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MAU NHAN HOP:

_ 1 IMEXPHARM

m Thusc ke don / Presaiption only medicine

CEFIXIME 200 mg

Vien nen bao phim / Filim-coated tablets

Hop 1 vix 10 vien nén bao phim

CEFIXIME 200 mg
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" THGe ky hurong dan sir dung trirde khi dung.
w  Dé xa tAm tay tré em.
m  Thube nay chi ding theo don thude.

THANH PHAN CONG THUC THUOC: il
M3i vién nén bao phim chira:
Thanh phin dwoc chét: Cefixim (du6i dang cefixim trihydrat) 200 mg.
Thanh phén td duge: Cellulose vi tinh thd, Calci hydrogen phosphat khan, Tinh bot tién gelatin
hoéa, Magnesi stearat, Hydroxypropyl methylcellulose, Macrogol, Titan dioxyd.
DANG BAO CHE:
Vién nén bao phim.
Vién nén tron, bao phim mau trang dén tring nga, hai mat tron, canh va thanh vién nguyén ven.
CHi PINH:
Diu tri nhiém Kkhuin do cac vi khuén nhay cam gy ra, bao gbm:
« Viém bé than cAp tinh khéng kém bénh ly niéu.
« Nhidm khuén dudng tiét niéu co bién chimg hodc khéng bién ching (ngoai trir viém tuyén tién
liét).
+ B6i nhiém viém phé quan cAp tinh va dot cAp tinh coa viém phé quan man.
 Viém phdi nghi ngd do nhim khuén.
+ Viém xoang va viém tai gilia cp tinh.
» Viém niéu dao do 1du cAu & nam gi6i.
LIEU DUNG - CACH DUNG:
Lidu diing:
Ngudi I6m vi tré em trén 12 tubi
- Lidu théng thudng: 200 mg x 2 14n/ ngay (twong tmg 1 vién x 2 14n/ ngay). Khoang cach

gitta 2 14n 12 12 gio.
. Pidu trj viém niu dao do l4u cau: 400 mg, lidu duy nhét (twong tng 2 vién, liéu duy
nhét).

Tré em dudi 12 tudi:
Vién nén bao phim Cefixime 200 mg khong duge khuyén cdo sir dung cho tré em dudi 12 tudi.

Bénh nhin cao tudi
Khi chirc ndng than binh thuong, khong cin didu chinh lidu déi voi dbi tugng nay.

Bénh nhin suy thin

« Bénh nhén c6 &6 thanh thai creatinin > 20 mL/ phit: khong cAn thiét didu chinh liéu.
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i c4c tricu chung nhiém khudn da hét, Thoi gian didu tri thong thuong:
+Nhiém khuan dudng tiét niéu khong bién chimg va nhiém khuén dudng ho hép trén: 5-10 ngay
(néu do Streptococcus nhém A tan mau beta, phai diéu tri it nhat 10 ngay dé phong thdp tim
hodc viém céu than).
+ Nhifm khuén dudng hd hip dudi va viém tai giita: 10-14 ngay.
Cach dung:
Dung ducmg ubng.
Khi quén ubng mot lidu thudc: cAn ubng mot liéu ngay khi nhd ra. Néu gin dén thoi diém uong
lidu ké tiép, co thé bo qua lidu da quén va ubng theo huéng dén cia béc si. Khong ubng liéu ghp
d6i d8 bd sung cho liéu di quén.
Mot s6 lwu ¥ diic biét v& xi 1y thubc tride va sau khi si dung thude:

Khong c6 yéu ciu dic biét vé xtr ly thubc sau khi sir dung,
CHONG CHI DINH:
Bénh nhan di ing véi cefixim, khdng sinh nh6m cephalosporin hodc bét ky thanh phén nio cla
thudc (xem phan Thanh phdn cong thitc thuéc).
CANH BAO VA THAN TRQNG KHI DUNG THUOC:
- Cén ngung sir dung cefixim ngay néu xuét hién bét ky ddu hiéu di img thubc nao.
_ Chn thim hoi tidn st di émg chia bénh nhan tru6c khi didu tri bang khang sinh nhém
cephalbsporin. Ti 1& di img chéo gitta khang sinh nhém penicilin va khang sinh nhém
cephalosporin khoang 5 — 10%.
* Than trong khi st dung khéng sinh nhém cephalosporin dbi v6i bénh nhan nhay cam voi
penicilin, cén theo ddi y khoa chét ch& ngay trong 14n dAu sir dung.
+ Khong sir dung khéng sinh nhom cephalosporin & nhitng bénh nhan c6 tién sir di tmg tirc thoi
v6i khéng sinh nay. Trong trudng hop nghi ngd, nén gidm sat chit ché tinh trang cta bénh nhén
trong l4n dAu tién ding thubc dé c6 bién phap didu tri kip thoi néu sbc phan vé xay ra.
- D3 6 bao cdo vé cac phan tmg di img (sbc phan v€), ¢6 thé nghiém trong va dodi khi dan dén tir
vong dbi v6i ca hai nhoém khang sinh penicilin va cephalosporin.
- Pi c6 bao cdo v& vidm dai trang lién quan dén khéng sinh va viém dai trang gia mac d6i véi hau
hét céc khang sinh, bao gdm cefixim, & mirc d9 tir nhe dén de doa tinh mang, Vi vay, cén xem xét
chin do4n nhirg bénh nhan bj tiéu chay trong hodc sau khi dung cefixim, Ngirng sir dung cefixim
va didu tri dic hidu Clostridium difficile. Chéng chi dinh ding thudc tic ché nhu ddng rudt trong
trudmg hop nay.
- D3 c6 béo cdo v& cac phan img c6 hai nghiém trong & da nhu hoi chimg qua mén do thude véi

tang bach cAu 4i toan va céc triéu chimg toan thén (Drug reaction with eosinophilia and systemic
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ms - DRESS), phan ting da béng nuéc (hdi chimg Lyell, hi chimg Stevens-J ohnson) & mot
nhén dung cefixim. Néu xay ra cic phan tng c6 hai nghiém trong & da, cAn ngung sir dung
va diéu tri thich hop.

c6 béo céo vé trudng hop thiéu mau tan huyét do thudc gay ra, bao gf‘)m cac truong hop nédng
¢6 thé gy tr vong & nhimg bénh nhén didu tri bing khéng sinh nhém cephalosporm Su tai phét
cia thiéu m4u téan huyét sau khi st dung lai cephalosporin & bénh nhén c6 tién sir thiéu méu téan

huyét lién quan dén cephalosporin (bao gdm ca cefixim) ciing da dugc béo cdo. Néu bénh nhén
xuéit hién triéu chimg thidu mau khi str dung cefixim, cén xem xét chin do4n thiéu méu do khang
sinh cephalosporin va ngung diing cefixim dén khi xdc dinh duoc nguyén nhan cy thé.

- Khéng sinh nhém beta-lactam, bao gdm cefixim, gy ting nguy co miéc bénh néo (bao gbm co
giat, 1a 14n, rdi loan nhan thirc ho#ic van ddng), ddc biét trong trudng hop qua lidu hozc suy than.
- & nhimg bénh nhan dj tg véi céc khéng sinh khac trong nhém beta lactam, can tinh dén kha
niing di mg chéo.

- P&i vi bénh nhan suy than ning, cin diéu chinh liéu hang ngay dua trén d thanh thai creatinin
(Xem phan Liéu liwong — cdch ding).

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

Sir dung thuéc cho phu nit cé thai:

Dir li¢u lam séng vé viéc sir dung cefixim trén phu nif mang thai chua déy du va cac nghién ciru
trén dong vat vé téc hai gdy di tat hodc ddc tinh trén thai nhi chua duge chimg minh.

Do d6, chi st dung cefixim cho phy nif mang thai khi that can thiét va theo huéng dan cia béc si.
St dung thudc cho phu nit cho con bii:

Chua c6 dit liéu vé viée cefixim duge phén bd vao sita me. Vi vay, nén than trong khi sir dung
cefixim cho phu nir dang cho con bt va can tam ngimg cho con bl trong thoi gian ding thubc khi
xuét hién tiéu chay, nhiém ndm hozc da phat ban & tré bl me.

ANH HUGNG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Cefixim c6 thé gdy cac tac dung khdng mong muén nhu co giat, 1t 14n, r5i loan nhan thirc hogc vén
dong. Vi viy, bénh nhén khong nén sir dung thudc trong khi 14i xe hodc vin hanh méy méc.
TUONG TAC, TUONG KY CUA THUOC:

Tuwong tic ciia thudc:

- V& dugc dong hoc, d6 thanh thai cua cefixim giam 25% khi str dyng phéi hop voi 1g probenecid.

- Céc thubc khéang acid khéng 1am giam su hép thu cefixim.

- D3 ¢b béo cdo vé tang hoat tinh cta thube chéng déng dudng ubng & nhitng bénh nhén ding
khéng sinh. Trong céc trudong hop viém hodc nhidm khuan dugc ghi nhan, tudi va trinh trang tng
quat ctia bénh nhén dugc xem la céc yéu t6 nguy co. Trong céc trudng hop ndy, kho cb thé x4c dinh
dugc nguyén nhan ciia sy mat can bing chi s6 binh thudng héa quéc t& (INR) la do bénh 1y nhiém
khuan hay do thuéc tri nhiém khuén. Tuy vy, c6 vii nhém khang sinh c6 tac dung phy ting chi sb
INR nhu: fluoroquinolon, macrolid, cyelin, cotrimoxazol va vai khang sinh nhém cephalosporin.
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G A hihudng dén céc xét nghi¢m:
xim c6 thé gay phan tmg duong tinh gia trong thir nghiém tim ceton trong nudc tidu bing
g phap mtropru331d va thir nghiém xac dinh glucose trong nudc tiéu (nén diung phuong

» Thudc giy duong tinh gia thu nghlgm Coombs.
Twong ky ciia thude:
Do chua ¢é cac nghién ciu vé tinh twong ky cua thubc, khong tron 14n thudc nay véi céc thudc
khéc.
TAC DUNG KHONG MONG MUON CUA THUOC:
Cefixim thudong dugce dung nap tbt, céc tac dung khong mong mudn (ADRs) thudng thodng qua,
mirc dd nhe va vira. Ty 1€ gap phai c4c tic dung khdng mong mubdn 1én téi 50% sb ngudi bénh
ding thubc nhung chi 5% s6 ngudi bénh cAn phai ngling thude.
Tén suét xay ra dugc quy udc nhu sau:
Thudng gap: ADR > 1/100; {t gép: 1/1000 < ADR < 1/100; Hiém gip, ADR < 1/1000.

Hé co quan Tan suat Téc dung khong mong mudn
Tiéu hoa Thuodng gip | Co thé toi 30% ngudi bénh bi roi loan tiéu hoa, nhung
khoang 20% biéu hién nhe, 5 - 9% biéu hién vira va 2 — 3%
& mirc d6 ndng. Tridu chimg thudong gip la tidu chay va
phén nat (27%), dau bung, ndn, budn nén, ddy hoi, in
khong ngon, khd miéng, Réi loan tiéu héa thudng xay ra

ngay trong 1- 2 ngay dAu didu tri va dap tmg voi céc thube
didu tri triéu chimg, hiém khi phai ngimg thudc.

Ting ndng d6 amylase méu (1,5 - 5%), tuy nhién khong c6
su tuong quan giita ting ndng d6 amylase mau va tic dung
khéng mong mudn & dudng tiéu héa ngudi bénh.

It gap Tiéu chay nang do Clostridium difficile va viém dai trang

gia mac.

Gan ft gip Viém gan va vang da; ting tam tho1 AST, ALT,
phosphatase kiém, bilirubin va LDH.

Thén It gap Suy thén cép, ting nitrogen phi protein huyét va noéng do
creatinin huyét tuong tam thoi.

Hé than kinh Thuong gap | Dau dau (3 - 16%), chéng mat, bon chon, mat ngn, mét
moi, con dong kinh (dudi 2%).

Huyét hoc It gap Giam fidu cau, giam bach ciu, giam bach cdu wa acid

thoang qua; giam ndng d6 hemoglobin va hematocrit.

Hiémgip | Thoi gian prothrombin kéo dai.
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Thuong gip | Qua man (7%): Ban do, may day, sot do thudc.

It gip Phan vé, pht mach, héi chimg Stevens-Johnson, hong ban
da dang, hoai tir thugng bi nhiém dgc.

Hiém gap Co giat.

1 Truomg hop khac | It gap Viém va nhiém ndm Candida 4m dao.
Hwéng din cich xir tri ADR:
_ Néu qué mén xay ra, nén ngimg thude, trudng hop qui mén ning, cAn didu tri hd tro (dung

epinephrin, thé oxygen, khéng histamin va corticosteroid).

- Néu c6 co giat, ngimg cefixim va dung thudc chdng co giat.

- Khi bi tidu chay do Clostridium difficile va viém dai trang mang gia, néu nhe chi cin ngimg
thudc. Véi cac trudmg hop vira va nang can truyén dich, dién giai, bd sung protein va didu tri
bang metronidazol.

Théng bdo ngay cho bdc sy hodc dwgc sy nhitng phén teng cd hai gdp phdi khi sit dung thuéc.

QUA LIEU VA CACH XU TRI:

Triéu chimng:

Khi qué liéu cefixim hodc & dbi tugng suy than, c6 thé xut hién triéu chimg ciia bénh néo nhu co

giat.

Xir tri:

Khéng c6 thube giai doc dic hiéu, cha yéu la diéu tri triéu chimg. Théim phan mau hodc tham phan

phitc mac khong loai bé cefixim ra khoi huyét tuong.

PAC TINH DUQC LUC HQC:

- Nhém duoe 1y: khang sinh cephalosporin thé hé 3.

-Ma ATC: JO1DDO08

- Cefixim c6 tac dung diét khuén theo co ché trc ché su tdng hop thanh té bao vi khuén. Cefixim c6

tac dung diét khuén in vitro dbi v6i nhiéu loai vi khuén Gram duong va Gram 4m.

Phd khing khuin

Vi khudn thuwong nhay cdm

» Gram dwong hiéu khi: Streptococcus, Streptococcus pneumoniae.

» Gram am hiéu khi: Branhamella catarrhalis, Citrobacter koseri, Escherichia coli, Haemophilus

influenzae, Klebsiella, Neisseria gonorrhoeae, Pasteurella, Proteus mirabilis, Proteus vulgaris,

Providencia.

o Vi khuén ky khi: Fusobacterium, Prevotella.

Vi khuin khdng thuéc:

» Gram duong hiéu khi: Corynebacterium diphtheriae, Enterococci, Listeria, Staphylococcus.

« Gram am hiéu khi: Acinetobacter, Citrobacter freundii, Pseudomonas, Serratia,

» Vi khuén ky khi: ngoai trir Prevotella va Fusobacterium.

Co ché dé khang:

Vi khudn @& khang véi cefixim c6 thé theo mét hoze nhiéu co ché sau:
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: Cog v 0 hudc bi thity phan bdi mot s6 enzym beta-lactamase ph6 mé rong (ESBL) va cc enzym mi
CP DUGG PHAM 5l o | 1i8m séc thé (AmpC) duoc tao ra hodc trc ché boi mot sb vi khudn hiéu khi gram &m.

iam 4i luc voi c4c protein gén penicilin (PBPs)

Giam tinh thdm ciia mang ngoai mot sb vi khuin gram 4m nh3m han ché sy gén két cefixim véi
céc protein gan penicilin.

- Sir dung co ché bom thudc ra ngoai.

C6 thé xay ra cing lac nhidu co ché @& khéng trén mot loai vi khuén. Ty thudc vao co ché hién
dién, vi khuin ¢6 thé biéu hién sy d& khéng chéo dén mot sb hodc tAt ca cac khang sinh nhém
beta-lactam v&/ hodc c4c khang sinh nhém khéc.

PAC TINH DUQC PONG HQC:

- Hip thu:

+ Sau khi ubng mét lidu don cefixim, chi ¢6 30 - 50% lidu dugc hip thu qua dudng tiéu héa,
bAt k& ubng trude hay sau bita n, tuy téc dd hép thu c6 thé giam khi ubng cling bira an.

+ Sy hip thu thude trong dbi cham. Khi ung lidu don cefixim, ndng 6 dinh trong huyét
tuong 12 2 - 3 microgam/ml (d6i v6i liéu 200 mg); 3,7 — 4,6 microgam/ml (d6i vai lidu 400
mg) va dat sau khi ubng tir 2 - 6 gi¢r. Sy hdp thu qua dudng tiéu héa gidm khi ting lidu. O
tré em diing lidu 4 - 8 mg/kg cling cho thdy ndng d¢ cefixim huyét thanh khong ty 1& thuan
v6i lidu. O ngudi cao tudi, dung liéu 400 mg/ngay trong 5 ngay, cho thdy ndng do dinh cia
cefixim trong huyét thanh cao hon 20 — 26% va AUC cao hon 40 — 42% so voi ngudi 18 —
35 tudi, tuy vy khong c6 ¥ nghia 1am sang,

+ Cefixim khong tich liiy trong huyét thanh ho#ic nudc tidu & ngudi c6 chirc ning thén binh
thudmg sau khi uéng nhiéu lidu, tin suét 1 - 2 lan/ngay.

- Phén bé: Sau khi ubng, thubc duge phan bd vao mat, ddm, amidan, niém mac xoang ham, mu
tai gifra, dich vét bong, dich tuyén tién liét. Khoang 65% cefixim trong méau dugc gén voi
protein huyét twong. Chua c6 s liéu ddy da v& ndng do thudc trong dich ndo tay. Thubc qua
duoc nhau thai va ¢6 thé dat nbng do tuong dbi cao & mét, nudc tidu.

- Chuyén héa: Chua c6 bing chimg vé su chuyén héa ctia thubc nhung c6 thé mot phén thube
duoc dao thai tir mt vao phén.

- Thai trir: Thoi gian ban thai trong huyét tuong khoang 3 - 4 gid va c6 thé bi kéo dai khi bj
suy thén, Thoi gian ban thai trong huyét thanh ctia cefixim khdng phu thudc vao dang thubc va
khong phu thude vao lidu. Khoang 20% lidu udng (hodic 50% liéu hp thu) dugc dao thai &
dang khéng bién ddi qua nuée tidu trong vong 24 git. Co t6i 60% lidu ubng dao thai khong
qua than. Thudc khong bj loai trir bing thdm tach mau.

QUY CACH PONG GOI:

Hop 1 vi x 10 vién nén bao phim.
PIEU KIEN BAO QUAN:

Khoéng qua 30°C, trinh 4m va 4nh séng.
HAN DUNG:
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> CONG Y A hang ké tir ngdy san xuét.
CP DUGC m CTHUAN CHAT LUQNG CUA THUOC:
Le chuén chét lugng: Tiéu chudn co s&.

/ Co s& san xudt:
: O Chi nhénh 3 - Cong ty CPDP IMEXPHARM tai Binh Dwong
S6 22, Pudng s6 2, Khu Coéng nghiép Viét Nam - Singapore II,

lMEXPHAHM phudng Hoa Phu, TP. Thi Dau Mét, Tinh Binh Duong.
' : Hotline: 1800 555 535 Email: imp@imexpharm.com

TL.CUC TRUGNG
KT. TRUGNG PHONG DANGKY THUOC
PHO TRUGNG PHONG

Nuyn Chisn Bink
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