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TCertificate of Quallty. . 5 5
Certificate Date/ [lata cepTridixary Certificate Numbér
Howmep cepracixary
- 26:0CT-2023 _ 3001582749
Page 1/4
Cropinkal/4
Product: - SALBUTAMOL acrosol, metered-dose inhaler, 100 meg/dose 200 Doses in
Tpoayxr cans Nel with metering valve

CAJTbBYTAMOIJT, aepo3ons s inransmi, RososaHui#l, 100 mxr/ao3y, no 200
no3 y baionax Nel 3 gosylouumM xnanasom

Product Code: 60000000002874

Koa npopyrry 60000000002874

Package Size / Type 1 canfcarton

Poasip / ren maxyssng I Ganou B kaApTOIMIl KOpObiti
Importing country ‘Ukraine

Kpatna-isnoprep 5 ‘Ykpaina

Marketing (ARTG) Authorisation nuiber 'UA/2032/01/01

Hontep peecrpauiiinore noceiguenns: UA/2032/01/01

Manufacturing Authorisation number®: 2022_151_1.2

| i 2022_151 1 2
| M:::Fh':t:::: l;: ::: : 1;1;{;;:;1;:1‘50 Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavoisier,
27000 Evreux, France - |
Hahlmenysanns,micnesHaxomxents BUPOOHIKA ¢ I'naxco Bemnxom HI?G'EEKIHH’B@ lunycrpiens Ne2, 23, pio Jlasyas’e,
27000 EBpe, ©paniin
Batch Ne: AB6R
‘Cepin No: AB6R >

'EXPIRY DATE (Kinuesuit eptis ﬁ]‘jiina'rnnerij:. 092025
MANUFACTURING DATE (flama supobuuymsa): 18 09 2023

-Strength of preparation/Efficiency: _ | N o }

Active drug substance: salbutamol; one dose containg 100 meg of salbuitariol (as salbutamol suffate).

'Cuna ailf AxruBniers: . B
‘Airoua peyositHa: cansOyTamon; 1 ao3a micturs cansOyramony- 100 Mkr (y dopai cansSytamony cynntary).

‘Regulatory Statement:
3anBa npo ceprudixaniio;.

We hereby certify that the above information is authentic and accirate. This batch o product hias been ts AL

local Regulatory Authority and the specifications in the Marketing Authorisation of the importing country, The by R | y
and analysis records were reviewed and found to be in compliance with GMP and has been released by a QualificcNE2 4 et Ll -
Lt

Hun Mu migreepmiyenso, 1o HaseaeHa indopaaia ¢ CNPARXCHAE0I0 | TOUHO. Cepis mpenapary Gy BITOTOBNCHS, BITNES Bl
NMaKyBaHHA/MAPKYBAHHA TA KOHTPO/IB AKOCT], HA 3A3RAYEHIIT Blme BHPOOHKYIH minsuii 8 noswilt Binnosimnocti no einor HanexcHol
BHpoGHUOT npakTikt (GMP), BCTAHOBNELIX MiCHIEBIM DCTyJITIOPHUM BiJOMCTROM, & TAKOMXK B TIOBRIN BigNORiAHOGT 10 ciieimbirariifi,
nepeAGaueHint y peecTpaniliHoMy B0Che KpaTHH - inropTeps. JokyMeHTalia CTOCOBHO BHPOGEIMOro npolecy, TaKyBaHHA | aHanisy cepii
Gyna nepesipess, | Gyno BCTAHOBNEHO, 10 ROHA BianoRizac BuMoran Hanexcol BHPOGHHY0! npakTukH (GMP) i gossonena no peanizanii
Ynopuosaxenow 0coboio, .

Batch size in packs: 79 130

Posmipcepli Bynm: 79130

o &
packaging/labelling and quality control at the sbove-nientioned recognized building(s) in full complignce with tAYER et &%‘ﬁ% .; i
£RFBORS 'é, ackapiid
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Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE.

Tel: + 33(0) 232235500 Fax: +33(0) 232235529

Cer..t_:i:_ﬁcaté of Quality
CEPTHOIKAT AXKOCTI .
- Certificate Date/ flata cepritdixary Certificate Number
Homep ceptudikaty
- 26-0CT-2023 3001582749
Page 2/4.
Cropinka2/4
‘Product: SALBUTAMOL aerosol, metered-dose inhaler, 100 mcg/dose 200 Doses in cans Nel
Hpoaykr ‘with metering valve.

'CAJIBBYTAMOJ], aepo3ons it inransauiil, zozosanuit, 100 mxr/nosy, ne 200 go3y
B ‘banonax Nel 3 no3youHM KRANAHOM
Product Code: 60000000002874
‘Koa nponykry 60000000002874
‘Batch Ne:  AB6R
Cepin Na: AB6R

Deséfiptiun IR “W-Specifi.cati'dﬁw

Results
- HallmeHnyBannsa Crnenndixauin PesvabraT
Metal can with concave base fitted with a metering valve Complies
DESCRIPTION Meranesuii Ganon 3 BirHyT0I0 0CHOBOO, OCHAIEHNH
RO3YIOMHM KAANAHOM - BianoBinae
Onnc i} g
IDENTIFICATION BY IR The spectrum of the sample is concordant with the spectrum Complies
produced from authentic Salbutamol Sulphate
IgenTuikanis Metoaom | Cnexrp 3paska cniBmazac 3i CneKTpoM, BHKIIMKAHUM
MM-cnekTpockomii CTAHAADTHUM cansOyTamMolia CYib{HaToM. | Bianosinae
IDENTIFICATION BY HPLC The principal retained peak in the HPLC chromatogram of the | Complies
sample corresponds to the peak due to authentic Salbutamol
Ocuopuuii yrpuMypanmii nik Ha xpomarorpami BEPX apaaxa.
[AetThdixanis MeToaoM BEPX CRIBHAANAE 3 MiKOM Ha XpOMaTorpaMi cTaHAapTHOTO Bignosinae

canbOyTamony

iy,

CONTENT OF SALBUTAMOL PER |
ACTUATION DELIVERED THROUGH THE
ACTUATOR, COMBINED

BEGINNING AND END OF USE (min 10
canisters)/ Buicr cansSytamony ma fo3y, mo
ROCTABIIACTLCS Yepes po3MMIIOBaY, CYMAPHO Ha
OYATKY Ta B KiHLi BUKOpHCTaHHA (Min. 10

BaneHYHKIB) T
"MEAN SALBUTAMOL CONTENT PER 76 - 104meg (85-115% of sx-actuator target of 90 ,. & 8 AT,
ACTUATION PRGN PR A

Cepenniit amict cansByraMona ua Josy

o ‘ii’; .




A Mbid — — =

Signature ( THxmie )

Issued by:
Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
'FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235529

[ Cerfificate of Quallty ~ =
{ CEPTHOIRATAKOCTI - S -
Certificate Date/ Jlata ceprudixary Certificate Number
Honep ceprsidixary
26-0CT-2023 3001582749
Pagedid
Cropitkad/4.
Product: SALBUTAMOL aerosol, metered-dose inhaler, 100 meg/dose 200 Doses in cans

poayxTr Nel with metering valve
‘CAJIbBYTAMOIJI, acpo3ons i inranauiit, zosoraHuit, 160 Mxr/mosy, mo 200 mo3
'y 6anonax Nel 3 o3yrousM KianaHoM

Product Code: 60000000002874

Kogn nponykty 160000000002874

‘Batch Ne: AB6R

Cepin Ne:  AB6R

MEAN FINE PARTICLE MASS BY CASCADE Not less than 30 mog 46 meg
IMPACTION (sum of stages 2 to 6) min 3 canisters |

Cepentia Maca TOHKOAHCITEPCHUY BKIOYEHSY METONOM 46 Mxr
KaCcKaIHOTO iMnaxTopa (cyMa cTyrenis 2-6) He Menm uixk 30 mkr

{MinivMyM 3 Ganomtuxa) . . ) o
LEAK RATE | Complies with the requirements of the USP Complies
epMeTHIHICTE Bixmosinae sumoram @,ClIIA Bintosigae
PARTICULATE MATTER ! Complies with the requirements of the British

| Pharmacopoeia (1993). Not more than 50 particles with size
Mexaniuni sxroueHns ! mor¢ than 100 pm for 50 spraying Not Performed

He NPOBOAKBCA
Binnoeinae Bumoram Bput.@.(1993). He 6iaswre 50 yactox
poaMipoM binkue 100 mkm Ha 50 posnuiens

Number of doses in one inhaler 2 | Not less than 200 Complies
Uucno 103 B oqHOMY inranaTtopi ? He menme 200 Binnosinae

1 Particulate matter: Performed for 1 from 5 batches\ MexaHuti BKAIOUEHHS: Mposoaurues AnA 1 3 5 cepii.
2 Number of doses in one Inhaler: Performed as a part of control of content uniformity\vucno oz B ogHomy iHranaTopi:
- BUKOHYETBCA AK YaCTHHA KOHTPOSIO GAHOPIRHOCTI BMICTY

Nani¢; Surname (Qualified Person)

Date of signature (Hata tiznucy) DD MM YL EZa6A * Sw Tnt‘n, Tipisenine (YuosnopaxeHa oco6a)
4 bopmi M AN

WILLIAM RICARD
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Certificate of Quality
CEPTHOIKAT AKOCTI c. ) :
Certificate Date/ lara cepmibikary Certificate Number
Homep cepritdixary
26-0CT-2023 3001582749
Page 34
Cropinkad/d
Product: SALBUTAMOL aerosol, metered-dose inhaler, 100 mcg/dose 200 Doses in cans Nel
THpoaykr ‘with metering valve

CAJIbEYTAMOJI, aepo3ons s inransuii, Rozosanmi, 100 Mxr/xosy,. no 200 o3y
Banonax Nel 3 go3yousuM KIamaHoM

Product Code: -60000000002874
Koa npoaykry -60000000002874
‘Batch Na: ABG6R.
_Cepin Ne: AB6R R .
~ CONTENT UNIFORMITY The requirements are met if the content of Salbutamol per Complies

actuation from not less than 18 of the 20 results are within
+25% of the mean and no result is outside the range £35%
of the mean. If 3 or 4 of the results are outside £25% of the.
mean and/or not more than 1 of the 20 results is outside
+35% of the mean, test an additional 10 canisters.

The requirements are met if not less than 36 of the 40
results are within £25% of the mean, not more than 1 of the
40 results is outside £35% of the mean and no results are
outside £50% of the mean

Bumtorst BikoHYIOTECA, AKHIO BMICT canbGyTaMOTY Ha H03Y He.
OnunopiasHicts BMicTy Mexme Hisk y I8 ia 20 peaynsTaTin sSHEXOMHTECA B MeKax £25% Bignosinase
Bifl CEPEAHEOrO, TA Ki ONHH PE3YALTAT HE BUXOMHTE 34 MeXKi £35%
Big cepennsoro. Sxmo 3 abo 4 pe3ynsTaTH BHXOANTE 38 MO
-£25% pin cepemisoro 1a re Ginswe I i3 20 pesynstatis BixoaiTs.
38 mexti £35% pin cepeaHBOro, TO NPOBOASNTE HOSATRONE
BHnpobysauna Ha |10 Ganomunkax.
BUMOrK BHKOHYIOTECH, A0 He < 36 i3 40 pe3ynyTatia
BHAXOAATHCA B Meswax +25% Bin cepenuvoro, ve > 1 i3 40 )
'PE3YALTATIB BIXOALTH 38 Mexd £35% pin cepemHporo Ta i oM
L s . PE3yNLTAT HE BUXOMTH 32 aenc £50% nig cepeansoro.




