IHCTPYKIIA

IJIs1 MEeIUYHOT 0 3aCTOCYBaHHsI JIiKapChbKOro 3aco0y

IAKITO®EHAK

(DICLOFENAC)

Cknao:
Oitoua peuosuHa: TUKI0(peHaK HATPilo;
1 r rem0 MiCTUTBh OUKIO(EeHaKy HaTpito 50 Mr;

donomidicHi pevoguHu: TpoMeTamoJl, Makporon 400, Metunnaparigpokcubensoat (E 218),
kap6omnon YnpTpe3 21, cnupT etunoBuit 96 %, riiuepuH, Boga O4uileHa.

Jlikapcbka ¢opma. ens.

OcHo8HI (i3uko-ximMiuHi 81acmusocmi: OgHOPimHUY refnb 0imoro abo Maiixke 6iIoro KOILOPY.

®dapMakKoTepaneBTUYHa Irpyna.

3aco0wu, 1110 3aCTOCOBYIOTh MiClIeBO Ipu cyrinoboBoMy i M'sg30BoMy 6oito. HecTepoinHi mpoTu3ananbHi
3acobu [y micieBoro 3actocyBaHHs. [Iuknodenak. Kog ATX M02A A15.

®Papmako102iuHi 8 1acmueocmi.
®apmakoduHamika.

IuknodeHakK - HeCTepPOITHUH MPOTH3aNaILHUHN 3acid /IS 30BHIITHHOT 0
3aCTOCYBaHHS I'PyIH NOXiTHUX (peHiTonToBOl KUCI0TH. IIpenapaTr Ma€ BHpaXxeHi
MiciieBi mpoTupeBMaTH4Hi, 3He00/II0BaJIbHi Ta MpOTH3aNa/IbHi BJIaCTUBOCTI, 10
3yMOBJIEHO IPUTHiY€HHSIM CHHTE3Yy NpocTarjaHIuHIB - MegiaTopiB 00110 Ta
3amajieHHs.

IIpu 3amajieHHi, CHpUYUHEHOMY TPaBMaMH a00 peBMaTHYHUMH 3aXBOPIOBaHHSIMH,
IuknodpeHak NPU3BOIUTH 10 3MEHIIEHHs 00110, HAOPSAKY TKaHWH Ta CKOPOYEHHS
nepioay MoHOBIeHHsI QYHKIIH YIIKOMKEHHX CYII00iB, 3B’ sI30K, CYyX0KH/Ib i M’'s13iB.

dapmakoKiHemuka.



IukmopeHak HaTPilO MOBITBHO Ta YaCTKOBO a0COpPOYETHCS 3 MOBEPXHI mIKipu. KinbKicTh
nukJIopeHaKy, 5Ka BCMOKTYEThCI 4epe3 LIKipy, IPONIOPIiiiiHa 40 IJIOIi HOTO HAHECEeHHS 1 3a/IeKUTh
SK Bif] 3arajpHOl 3aCTOCOBAHOl [O3U MIpemnaparTy, Tak i Bif CTymeHs rigparatiii mKipu. MakcuManbHa
KOHIIeHTpallis y IIJIa3Mi KPOBI CliocTepiraeTscs yepes 6-9 rogus. [licis BHYTPIIIHBOTO 3aCTOCYBaHHS

MakKcUMajibHa KOHIIEHTpallis y Iyla3Mi KpoBi [focsiraeTbcsd NPUOIU3HO depe3 1-2 roguHwu.
Cepe[iHill Yac yTpHMaHHA [IiI040l PEYOBMHU Y CHUCTEMHIM LUPKYJIALil — mpubnu3Ho 9 rogux, Mo
3HAYHO [IOBIIE MOPiBHAHO 3 1-2 TOOQWHAMHU IIiCJIg BHYTPIIIHBEOIO0 3aCTOCYBaHHS.

IuxmopeHak HaKOMUYYETLCA Y IIKipi, IKa CIYTye pe3epByapoM, 3BiIKY BifOyBa€ThCS MOCTYIIOBE
BUBIJIbHEHHST PEUYOBUHY Y IIPUIIETTIi TKaHUHU. 3BiATH OUKIIOpEHAK IIepeBaXKHO HAJXOOUTD Y IO
3alasieHi TKaHWHY, Taki K Cyrnobu, Ie MPONOBXKY€e HisiTU i BU3HAYAETHCS Y KOHIEHTpaliax mo 20
pasiB OinbIIKX, HiXK Y I71a3Mi KPOB.

MeTa6omi3M Ta BUBEe[IeHHS IIpelapary Iic/is HaHeCeHHs Ha IIKipy aHaJoTiYHi TaKUM Micyis
CHCTEMHOTO0 3aCToCyBaHHS. [JukmodpeHak Ta #oro MeTabomiTi BUBOOSITLECS IIEpEeBakHO 3 CeYelo.
3arajbHUY CUCTEMHUU I1J1a3MOBUY KIIipeHC AUKII0(eHaKy CTaHOBUTH 263 = 56 MJI/XB, a KiHLIeBUU
nepion HaliBBUBEEHHS Y cepeqHboMy - 1-3 rogunu. [JuknopeHak 3B I3yEThCA 3 OiTKaMu MJIa3Mu
KpoBi Ha 99 %. ITicns mBuaKoro MeTabomi3aMy y mediHli (TigpOKCUITIOBaHHS i 3B'I3yBaHHS 3
TJIIOKYPOHOBOIO KMCJIOTOX0) OB TPDETUHU PEYOBUHU BUBOOUTHCS HUPKAMU U OfHA TPETHHA — 3 JKOBUIO.

[Tpu HUPKOBIit a0 MEeYiHKOBi HEOOCTATHOCTI MeTab0Ii3M Ta BUBEEHHS 3 OpraHi3aMy AUKIIOheHaKy
He 3MiHIOIOThCS.

KrniniyHi xapaKTepHCTHKH.
Iloka3aHnHs.

Micuese mikyBaHHs 00J10 Ta 3amajeHHs CyrjIo0iB, M'g3iB, 3B’130K Ta CyX0XKHUIb PEBMaTUYHOTO abo
TPaBMaTUYHOTO MTOXOMXKEHHS.

IIpomunoka3aHHA.

[TigBullleHa YyTIUBICTL OO OUKIOGEHaKy a0 M0 iHIINX HEeCTePOIgHUX IPOTU3ananbHuX 3ac06iB, a0o
10 iHIIMX KOMIIOHEHTIB JlikapchKOro 3aco0y. HasgBHICTh B aHaMHe3i HamafiB OpoHXiaabHOI acTMH,
KPOIIMB SHKY, TOCTPOT0 PUHITY, Ha3aJIbHUX IOJIiMiB, aHrioefeMu, 3yMOBJIEHUX 3aCTOCYBaHHAM
aIeTUIICAIIIIAIIOBOI KMCIOTH a0 iHIMX HeCTePOigHUX IIPOTU3aNalbHUX 3ac00iB. TpeTiit TpuMecTp
BariTHocTi. JUTAYUH BiK.

B3aemodisa 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemoditi.

Ockinpku cucteMHa abcop0ilis nuKIopeHaKy BHACTIIOK MiCIIeBOTO 3aCTOCYyBaHHS IIperapary gyxe
HU3bKa, BUHUKHEHHS B3a€EMOiii MaJIOUMOBIpHE.

Oco06.1ue8ocmi 3acmocyeaHHsi.



3 06epexKHICTIO CJIifl 3aCTOCOBYBATH IIPeIapaT 3 MepopabHUMK HECTEPOITHUMHY ITPOTH3allaTbHIMHE
3acobaMu.

IMOBIpHICTh PO3BUTKY CUCTEMHUX MMOOIYHUX e(PEeKTiB Mpu MiclleBOMY 3aCTOCYyBaHHI AUKIO(PEHAKY €
HEe3HAYHOI0 TTOPiBHAHO i3 3aCTOCYBaHHSM MOT0 IIepopanbHUX POpM, ajle BOHA He BUKJIIOYAETHCS IIPHU
3aCTOCYBaHHI IIpernapaTy Ha BiJHOCHO BEJIMKUX OIITHKAX IIKipy BIPOJOBXK TPUBAJIOTO 4acy.

[TpemapaT peKOMEHOY€EThCS HAHOCUTH TiJIbKM Ha iHTAKTHI OiNSHKM MIKipH, 3amobirawoyu
TIOTPAIISHHIO Ha 3alajieHy, mopaHeHy abo indikoBany mKipy. Cil yHUKaTH KOHTAKTY IIperapary 3
ouMMa Ta CIU30BUMU 000710HKaMu. [IpemapaT He 3aCTOCOBYBaTU BHYTPIIIHEO.

[Tpu nosiBi OyOb-IKUX IIKiPHUX BUCHUIIIB JTiIKyBaHHS [[UKITOGEHaKOM MOTPIOHO IPUIIUHUTH.
3aCTOCOBYBATH IIifj IOBITPOHENIPOHUKHY OKJTIO3iMHY IIOB 3Ky HEe PEKOMEHAYETHCS, ajle JOMyCKAaEThCS
M0T0 3aCTOCYBAHHS IIifi HEOKJIIO3IMHY II0B’SI3KY. Y BUIIAJKy PO3TATHEHHS 3B 30K ypaXeHy AiNTHKY
MOXKHa IepeB’s13aTu OUHTOM.

He HaHocuTH Ha BigkpuTi panu abo iH}piKoBaHy IIKipy, a TAaKOXK Ha OiNSHKY IIKipH, ypaXKeHi
eK3eMoI0, abo Ha CI130Bi 000I0HKHY.

Yepe3 MOK/IUBICTh BUHUKHEHHS CBITIIOYYTINBOCTI HEOOXiOHO YHUKATH Ail IPAMHUX COHTIHUX
IIPOMEHIB Ta Bi3UTIB [0 COJISIPiIO Mif Yac JiKyBaHHS, a TAKOXK IIPOTArOM 2 TUXKHIB IiC/IA NPUIUHEHHS
JIiKyBaHHS.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2pydoto.

Baeimuicmb. KniHiuHI gaHi mo70 3aCTOCyBaHHS AUKI0(QEHaKy y Iepion BariTHOCTI BigcyTHI. HaBiTh
SIKITI0 CUCTEMHa [Iisl € HMKYO0I0 MMOPIiBHSHO 3 MIEPOPAIbHUM 3aCTOCYBaHHSIM, HEBIIOMO, YH MOXKeE
CHUCTEeMHA [is AuKI0peHaKy, JOCATHYTA IiCJIs MiCIIeBOT'0 3aCTOCYBaHHS, OyTH IIKiITMBOIO [JIS
eMmOpioHa/moma. Ilig yac mepioro Ta Apyroro TPUMEeCTPiB BariTHOCTI AUKIOpeHaK He CIIif
3acToCoByBaTHu 0e3 HaranbHOI MOTPedu. Y pasi 3acTocyBaHHS, J03a IOBUHHA OyTH TKOMOT'a HUXKYO0I0,
a TPUBAJIICTB JIIKYyBaHHSA - IKOMOIr'a KOPOTILOI.

[Tig yac TPeTHOrO TPHMECTPY BaTriTHOCTiI CUCTEMHE 3aCTOCYyBaHHS iHTi6iTOPiB CUHTE3Y
IIpOCTarlaHgYHIB, BK/II0Yal4yu OAUKI0(peHaK, MOXKe CIPUUYNHUTH CEPLIeBO-JIereHeBy Ta HUPKOBY
TOKCHYHICTH y II7I0fIa, MOPYIIeHHs QYHKII HUPOK IUIOfa 3 MONaIbIIAM MaIoBOAasaM Ta/abo
PO3BUTKOM CEPILIEBO-IETEHEBOI TOKCUYHOCTI 3 MepeyacHUM 3aKPUTTSIM apTepiaibHOL
IIPOTOKHU Ta JIET€HEeBOIO TinepTeH3i€. Pusuk mopymeHHs GyHKIIII HUPOK Y IJI0fA 3 TOHalbIINM
OJIirorizpaMHiOHOM cnocTepirascs npu 3actocyBanHi HII33 (Bkmrovaroun auknodeHak) 3 20-ro
TH2KHS BaTriTHOCTI.

Ha mi3Hix TepMiHax BariTHOCTI MOXe BUHUKHYTU TpUBajla KPOBOTeYa K Yy MaTepi, Tak 1 y QUTUHY, a
TaK0XK CIIOCTepiraTucs 3aTpuMKa POIOBOI HisbHOCTI. ToMy oukiodeHaK IPOTUIIOKA3aHUY IIif] 9ac
OCTAHHLOTO TPUMECTPY BariTHOCTI (OUB. po3nin «[IpoTUIOKa3aHHA»).

HeBimoMo, uu poHKMKa€e qUKIO(GEHaK IIPYU 30BHIIIHLOMY 3aCTOCYBaHHi Y I'PyIHE MOJIOKO, TOMY
3aCTOCYBaHHS JTiKapcbKoro 3acoby [IukiodeHak y nepion romyBaHHS TPYAAI0 OOMYCKAEThCS, TiINBKU
SIKIO OYiKyBaHa KOPUCTh, Ha AYMKY JIiKaps, repeBaxae Haf IOTEHLIMHUM PU3UKOM I HEMOBIIATH.
[Ipu HasIBHOCTI BaroMux mifCcTaB [AJIA 3aCTOCYBaHHA IIpernapary y Iepiof rogyBaHHs IPYAAI0 Teflb He
CJIil HAHOCUTH Ha MOJIOYHI 3a71031 ab0 BeJUKI [iITHKY IIKipU Ta He CJIi[l 3aCTOCOBYBATH y OisbIMiii
KinbKOCTi a00 BIIPOMIOBK OiNbIIl TPHBAJIOTO Yacy, Hi’K pEKOMEHIYETHCS.



depmuavHicmb. HeMa€e HOCTYIHUX HaHUX IIOAO0 BIIUBY AUKIIOPEHAKY ITPU MiCIIeBOMY 3aCTOCYBaHHi
Ha QepPTUIIBHICTH JTIOAUHU.

30amuicmb eniueamu Ha weudKicmb peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHi3mamu.

He BrimuBae.

Cnoci6 3acmocyeaHHsi ma do3u.

IuxmodpeHak 3acTocoByBaTH 3-4 pa3u Ha o0y, 37erKa BTUpaloyu y mKipy. KinbkicTh mpenapary,
sIKa 3aCTOCOBYETHCS, 3aJIeKUTh Bifl pO3Mipy ypaXeHol 30HH (Tak, 2-4 T reio, 0 3a po3MipoM
BiimoBizae po3mipy BuiirHi abo BOJIOCHKOT0 ropiXa, AOCTATHBO 71 HAHECEHHS Ha OiJITHKY IIOIIE0
400-800 cm?).

[Ticns anmikanii mpenapaTy He0OXifHO BUMUTH PYKH, OKPIM THX BUIIAAKiB, KOIM caMe Iis JilsHKa
MifgJIsarae JiKyBaHHIO.

TpuBaicTs Teparmil 3a7eXUTh Bil XapaKTepy 3aXBOPIOBAHHS Ta €(DEeKTUBHOCTI JTiKyBaHHS.
[Ipenapat He Cif 3aCTOCOBYBaTH [oBIIe 14 [HIB IOCIIIb.

Y pagsi 3acTocyBaHHS IIpenapary He 3a Ipu3HaueHHAM JTiKaps HeoOXigHO 3BepPHYTHUCS N0 HbOTO 3a
KOHCYTIbTalli€l0, SIKIIO Iic/s 7 OHIB MiKyBaHHS CTaH IMalliEHTa He IMOKPAIUBCS ab0 MOripIImMBCs.

IMamiesTy mMiTHLOTO BiKY (Big 65 POKIB)

HeMae HigKuX mificTaB BBaXKaTH, 10 TalliEHTH JIITHHOTO BiKy MOTPEOYIOTH CIlelliaIbHOTO Mif0opy [031
abo0 B HUX MOXKYTb BUHUKHYTH I00iYHi peakuii, BigMiHHi Bifj iHIIKX MAIi€HTIB.

ITallieHTY 3 HUPKOBOK HEOOCTATHICTIO

HeMmae HigKuX mificTaB BBaXKaTH, 1110 NalliEHTH 3 HUPKOBOIO HEOCTATHICTIO MOTPEeOYIOThH
CIlellialIbHOTO Ti00pY MO3H.

IanieHTH 3 IeYiHKOBOIO HEeIOCTAaTHICTIO

HeMmae HigKuX mificTaB BBaXKaTH, 110 MalliEHTH 3 MeYiHKOBOIO HEJOCTATHICTIO MOTPEOYIOThH
CIellialIbHOTO Ti00pY MO3H.

Himu.

PekoMeHMallii 010 HO3yBaHHS Ta TePAIeBTUYHI TOKa3aHHs 1IOMI0 3aCTOCYBAaHHS IIpernapaTy
[uknodeHak y mitei BifmCyTHi.

Ilepedo3yeanns.

[Tepenmo3yBaHHs MaJIOMMOBipHe ¥ 3B’43Ky 3 HU3bKOI0 abcopOIlieio fuKioheHaKy y CUCTEMHUM



KPOBOTIK IIPU MIiCII€BOMY 3aCTOCyBaHHI. Y pa3i BUIIagKOBOI'0 IIPOKOBTYBaHHSA CJIifi BpaXx0oByBaTH, 110 1
TyOa npenapaty mo 100 r MicTuTh ekBiBaneHT 1 T guKIopeHaKy HATpPilo; IPHU I[bOMY MOXKIUBUN
PO3BUTOK CHUCTEMHUX MOOIYHUX pPeakKIlii.

Y pasi BunagKoBOro NpoOKOBTYBaHHS IIpelapaTy CIif Ogpa3y CIOPOXKHUTHY LIJIYHOK Ta 3aCTOCYBaTU
agcopOeHT. [Toka3zaHe CHMIITOMaTUYHe JIiKyBaHHS i3 3aCTOCYBaHHSM TepalleBTUYHUX 3aXO0iB, 110
CJIil BUKOPUCTOBYBATH IIPU OTPYEHHI HECTEPOITHUMU IMIPOTU3aNaIbHUMU 3aC00aMH.

ITo6iuni peakuii.

IukmodeHak 3a3Buda mobpe nmepeHocuThcs. HebaxkaHi peakilii BKIOYaOTh JIETKI TUMYaCOBI
peakiiil Ha WIKipi y MiCIli HaHeCeHHS. Y PigKiCHUX BUIIafKaX MOXKYTb CIIOCTepiraTucs
aJieprivyHi peaxkiil.

Ouinka nmo6iyHUX peaklli HaBefeHa 3a YaCTOTOIO ITPOSIBiB: myxke momupeHi (= 1/10),
MOIIHPEHi (= 1/100, = 1/10), HemorupeHi (= 1/1000, < 1/100), pigko nomupesi (= 1/10000,
< 1/1000), myxe pigko momupeHi (< 1/10000).

IH¢exuii ma iHeasii: PIAKICHI - IyCTYJIbO3HI BUCUIIAHHS.

3 60Ky wKipu: HETIOMIKUPEH] - BUCUIIAHHS, CBepOiXkK, TOUEPBOHIHHS, €K3eMa, eK3aHTEMA,
epuTeMa, IediHHs, MosiBa HaOPSKIB i BE3UKYI, MaIlyIu, MyCTYyJH, NYIIEHHS i CyXiCTh MIKipH,
nepMaTuT (y TOMY YMCIIi KOHTaKTHUU OePMaTHT); PidKO MOWKPEHi - OyTbO3HUN JepMaTuT;
OyXe PigKo MOIIMPEH] - peakilil CBITIOYyTINBOCTI, TeHepali3oBaHi IKipHi BUCUTIAHHS,
BIIUYTTH NEYiHHSA IIKIPHU.

3 6oky iMyHHOI cucmemu: TyXe PigKO MOUIMPEHi - peakilil migBUIeHOI YyTIUBOCTI (Y TOMY
YHUCJIi KPOIUB'STHKA), aHTiOHEBPOTUYHUYN HAOpPSK 00/TMYYs, 3aQullKa.

3 6oky OuxaavHoi cucmemu: fyKe PifiKo MOMKUPEHi - OpoHXialbHa acTMa.

3 6oky mpasHoi cucmemu 100IUHI peakilil BUHUKAIOTh AyXKe PiKO IicIist MiClIeBOTO
3aCTOCyBaHH4 IIpenapariB, IKi MiCTATh JUK/IO(DeHaK.

[Tpu 3acTOCyBaHHI reio y BUCOKUX Ho3ax abo #0ro HaHeCceHHi Ha BeJIUKI OiMSHKY IIKipU He MOXHa
BUKJTIOUMTH MOKJIMBICTh BUHUKHEHHSI CUCTeMHHUX MOOIiYHMX PeakKilili, a TaK0XK pPeakilii
TimepyyTnuBOCTI Y POpMi aHTioegeMu, AUCIIHOE.

[ToBimomnenHs mpo mobiuHi peakiril micis peecTpaltlii TikapchbKoro 3aco0y Ma€ BaXKIuBe 3HAYEHHS.

Lle mae 3MOry NpOBOAUTY MOHITOPIHT CHIiBBIHOIIEHHS KOPUCTH/PU3UK IIPYA 3aCTOCYBaHHI IILOTO
niKapchbKOro 3aco0y. MeguyHuM Ta ¢hapMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallieHTaMm abo ix
3aKOHHUM IIpefCTaBHUKAM CJIi TIOBiOMJISITH TIPO YCi BUIIAAKHU Ii03PI0OBaHUX IMOOIYHUX peakllii Ta
BifICyTHOCTI e(peKTHUBHOCTI TiKapCchKOro 3aco0y yepe3 ABTOMaTH30BaHy iHGOpPMalliliHy CUCTEMY 3
dhapMakoHarnsAmy 3a nmocunaHHsAM: https://aisf.dec.gov.ua.



Tepmin npudamuocmi. 3 POKH.

YMmoBH 30epiranssi.
30epiraTtu B OpuTiHaIbHiY yIAaKOBIIi IpU TeMIepaTypi He Buile 25 °C.

30epiratu B HEAOCTYIIHOMY IJISI OiTEW MicCIii.

YnakoBka.

[To 40 r a6o mmo 50 r, abo mo 100 r y TyOi amoMiHiesiit B maui. [To 40 r abo mo 50 r, abo mo 100 r, abo
mo 150 1, abo mmo 180 r, abo mo 200 r y TyOi naminaTHi# B mayii abo 6e3 mavykw.

Kareropis Bigmycky.

bes penernra.

BupoOHHK.

[IpAT ®apmarneTuuHa habprka «Bioma».

Micie3HaxoakKeHHsI BAPOOHHKA Ta afipeca MicCIisi MPOBAi2KeHHsI HOT0 Iis/IbHOCTI.

Vkpaina, 69063, M. 3anopixkxks, Bys. AKageMika AMOCOBa,75.



