IHCTPYKIIA

IJI1 MeIUYHOI'0 3aCTOCYBaHHSsI|BXKHBAaHHIO| TIKapChKOT 0
3aco0y

IJUAKIIO®EHAK-310POB’{

(DICLOFENAC-ZDOROVYE)

CKnao:
ditoua pevosuHa: diclofenac;
1 r remo MicTuTh gUKoGeHaKy HaTpio 10 mr;

donoMidcHi peuosuHu: KapOoMep, aMiaKy po34YuH KOHIIEHTPOBAHUM, ITPOIIiNIEHT TiKOIb, TIIIepHH,
etaHon 96 %, metunnapaben (E 218), Boma ouuieHa.

JlikapcbKa ¢opma. I'enb.

OcHosHi pisuko-xiMiyHi 81acmusocmi: Tenb 6i10T0 KONMhOPY, OMHOPIMHOI KOHCUCTEHIII], 31 cltabKuM
crienn¢piyHIM 3amaxoM.

dapMakKoTepameBTHYHA Irpyma. 3aco0H, II0 3aCTOCOBYIOTHCS MiCIIeBO y pasi cyrimo6oBoro i
M’s130BOT0 00110. HecTepoinHi mpoTu3anaibHi 3aco0u I MiCIIeBOTO 3aCTOCyBaHHs. [UKIOpeHaK.
Komg ATX M02A A15.

dPapmako102iuHi e1acmusocmi.

®apmakoouHamika. [luknopeHak - HeCTepOImHUM MpoTHU3ananbHui 3aci6 (HI133) i3 BupaxkeHo:o
IPOTUPEBMATUYHO0, aHANTeTUYHOI0, TPOTU3aIaIbHOIO i JKapO3HUXKYBaIbHOW Hi€l0. OCHOBHUM
MeXaHi3MOM [iii € puUrHiueHHs 6i0CMHTE3y IPOCTarIaHANHIB.

[Tpu 3amaneHHi, CIpUYNHEHOMY TpaBMaMy ab0 peBMaTUYHUMM 3aXBOPIOBAHHSIMHU, IIpernapaT
IPU3BOMUTD 00 3MEHIIEeHHs 60110, HAOPSIKY TKAaHUH i CKOPOYEHHS TePioy MOHOBIEHHS
GYHKITM YIIKOIXKEHUX CYTTI00iB, 3B's130K, CYyX0XKuUIb i M’si3iB. [IpemapaT 3MeHIIye ToCTpuit Oib
yxe dyepe3 1 ToguHy Iiciisg m04aTKOBOI'0 HaHeceHHs. [TogomanHs 6010 Ta GYHKIIOHATBHUX
IIOPYLIEHb NOCATAETHCA MiCNIsA 4 OHIB JTiKyBaHHS IIpenapaToM. 3aBOsK{A BOOHO-CIIMPTOBiM OCHOBI
mpenapar 3[iMCHIOE TAKOXK MiCIIeBOAHECTE3YI0UHUM Ta 0XO0JIOAXKYBaJIbHUMN €(PEeKT.

®apmaxokiHemuka. KinbKicTh JUKII0GEHAKY, IKa BCMOKTYETHCS Yepe3 MIKipy, IPOMOpLikHa OO0 TIIOLIi
110T0 HaHEeCEHHS i 3aJIe’KUTh SIK Bifl 3arajibHOI 3aCTOCOBAHOI 103U IIpelapary, Tak i Bif CTymneHs
rigparauii mxipu. [Ticisa miciieBoro HaHeceHHs 2,5 T IpellapaTy Ha TOBEPXHIO MKipu mioieio 500
cM’ cTymisb a6copOiii AuKIopeHaKy CTaHOBUThL IPUOIU3HO 6 %. 3aCTOCyBaHHS OKJIIO31MHOI 0B’ A3KH



npotsiroM 10 roguH NPU3BOAUTE [0 30inmbIeHHS a0copOIil AUKIopeHaKy BTPUYi.

[Ticns HaHeceHHS Ipelnapary Ha MIKipy cyrio0iB KUCTi i KonmiHa AuKIodeHaK MPOSIBIASETLCSA Y Ia3Mi
KPOBi (e #oro MakCuMalbHa KOHIeHTpalis npubnu3so y 100 pa3iB MeHIIa, HiXK MicJIsg IepopaabHOTO
IpuiioMy), y CUHOBianbHiN 000710HLi i cuHOBianmbHiM piguHi. 3B’a3yBaHHs AUKI0MeHaKy 3 OinkamMu
KpOBi cTaHOBUTH 99,7 %.

IukmopeHaK HAKOMUYYETHCS Y IIKipi, SKa CIYTye pe3epByapoM, 3BiIKu BinOyBa€ThCS MOCTYIIOBE
BUBIJIbHEHHSI PEYOBUHU Y IIPUJIETTIi TKAHWHU. 3BigTH AUKIIOMEHAK TepeBaXHO HATXOAUTh Y OiTbII
rnuboKi 3amanieHi TKaHWHHU, TaKi K CyrjI00H, e IPOAOBXKYE MisTH i BU3HAYAEThCS Y KOHIIEHTPAIisAX
no 20 pagiB 6inbInuX, HiXK y M1a3Mi KpOBi.

HukmopeHak MeTab0ITi3yeTHCSA IIEPEBAKHO IIISTXOM TiIpOKCHUIIOBAHHS 3 YTBOPEHHSIM KilTbKOX
(heHONMbHUX MMOXIAHUX, OBa 3 IKUX € (hapMaKOIOTiYHO aKTHBHKMMHY, ajle 3HaYHO MEHIIIO Mipoio, HiX
nuKnodeHax.

IuxmodeHak i 1oro MeTabOJIiTH BUBOASATHCS ITEePEBaXkKHO i3 ceyer0. 3arajabHUN CUCTEMHUN
IIJIa3MOBUY KJTipeHC OUKIo(peHaKy CTaHOBUTh 263 + 56 MII/XB, a KiHIIeBUM Iepiod HaiBBUBEOEHHS Y
cepenHbOMY - 1-3 rOguHM.

[Tpu HUPKOBIit a00 MEeYiHKOBi HEOOCTATHOCTI MeTabo0I1i3M i BUBEIEHHS 3 OpraHi3aMy AUKIIO(heHaKy He
3MiHIOIOTBCS.

KniniuyHi XxapaKTepHCTHKH.

IToxazanus. MicuieBe nikyBaHHs 60110 Ta 3amaneHHs Cyriio6iB, M's3iB, 3B’130K Ta CYyX0XKHUJITb
PeBMaTUYHOr'0 a00 TPaBMAaTUYHOTO ITOXOMKEHHS.

ITpomunoka3axuHs. [TifBuilleHa YyTIUBICTE N0 AUKIIOpEHaKy abo Jo0 iHIINX KOMIIOHEHTIB
npernaparty. HasgBHiCTb B aHaMHe3i Hama/iB 6poHXiambHOI aCTMHU, KPOIIKUB'THKH ab0 TOCTPOTO PHUHITY,
3YMOBJIEHUX IIPUMOMOM alleTUJICATIIMI0BOI KucnoTu abo inmux HI133; III TpuMecTp BariTHOCT.

B3aemodisn 3 iHwumu nikapceKumu 3acob6amu ma iHwi eudu 83aemodiii. OCKIIbKA
cucTeMHa abcopOirist muKIodeHaKy IMPU MiClleBOMY 3aCTOCYBaHHI IIpernapaTy qyxe HU3bKa,
BUHUKHEHHS B3a€EMO/iN MaJIONMOBIpHE.

Oco6.1ueocmi 3acmocyeanHsi. TIpenapaT peKOMEHAYETHCS HAHOCUTH TillbKY HA iHTAKTHI HiTHKA
mKipu, 3anobiraoyu IOTPAIJITHHIO Ha 3allajleHy, TopaHeHy abo iHdikoBaHy mKipy. Crig yHUKaTH
KOHTAKTYy IIperapary 3 o4ruMa i cnu3oBuMu 00010HKaMu. [IpemapaT He MOXKHA KOBTATH.

3 00epexXHiCTIO 3aCTOCOBYBaTH 3 mepopanbHuMy HIT33. IMOBipHICTh PO3BUTKY CUCTEMHUX MOOIYHUX
e(eKTiB TPy MiClIeBOMY 3aCTOCYBaHHi DUKI0(peHaKy € HE3HAYHOIO MOPIiBHSAHO i3 3aCTOCYBaHHSAM HOT0
ImepopanbHUX OopM, ajie BOHA He BUKJIIOUAEThCS IIPU 3aCTOCYBaHHI IIpenapaTy Ha BiTHOCHO BETMKUX
OingHKaX WKIipYU IPOTArOM TPUBAJIOTO 4acy.



[Tpu mosiBi OyAb-sIKUX IIKiPDHUX BUCHUIIAHb JIIKYBAHHS IIPEMApaTOM CIIif TPUITHHUTH.

He cnip 3acTocoByBaTH Ipemnapar IIifi IOBITPOHENIPOHUKHY OKJIIO3IMHY II0B’ 3Ky, ajle NOIyCKaEThCI
M0T0 3aCTOCYBaHHS IIifi HEOK/IIO3IMHY IIOB'43KY. Y BUNAOKY PO3TATYBaHHS 3B'A30K ypaXkKeHy OiISHKY
MOXKHa I1epeB’ss3aTu OUHTOM.

[IpenapaT MiCTUTh NIPOMiNIEHTIIKOJIb, SKUU MOXe CIPUYUHUTY ITOAPa3HEHHS LIKIPH.

MeTunnapabes (E 218), ikuii BXOOUTH [0 CKJIaAy JiKapchKoOro 3aco0y, MOXKe CIPUYMHUTH aleprigfi
peaxilii (MOXKJIMBO YIIOBiIbHEHI).

3acmocyeanns y nepiod eazimHocmi a6o 200yeaHHs1 2pydadro. KiiHIYHI qaHi 11040
3aCTOCYyBaHHS OUKIIO(DEeHaKy y Mepiof BariTHOCTI BiAcyTHi. HaBiTh AKIO CUCTEMHA [if €
HUXKYOI OPIBHSHO 3 IEpOpPabHUM 3aCTOCYBaHHSM, HEBIIOMO, YU MOXKe CUCTEMHaA [is
nukinodeHakKy, HOCATHYTA IiC/sg MiCIIeBOTO 3aCTOCYBaHHS, OyTH MIKiOINBOIO AJIS
eMmOpiona/mnoma. ITig yac I Ta II TpuMecTpiB BariTHOCTI quKI0(pEeHaK He CIIifl 3aCTOCOBYBaTH
6e3 HaranbHOI MOTPeOu. Y pasi 3acToCyBaHHS, [03a MOBUHHA OyTH SKOMOTa HUKYOI0, a
TPUBAJIICTS JIIKYBaHHS - SIKOMOTra KOPOTIIOKO.

[Tig gac III TpuMecCTpy BariTHOCTI CUCTeMHe 3aCTOCYBaHHS iHTiOITOPiB CHHTE3Y MpOCTarjaHaKHiB,
BK/IIOUAIOYU OUKIO(MEeHaK, MOXKe CIPUUYUHUTY CEepPLeBO-JIeTeHEeBY Ta HUPKOBY TOKCUYHICTS Y IIJIOZA.
Ha mi3HiX TepMiHax BariTHOCTI MOXKe BUHUKHYTH TpHBajia KPOBOTeYa SIK Y MaTepi, Tak i y QUTUHY, a
TaAKOXK CIIOCTePiraTHUCs 3aTPUMKa POAOBOI AisabHOCTI. ToMy AUKIOGeHaK MPOTUIIOKa3aHUM IIif Yac
OCTAHHBOTO TPUMECTPY BariTHOCTI (AUB. po3nin «[IpoTUOKa3aHHSI»).

Y TBap¥H He BUSBJIEHO KOMHOT0 MTPOSIBY IIKiIIMBOTO BIUIMBY IperapaTy Ha BariTHICTb abo
eMOpioHaIbHUYM PO3BUTOK, TIOJIOTH a00 MOCTHATAIBHUN PO3BUTOK AUTUHHU.

Hesimomo, yu gukinodeHak pu 30BHIIIHBOMY 3aCTOCYBaHHI IPOHUKAE B TPYAHE MOJIOKO, TOMY
3aCTOCYBaHHS IIpeliapaTy He PeKOMEHYEThCS Y Iepiof rogyBaHHs Irpyaao. [IpoTe npu HassBHOCTI
BaroOMUX IIiCTaB [JI 3aCTOCYBaHHS Mpenapary y Iepiof rogyBaHHS TPYOAI0 IIpenaparT He CITif
HAHOCHUTH Ha MOJIOYHi 3a/1031 a00 BeNIMKi OiNSHKY LMIKipK Ta He CJIif 3aCTOCOBYBATH IPOTITOM
TPUBAJIOrO 4Yacy.

[aHi mopo BIIUBY OUKIO0(EHaKy Ha GePTWIbHICTE TIOOUHY NIPU UOT0 30BHIMTHBOMY 3aCTOCYBaHHI
BifCyTHI.

30amuicmb enaueamu Ha weudkKicmob peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexanizmamu. He BrinuBae.

Cnocib 3acmocyeaHnsi ma do3u. [JopocnuM i giTsiMm BikoM Bif 14 pokiB 3acTocoByBaTé 3-4 pa3u
Ha Ho0y, 371eTKa BTUPAo4H y mKipy. KinbKicTh mpemapary, 110 3aCTOCOBYETHCS, 3aJIEXKUTD Bif
PO3Mipy ypaxeHol 30HU. 3a3Buy4ail 2-4 T, 110 3a po3MipoM BifoBifla€e po3Mipy BUIlIHiI a60 BOJIOCHKOT0
ropixa, JOCTaTHbLO [AJI HaHECEeHHS Ha AingHKy moieto 400-800 cM’. Tlicns ammikarii Ipemnapary
HeoOXiTHO BUMHUTHU PyKHU, OKPIM TUX BUIAAKIB, KOJIU caMe I OiITHKa Iifisarae TiKyBaHHIO.



TpuBamicTh Teparii 3a7eXUTh Bifl XapaKTepy 3aXBOPIOBAHHS Ta e(peKTUBHOCTI NliKyBaHHS. [Ipemapar
He CJIiJl 3aCTOCOBYBaTH [OBIIe 14 [HIB MOCIHIiNIb IPH YIIKOOXKEHHSIX a00 peBMaTU3Mi M'IKUX TKAHUH Ta
nogize 21 mHS npu 600 B Cyryiobax apTPUTHOTO IIOXOMXKEHHS, SKIIO iHIlle He PEKOMEHI0BaHO
JIiKapeM.

Heo0xigHO 3BEpHYTHCS 3a KOHCY/IbTAIIEI0 TiKaps, IKI0 CHUMIITOMH 3aXBOPIOBAHHS HE 3MEHIIYIOTHCS
abo MOCHUITIOIOTLCS Tics 7 OHIB JTiKyBaHHS.

[TamieHTH NMTHHOTO BiKY He OTPeOyIOTh KOPUTYBAHHS 03U IIperapary.

HiTu. [TpenapaT He peKOMEHAOBAHUY [JI 3aCTOCYBaHHS OiTAM BiKoM [0 14 pokis. [Ipu
3aCTOCYBaHHI JIikapChbKOT0 3aco0y miTsM BikoM Bif 14 pokiB moBie 7 OHIB abo SKIIO
CHUMIITOMU 3aXBOPIOBaHHS IIOCUJIIOIOTHCS, HEOOXIIHO 3BEPHYTHUCS 3a KOHCY/IbTALIIEI0 TiKaps.

ITepedo3yeanHus. Ilepeno3yBaHHs MaJIOMMOBipHe y 3B’I3KYy 3 HU3BKOI0 abCcopOIlielo fUKI0hEeHaAKY Yy
CUCTEMHUU KPOBOTIK ITPH MiCIIeBOMY 3aCTOCYBaHHi. ¥ pa3i BUIIaJKOBOTO IPOKOBTYBAHHS CIIif
BPAXOBYBaTH MOXKJIUBICTb PO3BUTKY CUCTEMHUX MOOIYHUX peakilil.

Y pasi BUnagKoBOro poOKOBTYBaHHS IIpelapaTy Ciif Onpa3y CIOPOXKHUTHU LIJTYHOK 1 IPUUHATH
agcopOeHT. [Toka3zaHe CHMIITOMaTUYHe JIiKyBaHHS i3 3aCTOCYBaHHSM TepalleBTUYHUX 3aX0MiB, AKi
CJIif IpuUUMaTH O7id JIiKyBaHHS oTpyeHHS HII33.

ITobiuni peaxuii. [Tpenapat 3a3Bu4ait fobpe nepeHocuThcss. HebaxaHi peakilii BKITI0YalOTh JIETKi
THMYacOBi peakIlil Ha MIKipi y Miclli HaHeceHHs. Y PiAKiCHUX BUIagKax MOXYThb CIIOCTEPIraTUCs
aJyiepriuHi peaxiiii.

[Hdexkiril Ta iHBa3ii: MyCcTynb03Hi BUCUIIAHHS.
3 60Ky iMyHHOI CHCTEMM: peakilil TinepyyTaIuBOCTi, AHTIOHEBPOTUYHUM HAOPSIK.
3 00Ky muxanbHOI cucTeMu: OpoHXiallbHa acTMa.

3 00Ky LIKip# i CIIOMYyYHUX TKAHUH: BUCUIIAHHS, KPOIIUB'THKA, eK3eMa, epuTeMa, JepMaTturT (y T. .
KOHTaAKTHUH, Oy/IbO3HUM), Peakllil CBITIOUYTIUBOCTI, BiMUyTTS MEYiHHS MIKipH, CBepOixkK.

Tepmin nmpugaTHOCTi. 3 POKH.

YmMmoBH 30epiranns. 30epiraTy B OpuriHaibHill yIIakoBIl Ipu TeMIepaTypi He Buine 25 °C.
36epiratu y HEgOCTYIIHOMY OJIST OiTe# MicIi.

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



Kareropis Bignycky. be3s penenra.

Bupo06HuK. TOBapHCTBO 3 00MEXKEHOI0 BiIMOBINaNbHICTIO «dapMaleBTHYHA KOMIIaHis
«300pOB’I».

Micue3HaxoaKeHHsI BUPOOHHMKA Ta ajijpeca Miclsi MpoBaJIXkKeHHs MOoro TisyIbHOCTi. YKpaiHa,
61013, XapkiBcbKa 0011., MicTo XapkiB, Bynulls llleBueHka, OyIUHOK 22.



