NEKJAAPAIIAS O COOTBETCTRIAN

AEKJTAPART, IPHHUMAIOUUTH JTEKJAPALIIO O COOTRETCTBHH

000 "Acmpalenexa a Kang"

Ceederan o peucmpoju opeanusmiu; Mexpaionnan unenexyun Ledeparviol waczosei eqyichor N 46 no
& Mockee 25.11.2005, OFPH 1057749225830, dama npucsoenus OFPH 25.11,2003, .

Adpec: 123100, 2. Mockea, J-i Kpacwoaeapdedicini: npoesd, 0. 21, cmp. amaae 30, xesw, 13-4,

B mage: Fenepansiwi dupexmop {anapuna H.8.

Aosepeinoe sjo: Swosresa E.B,, dosepernocms 6 om 03.04.20] 8

SAHRISIET, YTO
Aaexapemeennne cpedeman: Tazpucco madnemiy HOKpbLnbie nrenowoll oborowai 80 2 10 wum., fnucmepn

(3), noury Kapmonnwe, PY No 004492 o 18.10.2017 andano Acmpalenexa Ab, Ulseyus | cepun FGZK,
napnics 1200 yraxosox, 200en do 28.02.202], pouseodemea Acimpalenexa AB, Wlsewn, IOT
Myusnunepriec, I'apmynasasen, Codepmanne, 15185 / AcmpaZenexa A5, lseyus, JI3T Ihakudoenore,
apmynusacen, Codepmane, 15185, kot OKITAZ 21.20.1 0.211, ko0 TH B34 3004900002, xonmpasm Ne
12014 om 15.05.2014, unaotic e 9799007152 om 05.06.2019

COOTBETCTBYET TPEBOBAHUAM

004492181017 !

AEKTAPAXHS TPHHATA HA OCHOBAHIH |

HpOrGROA wcriunaidi Ne H19-02547 om 17.06,2019 000 "HLUIC "Buomexnionozun”, ammecman
arkpedumay RARU.21DMNM, Cepmugniam POCC SE.0MIS.C80019 om 17, G6.201%

OPTAH 110 CEPTHOHKAIWH, 3APEFHCTPHPOBABIIHIL JIE APATIIE
FOCC RU.0001.1) DMIS OPIAH 1T0 CERTHOHKALIAH IPOIVRIAH BEIES
O PAHUHEHHOM OTBETCTEEHINOCTSIO "OKPYKHOM LIEHTP KORIE
aopec opearaesane: 135280, & Moexea, ya. Macmepxosa, 9. 4, sp1. 5, now 3@k, 1
cepnugurmyne 143581, Mocrosexan olisacmn, Hempuncxmi painon, dep, SR
(493)640-96-69, (495)757-92-78 8c6-catom: oywse pip,
AEXIAPAIEA O COOTBETCTBHM 3APEIHCTPHPOBAHA Ko POCC RU -5 Belfp
JATA PEIHCTPAUHM 77.06.2019 g
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AstraZeneca@

Acrpalereka Ab

Actpadeneka AB Caugen

Onepatiuesc

SE-151 £5 COEPTANGE

Useyun

Ten. +46 {0) 8 653 260 00
Daic +48 {0) 8 552 544 80

CEPTUGUKAT AHANU3A

TATPUCCO, Tabnetku, NOKpLITHIE NNEHo4HOMA oBonovkod, BO rar, Govcrep 3 x 10 wr., Poccus

Homep cepuu:

Hara npoussopcraa:
Foaen o:
Crpaxa-nMnoprep:

NOKAZATENBIMETON

Onucanue

Cpeannn macea
flopnuHHCcCTL

MoanwHHoCTs, YO

NognunxocTe, BSWX

Konuyectsedroe onpegenaHue
PORCTBOHHLIE NPUMECH
AZDS291 Oumep B

AZDY281 flnmep D

EAvHWHan HEMABHTUMBMLIMPDOBEHHEAR
ApUMEch

Cymma npumecei

FGZK

Mapr 2019,

Deppank 2021 1.
Poccuiickan Genepauns

HOPMbI

Osansunie, aecAkoBbNyKNbe TaBneTiv,

NOKPRITHIE NNEHO4HONR oBonoukon
CBETNO-KOPULHBBOrS LBBTE, C

rpasupoekoll «AZ 80» Ha DAHON CTopoHe

W rnagxue ¢ cOpaTtHon CTOROHLI.

HomuHanbHan Macea Tabnerin 0.520 ¢

CootseTcTBYET YO Chekrpy
cranpaprThore ofipasua

CODTBETCTBYET BpemeHi YAePHKUBAHUA
crangapTHero obpaaya

Ot 85 % po 105 % or 3anBneHRoro
KonvseacTea

He Gonee 1.0 %
He Bonee 0.2 %

He Bonee 0.2 %

He Bonee 1.6 %

Crpannua 1 uz 3

PE3YNIBTAT

Coorsercrayer

g.821r

CooTeeTcrayer

CooTeeTcTByST

89 % or sanBnexHoro
ROfiueCTEa

0.1%

<01%

<0.1%

Omvem: 1163026




AcTpadeneka Ab
ActpaSenexa AB Caugen
Onepafitenc

SE-151 85 COAEPTARGE
tlseunn

AstraZeneca &

g

Ten. *46 (0) 8 563 260 00
hake +46 (0) 8 552 544 80
CEPTHUOMKAT AHATIM3A

TAMPUCCO, TabneTin, norpeiTHie NneHouHoN obonoskoi, B0 mr, Snuctep 3 x 10 wr., Poccun

Homep cepun: FGZK

Lata npoussonsroa: Mapr 201871,

Fogew pno: ‘ Grespant 2021 .

CrpaHa-unanoprep: Poccriickan depopatmn

NOKASATENL/METO/[] HOPMbBI PE3YNbTAT
Pacreoperue
Konwuectao TabneTtok < 85 % or 0 rabnerok
3aRBNEHHOTO CORBPXKanyn
Konvuecteo Tabnetok < 65 % ot
3AARNEHHOID COAEPN@HUA . . 0 Tabnerox
Konwuectso Talineroxk < 55 % ot 0 TabrieTox

3FABNEHHOTC COLEPMAaHUA

Cpegres aHauenue 99 % 0T 3aABAEHHOIG
coAspKariin
MascumansHos aHaueHwe 100 % ot 3asmnexsHon
COAGDMEHURA
MurumansHoe sHaseHne 97 % OT 38RBNEHHOr0
CORBPHaHIA
Jarmiouenve Hornkro coorsetcracaats Tpebosatwam  CooTeeTcrayer

TapMOHMBMPOBAHKON cTaTen Dapm.
CLIAJ A, Qapm./ Eep. Gapu.

Q = 80% uepes 30 munyT. Annapar 2,
meTon Yo,

OanopoaHOCTL RO3UPOBAHUA FomiHo CoOTBeTCTEOBATL TS
rapMoHUINPOBaHHON CTaTb/' P
CLA! An. dapm.f Esp. Pagh
TectupyoT 10 Tabnetok  §

&
B
vs

Crpasnya 2mz 3

Onwem: 1163086




AcTpa3eHexa AB

% AcTpadenexa Ab Ceunes
AstraZeneca & - Onepahuenc
SE-151 85 COAEPTANLE
iliserns

Ten. +48 (0) 8 553 260 00
dakc +46 (0) 8 552 544 80

CEPTUOMKAT AHANTN3A

TAFPACCO, TaBneTy, NokpuiThie nnexouHoR oSonoukol, 80 wr, Onmctep 3 x 10 wr., Pocous

Howmep cepun: FGZK

Aava npowascgerom Mapr 2019,

Togew go: Gespane 2021,

Crpana-wmnoprep: Poccuhckan Gegepauun

NOKA3ATENLIMETOL HOPMbI PEIYIILTAT

Hacrosuse noareepaasTtcn, Yo BoilIENpUBEAeHHaR UWHDOPMAELWA ABNAETCH AOCTOREPHOW 1
TouHoH. [annan cepus WSroTOBNEHAMPOU3BEAGHE, BKNIQYAN YIBKOBKY U KOMTPONL KavecTsa, Ha
BbILEYHAIAHHOIK NPOMIBCACTBEHHON NNOWIBMKE, & NONHOM COOTBETCTENN & TpebBosanuamy GMP
MEBCTHOrC perynaToOpHOrO OpraHa W CNeuMpUKaLMAMA, YKA3EHHLIMU B PErvcTPaUUOHHOM
YROCTOBEPEHWM WUMNOPTHPYIOWE#H cTpaHsl, TIpOTOKONGI NPOM3BOACTBE COPMM, YNAKOBKA M
NpoREASHHBIX 8HENW308 NPOBEPEHb! 1 COOTBETCTEYIOT Tpebosanuam GMP.

Boinyiiero: Anxa Penbniom YRonHomMoueHHoe nuuo
YNONHOMOYEHHOE NLIC B COOTBETCTBUM ¢ TpeBoBarmuamu QupeKTnas
200UB3/EC

Hara swinycka: 29 Man 2019 .

(AavHan 2NEKTPOHHAA MOANMCL ABNRETCH WPUAMYECKH paskdlEEE S rgHe

PYKONUCHOR Nnognucy)

Crpanuua 3 ua 3

Omyon: 1163026




AstraZeneca =

AstraZeneca AB

AstraZenaca AB Sweden Operations
SE-151 85 SODERTALE

Sweden

Tel. +46 (0)8 553 260 00
Fax, +46 {0}8 552 544 80

CERTIFICATE OF ANALYSIS
TAGRISSO TAB 80MG BL 3X10 EARU

Batch Number;

Date of Manufacture:
Dale of Expley:
Importing Country:

TESTAROCEDURE
Pescriplion

Average mass

ldentification
Identification, UV

identification, MPLC

Assay
Degradation products
AZ[DB291 Dimer B
AZD9291 Dimer D
Individual unspedified degradalion
product
Tolal degradation products
Dissolution
Number of tablels < 85 % of labe)
claim
MNumber of 1ablels < 65 % of inbel
claim

FGZK
Mar-2019
Feb.2021

Russian Federation

ACCEFTANCE CRITERIA RESULT

Oval, biconvex, beige fitm-coated tabists  Complies
debossed with 'AZ 80" on 1 side and
plain on the raverse.

Naormal value 0.520 g ! 0521 g

Caonsistent with the UV spectra of the Complies
roference standard,

Consistent with the retention time of the  Complies
reference standard,

85 % to 105 % of label claim 98 % of label claim
NMT 1.0% 01 %

NMT 0.2% <01 %

NMT 0.2% <01 %

NMT 1.8% 0.1 %

Flags 10t 3
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AstraZenecas AB

L AstaZeneca AB Swaden Operations
AstraZeneca SE-151 5 SODERTALIE
Sweden
Tel. +46 (0)8 553 260 00
Fax.+46 (018 552 544 80
CERTIFICATE OF ANALYSIS
TAGRISSO TAB 80MG BL 3X10 EA RU
Batch Number: FGZK
Date of Manufacture: Mar-2016
Date of Expiry: Feb-2021
importing Country: Russian Federation
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Number of tablets < 55 % of label 0 Tablets
claim
Average value 39 % of label claim
Maximum value 100 % of label claim
Miniroum value 87 % of labal claim
Conclusion Shall comply with the requirements of the Compliss
harmonised USPUPIPH Eur, Q = B0% at
30 minules. Apparatus 2, UV
measurament.
Uniformity of Dosage Unils Shall comply with the requirements of the Compliss

harmonised USP/JP/Ph Eur. 10 tablets
tesied,

Pope ol d

B ——



3, AstraZensea AB

"."-‘f‘?% AstraZenecs AB Sweden Opoeations
AstraZeneca . SE-151 86 SODERTALIE
Sweden

Tel. +46 (0)8 553 260 00

Fax.+46 (0)8 552 544 80
CERTIFICATE OF ANALYSIS
TAGRISSO TAB 80MG BL 3X10 EARU
Hatch Number: FGZK
Date of Manufacture: Mar-20190
Date of Expiry: Feb-2021
Importing Country: Russian Federation

Itis hereby certified that the above information is authertic and aceurate, This batch of product has been fabricated!
manufaciured at the above mentioned site, including packaging and quality control in full compliance with the GMP
requirements of the local Regulatory Autharity and with the specifications in the Markeling Autherisation of the
importing country, The bateh pracessing, packaging and analysis records were reviewed and found to be in
compliance with GMP,

Released by : Anna Renblom Qualified Person
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