NEKJIAPAIISI O COOTBETCTBUU

- JEKJIAPAHT, [MPHHUMAIONIHANA JEKJIAPAIIHIO O COOTBETCTBHH

000 "II'HC-PYC"

Ceedenus 0 pecucmpayuy Op2aHu3ayuu; Meorcpationnan uHchnexkyus Dedepanbroti Han020801 cayxclvt Ne 46 no
2. Mockee 12.04.2007, OI'PH 5077746558160, oama npuceoenua Ol'PH 12.04.2007. . e

Adpec: 121108, z. Mockaa,ya. Heana Pparxo ,0.8.Teaegpon:8(495)223-01 -04,paxc:8(495)223-01-30

B nuye: I'enepanouviii dupexmop Cupyucko O.B.

Hosepennoe auyo: 3unuerKo H.C., doeepennocms P-014 om 14.05.201 8e

3AABJAET, UTO

JAleKapcmeenHoe cpeocmeo. J2Uunox, mabnemxu 100 M2z 30 wm., ¢aaxouv: (1), nauxu KapmowHeie, PY Ne IT
N015639/01 om 17.03.2009 (dama 3amenvi 02.04.2018), cepus 31 50N1118, napmusa 25400 ynaxoeox, z00eH 00
01.11.2023, npouseodcmea 3A0 "®apmayesmuseckus sa600 DIHC", Benzpus, EGIS Pharmaceuticals PLC,
1165 Budapest, Bokenyfoldi ut 118-120, Hungary / 340 "Papmayesmuneckuti sag00 ITHC, Benzpus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xod OKIII2 21.20.10.146, koo TH B3I
3004900002, xonmpaxm Ne RUS 1/08.11.201 3 om 08.11.2013, uneotic Ne 5451831 om 1 7.01.2019

COOTBETCTBYET TPEBOBAHHUAM

11 N015639/01-020418 usm. Ne 1

JAEKJAPAITUSA IPHHSATA HA OCHOBAHHH

npomoxon ucneimanuii Ne 739 om 12.02.2019 HJI 000 HI] "OAPMOBOPOHA", ammecmam axKkpeoumayuu
POCC RU.0001.21®JI40, Cepmucpuxam POCC HU.®M08.C33526 om 12.02.2019

JIEKJIAPALIMH 2.02.2019
REUCTBUTEJBHA 1O 01.11.2023

)
% 3unuenxo H.C.

Jhfncs d.U.0

CBEJEHUS O PETUCTPALTAM

OPTAH I10 CEPTHOHKAILMHA, 3APECMCTPHUPOBABIIH TEKJIAPALIMIO

RA.RU.11®M08 OPTAH ITO CEPTHOHKALIHHA TTPOAYVKLHH OBLJECTBO C OrPAHWYEHHOH
OTBETCTBEHHOCTbBIO "OKPY)KHOH LIEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, ya. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHHA, 20pod Mockea, yr. Macmeproéa, d. 4, om. 5., men.:(495)788-02-88, eel-
catim: oyxk.pg.

JEKJIAPAIIAA O COOTBETCTBHH 3APET'MCTPHPOBAHA M POCC RU JJ-HU.®M08.A.15375/19

4% _—

MOAMHCH 3am. pyxosogutens OC




‘ 3A0 «@apmaueBTHYCCKHH 3aBOA BUC»
( ; 1106 - Benrpus, Bymanewr, ya. KepectypH 30-38.
' Tenedom:(36)-1-803-5554 Teneake :(36)-1-803-3556

Ceprudurar kavecrsa Ne.: 231K/2019./N-DE

HauMeHOBAHUE IpeNapaTa: Iruaok’ rabaerkn 100 mr 30x

Cepus Ne: 3150N1118 Jiata NMpoOHIBOACTBA: 11.2018.
Homep aHaau3a: TAB/2018{3107 Topen no: 11.2023.
Jara ananuia: 03.12.2018.

Hoxazamenu Kayecmeda, Hoayuennsie Hopmusi:

pe3yabrmianisl,

Onucaune : Coots. Tpeb. Benbie MK NOYTH Oebie, KPYTIbIE, ABOSKOBLITYRABIC TabiaeTkH,
¢ dackol, ¢ puckod Ha oAHOM CTOpOHE H ¢ rpasUpoBKoil
F 432 - Ha apyrol cropoue, 0c3 3anaxa.

floaannnocTe: Coors. Tped. (CHOBHOE THTHO HA XPOMATOTPAMME HCHBITYEMOTO pacTBopa
(1Cx) N0 OKpacKe, pasmepam M senynie RT10mKHO COOTRETCTROBATH
OCHOBHOMY NATHY Ha XPOMATOrPAMME CTAHJIaPTHOTO PACTRODA
FloATHHHOCTS: Coots, Tpeb. YV cnekTphi NOTOEHHS HCIBITYEMOTO H CTAHABPTHOTO
(V®-cnexmpogiomomempus ) : PACTROPOB, IPHTOTOB/ICHABIX /LA KONHYCCTBEHHOTO

onpejencins B odIacTy oT 200 no 400 aM A0 TKHB COBNAAATH
H HMETh MAKCHMYM NOMIOWICHHA [IPH UTHHE BOTTHAL 27612 um.

Cpeannn Macea: 318,9 mr 320.,0 Mr £ 5% {304,0 - 336,0 mr)
OnHOpOAHOCTE N0 Macce: Coota. Tpeb. s 90% {18/20) Tabnerok — He Gonee £ 5%
9 2% 10% (2/20) Tabaetok — e Gonee = 10 %
PacrBopenue He wenee 75% (Q) OF HOMHHAIBHORO — KOJMNMCCTBL
(VD-cnexmpoghomorsempus); 97 =107 % AeHCTBYIOIIErO  BEWECTBA  LOMKHO nepefitn B PacTsop
Xe=101% 3a 30 MuH
[loTeps B Macce NPU BHICYHBAHAK: 1,1 % e Gonee 4,5 %
Poncrsenusie npumecs (BOXX): il © (KOAUYECMIGD TpUMECel upacicelio & nepecteme Hd Memonponoad
! mapmpan}
- mobas HpUMECH, 0,1 % ne Gogee 0.3 %
- cymMa ripumeceii: 0,1 % He Goaee 0,5 %
Muxpobwonoruueckas uucrora:’ Coors. Tpeb. Kateropus 3A
OaROPOAHOCTL J03UPOBAHHS: AVi=24 AV <€ 15,0 (n = 10). ecau ycioBue He BRIIOJIHSCTCH,  TO

AV < 150 (n = 30}, u ams 30530 1alaeTOK KOMHYECTBEHHOT
CONCPRANNE JCHCTBYIOWErO BENLECTBA JIOJDKHO HAXOAMTHCR B
urrepsane 0,75xM-1,25xM

KoauuecTBeHHO¢ ONpeleaenue: 99,96 mriTaba. 100.00 Mr £ § % (95,0-105,0 Mr) MeTOnpoIoaa raprpara/Tabn
(V-crexmpoghomomempui):

¥Ynakoska: Coors. Tped. B coOTBETCTBUH C HOPMATHBHOM A0KYMEHTalMeH
MapkHpOBKa: Coots. Tpeb. B COOTBETCTRHY © HOPMATHRHOM OKYMCHTALMCH

{ . He pesyasproe UCHBIMARNE, BbINOARACHCR AR REPEOI CEPUU LHCL00HD, danee OAx kaxcooll 10-i ceputi, no3momy darbili ROXAIAMETH
Mo Hem Brims HE GRAIOYEH 8 CEPMUQUKAm Kauecmed

Mpowssoantean: 3A0 «apmatienTHeCKKR 30801 3HC 1165, Byaanewr, y/t. Bexenngenan 118-120, Beurpus
DacoBIHK,YIAKOBIHE: ; JA0 «DapmanesTHHECKHH JaB0A ICHCH 9900, Kepmena, yaMarau kupafl 65, Benrpus
Boinyexaioinil KoHTPOIh KAUECTBAL 3A0 «DapmauesTRECKIH 32801 ITHC» 9900, Kepmenn, yaMarau kupai 65, Benrpns

Dupma 3A0 «DapuatesTHICCKii 3aB01 BMUCH (Byaanciut — Benrpid} rapasTHpyer, 410 FIPOWIBOACTRO YKA3AHHOTC B HACTOALICM
cepTHHKATE NPENAPATA, BKIKOUAN €0 YTIAKOBKY H KOHTPO/Ib KAUECTBA, NOAHOCTHI COOTRETCTBYET TPeDOBAHHAM AEHCTBYHOUU «Ilpaani
OpFaHN3ALMH NPOHTBROACTRA W KOHTPOAS KAUECTBA NEKAPCTREHHBIX CPEACTRY {cGMP).

dupMa  rapaHTHpYeT, 4TO KAa4ecTBO YKA3aHHOTO B HACTOAMIEM cepTndukare npenapara CODTBETCTBYET
TpeBOoBaHHIM YTREPKIEHHHOH HJL TIN 015639/01-020418 1 u3MEHEHHIO Nel.. E

Képmena, 11.01.2019. rozxa
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