IHCTPYKIIA
JJISE MEIMYHOT0 3aCTOCYBAHHS JIIKAPCbKOI0 3ac00y

KJIOJU®DEH
(CLODIFEN)

Cknao:

oioua pewosuna. diclofenac;

1 r remro mictuTh nukiIopeHaky Hatpito 50 mr;

O00NOMIJICHI pevosuHU. TIAPOKCIETIIIIIEII0JI03a, TPOIUICHIIIIKOIb, €Tanoi 96 %, MeTuiamnapariipokcuoeH30aT
(E 218), Bona ouniieHa.

Jlikapcbka popma. ['enb.
OcHnosni @izuxo-ximiuni eracmusocmi: PO30pUH, Bi 6€30apBHOTO JI0 3JIETKA KOBTYBATOTO BiJITIHKY I'elib,
OJTHOPITHUI, HE MICTUTH OyNIBOAIIOK, 31 CTa0KUM 3a1aXxoM CIHPTY.

dapmakoTepaneBTHYHA Ipyna.
3aco0u, 1110 3aCTOCOBYIOTBCSI MICLIEBO Y Pa3i cyrii000Boro ta M’s30Boro 0oito. HecrepoinHi npoTu3ananbHi
3aco0u micueBoro 3acrocyBanus. Juknodenak. Kom ATX M02A AlS.

DapMaKoJIOTiYHi BJACTUBOCTI

Dapmarxoounamixa.

JlukiioeHak € HecTepoiqHUM HpoTu3ananbHuM 3acobom (HII33) nnst 30BHINIHBOTO 3acTOCYBaHHS IPYIU
noxigHuX (eHUToNTOBOI KHCIOTH. Mae BHpakeHI MICHEBI NPOTUPEBMATH4YHI, 3HEOOTIOBAIBHI Ta
IIPOTHU3aNajabHI BIACTUBOCTI, 1110 3yMOBJICHO IPUTHIYEHHAM CUHTE3Y NIPOCTAarIaHUHIB — MeliaTopiB 000 Ta
3arajeHHsl.

[Tpu 3ananeHHi, CIpUYMHEHOMY TpaBMaMH a00 peBMaTUYHUMHU 3aXBOPIOBAaHHIMM, IpenapaT NpU3BOAUTH 10
3MEHILIEHHS 00J1t0, HAOPSIKY TKaHWH Ta CKOPOUYEHHS Mepioy MOHOBIEHHS (PYHKIIH YIIKOMKEHUX CYIJ00iB,
3B 30K, CyXOXKUJIb 1 M 5I31B.

Dapmakokinemuxa.

ITicns miceBoro 3acTocyBaHHS JUKIO(EHAaK MOBUIBHO Ta YacTKOBO aOCOPOYETHhCS 3 MOBEPXHI HIKIPH.
Kinpkicts aukiogpeHaky, sika BCMOKTYETbCS uepe3 WIKIpYy, IMPOHopliiiHa A0 IJIOLlI HOro HaHECEeHHS 1
3aleXUTh K Bill 3aralbHOi 3aCTOCOBAHOI 03M MHpemapary, TaK i BiJ cTymeHs rimpaTauii mkipu. Moro
MaKCHUMallbHa KOHIIEHTpaIis y Iuia3Mi KpoBi crocrtepiraetbesi depe3 6-9 roamn. Ilicns BHYTpiIIHBOTO
3aCTOCYBaHHS MaKCHMMallbHa KOHIIEHTpaLlis y IJia3Mi KpoBi JlocAraeThess MpUOIM3HO yepe3 1-2 roguHu.
Cepenniii yac yTpuMaHHS Jil0901 PEYOBHHU Yy CHCTEMHIN IHMPKYJAilT — mpuOan3Ho 9 TOAMH, IO 3HAYHO
JIOBIIE MOPIBHSHO 3 1-2 roAnHaMHU Micis BHYTPIIIHBOTO 3aCTOCYBaHHsL. 3B’ s13yBaHHs TUKIO(pEHaKy 3 O1TKaMu
craHoBHUTH 99 %.

JlukioeHak HaKONMMYYeTbCs Y IIKIpi, sfKa CIyrye pe3epByapoM, 3BIIKH BiJOYyBa€TbCs IOCTYIOBE
BUBUIbHEHHSI PEYOBUHHU Y MPUJIETIII TKAHUHU. 3BIATH TUKIO(EHaK MepeBakHO HAIXOAUTh y OUIbII TIINOOKI
3amajieHl TKaHWHH, Taki K CyrJoOH, A€ MPOJOBKYE JIATH 1 BU3HAYAEThCA Y KOHIEHTpauisx 1o 20 pasis
OUTBLINX, HIXK Y IJIa3M1 KPOBI.

Mertabomi3M Ta BHUBEICHHS IpenapaTy Micisi HaHECEHHs Ha IIKipy aHAJOTi4HI TaKUM MiCis CHUCTEMHOIO
3acrocyBaHH4. [licis mBuIKOrOo MeTaboi3My B neyiHii (T1IpOKCUITIOBAHHS 1 3B’ SI3yBaHHS 3 TJIIOKYPOHOBOIO
KHCJIOTOIO) /1Bl TPETUHH PEYOBUHU BUBOJUTHCS HUPKAMU i OZIHA TPETHHA — 3 )KOBYIO.

Jluknodenak Ta oro MeTaboNiTH BUBOJAATHCA NMEPEBAXKHO 13 ceuero. 3arajdbHUM CHUCTEMHHUU IIa3MOBUI
KITIIpeHC TUKI0(pEHaKy CTaHOBUTh 263+56 MJI/XB, a KIHIIEBUI 1epio]] HAlliBBUBEAEHHS — y cepeaHbomy 1-3
TOJIMHHU.

[Ipu HHpKOBIK a00 MEYIHKOBIN HETOCTATHOCTI METa0OIi3M Ta BHBEIEHHS 3 OpraHizMy AUKIOGEHAKy He
3MIHIOIOThCA.

Kuiniuni xapakTepucTuku.

Ilokazanna.
MicueBe JiKyBaHHS 00JIIO Ta 3amajieHHs Cyrio0iB, M s31B, 3B’ 430K Ta CYXOKWJIb PEBMATUYHOTO 200
TPABMAaTUYHOT'O MOXOJKEHHS.



IIpomunoxasanns.

e [ligBumiena ayTiauBicTh 10 nukiodenaxy, inmmx HI133 abo 10 iHIIMX KOMIIOHEHTIB MIpenapary.

e HasBHicTh B aHaMHe31 HamajiB OpOHXIJIbHOI aCTMH, KPOIUB’ SIHKH, TOCTPOTO PHHITY, Ha3aJIbHUX
MOJTIMiB a00 aHTIOHEBPOTUYHOTO HAOPSIKY, 3YMOBJICHUX MPUAOMOM alleTUIICATIITUIOBOI KUCIOTH ab0
iammx HIT33.

e OcTaHHI{ TPUMECTP BariTHOCTI.

e Jlutsumii Bik 10 18 pokiB.

B3aemooia 3 inwumu aikapcokumu 3acodamu ma inwii 6uou 63aEmooii.
Ockinbku cucTeMHa abcopOiris qukiIodeHaKy BHACIHIIOK MICIIEBOTO 3aCTOCYBAaHHSI IIpenapary Ay>Ke HU3bKa,
IMOBIpHICTh BUHUKHEHHS B3a€MO/IIH 1y’Ke HU3bKA.

Ocoobausocmi 3acmocy8amnus.

[Ipemapar cmim 3 OOEPEKHICTIO 3aCTOCOBYBATH OJHOYacHO 3 mepopanbHumMu HII33 uepe3 moximBe
nocusieHHs1 HebakaHux e(eKTiB, 30KpeMa CUCTeMHHX MmoOiuHuX edekriB. [Ipemapar He ciix 3acTOCOBYBaTH
OJTHOYACHO 3 1HIIMMH 3aC00aMH, 110 MiCTATh TUKIO(EHAaK.

IMOBipHICTH PO3BUTKY CHCTEMHUX MOOIYHUX €(PEKTIB MPHU MICIIEBOMY 3aCTOCYBaHH1 TUKIO(PEHAKY He3HAYHA
MOPIBHSHO 13 3aCTOCYBaHHSM HOTO MepopaimbHUX (opM, ane BOHA HE BHUKIIOYAETHCS IMPH 3aCTOCYBaHHI
Ipernapary Ha BiIHOCHO BEJIMKUX JUISHKAX LIKIPU MPOTIrOM TPUBAJIOTO Yacy.

[Tpu nosBi Oyab-IKHMX MIKIPHUX BUCHIIAHb 3aCTOCYBAHHS MPETapary CiiJ MPUIUHUTH.

[IpemapaT pekOMeHIy€eThCS HAHOCUTU TITbKUA HA 1HTAKTHI TUISHKU HIKIPH, 3aM00irarouu MoTparuistHHIO Ha
3armajneHy, rmopaneny abo iHdikoBany mkipy. Ciig yHHKaTH KOHTAKTY IMpenapary 3 o4uMa Ta CIIH30BUMH
obononkamu. [Ipenapar He MO>KHA KOBTATH.

[IpemapaT He i 3aCTOCOBYBATH IIiji TIOBITPOHEIIPOHUKHY OKITIO31HHY OB 513Ky, aje JOIMYCKAEThCS HOTo
3aCTOCYBAHHS ITiJ] HEOKIIO31HHY TOB’SI3Ky. Y BHIIAJKy PO3TATYBaHHS 3B’SI30K ypaKeHY IUISHKY MOKHA
nepes’s13aTH OMHTOM.

He nanocuTHn npenapaTt Ha BIOKPUTI paHu a0o 1H(IKOBAaHY LIKIPY, @ TAaKOX Ha AUISHKHM LIKIPH, YpaKeHl
€K3eMOI0, a00 Ha CJIM30B1 00OIOHKH.

Yepes MOXKIMBICTH BUHUKHEHHSI CBITJIOUYTIMBOCTI HEOOX1THO YHUKATH [IIi MPSIMUX COHSYHHUX IPOMEHIB Ta
BI3MTIB JIO COJISIPIIO MPOTSTOM JIIKYBaHHS Ta 2 THXKHI MICIISI IPUITMHEHHS 3aCTOCYBAaHHS Ipernapary.

B okpemux BuIajkax MmoBiJOMIISUIN PO PO3BUTOK IITYHKOBO-KUIIKOBOI KPOBOTEY1 Y MAIIEHTIB 13 TPUBATIUM
aHaMHE30M 3aXBOPIOBAHHS.

[IpemapaT  MICTUTH  NPOMUIEHIJIIKOJb, 1[I0  MOXE  CIOPUYMHUTH  TOJpa3HEHHS  IIKIpU, Ta
Mmerumnaparigpokcudensoar (E 218), 1o Moxe CIpUYUHATH aneprivHi peakiii (MOKIMBO YIIOBITbHEHI).
3acmocyeanns y nepioo eazimmocmi abo 200y8aHHsL 2pyO0i0.

Kninigynuii 70CBiJI 3aCTOCYBaHHS BariTHUM KiHKaM oOMekeHui. CucteMHa Jist TUKIoQeHaKy Mpy MiCIIEBOMY
3aCTOCYBaHHI € HI)KUOIO MOPIBHSHO 3 TAaKOIO MPH MOro mepopaibHOMY 3acTocyBaHHI. HeBigomMo, un Moxe
CUCTEeMHA Jisl AUKI0(EeHaKy AJi MiCIIEBOTO 3aCTOCYBaHHS OyTH LIKIUTUBOIO 75l eMOpioHa/mnoaa. Sk 1 iHmn
HII33, npenapat npotunoka3zanuit mij yac Il tpumectpy BaritHOCTI (nuB. po3ain «lIpoTunokasaHHs») y
3B 3Ky 3 MOXKJIMBICTIO PO3BHTKY CJIa0KOCTI POAOBOI AisUIBHOCTI, MOPYIIEHHS AISUIBHOCTI HUPOK IUIO/A 3
MOJTAVTBIITM MAJIOBOJJISIM Ta/ab0 CEepIIeBO-JIET€HEBOT TOKCHYHOCTI 3 MEePEeIIacCHUM 3aKpUTTSIM apTepiaabHOT
IIPOTOKHU Ta JIETeHEBOIO rineprenHsiero. Ha mi3Hix TepMiHax BariTHOCTI MO>Ke BUHUKHYTH TpUBaJla KpOBOTeUa
SK y MaTepl, Tak 1 y AUTUHHU, @ TAKOXK CIIOCTEPIraTUCs 3aTPUMKa POIOBOI MiSIIBHOCTI.

3acTocyBaHHs Mpenapary HpOTATOM MepIIUX IBOX TPUMECTPIB BariTHOCTI JOMYCKAEThCSA, TUIBKU SKIIO
OUlKyBaHa KOPHUCTh TNepeBaka€ MOTEHUIMHMNA pu3uk i 1wioAa. Ilpu mpomy >kKiHKam, fKi IJIAHYIOTb
BariTHICTh, Ta MPOTATOM MEPIIUX JBOX TPUMECTPIB BariTHOCTI PEKOMEHIYEThCS 3MEHIIUTH 03YBaHHS /10
MIHIMaJIbHO MO>KJIMBOTO PIBHSI Ta CKOPOTUTH TEPMIH JIIKYBaHHS.

Pusuk mopymeHnHs ¢yHKUii HUPOK y IUIOAA 3 TOJANIBIIMM OJIrOTAPAaMHIOHOM CIOCTepiraBcs Ipu
3actocyBanHi HI133 (Bkimovaroun nukinodenak) 3 20 - ro THKHS BariTHOCTI.

HeBizomo, uyu BuIUIA€ThCS AMKIOPEHAK NpPU 30BHIMIHBOMY 3aCTOCYBaHHI B TpPyJHE MOJOKO, TOMY
3aCTOCYBaHHS Mpenapary y HepioJl FoJyBaHHS IPYIII0 JOIMYCKA€ThCS, TUIBKU SIKIO OYIKyBaHa KOPHUCTh, Ha
IYMKY JIiKapsi, HepeBakae HaJl HOTCHIIMHUM PU3UKOM ISl HEMOBJISTH.

[Ipu HasBHOCTI BaroMux MiACTaB JJIA 3aCTOCYBAaHHs Mpemapary y Nepioa roJyBaHHs TPYII0 Telb HE CIIiJ
HAHOCHUTH Ha MOJIOYHI 3aJ103U a00 BEJMKI JUISHKM IIKIpU Ta HE CJIiJ{ 3aCTOCOBYBATH y OUIBIIIH KiIbKOCTI 2060
BIPOOBIK OLIBII TPUBAJIOTO Yacy, HIK PEKOMEHIYETHCS.

JlaHi 111010 BIUIMBY JUKJIO(eHaKy Ha (GepTUIIBHICTD JIFOJUHH IIPU HOTr0 30BHIIIHHOMY 3aCTOCYBaHHI BIICYTHI.



30amuicms eniusamu Ha WEUOKICMb peaKyii npu Kepy8aHHi aeMompaHcnopmom ado iHWUMU MexaHizMamu.
He BuBae.

Cnoci6 3acmocysannsa ma 0o3u.

Ilopocani.

[IpemapaT npu3HAYEHUI 7151 30BHIIIHBOTO 3aCTOCYBaHHS.

I'enb cig HAHOCUTH HA ypaKeHY AULTHKY mKipu 3—4 pa3u Ha 100y, 371erKa BTUpar4H y mKipy. KiabKicTh
npernapary, sika 3aCTOCOBYEThCS, 3aJICKHUTh BiJl pO3Mipy ypakeHo1 30HH (2—4 T, 1110 32 PO3MIpOM BifIOBIIA€E
PO3Mipy BHIIHI 260 BOJIOCHKOTO ropixa, 0CTaTHBO I HAHECEHHS Ha AiIAHKY miomero 400800 cm?).
[Ticna armikamii npenapaTy HE0OXiTHO BUMUTH PYKH, OKpPIM THX BHUIAJKiB, KOJIM came Il AUISTHKA HiAsarae
JIIKYBaHHIO.

TpuBamicTs Tepamii 3aJIeKUTh Bifl XapakTepy 3aXBOPIOBaHHS Ta e(EKTUBHOCTI JiKyBaHHs. Ilpemapar He ciifg
3acTOCOBYBATH JIoBIIE 14 110 Mociib. SIKII0 CHMITTOMH 3aXBOPIOBAHHS HE 3MEHIIIYIOTHCS 200 TOCHITFOIOTHCSI MICIISt
7 10 JiKyBaHHS, CJiJ] 3BEPHYTHCS 32 KOHCYJIBTALIEFO 10 JIKapsL.

Tayienmu nimnvoeo 6iky (nonao 65 pokis).

Taki narieHTH He TOTPEOYIOTh KOPUTYBAHHSI 103U TIperiapary.

Tayienmu 3 HUpKOB0OIO HEdoCMamHicmio.

Hemae HisSKMX mijcTaB BBaKAaTH, IO TAIIEHTH 3 HUPKOBOKO HEJOCTATHICTIO MOTPEOYIOTH CHEIaIbHOTO
migoopy 1031 a00 B HUX MOXKYTh BUHUKHYTH MOO14HI peakiii, BIAMIHHI Bl 1HIINX MAI[i€HTIB.

Tlayienmu 3 neuinko6oi Hedocmammicmio.

Hemae HikuX mifcTaB BBa)KaTH, IO MAIIEHTH 3 MEYIHKOBOIO HEIOCTATHICTIO MOTPEOYIOTH CHEIiallbHOTO
migoopy A03H.

Himu.

PexoMenarii oo 103yBaHHs Ta TCPANIEBTUYHI MIOKA3aHHS I0JI0 3aCTOCYBAHHS MIPErapaTy AiTsM BIKOM 10
18 pokiB BiACYTHI.

Ilepeoo3ysanns.

Ilepeno3yBaHHs MaTOHMOBIpHE Y 3B’SI3KY 3 HU3bKOIO a0COPOLi€0 AUKIO(PEHAKY B CHCTEMHUN KPOBOTIK IpU
MICIICBOMY 3aCTOCYBaHHI. Y pa3l BUIIAJIKOBOTO MPOKOBTYBAHHSI CJIiJl BpaxOBYyBaTH, 1110 1 TyOa mpenapary mo
45 r MICTUTB €KBIBaJIEHT 2,25 I AMKJIO(QEHAKY HATPiI0; MPH IIbOMY MOKIUBUI PO3BUTOK CUCTEMHUX MMOOIYHUX
peaxiiii.

V pa3i BUMaIKOBOIO MPOKOBTYBAHHS IpenapaTy Cllijl 0/ipa3y CIIOPOKHUTH LIUTYHOK Ta MPUHHATH aJCOPOEHT.
[TokazaHe cMMIITOMaTHYHE JIIKYBaHHS 13 3aCTOCYBAaHHIM TEPANICBTUYHHUX 3aXOJIiB, IO 3aCTOCOBYIOTHCS IS
nikyBaHHs oTpyeHHs HIT33.

IHo6iuni peaxuii.

ITpenapart 3a3Buuail 1o6pe nepeHocuThest. HebarkaHi peakiii BKIIOYAIOTh JETKI THMYACOB1 peakLii MIKIpH y
MICIIl HAaHECEHHS. Y PIIKICHUX BUTAIKAaX MOXKYTh CIIOCTEPIraTUCA ajJeprivyHi peakiii.

[To6ivHi peakii KacupiKyrOTh 3aJISKHO BiJ 4acTOTH: ayxe dacto: (>1/10); wacro (>1/100, <1/10); Heuacto
(>1/1000, <1/100); piako (>1/10000, <1/1000); ayxe pimko (<1/10000); uactota HeBigoMa (4acTOTy HE
MO>KHA OI[IHUTH Ha OCHOBI HAsIBHUX JIAHHX).

Inghexyii ma ineasii:

TyK€ P1IKO — MYCTYIbO3HI BUCUITAHHS.

3 b6oky imynHoI cucmemu:

IyKe P1JIKO — peaklii rinepuyTiIuBOCTi (B TOMY YHCI1 KPOIUB’ SIHKA), aHTOHEBPOTHYHUI HAOPSK, 33 AUIIKA.
3 60Ky ouxanvHoi cucmemu, opeamnie epyoOHOi KimKu ma cepedoCmints:

Tye piiko — OpoHXiallbHa acTMa.

3 b6oky wiKipu ma niOWKIpHOI KIIMKOBUHU.!

4acTO — BHUCHUIIAHHSA, IMOYEPBOHIHHS, €K3€Ma, €K3aHTeMa, epuTeMa, JepMaTuT (y TOMY YMCIi KOHTAaKTHUH
JIepMaTuT), CBEpO1XK, MEUiHHS, TOsIBa HAOPSKIB 1 BE3UKYJ, AMYJIH, TyCTYJIH, JIYIIEHHS 1 CyXICTh LIKIPU; PIIKO
— OyJIbO3HUI AepMATUT; Ay>KE PIAKO — peakiii CBITIOYYTJIMBOCTI, BIIUYTTS MEUiHHS MIKipH, TeHEpaTi30BaHi
IIKIpHI BUCUTIAHHS.

3 60Ky TpaBHOI'O TPAKTY MMOOIYHI peakilii BAHUKAIOTh TyXKe PiIKO MiCJIs MiCIIEBOTO 3aCTOCYBAaHHS IIpENapaTis,
SIK1 MICTSTh TUKJIO(EHAK.

[Tpu 3acTocyBaHHI IpenapaTy y BUCOKHX J03aX a00 HOro HaHeCeHHI Ha BEJIMKI JUISHKU MIKIpU HE MOXKHA
BUKITIOYMTH MOXIJIMBICTh BUHUKHEHHS CUCTEMHHX MOOIYHHMX PEakliif, a TaKOX peakUiif TinepuyTIMBOCTI Y
(dhopmi aHT1IOHEBPOTUYHOTO HAOPSKY, JUCITHOE.



Tlosioomnenns npo nido3piosani nobiuHi peaxyii.

[ToBimomieHHsT TIPO Ti03PIOBaHI MOOIYHI peakIlii, M0 BUHUKIM MICIsA peecTparlii JiKapchKoro 3aco0y,
Haa3BUYaitHO BaknmBi. Lle mae 3Mory mOCTIHHO crocTepiraTh 3a 0allaHCOM KOPHUCTH/PU3UK JIKAPCHKOTO
3aco0y. [IpaliBHUKIB CHCTEMH OXOPOHHM 370POB’ Sl IPOCATH IMOBIIOMIISTH TIPO Oy Ib-sKi M103pIOBaH1 MOOIYH1
peaxiii yepe3 HalllOHAIBHY CUCTEMY MTOBi1IOMIICHb.

Tepmin npuoamnocmi.
3 poku.

YmoBu 30epiranus.
30epiratu mpu Temmeparypi He Bute 25 °C y HeAOCTyITHOMY JUTsl IITEH MicCIIi.

YnakoBka.
I'ens 1o 45 1 B amoMmiHieBux Ty6ax. 1o 1 Ty6i y kapToHHIN KOpOOIIi.

Kareropis Bizmycky.
bes penenra.
Bupoouuk.

YOPJIJI MEJJULIMH IAY CAH. BE TIJDK. A.IITL./
WORLD MEDICINE ILAC SAN. VE TIC. A.S.

K.O. CJIABIAA ®APM C.P.JL., PymyHis.

Micue3Haxoa:KeHHs1 BAPOOHHUKA Ta ajpeca Miclsi NIPOBAIKeHHS HOro AisIbHOCTI.
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