Actpa3eHeka Ab
Actpa3ereka Ab CeuaeH OnepaiweHc

AstraZeneca% SE-151 85 COOEPTAIBE

Weeumn

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

CEPTU®UKAT AHAITU3A

MYNbMWKOPT cycneHausa ansa nHransuun gosuposadHas 0.5 mr/mn, koHTerHepbl 2 mn (1x20),
Nayky KapTOHHbIE

Howmep cepum: PFTC

Oara npou3Bopcrea: Ansapb 2026 T.

FlopgeH po: Oekabpb 2027 .

CrpaHa-umnoprep: Poccuiickas ®enepauns

Homep nuueH3um Ha SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
Npou3BOACTBO:

PeructpaumoHHoe yaoctoBepeHue: JIM-Ne(007624)-(PIr-RU)

Cneuundmkauyms: [Ook. ID-001536647, Bepcusi 7.0
NOKA3ATENb/METO[ HOPMbI PE3YNbTAT
BynecoHupg
KonuyecTtBeHHOe onpepgeneHne Ha momeHT Bbinycka: 0.475 - 0.525 mr/mn. 0.498 mr/mn
6ynecoHnpa
MoanuHHoCTL ByaecoHnaa [omxHa 6bITb NONOXUTENBHON MonoxutensHas

MocTopoHHMe Npumecu

Joboi gpyron eANHWUYHOW He He 6onee 0.2 % 0.1 %
WMAEHTUMDULMPOBAHHON NPUMECHK

OnucaHue Nerko pecycneHampyemasn cycneHana 6enoro unu nodtu | CooTseTcTByeT
Genoro UBeTa B KOHTEMHepax W3 NOMMaTUNEHa HU3KOIA
NMOTHOCTU, COAEPXKALLIMX PA30BYI0 A03Y.

pH 4.0-5.0 45
OaHopoaHOCTL A03UMPOBaHUSA HorxHa cooTeeTcTBOBaTL [P PO (cnocob 1). CootBeTcTBYET
(Cragusa 1)
Pazmep yactuy,

CpeaHuin gnameTp yacTuy, (no He 6onee 4 mkm 3 MKM

macce)

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

MKM

MocTopoHHMe Npumecu

[OKYMEHT BbIrpy>KeH U3

ABTOMaTU3UPOBAHHOM CUCTEMbI MO

yrnpaB/ieHNIo JOKYMeHTaMu KadecTBa .

Ha JleKapCTBeHHble MpenapaThbl Omuem: 2387649
000 "AcTpa3eHeka ®apMacbioTukans" CTpaHmu,a 1u3g
(SOYKA:QDMS)

NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.
JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:05




Actpa3eHeka Ab
Actpa3ereka Ab CeuaeH OnepaiweHc

AstraZeneca§ SE-151 85 COOEPTANBE

Weeunsn

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

CEPTU®UKAT AHAITU3A

MYNbMWKOPT cycneHausa ansa nHransuun gosuposadHas 0.5 mr/mn, koHTerHepbl 2 mn (1x20),
Nayky KapTOHHbIE

Howmep cepum: PFTC

Oara npou3Bopcrea: Ansapb 2026 T.

FlopgeH po: Oekabpb 2027 .

CrpaHa-umnoprep: Poccuiickas ®enepauns

Homep nuueH3um Ha SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
Npou3BOACTBO:

PeructpaumoHHoe yaoctoBepeHue: JIM-Ne(007624)-(PIr-RU)

Cneuundmkauyms: Ook. ID-001536647, Bepcus 7.0

21-pernagpobynecoHua He 6onee 0.5 % <0.05 %
17-kapboHoBas kucnota He 6onee 0.5 % <0.05%
ByanecoHuaa

Cymma noctopoHHuX npumecer | He 6onee 1.5 % 0.2%

16,17-perngpo-21- Menee 0.10 % <0.015%
rMapoKCUNpeaHU30noHa

16,21-umkno remmaugetans 17- Menee 0.10 % <0.015%
[Ae30KCUNpeaHU30NoHa

CTepuUnLHOCTb CooTtBeTtcTtByeT TpeboBaHmsam Eep. ®apm. CooTtBeTcTBYET
KommeHTapuu:

HopmatueHas gokymeHntaums J1M-Ne(007624)-(Plr-RU)-121124
MpousBoauTenb roTOBOW NeKapCTBEHHOW (POPMbl, KOHTPOMb Ka4yecTBa, NepBUYHas ynakoBka,
BTOPWYHAsi yNaKoBKa, BbIMyCKaOLMIA KOHTPOb KayecTBa:

Actpa3eHeka Ab LLseuuns
dopckaprataH 18

151 36 Copepranbe
LWseuwns

A®C byaecoHnaa MUKpOHU3MpoBaHHOrO npoussegeHa Actpal3eHeka Ab, LLseuns
Cepust AOC: BFVT

[lOKYMEHT BbIrpY>XeH 13
ABTOMaTU3NPOBAHHOW CUCTEMBI MO

ynpaBneHunio JOKyMeHTaMy Ka4yecTBa .
Ha nekapcTBeHHble NpenapaThl Omyem: 2387649
000 "AcTpa3eHeka ®apmacbioTnKans" CTpaHmu,a 2u3z4
(SOYKA:QDMS)

NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.
JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:05




Actpa3eHeka Ab
Actpa3ereka Ab CeuaeH OnepaiweHc

AstraZeneca§ SE-151 85 COOEPTANBE

Weeunsn

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

CEPTU®UKAT AHAITU3A

MYNbMWKOPT cycneHausa ansa nHransuun gosuposadHas 0.5 mr/mn, koHTerHepbl 2 mn (1x20),
Nayky KapTOHHbIE

Howmep cepum: PFTC

Oara npou3Bopcrea: Ansapb 2026 T.

FlopgeH po: Oekabpb 2027 .

CrpaHa-umnoprep: Poccuiickas ®enepauns

Homep nuueH3um Ha SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
Npou3BOACTBO:

PeructpaumoHHoe yaoctoBepeHue: JIM-Ne(007624)-(PIr-RU)

Cneundmkaums: Hok. ID-001536647, sepcua 7.0
Tect Kputepun npuemnemocTtu PesynbTar
YnakoBka B cootBeTcTBUM ¢ HO CooTtBeTCcTBYET
Mapkuposka B cootBeTcTBUM ¢ HO CootBeTcTBYET
Cpok rogHOCTH B cootBetcTtBUM ¢ HO CooTtBeTcTBYET
YCnoBusi XxpaHeHus B cootBeTcTBUM ¢ HO CooTtBeTcTBYET

Hactoswum nogTeepxgaem, YTo BbillenpuBeaeHHas uHopMaums SBNseTcsi TOYHOM 1 goctoBepHon. [laHHas
cepusi M3roToBNeHa/Mpou3BedeHa, BKMOYas YNakoBKY M KOHTPOMb KayecTBa, HaA BbllUeyKa3aHHOM
NMPOM3BOACTBEHHOW Mnowjagke B NMOMHOM COOTBETCTBUMM C TpeboBaHusiMu GMP mMecTHOro perynstopHoro
opraHa u crneundukaumsiMy, yKasaHHbIMA B PErMCTPaLMOHHOM YAOCTOBEPEHUN MMMOPTUPYIOLWEN CTPaHbl.
MNpoTokonbl NpoOM3BOACTBA CEPUM, YNAKOBKM W MPOBEAEHHbIX aHanvM30B MPOBEpPEHbl W COOTBETCTBYHOT
TpeboBaHuam GMP.

PaspeweHne Ha peanusauuio ucknovaeT pbiHkM: Benbrus, Kutan, Jiokcembypr, Mongosa,

PyaHnaa
[OKYMEHT BbIrpy>KeH 13
ABTOMaTW3VPOBAaHHON CUCTEMbI MO
ynpaBneHunio JOKyMeHTaMy Ka4yecTBa .
Ha nekapcTBeHHble NpenapaThl Omyem: 2387649
000 "AcTpa3eHeka ®apmacbioTnKans" CTpaHmu,a 3uzd
(SOYKA:QDMS)

NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.
JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:05




Actpa3eHeka Ab
Actpa3ereka Ab CeuaeH OnepaiweHc

AstraZeneca§ SE-151 85 COOEPTANBE

Weeunsn

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

CEPTU®UKAT AHAITU3A

MYNbMWKOPT cycneHausa ansa nHransuun gosuposadHas 0.5 mr/mn, koHTerHepbl 2 mn (1x20),
Nayky KapTOHHbIE

Howmep cepum: PFTC

Oara npou3Bopcrea: Ansapb 2026 T.

FlopgeH po: Oekabpb 2027 .

CrpaHa-umnoprep: Poccuiickan denepauus

Homep nuueH3um Ha SE-H-MIA-24-111061, GMP No: SE-H-GMP-25-049047
Nnpou3BOACTBO:

PeructpaumoHHoe yaoctoBepeHue: JIM-Ne(007624)-(PIr-RU)

Cneundmkaums: Hok. ID-001536647, sepcua 7.0
BbinyweHo: Credpann Mope YNOMHOMOYEHHOoE NUL0o
YNONHOMOYEHHOE NNLIO B COOTBETCTBMU C TpeboBaHUaMMN [JMpeKkTrBbI
2001/83/EC
[ata Bbinycka: 11 cpeBpansa 2026 .

(daHHas 3neKkTpoHHasA NoAnNWCb ABNAETCA PUAUMYECKUM PaBHOLEHHbLIM 3KBMBaneHTOM
PYKONMUCHOW NOANUCH)

[lOKYMEHT BbIrpY>XeH 13
ABTOMaTU3NPOBAHHOW CUCTEMBI MO

ynpaBieHUio AOKyMeHTaMn KayecTBa .

Ha NleKapCTBeHHble npenapaThbl Om'-fem. 2387649
000 "AcTpa3eHeka ®apMacbioTukans" CTpaHmua 4un3g
(SOYKA:QDMS)

NHuunaTop BbIrpy3sku: MiBaweykuHa T.A.
JaTta n Bpemsa Bbirpy3ku: 19.10.2026, 12:05




AstraZeneca

AstraZeneca AB

AstraZeneca AB Sweden Operations
SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.5 mg/ml, container (2 ml) 1x20,

Batch Number:
Date of Manufacture:
Date of Expiry:

Importing Country:

Manufacturing Authorisation Number:

Marketing Authorisation Number:

Specification:

TEST/PROCEDURE
API Batch & Manufacturer

Appearance

pH

Budesonide
Assay, budesonide

Identity, budesonide

Uniformity of Content (Stage 1)

Particle measurement

Mass median diameter

Particles with a diameter of <=7 p

m

Related substances

21-dehydrobudesonide

[lOKYMEHT BbIrpYy>XeH u3
ABTOMaTU3MPOBAHHON CUCTEMbI MO
ynpasJ/ieHUo AOKyMeHTaMn Ka4yecTBa
Ha JleKapCTBeHHble NpenapaThbl

000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHununaTop BbIrpy3ku: MisaweyknHa T.A.
[aTta n Bpemsa Bbirpy3sku: 19.10.2026, 12:05

carton packs
PFTC

Jan-2026

Dec-2027

Russian Federation

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

NN-Ne(007624)-(Pr-RU)
Doc ID-001536647, version 7.0

ACCEPTANCE CRITERIA

An easily resuspendable white to off-
white suspension filled into single-dose
units made of plastic.

40t0 5.0

0.475 to 0.525 mg/mL
Positive identity

According to St. Ph. RF (method of direct
determination - 1)

Not more than 4 um

Not less than 90 % m/m

Not more than 0.5 %

Page 1 of 4

RESULT

AP| Budesonide Micronised,
batch BFVT manufactured
by AstraZeneca AB, Sweden

Complies

45

0.498 mg/mL
Positive

Complies

3 um
99 % m/m

<0.05 %

Report: 2387649



AstraZeneca AB
AstraZeneca AB Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.5 mg/ml, container (2 ml) 1x20,
carton packs

Batch Number: PFTC

Date of Manufacture: Jan-2026

Date of Expiry: Dec-2027

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-001536647, version 7.0
TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Sterility Sterile in accordance with Ph Eur Complies

Related substances

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-21- Less than 0.10 % <0.015 %
hydroxyprednisolone

16, 21-cyclic hemiacetal of 17- Less than 0.10 % <0.015 %
desoxyprednisolone

Page 2 of 4

[lOKYMEHT BbIrpYy>XeH u3 Report: 2567649
ABTOMaTU3MPOBAHHON CUCTEMbI MO
ynpasJ/ieHUo AOKyMeHTaMn Ka4yecTBa
Ha JleKapCTBeHHble NpenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)
NHununaTop BbIrpy3ku: MisaweyknHa T.A.
[aTta n Bpemsa Bbirpy3sku: 19.10.2026, 12:05




AstraZeneca AB

AstraZeneca AB Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.5 mg/ml, container (2 ml) 1x20,

carton packs

Batch Number: PFTC

Date of Manufacture: Jan-2026

Date of Expiry: Dec-2027

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)

Comments: Normative Document Number: JI1-Ne(007624)-(PI-RU)-121124

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

AstraZeneca AB
Forskargatan 18
151 36 Sodertélje
SWEDEN

Test Acceptance Criteria

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

Result

Complies
Complies
Complies
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. The batch processing, packaging and analysis records were reviewed and found to be in

compliance with GMP.

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

Page 3 of 4

[lOKYMEHT BbIrpYy>XeH u3
ABTOMaTU3MPOBAHHON CUCTEMbI MO
ynpasJ/ieHUo AOKyMeHTaMn Ka4yecTBa
Ha JleKapCTBeHHble NpenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHununaTop BbIrpy3ku: MisaweyknHa T.A.

[aTta n Bpemsa Bbirpy3sku: 19.10.2026, 12:05

Report: 2387649



AstraZeneca AB
AstraZeneca AB Sweden Operations

AstraZeneca SE-151 85 SODERTALJE

Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort, Metered-dose inhalation suspension 0.5 mg/ml, container (2 ml) 1x20,
carton packs

Batch Number: PFTC

Date of Manufacture: Jan-2026

Date of Expiry: Dec-2027

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)

Released by : Stephanie Moré Qualified Person

Qualified Person according to the requirements of Directive 2001/83/EC

Released On : 11-Feb-2026
(This electronic signature is the legally binding equivalent of a hand written signature)
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Report: 2387649

[lOKYMEHT BbIrpYy>XeH u3
ABTOMaTU3MPOBAHHON CUCTEMbI MO
ynpasJ/ieHUo AOKyMeHTaMn Ka4yecTBa
Ha JleKapCTBeHHble NpenapaThbl
000 "AcTpa3eHeka ®apmacbloTuKans"
(SOYKA:QDMS)

NHununaTop BbIrpy3ku: MisaweyknHa T.A.

[aTta n Bpemsa Bbirpy3sku: 19.10.2026, 12:05




