3ATBEPIKEHO
Haka3 MinicTepcTBa 0XOpOHH
310poB’sl YKpainu
26.02.2014 Ne 149
PeecTpaniiine nocBigueHHs
Ne UA/13494/01/01
3MIHU BHECEHO
Haxka3 MinicTepcTBa 0XOpoOHH
310poB’sl YKpainu

29.07.2014 Ne 528
IHCTPYKIIA
IS MEAMYIHOIO 3aCTOCYBAHHS Mpenapary
T-cent®
(T-sept®)

Cknao:

diroya peyogura: OEH3UAMIHY T1APOXIIOPU;

1 Tabnerka MicTUTh 3 Mr OEH3UAAMIHY T1IPOXIIOPUY;

oonomioncni peuosunu: Manit (E 421), kucinora naumoHHa Oe3BOJHA, TIIpOMeENo3a, acmapTam
(E 951), apomaruzatop (m’siTHuii), OapBHuK mnateHtoBanumii cunid V (E 131), OapBHuK
xinomHoBwui xoBTHid (E 104), Mmaruito creapar.

Jlikapcbka dopma. Tabietku 17151 pO3CMOKTYBaHHS.
Ocnognui  @izuxo-ximiuni eracmueocmi: KPYTii, IBOOMYKII TaOJETKH, 3€JICHOTO KOJBOPY 3
MapMypOBOIO [TIOBEPXHEIO, 3 M’ ATHUM apOMaTOM.

Ha3pa i micue3HaxoaxeHHs1 BUPOOHUKA.

ICN Polfa Rzeszow S.A.,

2 Przemyslowa Street, 35-959 Rzeszow, Poland
AWCiEH [lonbda XKemys Ec.Eil.

By [Tmemucnosa, 2, 35-959 JKemrys, [lonbma

Ha3pa i micue3HaxoakeHHsI 3asiBHHKA.

Amaxa Pharma LTD,

9 Wimpole Street, W1G 9SG London, United Kingdom
Amakca ®@apma JIT/,

ByI. Bimmomn, 9, W1G 9SG Jlonnon, Benuka bpuranis

dapMaKoTepaneBTHYHA rpyna.
3acobu 1l MICIIEBOTO 3aCTOCYBAaHHS y CTOMATOJIOTI.
Kon ATX AO1A DO2.

®apMaKoJIOrivyHi BJIaCTHBOCTI.

Dapmaroounamika.

bensunamin € HectepoifHUM npoTu3ananbHuM mnpenaparom (HII3II) 31 3HeOomOBaIbHUMHU Ta
MPOTUEKCYIaTUBHUMHU BIIACTUBOCTSAMH. Jlisl mpemapaTy cOpsiMOBaHa Ha CTaOUII3allil0 KIITHUHHOI
MeMOpaHu Ta 1HTiOyBaHHS CHUHTE3y MpocTaryiaHAuHiB. [Ipemapar YMHUTH NPOTH3ANaJIbHY Ta
MICIIEBY 3HEOOJIOBAJIBHY /110, a TaKOXX BUSBJISE MICIEBUI aHECTE3ylOuWid e(eKT Ha CIHM30BY
000JIOHKY pOTOBOI MOPOXKHUHMU. [IpenapaT YNHUTh AHTUCENTUYHY JilO.



Dapmaxokinemuxa.

[Ipu mepopaabHOMY 3aCTOCYBaHHI OCH3MIaMiH MIBUAKO aOCOPOYEThCs 3 TpaBHOTO TpakTy. [likoBi
KOHIIGHTpalli B IJa3Mi JOCATalOThCs uepe3 2-4 TOAMHU TiCiA NpuioMy a03u. beH3umgamin
HAKOMUYYETHCS B JAUISHII 3allaieHHs. bIM3bKO MOJIOBMHH BBEICHOI 03U MpenapaTy BUBOIAUTHCS Y
HE3MIHCHOMY BUTIIAAI HUpKaMmu. bim3pko 10 % BBemeHOi J03M BHBOIUTHCS B Mepili 24 roJWHU
micyisi npuiioMy mpemnapary. YacTMHa mpenapary, 10 3alMIIdiacs, MiIJAETbCs MeTadoi3my,
TOJIOBHUM YMHOM 10 N-OKCHUAY.

Kuiniuni xapakrepucTuKku.

Iloxazanns.

CuMnromMaTHyYHE JIIKYBaHHS MOPA3IMBO-3aMaIbHAX CTaHIB MOPOKHUHU POTA, TJIOTKU Ta TOPTaHi;
00J110, 1110 OOYMOBJICHUH TIHTIBITOM, CTOMAaTUTOM, (DAPUHTITOM; Y CTOMATOJIOTII MICIs €KCTPaKIlii
3y0a a0 3 MPOPIITAKTHIHOIO METOIO.

Ilpomunokaszanns.
[TinBuIIeHA Yy TIIMBICTH JIO JIIF0YOT pEYOBHHU a00 JI0 1HIIMX KOMIIOHEHTIB Iperapary.

Ocoonuei 3axo0u 6e3nexu.

[lpm BiICYTHOCTI MOKpAIIEHHS IICJII KOPOTKOYAaCHOTO 3acTOCYBaHHsS mpenapary, HeoOXinHa
KOHCYINIbTAIlisl JIiKaps. 3acTOCyBaHHS Mpenapary JOBTOTPHBAIMKN TeEpioJ] MOXe BHKJIWKATH
PO3BHTOK aJIeprii.

[Ipenapat micTuTh mKepeno ¢eHinataniny (acnapram), IKUH Moxe OyTH HIKiIJTUBUM JUIsI XBOPUX 3
(beHIKeTOHYpIEIO.

B3aemooia 3 inwmumu nikapcoKumu 3acodoamu ma inuwii 6uOUu 83a€mMoo0iil.
He moBigomitsiiiocst mpo B3a€MOIIIO 3 IHIIMMU JIIKAPCHKUMH 3aC00aMH.

Ocobueocmi 3acmocy8anus.

3acmocysannus y nepiod eazimnocmi abo 200y6ants epyoolo.

AJeKBaTHI JOCHIPKEHHS ILIOJI0 3aCTOCYBaHHS IperapaTy y Iepioj BariTHOCTI abo TOJyBaHHS
TPYJUII0 HE IPOBOIMINCS, TOMY HE PEKOMEH/IOBAaHO 3aCTOCOBYBATHU IpenapaT y el nepiol.

30amuicms énaueamu Ha WEUOKICMb peaxkyii npu KepyeanHi agmompancnopmom abo pobomi 3
[HWMUMU MEXAHIZMAMU.

3acTtocyBaHHd OeH3uJaMiHy Yy pEKOMEHJOBAaHUX J103aX HE 3MIHIOE€ 3/aTHICTh KepyBaTu
aBTOTPAHCIIOPTOM a00 MPALIOBATH 3 IHIIMMHU MEXaHI3MaMH.

Cnoci6 3acmocyseanns ma 0o3u.

Tabnerku HEOOXiJHO po3cMOKTyBaTU. He ciij po3:xoByBaTn a00 KOBTATH TaOJIETKH.

JlopociuM Ta marieHTam JiTHBOTO BiKy: 1o 1 Tabnetmi 3-4 pa3u Ha JCHb.

JiTsimM BikoM Bij 6 pokiB: o 1 Tabnerui 3-4 pa3u Ha JIeHb.

JliTsiM BiKOM 70 6 POKiB: HE PEKOMEHIYEThCS 3aCTOCYBaHHS Tabmerok T-cent'. Jmst maHOi
KaTeropii peKOMEH/yeThCsl BUKOPHCTAHHS TIperapaTy T-CemnT , crpeil Ut POTOBOT ITOPOKHHH.
[Ipenapar pekOMeHI0BaHO 3aCTOCOBYBATH He OlIbIe 7 JTHIB.

Jimu.

[TpenapaT 3aCTOCOBYIOTH JITSIM BIKOM Bifl 6 POKIB.

Ilepeoosysanns.
ManoiiMOBipHi BHITaZKM Mepea03yBaHHs NP 3aCTOCYBAHHI mpermapaty T-cemt’, TabieTKH Ui
po3cMoKTyBaHHs. [Ipuifom 3Ha4HOi KUIBKOCTI TaOJIETOK MOXKE€ BUKIUKATH HYIOTY, 30YIKEHHS
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CYJIOMH, TpPEMOp, WiJABHUIIEHY MIiTJIUBICTh, aTakciio, OnroBaHHs. Take rocTpe mnepeao3yBaHHS
noTpedye HEraiHOrO0 NPOMHUBAHHS NITyHKA, JIKYBaHHS BOJHO-CJCKTPONITHHX IOPYLIEHb Ta
CHUMIITOMAaTUYHOTO JIIKYBaHHS, a/IeKBaTHOI TiipaTariii.

Ilo6iuni peaxuii.

Yacrora moOIYHUX peakilii BAZHAYAETHCS 3T1IHO TaKO1 Kiaacupikartii:
nyxe gacto (> 1/10);

gacto (> 1/100, < 1/10);

Hewacto (> 1/1000, < 1/100);

pinko (> 1/10000, < 1/1000);

myxke pigko (< 1/10000);

HEBIJJOMO (HE MO>KHA BU3HAUUTH 3 HASIBHUX JIAaHUX).

3 60ky mpasnoco mpakmy:

PIZIKO — TIevis Ta CyXiCTh Y POTI.

3 60Ky imyHHOI cucmemu:

PiAKO — peakIii rinepuayTIuBOCTi;

HEB1JI0MO — aHa(UTAKTUYHI peaKIlii.

3 6oky cucmemu Ouxanms:

JTy’Ke PIIKO — JTapUHTOCIA3M.

3 6oky wKipu i RIOWKIPHOI KIIMKOBUHU.

HEYacTO — peakilii (OoTOUyTIUBOCTI,

JyXe PiIKO: aHT10HAOPSK.

VY BUMNaAKy BUHUKHEHHS OYIb-sIKUX MOOIYHUX peakiliii HeoOX1IHO 3yMUHUTHU MIPUIOM MpemnapaTy Ta
MPOKOHCYJIBTYBATHCS 3 JIIKAPEM IIIOJI0 TIOJATBIIOTO JIIKYBaHHS.

Tepmin npudamnocmi.
2 POKH.

YmoBu 30epiranns.
30epiratu B OpUTiHaJIbHIN yIakoBli IpH TeMieparypi He Buie 30°C.
30epiraTi y HEIOCTYITHOMY JUIsl IITeH MicIii.

YnakoBka.
ITo 10 tabnerok ans po3cMokTyBaHHsS y Omictepi, NelO (10x1) Tta Ne 20(10x2) y kapToHHIi
KOpPOOIIi.

Kareropis Binmycky.
bes peuenra.

JlaTa 0CTAaHHBOI'O NeperJsiay.



