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Material Description:
Npogykr

Material Number:

Kon npoaykry

Package Size / Type:

PoaMip / Tun nakygauns

Marketing Authorisation Number:
Homep pescTpauiiinoro nocsigyedus

Manufacturing Autherisation Number:

Homep niuexsii na BUROGHULTBO
Manufacturer name, address:

HaiimeHyBanns, MicUe3HaxXomKeHHA
BUPOBHKKa |

Strength of preparation/Efficiency:

]
GSK

“Certificate of Analysls "7
CEPTUOIKAT AKOCTI .. »* .

Ceﬁiﬁcate Number

Cerllficate Date/
Oava ceptudpikaty Homep ceptuebikaty
13-AUG-2024 3001685011
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SERETIDE™ EVOHALER™ agrosol, metered-dosa inhaler, 25 mcg/
128meg/Dose 120 Doses in can Net

CEPETWA™ EBOXAJNIER™, 8epoacyb Ans iHransuli, JozonaHnii, 25 mKrf
125 mKr/gosy ne 120 aos y BanoHi Ne 1

60000000002633

60000000002633

1 inhalerfcarton

1 Ganow e kapToHHii kopobuji

UAJA827/01/02

UA/4827/01/02

2022 _151_1_2

2022 _151_1 2

Glaxo Wellcome Praduction, Zone Industrielle Ne2, 23, rue Lavoisier, 27000
Evreux; France

Fnakco Bennkom Mpogakum, 3o Ihaycrpiens Ne2, 23, pio faegyaz’'e, 27000
Erpe, ®panyis

Active drug substances: salmeterol (as salmeteroi xinafoate) and fluticasone propionate;
one dose of the product containg 25 meg of salmeterol (as salmeterol xinafoatey* and 125 mcg of fluticasone propionate.
*36.3meg Salmeterol Xinafoals is equivalent to 26meg of salmeteraol.

Cuna gitf AKTUBHICTL:

Alieri pedornHI: cansMaTepon (v dhopumi cansmeTepony KCHHadhoaTy), thIloTMRa3oRy nponioHart;
1 Ho3a Apenapary mictuTe 25 Mkr canbmeTepony (v chopwmi cankmetepony keunadoaty)* Ta 125 mkr dnioTukasoHy

nponicHaTy.

* 26 MKr canbmeTepony ekeiBaneHTHo 36,3 MK cancsmeTtepony kcuracoaty. -

Regulatory Statement:
3anma npo ceprudgikadliio:

We hereby certify that the above Informat
including packagingsabelling and quality

on Is authentic and accurate. This batch of product has been manufactured,
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 baich processing, packaging
and analysis records were reviewed and found to be in compliance with GMP and has been released by a Qualified

Person,

Uum mu nigTeepmxyemo, 1o HasegeHa iH

BigroeigHocTi 40 BuMor Hanexrol BUPOG
TaKaX B NOBHIA BignosiaHocT go ¢heuund
HoxymenTauis crocosHo BUPOGHUIOrG N

hopMaLIA & CIPaBXKHLOIO | TOYHOI. Cepist npenapary Gyra evrotosnexa,
HTPONL AKOCTH, Ha sasHaqeHiil BuLLe BUPOBHWYI AinbHKUL B noBHiI

HW4OY NpakTui (GMP), BoTaHOBNEHIK MICLIEBUM DEIYRATOPHUM sifoMcTaom, a
ikaLli, nepepBaueHnx y PeecTpaUIiHOMY A0CbE KpaTHU - iMnopTepa.

OLIECY, NakysaHs | aHaniay cepil Gyna nepesipesa, { Gyno BoraHoseHo, Wo

BOHA Bignosinae sumoram Hanexnoi B1poBHKyal npaktm (GMP) | goasonena A0 peanisauii YnoBHoBaKEH0I0 0coBolo.

Batch slze In packs: 12 200
Poamip cepii B yn: 12 200
Batch N°: PG5D-A
Cepin N2: PG5D-A

Manufacturing date:
(Aata BupoGHULTRa): 12 04 2024

EXPIRY DATE
(Kinuesuli repmin npuaarhocti): 04 2026

Importing Country: Ukraine
Kpaina-Imnoprep : Yepaina
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Material Description;

SERETIDE™ EVOHALER™ aeroso

GSK

Certificate of Apalysis
CEPTU®IKAT HKOCTI
Cerificate Datef

Aara cepridikary
13-AUG-2024

L

Certificate Number
Homep ceptudirary
3001685011
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125meg/Dose 120 Doses in can Nef

I, metered-dose inhaler, 25 mcg/

Mpoaykr CEPETIg™ EBOXAJIEP™, aepoaons ANs iHranauiii, 4o3opanuin, 25 wur/
125 mur/inoay no 120 fos ¥ Banoxi Ne 1

Material Number: 60000000002633 :

Koz nponyury 60000000002633

Batch Ne: PGSD-A

Cepia No: PGED-A

Description Speciilcation Results

HaliMenysanua Cneuwthikayln Peaynerar

DESCRIPTION Metal can \:vlih concave_ base fitted with a metering va:lve. C.OMF'I._IES

Onug! Maranesui GanoH 3 yeirHytoio OCHOBROID, OCHaLLE ! Binnoeigae
ARO3YIOMUM KNanaHom,

IDENTITY # HPLG The principal retained peaks In the HPLC chromatogram of the COMPLIES
sample comespoend with the peaks produced by analytical :
working standards of saimeterc! and fluticasone propionate.

el 2 Hae yTpumarHa ocHOBHUX nikis Ha XpomaTorpami apasxka :
aetTadikalia *: BEPX cniBnagae i3 YacoM yTpuManHs nikie cansMmetepony Blanosinae
keuHadoaty ra throTukasoHa npenloHaty Ha xpomarorpami
. PQ3YUHY poDoYNX anantTuyHux CTaHAapTia,

MEAN SALMETEROL CONTENT PER 18.9-23.1 mgg 21.3 meg

ACTUATION DELIVERED THROUGH AN

ACTUATOR, COMBINED BEGINNING AND END

OF USE 18.9 - 23.1

CepegHiil Bmict GanbMeTepony Ha AG3Y, Wo e Mk 21.3 mr

AOCTABNAETLCA HEpes posnumIesaY, CyMapHo Ha

NMOYaTKY i B kiU BUKOPUETaKNS,

MEAN CONTENT OF FLUTICASONE 99 -121 meyg 112 meg

PROPIONATE PER ACTUATION DELIVERED

THROUGH AN ACTUATOR, COMBINED

BEGINNING AND END OF USE
99— 121 mur 112 mar

Cepegniii suicr hreTHkasoHy NpomioHaTy Ha 403y,
U0 AocTaBnAeTheA Yepes poanwsioBay, cymapHo Ha
NaYatky | B KiHIi BUKopuGTaHHs,




Issued by:

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

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

Material Description: SERETIDE™ EVOHALER™ aarosol

GSK

Certlficate of Analysis’

CEPTURIKATAKOGTI - o =
Certificate Date/ Certificate Number
fara ceprudpikary Howmep ceprudikaTy
13-AUG-2024 3001685011

Page 3of 4

CTopinka 3/4

125meg/Dose 120 Doses in can Nef

|, metered-dose inhaler, 25 meg/

TpogyKr CEPETMO™ EBOXAJIEP™, Aepo3onk AnA iMranauil, Losceannii, 25 mur/
. 125 mkrinoay rio 120 fos v Ganowi Ne 1

Materiai Number: 60000000002633

Kog nponyxry 60000000302633

Batch Ne: PGED-A
" Gepia Ne: . PG5D-A

Description Speclfication Resuits
HalAMenysanun Creyudpikanin Pesynerar
CONTENT UNIFORMITY (SALMETEROL / The requiraments are met if the content of drug per actuation COMPLIES
FLUTICASONE PROPIONATE) fram 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,

If 3 or 4 of the results are outside + 25 % of the mean but not

outside + 35 % of the mean, test an addilional 10 canisters,

The requirements are met if not less than 36 out of the 40

results are within £ 25 % of the mean and no rasult is ouiside +

35 % of the mean.
O,qu_pi,quc-rb BmicTy (canbmerepcm i tpmoTMKaaoHy Mpenapat BUTPUMYS BUNPCOYBaHHA, AKLIO BMICT npenapary Bignoeigae
nponioHar) . H& DAHE HaTUCKatHA ¥ 18 Is 20 pesynkratis BIAXWNAETLCR Bl

CepeAHboro ke Ginbly Hik HA +25%, Ta Hi OA WK PE3YRLTAT He

BUXOAUTH 32 Mexd +35% sig cepenmbaro.

Arwo 3 abo 4 peaynerara BIApiaHnioTHEA Bi4 CepegHLOra Ha

£25%, ane He nepesimuy:oTs +35%, TO NpoBOAATL JopaTkome

BUNPoBYBaHHA Ha 10 aepoacnLHIK YIMEKOBKAX,

Mpenapar signosigae BUMOram, sKulo He meHLe 36 j3 40

peayneTarie el piaHsioTeca Blg cepegHboro Ha Sinklue Hiw Ha

+25%, Ta Hi oK pasynbTar He slapisHaloTsCH blg

CepegHbora GinbLu WK Ha +35%.
MEAN FINE PARTICLE MASS BY CASCADE 7-13meg 10 mog
IMPACTION FOR SALMETEROL (SUM OF
STAGES 3, 4 AND 5)

7~ 13 mur 10 mur
CapeaHa Maca TOHKOA NCNEPCHUX BXNIONEHD
METOAOM KACKaJHOTO iMnakTapa ans canbmeTepony
(cyma cTynetids 3,4 5),
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Material Description:

SERETIDE™ EVOHALER™ aeroso

GCSK
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125mcg/Dose 120 Doses in can Ne1

Mpogykr

CEPETWA™ EBOXANER™

125 mkr/nosy ne 120 goa y Ganowi Ne 1

Material Number:
Koa npoayiry
Batch Na: PG5D.A
Cepin No: PG5D-A

60000000002633
60000000002633

I, metered-dose inhaler, 25 mcg/

1 A8POAONL ANA IHransuiin, fo3oeaHud, 25 mkr/

Cepeats wangKicTs BUTikY npenapary B 12 IHransrepax ve
Ginsiue 525Mrpix Ta WengkicTs BUTIKY Hi B 0AHOMY OKpEMOoMY
IHranATopi He nepesuisye 750Me/pix.

(Binnosipac Gapmakonel CLUA)

Description Specification Resuits
Hafimenysanun Creuudikauin Pesynwerar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 meg 50 mcg
IMPACTION FOR FLUTICASONE PROPIONATE '
(SUM OF STAGES 3, 4 AND 5} 50 mkr
40 — 65 mxr
Cepapkn Maca ToHKkoAUCNBpCHAX BKNKOMEHD
MBTOAOM KackaiHOro iMnakTopa Ans qamnmxason-ly
nponicHaTy {cyma crynenls 3415,
PARTICULATE MATTER? For 50 acluation delivered through an actuator not more than NOT
50 particles with size more than 100 Hm present PERFORMED
MexaHiusi BrniaseHRs® p.Hgaﬁfnbwe 50 yacTox posmipom Ginbtwe 100 Mis Ha 50 mipHnx nposgzuac:ﬁ
LEAK RATE Mean leak rate of 12 inhalers is not mere than 525 mg per COMPLIES
year and the leak rate of no individual inhaler is greatar than
750 mglyear. Complies with the requirements of the United
5 States Pharmacopoeia. . .
BunpoBysaHis Ha repmaTuIHicTs Bignosigae

1-Actuator Is net present at time of release testing, however # is present in final

BUNDOOYBAHHA NPU BUNYCKY, TUM He MEHLIE, BINIOYEHNA 40 ONYCY FOTOROMO NIKAPCHKArS aacoby

2-Two identification tests are presented in the specification, the idenlification by
givan as an alternative\Mpescrasnexi ABa METOAU BUNPOBYEAHHA HA IneHTUYH

CNEKTpOCKonil npeacTasnexHuit Ak aNbTePHATUBHUA,

3- Test performed once avery 5 batchest BunpoBypatns npoposRTE Ha 1 3 5 cepii.

QP Name, Surmname /
fv’5, npiseuLe
YnosHoBaweHo! ocoby

P

Signature/ Nignuc

CLEMENT GOELFF

produch BanoH He ornsAgasTeca npK ipoBEAEHHI

HPLC test is carrfed out routinely and the IR method is
CTb. 383BUYAH BUKOPUCTORYIOTL MeTog BEPX, merop, |4

Date of signature /ata nianucy DD MM YYYY A/ QRS Lt




