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MAU NHAN HOP XIN PANG KY

Com position: Each fim-coated tablet F P only (Rx)

Eth droclorid 400mg

EXCIDIONtS Q.8 ..o 1 tablet Specification: BP 2007

Storage: in a dry place, protect from light, Read the package insert before use.
temperature not exceed 30" Keep out of the reach of children.

R Thugc ban theo don GMP-GLP-ISO 9001: 2008

Thudc chéng lac ding duwéng udng
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CONG TY GO PHAN DOC PHAM NAM HA H

415 During Han Thuyln, Thanh phé Nam Do, Tinh Nam Binh
ol (OS0.3340 406 Fax: 0350 3844 650

Thinh phin: M8 vién nén bao phim chira: Thubc bén theo don (Rx)
Ethambutol hydrociorid ... 400mg Bao quén: Noi khé, tranh @nh séng, nhigt
Taduge, viadl,... .1 vién @4 khéing qua 30°.
Tidu chudn dp dung: BP 2007 SOKNa. No:
5410 SX Lot No.:
D xa thm tay tré em. NSX (Mg, Date):
Boc ki hudng diin sir dyng trude khi ding HO (Exp. Datte):
i R Prescription drug GMP-GLP-ISO 9001: 2008
| Antituberculous agent oral use
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| NAMHA PHARMACEUTICAL JOINT-STOCK COMPANY
Addriss. 415 Han Thuyen siro - Nam D oty - Nam Dinh Provics
| Tel | 0350 3840408 Fax. 050 3644 650
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Composition: Each film-coated tablet contains:
Ethambutol hydroclorid..................... 400mg
Excipients 4.8.......ccccvuermvimcieaeannns 1 tablet

Indications, Contra-indications, Directions for use, side effects:
See enclosed leaflet .

Storage: At dry, protect from sunlight, temperature not exceed 30°C.
Standard: BP 2007

Precriptions drug (Rx).
5416 s Lot No:
Ngéy sx/ Mfg Date:
SDK./ VISA.NO: Han ding/ Exp.Date:

R Thudc ban theo don GMP-GLP-ISO 9001: 2008
Thube chéng lao diing duémg ulng
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CONG Ty €O PHAN DUOE PrM NAM HA
415 Burimg Han Thuyén, Thanh phé Nam Dyh, Tinh Nam Dink
Tl (350, 3649 408- Fax. (350 3844 650

Thanh phan: M&i vién nén bao phim chira:
Ethambutol hydroclorid................... 400mg
Ta duoc...vira d0........cooeeveeenene... 1 VBN

Chi djnh, chéng chi dinh, hwémg din st dung, tac dung phu: .
Xem t& hudng din sir dung.

Béo quan: Nai khd, trénh dnh sang, nhiétdé khéng qua 30°C.
Tiéu chudn ap dung: BP 2007
Thuébc ban theo don (Rx).

Boc ki hudng din sir dung trude khi ding. i
Dé xa thm tay tré em

Ry Prescription drug — '
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MAU NHAN HOP XIN PANG KY

Composition: Each film-coated tablet contains:

Ethambutol hydroclorid.....................400mg
Excipi q.s. 1 tablet

O

Brnlie-aii Contradndicat i

See enclosed leaflet .
Storage: At dry, protect from sunlight, temperature not exceed 30°C.
Standard: BP 2007

for use, side effects:

S6 16 s/ Lot No:
Ngay sx/ Mfg Date:
Han diing/ Exp Date:

Precriptions drug (Rx).
SBK./ VISA.NO:

R, Thudc ban theo dan
Thuéc chéng lao ding dudng udng
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Ethambutol hydroclorid
10 vi x 10 vién nén bao phim

coma TY C6 PN DIQC PHAM MAM HA
415 Burtmg Hin Trandn, Thind phé Nam Gindy, Tinh Nam Oinh
Tel: (3503840 406 Fax: 0350.3044 850

GMP-GLP-ISO 9001: 2008

Ethambutol Moa‘mde

N thambutol

Thanh phan: M&i vién nén bao phim chira:
Ethambutol hydroclorid 400mg
LR (1= V. [/ ——

Chi dinh, chéng chi dinh, hwéng din si dung, tac dung phu:
Xem t& huwéng ddin sir dung.

Béao quan: Noi khd, trénh énh sang, nhiét 36 khong qua 30°C.
Tiéu chuan ap dung; BP 2007

Thudc ban theo don (Rx).

Doc k§f huémg diin sir dung truére khi dung.
Dé xa tAm tay tré em
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100 film coated fablets

NAMHA PHARMACEUTICAL JOINT-STOCK COMPANY
Addross 415 Han Thuyen stoet, Mam Db dly, Nam Dinh provinos
Tl | (350 340 408 Fax 0350 3644 650
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TO HUONG DAN SU DUNG THUOC
PE XA TAM TAY TRE EM
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC SY

ETHAMBUTOL

Thanh phan:
Ethambutol hydroclorid 400 mg
Ta dugc vira du 1 vién

Ta dwgc gom: Lactose, tinh bt my, Avicel, Polyvinyl pyrolidon, Aerosil, Magnesi
stearat, Eudragit E100, PEG 6000, Titandioxyd, Tacl, Vang Tartrazin, con 95°, Nudc
cat.
Dang bao ché: Vién nén bao phim.
Quy cach dong goi:

Hop 10 vi x 10 vién nén bao phim.

Hop 3 vi x 12 vién nén bao phim.

Hop 10 vi x 12 vién nén bao phim.
Cac dac tinh dwge ly:
*Céc dac tinh duoc luc hoc:
Ethambutol 1a thudc chdng lao tong hop c6 tic dung kim khuan. Gan nhu tat ca cac
ching Mycobacterium tuberculosis, M.kansasii va mot s6 chung M.avium déu nhay
cam voi ethambutol. Thude ciing e ché su phat trién cua hau hét cac chung vi khuan
lao khang isoniazid va streptomycin. Nong do trc ché t6i thiéu invitro d6i véi vi khuan
lao binh thuong tir 1-8 mcg/ml tuy theo moi truong nudi cdy. Vi khuan lao khang
thudc phat trién rat nhanh néu dung Ethambutol don ddc. Vi vdy khong bao git duge ™
dung Ethambutol don doc dé diéu tri bénh lao ma phai dung phdi hop véi cac thude j
chéng lao khac theo huéng dan diéu trj cua T chire Y té thé gioi. A
Co ché tac dung ctia Ethambutol 12 tre ché acid mycolic thAm nhép vao trong thanh té
bao vi khuan lao. Ngoai ra thuéc con kim ham sy nhan lén cta vi khuan bang cach *
ngin can tong hop RNA.
* Céc dac tinh dugc dong hoc:
Liéu 25 mg/kg trong 8 tudn dau va 15mg/kg cho thoi gian tiép theo.
Ethambutol dugc hap thu nhanh (75-80%) qua dudng tiéu hoa. Sau khi uong liéu don
25mg/kg thé trong duoc 2-4 gior thi dat ndng do dinh trong huyét thanh la Smeg/ml va
sau 24 gio khong con phat hién dugc ndng d6 thude trong huyét thanh. Thude phan b
vao tat ca cac md, bao gdm ca phdi, than, hong cau. Thude vao dich tuy khi mang néo
bi viém, thudc ciing qua nhau thai va vao sita me. Thé tich phan b Vd = 1,6 lit/kg.
Nua doi thai trir cia thude sau khi ubng thude 1a 3-4 gio va ¢o thé kéo dai dén 8 gio
néu suy than. Ethambutol chuyén hod 1 phan & gan bang qué trinh hydroxyl hoa, tao
thanh dan chét aldehyd va acid dicarboxylic. Ethambutol thai trir qua nudc tiéu toi
80% trong vong 24 gio (khoang 50% ¢ dang khong chuyén hoa va 15% & dang chuyén
hoa khong c6 hoat tinh). Loai trr duge Ethambutol bang tham phan phiic mac & muc
do it hon bang tham phén thén nhan tao.
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Chi dinh:

Ethambutol duge chi dinh diéu tri ca lao méi va lao ti phat va bao gi¢ cling phai dung
phéi hop véi cac thude chong lao khac nhu Isoniazid, Rifampicin, Streptomycin va
Pyrazinamid dé ngan chén phat trién khang thuoc.

Chéng chi dinh:

Nguoi bénh viém day than kinh thi gidc va nguoi ¢é tién sit man cam véi Ethambutol.
Than trong:

Vi ngucn bénh giam chirc nang than phai giam lidu, dwa vao nong do Ethambutol
trong huyét thanh.

Théan trong voi nguoi cé bénh ¢ mat (nhu duc thuy tinh thé, cdc tinh trang tai phat
viém mét, bénh ly véng mac do dai thao duong), ngudi gia va tré em, nhét la tré em
dudi 6 tudi vi khé phat hién va danh gia cac bién doi va chirc nang thi giac.

Sir dung cho phu nir ¢6 thai va cho con bu:

Mic du Ethambutol qua dugc nhau thai nhung chua c6 nguy co nao dugc thong bao vi
dung thubc trong thoi ky mang thai.

Ethambutol vao duoc sitra me nén khong dung cho phu nit cho con bu vi tré nho khong
thé cho biét r6i loan thi giac.

Tac dong cua thude khi lai xe va vin hanh may méc:

Thube khong anh huong dén lai xe va van hanh may méc.

Twong tac thube:

Vé6i Isoniazid va céc thubc doc than kinh khéc (thi du Disulfiram, Cloroquin,
hydralazin...): Ding dong thoi Ethambutol véi cac thude do co thé tang nguy co doc
than kinh nhu viém déy than kinh thi giic va ngoai bién,

Véi cée antacid: Nhom hydroxyd 1am giam hap thu Ethambutol & mét s6 ngudi bénh.
Tac dung khong mong muon:

Véi liéu 25 mg/kg thé trong gdy tac dung phu rat it, thuong tac dung phu xay ra khi
dung liéu trén 25 mg/kg thé trong/ngay. Thuong gap tang acid uric mau nhat la trong 2
tun dau. C6 thé co sét, dau khop. Rét it gip viém day than kinh thi giac, glam th1 luc
va khéng phén biét dugc mau dé va mau xanh la cay R4t hiém gap dau dau, sét, dau
khop va céc phan ung da giam bach cau, glam tiéu cau, bubn ndn, noén, chan an, dau
bung, viém gan, qua man ngoai da, viém than kinh ngoai vi.

Ghi chu “Thong bao cho bac sy nhirng tac dung khong mong muén gap phi khi sir
dung thuéc”

Liéu dung va cach dung:

Thude c6 thé udng cling véi thire an néu bi kich u*ng duong tiéu hoa. Néu udng liéu
thube hang ngay chia lam nhiéu lan s& khong dat nong do diéu trj trong huyét thanh vi
vay phai uong Ethambutol mét lan duy nhét trong ngay

Dung diéu tri bénh lao phdi hop véi cac thude chong lao khac nhu Isoniazid,
Rifampicin, Streptomycin va Pyrazinamid theo phac do diéu tri dé tranh phat trién
khang thudc.

*Liéu thuong dung cho ngudi lon va tré em tur 6 tudi tré 1én:

Hang ngay: 15 mg/kg thé trong, uong 1 14n; hodc lidu cach quang 30 mg/kg thé trong,
tuan dung 3 1an; hodc 45 mg/kg thé trong, tuan dung 2 lan.

*Nguoi bénh suy than:
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Liéu va s6 1an dung thudc can giam tiy theo mirc d§ suy than. Mot s6 nha 1am sang
goiy rang Néu dd thanh thai creatinin tir 70-100 ml/phut thi dung liéu khong qua 15
mg/kg thé trong/ngay Néu d6 thanh thai creatinin tir <70 ml/phut thi dung liéu pha1
giam hon nira. Mot s6 nha 1am sang khéac la1 goi y rang khoang cach giira céc liéu
thuong dung phai céch nhau tir 24-36 gi néu ngudi bénh c6 do thanh thai creatinin tir
10-50 ml/phut va cach 48 gior néu do thanh thai dudi 10 ml/phut.
Qua lidu va sir tri:
Déu hiéu va triéu chimg: Khong thdy du hiéu ngd doc cap voi lidu dung binh thuong.
Ng6 doc cap thudong xay ra khi dung liéu cao hon 10g véi céc triéu chimg thu(mg gap
nhu: budn nén, dau bung, sot, 14 1an, 4o gidc va cac bénh ly khac cua than kinh thi
giac.
Xir tri: Khi ngd doc Ethambutol, phai nhanh chéng rura da day va tién hanh tham phan
than nhén tao hodc tham phan phuc mac dé giam nhanh nong do thuoc trong mau.
Han dung: 48 thang ké tir ngay san xuét. Néu thay vién thude bi mdc, bi am hodc c6
hién tuong khéc la thi phai bao cho nha san xuét biét.
Bao quan Pé noi kho, tranh anh sang, nhiét dé khong qua 30°C.
Tiéu chuan ap dung: BP 2007

THUOC NAY CHi DUNG THEO SU KE PON CUA THAY THUOC

Nha san xuat va phan phm
CONG TY CO PHAN DUCC PHAM NAM HA
D/c: 415 Han Thuyén, thanh pho Nam Dinh, tinh Nam Dinh.
NAMHA PHARMA Tel: 0350 3649408-3649504. Fax: 0350 3644650
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