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Thanh phan
Méi vién nang cting chita:

Cefixim trihydrat tuong dudng Cefixim ........... 250 mg
Ta dugc vira du 1 vién
Chi dinh, liéu dung & céch ding, chdng chi dinh va
cac théng tin khac: Xin xem td huéng din s dung
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MECEFIX-B.E 250

Cefixim

Box of 2 blisters
of 10 hard capsules

Composition
Each hard capsule contains:
Cefixi ihy ivalent to Cefii

¥

Storage
Store in tight container, dry place, below 30 OC, protect from direct light

Keep out of reach of children
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Ba Khe, Tan Tien, Van Giang, Hung Yen, Viet Nam
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MECEFIX-B.E

Cefixim

250

Hdp 1 lp 100 vién nang cling

Thanh phan
MBi vién nang cirng chira: Cefixim trihydrat
twong duong .... .. 250 mg Cefixim
Ta dugec vira Gu

Chi dinh, liéu ding & cach ding, chéng
chi djnh va cac thong tin khac

Xin xem t& huéng dén st dung

Bao quan

Trong bao bi kin, noi khd, dui 30 °C, tranh anh
sang truc tiép

Dé xa tdm tay tré em
Boc ki hwdng dén st dung tredre khi diing

SPK/Visa No:

San xudt ﬁ MERAP crour

Cdng Ty (3 Phan Tap Doan Merap
B3 Kh, Tan Tién, Van Giang, Hung Yén, Viét Nam
WWW.merapgroup.com

Rx - Thuc ban theo don

MECEFIX-B.E

Cefixim 250 mg

-~

Hop 1 lo 100 vién nang cling & # MERAP

Thanh phan
M3i vién nang ctng chira: Cefixim trihydrat
twong duong 250 mg Cefixim

1 vién

Té dugc vira du .

LSX:
HD:

San xudt CONG TY CO PHAN TAP DOAN MERAP
B4 Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam

Rx - Prescription drug

MECEFIX-B.E
250

Box of 1 bottle of 100 hard capsules

LSX:
NSX:
HD:

)
Composition
Each hard capsule contains: Cefixime trihydrate
equivalent to .. .. 250 mg Cefixime
Excipients . .q.s.1 capsule
Indications, d &

and other infor
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 ying instruc-
tions before use
Manufactured ‘b MERAP crour
Merap Group Corporation
Ba Khe, Tan Tien, Van Giang, Hung Yen, Vietnam
WwWw.merapgroup.com
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Cefixim

Hp 1 lo 200 vién nang cling

MECEFIX-B.E

Thanh phan
M&i vién nang clrng chira: Cefixim trihydrat
twong duong ... 250 mg Cefixim
Ta duoc vira i

Rx - Prescription drug

MECEFIX-B.E
250

Chi dinh, liéu dung & céach duing, chéng chi dinh
va céc théng tin khac
Xin xem t& huwéng dan sir dung

Bao quan

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

Dé xa tAm tay tré em
Poc ky huwémg dén sir dung trude khi diing

SBK/Visa No:

Box of 1 bottle of 200 hard capsules

San xudt @ MERAP crour

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

Rx - Thuéc ban theo don
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Cefixim 250 mg

Hop 1 lo 200 vién nang cting & # MERAP
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Thanh phan

M&i vién nang clrng chira: Cefixim trihydrat
trong AUoNg ............cc..... ... 250 mg Cefixim
Téa dugc vira du 1 vién

LSX:
HD:

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

LSX:
NSX:

Composition

Each hard capsule contains: Cefixime trihydrate
ivalent to 250 mg Cefixime
ipie g.s.1 capsule

q

Indications, dosage & administration, contraindica-
tions 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

Ci lly read the
before use

Manufactured ﬁ MERAP Grour

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




Hudng dan st dyng thudc cho bénh nhan

TS HUONG DAN SU DUNG THUGC

MECEFIX-B.E 250mg

Cefixime

THUOC CHI DUNG THEO DON CUA BAC ST )
DE XA TAM TAY TRE EM. DQC KY HPONG DAN SUf DUNG TRU'O'C KHI DUNG
Théng bao ngay cho bac s hodc dwgc si nhiing tac dung khéng mong muén gip phai khi st dyng thubc

THANH PHAN

Méi vién nang clrng chira 250 mg cefixime (dwéi dang cefixime trihydrate)

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

MO TA DANG BAO CHE: Vién nang cling

QUY CACH DONG GOI

Hop 2 vi x 10 vién nang

Hop 1 1o 100 vién nang

Hop 1 1 200 vién nang

THUOC DUNG CHO BENH Gi?

Cefixime dwgc chi dinh diéu tri cac nhiém khun gay béi vi khudn nhay cdm & nguéi [én va tré em tir 6 thang tudi tré Ién bao gém

« Nhiém khudn duwong tiét niéu khang bién chirng gay béi Escherichia coli va Proteus mirabills

« Viém tai gitra gay bdi cia H. philus infl , Moraxella rhalis va Streptococcus pyogenes (higu qua diéu trj déi véi viem tai gitra gay boi
Streptococcus pyogenes dugc nghién ctru it hon 10 trwdng hep)

« Viém hong va viém amidan gay bdi Streptococcus pyogenes (Cht y: Penicillin 1a thubc thudng dugc lya chon trong didu tri nhidm khudn gay boi
Streptococcus pyogenes. Cefixime thuwong higu qua trong loai b triét d& Streptococcus pyogenes viing vom hong; tuy nhién khéng cé d@ liéu cong bé
hiéu qua clia cefixime trong ngan ngtra bién ching sét thap khop)

+ Dot kich phat clia viém phé quan man tinh gay bdi Streptococcus pneumoniae va Haemophilus influenzae

+ Bénh lau khong bién chirng (C4 t& cung/Nigu dao) gay béi Neisseria gonorrhoeae (c&c chung sinh penicillinase va khéng sinh penicillinase)

NEN DUNG THUGC NAY NHU THE NAO?

Liéu ding

Ngudi I6m: Lidu khuyén céo ciia cefixime la 400 mg/ngay, diing lidu uéng duy nhét hogc chia 1am 2 I&n, cach nhau 12 gie. Trong didu tri bénh lau cd t&
cung/ niéu dao khéng bién chirng, mét lidu uéng duy nhat 400 mg dwoc khuyén céo. Thubc co thé ubng khéng phy thudc thei diém ctia bva &n

Trong diéu trj nhiém khuan do Streptococcus pyogenes, théi gian diéu trj véi cefixime téi thiéu la 10 ngay

Tré em tir 6 thang tudi: Lidu khuyén céo la 8 mg/kg/ngay, dung lidu uéng duy nhat hoic chia lam 2 14n, 4 mg/kg méi 12 gier

Lidu khuyén cao & déi tugng tré em cé thé dugc xac dinh véi tirng khodng can naing theo Bang 1 duéi day

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

Cén ngng cua tré (kg) Lidu ding/ngay (mg)
5-7,5* 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
Tir trén 45,1 400

* Nong do thudc trong hén dich phi hgip véi tré em c6 khodng can néing nay Ia 100 mg/5 ml hodc 200 mg/5 mi

Lidu dung déi voi tré em tir trén 45 kg hodc trén 12 tudi trong ty lidu khuyén cdo & ngudi I6n

Didu trj viém tai gira nén dung dang hén dich. Céc thir nghiém I1am sang vé diéu tri viém tai gira cho thdy ndng do dwoc chét trong mau khi st dyng
dang hén dich cao hon so véi khi st dyng dang vién nén trén ciing mét liéu diing

V6i dbi twong tré em khong nuét dugc ca vién, nén st dung dang cém pha hdn dich

Bénh nhan suy than: Déi voi bénh nhan cé d6 thanh thai creatinin tir 60 ml/phut trd 1én, khéng cn diéu chinh ligu. Déi véi cac bénh nhan suy than, can
diu chinh lidu dung theo Bang 2. Th&m tach mau va thdm phan phic mac déu khéng loai dugc mét lugng thude dang ké ra khéi co' the

Bang 2. Lidu ding trén déi tweng bénh nhan suy than

D§ thanh thai Creatinin (ml/phat) Lidu ding/ngay (mg)
Tir trén 60 Liéu thong thuéng
21 - 59* hojic thAm tach méau 260
Tir dwdi 20 hodc thAm phan phic mac lién tyc 172

* Néng d6 thuéc trong hdn dich pht hp véi bénh nhan suy than Ia 200 mg/5 ml hogc 500 mg/5 ml

KHI NAO KHONG NEN DUNG THUOC NAY?

Khéng st dung thuéc nay trén cac bénh nhan qua man véi bt ky thanh phan nao cta thuc va bénh nhén dj rng véi bat ky khang sinhi beta-lactam nao
khac

TAC DUNG KHONG MONG MUON

Théng tin tir cac thir nghiém lam sang

Téc dung khéng mong mudn thudng théy nhét trong cac thir nghiém tai My khi st dyng dang vién nén 1a cac vén dé trén tigu hoa, véi 30% bénh nhan
trrdng thanh gap phai khi 4p dyng ché dé mét lidu duy nhét hay chia lam hai liéu méi ngay. 5% bénh nhan trong cac thi nghiém tai My da ngirng diéu
tr do cac tac dyng khéng mong mudn liégn quan dén thubc. Céc tac dung khdng mong mubn cy thé 1a: tiéu chay 16%, di ngoai phan Iang hodc thudng
Xuyén 6%, dau bung 3%, budn non 7%, kho tiéu 3%, day hoi 4%. Ty Ié gip céc tac dung khdng mong muén trén tiéu héa, bao gdm cé tiéu chay va di
ngoai phan léng, & tré em sir dung hén dich twong ty ty 1& gép & ngudi len st dung vién nén

Théng tin tir qua trinh Iwu hanh

Céc tac dyng khéng mong mubn sau dwgc bao cdo sau khi sir dung cefixime. Ty 1& g&p phai duéi 2%

Tiéu héa: Bau byng, kho tiéu, déy hoi, tiéu chay, budn nén va nén.

Hé mién djch, da va mé dwéi da: Cac phan (ng phan vé (bao gdm sbc va co thé ti vong), phat ban da, may day, sét do thubc, ngtra, ngira b phén
sinh duc, viém 4m dao,dau khép, phi mach, phit mat. Hdng ban da dang, hdi ching Stevens-Johnson, hoai ti thugng bi nhiém doc (hdi chieng Lyell)
va phan tng giéng bénh huyét thanh da dugc bao cao

Gan: Viém gan, vang da

Nhiém khudn va ky sinh tring: Mot sé treéng hep viém dai trang gid mac da dugc phat hign trong cac thir nghiém Iam sang. Céc trigu chirng khoi
phét clia viém dai trang gia mac co thé xuét hién trong hoéc sau diéu tri. Bénh ndm Candida

Thén: Suy than cAp bao gém viém éng than md ké la tinh trang bénh Iy co ban

Hé than kinh trung wong: Nhirc dau, chéng mét, co giat
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Hé hép, 16ng ngyre va trung that: Kho the

Hé méu va bach huyét: Giam tidu cAu thoang qua, giam bach cAu, gidm bach cAu trung tinh, kéo dai thdi gian prothrombin, tang LDH, gidm toan thé
huyét cAu, gidm bach cau hat, va ting bach cau ai toan, téng tidu cau, thiu mau tan mau

Bat thuromg xét nghigm: Téng bilirubin mau, téing nhét thei ure mau hogic creatinin, tang nhét thoi SGPT, SGOT va phosphatase kiém

NEN TRANH DUNG NHIPNG THUOC HOAC THYYC PHAM Gi KHI DANG SU DYNG THUOC NAY?

Carbamazepine

Téng ndng do carbamazepine khi s dyng déng thai voi cefixime da dugc béo co. Dinh Iwgng thubc co thé hd trg phat hign sy thay ddi ndng do
carbamazepine trong huyét tirong

Warfarin va céc thuéc chéng déng

Tang thoi gian prothrombin, c6 ho#c khéng cé chay méu, da dwoc béo céo khi dung ddng thai voi cefixime

Xét nghi¢gm

Phan (rng duong tinh gia véi ceton nigu co thé xay ra khi xét nghiém st dyng nitroprussid, nhung khang xay ra khi s& dyng nitroferricyanid

Viéc st dung cefixime c6 thé dn dén phan ng duong tinh gia véi glucose trong nwéc tiéu khi st dyng Clinitest®™*, dung dich Benedict hogc Fehling.
Cac xét nghiém glucose dua trén phan trng enzym glucose oxidase (nhw Clinistix® ** hodc TesTape® **) duoc khuyén cao sir dung. Nghiém phap
Coombs ft)nyc tiép duong tinh gid da dugc bdo céo khi didu tri véi cac cephalosporin khc. Do d6, cAn nhan ra nghiém phap Coombs duong tinh c6 thé
la do thuoe

(**) Clinitest® va Clinistix® 1a c4c nhan higu da dang ky b&i Ames Division, Miles Laboratories Inc.; TesTape® la nhan higu da dang ky béi Eli Lilly and
Company

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC ?

Néu quén khong diing thudc, hay dung ngay khi nhé ra. Tuy nhién, néu da gan dén thi diém ciia lidu ké tiép, hdy bo qua liéu da quén. Khong ding lidu
cao gép doi dé bu cho liéu da quén

BAO QUAN: Bao quan trong bao bi kin, noi khd, dui 30 °C, tranh 4nh séng tryc tiép

NHNG DAU HIEU VA TRIEU CHUPNG KHI DUNG THUOC QUA LIEU

Khi qua lidu cefixime c6 thé c6 trigu chirng co giat. Cac tac dyng khong mong mudn trén mét s6 nhd nhirng ngudi tinh nguyén khde manh khi uéng lidu
duy nhét 2 g cefixime khang khac nhitng bénh nhan duoc dieu tri & liéu khuyén cao

CAN PHAI LAM Gi KHI DUNG THUGC QUA LIEU KHUYEN CAO

Khi dung qué lidu khuyén cdo, lién hé ngay véi bac si dé dugc tw van

THAN TRONG KHI DUNG THUOC

Tré em

An toan va higu qua ciia cefixime trén tré duwi 6 thang tudi chua dwoc thiét 1ap

Ty 1& gép cac tac dung khong mong mubn trén tiéu hoa, bao gdm ca tiéu chdy va di ngoai phan long, & tré em sl dung hén dich twong tu ty 1& gép &
nguroi Ion st dyng vién nén

Nguwéi cao tudi

Céc nghién clru 1am sang khéng bao gém du s6 lwgng déi turgng ti trén 65 tudi dé xéc dinh c hay khéng s khac bigt dap (ng gitra ngui cao tudi va
cac déi twgng tré hon. Kinh nghiém 1am sang dugc bao céo khong xac dinh dwgc c6 sy khac bigt dép tng gira cac bénh nhan cao tudi va bénh nhan
tré. Mét nghién ctvu duoc lpe hoc & ngwdi cao tudi da phat hién s khac bigt v& céc thdng sé duoc Iy hoc gitka hai nhém déi tuong nay, tuy nhién,
nhitng khac biét nay nhé va khéng cho théy si can thiét phai diéu chinh lidu & nguoi cao tudi

Suy than

Phai didu chinh lidu cefixime trén bénh nhén cé suy thén, ciing nhw dang thdm phan phtc mac lién tuc va tham tach mau. Bénh nhén trong qua trinh
thdm phan mau cAn dugc theo ddi cin than khi si¥ dung cefixime

Phan (rng qua mén

Cac phan mg phan vé (bao gém sbc va cé thé tir vong) da dugc bao céo khi st dung cefixime

Truwéc khi bt dAu didu trj voi cefixime, can xac dinh bénh nhan cé tién str phan (ng qua man véi cephalosporin, penicillin hodc cac thuée khac hay
khéng. Néu thuéc nay duge dung cho nhiing bénh nhan nhay cam véi penicillin, cAn than trong vi sy qué man chéo gira cac thuéc khang sinh
betg-lactam da duoc ghi nhén va cé thé xay ra trén 10% bénh nhan c6 tién st dj tng penicillin. Néu xay ra phan (ng dj tng véi cefixime, hay ngling
thuoc

Tiéu chay do Clostridium difficile

Tiéu chdy do Clostridium difficile (CDAD) da duoc béo céo véi hau hét cac khang sinh, bao gém ca cefixime, v&i mirc d6 nghiém trong tir tiéu chay nhe
dén viém dai trang gay tir vong. Viéc didu trj bing céc khang sinh lam thay di hg vi khun binh thuéng & dai trang, dén dén phat trién sy qua murc clia
C.difficile

C.difficile sinh dc té A va B, gop phan phét trién CDAD. Céc ching sinh doc té cao clia C.difficile 1am gia tdng bénh tat va t& vong vi cac chling nay c6
thé khang khang sinh va c6 thé can phdu thuat cit bo két trang. CDAD phai dugc xem xét & tét ca cac bénh nhan cé tiéu chy sau khi st dung khang
sinh. Danh gia can than bénh si¥ 1a can thiét bdi CDAD da duoc bao c4o xay ra sau hon hai thang st dung khang sinh.

Néu nghi ng& hosic khing dinh mac CDAD, ngirng s dung khéng sinh khong tac dyng tryc tiép voi C.difficile. BU nuére va dién gidl, bd sung protein,
didu tri bang khang sinh cé téc dung vei C.difficile, va danh gia phau thut can duoc tién hanh theo chi dinh 1am sang

Anh hwéng dén déng mau: Cac cephalosporin, bao gém ca cefixime, co thé gay giam hoat tinh prothrombin. Nhém nguy co bao gém bénh nhan suy
gan hodc suy than, tinh trang dinh dudng kém, bgnh nhan st dyng ligu trinh khang sinh kéo dai, va bénh nhan truéc d6 da st dung &n dinh ligu phap
chéng déng méu. Thai gian prothrombin phai dugc theo ddi & nhting bgnh nhén c6 nguy co' va st dyng vitamin K theo chi dinh

Phit trién vi khun khang thuéc: Ké don cefixime khi khang co méi nghi ngé 13 rang hoéc nhidm khuan da dugc chiing minh s& khong dem lai loi ich
cho bénh nhan va lam ting nguy co phat trién cac vi khuan khang thuéc

Thén trong ta dwoc st dung

Thuéc chira lactose: Than trong khi s dung & nhing ngui khong dung nap mot sé loai duéng. Bénh nhan c6 céc vén dé di truyén hiém gép nhu khong
dung nap galactose, thiéu hyt lactase Lapp hogic kém hap thu glucose-galactose khong nén ding thubc nay

. A\

PHU N MANG THAI VA CHO CON BU /

Phuy nir mang thai i

Céc nghién ciu sinh san @& duoc thyc hign trén chudt & lidu cao gap 40 I4n so véi liéu ding & ngudi, két qua cho thdy khong c6 bing chirng cefixire

gay hai dén bao thai chudt. Tuy nhién, khéng co cac nghién clru dugc kidm soat tét va day du & phy ni c6 thai. Vi cac nghién cu sinh san trén dong
vat khong ludn dy doan dugc dap tng trén ngudi, chi st dyung thudc nay trong thai ky khi thét can thiét

Phuy ni# cho con b

Khéng biét cefixime co bai tiét qua sira me hay khang. Can can nhéc tam thai drng cho con b khi diéu trj voi thuéc nay

Phai luén luén hoi y kién bac sT hodc dwgc ST trirée khi ding bét ky thudc gl trong thoi gian c6 thai hogc dang cho con bi

ANH HU'ONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khéng c6 béo cao ndo cho thay cefixime cé nh huwéng dén kha néng lai xe va van hanh may méc. Tuy nhién, cac tac dyng khong mong mubdn da duwoc
bao cao clia cefixime nhu nhirc du, chong mt co thé anh hudng dén kha ning lai xe va van hanh may méc

KHI NAO CAN THAM VAN BAC si, DUQC ST

- Gp phai bat cir tac dung khong mong muén nao khi si dung thubc

- Phuy ni» mang thai va cho con b, tré em, nguéi cao tudi, suy than

Néu can thém théng tin xin hoi ¥ kién béac sT hoac duoc st

TIEU CHUAN: Tiéu chudn co s&

HAN DUNG: 42 thang ké tir ngay san xudt

Ngay xem xét stra dbi, cap nht Iai néi dung hwéng dén st dung:

MERAP crour

Cong Ty C3 Phan Tap Doan Merap

Bé Khé, Tan Tién, Van Giang, Hung Yén, Viét Nam
Www.merapgroup.com

San xudt
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Rx - Thuéc ban theo don Huéng din sU dyng thuéc cho can bd y t&

CAC BAC BIEM DUQC LY

Nhém duoc ly tri liéu: Khang sinh cephalosporin thé hé 3, ma ATC: J01DD08

Dwoc lyc hoc

Co ché tic dung

Giéng nhu cac cephalosporin khac, tac dyng diét khuan cta cefixime 1 do e ché tong hop vach té bao. Cefixime 6n dinh cao dwéi sy hién dign clia nhigu
enzym be!aglactamasa Do d6, nhidu vi khudn khang penicillin va mét s6 cephalosporin nhe sy hién dign cla beta-lactamase c6 thé nhay cam véi cefixime
Khang thuéc

Su khang thuéc véi cefixime clia H: hilt il va Neisseria gonorrhoeae thuwong lién quan dén sy thay déi cac protein gén véi penicillin (PBPs).
Cefixime c6 thé co hoat dong gioi han dol voi ho vi khudn dwong rudt sinh beta-lactamase phé réng (ESBLs). Céc loai Pseudomonas, Enterococeus, cac
ching lién cAu nhom D, Listeria monocytogenes, hiu hét cac chling ty cdu (bao gém céc chiing khéng methicillin), cac chiing Bacteroides fragilis, va hiu hét
cac chling cla céc loai Enterobacter, Clostridium déu khang voi cefixime

Phé khéng khuén

Cefixime da duoc chi ra ring c6 hoat tinh déi voi hau hét cac chling cla céc vi khudn sau trén ca in vitro va cac nhidm khuén Iam sang

Vi khudn Gram duong Streptococcus pneumoma, Strepfococcus pyogenes

Vi khuan Gram am: E: ichia coli, H: Is Moraxella ia gonorrhoeae, Proteus mirabilis

ft nhat 90% cac vi khuan dudi ddy c6 néng do trc ché téi thidu (MIC) in vitro nho fiom hodc béing diém gay nhay cdm (susceptible breakpoint) ctia cefixime
d6i voi cac chiing clia chi hodc nhém sinh vat twong ty. Tuy nhién, higu qua cia cefixime trong diéu trj nhidm khuan 1am sang gay ra b&i cac vi khuan nay
chwa duoc thiét 1ap bdi cac thi nghigm lam sang day du va dugc kidm sost tét

Vi khudn Gram duong: Streptococcus agalactiae

Vi khu&n Gram &m: Citrobacter amalonancus Citrobacter diversus, H: philus parainfl , Klebsiella oxytoca, Klebsiella p liae, Past Il
ltocida, Proteus vulgaris, St mar céc loai Providencia, Sall lla, Shigella

Dwec dong hoc

Hép thu

Vién nang 400 mg va vién nén 400 mg cefixime twong dwong sinh hoc khi udng thuéc trong tinh trang déi. Néng do dinh trong huyét twong dat 2 pg/ml (1-4
ug/ml) va dat 3,7 ug/ml (1,3-7,7 pg/m) sau khi udng mot liéu duy nhat vién nén 200 va 400 mg khodng 2-6 gi&r. Khi uéng thuéc trong tinh trang no, thirc &n
lam giérg sy hép thu, biéu hién théng qua gidm 15% dién tich dwéi dwong cong va 25% ndng dé dinh trong huyét twong ca thuéc

Phéan b

Khodng 65% cefixime trong mau gén véi protein huyét twong va sy gén két nay khéng phy thudc néng do

Chuyén héa va thai trir

Khéng c6 bang chirng vé s chuyén hoa cefixime trong in vivo

Khoang 50% liéu h&p thu cla thuc dugrc thai triv qua nuéce tidu dwdi dang khong dbi trong 24 gier. Trong cac nghién cru trén dong vat, trén 10% lidu ding
cefixime cling dugc thai trir qua mat. Thi gian ban thai clia cefixime & nhiing ngudi khde manh khéng phy thuc vao dang bao ché va trung binh 1a tir 3
dén 4 giér, nhung c6 thé 1&n dén 9 gie & mot s6 ngudi tinh nguyén binh thuong

Céc dbi twong déc biét

Nguwi cao tudi: Dign tich duéi duong cong trung binh tal trang thai 8n dinh & bénh nhén cao tudi cao hon khodng 40% so v&i ngudi trudng thanh. Céc théng
s6 dugc dong hoc gitra 12 di twong tré tudi va 12 ddi twong cao tudi cing dung liéu cefixime 400 mg/ngay trong 5 ngay cb sy khac biét co y nghta théng
ké. Tuy nhién, sy chénh Iéch nay khang dang ké trén 1am sang

Suy than: & nhirng bénh nhan c6 suy gidm chirc nang than trung binh (49 thanh thai creatinin 20-40 mi/pht), thei gian ban thai trung binh ctia cefixime kéo
dai Ién t6i 6,4 gidr. Khi suy than néng (4 thanh thai creatinin 5-20 ml/ph(t), thei gian ban thai trung binh tang dén 11,5 gi. ThAm tach méau va thAm phan
phtic mac déu khdng loai dugc mot lugng thube dang ké ra khdi mau. Tuy nhién, mot nghién ctru chi ra réng véi lidu 400 mg, cac théng sé dugc dong hoc
o blenh nhéan dang thAm tach mau twong ty nhw & ngwdi cd d thanh thai creatinin tir 21 dén 60 ml/phit

CHI BINH

Cefixime dwgc chi dinh diéu tri cac nhiém khuan gay boi vi khudn nhay cdm & ngudi Ion va tré em tir 6 thang tudi trér 1én bao gém

+ Nhiém khuan duong tiét niéu khéng bién chirng gay bdi Escherichia coli va Proteus mirabills

« Viém tai gita gy béi clia Haemophilus influenzae, Moraxella catarrhalis va Streptococcus pyogenes (higu qua diéu tri déi voi viém tai gitra gay boi
Streptococcus pyogenes dugc nghién ciu it hon 10 trwong hop)

+ Viém hong va viém amidan gay bdi Streptococcus pyogenes (Chi ¥: Penicillin 1a thubc thwéng duoc Iya chon trong didu tri nhidm khudn gay boi
Slreprococcus pyogenes. Cefixime thudng higu qua trong loai bé triét dé Streptococcus pyogenes viing vom hong; tuy nhién khong co di liéu céng b higu
qua clia cefixime trong nga&n ngtva bién ching sét thép khép)

+ Dot kich phét ctia viém phé quan man tinh gay bdi Streptococcus pneumoniae va Haemophilus influenzae

» Bgnh 1au khéng bién chirng (C4 tr cung/Nigu dao) gay bdi Neisseria gonorrhoeae (cac chling sinh penicillinase va khéng sinh penicillinase)

LIEU DUNG VA CACH DUNG

Liéu dung

Nguoi [6n: Ligu khuyén céo cla cefixime Ia 400 mg/ngay, dung lidu udng duy nhét hoac chia lam 2 14n, cach nhau 12 gio. Trong didu tri bénh 14U cd tir cung/
nigu dao khong bién chirng, mdt lidu uéng duy nhét 400 mg dugc khuyén cdo. Thuée co thé ubng khong phy thuc thoi diém clia bira &n.

Trong diéu tri nhigm khuén do Streptococcus pyogenes, thdi gian diéu tri véi cefixime téi thiéu 13 10 ngay

Tré em tir 6 théng tudi: Lidu khuyén céo la 8 mg/kg/ngay, ding lidu uéng duy nhét hodc chia lam 2 14n, 4 mg/kg méi 12 gicr

Liéu khuyén cdo & déi tvong tré em c6 thé duoc xac dinh véi tirng khodng cén nang theo Bang 1 dudi day

Bang 1. Lidu khuyén céo cua cefixime trén déi twgng tré em theo can ning

Can ning cua tré (kg) Lidu dung/ngay (mg)
5-7,5" 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
Tl trén 45,1 400

* Ndng d6 thudc trong hdn dich phit hgp véi tré em c6 khodng can néng nay la 100 mg/5 ml hodc 200 mg/5 ml

Ligu dung dbi véi tré em tir trén 45 kg hodic trén 12 tudi twong ty liéu khuyén céo & ngudi Ion

Didu trj viém tai gitra nén dung dang hdn dich. Cac thir nghiém Iam sang vé diéu trj viém tai gitva cho thdy néng do dugc chat trong mau khi st dung dang
hén dich cao hon so véi khi st dung dang vién nén trén cting mét lidu dung.

Bénh nhan suy than: Déi véi bénh nhan cb d6 thanh thai creatinin ti» 60 ml/pht trér 18n, khéng can didu chinh liéu. D6 véi cac bénh nhan suy than, can didu
chinh lidu diing theo Bang 2. Thdm tach méau va thdm phan phic mac déu khéng loai dugc mot lugng thude dang ké ra khai mau

Bang 2. Lidu ding trén déi tweng bénh nhan suy thin

Do thanh thai Creatinin (ml/phut) Liéu diing/ngay (mg)
Tir trén 60 Lidu thong thudng
~ 59* hoéc thédm tach mau 260
Tir dwéi 20 hodc thdm phan phic mac lién tyc 172

* Ndng do thudc trong hdn dich phit hop v&i bénh nhan suy than 1a 200 mg/5 ml hodc 500 mg/5 mi
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CHONG CHI BINH
Khéng st dyng thuéc nay trén cac bénh nhan qua man voi bat ky thanh phan nao clia thubc va bénh nhéan di ing véi bét ky khang sinh beta-lactam nao khac
THAN TRONG KHI DUNG THUOC

Tré em

An toan va hiéu qua clia cefixime trén tré dudi 6 thang tudi chua duoc thiét 1ap

Ty Ié géip céc tac dung khéng mong muédn trén tiéu hoa, bao gdm ca tiéu chay va di ngoai phan léng, & tré em st dyng hdn dich twong ty ty 1& gip & ngudi
I6n st dyng vién nén

Nguwoi cao tudi

Céc nghién ctru lam sang khéng bao gdm du sé lwgng déi twong tir trén 65 tudi dé xac dinh co hay khong sy khac bigt dap (ng gitra ngudi cao tudi va cac
déi twong tré hon. Kinh nghiém Iam sang duoc bao cdo khang xac dinh dwoc co sy khac biét dap (ng gitra cac bénh nhan cao tudi va bénh nhan tré. Mot
nghién ctru dugc e hoc & nguoi cao tudi da phat hign sy khéc bigt vé cac théng s6 duoc Iyc hoce gitra hai nhom déi twgng nay, tuy nhién, nhitng khéc biét
nay nhd va khéng cho thdy sy can thiét phai didu chinh lidu & nguoi cao tudi

Suy than

Phai diéu chinh lidu cefixime trén bénh nhan c6 suy than, ciing nhu dang thdm phan phic mac lién tyc va thdm tach mau. Bénh nhan trong qua trinh thdm
phan méu can dugc theo dai cAn than khi stir dung cefixime

Phan (ng qua man

Céc phén g phan vé (bao gdm séc va cé thé tir vong) da dugc bao céo khi sir dung cefixime

Trwoc khi bat dAu didu tri vi cefixime, cAn xac dinh bénh nhan c6 tién si phan (rng qua mén véi cephalosporin, penicillin hogc cac thude khac hay khang.
Néu thudc nay dugc dung cho nhirng bénh nhan nhay cam véi penicillin, can than trong vi sy qua mén chéo gitra cac thudc khang sinh beta-lactam da dugc
ghi nhén va c6 thé xay ra trén 10% bénh nhan c6 tién st dj ng penicillin. Néu xay ra phan (g di trng véi cefixime, hay ngng thudc

Tiéu chay do Clostridium difficile

Tiéu chay do Clostridium difficile (CDAD) da dugc bao cao voi hdu hét céc khang sinh, bao gbm ca cefixime, véi mirc do nghiém trong tir tiéu chdy nhe dén
viém dai trang gay t& vong. Viéc didu tri bing cac khang sinh [am thay dbi hé vi khuan binh thuéng & dai trang, dén dén phat trién sy qua muc cua C.difficile
C.difficile sinh déc t6 A va B, gép phan phét trin CDAD. Cac ching sinh dc té cao cua C.difficile 1m gia tang bénh tat va tir vong vi cac ching ndy c6 thé
khéng khang sinh va c thé can phau thuét cit bo két trang. CDAD phai dugc xem xét & tit c& céc bénh nhan c6 tiéu chay sau khi st dyng khang sinh. Danh
gia c&n than bénh st 14 cin thiét bdi CDAD da dugc béo céo xay ra sau hon hai thang sir dyng khang sinh.

Néu nghi ng&r hogc khang dinh méc CDAD, ngirng st dung khang sinh khong tac dung tryc tiép véi C.difficile. BU nuéc va dién gidi, bd sung protein, diéu trj
béng khang sinh c6 tac dung vai C.difficile, va danh gia phau thuat cin dugc tién hanh theo chi dinh lam sang

Anh hwong dén déng mau: Cac cephalosporin, bao gbm ca cefixime, c6 thé gay giam hoat tinh prothrombin. Nhém nguy co' bao gém bénh nhén suy gan
hoc suy thén, tinh trang dinh dudng kém, bénh nhan st dyng ligu trinh khang sinh kéo dai, va bénh nhan truéc d6 da st dyng &n dinh ligu phap chéng déng
méau. Thoi gian prothrombin phai dugc theo ddi & nhitng bénh nhan c6 nguy co va sir dyng vitamin K theo chi dinh

Phat tridn vi khudn khang thuéc: Ké don cefixime khi khang c6 méi nghi ngé ré rang hoéc nhidm khuén da duoc chirng minh sé& khong dem lai loi fch cho
banh nhan va Iam ting nguy co phét trién cac vi khuan khang thudc

Thén trong ta dwegc st dung

Thubc chiva lactose: Than trong khi si» dung & nhizng ngudi khong dung nap mot sb loai dwang. Bénh nhan c6 cac van @& di truyén hiém gép nhu khong
dung nap galactose, thiéu hyt lactase Lapp hogc kém hép thu glucose-galactose khdng nén ding thubc nay

PHU N’ MANG THAI VA CHO CON BU

Phu ni* mang thai

Cac nghién ctru sinh san da dugc thye hign trén chugt & liu cao gp 40 1An so voi liu dung & ngui, két qua cho théy khong co béing chimg cefixime gay
hai dén bao thai chudt. Tuy nhién, khdng c6 cac nghién clru duoc kiém soat tét va day G & phy nir cé thai. Vi cac nghién ciu sinh san trén dong vét khéng
Judn dy dodn dugc dap (ng trén ngudi, chi sir dyng thudc nay trong thai ky khi that can thiét

Phy ni¥ cho con bd

Khang biét cefixime c6 bai tiét qua sira me hay khong. Can can nhéc tam thai dirng cho con bu khi diéu tri véi thubc nay

Phai luén luén héi y kién bac sT hodc dwge sT trirée khi ding bat ky thuéc gi trong thei gian cé thai hodc dang cho con bi

ANH HUONG KHA NANG LAI XE VA VAN HANH MAY MOC

Khong c6 bao cao ndo cho théy cefixime cé anh huéng dén kha nang 14i xe va van hanh may méc. Tuy nhién, céc tac dung khong mong muén da dugc bao
4o cla cefixime nhu nhirc ddu, chéng mét c6 thé anh huéng dén kha nang I4i xe va van hanh may méc

TUONG TAC THUGC

Carbamazepine

Téing néng do carbamazepine khi st dyng ddng ther véi cefixime da dugc bo céo. Binh luong thube cé thé hé tror phat hign sy thay dbi néng do carbamaz-
epine trong huyét trong

Warfarin va cac thubc chéng déng

Tang thai gian prothrombin, ¢ hodc khong cé chdy méu, da dugc béao cao khi ding ddng thoi véi cefixime

Xét nghiém (
Phan (tng duong tinh gia vai ceton niéu cd thé xay ra khi xét nghiém str dung nitroprussid, nhung khong xdy ra khi st dung nitroferricyanid Vj
Viéc st dyng cefixime c thé dén dén phan (rng dwong tinh gia véi glucose trong nuéc tidu khi st dung Clinitest®**, dung dich Benedict hogc Fehling. Ca
xét nghiém glucose dya trén phan (ng enzym glucose oxidase (nhu Clinistix® ** hogc TesTape® **) dugc khuyén cao sir dyng. Nghiém phap Coombs tryc
tiép duong tinh gia da dugc bao cdo khi diéu trj véi cac cephalosporin khéc. Do d6, cAn nhan ra nghiém phap Coombs duong tinh cé thé Ia do thubc

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

TAC DYNG KHONG MONG MUON

Théng tin tir cac thir nghigm 1am sang

Tac dyng khéng mong muén thuong théy nhét trong céc thir nghiém tai My khi st dyng dang vién nén la cac vén @8 trén tiéu hoa, véi 30% bénh nhén trudng
thanh gap phai khi 4p dyng ché do mét lidu duy nhét hay chia lam hai liéu mdi ngay. 5% bgnh nhan trong cac thir nghigm tai My da ngirng didu tri do céc tac
dung khong mong mudn lién quan dén thubc. Cac tac dung khang mong muén cy thé 13: tiéu chay 16%, di ngoai phén Iong hodc thudng xuyén 6%, dau byng
3%, budn non 7%, kho tiéu 3%, day hoi 4%. Ty & gép cac tac dung khong mong muén trén tiéu hoa, bao gom ca tiéu chay va di ngoai phan long, & tré em
str dung hdn dich twong t ty 18 gép & ngudi Ién st dyng vién nén

Théng tin tir qua trinh lwu hanh

Céc tac dyng khéng mong mudn sau dugc bao cao sau khi st dyung cefixime. Ty 1§ gép phai dudi 2%

Tiéu héa: Dau byng, khé tiéu, day hoi, tiéu chay, budn nén va non.

Hé mién djch, da va mé duwdi da: Céc phan (ng phan vé (bao gm sbc va co thé tir vong), phat ban da, may day, sét do thuéc, ngtra, ngira by phén sinh
dyc, viém am dao,dau khop, phit mach, phu mét. Héng ban da dang, héi chirng Stevens-Johnson, hoai ti thugng b nhiém déc (hoi chirng Lyell) v
(rng gibng bénh huyét thanh da dugc bao céo

Gan: Viém gan, vang da

Nhiém khuén va ky sinh triing: Mot s6 truéng hop viém dai trang gid mac da dugc phat hign trong cac thir nghiém lam sang. Céc tri¢
cla viém dai trang gia mac cé thé xuét hién trong hodc sau diéu tr|. Bénh ndm Candida

Than: Suy than cp bao gém viém éng than mo ké 1a tinh trang bénh Iy co ban

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

Hé hép, 16ng ngye va trung that: Kho thy

Hé méu va bach huyét: Giam tidu cAu thoang qua, gidm bach cau, giam bach cAu trung tinh, kéo dai thoi gian prothrombin, tang LD
cAu, giam bach cAu hat, va tang bach cAu éi toan, téng tidu cAu, thiéu mau tan mau

B4t thwomg xét nghiém: Tang bilirubin méu, tang nhét thei ure mau hodic creatinin, tang nhét thoi SGPT, SGOT va phosphatase kié!
QUA LIEU VA XU TRI

Triéu chibng qua lidu )
Khi qué lidu cefixime c6 thé c6 trigu chieng co giat. Cac tac dyng khong mong mubn trén mot s6 nhd nhirng ngudi tinh nguyén khde manh ki

nhat 2 g cefixime khéng khac nhirng bénh nhan dugc diéu trj & 1idu khuyén cao

Xt tri qua lidu . . s
Do khéng c6 thubc diéu trj ddc higu nén chti yéu diéu tri triéu chirng. Ngting thubc ngay va xir tri nhu sau: rira da day, c6 thé dung thuoe ch6n~g co giat néu
¢6 chi djnh Iam sang. Do cefixime khong dugc loai ra khoi tuAn hoan mét lugng déng ké bing tham tach mau hozc thdm phan phtic mac nén khong thyc hign

cac bién phap nay TUQ CU
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