IHCTPYKLIA

ONs MegnyHoro 3aCToCyBaHHSA JlikapCbKOro 3acoby

TUPO30ON®

(THYROZOL®)

Cknan:
Aio4a pedoByHa:TiaMas3o,
1 TabneTka MicTuTb Tiamasony 5 mr abo 10 mr;

LOMOMIXKHI pedyoBMHM: NaKT03a, MOHOriApaT; KpoXMasb KYKYpyL3sHUN; Lentoso3a
nopowkonoAdibHa; Tanbk; rinpomeno3a 2910/15; ™aruHito cteapaT VS; HaTpito
KpoxMmanbraikonaT (tun C); KpeMHito giokcuma KonoigHumn 6e3soaHnin;

nnieBkosa obosioHka As15 Tabnetok 5 mr: pumeTtukoH 100, makporon 400, TuTaHy
niokcup E 171, 3aniza okcugxxostum E 172, rinpomenosa 2910/15;

nnieBkoa obosioHka Ana tabnetok 10 mr: gpumeTmkoH 100, makporon 400, TuTaHy
niokenp E 171, 3aniza okcupgxoBtTunm E 172, rinpomenosa 2910/15; 3aniza okcmpg
YyepBoHUN E 172.

Jlikapcbka popmMma. TabneTkun, BKpUTi NaiBKOBOO 060/10HKOI0.



OCHOBHI pi3UKO-XIMIYHI B/1aCTUBOCTI:

TabneTkn No 5 Mr: CBITNI0-)KOBTOr0 KOJIbOPY, KPyrfi, ABOONYKAI TabneTkn, BKPUTI
NNiBKOBOO 060/IOHKOLO, 3 PUCKOK As1a noainy 3 06ox 6okis;

Tabnetkm no 10 Mr: Cipo-mOMapaH4YeBOro KOJbOPY, Kpyrai, ABOONyKai Tabnetkw,
BKPUTI NNiBKOBOIO 000J/IOHKOLO, 3 pUCKO Anda noginy 3 o6ox 6okis.

dapMakoTepaneBTU4YHa rpyna. AHTUTUpeoiaHi 3acobun. CipKOBMICHI MNOXiAHi
imigasony. Kog ATX HO3B B02.



PapMaKoNoriyHi B1aCTUBOCTI.
dapmakoanHaMiKa.

TiamMa301 3a71€XXKHO Bif MOro Ao3yBaHHA iHriby€E BKAIOYEHHSA NOAY B TUPO3MH, a OTXe,
iHFiIBye HeoCMHTEe3 rOopMOHIB wWMTOoNoAibHOI 3ano3n. Lsa BRacTuBiCTb QA€ 3Mory
MPOBOANTN CUMMTOMATUYHE JIIKYBaHHSA rinepTuUpeo3y He3aseXxHo Big Noro eTtionoril.
Y BNAMBAE TiaMa30/, OKPIM UbOrO, Ha MNPUPOAHUN Mepebir 3aXBOPIOBAHHA MNpw
IMYHONIOTMIYHO 3yMOBJIEHIN GopMi rinepTupeosy (xBopobi [pewnsca), ToOTO 4un
NPUrHIYY€E BiH IMyHOMaTOreHeTUYHUN Npouec, WO JIeXXNUTb B OCHOBI 3aXBOPIOBAHHSA,
Ha CbOrofHi He BU3Ha4eHo.

Tiama30/1 He BMNJIMBAE Ha ceKpeLito nonepefHb0 CUHTE30BaHUX TUPEOIAHUX TOPMOHIB,
LM TMOSICHIOETBCA B OKpPeMUX BUMaLKaxX pi3Ha TPUBaNiCTb JlaTeHTHOro nepiogy Ail
npenapaTy 4O HOpMasi3auii KOHUeHTpauil TUPOKCUHY | TPUNOATUPOHIHY B CMpoBaTL
KPOBI, @ BHAC/NiAOK LbOro - A0 MoJlinweHHSA KNiHIYHOT KapTuHW. MNpenapaT He BNnBaE
TaKoX Ha rinepTupeos, AKUN PO3BUMHYBCH BHACNIAOK BUBIJIbHEHHA FOPMOHIB MNicad
PYNHYBAHHSA KNITUH WWUTOMOAIBHOI 320031 (Micnsa NikKyBaHHA pafioakTUBHMM MNOAOM
abo npu TupeoignTi).

dapMaKoKiHETUKA.

TiaMa30/ WBWUAKO Ta NOBHICTIO abcopbyeTbCA 3i WAYHKOBO-KULLKOBOIro TpakTy. lMicns
NPUAOMY BHYTPIWHBO MaKCUMajlbHa KOHUEHTpauisa y rsa3Mi KpoBi [OCAra€TbCA
npotarom 0,4-1,2 rognHn. 3B'A3yeTbCA 3 BiNKamMu naasmMm KpPoBi AyXKe He3HAYHOK
Mipoto. TiamMa30n  HaAKOMWUYYETLCA Yy  WKMTOMNOAIOHIN  3an03i Ta  MNOBiJIbHO
MeTabonisyeTbCa Yy HiN. He3BaXkal4dm Ha KOJMBAHHSA pPiBHIB CUPOBATKU KPOBI,
HaKOMUYeHHs Tiama3ony B WKMTONoAibHIM 3an03i BCe We NpM3BOANTb OO0 YTBOPEHHS
NJaTo KOHUEeHTpauil, BHACMigOK 4Ooro TpuBanicTb Ail 36epiraeTtbCa NpPoOTArom
NnpubnnsHo 24 rognH Nicna NpMMoMy pa3oBoi A03M NpenapaTy. 3rifHO 3 OCTaHHIMK
OAHNMKN KiHETMKa MeTaboniaMy TiamMas30/y He 3aneXxuTb Big QyHKUiT wmTononibHoi
3ano3u. lNepiog HaniBBMBeAEeHHS npenapaTy CTaHOBUTb 6aM3bko 3-6 roauvH. Y

MaLiEHTIB 3 MEeYiHKOBOK HEAOCTAaTHICTIO BiH 6inbw TpmBannin. Tiama3on BUBOAUTLCSH 3
ceyerwd Ta IKOBYKD, HE3HAYHOK Mipoo - 3 (ekaniamMmm, WO CBiAYNTbL NpPo
eHTeporenaTUYHy umpkynauito. Busoantecsa 3 cedeto (70 % npoTarom 24 roguH).
Jluwe HeBennka KiNbKiCTb TiaMa30Jly eKCKPeTYETbCA Y He3MiHeHOMY Burnagi. Jocsig
woao apMaKoJIOriYHOI aKTUBHOCTI MeTaboniTiB Ha CbOrodHi BiACYTHiIN. LOCTynHi
obMexeHi OaHi wono (apMakoKiHETUKM TiaMa3ony Yy XBOPUX 3 MNOPYLIEHHAMUN
dyHKLUIT HNPOK Ta neviHkn (amB. po3ain «Cnocib 3acTocyBaHHS Ta O03U»). BioCcyTHi
JaHi WoJo NOBTOPHOIO 3acToCyBaHHA n03m (amB. po3ain «Cnocib 3acTtocyBaHHA Ta
0031»).



KniHidyHIi XapaKTepucTuKu.
lMoka3aHHA.
JlikyBaHHSA rinepTupeosy, BKAKYAOYU:

- KOHCepBaTWBHe JiKyBaHHA rinepTtupeosy, ocobnamBo 3 BiACYTHIM abo Manumx
po3MipiB 3060M;

- MNiAroTOBKY A0 Xipypri4HOro NikyBaHHS rnpu BCiX popMax rinepTmnpeosy;

- MIArOTOBKY A0 JiKyBaHHSA paAioakKTUBHUM MNOOOM, 0COB/IMBO MaLIEHTIB 3 TAXKOM
dopMoto rinepTmnpeosy;

- MPOMIXKHY Tepanito nicna NiKkyBaHHA pafioakKTUBHUM NOL0M;

- npocdinakTUyHe nNiKyBaHHS MaUIEHTIB 3 CybKNiHIYHOIO (OpPMOIOD rinepTupeosy,
aBTOHOMHMUMK ageHoMamMnm abo TUPEOTOKCMKO30M B aHaMHesi, AKi noTpebyloTb
BMNAMBY noAay (Hanpwuknag, AiarHOCTMKA i3 3aCTOCYBAaHHAM MOO0BMICHUX KOHTPACTHUX
npenapaTiB).



lNMpornnoka3saHHA.

- Finep4yyTnAmMBIiCTb [0 Tiama3oJy, iHWMX noxigHux TioHamigiB abo oo 6ynb-aKoro
KOMMOHEHTa npenapaTy.

- MNoMipHi Ta TSAXKI NOpYyLUEeHHSA KiNIbKICHOro CKiafly KpoBi (FpaHysiounToneHis).
- XonecTtas nepen no4aTKoM NliKyBaHHS, HEe CNPUYNHEHUN TUPEOTOKCUKO30M.

- Ypa>KeHHS KICTKOBOro MO3KYy MNpu NpoBefdeHin paHiwe Tepanii Tiama3onom abo
Kapbima3sosiom.

- TocTpun naHKpeaTUT B aHaMHe3i nicna npunomy Tiamasony abo nponikis
kapbimasony.

CymMmicHa Tepania Tiama3osioM Ta TUPEOoIAHMMW TrOpMOHaMWM Yy nepion BariTHOCTI
npoTunokasaHa (AWB. po3Ain«3acToCcyBaHHA y nepiog BariTHOCTi abo roayBaHHS
rpyLnnio»).

B3aemMopmia 3 iHLUMMM NNiKapCbKMMMK 3acobamu Ta iHLWII BUON B3aEMOLIN.

HecTa4a noay nigBULLYE CNPUAHATAMBICTL WMTONoAibHOI 3an03M Ao Tiama3ony, a
HaOJIMWOK wnody - 3HWXKYE 1. be3nocepefHi B3aemMopfil 3 iHWUMW NiKAPCbKUMN
3acobamum HesigoMmi. MNMpoTe cnig BpaxosyBaTw, Wo MeTaboniaMm Ta BUBEAEHHS iHLLINX
Nikapcbkux 3acobiB npu rineptupeosi Moxe 36inbwyBatuca. Li  MNokKasHUKK
HOPMani3ylTbCA MNP  BIOQHOBJIEHHI  (PYyHKUIlT wuTonoAibHol 3ano3n. Y pasi
HeobXiAHOCTI [Oo3yBaHHA nMpenapaTy chig kKopuryBaTu. KpiMm TOro, Kopekuis
rinepTupeosy Moxxe HopMasisyBaTu nNiaABuULEeHY aKTUBHICTb aHTUKOArynsHTIB Y
NaLi€EHTIB 3 rinepTUpeosom.

Hdocnig>XeHb NiKapCbKMX B3aeEMOAIN 3@ y4acTiO nefiaTpUYHUX MaUieEHTIB  He
npoBOAUN.






OcobNMBOCTI 3aCTOCYBaHHSA.

MpenapaT Tupo30n1® He pPeKoOMEeHAYETbLCS 3aCTOCOBYBATW MaLiEHTaM 3 peakuisamu
rinepyyT/IMBOCTI MOMIPHOIrO CTYMeHs TAXKKOCTI B aHaMHe3i (Hanpukiag, anepriyHunn
BUCKM, ceepbix).

MauieHTaMm, €Ki MalTb 3006 OyXXe BeNIMKUX pPO3MIpiB Ta 3BY)XEHHA Tpaxel, cnig
NPOTAroM SKOMOra KOpPOTLIOro nepiogy Ta nNig peTesibHUM HarnagoMm fikaps
3acTocoByBaTu nNpenapaT Tnpo3on® y 3B'A3KYy 3 PU3NKOM poCTy 300a.

Mi€ENOTOKCUYHICTb.

ArpaHynounTo3 BigMmidasca npubnusHo y 0,3-0,6 % Bunagkis. lepen noy4yaTKoM
NiKyBaHHA MauieHTiB HeobxigHO npoiHdopMyBaTWU MNP0 CYNyTHi CUMNOTOMU
arpaHysioynTosy (CToMaTUT, PapPUHTIT, IMXOMaHKa). 3a3BMy4an CAMNTOMUN BUHUKAIOTb
NPOTArOM NepLUNX TUXKHIB NiKyBaHHSA, 0QHaK iX MosiBa MOXXJIMBa Yepes Kijibka MicsuiB
abo nig Yac NOBTOPHOI0 KypcCy NiKyBaHHSA. PEKOMEHAYETLCS peTesibHO KOHTPOJIIOBATH
NOKa3HUKW KPOBI A0 i Nicna nodvaTkKy Tepanii, 0cobaMBo NauieHTaM, AKi CTpakaaloTb
Ha rpPaHYJIOUMTOMNEHIIO MNOMIPHOro CcTyneHda. Y pa3i po3BuTKy O6yab-akoro 3
BULLLE3Aa3HAYEHMX CMMMTOMIB, 0CO6/IMBO MNPOTAroM MNeplmx TUXKHIB JliKyBaHHSA, Chif
HeramHo 3BepHYTUCSA 00 Nikaps Ons NpoBeneHHSA aHaNi3y KPOoBi.

Y pa3i nigTeBepO)KeHHSA arpaHy/ounTo3y HeobXigHO MPUNUHNTK Nojanbluy Tepanito
npenapaTom.

Y pa3i 3acToCcyBaHHA npenapaTy Yy pPeKOMeHAOBaHMX pnAo3ax nobivyHi peakuil,
0byMOB/iIeHI TOKCUYHOIWO [Ai€I0 Ha KICTKOBUAW MO30K, BMHMKANM pigko. YacTto
MOBIAOMANANIOCA MPO PO3BUTOK TaKMX peakuin nig 4ac npunomy Oy>Xe BUCOKUX [03
Tiama3zony (6nmsbko 120 Mr Ha poby). Taki 003M MpPU3HaYalTb 3a cneuiajlbHUMKU
NOKasaHHAMU (TSXKKi POpMU 3axXBOPHOBAHHSA, TUPEOTOKCUYHUK Kpu3). lMpn nosasi
CMMNTOMIB TOKCWUYHOI fAil Ha KICTKOBUA MO30K Ha TNi JiiKyBaHHA TiaMa30J10M
HeobXxiAHO MPUNUHUTU NoAajblLUe 3aCTOCYBaHHA MpenapaTy Ta 3a HeobxiaHOCTI
nepenTun Ha 3aCTOCYyBaHHSA aHTUTUPEOIAHOIr0 NiKapCbKOro 3acoby iHwWOoi rpynu.

FoCTpWUiA NaHKPeaTuT.

Y NnoCcTMapKeTUHroBMin nepioa NMoBigOMIAIOCA NPO PO3BUTOK FOCTPOro NaHKpeaTuTy
y MauieHTiB, AKi npuMann nikapcbki 3acobun, wo MicTATbL Tiama3osn abo nponiku
kapbima3ony. lMauieHTaM, y SKMX PO3BMHYBCHA FOCTPUN MAHKpeaTwuT, CAif HeramHo
NPUNUHUTL NPUAOM TiaMasony. Tiama3on He cnig Npu3HadaTu MauieHTaM, Yy SAKUX
paHille cnocTepiraBcs roCTpUn NaHKpeaTUT Ha TAHi NpuioMy Tiamasosy abo nponikis
kapbima3zony. [MoBTOpHE MNpPU3HAYEHHA MOXe MNpuU3BeCcTU A0 peunanBy rocTporo
NaHKpeaTuTy, NMPU LbOMY 4YacC PO3BUTKY peunanBYy 3MEHLLUYETbLCS.
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MobiyHi peakuii.
Heba>kaHi e(hekTn 3a YaCTOTOK BUHUKHEHHS KNacuikyoTb 3a TaKUMU KaTeropiaMu:

ay»xe 4vacto (> 1/10), yacto (> 1/100, < 1/10), HeyvacTo (> 1/1000, < 1/100), piako (
> 1/10000, < 1/1000), aoyxe pigko (1/10000), HeBigOMO (He MO)XHa BCTAaHOBUTW Ha
nigcTaBi 4OCTYMHUX OAHUX).

3 60Ky KpoBi Ta JliMpaTUYHOI CUCTEMMN.

HevacTo: arpaHysioumTtos (3ycTpidaeTbca npmbnmsHo y 0,3-0,6 % Bunaakie). Moxe
TaKOX MPOSABNATUCSA Yepe3 TUMXKHI abo micaui nicns noYaTKy JiKyBaHHSA, WO BUMarae
NPUNNHEHHSA 3acTocyBaHHA npenapaTy. Y 6inblWOCTi BUMNaAKiB arpaHyaoumTos
3HMKA€E CaMOCTINHO.

Ayxe pigko: TpoMmbounTONEHISA, NAHUNTOMNEHIA, reHepani3zoBaHa niMmdageHonaTiq.
3 60Ky eHAOKPUHHOI CUCTEMMN.

Ay>Xe pigKo: iHCYyNiHOBUM @yTOIMYHHUA CUHOPOM (3 ICKPaBO BUPaAXKEHUM 3HUKEHHSAM
PiIBHSA F1IOKO3M KPOBI).

3 60Ky HepBOBOI cucTEMMN.

Pigko: piokKo BMHUKAOTb MOPYLUEHHS CMaKOBUX BigYyTTiB (AMCressis, aressif), Wo
CaMOCTINHO MMHAaKTbL MiCNA NPUNUHEHHA 3aCTOoCyBaHHA npenapaTy. OgHakK CMaKoBI
BiAYYTTSH MOXYTb BiAHOBJIIOBATUCS KiJlbKa TUXKHIB.

[y>Ke pigkKo: HeBpUTHK, NMosliHenponaTis.

3 60Ky TpaBHOIro TPakTy.

[ly>Ke piaKo: rocTpe 3anajeHHs CJIMHHUX 3aJ103.
HeBigoMo: rocTpuin naHKpeaTuT.

3 6oky renaTtobiniapHoi cnctemu.

[y>Xe piaKo: onMcaHO OKpPeMi BUMaAKW XOJeCTaTUYHOI XKOBTAHULUI abo TOKCMYHOro
renatuty. CMMnToMK, SK MPaBWIO, 3HUKAKTb NICAA MNPUNUHEHHS 3acTOCyBaHHS
npenapaTy. KNiHiYHI ManonoMiTHIi CMMNTOMU 3aCTOK XKOBYi B nepion sikyBaHHA Ccnifg
BIAPI3HATN Bif OUCHPYHKUIN, CNPUYHUHEHUX TiNepTUPeo30M, TakKuMX AK NigBULLEHHS
PiBHS Y-rayTamin TpaHcdepasn Ta ny>XHoi ¢ocdaTasm abo niaABULLEHHS PiBHSA
crneundivyHOro KiCTKOBOro i3ohepMeHTy Ny>KHOI hochaTasun.

3 60Ky WKipy Ta NigLWKIPHOI TKAHUHMN.



TepMiH npmpgaTHoOCTi. 4 poKW. He 3acTtocoByBaTWU MiCNA 3aKiHYEHHSA TepMiHy
NPMAATHOCTI.

YmMmoBu 30epiraHHa. 36epiratu npu TemnepaTypi He Buue 25 °C, y 3axulleHoMy Bifl
BOJIOrK Micui. 36epiraty B HeAOCTYNHOMY A4 AiTen Micu,i!

YnakoBka. 1o 10 Tabnetok y 6nictepi. Mo 5 6nicTepiB y KapToHHIN KopobUui.

KaTeropia Bianycky. 3a peuenTtom.

BupobHuk. Mepk Xenckea KlraA, HimeyunHa/Merck Healthcare KGaA, Germany.

MicuesHaxopa>XxeHHA BMpPOOHMKa Ta appeca Micufa nNpoBaA>XeHHA Woro
AiANbHOCTI. dpaHKpypTep LWWTpacce 250, 64293 OapMmwTanrT,
HimeyuynHa/Frankfurter Strasse 250, 64293 Darmstadt, Germany.



