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AcTtpa3eHeka AE Ceugen Onepaiwenc

SE-151 85 Copgepranse
Weeyus

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

CEPTUOUKAT AHAITU3A

NYNbMUKOPT TYPBEYXAINEP nopolok AnsA WHransuwit qo3upoBaHHbIil 200 mkr/ao3sa,
uHranaTop 1x100 o3, nayku KAPTOHHLIe

Howmep cepuu: ABCT
faTta npoussoAacTEa: ABryct 2023
logeH ao; HMionb 2025

CrpaHa-umnoprep:

Poccuitckas Penepaums

Homep nuueH3un Ha

6.2.1-2022-072134. GMP No: 6.2.1-2022-072134

uccnegosaHuM 10 MHranAToOpPos ¢ yAaneHHbIM
MYHALUTYKOM). Y®P-CNexTpoMeTpus U XKUAKOCTHaRA
xpomarorpacus ¢ YP-gerekrnposaHueM.

NpoU3BOACTBO:
Homep Peructpauuonsoro | M N013849/01
YAOCTOBEPEHUS:
Cneuudmxkauus: Doc ID-000351757 v. 4.0.
NOKA3ATENbL/METO HOPMbI PE3YIIbTAT
BHeWwHWA Bua CneunanbHo paspaBoTaHHbii nnacTukoeelil uHranaTop | CooTeBeTcTByeT
Ans nopoluka. Bpalaolancs YacTb UHranatopa
KOPWYHEBOro LBETA, Ha HMXKHEl CTOPOHE BbIAABIEHO
Budesonide 200. UHranaTop cogepXut rpaHyne ot
6enoro o noutn 6enoro Usera, ferko
paspylalolmecs npyu Maneniem MexaHn4eckom
BosaeincTBMN. HesHauntensHasa yacTb BewecTsa
MOXET NPUCYTCTBOBaTL B BUAE NopoLlika. BusyansHbIi
KOHTpOSb
Byneconug,
NognuHHOCTL MonoxuTtensHbli pesynbTtat UK MonoxurensHada
Macca cogepXumMoro He meHee 50 Mr. CooTeeTCTBYET
OaHopoaHOCTR 0,14 — 0,26 mr byneconuaa/noa (cpegHuli Nnokasarens
A03UPOBAHUA Ans 10 oAHOKpaTHBIX AG3, NONYYeHHLIX MpU 0,20 mr/goaa

CTaHgapTHOe OTKNOHeHWe Ans eéAUHUYHO!
<=0,07 mr

Omuem: 2002681
Cmp.1u33
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AcTtpa3eHeka AB CeugeH OnepaiilieHc

SE-151 85 Copepranse
Weeyusa -

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

CEPTU®UKAT AHATIU3A

NYNbMUKOPT TYPBYXAIEP nopowok g4iisl MHranauuin nosuposaHHbIin 200 MKr/no3a,
uHranaTop 1x100 o3, nayku KapTOHHbIe

Howmep cepuu; ABCT

Jara npousBogcTBa: Asrycr 2023

[ogeH f[o: WMwone 2025

CrpaHa-hWmnoprep: Poccuiickan denepauus

Homep nuueHsum Ha 6.2.1-2022-072134. GMP No: 6.2.1-2022-072134

npowu3soAcTBO:

Homep PeructpaumonHoro | N N013849/01

VYOOCTOBEPEHUS:

Cneuvdukauus: Doc ID-000351757 v. 4.0.

PecnupabenbHasn He meHee 50 mxr/noaa ocenaet Ha ypoBHAX 3 u 4 78 mxr/nosa

dpakuuna MHOIOYPOBHEBOI0 UMNUH¥EpPA MpY CKOPOCTH
BO3AyLUHOro noToka 60n/muH (cpedHee Tpex

PecnupabenbHas WHranaTopos). Y®-cNeXTpoOMETPUA U XWAKOCTHaA

dpakuus Xpomartorpacgus ¢ YP-geTekTupoBaHuem.
MHorocTyneH4arblil XUAKOCTHOR MMNUHAKED U
HUOKOCTHAA XpoMaTorpadua ¢ YO aeTekTposaH1eM.

Ocepganue akTMBHOTO OcepaHue aKTKBHOro BeLecTsa Ha MYHALLTYKE He 0,05 mr/goaa

BellecTBa Ha 6onee 0,06 Mr/ao3a npu CKOPOCTH BO3AYILIHOIO NOTOKA

MYHAWTYKe 60 n/MuH (cpeaRee Tpex NHransiTopos).
MHorocTyneH4YaTblil XUAKOCTHON UMNUHIKED U
XWOKOCTHaRA Xxpomarorpadug ¢ YO geTekTuposaHueMm.

KommeHTapuu:

HopmaTtueHbiA AokymeHT 1 N0O13849/01-280911

WMam.1 I NO13849/01-060813
Wam.2 I NO13849/01-270114
M3m.4 1 NO13849/01-170517
Mam.3 M NO13849/01-180917
Wam.5 1 NO13849/01-200319
Mam.6 M NO13849/01-200919

Mam. 7 N NO13849/01-110821 &&%ﬁ;
TecT Hopmbi V;/ _ Peayfuraih
YnakoBxka B cooTBeTcTBUM ¢ HY S00TBETCIR g
MapkupoBka B coorBeTcTBMM ¢ HA 2

CpOK rogHOCTH

B coorBeTcTBMU ¢ HY

Omuem: 2002681
Crp.2u33
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CEPTUOUKAT AHANIU3A

NYNbMWUKOPT TYPBYXAJEP nopowok Ans uHranaumii o3upoBaHHbIin 200 MKr/nosa,
uHranatop 1x100 no3, Na4YkKu KAPTOHHbIE

Homep cepuu: ABCT
[ara npouasoacTBa; Asryct 2023
l'ogeH po: WMonb 2025
CTpaHa-uMmnoprep: Poccuitckas $enepaunn
Homep nuueHsun Ha 6.2.1-2022-072134. GMP No: 6.2.1-2022-072134
NpoX3BOACTBO:
Homep PeructpaunonHoro | 1 N0O13849/01
V0CTOBEPEHWS:
Cneuvdmkauns: Doc [D-000351757 v. 4.0.
| YenoBust xpanenus | B cooTrBeTcTBUM ¢ HO | CooTBeTCTBYET

A®C byaecoHuga npoussegeHa MuHakeMm [ioHkepk, ©paHuua

Howmep cepun ADC: 2342100050
PaspelleHne Ha peannsauyuo uckniodaer CLUA.

HacToAwum noaTeepiaem, YTo BbIUENPUBEAEHHaA MHGMOPMALNS SBRAETCA TOYHOR W
JocToBepHoi. [JaHHas cepust M3roToBNeHa/NpouaBeneHa, BKNOMYasl yYNakoBKy W KOHTPOMb
KauecTea, Ha BbllleyKasaHHOW NPOW3BOACTBEHHOM nnowajnke B NONHOM COOTBETCTBMU C
TpeboeaHuamy Hagnexalleih nponaBoACTBEHHOW NPaKTUKW MECTHOTO PENYNATOPHOIC opraHa
n cneyutbUKkaLMsMY, YKa3aHHbIMWM B PErMCcTPaLMOHHOM YAOCTOBEPEHMM UMMNOPTUMPYOLLENH
cTpaHbl. MMpoToKOMEl NPOUSBCRCTBA CEPUU, YNTAKOBKN U NPOBEAEHHbLIX aHANW30B NPOBEpPeHkI
1 cooTeeTCTBYIOT TpeGoraHusaM Hagnexaweh nponssogcTBeHHON NPaKTUKK

BoinyweHo: KapuH Bepr YnonHomMo4YeHHoe nuuo

YNonHOMOYEHHOE NULO B COOTBETCTBMM C TpeboBaHnsaMM
Oupextussbl 2001/83/EC

Lara seinycka: 07 ceHtsbpst 2023 .

Omyem: 2002681
Crp.3mz3



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 Turbuhaler, Metered-dose inhalation powder 200 mcg/dose, inhaler 1x
100 doses, carton packs

Batch Number: ABCT

Date of Manufacture: Aug-2023

Date of Expiry: Jul-2025

Importing Country: Russian Federation

Manufacturing Authorisation Number: 6.2.1-2022-0721 34, GMP No: 6.2.1-2022-072134

Marketing Authorisation Number: M N013849/01

Specification: Dac ID-000351757 v. 4.0.

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT

APl batch number Budesonide: 2342100050
Appearance A specially designed powder inhaler Complies

made of plastic materials. The colour of
the turning grip is brown. On the bottom
of the turning grip, Budesonide 200, is
embossed. The contents are white to off-
white rounded granules, which
disintegrate to a fine powder upon slight
pressure. A powder fraction may be
present. Visual inspection.

Budesonide {identity) Positive identity. Infrared spectroscopy.  Positive
Weight of contents Not less than 50 mg. Complies

Dose measurements
Metered dose 0.14-0.26 mg budesonide/dose (average 0.20 mg/dose
of 10 single doses from each of 10
inhalers, with the mouthpiece removed).
UV-spectrophotometry and liquid
chromatograpy with UV detection.
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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 Turbuhaler, Metered-dose inhalation powder 200 mcg/dose, inhaler 1x
100 doses, carton packs

Batch Number: ABCT

Date of Manufacture: Aug-2023

Date of Expiry: Jul-2025

Importing Country: Russian Federation

Manufacturing Authorisation Number: 6.2.1-2022-072134, GMP No: 6.2.1-2022-072134

Marketing Authorisation Number: M N013849/01

Specification: Doc ID-000351757 v. 4.0,

TEST/PROCEDURE ACCEPTANCE CRITERIA RESULT
Metered dose The standard deviation of the single 0.02 mg/dose

doses is < 0.07 mg. UV-
spectrophotometry and liquid
chromatograpy with UV detection.

Pariicle measurements
Particle measurement Not less than 50 pg/dose is deposited in 78 Jg/dose
stages 3 plus 4 of the Muiti-stage Liquid
Impinger at an airflow of 60 I/min (
average of 3 inhalers). Multistage liquid
impinger and liquid chromatography with
UV detection.

Depaosition : The deposition in the mouthpiece is not  0.05 mg/dose
more than 0.06 mg/dose at an airflow of
60 /min (average of 3 inhalers).
Multistage liquid impinger and liquid
chromatography with UV detection.

API Budesonide manufactured by Minakem, Dunkerque,
France
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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 Turbuhaler, Metered-dose inhalation powder 200 mecg/dose, inhaler 1x
100 doses, carton packs

Batch Number: ABCT

Date of Manufacture: Aug-2023

Date of Expiry: Jul-2025

Importing Country: Russian Federation

Manufacturing Authorisation Number: 6.2.1-2022-072134, GMP No: 6.2.1-2022-072134
Marketing Authorisation Number: M N013849/01

Comments: Normative document [ NO13849/01-280911
Var.1 M NO13849/01-060813
Var.2 N N013849/01-270114
Var.4 I N013849/01-170617
Var.3 1 N013849/01-180917
Var.5 N NO13849/01-200319
Var.6 I N013849/01-200919
Var.7 M N013849/01-110821

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 abave 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) United States of America
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. AstraZeneca AB
% AstraZeneca AB Sweden Operalions
AStrazeneca SE-151 85 SODERTALJIE

Sweden

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

CERTIFICATE OF ANALYSIS

Pulmicort Turbuhaler, Metered-dose inhalation powder 200 mcg/dose, inhaler 1x
100 doses, carton packs

Batch Number: ABCT

Date of Manufacture: Aug-2023

Date of Expiry: Jul-2025

Importing Country: Russian Federation

Manufacturing Authorisation Number: 6.2.1-2022-072134, GMP No: 6.2.1-2022-072134
Marketing Authorisation Number: M N013848/01

Released by : Karin Berg Qualified Person

Released On: 7-Sep-2023
(This electronic signature is the legally binding equivalent of a hand written signa
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OEAEPAABHAR CAVIKEA TIO HAASOPY
# CHEPE 3APABOOXPAHEHMA

«CBefieHuA 0 BBOAE B rpaxgaHckuia obopoT B Poccuiickon depepaunmn
NleKapCTBEHHbIX CPeCTB Mo COCTOAHMIO Ha 23.09.2023 15:56»

srrfoa 1 wr.,
unransarop (1), nasru
RapTOHANeS ~

NOL3849/01-280911; Han, M6 i T
NO13849/01-280211; Ham. N7 R 11

NO13845/01-280511

Jata pnecerun B T IIponasoaurenn Crenensit o Opeanusanem, Homep Homep, pata
. oprosee BLITYCTHRUIM B
AHC (BcEmycKarosmmit Crpana CTagHAX HopMaTRBEAN FoKyMenTann N cepiy, pazpentenna
HauMcHoBanyE FPaRIANCKUA
Pocanpasuamopa KONTPOID) OPOH3BOICTDA oBopoT nINPTHH wa HIITL
My asMyRopr® T1 NO13849/01-280911; Ham, Nel & IT
Typhyxanep®: NO13849/01-280911; Ham. Ne2 g IT
TOPOWOK JULH NOI3849/)1-280911; Hom. Nt g TT
n MRCATAUNT Actpalerera NO13845/01-280911; Unt. Ne3 5 TT 000 "Actpalenera _
19.09.2023 JIO3HpOBANHIL 200 Actpadenexa AB Wseuna AB, Ulseuna NOL3849/01-280911; Hom. NeS K TT PdapmacLioTHRAI" ABCT




