IHCTPYKUIA
AN19 MeJMYHOr 0 3aCTOCYBaHHSA JTiKapCbKOro 3acoby

ONKNTOPEHAK-300OPOB’A ¥Y/IbTPA
(DICLOFENAC-ZDOROVYE ULTRA)

Cknag:

Aitoya peyosmHa: diclofenac;

1 r rento MiCTUTb ANKNogeHaky Hatpito 50 mr;

[ONOMI>KHI peyoBuHW: MeTunnapabeH (E 218), onis M’ATWM NepLeBoi, Kapbomep, rniuepuH, NoNieTUNEHTNIKOMb
400, eTaHon 96 %, AUMeTUNICYNbOKCKA, aMiaKy PO34MH KOHLEHTPOBaHWiA, BOAA OUMLLEHA.

Jlikapcbka hopma. Menb.
OCHOBHI (pi3MKO-XiMIYHI BNaCTMBOCTI: refib 6i/10ro Konbopy, OAHOPIAHOT KOHCUCTEHLIT 31 Cneuu@ivH1m 3anaxom.

dapmakoTepaneBTMYHa rpyna. 3acobu, Lo 3aCTOCOBYHOTLCA MICLEBO Y pasi Cyrfi060BOro i M’s30B0ro 60/10.
HecTepoigHi npoTu3ananbHi 3ac06u A5 MiCLEBOro 3actocyBaHHsA. AnknodeHak.
Kog ATX MO2A A15.

dapmMakosoriyHi BNacTnBOCTI.

PapmakofnHamiKa.

OnknogeHak — HecTepoigHWiA  npoTu3ananbHuii  3aci6  (HM33) i3  BMpaKeHOK MNPOTMPEBMATUYHOLO,
3He60M0BaA/IbHOKD, MPOTU3ANAIbHOK | YKaPO3HMXKYBA/IbHOK fi€t0. OCHOBHMM MeXaHi3MOM AiT € MPUrHiYeHHSs
6i0CUHTE3Yy NpocTarnaHinHiB.

Mpwn 3ananeHHi, CNpUYNHEHOMY TpaBmamy abo peBMaTUYHMMK 3aXBOPHOBAHHAMM, NiKapPCbKUA 3aCi6 3MeHLUYyE
6iflb, HAOPSAK TKaHWH i NPULIBMALLYE NMOHOBMIEHHS (DYHKLIM YLLKOMKEHUX CYTr106iB, 38’ 30K, CYXOXWU/b i M’A3IB.
MpenapaT 3MeHLLYE rocTpuin 6inb BXXe Yepe3 1 roguHy nicis novaTKoBOro HaHeCEHHS. 3aBAAKM BOAHO-CNUPTOBIN
OCHOBI NiKapCbKMiA 3aCi6 Mae MiCLLeBOaHECTe3yHUMNIA Ta OXON0MKYBA/IbHUI EEKT.

PapmakoKiHeTuKa.

KinbKicTb AMKNoMeHaKy, ska BCMOKTYETbCA Yepe3 LUKipy, NPonopLiiHa A0 NAOLLi MOro HaHECEHHS | 3a1eXUTb SK
Bif, 3arasibHOi 3aCTOCOBAHOI [03W Mpenaparty, TaK i Bif CTyneHsa rigpatauii wkipy. Micns MicLLEBOro HaHECEHHS
2,5 I NiKapcbKOro 3acoby Ha MOBepXHH LUKipy nnouleo 500 cM2 cTyniHb abcopbLii AMKNOMEHaKY CTaHOBUTb
nprbamsHo 6 %. 3acTocyBaHHS OK/HO3IMHOI MOB’A3KM npoTaroM 10 roguH 36inbliye abcopbuito AUKNo(eHaKy
BTPUUI.

Micna HaHeceHHs nMpenapaTy Ha LWKipYy cyrno6iB KUCTI i KoMiHa AMKNOMEHaK BUABNSETLCA Y Nna3Mi Kposi (ae
IOr0 MakcumMasibHa KOHUeHTpauis npubnmsHo y 100 pasiB MeHLWa, HDK Micns nepopanbHOro npuiiomy), y
CUHOBIa/IbHI 060M0HL | CUHOBIA/NBHIN PiAMHI. 3B’A3yBaHHS AUKNO(EeHaKY 3 6ikaMun KpoBi CTaHOBUTL 99,7 %.
[nknodeHak HaKoOMMUYETLCA Y LUKIPI, IKa CMyrye pe3epByapoMm, 3BiAKW BiAOYBa€TbCA MOCTYNOBE BUBISIbHEHHSA
PEYOBUHW Y MPUNEri TKaHUHW. 3BIATN AUKNO(EeHaK nepeBaXKHO HAAX0AMTb Y 6iflbll rINMGOKI 3anasieHi TKaHWUHN,
Taki SIK Cyrnobu, ae NpPofOBXYeE AiSTU | BU3HAYAETLCA Y KOHLUEHTpauisx, 4o 20 pasiB GifbKX, HIX Y nnasmi
KpOBI.

[AnknogeHak MeTaboni3yeTbCst NEPeBaXXHO LUISAXOM TiAPOKCUIKOBAHHA 3 YTBOPEHHAM KifIbKOX (DEHONbHUX
NOXIAHUX, ABI 3 AKNX € PapMaKoIoriyHO akTUBHUMMU, ale 3HAYHO MEHLLIOK MipOH0, HIXK ANKNOMEHAK.
[vknotheHak i Moro metaboniTy BUBOAATHCA MEPEBAXKHO i3 CeYern. 3araibHWUin CUCTEMHWIA NNa3MOBUIA KNipeHC
ANKNOgeHaKy CTaHOBUTb 263 + 56 M/XB, a KiHLEBUIA Nepiof HarniBBUBEAEHHS Y cepeiHbOMY — 1-3 rofuHu.

Mpy HWMPKOBIA abo MeYviHKOBIA HeJOCTAaTHOCTI MeTaboni3M i BMBEEHHS 3 OpraHiamMy AWMKNOMeHaKy He
3MIHIOKOTbCH.

KniHiYHI XapaKTepUCTUKN.

lNoka3aHHS.

MicueBe fiikyBaHHA 60110 Ta 3anaineHHs cyrnobis, M’A3iB, 3B’A30K Ta CyXOXWlb peBMaTU4YHOro abo
TPaBMaTUYHOIO NOXO[KEHHS.

MpoTunokasaHHs.

MigsuLleHa YyTAMBICTL A0 AMKNO(eHaky, iHWmMX HIM33 abo [0 iHWKMX KOMMOHEHTIB NiKapCbKoro 3acooy.
HasfBHICTb B aHamHe3i HamagiB OpoHXialbHOI acTMK, aHrioefeMun, KpPOMUB’SAHKM abo TroCTPOro PuUHITY,
3YMOB/IEHWX NPUIAOMOM aLeTUICaNiLMN0BOT KACN0TK abo iHWKnX HIM33; ocTaHHi TpMMecTp BariTHOCTI.

B3aemogisi 3 iHLLMMK NiKapcbKUMM 3ac06aMu Ta iHLi BUAW B3aEMOSIiA.



OcKinbkn cucteMHa abcopbuis AMKNogeHaky Mpyv  MICLEBOMY 3aCTOCYBaHHI Npenapaty [y>Xe HU3bKa,
BUHWKHEHHS B3aEMOAIA Ma/IOMOBIPHE.

Oco6MBOCTI 3aCTOCYBAHHSA.

"eNb peKOMeHAYETbCA HAHOCUTU TiNbKWM Ha IHTaKTHI AiNAHKMA LUKipK, 3anobiraoum noTpanisHHA Ha 3anaseny,
ropaHeHy abo iHikoBaHy LWKipy. Cnif YHUKATN KOHTaKTY npenaparty 3 o4vMa i CIM30BMMU 060/10HKamu. eflb He
MO>XXHa KOBTaTW.

3 06epexXHICTIO 3acTOoCOBYBaTK 3 nepopasibHUMK HIM33. IMOBIPHICTb PO3BUTKY CUCTEMHMX MOGIYHMX e(DEKTIB Mpu
MiCLLeBOMY 3aCTOCYBaHHI AMKIO(eHaKy € He3HAYHO NMOPIBHSAHO i3 3aCTOCYBaHHAM Oro nepopanbHUX hopM, ane
BOHa He BUK/HOYAETLCA NPW 3aCTOCYBaHHI NpenapaTy Ha BiHOCHO BEIMKMX AiNSHKaX LWKipW NPOTAroM TPUBa/IOro
yacy. Y Takumx Bunagkax Tpeba 3 006epexxHICTIO BMKOPWUCTOBYBATW NIKAPCbKMIA 3acib nauieHTam, SKi MatoTb
MeYviHKOBY, HUPKOBY ab0 CepLeBY HeOCTATHICTb, & TAKOX BUPa3KOBY XBOPOOY B aKTWBHIl CTagil.

Mpu nosBi 6yab-AKNX LLKIPHUX BUCUMIB NiKYBaHHSA NpenapaTom clig NpUnuHUTMA.

He cnip 3actocoByBaTy NiKapcbKuiA 3acib Mig NOBITPOHENPOHUKHY OK/IHO3iiHY MOB’A3KY, afie A0MyCKaeTbCs oro
3aCTOCYBaHHSA Mif, HEOKNIO3iHY MNOB’A3KY. Y BUNafKy PO3TATYBaHHS 3B’A30K YpPaXeHy AiNAHKY MOXHa
nepe.’sa3aTi BUHTOM.

Uepe3 MOX/MBICTb BMHWKHEHHSA CBIT/I0YYT/IMBOCTI HEOOXIAHO YHUKATWU Aii NPAMUX COHAYHUX MPOMEHIB Ta
BI3WTIB 10 COMAPII0 MPOTArOM /liKyBaHHA Ta 2 TVDKHI MiCNA NPUNUHEHHSA NiKYBaHHS.

MeTunnapabeH (E 218) mMoXe CNpUUMHUTI aneprivHi peakuii (MOXIMBO, YNOBINbHEHI). AUMeTUNcynspoKecma
MOXE CMPUYNHUTI MNOAPASHEHHS LLKIPW.

3acTocyBaHHA y nepiof, BariTHOCTI abo rogysaHHs rpyaato.

KniHiyHWIA [OCBif 3acTOCYBaHHS AUKNOMEHaKy BariTHUM >KiHKaM OOMEeXeHWn, ToMy Yy nepiog BariTHOCTI abo
rogyBaHHs TPyAAt0 3aCTOCYBaHHS Mnpenapary He pekoMeHAyeTbes. Jlikapcbkuid 3aci6 npoTunokasaHuin y |11
TPUMECTPI BariTHOCTI Yy 3B’A3KY 3 MOX/IMBICTIO PO3BUTKY CNabKOCTI POLOBOI AiSNIbHOCTI, MOAOBXEHHS vacy
KPOBOTEYI, MOPYLUEHHA (PYHKLIT HAPOK Nnofa 3 noAanbluvM MaioBoAAsAM Ta/abo pO3BUTKOM CepLiEeBO-NereHeBol
TOKCUYHOCTI 3 NepefyacHUM 3aKpUTTAM apTepiasibHOT MPOTOKM i IErEHEBOIO TiNepPTEH3IED.

Y TBapWH He BUABNEHO XOLHOro MPOSBY LUKIA/MBOro BN/MBY Mpenapary Ha BariTHICTb abo emOpioHaNbHWI
PO3BMTOK, NOMOM abo NOCTHATa/IbHWIA PO3BUTOK AUTUHM.

HeBifiomo, v BULINAETLCA AMKNO(PEHAK NPY 30BHILUHbOMY 3aCTOCYBaHHI Yy rpyAHe MOJIOKO, TOMY 3aCTOCYBaHHS
NiKapcbKOro 3acoby y nepiof, rofyBaHHs rpyaaro 40NYCKAeTbCS TiIbKU KON OYiKyBaHa oro KOPUCTb, Ha AYMKY
niKaps, nepesBuLLye NOTEHUIAHUA PU3UK ANA HeMOBAATW. Tpy HasBHOCTI BaromMux MiAcTas A8 3aCTOCYBaHHS
NiKapcbKoro 3acoby y nepiog rogyBaHHsA rpyaato Moro He cif HAHOCUTK Ha MOMOYHI 331031 a60 BEMKI AiNIHKN
LUKIpW i He cnif 3acTOCOBYBATU NPOTArOM TPUBA/IONO Yacy.

[aHi woao BnanBy AMKNoMeHaKy Ha PepTUIbHICTb MHOAMHU NPY MOro 30BHILLUHLOMY 3aCTOCYBaHHI BiACYTHI.

30aTHICTb BNMBATM Ha LWBMAKICTb pPeaku i’ Npy KepyBaHHi aBTOTPAHCNOPTOM ab0 iHWMMK MexaHi3MaMu.
He BnnvBae.

Cnocib 3acTocyBaHHA Ta A03Mu.

Jopocnnm 3acTocoByBatTn 3—4 pasn Ha fo0y, 3nerka BTvpatoun y wkipy. KinbKicTb nikapcbkoro 3aco6y, Lo
3aCTOCOBYETbCSH, 3a/1I€XXUTb Bif PO3MIpy YpaKeHO! 30HW. 3a3Buuyaii 2—4 T rento, WO 3a 06’¢éMOM BignoBidae
PO3Mipy BULLHI a60 BOJIOCLKOrO ropixa, A0CTaTHbO [N HAHECEHHA Ha AiNAHKY nnouleo 400-800 cm2. Micns
anfikauii npenapaty He0b6XiLHO BUMUTK PYKW, OKPIM TUX BUMaAKiB, KON came L AiNAHKA Nigidrae NnikyBaHHIo.
TpuBanictb Tepanii 3a/1eXWUTb Bif XapakTepy 3aXBOPHOBaHHA Ta eeKTMBHOCTI NikyBaHHA. lMpenapar He chif
3aCTOCOBYBATW f0BLUE 14 AHIB NOCNifb.

[iTun. PekomeHpauil Wwoa0 [03yBaHHA Ta TepaneBTWYHI MOKa3aHHA LWOAO 3aCTOCYBaHHA npenaparty AiTam
BIACYTHI.

NepenosyBaHHS.

Mepefo3yBaHHA MaOMMOBIPHE Y 3B’A3KY 3 HW3bKOK abCcopOLuietd AMKIOEHAKY Y CUCTEMHMWIA KPOBOTIK Mpwu
MiCL,eBOMY 3aCTOCYBaHHi. [py B1UMNaAKOBOMY MPOKOBTYBaHHI CNif, BPaXx0BYBaTV MOXINBICTb PO3BUTKY CUCTEMHMX
NOGIYHMX peaKLii.

Y pa3si BMNagKoBOro MPOKOBTYBaHHA NpenapaTy chnif oApasy CrOPOXHWUTW LUAYHOK | MPUAHATA afCcOp6EHT.
[MoKa3aHe CMMMTOMATUYHE NiKYBaHHS i3 TepaneBTUUYHUMM 3aX04aMK, LLLO 3aCTOCOBYOTLCA NPU O0TpyeHHI HIM33.

Mo6iuHi peakuii.
MpenapaT 3a3BUYail 4o6pe nepeHoCUTLCS. HebaxkaHi peakuii BKNOYaOTb NIErkKi TMMYacoBi peakLii Ha LUKipi y



MiCLi HAHECEHHS. Y PIAKICHUX BUMaAKaxX MOXYTb CNOCTEPIraTuCs anepriyHi peakuil.

IHdpeKUiT Ta iHBa3ii: NyCcTyNbO3HI BUCUMN.

3 60Ky iIMyHHOT cMCTeMW: peakuil rinepyyTaMBocTi (Y TOMY YMCAI KPOMUB’AHKA), aHIIOHEBPOTUYHUIA HaBPSIK.

3 60Ky AnxaNnbHOT cucTemMu: BpoHXiasibHa acTma.

3 60Ky LUKipW i CNOMYYHUX TKaHUH: BUCUMAHHSA, NMOYEPBOHIHHSA, eK3eMa, eK3aHTeMa, eputema, nosisa HabpsKkis i
BE3VKYN, nanynu, NycTynu, NyLWeHHsa i CyXiCTb LKipn, AepMaTuT (Y T. Y. KOHTaKTHWIA, OYNbO3HWI), peakuil
CBIT/IOYYT/IMBOCTI, NEYiHHA, CBEpPOIX.

TepMiH NpMAATHOCTI. 3 pOKMU.

YMoBW 36epiraHHA. 36epirati B OpuriHa/ibHIN ynakoBLi npy TeMmnepaTypi He BuLe 25 OC.
36epiratny HegOCTYNHOMY ANs AiTei MicLi.

YnakoBka.llo 50 r a6o no 100 r y Ty6i y KopooLi.
KaTteropis Bignycky. be3 peuenTa.
BupobHMK. ToBapuUCTBO 3 06MEXEHOHO BiAMOBIAA/IbHICTIO «PapmaLeBTUYHA KOMMaHIs «340p0B’A».

Micue3HaxomkeHHA BUPOOHMKA Ta 0ro agpeca Micua NpPoBaKeHHS LiSNIbHOCTI.
YKpaiHa, 61013, Xapkiscbka 06/1., MiCTO Xapkis, Bynuusa LLleBueHka, 6yaNHOK 22.



