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ING DAN SU DUNG: (Néi dung gém 08 trang)

THANH PHAN CONG THUC THUOC:
Mbi géi chira:
Théanh phén dwgc chit: Cefixim (du6i dan g cefixim trihydrat) 50 mg

Thanh phén td dwgc: Manitol, Povidon, Gom xanthan, Polysorbat 80, Natri lauryl sulfat, Aspartam,
Bot mui dau, Natri stearyl fumarat, Colloidal anhydrous silica.
DANG BAO CHE:
Thudc bdt pha hdn dich udng.
Bot thudc khé toi, mau tring nga dén hoi vang, ¢6 mui thom.
CHI DINH:

Cefixim dugc chi dinh trong diéu trj nhiém khuén do céc chung vi khuin nhay cam gay ra nhu:

- Nhi&m khuan dudng tiét niéu khong bién chimg do céc ching: E. coli hodc Proteus mirabilis va mjt
s truomg hop nhiém khuin dudng tiét niéu khong bién chimg do cc truc khuin Gram am khac nhu
Citrobacter spp., Enterobacter spp., Klebsiella spp., Proteus spp.

- Mt sb truong hop viém than - bé thin va nhiém khudn dudng tiét nigu ttn chirmg do cac
Enterobacteriaceae nhay cam, nhung két qua diéu trj kém hon so véi cac trudng hop nhiém khuin
duong tiét niéu khong bién chimg.

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

- Viém hong va amidan do Streptococcus pyogenes.

- Viém phé quan cip va man do Streptococcus pneumoniae, Haemophilus influenzae hoic Moraxella
catarrhalis.

- Viém phdi nhe dén vira, ké ca viém phdi méc phai tai cong dong.

- Bénh thuong han do Salmonella typhi (ké ca céc ching da khéng thubc).

- Bénh ly do Shigella nhay cam (ké ca céc chung khéng ampicilin).

LIEU DUNG - CACH DUNG:

Liéu diing:

- Nguoi lén va tré em trén 12 tudi hoic cin niing trén 50 kg:
+Lidu thudng dung: 200 - 400 mg/ngay c6 thé dung 1 1dn hoic chia lam 2 ldn cich nhau 12 gid.

- Tré em tir 6 thang dén 12 tudi:

+ Lidu thudng ding: 8 mg/kg/ngdy, cé thé dung 1 1dn hoc chia thanh 2 lin trong ngdy, mdi lan céch
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12 gid.
thuong han: tré em tir 6 thang dén 16 théng tudi dung lidu 5 — 10 mg/kg, 2 lan/ngiy, trong 14

- Tré em duéi 6 thing tudi: Chwa c6 dit liéu an toan va hiéu luc cia cefixim khi st dung & déi twong
nay.

- Bénh nhén suy thén:

Liéu dung phu thudc vao mirc d9 suy than va d¢ thanh thai creatinin theo bang sau:

D thanh thil creatinin G O e T 11u dang
SUEEo (mL/phut) 6 SRES S Sl s sas h :
> 60 Khong can diéu chinh lidu
21-60 300 mg/ngay
<20 200 mg/ngay
Chay thin nhén tao Khéng can bo sung thém liéu cefixim sau moi
va loc mang bung ldn thAm phan

Cich dung:

- Cho b6t thudc vao céc chira mét it nude, khudy déu va dung ngay.

- Tuy thudc loai nhiém khuén, nén kéo dai viéc dung thudc thém 48-72 gio sau khi céc triéu ching
nhiém khuén da hét. Thoi gian diéu tri théng thuong:

+ Nhiém khuin dudng tiét niéu khong bién chimg va nhiém khuén dudng ho hip trén: 5-10 ngay
(néu do Streptococcus nhom A tan méau beta, phai diéu trj it nhit 10 ngay dé phong thip tim).
+ Nhiém khuén duong hé hip dudi va viém tai giira: 10-14 ngay.

- Trong trrdng hop mot 1an quén khong ding thuée, cin ung ngay khi nhé ra. Néu% quén chua
vurot qué 6 gidy, bo qua lidu da quén, nhimg liéu tiép theo sau d6 dugc tiép tuc diing theo don thude
ctia béc sT. Khong udng lidu gip déi dé bu cho liéu di quén.

Mot s6 luu ¥ diic biét vé xir IV thudc trwdc va sau khi sir dung thude:

Khéng c6 yéu ciu dic biét vé xir 1y thude sau khi sir dung,
CHONG CHi DINH:
- Ngudi bénh c6 tién sir qua min véi cefixim, cdc khang sinh nhém cephalosporin khic hodc cac
thanh phén cua thude.
- Nguoi bénh co tién str sdc phan vé do penicilin.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Pi cb bdo cdo céc trudng hgp gip phai phan tng di tng nghiém trong (ké ca séc phan vé) khi diéu
tri v6i khang sinh nhém beta-lactam (penicilin va cephalosporin). Vi vy, trude khi bat dau diéu tri,
cin tim hiéu vé tién sir dj (mg ciia bénh nhén di véi penicilin va cac cephalosporin khac; can chu y
do c6 sw qua min chéo gitra cac khdng sinh nhém beta-lactam, bao gbm penicilin, cephalosporin va
cephamycin.
- Than trong khi ding cefixim trong thoi gian dai ¢ ngudi co tién sir bénh duong tiéu héa va viém dai
tring, do ¢6 thé 1am phat trién qué muc cdc vi khudn khang thudc, nhat 1a Clostridium difficile gay
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- Dung cefixim dai ngay c6 thé dan dén cac loai vi khuan chi & rudt san sinh qua muc dan dén boi

cmg hop tiéu chay ning, cin ngung sir dung thudc va diéu trj C.difficile bang cac khang

u metronidazol, vancomycin. Cefixim con lam thay déi vi khuén chi & ruét.

nhiém hoic nhiém khudn trdm trong céc vi khudn khéng nhay cam. Boi nhiém vi khuin Gram
dwong dd xay ra & bénh nhan dung cefixim diéu trj viém tai giira hoic nhiém khuin duong niéu. Do
vdy, can than trong va theo ddi bénh nhén trong qua trinh diéu tri néu c6 bdi nhiém xay ra.

- Liéu va/hodc s6 1in ding thudc cin giam & nhimg bénh nhén suy thin, ké ca bénh nhan dang loc
méu ngoai than do nf’ing do cefixim trong huyét tuong ngudi bénh suy thin cao hon va kéo dai hon
s0 voi ngudi bénh ¢ chirc ning than binh thuong.

- Déi véi tré dudi 6 thang tudi, cho dén nay chua c6 dir liéu vé dd an toan va hiéu luc cua cefixim.

- Khéng cin diéu chinh lidu & bénh nhan cao tudi trir khi c6 suy giam chirc ning than (d6 thanh thai
creatinin < 60 ml/phut).

- IMEXIME 50 c6 chira aspartam, thanh phz"in nay bi chuyén hoa trong dudng tiéu héa thanh
phenylalanin. Do d6, bénh nhan bi phenylketon niéu va bénh nhdn cin kiém sodt luogng
phenylalanin phai than trong khi sir dung thudc nay.

- IMEXIME 50 c6 chira manitol, c¢6 thé gdy tac dung nhuén trang nhe.

_ Cin cha y khi ding cefixim trong qua trinh diéu trj véi nifedipin, do nifedipin 1am ting sinh kha
dung cua cefixim lén dén 70%.

- Cac phan Ung phy trén da nghiém trong nhu hoai tir da nhiém ddc (TEN), héi chimng
Stevens-Johnson va phét ban do thuéc kém theo tang bach cdu ua eosin va céc triéu chirng toan than
(DRESS) da dugc bao cdo & mét s6 bénh nhan dung cefixim. Khi xdy ra cdc phan (g phu trén da
nghiém trong, nén ngung dung cefixim va tién hanh cac bién phép diéu trj thich hw
Nén thén trong khi ding IMEXIME 50 cho nhimg bénh nhin mén cam véi cac thude khac.

- Thiéu méau tan huyét c6 lién quan dén thude, thim chi gdy tir vong di dugc bao cdo khi ding thude
nhém cephalosporin. Céc truong hop tai phat tri¢u chimg thiéu méu tan huyét khi ding lai thudc
nhém cephalosporin & nhitng bénh nhin cé tién sir dj img véi cephalosporin (bao gém cefixim)
ciing da dugc béo céo.

SU DUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:

Str dung thuéc cho phu nit cé thai:

Cho dén nay, chua c6 dit liéu diy da nghién ctru vé sir dung cefixim & phu nir mang thai, trong lac

chuyén da va dé. Vi vy, chi sir dung cefixim cho nhiing truong hop nay khi that cén thiét.

Sir dung thude cho phu nir cho con bu:

Hién nay, chwa khing dinh chéic chin cefixim c6 dugc phéan bd vao sita & phu nit cho con bu hay

khéng. Vi vay, cefixim nén sir dung cho phu nit cho con bi mét cach than trong, ¢6 thé tam ngimng cho

con bl trong thoi gian dung thude.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Do thuéc c6 thé gay dau dau, chong mit trong mot s6 truong hop nén can than trong khi 1ai xe hodc

& | &)
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y moc.
, TUONG KY CUA THUOC:

- Probenecid 1am ting ndng dé dinh va AUC cua cefixim, giam do thanh thai cua than va thé tich
phéan b6 ciia thube.

- Céc thudc chdng dong nhu warfarin khi diing cling cefixim 1am ting thdi gian prothrombin, c6
hoac khong keém theo chay mau.

- Carbamazepin ubng ciing cefixim lam ting nong d¢ carbamazepin trong huyét trong.

- Nifedipin khi udng clng cefixim lam ting sinh kha dung cua cefixim (1én dén 70%) biéu hién
bing ting néng d¢ dinh va AUC.

- Hoat lyc ciia cefixim c6 thé tang khi ding ciing véi c4c tac nhan gay acid uric niéu.

- Cefixim c6 thé gdy giam hoat luc cta vaccin thuong han.

- Diéu trj véi cefixim c6 thé giy két qua duong tinh gia trong thir nghiém tim glucose trong nuéce
tidu b?mg phan tng véi dung dich Benedict, dung dich Fehling hodc vién Clinitest; nhung khong
lam anh hudng dén tha nghi¢m bi’mg phuong phap dung men glucose oxidase.

- Cefixim gay duong tinh gia thir nghiém Coombs.

Tuong ky ciia thube:

Do khéng ¢ cac nghién ciru vé tinh twong ky cua thude, khéng tron 1an thude nay véi cac thude khac.

TAC DUNG KHONG MONG MUON CUA THUOC: '

Cefixim thuong duge dung nap tét, céc tac dung khong mong mudn thudng thodng qua, mirc do nhe

va vira. Ty 18 giip phai céc tac dung khong mong mudn 1én téi 50% sé ngudi bénh ding thuée nhung

chi 5% sb ngudi bénh cin phai ngimg thudc.

- Thwong gap, ADR > 1/100:

+ Tiéu héa: ¢6 thé t6i 30% ngudi bénh bj rdi loan tiéu héa, nhung khoang ZO%Mién nhe, 5 -
9% biéu hién vira va 2 — 3% & mirc do ning. Tri¢u ching thuong giip la tiéu chay va phan nat
(27%), dau bung, nén, budn nén, day hoi, in khong ngon, kho miéng. Réi loan tiéu héa thuong
xdy ra ngay trong 1- 2 ngiy diu diéu tri va dap ing véi cac thude didu tri triéu chimg, hiém khi
phai ngimg thudc.

+ Hé thin kinh: dau du (3 - 16%), chéng mit, bdn chdn, mét ngli, mét moéi, con déng kinh (dudi
2%).

+ Qua min (7%): ban do, may day, sét do thudc. _

+ Téac dung khac: ting ndng d6 amylase mau (1,5 - 5%), tuy nhién khong c6 sw twong quan giira
tang ndng 46 amylase méau va tac dung khéng mong mudn & duong tiéu héa ngudi bénh.

_ lrgap, 171000 < ADR < 1/100:

+ Tiéu hoéa: tiéu chay ning do Clostridium difficile va viém dai trang gia mac.

+ Toan than: phan vé, phu mach, hdi chimg Stevens-Johnson, hdng ban da dang, hoai tir thugng
bi nhiém dde.

+ Huyét hoc: giam tiéu cdu, giam bach cau, giam bach ciu ua acid thodng qua; gidm nong do
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# Truong hop khac: viém va nhiém nim Candida am dao.
- Hiém gap, 1/10000 < ADR < 1/1000:
+ Huyét hoc: thoi gian prothrombin kéo dai.

+ Toan than: co giat, boi nhiém, nhiém nim toan than.
+ Da: nglra.
+ Tai chd: tn thuong niém mac
~ Rat hiém gap, ADR < 1/10000:
+ Than kinh: r6i loan tim thin van dng.
+ Huyét hoc: giam toan thé huyét ciu, thiéu mau tan mau, ting creatinin mau.
+ Thén: viém than k&,

Huéng din cich xir tri ADR:

- Néu qua min xay ra, nén ngimg thuc, truong hop qua min nang, cin diéu tri hd tro (ding
epinephrin, thd oxygen, khang histamin va corticosteroid).

- Néu c6 co gidt, ngimg cefixim va dung thubc chéng co giat.

- Khi bj tiéu chay do Clostridium difficile va viém dai tring mang gia, néu nhe chi cin ngimg
thudc. Vi cac truong hop vira va ning can truyén dich, dién giai, bd sung protein va diéu trj bang
metronidazol.

Thong bio ngay cho bac s§ hoidc dugc s§ nhitng phin rng cé hai gip phai khi sir dung thube.

QUA LIEU VA CACH XU TRi:

Qui liéu:

Khi qué lidu cefixim c6 thé c6 triéu chirng co giat.

Cach xir tri:

Do khong ¢6 thudc diéu trj dic hiéu nén chu yéu diéu trj triéu chimg. Khi ¢6 triéu chfrnMu, phai

ngirng thudc ngay va rira da day, c6 thé ding thuéc chdng co gidt néu cé chi dinh 1dm sang. Do thube

khong loai dugc b?mg thim phén mau nén khong chay than nhan tao hay loc mang bung.
PAC TINH DUQC LUC HQC:

- Nhém duge ly: khang sinh nhém cephalosporin thé hé 3.

- Mia ATC: JO1DDO08

Cefixim 1a khang sinh thudc nhém cephalosporin thé hé thir 3, dugc dung theo dudng ubng. Thubc

¢6 tic dung diét khun. Co ché diét khudn cua cefixim 1 gén vao protein dich - protein gin penicilin

gy \rc ché qua trinh tong hgp mucopeptid & thanh té bao vi khuan.

Pho khing khuén:

Vi khuin ua khi gram duong:

- Cdu khudn wa khi gram dwong: Streptococcus pyogenes (lién cau khuan tan huyét beta nhém A), S.
agalactiae (lién cAu khudn nhém B) va lién ciu khuin nhém C, F va G; mot s6 chung S. pneumoniae
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kém hon so v&i mét vai cephalosporin uong khac (nhu cefdinir, cefpodoxim, cefprozil,
{); cac ching S. pneumoniae khang penicilin dugc goi 14 khing cefixim. Pa s lién ciu
. 6m D va S. viridans thuong coi 1a khang cefixim. Cefixim khong c6 tic dung in vitro déi
vOi tu cdu tiét hoic khong tiét penicilinase bao gém Staphylococcus aureus, S. epidermidis va S.
saprophyticus, Staphylococcus khang methicilin.

- Truc khudn wa khi gram duwong: Corynebacterium, Listeria monocytogenes thuomg khang cefixim.

Vi khuén va khi gram am:

- Cefixim c6 tic dung dbi véi Neisseria meningitidis, N. gonorrhoeae tiét hoic khong tiét
penicilinase. Thudc ciing c6 tac dung in vitro d6i véi N. gonorrhoeae khang penicilin qua trung gian
nhiém sic thé hoic khéng tetracyclin qua trung gian plasmid.
- Cefixim c6 téc dung in vitro d8i v6i da sb H. influenzae tiét hodc khong tiét beta-lactamase va H.
parainfluenzae. Cefixim c6 tac dung t6t hon cefaclor, cephalexin, cefuroxim, hodc amoxicilin két
hgp vdi kali clavulanat d6i véi H. influenzae tiét beta-lactamase, nhung tic dung bing hozc kém hon
chut it so vd&i ciprofloxacin, ceftriaxon hodc co-trimoxazol. Cefixim in vitro ciing co tac dung déi vai
cac chung H. inﬂuenzde khang nhiéu thudce (ampicilin, cloramphenicol, tetracyclin, co-trimoxazol,
cefaclor va/hodc erythromycin). Tuy viy, mdt sé chung H. influenzae khong tiét beta-lactamase
nhung khéng ampicilin va cephalosporin thé hé 2 ciing giam nhay cam véi cefixim.

- In vitro, cefixim c6 tac dung dbi v&i Moraxella catarrhalis, ké ca khi khang ampicilin, cefaclor,

cephalexin.

- In vitro, cefixim c6 tac dung d6i voi da sb Enterobacteriaceae quan trong vé l1am sang. In vitro,

cefixim c6 tic dung d6i véi nhiéu ching E. coli, Citrobacter freundii, K. pneumoniae va P. mirabilis

khéng céac khang sinh khéc (aminoglycosid, tetracyclin, ampicilin, amoxicilin, cefaclor, cephalexin),

Salmonella typhi khang ampicilin, cloramphenicol va/hodc co-trimoxazol.

Nhiéu chung Pseudomonas khang cefixim.

Vi khuin ky khi:

- Pa s cac chung Bacteroides fragilis, cic Bacteroides spp. khac, da s6 cac ching C‘@;J/fdr'um (bao

gbm C. difficile) khang cefixim.

- Chlamydia va Mycoplasma: Chlamydia trachomatis va Ureaplasma urealyticum khang cefixim.
Xoén khuan (Spirochetes): Cefixim c6 mét vai tic dung déi vdi Borrelia burgdorferi 1a nguyén nhan
gdy bénh Lyme (ndng d6 0,8 microgam/ml).

Khaing th ude:

- Cefixim bén viing cao, khong bj thily phan do nhiéu beta-lactamase qua trung gian plasmid va
nhiém sic thé, nhung thudc bj thiy phan do mjt sb beta-lactamase cua Enterobacter, Klebsiella
oxytoca, Proteus vulgaris va Pseudomonas cepacia, Citrobacter freundii, Enterobacter cloacae,

Flavobacterium va Bacteroides fragilis.

- Tu clu khang cefixim 1a do thudc c6 4i luc yéu d6i v6i PBP; cla vi khudn. Enterococcus va
Listeria monocytogenes khang thuée la do thudc c6 4i luc kém ddi véi cac PBP cua vi khudn.

- Citrobacter freundii va Enterobacter khang cefixim 1a do cac yéu td ngan can thudc tham vao vi
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"HARM h an va do tiét ra cac beta-lactamase.
$ eudomonas va Acinetobacter khang thude 12 do céc yéu té thAm qua mang té bao vi khuén.
Céc ching vi khudn sau hau nhu da khéng lai véi cefixim: Staphylococci (tiét hoac khong tiét
beta-lactamase) nhu Staphylococcus aureus, lién ciu khudn nhém D va S.viridan, S.
pneumoniae, S. epidermidis, va S. saprophyticus, cac Staphylococci khang oxacilin (khang
methicilin), Enterococci va Listeria spp., Enterobacter spp., Pseudomonas aeruginosa,
Bacteroides spp., da s cac chung Clostridium (bao gé-m C.difficile), cac vi khuan wa khi Gram
am (Achromobacter xylosoxidans, Flavobacterium meningosepticum), Chlamydia trachomatis,
Ureaplasma urealyticum.

- Cefixim c6 hoat tinh in vitro han ché trén cic vi khuan ky khi, hdu hét cac ching Clostridia

(gdm C.difficile) da khang thudc.

DAC TINH DUQC PONG HQC:

- Hip thu:

+ Sau khi uéng mét liéu don cefixim, chi ¢6 30 - 50% liéu dugc hip thu qua dudng tiéu hoa, bét
ké udng truée hay sau bira in, tuy toc d6 hip thu c6 thé giam khi udng cung bira an. Thude &
dang hén dich uéng duoc hép thu t6t hon dang vién.

+ Sy hip thu thubc twong ddi cham. Nong d6 dinh trong huyét tuong 1a 2 microgam/ml (d6i véi
liéu 200 mg) va dat sau khi udng tir 2 dén 6 gio. O ngudi khoe manh dung liéu 100 mg - 2 g
duéi dang vién nang, dung dich uéng hoic hdn dich, nong d6 dinh trong huyét thanh va AUC
tang khi lidu ting nhung khéng ty 1é thuan véi liéu; hdp thu qua dudng tiéu héa gidm khi ting
lidu. O tré em dung lidu 4 - 8 mg/kg ciing cho thiy ndng do cefixim huyét thanh khong ty 1é
thuan véi liéu.

+ Cefixim khong tich lily trong huyét thanh hodc nuéc tiéu & ngudi cé chirc ning thin binh
thudmg sau khi uéng nhiéu lidu, tAn sudt 1 - 2 lan/ngay. Thoi gian ban thai trong huyét twrong
thuong khoang 3 - 4 gio va c6 thé bj kéo dai khi bj suy than. Thoi gian bén thai trong huyét
thanh ctia cefixim khong phu thude vao dang thudc va khong phu thuge vao lidu.

_ Phin bé: sau khi uéng, thubc duge phan bé vao mét, dom, amidan, niém mac x ham, mu tai
gitra, dich vét bong, dich tuyén tién liét. Khoang 65% cefixim trong méu dugc gin véi protein
huyét tuong. Chua c6 s liéu diy di vé ndng d¢ thude trong dich ndo tuy. Thudc qua duge nhau
thai va c6 thé dat ndng d6 twong d6i cao & mat, nude tiéu. Chua c6 dir ligu vé viée thude phan bo
vao sira me.

- Chuyén héa: chua cé b{‘ang chirng vé su chuyén héa cia thube in vivo.

_ Thi trir: khoang 20% lidu udng (hodc 50% liéu hdp thu) dugc dao thai & dang khong bién d6i
qua nudc tiéu trong vong 24 gid.. C6 t6i 60% liéu udng dao thai khong qua than. C6 the mt phén
thuéc duoc dao thai tir mat vao phan. Thudc khdng loai duge bing tham tach mau.

QUY CACH PONG GOI:

Hop 12 gbi.

Trang 7/8




BAY QUAN:
30°C, tranh 4m va 4nh sang.

TIEU CHUAN CHAT LUQNG CUA THUOC:
Tiéu chudn: USP.

Co s& san xuat:
O. Chi nhénh 3 - CONG TY CO PHAN DUQC BHAM IMEXPHARM
I Sl e tai Binh Duwong.
MWHARM S6 22, dudng sb 2, KCN Viét Nam - Singapore II, phudng Hoa Phi, TP. Thi Dau
MGt, tinh Binh Duong.
Hotline: 1800 555 535 Email: imp@imexpharm.com

TUQ.CUC TRUGNG
PTRUGNG PHONG

JVW NMgoc
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