AstraZeneca%

Mpoussoacteo BenukobputaHum

YapTtep Yai

Cunk Poya BusHec MNapk
Makkncdung

Yewmwmp, SK10 2NA
AHMNKUA

Ten.: +44(0)1625 582828
dakc:+44(0)1625 422266

CEPTU®UKAT AHAITU3A

APUMMUOEKC, TabneTku, NnoKpbITbie NNeHO4YHOU obonoykon 1mMr, 6nuctepbl 2x14,

Cepus:
[aTa npoussoacTBa:
lopeH po:

CtpaHa-umnopTep:

Nnayku KapTOHHbIE
TB496
®espanb 2026
Axeapb 2031

Poccwuiickas ®egepauns

Homep nuLeH3umn Ha npom3BoaCTBO: 17901

Homep perncrpaumnoHHoro

YAOCTOBEPEHMS JM-Ne(008418)-(Pr-RU)
NOKA3ATEINb HOPMA PE3VYNBLTAT
OnucaHue Kpyrnele, aBosikoBbinyknele TabneTtky 6enoro ugera, CooTtBeTcTBYET

NOKpbITbIE NNeHo4HoW oBonoykoi. C rpaBUpPOBKON B BUAE
BykBbl «A» C NPOAOIMKEHNEM NPABOIN CTOPOHbLI B BUAE
CTPENKW, HanpaBfeHHOW BHWU3 Ha OAHOW CTOPOHE U Ha
apyrou ctopoHe - Adx |

CopepxaHWe OCHOBHOrO
OelCTBYIOLero BeljecTea
OCHOBHOE [ieiicTByloLEE

0,95-1,05 mr/Tabn.

0,99 mr/Tabn.

BELLIECTBO
ocHoBHoe gencteyowee | 95-105% OT 3aABNEHHOrO coaepXKaHus 99% ot
BELLIECTBO 3aABNEHHOro
coaep:kaHus
PacTtBopeHue CootBeTtcTByeT TpeboraHuam . BennkobputaHuu. (He CooTtBeTcTBYET
CooTtBeTcTBME | MeHee 85% OT 3aaBNeHHOro cogepxaHua Yyepes 30 MUHYT)

OpHoOpOAOHOCTL Peaynstat 85-115 % oT cpeagHero cogepXaHus COOTBETCTBYET
aosupoBaHua, BAXX
UoeHTudpmkauymn CooTBeTcTBUE 0A0BPEHHON METOANKE CooTtBeTcTBYET
(MK-cnekTpockonus)
Bopa no Kapny ®uwepy <=7,0 % Mm/m 5,1 % m/m

J[lOKyMEHT BbIrpy>XeH n3
ABTOMaTU3NPOBAHHON CUCTEMbI MO
ynpaB/ieHNo JOKyMeHTaMn Ka4yecTsa
Ha JleKapCcTBEeHHble npenapaTbl
000 "AcTpa3eHeka DapmacbioTukans"
(SOYKA:QDMS)

NHnynaTop BbIrpy3ku: MBaweykuHa T.A.

JaTa n Bpems Bbirpysku: 19.10.2026, 11:57

Crtpanuua 1 u3 3 OtyeT: 2443855




% Mpoussoacteo BenukobputaHum
AstraZeneca Haprep Yoi
Cunk Poya BusHec MNapk
Makkncdung
Yewmwmp, SK10 2NA
AHrnus
Ten.: +44(0)1625 582828
dakc:+44(0)1625 422266

CEPTU®UKAT AHAINTU3A
APUMMUOEKC, TabneTku, NnoKpbITbie NNeHO4YHOU obonoykon 1mMr, 6nuctepbl 2x14,
Nayku KapTOHHbIE

Cepusi: TB496

[aTa npoussoacTBa: ®eBpanb 2026

lopeH no: Ansapb 2031
CrpaHa-nmnopTep: Poccwuiickas ®egepauns
Homep nuueH3un Ha NnpoM3BoACTBO: 17901

Homep perncrpaumnoHHoro
YAOCTOBEPEHMS JM-Ne(008418)-(Pr-RU)

KommeHnTapuu: HopmatueHaa gokymeHTtauusa J1M-Ne(008418)-(Pr-RU)-140125

A®C: AHacTtposon
MpousBoguTens: 3kcenna 'mox u Ko. KI', HiopHBeprep WTtpacce 12, 90537 ®oixT, MepmaHus

Mpou3BoacTBO roTOBOW NEeKapCcTBeHHO (hopMbi:
Actpa3eHeka ®apmacstotukanc I, 587 Ong bantumop lMaik, Hetoapk, Oenasap, 19702, CLUA
UK GMP 12811 Insp GMP 12811/337410-0007

MepeuyHasa n BropuyHaa ynakoBka/ Bbinyckarowmin KoHTponb KavyectBa: Actpa3eHeka HOK
INumuten, Cunk Poyn BuaHec Mapk, Makknccung, Yewwup SK10 2NA, BenukobputaHus
UK MIA 17901 Insp GMP 17901/10117-0054

J[lOKyMEHT BbIrpy>XeH n3
ABTOMaTU3NPOBAHHON CUCTEMbI MO
ynpaBieHuo OKyMeHTaMn Ka4ecTBa CTpaHmua 2 n3 3 OtyeT: 2443855
Ha JleKapCcTBEeHHble npenapaTbl
000 "AcTpa3eHeka DapmacbioTukans"
(SOYKA:QDMS)

NHnynaTop BbIrpy3ku: MBaweykuHa T.A.

JaTa n Bpems Bbirpysku: 19.10.2026, 11:57




Mpoussoacteo BenukobputaHum

AstraZeneca% YapTep Yain

Cunk Poya BusHec MNapk
Makkncdung

Yewmwmp, SK10 2NA
AHrnusa

Ten.: +44(0)1625 582828
®akc:+44(0)1625 422266

CEPTU®UKAT AHAINTU3A
APUMMUOEKC, TabneTku, NnoKpbITbie NNeHO4YHOU obonoykon 1mMr, 6nuctepbl 2x14,
Nayku KapTOHHbIE

Cepusi: TB496

[aTa npoussoacTBa: ®eBpanb 2026

lopeH no: Ansapb 2031
CrpaHa-nmnopTep: Poccwuiickas ®egepauns
Homep nuueH3un Ha NnpoM3BoACTBO: 17901

Homep perncrpaumnoHHoro

YAOCTOBEPEHMS JM-Ne(008418)-(Pr-RU)
HuxeykazaHHoe 6b1no NnpoBepeHo nocpeacTBOM Mcnonb30BaHus
BanvaupoBaHHbIX KOMMNbOTEPU3NPOBaHHbIX CUCTEM U APYTUX 3NIEMEHTOB CUCTEMbI
KavecTBa:
Tect Kputepun PesynbTart
npuemMnemMocTu

YnakoBka B cooTrBeTcTtBUMM c H[] CooTBeTcTBYET

MapkupoBka B cooTrBeTcTtBUMM c H[] CooTBeTcTBYET

Cpok rogHOCTH B cooTrBeTcTtBUM c H[] CooTBeTcTBYeT

YcnoBus xpaHeHusA B cooTrBeTcTtBUMM c H[] CooTBeTcTBYET

Hactoswum noaTeep:kaalo, YTo BhilenpueeaeHHas MHOpMauusa SBNAETCA TOYHOW U OOCTOBEPHOMW.
[aHHas cepus M3roToBneHa/npou3BeaeHa, BKNOYasa ynakoBKy/MapKMpOBKY M KOHTPOMb KadecTea, Ha
BbllLEYKa3aHHOW MNPOU3BOACTBEHHOW Nnollagke B NONHOM cooTeeTcTBuM ¢ TpeboBaHuamu GMP,
MECTHOrO pEerynaTopHOro opraHa W cneuudukauusmK, ykazaHHbIMU B PEerMcTpauyMoHHOM
YOOCTOBEPEHMM WMMOPTMPYIOWe cTpaHbl. [lpoToKonbl MpoOM3BOACTBA CEpPWUM, YMAKOBKM M
NpoBeaeHHbIX aHanu3oB NpoBepeHbl M COOTBETCTBYIOT TpeboeaHuam GMP.

Homep cepuu cyb6etanumnm: 2503697

Pa3pe|.ueHue Ha peanu3auuio UCKNK4aeT Benbruwo

BhinyweHo: Nnnacn Pamckap YnonHoMo4eHHOE NuUo (exeaHeBHOE
[OKYMEHTUpPOBaHMe)
YNonHoMoYeHHoe Nnuuo

[aTa Bbinycka: 1 nona 2026 r.

(a

HaA nognucb ABNAeTCA WpPpWOW4vYecKW paBHOUEHHBIM 3KBEMBaneHTOM pYKOHHCHOﬁ

LlOKyMeHT BblrMﬂﬂlﬁCM]
ABTOMaTU3NPOBAHHON CUCTEMbI MO
ynpaB/ieHNo JOKyMeHTaMn Ka4yecTsa
Ha JleKapCcTBEeHHble npenapaTbl
000 "AcTpa3eHeka DapmacbioTukans"
(SOYKA:QDMS)

NHnynaTop BbIrpy3ku: MBaweykuHa T.A.

JaTa n Bpems Bbirpysku: 19.10.2026, 11:57

Crtpanuua 3 u3 3 OtyeT: 2443855




AstraZeneca UK Ltd

Charter Way
AStrazeneca Silk Road Business Park

Macclesfield

Cheshire, SK10 2NA

United Kingdom

Tel. +44 (0) 1625 582828

Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Arimidex, Film-coated tablets 1 mg, blisters 2x14, carton packs

Batch Number: TB496

Date of Manufacture: Feb-2026

Date of Expiry: Jan-2031

Importing Country: Russian Federation

Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: JM-Ne(008418)-(PIr-RU)

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Description Round, white biconvex film coated Complies

tablets. Impressed with a letter 'A' (upper
case) with an arrow head attached to the
foot of the extended right leg of the 'A' on
one face and ('Adx 1') on the reverse

face.
Active Agent Content
Active Agent 0.95 - 1.05 mg/tablet 0.99 mg/tablet
Active Agent 95-105 % LC 99 % LC
Dissolution
Compliance Complies to the BP (not less than 85% of Complies
the prescribed amount dissolved in 30
minutes)
Uniformity Of Content, HPLC Results within 85-115% of the average COMPLIES
content
Identity Infra Red Complies with the approved test. Complies
Water Karl Fischer <=7.0 % wiw 51 % wiw
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[lOKYMEHT BbIrpYy>XeH u3
ABTOMaTU3MPOBAHHON CUCTEMbI MO
ynpasJ/ieHUo AOKyMeHTaMn Ka4yecTBa
Ha JleKapCTBeHHble NpenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHununaTop BbIrpy3ku: MisaweyknHa T.A.

[aTa n Bpemsa Bbirpy3sku: 19.10.2026, 11:57




AstraZeneca UK Ltd

Charter Way
AStrazeneca Silk Road Business Park

Macclesfield

Cheshire, SK10 2NA

United Kingdom

Tel. +44 (0) 1625 582828

Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Arimidex, Film-coated tablets 1 mg, blisters 2x14, carton packs

Batch Number: TB496

Date of Manufacture: Feb-2026

Date of Expiry: Jan-2031

Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: JM-Ne(008418)-(PIr-RU)

Comments: Normative Document: JIlM-Ne(008418)-(PIr'-RU)-140125

APIl: ANASTROZOLE
Manufacturer: Excella GmbH & Co. KG, Nurnberger Strasse 12, 90537 Feucht, Germany

Formulation site: AstraZeneca Pharmaceuticals LP, 587 Old Baltimore Pike, Newark,
Delaware, 19702, USA
UK GMP 12811 Insp GMP 12811/337410-0007

Primary and secondary packing site / Batch release site: AstraZeneca UK Ltd, Silk Road
Business Park, Macclesfield, Cheshire, SK10 2NA, United Kingdom
UK MIA 17901 Insp GMP 17901/10117-0054

The following have been verified through system checks by validated computerised
systems and other quality management systems:

Test Acceptance Criteria Result

Packaging Complies to the normative document Complies
Labelling Complies to the normative document Complies
Expiry Complies to the normative document Complies
Storage = Complies to the normative document Complies

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorisation of the
importing country or product specification file for Investigational Medicinal Products. The batch processing, packagincg
and analysis records were reviewed and found to be in compliance with GMP.
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AstraZeneca UK Ltd

Charter Way
AStrazeneca Silk Road Business Park

Macclesfield

Cheshire, SK10 2NA

United Kingdom

Tel. +44 (0) 1625 582828

Fax.+44 (0) 1625 422266

CERTIFICATE OF ANALYSIS

Arimidex, Film-coated tablets 1 mg, blisters 2x14, carton packs

Batch Number: TB496

Date of Manufacture: Feb-2026

Date of Expiry: Jan-2031

Importing Country: Russian Federation
Manufacturing Authorisation Number: 17901

Marketing Authorisation Number: JM-Ne(008418)-(PIr-RU)

API| Batch: 2503697

Marketing Authorisation excludes supply to market(s) Belgium

Released by : Lindsay Ramscar QP Daily Register execution

Qualified Person
Released On : 1-Jul-2026

(This electronic signature is the legally binding equivalent of a hand written signature)
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