IHCTPYKUIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JiKApPCHKOIo0 3ac00y

BOJIbTAPEH ®OPTE
Cknao:
ditoua peuosuHa: TUKIOPEHaKy IieTUIIaMiH;
1 T emynerento MiCTUTh AUKIO(MEHAKyY JIieTuinaMminy 23,2 mr, mo Bigmosigae 20 mr
IUKJIO(EHaKy HATPilo;
OONOMIJICHI ~ pe4yo8uHu: CIUPT  130MPONUIOBUM, MPOMUIEHIIIKONb, KOKOLTY
KaIllpujIoKarpar, ojiisi MiHepaJibHa, IOJIIETHIICHTIIKOII0 LETOCTeapuiIoBuil edip,
kapOomepH, JieTWIaMiH, CHOUPT OJEINOBH, apoMaTHU3aTOp EBKAJINTOBUIA,
oyruirigpokcutonyon (E 321), Bona ounnieHa.
Jlikapcbka ¢opma. EMyiibrens 171 30BHIIIHBOTO 3aCTOCYBaHHS.
M’ sikuii TOMOTE@HHUH KpeMOoIoAi0HUH refib BiJ 01710T0 0 KOBTYBATOTO KOJIBOPY.
@dapmakoTepaneBTHYHA rpyna. 3acobu, IO 3aCTOCOBYIOThCS MICHEBO Yy pasi
cyriio0oBoro Ta M’si30Boro 6oito. HecrepoinHi mpoTHu3anaibHi 3ac00U MICHEBOTO
3acTocyBaHHs. JlukinodeHax.
Kox ATX M02A AlS.
Dapmakonoziuni eracmusocmi.
Dapmakoounamixa.
JluknoeHak € HeCTepOilHUM NPOTHU3ANAIbHUM 3ac000M 13  BHPaKEHOIO
POTHUPEBMATUYHOIO, 3HEOOTIOBAIBHOIO, MPOTU3ANATBEHOIO Ta KapO3HIKYBAJIBHOIO
niero. OCHOBHUM MEXaHi3MOM Jiii € MpUrHiYeHHs 010CUHTE3y MPOCTArJIaHANHIB.
Dapmaxoxinemuxa.
KinbkicTh AUKIIO(EHaKy, ika BCMOKTY€EThCSI Uepe3 HIKipy, MpOoropLiifHa IOl HOoro
HAHECEHHS 1 3aJIeKUTh K BiJ 3arajabHOI 3aCTOCOBAHOI 103U Mpemnapary, Tak 1 Bif
crynens rigpatauii mkipu. [licast miceBoro 3acrocyBaHHs npenapaTty Bonbrapen

dopre (1Bidi Ha IeHb) HA MOBEPXHIO MKipH miomero 400 cM? CTyIiHb CHCTEMHOI
abcopO1ii mpemapaTy, 0 BHU3HAYAETHCS SK KOHIEHTpAIlis i04Y0i PEYOBHHU B
1a3Mi KpoBi, €KBiBaJCHTHA HAaHECEHHIO 4 pasu Ha J00y remro JukiodeHaky
nieTuiaMiny 3 KoHmeHrpariiewo 1,16 %.

BinHocHa cucreMHa 010JOCTYNHICTh TUKIO(PEHAKY MPU 3aCTOCYBaHHI MpermapaTy
Bonbrapen @opte Ha 7 neHb ctaHOBUTH 4,5 % mopiBHAHO 3 Tabnerkamu 1o 50 Mr
(pm Tiit e 1031 AuKIIoOQeHaKy HaTpit0). AGCOpOIis HE 3aJIeKHUTD B 3aCTOCYBAHHS
BOJIOTOITPOHUKHOI Ta MapOIPOHUKHOI OB’ SI3KHU.

[Ticna nanecenns npenapatry Bonbrapen @opte Ha 1mIKipy Cyrio0iB KHCTI 1 KOJliHA
TuKI0o(eHaK BUSBISIETbCS Y IUIa3Mmi (e HOro MakcuMallbHa KOHIICHTpAITis
npubimzHo y 100 pa3iB MeHIIa, HiXK HIiCIs MepOPaTIbHOr0 MPUHOMY Ti€l &K KUIBKOCTI
IUKJIO(EHAKY), y CHHOBIaJIbHIM 000JIOHIII Ta CHHOBIANbHIN PiTUHI.

JlukioeHak HAaKONMUYYETbCA B INKIpi, $Ka CIYrye pe3epByapoM, 3BiAKH
BiIOYBA€TbCS TOCTYNOBE BUBLIBHEHHS PEYOBMHU B MPUJICTIl TKaHWHHU. 3BIATH
TUKI0(EeHaK TepeBaAKHO HAIXOMUTH y OUTBIN TTMOOKI 3amayieHi TKaHWHH, TaKi SK
cyrno0u, 3B’s3ku. TaMm BiH MPOJOBXKYE MiATH 1 BU3HAYAETHCS B KOHLEHTpPAIiSX, 710
20 pa3iB OUIBIIMX, HIX Y TUIa3Mi.

Juknodenak MeTaboMI3yeThCs YaCTKOBO IIISXOM TIIIOKYPOHi3alii Ta ImepeBa)KHO
[IISIXOM T1IPOKCHIIIOBAHHS 3 YTBOPEHHSAM KUTbKOX (DEHOJIBHHUX MOX1IHUX, JIBA 3 IKUX
€ (hapMaKoJIOriuHO aKTUBHUMH, aJIe 3HAYHO MEHIIIOI0 MipOI0, HIK JUKIO(EHAK.



JluknodeHak Ta MOro MeTabONITH BHBOJISATHCS MepeBaxxHO i3 ceuero. KiHieBuit

Nepio/l HaliBBUBEACHHS AMKIO(PEHAKY 13 IJIa3MH KPOBI CTAHOBHUTH B CEPEIHHOMY

1-2 roguuu. YoTtupu MmeTaboliTH, BKIIOYAIOUM JIBa AKTUBHHUX, TAaKOXX MAaroOTh

HEBeJMKU mepion HamiBBUBeneHHs — 1-3 romuuu. OmuH 3 metabomitiB — 3'-

TiApOKCHU-4 -MeTOKCUINKIO(EeHaK — Ma€e OLIbII TPUBAIHIA MEPi0/1 HAMlIBBUBEACHHSI,

aJie € MPaKTUYHO HEAKTUBHUM.

ITpu HUPKOBIM HEJOCTATHOCTI HAKONMYEHHS AMKIO(PEHaKy Ta HOoro MeTaboJiTiB B

opraHiaMi ~ He  cmocrepiraetbcsi.  Ilpm  XpoHiyHOMy  remaTtuti  abo

HE/IEKOMIIEHCOBAaHOMY LIMPO31 MEYiHKM KIHETHKa Ta MeTaboji3M AUKIOo(eHaKy He

3MIHIOIOThCS.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

JlikyBaHHs 601110, 3anaJIeHHs Ta HAOPSKY Ipu:

- MOLIKOJDKEHHI M’SIKMX TKaHWH: TPaBMHU CYXOXHIIb, 3B’SI30K, M’sI3iB Ta

cyrno0iB (HampuKia, BHACIIOK BUBUXY, PO3TATHEHHS, 3a0UTTA) Ta OUb y
CMHHI (CTIOPTUBHI TPaBMH);

- JOKaJi30BaHUX (OopMax PeBMATU3MY M’SKMX TKAHHH: TEHAMHIT (Y T. 4.
«TEHICHUH JIKOTbY»), OYpCUT, IJICUOBUI CHHIPOM Ta TMepiapTponaris.
CumnromaTuyHe JKyBaHHA OCTEOApTPUTY APIOHMX Ta CepeaHiX cyriodiB, L0

PO3TaIIOBaHi MOBEPXHEBO, TAKUX K CYTJI00M ManbLiB a00 KOJIHHI CyTI00H.
Ilpomunoxazanna. llinBuineHa 4YyTaMBICTG A0 JUKIOPEHAKy abo iHIIUX
KOMIIOHEHTIB Mpemnapary. HasgBHICTb B aHamHe31 HamaaiB OpOHXialbHOI acTMH,
aHrioeeMH, KpOMMB SHKA a00 TOCTPOro pHHITY, 3YMOBIEHUX NpPHHOMOM
alleTWICATIIMIOBOT KUCIOTH a00 IHIIMX HECTEPOiJHHX MPOTH3AMaJbHUX 3aC00iB.
OcraHnHiil TpUMECTp BariTHOCTI.

B3aemooia 3 inwumu nikapcokumu 3acodamu ma inuii 6uOU 63a€mMo0iil.
Ockinbku cucteMHa abcopOrist AukiIo(eHaKy BHACHIIOK MICLEBOTO 3aCTOCYBAHHS
npernapary Jay’Ke HU3bKa, BUHUKHEHHS B3aeMojiil € ManoiimMoBipHuM. CyMmicHe
3acTocyBaHHs npenapary BonbTapen ®opre 3 IHIIUMU CUCTEMHUMH HECTEPOITHUMHU
NpOTH3aNaJIbHUMHU 3aC00aMHU Ta CTEPOIAAMU MOKE 301IBIIUTH YaCTOTY BUHUKHEHHS
noOIYHUX e(eKTiB.

Ocobueocmi 3acmocyeanns.

3 00epeXHICTIO 3aCTOCOBYBATH 3 IEPOPATLHUMHU HECTEPOi THUMHU MPOTU3ANATIEHUMHU
3aco0amH.

IMOBIpHICTE PO3BUTKY CHCTEMHHMX MOOIYHMX e(eKTiB (SKi TPAIUIAIOTHCSA IPH
3aCTOCYBaHHA CHCTeMHHX (opM JuKiIopeHaky) Mae OyTH pO3IJsHyTa IpH
3aCTOCYBaHHI IpenapaTy Ha OUIbII BEIMKI TUISHKHM MIKipU ab0 MpOTIroM OuIbII
TPHUBAJIOTO Yacy, HI’K PEKOMEHI0BaHO.

Bonbrapen ®@opTe peKOMEHAYETbCS HAaHOCUTH TUIBKM HA 1HTaKTHI, HEYIIKO/KEHI
JUISHKA IIKIpH, 3amo0iraroud MOTPAIUITHHIO Ha IOIIKOpKEHY (mopaHeHy abo
iH}ikoBaHy) mkipy. Ciil YHUKAaTH KOHTAKTy Ipernapary 3 ounMa Ta CIM30BHUMHU
obononkamu. [Ipenapar He MOKHA KOBTATH.

Ilpn nosiBi  Oyap-sIKMX IIKIDHUX BUCHIIB JIKyBaHHSA IIPENapaTtoM MOTPIOHO
NPUITHHHTH. BOJ‘ILTapeH ®opTe HE CITiA 3aCTOCOBYBATH IIiJl MOBITPOHCIPOHHKHY
OKIJIIO31HHy TOB’SI3Ky, ajie JOMYCKAeTbCs HOro 3aCTOCYBaHHS IMiJ HEOKIIO31HHY
OB SI3KY.

Bonbrapen ®opre MICTUTH NPOIUICHITIKONb, SKAH MOXE CIPUYUHSATH JIErKe
JIOKAJIi30BaHE MOAPA3HEHHS! IKIPH Y NEAKHX JIOJICH, & TAKOXK Oy THIIN1IPOKCHTOITYOIL,

SIKMM MOXE BHMKJIHKATH JIOKAII30BaHI peaKuu Ha I_HKlpl (HaHpI/IKJ'Ia,Z[ KOHTaKTHHHU
,[[CpMaTI/IT) abo noApa3HCHHA oueii Ta CIM30BUX 000JIOHOK.



3acmocysanns y nepiod eazimuocmi ado 200y8anus 2pyoon.

KniniyHuii 1OCBiZ 3acTOCyBaHHS BariTHUM >KIHKaM oOMexkeHud. Sk 1 iHMmI
HECTepOiHI MpoTH3ananbHi 3acobu, Bonbrapen @opTte mpoTUIiOKa3zaHU MiJ 4ac
TPETHOTO TPUMECTPY BAriTHOCTI Y 3B’S3KY 3 MOKJIMBHM PO3BHTKOM CIIAOKOCTI
pPOJIOBOT  IiSIBHOCTI, MOPYLICHHSM JiSJIBHOCTI HHUPOK IUIOJA 3 TOAAJIBIIUM
MaJIOBOJISIM Ta/ab0 CepleBO-JIEreHeBOT TOKCUYHOCTI 3 MEepeAyacHUM 3aKpUTTIM
apTepiaiabHOT MPOTOKH Ta JIETEHEBOIO TIEPTEH3IETO.

Hesinomo, un ntukiodeHak npy 30BHIIIHBOMY 3aCTOCYBaHHI BUIUISAETHCS B TPYy/IHE
MOJIOKO, TOMY 3aCTOCyBaHHA mpernapary Bonbrapen @opre He peKOMEHIYETbCA Y
nepionx rogyBaHHs Tpynaro. [Ipore mnpu HasBHOCTI BaroMUX MiJCTaB JUIS
3aCTOCYBaHHS Mperapary y 1nepioj] roJyBaHHs I'PYyII0 Mpenapar He CiIiJi HAHOCUTH
Ha MOJIOYHI 3aJ103U 200 BEJIMKI AUISHKU IIKIPH Ta HE CIIiJ] 3aCTOCYBaTH y BEJIMKIH
KUTbKOCTI 200 MPOTATOM TPUBAJIOTO Hacy.

JlaHi 110710 BIUIMBY AUKJIO(QEHAKY Ha (GepTUIIbHICTD JIFOJUHU ITPH HOTO 30BHIIIHBOMY
3aCTOCYBaHHI BiJICYTHI.

30amuicmbs  énnaueamu  Ha  WEUOKICMb  peakuyii  npu  KepyeamHi
asmompancnopmom aoo pooomi 3 inwmumu mexanizmamu. He BrvBae.

Cnoci6 3acmocyseannsa ma 0o3u.

[Ipenapat npu3HavyeHU TIABKY JUIS 30BHIIIHBOTO 3aCTOCYBaHHS.

JlopociuMm Ta JiTsM BIKOM BiJ 14 pokiB mpemapar HaHOCATH 2 pa3u Ha 1100y,
3HeOoMoBaNIbHA it TpuBae 10 12 rogus. Boasrapen ®opre 3acTOCOBYIOTH 2 pa3u
Ha 7100y, BpaHIli Ta BBeYEpi, 371€TKa BTUPAIOUHU B ILIKIPY B MICLI JOKaji3awii 60Jto.
KinbkicTh nmpenapary, sika 3aCTOCOBYETbCS, 3AJIEKHUTh BiJl PO3MIPY ypakeHOi 30HH
(Tak, 2—4 1, 1110 32 pO3MIpOM BiJIOBIa€ BUIIHI 200 BOJIOCEKOMY T'OPIXY, 10CTaTHHO

JUTSL HAHECEHHS Ha MUITHKY romiero 400—-800 CM2).

[Ticna HaHeceHHs mpemnapaTy HeoOXiAHO BUMUTH PYKH, OKPIM THX BHITAJKiB, KOJH
came s TUTSTHKA TJIsrae JiKyBaHHIO.

TpuBanicTs Tepamnii 3aJIeXKHUTh BiJl TOKa3aHHA Ta €peKTUBHOCTI JlikyBaHHs. [Ipemapar
HE CJIi/1 3aCTOCOBYBATH JIoBIIe 14 IHIB OCHIb IPU YIIKOHKEHHIX a00 peBMaTU3Mi
M’SIKUX TKaHUH Ta jgoBiIe 21 nHs npu 000 B Cyriao0ax apTpUTHOTO MOXOKEHHS,
SKILO 1HIIE HE PEKOMEHIOBAHO JIiKapeM.

Sxmo micnst 7 MHIB JIKyBaHHS CTaH MAlliEHTa HE MOKPAIIMBCS a00 MOTIPIIMBCH,
HEOOXiTHO 3BEPHYTHCS 32 KOHCYJIBTAIIIEI0 JI0 JTiKapsl.

[TamieHTH TITHHOTO BiKy HE MOTPEOYIOTh KOPUTYBAHHS 03U Ipenapary.

Jimu. Bonsrapen @opTe HEe peKOMEHIOBAHUIN JJIsi 3aCTOCYBAaHHS JITSM BIKOM JI0
14 poxkis.

Ilepeoosyeanns.

[Tepeno3yBaHHS MaOMMOBIPHE Y 3B 53Ky 3 HU3bKOIO aOcopOiielo quKiIodeHaky y
CHCTEMHHI KPOBOTOK ITPH MICIIEBOMY 3aCTOCYBaHHI.

OnHak mpu BUMAJKOBOMY IPOKOBTYBAaHHI IpemapaTry MOXYTh CIIOCTEPIraTHCh
no0i4Hi eeKTH, 110 XapaKTepHi IS Hepe03yBaHH Ta0IEeTOK AUKIOPEeHaKY (BMICT
onuiei TyOu npenapaty Bonbrapen ®@opre 50 r exBiBaneHTHUH 1 T qukinopeHaKy
HaTpiio). B Takomy BUMaaKy npu po3BUTKY MOMITHUX CUCTEMHUX MOOIYHUX e(peKTiB
MOKa3aHe CHMIITOMaTHYHE JIKYBAaHHS 13 3aCTOCYBaHHSM TEPAIeBTUYHUX 3aXOJiB,
IO TPOBOAATHCSA ISl JIKYBaHHS OTPYEHHS HECTEPOIAHMMHU IPOTU3ANAIBHUMHU
3acobamu.

Hlo6iuni peaxuii.



[ToGiuHi peakiii BKIIOYAIOTh JIETKi TUMYACOBI peaklii Ha IIKipl B MiClli HAHECEHHS.
VY piAKICHUX BHIMAJKaX MOXYTh CIIOCTEPIraTUCs aJepriuHi peakiii.

Ingpexyii ma ineasii

PinxicHi (<1/10000): mycTy1b03H1 BUCUIIAHHS.

3 6oky imyHHoi cucmemu

Pinkicui (<1/10000): peaxuii rimepuyTiauBocTi (y TOMY 4YHCII KpOIMB SHKA),
aHT1OHEBPOTUYHUHN HAOPSK.

3 6oxky pecnipamopHoi cucmemu

Pinkicui (<1/10000): 6ponxianbHa acTMa.

3 60Ky WKipu ma cnonyUHUX MKAHUH

Yacri (>1/100; <1/10): Bucunanss, cBepOiXK, ek3emMa, epuTeMa, AepPMaTUT, y TOMY
YHCIIl KOHTAaKTHUH JEpMAaTHUT.

[Toogunoki (>1/10000; <1/1000): Oynb03HUI AepMaATHT.

PinkicHi (<1/10000): peaxiiii CBITIO9YTIAHBOCTI.

V pa3i BUHUKHEHHS NMOOIYHUX PEaKUii CIiJl NPUIMUHUTH JIIKYBaHHS Ta 3BEPHYTHUCS
70 JTIKapsl.

Tepmin npuoamnocmi. 3 poxu.

YMoBHu 30epiranns. 30epiraTi y HEOCTYITHOMY JUIs JTeH MICIi IpH TeMIepaTypi
ge Buie 30 °C.

¥YnakoBka. [To 50 r a6o 100 r mpenapaTy B TyOaxX aJlOMIHIEBUX JIaMIHOBaHUX,
3aKyMOPEHUX MOJIMEPHUMHU KOBIAUYKaMH, 110 HATBUHYYIOThCA, 0171010 a0 CHHBOTO
KOJILOPY Kpyryioi abo TpuKyTHOI ¢opmu, ab0 TMOJIMEPHHMMH KOBITAYKAMHU 3
BIIKUAHOO KpuIieukoro. [1o 1 Ty6i y KapTOHHI#M KOpOOTIi.

Kareropis Binmycky. be3 penernra.

Bupoouuk.

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

Micue3HaxoakeHHs1 BAPOOHUKA Ta ajJpeca Micls MPOBAKEeHHS HOro
IiSJILHOCTI.
Pyt ne Jlerpa, 1260 Hion, [lIBeiimapis/Route de I’Etraz, 1260 Nyon, Switzerland.



