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HUONG DAN SU DUNG THUOC
Rx Thude nay chi dimg theo don thube

SDITOCEF 30

Thuoc nay chi dimg theo don thuéc.
Dé xa fiim tay tré em.

Doc ki heong din sir dung trirde khi ditng.

1. THANH PHAN CONG THUC THUOC:
Mbi goi 1,5 gam SDITOCEF 30 chira:
Thanh phan hoat char: Cefditoren (cdudi dang Cefditoren pivoxil) 30 mg
Thanh phan td duge: Dudng tring, aspartam, povidon K30, sunset yellow, quinoline yellow,

sodium carboxymethyl cellulose, bjt déu.

Mai g6i 1,5 gam SDITOCEF 50 chia;
Thanh phan hoat char: Cefditoren (ciedi dang Cefditoren pivoxil) 50 mg
Thanh phdn td duoe: Dudng trdng, aspartam, povidon K30, sunset yellow, quinoline yellow,
sodium carboxymethyl cellulose, bdt dau.
2. DANG BAO CHE: Cém pha hdn dich uéng.
Mé ti san phim: Cém pha hén dich uéng mau vang cam dbng nhét, khé toi, khéng vén cuc,
mui thom, vi ngot. Hon dich sau khi pha ¢6 mau vang cam, mui thom, vi ngot.
3. CHI PINH:
Tré em

Ciac ching vi khuin:

Staphylococeus spp. nhay cam vdi cefditoren, Streptococcus spp., Pneumococcus spp.,
Moraxella (Branhamella) catarvhalis, Escherichia coli, Citrobacter spp., Klebsiella spp.,
Enterobacter spp., Serratia spp., Proteus spp., Morganella morganii, Providencia spp.,
Haemophilus influenzae, Bordetella pertussis, Peplostreptococcus spp., Bacteroides spp.,
Prevotella spp., Propionibacterium acnes.

Chi dinh:

- Nhi&m khuin da néng.

- Nhi&m khudn da sau.

- Viém mach bach huyét/viém hach bach huyét.

- Viém da mi man tinh.

- Nhi&m khuan thir phat do chén thuong, bong hoiic phdu thuat,....

- Ap xe quanh hiu mon.
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Viém hong/viém thanh quén.
- Viém amidan (bao gém viém quanh amidan, ap xe quanh amidan).
- Viém phé quan cip tinh,
- Viém phoi.
“ /\p xe phﬁL
- Nhiém khuan thir phat do céc bénh 1y hd hip man tinh.
- Viém bang quang.
- Viém bé than.
- Viém tai gitra.
- Viém xoang.
- Viém nha chu,
- Viém xwong ham,
- Bénh ban do.
- Ho ga.
Nguwoi I6n (Néu khong thé sir dung vién nén nhie khé nuét, ...)

- - - 2
Cuac chiing vi khndn:

Staphylococcus spp. nhay cam véi celditoren, Streptococcus spp., Pneumococeus spp.,
Moraxella (Branhamella) catarrhalis, Escherichia coli, Citrobacter spp., Klebsiella spp.,
Enterobacter spyp., Serratia spp., Proteus spp., Morganella morganii, Providencia spp.,
Haemophilus  influenzae, Peptostreptococcus spp., Bacteroides spp., Prevotella spp. vi
Propionibacteriuim acnes.

Chi dinh:

- Nhiém khuan da ndng.

- Nhiém khuén da sau.

- Viém mach bach huyét, viém hach bach huyét.

- Viém mu da man tinh.

- Nhiém khuan thtr phat do chén thuong, bong hoic phau thuit,....
- Viém tuyén vi.

- Ap xe quanh hau mén.

- Viém hong/viém thanh quan.

- Viém amidan (bao gdm viém quanh amidan, dp xe quanh amidan).
- Viém phé quan cap.

- Viém phoi.

- Ap xe phdi.

- Nhiém khudn thir phat do bénh 1y ho hép man tinh.

- Viém bédng quang.
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- Viém bé than.

- Viém i mat.

- Viém tuyén Bartholin,

- Nhiém khudn ndi mac tir cung.
- Viém phan phy tir cung,
- Ap xe mi mat.

- Viém tai gitta.

- Viém xoang.

- Viém nha chu.

- Viém quanh than ring.
- Viém xuong ham,

- Viém dudng mat.

16 4 .l]"!E:;::

- Viém mach mau. =%

- Viém tui €. NG T

"PHAN

- Leo mat. Ude
a o H

- Viém mi mat. ARN

PHAR

4. CACH DUNG, LIEU DUNG

%+ Cach dung;

Udng thube sau bira dn. Hoa lugng thude trong goi véi mot luong nude nho (khéng ding nude
nong). Khudy k¥ va ubng hét ngay sau khi pha.

% Liéu dung:

Liéu dimg cho tré em:

- Diéu tri viém phdi, viém tai gitra, viém xoang: 3 mg cefditoren/kg cn ning/lan x 3 lan/ngay. Khi
cdn thiét ¢6 thé dung 1én ti 6 mg/kg can nang/lin x 3 lin/ngay, nhung khong duge vugt qua liéu
200 mg/lan x 3 lan/ngay.

- Piéu tri céc chi dinh khac: 3 mg cefditoren/kg cdn niang/lan x 3 1an/ngay. Liéu cé thé didu chinh

theo tudi va triéu chimg, nhing khéng duge vuot qua liéu 200 mg/lan x 3 lan/ngay.

Cén ning Khoing liéu 6 mg/kg Khoang liéu 3 mg/kg
10 kg 2 goi cefditoren 30mg | 1 goi cefditoren 30 mg
11 kg 2 gbi cefditoren 30 mg 1 gai cefditoren 50 mg
12 kg 2 gobi cefditoren 30 mg I gbi cefditoren 50 mg

1 go1 cefditoren 30 mg va

13k 1 goi cefditoren 50

. 1 g6i cefditoren 50 mg ek R AR T

1 gbi cefditoren 30 mg va : :
1 goi cefditor

Heke | g6i cefditoren 50 mg i St AR
15ks 3 goi cefditoren 30 mg 1 gadi cefditoren 50 mg
16 kg 3 goi cefditoren 30 mg 1 gdi cefditoren 50 mg
17 kg 2 g6i cefditoren 50 mg 2 goi cefditoren 30 mg
18 kg 2 goi cefditoren 50 mg 2 g6i cefditoren 30 mg
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~ Cin nang B IKhoang litu 6 mg/kg Khoédng lieu 3 nlg;’kg—.—
2 gbi cefditoren 30 mg va S
0 ko e 2 g6i celditoren 3 2
IPka | goi cefditoren 50 mg ARSI _EI_] Wi
20 kg 4 goi celditoren 30 mg 2 goi celditoren 30 mg
. G | goi cefditoren 30 mg va
21 kg 01 celditoren 30 mg
#L58 %% Belihonen o4 g | goi celditoren 50 mg
1 géi cefditoren 30 mg va I goi cefditoren 30 mg va
22 kg - R
2 gon cefditoren 50 mg I poi celditoren 50 mg
| poi celditoren 30 mg va I gbi celditoren 30 mg va
231 5 g
kg ¢ " i . s
i 2 goi celditoren 50 mg | goi cefditoren 50 mg
24 ke 3 goi cefditoren 30 mg va | g6i cefditoren 30 mg va
8 1 goi cefditoren 50 mg 1 géi celditoren 50 mg
s 1 goi cefditoren 30 mg va
25 kg 3 goi cefditoren 50 mg 8 L - ey
b 1 gbi cefditoren 50 mg
o I goi cefditoren 30 mg va
26 kg 3 selditoren 50 mg ; ;
6 ke 201 cefditoren 50 mg I goi cefditoren 50 mg
2 g6i cefditoren 30 mg va . :
27 kg ; ; 3 poi cefditoren 30 mg
6 L. ___2_391 cefditoren 50 mg gol me
2 goi celditoren 30 mg va . :
y : : 3 g6i cefditoren 30
kg 2 p6i cefditoren 50 mg S S T
4 61 cefditoren 30 mg va i SR
29 kg 5,0|'c.:e l ?Ien > 3 goi cefditoren 30 mg
1 goi cefditoren 50 mg
30 kg 6 goi cefditoren 30 mg 3 g6i celditoren 30 mg
31 kg 6 goi cefditoren 30 mg 2 gbi cefditoren 50 mg
3 gdi celditoren 30 mg vi : .
32 kg E,OI'(-:G ; : :?1311 = 2 g6i cefditoren 50 mg
2 gobi celditoren 50 mg
3 goi celditoren 30 mg va : .
3 2 g6i cefdit 50 mg
Sk 2 goi cefditoren 50 mg SRR
. 2 g6i cefditoren 30 mg va
34 kg 4 goi cefditoren 50 mg | gl cefRitoren SR
o B 2 goi cefditoren 30 mg va
51 celditoren 50 mg C e
33 kg @i g 1 g61 cefditoren 50 mg

Liéu ditng cho nguoi lon:

- 100 mg cefditoren (2 goi cefditoren 50 mg)/lén x 3 lin/ngay. Liéu c6 thé diéu chinh theo tudi va
triéu ching, trong truong hop lidu 100 mg (2 gbi cefditoren 50 mg)/lan khéng di cai thién tridu
chiing, sir dung lidu 200 mg (4 g6i cefditoren 50 mg)/lan x 3 lan/ ngay.

5. CHONG CHI DINH:

Bénh nhén c6 tién sir dj tmg voi bét ky thanh ph?m nio cua thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Nguyén tic chung la nén han ché dén mue t5i thiéu thei gian sir dung thude trong diéu tri dya
trén tinh trang cta bénh nhén, sau khi xdc dinh cédc chung vi khudn nhay cam véi thude nham
ngan ngtra sy xudt hién cua cac ching vi khudn khéng thude.

- Thube cé thé gy sbc, can giam sat chil ché.

_ CoHthé pdy rdi loan chire ning gan, vi véy can thuc hién cac xét nghiém thuong xuyén.
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- Réi loan chire nang than nang nhu suy than L:'flp: cin giam sat bénh nhan chat ché. dinh ky xét
nghiém (xem phf‘m Bic tinh dirge dong hoc).

~ Thuémg xuyén gdy mét bach céu hat va thiéu méu tén huyét: giam sat bénh nhan chit ché, dinh
kv xét nghiém.

- Céc két qua xét nghiém bét thuong (AST tang, ALT ting, tang bach cdu ua eosin,...) thuong
xuét hién khi diéu trj kéo dai: can giam sat bang cach dinh ky xét nghiém.

- Bénh nhén c6 tién sir qua man véi khang sinh nhém cephalosporin hodc penicilin.

~ Ban than hodc gia dinh cé tién st dj tmg nhu hen phé quan, phat ban hodc may day.

~ Bénh nhan c6 kha nang hap thu thirc an kém hodc dang duoc nudi dudng ngoai dudmg tiéu hoa,
nguoi cao tudi hoiic stre khoe yéu: can theo dai chit ché vi co thé xuét hi¢n cac tri¢u chimg thiéu

vitamin K.

Tré em
: : i : < i i o 6 T A PR L ' 5
- P06 an toan cua thuée doi vai tre so sinh thiéu ean va tré nho thiéu cén khi 51[1!\)'@: ra duge cong
«

bo.

- Su dung cac thude khéng sinh c6 nhém pivoxil (bao gdm ca thube nay, cefeapen pivoxil
hydroclorid hydrat, cefteram pivoxil va tebipenem pivoxil) lam giam ndng d carnitin trong
huyét twong do qué trinh chuyén hoa/bai tiét acid pivalic (chit chuyén hoa cia cac khang sinh c6
nhom pivoxil), Viée sir dung cac khang sinh c6 nhém pivoxil eé thé gay ha dudmg huyét kém
theo giam carnitin huyét O tr¢ em (dac biét, ¢ tré so sinh va tré nho). Vi vay, khi diung khang sinh
¢6 nhéom pivoxil, bénh nhén phai dugce giam sat chit ché, dic biét chi y sy giam carnitin.

- Khi sir dung thude nay cho tré nho dudi 3 tudi véi lidu 6 mg (dang hoat tinh)/kg 3 1an mdi ngay
thi tiéu chay/phan long co thé xay ra voi tan sudt cao, can than trong.

- Trong mot nghién ciru 1dm sang st dung thude nay cho tré em viém phdi, viém tai gitta va viém
xoang voi ligu 6 mg (dang hoat tinh)/kg 3 ldn mdi ngay thi phan (mg tiéu chay/phan long la
36.2% (17/47) & tre dudi 3 tudi va 16,2 % (11/68) ¢ tré 3 tudi hoac hon.

Nguwdi cao tudi

- Ti 1& cc phan (g bét 1gi & ngudi cao tudi khong khac so véi ngudi truémg thanh. Tuy nhién, &
ngudi cao tudi thudmg cd sy suy giam chire nang sinh ly do vay can giam sat chit ch@ khi ding
thude ciin 1 theo hai diém sau, didu chinh lidu va khoang cach gitta céc lan ding thudc:

»  Cham thai trir & nhitng bénh nhan suy thén. Do vay néng do thude trong mau co thé tang.
. Nguy co chay méu do thiéu vitamin K & ngudi cao tubi khi ding céc thude tuong tu.
Anh hwéng dén két qua xét nghiém

- Thube ¢6 thé gay duong tinh gia vai phan tmg Coombs truc tiép, phan g am tinh gid véi xét
nghiém ferricynanid. Phan ¢mg duong tinh gia v6i glucose trong nude tiéu cd thé xay ra véi céc
xét nghiém giam dong (thir véi dung dich Benedict, Fehling hodic vién nén Clinitest) nhung sé

khong xay ra duong tinh gia khi xét nghi¢ém voi enzym (vi du: Clinistix, Tes-Tape).
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Canh bao ti duwpe:

- Bénh nhén bi r6i loan di truyén hiém gap nhu khéng dung nap fiuctose, kém hip thu glucose-
galactose hodc thiéu hyut enzym sucrase-isomaltase khong nén ding thude nay.

- Thube nay cé chira 30 mg — 50 mg aspartam trong mdi géi 1,5g. Aspartam la mét ngudn
phenylalanin. Co thé gy hai (rén bénh nhiin bi phenylketon nig¢u (PKU) - 1a mét truémg hop
hiém gap cua rbi loan di truyén trong dé phenylalanin tich tu do co thé khong logi bo ding cach.

- Thude nay ¢b chia dusi 1 mmol (23mg) natri trong mdi don vi phan liéu, vé co ban duge xem
nhu “khéng chiva natri™.

- Thube ¢6 chira mau sunset yellow, quinoline yellow c6 thé gy cc phan tmg dj tmg.

7. SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU:

# Phu nir ¢é thai:

- Chi str dung thude nay cho phu nit ¢6 thai hodic dy dinh ¢6 thai khi loi ich ctia viée ding thude
I6n hon nguy co ¢6 thé xay ra khi diéu tri. Do an toan cia thube dbi véi phu nir ¢6 thai chua
dugce cong bd. Ngoai ra, giam carnitin huyét ¢ phy nit dung khang sinh chira nhém pivoxil trong
ba thang cudi cua thai ky da duoc bio cdo, ctng nhur ¢ tr¢ so sinh ctia nhitng ba me nay.

< Phuy niv cho con bi:

- Chua ¢ diy du div liéu vé sy xudt hién cta cefditoren trong sira me. Vi vy, khong khuyén nghi
sir dung cefditoren trong thai ky cho con b,
8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
- Cefditoren ¢6 anh huong trung binh vA nhe trén khd ning 1ai xe va vén hanh may moc.
Celditoren pivoxil c6 thé gdy chéng miit va ngi lo mo.
9. TUONG TAC, TUONG KY CUA THUOC:
% Twong tic:
Thuoc khing acid
- S dung dong thoi thube khang acid chira magnesium va aluminium
hydroxyd va cefditoren pivoxil cing lic véi thie an 1am giam Cpay va AUC
cia cefditoren 14 % va 11 % tuong (mg. Nén ding thube khing acid va
, cefditoren pivoxil céch nhau hai gio.
Thube déi khing receplor H;
- St dung ddng thoi famotidin tiém (inh mach va cefditoren pivoxil dung
dudng ubng lam gidm Cpu va AUC cia cefditoren 27 % va 22 % tuong mg.
Vi viy, khong nén st dung dong thoi cefditoren pivoxil véi thube ddi khéng
receptor [,
Probenecid
- Sur dung dong thoi probenecid voi cefditoren pivoxil lam giam sy bai tiét
cefditoren, dan dén lam tang Cuax 49 %, tang AUC 122 % va tang thoi gian
ban thai 53 %.
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Thuéc tranh thai

- Sir dung cefditoren pivoxil khéng lam thay d6i cde dde tinh duge déng hoc
ctia thude tranh thai ethinyl estradiol. Cefditoren pivoxil o thé sir dung dong
thoi voi thude tranh thai chia ethinyl estradiol.

Twong tdic vai cdc phan ttng xéf nghiém

- Cephalosporin c6 thé gdy duong tinh gia voi xét nghiém Coombs, dan dén co
thé can tro su két hop chéo cua mau.

- Phan img dwong tinh gia voi dudng trong nude tiéu co thé xay ra vai xét
nghiém vaéi 61511g nhung khong xay ra voi xét nghiém véi enzym.

- Phan ting 4m tinh gia c6 thé xay ra véi xét nghiém ferricyanid khi xéc dinh
dudmg trong huyét twong hodic mau, dbi véi ca hai phwong phap hexokinase
hodc oxidase glucose duge ding dé xac dinh nong do dudmg trong mauw/huyét
twong & nhitng bénh nhan ding cefditoren pivoxil.

< Twong ky: Do khong ¢6 cdc nghién ctru vé tinh tuong ky cta thude, khong ton 1dn thude nay
véi cée thude khic.

10. TAC DUNG KHONG MONG MUON CUA THUOC:

Phan trng séc hodc soc phan vé (!c’;n' sudt chira xdc dinh):

- Giam sat bénh nhan chat ché, ngimg ding thudc va ¢6 can thiép kip thoi néu cé déu higu bit
thuong nhu cam thdy mét, kho chiu & miéng, tha rit, chong mit, mot di ngoai, O tai hodc toat mo
héi.

Viém rudt két niing kém di ngodi ra mdu nhu viém rudr két méang gia (tdn sudt khong xdc dinh):

- Gidm sat bénh nhan chit ché, ngimg ding thudc va ¢ can thiép kip thdi néu ¢ dau bung hodc
tiéu chay nhiéu lan.

Héi chiing Stevens-Johnson hodc héi chitng hoai tir bi nhiém dée (TEN) (idn sudt khéng xdc
dinh):

- Giam sat bénh nhan chat ché, ngimg ding thube va ¢6 can thiép kip thoi néu c6 bit i ddu hiéu
bt thudng nao.

Viem phoi ke, hgi chitng PIE (tan sudt khong xac dinh):

- S6t, ho, khé tha, hinh anh X-quang nguc bit thudng, ting bach ciu va eosin. Giam sat bénh nhén
chit ch&, ngimg ding thube va cé can thiép kip thoi nhu str dung cac hormon vé thugng than néu
céc triéu chimg nay xuét hién.

Roi loan chite néng gan (tan sudt khong xde dinh):

- Réi loan chire ning gan kém vang da hoiic ting AST, ALT hodic AIP. Gidm sat bénh nhan chiit
chg, dinh ky xét nghiém. Ngiing ding thude vé co can thiép kip thoi néu cé ddu hiéu bat thuong.
R6 loan chire ndng thén ndng nhie suy thén cap (tan sudt khéng xdc dinh):

_ Gidm sat bénh nhén chit chg, dinh ky xét nghiém. Ngtmg ding thude va co can thi¢p kip thoi
néu ¢ déu hiéu bét thudng.
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Gidm bach cdu hat hoge thiéu mdau tan huyét (tdn sudr khéng xdc dinh):

- Giam sat bénh nhén chat ché, dinh ky xét nghiém, Ngimg ding thude va ¢é can thiép kip thoi
néu c6 dau hiéu biit thuong.
Giam glucose huyél kém theo giam carnitin Inyét (tan sudi khang xdc dinh) & tré em:

- St dung cdc thude khang sinh c6 nhém pivoxil (bao gom ca thuoe ndy, cefcapen pivoxil

hydroclorid hydrat, cefteram pivoxil va tebipenem pivoxil) lam gidm nong dd carnitin (rong

huyét tuong do qua trinh chuyén héa/bai tiét acid pivalic (chat chuyén héa cua cac khang sinh ¢6

nhém pivoxil). Viée siv dyng cac khang sinh ¢6 nhom pivoxil ¢6 thé gdy ha dudmg huyél kém

theo giam carnitin huyét O tré em (ddc biét, & tré so sinh va tré nho). Vi vy, khi ding khang sinh

c6 nhom pivoxil, bénh nhén phai duge gidm sat chit chg, dac biét chu y sy gidm carnitin.

- Ngung ding thude va ¢6 can thiép kip thoi néu c6 cde triéu chirng giam dudng huyét nhu co giat

hodc roi loan y thiic.

Cac tac dung khéng mong muén khac:

[ e £
Loai/Tan suat

Tie 0,1 % dén 5,0 %

Quéa man

Phat ban

Huyét hoe

Dwdi 0,1 %

Thn suit khéng xdic ﬂinh

_-b:/[ﬁ}r' day, ban do,

ngtra, sot

Sung hach bach huyét, dau
khép

Tang bach cau hat, tang
bach cau wa eosin

Giam tiéu cau

Gan Tang AST, ALT, AI-P Vang da
& Tang creatini
Thin Tang BUN, protein ni¢u MHE oopdinln
huyét thanh
Tiéu chdy, phan loéng, | . .
: Day | H
Tieu héa bubin s, khd el 4 ay hoi, budn nén,

day, dau bung

noén

R&i loan vi sinh

Viém vom mi¢ng

Nhiém nam Candida

PR s .
I'hiéu vitamin

Triéu chimg thiéu vitamin
K (giam  prothrombin
huyét, nguy co chay
mau...), thiéu hdn hop
B (viém |udi,
viém miéng, chan an, viém
day than kinh...)

vitamin

Khae

X
Dau dau,

mal

chong

Phu, té liét

Théng bio ngay cho bic st hodc duwoc st khi gip cic tic dung khéng mong muén nhw trén khi

» A . - . . - - - PR x A - ~ . A \
st dung thudce hodc bdo cdao cdc phan irng c6 hai ciia thuoc vé Trung tam Thong tin thuéc va

Theo déi phin itng ¢d hai ciia thuée (ADR) Quoc Gia.
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11. QUA LIEU VA CACH XU TRi:
Chua ¢6 truong hop qué liéu nao duoe béo céo.
Triéu ching qué liéu cua cdc Kkhéng sinh nhom cephalosporin 1a kich déng no din dén co giat.
Trong truomg hop qué liéu, nén ria da day. Nén theo doi bénh nhan cin thin, didu tri triéu chimg
v diéu tri hd trg. Celditoren pivoxil ¢6 thé dao thai timg phén qua su tham tach méu.

12. PAC TINH DUQC LUC HQC:
Nhom dugce ly: Khang sinh nhém cephalosporin thé hé 3.

Ma ATC: JOIDDI16

Co ché houat ding:

-y - A X A 5 . A . ) . - » e =
- Celditoren tre che sy tong hop vdch té bao vi khuan do di lye cao véi protein ¢6 kha nang gin két
penicilin ¢ cdc vi khudn khac nhau (PBPs) nén ¢6 tac dung diét khudn.

Hoat tinh khang khudn:

- Cefditoren ¢6 pho khang khuan in vitre rong doi v6i cdc vi khudn gram 4m va gram duong. Dée
A

biét thude ¢6 tic dung khang khun manh véi céc vi khudn gram dwong nhu Staphylococeus spS
Streptococcus, cic vi khudn gram am nhu Escherichia coli Moraxella (Branhamellg)
catarrhalis, Klebsiella sp., Proteus sp., Haemophilus influenzae va cac vi khuin ky khi nRu
Peptostreptococcus, Propionibacterium acnes, Prevotella sp. Cefditoren ciing c6 téc dung khéng
khuin manh véi Haemophilus influenzae khang ampicilin khéng sinh men beta-lactamase
(BLNAR). Trén in vitro, cefditoren &n dinh véi che loai beta-lactamase do cac vi khudn sinh ra
va ¢6 hoat tinh khang sinh manh véi cdc ching vi khuén sinh beta-lactamase.

Hiew gua diéu tri nhiém khudn thie nehiém:

- Cefditoren ¢6 hiéu qua diéu tj tot ddi véi cde nhidm khuan thue nghiém trén chudt nhét gay ra
boi Staphylococeus aureus, Sireptococcus pnewmonie, Escherichia coli, Klebsiella preumoniae,
Proteus sp., ngodi ra hiéu qua diéu tri di véi céc nhidém khudn gély ra boi cac vi khudn sinh beta-
lactamase 14 trong duong hodic t6t hon so véi cic thube cung loai.

13. PAC TINH DUQC PONG HOC:

Hip thu:

- Nong dd trong huyét twong va cdc thong sb duge dong hoc cua cefditoren khi ubng mot lidu duy

nhat 3 mg/kg hode 6 mg/kg sau an & tré em c6 chire nang than binh thudng cho thdy s phy

A . A 5
thudc vao liéu dung.
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2 ®: 3 mg/kg (n=19)
L 6 mg/kg (n=18)
(Trung binh £ 5.1.)
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Thai gian (gid)
Hinh 1: Néng do cefditoren trong huyét thanh déi véi bénh nhan nhi ¢6 chire ning thin binh
thudng
Béng 1. Cac thong sd duge dong hoc & bénh nhan nhi ¢6 chire néing thén binh thudmg
, N AUC) 5w
Litu Cinax (ng/mL) Tz (gid) ) i
(pg.gid/mL)
3 mg/kg (n=19) 1,45 225 7,16
6 mg/kg (n = 18) 2,85 1,68 11,90

Phiin bé:

Phén bé thudc trong dich v mo

Thuée phén bb vao dom, mé amidan, mang nhiy ctia xoang ham trén, mé da, vét thuong sau nhd
rang,...

Gan két véi protein

Ti 1é gén két véi protein huyét thanh dwoc xée dinh bing phuong phdp siéu loc 1a 91,5 % véi
nong dé 25 pg/mL (in vitro).

Chuyén héa:

Trong qua trinh hitp thu celditoren pivoxil bi chuyén héa va chuyén thanh cefditoren cé hoat tinh
khéng khuéin va acid pivalic. Acid pivalic tao dang lién hgp véi carnitin va duge bai tiét qua
nuée tiéu duéi dang pivaloyl carnitin. Cefditoren khong bi chuyén héa va thai trir chii yéu qua
nuée tiéu va mat.

Thai trir:

The do thai trir qua nude tiéu (0 — 8 gid) cua cefditoren véi lidu udng 3 va 6 mg/kg sau bita an &
tré em c6 chire niing thin binh thudng lan luot a 20 % va 17 %.

Néng do thudc trong huyét thanh va nueée tiéu (tham chidu sé liéu ciia dang vién nén voi bénh

nhdn roi logn chire nang thdn):
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Licu uong 200 mg sau bira an vai bénh nhén roi loan chire ning thin hodc chay thin nhan tao

cho thiy néng do thude dat & mic cao (rong tat ca cac truomg hop, 112 thay doi tay theo mirc d§

4 . * " e -~
roi loan chire nang thin.

Nong do thudc trong
huygtthanh{pg/mL)

Hinh 2. Nf‘)llg do celditoren trong huyét thanh & bénh nhén rdi loan chirc nang than

.. e Nhe
3 »; Trung binh
' P :iNang
; 2*:\__‘\ " Chay thin
H / ™
‘o] W
?I \‘ '. "x‘\‘
1 J\ \\ . -\,_\‘_‘
Y g
{ \‘—-_ ‘-__-_"_‘—-______ b W
o 4 8 1z 16 20 2
Thin gian (i)

Bang 2. Céc théng s dugce dong hoc & bénh nhan roi loan chirc nang thén

Tinh trang bénh nhin S6 bénh | Tmax Cmax Tun (gid) AUCh-»w
[Cer (mL phut)] nhiin (gio) (Lg/mL) (pg.gio/ml)
Nhe [51 —70] 3 2 2,32 1,13 10,2
Trung binh [30 — 50] 4 4 2,17 2,06 16,4
Néing [<30] 2 8 3,70 5,68 53,5
Bénh nhén Lhay than (Vao | 6 4,60 537 502
ngay khong chay thén)

14. QUY CACH PONG GOT:

- Ep go6i: trong tai gidy trang PE (polyethylen), hop 12 géi, 30 gbi x 1,5 g.
15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Diéu kién bio quan: Noi khé rdo thoang mat, tranh anh sang, nhiét do khong qua 30 °C.

Han ding cia thude: 36 thang ké tir ngdy san xut,

Tiéu chuin chat lwong: TCCS.
16. TEN, PIA CHIi CUA CO SO SAN XUAT THUOC:

CONG TY CO PHAN DUQC S. PHARM

7 PHARM Dia chi: Puong D1 L& G, khu cong nghiép An Nghiép, xa

aitnvgna o An Higp, huy@n Chéu Thanh, tinh Séc Tring, Viét Nam.

Soc Tring, ngay+. 2. thang. /L /.nam 2025

Dai dign co sé diing ky, sin xuiit
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