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000 "ITHC-PYC"
Ceedenus 0 pezucmpayuu opeanuzayuil: Meaxcpationnas
> Mockee 12.04.2007, OrPH 5077746558160, dama
Aopec: 121 108, 2. Mocxea,ya. Heana

Jlogepennoe 1uyo: 3unveHko

|

JASMBJIAET, UTO
nekapcmeenHoe cpeocmso: Cynpacmunexc, kan ons np
xapmonnubte, PY Ne
YNAKoBOK, 200eH do 01.04.2023, npouzeodcmea
Pharmaceuticals PLC, 9900 Kormend, Matyas

340

\ 3004900002, xowmpaxm Ne

t

" COOTBETCTBYET TPEBOBAHHAM

| JIT-000225-270318 usm. Mo [-2

JIEKJTAPATTHASA NPUHSATA HA OCHOBAHHUH

| npomoxoi ucnvimanut Ne
| axxpedumayuu POCC RU.0001.21®J140, Cepmudpuram

Thag EKTAPALIAM 13.06.2019
ARYCTBUTENBHA JI0 01.04.2023

NG
aus

UHCREKYUA PedeparbHol HAN
RPUCBOEHUR OI'PH 12.04.2007.

dpanro ,0.8. Teﬂednou.'8(495)223—O!-O4,q’mxc:8(495)223-01-50
B nuye: Ienepanohvii oupexmop Kuwwmodg) Meuucaas Cryn

H.C., dosepennocmy P-014 om

JHI-000225 om 16.02.2011 (dama 3aMeHbl
"(‘Dapmmfesmuqecxuﬁ 3060
kiraly ut 65, Hungary,
RUS 1/08.11.2013 om 08.11.2013, ungouc Ne

3005m om 11.06.2019 AT 000 HII

14.05.2018 2.

uema

5452531 om 22.05.2019

" A PMOBOPOHA", ammecman
POCC HU.®M08.C41 83

3unuenko H.C.
®. .0

. OPTAH IIO CEPTU®HUKAIINH, 3APEI“PICTPHPOBABHIPW[ IlEKJIAPAlIHIO

RA.RU.11dM08 OPTAH
OTBETCTBEHHOCTBIO

| 5280, POCCHZL 20po0 Mocksa, y1.

cepmuurayuu; 11
caiim: OYKK.pe.
JEKJAPALLAS

PALIAH 13.06.2019
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aopec opeanu3ayuu. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom
Macmepxosa, 0. 4, 3. 5., men.:(49

O COOTBETCTBUH 3APETMCTPUPOBAHA M POCC RU

110 CEPTHOUKALIHH ITPOX VKIJHH OFL{ECTBO C OrPAHHYEHHOH
"OKPY)XHOH LEHTP KOHTPOJIA KAYECTBA",
. I xom. I, adpec opzana no

5)788-02-88, eeb-

Tunenxo U.B.
PykosoauTeNhb ocC

gHympo 5 M2/MA 20 ma, Qaaxonsl (1), na4ku
27.03.2018), cepus 3931N0419, napmus 14200
o ITHC", Benzpus, EGIS

xo0 OKII[2 21.20.10.256, ko0 TH B34

A-HU. dMO8.A.26850/19
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|
’\.

30m 13.06.2019

\

\
\3!
|

]




3A0 «DapmaueBTHYECKHE 33BOI ITUCH
( EGIS 1106 - Benrpus, Byaanewr yn. Kepectypu 30-38.
Tenedou: (36)-1-803-5554 Tenedakc (36)-1-803-5556

Cepruduxar kauecrna Ne.: 1885K/2019./NR

Haunenopanue npenapara:  Cyn acTHHEKEY KANIM AJIS pHeMAa BHYTPb 5 mr/ma 20 ma
penap: Y

Cepus Ne: 3931N0419 Jata npon3BOACTRA? 04.2019.
Homep ananusa: KGY/2019/2648 Tojen j0: 04.2023.
Jlara ananusa: 14.05.2019.
[Tokasamenu xauecmen: [Teayuennvic Hopmui:
peivabmanist;
Onucanne: Coors. ped. BecuperHas HiaH 1104TH DECIBETHAR WHAKOCTh Be3 OCAIRE, CO c1abbis
JANAX0OM y’KC)'CHDH KHCHOTRL.
loaauuuocts ZelCTrBy0IIero BelecTna; Coors. 1ped. Bpema yaepwuBanng (lg) OCHOBHOTO 1THKE Ha XPOMATOIPAMME
(BIKX) MCHBTYEMOTO PACTAOPA AOTKNO COOTBETCIBOBATE BPEMEIH YAEPAUBAHHA

OCHOBHOTO IIMKA HA XPOMATOrPAMME CTRHIAPTHOTO PacTsopd
ACBOLETHPRIMAE AHIHAPOXIIOPILIA
Floaausiocts zelicTayouiere pemecTas: (10X Coors. 1pel. (OCHOBHOE TIRTHO HA XPOMATOTPAMME HCTTHTYEMOIO PACTROPA HO
PAIMEPAN, UBETY 3 BEINUHNE Ry NOTKHO COOTRETCTBORATE OCHOBHOMY
RTHY HA XPOMATOIPAMME CTAHIAPTHOIO PACTBORA AEROUETHPHINHA
JPHAPOXIOPHAL

Honaunnecrs: (BIUKX Bpemena vACPARHBAHIE (fR) OCHOBHEIX NHKOB Ha XPOMATOrPaMme

METII-NAparnaApokcHbensoata u . HCHHITYEMOTO PACTBOPA JIOMEHbE COOTHCTCTROBATE BPEMERAM

nponk-naparsapokcuicnIoara: Coors. Tped. VICPKHBAHIS HE XPOMATOTPAMME CTRHLAPTHOTO pacTBOPA METHI-
naparsApoKCHOEH30aTa H NPONHA-1 aparnpokeuleHsoara

o THHHOETL HATPHA CAXAPHUHATAE & Coors. 1peb. LiserHas peakiis 10mka 06iTh NOOKHTENRHO.

{LIBCTHAN PCAKIHS ) (B pesynbTare peakuny NoBEpXHICTE NONYHEHHOH CMECH A0RHR
D HOOPECUHPOBATE JCACHBIM UBETOM)

Hasaexaemuidt obbeMm: Coorn 1ped. Jlomken nuaSpKHBaTH TPEtoBaHIE

MexanuuecKHe BRIIOUEHHH! Coors. tpef. PacTaop A0mKeH ObiTh NPO3PaTHLIM, 63 OCANKA HIH MEXAHIHECRHN
BRAIOMEITHA.

ilBeTHocTh: Coors. Tped. Oxpacka 20A%Ha GbiTh HE HHICHCHBHEE OKPACKH ITAIOHOR usernoct Be.

cpernee Yo Yo GYe

pH: 5.0 Or45n05.5

flaoTHoCTB: 1,078 riom’ 1.083 rfem’ £ 3% (ot 1,051 ao 1,115 riea’)

CropocTh KENICHANCHNR: 1,6 kan/e He Bonee 2 xanein/c

Cpeanas Macea 10361 B 1.02r 108 r£10% (o1 0,97 10 L1910}

ORHOPOAHOCTD MACCHI A03b1 Coots. Tped. OTKAGHEHHE OT CPEAHEH Maccht 203k He Donee £ 10%
(20 xanens = | a03a)

Macca 10 a0 10,2 r 108 r+ 15% (0192 a0 124 1)

PoacreeHHbIC HIpHMECH {(BIKX): (XOALHECIE HPUMECEN GHPANCENE B REPECHEME Hd ACHOHEIUPURINGG DUTHIPOIIOPHT)

- mobas wIeHTHOHLMPOBAHAS NIPUMECE senee 0,05 % e Doace 0,50%

- mofas HeHIEHTHGHUUEMPOBAHHAL NPHMECE: 0,05 % ue Goaee 0.10%

- CymMa npuMecedt: 0,1 % ne Goaee 2.0%

Conepxanne manTHoMepa D- HeTHpriInna: 0.1 % ne onee 1,0%

{BUKX)

MukpolnoorHueckan unerora's APONYHIEH Kareropusa 3A

Koawuecrnennoe snpeacienne (BHXKX)

~ ASHCTBYIOHIErO BEILECTBA: 99.6 % Or93.0 10 1050 %

Koauuec YBEHHOC ONPLALICHNHE KOHCEPBAHTER

(BOXX)

- MeTHA-naparwapokcubenioaTa 26,58 m1/20 ma 27.00 Mr+ 10% (o1 24,30 10 29,70 Mr)/20 Mx

- nponua-niaparnaporcubentoara: 2,98 Mr/20 M 3.00 mr+ 10% (or 2,70 20 3.30 mr)/20 ma

Ynakoeska: Coors. Tpeb. B COOTBETCTBHI ¢ HOPMATHBHOR J0KYMCHTALMCH

MapKuposxa: Couors, Tpeb. B cOOTBEICIBIM C HOPMATHRHOH JoKyMeHTauseh

! HeperyaspHoe HCNBITAUe BHINOAHRETCH 1A HCpBOil CEPHH CWET04N0, Aaaee A4 Kol 10-0i CepwH, NOITOMY JaHHbIH NOKA3ATCAR MOKCT
BbiTh HE BRINOYEH B CepTHHNKET KaUeCTRA.

Hpomisoaurens: 3JA0 «Dapmanesruueckuit 3asol IHO» 99060, Kepmena, yia.Mavau kupail 65, Benrpua
Dacosmuynakosmui: 1 A0 «dapMauesTHIECKHIE IRBOL ITUC» 9900, Kepyena, yo.Matam kupail 65, Benrpus
Brinnyck210URH KOHTPOIb KAUECTBA! 3A0 «PapmauepTuvecKuil 30803 ITHO» 9900, Kepmern, yaMatsm kupait 65, Beurpus

dupma IAO wdapmanueBTHHCCKHH 32804 BIUC» (byaanewrt — Benrpua) rapadtnpyct. WIo NpoHsaoaciso YKA3AHHOI () B HACTOAIEM cepriikate
ApenapaTa, BKAKYAZ €70 YIKKOBKY H KONIPOAL KauecTad, [ONHOCTHIO COOTRETCTBYET TPeOBAHHAM JICHCTRYIONMX «llpaBun OpranulauHH
HPOHIBOACTEA W KOHTPOMA KAHCCTBA JICKAPCTBCHHBIX CPEACTEY (¢GMP}..

Pupma rapaHTHpYeT, HTO KAYECTRO YKAJAHHOID B HACTONLEM ceprudMKate NPENapaTa  COOTBETCTBYLT Tpebopanuam
yreepmaentoli H Ne JIT1-000225-270318, a Taroke wimenenunm N 1 N2 w HAL ™
Kepmer, 15.05.2019 roaa %
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