AEKJIAPAITMA O COOTBETCTBUU

AEKNAPAHT, NPHHEMAIOLHIA JEKJIAPALMIO O COOTBETCTBHM
000 "Aempa3enexa Hudacmpuz"

Jupesucmpuposano : Mesxepationnan unenexyust GHC Ne7 no Kanysicexoii ofn. OTPH 1104029001702 om
22.09.2010

Adpec: 249006, Kanyaeeras ofin., Boposekutt pation, dep. Jo6mmo, 1-1 Bocmounntii npoeso, en. 8. Teredhon:
(4843)826100.

B auye: lenepansitstii dupexmop Hsyiui I'A.

Hosepennoe innyo: Maxapruna T.H., dosepennacms NeO103/18 om 01.03.2018 2,

3ASBJSIET, UTO

aexapemeennoe cpedemso: Pazioderc®, pacmsop O eHympusbiedozo seedenus 250 me/S aui, wnpuyst 5
atn (2) 6 kovnnexme ¢ unoil (2), ynarosru auetiosere konnyprvie (1), nauiu kapmonnsie, PY Ne JIC-000855
om 06.08.2010 (dama savenw 18.11.2016) amdano Acmpa3enexa FOK Juwmuned, cepus PC356, napmust 4294
ynarosok, 20den 0o 31.10.2021, npeussodcmea Bemmep Papya-Pepmuzyn In6X u Ko, KT, lepmanus, Vetter
Pharma-Fertigung GmbH & Co.KG, Sehurzenstr: 87, 88212 Ravensburg, Germany / ynaxosano QOO0
“dempa3enexa Hudacmpuz”, Poceun, HHH 4029043692, 249006, Kanyacexas oénacme, Bopoeckuii pation,
dep. lobpuno, 1-ii Bocmounsii npoesd, eaadenue 8, koo OKITH2 21.20.10.212

COOTBETCTBYET TPEGBOBAHUAM

JIC-000855-260811 vaw. Ne 1-7

HEKJIAPAUMS TTPHHATA HA OCHOBAHWHN

nacnopm ppowssodumenn (cepmudticam anaausa) Ne 341 om 06.09.2018, Cepmudpuram coomsememsun
cucmensl sMeredyemenma kaueemea 6 Cuemene dobposoasnot cepmuguxayuu NFOCT P Ne POCC
RUHCILKON21, epox deticmaus ¢ 01.02.2016 2. do 01,02.2019 2., Opean no cepmughuxayuu cucmen
stenedoicyvenma BHHHC-CEPT OAO "BHHHC", Poccus, 123557, Mociea, Daermpuveckuii nepeyaor, 9.3/10,
cmp. |

JATA NPUHATHA JEKTAPALIAY /2.09.20/8
A JEACTBUTENBHA 10 31.10.2021
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5 CBEZ[EHI/HI O PETACTPALINM

OPTAH H('}"CEP UOUKALHNH, BAPEMCTPUPOBABLLIMIA JEKJIAPALIMIO )

RARU. 11 PMOS OPTAH O CEPTHOHKALHH ITPOAVKIHH OBLUECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYIKHOH LJEHTP KOHTPOJISI KAYECTBA",

adpec opearuseanyuu: 115280, &, Mockea, yn. Macmeprosa, 0. 4, am., 5, noam. I, ken. 1, adpec opeana no
ceprmuchurayuu: 115280, POCCHS, 20pod Mockea, ya. Macmeprosa, 3. 4. sm. 5., men.:(495)788-02-88. ed-
catin: oYKk, pe.

AEKJAPALUSA O COOTBETCTBHH 3APETUCTPUPOBAHA N POCC RU ﬁ-RU (DM#&' f?”"f}!?558/13
HATA [{LF HCTPAHVM 12.09.2018 R
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AstraZeneca

Haumenosanue npogykra:

Homep cepuu:

Homep cepun «in bulky:
Konuuecrao s cepum:
Dara npouwssopcTea:

lonen po:

Weneitanma npouseeneHs s
COOTBETCTBMM C;

000 «Acrpadeneka VkpacTpuas
249008, Kanyxckasn obn.,

Boposckwi paiow, gepesus JoGpuHo,
1-wiid BocTousLii npoean, snapsiive 8
Ten. +7 (48438) 2 61 00

Qakc +7 (48438) 2 681 09

06.09.2018
CEPTUDUKAT AHATIN3A Ne 341

«Paanoaekc®, pacTBOP ANA BHYTPUMBILLEYHOrO BBefeHus, 250 mr/5 mny, Ne2

PC356
PC356
4294 yn.
11.2017

10.2021

HO NC-000855-260811 «dasnonexc®, PacTeop ANA BHYTPUMBILEUHOID
BeeaeHus, 250 mr/5 mny:

Mam.Ne1 or 29.10.2013 r (Hf] J1C-000855-291013);

W3m.Ne2 ot 29.07.2015 r (H[] NC-000855-290715);

Mam.Ne3 ot 16.02.2016 r (HQ NC-000855-160216);

Vam.Ned ot 27.01.2016 r (H]] 11C-000855-2701 16);

Wam.Ne5 ot 18.11.2016 r (HL] NC-000855-1811186):

Wam NeG ot 03.05.2017 r (ML NC-000855-03051 7

Wam.Ne7 ot 30.06.2017 r (H[] J1C-D00855-300617).

Hara HaumeHosaHue nokaaarened Tpoebosanus HopmaTUBHOM Pesynbratel ncnsiraHuii

MCNLITaHWH

AOKYMEHTaLM

20.08.2018 - | Onucanue
05.09.2018

[pospayxasn, ot GecuseTHon 40 CooteeTtcTayer
KEenToro usera, sAakan JKUAOKOCTh.

MoanuHHoCTL WK-cnexTp nornougnus npenapara Moareepxaeqa
AOIKEH UMETk nonkoe coBnageHue
NOAOC NOrMOLLEHWA ¢ Nonocamu
nornouwjeHns MK-cnexrpa crasgaptHoro
obpasua.
LiseTHocTs Oxpacka npenaparta He AorKHa Cooteetcrayer
npesblwaTh aTanoH Y5,
MexaHwuecme Biiouerns Buaumesie Mpw BusyansHom CooTtBetcrByET
“acTubl KOHTPONE
pacTeopa
BUAUMbIE
MeXaHu4eckue
BKMIOYEHKA
ACMMHBI Y&
OTCYTCTBOBATH. /& 0%
Hesuanmble He Gonee 6000 || <}, 211 yacTuy Ha whpwy
HACTULbI Ha WwnpuL NEL | > £ 0
pasmepom = 10 ) ;
MK N




YACTULbI
paamepom = 25
MKM

LUNPULY

flara Havmerosanue nokasarensii Tpebosarus HopMaTUBHON Peaynbrarel nensiranuii
nerbITaHKui BOKYMEHTaLMK
Heanaumuie He Gonee 600 Ha 22 vacTuy Ha wripuy

Bona

He Gonee 1 % (Bec/otbem)

1 % Bec/obrem

0 % Bec/sec

MocroporHwe npumecn byneecTpanHT He Bonee 1 %
| cynbdoH (sec/sec)

Lpyras He Gonee 0,2 % 0.0 % sec/sec

HauBonsLuan (sec/Bec)

egunHuyHan

rpuMech

Cymma He Gonee 1 % 0 % sec/sec

npUMecen (Bec/sec)
Waenekaemsblit 0Bvew He meHee 5 mn Smn
bakrepuansHbie sHAOTOKCUHL | He Bonee 35 ES/mn CootseTcrayer
CrepunsHocTe Mpenapar gonieH BeiTh CTEPUNBEHBIM Coorsercrayer

KonuwyecTeeHHoe onpegenaHie

dynpecrpadT

Ot 95 % no 105
% ot
HOMUHANLHOrD
COAGPIKaHng

98 % oT HOM. coA.

hynasecTpaHT

014,75 % no
5,25 %
(Bec/obrem)

4.92 % sec/obrem

QOrawon (96 %)

Or9.0% po 11,0
% (aec/obbem)

9.6 % sec/obrem

Benannossii
cnupT

071 9,5% no 10,5
% (Bec/obbem)

10.0 % Bec/obwuem

BexsunbBenaocar

O1 14,2 % oo
15,8 %
(sec/obrem)

14.9 % Bec/ofLem

Ynakoska

o 5MN B CTEKNAHHLIA WNpWLY ©
GesonacHoi cucTemonr Beegenna.llo
2wWnpuya BMecTe ¢ AByms
sanevaranHbiMy Be30NacHbIMK

Ceooraercrayer

crepunsHeivMi urnamu(SafetyGlide™)s
NNACTUK. KOHTYPHYIO AYERKOBYIO YNi-ky ©
yrasarmnem FASLODEX 3akpbiTyio
NAACTUKOBOW KPLILUKOW C yKasaHuem
FASLODEX.No ogHoW KOHTYPHOR
A4aitkosoit yn-ke BmecTe ¢ ,
WHGTPYKLMEH NO NPUMEH. B KapTOH., &+

Mapivposka

B cooteercranm ¢ HJ e

navky ¢ KOHTPOMNEM NEPEOTO BCKPBITHA = |+

CEPTUGUKAT AHATA3A Ne 341
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[Hara
venbiTaHuia

Haumexosanwe nokasatenei Tpebosanus HopmaTneHoi
AOKYMEHTaUMN

PesyneTats! ucnbITaHui

Cpox rogrocTy 4 roga

Coorsercrayer

XpaHeHue [pv Temnepatype at 2°C Ao 8°C, B
JaUMLLIEHHOM OT CBETa MEecTe,

Cooreercreyer

3axknoveHue:

HomxHocrs

Pykosogurens OKK Wepbe+ko T.A.

Mpenapat «Pasnogekc®, PACTEOP ANA BHYTPUMBILLEYHOIO BREABHUA, 250 Mr/5 miy, Ne2 cepun PC366

COOTBETCTBYET Tpebosanuam

H 1C-000855-260811 «®asnogexc®, PacTeop A BHYTPUMbILLIEYHOrO BBEAEHKS, 250 M5 mnx;

Wam.Net oT 29.10,2013 r (H[ NG-000855-291013);
Wam.Ne2 ot 29.07.2015 r (H] NC-000855-290715):
Wam.Ne3 ot 16.02.2016 r (H/] J1C-000855-160216);
Viam.Ned ot 27.01.2016 r (H[] J1C-000855-2701 16);
Wam.Ne5 ot 18.11.2016 r (H[] J1C-000855-1811 186);
Wam.NeB ot 03.05.2017 r (ML NC-000855-03051 7
Wam.Ne7 or 30.06.2017 r (H[ NC-000855-300617).
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