SATBEPUKEHO
Haxa3 MinicrepcTsa
OXOPOHHM 3X0POB’s1 YKpaiHu
22.02.2019 Ne 464
Peectpaniiine nocsiquenns

Ne UA/1811/01/02
IHCTPYKIIISA
AJIS1 MEAMHOT0 32CTOCYBAHHS JIiIKAPCHKOTo 3ac00y
BOJIbTAPEH ®OPTE

Cknao:

Oiroua peuoguna: MUKIOdEHaKy mieTHnaMiu;

1 r emysnbremo mictuts mukiodenaky gietunaminy 23,2 mr, mo BianoBifae 20 Mr gukiIopeHaKy
HaTpiro;

OONOMiDICHI pevo6uHY: CIMPT i30MPOMINOBHiI, TNPONUIEHIJIIKONb, KOKOITY KanphjIOKampaT, OJis
MiHEpaJlbHa, TOJIeTHIEHITIKOMIO IIeTOCTeapHIIOBHit edip, kapbomepw, piermnamin, crupr
OJIETOBHI1, apOMaTU3aTOp EBKATINTOBHI, 6y TUIITi IPOKCHTOIY 0N (E 321), Bona ounmena.

Jlikapceka ¢gopma. EMyibrens j1s 30BHIIHbEOr0 3aCTOCYBaHHS.
M’sixuit roMmorennmii xpemononiGHuii reip Bix 6ioro 10 JKOBTYBATOI'O KOJIbOPY.

®apmakoTepaneBTHYHA Ipyma. 3aco0u, mio 3aCTOCOBYIOTBCSI MICLIEBO y pasi Cyrio6oBoro Ta
M’s130BOro 6oimo. Hectepoinui npotusanaibHi 3aco6u MiciieBoro 3acrocyBaHHs. JlukiodeHax.

Koxn ATX M02A A1l5.

DapmaKonoziuni enacmugocmi.

Dapmaroounamixa.

Huknodenak e HecTepoilHUM NpPOTH3AMANBHUM 3aCO00M i3 BUPaXXEHOIO HPOTHUPEBMATHYHOIO,
3HEOOJIIOBAILHO, NMPOTH3ANAIBHOIO Ta JKAPO3HIKYBAIBHOIO Mi€l0. OCHOBHAM MEXAHI3MOM Iil €
NpPUTHiYeHHs Gi0CHHTE3y NpOCTarIaHJHuHiB.

Dapmaroxinemuxa.

KinbkicTs muitodenaky, ska BCMOKTYEThCs depes IIKipy, MPOIOpLiiiHa IUIOMi OO HaHeceHHS i
3aIEXUTP AK BiJl 3araibHOi 3aCTOCOBAHOI JI03M MpENapary, TaK i Bin CTyIeHs Tifparaiii mKipu.
ITicst MicIIeBOro 3acToCYBaHHs MpeHapary Bonsrapen @opre (1Biui Ha [eHB) Ha TOBEPXHIO HIKipH
momero 400 cm? cTymiHb cHCTEMHOT abcop6uii nmpenapary, Mo BH3HAYAETHCS SK KOHIEHTPALLis
Ail0Y0i PEHOBHHY B IUIa3Mi KpoBi, eKBiBaJeHTHA HaHECEHHIO 4 pasu Ha 100y remo AUKIopeHaKy
nieTHnaMiHy 3 KoHueHTpaniero 1,16 %.

Binnocna cucremna GiomocTymmicts muknogeHaky Npu 3acTocyBaHHi —mpemapaTy BombTapen
®opre Ha 7 neHb CTaHOBUTH 4,5 % MOPIBHAHO 3 TabieTkamMu mo 50 Mr (mpu it ke m03i
JUKIo(eHaky Hatpilo). AGcopOuis He 3aexuTh Bif 3aCTOCYBaHHs BOJIOTONPOHMKHOI Ta
MapONPOHUKHOI OB’ SI3KH.

Hicns Hanecenns npenapaty BonmbTapen ®opre Ha LIKipy Cyryo6iB KHCTi i KoMiHa JuKiodeHak
BUSBIIETECA Yy TUIa3Mi (i€ HOro MakcHMaibHa KOHIEHTpALs IpHGIH3HO y 100 pasiB MeHmia, Hix
Tic/s HepOPasIbHOrO MPUHOMY Tiel X KibKOCTI muKiIodeHaKy), y CHHOBianbHili 0GoNOHII Ta
CHHOBIaJIBHIH pifuHi.

JluiodeHak HakoMM4YyeThesl B LIKIpi, sIKa CTYrye pesepByapoM, 3BimKu BiIOyBa€ThCs 1I0CTYIOBE
BUBLIGHEHHS PEYOBHHU B MPHUJIETITi TKAHMHHU. 3BiITH IUKIIO(EHaK MEPEBaXHO HATXOMUTh Y GBI
TIHGOOKI 3arajieHi TKaHUHH, TaKi K Cyrio6w, 38°a3ku. Tam BiH NPOJOBXKYE MisTH i BU3HAYAETHCS B
KOHLEHTpalisX, 10 20 pa3is GiIbLIMX, HIX y MTa3Mi.

Huknopenak MeTaGoNi3yeTbCsl YacTKOBO IMIITXOM TJIIOKYPOHi3allii Ta IEpeBaXKHO IUITXOM
TiAPOKCUIIFOBAHHS 3 YTBOPEHHSM KilTbKOX (DeHONBHUX NOXi/IHMX, JIBa 3 SIKUX € (hapMaKOJIOTiYHO
aKTHBHUMH, ajie 3HAYHO MEHILOIO Mipoo, HiX JUKIO(EHaK.
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Huknopenak Ta #Horo MeTaGONITH BHBOIATHCS TNEPEBAXKHO i3 cedero. KiHmesmit mepion
HaMiBBUBEJICHHs IMKIO(eHaKy i3 mmasMu KpoBi CTaHOBUTH B cepenHboMy 1-2 rommuu. Yotupu
MeTabOoMiTH, BKIIOYAKOUYM [Ba aKTUBHHMX, TaKOXK MAlOTh HEBEUKHUIA nepio HamiBBUBEJAeHHT — 1-3
roauHy. OfiuH 3 MeTaboniTie — 3”-rigpokcu-4’-MeToKcHAMKIOpeHaK — Mae GiNbIl TpUBATHii Mepiof
HaIiBBUBE/ICHHS, aJle € MPaKTHYHO HEAKTHUBHUM.

IIpn HUPKOBIH HEAOCTATHOCTI HAKONMYEHHs AMKIO(EHaKy Ta HOro MeTaGONTIB B OpraHismi He
criocrepiraetses. IIpu XpoHiYHOMy remaTuti a6o HeIEKOMIIEHCOBAHOMY IMPO3i MEYiHKH KiHETHKaA
Ta METaboIi3M IUKIO(EHaKy He 3MiHIOIOThCS.

Kainiuni xapaktepucrukmu.
Iloxa3zanns.
JlixyBanHs 6010, 3amalieHHst Ta HaGPAKY TIPH:
- NOIIKOJDKEHHI M’SIKUX TKaHHH: TPaBMHU CYXOXHUIIb, 3B’ 130K, M’SI3iB Ta Cyr/I06iB (HaIpHKIaz,
BHACJIiIOK BUBHXY, PO3TATHEHHS, 3a6I/ITTH) Ta Ouib y criuHi (CIOPTHBHI TpaBMK);
- JIOKaJIi30BaHUX (opmax peBMaTnsMy M’SIKUX TKaHWH: TEHAMHIT (Y T. 4. «TeHiCHUIA JKOTBY),
OypcHT, IIIEYOBUIM CHHIPOM Ta IIepiapTpOomaTis.
CumnromaThuHe JIKYBaHHS OCTEOApPTPUTY ,Ilp16HI/IX Ta cepenmx CyFJI061B II0 pO3TalllOBaHi
MIOBEPXHEBO, TAKMX K CyrJIOOH NajbLiB ab0 KOJiHHI CYriIo6H.

Ilpomunoxasanns. Tligpumena 4y TIMBiCTh 10 AUKITOdEHaKY aG0 iHIIAX KOMIIOHEHTIB IIpenapary.
HasiBHicTe B anamuesi Hamajiis GpOHXiaNbHOI acTMH, aHTiOElieMM, KPOIMB’SHKH aG0 rOCTPOro
PUHITy, 3YMOBIEHHMX TpPHIOMOM allETHJICATIIMIOBO] KUCIOTH a00 iHmMX HECTEPOINHUX
HpoTH3anajibHuUX 3aco0iB. OCTaHHIN TPUMECTp BariTHOCTI.

Bsaemooia 3 inmumu nikapcokumu 3acobamu ma inwi 6uou 83aemodiii.

Ockinbky cuctemna aGeop6uis AuKIO(eHaKy BHACTIIOK MiCIIEBOrO 3aCTOCYBAaHHS IPENapaTy yKe
HU3bKa, BUHUKHEHHST B3aeMOJi# € MasoiimoBipaumM. CyMicHe 3acTocyBaHHs npenapaTy BoabTapen
dopre 3 {HIIMMU CUCTEMHMMH HECTEPOINHUMHU NPOTH3AMATEHIME 3aC06aMH Ta CTEPOIIaAMH MOXE
301MBIIMTH 4aCTOTy BUHUKHEHHS MOGIYHUX e(eKTiB.

Ocobnusocmi 3acmocysanns.

3 00epeXHiCTIO 3aCTOCOBYBATH 3 IEPOPATILHIMH HECTEPOINHUMHY MPOTH3AAILHIME 3aC00aMH.
IMOBIPHICTE PO3BUTKY CHCTEMHHX HOGI4HMX eQeKTiB (SKi TparuIfioThCS NP 3acTOCYBaHHI
cucteMHuX (opM JuKIodenaKy) Mae GyTH PO3IVSIHyTa NPHM 3aCTOCYBaHHI IpemnapaTy Ha OLIbII
BEJUKi MiIAHKY IKipK a60 NPOTSAroM Gkl TPUBAIOTO Yacy, HiXk PeKOMEHIOBaHO.

Bonberapen ®opte pekoMeHyEThCS HAHOCHTH TINBKH HA IHTAKTHI, HEYIKOKEH] MiIAHKM LIKipH,
3ano0iraro4y NOTPAIUISHHIO Ha IOIKOJUKeHY (mopaHeHy a6o indikoBaHy) mikipy. Ciifi yHHUKaTH
KOHTaKTy Npenapaty 3 OYMMa Ta CIIM30BUMH 000J0HKamu. [Ipenapar He MO)KHaA KOBTATH.

Ilpu mosiBi Gy/b-SKMX MIKipHUX BUCHITIB JiKyBaHHs NpenapaToM MOTPiGHO NPHIEHUTH. BoibsTapeH
Dopre He CIill 3aCTOCOBYBATH I1iJi MOBITPOHENPOHUKHY OKJIFO3iiHY MOB’SI3KY, ajle JOIMYCKAEThCs
FOr0 3aCTOCYBaHHS MiJl HEOKITIO3ilHY TTOB’A3KY.

Bosbrapen ®opTe MiCTUTH NPONMIMEHITIKONb, AKWH MOXE CHPUYHHATH JIEeTKe JIOKAN30BaHe
TNOZIpa3HEeHHs WIKipH y JAEAKUX JIOJAEH, a TakoX OyTHWIiAPOKCHTONYOJN, KM MOXe BHUKIHKATH
JIOKaJli30BaHi peakilii Ha MKipi (HampuKIax, KOHTaKTHH AepMaTHT) abo MOApasHEHHS oueci Ta
CJIM30BUX OOOJIOHOK.

HeobxinHo 6ytn obepexHuM MiJl yac MayiHHs a60 3HAXOPKEHHS OGNy BiIKPUTOTO BOTHIO ITiC/Is
3aCTOCYBaHHs NpenapaTy Yepe3 PU3HK CEpHO3HMX OMIKiB, OCKIIBKY JIIKAPChKUIA 3aci6 MiCTUTH OJIit0
MIHEpaNbHY, SKa € MOTEHIIHHO BOrHeHeGe3NeYHO MiCil IPOHUKHEHHS y TKAHUHY (HAlpUKIaf, Y
OJISIT, MOCTiNb, NMOB’S3Ky) Ta HaKOIMYEHHs! TaM. IIpaHHs ofary aGo IOCTeNi MOXKEe 3MEHINHUTH
HaKOMUYCHHS IpenapaTy B HUX, ajie He 3a0e3nevye MOBHOro HOro BHAAJICHHS.

3acmocyeanns y nepiod eazimnocmi abo 200yeans zpyooro.

Kuninivni mani mono 3acrocysanns mikapcekoro 3acoby Bombtapen ®@oprte y mepiox BariTHoCTI
BifcyTHi. HaBiTh SIKIO CHCTEMHa Jis € HIDKYOK INODIBHSHO 3 TAKOK IpPH IepOpaIbHOMY
3aCTOCYBAHHi, HEBI/IOMO, Yl MOKE CHCTEMHa Ais eMyubreio Bonbtapen ®opTe, JOCATHYTA MicIs
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MICLIEBOTO 3aCTOCYBaHHs, GYTH IIKiIIMBOK s emGpiona/mnona. Ilin yac mepimoro Ta mpyroro
TPUMECTPIB BaTiTHOCTI JIiKapChbKHil 3aci6 He ciif 3aCTOCOBYBaTH 0e3 HarajabHOI motpebu. V pasi
3aCTOCyBaHHA [1032 MOBHMHHA OYTH 5KOMOTa HMJKYOK, a TPMBANICTH JIKYBAHHS — SKOMOTA
KOPOTILIOKO.

Ilin wac TpeThOro TPUMECTpY BariTHOCTI CHCTeMHE 3aCTOCYBaHHs iHTiGiTOpiB cHHTE3y
NPOCTarfiaH/MHIB, BKIOYaroud Bomsrapen ®opre, MOXe CIPUYMHUTH CEpLIEBO-JIETEHEBY Ta
HUPKOBY TOKCHYHICTh y moga. Ha misHix TepMiHax BariTHOCTI MosKe BUHHMKHYTH TpUBaja
KpOBOTEYa fAK y Matepi, TaK i y JMTHHH, a TaKOX CIOCTepiraTHes 3aTpUMKa POJIOBOI isZIBHOCTI.
Tomy BonbTapen @opre npoTunokasaHumii mif 9ac OCTAHHbOTO TPUMECTPY BariTHOCTi (IUB. PO3/ia
«IIpoTunoxasanHus).

Hesizomo, un muxiodeHak mpy 30BHINIHBOMY 3aCTOCYBaHHI BULIAETHCS B IpyJIHE MOJIOKO, TOMY
3acToCyBaHHs npenapaty Bonbrapen ®opTe He peKOMEHAYETHCS Y TeEpiof roLyBaHHS 1y8) 2101108
IIpote npy HasBHOCTI BAroMuX MifICTaB IS 3aCTOCYBAHHS npenapary y nepioj| roxyBaHHs TPy IO
Tpenapar He CJIil HAHOCUTH Ha MOJIOYHi 3aJ1031 aG0 BeJIUKi MiITHKH IIKipY Ta HE CITi/{ 3aCTOCYBaTH
Y BENUKIH KiNbKOCTi a60 HPOTAroM TPUBAJOro Jacy.

Haui oo BrMBY AuKIO(eHaKy Ha GepTHIbHICTS JIHOAMHH IpH HOro 30BHIIIHBOMY 3aCTOCYBaHHi
BiICYTHI.

30ammnicme ennusamu na wieuoxicmo peaxyii npu KepysanHi asmompancnopmom abo po6omi 3
inmumu mexanizmamu. He BrumuBae.

Cnoci6 3acmocyeanns ma 00o3u.

Ipenapar npusHayennii TiTbKH A1 30BHIMIHBOTO 3aCTOCYBaHHS.

HopocuM Ta fiiTam BikoM Bix 14 pokiB mpenapat HaHOCATE 2 pasu Ha 100y, 3HeOOIOBaIbHA s
TpuBae 10 12 rogun. BoneTapen @opre 3acTOCOBYIOTH 2 pasu Ha 100y, BpaHIli Ta BBeYepi, 37erka
BTUPAIOYM B INKipy B Micli Jokamizanii 6omo. KinbkicTs npenapary, sKka 3acTOCOBYEThCH,
3aNEKUTH Bill pO3Mipy ypakeHoi 30HH (Tak, 2—4 T, mo 3a pO3MipOM BifmoBigae BHIIHI a6o
BOJIOCBKOMY T'OpiXy, TOCTATHLO ISl HAHECEHHS Ha AinguKy momero 400-800 cm?).

Iicns HaHeceHHs TpemapaTy HEoOXiNHO BHTEpPTH pyKH CYXOI0 MAalepoBOI0 CEPBETKOI abo
aHAJIOT{YHMM 3aC000M Ta MICIIs 1I5OTO BUMHTH PYKH, OKpiM THX BHIAJIKiB, KOJIA caMe Lsl JiISHKa
nijuisrae JikyBanHio. ITaneposy cepperky micis BUKOPHUCTaHHs NOTPiOHO BUKMHYTH JI0 CMiTTEBOTO
Gaka. Ciin 3ano6iraTu MOTpaIUISHHIO TIpenapary 40 CTiYHHX BOJ (He yTuimizyBaTH HOro HIISIXOM
3MHBaHHS B yHiTa3 a60 pakOBUHY).

HeobxiaHo fatn HaHeceHOMy Ipenapaty BUCOXHYTH, TEpLI Hidk npuiMaTi JyIl abo BaHHY.
TpuBanicTs Tepanii 3anexwurts Bix nmokasaHHs Ta edeKTHBHOCTI mikyBaHHs. IIpenapar He cimin
3aCTOCOBYBAaTH JIOBIIE 14 NHIB MOCHiTL NMpH YIIKOMKEHHAX a60 PEBMAaTH3Mi M’SKHX TKAaHHH Ta
nosme 21 nHst mpu 6omo B cyrnoGax apTpUTHOrO MOXOMKEHHS, AKIIO iHINE He PEKOMEHI0BaHO
JiKapeM.

Axmo micnst 7 nHiB AiKyBaHHS CTaH mMalliieHTa He MOKpawmBes a6o HOTipIINBCS, HEOOXiTHO
3BCPHYTHCS 33 KOHCYJBTALIEIO [0 JKApss 3 METOI BHKIIOYEHHS iHIIO] MPHYMHM, KA MOYKE
CIPUYMHATH OiJIb.

TanienTy NiTHROrO BiKY, MALiEHTH 3 MEYiHKOBOIO 260 HHUPKOBOIO HEJOCTaTHICTIO HE MOTPEOYIOTH
KOPUTYBaHHs JI03U Npenapary.

Himu. Bonbrapen ®opTe He peKOMEHAOBAHHIT 15 3aCTOCYBaHHS TiTAM BIKOM Jo 14 pokis.

Ilepeoo3ysanns.

llepenosyBanns MaoOfMOBipHE y 3B’A3Ky 3 HU3BKOKO abcopOmiero TUKIOpEeHaKy y CHCTEMHMIR
KPOBOTIK IIPH MiCLIEBOMY 3aCTOCYBAHHi.

OnHak npu BANaKOBOMY IPOKOBTYBaHH TPENApaTy MOXYTh crocTepiraTuck noGiuHi edexTy, Mo
XapaKTepHi /ISl epeNIo3yBaHHs TabJIeTOK AuKio(eHaKy (BMicT ofHiel TyOu npenapaty Bonbrapen
@opte 50 r exBiBanenTHUIT 1 T AUKIOhEHAKY HaTpito). B TakoMy BHmaiKy mpu po3BUTKY ITOMITHHX
CUCTEMHHUX TNOOiYHMX e(eKTiB IoKa3zaHe CHMIITOMAaTHYHE JMiKyBaHHA i3 3aCTOCYBaHHIM
TCPANCBTUYHUX ~ 3aXOMiB, WIO0 TPOBOAATECS Uil  JIKYBAaHHS OTPYEHHS HECTEPOINHUMH
NpOTU3ANIAJIbHUMU 3aC00aMH.
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Ilo6iuni peaxuyii,

[o6iuni peaxuii BKIOYAIOTH JTerki TUMYAcOBi peaxuii Ha mwKipi B Micui HaneceHHs. V pimKicHUX
BUMAJIKaX MOXYTb CIIOCTEPIiraTUCs ajepriuni peakiii.

Ingpexyii ma insasii

Pipxicui (<1/10000): mycTynb03Hi BUCHIAHHS.

3 boky imynmnoi cucmemu

Pinkicui (<1/10000): peakuii rimepuytiusocri (Y TOMy 4HCIIi KpONHB’sHKa), aHTiOHEBPOTHYHMIA
HaOpsIK.

3 boxy pecnipamopnoi cucmemu

Pinkicni (<1/10000): 6ponxiansHa acTMa.

3 6oky wiKipu ma cnonyuHux mranun

Yacri (=1/100; <1/10): Bucunamus, cBepGix, €K3€Ma, epuTemMa, JEepMaTUT, y TOMY YHCIHi
KOHTAaKTHHUI EPMATHT.

Ioomuuoki (>1/10000; <1/1000): 6y1603Huix JepMaTuT.

Pinkicui (<1/10000): peakuii cBiTIOuy TIMBOCTI.

Y pasi BUHMKHEHHS TOGI9HMX peaKtiiii i TIPUNYHUTH JiKYBaHHS Ta 3BEPHYTUCS JIO JliKaps.

Tepmin npuoamnocmi. 3 poxu.

Ymognu 36epiranus. 36epiratu y HEJOCTYNHOMY JIs AiTel MicHi Ta 1o3a 1oJieM iXHBOro 30py IpH
Temmneparypi He Buiue 30 °C.

Ynakoska. Ilo 50 r a6o 100 r mpenapary B Tyb6ax amoMiHi€BUX JIaMiHOBaHMX, 3aKyIOPEHHX
NOTIMEPHUMM KOBNAYKaMH, IO HATBMHUYIOTHCS, Giloro a6o CHHBOIO KOJILOPY KpYyrjioi abo
TPUKYTHOT (hopmH, ab0 MOJTIMEPHUMH KOBIAuKaMH 3 BIIKWJHOIO Kpumeukow. ITo 1 Ty6i y
KapTOHHiI KopoO1i.

Kareropis Bigmycky. Bes penenra.

Bupo6uuxk.

1. Xaneon KX C.a.p.1. / Haleon CH S.a.r.l.

(BHPOGHHITBO JiKapchKoro 3aco6y, MEpBMHHE Ta BTOPHHHE IaKyBaHHs, KOHTPOJIb SKOCTi, BUITLYCK
cepiit).

2. Xaneon Itani Manygekuypiar C.p.JI. / Haleon Italy Manufacturing S.r.1.

(MepBUHHE Ta BTOPHHHE [IAKyBaHH, KOHTPOJIb SKOCTi, BUITYCK cepiii).

Micuesnaxom:keHHs BUpoGHUKA T2 ajfipeca micusi NpoBa/PKEHHs HOro JisILHOCTI.

1. Pyt Jle Jlerpa 2, Hion, 1260, Iseitnapis / Route De L’etraz 2, Nyon, 1260, Switzerland.
2. Bia Herrynenuce, 90, Anpinis, 04011, Itanis / Via Nettunense, 90, Aprilia, 04011, Italy.
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