NEKJIAPAIIUSA O COOTBETCTBUH

JEKJAPAHT, IPUHHMAIOIHUN JEKJIAPAIIHIO O COOTBETCTBHHA
000 "3I'HC-PYC"

Cgedenusn 0 peaucmpayuu opeanuzayuu. MeoicpationHas UHCNeXyus DedeparsHoil HAN02080U cayaxcoer Ne 46 no
> Mocxee 12.04.2007, OT'PH 5077746558160, dama npc60eHuA OI'PH 12.04.2007. E
Adpec: 121108, 2. Mockea,yn. Heana ®panxo ,0.8.Tenepon:8(495 )223-01-04,paxc:8(495)223-01-50
B nuye: I'enepansHoiil Qupexmop IHOpenvu Tavaw

Jlosepennoe nuyo: Ilenex H.B., dosepennocme P-015 om 11.10.2018 2.

3ASABJSET, HTO

NexapcmeeHHoe cpeocmeo: Annonypunon-3IHC, mabremxu 100 m2 50 wm., ¢aaxorwi (1), nayxu KapmoHHbie,
PV Ne IT NO12684/01 om 31.08.2010 (0Oama 3amensl 09.10.2017), cepus C784N0918, napmus 29250 ynako6ox,
200ew 00 01.09.2023, npouszeodcmea 340 "®apmayesmuyeckuii 3a600 Ol HUC", Benzpus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, xo0 OKI142 21.20.10.226, koo TH B2

3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneotic Ne 5451423 om 24.10.2018

COOTBETCTBYET TPEBOBAHHAM

11 NO12684/01-091017 uam. Ne 1-2

NEKJAPAIIMA MPHHATA HA OCHOBAHHH

npomoxon ucnsimarui Ne 6833 m om 1 2.11.2018 M Q00 HI[ "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21@J140, Cepmugpuxam POCC HU.@MO8. C27183 om 12.11.2018

JIEKJIAPALIHH 12.11.2018
I RRIICTBUTEJIBHA O 01.09.2023

@ - TMenex H.B.

NOANMKMCh ®.H.0

CBEJIEHHS O PETUCTPATIIVA

OPTAH MO CEPTH®UKALIMH, 3APETHCT PHUPOBABIIHNH JEKJIAPALIHIO

RA.RU.11®M08 OPTAH [10 CEPTHOHKALIHH ITPOJYKIIHH OBLUECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IIEHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mocxea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxéa, ya. Macmepxoga, 3. 4, am. 5., men.:(495)788-02-88, eet-
catim: OYkK.pQ.

NEKJAPALIMS O COOTBETCTBHH 3APEFHCTPHPOBAHA M POCC RU A-HU. DOM08.4.06841/18
FECCTRALMU /2.11.2018

"%Mwm% Kauan E,B.

MOAMNMCH 3am. pyxosogurens OC
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EGIS
&

A0 «DapMauesTHYECKHH  3aBOA ATUCH
1106 - Bewrpus, byaanemt, YL Kepectypu 30—38.
Tenedon:(36)-1-803-5554 Teaedare (36)-1-803-3556

Ceprudukar KauecTsa No.: 4746K/2018./N-DE

HauMcHOBRHHE npenapara:
Cepus Ne:

Homep ananuia;

J{arTa ananaza:

Horgsamey xauecmea.

Onucanue:

Hogaannocre: (TCX)

HosaMHROCTS!
(Y ®-criekTpoGOTOMETPHS)

Cpenuss Macca

OAHOPORHOCTE 110 Macce:

PacTeopenue:
(Y d-cnextpodoToMeTpus}

[loTeps B Macce HPH BLICYLIRBARNH!

Poacreennsie npamecn (BIXX):

- npHMeck Al

- npumecs B + C:

- npuMecs Dt

- npumecs E:

- ntobas HeuaenTHd. NPUMECs 110
OTI.:

- CyMMa HeRICHTHY. npumeces:

OanopoaAHOCTL A0IHPOBAHMI
(PBAM)

Muxpobiuonorsdeckas uncrora:’
KoauuecTBeHHOE OnNpeaeeHNe
(Y®-cnexkTpodoToMeTpHs):

Vnaxosxa:
Mapkuposga:

LCHbIaNE GHNOIHAENICR O1R NEPEOQ cepul excecoONa, Datee Qan kaxcoot 10-licepuu, noamomy

& cepmughuram kauecmaa

fIpoHIBOAHTE L
DacoBIIHK YIAKOBUIHK?

Brmyckamonui KOHTPOAL KadecTha: ZAQ «DapMaHeBTHYECKHH 3ABOX

Aanonypunon-3THC 1adaeTkH 100 mr 50x

CT84N0918 Jata npoR3BOACTEA: 09.2018.
KGY/2018/5995 onen no: 09.2023.
15.10.2018.

Hoayuennnie Hopasi:

pesyipmantbi.

Coors. Tpeb. Kpyriste mrockie Tabnerk Gestoro WM cepoBaTo-feIoro upeTa, ¢
dackol, ¢ pHCKOH Ha onwoit u ¢ rpamruposkoit E 351 wHa apyrof
cropoue, Ges win noury Ge3 sanaxa

Coorn. Tped. OcHoBHOE TIATHO HA XPOMATOTPAMME HCTIHITYEMOTO PacTBOpa 110
suauenmio R, BenunHe IATHA H NOTIOLICHIIO B Yd-cnere
JHOKHO COOTBETCTROBATE IHAUEHHIO Rf, BenMuHHE NHTHE H
noroleHs o B YD-cBETE DCHOBHOTC HIATHA HA XPOMATOTPAMME
CTAHJAPTHOIO PACTBOPE ALIOMYPHHONA.

Coors. Tped. ViD.citexTps  AOFMOMCHAA  HCMbITYeMOro CTAHAAPTHOTO
PACTBOPOB, CHATHIC OJHOBPEMEHHO B obnacTs AmuH soax ot 220 10
350 HM, AOTKHE KMETH MAKCUMYM TIOTIOUIEHHS TIPH 250 & 2 BMm.

2012 mr 200,0 Mr # 7,5% (o1185,0 no 215,0 mr)

S e, !§f20 TabneTox - ue’ﬁonee + 7,5%;

2/20 tabnetox - He Bonee £ 15%

92 -96% He meHee 75% (Q) 0T HOMHHAILHOTO KONHYECTRA AERCTBYIOWErD

Xe=94 % BelECTBA JOMKHO NEPEATH B pacTrop 3a 45 Mun

2,6 % ne fonee 3,0%

smenee 0,02 %
0,04 %

smenee 0,02 %
menee 0,02 %

He Gonee 0,20%
ne Sonee 0,20%
ne Gonee 0,10%
ne Gonee 0,10%

ne Goaee 0,10%

ne Gonee 0,30%

menee 0.02 %
senee 0,02 %

AV =07 AV < 15 (n= 10), ecau YCIOBKE HE BRTIOAHACTCA, TO
AV < 15 (n = 30), n ans 30/30 Tab1eTOK KONMYECTBEHHOL
cojlepanie ACHCTBYIONIETs BELIECTRA NONAHD HAXOAHThCH B
nuTepsane 0,75xM —~ 1,25xM

Coots. Tpeb. Kareropus 3A

99.8 % or 93,0 10105,0%

99,8 mr/rad. 100,0 Mr = 5% (ot 95,0 a0 105,0 Mr anaonypHuoaa /rabneTka)

Coots. Tped. B COOTBETCTBHE ¢ HOPMATHEHON JoKyMeHTauell

Coorts. Tped. B COOTBETCTBHH € HOPMATHBHOR aoxymenTauned

DanibiiE NOKAIAMETS MONCEM GYinth HE BRAONEH

3A0 «DapmanesTHYECKHI 34BOL BFUC» 9900, Kepmena, vaMarsuu kupaii 65, Benrpus
. 3A0 «@apmauesTuaecxkuii 3anoa ITHC 9900, Kepmena,

ya.MaTaw kupai 65, Berrpus
ITHCH 9900, Kepmena, yir. Marsm kupaii 63, Besrpus

Dupya A0 «DapMARCBTHICCKHIA 3aBOL STHAC» {Byaaneut ~ Beurpns) rapanTHPyeT, 4T0 NPOHIBOACTRD YRETAHHOTO B HACTOMIIEM cepiHguxare

npenapara,

BKTOUAR €rQ YNaKoBKY W KOHTPOIb KANECTBA, TONHOCTEID COOTBETCTBYCT pefonanuan nefctaywunix «flpasin oprassausy
Tlpﬁﬁﬂﬁ(’}lCTBS H KOHTPOAR Ka4ecTRA JCKAPCTRENHBIX CpeacTa»

{cGMPY.

@upMa rapaHTHPYET, YTO KauecTBO YKA3aHHOTO B HACTORMIEM cepruduKkaTe UPENAPATA CORTBETCTBYCT TpelioBanvam
yreepactennoit HA N [1 NO12684/61-091017, & Taxske Wamenennam Ne 1 s Ne 2 & HA

Képumena, 16.10.2018. roga
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