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HEKJAPAIIMA O COOTBETCTBHU

JEKJIAPAHT, IPUHUMAIOMUH JEKJTAPALIMIO O COOTBETCTBHH

000 "Aempalenexa Hrdacmpus"

Ceaepenua o peaucmpayin oprarayun Huenexyua Dedepaivnoi naiozoeoll caycdn no Jlemincrouy oxpyay
2 Karven 26.12.2015, OI'PH 1104029001702, oama npuceoenus OF'PH 22.09.2010.

Adpec: 249006, Kaayawcekaa oia., Koposcrudl pution, dep. Jodpune, 1< Bocmounenit npoeso, sa. 8. Tenethon,
(4843)826 100,

B auye: Nenepanonont oupexmop Hayrui [A.

Hosepennoe auyo: Kpacnosa 1'B., dosepennocms Ne2001/19 om 20.01.2019

SASBJSIET, UTO

JAexapemsenioe cpedemso. Bpuannmak, mataemu noxpeimete nienounon oooroyrot 90 vz 14 uom., ynarosxu
suetkossle kounvprowe (12), nawku kapmonnvie, PY No JIH-001059 om 27.10.2011 (oama saveun 02.11.2016)
gutdano Acmpa3euera Ab, cepua TLDY, napmusi 65735 ynaxosor, coden do 30.09.2021, npouseodcemea
Acmpa3enera AB, [Hseyua, AstraZeneca AB, SE-151 85 Sodertalje, Sweden / ynaxosano OO0 "Acmpa3enera
Huoacmpus”, Poccus, HFHH 4029043692, 249006, Kamnvoiceras odiacms, Bopoecruil pation, dep. Hodpuno, 1-i
Bocmoune it npoeso, exadenue 8, koo OKIL[2 21.20.10. 140

COOTBETCTBYET TPEBOBAHMAM
JHT 001039-271011 wsv. Mo [-8

AEKJAPALIAA TPHHHATA HA OCHOBAHHU .
nacnopm ApoUIOAumenst (cepmudhuram ananiza) Ne6 om 22.01. 2019, Cepmuhuram coomsememeus cucmemsr
MeHeoxesenma kavecmaa 6 Cucmente dobposoivnon cepmudburayuy FOCT P ANo POCC RUHC T K01121, '
cpox deticmausi ¢ 01.02.2016 ». 00 01.02.2019 2., Opean no cepmudhurayuu cucmen smenedycsenna BHITHC-
CEPT OAQ "BHUHC", Poccus, 123357, Mocxea, Daexmpuueckuii nepeyaox, 0.3/10, emp. |

JATA NPHHSITHA AEKTAPAITUR 24012019
JIEKJTAPAITIHS TEUCTBUTEJBHA 10 30.09 2021
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K ANYTA 5
OPTAH MO CEPTHOUKALIAH, 3APENMCTPUPOBABILIMIT JEKTAPATIHIO

RA.RU. 11®OMO8 OPTAH ITO CEPTHDHKAITHH TPOIYKIJHH OFH[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPVKHOH HHEHTP KOHTPOJH KAYECTBA"

adpec opearnsaun: 115280, 2 Mocrsa. yu. Macmeprosa, 0. 4, om. 3. now. I, kow. 1, adpec opeana no
cepmudpucayun: 113280, POCCHH, 2opod Mocwea, yiu. Macmeprosa, 0. 4, om. 3., men. - (493)788-02-88, setd-
catim: oysK.pg.

JAEKJTAPALHHSA O COOTBETCTBHU 3APEIHCTPUPOBAHA M POCC RU J-RU.@M08.B.13591/19
JATA PETHCTPALIMM 240/ 2019
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000 «Actpalenera MHgacTpuss
249006, Kanyxckaa obn.,

ASt?’aZ@ﬁé{:a Boposckuii padion, pepesta HoGpuro,
1-bii BoctouHsiil npoean, enajeqve 8
Ten. +7 (48438) 2 61 00
Paxc +7 (48438) 261 09
22.01.2019
CEPTUOUKAT AHAJTU3A Ne 6
HawmeroBanue npoayira: «bBpununTa®, TabneTy, NoKpLITLIe MNérouHoi oBonaukon, 90 mrs, Ne 168
Homep cepwu: TLDY
Homep cepun «in bulksn: TLDY
Konu4ecTso B cepun: 6575 ym.
[aTa npovasoncTsa; 10.2018
fogeH po: 09.2021
WcnbiTanus npovssefieHsl B HO N 001059-271011 «Bpununta®, Tabnetkd, NOKpsIThle MNEHOYHOR
COOTBETCTBUM C: ofonoykoit, 90 mr; Mam. Netor 27.08.2012r. (N1 001059-270812); Ham.
Ne2 ot 08.05.2013 r. (JIN1 001059-080513); Wam. Ne3 ot 28.10.2013 r. (JIN
001059-281013); Mam. Ned ot 12.08.2014 r. (J111 001059-120814); Wam. Ne5
ot 15.01.2016r. (NN 001059-150116); Wam. Ne6 or 28.04.2016 r. (NN
001059-280416); Viam. Ne7 ot 29.08.2018 r. (/11 001059-290818); Nam. Ned
o1 03.12.2018 r. (J11 001059-031218).
[ara HaumenosaHune noxkasarenei Tpebosarus HOPMaTUBHOR PesynbTarhl ncnbiTaHui
UcnbITaHWi [OKyMEHTaLWM
16.01.2019 - | Onucanve Kpyrnbie, A4BOAKOBLINYKNLIE TABNeTkn, Coorsercrayer
22.01.2019 NOKPBLITHIE MNEHOUHOA 0BONOUKON
WKENToro upera, ¢ rpasnposkon 90/ T
Ha O[HOR CTOpOHE
MoanuHHOCTL Bpems yaepKkMBaHus OCHOB. NUKa Ha MNoaresepxpeHa
XpomMarorpamMmme UCMbITYemoro
pACTBOpa [OINMKHO COOTBETCTROBATL
BPEMEHN YABDKABAHUSA TUKA
TUKarpenopa Ha xpomartorpamme
CTaHZapTHOro pacrsopa.
YD-cnekTp nornoweHus 0CHOB. nuka Ha
XPOMEaTOrpamMmme UCNbLITYEMoro
pacTeopa AOMKeH COOTBETCTBOBATH
Y®-crnekTpy nornoweHa OCHOB. nuka
Ha XpomMaTorpamMmme cTaHaapTHOro
pacTeopa
PacreopeHue Hopmebl He menee 70 % CooTteTcrayeT
(Q) yepes 45 muH
OT 3a5B8NEHHOID
COAEeRaHns
Cpearee Coorsetcrayer 87 %




fara
WCTILITaHWIA

HaumeroBanve nokasarenei Tpebosarus HOpMaTUBHON

JOKYMeHTaL K

PeaynbTathl nenbiranui

3Haqenve HI
MakcumansHoe Coorsercreyer 88 %
3HaveHune HO
MuHumaneHoe Coorsercreyer 86 %
3HaYeHne HO
MocToporHue npumeck MioBoii He Bonee 0,2 % 0.1%
EANHUYHOW
npuMecu
Cymma He Gonee 0,5 % 0.2 %
npumecen
MukpoBuonoruueckasn uncroTa Obuwee yvcno He Bonee 10° Menee 10 KOEB 11
a3p00HbIX KOEg1r
MUKPOODIraHn3m
0B
Obuwee unucno He Gonee 102 Menee 10 KOE & 11
DDOKKEBBLIX W KOEB1r
I18CHEBRIX
rpubos
Escherichia coli Orteyrersue He o6HapyxeHo
Escherichia coli B
1r
OHOPOAHOCTb A03MPOBAHNS Hopub Ons 10 TaBnerok Coorsercreyer
AV <= 15,0 unu
Ina 30 TaBnetox
AV <= 150 npu
ycnosuu, 4to
0,75 M <= xi <=
1,25 M
Kpurepui CooreercTyeT 2.8
NpUeMnemMmocTy, HO
AY
KonuuecteenHoe onpegenetme| OT 95 % 40 105 % oT 3a8BNEHHOTO 100 % ot 3asen,
KonuuecTsa
Ynakoska Mo 14 TaBnetok B Gnnctepe us Coorsetcrayer
AnTIBX/MBAOX. 12 Gnucrepos ¢
VHCTPRYKUWER NO MeauLMHCKOMY
NPUMEHEHWIO B KAPTOHHOW Nayke ¢
KOHTDOMNEM NepBoro BCKPbITHUS
Mapkuposka Coorsercrayer HJ] Cooteercrayer
XpaHeHue Mpu remnepatype ve Beiwe 30 °C CootBetctyer
Cpok rogHocTu 3ropa Cooteercrayer

CEPTUPMKAT AHATTM3A Na 6
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Sakmouenue:  lpenapat «bpunukta®, rabnerku, nokpeITeie NN&HOUHOR oBonoukol, 90 mr», Ne 168 cepun TLDY
COOTBETCTBYET TpeboBaHuam
HI 1M 001059-271011 «BpunuHTa®, Tabnetkn, NOKpbITHIE NNEHOMHON oBonoykoi, 90 Mr Mam. Nel or
27.08.2012r. (1N 001059-270812); Mam. Ne2 ot 08.05.2013r. (NN 001059-080513); Wam. No3 ot
28.10.2013r. (/1N 001059-281013); Wam. Ned ot 12.08.2014 . (717 001059-120814); Wam. Neob o
15.01.2016 r. (NN 001059-150116); Mam. Ne6 or 28.04.2016 r. (NN 001059-280416); Uam. Ne7 or
29.08.2018 r. (J111 001059-290818); Wam. Ne8 o1 03.12.2018 r. (JIN 001059-031218).

HomkHocTs DHO

Lupexrop no kavecTry MakapxuHa TH
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