IHCTPYKIIA

IJIs1 METUYHOT' 0 3aCTOCYBaHHsI|B2KMBAaHHIO| IiKapChKOTI 0
3aco0y

IUKIIO®EHAK-310POB’{

(DICLOFENAC-ZDOROVYE)

CKnao:
ditoua pevosuHa: diclofenac;
1 r remo MicTUTh fuUKIOGeHaKy HaTpio 10 mr;

donoMidcHi peyosuHu: KapOoMep, aMiaKy pO34YuH KOHIIEHTPOBAHUM, ITPOIIiNIEHT TiKOIb, TIIePHH,
etaHon 96 %, metunnapaben (E 218), Boma ouuIeHa.

JlikapcbKa ¢opma. I'enb.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: Tenb 6i10T0 KOIbOPY, OMHOPIMHOI KOHCUCTEHIII], 31 cltabKuM
crienu¢pivyHUM 3ammaxoM.

dapMakoTepaneBTHYHA rpyna. 3acobu, 1[0 3aCTOCOBYIOThCSI MiCIIEBO y pa3i Cyrimo60Boro i
M’s130Bor0 O0i0. HecTepoigHi mpoTu3anaibHi 3aco0u AJIs MiClleBOT0 3aCTOCyBaHHA. [JuKnodeHaxk.
Kopm ATX M02A Al5.

®Papmako102iuHi 8 1acmueocmi.

®apmakoouHamika. [luknodpeHak - HECTEPOITHUY MpoTHU3ananbHui 3acid (HI133) i3 BupaxeHo
IIPOTUPEBMATUYHOIO, aHAITETUYHOI0, TPOTHU3AMaIbHOIO i JKapO3HUXKYBaJIbHOIO Hi€l0. OCHOBHUM
MeXaHi3MOM [iii € MpuUrHiyeHHs 6i0CMHTE3y MPOCTaTIaHANHIB.

[Tpu 3amaneHHi, CIPpUYNHEHOMY TpaBMaMHu ab0 peBMaTUYHUMM 3aXBOPIOBAHHSIMHU, IIpernapaT
IIPHU3BOOUTD OO 3MeHIIeHHS 007110, HaOpSKy TKaHUH i CKOPOYEeHHS Iepiofy MOHOBIEHHS
GYHKLIN YIIKOOXKEeHUX CYTI00iB, 3B's130K, CyX0XKMIIb i M's13iB. [Ipemapar 3MeHInye rocTpuit 6inb
yxe dyepe3 1 ToguHy Miciisg IO4aTKOBOT'0 HaHeceHHs. [TogomanHus 6010 Ta GyHKIIOHATIBHUX
IIOPYIIEHb NOCATAETHCA Micad 4 OHIB JIiKyBaHHS IIpernapaToM. 3aBOsSKU BOOHO-CIIMPTOBiM OCHOBI
Ipenapar 3[iMCHIOE TaKOXK MiClIeBOAHECTEe3yI0UHUM Ta OXOJIOAXKYBaJIbHUM €(PEeKT.

®apmaxokiHemuka. KinbKicTh JUKTI0GEHAKY, IKa BCMOKTYETHCS Yepe3 MIKipy, MPOIMOpLiiHa OO0 TIIOLT
10TO HaHEeCEeHHS 1 3aJIe’KUTh K Biff 3arajbHO] 3aCTOCOBAHOI1 [O3H IIpelapary, TakK i Bif CTyneHs



rigpararii mkipu. ITicnsg MiclieBoro HaHeceHHs 2,5 T IpeapaTy Ha IOBEPXHIO IKipu moiieio 500
cM’ cTyminb a6copOiii AuKIopeHaKy CTaHOBUThL IPUOIU3HO 6 %. 3aCTOCyBaHHS OKJIIO31HOI II0B’A3KH
npotsrom 10 roguH Npu3BORUTh A0 36inbiieHHs abcopbuil fuknoheHaKy BTpUUi.

[Ticnst HaHeCceHHs MpemnapaTy Ha WKipy Cyriao0iB KUCTI i KomiHa quKiIodeHak IPOSBISEThCS Y IIa3Mi
KPOBi (e #oro MaKcuMalibHa KOHIeHTpallis npubau3no y 100 pasiB MeHIIa, HixXK Mic/Isa mepopasbHOIo
IPUNOMY), V CHHOBiambHiN 000I0HII i cuHOBiambHIN piguHi. 3B’s13yBaHHS OUKIIOGEHaAKY 3 OinkamMu
KpoBi ctaHoBuTh 99,7 %.

IukmopeHaK HAKOMIUYYETHCS Y IIKipi, SKa CIYTye pe3epByapoM, 3BiIKU BifOyBa€ThCS MTOCTYIIOBE
BUBIJIbHEHHSI PEUOBUHY Y IPUJIETTIi TKaHUHU. 3BiATU OUKIIOpeHaK IepeBaKHO HalXOAUTh ¥ OiIbIl
rnuboKi 3amaieHi TKaHWHHU, TaKi K Cyrjo0u, e IPOJOBXKY€E HidTH i BU3HAYa€ThCS Y KOHIIEHTPAIliAX
no 20 pagiB 6inbIINX, HiXK y 1a3Mi KPOBI.

IuknodeHak MeTaboMi3yeThCS EPEBAXKHO LMUISTXOM TiIPOKCUITIOBAHHS 3 YTBOPEHHSIM KiJIbKOX
(beHOIPHUX MOXiMHUX, IBa 3 IKUX € (apMaKOJIOTiYHO aKTUBHUMH, ajie 3HAaYHO MEHIIIO Mipo, Hik
nuKnodeHax.

IuknodeHak i ioro MeTaboMiTH BUBOASTHCS IIEPEBAXKHO i3 ceyelo. 3araJbHUN CUCTEMHUM
IIJIa3MOBUY KJTIipeHC AUKI0(peHaKy CTaHOBUTh 263 + 56 MJI/XB, a KiHIIeBUM Iepiof HaliBBUBEOEHHS Y
cepenHbOMY - 1-3 rOoguHM.

[Tpu HUPKOBiK ab0 MeUiHKOBiM HEJOCTAaTHOCTI MeTaboIi3M i BUBE[IeHHS 3 OpraHiaMy muKnodeHaky He
3MiHIOIOTBCS.

Kniniuni xapakKTepuCTHKH.

IToxa3anns. MicnieBe nikyBaHHS 00JI0 Ta 3amnajeHHs Cyriio0iB, M's3iB, 3B'I30K Ta CyX0XKUIIb
PEBMaTUYHOI0 a00 TPaBMaTUYHOI'O IIOXOMKEHHSI.

ITpomunoka3anusa. ITifBuineHa YyTIUBICTh 10 AUKI0GeHaKy abo [0 iHIIMX KOMIIOHEHTIB
npernapaty. HasBHiCTb B aHaMHe3i HamaiiB 6poHXiambHOI aCTMHU, KPOIIUB'THKK ab0 TOCTPOTO PHUHITY,
3YMOBJIEHUX ITPUHOMOM alleTUICAININIIOBOI KuciaoTu abo inmux HITI33; III TpuMecTp BariTHOCTI.

B3aemodin 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii. OCKiTbKH
cucTeMHa abcopOirist mukIodeHaky IIpPU MiClleBOMY 3aCTOCYBaHHI IIpenapaTy OyxKe HU3bKa,
BUHUKHEHHS B3a€MOJiN MaJlOMMOBIpHE.

Oco6.1ueocmi 3acmocyeaHHsi. [Ipemnapar peKOMeHIYEThCS HAHOCUTH TiJTbKY Ha iHTAKTHI TinsTHKH
Kipy, 3amobiraroyu IOTPAIUISTHHIO Ha 3alajeny, mopaHeHy abo indikoBany mkipy. Criig yHUKaTH
KOHTAKTYy IIperapary 3 oYuMa i cnu3oBuMu 000710HKaMu. [IpemapaT He MOXKHa KOBTATH.

3 06epekHICTIO 3aCTOCOBYBATH 3 mepopanbHuMU HI133. IMOBIpHICTH PO3BUTKY CHCTEMHMX IMOOIYHUX
e(eKTiB P MiCLIeBOMY 3aCTOCYBaHHiI OUKI0(peHaKy € HE3HAYHOIO MOPIiBHSAHO i3 3aCTOCYBaHHSAM HOT0
nepopaabHuX (HOpM, aje BOHa He BUKIIOYAETHCSA [IPY 3aCTOCYBaHHI IpenapaTy Ha BifHOCHO BETIUKUX



OiISHKaX LIKIpU IPOTArOM TPUBAJIOro 4acy.
[Tpu nosiBi OyOb-IKUX IIKIPHUX BUCUIIAHD JIIKYBaHHS IIpenapaToM CIIif IPUIHUHUTH.

He cnip 3acTocoByBaTH nmpenapar IIif IOBITPOHEIPOHUKHY OK/II03iMHY OB’ 43Ky, aje OOIyCKa€eThCs
M0T0 3aCTOCYBAHHS IIifi HEOKJIIO3IMHY I10B’I3KY. Y BUIIAJKy PO3TATYBAHHS 3B’I30K ypaXKeHy AiIIHKY
MOKHA IIepeB’g3aTu OUHTOM.

[IpenapaT MiCTUTh NIPOMiNIEHTIIKOJIb, SKUU MOXKe CIPUYMHUTY IIOAPa3HEHHS LIKIPH.

Metunnapa6bes (E 218), ikuii BXOOUTH [0 CKJIaAy JiKapchKoro 3aco0y, MOXKe CIPUYMHUTU alepriufi
peaxtii (MOXKJIMBO YIOBi/IbHEH]).

3acmocyesanus y nepiod eazimHocmi a6o 200yeaHHs1 2pydadro. KiiHIYHI DaHi 11000
3aCTOCYBaHHS OUKIIO(DEHaKY y Mepiofd BariTHOCTI BiAcyTHi. HaBiTh AKIO CUCTEMHA [is €
HUKYOI0 ITIOPIBHAHO 3 IIEPOpPaJIbHUM 3aCTOCYBaHHAM, HEBIJOMO, UM MOXKE CUCTEMHA [id
nukinodeHakKy, HOCATHYTA IiCys MiCIIeBOTO 3aCTOCYBaHHS, OyTH MIKioINBOIO [JIS
eMmbpiona/mnoma. ITig yac I Ta II TpuMecTpiB BariTHOCTI quKI0peHaK He CIIifl 3aCTOCOBYBATH
6e3 HaranmbHOI MOTPeOu. Y pasi 3acToCyBaHHS, f03a MOBUHHA OyTH SKOMOTa HUKYO0I0, a
TPUBAJIICTD JIIKYBaHHSA - SKOMOI'a KOPOTIIIOIO.

[Tig gac III TpuMecCTpy BariTHOCTI CUCTeMHe 3aCTOCYBaHHS iHTiOITOPiB CHHTE3Y MpoCTarjaHaKHiB,
BK/II0UAI0YHU OUKIO(MeHaK, MOXKe CIPUUYNHUTY CeplLeBO-JIeTeHEBY Ta HUPKOBY TOKCUYHICTE Y IIJIOfA.
Ha mi3Hix TepMiHax BariTHOCTiI MOXe BUHUKHYTU TpUBajla KPOBOTeYa K y MaTepi, Tak i y UTHHY, a
TaKOXK CIIOCTepPiraTHUCs 3aTPUMKa POAOBOI HissnbHOCTI. ToMy AuKIOGeHaK MPOTUIIOKa3aHUM IIif Yac
OCTAHHLOTO TPUMECTPY BariTHOCTI (AUB. po3ain «[IpoTUIOKa3aHHS»).

Y TBapWH He BUSBJIEHO KOMHOI'0 MTPOSIBY IIKiIIMBOTO BIIMBY IperapaTy Ha BariTHICTb abo
eMOpioHaIbHUYM PO3BUTOK, IIOJIOTH a00 MOCTHATAIBLHUN PO3BUTOK AUTUHHU.

HesimoMmo, v gukimodeHak pu 30BHIIIHBOMY 3aCTOCYBaHHI IIPOHUKAE B TPYOHE MOJIOKO, TOMY
3aCTOCYBaHHS IIpelapaTy He PEKOMEHAYEThCS Y Iepiof rogyBaHHs Ipyaao. [IpoTe npu HasIBHOCTI
BaroMUX IIifCTaB AJis 3aCTOCYBaHHA IIpenaparTy y epiof rogyBaHHS IPYANIO IIpenapaT He CIIif
HAHOCUTH Ha MOJIOYHi 3a1031 a00 BeIUKi HiNSHKY IIKipKU Ta HE CJIiff 3aCTOCOBYBATH MPOTITOM
TPUBAJIOTO Yacy.

[aHi mopo BIIUBY AUKI0(peHaKy Ha GepTUWIbHICTE TIOOUHU IIPU MOT0 30BHIITHBOMY 3aCTOCYBaHHI
BiCyTHI.

30amuicmb enaueamu Ha weudKicmov peakuii npu KepyeaHHi asmompaHcnopmom a6o
iHwumu mexanizmamu. He BrnuBae.

Cnocib 3acmocyearHnsi ma do3u. [JopocnuM i giTsiM BikoM Bif 14 pokiB 3acTocoByBaTé 3-4 pa3u
Ha go0y, 371eTKa BTUPAO4H y mKipy. KinbKicTh mpemapary, 10 3aCTOCOBYETHCS, 3aJIEXKUTD Bif
PO3Mipy ypaxkeHol 30HU. 3a3Buy4ail 2-4 T, 110 3a po3MipoM BifgmoBifae po3Mipy BUIlIHI @60 BOJIOCHKOI0
ropixa, 4OCTaTHBO [JI1 HAHECEHHS Ha OiMgHKY Iioireto 400-800 cM’. Tlicns ammikarmii mpernapary



HeOoOXiTHO BUMUTH PYKH, OKPIM THX BHUIAIKIB, KOJIU caMe IS TiJsHKA Iifsarae TiKyBaHHIO.

TpuBamicTh Teparii 3a7ekUTh Bifl XapaKTepy 3aXBOPIOBaHHS Ta e(peKTUBHOCTI NiKyBaHHS. [IpemapaT
He CJIif 3aCTOCOBYBaTH AOBIIe 14 [HIB MOCIiIL IPYU YIIKOAKEHHSIX a00 peBMaTHU3Mi M'IKUX TKaHUH Ta
nogize 21 mHs npu 60510 B cyriobax apTPUTHOTO TOXOMKEHHS, SIKIIO iHIlle He PEKOMEHI0BaHO
JIKapeM.

Heo0xifmHO 3BepHYTUCS 3a KOHCYJIbTAIEI0 JIiKaps, SKI0 CUMITOMU 3aXBOPIOBAHHS HE 3MEHIIYIOThCS
a00 OCUTTIOIOTHCS TiCHs 7 OHIB JIIKyBaHHS.

[TamieHTH JTITHHOTO BiKy He OTPeOyIOTh KOPUTYBAHHS 03U IIperapary.

HiTu. [TpenapaT He peKOMEHIOBaHUY IJI 3aCTOCYBaHHS OiTAM BiKoM [0 14 pokis. [Ipu
3aCTOCYBaHHI JTiKapChKOT'0 3aC00y HiTAM BikoM Bif 14 pokiB goBiie 7 [HIB ab0 SKIIO
CHUMIITOMU 3aXBOPIOBaHHS IIOCUJTIOIOTHCS, HEOOXiIHO 3BEPHYTHUCS 3a KOHCY/IbTALIEIO TiKaps.

Ilepedo3yeanns. [lepeno3yBaHHs MaJllONMOBIpHE Y 3B'43KY 3 HU3bKOIO abcopOui€eio AuKnodeHaky y
CHCTEMHUH KPOBOTIK IIPY MiCIIEBOMY 3aCTOCYBaHHi. Y pa3i BUIIAJKOBOIO IPOKOBTYBAHHS CIIif
BPAxXOBYBaTH MOKJIUBICTb PO3BUTKY CUCTEMHUX ITOOIYHUX PeaKIili.

Y pasi BUnagKoBOro MPOKOBTYBaHHS IIpelapaTy Ciif Oopa3y CIOPOXKHUTHU LIJTYHOK 1 IPUUHATH
agcopOeHT. [Toka3zaHe CHMIITOMaTUYHE JIiKyBaHHS i3 3aCTOCYBaHHSM TepPalleBTUYHUX 3aX0MiB, SKi
CJIif IpuUUMaTH A7d JIiKyBaHHS oTpyeHHS HII33.

ITo6iuni peaxkuii. [Tpemnapat 3a3Bu4ait mobpe nepeHocuThcss. HebaxkaHi peakirii BKITIOYAIOTh JIETKi
TAMYaCOBi peakliil Ha IIKipi y Miclli HaHeCeHHs. Y PiiKiCHUX BUMagKax MOXKYThb CIIOCTePiraTUcs
asiepriuni peaxiii.

[H(exknil Ta iHBa3il: MyCTyIb03Hi BUCUIIAHHS.
3 60Ky iMyHHOI CHCTEMHM: peakilil TinepyyTaIuBOCTi, AHTIOHEBPOTUYHUM HAOPSIK.
3 6OKy muXanbHOI cucTeMu: GpOHXiallbHa acTMa.

3 OOKy LIKipH i CIIONMYyYHUX TKAQHUH: BUCUIIAHHS, KPOIIUB'IHKA, eK3eMa, epuTeMa, fepMaturT (y T. 4.
KOHTaKTHUM, OyJIbO3HUM), peakllii CBITIOYYTIUBOCTI, BifUyTTS NMEeYiHHS MKipH, CBePOixK.

TepmMin npumaTHOCTi. 3 POKH.

YmMmoBH 30epirannsi. 30epirat B OpuUriHasbHiY yIAKOBI IPU TeMIlepaTypi He Buine 25 2C.
36epiraté y HEOOCTYIIHOMY IJIST OiTe# MicCIIi.



YnakoBka. [To 30 r a6o 50 r y Ty06i y KopoOiri.

Kareropis Bignycky. be3 penenra.

Bupoonuk. TOBAPYICTBO 3 OEME2KEHOO BIOITIOBIOAJIBHICTIO «KOPITOPAIIIA
«3[1OPOB’d».

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca Micusi MpoBaIXKeHHs Moro TisIbHOCTi. YKpaiHa,
61013, XapkiBcbka 00611., MicTo XapkiB, Bynuils [lleBueHka, 6ynuHOK 22.



