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IMEXIME® 200

VIEN NANG CUNG

Doc k§ huéng diin sir dyng trwée khi dung.
Db xa thm tay tré em.
Thube nay chi ding theo don thuéc.

THANH PHAN CONG THU'C THUOC:
MBI vién nang cimg chira:
Thanh phiin dwrge chit:
Cefixim (dudi dang cofixim thydrat) ................c..ccoooooiimmionioresssdionnns 200mg
Thanh phin ta duwgc: Cellulose vi tinh thé, Povidon, Natri croscarmellose,
Polysorbat, Natri lduryl sulfat, Natri stearyl fumarat, Colloidal anhydrous silica.
DANG BAO CHE:
Vién nang cling.
C& nang 86 2, ndp nang mau xanh ¢é in ky higu =0P= than nang mautim céin
IMEXFAMILY. Bt thubc trong nang c6 mau trang nga dén hoivang.
CHIDINH:
Cefixim dugc chi dinh trong didu tri nhidm khudn do cac chiing vi khun nhay
cam gay ranhu:

Nhidm khudn duéng tiét niéu khong bién chirng.

Viém than - bé than va nhidm khudn dueng tiét nigu cé bién chiing.
Viém tai gitra.

Viém hong va amidan.

Viém phé quéan cip va man.

Viem phdinhe dén vira, ké ca viem phéi méc phai tai cong ddng.

Bénh thuong han.

Bénhly.

Bénh 14u chira c6 bién chirng.

Bénh 14u lan tda d& dugc didu trj khdi dAu bdng tiém ceftriaxon, cefotaxim,
ceftizoxim hoac spectinomycin va sau khi bgnh G4 bt dAu dugc cai thién thi
1iép tyc didu trf thém nhur lidu khéi dAu trong veng 24 - 46 gioy, sau do chuydn
sang ubng cefixim.

LIEU LUQGNG - CACH DUNG:

Lidu dung:
Nguwr I va tré em trén 12 tudl hogic can niéing trén 50 kg:
Chi dinh Liéu ding cla cefixim
Nhim khudn dudng tiét nidu khong 200 - 400 mg/ngay
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Viém tal gitra
Viém hong va amidan
Viém phé quan cAp va man

Viém phdi nhe dén vira, ké ca
viém phdi méc phai tai cong ddng

Bénh thuvong han
Bénh ly

Bénh 1au chua ¢6 bién chirng

400 mg (2 vién), ubng mot
14n duy nhét, phdi hop thém
véri mét khang sinh ¢6 higu
qua ddi véi Chlamydia cb kha
néng bj nhidm cuing lic. Cé
thé dung lidu cao hon:

800 mg/lan
Bénh lau lan téa da dugc didu tr] khdi | 400 mg/lAn (2 vien/An),
d4u bang tiém ceftriaxon, cefotaxim, 2 Iéré\lngay, trong it nhat
1 tuan

ceftizoxim hodc spectinomycin va sau
khi bénh da bét dgu dugc cai thién thi
tibp tyc didu trj thém nhur lidu khéi ddu
trong vong 24 - 48 gi¢r sau d6 chuyén

sang ubng cefixim

Tré em tir 6 thang tudl dén 12 tudl:
Libu legng va der?g bao ché clia vién nang cirng Imexime 200 khong thich hep
aé ding cho tré 1y 6 théng dén 12 tubl, .
Tré em duwéi 6 thang tubl: Chua co d ligu an toan va hidu qua cla cefixim
abivori tré durdri 6 thang twdi.
h nhén suy thgn:
3 3 dung phy tyhuooc vao mire d6 suy than va a6 thanh thai creatinin theo bang
sau;

c'::a:l?ﬂt:rr:z;:?t) Lidu lrong
> 60 Khong cAn didu chinh lidu
21-60 300 mg/ngay
<2 200 mg/ngay
Chay than nhan tao va | Khang cAn bd sung thém lidu sau
L 1oc mang bung mdi ph&n thAm phan

ung:
IMEXIME 200 dugc dung theo dwdng ubng, nubt nguyén vién véi mot it nuére.

- Tuy thugc logi nhiém khudn, nén kéo dai viéc dung thudc thém 48 - 72 gi&r sau
khi cdc trigu chimg nhidm khudn da hét. Tho gian didu tr théng thuong:

+ Nhi&m khudn dwdng tiét niéu khong bién chirng va nhiém khun duéng he
hép trén: 5 - 10 ngay (néu do Streptococcus nhém Atan mau beta, phai didu
tri it nhét 10 ngay d& phong th&p tim hoac viém cau than).

+ Nhim khu&n dudng hb hgp dudivaviémtaigita: 10 - 14 ngay.

y X(# Iy thudc trwrérc va sau khi sir dung thudc:

u dac biétvé xir ly thude sau khi str dung.

CHONG CHIDINH:

- Nguéi bénh cb tién st quéd man voi cefixim, cac khang sinh nhém
cephalosporin khac hodc bat ky thanh phn nao cia thuéc.

- Ngudibénh c6 tién st séc phan vé do penicilin,

CANHBAO VA THAN TRONG KHI DUNG THUOC:

Ba o6 bdo céo cac trudng hop gap phai phan tng dj (rng nghiém trong (ké ca
séc phan vé) khi didu trj véi khang sinh nhém beta-lactam &penicilin va
cephalosporin). Vi vay, truéc khi bat dau didu tri, cn tim hidu vé tién st dj tng
clia bénh nhan déi véi penicilin va céc cephalosporin khac; can chiy do cé su
qua man chéo gitra cac khang sinh nhém beta-lactam, bao gbém penicilin,
cephalosporin va cephamycin.

- Than trong khi dung cefixim trong the gian dai & ngudi co tién st bénh dudng
tiéu hda va viém dai trang, do c6 thd lam phat trién qua mirc cac vi khuan
khang thubc, nhétla Clostridium difficile gay tiéu chdy nang. Néu tiéu chay nhe
trong 1 - 2 ngay sau khi ung cefixim, khéng can ngung thuc. Trong treong
hop tiéu chay nang, cin ngung st dung thubc va didu tri C.difficile bang cac
khang sinh nhw metronidazol, vancomycin. Cefixim con lam thay @8 vi khuan
chidrudt.

- Dung cefixim dai ngay c6 thé dan dén cac loai vi khudn chi & rudt san sinh qua
mirc dén dén bdi nhiém hoac nhiém khudn trdm trong cac vi khudn khéng nhay
cém. Boi nhiém vi khudn Gram duong da xay ra & bénh nhan ding cefixim
diu trj viém tai gitva hodc nhiém khuan dudng nidu. Do vay, cn than trong va
theo ddi bénh nhan trong qua trinh diéu tri néu c6 bdi nhiém xay ra.

- Liéu va/ hogc s6 An ding thudc cAn giam & nhirng bénh nhan suy than, ké ca
bénh nhéan dang lgc méau ngoai than do ndng do cefixim trong huyét twong
ngudi bénh suy than cao hon va kéo dai hon so véi ngudi bénh cé chirc nang
than binh thuéng.

- Cho dén nay chua cé dir liéu vé& d6 an toan va hiéu Iy cla cefixim cho tré em
du6i 6 thang tudi. Dang bao ché clia IMEXIME 200 14 vién nang cirng, chithich
hop cho tré c6 kha nang nuét nguyén vién thuée.

- Khéng can diéu chinh liéu & bénh nhan cao tudi trir khi cé suy giam chirc nang
than (d6 thanh thai creatinin < 60 ml/phut),

- Can chu y khi dung cefixim trong qué trinh didu tri véi nifedipin, do nifedipin lam
tang sinh kha dyng cla cefixim 1&n dén 70%.

SU'DYNG THUOC CHO PHY N CO THAI VA CHO CON BU:

Strdyng thuéc cho phy ni cé thai:

Cho dén nay, chua cé dir liéu day di nghién ciu vé siv dung cefixim & phy nir

mang thai, trong ltic chuyén da va d&. Vi vay, chi sir dung cefixim cho nhirng

trudng hop nay khithat can thiét.

Strdyng thuéce cho phy ni¥ cho con bi:

Hién nay, chira khang dinh chéc chan cefixim cé duoc phan bé vao sia & phy

nG cho con bl hay khéng. Vi vay, cefixim nén sr dyng cho phy ni cho con bu

motcach than trong, o6 thé tam ngling cho con bu trong thavi glan dung thube.

ANH HUONG CUA THUOC LEN KHA NANG LAl XE VA VAN HANH MAY

MOC:

Do thubc c6 thé gay dau ddu, chéng mat trong mot sé treéng hop nén cAn than

trong khi lai xe hodic van hanh may méc.

TUONG TAC, TUONG KY CUATHUOC:

Twong tac chathuoc:

- Probenecid lam tang ndng Ao dinh va AUC cla cefixim, gidm a9 thanh thai clia
than va thé tich phan bé clia thuéc,

- Cac thube chéng dong nhur warfarin khi ding cung cefixim 1am tang thevi gian
prothrombin, ¢6 hodc khéng kém theo chéy mau.

- Carbamazepin udng cung cefixim [am ting ndng 4o carbamazepin trong huyét
tuong.

Nifedipin khi ubng ciing cefixim 1am tang sinh kha dung ciia cefixim (I&n dén
70%) bidu hidn bang tang ndng dd dinh va AUC.

Hoat lyrc clia cefixim c6 thé tang khi ding cing véi cac tae nhan gy acid uric
nidu.

Cefixim c6 thé gay gidm hoat lyrc clia vacein thueng han.

Didu trj véi cefixim co thé gav két qua duong tinh gia trong thir nghiém tim
glucose trong nréc tiéu bang phan (ing véri dung dich Benedict, dung dich
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Fehling hodc vien Clinitest; nhung khéng 1am anh hudng dén thir nghiém
bang phuong phap diing men glucose oxidase.
Cefixim géy duong tinh gid thir nghiém Coombs.
Twong ky cua thube:
Do chura co céc nghién ciru vé tinh twong ky cua thube, khong trén 1An thude nay
val cac thube khac.
TAC DUNG KHONG MONG MUON CUA THUOC:
Cefixim thuong dugce dung nap t8t, cac tac dyng khdng mong mubn thuing
thoang qua, murc A% nhe va vira. Ty Ié gép phai cac tac dung khdng mong mudn
18n 161 50% s6 ngudi bénh dang thubc nhirng chi 5% sb ngudr bénh cgn phai
ngirng thube.
Thwong gap.ADR > 1/100:
« Tiéu hoa: co thé 1) 30% ngudilén ding vién nén cefixim b rdi loan tidu hoa,
nhung khodng 20% biéu hién nhe, 5 - 9% biéu hién vira va 2 - 3% & muc )
nang. Trigu chirng thudng gap Ia tiéu chdy va phan nat (27%), dau bung,
nén, bubn nén, ddy hoi, &n khdng ngon, khd midng. Réi loan tiéu héa thudng
xdy ra ngay trong 1 - 2 ngay dau didu trj va dap (g voi cac thubc didu tr trigu
chirng, hiém khi phaingirng thudo.
+ Hé than kinh: dau dAu (3 - 16%), chéng mat, bdn chdn, mét ngti, mét mai,
con dgng kinh (dudi 2%).
+ Qué mén (7%): ban 46, may day, sét do thubc.
+ Tacdyng khéac: tang ndng d6 amylase mau (1,5-5%), tuy nhién khong o6 s\
twong quan gitra tang ndng d6 amylase mau va tac dung khdng mong mudn
& duong tiéu hba ngudri bénh.
- Itgdp, 17100 <ADR < 1/100:
+ Tiu hoa: tiéu chay nang do Clostridium difficile va viém dai trang gia mac.
+ Toan than: phan vé, phi mach, hdi chirng Stevens-Johnson, hong ban da
dang, hoai tir thurgng bi nhiém doc.
+ Huyét hoc: gidm tiéu cAu, gidm bach cAu, giam bach cAu wa acid thoang qua;
giam ndng dd hemoglobin va hematocrit;
+ Gan: viém gan va vang da, tang tam th&i AST, ALT, phosphatase kiém,
bilirubin va LDH.
+ Than: suy than cAp, tang nitrogen phi protein huyét va ndng db creatinin
huyét twong tam thoi.
+ Truerng hop khac: viém va nhiém ndm Candida 4m dao.
: mm_ggn, 1/10000 <ADR < 1/1000:
+ Huyét hoc: thevi gian prothrombin kéo dai.
+ Toanthan: co giat, bl nhim, nhiém ndm toan than.
+ Da:ngtra.
+ Taichd: tdn thuong niémmac
ADR <1/10000:
+ Than kinh: réi loan tm thAn van dong.
+ Huyéthoc: gidm toan thé huyét cAu, thidu méu tan mau, tang creatinin mau.
+ Than: viémthan ke.
Huwéng din cach xirtri ADR:
Néu qua man xay ra, nén ngirng thude, trrérng hop qua mAn néing, can didu tri
hé trgr (dung epinephrin, thér oxygen, khang histamin va corticosteroid).
Néu c6 co giat, ngirng cefixim va ding thugc chéng co giat.
Khi bj tiéu chay do Clostridium difficile va viém dai trang mang gia, néu nhe chi
c&n ngtrng thubc. Véi cac treéng hop vira va nding cin truyén dich, dién giai,
bd sung protein va diéu tr| bAng metronidazol.
Théng bao ngay cho bac s§ hodc dwee s§ nhirng phan ieng c6 hai gép phai
khi strdyng thubc,
QUA LIEU VA CACH XU TRI:
Triéu chirng:
Khiqua lidu cefixim cé thé c6 trigu chirng co giat.
Xdrtri:
Do khong c6 thube didu trj dc hidu nén chi yéu diéu tr tridu ching: Khi cé triéu
chirng qua libu, phai ngirng thube ngay va riva da day, c6 thé ding thuéc chéng
co glat néu c6 chi djnh 1am sang. Do thuéc khéng loai dwoc bing thAm phan mau
nén khong chay than nhan tao hay loc mang byng.
DAC TINHDUQ'C LIFC HOC:
Nhom dugcly: Khang sinh nhom cephalosporin thé hé 3.
- MAATC: JO1DD08,
Cefixim 14 khang sinh thuéc nhém cephalosporin thé hé thir 3, dugc diing theo
dutng ubng. Thube c6 tac dung diét khudn. Co ché diét khudn clia cefixim la
gén vao protein dich - protein gén penicilin gay trc ché qua trinh tdng hop
mucopeptid & thanh té bao vi khun.
Phé khang khuin:

1 Gram duong;
Cau khuan ua khi gram duong: Streptococcus pyogenes (lién cAu khun tan
huyét beta nhém A), S, agalactiae (lién cAu khudn nhom B) va lian cAu khudn
nhém C, F va G; mdt sb ching S pneumoniae tuy tac dung kém hon so vé&i mot
vai cephalosporin ubng khéc (nhu cefdinir, cefpodoxim, cefprozil, cefuroxim).
Vikhuén ua khi Gram ém;
Neisseria meningitidis, N. gonorrhoeae tiét hosc khong tidt penicilinase.
Thubc clng c6 tac dyng in vitro abi véi N. gonorrhoeae khang penicilin qua
trung gian nhiém séc thé hodic khéng tetracyclin qua trung glan plasmid.
Cefixim cling ¢6 tac dyng In vitro 46i voi da sb H.influenzae tiét hodc khong Uét
beta-lactamase va H. pareinfluenzae. In vitro, cefixim ¢6 tac dung dél vl
Moraxella catarrhalis, ké cé khi khang ampicilin, cefaclor, cephalexin. In vitro,
cefixim c6 tac dyng dbi v da sb Enterobacteriaceae quan trong vé 1am sang.

Invitro, cefixim c6 tac dung ddi véi nhidu chiing 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 ching
Pseudomonas khang cefixim.

Méc du cefixim kich thich san xuét beta-lactamase & mot s6 chiing Morganella
morganii, nhung cefixim vén c6 tac dyng in vitro dbi véi cac chiing nay sau khi
giai phong ra beta-lactamase.

- Xoén khuan: cefixim ciing c6 tac dung déi véi Borrelia burdorferi 1a nguyén
nhan gay bénh Lyme (ndng dé 0,8 microgam/ml).

Khéng thuéc:

- Cefixim b&n virng cao, khdng bj thiy phan do nhidu beta-lactamase qua trun,
gian plasmid va nhim s&c thé, nhung thubc bj thiy phan do mdt s
betalactamase cua Enterobacter, Klebsiella oxytoca, Proteus vulgaris va
Pseudomonas cepacia, Citrobacter freundii, Enterobacter cloacae,
Flavobacterium va Bacteroides fragilis.

Ty chu khang cefixim 18 do thuéc c6 4i lyc yéu dbi véi PBP2 cia vi khudn.
Enterococcus va Listeria monocytogenes khang thubc 1a do thubc co al lyc
kém dbi voi cac PBP clia vi khuan.

Citrobacter freundii va Enterobacter khang cefixim 1& do céc yéu t4 ngan can
thude thAm vao vi khuén va do tiét ra c4c beta-lactamase.

- Pseudomonas va Acinetobacter khang thudc 14 do cac yéu té thAm qua mang
té bao vikhuan.

Céc chling vi khu&n sau hiu nhur a3 khang lal véi cefixim: Staphylococe (tiét
hodc khong tiét beta-lactamase) nhur Staphylococcus aureus, lién cu khun
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
chung Clostridium (bao gdm C.difficile), cac vi khudn wa khi Gram am
(Achromobacter xylosoxidans, Flavobacterium meningosepticum),
Chlamydia trachomatis, Ureaplasma urealyticum.

Cefixim c6 hoat tinh in vitro han ché trén céc vi khudn ky khi, hAu hét cac chiing
Clostridia (gbm C.difficile) a khang thubc.

DAC TINHDUQC BONG HQC:
Hap thu;
Sau khi uéng mét liéu don cefixim, chi c6 30 - 50% lidu duge hip thu qua dudng
tiéu hoa, bat ké udng truéc hay sau bira an, tuy tdc db hap thu cé thé giam khi
ubng ciing bira an.
Sy hép thu thuéc twong ddi cham. Néng do dinh trong huyét trong 1a 2
microgam/ml (d6i v&i liéu 200 mg), 3,7 microgam/mi (d6i véi lidu 400 mg) va dat
sau khi uéng tr 2 dén 6 gio. O' ngudi khde manh dung lidu 100 mg - 2 g dudi
dang vién nang, dung dich uéng hoéc hén dich, nng dé dinh trong huyét thanh
va AUC tang khi liéu tang nhung khéng ty & thuan véi lidu; hip thu qua duéng
tiéu hoa giam khi tang liu. O'tré em dung liu 4 - 8 mg/kg ciing cho thay ndng do
cefixim huyét thanh khong ty 1& thuan véi lidu,
Cefixim khong tich 10y trong huyét thanh hodc nwée tidu & ngudi co chirc nang
than binh thudng sau khi udng nhiéu liéu, tAn sut 1 - 2 1An/ngay. &' ngudi cao
tudi, dung lidu 400 mg ngay udng 1 14n trong 5 ngay, cho th&y ndng dé dinh cua
cefixim trong huyét thanh cao hon 20 - 26% va AUC cao hon 40 - 42% so véi
ngudi 18 - 35 tuoi, tuy vay khong cé y nghia 1am sang. Thoi gian ban thai trong
huyét tvong thudng khoang 3 - 4 gidr va c6 thé bj kéo dai khi bj suy than. Thoi
gian ban thai trong huyét thanh ciia cefixim khéng phu thudc vao dang thubc va
khéng phy thudc vao lidu.

Phén bo:

Sau khi ubng, thuéc dwgc phan bd vao mat, ddm, amidan, niém mac xoang

ham, ma tai gitra, djch vét bong, dich tuyén tién liét. Khoang 65% cefixim trong

mau dugc gan voi protein huyét twong. Chua cé s6 lidu ddy dui vé ndng do thube
trong dich no tdy. Thubc qua duge nhau thai va c6 thé dat ndng a6 trong déi
cao & mat, nuéc tidu.

Chua co dir lidu vé viéc thude phan bé vao sira me.

Chuyén héa: chwa co bang chirng vé sy chuyén héa clia thude in vivo,

Thaitre:

Khoang 20% liéu ubng (hodc 50% lidu hip thu) dugc dao thai & dang khdng bién

abi qua nuérc tiéu trong vong 24 gidr. C6 té1 60% lidu ubng dao thai khong qua

than. C6 thé mét phén thube dugrc dao thai tir matvao phan.

Thubc khéng loai dugrc bing thAm tach mau.

QUYCACHDONG GOI:

Hp 2vix 10 vién nang cirng.

PIEU KIEN BAO QUAN: Khdng qua 30°C, tranh Am va 4nh séng.
HAN DUNG: 24 thang ké tir ngay san xut,
TIEU CHUAN CHAT LU'Q'NG CUA THUOC: Tidu chudin: TCCS.
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Co sé san xudt: CHI NHANH 3
CONG TY CO PHAN DU'Q'C PHAM IMEXPHARM
tal Binh Dwong

IMExpraRM SO 22, Budng s8 2, KCN Vigt Nam - Singapore I,
Phu¢rng Hoa Phu, TP. Thi DAu M§t, Tinh Binh Duong
Hotline: 1800 555 535 Emall: imp@imexpharm.com




