IHCTPYKUIA
AN MeIMYHOI0 3aCTOCYBaHHS /TiKapcbKoro 3acoby

[onobeHe
(Dolobene®)

Cknag:

AI0YI PEYOBUHU: renapuH HaTpito, AUMETUNCYNbJOKCUA, AEeKCNAHTEHON;

100 r rento MiCTUTL renapuHy HaTpito 50000 MO, aumeTtuncynsgokengy 15 r, AeKcrnaHTeHony

25T,

[OMOMIDKHI  PeYOBMHW: KMCMOTa MOoJiakpuioBa, TPOMETaMOs, Makporony rnaiLepuarigpokcucTeapar, CnvMpT i30MponifioBWin, Ofis po3MapuHOoBa, O/l COCHU
BUCOKOTIPHOT, ONisi LMTPOHEN0Ba, BOAA OYMLLEHA.

JlikapcbKa hopma. ensb.
OCHOBHI (hi3MKO-XiMi4Hi BNaCcTMBOCTI: Npo30puii abo MyTHYBaTWiA, 0AHOPIAHWIA, 6e36apBHOI0 ab0 YKOBTYBATOr0 KOMbOPY refb 3 XapakKTePHMM 3anaxoM.

dapmakoTepaneBTUYHa rpyna. 3acobu s MiCLEBOro 3aCTOCyBaHHSA Mpu 6010 y cyrnobax Ta m’s3ax. Kog ATX MO2A X.

dapmMakosoriyHi BnacTmeOCTI.

dapmakogyHamika.

Oumetnncynshokeng (AMCQO)

OMCO unHUTL MpoTU3anasibHy, MICLEBY 3HeO0M0Ba/IbHY Ta NPOTMHAOPSAKOBY Ait0. MpoTusanasibHa Aif IPYHTYETLCA Ha KiIbKOX (hapMaKoMoriyHMX eqekrax,
OCHOBHUM 3 SKMX € iHaKTUBaLisi FiAPOKCUNbHUX paanKanis, SiKi Npu 3ananeHHi yTBOPHOKTLCSA Y BENNKI KiNbKOCTI Ta NPU3BOASATL A0 PYNHYBaHHS TKAHUH.

AMCO unHUTb MicLeBy 3HEOONOBANIbHY A0, 3HVKYHOUM LWBWAKICTL NPOBEAEHHS 30YKYBa/IbHUX iMNY/LCIB Y NepudepuyHnX HeilpoHax. MpoTuHabpskosa fist
MOSACHIOETLCA IHAKTMBALIEKD TiAPOKCU/IbHUX pafuKaniB Ta MOKpalleHHAM BHACMIAOK LbOro MeTaboflivyHMX NpoLeciB B 0Ocepeaky 3anasieHHs. YacTkoBo
BIAMNOBIfa/IbHMMM 3a Lie € TaKOX rirpockoniyHi Bnactusocti AMCO.

CenapuH

"enapvH KOHKYPEHTHO MpPUrHiYye akTUBHICTb TiaslypoHifasu, Wo, Y CBOK Yepry, 3anobirae HagMipHiin gereHepauii Crony4yHOI TKaHWHW MpW 3anaieHHi. Takum
YMHOM TenapuH 34iINCHIOE NPOTU3anaibHUI edheKT Ta CNpuse 3aroeHH0. Kpim Toro, renapuH YHUTL [0303a/1eXKHY aHTUTPOMOOTUYHY Ait0, 3HAYHO 36i/bLUYHOYM
iHri6yrouniA BNIne aHTMTPOMGIHY |11 Ha akT1BaLito NPOTPOMOIHY Ta TPOMOIHY.

JekcnaHTeHon

Mpy MicLEBOMY 3aCTOCYBaHHI [eKCMNaHTEHO/ NepeTBOPHOETLCA Y LIKIPi HA NaHTOTEHOBY KUCNOTY — BiTaMiH rpynu B. [lekcnaHTeHON Mae Taky camy 6ioforiyHy
e)eKTMBHICTb, AIK | MAHTOTEHOBA KMC/OTa. [NaHTOTeHOBa KMCNOTa, AKa BXOAUTb A0 CKNagy KOepMeHTY A, B YCIX TKAHUHAX BCTYMAaE Yy Pi3HI peakLii yTBOPEHHS Ta
po3nagy Ta Crpusie NPOXOMKEeHHIO NPOLECIB pereHepawii Npu 3aroeHHi paH Ta enitenisaii.

dapmakoKiHe TVKa.

Avmvetnncynsgokens (AMCO)

AMCO npucyTHIl y nna3mi KpoBi NHOANHY SK NPUpoHa CybcTaHLUis Y KOHUeHTpauii nprn6nunsHo 40 Hr/mn. Micns ogHopa30Boro HaHeceHHs 1,5 r rento [1onobeHe Ha




noBepxHo LWKipyn nnoweto 400 cm2 AMCO BCMOKTYETHCA 3 Mepiofom Hanisposnagy 3-4 rogvHu. Yepes 6 roauH nicng anfikauil KOHUEeHTpauis y nnasmi Kposi
pocdarae nnarto (npnbnmsHo 120 Hr/mn) Ta 36epiraeTbCA Ha LbOMY PiBHI A0 12 roguH nicna annikauii. Mepiog HaniseusegeHHS AMCO 3 niasmu KpoBi CTaHOBUTb
11-14 roamH. Yepes 60 rogunH nicns annikawii 3HOBY OCAraeTbCs eHA0MreHHa KOHLEHTpaLis y nna3mi KpoBi.

12-25% AMCO B/BOAUTLCS MPOTArOM nepunx 24 rogunH 1a 37-48% — NpoTArom 7 AHIB i3 ceyeto y He3MiHeHoMy Burnaail sk AMCO abo y BUrisai OCHOBHOMO
metabonity - gumetuncynstoHy (DMSO»,). 3,5-6% Big 3arasbHoi fo3v AMCO BMAMXAETLCA NereHAMn MpoTAroM 6-12 roAvH nicns annikauii 'y Burnsgi

anmetuncynsgigy (AMC).

CenapunH
MPOHMKHEHHSA renapyHy Yepes 3L0POBY LUKIpY 34IACHIOETLCA 3a/1€XKHO Bif, 403YBaHHSA Ta NiATBEPLKEHO A/1s f03yBaHHSA Big 300 MO/r. daHi Wwofo hapmMakoKiHeTUKN

renapviHy nicns 1oro HaHeCeHHs Ha LLKipY BifCYTHI.

JeKcnaHTeHon

[leKxcrnaHTeHON BCMOKTYEThCS LUBWALLE, HiXXK NAaHTOTEHOBA K1cnoTa. LLIBMaKe BCMOKTYBaHHS AeKCnaHTeHo1Y 6y/10 NiATBEpAXEHO eKCnepuMEHTasbHO.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHS.

[onobeHe, renb, 3aCTOCOBYHOTb 3 METOHO NIKYBaHHS:

— TpasM (Y TOMY YMC/li CMOPTUBHUX), FEMATOM, YLUKOAKEHb M’A3IB, NepiapTUKYNAPHUX CTPYKTYpP abo cyrnobis (6e3 yparkeHHS LKIpK);

— TEHAVHITIB Ta TeHAOBAriHIiTIB, 6YpCUTY, N1E40NI0NATKOBOI0 NePiapTPUTY Ta enikoHAMANITY nseyva (MaTonoriyHa 0CHoBa K/iHIYHOIo CUHAPOMY «/1iKOTb TEHICUCTa»);
— FOCTPOI HeBpaJIrii.

MpoTunokasaHHs.

FinepuyTnmBICTb J0 6YAb-AKUX KOMMNOHEHTIB Npenaparty; BUPaXXeHi MopyLIeHHA (hYHKLUIT NeviHK/ Ta/abo HMPOK; BpoHXiasibHa acTMa; HecTabiflbHa remofvHamika,
BUPaXXEHI MOpPYLUEHHS 3 6OKY CepLeBO-CYAUHHOT CUCTEMU (BMPaXKeHa CTEHOKapAis, iH(apKT MioKapaa, iHCY/bT, BUP&XKEHWUI 3arafibHWUIn aTepockiepos); TPogiyHi
BUPa3KWM Hir, L0 KPOBOTOUaTb, BIAKPUTI Ta/abo iH(iKoBaHi paHu, remopariyHuii giates, nyprypa, TPOMO0oLMTONEHIsS, reMoqinis, CXUMbHICTb [0 KPOBOTEY; KOMATO3HI
CTaHu, rnaykoma,katapakra; CyMiCHe 3aCTOCYBaHHA 3 NIKapCbKMMM 3aC06amMu, WO MICTATb CYNiHAAK; Nepioj BariTHOCTI abo rofyBaHHsA rpyaato.

B3aemogis 3 iHLUMMK NiKapcbKMMKM 3acobamm Ta iHLLi BUAW B3aEMOAINA.

OfHoYaCHe 3aCTOCYBaHHS IHWWX MICLEBUX JIKAPCbKUX 3acC00iB MOXe CynpOBOLXKYBATWUCA TMOCUIEHHAM TXHbOT abcopbuil. Y 3B’A3Ky 31 34aTHICTIO
ANMETUNCYNbOKCNAY NOCUOBATK K CNeunivyHy aKTUBHICTb, TaK | TOKCUYHICTb AeAKUX NiKapcbKMX 3aco6iB Cnif YHWKaTW OAHOYAaCHOr0 HaHECEHHS IHLINX
NIKapCbKMX 3ac006iB A/11 MICLLEBOr0 3aCTOCYBaHHS.

MpenapaT [0no6eHe, WO MICTUTb AMMETUACYNb(OKCUA, HE MOXHa 3acTOCOBYBaTW i3 CyniHAAKOM (HECTEPOIAHWIA NpoTM3ananbHWUIA 3acib) 4Yepe3 MOXMBICTb
BUHUKHEHHS TSXKKMX TOKCUYHNX peakLii (nepudepnyHoi Herponaril).

3acTocyBaHHA renapuHy MoXKe CrpUSTU NOAOBXEHHIO MPOTPOMOIHOBOr0O Yacy y XBOPWUX, SKi 3aCTOCOBYHOTb NMepopasibHi aHTUKOarynsHTu. Qumetuncynbhokcug,
NMOCU/KOE Ait0 eTaHoNy (a/fIkoronb rajibMye BMBEAEHHS Npenapaty) Ta iHCYNiHY, KUCNOTU aueTunicaniynioBoi, 6yTafioHy; npenapaTiB guritanicy, XiHiguHy,
HITPOrNiLepuHy, aHTUGIOTUKIB (CTPENTOMILUHY, MOHOMILMHY TOLL0), CEHCMOBINI3YE OpraHiaM [0 3ac06iB A1 HApKO3y.

Oc06/1MBOCT i 3aCTOCYBaHHSI.
JlonobeHe He cnif, 3aCTOCOBYBATU NaLieHTaM, Y SKUX MOXe ByTu anepris Ha AuMeTUncynbokcug Ta/abo renapuH (anepris B aHaMHesi).



MpenapaT MiCTUTb i30MNPONINOBMIA CNUPT, TOMY 418 YHUKHEHHA 60MH0UMX peakLii Moro He Cnif HAHOCUTK Ha CN30Bi 060I0HKK, BIAKPUTY paHOBY NMOBEPXHIO abo
YLIKOKEHY LUKipY (Hanpuknag, nicns onpoMiHIOBaHHSA, NpU AepMaTuTax, epmaTosax, nicnsonepawinHmx pyousx, onikax).

IHWI nikapcbKi 3ac06M He CNif HAHOCUTWU Ha 06PO6/MEeHI AINAHKW LUKIPU MPOTAroM KiNbKOX roAuH nepeq annikauieto rento [lonobeHe Ta nicnd Hei. 3 MeTOH
3anobiraHHs NosBM HebaxXaHNX eqpeKTiB npenapat HeoOXi4HO HAHOCUTM Ha OYMLLIEHY Bif THLLMX NiKapPCbKMX 3ac06iB, KOCMETUKN i 3a6pyAHEHb LWKipY. Cnifg YHUKaTH
noTpanisaHHA B Oui.

HaHeceHHs AUMeTUNCYNb(OKCUAY MOXE CIPUUYMHUTY PO3BUTOK (POTOCEHCUOINI3aLii. Y 3B’A3KYy 3 LM NPUW 3aCTOCYBaHHI rento [JonobeHe cnig yTpumMyBsatucs Bif
3acMaraHHs Ta BifiBiflyBaHHA conapito. MNpw nosBi peakLiin rinepyyTInBOCTI 3aCTOCYBaHHA NpenapaTty cif NpunuHUTK. Mpenapart He cnif 3aCTOCOBYBAaTY NalieHTam
i3 CUCTEMHVM YEPBOHVM BOBYAKOM.

3acTocyBaHHs y nepiog BariTHOCTI abo rofyBaHHA rpyagato.

Mosigomnanocs, Npo NOTeHLinHWIA TepaToreHHUiA Bnanme AMCO y TBapuH.

JocBify 3acTocyBaHHS AMMETUICYIbPOKCUAY BariTHUM XXiHKaM [0 LbOro yacy HefocTaTHbO, TOMY 3acTOCyBaHHS [JonobeHe y nepiof BaritTHOCTI abo rofyBaHHS
rPyAAH0 NPOTUMOKa3aHe.

AvimeTnncynboKcna NPOHMKAE Y FpyaHe MOIOKO, TOMY 3aCTOCyBaHHS [10n106eHe y nepiog rofyBaHHsA rpyaato npoTunokasaHe.

34aTHICTb BNAMBATY Ha WBMAKICTb peakLii npy KepyBaHHi aBTOTPaHCNOpPTOM abo iHWMMKU MeXaHi3mamu.
CneujanbHuX gocnifpkeHb WoA0 BNAnBY [l0n106eHe Ha 34aTHICTb KepyBaTW aBTOTPAHCMOPTOM Ta MpautoBaTy 3 iHWMMM MexaHismamy He MpoBoAmnock. Mpote
BiZlOMO, W0 [lonobeHe 34e6i/1bLIOro He BMN/INBAE Ha 34aTHICTb KepyBaTy aBTOTPAHCMNOPTOM Ta MpawoBaTty 3 iHWUMU MexXaHi3Mamu.

Cnoci6 3acTocyBaHHs Ta [03W.

["e/lb HAHOCUTWN TOHKMM LUAPOM (HanpuKag, CMYXKY refito JOBXUHOK 3 CM 3aCTOCOBYBATU ANS AINAHKM, PO3MIpPW AKOT BiAMNOBIAaOTH NMPOEKLii KOMIHHOIO Cyrnoba)
Ha ypaKeHi OiNsHKK Ta/abo HaBKoMO HUX (Npu cagHax). enb He MOTPIGHO BTMPATKU, MOr0 Cif HAaHOCUTWM OBGEPEXHO | PIBHOMIPHO PO3MOAINATA MO BCI NAOLL
ypaxkeHHs. [Mpoueaypy nosToproBath 1-2 pasn Ha AeHb.

Mpn HaknagaHHi NoB’A30K 3 [o0n06eHe 3aCTOCOBYBATW MOBITPONPOHWUKHUIA MepeB’s3yBa/ibHUI MaTepian. MoB’A3Ky HaknafatoTb MICASA NPOHWKHEHHS 6inbLuoT
4aCTMHW reto Yy LWKIpY | BUNapoByBaHHSA CNUPTY, L0 BXOAWTL [0 CKNafy npenapaty (To6To Yepes Kiflbka XBUIUH).

Mpy BHeCeHHI MpenapaTy LWasxXoM ioHO(ope3y refib HAHOCUTU Mif, KaToZ, BPaxoBYHUM aHIOHHI BNacTUBOCTI renapuHy, Lo BXOANUTL A0 cknagy JlonobeHe.

Mpn thoHohopesi npenapar 3a paxyHOK CBOTX A06pPMX KOHTaKTHWX BNacTUBOCTEN i BMICTY aKTUBHUX PEYOBWH [OMOBHIOE (i3ioTepaneBTUYHY Ait0 YNbTPa3ByKOBUX
XBW/b.

TpuBanictb Kypcy NlikyBaHHS renem [Jono6eHe BM3HAYaE Nikap iHAMBIAYabHO, 3a/1EXKHO Bif, THXKOCTI Ta nepebiry 3axBOptOBaHHSA, a TaKOX Bif eeKTUBHOCTI
Tepanii.

aiTn.
Mpenapat He NpU3HaYaTy A4iTAM Yepe3 0OMEXEHWI AOCBIA 3aCTOCYBaHHS.

Nepepo3yBaHHA.
Mpu 3acTocyBaHHiI [lo106eHe BUMNaAKiB Nepefo3yBaHHSA He CNoCcTepiranocs.
MoBigoOMAANOCSA NPO MOCUNEHHSA MPOSABIB reMaToMu Ta NiABULLEHHS PU3MKY BUHUKHEHHS KPOBOTEYI NPW 30BHILLHLOMY 3aCTOCYBaHHI renapvHy y fo3i 6inb Hix 180



000 MO. KuLkosa abcop6Liisi renapyHy € He3HauHO, TOMY 03HaKU Nepeo3yBaHHS MpU ioro BUMaaKoBOMY NPOKOBTYBAaHHI € MafloiMOBIpHUMM.

Mo6iyHiI peakuil.

3 60Ky iMYHHOT cCTeMW: aneprivHi WKipHI peakLii, B OKpeMUX BUMALKaX MOX/IMBI anepriyHi peakLii HeranHoro Tuny, Taki K Kponue’sHKa Ta Habpsk KBiHKe.

3 60Ky CepLEeBO-CYyANHHOT CUCTEMI: B OKPEMUX BMNALKax NPW HAHECEHHI Ha BENKI AINAHKM LUKIPY MOXIMBI NOPYLLEHHS 3 6OKY cepus (MPUYMHHO-HACNIAKOBUIA
3B’S130K HE BU3HAYEHWA).

3 OOKy [OuxasbHOT CUCTEMU: B OKPeMUX BUMAAKAaX MNPW HAHeCeHHI Ha BefWKI [LINAHKM LIKIPU MOX/MBI MOPYLUEHHA 3 60KY [AMXabHOI CUCTEMU
(NPVMYMHHO-HACNIAKOBWIA 3B’130K HE BU3HAYEHWIA).

3 60Ky LUNYHKOBO-KMLLKOBOrO TPakKTYy: TUMYacoBWUiA 3anax 4YacHWUKY 3 poTa (3yMOB/IEHWUI [Ai€t0 AUMETUNCYNbdigy — MeTabonity AUMeTUNCYNbMOKCUAY); 3MiHa
CMaKOBMX Bif4yTTiB, O MWHAE MPOTArOM Ki/IbKOX XBU/IMH; B OKPEMUX BUMNafKax Mpu HaHeCeHHI Ha BeNVKI AINAHKN LWKIpU — po3nagn 3 60Ky LUIYyHKa, HyAoTa,
6ntoBaHHS, fiapes, 3anopun abo aHopekcis (MPUYMHHO-HACNIAKOBWIA 3B’ 30K He BU3HAYEHWIA).

3 6OKy LUKipW: peakLii (hoTo4yTIMBOCTI.

3aranbHi NopyLeHHsa: epuTeMa, CBepbIX, MeYiHHA, NyXMpi, KPONMB’AHKa Yy MicLi HaHeceHHs. Lli peakuii 3a3BMyail 3HUKalOTb NPOTATOM JliKyBaHHSA. B iHLWOMY
BUMAAKY — 3aCTOCYBaHHS Mpenapaty Cnif NpUnNuHUTA. B OKpemMux BMNafkax NpW HaHECEHHI Ha BenWKi AiNSHKU LUKIPW MOXMBI NiABMLLEHA BTOMIOBAHICTb,
rON0BHWI 6iflb, 03HO6 (MPUYMHHO-HACNIAKOBWIA 3B A30K HE BU3HAUYEHWIA).

3yMOB/eHi Aiet0 AUMeTUNCYNb(OKCHAY: 3anaMopoYeHHs, 6e3COHHS, afuHamis, gepMaTuTK, GpoHXocnasm, 6/1H0BaHHS.

3yMOB/EeHI fi€to feKcnaHTeHoNY: KOHTaKTHUI AepMaTuT, aneprivyHuii JepMaTuT, eK3ema, BUCUMNaHHA, NOAPa3HEHHS LKIpK.

3ymoBfeHi fieto renapuHy: NpunyxnicTb LUKIpKW, WKIPHWIA BUCUN, reMoparii, iIHOLI — BAHUKHEHHS HEBENIMKMX MYCTY/, NyXupLiB abo Myxupis, LLO WBUAKO MUHAKOTb
nicna NPUNUHEHHS 3aCTOCYBaHHSA Npenapary.

TepMiH NpUAATHOCTI. 3 POKMU.

YMmoBu 36epiraHHsA. 36epiratv npy TeMnepatypi He BuLle 25 °C. 36epiratny HeOCTYNHOMY 415 AiTeiR MicLi.
YnakoBKa.llo 20 r a6o 50 r, a6o 100 r rento B Ty6i. Mo 1 Ty6i B KOpOOLi.

KaTteropis Bignycky. be3 peuenTa.

BupobHuk. Mepkne F'm6X.

Micue3HaxomMkeHHS BUPOOHMKaA Ta afpeca Micua NpoBafKeHHS MOro 4isiNIbHOCTI.
NMoggir-Mepkne-LLTtpacce 3, 89143 bnay6oiipeH, HimeuunHa.



