IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

T-Cent®

(T-Sept®)

Cknao:
Oitoua peyosuHa: GeH3UAAMIHY TiIPOXJIOPHUL;
1 TabneTka MicTuTh 3 MT O€H3UAAMiHY TiIPOXIOPULY;

donomiogicHi pevosuHu: maHiT (E 421), kucnora TMMOHHa, TimpoMeno3a, acmaptaM (E 951),
apoMaTtu3aTop (M'saTHui), GapBHUK naTeHToBauui cunii V (E 131), 6apBHUK XiHOJIIHOBUM
xkoBTuH (E 104), maruito cteapar.

JIikapcbka ¢opma. TabneTKy 11 pO3CMOKTYBaHHS.

OcHosHi (pi3uko-xiMiyHi 8 1acmusocmi: KpyTJli, ABOOMYKIIi TaONeTKH 3eJIeHOr0 KOJIbOPY 3
MapMypOBOIO ITI0BEPXHEI0, 3 M'ATHUM apOMaTOM.

®dapMakKoTepaneBTUYHA Irpyna.

3acobu mJIst 3aCTOCYBAHHS Y CTOMATOJIOr1. IHIIT 3aco6u st MiCIIeBOTO 3aCTOCYBaHHS Y MOPOXKHUHI
porta. Kom ATX A01A DO2.

Papmako102iuHi e racmueocmi.
®apmakoduHamika.

Bensupamin - HecTepoiguui npotulananbuuii npemnapat (HITI3TI) 3i 3He60si0BaIbHUME Ta
IIPOTUEKCYNaTUBHUMU BIIaCTUBOCTSIMU.

Y mporeci KmiHiYHKUX gocmigKeHs OyI0 MOKa3aHo, 1m0 6eH3umaMid epeKTUBHUM 15 TOJIETIIeHHS
CHUMIITOMIB, IKAMU CYIIPOBOAXKYIOTHCS JIOKaJIi30BaHi IOAPa3/IUBi IAaTOJIOTIYHI IIPOLECH Y POTOBIN
nopoxHuHi Ta riaoTui. KpiM Toro, 6eH3umaMid YUHUTH IPOTU3alalbHy Ta MiCIIEBY
3He00II0BaIbHY [0 Ha CIIM30BY 000JIOHKY POTOBOI MOPOXKHUHM.

dapmMaxoKiHemuxka.

®akT abcopOiiii uepes cIu30BY 060I0HKY POTOBOI IIOPOKHKUHMU Ta TTIOTKU OYB MOBeIeHUN HAsIBHICTIO



BUMipIOBaHUX KibKOCTeM 6eH3ugaMiny B ma3mi KpoBi mopuau. OfHaK Ii KOHIIEHTPallil 3aHafiTo
HU3bKi, 1100 BUSBIISITH CUCTEeMHUN (hapMaKoIoTivHui eekT.

Exckpeliist BinOyBa€eThCsI TOJIOBHUM YMHOM i3 ceuelo, mepeBaxHo Y GopMi HeaKTHBHUX MeTaboIiTiB
a00 KOH'I0rOBaHUX CIIONYK.

[Tpu miciieBoMy 3aCTOCyBaHHI BifOyBa€ThCSI KyMyisllia OeH3uAaMiHy B 3allaj/ieHUX TKaHWHAX, [e
mocsArarThCs eheKTUBHI KOHIIEHTpALlil 3aBASKY HOT0 3MaTHOCTI MPOHUKATH KPi3b CIIM30BY 000JIOHKY.

KiiniyHi XapaKTepHUCTHKH.
Iloka3anns.

CuMmmnrToMaTuy4He JIiKyBaHHS 0010, TOAPa3HEHH i 3amaneHHsT POTOTJIOTKH.

IIpomunoka3aHHus.

[TigBuIleHa YyTNIUBICTH [0 Ail040l PeYOBUHHU ab0 [0 iHIIMX KOMIIOHEHTIB ITperapary.

B3aemodis 3 iHwumMu snikapcobkumu 3acodamu ma iHwi eudu e3aemodiii.

HocmimXeHHsT 3 BABUEHHS B3a€MO/Iil He IIPOBOIUIIMCS.

Ocob.augocmi 3acmocy8aHHA.

Y [mesiKWX MAaIli€HTIB BUPa3KU CJIM30BOI 000JIOHKK POTOTJIOTKYA MOXKYThH OyTH 3yMOBJIEHI CEpPHO3HUMHU
NIATOJIOTiYHUMMU TIPOIlecaMu. Y 3B’SI3Ky 3 LM TAI[i€HTH, Y SIKUX CUMIITOMH ITOCUIUINCS abo He
3MEHIIUITACS TPOTATOM 3 OHIB ab0 y SKUX MiIBUILIMIACS TeMIepaTypa Tijla Yd BUHUKIIM iHIIT
CUMIITOMH, TOBUHHI 3BepPHYTUCS 3a KOHCYJIbTalli€lo 0 TepaneBTa abo CTOMATOJOTa y BifTIOBIMHIX
BUIIaIKaXx.

3acToCcyBaHHA IIpernapaTy MoXkKe BUKIUKATH PO3BUTOK ajepril. [Ipy BUHUKHEHHI TaKUX CUMIITOMIB
HeOoOXiTHO IPUIUHUTH 3aCTOCYBAHHS IIPeIapaTy i MPOKOHCYIbTYBATUCS 3 JIiKapeM II0O0 BimmoBimHOI
Teparii.

He pekoMeHOy€eThCS 3aCTOCOBYBATH OeH3UAaMiH IallieHTaM i3 TinepyyTIuBiCTIO 10
alleTHJICATIIUIIOBOI KUCI0THU abo mo ixmmx HIT3IT.

Y natieHTiB i3 OpOHXia/lIbHOI0 aCTMOI0, y TOMY YMCJIi B aHaMHe3i, TpernapaT MOXe CIIPOBOKYBaTH
BUHUKHEHHS OpoHxocma3My. TakuM IallieHTaM Ipenapar CJIifl 3aCTOCOBYBaTH 3 00E€PEKHICTIO.

Lle#t mikapchbKu# 3acib MiCTUTh acliapTaM, IKUM € [xKepesioM cuHTe3y deHinanadiny (E 951). Bin
Moxke OyTy HeOe3MeuyHuM [OJIs TallieHTiB i3 PeHinKeTOHYpi€0.

e nikapchbkuit 3aci6 MicTuTh OapBHUK IMaTeHTOBaHUM CcuHilM V (E 131), KUt MOXe CIPUUYUHSATU



asneprivyHi peaxiiii, Ta 6apBHUK XiHOJiHOBUY XK0BTUY (E 104), 9KUl MOXKe CIPUUMHATH ajlepriyHi
peaxtiii Ta HETaTUBHO BIIJIMBAaTU Ha aKTUBHICTh Ta yBary y OiTeu.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHs 2py00to.

IoTemnep HEMa€E HaJIeXKHUX JOCTYIIHUX JaHUX IIOA0 3aCTOCYBaHHS OeH3UJaMiHy BariTHUM XKiHKaM Ta
JKiHKaM, SIKi TOAYITh TPYAA0. 3MaTHICTH I[bOro 3aco0y NPOHUKATH y TPyAHE MOJIOKO He BUBYasacs.
Hani mocmifKeHb Ha TBApUHAX HEIOCTATHI [JId TOTO, 1100 3pO0UTH BUCHOBKY IIOM0 BIIJIUBY OO
3aco0y Ha BaTiTHiCTb Ta JlakTalilo. BigcyTHi maHi mpo moTeHIifiHUE pU3KK Y Iepion BariTHOCTI abo
TOYBAaHHS TPYAIIO.

He crig 3acTocoByBaTtH Iipenapar T-Cent® IIiJl 4ac BariTHOCTI Ta y Nepiof rogyBaHHs IPYLIo.

30amuicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

[Tpu 3acTOCyBaHHI B peKOMEHIOBAHUX N03ax JIIKapChKUU 3aci0 He BUSBIISE HiSKOTO BIJIUBY Ha
3MATHICTh KEPyBaTU aBTOTPAHCIIOPTOM ab0 iHIMME MexaHi3MaMH.

Cnoci6 3acmocyeaHHss ma do3u.
TabmeTKu CIlif OBLIbHO PO3CMOKTYBaTH B poTi. He ciif ix po3:koByBaT ab0 KOBTATH.
Hopocri Ta miTé BikoM Bif 6 pokiB: mo 1 TabneTii 3 pa3u Ha o0y.

Kypc nikyBaHHSI He TIOBUHEH IIePEBULIyBaTH 7 OHIB.

Himu.
[ro mikapchKy HopMy 3aCTOCOBYIOTH HiTSIM BiKOM Bifl 6 POKiB.

Hitu BiKoM 6-11 pOKiB 3aCTOCOBYIOTH Iie¥ JIiKapChKUM 3aci0 Iif HaTrIsSg0M TOPOCIIHX.

IIepedo3yeanHsi.

He Oymo moBigoMiieHs MO0 Iepefio3yBaHHs OeH3UmaMiHOM IIPU MicIleBOMY 3acTocyBaHHi. OgHak
BimoMo, 110 OeH3uAaMiH IPU NOTPAIISHHI BHYTPIITHLO Y BEJIUKIiN [03i (1[0 y COTHI pa3iB mepeBUIlye
MOXKJIUBI MO3H IIi€l TiKapchKoi (opMu), 0COOIUBO V [iTel, MOXKe BUKIUKATH 30YIKEeHHS, CYOOMH,
TPEMOP, HYHOTY, MiABUILIEHY HiTIUBICTb, aTaKcito, 6iroBaHHs. Take rocTpe nepeno3yBaHHs IOTpebye
HEeTalHOT'0 IPOMMBaHHA IIYHKA, TiIKyBaHHS BOOHO-EJIEKTPOJIITHUX IIOPYLIEHb Ta CUMIITOMATUYHOTO



JiKyBaHHS, afeKBaTHOI TifmpaTaiiil.

ITobiuni peakuii.

Heb6axaHi peakii KmacudpikoBaHi 3a 4aCTOTOI0 BUHUKHEHHS TaKUM YMHOM: TyxkKe dacTo (= 1/10);
yacTo (Bim = 1/100 mo < 1/10); Hewacto (Big = 1/1000 mo < 1/100); pigko (8ig = 1/10000 mo

< 1/1000); myxe pigko (< 1/10000); yacToTa HeBigoMa (He Moxke OyTH OIliHEHa Ha OCHOBI JJOCTYITHUX
OaHUX).

3 60Ky mpagHoi cucmemu: pi0KO - BITUYTTS MEUYiHHS y POTi, CyXiCTh y POTi; yacmoma Hegidoma
— rimoecTesis pOTOBOI TOPOKHUHH.

3 boky imyHHOI cucmemu: uacmoma HegidoMa — aHadiNmaKTUYHA peakilis, peakilis
rinepyyTIuBOCTI.

3 boky pecnipamopHoi cucmemu, 2pyOHOI KaimKu ma cepedoCcmiHHA: Oydce PiOKo - TapUHTOCIa3M.

3 60Ky wkipu i nidwkipHoOi KAIMKOBUHU: Heuacmo - GOTOYYTIUBICTE; Oydce pidKo -
AQHTiIOHEBPOTUYHUH HaOPSK.

Tepmin npudamuocmi.

2 POKHU.

YMoBu 30epiranHsi.
30epiratu B OpUTiHaIbHIN yIAKOBI Tpu TeMmepaTypi He Buite 30 °C.

36epiraté B HEOOCTYIHOMY IJIST OiTEH MicCIIi.

YnakoBka.

[To 10 TabneTtoxk mnsa po3cMokTyBaHHs y 6iicTepi, Ne 10 (10x1) Ta Ne 20 (10x2) y KapTOHHi# KOPOOIIi.

Kareropis Bigmycky.

bes penernra.

BupoOHUK.

AuCiEsn INonbda XKemurys Ec.Ex.



ICN Polfa Rzeszow S.A.

Micue3HaxoaKeHHsI BUPOOHHKA Ta afipeca Miclsi MpoBaIXKeHHS HOTr0 Tis/TbHOCTI.
35-959 XKemys, Byn. [Tmemucnosa, 2, [Tonbia.

2 Przemyslowa Street, 35-959 Rzeszow, Poland.

3asiBHHUK.
Awmaxkca JITI.

Amaxa LTD.

Micue3HaxoaKeHHsI 3asiBHHKA.
31 IxoH Icnin Ctpit, Jlongor SW1P 4FE, Benuka bpurasis.

31 John Islip Street, London SW1P 4FE, United Kingdom.



