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Vién nang Cefixime 100mg/ 200mg
OVACEF

Thanh phin: M3i vién nang chira:

OVACEF 100: Cefixime trihydrat USP teong dwong Cefixime 100mg.

OVACEF 200: Cefixime trihydrat USP turong duong Cefixime 200mg.

Td duee: Dibasic canxi phosphat khan, aerosil, talc, magnesi stearat, natri lauryl sulfat.

Phén loai dwrgee Iy hoe: Khang sinh.

Dwrge lye hoc:

Vi sinh hgc: Ciing nhu ddi véi cac cephalosporin khac, tic dung diét khuin coa
Cefixime do trc ché su téng hop thanh té bao. Cefixime ¢6 do 6n dinh cao véi si co
mat clia céc enzyme beta-lactamase. Két qua 1a nhidu vi khuin khang penicillin va mot
s6 cephalosporin do sy cd mét cua beta-lactamase ¢6 thé nhay cam véi cefixime.

Vi }chmﬁr; gram dvong. S. pneumoniae, S. pyogenes.

Vi khudn gram dm: Haemophilus influenzae (céc ching sinh va khéng sinh beta-
lactamase), Moraxella (Branhamella) catarrhalis (héu hét la cac ching sinh beta-
lactamase), Escherichia coli, Proteus mirabilis, Neisseria gonorrhoeae (bao gbém cic

chiing sinh va khong sinh penicilinase). @/

Durge djng hoc:

Cefixime, khi udng hip thu khoang 40 dén 50% khi  ding cung hodc khéng cling v6i
thirc an. Tuy nhién thoi gian dat dugc su hap thu tdi da 1a khoang 0,8 gi& khi ubng
trong bita 4n. Liéu duy nhit 200mg Cefixime gdy ra néng do dinh trung binh trong
huy&t thanh xﬁp xi 2meg/ml.

Nong dé dinh trong huyet thanh dat dugc tir 2 — 6 gid sau khi uéng lidu duy nhét 1
vién nén 200 mg, hodc lidu duy nhét | vién nén 400mg hodc 400mg dich treo
Cefixime.

Khoang 50% liéu hip thu dugc thai trir nguyén ven qua nudce tidu trong 24 gid.

Chi dinh:

Nhiém khudn dudng ni¢u khéng bién chimg giy ra bdi Escherichia coli va Proteus
mirabilis.

Viém tai gilra gily boi Haemophilus influenzae, Moraxella catarrhalis va S. pyogenes.
Viém hong va viém amidan, giy ra bdi S. pyogenes.

Viém phé quan cdp va céc dot cdp cta viém phé quan man gay ra boi Streptococeus
preumoniae va Haemophilus influenzae. Bénh 1au khong bién chimg gy ra boi
Neisseria gonorrhoeae.

Chong chi dinh:

Chéng chi dinh Cefixime cho cac bénh nhin duge biét ¢6 dj tmg véi cde khing sinh
nhém cephalosporin,

C6 tién sir sbc phan vé do penicillin.
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Téc dyng khéng mong muén:

Céc tac dung khong mong mudn cta cefixim twong ty nhu cdc cephalosporin khéc.

Cefixim thuémg duge dung nap tét, céc téc dung khéng mong muon thuong thodng

qua, lmrc d6 nhe va vira. Udc tinh ty 1é mic tac - dung khong mong mubn co thé Ién téi
50% sb ngudi bénh diing thude nhung chi 5% sé ngudi bénh cin phai ngimg thudc.

Thieang gap, ADR > 1/100 )

Tiéu hoa: C6 thé tdi 30% ngudi lon ding vién nén cefixim bj roi loan tiéu hoa, nhung

khoang 20% biéu hién nhe, 5 — 9% biéu hién vira va 2 — 3% & mic d ngng. Triéu

chimg hay gp 1a ia chdy va phan nat (27%), dau bung, non, budn ndn, diy hoi, in

khéng ngon, kho mténg R6i loan tiéu hoa thudng xdy ra ngay trong 1 — 2 ngay déu

didu tri va ddp ing voi cic thude didu tri trigu chung, hxem khi phai ngimg thude.

Hé thﬁn kinh: Pau diu (3 — 16%), chong mit, bdn chdn, mét ngun, mét moi,

Qua mén (7%): Ban do, may day, sbt do thude.

It gap, 1/1000 < ADR < 1/100

Tiéu hoa: ia chay ning do Clostridium difficile va viém dai trang gia mac.

Todn thén: Phan vé, pht mach, hdi chirg Stevens-Johnson, hﬁng ban da dang, hoai tir

thugng bi nhiém dée.

Huyét hoc: Giam tiéu ciu, bach cdu, bach ciu wa acid thodng qua; giam nbng do

hemoglobin va hematocrit.

Gan: Viém gan va vang da; ting tam thdi AT, ALT, phosphatase kiém, bilirubin va

LDH.

Than: Suy thén cdp, tang nitrogen phi protein huyét va ndng d¢ creatinin huyét tuong

tam thoi. . ¥
Trudng hop khéc: Viém va nhiém nam Candida am dao. ?2/

Hiém gip, ADR < 1/1000

Huyét hoc: Thai gian prothrombin kéo dai

Todn thin: Co gidt

= Tg&ng bdo cho bdc sy nhitng tic dung khéng mong mudn gdp phai khi ding
thubc.

Sir dung thudc khi 14i xe va vin hanh may mée: Vi thude c6 thé gay chong mit nén
céin thén trong khi l4i xe hodc vin hanh may moéc.

Thin trong/ cinh béo:

Truée khi diéu trj vél Cefixime cén phai than trong xac dinh xem trude ddy bénh nhan
¢6 cdc phan fng min cam vdi cdc cephalosporin, cac penicillin hay vdi cac thube
khac. Néu dung ché phim nay cho bénh nhin mén cam vdi penicillin, phai rit thin
trong vi sy mién cam chéo gitra cac khang sinh nhom beta lactam da duoce chitng minh
o rang biing tai liéu va co thé xay ra téi 10% bénh nhan c6 tién sir dj g penicillin.
Néu xay ra phan (g d; mg v6i Cefixime cin phai ngimg thudc. Phan {mg mén cam
cép nghiém trong yéu cau phai diéu tri véi epmephme va céc bién phap cép ctru khac,
bao gdm thé cxy, truyén dich, tiém truyén cdc khdng histamin, corticosteroid, céc
amin gay tang huyél 4p va kiém soat dwong hd hiip, khi c6 chi dinh 1am sang.

Tuwong thc thube:
Probenecid lam téng nong d¢ dinh va AUC cia cefixim, gidm d¢ thanh thai cia thén
v thé tich phan bé ciia thube.
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Céc thubc chéng déng nhu warfarin khi ding cing cefixim lam ting théi gian
prothrombin, c6 hoac khoéng kem theo chay mau.

Carbamazepin uong cling cefixim lam ting ndng do carbamazepin trong huyél luong.
Nifedipin khi uong cing cefixim lam ting sinh kha dung ctia cefixim biéu hién bing
tidng néng d9 dinh va AUC.

Sir dyng & phu nit mang thai va cho con bii:

Khéng c6 ddy di 56 liéu c6 dbi chimg trén phu nir ¢6 thai. Tir cac nghién citu vé kha
ning sinh san trén dong vit khong phai luén ludn ¢6 thé tién doan duge déap img cia
ngudi nén chi sir dung thude trong thai ky c6 thai néu thit cin thiét,

Liic cho con bii: Cefixime chua dugc biét dén c6 thai trir qua sita ngudi hay khéng,
Nén xem x&t ngimg cho con bi tam thoi trong thoi gian diing thube.

Liéu lugng va cach ding:

Ngudi 16n: Lidu d& nghi cita Cefixime 12 400mg mbi ngay. Lidu nay 6 thé ding duéi

dang vién nén 400 mg mdi ngay hodc vién nén 200 me, mdi 12 gitr. Dé didu trj nhidm

lau clu, cb tir cung/ nigu dao khong co bién chung chi cén liéu duy nhét 400mg.

Tré em : Litu dé nghi 1a 8 mg/kg/ngdy dang hdn dich. C6 thé dung mdt l4n/ ngay holic

chia lam 2 1n, tirc 1a 4 mg/kg mdi 12 gis. y
@/,_

Quii lidu, tri¢u chirng, l:hong dije:
Khi qua lidu cefixim co thé c6 triéu chimg co giat. Co thé chi dinh riva da day. Khong
o6 cich gidi dge diic higu. Cefixime khéng loai khoi tudn hoan médt cach déng ké bing
céch thim tdch méau hogc thdm tich mang bung. Mt s6 phan tmg bét lgi & lwong nhé
ngudi 1én tinh nguyén khoé manh nhan lidu 1&n t6i 2g Cefixime khdng khac so véi cic
bénh nhan diéu tri véi lidu d& nghi.

Bio quin: Noi khd mat, tranh anh sang, Nhit d duai 30°C.
Trinh bay: Hép chita 3 hép nhd, mdi hép nhd chira 1 vix 10 vién . y 9)

Han diing: 24 thang ké tir ngay san xuét. &
* Khéng duwoc ding thude qud han st dung

* Doc kf hudng dan sic dung trude khi dimg. Néu can théng tin xin hoi y kién bdc

7.

* Thudc nay chi dwoe bdn theo don ciia thay thude

Sin xuit béi: MlCRO LABS LIMITED
No.121 to 124, 4% Bh%e, K.LLA.D B., Bommasandra Industrial Area, Bangalore-560

099, India. ~ ¢
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