THCTPYKIIA

IJISI MeTUYIHOT'0 3aCTOCYBaHHS JIiIKapChKOT0 3aco0y

BOJIBTAPEH ®OPTE

CKknao:
ditoua pevyosuHa: guKnodeHaky gieTUIaMiH;

1 r emynbrento MiCTUThL gUKIO(eHaKy AgieTunaMiny 23,2 Mr, 110 Bifnosigae 20 Mr gukiopeHaKy
HaTpito;

0OnoMIdCHI pe4oBUHU: CTIUPT i30IIPOIIiJIOBUH, IIPOIIiJIEHTIiKOJIb, KOKOITy KaIlpUJIOKaIparT, OJlis
MiHepaJbHa, IOJTieTUIEHTJIIKOJII0 IIeTOCTeapuIoBuil edip, KapboMepH, HieTHIaMiH, CIIUPT OJIeII0OBUH,
apoMaTU3aTOp eBKajinToBul, Oytunrigpokcutonyon (E 321), Boga ouuImeHa.

JIikapcbka ¢opma. EMysbrens st 30BHIIITHBOTO 3aCTOCYBaHHS.

M’siKWii TOMOTeHHUY KPeMOTIOiOHUY refb Bif 6i710ro J0 XKOBTYBATOTO KOJIbOPY.

dapMakoTepaneBTHYHA rpymna. 3acobu, 1110 3aCTOCOBYIOTHCS MiCIIEBO Y Pa3i cyrio6oBoro ta
M’s130Boro 0o0. HectepoigHi mpoTu3ananbHi 3aco0u MicIieBoro 3acTocyBaHHs. [IukinopeHak.

Kom ATX M02A A15.

dPapmakono02iuHi e1acmusocmi.
dapmakoOuHamika.

IuknodeHak € HECTEPOITHUM MTPOTHU3AIaJIbHUM 3aC000M i3 BUPaXKEHOI0 IPOTHPEBMAaTHYHOIO,
3He00J1I0BaIbHOI0, TPOTU3AIAIbHO0 Ta KAPO3HUKYBAJIBHOIO Aiel0. OCHOBHUM MeXaHi3MOM il €
npurHiyeHHs: 6i0CUHTE3Y MPOCTaraHAUHIB.

dapmakokiHemuxka.

KinekicTs guknodeHakKy, sika BCMOKTY€EThCSI Uepes IIKipy, MIPOMOpLiiHa 0L 10T0 HaHEeCeHHS i
3ay1eXKuUTh IK Bi[l 3arajbHOL 3aCTOCOBAHOI NO3Y IIpemaparTy, Tak i Bif CTyIeHs rigpaTariil UIKipu.
[Ticma micueBoro 3actocyBaHHs IIpenapaTy BonbTapeH QopTe (OBidi Ha AeHb) Ha ITOBEPXHIO IIKipH
momeio 400 cm’ CTYIIiHb CUCTEMHOI abcopOIlil mpemapary, 10 BU3HAYAETHCS K KOHIIEHTpPallis
Mi10401 PEYOBMHU B IIJIa3Mi KPOBi, eKBiBaJleHTHA HaHECEHHIO 4 pa3u Ha 00y reio guknodeHaKy
nieTunaMiHy 3 KOHIleHTpauiew 1,16 %.

BimHocHa cucteMHa 6i0moCTyIHICTh AUKIIOGEHAKY IIPU 3aCTOCyBaHHI Ipenapaty Bonmbrapen ®opte
Ha 7 meHb CTaHOBUTE 4,5 % nopiBHSAHO 3 TabneTkamu 1o 50 Mr (Ipu Tik XKe 1031 AUKI0heHaKy



HaTpito). AGCOPOIIist He 3a/IeXKUTH Biff 3aCTOCYBAHHS BOJIOTOIIPOHUKHOI Ta ITaPOITPOHUKHOI OB’ I3KH.

[Ticnsa HaHeceHHs mpemnapaty BonbTaper ®opTe Ha WIKipy cyrio6iB KUCTI i KosiHa guknodeHak
BUSBJISETLCA Y IIJIa3Mi (e M0oro MakcrManbHa KOHIeHTpauid npubnusuo y 100 pa3iB MeHIIa, HixX
TIiCJIs1 MepOPasibHOTO IIPUMOMY Ti€l XK KiTbKOCTI IMKI0GEHaKY), Y CHHOBia/IbHIN 000JIOHII Ta
CHHOBIa/IbHIN PiOuWHI.

IukmodpeHaK HAKOMUYYETLCS B IIKipi, IKa CIyTye pe3epByapoM, 3BigKK BiIOyBaETLCS IOCTYIIOBE
BUBIJIbHEHHSI PEYOBUHY B IIPUJIETI TKAaHUHU. 3BiATH OUKIIOpEHaK MepeBaKHO HATXOOUTh V OibII
rnuboKi 3amasneHi TKaHWHHU, Taki K cyriao0u, 3B’ g3Ku. TaM BiH IIPOMIOBXKYE MisiTHA i BU3HAYAETHCS B
KOHIIeHTpalifx, Ko 20 pasiB GimbImux, HiXK y m1a3mi.

HukmodpeHak MeTaboITi3yeThCSA YaCTKOBO IIUISTXOM TTIOKYPOHi3allii Ta mepeBakHO MIISTXOM
TiAPOKCUTIOBAHHSA 3 YTBOPEHHSIM KiNTbKOX (DeHOJIPHUX MOXITHUX, ABa 3 KUX € (hapMaKOIOTidHO
aKTHBHUMH, ajie 3HaYHO MEHIIO0 Mipoi0, HiXK AUKIIO(pEeHaK.

IuknodeHak Ta #oro MeTaboIiTH BUBOASTLCS IIePEBaXKHO i3 ceueto. KiHneBuit nepion
HaNiBBUBEIEeHHS OUKI0(PEHaKY i3 MMIa3MU KPOBi CTAHOBUTH B cepegHboMy 1-2 rogunu. Yotupu
MeTaboJIiTH, BK/IIOYAl0YU IBa aKTUBHUX, TAKOXK MAlOTh HEBEJIMKUI Mepio HamiBBUBeOeHHS - 1-3
roguuu. OmuH 3 MeTaboiTiB - 3 -TigpoKcu-4 -MeTOKCUIUKIIOPEHaK - Ma€ OiIbIll TPHBAIKH Iepiof
HalliBBUBEJEHHS, alie € MPAaKTUYHO HEAKTUBHUM.

[Tpy HUPKOBi¥ HEOCTATHOCTI HAKOMMMYEHHS AUKIIOpeHaKy Ta Woro MeTaboJIiTiB B OpraHi3mi He
crocrtepiraerscs. [Ipu XpoHiYHOMY remaTuTi abo HeleKOMIIeHCOBaHOMY IIMPO3i MeYiHKM KiHeTHKa Ta
MeTabo01i3M IuKIopeHaKy He 3MiHIOIOThCS.

KitiniyHi xapaKTepHCTHKH.
Iloka3anHus.
JlikyBaHHS 001110, 3aMajeHHs Ta HAOPSKY IIpHU:

- MOIIKOIKEeHHI M'AKUX TKaHUH: TPaBMU CyX0XKWJb, 3B’s130K, M'93iB Ta cyrno0iB (Hanpukiazm,
BHACJIIOK BUBUXY, PO3TATHEHHS, 3a0UTT) Ta Oinb ¥ CIIMHI (CIIOPTUBHI TPABMHU);

- JI0Kasi3oBaHuX ¢GopMax peBMaTH3My M SIKHAX TKaHUH: TEHOUHIT (Y T. 4. «TEHICHUM JTIKOTH»),
OypcuT, Ie4oBUYM CUHAPOM Ta IlepiapTpomaTis.

CuMnTOMaTH4YHe JIiIKYBaHHS OCTE0ApPTPUTY APiOHUX Ta cepefHix cyrnobiB, 110 PO3TaIloBaHi
TIOBEPXHEBO, TAKUX K CyrI00M MmaibliB abo KOJiHHi cyrnobu.

ITpomunoka3auHs. ITifBullleHa YyTIUBICTE [0 AUKII0OGEHaKy a0 iHIINX KOMIIOHEHTIB IIpenapary.
HasBHiCTh B aHaMHe3i HamafiB OpoHXialbHOI aCTMHU, aHTioefleMH, KPOIIUB'SHKU ab0 TOCTPOro PUHITY,
3yMOBJIEHUX ITPUIOMOM alleTUICAJIIKAIIOBOI KUCI0TH ab0 iHINX HECTEePOigHUX IPOTH3analbHIX
3aco6iB. OcTaHHi#l TPUMECTpP BariTHOCTI.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.



Ockinbku cucteMHa abcopOuig nuKIopeHaKy BHACTIOK MiClIeBOTO 3aCTOCYyBaHHS IIpenapary gyxe
HU3bKa, BAHUKHEHHSI B3a€EMOfiil € MajouMoBipHUM. CyMiCHe 3aCTOCyBaHHS MpenapaTty BonbTapeH
®opTe 3 iHIIMME CUCTEMHUMU HECTEPOINHUMYU IPOTU3ANabHUMU 3aco6aMy Ta CTEPOifaMU MOXKe
30iNTBIIUTY YAaCTOTy BUHUKHEHHS MOGiYHUX e(eKTiB.

Oco06.1ueocmi 3acmocyeaHHsi.
3 06epeKHICTIO 3aCTOCOBYBATH 3 IEPOPAILHUMU HECTEPOITHUMH NIPOTU3ANabHUMU 3aC00aMHU.

IMOBipHICTh PO3BUTKY CHCTEMHUX NMOOIUHUX e(DEeKTiB (IKi TPamIA0TLCS IIPU 3aCTOCYBaHHS CUCTEMHUX
dbopM nuknodpeHaky) Mae OyTH PO3TTISHYTa IIPYU 3aCTOCYBAaHHI ITpemapaTy Ha Oifblll BeIUKi DiITHKY
MKipu ab0 MPOTATroM OiNIbIIT TPUBAJIOTO YaCy, HiK PEeKOMEHI0BaHO.

Bonbsrapen ®opTe peKOMEHOYEThCA HAHOCUTH TiIbKY Ha iHTAKTHI, HEYIIKOIXKEHI OiNAHKY WIKipH,
3amobiraroyu MOTPaIIsHHIO Ha MOMKOIXKeHY (mopaHeHy abo indikoBany) mkipy. Cnig yHuUKaTH
KOHTAKTY IIperapaTy 3 oYuMa Ta CIu30BUMU 000J10HKaMu. [IpenapaT He MOXKHa KOBTATH.

[Tpu mosiBi Oymb-sIKUX IIKiPHUX BUCHUIIIB JIIKyBaHHSA IIperapaToM MOTPiOHO MpUNUHUTH. BonbTapen
dopTe He CIIif 32CTOCOBYBATH IIif] IOBITPOHENIPOHUKHY OKJIIO31MHY IIOB’'A3KY, ajle LOMYCKAEThCSI K00
3aCTOCYBaHHS IIi[l HEOKJIIO3iMHY IOB’3KY.

Bonrrapen ®opTe MiCTUTh NPOIMIIEHTJIIKO/Ib, SKAU MOXKE CIPUUYMHATH JIeTKe JIOKali30BaHe
IIOJIpa3HeHHs MIKipU y AesIKUX JII0fleH, a TaK0XK OyTUNITiAPOKCUTOIYOJI, SKUM MOXKe BUKITUKATU
JIOKaJIi30BaHi peakxilil Ha MIKipi (Hampukiag KOHTaKTHUM IepMaTUT) abo Iompa3HeHHS ouel Ta
CITM30BUX 00OJIOHOK.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py0oto.

Kniniynuit ocBig 3acTOCyBaHHS BaTiTHUM XiHKaM oOMexkeHu#. fK i inimi HecTepoigHi
IpoTHU3ananbHi 3acobu, Bombrapen ®opTe MpoTUNOKa3aHUii MiJ] Yac TPETHOTO TPUMECTPY BariTHOCTI
y 3B’SI3KYy 3 MOXKJIMBUM PO3BUTKOM CJIaOKOCTi POLOBOI AisITbHOCTI, IIOPYIIEHHSAM HisTbHOCTI HUPOK
1y107a 3 MOAaIbIIUM MaJIOBOAASM Ta/abo cepIiieBo-IereHeBol TOKCUYHOCTI 3 TepeqYacHUM 3aKPUTTIM
apTepianbHOL IPOTOKU Ta JIETEHEBOIO TinepTeH3IEl.

Hesimomo, uu gukimodeHak Ipu 30BHIITHROMY 3aCTOCYBaHHI BULINSAETLCS B TPYOHE MOJIOKO, TOMY
3aCTOCyBaHHS npenapaTy BonbTapeH ©QopTe HE peKOMEHAYETHCS V IIepiof rofyBaHHSA IPyano. [IpoTe
IIpU HasIBHOCTI BaroMUX IIiACTaB [AJI 3aCTOCYBaHH IIpenapaTy y Iepiof rogyBaHHs IPYALI0
Ipernapar He CJIiJl HAaHOCUTH Ha MOJIOYHi 3a1031 a00 BeJIMKi JiNSHKY LIKipU Ta He CJIif 3aCTOCYBaTH y
BEJIUKil KilbKOCTi ab0o MPOTATOM TPHUBAJIOrO Yacy.

[laHi 110710 BIINIUBY OUKIO0(QEHaKy Ha (PepTUNbHICTD JIOOUHU IPU MOT0 30BHIIIHBOMY 3aCTOCYBaHHI
BICYyTHI.

30amuicmsb enaueamu Ha weudkKicmos peakuii npu KepyeaHHi asmompaHcnopmom a6o
poodomi 3 iHwumu mexaHizmamu. He BIIuBae.



Cnoci6 3acmocyeaHHss ma do3u.
[IpenapaT npr3HaUYEHUU TiIIBKY [OJIS 30BHIIIHBOI'0 3aCTOCYBaHHS.

Hopocnum Ta miTsaM BikoM Bif 14 pokiB mpemapaTt HaHOCATH 2 pa3u Ha #o0y, 3HeGoIoBaNbHa gist
TpuBae g0 12 roguH. BonbrapeH ®opTe 3aCTOCOBYIOTH 2 pa3u Ha Ho0y, BpaHIl Ta BBedepi, 37erka
BTHpAIOYM B IIKipy B Miclli jroKaisariii 6osmo. KinbKicTs mpemnapary, sika 3aCTOCOBYETLCS, 3aI€XKUTh
Bif po3Mipy ypaxeHoi 30HU (Tak, 2-4 T, 110 3a PO3MipOM BifioBifa€e BUlllHi a00 BOJIOCHKOMY T'OPixXy,
IOCTaTHRO [JIg HaHEeCEHHS Ha OingHKY mioieo 400-800 cMd).

[Ticns HaHeceHHS ImpemnapaTry HeoOXigHO BUMUTH PYKH, OKPIiM THX BUIIAOKIB, KO caMe IS OilNsHKa
MiJIsarae JIiKyBaHHIO.

TpuBamicTh Teparii 3a7eXuTh Bifl TOKa3aHHS Ta e(eKTUBHOCTI NiKyBaHHS. [IpemaparT He Clif
3aCTOCOBYBaTH AoBIIEe 14 [HIB MMOCIiNb IPH YIIKOOKEHHAX a00 peBMaTH3Mi M’IKUX TKAHUH Ta HOBIIE
21 pHs npu 605110 B cyrino0ax apTPUTHOTO MTOXOMXKEHHSI, SKIIO iHIle He PeKOMEHI0BaHO JIiKapeM.

fAxmo micng 7 gHIB JiKyBaHHS CTaH IallieHTa He IOKpaIlluBCs abo MoripmuBcs, HeoOXigHO
3BEPHYTUCS 3a KOHCYIbTALII€I0 A0 TiKaps.

[TamieHTH NMITHHOTO BiKy He OTPeOyIOTh KOPUTYBaHHS 03U IIpemapary.

Limu. BoneTapen ®opTe He peKOMEH0BaHUM 14 3aCTOCYBaHHSA AiTIM BikKoM [0 14 pokis.

Ilepedo3yeanHsi.

[Tepenmo3yBaHHs MaJIOMMOBipHE ¥ 3B’43Ky 3 HU3bKOI0 abcopOIlielo AuKIoheHaKy Y CUCTEMHUM
KPOBOTOK IIPU MiCI[eBOMY 3aCTOCYBaHHi.

OnHak npu BUNIafIKOBOMY IIPDOKOBTYBaHHI IpenapaTy MOXKYThb CIIOCTepiraTuch mobiuHi edexTy, 1o
XapaKTepHi i nepeno3yBaHHs TableToK AuKIodeHaKy (BMICT ofHiel TyOu npenapaTty BonbrapeH
®opte 50 r exBiBameHTHUY 1 r gUKI0(deHaKy HaTpit0). B TakoMy BUNIaAKy IPU PO3BUTKY MOMITHUX
CUCTEMHUX ITO0iYHMX eeKTiB I0Ka3aHe CUMITOMaTUYHE JIIKyBaHHS i3 3aCTOCYBaHHIM
TepaneBTUYHUX 3aXOMiB, 10 IPOBONATHCS AJIS JIIKYBaHHS OTPYEHHSI HECTEPOLTHUMU
IPOTU3aNaIbHUMU 3aC00aMH.

ITo6iuni peakuii.

[To6iuHi peakIrii BKJII0YAlOTh JIETKi TUMYACOBi peakllii Ha IKipi B Miclli HaHeceHHs. Y pigKicHUX
BUIIa[IKaX MOXKYTb CIIOCTepiraTucs ajaepriyHi peaxiiii.

IHpekuii ma iHeasii
PigkicHi (<1/10000): mycTy/Ip03Hi BUCUTIAHHS.
3 6oky imyHHOI cucmemu

PipxicHi (<1/10000): peakii rinep4yTauBOCTi (y TOMy 9UCJIi KPOIUB IHKA), @HTI0HEBPOTUYHUYI



HaOpsIK.

3 boky pecnipamopHoi cucmemu
Pigkicui (<1/10000): 6ponxianbHa acTMa.
3 60Ky wkKipu ma cnoAy4yHUX MKAHUH

YacTi (=1/100; <1/10): BucunanHs, cBepbixK, eKk3eMa, epuTeMa, IePMaTUT, Y TOMY YHCJIi KOHTAaKTHUH
OepMaTHT.

[ToomuHOKi (=1/10000; <1/1000): 6ynb03HUY TEPMATHT.
PigkicHi (<1/10000): peakiiii CBiTIOYyTIUBOCTI.

Y pasi BUHUKHEHHS MO0iYHUX peakLidl CIif TPUIMHUTH JIiIKyBaHHS Ta 3BEPHYTUCS [0 JTiKaps.

Tepmin npudamHocmi. 3 POKH.

YmMmoBu 30epirannsi. 30epiraTé y HegOCTYIIHOMY IJIs fiTel Micui npu Temnepatypi He Buire 30 °C.

YnaxkoBka. ITo 50 r a6o 100 r npenapatTy B Ty0ax aaoMiHi€EBUX JIaMiHOBaHUX, 3aKyIIOPEHUX
II0JTiIMEePHUMH KOBIIaYKaMH, 1[0 HarBUHYYIOThCS, 0i10ro abo CUHBOTO KOILOPY KPYTi0l ab0 TPUKYTHOI
dbopmu, abo noiMepHUMHU KOBIIAYKaMH 3 BiIKUAHOIO KpuIteykoio. 1o 1 Ty6i y KapToHHi# KOpooii.

Kareropis Bignmycky. be3s peuenra.

BupoOHUK.

['CK Koncriomep Xenckep CAPJI / GSK Consumer Healthcare SARL.

Micue3HaxoaKeHHsI BHPOOHHKA Ta ajjpeca MicIsl MPOBaIKeHHsI HOT0 TisIbHOCTI.

Pyt me Jletpa, HioH, 1260, IIseiiuapis / Route de 1’Etraz, Nyon, 1260, Switzerland.



