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Rx- Thubc ké don
| DEWORM
Dé xa tdm tay tré em
Boc k hudng ddin str dung truce khi ding
Thudc nay chi dimg theo don thuéc
1. Thanh phén cdng thirc thuéc.
M3i vién nén chira:
Thénh phén duwge chat: Triclabendazole 250mg

Thénh phén td diegre: Cellulose vi tinh thé, Lactose, Tinh bjt bip, Oxid Sit d6, Mau Erythrosine
Supra, Colloidal Silica khan, Magnesi Stearat

2. Dang bao ché.

Vién nén. Vién nén mau hdng dén hdng nhat, hinh vién nang c6 rinh & mdt mit v mft miit
tron.

3. Chi dinh.

Triclabendazole duoc chi dinh diéu tri bénh sin 14 gan lén (SLGL) do Fasciola
hepatica/Fasciola gigantica) gdy nén.

Triclabendazole duge chi dinh diéu tri bénh san 14 phdi do Paragonimus westermani gdy nén.
4. Cich ding, liéu ding,

Thuéc ding dwimg ubng va chi ding cho ngudi 1on va tré em trén 4 tudi.

Sdn Id gan lon:

10 mg/kg thé trong ubng mét lidu duy nhét. Néu cin c6 thé dung lidu lzp lai sau 2 tuén hodc
sau 6 thang.

Sin l6 phéi:

20 mg/kg thé trong chia 1am hai lidu.

Sur hép thu Triclabendazole c6 thé ting 1én néu ding thudc sau bira &n, nhét 14 khi thirc &n c6
chét béo.

5. Chéng chi dinh.

Triclabendazole chéng chi dinh & bénh nhén dugc biét qud mén cam vdi bét ¢t thanh phé.n nao
cua thuoc.

6. Canh bdo va thin trong khi ding thudc.

Pidu trj thudc chong co thit trong 3 dén 7 ngdy sau khi diu trj v6i Triclabendazole lam giam
dau do ting thai trir qua 6ng mét ciia ky sinh trung chet.

Chn phai than trong diing thuc cho cdc bénh nhan bj kéo dai khoang QT hodc tién sir ¢b tridu
chimg kéo dai QT do dung thudc c6 kha ning tac dung 1én khoang QT. Tharc vy, trong nghién
ctru thuc hién trén cho, kéo dai khoang QT trén dign tdm do duge ghi nhan & mot vai dong vat.
Anh huéng nay ¢6 kha ning lién quan dén chuyén hoa sulfonic cua triclabendazole. Khong
thdy hién tugng ndy trong nghién ctru thye hi¢n trén nguoi. Tuy nhién nén tiep tye canh giac
dic biét d6i voi nhimg d6i tuong sir dung c6 nguy co (bao gom ngudi cao tudi, ngudi suy gidm
chitc niing gan thén).
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Triclabendazole cling dupc dung thin trong & d6i tugng thiéu hut men glucose-6-phosphate-
dehydrogenase do kha niing giy tan huyét.

Do ¢6 chira lactose, thudc nay khong khuyén nghi (’r,déi tuong ting galactose-huyét bam sinh,
hdi chitng kém hép thu glucose va galactose hay thiéu hut lactase.

7. Sir dung thudc cho phu nit ¢6 thai va cho con bii
Phu nik ¢ thai:
Khong c6 quéi thai khi thue hién nghién ctru trén chudt va thé véi triclabendazole.

Céc benzimidazol khéc nhu mebendazole, flubendazole va albendazole géy quai thai & mot vai
dong vit.

Trén 14m sang, hién vin chua thiy dir liéu d4ng tin ciy @& d4nh gid kha nang gay di tat hojic
ddc bao thai khi thude sir dung trong thdi gian ¢6 thai.

Triclabendazole chi dugc ding & phu nit c6 thai khi that cin thiét va t6t nhét 1a sau quy déu
tién cua thoi ki mang thai.

Phu nit cho con bu:

Con chwa rd Triclabendazole co tiét vao stta me khong, cén thén trong khi ding
Triclabendazole trong thdi k¥ cho con bi. Khuyén céo chi nén cho con bi sau 72 git dung
thube.

8. Anh hwiéng cia thudc Ién kha niing l4i xe, vin hanh miy mée.

Nén théng bdo cho tht ca cic d6i twgng c6 nguy co chong mit trong qué trinh didu trj ma cé
thé 1am giam kha niing 14i xe hodc sir dung méy mée.

9. Tuwong tdc, twong ky ciaa thude.

Cisapride, Pimozide, Quinidine: Nguy co tang cao v6i loan nhip tm thit, dic biét xo#n dinh
(trc ché chuyén hoa qua gan cua thube nay). Phai dam bao it nhit 24 gio khi dimg thudc
triclabendazole va bit ddu udng thube nay va ngugc lai.

Ergotamine, Dihydroergotamine: Nguy co gdy ng doc Ergotin c6 kha nang din dén hoai tir
dAu chi (do e ché chuyén héa qua gan ciia thubc nay).

Phai dam bao it nhét 24 gi¢y khi dimg thubc triclabendazole va bt ddu udng thudc nay va nguge
lai.

10. Tic dung khéng mong muén ciia thude.

Dau déu, co rit bung, tidu chay.

11. Qua liu va cich xir tri.

Chura 6 kinh nghiém lam sang vé qua lidu Triclabendazole & ngudi.

12. Pic tinh dwge hre hoe

Mi ATC: P02BX04

Nhém thude: Céc thude chita san 14 khéc

Triclabendazole 12 mét dan chat benzimidaziole. N6 dugc phin biét véi nhitng thubc khéc trong
nhém nay do dic trung vé cdu tric clia né: c6 nguyén ti clo va mdt nhoém thiomethyl, khéng

¢6 mdt nira carbamat.
Triclabendazole c6 hidu qua diét ky sinh tring & giai doan trwdng thanh va chua trudng thanh
ciia sén 14 Fasciola hepatica va Fasciola gigantica.
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Co ché tac dung cua triclabendazole chura thét ro.

Triclabendazole va chét chuyén héa sulfoxide ctia né duoc hip thu d& dang vao da ctia ky sinh
tring. Giam cir ddng cia dang truéng thanh va chua tredng thanh ciia ky sinh triing duoc theo
ddi sau 24 gidr trong dng nghiém khi tiép xlc vdi triclabendazole. Hién tugng nay lién quan
dén s thay dbi quan trong dién thé mang lic nghi cua da. Dang chuyén héa sulfoxide (hm'ng
nhur sir dung khéc di nhung hidu qua hon 1én sir di chuyén cia vi khuan hon 1a dang goc

triclabendazole. Vi vdy, c6 kha ning 13 thude nay tdc dung chii véu qua chét chuyén hoa
sulfoxide 14 chiém da sb trong huyét trong ngudi.

Triclabendazole propionate va acetate dugc hinh thanh tir glucose. N6 trc ché san xudt men
thuy phén protein tir giun truéng thanh va chua truéng thanh, boi tac dung lén chirc ning cla
vi tiéu quan. Vi vdy, thubc rc ché dan truyén té bao da 1én bé mit cia da. Triclabendazole
khong c6 tac dung I1&n giun tron.

13. Diic tinh dwge dong hoc
Hdp thu:

Theo dudng ubng, triclabendazole dugce hép thu qua du'dng da day rudt; hip thu ting gip hai
dén ba 14n khi triclabendazole duge ding sau bita in gidu chit béo.

Phdn bé:

Triclabendazole va chit chuyén héa cla né dat nong d9 cao trong dudng mét, qua d6 né bai
tlet tréy lai trong rudt trong khodng vai ngay; i nhit 1% triclabendazole dudmg udng duge bai
tiét vao sita me.

Sinh chuyén héa:

Triclabendazole dugc oxit héa thanh sulfoxide (chét chuyén héa chinh) va sulfone (mdt luong
it hon) sudt 24 gid d4u sau khi uong.

Thoi gian dat ndng d dinh: X4p xi 8 gio.
Thai trie:
Xép xi 95 dudmg% triclabendazole ubng (dang khéng ddi hoic dang chuyén hoa chinh) duge
dao thai qua phin.
Xép xi 2% duge dao thai qua nude tiéu.
14. Quy cich déng gbi: Hop 1 vi x 4 vién
15. Diéu kién bdo quén: Bao quan noi khd, mat, dudi 30°C. Tréanh 4nh sang
16. Han ding: 36 thang ké tir ngay san xuét.
Khéng dimng thudc khi di hét han sic dung.
17. Tiéu chuin chat lwong: NSX
San xudt béi:
RV Lifesciences Limited
(Tén cii: Atra Pharmaceuticals Limited)

Plot No. HI19, MIDC, Walyj,
Aurangabad- 431133,

Maharashtra State, An D3.
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