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Cropinxal/d
Praduct: VENTOLIN™EVOHALER™ aerosol, melered-dose inhaler 100 meg/dose 200 doses in cans Nul
TEpopyxr BEHTOJIH™ ERBOXAJIEP™, @CPOIONL N jHrananiii, qososaanit, 100 m kr/mo3y no 200 ao3 y
Gasonax Nal
Product Code: 60000000002654
iten npoayxry 60000000002654
Package Size / Type i can/carion
Posnip / Tan nascynnaras L Banon » kapTonuiii kopoGi
Importing country Ukraine
Kpaina-istoprep Yupatua
Marketing (ARTG) Authorisation number UA/2563/01/01
Homep peccrpanitinore noceiguenusn: UA/2563/01/01
Manufacturing Authorisation number®: 2022_151_1_2
Hosep nitensii ua BupobHIUTRO? 2022 151_1_2
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavoisier,
27000 Evreux, France
Haiimeny panus, asicuesnaxomsenis supoGnia : Crakco Beankom Nponakwin, 3on uaycrpiens Ne2, 23, pio Jlasyas’e,

27000 Erpe, Gparis
Batch Ne: R38A
Cepin Ne; R38A
EXTIRY DATE (Kinmeouil Tepstin apitaaTnoctl): 04 2026
MANUFACTURING DATE (Jama eupeduiiian);: 19 04 2024

Strength of preparvation/Efficiency:

Active dritg substance: salbutamol: one dose contains 100 meg of salbulamo! (as satbutamal sulfaie),

Cuma i/ Acenpnicre:

Rioua peuoBiya: cansByTaMon, 1 103 MicTITh cansbytasony 100 sixr {y hopaii cansByrasony cymsdary),

Regutlafory Statement:
3aasa npo copridicaming

We liereby certily that ihe above information is authentic and accurate. This batch of product has been manufactured, including
packagingfiabelling and quality control al the above-mentioned recognized huilding(s) in full compliance with the GMP requirements of the
locat Regulatory Awthority and the specifications in the Marketing Authorisation of the importing country. the batch processing, packaging
and analysis records were reviesed and found 10 be in compliance with GMP and has been released by a Qualified Person

Llinss an minTsep/pryeso, o Hageaers indopasanisn € cripaniHLo | tounoie. Cepin upenapaty Oysin BHTOTORICHA, BIUOUAIOMI
RAKYBAHHA/MAPKYRAHIA TA ROHTPORL AXOCTI, 114 IA3HAMETHIT BIile BUpOGINIMIf LiAbELLWE B MORUIH sianositeocti fo Bunor Haneiwsiol
BHPOGHIYOT npakrikn (GMP), petanosiel X aicuenim PETYIHTOPIEA BIAGMETHOM, A TAKDC B 0Kl BiacosigHocTi 10 cretpikanii,
nepeAlateiinX y peecTpatiliHoMy SOChE KPATHII - iMTIOpTEpa. Joxystenvauin cToconH0 BIPOSHINGIO Mponccy, TAKYBaHMA | aHAAISY cepil
Gyna nepesipena, § 6YN0 BCTAHOBACHD, 11O BONA BIANGBINAE BINOraA Hanexnof supoGunyol npaicrzscie (GMP) i noisoneuna zo peanizauit
YNOBHOBAKEHOIO 0coboIo,

Batch size in packs: 73 183

Posarip cepit s yn: 73 183

/’JBX‘CZUA/,&}OQ ’&jf 2808, Iudf
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Page 2/4
CropiHka2/d
Product: VENTOLIN™EVOHALER™ asrosol, metered-dose inhaler 100 meg/dose 200 doses in
poaykr cans Nel
BEHTOJIH™ EBOXAJIEP™, agpozonn amn isransuii, nosoeanuit, 100 Mxr/mosy,
1o 200 o3 y Bakouax Nel
Product Code: 60000000002654
Koz npoaykry 60000000002654
Batch Ne: R38A
Cepin Ne: R38A
Description Specification Results
Haiimenypanus Crnenndixauis PesynpraT
Metal can with concave base fitted with & metering valve Complies
DESCRIPTION Metancsuif 6anon 3 BirHYTO0 OCHOBOIO, OCHAITEHUA
RO3YIOUHM KHAMAHOM Binnoeigac
Omuc
IDENTIFICATION BY IR The spectrum of the sample is concardant with the spectrur Complies
produced from authentic Salbutamol Suiphate
LoenTudixauin MeTosom Crexrp 3pasKka CNIBNANAE 31 CTIEKTPOM, BHISIHKAHHM
[Y-crierrpockonii CTAHAANTHHM cankbyTaMona cylsdaTon. Binnoniaae
IDENTIFICATION BY HPLC The principal retained peak in the HPLC chromatogram of the Complies
sample corresponds to the peal due to authentic Salbutamol
Ocrosuufi yrpinaypasmii nik na xpomarorpasi BEPX 3paska
[nenrndiranin Meronom BEPX criBmasac 3 1iKon na XpoMarorpami cTasaapraoro Bignonigae
canbOyramony
CONTENT OF SALBUTAMOL PER
ACTUATION DELIVERED THROUGH THE
ACTUATOR, COMBINED
BEGINNING AND END OF USE {min 10
canisters) Bumicr camsGytamony ua gosy, wo
AOCTABAMETHCS HEPER POBIMIIONAY, CYMApHO Ha
[OYMATKY T2 8 KiHLI BHKOpUCTaHH: (Mik. 10
banonuuKie):
MEAN SALBUTAMOQL CONTENT PER 76 — 104 meg {85-115% of ex-actuator target of 90 meg) 83 meg
ACTUATION
Cepenuili smict can.Gytaona sia A0sy 76 — 104 awer (85-115% teoBxinsol mosu 90 akr) 83 s
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Certificate of Qualily
CEPTH®IKAT AKOCTI

Certificate Date/ [lata coprudixary Certificate Number
Hoasep cepriixary

10-JUN-2024. 3001662945

Page 3/4
Cropinka3/4

Product: VENTOLIN"™EVOHALER™ acrosol, metered-dose inhaler 100 meg/dose 200 Doses
Hpogykr in cans Nel
BEHTOJHH™ EBOXAJIEP™, aepozons ina iHransuii, nosoparui, 100 mrr/zoszy, 1o 200 nos
y Banonax Nel
Product Code; 600000000G2634

Kog nponykcry 60000000002654
Batch Ne: R38A
Cepia MNe: R38A

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

The requirements are mel 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

Busiorn snxouyiorses, sximo BMICT CAnBOyTaMONY Ha K0Ty HE
Onnopiguicts pMicty metine nizey 18 i3 20 peaynasratis 3uaxcnteen B Meax £25% Binsnosigae
BijL CEPEANEOTO, Ta Hi QMIH PEIYABTAT HE BIXOMLTL 34 Medki £35%
Bid cepennsoro. ke 3 afo 4 peayasTaTi SUXOLNTD 38 AL
425% pip cepennnoro ta ne Ginswe 1 i3 20 pesyneTatin sixomitn
3a Mexxi £35%, T NPOBCARTL A0RATKORE BINEABYBaNHS 1A 10
Ganornikax,

BuMOr: RUKOBYIOTRCA, AKWO e < 36 i3 40 PEIYRbLTATIR
SHAXOAATECA B MEXAX £25% il cepesntore, #e > 1 i3 40
PEIYRLTATIS RIXOMNTE 38 Menct £35% nin cepennoro Ta i oanm
PEIYALTAT HEe BUXOMITEE 38 Meai +50% pij cepeansoro.
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Certificate of Quality
CEPTIEDIKAT SIKOCTI
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Honep ceprudivary
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Page 474
Cropiikad/d
Product: VENTOLIN™EVOHALER™ aerosol, metered-dose haler 160 meg/dose 206 Doses in
Hpoayxr cans Nei

BEHTOJHH™ EBOXAJIEP™, aeposons nns iMramnuii, aoiorasmi, 100 M kr/posy, no 200 aoz

y Ganonax Nel
Product Code: 60000000002654
Koa npoayrry GO000000002654
Batch No:  R3BA
Cepin No:  R38A

MEAN FINE PARTICLE MASS BY CASCADE
IMPACTION (sum of stages 2 to 63 min 3 canisters
Cepenis Maca TORROAHCIEDSHNX BRIOYCHL MCTO10M
KACKIIHOTO iMTIaKTORA (Cyma cryneitis 2-6)
(vinimyn 3 Banonulixa)

Not fess than 30 meg

He memn wine 30 s

45 meg

45 yur

LEAK RATE
IepMernunicrs

Complics with the requirements of the USP
Bianosiaac nuntoram P.CLHA

PARTICULATE MATTER !

Mexauiusui BICATOUEIHS |

Complies
Bianeninae

Complies with the requirements of the British
Pharmacopoeia (1993). Not more than 50 particles with size
maore than 100 um for 50 spraying

Binnosinae sumoram Bpur.®.(1993), He Simawe 50 sacrox
posmipos Ginbize 100 siem Ba 50 posmeiis

Mot Performed

HE HRDOBCAHBCS

Number of doses in one inhaler 2
THene 203 B onHOMY iHrassTop] 2

Not iess than 200
He ymenuwe 200

Complies
Binnopinae

! Particulate matter: Performed for 1 from 5 batches\ MexaHiqui BIAICHEHHS! [porofuTscn ANa 1 3 6 cepii,

2 Number of doses in one inhaier: Performed as a part of control of cont

BUKOHYETHCA K HACTUHA KGHTPOSID OIHOPIAHCCTI BMiCTY

Signature ( ITianuc )
Date of signature ([Tara ninnney) DD MM YYYY

/;/! /e £ ol

Name, Surname (Qualified Person)

ent uniformitviucro go3 B SAHOMY iHFanATopi:

Ine*n, Tpiznuiie (Ynosnonakena acoda)

CLEMENT GOELFF




