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Marketing Authorization Numbar;
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Manufacturing Authorisation Number:
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SERETIDE™ EVOHALER™ aerosol, meterad-dose Inhaer, 25 megl
Simeglose 120 Doses in can MNel

CEPETHO™ EBOXANER ™ aspoaone gna isramaui, sosoaanni, 25 un
50 wurigoxy no 120 goa y Ganoui Mo 1

BUDDCCOOMNERSEZ

BO00DIO000RESE

1 mhalarfcarian

1 Banax & KapTaHHin kKopobul

LAt 82701501

UAMBITIO M
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Glaxo Wellcome Production, Zone Industrielle M, 23, ree Lavalsiar, 27000
Evrieus, France

Mnanco Bennkom Npogasws, 3oH oycetpiens Me2, 23, ma Nasyas'e, 27000
Enpe, dpanus

Aciive drug substances: saimedaro] (a2 salmetersd xinafsale) and fuficasona proplonate;

one dose of the preduc! centains 25 mop of salmeteral (=8 saimederol xinafaate)® and 56 mog of fluticasene propionale.

* 38.3 meg Salmaterol Xinafoate Is aquivalent to 25 mog of salmetercl.

Citna 87 AxrrrdioThs

ahosl peacamiat canbmeTapon {y dopui cansMeTepony keMiacaaryl, dhnKTUEaIoHyY Npaniokar:

1 A038 npenapaty MicTiTe 2HsEr caneMaTapany [y Gopwi CANMETRRRNY TorHapoaTy]” T8 50 MET GIIOTHEAIONY NponionaTy,
" 20 MAr CHMBMETEPOMTY OKEIANEHTHD 38,3 MKT CENbMETERONY ECuHahoaTy,

Regulatary Statomant:
Jarea npo cepradsinauiio:

Wa horsby cantify that he sbove information |s authentic and accurate. This balch of product has been manulaciured,
inciiding packagingAabelling and quality condrol in full compliance with the GMP requiremonts of the local Regulatory
Authorkty and the specifications in the Markeling Autherizalion of the imporfing eouniry. The baleh procassing, packaging
;ﬁd andlysis records werg reviewsd and found fo be in campaliance with GMP Gnd has been released by a Qualified

Llwm st nigreepamyeso, Wo HABEGEHE inbopMalis ¢ cnpapsHLo0 | Toweio. Copin fipenapary Syna aMroToOBRAEHE,
BR/THAEKH NEKYBAHHRMBEHYBAHHA T KONTRONE ARKOCTI, HA JA3HEMEHIR Bnie twpofies@ RinsHAL B noBkG
nignemigrocTi mo auMor Hanesnol snpoGuimal noarmim (GMP), BCTAHORREHX MICLEBMM parynATap HsM BlqoMcTaOM, B
TaKK B NOEHIA BianoaignocTi go creumdilzaulih, nepeafayeii v pRECTREWRHOMY AOCKE KpaTH - imnopTERa.
Aokymentallin cTocomo BnpoSHu4cro npayesy, Nakyaams | aHaniay capli Gyna nepanipaa, | Byno BCTaHORNERD, Wo
noiia Binoainat BHMoran Hanewol mupoShnl npamos (GMP) | gosnonesa go peanlsaull YnoaHonamoroio ocofol,
Balch size In packs: 3305

Poawip copli m yn: 3588

Batch N*: 352U-A
Cepin Ne: 252014 s S

1 4 . Ly
Manidachuring date; GT 2021 s Impgrting Country: Uikraine
[Bar ImEHHu'rn::J_ 'Cﬂ:‘;ﬁn:i hp-lssnoprep : Yrpaiva
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EXPIRY DATE 10 2023
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Material Deseription: SERETIDE™ EVOHALER™ aproscl, melered-dose inhaler, 25 megl
S0megiCoss 120 Doses in can e
Npooysr CEPETHA™ EBCXANEP™, pepssars ann iHranmuil, Acaoamksid, 25 Murd
S0 Meripomy no 120 ooy Sanow M 9
Material Number: EODOO0MD003832
Kon npony =Ty EODOOD00002632
Baich We: 3520-A
Cepla Mp: 25204
Deacription Specification Resulis
it s oy BB A Crewwdinaain BpaynuTar
OESCRIBETION Bielzl can wilh concawe base filled with @ metering valee. COMPLIES
Diggae! MMataneend Gandd 3 yoirHyToN coHoBGHE, GCHALLMHWA Blamoalgas
SOIPOUWA ENANEHDM,
IMERTITY ¥ HPLC The prircipal retained peaks in the HPLC chromatogram of the COMPLIES
sample cormespond with he peaks produced by aralyiical
working standards of salmetarol and fluficasans proplonate.
Wrachaul Wit [ TRMARRHHA BERARHAE D 4B EpoMaTorpand apan
o -BERK CRHONAEIE 13 Hadam YTRHNEM NS nilia cansMeTapany Blncris
REEHBEOETY Tk SArUCTHESSIA NEDNKNATY ME KPOMOTORDSWI
o PeduiHy POBIHE SHTATEIHIY STaREIETIR.
MEAN SALMETEROL CONTENT PER 189 - 23,1 meg 2004 meg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBIMED BEGINNNG AMD END
OF USE e 20,4 M
Capagid auleT cRRREATARBARY BB 408y, UG PR L W
ACGCTANNSETECA <P DO WTHAQRE, CEMa0Hg b
nouaTEy | B ksl sancTaHea, 3
WEAN CONTENT OF FLUTICASONE 5,6 - 48.4 mog ' 432 e
PROPIOMATE PER ACTUATION DELIVERED
THROLEGH AR ACTUATON, COMBINED
BEGHMING AHD END OF WISE
Copaghil Buicr denomicasony nponioHaTy Ma 303y, 432 mKr
Ui ADCTABNAETLCN “SPEa POXMMIODaY, Cymapng wa | 196 — 434 war
l_""ﬂ"'l-l'l'l'l' | B EHL BesGEEcTas HA
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Material Description: SERETIDE™ EVOHALER™ agrosal, materad-dase inhaler, 25 meg
faimeogiDaze 120 Doses in can Ml
Npomyer CEFPETHWA™ EBOXANEP™, aepoione qna IWanauii, Sosomiwd, 25 s/
S0 mirfaay no 120 goa y Ganowi Ne 1
Material Number; nio2E32
Hon mpogy ity AO00000000252
Batch Mz 35314
Cepin No:  3821-8
Description Specificalion Results
Hakwoiymansn Lneundikaylp Paaym.yar
CONTENT UNIFORMITY [SALMETEROL f The raquiraments are mal if the canlenl of drug per acualion COMPLIES
FLUTIEASONE PROPIOMATE) from sol leas Usan 18 oul of 20 resulls ane withia & 25 % of the
man ared no resull 5 culeido 1he range = 35 % of tha mean,
If 3 &1 4 of Ehe resulls ae cotside & 25 % of the moan buf nai
nutskde £ 35 % of the meen, == an addilonal 10 canittans.
Thi récpiinemends are mat # net laee than 36 oot of ke 40
ekl are within 2 28 % aof the mean and s result s oulskde ¢
35 % of he mean.
OaHopinMcTs BuicTy [canwusTepon | erwasaiy | Mpanapar oHTRHRYS BHnERGyRitHn, g0 DRI NRONERATY Bighooinss
rponionat) K& OQHE HaTHCERINER ¥ 18 13 20 pexyRbTaTi BlromnAcTsEn nig
COPSAHLETG HO BlNbld Hbe pa £25%, TaHI 05K pRIYIATAT He
BT 23 mand £35% Biy cepagseon.
Fewn 3 abo 4 peaynuTata BlphHAnTLES BiY CopaHROnT HE
425%, e He nepesALRaTE t35% pig capegELaD, TO
TONE0AATE Ao aTEORN RANpoiyEEsne ma 10 appoaonsEuE
P B
Mpenapat nignoalges Sxmoran, A0 Ba ke 35 i 40
EEMETATE REPIESHAKITREA Bi CARagHSOrD e el Hbe Ha
£20%, 7@ Ml odnn pedynsTaT e RlplhEAETeCE Sy
B cepeansoe Binsd pis Ha 235%. D
MEAH FINE PARTICLE MASS BY CASCADE T=11mg 10 mog
IMPACTION FOR SALMETERDL (5L OF
ATAGES 3, 4 AND 5) P
T =13 v

Cepeain MAca ToHMEHENEDDNIKT BNaiaHn
METOAOM BRCKILHONG INAEKTORS ANA CANbMaTapomy
leywa crynesis 34 | 5)
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Material Description: SERETIDE™ EVOHALER™ sarosol, metered-dose inhaler, 25 meg
fS0meglose 150 Doses in can Mel
Mpagy e CEPETHO™ EBOXAMNEP™, asposom Ank inrannui, nososaiid, 25 s
50 weripoay no 120 aoa y Ganoxl e 1
Material Numbar: GOOLOD0002632
Kon npogyery BOOMO0ZE2
Bafch Me: 352004
Cepin Ny 352004
Descriplian Spacilleation Results
Hafrsniey gansn Coeyaicaiin Paaynurar
BEAN FIME PARTICLE MASS BY GASCADE 14 - 26 meg 18 mexg
BAPACTION FOR FLUTICASOME PROPIDMATE
(5L OF STAGES 3, 4 AND 5)
CEpEHA NACS TOHEDAHCNEREH I BATeH =2 -
HETOACM KRCKAT HOTD INmETTops ARA SnioTamIney
| NEctiowary (cywa oTymanin 3,4 | 5
PARTICULATE MATTER? For 80 achualion defivered through & achuator nol mons than NOT
5l paticlas with size mana tan 100 pm present FERFORMED
[ PR g — ::u-ﬁlmurl S0 yEtron paisipoy Hrewe 100 mMeow 4e 50 minmx nmg:m
LEAK RATE Mean lnak rabe of 12 inhalars I8 nol mare han 525 ma par COMPLIES |
ymir and the keak rabs of o indivadual inkslar is greater Ihan
TAN mgiymar.
Compkies wilh the requiremenis of the Uinileg Slates
BanpofiyBarin Ha FepRETEIcT A scaposts. Bianoslgac
Capnann WSHANCTE OHTicy NRanapeTy o 12 Hransmooss e
Ginbus 825uripis T LeARRIcT: RATIGY Hi 8 CRHORY DRIy
HAENNTOR Me mapsauiye TEOur e
{Blanamigas Mpunmrl_!l Cllia}

1-fcbutar it ot praseal al fime of reloase teting, howsver & is predsnl in finad producll GANOH H SFNAARETECN NEH ARDRGERHH
BANPOEYEAHHA NP BIAMAGY, THR MO MEHLSS, DENKHIH 45 ANKCY MOTRREONG Nidpoacrs aacoly

2T Idenlification lests are presoriad in The spacilication, lke ientification by HPLE 1es1 bs cairied oul rouinely ard Ehe BR meihod &
givar &3 an alernatveiNpsetTannosd 460 MeTags DHPEOBYRaHHA B (REHTHINCTE, So3miial DD pacToevoTE uaToy BERY, memon i
LRGKTpockony NpagcTaanesnil AK ANs TpEaTHIHEA,

3-Tet performed ones every & batchanl Bunpolymasin npasaanre @n 1 2 5 caplil.

QF Name, Surnamal __Ame] GHACLIT]

lw's, nplasuge
Cate of signature (Nate nianucy ?J M

Ynoeorakenol oonfin
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