,I[EP}KJIIKCHV)KBA |
NEPIKABHA COVIKBA 3 IIKAPCHKMX 3ACOBIB TA KOHTPOJIO 34
BAPKOTAKAMHA V KHIBCHKI OBJACTI

npocnext Banepia JloBauoscokoro, 51, M. Kuiu, 03110, ren/daxce: (044) 363-06-50
E-mail: dls ko@dls.gov.na,https://www.dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK
npo AKicTHL BBe3eHoro B YKpainy Jikapesroro 3acoby

12.01.2021 Ne 72837/21/10

CEPETH/T™EBOXAJIEPT™
(uaiiMeHyBaHus Jixapchkoro 3aco0y 3rifHo 3 peecTpaniiiiM TOCKiCHHM)
AEPO30JIL IS THransiil, o3osanuii, 25 mur/125 mier/no3y no 120 go3 y 6anoui 3 K03y¥09HM
Kiananom; no 1 6anouy B KkapToHHIl Kopobi
{opna BrmyCKy, A03yBaHHA, BHA MAKYDAHHL Nikapcpkore sacoby)

Homep pescrpaniitoro nocsimaers UA/4827/01/02 crpox aii pecerpanjfisoro nocsingenss 04.05.2021
Cepis mixaperxoro sacofy Ne AYSE Kinskicts BBe3eHoTo Nikapeskoro sacoby 7050

BupoGux I'naxco Bemmkom Iponaxmms, ®paniis

(HaiimeHyBanu BRpoGHHKA nikapeLkoro zacoby, kKpalia MOXCHKeHHS)

Breseno B VkpalHy Topaprerpo 3 o6mexenoio Binmosigansrictio "TnakcoCuitKositn

®apmaceioTikane Yipaina', igent. kom: 35619519

(HaiiveHyBanms Ta koL 3a €PIIOY ropuzuunoi ocobu aGo npissuie, iv'a, no Gatekosi dizuinol
ocobH - pixnpuemus, Il Micile NpoXHBaHHS T2 peecTpauifiHni Homep 0BNIKOBOT KaPTKH IIATHIKE
MOJATKID 60 Cepist Ta HOMED NACTIOPTA)

IpoTokos Bisyanuuore wonrpomo six 29.12.2020 N 4648/2.

Ja  pe3yALTATaMH ASPIKEBHOTO KOHTDOMO BCTAHOBISHO, IO JIKApCRKHR 3aci  BBeseHO B Vxpalny 3

AOTP ﬁl}af{aﬂl{ﬂn@ BEIMOT 32KOHO/IABCTRA [IO0 3abe3ne e s AKoCT] Tikapebux 3acobis.
~
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lasued by:

Glaxo Wellcome Productian
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX

FRANCE
Tel: + 33(0) 232235600 Fax: +33(0) 232235629
i Cerfificate of Analysis
CEPTU®DIKAT AIKOCTI 15
Certificate Date/ Certificate Number
Hara ceprudpikary Homep ceprudiikary
26-NOV-2020 3000948401
Page 1 of 4
Cropinka /4
Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
125mcg/Dose 120 Doses in can Net
Mpogyur CEPETAO™ EBOXANEP™, aepoaonk Ana iHransuiil, gososaduil, 25 mir/
125 mrriposy no 120 goa y Ganoudi Na 1
Waterial Number: 600000060002633
Kon npoaykry 60000000002633
Package Size / Type: 1 inhaler/carion
Pozmip / T nakyBaHHR 1 6anoH B KapToHHIN koposui
Marketing Authorisation Number: UA/4827101/02
Homep peecrpauinnoro noceigueHHs UAI4827101/02
Manufacturing Authorisation Number: M 18/172
Howmep niyensii Ha BupoGruUTEO M 18172
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavaisier, 27000

Evreux, France

HahMeHyBaHHA, MiGLEe3HAXCHIKEHHS

BUPOoBHMKA ; Mmakco Bennkom Mpoaaxwn, 3oH naycrpiens Ne2, 23, pio Jlasyas'e, 27000
Erpe, Ppaniii

Strength of preparation/Efficiency:

Active drug substances: salmeterol (as salmeterol xinafoate) and fluticasone propionate;

one dose of the product contains 25 meg of salmeterol (as salmetercl xinafoate)* and 125 mcy of fluticasone propionate.

*36.3mcg Salmeterol Xinafoate Is equivalent to 25mcg of salmeterot.

Cuna ailf AKTUBHICT !

Allodi pevosuHK: cansmeTepon (y (opmi canbMetepony KouHadioaty), (roTUkasoHy npornioHar,

1 po3a npenapaty mictiuTe 25 Mir cansmetepony (y hopmi cansmetepony keukadiwoaty)® ta 125 Mkr dhrnioTikazoHy

npenicHaTy.

* 26 mir carnbmeTepony exksisaneHdTHo 36,3 mrr cansmeTepony KeuHadhoaTy.

Regulatory Statement:
3asea npo ceprudikayiro:

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/laballing and qualily control in full compliance with the GMP requirements of the local Regulatory
Authority and the specifications in the Marketing Authorization of the imporling 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.

Lium mum ninTBepAKyeMO, WO HaBeaeHa iHthopmaus € cnpasiHboto | TouHolo. Cepia npenapaty Gyna BUrOTOBRMEHE,
BKIIOYAIOYN NAKYBAHHA/MAPKYBAHHA Ta KOHTPONb AKOCT, Ha 3asHayeHil pre BUpoGHMYIR AINbHWLI B MOBHIA
BiagnosigHocTi fo eumMor Hanexrol BupoBruyol npaktuky (GMP), BcradoBnenux mMicUesum PerynsTopHiuM BiZOMCTBOM, a
TAUGNC B NOBHIA BignoeigHocTi Ao cneuudikaliid, nepepbavenunx y peecTpalilHomMy Aocke kpalkh - iMnopTepa.
BosymenTaujis ctocoBHo BupoBHuUCro NpoLecy, nakysaHks | aHanisy cepil 6yna nepesipena, | 6yno BoTaHoBREHO, WO
BOHa Bignosinae sumoram HanexHor BupoBHnyct npautyi (GMP) | gosronexa go peanisaull YnossosaxueHolo ocoboio.
Batch size in packs: 7 050

Posmip cepitesyn: 7 050

Batch N*: AYSE EXPIRY DATE 10 2022

Cepin Ne: AYSBE IR (Kinueswit Tepmin npuaarHocTi): XosTeks 2022
Manufacturing date: 06 10 2020 Importing Country: Ukraine

(HBara supotruurea): 06 XKoarenb 2020 Kpaiha-imnoprep : Yipaida
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Issued hy:

Glaxo Wellcoine Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235629

Material Description:

Certificate of Analysis
CEPTU®MIKAT AKOCT!

Certificate Date/
Hara ceprudbikary

26-NOV-2020

Certificate Number
Homep cepruchizaty
3000949401

Page 2 of 4
CropiHia 2/4

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 mcg/
125mog/Dose 120 Doses in can Ne1

Mpoayir CEPETUA™ EBOXANEP™, agpoacns Ang Hranauiit, AoaosaHuil, 25 mkr!
125 mkr/moay no 120 pos y Banoni Ne 1

Waterial Number: 60000000002633

Kon npopyury 60000000002633

Batch Na; AYEE
Cepin No: AYBE

Cepegtili BMicT thnioTUsasoHy nponioHaTy Ha 403y,
W0 ACCTABMAETHCA Yepes PO3NUnIoBaY, CyMapHo Ha
NOMATHY | B KiHLI BUKOPUCTaHHA.

Description Specification Results
Haltmenyearkna Crneundpixanin Peaynbrat
DESCRIPTION! Melal can ‘iviih crmcavel hase filted with a metering vefue. CQMPLLES
onug! Meranesnii GanoH 3 yeirHyTo0 OCHOBOIO0, OCHALLEHNA Bipnoslgae
[103YI04UM INANaHOM.
[DENTITY ¥ HPLG The principal retained peaks in the HPLG chrematogram of the COMPLIES
sample correspond with the peaks produced by analytical
working standards of salmelerol and fluticasone proplonate.
laenTuchikaLin % BEPX qqc YTPUMAHHRA OCHOBHUX MikiB Ha _xpomamrpami apaska Bianosinac
cnienagac 13 yuacom yTpuMaHHs Nikis canbMeTepony
KcunadhoaTy Ta hoTHkasoHa npoenioRaTy Ha Xpomatorpau
poaurHy poBOUMX AHBNITUNHUX CTAHAAPTIE.
MEAN SALMETEROL CONTENT PER 18.9 - 23.1 meg 21.3 meg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 21.3 mur
T B 18.9—23.1 mKr
Cepeatii BMICT cansMeTepony Ha o3y, U
AocTaensnerbLCH Yepeld posnuniosay, cymapHo Ha
NOYATRY | B KIHU] BUKOPUCTAHHA.
MEAN CONTENT OF FLUTICASONE 99 - 121 meg 110 meg
PROPIONATE PER ACTUATION DELIVERED
THRCUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE 09— 121 mur A0 R
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Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235529
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Material Description;

Certificate of Analysis
CEPTUDIKAT SIKOCTI

Cerlificate Date/ Cértific:aie MNumber
Hara ceptudcinary Homep cepriicarty
26-NOV-2020 3000948401

Page 3 of 4

Cropitka 3/4

125meg/Dose 120 Dosas in can Net

SERETIDE™ EVOHALER™ aerosotl, metered-dose inhaler, 25 mog/

Mponyxr CEPETUO™ EBOXANEP ™, aepoaont ana IHranalii, nesosadui, 25 mur/
125 mrr/posy no 120 gos y Ganoni Ne 1

Material Number: 60000000002633

Kog nponyury 60000000002633

Batch Ne: AYSBE
Ceplin Ne: AYBE

Description
HaliMenyBanns

Specification
Cneuudikauin

Results
Peaynrar

CONTENT UNIFORMITY (SALMETEROL /
FLUTICASONE PROPIONATE)

OpHopiaticrs sMicty (cansmetepon | dhntoTHiaIoHy
nponioHar)

The requirements are met if the content of drug per actuation
from not less than 18 out of 20 resulls are within £ 25 % of the
mean and no result is outside the range + 35 % of the mean.

if 3 or 4 of the resulls are outside + 25 % of the mean but not
outside & 35 % of the mean, test an additional 10 canisters.
The requirements are met if not less than 36 out of the 40
results are within + 25 % of the mean and no result is oulside =
35 % of the mean.

fpenapar suTpumMys Bunpobyeatis, AKLLO BMICT npenapary
Ha ofiHe HaTUCcKaHHA ¥ 18 i3 20 pesynbTaTie BigxunacTeca iy
CepeaHLoro He Binbil HiK Ha +25%, Ta Hi OAWH PeaynsTaT He
suxoAuTh 9a mewl £356% Bia cepegHeoro.

Axwo 3 abo 4 pesyneTara BigpiaHAIOTLECA BIf CBREAHLOTO HA
1+25%, ane He nepesvllyioTt £35%, To NPOBOAATE /LOAATKOBE
sunpobyparis Ha 10 2eposcnsHMX YIaKoBKax,

Mpenapar BignoBigae suMoram, sIKLIO He  Medwe 36 i3 40
pesynkTaTis BIARIsHAICTLCR BIR CepeABbOre He Ginblue HiX Ha
126%, Ta Hl oauH pasyneTar He BiApIasAioTLOA Big
cepegiboro Ginblu Hi Aa +35%.

GOMPLIES

Bipnosigac

MEAN FINE PARTICLE MASS BY CASCADE
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND 5)

CE!}'}B{(HH Maca TOHKOAUCNEPCHUX BKMNIDYEHL
METOAOM HACKAAHOIO IMNAKTOpa A4A canbMeTepony
(cyma ctynexie 3,41 §).

7-13 mcg

7 —-13 mur

10 meg

10 sr
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Glaxe Wellcome Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33{0) 232235528

Material Description:

Certificate of Analysis
CEPTUQIKAT AIKOCTI
Cerlificate Date/

Cerlificate Number

Hara ceptudbikaty Howmep ceprudikary
26-NOV-2020 30009849401
Page 4 of 4
Cropinka 4/4

128meg/Dase 120 Doses In can Nei

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/

Tpony CEPETUA™ EBOXAINEP™ aepoaoris Ans (Hransuii, Aososaui, 25 mir/
125 mrrinoay ne 120 goa y Banoni Ne 1

laterial Number: 60000000002633

Kop npopykTy 60000000002633

Batch Ne; AYBE
Cepist Ne: AYBE

Cepeghs wengkicTs BUTiky npenapaty B 12 iHranaTopax He
Binblue 525Mr/pli Ta WeUAKICT: BUTIKY HI B 04HOMY OKPEMOMY
iHransTopi He nepesulye 750mr/plc

(Bignosipae dapmaxcnei CLIA)

Description Specification Resuits
HalimeHyBaHHsA Creynd)xayisn PeaynbTar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 meg 52 mcg
IMPACTION FCR FLUTICASONE PROFIONATE
(SUM OF STAGES 3, 4 AND 5) ATy
c . 40 — 65 mrr
epe/iHA MACa TOHKOAMCNEPCHUX BKNKUEH:
MeYoAomM KackagHore IMnaxkTopa anna (hmoTHRAIoHY
nponionaty (cyma cTynetis 3.4 i 5).
PARTICULATE MATTER? For 50 actuation delivered through an actuator not more than NOT
50 particles with size more than 100 ym present PERFORMED
Bignomipae un
MexaHiusi BitoueHH? He Glnble 50 yacrok posmipom Ginbuie 100 Mk Ha 50 MipHIXK He
hoa. MPOBOAHECH
LEAK RATE Meaan leak rate of 12 inhalers is not more than 525 mg per COMPLIES
year and the lealk rate of no indlvidual inhaler is greater than
750 mg/year, Complies with the requirements of the United
4 States Pharrnacopoeia. ) .
Bunpobyeanis Ha repMEeTUYHICTS Bignosigae

1.Actuator is not present at time of release testing, however it s present in final producll BanoH He ornARaETLCA NPY NPOBEAEHAI
aunpoByBaKts P BANYCKY, TUM HE MEHLe, BKMoveHWd 40 onucy reTesoro nikapcbikoro sacely
2-Two identification tests are presenled in the specification, the identification by HPLC test is carried cut routinely and the iR method is
given as an alternative\lpeactasrexi ABa METOAM BUNPOBYAAHHSN Ha ieHTUMHICT. 3asuyall BUKOPUCTOBYIOTE MeTos BEPX, MeTtos 14

CReKTpoCKoNii NpeACTARNEHUNA A% anbTepHaTiBHIA.

3- Test performed once every 5 balches\ Bunpobysankn nposoaaTs Ha 13 5 cepli,

QF Name, Surname /
IM'51, npissue
YnosHoeakeHo! ocobn

Signature/ Mignue

2
<) M

JULIEN CHAROLLAIS

Date of signature /Jata nignucy DD MM YYYY




,I[EP}KJIIKCHV)KBA |
NEPIKABHA COVIKBA 3 IIKAPCHKMX 3ACOBIB TA KOHTPOJIO 34
BAPKOTAKAMHA V KHIBCHKI OBJACTI

npocnext Banepia JloBauoscokoro, 51, M. Kuiu, 03110, ren/daxce: (044) 363-06-50
E-mail: dls ko@dls.gov.na,https://www.dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK
npo AKicTHL BBe3eHoro B YKpainy Jikapesroro 3acoby

12.01.2021 Ne 72837/21/10

CEPETH/T™EBOXAJIEPT™
(uaiiMeHyBaHus Jixapchkoro 3aco0y 3rifHo 3 peecTpaniiiiM TOCKiCHHM)
AEPO30JIL IS THransiil, o3osanuii, 25 mur/125 mier/no3y no 120 go3 y 6anoui 3 K03y¥09HM
Kiananom; no 1 6anouy B KkapToHHIl Kopobi
{opna BrmyCKy, A03yBaHHA, BHA MAKYDAHHL Nikapcpkore sacoby)

Homep pescrpaniitoro nocsimaers UA/4827/01/02 crpox aii pecerpanjfisoro nocsingenss 04.05.2021
Cepis mixaperxoro sacofy Ne AYSE Kinskicts BBe3eHoTo Nikapeskoro sacoby 7050

BupoGux I'naxco Bemmkom Iponaxmms, ®paniis

(HaiimeHyBanu BRpoGHHKA nikapeLkoro zacoby, kKpalia MOXCHKeHHS)

Breseno B VkpalHy Topaprerpo 3 o6mexenoio Binmosigansrictio "TnakcoCuitKositn

®apmaceioTikane Yipaina', igent. kom: 35619519

(HaiiveHyBanms Ta koL 3a €PIIOY ropuzuunoi ocobu aGo npissuie, iv'a, no Gatekosi dizuinol
ocobH - pixnpuemus, Il Micile NpoXHBaHHS T2 peecTpauifiHni Homep 0BNIKOBOT KaPTKH IIATHIKE
MOJATKID 60 Cepist Ta HOMED NACTIOPTA)

IpoTokos Bisyanuuore wonrpomo six 29.12.2020 N 4648/2.

Ja  pe3yALTATaMH ASPIKEBHOTO KOHTDOMO BCTAHOBISHO, IO JIKApCRKHR 3aci  BBeseHO B Vxpalny 3

AOTP ﬁl}af{aﬂl{ﬂn@ BEIMOT 32KOHO/IABCTRA [IO0 3abe3ne e s AKoCT] Tikapebux 3acobis.
~

!Kf / e ot Onexciit COJIOPA
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lasued by:

Glaxo Wellcome Productian
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX

FRANCE
Tel: + 33(0) 232235600 Fax: +33(0) 232235629
i Cerfificate of Analysis
CEPTU®DIKAT AIKOCTI 15
Certificate Date/ Certificate Number
Hara ceprudpikary Homep ceprudiikary
26-NOV-2020 3000948401
Page 1 of 4
Cropinka /4
Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
125mcg/Dose 120 Doses in can Net
Mpogyur CEPETAO™ EBOXANEP™, aepoaonk Ana iHransuiil, gososaduil, 25 mir/
125 mrriposy no 120 goa y Ganoudi Na 1
Waterial Number: 600000060002633
Kon npoaykry 60000000002633
Package Size / Type: 1 inhaler/carion
Pozmip / T nakyBaHHR 1 6anoH B KapToHHIN koposui
Marketing Authorisation Number: UA/4827101/02
Homep peecrpauinnoro noceigueHHs UAI4827101/02
Manufacturing Authorisation Number: M 18/172
Howmep niyensii Ha BupoGruUTEO M 18172
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavaisier, 27000

Evreux, France

HahMeHyBaHHA, MiGLEe3HAXCHIKEHHS

BUPOoBHMKA ; Mmakco Bennkom Mpoaaxwn, 3oH naycrpiens Ne2, 23, pio Jlasyas'e, 27000
Erpe, Ppaniii

Strength of preparation/Efficiency:

Active drug substances: salmeterol (as salmeterol xinafoate) and fluticasone propionate;

one dose of the product contains 25 meg of salmeterol (as salmetercl xinafoate)* and 125 mcy of fluticasone propionate.

*36.3mcg Salmeterol Xinafoate Is equivalent to 25mcg of salmeterot.

Cuna ailf AKTUBHICT !

Allodi pevosuHK: cansmeTepon (y (opmi canbMetepony KouHadioaty), (roTUkasoHy npornioHar,

1 po3a npenapaty mictiuTe 25 Mir cansmetepony (y hopmi cansmetepony keukadiwoaty)® ta 125 Mkr dhrnioTikazoHy

npenicHaTy.

* 26 mir carnbmeTepony exksisaneHdTHo 36,3 mrr cansmeTepony KeuHadhoaTy.

Regulatory Statement:
3asea npo ceprudikayiro:

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/laballing and qualily control in full compliance with the GMP requirements of the local Regulatory
Authority and the specifications in the Marketing Authorization of the imporling 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.

Lium mum ninTBepAKyeMO, WO HaBeaeHa iHthopmaus € cnpasiHboto | TouHolo. Cepia npenapaty Gyna BUrOTOBRMEHE,
BKIIOYAIOYN NAKYBAHHA/MAPKYBAHHA Ta KOHTPONb AKOCT, Ha 3asHayeHil pre BUpoGHMYIR AINbHWLI B MOBHIA
BiagnosigHocTi fo eumMor Hanexrol BupoBruyol npaktuky (GMP), BcradoBnenux mMicUesum PerynsTopHiuM BiZOMCTBOM, a
TAUGNC B NOBHIA BignoeigHocTi Ao cneuudikaliid, nepepbavenunx y peecTpalilHomMy Aocke kpalkh - iMnopTepa.
BosymenTaujis ctocoBHo BupoBHuUCro NpoLecy, nakysaHks | aHanisy cepil 6yna nepesipena, | 6yno BoTaHoBREHO, WO
BOHa Bignosinae sumoram HanexHor BupoBHnyct npautyi (GMP) | gosronexa go peanisaull YnossosaxueHolo ocoboio.
Batch size in packs: 7 050

Posmip cepitesyn: 7 050

Batch N*: AYSE EXPIRY DATE 10 2022

Cepin Ne: AYSBE IR (Kinueswit Tepmin npuaarHocTi): XosTeks 2022
Manufacturing date: 06 10 2020 Importing Country: Ukraine

(HBara supotruurea): 06 XKoarenb 2020 Kpaiha-imnoprep : Yipaida
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Issued hy:

Glaxo Wellcoine Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel: + 33(0) 232235500 Fax: +33(0) 232235629

Material Description:

Certificate of Analysis
CEPTU®MIKAT AKOCT!

Certificate Date/
Hara ceprudbikary

26-NOV-2020

Certificate Number
Homep cepruchizaty
3000949401

Page 2 of 4
CropiHia 2/4

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 mcg/
125mog/Dose 120 Doses in can Ne1

Mpoayir CEPETUA™ EBOXANEP™, agpoacns Ang Hranauiit, AoaosaHuil, 25 mkr!
125 mkr/moay no 120 pos y Banoni Ne 1

Waterial Number: 60000000002633

Kon npopyury 60000000002633

Batch Na; AYEE
Cepin No: AYBE

Cepegtili BMicT thnioTUsasoHy nponioHaTy Ha 403y,
W0 ACCTABMAETHCA Yepes PO3NUnIoBaY, CyMapHo Ha
NOMATHY | B KiHLI BUKOPUCTaHHA.

Description Specification Results
Haltmenyearkna Crneundpixanin Peaynbrat
DESCRIPTION! Melal can ‘iviih crmcavel hase filted with a metering vefue. CQMPLLES
onug! Meranesnii GanoH 3 yeirHyTo0 OCHOBOIO0, OCHALLEHNA Bipnoslgae
[103YI04UM INANaHOM.
[DENTITY ¥ HPLG The principal retained peaks in the HPLG chrematogram of the COMPLIES
sample correspond with the peaks produced by analytical
working standards of salmelerol and fluticasone proplonate.
laenTuchikaLin % BEPX qqc YTPUMAHHRA OCHOBHUX MikiB Ha _xpomamrpami apaska Bianosinac
cnienagac 13 yuacom yTpuMaHHs Nikis canbMeTepony
KcunadhoaTy Ta hoTHkasoHa npoenioRaTy Ha Xpomatorpau
poaurHy poBOUMX AHBNITUNHUX CTAHAAPTIE.
MEAN SALMETEROL CONTENT PER 18.9 - 23.1 meg 21.3 meg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 21.3 mur
T B 18.9—23.1 mKr
Cepeatii BMICT cansMeTepony Ha o3y, U
AocTaensnerbLCH Yepeld posnuniosay, cymapHo Ha
NOYATRY | B KIHU] BUKOPUCTAHHA.
MEAN CONTENT OF FLUTICASONE 99 - 121 meg 110 meg
PROPIONATE PER ACTUATION DELIVERED
THRCUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE 09— 121 mur A0 R
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Material Description;

Certificate of Analysis
CEPTUDIKAT SIKOCTI

Cerlificate Date/ Cértific:aie MNumber
Hara ceptudcinary Homep cepriicarty
26-NOV-2020 3000948401

Page 3 of 4

Cropitka 3/4

125meg/Dose 120 Dosas in can Net

SERETIDE™ EVOHALER™ aerosotl, metered-dose inhaler, 25 mog/

Mponyxr CEPETUO™ EBOXANEP ™, aepoaont ana IHranalii, nesosadui, 25 mur/
125 mrr/posy no 120 gos y Ganoni Ne 1

Material Number: 60000000002633

Kog nponyury 60000000002633

Batch Ne: AYSBE
Ceplin Ne: AYBE

Description
HaliMenyBanns

Specification
Cneuudikauin

Results
Peaynrar

CONTENT UNIFORMITY (SALMETEROL /
FLUTICASONE PROPIONATE)

OpHopiaticrs sMicty (cansmetepon | dhntoTHiaIoHy
nponioHar)

The requirements are met if the content of drug per actuation
from not less than 18 out of 20 resulls are within £ 25 % of the
mean and no result is outside the range + 35 % of the mean.

if 3 or 4 of the resulls are outside + 25 % of the mean but not
outside & 35 % of the mean, test an additional 10 canisters.
The requirements are met if not less than 36 out of the 40
results are within + 25 % of the mean and no result is oulside =
35 % of the mean.

fpenapar suTpumMys Bunpobyeatis, AKLLO BMICT npenapary
Ha ofiHe HaTUCcKaHHA ¥ 18 i3 20 pesynbTaTie BigxunacTeca iy
CepeaHLoro He Binbil HiK Ha +25%, Ta Hi OAWH PeaynsTaT He
suxoAuTh 9a mewl £356% Bia cepegHeoro.

Axwo 3 abo 4 pesyneTara BigpiaHAIOTLECA BIf CBREAHLOTO HA
1+25%, ane He nepesvllyioTt £35%, To NPOBOAATE /LOAATKOBE
sunpobyparis Ha 10 2eposcnsHMX YIaKoBKax,

Mpenapar BignoBigae suMoram, sIKLIO He  Medwe 36 i3 40
pesynkTaTis BIARIsHAICTLCR BIR CepeABbOre He Ginblue HiX Ha
126%, Ta Hl oauH pasyneTar He BiApIasAioTLOA Big
cepegiboro Ginblu Hi Aa +35%.

GOMPLIES

Bipnosigac

MEAN FINE PARTICLE MASS BY CASCADE
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND 5)

CE!}'}B{(HH Maca TOHKOAUCNEPCHUX BKMNIDYEHL
METOAOM HACKAAHOIO IMNAKTOpa A4A canbMeTepony
(cyma ctynexie 3,41 §).

7-13 mcg

7 —-13 mur

10 meg

10 sr
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Material Description:

Certificate of Analysis
CEPTUQIKAT AIKOCTI
Cerlificate Date/

Cerlificate Number

Hara ceptudbikaty Howmep ceprudikary
26-NOV-2020 30009849401
Page 4 of 4
Cropinka 4/4

128meg/Dase 120 Doses In can Nei

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/

Tpony CEPETUA™ EBOXAINEP™ aepoaoris Ans (Hransuii, Aososaui, 25 mir/
125 mrrinoay ne 120 goa y Banoni Ne 1

laterial Number: 60000000002633

Kop npopykTy 60000000002633

Batch Ne; AYBE
Cepist Ne: AYBE

Cepeghs wengkicTs BUTiky npenapaty B 12 iHranaTopax He
Binblue 525Mr/pli Ta WeUAKICT: BUTIKY HI B 04HOMY OKPEMOMY
iHransTopi He nepesulye 750mr/plc

(Bignosipae dapmaxcnei CLIA)

Description Specification Resuits
HalimeHyBaHHsA Creynd)xayisn PeaynbTar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 meg 52 mcg
IMPACTION FCR FLUTICASONE PROFIONATE
(SUM OF STAGES 3, 4 AND 5) ATy
c . 40 — 65 mrr
epe/iHA MACa TOHKOAMCNEPCHUX BKNKUEH:
MeYoAomM KackagHore IMnaxkTopa anna (hmoTHRAIoHY
nponionaty (cyma cTynetis 3.4 i 5).
PARTICULATE MATTER? For 50 actuation delivered through an actuator not more than NOT
50 particles with size more than 100 ym present PERFORMED
Bignomipae un
MexaHiusi BitoueHH? He Glnble 50 yacrok posmipom Ginbuie 100 Mk Ha 50 MipHIXK He
hoa. MPOBOAHECH
LEAK RATE Meaan leak rate of 12 inhalers is not more than 525 mg per COMPLIES
year and the lealk rate of no indlvidual inhaler is greater than
750 mg/year, Complies with the requirements of the United
4 States Pharrnacopoeia. ) .
Bunpobyeanis Ha repMEeTUYHICTS Bignosigae

1.Actuator is not present at time of release testing, however it s present in final producll BanoH He ornARaETLCA NPY NPOBEAEHAI
aunpoByBaKts P BANYCKY, TUM HE MEHLe, BKMoveHWd 40 onucy reTesoro nikapcbikoro sacely
2-Two identification tests are presenled in the specification, the identification by HPLC test is carried cut routinely and the iR method is
given as an alternative\lpeactasrexi ABa METOAM BUNPOBYAAHHSN Ha ieHTUMHICT. 3asuyall BUKOPUCTOBYIOTE MeTos BEPX, MeTtos 14

CReKTpoCKoNii NpeACTARNEHUNA A% anbTepHaTiBHIA.

3- Test performed once every 5 balches\ Bunpobysankn nposoaaTs Ha 13 5 cepli,

QF Name, Surname /
IM'51, npissue
YnosHoeakeHo! ocobn

Signature/ Mignue

2
<) M

JULIEN CHAROLLAIS

Date of signature /Jata nignucy DD MM YYYY




,I[EP}KJIIKCHV)KBA |
NEPIKABHA COVIKBA 3 IIKAPCHKMX 3ACOBIB TA KOHTPOJIO 34
BAPKOTAKAMHA V KHIBCHKI OBJACTI

npocnext Banepia JloBauoscokoro, 51, M. Kuiu, 03110, ren/daxce: (044) 363-06-50
E-mail: dls ko@dls.gov.na,https://www.dls.gov.ua, Kox CAPIIOY 37078774

BUCHOBOK
npo AKicTHL BBe3eHoro B YKpainy Jikapesroro 3acoby

12.01.2021 Ne 72837/21/10

CEPETH/T™EBOXAJIEPT™
(uaiiMeHyBaHus Jixapchkoro 3aco0y 3rifHo 3 peecTpaniiiiM TOCKiCHHM)
AEPO30JIL IS THransiil, o3osanuii, 25 mur/125 mier/no3y no 120 go3 y 6anoui 3 K03y¥09HM
Kiananom; no 1 6anouy B KkapToHHIl Kopobi
{opna BrmyCKy, A03yBaHHA, BHA MAKYDAHHL Nikapcpkore sacoby)

Homep pescrpaniitoro nocsimaers UA/4827/01/02 crpox aii pecerpanjfisoro nocsingenss 04.05.2021
Cepis mixaperxoro sacofy Ne AYSE Kinskicts BBe3eHoTo Nikapeskoro sacoby 7050

BupoGux I'naxco Bemmkom Iponaxmms, ®paniis

(HaiimeHyBanu BRpoGHHKA nikapeLkoro zacoby, kKpalia MOXCHKeHHS)

Breseno B VkpalHy Topaprerpo 3 o6mexenoio Binmosigansrictio "TnakcoCuitKositn

®apmaceioTikane Yipaina', igent. kom: 35619519

(HaiiveHyBanms Ta koL 3a €PIIOY ropuzuunoi ocobu aGo npissuie, iv'a, no Gatekosi dizuinol
ocobH - pixnpuemus, Il Micile NpoXHBaHHS T2 peecTpauifiHni Homep 0BNIKOBOT KaPTKH IIATHIKE
MOJATKID 60 Cepist Ta HOMED NACTIOPTA)

IpoTokos Bisyanuuore wonrpomo six 29.12.2020 N 4648/2.

Ja  pe3yALTATaMH ASPIKEBHOTO KOHTDOMO BCTAHOBISHO, IO JIKApCRKHR 3aci  BBeseHO B Vxpalny 3

AOTP ﬁl}af{aﬂl{ﬂn@ BEIMOT 32KOHO/IABCTRA [IO0 3abe3ne e s AKoCT] Tikapebux 3acobis.
~

!Kf / e ot Onexciit COJIOPA
)  (wmiiamra npixnnuw)“mm—
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Certificate Date/ Certificate Number
Hara ceprudpikary Homep ceprudiikary
26-NOV-2020 3000948401
Page 1 of 4
Cropinka /4
Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
125mcg/Dose 120 Doses in can Net
Mpogyur CEPETAO™ EBOXANEP™, aepoaonk Ana iHransuiil, gososaduil, 25 mir/
125 mrriposy no 120 goa y Ganoudi Na 1
Waterial Number: 600000060002633
Kon npoaykry 60000000002633
Package Size / Type: 1 inhaler/carion
Pozmip / T nakyBaHHR 1 6anoH B KapToHHIN koposui
Marketing Authorisation Number: UA/4827101/02
Homep peecrpauinnoro noceigueHHs UAI4827101/02
Manufacturing Authorisation Number: M 18/172
Howmep niyensii Ha BupoGruUTEO M 18172
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavaisier, 27000

Evreux, France

HahMeHyBaHHA, MiGLEe3HAXCHIKEHHS

BUPOoBHMKA ; Mmakco Bennkom Mpoaaxwn, 3oH naycrpiens Ne2, 23, pio Jlasyas'e, 27000
Erpe, Ppaniii

Strength of preparation/Efficiency:

Active drug substances: salmeterol (as salmeterol xinafoate) and fluticasone propionate;

one dose of the product contains 25 meg of salmeterol (as salmetercl xinafoate)* and 125 mcy of fluticasone propionate.

*36.3mcg Salmeterol Xinafoate Is equivalent to 25mcg of salmeterot.

Cuna ailf AKTUBHICT !

Allodi pevosuHK: cansmeTepon (y (opmi canbMetepony KouHadioaty), (roTUkasoHy npornioHar,

1 po3a npenapaty mictiuTe 25 Mir cansmetepony (y hopmi cansmetepony keukadiwoaty)® ta 125 Mkr dhrnioTikazoHy

npenicHaTy.

* 26 mir carnbmeTepony exksisaneHdTHo 36,3 mrr cansmeTepony KeuHadhoaTy.

Regulatory Statement:
3asea npo ceprudikayiro:

We hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/laballing and qualily control in full compliance with the GMP requirements of the local Regulatory
Authority and the specifications in the Marketing Authorization of the imporling 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.

Lium mum ninTBepAKyeMO, WO HaBeaeHa iHthopmaus € cnpasiHboto | TouHolo. Cepia npenapaty Gyna BUrOTOBRMEHE,
BKIIOYAIOYN NAKYBAHHA/MAPKYBAHHA Ta KOHTPONb AKOCT, Ha 3asHayeHil pre BUpoGHMYIR AINbHWLI B MOBHIA
BiagnosigHocTi fo eumMor Hanexrol BupoBruyol npaktuky (GMP), BcradoBnenux mMicUesum PerynsTopHiuM BiZOMCTBOM, a
TAUGNC B NOBHIA BignoeigHocTi Ao cneuudikaliid, nepepbavenunx y peecTpalilHomMy Aocke kpalkh - iMnopTepa.
BosymenTaujis ctocoBHo BupoBHuUCro NpoLecy, nakysaHks | aHanisy cepil 6yna nepesipena, | 6yno BoTaHoBREHO, WO
BOHa Bignosinae sumoram HanexHor BupoBHnyct npautyi (GMP) | gosronexa go peanisaull YnossosaxueHolo ocoboio.
Batch size in packs: 7 050

Posmip cepitesyn: 7 050

Batch N*: AYSE EXPIRY DATE 10 2022

Cepin Ne: AYSBE IR (Kinueswit Tepmin npuaarHocTi): XosTeks 2022
Manufacturing date: 06 10 2020 Importing Country: Ukraine

(HBara supotruurea): 06 XKoarenb 2020 Kpaiha-imnoprep : Yipaida

i L
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Material Description:

Certificate of Analysis
CEPTU®MIKAT AKOCT!

Certificate Date/
Hara ceprudbikary

26-NOV-2020

Certificate Number
Homep cepruchizaty
3000949401

Page 2 of 4
CropiHia 2/4

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 mcg/
125mog/Dose 120 Doses in can Ne1

Mpoayir CEPETUA™ EBOXANEP™, agpoacns Ang Hranauiit, AoaosaHuil, 25 mkr!
125 mkr/moay no 120 pos y Banoni Ne 1

Waterial Number: 60000000002633

Kon npopyury 60000000002633

Batch Na; AYEE
Cepin No: AYBE

Cepegtili BMicT thnioTUsasoHy nponioHaTy Ha 403y,
W0 ACCTABMAETHCA Yepes PO3NUnIoBaY, CyMapHo Ha
NOMATHY | B KiHLI BUKOPUCTaHHA.

Description Specification Results
Haltmenyearkna Crneundpixanin Peaynbrat
DESCRIPTION! Melal can ‘iviih crmcavel hase filted with a metering vefue. CQMPLLES
onug! Meranesnii GanoH 3 yeirHyTo0 OCHOBOIO0, OCHALLEHNA Bipnoslgae
[103YI04UM INANaHOM.
[DENTITY ¥ HPLG The principal retained peaks in the HPLG chrematogram of the COMPLIES
sample correspond with the peaks produced by analytical
working standards of salmelerol and fluticasone proplonate.
laenTuchikaLin % BEPX qqc YTPUMAHHRA OCHOBHUX MikiB Ha _xpomamrpami apaska Bianosinac
cnienagac 13 yuacom yTpuMaHHs Nikis canbMeTepony
KcunadhoaTy Ta hoTHkasoHa npoenioRaTy Ha Xpomatorpau
poaurHy poBOUMX AHBNITUNHUX CTAHAAPTIE.
MEAN SALMETEROL CONTENT PER 18.9 - 23.1 meg 21.3 meg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 21.3 mur
T B 18.9—23.1 mKr
Cepeatii BMICT cansMeTepony Ha o3y, U
AocTaensnerbLCH Yepeld posnuniosay, cymapHo Ha
NOYATRY | B KIHU] BUKOPUCTAHHA.
MEAN CONTENT OF FLUTICASONE 99 - 121 meg 110 meg
PROPIONATE PER ACTUATION DELIVERED
THRCUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE 09— 121 mur A0 R
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Material Description;

Certificate of Analysis
CEPTUDIKAT SIKOCTI

Cerlificate Date/ Cértific:aie MNumber
Hara ceptudcinary Homep cepriicarty
26-NOV-2020 3000948401

Page 3 of 4

Cropitka 3/4

125meg/Dose 120 Dosas in can Net

SERETIDE™ EVOHALER™ aerosotl, metered-dose inhaler, 25 mog/

Mponyxr CEPETUO™ EBOXANEP ™, aepoaont ana IHranalii, nesosadui, 25 mur/
125 mrr/posy no 120 gos y Ganoni Ne 1

Material Number: 60000000002633

Kog nponyury 60000000002633

Batch Ne: AYSBE
Ceplin Ne: AYBE

Description
HaliMenyBanns

Specification
Cneuudikauin

Results
Peaynrar

CONTENT UNIFORMITY (SALMETEROL /
FLUTICASONE PROPIONATE)

OpHopiaticrs sMicty (cansmetepon | dhntoTHiaIoHy
nponioHar)

The requirements are met if the content of drug per actuation
from not less than 18 out of 20 resulls are within £ 25 % of the
mean and no result is outside the range + 35 % of the mean.

if 3 or 4 of the resulls are outside + 25 % of the mean but not
outside & 35 % of the mean, test an additional 10 canisters.
The requirements are met if not less than 36 out of the 40
results are within + 25 % of the mean and no result is oulside =
35 % of the mean.

fpenapar suTpumMys Bunpobyeatis, AKLLO BMICT npenapary
Ha ofiHe HaTUCcKaHHA ¥ 18 i3 20 pesynbTaTie BigxunacTeca iy
CepeaHLoro He Binbil HiK Ha +25%, Ta Hi OAWH PeaynsTaT He
suxoAuTh 9a mewl £356% Bia cepegHeoro.

Axwo 3 abo 4 pesyneTara BigpiaHAIOTLECA BIf CBREAHLOTO HA
1+25%, ane He nepesvllyioTt £35%, To NPOBOAATE /LOAATKOBE
sunpobyparis Ha 10 2eposcnsHMX YIaKoBKax,

Mpenapar BignoBigae suMoram, sIKLIO He  Medwe 36 i3 40
pesynkTaTis BIARIsHAICTLCR BIR CepeABbOre He Ginblue HiX Ha
126%, Ta Hl oauH pasyneTar He BiApIasAioTLOA Big
cepegiboro Ginblu Hi Aa +35%.

GOMPLIES

Bipnosigac

MEAN FINE PARTICLE MASS BY CASCADE
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND 5)

CE!}'}B{(HH Maca TOHKOAUCNEPCHUX BKMNIDYEHL
METOAOM HACKAAHOIO IMNAKTOpa A4A canbMeTepony
(cyma ctynexie 3,41 §).

7-13 mcg

7 —-13 mur

10 meg

10 sr
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Material Description:

Certificate of Analysis
CEPTUQIKAT AIKOCTI
Cerlificate Date/

Cerlificate Number

Hara ceptudbikaty Howmep ceprudikary
26-NOV-2020 30009849401
Page 4 of 4
Cropinka 4/4

128meg/Dase 120 Doses In can Nei

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/

Tpony CEPETUA™ EBOXAINEP™ aepoaoris Ans (Hransuii, Aososaui, 25 mir/
125 mrrinoay ne 120 goa y Banoni Ne 1

laterial Number: 60000000002633

Kop npopykTy 60000000002633

Batch Ne; AYBE
Cepist Ne: AYBE

Cepeghs wengkicTs BUTiky npenapaty B 12 iHranaTopax He
Binblue 525Mr/pli Ta WeUAKICT: BUTIKY HI B 04HOMY OKPEMOMY
iHransTopi He nepesulye 750mr/plc

(Bignosipae dapmaxcnei CLIA)

Description Specification Resuits
HalimeHyBaHHsA Creynd)xayisn PeaynbTar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 meg 52 mcg
IMPACTION FCR FLUTICASONE PROFIONATE
(SUM OF STAGES 3, 4 AND 5) ATy
c . 40 — 65 mrr
epe/iHA MACa TOHKOAMCNEPCHUX BKNKUEH:
MeYoAomM KackagHore IMnaxkTopa anna (hmoTHRAIoHY
nponionaty (cyma cTynetis 3.4 i 5).
PARTICULATE MATTER? For 50 actuation delivered through an actuator not more than NOT
50 particles with size more than 100 ym present PERFORMED
Bignomipae un
MexaHiusi BitoueHH? He Glnble 50 yacrok posmipom Ginbuie 100 Mk Ha 50 MipHIXK He
hoa. MPOBOAHECH
LEAK RATE Meaan leak rate of 12 inhalers is not more than 525 mg per COMPLIES
year and the lealk rate of no indlvidual inhaler is greater than
750 mg/year, Complies with the requirements of the United
4 States Pharrnacopoeia. ) .
Bunpobyeanis Ha repMEeTUYHICTS Bignosigae

1.Actuator is not present at time of release testing, however it s present in final producll BanoH He ornARaETLCA NPY NPOBEAEHAI
aunpoByBaKts P BANYCKY, TUM HE MEHLe, BKMoveHWd 40 onucy reTesoro nikapcbikoro sacely
2-Two identification tests are presenled in the specification, the identification by HPLC test is carried cut routinely and the iR method is
given as an alternative\lpeactasrexi ABa METOAM BUNPOBYAAHHSN Ha ieHTUMHICT. 3asuyall BUKOPUCTOBYIOTE MeTos BEPX, MeTtos 14

CReKTpoCKoNii NpeACTARNEHUNA A% anbTepHaTiBHIA.

3- Test performed once every 5 balches\ Bunpobysankn nposoaaTs Ha 13 5 cepli,

QF Name, Surname /
IM'51, npissue
YnosHoeakeHo! ocobn

Signature/ Mignue

2
<) M

JULIEN CHAROLLAIS

Date of signature /Jata nignucy DD MM YYYY



http://www.tcpdf.org

