[HCTPYKIIIA

IJIs1 METUIHOT 0 3aCTOCYBAaHHSI JTIKaPCHKOT0 3aC00y

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

donomigcHi pevosuHu: Kapbomep, eTaHol 96 %, HepoJieBUl apoMaTu3aTop (MiCTUTE IUTPAb,
IIUTPOHENIONHU, (hapHe30J1, repaHion, D-TiMOHEH i TiHAMoo), TaBaHAMHOBUN apOMaTU3aToOp
(MiCTUTB IUTpaIb, HUTPOHEJIONY, KyMapyH, eyreHoJI, repaHion, D-niMoHeH i niHanoon),
TpUEeTaHOJIaMiH, BOJa O4uIlleHa.

Jlikapcbka ¢popma. I'esns.

OcHo8HI (i3uko-ximMiuHi 81acmugocmi: Tellb CIM3UCTOI KOHCUCTEHIIiI, 6e30apBHUM a00 371erka
JKOBTYBaTHM, MaliKe IIPO30PHUi, 3 apOMaTHUM 3allaXxOM.

®dapmakoTrepaneBTHYHa rpymna.

HecTepoinHi mpoTtu3amnanbHi 3acobu [y MiciieBoro 3actocyBanHs. Kog ATX M02A A10.

dapmakonoeiuHi e1acmueocmi.
®apmakoduHamika.
KeTtonpodeH 4ynHUTH MPOTHU3aNaabHy Ta aHaITE€TUYHY [ilO.

KeTonpodeH, 1110 MiCTUTBCA ¥ BiiIOBIiTHOMY HAIIOBHIOBaYi, Yepe3 IIKipy AOCSATa€E 30HU 3alaleHHs i
TAKUM YMHOM 3a0e3rneyye MOXK/IMBICTh MiCLIEBOTO JIiKyBaHHS ypaXKeHb CyT100iB, CyX0XKUJIb, 3B'I30K
Ta M’s13iB, III0 CYIIPOBOMXKYIOTHCS OOTLOBUM CUHIPOMOM.

dapmaxkoKiHemuxka.

BcMoOKTyBaHHS JTiKapChKOT0 3aCc00y, HAHECEHOTO Ha LIKipy, Y 3arajbHuiM KPOBOTOK IIPOXOAUTH AyxkKe
noBinbHO. [Tpu HaHecenHi Big 50 mo 150 Mr KketonmpodeHy KOHIIeHTpallis Ail040l peYOBUHH Y IIIa3Mi
KpoBi uepe3 5-8 rogun cranoButh nuiie 0,08-0,15 MKr/mi.



KrinigHi XxapaKTepHCTHKH.
Iloka3zanus.

MicreBe niKyBaHHS PEBMATUYHOI0 ab0 TpaBMaTUYHOI0 OOJTI0 B KiCTKOBO-M'sI30Biit cucTeMi
Ta cyriaobax, 30KpeMa pu 3a005X, AUCTOPIIiAX, PO3TATHEHHSIX M'513iB, PUTIHHOCTI 1IHI,
mombaro.

IIpomunoka3aHHA.

OACTYM® I'EJIb npoTUIOKa3aHui Yy TAKUX BUIIQKaX:
linepdyTnuBIiCTE [0 Aif040i peuyoBUHHU ab0 [0 Oyab-sIKOI 3 HOTTOMiKHUX PEYOBHH.
HasBHiCTh B aHaMHe3i TinepuyTaInuBOCTI.
HasiBHiCTh B aHaMHe3i peakilil GOTOYYTIUBOCTI.

Bimomi peaxiiii rinepyyTnuBOCTi, HAIPUKJIIa[ CUMIITOMM aCTMHU, aJlePridyHui PUHIT Ta
KPOIKMBHMUIISA, 1110 BUHUKJIIM IIPX 3aCTOCYBaHHi KeTonpodeny, beHodibpaTy, TianpodeHoBOi KUCIOTH,
alleTUIICAJIIIIAIIOBOI KMCIOTH a0 iHIMX HeCTePOigHUX IIPOTU3ananbHuX npenapartis (HII3TI).

HasiBHiCTH B aHaMHe3i IIKipHUX MIPOSBIB ajepril pu 3aCTOCyBaHHI KeTONpodeHy,
tiarmpodeHoBoi KucnoTH, heHodiopaty, YP-6510KaTOPiB UM iHIMX MapPyMepHUX TPOAYKTIB.

BniuB COHsAYHHX MPOMEHIB, HaBiTh y BUI /IS PO3CisTHOrO CBiT/Ia un Y®-
ONPOMiHEHHS B COJISAPii i Yac JIiKyBaHHsI i MPOTSroM ABOX THXKHIB MiC/IsT HOTO
NpUIHUHEeHHSA (IUB. po37ain «0co0/IMBOCTi 3aCTOCYBaHHSI»).

HaHneceHnH# Ha 1IKipy 3 NATOJIOTIYHUMU 3MiHAMU, TAKUMU K JepMaTo3, eK3eMa YU aKHe, Ha
ingikoBany mkipy a6o Ha BiIKpPUTi paHu.

HaHeceHHS Ha LIKipy HaBKOJIO OYeil.

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

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Hisxkux B3aemoiit npenapaty ®PACTYM® TEJIb 3 iHImIMME NTiKapChKUMHU 3aCo0aMy He
criocTepiranocs. BlaeMomis MamoMOBipHa, OCKITbKY KOHIIEHTPAIlig B CUPOBATII MMiCJIg MiCI[eBOTO
3aCTOCYBaHHS HHA3bKa. TUM He MeHIIle, pEKOMEH0BaHO CIIOCTePiraTy 3a CTaHOM IAIliEHTIB, SKi
OTPUMYIOTH JIIKyBaHHS i3 3aCTOCYBaHHSM IIOXiTHUX KyMapHHY.



Oco06.1ue8ocmi 3acmocyeaHHsi.

OACTYM® T'EJIb 3 06epeXHiCTIO CIIif 3aCTOCOBYBATH XBOPHM i3 CepIieBOI0, TeYiHKOBO a6o
HUPKOBOIO HEOCTaTHICTIO. bynu onucaHi MOBiTOMIIEHHS IIPO ITIOOANHOKI BUITaAKN CUCTEMHUX
no0iYHUX peakllil, OB’ sI3aHUX 3 YPaKeHHSIM HUPOK.

3acToCyBaHHSA Teflio He CIIif CyMilllaTH i3 HOCIHHAM OKJIIO3iMHOI 0B’ A3KH.
[enb He TOBUHEH KOHTAKTYBATH i3 CIIM30BUMH 000JIOHKAMH Ta OYHUMa.

MicueBe 3acTOCyBaHHS BEIMKOI KiTbKOCTI IIpeliapaTy MOXe IPU3BOAUTH 0 TaKNUX CUCTEMHUX
eexTiB, K, HAIpUKIIaf rinepuyyTIuBiCTs Ta GpOHXiaNbHa acTMa.

3acTocyBaHHS, 0COOJIMBO MPOTSATOM TPUBAJIOTO Yacy, IpemnapaTiB sl MiCIIEBOTO 3aCTOCYBaHHS MOXKe
BUKJIMKATH SBHUIIA ceHcubinmisamii abo miciieBoro mompa3HeHHs.

Y pasi nosiBU NOYEPBOHIHHSA JIIKyBaHHS CJIi[ IPUIIUHUTH.

[Tpu po3BUTKY OyAb-IKMX MIKIPHUX peakKiliii, y TOMy YUCJIi II0B’sI3aHUX i3 CyNMyTHIM 3aCTOCYBaHHSIM
3aco00iB, 1110 MiCTSTh OKTOKPUJIEH, JIIKYBaHHS TeJieM CJlif] HeraHO MPUMUHUTHU (OKTOKPUJIEH
-IOTIIOMiKHA PEeYOBUHA, 10 BUKOPUCTOBYETHCS OIS IONEepPekKeHHs poTomerpagalil KOCMeTUYHUX
3aco06iB i 3ac00iB 0COOUCTOI TirieHH, TAaKUX SIK IIAMITYHi, JIOCEHOHMU IIiC/Ist OPUTTS, Tei A Jymy i
BaHHU, KpeMHU [7Is LIKipy, TyOHa nomMana, KpeMu NIPOTH CTapiHHS, 3aco0u A7 3HATTI MaKisixky Ta
JIAKU OJIS BOJIOCCS).

ITig yac 7iKyBaHHS Ta MPOTAroM 2 THXKHIB IiC/IsT HOT0 3aBePIIeHHS PEKOMEHIYEThCS
HOCHUTH OSAT, AKUH 3aKPHBA€E Ti/IAHKY HaHECEHHs, [/Isi YHHKHEeHHA (OTOYyTIHBOCTI.

[ITopa3y micnisi KOXKHOTO HaHEeCEeHHS JIiIKapChKOTo 3aco0y CIIifl peTebHO MOMUTH PyKU. He MoxkHa
[IePEeBULLIYBaTA PEKOMEHI0BaHy TPUBAJIICTD JIIKyBaHHS, OCKIJIbKY i3 IIJIMHOM 4YacCy 3p0CTa€ PU3UK
PO3BUTKY KOHTAKTHOT'O IEPMATUTY Ta peakiliit pOoTOUyTIUBOCTI.

[MamieHTH, SIKi XBOPilOTH Ha aCTMY Y NTOEAHAHHI 3 XpOHIYHUM PUHITOM, XPOHIYHUM CUHYCUTOM Ta/abo
IOJIiNaMy HOCA, MaloTh OiNbIl BUCOKWM PU3UK BUHUKHEHHS aJiepril Ha acmipuH Ta/abo HeCTEpOoImHi
IPOTHU3aMabHi 3ac0o0H, HiXK pellTa HaCeleHHs.

3BUKAHHS [10 JIIKapChKOro 3acoby ®PACTYM® TEJIb He pO3BUBAETHCS.

[NaieHTH OUTSYOTO BiKy: Oe3meKa Ta epeKTUBHICTh 3aCTOCYBaHHS KeTonpodenHy y hopmi remo y
OiTell He BCTAHOBIIEHI.

®ACTYM® T'EJIb MicTHTb HEPOJIiEBUU apoMaTHU3aTop, A0 CKJlafy SKOr0 BXOASATH Taki alepreHu, K
IIUTPab, IIUTPOHENONH, (papHe301, repaHios, D-miMOHEH i NTiHAI00JI, @ TAKOXK JTaBaHAWMHOBUU
apomMaTu3aTop, 10 ¥ CBOIO Yepry MiCTUTh TakKi aJiepreHu, K UUTpaib, HIUTPOHENIONN, KYMapuH,
eyTeHoJI, repanion, D-niMoHeH i nmiHanoon. Li anepredy MoXyTh CIPUYUHATH aleprivHi peakiiil.

®ACTYM® T'EJIb MiCTUTb €TAHOJ, 110 MOXKe BUKIMKATH BiIuyTTs NediHHS Ha ypazKeHil mKipi.
3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Kniniyni mani mopmo nikapcekoi hopmu s MiCIleBOro 3aCTOCyBaHHS BificyTHi. HukueHaBeneHi
peKoMeHpallii 'PyYHTYIOThCSA Ha HaHUX, 1[0 CTOCYIOThCS JIiIKapChKUX (DOPM [AJIST CHCTEMHOTO
3aCTOCYBaHHS.



BaeimHicme.

KriniuHi maHi 11100 BUKOPUCTaHHA JIIKapChKUX (HOPM KeTONpodeHy OIS MiCIIeBOro 3aCTOCYBaHHS IIif
Yac BariTHOCTI BigCcyTHi. HaBiTh IKIIIO CHCTEMHUM BILIMB MEHIINY MOPiBHSIHO 3 IIePOPabHUM
3aCTOCYBaHHSIM, HEBIIOMO, Ui MOX€e CHCTEeMHUY BIIJIUB KETONIPOQEHY, IOCATHYTUY IiC/Ig MiCI[€BOTO
3aCTOoCyBaHHS, OyTH MIKignuBUM IJ1si eMOpioHa/mmoma. ITif yac mepinoro Ta ApPyroro TpUMeCTPiB
BaritHocTi ®PACTYM® T'EJIb He ciin 3acTOCOByBaTHu 6e3 KpalHbol HeoOXigHOCTi. Y pasi 3acTocyBaHHS
Io3a MoBHHHA OyTH SKOMOTa HUKYOIO0, @ TPUBAJIICTh JIIKyBaHHS - IKOMOT'A KOPOTIIIOIO.

[TpoTSITOM TPETHOTO TPUMECTPY BaTriTHOCTI CUCTeMHE 3aCTOCYBaHHS iHTiOITOPIB CHHTE3Y
IIPOCTArJIaHAVHIB, Y TOMY YUCIi KeTOIPOQEHy, MOXe CIPUYMHUTYA TOKCUYHE YpaXkeHHs Cepls,
JIereHb Ta HUPOK y Itofa. HanpukinIy BariTHOCTI 9K y MaTepi, Tak 1 y AUTUHU MOXKJIUBE I1I0JOBXEHHS
4acy KpOBOTeUi, a TAKOK MOXKJIMBA 3aTpUMKa mosoris. Tomy ®ACTYM® TEJIb npoTunokasaHuii
IIPOTATOM OCTAHHBOT'O TPUMECTPY BariTHOCTI (ZUB. po3hin «IIpoTUIOKa3aHH»).

3actocyBanHsa HII3II Moxe TaK0XK BUKJIUKATU 3aTPUMKY POLIB.
I'odysaHHA 2pydoro.

[laHi Mpo IPOHUKHEHHS KeTONpo(deHy Ipu KOTro MiCIeBOMY 3aCTOCYBaHHI ¥ MOJIOKO MaTepi BiICYyTHi.
[Ticns cucTeMHOTO 3aCTOCYBaHHA Cligyu KeTonpodeHy Oynu BUSBIEHI B MOJIOII MaTepi. 3aCTOCyBaHHS
KeTonpodeHy MaTepsM, sIKi TOAYI0Th TPYALI0, HE PEKOMEHIYETHCS.

[IpoTsrom mnepumoro Ta ApPyroro TPEMeCTpPIB BariTHOCTI 1 IIif] Yac rogyBaHHs IPYALI0 IIpernapaT
®ACTYM® T'EJIb crif 3aCTOCOBYBATH JIMIIE IIiCIsA KOHCYJIbTAIil 3 JiKapeM i micis CIibHOI OLiHKH
CHiBBiIHOIIEHHST KOPUCTH/PU3UK ¥ KOKHOMY OKPEMOMY BUIIAAKY. Y pa3i BiporigHoi abo 3aminaHOBaHOl
BariTHOCTI Ilepef 3aCTOCYBaHHAM LIbOr0 IIpernapaTy 3BepTauTech 3a [I0Pafo Ao JiKaps.

30amuicmb eniueamu Ha weudKicmb peakuyii npu kepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

Hesigomo.

Cnoci6 3acmocyeaHHsi ma do3u.

Tenb cytig HAHOCUTH TOHKMM IIapoM Ha ypaxkeHi minsgHky 1 abo 2 pa3u Ha mo0y, 37erka Macaxyodu
mIst Kparroi abcopOirii.

Ocob.uei 3acmepedicHi 3axodu w,000 ymuaizauii ma iHwoi excnayamauii.

BigkpuTTs M’sIK0i anmoMiHieBoi TyOH: BiTKPYTUTH KOBIAYOK Ta IIPOKOJIOTH aylloMiHiEBY MeMOpaHy
HaKOHEYHUKOM, PO3TalllOBaHMM Ha 30BHIIIHIN YaCTUHI KOBIIayKa.

Himu.

Besneka Ta eeKTUBHICTh 3aCTOCYBAHHS T'efIi0 KEeTOIPOohEeHY [/ OiTel He BCTAHOBJIEHI.



Ilepedo3yeaHHsi.

[Ipu MiciieBOMy 3aCTOCYBaHHI Iepefo3yBaHHs MaJO¥MOBipHe. BpaxoByouu HU3bKUY PiBEHD
KeTonpodeHy B I1a3Mi KPOBi y pa3i HaHeCeHHS Ha IIKipy, sSIBUIIla Iepefo3yBaHHs MOXKYTb OyTH
BUK/IIOUEHi. [Ipy BUITaIKOBOMY IIPOKOBTYBaHHI T'€JII0 MOXKYTb PO3BUHYTUCS CUCTEMHI MMOGiyuHi mil,
BHAPaXKXEHICTh IKUX 3aJIeKUTh Bif KiIbKOCTI IIpenapary, KA TPOKOBTHYIU. B 1ux BUIafKax Clif
IIPOBOOUTH CUMIITOMATHUYHE 1 MIATPUMYyIOYe JIIKyBaHHS, K IIpU Ilepefo3yBaHHi IIPOTU3alaIlbHUX
3ac00iB, 1110 3aCTOCOBYIOTECS BCEPENUHY.

ITo6iuni peakuii.

4k i yci mikapchbki 3acobu, ®ACTYM® TEJIb moxe CIIPUYHUHSATH MOOIYHi i, X0Ya BOHM PO3BUBAIOTHCS
He Y KOXKHOTO.

4k iy inmux nikapchkux 3acobiB [y MiCIIEBOTO 3aCTOCyBaHHS, HebaxaHi eheKTU MOXKYTh
BUHUKHYTH Ha IIKipi. Bysu moBimoMneHHS Mpo MiclleBi MKipHi peaklii (HanpuKiag epureMa, cBepbix
Ta BiJUyTTS MEYiHHS), SKi Jaai MOXKYTh PO3MOBCIOAXKYBATUCS 3a MEXKi AiNAHKYA HaHECEHHS
JiKapChKOT0 3ac00y i B MesIKUX BUTIAAKAX MOXKYTh OyTH TSXKKUMH Ta HaOyBaTy reHepasi3oBaHOT0
XapakTepy (Hampukian 0ynb03Ha uu QIIiKTeHYIsIpHA eK3eMa), y Iofady OO0 peakllil rinepuyyTauBOCTi
i MKipHUX peakii (GOTOUYTIUBICTS).

YacToTa Ta CTymiHb TAKKOCTI IUX e(eKTiB 3HaUHO 3MEHINYIOThCS, AKIIO i Yac JTiKyBaHHS Ta
IIPOTATOM [IBOX TUKHIB IIiCJIg JIIKYBaHHS YHUKATY BIJIUBY COHSIUHOTO CBiTJIa, Y TOMY YHUCIIi YHUKATHU
BiBiOyBaHHS COJISPIO.

[ami cuctemHi epexTu HIT3IT: X pO3BUTOK 3a/I€3KUThH Bifl TpaHCAEPMaJbHOI AUPy3il [iI0401 PeYOBUHU
i, TaKMM YHUHOM, Bif] KiJIbKOCTI T'€Jii0, 110 HAHOCUTHCS, IIJIOII YpaXKeHHs, CTYIeHs LiTiCHOCTI LIKIipH,
TPUBAJIOCTI JTiKYBAHHS Ta BUKOPHUCTAHHS OKJIIO3iMHUX OB’ 30K (peakiril 3 60Ky TpaBHOI CUCTEMHU Ta
HUPOK).

[Tpu aHami3i HebGakaHUX ePeKTiB YaCTOTy BUHUKHEHHS MOOIYHMX pPeakllii BU3HAYaId TaKUM YHUHOM:
nyxe 4dacTto (= 10 %), gacto (= 1/100, < 1/10), imomi (= 1/1 000, < 1/100); pigko (= 1/10 000, <

1/1 000), myxe pigko (< 1/10 000), HeBimOMO (Ha OCHOBI HaIBHUX AAHUX OILiHKA YaCTOTHU
HEeMOKJINBA).

[TopyuieHHs 3 O0KY iMyHHOI CUCTEMHU

Hesigomo: aHadinakTuyuHi peakilii, B TOMy 4uCii aHadinaKTUYHKAN 10K, aHTi0HAOPSK, peakiii
rinepyyTIUBOCTI.

HOQSZH.IGHHH 3 6OK§Z IMITYHKOBO-KHUIITKOBOTO TPAKTY

[lyXe pigko: menTUYHa BUpa3kKa, MITyHKOBO-KUIIKOBa KPOBOTEYa, fiapes.

[MopymieHHs 3 60Ky IIKipK Ta MigMKiPpHO-KUPOBOi KITITKOBUHU

[HOpmi: MicieBi MKipHi peak1ii, Taki IK epuTeEMa, eK3eMa, CBepOixk i BimuyTTs nmevinHs.



Pigko: mepmaTornoriuHi peakilii (boToceHcubinisaiiss, 6ymb03Hi BUCUIIY i KPOIUB' STHKA). TaXKYi
HeOaXaHi peakilii, Taki K Oy/b03Ha uu QIIiKTEeHYIApHa eK3eMa, 1110 30aTHi PO3MOBCIOIXKYBaTUCA ab0
Ha0yBaTH reHepasi30BaHOTO XapaKTePy, PO3BUBAIOTHCS BKPail PigKo.

[lyXe pigKo: KOHTaKTHUY JepMaTur.
HeBimoMo: Oynbo3HUM IepMaTHUT.

HOQyIlIeHHH 3 60Ky HHWDPOK TH CEYOBUBIOHUX IIIIAXIB

IyXKe pigKo: HUPKOBa HeIOCTAaTHICTL a0o MOTipIIeHHS CTaHy y pa3i HasBHOCTI Takoil. IToBigoMisanoch
IIPO OKpeMi BUIIaIKU CHCTEMHUX NMOOIYHNX peakllii, Taki IK MOpYLUIeHHS 3 00Ky HUPOK.

[TalieHTH TOXUIIOTO BiKY 0COOIMBO CXMIbHI 10 PO3BUTKY MOOiuHMX peakuii Ha HIT3TII.
ITosi0omaeHHs NPo ModcAuBI NOBIYHI peakuii

[ToBimomneHHs mpo mobiuHi peakiril micis peecTpatlii TikapchbKoro 3aco0y MalOTh AyKe BaXKJINBE
3HaueHHS. BOHU 003BOJILI0TE IIPOAOBXKYBATHU CIIOCTEPEXKEHHS 3a CIIBBIHOIIEHHAM KOPUCTI I pU3UKY
IIPY 3aCTOCYBaHHI JIiKapCchKoro 3acoby. [1o MpalliBHUKIB OXOPOHU 3[I0POB’S 3BEPTAIOThHCA i3
IIPOXaHHSM IIOBiIOMIIATH PO OyOb-sKi Migo3pioBaHi M0OiYHiI peakiii.

Tepmin npudamHocmi. 5 POKiB.

He 3acTocoByBaTu JiKapChbKui 3acib mics 3akiHYeHHsT TepMiHy MPUAATHOCTi, 3a3HaYeHOTr0 Ha
YIIaKOBII].

YmMmoBH 30epiranssi.

CnenianbHi yMOBH 30epiraHHs He BUMaralThcs. 30epiraTé y HeIOCTYITHOMY [JIS AiTel MiCITi.

VYnaxoBka.

Ty6a, o mictuts 20 r a6o 30 , a6o 50 r, a6o 100 r remio; 1 TyOa y KApTOHHiN KOpPOOIIi.

Kareropisi Bignmycky. 3a pelemnToM.

BupoOHHUK.

A. Menapiui ManydaxkTtypiur Jlorictikc enn Cepgicec C.p.JI.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaKeHHsI Tis/IbHOCTI.



Bia Cete CanrTi 3, 50131 ®nopenuis (@I), ITamis.

3asiBHHUK.

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

Micue3HaxoaKeHHsI 3asiBHHKA Ta aJpeca MicCIsi IpoBaJKeHHsI HOro JisyIbHOCTi.

Bia Cete CanrTi 3, 50131 ®mopenmis, ITamis.



