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an ta duge: Natri citrat, acid citric khan, colloidal silicon dioxyd, aspartam, bot 

hudng cam, mii tutti frutti, natri carboxymethylcellulose, povidon K30, manitol. 

DANG BAO CHE: Thuéc bot pha hén dich udng. 

Mé ta san phdm: Thudc bot mau trang dén trang nga, khé rai, mii thom. 
CHI DINH 
Cefixim 1a mét khang sinh cephalosporin duting uéng cé hoat tinh diét khudn in vitro 

chéng lai nhiéu loai vi khudn Gram dudng va Gram am. 
Cefixim dude chi dinh diéu trj cdc bénh nhiém khuan cap tinh sau gay ra bdi cdc vi khudn 

nhay cam: 

Nhiém khudn dudng hé hap trén (URTI): vi dy viém tai gitfa; va URTI khac trong dé vi 
khudn gay bénh dusc biét hodc nghi ngd cé kha n&ng khang vdi cdc loai khang sinh 
thudng duc sit dung khac, hodc truding hdp that bai diéu tri cd thé mang lai nguy co 

dang ké. 
Nhiém khudn dung ha hap dudi: vi dy vigm phé quan. 
Nhiém khuan dung tiét niéu: vi du viém bang quang, viém bang quang niéu dao, viém 

bé than khng bién ching. 
Hiéu qua lam sang da duc chting minh trong cdc bénh nhiém khudn do cdc vi knuan bao 
gém Streptococcus pneumoniae, Streptococcus pyogenes, Escherichia coli, Proteus 

mirabilis, loai Klebsiella, Haemophilus influenzae (beta-lactamase dudng tinh va am 

tinh), Branhamella catarrhalis (beta-lactamase dudng tinh va am tinh) va cac loai 

Enterobacter. Cetixim rat 6n dinh khi cé mat cdc enzym beta-lactamase. 

Hau hét cdc ching Enterococci (Streptococcus faecalis, Streptococci nhém D) va 
Staphylocacci (bao gém cdc ching coagulase dudng tinh va am tinh va cdc ching dé 

khang vdi methicilin) déu dé khang vdi cefixim. Ngodi ra, hau hét cac ching 
Pseudomonas, Bacteriodes fragalis, Listeria monocytogenes va Clostridia déu dé khang 
vdi cefixim. 

CACH DUNG, LIEU DUNG 
CACH DUNG: Ding duting udng. 
Su hap thu cla cefixim khdng bi thay déi dang ké khi cd thifc An. Udng truéc hodc sau bila 
an déu dugc. 

Cho bt thudc vao khodng 5 - 10 ml nuéc dun s6i dé ngudi ho’ic nude loc, khudy déu va 

udng ngay. 

LIEU DUNG 
Thoi gian diéu tri théng thudng la 7 ngay. Théi gian diéu tri cé thé tigp tuc tdi da 14 ngay 

néu dude yéu cau. 

Hafixim 50 Kids [a thuéc cé dang bao ché ding thich hgp cho tré em trén 6 thang tudi véi 
ligu khong 8 mg/ kg/ ngay. Sir dung mét liéu duy nhat hang ngay hodc chia lam hai lan, 

4 mg/kg mOi 12 gid. Lidu luging tinh theo gdi thuéc cy thé nhu'sau: 

Can nang cla tré (kg) Liéu Ivgng tinh theo gdi thuds 

5-75 1 gdi/ lan, 1 lan/ ngay 

10,1 - 12,5 2 gdi/ lan, 1 lan/ ngay hoac 1 géi/ lan, 2 lan/ ngay 

12,6 - 20,5 3 géi/ ln, 1 lan/ ngay 

20,6 - 28 4 gdi/ lan, 1 lan/ ngay hodc 2 gdi/ lan, 2 lan/ ngay 

28,1 - 33 5 géi/ lan, 1 lan/ ngay 

33,1 - 40 6 gdi/ lan, 1 lan/ ngay hode 3 gdi/ lan, 2 lan/ ngay 

40,1 - 45 7 goi/ lan, 1 lan/ ngay 

Ghi chi: Tré em c6 can nang khdng dude liét ké 6 bang trén, tré em can nang trén 45 kg 

va ngudi Idn nén chon thudc cefixim cd ham lugng dugc chat va dang bao ché thich hop 

khac. 

Higu qua va an toan cila cefixim d tré dudi 6 thang tudi chua dude xdc lap. 

Suy than: 

Gefixim dude sit dyng trong trutng hp suy gidm chic nang than. Khéng can diéu chinh 

\iéu ddi vai nhitng bénh nhan cé dé thanh thai creatinin tl 20 ml/ phit tré lén. G nhiing 

bénh nhan cé dé thanh thai creatinin dudi 20 ml/ phit, khong nén vuot qua liéu 

200 mg x 1 ldn/ ngay. Liéu va sé lan dling thuéc déi vdi nhiing bénh nhan duy tri bing 

thdm phan phic mac lién tuc ngoai tra hodc tham phan mau phai tuan thea khuyén cdo 
tuang tu nhu déi vdi nhiing bénh nhan cé dé thanh thai creatinin dudi 20 ml/ phat. 

Hoic theo chi dan cla Thay thudc. 
CHONG CHI BINH 
Qua man vdi khang sinh cephalosporin hodc vdi bat ky ta dudc nao dude liét ké trong 

thanh phan ta dude. 

CANH BAO VA THAN TRONG KHI DUNG THUOC 
Bénh nao 

‘Hafixim 50 
Cefixim 50mg KI DS 

Cac beta-lactam, bao gém cefixim, lam bénh nhan cé nguy co mac bénh nao (bao gém co 

giat, ld ln, suy giam y thite, réi loan van dong), dac biét trong truting hop diing qua liéu 

hoac suy gidm chic nang than. 

Phan tng cé hai nghiém trong trén da 

Cac phan tng cé hai nghiém trong trén da nhu hoai tir biéu bi nhiém déc, hOi ching 

Stevens-Johnson va phat ban do thudc vdi ting bach cu di toan va cdc triéu ching toan 

than (DRESS) da dude bao cdo 6 mot sd bénh nhan ding cefixim. Khi xay ra cdc phan 

ting cd hai nghiém trong trén da, nén ngling dung cefixim va thuc hién cdc bién phap 

va/ hoc digutrj thich hap. 

Than trong khi ding cefixim cho nhiing bénh nhan qua man vdi cdc thudc khac. 
Qua man vdi penicilin 
Cling nhu cdc cephalosporin khac, nén than trong khi ding cefixim vdi nhiing bénh nhan 

c6 tién sif qua man véi penicilin, vi cé mat sé bang chting vé kha nang gay dj ting chéo 
mét phan gilla penicilin va cephalosporin. 

Bénh nhan da cé phan tng nghiém trong (bao gam ca séc phan vé) vdi cd hai nhom 

thudc, Néu xay ra phan ting dj ding vdi cefixim, nén ngiing thudc va diéu tri bang cdc thudc 
thich hdp néu can. 

Thiéu mau tan mau 
Thiéu mau tan mau do thudc, bao gdm cac truting hdp nang dan dén tl vong, da dude mé 
ta cho nhém cephalosporin. Sy tai phat cia bénh thiéu mau tan mau sau khi sit dung lai 

cephalosporin & bénh nhan co tién sif thiéu mau tan mau lién quan dén cephalosporin (ké 

ca cefixim) cling da dude bao cdo. 

Suy than cap 

Ciing nhv cac cephalosporin khac, cefixim cd thé gay suy than cap tinh bao gém viém 

dng than mé ké nhu mdt tinh trang bénh ly tiém 4n. Khi bi suy than cp, nén ngifng ding 
cefixim va thyc hién liéu phap va/ hode cac bién phap thich hdp. 

Suy than 

Cefixim nén dugc ding than trong d nhifng bénh nhan bi suy gidm chic nang than 16 rét 

(xem Cach dung, liéu ding). 
Sif dung cho tré em 

Tinh an toan cia cefixim d tré sinh non hodc tré sd sinh chua dude thiét lap. 

Biéu tri bang khang sinh phé rdng lam thay ddi hé vi Khuan binh thutng d dai trang va cé 
thé lam phat trién qua mic ching Clostridia. Cac nghién ctu cho thay déc td do 
Clostridium difficile sinh ra la nguyén nhan chinh gay tiéu chay do khang sinh. 

Viém dai trang gia mac cé lién quan dén viéc si’ dyng khang sinh phé réng (bao gom 

magcrolid, penicilin ban téng hdp, lincosamid va cephalosporin); do dé viéc quan trong la 

can can nhc & chan doan nay ddi véi nhiing bénh nhan bj tiéu chay lién quan dén viée si 
dyng khang sinh. Cac trigu ching cilia viém dai trang gia mac cé thé xay ra trang hodc 

sau khi diéu tri khang sinh. 
Xil tri viém dai trang gia mac bao gdm ndi soi dai trang, nghién ctu vi khudn thich hgp, 

truyén dich, din gidi va bé sung protein. Néu viém dai trang khéng cai thién sau khi 
ngifng ding thuéc, hod néu cdc triéu chitng nang thém, vancomycin dng la thuéc dude 

Iva chon dé diéu trj viém dai trang gid mac lién quan dén khang sinh do C. difficile sinh 

ra. Cac nguyén nhan khac cla viém dai trang dude loai tris. 

Lién quan dén ta duge 

Thudc nay chifa ft hon 1 mmol natri (23 mg) mdi gdi, cé nghia la “khang cé natri®. 

Thuéc cd chtta aspartam, mét ngudn phenylalanin. Bénh nhan bj phenylceton - nigu 

khdng nén ding thudc nay. 
sU DUNG THUGC CHO PHU NU C6 THAI VA CHO CON BU 
Cac nghién ciu vé sinh san a duge tién hanh trén chudt nhat va chudt céng vdi liéu lén 
ti 400 lan liguG ngudi va thay khdng cé bang chitng cé hai vé viéc suy gidm kha nang 
sinh san hoac gay hai cho thai nhi do cefixim. 0 thd, vai liéu gap 4 lan ligud ngudi, khong 
c6 bang chifng vé tac dung gay quai thai; cd ty lé cao vé say thai va chét thé me, cd thé [a 
sy nhay cam cia tho vai nhiing thay dai trong hé vi sinh dudng rudt do khang sinh gay ra. 

Khéng 6 nghién citu day di va cd kiém sodt & phy nif mang thai. Do dé, khdng nén ding 
cefixim cho phy nf cé thai hoac cho con bd tris khi dude bac si cho 1a cn thiét, 

ANH HUONG GUA THUGG LEN KHA NANG LAI XE, VAN HANH MAY Moc 
Trong truding hop xay ra tac dung khong mang muén nhu bénh nao (bao gdm co giat, ld 

lin, suy giam y thc, réi loan van déng), bénh nhan khéng nén lai xe hoc van hanh 

may méc. . 

TUGNG TAC, TUGNG KY CUA THUGC 
TUONG TAc THUGC 
Thudc chéng déng mau: Tuong ty voi cdc cephalosporin khac, d& ghi nhan sy gia tang 

thai gian prothrombin & mét sé bénh nhan. Do dd, can than trong d nhitng bénh nhan 

dang diéu tri chéng déng mau. 

Sit dyng than trong cefixim déi véi bénh nhan dang ding thuéc chong dong mau loai 
coumarin, vi du: warfarin kali. Vi cefixim lam tang téc dung cia thuéc chéng dang mau, 
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at ra thi tru@pg khi ding déng thdi cefixim. Can theo dai dé phat hién nhing 

tpgOcm Gd cBtdamazepin trong huyét tuong. 

wart ha@ekPhan ting duong tinh gia vdi glucose trong nudc tiéu cé thé xay ra vai 

Sanhédict hodc Fehling hodc vdi vién thi’ déng sulphat, nhung khong 

fiém dia trén phan ung enzym glucose oxidase. 

Abs trifc tiép duang tinh gid da dudc bao cdo trong qua trinh diéu tri bing 
g cephalosporin, do dé thi! nghiém Coombs duang tinh cé thé la do thudc. 

Twone KY THUGC: Khéng ap dung. 
TAC DUNG KHONG MONG MUGN CUA THUGC 
Cefixim thuding dugc dung nap tét. Cac tac dung khéng mong muén dugc quan sat thay 

trong cdc nghién citulam sang la nhe va thoang qua. 

Rai loan mau va hé bach huyét: 

Tang bach cau ai toan 
Mat bach cau hat 

Gidm bach cau 
Gidm bach cau trung tinh 

Gidm bach cau hat 
Thiéu mau tan mau 
Giam tiéu cdu 
Tang tiéu cau 
Réi loan tiéu héa: 

Dau bung 

Tiéu chay* 

Khé tiéu 

Budn nén 
Nén 

Day hai 

Rai loan gan mat: Vang da. 
Nhiém khudn va nhiém ky sinh tring: Viém dai trang gid mac. 
Cac xét nghiém: 

Tang AST 

Tang ALT 

Tang bilirubin 

Tang uré mau 

Tang creatinin mau 

Rai loan hé than kinh: 
Chéng mat 

Dau dau 
Cac truting hop co gidt di dugc bao cdo khi sit dung cephalosporin bao gém cefixim (tan 

suat khdng dud biét) ** 
Beta-lactam, bao gdm cefixim, khién bénh nhan cd nguy co mac bénh nao (bao gém co 

git, 1d lan, suy giam y thie, rdi loan van déng), dc biét trong truéng hop qua liu hoac 
suy than (tan sudt khéng xdc dinh) ** 

Rai loan hé hap, léng ngwc va trung that: Khd thd 

R@i loan than va tiét niéu: 
Suy than cap bao gdm viém éng than mé ké nhu mét tinh trang bénh ly tiém an 
Rai loan hé mién dich, rdi loan tai ché ding thudc, roi loan da va mé duéi da: 
Phan ting phan vé 

Phan ting giéng bénh huyét thanh 

Hai ching phat ban do thudc vdi tang bach cau di toan va cdc triéu ching toan than 
(DRESS) 
Natta 

Phat ban 

Sét do thudc 

Dau khdp 

Hang ban da dang 

Hi chiing Stevens-Johnson 

Hoai ti thuging bi nhiém déc 

Phii mach 

May day 

Sot 
Phil mat 
Nota b6 phan sinh duc 

Viém am dao 

Cac tac dung khéng mong mudn duc liét ké d trén da quan sat thay trong cdc nghién cu 

lam sang va/ hoac trong qué trinh si dyng trén thj trudng. 

* Tigu chay thuding lién quan dén ligu cao han. Mét s6 truding hop tiéu chay vita dén nang 
da dudc bao cao; dai khi phai ngting diéu tri. Nén ngifng ding cefixim néu bj tigu chay 

10 rét. 

** Khdng thé utc tinh tir di ligu cd sn. 

Théng bao cho bac si nhiing tac dyng khong mong muén gap phai khi siv dung thudc. 

QUA LIEU VA CAcH XU TRI 
C6 nguy co mac bénh nao trong trung hdp sit dung khang sinh beta-lactam, bao gém 

cefixim, dac biét trong truting hop qua ligu hoac suy than. 

Cac tac dung khéng mong mudn G mét sé ft ngudi tinh nguyén khde manh khi u6ng liéu 

duy nhat 2 g cefixim thi khéng khdc biét so véi nhifng bénh nhan dude diéu tri d ligu 

khuyén cdo. 
Khéng thé loai bd cefixim khdi tudn hoan vai sé lugng dang ké bang tham phan. 
Khdng cé thudc gidi déc dac hiéu. Khuyén cdo st dung cdc bién phap diéu tr trigu ching. 
BAC TINH DUOC LUC HOC 
Nhém dude ly: Khang sinh thuéc nhém cephalosporin thé hé tht 3, ma ATC: J01DD08 

Hafixim 50 Kids wdi thanh phan hoat chat chinh la cefixim, thudc nhém cephalosporin thé 

hé tht’ ba duting udng cd hoat tinh diét khuan in vitre chéng lai nhiéu loai vi khuan Gram 
dudng va Gram am. 

Higu qua lam sang da dude ching minh trong cdc bénh nhiém khuan do cac mam bénh 

thuting xay ra bao gém Streptococcus pneumoniae, Streptococcus pyogenes, 

Escherichia coli, Proteus mirabilis, cdc loai Klebsiella , Haemophilus influenzae (beta- 

lactamase dudng tinh va 4m tinh), Branhamella catarrhalis (beta-lactamase dudng tinh va 

am tinh) va cdc loai Enterobacter. Cefixim rat 6n dinh khi co mat cdc enzym 

beta-lactamase. 

Hau hét cdc ching Enterococci (Streptococcus faecalis, Streptococci nhém D) va 

Staphylococci (bao gdm ca cdc ching coagulase duong tinh va 4m tinh va cdc chiing dé 

khang vdi methicilin) déu dé khang vdi cefixim. Ngodi ra, hdu hét cdc ching 
Pseudomonas, Bacteroides fragilis, Listeria monocytogenes va Clostridia déu dé khang 

vdi cefixim. 

Co ché khang thudc: Co ché khang cefixim cia vi khudn [a gidm di lye cla cefixim ddi vdi 

protein dich hodc giam tinh tham cia mang té bao vi khudn dai vdi thudc. 

DAC TINH DUGC BONG HOC 
Sinh kha dung tuyét déi dudng uéng cla cefixim nam trong khoang 22 - 54%. Sy hap thu 

khong bi thay dai dang ké bdi sy hién dién cila thitc dn. Do dé, co thé ding cefixim ma 
khéng lién quan dén bifa an. 

Tu cdc nghién ctu in vitro, néng dé cefixim cé trong huyét thanh hodc nudc tiéu tir 

1 mcg/ ml trd lén duc xem la thich hop véi hau hét cdc tac nhan gay bénh phé bién. 

Thdng thuting, néng dé dinh trong huyét thanh sau liéu khuyén cdo danh cho ngudi !én 

hoc tré em {a ti 1,5 dén 3 meg/ ml. [t hodc khéng cé sy tich ldy cefixim xay ra sau khi 

dung nhigu lan, 

Dude déng hoc cila cefixim & ngudi cao tudi khoe manh (> 64 tudi) va ngudi tinh nguyén 

tré (11 - 35 tudi) dugc so sdnh khi dung liéu 400 mg x 4 lan/ ngay trong 5 ngay. Gid tri 
Cmax va AUC trung binh lén hon mét chit 6 ngudi cao tudi. Bénh nhan cao tudi cd thé 

ding liéu nhu liéu khuyén cdo cho ngudi Ién. 
Cefixim dugc thai trit chi yéu duéi dang thudc khdng thay déi trong nudc tiéu. Loc 6 cau 
than dude coi la cd ché chil yéu, Cac chat chuyén hda cla cefixim chua dude phan lap tir 
huyét thanh hoge nuéc tiéu d nguai. 
Lién két vdi protein huyét thanh duoc dac trung tot cho huyét thanh ngudi va dong vat; 
cefixim hau nhu chi lién két vdi phan albumin, phan ty do trung binh la khoang 30%. Lién 

két vdi protein cla cefixim chi phy thudéc vao néng dé trong huyét thanh nguti d néng dé 
rat cao, diéu nay khéng dude quan sat thay khi ding thudc trén lam sang. 
Bénh nhan suy than: 

G bénh nhan suy gidm chic nang than mifc dé trung binh (46 thanh thai creatinin tit 20 

dén 40 ml/ phat), thai gian ban thai trong huyét thanh trung binh cila cefixim kéo dai dén 
6,4 gid. O nguti suy than nang (dé thanh thai creatinin tS dén 20 ml/ phat), thoi gian 

ban thai ting lén trung binh la 11,5 gid. Thudc khdng dudc dao thai dang ké khdi mau 

bang thdm phan mau hoae tham phan phiic mac. Tuy nhién, mét nghién cifu chi ra rang 
véi liéu 400 mg, bénh nhan dang chay than nhan tao cd thanh phan mau tuong ty nhu dai 

tudng cé dé thanh thai creatinin tit 21 dén 60 mi/ phiit. 

Viéc bai tiét cefixim dude danh dau bang “C ti chudt me sang chuét con qua sila [a rat It 
(khoang 1,5% ham lugng cefixim trong co thé cia chuét me). Khéng cd san dif liu vé sy 
tiét cefixim trong sta me. Viéc bai tiét cefixim qua nhau thai la [t 6 chugt mang thai ding 

liéu cefixim dug danh dau. 
QUY CACH DONG GOI: Hop 24 gdi x 0,75 9. 
HAN DUNG: 36 thang ké ti’ ngay san xuat. 
DIEU KIEN BAO QUAN: Noi khd, nhigt dé khéng qua 30°C, trénh anh sang. 
TIEU CHUAN: TGCS. 

Co sé san xuat: 

CONG TY CO PHAN DUGC HAU GIANG - Chi nhénh nha may duge phdm DHG tai Hau Giang 
La B2 - B3, Khu cing nghiép Tan Phi Thanh - giai doan 1, xa Tan Pho Thanh, huyén Chau Thanh A, tinh Hau Giang, Viét Nam 

BT: (0293) 3953454 © Fax: (0293) 3953555 

joi thc mac vé san pham, 
‘xin vul lang tian he 

ra 0292.3899000 

E-mail: dhgpharma@dhgpharma.com.vn 
www.dhgpharma.com.vn 
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