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Prescription drug
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US PHARMA USA 3 blisters x 10 capsules

Compeosition: Each capsule contains: Cefdinir 300mg, excipients g.s 1 capsule. Indications,
contra-indications, dosage, administration: Please refer to enclosed package insert. Storage: In
a dry and cool place, below 30°C, protect from direct sunlight. Specification: Manufacturer.

Manufacturer; US PHARMA USA €O, LTD Keep aut of reach of children.
i e Lot B1-10, D2 Street, Tay Bac Cu Chi Industrial Zone, HOMC. Head the packape insert carefully before use.
Rx 'WHO-GMP’

Thudc ban theo don
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Cefdinir 300mg

2
-1
Z 8 3
£z2a3
= = 7 =
28 F 5

US PHARMA USA

Thanh phén: M&i vién nang chia: Cefdinir 300mg, ta duoc vifa di 1 vién nang. Chi dinh, chéng
chi dinh, liéu diing, cdch ding: Xem t& hudng dan si dung bén trong hép. Bao quan: Noi kho
thoang, nhiét 6 dusi 30°C, tranh anh sang. Tiéu chudin: Nha san xudt._~— —
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u:? Nha s4n xudt: CONG TY TNHH US PHARMA USA
CONG-TY

Ty L& B1-10, Buding D2, KON Tay Bdc CO Chi, TRHCM, Boe ky hugy

Vi USCEFDIM Cap: 135 x 74mm
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Rx fhitdc ban thé
" cONG TY
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USCEFDIN cap.
Vién nang citng Cefdinir 300 mg

T4 dugc: Lactose monohydrate, Microcrystallin cellulose M101, Natri starch glycolat, Talc, Magnesi stearat,
Aerosil.

Phén loai
Cefdinir 13 khdng sinh thudc nhém Cephalosporin thé hé thi 3.

Dugc luc W
Dugc chit chinh cia thuSc USCEFDIN cap. 1a Cefdinir, c6 hoat tinh trén nhiéu loai vi khu&n Gram J ong
va Gram dm.
Phé khéng khudn bao gdm:
- Céc vi khudn Gram dudng: Staphylococcus aureus, Staphyloccus apidermidis (k€ ca chiing sinh beta
lactamase nhung nhay cdm véi methicillin), Streptococcus pneumoniae, Streptococcus pyogenes (nhay
vdi penicillin)
- Céc vi khuin Gram am: Haemophilus influenzae, Moraxella catarrhalis, Escherichia coli, Kebsiella
pneumoniae, Proteus mirabilis, Neisseria gonorrhoeae
- Cd ché'tdc dung
Cefdinir 12 thudc diét khudn theo co ché€ e ché tdng hgp vach t€ bao vi khun, vi vay vi khudn khong thé tao
dudc vach t€ bao va s& bi v3 ra dudi tdc dung cla 4p sut thim thau.
Duge djng hoc
Hép thu: ndng d6 181 da clia Cefdinir trong huy€t twong xudt hién sau 2 dé€n 4 gid sau khi udng. Nong do
cefdinir trong huyét tuong ting theo liéu nhung ting it hon & liéu tir 300 mg (7 mg/kg) tdi lidu 600 mg (14
mg/kg). Sinh kha dung dy dodn cda cefdinir 1 21% sau khi udng liéu 300 mg.
Phan bd: Thé tich phin b8 trung binh ciia cefdinir & ngudi 16n 12 0.35 Vkg (+ 0.29), & ré em (ti¥ 6 thing dén 12
wdi) 12 0.671/kg (+ 0.38). Cefdinir gdn vdi protein huyét twong tr 60% dén 70% & ngudi 16n va tré em; sy gdn
két khong phu thudc ndng do.
Chuyén héa va thdi trif: Cefdinir chuyén hod khong ddng ké. Cefdinir duge thdi trir chd y&€u qua thin véi thdi
gian ban thdi trung binh 1a 1.7 gid. O ngudi khde manh vdi chitc ning thin binh thudng, d§ thanh thai cda thin
1a 2.0 (+ 1.0) mL/min/kg va d6 thanh thai ctia thian sau khi udng thudc 1a 11.6 (+ 6.0) sau khi udng li€u 300 mg.
Ti 1& thudc t4i hap thu du6i dang khong ddi trong nudce ti€u sau khi udng liéu 300 mg 12 18.4%. DY thanh thdi
Cefdinir gidm & bénh nhan suy thén.
Chi dinh
USCEFDIN cap. dugc chi dinh cho nhitng trudng hgp nhiém khuin (i nhe dén vira, gay ra bdi nhitng vi
~~ Khué&n nhay cim trong trudng hgp sau:
- Viém phdi mic phdi cong ddng do cdc tdc nhan Haemophilus influenzae, Moraxella catarrhalis (gém cé
ching sinh B-Lactamase), Streptococcus pneumoniae (ching nhay cdm véi penicillin)
- Pt cap ciia viém ph€ quin min ciing do céc tdc nhan Haemophilus influenzae, Moraxella catarrhalis (gom
¢4 ching sinh B-Lactamase), Streptococcus pneumoniae (ching nhay cdm vdi penicillin).
- Viém xoang cp tinh do Haemophilus influenzae, Moraxella catarrhalis (gdm cé ching sinh B-Lactamase) va
Streptococcus pneumoniae (ching nhay cdm vdi penicillin)
- Viém hdu hong/viém amydal do Streptococcus pyogenes.
Nhi&m khuén da va cdu triic da: do Staphylococcus aureus (gém ca ching sinh B-Lactamase) and Streptococcus
pyogenes.
- Viém tai giita cAp gdy ra bdi Haemophilus influenzae, Moraxella catarrhalis (g5m ca chiing sinh p-
Lactamase), Streptococcus pneumoniae.
Poc k§ hiténg dén sit dung tritée khi disng. Néu cdn biét thém théong tin, xin héi  kién bdc si.
Thude nay chi diing theo si ké don ciia thdy thuéc.
Liéu lugng va dung dung
Lidu ding va thdi gian ding thudc cho titng trudng hgp cu thé theo chi dinh cla Béc si diéu tri. Li€u ding
thong thudng nhu sau:
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Thdi gian diéu trj tt 5- 10 ngay ty trudng hop, c6 thé ding 11dn/ngay hay chia 2 lAn/ngay
Ngudi I6n va tré em trén 13 twdi: 300 mg x 2 lin/ngay hay 600 mg/1 lin/ngay. Tdng lidu 1a 600 mg cho cic
loai nhiém tring.
Bénh nhdn suy thin: Ngudi 16n v6i 9 thanh thdi creatinin <30 ml/phit: nén ding liéu 300mg/lin/ngay.
Cach dung
Uébng nguyén vién thudc.
Nén udng thudc ngay sau bita 4n va it nhat 2 gid trude hay sau khi diing céc thudc khdng acid hoic céc ch&
phdm chia st.
Chdng chi dinh
Chéng chi dinh & bgnh nhén dj ng v6i khdng sinh nhém cephalosporin hay bét cif thanh phin nao céia thudc.
Chéng chi dinh & ngudi di tng véi penicillin
Thén trong
Ciing nhy cdc khéng sinh phd rong khéc, viéc diéu tri 1du ngayvéi cefdinir c6 thé gay phat sinh cdc vi khua:f H./
dé khang thuSc. Can theo dbi bénh nhan chit ché, néu ¢6 hién tugng tdi nhiém trong lic diéu tri cin phéi d6
sang khdng sinh khdc thich hgp.
Cén trong khi ding cho bénh nhén c6 tién sit viém dai trang.
Phu nit c6 thai va cho con bii: chita ¢6 nghién citu cy thé wén phu ni¥ mang thai va cho con bd, chi diang thude
khi that cin thi€t.
Lai xe va vin hanh mdy méc:
Ngudi 14i xe va van hanh mdy méc cin luu § vé& nguy cd bi nhitc ddu, chéng mit khi ding thudc.
Tudng téc thude

- Cic thudc trung hda acid dich vi ¢6 chita nhém hay magnesium va ch& phim c¢6 chita s{t 1im gidm hap

thu cefdinir. N&u cin thi€t phai diing c4c thudc nay trong khi dang diéu tri v6i cefdinir.
- Probenecid: ciing gidng nhu khdng sinh nhém B- lactam khéc e ché sy bai ti€t qua than.

Tédc dung phu: . 3
- Hiém khi: tiéu chay, bubn nén, ngira, ndi min.

- Céc téc dyng phy rat hiém gap nhung nghlem trong c6 thé  xdy ra: dau da day, budn nén hodc nén kéo dai, vang

da, vang mit, nude tiéu ddm mau, mét moi bét thudng, c6 d4u hiéu nhiém tring méi (nhur dau hong dai déng, sét), 57655,
d& bi bim tim, chay méau, thay doi lugng nude ticu, 10 1an, hay quén. O
- Mot s6 it trudng hop thude c6 thé gy ra tinh trang viém rudt gia mac (lién quan dén mot loai i khuin khang CONG T
thudc Clostridium difficile). Tinh trang nay c6 thé xay ra vai tuan dén nhiéu thang sau khi ngimg diéu tri véi thudc. i
Can thong bao ngay véi Bac si néu c6 cac ddu hiéu sau: tiéu chay kéo dai, dau bung, chuét rit, chay méau hogic cé HRHIEM L
chit nhiy bat thudng trong phén. PHARMA
- Sir dung thube trong thoi gian dai hogc lap di 13p lai co thé dan dén nim mi¢ng hodc nhlem niam am dao. Lién hé

ngay v6i Bac si néu nhén thdy nhimg dém tring trong miéng, sy thay d6i trong dich tiét am dao hodc cic trigu -t,,fﬁ-,fH-E
ching méi khéc. e

Thong bdo cho bdc si nhitng tdc dung khéng mong mudn gdp phdi khi sit dung thuée.
Qui liéu va cdch xf tri :

Triéu ching va ddu hiéu ngd ddc khi ding qué lidu cda cdc khéng sinh ho B- lactam da dugc biét dén nhu:
budn non, ndn mita, dau thugng vi, tiéu chdy, co gidt. Loc mdu c6 thé loai trir cefdinir ra khdi co thé, dic biét
trong trudng hgp c6 suy chifc ndng thin.

Dang trinh bay

Hop 3 vix 10 vién

Tiéu chuin

Nha sdn xudt
uﬁ‘i_‘c\, trdnh 4nh sdng.

Bio quin

B3o quin thudc & ndi kho thodng, nhige'ds
Han diing -
36 thang ké tir ngay san xuAt.
Pé thubc xa tdm tay tré em.

PHO CUC TRUDNG
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Nha sén xuflt
CONG TY TNHH US PHARMA USA

Dja chi : L6 B1- 10, Pudng D2, KCN T8y Béc Ci Chi, TP.H8 Chf Minh P{/
0

Moi thdc mdc va théng tin chi tiét, xin lién he vé 56 dign thogi 08 37908860 — 08 37908861, Fax:
37908856




