R Thuéc nay chi dung theo don thubc

OFBEXIM 200

Vién nén bao phim cefixim 200 mg
Pé xa tam tay tré em
Poc ki hwéng dan sir dung trwde khi diing

Thanh phan;

M@di vién nén bao phim chira:

Hoat chdt: Cefixim (dudi dang cefixim trihydrat) .......... 200 mg .

Ta dwoc: Tinh bot ngo, Avicel PH101, Natn starch glycolat, Magnesi stearat, Aerosil (colloidal
silicon dioxyd), HPMC 606, HPMC 615, Titan dioxyt, Talc, Dau thiu diu, Sunset Yellow Lake,
Tartrazin Yellow Lake, Erythrosine Lake, Mut cam hat.

Dang bao ché:

Vién nén bao phim.

Chi dinh;

Vién nén bao phim OFBEXIM 200 duoc chi dinh trong cac trudng hop:

Nhiém khuan duong tiét niéu khong bién chimg do cac ching nhay cam E.coli hodc Proteus mirabilis
va mot s6 giéi han trudng hop nhiém khuan dudng tiét niéu khong bién chimg do cac truc khuan
Gram-am khac nhu Citrobacter spp., Enterobacter spp., Klebsiella spp., Proteus spp.;

Mot s truong hop viém than - bé thin va nhiém khuan duong tiét niéu co bién chimg do cac
Enterobacteriaceae nhay cam, nhung két qua diéu tri kém hon so voi trudmg hop nhiém khuin duong
tiét niéu khong bién ching.

Viém tai gitta cip do Haemophilus influenzae (ké ca cic chung tiét beta-lactamase), Moraxella
catarrhalis (ké ca cac chung tiét beta-lactamase), Streptococcus pyogenes.

Viém hong va amudan do Streptococcus pyogenes.

Viém phé quan cap va man do Streptococcus pneumoniae hoic Haemophilus influenzae hoic
Moraxella catarrhalis.

Viém phéi nhe dén vira, ké ca viém phdi mac phai tai cong dong.

Thudc con duge dung diéu trj bénh 1au chua c6 bién chimg do Neisseria gonorrhoeae (ké ca cac ching
tiét beta-lactamase); bénh thuong han do Salmonellatyphi (ké ca chiung da khang thudc); bénh ly do
Shigella nhay cam (ké ca chung khang ampicillin). Néu chwa biét Salmonella hoic Shigella c6 nhay
cam véi thude, thudc thuong dugce lya chon 1a mot fluoroquinolon hodc 1 cephalosporin tiém the hé 3
{nhu ceftriaxon, cefotaxim).

I ' 2 ; A cach dine:

Nguwoi lém: Liéu thuong diung & nguoi 16n 200 mg - 400 mg/ngay c6 thé dung 1 1an hodc chia lam 2
lan cach nhau 12 gid.

Pé dieu trj 1au khong bién ching do Neisseria gonorrhoeae (ké ca cac chung tiét beta-lactamase):
Ding liéu 400 mg (mét licu duy nhat, phoi hop thém véi mét khang sinh c6 hiéu qua d6i vdi
Chlamydia do c6 kha ning bi nhiém cung lac).

V&i ngudi 16n bi bénh lau lan téa, diéu trj khi dau bing tiém ceftriaxon, cefotaxim, ceftizoxim hodc
spectinomycin va sau khi bénh bit dau cai thién thi tiép tuc diéu trj thém nhu khéi d3u trong vong
24-48 g10, sau do déi sang udng cefixim, liéu 400 mg/1an, udng 2 lan/ngay va trong t6i thiéu 1 tuan.
Khi co suy than can diéu chmh licu cho phu hop.

Tré em! Tré em trén 12 tubi hodic can ning trén 50 kg dung liéu nhu ngudi 16m.

Pé diéu tri 1au khong bién chimg do Neisseria gonorrhoeae cho tré em 8 tudi hodc 16n hon véi cin
ning bing hoic trén 45 kg: Ding liéu 400 mg (mot liu duy nhit), phdi hop thém véi mot khang sinh
c6 hiéu qua doi véi Chlamydia do c6 kha nang bi nhiém ciing lic.

Thoi gian diéu tri: Tuy thudc loai nhiém khuan, nén kéo dai thém 48-72 gio sau khl cac tri¢u chu'ng
nhiém khuin d3 hét. Thoi gian diéu tri thong thuong cho nhiém khuan duong tiét niéu khong bién
chimg va nhiém khuin dudng hé hap trén 1a tir 5-10 ngay (néu do Streprococcus nhém A tan mau beta
phai diéu tri it nhat 10 ngay dé phong thap tim hodc viém ciu than); nhiém khuin duong ho hip dudi
va viém tai gira: 10-14 ngay.

Liéu ding véi nguoi suy thén: Khong can diéu chinh liéu voi ngudi bénh cd do thanh thai creatinin >
60 ml/phit. V&i ngudi bénh c6 3 thanh thai creatinin < 60 ml/phut, liéu va/hoic s6 1an dura thudce phai
thay d6i tiy thudc vao mitc d6 suy than. Ngudi 16n c6 dd thanh thai creatinin 21-60 ml/phit dung licu
cefixim 300 mg/ngdy, néu do thanh thai creatinin < 20 ml/phut, ding liéu cefixim 200 mg/ngay. Do
cefixim khong mat di qua tham tich mau nén nhitng ngudi bénh chay thin nhan tao va loc mang bung
khéng can bd sung licu cefixim.

Cdch dung:

Nén ubng thude sau khi an.

Ngum bgznh cé tién sir qua man vai cefixim hodc vai cac khang sinh nhém cephalosponn khac, ngut
c6 tién sir s¢ phan vé do penicillin hodc di u'ng vai thanh phan khéac cia ché pham thude.

L A

YO lui anh bao va thar one kKhi dung i-l
Benh nhin ¢6 tién sir dj Gng voi penlclhn va cac cephalosporin khac do cé sy qua man chéo giira cac
khéng sinh nhém beta-lactam, bao gom: Penicillin, cephalosporin va cephamycin.
Can than trong khi dung cefixim & ngudi c6 tién sir bénh dudng tiéu hoa va viém dai trang, nhat 13 khi
dung kéo dati.
Liéu va/hodc s6 lan dua thudc can phai giam & nhirng ngudi bénh suy thén.
D1 vai tré dudi 6 thang tbi, cho dén nay chua cé dit liéu vé d6 an toan va hiéu lye.
Ddi vai ngudi cao tubi: Khong can diéu chinh liéu, trir khi ¢6 suy gidm chirc ning than (46 thanh thai
creatinin < 60 ml/phut).
Khuyén céo bénh nhan c6 rdi loan di truyén hiém gip vé dung nap galactose chimg thi¢u hut lactat
Lapp hoac rdi loan hap thu glucose—galactose khong nén sir dung thude nay
Thubc co6 chita saccharose ¢ thé gay hai cho rang néu su dung tir hai tuan tro len
Aspartam c6 thé gay hai cho nhu‘ng ngudi co acid phenylpyruwc trong nudc tiéu.

Junge thul » phu nir mang thai: Chira c6 nghién ciru day du trén phu nit mang thai, kin nghlen
ctru trén ddng vat thi chua thay anh hudomg gi dén bao thai. Vi vdy, chi sir dung thudc khi that can thiét.
Nguy co trén thai ky theo F DA: Muc dq B.

r dung thudc cho phu nir cho con by H1¢nnay, chua khidng dinh chic chin cefixim cé dugc phan
b vao sira hay khéng. Vi vy, nén sir dung thubc cho phu nit cho con bi mét cach than trong, cb thé
tam ngung cho con bu trong thdi gian ding thude.

Anh hwong cua tk én kha ping 13i xe va van hanh may méc; Vi thudc cb thé gy chong mit
hoa mit nén cﬁn than trong khi sir dung thuoc cho nguoi a1 xe va van hanh may moc.

rong ta ) thudc voi hydc khic va cdc loai turong tac khic:

Probenecid lam ta.ng nong dQ dmh va AUC cua cefixim, giam d6 thanh thai cta thin va thé tich phan
bo cilia thude.

Cac thudc chdng d6ng nhu warfarin khi ding ciing cefixim lam ting thoi gian prothrombin va c6 thé




kém theo chay mau.

Carbamazepin udng cung cefixim lam ting nong d6 carbamazepin trong huyet tuong.

Nifedipin khi uong cung cefixim 1am ting sinh kha dung cla cefixim, bicu hién bing ting ndng 46
dinh va AUC.

Hoat yc cua cefixim cé thé ting khi ding cung véi cac tac nhin gy acid uric niéu.

Cefixim c6 thé giy giam ho?‘t luc cua vaccin thuong han.

Tac dyng khong mong muon (ADR):

Cefixim dugc dung nap tot, cac tic dung khong mong muodn thuong nhe va c6 thé hoi phyc sau khi
ngung dung thudc.

Thuong gap, ADR > 1/100:

Tiéu hod: Triéu chimng hay gip 13 tiéu chay va phan nat, dau bung, noén, budn ndn, day hoi, n khéong
ngon, kho miéng. R6i loan tiéu héa thudng xay ra ngay 1-2 ngiy dau diéu trj va dap tng véi cac thude
diéu trj triéu chimg, hiém khi phai ngimg thuoc.

H¢ thdn kinh trung wong: Dau dau va chong mit, bon chdn, mét ngi, mét moéi, con ddng kinh.

Qud mdn: Ban 46, may day, sot do thudc.

Téic dung khac: Tang nong dé amylase mau (1,5-5%), tuy nhién khong cé sy trong quan giira ting
nong 36 amylase mau va tac dung khéng mong mudn & dudmg tiéu hda ngudi bénh.

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

Tiéu hoa: Tiéu chay nang do Clostridium difficile va viem dai trang gia mac.

Toan than: Phan ing, phu mach, hdi chirng Stevens Johnson, hong ban da dang, hoai tir thugng bi

nhiém doc.
Huyét hoc: Giam tiéu cau, bach cau, bach cau ua acid thoang qua, giam nong 46 hemoglobin va
hernatocrit.

Gan: Viém gan va vang da, tang tam thot AST, ALT, phosphatase kiém, bilrubin va LDH.
Thén: Suy than cap, ting nitrogen protein huyét va nong d creatinin huyét tuong tam thoi.
Truwomg hop khdc: Viém va nhiém nam Candida 4m dao
Hiém gdp, ADR < 1/1000
Huyét hoc: Thai gian Prothrombin kéo dai.
Toan than: Co giat.
Hudéng dan cach xir tri ADR
Néu qua man xay ra, nén ngimg thudc, truomg hgp qui man ning, can diéu tri hd trg (ding epinephrin,
thé oxygen, khang histamin, corticosteroid).
Néu cb co giat, ngimg cefixim va ding thuéc chong co giat.
Khi bi tiéu chay do C. difficile va viém dai trang mang gia, néu nhe chi can ngimg thudc. Vi céc
trudmg hop vira va niing cén truyén dich, dién giai, bo sung protein va diéu tri bing metronidazol.
0O 4 lidu va cach xir tri:
Khi qua liéu cefixim, c6 thé c6 triéu chimg co gidt. Do khéng c6 thudc dieu tri dic hiéu nén chu yéu
diéu trj triéu chimg. Khi c6 triéu chimg qua liéu, phai ngung thudc ngay va xir tri nhu sau:
Rira da day, c6 thé dung thuéc chng co giat néu c6 chi dinh 1am sang. Do thubc khéng loai dugc bing
tham phén nén khéng chay than nhin tao hay loc mang bung.

a¢ dac tinh duoc lyc hoc, dugc 4ong he
Dtr(rc lyc hoc:
Cefixim la khang sinh thuoc nhom cephalosporin thé hé thir 111, dung theo dudng udng. Thubc c6 tic
dung dle;t khuan. Co ché diét khuan: Gin Vao cac protem dich (protein gin penicillin), gay ttc ché qué
trinh téng hop mucopeptld & thanh té bao vi khuin.
Cefixim c6 46 bén vimg cao véi sy thuy phan ciia beta-lactamase ma héa bdi gien nim trén plasmid
va chromosome. Tinh bén vimg véi beta-lactamase cua cefixim cao hon cefaclor, cefoxitin,

cefuroxime, cephalexin, cephradin.
Phé khéng khudn:

Vi khudn wa khi Gram dwong: Streptococcus pyogenes (lién cau khuan tan huyét beta nhom
A), S. agalatiae (1ién cAu khuin nhom B) va lién cau khudn nhém C, F va G. Cac chung S. pneumoniae
khang penicillin dugc coi 12 khang cefixim. Pa s6 lién cau khudn nhém D va S. viridans thudng coi 1a
khang cefixim.

Cefixim khong c6 tic dung in vitro d6i véi ty cau tiét hodic khéng tiét penicilinase bao gom
Staphylococcus aureus, S. epidermidis va S. saprophyticus, Staphylococcus khang methicilin. Tryc
khuin ua khi Gram duong: Corynebacterium, Listeria monocytogenes thudng khang cefixim.

Vi khudn wa khi Gram am: Cefixim c6 tic dung d6i v&i Neisseria meningitidis, N.
gonorrhoeae tiét hojic khong tiét penicilinase. Cefixim c6 tic dung in vitro d6i voi da s6 H. influenzae
tiét hodic khong tiét beta-lactamase va H. parainfluenzae.

In vitro, cefixim c6 tic dung d6i vai Moraxella catarrhalis, Enterobacteriaceae va v&i nhiéu
chung E. Coli, Citrobacter freundii, K. pneumonia va P. mirabilis khang cic khang sinh khic
(aminoglycoside, tetracyclin, ampicillin, amoxicillin, cefaclor, cephalexin), Salmonella typhi khang
ampicillin, chloramphenicol va / hoac co-trimoxazol).

Vi khudn ky khf: Pa s6 cac chiung Bacteroides fragilis, cac Bacteroides spp. khac, da sb
chung Clostridium (bao gom C. difficile) khang cefixim.

Khang thuéc:

Cefixim bén viing cao, khong bi thity phan do nhiéu beta-lactamase qua trung gian plasmid va nhiém
sic thé, nhung thubc bj thiy phdn do mot s0 beta-lactamase cta Enterobacter, Klebsiella oxytocd,
Proteus vulgaris va Pseudomonas cepacia, Citrobacter freundii, Enterobacter cloaceae,
Flavobacterium va-Bacteroides fragilis. -

Mot sO tu cau khang cefixim nhw Enterococcus va Listeria monocytogenes, Citrobacter freundii va
Enterobacter, Pseudomonas va Acinetobacter.

Duwgc dong hoc:

Cefixim 13 mot trong so rat it cephalosporin thé hé IT1 c6 thé dung bing dudng udng.

Cefixim duge phin bd vio cac md va dich co thé. Thudc lién két vdi protein huyét trong khoang 65%.
Thoi gian ban hiy ciia thude khoang 3 — 4 gid & nguoi ¢é chirc ning than binh thudng va co thé kéo
dai dén 6 ~ 11 gid 0 ngudi suy than.

Cefixim khong bj chuyén hod & gan va dugc dao thai & dang nguyén ven qua than. Vi vay ndng 4%
thudc trong nudc tiéu rat cao so véi ngudng deu trj.

Bao quan thudc & noi khd, thoang, nhiét 46 dudi 30°C, tranh 4nh sang.

ll Iu - II L

36 thang ké tir ngdy san xuat.

T1€u chuan co s0. x
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Moi thiic mic va thong tin chi tiét, xin lién h¢ vé sé di¢n thogi 028-37908860.



