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FUMAFER BS CORBIERE DAILY USE

DANG VA TRINH BAY

Vién nén-bao phim.

Hop 8 vi x 15 vién.

THANH PHAN

Sat Il fumarat...................... . 182,04 mg

Acidfolic ... 0,40 mg

T4 dwoc vira du cho 1 vién: natri starch glycolat, tinh bét ngd, copovidone, natri docusat,
magnesi stearat, nwdc tinh khiét.

L&p bao: hypromellose, macrogol 6000, nwéc tinh khiét.

Ham lwong sét:

1 vién: 182,04 mg sat (Il) fumarat twong dwong 60 mg sat nguyén to.

PAC TiNH DUQC LY

Dac tinh dworc luwc hoc

St fumarat chira 33% sat nguyén to.

St 1a mot thanh phan thiét yéu cla co thé, can thiét cho sw tao hemoglobin va qua trinh oxid
hoa tai cac mo.

Acid folic cn thiét cho sw tdng hop nucleoprotein va duy tri hinh dang héng cau binh thudng.
Dac tinh dwoc dong hoc

N6i chung, nhw cac loai mudi st khac, sat fumarat dwoc hap thu & mdc thap (10 dén 20%
lwong sat nhap vao).

Hap thu sat tang I1én khi dw trlr sat thap hoac nhu cau sat tang.

S&t dwoc hap thu chl yéu & ta trang va doan gan héng trang.

CHIi BINH

Chong thiéu mau do thiéu sat trong cac trwdng hop nhw: xuét huyét man tinh hoac tiém an,
sau cat da day, héi ching suy dinh dwdng va mang thai.

Phong ngltra thiéu mau do thiéu s&t va acid folic & phu ni Itra tudi sinh san, thai phu va cac ba
me sau khi sanh dang hoac khong cho con bu va tré em tee 10 tudi tré 1&n, khi ché dé &n hang

ngay cé thé khong day du, & Ira tudi nay cling cd nhu cau sat ting trong thdi ky phat trién \x
manh. N
LIEU LWQNG VA CACH DUNG v

Lieu lwong: CHO NGUO1 LON VA TRE EM TU 10 TUOI TRO LEN

Chéng thiéu mau thiéu sét:

-10-12 tudi: 60 mg sét nguyén td + 0,4 mg acid folic méi ngay trong 3 thang.

Liéu twong dwong 1 vién moi ngay.

- Thiéu nién va ngudi 1én, bao goém ca phu nt» mang thai:

120 mg sat nguyén té + 08 mg acid folic méi ngay trong 3 thang.

Liéu twong duong 2 vién mdi ngay.

Sau hoan tat dot 3 thang chdng thiéu mau thiéu sat va b sung lwong sat dw trir dworc tinh vao
khoang 1000 mg (o ngum I&n, phu nt mang thai nén tiép tuc theo ché do bd sung sat dé
phong ngtra thiéu mau thiéu sét.

Phong ngira thiéu sat va acid folic:

- 10-12 tudi: 60 mg sat nguyén td + 0,4 mg acid folic mdi ngay.

Liéu twong dwong 1 vién méi ngay.

- Thiéu nién va ngwoi 16n: 60 mg sat nguyén tb + 0,4 mg acid folic méi ngay. Liéu twong
duwong 1 vién moi ngay.

Bao gém thiéu nir bat dau cé kinh nguyét hay phu ni & Itra tudi sinh san, lwong 0,4 mg acid
folic nén dwoc bd sung hang ngay kém v&i ché dé bd sung sat trong thdi gian 3 thang dé
phong ngtra khuyét tat bAm sinh cla thai nhi khi mang thai.
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- Phu n& mang thai: 60 mg sat nguyén té6 + 0,4 mg acid folic méi ngay, twong dwong 1 vién
md&i ngay trong 6 thang cla thai ky va tiép tuc dén 3 thang sau khi sanh.

Puwdng dung: dwong ubng. Udng thube xa bira an (trwdc khi &n 1 gier hodc sau khi &n 2 gid)
v&i nhiéu nwoc.

CHONG CHi BINH

KHONG DUNG THUOC nay trong nhi¥rng trwdng hop sau:

- Co thé thira sét.

- Tién can dj trng véi mot trong cac thanh phan clia thuée.

- Bénh mé nhiém sat (hematochromatosis).

- Thiéu mau tan huyét.

TAC DUNG KHONG MONG MUON

- >10%: Da day-rudt: dau that da day, tao bon, buén nén, nén, phan sdm mau.

- 1% - 10%:

Da day-ruét: o nong, tiéu chay, rang. xin mau (rang den).

Niéu-sinh duc: thay ddi mau nwéc tiéu.

- <1%: viém da tiép xuc.

- R4t hiém g&p: phan (rng phan vé nhw ndi may day, phu mach, ha huyét ap hoac co that phé
quan.

Théng bao cho bac si nhiing tac dung khéng mong mudn gap phéi khi st dung thubc.

THAN TRONG

- Can than trong khi dung cho bénh nhan co6 nghi ng& loét da day, viém ruét hoi, viem loét rudt
két mac hodc c6 thé bi khdi u phu thuéc folat.

- Tinh trang thiéu acid folic c6 thé gay ra b&i mét sé thubc chéng dong kinh, khang lao va cac
chat dbi khang acid folic nhw aminopterin, methotrexat, pyrimethamine, trimethoprim va
sulphonamid.

- Khéng dung qua liéu hwéng dan. Bénh nhan can dwoc théng bao vé viéc thube co thé gay di
cau phan den hoac xam.

- Khong dwoc dung acid folic riéng biét hay dung phéi hop véi vitamin B12 véi liéu khdng du
dé diéu tri thiéu mau nguyén hdng cau khdng 16 chwa chan doan dwoc chéc chan, vi acid folic N
co thé gay ra dap (rng tao mau & ngudi bi bénh thiéu mau nguyén héng cau khéng 16 do thiéu
vitamin B12 ma khong ngan can sw lam nang thém cac triéu chirng than kinh. Sy che 14p tinh o |
trang thiéu hut thwe sw nay co thé dwa dén tdn thwong than kinh nghiém trong, chang han nhw 2
thoai hoa tly séng ban cép. S
TWONG TAC THUOC VA CAC TUONG TAC KHAC f,j

Can than trong khi phéi hop v&i cac thubc cycline, diphosphonat, fluoroquinolones,
penicillamine, thyroxin, mudi, oxid va hydroxid magnesi, nhém va calci cé thé 1am gidm sw hap
thu sat, nén ubng cach xa trén 2 gio.

CO THAI VA CHO CON BU

Phu ntr mang thai: thubc nay dung dwoc cho ngwdi mang thai.

Phu ni¥ nudi con bang sita me: thubc nay dung dwoc & ngwdi cho con bu.

LAI XE VA VAN HANH MAY MOC
Khdng c6 thong tin.

QUA LIEU VA CACH XU TRi: trong treong hop ding qua liéu, ngung dung thuéc ngay va hoi
ykiénbacsr. e

Triéu chirng qua liéu: bao gdm: kich thich duwong tiéu hoa cép tinh, bao mon nlem mac duong
tiéu hoa, suy gan va suy than, hén mé, nong do sat (Fe) huyét thanh >3OO mcg/mL yeu cau
diéu tri ctia qua lidu do ngd déc tram trong.

Cach xu tri: Piéu tri tiép theo bao gébm bu dich, nhiém toan chuyén hoa va soc ngo doc sat
néng can diéu tri bang deferoxamine. ‘ /
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Liéu ngd doc sat nguyén t6 thuong thdy & mirc: 35 mg/kg.

Qua liéu & phu nir mang thai va cho con bu:

Piéu tri bang deferoxamine néu cé chi dinh lam sang. Hau hét cac phu ni cé thai déu sanh
con binh thudng.

Khi ndng d6 dinh sét huyét thanh bang hodc I&n hon 4 micro-gram/mL thi thwdng bat dau cé
triéu chirng, nhwng trong treng hop nay khéng cé mébi quan hé gitra ndng dé tbi da cla sat
va tan suét cla say thai tw nhién, sanh sém, di tat bdm sinh hay t&r vong me hay t&r vong chu
sinh. Tuy nhién, phu nr v&i ngd déc sat giai doan 3, dwoc xac dinh c6 nhirng biéu hién cla
suy gan, suy than hay suy tim, sé cé khuynh huwéng séy thai tw nhién, sanh sém, hay tt vong.
BAO QUAN

Béo quan noi kho, nhiét d6 khéng qua 30°C.

TIEU CHUAN: TCCS

HAN DUNG

24 thang ké tir ngay san xuéat.

KHONG DUNG THUOC KHI QUA HAN SU DUNG IN TREN HOP THUOC

Dé xa ‘tém tay tré em. Doc ky hwéng dan st dung trwéc khi dang.

Néu can thém thong tin xin hoi y kién bac si.

CO SO SAN XUAT

CONG TY cO PHAN DUQC PHAM SANOFI-SYNTHELABO VIET NAM

15/6C Dang Van Bi, Thi Birc, Tp H& Chi Minh, Viét Nam

Tel: 84 8 38966 905 - Fax: 84 8 38960 031
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