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000 "IrHC-PYC"

Ceedenus o pezucmpayuu OpeaHu3ayuU; MexcpaiOHHAA uncnexyus Pedeparbho
5. Mockee 12.04.2007, Or'PH 5077746558160, oama NpUceoeHUA OI'PH 12.04.2007.

| Aopec: 121108, 2 Mockea,yn. Heana ®@parko ,6.8.Tene(ﬁow.'8(495)223-01-04,¢axc:8(495)223-01-50 \

5i Ha1020601 CYHCOBL Ne 46 no

B nuye: I' eHepanbHblil OUpeKmop Kuuwmodp Mevucraeé Cryn
Jlosepernoe JuH0: [Tenex H.B., 0ogepenHocne 49 om 01.07.2019 2. i

HTO -

nexapcmeeHHoe cpedcmeo: Amnonypunon-OTHC, mabnemxu 100 m2 50 wm., @naronst (1), nawxu KapmoHHble,
| PY N I1 N012684/01 om 31.08.2010 (oama 3ameHnbl 09.10.2017), cepus C103N0619, napmus 29600 ynaxkoeox,
200en 00 01.06.2024, npou3zeoocmed 340 "(Dapmaqeemuuecxuﬂ sae00 DIHC", Benzpus, EGIS

Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary, 00 OKITT2 21.20.1 0.226, ko0 TH BOA
‘g 3004900002, konmpakm Ne RUS 1/08.11.2013 om 08.11.201 3, uneotic Ne 5453036 om 14.08.2019

|

COOTBETCTBYET TPEBOBAHUAM ‘
\ 11 N012684/01-091017 u3m. Ne 1-2

JEKJIAPAIIHA PUHATA HA OCHOBAHHUH : \
HPOMOKON ucnwmanuii Ne 4777m om 29.08.2019 HJT 000 HL] "pAPMOBOPOHA", ammecmam |
axkpedumayuu POCC RU. 0001.21®J140, Cepmugpuxam POCC HU. OMO8.C47095 om 29.08.2019 \

| MewexHB. |
MOAIIUCE OR%KS;

S — A T R S P

CBEJIEHUS O PErCUCTPAIIAH \

OPI'AH 110 CEPTHO®UKAIIUH, 3APEI‘PICTP1’1POBAB]]JHH NEKJAPATIMIO ;‘
RA.RU.11®M08 OPIAHIIO CEPTHOHKALMH TIPONVKLIHH OBILECTBO C OTPAHHYEHHOH
OTBETCTBEHHOC ThIO "OKPY)XKHOH ITEHTP KOHTPOJIA KAHYEC TBA", \

adpec opeanu3ayuiL: 115280, 2. Mockea, Y. Macmepxoga, 0. 4, om. s, nom. I, kom. 1, adpec opeana no
cepmuurayuu: 115280, POCCHA, 20pod Mocxea, yr. Macmepxoéd, 0. 4,am. 5., men.:(495)788-02-88, aeh-
caiim: oyrK.pe.

JNEKJAPAIIMSL O COOTBETCTBHUH 3APEFMCTPUPOBAHA A POCC RU J-HU.®@M 08.4.34747/19
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& EGIS
<

3A0 «mspmneamqecxuﬁ
1106 - Benrpsd, pyaanew . YA

sapon  ITHUC»
KepecTypH 30-38.

Tt:JietImu:(Sé)-1—803_5554 Tenedpaxe (36)-1 -803-5556

Cepruduxat KagecTBa N 2928K/2019./NR

Hmmeuosauue ﬂpenapa'rm

A:monypuuun—ian‘l

Cepnn N2t C103N0619
Homep aHanH3A: KGY/2019/4290
JlaTa anaania 01.08.2019.

Jloxaaamely Kauecmed:

Onucanune:

[loanHHHOCTE: (TCX)

oA HHHOCTES
(Yd’-cm:mpo@ommwpmi
Cpeanns Macea M
QIHOPOAHOCTH 1O macce:

PacTsopeHHE:
{YG’»-cumcrpoﬁm*rowwm)
[loveps B Macce IPH BLICYHINBAHHIT
PoncTBenHbie NPHMECH (BOHX)

- npumees Al

- npumeck B+ C:

- npunmecs Dt

- npuniees b

- mobas HennenTHd. NpUMECh no
OTR.:

- cymma wenaenTid). npameceit

OaHOPOAHOCTL A03IMPOBAHNKAS
(PBM)

MuKpOTHOAOTHHECKER gmcroTa:’
KoanvuecTBEHHOE onpeaeaeHne
(be-crlcmmqm’m.\ierpuﬂ]:

ViiakoBKa:

MapkupoBra:
i

graiouE & cepruurEam rauecméd

{ipouiBoaHTE b 3A0 «hapmane pruuccknii 33801 HHC

o uCHDIHAHNIE GRINDTHACINCR ank nepsm': cepui EMCEL0VHO, FATE

HoayugHisie
peayabmantbls
Caots. Tpeb.

Coors. Tped.

Coors. 1peb.

199.7 M1
Coora. Tped.
85 - 90 %
Ro= 88 %
24%

0,02 %
0.06 %
menee 0,02 %
menee 0,02 %

sesee 0,02 %
menee 0,02 %
AV =07

Coota, Tpeb.

99.1 %

99,1 mi/Tabn
Coote. Tpeb.
Coors. Tped.

C ralaerkH 100 mr 50x
JAava HpONIBONCTBAL
Tonen A0:

(16.2019.
06.2024.

Hopast:

Kpyrame nockue TabAcTRY BeNoro UK ceposaro-0eoro psera. ¢
dacxoi, ¢ puckoi Ha oanoi 1 C mampeami’f £ 351 wa apyrod
cropoite, e3 Wik ot Ges 3anaxd

Ocuopiioe [RTHO Ha XPOMATOTPAMME HCHBITYEMOTO pacTsopa 1o
apanennio RE BCAMMHHE TATHA H [OTI0UIEHHIO B Y d-cBeTe J0AKHO
COUTRETCTBOBATH spanenmo RE, ResMuHE nETRa # OTIOMEHHIO B
Y (-greTe OCHOBHOTO msiTHA HR XPOMATOrpaNMME CTANAAPTHOTO
pacTropa AUI0YPHEOIR.

V-crerTpst TIOTHOHICHHSA acnuTyemoro  H CTAHAAPTHOTO
pACTROPOB. CHETHIC OHOBPEMEHHT B oBAACTH ATMA BOH 0T 220 10
350 um, AOMKHB KMETE MAKCHMYM TOPOHIEHNSA npn 250 = 2 1M
200.0 Mr 7.5% (ot} £5.0 1o 215.0 M)

18/20 tabaeToK - HE Gonee = 7.5%0;

3/2( TabnETOK - HE Gonee «© 15%

ue menee 75% (Qyor HOMMBHANBHOTO KoauuecTsa ACHCTEYIOUILTO
peiecTna A0IKHO pepelTi B PAcTROP 3a 45 mu

we Gonee 3.0%

ue Gonee 0,20%
e 6onee 0.20%
e Goaee 0.10%
ye Gosee 0.10%

He foage 0.10%

e Goaee 0,30%

AV lsn= 14)). ecay YLAOBKE HE gpifoanscTed, 70
AV<15(n= 30), u s 30/30 Tabnerox KOJAMUECTBCHHOT
coepRante ACHCTRY (OMICTO REECTHE A0TKHO HAXOUHTHCH B
HHTEPBATIE 0.75%M ~ 1.25*M

Karteropus 3A

o1 95.0 10105.0%
1000 mr £ 5% (o1 95,0 20 105,0 M1 A iypHHOAL frabacTRa)

B coOTBETCTBAM © HOPMATHBHOH AOKYMENTALHEH
B cOOTBETCTBAR € nopmansiol zmxy?-n::rranmﬁ

¢ D KaACOOU JO-fcepun nosmoMy Aapbill NOKQIAMENs MONCEN ot HE

» 9908, Kepmeni. ya. Marauw xupait 65, Benrpus

Dacopulii,yIaKOBIMHES 3A0 «mapmxucmuuecxaﬁ Japoa 3THO» 9900, Kepment, voLMaTsi wupait 65, Benrpusl

BrinycRawuisii KOH1po.Ie waveersa: A0 «Papmaues

TuueckiH 18I ITHCH 9900, Kepmenil, viMaram wkupah 65, Benrpui

dupua 3A0 «(Dapmaucm-n%cmﬂ aaroa THC» {Byaanemt ~ Benipua) TAPAHTHPYET, HTO HPOWIROACTRO YKQ3AHHOFO B HACTORUIEM ceprrdHRATe

npenapara, pruouas €ro YAKOBKY M KOHTPO
HPOMIBOJICTRA 1 KOHTPOTA KAYCCTEA IEKAPCTBENHEIX CPCACTER

dupma rapaHTHpYCT. HI¢ KAMECTBO YK&
yTBEPKALHIOH HA N 11 NO12684/01-091017,

KépmeHi. 09.08.2019. rona

Bymanewy - Berrpui

SRCH0440_ 1.1

et

e
DTCH A,

e b A
3AD n@apumnﬁ%awl 38808

b KadecTRa, ROAHOTTBKY cootrercTayer Tpefosatingm aeicreyiony «Tlpasait Opr AT
{cGMP).

SAHNOTO B HACTORUIEM ceprudurare npenapara COOTRETCTBYET TpehoBaHHIM
a raroke HaMeHeHHAM NeluNe2xHL
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