TEKJIAPALIASA O COOTBETCTBUHA

AEKJIAPAHT, MPUHUMAIOIIMHA TEKJIAPALIMIO O COOTBETCTBUM
000 "DI'HC-PYC"

. Ceedenus o pecucmpayuu opeanusayuu: Mescpaiionnas uncnekyus PedepanbHoil Har020601 cayoctvr Ne 46 no
2. Mocxae 12.04.2007, OT'PH 5077746558160, dama npuceoenua OI'PH 12.04.2007.

Adpec: 121108, 2. Mockea,yn. Heana ®panxo ,0.8. Tenechon:8(495)223-01-04, haxc:8(495)223-01-50

B nuye: lenepanviviii Oupexmop 3udpensu Tamau

| Hosepennoe ruyo: 3unvenxo H.C, dosepennacmu P-014 om 14.05.2018 2,

3ASIBJISIET, UTO

sexapcmeeninoe cpedcmeo. Dzunox, mabnemxu 25 m2 60 wm., aaxonvi (1 ), nauku kapmonnwie, PY Ne [T
NO15639/01 om 17.03.2009 (dama samenwt 02.04.2018), cepus 2940N1018, napmua 15250 ynaxosok, 200en do
01.10.2023, npoussoocmea 340 "Dapmayesmuteckuii 3ae00 ITHC ", Benzpusa, EGIS Pharmaceuticals PLC,
1165 Budapest, Bokenyfoldi ut 118-120, Hungary / 340 "®apmayesmuseckuii 3a600 3T HC ", Beuepus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKII/J2 21.20.10.146, koo TH B3I
3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5451776 om 07.01.2019

' COOTBETCTBYET TPEFEOBAHHSM
17 N015639/01-020418 usm. No |
JIEKJIAPALUMSI [IPUHSITA HA OCHOBAHUM

npomokon ucheimanui Ne 162m om 18.01.2019 HIT 000 HI] "®APMOBEOPOHA", ammecmam axkpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC HU.PMO8.C31900 om 21.01.2019

WSt AEKJIAPAIIMAU 22.01.2019
UCTBHUTEJBHA 110 0/.10.2023

//&/} 4 3unyenko H.C.
l(é/l%ﬁCb ®.1.0

CBEJIEHUSI O PETUCTPALIUA

OPT'AH IIO CEPTU®HKALIMHY, 3APETMCTPUPOBABII MM J{EKJIAPAITHIO

RA.RU.11DMO8 OPTAH 110 CEPTHOHKA LM ITPONYKIIHH OFL[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH I[EHTP KOHTPOJISI KAYECTBA"

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepkosa, 9. 4, sm. 5, nom. I, kom. 1, adpec opaaHa no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepkosa, . 4, sm. 5., men.:(495)788-02-88, se6-
caim. oykr.pg.

JEKJIAPAIIHA O COOTBETCTBHU 3APEI'MCTPHPOBAHA M POCC RU A-HU . @MO8.A.13207/19
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s 3A0  «DapmauesTHyeckuii 3asox  DI'HC»

EGIS 1106 - Bewrpus, Byganewr, yn. Kepecrypn 30-38.
Tenedon:(36)-1-803-5554 Teneduxc :(36)-1-803-5556

Ceprudnkar kxavecrna Ne 5453K/2018./NR

Haumenopanue npenapata:  Irunok’ TabaeTku 25 mr 60x

Cepun Ne; 2940N1018 Hata npowssopcrsa:  10.2018.
Homep anaquza: TAB/2018/2636 Topen po: 10.2023.
Hara ananmsa: 19.10.2018.

Hakazamgw Kauecmaa: Honvuennse Hopmvr:
peyasmamsi:

Onucanme : Coots. peb, Benste wnu nourn Bensie, Kpyrasie, ABOAKOBBINYKbIe Tabrerku
€ kpecTooGpastoil pasienutensaoll nHHMel 1 ABOAHBIM CKOCOM
(dopma «usolinoii CHEN») Ha O/1HO# CTOpPOHE H ¢ rpaBHpoOBKoi
E 435 - na apyroii cropowe, Ges sanaxa.

Moanuunocrs: Coots. Tpef. OcHobroe naTHO Ha XPOMATOrpaMMe HCIBITYeMoro pacraopa

(TCX) IO OKpacke, paimepan u Besnyune RF nomsxxo
COOTBETCTBOBATH OCHOBHOMY RATHY Ha Xpomarorpamme
CTaHAAPTHOTO pacTeopa

Moamauunocts: Coots. Tpeé. V@ cnextpsl noraomenns HCHIMITYEMOFO H CTAHIapTHOTO

(Ywmcnexmpozjzomo,uempwf } PACTBOPOR, PHIOTOBNEHHLIX i KOAHUSCTRORHOTO

! olipeienekus 8 o6aacth ot 200 no 400 um JOKHB COBHAMATL
H HMCTb MaKCHMYM NOTIOMIEHUS TIPH THHE BONHL! 276 + 2 M.

Cpeannaa macca: 794 ur 80,0 M+ 10% (72,0 - 88,0 M)
Onauopoanocte no macce: Cootn. Tpe6. s 90% (18/20) rabnerok - we Gonee + 10 %
Ans 10% (2/20) rabnetok - He Gonee 4 20 %
Pacreopenne He wewce 75% (Q) or HomumanLHOro KOTHHECTRA
f}’w-cnexmpf;q&oma,uempzm)’ 95 - 101 % HefiCTBYIOMErD BEUIECTRA  AOMKHO nepeiit B pacteop
Xe=99% 3a 30 mun
ToTeps & macce npu sbicymunanun: L2 % e Gosee 4,5 %
Poaersennre npuMecn (B3XX): fxotuvecmen npusieceii SHPANCEHO & nepecueme nd Memunpoioid
mapmpan,)
- mobas npumecs: menee 0,05 % ne Gonee 0,3 %
- CYMMa TpuMeceii: smenee (0,05 % ue Donee 0,5 %
Mukpobronorsaueckas uncrora:! Coors. 1ped. Kareropus 34
Oaunopoanocrs AOIMPOBAHNS: AV,e=57 AV £ 150 (n = 10), ecom YCIOBHE He BLINOIHAETCH, TO

AV £ 150 (0 = 30), u ans 30730 TabAeTOK KOMHYeCTBEHHOE
CG}!EP)KZUEHE neﬁeraymmem BCIHICCTBA JIOMTKHO HaxXoauTeca B
Hurepsane 0,75xM-1,25xM

Koanvecrsennoe OnpeAtAeHHe: 24 82 mr/tabn. 25,00 Mr+ 5 % (23,75 — 26,25 MF) METOTpONOIa

(Y®-cnexmpogromomempus): Taprpara‘radn.
Ynakoska: Coots. Tped. B cootsercTeun ¢ HOPMATHBHOI JOKYMEHTaLHEe
Mapxuposka: Coors. tpe6. B cootsetcTeuu ¢ HOPMATHBHON JOKYMeHTAlUNEH

He pezyasprioe uenoimanue, SHHOANREMCA 015 REPEO cepu exwcezo0no, daree 018 Kancdol 10-4 cepun, HOIMOMY dannblit ROKa3GMETS
MOMem Obimns we ex10ven & cepmughukan xauecmsg

Hpoussoaureasn: 340 «@apmauestnyeckuii sagox 3THC» 1165, Bynanenrr, yi. bewennhemm 118-120, Hewrpus
DacoBuNK,yNaKoRIHE: 1 3A0 «®apmanesTudecknii sanon ITHCH 9900, Kepmenz, va.Marsin xupaii 65, Benrpun
Bumyckaommii xontpons Kauecrsa: JAO «Dapmauesruyecknii saoa ITHAC» 9900, Kepamens, va.Marsm kupaii 65, Benrpus

Dupma JAO «Dapuanearneckui sason THC» (Byaaneurr — Bewrpus) TAPAHTHPYLT, 4TO NPOMIBOACTAD YKAIAHHOTO B HACTONILIEM
CEPTHAMKATE NpenapaTa, BKTioYas ero YNEKOBKY ¥ KOHTPONS KAYECTRA, NONHOCTBIO COOTBCTCTRYET TpeboBannaM JelicTay i «lTpasu
OPraHN3alHH NPOHIBOACTSA I KORTPONA KAYECTBA MEKAPCTBENHHEIX epeetn» (cGMP),

®upMa TapaHTHpYeT, YTO KauecTO YKA3aHHOIO B  HACTOAUIEM cepTUdHKaTe AIPEIIapaTa  CoOTBETCTRYET
TpeboBaHHIM yTBepARACRHHOH HA NN 01563&_(0,1-0264!8 H u3menenuio Nel.

Képmena, 04.12.2018. roga ?ﬂu sl
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