3

. 7 . ‘7“ &}
T Ceanires D255 4% Lyr0
CUC QUAN LY DUGC

DA PHE DUYET

o ¢

|
il
“”

Rx - Thudc ban theo don

MECEFIX-B.E

Cefixim

wixyao

061 3F8-X1H393IN

\
Hoép 2 vi

MERAP crour x 10 vién nang ciing w

Thanh phdn Béo quan: Trong bao bi kin, noi khd, dudi 30 OC, tranh anh sang truc tiép
M&i vién nang ciing chua: £ o vy i oo

Cefixim trihydrat tuong dudng Cefixim ........... 150 mg Poc k§ huéng din sii dung truéc khi ding

Téa dudgc vira di . 1vién

Chi dinh, liéu ding & cach dung, chdng chi dinh va LSX:
céc thong tin khac: Xin xem t8 huéng dén sl dung NSX:
San xuét bdi CONG TY CG PHAN TAP BOAN MERAP HD:

Ba Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam

Rx - Prescription drug

MECEFIX-B.E 15Q

Cefixim

my

MECEFIX-B.E 150

E
>
=
(]
Box of 2 blisters o

MERAP croue of 10 hard capsules

Composition Storage

Each hard capsule contains: Store in tight container, dry place, below 30 0C, protect from direct light

Cefixime trihydrate equivalent to Cefixime ........... 150 mg

Excipients q.s.1 capsule Keep out of reach of children

Indications, dosage & administration, contraindications  Carefully read the accompanying instructions before use
and other informations: Please see the insert inside

Manufactured by MERAP GROUP SDBK/Visa No:
Ba Khe, Tan Tien, Van Giang, Hung Yen, Viet Nam
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MECEFIX-B.E

Cefixim

Hép 1 lo 100 vién nang cling

—
Thanh phan
M&i vién nang cling chira: Cefixim trihydrat
twong dwong .................. 150 mg Cefixim
Ta dwge vira QU ... 1 vién

Chi dinh, liéu diing & cach diing, chéng
chi dinh va cac théng tin khac

Xin xem t& huéng dan st dung

Bao quan

Trong bao bi kin, noi khd, dudi 30 °C, tranh anh
sang tryc tiép

Dé xa tam tay tré em

Poc ki hudng din st dung trwoe khi diing
SPK/Visa No:

San xudt ﬁ MERAP crour

Cong Ty C4 Phan Tap Doan Merap
B4 Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam
WWW.merapgroup.com
Rx - Thuéc ban theo don Thanh phan W
M&i vién nang clirng chira: Cefixim trihydrat
twong dwong ................... 150 mg Cefixim
L 5 TA dWYE VIFa QU ...ovcccrvvunesissasranens 1 vién
_— LSX:
Cefixim 150 mg
HD:
Hop 1 lo 100 vid v § # MERAP 0.
e e aig WPMER sanxuit CONG TY O PHAN TAP DOAN MERAP

2/ Brs s AR

Rx - Prescription drug

MECEFIX-B.E

Cefixime

Box of 1 bottle of 100 hard capsules

Composition

Each hard capsule contains: Cefixime trihydrate
equivalent to ... 150 mg Cefixime
Excipients .... sesnsennss 08,1 CAPSUlE
Indications, dosage administration,
contraindications and other informations
Please see the insert inside

Storage

Store in tight container, dry place, below 30 °C,
protect from direct light

Keep out of reach of children

Carefully read the accompanying instruc-
tions before use

Manufactured ﬁ MERAP crour

Merap Group Corporation
Ba Khe, Tan Tien, Van Giang, Hung Yen, Vietnam
WWW.merapgroup.com




Cefixim

35

MECEFIX-B.E

Hép 1 lo 200 vién nang cling

~
i
Thanh phan
Mai vién nang cling chira: Cefixim trihydrat
. twong duong .................... 150 mg Cefixim
Thudc ban theo don Ta dwge vira QU ...ceereeeeeceeeereenns 1 vién

Chi dinh, liéu dung & céch diing, chéng
chi dinh va cac théng tin khac

Xin xem t& hwéng dan str dung

Bao quan

Trong bao bi kin, noi khé, dugi 30 C, tranh &nh
sang tryc tiép

Dé xa tam tay tré em

Doc ki hwéng dan siv dung treée khi diing

SBK/Visa No:

San xuat ﬁ MERAP Grour

Cong Ty (3 Phan Tap Doan Merap
B4 Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam
Www.merapgroup.com

Rx - Thudc ban theo don

MECEFIX-B.E

Cefixim 150 mg

Hdp 1 I 200 vién nang cling

Thanh phén

Méi vién nang cirng chira: Cefixim trihydrat

twong duwong
Ta dwoc vira

LSX:
HD:

.................... 150 mg Cefixim
da . 1 vién

Rx - Prescription drug

MECEFIX-B.E

Cefixime

Box of 1 bottle of 200 hard capsules

Composition

Each hard capsule contains: Cefixime trihydrate
equivalent to .......cceeueee 150 mg Cefixime
EXCIDIBRIS . cxcveneisessinsnisonasnans g.s.1 capsule

Indications, dosage & administration,
contraindications and other informations
Please see the insert inside

Storage

Store in tight container, dry place, below 30 °C,
protect from direct light

Keep out of reach of children

Carefully read the accompanying instruc-
tions before use

Manufactured “ MERAP crour

Merap Group Corporation
Ba Khe, Tan Tien, Van Giang, Hung Yen, Vietnam
Www.merapgroup.com

sanxuidt CONG TY CO PHAN TAP DOAN MERAP
Ba Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam




Hudng dan sU dung thudc cho bénh nhan

MECEFIX-B.E 150 mg

Cefixime

T HUSNG DAN SUDUNG THUGC

THUOC CHI DUNG THEO BON CUA BAC ST
DE XA TAM TAY TRE EM. DOC KY HPONG DAN SU’ DUNG TRUG'C KHI DUNG
Théng bio ngay cho bac st hoiic dugre sTnhimg tic dyng khdng mong muén gép phai khi str dung thuéc

THANH PHAN

Mai vién nang ctng chira 150 mg cefixime (duéi dang cefixime trihydrate)

T4 dugc: Lactose monohydat, magnesium stearat, vé nang clrng

MO TA DANG BAO CHE: Vién nang cing

QUY CACH DONG GOI

Hép 2 vi x 10 vién nang

Hop 1 lo 100 vién nang

Hop 1 lp 200 vién nang

THUOC DUNG CHO BENH Gi?

Cefixime dugc chi dinh didu trj cac nhidm khudn gay bdi vi khudn nhay cam & ngudi 16n va tré em tir 6 thang tudi tré 18n bao gdm

« Nhiém khuan duong tiét niu khong bién chiing gay bai Escherichia coli va Proteus mirabills

« Viém tai gitva gay boi clia Haemophilus influenzae, Moraxella catarrhalis va Streptococcus pyogenes (higu qua diéu trj d6i voi viem tai gitra gay boi
Streptococcus pyogenes dugc nghién clru it hon 10 truong hop)

+ Viém hong va viém amidan gay bdi Streptococcus pyogenes (Chu y: Penicillin 1a thuc thueng dugc lya chon trong didu tri nhidm khudn gay boi
Streptococcus pyog Cefixime thwdng hidu qua trong logi b trigt dé Streptococcus pyogenes viing vom hong; tuy nhién khong c6 d@ liéu cong bd
higu qua clia cefixime trong ngén ngtra bién chimg sét thap khop)

« Dot kich phat ctia viem phé quan man tinh gy bdi Streptococcus pneumoniae va Haemophilus influenzae

« Bénh 1au khong bién chiing (C4 tr cung/Nigu dao) gay boi Neisseria gonorrhoeae (cac chiing sinh penicillinase va khéng sinh penicillinase)

NEN DUNG THUOC NAY NHU THE NAO?

Liéu dung

Nguwi I6n: Lidu khuyén céo clia cefixime |a 400 mg/ngay, dung fidu ubng duy nhét hodc chia Iam 2 IAn, cach nhau 12 gior. Trong diéu trj bgnh lu cb tir
cung/ niéu dao khong bién ching, mot lidu ubng duy nhét 400 mg duoc khuyén céo. Thudc co thé ubng khang phu thuéc thdi diém clia bra an

Trong diéu trj nhiém khudn do Streptococcus pyogenes, thoi gian didu tr véi cefixime téi thiéu la 10 ngay

Tré em tir 6 théng tudi: Lidu khuyén céo 14 8 mg/kg/ngay, dung liéu uéng duy nhat hoéc chia lam 2 14n, 4 mg/kg méi 12 gi¢r

Lidu khuyén cao & déi twgng tré em cé thé dugc xac dinh véi tirng khoang can néng theo Bang 1 dwoi day

Bang 1. Lidu khuyén céo cua cefixime trén déi twong tré em theo can nang

Can ning cua tré (kg) Lidu dung/ngay (mg)
5-17,5" 50
7,6 -10 80
10,1 -12,5 100
12,6 - 20,5 150
20,6 - 28 200
28,1 -33 250
33,1-40 300
40,1 - 45 350
Tie trén 45,1 400
* Nang do thuéc trong hén dich phii hop véi tré em ¢ khoang can nang nay 1a 100 mg/5 ml hodc 200 mg/5 mi w
Lidu dung déi voi tré em tir trén 45 kg hogic trén 12 tudi tuong ty lidu khuyén céo & ngudilon
Didu trj viém tai gia nén diing dang hén dich. Cac thiy nghiém Iam sang vé diéu tr viém tai gitra cho théy néng do dugc chét trong mau khi st duhg

dang hén dich cao hon so véi khi st dung dang vién nén trén clng mot lidu dung

Véi dbi twgng tré em khong nuét duge ca vién, nén st dung dang cém pha hén dich

Bénh nhan suy thén: D6i véi bénh nhan cé d6 thanh thai creatinin tir 60 ml/phut tré 1&n, khong can didu chinh liéu. B&i v&i cac bénh nhan suy than, can
didu chinh lidu ding theo Bang 2. ThAm tach méu va thdm phan phic mac ddu khong loai dugc mdt lugng thube déng ké ra khai co thé

Bang 2. Lidu dung trén déi twgng bénh nhan suy than

D¢ thanh thal Creatinin (ml/phut) Liéu ding/ngay (mg)
Tir trén 60 Lidu thong thudng
21 — 59* hodic thAm tach mau 260
Tir dwoi 20 hoc thAm phan phic mac lién tyc 172

* Néng do thuéc trong hén dich phu hgp voi bgnh nhan suy than Ia 200 mg/5 ml hogc 500 mg/5 ml

KHI NAO KHONG NEN DUNG THUOC NAY?

Khéng sir dung thudc ndy trén cac bénh nhan qua mén véi bét ky thanh phan nao cta thubc va bénh nhan dj ing véi bét ky khang sinh beta-lactam nao
khac

TAC DUNG KHONG MONG MUON

Théng tin ti cac thir nghi¢m lam sang

Tac dyng khong mong muén thudng thdy nhét trong cac thir nghigm tai My khi s dyng dang vién nén 1a cac vén dé trén tiéu hoa, véi 30% bgnh nhan
trudng thanh gap phai khi p dyng ché do mot Jiu duy nhét hay chia 1am hai liu mdi ngay. 5% bénh nhan trong cac ther nghiém tai My da ngirng diéu
tri do cac tac dyng khéng mong muén lién quan dén thubc. Cac tac dung khéng mong mubn cy thé 1a: tiéu chay 16%, di ngoai phan 16ng hodc thudng
xuyén 6%, dau bung 3%, bubn non 7%, kho tiéu 3%, day hoi 4%. Ty 1& gép cac tac dung khéng mong mudn trén tiéu héa, bao gdm ca tidu chay va di
ngoai phan léng, & tré em s dung hén dich twong ty ty 1& gép & ngudi Ién si dung vién nén

Théng tin tir qua trinh lwu hanh

Cac tac dyng khéng mong muén sau dugc bao céo sau khi sir dyng cefixime. Ty 1& gép phai dudi 2%

Tiéu héa: Pau byng, kho tiéu, dAy hoi, tiéu chay, budn nén va nén.

Hé mién dich, da va mé dwéi da: Cac phan (ng phan vé (bao gdm séc va co thé ti vong), phat ban da, may day, sét do thubc, nglra, ngtra by phén
sinh duc, viém am dao,dau khop, phi mach, phu mat. Héng ban da dang, héi ching Stevens-Johnson, hoai tir thwgng bi nhiém ddc (hi chirng Lyell)
va phan ing giéng bénh huyét thanh d& dugc béo cao

Gan: Viém gan, vang da

Nhiém khudn va ky sinh trang: Mgt sé trueng hop viem dai trang gid mac da dugc phét hién trong c4c thir nghiém 1am sang. Céc trigu ching khoi
phat ctia viém dai trang gia mac co thé xuAt hién trong hodc sau diéu tri. B¢nh nam Candida

Than: Suy than c&p bao gdm viém 6ng than mo ké Ia tinh trang bénh Iy co ban

Hé than kinh trung wong: Nhirc d4u, chong mét, co giat

Trang 1/4
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Hé hép, 16ng ngyre va trung that: Kho the

Hé méu va bach huyét: Giam tiéu ciu thoang qua, giam bach cAu, giam bach cAu trung tinh, kéo dai thoi gian prothrombin, tang LDH, giam toan thé
huyét cAu, gidm bach cAu hat, va ting bach cau ai toan, ting tiéu cau, thiéu méu tan mau

Bt thiromg xét nghiém: Tang bilirubin mau, tang nhat thei ure mau hodc creatinin, tang nhét thoi SGPT, SGOT va phosphatase Kiém

NEN TRANH DUNG NHO'NG THUOC HOAC THY'C PHAM Gi KHI DANG SU’ DUNG THUOC NAY?

Carbamazepine

Tang ndng d carbamazepine khi s& dyng ddng thoi voi cefixime da dugc bao céo. Dinh lugng thudc co thé hé tro phét hién sy thay ddi nbng do
carbamazepine trong huyét trong

Warfarin va cac thudc chéng déng

Tang thoi gian prothrombin, c6 hodc khéng co chay mau, da dwgc béo céo khi dung ddng thai voi cefixime

Xét nghiém

Phan (ng duong tinh gid voi ceton nigu c6 thé& xay ra khi xét nghigm st dyng nitroprussid, nhung khong xay ra khi sir dyng nitroferricyanid

Viéc st dung cefixime c6 thé dan dén phan Gng duong tinh gia véi glucose trong nudc tiéu khi st dyng Clinitest®"*, dung dich Benedict hoac Fehling.
Cac xét nghiém glucose dya trén phan (ng enzym glucose oxidase (nhu Clinistix® ** hodc TesTape® **) dugc khuyén cao str dung. Nghiém phap
Coombs éruc tiép duong tinh gia da dugc bao cao khi diu trj voi cac cephalosporin khac. Do d6, cAn nhan ra nghiém phap Coombs duong tinh ¢o thé
14 do thuoe

(**) Clinitest® va Clinistix® 1a cac nhan hiéu da dang ky bdi Ames Division, Miles Laboratories Inc.; TesTape® la nhan hiu da dang ky béi Eli Lilly and
Company

CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC ?

Néu quén khang dung thudc, hay dung ngay khi nhé ra. Tuy nhién, néu da gan dén thoi diém cua lidu ké tiép, hdy bo qua liéu da quén. Khong ding lidu
cao gép doi d& b cho liéu da quén

BAO QUAN: Bao quan trong bao bi kin, noi kho, dui 30 °C, trénh anh sang tryc tiép

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Khi qua liu cefixime c6 thé cé triéu chizng co giat. Cac tc dyng khong mong mudn trén mdt s6 nhd nhiing ngudi tinh nguyén khoe manh khi uéng liéu
duy nhét 2 g cefixime khang khac nhrng bénh nhan dugc diéu trj & lidu khuyén céo

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO

Khi ding qua lidu khuyén céo, lién hé ngay v&i béc sT dé dugo tr vén

THAN TRONG KHI DUNG THUGC

Tré em

An toan va hiéu qué ciia cefixime trén tré duei 6 théng tudi chura dugc thiét 1ap

Ty 16 gép cac tac dung khdng mong mudn trén tidu hoa, bao gdm ca tiéu chay va di ngoai phan 1dng, & tré em st dyng hén dich twong tv ty 1& gép &
nguoi lon st dung vién nén

Ngwdi cao tudi

Céc nghién ct 1am sang khong bao gém i 6 lugng d6i tugng t trén 65 tudi dé xac dinh co hay khéng sy khdc biét dap (ing gira ngui cao tudi va
cac dbi tegng tré hon. Kinh nghiém lam sang dugc béo cao khong xéc dinh dwgc co sy khac biét dap ing gitra c4c bénh nhén cao tudi va bgnh nhan
tré. Mot nghién clu duoc Ive hoc & nguwoi cao tudi da phat hién su khéc biét vé cac thong sb duoc lyc hoc gitra hai nhém @éi twong nay, tuy nhién,
nhirng khéc biét nay nho va khang cho thy sy cAn thiét phai didu chinh lidu & nguei cao tudi

Suy than

Phai diéu chinh lidu cefixime trén bénh nhan c6 suy than, cing nhu dang thAm phan phic mac lién tuc va tham tach mau. Bénh nhan trong qué trinh
tham phan mau can dugc theo déi can than khi st dung cefixime

Phan (rng qua mén

Céc phan (rng phan vé (bao gbm sbc va cb thé tr vong) da dugc bo cdo khi s dung cefixime

Trudc khi bét dau didu tri voi cefixime, can xac dinh bgnh nhén co tién st phan (ng qua mén véi cephalosporin, penicillin hodc cac thudc khac hay
khong. Néu thubc nay dugc dung cho nhiing bénh nhan nhay cam véi penicillin, can than trong Vi sy quéa man chéo gitra cac thudc khang sinh
beta-lactam da dwoc ghi nhén va co thé xay ra trén 10% bénh nhan c6 tidn sir dj tng penicillin. Néu xay ra phan (ng dj ing véi cefixime, hay ngirng
thuée

Tiéu chay do Clostridium difficile

Tiéu chay do Clostridium difficile (CDAD) da duwgc bao co voi hdu hét cac khang sinh, bao gbm ca cefixime, voi mirc d nghiém trong tlr tiéu chay nhe
dén viém dai trang gay t& vong. Viéc diéu tri béing cac khang sinh lam thay d6i hé vi khun binh thwéng & dai trang, dan dén phét trién sy qua mc cla
C.difficile

C.difficile sinh doc t& A va B, gop phan phat trién CDAD. Céc ching sinh dgc 16 cao ciia C.difficile 1am gia tang bénh tat va ti¥ vong Vi cac chiing nay c6
thé khang khang sinh va cé thé can phau thugt ct bd k&t trang. CDAD phai dugc xem xét & tét ca cac bgnh nhan cd tiéu chay sau khi str dung khang
sinh. Danh gia can than bénh st 1a can thiét béi CDAD da dugc béo cao xay ra sau hon hai thang st dung khang sinh.

Néu nghi ng& hogic khang dinh méc CDAD, ngting st dyng khang sinh khang téc dyng tryc tiép voi C.difficile. BU nuoc va dign gii, bd sung protein,
didu tri bang khang sinh c6 tac dung véi C.difficile, va danh gia phéu thuat cAn dugc tién hanh theo chi dinh lam sang

Anh hwéng dén dong mau: Cac cephalosporin, bao gdm ca cefixime, c6 thé gay gidm hoat tinh prothrombin. Nhém nguy co bao gdm bgnh nhan suy
gan hoc suy thén, tinh trang dinh dudng kém, bénh nhan st dyng liéu trinh khéng sinh kéo dai, va bénh nhan trude do da st dyng dn dinh ligu phap
chéng déng mau. Thoi gian prothrombin phai dugc theo déi & nhirng bgnh nhan 6 nguy co va sir dyng vitamin K theo chi dinh

Phat trién vi khuan khang thuéc: Ké don cefixime khi khong c6 mdi nghi nge 16 rang hodc nhidm khudn da dugc chiing minh sé kiiong dem lai loi ich
cho bénh nhan va Iam téng nguy co phat trién cac vi khudn khang thuéc

Than trong ta dwgc st dung

Thuéc chira lactose: Than trong khi st dung & nhiing ngudi khéng dung nap mjt s6 loai dwéng. Bénh nhén cé céc vAn dé diftruyén hi&g@a nhu khéng
dung nap galactose, thiéu hyt lactase Lapp hodc kem hap thu glucose-galactose khong nén ding thuéc nay

PHU NOF MANG THAI VA CHO CON BU

Phy ni® mang thai

Céc nghién ciru sinh sén da dugc thye hign trén chudt & Jiu cao gAp 40 14n so véi liéu dung & ngudi, két qua cho théy khong cé béng chirng cefixime
gay hai dén bao thai chudt. Tuy nhién, khong c6 cac nghién ciru dugc kidm sodt tét va day di & phy n co thai. Vi cac nghién ciru sinh san trén dong
vat khang luén dy doén duge dap (g trén ngudi, chi st dyng thuéc nay trong thai ky khi that can thiét

Phy ni¥ cho con bu

Khong biét cefixime co bai tiét qua stra me hay khong. CAn can nhéc tam thdi dirng cho con b khi didu trj véi thube nay

Phai ludn luén hoi y kién béc sT hodic dwgc si triréc khi dung bét ky thudc gi trong thoi gian c6 thai hoiic dang cho con bu

ANH HUONG DEN KHA NANG LAl XE VA VAN HANH MAY MOC

Khéng cb bao céo nao cho thay cefixime c6 anh huéng dén kha nang lai xe va van hanh may méc. Tuy nhién, cc tac dyng khdng mong mubn da dugc
bao cao clia cefixime nhu nhirc du, chong mét co thé anh hudng dén kha nang I4i xe va van hanh may moc

KHI NAO CAN THAM VAN BAC i, DUQC ST

- G#p phai bat c(r tac dung khong mong muén nao khi st dung thuéc

- Phy nt mang thai va cho con bu, tré em, ngudi cao tudi, suy than

Néu can thém théng tin xin héi y kién béac sT hodc dugc sT

TIEU CHUAN: Tiéu chuén co s&

HAN DUNG: 42 thang ké tir ngay san xuét

Ngay xem xét stra dbi, cap nhat lai ngi dung hwéng dén sir dung:

San yudt @ MERAP croup

Cong Ty €5 Phén Tép Doan Merap

B4 Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam
WWW.merapgroup.com
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Rx - Thuéc bén theo don Huéng d&n si dyng thudc cho can bo y 18

cAc BAC DIEM DUQC LY

Nhém dugc ly trj ligu: Khang sinh cephalosporin thé hé 3, ma ATC: J01DD08

Dwoc Iwc hoc

Co ché tac dung

Giéng nhu cac cephalosporin khac, tac dung diét Khuan cda cefixime 12 do e ché tdng hop véch té bao. Cefixime 8n dinh cao dui sy hign dign cla nhiéu
enzym beta-lactamase. Do d6, nhidu vi khuan khang penicillin va mét s cephalosporin nh sy hign dién cta beta-lactamase cé thé nhay cam voi cefixime

Khang thuéc

S khéang thuéc véi cefixime clia Haemophilus ir i va Neisseria g h thuéng lién quan dén sy thay abi cac protein gén véi penicillin (PBPs).
Cefixime o thé co hoat dong gioi han ddi voi ho vi khuén dudng rudt sinh beta-lactamase phé rong (ESBLs). Céc loai Pseudomonas, Enterococeus, cac
chiing lién cAu nhém D, Listeria monocytogenes, hau hét céc chung ty cAu (bao gm cAc chiing khéng methicillin), céc ching Bacteroides fragilis, va hiu hét
cac chiing cia cc loai Enterobacter, Clostridium d&u khang voi cefixime

Phd khéng khuén

Cefixime da dugc chi ra riing c6 hoat tinh @i véi hau hét cac chiing cla cac vi khuan sau trén ca in vitro va cac nhidm khudn 1am sang

Vi khudn Gram duong: Streptococcus pneumonia, Streptococcus pyogenes

Vi khuan Gram am: Escherichia coli, Haemopbhilus influenzae, Moraxella catarrhalis, Neisseria gonorrhoeae, Proteus mirabilis

it nhat 80% cAc vi khuan dusi day c6 néng d e ché téi thiéu (MIC) in vitro nhd hon hoée béng diém g3y nhay cdm (susceptible breakpoint) cia cefixime
661 véi cac chiing cta chi hodc nhom sinh vét tuong ty. Tuy nhién, higu qua cla cefixime trong diéu trj nhiém Kkhudn 1am sang gy ra boi cac vi khuén nay
chua dugc thiét 1ap bdi cac thir nghigm 1am sang day dii va dugc kiém soat tét

Vi khuan Gram duong: Streptococcus agalactiae

Vi khuAn Gram am: Citrobacter amalonaticus, Citrobacter diversus, H: philus parai Klebsiella oxytoca, Klebsiella p iae, Pasteurella
multocida, Proteus vulgaris, Serratia marcescens, c4c loai Providencia, Salmonella, Shigella

Dwere dong hoc

Hép thu

Vién nang 400 mg va vién nén 400 mg cefixime tuong dwong sinh hoc khi uéng thubc trong tinh trang déi. Néng d6 dinh trong huyét twong dat 2 pg/ml (1-4
pg/ml) va dat 3,7 pg/ml (1,3-7,7 pg/m) sau khi ubng mot lidu duy nhat vien nén 200 va 400 mg khodng 2-6 gior. Khi uéng thudc trong tinh trang no, thirc &n
1am giam si? hép thu, bidu hién thong qua gidm 15% dién tich dwéi duong cong va 25% néng do dinh trong huyét twong clia thube

Phan bo

Khodng 65% cefixime trong mé&u gan voi protein huyét trong va sy gén két nay khéng phu thuée néng do

Chuyén hoéa va thai trir

Khong c6 béng chirng vé sy chuyén hoa cefixime trong in vivo

Khodng 50% liéu hap thu ctia thudc dugc thai trir qua nuoc tidu duéi dang khong ddi trong 24 gior. Trong céc nghién clru trén dong vat, trén 10% liéu dung
cefixime cling dugc thai trir qua mét. Thoi gian ban thai ctia cefixime & nhing ngudi khde manh khéng phu thude vao dang bao ché va trung binh la tir 3
@én 4 gioy, nhung c6 thé lén dén 9 gio & mot sb nguoi tinh nguyén binh thuong

Cac doi tirong déc biét

Nguoi cao tudi: Dién tich dwéi duwdng cong trung binh tai trang thai &n dinh & bénh nhan cao tudl cao hon khodng 40% so véi ngudi tredng thanh. Céc théng
sb dugc dong hoc gitra 12 déi twong tré tudi va 12 d6i tuong cao tudi ciing ding lidu cefixime 400 mg/ngay trong 5 ngay cé sy khac biét ¢ y nghia théng
ké. Tuy nhién, sy chénh Igch nay khéng dang k& trén 1am sang

Suy than: O nhirng bénh nhan cé suy giam chirc nang thén trung binh (d6 thanh thai creatinin 20-40 ml/pht), thoi gian ban thai trung binh cda cefixime kéo
dai Ién 16i 6,4 gio. Khi suy than nging (d4 thanh thai creatinin 5-20 ml/pht), thoi gian ban thai trung binh téng dén 11,5 gio. Thdm tach mau va thAm phan
phiic mac déu khong loai dugc mot lugng thubc dang ké ra khoi mau. Tuy nhién, mdt nghién clu chi ra ring véi lidu 400 mg, cac thong sé duge dong hoc
o blenh nhan dang th&m tach méu twong ty nhu & ngudi co d¢ thanh thai creatinin tir 21 dén 60 ml/phut

CHI BINH

Cefixime duwoc chi dinh didu trj cac nhism khuan gay boi vi khudn nhay cdm & ngudi Ion va tré em tir 6 thang tudi trér lén bao gdm

. Nhim khun dung tiét niéu khang bién ching gay béi Escherichia coli va Proteus mirabills

+ Viém tai giiva gdy b&i cia Haemophilus influenzae, Moraxella catarrhalis v& Streptococcus pyogenes (hiéu qua didu tri déi véi viem tai\gitra gay boi
Streptococcus pyogenes dugc nghién ciwu it hon 10 tredng hop)

« Viém hong va viém amidan gay béi Streptococcus pyogenes (Chu y: Penicillin 1a thuéc thuong dugc lya chon trong didu tri nhiém khudn gy boi
Streptococcus pyogenes. Cefixime thuong higu qua trong loai bé triét a8 Streptococcus pyogenes ving vom hong; tuy nhién khéng co di ligu cong b6 higu
qua ciia cefixime trong ngan ngra bién chirng sét thAp khop)

« Dot kich phét ciia viém phé quan man tinh gay boi Strep p liae va H: philus influenzae

+ Bénh lau khdng bién chirng (Cb tir cung/Niéu dao) gay boi Neisseria gonorrhoeae (cac chung sinh penicillinase va khéng sinh penicillinase)

LIEU DUNG VA CACH DUNG

Lidu ding

Ngroi [6m: Ligu khuyén céo cla cefixime 14 400 mg/ngay, dung Jiu ubng duy nhét hozc chia lam 2 14n, cach nhau 12 gio. Trong didu trj bénh lau cb t&r cung/
niu dao khong bién ching, mot liéu ung duy nhgt 400 mg dugc khuyén cdo. Thuée cd thé udng khong phy thuge thdi diém cla bia an.

Trong diéu tri nhidm khuan do Streptococcus pyogenes, thoi gian didu trj voi cefixime téi thiéu 12 10 ngay

Tré em tir 6 théng tudi: Lidu khuyén céo 1a 8 mg/kg/ngay, ding Jidu ubng duy nhét hogc chia lam 2 1&n, 4 mg/kg méi 12 gio

Lidu khuyén cao ¢ déi twong tré em c6 thé duoc xéc dinh voi tirng khoang cn néng theo Bang 1 dudi day

Bang 1. Lidu khuyén céo cua cefixime trén déi twong tré em theo cén ning

Cén néng cua tré (kg) Lidu dung/ngay (mg)
5-75" 50
7,6 -10 80
10,1 - 12,6 100
12,6 - 20,5 150
20,6 - 28 200
28,1 -33 250
33,1 - 40 300
40,1 - 45 350
T trén 45,1 400

* Nang dé thuéc trong hdn dich phu hop véi tré em cd khoang can nang nay la 100 mg/5 ml hozc 200 mg/5 ml

Lidu ding d8i voi tré em tir trén 45 kg hodc trén 12 tudi trong ty lidu khuyén cao & ngudi lon

Pidu trj viém tai gira nén dung dang hén dich. Cc thtr nghiém 1am sang vé diéu trj viém tai gita cho théy ndng do dugc chat trong mau khi st dung dang
hén dich cao hon so véi khi st dung dang vién nén trén cling mot lidu dung.

Bénh nhén suy than: D61 v&i bénh nhan ¢6 4o thanh thai creatinin ti» 60 mi/phit tré& Ién, khéng cAn didu chinh liéu. D&i voi cac bénh nhan suy than, cAn diéu
chinh lidu ding theo Bang 2. Tham tach mau va thAm phan phuc mac déu khéng loai dugc mét lugng thuéc dang ké ra khdi mau

Bang 2. Lidu dung trén déi twong bénh nhan suy than

D§ thanh thai Creatinin (ml/phit) Liéu dung/ngay (mg) j
Tir trén 60 Lidu thong thueng
21 — 59* hodc thAm tach méu 260
@bi 20 hodc thAm phan phic mac lién tyc 172

* Néng do thubc trong hén dich phi hop véi bgnh nhan suy than 1a 200 mg/5 ml hodc 500 mg/5 ml
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CHONG CHI BINH

Khéng st dyng thubc nay trén cac bénh nhan qua mén véi bét ky thanh phan nao cla thuc va bénh nhan dj (g véi bat ky khang sinh beta-lactam nao khac

THAN TRQNG KHI DUNG THUOC

Tré em

An toan va higu qué ciia cefixime trén tré dudi 6 thang tudi chua dugc thiét 1ap

Ty |é gép cac tac dyng khong mong mubn trén tiéu hoa, bao gdm ca tidu chay va di ngoai phan long, & tré em sir dung hén dich twong ty ty 1& gép & ngudi

16n st dyng vién nén

Nguoi cao tudi

Céc nghién ciu 1am sang khéng bao gdm dii sb lwgng ddi tugng tir trén 65 tudi dé xac dinh c6 hay khong sy khac bigt dép Gmg gita ngudi cao tudi va cac

dbi twong tré hon. Kinh nghiém lam sang duoc bao cdo khong xac dinh duoc 6 sw khac biét dap (ng gitva cac bénh nhan cao tudi va bénh nhan tré. Mot

nghién ctru dugce Iy hoc & ngudi cao tudi da phat hign sy khac bigt vé cac théng sb dwoc lyc hoc gitra hai nhom déi tugng nay, tuy nhién, nhiing khac bigt

ndy nho va khéng cho thy sir cAn thiét phai diéu chinh liéu & ngudi cao tubi

Suy than

Phai diéu chinh lidu cefixime trén bénh nhan cé suy than, cing nhu dang thdm phan phiic mac lién tyc va thdm tach méau. Bgnh nhén trong qua trinh thAdm

phan méau cin dugc theo dai can than khi s dung cefixime

Phan (ng qua man

Céc phan (g phén vé (bao gém sbc va c6 thé tir vong) d& duoc bao céo khi st dung cefixime

Trwoc khi bt dAu didu tri véi cefixime, cAn xac dinh bénh nhan cé tién st phan (ng qua mén véi cephalosporin, penicillin hozc cac thuéc khac hay khéng.

Néu thudc nay dugc dung cho nhirng bénh nhan nhay cam véi penicillin, cAn than trong Vi sy qua man chéo gira cac thubc khang sinh beta-lactam da du

ghi nhén va c6 thé xay ra trén 10% bénh nhan c6 tién st dj tng penicillin. Néu xay ra phan tng dj tng voi cefixime, hay nging thubc

Tiéu chay do Clostridium difficile

Tiéu chay do Clostridium difficile (CDAD) da dugc bao céo voi hAu hét cac khang sinh, bao gbm c4 cefixime, véi mirc d nghiém trong tir tié:

viém dai trang gay t&r vong. Vige diéu tri béing cac khang sinh lam thay 8 ha vi khuan binh thudng & dai trang, dan dén phat trién sy qua

C.difficile sinh doc t& A va B, gép phan phat tridn CDAD. Céc chiing sinh dc té cao clia C.difficile 1am gia téng benh tat va tir vong Vi céc

khéng khang sinh va c6 thé can phau thuat cét b két trang. CDAD phai dugc xem xét & tAt ca c4c bénh nhan co tiéu chay sau khi st dyn

gié can than bénh st Ia can thiét boi CDAD da dugc bao céo xay ra sau hon hai thang st dung khang sinh.

Néu nghi ngé hodc khng dinh méc CDAD, ngirng st dung khang sinh khong tac dyng trire tiép voi C.difficile. BU nuéc va dién giai, bb s

biing khang sinh ¢4 tac dung voi C.difficile, va danh gia phau thuat can dugc tién hanh theo chi djnh [am sang

Anh hwéng dén déng mau: Cac cephalosporin, bao gom ca cefixime, c6 thé gay gidm hoat tinh prothrombin. Nhém nguy co bao gbm

hoc suy than, tinh trang dinh duéng kém, bénh nhan st dyng liu trinh khang sinh kéo dai, va bénh nhan treéc d6 da st dung &n dinh ligu

mau. Thoi gian prothrombin phai dugc theo ddi & nhitng bénh nhan ¢6 nguy co va sir dyng vitamin K theo chi dinh AN S |

Phat trién vi khudn khang thudc: Ké don cefixime khi khéng c6 méi nghi ngé rd rang hoic nhi&m khuan da dwgc chirng minh sé khéng dem HGW:WJ_:

bénh nhan va lam ting nguy co' phét trién cac vi khun khang thude Ng’\ L

Thén trong ta dwee st dyung s

Thubc chira lactose: Than trong khi st» dung & nhizng ngudi khong dung nap mot s6 loai dwdng. Bénh nhan c6 cac vén @& di truyén hiém gép nhu khéng

dung nap galactose, thiéu hut lactase Lapp hogc kém hép thu glucose-galactose khdng nén dung thubc nay

PHUY NOF MANG THAI VA CHO CON BU TU

Phu ni¥ mang thai QC U

Céc nghién ctu sinh san da dugc thye hign trén chudt & Jidu cao gép 40 14n so véi lidu dung & ngudi, két qua cho thay khong co béing chirg cefii 2
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hai dén bao thai chudt. Tuy nhién, khong co cac nghién ciru dugc kigm soat tét va day au & phy ni cd thai. Vi cac nghién cu sinh san trén do

Juén dy dodn dugc dap Gng trén nguoi, chi s dung thudc nay trong thai ky khi that can thiét

Phy ni¥ cho con bu

Khong biét cefixime co bai tiét qua stra me hay khang. Can can nhéc tam thai dirng cho con bu khi didu trj véi thubc nay e

Phai luén luén héi y kién bac sT hodc dwoc ST triroc khi ding bét ky thubc gi trong thoi gian c6 thai hodc dang cho con bu

ANH HUONG KHA NANG LAI XE VA VAN HANH MAY MOC

Khong c6 b&o cao nao cho thay cefixime c6 anh huwéng @én kha nang l4i xe va van hanh may méc. Tuy nhién, cac tac dyng khéng mong mubh da dugc b
c4o cua cefixime nhu nhirc dAu, chéng mét c6 thé anh huéng dén kha nang l4i xe va van hanh may méc

TUONG TAC THUOC

Carbamazepine

Téing nbng do carbamazepine khi st dung déng thoi voi cefixime da duoc bao céo. Binh luong thudc co thé hé tre phét hign sy thay ddi ndng d6 carbamaz-
epine trong huyét trong

Warfarin va cac thuéc chéng dong

Téng thoi gian prothrombin, cé hogc khéng ¢6 chdy mau, da dugc bao céo khi ding ddng thoi véi cefixime

Xét nghiém

Phan (ing duong tinh gia voi ceton niéu co thé xay ra khi xét nghiém st dung nitroprussid, nhung khong xay ra khi stz dung nitroferricyanid

Viéc st dung cefixime c6 thé dén dén phan (mg duong tinh gia véi glucose trong nude tidu khi st dyng Clinitest®**, dung dich Benedict hoéic Fehling. Cac
xét nghiém glucose dya trén phan (rng enzym glucose oxidase (nhw Clinistix® ** hoc TesTape® **) dugc khuyén cao st dyng. Nghiém phap Coombs tryc
tiép duong tinh gia da dugc bao cao khi diéu tri voi cac cephalosporin khéc. Do d6, cAn nhan ra nghiém phap Coombs duong tinh c6 thé la do thudc

(**) Clinitest® va Clinistix® 1a cac nhan higu da dang ky bdi Ames Division, Miles Laboratories  Inc.; TesTape® |a nhan higu da dang ky boi Eli Lilly and
Company

TAC DYNG KHONG MONG MUON

Théng tin tir cac thir nghi¢m 1am sang

Téc dyng khéng mong mubn thudng thay nhét trong cac thir nghiém tai My khi str dyng dang vién nén la cac vén dé& trén tiéu hoa, véi 30% bénh nhan trvdng
thanh gap phai khi 4p dyng ché do mot liéu duy nhat hay chia lam hai lidu méi ngay. 5% bénh nhan trong cac thi nghigm tai My da nging didu trj do cac tac
dung khong mong mubn lién quan dén thube. Cac tac dung khdng mong muén cy thé Ia: tiu chay 16%, di ngoai phan 16ng hogic thudng xuyén 6%, dau byng
3%, budn non 7%, kho tiéu 3%, day hoi 4%. TY 1& gip cac téc dyng khong mong muén trén tiéu hoa, bao gdm ca tidu chay va di ngoai phén long, & tré em
st dyng hén dich twong tw ty 1€ gép & ngudi 1én str dyng vién nén

Théng tin tir qua trinh lwu hanh

Céc tac dyng khéng mong mubn sau dugc bao cao sau khi st dung cefixime. Ty I¢ gdp phai dudi 2%

Tiéu héa: Dau byng, kho tiéu, dy hoi, tiéu chay, budn nén va non.

Hé mién djch, da va mé dwdi da: Céc phan mg phén vé (bao gbm sbc va c6 thé tir vong), phat ban da, may day, sét do thuéc, nglra, ngtra b phén sinh
dyc, viém am dao,dau khop, pht mach, phi mat. Héng ban da dang, hi ching Stevens-Johnson, hoai tir thwgng bi nhiém ddc (hoi chieng Lyell) va phan
(ing gibng bénh huyét thanh da dugc béo cao

Gan: Viém gan, vang da

Nhiém khuan va ky sinh tring: Mot sb trwdng hop viém dai trang gid mac da duoc phat hign trong cac thir nghigm lam sang. Céc trigu chirng khoi phat
clia viém dai trang gia mac c thé xut hién trong hogic sau didu trj. Bénh ndm Candida

Thén: Suy than cp bao gom viém &ng than mo ké la tinh trang bénh Iy co ban

Hé than kinh trung wong: Nhirc d4u, chong mét, co giat

HG hép, 1éng ngyc va trung thét: Knho thd

Hé mau va bach huyét: Giam tiéu cAu thoang qua, gidm bach cAu, giam bach cAu trung tinh, kéo dai theri gian prothrombin, tang LDH, giam toan thé huyét
cAu, giam bach cAu hat, va téng bach cau & toan, ting tiéu cAu, thiéu méau tan mau

BAt thuromg xét nghiém: Tang bilirubin mau, tang nhét théi ure mau hoac creatinin, tang nhét thdi SGPT, SGOT va phosphatase kiém

QUA LIEU VA XU TRI

Trigu chivng qua lidu ) )

Khi qué liéu cefixime c6 thé c6 trigu chung co giat. Céc tac dyng khéng mong muén trén mét s6 nho nhirng ngudi tinh nguyén khoe manh khi ubng lidu duy
nhét 2 g cefixime khdng khac nhirng bénh nhén duoc didu trj & lidu khuyén cao

X tri qua lidu e . .
Do khéng ca thudc diéu tri dac higu nén chu yéu didu tri triéu chimg. Ngirng thubc ngay va xi tri nhw sau: riva da day, co thé diing thubc chéng co giat néu

6 chi dinh 1am sang. Do cefixime khong dugc loai ra khai tun hoan mét lwgng dang ké bAng tham tach méu hoéc thém phan phic mac nén khong thic hign
cac bién phap nay
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