDIX /I8 KOIHYCCTBCHHOIO

anpeaenesns B o6nacty ot 200 10 400 uM J01KHE COBNANATH
H HMETE MAKCHMYM TIOI0WEHHS IPH JJIHHE BOIHK 276 + 2 um.

Cpennss macca: 1578 mr 160,0 mr+ 7,5% (148.0 - 172,0 mr)
OnnopoanocTs no macce: Coors, 1ped. ans 90% (18/20) rabnerok - ne Gonee + 7,5 %
ams 10% (2/20) rabnerox — ve Gonee = 15 %
PacrBopenne He wmenee 75% (Q) OT HOMMHAZBHOIO  KOZMueCTBA
(Y@®-crexmpogromomempus): 96-99 % ARHCTBYIOULEID  BEWIECTRAE JONKHO  HCPCHTH B pactsop
Xe=97% 3a 30 Mun
[loreps B Macce npu BbicyWwHBa KUK 1,3% He Gonee 4.5 %
Poacrsennsie npusmecs (BOXX ) (KOAUNECMED NPUMECEN BOIPANCEHO 8 NEpecuene Ha MEMORPOIHS
mapmpam)
- moBas npuMecs: Menee (0,05 % te Gosee 0,3 %
- cymma npumveceit: meree 0,05 % we Goaee 0,5 %
Muxpobuonorusueckas uncrora:! Coots. 1pef. Kareropus 3JA
OanopoaHocTs NOIRPOBAHKS: AVyp=29 AV £ 150 (n = 10), conM yCioBHE HE  HMUDIHACTCL. TO
b

AV < 150 (n = 30), n ans 30/30 1a6716T0K KOMMNECTREHHOE
COACPRANUE JSHCTBYIOUIEID ReIMECTBA AOMKHO HAXOIUTHLCH B
nurepsaie 0.75<M-1,25xM

Koanuecraennoe onpeesenne: 50,10 mrifraba. 50,00 mr+ 5 % (47,50-52,50 mr) METONPOIOIA TapTpara/Tadn,
(Y@-crexmpoomosempusn):

Vnakoska: Coors. Tped. B cootsercreum ¢ nopmarusnoii aokvmenTane
aniﬂl;}oawa: Coors. peb. B coorsercTBaM ¢ nopMaTrHeHOi AOKyMEHTALHCH

" He pezyasproe ucnsimanue, soinoansemes dan REPEON Ceput exerooNs, daiee Ok Kkaxcood 10t cepuu, HOPMOMY OaHHBIT HOKAIGMETE
MONCEMm DBtmy He GKRIO4EH & cepmugbuxam Kavecmsa.

Hpoussoauresn: 3A0 «Dapwanestuueckni 3asoa 3THC» 1165, Byaanemry, yu. hexennenns 118-120, Benrpun
Dacopmuy,ynaronum: : 3A0 «Papmanesriaeckuit 3asoa I HCO» 9900, Kepsenua, yu.Mavsm kupsit 65, Benrpus
Brinyckammmi Kon1pois kaverrra; 340 «PapmanesTuuecknit 3asoa IHC» 9900, Kepumena, yaMaraw xupaii 65, Benrpus

Prpaa 3A0 «hapsauestwseckuii sasoa DIHCH (Bynanewrr - Bewrpus) rapantupyer, uto NPOHIBOACTEO YKAIAHHOTO B HACTORINEM

CEPTHHKATE NPENApaTa, BRUIOHAN €10 YNAKOBKY U KOHTPOI, KUCCTRA. HOAHOCTLE) LOOTRETCTRYET Tpebobanmuam aehcTeyiomux «llpasiy
OPFaRH3auMT HPONIBOACTEA H KOHTPO/IS KAYECTRA IEKAPCTBENHBIX cpencray (¢GMP).

@HpMa  FapaHTHpYeT, uTo  Kauecrso YKA3aHHOTO B HACTOSWEM CepTH(UKATE NPEeNaparta  COOTRETCTRYET
TpeGoBannam yTeepaaennnoi H [N 015639/01-020418 u uamenenuio Nol,

Képmena, 06.06.2019. roaa
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