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CONFIDENTIAL

JIucr 0 cnienianicTiB 0XOPOHU 3/{0POB’° A
BesibMUILIaHOBHI CrieL[ia/iiCT! y rajay3i 0OXOpOHU 30pOB !

Ceperug Inckyc/Axkyxauep 250/50 MKr (diroTMKa30HY NPOIMiOHAT i ca/IbMeTepoJI) —
n00poBi/ILHE BiAK/IMKAHHA

TEDaHEBTHqu NOKd3daHHA

Acmma

Cepetup (250/50 MKr) IMoKa3aHHWM [Jig pery/sipHOrO JIiKyBaHHS OpOHXia/lbHOI
aCTMHU y TIAIli€HTIB, KM TTOKa3aHa KOMOiHOBaHa Tepartisi [32-aroHiCTOM TpHBasIOi il Ta
iHrasIiiHUM KOPTUKOCTEPOi1oM:

- TIALiEHTIB 3 He3a/ll0BUILHUM KOHTpOjeM OpoHXianbHOI acTMH Ha TJi Tepartii
iHra/IALIITHUMHM KOPTUKOCTEPOijaMH Ta [32-aroHicTaMu KOPOTKOI [Iii 3a BUMOror0 abo

- TAL[i€eHTiB 3 a/|eKBaTHUM KOHTpOjeM OpoHXia/bHOI acTMM Ha Tai Teparii
iHTaISILiTHUMY KOPTUKOCTepOoijlaMu Ta [32-aroHicTaMu TpUBasIol il y pi3HUX iHransTopax.

K/1r0uoBi IoBiJoM/ICHHA:

e TOB «I'makcoCmiTKnsitH dapmacbloTikaic YKpaiHa» J00pOBibHO
Bifiknukae nipuctpiii Cepetus Juckyc/Akyxasnep i3 JjiikapeHb, alTek,
MiATPUEMCTB PO3piOHOI TOPTiBIi, MiJPUEMCTB OMTOBOI TOPTiBJIi.

¢ BigknukanHs BifbyBaeThcst micig Toro, sk GSK crano BimomMo mpo
BUPOOHWUY TIOMHJIKY, SIKA MOJK€ CIPUYMHWTH TIOSIBY He3HauHOI
KisbkocTi mipucTtpoiB Cepertup, [Juckyc/Akyxanep, sIKi He MICTATb
MaKUMaJIbHOI KiJIbKOCTI 03 Tperapary.

* Bapro 3ayBaxkuty, 1o Cepetuf [Juckyc/AKyxanep € nperapaToM JJis
MiJTPUMYIOUO] Teparii; iHCTPYKLisl i3 3aCTOCyBaHHSl 3a3Hauae€, 10
Tarji€eHTaM CJTiJ] pPeKOMeH/IyBaTH 3aB>K/[1 MaTH Mpy cobi MIBUAKOAiFOUi
MKapchKi 3aco0U, TaKOX, MALIiEHTU TMOBUHHI HeraifHO 3BepTaTHCS 3a
MeJUYHOI0 JIOTIOMOTOIO TIPH TIOTipIiiieHHi Tiepebiry 3aXBOprOBaHHS Ta
PO3BUTKY CUMIITOMIB, BK/IFOYAaOUX 3arOCTPeHHs1 OpoHXia/bHOT acTMHU.

® Hemae xofHUX TPOTHO3iB 1L{oA0 cutyalil 3 3arnacamu Cepetuzy B

TOB «['nakcoCmiTKnsaiin ®apmaceioTikanc YkpaiHa». [LOC to
confirm or delete this sentence.]

e GSK noBigomnsge 10 iHdbopMmaljito BiAMNOBIAHUM peryasiTOpHUM
opraHaM Ta CIieLliajiCTam y raay3i OXOpPOHHU 37,0POB's.
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3axoau Bxuti GSK

e GSK iniriroBasna 100poBinbHE BiIK/IMKaHHS CITeU(iuHAX MeJUUHUX MPHUCTPOIB
Ceperug uckyc/Akyxanep [LOC to insert lot details] i3 nikapeHs, amTek,
MiAMPUEMCTB PO3pibHOT TOPTiB/Ii, MiATPUEMCTB ONITOBOT TOPTiBTi.

e BigkmkaHnHsi Bif0OyBaeTbcsi micas Toro, sk GSK crasno BioMo mpo BUpOOHUUY

IIOMUJIKY, SIKa MOXKe CIIPUYMHUTU NOSABY He3HAa4HOI KiZIbKOCTI pucTpoiB CepeTup
Ouckyc/Axyxasep, Kl He MiCTATh MaKUMaJIbHOI KiJIbKOCTI [103 TIpernapary.

JTogaTrkoBa indopmMallis

e Cepetus [uckyc/Akyxanep (250/50 MKr) — 1 TJIaCTUKOBUM iHrassL[iiHUMA
MIPUCTPiK, BCepeAuHi $IKOrO0 MICTUTbCS CTpiuka 3 ¢onbru 3 60 piBHOMIpHO
po3mileHuMu OricTepamMu, KOKeH 3 IKUX MiCTUTh 50 MKT calbMeTepOoy Y BUTJISAII
casbMeTeposly KcuHadoaTty Ta 250 MKr (uroTukasoHy mnpomioHaty. KoxxHui
OmicTep BiAKpUBAETHCS Tiepe/i BUKOPUCTAHHSM [Jisl IPOBe[eHHs iHTasIsLii.

e GSK BusiBuna npobsemy ckiafanbHOi MiHil Ha BUPDOOHULITBI, B pe3y/bTaTi sIKOI
MO>K/TMBA TIOSIBa BiIMiTKA ab0 pO3pUBY CTPiukH 3 (HDOBIH Y HEBeJHKiN KiTbKOCTi
nipuctpoiB Ceperupy [Juckyc/Axkyxanep. Po3pyB CTpiuKM MOyKe O3HauaTH, L0
MIPUCTPili He 37aTHUM 3abe3meunTH MaKCHMa/ibHY KinbKicTb 703. GSK mpoena
peTeJsibHe pO3C/IilyBaHHS Ta BXKe yCYHYyJIa MepIIonpruurHy pobieMu.

3axoau, 1110 MAIOTHL 0YVTH B)KUTI crerjiarictaM¥ B rajiy3i 0XOpOHH 310POB’ s

¢ TIpocumo Bac posmnoBcroauTy 110 iH(opMallito cepej iHIIMX CIiewiasicTiB B raaysi
OXOPOHHU 3/10POB’4, SIKi 3HaXOJATHCA i/ BalllUM KepPiBHULITBOM.

e byab nacka, HarajaihTe Bamwmm mnaijientam, 1o Cepetup [Juckyc/Akyxanep €
TriperiapaToMm [ MiATPUMYIOYOI Tepariil; IHCTPYKLiis i3 3aCTOCYBaHHS 3a3Hayvae, 1110
nalfieHTaM CJTi/i peKOMeHZyBaTU 3aBXXJW MaTU NpU coOi MIBUAKO/iIOUI JliKapChKi
3aco0u, TaKOXK, TALliEHTH TIOBUHHI HETalHO 3BEPTATHCS 3a MeIUYHOIO [OTIOMOTO0
TIpY TIOTipileHHi Tepebiry 3axBOPIOBaHHS Ta PO3BUTKY CUMIITOMIB, BK/IFOUAIOUM
3arocTpeHHs OpOHXiabHOT aCTMH.

e Ko y maiieHTa CIIOCTepiraeThCs TOTipIIeHHs CUMITOMIB OpOHXialbHOI acTMH
npu BuKopucTaHHI niperniapaty Cepetnp [Iuckyc/AKyxasep, BiH/BOHa ITOBUHHI
3BepHYTHMCS 3a MeJMUHOI0 J0moMororo. JlaHuii Bunasok HeobxifHO MOBiJOMUTH B
komrnaHito «I'nmakcoCmitTKnsiin @apmackroTikanc YkpaiHa» 3a TenedoHoM +38 044
585-51-85, dakcom +38(044)-585-51-92, abo eEKTPOHHOI  TIOIITOIO
0ax70065@gsk.com).

KoHTaKTH /11 J0AaTKOBOI iHdopMaliii Ta 3anura’b

3 nuTaHHAMU W[0A0 3acTocyBaHHs mnperiapaty Cepetuf uckyc/Akyxanep Ta
JIONATKOBOIO ~ MeAWYHOI iH¢opMaliiero ciif 3BepTaThca A0 Map sHu boliko 3a
TesiehoHoM +38 044 585-51-85, dakcom +38(044)-585-51-92, abo eIeKTPOHHOFO TOIIITOO
ua.medinfo@gsk.com).

Page | 2



GSK Dear Health Care Provider/ Investigator Letter Template
Effective 29 June 2016

CONFIDENTIAL

3 moBaroio,

PerioHanibHUM MeHe/pKep 3 ¢hapMaKOHarIsiy
«'nakcoCmitKnsiiH @apmackioTikasic YKpaiHa»

JlanmuuachbKka IgHa
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