[ Rx ]
IMEXIME® 200
VIEN NANG CUNG

Poc ky hwéng dan sir dung trwée khi dung.
Dé xa tam tay tré em.
Thuéc nay chi diing theo don thuéc.

THANH PHAN CONG THU'C THUOC:

Méi vién nang clrng chiva:

Thanh phan dwoc chét:

Cefixim (dwéidang cefixim trihydrat) ... 200 mg
Thanh phéan ta dwoc: Cellulose vi tinh thé, Povidon, Natri croscarmellose,
Polysorbat, Natri lauryl sulfat, Natri stearyl fumarat, Colloidal anhydrous silica.

DANG BAO CHE:

Vién nang cing.

C& nangsb 2, nap nang mau xanh cdin ky hiéu =AP=, than nang mautimcoin
IMEXFAMILY. Bt thudc trong nang cé mau tring nga den hoivang.

CHIDINH:

Cefixim dwoc chi dinh trong diéu tri nhiém khuan do cac chiing vi khuan nhay

camgay ranhuw:

- Nhiém khuén dwéng tiét niéu khong bién ching.

— Viém than - bé than va nhiém khuén dwong tiét niéu co bién chirng.

- Viém¢taigitra.

- Viém hong va amldan

- Viém phe quan cap vaman.

— Viém phéinhe dén vira, ké ca viém phdi mic phai tai cong déng.

- Bénhthuwonghan.

- Bénhly.

- Bénhlau chwa co bién chirng.

- Bénh lau lan téa da dwoc diéu tri khéi dau bang tiém ceftriaxon, cefotaxim,
ceftizoxim hodc spectinomycin va sau khi bénh da b4t dau dwoc cai thién thi
tiép tuc didu tri thém nhuw liéu khéi dau trong vong 24 - 48 gi®, sau d6 chuyén
sang ubng cefixim.

LIEU LUQNG - CACHDUNG:

Liéu dung:
- Ngwei I&n va tré em trén 12 tudi hodc can nédng trén 50 kg:
Chi dinh Liéu duing cta cefixim
Nhiém khuan duong tiét niéu khong 200 - 400 mg/ngay
bién chirng (1- 2 vién/ngay), co thé

dung 1 Ian hodc chia lam

Viém than - bé than va nhiém khuan 2 Ian cach nhau 12 gio

dwong tiét niéu co bién chirng
Viém tai gitra

Viém hong va amidan

Viém phé quan c&p va man

Viém phdi nhe dén vira, ké ca
viém phd6i mac phai tai cdng dong
Bénh thwong han

Banh Iy

Bénh lau chwa c6 bién chirng 400 mg (2 vién), uong mot
1&n duy nhét, phéi hop thém
vé&i mot khang sinh cé hiéu
qua dbi véi Chlamydia cé kha
n&ng bi nhiém cuing luc. Co
thé dung liéu cao hon:

800 mg/lan

400 mg/lan (2 vién/lan),
2 Ian/ngay, trong it nhét
1 tuan

Bénh lau lan tda da dwoc diéu tri khéi
dau bang tiém ceftriaxon, cefotaxim,
ceftizoxim hodc spectinomycin va sau
khi bénh da bat dau duoc cai thién thi
tiép tuc diéu tri thém nhw lidu khéi dau
trong vong 24 - 48 gi¢ sau d6 chuyén
sang ubng cefixim

Tré em tir 6 thang tudi dén 12 tubi:

Lidu lwgng va dang bao ché ctia vién nang cirng Imexime 200 khong thich hop

dé dung cho tré tir 6 thang dén 12 tudi.

~ Tré em dwéi 6 thang tudi: Chwa co di¥ liéu an toan va hiéu qua clia cefixim
dbi voitré dwsi 6 thang tudi.

- Bénh nhan suy than:
Liéu dung phu thudc vao mirc dd suy than va do thanh thai creatinin theo bang
sau:

Hé sé thanh thai

creatinin (ml/phut) Lieu lvong

> 60 Khéng can diéu chinh ligu
21-60 300 mg/ngay
<21 200 mg/ngay

Chay than nhan tao va
loc mang bung

Cachdung:

- IMEXIME 200 dwoc dung theo duwdng udng, nuét nguyén vién véi mot it nuée.

- Tuay thudc loai nhiém khuén, nén kéo dai viéc dung thubc thém 48 - 72 gid' sau
khi cactriéu chirng nhiém khuan da hét. Thoi gian diéu tri thong thuong:

+ Nhi&m khuan dwéng tiét niéu khong bién chirng va nhiém khuan dwéng ho
héptrén: 5-10 ngay (néudo Streptococcus nhom Atan mau beta, phai digdu
triitnhat 10 ngay dé phong thap tim ho&c viém cau than).

+ Nhlem khun duzcyng hé hap dwéiva viém tai gitba: 10 - 14 ngay.

Mot sé lwuy déc biét vé xwrly thudc trwéc va sau khi ste dung thudc:
Khéng cé yéu cau dac biét vé xtv ly thudce sau khi st dung.

CHONG CHiPINH:

- Nguwoi bénh co tién sl qua man véi cefixim, cac khang sinh nhom
cephalosporin khac hoac bt ky thanh phan nao ctia thude.

- Nguweibénh cé tién st sbe phan vé do penicilin.

CANHBAO VA THAN TRONG KHIDUNG THUOC:

~ Da co6 bao cao cac trwdng hop gap phai phan (ng di (rng nghiém trong (ké ca
sbc phan vé) khi didu tri v&i khang sinh nhém beta-lactam (penicilin va
cephalosporin). Vi vay, trwdc khi bat dau diéu tri, can tim hiéu vé tién st di ting
clia bénh nhan déi véi penicilin va cac cephalosporin khac; can chl y do c6 sy
qua man chéo gil*a cac khang sinh nhém beta-lactam, bao gdm penicilin,
cephalosporin va cephamycin.

- Than trong khi duing cefixim trong thoi gian dai & ngudi co tién si bénh duwdng
tiéu hoa va viém dai trang, do c6 thé 1am phat trién qua mirc cac vi khuan
khang thudc, nhat 1a Clostridium difficile gay tiéu chay nang. Néu tiéu chay nhe
trong 1 - 2 ngay sau khi udng cefixim, khéng can ngwng thubc. Trong trwéng
hop tiéu chay nang, can ngung st dung thubc va diéu tri C.difficile bang cac
khang sinh nhu metronidazol, vancomycin. Cefixim con lam thay déi vi khuan
chi & ruét.

- Dung cefixim dai ngay co thé d&n dén cac loai vi khuén chi & rudt san sinh qua
mUrc d&n dén bdi nhiém hoéc nhiém khuén trdm trong cac vi khuan khéng nhay
cam. Boi nhiém vi khudn Gram dwong dé xay ra & bénh nhén dung cefixim
didu tr viém tai gitva ho&c nhiém khuan duong nigu. Do vay, can than trong va
theo d&i bénh nhén trong qua trinh. didu tri néu c6 bdi nhiém xay ra.

_ Lidu va/ hosc sb lan dung thuéc can gidm & nhirng bénh nhan suy than, ké ca
bénh nhan dang loc mau ngoai than do ndng do cefixim trong huyét twong
ngwoi bénh suy than cao hon va kéo dai hon so véi nguwdi bénh c6 chire néng
than binh thuwong.

~ Cho dén nay chwa co di¥ liéu vé do an toan va hiéu lyc cta cefixim cho tré em
dwéi 6 thang tudi. Dang bao ché ctia IMEXIME 200 14 vién nang ciing, chithich
hop cho tré c6 kha nang nudt nguyén vién thubc.

- Khéng can digu chinh liéu & bénh nhan cao tudi trir khi co suy gidm chirc ndng
than (d6 thanh thai creatinin < 60 ml/phat).

- Can chuy khi dung cefixim trong qué trinh diu trj véi nifedipin, do nifedipin lam
tang sinh kha dung ctia cefixim 1én dén 70%.

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

Strdung thubc cho phu ni¥ cé thai:

Cho dén nay, chwa co dir liéu ddy da nghién ctru v& st dung cefixim & phu nte

mang thai, trong Itc chuyén da va dé. Vi vay, chi st dung cefixim cho nhitng

trwng ho'p nay khi that can thiét.

Strdung thuéc cho phu nivcho con bu:

Hién nay, chwa khang dinh chac chan cefixim co6 dwoc phan b vao siva & phu

n cho con bu hay khong. Vi vay, cefixim nén st dung cho phu ni» cho con bu

mot cach than trong, ¢ thé tam ngirng cho con bt trong théi gian diing thuée.

ANH HU'ONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY

MOC:

Do thubc c6 thé gay dau d4u, chong mét trong mét sé trwéng hop nén can than

trong khi lai xe hoac van hanh may méc.

TUONG TAC, TWONG KY CUATHUOC:

Twong tac cuathuébe:

- Probenecid lam tang nong do dinh vaAUC clia cefixim, giam do thanh thai clia
than va thé tich phan b cuia thubc.

- Cac thuéc chéng dong nhu warfarin khi diing cting cefixim lam téng thoi gian
prothrombin, cé hoéc khong kem theo chay mau.

- Carbamazepin ubng cling cefixim lam t&ng ndng dé carbamazepin trong huyét
twong.

- leedlpln khi uong cuing cefixim lam téng sinh kha dung cta cefixim (1én dén

70%) biéu hién bang tang nong dédinhvaAuC.

- Hoat lyc cla cefixim cé thé tang khi dung cling véi cac tac nhan gay acid uric
niéu.

- Cefixim c6 thé gay gidm hoat lwc clia vaccin thwong han.

- Diéu trj v&i cefixim co thé gay két qua dwong tinh gia trong thtr nghiém tim
glucose trong nuwéc tiéu bang phan (ng véi dung dich Benedict, dung dich

Khong can bd sung thém lidu sau
méi phan thadm phan

Fehling hodc vién Clinitest; nhwng khong lam anh hwéng dén thir nghiém

b&ng phwong phap diing men glucose oxidase.

- Cefixim gay dwong tinh gia thtr nghiém Coombs.

Twong ky cua thuéc:

Do chwa c6 cac nghién ctru vé tinh twong ky clia thuéc, khéng tron 1an thube nay

vé&i cac thube khac.

TAC DUNG KHONG MONG MUON CUATHUOC:

Cefixim thwong dwoc dung nap tét, cac tac dung khéng mong mudn thwong

thoang qua, mirc dd nhe va viva. Ty 1& gap phai cac tac dung khdng mong mudn

1én t¢i 50% sb ngwdi bénh dung thudc nhuwng chi 5% sb ngwéi bénh can phai
ngirng thubc.

- Thuwong g4, QlADR >1/100:

+ Tiéu hoa: c6 thé téi 30% ngudi lén dung vién nén cefixim bj réi loan tiéu hoa,
nhung khodng 20% biéu hién nhe, 5 - 9% biéu hién vira va 2 - 3% & murc do
nang. Triéu chirng thwong gap la tiéu chay va phan nat (27%), dau bung,
nén, budn nén, day hoi, &n khdng ngon, khoé miéng. Réi loan tiéu héa thweng
xay rangay trong 1 - 2 ngay dau diéu tri va dap (ng v&i cac thube diéu tri trigu
chirng, hiém khi phai ngtrng thubc.

+ Hé than kinh: dau dau (3 - 16%), chong mét, bdn chén, mat ngl, mét méi,
con dong kinh (dwdi2%).

+ Quaman (7%): ban do may day, sét do thubc.

+ Tac dung khéac: tang ndng d6 amylase mau (1,5 - 5%), tuy nhién khéng cé sy
twong quan gitra ting ndng do amylase mau va tac dung khéng mong muén

_ & dwongtiéu hdangudibénh.

- Itgdp, 17100 <ADR < 1/100:

+ Tiéu hoa: tiéu chay nang do Clostridium difficile va viém dai trang gid mac.

+ Toan than: phan vé, phu mach, héi chivng Stevens-Johnson, hong ban da
dang, hoai twthuong bi nhiém doc.

+ Huyet hoc: giam tiéu cAu, gidm bach cau, gidm bach ciu wa acid thoang qua;
gidm ndng d6 hemoglobin va hematocrit.

+ Gan: viém gan va vang da, tang tam thoi AST, ALT, phosphatase kiém,
bilirubin va LDH.

+ Than: suy than cép, tang nitrogen phi protein huyét va ndng do creatinin
huyét twong tam thoi.

+ Trwdng hop khac: viém va nhiém nam Candida am dao.

- Hiém gép, 1/10000 <ADR < 1/1000:

+ Huyéthoc: thei gian prothrombin kéo dai.

+ Toan than: co giat, bdi nhiém, nhi&m nam toan than.

+ Da:ngtra.

+ Taichd: tdn thwong niém mac

Rat hiém gép, ADR < 1/10000:

+ Than kinh: rbiloan tam than van déng.

+ Huyét hoc: gidm toan thé huyét ciu, thiéu mau tan mau, tang creatinin mau.

+ Than: viemthanké.

Hwéng dan cach xir tri ADR:

- Néu qua man xay ra, nén ngirng thubc, trwéng hop qua man nang, can diéu tri
hé tro (dung epinephrin, thé oxygen, khang histamin va corticosteroid).

- Néu co co giat, nglrng cefixim va duing thudc chdng co giat.

- Khibj tiéu chay do Clostridium difficile va viém dai trang mang gia, néu nhe chi
can nglrng thube. Véi cac trwong hop vira va nang can truyén dich, dién giai,
b sung protein va diéu tri bdng metronidazol.

Théng bao ngay cho bac sy hodc dwoc sy nhivng phan trng c6 hai gap phai

khi strdung thuéc.

QUALIEU VA CACH XU TRIi:

Triéu chirng:

Khi qua liéu cefixim cé thé co triéu chirng co giat.

Xtrtri:

Do khéng cé thubc diéu tri d4c hiéu nén cha yeu didu trj tridu chwng Khi cé triéu

chirng qua lidu, phai ngtrng thubc ngay va rira da day, c6 thé dung thuéc chéng

co giat néu co chi dinh 1am sang. Do thudc khong loai dwoc bang tham phan mau
nén khéng chay than nhan tao hay loc mang bung.

PAC TiNHDU'Q'C LUC HOC:

- Nhém dwoc ly: Khang sinh nhém cephalosporin thé hé 3.

- MaATC:J01DDO08.

- Cefixim la khang sinh thugc nhom cephalosporin thé hé thir 3, dwoc dung theo
dudng ubng. Thudc cé tac dung diét khuan. Co ché diét khuén cha cefixim 1a
gén vao protein dich - protein gén penicilin gay &c ché qua trinh tdng hop
mucopeptid & thanh té bao vi khuan.

Phé khang khuan:

- Vikhuén va khi Gram duong:

Cau khuan wa khi gram dwong: Streptococcus pyogenes (lién cau khuan tan

huyét beta nhom A), S. agalactiae (lién cau khuan nhém B) va lién ciu khuén

nhém C, F va G; mot sb chling S.pneumoniae tuy tac dung kém hon so véi mot
vai cephalosporin udng khac (nhu cefdinir, cefpodoxim, cefprozil, cefuroxim).

- Vikhuén ua khi Gram &m:

Neisseria meningitidis, N. gonorrhoeae tiét hoac khong tiét penicilinase.

Thuéc ciing c6 tac dung in vitro dbi voi N. gonorrhoeae khang penicilin qua

trung gian nhiém sac thé hoac khang tetracyclin qua trung gian plasmid.

~ Cefixim ciing c6 tac dung in vitro dbi véi da sb H.influenzae tiét hoac khéng tiét
beta-lactamase va H. parainfluenzae. In vitro, cefixim c6 tac dung déi voi
Moraxella catarrhalis, k& ca khi khang ampicilin, cefaclor, cephalexin. In vitro,
cefixim c6 tac dung ddi véi da sb Enterobacteriaceae quan trong vé 1am sang.

In vitro, cefixim cé tac dung d6i v&i nhigu chuing E. coli, Citrobacter freundii, K.
pneumoniae va P. mirabilis khang cac khang sinh khac (aminoglycosid,
tetracyclin, ampicilin, amoxicilin, cefaclor, cephalexin), Samonella typhi khang
ampicilin, chloramphenicol va/ hodc co-trimoxazol). Nhiéu chiing
Pseudomonas khang cefixim.

- Mac du cefixim kich thich san xuét beta-lactamase & mét s6 chiing Morganella
morganii, nhwng cefixim van c6 tac dung in vitro dbi véi cac chiing nay sau khi
gidi phong ra beta-lactamase.

~ Xo&n khuén: cefixim ciing co tac dung dbi voi Borrelia burdorferi 1a nguyén
nhan gay bénh Lyme (néng dé 0,8 microgam/ml).

Khang thuéc:

— Cefixim bé&n virng cao, khong bi thuy phan do nhiéu beta-lactamase qua trung
gian plasmid va nhiém sic th&, nhwng thudc bi thiy phan do mét sb
betalactamase cla Enterobacter, Klebsiella oxytoca, Proteus vulgaris va
Pseudomonas cepacia, Citrobacter freundii, Enterobacter cloacae,
Flavobacterium va Bacteroides fragilis.

~ Tu cAu khang cefixim 1a do thudc co ai luc yéu déi voi PBP2 clia vi khuan.
Enterococcus va Listeria monocytogenes khang thubc la do thudc c6 &i lwc
kém déi v&i cac PBP cda vikhuén.

- Citrobacter freundii va Enterobacter khang cefixim la do céc yéu t6 ngan can
thuéc thdm vao vi khuén va do tiét ra cac beta-lactamase.

- Pseudomonas va Acinetobacter khang thuéc 1a do cac yéu té thdm qua mang
té bao vikhuén.

- Cac chiing vi khuan sau hau nhw d& khang lai véi cefixim: Staphylococci (tiét
hoac khong tiét beta-lactamase) nhw Staphylococcus aureus, lién cau khuan
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 sb cac
chiing Clostridium (bao gébm 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 cac vi khuan ky khi, hau hét cac chiing
Clostridia (gbm C.difficile) da khang thubc.

PAC TINHDU'Q'C PONG HOC:
Hap thu:
Sau khi uéng mét liéu don cefixim, chi cé 30 - 50% liéu dwoc hap thu qua dwéng
tiéu hoa, bat ké ubng trudc hay sau bira an, tuy tbc d6 hap thu co thé giam khi
ubng cung biraan.
Sy hép thu thubc twong dbi cham. Néng do dinh trong huyet twong la 2
microgam/ml (i véi lidu 200 mg), 3,7 microgam/ml (adi v&ilidu 400 mg) va dat
sau khi uéng tir 2 dén 6 gio. 0 nguoi khée manh dung lidu 100 mg - 2 g du6i
dang vién nang, dung dich ubng hoac hén dich, néng dé dinh trong huyét thanh
vaAUC tang khi liéu tang nhwng khong ty 1€ thuan véi lidu; hép thu qua duwdng
tiéu hoa giam khi tang lidu. O tré em dung liéu 4 - 8 mg/kg ciing cho thay néng do
cefixim huyetthanh khong ty 1é thuan voi lidu.
Cefixim khong tich Ity trong huyét thanh hodc nwoc tiéu & nguoi co chirc nang
than binh thwong sau khi uong nhiéu lidu, tan suat 1 - 2 Ian/ngay O nguoi cao
tudi, diing lidu 400 mg ngay uéng 1 I1an trong 5 ngay, cho thay ndng dé dinh ctia
cefixim trong huyét thanh cao hon 20 - 26% va AUC cao hon 40 - 42% so véi
ngwoi 18 - 35 tudi, tuy vay khong cé y nghia 1am sang. Thoi gian ban thai trong
huyét twong thworng khoang 3 - 4 gid va cé thé bi kéo dai khi bi suy than. Thai
gian ban thai trong huyét thanh ctia cefixim khéng phu thuéc vao dang thubc va
khéng phu thudc vao liéu.

Phan bé:

Sau khi ubng, thubc dwoc phan bb vao mat, dom, amidan, niém mac xoang

ham, mi tai gitra, dich vét bong, dich tuyén tién ligt. Khoang 65% cefixim trong

mau dwgc gan voi protein huyét twong. Chwa co sd liéu day daa ve ndng d6 thuéc
trong dich n&o tay. Thudc qua dwoc nhau thai va cé thé dat ndng do twong dbi
cao &' mat, nudctiéu.

Chuwa cé dir liéu v& viéc thubc phan bd vao stka me.

Chuyén héa: chwa c6 bing chirng v& sw chuyén héa clia thudcin vivo.

Thai trie:

Khoang 20% Iléu udng (hodc 50% liéu hép thu) duoc dao thai & dang khong bién

ddi qua nuérce tiéu trong vong 24 gio. C6 t¢i 60% lidu ubng dao thai khéng qua

than. C6 thé mét phan thubc dwoc dao thai tir mat vao phan.

Thubc khong loai dwoc bang tham tach mau.

QUY CACHBONG GOI:

Hop 2 vix 10 vién nang clrng.

PIEU KIEN BAO QUAN: Khdng qua 30°C, tranh &m va anh sang.
HAN DUNG: 24 thang ké tir ngay san xuét.

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