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Rx Thuéc bdn theo don
Dé xa tim tay tré em
Poc kj hwong dan siv dung trudc khi ding
Néu cén thém thong tin, xin héi y kién bdc st

TEDINI

SPK: .............
THANH PHAN: MGi vién nang chira:
Hogtchdt: CeldiBir ..ocovvivivimise 300 mg
Ta duoc: Carboxymethylcellulose calci, Colloidal silicon dioxyd, Polyoxyl 40

stearate, Magnesi stearate.
DANG BAO CHE: Vién nang cimg.

DUQC LUC HQC

Cefdinir 12 mdt khang sinh cephalosporin ban tong hop ding dudng ubng. Ciing nhu cac khang
sinh cephalosporin khac, tac dung diét khuan cua cefdinir 1a do Grc ché tong hop thanh té bao vi
khuin. Cefdinir bén ving véi mot s6 enzym B-lactamase nhung khong bén ving voi tat ca
enzym P-lactamase. Vi thé c6 rat nhiéu loai vi khuidn dé khang véi penicillin va mét s&
cephalosporin nhung nhay cam véi cefdinir.

DUQC PONG HQC

Néng do dinh trong huyét thanh cua cefdinir dat dwoc sau khi udng vién nang 2 - 4 gid. Sinh
kha dung sau khi udng vién nang cefdinir lidu 300 mg l1a khoang 21%, lidu 600 mg la khoang
16%.

Khi dung vién nang cefdinir trong bira dn c6 ham luong chét béo cao, nong d dinh Cmax va
dién tich dudi duong cong ndng do - thoi gian AUC giam di tuong umg 16% va 10%. Cefdinir
¢6 thé duoc udng trong hoic ngoai bira an.

Nong do Cefdinir trong huyét thanh va céc thong s& duge dong hoc sau khi ubng liéu don 300
mg va 600 mg cefdinir & nguoi 1on khoé manh dugc néu trong bang sau:

Liéu ding Cmax (ug/ml) | Tmax (gio) | AUC (ug.gio/ml) U\.“
300 mg 1,60 2.9 7,05 iy
600 mg 287 3.0 111

Cefdinir khong tich lu§ trong huyét thanh khi ding thuée 1 hogic 2 1an mdi ngay cho bénh nhan
¢6 chiic nang than binh thudng. '
Thé tich phan b trung binh ctia cefdinir & ngudi 16n 1a 0,35 L/kg (+ 0,29). C6 60% dén 70%

. r r

Cefdinir gin két v4i protein huyét tuong, ty 1€ gén két khong phu thuge vao nong do.

Cefdinir chuyén hoa khong déng ké. Tac dung cta thuoc chu yéu la do tac dung cua hop chét
ban dau. Cefdinir thai trir chii yéu qua than véi thoi gian ban thai (t2) khoang 1,7 (+ 0,6) gio. 6]
ngudi khoé manh, thanh thai qua than 1a 2,0 (+ 1,0) mL/phat/kg, va thanh thai duong udng biéu
kién twong tmg 12 11,6 (= 6,0) va 15,5 ( 5.4) mL/phut/kg sau khi diing liéu céc liéu 300 mg va
600 mg. Ty 1¢ thubc dui dang khong bién dbi thai trir qua nude tiéu sau khi ung céc lieu 300
mg va 600 mg tuong umg la 18,4% (+ 6,4) va 11,6% (+ 4,6). Thanh thai Cefdinir giam & bénh
nhan suy thén.

Do thai trir qua than 1a duong thai trir chinh, nén cn phai diéu chinh liéu cho bénh nhén suy
thén rd rét va bénh nhan chay than nhén tao.

Cic d6i twogng bénh nhin diic biét

Bénh nhdn suy than:

Téc do thai trir cefdinir, thanh thai duong udng, va thanh thai qua than giam tuong ung véi
giam thanh thai creatinin. Két qua la bénh nhén suy than c6 ndng do cefdinir trong huyét thanh
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cao hon, thoi gian thude ton tai trong mau 1au hon so véi ngudi khong suy than. Cén phai giam
lidu cho bénh nhan suy than rd rét (thanh thai creatinin < 30 mL/phut).

Chay thdn nhan tao:

Qua trinh loc mau (kéo dai 4 gio) loai bo duge 63% lugng cefdinir trong co thé va giam thoi
gian ban thai t% tir 16 (+ 3,5) gio xudng 3.2 (+ 1,2) gio. Cin didu chinh lidu cho nhimg bénh
nhan nay.

Bénh nhdn suy gan:

Do cefdinir dugc thai trir chu yéu qua than va cefdinir dugc chuyén hoé khong dang ké, chua
¢6 cac nghién ciru vé duge dong hoc trén bénh nhan suy gan. Khong cAn diéu chinh liéu cho
cac bénh nhan suy gan.

Nguoi gia:

O ngudi gia, ndng do dinh Cmax ting 44% va dién tich du6i duong cong ndng d - thoi gian

]

AUC tang 86%. Sy ting nay la do giam thanh thai cefdinir. Thé tich phan bo biéu kién ciling
giam, do d6 thdi gian ban thai biéu kién thay doi khong déng ké (nguoi gia: 2,2 + 0,6 gid trong
khi nguoi tré tudi: 1,8 + 0,4 gid). Do thanh thai cefdinir phu thude nhieu vao chire ning than
hon 12 tudi tic nén khong cin thiét phai didu chinh lidu cho nguoi gia trir khi c6 suy giam chic
nidng than rd rét.

CHI PINH ‘ i , j
TEDINI dugc chi dinh diéu tri cdc nhiém khuan nhe hodc trung binh gy nén boi cac vi khuan
nhay cam trong cdc truong hop sau: Viém phdi mic phai trong cong dong, con cap cua viem

phé quan mén, viém xoang cap, viém hong/viém amidan, nhi®m khuan da va cdu tric da khong
bién chimg.

LIEU DUNG VA CACH DUNG

Lidu dung va thi gian diéu tri cac nhiém khudn & nguoi lén va thanh thiéu nién dugc ghi &
bang sau; tong lidu ding hang ngay trong diéu tri tAt ca cac loai nhiém khuan la 600 mg. Che
d6 lidu 1 14n mdi ngdy trong 10 ngay cho higu qua tuong duong 2 lin mdi ngay. Ché do liéu
ngay 1 1an chua duge nghién ciru trong didu tri viém phdi va nhiém khuén da, do d6 nén ding
vién nang TEDINI 2 lan mdi ngay trong diéu tri cac nhi®m khuén nay. Vién nang TEDINI c6
thé duoc ubng trong hodic ngoai bira an.

Ngudi 16n va thanh thiéu nién (13 tudi tri 1én) WY/
Logi nhiém khudn Liéu ding Thoi gian dung
Viém phdi méc phai trong cong dong 300 mg mdi 12 givr 10 ngay

, , 300 mg moi 12 gidy 5 - 10 ngay
Con cap cua viém phé quan méan hodc
600 mg mdi 24 gio 10 ngay
, 300 mg moi 12 gioy 10 ngay
Viém xoang cap hodc
600 mg mdi 24 gio 10 ngay
300 mg moi 12 gio 5 - 10 ngay
Viém hong / viém amidan hoac
600 mg mdi 24 giv 10 ngay
Nhiém trung da va céu tric da khéng 300 mg mdi 12 gios 10 ngay
bién ching J

Tré em (Tir 6 thang dén 12 tubi)
Nén dung dang bot pha hdn dich
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Bénh nhan suy thin

Ngubl 16m suy than c6 thanh thai creatinin < 30 mL/phut, lidu dung cefdinir 1a 300 mg 1 lan
mdi ngay.

Bénh nhéan ngoai tri khé c6 diéu kién xdc dinh dugc thanh thai creatinin. Tuy nhién c6 thé
dung cong thirc sau dé tinh toan uoc lugng thanh thai creatinin ¢ ngudi 16n. Dé gia tri ude
luong duge chinh xé4c, nong do creatinin huyét thanh cin phan anh chic nang thén ¢ trang thai
hing dinh.

Trong lugng co thé x (140 — tudi)
72 x ndng dd creatinin huyét thanh

Nam gigi: Thanh thai creatinin =

Nir gion: Thanh thai creatinin = 0,85 x gia trj trén
Trong d6: Thanh thai creatinin (ml/phut), tudi (ndm), trong luong (kg), ndng do creatinin huyét
thanh (mg/dL).
Bénh nhin chay thén nhén tao
Loc méu lam loai bo cefdinir khoi co thé. 6] benh nhan duy tri chay than nhén tao, liéu dung
khoi d4u khuyén céo 1a 300 mg céch ngay. Sau mdi 1an loc mau dung liéu 300 mg, sau dé dung
lidu bd sung 300 mg cach ngay.

CHONG CHI PINH
Nguoi bénh di ung véi khang sinh nhém cephalosporin. " '\:‘L r

CANH BAO v
Truéc khi didu tri bing cefdinir, cin diéu tra xem bénh nhan ¢6 tién st di ing véi cefdinir, cac
khéang sinh cephalosporin khac, penicillin hodc cac thudc khéc. Than trong khi dung thudc nay
cho bénh nhan man cam véi penicillin vi phan (mg di img chéo gitra cac khang sinh beta-
lactam di duoc xac dinh xay ra & 10% s6 bénh nhan c6 tién st di tmg voi penicillin. Neu xay
ra phan (mg di img khi dung cefdinir, phai ngimg dung thudc. Néu xay ra phan (g man cam
cap nghiém trong, can diéu tri béng epinephrin va 4p dung cac bién phap cap ciu khac bao
gom thé oxy, truyen dich, ding thudc khang histamin tiém tinh mach, corticosteroid, amin tang
huyét ap, va kiém soét dudng tho.

Viém dai trang gia mac dugc bao cdo xay ra o hau hét cac khéng sinh bao gom ca cefdinir, va
¢6 thé & muc do tir nhe dén nguy hiém tinh mang. Do d6, can phai can nhic dén kha ning nay
khi bénh nhan dung khang sinh bi tiéu chay.

Diéu tri bang cac thudc khang sinh c6 thé lam thay déi hé vi khuédn dudng rudt va co thé dan
dén sy phat trién qua muc cua clostridia. Cac nghién ctu cho thdy doc t6 san sinh boi
Clostridium difficile la nguyén nhéan chinh gy viém dai trang do sir dung khang sinh.

Sau khi xac dinh c6 viém dai trang gia mac, can ap dung céac bién phap diéu tri thich hop. Céc
truong hop nhe c6 thé chi can ngimg dung thudc khang sinh. Céc truomg hop trung binh hodc
ndng can cn nhdc bd sung dich, chit dién giai, protein va diéu tri bang khang sinh déc hiéu
cho viém dai trang do Clostridium difficile.

THAN TRONG

Thén trong chung

Sir dung cefdinir khi chua xéc dinh dugc loai vi khudn gdy bénh hodc dung voi muc dich dy
phong s& khong c6 lgi cho ngudi bénh va lam tang nguy co khéang thudc.

Ciing nhu céac khang sinh phé rong khéc, sir dung cefdinir kéo dai co thé dan den su phat trién
qua mrc cua cac vi khuan khong nhay cam. Cén phai theo doi st bénh nhan. Néu phat hién c6
boi nhiém, can 4p dung bién phap diéu tri thay the thich hop.

Ciing nhu vé6i cac khang sinh phd rong khéc, can than trong khi dung Cefdinir cho bénh nhan
c6 tién sir viém dai trang.

O bénh nhan suy giam chirc ‘nang than (thanh thai creatinin < 30 mL/phiit), cin giam tong liéu
cefdinir hang ngay do c6 thé xay ra tinh trang tich luy thudc khi dung voi ché do liéu khuyén
nghi.
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Thong tin cho bénh nhin

Bénh nhin cin duoc tu véan ring cac thuéc khang sinh bao gbm ca cefdinir chi dugc ding
trong diéu tri nhiém khuén. Chiing khong c6 tac dung trong diéu tri virus (vi du cam lanh thong
thuomg). Khi dung cefdinir dé diéu tri nhim khuan, bénh nhan can dugc biét ring mac du ho
cam thdy tinh trang bénh thuyén giam ngay thoi gian d4u diéu tri nhung bénh nhén can tuén
tha viéc ding thude dung theo chi dinh. Viée bo qua mot s6 1an dung thudc hodc udng khong
dit ché o lidu khuyén cdo c6 thé lam (1) gidm hiéu qua cta qué trinh diéu trj va (2) 1am tang
kha nang d& khang cua vi khuan, trong céc lan méc bénh sau cdc vi khuin nay s& khong con
nhay cam véi cefdinir hodc cac khang sinh khac.

Tiéu chay 1a mot trong céc tac dung khong mong mudn thuong gip khi sir dung khang sinh va
thuong khoi khi ngimg sir dung khang sinh. Doi khi sau thoi gian déu diéu tri bing khang sinh,
bénh nhan co thé bi tiéu chay voi phan c6 mau va nude (c6 thé kém ho#c khong kém theo co
thit bung va sot) thdm chi co thé xay ra rat mudn: 1 hogc 2 thang sau khi két thic diéu tri bang
khang sinh. Néu xay ra hién tugng nay, bénh nhén cin tham khao y kién cua béc sy ngay lap
ture.

Sir dyng thuoc cho tré em

P6 an toan va hi¢u qua cua thudc khi dung cho tré dudi 6 thang chua duoc xac dinh. Viée su
dung cefdinir trong diéu tri viém xoang cap & tré em (6 thang dén 12 tudi) duge hd tro boi cac
nghién ctru day di va cé kiém so4t trén ngudi 1én va thanh thiéu nién, sinh ly bénh viém xoang
cap tuong tu nhau ¢ ngudi lon va tré em, va cac dir liéu duge dong hoc duge so sanh ¢ tre em.
Sir dung thubc cho nguvi gia

Hiéu qua cua thudc da duoc so sanh & ngudi gia va nguoi 16n tre tudi. Trong khi cefdinir dugc
dung nap t6t & tat ca cac lira tudi, cac thir nghiém 14m sang cho thdy ngudi gia co ty I¢ xay ra
céc tic dung khong mong mudn (bao gbm ca tiéu chay) it hon nguoi tré tudi. Khong can diéu
chinh lidu khi ding thudc cho ngudi gia trir khi c6 suy giam chirc nang than ro rét.

TUONG TAC THUOC Iy /
Cic thubdc khang acid (chira nhom hoac magnesi)

Céc thudc khang acid chira nhém hodc magnesi anh huong dén su hap thu cta cefdinir. Néu
can sir dung céc thudc nay trong thoi gian didu tri bang cefdinir, can dung cefdinir trude hodc
sau khi ding cc thudc khang acid it nhét 2 gio.

Probenecid

Ciing nhu voi cac khang sinh B-lactam khac, probenecid wc ché thai trir cefdinir qua than, két
qua 1a lam tang AUC, ting ndng d¢ dinh trong huyét thanh va kéo dai thoi gian ban thai t/z cua
cefdinir.

Ché phim chira sit va thirc An bd sung sit

Ché phim chira sét, bao gdm ca hdn hop vitamin va sit lam anh huéng dén su hip thu cta
cefdinir. Néu cin sir dung céc ché phdm chira sit trong thoi gian diéu tri bang cefdinir, can
dung cefdinir trude hodc sau khi dung cac ché phim chira sit it nhét 2 gio. DA ¢6 bao cdo xay
ra hién tugng bénh nhan c6 phan mau d6 nau khi sir dung cefdinir. Diéu nay c6 thé do sy hinh
thanh phuc hop gitra cefdinir va st trong da day.

Anh hwong dén cic xét nghiém cin lam sang

C6 thé xay ra phan (mg duong tinh gia khi xét nghiém xeton trong nudc tiéu bang nitroprussid,
nhung khong xay ra hién tugng nay khi thu bing nitroferricyanid. Sir dung cefdinir ¢6 thé gay
két qua duong tinh gia khi xét nghi¢m glucose trong nudc tiéu bang Clinitest, dung dich
Benedict hodc dung dich Fehling. Khi ding cefdinir, nén xét nghiém glucose bing phan ung
enzym (nhu Clinistix hodc Tes-Tape). Céc khang sinh cephalosporin dugc biét doi khi gay nén
két qua duong tinh véi test Coombs tryc tiép.

SU' DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

Trong cac thir nghiém trén dong vat, Cefdinir khong gdy quai thai. Tuy nhién, chua c6 cac
nghién ctru day du va c6 kiém soat trén phu nit ¢ thai. Do céc nghién ciu vé sinh san trén
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dong vat khong phai ludn ludn cho dap tng tuong tyr trén nguoi, nén chi dung thudc nay cho
phu nir ¢6 thai khi thyc sy can thiét.

Phy nir cho con bu N
Sau khi udng céc liéu 600 mg, khong phat hign cefdinir trong sita me. \\\\
ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC \2!
Khong anh huong. I E
/ %
TAC DUNG KHONG MONG MUON Y
No6i chung cefdinir dugc dung nap tot. 4

Thudng gap nhét 1a roi loan tiéu hoa nhu tiéu chay, budn ndn, dau bung, tao bon, biél}g an.
Hiém khi bi dau dau, chéng mat, cam gidc nang nguc, viém miéng, nhiém nam, thiéu vitamin
K, vitamin nhém B, giam bach cau, tdng men gan, tang BUN.

Rét hiém: Qua mAn, viém rudt, viém phdi k&.

Théng bdo cho bdc sy cdc tic dung khong mong muébn gdp phdi trong qud trinh sir dung
thubc

QUA LIEU ‘ \ ,
Chua c6 thong tin vé sir dung qua licu cefdinir trén ngudi. Trong cac nghién ciru doc tinh cép

trén loai dong vat gim nhém, dung liéu don theo duong ubng 5600 mg/kg thé trong khong gy
tac dung khong mong muon. Cac dAu hiéu va triéu chimg cua ding qué liéu cac khang sinh f-
lactam khac bao gom budn non, nén, kho chiu ¢ da day, tiéu chay va co giat. Loc mau giup

loai bo cefdinir khoi co thé. Loc mau c6 thé giup ich trong diéu tri phan ung nhiém doc cap do
ding qua liéu, dac biét & bénh nhan suy than.

BAO QUAN: Bio quan trong hop kin, ¢ nhiét do dudi 30°C. Tranh 4nh sdng.

HAN DUNG: 24 thang ké tir ngay san xuat
Khong ding thudc hét han sit dung

QUY CACH PONG GOI: 1 vi x 10 vién nang/hdp. M/

X Sdn xudt boi:
' CONG TY TNHH PHIL INTER PHARMA
S6 20, Pai 16 Hiru Nghi, khu cong nghiép Vi¢t Nam-Singapore, Thuén An, Binh Duong

TP. DAMBANLHAT LUONG

%\ PHARMA /S
NF o 25
CHAVPHISYBNG LAN
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Rx Prescription drug
Keep out of reach of children
Read the package insert carefully before using
For any more information, please consult your doctor
Visa NO.: cessesonsnnse
COMPOSITION
Each capsule contains:
Active ingredient: Cefdinir .................. 300 mg

Inactive ingredients: Carboxymethylcellulose calcium, Colloidal silicon dioxide,
Polyoxyl 40 stearate, Magnesium stearate.

DOSAGE FORM: Hard capsule

PHARMACODYNAMICS

Cefdinir is a semi-synthetic oral antibiotic in the cephalosporin family of antibiotics. As with
other cephalosporins, bactericidal activity of cefdinir results from inhibition of cell wall
synthesis. Cefdinir is stable in the presence of some, but not all, B-lactamase enzymes. As a
result, many organisms resistant to penicillins and some cephalosporins are susceptible to
cefdinir.

PHARMACOKINETICS

Maximal plasma cefdinir concentrations occur 2 to 4 hours postdose following capsule
administration. Estimated bioavailability of cefdinir capsules is 21% following administration of
a 300 mg capsule dose, and 16% following administration of a 600 mg capsule dose.

The Cmax and AUC of cefdinir from the capsules are reduced by 16% and 10%, respectively,
when given with a high-fat meal. Cefdinir may be taken without regard to food.

Cefdinir plasma concentrations and pharmacokinetic parameter values following administration
of single 300- and 600-mg oral doses of cefdinir to adult subjects are presented in the following
table:

Dose Cmax (ug/ml) Tmax (hr) AUC (ug.hr/ml)
300 mg 1.60 2.9 7.05
600 mg 2.87 3.0 1L.1

Cefdinir does not accumulate in plasma following once- or twice-daily administration to subjects
with normal renal function.

The mean volume of distribution of cefdinir in adult subjects is 0.35 L/kg (+ 0.29). Cefdinir is
60% to 70% bound to plasma proteins; binding is independent of concentration.

Cefdinir is not appreciably metabolized. Its activity is primarily due to the parent drug. Cefdinir
is eliminated principally via renal excretion with a mean plasma elimination half-life (t'2) of 1.7
(+ 0.6) hours. In healthy subjects with normal renal function, renal clearance is 2.0 (= 1.0)
mL/min/kg, and apparent oral clearance is 11.6 (+ 6.0) and 15.5 (= 5.4) mL/min/kg following
doses of 300- and 600-mg, respectively. Mean percent of dose recovered unchanged in the urine
following 300- and 600-mg doses is 18.4% (+ 6.4) and 11.6% (= 4.6), respectively. Cefdinir
clearance is reduced in patients with renal dysfunction.

Because renal excretion is the predominant pathway of elimination, dosage should be adjusted in
patients with markedly compromised renal function or who are undergoing hemodialysis.

Special Populations

Patients with renal insufficiency:

Decreases in cefdinir elimination rate, apparent oral clearance (CL/F), and renal clearance were
approximately proportional to the reduction in creatinine clearance (CLcr). As a result, plasma
cefdinir concentrations were higher and persisted longer in subjects with renal impairment than
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in those without renal impairment. Dosage adjustment is recommended in patients with markedly
compromised renal function (creatinine clearance < 30 mL/min).

Hemodialysis:

Dialysis (4 hours duration) removed 63% of cefdinir from the body and reduced apparent
elimination t% from 16 (£ 3.5) to 3.2 (+ 1.2) hours. Dosage adjustment is recommended in this
patient population.

Hepatic disease:

Because cefdinir is predominantly renally eliminated and not appreciably metabolized, studies in
patients with hepatic impairment were not conducted. It is not expected that dosage adjustment
will be required in this population.

Geriatric patients:

Systemic exposure to cefdinir was substantially increased in older subjects, Cmax by 44% and
AUC by 86%. This increase was due to a reduction in cefdinir clearance. The apparent volume of
distribution was also reduced, thus no appreciable alterations in apparent elimination t7z were
observed (elderly: 2.2 + 0.6 hours vs young: 1.8 £ 0.4 hours). Since cefdinir clearance has been
shown to be primarily related to changes in renal function rather than age, elderly patients do not
require dosage adjustment unless they have markedly compromised renal.

INDICATIONS

Cefdinir capsule is indicated for the treatment of patients with mild to moderate infections
caused by susceptible strains of the designated microorganisms in the conditions listed below:
Community-acquired pneumonia, acute exacerbations of chronic bronchitis, acute maxillary
sinusitis, pharyngitis/tonsillitis, uncomplicated skin and skin structure infections.

DOSAGE AND ADMINISTRATION

The recommended dosage and duration of treatment for infections in adults and adolescents are
described in the following chart; the total daily dose for all infections is 600 mg. Once-daily
dosing for 10 days is as effective as BID dosing. Once-daily dosing has not been studied in
pneumonia or skin infections; therefore, TEDINI capsules should be administered twice daily in
these infections. TEDINI capsules may be taken without regard to meals.

Adults and adolescents (age 13 years and older)

Type of infection Dosage Duration
Community-Acquired Pneumonia 300 mg q12h 10 days

300 mg q12h 5 to 10 days
Acute Exacerbations of Chronic Bronchitis or

600 mg g24h 10 days

300 mg q12h 10 days
Acute Maxillary Sinusitis or

600 mg q24h 10 days

300 mg q12h 5 to 10 days
Pharyngitis/Tonsillitis or

600 mg g24h 10 days
Uncomplicated Skin and Skin Structure 300 mg q12h 10 days
Infections )

Pediatric patients (Age 6 months through 12 years)

Should use the powder for oral suspension.

Patients with renal insufficiency

For adult patients with creatinine clearance < 30 mL/min, the dose of cefdinir should be 300 mg
given once daily.

Creatinine clearance is difficult to measure in outpatients. However, the following formula may
be used to estimate creatinine clearance (CLcr) in adult patients. For estimates to be valid, serum
creatinine levels should reflect steady-state levels of renal function.
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weight x (140 — age)

Males: Cler= —
72 x serumcreatinin

Females: CL¢; = 0.85 x above value
Where Creatinin clearance is measured in ml/min; Weight in kg; Age in year; Serum creatinin in
mg/dL.

Patients on hemodialysis

Hemodialysis removes cefdinir from the body. In patients maintained on chronic hemodialysis,
the recommended initial dosage regimen is a 300 mg dose every other day. At the conclusion of
each hemodialysis session, 300 mg should be given. Subsequent doses 300 mg are then
administered every other day.

CONTRAINDICATIONS
Patients with known allergy to the cephalosporin class of antibiotics.

WARNINGS

Before therapy with cefdinir is instituted, careful inquiry should be made to determine whether
the patient has had previous hypersensitivity reactions to cefdinir, other cephalosporins,
penicillins, or other drugs. If cefdinir is to be given to penicillin sensitive patients, caution
should be exercised because cross-hypersensitivity among p-lactam antibiotics has been clearly
documented and may occur in up to 10% of patients with a history of penicillin allergy. If an
allergic reaction to cefdinir occurs, the drug should be discontinued. Serious acute
hypersensitivity reactions may require treatment with epinephrine and other emergency
measures, including oxygen, intravenous fluids, intravenous antihistamines, corticosteroids,
pressor amines, and airway management, as clinically indicated.

Pseudomembranous colitis has been reported with nearly all antibacterial agents, including
cefdinir, and may range in severity from mild to life threatening. Therefore, it is important to
consider this diagnosis in patients who present with diarrhea subsequent to the administration of
antibacterial agents.

Treatment with antibacterial agents alters the normal flora of the colon and may permit
overgrowth of clostridia. Studies indicate that a toxin produced by Clostridium difficile is a
primary cause of antibiotic-associated colitis.

After the diagnosis of pseudomembranous colitis has been established, appropriate therapeutic
measures should be initiated. Mild cases of pseudomembranous colitis usually respond to drug
discontinuation alone. In moderate to severe cases, consideration should be given to
management with fluids and electrolytes, protein supplementation, and treatment with an
antibacterial drug clinically effective against Clostridium difficile colitis.

PRECAUTIONS

General

Prescribing cefdinir in the absence of a proven or strongly suspected bacterial infection or a
prophylactic indication is unlikely to provide benefit to the patient and increases the risk of the
development of drug-resistant bacteria.

As with other broad-spectrum antibiotics, prolonged treatment may result in the possible
emergence and overgrowth of resistant organisms. Careful observation of the patient is essential.
If superinfection occurs during therapy, appropriate alternative therapy should be administered.
Cefdinir, as with other broad-spectrum antimicrobials (antibiotics), should be prescribed with
caution in individuals with a history of colitis.

In patients with transient or persistent renal insufficiency (creatinine clearance < 30 mL/min),
the total daily dose of cefdinir should be reduced because high and prolonged plasma
concentrations of cefdinir can result following recommended doses.

Information for patients

Patients should be counseled that antibacterial drugs including cefdinir should only be used to
treat bacterial infections. They do not treat viral infections (e.g., the common cold). When
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cefdinir is prescribed to treat a bacterial infection, patients should be told that although it is
common to feel better early in the course of therapy, the medication should be taken exactly as
directed. Skipping doses or not completing the full course of therapy may (1) decrease the
effectiveness of the immediate treatment and (2) increase the likelihood that bacteria will
develop resistance and will not be treatable by cefdinir or other antibacterial drugs in the future.
Diarrhea is a common problem caused by antibiotics which usually ends when the antibiotic is
discontinued. Sometimes after starting treatment with antibiotics, patients can develop watery
and bloody stools (with or without stomach cramps and fever) even as late as two or more
months after having taken the last dose of the antibiotic. If this occurs, patients should contact
their physician as soon as possible.

Pediatric use

Safety and efficacy in neonates and infants less than 6 months of age have not been established.
Use of cefdinir for the treatment of acute maxillary sinusitis in pediatric patients (age 6 months
through 12 years) is supported by evidence from adequate and well-controlled studies in adults
and adolescents, the similar pathophysiology of acute sinusitis in adult and pediatric patients,
and comparative pharmacokinetic data in the pediatric population.

Geriatric use

Efficacy is comparable in geriatric patients and younger adults. While cefdinir has been well-
tolerated in all age groups, in clinical trials geriatric patients experienced a lower rate of adverse
events, including diarrhea, than younger adults. Dose adjustment in elderly patients is not
necessary unless renal function is markedly compromised

DRUG INTERACTIONS

Antacids (aluminum- or magnesium-containing):

Antacids containing magnesium or aluminum interfere with the absorption of cefdinir. If this
type of antacid is required during cefdinir therapy, cefdinir should be taken at least 2 hours
before or after the antacid.

Probenecid

As with other B-lactam antibiotics, probenecid inhibits the renal excretion of cefdinir, resulting
in increase in AUC, increase in peak cefdinir plasma levels, and prolong in the apparent
elimination t%2.

Iron Supplements and Foods Fortified With Iron

Iron supplements, including multivitamins that contain iron, interfere with the absorption of
cefdinir. If iron supplements are required during cefdinir therapy, cefdinir should be taken at
least 2 hours before or after the supplement. There have been reports of reddish stool in patients
who have received cefdinir. This could be due to the formation of a chemical complex between
cefdinir and iron in the stomach.

Drug/Laboratory Test Interactions

A false-positive reaction for ketones in the urine may occur with tests using nitroprusside, but
not with those using nitroferricyanide. The administration of cefdinir may result in a false-
positive reaction for glucose in urine using Clinitest, Benedict's solution, or Fehling's solution. It
is recommended that glucose tests based on enzymatic glucose oxidase reactions (such as
Clinistix or Tes-Tape) be used. Cephalosporins are known to occasionally induce a positive
direct Coombs' test.

PREGNANCY AND LACTATION

Pregnancy

Cefdinir was not teratogenic in tested animals. There are, however, no adequate and well-
controlled studies in pregnant women. Because animal reproduction studies are not always
predictive of human response, this drug should be used during pregnancy only if clearly needed.
Nursing mothers

Following administration of single 600-mg doses, cefdinir was not detected in human breast
milk.
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. EFFECT TO THE ABILITY OF DRIVING CAR AND OPERATING MACHINE
) No effect.

ADVERSE REACTIONS

Cefdinir generally is well tolerated.

Common adverse reactions are gastrointestinal disorders such as diarrhea, nausea, abdominal
pain, constipation, anorexia.

Rarely, headache, dizziness, heart failure, stomatitis, fungi infection, vitamin K deficiency,
vitamin B deficiency, leukopenia, elevated liver enzymes, BUN increase occur.

Very rarely: Hypersensitivity, colitis, pulmonary infiltration eosinophillia (PIE).

Inform your doctor or pharmacist in case of any adverse reactions related to drug use.

OVERDOSE

Information on cefdinir overdosage in humans is not available. In acute rodent toxicity studies, a
single oral 5600-mg/kg dose produced no adverse effects. Toxic signs and symptoms following
overdosage with other B-lactam antibiotics have included nausea, vomiting, epigastric distress,
diarrhea, and convulsions. Hemodialysis removes cefdinir from the body. This may be useful in
the event of a serious toxic reaction from overdosage, particularly if renal function is
compromised.

STORAGE: Store in a hermetic container, below 30°C, protect from light.

SHELF-LIFE: 24 months from manufacturing date.
Do not use if the drug is out of date.

PACKAGE: 1 blister x 10 capsules/box.
Manufactured by:

PHIL INTER PHARMA CO., LTD.
No.20, Huu Nghi Bld., Vietnam-Singapore Industrial Park, Thuan An, Binh Duong
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