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Rx- Thudc ké dons 
orc DEWORM vA 

fH 

Dé xa tam tay tré em 

Doc kf huéng dén sit dung truéc khi ding 

Thudc nay chi ding theo don thuéc 

1. Thanh phan cong thirc thudc. 

M6i vién nén chita: 

Thanh phan duge chat: Triclabendazole 250mg 

Thanh phan ta duc: Cellulose vi tinh thé, Lactose, Tinh bét bap, Oxid Sat dé, Mau Erythrosine 
Supra, Colloidal Silica khan, Magnesi Stearat 

2. Dang bao ché. 

Vién nén. Vién nén mau héng dén hong nhat, hinh vién nang co ranh 6 mét mat va mot mat 

tron. 

3. Chi dinh. 

Triclabendazole duoc chi dinh diéu tri bénh sdn 14 gan lén (SLGL) do Fasciola 

hepatica/Fasciola gigantica) gay nén. 

Triclabendazole duoc chi dinh diéu tri bénh san 14 phéi do Paragonimus westermani gay n€n. 

4. C&ch ding, liéu ding. 

Thudc ding dudng uéng va chi ding cho ngudi 16n va tré em trén 4 tudi. 

Sdn la gan lon: 

10 mg/kg thé trong uéng mét liéu duy nhAt, Néu can cé thé dig liéu lap lai sau 2 tuan hoac 

sau 6 thang. 

San ld phéi: 

20 mg/kg thé trong chia lam hai liéu. 

Su h4p thu Triclabendazole cé thé tang lén néu ding thudc sau bita an, nhat 1a khi thire 4n cd 

chat béo. 

5. Chong chi dinh. 

Triclabendazole chéng chi dinh & bénh nhan duge biét qué man cam v6i bat ctr thanh phan nao 

cua thuoc. 

6. Canh bdo va than trong khi ding thudc. 

Diéu tri thudc chong co that trong 5 dén 7 ngay sau khi diéu tri voi Triclabendazole lam giam 

dau do ting thai trir qua Ong mAt cua ky sinh tring chet. 

CAn phai than trong ding thudc cho cdc bénh nhan bj kéo dai khoang QT hoac tian sit c6 triéu 

chimg kéo dai QT do dung thudc cé kha nang tac dung lén khoang QT. Thye vay, trong nghién 

ctru thuc hién trén ché, kéo dai khoang QT trén dién tam dé duge ghi nhan & mt vai dong vat. 

Anh huéng nay cé kha nang lién quan dén chuyén héa sulfonic ca triclabendazole. Khong 

thdy hién tuong nay trong nghién ctru thyc hi¢n trén ngudi. Tuy nhién nén tiép tuc canh giac 

diac biét déi voi nhtmg déi tuong sir dung cé nguy co (bao gom ngudi cao tudi, ngudi suy giam 

chirc nang gan than). 
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Triclabendazole citing duge ding than trong 6 déi tuong thiéu hut men glucose-6-phosphate- 
dehydrogenase do kha nang gay tan huyét. 

Do c6 chita lactose, thudc nay khong khuyén nghi 6 déi tuong tang galactose-huyét bam sinh, 
hdi chimg kém hap thu glucose va galactose hay thiéu hut lactase. 

7. Sir dung thudc cho phu nif cé thai va cho con bu 

Phu nit co thai: 

Khong c6 quai thai khi thuc hién nghién ctu trén chudt va thé vi triclabendazole. 

Cac benzimidazol khac nhu mebendazole, flubendazole va albendazole gay quai thai 6 mdt vai 
déng vat. 

Trén lam sang, hién van chua thdy dit ligu dang tin cdy dé danh gid kha nang gay di tat hodc 
d6c bao thai khi thuéc sir dung trong thdi gian co thai. 

Triclabendazole chi duge ding & phy nit cé thai khi that can thiét va tét nhat 1a sau quy dau 
tién cla thoi ki mang thai. 

Phu nit cho con bii: 

Cdn chua rd Triclabendazole cé tiét vao stta me kh6ng, can than trong khi ding 

Triclabendazole trong thoi ky cho con bu. Khuyén cao chi nén cho con bu sau 72 gid ding 

thudc. 

8. Anh hwéng cia thudc lén kha nang lai xe, vin hanh may moc. 

Nén théng bdo cho tat ca cdc déi trong cé nguy co chéng mat trong qua trinh diéu tri ma cé 

thé lam giam kha nang li xe hoac sir dung may moc. 

9. Twong tac, twong ky clia thudc. 

Cisapride, Pimozide, Quinidine: Nguy co tang cao r6i loan nhip tém that, dic biét xo4n dinh 

(te ché chuyén hdéa qua gan cua thuéc nay). Phai dam bao it nhat 24 gid khi dimg thudc 

triclabendazole va bat dau uéng thuéc nay va nguge lai. 

Ergotamine, Dihydroergotamine: Nguy co gay ngd doc Ergotin cé kha nang dan dén hoai tir 

dau chi (do tre ché chuyén héa qua gan cla thuéc nay). 

Phai dam bao it nhat 24 gi’ khi dimg thudc triclabendazole va bat dau uéng thuéc nay va nguge 

lai. 

10. Tac dung khéng mong muon ciia thuéc. 

Dau dau, co rut bung, tigu chay. 

11. Qua ligu va cach xif tri. 

Chua cé kinh nghiém 1am sang vé qué liéu Triclabendazole ¢ ngudi. 

12. Dic tinh duge lie hoc 

Ma ATC: PO2BX04 

Nhom thudéc: Cac thudc chita san 14 khac 

Triclabendazole 14 mét dan chat benzimidaziole. Né duoc phan biét véi nhitng thudc khac trong 

nhém nay do dae trung vé cAu trac cla né: co nguyén tit clo va mét nhém thiomethyl, khéng 

c6 mét niza carbamat. 

Triclabendazole cé hiéu qua diét ky sinh tring 6 giai doan truéng thanh va chua truong thanh 

cua san 14 Fasciola hepatica va Fasciola gigantica. 
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Co ché tac dung cia triclabendazole chua that rd. 

Triclabendazole va chat chuyén héa sulfoxide cia né duoc hap thu dé dang vao da cia ky sinh 
tring. Giam ctr déng cla dang truéng thanh va chua truong thanh cua ky sinh tring dugc theo 
d6i sau 24 gid trong éng nghiém khi tiép xtc vdi triclabendazole. Hién tuong nay lién quan 

dén su thay déi quan trong dién thé mang hic nghi cia da. Dang chuyén hda sulfoxide dudng 
nhu sir dung khdc di nhung hiéu qua hon 1én sy di chuyén cua vi khudn hon 1a dang géc 
triclabendazole. Vi vay, cé kha nang 1a thudéc nay tac dung chu yéu qua chat chuyén héa 
sulfoxide 1a chiém da s6 trong huyét tuong ngu6i. 

Triclabendazole propionate va acetate duoc hinh thanh tir glucose. Né tre ché san xudt men 
thay. phan protein tir giun truong thanh va chua truong thanh, boi tac dung l€n chitc nang cua 
vi tiéu quan. Vi vay, thudc ire ché dan truyén té bao da lén bé mat cua da. Triclabendazole 
khéng cé tac dung én giun tron. 

13. Dac tinh dug dong hoc 

Hap thu: 

Theo duong ung, triclabendazole duoc hap thu qua duéng da day ruét; hdp thu ting gdp hai 
dén ba lan khi triclabendazole duge ding sau bita an giau chat béo. 

Phan bé: 

Triclabendazole va chat chuyén héa cita né dat nong d6 cao trong duéng mat, qua dé né bai 

tiét tré lai trong ruét trong khoang vai ngay; it nhat 1% triclabendazole duéng udéng duge bai 

tiét vao sita me. 

Sinh chuyén héa: 

Triclabendazole duge oxit héa thanh sulfoxide (chat chuyén héa chinh) va sulfone (mét lugng 
it hon) suét 24 gid dau sau khi uong. 

Théi gian dat ndng 46 dinh: Xép xi 8 gid. 

Thai trie: 

Xp xi 95 duéng% triclabendazole udéng (dang khéng déi ho&c dang chuyén héa chinh) duge 

dao thai qua phan. 

Xp xi 2% duge dao thai qua nude tiéu. 

14. Quy cach déng géi: H6p 1 vi x 4 vién 

15. Diéu kién bao quan: Bao quan noi khé, mat, duéi 30°C. Tranh anh sang 

16. Han ding: 36 thang ké tir ngay san xuat. 

Khong ding thudc khi da hét han sir dung. 

17. Tigu chuan chat lwgng: NSX 
San xuitt béi: 

RV Lifesciences Limited 

(Tén ci: Atra Pharmaceuticals Limited) 

Plot No. H19, MIDC, Waluj, 

Aurangabad- 431133, 

Maharashtra State, An Dé. 
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