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Thuée ké don 

CEFICHEW 200 
Thuée nay chi sir dung theo sw ké don ciia thay thudc 
Doc kf huéng din swe dung truéc khi dung 
Déxatém tay tré em 

Thong bio cho béc SP nhitng téc dung khéng mong muon Rap phai khi ding thuéc 

Thanh phan cong thire thudc 
M6i vién nhai chita: 
Hoat chat: Cefixim trihydrat trong duong v6i Cefixim khan... cccccsccescees. 200 mg Téa duge: Sucralose, vj cam, vi dau tay, vi hoa qua, mannitol, lactose khan, magnesi Stearat, talc, croscarmellose natri. 

Dang bao ché: Vién nhai 

Chi dinh 

Cefixim 14 mét khang sinh cephalosporin duéng uéng, cé hoat tinh diét khudn in vitro chéng lai nhiéu loai vi khuan Gram duong va Gram 4m. 
No duge chi dinh dé diéu tr) cdc bénh nhiém tring cdp tinh sau day gay ra béi cdc vi sinh vat nhay cam: 

Nhiém tring duong héd hap trén (ORT): vi du nhw viém tai gitta va cdc nhiém tring duong hé hap trén khac ma cdc sinh vat gay bénh duoc biét dén hoae nghi ngg khang véi cac loai khang sinh thuong duge str dung. 
Nhiém tring duong hé hap dwoi: vi du nh viém phé quan. 
Nhiém tring dudng tiét niéu: vi dy nhw viém bang quang, viém bang quang — niéu dao, viém bé than khéng bién chimg. 
Hiéu qua lam sang cia thudc di duge chimg minh trong cac bénh nhiéin tring gay ra béi cac téc nhan bénh ly thudng gap bao gdm Streptococcus preumoniae, Streptococcus pyogenes, Escherichia coli, Proteus mirabilis, cac ching Kliebsiella va Haemophilus influenzae (dwong tinh va am tinh v6éi beta-lactamase) va cdc ching Enterobacter. Hau hét cae ch ing enterococci (Streptococcus Jaecalis, Streptococci nhom D) va Staphylococci (bao g0m ca cde ching duong tinh va 4m tinh véi coagulase va cdc ching ° khang meticillin) déu khang v6i cefixim. Ngoai ra, hau hét cdc ching Pseudomonas, Bacteriodes Fragalis, Listeria monocytogenes va Clostridia déu khang cefixim. 
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Lién ding va cach ding 

Liéu trinh diéu trj thong thong 1a 7 ngay hodc cé thé duoc kéo dai téi da dén 14 ngay 
néu can thiét. 

Neusi lon va tré em trén 10 tuoi hode nang hon 50 keg: 

Liéu khuyén cdo 6 ngwdi 1én 1a 200 — 400 mg mdi ngay tiy theo mirc dé nghiém trong 
cia nhiém tring, liu duge ding mét ldn hodc chia lam hai lin. 
Newdi cao tuéi: 

Liéu tuong ty nhu lidu khuyén cdo cho ngudi Ién. Can dinh gia chire nang than va nén 
diéu chinh lidu trong trwong hop suy thin nang (Xem Liéu ding trong trudng hop suy 
than). 

Tré em duci 10 tudi: 

Vién nhai CEFICHEW 200 mg khéng duoc khuyén cdo str dung cho tré em dudi 10 tudi. 
Sy an toan va higu qua cua cefixim chua duge danh gid 6 tré duéi 6 thang tudi. 
Bénh nhan suy than: 

CEFICHEW 200 cé thé dugc dung cho bénh nhan cé suy gidm chite nang thin. Bénh 
nhan c6 d6 thanh thai creatinin 20 ml/phut hoac cao hon cé thé 4p dung ché d6 liéu binh 
thuong. GO nhimg bénh nhan cé do thanh thai creatinin dudi 20 ml/phut, khéng nén vuct 
qué liéu 200 mg/lan/ngay. Liéu ding va ché d6 lidu cho bénh nhan dang duy tri loc mau 
mang bung cap ctru man tinh hoac chay than nhan tao nén tudn theo khuyén cdo trong tu 
nhu déi voi bénh nhan cd d6 thanh thai creatinin dudi 20 ml/phit. 
Cach ding: Nuét ca vién thudc véi nude hode nhai réi sau dé udng lai voi nude. Cé thé 
udng chung v6i thitc an vi su hap thu cia CEFICHEW 200 khong bi anh hudng boi 
thire an. 

Chong chi dinh 

Khong ding cho bénh nhan man cam voi cdc khang sinh cephalosporin hodc cac thanh 
phan khac cta thuéc. 

Canh bao va than trong khi ding thuéc 

Bénh nao 

Cac beta-lactam, bao gém ca cefixim, cé thé khién bénh nhan gap nguy co mac bénh nao 
(bao gém co giat, nhdm lan, suy gidm ¥ thitc, réi loan van ddng), dic biét trong truong 
hop qua liéu hoc bénh nhan suy than. 

Phan ung cé hai nghiém trong trén da
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Cac phan img bat loi nghiém trong & da nhw hoai tir biéu bi nhigm déc, héi chimg Stevens 
~ Johnson va phat ban véi ting bach cau di toan va cdc trigu chitng toan than (DRESS) da 
duge bao cdo & mét sé bénh nhan dung cefixim. Khi xay ra cdc phan ung bat loi nghiém 
trong 6 da, nén ngimg sir dung cefixim va ap dung cdc liéu ph4p diéu tri/bién phap xt tri 
thich hgp. 

Néen than trong khi ding CEFICHEW 200 véi nhing bénh nhan cé qua min véi cdc thuéc 
khac. 

Qué man voi penicillin 

Ciing nhu cac cephalosporin khac, cefixim nén str dung than trong véi bénh nhan cé tian 
sit man cam vi penicillin, vi cé mét sé bang ching vé di tmg chéo mét phan giira cdc 
penicillin va cephalosporin. 

Thiéu mdu tan mau 

Thiéu mau tan mau do thudc, bao gdm cac truong hop nghiém trong gay tir vong, 44 duoc 
m6 ta véi nhém cephalosporin. Sy tai phat thiéu mdu tan m4u sau khi ding lai 
cephalosporin ¢ & m6t bénh nhan co tién str thiéu mau tan mau lién quan dén cephalosporin 
(bao gdm ca celixim) cting da dugc bao cao. 

Suy thén cap 

Cting nhu cac cephalosporin khac, cefixim cé thé gay suy than cap bao gdm viém than ké 
nhu mot tinh trang bénh ly tiém an. Khi suy than cap xay ra, nén ngtmng str dung cefixim 
va 4p dung cac ligu phap diéu tri/bién phap xu tri thich hop. 

Suy giam chic ndng thén 

CEFICHEW 200 nén duoc ding than trong & nhitg bénh nhan cé chire nang than bi suy 
giam ro rét (Xem phan Liéu ding va cach ding). 
Si dung cho tré em 

An toan cia cefixim 6 tré sinh non hoac tré so sinh ‘chua duoc danh gid. 

Diéu tri bang khang sinh phé rong lam thay déi dic diém cia dai trang va cé thé gay ra su 
phat trién qua mite cua Clostridia. Cac nghién ctru chi ra rang mét chat gay déc san xuat 
boi Clostridium difficile la nguyén nhan chinh gay ra tiéu chay lién quan dén khang sinh. 
Viém dai trang gia mac cé lién quan dén vide sit dung khang sinh phé réng (bao gom 
macrolid, penicillin ban téng hop, lincosamid va cephalosporin); do dé, can phai xem xét 
chan don 6 nhitng bénh nhan bi tiéu chay lién quan dén str dung khang sinh. Cac triéu 
chimg ctia viém dai trang gia mac cé thé xay ra trong ho&c sau khi diéu tri bang khang 
sinh, 

Diéu tri vim dai trang gid mac bao gom ndi soi dai trang sigma, nghién ctru vi khuan héc 
thich hgp, b6 sung chat long, chat dién gidi va protein. Néu viém dai trang khéng cai thién 
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sau khi ngimg thude, hode néu gap cac trigu ching nghiém trong, vancomycin duéng 
udng 1a thudc duge lya chon cho viém dai trang gid mac lién quan dén khang sinh gay ra 
bai C. difficile. Cac nguyén nhan khac cua viém dai trang nén duoc loai trv. 
Canh bdo ta dwge: 

Lastose: Bénh nhan bi r6i loan di truyén hiém gap nhu khéng dung nap galactose, thiéu 

hut lactase hoan toan hoac kém hap thu glucose galactose khdng nén ding thudc nay. 

Str dung thude cho phy ni cé thai va cho con bu 

Cac nghién ctu da duge thye hign  chuét v6i liéu gdp 400 lan ligu ding cho ngwai va 
cho thay khéng cé bang chimg nao vé kha nang sinh san bi suy giam hodc gay hai cho 
thai nhi do cefixim. G thé, véi liéu gap 4 lan liéu ding cho ngudi, khéng cé bang chimg 
vé tac dung gay quai thai. Chua c6 nghién ct nao day du va kidm soat tét duge thuc hién 
& phy nit 6 thai. Do dé, CEFICHEW 200 khong nén duge sir dung trong thai ky hoic 
cho con bi, trit khi duge bac si cho 1a can thiét. 

Anh hwéng cia thuée én kha nang li xe va van hanh may moc 
Thudéc khéng anh huéng dén kha nang 1di xe va van hanh may méc. Trong truéng hop 
co tac dung phu nhu bénh nao (bao gém co giat, nham lan, suy giam y thire, réi loan 
van d6ng), bénh nhan khéng nén van hanh may méc hoa Idi xe. 

Twong tac, trong ky cia thuéc 

Thuoe chong déng mdu 

Tuong ty nhu cdc cephalosporin khac, sy gia ting thoi gian prothrombin da duge ghi 
nhan ¢ mt vai bénh nhan. Do dé, can thn trong 6 nhiing bénh nhan dang diéu tri bing 
chong dong. 

Cefixim nén dugc ding thin trong cho bénh nhan dang ding thuéc chéng déng mau loai 
coumarin vi du nhu kali warfarin. Vi cefixim cé thé tang cudng tac dung cia thuée ching 
dong mau, kéo dai thdi gian prothrombin cé hoac khéng c6 chay mau. 

Cac tuong tac khdc 

M6t phan tng durong tinh gid d6i véi glucose trong nuéc tiéu cé thé xay ra vi cdc dung 
dich Benedict hoc Fehling hoac voi cdc vién dong sulfat, nhung khéng phai voi cdc xét 
nghiém dya trén phan img glucose oxidase. 

M6t xét nghiém Coombs tryre tiép cate tinh gia da duoc bao cdo trong qua trinh diéu ty 
bang khang sinh cephalosporin, do dé can phai nh4n ra rang xét nghiém Coombs duong 
tinh cé thé 1a do thude.
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Tac dung khoéng mong muon cia thuée 

Tan suat 

hemoglobin va hematocrit 
Rdi loan gan mat 

Heevrours Thuong giip It gap Hiém gap 
Toan than Qua man (ban dé, may day) | Phan vé, phi mach, hdi | Co gidit 

ching Stevens — Johnson, 

héng ban da dang, hoai tir 

thuong bi nhiém déc 
Hé tiéu héa R6i loan tiéu héa (ia chay, | Ia chay nang do 

phan nat, dau bung, buén | Clostridium difficile, viém 
nén, ndén, day hoi, 4n | dai trang gia mac 

khéng ngon, khé miéng) 
Hé than kinh Dau dau, chéng mat, bon 

chon, mat ngu, mét mdi, 

con déng kinh 

Huyét hoc Giam tiéu cau, bach cau, | Thoi gian 
bach cau wa acid thoang | prothrombin 
qua, giam nong dé | kéo dai 

Viém gan va vang da, 

tang tam thoi AST, ALT, 

phosphatase kiém, 

bilirubin va LDH 
R6éi loan than va tiét |Suy than cap, tang 
niév nitrogen phi protein 

huyét, tang tam thoi 

creatinin huyét 
Tae dung khac Tang néng d6 amylase mau Viém, nhiém nam 

Candida am dao 

Tan suat: Thuong gap (>1/100); it gap (1/1000 dén <1/100); hiém g&p (<1/1.000); rét 
hiém (<1/10.000). 

eyed x y 7 7 Qua lieu va cach xi tri 
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Bénh nhan cé nguy co mac bénh nao trong cac truéng hgp si dung khang sinh beta — 
lactam, bao gm ca cefixim, dac biét trong truong hop qua liéu hodc suy than. 
Phan ttng bat loi nhin thay & mite lidu 1én dén 2g cefixim 6 ngwéi binh thuoéng khéng 
khac biét so v6i phan tng duge thay 6 nhiing bénh nhan didu tri 6 liéu khuyén cao. 
Cefixim khéng duge loai bé mét cach dang ké khoi tudn hoan bang loc mau va khéng 
c6 thuéc xt tri dac higéu khi qua liéu. Cac bign phap diéu tri hd tro duge khuyén cdo. 

Dac tinh duc hre hoe 

Nhoém digc ly: Khang sinh nhom cephalosporin thé hé 3 
Mé ATC: JOIDD08 

Cefixim 14 mét cephalosporin thé hé ba dudng udng 6 hoat tinh diét khuan in vitro chéng 
lai nhiéu loai vi khuan Gram duong va Gram 4m. Co ché diét khuan cia cefixim tuong tur 
cae cephalosporin khdc 1a gan vao cdc protein dich (protein gan penicilin), gay tre ché qua 
trinh tong hop mucopeptid  thanh té bao vi khudn. Co ché khang cefixim cia vi khudn 1a 
giam ai lye cia cefixim déi véi protein dich hodc gidm tinh thim cia mang té bao vi 
khuan déi voi thuéec. Cefixim cé d6 bén ving cao voi su thiy phan cua beta-lactamase ma 
héa béi gien nim trén plasmid va chromosom. Tinh ban ving vdéi beta-lactamase cia 
cefixim cao hon cefaclor, cefoxitin, cefuroxim, cephalexin, cephradin. 
Pho khdng khuan 

Vi khudn wa khi Gram dong: 

Cau khuan wa khi gram duong: Streptococcus pyogenes (lién cau khuan tan huyét beta 
nhém A), S. agalactiae (lién cau khudn nhom B) va lién cau khudn nhém C, F va G; mét 
sé ching S. pneumonia tuy tac dung kém hon so véi mét vai cephalosporin uéng khac 
(nhu cefdinir, cefpodoxim, cefprozil, cefuroxim); cdc ching S. pneumoniae khang 
penicilin duge coi la khang cefixim. Da sé lién cau khudn nhém D va S: viridans thuéng 
coi la khang cefixim. Cefixim khéng cé tac dung in vitro d6i véi tu cau tiét hode khong 
tiét penicilinase bao gdm Staphylococcus aureus, S. epidermidis va S. saprophyticus, 
Staphylococcus khang methicilin. Truc khudn ua khi Gram duong: Corynebacterium, 
Listeria monocytogenes thuong khang cefixim. 
Vikhuan wa khi gram dm: 

Cefixim c6é tac dung déi véi Neisseria meningitidis, N. gonorrhoeae tiét hoac khéng tiét 
penicilinase. Thudc ciing c6 tac dung in vitro déi v6i N. gonorrhoeae khang penicilin qua 
trung gian nhiém sac thé hoac khang tetracyclin qua trung gian plasmid. 
Cefixim cé tac dung in vitro d6i véi da sé H. influenzae tiét hodc khéng tiét beta- 
lactamase va H. parainfluenzae. Cefixim 6 tic dung tot hon cefaclor, cephalexin,
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cefuroxim, hoc amoxicilin két hop véi kali clavulanat d6i voi H. influenzae tiét beta- 

lactamase, nhung tac dung bang hodc kém hon chiit it so véi ciprofloxacin, ceftriaxon 

hodc co-trimoxazol. Cefixim in vitro ciing tac dung déi voi cdc chung H. influenzae khang 

nhiéu thude (ampicilin, cloramphenicol, tetracyclin, co-trimoxazol, cefaclor va/hodc 

erythromycin). Tuy vay, m6t s6 chimg H. influenzae khong tiét beta-lactamase nhung 

khang ampicilin va cephalosporin thé hé 2 ciing giam nhay cam véi cefixim. 

In vitro, cefixim ¢6 tac dung déi véi Moraxella catarrhalis, ké ca khi khang ampicilin, 

cetaclor, cephalexin. 

In vitro, cefixim c6 tac dung d6i véi da s6 Enterobacteriaceae quan trong vé lam sang. /n 

vitro, cefixim cdo tac dung d6i véi nhiéu ching E. Coli, Citrobacter freundii, K. 

pneumoniae va P. mirabilis khang cac khang sinh khac (aminoglycosid, tetracyclin, 

ampicilin, amoxicilin, cefaclor, cephalexin), Salmonella typhi khang ampicilin, 

cloramphenicol va/hoac co-trimoxazol). 

Vi khudn ky khi: 
4 Es 2 “ oye Fa * ‘ x x * Da so cac ching Bacteroides fragilis, cc Bacteroides spp. khac, da so cdc ching 

Clostridium (bao gém C. diffcile) khang cefixim. Chlamydia va Mycoplasma: Chlamydia 

trachomatis va Ureaplasma urealyticum khang cefixim. 

Xoan khudn (Spirochetes): Cefixim c6 mét vai tac dung déi voi Borrelia burgdorferi la 

nguyén nhan g4y bénh Lyme (néng d6 0,8 microgam/ml). 

Khang thudc 

Cefixim bén ving cao, khéng bi thay phan do nhiéu beta-lactamase qua trung gian 

plasmid va nhiém sac thé, nhung thuéc bi thiy phan do mét sé beta-lactamase cla 

Enterobacter, Klebsiella oxytoca, Proteus vulgaris va Pseudomonas cepacia, Citrobacter 

jreundii, Enterobacter cloacae, Flavobacterium va Bacteroides fragilis. 

Tu cau khang cefixim 1A do thuéc c6 ai luc yéu déi v6i PBP2 cia vi khudn. Enterococcus 

va Listeria monocytogenes khang thudc 1a do thudc ¢6 4i luc kém déi véi céc PBP ctia vi 

khuan. Citrobacter freundii va Enterobacter khang cefixim 1a do cac yéu té ngan can 

thude tham vao vi khuan va do tiét ra cc beta-lactamase. Pseudomonas va Acinetobacter 

khang thudc 1a do cdc yéu t6 tham qua mang té bao vi khuan. 

Cefixim kich thich sin xuat beta-lactamase 6 mét sé ching Morganella merganii, nhung 

thudc van tac dung in vitro déi voi cdc ching d6 sau khi giai phéng cac beta-lactamase. 

M6ét sé cephalosporin thé hé 3 van cdn cé tac dung voi Staphylococci, cefixim thudng 

khéng cé téc dung trén cdc vi khuan nay. Cefixim khéng cé hoat tinh im vitro trén 

Staphylococci (tiét hodc khéng tiét beta-lactamase) nhu Staphylococcus aureus,” S. 

epidermidis, va S. saprophyticus. Giéng nhu cdc cephalosporin khac, cefixim khéng cé 
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hoat tinh trén Staphylococci khang oxacilin (khang methicilin). Hau hét cac chung 
Staphylococci, Enterococci va Listeria spp. khéng con nhay cém voi cefixim, 
Enterobacter spp., Pseudomonas aeruginosa vA Bacteroides spp. da khang cefixim. 
Cefixim cdo hoat tinh i vitro han ché trén cdc vi khudn ky khi; hau hét cac ching 
Clostridia (gdm C. diffcile) di khdng thuéc. 
Cac vi khuaén wa khi Gram - 4m nhu Achromobacter xylosoxidans va Flavobacterium 
meningosepticum da khang cefixim. Voi Chlamydia va Mycoplasma: Cefixim khong cd 
hoat tinh véi Chlamydia trachomatis va Ureaplasma urealyticum. 

Dac tinh duoc dong hoc 

Hap thu 

Sinh kha dung dudng udng cua cefixim nim trong khoang 22-54%. Hap thu khéng bi 
thay déi dang ké boi sw hién dién cua thite an. 
Phan bé 
Cefixim hau nhu chi lién két v6i phan albumin trong protein huyét thanh, ty 1¢ ty do trung 
binh 1a khoang 30%. 

Chuyén héa va thai trv 

Tir cdc nghién citu in vitro, néng dé cefixim trong huyét thanh hoac nuéc tiéu tir 1 
meg/mL tro lén duge coi 1a di cho hau hét cdc mdm bénh phé bién chéng lai cefixim hoat 
déng. Théng thudng, néng dé dinh trong huyét thanh theo lidu khuyén cdo cho ngudi 1én \ 
hodc tre em 1a 1,5-3 meg/mL. Cefixim it hodc khéng tich lity sau khi sir dung nhiéu liéu. \2 
Cefixim chi yéu duge dao thai dudi dang cén hoat tinh trong nuéc tiéu. 

Khong cé dit liéu vé viée bai tiét cefixim qua sifa me. 

Quy cach déng géi: Hép 1 vi x 10 vién nhai. 

Bao quan: Noi khé mat, tranh anh sang, nhiét 46 duéi 30°C. 

Han ding: 24 thang ké tir ngay san xut. 

Khéng ding thuéc qua han si dung 

TCCL: USP 

Nha san xuat 

MAXIM PHARMACEUTICALS PVT. LTD. 
Dia chi: Plot No. 11&12, Gat No. 1251-1261, Alandi-Markal Road, Markal Khed, Pune 

412 105, Maharashtra State, An Dé.
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