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Thanh phanta duge: Natri citrat, acid citric khan, colloidal silicon dioxyd, aspartam, bot
hurang cam, mi tutti frutti, natri carboxymethylcellulose, povidon K30, manital.

DANG BAD CHE: Thudc bdt pha hdn dich udng.

M ta san pham: Thudc bot maw tréng d&n trdng nga, khd rdi, mui thom.

CHi BINH

Cefixim 13 mdt khdng sinh cephalosporin duiing udng cé hoat tinh digt khudn in vitro
chang lai nhiéu loai vi khudn Gram dugng va Gram &m.

Cefixim dugc chi dinh didu trj cdc bgnh nhiém khudn cap tinh sau gay ra bdi céc vi khudn
nhay cam:

Nhigm khudn dudng ha hap trén (URTI): vi dy vidm tai gitra; vA URTI khdc trong do vi
khuin gdy bénh dugc bigt hodc nghi ngdl cé kha ndng khang véi cac loai khing sinh
thuiing dugc sit dung khac, hodc truiing hop that bai didu trj cd thé mang lai nguy co
ding ké.

Nhi&m khudn du@ng hd hap dudi: vi dy viem phé quén.

Nhiém khudn diring tiét niéu: vi dy viém bang quang, vigm bing quang nigu dao, viém
bé than khang bign chiing.

Hiéu qué 1am sang da dudc chiing minh trong ¢4c bénh nhidm khudn do c4c vi khudn hao
0dm Streptococcus pneumoniae, Streptococcus pyogenes, Escherichia coll, Profeus
mirabilis, loai Kiebsiella, Haemophilus influenzae (beta-lactamase dugng tinh va @m
tinh), Branhamella catarrhalis (beta-lactamase dudng tinh va am tinh) vi cac lodi
Enterobacter. Cefixim rit 6n dinh khi c6 mit cic enzym beta-lactamase.

HAu hét cdc ching Enterococci (Streptocoscus faecalis, Streptococci nhém D) va
Staphylocacei (hao gm cdc chiing coagulase duang tinh va &m tinh v cdc chiing dé
khang vii methicilin) déu dé khang vGi cefixim. Ngoai ra, hiau hét cdc ching
Pseudomonas, Bacteriodes fragalis, Listeria monocytogenes va Glostridia déu dé khang
i cefixim.

CACH DUNG, LIEU DUNG

CACH DUNG: Ding duting udng.

Sy hap thu clia cefixim khang bj thay ddi ddng ké khi ca thic &n., Udng trude hodc sau bila
an déu dugc.

Cho bjt thudc vao khodng 5 - 10 ml nudc dun sdi dé ngudi hadic nutc loc, khudy déu va
uéng ngay.

LIEU DUNG

Thii gian digu tri thong thung 1a 7 ngay. Thai gian diéu trj co the tigp tuc tai da 14 ngay
néu dugc yéu cu.

Hafixim 50 Kids 13 thudc co dang bao ché diing thich hgp cha tré em trén 6 théng tudi véi
ligu khodng 8 mg/ kg/ ngay. ST dyng mét liéu duy nhat hang ngay hodc chia lam hai 14n,
4 mg/ kg mbi 12 gidh. Lidu lugng tinh theo géi thudc ey thé nhu sau:

Can n3ng cia tré (k) Liéu Iugng tinh theo gai thudc

5-758 1 gdi/ 1dn, 1 1an/ ngay
101-125 2 qdi/ I4n, 1 14n/ ngay hojc 1 gai/ 1dn, 2 140/ ngay
12,6 - 20,5 3 géif 14n, 1 1an/ ngay
20,6 - 28 4 gai/ Ildn, 1 1&n/ ngay hodc 2 gai/ lan, 2 lan/ ngay
28,1-33 5 gdi/ 1dn, 1 lin/ ngay
33,1-40 6 g4i/ In, 1 14n/ ngay hoje 3 géi/ 14n, 2 1&n/ ngay
40,1 - 45 7 goif lan, 1 1an/ ngay

Ghi chi: Tré em cd cin ndng khdng dugc ligt k& & bang trén, tré em cin ndng trén 45 kg
va ngudi Idn nén chon thudic cefixim ca ham lugng duge chat va dang bao ché thich hop
khdc.

Higuqua va an toan clia cefixim & tré dudi 6 thang tudi chua duge xAc lap.

Suy thin:

Gefixim duge sU dyung trong truting hop suy gidm chifc ning than. Khdng cdn digu chinh
|i8u daii vai nhitng bénh nhan cd d thanh thai creatinin tir 20 ml/ phat trd 1&n. & nhiing
bénh nhan co do thanh thai creatinin dudi 20 ml/ phat, khong nén wugt qua ligu
200 mg % 1 14n/ ngay. Liguva s& lin ding thudc d8i vai nhilng bénh nhin duy tri bing
thdm phan phic mac lién tue ngoai tri hodc tham phan may phai tudn thea khuyén cdo
tuang ty nhir dai vai nhiing bénh nhin cd dd thanh thai creatinin dudi 20 ml/ phit.

Hodc theo chi dan clia Thay thudc.

CHONG CHI B|NH

Qua man véi khang sinh cephalosporin hodic vdi bat ky td dudc nao dugc ligt ké trang
thanh phén ta dugc. .

GANH BAD VA THAN TRONG KHI DUNG THUOGC

Bénh nao

Hafixim 50

Cefixim 50mg KIDS

Céc beta-lactam, bao gém cefixim, lam b&nh nhan ¢d nguy co méc bénh ndo (bao gdm co
gidt, li 13n, suy giam y thie, rgi loan van dang), dic bigt trang trutng hgp ding gué lidu
hoic suy gidm chic ndng than.

Phén {ng cd hainghiémirong trén da

Cac phan (g ¢ hai nghiém trong trén da nhit hoai 1l bigu bi nhigm dbe, hoi ching
Stevens-Johnson va phét ban do thudc wi t3ng bach cdu ai toan va céc trigu ching toan
than (DRESS) da dugc bdo edo d mdt s§ banh nhan ding cefixim. Khi 3y ra cdc phin
ling cd hai nghiém trong trén da, nén ngling dung cefixim va thuc hién cac bién phap
va/ hojc didu trj thich hap.

Than trong khi diing cefixim cho nhiing b&nh nhan qua mén vai céc thudt khéc.

Qua man vdi penicilin

Clng nhu cdc cephalosporin khdc, nén than trong khi dilng cefixim véi nhing bénh nhan
¢d tién sl qua mén vdi penicilin, v c6 mdt sa bing chiing v& kha ndng gay dj ling chéo
mat phin gida penicilin va cephalosparin.

B&nh nhan da cd phan (ng nghidm trong (bao gdm ci sdc phan vé) véi ¢ hai nhém
thudic. N&u xay ra phan tng di ing véi cefixim, nén ngling thudc va diéu tri biing cic thudc
thich hap néu can.

Thiél mau tan mdu

Thigu méu tan mdu do thudic, bag gém céc truting hdp niing dan dén 1 vang, da duge mo
t3 cho nhém cephalasporin. Sy ti phat clia bénh thigu mau tan mdu sau khi st dyng lai
cephalosporin & b&nh nhan ca tién sif thigu mé&u tan mdu lién quan d&n cephalosparin (ké
ca cefixim) cling da duge bdo edo.

Suythin cap

Cing nhv cdc cephalosporin khac, cefixim ¢6 thé gay suy than cp tinh bao gém viém
ing than ma k& nhumat tinh trang bénh Iy tiém &n. Khi bi suy thén cap, nén ngling ding
cefixim va thyc hién ligu phap va/ hodc cac bign phap thich hap.

Suy than

Cefixim nén duge dung than trong @ nhiing bénh nhén bj suy gidm chic ndng thin 1o rét
(xem Cdch ding, liéu ding).

Sif dung cho tré em

Tinh an toan cla cefixim d tré sinh non hoidic tré sd sinh chua dude thigt 1ap

Diéu trf bing khdng sinh phd rgng lam thay déi hé vi khuin binh thubing & dai trang v cd
thé lam phat trién qué mic ching Clostridia. Cdc nghién citu cho thay dc 16 do
Clostridium difficile sinh ra 12 nguyén nhan chinh gay tiéu chay do khang sinh.

Viém dai trang gid mac cd lién quan @€n viéc s dung khang sinh pha ring (bao gdm
macralid, penicilin ban tdng hop, lincosamid vi cephalosporin); do da vigc quan trong 2
cdn cdn nhic & chdn dodn nay ddi véi nhiing bénh nhan bi tiéw chy lién quan dén vige st
dyng khang sinh. C4c tridu ching clia vigm dai tring gid mac c6 thé xay ra trong hodic
sau khi diéu trj khang sinh.

Xii tef viém dal trang gid mac bao gém ndi soi dai trang, nghién ciu vi khudn thich hap,
truyén dich, dign gidi va bd sung protein. NEU viem dai trang khdng cdi thién sau khi
ngifng dilng thudc, hodc néu cic triéu chitg ning thém, vancomycin udng 1A thudc dugc
lya chon dé diéu trj viem dai trang gid mac lién guan d&n khang sinh do G. difficile sinh
ra. Gac nguy@n nhan khac clia viém dai trang dugc loal trit.

Lién quan dén ti dugc

Thudc ndy chifa it han 1 mmol natri (23 mg) mdi géi, ca nghia la “khang co natri”.

Thudc cé chita aspartam, mdt ngudn phenylalanin. Bénh nhan bj phenylceton - nigu
khéing nén ding thudc nay.

St/ DUNG THUGC CHO PHY NU €O THAI VA CHO CON BU

Cac nghién ciu vé sinh s&n da dugc tign hanh trén chudt nhit va chugt cong véi lidu Ién
16i 400 Ian lidu & nguii va thady khdng cd bing chitng cd hai vé viéc suy gidm kha ning
sinh san hoic gy hai cho thai nhi do cefixim. @ thd, vdi liéu g&p 4 Idn liéud ngudi, khong
6 bang chifng vé tac dung gay qudi thai; cd 1y Ié cao vé siy thai vi chétthd me, b thé I3
sif nhay cdm ciia thd vdi nhiing thay ddi trang hé vi sinh duing rudt do khing sinh gay ra.
Khang 6 nghién ciiu ddy dii va cé kifm sodt & phy nii mang thai. Do dé, khdng nén ding
cefixim cho phy n cd thai hodic cha con bd tri khi dusic bic 7 cha 1a cdn thiét,

ANH HUGNG CUA THUGT LEN KHA NANG LAI XE, VAN HANH MAY MOC

Trong truéing hop xay ra tic dung khdng mang mudn nhu bénh nao (bao gom co giat,
I&n, suy giam ¥ thifc, réi loan van déng), bénh nhidn khdng nén lai xe hoic van hanh
mdy moc. .

TUGNG TAC, TUONG KY COA THUGC

TUGNG TAC THUDG

Thudc chiing dang mau: Tuong ty vai cdc cephalosporin khac, da ghi nhdn sy gia ting
thii gian prothrombin & mgt sd bénh nhan. Do dé, cdn than trong & nhiing bénh nhin
dang diéu trj chdng dong mau.

Sif dung than trong cefixim ddi vai hénh nhan dang diing thudc chéng dong mdau loai
coumarin, vi dy: warfarin kali. i cefixim [am ting téc dung clia thudc chéing déing méu,
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in kéo dai co thé xdy ra hign tugng cd hodic khong kém theo

Gﬁi ra thi triGpg khi dung dong thai cefixim. Can theo ddi ¢ phat hign nhiing
Lﬁﬁﬂmng d ct?amazepm trong huyéttuang

CEDhE|USpﬂI’II‘I do dé thif nghigm Coombs duang tinh ¢é thé 1a do thuic.
TITUNG KY THUDC: Khang 4p dyng.

TAC DUNG KHONG MONG MUDN cOA THUGG

Gefixim thuéing dugc dung nap ot Céc tac dung khdng mang mudn dugc quan sét thay
trong cdc nghién cifu 1am sang la nhe va thoang qua.

Rdi logn madu va hé bach huyét:

Tang bach cau di toan

Mat bach cdu hat

Giam bach cdu

Gidm bach cau trung tinh

Gidm bach cdu hat

Thigu méutan méu

Giam tifu cdu

Ting tiéu ciu

Rdiloantigu héa:

Pau byng

Tiguchdy*

Kha tiéu

Budn nén

Nén

Day hai

Rdiloan gan mét: Vang da.

Nhi&m khugn va nhim ky sinh triing: Viém dai tring gia mac.

Cac xét nghigm:

Tédng AST

Tang ALT

Téng bilirubin

Tang uré mdu

Téng creatinin mau

Rdi loan hé thdn kinh:

Chéng mat

Dauddu

Céc truting hop co gidt d3 duge bao cdo khi sir dyng cephalosporin bao gém cefixim (tin
suit khdng dugc bigt) **

Beta-lactam, ban géim cefixim, khién b&nh nhin cd nguy cd médc bénh nio (bao gdm co
gidt, 10 1an, suy giam ¥ thife, rdi loan vén dong), dic biét trong trubing hgp qua lidu hodic
suy thin (tdn sudt khéing xac dinh) **

Ridi loan hd hap, 1dng ngwc va trung that: Khd thi

Rdi loan than va tiél nigu:

Suy thin cip ban gdm viém éng thén md k& nhu mdt tinh trang béanh Iy tiém &n

Rii loan hé mién dich, rii loan tai ché diing thudk, réi lngn da v ma dudi da:

Phén ting phan vé

Phan ting gifing bénh huyét thanh

Hai chitng phat ban do thufic vdi ting bach cdu i toan va cdc tridu chiing toan thin
(DRESS)

Ngifa

Phat ban

St da thudc

Daukhdp

Hang ban da dang

Hbi chiing Stevens-Johnsan

Hoai tli thugng bl nhigm déc

Phit mach

May day

sot

Phil mit

Ng'a bg phin sinh dyc

Viem am dao

Céc tac dung khidng mang mudn dugc ligt ke @ trén da quan sdt thay trong cdc nghién ciiu

1dm sang va/ hojc trong qua trinh str dyng trén thi trutng.

* Tigu chay thuting lién quan dén liéu cao hdn. Mgt s@ truting hap tiéu chay visa dén ning
da dugc bao cdo; doi khi phdi ngiing diu tri. Nén ngiing diing cefixim néu bj tiéu chay
1o rét.

** Khng thé udc tinh tir dd ligu c6 sdn.

Théng bao cho bag si nhilng tac dyng khdng mong muén gip phai khi st dung thudc,
QUA LIEU VA CACH XU TRI

Gé nguy co méc bénh nda trong truting hap st dung khdng sinh beta-lactam, bao gém
cefixim, dac bigt trong trudng hap qud ligu hodc suy than.

Gac tac dung khdng mong mudn & mdt o ft ngudi tinh nguyén khde manh khi udng liéu
duy nhét 2 g cefixim thi khang khdc biét so vdi nhitng bénh nhin dugc diéu tri d liéu
khuy&n céa,

Khdng thé loai b cefixim khditudn hodn véi sd IUgng ddng ké bing tham phan.

Khdng co thudc gidi doc dac higu. Khuy&n cdo st dung cdc bién phdp diéu tri trigu ching.
BAC TINH DUGC LUG HOC

Nhém dugc y: Khdng sinh thudc nhdm cephalosporin thé hé thir 3, ma ATC: J01DD08
Hafixim 50 Kids wgi thanh phin hoat chat chinh I cefixim, thudc nhom cephalesparin the
hé thii ba duBing uéng cd hoat tinh diét khudn in vitro chang lai nhiéu loai vi khudn Gram
dugng va Gram am.

Higu qué 1am sing d3 duge chiing minh trong cdc bénh nhigm khuin do cic mdm bénh
thuging xdy ra bao gdm Streptococcus pneumoniae, Sireptococcus pyogenes,
Escherichia coli, Proteus mirabilis, cic loai Klebsiella , Haemophilus influenzae (beta-
lactamase dudng tinh va &m tinh), Branhamella catarrhalis (beta-lactamase dudng tinh va
am tinh} va cdc loai Enferobacter. Cefixim rdt 6n dinh khi c6 mit céc enzym
beta-factamase.

Hau hét céc ching Enterococci (Streplococcus faccalis, Streptococci nhdm D) va
Staphylococei (bao gom ¢d cdc chiing coagulase duang th va Am tinh va cdc chiing d8
khing vai methicilin) déu d8 khang vdi cefixim. Ngoai ra, hdu hét cdc ching
Pseudomonas, Bacteroides fragilis, Listeria monecytagenes va Clostridia déu dé khang
vai cefixim.

Cd ché khdng thudc: Co ché khdng cefixim clia vi khudn 12 gidm ai Iyc clia cefixim dai vai
protein dich hodic giam tinh thdm cla mang t& bao vi khu&n dai véi thudc.

DAC TINH DUGC BONG HOG

Sinh kh dung tuyét déi duting uding cla cefixim nam trong khodng 22 - 54%. Sif hip thu
khdng bi thay ddi ddng k& bdi su hign dién cla thirc &n. Do do, ¢a thé ding cefixim ma
khang lién quan dén bifa &n.

TU cdc nghign ciu in vitre, ndng dg cefixim cd trong huyét thanh hodc nudc tifu tir
1 meg/ mi trd 18n dugc xem la thich hop véi hau hét cdc tdc nhan gay bénh pha bign.
Thong thudng, ndng dd dinh trong huyét thanh sau liéu khuy&n cdo danh cho ngudi 1Gn
hojc trd em 13 tir 1,5 dén 3 meg/ ml. [t hodic khong é su tich iy cefixim xay ra sau khi
dung nhiguldn,

Dugc ddng hoc ciia cefixim & ngudi cao tudi khde manh (> 64 tudi) vi ngudi tinh nguyén
tré (11 - 35 tudi) dugc so sénh khi ding liéu 400 mg x 1 14n/ ngay trong 5 ngay. Gid tri
Cmax vi AUG trung binh I6n han mat chit & ngudi cao tudi. Bnh nhin cao tudi ¢b thé
dung liéu nhu liéu khuy€n cdo cho ngudi ln.

Cefixim dugc thai trir chd y&u dusi dang thudc khong thay ddi trong nudc tigu. Loc & cau
than dugc coi 12 cd ché chli yéu. Cdc chat chuyén hoa cla cefixim chua duge phan I2p ti
huy&t thanh hodc nuéic tigu a ngudi,

Lién k&t vdi protein huy&t thanh duge d¢ac trung tat cho huygt thanh nguli va dong vat;
cefixim hau nhu chl [i&n k&t vdi phan albumin, phdn ty do trung binh Ia khodng 30%. Lién
ket i protein cla cefixim chi phu thuGic vao ndng dé trong huy&t thanh nguti & ndng do
rdt cao, digu nay khdng dugc quan sat thay khi diing thudc trén ldm sang.

Bénh nhan suy than:

f bénh nhan sty gidm chilc ndng thin mife da trung binh (A9 thanh thai creatinin tir 20
dén 40 ml/ phit), thai gian bén thai trong huy€t thanh trung binh cla cefixim kéo dai dén
6,4 giti. O ngubi suy thadn nang (40 thanh thii creatinin tit 5 G&n 20 ml phot), thai gian
bén thai ting Ién trung binh Ia 11,5 gid. Thudc khdng dugc die thai ding k& khoi mau
bang tham phan mau hodc thim phan phiic mac. Tuy nhién, mot nghign ciu chi ra ring
véi liéu 400 mg, bénh nhin dang chay than nhan tao cd thanh phdn méau tuong tu nhu i
tugng cd df thanh thai creatinin tif 21 dén 60 ml/ phiit.

Vigc bai tigt cefixim dugc danh dau bing “C 1 chugt me sang chudt con qua sfia 1a rat it
{khodng 1,5% ham ludng cefixim trong ca the clia chudt me). Khang ca s&n dii ligu vé sy
tiét cefixim trong sTa me. Vigc bai tigt cefixim qua nhau thai Ia it & chugt mang thal ding
lidu cefixim duge ddnh dau.

OUY CACH DGNG GGI: Hop 24 g6i x 0,75 g.

HAN DUNG: 36 thang ké tif ngay sin xut.

DIEU KIEN BAO QUAN: Noi khd, nhigt do khong qua 30°C, trénh dnh séng.

TIEU CHURN: TCCS.

Co sd san xuat:

CONG TY GO PHAN DUOG HAU GIANG - Ghi nhanh nha mdy duge phim DHE tai Hau Giang
La B2 - B3, Khu cdng nghigp Tan Phi Thanh - giai doan 1, xa Tan Phi Thanh, huyén Chdu Thanh A, tinh H3u Giang, Viét Nam

DT: (0293) 3953454 & Fax: (0293) 3953555

i hic m3c us s3n phim,
xin vul lang lién hé
@ 0292.3893000
E-mail: dhgpharma@dhgpharma.cam.vn
www.dhgpharma.com.vn
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