IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

®ACTYM® T'EJIb
(FASTUM® GEL)
Cknao:
Oitoua pevosuHa: ketoprofen;
1 r remo mictuth Ketonpodeny 0,025 r;

donomidcHi peyoguHu: Kapbomep, eTaHon 96 %, HEPOJIieBUM apoOMaTU3aTOP, TaBaHIUHOBUHI
apoMaTHU3aTop, TpHeTaHOlIaMiH, BOfla OUUILEeHa.

JlikapcbKa ¢popma. ['enb.

OcHo8HI (i3uko-ximiuHi 81acmueocmi: Teflb CIU3UCTOI KOHCUCTEHIIi], 6e30apBHUM ab0 MalixKe
IIPO30PHUH, 3 APOMATHUM 3alaxOM.

dapMakoTepaneBTHYHA rpyma.

HecTtepoigai npoTtu3ananbHi 3aco0u Ajis MiciieBoro 3actocyBanHsg. Kog ATX M02A A10.

dPapmako102iuHi 8 1acmueocmi.
®apmakoduHamika.
KetompodeH YMHUTH IPOTH3aNaabHy Ta aHaITeTUYHY [ilo.

KeTonpodeH, 1110 MiCTATBCA Yy BifiIOBIiTHOMY HAIIOBHIOBaYi, Yepe3 IIKipy AOCSATa€E 30HU 3alaleHH i
TaKMM YMHOM 3abe31eyye MOKIIUBICTh MIiCI[EBOTO JIiKyBaHHS ypaxKeHb CyTyI00iB, CyX0XKHUJIb, 3B’ I30K
Ta M’s13iB, III0 CYIIPOBOMXKYIOTHCS OOTLOBUM CUHAPOMOM.

dapmaxoKiHemuxka.

BcMoOKTyBaHHS JTiKapChKOT0 3ac00y, HAHECEHOTO Ha LIKipy, Y 3arajbHuiM KPOBOTOK IPOXOAUTH AyxkKe
noBinbHO. [Tpu HaHeceHHi Bifg 50 mo 150 Mr KeTonpodeHy KOHIIEHTpPALlid [il040l PEYOBUHY Y IJIa3Mi
KpoBi yepe3 5-8 rogus craHoBuTh nuie 0,08-0,15 MKr/mit.

KriniyHi xapaKTepHCTHKH.

IToka3auHs.



[TocTTpaBMaTyHuY 0iNb y M’'sI3aX Ta cyriodax, 3amajeHHs CyX0XKUJIb.

IIpomunoka3aHHs.
OACTYM® I'EJIb npoTUIIOKa3aHU¥ y TaKUX BUANIALKAX:

HasBHiCTh B aHaMHe3i rinepuyyTauBOCTi 10 6yab-9KOI i3 HOMOMIXKHUX PEUYOBUH JTiKapChKOT0
3aco0y.

HasiBHiCTh B aHaMHe3 peakilil (GOTOYYTIUBOCTI.

Bimomi peaxiiii rinepyyTnuBOCTi, HAaIPUKJIaf CUMIITOMM aCTMHU, aJlepPridyHui PUHIT Ta
KPOIKMBHMUIISA, 1110 BUHUKJIIK IIPX 3aCTOCYBaHHi KeTonpodeny, heHodibpaTy, TianpodeHoBOi KUCIOTH,
alleTUIICATIIMI0BOl KUCIOTH ab0 iHIIKMX HECTEePOIAHUX IPOTU3ananbHuxX npenapatiB (HIT3II).

HasiBHiCTH B aHaMHe3i IIKipHUX MIPOSBIB ajepril Mpu 3aCTOCyBaHHI KeTONPOo(deHy,
tianmpodeHoBoi KucnoTtyu, herodiopaty, YP-6;10KaTOpiB UM iHIMX mapPyMepHUX ITPOAYKTIB.

BIUTHB COHSIYHHUX IPOMEHIB, HaBiTh y BUIJISAi pO3CistHOro CBiT/Ia 4H Y®-
OIPOMiHEHHSI B COJISIPil I/ YacC JIiKyBaHHA i MPOTAroM ABOX THXKHIB IiCJIsI HOTO
NPUNHHEeHHs (IUB. po3ai1 «0co0/IHBOCTi 3aCTOCYBaHHSI»).

HaHeceHnHs Ha 1IKipy 3 NATOJIOTIYHMMU 3MiHAMU, TAKUMU K JepMaTo3, eK3eMa YU aKHe, Ha
ingikoBany mkipy a6o Ha BiIKPUTi paHuU.

HaHeceHHS Ha LIKipy HaBKOJIO OYei.

TpeTiit TpUMeCTp BariTHOCTI (IUB. PO3MiN «3aCTOCYBaHHS Y Iepiofd BariTHOCTI abo rogyBaHHS
TPYAOIO»).

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodili.

Hisxux B3aemoiit npenapaty ®PACTYM® T'EJIb 3 iHmuME NTiKapChKUMHU 3aCo00aMy He
criocTepiranocs. BlaeMomis MamoiMOBipHa, OCKiTbKY KOHIIEHTPAIlig B CUPOBATIIi MiCJII MiCI[eBOTO
3aCTOCYBaHHSA HU3bKA. [MM He MeHIlle, peKOMEHI0BaHO CIIOCTePiraTy 3a CTAHOM IIAl[i€HTIB, Kl
OTPUMYIOTH JIiIKyBaHHS i3 3aCTOCYBaHHSIM IIOXiTHUX KyMapHHY.

Oco06.1ue8ocmi 3acmocyeaHHsi.

O®ACTYM® T'EJIb 3 06epexHICTIO CIIif] 3aCTOCOBYBATH XBOPUM i3 CEpIeBOI0, IIEYiHKOBOK a60
HUPKOBOI HeoCTaTHICTIO. bynu onucasi IOBiTOMIIEHHS IIPO ITIOOAVHOKI BUITaAKU CUCTEMHUX
no0iYHUX peakllili, IOB’I3aHUX 3 YPaxKeHHSIM HUPOK.

3acToCyBaHHSA Teflio He CJIif CyMilllaTH i3 HOCIHHAM OKJII03iMHOI II0B’I3KH.

I'enb He TOBUHEH KOHTAKTYBaTH i3 cmn3oBUMHU 000TIOHKAMM Ta 0YHMa.



MicueBe 3aCTOCYBaHHS BEJIMKOI KiIbKOCTI IIpeliapaTy MOXKe IPU3BOAUTH 0 TaKNUX CUCTEMHUX
e(exTiB, fK, HAIpUKIIa rinepuyyTIuBiCTh Ta GpOHXialbHa acTMa.

3acTocyBaHHSs, 0COOIMBO MPOTSATOM TPUBAJIOTO Yacy, IpemnapaTiB Ay MiCIIEBOTO 3aCTOCYBaHHS MOXKe
BUKJIMKATH SBHUIIA ceHcubinmisamii abo miciieBoro mompa3HeHHS.

Y pasi mosiBu MOYEPBOHIHHS JTiIKYBaHHS CJIifl TPUITUHUTH.

[Tpu po3BUTKY OyAb-sIKUX IIKIPHUX peaklliii, y TOMy YKCJIi I0B’g3aHUX i3 CyIyTHIM 3aCTOCYBaHHIM
3aco00iB, 1[0 MICTAATh OKTOKPUJIEH, JIIKyBaHHS TeJIeM CJIii HeraHO IPUIUHUTU (OKTOKPUJIEH
-IOTIOMiKHa PEeYOBHHA, 110 BUKOPUCTOBYETHCS [ NTONEpefKeHHs GoToferpanaliil KOCMETUYHUX
3aco06iB i 3ac00iB 0COOUCTOI TirieHH, TaKUX SIK IIAMITYHi, JIOCBHOHM TiC/st OPUTTS, Tei A Jymy i
BaHHU, KpeMHU [JIs LIKipy, TyOHa nomMazna, KpeMu IIPOTH CTapiHHS, 3aC00u [ 3HATTI MaKisixky Ta
JIaKU OJIS BOJIOCCS).

ITix yac JiKyBaHHSI Ta MPOTSATOM 2 THXKHIB IiC/Isi HOT0 3aBePIICHHSI PEKOMEHAYEThCSI
HOCHTH O[T, IKHH 3aKPHUBA€E IUISTHKY HAaHECEHHsI, I/Is1 YHUKHEHHsI (OTOUyTIMBOCTI.

[ITopa3y micnst KOXKHOTO HaHEeCEHHS JIiIKapChKOTo 3aco0y CIIifl peTelbHO MOMUTH PyKU. He MoxkHa
[IepeBULIYyBaTA PEKOMEHI0BaHy TPUBAJIICTD JIIKyBaHHS, OCKIJIbKY i3 IIJIMHOM 4YacCy 3p0CTa€ PU3UK
PO3BUTKY KOHTAaKTHOTO JIePMATHUTy Ta Peakliidl POTOUyTIUBOCTI.

[MauieHTH, sIKi XBOPilOTh Ha aCTMY Y ITOEAHAHHI 3 XpOHIYHUM PUHITOM, XPOHIYHUM CUHYCUTOM Ta/abo
0JTiMaMyu HOCa, MaloTh OibIl BUCOKMY PU3UK BUHUKHEHHS ajepril Ha acmipuH Ta/abo HecTepoigHi
IPOTH3amnabHi 3aco0u, HiXk pellTa HaceJeHHs.

3BUKAHHS [10 JIIKapCchKoro 3acoby ®PACTYM® TEJIb He pO3BUBAETHCH.

[TauieHTH OUTSYOTO BiKy: Oe3meKa Ta epeKTUBHICTh 3aCTOCYBaHHS KeTonpodeny y hopmi remo y
OiTel He BCTAHOBIIEHI.

3acmocysaHHs y nepiod eazimHocmi abo 200y8aHHA 2py0010.

Kniniuni maHi moao nikapcbkol GopMU Oy MiCLIeBOTO 3aCTOCYBaHHS BiACyTHI. Hux4yeHaBeneHi
pPeKOMeHpalil I'PyHTYIOThCS Ha AaHUX, 10 CTOCYIOTHCS JIIKapChKUX (POpPM [Jid CUCTEMHOTO
3aCTOCYBaHHS.

Bazimuicmo.
ITepwuti ma Opyauti mpumecmp 8az2imHocmi.

Ockinbku mociigkeHHs: 6e3MeKN 3aCTOCYyBaHHSA KeTONPOo(heHy y BariTHUX KiHOK He IPOBOJUIINUCE, IIif
Yyac MepLIoro Ta APYyroro TPUMECTPIB BariTHOCTI CJIii YHUKATH UOT0 3aCTOCYBaHHS.

Tpemili mpumecmp 8azimHocmi.

[Tig yac TpeTbOTO TPUMECTPY BariTHOCTI yCi iHTiIOITOPM CUHTE3Y MPOCTarjaHOUHIB, BKITIOYAI0YH
KeTOIPO(deH, MOXKYTh IPU3BOAUTH O TOKCUYHOIO YPaXXeHHS CepPLeBO-CYAIUHHOL CUCTEMHU Ta HUPOK Y
n107a.

Hanpukinii BariTHOCTI SIK y MaTepi, Tak 1 y JUTUHU MOXKe IIOA0BXUTUCS Yac KPOBOTeYi. Y 3B'43Ky 13
IIIM 3aCTOCYBaHHS KeTONpPoQeHy NPOTUIIOKAa3aHO Iifl 4YaC TPeThOT0 TPUMECTPY BariTHOCTI.



3actocyBanHsa HII3II Moxke TaK0XK BUKJIMUKATU 3aTPUMKY POLIB.
I'odysaHHA 2pydoro.

[laHi Ipo MPOHUKHEHHS KeTOoNpo(deHy Py KOro MiCIeBOMY 3aCTOCYBaHHI ¥ MOJIOKO MaTepi BiICYTHi.
[Ticns cucTeMHOTO 3aCTOCYBaHHA Cligyu KeTonpodeHy Oynu BUSBIEH] B MOJIOII MaTepi. 3aCTOCyBaHHS
KeTonpodeHy MaTepsM, sIKi TOAYIOTh TPYALI0, HE PEKOMEHIYETHCS.

[IpoTsrom meporo Ta ApPyroro TPUMeCTPIB BariTHOCTI 1 IIif] Yac roAyBaHHs IPYALI0 IIpernapaT
®ACTYM® T'EJIb crif 3aCTOCOBYBATH JIMIIE IIiCIsA KOHCYJIbTAIil 3 JTiKapeM i micis CIiNbHOI OLiHKH
CHiBBiIHOIIEHHST KOPUCTH/PU3UK ¥ KOXKHOMY OKPEMOMY BUIIAAKY. Y pa3i BiporigHoi abo 3amnaHOBaHOl
BariTHOCTI Ilepef 3aCTOCYBaHHAM LIbOI0 IIpernapaTy 3BepTauTech 3a [0Pafok Ao JiKaps.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexdaHismamu.

Hesgigomo.

Cnocid 3acmocyeaHHsi ma do3u.

Tenb Cy1if HAHOCHTH TOHKUM ImapoM (3-5 CM) Ha ypaxeHi minsgHku Big 1 mo 3 pasiB Ha mo0y, a
IJIS1 KPallloro MPOHUKHEHHS 3aCTOCYBaTH JIETKi MacaxHi pyxu.

Himu.

Besneka Ta eeKTUBHICTb 3aCTOCYBAHHS T'ejIi0 KETOIIPOGhEHY [/s OiTel He BCTAHOBJIEH.

Ocobaugi 3acmepedicHi 3axo0u w,000 ymuaizauii ma iHwoi ekcnayamauii.

BinKpuTTs M’SKOI amoMiHieBOl TyOH: BiTKPYTUTH KOBIIQ4YOK Ta IIPOKOJIOTH ajIloMiHieEBy MeMOpaHy
HaKOHEYHUKOM, PO3TalllOBaHMM Ha 30BHIIIHIA YaCTUHI KOBIAYKa.

[TinroToBKa [0 3aCTOCYBaHHS TYOM 3 103aTOPOM: fieKijlbKa pa3 HaTUCHYTU KPUILKY H03aTopa Yu
BIAQBUTU BCEPENUHY OCHOBY TyOU [0 MOSBU refiio. [Ipy 3acToCcyBaHHI Ty0y peKOMEHIYETLCSA TPUMATH

B TOPHU30HTAJIBHOMY MIOJIOKEHHI.

Ilepedo3yeanHsi.

[Ipu MiciieBoMy 3aCTOCYBaHHI Iepefo3yBaHHs MaJO¥MOBipHe. BpaxoByouu HU3bKUN PiBEHD
KeTonpodeHy B Ia3Mi KpoBi y pa3i HaHeCEeHHS Ha IIKipy, sSBUIIla Iepeno3yBaHHs MOXKYTb OyTH
BUKJIIOYeHi. [Ipy BUIIafIKOBOMY ITPOKOBTYBaHHi I'eJTI0 MOXKYTb PO3BUHYTUCS CUCTEMHI MOOivHi [il,
BHAPaXEHICTh SKUX 3aJIeKUTh Bif KiIbKOCTI IIpenapary, KA TPOKOBTHYIU. B 1[ux BUIafKax Cif
IIPOBOOUTH CUMIITOMATUYHE 1 MiATPUMYyIOYe JIIKYBaHHS, K IIpU IIepefo3yBaHHi IPOTU3alaIbHUX
3aco00iB, 110 3aCTOCOBYIOTHCSI BCEPENUHY .



ITo6iuni peakuii.

4k i yci mikapceki 3acobu, O®ACTYM® T'EJIb MoXe CIpUYMHATH I00iYHi Aii, X04a BOHK PO3BUBAIOTHCS
He Y KOXKHOTO.

4K iy inmmux nikapchkux 3aco6iB [y MiCIIEBOTO 3aCTOCyBaHHS, HebaxaHi eheKTH MOKYTh
BUHUKHYTH Ha IKipi. Bysu moBimoMneHHS mpo MiclieBi MKipHi peakiii (HarnpuKiag epuTteMa, cBepbix
Ta BIAYYTTS EUiHHSA), SKi Aajli MOXYTh PO3MOBCIOXKYBATUCS 3a MEXIi OiITHKYA HaHEeCEeHHS
JIiIKapChKOT0 3aco0y i B IesIKMX BUTIAOKaxX MOXYTh OYTH TSIXKKUMHU Ta HaOyBaTu reHepai30BaHOTO
XapakTepy (Hanpukiap Oynab03Ha YU GIIKTEHYIsIpHA €K3eMa), Y Aofady A0 pPeakllii rinepyyTauBoCTi
i mKipHUX peakii (GOTOUYTIUBICTS).

YacTtoTa Ta CTyniHb TAKKOCTI IIUX e(eKTiB 3HaYHO 3MEHIIYIOTHCS, SKIIO IIifl 4ac TiKyBaHHSA Ta
IIPOTSATOM [IBOX TH2KHIB IIiCJIA JIIKYBAHHA YHUKATH BIUIUBY COHAYHOTO CBITJIa, Y TOMY YUCIIl YHUKATH
BiIBilyBaHHS COMIAPIIO.

[ami cucremui eexTu HIT3IT: ix pO3BUTOK 3a/I€3KUThH Bifl TpaHCAEepPMasbHOI AUdy3il [iI040l peY0BUHHU
i, TaKMM YHUHOM, Bifl KiJIbKOCTi T'€Jli0, 10 HAHOCUTHCS, IIJIOII YpaxKeHHs, CTyIeHs IiTiCHOCTI LMIKipH,
TPUBAJIOCTI JTiKYBAHHS Ta BUKOPHUCTAHHS OKJTIO3iMHUX OB’ 30K (peakiril 3 60Ky TpaBHOI CUCTEMH Ta
HUPOK).

[Tpu anani3i He6axxauuX e(eKTiB YACTOTY BUHUKHEHHS MOOIYHUX peakiliii BU3HaYalu TaKUM YMHOM:
nyxe acTo (= 10 %), gacto (= 1/100, < 1/10), iromi (= 1/1 000, < 1/100); pigxo (= 1/10 000, <
1/1 000), oy=xe pigko (< 1/10 000), HeBimoMO (Ha OCHOBI HAsIBHUX JAaHUX OI[iHKA YaCTOTH
HEeMOKJINBA).

[TopyiiieHHS 3 O0KY iMYHHOI CHCTEMU

Hesigomo: anadinakTuyuHi peakirii, B ToMy 9uCi aHadimaKTUYHUN 10K, aHTiOHAOPSK, peakiiii
rinepuyTIUuBOCTI.

HopymeHHa 3 60K§Z IMIIYHKOBO-KUINMTKOBOT'O TPAKTY

[lyXe pigko: nenTvYHa BUpa3kKa, MITyHKOBO-KUIIIKOBA KPOBOTEYA, fiapes.
[TopyieHHs 3 00KV IIKipY Ta MigIKipHO->KUPOBOI KITiTKOBUHU
[Homi: micieBi mKipHI peakilii, Taki SIK epuTeMa, eK3eMa, CBepOixX i BigTUyTTs MediHHA.

Pigko: mepmaronoriuHi peakuii (hoTocercubinizariisi, 6yIb03HI BUCUTIY i KpONUB dHKA). TaxKYi
HeOaxkaHi peakilii, Taki K Oy/n1b03Ha 4u QIIKTeHyIIpHaA eK3eMa, 0 30aTHI pO3MOBCIOfXKyBaTUCA a0
Ha0yBaTH reHepasi30BaHOTO XapaKTePy, PO3BUBAIOTHCS BKPail PigKo.

[yXe pigKo: KOHTaKTHUY JepMaTur.
Hesigomo: OyIb03HMI IepMaTHUT.

[TopyieHHs 3 60Ky HUPOK TH CEYOBUBITHUX IISAXIiB

IyXe pigko: HUPKOBa HEeIOCTaTHICTL a0o MOTipIIeHHS CTaHy y pa3i HasgBHOCTI Takol. [loBigoMnsanoch
IIPO OKpeMi BUTIAAKK CHCTEMHUX MOOIYHUX peakilili, Taki K mopyueHHs 3 60Ky HUPOK.



[TanieHTH TOXUIIOTO BiKy 0COOIMBO CXMJIbHI 10 PO3BUTKY NMOOiuHMX peakuid Ha HIT3TI.
ITogidomaeHHs npo Modcausi nobiuHi peakuyii

[ToBimomneHHs mpo mob6iuHi peakiril micis peecTpallii TikapchbKoro 3aco0y MalOTh AyKe BaXKJIMBE
3HauYeHHA. BOHY [03BOJIAI0TE IPOAOBXKYBATHU CIIOCTEPEXKEHHS 3a CIIBBIHOIIEHHAM KOPUCTI I pU3UKY
IIPY 3aCTOCYBaHHI JIiKapChKOro 3acoly. [10 MpaliBHUKIB OXOPOHU 3[0POB’S 3BEPTAIOThLCA i3
IIPOXaHHSIM MOBiOMIIATH PO Oyab-sKi Mifo3pioBaHi mo6iyHi peakiiii.

Tepmin npudamHocmi. 5 POKiB.

He 3acTocoByBaTu JliKapChKui 3acib micyisg 3akiHuyeHHSsI TepMiHy NMPUAATHOCTI, 3a3Ha4YeHOro Ha
YIIaKOBII.

YMmoBH 30epiraHHsi.

CrnerianbHi yMoBY 306epiraHHs He BUMaraiThcs. 30epiraTi y HeqOCTYIIHOMY AJIS [iTei Miclii.

YnaxoBka.

Ty6a, 1o mictuts 20 r a6o 30 1, a6o 50 r, a6o 100 r remnio; KOHTEeHHED 3 MEXaHIYHUM [[03aTOPOM, III0
mictuth 100 r remo; 1 Ty6a abo 1 KoHTelHED Y KAPTOHHIN KOpOOIIi.

Kareropis Bigmycky. 3a perenTtom.

BupoOHHUK.

A. Menapini Manydaktypiar Jlorictikc e Cepsicec C.p.JI.

Micue3HaxoIKeHHsI BHPOOHHKA Ta MOr0 ajJpeca MicCIisi IPOBaKeHHsI Tisl/IbHOCTI.

Bia Cete Camuri 3, 50131 ®nopesntis (PI), ITanis.

3asABHHK.

A. MEHAPIHI Iapyctpie ®apmaueytuue Piynite C.p.JI.

Micue3HaxoKeHHsI 3asiBHHKA Ta ajJjpeca MicIisi IpoBaJ2KeHHsI HOro JisyIbHOCTi.



Bia Cete Camnri 3, 50131 ®nopenuis, Itamis.



