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AEKJIAPAIIHSI O COOTBETCTBUK

AEKJIAPAHT, IIPHHHMAIOH.IHH AEKJAPAIIHIO O COOTBETCTBUH ;
OO0 "OrHC-pPyC”

Ceedenusn o peaucmpayuu opeanuzayuu.: Mexcpaiionnas uncnexyun Qedepanvhoii narozoeoi cayaicbor Ne 46 no
i2 Mocxae.!2.04.2007, OI'PH 50.27746558160, dama npucecenus O PEH 12.04.2007. . So—

Adpec: 121108, 2. Mocxea, yn. Heana ®panxo ,0.8: Teﬂegbnﬁ.'8(495)223-01-04, Paxe:8(495)223-01-50

B nuye: Ienepanonuisi Oupexmop Onopenvu Tamaw
’ Hosepennoe nuyo: Junyeno H.C., dosepennocme P-0]4 om 14.05.2018 .,

3ASIBJSIET, YTO

01.11.2023, Mpouseodcmea 340 "Dapmayeemuueciui 2a600 SI'HC", Benepus, EGIS Pharmaceuticals PLC,
1165 Budapesi, Bokenyfoldi ut 118-7 20, Hungary / 340 "Papmayesmuvecruii 3a600 II'HC", Benzpus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, koo OKII2 21.20.10.1 46, koo TH B3]
3004900002, konmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic No 545 1836 0om 17.01.2019

COOTBETCTBYET TPEBOBAHUSM

T N0I15639/01-020418 uzna. M ]

AEKJIAPALIUS INPHHSITA HA OCHOBAHUW

npomoxon ucnetmarnuii Ne 585m om 04.02.2019 H/T 000 HI] "®APMOBOPOHA ", ammecmam axkkpedumayuu
POCC RU.0001.27 D140, Cepmugpuxam POCC HU. ®M08.C33025 om 04, 02.2019

3unvenko H.C.
d.H.0

CBEJEHUS O PETHCTPATIUH

OPTAH ITO CEPTUDHKALWH, 3APETUCTPHPOBABIIHIA AEKJIAPALTHIO
RA.RU. 11 ®MO8 OPTAH 11O CEPTHOHKAITHH [IPONVKUHH OFIIECTBO C Ol PAHHYEHHOH

| OTBETCTBEHHOCTHIO "OKPY)KHOH IIEHTP KOHT, POJIA KAYECTBA"
adpec opzanuzayuu: 115280, 2. Mocxea, yn. Macmepxoea, 9. 4, sm. 5. nom. 1, xom. 1, adpec opeana no
cepmupuiayuu: 115280, POCCHA, 20poo Mocxkaa, yn. Macmeprosa, 0. 4, sm. 5., men.:(495) 788-02-88, get-
caum: oyxx.pe.
AEKJIAPAITHS O COOTBETCTBUM 3APET HCTPUPOBAHA M POCC RU A-HU.®M08.A,14818/19

«OrpyxKHOH Kauan E.B.

1| UEHTp KapTpons |- IE
K e'cyﬁ;:a%g % h MOAnMChH 3aMm. pykoBomutens OC
COPMKPIURANULE 5
~t




g . JAO «Dapmauestuvecknii 3oy 3THC»

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

Ceprudukar kavecrna No 158K/2019./NR

Hanmenopanue npenapara:  Sruok” Tadaerkn 100 mr 60x

Cepus Ne; 3148N1118 HMata npomssoacrea: 112018

Homep ananuza: TAB/2018/3105 Tonen ao: 11.2023,

Jara ananmsa: 03.12.2018.1" ¢

fokasamenu xavecmea: Honyuennsie Hopae:

SRAEIAMETY Kavecmea: LEL S T

pesyibmamsi;

Onucanme : Coote. Tped. Beaste  mau  noyry Gessie,  kpyriste, ABOAKOBBINY KJRIE
TabreTiu, ¢ dackod, ¢ PHCKOH Ha onHON cropome w ¢
FPaBHpoBKOi
E 432 - ua apyroi cTopone, be3 zanaxa.

Noaaunnocrs: Coots. 1pes. Ocrobuoe matho na XPOMATOrpaMMe HCABITYEMOro pacTsopa

{ICx) 710 OKpacke, pasmepam K Bemuvmne RE 10mkHo
CODTBETCTROBATE OCHOBHOMY NNTHY Ha XpoMaTorpamae
CTAHAAPTHOIO pacTROpa

Hoanunnocts: Coors. Tpeb. Y@ cnextpur nornowenns HCNIBITYCMOTO H CTAHAapTHOTO

(Y@-cnekmpaqbomo,neny)m ); ; PACTBOPOB, NPHIOTOBAGHHELIX 114 KOIHYECTBEHHOTO

onpenenenns 8 obnactu or 200 10 400 HM JIOIAHBI COBNANATS
H AMETE MaKCHMYM NOTIoMmenHs NIpH UmBe BoJHB 276 + 2 oM.

Cpeansst macca: 3182 mr g 320,0 Mr + 5% (304,0 - 336,0 M)

Onnopoanocts no macce: Coorsi TpeB. a5 90% (18/20) rabnerox — we bonee + 5 %
ana 10% (2/20) rabnetok - ne Bonee + 10 %

Pacreopenue : He wenee 759% (Q) or wuommmaisHOro womWuecTa
Vi (b-cnexmpoqbomo.uempm): 97 - 99 1 REHCTBYIONIEr0  BelecTsa JOMKHO  mepeiity B pactsop
Xe=98% 3a 30 Mun
Morepa B macce NPH BBICYHIHBANHE: 1,1% te Gonee 4,5 %
Poacrrennsie npusecn (BOXKX): {koruiecmso npuvecen swpaceno ¢ HEpECHEme WA Memonponnie
mapmpam)
~ mobas npumecs: menee 0,05 % He Bonee 0,3 %
- CYMMa npuMeceii: menee 0,05 % e Gonee 0,5 %
Mukpobuonornuecxan yncrora:' Coots. 1pes. Kareropus 3A
Oanopoanoecrs AOIHpOBAHMAR: AVy=272 AV £ 150 (n = 10), ecan YCNOBHC He  BBUNONHACTCH, T0
AV =156 n = 30), v ama 30/30 Tabnetox KONMYECTREHHOE
COACPRKANKE aelcTBYIOWEro BemecTra qOKHO HAXOIHTECS B
uuTepeane 0,75xM-1,25xM
Koauuecrennoe onpenesienne: 99,6 mr/ratn. 100,00 mr+ 59 {95,0-105,0 Mr) meTonponona Taprpara/tabn
(Yob-enexmpaf,bomawmpus):
Vuakoska: Coots. Tpe6. B cootsercteuu ¢ wopmarupuoii ACKYMeHTalmel
Mapxuposica: Coors. 7peb. B cootsereraun ¢ nopmatusroi AOKYMEHTAUHCH
i

~ He pezyanpuce uenpimanue, ennoiksemes 619 REPEQI Cepiu eoce2o0nn, daree Har Kaxcdon 10-ii cepuu, nosmorty dansii noKaiamenn
MONCEM Obib 1e BIKIYeH § cepmudhunam xavecmea.

Hponssoawrean: 3A0 «DapmauenTHyeckuil 34803 ITUC» 1165, Byaanewrr, ya. Bexenndennn 118-120, Benrpuu
Dacoswnr,ynakosunx: : 340 «DapvancsTiyeckuii 1asoa ITHC» 9980, Kepmena, ya.Marawm gupait 65, Benrpus
Buinyexamomuit KOHTPpOL KaveeTna: JA0Q «DapmanenrHuecknin 3aBox ITHC» 9900, Kepmena, ya.Marsn KHpai 65, Benrpus

Dupma 3A0 «@apmanesTuueckni 1a8on 3THC» (Bynanemr - Benrpus) TapaHTHPYET, YT0 NIPOHIBOACTBO YKAIAHHOIG R HACTOALEM
CEPTHQUKATE Npenapata, BKmoyay €10 YIIZKOBKY # KOHTPONS KayecTna, NIOAHOCTRIO COOTBETCTEYET TPelonanuam aefctaviowmx «fpasun
OPTAHHIAUHM NIPOHIBOACTEA H KOHTPO/IA KAYECTBA NIEKAPCTREHHBIX cpeacrs» (cGMP).

®upma rapantapyer, uro KQUECTRO  yKA3AHHOPO B HacTosmeM cepTHiuxare npenapara COOTBETCTRYET
TPeOOBAHUAM yTBepRACHHHOI HI 1IN 015639/01-020418 u HIMeHeHnw Nel..

Képmenn, 09.01.2019. rojga
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