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Rx Thudc nay chi dung theo don thuéc.

MEIACT FINE GRANULES

Dé xa tam tay tré em.

Doc ky huéng dan sir dung truée khi ding.

Thanh phan céu tao cua thuéc
Mbi g6i Meiact Fine Granules 0,3 g chira:

Hoat chat Cefditoren (dwéi dang Cefditoren Pivoxil): 30 mg

Ta duoc: Natri croscarmellose; hypromellose; este clia dwdrng va cac acid béo;
aspartam; natri clorid; bét chudi (SK-043); hwong liéu (WH-11912);

mau vang thwc phdm sé 5, dwéng kinh vira da.

Mbi g6i Meiact Fine Granules 0,5g chira:

Hoat chat Cefditoren (dw&i dang Cefditoren Pivoxil): 50 mg

Ta dwoec: Natri croscarmellose; hypromellose; este cua dwdng va cac acid béo;
aspartam; natri clorid; bot chubi (SK-043); hwong liéu (WH-11912);

mau vang thwc phdm sé 5, dwong kinh vira da.

Dang bao ché

Dang bao ché Mau Vi Mui Ma ID trén goi

C6m pha hén dich uéng. | Da cam | Vi ngot hoi déng | Thom | M-23

Chi dinh

Tré em:

Chi dinh diéu tri cac nhidm khuén sau gay b&i cac chiing vi khuan nhay cam:

- Viém tai gilra

- Viém xoang

- Viém amidan cAp & tré trén 6 thang tudi (bao gdm ca viém quanh amidan va ap xe
quanh amidan)

Liéu diang

Tré em

Péi vai tré em, lidu ubng thong thuwéng cla cefditoren pivoxil 1a 3 mg (hoat lwc)/kg, 3
IAn m&i ngay, sau bira an. C6 thé tang liéu 1én dén 6 mg (hoat Iwc)/kg néu can thiét,
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nhwng khéng qua 600 mg (hoat Iwc) méi ngay. Liéu str dung c6 thé dwoc didu chinh
dira trén can nang cua bénh nhan va mirc d6 nang ctia bénh.

Bang liéu tham khao:

Can nang Khoang liéu 6 mg/kg Khoang liéu 3 mg/kg
10 kg 30 mg (hoat tinh)/0,3g x 2 goi 30 mg (hoat tinh)/ 0,3g x 1 goi
11 kg 30 mg (hoat tinh)/0,3g x 2 go6i 50 mg (hoat tinh)/0,5g x 1 go6i
12 kg 30 mg (hoat tinh)/0,3g x 2 goi 50 mg (hoat tinh)/0,5g x 1 go6i
30 mg (hoat tinh)/0,3g x 1 goi va
13 kg g (hog , /0:59 . - 50 mg (hoat tinh)/0,5g x 1 géi
50 mg (hoat tinh)/0,5g x 1 go6i
30 mg (hoat tinh)/0,3g x 1 g6i va ] y
14 kg . . 50 mg (hoat tinh)/0,5g x 1 géi
50 mg (hoat tinh)/0,5g x 1 goi
15 kg 30 mg (hoat tinh)/0,3g x 3 goi 50 mg (hoat tinh)/0,5g x 1 géi
16 kg 30 mg (hoat tinh)/0,3g x 3 goi 50 mg (hoat tinh)/0,5g x 1 géi
17 kg 50 mg (hoa’tktinh)lo,Sg x 2 goi 30 mg (hoat tinh)/0,3g x 2 géi
18 kg 50 mg (hoat tinh)/0,5g x 2 go6i 30 mg (hoat tinh)/0,3g x 2 goi
30 mg (hoat tinh)/0,3g x 2 g6i va | .
19 kg ) B 30 mg (hoat tinh)/0,3g x 2 goi
50 mg (hoat tinh)/0,5g x 1 gdi
20 kg 30 mg (hoat tinh)/0,3g x 4 g6i | 30 mg (hoat tinh)/0,3g x 2 goi
, 30 mg (hoat tinh)/0,3g x 1 goi
21 kg 30 mg (hoat‘tinh)/0,3g x 4 goi va 50 mg (hoat tinh)/0,5g x 1
goi
i o 30 mg (hoat tinh)/0,3g x 1 géi
30 mg (hoat tinh)/0,3g x 1 goi va . ]
22 kg ] . va 50 mg (hoat tinh)/0,5g x 1
50 mg (hoat tinh)/0,5g x 2 goi g6
) . .| 30mg (hoat tinh)/0,3g x 1 gdi
30 mg (hoat tinh)/0,3g x 1 goi va . ]
23 kg ) . va 50 mg (hoat tinh)/0,5g x 1
50 mg (hoat tinh)/0,5g x 2 goi g
a5 RoatRK08g L8ig5)va 30 mg (hoat tinh)/0,3g x 1 goi
at tinh)/0,
24 kg Bl 2 50 mg (hoat tinh)/0,5g 1
50 mg (hoat tinh)/0,5g x 1 go6i g
: 30 hoat tinh)/0,3g x 1 goi
25 kg 50 mg (hoat tinh)/0,5g x 3 goi mg (hoat tinh)/0,3g > 1 g

va 50 mg (hoat tinh)/0,5g x 1
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" goi
30 mg (hoat tinh)/0,3g x 1 goi
% 26 kg 50 mg (hoat tinh)/0,5g x 3 géi va 50 mg (hoat tinh)/0,5g x 1
goi

27 kg 30 mg (hoat tinh)/0,3g x 2 goéi va 30 hoat tinh)/0.3 .
50 mg (hoat tinh)/0,5g x 2 goi e, m e 3;90'

28 kg 30 mg (hoattinh)/0,3g x 2géiva f 5
50 mg (hoat tinh)/0,5g x 2 goi mg (hoat tinh)/0,3g x 3 goi

2 30 mg (hoat tinh)/0,3g x 4 gbéi va 30 hoattl , b .
50 mg (hoat tinh)/0,5g x 1 goi e

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

-~ 31 kg 30 mg (hoat tinh)/0,3g x 6 goi 50 mg (hoat tinh)/0,5g x 2 géi

g | 20mehoattimo3gx3geival
50 mg (hoat tinh)/0,5g x 2 goi mg (hoat tinh)/0,5g x 2 goi

i3y | 30mg(hoattinh)y0Bgx3geival
m
° 50 mg (hoat tinh)/0,5g x 2 goi g (hoat tinh)/0,5g x 2 goi

30 mg (hoat tinh)/0,3g x 2 goéi

34 kg 50 mg (hoat tinh)/0,5g x 4 géi . ,
va 50 mg(hoat tinh)/0,5g x 1 goi

30 mg (hoat tinh)/0,3g x 2 goi
35 kg 50 mg (hoat tinh)/0,5g x 4 goi va 50 mg (hoat tinh)/0,5g x 1
goi

Cach swr dung
Hoa lwong thubc trong goi twong tng voi 1 liéu Meiact Fine Granules v&i mot
lwong nhé nwéc. St dung hdn dich thubc ngay sau khi pha.

Chédng chi dinh

1. Meiact Fine Granules chdng chi dinh cho nhitng bénh nhan co6 tién s man cam
v&i bat ky thanh phan nao cla thubc.

2. Chéng chi dinh twong déi: Theo nguyén tic chung, Meiact Fine Granules chéng
chi dinh cho nhitng bénh nhan man cam véi mét trong cac thanh phan cda thubc,
hodc v&i cac khang sinh khac thudc nhém cephem, trong trwéng hop viéc sir dung
thudc 1a can thiét thi co thé sir dung mét cach than trong.
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3.Cefditoren pivoxil chdng chi dinh trong nhitng trwdng hop thiéu ndng carnitin
guyén phat hoac rdi loan chuyén héa badm sinh dan dén thiéu hut cartinin trén Iam
sang.

<Canh bao>

(1) Nguyén téc chung la nén han ché dén murc téi thiéu thei gian s dung thudc trong
diéu tri dwa trén tinh trang ctia bénh nhan, sau khi xac dinh cac chiing vi khuan nhay
cam véi thubc nham ngén ngira sy xuét hién ctia cac chiing vi khuan khang thudc.
(2) Trong trwong hop bénh nhan bi suy than nang, nén kéo dai khoang thoi gian
gitva cac lan dwa thubc. (Xem phan “Than trong khi str dung” va phan “Dwoc dong
hoc”).

Khuyén cao va than trong

Than trong khi str dung (Meiact Fine Granules nén st dung than trong trong
cac trwong hop sau)

(1) Phan (rng qua man v&i cac khang sinh penicillin.

(2) Ban than hosc gia dinh cé tién st di (’ng nhw hen phé quan, phat ban, hodc may
day.

(3) Réi loan chirc nang than nang [xem muc “Dweoc ddng hoc”].

(4) Kha nang hap thu thirc &n kém hodc dang dwoc nudi dwéng ngoai dwdng tiéu
hoa, ngudi cao tudi hodc strc khoé yéu [can theo di chat ché vi cé thé xuét hién cac
triéu chirng thiéu vitamin K].

(5) Ngwoi cao tudi [xem muc “Str dung thubéc & ngwi cao tudi’].

(6) Thudc cod chira aspartam. Ma aspartam duwoc thiy phan hoan toan trong dwédng
tiéu hoa khi udng. San pham thiy phan chinh bao gdm céc chéat phenylalanin. Do d6
thudc cé thé gay hai véi cac bénh nhan bi bénh Phenylketo niéu (chirng réi loan
chuyén héa phenylalanin).

(7) Thubc nay co chira sucrose. Do dé khéng nén st dung thudc & bénh nhan co6
cac van dé di truyén hiém gp nhw khéng dung nap fructose, kém hép thu glucose-
galactose hoac thiéu sucrase-isomaltase.

Pac biét than trong

(1) C6 thé cé sbc, can theo dbi giam sat chat ché.

(2) Str dung cac thudc khang sinh c6 nhém pivoxil (bao gém ca thube nay, cefcapen
pivoxil hydrochlorid hydrat, cefteram pivoxil va tebipenem pivoxil) lam giam ndng do
carnitin trong huyét twong do qua trinh chuyén hoa/bai tiét acid pivalic (chét chuyén

hoa cla cac khang sinh cé6 nhém pivoxil).
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éc’ dung cac khang sinh cé nhém pivoxil co thé gay ha dwdng huyét kém theo
glam carnitin huyét & tré em (dac biét, & tré so sinh va tré nhd). Vi vay, khi dung

O‘be khang sinh c6 nhém pivoxil, bénh nhan phai dwoc gidm sat chat ché, dac biét cha y

sy gidm carnitin (xem muc “Tac dung khéng mong muén”).

(3) Khi str dung thudc nay cho tré dwéi 3 tudi véi liéu 6 mg (hoat Iwc)/kg 3 1an mébi
ngay, tiéu chay/phan 16ng co thé xay ra véi tAn xuét cao. Néu xuét hién cac triéu
chirng nay, nén tién hanh cac bién phap didu tri triéu chirng thich hop. [Xem muc
“Str dung cho tré em’].

Than trong khi bao quan

Bao quan cac goi thudc tranh anh sang va am. Chi mé géi thubc ngay trwdc khi dung.
St dung thuéc & ngwei cao tudi

Ti |é cac phan (ng bét loi & ngwdi cao tudi khong khac so véi nguwdi Idn. Tuy nhién
& nguwoi cao tudi thweng cé sy suy gidm chirc nang sinh ly do vay can giam sat chét
ché khi dung thubc can clr theo hai diém sau, diéu chinh liéu va khoang cach gitra
cac lan dung thubc.

(1) Cham thai trir & nhitng bénh nhan suy than. Do vay ndng d6 thubc trong mau cé
thé tang.

(2) Nguy co chdy mau do thiéu vitamin K & nguwéi cao tudi khi dung cac thudce twong
tw.

Str dung trong trwwd'ng ho'p c6 thai va cho con bu

Chi st dung thuéc nay cho phu ni¥ cé thai ho&c dw dinh cé thai khi lgi ich cla viéc
dung thudc 16n hon nguy co cé thé xay ra khi diéu tri. [D6 an toan cla thudc dbi véi
phu ni* co thai chwa dwoc céng bd. Ngoai ra, giam carnitin huyét & phu ni¥ dung
khang sinh chira nhém pivoxil trong ba thang cubi cla thai ky da dwgc bao cao, ciing
nhw & tré so sinh ciia nhirng ba me nay].

Str dung cho tré em

(1) Do an toan cua thudc déi véi tré so sinh thiéu can va tré nhé thiéu can khi sinh
chwa dwoc céng bb.

(2) Khi st dung thudc nay cho tré nhé dwéi 3 tudi véi liéu 6 mg (hoat Iwc)/kg 3 1an
mbi ngay thi tiéu chay/phan 1dng cé thé xdy ra véi tan xuét cao, can than trong.
[Trong m6t nghién ctru lam sang st dung thubc nay cho tré em viém phéi, viém tai
gitra va viém xoang véi liéu 6 mg (hoat lwc)/kg 3 ldn méi ngay thi phan (ng tiéu
chay/phan 16ng 1a 36,2% (17/47) & tré dwdi 3 tudi va 16,2% (11/68) & tré 3 tudi hoac

hon. (Xem “Dac biét than trong”].
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thubc co thé gay tac dung phu nhw dau dau, chéng mat, do d6 cé thé anh hwéng

dén kha nang lai xe hodc van hanh may moc. Do d6, khéng nén lai xe hoac van hanh
may moéc khi cdm thay khong khoe.

Twong tac cha thudc véi cac thube khac va cac loai twong tac khac
Thubc khéng acid.

S dung déng thei thubc khang acid chira magnesium va aluminium hydroxide va
cefditoren pivoxil cung lac véi thirc an lam giam Cpawva AUC cla cefditoren. Mac du
chwa c6 bang chirng Iam sang nhwng khéng nén ddng st dung cefditoren va antacid.
Thubc dbi khang receptor H2

Str dung déng th&i famotidine tiém tinh mach va cefditoren pivoxil dung dwong ubng
lam gidm Cpax va AUC cla cefditoren. Mac du chwa cé bang chirng 1am sang nhung
khéng nén str dung dong thoi cefditoren pivoxil véi thube ddi khang receptor H2.
Probenecid

Nhw cac khac khang sinh B-lactam khac, ddng sir dung probenecid v&i cefditoren
pivoxil c6 thé lam tang ndng doé cefditoren trong huyét twong, tang ndng dd Crmay,
AUC va tang thoi gian ban thai.

Thuéc tranh thai

S dung cefditoren pivoxil khéng lam thay déi cac dac tinh dwoc dong hoc cla thude
tranh thai ethinyl estradiol. Cefditoren pivoxil c6 thé str dung ddng thdi véi thudce tranh
thai chira ethinyl estradiol.

Tuong tac véi cac phan tng xét nghiém

Cephalosporin c6 thé gay dwong tinh gia v&i xét nghiém Coombs, ma cé thé can
tré sw két hop chéo clia mau.

Phan (ng dwong tinh gia vé&i dwdng trong nwéc tiéu cé thé xay ra véi xét nghiém
v&i ddng nhwng khodng xay ra véi xét nghiém véi enzym.

Phan (rng am tinh gia c6 thé xay ra v&i xét nghiém ferricyanid khi xac dinh dwéng
trong huyét twong hodc mau, déi véi ca hai phwong phap hexokinase hoac
oxidase glucose dwoc diing dé xac dinh néng d6 dwdng trong mau/huyét twong &
nhirng bénh nhan dung cefditoren pivoxil.

Tac dung khéng mong muodn

Ti 1& cac phan trng bat loi nhw sau: phan (rng béat lgi xay ra & 19 (4,17%) trong sb
456 bénh nhan dwoc theo déi. Triéu chirng chinh bao gém tiéu chay 17 bénh
nhan (3,73%), di ttng 2 bénh nhan (0,44%, 1 bi phat ban va man dd). Thay doi
két qua xét nghiém & 3,60% sb bénh nhan (10/278) bao gém chirc nang gan bat
thwong nhw AST (GOT) téng 0,45% (1/222) va ALT (GPT) tang 0,90% (2/222), va
bién ddi huyét hoc nhw téng bach cau wa eosin 1,97% (5/254).

Ké&t qua nghién ctru sau khi lwu hanh cho thdy cé téng s6 5.821 ca lam sang
dwoc thong bao tir 875 co sé y té trong ca nwéc. Phan (ng béat loi xuét hién &
136 bénh nhan (2,34%) v&i 146 kiéu mo ta. Phan (rng bét loi hay gap la rbi loan
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tiéu hoa (tiéu chay, phan Iéng, V.v...) & 121 bénh nhéan (2,08%) va rdi loan phan
phu va da (phat ban, may day) & 10 bénh nhan (0,17%).

Theo két qua nghién ctru 1am sang s dung thuéc cho bénh nhan nhi viém phdi,
viém tai gira va viém xoang v&i liéu 6 mg (hoat Iwc)/kg 3 1an mai ngay, phan (rng
bat loi xay ra & 36 (31,3%) trong s 115 bénh nhan dwoc danh gia vé do an toan.
Phan tng béat loi chinh Ia tiéu chay/phan 1dng & 28 (24,3%) bénh nhan. Cac gia
tri xét nghiém bat thwong quan sat thay & 7 (6,2%) trong s6 113 bénh nhan da
thure hién cac xét nghiém va duoc dang gia vé do an toan, bao gdm ca tang tiéu
cau.

(1) Cac phan (ng bat lgi c6 y nghia 1am sang

1) Phan (rng séc hodc phan vé (< 0,1%). Giam sat bénh nhan chat ché, ngirng
dung thudc va c6 can thiép kip thdi néu co dau hiéu bat thweng nhw cam thay
mét, kho chiu & miéng, thé rit, chong mat, mét di ngoai, U tai hoac toat mod héi.

2) Viém ruét két ning kém di ngoai ra mau nhw viém ruoét két mang gia
(0,1%). Gidm sat bénh nhan chat ché, ngirng dung thube va cé can thiép kip thoi
néu c6 dau bung hosc tiéu chay nhiéu Ian.

3) Hoi chirng Stevens-Johnson hoac hdi chirng Lyell (< 0,1%). Gidm sat bénh
nhan chéat ché&, ngirng dung thubc va cé can thiép kip thoi néu co bat cir ddu hiéu
béat thwdng nao.

4) Viém phéi ké, hoi chirng PIE (< 0,1%), v.v.., v&i sbt, ho, kho thd, hinh anh X-
quang nguc bat thwéng, tang bach ciu wa eosin. Giam sat bénh nhan chat ché,
ngtrng dung thubc va cé can thiép kip théi nhw st dung cac hormon vé thwong
than néu cac triéu chirng nay xuét hién.

5) Réi loan chirc ning gan (< 0,1%) v&i bénh vang da hodc tang AST (GOT),
ALT (GPT) hoac AIP. Giam sat bénh nhan chat ché, dinh ky xét nghiém. Ngtrng
dung thudc va co can thiép kip thdi néu c6 dau hiéu bat thuong.

6) Rdi loan chirc ning than ning nhw suy than cép (< 0,1%). Giam sat bénh
nhan chat ché, dinh ky xét nghiém. Ngirng dung thubc va cé can thiép kip thoi
néu c6 dau hiéu bat thwéng.

7) Giam bach cau hat (< 0,1%) hodc thiéu mau tan huyét (< 0,1%). Giam sat
bénh nhan chét ché, dinh ky xét nghiém. Ngirng dung thuéc va cé can thiép kip
thoi néu c6 dau hiéu bat thuwdng.

8) Str dung kéo dai khang sinh c6 nhém pivoxil [am giam glucose huyét kém
theo giam carnitin huyét (khong rd ti 1&) & tré em. Ngirng dung thubc va cé can
thiép kip thdi néu cé cac triéu chirng gidm dwdng huyét nhw co giat hoac réi loan
y thirc (xem muc “Dac biét than trong”)



(2) Cac phan (rng bét Ioi khac

AN 5% > >0,1% <0,1%
,Qua man " e D Phat ban May day, ban dd, ngtra, sét, swng hach
bach huyét, dau khép
Huyét hoc “"™™"2 1 Tang bach cau wa | Giam bach cau hat
eosin Giam tiéu cau
Gan™mies) AST (GOT) tang, | Vang da
ALT (GPT) tang Al-P tang
Than BUN ting, creatinin huyét twong tang,
protein niéu
Tiéu hoa Tiéu chdy, phan | Cam giac cang bung, budn nén, nén
Iéng,

budn nén, khé chiu
trong bung, dau

bung.

R&i loan vi sinh

Viém miéng, nam candida

Thiéu vitamin

Triéu ching  thiéu  vitamin K
(gidm prothrombin huyét, nguy co chay
mau, v.v...), thifu hén hop vitamin B
(viém lw®i, viém miéng, biéng &n, viém

day than kinh, v.v...)

Khac

Pau dau, chéng mat, phu, té liét

Cac két qua xét

nghiém béat thuwéng [AST(GOT) tang,

ALT(GPT) téng, tdng bach cau wa eosin, v.v...] thuwdng xuat
hién khi diéu tri kéo dai. *" """

Chu thich 1)- Ngirng dung thudc va cé can thiép kip thdi néu cé triéu chirng xuét hién
Chd thich ). Gjam sat bénh nhan chat ché. Co can thiép kip thoi néu cé dau hiéu bat

thwong xuat hién nhw ngirng dung thube.
Chi thich 3). Gjam sat bang cach dinh ky xét nghiém.

Théng bao ngay cho bac sy hoéc duoc sy

nhing phan g cé hai gap phéi khi str dung thuébc

Qua liéu va cach xu tri.

1. Triéu chirng (la triéu chirng chung déi v&i khang sinh cephem): nén, budn nén,

dau thwong vi, lwdi den, phan Idng, tiéu chay.

- Viém rudt két mang gid nghiém trong co6 thé xay ra trong mét sb trwéng hop.
Triéu chirng théng thwdng bao gém tiéu chay bao phat di kém voi sét, dau bung,
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tdng bach cau, phan c6 Ian dich nhdy va mau, mat bach ciu hat tang bach cau

wa eosin, thiéu mau tan huyét, gidm bach cau, vang da, ting S-GOT/S-GPT/ALP,

phat ban, may day, nglra, c6 xu hwéng chay mau, réi loan than.

- Co thé xay ra réi loan y thirc, dong kinh, tang phan xa, thiéu mau tan huyét, giam
bach cau, giam tiéu cau, d&c biét ddi voi cac bénh nhan suy tim hay suy than st
dung qua liéu cac thudc nay.

2. Diéu tri: Cac khang sinh cephem la nhirng thudc rat an toan va cé doc tinh chon

loc. Vi vay, chi c6 cac bién phap 2) va 3) sau day la can thiét trir khi qua liéu véi mire

doé dac biét lon:
1) Rira da day (&p dung khi qua liéu dac biét Ién, trong vong 2 gid sau khi uéng
thuée).
2) Dung chéat hap phu: Than hoat (40 — 60 g, pha trong 200 ml nwéc).
3)Thubc xb6: Magnesium sulfate (30 g, pha trong 200 ml nwéc), hoac
MAGCOROL® 250 ml.
4) Bu dich: nén thém cac tac nhan bao vé gan, c6 thé thém thubc tiém vitamin
nhém B va vitamin K.
5) Diéu tri triéu chirng:
- Viém rudt két mang gia: Vancomycin 500 mg 4 dén 6 1an mai ngay trong 7 dén
10 ngay, hodc metronidazol 500 mg 3 dén 4 1an méi ngay trong 7 ngay lién tuc.
- Bong kinh: Diazepam hoac thudc tiém phenobarbital.

Dwoc lwc hoc

Nhém dwoc hoc diéu tri: Khang sinh cephalosporin thé hé 3.

Ma ATC: JO1DD16.

1. Hoat tinh khang khuan

(1) Trong qué trinh hép thu tai thanh ruét cefditoren pivoxil dwoc chuyén héa thanh
cefditoren la chat c6 tac dung khang khuan.

(2) Cefditoren c6 phd khang khuan in vitro rong bao gdm cac vi khuadn gram dwong
va gram am. Déc biét thubc cé tac dung khang khuan manh véi cac vi khuan gram
dwong nhw Staphylococcus sp., Streptococcus sp. va Streptococcus pneumoniae, va
cac vi khudn gram am nhw Escherichia coli, Moraxella (Branhamella) catarrhalis,
Klebsiella sp., Proteus sp. va Haemophilus influenzae, va cac vi khuan ky khi nhw
Peptostreptococcus sp., Propionibacterium acnes, Bacteroides sp. va Prevotella sp.
Cefditoren ciing c6 tac dung khang khuan véi Haemophilus influenzae khang
ampicillin khéng sinh ra B-lactamase (BLNAR).

(3) Th& nghiém in vitro cho thay cefditoren bén v&i B-lactamase do cac vi khun
khac nhau sinh ra va cé tac dung khang khudn manh vé&i cac chdng sinh B-
lactamase.

2. Co ché tac dung
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| ~\ Cefditoren (rc ché qua trinh téng hop vach té bao vi khuan. Thudc cé ai lwc cao véi
.~.;\‘/>,,,% ac protein c6 kha nang gan két penicillin & cac vi khuan khac nhau (PBPs) nén c6
4 2
“, tac dung diét khuan.

3. Hiéu qua diéu tri nhiém khuin thwe nghiém

Cefditoren pivoxil cé hiéu qua diéu tri véi cac nhiém khuan thuc nghiém & chudét nhit
gay ra boi Staphylococcus aureus, Streptococcus pneumoniae, Escherichia coli,
Klebsiella pneumoniae va Proteus sp.

Dwoc dong hoc

1. Hap thu va phan bé

(1) Néng dé thuéc trong mau

Hinh 1 va bang 1 1an lvgt biéu dién cac théng sé dwoc dong hoc va ndng dé trong
huyét thanh cua cefditoren véi liéu ubng duy nhat 3 mg/kg hoac 6 mg/kg sau bira an
& tré em c6 chirc nang than binh thuwdng. Két qua cho thay cé sw phu thudc vao lidu

dung.
3 @®: 3 mg/kg (n=19)
O: 6 mg/kg (n=18)
§~. (Trung binh £ S.D.)
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Thoi gian (gid)

Hinh 1. Néng dé cefditoren trong huyét thanh tré em c¢é chirc nang thén binh
thuong
Bang 1. Céac théng sé duoc déng hoc & tré em c6 chire ndng théan binh thuong
Liéu Cmax(Mg/mL) | T1/2 (hr) | AUCq_« (Mg .hr/mL)
3 mg/kg (n=19) 1,45 2,25 7,16
6 mg/kg (n=18) 2,85 1,68 11,90

(2) Phén bé thubc trong dich va mé

Thubc phan bb vao ddm, mé amidan, mang nhay ctia xoang ham trén, mé da, vét
thwong sau nhé rang, v.v...

(3) Gan két protein

Ti & gan két v&i protein huyét thanh dwoc xac dinh bang phwong phap siéu loc 1a
91,5% v&i ndng dd 25 ug/mL (in vitro).

2. Chuyén hoa va bai tiét

/m&i



Trong qué trinh hap thu cefditoren pivoxil bi chuyé&n hoa va chuy&n thanh
cefditoren cé hoat tinh khang khuan va acid pivalic. Acid pivalic tao dang lién hop
" v6i carnitin va dwoc bai tiét qua nwéc tiéu dudi dang pivaloyl carnitin. Cefditoren
khdng bi chuyén hoa va thai trr chli yéu qua nwéc tiéu va mat. Téc dd thai trir
qua nwac tiéu (0 — 8 givy) clia cefditoren véi liéu udng 3 va 6 mg/kg sau bira &n &
tré em c6 chlrc nang than binh thwong 1an lwot 1a 20% va 17%.

3. Nong d6 thuéc trong huyét thanh va nwéc tidu (tham chiéu sé lidu cua
vién MEIACT 100 v&i bénh nhan réi loan chirc nang than)

Nong d6 thude trong huyét thanh va cac théng sé dwoc dong hoc duwoc trinh bay
lan lwot & hinh 2 va bang 2. Liéu uéng 200 mg sau bira an véi bénh nhan réi loan
chirc nang than hodc chay than nhan tao cho thay ndng d6 thudc dat & mirc cao
trong tat ca cac trwong hop, T thay déi tuy theo mirc dd rdi loan chirc nang
than.

Néng do thudc trong
hugéttbanh (pgfmL)

0 a & 1z 15 @ .;4
Thiri gian (gidy)

Hinh 2. Néng dé cefditoren trong huyét thanh & bénh nhan réi loan chirc ndng than

Bang 2. Céc théng sé duoc déng hoc & bénh nhan rbi loan chirc ndng than

Tinh trang bénh nhan S6 bénh nhan|Tmax| Cmax | T12| AUCo_w

[Cecr (mL/phut)] (9i®) |(Mg/mL)|(gi®)| (ug.gid/mL)
Nhe [561 - 70] 3 2 232 11,13 10,2
- Trung binh [30 — 50] 4 4 2,17 |2,06 16,4
Nang [<30] 2 8 3,70 |5,68 53,5

Bénh nhan chay than 1 6 460 |5,37 50,2

(Vao ngay khong chay than)

Téc db bai tiét thude qua nwoc tiéu giam theo mire d6 réi loan chirc nang than.

Mot sb sb tay hwéng dan dé xuét liéu nhw sau:

Ccr 2 50: Liéu théng thwdng

50 > Cor > 10: Gidm liéu hang ngay xudng con 1/2 - 2/3 liéu théng thwdng va chia
lam 2-3 14n m&i ngay.

10 = Ccr: Giam lidu hang ngay xudng con 1/3 liéu théng thwong va chia lam 1-2 1&n

méi ngay.
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Piéu kién bao quan: Nhiét do dwai 30°C.

Han dung cua thubc: 36 thang k& tir ngay san xuét
Tiéu chuan chat lwong: Tiéu chuén co s&
Tén, dia chi cia co’ s& san xuat
Meiji Seika Pharma Co., Ltd. (Meiji Seika Pharma Co., Ltd. Odawara plant)
Dia chi: 4-16, Kyobashi 2-chome, Chuo-ku, Tokyo 104-8002, Japan
(Nha may: 1056, Kamonomiya, Odawara-shi, Kanagawa, Japan).

Current applicant New applicant
MEIJI SEIKA PHARMA CO., LTD THIEN THAO PHARMACEUTICAL.,JSC
(Director of applicant, direct signature, (Director of applicant, direct signature,
full name, stamp) full name, stamp)

Meiji Seika Pharma Co
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