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n{6i gOi ch0a: Cefditoren pivoxil 50mg (hoqt tinh)
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Fine Granules

D?ng bio ch6: C6m pha h6n dFh u6rE
D6ng 96l: 0.59 x 2l g6t
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VISA/ SDK:

LOT/ 56 t6 SX

Mfg. Daro/ NSX

Exp. Oate/ HD

Each sachet contains: Cefditoren Pivoxil50mg (potency)

aaa
Rx Prescription Drug meut@O

Fine Granules

Fine Granules,ltreiact
@ lndlcatlon, dosage, admlnlstratlon and contraindicatlon: see package lnsert

READ PACKAGE INSERT CAREFULLY BEFORE USE
KEEP OUT OF REACH OF CHILDREN
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MEIJI SEIKA PHARMA CO., LTD

MeijiSeika Pharma

Shinichi Nishizawa,
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DilNX: C060 ry ce phln DulE phlm lhtan Thao
28/178 Th6i He - QuAn O6ng Oe - He NOt - M6t Nlm

g6i 0.5 g

Phrma Co., Ltd,, Od.w.,. Phnt)
4-16, tsdnTokyo, Nh6r

1056,(E/c nhA m{y: Kamonomiya, Odawore - shl, Xaoagma. NhQt Ben)

sachets 0.5 g 4-16, Kyobashl 2{hofr, Chucku, Tokyo. Japan
(Plant1056, lGmonomiya, Oda@6 - 6hi, Kanagawa, Japan)

(Platrt: MeUl S.lk. Phrrm. Co., Lld. Odswar. Plant)
Co,, Ltd,
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Lot No.
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Cefditoren Pivoxil 50mg

Manufactured by:

Meiji Seika Phama Co.. Ltd- Odawara Plant

1056. Kamonomiya, Odawara.shi, Kanagawa,

Cefditoren Pivoxil 50mg (potency)

Manutaciured by:

N4eili Seika Pharma Co., Ltd. odawara Plant

1056, Kammomiya, Odilara-shi, Kanagawa, Japan
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Cefditoren Pivoxil 50mg (potency)

Manufaciured by:

[4eiji Seika Pharma Co., Lld. Odawara Plant

1056. Kffinomiya, Odawa+shi, Kanagawa, Japsn
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50mg (potency) (potency)
1 sachet
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Fine Granules 2l sachets

0.5G

Store below 30t
Protect from light and moisture

after opening

Lot.No XXXX
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Rx Thu5c ndry chi dirng theo don thu5c.

MEIACT FINE GRANULES

DO xa tAm tay trd em.

Dqc ky' huong ddn s* dung trufuc khi ding

Thinh phin cdu tqo c0a thu5c
Nll6i gOi Meiact Fine Granules 0,3 g ch0a:

lvt6i gOi tMeiact Fine Granules 0,5g chua:

D?ng bio ch6

Dang bdo che tVdu vi Miri Ma lD tr6n g6i

C6m pha h6n dich u6ng Da cam Vi nggt hoi ding Thcvm M-23

Chi cllnh

T16 em:

Chi dinh di6u tri c6c nhiSm khu5n sau gAy b&i c6c ching vi khu6n nhqy cdm:

- Viem tai giDa

- Viem xoang

- Viem amidan c5p & tr6 tr6n 6 th6ng tu6i (bao g6m cd vi6m quanh amidan vdr 6p xe

quanh amidan)

Li6u ding
T16 em

g6i vOi trd em, li6u u6ng th6ng thudng crla cefditoren pivoxil la 3 mg (ho4t lqrc)/kg, 3

tAn m6i ngay, sau bra dn. C6 th6 ting li€u l6n d6n 6 mg (hoqt lq^pc)/kg n6u cAn thi6t,

1t,

q

Hoat ch6t Cefditoren (dudi dang Cefditoren Pivoxil): 30 mg

T6 ducvc: Natri croscarmellose; hypromellose; este cOa dudng vd c6c acid b6o;

aspartam; natri clorid; b6t chu6i (SK-043); hucrng tiQu (WH-11912);

mdu vdng thuc phAm s6 5, dudng kinh vua d0.

Hoat ch6t Cefditoren (ducri dang Cefditoren Pivoxil): 50 mg

Td duqc: Natri croscarmellose; hypromellose; este cia ducrng vd c6c acid b6o;

aspartam; natri clorid; bOt chu6i (SK-043); hucrng lieu (WH-11912);

mdu vdng thqrc ph6m s6 5, dudng kinh vira d0.



nhLrng khong qud 600 mg (hoqt luc) m6i ngay. Li6u stl dung co th6 duqc di6u chinh

\ra trdn cAn n{ng c0a b€nh nhAn vd m0c d0 ndng c0a b€nh

ng li6u tham khdo

Gdn ning Khoing liGiu 6 mg/kg Khoing lidu 3 mg/kg

10 kg 30 mg (hoqt tinh)/0,39 x 2 g6i 30 mg (hoqt tinh)/ 0,39 x 1 g6i

11 kg 30 mg (hoqt tlnh)/0,39 x 2 goi 50 mg (hoqt tinh)/0,59 x 1 g6i

12 kg 30 mg (hoqt tinh)/0,39 x 2 goi 50 mg (hoqt tinh)/O,59 x '1 goi

13 kg
30 mg (hoqt tinh)/0,39 x 1 g6i vd

50 mg (hoat tinh)/0,59 x 1 goi
50 mg (hoEt tinh)/0,59 x 1 goi

14 k9
30 mg (hoqt tinh)/0,39 x 1 g6i va

50 mg (hoat tlnh)/0,59 x 1 goi
50 mg (hoqt tinh)/0,59 x 1 goi

15 kg 30 mg (hoqt tinh)/0,39 x 3 goi 50 mg (hoat tinh)/0,59 x 1 goi

16 kg 30 mg (hoEt tinh)/0,39 x 3 goi 50 mg (hoqt tinh)/0,59 x 1 goi

17 kg 50 mg (hoqt tinh)/0,59 x 2 goi 30 mg (hoqt tlnh)/0,39 x 2 goi

18 kg 50 mg (hoat tfnh)/0,59 x 2 goi 30 mg (hoqt tinh)/0,39 x 2 goi

19 kg
30 mg (hoat tinh)/O,39 x 2 goi vd

50 mg (hoqt tinh)/0,59 x 1 goi
30 mg (hoqt tinh)/0,39 x 2 goi

20 kg 30 mg (hoqt tinh)/0,39 x 4 goi 30 mg (hoqt tinh)/0,39 x 2 goi

21 kg 30 mg (hoat tinh)/0,39 x 4 goi

30 mg (hoqt tinh)/O,39 x 1 goi

vdr 50 mg (hoqt tinh)/0,59 x 1

g6i

22 kg
30 mg (hoat tinh)/0,39 x 1 g6i vd

50 mg (hoat tinh)/0,59 x 2 goi

30 mg (hoqt tinh)/0,39 x 1 goi

vd 50 mg (hoqt tinh)/0,59 x 1

goi

23 kg
30 mg (hoat tinh)/O,3g x 1 goi vd

50 mg (hoat tinh)/0,59 x 2 goi

30 mg (hoqt tinh)/0,39 x 1 g6i

vd 50 mg (hoqt tinh)/0,59 x 1

g6i

24 kg
30 mg (hoqt tinh)/0,39 x 3 goi vd

50 mg (hoat tinh)/0,59 x 1 goi

30 mg (hoat tinh)/0,39 x 1 goi

va 50 mg (hoat tinh)/0,59 x 1

goi

25 k9 50 mg (hoEt tinh)/O,59 x 3 goi
30 mg (hoat tinh)/0,39 x 1 goi

vd 50 mg (hoEt tinh)/0,59 x 1
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q.

b g6i

26 kg
\

50 mg (hoqt tinh)/0,59 x 3 goi

30 mg (hoat tinh)/0,39 x 1 g6i

vd 50 mg (hoqt tinh)/0,59 x 1

goi

27 kg
30 mg (hoEt tinh)/0,39 x 2 g6i vd

50 mg (hoqt tinh)/0,59 x 2 goi
30 mg (hoat tinh)/0,39 x 3 goi

28 kg
30 mg (hoat tinh)/0,39 x 2 goi va

50 mg (hoqt tinh)/0,59 x 2 goi
30 mg (hoqt tinh)/0,39 x 3 goi

29 kg
30 mg (hoat tinh)/0,39 x 4 goi vd

50 mg (hoat tinh)/0,59 x 1 goi
30 mg (hoqt tinh)/0,39 x 3 g6i

30 kg 30 mg (hoat tfnh)/0,39 x 6 goi 30 mg (hoat tinh)/0,39 x 3 goi

31 kg 30 mg (hoqt tinh)/0,39 x 6 goi 50 mg (hoEt tfnh)/0,59 x 2 goi

32 kg
30 mg (hoat tinh)/0,39 x 3 goi vd

50 mg (hoqt tinh)/0,59 x 2 g6i
50 mg (hoqt tinh)/0,59 x 2 goi

33 kg
30 mg (hoqt tinh)/0,39 x 3 g6i vd

50 mg (hoat tinh)/0,59 x 2 goi
50 mg (hoat tinh)/0,59 x 2 goi

34 kg 50 mg (hoqt tfnh)/0,59 x 4 goi
30 mg (hoqt tinh)/0,39 x 2 goi

vri 50 mg(hoqt tinh)/O,59 x 1 goi

35 kg 50 mg (hoqt tinh)/0,59 x 4 goi

30 mg (hoat tinh)/0,39 x 2 goi

vdr 50 mg (hoqt tinh)/0,59 x 1

goi

Cich sr? dqng

Hda luqng thu6c trong g6i tuong Ong voi 1 li6u Meiact Fine Granules v6i mOt

luqng nh6 nudc. Sr? dung h6n dich thu6c ngay sau khi pha.

Ghi5ng chi dlnh
'1. tVleiact Fine Granules ch6ng chi dinh cho nhtrng benh nhin c6 ti6n st} m5n cAm

vcvi bdt ky thdnh phAn ndo cria thu6c.

2. Ch6ng chi dlnh tucrng CI5i: Theo nguy6n tic chung, Meiact Fine Granules ch6ng

chi dinh cho nh0ng bQnh nhdn m5n cAm vcvi mQt trong c6c thdnh phdn cria thu6c,

hoic vcyi cdrc khdng sinh kh6c thuQc nhom cephem, trong trucrng hgp viec srl dqrng

thu6c ld cAn thiCt thi co th6 sfr dqrng mOt c5ch th0n trgng.
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\
3.Cefditoren pivoxil ch6ng chi dinh trong nh0ng truong hcrp thi6u ndng carnitin

guyen phrit ho{c r6i loan chuy6n hoa bAm sinh d5n d6n thi6u hut cartinin tr6n l6m

-4 sang.

<Cinh b6o>

(1) Nguyen tic chung ld n6n han ch6 d6n mr?c t6i tni6u thcri gian s& dqrng thu6c trong

di6u tri dqra tr6n tinh trqng cia bQnh nhdn, sau khi x6c dinh c6c ch0ng vi khuAn nhay

cdm vdi thu6c nhdm ngdn ngCra sqr xuSt hi€n crla c6c chrlng vi khudn kh6ng thu6c.

(2) Trong trucrng hqp bQnh nh6n bi suy thin nang, n6n keo ddri khodng thcri gian

gi0a cdc lAn dua thu6c. (Xem phdn "Thfn trgng khi srl dgng" vd phAn "Duqc dQng

hgc").

Khuy6n c5o vi thfn trgng
Thfn trgng khi st) dqng (Meiact Fine Granules n6n sr) dr,rng thfn trgng trong

cic trudng hop sau)

(1) Phnn ung qud m5n vcvi c6c kh6ng sinh penicillin.

(2) Bdn th6n hoic gia dinh co ti6n srl di ung nhu hen ph6 qudn, phdt ban, hoic mdy

day.

(3) R6i loqn chfc ndng thQn n{ng [xem muc "Duqc dgng hgc"].

(4) Kha ndng hdp thu thrlc dn k6m ho{c dang duqc nu6i du0ng ngodi ducrng ti6u

ho5, ngudi cao tu6i hoic sr?c kho6 yeu [cAn theo d6i chit ch6 vi co th6 xu6t hien c6c

triQu chung thi6u vitamin Kl.

(5) Ngucri cao tu6i [xem muc "Sr] dgng thu5c & nguoi cao tu6i"l.

(6) Thu6c co chrla aspartam. t\Id aspartam ducvc thtiy ph6n hoAn todn trong dudng

ti6u hoa khi u6ng. Sdn phdm th0y phdn chinh bao g6m c6c ch6t phenylalanin. Do do

thu6c co th6 g6y hqi v6i cdc bQnh nh6n bi b€nh Phenylketo niQu (ch0ng r6i loan

chuy6n h6a phenylalanin).

(7) Thu6c ndy co chua sucrose. Do do kh6ng n6n sfr dung thu6c d bOnh nhAn c6

c6c v6n de di truy6n hiem gqp nhu khong dung nap fructose, k6m h6p thu glucose-

galactose hoic thi6u sucrase-isomaltase.

D{c bigt thfn trgng

(1) C6 the co s6c, cAn theo d6i gi6m sat chit ch6.

(2) Sr} dUng c6c thu6c kh6ng sinh c6 nhom pivoxil (bao gom cd thu6c nAy, cefcapen

pivoxil hydrochlorid hydrat, cefteram pivoxil vd tebipenem pivoxil) ldm gidm n6ng dQ

carnitin trong huyet tucrng do qu6 trinh chuy6n ho6/biri ti6t acid pivalic (ch6t chuy6n

hod crla c6c kh6ng sinh c6 nhom pivoxil).

J



) oonn cdc khSng sinh c6 nhom pivoxil co th6 gay ha duong huy6t kdm theo

carnitin huy6t d tr6 em (d{c biet, & tr6 scv sinh vd tr6 nh6). Vi vQy, khi dtng
khdng sinh co nh6m pivoxil, benh nh6n phdi duqc giSm s5t chdt ch6, dac bi€t ch0 f
sr=r gidm carnitin (xem muc "T6c dgng khong mong mu5n").

(3) Khi srl dr,rng thu6c ndy cho tr6 duoi 3 tu6i voi li6u 6 mg (hoqt luc)/kg 3 l6n m6i

ngay, ti€u chdy/phAn l6ng c6 thd xdy ra vcvi tAn xudt cao. NOu xudt hiQn c5c trieu

chong ndy, non ti6n hanh c6c biQn phSp dieu tri triQu chung thich hEp. [Xem mqrc

"Sr1dung cho tr6 em"].

Thfn trgng khi bio quin

86o qudn c6c goi thu6c tr6nh 6nh sdng vd 5m. Chi m& goi thu6c ngay truoc khi dirng.

Su dr,rng thu5c o nguoi cao tutii

Ti l€ cdc ph6n rlng U5t tqi d ngucri cao tu6i khong kh6c so vcri nguoi lon. Tuy nhi6n

d nguoi cao tu6i thucrng c6 sqr suy gidm chuc ndng sinh lf do vQy cAn gi6m s6t chit

ch6 khi dung thu5c cdn cu theo hai di6m sau, di6u chinh li6u vd khodng cdch gi0a

c5c lAn ding thu6c.

(1)Cham thdi tru d nh0ng benh nhAn suythQn. Do v6y n6ng dQ thu6ctrong m5u co

th6 tang.

(2) Nguy ccr chdy m6u do thi6u vitamin K & nguoi cao tu6i khi dirng c6c thu6c tuong

tu.

Sr) dr,rng trong trulng hgp c6 thai vi cho con b[

Chi sr] dUng thu6c ndy cho phu nO co thai hoic dLr dinh co thai khi lqi ich cOa viec

dung thu6c ldn hon nguy ccI co th6 xity ra khi dieu tri. [D0 an todn c0a thu6c 06i vOi

phq nD co thai chua duqc cOng b6. Ngoiri ra, gidm carnitin huyet & phU no dtng

kh6ng sinh chua nh6m pivoxil trong ba th6ng cu6i crla thai ky dd dugc bdo c6o, cOng

nhu O trd scv sinh crla nhtrng bd mq ndyl.

S& dgng cho tr6 em

(1) Dg an todn c0a thu6c O6i vOi tr6 so sinh thieu c6n vd tr6 nh6 thi6u cdn khi sinh

chua duqc c6ng b6.

(2) Khi stit dqng thu6c ndy cho tr6 nh6 ducvi 3 tu6i v6i li6u 6 mg (hoqt lLrc)/kg 3 l6n

m6i ngdy thi ti6u chdy/phAn l6ng co th6 x6y ra voi tAn xu6t cao, cAn thfn trgng.

[Trong mOt nghi6n cuu l6m sdng sfr dr;ng thu6c ndy cho trd em viem ph6i, vi6m tai

gira vd vi6m xoang voi lieu 6 mg (hoqt lLrc)/kg 3 l6n m6i ngdy thi phdn Ong ti6u

chdy/phan l6ng tir 36,20/0 (17147) d trd du6i 3 tu6i vd 16,20/o (11168) d tr6 3 tu6i hoac

hcrn. (Xem "Dic biQt thQn trgng"l.

I
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h hu&ng cia thu5c khi lei xe vi vfn hinh m6y m6c

thu6c co th6 gdy t5c dung phu nhu dau dAu, ch6ng mdt, do do co th6 anh hudng
en khd n6ng l6i xe hodc vfn hdnh m6y moc. Do do, kh6ng nen l6i xe hodc vAn hanh

moc khi cdm thAy khong kh6e.

Tuong t6c c0a thu5c v6i cic thu5c khic vi cic loqi tuong t6c khic
Thu6c khang acid.

S& dqng d6ng thcvi thu6c khdng acid chrla magnesium vd aluminium hydroxide va
cefditoren pivoxil clrng hic vcvi thr]c dn ldm gidm C,r,vdr AUC cOa cefditoren. Mic du
chua co bdng chrlng lam sdng nhung kh6ng nen dong sr? dr;ng cefditoren vd antacid.

Thu6c d6i *nang receptor H2

Sfr dung dong thcvi famotidine ti6m Unh mqch vd cefditoren pivoxil dtng ducrng u6ng
ldm gidm Cr., vit AUC cOa cefditoren. Mic dt chua co bdng chung l6m sdng nhung
kh6ng n6n s& dUng dong thcvi cefditoren pivoxil vcyi thu6c O6i tfrang receptor H2.

Probenecid

Nhu c6c khac kh5ng sinh B-lactam kh5c, d6ng s& dung probenecid voi cefditoren

pivoxil co th6 ldrm tdng n6ng do cefditoren trong huy6t tucrng, tdng n6ng dO Cr,,,,

AUC vdr tdng thoi gian b6n thii.

ThuSc tranh thai

Srl dung cefditoren pivoxil kh6ng ldm thay d6l cAc dic tinh duqc dOng hoc cia thu6c
tr6nh thai ethinyl estradiol. Cefditoren pivoxil co th6 srl dqng d6ng thoi vdi thu6c tr6nh
thai chOa ethinyl estradiol.

Tuong tdc voi cdc phdn wng xet nghiQm
- Cephalosporin co th6 gdy duong tinh gid voi xet nghiQm Coombs, md co th6 cdn

trd sqr k6t hqp ch6o cOa m6u.
- Phdn Ong ducrng tinh gid vcri duong trong nuoc ti6u co th6 xdy ra vcvi xet nghiQm

vdi dong nhung khong xAy ra vdi x6t nghiem voi enzym.
- Phdn Ong dm tinh gi6 c6 th6 xdy ra vdi xet nghi€m ferricyanid khi x6c dinh duong

trong huyet tucrng hoic m6u, d6i vdi cd hai phucrng phap hexokinase hoic
oxidase glucose duqc dtng d6 xdc dinh nong dQ ducrng trong m6u/huy6t tuong d
nhirng b€nh nhdn dtng cefditoren pivoxil.

T6c dr,rng kh6ng mong mu5n
- Ti le cdc phdn Ong U5t tqi nhu sau: phdn rlng n6t tqi xdy ra d 19 (4,17%) trong s6

456 b€nh nhdn duqc theo d6i. Trieu chrlng chinh bao g6m ti6u chdy 17 benh

nh6n (3,73%), di ttng 2 bQnh nhAn (0,44o/o, 1 bi phat ban vd m5n d6). Thay cl6i

ket qu6 x6t nghiQm & 3,60% s6 Uenfr nhdn (1 Ot278) bao g6m chr?c ndng gan b6t

thucrng nhu AST (GOT) tdng 0,45% (11222) vdt ALT (GPT) tdng 0,90% (21222), vit

bi6n cf6i huy6t hec nhu tang bach cAu ua eosin 1,97o/o (51254).

- f6t qud nghien ct?u sau khi luu hdrnh cho th6y co t6ng s6 S.AZ1 ca l6m sdng

duqc thong b6o tu 875 ccy s& y te trong cd nucvc. Phdn t?ng b6t lqi xudt hien &

136 benh nhAn (2,34%)voi 146 ki6u mo td. Phdn r?ng bdt lqi hay gap la r6i loan

s
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!
ti6u hod (ti6u chdy, phdn ldng, v.v ) d 121 b6nh nhAn (2,Ogo/o) va r6i toan phAn

.phu vA da (ph5t ban, mdy day) d 10 bQnh nh6n (0, 1T%)

- Theo ket qud nghien cuu lAm sdng s0 dung thu6c cho benh nh6n nhi vi6m ph6i,
viem tai gioa vd vi6m xoang voi lieu 6 mg (hoqt lqrc)/kg 3 lAn m6i ngay, phdn r?ng
n6t tqi xly ra & 36 (31,3%) trong s6 t t 5 b€nh nhAn ducyc d6nh gid ve dQ an todn.
Phdn #ng b5t loi chinh la tieu chdy/phan ldng o 2g (24,3o/o) benh nh6n. cac gi6
tri x6t nghiQm b5t thuong quan s6t thdy o 7 (6,2%) trong s6 tt3 benh nh6n di
thuc hien c6c x6t nghidm vd ducvc dang gid ve d0 an todn, bao g6m cd tang ti6u
cdu.

(1) Cic phin rlng b5t toi c6 f nghia tAm sing
1) Phin Ong stic hoic phin vC (< O,1o/o). Giam sat b6nh nhan chdt ch6, ngung
dirng thu6c vd co can thiQp kip thcri n6u co ddu hieu b6t thucyng nhu cdm thdy
m6t, kho chiu d mi6ng, thd rit, chong mdt, m6t di ngodi, r) tai hodc to6t mo hoi.

2) vi6m ru6t k6t nAng kdm di ngoii ra m6u nhu vi6m ruQt k6t ming gii
(0,1%). GiSm s6t bQnh nhdn chit ch6, ngung dung thu6c vd co can thiQp kip thcri

neu co dau br,rng hodc ti6u chdy nhi6u l6n.

3) HOi chung Stevens-Johnson hoic h6i ch0ng Lyel! (. 0,1 %). Gihmsdt benh

nh6n chit ch6, ngirng dtng thu6c vd co can thiQp kip thcri n6u c6 UAt cu ddu hieu

b5t thucvng ndo.

4) Vi6m ph6i ke, h6i ch0ng PIE (< O,1o/o), v.v.., vdi s6t, ho, kh6 thd, hinh dnh X-

quang ngqc bdt thuong, tdng bach cAu ua eosin. Giiim s5t b€nh nhAn ch{t ch6,

ngt]ng dtng thu6c vd c6 can thiep kip thcri nhu srit dUng c6c hormon v6 thuqng

thQn neu c6c trieu chung ndy xu6t hign.

5) Roi loqn chrlc ning gan (< O,1o/o) voi bQnh vAng da ho{ctdng AST (GOT),

ALT (GPT) hoic AlP. Gidm s6t bQnh nhAn chat ch6, dinh ky xet nghiQm. Ngung

dirng thu6c vd co can thiep kip thcvi ndu c6 ddu hiQu bdt thucrng.

6) R6i loqn ch0c ning thfln ning nhu suy thfln cip (.0,1%). Gi6m sdt b€nh

nhAn chat ch6, dinh ky x6t nghiem. Ngung dtng thu6c vd co can thiQp klp thcri
A , ,T,

n6u c6 dAu hieu bAt thuong.

7) Giim bach ciu hqt (. 0,1%) ho{c thi6u miu tan huy6t (< 0,1%). Giam sat

benh nhAn chit ch6, dinh ky x6t nghiQm. Ngung dr)ng thu6c vdr c6 can thiep klp

thcvi n6u co d6u hieu b6t thudng.

8) S[r dung keo ddri kh6ng sinh co nh6m pivoxil ldm giim glucose truy6t kdm

theo giim carnitin huyiit (khong rO ti lQ) O tr6 em. Ngung ding thu6c vd co can

thiep kip thoi n6u co c5c triQu ch0ng gi6m ducrng huy6t nhu co giQt hoic r6i loan

f thr?c (xem mqc "Dic biQt thfn trgng")
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(21CAc phin rlng b5t lqi kh6c

chrr thich 1): Ngung dirng thu6c vd c6 can thiQp kip thcvi n6u c6 triQu chung xu6t rrien

chtr thrch 2): GiSm s6t bOnh nhdn chdt ch6. Co can thiep kip thcvi n6u c6 ddu hi€u U5t

thuong xu6t hien nhu ngtrng dung thu6c.
ch0 thich 3): Gi6m s6t bdng c6ch dinh ky xet nghiQm.

Th6ng bao ngay cho bdc si hoqc dupc si
nhCrng phdn ung co hai gap phdi khi sir dqng thu6c

Qui lidu vi c6ch x& tri.
1. TriQu ch&ng (ld triQu ch0ng chung O6i vOi kh6ng sinh cephem): nOn, bu6n nOn,

dau thucvng vi, luoi den, ph6n l6ng, ti6u chdy.

- Vi6m ruOt k6t mdng gi6 nghiOm trgng co th6 xdy ra trong mOt s6 trudng hcrp.

Tri€u chung th6ng thudng bao gdm ti6u chdy bqo phdt di kem voi s6t, dau br;ng,

S,i,-
\

\ 5o/o ) >0,1o/o <0,1o/o

,pre m5n "n'tnrcn 
1) Phdt ban Mdy day, ban d6, ngua, s6t, sung hach

bach huy6t, dau kh0p

Huy6t hgc "n'thich 
2) Tdng bach cdu ua

eosin

Gidm bEch cAu hat

Gidm tieu cAu

Gan ch, thich 2) AST (GOT) ting,

ALT (GPT) tdng

Vdng da

Al-P tdng

Thin BUN tang, creatinin huyet tucrng ting,
protein ni6u

Tieu hod Tieu chdy, phAn

l6ng,

bu6n nOn, kho chiu

trong bqng, dau

bung.

Cdm giSc cdng bung, bu6n n6n, n6n

R6i loan vi sinh Viem mi6ng, ndm candida

Tri6u ch0ng thi6u vitamin K

(gidm prothrombin huy6t, nguy co chdy

mdu, v.v...), thieu h6n hqp vitamin B

(vi6m luoi, vi6m mi6ng, bi6ng dn, vi6m

ddy thdn kinh, v.v...)

Thi6u vitamin

Dau dAu, chong m{t, phu, te liet

Citc k6t qua x6t nghiQm b6t thucrng IAST(GOT) tdng,

ALT(GPT) tdng, tdng bach cAu ua eosin, v.v...] thucrng xuSt

hi€n khi diOu tri keo ddri. 
chu thich 3)

KhSc
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tdng bach cAu, phdn c6 l5n dich nhAy vd m6u, m6t bach cAu hat, tdng bqch cAu
ua eosin, thieu mdu tan huydt, gidm bqch cAu, ving da, tdng s-GoT/s-Gpr/ALp,

ban, mdy day, ngua, c6 xu hudng chdy mdu, r6i loqn thQn% c6 th6 xdy ra r5i loan 1i thuc, dOng kinh, tdng phin xa, thi6u m6u tan huy6t, gi6m
bach cAu, gidm ti6u ciu, dic biQt d6i v6i cdc bQnh nh6n suy tim hay suy thfn sr;r

dUng qua lieu c6c thu6c ndy.

2. Didu tr!: Cdc khdng sinh cephem la nh0ng thu6c rdt an todn vd co dQc tinh chgn
lqc. Vi vfy, chi co c6c bign phap 2) vit 3) sau ctdy la cAn thi6t tru khi qud li6u vdi mfc
d0 dac bi€t lon:

1) R&a dq ddy (ap dung khi qu6 lieu dic biQt l6n, trong vong 2 gicr sau khi u6ng
thu6c).

2) Dtng cn6t ndp phq: Than hoqt (40 - 60 g, pha trong 200 mt nuoc).

3)Thu6c x6: [Vlagnesium sulfate (30 g, pha trong 2oo ml nucrc), hodc
MAGCOROL@ 250 MI.

4) Bn dich: n6n th6m cdc t6c nhdn bdo vO gan, co th6 them thu6c ti6m vitamin
nh6m B vd vitamin K.

5) Di6u tritriQu ch0ng:

- Vi6m ru6t ket mdng gi6: Vancomycin 500 mg 4 den 6 l6n m6i ngdry trong 7 den
10 ngdy, hodc metronidazol 500 mg 3 ddn + lAn m6i ngdy trong 7 ngdy li6n tUc.

- DQng kinh: Diazepam hoic thu6c ti6m phenobarbital.

Duqc lqrc hgc

Nhom duqc hgc di6u tri: Kh6ng sinh cephalosporin thC hC 3.

Mi ATC: J01DD16.

1. Hoqttinh khing khuin
(1) Trong qu5 trinh h6p thu tai thdnh ruQt cefditoren pivoxil duqc chuy6n hoa thdnh

cefditoren la ch6t co t6c dung kh6ng khu6n.

(2) Cefditoren c6 pn6 fnang khu5n in vitro rQng bao g6m c5c vi khu5n gram duong
vd gram 6m. Dic bi6t thu6c co t6c dUng khSng khuAn manh vcvi c6c vi khuin gram

duong nhu Sfaphylococcus sp., Sfreptococcus sp. vd Streptococcus pneumoniae,va

c6c vi khu6n gram 6m nhu Escherichia coli, Moraxella (Branhamella) catarrhalis,

Kebsielta sp., Proteus sp. vd Haemophilus influenzae, vd c5c vi khu6n ky khi nhu

Peptostreptococcus sp., Propionibacterium acnes, Bacteroides sp. vd Prevotella sp.

Cefditoren c0ng co t6c dUng khdrng khu6n vcvi Haemophitus inftuenzae kh6ng

ampicillin kh6ng sinh ra B-lactamase (BLNAR).

(3) Thr? nghiQm in vitro cho th6y cefditoren b6n vcvi B-lactamase do c6c vi khu6n

kh6c nhau sinh ra vd co t6c dung khdng khu6n manh vcvi c5c ching sinh B-

lactamase.

2. Co ch6 tic dung
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Cefditoren uc che qud trinh t6ng hEp v6ch te bdo vi khuAn. Thu6c co 6i luc cao v6i
c protein co khi ndng gin k6t penicillin d c5c vi khudn khdc nhau (PBps) n6n co

t5c dlrng diQt khuAn.

3. Hi6u qui didu tr! nhi6m khu6n thr,rc nghi6m

Cefditoren pivoxil c6 hiQu qud dieu tr! voi c5c nhiSm khuAn thlrc nghiQm & chuOt nhit
gAy ra bdi Sfaphylococcus aureus, Streptococcus pneumoniae, Escherichia coli,

Klebsiella pneumoniae vd Proteus sp.

Duqc dgng hgc
1. Hdp thu vi phin bti

(1) N1ng dO thuoc trong mdu

Hinh 1 vd bdng 1 lAn luqt bi6u diSn cdc thOng s6 duqc dOng hoc vd nOng dO trong
huyet thanh cia cefditoren voi li6u u6ng duy nh6t 3 mg/kg hodc 6 mg/kg sau bpa dn
d tr6 em co chuc ndng thQn binh thucvng. K6t qud cho thSy co str phq thuQc vdo lieu
dung.

O: 3 mg/kg (n=19)

O: 6 mg/kg (n=18)

(Trung binh t S.D.)

24
Thdigian (gio)

Hinh 1. N6ng dO cefditoren trong huyet thanh trd em co chwc ndng than binh

thuvng
Bdng 1. Cac th6ng s6 duEc dQng hqc d trd em co chuc ndng thQn binh thuvng

Lieu Cr.r(pg/mL) Trrz (hr) AUCo-- (pg .h/mL)

3 mg/kg (n=19) 1,45 2,25 7,16

6 mg/kg (n=18) 2,85 1 I 6B 11,90

(2) Phdn b6 tnuoc trong dich va m6

Thu6c phdn b6 vdo dcvm, mO amidan, mdng nhdry cia xoang hdm trdn, mO da, v6t

thucrng sau nh6 rdng, v.v...
p) Gen k6t protein

Ti l0 gin k5t vcyi protein huy6t thanh duqc xdc dinh bang phuong ph5p si6u lqc ld

91,5o/o vdi n6ng d0 25 pg/ml (in vitro).

2. Chuy6n ho5 vi bai ti6t
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Trong qud trinh hdp thu cefditoren pivoxil bi chuy6n ho5 vd chuy6n thdnh
cefditoren c6 hoqt tinh khSng khu6n va acid pivalic. Acid pivalic tao dang lien hop
vdi carnitin vd duoc bai tiet qua nuoc ti6u ducyi dang pivaloyl carnitin. Cefditoren
khOng bi chuy6n hod vd thdi tru chri y6u qua nucrc ti6u vd m6t. T6c d0 thdi tru
qua nuoc ti6u (0 - 8 gio) cia cefditoren vcvi li6u u6ng 3 vd 6 mg/kg sau bpa dn d
tr6 em co chr?c ning thdn binh thucyng lAn luqt ld 2Oo/o vd 17oh.

3. Nting d9 thulSc trong huytit thanh vi nu6c ti6u (tham chi6u s5 Itqu crla
vi6n MEIACT 100 v6i bQnh nhin r6i loqn chrlc ning thfn)
Nong dO thu6c trong huy5t thanh vd c6c th6ng s6 dugc dOng hgc duEc trinh bay
lAn lucvt d hinh 2 va bdng 2. Li6u u6ng 200 mg sau b0a 5n vdi bQnh nhAn r6i loEn

chuc ndng thfn ho{c chqy thOn nh6n tao cho thdy n6ng dO thu6c dat & muc cao
trong t6t cd c5c trudng hEp, T1p thay o6i tuy theo moc do r6i loan chr?c ndng

th?n.
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Hinh 2. Ndng dO cefditoren trong huy)t thanh d benh nhdn r1i toqn chuc ndng thQn

Bdng 2. Cac thong s6 duqc dOng hqc d b€nh nhdn r6i toqn chuc ndng thQn

Tinh trqng benh nhAn

[Ccr (mL/phrit)]

So benh nhAn Tmax

(gicv)

cr.,
(pg/mL)

Ttp

(gio)

AUCo--

(pg.gicr/mL)

Nhe [51 -701 3 2 2,32 1,13 10,2

Trung binh [30 - 50] 4 4 2,17 2,06 16,4

Ning [.30] 2 8 3 70 5,68 53,5

Benh nhAn chay th?n

(Vdo ngdy kh6ng chay thQn)
1 6 4 60 5,37 50,2

T6c dO bai tiet thu6c qua nu0c ti5u gidm theo mrlc cfO r6i loan chr?c ndng thQn.

MOt s6 s6 tay hucrng d5n cI6 xu6t li6u nhu sau:

Cc,2 50: Lieu thong thudng

50 > Cc,. > 10: Gidm li6u hdng ngdy xu6ng con 1t2 -2t3lieu thong thudng vd chia

ldm 2-3 lAn m6i ngay.

10 > Ccr: Gidm lieu hdng ngdry xu6ng cdn 1/3 li6u th6ng thuong vd chia larm 1-2 l6n

m6i ngdy.
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ry c6ch d6ng g6i

p chr?a 21 g6i, m6i goi 0,3g (Voi hdm luqng cefditoren 30mg)

HQp chua 21 goi, m5i goi 0,5g (Vcri hdm luqng cefditoren 50mg)

Diiiu kign bio quin: Nhiet d9 ducyi 3OoC.

Hqn dtng cOa thu6c: 36 th6ng k6 t[] ngdy sdn xu6t

Ti6u chuin chdt luqng: Tieu chu6n ccy sd

TGn, dla chi cia co s& sin xuSt

tt/eiji Seika Pharma Co., Ltd. (MeUi Seika Pharma Co., Ltd. Odawara plant)

Dia chi: 4-16, Kyobashi 2-chome, Chuo-ku, Tokyo 104-8002, Japan

(Nhd may. 1056, Kamonomiya, Odawara-shi, Kanagawa, Japan).

Current applicant

MEIJI SEIKA PHARMA CO., LTD

(Director of applicant, direct signature,
full name, stamp)

New applicant

THIEN THAO PHARMACEUTICAL.,JSC

(Director of applicant, direct signature,

full name, stamp)

MeijiSeika Pharma

ichi Nishizawa, Di

lntemational Regulatory

lntemational I Ieadquarters'
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