Ckian

Oitoua pevyosuHd: OUKIOopeHaKy OieTUulaMiH;

1 r emynberento MiCTUTH OUKIIOQEeHAKY OieTunaMminy 23,2 Mr, 110 Bignosigae 20 Mr
OuKiIogpeHaKy HaTpilo;

OONOMIJHICHI pe4OBUHU: CITUPT i30MPOIiJIOBHUM, IIPOIIiJIEHT IiKO/Ib, KOKOLITY
KaIpuJoKampar, OjIid MiHepajibHa, IOJIieTUJIEHTJIIKOJIIO IIeTOCTeapuIoBuil edip,
KapOomepu, mieTunaMil, COUPT OJIEIJIOBUI, apoOMaTU3aTOP €BKaJIilTOBUH,
oyrunrigpokcutonyon (E 321), Boma ouuileHa.

JIikapcbKa ¢opMma

Emynbrens Ajisi 30BHIIITHBOTO 3aCTOCyBaHHS.

M’saKu# TOMOT€HHUM KPeMOIIOOiOHMY I'efib Bif 6i710r0 OO0 KOBTYBATOI'O KOILOPY.
®dapMaKoTepalneBTHYHA Irpyna

3aco0u, 110 3aCTOCOBYIOTHCS MiCIIeBO y pa3i cyrjio00BOro Ta M’si30BOT0 0OJIIO.
HecTepoigni npoTu3amnanbHi 3acob6u Mic1ieBOro 3acTocyBaHHSA. [IUKIoheHaK.

Kog ATX M02A A15.
dapMakKogHHaMiKa

[uknodeHak € HECTEPOIOHUM ITPOTU3ATIaILHUM 3ac000M i3 BUpaKeHO0
MIPOTUPEBMATHUYHOIO, 3HEOOJTIOBAJILHOIO, IIPOTU3aIlaJIbHOIO Ta JKapO3HUKYBaIbHOIO
miero. OCHOBHUM MeXaHi3MOM [il € NTpuUrHiyeHHs: 6i0CMHTE3y NPOoCTarjlaHouHIB.

dapMaKOKiHeTHKa

KinbkicTe guknodeHaKy, ssKka BCMOKTYEThCS Uepe3 IIKipy, IPOoIopIliliHa IOl MoT0
HaHECEHHs 1 3aJIe’KUTh K Bill 3arajibHOl1 3aCTOCOBAHOl J0O3U ITpelapary, Tak i Bif
CTyIIeHd rigparTailil mkipu. Ilicis miciieBoro 3acToCyBaHHSA mpenapaTty BonbTapeH
dopre (OBiui Ha meHb) Ha MOBEePXHIO IKipu noieio 400 cM2 CTyIiHbL CUCTEMHOI
abcopO11ii mpenaparty, 110 BU3HAYAETHCS K KOHIIEHTpPAllis Aif0Y0l peYOBHUHU B IJIa3Mi
KPOBi, eKBiBaJIeHTHa HaHECEHHIO 4 pa3u Ha Jo0y rejio OukinopeHaky AieTUuiaMiHy 3
KOHIleHTpa1iew 1,16 %.

BigHocHa cuctemMHa 6iogoCTynHICTh AuKIodeHaKy IIpU 3aCTOCYyBaHHI IIpenapary
Bonbrapen ®opte Ha 7 meHb CTaHOBUTH 4,5 % 1opiBHSAHO 3 TabneTkamu 1o 50 Mr (mpu



Till 2Ke 031 guKkiodeHaKy HaTpiio). AGcopOiIlisd He 3a/eKUTh Biff 3aCTOCYyBaHH S
BOJIOTOIIPOHMKHOI Ta IMapOIIPOHUKHOI IIOB’ I3KH.

[Ticnss HaHeceHHd npemnapaTy BonbTapeH ®opTe Ha MIKipy cyri1o6iB KUCTi i KoJTiHa
ouKiIodeHaK BUSBISETHCS V I1a3Mi (e Moro MakKcuMaJjibHa KOHIIeHTpallisi MPpuOInu3HO
y 100 pa3iB MeHIIIa, HiX ITiCJII IepopaibHOTO IPUHUOMY Ti€l 3K KilTbKOCTI
ouKIiodeHaKy), Y CHHOBiaJIbHi¥M 00OJIOHIII Ta CUHOBialbHIM piguHi.

[uknodpeHak HaKOIIUUYETHCS B IIKipi, IKa CIIYT'yE pe3epByapoM, 3BilKU BimOyBa€ThCSA
IIOCTYIIOBE BUBIIbHEHHS PEYOBUHM B IIPUJIETIII TKAHUHU. 3BiATH OUKIOPEHaK
repeBaxKHO HAAXOOUTh y Oifibil rmuOoKi 3amaneHi TKAHWHY, TaKi SIK Cyrio0u, 3B sI3KH.
Tam BiH MPOOOBXKYE AiATH i BU3HAUAETHCS B KOHIIeHTpallidx, mo 20 pa3iB OinbIIux, HixK
y Ia3mi.

IuknodpeHak MeTaboJ1i3yETHCS YaCTKOBO IIISIXOM T'JIIOKYPOHi3allil Ta mepeBazkHO
IIJIIXOM TiHPOKCHUIIOBAHHS 3 YTBOPEHHSM KiTbKOX (PEeHOIBPHUX MOXiOHUX, ABa 3 IKUX €
(bapmMakonOrivyHO aKTUBHUMHU, ajie 3HAa4YHO MEHIIOI0 Mipoio, HiK AUKIIO(peHaK.

uknodeHak Ta Moro MetaboJIiTH BUBOSTHCS ITepPeBaxKHO i3 ceuero. KiHIleBui nepion
HalliBBUBEeOEHHS OUKI0(GeHaKy i3 IjIa3Mu KPOBi CTAHOBUTH B CEpeOHbOMY 1-2 roguHU.
YoTupu MeTabosIiTH, BKIIOYAIOYH IBa aKTUBHUX, TAKOXK MAlOTh HEBEJIUKHUH IIepion
HamiBBUBeOeHHs - 1-3 roguan. OguH 3 MeTabomiTiB - 3 -rimpokcu-4 -
MEeTOKCUIOUKIIOoPeHaK - Ma€ OiyibIll TPUBAJIUY IIePion HaIliBBUBEIEHHSI, aJle €
NPaKTUYHO HEAKTUBHUM.

[Tpu HUPKOBiY HEIOCTAaTHOCTI HAKONMUYEHHS OUKIIO(peHaKy Ta Moro MeTaboJIiTiB B
OopraHi3Mi He cIiocTepiraeTrbcs. [1pu XpoHidYHOMY remnaTtuTi abo HeJeKOMII€eHCOBaAaHOMY
IIMPO3i mMeuiHKy KiHeTHKa Ta MeTabo0s1iaM nukioheHaky He 3MiHIOIOThCS.

IToka3aHHA

JIikyBaHHS 0010, 3amajleHHs Ta HaOpsSKy IIpU:

e MOIIKOMXKEHHI M’IKMX TKaHWH: TPaBMHU CYyXO0XKHJIIb, 3B’I30K, M’53iB Ta Cyrio0iB
(HampuKIal, BHACIIIAOK BUBUXY, PO3TATHEHHS, 3a0UTTs) Ta Oilb y CIIUHI
(criopTUBHI TPpaBMHU);

e JIOKa/Ii30BaHMUX (hopMax peBMaTU3My M’ SIKMX TKAQHWH: TEHOUWHIT (Y T. 4. «TEHiICHUU
JIIKOTh»), OYPCUT, IIJIEYOBUM CUHIOPOM Ta IlepiapTporaris.

CuMnToMaTU4YHE JIIKyBaHHS OCTE0apTPUTYy APiOHUX Ta cepedHix cyriobiB, 110
poO3TalIoBaHi TOBEPXHEBO, TAKUX SIK CYrJI00H IMaJsbIliB abo KOJIiHHI CyrIo0u.

HpOTHHOKaSaHHH



[TigBuIleHa YyTAUBICTh OO AUKIIOodeHaKy abo iHIINX KOMIIOHEHTIB Ipemapary.
HasiBHiCTH B aHaMHe3i HamagiB OpoHXialbHOI aCTMU, aHTioeaeMu, KPpOIuB' THKH abo
TOCTPOT0 PUHITY, 3yMOBJIEHUX IIPUMOMOM alleTHUJICAIIIMIIOBOI KUCJIOTH ab0 iHIuX
HeCTepoIigHUX IMpoTu3amnajabHUX 3aco0iB. OCTaHHiM TPUMECTP BariTHOCTI.

B3aeMmogisi 3 iHIIEMH JTiKapCLKHMH 3aCO00aMH Ta iHIII BHOIH B3a€EMOIiH

Ockinbku cucteMHa abcopOiisa nukinodeHaKy BHACIIAOK MiCIIeBOTO 3aCTOCYBaHHS
pernapaTry AyzKe HU3bKa, BUHUKHEHHS B3a€MOMiU € MaJouMOBipHUM. CyMicHe
3acTOCyBaHHS IpernapaTy BonbTapeH ®opTe 3 iHIIMMU CUCTEMHUMU HECTEPOIOHUMU
MpoTu3analbHUMU 3aco0aMU Ta CTEPOigaMM MOXKe 30iJIbIITUTY YaCTOTy BUHUKHEHHS
mo6iyHuX eeKTiB.

Oco006/1MBOCTi 3aCTOCYBaHHS

3 00epeKHIiCTI0O 3aCTOCOBYBATH 3 IIEPOPAIbHUMU HECTEPOITHUMH ITPOTHU3aNaITbBHUMU
3acobaMu.

IMOBipHICTH PO3BUTKY CUCTEMHUX IMOOIYHUX ePeKTiB (IKi TpannasiioTbCS IIPU
3aCTOCYBaHHS CUCTEMHUX GopM AuKiopeHaKy) Ma€ OyTU PO3TJITHYyTa IIPU
3aCTOCYBaHHI IIpenapaTty Ha OifTbIl BeNMUKi OiNsSHKY IKipu ab0 TPOTATOM OibIIl
TPUBAJIOTO 4Yacy, HiXX PeKOMEHJOBaHO.

Bonbraper ®opre peKOMEHAYETHCA HAHOCUTHU TiJILKYU Ha IHTAaKTHI, HEYIIKOAXKEH]
OINSHKY MIKipH, 3anobirarouu MOTPanisHHIO Ha IIOMIKOAXKEHY (ITopaHeHy abo
iHpikoBaHy) miKipy. Ciig yHUKaATH KOHTAKTY IIpenapaTy 3 OYuMa Ta CIIU30BUMHU
ob6onoHKaMu. [IpemnapaT He MOXKHa KOBTATH.

[Tpu mosBi OyOb-IKUX MIKIiPHUX BUCHUIIIB JIIKYBaHHS MpeIapaToM ITIOTPiOHO IPUIIMHUTH.
BonsTaper ®opTe He Ciif 3aCTOCOBYBATH Mif MOBITPOHENIPOHUKHY OKJIIO3iMHY
IIOB’A3KY, ajie OOIIyCKAa€EThCSA MOT0O 3aCTOCYBaHHS i HEOKJIIO3iMHY IIOB’A3KY.

BonbTrapen ®opTe MiCTUTH IIPOMHiJIEHTTIIKOJIb, SKUU MOXKe CIPUUYNHSATH JIeTKe
JIOKaJIi30BaHe MOoApa3HeHHs IKIipHU Y OesIKUX JII0AeH, a TaKoXK OyTUITiIPOKCUTOIIYOI,
SIKUW MOZK€e BUKJIMKATH JIOKaJli30BaHi peakilil Ha IIKipi (Hanpukiiag KOHTaKTHUU
mepMaTuT) ab0 IOogpa3HEHHS O4Yel Ta CIN30BHX 000JIOHOK.

3maTHiCTHh BIUTMBAaTH HA NIBHIKICTH Peakilil mpu KepyBaHHIi aBTOTPAaHCIIOPTOM
a0o0 iHmMMHu MexaHi3MaMHu

He BrituBace.

3acTocyBaHHSA y nepioa BariTHoOCTi a00 romyBaHHs IPyaaio



KninigyHu# gocsig 3acTocyBaHHS BariTHUM KiHKaM oOMexxeHuM. 4K i iHII HecTepoigHi
IMpoTu3amnalbHi 3acobu, BonbTapeH ®opTe MPOTUNOKA3aHUM ITill Yac TPEThOT0
TPUMECTPY BariTHOCTI ¥ 3B’I3KY 3 MOXKJIMBUM PO3BUTKOM CI1abOKOCTi pOI0OBOi
OisJIbHOCTI, TIOPYIIIEHHSM OiSTbHOCTI HUPOK I1JIofa 3 MOoAaJIbIINM MajIoBOAAsiM Ta/abo
CepIeBO-TIeTeHeB0l TOKCUYHOCTI 3 ITlepeYacHUM 3aKPUTTSIM apTepialbHOL IIPOTOKHU Ta
JIeETE€HEBOIO TiNepTeH3iEl0.

HeBigoMmo, 4yu gukinogeHakK Ipy 30BHIIIHEOMY 3aCTOCYBaHHI BUIINISETHCS B TPyOHE
MOJIOKO, TOMY 3aCTOCyBaHH4 npenapaty BonsTtaper ®opTe He peKOMEHAYETLCSA Y
nepiop rogyBaHHS rpyanio. [IpoTe npu HasgBHOCTI BaroMux MificTas [OJid 3aCTOCYBaHHSA
Ipernapary y Iepiof rogyBaHHS I'PYyOLIo IIpelapaT He CJIif HAHOCUTU Ha MOJIOYHI
3a5103u @00 BeJUKi OUISHKY MIKipU Ta He CJIif 3aCTOCYBaTU y BEJIMKiN KiJIbKOCTi abo
IIPOTATOM TPUBAJIOTO 4Yacy.

[aHi oo BOIKUBY OUKIOMEHaKy Ha (PepTUIbHICTE JIIOQUHU IIPU KOT0 30BHIITHEOMY
3aCTOCYBaHHI Bi[ICyTHI.

Cnocid 3acTocyBaHHsS Ta 03U

HpenapaT HpI/ISHatIeHI/II;I TiIBKY OJISI 30BHIMIHBOTO 3dCTOCYBaAHH/I.

IlopocnuM Ta OiTsM BikoM Bim 14 pokiB ImpenapaT HaHOCSTH 2 pa3u Ha Ao0y,
3HeboJTIoBaIbHa Iisd TpuBa€e go 12 roguH. BonbTapeH ®opTe 3aCTOCOBYIOTH 2 pPa3u Ha
noOy, BpaHIli Ta BBeuepi, 3jierka BTUPAOYU B IIKipy B Miclli ToKai3airii 607to.
KinbkicTh mpenaparty, ika 3aCTOCOBYETHCS, 3aJIEKUTh Bill pO3Mipy ypazKeHOol 30HU
(Tak, 2-4 r, 1110 3a PO3MipOM BifIIOBiZa€e BUIIHI ab0 BOJIOCHKOMY I'OpPiXy, JOCTATHHO OJIS
HaHeCeHHS Ha AinaHkKy mnnomleo 400-800 cm2).

[Ticnst HaHeCeHHS npelapaTy He0OXiqHO BUMUTU PYKHU, OKPIM TUX BUIIAJKiB, KON
caMe L OiUIsHKa IMiIjiArae JIiKyBaHHIO.

TpuBamicTh Teparril 3a/1eKuTh Bill TOKa3aHHS Ta e(eKTUBHOCTI NMiKyBaHHs. [Ipemapat
He CJIil 3aCTOCOByBaTHU HOoBIIe 14 OHIB IOCIib IPHU YIIKOAXKEHHSIX a00 peBMaTUu3Mi
M’SIKUX TKQHUH Ta moBie 21 mHs mpu 6010 B cyrio6ax apTPUTHOTO MOXOOXKEHHS,
SIKIIIO iHIlle He PeKOMEH0BaHO JIiKkapeM.

Ao micasa 7 mHiB JTiKyBaHHS CTaH IAlliEHTa He IMOKpaluBcs abo MOTipIIuBCS,
HeOoOXigHO 3BEePHYTUCS 3a KOHCYJIbTAIIi€l0 [0 JTiKaps.

[ManieHTH MiTHHOTO BiKy He MOTPeOYIOTH KOPUTYBaHHS OO3U Iperapary.
itk

Bonbrapen ®opre He peKOMEHAOBaHUM [JI 3aCTOCYBaHHA HIiTIM BiKOM A0 14 poOKiB.



Ilepeno3yBaHHs

[Tepeno3yBaHHS MaJIOMMOBipHE V 3B’5I3Ky 3 HU3bKOIO abcopOi1liero fUKIopeHaKy y
CUCTEMHUU KPOBOTOK IIPU MiCIIeBOMY 3aCTOCyBaHHI.

OnmHak Ipu BUIIAAKOBOMY MPOKOBTYBAHHI ITpemapaTy MOXKYTh CIIOCTEpPiraTuch mobiuHi
edekTH, 1110 XapaKTepHi O/1s Imepego3yBaHHs TabIeTOK OuKIodpeHaKy (BMiCT omHiel
Tyou npemnapaty BonbTapen ®opte 50 r ekBiBasieHTHUY 1 © guKiIodeHaKy HaTpii). B
TaKOMY BUIIQ[IKy IIPU PO3BUTKY IMOMITHUX CUCTEMHUX IMOOIYHUX e(EKTIB ITOKa3aHe
CHUMIITOMaTHUYHE JIiIKyBaHHS 13 3aCTOCYBaHHSIM TepPaleBTUYHUX 3aXO0MiB, 110
ITPOBOASITHCS [OJIS JIiIKyBaHHS OTPYEHHS HECTEPOIIHMMU IIPOTU3AIlaIbHUMU 3aCO00aMMu.

IToOiunHi peakmii

[ToGiuHi peakiiil BKJII0YaIOTh JIETKi TUMYaCOBi peakliil Ha IIKipi B MiCIli HaHeCeHHS. Y
PiOKiCHUX BUIIaJKaX MOXKYTh CIIOCTEPIiraTUCS ajepriuydi peakiiil.

IHgekuii ma iHeasii
PigkicHi (<1/10000): myCcTy/1bO3Hi BUCUTIaHHS.
3 60Ky iMmyHHOI cucmemu

Pigkichi (<1/10000): peakiiil rinep4yyTanBOCTi (Y TOMYy YHUCJIi KPOIIUB THKA),
AHTiIOHEeBPOTUYHUIM HAOPSIK.

3 60Ky pecnipamopHoi cucmemu
Pigkicui (<1/10000): 6ponxiasbHa acTMa.
3 60Ky wKipu ma cnoayyHuUX mKaHuH

Yacrti (=1/100; <1/10): BucumnaHHs, cBepOiK, eK3eMa, epuTeMa, IepMaTuT, y TOMY
YUCJIi KOHTAaKTHUU IePMaTHUT.

IMoommuOKi (=1/10000; <1/1000): OynMLO3HUM TePMATHT.
Pigkichi (<1/10000): peakmil CBiTJIO9yTINBOCTI.

Y pa3si BUHMKHEHHS IMOO0iYHUX peakIliil CIi MPUNOUHUTY JIIKyBaHHS Ta 3BEPHYTHUCS [0
JIiKaps.

TepMmin npuagaTHOCTI

3 POKH.



VYMmoBHu 30epiranHs
36epiratu y HegOCTYIIHOMY [JIsI AiTel Micli mpu TeMmrepatypi He Buie 30 °C.
Ynakoska

[To 100 r mpemnapaTty B Ty0ax allOMiHiEBUX TaMiHOBAaHUX, 3aKyIIOPEHUX MOJIiIMEPHUMU
KOBIIaYKaMH, III0 HarBUHYYIOThCS, 0i/10r0 abo CUHBOTO KOJIbOPY KPYTJiol abo
TPUKYTHOI opMu, ab0 moTiMepHUMHU KOBITIauKaMHU 3 BiJKMIOHOIO Kpullle4ykoio. I1o 1
Ty0Oi y KapTOHHi! KOpPOOIIi.

KaTeropis Bignycky

be3s penernra.

BupooHuKk

I'CK Koucriomep Xenckep C.A./GSK Consumer Healthcare S.A.

Micie3Haxo/dKeHHsI BHPOOHHMKA Ta HOro aJgpeca MiCIisi IPpoOBaJaXKeHHSI
IisIIHLHOCTI

Pyt me Jletpa, 1260 Hion, IIIBenniapisi/Route de I'Etraz, 1260 Nyon, Switzerland.
[Ixepeso iHCTPYyKIIil

[HCTPYKIIiio JTiKapChKOro 3aco0y B3sTO 3 oQilliiiHOTo mxkepesa — [lepKaBHOTO PEECTPY
JIiKapCchKUX 3aco0iB YKpaiHu.



http://www.drlz.com.ua/
http://www.drlz.com.ua/

