HEPKTIKCITY KB A
AEPIKABHA CJIIVIKBA 3 JIH(APCBICIiJTX 3ACQEIR TA KOHTPOJIIO 3A
HAPKOTHKAMM V KUHIBCHKIA OBJIACTT

npocrexT Banepis Jlobanoncsroro, 51, m. Kuis, 03110, Ten/daxe: (044) 2753030

E-mail; dls.ko@dls. gov.ua,https:/www.dls.gov.ua Kop €IPTIOY 37078774

BUCHOBOK
PO SIKICTH BRE3EHOro B Yxepaiuy sicapenicoro 3acofy

19.11.2020 Ne 60812/20/10

CEPETHA™EBOXAJITIPT™

(naiMenypauns MIKAPCHKOro 3ac0By 3rigH 3 peectpariitam nocnigueHnsm)
ACPO30IL LA THrassiiL, Acesopanmi, 25 mrr/125 MET/m03y 110 120 no3 y Oasowmi 3 go3yroann

KIanadom; no 1 6anouy B kaprommiii Kopooui
(tbopna BHITYCKY, JO3YBAHHA, Bu NaKypaHH NikapeLikore 3aco0y)

Homep peecrpaniitroro mocsi e UA/4827/01/02 erpox nii beectpaniiinoro nocsimerns 04.05.2021
Cepis mixapcekoro saco6y Ne 2YSI, Kinmskicrs eesenoro nixapenkoro zacoGy 10300

BupoBani I'naxco Bemnxom Iponaximy, Opanmis

(Halvenypamis BHpoGHNKa miKapokkoro 3acofy, kpaina ROXOAKEH )

Breseo B Vipainy Torapucrso 3 o6memxenoro BIIOBINANLHiCTIO "I'naxeoCrmitK nsritn
®apmacioTicane Yxpaina", inenr. con: 35619519

(Hatimenysanus ta xon 33 E[IPTIOV iopraxunoi ocobn abo npissuwe, in's, 1o 6aroron; diswunoi
ocob - rianpHemu, it Micue NPOXKMBAHHAN Ta peccTpauilinmii HOMEp 06niKkoBOT kapTKH TnaTHIKa
nogatkin afo cepia Ta HOMED Nacnopra)

Hporowon sisyansuore wonrpomio sin 10.11.2020 X 3856/6.

3a  pesymyratamu ACPHA@BHOTO  KOHTpOMmO BCTEGHOBAIGHO, Mo MIKApChKUE  3acis BBE3CHO B Vkpainy 3

AOTPHMA HHIM BHMOT 3aKOHORABCTEA MO0 3abesreuenns sxoeri NikapobKux 3acofis,

2R VA ﬁ(h'ff, ;
\\(-'D’J'. GHEEG R
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Tinc) (iniviam Ta npispuie)




lssued by;

Glaxo Welicome Production
ZIN®2, 23 Rue Lavoisier
F-27081 EVREUX
FRANCE

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

Material Description:
Mpoayicr

Material Number:

Kog npogykry

Package Size / Type:

Poamip / Tan nakysanna

Marketing Authorisation Number:
Homep peecTpauifinoro nocaifyYeHHs

Manufacturing Authorisation Number:

Homep nitenaii 1a BUPOBHULITEO
Manufacturer name, address:

Halimenyesanns, mic HesHaxomreHHA
BUPOOHUKS ;

Strength of preparation/Efficiency:

Active drug substances: salmeterol (as sal
one dose of the product contains 25 mcg
*36.3meg Salmeteral Xinafoate is equiv

Cuna giil AkruBHIGTS:

Certificate of Analysis
CEPTUDIKAT SIKOGTI

Certificate Datef
Hara ceptuchikarty
28-0CT-2020

Certificate Mumber
Homep ceprudikary
3000912883

Page 1 of 4
Cropitka 1/4

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
125mecg/Dose 120 Doses in can Neq

CEPETW™ EBOXAJIEP™, aeposons ans iHransauii, AozoBauunil, 25 mur/
125 mkr/posy no 120 goa vy Ganowi No 1

80000000002633

60000000002633

1 inhaler/fcarton

1 Banck 8 kapToHHii KopoBLy

UA/4827i01/02

UA/4827/01/02

M 181172

M 18172

Glaxe Wellcome Production, Zone Industrieile Ne2, 23, rue Laveisier, 27000
Evreux, France

nakco Benrnkom Mpogarwe, 3oy inaycTpiens Ne2, 23, pio Nasyas'e, 27000
Espe, dpanyis

meteral xinafoate) znd fluticasone propionate;
of salmeterol (as salmeteral xinafoate)* and 125 mey of fluticasone propionate.
alent to 26meg of salmeteral,

AQo4i pevoBUHK: cankmMeTepon {y (hopmi CanemMeTepony Kenradoary), dnotukaacHy nponionat:

1 1033 npenapary MicTTs 25 MKr canbme

nponionaTy.

Tepony {y diopmi cansmetepony KeuHachoaTy)* 1a 125 mxr chrioTrkasoHY

* 25 mKr canbmeTepony exksisanentHo 36,3 Mur CaneMeTepony KouHadoaTy.

Regulatory Statement:
3asBa npo ceptuhikaniio:

We hereby cerlify that the above information is authentic and accurate, This batch of product has been manufactured,
including packaging/labelling and quality control in full comgliance with the GMP requirements of the |ocal Regulatory
Autherity 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.

Lnm mm nigreepmxyemo, wo HasegdeHa iHdopmalia ¢ cnpaBXHLOI0 | TOYHOI., Cepin npenapary Syna surorosneka,
EKMOYaI0UN nakyBaHHa/MapkyBaHHS Ta KOHTRONb SIKOCTI, Ha 3agHadeHilt Buis BUPOBHWIR ginsHuli B nosHid
BiANOBIAHOCT] 40 BUMOF HanexHoT BMpoBHKYOT npakTukn (GMP), BeTanoBnSHIK MICLIEBUM DETYIIATOPHNM BIOMCTEOM, A
T3KOX B NOBHIR BiAROBIAHOCTI A0 cneuudixauii, nepeaSavenmx Y PEECTPAUIHOMY J0ChE KpaTHy - iMnopTepa.
HokyMeHTauis crocosHo BUpoGHWIOmO MpoUecy. nakyBakHs i ananizy cepii Gyna nepesipexa, | Hyno ecraHosneHo, Lo
BOHA BignoBigae eumaram HanesHot BUPOSHUYCT NpakTuki (GMP) i noasonsna go peanisauil YnosHosaxenoo ocoBoio.

Batch size in packs: 10 300
Posmip cepit B yr: 10 300

Batch N°: 2Y5L
Cepla Ne: 2Y5L

Manufacturing date: 31 08 2020

(fata BupoGHuuTEa): 31 Cepneds 2020

EXPIRY-DATE 08 2022
(Kisuesuit Tepmin npuaatiocTi): Cepriet, 2022

Importing Country: Ukraine
Kpaina-iMmnoprep @ Yipaika




lasued by:

Glaxo Wellcome Production
ZIN®2, 23 Rue Lavoisier

F-27091 EVREUX
FRANCE

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

Material Description:

Mpopykr

Material Number:
Koa npoayiry
Batch Ne: 2Y51
Cepig Ne: 2Y5L

Description
| Hasimenysanus

DESCRIPTION!

OF USE

Cepeguilt smicT cansierepony Ha 403y, we

ACCTABAACTLCA Yepes poanunioeay, CYMapHO Ha
NOUATRY | B ¥iHUi BUkopUcTanks,

Onuc!
IDENTITY % HRLC

laentudbinauin = BEPX

T — O
MEAN SALMETEROL CONTENT PER 18.9 - 23.1 meg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END

Certificate of Analysis T ]

CEPTU®DIKAT SKOCT!

Certificate Date/ Cerlificate Number
Hara ceprudikary Homep cepruchikary
28-0CT-2020 3000912883

Page 2 of 4

Cropitka 2/4

——————

SERETIDE™ EVOHALERT aeroscl, metered-duse inhaler, 25 meg/
125mcg/Dose 120 Doses in can Ne 1

CEPETMO™ EBOXANEP™, aepo3oe ANs iHranswyii, HosoBanuil, 25 mir/
125 mrrinosy no 120 pos y Ganoni Ne 1

60000000002633

60000000002633

Specification
Creundhikauin

Metal can with concave base filted with a melering valve.
MeTanesui Garow 3 yairkyToio ocHosoio, OCHALYEHURA

BOIYIOUNM KNanaHomM,
e e e 5
The principal retained peaks in the HPLC chromatogram of the

sample correspond with the peaks produced by analytical
working standards of salmeterol and fluticasane propionate,
Yac yrpumanns CCHOBHWX NiKis Ha Xpomarorpami apaska
cnisnagac i3 vacom YTPUMAKHS nikis cansmeTepony
KCUHatoaTY Ta GricTukasona nponioHary #a XpoMarorpami
PO34HY DOBOMUX aHaNITUUHKX cranaapris.

Resuits
Peaynerar

COMPLIES
Bignosigas

COMPLIES

Bitnosigae

21.8 mcy

21.8 Mrr
18,9 - 231 mur

MEAN CONTENT OF FLUTICASONE 99— 121 meg T

PROPIONATE PER ACTUATION DELIVERED
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE

Cepeaniit smicr throTrkasony NponicHaTy Ha gosy,
0 A0CTEBAAETLCS UBPes poInUnionay, CYMapHO Ha

MoYaTKy | B KiHLi BUKOPUCT 3HHS.
MMMHM%_H

112 meg

99 — 121 mr

112 Mer




Issued by:

Glaxo Wellcome Production
ZIN®2, 23 Rue Lavoisier
F-27001 EVREUX
FRANCE

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

Material Desaription:

SERETIDE™ EVOHALER™ aerosol, me

Gertificate of Analysis
CEPTUOIKAT SIKOCTI

Certificate Date/
fata ceprucpikary
28-0CT-2020

(-

Certificate Number
Howmep cepruchivary
3000912883

Page 3 of 4
Cropitua 3/4

125mcg/Dose 120 Doses in can Ne

tered-dose inhaler, 25 mcg/

Mpopyicr CEPETHWO™ EBOXAIERTS aepo30nk Ana iHranswji, A0308aHMi, 25 MK/
125 mkr/aosy no 120 pos y Banowi Na 1

Material Number; £0000000002633

Kog npogyicry 60000000002833

Batch Ne: 2vs5L
Cepia Ne: 2Y5L

Description
Hafimenysantn

Specification
Creundpikayin

Resulis
Pesynetar

CONTENT UNIFORMITY (SALMETEROL /
FLUTICASONE PROPIONATE)

OanopighicTs auicTy (canbmeTepon i hnioTurazony
npanicHaT)

The requirements are met if the content of drug per actuation
from not less than 18 out of 20 resuits are within = 25 % of the
mean and no result is cutside the range + 36 % of the mean.

If 3 or 4 of the results are autside + 25 % of the mean but not
outside = 35 % of the mean, test an additional 10 canisters,
The requirements are met if not Jess than 38 out of the 40
results are within + 25 % of the mean and no resuit s outside +
35 % of the mean,

Mpenapat utpusye BUNPCOYBAHHA, AKWO smicT npenapary
Had OAHe HaTUCKaHHA ¥ 18 i3 20 peaynwTaris BIAXUARETECR Bif
CEPEAHLOro He Binbly HiK Ha +25%, Ta ki OAMH PE3YNbLTAT He
BUXOANTD 33 Mewi £35% pig CePBAHLOrQ. !
Axwo 3 abo 4 pesynsrara BIAPISHAIOTLCR B cepearbore Ha
+25%, ane He nepesuuyiors £35%, 7o nposogsTs ADAATKOBE
BunpoBysarya Ha 10 aeposonsiux ynaxoexax.

Mpenapar sianosiaas BUMOranm, AKILO HE MeHile 36 iz 40
pesynsTaris sigpisHaoTscs Big CepefHboro He Ginble Hix Ha
+25%, Ta Hi oguu PEIYNLTAT HE BiAPI3HAIOTLERA B
CEPeAHLOre Binblli KK Ha £35%.

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

Cepetns Maca TOHKOAKCTENCHUX BKAIOYSHS
METOAOM KackagHoro imaakTopa gns cansmeTepony
(cyma cryneniz 3.4 1 5),

COMPLIES

Bignosipae

7—-13meg

7 =13 mur

10 mcg

10 mkr




Issued by:

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

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

Miaterial Description:

SERETIDE™ EVOMHALER™

Cartificate of Analysis
CEPTUDIKAT AKOCT!
Certificate Dates

Hara ceprudbikary
28.0CT-2020

125meg/Dose 120 Doses in can Nei

Mpomykr

CEPETUA™ EBOXANEP™, ae

125 mir/gosy no 120 goa y Ganonl Ne 1
Material Number: 60000000002633
Koa npogyicry 60000000002633

Batch No: 2v5L
Cepis Ne: 2Y5L

Certificate Number
Howmep ceprudikary
3000912883

Page 4 of 4
Cropirka 4/4

aerosol, metered-dose inhaler, 25 moy/

po3ene AnNs iHransuin, AO30BAHKA, 25 mir/

Description Epecification Results
Habimenysanms Creuudiralyin | PeaynsTar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 mey 49 mcg
IMPACTION FOR FLUTICASONE PRORIONATE
(SUM OF STAGES 3, 4 AND 5) 29w
40 - 85 mir
Cepegrist Maca TOHKOANCNEPTHIX BRMIYEHE
MBTOAOM KACKaAHOrO iMnakTopa 4ns dmoTkaaoHy
| nponiokiary (cyma cTynexin 3,4 5,
FARTICULATE MATTER? For 50 actuation delivered through an actuator not mare than
50 particles with size more than 100 pm present NOT
PERFORMED
; . ) ’ He
Mexaniuni ekmoyenin® ;I;esﬁrnbme 50 uacTox posmipom Ginstue 100 MM Ha 50 mipHux NpoBoAMBCSH
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, Complies with the requirements of the United
Bunpotysanun Ha repmeTuunicr Stales Pharmacoposia, Bi j
Hpohyeg arepMar T Cepeatn wengkicrs BUTIKY npenapaty B 12 IHranaTopax e ANOEyEe
Ginble 525Mr/pik Ta weuakicTs BUTIKY H 8 0aHOMY CHpeMomMy
inransaTopi He nepesutyye 750mr/pix.
(Binnosinae Wapmarone! CLlA)

1-Actuator is not present at time of release testing, howaver it is present in final producty Banow xe CINIFARETECA NPU NPOBEAEHH]
BUNPOBYBaHHA Npu BUNYCKY, Thm He MEHLLB, BKMIOMEHI 10 ONUCY TOTOBOrG nixapcskoro sacedy

2-Two identification tests are presented in the specification, lhe identification by HPLC test is carried out routinely and the IR method is
given as an atternative\Mpeacrasnen; ABa METOAY BUNPOBYBAHHA Ha igenTHIHiCTL. 3aseunvaii BukopucToryioTe MeTos BEPX, Metop 14
CIeKTPOCKONIT NPpeaCTaRNe WA Ak anbTEPHATUBRMIE,

3- Test performed once every 5 batches\ BunpoSysaring NPOBOAATL Ha 1 3 5 cepiil.

QP Name, Surname / FLORENT REIGNER
M5, npiasuiye
YRoBHoREEHOT 0cobu

22 -
Signature/ Migrc Date of signalure /flara manucy DD MM YYYY 20 /- [Zove ey




,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—




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

i L
/ﬁ/-%//f/ff”/ﬂﬁ &9 leos iy 7




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




Issued by:

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

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

i

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
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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




HEPXKITIKCITYKBA
AEPIKABHA CHYIKEA 3 .JHKAPCLKI/?X 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMUT v KUIBCBKII OBJACTI

npocriekt Banepia Jlo6anoserkoro, 51, m. Kuim, 03110, Ten/arc: (044) 363-06-50
E-mail: dls.ko@dls, gov.ua,hitps//www.dls.gov.ua, Kon €IPITOY 37078774

BUCHOBOK

Npo IKiCTh BBe3eHoro B Yipainy mikapenioro 3acofy

18.03.2021 Ne 10725/21/10

CEPETUT™EBOXAJIEPI™
{(maliMenynaius gikapenioro 3acofy srinno a peecrpanifinmm MOCBIiUCHHsM)
ACPOIOITL ISt IHT AT, NozoBaHwui, 25 micr/125 MKr/xosy o 120 xos ¥ Banowni 3 nozyroumm
ferananom; no 1 6agony B kaprosmii Kopo6ixi

{ipoprra Bunycky, AQIYBAHEA, BHI TAKYBAHHS nikapesroro 3acoGy)
Howmep pecerpauiiimoro mocniuerss UA/ 4827/01/02 crpox nit peectpaniiinoro nocnigrenny 04.05.202 1

Cepia nixapcsikoro sacoby Ne NJGC KinsricTs nresenoro mixapesxoro 3acoBy 5033

BupoGrmui Inaxco Bemmicom lpopaxmu, Opaniis

(naitvenypanis BupodHYKa nikapebkoro 2acoby, kpaina MTOX0/DKEHHS)

Buesero » Vipainy Torapuerso 3 obMemenoro BIANOBIZANBITICTIO "Tnaxco CmirI naiin

Dapmackioricanc Yxpaina", inenr. cox: 35619519

(Hal‘{'menyuam—m Ta Kog 3a €OPIIOYV IOpHILTHOT ocobu abo npi3nuie, iM's, Mo GaThrow] dinmnoy
Qcobu - minnpueny, if Micle NPOKHBAHNS T2 peecTpauiiinnit nomep obnikonoi KapTKH MIaTHuKa
nogarkin 860 cepia Ta NoMep nacriopra)

Iporokoa Bisyaibuore kourposo nig 10.03.2021 MNe 0640/4.

3a  pesynsTatamu ACPIABHOTO  KOHTPOMO BOTAHOBJIEHO,

Mo  tikapchkEd  3acif  mpessio B VYipainy 3
AOTPHMAHHS M BrMor 3akononancTea ono 3abesneverun
‘w..\_"

KOCTi nikapeh kX 3aco6in.
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lssued by: S
Glaxo Wellcome Production
ZIN"2,-23 Rue-lavoislar :
F-27081 EVREUX
FRANCE o
Tel: -+ 33(0) 232235500 Fax: +33(0) 232236529
Certificate of Analysis
CEPTHOIKAT AIKOCT] .
Certificate Date/ Certiflcate Number
Hara cepruchivary Homep cepruthikary
11-FEB-2021 3000097000
Page 1 of 4
Cropitka 1/4

Material Description: SERETIDE™ EVOHALER™ acrosol, metered-dose inhaler, 25 megl
126meg/Dose 120 Doses in can Net

Mpogywr CEPETWUO™ EBOXAIEP™, aepoaont ansi Hransuiv, [osopanui, 25 mrr/
126 mir/posy no 120 fo3 y 6anoni Ne 1

Material Number: 60000000002633

Kon npopgysry 60000000002633

Package Size / Type: 1 Inhaler/carton

Posmip / Tun naky sanus 1 GanoH B kapToNHii Kopobyj

Narketing Authorisation Number: UAIAB27/01/02

Homep peccrpauiiitoro nocsiguessn UA/4827/01/02

Manufacturing -Authorisation Number; M 18/172

Howmep niuenaly na BupoGHuLTRO M 181172

Manufacturer name, address: Glaxo Welleome Production, Zone Industrielie Ne2, 23, rue Lavoisier, 27000
Evreux, France

Haiimeny Banun, miclyesnaxomienis

BUPGBHMIE ; I'nakco Bennkowm lNpogakium, So Ingycrpiens Ne2, 23, plo Nasyas'e, 27000
Espe, Gpanuis

Strength of preparation/Efficiency:

Active drug substances: salmeteral {as salmeterol xinafoate) and fluicasone propionate;

one dose of the product contains 25 mey of salmeterol (as salmeterol xinafoate)* and 125 meg of fluticasons propicnate.

*36.3meg Salmeterol Xinafoate Is equivalent to 25mey of salmetero.

Cuna gill AxtueHicTs:

Ahoul peyosutn: cansmeTepon (y chopmi cansmetepony keunadpoary), driotakazony nponioHaT;

1 Aosa npenapary micTuT, 25 MKr cankmetepony (y dhopmi canbMeTepony keuHadoaty)® Ta 125 Mir hrieTKasoHy

nponioxaty.

* 25 mir canbmMeTepony exslsaneHTHo 36,3 mr canbmeTepony KeuHachoary,

Regulatory Statement:
3ansa npo ceprudlrauio:

We hereby cerlify that the above information is authentic and accurate. This batch of product has been manufacturad,
including packagingflabsling and quality control In full compliance with the GMP requirements of the local Regulatory
Authority and the specifications in the Marketing Authorization of the imparting country. The batch processing, packaging
and analysls records wers reviewed and found to be in compliance with GMP and has been released by a Qualified
Person.

Lum mn nlateepmryeme, 1o HaBeeHa iHchopMaUls & cipaeHEI0 | TOYHOO. Ceplst npenapaty Gyna auroTosnexa,
BHRIOUAI0YU NakyBAHHA/MAPKYBAHHA T8 KOHTPONL AKOCTI, Ha 3aanaveHii BULLe BUPOBHISIA AinbHKkL 8 nopwii
signosigrocT! fo aumor HanexHol BUpoBHMoT rpakTiiu (GMP), BCTAHOBISHUX MICUBBAM PEryrIsSTOPHAM BipomMcreom, a
TaKoM B noBHIA BirnosianocTl o cneurdiraui, nepeadavieHix y pescTpalllAoMy J0Cke KpaiHu - imnoprepa,
Honymentauist cTocoBHO BUPOBHUMOrD NpoLscy, Nakysats | ananisy cepit Gyna nepesipena, | Oyno BcTaHoRNeHe, Wo
BOHa BlAnoBifae aumoram Hanemio! eupoBrudor npakruaiv (GMP) | nosponera ao peanisauii YnosHoBaneHoIo 6coBoo.
Batch size in packs: 5033 £ o F
Poawmip ceplipyn: 5033

Batch N°: NJ6C EXPIRY DATE 11 2022

Ceplst Ne: NJGC {(Kinuerutt repmin npuparthocTi): Nucronag 2022
Manufacturing date: 27 11 2020 Importing Country: Ukraine

(OaTa BypoShuurea): 27 Jluctonan 2020 I[(paiHa-imnoprep : Yrpaina




Issued by:

Glaxa Welicome Production
ZI N°2,.23 Rue Lavalsier

F-27091 EVREUX

FRANCE

Tel: + 33(0) 222235500 Fax: +33(0) 232235529

¢

\\HHE

Certiflcate of Analysis
CEPTU®DIKAT AKOCTI
Certiflcate Date/ Carliflcate Number
Hata ceprudhivary Homep ceprudikary
11-FER-2021 3000997000
Page 2 of 4
Cropitka 2/
Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dase inhaler, 25 meg/
125meg/Dose 120 Doses In can Nai
Mpopyxr CEPETWL™ EBOXANEP™, aeposons ans iHransiuin, nosoanni, 25 M/
125 nir/posy no 120 foa y Ganoni Ne 1
Material Number: 80000000002633
Kon npopykry 60000000002633

Batch Ne: NJBC
Cepls No:  NJBC

CepeaHil emloT thrioTUkaaoxy nponiodaty Ha 1,03y,
Lo fOGTaBNASTLGH YEpPes POSNWINoRAY, CyMapHo Ha

novarky i 8 Kiuyl BUKopusTanHs.

Description Speacification Results
Haiimepysans Crneuuixais Peaynerar
DESCRIPTION! Metal can \?lith concave base fitled with a metering va:lue. COMPITIES
C Onue! Meranesuli Banon a yBIrHyToI0 0CHOBOI, OCHALLOHWMIE RBinnosigae
A03YIONUM KNanaHomM.
IDENTITY f HRLC The principal retained paaks in the HPLC chromatogram of the COMPLIES
sample correspond with the peaks produced by analytical
worlting standards of salmeterol and fiudicasone propionate,
InenTucikauis % BERX Yac yTpumManin ocHoBHIX Rikla Ha xpomarerpaml spaska Bignosinae
cnipnajae i3 UaCoM YTPUMAHHA NiKis cannMerspony
keuHapoary Ta (prioTakasoa nponioHaTy Ha xpoMartorpami :
PoavnHYy poBouwx aHaniTHYHIX GraHgapria,
MEAN SALMETEROL CONTENT PER 18.9 - 23.1 meg 20.9 meg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED REGINNING AND END
OF USE 20,9 mkr
" . 18.9 - 23.1 mur
Cepeghnlit BmloT canumoeTepony Ha [oay, 1o
AOSTABNAETLCA YSPEs POaNWAIOBaY, CYMapHo Ha
nodaTky i B KiHL| BUKOPUCTEHHA.
MEAN CONTENT OF FLUTICASONE 99 — 121 meg 110 meg
PROPIONATE PER ACTUATION DELIVERED
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE
99 — 121 myr 110 mer




lssued by:

Glaxo Welicome Production
ZI N°2, 23 Rua Lavolsier
F-27091 EVREUX
FRANCE

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

Certiflcata of Analysls
CEPTUDIKAT SIKOCTI
Certificate Date/ Gertlficate Number
Hara ceprudikaty Homep ceprudikary
11-FEB-2021 3000597000
Page 3 of 4
Cropinia 3/4
Materlal Description; SERETIDE™ EVOHALER™ agrosol, metered-dose inhaler, 25 meg/
126meg/Dose 120 Doses in can Nei
Mpopyir ‘ CEPETWO™ EBOXANEP™, aepozont ansa iHransuiin, gosonanmi, 26 wmkd
128 mrrinoay no 120 pos y Ganoxi Ne 1
Materlal Number: 60000000002633
Kon npoayxry 60000000002633
Batch Ne: NJGC
Cepin Ne: NJ6C
Dascription Spacification Results
HalimeHysanun Creaundikayin Peaynkrar
CONTENT UNIFORMITY {SALMETEROL / The requirements are met If the content of drug per actuation COMPLIES
FLUTICASONE PROPIONATE) frorm not less than 18 oul of 20 restlts are within + 25 % of the
mean and no result s outside the range & 35 % of the mean.
If 3 or 4 of the results are cutside % 25 % of the mean but not
oulslde + 35 % of the mean, test an additional 10 canlsters.
The raquirements are met if not less than 36 out of the 40
resulls are within & 25 % of the mean and no result [s oulside
35 % of the mean,
OjHopinticTs smicTy (cansmerapon i diiioTukazoly fpenapar BUTpUMye BUNPoBYBaHHA, AKLG BMieT npenapary Bignoslinas
nporioHar) Ha offHe HatuckaqHa ¥ 18 la 20 peaynbTario Biaxunsetson ely
ceps/Hbore He Ginbw wivt Ha £25%, Ta Hi oAWK peaynLTaT He
BUXOAUTL 3a Mend 235% Blg cepeanore,
Arwo 3 abo 4 pesynuTara eiaplsHaoTsCA By cepeaHbaro Ha
£25%, ane He nepesulyioTs +35%, To NPOBOANATE JORATHKORE
BUNPoGyeanHna Ha 10 aspo3onkbHUx ynakorkax,
Npenapar sipnonipae Buroram, sialic He  MeHite 36 is 40
pesynkTatie slapisHAOTECA Blg cepegnLore He Ginblue Wb na
+26%, Ta Hl ogut peaynuTar He BiapisHAIOTLCA Bin
cepeglibore Ginbi vk Ha £35%.
MEAN FINE PARTICLE MASS BY CASCADE 7~ 13 meg 11 meg
IMPACTION FOR SALMETEROL {SUM OF
STAGES 3, 4 AND B) i
7—13 mur

CepsgHia Maca TOHKO/IUCN 8ICHUX BRITIOMEHL
M@TO/L0M KACKaHOIO IMNAKTOPA 4NA CanbMETeRNNY
(cyma cryneHis 3,4 | 5).
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Glaxo Wellcome Production
ZI N2, 23 Rue Lavoisler
F-27091 EVREUX
FRANGCE
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Material Description:

Certificate of Analysis
CEPTUGIKAT AIKOCTI

Certificate Date/ Certificate Number
Oara ceprucpivaty Homep ceprudirary
11-FEB-2021 3000987000
Page 4 of 4
Cropinka 4/4

125meg!/Dose 120 Doses in can Nei

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

Mpoayur CEPETULA™ EBOXANEP™, aspoaont: Ans iHransuif, Aososanuil, 25 mr/
125 muir/noay no 120 goa y Garioxi Nz 4

Material Number: 60000000002633

Kop npoayury 60000000002633

Cepegha weuwaklcTs sutlky npenapary s 12 ransropax e
Binblue 525Mr/pik Ta WBKAKICTE AUTIKY Hi B 0jlHOMY oKpeMomy
inranaTopi ve nepesuwye 750mi/plk,

(Blanoelgae dbapmakonei CLUA)

Bafch No: NJGC
Cepin Na: NJBC
[ Description Specification Resuits
Haitmeuyaatibst Cneyudiikanln Paaynurar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 mcg 55 mog
IMPACTION FOR FLUTICASONE PROPIONATE
(SUM OF STAGES 3, 4 AND 5) 55 Mir
Gepepnn Maca TOHKOAUGNEPCHUX BRAIOYEHE SRR
MBTOAO0M HACKAAHOTO IMNAKTOPA ANA BRIOTUKAI0HY
nponicHaty (cyma crynenln 3,4 i 5).
PARTICULATE MATTER? FFor 50 actuation delivered through an actuator not more than NOT
60 particles with size more than 100 um present PERFORMED
|
Mexariunl Braiovesnn® He Glnbuwe 60 Yactok poamipom Sinsie 100 MM Ha 50 MIpHUX npoazﬁuam
703,
LEAK RATE Mean leak rale of 12 inhalers Is not mora than 526 mg per COMPLIES
year and the lsak rate of no Indlvidual Inhaler Is greater than
750 mglyear. Complies with the requirements of the United
Stales Pharmacoposia.
BunpoBysaHa Ha repmaTUunicTs Blanocslpae

1-Actuater is not present al time of ralsase testing, however il Is present In final produch Bano e OFNANAETLCR NPY npoBegenil
BUNPOGYBAHHA NPY BANYCKY, THM HS MEHLLE, BKITIOUSHUT 110 ONIACY fOTOROMD nikapcukore 3acoby
2-Two Identification tests are presented in the specification, the identification by HPLC lest is carried out routinely and the IR method Is

given as an alternative\Npepcrasneni zpa MeToan Bun,

-eneTpockenil npeacTasnaHkil Ak ansTapHaTHBHNI,

3- Tesl performed once every 5 batches\ BunpoBysanHs nposoants Ha | 3 5 ceplid.

QF Name, Surname /
Iv"a, nplssuile
YnoskopameHol ocabu

P

Signature/ Tipnue

CLAUDIA POULAIN

o LR
=T

pobysatiia Ha IneHTHYHICT. Jassuiail BukopucToBYIOTE MaTop BEPX, MeTos (U

Date of signature /flata nianicy DD MM YYYY__ 1} L8], 9c.0
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Glaxo Wellcome Production
ZIN°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANGE

Tel: + 33(0) 232235500 Fax: +33(0) 232235520

Material Description:
Mponyicr

Material Number:

Kon npogyiry

Package Size [ Type:

Poamip / vun nakyganns

Marketing Authorisation Number:
Homep peectpaviiinoro noceigueHHs

Manufacturing Autherisation Number:

Homep niyensii na BupoSuuurso
Manufacturer name, address:

Haitmenyeanus, MICLIe3HAX O DKEHHST
BUpoGHuKa :

Strength of preparationlEfﬁ.ciency:

Cerlificate of Analysis
CEPTU®IKAT AIKOGT!
Certlificale Date/

Hara ceprudbikary

Cerlificate Number
Homep ceprudivary

12-MAR-2021 3001022334
Page 1 of 4
Cropivka 1/4

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

CEPETU™ ERBOXANEPT, 2epo3onb ANs iHransauii, nososanwii, 25 mir/
125 mir/posy no 120 noa y Ganoni Ne 1

60000000002633

60000000002633

1 inhaler/carton

1 Basnon B kapTonHik Kopobu

UAI4827/01/02

UAJAB27/01/02

M 18/172

M 184172

Glaxo Wellcome Production, Zone Industrielte Ne2, 23, rue Laveisier, 27000
Evreux, France

Makco Bennkom Mpoaakws, 30H lwpycTpiens Ne2, 23, pio Naeyas'e, 27000
Eepe, ®panyin

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

one dose of the product contains 25 mcg
*36.3meg Salmeterol Xinafoate is equiv

Cuna piil AKrnsHiCTE:

of salmeterol (as salmeterol Xinafoate)” and 125 meg of fluticasone propionate.
alent to 25mcg of salmeterol.

Allovi peYoBuHK: cankmeTepon (y thopmi canemerepony KkeuHathoary), thrioTukasony nponioHar;
1 #osa npenapaty MicTTs 25 MmKr canemeTepony (y chopmi canbmetepony kcuHaboaTy)™ Ta 125 mr (hriloTukasony

nponicHary.

“ 25 MKT canbMeTepony exelBancHTHo 36,3 mir cansmeTepony keuHachoaTy.

Regulatory Statement:
3asiBa npo ceprudikatito:

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

Lnm mu nigreepaxyemo, wo HaBeaeHa ind
BKITIOMAI0UM NaKy BaHHA/MaPKYBaHHRA Ta KOH

HOpPMAaLiA € CPAEMHLOIO | TOYHOIO. Cepisi npenapary Byna purotoenena,
TPONbk SKOCTI, Ha 3a3HadeHil BuLe BUPOSHWYI A4inbHuui B NosHii

BIgNoBIAHOCTI o BUMOr HanewHaoi BUPOBHUUOT NpaKTrkm (GMP), BCTaHOBIGHUX MICLIEEMM PErYNATOPHIM BIfOMCTEOM, a
TakoK B NOBRIR BignosigHocTi fo creuudikallii, nepeadaderux y peecTpauiiiHomy flocke kpaiHi - imnopTepa.
HokymenTayis crocoska BUpoBHUOro MPOLIECy, NakyBaHHs i ananiay cepii 6yna nepesipeHa, | Byno BcTaHoBREHo, Wo
BOHa Bianoeinag sumoram Hanemmor BUPOBHNYOT NpakTuky (GMP) i goseonena go peanizalil YRoBHOBAXKEHOIO ocobole,

Batch size in packs: § 838
Posmip cepiie yn: 8 838

Batch N°: R64H
Cepisn Ne: R64H

Manufacturing date: 04 12 2020

(Aara Bupo6uunrea): 04 rpyneHs 2020

EXPIRY DATE 12 2022
(Kinuesuit repmin npugarHocTi): rpyaens 2022

importing Country: Ukraine
Kpaiua-imnoprep : Yepaina




lssued by:

Glaxe Wellcome Production
ZI N*2, 23 Rue Lavoisier
F-27091 EVREEUX
FRANCE

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

Material Description:

Certificate of Analysis
CEPTU®IKAT AKOCTI

Certificate Date/
Hara ceptudpikary
12-MAR-2021

Certificate Number
Homep ceprudikaTy
3001022334

Page 2 of 4
Cropinka 2/4

126meg/Dose 120 Doses in can Ne

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

Mpoayur CEPETWO™ EBOXANEP™, agposons ans IRransyin, noaosanud, 25 wmrr!
125 mkr/gosy no 120 fo3 y Ganoni Ne 1
Material Number: 60000000002633
Kop nponyicry 60000000002633
Batch Ne; R64H
Cepist Ne: RB4H
Description Specification Results
Haiimenypanus Crieumchikauin Peaynirar
DESCRIPTION! Metal can \:vith conca\ra.base fitted with a metering veflue. C.OMPI‘_!ES
Onuc! MeTanesuii GanoH 3 yeirdyTo0 ocHoBO0, OCHALYEHWN Binnosigae
LO3YIOUWEA KNaNaHOoM.
IDENTITY ¥ HPLC The principal retained peaks in the HPLC chromatogram of the COMPLIES
sample correspond with lhe peaks produced by analytical
working standards of salmeterol and fluticasone propicnate.
laeHTHdikayis & BEPX Hqc YTPUMAHHA OCHOBHUX niris Ha lxpomarorpami 3paska Bianosiaac
CNIBNAAZE 13 YacoM yTpUMaHHS nikie cansmeTepony
kcunachoaty Ta uioTukazona nponioHaTy Ha XpomMarorpami
posunHy pobounx aHaniTiuHUX cTanpapTie.
MEAN SALMETEROL CONTENT PER 18.9 - 23.1 meg 21.3 meg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 271.3 mKr
Cepeanif sMicT canbmeTepony Ha 103y, Lo 180T
AOCTABNAETLCS YEPes POSNUNIosay, CyMapHo Ha
NOUATRY | B KIHLi BAKOpUCTaHHA.
MEAN CONTENT OF FLUTICASONE 99 - 121 meg 110 meg
FROPIONATE PER ACTUATICN DELIVERED
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE
99 — 121 mxr 110 mxr

Cepenniit Bmicy IOTWRA30HY NponioHaTy Ha 203y,
WO A0CTaBNNLTLLS YePes pOanuniosad, cymapHo Ha
NOYATKY | 8 KiHUi BUKOPWUGTaHHA.
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1256meg/Dose 120 Doses in can Nei

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

Mpopyxr CEPETUA™ EBOXANEP™ , aepozons Ans iHransauin, nososanmis, 25 M/
125 mir/nosy no 120 aos y Ganoni Ne 1|

Material Number: 60000000002633

Kog npoayxry 60000000002633

Batch Ne: R64H
Cepia Ne: R64H

Description
Halrenysains

Specification
Crneyudikayis

Results
Pesynurar

CONTENT UNIFORMITY (SALMETEROL /
FLUTICASONE PROPIONATE)

QpHopipsicTs Bricty (cansmerepon i thnioTurazoHy
nponioHar)

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

If3 or 4 of the results are outside + 25 % of the mean but not
outside + 35 % of the mean, test an additional 10 canistars,
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.

Mpenapar BuTpurMye BunpoBysanis, AKUI0 BMICT npenapary
Ha GAHe HaThoKaHHa ¥ 18 i 20 pesyneratis slagxunaersen sig
CepeAHboro He Binblu Hix Ha 225%, Ta Hi oAWH Pe3YNLTAT He
BUXOAUTL 32 Mexxi £35% siy cepeaHboro.

Akwo 3 abo 4 pesynbTaTa BIAPI3HAIOTLEA BiJl CEPEAHBLOMO Ha
+25%, ane He nepesuLyioT +35%, TO NPOBOANTL AOAATKOBE
BunpoGysanna Ha 10 aepo30nbHUX ynakosKax.

Mpenapar signoeigae Bumoram, siKiLo He menwe 36 i3 40
pesynbTaTie BiAPIHAIOTLEH Bi cepeAnboro He Ginblue Hik Ha
+25%, Ta Hi oANH PeaynLTaT He BiAPISHATLCA Big
cepeaHLoro GinsbL HiXK Ha +35%.

COMPLIES

Bignosigae

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

CepefiHa Maca TOHKOAUCNEPCHNX BRITIOUEH
METOAOM KaCKaAHOro iMriaKTopa Assi canbMeTepony
(cyma cTynenie 3,4 i 5).

7 =13 meg

7 =13 MKr

S mcg

9 mKr
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Material Description: SERETIDE™ EVOHALER™ aerosol, melered-dose inhaler, 25 rmeg/
125meg/Dose 120 Doses in can Ne1

Mponykr CEPETWO™ EBOXANEP™, aeposonk Ans ikranadii, no3osaHni, 25 mr/
125 mir/nosy no 120 gos v Ganowi Ne 1

Material Number: 60000000002633

Kon npopykry 60000000002633

Batch Ne: RB4H
Cepis Ne: R64H

Cepepns weuakicTs suTlky npenapaty & 12 iHranaTopax He
Sinbiwe 525mr/pik Ta wauakicTs BUTIKY Hi B O\HOMY Okpemomy
iHranaTopi He nepeeuLyye 750mr/pik.

(Bipnosifae Gapuaronei CLUA)

Dascription Specification Results
Hafimenysanms Creyuddivauin Peaynenrar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 mcg 47 mcy
IMPACTION FOR FLUTICASONE PROPIONATE
{SUM OF STAGES 3, 4 AND 5) TR
40 - 65 mEkr
Cepeann Maca TOHKOANCNEPCHUY BRNIOYUAHL
METOAOM KaCapHOro iMnaxTopa Ana loTukasony
nponionaty (cyma crynenis 3.4 i 5). -
PARTICULATE MATTER? For 50 actuation delivered through an actuater nel more than o
50 particles with size more than 100 pm present PEREEJDF-I{—MED
: ) : H
MexaHidHi prriouexHA® ;Isa(imbme 50 vacTok posmipom Girikute 100 mkm Ha 50 MipHWX npoaoiuacg
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. Complies with the requirements of the United
2 . States Pharmacopoeia. ‘ :
Bunpolysanns Ha repMeTiHicTs Bignosigac

1-Acluator is not present at time of release testing, however it is present in final

BUNPOBYBAHHA NPU BUNYCKY, TUM HE MEHLLE, BRAIDYEHM

2-Two identification tests are presented in the specification, the identification by HPLC test i
given as an alternative\Mpeacrasneni gaa MeToA M BUNpoGyR

CNEKTPOCKONIT NPEACTABNEHUR AK ankTepHaTHIN.
3- Test parformed once every 5 batches\ BunpoGysanus

A0 OMKCY FOTOBOTO NIKAPCLKOrD 3acoBy

nposoAsATs Ha 1 3 5 cepiil.

QP Name, Surname / FLORENT REIGNER

"5, npizeuyLe

YnoeHoBa)eHoT ocobu )
N~

Signature/ Misnuc : & el

= e

\\.

Date of signature /Java nignuey DD MM YYYY 4 (J o '8-6 &

product BanoH He ornagaeTbea npu npoeegeiiHi

s carried oul routinely and the IR method is
aHHA Ha ieHTuIHICTs, 3a3suuali BUKORUCTOBYIOTE MeTog BEPX, metoa 14




75

S,

ot
JEPIITKCITY XXBA
AEPIKABHA CIIYIKBA 3 MIKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMH ¥V KHIBCHEKIN OBJIACTI

npocrext Banepis JloGanoseskoro, 51, v, Kuis, 03110, ten/(axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https//www.dls.gav.ua, Kop CAPHOY 37078774

BUCHOBOK
Npo sIKICTHL BBE3CHOT0 B Y KPaiHy Mikapchioro 3acoly

06.04.2021 Ne 14666/21/10

CEPETH/I™ EBOXAJEPT™

(maiiMenypanus fikapeskoro 3aco0y 3rifHo 3 PEECTPALIHHHM TTOCBIJ{UEHHSIM)
aepo30nn A iHraasuiil, qozonanmnii, 25 mrer/125 vcr/go3y no 120 po3 y Ganoni 3 103y
nanaom; mo 1 6asony B KapToHHIN KopobI

(hopra BHNYCKY, HOIYBANNS, B TAKYBAIN Aikapehkoro 3acoly)
Homep peecrpartiinoro nocsimenns UA/4827/01/02 crpox nii peectpaniinoro mocsimuenng 04.05.2021
Cepin mixapcekoro saco0y Ne RO4H Kinokicts BeeseHoro sikapeskoro sacely 8838

BupoGnnk I'naxco Bemnxom popaxine, Opaniiia
(mafiMenynatits BHPOGHMKA NikapChkoro 3acoly, KPaiHa MOXOJUKCHHN )

Bseseno B Vipainy Topapucrso 3 o6mesenoro pignosigaasnicTio "CaaxeoChvirImaniin

DapnmacoioTicane Ypaina'', inenr. con: 35619519

(naiimernypanns Ta kog 3a €LIPTIOY 1opumianol ocobu abo npiseuie, iM's, Mo GaTekosi ¢izmaioi

0coGH - MinNpHenMIL, 1T MicLE LPOKHBANHSA TA PeecTPauifiHni HoMep 08nikonol kKapTkH NaTHIKa
roiaTkin alio cepis Ta HOMED NacriopTa)

Iportoros pisyanshoro xontpomo nin 26.03.2021 N 0904/3.

Ja  pesynpraTamu  JIepaaBHOTO  KOWTPOMIO BCTAHORNEHO, 1O JikapebkHii 3aci®  ppeseHo n  Yipainy 3

HAOTPHMAHMAM BiMOr 3aKOHOJABCTBA IO/0 3a0e3ICHCHHS SKPCTI JIIKAPCLKHX 3aco0iB.

»
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(iniuiami ta npissuine)
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