Rax Thuée nay chi ding theo don thude. Cach sir dyng

MEIACT FINE GRANULES Hoa lugng thude trong goi twong img véi 1 |%HCI Fine Granules v&i mot lugng nho nude. Sir
dung hén dich thube ngay sau khi pha.
Chéng chi dinh *//

1. Meiact Fine Granules chéng chi dinh cho nhimg bén]-&n cb tién sir min cim véi bt k¥ thanh

DE xa tdm tay tré em.

Doc k hudmg dén sie dung trieie khi ding.
Thanh phiin cfiu tao cia thuic

M&i géi Meiact Fine Granules 0,3 g chira:

phin nao ciia thude.
2. Chéng chi dinh twong ddi: Theo nguyén tic chung, Meiact Fj@lcs (:hémg chi dinh cho nhimg

Hoat chit Cefditoren (dudi dang Cefditoren Pivoxil): 30 mg bénh nhan man cam véi mt trong cac thanh phén cia thue, hodic 4ng sinh khic thuge nhom

ciich thin trong.

Ta durye: Natri croscarmellose; hypromellose; este ciia dudng v cdc acid béo; aspartam; cephem, trong truémg hop viée sir dung thudc 14 cin thiét thi co thé sir

natri clorid; bot chudi (SK-043); huong ligu (WH-11912); mau vang thyc 3. Cefditoren pivoxil chéng chi dinh trong nhimg truéng hop thiéu nang carni )ﬁyén phat hogc roi
phim sb 5, démg kinh vira dii. loan chuyén héa bam sinh din dén thiéu hut cartinin trén 1am sang. O
. /Y
Moi géi Meiact Fine Granules 0,5g chira: \/
Hoat chi Cefd dudi dang Cefd Pivoxil): 50 sl O
oat chat efditoren (dudi dang Cefdito ivoxil): 5 : v : : : o 4
= ‘ ( pg CelditoienLivoxs) . o0Rng (1) Nguyén tic chung 1a nén han ché dén mirc t5i thiéu thei gian sir dung thuée trong diéu
Ta durge: Natri croscarmellose; hypromellose; este ciia duéng va cac acid béo; aspartam;

natri clorid; bot chudi (SK-043); hwong ligu (WH-11912); mau vang thye

trén tinh trang cua bénh nhan, sau khi xéc dinh céc ching vi khuin nhay cam véi thude n >
phéim sé 5, dwémg kinh vira du.

ngin ngira sy xudt hién cua cdc ching vi khuin khang thude. 4

(2) Trong trrimg hop bénh nhan bj suy thin ning, nén kéo dai khoang théri gian giira cic ln dua

5 £ N
Dang bao che thude. (Xem phan “Thén trong khi sir dung” va phin “Dirge ding hoc”).

Dang bao ché Mau Vi Mii M ID trén goi
Céin pha hén dichubng. | Dacam | Vi ngot hoi déng Thom | M-23 Khuyén cdo va thin trong
Chi dinh Thin trong khi sir dung (Meiact Fine Granules nén sir dung thin trong trong cic trudmg hop sau)
3 (1) Phan irng qua mén véi cac khang sinh penicillin.
Tré em:

g e . o . . . (2) Ban thin hoic gia dinh ¢6 tién sir dj tmg nhu hen phé quan, phat ban, hofic may day.
Chi dinh diéu trj cac nhiém khuan sau gy béi cic chiing vi khudn nhay cam: o R N
Vigm tai g (3) Roi loan chire ndng than ning [xem muyc “Durgre djng hoc™].
- Viém tai giira . :
Vi 5 (4) Kha ning hip thu thirc in kém hodc dang duge nuéi duding ngoai dudng tiéu hod, ngudi cao tudi
= Viem xoan; ; N " = . .
" X s sy s B " e . . hoie sire khoé yéu [can theo ddi chat ché vi co thé xuat hién cac tri¢u chimg thiéu vitamin K].
- Viém amidan cap & tré trén 6 thang tudi (bao gom ca viém quanh amidan va ap xe quanh amidan) i - . R . . -
Lide dis (5) Ngudi cao tudi [xem muc “Sir dung thude & ngudi cao tuoi”].
iéu din; : .
Trd e (6) Thudc c6 chira aspartam. Ma aspartam dugc thiy phin hoan toan trong dudmg tiéu hoa khi uong.
éem . A i : 2
R e N . i i N San pham thiy phén chinh bao gom céc chat phenylalanin. Do dé thube ¢6 thé gdy hai voi cdc bénh
Baoi véi tre em, lieu uong thong thudmg cua cefditoren pivoxil ki 3 mg (hoat hye)kg, 3 lan moi X . . 2. ST :
- e i " A p nhin bi bénh Phenylketo nig¢u (chimg roi loan chuyén hoa phenylalanin).
ngdy, sau bira dn. Co thé ting li¢u Ién dén 6 mg (hoat luc)/kg néu can thiét, nhung khéng qua b S - ’ £ -t 3
o O Iy I (7) Thude nay c6 chira sucrose. Do do khong nén sir dung thude & bénh nhan co cac van de di truyén
600 mg (hoat lyc) moi ngay. Lieu sir dung co the duge dieu chinh dya trén can nang cua bénh

nhin va mire dg ning coa bénh.
Bing liéu tham khio:

Cén niing Klloéng]iéu 6 mg/kg Khoang liéu 3 mg/kg
10 kg 30 mg (hoat tinh)/0,3g * 2 goi 30 mg (hoat tinh)/ 0,3g * | goi
g g =
11 kg 30 mg (hoat tinh)/0,3g = 2 g6i 50 mg (hoat tinh)/0,5g = 1 géi
12kg 30 mg (hoat tinh)/0,3g = 2 gdi 50 mg (hoat tinh)/0,5g = 1 goi
30 mg (hoat tinh)/0,3g = 1 goi va
13 kg - (hoat tinh)/0.5 b 50 mg (hoat tinh)/0,5g = 1 goi
mg (hoat tinh)/0,5g = 1 géi
30 hoat tinh)/0,3g = 1 goi va
14 kg S:E ¢ {:a ::'_')W'gi Igo'_ i 50 mg (hoat tinh)/0,5g = 1 g6i
mg (hoat tinh)/0,5g > 1 g&i
15kg 30 mg (hoat tinh)/0,3g = 3 gbi 50 mg (hoat tinh)/0,5g * 1 géi
16 kg 30 mg (hoat tinh)/0,3g » 3 goi 50 mg (hoat tinh)/0,5g = 1 goi
17kg 50 mg (hoat tinh)/0,5g = 2 gdi 30 mg (hoat tinh)/0,3g = 2 goi
18 kg 50 mg (hoat tinh)/0,5g * 2 goi 30 mg (hoat tinh)/0 3g = 2 goi
30 mg (hoat tinh)/0,3g = 2 géi va
19 kg 8 (hogt tinh)0,3g x 2 gél v 30 mg (hoat tinh)/0,3g x 2 géi
50 mg (hoat tinh)/0,5g = 1 géi :
20kg 30 mg (hoat tinh)/0,3g = 4 g6i 30 mg (hoat tinh)/0,3g = 2 goi
g gxzg
30 hoat tinh)/0,3g = 1 goi va
21 kg 30 mg (hoat tinh)/0,3g * 4 goi T (hogt tiat/0, g > 1 261 A
50 mg (hoat tinh)/0,5g = 1 goi
2k 30 mg (hoat tinh)/0,3g = 1 géi va 30 mg (hoat tinh)/0,3g = 1 goi va
& 50 mg (hoat tinh)/0,5g = 2 g6i 50 mg (hoat tinh)/0,5g = 1 goi
T 30 mg (hoat tinh)/0,3g = 1 gbi va 30 mg (hoat tinh)/0,3g = 1 goi va
3
. 50 mg (hoat tinh)/0,5g = 2 gbi 50 mg (hoat tinh)/0,5g = 1 géi
24k 30 mg (hoat tinh)/0,3g » 3 géi va 30 mg (hoat tinh)/0,3g = 1 géi va
J 50 mg (hoat tinh)/0,5g = 1 goi 50 mg (hoat tinh)/0,5g = 1 goi
30 mg (hoat tinh)/0,3g < | goi va
25kg 50 mg (hoat tinh)/0,5g = 3 goi g (hoat tinhy0,3g 3 Tda
50 mg (hoat tinh)/0,5g = 1 goi
30 mg (hoat tinh)/0,3g = 1 goi va
26 kg 50 mg (hoat tinh)/0,5g = 3 gbi e (hos Wilgx Te
50 mg (hoat tinh)/0,5g = | géi
30 mg (hoat tinh)/0,3g * 2 g6i va
27 kg 50 mg (host tinhy/0,5 2 B 30 mg (hoat tinh)/0,3g = 3 goi
mg (hoat tinh)/0,5g = 2 g6i
30 hoat tinh)/0,3g = 2 géi va
28kg 5(;"g ( (l:.l :'_ )h]r'Oi fm_‘.[a 30 mg (hoat tinh)/0,3g = 3 goi
mg (hoat tin ,og % 2 go1
30 hoat tinh)/0,3g = 4 géi va
29kg e ik 30 mg (hoat tinh)/0,3g = 3 goi
50 mg (hoat tinh)/0,5g = 1 géi
30kg 30 mg (hoat tinh)/0,3g = 6 gbi 30 mg (hoat tinh)/0,3g = 3 gbi
3lkg 30 mg (hoat tinh)/0,3g * 6 g6i 50 mg (hoat tinh)/0,5g = 2 goi
30 mg (hoat tinh)/0,3g = 3 gdi va
32kg g USRI Do 50 mg (hoat tinh)/0,5g * 2 goi
50 mg (hoat tinh)/0,5g = 2 gbi
30 mg (hoat tinh)/0,3g * 3 géi va 2 -
kg 50 me (hoat tinh)/0.5¢ * 2 261 50 mg (hoat tinh)/0,5g = 2 goi
30 mg (hoat tinh)/0,3g * 2 gdi va
34 kg 50 mg (hoat tinh)/0,5g * 4 g6i 8 (hoat tluh)D,3g x 2 goi va
50 mg(hoat tinh)/0,5g = | goi
30 tha e W
35kg 50 mg (hoat tinh)0,5g 4 géi 30ie (hosttuh )0, 3¢ 3.2 kot ive
50 mg (hoat tinh)/0,5g = 1 géi

hiém gap nhu khéng dung nap fructose, kém hip thu glucose-galactose hodc thiéu sucrase-
isomaltase.

Dic biét thin trong

(1) C6 thé ¢é sée, cin theo dai gidm sat chit che.

(2) Sirdung cacthude khéng sinhcénhém pivoxil (bao gom cathude niy, cefcapen pivoxil hydrochlorid
hydrat, cefteram pivoxil va tebipenem pivoxil) lam giam nong dd carnitin trong huyét tuong do
qué trinh chuyén hod/bai tiét acid pivalic (chdt chuyén hod cita cic khing sinh ¢6 nhom pivoxil).
Viée sir dung cic khing sinh 6 nhém pivoxil e thé gay ha duing huyét kém theo giam carnitin huyét
&tréem (diic biét, &tré so'sinh va tré nho). Vi vdy, khi dung khang sinh cé nham pivoxil, bénh nhan phai
duge giam sdt chit ché, dic biét chi ¥ sy gidm carnitin (xem myec “Téde dung khéng mong mubn”).

3

Khi st dung thude ndy cho tré dudi 3 tudi véi liéu 6 mg (hoat Iyc)/kg 3 an mdi ngay, tiéu chiy/phin

1ong c6 thé xdy ra véi thn xudt cao. Néu xudt hign cdc triéu chimg nay, nén tién hanh cae bién phap

diéu trj triéu chimg thich hgp. [Xem muyc “Sir dyng cho tré em™].

Thén trong khi bao guan

Bio quin cic géi thude tranh dnh sang va dm. Chi m& géi thube ngay truée khi ding.

Sir dung thube & ngudi cao tudi

Ti I cac phan img bat loi & ngudri cao tudi khang khac so véi ngudi Iém. Tuy nhién & ngudi cao tudi

thudmg c6 su suy giam chirc ning sinh 1§ do viy cin giam sat chit ché khi ding thudc ¢in cir theo hai

diém sau, diéu chinh lidu vi khoang cich gitra cac lin ding thude.

(1) Chim thai trir & nhirng bénh nhén suy thin. Do vy néng d¢ thubc trong mau co thé ting.

(2) Nguy co chay mau do thiéu vitamin K & ngudi cao tudi khi ding cdc thude tuong ty.

Sir dung trong trrdmg hop cé thai va cho con bu

Chi sir dyng thude nay cho phy nir ¢6 thai hodc du dinh ¢6 thai khi lgi ich ciia viée ding thude 16n hon

nguy co cb thé xdy ra khi diéu tri. [D§ an toan cia thuéce di voi phu nir co thai chira duge cong bo

Ngodi ra, gidm carnitin huyét & phy ni¥ dimg khéng sinh chira nhom pivoxil trong ba thing cudi cia thai

ky dd duge bio cdo, ciing nhir & tré so sinh cta nhimg ba me nay).

Sir dung cho tré em

(1) Dé an toan cta thude déi v tré so sinh thiéu can va tré nho thiéu can khi sinh chua duge cong bb.

(2) Khisir dyung thube nay cho tré nhé dudi 3 tudi voi liéu 6 mg (hoat lye)/kg 3 1an mdi ngay thi tiéu
chay/phin long c6 thé xdy ra véi tin xudt cao, cén than trong. [Trong mét nghién ciu lim sing
sir dung thude nay cho tré em viém phoi, viém tai gifra va viém xoang vai liéu 6 mg (hoat lyc)/kg
3 lin médi ngay thi phan img tiéu chay/phan 1ong 1a 36,2% (17/47) & tré dudi 3 tudi va 16,2%
(11/68) & tré 3 tudi hodic hon. (Xem “Dic bigt than trong™)].

Anh hwémg ciia thube khi 14i xe v vin hanh may méc

Do thue c6 thé giy tic dung phy nhu dau diu, chéng mit, do d6 c6 thé anh hudmg dén kha ning lii xe

hoiic van hianh may méc. Do d6, khéng nén ldi xe hode van hanh may mae khi cam thay khong khoe.

Tweng tic ciia thude véi cac thube khic va cac loai twong tic khic

Thuée khang acid

Sir dung déng thoi thube khang acid chira magnesium va aluminium hydroxide va cefditoren pivoxil

ciing ltic voi thire dn lam giam Craevd AUC clia cefditoren. Mic dii chua cé bing chimg 1im sang nhung

khong nén déng sir dyung cefditoren va antacid.

Thuée doi khing receptor H2

Sir dung déng thoi famotidine tiém finh mach va cefditoren pivoxil ding duémg udng lam giam Coas

va AUC clia cefditoren. Miic dir chua ¢6 bing chimg lim sing nhung khong nén sir dung dong thai

cefditoren pivoxil voi thude doi khing receptor H2.

Probenecid

Nhu cac khic khang sinh B-lactam khéc, dong st dung probenecid véi cefditoren pivoxil c6 thé lam ting

néng d§ cefditoren trong huyét tuong, ting ndng dé Caas, AUC va ting thai gian ban thai.




Thuie tranh thai
Sir dung cefditoren pivoxil khong lam thay dbi cac dic tinh duge ding hoc cia thude tranh thai ethinyl
estradiol. Cefditoren pivoxil ¢ thé sir dung déng thi véi thude trénh thai chia ethinyl estradiol.
Twong tac voi cae phan img xét nghiém

- Cephalosporin cé thé gay duong tinh gid vé&i xét nghiém Coombs, ma ¢é thé can tré sy két hop
chéo cia mau.

- Phan tng duong tinh gia véi duong trong nude tiéu ¢o thé xay ra vai xét nghiém véi ddng nhung
khéng xay ra véi xét nghiém véi enzym.

- Phan g am tinh gia c6 the xay ra v&i xét nghiém ferricyanid khi xac dinh dudng trong huyét
tuong hodc mau, déi véi ca hai phuong phip hexokinase hodc oxidase glucose duge diing dé xdc
dinh ndng do dudng trong mau/huyét trong & nhitng bénh nhin diing cefditoren pivoxil.

Téc dung khéng mong mudn

- Ti & cdc phan irng bét lgi nhir sau: phan irng bét lgi xay ra & 19 (4,17%) trong s 456 bénh nhin dugc
theo doi. Tri¢u ching chinh bao gﬁm tiéu chay 17 bénhnhan (3,73%), di img 2 bénh nhan (0,44%, 1
bi phat ban va man d6). Thay déi két qua xét nghiém & 3,60% sé bénh nhin (10/278) bao gém chire
nang gan bt thuomg nhu AST (GOT) tang 0,45% (1/222) va ALT (GPT) tang 0,90% (2/222), va
bién déi huyét hoe nhr ting bach chu ua eosin 1,97% (5/254).

- Két qua nghién ciru sau khi luu hanh cho thiy ¢6 tong s6 5.821 ca 1dm sang dugc théng béo tir 875 co
sar y té trong ¢ nuGe. Phan img bit lgi xudt hién & 136 bénh nhdn (2.34%) véi 146 kidu mé ti. Phan
{mg bét loi hay gap 14 réi loan tiéu hod (tiéu chay, phan Iong, v.v...) & 121 bénh nhin (2,08%) va réi
loan phin phy va da (phat ban, may day) & 10 bénh nhan (0,17%).

- Theo két qua nghién ciru lam sang sir dung thude cho bénh nhan nhi viém phdi, viém tai giira va
viém xoang véi liéu 6 mg (hoat lic)/kg 3 lan mbi ngay, phan img bét lgi xay ra & 36 (31,3%) trong
s6 115 bénh nhin dugc danh gid vé do an toan. Phan img bit lgi chinh la tiéu chay/phan long &
28 (24,3%) bénh nhan. Cic gid tri xét nghiém bit thudmg quan sat thiy & 7 (6,2%) trong s 113
bénh nhin da thyc hién cic xét nghiém va duge danh gia vé d6 an toan, bao gom ca tang tiéu ciu.

(1) Ciic phin img bt lgi ¢é ¥ nghia lam sing

1) Phén img soc hodc phan vé (< 0,1%). Giam sit bénh nhin chat ché, ngimg ding thude vi ¢6 can
thiép kip thdi néu ¢6 ddu higu bét thudng nhur cim thiy mét, khé chiu & miéng, the rit, chéng mit,
mét di ngodi, i tai hodc toat md hoi.

2) Viém ruft két ning kém di ngoai ra mdu nhwr viém rudt két mang gia (0,1%). Gidm sit
bénh nhan chat ché, ngimg diing thude va ¢6 can thiép kip thai néu cd dau bung hodc tiéu chiy
nhiéu lan.

3) Hji chimg Stevens-Johnson hode hi chimg Lyell (< 0,1%). Giam sit bénh nhédn chit chg,
ngimg diing thude va cd can thiép kip thér néu 6 bat cir dau higu bat thudng nao.

4) Viem phéi k&, hgi chimg PIE (< 0,1%), v.v.., vai sot, ho, khé th, hinh anh X-quang ngye bit
thudmg, ting bach ciu ua eosin. Giam sat bénh nhan chit ché, ngimg ding thude vi c6 can thiép
kip thari nhur sir dung cac hormon vé thugng thin néu cée triéu chimg nay xudt hién.

5) Rébi loan chire nang gan (< 0,1%) vé&i bénh vang da hoac tang AST (GOT), ALT (GPT) hodc
AIP. Gidm sat bénh nhén chit ché, dinh ky xét nghiém. Ngimg ding thudc va ¢6 can thiép kip
thi néu ¢6 diu hiéu bit thuémg.

6) Rii loan chirc niing than ning nhir suy thin cp (< 0,1%). Giam sdt bénh nhin chit ché, dinh
k¥ xét nghiém. Ngimg ding thude vi c6 can thiép kip thai néu cé diu hiéu bit thuimg.

7) Giam bach ciu hat (< 0,1%) hodc thiéu mau tan huyét (< 0,1%). Giam sit bénh nhan chat
chg, dinh ky xét nghiém. Ngimg diing thude va c6 can thiép kip thiri néu e6 diu hiéu bt thuimg,

8) Sir dung kéo dai khang sinh c6 nhom pivoxil lim gidm glucose huyét kém theo giam carnitin
huyét (khong rd ti 1¢) @ tré em. Ngimg ding thude va ¢6 can thigp kip thai néu 6 cdc triéu chimg
giam dwrong huyél nhu co gidt hojc rdi loan ¥y thire (xem muc “Dic biét thin trong™)

(2) Céc phan img bat lgi khic

5% > >0,1% <0,1%

Qud man @it | Phit ban May day, ban do, ngira, sot, sung hach bach

huyét, dau khap

Huyét hog Chithich 21 Tang bach cdu ua eosin Giam bach ciu hat

Giam tiéu ciiu

Gan/Se D AST (GOT) ting, ALT (GPT) | Vang da
ting Al-P ting
Than BUN tang, creatinin huyét tuong tng, protein
niéu
Tiéu hoa Tiéu chay, phan long, budn non, | Cam giac ciing bung, budn nén, non

kho chiu trong bung, dau bung.

Réi loan vi sinh Viém miéng, ndm candida

Thiéu vitamin Trigu chimg thifu vitamin K (giam
prothrombin huyét, nguy co chay mau, v.v...),
thiéu hén hop vitamin B (viém ludi, viém
miéng, biéng an, viém déy than kinh, v.v...)

Khdc Pau dau, chong mat, phi, té liét

Cic két qua xét nghiém bat thuémg [AST(GOT) ting, ALT(GPT) tang, ting bach

cau ua eosin, v.v...] thuomg xudt hién khi diéu trj kéo dai. © %

cramich 1 Ngimg diing thude v ¢6 can thigp kip théri néu cé trigu chimg xuit hign
Chithich ;- Giam sat bénh nhan chit ché. Co can thiép kip thoi néu c6 dau higu bat thuomg xudt hign nhr
ngimg diing thude.
Chitich3): - Gigm st bing cach dinh ky xét nghiém.
Théng bdo ngay cho bdc sy hodgc dige sy
nhitmg phdn vimg cé hai gap phai khi sir dung thude

Qui liéu va edch xir tri.
1. Trigu chirng (14 tri¢u chimg chung déi véi khang sinh cephem): nén, budn nén, dau thugng vi, ludi

den, phan long, tiéu chay.

- Viém rudt két mang gia nghiém trong co t ?(ra trong mét s6 trudmg hop. Triéu ching théng
thuirng bao gbm tiéu chay bao phat di kém vdl%bung, tang bach ciu, phén ¢ lin dich nhiy
vi mdu, mat bach ciu hat, ting bach ciu ua eosin, if:;ua?u tan huyét, giam bach céu, ving da,
tang S-GOT/S-GPT/ALP, phat ban, miy day, ngira, ¢6 g chay mau, rdi loan than.

- Cé thé xdy ra rbi loan ¥ thire, dong kinh, ting phin xa, thiéu

tan huyét, giam bach cu, giam

tiéu cau, dic biét ddi vai cic bénh nhiin suy tim hay suy thin s ui lidu cic thude nay.

2. Piéu trj: Cac khiing sinh cephem li nhirng thuéc rit an toan vi c6 chon lgc. Vivay, chico
cac bién phap 2) va 3) sau day la can thiét trir khi qué liéu v6i mirc 4
1) Rira da day (ap dung khi qué lidu de biét lém, trong vong 2 gior sau khi ud
2) Diing chit hiip phu: Than hoat (40 - 60 g, pha trong 200 ml nuéc).
3) Thudc xé: Magnesium sulfate (30 g, pha trong 200 ml nuéc), hoic MAGCOROL%\I.
4) Bii dich: nén thém cic tac nhan bio vé gan, ¢6 thé thém thudc tiém vitamin nhom B va @in K.
5) Didu tri trigu chimg: g O
- Viém rudt két mang gia: Vancomycin 500 mg 4 dén 6 lin m3i ngay trong 7 dén 10 ngay, hod

metronidazol 500 mg 3 dén 4 lan mdi ngay trong 7 ngay lién tyc.

- Bong kinh: Diazepam hojic thuéc tiém phenobarbital.

Durge lre hoe

Nhém duge hoe diéu tri: Khang sinh cephalosporin thé hé 3.

Mai ATC: J01DD16.

1. Hoat tinh khing khuén

(1) Trong qué trinh hap thu tai thanh rugt cefditoren pivoxil duge chuyén héa thanh cefditoren 12
chit ¢6 tac dung khéng khuin.

(2) Cefditoren ¢6 phé khing khuin in virro rong bao gdm cic vi khudn gram duong va gram im. Dic
bigt thude cé tic dung khing khudn manh véi cic vi khudn gram duong nhu Staphylococcus sp.,
Streptococcus sp. va Streptococcus pneumoniae, va cac vi khuén gram am nhu Escherichia coli,
Moraxella (Branhameila) catarrhalis, Klebsiella sp., Proteus sp. va Haemophilus influenzae,
va céc vi khudn ky khi nhu Peptostreptococcus sp., Propionibacterium acnes, Bacteroides sp.
va Prevotella sp. Cefditoren ciing c tac dung khang khuén vai Haemaphilus influenzae khing
ampicillin khong sinh ra p-lactamase (BLNAR).

(3) Thir nghiém in vitre cho thiy cefditoren bén visi p-lactamase do céc vi khuan khac nhau sinh ra
va €6 tac dung khang khuin manh véi cae ching sinh B-lactamase.

2. Co ché tic dyng

Cefditoren tre ché qua trinh tong hgp vach té bio vi khuin. Thude ¢ ai lyc cao vdi cac protein ¢o

kha ning gén két penicillin & céc vi khuan khéc nhau (PBPs) nén cé tac dung diét khuin.

3. Higu qui diéu tri nhiém khuén thye nghi¢m

Cefditoren pivoxil cé hiéu qua diéu trj véi cic nhidm khudn thye nghigm & chudt nhit giy ra bai

Staphylococcus aureus, Streptococcus pneumoniae, Escherichia coli, Klebsiella pneumoniae va

Proteus sp.

Duge ding hoe

1. Hip thu vi phiin bb

(1) Néng dj thudc trong mdu

Hinh 1 va bang | lin lugt biéu dién cac thong sé duge dong hoc va nong dé trong huyét thanh ciia

cefditoren véi lidu udng duy nhit 3 mg/kg hodic 6 mg/kg sau bira in & tré em c6 chire ning than binh

thurémg. Két qua cho thiy ¢6 s phu thuge vio lidu ding.

®: 3 mgkg (n=19)
O: 6 mg/kg (n=18)
(Trung binh + S.D.)

Nong d§ trong huyét
twong (pg/mL)

Thai gian (gid)
Hinh i. Nong dé cefditoren trong huyét thanh tré em ed chirc ning thin bink thiéng

Bang 1. Cac thong 56 duege dong hoc o tré em co chiee nang than binh thiong

Liéu Canlpg/mL) Tz (hr) AUCo— a (pg .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 thuée trong dich va mo

Thudc phin bd vao dém, md amidan, mang nhay ctia xoang ham trén, mé da, vét thuong sau nhé ring,

L5

(3) Gan két protein

Ti 1& ghn két véi protein huyét thanh duge xac dinh bing phuong phap siéu loc 1a 91,5% véi nng do

25 pg/mL (in vitro).

2. Chuyén hoi va bai tiét

Trong qué trinh héip thu cefditoren pivoxil b chuyén hod va chuyén thanh cefditoren cé hoat tinh khing

khudn va acid pivalic. Acid pivalic tao dang lién hop véi carnitin va duge bai tiét qua mude tiéu dudi

dang pivaloyl camnitin, Cefditoren khéng bi chuyén hod va thi trir chii yéu qua muée tiéu va mat. Toe dé

thai trir qua nurére tiéu (0 — 8 gier) ciia cefditoren véi lidu udng 3 va 6 mg/kg sau bira in & tré em ¢6 chirc

nang than binh thuimg lan lugt 1 20% va 17%.

3. Nong dj thube trong huyét thanh va murdre tiéu (tham chiéu sé ligu cia vien METACT 100 véi
bénh nhan rbi loan chirc niing thin)

N("Jng dé thude trong hu)'él thanh va cic thong 6 duge dong hoc dugc trinh bay lin lugt & hinh 2 va

bang 2. Lidu udng 200 mg sau bira in v&i bénh nhan rdi loan chire ning than hofic chay thin nhin tao

cho thiy néng d¢ thude dat & mire cao trong 1t ca céc trudmg hop, Tiz thay déi tuy theo mirc dj Toi

loan chirc nang thén.



Néng d6 thudc trong
huyétthanb (pg/ml)

o & 8 12 1 20 2
Th gian (gi)
Hinh 2. Néng dé cefditoren trong huyét thanh ¢ bénh nhan roi logn chirc nang thén

Bang 2. Cac thong $6 duge dong hoc o bénh nhan roi loan chirc nang than

Tinh trang bénh nhan S6 bénh nhan Tmax Crmax Tin AUCy— o0
[Cer (mL/phat)] (gi0o) (ug/mL) (gio) (ng.gio/mL)
Nhe [51 - 70] 3 2 2,32 1,13 10,2
Trung binh [30 - 50] 4 4 oA | 2,06 16,4
Ning [<30] 2 8 3,70 5,68 335
Bénh nhan chay than
1 6 4,60 S 37 50,2
(Vao ngay khong chay than)

Toe do bai tiét thude qua nudc tiéu giam theo mirc do roi loan chire nang than.

Mt s6 s6 tay hudng dan dé xuét liéu nhu sau:

Cer > 50: Liéu thong thuong

50 > Cer > 10: Giam lidu hiing ngay xudng con 1/2 - 2/3 liéu thong thudng va chia lam 2-3 lan moi ngay.
10 > Cer: Giam liéu hing ngay xudng con 1/3 liéu thong thuong va chia lam 1-2 1an mdi ngay.
Quy cach déng géi

Hop chira 21 goéi, mdi goi 0,3g (V6i ham lugng cefditoren 30mg).

Hop chira 21 g6i, méi goi 0,5g (V6i ham lugng cefditoren 50mg)

Diéu kién bao quan: Nhiét do dudi 30°C.

Han diing ciia thude: 36 théang ké tir ngay san xuét

Tiéu chuan chat lwgng: Tiéu chuan co so

Tén, dia chi ciia co sé sin 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).



