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JIEKJIAPALIUSI O COOTBETCTBUU

li JIEKJIAPAHT, HPI/‘[HHMAIOIIIHﬁ JIEKJIAPALIMIO 0 COOTBETCTBHAU

\l " 000 "IrHC-PYC" 1
Cgedenust 0 pezucmpayuu O paHU3aYUU: Meoicpaiionnas uHCnexyui Dedepanvioil nanoz060i cayxcor Ne 46 no | |
2 Mockee 12.04.2007, OI'PH 5077746558160, oama NpUCcGOeHUR OT'PH 12.04.2007. L L
Aopec: 121108, 2 Mockea,yn. Heana Ppanko ,0.8. Tened>on:8(495)223-01 -04,¢axc:8(495)223-01-50 ‘i 1

| B auye: Tenepanbrblii OUpEKmMop Dnopensu Tamaut
\ Jloeepennoe auyo: Junuenxo H.C., dogepenHoCMb P.014 om 14.05.2018 2.

| 3ASIBJISIET, UTO
JekapcmeenHoe cpedcmeo: CynpacmuHere, xaniu Ons npuema enympob 5 me/mn 20 ma, praxorvt (1), nauxku

Kapmaonnbole, PY Ne JIT1-000225 om 16.02.2011 (0ama 3aMeHbL 27.03.2018), cepus 7333N1118, napmus 14500

| ynaxogox, zooei do 01.11.2022, npouszeodcmea 340 ”@apmaqeemuuecmﬁ sago0 DTHC", Benepus, EGIS
Pharmaceuticals PLC, 9900 Kormend, Matyas kiraly ut 65, Hungary xod OKIL2 21.20.10. 256, koo TH B2 | 1
3004900002, xonmpaxm Ne RUS 1/08.11.2013 om 08. 11.2013, uneotic Ne 5451 777 om 07.01.2019

% COOTBETCTBYET TPEBOBAHUSIM

} JI71-000225-270318 u3m. Ne -2

‘ JIEKJIAPALUST [IPUHSITA HA OCHOBAHMN

\ npomMoKon ucnmimanuii Ne 143m om 24.01.2019 HJI 000 HL npAPMOBOPOHA", ammecman axkkpeQumayuu
3

| POCC RU.0001.21JI40, Cepmudgpuxam POCC HU.®@M08.C32407 om 25.01.2019

1 NEKJIAPALIMH 29.01.2019
CICTBUTEJLHA O 01 11,2022
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| CBEJEHUSI O PETHCTPALIAN
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\ OPI'AH IO CEPTUOUKALIIH, 3APEF](ICTPHPOBABII1Hﬁ NEKJIAPAIMIO 5 lg
RA.RU.11®M08 OPTAH 110 CEPTHOHKALIHHA MPONYKIHH OBIECTBO C O "PAHHYEHHOH i
‘. OTBETCTBEHHOCTbIO wOKPYKHOH IJEHTP KOHTPOJIA KAYECTBA”,
| aopec opeaitusayuU: 115280, 2. Mocxea, yn. Macmepkosd, 0. 4, am. 5, nom. I, Kom. 1, adpec opzana no
‘! cepmupukayuu. 115280, POCCHA, 20po0 Mocxea, yr. Macmepxosa, 0. 4, am. 3., men.:(495)788-02-88, 6eb-
|

L caiim: OYKK.pP-
| JIEKJAPALUASI O COOTBETCTBHH 3APEFHCTPUPOBAHA N POCC RU-HU. ®MO8.A.13996/19
‘\ JIATA PETHICTPALIMH 29.01.2019
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3A0 «OapmauesTuecknii  3ason ITHO»
1106 - Benrpus, Bynanewr yn. Kepectypn 30-38.
Tenedon: (36)-1-803-5554 Tenedakc: (36)-1-803-5556

Cepruduxar kagecrsa Ne 5436K/2018/MSM

Hanmenopanue npenapata: CynpacTHHeKe” Kaluii A8 NpHeMa BHYTPEL § mr/ma 20 ma

Cepusn Ne; 7333N1118
Homep ananmia: KGY/2018/6787
Jara anajiusa; 03.12.2018

K13 a YOI, Hoayuennsie

pezyibmartvl;
Onucanwne: Coors. 1ped.
HoxHAHOOTE ATHCTBYIOMETG BEIUECTBAL Coors. 1peb.
(BIVKX)
Hoaanruocrs acdcrayomere semectsa: (J7CX)  Coors. meb.
NozaunkoctTs: (BKX)
METHI-NPATAAPOKCHOCH3I0ATA ¥
TPONMA-IIAPATHAPORCHDCH30ATA: Coors. Tped.
Mo THHROCTD HATPHA CAXAPHHATS | Coots. Tped.
{UBETHAR PEAKIMA):
Mipaexaemsbiit ofnem: Coors. 1ped.
MeXAHHYECKHE BTHYCHHE? Coots. Tped.
HperHorTe: Coots. 1ped.
ceernee Yo

pH: 50
Haornects: 1,079 riea’

CKOPOCTEH KaMIenaienns:

Cpeansnn Macca 4036t 0
CAHOPOAHOCTE MACCHLE 1DIEL

Macea 10 nos:

Poacreennbie npumecs (BOKX):

- po0an HACHTHDALHPOBAHAN NPUMECH

- mobas HewAeHTHHRUMPOBAHHAS (IPHMECH
- CYMMa npHMeceit:

Coaepxanme yuanTuonmepa D- uerdprinua:

(BIHX)
MukpobHoaDrHUCERER YHCTOTA S

Kosmuecrsennoe onpeaenenue (BRXX)
- ACHCTRYIOIErD BEIECTRA:

Ko/iuec rBeHHo0e GHpeICICHHE KOHCEPHANTUB

(BKX)

- METHI-TIAPAr HAPOKCHOeHI0ATA:
- ppomgA-napariapoxcniensoaTy’
Yrnakesna:

Mapruposxa:

1,6 xan./c
1081
Coora. 1ped.
10,8 ¢

mence 0,05 %
menee 0,06 %
menee 0,1 %
0.1 %

NPOYIEH

98,8 %

26,53 m1/20 ma
2,94 mr/20 ma

Coorn. Tpeb.
Coots. Tped.

Jata npoHiBoacTBa: 11.2018
Ionen no: 11.2022
ﬂﬁﬁﬂ!;

Becuetsan wiK oyt GeCUBETHES KHAKOCTE 083 0CANKE, €O crabbiM
FANANOM YKCYCHOMN KHCHOTSL

Bpess viepknpanua (ir) OCHOBHOIO IHKA HE XPOMATOTDAMME
HCNBITYEMOTO PACTBOPE JI0/DKHO COOTBETCTBOBATE BPEMEHH YACPKHBAHNA
OCHOBHOFC KA HA XPOMATOFPAMME CTAHIAPTHOTO PAcTBOpE
JIEBOUCTHPIHER AMTHAPOXIOPHARL

OCHOBHOE NATHO HA XPOMATOIPAMME HCNBITYEMOTO PACTBOPA N0
PA3MEPaM. LBETY H BEIAHYHHC Rf AOQAKHO COOTBETCTBOBATL OCHOBHOMY
NATHY HA XPOMATOTPAMME CTAHAGPTHONY PACTROPA NEBOLETHPH3HHA
JHIHAPOXAOPHAR

BpeMeHa yacpkuanua ({r) OCHOBHBIX MHUKOB HA XpoMaTorpamme
HCMBITYEMOTD PACTBOPA JOMKHE! COOTBETCTROBATH BPEMEHAEM
YACPKHBAHNA Ha XPOMBTOIPAMME CTARIAPTHOID PACTBOPA MLTILI-
NapariAPOKCHOSHIOATA 1 TIPONHI-NApArkapokeHbensoaa

1isetHas peakumns JODKHA OBTH HONOMMTEIBHON.

{B pe3yabTaTe PEaKUHH NOBEPXHOCTE NOTYMEHHON CMeECH A0IKNa
$HAGOPECLHPOBATE IENEHBIM LBCTOM}

Homaen spacpxupars tpebonanug

Pactrop KomweH Oare npospadnbiy, 663 0CAIKA HIH MEXAHHUECKHX
BKHOUCHHA.

Oxpacka 0iKna GhTh HE RHTCHCHBHEE OKPACKH ITAN0HOB UBLTHOCTH By,
Yeuan GYq

Ord43 m055

1,083 riom® + 3% (01 1,051 30 1,115 riom™)

He foaee 2 kanens/c

108 r 10% (07 0,97 20 1,19 1)

OTKIONEHHE OT cpeancii Maccw 403sl; be Goaee £ 10%

{20 kaneas = 1 jo3a)

108 r+15%(r9.2a01241)

(ROTUHECTIBG RPUMECER SRPANCEHO 6 REPECHEMC HA FEEOYCTIUPUIUHE DU UOPOXIoPU)
He Goaee 0,50%

e Bonee 0,.10%

#e Oosee 2.0%

ne Bonee 1.0%

Kareropua 3A
Or 93,0 10 1050 %

27.00 My £ 10% (o7 24,30 20 29,70 Mr)/20 Ma
3,00 mr  10% (o1 2.70 a0 3,30 Mr)/20 ma

B COOTHETCTRHHN C HOPMATHBHON 0Ky MEHTAIICH
1 COOTBETCTBUH ¢ HOPMATHBHON A0KYMEHTALMEH

L Hepery/mpHOC MCHBITAHME BRTOIRASTCS I8 NepROll CEPHM EKErOIHO, Adkee /LI KakIoH 10-0ff cepui, NOITOMY AaHHLIH NOKAATEN: MOWET
P Y

OpiTh HE BRAIOMCH B CepTHbHKAT KavecTsa,

Mpowssoanrenn: A0 «DapmanenTruecknii 3anon T HTC» 9900, Kepmena, yar.Matam kupait 65, Benrpan
Dacopunni,yHAKoBUIHE: : 3A0 «DapmanesTuyeckiil 1anon ITHC» 9900, Kepmena, yrMaram kupai 65, Benrpusn
Brinyckasouuii sourpoin kauecrsa: 3A0 «Dapmanesrnyeckuit 1apoa ITHC» 9900, Kepmenz, yauMarnm kupaii 63, Benrpust

GOupma 3A0 «apmauesTiveckuil 3ason M HC» (Bysanciwt — Benrpus) FapasTupyct, 410 NPOH3BOACTEO YRARHHOID B HACTORIICM ceprudurare
npendparTa, BKAKYAs €10 VNAKOBKY H KOHIPOAL KAaYecTBa, NOIHOCTHEY COOTBETCTBYET rpeforanuam aeAcTeyiownx «lIpaBua oprasuIalug

APOWIBOACTEA W KOHTPOIA KAYECTRA EKApCTBEHHBIX cpencTan (cGMP).

Gupva  rapaHTHPYST, YT0 KA4eCTBO VKAIAHHOIG B HACTONMMEM ~Cepra(UKATC  Npenapara  COOTBETCTBYCT Tpebopaliiam

vrsepkaennoii HJI Ne JIN-000225-270318, a rawwe namenenunn Ne 1 Ne2 w HJL 1

Bysanewry, 04.12.2018 roza

GROVO5ES 1.0

f-p. Bamapxelin B
KpaauduuHposintoe 0l



