. CEFIXIM 100mg

THUGC BAN THEOBON  THUGC BOT PHA HON DICH UONG

THANH PHAN: M3i g6i 2g chra:

o Hoat chat chinh: Cefixim..
(Du6i dang cefixim trihydrat).
* Ta duge: Lactose, aspartam, bot huong cam, bot talc, aerosil.

CHI DINH: Diéu trj cac nhifm khudn do cac chiing vi khuin nhay cam gdy ra, bao gom:

o Dudng hé hap trén: Viém hong va viém amidan do S. pyogenes.

o Tai giifa: Viém tai gilla do S. pneumoniae, H. influenzae (k& ca chiing tiét beta-lactamase),
M. catarrhalis (B. catarrhalis) (k& c& chiing tiét beta-lactamase) va S. pyogenes.

+ Xoang canh miii: Viém xoang do S. pneumoniae, H. influenzae (k& ca chiing tiét beta-lactamase),
va M. catarrhalis (B. catarrhalis) (k& c& chiing tiét beta-lactamase).

o Dudng hé hap dudi: Viem phé& quan c&p tinh do S. pneumoniae, M. catarrhalis (B. catarrhalis)
(k& c& ching tiét beta-lactamase) va H. influenzae (k& ca chiing tiét beta-lactamase).

o Dudng tiét nigu: Viem bang quang va viém niéu dao khong bién chiing cp tinh do E. coli,
P. mirabilis va Klebsiella.

o Bénh Iju khéng bién ching: Bénh 1au khong bién chiing (c6 tir cung/nigu dao va tryc trang)
gdy ra boi Neisseria gonorrhoeae, bao gdm penicillinase (chling ti6t beta-lactamase) va
nonpenicillinase (chiing khong tiét beta-lactamase).

« Can thyc hign thi nghiém tinh nhay cam tru6c khi bdt ddu diéu tri véi cefixim. Néu cdn thigt,
viéc didu tri c6 thé dugc bat ddu trudc khi bigt k&t qua tinh nhay cam. Tuy nhién, mdt khi co két
quéa thir nghigm tinh nhay cdm thi co thé can phai didu chinh viéc diéu tri.

CHONG CHi BINH:

o Tién sir qua man véi cefixim hodc véi cac khang sinh nhom cephalosporin khac.

+ Tién st s6c phan vé do penicilin.

+ Qua mén vdi bat ct thanh phdn nao clia thudc.

LIEU LUGNG & CACH DUNG:

Cach dung:

+ Ding theo duting udng.

+ Cho bot thudc vao ly ¢6 chiia khoang 20ml nudc dun soi dé& ngudi (khodng 4 mudng café), khudy
déu va udng ngay.

Liéu lugng:

o Tré em 6 thang - 12 tudi: Liéu dé nghi 1a 8mg/kg/ngay, ngdy mot 1an. Khi can thiét, liu thudc
4mg/kg cho hai Ian mbi ngay c6 thé dugc xem xét trii nhiém triing dudng tiét nigu, phi st dung
liéu dung mot 1an mdi ngay.

o Tré em > 12 tudi hodc cin ndng trén 50kg: Diéu tri bing lidu ngudi l6n (diing dang bao ché
phu hgp khéc).

o An toan va hidu qua & tré dudi sau thang tudi chua dudc xac 1ap.

o Thdi gian diéu tri: Thoi gian tri liéu 1am sang la 10-14 ngay. Thoi gian diéu tri nén dugc huéng
dan bdi dap (ng 1am sang va vi khudn clia bénh nhan.Trong diéu tri cic bénh nhigm tring do
Streptococcus pyogenes, nén diéu tri it nhat 10 ngay.

+ Nguai suy than:

— Liéu sir dung c6 thé dugc diéu chinh khi chiic ndng than suy gidm. Liéu va lich trinh sii dung
binh thuding c6 thé dugc ap dung cho nhiing bénh nhan c6 do thanh thai creatinin 40 ml / phit
hodc han.

~ Nhiing bénh nhan ¢4 do thanh thai tif 20 d&n 40 ml / phit dugc dung liéu 75% liéu ding chudn
hang ngay. Nhiing bénh nhan co thanh théi creatinin dugi 20 ml / phat nén dugc dung liéu 50%
lidu dung chudn hang ngay.

TAC DUNG KHONG MONG MUON:

Thudng gap: ADR > 1/100

+ Tiéu hoa: Tiéu chdy va phan nat (27%), dau bung, non, budn non, ddy hoi, &n khong ngon, khod
miéng. Rdi loan tiéu hoa thutng xay ra ngay trong mot hai ngay ddu diéu trj va dap ing véi
cac thudc diéu tri triéu ching, hi€m khi phai ngling thudc.

¢ Hé than kinh: Dau ddu (3 - 16%), chong mit, bon chdn, mat ng, mét moi.

o Qua mén (7%): Ban d6, may day, s6t do thudc.

¢ Téac dung khéac: Tang ndng do amylase méau (1,5 - 5%), tuy nhign khong co su tuong quan gitia
tdng ndng do amylase mau va tac dung khong mong mudn & dudng tiéu hod clia ngudi bénh.
It gap: 1/1.000 < ADR < 1/100

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

+ Toan than: Phan vé, phi mach, hdi chiing Stevens — Johnson, hdng ban da dang, hoai i thugng
bi nhigm doc.

o Huydt hoc: Giam tiéu cdu, bach cdu, bach cdu ua acid thodng qua, gidm ndng do hemoglobin
va hematocrit.

.100mg.

« Gan: Viém gan va vang da; ting tam thoi AST, ALT, phosphatase kiém, bilirubin va LDH.
« Than: Suy than cdp, tang nitrogen phi protein huyét va ndng do creatinin huyét tuong tam thoi.
o Trudng hop khac: Viém va nhigm ndm Candida am dao.
Hiém gép: ADR < 1/1.000
+ Huygt hoc: Thai gian prothrombin kéo dai.
« Toan than: Co gidt.
Ghi ¢hii: Thong béo cho bac s nhiing tac dung khdng mong mudn gap phai khi sif dung thudc.
THAN TRONG:
¢ Tru6c khi bdt ddu diéu tri bing cefixim cdn diéu tra ki vé tién sii di Ging clia ngudi bénh doi véi
penicilin va cephalosporin khac do ¢6 sy qué man chéo gilia cdc khdng sinh nhém beta-lactam,
bao gdm: Penicilin, cephalosporin va cephamycin.
+ Can than trong khi dung cefixim & ngudi co tién st bénh dubng tiéu hod va viém dai trang, nhat
1a khi dung kéo dai, vi c6 thé cd nguy co lam phat trién qué mic cac vi khudn khang thudc. Dac
biét 1a Clostridium dificile 6 rut 1am tiéu chay nng, can phai ngiing thudc va diéu tri bing cc
khéng sinh khac (metronidazol, vancomycin..). Ngoai ra, tiéu chay trong 1 - 2 ngay diu chli yéu
12 do thudc, néu nhe khdng cdn nging thudc. Cefixim con lam thay ddi vi khudn chi & rudt.
Giong nhu cac khang sinh khéc, dung cefixim dai ngay c6 thé khign cac loai vi khudn chi ruot
sinh san qud mic dan dén bdi nhiém hodc nhiém khudn trdm trong cac vi khudn khdong nhay
cam. Bdi nhiém vi khudn Gram duong da xy ra 6 bénh nhan dung cefixim diéu tri viém tai giia
hodc nhigm khudn duting nigu. Do vay, cdn phai theo d6i cdn than ngudi bénh ding cefixim dé
kip thdi diéu tri thich hdp néu c6 bdi nhidm xay ra.
Suy than cap tinh: Nhu véi céc cephalosporin khéc, cefixim ¢6 thé gay suy than cdp bao gém
ca viém than k& nhu mot tinh trang bénh Iy tiém &n. Khi suy than cdp xay ra, nén ngung cefixim
va nén thuc hign viéc diéu trj thich hop va / hodc cac bién phap cin thiét.
Liéu va s6 lan dung thudc cdn phai giam & nhiing ngudi bénh suy than, bao gom c& nhiing nguoi
bénh dang loc méau do ndng do cefixim trong huyét tuong 6 ngudi suy than cao hon va kéo dai
hon so v6i nhiing ngudi bénh ¢6 chiic ndng than binh thudng.
D6i v6i tré em dudi 6 thang tudi, cho dén nay chua c6 dii ligu vé do an toan va hidu qud clia
cefixim.
D6i v6i ngudi cao tudi: nhin chung khong can diéu chinh liéu, trif khi ¢6 suy gidm chiic nang than
(do thanh thai creatinin < 60ml/pht).
Phan (ing c6 hai nghiém trong trén da: Phan (ing c6 hai nghiém trong trén da nhu hoai ti biéu
bi gay doc, Hoi ching Stevens-Johnson va phét ban véi bach cdu ua eosin va trigu ching toan
than da dugc bao cao & mot s6 bénh nhan st dung cefixim. Khi phan ting c6 hai nghiém trong
trén da xdy ra, nén ngung diéu tri cefixim va cin thyc hién diéu tri va / hodc céc bién phap
thich hgp.
Thigu méu tan huyét: Céc thudc gdy thiu méu tan huy&t bao gém viéc gy két qua nghiém
trong 1a tli vong, da dugc md ta véi cac cephalosporin. Sy téi phét clia b&nh thiu méau tan huyét
sau khi udng lai cac cephalosporin 6 mot s6 b&nh nhén c6 tién st uGng cephalosporin (bao gom
ca cefixim) ma lién quan dén thi€u mau tan huy8t ciing da dugc bao cdo.
Té dugc aspartam c6 mdt goc phenylalanin. Co thé c¢6 hai cho nhiing ngudi bénh bi phenylceton
niéu.
¢ Té dugc lactose: Khdng nén sii dung cho bénh nhan khong dung nap galactose, thiéu hut Lapp
lactase, rdi loan hap thu glucose-galactose.
PHY N MANG THAI VA CHO CON BU:
Céc nghién cliu da dugc thyc hign & chudt nhdt va chudt cong véi liu 1én gap 400 I4n liéu clia
ngudi va da cho thdy khong cé bing chiing vé kha nang sinh san bi suy gidm hodc gay tn hai
cho thai nhi do cefixim gay ra. Trén thd véi liéu gap 4 1an liéu clia ngudi, khong c6 bing chiing
vé tac dung gay quai thai; co mot ty 18 cao sdy thai va tli vong la mot hé qua dugc biét 1a do
sy nhay cam thd ddi véi vigc khéng sinh lam thay ddi hg vi sinh clia rudt. Chua c6 nghién ciu
ddy di va c6 ki€m sodt & phu nif mang thai. Vi th& khong nén sit dung cefixim trong thai ky
mang thai hodc cho con bi trii khi bac sy coi la can thiét.
LAI XE VA VAN HANH MAY MOc:
Can than trong khi lai xe hodc van hanh may méc do thudc c6 thé gay tac dung khong mong
mudn dau ddu, chong mét, mét moi.
TUONG TAC THUOC:
+ Probenecid lam ting ndng do dinh va AUC clia cefixim, gidm do thanh thai clia than va thé tich
phan b cla thudc.
¢ Ding chung v6i céc thudc chdng doéng nhu warfarin lam ting thi gian prothrombin, c6 hodc
khong kem theo chay mau.
¢ Cefixim lam ting ndng do carbamazepin trong huyét tuong khi udng chung.
+ Nifedipin lam téng sinh kha dung clia cefixim khi udng chung, bigu hién bing tang ndng do dinh
va AUC.
+ Mot nghién ciiu chéo bon chiéu trén 12 ngudi dan 6ng khée manh dé danh gia dugc dong hoc
clia cefixim khi dung chung véi, trudc, va sau thudc khang acid c6 chita nhom/magne. Viéc sit
dung thudc khéng acid khong 1am thay déi déng ké cac thang so dudc dong hoc clia cefixim.
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Nghién cliu sy tuong tac thudc lién quan dén viéc gén két véi protein trong huyét thanh ngudi,
sy thay ddi phan khong gan két clia cefixim khi thém acetaminophen, heparin, phenytoin,
ibuprofen, furosemid hodc diazepam khong co y nghia vé mit théng ké da dugc bao céo trong
ndng do tri lidu t6i da. V6i acid salicylic, ting dang k& khoang hai I4n, tif 35% dén 66% phin
khong gén két. Khi nghién cliu sy tuong téc trén ché, dd xac nhan réng nhiing ché phdm ASA
(vi du: salicylic acid) lam gia ting phan cefixim khang gan két, din dén ting thé tich phan bd
va do thanh thai clia thudc. Tuy nhién, do thé tich phan bo va do thanh thai ting 1&n cling mot
mic do nén khdng co &nh hubng dén thoi gian ban thi clia cefixim.

Hoat lic clia cefixim c6 thé tang khi dung cling véi cac tac nhan gay acid uric nigu.

Cefixim c6 thé gay gidm hoat lyc clia vaccin thudng han.

Anh hung ciia thudc dén cac xét nghiém:

Phan (ing duong tinh gid ketone trong nuc tiéu co thé xay ra véi cac xét nghiém st dung
nitroprussid nhung khdng xay ra véi nhiing xét nghiém sit dung nitroferricyanid.

Viéc sif dung thudc nhom beta-lactam c6 thé din dén phan (ing duong tinh gia glucose trong
nuc tiéu khi xét nghiém st dung Clinitest, dung dich Benedict, hodc dung dich Fehling. Vi vy,
nén st dung cac xét nghiém glucose dya trén cac phan (ng enzym glucose oxidase (nhu Clinistix
hodc Testape).

K&t qua duong tinh gid thir nghiém tryc ti€p Coombs da dugc bdo céo trong qua trinh diéu tri
bing thuéc khang sinh nhom cephalosporin. Vi thé, nén nhén dinh réng thir nghiém Coombs
duong tinh ¢6 thé 1a do thudc.

DUGC LYC Hoe:
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Cefixim 1a mot khang sinh cephalosporin thé hé 3, dugc dung theo duting udng. Thudc co tac
dung diét khudn. Co ché diét khudn clia cefixim tuong tu nhu clia cdc cephalosporin khac gén
vao céc protein dich (protein gan penicilin gay Gic ché qua trinh t6ng hgp mucopeptid & thanh
t& bao vi khudn. Co ché khang cefixim clia vi khudn 1a gidm ai luc clia cefixim d6i véi protein
dich hodc giam tinh thim clia mang t& bao vi khudn doi véi thudc.

Cefixim ¢6 d§ bén viing cao v6i sy thlly phan clia beta — lactamase ma hda bi gien ndm trén
plasmid va chromosom. Tinh bén viing v6i beta lactamase clia cefixim cao hon cefaclor, cefoxitin,
cefuroxim, cephalexin, cephradin.

Phd khang khuan:

Vi khudn ua khi Gram duong: C4u khudn ua khi Gram duong Streptococcus pyogenes (lién cdu
khudn tan huy&t beta nhém A). S.agalactiae (lién cdu khudn nhém B) va lién cdu khuin nhém
C, Fva G; mot s6 chiing S.pneumoniae tuy tac dung kém hon so vGi mdt vai cephalosporin udng
khac (nhu cefdinir, cefpodoxim, cefprozil, cefuroxim); cac chiing S.pneumoniae khang penicilin
dugc coi 1a khang cefixim. Da s6 lign cdu khudn nhém D va S.viridans thudng dugc coi 1a khéng
cefixim. Cefixim khong co tac dung in vitro d6i v6i tu cdu tigt hodc khong tigt penicilinase bao
g0m Staphylococcus aureus, S.epidermidis va S. saprophyticus, Staphylococcus khang methicilin.
Tryc khun ua khi Gram duong Corynebacterium, Listeria monocytogenes thudng khdng cefixim.
Vi khuén ua khi Gram am: Cefixim c¢6 téc dung ddi véi Neisseria meningitidis, N.gonorrhoeae
tigt hodc khong tiét penicilinase. Thudc cling c6 tac dung in vitro d&i véi N.gonorrhoeae khang
peniclin qua trung gian plasmid.

Cefixim c6 tic dung in vitro d6i v6i da s6 H.influenzae ti€t hodc khong tiét beta-lactamase va
H.parainfluenzae. Cefixim ¢ tac dung t6t hon cefaclor, cephalexin, cefuroxim hodc amoxicilin
ket hop voi kali clavulanat di véi H.influenzae tiét beta-lactamase, nhung tic dung bing hoic
kém hon ch(t it so véi ciprofloxacin, ceftriaxon hodc co-trimoxazol. Cefixim in vitro cling c6 tac
dung ddi véi cac chiing H.influenzae khang nhiéu thudc (ampicilin, cloramphenicol, tetracyclin,
co-trimoxazol, cefaclor va/hodc erythromycin). Tuy vAy mdt s§ chiing H.influenzae khong tit
bata-lactamse nhung khang ampicilin va cephalosoprin th& hé 2 cling gidm nhay cam véi cefixim.
In vitro, cefixim c6 tic dung ddi vai Moraxella catarrhalis, k& ca khi khang ampicilin, cefaclor,
cephalexin.

In vitro, cefixim c6 tac dung d6i vGi da s6 Enterobacteriaceae quan trong vé l1am sang. In vitro,
cefixim ¢6 tac dung ddi véi nhiéu chiing E.coli, Citrobacter fruendii, K.Pneumoniae va P.mirabilis
khdng céc khdng sinh khdc (aminoglycosid, tetracyclin, ampicilin, cloramphenicol va/hodc
co-trimoxazol).

Nhiéu chiing Pseudomonas khang cefixim.

Vi khudn ky khi: Da so cac chiing Bacteroides fragilis, cic Bacteroides spp. khac, da so chling
Clostridium (bao gdm C.difficile) khang cefixim.

Chlamydia va Mycoplasma: Chlamydia trachomatis va Ureaplasma urealyticum khang cefixim.
Xodn khudn (Spirochetes): Cefixim c6 mot vai tic dung doi véi Borelia burgdorferi 1a nguyén
nhan gay bénh Lyme (ndng do 0,8 microgam/ml).

Khang thudc:

Cefixim bén viing cao, khong bi thuy phan do nhiéu beta-lactamase qua trung gian plasmid va
nhiém sac thé, nhung thudc b thuy phan do mot so beta-lactamase clia Enterobacter, Klebsiella
oxytoca, Proteus vulgaris va Pseudomonas cepacia, Citrobacter freundii, Enterobacter cloacae,
Flavobacterium va Bacteroides fragilis.
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Tu cdu khang cefixim 1a do thudc c6 &i lc yéu véi PBP, clia vi khudn. Enterococcus va Listeria
monocytogenes khéng thudc 1a do thudc c6 & lyc kém véi cac PBP clia vi khudn. Citrobacter
freundii va Enterobacter khang cefixim 12 do cdc yéu t6 ngan can thudc tham vao vi khudn va
do tiét ra céc beta-lactamase. Pseudomonas va Acinetobacter khéng thudc 1a do céc yéu to
thdm qua mang té bao vi khun.

Cefixim kich thich sin xudt beta-lactamase & mot s6 ching Morganella morganii, nhung thuéc
van tac dyng in vitro ddi v6i cac chiing do sau khi gi&i phong cac beta-lactamase do.

Mot s8 cephalosporin thg hg 3 van con c6 tac dung véi Staphylococci, cefixim thuting khong
c6 tac dung trén céc vi khudn nay. Cefixim khong c6 hoat tinh in vitro trén Staphylococci (tigt
hodc khong tiét beta-lactamase) nhu Staphylococcus aureus, S.epidermidis, va S.saprophyticus.
Giéng nhu cac cephalosporin khéc, cefixim khong ¢ hoat tinh trén Staphylococci, Enterococci
va Listeria spp. khong con nhay cam véi cefixim. Enterobacter spp., Pseudomonas aeruginosa
va Bacteroides spp. da khang cefixim. Cefixim c¢d hoat tinh in vitro han ché trén céc vi khudn
ky khi; hdu hét cac chiing Clostridia (gom C. difficile) da khang thudc.

Cac vi khudn ua khi Gram-am nhu Achromobacter xylosoxidansva Flavobacterium meningosepticum
da khang cefixim.

Vi6i Chlamydia va Mycoplasma: Cefixim khong c6 hoat tinh véi Chlamydia trachomatis va
Ureaplasma urealyticum.

DUGC DONG HOC:
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Sau khi udng mot liéu don cefixim, chi ¢ 30 — 50% liéu dugc hdp thu qua dudng tiéu hoa, bt
ké udng trudc hodc sau bia an, tuy toc do hap thu co thé gidm khi udng cling bifa n. Thudc &
dang hdn dich uéng dugc hap thu t6t hon & dang vién. Su hap thu thudc tuong ddi cham. Néng
do dinh trong huyét tuong 1a 2 microgam/ml (ddi véi liéu 200mg), 3,7 microgam/ml (ddi v6i liéu
400mg) va dat sau khi udng 2 — 6 gio. Thoi gian bén thai thuting khoang 3 dén 4 gio va c6 thé
kéo dai khi bi suy than. Knhodng 65% cefixim trong mau gdn véi protein huyét tuong.

Théng tin vé sii phan b clia cefixim trong cac mé va dich co thé con han ché. Hién nay chua
¢6 S0 lidu ddy dii v& ndng do thudc trong dich nao tly. Thudc qua dudc nhau thai. Thudc co thé
dat ndng do tuong doi cao & mat va nudc tidu. Khodng 20% liéu udng dugc dao thai & dang
khong bign ddi ra nuc tidu trong vong 24 gid. C6 t6i 60% lidu udng dao thai khong qua than.
Khong c6 bing chiing vé chuyén héa nhung cé thé c6 mot phan thudc dugc dao thai tii mat
vao phan. Thudc khong loai dugc béng thim phan mau.

Suy than: § ngudi suy chiic ning than mic do viia (thanh thai creatinin 20-40mL/phit), thgi
gian ban thai trung binh clia cefixim kéo dai dén 6,4 gio. Suy thdn nang (thanh thai creatinin
5-20 ml/phat), thai gian ban thdi trung binh ting I1én la 11,5 git. Thubc khong dugc loai bo
dang ké tii mau bing thdm phan mau hodc thdm phan phic mac. Tuy nhién, mot nghién ciu
chi ra rang vGi liéu 400mg, bénh nhan chay thdn nhan tao c¢6 cong thic méau tuong ty nhu
nhiing ngudi ¢o dg thanh thai creatinin 21-60ml/ pht.

QUA LIEU, XU TRI:
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Khi qua lidu cefixim c6 thé c6 trigu chiing co giat. Do khong c6 thudc diéu tri dac higu nén chi
y&u diéu tri triéu ching.

Khi c6 trigu chiing qua liu, phai nging thudc ngay va xi tri nhu sau: rlia da day, c6 thé ding
thudc chdng co giat néu cé chi dinh 1am sang. Do thudc khong loai dugc bing thAm phan méau
nén khong chay than nhéan tao hay loc mang bung.

QUI CACH BONG GOI: Hop 10 g6i x 2g thudc bot pha hdn dich udng.
BAO QUAN: Noi kho, nhigt do khong qua 30°C, tranh anh séng.

HI_!N DfJNE: 36 théng ké ti ngay san xuat.

TIEU CHUAN: TCCS.

CHU Y: THUGC NAY CHi DUNG THEO BON CUA BAC SY.
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Khéng sk dung thudc néu:

Bot thudc bj bién mau, chay nudc.

Goi thudc bi rach, thiing, trc nhan.

Phai ngung ding thudc ngay va théng bao cho bac sy khi gap nhiing triéu chitng di ng.
Dé xa tam tay tré em.

Doc ki hudng dan sif dung tride khi ding. N&u can thém théng tin, xin héi § kién béac sj.
Khéng ding thudc qua han dung ghi trén nhan.

CONG TY cO PHAN DUGC PHAM T.U VIDIPHA
184/2, Lé Van Sy, Phudng 10, Quan Phu Nhuan, TP.HCM
DT: (84-28)-38440106 Fax: (84-28)-38440446
San xuat tai chi nhanh

CONG TY CPDP TRUNG UONG VIDIPHA BiNH DUGNG

VIDIPHA Khu phé Tan Binh, Phudng Tan Hiép, Thi xa Tan Uyén, Tinh Binh Ducong
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