| Zexapcmeennoe cpedcmeo. Anzenun, mabnemKu noXpolmboie RAEHOYHOU obonouxoli 5 Mz 14 wm., ynakosxku

JEKJIAPALIASI O COOTBETCTBUAM

JEKJIAPAHT, MPHHUMAIOIHHA JEKJAPALIMIO O COOTBETCTBHH

000 "2I'HC-PyC”

Ceedenun o pecucmpayuu opzanusayuu: Mescpationnas uncnexyus Qedepanshol Hano2o80u cayxcoer Ne 46 no
2 Mockee 12.04.2007, OTPH 5077746558160, dama npuceoenus OI'PH 12. 04.2007.

Adpec: 121108, & Mocxea,ya. Heana ®panko ,0.8. Tenepon8(495)223-01 -04,¢paxc.8(495)223-01-50

B nuye: Ienepanvuviti Oupexmop Indpervt Tamaw

- losepennoe nuyo: Henex H.B., dosepenrocms P-015 om 11.10.2018 2.

3AABJSAET, UTO |

suetixogwie Konmyprble (2), nauku xkapmonnvie, PY Ne JITT-000228 om 16.02.2011 (0ama zamenst 10.01.2018),

cepus 2050D0418, napmus 15695 ynaxoeox, z00en oo 01.04.2023, npouseodcmea 340 "Papmayesmuveckuii

3a600 ITHC", Benzpun, EGIS Pharmaceuticals PLC, 1165 Budapest, Bokenyfoldi ut 118-120, Hungary. koo

|| OKITA2 21.20.10.236, koo TH B3 3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08.11.2013, uneoiic Ne
| 5451452 om 29.10.2018

COOTBETCTBYET TPEEOBAHHUAM ;

JIT1-000228-100118 |

JEKJIAPALIUS IPHHATA HA OCHOBAHHHA

npomoxon ucnvimanuii Ne 6945 m om 09.11.2018 H/T 000 HI{ "“DAPMOBOPOHA", ammecman
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC HU.®M08.C27138 om 09.11 2018

@ - ' [Tenex H.B. & i

NOANUCH d.H.0

CBEJIEHHS O PETUCTPALIMM

OPI'AH IO CEPTH®HKAIINH, 3APEI'ICT PHPOBABLIHI AEKJIAPALIMIO

RA.RU. 11 ®M08 OPTAH I10 CEPTH®HKALHH ITPOJYKI[HH OBIJECTBO C OrPAHHYEHHOH ‘
OTBETCTBEHHOCTAIO "OKPY)XHOH LIEHTP KOHTPOJ/IA KAYECTBA”, i
adpec opzanuzayuu. 115280, 2. Mockea, ya. Macmepxoaa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no ':
cepmupuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)758-02-88, ¢e6- |
caim. oykx.pe. ! !
llEKJIAPAlIKSI O COOTBETCTBHM 3APETUCTPUPOBAHA M POCC RU J-HU.@M08.4.06752/18
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<

3JAO  «®apmauestuveckuii  3asoa ITHCO»
1106 - Benrpus, bynanewr yn. Kepectypu 30-38.
Tenedou: (36) -1-803-5554 Teaedakc: (36)-1-803-55560

Cepraduxar kavecrsa Ne 4723/2018/LM

HaumenoBauue npenapara:
Cepus No:

Homep ananusa:

Jara anaamia:

Hoxazamenu xavecmen:

Onncanue:

Hoaanunocrn (B X

Heganunocrn {TCX )

Kosmuertaennoe onpeaesenne (BOKN):

Poactrenusie npavecn (BN

- mo0as NPUMECh:

- CYMMi fipHMeceit
Pacraopesne
(Y-cnexmpodotomeTpia )

Boxa (meron Kapna ®uwcpa):
OnmopoaHocTs 103HpoBaNKA
(BIHKX) (MeTon npaMoro onpeacacsus):

MukpolGnoaornueckan yucrora:
¥naxonka:
Mapruposka:

Amsenna” Tabaerku MOKPLITLIE TICHOYHOH oBoouKoli 5 Mr 2x14

2050D0418

TAB//2018/1112

05.06.2018.

Hoaypuennsie
Vb NIGMSLS

Coors. ped.

Covrs, ped.
Coors. Tpeb.

99,4 %
4 970 mr/Tabn.

senee 0,03 %
senee 0,03 %

100.2 - 1053 %
Xs=102.6 %
42%

AVig=20

CooTs. 1peh
Coots. 1pef.
Coors. 1ped.

04.2018.
04.2023.

HMava npoussoacrsa:
Foaen no:

Hopaw:

Benwie mnm nowtie Seamie, Kpyrisie, ABOAKOBBINYKALIC TaluieTss,
NOKPBITEIE TEICHOMHON 000104KOMN, ¢ Ipasuponkofi «F 3815 Ha onnof

cropone, fe3 3anaxa nan noyTH 6¢3 3anaxa.

Bpesms viep#usanus (ly) OCHOBHOTO fHKa Ha XpoMarorpamue
BpEMEHH
pacraopa

HONBITYEMOYO  PACTBOPA,  JOMKHO  COOTRECTCTBOBATS
YACPAHHBaHHR  OCHOBHOIO  fIMKa Ha XPOMaTOrpaMme
CTaHAAPTHOTO 05{)&33&& ACHENCIAAY FHAPOXAOPHIE.

OcHORHOE NATHO Ha XPOMATOIPAMME  HCDIBITYEMOTO pacraopa 1o
BEAHUHHC  TODKHO
COOTBETCTBOBATE  OCHORHOMY MATHY HE XpOMarorpamse pacTeopa

TNOAIKEHHIO,  HHICHCHBHOCTH  1OMIOMICHHA 1
CRAHAAP THOTO ODPA31A JOHETIESHIA THAPOXAOPHAA.
Or 95,0 10 105.0% aokenesias ruapoxiopuaa / vabn
500 mr+ 5% {014,785 20 5,25 mr}
{KOFUNECHIBS  DPUMECET  BbIPUNERO
2UBPOHXAC D)

ue Honee .20 %

He Oaonee 0,50 %

& rnepecueme

He mesee 80% (Q) 0T HOMHHANLHOIO KONHYECTBA ACHCTBYIONMICTO

BELMECTHA A0AHO BCPCHTH B PacTaop 38 |3 MUK
He Goaee 7.5 %

AV £ 15,0 (n= 10), eciii YCAOBIE HE BHIIOAHAETCS, TO
AV < 150 (n = 30), u am
COACPRARNE  HCRCTBYIOIETD
nirepsane 0,75xM - 1 25xM
Kareropns 3A

B COOTBCTCTBI U HOPMATHBHOH A0KYMEHTALIICH
B COOTBCTCTRHH C HOPMATHBHON JOKyMeHTAUME

Hpoussoantean: 380 «Papmaesruuecknii 3anan I HC» 1165, Byaanem, v bewennpenan 118-120, Benrpus
Dacosunk,ynaxormnk: : 3A0 «®apyanesriuecknil anon I HC» 1165, byaanewr, yi. bewenngeasn 118-120, Benrpus

Branyexawusil Kowipoas kauecraa: 3A0 «apmanentiuecknii 1soa M HCO» 1165, Byaanewr, v.1. Bewensdenin 118-120, Benrpus

Gupma 3AO «bapmauestuneckuii Jaso1 UCy (Byaanewt - Benrpis) rapantupyer, 970 npOM3IBOACTED YKAIAHHOTC B HACTONLLEM
cepTHHKATE HPENAPATA, BKMIOWIR €10 YNAKOBKY W KOHTPONL KAYECTRA. 0THOCTEI) cooTBeTCTRYCT TpefoBannsM aelicieyiommx «fIpasua
OPFEHHIALAH NPOUIBOACTRA M KOHTPO/S KA4ECTRA NERKAPCTHENHLIX cpeacTh» (¢GMP).

DupMa  rapaHTHPYeT, YTO KaueCTBO yKA3aHHOTO B HACTOAINEM ceprudikate npenapara COOTBETCTRYET
Tpebosannam yraepxaennoit H Ne JHT 000228-100118.

byaanewr,

16. 10. 2018
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