IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y

®ACTYM® I'EJIb
(FASTUM® GEL)
Bci uinu na npenapar ®ACTYM® I'EJIb Mo:kHa 3HaiiTH Ha caiiTi doc.ua

Cknao:

oioua peuosuna. Ketoprofen;

1 r remo mictuth kKerorpodeny 0,025 r;

OdonomidicHi  peuosunu. Kapbomep, eraHon 96 %, HepomieBHil apoMaTU3aTOp, JIaBaHIUHOBHIA
apoMaTu3aTop, TPHETAaHOIAMiH, BOJa OUMIIICHA.

Jlikapcbka gopma. 'enb.
OcHosHi  i3uko-ximiuni eracmueocmi: Tellb CIU3UCTOI KOHCHUCTEHINi, Oe30apBHMII abo Maibke
IIPO30PHIA, 3 APOMATHUM 3aIIAXOM.

dapmakoTepaneBTHYHA IpPyna.
Hectepoinni nporuzananeHi 3acodu /uis MicuieBoro 3actocyBanus. Kon ATX M02A A10.

Dapmakono2iuHi enacmueocmi.

Dapmarxoounamixa.

KeronpodeH unHUTh NpoTH3aNaIbHy Ta aHAJITE€TUUHY AiIO0.

KeronpodeH, 1mo MicTUTBCSA y BiANOBITHOMY HAIOBHIOBaYi, 4yepe3 MIKipy AOCSATAE 30HU 3arajeHHs 1
TaKUM YMHOM 3a0e3Iedy€e MOXJIUBICTh MiCIIEBOTO JIIKYBaHHS ypaxeHb CYTiI00iB, CyX0KUIb, 3B’ SI30K Ta
M’s131B, IIIO0 CYITPOBOIKYIOTHCS OOJILOBUM CHHAPOMOM.

Dapmarokinemuxa.

BceMokTyBaHHS JTiIKapChKOTO 3ac00y, HAHECEHOTO HA MIKIPY, Y 3aralbHUN KPOBOTOK MPOXOIUTH JTYKE
noBuIbHO. [Ipu HanecenHi Big 50 go 150 mr keronpodeHy KOHIEHTpallis AIF040i pEYOBHHH Yy TIa3Mi
KpoBi uepe3 5—8 roauH cranoBuTh juie 0,08—0,15 mMxr/mi.

Kuainiuni xapakrepuctuku.
Ilokaszannsa.
[TocrTpaBmMaTHuHui 611 y M’s3aX Ta cyrio0ax, 3amajJeHHs CyXOXKHIlb.

IIpomunokazanns.

OACTYM® I'EJIb npoTunoka3aHuil y TAKUX BHIAJKaX:

e HasBHicTb B aHaMHE31 MIEPYYTIUBOCTI A0 OyIb-AKO1 13 JOMOMIKHUX PEUOBUH JIIKAPCHKOTO 3ac00Yy.

e HasBHiCTh B aHaMHE3 peakilii (P OTOUYTIUBOCTI.

e Binomi peakii rinep4yyTIMBOCTI, HAPUKIIAJ CUMIITOMH aCTMH, QJIEPT1YHUIN PUHIT Ta KPONUBHUILA,
0 BUHUKIM TpU 3acTOCyBaHHI KeTonpodeHy, ¢eHodiOpary, TianmpoeHOBOI KHUCIOTH,
alleTWICATIIMIIOBOT KUCIOTH a00 IHIIMX HECTepOiNHuX npoTH3anaibHux npenapatis (HIT3IT).

e HasBHicTh B aHaMHe31 IIKIPHUX MPOSBIB ajieprii IpU 3aCTOCYBaHHI KeTonpodeny, TianpodeHoBoi
Kkucnotu, peHodidpaty, Y D-610katopiB yu iHIMKX MapHyMEepHUX MPOTYKTIB.

e BnuuB COHAYHMX NPOMEHIB, HABITh y BHUIJISIAI PO3CiAHOro cBiTiIa yn Y®-onpoMiHeHHsl B
coJisIpiil mix yac JiKyBaHHA i NPOTSArOM ABOX THKHIB Mic/isl HOro NpUNMHEHHA (IUB. PO3IiJi
«Oc00,IMBOCTI 32CTOCYBAHHS?).

e HanecenHs Ha mKipy 3 NaTOJOTIYHUMH 3MiHaMH, TaKUMU SIK J€pMaro3, €K3eMa 4Yd akHe, Ha
1H(iKOBaHY LIKipy a00 Ha BIIKPUTI PaHU.

e HaneceHHs Ha MIKipy HAaBKOJIO OYEH.

e Tpertiil TpuMecTp BariTHOCTI (OUB. po31ia «3acTOCYBaHHsS Y MepioJ BariTHOCTI ab0 TOAYyBaHHS
TPYAIIO»).
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B3aemodia 3 inwumu nikapcoKumu 3acobamu ma inuwii 6UOU 83a€MOOIIL.

Hisxux B3aemoniit npenapaty ®ACTYM® I'EJIb 3 iHmumMu TikapchbKMMH 3aC00aMH He CIIOCTEPIiranoch.
B3aemomisi manoliMOBipHa, OCKITBKM KOHIICHTpAIlisi B CHPOBATIIl IMICIS MICIIEBOTO 3aCTOCYBAaHHS
HU3bKa. TUM He MeHIIe, PEKOMEH/IOBAHO CIIOCTEPIraTH 32 CTAHOM IMAIEHTIB, IKi OTPUMYIOTb JIIKYBaHHS
13 3aCTOCYBAaHHSM IOX1THUX KyMapHHY.

Ocobausocmi 3acmocy8amnus.

OACTYM® TEJIb 3 06epexHiCTIO CHiJl 3aCTOCOBYBATH XBOPHMM i3 CEpLEBOIO, MEUiHKOBOIO a00
HUPKOBOIO HEAOCTaTHICTIO. bynu omucaHi NOBIIOMIIEHHS PO TMOOJWHOKI BUMAAKH CHUCTEMHHX
NOOIYHUX peaKIliif, TOB’I3aHUX 3 YPAKEHHIM HUPOK.

3acTOCyYBaHHS TEJI0 HE CJIiJ] CYMIIIATH 13 HOCIHHSAM OKJIFO31MHOT ITOB’SI3KH.

['ens He TOBUHEH KOHTAKTYBATH 13 CIIM30BUMHU O0O0JIOHKAMH Ta OYHMA.

MicueBe 3acToCcyBaHHS BETUKOT KUTBKOCTI Iperapary MoKe IPU3BOJAUTH JI0 TAKUX CUCTEMHUX €(EKTIB,
K, HAIIPUKJIa/l TIepUyTIMBICTh Ta OpOHXialIbHA acTMa.

3acTtocyBaHHsI, 0COOJIMBO MPOTATOM TPUBAJIOTO Yacy, MpenapariB AJisg MICIIEBOTO 3aCTOCYBAHHS MOXKeE
BUKJIMKATH SIBHINA CCHCUO1TI3aIii 200 MICIIEBOTO MOAPA3HEHHS.

VY pa3i nosiBM MOYEPBOHIHHS JIIKYBAHHS CJIiJl IPUITUHUTH.

[Tpu po3BUTKY OyAb-KHX MIKIPHUX PEAKIiid, Y TOMY YHCIi NOB’S3aHUX 13 CYIYTHIM 3aCTOCYBaHHSIM
3ac00iB, IO MICTSITh OKTOKPHWJICH, JIKYBaHHSI TeJeM CJiJi HErailHO NPUNUHUTU (OKTOKPUJIEH —
JOMIOMIDKHA PEYOBHHA, IO BUKOPUCTOBYETHCS Ui TONEpPEKEHHS (PoToaerpanamii KOCMETHYHHUX
3ac00iB 1 3ac00IB 0COOUCTOI Tiri€HU, TAKUX K IIAMITyHi, JIOCBHOHM Miclsg OpUTTS, Teil Ui Aymy 1
BaHHM, KPEMH JUIS HIKipH, TyOHA 1TOMa/ia, KpeMH MPOTH CTAPiHHS, 3aCO0M IS 3HATTS MaKisOKy Ta JaKu
JUTSI BOJIOCCST).

Ilin yac JikyBaHHSI Ta MPOTATOM 2 THIKHIB Micjs HOro 3aBepuieHHs] PEKOMEHIYEThCS HOCUTH
OJISIT, SIKU 3aKPUBAE TiIIHKY HAHECEHHS, 1JIs1 YHUKHEeHHSI (OTOYyTIUBOCTI.

[I{opa3y miciast KOKHOTO HAaHECEHHS JIKapChbKOTo 3aco0y CIij peTenbHO MOMUTH pyku. He moxkHa
MEePEeBUILYBATH PEKOMEHJO0BAaHY TPHUBANICTh JIKyBaHHS, OCKUIBKH 13 IUIMHOM 4Yacy 3pOCTa€ PHU3HK
PO3BHUTKY KOHTAKTHOTO JEPMATUTY Ta peaKiiii poTodyTINBOCTI.

[TamienTH, SIKi XBOPiIOTH HA aCTMY Yy MOEJIHAHHI 3 XPOHIYHUM PUHITOM, XPOHIYHUM CHHYCUTOM Ta/abo
MOJIIMTaMU HOCA, MalOTh OLIbII BUCOKHUI PU3UMK BUHUKHEHHS ajeprii Ha aclipuH Ta/abo HecTepoilnHi
MpOTHU3aMaIbHI 3aCO0H, HIXK pellTa HaceIeHHs.

3BukanHs 10 jnikapcbkoro 3aco0y ®PACTYM® I'EJIb He po3BHBaEThCA.

[MarienTH TUTSYOrO BiKy: Oe3meka Ta eeKTUBHICTh 3aCTOCYBaHHS KeTonpodeny y popmi reiro y airen
HE BCTAHOBJIEHI.

3acmocyeanns y nepioo eazimuocmi abo 200y8aHHs 2pyooi0.

Kniniuni gaHi mojo Jjikapcbkoi (OopMH A7 MICLIEBOTO 3acTOCYBaHHS BiACYTHI. HukueHaBeneHi
peKoMeHpalli IPYHTYIOTbCS Ha J@HUX, L0 CTOCYIOThCSA JIKApChbKUX (OpM s CUCTEMHOIO
3aCTOCYBaHHS.

Bazimuicme.

Tepwuti ma opyeuii mpumecmp 8a2imHocmi.

OCKIJIbKH JTOCITIJIKEHHSI O€3IEKN 3aCTOCYBAHHS KETONPO(EHY Yy BariTHUX JKIHOK HE MPOBOJIMIMCH, IT1]T
Yac MepIIoro Ta APYyroro TPUMECTPIB BariTHOCTI CIiJl YHUKATH HOTro 3aCTOCYBaHHS.

Tpeminu mpumecmp eacimuocmi.

ITix yac TpeThOro TPUMECTPY BAriTHOCTI ycl IHTIOITOPM CHHTE3Y MPOCTarjaHAMHIB, BKIIOYAIOUU
KerornpodeH, MOXKYTh MPU3BOIUTH JI0 TOKCHIHOTO ypPasKeHHS CEpPIIEBO-CYIMHHOI CHCTEMH Ta HUPOK Y
ioja.

Hanpukinii BariTHOCTI SIK y Matepi, Tak 1 y IUTUHU MOKE MOJIOBXKUTHCS Yac KpoBOTeul. Y 3B’S3KY 13
IIUM 3aCTOCYBaHHsI KETONPO(EHy MPOTUIOKA3AHO ITiJ] YaC TPETHOTO TPUMECTPY BariTHOCTI.
3acrocyBannst HII3I1 moxke Takok BUKJIMKATH 3aTPUMKY PO/IiB.

Tooysanns epydoio.
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JlaH1 Mpo MPOHWKHEHHS KeTONmpodeHy MpH HOTro MICIIEBOMY 3aCTOCYBaHHI Y MOJIOKO MaTepi BiJCYTHI.
[Ticis cucTeMHOTO 3aCTOCYBAHHS CIiAM KeTonpodeHy Oyl BUSBJICHI B MOJIOLI MaTepi. 3aCTOCYBaHHS
KeTonpodeHy MaTepsM, SKi TOAYIOTh TPYAII0, HE PeKOMEHIYETHCS.

[TpoTsirom mepmioro Ta APYroro TPUMECTPIB BariTHOCTI 1 MiJ Yac TOAYBaHHS TPYyIII0 Tpenapar
OACTYM® T'EJIb cin 3aCTOCOBYBATH JIMIIIE TICIIS KOHCYJbTAIIl 3 JIIKapeM 1 MiCis CIUIBHOI OI[IHKH
CIIBBIAHOIIEHHS KOPUCTH/PU3HUK Y KO)KHOMY OKPEMOMY BUMAAKY. Y pa3i BiporigHoi abo 3ariaHOBaHO1
BariTHOCTI MepeJT 3aCTOCYBaHHSIM LLOTO TPETapaTy 3BEepTaTech 3a MOPaaolo J10 JTiKapsl.

30amuicms enauseamu Ha WEUOKICMb pearyii npu KepyeaHHi asmoOmpamcnopmom abo [Huumu
MexanizMamu.
Hegigomo.

Cnocio 3acmocysannus ma 003u.
I'enb cig HaHOCUTH TOHKHMM I1apoM (3—5 cMm) Ha ypaxkeHi AutsHkd Bif 1 1o 3 pasiB Ha 100y, a ais
Kpalioro NpoOHUKHEHHS 3aCTOCYBATH JIETKI MaCakH1 PyXH.

Himu.

besneka Ta eheKTUBHICTH 3aCTOCYBAHHS I'ellf0 KeTonpodeny AJist AiTell He BCTAHOBJICHI.

Ocobaugi 3acmepedicHi 3ax00u wooo Ymuiizayii ma iHuoi excniyamayii.

Binkputts M’sK01 antoMiHi€EBOi TyOW: BIAKPYTHTH KOBIAYOK Ta MPOKOJIOTH aTIOMiHI€EBY MeMOpaHy
HAaKOHEYHHKOM, PO3TAIIOBAaHUM Ha 30BHIIIHII YaCTHHI KOBITaYKa.

[TinroToBKa 10 3acTOCYBaHHS TYOW 3 J03aTOPOM: JAEKiJIbKa pa3 HATHCHYTH KPHIIKY 103aTOpa 4Yu
BJIABUTH BCEPEANHY OCHOBY TYOH 0 TOsiBU reio. [pu 3acTrocyBaHHi TyOy peKOMEHIY€EThCS TPUMATH B
TOPU30HTAIILHOMY TTOJIOKEHHI.

Ilepeoo3ysanns.

[Ipu MicrieBOMy 3acTOCyBaHHI Iepeqo3yBaHHS MajloWMOBipHE. BpaxoByrounm HHU3BKUH piBEHB
KeronpodeHy B mia3Mi KpoBi y pa3i HaHECEHHsA Ha WIKIpY, SBHILNA MEepeAO3yBaHHA MOXKYTb OyTH
BUKIItOUeHI. [Ipy BuUIIaAKOBOMY HPOKOBTYBaHHI T€I0 MOXYTh PO3BUHYTHUCS CHCTEMHI MOOIYHI Mii,
BUPAXKEHICTh SKUX 3aJICKUTh BiJ KUIBKOCTI INpenapary, SKUi NpOKOBTHYIM. B 1ux Bumaakax ciif
MPOBOAUTH CUMIITOMAaTHYHE 1 MIATPUMYIOYE JIIKYBaHHS, SK IpPU IEpEeA03yBaHHI MPOTU3ANAIBHUX
3ac00iB, 1110 3aCTOCOBYIOThCS BCEPEANHY.

Ho6iuni peakuii.

Sk i yci nikapebki 3acoou, PACTYM® TEJIb Mosxe CpMYMHATH 0GI4Hi [Iii, X0ua BOHH PO3BHBAIOTHCS
HE Y KOXKHOTO.

Sk 1 y 1HIIKX JIIKQpChKKX 3ac001B U1 MICLIEBOTO 3aCTOCYBaHHS, HeOakaHi e(heKTH MOXKYTb BUHUKHYTH
Ha 1Kipi. Bynu noBioMIeHHs o MicLeBl MIKIpHI peakwii (HarpukIiIaj epureMa, cBepOiXk Ta BIAUyTTs
MEYiHHS), SIK1 J1adl MOXKYTh PO3IOBCIOJIKYBATHUCS 32 MEX1 IIISTHKA HAHECEHHS JIIKapChKOTo 3aco0y 1 B
JEsKUX BMIAJKaX MOXYTb OyTH TSXKKMMHU Ta HaOyBaTH IeHepasli30BaHOTO XapakTepy (HampuKiIasj
OynbO3Ha 4M (UIIKTEHYNSIpHA €K3eMa), Y Jo0Jady JI0 PEaKi(iil rinepyyTiIuBOCTI 1 IMIKIPHUX peakiii
(poTOUyTIUBICTB).

YacroTa Ta CTymiHb TSKKOCTI IUX €(EeKTIB 3HAYHO 3MEHIIYIOTHCS, AKIIO M Yac JIKyBaHHS Ta
IPOTSTOM JBOX THXKHIB IICJIA JIIKYBaHHS YHUKATH BIUIMBY COHSYHOTO CBITJIA, Y TOMY YHCII YHUKATH
B1JIBIIyBaHHS COJISIPIIO.

Iamri cucremni edpextn HIT3IT: iX po3BUTOK 3al1eKUTh BiJ TpaHCAEpMaIbHOI Tudy3ii 110401 peYOBUHU
1, TAKUM YHMHOM, BiJl KUIBKOCTI T€Jlf0, III0 HAHOCUTHCS, TUIOINII Ypa)KE€HHS, CTYMeHs LUIICHOCTI LIKIpH,
TPUBAJIOCTI JIIKYBaHHS Ta BUKOPUCTaHHS OKIIO31MHHUX OB 30K (peakiii 3 00Ky TpaBHOI CHCTEMH Ta
HUPOK).

[Tpu ananizi HeOakaHUX €(EKTIB YACTOTY BUHHUKHEHHS MOOIYHMX peakiiii BU3HAYaId TaKUM YHUHOM:
ayxe gacto (> 10 %), wacto (> 1/100, < 1/10), imoxi (> 1/1 000, < 1/100); pixko (> 1/10 000, < 1/1 000),
ayxe pinko (< 1/10 000), HeBitoMO (Ha OCHOBI HAasSBHUX JaHUX OIIHKA YaCTOTU HEMOXKIIHBA).
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[opymieHHs 3 60Ky IMYHHOT CHCTEMU

HeBinomo: anadinmakTuyHi peakiii, B ToOMy 4YMCIl aHaiIaKTHYHUM IIOK, aHTiOHAOpsK, peakmii
TiIepYyTIIMBOCTI.

[MopymieHHs 3 60Ky MTYHKOBO-KHUIIIKOBOTO TPAKTY

Jlyxe piaKo: menTuyHa BUpa3Ka, MITYHKOBO-KHUIIIKOBA KPOBOTeUa, Jiapes.

[MopyiieHHs 3 G0OKY MIKipH Ta MiAIIKIPHO-)KUPOBOi KJIITKOBUHHU

[HOMI: MicIIEBI IKIpHI peakKilii, Taki K epuTeMa, ek3eMa, CBEPOXK 1 BIAUYTTS TEHiHHS.

Pinxo: nepmaronoriuni peakuii (poroceHcmOinmizamis, Oylb03HI BHUCHIM 1 KpONMUB AHKA). Tsoxdi
HeOakaH1 peakIlii, Taki Sk OyJb0o3HA Yu (UIIKTEHYJSIpHA €K3eMa, 1110 37]aTHI PO3MOBCIOHKYBATHCS a00
HaOyBaTH TeHepaTi30BaHOTO XapaKTepy, PO3BUBAIOTHCS BKpail piiko.

Jlyxe piaKo: KOHTaKTHHH 1epMaTHT.

HeBinomo: Oynbo3HU 1epMaTHT.

[opymuienHs 3 60Ky HUPOK TH CEYOBUBIIHUX NIISAXIB

Jly>ke piAKo: HUPKOBA HEJJOCTaTHICTh a00 MOTIPIICHHS CTaHy y pa3i HasBHOCTI Takoi. [ToBimomisiioch
PO OKPeMi BUIAJKH CUCTEMHHUX MOOIYHUX PEaKIlid, TaKi K MOPYIICHHS 3 00Ky HUPOK.

[TarieHTH MOXUIIOTO BiKYy OCOOIMBO CXHMJIBHI 10 PO3BUTKY MoOiuHMX peakuiid Ha HIT3IL.

Tlogioomnenns npo modxciusi nobiuni peaxyii

[ToBigoMieHHS MPO TMOOIYHI peakIlii Mmicias peecTparlii JIKapchKOTO 3aco00y MaroTh Ty)KE BaKIUBE
3HaueHHS. BOHU 03BOMSIIOTH MPOJIOBXKYBATH CIIOCTEPEKEHHSI 32 CIIBBIIHOIIEHHAM KOPUCTI 1 pU3UKY
IIPU 3aCTOCYBaHHI JIiKapchKOro 3aco0y. /o mpaiiBHUKIB OXOPOHU 3/10pOB’ S 3BEPTAIOTHCS 13 TPOXAHHIM
MOBIAOMJISITH PO Oy/Ib-SKi1 MiI03PIOBaH1 MOOIYHI peakiii.

Tepmin npuoamunocmi. 5 poxiB.
He 3actocoByBaTH mikapcbKuii 3aci0 Ticis 3aKkiHYEHHS TEPMIiHY TNPHAATHOCTI, 3a3HAUYEHOTO Ha
YIIaKOBIIi.

YMmoBH 30epiranus.
CrenianbHi YMOBH 30€epiraHHs HE BUMAararoThCsl. 30epiraTi y HeIOCTYITHOMY JJIsl AITeH MICII.

Ynakoska.
Ty6a, mo mictuth 20 T a6o 30 1, a6o 50 1, ado 100 r reno; KOHTEHHEP 3 MEXaHIYHUM J103aTOPOM, IO
mictuth 100 1 remo; 1 TyGa abo 1 KoHTelHep y KapTOHHiI KopoO1i.

Kareropis Binmycky. 3a penenrom.

Bupoonuk.
A. Menapini Manydaxrypinr Jloricrike ena Cepsicec C.p.JI.

Micue3Haxoa:KeHHs1 BUPOOHMKA Ta HOTr0 agpeca Micusi IPOBA:KeHH AislIbHOCTI.
Bia Cere Canri 3, 50131 ®nopentis (PI), ITamis.

3asiBHUK.
A. MEHAPIHI Innyctpie ®apmaneyruue Piynite C.p.JL

Micue3HaxoaxeHHsl 3asiIBHUKA Ta aJpeca Miclsi NPOBaIKeHHs i0ro TislJIbHOCTI.
Bia Cete Canri 3, 50131 ®nopenuis, Itanis.
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