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Cefdinir 300mg

CEFANTIF 300 cap.

2 blisters x 10 capsules

Composition: Each capsule contains: Cefdinir 300mg, excipients q.s 1 capsule. Indications, contra- /
indications, dosage, administration, other information: Please refer to enclosed package insert. Lh\/’
Storage: In a dry and cool place, below 3°0C, protect from direct sunlight. Specification: In house

Manufacturer: US PHARMA USA CO., LTD Keep out of reach of children. {
smumiaves Lot B1-10, D2 Street Tay Bac Cu Chi Industrial Zone, HCMC, ~ Read the package insert carefully betore use.

Rx WHO-GMP

Thubc bén theo dan

CEFANTIF 300 cap.

Cefdinir 300mg

SH¥ (Feg. No.)
54515 S (Batch No.):
Ny S (M}

HD (Exp.):

2 vix 10 vién nang cting

Thanh phan: Moi vién nang cling chita: Cefdinir 300mag, ta dugc vifa di 1 vién nang. Chi dinh,
chéng chi dinh, liéu ding, cac thong tin khac: Xem tg hudng dan st dung bén trong hop. Bao
quan: Nai kho thoang, nhiét dé dudi 30°C, tranh anh sang. Tiéu chudn: Tiéu chudn ca 5.

Nha sén xudt: CONG TY TNHH US PHARMA USA
wrumiaws L0 B1-10, Budng D2, KCN Tay Béc CU Chi, TP.HCM.
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‘ CEFANTIF 300 cap. |
| Cefdinir 300mg

D& xa tdm tay tré em
| Doc ki hudng dén st dung trudc khi ding

| | !? : a e =
U‘ 1 vix 10 vién nang cudng

| US PHARMA USA

Thinh phdn; M& wiln nang cung chia
Celdnir_...._.... S—
WMMBMIM i ding, chch ding:

Nha san xudt: C m NHH US PHARMA USA

O@}N@ EWWQD N\ ay Béc GO Chi, TP.HCM.

Newm 1t heing dlin 8 dung bén trang hip
B quédnc Now khd thodng, nhit o duth 30°C, tranh anh sing.
Tl chulin: Ty chusn co 50
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Cefdinir. 300 mg

T4 dugc: Lactose monohydrate, Natri starch
glycolat, Magnesi stearat, Aerosil.

Phén loai

Cefdinir 13 khdng sinh thuéc nhém Cephalosporin
th& hé tht 3.

Dugc luc

Dugc chit chinh cia thusc CEFANTIF 300 cap.
12 Cefdinir, ¢6 hoat tinh trén nhiéu loai vi khuén
Gram duong va Gram am.

Ph{ khéng khudn bao gdm:

- Cdc vi khudn Gram dudng: Staphylococcus
aureus, Staphyloccus apidermidis (k€ cd
chiing sinh beta lactamase nhung nhay cdm
v@i methicillin), Streptococcus pneumoniae,

Streptococcus  pyogenes  (nhay  véi
penicillin).
- Tu cdu vang khing methicilin,

CEFANTTF 300 cap.

Vién nang ciing Cefdinir 300 mg

khde manh véi chic ning thin binh thudng, do
thanh thdi clia thin 1a 2.0 (= 1.0) mL/min/kg va do
thanh thdi cda thin sau khi u6ng thudc la 11.6 (=
6.0) sau khi udng liéu 300 mg. Ti I1é thudc dao thai
qua nudc ti€u dudi dang khong déi 1a 18,4% sau
khi uéng liéu 300 mg. P thanh thdi Cefdinir gidm
& bénh nhén suy than.

Chi dinh

CEFANTIF 300 cap. dugc chi dinh cho nhitng
trudng hgp nhiém khudn tir nhe dén vira, giy ra bdi
nhitng vi khudn nhay cdm trong trudng hgp sau:

- Viém phdi mic phdi cong ddng do cdc tic nhin
Haemophilus  influenzae, Moraxella catarrhalis
(gdm cd ching sinh B-Lactamase), Streptococcus
pneumoniae (ching nhay cam véi penicillin)

- Byt cip cla viém ph&€ quin midn ciing do céc tic
nhin  Haemophilus influenzae, Moraxella
catarrhalis (gdm cd ching sinh B-Lactamase),
Streptococcus pneumoniae (ching nhay cdm véi
penicillin).

/SL

Enteroccocus, Enterobacter, Pseudomonas - Viém xoang cap tinh do Haemophilus influenzae, /.5’

aeruginosa khong nhay cdm vdi Cefdinir. Moraxella catarrhalis (gdm ci chiing sinh p- /. g“/ CONG
- Cdc vi khuin Gram am: Haemophilus Lactamase) va Streptococcus pneumoniae (chling (; | TRACH NHIEN

influenzae, Moraxella catarrhalis, nhay cdm vdi penicillin) \1\ US PHARY

Escherichia coli, Kebsiella pneumoniae, - Viém hdu hong/viém amydal do Streptococcus \

Proteus mirabilis, Neisseria gonorrhoeae
Cd ché tdc dung
Cefdinir 1a thudc diét khudn theo cd ché& e ché
t6ng hgp vich € bao vi khudn, vi vay vi khuin
khéng thé tao dugc véch t€ bao va sé bi v3 ra dudi
tdc dung ctia dp sudt thim thau.
Dugc dong hoc
Hip thu: ndng do i da cia Cefdinir trong huyét
twong xuit hién sau 2 dén 4 gid sau khi udng. Nong
d6 cefdinir trong huyét twong ting theo liéu nhung
ting it hon & liéu tir 300 mg (7 mg/kg) t6i liéu 600
mg (14 mg/kg). Sinh kha dung du dodn cta cefdinir
1a 21% sau khi u6ng li¢u 300 mg.
Phéin b3: Thé tich phin bd trung binh clia cefdinir &
ngudi 16n 1a 0.35 1&g (+ 0.29), & tré em (tir 6 thing
dén 12 wdi) 1a 0.671/kg (+ 0.38). Cefdinir gdn véi
protein huyét tuong tr 60% dén 70% & ngudi 16n
va tré em; st gin k&t khong phu thude ndng do.
Chuyén héa va thii trlr: Cefdinir chuyén hod khong
ddng k€. Cefdinir dugc thai tri chi y€u qua thin
v6i thdi gian bdn thdi trung binh 1a 1.7 gid. O ngudi

pyogenes.
Nhi&€m khuén da va cdu tric da: do Staphylococcus
aureus (gdm cd chiing sinh B-Lactamase) and
Streptococcus pyogenes.

- Viém tai gilta cdp gy ra bdi Haemophilus
influenzae, Moraxella catarrhalis (gdm ci chiing
sinh B-Lactamase), Streptococcus pneumoniae.

Doc kj huéng din sit dung truée khi ding. Néu
cdn biét thém thong tin, xin héi § kién bdc s.
Thudc nay chi diing theo su ké don ciia thdy thudc.
Liéu lugng va cdch ding

Liéu ding va thdi gian ding thudc cho tiing trudng
hgp cu thé theo chi dinh cla Béc si diéu tri. Liéu
dung thong thudng nhu sau:

Thai gian diéu tri t¥ 5- 10 ngdy Wy trudng hgp, ¢6
thé ding 1 1an/ngay hay chia 2 lin/ngay

Ngudi 16n va tré em wén 13 wdi: 300 mg x 2
lin/ngay hay 600 mg/l1 lan/ngay. Téng liéu 1a 600
mg cho cdc loai nhiém trang.
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Tré em tr 6 thing dén 12 wdi: 7mgkg x 2

lin/ngdy hodc 14 mg/kg/ngdy. Liéu t6i da dén

600mg/ngay. Riéng d6i v6i thudc vién nang citng

CEFANTIF 300 cap khong nén chia liéu, do dé

chi nén ding cho tré c6 trong lugng > 25kg : 300

mg/1 14n .

Bénh nhdn suy thdn: Ngudi 16n v6i dd thanh thai

creatinin - <30 ml/phit: nén dung liéu

300mg/lan/ngay.

Céch dung

Udng nguyén vién thudc.

Nén udng thudc ngay sau bita dn va it nhit 2 gi®

trude hay sau khi ding cdc thude khdng acid hodic

cdc ch€ phdm chifa sit.

Chdng chi dinh

Chdng chi dinh § bénh nhin di @ng v6i khing sinh

nhém cephalosporin hay bt ct thinh phan nio cla

thudc.

Chdng chi dinh & ngudi di ng véi penicillin

Thin trong

Ciing nhu cdc khdng sinh phé rong khdc, viéc diéu

tri 1du ngayvdi cefdinir c6 thé giy phit sinh cdc vi

khudn dé khdng thuéc. Cin theo doi bénh nhin

chit ché, néu c6 hién tuwgng tdi nhiém trong lic

diéu tri cin phdi ddi sang khing sinh khic thich

hgp.

Cén trong khi diing cho bénh nhin c6 tién st viém

dai trang.

Phu nit ¢6 thai va cho con bii: chua ¢6 nghién ciu

cu thé trén phu nit mang thai va cho con bd, chi

diing thudc khi thit cin thiét.

Tudng tdc thude

- Cdc thudc trung hoa acid dich vi ¢6 chita nhom
hay magnesium va ch& phim c6 chita sit lam
gidm hap thu cefdinir. N&u can thi€t phii dung
cdc thuéc nay trong khi dang diéu tri véi
cefdinir.

- Probenecid: ciing giong nhu khdng sinh nhém B-
lactam khéc wc ché€ sy bai ti€t qua than.

Tdc dung phu

Céc tdc dung phu do cefdinir thudng nhe bao gdm:

Hi€m khi: tiéu chdy, budn nén, nhic diu, dau

bung, ndi min, viém am dao

R4t hi€m: khé tiéu, ddy hoi, ndn mita, bi€ng #n,

téo bén, phan khic thudng, suy nhugc, chéng mit,

mat ngli, ngita ngdy, ngili ga.

Théng bdo cho bdc si nhitng tdc dung khéng mong

mudn gdp phai khi sit dung thuéc.

Qud liéu va cdch xif tri :

Triéu chiing va ddu hiéu ngd doc khi dung qu4 lidu

ciia cdc khdng sinh ho B- lactam da dugc bi€t dén

nhu: budn ndn, ndén mia, dau thugng vi, tiéu chdy,

co gidt. Loc mdu ¢ th€ loai tri cefdinir ra khéi cd

thé, dic biét trong trudng hgp c6 suy chic ning

thin.

Dang trinh bay

Hop 1 vix 10 vién, Hop 2 vi x 10 vién

Tiéu chufin

Tiéu chudn co sd

Béo quin

Bdo qudn thuéc ¢ ndi khé thodng, nhiét do dudi

30°C, trdnh 4nh sdng.

Han dung

36 thang k€ tir ngay san xuat.

Dé thube xa tam tay tré em.

bia chi : L6 B1- 10, Pudng D2, KCN T “B Ct

p 2 0 i)

Chi, TP.H6 Chi Minh :;,9?‘

Moi thdc mdc va théng tin chi tiét, xin lién hé vé

s6 dién thog 0837908860 — 08 37908861, Fax: 08
ol Y %




