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Rx Sold only by prescription

First-Generation Cephalosporin Injection

BB SHINPOONG CEFADIN®

Injection

Cefradine 1g
For LM., L.V.



THANH PHAN: M&i lo chira:
Hoat chat: Cefradin.................. 3
(Duidi dang hén hop Cefradin v L- -
DANG BAO CHE: Thudc bot pha tiém,

QUY CACH DONG GOI: Hop 1 Ig; Hop 10 1.

CHI DJNH: Cefradin duoc chi dinh d2 diéu tri cac bénh:

- Nhiém khuin da va chu triic da.

- Nhiém khuin démg ho hap ké ca viém thiy phdi do cac ciu khuin gram duong
nhay cam.

- Nhifm khudn dutmg tiét nidu k& ci viém tuyén tién liét v4 nhiéu bénh nhifm
khufn néing va man tinh khic.

Dé phong nhiém khudn trong phiu thust.

Ln'-:u LUQNG VA CACH SU DUNG

- Nguwdi lem: 500mg - 1g, 6 gio 1 1an, tiém bép siu hoc tiém tinh mach cham hojic
tiém truyén.

- Tré dé non va < | tdi: chua xéc dinh lidu.

- Tré > ltudi: 12,5 - 25mg/kg thé trong, 6 givr 1 lin, tiém bip hojc tiém tinh mach

Dy phing triede, trong va sau khi md:

- Mb dé Tiém tinh mach 1g ngay sau khi kep cudng rdn va tiém bip, hojc tiém
tinh mach 1g, 6 gits hojic 12 gitr sau liéu thir nhat.

- Bénh khac: Tiém bip hojc tiém tinh mach 1g, trwée khi phiu thujt % gier dén
1,5 gitr va cir 4 dén 6 gior | 1n, tiém tiép lg, trong vong 24 gitr sau phau thudt.
Nimg khéng dung qua 8g/ ngdy.

* Chay:

- Liéu cao t&i 300 mg/kg thé trong da duge dimg cho céc tré nho bj 6m ning

+ ma khong co phan img khdng mong mudn 13 rét, Litu ti da mét ngay khong
qui 8g cho tré em.

- Phai giam lidu d6i v&i ngudi bénh suy thin, Lidu khéi ddu 750 mg, lidu duy
tri 500mg. Khoang cach cdc liéu nén nhy sau:

D4 thanh thai creatinin Khoang cach ding
>20ml/ phit 6-12 git
15-19ml/ phit 12-24 gio
10-14mV/ phit 2440 gits
5-9ml/ phist 40-50 giér

<Sml/ phit 50-70 gitr

* Céch pha thudc:

- Tiém biép: pha lg Cefradin véi 4ml nude cat pha tiém hogc NaCl 0,9%.

- Tiém tinh mach: Pha 1g Cefradin véi 10ml ciia mét trong céc loai dung dich
sau: nuée cdt vd khudn, Dextrose 5%, NaCl 0,9%. Tiém tinh mach trong
vong 3-5 phit.

Truyén tinh mach; Pha Cefradin véri Dextrose 5% hoic 10%,

C}IONG CHI BINH
Trong cic trutmg hop di img hodc qui min cam véi cefradin.

SU DIUNG THAN TRQNG

~ Truéc khi bt ddu diéu tri bing Cefradin, phai diéu tra kj vé tién sir dj img ctia
nguri bénh véi cephalosporin hojc thude khic,

— Thén trong khi ding Cefradin cho nguti bénh cé co dja dj img.

— Than trong khi diing Cefradin cho ngudi bénh suy thin va co thé cin phai giam
lidu. Phai theo ddi chirc ning thgn vi mau trong kbi diéu trj, nhit 1a khi ding
thude thii gian dai véi liu cao,

TUONG KY

- Khéng nén trin cefradin véi cac khang sinh khéc.

- Trén cic khang sinh beta lactam trong d6 c6 cefradin voi aminoglycosid trong
ciing mft tisi hozc lo d& tiém tinh mach lam mAt hoat lyc cita ca 2 logi. Néu cén
dung dong thiri c4 2 loai dé diéu tri, phai tiém & 2 chd khac nhau.

SI' DUNG O PHY NU" CO THAI VA PANG CHO CON BU

— Cefradin qua nhau thai rit nhanh chong trong théi ky mang thai. Céc
cephalosporin thuong dugc coi nhir an toan khi ding cho nguéi mang thai,

— Cefradin duge tiét vio sita me véi ndng d thip, Ba vin dé c6 thé xay ra cho tré
dang bu 1a: Sy thay dbi hé vi khudn rudt, tic dgng tryc ticp 1én tré em va anh
hidmg dén nhén dinh két qué chy vi khuin khi cn phai kiém tra lic tré sbt. Tuy
viy Cefradin ciing nhu céc cephalosporin khic duge xép vao loai ¢6 thé ding
khi cho con bu.

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khong 4nh hudmg Ién kha nang 14 xé va viin hanh may moc.

>

CONG TY TNHH DP SHINPOONG DAEWOO - ,
Nha may: $6 13, Buémg 9A KCN Bién Hoa 2, Ddng Nai, Vi n?. : Y,
Van phong: Phong 05 - 07, thng 9, Thép R1, Toa nha Everich, S4 968 Dutmg 312, P{15,Q.11, TP. HCM
DT : (08) 22250683  Fax : (08) 22250682 Email : shinpoong@spd tomeym. »

TUONG TAC THUOC

Dimg déng thoi probenecid uéng s2 canh tranh (rc ché bai tiét cia da sb céc

cephalosporin & dng thin, lam ting va kéo dai ndng 46 cia cephalosporin trong

huyét thaoh.

TAC DUNG PHY

- Thudng g@p: Phan {mg qua min; Toan thin: sét, phan img gibog bénh huyét
thanh, phan v§; Da: ban da, may day; Tiéu héa: ndn, mira, tiéu chay, viém dai
tring gid mac ; Mau: mét bach cAu hat, bién chimg chiy mau,

- fr gdp: Thin : hoai tir ong thin cap sau khi ding lidu qué cao, va thudmg lién
quan dén ngudi cao tudi, hodc ngudi co tidn sir suy thin, hodc ding ddng théi
voi cic thube cd dde tinh trén thin nhr cic khing sinh aminoglycosid; Viém
thén ke cap tinh.

- Hiém gdp: Gan: viém gan, vang da (r mit; Toan thin: c6 thé dau & chd tiém bip
vé viém tinh mach huyét khéi sau khi truyén tinh mach thuimg trén 6g/ngdy va
trén 3 ngay.

Théng bdo béc sT cdc tic dung phy gdp phéi khi ding thudc.

DIIOC LYC HQC
Cefradin 13 mét khang sinh cephalosporin ban téng hgp. Cén ci vao hoat phd,
Cefradin dugc xép vao loai cephalosporin thé hé 1. Thubc c6 tic dung diét
khuin. Giong nhu penicillin, Cefradin irc ché sy téng hop mucopeptid & thanh 1&
bio vi khuan,

- Cic cephalosporin thé hé 1 thuomg c6 tic dung in vitro d6i vai nhitu cdu khuin
Gram duong, bao gbm Staphylococcus aureus tiét hojc khang tiét penicilinase,
cac  Streptococcus tan mau beta nhom A (Streptococcus pyogenes); céc
Strepiococcus nhém B (S agalactiae) va  Sireptococcus  preumonioe.
Cephalosporin thé hé 1 ¢ tac dung han ché déi véi céc vi khudn Gram im, mac
di mt vai chung Escherichia coli, Kiebsiella pneumoniae, Proteus mirabilis va
Shigella c6 thé bj e ché in vitro bai nhimg thube ndy. Céc cephalosporin thé hé
1 khéng co tic dung chéng Enterococcus (thi dy Emterococcus faecalis),
Staphylococcus  khdng  methicilin, Bacteroides  fragilis, Citrobacter,
Enterobacter, Listeria monocytogenes, Proleus vulgaris, Proteus vulgaris,
Providencia, Pseudomonas va Serratia.

- So sanh higu lyc khang sinh cia Cefradin véi cephalexin, thi Cefradin ¢6 tic
dung yéu hon dbi véi E.coli, Proteus mirabilis va rét it tic dung véi N,
gonorrhoea. Gidng nhu Cephalexin, Cefradin ciing khong c6 tac dung d6i véi
Haemaphilus influenzae.

DU(}C DONG HQC
Sau khi tiém bap cho nguéi lom khée manh c6 chirc ning thin binh thuomg, néng
4 dinh trung binh cia cefradin huyét thanh dat duge trong vong 1-2 gidr 4 5,8-
6,3 microgam/ml véi lidu tiém 500mg va 9,9-13,6 microgam/ml voi lidu tiém 1 g,
khi tiém tinh mach ligu 1g cefradin cho nguoi lém c6 chic ning thin binh
thudmg, ndng dd huyét thanh cia thude trung binh 14 86 microgam/ml sau 5 phit,
50microgam/ml sau 15 phut, 26 microgam/ml sau 30 phut, 12 microgam/ml sau
60 phiit va 1 microgam/ml sau 4 gidr.

- Cefradin phan bo rong rdi trong cic mé va dich thé, nhumg it vio dich ndo thy.
Dat ndng 86 didu trj & mat. Thube qua nhau thai véo hé tuln hodn thai nhi va tiét
véi luomg nho vio sira me. Cefradin bai tiét nguyén dang trong nuéc tiéu.
Khoang 60 — 90% hogc hon cia mt lidu ubng duge bai tiét trong vong 6 giv &
nguini bénh ¢6 chire nang thin binh thutmg. ndng 6 trung binh trong nude ticu
la 313 microgam/ ml ¢ ngudni 1ém c6 chirc ning thin binh thwéng trong vong 6
gidr sau khi tiém bip 1 lidu 500mg,

Cefradin dugc thai logi bing thim tach mau va thim tach mang bung.

QUA LIEU VA XU TRi
Tri¢u chimg qus litu co theé xdy ra bao gdm: nén, budn nén, dav bung hodc tiéu
chay. Déng kinh 6 thé xay ra, dac biét I3 & ngui suy thin.

- Xir tri: Ngung ngay thudc, bio vé duamg hé hdp ciia ngudi bénh, hé trg thong
khi va truyén djch. Néu phat trién cac con co gidt, co thé ding céc bién chéng co
giéit khi c6 chi dinh 1dm sing. Thim tach médu va thim tich mang bung c6 thé
giiip logi trir thubc ra khoi co thé, ngoai ra, céc bién phap diéu trj thudmg 13
troy vi diéu trj triéu chimg, .

KHUYEN CAO i

- Dé xa tim tay tré em. /

- Thuéc nay chi ding theo sy ké dou cia thiy thudc,

- Dge ki hwéng din sir dyng trwée kbidimg. <o

- Néu ciin thém thang tin, xin héi § ki€n bic sL

BAO QUAN: Trong bao bi ki nml:hé,uilﬂninhmg.nh!&do o

HAN DUNG: 36 thang ké tir sén xudt.

TIEU CHUAN: USP 32 4

PHO CUC TRUONG

Ny YVim Ghan
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Bactericidal Cephalosporin Antibiotics

SHINPOONGCEFADIN Injection
(Cefradine 1g)

m

COMPOSITION: Each vial contains:

Active ingredient: Cefradine............coooviiiiiiiiiens

(as a mixture of Cefradine and L-Arginine)

DOSAGE FORM: Powder for injection.

HOW SUPPLIED: Box of 1 vial; Box of 10 vials,

INDICATIONS: Cefradine is indicated the treatment:

- Skin and skin structure infections.

- Respiratory tract infections including lobar pneumonia caused by sensitive Gram
positive cocei.

- Urinary tract infections including prostatitis and other severe and chronic

- In the prophylaxis of infections during surgical procedures,

DOSAGE AND ADMINISTRATION

- Adults: deep intramuscular injection or slow intravenous injection or infusion of
500mg to 1g, every 6 hours.

- Children: Premature infants and infants up to 1 year, dosage has not been
established.

- Children 1 year and over: Intramuscularly or intravenously 12.5 to 25mg/kg
every 6 hours.

Perioperative prophylaxis:

- For cesarean section patients: 1g intravenously as soon as the umbilical cord is
clamped and 1g intramuscularly or intravenously, six fo twelve hours after the
first dose.

- For other patients: intramuscularly or intravenously, lg, one half to one and a
half hours priorto start of surgery, and 1g every 4 to 6 hours following surgery
for up to 24 hours. Do not exceed 8g daily.

* Notes:

wlg

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

No effect.

DRUG INTERACTIONS

Concomitant administration of oral probenecid competitively inhibits tubular

secretion resulting in higher and more prolonged serum concentrations of most

cephalosporins.

SIDE EFFECTS

- Ci : Hyp itivity ions: General: fever, serum sickness reactions,
anaphylaxis; Gastrointestinal: nausea, vomiting, diarrhea, pseudomembranous
colitis; Blood: eosinophilia, agranulocytosis, bleeding complications.

— Less common: Kidney: acute renal tubular necrosis following excessive dosage
and being associated with its use in elderly patients or those with preexisting
renal impairment or with the concomitant administration of nephrotoxic drugs
such as aminoglycoside antibiotics, Acute interstitial nephritis.

~ Rare: Live: hepatitis and cholestatic jaundice; General: may be pain at the
injection site following intramuscular injection and thrombophlebitis following

infusion lly of more than 6g daily for more than 3 days.

Inform doctor with side effects when using medicine.

PHARMACODYNAMICS

— Cefradine is a semisynthetic cephalosporin antibiotic. Based on its specrum of
activity, Cefradine is a classified as a first generation cephalosporin. It is
bactericidal and acts similarly to penicillins by inhibiting the synthesis of
mucopeptide in the bacterial cell wall. First generation cephalosporins are
usually active in vitro against Gram-positive cocci including penicillinase-
producing and non-penicillinase-producing Staphylococcus aureus, group A
beta-hemolytic Streptococci (Streptococeus pyogenes), group B Streptococci (5
agalactiae) and Streptococcus p iae. First g ion cephalosporins have

nira

- Dose up to 300mg/kg daily have been used in severely ill infants and child
without apparent adverse effects. The maximum daily dose should not exceed
8g.

- Dosage should be reduced in adult patients with renal failure. The
manufacturers have recommended that in adults a loading dose of 750mg
cefradine given, followed by maintenance doses of 500mg.

- Suggested dosage intervals are:
Creatinine clearance About use
>20 ml/min 6 to 12 hours
15-19 ml/min 12 to 24 hours
10-14 ml/min 24 to 40 hours
5-9 ml/min 40 to 50 hours
<5 mU/min 50 to 70 hours

= Preparation of solution
- Intramuscular (IM) administration: reconstitute with 4ml of sterile water

for injection or physiological saline.

- IV injection: reconstitute with 10ml of strerile waler for injection, 5%
dextrose solution or physiological saline per lg of Cefradine, Administer
through 3-5 minutes.

- Intravenous (IV) infusion: reconstitute with 5%, 10% dextrose solution

CONTRAINDICATIONS

Patients with know allergy or hypersensitivity to Cefradine,

PRECAUTIONS

- Careful inquiry is needed concerning previous allergic reactions of the patient to
cephalosporins, penicillins and other drugs prior to Cefradine therapy.

- The drug should also be used with caution in patients with history of allergy.

- Cefradine should be given with caution to patients with renal impairment, a
dosage red may be ry. Renal and haematological status should be
monitored, especially during prolonged and high dose therapy.

INCOMPATIBILITIES

- The admixture of cefradine for injection with other antibiotics is not
recommended.

. The admixture of beta — lactam antibacterials including cefradine with
aminoglycosides in the same inactivation, If they are administered concurrently,
they should be administrered in separate sites.

USE IN PREGNANCY AND BREAST FEEDING

_ Cefradine crosses rapidly the placenta throughout gestation. Cephalosporins are
usually considered safe to use during pregnancy.

— Cefradine is excreted into breast milk in low concentrations. Three potential
problems exist for the nursing infant modification of bowel flora, direct effects
on the infant and interference with the interpretation of culture results if a fever
work-up is required. However, Cefradine as other cephalosporin antibiotics is
classified as compatible with breast feeding

limited activity against Gram negative bacteria although some strains of
Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis and Shigella may be
inhibited in vitro by the drugs. Frist generation cephalosporins are inactive
against Enterococei [(e.g. Enterococcus faecalis (formerly S. Jfaecalis)],
methicillin-resistant  Staphylococci, ~ Bactervides  fragilis,  Citrobacter,
Enterobacter, Listeria monocylogenes, Proteus wulgaris, Proteus vulgaris,
Providencia, Pseud and Serratia.

— Comparing antibiotic potency of Cefradine with cephalexin, one observes a
lower activity against E. coli, lower activity against Proteus mirabilis and very
little activity against N. gonorrhoea, Like cephalexin, Cefradine is also quite
inactive against Haemophilus infl

PHARMACOKINETICS

_ Following intramuscular administration in healthy adults with normal renal
function, peak serum cefradine concentrations occur within 1-2 hours and
average 5.8-6.3 micrograms/ml, following a single 500 mg - dose and 9.9-13.6
micrograms/ml following a single lg dose. Following direct intravenous
administration of 1g of cefradine in adults with normal renal function, serum
concentrations of the drug average 86 micrograms/ml at 5 minutes, 50
micrograms/ml  at 15 minutes, 26 micrograms/ml at 30 mioutes, 12
micrograms/ml at 60 minutes and 1 micrograms/ml at 4 hours.

~ Cefradine is widely distributed to body tissues and fluids, but does not enter the
cerebrospinal fluid in significant quantities. Therapeutic concentrations may be
found in the bile. It crosses the placenta into the fetal circulation and is d
in small amounts in the milk of nursing mothers. Cefradine is excreted
unchanged in the urine, About 60-90% or more of a single oral is excreted within
6 hours in patients with normal renal function. A mean urinary cefradine
concentration of 313 micrograms/ml has been reported in adults with normal
renal function during the 6 hours period following administration of a single 500
my intramuscular dose.

_ Cefradine is remaved by haemodialysis and peritoneal dialysis.

VERDOSAGE

— Symptoms of overdose may include nausea, vomitting, stomach pain or
diarrhea. Seizure may occur, especially in patients with renal insufficiency.

— Treatment: Discontinue the drug, protect the patient's airway, support
ventilation and perfulsion, If the patient develops convulsions, anticonvulsant
therapy may be administered if clinically indicated. Peritoneal or
haemodialysis may be helpful o aid in the removal of the drug from the
blood, otherwise most trealment is supportive and symptomatic.

RECOMMENDATION

- Keep out of the reach of the children.

- This drug is used only by doctor’s prescription.

- Read carefully the leaflet before use.

. For further information, please contact your doctor.

STORAGE: In a tight container, at dry place, protected from light, temperature

below 30 °C.

EXPIRY DATE: 36 months from the manufactured date.

SPECIFICATION: USP 32

SHINPOONG DAEWOO PHARMA CO., LTD.

>/

Tel : (08) 22250683

Factory: No. 13 - Street 9A, Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam.
Office: Room 05 — 07, Floor 09, Tower R1, The Everrich Building, No. 968 Street 3/2, Ward 15, Dist. 11, HCMC
Fax : (08) 22250682  Email; shinpoong(@spd.com.vn



