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IEKJIAPALIFSI O COOTBETCTBAH

JIEKJIAPAHT, [IPUHUMAIOLMI JEKJAPALMIO O COOTBETCTBHH

000 "HC-PYC”

Ceedenus 0 pezucmpayuu Opeantsayuu. Mexcpationnas UHCHEKYua DedepanvHou nano2060ii caycbor Ne 46 no
2 Mockee 12.04.2007, OI'PH 5077746558160, 0ama npuceoeHuA OIPH 12.04.2007. ;
Aopec: 121108, 2 Mocxea,yn. Hearna Pparko ,0.8.Tene¢)on.-8(495)223-01-04,¢axc:8(495)223—01~50

B nuye: Tenepanvhbiil Oupexmop Cupyucxo O.B.

Jlogepennoe auyo: 3ynuenro H.C., dogepeHHoCHb P-014 om 14.05.2018 2.
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JASIBJISIET, UTO

JIeKapcmeeHHoe cpedcmeo: Cynpacmun, mabnemxu 25 mz 10 uem., ynaxoéxu ayelikogsie KOHMYpHbIE (2), nauxu
xapmonvie, PY Ne 11 N012426/01 om 23.08.2010 (0ama 3ameHvt 15.01.2018), cepus 286740918, napmua |
95420 ynaxoeok, 200eH 00 01.09.2023, npouzeodcmea 340 "DapmayesmusecKul 3ago0 DI'HC", Benzpus,

EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut [ 18-120, Hungary xoo OKIIJ2 21 .20.10.256, koo
TH B2 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne 5451793 om 25.01.2019

COOTBETCTBYET TPEEOBAHUAM

1T N012426/01-220917 usm. Ne 1

JIEKJIAPALLMST IPUHSITA HA OCHOBAHHH

npomoxon ucnoimanuii Ne 639m om 06. 02.2019 HJI 000 HIJ "®APMOBOPOHA", ammecmam akxpedumayuu
POCC RU.0001.21DJI40, Cepmudghuxam POCC HU.®OM08.C33187 om 06. 02.2019

NEKJIAPALIMIN 06.02.2019
ACTBUTEJLHA JO 01.09.2023

3unuenko H.C.
SftHc OUO ‘1

CBEJEHUA O PErACTPALIMN

OPTAH 11O CEPTUD®UKALIUHA, 3APEI‘I/ICTPHPOBABIHI/IFI JEKJIAPALAIO

RA.RU.11 M08 OPTAH I1O CEPTHO®HKALIMH ITPOH VKLHH OBL[ECTBO cor PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH LIEHTP KOHTPOJII KAYECTBA”,

adpec opzanu3ayuu. 115280, 2. Mockea, ya. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzaia no
cepmugpuxayuu: 1 15280, POCCHA, 20pod Mockea, yi. Macmepxoea, 0. 4, sm. 3., mex. :(495)788-02-88, eeb-
catim: OyKkK.pQ.

JEKJAPAITHASL 0 COOTBETCTBHHU 3APErMCTPUPOBAHA A POCC RU JI-HU. DOM08.A.14962/19
ACTPALIUH 06.02.2019

M.IT.

«OKpyXHOR Kauan E.B. i
UEHT, KOHTPONS . ;
QRGEErES 3am. pykosoputens OC ‘




3A0 «@apmauesTHUecKHil 34BOA IFrUC»

( EG'S i 1106 - Benrpus, byaapewT yi. Kepectypu 30-38.
4 |

Tenedon: (36) -1-803-5 354 Tenedarc: (36)- 1-803-3556

CepraduKaT Ka4ecTBa Ne 5863/2018/TA

HauvenoBAHHE MPENAPATA: Cynpacrun” Tabaerku 25 mr 2x10
Cepun N 2867A0018 JlaTa MPOM3IBOACTBA: (9.2018.
Homep anaania: TAB/2018/2450 Toaen j10: 09.2023.
Hara ananwsa: 02.10.2018.°
Tloxazameny Kawecmsd: HMoayuennsie Hopmsl:
pewa gn&ﬂu:
Quucanne: Coors. Tpeb. Bennie, niu ceponparo-Oenbie rabaeTkn B BUAE HCKR © dackod, ©

rpasnpoBkoil “QUPRASTIN™ uat 0/1HO# CTOPOHE Ta(eTk!
puckoli Ha apyroii cropoke Hes win noaTH O3 3anaxa.

RIS AAMRHNER. Coors. Tped. | Y-crieKTpb NOFAOUIEHHT HCABITYEMOrO H CTAHAAPTHOIO

(V@-cnexmpogpomomempusa) ‘ PACTBOPOB (IPHIOTORIEHHEIX COFIACHO pasneny «KonuuecrBestoe
onpeleneHHey), CHATHE OIHOBPCMEHHO B NPEACIAX JLTHH BOJH 0T
200 a0 360 HM, J0KHDL HMCTh onuHaKoByio GopMY KpHEOI.
MaKCHMyMBI TIOTIOHICHHA JOKHB! HAXOANTHCA NP UIHHE BOIIH
239 + 2 um 1 314 + 2 1M, @ MHEHMYM DY 262 + 2 HM.

Hommwocth: (TCX) Coors. 1peb. OcHOBHOE NATHO HA XPOMATOTPAMME HCTTBITYEMOTO pacTROpa A 110
LBETY, BE/HUHHE H IHAICHHIO Ry A0MKHO COOTRETCTROBATE
OCHORHOMY NIATHY HA XPOMBTOrpaMMe CTAHAPTHOTO pacTsopa
ki Tl XOPONHPAMEHA rapoxiepuia B.
Cpeansn Macea: 199,9 mr 200,0 mr £ 7,5% (o1 185,0 50 215.0 mr)
OanOpOAHOCTE N0 MACLE: Coote: Tped. OTKIIOHEHME OT CPEHEH MACChL:
uis 90 % (18/20) rabaetox ~ He Honee 7.5%;
; ns 10 % (2/20) TabreTox — HE gonee 15 %
Pacnajaemocybl 4 MuH He Gonee 15 mun B Boje mpu 37 % 2°C
Pacrsopenne; 98— 106 % He senee 70% (Q) 0T HOMHHAIBHOIO KOMMYECcTBa JAeliCTRYIOWEro
(Va@-chexmpogdomomepuaji Ko =100% BCULECTBA ACIKHO nepeiTH i pacTBop k.
45 MHHYT.
PoACTBEHHBIC HpHMECH (BOXX):
- npumecs CHag: menee 0,05 % ne Goaee 0,.20%
- npumecs CHox: menee 0,05 % ue Gosee 0.50%
- HEMACHT. NPHMECH N0 OTACALHOCTH! 0,1 % e bonee 0,2%
- cymma ipumeced: 0,17 % e Bonee 1.00%
OaHOPOAHOCTE 193HPOBAHAS: AV < 15,0 {n = 10), eciin YC0BHE HE BHITIOJHACTEA, TO
{METOR APAMOTO onpesiedIeHHs) AVig=40 AV < 15,0 {n= 30}, w12 30/30 TabneToK KOIHHECTBEHHOS

cofepKanie ACHCTRYIOUIETO BEILECTSA [IOSAHO HAXOAWTHCA B
wrrreprane 0,75xM - 1,25xM

Ko/isuecTBeHHGE ONPEAsAtHHE: 24,88 mr/tabn 25,00 mr £ 10% (o1 22.5 10 27,5 mr)
(V@®-cnexmpoghomosepis] XJIOpONMPAMITHA FHPOXIOpHIA / rabnerka
MuxpoBHOIOrHYECKAR ancrora’: Coorn. Tpef. Kareropus 3A

YoakobKa: Coors. Tped. B cooTRETCTBIH ¢ HOPMATHBHOR JOKYMEHTALHCH
MapkupoBral Coots. Tpeb. B cOOTBETCTRIH € HOPMATHBHOM noxymeHTaumed

1. Hepezyaspsoe UCToURARUE, GLInOAHAEICH GAA TePsuil Cepull exce200H0, danee QIR raxcoou 10-it cepuy, NOIMOMY JarHbill RERAIAMED
MONCem Bumb e aKNoueH 8 cepmudbuxam Kauecmed. DupMa capanmupyent Rauechiso 1o AAHHOMY NOKAIAMEN0.

[lposiBoauTEin: A0 «@apMaucsTHYCCRHI 3AR0A SCHC» 1168, Byaanemwt, ya. Berennpeana 118-120, Benrpus
Dacosmuk.ynakosmuk: : 3A0 «hapmanesTHUECKNT 32801 IFHUC» 1165, ByaanewT, Y. Bexensenan 118-120. Beurpust
Brinyckanni KoHTPoh wauerrsa: JA0 «DapManeBTHUECKHIE JRBOA ITHC» 1165, Byaanewr, ¥i Bexenspeaan 118-1 20, Benrpus

Gupma 3A0 «hapMaleBTHICCKNIt 3aBOA IUC» (byaanewT - Benrpna) rapaHtHpyer, wio NPOH3BOACTRO YKAMHHOTO B HACTORIICM
cepridurare npenapaia, BKHOYAR 10 YIAKOBKY il KOHIpOih KaMeCTBA, TIGMHOCTEIO COOTBETCTRYET TpelioBaHHAM aehesyroumx «flpagua
OpTAHN3AIHN HPOK3BOACTEE H KOHTPOLA KauecTsa AEKAPCTREHHBIX CPEACTEY {cGMP)

Dupma rapaHTHpyeT, 410 KAUECTBO YKA3AHHONO B HACTORILEM ceprudukate npenapaTa coorseTcTRyeT TpeOBAHUAM
y—rsepa:nennoﬁ H 1 N012426/01 - 220917, a rakie Hamenenuio Ne t x HIL

Byaneit, AE\" 2. Aot & rom 7 &l ﬁ;’”‘\ C’”Yi\
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