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Actpa3eHeka Ab
Actpa3ereka Ab CeuaeH OnepaiweHc
SE-151 85 COOEPTANBLE

AstraZeneca iseLys

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

CEPTU®UKAT AHAITU3A

MYNbMWKOPT cycnexsusa ans nHransauuin gosnposanHas 0.25 mr/mn, koHTenHep (2 mn) 1x20,
Nayky KapTOHHbIE

Homep cepumu: SFRL

Hara npomsBoacrtea: Man 2026 r.

NogeHn po: Anpenb 2028 r.

CrpaHa-umnoprep: Poccuiickas ®enepauns

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

PerncrpaumoHHoe yaoctoBepeHnue: J1M-Ne(007624)-(Pr-RU)

Cneundmkaums: Doc ID-001535608, Bepcus 7.0
NOKA3ATENL/METOO HOPMbI PE3YNbTAT
Cepus 1 npouzsogutens A®C A®C bynecoHuaa
MWUKPOHW3NPOBAHHOIO
npouaseaeHa
AcTtpa3eHeka AB,
LLseums
Cepusa A®C: BFWY
BynecoHupg
KonuyecteeHHoe onpeaeneHve | Ha momeHT Boinycka: 0.237 - 0.263 mr/mn. 0.250 Mr/mn
6ynecoHnpa
MoanuHHoCTL ByaecoHnaa [omxHa 6bITb NONOXUTENBHON MNMonoxutensHasa
MocTtopoHHMe NpumMmeck
Joboi gpyron eANHWUYHOW He He 6onee 0.2 % 0.1 %
MAEHTUOULMPOBAHHON
npumMecu
OnucaHue INerko pecycneHgupyemas cycneHausa 6enoro nnu CooTteeTCcTBYET
noyTtu 6enoro UBeTa B KOHTEWHepax 13

Mepen vcnonb3oBaHeM ybeauTeck, YTO 3TO NOCNEOHAs BEPCUNA AOKYMEHTA.
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NONMU3TUNEHA HU3KOW NNOTHOCTWU, COAERXKaLLMX
pa3oByo O03Y.
pH 40-5.0 45
OaHopoaHOCTL A03MPOBaHUA HorxHa cooTeeTcTBOBaTL [P PO (cnocob 1). CooTtBeTCcTBYET
(Cragusa 1)
Pazmep yactuy,
CpeaHuin gnametp yacTtuy, (no | He 6onee 4 Mkm 3 MKM
macce)
YacTuubl ¢ guameTpom <=7 He meHee 90 % (m/m) 99 % (Mm/m)
MKM
NOKA3ATENL/METOO HOPMbI PE3YNIbTAT
MocTopoHHMe npumecH
21-pernapobynecoHng He 6onee 0.5 % < 0.05%
17-kapboHoBas kucnota He 6onee 0.5 % <0.05 %
ByanecoHuaa
CymMma NoCTOPOHHUX He 6onee 1.5 % 0.1 %
npumecen
16,17-pernapo-21- Menee 0.10 % < 0.015 %
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MYNbMWKOPT cycnexsusa ans nHransauuin gosnposanHas 0.25 mr/mn, koHTenHep (2 mn) 1x20,
Nayky KapTOHHbIE
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rMapokcUnpeaHW3onoHa
16,21-umkno remmadetans 17- | Menee 0.10 % <0.015 %
[de3okcunpeaHvM3onoHa
CTepuUnLHOCTb CooTtBeTtcTBYyeT TpebopaHmsam Eep. apm. CooTtBeTcTBYET

Hactosiwumm noaTeBepxgaemM, 4YTO BblLIENpUBEAEHHAs WHGOPMaUna SIBNSIETCA TOYHOU U
[AOCTOBEpHOW. [laHHas cepusi M3roTOBMNeHa/mpou3BefeHa, BKMYast YnakoBKY/MapKUpPOBKY M
KOHTPOSb Ka4ecTBa, Ha BbllLeyKa3aHHOW NPOoVU3BOACTBEHHOM MroLanke B NOSIHOM COOTBETCTBUM
¢ Tpe6oBaHusiMu GMP MeCTHOro perynaTopHOro opraHa u cneumcukauusamu, ykasaHHbIMK B
perncTpauvoHHOM yAOCTOBEPEHUN MMMOPTUPYIOLLEN CTPpaHbl. [poToKoNbl NPON3BOACTBA CEpUM,
yNakoBKM U NPOBEAEHHbIX aHaNM30B NPOBEepPeHbl U COOTBETCTBYT TpeboBaHusm GMP.

PaspelleHne Ha peanusauyuio ucknovaeT pbiHkn: benbrus, Kutan, Jiokcembypr, Pyanaa

KoMmmeHTapum:

HopmatueHas gokymeHntaums J1M-Ne(007624)-(Plr-RU)-121124

MNpou3BoguTenb roToBoW NeKapcTBEHHOW (POPMbl, KOHTPOMb KadecTBa, NepBUYHAsi YNakoBkKa
BTOpPUYHAsi yNakoBKa, BbiMyCKaloLMUA KOHTPOIb KavyecTBa:

Actpa3eHeka Ab LLseuuns
dopckaprataH 18

151 36 Copepranbe
LWseuwns
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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 CooTtBeTCcTBYET
BbinyweHo: Credpann Mope YNOMHOMOYEHHOoE NUL0o
YNONHOMOYEHHOE NNLIO B COOTBETCTBMU C TpeboBaHusaMu [AMpekTrBbl
2001/83/EC
[ata Bbinycka: 29 wioHst 2026 .

(0aHHasi anekTpoHHas MoANUCh SIBMSIETCS  OPUOMYECKM PABHOLIEHHbIM  3KBMBANEHTOM
PYKOMMUCHOM Noanucy

«JaHHbIl cepTudukat Obin BblaaH BPYYHYH U YTBEPXKOEH B 3NEKTPOHHOM BUAE OTAENOM
KOHTponsi kavyecTBa (QA) WBEACKOro nogpasaeneHus
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YTBEpXAEHUE LOKYMEHTa

OpobpeHune co CTOPOHbI kKadecTBa Ana AQKuHa
Aya.Ajeenah@astrazeneca.com
03 nona 2026 r. 10:29:39 GMT+0000

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

Ha JleKapCTBeHHble MpenapaThbl [Nepen ucnonb3osaHuem yﬁenmer, YTO 3TO NocnegHAA BepcuAa JOKYyMeHTa.
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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 0.25 mg/ml, container (2 ml) 1x20,
carton packs

Batch Number: SFRL

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)-(PIr-RU)

Specification: Doc ID-001535608, version 7.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

API Batch & Manufacturer API Budesonide Micronised,
batch BFWY manufactured
by AstraZeneca AB, Sweden

Appearance An easily resuspendable white to off- Complies

white suspension filled into single-dose
units made of plastic.

pH 40t05.0 4.5
Budesonide
Assay, budesonide Release: 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
Mass median diameter Not more than 4 pm. 3 um
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 %

Page 1 of 4
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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 0.25 mg/ml, container (2 ml) 1x20,

carton packs

Batch Number: SFRL

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)-(PIr-RU)

Specification: Doc ID-001535608, version 7.0

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
17-carboxylic acid of budesonide  Not more than 0.5 % <0.05 %
Total amount of degradation Not more than 1.5 % 0.1 %
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
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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 0.25 mg/ml, container (2 ml) 1x20,
carton packs

Batch Number: SFRL

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)-(PIr-RU)

Specification: Doc ID-001535608, version 7.0

Comments: Normative Document Number: J1M-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

| 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, Rwanda
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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 0.25 mg/ml, container (2 ml) 1x20,
carton packs

Batch Number: SFRL

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)-(PIr-RU)

Specification: Doc ID-001535608, version 7.0

Released by : Stephanie Moré Qualified Person

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

Released On : 29-Jun-2026
(This electronic signature is the legally binding equivalent of a hand written signature)

“This certificate has been issued manually and electronically approved by QA at Sweden Operations”
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