IHCTPYKIIA

IJISI METUYHOT' 0 3aCTOCYBAaHHSA JIIKapChKOT0 3aC00y

IUKIIOPEHAK

(DICLOFENAC)

Cknao:
Oitoua pevosuHa: TUKI0(peHaK HaTPilo;
1 r remro MiCTUTh AUKIO(PeHaKy HaTpito 50 MT;

donomidicHi pevoguHu: TpoMeTamoIl, Makporon 400, Metunnaparigpokcubensoart (E 218),
Kapbomon YabeTpe3 21, ciupt etuniopuit 96 %, riilepuH, Boma O4YHIleHa.

JIikapcbka ¢opma. Ienb.

OcHosHi (pi3uko-xiMiyHi 81acmusocmi: OqHOPimHUM relb 6inoro abo Maixke 0i10ro KOIbopy.

QapmaKOTepaneBTHqHa rpyma.

3aco0wu, 1110 3aCTOCOBYIOTh MiCLIEeBO IIpU Cyrio06oBoMy i M'g30BoMy Ooito. HecTepoifnHi mpoTu3ananbHi
3aco0u [y micieBoro 3actocyBanHs. [Tuknopenak. Kog ATX M02A A15.

dPapmako102iuHi 8 1acmueocmi.

dapmakoOuHamika.

Iuk1odeHak - HeCTepOiTHUN MPOTH3aNa/IbHUI 3aci0 /15 30BHIIIHHOT O
3aCTOCYBaHHS I'PyIH NOXigHUX (peHionTOoBOl KUCI0TH. IIpenapaTr Ma€ BUpaXeHi
MicieBi mMpoTHpPeBMaTH4YHi, 3He00/II0Ba/IbHi Ta MPOTH3aNaJIbHi BIaCTUBOCTI, 110
3yMOBJIEHO IPUTHiY€HHSIM CHHTE3Yy NpocTarjaHIuHIB - MegiaTopiB 00110 Ta
3amajieHHs.

Ilpu 3anajieHHi, CHpUYUHEHOMY TPaBMaMH a00 peBMaTHYHHMH 3aXBOPIOBaHHSIMH,
JuknodeHaK NPU3BOAUTH J0 3MEHIIEHHsI 00110, HAOPAKY TKaHUH Ta CKOPOYEHHS
nepiony nmoHoBJIeHHS QYHKIIIH YIIKOIXKEHHX CYIrI00iB, 3B’sI30K, CyX0KH/Ib i M’ A3iB.

dapMaKoKiHemukKa.

IukmodpeHakK HATPilO MOBITbHO Ta YaCTKOBO a0COpOyeThCs 3 MOBEPXHI miKipu. KinbKicTh



nukJopeHaKy, sKa BCMOKTYEThCS Yepe3 LIKipy, IPOIOoPIiiiHa 0 IIJIOIIi HOT0 HAaHECEeHHS i 3a/IeKUTh
SIK Bif] 3araJIbHOI 3aCTOCOBAHOI [O3U MIPemnapaTy, Tak i Bif CTymeHs rigparatlii mKipu. MakcuManbHa
KOHI[EHTpallis y IIJIa3Mi KPOBI CIiocTepiraeTscs yepes 6-9 rogus. [1icis BHYTPIMIHBOTO 3aCTOCYBaHHS

MakKcUMajlbHa KOHIIEHTpAllis y Iy1a3Mi KpOBi [ocsraeTbcsd NPUOIU3HO depe3 1-2 roguHwu.
Cepe[iHil Yac yTpUMaHHA [1il040l PEYOBMHU Y CHUCTEMHINM LUPKYJIALil — mpubnu3Ho 9 rogux, 1Mo
3HAQYHO [0BIIE OPiBHAHO 3 1-2 roguHaMU MiC/s BHYTPIIIHBOTO 3aCTOCYBaHHS.

IukmopeHak HaKOMMUUYETLCS Y IIKipi, IKa CIyTye pe3epByapoM, 3BiIKU BiOyBa€ThCS MOCTYIIOBE
BUBIJIbHEHHSI PeYOBUHY Y IIPUJIETTIi TKAaHWHU. 3BiATH AUKIIOpEHaK epeBaKHO HAOXOOUTh Y TTIUOII
3amajieHi TKAHWHY, TaKi K Cyryio0u, me MPOJOBKYE [isiTH i BU3HAYAETHCS y KOHIEHTpAIisax mo 20
pasiB GinmbIKX, HiXK y ma3Mi KpoBi.

MeTa6omi3M Ta BUBE[IeHHS IIpemnapary Iiciis HaHeCeHHs Ha IIKipy aHaJoTiyHi TaKUM Micyis
CUCTEMHOTO 3aCTOCyBaHHA. [IukopeHak Ta Horo MeTaboIiTh BUBOASATLCS IIEPEBAXKHO 3 CEYEIO.
3araibHUY CUCTEMHHUU I1a3MOBUH KIIipeHC AUKII0(heHaKy CTaHOBUTh 263 = 56 MJI/XB, a KiHLIEeBUU
nepiof HalliBBUBEEHHS Y cepenHboMy - 1-3 rogunu. [JuknodpeHak 3B I3yeThCA 3 GiTKaMu MJTa3Mu
kpoBi Ha 99 %. Ilicns mBupKoro MeTaboi3My y nedinii (TigfpoKCUII0BaHHS i 3B’13yBaHHA 3
TJIFOKYPOHOBOIO KMCJIOTOX0) OB TPETUHU PEUYOBUHYU BUBOOUTHCS HUPKAMU U OfHA TPETHHA — 3 JKOBUIO.

[Tpu HUPKOBiX ab0 MeYiHKOBiM HEOOCTATHOCTI MeTab0Ii3M Ta BUBEIeHHS 3 OpraHi3My AUKI0peHaKy
He 3MIHIOITHCS.

KrinigHi xapaKTepHCTHKH.
Iloka3zanus.

MicreBe nikyBaHHS 60110 Ta 3ananeHHs cyriio6iB, M’'s3iB, 3B'I30K Ta CYX0XKUJIb PEBMAaTUYHOTO abo
TPaBMaTUYHOIO TOXO[XKEHHS.

IIpomunoka3aHHA.

[TigBuiieHa YyTNIUBICTh IO AUKIIOpeHaKy ab0o Jo iHIINX HeCTEPOIAHUX NIPOTHU3anaabHUX 3aco0iB, abo
IO iHIIMX KOMIIOHEHTIB JTikapcbKOoTo 3aco0y. HasiBHiCTh B aHaMHe3i HamnafiB OpoHXialbHOI aCTMH,
KPOIIUB THKHU, TOCTPOTO PUHITY, Ha3aJIbHUX IOJIiMiB, aHTioefeMu, 3yMOBJIEHUX 3aCTOCYBaHHAM
alleTUICATIIIMIOBOI KMCI0TH ab0 iHIIKMX HECTePOIMHUX IPOTU3ananbHuX 3acobiB. TpeTilt TpuMecTp
BariTHOCTI. JUTAYMNH BiK.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodilii.

Ockinpku cucteMHa abcop0ilisg nuKIodeHaKy BHACTIIOK MiCIIeBOTO 3aCTOCYBaHHS IIperapary gyxe
HU3bKa, BUHUKHEHHS B3a€EMOIiii MaJIOMMOBIpHE.

Oco6 1ueocmi 3acmocyeaHHsi.

3 06epeKHICTIO CITifl 3aCTOCOBYBATH IIpemnapar 3 epopalbHUMU HECTEPOITHUMHU NTPOTU3allaTbHIMU



3acobaMu.

IMOBipHiCTh PO3BUTKY CHCTEMHUX NMOOIUHNX e(DeKTiB TP MiCIIeBOMY 3aCTOCYBaHHi AUKIO(PEHAKY €
He3HAYHOIO MOPIiBHSHO i3 3aCTOCYBaHHSAM MOT0 IIepopanbHuX (HOpM, ajle BOHA He BUK/IIOYAEThCS IIPU
3aCTOCYBaHHI IIpenapaTy Ha BiJHOCHO BeJIMKUX AiISHKAX LWIKIpU BIPOLOBXK TPUBAJIOrO 4acy.

[IpenapaT peKOMeHAYEThCSI HAHOCUTH TiJIbKM Ha iHTAKTHI MiISHKY LIKipH, 3amofirarouu
TIOTPAIJITHHIO Ha 3alajieHy, nopaHeny abo iHndikosany mkipy. Ciif yHUKaTH KOHTAKTY IIperapary 3
O4YKMa Ta CIU30BUMU 00010HKaMu. [Ipemapar He 3aCTOCOBYBATH BHYTPIIIHbO.

[Tpu mosiBi Oymb-sIKUX IIKiPHUX BUCHUIIIB JTIiKyBaHHS [IUKII0peHAKOM ITOTPiOHO IPUIITMHUTH.
3aCTOCOBYBATH IIifl IIOBITPOHEIIPOHUKHY OKJIIO3IMHY IIOB 3Ky HE PEKOMEHOYETHCS, ajle HOMyCKaeThCA
10T0 3aCTOCYBaHHS IIii HEOK/IIO3iMHY ITOB'I3KY. Y BUNAOKY PO3TATHEHHS 3B’SI30K yYpaXKeHy HOiITHKY
MOXKHa IepeB’s13aTu OUHTOM.

He HaHocuUTH Ha BigkpuTi paHu abo iH(piKoBaHy IIKipy, a TaKOXK Ha HiNSHKY IIKipH, ypaxKeHi
€K3eMo010, a00 Ha C/TM30Bi 000JIOHKH.

Yepe3 MOXKIUBICTh BAHUKHEHHS CBiTJIOYYTIMBOCTI HEOOXigHO YHUKATH il MPSIMUX COHIYHUX
IIPOMEHIB Ta Bi3UTIB 0 COJISPIiIO Mif Yac TiKyBaHHS, a TAKOXK MPOTArOM 2 TUXKHIB IMiC/IS NIPUIUHEHHS
JIiKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pyodoto.

Baeimuicmey. KniHiuHi gaHi mogo 3acTocyBaHHS OUKIO(QEHaKy y Iepion BariTHOCTI BigcyTHi. HaBiTh
SKIIIO0 CUCTEeMHA [Iis € HUKYOI0 NOPIBHSAHO 3 IepOPabHUM 3aCTOCYBaHHSIM, HEBIIOMO, YU MOXKe
CUCTeMHa i OUKI0o(peHaKy, JOCATHYTA IiCJIs MiClIeBOT0 3aCTOCYBaHHS, OyTH WIKiAJIMBOIO AJIS
em0OpioHa/mnopa. ITig yac mepIioro Ta APyroro TPUMECTPIB BariTHOCTI AUKIOGEHaK He CIIif
3aCTOCOBYBaTH 6e3 HarayibHOI MoTpebu. Y pasi 3acTocyBaHHS, f03a MOBUHHA OyTU STKOMOTa HUXKYOIO,
a TPUBAJIICTB JIIKyBaHHS - IKOMOTr'a KOPOTILOI.

[Tig yac TPeThOro TPHMECTPY BaTiTHOCTiI CUCTEMHEe 3aCTOCYyBaHHS iHTi6iTOPiB CUHTE3Y
IIPOCTAarjlaHOXHIB, BK/II0Ya4u OUKI0(peHaK, MOXKe CIPUUYNHUTH CEPLIEBO-TIeTeHEeBY Ta HUPKOBY
TOKCHYHICTH y IIJIOfIa, MOPYIIEeHHS QYHKIII HUPOK IUIOHA 3 MONaIbIIAM MaIoBOAAsaM Ta/abo
PO3BUTKOM CePIEBO-TIETE€HEBOl TOKCUYHOCTI 3 IepeqYyacHUM 3aKPUTTSAM apTepianbHOl
IIPOTOKHU Ta JIETEHEBOIO TillepTeH31€r0. Pu3uk mopymeHHs GYHKINI HUPOK Y II104a 3 IOOaIbIIuM
OJIirorizpaMHiOHOM crocTepiraBcs mpu 3actocyBanHi HI133 (Bkmrovaroun auknodeHak) 3 20-ro
THKHS BariTHOCTI.

Ha mi3Hix TepMiHax BariTHOCTI MOXe BUHUKHYTU TpHBajia KPOBOTeYa K Yy MaTepi, Tak i y QUTUHY, a
TaKO0XK CIIOCTEepiraTucs 3aTpUMKa pOMI0BOI HisnbHOCTI. ToMy oukiodeHaK IPOTUIIOKA3aHUM IIif] 9ac
OCTaHHBOTO TPUMECTPY BariTHOCTI (OUB. po3min «IIpoTUnoKa3aHHS»).

Hesigomo, 4u IpoHMKAE AUKIIOGEeHaK IPYU 30BHIITHEOMY 3aCTOCYBaHHi y TPy[IHE MOJIOKO, TOMY
3aCTOCYBaHHS JliKapchbKoro 3aco0y [ukimodeHak y mepiof rogyBaHHS TPYAMNI0 HOIMYCKAEThCS, TiMbKI
SIKIIIO0 OYiKyBaHa KOPUCTh, Ha AYMKY JIiKaps, epeBaxae Hal MOTEeHLIMHUM PAU3UKOM OIS HEMOBIISATH.
[Ipu HasIBHOCTI BaroMux IifCTaB [AJi 3aCTOCYBaHHS IIpenapary y Iepiof rogqyBaHHs IPYAAI0 Ieflb He
CJIil HAHOCUTH Ha MOJIOYHI 3271031 ab0 BEJUKI [iITHKY IIKipU Ta He CJIi[l 3aCTOCOBYBATH y OisbImiii
KiIbKOCTi @00 BIIPOMOBK OilbIll TPHUBAIOTO Yacy, HiXK PEKOMEHYEThCS.

®epmuavHicmb. HeMae OOCTYIIHUX OaHUX IIOAO0 BIIJIUBY OUKIO(PEHaKy IPHU MiCLIeBOMY 3aCTOCYBaHHI



Ha GepTUIbHICTD TIOOUHHY.

30amuicmb 8niusamu Ha weudKicmb peakyii npu KepyeaHHi asBmompaHcnopmom abo iHwumu
MexaHiamamu.

He BnuBae.

Cnoci6 3acmocyeaHHss ma do3u.

IukmodpeHak 3acTOCOByBaTH 3-4 pa3u Ha Ho0y, 37erKa BTUpalouu y mKipy. KinbkicTh mpemnapary,
siKa 3aCTOCOBYETHCS, 3aJIe3KUThH Bifl pO3Mipy ypaxKeHoi 30HHU (Tak, 2-4 T Teio, 1[0 3a PO3MipoM
BifimoBigae po3Mipy BUIIHI ab0 BOJIOCHKOTO ropiXa, JOCTAaTHHO [AJIs HAaHECEeHHS Ha AiJISTHKY IIJIOIIel0
400-800 cm?).

[Ticns ammikartril mpemapaTy HeoOXifHO BUMUTH PYKH, OKPiM THX BUIIAAKiB, KOJIM caMe LS OiNisTHKa
MifgJIsrae JTiKyBaHHIO.

TpuBamicTh Teparii 3a7ekUTh Bifl XapaKTepy 3aXBOPIOBAHHS Ta e(DeKTUBHOCTI JTiKyBaHHS.
[Ipenapart He cif 3aCTOCOBYBaTH AoBIIe 14 [HIB IOCIIIb.

Y pagsi 3acTocyBaHHS IIpelnapary He 3a pu3HaueHHIM JTiKaps HeoOXimHO 3BepPHYTHCS N0 HbOTO 3a
KOHCYJIbTAIIi€l0, SKIIO MicJis 7 [HIB JTiKyBaHHS CTaH MallieHTa He MOKpaIIuBCs abo MOTipIIuBCs.

IManieHTH DiTHLOI'O BiKVY (Bifg 65 poKiB

HeMae HiSKUX MigcTaB BBaXKaTH, 1110 MAIlieHTH JIiITHOTO BiKy MOTPeOYIOTh CIelliabHOTO0 Mifbopy fo3u
abo B HUX MOXKYTb BUHUKHYTH O0iYHi peakuii, BigMiHHi Bif iHIIMX MaIli€HTIB.

ITalieHTH 3 HUPKOBOI HEOOCTATHICTIO

HeMmae HisskuX mifcTaB BBaXKaTH, 110 MalliEHTH 3 HUPKOBOI HEIOCTATHICTIO MOTPEeOYIOTh
CIIeliaJIbHOTO MiI00opy M03H.

[NanieHTH 3 TEeYiHKOBOIO HEIOCTAaTHICTIO

HeMmae HisTKuX mificTaB BBaXKaTH, IO HAlliEHTH 3 MEeYiHKOBOIO HEJOCTATHICTIO MOTPeOYOTh
creliaabHOro Mifbopy HO3H.

Himu.

PekoMeHMallii 010 HO3yBaHHS Ta TepPaleBTUYHI TOKa3aHH 1[0MI0 3aCTOCYBAHHS IIpernapaTy
[uknodeHak y miTeit BimCyTHi.

Ilepedo3yeanHns.



[Tepeno3yBaHHS MaJTOMMOBIpHE Y 3B’SI3Ky 3 HU3bKO0I0 abcopO1Iieio nuknopeHaky y CuCTEMHUM
KPOBOTIK IIpU MICII€BOMY 3aCTOCyBaHHI. Y pa3i BUIIaJKOBOI'0 IIPOKOBTYBaHHSA CJIifi BpaxoByBaTH, 10 1
TyOa npenapaty mo 100 r MicTuTh ekBiBaneHT 1 T fuKI0opeHaKy HATpPilo; MPHU I[bOMY MOXKJIUBUN
PO3BUTOK CUCTEMHUX MOOIYHUX pPeakIli.

Y pasi BUnagKoBOro IpoOKOBTYBaHHS IIpelapaTy CIif Onpa3y CIOPOXKHUTHY LIJIYHOK Ta 3aCTOCYBaTH
agcopOeHT. [Toka3zaHe CHMIITOMaTUYHeE JIiKyBaHHS i3 3aCTOCYBaHHSM TepalleBTUYHUX 3aXO0MiB, 110
CJIifl BUKOPUCTOBYBATH IIPU OTPYEHHI HECTEPOITHUMU IIPOTU3ANATbHUMHU 3ac06aMuU.

ITo6iuni peakuii.

IukmodpeHak 3a3BuYai mobpe nmepeHocuthcsa. HebaxkaHi peakiiii BKI0YaOTh JIETKI TUMYACOBI
peaxiril Ha WIKipi y MicIli HAaHEeCeHH. Y PiIKiCHUX BUMagKax MOXYTh CIIOCTepiraTucs
aJsiepriuxi peaxiiii.

Ouinka moGiyHUX peaklli HaBeJeHa 3a YaCTOTOIO IMPOSIBiB: myxe mommpeHi (= 1/10),
IIOMKUPEHI (= 1/100, = 1/10), mHemormupeHi (= 1/1000, < 1/100), pigko nomupesi (= 1/10000,
=< 1/1000), myxe pigko nomupeHi (< 1/10000).

IHpexuii ma iHea3ii: PIAKICHI - IyCTYJIbO3Hi BUCUIIaHHS.

3 60Ky wKipu: HETIOIIMPEHi - BUCUIIaHHS, CBepOiXK, TOYEPBOHIHHS, eK3eMa, eK3aHTeMa,
epuTeMa, MeYiHHS, M0sgBa HaOPSAKiB i Be3UKYJI, IaIyIH, IIyCTYIH, TYIEeHHS i CyXiCTh WIKipH,
nepMaTuT (y TOMY YUCJIi KOHTAaKTHUYM OEePMAaTHUT); PigKO MOIIUPEHi - Oy/IbO3HUN IePMaTHT;
OyKe PigKo MOIIMPEHi - peakilil CBITIOYYTIUBOCTI, TeHepali3oBaHi IKipHi BUCUTIAHHS,
BiUYTTS NIEYiHHS LIKIPU.

3 6oky iMyHHOI cucmemu: TyXe PigKO IOUIMPEHi - Peakilil mifBUINeHOI Yy TIMBOCTI (Y TOMY
YHCJIi KPOIIUB'STHKA), aHTiOHEBPOTUYHUYN HAOPSK 00/IMYYsI, 3aqUIIIKa.

3 6oky OuxaavHoi cucmemu: IyKe PifIKo mMoOMMUpeHi - OpoHXianbHa acTMa.

3 6oky mpasHoi cucmemu TIO0IYHI peakilil BAHUKAIOTh AyKe PiiKo IicJIsg MiCclieBOTO
3aCTOCYBaHHS IIpeMnapariB, SKi MICTATh AUKIO0(pEHaK.

[Tpu 3acToCyBaHHi reo y BUCOKUX 0o3ax abo 10ro HaHeCeHHi Ha BeJIUKIi OUISHKY IIKIpYU He MOXHAa
BUKJTIOUUTY MOXKJIMBICTh BUHUKHEHHSI CUCTEMHUX IMOOIYHUX Peakilili, a TaKoXK peakilii
rinep4yyTauBOCTI y GOpMi aHTiOeeMH, IUCITHOE.

[ToBimoMnenHs mpo mobiuHi peakilil micyis peecTpariii 1ikapchKoro 3aco0y Ma€e BaXK/IMBe 3HAYEHHS.

Lle mae 3MOr'y IPOBOAUTY MOHITOPIHT CIIiBBIJHOLIEHHS KOPUCTL/PU3UK IIPU 3aCTOCYBAHHI ILOT'O
nikapchKoro 3acofy. Megu4yHuM Ta papMalleBTUYHUM IIpalliBHUKAM, a TAaKOXK IMallieHTaM abo ix
3aKOHHUM IIpeACTaBHUKAM CJIifl MOBiJOMJIATH IIPO yCi BUMAAKHY Mif03pI0BaHUX OO0IYHUX peakliil Ta
BifmCyTHOCTI epeKTHUBHOCTI iKapchKoro 3aco0y yepe3 ABTOMATH30BaHY iHGOpPMAIliliHy cUCTEMY 3
(dapMakoHarasAgy 3a nocuiaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamuocmi. 3 POKH.



YmMmoBH 30epiranns.
30epiraTu B OpUTiHANBHIN YIIaKOBI Tpu TeMIepaTypi He Buie 25 °C.

30epiraTv B HEJOCTYIITHOMY [JIsS OiTEM MicCIIi.

VYnaxoBka.

[To 40 r abo mo 50 1, ab6o mo 100 r remro B Ty6i y mauti abo 6e3 maykwu.

Kareropis Bignycky.

bes penernra.

BupoOHHUK.

[TpAT ®apmarieBTuyHa habpuka «Bioma».

Micne3HaxoaKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHs HOT0 Tis/TbHOCTI.

Ykpaina, 69063, M. 3anopixkxks, Bys. AKageMmika AMOCOBa,75.



