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Wi lepdanine

1
cadhi Hép 10 vi x 10 vién nang ciing
*

~DRPINTER /=

- TP Jnié Thuée ké don Hgp 10 vi x 10 vién nang cimg

Etifoxine hydrochloride 50mg

: Tepdanine

DRP Inter

Biio quin: Nhiét d5 khong qua 30°C.

..... S0mg s
“Té duge vim di 1vién Tidu chuin: TCCS
Chi djnl - Chiing chi dinh - Lidu diing va cich dimg - Thin trong - Téc dg phyvi SDK/RegNo
e thang tin chi tiét Khdc: Xem trong tix hirdng din sit dyng thude kém thes, Sinxuil b
Céng ty TNHH DRP Tnter

BE XA TAM TAY TRE EM - DOC KV HUGNG DAN 5UDYNG TRUGC KHIDUNG,  14EDS, Duimg £6 19A. KON Hiép Phuge, Nui B Tp. HOM

BCPrescrzption Box 10 blisters x 10 hard gelatin capsules

Litifoxine hydrochloride 50mg

Tepdanine

56 16 X / Bareh No.:

NSX / Mfg. Date:
HD / Exp, Date

DRP Inter

/| Wgredient: Each hard gelatin capsule contains KEEP OUT OF REACH OF CHITDREN
Eiifoxine hydrochlond, 30mg READ CAREFULLY THE PACKAGE INSERT BEFORE USING
Excipients q.s. for 1 capsul )
Indication, dosage & administration, contra-indication, precaution, “»tnr@e Imiy place, at temperalure not exeeeding 30° C.
side effect and other information: Please see in the package insert Specification: In-house
Manufactured by:

DRP Inter Cu., Ltd
Lot EBS, Strect 194, Hiep Phuoc Industrial Park. Nha Be District, HCM city.

Scale: 130%
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Tepdanine

Ltifoxine hydrochloride 50mg
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DRP Inter

_{
Thinh phin: Mbi vién nang cfmg chira Biio quan: Nhigt d3 khang qua 30°C.
Eliloxine hydrochlorid Simg :
Té dirge vi do 1 vign Tidu chudn: TCCS
Chi dinh - Chidng chi djnh - Lidu diing i cich ding - Thin lrgng - The dungphuva ~ SPK/RepNo:
cac thang tin chi tié khc: Xem trong 1 lnromg din sir dung thude kém theo, i aedt b

Cing ty TNHH DRP Tnter
E XA TAM TAY TRE EM - DOC KV HUGNG DAN SUDYNG TRUGIC KHI DING,  14EHS Muimg of 194, KCN Higp Pliurire, Nhi B, Tp HOM

&Prescnption Box 6 blisters x 10 hard gelatin capsules

Tepdanine

Etifoxine hydrochloride 50mg

$6 16 SX / Batch No.:
NSX / Mfg, Darte:
HD / Exp. Date

DRP Inter

Ingredient: Each hard gelatin capsule contains KEEP OUT OF REACH OF CHILDREN

Etifoxine hydrochloride Stmg READ CAREFUILLY THE PACKAGE INSERT REFORE USING

Excipients q.s. for 1 capsul
Indication, dosage & administration, contra-indicati i tion, Storage: Al temperature nol exeeeding 30” C.
side effect and other information: Plense sec in the package inserl. Specilication: In-house
Mamufactured by:

DRP Inter Co., Ltd

Lot EBR, Strect 194 , Hiep Phuoc Industrial Park. Nha Be District, HOM city. /,”l

Scale: 130%
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Tepd

DRP nter

Thinh phin: M3i vién nang cimg chia Bio quin: Nhigt dj khing qua 30°C.
Etifoxine hydrochloride S0mg -
i dirgo vim 8 i vién Tiéu ehudn: TCCS

Chi djuilt- Chéing chi dinh - Lidu ding vi cich ding - Thin trong - Tic dyngphyva  SPK/RepNo::

cio thong tin chi tiet khdc: Xem trong i hirong din sir dyng thue kém theo, San sudt bt

DE XA TAM TAY TRE EM - BOC K¥ HUONG DAN I DUNG TRUGC KHI BUNG, Lo Fns. Puimg s 194, KON Tiép Phut, Nii B, Tp. HOM,

Hop 3 vi x 10 vién nang ciing

anine

Ltifoxine hydrochloride 50mg

Cibng ty TNHH DRP Tnter

Tepd

DRP Inter

Ingredient: Bach hard gelatin capsule contains

& Prescription Box 3 blisters x 10 hard gelatin capsules

anine

Ltifoxine hydrochloride 50mg

56 16 35X / Batch No.:!
NSX / Mfg. Date:
HD / Exp. Date

KEEP OUT OF REACH OF CHILDREN

Erifoxine hydrochloride. ..., . 50m, READ CAREFULLY THE PACK AGE INSERT REFORE USING
Exvipients q.s. for ... 1 capsul ; G
Indication, dosage & adminisiration, eontca-indicati 1§ lion, Storage: At tenperatire nof exceeding 30° C.
side effect and other information: Please see in the package insert, Specilication: In-house
Manufactured by:
DRP Infer Co., Lid o
Lot EBS, Street 19A . Hiep Phuoc Industrial Park, Nha Be District, HCM city. /——"""-_

Scale: 130%
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TO HUONG DAN SU DUNG THUOC

BC Tepdanine

THUOC NAY CHI DUNG THEOQ PON THUOC.
PE X4 TAM TAY TRE EM. DQC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
CAN THEM THONG TIN, XIN HOI Y KIEN BAC SY.

1. Thanh phin: Mdi vién nang clmg chira:

Hoat chét: Etifoxine hydrochloride .................... 50 mg

T ARG VAl o e e e s e e e 1 vién

(Lactosc, Microcrystalline cellulose 102, Tale, Colloidal silicon dioxide, Magnesi stearate, Vo
nang citng sb 3)

2. Dang bdo ché: Vién nang cimg.

M6 ta san phdam: Vién nang cimg s6 3 c6 nép va than nang mau tring nga, chira bt thude mau
tring.

3. Chi dinh

Céc biéu hién dang tam thé lo au.

4, Li¢éu ding - Cach ding

4.1. Liéu ding

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

- Thoi gian diéu tri: Tir vai ngdy dén vai tudn.

4.2. Cach dung

Thube ding duong ubng, udng cling véi mot it nude.

5. Chéng chi dinh

- Qué méin voi hoat chét hoic bat ky thanh phén t4 duoc nao cua thude.

- Tinh trang sbc.

- Suy gan, suy thin nang.

- Nhuge co.

- Bénh nhén c6 tién st gap phan img trén da nghiém trong va viém gan ning hodc tdn thuong té
bio gan khi diéu tri bing etifoxine.

- Bénh nhan ¢6 tién str phan ¢mg trén da nghiém trong, gdm héi chiing qua man ting bach céu 4i
toan va co6 triéu chiing toan than (héi chimg DRESS), hoi chimg Stevens-Johnson (SJS) hodc
viém da tréc vdy toan thin, viém gan niing hofic ly giai t& bio gan khi duoc diéu tri bing etifoxine
trude day.

6. Cénh bzo va thian trong khi ding thube
Than trong
Phan itng da nghiém trong
Cac phan tng trén da nghiém trong, gdm hoi chimg qui man ting bach cdu 4i toan va c6 triéu
chirng toan than (hoi chirng DRESS), hoi chirng Stevens-Johnson (SJS) hodc viém da tréc vay toan
than, di dugc bdo cdo véi etifoxine, véi tAn sudt rat hiém gip. Poc tinh trén da cla etifoxine
thuong xudt hién sau vai ngay dén mot thang, tiy thudc vao phan ting. Dua trén nhimg dit liéu thu
thép duge sau khi thuée lvu hanh, nhiing phan tmg trén da nay thudng cai thién sau khi n gung dung
thudc. Chua ¢ bdo cdo vé trudmg hop tir vong do phan tmg trén da nghiém trong trong qua trinh
diéu tri bang etifoxin. Bénh nhin nén duoc théng béo vé nguy co xuit hién ddc tinh trén da. Cén
theo ddi chit chd dé phat hién diu hiéu va tridu ching trén da. Nglting etifoxine ngay lap tirc va
khéng dugc téi st dung trong trudng hop xuét hién phin (mg trén da trong thoi gian st dung thudc
nay.
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Phan ving can nehiém trong

Céc phan Umg trén gan nghiém trong lién quan dén etifoxin di duoc béo cdo sau khi thude luu
hanh, thuomg xuét hién sau 2-4 tudn diéu tri v6i tAn sudt rit hidm gip. Phan 1'mg ¢6 thé khong bidu
hién triéu chiing va cht phat hién dugre théng qua xét nghiém can lam sang. Can than trong si dung
trén bénh nhan c6 yéu to nguy co gap vén @& vé gan, bao gbm ngu'or] cao tudi, ngudi co tién sir
viém gan vi rat hodc mic cic bénh ly vé gan khac d& dugce xac dinh. Dbi voi nhom bénh nhén nay,
cAn 1am xét nghiém cfin 1Am sang chitc ndng gan trude khi bit du sir dung etifoxine va sGm nhit
khoang mot thing sau khi bit dAu didu tri. Ngimg thude ngay lap tic va khong tai sir dung etifoxine
néu bénh nhan ¢6 rdi loan chire ning gan trong thoi gian st dung thude.

Viém dai trang

Mbt s6 trudng hop hiém gap v& phan ting viém dai trang vi thé trong thoi gian sit dung etifoxine
ciing duge ghi nhén sau khi thude luu hanh. Do d4, cin theo d&i chit ché triéu chirng tiéu chay trén
bénh nhan sir dung etifoxine va ngimg sir dung thude ngay 14p tic néu xudt hién triéu chimg.

Rong kinh

Sau khi thudc luu hanh, cic truomg hop rong kinh & phu nfr dung thudc tranh thai duemg ubng da
duoc bao cao khi str dung ctifoxine.

Do nguy co cé kha néng tiong tdc ldn nhau:

Thén trong khi dimg chung véi cdc thude tic ché than kinh trung wong .

Khong dimg dong thoi véi thire udng ¢ chira con.

Théng tin vé té duoc

Thubc cé chira lactose. Bénh nhan bi réi loan di truyén hiém gip nhu khéng dung nap galactose,
thiéu hut lactase hoan toan hoic kém hép thu glucose - galactose khéng nén dung thude nay

7. Sir dung thubc cho phu nit c6 thai va cho con hi.

Khéng khuyén co ding Tepdanine cho phy nif ¢o thai va cho con bu.

8. Anh hwéng trén khi niing 14i xe va van hanh may moc

Ngudi 14i xe va st dung mdy mée nén chi ¥ nguy co xay ra tinh trang buén ngt khi sir dung thude.
9, Twong tic va twong ky ciia thude

9.1. Twong tic thuée

Nhiing phéi hop khong khuyén cdo

Cén: Con lam ting tac dung an than cia thude. C6 thé nguy hiém cho ngudi 141 xe va van hanh may
mée do lam gidm sir tinh téo. Tranh nhing thirc udng ¢ cdn.

Nhitng phéi hop cdn luu y

Céc thude e ché hé than kinh trung wong khac: Din xudt morphine (thude giam dau, thube giam
ho va chit thay thé thudc gdy nghién); benzodiazepine; thubc ngl; thudc an thin; chét khang
histamine H1 ¢ tac dung lam diu; thudc chéng trAim cam c¢é tinh lam diu; thude didu tri tang huyét
ap tac dung trung uwong; baclofene; thalidomide.

Lam ting (re ché trung vong. C6 thé nguy hiém cho nguoi 1ai xe va van hanh may méc do 1am giam
su tinh tio.

9.2. Twong ky ciia thuéc

Do chua ¢6 céc nghién ctru vé tuong ky cia thude, khén g tron 1An thudc nay véi ce thube khac.

10. Tiac dung khéng mong mubn ciia thudc (ADR)

Phén logi ADR: Rét thudng gap (= 1/10); Thuong gip (tr 17100 t6i 1/10); it gip (1/1.000 t6i
1/100), Hiém gap (1/10.000 t&i 1/1.000), Rét hiém gip (<1/10.000); va Chua 15 (do khong thé ude
tinh tir dit liéu ¢6 sin). Trong mdi nhém, cac téc dung khéng mong mudn thé hién theo thi t giam
dén mitc dd nghiém trong.

¢ thén kinh:

Hiém gap: Hoi budn ngu khi bit ddu diéu tri, bién mat trong qua trinh didu 1.

Da va mé dudi da:
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Hiém gdp: Ban dang sin mang da dang, hdng ban da dang, nglra, phu mit.

Rdt hiém gép: Biéu hién di img nhv may day, phi mach; phan Ung da nghiém trong nhu hdi chimg

dress, hdi chitng stevens Johnson, viém da troc vay.

Chua ré: Sbe phan vé, viém mach hojic phan img giéng bénh huyét thanh.

Gan - mar

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

Sinh sdn va tuyén vii

Rt hiém gép: Rong huyét & phu nit ding thudc ngira thai dang ubng.

Da day-ruot

Réit hiém gép: Viém dai trang vi thé.

THONG BAO NGAY CIIO BAC ST HOAC DUGQC ST NHUNG PHAN UNG CO HAI GAP PHAI

KHI SU DUNG THUOC

11. Qua liéu va xir tri

Qud licu: Cé thé gay budn ngi.

Xik tri: Didu tr ridu chimg néu can. Khong co thude giai doe dac hiéu.

12. Pac tinh dwge Iye hgc:

Nhém dueoe I: Thube giai lo au

Phén loai ATC: NO5SBX03

- Btifoxine hydrochloride thudc nhém benzoxazine 13 thude giai lo au, ¢6 tac dong diéu ’
kinh thuc vat.

- Thir nghiém invitro va invive tién hanh trén chudt cho thiy cac hoat dong giai lo du cha etifoxine
12 do mét co ché the dong kép (truc tiép va gidn tiép) trén céc thy thé GABAA nhim ting cudng
truyén GABAergic:

» Tac dong true tiép trén thy thé GABAA bdi sy didu bién dj 1ap thé c6 loi, bing su gin két mot
chch chon loc céc tiéu don vi B2 hodc B3; nghién ctru cho thiy ring diém gin két cla etifoxin trén
thu thé GABAA khic véi ciia cac benzodiazepin.
» Téc dong gian tiép boi sy gia ting san xudt cac neurosteroids clia té bao than kinh (théng qua su
hoat héa protein chuyén dbi cua ty thé) nhur allopregnanolon, nhitng neurosteroids 13 nhimg chit
di lap thé diéu bién tich cuc cua thu thé GABAA.

- Etifoxine hydrochloride hap thu t6t bing duong udng, khong gin két véi cac té bao méu, ndng &b
trong huyét tuong gidm chdm trong 3 pha va thai trir chu yéu trong nuée tiéu. Etifoxine
hydrochloride qua dugc hang rao nhau thai.

13. Dic tinh dwge dgng hoc:

Etifoxine hydrochloride hap thu tét bang duang ubng, khéng gin két véi céc té bio méu, ndng do

trong huyét tuong gidm chdm trong 3 pha vA thai trir chi yéu trong nuée tiéu. Etifoxine

hydrochloride qua dugc hang rao nhau thai.

14. Quy cach dong goi: Hop 3, 6, 10 vi x 10 vién nang cing.

15. Pitu kién bao quén, Han ding, Ti¢u chuin chit lvong:

Diéy kién béo qudn: Nhiét d6 khéng qué 30°C

Han ding: 24 thang ké tr ngay sén xuét

Tiéu chudn chét lirong: TCCS

16. Tén — Dia chi co sé sén xuit :

Cong ty TNHH DRP Inter
L6 ERS, Puing s6 194, Khu cong nghi¢p Hiép Phudc
- Xé@ Hiép Phubc, Huyén Nha Bé, Tp. H6 Chi Minh
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