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e [Composition] Each tablet contains:
5 Prothionamide........ ........250mg \

( [Dosage form] Film coated tablet
[Indications, Dosage & administration, contraindications and others
information] Please see the insert paper.

[Quality specification] In-house =
[Storage] Storage in hermetic container, below 30°C,
protected from light and moisture.
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pr—— [Thanh phin] M3i vién chiva: S~
Prothionamid.................. .250mg \
[Dang bao ché] Vién nén bao phim
[Chi dinh, lidu Iwgng & cach ding, chéng chi dinh va céc théng tin khac]
Xem t& huéng dén sir dung
[Tiéu chudn] TCCS
[Bao quan] Bao quan trong bao bi kin, & nhiét 4 dwdi 30°C,
tranh &nh sang va &m i
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Rx “Thude nay chi ding theo don thude”

KESUDE TAB
(Prothionamid)
“Dé xa tam tay tré em”
“Doc ki’ hieomg dan sir dung trieoe khi dimg”

Thanh phén cng thire thube

M3i vién nén bao phim chia:

- Thanh phan dwoe chat:

Prothionamid 250 mg

- Thanh phan ta dirge: Lactose ngdm nude, cellulose vi tinh thé, povidon, natri croscarmellose,

magnesi stearat, opadry vellow /( é(( (A

Dang bao ché:

Vién nén bao phim mau vang nhat, hinh tron.

Chi dinh

Diéu tri lao theo hudng dan cia chuong trinh chdng lao Qubc gia (Bo Y 1é)
Cich dung, liéu ding

Liu cho ngudi 16n: Lidu duoc tinh theo nhom can ning. Dudi 33 kg: 15-20 mg/kg/ngay; tir 33
kg dén 50 kg: 500 mg/ngay: tir 51 kg dén 70 kg: 750 mg/ngay: trén 70 kg: 750-1000 mg/ngay.
Liéu cho tré em: 15-20 mg/kg/ngay chia lam 2 lan, i da 1.0 g/ngay.

Prothionamid nén uéng ngay sau bita an va chia thanh nhiing liéu nhé dé& giam thiéu sy kich
thich da day - rudt. Diing prothionamid phdi hop vai cdc thude chdng lao khac theo huéng din
ctia chuong trinh chdng lao qudc gia.

Chéng chi dinh:

Suy gan ning.

Qua mén véi prothionamid va cée thanh phén cua khdc.

Cinh bdo va than trong khi diung thube

Bénh nhan suy gan, suy thin, dai thio dudng.

Bénh nhdn ¢o cdc van dé di truyén hiém gip nhu khong dung nap galactose, thiéu enzym
lactase lappase hodc giam hap thu glucose-galactose khong nén diing thue nay.

Sir dung thude cho phu nir ¢6 thai va cho con bi:

Phy niv ¢d thai:

Prothionamid di qua hang rao nhau thai. Do nguy co tac dung sinh quai thai, khong dung
prothionamid trong thoi ky mang thai.

Phu niv cho con bu:

Khong biét prothionamid ¢6 phan bd trong sira hay khong. Vi nhiéu thude bai tiét trong sira,
khéng nén cho con ba trong khi diéu trj v6i prothionamid.

Anh hudng ciia thude 1én khi ning ldi xe, vin hanh may méc

Prothionamid ¢ thé gdy ra tinh trang ngi lo mo, giam tinh téo vi viy ¢én than trong khi ldi xe
va van hanh may méc.
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Tuwong tic, twong ky ciia thube

Cycloserin va isoniazid: Ding dong thoi véi prothionamid ¢o thé lam tang ty 1&¢ ADR vé hé
than kinh trung uvong, do do phai dung prothionamid than trong & ngudi dang dung cycloserin
hodc isoniazid

Téc dung khong mong mudn ciia thude

R&i loan tiéu héa 13 ADR thuong gip nhit ciia prothionamid va c6 vé ¢6 lién quan véi liéu
dung. Nhitng ADR thuong gap khic 1a vé than Kinh va gan.

Thiromg gap, ADR > 1/100

Tiéu hoa: Chan an, budn ndn, non, cam thiy vi kim loai, ia chay. af
Tim mach: Ha huyét ap tu thé. K [&
Hé thén kinh trung wong: Réi loan tim than, ngu lo mo. /-{/
Gan: Viém gan, vang da.

Than kinh - co va xuong: Yéu at.

It géip, 171000 < ADR < 1/100

Thén kinh trung wong: Chéng mat, nhirc dau.

Da: Rung toc.

Nai tiét va chuyén héa: Giam dudng huyét, to va dan éng.

Tiéu hoa: Dau bung.

Mit: Viém day than kinh thi gidc, nhin mo.

Miii: Réi loan khiru gidc.

Hiém gap, ADR < 1/1000

Than kinh trung wong: Viém day than kinh ngoai bién, di cam, dong kinh, run.

Da: Ban, nhay cam véi dnh sédng.

Ngi tiét va chuyén hoa: Giam ning tuyén giap hodc budu giap.

Tiéu hoa: Viém miéng, viém da day

Hirémg dan cach xir tri ADR

C6 thé lam giam ADR vé tiéu hoa bing cach giam liéu hodc thay déi thoi gian dung thude.

Diéu tri budn ndn va ndn véi thude chdng non. Khi cé ADR nang vé tiéu hoa, cin phai ngimg
prothionamid.

Co thé du phong hodc lam giam ADR vé than kinh va viém day than kinh ngoai bién bang

céch ding dong thai pyridoxin hydroclorid. Tac dung doc hai gan thudng phuc hdi khi ngimg
thuée.

Thong bdo ngay cho bdc sy hodc dwpe sy nhitng phan weng cé hai gdp phai khi s dung
thubc.

Qua liéu va cdch xir tri

Triéu ching quéa liéu gom bénh than kinh ngoai bién, chan an va dau khdp. Sau khi logi bo
thude khoi duong tiéu hoa, tién hanh diu tri hd tro. C6 thé dung pyridoxin dé du phong bénh
than kinh ngoai bién.

Bic tinh dwge luwe hoe

Nhém diwge Iy: Khing sinh diu tri lao

Ma ATC: JO4ADOI

Prothionamid ¢6 tac dung Chéng lai vi khuén Mycobacterium va kim ham hoat djng cua vi khuan
thong qua co ché: Ut ché qua trinh tong hop peptid va qua trinh nhin dbi cua vi khuan. Ngoai ra,
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prothionamid ¢6 tac dung chdng lai ciac Mycobacterium khong dién hinh nhu M.avium, M.leprae,
M kansasii.
Die tinh dwge dong hoe
Prothionamid hdp thu nhanh qua dudng tiéu héa, va dat ndng do dinh trong huyét tuong sau
khi uéng 2 gid. Prothionamid phan bd khip cic mo va dich trong co thé. Prothionamid chuyén
hoa thanh sulfoxid va cic chat khong c6 tic dung, duge thai trir qua dudng nudc tiéu.
Quy cach déng goi: 10 vién/vi x 6 vi/ hop.
Piéu ki¢n bio quan: Bao quan trong bao bi kin, & nhiét dd dudi 30°C, tranh anh sing va dm é//
Han ding: 36 thang ké tir ngay san xuét. Khong dung thude khi hét han st dung. /‘[/
Tiéu chuiin chiit lwgng cia thude: TCCS
Tén, dia chi ciia co sé sin xuét thude:
THERAGEN ETEX CO., LTD
58, sandan-ro 68beon-gil, Danwon-gu, Ansan-si, Gyeonggi-do, Han Quédc

TUQ.CUC TRUJNG
P.TRUJONG PHONG
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