MUHVCTEPCTBO 3[IPABOOXPAHEHV S POQCVIMCKOM OE[EPATIN

WHCTPVYKIIMA

MHH3I PAB POCCHH

7 V0138900010108 2

[0 MEIMIIMHCKOMY IPUMEHECHHUIO JIEKAPCTREHHOTO npemnapara

COT'TACOBAHO

Berasok® 30K
HaUMEHOBaHHE JIEKAPCTBEHHOTO IIpernapara

TabaeTky ¢ NPONOHIHPOBAHHEBIM BBLICBO0OKIEeHHEM, IOKPBITHIE 060J109KOi,
25 mr, 50 mr, 100 mr

JeKapcTBeHHAs (opMa, T03UPOBKA

Actpa3enexa AB, [lIsenus

HanMCHOBAHUE MPOUBBOAMTEILL, CTpaHa

Usmenerue No |

Hara BHecenus Usmenenus: «

040820

»

Crapas pexakuus

Hosasi pepaxnus

®opma BbIyCKa

Tabnerku ¢ IIPOJIOHTUPOBAHHBIM

BBEICBOOOXXIECHHEM, TOKPBITHIE 00OIOUKOM, II0
25 mr, 50 mr u 100 mr.

Tabnetku 25 wMr: 1o

amomunnit/TIBX Gnucrepe, omun Guacrep ¢
UHCTPYKIMEH II0 NPUMEHEHHIO B KapTOHHOMN

IMayvykKe.

Tabnerku 50 mr u 100 mr: o 30 Tabnerox B

MIIaCTUKOBOM (bJIaKOHC C 3aBUHYUBAIOIIEHCT |

ITACTHKOBOM KPBIIIKOM C KOHTPOJIEM IIEPBOTO
BCKDBITHS, (IakOH B KapTOHHOM ITaYKe ¢

HHCTPYKILMEH 110 IPUMEHEHHIO.

Hnu (ungpopmauus yxazvieaemca monvko

npu yhRakKogke Ha npeonpuAmMUU

14 Tabnerox B

PopMa BbITYCKA

Tabnetxu c IIPOJIOHTUPOBAaHHBIM

BBICBOOOM(IEHHEM, TOKPHITEIE 00O0IOUYKOM, 110

25 mr, 50 mr u 100 Mr.

Tabnerku 25 wmr: mo 14 Tabnerok B |

amoMuuui/IIBX Oaucrepe, ogun Gmmcrep ¢
|
|
UHCTPYKIMEH [0 NPHMEHEHHIO B KapTOHHOM |
i
|

TIa9KE C KOHTPOJIEM IIEPBOI'O BCKPBITHS.

Tabaerku 50 Mr u 100 mMr: mo 30 TtabneTok B |

IUIACTUKOBOM ()JIaKOHE C 3aBHHYHMBAIOMIEHCS |
IITACTUKOBOM KPHIMIKOH ¢ KOHTPOJIEM MEPBOTO
BCKpBITHS, (IakOH C MHCTPYKUMEH 11O |
IPUMEHEHHIO B KAPTOHHOHU NadKe ¢ KOHTPOJIEM

IEPBOr0 BCKPHITHSL.

Hnu (unpopmayua yxasbieaemca monsko |

Acmpa3enexka @apmacviomuxan Ko., JImo.,

VRAKOBKE Ha npeonpuamuy |

npu

Kumaii):

TabneTku G [IPOJIOHTUPOBAHHBIM

BBICBOOOX/IEHHEM, MOKPHITEIE OGOJOYKOM, IO

25 mr, 50 Mr u 100 mr.

|

Acmpa3enexa DPapmacviomuran Ko., JImo., |

Kumaii):

Tabnetku c IIPOJIOHTMPOBAHHBIM 1

BBICBOOOK/IEHHEM, MOKPHITEIE 000NI0YKOH, 1O |




Usmenenue No

_ 1 xTINO013890/01-111217__C. 2

Crapas penaknus

Hopasi pexakous

Tabnerkm 25 wr:

no 14 Ttabnerok B

aroMuani/[IBX/TIBJIX

Omacrepe,  ommH
GMECTEp ¢ MHCTPYKIHEH MO NPAMEHEHHIO B

KapTOHHOW IavKe.

Tabnerku 50 mr u 100 mr: o 15 Tabierox B
amroMuHIH/[IBX/TIBJIX 2

GIucTepa ¢ HHCTPYKLMEN MO NPUMEHEHHIO B

bnucrepe,

KapTOHHOM IayKe.

25 mr, 50 mr u 100 mr.

Tabnetkn 25 wMr: no 14 Ttabnetox B

amomuHui/[IBX/TIBJIX

Omucrepe,  omHMH
OnucTep ¢ MHCTPYKUHEH 10 MPUMEHEHMIO B

KapTOHHOH nauke.

Tabnetku 50 mr u 100 mr: mo 15 TabneTok B |

amomuanit/[IBX/TIBJIX 2

Onucrepa ¢ MHCTPYKLMEH 10 MPUMEHEHMIO B

omucrepe,

KapTOHHOH mauke.

(undpopmauun _yxassieaemca _monvko _npu

(unpopmayun _yKasvleaemca _moasko npu

Yynakoeke Ha npeonpuamuax Acmpa3eneka

VHAKOgKe Ha _npeonpusmuu Acmpa3enexa |

Ab,  Illgeuun, Acmpa3enexa __I'méX,

Ab, Illseuusn):

I'epmanun, u 340 «3u0-300posvey, Poccus):
IIpon3BoauTenn

Actpa3enexa AB, SE-151 85 Copepranse,
HIsenus

AstraZeneca AB, SE-151 85 Sodertalje,
Sweden

DacoBmuK (MEPBUYHAS YIAKOBKA)

1. Actpa3enexa AB, SE-151 85 Conepranse,
IIBenus

AstraZeneca AB, SE-151 85 Sodertalje,

Sweden

2. Acrpa3eneka I'M6X, Tuncmanep Ber 183, |

22880 Benens, ['epmanus

AstraZeneca GmbH, Tinsdaler Weg 183, |
22880 Wedel, Germany

(ons mabnremox 25 me)

YnakoBmuk (BTOpHYHaA
(moTpebuTenbcKasn) YIAKOBKA) "

BBIITY CKAIOMMI KOHTPOJIb Ka4ecTBa
1. Actpa3enexa AbB, SE-151 85 Conepranse,
IIBerus

IIpoussoauTes, pacoBmuK (MepBUYHAN
YIaKOBKa), yHAKOBIIHK (BTOPHYHAS
(morpeduTenbcKkas) ynakoBKa) u
BBLIMYCKAK MU KOHTPOJIb KavyecTBa
Actpa3enexa AB, SE-151 85 Coneprainse,
Hlserms

AsiraZeneca AB, SE-151 85 Sodertalje,

| Sweden

Haumenosanue, adpec opearuzayuu,
VNONHOMOYEHHOU Oepicamenem unu
811aoenvbyem pecucmpayuoHHo20o
yoocmosepeHusa 1ekapCcmeeHHo20 npenapama
0151 MEOUYUHCKO20 NPUMEHEHUSL HA NPUHAMUE
npemen3us om nompeoumens.
IIpencraBrTenscTBO KOMNaHul Actpa3eHeka
FOK Jlumuren, BemukoOpuranus, B . Mockse
7 OO0 Actpa3ereka PapmacblOTHKAI3:
123100, r. Mockga, 1-it Kpacuorpapaehckuit

mpoesn, jx. 21, crp. 1, atax 30, komHaTe! 13 1
14




Usmenenue No

1 xIINO13890/01-111217 _C. 3

Crapasi pexaknus

HoBas pepaxnus

AstraZeneca AB, SE-15]1 85 Sodertalje,
Sweden

2. Actpa3eneka I'mM6X, Tuncnanep Ber 183,
22880 Benens, 'epmanus
AstraZeneca GmbH, Tinsdaler
22880 Wedel, Germany

(ona mabnemox 25 m2)

3. 3AO0 «3u0-3noposbe», Poccus, 142103,
MockoBckas 061,

r. Ilomonnck,

Y.

XKenesnonopoxuas, 2

Haumenoeanue, aopec opeanusayuu,
YRONHOMOYEHHOU Oepicameliem unu
enaoenvyem pecucmpayuoHHo20
Yyoocmosepenus 1ekapcmeenHo2o npenapama
O/l MEOUYUHCKO20 NPUMEHEHUS HA NPUHAMUE
npemen3suti om nompebumens:
IIpencraBuTensCTBO KOMITAaHAM AcTpa3eHexa
IOK JInmuten, BemukoGpurtanus, B r. Mockse
1 OO0 Actpa3eneka ®apMacbIOTHKA3:
125284 Mockga, yn. Berosas 1. 3, ctp. 1
Ten. +7495 7995699
baxc +7495 7995698

Hnu (ungpopmauus yxassieaemca _moyrvKo

npu__ynaxkoeéke na npednpusmuu 000

«Acmpa3enexa Hnoacmpus», Poccus):
IIponsBoaurtens

Acrtpa3enexka Ab, SE-151 85 Copepranse,
IIsenus

AstraZeneca AB, SE-151 85 Sodertalje,
Sweden

PacoBmUK (IEPBHYHAS YIIAKOBKA)

Ten. +7 (495) 799 56 99
baxc +7 (495) 799 56 98

©AstraZeneca 2020
Weg 183,

Hnu_ (ungpopmauus ykazvieaemca monbvko

nrpu___ynaxkoexke _Ha _npeonpusmuu 000

«Acmpa3enexa Hudacmpus», Poccus):

IIponsBoaure.s, pacoBmuk (nepBUYHAS

YIaKoBKa)

Actpa3enexa Ab, SE-151 85 Conepraise,

Ieerus
AstraZeneca AB, SE-151 85 Sodertalje,

Sweden

YnakoBmuk (BTOpHYHAS
(moTpebuTeNbCKas) YHAKOBKA) B
BBIYCKAIIIHI KOHTPO/Ib Ka4ecTBa
000 «Acrpa3eneka Ungactpus»

249006, Poccus, Kamyxckas o6nacTs,
bopoBckuit paiioH, gepeBHs JloOpuHo, 1-bIi

BocrtouHbni npoe3a, BuaaeHue 3

Haumenosanue, aopec opeanuzayuuy,
VNONHOMOYEHHOU Oepicamenem unu
snaoenvyem pecucmpayuoHHo20
Y00CmoseperUA 1eKapCmeeHHO20 npenapama
OISl MEOUYUHCKO20 NPUMEHEHUS HA NPUHAMUE
npemen3ui om nompeobumens.

000 Acrpa3enexa @apMachlOTHKAI3
123100, r. Mocksa, 1-it KpacHorBapaehckuii
mpoesn, A. 21, crp. 1, stax 30, xomHats! 13 u
14

|
|




Hsmenerne No

1___xIINOI3890/01-111217 C. 4

Crapas pexakuus

Hopas penaxous

1. Actpa3enexa AB, SE-151 85 Conepranse,
IIBernus

AstraZeneca AB, SE-151 85 Sodertalje,

Sweden

(ona mabnemox 50 mz u 100 mz) ‘
2. Actpa3eneka I'mM6X, Tuncnarep Ber 183, ;
22880 Begens, I'epmanus x

AstraZeneca GmbH, Tinsdaler Weg 183,
22880 Wedel, Germany

(0na mabnemox 25 m2)

YnakoBmuk (BTOpHYHAN
(morpedurennckan) YIAKOBKA) "

BBIITYCKAIMHUH KOHTPOJIb KaY€eCcTBa
00O «Actpa3enexa Unmactpus»

249006, Poccus, Kamyxckas  o671acTs,
BopoBckuii paiion, nepesus Io6pumo, 1-brf

Bocroynsiit mpoes, Bnanenve 8

Haumenosanue, aopec opeanuszayuu,
YNONHOMOYEHHOU Oepicamenem ulu
enaoenvbyem pecucmpayuoHHo20
Y0ocmoeepenus 1eKapcmeenHo20 npenapama
0151 MEOUYUHCKO20 NPUMEHEHUA HA NPUKAMUE
npemen3ut om nompebumens:

00O Actpa3enexa @apmMackOTHKAI3
125284 Mocksa, yn. Berosas . 3, c1p. 1
Ten. +7495 7995699
baxc +7495 7995698

©AstraZeneca 2015-2017

Hnu gung[)op.zuauwl VK@A3bi8GE€MCA__MOJIbKO

npu

ynaxkoeke Ha

npeonpusmuu

. Haumenosanue, aopec opeanusayuu,

Tel. +7 (495) 799 56 99
daxc +7 (495) 799 56 98

©AstraZeneca 2015-2020

Hnu (unpopmawua yxazsieaemca monvko

npu

Acmpa3enexa @apmacvromuxan Ko., JImo.,

YRAKo8Ke Ha npeonpuamuu

Kumaii):

Ipomzeoaurens

Actpa3enexa Ab, SE-151 85 Coneprainse,
IIpemwmst

| AstraZeneca AB, SE-151 85 Sodertalje,

Sweden

PacoBmHK (MepBHYHAN YIIAKOBKA),
YHaKOBIKMK (BTOPHYHAS
(noTpebuTebCKas) yIaKkoBKa)
BBINYCKAK N KOHTPOJIb KavecTBa
Actpa3enexa @apmacerotukai Ko., JIta.,
Kurai

Ne 2, Xynrman Poya, Byken, [3sucy, Kurai

AstraZeneca Pharmaceutical Co., Ltd., China |

No.2, Huangshan Road, Wuxi, Jiangsu, China |

YNONHOMOYEHHOU Oepicamenem unu

anaoen byem pec2ucmpayuorHoco

yoocmosepenua 1ekapcmseeHHo20 npenapama
0151 MEOUYUHCKO20 NPUMEHEHUSL HA NPUHAMUE
npemen3ui om nompebumens:
ITpencraBuTenbcTBO KOMIIaHUU AcTtpa3eHeka

|

IOK JImmuren, Benuxobpuranus, B . Mockse |

1 OO0 Actpa3enexa @apMachblOTHKANI3: ‘




M3venerme Ne 1 xITINO13890/01-111217 _C. 5

Crapas pexaknus Hosas pepaxuus

Acmpa3enexa Papmacviomuxan Ko., JImo., | 123100, r. Mocksa, 1-# Kpacaorsapae#ckuit

Kumau): mpoesn, a. 21, ctp. 1, stax 30, koMHaTH 13 1
IIpomn3BoauTesn 14

Acrtpa3eneka AB, SE-151 85 Copepranse, | Ten. +7 (495) 799 56 99

IlIeemus | paxc +7 (495) 799 56 98

AstraZeneca AB, SE-151 85 Sodertalje, J

Sweden 1 ©AstraZeneca 2016-2020

DacoBmUK (nepBu9Hasn ylaKkoBKa),

YHAaKOBIIHK (BropraHas

(moTpeb6uTennckasn) YIaKOBKA) "

BBIITY CKAIIIHI KOHTPOIb KA4€CTBA
Actpa3eneka ®apmacerotuxan Ko., Jltn,
Kuraii

Ne 2, Xynrman Poyn, Byken, [{3ancy, Kurait
AstraZeneca Pharmaceutical Co., Ltd., China

No.2, Huangshan Road, Wuxi, Jiangsu, China

Haumenoeanue, aopec opeanuszayuu,
YNONHOMOYEHHOU Oepicamenem iy
enaoenvyem pecucmpayuoHHo20

Yyoocmoeepenus 1eKApCMEEHHO20 NPenapama

Ol MEOUYUHCKO20 NPUMEHEHUS HA NPUHAMUE

npemen3uti om nompebumensa.

IIpencraBuTenseTBO KOMIaHUU AcTpa3eHeka
IOK JIumuten, BenukoGpuranus, B r. Mockse
1 OO0 Acrpa3eneka @apMaCchIOTHKAII3:
125284 Mocksa, yiu. berosas . 3, ctp. 1
Ten. +7495 7995699
daxc +7495 7995698

©AstraZeneca 2016

Menemxep 1o perucrpanuu rnpenapaTon

edamrona O.IL
] ouo




