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THANH PHAN:

Ethambutol hydroclorid......400mg
Ta dugc vifa di...................1 vién
CHI BINH, CACH DUNG,
CHONG CHI DINH VA

CAC THONG TIN KHAC:

Xem trong t§ hudng din st dung
thuc kém theo.

DE XA TAM TAY TRE EM.
BOC KY HUGNG DAN SU DUNG
TRUGC KHI DUNG.

Tigu chufin ch4t lugna: DBVN.
Béo quan: noi khd réo,
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e ey COMPOSITION:
Prescription Ol'llv - Ethambutol hydrochloride....400mg
R( Excipients g.s.................... 1 tablet
Box of 20 blisters x 10 film-coated tablets INDIGATIONS.. DORARE,

CONTRA-INDICATIONS AND
’ OTHER INFORMATION:

See enclosed leaflet.

I THAMBUTOL 400

Ethambutol hydrochloride 400mg

SDK/Reg. No.:

M S8 16 SX/Batch No.:

Manufacturer: :;: 5"’:?- i
Xp. Date
Mekophar Chemical Pharmaceutical Joint-Stock Co.
297/5 Ly Thuong Kiet St. - W.15 - Dist.11 - HCMC - Vietnam
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THANH PHEAN: R ™uti ke aon
Ethambutol hydrociorid...................400mg 80C k¥ HUONG DAN SU' DUNG
T8 U0 VIR ] VIO CHAI 60 VIEN NEN BAO PHIM TRUGE KHI DUNG.

CHI BINH, CACH DUNG, CHONG CHI BINH Tiéu chudn chat lugng: DBVN
sk v T THAMBUTOL 400  sossr v in

Xem trong & hubing din sl dyng thulic nhigt & khong qud 30°C.
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Ethambutel hydroclorid 400mg

kem theo. 58 18 &
Ca s& sdn xudt: Ngay §X
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THANH PHAN: R Thutc ke don
Ethambutol hydroclorid..........400mg POC KY HUGNG DAN SUf DUNG
T4 duge vira dl..........o.oeovvvenene 1 vién CHAI 200 VIEN NEN BAO PHIM TRUGC KHI DUNG.

CHI DINH, CACH DUNG, Tiéu chudn chat lugng: DBVN. ~y
CHONG CHI DINH VA Bdo qudn: nai khd rdo, trénh dnhfar

; : 400 nhigt do khang qua 30°C.
CAC THONG TIN KHAC: ’

Xem trong to huting diin sir dung Ethambutol hydroclorid 400mg

thudc kém theo. S8 16 SX: i
Ngay SX:
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HUONG DAN SU DUNG

Ry ETHAMBUTOL 400
Vién nén bao phim
Pé xa tim tay tré em
Poc ki huéng dan sir dung truée khi dung
Thube nay chi dung theo don thude
Thanh phan, ham lwong ciia thude: Cho 1 vién nén bao phim
Thanh phén hoat cht:
- Ethambutol hydroclorid................ 400 mg
Thanh phén ta dugc: povidon K29/32, manitol, dicalci phosphat khan, crospovidon, colloidal silicon
dioxyd, magnesi stearat, microcrystalin cellulose 101, hydroxypropylmethylcellulose, titan dioxyd,
talc, macrogol 6000, mau tartrazin.
Dang bao ché ciia thude:
Vién nén bao phim.
MBb ta san pham:
Vién nén tron bao phim mau vang, mgt mat cé vach ngang.
Chi dinh:
- Ethambutol duge ding phdi hop véi cac thude chéng lao khac dé didu tri bénh lao (lao phéi va
ngoai phoi) thé hoat déng va lao phéi khang thude.
- Nhiém trung phire hop Mycobacterium avium (MAC) (st dung phdi hop véi cic thube khang lao
khac).
- Du phong lao trong trudng hop lao tiém 4n hodc c6 ving phan ung duong tinh réng véi tuberculin
test.
Liéu dung, cich dung:
Cich diing:
Phai udng ethambutol mét lan duy nhat trong ngay.
Néu bi kich Umg dudng tiéu hoa, c6 thé udng thudc ciing vai thie an.

C6 thé nghién vién thude thanh bot, tron voi nude ép tao; khdng tron voi cac nude ép khéc hodc sirg”

khéc vi khong lam mat vi ddng hoic khong 6n dinh,

Dung diéu tri bénh lao hodc nhiém trung phure hop Mycobacterium avium, phoi hop véi cac thude i

chong, lao khac theo phic db diéu tri dé tranh phat trién khang thudc.

Liéu ding:

Liéu dé nghi:

- Nguoi lon:

+Bénh nhan lao méi: 15 mg/kg thé trong/ngay, toi da 1,6 g/ngay.

+Bénh nhan lao tai phat: 25 mg/kg thé trong/ngay trong 60 ngay dau, sau do udng 15 mg/kg thé
trong/ngay, t6i da 1,6 g/ngay.

+Du phong: 15 mg/kg thé trong/ngay, mét lidu duy nhét, nhiing thude phdi hop nén duogc duy tri &
liéu khuyén céo.

- Tré em:

+Bénh nhan lao méi va lao tai phat: 25 mg/kg thé trong/ngay trong 60 ngay dau, sau dé ubng 15
mg/kg thé trong/ngay, toi da 1 g/ngay.

+Du phong: 15 mg/kg thé trong/ngay, mot lidu duy nhét, nhitng thude phéi hop nén duge duy tri &
liéu khuyén céo.

- Ngudi bénh suy than: giam liéu va thay déi khoang dua lidu tuy theo mirc do suy than. Cén hiéu
chinh liéu theo ndng do ethambutol trong mau.

Xur Iy thude trwée va sau khi sir dung:

- Khéng c6 yéu cau dic biét vé xir ly thude trude va sau khi sir dung.

Chéng chi dinh:

- Mén cam véi bat ky thanh phan nao cia thude.

Cinh bio va thin trong khi diung thuéc:

- Viém day than kinh thi giac.
1/4 A/



- V&i nguoi bénh giam chirc nang than phai giam liéu, dua vao nong do ethambutol trong huyét
thanh. Nén déanh gia chire ndng thén truée khi diéu tri, néu do thanh thai creatinin < 30 ml/phit nén
theo ddi ndng dd ethambutol huyét twong trong qua trinh dleu tri.

- Thén trong khi dleu tri ethambutol v&i ngudi ¢é bénh & mét (nhu duc thuy tinh thé, cac tinh trang
tai phat viém mat, bénh Iy véng mac do dai théo dudng), nguoi gia va tré em, nhét Ia tré em dudi 6
tudi vi khé phat hién va dénh gia cac bién doi vé chirc nang thi gidc.

- Str dung ethambutol thén trong véi tré em, chi dung khi chac chédn hoac nghi ngd chung vi khuén
lao khang isoniazid hodc rifampicin, hogic tré c6 thé lao gidng ngudi 16n (thAm nhidm dinh phoi, co
hang).

- Can kiém tra thi luc truée khi diéu tri va trong qua trinh diéu tri, kiém tra hang thang déi voi
nhimg bénh nhan dung lidu hang ngay > 15 mg/kg thé trong. Ngung thudc néu xuét hién dau hiéu
rdi Joan tim nhin.

- Binh ky xét nghiém kiém tra chic ning thén, gan va huyét hoc.

- Ché pham chtta tartrazin 1a chit tao mau c6 thé gay ra phan tng di tmg nhu do bumg, may day, kho
tho, ué oai hodc giam huyét ap.

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

Thoi ky mang thai:

Mic du ethambutol qua dugc nhau thai va co thé _gdy quai thai khi dung liéu cao & dong vat thuc

nghiém nhung cho dén nay chua cé thong bao vé nguy co ding thube trong thoi ky mang thai &

nguoi. Tuy nhién, chi chi dinh ethambutol cho phu nit mang thai khi xac dinh duoc loi ich dung
thudc 16n hon nguy co.

Thoi ky cho con bu:

Ethambutol vao trong sita me v&i nong do tuong duong nong do trong huyet tuong, tuy nhién chua

¢6 béo ¢4o nao duoc ghi nhan biéu hién doc tinh & tré bu me diéu tri biang ethambutol. Chi st dung

ethambutol cho nguoi me khi da can nhic loi ich déi véi ngudi me va nguy co vai tré bl me.

Anh hwing cuia thube Ién kha nang lai xe, vin hanh may méc:

Ché phim gy giam thi luc, dau dau, chong mit, mot sé truong hop té bi va di cam dau chi da dugc

ghi nhén; than trong khi stir dung cho nguoi lai tau xe, van hanh may, ngudi lam viéc trén cao va cac

truong hop khac.

Twong tic, twong ky ciia thude:

Twong tic ciia thudc:

- Vi isoniazid va cac thude doc than kinh khac (vi du disulfiram, cloroquin, hydralazin...): ding
ddng thoi ethambutol véi cac thude do co thé tang nguy co doc than kinh, nhu viém day than kinh
thi gidc va ngoai bién.

- Vi cac antacid: nhom hydroxyd lam giam hap thu ethambutol & mot s6 ngudi bénh.

Twong ky ciia thuéc:

Do khéng co cac nghién ciru vé tinh twong ky cua thude, khong tron 1an thube nay voi cac thude

khac.

T4c dung khéng mong muén:

It gapl1/1000<ADR<1/100:

- Chuyén hoa va dinh dudng: Tang acid uric mau.

- Mét: Viém than kinh thi giac (giam thi luc, mat thi luc, 4m diém, mu mau, rdi loan thi giic, hep
truong nhin, dau mat).

Hiém gapl/10000<ADR<1/1000:

- Mau va hé bach huyét: Giam tiéu cau.

- Hé than kinh: Bénh than kinh ngoai vi, té, di cam dau chi.

- Da va mo dudi da: Phat ban, ngura, ndi mé day.

Rt hiém gap ADR<1/10000:

- Mau va hé bach huyét: Giam bach cau, giam bach cau trung tinh.

- Hé mién dich: Qua man, phan tmg phan vé, (xem thém Da va mé dudi da).

- Chuyén hoa va dinh dudng: Gout.

- Hé than kinh: Nhic dau, chong mét, mat phuo&g hm’mg.
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- Tam than: Ri loan tAm than, a0 glac

- H6 hap, nguc va trung that: Viém phdi, thim nhiém ph01 ¢d hodc khong co tang bach cdu 4i toan.

- Da va md dudi da: Phat ban dang lichen nhay cam vdi anh sang, viém da mun gidp, hoi chimg
Stevens-Johnson, hoai tir biéu bi.

- Co xwong va md lién két: Pau khap.

- Thén va tiét niéu: Viém than ke.

- Réi loan chung: Kho o, sot.

Chuea ré tan sudt:

- Tiéu hoa: Nhimg réi loan tiéu hoa nhu biéng an, budn non, non, dau bung va tiéu chay da duogc ghi
nhan & nhimg bénh nhan diéu tri phdi hop nhiéu loai thudc chdng lao, bao gb6m ethambutol méc du
khéng dugc thay ¢ nhitng bénh nhan thir nghiém diéu tri bang duy nhat ethambutol.

- Gan mét: Nhimng phan tng trén gan v6i viém gan, vang da, gia tri xét nghiém chure néng gan bat
thuong, va rat hiém gap la suy gan, dd duoc bdo cédo & nhitng bénh nhén duge diéu tri bang nhiéu
thube bao gdm ethambutol. Nhiig xét nghiém chirc ning gan nén duge thuc hién ¢ nhimg bénh
nhan phat trién céc triéu chimg hudng dén viém gan hoic tro nén khong duge khoe trong qua trinh
diéu tri.

Théng bdo ngay cho béc sy hodc duge sy nhimng tac dung khong mong mudn gip phai khi sir dung

thudc.

Qua liéu va cach xir tri: y

.5‘7

Qud liéu:
Khong thdy déu hiéu ngd doc cap voi lidu dung binh thuomg. Ngé doc cap thuong xay ra khi dung

lidu cao hon 10 g véi cdc triéu chimg thuong gip nhu: buon nén, dau bung, s6t, 1u 1an, 4o giac v cac
bénh ly khac cua than kinh thi giac. ?5.,

Cdch xu tri: *’\
Khi ngé doc ethambutol, phai nhanh chong rua da day va tién hanh thdm phan thin nhan tao hoac

tham phéan phtc mac dé giam nhanh néng d6 thudc trong mau.

Pic tinh dwge luc hoce:

Nhom duge ly: thube chdng lao.

Mia ATC: JO4AKO02

Ethambutol 1a mét thude chong lao téng hop, c¢6 tic dung kim khuan. Ethambutol c6 tinh déc hi¢u

cao va chi co tac dung déi véi cac ching thugc ho Mycobacteria. Gan nhu tit ca cac chung |

Mycobacterium tuberculosis, M kansasii va mot s6 ching M.avium déu nhay cam vé6i ethambutol.
Thude ciing e ché su phat trién cua hau hét cac ching vi khuin lao khang isoniazid va
streptomycin. Co ché tac dung cua ethambutol chua duge biét that day du, nhung co che duoc biét 1a
tie ché ton;s hop mét vai chit chuyén hoa ctia vi khuan lao gay rbi loan chuyen hoa té bao (dic biét
tic ché tong hop arabinogalactan la chét co ban tao ra thanh té bao vi khuan lao), lam can tr¢ sy nhan
1én va lam chét vi khuan lao. Ethambutol chi c6 tic dung & thoi diém té bao cta vi khuan lao dano
phan chia.

Nong do trc ché to1 thiéu in vitro dbi voi cac Mycobacteria nhay cam tur 1 - 8 microgam/ml, ty theo
mdi truong nudi cdy. Vi khuédn lao khang thudc phat trién rat nhanh, néu ding ethambutol don dgc.
Vi véy, khong bao gio duoc dung ethambutol don doc dé diéu tri bénh lao ma phai dung ph01 hO’p
voi cac thube chéng lao khac theo hudng din diéu tri ctia T6 chire Y té Thé gidi. ;

bic tinh duge dong hoc:

Ethambutol duoc hap thu nhanh (75 - 80%) qua dudng tiéu hoa. Su hap thu ethambutol khong bi anh
huong boi thire an. Sau khi ubng liéu don 25 mg/kg thé trong duoe 2 - 4 gio, néng do dinh trong
huyét thanh 4 2 - 5 microgam/ml va sau 24 gi¢ khong con phat hién dugc nong dé thude trong huyét
thanh. O nguoi bénh suy than, ndng dd thudc trong huyet thanh c6 thé cao hon va co tich lty.

Thude _phén b vao phén 16n cac méd va dich co thé, ndng dd cao nhét & hong ciu, phm than va nudc
bot; nong do thap hon ¢ dich mang bung, dich mang phdi, ndo va dich ndo tuy. O nguoi bi viém
mang ndo udng lidu ethambutol 25 mg/kg c6 nong do dinh trong dich ndo tuy dao dong tir 0,15 - 2,0
microgam/ml. Ethambutol qua nhau thai vao mau day rén va nude 61, thude con vao sita me vai
nong do xap xi nong do thudc trong huyét tuong. Thé tich phan bd Vd = 1.6 lit/kg. Thoi gian ban
thai ctia thude sau khi ubng 1a 3 - 4 gio, kéo dai hon & nguoi bénh co 161 loan chiic niang than hoic
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rdi loan chiic nang gan va c6 thé kéo dai dén 8 gid néu suy than. Ethambutol chuyén hoa mét phan &
gan bing qué trinh hydroxyl hoa, tao thanh dan chat aldehyd va acid dicarboxylic. Ethambutol thai
trir qua nudce tiéu toi 80% trong vong 24 gidy (khoang 50% ¢ dang khong chuyén hoa va 15% ¢ dang
chuyen hoa khéng cé hoat tinh). Khoang 20 - 22% liéu ubng duoc bai tiét qua phan dudi dang khong
chuyén hoa. Loai trir duoc ethambutol bing thAm phan phic mac va & muc d it hon bing tham
phan than nhan tao.

Quy cach dong goi:

- Vi 10 vién. Hop 20 vi.

- Chai 60 vién.

- Chai 200 vién.

Diéu kién bio quan:

Noi kho réo, tranh anh sang, nhiét do khong qua 30°C.

Han dung:

36 thang ké tir ngay san xudt. Khong str dung thudc hét han ding.

Tiéu chuin chit lwong: DDVN.

Tfin, dia chi cua co SO sap Xuat: )
CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR

S6297/5 Ly Thuong Kiét, Phuong 15, Quén 11, Tp. Ho6 Chi Minh.
Np  thang 10 nam 2018
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