NHCTPYKUMA MO MEANUNHCKOMY NPUMEHEHNIO JTIEKAPCTBEHHOTO
MPEMAPATA BOJIbTAPEH

PeructpaymoHHbIi Homep: JTM-001089.

Toprosoe HaumeHoBaHue. BoabTapeH,

MexayHapoaHoe HenaTeHTOBaHHOE WM FPYNNUPOBOYHOE HaMMEHOBaHUe, AMKAodeHaK.
JNlekapcTBeHHas ¢opma; NaacTbipb TPAHCAEPMA/bHBIN,

CocraB
Bewecrsa Konunuecrtso B ogHOM naacTtbipe
(1,5 /70 cm?)
Jelicmesytoujee sewyecmso:
AvknodeHak HaTpuA 15,0 mr
BcnomozamensHsie seuwjecmea:
JleBomeHTON 22,5 mr
MeTuanmpponnaoH 60,0 mr
MponuneHrnmkonesble 3GUPbI XKUPHbIX KUCNOT 30,0 mr
JINMOHHas KncnoTa 6,0 mr
M3onpeHcTupon conoammep 536,1 mr
MNonnnsobytnneHx 30,0 mr
Kameap apupusmnpoBaHHan 300,0 mr
MepKkanTobeH3nmnaason 3,7 mr
bytnnrngpokcutonyon 3,7 mr
MapaduH Kuakni 0o 1500,00 mr
OcHoBa 13 BOZIOKOH NoaunacTepa 70 cm?
3alWNTHAA NAeHKa U3 NoanacTepa 70 cm?
Bcero 1500,00 mr
OnucaHune

MnacTbipy NPAMOYrobHOW GOPMbI C 3aKPYFNEHHBIMW KPasMK, COCTOALLME U3 OCHOBbI U3 MOMACTEPA
6e>xeBOro LBeTa C paBHOMEPHO HaHECEHHbIM ajre3nBHbIM cnoemM oT HecLBETHOro 40 CBET/O0-
>KeNToro LBeTa co cabbiM apoMaTHbIM 3anaxoMm. Ares3vBHas NoOBEPXHOCTb MOKPbITa MNPO3payHoOn
3aLUMTHOWN MNEHKOW U3 MOANITUIEHA C ABYMSA MOMepPeYHbIMU Hajpe3amMu, OAMH U3 KOTOPbIX
npeacraBnseT cO60M BONHUCTYHO IMHUIO. Ha Npo3payHyto 3aLMUTHYHO MAEHKY HaHECEH PUCYHOK,
MOKa3bIBArOLLMIN KaK YAanuUTb MIEHKY C MOBEPXHOCTM naacTblps. Pasmepsbl naacteipa 70 Mmx100 Mm
(BOJKHbI ObITb B Npesenax 95 %—105 % oT 3asBAeHHOM HOPMbI).

®dapmakoTepaneBTMUYecKas rpynna

HectepongHbii npoTnBoBocnannTensHbi npenapat (HIBM).




Kop ATX: MO2AA1S.
dapmakosiormyeckme CBOMCTBa
®apmakoduHamuka

MexaHu3M AencTBus

BosbTapeH B BUAe NAacTbipA TPaHCAEePMaabHOro NpescTaBaseT co60M OCHOBY C HAHECEHHbIM
aAre3nBHbIM CNOEM, CoAepKallnm AnknodeHak, KOTOpbIA 0bnasaeT BblpaXkKeHHbIMU
aHaNbreTMyecknUM, NPOTUBOBOCMANNTENBHBIM U XXapOMOHMXKatoLWMM cBocTBaMU. JnknodeHak
oKa3blBaeT TepaneBTnyeckme 3ddeKTbl MPeNMYLLECTBEHHO MNOCPEACTBOM UHIMOMPOBaHNS CUHTE3a
npocTariaHiMHOB LnkaookcureHasom 2 (LOT-2).

MnacTblpb BosbTapeH obecneunsaeT NpOTMBOBOCNAAUTENILHOE W aHa/breTuyeckoe AencTene B
MecTe annaunkaumn, yctpaHas 601eBon CMHAPOM W yMeHbLUas OTEYHOCTb, CBA3AHHYHO C
BOCMaANTEIbHbLIM MPOLECCOM.

MnacTbipb BonbTapeH ABASETCS NPOTMBOBOCMAANTENbHbLIM

1 o6e3b60n1BarOLLMM MpenapaToM, NpeAHasHaueHHbIM 418 HaPY>KHOTO NPUMEHEHMUS.
®dapmakokuHemuka

BcacbiBaHve

KonnuecTtso gnknodpeHaka, BCaCbiBatOLLErocs yepes Koxy, NponopLMoHaNbHO pasmMepy yyacTka, Ha
KOTOpPbI/ HAHOCUTCA NpenapaTt 1 3aBUCUT OT 06LLLe NPUMEHEHHOW 403bl 1 CTEMEHWN YBAAXKHEHHOCTH
koxu. Konmyectso guknodeHaka, abcopbupyemoe cucTeMHO 13 naacTbipa BoabtapeH, cxoAHO ¢
TaKOBbIM NPWU NPUMEHEHWW 3KBUBANEHTHOrO KOANYeCTBa npenapata BoabtapeH dmyabresb (resib
NS Hapy>KHOro npumMeHeHusa 1 %).

Pacnpeaenenne

7 % Ankn Haka CBA3bIBAETCA C CbIB TOYHbIMY 6esikamMu, B OCHOBHOM — C a/lbByMUHOM
99,7 % odeHaka CBA3bIBaeTCA C CbiIBOPOTO 6enka OCHOBHO c anbb o
(99,4 %).

MeTaboan3m

MeTabonnam guknodeHaka BKAKOYAET CTaAUN OLHOKPATHOTO M MHOXECTBEHHOIO
TMAPOKCUINPOBAHMSA C MOCAEAYHOLLUM TIHOKYPOHUPOBAHWEM U FHOKYPOHUPOBAHWE LIeIbHOM
MONEKYIbI.

BbiBegeHume

O6LWMI CUCTEMHBIN KNMPEHC AnKAodeHaka 13 naasmbl cocTaBaseT 263 + 56 ma/MuH. KOHeuHbIn
nepuoa nonyBbIBeAeHMA B Nia3mMe KpoBKM cocTaBaseT 1-2 vaca. YeTbipe MeTabonuTa, BKItOYas fBa
aKTUBHbIX, TaK>XXe MMEOT KOPOTKOe BpeMsa noayBbiBegeHus — 1-3 yaca. OgnH metaboamt — 3'-
rMapoKcm-4'-meTokemanknodeHak, MeeT boaee NPOAOIKNTENbHBIV NEPUOS NONYBbIBEAEH WS,
OAHaKO, ABNAETCA HEAaKTUBHbIM.

AMK]’IOCI)eHaK 1 ero MeTaboanTbl BbIBOAATCA B OCHOBHOM C MOUOMN.

Ocobble rpynmb! NaLneHToB

lMayueHmel ¢ HapyweHuem (ﬁyHKl.{UU neyeHu

Y nauuMeHToB, CTpajaroLLmX XPOHUYECKUM renaTMToM Uan HeaeKoOMMNeHCMPOBaHHbIM LMPPO30M,
KWHeTVKa 1 MeTabonnsm grknodpeHaka NPOXOAAT MO TOM Xe CXeMe, Kak U Y NaLMeHTOoB, He
nMeroLx 3abosieBaH NeyeHu.



layueHmel ¢ HapyweHuem pyHKYyuUU novek

y naunMeHTOB C HapyweHnaAMmn q)yHKLI‘I/II/I no4YyekK akKymynauunm AI/IKJ'IOCbeHaKa N ero MeTabonnToB He
nponcxoanT. ﬂ'OKIII/IHMLIeCKMe nccnegoBaHmMaA nokasannm 6€e30MnacHOCTb UCMNO/Ib30BaHNS npenaparta.

MokasaHnA K NpUMeHeHUIo

e bonun B cnnHe npun BocnanuTenbHbIX U AereHepaTBHbIX 3a601eBaHNAX MO3BOHOYHMKA
(pagunKkynut, ocTeoapTpos, NtoMbaro, nmac).

e bosu B cycTaBax (CycTaBbl NasbLieB PyK, KONEHHbIE U ApP.) MPU OCTe0apTPO3e.
e bonv B MbilwLax (BCAeACTBME PACTAXEHWU, NepeHanpsXXeHni, ylunboB, TpaBm).

e BocnaneHne n 0TeUYHOCTb MATKMX TKaHeW 1 CyCTaBOB BC/IEACTBME TPABM U Npu
peBMaTMUecKMX 3ab0oeBaHUAX (TEHAOBArMHUT, BYPCUT, MOPaXKEHWS NEPUAPTUKYAAPHbBIX
TKaHemn).

MpoTnBonokasaHus
e [loBblleHHaa YyBCTBUTENBLHOCTb K ANKAODEHaKY Uan APYrMM KOMMOHEHTaM npenapara;

®  CKJOHHOCTb K BO3HUKHOBEHWIO MPUCTYNOB HPOHXMANbHON acTMbl, aHTMOHEBPOTUYECKOTO
oTeKa, KPanvBHULbI, KOXHbIX BbICbIMAHWIA UM OCTPbIX PUHUTOB NPU NPUMEHEHUN
aLEeTUACANIMLMNOBOW KUCAOTbI UIN APYTUX HECTEPOUAHBIX MPOTUBOBOCMANNTENbHbIX
npenapaTos;

e OepemeHHOCTb B cpoke bonee 20 Hezenb;
* IpyAHOE BCKapMAMBaHWe;
e JeTckuin Bo3pact fo 15 ner;

® HapyLlleHWe LeNOCTHOCTN KOXKHbIX MOKPOBOB B MeCTe NpeAnosaraeMoro HaknenBaHus
nnacTbips.

C OCTOPOXKHOCTbIO
e neyeHouYHas nopodupms (obocTpeHue),
® 3PO3NBHO-A3BEHHbIE MOPaXKEHWNA XeNyJ0YHO-KULLIEYHOrO TPaKTa,
e TAXesble HapyLleHNa GYHKLMN NeyYeHn 1 noyexk,
e XpoHMYeckas cepAeyHas HegoCTaTOYHOCTb,
e OpoHxManbHas acTMa,
e OXW/0W BO3pPacT,

e bGepemeHHOCTb B cpoke 0 20 Hegenw.

MpumeHeHne npu 6epeMeHHOCTU M B NepUOA, rPyAHOro BCKapM/IMBaHUA



EepemerHHocme

[aHHble No NpuMeHeHnto anknodeHaka y 6epeMeHHbIX XeHLMH HeA0CTaTOuHbI. JuknodeHak
cnesyeT NPUMEHSATb TOIbKO B TOM C/lyUae, eC/iv OXngaemMas noJib3a NpeBbILLaeT NOTEHLMANbHbIN
puck ana nnoga. He cneayet npumerate HIMBIM xeHwmHam ¢ 20 Heaenn 6epeMeHHOCTH B CBA3N C
BO3MOXHbIM Pa3BUTUEM MasOBOAMA WU/UAV NATONOTNN MOYEK Y HOBOPOXAEHHbIX (HeoHaTaibHas
noyeyHas aAnchyHkLmA).

lMepuod apydHoz0 eckapmausaHus
Hewn3BecTHO, BblgenseTcs an AnknodbeHak Ans Hapy>KHOrO NPUMEHEHWS C TPYAHBIM MOJIOKOM.

,ﬂ,VIKJ'IOd)EHaK cnegyet NpuMeHATb BO BpeMA rpyaHOro BCKapMAnBaHMA TOIbKO B TOM C/iy4dae, eC/in
OoXungaemas rnonb3a rnpesblillaeT FIOTGHLI,I/I&]IIbeII7I PUcK 4na HOBOPOXAEHHOIO. I'Ip|/| Haan4vmm
CepbeE3HbIX OCHOBaHUN ANnAa ero npuMeHeHna ero He ciegyet HaHOCUTb Ha MOJIOYHbIE XKene3bl N
NPUMEHATDL B bosiee BbICOKOW A03e Uin B TedeHne bonee ANNTENBHOTO Neproja BpeEMEHU, YeM
pekomMeHaoBaHO.

®epmusibHoCMb

[JaHHble MO NPUMeHeHNIo AnKaodeHaka B NeKapCTBEHHbIX GOPMax AN HaPY>KHOTO MPUMEHEHMA 1
UX BAVAHMA Ha GepPTUIBHOCTb Yy YeNoBeKa OTCYyTCTBYHOT.

Cnoco6 npumMeHeHUA U A03bl
ToNbKO A5 HAHECEHUWS Ha KOXKY.

Ecam He HacTynaeT ynyylleHns COCTOSHUA CrycTs 7 AHEW 1N NpY YXYALLUEHUN CaMOYyBCTBUS,
HeobHX0ANMO NPOKOHCYNbTUPOBATLCA C BPaYOM.

B3pocasie u nodpocmku cmapuwie 15 nem:

MnacTblpb BonbTapeH HaknenBatoT Ha KOXY Hag 6one3HeHHOM obaacTbio Ha 24 yaca. B TeueHune
CYTOK AOMnycKaeTca NpuMeHeHne ToabKo 1 naacTbipa. B 3aBMcnMocTy ot pasmepa obaactv 60m
MOXeT BbITb MCMOAb30BaH NiacTbipb niowaasto 70 cm2 (7 cm x 10 cm) nnm 6onee KpynHbIn
naacteipb niowaabio 140 cm2 (14 cm x 10 cm).

Mpw neyeHnn NOBPEXAEHNA MATKMX TKaHEN MAN peBMaTUYeckon 6oam naacTbipb BosbtapeH
NPUMeHAT He 6onee 14 aHein, a npu 6011, 06yCNOBAEHHOW 3a601€BaHUAMM MbILLL, U CyCTaBOB, —
He 6osiee 21 AHA, eCav HeT cneLmanbHbIX pekomeHgaLmnin Bpava. Ocobble rpynnbl NaLneHToB

,ﬂemu.‘ HE peKkoMeHAyeTCA NpuMeHeHne naactblpa BoanapeH Yy AETGVI B BO3pacTe MmJjajLlie 15 ner.

lMayueHmel noxusao2o so3pacma (cmapuwie 65 1em): MoxeT HbITb MCNOb30BaHa 0bblYHasA 403MPOBKa
419 B3POC/bIX — C OCTOPOXHOCTBIHO.

lMayueHmel ¢ HapyweHueM yHKYUU nedeHu, nayueHmsl ¢ HapyuweHueMm yHKYUU noyek: MOXeT
ObITb NCNOAb30BaHa 0ObIYHAs A03UPOBKA A8 B3POC/bIX.

Mob6ouHoe peiicTBNe

He>xenaTtenbHble peakuum B OCHOBHOM XapaKTepU3yrTCA YMEPEHHO BblPaXXeHHbIMM U
NPOXOAALLNMM KOXKHbLIMU MPOSBAEHUAMM Ha MeCTe annankaumm naactbips. HexenatensHole
peakuun, NpeAcTaBAeHHbIe HUXE, MepeYncieHbl B COOTBETCTBUM C MOpPaXKeHeM OpraHoB U CUCTeEM
OpraHOB ¥ YaCTOTOW BCTpeYaemMocTh. YacToTa BCTPeUYaeMOCTU ONpesenseTcs ciesyowmnum obpasom:
oyeHb yacmo (= 1/10), uacmo (= 1/100 u <1/10), Heuacmo (= 1/1 000 n < 1/100), pedko (= 1/10 000 n
< 1/1 000), oueHb pedko (< 1/10 000, BK/ItOYAA OTAE/IbHbIE C/y4Yan).

WHpekyuoHHble u napasumapHsie 3a601e8aHuUs



OueHb pegKo: NycTynesHas CbiMb.
HapyweHus co cmopoHel UMMYHHOU cucmemel

OueHb pesKo: reHepann3oBaHHaA KOXHas Cbifb, aaieprmyeckne peakumm (KpanmeHMLa,
rMNep4YyBCTBUTENIbHOCTb, aHTMOHEBPOTNYECKMIA OTEK, MPUCTYMbI YAyLbA, BpOoHXOCnacTnyeckne
peakuunm).

HapyweHus co cmopoHel ObixamesibHOU cucmemsl, 0p2aHo8 epyOHoU Kiemku U cpedocmeHus
OueHb pesko: BpoHxManbHas acTMa.
HapyweHus co cmopoHbl KOXU U NOOKOXHbIX mKaHel

YacTo: gepMaTnT (BKAKOUAs KOHTAKTHbIV AepMaTuT), Cbifb, 3pUTEMa, 3K3eMa, 3y, OTEYHOCTb
obpabaTbiBaeMOro yyactka KoXu, nanysbl, BE3VKy/bl, WWeayLIeHNE.

Pesko: 6ynnesHbin gepmatur.
OueHb pegko: peakLma GOTOUYBCTBUTENBHOCTH.
Mepepo3uposka

KpaiHe HM3kaa cncteMHas abcopbumsa akTUBHbBIX KOMMOHEHTOB W NekapcTBeHHasa GopMa npenapata
NPV Hapy>XHOM NMPUMEHEHUN AenaeT nepeao3vpPoBKY NPaKTUYECKn HEBO3MOXXHOM.

B cnyuyae BO3HVMKHOBEHWSA 3HAUUTEIbHBIX CUCTEMHbIX HEeXenaTesbHbIX 3PPEeKTOB NPU HeNpaBuibHOM
MCNOIb30BaHNN UK CYyYalNHOW Nepeso3npoBKe (HanpuMmep, y AeTew), caesyeT 06paTuTbCa Ko
Bpauy, 4ToObl MPUHATL 06LLME Mepbl, XapaKkTepHble A5 AeyeHns nepeso3nposku HIMBIT.

Mpw npornatbiBaHUM JaHHOTO JIEKAPCTBEHHOIO CPEACTBA CAeAyeT HEMeA/IeHHO 0bpaTuTbCs 3a
MeANLIMHCKOM NMOMOLLbHO.

B3anmopeicTBue € ApyrmMn IeKapcTBEHHbIMM CpeAcTBaMm

nﬂaCTprb BoanapeH MOXKET yCUAnBaTb AeﬁCTBMG npenapaTos, Bbi3biIBakOLWUNX
CI)OTOCEHCI/I6I/I!]I/I3aLI,I/IIO. KnnHuueckn 3Haummoro B3aMMOAeI>’ICTBMﬂ C ApyrnMu eKapCTBEHHbIMU
cpeacrBamMum He onmcaHo.

Ocobble ykasaHus

MnacTblpb BonbTapeH cneayeT HakaenBaTb TOJIbKO Ha HEMOBPEXAEHHYHO KOXY, 3beras nonajaHus
Ha OTKpbITble paHbl. He creayeT gonyckaTb NonagaHnsa npenaparta Ha rnasa v Cim3ncTble 060104KN.

BeposATHOCTb pasBUTLS CUCTEMHbIX MOBOUHbIX 3GdEKTOB MPYU MECTHOM NMPUMEHEHUN AMKIOopeHaKa
He3HauyuTeNbHa MO CPaBHEHWIO C MPUMeEHeHVEM ero GopM Ana Npuema BHYTPb, HO OHa He
NCKAtOYaeTCs Npu NPUMEHEHMM npenapaTa Ha OTHOCKTEIbHO BO/bLLMX yYacTKaxX KOXM B TeYeHue
O/IVTENIbHOTO Mepuosa BpeMeHu.

He ncnonb3oBaTtb nnacTbipb C OKKJIFO3VOHHOW MOBSA3KOW.

HemegneHHO NpekpaTUTb JieyeHre, ecan Nocae NPUMEHEHNA NAACTbIPAa NOABAAETCA KOXHasA Cbifb, 1
obpatntbea k Bpayy. [Mpu AONOAHUTENBHOM UCMO/b30BaHUN MHbIX N€KaPCTBEHHBIX GOPM
anknodpeHaka cnesyeT yunTbiBaTb €ro KOJIMYECTBEHHOE CoZep KaHne B NiacTbipe, YTobbl He
NPEeBbICUTb MaKCUMaNbHYH CYyTOYHYIO A03Yy AnknodeHaka (150 mr/cyT).

|_|aLI,I/IeHTOB aiepyet npeagynpeantb O BJIMAHUK NPAMOTo COAHEYHOro CBeTa 1 ConAapuma C Lenbko
YMeHbLEHNA pUCKa NoaBAEHNA CBETOYYBCTBUTENBHOCTWN.



YT106bI CBECTM K MUHMMYMY pa3BuTMe NOBOUHbIX peakLuuii, peKOMeHAYeTCA NPUMEHATL Camble
HM3kune 3G eKTUBHbIE A03bl B TEUEHME KpaTUalLLEero nepnuosa BpemMeHu, KoTopblil HeObXoAMM ANs
KOHTPOS CUMNTOMOB.

BavaHme Ha cnocobHOCTL ynpaBiATb TPAHCNOPTHbIMU CpeaACTBAMU, MéXaHU3MaMu

MpenapaT He OKa3bIBaeT BANAHWUA Ha CKOPOCTb MCUXOMOTOPHbIX Peakuuii Mpu BOXAEHUN 1 paboTe ¢
MeXaHU3MaMu.

®opma Bbinycka

Mnactblipb TpaHcaepManbHbld, 15 mr/cyTkmn (naowaab 70 cm2). Mo 2, 5, 7 uan 10 naacTeipeli B
nakerte 13 antoMUHNEBOW Gponbrin. HenocpeaCcTBEHHO Ha NakeT HAHOCAT TEKCT MW HaKaenBatoT
3TMKeTKy. [TakeT BMeCTe C MHCTPYKLMEN MO MPUMEHEHWIO MOMELLAoT B Nayky KapTOHHYHO.

Ha BTOp1UYHOWM ynakoBKke AOMNYyCKaeTca Haanume KOHTPOIS NEPBOro BCKPbITUA.
YcnoBua xpaHeHus

Mpu Temnepatype He Bbiwwe 25 °C, B opurnHanbHOM yrnakoske (navke).
XpaHuTb B HEAOCTYMHOM ANA AeTei MecTe.

Cpok rogHocTH

2 roja.

He nprMeHsaTb Nocne ncteyeHns cpoka rogHoOCTH.

Ycnoeusa otnycka

OtnyckatoT 6e3 peLenTa.

Mpoussoputennb

Ooaxunn Uaky-Kako Ko. Jlta., ®abpuka Oykycmuma, AnoHna/Dojin lyaku-Kako Co. Ltd. Fukushima
Plant, 8-1, Higashi Nakakawara, Senoue-machi, Fukushima-shi, Fukushima

960-0101, Japan.

Bbinyckatowmii kKoHTposb kavectBa: Pamap A.B.E., Tpeuns /Famar AV.E., 48th km National Road
Athens - Lamia, Avlona Attiki, 19011, Greece.

Opuanueckoe n1LO, HA UMA KOTOPOTO BbiAAaHO PErUCTPaLMOHHOE YAOCTOBEPEHUE, 1
opraHuvsauus, NPMHMMAaKoLWAsa NpeTeH3nu noTpebuteneit Ha Tepputopun Poccuiickoi
degepaumu

AO «InakcoCmutKnanH Xenckep».

123112, Poccuiickas ®egepauus, r. Mocksa, MNpecHeHckas HabepedxHas, 4.10, nomelueHue I,
KOMHaTa 9, aT. 6.

Ten. +7 (495) 777 9850;

®akc +7 (495) 777 9851.

TenedoH 6ecnnatHoit «FopAuen AMHUN»:
8 800 333 46 94.

E-mail: rus.info@gsk.com.

ToBapHbIN 3HaK NPUHAANEXNUT Uan ncnonbayetcs Mpynnoin Komnanuin MnakcoCMutKasinH.






