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Vaterial Description: SERETIDE™ EVOHAL ER™ aerosol, metered-dose inhaler, 25 mecg/
125meg/Dose 120 Doses in can Ne1

Mponyur CEPETI ™ EBOXANIEP™, aeposons ans IHranALUii, Qososanul, 25 Mxr/
125 Mkrfgoay no 120 A03 y Banowxi Ne 1.

Material Number: '60000000002633

Kog npogyury 60000000002633

Package Size / Typeé: 1 inhaler/carton

Poamip / Tun nakypanns ) 1 BanoH B KapToHH KOPOBL

Marketing Authorisation Number: UAI4827/01102

Homep peecTpauiiivoro nocaizuelHs UA/4827101/02

Manufacturing Authorisation Number: 2022 151 1 2

Homep nitensii Ha BUPOBHUUTEO 2022 _151_1.2 S o L -

Manufacturer name, address: Glaxo Wellcome Praduction, Zone Ihdustriells Ne2, 23; rue Laveisier, 27000
Evreux, France

Hatimenysanns, MiGLe3HaXogKe HHA | _

BAROGHMKA : Fnakco Bennkowm Mpogakn, 3ox IhgycTpiens Ne2, 23, pro Nlasyas'e, 27000
Espe, Gpanuis

Strength of preparation/Efficiency:

Active drug substances: salmeterol (a8 salmeterol xinafoate) and fluticasone propionate:; o

one dose of the product contains 25 mcg of salmeteral (as salmeterol xinafoate)* and 125 mcg of fluticasone propionate.

*36.3mcg Saimeterol Xinafoate is equivalent to 25meg of salmeterol

Cvna giif AkTusdicTe:

RiloM peroBUHY: canemevepon {y hopmi CaneMeTepony KeuHagoarty), cpanMHasc}Hy_n'ponic:HaT;

1 A03a npenaparty mictuts 25 MKF canbmeTepony (y chopmi canemetTepony kchnacoaty)* 1a.125 mxr PRTUKAIOHY

nponionarty,

* 25 mKr CallbMeTepony exsiBaneHTHo 36,3 Mir CansMeTepony kounadoary.

Regulatory Statement:
3asiBa npo ceprudikayiio:

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

TakoK B nosHiiA signosiaHocti go Crieyudpikavliit, nepeabavuerux y PEECTpaLiiiHoMy AOCke KpATHY - iMnoprepa.
Boxymertauin crocorno BUpOGHKIOro npouecy, NakysaHHA i aHanisy cepii Gyna nepesipesa, | Syno BCTaHOBNEHOD, U0
BOHa siAnoBinae BuMoram Hanexuof BUPOGHKIOT npakTukk (GMP) | possonena go Peanisauil YnoBroBameHo0 ocobars.
Batch size in packs: 6 011

Posmip cepif B yn: 6 011

Batch N°: FUSF EXPIRY DATE - :ﬁg;ﬂ; N\
Cepia Ne: FUaF (Kinuesni Tepmix npugaTHoceTi): 122025 Y - _‘g, .
Manufacturing date: Importing Country: Ukraine ) *:" 3
{larTa BAPOBHUUTBa): 05 12 2023 KpaiHa-imnoprep : Ykpaina @ ’%
¥
T N
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Cerlificate Number
Homep ceptutikary

3001618526
Page 2 of 4

126mcg/Dose 120 Doses in can Ned

ed-dose inhaler, 25 mcg/

TMponykr CEPETUA™ EBOXANEP ™, aeposont ans iHranauin, Acaosanmi, 25 mr/
125 mr/go3y no 120 aos .y Ganowi Ne 1
Material Niumber: .60000000002633
Kog npoaykry '80000000002633
Batch Ne: FU9F
Cepist No: FUQF
.#Descriptidn ...... | Speciﬂéatinn mﬁesu[ts
HalimeHy BaHs Crneuutbikania PesyneTar
DESCRIPTION! Metal can Evith cancava base fitted with a metering vaﬂlve. CDMP!TIES
Onue! MeTaneswii 6anox 3 yeirnyTolo OCHOBOID; oCHaILeHNR Bignosinae
o [O3YIOUUM KnanaHom,
IDENTITY % HPLC The principal retained peaks in the HPLC chromatogram of the COMPLIES
sample correspond with the peaks produced by analytical
‘working standards of salmeterol and fiuticasone propionate.
inenTUiKaLin % BEPX. l-Ia_c YTpUMaHHs ncnuaﬂnx_nixia Ha Xpomarorpami spaska Bianosigae
CNIRAAAAE |3 RacoM yTPUMarHsa nikis canbMmsTeposny
KcuHadoaTy Ta hroTrkazoHa nponicHaTy Ha xpoMarorpami:
} L PO34YUHY poBoyux aHaniTuunwx craHaapTie.
MEAN SALMETEROL CONTENT PER 18,9 — 23.1 mcg 20.9 mcg
ACTUATION DELIVERED THROUGH AN
ACTUATOR, COMBINED BEGINNING AND END
OF USE 18:9 — 23:1
| Cepeawiii emicT canemetepony  Ha aoay, 1yo H e T MK 20.9 mkr
AOCTaBNAETLCA Uepes POINUNIOBAY, CYyMapHS Ha
ROYATKY [ B KIHUI BUKOPUCTAHKS, o
MEAN CONTENT OF FLUTICASONE 99 - 121 meg 110 mcg
PROPIONATE PER ACTUATION DELIVERED
THROUGH AN ACTUATOR, COMBINED
BEGINNING AND END OF USE 59 - 121 mur 110 4
CepeaHiii BMicT (pRTHKASCHY NponioHaTy Ha.go3y, i T MK LY Ml
1O AOCTABMAETHCA Yepes poanunKaay, CYMapHQ Ha
NOYATKY | B KiHUI sMKOpUCTAHHA.
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SERETIDE™ EVOHALER™ agrosol, metered-dose inhaler,. 26 meg/
125meg/Dose 120 Doses in can Nef

CEPETUA™ EBOXANEP ™, aeposoris ans IHransuin, fososanmit; 25 mMkr/
125 mxi/aosy no 120 poa y banori No'1

Material Nuimber: 60000000002633
Kon npoaykry. 60006000002633
Batch Ne: FU9F
Cepin No: FUQGF
Description Shecificatlon - | Rasulté T
| HalimenyBanus Cneuudikanis Pesynkrar
CONTENT UNIFORMITY (SALMETEROL / The requirements are met if the content of drug per actuation COMPLIES
FLUTICASONE PROPIONATE) from not less than 18 out of 20 resylis are within £ 25 % of the
mean and noe result is outside the range t 35 % of the mean.
If 3 or 4 of the resulls are outside + 25 % of the mean but not
ouiside £ 35 9% of the mean, test an additional 10 canisters,
The requirements are met if not lass than 36 out of the 40
results are within £ 25 % of the mean and no resdll is outside &
| 'OAHQDiﬂHiGTE'EMiGTY {CanbumeTepos | hhioTukazoHy Mperapar suTpumye BUNPoSysanns, AKLAO BMICT npenapary Bignosigae
NpontoHar) Ha OfHe HaTlckaHHs v 18 i3.20 pe3yibTaTie BigXKUNAETLES Big
‘CEPEAHLOIO He BiNkLl Hbk Ha £25%, Ta Hi oAuH peaynbTaT He
-BUXOAUTH 38 Mexki £35% gig CEROAHBOrG..
AKWo 3 a60 4 pesynsTaTa BiAPIIHSIOTLCS Bl CAPeAHBOro Ha
 ¥25%, ane He NnepeBuiyoTs £35%, To NPOBOAATE AoAaTKOBE
BUNPOBYBaHHs Ha 10 aePO3ONBLHUX YIaKoBkay.
MNpenapar signosipae BIMOram, kU0 He MaHwe 36 i3 40
pesynbratia BigpisHaTbea pig CEPEAHLOrG He Bifbiue Hik Ha
t25%, Ta Hi oguH pesynbTar He BlapisHATLCH Big
. T i | COPEAHBOIO BINbLI HiK HA $35%, o
MEAN FINE PARTICLE MASS BY CASCADE 7 —13 meg 9 meg
IMPACTION FOR SALMETEROL, (SUM OF
STAGES 3, 4 AND 5)
. o o 7 =13 mMKe 9 Mkr
CEFEAHH'MEC&TGHKOAMGHEPCHH}{'EKH]GHEHE-
METOAOM KACKaZHOro iMnakTopa AnA can bMeTepony-
(Cyma crynekis 3.4 i 5).
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-METOAOM KackagHoro iMnakTopa ANst.dnioTukasony
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Material Description: SERETIDE™.EVOHALER™ aerosol, metered-dose inhaler, 25 macg/
125megiDose 120 Doses in can Ne1 - |
Mpoayxkr CEPETUO™ EBOXANIEP™ AePo30nb ANA iHranauin, 4o30saHui, 25 pxr
| 125 mkrinosy no 120 noa y Banoni Ne 1
Material Number: 60000000002633
Koa rpopykry 60000000002633

Batch Ne: FUQF
Cepia N2> FU9SF

Description o Speciﬁcétion T Results
HaimMeny BaHHg Cneuudbixauin Peaynurar
MEAN FINE PARTICLE MASS BY CASCADE 40 - 65 meg 47 meg

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

40~ 65 wmur 47 MKr
CepesHs maca TOHKOAMCIIEPCHUY BKAKOYEHL

nponioHary (cyma CTynedis 3,4 i 5,

PARTICULATE MATTER? For 50 actuation delivered through an actuator not more than

. L o NOT
50 particles with size more than 100 Lm present PERFORMED
. T . , . . He
MexaHiyni sriousRNE® 'l;saﬁmbme 50 YacTrok poamipom Binewe 100 MitM Ha 50 mMipHUKx NPOBOANBCH
LEAK RATE Mean leak rate of 12 inhalers I5 not more than 525 mag per COMPLIES

yedr and the leak rate of no individual inhaler is greater than
750 mgfyear, Complies with the requirements of the United
States Pharmacopoeia,

Cepepns wsuakicTs BUTIKY npenapaty B 12 iHranaTopax He e
binblue 526Mr/pik Ta Wweua Kicre BUTIKY Hi B OqHOMY okpemomy [  Bilfosigae
iHranATopi He nepesrulye 750me/pis,

(Binnosigae dapmakoner CUlA)

Bunpabysanys na TePMETUYHICTE

1-Actuator is not present at time of release testing, however it is present in final produch Banox e OrAAARETHECR NPU NPOBEAEHHi

BinpobysaHHa npu BUNYCKY, TUM-HE MeH e, BKNIoYSHIH AO GHUCY roToRoro NiKapcLKoro 3acoly

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\MpeacTaenewi ABa METOAN BUNPOGYBaHHS Ha IBEHTUYHICTD, Baaanqaﬁ-ﬂmmpmmuaymb metoa BEPX, metog 1Y
CReKTpockonil npegcrasnen ax BRLTEPHATUEHMIE.

- Test performed once every 5 batches\ BunpoGyeanHs NPOBOAATE Ha 1 3 5 cepii,

QF Name, Surname / NOEMIE RENAUDEAU
M5, npissue | -
YrosHoBameHo! 0cobi

> Date of signatiire /ata nignucy DD MM YYYY QO !{}?!M{




