AEPIUIIKCIIYIKBA
AEPIKABHA CIIVIKBA 3 TIKAPCHKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTUKAMUM Y KHIBCBKIH OBJIACTT -

npocnext Banepis JoGanoseskoro, 51, M. Knir, 03110, ten/daxc: (044) 363-06-50
E-mail; dls.ko(@dls.gov.uahttps://www.dls. gov.ua, Kox €IPTIOY 37078774

BUCHOBOK
Npo AKICTHL BBE3EHOr0 B YKpainy JiKapchKoro 3acody

20.01.2021 : Ne 763/21/10

CEPETHA™EBOXAJIEPT
(HaliMeHyBarHN JIKAPCLKOTO 3aC00Y 3TiZHO 3 PECCTPAUIHHEM TIOCBIAUCHHM)
AEpo30JIL s inranauii, nozopannit, 25 Mrr/250 mir/xo3y mo 120 103 y 6an0ni 3 Ro3y0um
Kaanadom; no 1 6aa0Hy B kaprouuiil Kopoooi
(thopma BHITyCKY, JO3YBAHHS, BUX TTAKYBAHES JIKADCEKOro 3acofy)

Homep peccrpauiitroro nocsimmenns UA/4827/01/03 crpok aif pecerpatifinoro nocsigucnus 04.05.2021
Cepis nixapenkoro sacofy Ne AR4M Kinbkicrs sBezenoro nikapeskoro sacoby 10779

BHpofHHK I'naxco BenrkoM Iponaxmrn, @pariis

{Habnenyranns RupoBHIKa NiKapCLKOTO 3acody, kpalHa NOXOoMKEHHS)

Beescno 3 Vipaiiry Toraprerso 3 00MexeH0o signosigaasuicTio "TnakcoCmiTinsniin

@apmaceroricaic Yipaina', izent. won: 35619519

(valimMeryBan# Ta ko 3a C/IPTIOY opuanunol ocobu afo npissunie, iM'g, no Gatexosi disnuHol
ocobu - mianpuemil, 1 Micle NpoxHBanHs Ta peecTpauiitani HoMep oBNiKoROT KaPTKH NidTHYKA
ACAATKIB 200 CCpist Ta HoMep nacnopTa)

Iporoosn Bisyansuoro xourposo pin 14,01.2021 Ne 0059/2,

3a  pesynsTaTaMM JepKABHOTO KOHTPOMIO BCTAHOBNEHO,  mo  Jikapehkuil 3aci6  smeseso B VYkpaiwy 3
AOTPHMAHHSIM BEMOT 3aKOHOIABCTBA WOAO 3a0e3NeIeHHS FKOCT] NiKapChKuX 3ac06iB.

pf‘ / "—-r i 4 st NG
P 4 - <
B o5 8 agaﬂm‘gﬁm %}\m@n Omnexciit COJIOJIPAN
')" 3y Y .
(Uhca.ll B4 ocoﬁ\épﬁaﬂy‘mepﬁcanﬁom KOHTPOJTIO) . {nignc) (iniLiany Ta NpissyLIE)




TEPHUIIKCITY KB A
JIEPICABHA CIIYIKBA 3 JIKAPCHLKUX 3ACOBIB TA KOHTPOJIO 2A
HAPKOTUKAMM V KMIBCHKIV OBJIACTI

npocrekr Banepia JioGanoncrxoro, 51, m. Kuis, 03110, ten/parce: (044) 363-06-50
[E-mail: dls.ko@dls.gov.ua,hitps://www.dls.gov.ua, Koy CIPIIOY 37078774

BUCHOBOK
po sicicTh BBesenoro B Ykpainy Jikapesioro zacoly

06.04.2021 Ne 1466°//21/10

CEPETHA™ EBOXAJEPTM

(naitsenypanis sikapeLkore 3acofy 3rifHo 3 peccTpauiiinmg nocsintennsA)
ACPOBOIE AT e adasauiii, gesosannii, 25 mer/250 mier/mosy wo 120 xoz y Gasoni 3 qozyroann
KIAANAHonM; o 1 0anouy B xapToHiii kopobui

(thopam sumyexy, A0IYBAHHS, DI NAKYBANAA JHKAPCLEOTO 30c06Y)
Honep peecrpauiiiuoro mocniguenus UA/4827/01/03 crpok aii peecrpauiiinoro nocsingemm 04,05,202.1
Cepin nixapenxora sacody Mo G34C Kinckicrs nnezenoro nikapenkoro 2acoby 40269

BupoGuuk I"naxco Benmwcom [Mpopaxun, Gpanuis

(maftvenypanns BpoBuika nikapenkoro 3acoby, Kpaita NOXOHKENH )

Boesero B Yipaity Topapuerso 3 obnmexernoro sinnosimamsaicro "TnakcoCmitimsiin
Dapmacsiorikaic Yipaiaa', inenr. con: 35619519

(Halivenynanss Ta ko4 3a €/IPTIOY opHamaHol ocobu afo npissuuge, in's, 10 Garerosi diznuiol
ocalu - ninpuenua, 1f Micte nposkHpaiis 1a pecerpauifinnil HoMep obnikonol KAPTKH INATINIIKA
roaatkis abc cepis Ta HOMED NacHopTa)

Npororxod sisyansnoro wourposno nig 26.03,2021 3 0904/4,

34 pesyinraraMi o JEPKABHOTO  KOHTPONNG  BCTAHOMRISHO, 10 Jikapenkill  szaci6  speseno n» Yipahy 3

A BHMOT 30KOHCHABCTEA 11010 3abe3neueH; ISIKOCTi JIiI(El])CbKHX i‘ﬂEiCOﬁiB.
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Issued by:

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

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

Cerfificate of Analysis
CEPTUDIKAT SIKOCTI e :
GCertlficate Date/ Certificate Number
HAara ceptudpirary Homep ceprudikary
07-DEC-2020 3000957712
Page 1 of 4
Cropinka 1/4
Material Description: SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
250meg/Dose 120 Doses in can Ne
Mponyir CEFETUA™ EBOXANIEP™, aeposonk ans iHranauiii, nososanuii, 25 mir/
250 mrr/nosy no 120 gos y Ganoxi Ne 1
Material Number: 60000000002634
Kon npoayicry 60000000002634
Package Size / Type: 1 inhaler/carton
Poamip / Tvn naxysanun 1 6anol B KapTOHHIN KopoBLy|
Wlarketing Authorisation Number: UA/4827101103
Homep peectpaulitHoro nocsiguenns UA/4827/01/03
Manufacturing Authorisation Number: M 18/172
Homep niuewsit va BupoBHuurse M 18172
Manufacturer name, address: Glaxo Wellcome Production, Zone Industrislle Ne2, 23, rue Lavoisier, 27000

Evreux, France

Halimenysanun, micuesHaxomueHHs

BupoGHuKa: [nakco Bennom MNpogakwi, 3oH luaycrpiens Ne2, 23, pio Nlasyad'e, 27000
Espe, ®panxuin

Strength of preparation/Efficiency:

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

cne dose of the product contains 25 meg of salmeteral (as salmeterol xinafoale)* and 250 mcg of fluticasone propionate,

* 36.3mcyg Salmeterol Xinafoate Is equivalent to 25meg of salmeterol.

Cuna piff AxruBHicTs:

Ajlovi pevoekiK: canbMeTepon {y diopmi canbMeTepony keuHahoarty), hnioTukasony nponioHaT;

1 posa npenapaty mictiTs 25MKr cansMmetapony (y dropmi canumeTepony keunachoaty)® Ta 250 mir dhnioTukasoHy

nponioHary.,

* 25 mir cankmetepony exsisaneqTHo 36,3 mkr cansmeTepony kcuHadoary.

Regulatory Statement:
3asiza npo ceptudikayito:

We hereby cerlify that the above information is authentic and accurate. This batch of product has been manufactured,
including packagingfiabelling and quality contral 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 reviewad and found to be in compliance with GMP and has been released by a Qualified
Person.

[l v nigTREpMXyEMO, WO HaBeaeHa indropmaljist ¢ cipaexHLOIC | TouHok. Cepis npenapary Syna pUroToBneHa,
BlGTO4aI04Y NallyBaHHA/MEPKYBAHHS Ta KOHTPOML AKOCTI, HA aasHaYeniH BuLie BUPoBHWYIN ginsHuyl B noBHIR
BiAnoBigHOCTE A0 BUMOr Hanes ot BmpoBHuMoT npaTukm (GMP), BCTaHOBNEHNX MICLIEBUM DEIYNATOPHIM BILOMCTEOM,
TaKo) B OBHIA BiAN0siAHOCT Ao cnewydikauiit, nepeaBaveHnx ¥y peecTpauiiHoMy focse kpaiy - imnopTepa.
DokymeHrauia cTocosHo BupoSHUYoro Npoliecy, naiyaaHts | aHaniay cepii 6yna nepesipena, | 6yno BcTaHOBNEHS, WO
BOHa eianosiaae Bumoram Hanexoi supoBHuict npakTky (GMP) i possonexa po peanisauli YnosHosaneHoio ocobojo.
Batch size in packs: 10 778

Pozamip cepiisym: 10779

Batch N*: AR4M EXPIRY DATE 10 2022

e~
Cepin Ne: AR4M (Hinnesui Tepmin npugarsocti): XosTeHs 2022:??;;;\‘1
WManufacturing date: 05-OCT-2020 Impaorting Country: Ukraine j
(Data BupoGHuyTea): 05 YKosTeHe 2020 Kpaina-imnoprep : Yipaida

Y N4




issued hy:

Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisier
F-27081 EVREUX
FRANCE

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

faterial Description:

Certificate of Analysis
CEPTUDIKAT AKOCT]

Certificale Number

Certificate Date/
farta cepTuchikary Homep cepudiaty
07-DEG-202(¢ 3000957712
Page 2 of 4
CropiHka 2/4

250meg/Dose 120 Doses in can Net

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

Mpopyur CEPETUA™ EBOXANEP™, aeposons Ans IHranauii, Aososasui, 25 MKr/
250 mur/poay no 120 jos y Banoni Ne 1

WMaterial Number: 60000000002634

o npoaykry 60000000002634

Batch N2: AR4M
Cepis Ne: AR4M

Cepeanit smict dniotuxaschy nponioHaTy Ka oy,
O AOCTABRETRCSA YEPES POINMNIOBAY, CYMapHO Ha
noyaTRy | B KiHUi BUKOPUCTAHHS .

198 — 242 mnr

Description Specificatian Results
Halmetiysanun Cneuundlianin Pesynetar
DESCRIPTION! Metal can \:vilh concave hase fitted with a melering vailve. C‘OMPIl_IES
Onuc! MeTanesui Banon 3 yeiriyToio ocHoscio, ocHaLYeHu Bignogigae
AO3YIONUM KnanaHom,
IDENTITY * HPLC The principal retained pealks in the HPLC chromatogram of the COMPLIES
sample coirespond wilh the peaks produced by analylical
working slandards of salmeterol and fiuticasone propionate.
laerTudsixauis  BEPX Hac yTprMaHHR OCHOBHUX AIKIB Ha XpoMarorpami apaska Bignonlgae
calbnanae ia yacoM YTPUMEKHA NiKis canbmerepony
kcuHadhoaTy Ta MnieTUKA3oHA NponloHaTy Ha xpomaTorpami
posuriy poBouux ananituaiux crangapTis.
MEAN SALMETEROL CONTENT PER 18.9—23.1 meg 21.7 meg
ACTUATICN DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 21.7 mur
g 18.9 — 23.1 mxr
CepefHill emicT canbMeTepony Ha 403y, Wo
AOCTABNACTLCA YBPES DOANUMIOBAY, CYMAPHO Ha
f10MaTRY i B KIHLi BAKOPUCTAHHA.
MEAN CONTENT OF FLUTICASONE 198 - 242 mcy 223 mcg
PROPIONATE PER ACTUATION DELIVERED )
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE 293 mir




Issued by:

Glaxo Wellcorme Production
ZI N2, 23 Rue Lavolsier
F-27091 EVREUX
FRANCE

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

Material Description:

Certiflcate of Analysis
CEPTUDIKAT AIKOCTI
Certificate Date/ Cerlificate Number
Hara ceprudiraty Homep ceptudikaty
07-0CT-2020 3000957712

Page 3of 4

Cropitka 34

260mcgfDose 120 Doses in can Ne

Mponyr

250 mKr/posy no 120 poa y Ganowi Ne 1

SERETIDE™ EVOHALER™ aercsol, metered-dose inhaler, 25 mag/

CEPETUA™ EBOXANERP™, aepoaont Ans iHranauii, gososanmi, 26 mur/

Waterlal Number: 60000000002634
llop npopy Ky 80000000002634
Batch Ne: AR4M
Cepis Ne: AR4M
Description Specification Results
Halrenysansn Creuundikauis Pesynerar
CONTENT UNIFORMITY (SALMETEROL / The requirements ars met if the content of drug per actuation COMPLIES
FLUTICASONE PROFPIONATE) from not less than 18 out of 20 results 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 oulside # 25 % of the mean but not
ouiside & 36 % of the mean, test an additional 10 canisiers.
The requirements are met i not less than 36 out of the 40
results are wilthin % 25 % of the mean and no result Is cutside +
35 % of the mean.
QanopinnicTh BMicTy (canemeTepon | (hrioTusasony | Mpanapar suTpumye BanpoByaatn, Ao emicT npenapary Bianosigae
npeniotar) Ha DAHe HaTWcKkahus ¥ 18 i3 20 peayneTaTis BiLXUNseTLEA Big
cepefHboro He Ginbu HiM Ha $25%, Ta Hi oAKH peaynsTar He
BUXOAUTL 3a Mexi £35% Bin cepesiiboro,
Aruo 3 alio 4 pesynbtarta BIRPI3HAIOTEEA B CepegHLOro Ha
+26%, ane He nepesuuiylots +35% Big cepegHLoro, To
npoBoAATE poaatkope punpobysadia Ha 10 aeposonbhinx
YNaKkoBKax.
[penapar signoslgas Bumoram, sxLLo He menwe 36 iz 40
pe3yneTaTie BigPIaHAITLEA Bij CepeAHLOro He Ginbwe Hi
Ha 4:26%, Ta Hi oauH peaynsTaT He pigplasATLECA Big
cepegHboro Ginbll HiX Ha £35%.
MEAN FINE PARTICLE MASS BY CASCADE 7~13 meg 10 meg
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND 5) 10 mur
CepenHs Maca TOHKOAWGNENCHUX BRITIOMEHE I (-

METOLOM KaCKapHOro IMNakTopa ANA cansmeTepony

{cyma cTynehis 3,4 5).




lssued by:

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

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

e
i

Certificate of Anaiysis
CEPTUDIKAT AKOCTI

Certificale Date/
Hara ceprudhixary
07-DEC-2020

Certificate Number
Homep cepruditary
3000057712

Material Description:

Page 4 of 4
Cropiuka 4/4

SERETIDE™ EVOHALER™ aerosal, meterad-dose inhaler, 25

MCG/250MCG/Dose 120 Doses in can Net

Mpoayir CEPETUMA™ EBOXANEP™, aeposonb gns inranauif, gososanuii, 25
mkr/260 mrr/nosy mo 120 no3 y Ganchi Ne 4
Waterial Number: 60000000002634
Kon npoaykry 60000000002634
Batch Ne: AR4M
Cepia Ne: AR4M
—
Description Specification Results
Hafimenyzatiin Creuudpiauis Pesynbkrar
MEAN FINE PARTICLE MASS BY CASCADE 70 - 120 mecg 101 mey
IMPACTION FOR FLUTICASONE PROPIONATE
(SUM OF STAGES 3, 4 AND 5) 101 Wi
Cepegns Maca TOHKOANCNENTHIX BRMIOYEHD
70— 120 mer
METONOM KackaaHoro iMnakTopa ANA nioTukascHy
nponioyaTy (cyma cTyneHis 3,4 i 5).
PARTICULATE MATTER® For 50 actuation delivered through an acluator not more than NOT
50 particles with size more than 100 pm present PERFORMFED
Bianoeigae uu
MexaniuH sxnioueHn® He Ginswie 50 4actox poamipom Binbiie 100 Mim Ha 50 mipHux He
A03. NPoBOAUBCH
LEAK RATE Mean leak rate of 12 inhalers Is not more than 525 mg per COMPLIES
year and the leak rate of no Indlvidual inhaler is greater than
750 mglyear,
BunpeGysatts Ha repMaTUHICTS Complies wlth.the requirements of the United States Bianoniaae
Pharmacopoeia.
CepeaHs WweupgicTs BATIKY npenapaty 8 12 inranatopax He
Ginblwe 526mr/ph Ta WBUAKICTS BUTIKY Hi B OAHOMY OKpEMONMY
Inranatopl He nepesuiye 750mr/nix.
(Bianosigae dapmaronei CUIA)

1-Actuator is nat present at time of release testing, however it is present in final product\ Banon He ornmaaeTbes npy NpopeaeHH!
BUNPOGYBAHHA NPM BUNYCKY, THM HE MEHLUS, BINIGUEHMH A0 ONUCY FOTOBOrG NIKAPCLEOrQ 3acoby
2-Two identification tests are presented in the specificalion, the identification by HPLC test Is carried out rautinely and the IR method is
pobyBakHa Ha [AeHTUuHICTE. 3a3suMail BUkopucToRyloTL MeTog BEPX, merog 14

glven as an alternative\lpeacrasneni gea metoan sun

CNeKTPeTKONi NpeACTaBNeHni Sk ankTepHaTuaHmi,

3- Test performed once every 5 batches\ BunpoGysanin npoBoaaTh Ha 1 3 5 cepiii,

QP Name, Surname /
M’ 9, npissuile
YrnosHosaneHol ocoby

Signature/ Nignuc

FLORENT REIGNER




Issued by:

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

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

Certificate of Analysis
CEPTU®IKAT SIKOCT]

Certificate Date/ Certificate Nurnbor
Hara ceprudikary Homep ceprudiary
17-MAR-2021 3001022333

Page 1 of 4
Cropitka 1/4

Material Description: SERETIDE™ EVOHALER™ aerosol, reterad-dose inhaler, 25 meg/
250meg/Dose 120 Doses in can Net

lpoayir CEPETHA™ EBOXANIEP™, aepoaons ana kransuiit, aososarii, 26 merf
250 mrr/gosy no 120 goa y Ganoni Ma 1

Material Number: 60000000002634

Kop npopyry 60000000002634

Package 8ize / Type: 1 inhaler/carton

Posmip [ Tun nakyeauis 1 GanoH B xapTouHii kopoduj

Marketing Authorisation Number: UAMB2710:1103

Homep peccrpauiinoro nocsigues UA/A827/01/03

Manufacturing Authorisation Numher: M 18/172

Howmep niuenzii va BUPOBHULTBO M 18172

Manufacturer name, address: Glaxo Wellcome Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000
Evreux, France

Hanmerysanns, MiCLIE3HAXOPKEHHA

erpobHnia: makco Beninkom lNpogakius, 3owH Ihaycrpiens Ne2, 23, pio MNasyas'e, 27000
Espe, dpanuis

Strength of preparation/Efficiency:

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

onez dose of the product contains 25 meg of salmeterol (as salmeterol xinafoate)* and 250 meg of flulicasone propionate.

* 38.3mey Salmeterol Xinafeate is equivalent to 25meceg of salmeteral.

Cuna gait! AKruBHicTs:

AitOYE pevoBUHI canbmeTepon (y thopmi canemerepony keuradoary), hNIOTUKAZ0HY NPOTIoHaT;

1 nosa npenapary MicTuTs 25Mkr canemeTepony (y dopmi canbmerepony keudadoarty)* ta 250 mr chnioTrkazony

NpoaioHAaTY.

* 25 mxr cansmeTepony exsinanenTHo 38,3 mir cankMeTepony keuHachoary.

Regulatory Statement:
3asiea npo cepruikauio:

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 fuli compliance with the GMP requirements of the local 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.

vt My nigreepkyemo, wo Hagegena iHdopMaLs & cnpasKHboo | TouHOIO. Cepis npenapaTy Syna BuroTosneHa,
BRAWOUAIHN NAKYBAHKA/MADKYBAHHA Ta KOHTPOMb AKOCTI, HA 383HAYEHIR BuLLe BUPOBHUYIA OiNeHULI 8 NoBHIA
eianosiakecti 4o suvor HaneskHol eupoGmuot npaktuii (GMP), BCTaHOBASHUX MICLIGBIM PEryTISITOPHIM BIAOMCTEOM, &
TakOK B NOBHIN BIANOBIAROCTI 40 cneuwthikayii, nepesbaveHix y peecTpauiitnomMy Aocse Kpailin - imnopTepa.
HAorymenrayin cTocosHo supoBHUMOre npouecy, nakysaHHs [ ananisy cepii 6yna nepesipena, i Gyno BCTaHOBNEHO, WO
BOHA BiANOBIgae sBumoram Hanemnor supoBunyuci npaktigy (GMP) | nossonena Ao peaniaayll YnosHoeaxeHo 0 acobon.
Batch size in packs: 40269

Poamip cepifBym: 40269

Batch N°: G34C EXPIRY DATE 10 2022

Cepisa Ne: G34C (Kinuesni Tepmin npuaatHocTi): MosTens 2022
Manufacturing date: 28 10 2020 Importing Country: Ukraine

(fata pupoBHuuyrea): 29 XosreHs 2020 Kpaita-imnoprep : Ypaita

[l v (677 % 7L A




lssued by:

Glaxo Wellceime Praduction
Z1 N°2, 23 Rue Lavoisier
27091 EVREUX
FRANCE

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

Material Description:

SERETIDE™ EVOHALER ™ aerosol, metered-dose inh

Cerlificate of Analysis
CEPTU®BIKAT SKOCTI
Certificate Date/

Hara cepruchikary
17-MAR-2021

Certificate Number
Homep ceprudinany
3001022333

Page 2 of 4
Cropitika 2/4

260meg/Dose 120 Doses in can Not

Mponyur

250 mirfnnay no 120 nos y Banoni Ne 1

Material Numher:
Kon npoayicry

600000000026234
60000000002634

aler, 25 meg/

CEPETUA™ EBOXANEP™, aeposons ana iHransuil, qososanuil, 25 nkr/

Batch Ne: G34C
Gepist No: G340
Description - Specification o Results
_Haﬁmenyaamm o Cneuudpikayin Peaynerar
DESCRIPTION Metal can with concave hase fitted with a metering valve. COMPLIES

Qnuc'

Metanesui Ganow 3 yeirHyTo ocHosol0, OCHALEHUA
ALO3YIOHHM WIaNaHOM.

Bijnosinae

IDENTITY ? HPLC

laekTudpinauis % BEPX

The principal retained peaks in the HPLG chromatogram of the
sample correspond with the peaks produced by analytical
working standards of salmeterol and fluticasone propionale.
Uae yTpumaHHa ocHOBHUX Nikis lia Xpomararpami 3paska
cnisnagac iz YACOM YTPUMAHKA Mikia cankMETeponY
kciHadhoaTy Ta hrioTHKazeHa nponioHaTy Ha Xpomarorpanmi
POIUIHY POBOUNK AHANITHYHIYX CTAHAAPTIS.

COMPLIES

Bignosinae

MEAN SALMETEROL CONTENT PER

ACTUATION DELIVERED THROUGH AN

ACTUATOR, COMBINED BEGINNING AND END

OF USE

Cepeianii smicT CaneMeTeposny Ha 03y, wo

AOCTABNALTLCA Y2PE3 POANUNIOBAY, CYMapho Ha
NOYATKY | B KIHL BUKOPUCTAHNHF.

13.9-23.1 meg

18,9 = 23.1 mkr

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

CepeHils swicT (hnioTuxkasony nponioHaTy na Aoy,
0 AOCTERNAETLCA YEPE3 POINKAIORAY, CYMAPHD HA
| NOYATRY | B KiHLI BUKOPUCTAHHS .

198 — 242 meg

198 - 242 mur

21.8 mcg

21.8 wr

223 meg

223 MRr




Glaxo Wellcome Production
ZIN®2, 23 Rue Lavoisier

-27091
FRANCE:

EVREUX

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

Material Description:

Certificate of Analysis
CEPTUN®IKAT AAKOCTI
Certificate Date/

Hata cepruthikary
17T-MAR-2021

Certificate Nurmber
Homep ceprudikary
3001022333

Page 3 of 4
CropiHra 3/4

250meg/Dose 120 Doses in can Net

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

Npopywr CEPETWA™ EBOXAJNIER™, agposons ana iHranauii, Aososanni, 25 mir/
250 mrr/noay no 120 aoa y Sanowi Ne 1

Material Number: 60000000002634

Ko npopyiry 60000000002634

Batch Ne;
Cepin Ne:

G34C
G34C

PDescription
Habrmenypanns

Specification
Cneuuthikauis

CONTENT UNIFORMITY (SALMETEROL /
FLUTICASONE PROPIONATE)

Cpucpigticts BMICTY (Cannmetepon i (inTrrazony
nponionar)

The requirernents are met if the content of drug per actuation
from not less than 18 out of 20 resulls are within £ 28 % of the
mean and no result is cutside the range + 35 % of the mean.

If 3 or 4 of the results are outside + 25 % of the mean but nof
outside 35 % of the mean, test an additional 10 canisters.
The requirements are met if not less than 38 out of the 40
resulls are within 25 % of the mean and no resuit is outside *
35 % of the mean.

Mpenapar BUTpUMYS BUNPOBYBRHHSA, K0 BMICT Npenapaty
H3 0AHE HATUCKaHKHA ¥ 18 i3 20 peaynsTaTtie BIAXMARETLCA Eif
CEPEAHLOrO He Binbu Hidx Ha £25%, Ta Hi oK peaynuTaT He
BUXOAWTL 38 mMexi £35% ein cepeasboro.

Fixwo 2 abo 4 peaynsrara BIAPIBHAIOTLCS B cepesHbOoro Ha
+25%, ana He nepeBuilyIoTh +35% sig cepeiHLoro, TO
npoBUAATL ACAATKORE BUNpaDYBaHHs Ha 10 aepo3oribHux
ynakoskax.

Mpenapar piancsipae sumoram, SKWO He Merile 36 i3 40
pesynLTaTia BIADIIHAICTLCA Big CEPEAHLOTO He BinbLIe 1K
Ha £25%, Ta Hi ogul PeaynLTAaT He BiApisHAOTLES Bia
cepeprbore Sinbll Hb Ha +35%.

Results

| Peaynprar

COMPLIES

Bignopigas

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

Cepeata MACa TOHKOANCNEPCHUX BRMIGYEHD
METOAOM KACKIAHOTO IMNAKTOPA ANs CanbMeTEpony
(cyma crynenis 3,4 i 5).

T—13 mey

7 =13 mMre

9 imncy

8 mxr
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CEPTUGIKAT AKOCTI
Certificate Date/ Certificate Number
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Cropinka
WMaterial Doscription: SERETIDE™ EVOHALER™ zerosol, metered-dose inhaler, 25
MCG/250MCG/Dose 120 Doses in can Net
Mpogyicr CEPETUL™ EBOXANEP™, asposons A ikranauii, o3osanmi, 25
rMkr/250 mur/noay no 120 gos v Ganoui Ne 1
Wiaterial Nunmmber: 60000000002634
Ko npoayiry 0000000002634
Batch Ne: G34C
Cepis Ne: G34C
F-Ef;;c:riptmnm_“ S - Specification ' Resulls
‘Haﬁmeﬁynmum__ | Creundikauis Peaynistar
MEAN FINE PARTICLE MASS BY CASCADE 70 -120 meg 96 mcg

IMPACTION FOR FLUTICASONE PROPIONATE
(SUM OF STAGES 3, 4 AND 5)

CEPGﬂHﬂ 1Maca TOHKGAUCTENCHWY BRNIDYEHE

| _nponioHaTy (cymMa cTynewis 3.4 1 5).

PARTICULATE MATTER®

i
b Mexariaui srniouenns®

96 maxr
: 70— 120 rmur
METOAOM KACKAAHOTO IMNakTopa Ana (DoTHRaaoHY
For 50 actuation delivered through an actuator not more than NOT
5 il ith siz t s . _
90 particles with size more than 100 pim present PERFORMED
He

He Ginswe 50 vactok posnipom Sinswe 100 Mia Ha 50 Miping

MPOROAMBCA
A03.

LEAK RATE

Bunpobyeanis Ha repMeTiHICTL

Mean leak rate of 12 inhalers is not more than 525 g per COMPLIES
year and the leak rate of no individual inhaler is graater than
750 mylyear.

Complies wilh the requiremants of the United States
Pharmacopoela.

Cepeats wanagicts Buriky npenapaty 8 12 ranstopax He
Binble 525ur/pik Ta WeWAKICTL BUTIKY Hi B O4HOMY ORpEMOMY
inranaTapi e nepeanye 750mMr/pix.

(Bianosigae Mapuaxcnel CLUA)

Bianosigac

1-Actuator is ot present at time of refease testing, however it is present in final product\ Banon He ornspasTscs npu NposeasHHi
sunpOCYBAHHA NPH BUNYCKY, THM HEe MEHLE, BKIMOMEHUR 40 ONUCY roTOBOFO NiKAPCLKOro 3aceby

2-Two identification tests are presented in the specification, the identification by HPLG test is carried out routinely and the IR methad is
given as an allernative\MNpeacrasnedi ABa MeTOAY BUIpOSYBaNHA Ha INEHTUYHICTL, 3a3BUuA BUKOPUCTOBYIOTHL MeToi BEPX, mevop M

CREKTPOCKONI NPeACTABNEHUR K anbTepHATUBHNI.

3- Tesl performed ance every G batches\ BunpoGysans nposopats a 1 a 5 cepiii.

QP Name, Surname / FLORENT REIGNER
Iea"1, npizsuule [
YrosHoBakeHo! 0cobn { T
oD
Signature/ Mianuc =
S E—

i (oo™ fom e
Date of signature /flata nignucy DD MM Yyvy_ AT JG [2em2
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JEPXCIKCITYIKBA
AEPIKABHA CJIYIKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHKAMHU ¥V KHIBCHKIUW OBJACTI

npocnekT Banepis JloBanoscokoro, S1, M. Kuig, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €/IPTIOY 37078774

BUCHOBOK

Mpo AKicTH BResenoro B Yxpainy nikapenrcoro 3acoly
04.03.2021

Ne 732172110
CEPETHI™EBOXAJEPT™

(naitMeHyBaHHA JliKapcakoro 3acoly JriHo 3 peecTpauiifium mocnigueHnM)
AepOo30JIb IS INTadInii, mozoBanmid, 25 Mir/250 Micr/mo3y mo 120 po3 y 6asoni 3 Jo3yroumn

rananon; no 1 6anony B kapTonHiii kopobui
{Qopuma BUNYCKY, 103YBAHHS, BiL NAKYBANHS Nikapepkoro 3acoby)

Homep peecrpantiiinoro mocsimenns UJA/4827/01/03 crpox aif peecrpauiitnore mocsimrenns 04.05.2021

Cepin nikapcekoro sacoby Ne JROS

Kinskicts sBesenoro nikapeskoro sacofy 9591
Bupobuuk

I'naxco Bemnkoum [popaxums, Ppanitis

(naiiMerysanis supobuuka jikapeLkoro 3acofy, Kpaina NOX0/PKEHN)
Brpeseno B Yipainy

Tosapicreo 3 odMmexenoo signosinanbiricrio "TaxcoCaiTistin

dapmaceiorikaiac Yrpaiga', inenr. wox: 35619519

(naitmenypaunn Ta ko 3a CIPTIOY fopuudinof ocobu aGo npisnuine, im'a, no GaTeicosi disuymnol

ocolu - nianpuenmiy, 1 Micue NporuBatiug 1a peeerpaniiinni HoMep ofiiKopoT KAPTKH NIATHHKA
noAaTkid abo cepin Ta HOMep MacrnopTa)

Ipotorcos sisyansuoroe xonrpoaio pix 23.02.2021 Ne 0439/9.

3a  pe3yALTATAMH  JIepXKABHOrO KOHTPOMMO BCTAHODJIGHO, IO Jiikapobknil  3aciG  pBeseno B
AOTPHM a}IHﬂM—Bumor 3aK0NUOCHABCTBA U100 3abe3neueH g AKHCTi m:cdpubiuix 3ac06iB,
'P f\i *-_, ey,

Yxpainy 3
1 170
-\: YOH I.“o :
o Lannf .x—,fft?r/, &
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ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE
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Tel: +33(0) 232235500 Fax: +33(0) 232235529

Material Description:
Npoaykr

Material Number:

Kon npopy kry

Package Size / Type:

Posmip / Tun naxysanns

Marketing Authorisation Number:
Homep peecrpauiinoro noceinyeHHsa

Manufacturing Authorisation Number:

Homep niuensii ua BupobHuyTeo
Manufacturer name, address:

HaﬁMEHyBaHHﬂ, MiCLie3HaXomKkeHHs
BrpoBHuKa:

Strength of preparation/Efficiency:

Certificate of Analysis
CEPTUDIKAT SIKOCTI

Certificate Date/
Hara ceprudirary
15-dAN-2021

Certificate Number
Homep ceprudiikary
3000979032

Page 1 of 4
CropiHka 1/4

L |

SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25 meg/
250meg/Dose 120 Doses in can Naf

CEPETI™ EBOXANEP™, aeposons ans iHranauin, nososanuii, 25 mkrf
250 mkrinosy no 120 nos y Garnoni Ne 1

60000000002634

60000000002634

1 inhaler/carton

1 Banok B kapTouHi kopoBui

UAJABZTI01/03

UA/4827i01/03

M 18/172

M 18/172

Glaxo Wellcome Production, Zone Industrielle NeZ, 23, rue Lavoisier, 27000
Evreux, France

"naxco Bennxom Mpoaaxwy, 3o IHaycTpiens Ne2, 23, pio Naeyaz’e, 27000
Espe, Opanuis

Aclive drug substances: salmeterof {as salmeterol xinafoate) and fluticasone propionate;
one dose of the product contains 25 mcg of salmeterol (as salmeterol xinafeate)* and 250 mcg of fluticasone propicnata.
*38.3meg Salmeterol Xinafoate is equivalent to 25mcg of salmeterol.

Cuna giif AKTHEHRICTL:

Aitovi peyoBuHY; cansmeTepon {y dopmi canemeTeporiy KCMHaMCaTY), (hriovTukasony nponiouar
1 Aosa nipenapaty MicTUTb 25MKr cankmMerepony (y thopmi cansmeTtepony kcuHachoaty)* Ta 250 Mir (hRIOTUK30HY

nporioxHaTy.

* 28 MK canbMeTepony exksisaneHTHo 36,3 mkr canbmeTepony KCUHachoary,

Regulatory Statement:
3ansa npo cepTudikalio:

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 local Regulatory
Authorily and the specifications in the Marketing Autherization 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.

Lum mu nigrsepmxyemo, wo HaBezjeHa iH
BKIIIOYAIOYM NaKyBasHA/MapRYBAHHS Ta KO

hopMaLlist € enpasxHLIo | TouHoIo, Cepia npenapary Gyna Burotosnesa,
HTPONb AKOCTI, Ha 3a3HaYeH il BuLe BUPOBHUYIH AinbHUUi B NOBHIA

signosigHOCTI A0 BumMor HanexHol BupoSrdol npakTikn (GMP), BeTaHoBneHx MICLIBEUM PEIYNATOPHAM BIAOMCTBOM, 4
TaKOXi B NOBHIN BignosigHocTi go cneyuchixalyff, nepenbaveHux y peecTpauifHoMy f0cke KpairHy - iMropTepa.
HokymeHrauin crocosto BUPOBHWYOTO Npotiecy, nakysakHs i ananisy cepii 6yna nepeeipena, | Gyno BCTEHOBMIEHO, L0
BOHa signosinac sumoraM Hanesxmor BUPOBHKHIOT npakTiki (GMP) | o3sonena Ao peanizauii YnosHoBakeHoWw 0606010,

Bateh size in packs: 9591
Poamip cepifeyn: 9591

Batch N°: JROS
Cepis Ne: JRSS

Manufacturing date: 10 11 2020

(Bata BupobHuurea): 10 Nuctonay 2020

Wl ROAD

EXPIRY DATE 11 2022 )
{Kinuesuii Tepmin Apunariocti): fngronag 2022 )

Importing Country: Ukraine
Kpatha-imnoprep : Yepaina
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Glaxo Wellcome Production
ZI N°2, 23 Rue Lavoisier
F-27091 EVREUX
FRANCE

Tel; + 353{0) 232235500 Fax: +33(0) 232235529

Material Description:

Certificate of Analysis
CEPTUDIKAT AKOGTI

Certificate Date/

Certificate Number

Aara ceprudixary Homep ceprudikary
15-JAN-2021 3000979032
Page 2 of 4

Cropitka 2/4

250mcg/Dose 120 Doses in can Nat

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

Npogyxr CEPETVO™ EBOXANEP™, aepo3sonk Ans Hransauii, nozosanuil, 25 mkr/
250 mir/gosy no 120 aos y Ganowi Ne 1
Material Number: 60000000002634
Koa npopyicry 6G000000002634
Batch Ne: JROS
Cepisa Ne; JR9S
r?escription Specification Results
HaliMenynanus Cneuudikayis Pesynbrar
DESCRIPTION? Metal can \Lvith concave.base filled with a metering vavlve, COMPLIES
Onue! MeTanesuit 6ancs a yrithyTolo 0cHOBO, OcHaLLE HIKY Bignosigas
LO3YIOHUM KranaHom,
IDENTITY % HPLC The principal retained peaks in the HPLC chromatagrarn of the COMPLIES
sample correspond with the paaks produced by analytical
woiking standards of salmeterol and fiuticasone propionate.
N Yac yTpuManHa ocHoBHUX nikia Ha Xpomarorpami 3paaka ; ;
e duaiin - BEEX cnianagae is uacom yTpuMaHHa nikis cansmetepony Bianosipas
kcutahoaty Ta (pnoTUkaIoHa nponioHaTy Ha xpomarorpaui
[O3UMHY pODOMUX AHANITHYHUX cravaaprie,
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 MKr
CepegnHiit smicT cansmeTepony Ha A3y, Wo A=l e
AOCTABNAETLCH YEPE3 POINUMIDBAY, CYMapHo Ha
NOYATKY | B KIHL BUKOPUCTaHHs,
MEAN CONTENT OF FLUTICASONE 198 — 242 mcg 219 meg
PROPIONATE PER ACTUATION DELIVERED
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE
Cepegiit smicT (rioTnkazony nponioHaTy Ha foay, el e
198 — 242 Mkr

Lo AOCTABNRETLER YBPES POINUIIOBAY, CYMapHO Ha
NOuaTKY | B KiHUi BUKOPUCTAHAA |,




issued by:

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

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

Material Description:
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250meg/Dose 120 Doses in can Nei

Mpoaykr

250 mxr/no3y no 120 A03 y Ganowi Ne 1

Material Number:
Kog npogyicry

Batch Ne: JRSS
Cepisi Ne: JROS

80000000002634
60000000002634

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

CEPETUO™ EBOXANEPT, aepo30nb ANA Hransuii, Jososaduil, 25 s/

Description Specification Results
Hahmenysanun Cneuudikayis Pesynbrar
CONTENT UNIFORMITY (SALMETEROL / The requirermnents are met if the content of drug per actuation COMPLIES
FLUTICASONE PROPIONATE) 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 results 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

resulls are within % 25 % of the mean and no result is oulside

35 % of the mean.
Opropiguict BMICTY (cansmeTepon | (hnioTuxasoHy Mpenapar suTpurye BANPOBYBaHKA, AKiI0 BMICT npenapary Bianosigac
nponioxar) HA OAHEe HATUCKaHHA v 18 i3 20 peaynsTatia BiAXHNASTLECH Big

CepeAHboro He Ginsw Hix Ha £25%, Ta Hi o4uH pesyneTar He

BUXOAWTL 3a mend 235% Big cepenHboro.

Ario 3 aBo 4 pesynsTara BPISHAITLCS BiY CEPEAHLOTS Ha

+25%, ane He nepesullyTL +35% Big cepegHLore, To

NpOBOAATE JOAATKOBE BUnpobysaHis Ha 10 aepoaonsHux

YNaKkoBKax,

Mpenapat BiAnosinae BUMOram, AKWO He MeHLUe 36 i3 40

pesynbTaTie siApPI3HATLCA Big cepesHEoro He Ginblie Hik

Ha +25%, Ta Hi OAMH Pe3YNLTaT He BIAPIBHATLCA Big

cepefiHboro Binsu i Ha £35%.
MEAN FINE PARTICLE MASS BY CASCADE 7-13 mcg 9 meg
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3,4 AND 5) S
Cepeann Maca TOHKOAUCNEPCHUX BIITIOYEHD 7 13 Mkr
METO[OM KACKEAHOFO IMNAKTOPa ANsi CanbmeTepeny
{cyma crynetis 3,4 § 5).
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Certificate of Analysis
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Certificate Number
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Material Description:
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SERETIDE™ EVOHALER™ aerosol, metered-dose inhaler, 25

MCG/250MCG/Dose 120 Doses in can Nef

Mpogyur CEPETHA™ EBOXAINEP™, aeposons ans iHransiLiia, nosceanni, 25
mir/250 mkr/goay no 120 gos y Banoni Ne 1

Material Number: 60000000002634

Koz npogywry 60000000002634

Batch Ne: JR9S
Cepis Ne: JROS

rHETescrl'ption

Specification Results
Haltmenyaannn Cnetudpikanin Peaynerar
MEAN FINE PARTICLE MASS BY CASCADE 70120 meg 96 mcg
IMPACTION FOR FLUTICASONE PROPIONATE
(SUM OF STAGES 3, 4 AND 5) 96 Mir
CepeaHs Maca TOHKOAUCNEPGHYX BRTIOYEHS

A 70 =120 mur
METOAOM XACKAAHOIC IMN2KTOPa ANA dhriloTUKAIOHY
npenionaty (cyma cTynesis 3.4 5).
PARTICULATE MATTER? For 50 actuation delivered through an actuator not more than NOT
0 i ith si f

50 particles with size more than 100 pm present PERFORMED
MexaHiHi BRIoUSHHS Egﬂﬁmewe 50 yacrok posmipom Binbuie 100 mkm ta 50 MipHAX npoagjwam
LEAK RATE Msan 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,
BunpoBysaiiig Ha repMeTHIHIcTL Comiplies w:t!‘,rthe requirements of the United States Bignosigae

Pharmacopoeia.

Cepents WanakicTs BUTIKY Npenapary s 12 iHranaTopax ne

Binstue 525mr/pik Ta wBMAKICTL BUTIKY Hi B O/IHOMY OKPeMOMY

IHranATopi He Nepenuuye 750Mripix.

(Blanobigas <bapmalgone'|' CLUA)

1-Actuator is not present at time of release tesling, however it is present in final

BUMPOBYBAHHA NPW BUNYCKY, THM He MEHLLE, BITIIOYEHRA 40 ONIGY FATOBOMG nikapckkoro aacoby
2-Two identification tests are presented in the specification, the identification by HPLC test is carried out routinely and the IR method is

given as an alternative\Npeacrasneni gsa MeToAkl BUn

CMEKTPOCKOMNIT NPeACTaBNeHUA AK anbTepPRATHBHMUNA.

3- Test performed once avery 5 batches\ Bunpobyeausa nposogatb Ha 13 5 CEpin.

QP Name, Surname /
In* 52, nplssuilye
YnosHosameHol ocobu

Signature/ Nignue 3

FLORENT REIGNER

)
‘Date of signature iJara nignuey DD MM YYYY a ‘SZ OA[ 2o

product) Banok se ornagacTscs NpwU nposeeHH

pobysanua Ha ifeHTUIHICTS, 3a3Buuail BHKOPUCTOBYIOTL MaToa BERX, metop IY
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