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Rx, Thudc bdn theo don

FIOSAXIM-100
(Vién nang Cefixim 200mg)

THANH PHAN: M3i vién nang chita:
Cefixim (dudi dang Cefixim trihydrat) 100.0 mg

Td dugc:  Aerosil-200, Magnesi stearat, Natri Lauryl Sulphat, Natri Starch Glycolat, Tinh bot
bdp, Talc tinh khiét.

DUQC LUC HOQC:

Cefixim 12 m{t khéng sinh diét khudn va 6n dinh dudi sy thuy phin ctia nhiéu beta-lactamase.

Cefixim la khdng sinh cephalosporin th€ hé thit ba. N6 thiic ddy tdc dong giét hai trén sy phét trién

va phén chia vi khuan biing cdch tc ch& sy tdng hop thanh t& bao vi khudn.

DUGC PONG HQC:

Cefixim diing dudng udng, dugc hdp thu khodng 40-50% vdi sy c6 mit hay khong ciia thic dn; tuy

nhién, thdi gian d€ sy hap thu dat t6i da ting khodng 0,8 gid khi ding ciing v4i thitc in. Nong do

dinh trong huyé&t trong 12 2 d&€n 3 pg/ml va 3,7 d&€n 4,6 pg/ml sau khi udng mot lidu duy nhat 200 va

400 mg khodng 4 gid. Thdi gian bdn thdi huyé&t tuong thudng khodng 3 dén 4 gid va c6 thé kéo dai

trong trudng hgp bi suy thdn. Khodng 65% cefixim trong mdu dugc gdn két véi protein huyét tuong.

Thong tin vé sy phin phdi clia cefixim trong cdc md va dich cd thé bi gidi han. Thudc qua nhau 7
thai. Khodng 20% liéu udng dugc bai ti€t dusi dang khdng ddi qua nudc ti€u trong vong 24 gid. é[(/
60% dugc bai ti€t bing co ch& khong qua thin, phin con lai duge bai ti€t qua phan tir mat.

CHI DINH: ‘
Cdc chiing vi khudn nhay cam: ¢

Streptococcus, Pneumococcus, Neisseria gonorrhoeae, Branhamella catarrhalis, Escherichia coli,
Klebsiella spp., Serratia spp., Proteus spp., Haemophilus influenzae.

Chi dinh: N
Cefixim dugc chi dinh trong diéu tri cdc nhi€m triing sau gdy bdi nhitng vi khudn nhay cidm:

Nhi&m tring dudng hd hap trén: Viém hong do vi khuin, viém amidan, viém tai giita, viém xoang.
Nhiém tring dudng hd hip dudi: Viém ph& quin cap va con c4p cla viém ph€ quin min.

Nhi&m tring dudng tiéu khong bién chitng: Viém bang quang cap.

Lau khong bién chitng.

LIEU DUNG VA CACH DUNG:

Ngudi lon va tré em trén 12 tudi:

Liéu khuyén cdo 12 200-400 mg mdt ngay dung liéu duy nha't hodc chia thanh 2 lan.

Diéu tri nhidm tring dudng h6 hap trén va nhidm tring dudng tiéu khong bién chitng, 200 mg mot
1an mdi ngdy.

Trong nhiém tring dudng hd hap dudi, liéu khuyén cdo 1a 400 mg mdi ngdy.

Trong trudng hgp viém xoang, phdi dung li€u diéu tri tit 10 d€n 14 ngay.

Diéu tri 14u khong bién chitng: liéu khuyén cdo 1a 400 mg,. uong 1 1in duy nhat.

Liéu ding v6i bénh nhin suy thin: *\3, ~—= /‘
- Ngudi bénh c6 d6 thanh thdi creatinin > 60 ml/ (Khong cén:dueu chinh liéu.
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- Ngudi bénh c6 do thanh thdi creatinin tir 21-60 ml/phit: diing liéu cefixime 300 mg/ngay.
- Ngudibénh c6 do thanh thdi creatinin < 20 ml/phit: ding li€u cefixime 200 mg/ngay.

- Ngudibénh chay thin nhin tao hodc loc mang bung: khong can bé sung lidu cefixime.

CHONG CHIi PINH:
Bénh nhan dugc biét di ¢ng v6i nhém khang sinh cephalosporin.

THAN TRONG:
Canh bdo:

Trudc khi di€u tri v6i cefixim, cdn xdc dinh cdn thin xem bénh nhn c6 cdc phdn dng qia min
trudc d6 d6i véi cephalosporin, penicillin, hodc ddi véi cdc thuSc khac khong. Than trong néu ding
thudc ndy cho bénh nhin min cdm véi penicillin, do sy min cdm chéo giita cdc khdng sinh beta-
lactam v6i bénh nhn c6 tién sk di ¥ng véi penicillin di duge chitng minh o rang va c6 thé xay ra
1€n t6i 10%.

biéu tri v6i cdc khdng sinh phd rong, k& ci cefixim, 1am thay d8i hé vi khudn binh thudng & két
trang va c6 thé cho phép sy ting trudng qui mitc ciia Clostridia. Cdc nghién citu da chi ra riing doc
t6 do Clostridium difficile 12 nguyén nhan chinh gy tiéu chdy trdm trong do khéng sinh, k€ ¢ viém
k&t tring mang gia.

Thdn trong:

Nén luu ¥ khd ning phat trién cdc vi khudn dé khiang ma két qua c6 thé 1a do sy ting trudng qud
mitc, dic biét khi diéu tri kéo dai. Trong trudng hgp nhu thé, theo ddi bénh nhin cin thin 1a cin
thi€t. N&u sy boi nhiém x3y ra trong qud trinh diéu tri, nén ti€n hanh tri liéu thich hgp.

Nén diéu chinh liéu & bénh nhén suy thin ciing nhu trdi qua sy thim phin phiic mac va thdm tich
m4u. Nhitng bénh nhin thim tdch nén dugc theo ddi cdn than.

Nén thin trong khi ké toa Cefixim & cdc cd nhin c6 tién st bénh tiéu hod, dic biét 1a viém két
trang.

Sit dung cho phu nit cé thai:

Vi chua xdc dinh dugc d an todn clia thudc d6i vdi ngudi mang thai, do d6, chi nén diing cefixim
trong thdi gian mang thai khi nhitng 1¢i ich du ki€n mang lai vugt hon hin nhitng rdi ro c6 thé xdy
ra.

Sit dung trong thoi gian cho con bii:

Hién chua rd cefixim c6 bai ti€t qua sita hay khong. Trong thdi gian di€u tri v6i cefixim, nén tam
nging cho con bu.

TAC DUNG KHONG MONG MUON CUA THUOC:

Tiéu hod: Tiéu chdy, dau bung, khé tiéu, buén nén va ndn. Mot vai trudng hdp viém két trang
mang gid di dugc phdt hién trong cdc nghién cttu. Cdc triéu ching khdi ddu cda viém két trang
mang gia c6 thé x4y ra trong va sau khi diéu tri.

Cdc phdn ung qud mén: Phat ban trén da, mé day, st do thudc, va ngita. Hong ban da dang, hoi
ching Stevens-Johnson, va cdc phdn ¢ng gidng bénh huyét thanh di dugc bédo cdo.

Gan: Tiang tam thdi SGOT, SGPT, va phosphataspdgf‘:@":\
Than: Tang tam thdi BUN hoac creatinine. . S
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H¢ mdu va bach huyét: Gidm lugng ti€u cdu, gidm bach cdu, ting bach cdu ua eosin thodng qua.
Kéo dai thdi gian prothrombin hi€m thay.

Cdc tdc dung phu khdc: Ngtra bo phin sinh duc, viém 4m dao, bénh ndm Candida.

TUGNG TAC THUOC:

Lam ting ndng do cda carbamazepin da dugc bdo cdo khi ding ddng thdi véi cefixim.

Dung cefixim c¢6 thé din d&n phin &ng duong tinh gid d6i v6i glucose niéu khi dung thudc thir
Clinitest, dung dich Benedict hodc dung dich Fehling.

Thi nghiém Coombs tryc ti€p duong tinh gid da dugc bdo cdo sudt qué trinh diéu tri v6i cdc khdng
sinh cephalosporin khdc; vi th€, nén nhin ra ring thi nghi¢m Coombs duong tinh cé thé 1a do

thudc.
QUA LIEU:

Stic rita da day c6 thé dugc chi dinh; tuy nhién, khong c6 thuSc gidi doc dic hiéu. Cefixim khong
dudc loai bd ra khéi mdu mdt lugng 16n biing thim phin mau hay thim phan phic mac. Cdc phin
ttng phu & mdt s6 nhd nhitng ngudi tinh nguyén khoé manh khi uéng liéu duy nht 2g cefixim thi
khong khéc so v6i nhitng bénh nhin dugc diéu tri & liéu khuyén cdo.

QUY CACH PONG GOT: Hop 01 vi Alu-Alu x 10 vién nang /Mg
BAO QUAN: Bdo quédn noi kho mdt, trdnh dnh sdng. /
HAN DUNG: 30 thdng k& tir ngdy sdn xuit '

TIEU CHUAN CHAT LUGNG:  Tiéu chufn nha sin xuit.

Poc ky hudng dén sit dung trudc khi ding, néu cdn thém thong tin xin hdi y kién bdc sT.
Théng bdo cho Bdc st nhitng tdc dung khéng mong mudn gdp phdi khi sit dung thudc.

Dé thuéc trdnh xa tdm tay tré em

San xuit bdi: SYNCOM FORMULATION (INDIA) LIMIT
256-257 Sector 1, Pithampur, Dist. Dhar (M.P.)
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