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Material Description: SERETIDE™ EVOHALER™ aerosal, metered-dose inhaler, 25 mcg/
250mcg/Dose 120 Doses in can Ned

MNpogykr CEPETWA™ EBOXANEP™, AEPO30NL ANst IHFANRALIRA, Ko3oBaHMA, 25 mir!
250 wmrr/nosy no 120 gos v Banosi Ne 1

Material Number: 60000000002634

Kop npogyxry 80000000002634

Package Size / Type: 1 inhaler/carton

Poznmip / Tun nakysaHus 1 GanoH B kapToHhii Kopobui

Marketing Authorisation Number: UA/4827/01/03

Homep peecrpauidinoro nocBigYeHHA UA/MB2T/01/03

Manufacturing Authorisation Number; 2022 1511 2

Homep niuensit Ha BUpOOHULUTED 2022_151_1 2

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

Haitmenysanus, MiCLeZHAXOMKOHHA

BUROBHUKA; I'nakco Bennkom Mpopaiwh, 3ou IHaycTpiens Ne2, 23, pig Nasyas'e, 27000
Eepe, dpanyia

Strength of preparation/Efficiency:

Active drug substances: salmeterof (as salmetero xinafoate) and fluticasone propionate:

one dase of the product containg 25 mcg of salmeterol (as salmetercl xinafoate)* and 250 meg of fluticasone propionate.

* 36.3meg Salmeterol Xinafoate is equivalent to 28mceyg of saimeterol.

Cuna oitf AkTveHicTL:

Ao pevosuH: canbMeTeRon {y dopmi CanbMeTepony kcuHacoary), GroTHIasIoHY npenicHar;

1 poza npenaparty MicTuTe 25mir GanemeTepony (y hopmi CanbMeTepony Keunamoary)y® Ta 250 mr pROTHKAZOHY

nponicHary,

* 25 mikr CanbMeTeparny eksiBaneHTHo 36,3 mir GanbmMeTepony Kcunachoary.

Regulatory Statement:
3asiBa npo cepTudpikaniio:

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 focal 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 bean released by a Qualified

BRIHOMAI04M NaxyBaHHA/MapKY BaHHS T3 KOHTPRONL AKOCTI, Ha 3a3HaveHii BuUe BYPOoDHWIIR AlnsHuLi B nosHii
BianosigHocTi 40 suMer Hanexto! supoBunyol npaktvku (GMP), setanosnermx MicUeByM PErynaropruum sigoMcreom, a
TaKOK B nOBHIR BigNosigHoCTI Ao cnedudiauiin, nepenGadeHux ¥ Peectpauiiidomy noces kpaiku - imnoprepa.
lorymerTauis crocosHo BripoBHUYOro APOLECy, NakysaHHa | aHanisy cepil Gyna nepesipena, i byno BCTAHOBRGHO, LU0
BOHA BiAnosigas sumoram Hanesxnor BUPOBHWYOT NparTUkK (GMP) i aoseonena po peanisayil YnceHosakeHolo ocoboro,
Batch size in packs: 3052

Poamip cepit s yn: 3052

Batch N°: Ka2p EXPIRY DATE

Cepist Ne: Ke2p (Kinnesnit Tepmin npugaTHocTi): 02 2026
Manufacturing date: Importing Country: Ukraine

(Aata BUpoBHuUTEa); 02 02 2024 Kpaina-imnoprep Ykpaina

Ay okt SO/
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250mceg/Dose 120 Doses in can Net

erosol, metered-dose inhaler, 25 mcg/

Mpoayer CEPETWH ™ EBOXAITIEP™, aepo30nb AN iHranayi, L030BaNWi, 25 mir/
250 mxripoay no 120 foa y Banoni Ne 1

Material Number: 60000000002634

Ko npogyiay 60000000002534

Batch Ne: Ke2p
Cepin Ne: Kezp

InenTudikanis # BEPX

Description Specification

Halimerysanhs Greundikauin

DESCRIPTION' Metal can with concave base fitted with a metering valve.

SO MeTaneani 6anan 3 YRIFHYTOIC ccHOBOID, OCHaLeH W
AC3YIOUUM KnanaHom.

IDENTITY # HPLC

The principal retained peaks in the HPLC chromatogram of the
sample correspond with the peaks produced by analytical
working standards of salmeterol and fluticasone propionate,
Yac yrpumMants ocKoBHRY nikie Ha Xpomarorpami apaska
cniBnajae i3 yacom yipumanns nixis caneMerepony
keuHachoaTy Ta bniTikasona NPOrHOHATY Ha XpomaTtorpami
PO3UNHY pobovix ananitnyHux cTargapTia.

MEAN SALMETEROL GONTENT PER

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

Cepegrii saict CanbMeTepony Ha oy, Wo
AOCTEBNACTLCR YBPES Puanuniosay, cymapHe Ha
MOMATKY i B KiHU BUKopUCTAHHA,

18.9 -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

Cepeanii smicT hn IBTHKA3OHY NponioHaTy Ha Ao3y,
LD ZOCTABNAETLERA Yepes PaaMUnioBaY, cymapHo Ha

nouaTiy | B KW BUKOpUCTaHHF |

198 - 242 meg

198 « 242 mur

Peaynntar
| T ERy RiaT

N —

21.8 meg

— ]

R

Results

COMPLIES
Bignoginze

COMPLIES

Bignosigae

21.8 Mur

222 meg

222 mr
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250mcg/Dose 120 Doses in can Nel

Mpoaykr CEPETWI™ EBOXANER™, ae

250 mxrinosy no 120 aos y Banosi Ne 1
WMaterial Number: 60000000002634
Kog npoayury 60000000002634

Batch Ne: Kg2p
Cepin Ne: K62p

metered-dose inhaler, 25 meg/

PO30NEL ANA iHranauii, AososaHni, 25 mur/

R ——
Description
HaliMeHyBanns

Specification
Creyudinauin

Results
Pesyntrtar

CONTENT UNIFORMITY (SALMETEROL /
FLUTICASONE PROPIONATE)

OaHopianicre smicTy (carbmeTepon i (hroTUKa3OHY
nponickar)

The requirements are met if the content of drug per actuation
from not fess than 18 out of 20 resylls are within £ 25 % of the
mean and no resuit is cutside the range t 35 % of the mean.

If 3 or 4 of the results are outside + 28 % 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 outside +
35 % of the mean,

Mpenapart surpumye BUNBOGYBaHNS, AXWO BMiCT npenapary
H& OAHE HaTUCkakHA ¥ 18 i 20 pesynwraTie BIfIXWNAETLCA Big
CePEAHbOro He BiNbL HDK Ha +25%, Ta Hi oAWK pesynuTaT He
BUXOAUTL 33 Mexi £35% eig cepegHboro,

Ao 3 abo 4 peaynuTara BIAPISHATLCS Bl CepegHboro ra
+25%, ane He NepesuilyoTh +35% Bia cepeansoro, To
NPOBOAATE BOAATKOBE BUNPOGYBAHHA Ha 10 aePO30NbHAX
YNakoBrax.

Hpenapar signosigae BUMOTaM, SIKLLO He MeHite 36 iz 40
pesynsTaTis BigplsHaTheA Big CepeaHa0ro He Binblie Hik
Ha £25%, Ta Hi opuH pesynbTat He BiAAPI3HATLECH Big
SepejHboro Binbl Hix Ha +35%.

COMPLIES |

Bianoeigae

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

Cepannn Maca ToHKORUCTIENCHUX BRINOUSHE
METOACM KackagHore iMnakTopa Aft canbmeTepony

{Cyma cTyneHin 3,4 | 5}

7 —13 mcy

7—13 mer

9 mcg

9 Mk
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B

aeroscl, metered-dose inhaler, 25

MCG/250MCG/Dose 120 Doses in can Ne1

Mpoaykr CEPETHA™ EBOXANEP™, ASp030nb ANs iHranauiil, gosoranua, 25
MKr/250 mxr/nosy no 120 nos y Ganosi Ne 1|
Material Number: 60000000002634
Kon npogyxry 60000000002634
Batch Ne: Kgop
Cepia Ne: Kaz2p
I H e — Specification T ‘Results
HaitMenyBahnn Cneundpinauin PeaynwTar
MEAN FINE PARTICLE MASS BY CASCADE 70-120 meg 94 meg
IMPACTION FOR FLUTICASONE PROPIONATE
{SUM OF STAGES 3, 4 AND 5) 94 Mkr
Cepenns Maca TOHKOAUCTIBPCHUX BRMIONE 70 = 120 mkr .
METOA0M KackafHoOro imnakTopa Ans druotukasony
nponioHary (cyma cTynetis 3.4 i 5.
PARTICULATE MATTER? For 80 actuation delivered through an actuator not more than NOT
o ict ith st 1
50 parlictes with size more than 100 Um present PERFORMED
H
MexaHiuni BKRIGYEHHA Egaﬁinbwe 53 vacTok poamipom Ginbiue 100 Mim Ha 50 MiZHIX !'lpDBO,[le,MBCﬂ
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 mg/year.
BunpoSyeanua na repMETIHICTY Complies with‘the requirements of the Uniled States Bignosigac
Pharmacopoeia.
Cepegha wangkicrs BUTIKY npenapaty B 12 iHranATopax He
Binbie 525mrfpik Ta LUBUAKICTD BUTIKY Hi & OAHOMY OKDeMoMy
iHranaTopi He nepesullye 750Mr/pix,

N

(Bianoeigae Papmanone’ CLUA)

given as an allernativeWNipe gcrasneni ABA METOAM
CNEKTPOCKONIT NpaACTABNGHAN fK anbTepHaTuBHui,

3- Test performed once every § batches! BunpoSysauns npoBoaATE Ha § 3 5 cepii,

QP Name, Surname /
Im 51, npissmue
YROBHOBEKEHOI 0COBY

Signature/ Mignue

NOEMIE RENAUDEAU
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