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Materiaf Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
$0mcg/Dose 120 Doses in can Ne1

lpopyir CEPETUA™ EBOXANEP™, 8eposone AN iHranagii, 4osoBanui, 25 myr/
50 mxr/noay no 120 A03 Y Ganosf Ne 4

Material Number- 60000000002632

Kog npogyKry 60000000002632

Package Size / Type: 1 inhaler/carton

Poznsip / Tun NaKyBaHHs 1 BanoH B kapToHHil kopobui

Marketing Authorisation Number; UAI4827/01/01

Homep peecTpaniiinoro noceigvyerus UA/4827101/01

Manufacturing Authorisation Number: 2022_151_1_2

Homep nigewaii ya BUPOOHKLTEO 2022 _151_1_2

Manufacturer name, address: Glaxo Wellcome Froduction, Zone Industrielle Ne2, 23, rue Lavoisier, 27000

Evreux, France
Halimenysamns, MicuesHaxopKeH s
BHUPOGHMKa ; 'makco Bernkom pogakium, 3on Ihgycrpiens Ne2, 23, pw NMasyas'e, 27000
Eepe, Opanuin
Strength of preparation/Efficiency:
Active drug substances: salmeterol (as salmeteral xinafoate} and fluticasone propionate;
one dose of the product contains 25 mcg of salmeterol {as salmeterol xinafoate)* and 50 mcg of fluticasone propionate.
*36.3 meg Salmetero Xinafoate is equivalent to 25 mceg of salmeterol.
Cuna aiif AkTueHicTL:
Aioui pevoanHu: cansMeTepon (y dopmi canbmeTepony keutagoarty), dnioTurasony nponioxar;
1 fosa npenapaty MicTUTE 25Mkr canemeTtspony (y coopmi canemerepony kcuHadgoaTy)* Ta 50 mr PoTuRasoHy nponjoHary.
* 25 Mk caneMeTepany ekaisaneHTHo 36,3 Mr GaneMeTepony kouHadoary.

Regulatory Statement:
3asBa npo ceptudiikadio:

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control in full compliance with the GMP requirements of the Jocal Regutatory
Authority and the specifications in the Marketing Authorization of the importing country. The batch processing, packaging
and analysis records were reviewed and found to be in compliance with GMP and has been released by a Qualified
Person.

Batch size in packs: 4 900
Pozmip cepii B yn: 4900

Batch N*; M27T EXPIRY DATE
Cepis No: M27T (Kinueamit Tepmin npupaTHocri): 03 2026
Manufacturing date: fmporting Country: Ukraine
{Bavra BupobhuuTea): 04 03 2024 Kpaita-imroprep Ykpaida
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Material Description: SERETIDE™ EVOHALER™ aervsol, metered-dose inhaler, 25 meg/
50meg/Dose 120 Doses in can Ne1{

Mpopyur CEPETMO™ EBOXAMEP™, 2epo3ons AN iHransauin, A030BaHWA, 25 MKrf
50 mrkr/noay no 120 Ao3 vy Banori Ne 1

Material Number: 60000000002632

Ko npogyiry 60000000002632

Batch Ne: M27T
Cepia Ne: M27T

Description Specification
Haﬁmenyaaﬂnﬂ Cneduthikauis

DESCRIPTION Metal can with concave base fitted with a metering vaive,

MeTanesuii Ganon 3 yBirHyTOK OCHOBOK, GCHALBHME
AABYIOUUM KAaRaHom,

IDENTITY % HPLC The principal retained peaks in the HPLC shromatogram of the
sample correspond with the peaks produced by analytical
working standards of salmetera| and fluticasone propionate.

therTuchikavin % BEPX l—ch Y¥TPUMAHHS GCHOBHUX nikia Ha Xpomatorpami zpaska

CHBRagac Ia 4acom yrpumanma nikie cansMerepaony
keuhacboary Ta chmoTHKa30Ha nponionaTy Ha XPOMaTorpami

PasuuRy poBoumx aHaniTuunnx CTaHgapTia.

MEAN SALMETERGOL CONTENT PER 18.8-23.1 meg 20.1 teg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE )

Cepeghiv smicr cansMeTepony Ha goay, uio
ALCTaBNACTHCH Yepes poanumosay, cymapHe Ha
MOMATKY | B KiHL BUKOPHCTEHRS,

MEAN CONTENT OF FLUTIGASONE 39.6 - 48.4 mcg

PROPIONATE PER ACTUATION DELIVERED

THROUGH AN ACTUATOR, COMBINED

BEGINNING AND END OF USE

Cepeasiil BmicT PnwTrKazony nponicHaTy Ha gosy,
Lo AocTaBnseTscn Yepes Poanuniesay, symapho na | 9.6 - 48.4 mr

Results
Peaynwrar
COMPLIES
Bignosigae

Onue'

COMPLIES

Bignosigae

18.9~23.1 myr 20,9 mer

42.9 meg

42.9 mkr

NOMATKY i B KiHyl BUKopUCTaHHS
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Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 mcg
/50meg/Dose 120 Doses in can Net

Mpopykr CEPETMO™ EBOXANEP™, ASPO30Nb ANs iHranaun, A030BaAHUA, 25 myr/
50 mxr/ziosy no 120 pos ¥ Bartoni Ne 1

Material Number: 60000000002632

Kog apogyKTy 60000000002632

Batch Ne: mM27T
Cepia Ne: M27T

Description Specification Results
Halivenysanisg Cneundhikayis Pesynkrar

CONTENT UNIFORMITY (SALMETEROL / The requirements are met if the content of drug per actuation COMPLIES
FLUTICASONE PROPIONATE) from not less than 18 out of 20 results are within + 25 % of the
mean and no result is outside the range t 35 % of the mean,

13 or 4 of the results are outside £ 25 % of the mean but not
oulside £ 35 % ofthe mean, test an additional 10 canisters.
The requirements are met it not less than 36 out of the 40
resuits are within £ 25 % of the mean and no result is outside +
35 % of the mean.

OgHopigHicTs BMiCTY (ca.nbme'repon i cbmomxaaoﬁy Mpenapar BUTPAMYE BUNPOBYBaKHS, SKWO BmicT npenapary
TponRioxar) Ha OAHE HaTuCkaHHR ¥ 18 ia 20 pesynbratia BigxunseTsca Big
CEePERHLOrO He Binbly Hiv Ha +25%; ra ni oqun Pe3ynbTaT He
BUXOAKTL 32 Mexi £35% Bif cepeaHboro.
Akwo 3 abo 4 DesynuTara BigpisHsoTREGs BiA CepeaHboro Ha
+25%, ane ne NEPSBULLYIOTEL £35% &ig <epegHeoro, To
NPOROAATE RoaaTkoe BunpodSysarba Ha 10 AESPo30NbLHEX
YNEKOBKax,
MNpenapar Bianosinac BUMOraM, sSiKIW0 He Merws 38 i3 40
Pe3ynbraris BigpisnaoTLos BiA CepeaHLoro ne binbwe ni Ha
*25%, Ta Hi ogun PesyneTar we sigpisHsioTecs Big
CepefHbOre Binbuy wbic Ha +35%,

MEAN FINE PARTICLE MASS BY CASCADE 7—=13 meyg

IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND £

Bignosizae

T ~13 mxr
Cepennn maca TOHKOJUCHEPCHUX BRMIONEHE

METOAOM kackagHors imnaktopa ANA canemeTeporny
{cyma cTyneris 3.4 | 5)
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/50mcg/Dose 120 Doses in can Nel

ose inhaler, 25 meg

Mpogykr CEPETUA™ EBOXAJIEP™, aeposons ans IHransiLii, pososamrmii, 25 mkr/
80 mrrinoay no 120 nos y Ganosi Ne 1
Material Number: 60000000002632
Koa npoaykry 60000000002632
Batch Ne: M27T
Cepia Ne: M27T
Description Specification Results
Halimeny gastin Cneyndixauis Peaynkrar
MEAN FINE PARTICLE MASS BY CASCADE 14 - 26 mcg 20 meg
IMPACTION FOR FLUTICASONE PROPIONATE
{SUM OF STAGES 3, 4 AND 5)
Cepegns Maca TOHKOAWCREPCHUX BKNIOUEHE 14— 26 Mk 20 mgr
METOA0M KaCKaHOI iMnaxTopa ANA hrioTUKaZoHy
nponioHaty (cyma etyneHia 3,4 i 5)
PARTICULATE MATTER? For 50 actuation delivered through an actuator not more than NOT
50 particles with size mare than 100 pm present PERFORMED
MexaHizri BRITIOHeHHSY He Ginwe 50 yacTok posmipom Sinkiue 100 MM Ha 56 MipHux npoa};,ne,uscn
A03
LEAK RATE Mean leak rate of 12 inhalers is not more than 525 mg per COMPLIES
year and the leak rate of no individual inhaler is greater than
750 mglyear.
BUNPOGYBaHHH Ha repMeTUHICTS Complies with the requirements of the United States Bianosinae

Pharmacopoeia.

Cepentn WRUAKICTb BKTIKY npenapaty B 12 iHranAtopax He
Binbiue 525Mr/pik Ta ILEUAKICTE BUTIKY Hi B OJlHOMY OkpeMaMy
iHrasTsTopi He nepeaulyye 750mriplx.

(Bianoeinae Papmakonei CLUA)

1-Actuator i3 not present at time of release testing, however it is present in fi
BANPOBYBAHHS NPU BANYCKY, THM He MEHLLE, BISTIOUSHN
2-Tweo Identification tests are presented in the specifica
given as an alternative\lipescrasneni gea METOAM BUNPOBYREHHA HA

CNEexTpackonil NpEACTaBreHUi sk aNbTePHATUBHME

tian, the identifi

3- Test performed once every 5 batches\ BunpoBysakHa ApeBossTs Ha 1 3 5 cepii.

QP Name, Surname/
In's1, npisemule
YnosHosaxeHoT ocobn

Signature/ Mignue

NOEMIE RENAUDEAU

nal product BanoH He ornapaerscs npu nposeAeHHi
i £0 Onucy roTaBOTS NiKAPCLKOTD 3acoby
cation by HPLC test is carried out routinely and the IR method is
IAEHTUYHICTD. 3aseuyai BUKOPHUCTOBYIOTL MeTon BERX, metog 14

Date of signature /flara nianuey DD MM YYYY__ M { ¢F | 202,




