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NEKJAPATIMS O COOTBETCTBHU

JIEKJIAPAHT, PUHUMAIONUAN JEKJIAPALIMIO O COOTBETCTBHH

000 "2IrHC-PYC"

Ceedenus 0 pezucmpayuy op2anusayuu. MedicpaiionHas UHCHEKYUA Dedeparsroti Han02080k cayxchvt No 46 no
2. Mockee 12.04.2007, OT'PH 5077746558160, oama npuceéoerus OI'PH 12.04.2007.

Adpec: 121108, 2. Mockea,yh. Heana ®panko ,0.8. Teﬂe¢on.'8(495)223-01-04,tpaxc.'8(495 )223-01-50

B nuye: I'enepanbhvlti Qupexmop Cupyucko O.B.

Jlosepennoe Auy0: 3UHYEHKO H.C., dosepenHocmp P-014 om 14, 05.2018 2.

3ASABJAET, YTO
JeKapCMBEHHOE CPeocmeo. Tanudop, mabnemxu | 00 M2 50 wm., ¢praxoust (1), nauKu KapMOHHBIE, PV Ne I

N014344/01 om 24.12.2008 (0ama 3amenbl 28.02.2018), cepus P53N1118, napmus 14750 ynaxoéox, 200et 00
01.11.2023, npouseodcmea 340 "DapmayesmuiecKul 3ag00 DTHC", Benzpus, EGIS Pharmaceuticals PLC,
9900 Kormend, Matyas kiraly ut 65, Hungary xod OKIIJ2 2 1.20.10.144, o0 TH B3 3004900002, xoumpaxm
Ao RUS 1/08.11.2013 om 08.11.2013, uneoiic No 5451998 om 20.02.2019

COOTBETCTBYET TPEBOBAHHAM
T N014344/01-280218

JEKJIAPAITHS ITPHHSITA HA OCHOBAHHHA
ApOMOKON ucnvimanuii Ne 1208m om 01.03.2019 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 ®J140, Cepmucpuxam POCC HU.®OMO8.C35150 om 01 .03.2019

RS EKJIAPALIUH 04.03.2019
ALST IR CTBUTELHA 10 01.11.2023

/7 3unuenko H.C. B
Wca .10

CBEJIEHUS O PETACTPAIIMHA

OPTAH 10 CEPTU®UKALINH, 3APEI"HCTPPIPOBABIIIHH JEKJAPALIHIO
RA.RU.11®M08 OPTAH ITO CEPT. HOHKALJHH TPONVKIHH OBILECTBO C OI'PAHUYEHHOH

OTBETCTBEHHOCTBIO "OKPYXHOH [JEHTP KOHTPOJIA KAYECTBA",
adpec Op2aHU3AYUU: 115280, 2. Mockea, ya. Macmepxoea, . 4, am. 5, nom. I, xom. 1, adpec op2ana no
cepmucpuxayuu: 115280, POCCHA, 20po0 Mockea, yn. Macmepkoea, 0. 4, om. 5., men..(495)788-02-88, 8eb-
caiim: OYKK.p@.
JEKJAPALIMSE O COOTBETCTBUH 3APETHCTPHPOBAHA X POCC RU J-HU.®M08.A4.17561/19
JATA PETHCTPAIIAH 04.03.2019
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3A0 «DapMALEBTHHECKHH  3aBOJ IFUC»
1106 — Benrpus, Byaanewr, yi. Kepecrypn 30-38.
Tenedon: (36)-1-803-5554 Tenedakc: (36)-1-803-5556

Cepruduxar KauecTsa N 866K/2019./NR

HanmenosaHKHe npenapana:
Cepun Ne:

Homep anannia:

Jiara ananmia:

Toxazamein Kayecmed:

Onuncanue:

MoamBHOCTE:
(TCX)

ToaanunoCTh:
(kauecmeeHHU PeaKyus)

KosmuecTBeHHOE oNpefeieHune
(mumpusempus):

HoTeps B MACCE HPH BLICYHIHBAHMN:

Pojersennsie npavect (TCX):

- ranujon:

- mofast Apyran eaRHHIHAR TIPHMECH!
- CYMMAapHO:

Pacrsopenne (BJKX):

Cpennan Macca:
OaHOPOAHOCTD N0 MACCE:

OaHOPOAHOCTS A03HPOBAHKAT
(paciemuo-eecosui Memoo)

MukpofnonornecKas YHCTOTa™:
YnaxkoBka:
MapxupoBxa:

* HepezyIRpHoe ucnslmanie, 65inoARRemcs o

Iaaugop” Tabaerku 100 mr 50x

P53NII18 Jlata npowsmoactsa: 112018
KGY/2018/6663 T'onewn no: 11.2023.
06.12.2018.
PEIVABMAMbLL
Coors. TpeD. Beiasie wnam  ceposaro-0ensie, MIOCKHE KPYyTAC
rabnerTkn ¢ dackod, ¢ rpasuposkoit «HALIDOR» na
OIHOH CTOPOHE, CO CIA0HIM XAPaKTEPHEIM 3aNaxoM
Coots. Tped. OCHOBHOE [HTHO HA XPOMATOTPAMME HCILITYEMOTO
PACTBOPA AOMKHO MO PasMepy, OKPACKe W BEHUHHE
R, COOTRETCTBOBATH [ATHY HAa XPOMaTOTpaMe
CTAHAAPTHOTO pacTsopa DeHUMKNana dymMapara,
Coots. Tpeb. B pesyabTare pEakiMy ¢ pacTBOPOM HATpaTa cepebpa
JIOJKEH BHNaLaTh Deanil 0CaZIoK.
103,4 mr/rabi. 100,0 mr £ 5% {95,0-105,0 Mr)
Genunknana Gymapara‘tabuerka (95,0 - 105,0%)
1,9 % ne bonee 5,0%

menee 0,1 % He Gonee 0,5%

menee 0,1 % we Gonee 0,5%

menee 0,1 % ne Gonee 2,0%

94 - 98 % He MeHee 75% OT HOMHHAIBHOPO KOJHYECTBZ
AeliCTRYIONIErD BEWECTRA AONAKHO NEPEHTH B PacTBOD
3a 45 Mun

159,8 mr 160.0 Mr £ 7,5% (148,0 - 172,0 mr)

Coots. Tpeb. OTKIOHEHNE OT CPEAHEH MaCChil
nas 90% (18/20) rabnetok — He Sonee £ 7,5%;
ans 10% (2/20) rabnerox - we onee + 15%

AV < 15,0 (n = 10}, ecin yCIOBHE HE BHINOAHACTCS, TO

AVip=4.2 AV < 15,0 (n = 30), u nna 30/30 Tabnerox

KONHYECTREHHOE COACPRAHNE NCHCTBYIOMEro BEULECTRA
OMKHO HAXOMNTHCS B wETepBane 0,75xM ~ 1,25xM
Kateropus 3A

B cOOTBETCTBHY ¢ HOPMATHBHOH JOKYMeHTauneH

B COOTBETCTBHH C HOPMATHRHOMN JOKYMEHTALMKCH

Coors. Tped.
Coors. tpeb.
Coors. Tpeb.

1% nepeoii cepuu exceco0no, daee 0aa xaxeooit 10-il cepuu, nodamomy darisil HORAIAMedt

MONCEM Boimb He BKIHEN & Cﬂpﬂlﬂtl)ﬂi{dm ravecmad. diup.wa sapanximupyem KAUECMEO NO OUHKOMY NOKA3AIRENO.

Npousoanrens: A0 «DapmauenTHeckiil

3apoa ITHCH 9900, Kepsena, ya.Marsw xupail 65, Beurpus

DacoBUHK, ynaxosuwms: 3A0 «DapyaueBTHHECKHH 34BOX ITHCH 9900, Kepmeua, v Maram kupai 65, Benrpus
Buugyckatomsii KoRTpoab Kavecrra: 3A0 «apmanesTuueckuit 1apoa 3T HC» 9900, Kepmewt, yaMaraun kupait 65, Benrpus

dupma 3A0 «dapMallcBTHHECKHA 32801 IUC» (Fyaanemr -~ Besrpns) rapastupyer, 4io (IpoH3BOACTEO YRA3AHHOTO B HACTOALLCM
cepTHMKATE NPENapara, BKIKYAN €ro YIAkORKY M KOHTPOIb KaucCTsa, OIHOCTSIO COOTRETCTBYET TpeSonanusnm jckcTeylomux «llpasua
OPrafH3AUMK NPOH3BOACTBA H KOHTPOAA KAYECTRA slekapeTreHHEX cpecTa» {cGMP).

Oupma rapaRTHpYer, 4TO Ka4eCTBO YKA3AMHOTO B HACTOALIEM cepTH(HKATE NpeNapara COOTBETCTBYET TPeOOBAHUAM
yreepaaennoi HI Ne II N $14344/01-280218.

Képmenz, 15.02.2019. r.

3AD «@spusnserauecxilt nnon STHC S,
Bynspewr - Berrpas
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