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Glaxe Wellcome Production
ZEN°2, 23 Rue Lavoisier
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Certifiente of Quu]ily. .
CEPTHOIKAT SIKOCTI
Certificate Date/ JJara ceprudinaty Cerfificate Number
Honiep cepTinpixary
11-0CT=2023 3001576266
Pugs 14
Cropingalid
Producti SALBUTAMOL aerosol, metered-doese inhaler, 100 meg/dose 200 Doses in
Mponyicr cans Mal with metering valve

CAJNIBBYTAMOJL, aeposons ansa iRranauii, gososanui, 100 MKT/p03y, no 200

Ies3 y Ganonax Nol 3 gosyrouum wianasom

Product Code: 600000006U2874

Hon nponysry 60000000002874

Package Size/ Type 1 canfearton _
Poaatip / 11 naxynawis I Ganai b xapronmin kepoGii
Importing coimntry Ukzaine

Kpatna-imoprep Vxpatua

Marketing (ARTG) Autherisation number UAL2032/01/01

Hosep peecrpauiiinoro noceiguenns: UA/2032/01/01

2022_151_1.2

Manufacturing Authorisation numbei®: 202271511 2

“Honep siueusii-na spoduiTeo:
Manufacturer name, address:
! -27000 Evreux, France
HaitmexypanHa,MicLe3HAXOMKCHHST BIP B § )
HBAHHRMICL P 27000 Enpe, Dpais
Batch No; 8P7R
Cepin No: 8P7R o
EXPIRY DATE (Kiuuesn{t Tepmin npunaruocti): 08 2025
MANUFACTURING DATE (Samu eupobntugmea): 25 08 2023

Strength of preparation/Efficiency: L
Active drug substance: salbutamol; one dose contains 100 meg of salbwtamol (as salbutariol sulfate).
Crenra gV Axripulers:

Ai0$a pesontsa: eansGyTanos; 1 203 Micnis canByramony. 100 kke (y Gropaii cansGyTasony cynsiary).

Reguintory Statement:
3anea Npo ceprupinain:

"We hereby certify thet the above inforthation is dutheiitic &nd aceurate. This batch of product hias been manifactired, ineluding -
packaging/labelling and quality control at the above-mentioned recognized building(s) in full compliance with the GMP requirernenis of the
tocal Regulatory Autherity and the specifications in the Marketing: Authorisation of the inporting countey. The baich processing, packaging

and analysis records were reviewed and found to be in complianee with GMP-and has héen released by a Qualified Person

Llunt My nikToepiyemo, 1o Hapesera indopsanii € cnpabkHLIG i To4uGo. Cepixn Rpenapaty Gyas DHOOTOBREHA, BIUIQUAIONH
NAKYBIHH/MADKY BaHHA T KORTRGNL HKDGTI, 32 333AMeRiTi Binus BipoBimpif LiAkH I B MOBRIT RianosianeeTi o ser Hanesxxo?
BipoGHEYOT NpakTiK (GMP), BCTRHOBAEHMY MicuensM PErYAATOPHIM BIAOMCTBOM, 8 TakOK B NOBHIT RURORILEOCTI O Cleyndikaniti,

RepenlateRix y peecTpauiitHoMy ROSLE KpaiHy - in noprepa. oKy MEHTANI CTOCOBHO BPOBHIMOro npoLecy, nary
Gyna nepenipena, i 6yN0 BCTAHOBNEHO, 10 DOHA BinnODinAE BIMOFAM Hangicrol BiipaGiriol npactiis (GMP) i nosro.

Ynenuonasetco ocoforn,
Batch size in packs: 69 636
Poamip cepi yn: 69636
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i Cerlificate Date/ Jlara cepradixary

Certifieate of Quality
CEPTUDIKAT AKOCTE

Cerlificate Number
Howmep ceprinirary

11-0CT.2023 3001376266
Page 2/
-Cropinka2/d
Product: SALBUTAMOL aerosol, metered-dase inhaler, 100 meg/dose 200 Doses in cans Nel
Tpoayir with metering valve
CAJILBYTAMOIL, aepoions gan inranmuiit, dozoaanuif, 100 sxr/aesy, no 200 ro3.y
Bamopax-Ne! 3 mosy:ouum knamanom
Product Cades: 60000000002874
Koa nponyniry 60000000002874
Batch Ne: BPTR
Cepin Ne: 3P7R
Description Specification Results
Haiimenysauun Croeundiiauin Pesyanrtar
Metal ean with concave base fitted with o metering valve Complies
DESCRIPTION MeTanepuii Ganon 3 pireytoio cctiosolo, OCHALIEHHEH,
HO3YIOUHMM KIANAHOM Bizrnosinae
Oac .
IDENTIFICATION BY IR The spectrum of the sample is concordant with the spectitm Complies
produced from aulhentic Satbutamol Sulphate
Lierriighikauin metonom Crieterp apatka ciBnajae 3i Crexrpom, aukmia i
[U-cnexrpockonii ) CTaraaptTiusM canLGyTaMonn cyandiaTom. Bisinoninac
IDENTIFICATION BY HPLC The principal retained peak in the HPLC chromatogram of the Complics
sample corresponds to the peak due to authentic Salbutamol
Ocronunii yrpumynanntt ik na xponarorpami BEPX apasica
Laerrrpicanis neTofoMm BEPX CRismaaae 3 nikoM ma XPOMETCrpaMi CTaHRAPTHOrD Binnosinae

- canuByramony

CONTENT OF SALBUTAMOL PER
ACTUATION DELIVERED THROUGH THE
ACTUATOR, COMBINED

BEGINNING AND END OF USE (min 10
canisters)/ Buict cansGyramony wa a03y, ute
ABCTABAAETHCA YCPCS POIMHRIOBAY, CYMAPHO- HA
ROSATLY Ta B KiHUI BUKOpPVCTAHHA (Min. 10
Ganotemkiny

MEAN SALBUTAMOL CONTENT PER
ACTUATION

Cepepnifi smict cannbytamona na toay

76 - 104meg (85-115% of ex-actuator target of 90 meg)

76— 104 mxr (B5:115% neoGxinoi-avsmn 90 M)
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Certificate of Quality
CEPTH@IRAT AKOCTI]
Certificale Date/ Tara ceprubicary Certificate Number
FHosep cepritpicary
1-0CT-2023 3001576266
Page 34
Cropinrad/4
Product: SALBUTAMOL aerosol, metered-dose inhaler, 100 meg/dose 200 Doses.in cans JNe!
Tpopykr with metering valve

CAJIBBYTAMOJ, aeposons ma iHrasaui#, nososanmuit, 100 Mxr/nosy, no 200 g3 ¥
Bamonax Nel 3 z03y10ummM Knananom

Produet Code: 606000000002874
Kon npoayxry 60000000062874
Batcl Ne: 8PTR
Cepia Ne; 8PTR ) ) L . N :
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

*23% of the mean-and no resalt is outside the range £35%

of the mean. If 3 or 4 of the results are outside +25% of the

mean and/ornot more than 1 of the 20 results is outside

+35% of the mean, test an additional 10 canisters,

The requirements are mel i not less than 36 of the 40

results are within +25% of the mean, not more than I of the

40 results is outside +35% of the mean and no resylts are

outside £50% of the mean

Bunorn snkenyioTsen, AKU0 it canuByTanony Ha npay ue N ]
Oruopiguicts BiticTy Menwe kiney 18 iz 20 peayasTaTie sHAXOAN TheR B MERAX £25% er}'()‘aiga&j

8in copeauLOro, Ta Ni omin PEIYRLTAT HE BIXOMHTE 3% Medti £35%

nin cepeannore. Slikwo 3 abo 4 peayneTaTi BixoasTs 28 M

+25% vin cepeannoro ta we Gintwe 1 i3.20 pesynurarin mexoanTs

38 Meski £35% Bin copennsoro, To NPOBOATTL feRaTKORS

sunpelysanin Ha 10 Gancuurkax.

BHMOTI BHKOHYIOTLCR, ANMID 116 < 36 i1 40 pe3ynbiarie

SHAXOIRTECA B Meaax £25% nin cepeannoro, ne > 1 iz-40

PEIYNETATID BUXOMITE 38 Mexi +35% i CEPEAHBOTO T2 Hi DANH

PEIYNLTAT HE BIXOANTH 38 Mexd £50% sin cepeminoro.
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.Cnrtiﬁcafc.oi'Quality
CEPTH®IKAT SIKOCTI
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Cropinkad/d
Produet: SALBUTAMOL aerosol, meterced-dose inhaler, 100 meg/dosce 200 Doses in cans
Mponyrr Nel with metering valve

CAJIBBYTAMON, aeposois st isransuifi; gososauuti, 100 Mir/ao2y, ne 200 aos
y Sanonax Ml 3 nosyloumm inananom

Product Code:. .60000000002874

Kon nponyiery 60000000002874

Batch Nbv:  ¥P7R

Cepin Nev  8P7R

MEAN FINE PARTICLE MASS BY CASCADE Not less than 30 meg 48 meg
IMPACTION (sum of stages 2 to-6) min 3 canisters.
Ccpcmm nMaca Tﬂli]\'ﬂJJ,HCl'!CpCHHX BICEOMCHE METOIOM 48 pxr
KACKIHOrD IMNARTOpE (CYMA CTYTeHID 2-6) He menm nive 30 mxr
(MiniMyn 3 Ganonuura)
LEAK RATE Complies with the requirements of the USP Comgpties
FepareTnynicrs Binnosinae anmoram @.CHIA Binnewiae
PARTICULATE MATTER ! Complies with (he requirements of the British

Phermacopoeia (1993). Not more than 50 particles with size
Mexaniuni semouenis ! more than 100 pm for 50 spraying Not Performed

] HE NpoloanBcs
Bisronifac smoram Bpur.@.( 1993); He Ginbwe 50 uactok
poauipos Bimsme 100 Mim na SO posmunens

Number of doses in one inhaler 2 Not less than 200 Complies
Hkeno 103 B oaHoMy inraasropi 2 He menuie 200 Bisnorinae

! Particulate matter: Performed for 1 from 5 baichest Mexariuui BRIOUEHHA; Mpoeopursca ans 1 3 5 cepiin.
? Nurnber of doses In one inhalér: Parfarmed as a part of contral of content uniformity\Ysicnd joa a oAHaMY iHranaTopi:
BWKORYETLCA Rk 4ACTIHA KOHTPOMI0 OAHOPIAROCTI BMICTY

Signatire ( Mixmiss) o Name, Surname (Quatified Person)
Date of signature (Hara nlanney) DD MM ¥YYY Im’a, Mpiznnure (¥ nosrosaskcra ocota)

WILLIAM RICARD
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