AST-0210827 B.1.0 CraTtyc: YTeepxaeHo [Jarta yteepxaeHus: 10 noHsa 2026 r. CtpaHuua 1 u3 5
CoA-100004754-SFRB-RU
AcTpa3eHeka Ab
AcTpa3eHeka Ab CeuaeH OnepaiilleHc
SE-151 85 COOEPTAINBE

AstraZeneca LiseLws

Ten. +46 (0) 8 553 260 00
®daxc +46 (0) 8 552 544 80

CEPTUPUKAT AHAJIU3A

MYNbMWKOPT cycneHnsus ansa uHranaumi gosvposaHHas 0.25 mr/mn, koHTenHep (2 mn) 1x20,
Nayky KapTOHHbIE

Howmep cepum: SFRB

Harta npounsBoacrtea: Man 2026 .

NogeH po: Anpenb 2028 r.

CrpaHa-umnoprep: Poccuiickas ®egepaums

Homep nuueH3uu Ha SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
NPoOu3BOACTBO:

PeructpaunoHHoe yaoctoBepenmne: J1M-Ne(007624)-(Pr-RU)

Cneundmkaums: Doc ID-001535608, Bepcus 7.0
NOKA3ATENbL/METO[ HOPMbI PE3YNbTAT
BynecoHng
KonudectBeHHoe onpeaeneHne Ha momeHT Bbinycka: 0.237 - 0.263 mr/mn. 0.250 mr/mn
6ynecoHuaa
MoanuHHocTb BygecoHnaa JorxHa BbITb NONOXUTENBHON MNonoxutenbHas

MocTopoHHMe NnpuMecH

IMobown apyroi eaMHUYHON He He 6onee 0.2 % 0.1%
naeHTUdULMpPOBaHHON NpUMecHK

OnucaHue Ilerko pecycneHaMpyemas cycneHauns 6enoro unun nodtu | CooTBeTcTByeT
6enoro UBeTa B KOHTelHepax U3 NoNMaTUIeHa HU3KOM
NMOTHOCTW, CoAepXaluMX PasoByio O03Y.

pH 4.0-5.0 45
OaHopoaHOCTL A03UMPOBaHUA DorxHa cooteeTtcTBoBaTL P PO (cnocob 1). CootBeTcTBYET
(Ctagua 1)
Pazmep yactuy

CpegHuii gnameTp YacTuy, (no He 6onee 4 Mkm 2 MKM

macce)

Yactuubl ¢ guameTpom <=7 He meHee 90 % (m/m) 99 % (M/m)

MKM

[loOKYMEHT BbIrpy>XeH n3
ABTOMaTU3MPOBAHHOW CUCTEMBI MO
ynpaB/iieHUo AOKyMeHTaMn KayecTBa

Ha fleKapcTBeHHble npenapaThbl I'Iepe,q ncnosb3oBaHMem yﬁep,met:b, YTO 3TO NOCNeagHAA BeEpPCUA OOKYMEHTa.
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NHununaTop BoIrpy3ku: MBawweykuHa T.A.
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CoA-100004754-SFRB-RU
AcTpa3eHeka Ab
AcTpa3eHeka Ab CeuaeH OnepaiilleHc
SE-151 85 COOEPTAINBE

AstraZeneca LiseLws

Ten. +46 (0) 8 553 260 00
®daxc +46 (0) 8 552 544 80

CEPTUPUKAT AHAJIU3A

MYNbMWKOPT cycneHnsus ansa uHranaumi gosvposaHHas 0.25 mr/mn, koHTenHep (2 mn) 1x20,
Nayky KapTOHHbIE

Howmep cepum: SFRB

Harta npounsBoacrtea: Man 2026 .

NogeH po: Anpenb 2028 r.

CrpaHa-umnoprep: Poccuiickas ®egepaums

Homep nuueH3uu Ha SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
NPoOu3BOACTBO:

PeructpaunoHHoe yaoctoBepenmne: J1M-Ne(007624)-(Pr-RU)
Cneundmkaums: Doc ID-001535608, Bepcus 7.0

NocTopoHHME NpuMeckH
21-perngpobynecoHng He 6onee 0.5 % < 0.05%
17-kap6oHoBas kucnoTa He 6onee 0.5 % < 0.05%
bynecoHvnpa
CymMma noctopoHHuX npumecein | He Bbonee 1.5 % 0.2%
16,17-germgpo-21- Menee 0.10 % <0.015%
M'mapokcunpegHU30noHa
16,21-umkno remmauetans 17- Menee 0.10 % <0.015%

[e3okcunpegHU3onoHa
CTepunbHOCTb CootBeTcTBYeT TpeboBaHuam Esp. Papm. CootBeTcTBYET

Hactoswum nogTeepxgaem, Y4To BbillenpuBeaeHHas nHopmaums SsiBNsieTCs TOYHON 1 gocToBepHon. [laHHas
cepvsi M3roToBreHa/mpovM3BedeHa, BKKYAs YNAKoOBKY W KOHTPOMb Ka4yecTBa, Ha BbllLeyKa3aHHON
NPON3BOACTBEHHOW Nrollagke B MOMHOM COOTBeTCTBUM C TpeboBaHuamu GMP mecTHoro perynsitopHoro
opraHa u cneuvduKauusiMi, ykasaHHbIMA B PErMcTpauvoOHHOM YAOCTOBEPEHWU MMMOPTUPYIOLLEH CTPaHbl.
MNpoTokonbl NPOM3BOACTBA CEPUM, YNAKOBKM W MPOBEAEHHbIX aHanvM30B MPOBEpPEeHbl M COOTBETCTBYHOT
TpeboBannsm GMP.

PaspelueHue Ha peanusaumio ucknoYaeT pbiHkn: benbrus, Kutan, Niokcembypr, Pyanaa

[loOKYMEHT BbIrpy>XeH n3
ABTOMaTU3MPOBAHHOW CUCTEMBI MO
ynpaB/iieHUo AOKyMeHTaMn KayecTBa

Ha fleKapcTBeHHble npenapaThbl I'Iepe,q ncnosb3oBaHMem yﬁep,met:b, YTO 3TO NOCNeagHAA BeEpPCUA OOKYMEHTa.
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AcTpa3eHeka Ab
AcTpa3eHeka Ab CeuaeH OnepaiilleHc
SE-151 85 COOEPTAINBE

AstraZeneca LiseLws

Ten. +46 (0) 8 553 260 00
®daxc +46 (0) 8 552 544 80

CEPTUPUKAT AHAJIU3A

MYNbMWKOPT cycneHnsus ansa uHranaumi gosvposaHHas 0.25 mr/mn, koHTenHep (2 mn) 1x20,
Nayky KapTOHHbIE

Howmep cepum: SFRB

Harta npounsBoacrtea: Man 2026 .

NogeH po: Anpenb 2028 r.

CrpaHa-umnoprep: Poccuiickas ®egepaums

Homep nuueH3uu Ha SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
NPoOu3BOACTBO:

PeructpaunoHHoe yaoctoBepenmne: J1M-Ne(007624)-(Pr-RU)
Cneundmkaums: Doc ID-001535608, Bepcus 7.0

A®C bygecoHnaa MMKpoHn3npoBaHHoro npousseaeHa Actpa3eHeka Ab, LLseuus
Homep A®C: BFWS

KommeHTapum:

HopmaTtueHas gokymeHtaums J1M-Ne(007624)-(Pr-RU)-121124

MNponsBoanTENb rOTOBOW NEKAPCTBEHHOW (DOPMbl, KOHTPOMb KadecTBa, NepBUYHas yrnakoBka
BTOPMYHAsA YNaKoBKa, BbIMyCKaOLLNA KOHTPOIb Ka4ecTsa:

Actpa3eHeka Ab LLiBeuus
dopckaprataH 18
151 36 Copgepranbe

LWseumns
Tect Kputepun npuemnemoctu Pesynbrar
YnakoBka B cootBeTcTBUM ¢ HO CooTBeTcTBYET
MapkupoBka B cootBeTcTBUmM ¢ HO CooTBeTcTBYET
Cpok rogHoCTH B cootBetcTBum ¢ HO CooTtBeTcTBYET
YcnoBusi XxpaHeHus B cootBeTcTBUmM ¢ HO CooTBeTcTBYET

[loOKYMEHT BbIrpy>XeH n3
ABTOMaTU3MPOBAHHOW CUCTEMBI MO
ynpaB/iieHUo AOKyMeHTaMn KayecTBa

Ha fleKapcTBeHHble npenapaThbl I'Iepe,q ncnosb3oBaHMem yﬁep,met:b, YTO 3TO NOCNeagHAA BeEpPCUA OOKYMEHTa.
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AstraZeneca

CoA-100004754-SFRB-RU
AcTpa3eHeka Ab
AcTpa3eHeka Ab CeuaeH OnepaiilleHc
SE-151 85 COOEPTAINBE
Weeunsa

Ten. +46 (0) 8 553 260 00
®daxc +46 (0) 8 552 544 80

CEPTUPUKAT AHAJIU3A

MYNbMWKOPT cycneHnsus ansa uHranaumi gosvposaHHas 0.25 mr/mn, koHTenHep (2 mn) 1x20,

Homep cepum:

Hara npounsBopcTea:
NogeH po:
CrtpaHa-umnoprep:

Homep NINUEeH3Un Ha
npon3BoACTBO:

Pe rTMcCTpaymMoHHOe yaoCcTtoBepeHUe:

Nayvykn KapTOHHbIE

SFRB
Man 2026 .

Anpenb 2028 r.
Poccuiickas ®egepaums

SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047

NM-Ne(007624)-(PT-RU)

Cneundmkaums: Doc ID-001535608, Bepcus 7.0
BbinyweHo: Kpuctodpep bBoroc YNONHOMOYEHHOE NULO
YNonHoMo4YeHHoe NULo B COOTBETCTBUM € TpeboBaHusiMu [upekTuBbl
2001/83/EC
[ara Bbinycka: 4 nioHa 2026 .

(ﬂaHHaﬂ SNEeKTpOHHaA noAanucb ABnNAeTCA HWpuan4eCkKM paBHOUEHHbIM 3KBMBAlleHTOM

PYKOMNMCHOW nognuncu)

«[JaHHbIi cepTudmkaT Obin BblAaH BPYYHYH UM YTBEPXOEH B INEKTPOHHOM BWAE OTAENOoM
KOHTpons kayecTBa (QA) LWBeACcKOro nogpasaeneHus

[loOKYMEHT BbIrpy>XeH n3
ABTOMaTU3MPOBAHHOW CUCTEMBI MO
ynpaB/iieHUo AOKyMeHTaMn KayecTBa

Ha fleKapcTBeHHble npenapaThbl I'Iepe,q ncnosb3oBaHMem yﬁep,met:b, YTO 3TO NOCNeagHAA BeEpPCUA OOKYMEHTa.
000 "AcTpa3ereka ®apmacbioTukans' PacnedataHo Muwenem ConakaHom 11 mioHa 2026 r. 8 13:08 no GMT+02:00

(SOYKA:QDMS)
NHununaTop BoIrpy3ku: MBawweykuHa T.A.
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AST-0210827 B. 2.0 Cratyc: YTBepxaeHo [lata yteepxaeHus: 10 nionsa 2026 r. Ctpannya 5 n3 5
CoA-100004754-SFRB-RU

YTBEpXAeHUe OKyMeHTa

OpobpeHne co CTOPOHbI KaYecTBa Ana ADKuHa
Aya.Ajeenah@astrazeneca.com
10 nioHsa 2026 r. 13:42:36 GMT+0000

[loOKYMEHT BbIrpy>XeH n3
ABTOMaTU3MPOBAHHOW CUCTEMBI MO
ynpaB/iieHUo AOKyMeHTaMn KayecTBa

Ha fleKapcTBeHHble npenapaThbl I'Iepe,q ncnosb3oBaHMem yﬁegmet:b, YTO 3TO NOCNeagHAA BeEpPCUA OOKYMEHTa.
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AST-0210827 v1.0 Status: Approved Approved Date: 10 Jun 2026 Page 1 of 5
CoA-100004754-SFRB-RU

AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.25 mg/ml, container (2 ml)
1x20, carton packs

Batch Number SFRB
Date of Manufacture May-2026
Date of Expiry Apr-2028
Importing Country Russian Federation
Manufacturing Authorisation Number SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
Marketing Authorisation Number JM-Ne(007624)-(Pr-RU)
Specification Doc ID-001535608, version 7.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
API Batch & Manufacturer API Budesonide
Micronised,
batch BFWS
manufactured by
AstraZeneca AB,
Sweden.
Appearance An easily resuspendable white to off- Complies
white suspension filled into single-dose
units made of plastic
pH 4.0yo0 5.0 4.5
Budesonide
Assay, Budesonide 0.237 to 0.263 mg/mL 0.250 mg/mL
Identity, budesonide Positive identity Positive
Uniformity of Content (Stage 1)  According to St. Ph. RF (method of direct Complies
determination — 1)
Particle measurement
Masss median diameter Not more than 4um 2um

[lOKYMEHT BbIrpY>XeH 13
ABTOMaTU3NPOBAHHOW CUCTEMBI MO
ynpaBieHUio AOKyMeHTaMn KayecTBa
Ha NleKapCTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS) ~ ‘e ia . . \
VaLmaTop Bbirpy3Kt: VBateskmHa TA. Check this is the latest version of the document before use.
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CoA-100004754-SFRB-RU

AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.25 mg/ml, container (2 ml)
1x20, carton packs

Batch Number SFRB

Date of Manufacture May-2026

Date of Expiry Apr-2028

Importing Country Russian Federation

Manufacturing Authorisation Number SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047

Marketing Authorisation Number JM-Ne(007624)-(Pr-RU)

Specification Doc ID-001535608, version 7.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Particles with diameter <=7 pm Not less than 90 % (m/m) 99 % m/m

Related substances

21-dehydrobudesonide Not more than 0.5 % <0.05 %
17-carboxylic acid of budesonide Not more than 0.5 % <0.05 %
Total amount of degradation Not more than 1.5 % 0.2%
products

Any individual unspecified Not more than 0.2 % 0.1 %
degradation products

16, 17-dehydro- Less than 0.10 % <0.015 %
21hydroxyprednisolone

16, 21-cyclic hemiacetal of Less than 0.10 % <0.015 %

17desoxyprednisolone

Sterility Sterile in accordance with Ph Eur Complies

LlOKYMeHT BbIrpy>XeH u3

ABTOMaTI/ISI/IpOBaHHOVI CUCTeMsbl No

ynpaBJsieHUO LOKYyMeHTaMn Ka4yeCcTBa

Ha /leKapCcTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS) - - . - ,
VaLmaTop Bbirpy3Kt: VBateskmHa TA. Check this is the latest version of the document before use.
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CoA-100004754-SFRB-RU

AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.25 mg/ml, container (2 ml)
1x20, carton packs

Batch Number SFRB

Date of Manufacture May-2026

Date of Expiry Apr-2028

Importing Country Russian Federation

Manufacturing Authorisation Number SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
Marketing Authorisation Number JM-Ne(007624)-(Pr-RU)

Specification Doc ID-001535608, version 7.0

Comments: Normative Document Number: J1IM-Ne(007624)-(PI-RU)-121124

Manufacturing, quality control, primary packaging, secondary packaging and batch release:
AstraZeneca AB

Forskargatan 18

151 36 Sodertalje

SWEDEN
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

I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured including packaging and quality control at the above mentioned site(s), in full compliance
with the GMP requirements and with the specifications of the marketing authorisations. The batch
processing and analysis records were reviewed and found to be in compliance with GMP.

Marketing Authorisation excludes supply to market(s) Belgium, China, Luxembourg, Rwanda

[lOKYMEHT BbIrpY>XeH 13
ABTOMaTU3NPOBAHHOW CUCTEMBI MO
ynpaBieHUio AOKyMeHTaMn KayecTBa
Ha NleKapCTBeHHble npenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"

(SOYKA:QDMS) Check this is the latest version of the document before use.

NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.
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AstraZeneca AB
AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

AstraZeneca Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.25 mg/ml, container (2 ml)
1x20, carton packs

Batch Number SFRB

Date of Manufacture May-2026

Date of Expiry Apr-2028

Importing Country Russian Federation

Manufacturing Authorisation Number SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
Marketing Authorisation Number JM-Ne(007624)-(Pr-RU)

Specification Doc ID-001535608, version 7.0

Released by: Christopher Boghos Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC
Released On: 04-Jun-2026

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

This document has been manually issued and electronically approved by QA at Sweden Operations

[lOKYMEHT BbIrpY>XeH 13
ABTOMaTU3NPOBAHHOW CUCTEMBI MO
ynpaBieHUio AOKyMeHTaMn KayecTBa
Ha NleKapCTBeHHble npenapaThbl
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Document Approvals

Quality Approval Aya Ajeenah
Aya.Ajeenah @astrazeneca.com
10-Jun-2026 13:42:36 GMT+0000
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