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x Thuoc ké don H6p 10 vi x 10 vién nang cing 

Tepdanine 
Etifoxine hydrochloride 50mg Bu

UI
Ue
 

DRP Inter 

‘Thanh phn: Mai vién nang cimg chtra Bio quan: Nhiét 46 khong qua 30°C, Etifoxine hydrochloride .........-ssscssssessssensssssenssesseee 50mg, Tieu chuin: Ta duge vira dit 1 vien euenuan CES 
Chi dinh - Chéng chi dinh - Ligu ding va cach dimg - Than trong - Tac dung phu va SDK/Reg.No.: cae théng tin chi tiét khac: Xem trong 16 huéng dan sit dung thuéc kém theo, Sin xudt baic 

2 Céng ty TNHH DRP Inter pf XA TAM TAY TRE EM - BOC KY HUGNG DAN Sif DUNG TRUGG KHI DUNG. L6EBS, Duimg s6 19, KCN Hitp Phude, Nha Ba. Tp. HCM. 

FF rescrivtion Box 10 blisters x 10 hard gelatin capsules 

Tepdanine 
Etifoxine hydrochloride 50mg 

—
 

Ingredient: Each hard gelatin capsule contains KEEP OUT OF REACH OF CHILDREN Etifoxine hydrochloride.......cscsssscscessssssesesssnen 50mg, READ CAREFULLY THE PACKAGE INSERT BEFORE USING Excipients q.s. for leap 
Indication, dosage & administration, contra-indication, precaution, Storage: In dry place, at temperature not exceeding 30°C. side effect and other information: Please see in the package insert. Specification: In-house 

Manufactured by: 

DRP Inter Co., Ltd 
Lot EBS, Street 19A , Hiep Phuoo Industrial Park, Nha Be District, HCM city. 
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Rx Thuéc ké don H6p 6 vi x 10 vién nang cing 

Tepdanine 
Etifoxine hydrochloride 50mg 
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DRP Inter 

‘Thanh phan; Méi vién nang cimg chita Bao quan: Nhiét d6 khéng qué 30°C. Etifoxine hydrochloride ssesssestsssssveescstnssesinesssseue 50mg i Ta duge vira da feats Tidu chuin: TCCS 
Chi dinh - Chong chi dinh - Ligu diing va céch ding - Thin trong - Tée dung phy va - SDK/Reg.No.: cde thong tin chi tiét khac: Xem trong t hurong din sir dung thuée kém theo. Sins baie 

Céng ty TNHH DRP Inter DE XA TAM TAY TRE EM = ®0C KY HUONG DAN SU DYNG TRUGC KHI DONG, L6EBS, Burg 6 19A, KCN Hip Phe, Nhi Bé, Tp. HCM. 

EXC piescrivsion Box 6 blisters x 10 hard gelatin capsules 

Tepdanine 
Etifoxine hydrochloride 50mg 

DRP Inter 
Ingredient: Each hard gelatin capsule contains KEEP OUT OF REACH OF CHILDREN Etifoxine hydrochloride... cseeeceee SOQ, READ CAREFULLY THE PACKAGE INSERT BEFORE USING Excipients q.s. for I capsul ; 
Indication, dosage & administration, contra-indication, precaution, Storage: At temperature not exceeding 30° C. 
side effect and other information: Please see in the package insert. Specification: In-house 

Manufactured by: 

DRP Inter Co., Ltd 
Lot EBS, Street 19A , Hiep Phuoc Industrial Park, Nha Be District, HCM city. 
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DRP Inter 

Etifoxine hydrochloride ........ssssssscsssssssssssssssssssessssssses 50mg . . . Ta duge vira da 1 vien Tiéu chudn: TCCS 
Chi dinh - Chéng chi dinh - Ligu ding va each ding - Than trong -‘Téc dung phy va SDK/Reg.No.: cdc thong tin chi tiét khdc: Xem trong ta huéng dan sir dung thuée kam theo, Sin xuitbai: 

S Z Pe Cong ty TNHH DRP Inter bE XA TAM TAY TRE EM - DOC KY HUONG DAN sU DUNG TRUGC KHIDONG, LéEBS. Buimg 36 19A, KCN Higp Phuvie, Nha B8, Tp. HCM, 

‘Thanh phan: MGi vién nang cimg chira Bao quan: Nhigt dé khéng qua 30°C, a 

R Prescription Box 3 blisters x 10 hard gelatin capsules 

Tepdanine 
Etifoxine hydrochloride 50mg 

DRP Inter 
Ingredient: Each hard gelatin capsule contains KEEP OUT OF REACH OF CHILDREN Etifoxine hydrochloride. 

READ CAREFULLY THE PACKAGE INSERT BEFORE USING Excipients q.s. for Ip 
7 oO Indication, dosage & administration, contra-indication, precaution, Storage: Attemperature not exceeding 30 C, side effect and other information; Please see in the package insert. Specification: In-house 

Manufactured by: 

DRP Inter Co., Ltd 
Lot EB8, Street 19A , Hiep Phuoc Industrial Park, Nha Be District, HCM city. 
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TO HUONG DAN SU DUNG THUOC 

R Tepdanine 
THUOC NAY CHi DUNG THEO BON THUOC. 

DE XA TAM TAY TRE EM. DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. 
CAN THEM THONG TIN, XIN HOI ¥ KIEN BAC SY. 

1. Thanh phan: Méi vién nang cimg chtra: 

Hoat chat: Etifoxine hydrochloride ..........000....0. 50 mg 

Ta duoc: Vita dU oo... ccc cece ecs ec ees eee eeseuseen cans 1 vién 

(Lactose, Microcrystalline cellulose 102, Talc, Colloidal silicon dioxide, Magnesi stearate, V6 

nang cimg sé 3) 

2. Dang bao ché: Vién nang cimg. 

M6 ta san phém: Vién nang cig sé 3 cé nap va than nang mau trang nga, chtra bét thudc mau 

trang. 

3. Chi dinh 
Cac biéu hién dang tam thé lo 4u. 
4, Liéu ding - Cach ding 
4.1. Liéu ding 

- Liéu thong thudng tir 3-4 vién/ngay, chia lam 2 dén 3 14n uéng. 

- Thdi gian diéu tri: Tr vai ngay dén vai tuan. 
4.2. Cach ding 

Thudc ding duéng udng, udng clung vi m6t it nuéc. 

5, Chong chi dinh 

- Qua man voi hoat chat hodc bat ky thanh phan ta duoc nao cha thuédc. 

- Tinh trang séc. 

- Suy gan, suy than nang. 

- Nhuoc co. 

- Bénh nhan cé tién stv gap phan tng trén da nghiém trong va viém gan nang hoac tén thuong té 

bao gan khi diéu tri bang etifoxine. 

- Bénh nhan cé tién sir phan img trén da nghiém trong, gdm h6i chitng qué m4n tang bach cau 4i 
toan va co triéu chitng toan than (héi ching DRESS), héi chtmg Stevens-Johnson (SJS) hoac 

viém da tréc vay toan than, viém gan nang hoac ly gidi té bao gan khi duoc diéu tri bang etifoxine 

trudée day. 

6. Canh bao va than trong khi ding thuéc 

Than trong 

Phan ung da nghiém trong 

C4c phan tng trén da nghiém trong, gdm hi ching qué man tang bach cau 4i toan va cé triéu 

ching toan than (héi chitng DRESS), hoi chirng Stevens-Johnson (SJS) hodc viém da tréc vay toan 

than, d& duge bdo cdo véi etifoxine, véi tan suat rat hiém gap. Déc tinh trén da ctia etifoxine 

thuong xuat hién sau vai ngay dén mét thang, tty thudc vao phan ting. Dwa trén nhitng dif liéu thu 

thap duoc sau khi thuéc Ivu hanh, nhtng phan tg trén da nay thuong cai thién sau khi ngimg ding 

thuéc. Chua cé bao cdo vé trudng hop tir vong do phan tng trén da nghiém trong trong qua trinh 

diéu trj bang etifoxin. Bénh nhan nén duoc thong bdo vé nguy co xuat hién déc tinh trén da. Can 

theo déi chat ché dé phat hién d4u hiéu va triéu chimg trén da. Ngimg etifoxine ngay lap tite va 
khéng duoc tai str dung trong trudng hop xuat hién phan (mg trén da trong thoi gian sty dung thuéc 

nay. 
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Phan tng gan nghiém trong 

Cac phan (mg trén gan nghiém trong lién quan dén etifoxin 44 duoc bdo cdo sau khi thudc luu 

hanh, thudng xuat hién sau 2-4 tudn didu tri voi tan sudt rat hiém gap. Phan ting c6 thé khéng biéu 
hién triéu ching va chi phat hién duge thong qua ; xét nghiém can lam sang. Can than trong str dung 

trén bénh nhan cé yéu to nguy co gap van dé vé gan, bao gém nguoi cao tudi, ngwoi cd tién str 

viém gan vi rit hoac mic cdc bénh ly vé gan khac da dugc xac dinh. Déi voi nhém bénh nhan nay, 

can lam xét nghiém cn lam sang chive nang gan truéc khi bat dau sir dung etifoxine va sém nhat 

khoang mét thang sau khi bat du diéu tri. Nging thudc ngay lap tire va khéng tai sir dung etifoxine 

néu bénh nhan c6 r6i loan chitc nang gan trong thdi gian str dung thuéc. 

Viém dai trang 

Mot sé trudng hop hiém gap vé phan tng viém dai trang vi thé trong thdi gian str dung etifoxine 

cting duge ghi nhan sau khi thuéc uu hanh. Do dé, can theo déi chat ché triéu ching tiéu chay trén 

bénh nhan sir dung etifoxine va nging str dung thudéc ngay lap tite néu xuat hién triéu ching. 

Rong kinh 

Sau khi thuéc luu hanh, cdc truéng hop rong kinh 6 phu nit ding thuédc tranh thai dudng uéng da 

duoc bao cao khi str dung ctifoxine. 

Do nguy co cé kha néng tuong tac ldn nhau: 

Than trong khi ding chung véi cdc thuéc we ché than kinh trung uong . 

Khong ding déng thoi v6i thitc uéng cé chita con 

Thong tin vé ta duoc 

Thuéc cé chia lactose. Bénh nhan bi ri loan di truyén hiém gap nhu khéng dung nap galactose, 

thiéu hut lactase hoan toan hodc kém hap thu glucose - galactose khong nén ding thudc nay 

7. Sir dung thuéc cho phy ni cé thai va cho con bi. 

Khéng khuyén cdo ding Tepdanine cho phy ntf co thai va cho con bi. 

8. Anh hwéng trén kha nang lai xe va van hanh may méc 

Negw6i lai xe va str dung may méc nén cht ¥ nguy co xay ra tinh trang buén ngu khi str dung thuéc. 

9, Twong tac va twong ky cia thudc 

9.1. Twong tac thudc 

Nhiing phéi hop khong khuyén cdo 

Cén: Cén lam tang tac dung an than ctia thuéc. Cé thé nguy hiém cho ngwdi 14i xe va van hanh may 

méc do lam gidm sy tinh tao. Tranh nhiing thie uéng c6 con. 

Nhitng phéi hop can leu» 

Cac thuéc te ché hé than kinh trung wong khac: Din xuat morphine (thuéc giam dau, thudc gidm 

ho va chat thay thé thuéc gay nghién); benzodiazepine; thudc ngu; thuédc an than; chat khang 

histamine H1 cé tac dung lam diu; thuéc chéng tram cam cé tinh lam diu; thudéc diéu tri ting huyét 

ap tac dung trung wong; baclofene; thalidomide. 

Lam ting irc ché trung uong. Cé thé nguy hiém cho ngu6i l4i xe va van hanh may moc do lam giam 

su tinh tao. 

9.2. Twong ky ctia thuéc 

Do chua cé cdc nghién ciru vé tuong ky ctia thuéc, khéng trén 14n thudéc nay voi cdc thudc khac. 

10. Tac dung khéng mong muén cia thuéc (ADR) 

Phdén loai ADR: Rat thudng gap (> 1/10); Thuong gap (tir 1/100 t6i 1/10); ft gap (1/1.000 téi 

1/100), Hiém gap (1/10.000 téi 1/1.000), Rat hiém gap (<1/10.000); va Chua r6 (do khong thé ude 

tinh tir dtt ligu c6 sin). Trong méi nhém, cdc tac dung khong mong muén thé hién theo thir tu giam 
dan mire d6 nghiém trong. 
Hé than kinh: 
Hiém gdp: Hoi buén ngt khi bat dau diéu tri, bién mat trong qua trinh diéu tri. 

Da va m6 dudi da: 
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Hiém gdp: Ban dang san mang da dang, héng ban da dang, ngira, pht mat. 

Rat hiém gdp: Biéu hién di tng nhu may day, phd mach; phan tng da nghiém trong nhu hdéi ching 

dress, hdi ching stevens Johnson, viém da tréc vay. 

Chua ré: Séc phan vé, viém mach hoac phan tmg gidng bénh huyét thanh. 

Gan - mat 

Rat hiém gdp: Viém gan, viém gan hiy té bao 

Sinh sdn va tuyén vit 

Rat hiém gdp: Rong huyét & phy nit ding thuéc ngira thai dang udng. 

Da day-ru6ét 

Rat hiém geip: Viém dai trang vi thé. 

THONG BAO NGAY CHO BAC Si HOAC DUGC Si NHU'NG PHAN UNG CO HAI GAP PHAI 
KHI SU DUNG THUOC 
11. Qua liéu va xi tri 

Qué liéu: Cé thé gay budn ngu. 

Xr tri: Diéu tri triéu chimg néu can. Khong cé thudc gidi doc dc hiéu. 
12. Dac tinh dwore lwe hoc: 

Nhém duoc ly: Thuéc giai lo au 

Phan loai ATC: NOSBX03 : 

- Etifoxine hydrochloride thuéc nhém benzoxazine 1a thudc gidi lo au, c6 tac dong diéu f 

kinh thyc vat. 

- Thi nghiém invitro va invivo tién hanh trén chudt cho thay cdc hoat déng gidi lo 4u cua etifoxine 

1a do mét co ché tac d6ng kép (truc tiép va gidn tiép) trén cdc thu thé GABAA nham tang cuong 

truyén GABAergic: 

* Tac déng truc tiép trén thy thé GABAA bdi sy diéu bién dj lap thé cé loi, bang su gin két mét 
cach chon loc cdc tiéu don vi 62 hoac 63; nghién ciru cho thay rang diém gin két cia etifoxin trén 

thy thé GABAA khac véi cia cdc benzodiazepin. 

* Tac dong gidn tiép boi sy gia tang san xuat cdc neurosteroids ctia té bao than kinh (thong qua su 

hoat héa protein chuyén di ctia ty thé) nhu allopregnanolon, nhiing neurosteroids 1a nhig chat 

di lap thé diéu bién tich cue cia thu thé GABAA. 

- Etifoxine hydrochloride hap thu tot bang dudng uéng, khéng gan két véi cdc té bao mau, nong 46 

trong huyét tuong giam cham trong 3 pha va thai try cha yéu trong nude tiéu. Etifoxine 

hydrochloride qua duge hang rao nhau thai. 

13. Dic tinh dug dong hoc: 

Etifoxine hydrochloride hap thu tét bang duéng uéng, khong gan két véi cdc té bao mau, nong 46 

trong huyét tuong gidm cham trong 3 pha va thai trir cht yéu trong nude tiéu. Etifoxine 

hydrochloride qua dugc hang rao nhau thai. 

14. Quy cach dong goi: H6ép 3, 6, 10 vi x 10 vién nang cig. 

15. Diéu kién bao quan, Han ding, Tiéu chun chat lwong: 

Diéu kién bdo quan: Nhiét 46 khéng qua 30°C 

Han ding: 24 thang ké tir ngay san xuat 

Tiéu chudn chdt lrong: TCCS 

16. Tén — Dia chi co s@ san xuat : 

Cong ty TNHH DRP Inter 

Lé EB8, Puéng sé 194, Khu céng nghiép Higép Phudc 

- Xa Hiép Phuéc, Huyén Nha Be, Tp. Hé Chi Minh 
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