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JNitepatypa: 1. IHCTPYKLUisi AN MEAWNYHOrO 3aCTOCYBaHHA Nikapcbkoro npenaparty Cumbikopt Typ6yxanep. PeectpauiitHe nocsigyeHis MO3 Ykpainm N2836 UA/5433/01/01, UA/5433/01/02 Ta UA/5433/01/03 Big, 15.08.2016. 3miHn BHeceHo Hakazom MO3 Ykpaitu
N2799 Bin 26.04.2018. 2. Cepsuc HaumoHanbHoro HCTUTYTa 310poBbs CLUA (SnekTpoHHBIi pecypc), 23 mast 2018 r. URL https://clinicaltrials.gov/ct2/results?term=Symbicort&pg=9.

KoporTkai is wono meay y CUMBIKOPT TYPBYXAJIEP Ans iHranauii i) Cknag.1 no3a mictute 80 a6o 160 Mkr GyaecoHisy MikpOHI30BaHOro Ta 4,5 MK hopmoTepony dymapary guriapary
a60 320 mKr GyaecoHiny MleomaoeaHoro Ta 9 MKr hopmoTepony ¢yMapaTy Awrigpary; AonoMiXHa PeyoBMHa: NakTo3a, MOHOriapaT dapmakonoriuni Bnactmeocti. [lo cknany CumGiKopTy BXoAsiTE GOPMOTEPO Ta GYAECOHA, O MAIOTb PI3HMUA MEXaHI3M
i Ta NPOSIBNSIOTE AAVTUBHIIA EDEKT LOAO 3HUKEHHS! YACTOTH 3ar0CTPEHb OPOHXIANBHOI aCTMM. BY/IECOHIA — MIOKOKOPTMKOCTEPOI/, 3 10303A/IEXHOI0 NPOTU3ANANILHOI AiE0. (POPMOTEPOST — CENEKTUBHII arOHICT f,-aiPEHEPri4HIX PELIENTOPIB WBNAKOI
i TpuBanoi aji. Mokasanks o sactocysanns. Josa 320/9 mr i fo3a 160/4,5 mMr: [Insi CAMNTOMATYHOrO NikyBaHHS NALIEHTIB Bikom Bi, 18 pokiB ia XO3/1 3 OB, < 70% NporHo30BaHoi HOPMI (MICAS 3aCTOCYBAHHS GPOHXOAMNATATOPA) Ta HAKBHICTIO B
aHaMHesi 3aroCTPeHb, He3BAXAIO4M Ha PeryasipHy Tepanito 6poHxoaunaratopamu. s peryaspHoro nikyBaHHs 6poHxiansHOT acTMu (Aopocni i Ait 3 12 pokiB) y BUNaAKy AOLLMLHOrO 3aCTOCYBaHHS KOMGIHOBAHOT Tepanii (iHransiLiiiHoro KOpTUKoCTEPOiay Ta
aroHicTa B,-aApeHopeLLenTopis TPMBANOI Aji): NaLiEHTaM, CTaH SiKUX HE[JOCTATHBO KOHTPOSIOETLCS 33 [10MOMOT 0K iHrasILIAHIX KOPTUKOCTEPOIALIB Ta LUBMAKO/IOUNX ArOHICTIB B,-aipeHOPELIENTOPIB, WO 3aCTOCOBYIOTLCS Y Pa3i NOTPe6M, a60 NaLEHTaM, CTaH SKuX
HaNEeXHO KOHTPOJIOETLCH IHraNALINHAMMN KOPTUKOCTEPOiAaMM Ta aroHicTamu B,-aapeHopeuenTopis Tpueanoi aii. fjosa 80/4,5 Mkr: Ans perynsapHoro nikyBaHHa GpoHxianbHOi acTMu (A0pochi | AiTh 3 6 pokiB) y BUNaaKy AOLiNbHOrO 3aCTOCYBaHHA KOMGIHOBaHOT
Tepanii (iHranALLHOrO KOPTMKOCTEPOIY Ta B,-aroHICTa TPUBAON Ail): NALIEHTAM, CTaH SIKIIX HELIOCTATHBO KOHTPOMIOETLCS 3a AOMOMOTOI0 IHFANSALLIIAHIX KOPTUKOCTEPOI/LIB Ta LWBMAKOMIOHVX B,-arOHICTIB, WO 3aCTOCOBYIOTLCS y Pa3i NOTPEoM, abo nauieHTam,
CTaH SKNX HANEeXHO KOHTPOMIIOETLCS IHransLinHUMKU KOPTUKOCTEPOiAaMK Ta B-aroHicTamu Tpusanoi aii. He nioxoaute ans | NlikyBaHHs naujieHTiB 3 TAXKOI0 GPOHXianbHOI0 acTMoto. MpoTunokasaxus. MiasuLLeHa YyTamsicTs A0 ByaecoHigy, popmoTepony abo
nakTo3v. MoGiuHi peakuii. V8. iHCTPYKLIIO A1 MEAMYHOTO 3aCTOCYBaHHS. HaiGinbLw NOLIVPeHi NoGi4Hi peakwii: ronosHMii Giflk, TPEMOP, KaHAWAO3Y CAIM30BOI 0GONIOHKY POTOBOT NOPOXHMHM Ta FNOTKM, HESHAYHE NOAPASHEHHS B FOPA, KL/, 3axpuniicTs,
NPUCKOPEHe CepLetunTTs, HYA0Ta, 3aNaMOPO4EHHS!, CYAOMM M’A3iB, NHEBMOHIS y nauieHTis 3 XO3J1. Cnocib sacTocysanHs Ta aosn. XO3J1 (aopocni): Josa 320/9 mkr: 1 inranauis agidi va no6y. Josa 160/4,5 mkr: 2 iransauii Asivi Ha noGy. Gponxiansna
acTma: MiATpUMyI0Ua Tepania Ta NONerLIeHHs CUMMTOMIB aCTMV (Tinbku AnA 403w 160/4,5 Mr Ta 80/4,5 mkr) JOpoCi i mianiTku (8in 12 poKis): NATPVIMYIOHA A03A CTAHOBWTS 1 iHranALiio 2 paav Ha A0y BPaHLi Ta BBevepi a0 2 iHransuii BpanLi abo Beevep
Jesiknm natieHtam mMoxe 6yTi pekomMeHA0BaHa NiATPUMYyIoHa A03a No 2 iHransauii 2 paau Ha A406Y. [Py BUHUKHEHHI CUMNTOMIB C/lifL 3aCTOCOBYBATU 104ATKOBY iHransLilo CUMGIKOPTY ANs iX yCyHEeHHS. SIKLLO CUMNTOMU HE NPUAMHAIOTLCS, CliJ BUKOPUCTATY Lie
opaHy iHransujio. He cnig nposoauTy Ginblue 6 iHransuii 3a oauH pa3. 3aranbHa 1060Ba 403a HE NOBUHHA NEePEeBWLLYBATY 8 iHransLiii, NPoTe TMMYaCOBO MOXe ByTU BUKOPUCTaHO A0 12 iHransuii Ha o6y. MauieHTam, siki 3acTocoBYIOTb Ginblue 8 iHransuii Ha AoBy,
HaCTINHO pEKOMEHAYETLCS 3BEPHYTUCS A0 Nikaps. [liaTpumyioya Tepanisi: fjo3a 320/9 mkr: [lopocsi: 1- 2 iHranauji agivi Ha Ao6y. [leskum nauieHTam (Bif, 18 pokis) Moxe 3Haﬂo6wmcw A0 2 iHransuiin oga pasv Ha no6y. Mignitku (12— 17 pokis): 1 iHransiis Agidi
Ha 00y. Aosa 160/4,5 mxr ta 80/4,5 mxr: [ianitku ( 12—17 pokis) ta A0pocni: 12 iMransiuiii asidi Ha A0Gy. Jleskvm nauieHTam (i, 18 pokis) MOXe 3HanoouTUCA 40 4 iHranswitt Asa pasy Ha A06y. Josa 80/4,5 mkr: [lit (3 6 pokis): 2 iHransuii nsa pasu Ha
noby. if 3 iHWKMMKM Nl Ta iHwi Bnan . [InB. NOBHY IHCTPYKLIO 1718 MEAMHHOrO 3aCTOCYBaHHs npenaparty. Mna3mMosi pisHi GyAeCOHiLY MOXYTb NOMITHO 3pOCTATM NPU CyNyTHLOMY 3aCTOCYBaHHI Npenapary 3 noTyXHUMU
iHricitopamu CYP3A4, TOMy O[IHOHACHOr0 3aCTOCYBaHHS LWX NPEnapartis ciig yHukatu. MNauieHTam, siki npuiiMaioTb noTyxHi iHriGiTopn CYP3A4, He pekoMeH/IyEThCst 3aCTOCoBYBaTH CUMBIKOPT 0AHOACHO ANs NiATPUMYIOHOT Tepartii Ta nonerweHHs CUMMTOMIB.
Mpy CynyTHEOMY 3aCTOCYBAHHI XiHiAWHY, AN30Nipamizy, NpokaiHamiy, GEHOTIasnHIB, aHTUCTaMIHIB, @ TAKOX TPULMKIIYHMX AHTUAGMPECAHTIB MOXe NOAOBXYBATUCH QTC-iHTEPBanN Ta 3p0CTaTH PUIMK LLJYHOUKOBOI apuTMii. OCOBAMBOCTI 3aCTOCYBAHHS.
[IVB. NOBHY IHCTPYKLLIO 215t MEAVHHOTO 3aCTOCYBAHHS NpEenapaTy. P HEOGXIAHOCTI MPUNVHMTY NIKYBaHHS PEKOMEHAYETECA NOCTYNOBO 3MEHLUYBATV 03y, & HE PI3K0 CKACOBYBATY Tepaniio. Tepanito CMGIKOPTOM He Clif} PO3NOYMHATI Y NepiOA 3aroCTPeHHs
GPOHXiabHOT ACTMM, FOCTPOTO MPOSBY aG0 3HAYHOTO NOTIPLUSHHS if NEePEiry. IHDEKUIT HIXHIX AVXaNbHIX LWASXIB, B TOMy YUCHIi IHEBMOHISi, CNOCTEPIraINes NiCAs IHFraNsLAHOrO 3aCTOCYBAHHS KOPTUKOCTEPOIAS. PEKOMEH0BAHO PErynsipHO KOHTPOMIOBATH PICT
AITei, 5Ki TPVBANWIA HaC 3aCTOCOBYIOTH iHraNALiiHi KOPTUKOCTEPOiAN YMOBHM BiAnyCky. 3a peuenToM YMOBIA 3Bepiranksi. 36epiraTi 8 HEACCTYNHOMY [t AiTEN wmicui. 36epiratu npu Temneparypi He suiie 30°C. 36epiraTi1 ynakoBKy LuibHO 3aKPUTOI0 Ans

3aXWCTY BiAA IPOHUKHEHHS BOIOTN. Mepen npy 3 noBHow0 A 0 flkwo y Bac, y Baworo , poanya 6yna ial i pe n
eeKTy Ha Oyab-aKmii 3 npa,qyx‘rm i A 3 6yab nacka, > po ue 5 ros A 3 iHa» 3a +38 (044)391 52 82 3a -n151) a60 en. PatlentSafety.
Ukraine@astrazeneca.com. A Takox Bu moxete i HaM faHy ir 3a htfgs //aereporting.astrazeneca.com/;; Ans 4bOro li Ykpainn i i PeecTpaujiiHi

noceia4erHs N2 UA/5433/01/01, UA/5433/01/02 iUA/5433/01/03, 3atBepxaeHi Hakazom MO3 Ykpaitu N2836 ig, 15.08.2016 ctpokom Ha 5 pokiB. 3miHu BHeceHo Hakazom MO3 Ykpaitn N°799 Bif 26.04.2018. TekcT cKna/:\eHMm 3rigHo 3 IHCTPYKLisMK Ans
ME/INYHOr0 3aCTOCYBaHH, [laHa iHOpPMaLLisi NPU3HAYeHa BUKIIOYHO ANSi MeAMYHNX | papMaLeBTUYHIX DOBITHHKIB, A1 POSMILLIEHHS! B CTIeLiai30BaHNX BUAAHHSIX, @ TAKOX A151 MOLIMPEHHS Ha CeMiHapaXx, KOH(MEPEHLISX, CUMMO3iyMax N0 MeAVHIA TemaTuLi
CvMGikopT TypByxanep — Toprosi MapKm, BNACHICTL Komnakil AcTpadeHeka. © AstraZeneca 2007-2018

0Ocobu, 306pakeHHs siKux MICTUTLCS B MaTepiai, € BUKIIOYHO MOAENSIMU | He € NavjeHTamm, BUKOPUCTOBYIOTLCS BUKJIIONHO B iNIOCTPATUBHIMX LisiX.
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