~https://trungtamthuoc.com/
MAU NHAN THUOC

1. Nhin tryc ti€p trén don vi déng géi nho nhét: Lo

CHI BINH - CACH DUNG - Rx ootk bin theo t0n INDICATION - USAGE-

cHinG cHl BiNH : PSSR  CONTRAINDICATION -
Xem % huteg ddin s dyng. Seq inssrt

BA0 OUAN : Trong oo b1 [ LIA |l = AT/ T AW STORAGE : In a tight container,
Kin, & ndl khd, trdnh dnh W al dry place, light resistant,
sing, dudl 30°C below 30T

R
Tiém bilp - Tiém finh mech  sox ey, No
5 GTY IO 0P SOPOBNG BAEWOE 19 . Do

2. Nhin trung gian: A a2
BOY TE
CUC QUAN LY DUQC
.‘-’ "\" b }' "\'1 la
PA PHE DUYRT
wen eyd 10q 2ony L Lan dau:44 1.02.” i
XVIN3INIHS B
)y u«
THANH PHAN : M l;;c::!; % GMP-WHO gouvosmou E““; :‘:x:ﬁs GMP-WHO
Cefepim..........c........ 19 ng
h&n hgp Cefepim HCI va L-Arginin) 1L of Gefepims HCI and L-Arginine). 1 Vial
cnmu-ucn - 0 mcmum Ses insert .
CHI CHi BINH : : sert.
:;m t& huéng dlin s dung. Thudc tiém Cephalosporin TH4 g‘:‘"“ uqu: atignt °°'l":"°fv Ll 4th Generation Cephalosporin Injection
O QUAN : ace, - resistant,
Trong baa bi kin, & ndi kho, trénh % Thudc bén theo don temperature below 30°C. B, Sold only by prescription

SPECIFICATION : USP 30

SHINFEMAX sl SHINFEVIAX

READ CAREFULLY THE LEAFLET

&nh séng, nhigt 80 dudi 30°C.
TIEU CHUAN : USP 30

THUGC BAN THEO BON

icﬁl"':"?xii'fawm T Cefepim 1g [ Cefepime 1-,
TRUGC KHI DUNG Manufacturer by:
. . - SHINPOONG DAEWDD PHARMA G0, LTD
gﬁ?ﬁﬂm Tlém bap - Tlém tlnh mach Bien Hoa Industrial Zone No.2, Dong Nai,
SHINPOONG DAEWOD Vietnam
S6 13, Budng 9A KCN Bién Hoa 2,
Béng Nal, Vigt Nam SPK  Reg.No
S616SX LotNo -
NSX  Mid.

€55 GTY TNHH 0P SHINPOONG DAEWDD 0 £, Dt

SHINFEMAX

Powder for Injection

3. Huéng diin st dyng thuéc: Pinh kém

Ngay 23/04/2012
__CTY TNHH DP SHINPOONG DAEWOO




-https://trungtamthuoc.com/_

P

AN : Moi T; \ : 5

Hoat chit: W\ DAEWOO /5/

Cefepim (dudi dang hdn hop hydroclorid v [“Arginin) ...

DANG BAO CHE : Thudc bjt phatigm: | 5 © -~

QUY CACH BONG GOI : Hop | Lo

CHI DgNH

- Nhiém tring ndng duémg nigu c6 bién chimg (ké ca c6 viém bé thin kém
theo) do céc ching E coli hogc Klebsiella pneumoniae hodc Proteus
mirabilis nhay cam véi thude.

- Viém phoi ning c6 kém theo nhidm khudn huyét do cée ching
Strep cus  p Pseud. aeruginosa, Klebsiella
pneumoniae, Enterobacter spp. nhay ¢im véi thudc,

- Nhiém khudn ning & da vi cdu tric da do cac ching Staphylococcus
aureus nhay cim véi methicilin hoge do Streptococcus pyogenes nhay
cam vai cefepim.

LIEU DUNG, CACH DUNG, DUONG DUNG

- Bénh nhn trén 12 tudi (trén 40kg): 2g/12 gits, tiém tinh mach trong 7-10
ngay. '

- Tré em 2 thang dén 12 tbi ( dudi 40 kg): S0mgkg/12 giv, tiém tinh
mach trong 7-10 ngay.

- Tréem 1-2 thing: 30mg/kg/12 gid, tiém tinh mach trong 7-10 ngiy.

- Trwong hop nhiém tring rat ning, c6 thé ding lidu mdi 8 gic.

- Liéu hrgng & nguiri suy thin (D3 thanh thi creatinin < 30ml/phat)

. Li¢u ban ddu: Gibng liéu & ngudvi c6 chire nang thn binh thirimg,
. Liéu duy tri: dyra trén dé thanh thai Creatinin,

N

Dj thank thdi
Creatinin (mbphiit) Ll&dﬁugw:!gzlgid'
10- 30 50% ligu thuémg ding
<10 25% liéu thutmg dung

i vt bénh nhan dang lpe mdu: sau moi lan loc ¢an ba ddp lai bing mét
lidu Twgng twomg dwong véi lidu ban diu,
Déi vdi bénh nhdn dang tham tdch phic mac ngogi trii: nén cho lidu
thirémg diing cach 48 gicr/ 1in hon 1a cach 12 gio/ lan.

* Ciich pha thudc:

1) Tiém tinh mach: Pha 1g Cefepim véi 10ml dung méi pha tiém nhu
nudc cat pha tiém, dung dich Natri clorid 0,9%, dung dich Natri clorid
0,9% + dung dich glucose 5%, dung dich Ringer, dung dich Ringer +
dung dich glucose5%, dung dich glucose 5% hay 10%, ... dé co ndng
dj thudc sau khi pha 90mg/ml.

Tiém tinh mach chim 3-5 phut.

2) Truyén tinh mach ngdt quing: Pha lg Cefepim véi 10ml dung dich
truyén tinh mach. Sau dé, lidu thube 051 ding s& duge tinh va cho vio
dich truyén tinh mach.

Thue hi¢n viéc truyén tinh mach ngit quing Cefepim trong khodng 30
phiit,

3) Tiém bip: Cho 2,4ml dung méi thich hop (nhu: nuée cit pha tiém, dung
dich Natri clorid 0,9%, dung dich glucose 5%, lidocain hydroclorid 0,5
hodic 1%) vio 1g Cefepim dé tao dung dich ¢6 ndng ¢ thude xdp xi 280
mg/ml,

CHONG CHI DINH
Di img véi khang sinh cephalosporin hay L-arginin

THAN TRONG KHI DUNG THUOC

- Nguri bénh c6 tién sir phan img phan vé véi penicillin

- Gidm liéu & bénh nhan suy thin .

- Cin kiém tra bing mét cic dung dich thudc cefepim trude khi tiém dé
xem ¢d tia khéng

- Tré em dudi 12 tudi

SU DYNG O PHU NI CO THAI VA CHO CON BU

- (6 thé dimg cefepim cho ngwiri mang thai, nlumg céin phii cin nhic ky
Igri hai cho me vi cho thai nhi trude khi chi dinh.

- Mot lgng nho cefepim tiét vao sira me. Co 3 vén dé 6 thé xdy ra cho tré
bi sita ngudi me ding cefepim: Thay ddi vi khudn chi trong rudt, tic
dong trye tiép ciia thudc 1én tré, tré ngai cho dénh gia két qua nudi cdy vi
khudn cin lam khi c6 sét cao. Cin theo doi tré bit sita ngudi me 6 ding
cefepim.

TAC DONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH

MAY MOC

Thude khing gdy anh hudmg Ién kha nang li xe va vin hinh may méc.

TUONG TAC THUOC

- Amikacin két hop voi Cefepim it gy nguy co ddc véi thin hon la
gentamicin hodc tobramycin két hop vai cefalotin.

- Tranh ding ddng thoi vai furosemid vi dé giy diéc.

TAC DYUNG KHONG MONG MUON

- Thirtmg gap: tiéu chay, phat ban, dau chd tiém

-

t gip: sot, nhirc dau, ting bach cau wa acid, test Coombs trye tiép duong

tinh ma khdng c6 tan huyét, viém tic tinsh mach (néu tiém tinh mach),
budn nén, non, bénh ndm, Candida & migng, may day, ngia, tang cac
enzyme gan (phuc hdi duoc), dj cam

- Hiém gap: Phan img phin vé, phi, chéng mat, giam bach ciu trung tinh,
ha huyét dp, giin mach, viém dai tring, viém dai tring gia mac, dau bung,
chudt rit, i 1an, dau khép, viém dm dao, nhin mé, i tai,

Théng bdo cho bdc si tdc dung phu gdp phdi khi diing thude

TUONG KY
Néu ding dong thoi Cefepim véi aminoglycosid, ampicilin (& ndng do
cao hon 40 mg/ml), metronidazol, vancomyein hodic aminophilin thi phai
truyén riéng ré céc thude trén.

CAC DAC TINH DUQC LI'C HQC, DUQC DPONG HOC

Duge lye hge:

- Cefepim 14 thube khang sinh ban tdng hep nhém cephalosporin va dirge
coi 1a thuge thé hé 4 do co phé tac dung rong hon cac cephalosporin thé
hé 3. Thude duge ding theo dirimg tiém. Thude c6 tae dung khang khudn
do irc ché tong hop mucopeptid & thanh té bao vi khudn. Céc vi khuin
nhay cim in vitro véi thubc gbm co Enterobacteriaceae, Pseudomonas
aeruginosa,  H philus  influenzae, Moraxella  (Branhamella)
catarrhalis, Neisseria gonorrhoeae, céc ching Staphylococcus (tnr
Staphylococcus aureus khing methicilin ) va cic ching Streptococcus.
Cefepim khéng bj beta lactamase ctia cdc vi khuin Gram am thity phin
va c6 thé cb tc dung lén mét sb ching Enterobacteriaceae va P.
aeruginosa khing cefotaxim hay ceftazidin. Cefepim co tac dung 1én cic

6 tic dung twong ty nhu ceftriaxon. Thude tic dung yéu 1én cdc vi khudn
ky khi, nhdt 14 Bacteroides fragilis.

Cefepim duge ding theo dirimg tiém dé didu i nhidm khudn duéng niéu
nding ¢6 bién chimg (ké ca truémg hop c6 viém bé thin kém theo) do cic
ching E. coli hogc Klebsiella pneumoniae hojc Proteus mirabilis nhay
cdm vai thude,

- Cefepim ciing dwge ding dé diéu trj nhidm khudn da va cdu triic cia da
do cac ching Staphylococcus aureus nhay cam véi methicilin hodc do
Streptococcus pyogenes nhay cam véi cefepim.

- Cefepim duge ding dé diéu tri viém phdi nang, viém phdi co kém theo
nhiém khuin huyét do cic ching Streptococcus pneumoniae,
Pseudomonas aeruginosa, Kilebsiella pneumoniae, Enterobacter spp.
nhay cam véi thudc.

- Cefepim ciing con duge chi dinh trong diéu trj nhiém khudn huyét do vi
khudn nhay cam véi thude.

Duge dgng hoc:

- Duge ding hoc cia cefepim 14 tuyén tinh trong khodng liéu tir 250 mg
dén 2 g tiém tinh mach hodc tir 500 mg dén 2 g tiém bip va thay
déi trong qud trinh diéu tri. Sau khi tiém bdp, cefepim dugc hip thu
nhanh va hoan todn; nong dd dinh trong huyét thanh tiy thude vao lidu va
xudt hién sau khi tiém 30 phit. Khoang 16% lidu duge gin vio protein
huyét twong khdng phy thube vio ndng d§ thube trong huyét trong.
Cefepim thim nhip vdo phin Iém cic'mé vi cic dich (nudc tidy, mat,
dich mang bung, dich phf quén). Trong khoang li¢u tir 250 mg dén 2 g,
sut phén bo & ma khéng thay ddi. & ngudri bénh ot 8 gid lai tiém mét lidu
50 mg/kg, thi ndng d§ trong dich ndo tuy 1 3,3 dén 6,7 mg/lit. Thé tich
phén bd do & giai doan &n dinh 13 khoang 18 lit. Trong co the, cefepim rit
it bi chuyén héa (chi 7% liéu). Nira déni thai trir khodng 2 gi¢. Khodng
80% liéu tiém dao thai theo nudc tiéu qua loe cdu thin; do thanh thai
cefepim cia thin la khoang 130 mUphat. 85% lidu thai dwdi dang khéng
dbi trong nude tiu, ]

- Dic diém dugc déng hoc cia cefepim khéng bj thay déi & ngwii cao tudi &
c6 chire nang thin binh thwimg va & ngudri b réi loan chirc nang gan, nén
khéng can thict phai gidm lidu & nhimg ngudi bénh ndy. Nira déri thai trir - *
ciia thude kéo dai mdt cach déng ké & nguai suy thin, bi viy voi nhimg

/" vi khun Gram duong (v.d. cic Staphylococcus) manh hon ceftazidim va

.:fuen' bénh nay can giam liéu theo mirc loc chu thn, g
QUA LIEU VA XU TRi e
Loc mau than nhan tao hodc loc méu qua mang bung: loc mau trong 3 gitr sé

lay di duge 68% lugng Cefepim trong co thé. .3
KHUYEN CAO 5

- Trinh xa tim tay tré em

- D!‘cl hwing dan sir dyng trurde khi ding.

- Néu ciin thém thang tin, xin héi ¥ kién béc si.

- Thudc ndy chi ding theo don ciia thiy thude.

BAO QUAN :

Trong bao bi kin, & noi kho-tranh 4nh sang, nhiét d6 dudi 30°C
HAN DUNG : 24 thing ké tir ngay san xuat

TIEU CHUAN : USP 30.
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4" Cephalosporin Antibiotic

SHINFEMAX Injection

ITION : Each vial contains

Active ingredients:

Cefepime (as mixture of Cefepime hydrochlonde and L-Aginine)......... lg

PHARMACEUTICAL FORM : Powder for ijection

HOW SUPPLIED: Box of 1 vial

INDICATION
Severe and complicated urinary tract infections (including those
associated with pyelonephritis) caused by susceptible strains of E. colf or
Klebsiella pneumoniae or Proteus mirabilis.

- Severe pneumonia associated with concurrent bammma caused by
susceptible strains of Streptococcus  p
aeruginosa, K. p Enterobacter spp.

- Serious skin and skin structure infection caused by methicllin-susceptible
strains of Staphylococcus aureus or susceptible strains of Streptococcus
pyagenes.

DOSAGE AND ADMINISTRATION .

Patient over 12 years old (weighing more than 40kgs). 2g/12 hours, IV
administration for 7-10 days.

- Children from 2 months to 12 years old (weighing less than 40kgs):
50mg/kg/12 hours, IV administration for 7-10 days

- Children younger than 2 months of age: JDmgfkg/ 12 hours, IV
administration for 7-10 days.

- Dosage in renal impairment (creatinine clearance < 30ml/mins)

Initial dose: the same initial dose of Cefepime recommended for
patients with normal renal function.
. Maintenance dose: based on the patient’s creatinine clearance.

Creatinine Clearance
(b te) Dose /24hours
10-30 50% usual dosage
<10 25% usual dosage

In patients undergoing hemodialysis: a repeat dose equivalent to the
initial dose should be given at the complenon of each dmlysis period.

In patients undergoing ¢ s ambul, per [ dialysis: should
receive the usual dose every 48 hours rathcrthau every 12h.

* Reconstitution of vial

1) Intravenous injection: 1g of Cefepime is reconstituted with 10ml of the
following diluent : sterile water for injection, sodium chloride 0.9%,
sodium chloride 0.9% + 5% Gluscose, Ringer’s solution, Ringer's
solution+ 5% Glucose, 5% or 10% Glucose solution to provide solutions
containing 90mg/ml of the drug.

Cefepime is administered by slow intravenous injection over a period of
3-5 minutes.

2) Intermittent intravenous infusion:

Reconstitued 1g Cefepime with 10ml of a oompanb]e 1V solution, After
that, dose can be calculated and injected to I'V solution.

Intermittent 1V infusion of cefepime are infused over approximately 30
minutes.

3) Intramuscular injection: Reconstituted 1g of Cefepime with 2.4ml of
compatible solutions (e.g., sterile water for injection, 0.9% sodium
chloride, 5% Glucose, 0.5 % or 1% lidocaine hydrochloride) to provide a
solution comailu'ng appmximaicly 280mg/ml of the drug.

CONTRAINDICATIONS
Patients allergic to beta-lactam antibiotic or L-arginin.

PRECAUTIONS

- Patients with a history of anaphylaxis to penicillins

- Dosages should be reduced in patients with renal msuﬁic:ency

- Reconstituted and diluted solutions of cefepims should be
visually for precipitate matter prior to admnmstratmn

- Children under 12 years old.

USE IN PREGNANCY AND LAC]‘ATION

" - Cefepime should be used with precaution in pregnant women. The
benefits of the drug should be weighed against the potential hazards to
the mother and the fetus.

- Small amount of Cefepime is excreted in human milk. Three potential
problems exist for the nursing infant exposed to cefepime in milk:
modification of bowel flora, direct effects on the infant and interference
with the interpretation of culture results if a fever workup is required.
The nursing infant should be monitored.

- EFFECT ON DRIVING ABILITY AND OPERATING MACHINE

No adverse effects known.

INTERACTIONS

- Amikacin with Cefepime is a possible altemative with a much reduced
risk of nephrotoxicity than that caused by concurrent use of gentamicin
or tobramycin with Cefalotin.

- Avoid using cefepime concomitantly with furosemide because risk of

ADEVERSE AND SIDE EFFECTS
- Common: diarthoea, rash, pain at the site of injection

inspected

Cefepime 1g

- Less fever, headache, eosinophilia, granulocytopenia, positive
direct Coomb’s test without hemolysis, thrombophlebitis (intravenous
injection), nausea, vomiting, oral candiasis, urticaria, pruritus, reversible
increase of hepatic enzymes, paresthesia.

- Rare: anaphylactic reactions, oedema, vertigo, neutropenia, hypotension,
vasodilatation, colitis, pseudomembranous colitis, abdominal pain,
cramp, confusion, arthralgia, vaginitis, blurred vision, tinnitus.

Inform doctors with side effects when using medicine.

INCOMPATIBILITY
If an aminoglycoside, ampicillin (at a concentration exceeding 40mg/ml),
metronidazole, vancomycin or aminophilline is administered
conco:mtanﬂy with Cefepime, those drugs should be administered

separately

PHARMACOLOG]CAL PROPERTIES

Pkarmcodym properties
Cefepime is a parenteral, semisynthesised cephalosporin antibiotic,
classified as a fourth generation since its spectrum of activity appears to
be broader than that of third generation cephalosporins. Its antibacterial
activity results from inhibition of mucopeptide synthesis in the bacterial
cell wall Sensitive bacteria in w;m include Enterobacteriaceae,
P: 1, Haemoy influenzae, Moraxella
(Branhamella) aa!arrhalu Neisseria gonarrhoeae Staphylococci (but
not methicillin-resistant  Staphylococcus aureus) and Streptococcei.
Cefepime is a very stable to hydrolysis by beta-lactamases from Gram-
negative bacteria and may be active against some strains of
Enterobacteriaceae and P. aeruginosa resistant to cefotaxime or
ceftazidine, Cefepime has greater potency against Gram-positive
organisms (e.g. Staphylococci) than ceftazidime and is similar in activity
to ceftriaxone. Its anaerobic activity is pooor, particularly against
Bacteroides fragilis.

- Cefepime is used parenterally for the treatment of severe complicated
urinary tract infections (including those associated urinary tract
infections (including those associated with pyelonephritis) caused by
susceptible strains of E. coli or Kiebsiella pneumoniae or Proteus
mirabilis.

- Cefepime is also used for skin and skin structure infections caused by
meﬁucllm-suscepub[e strains of Staphylococcus aureus or susceptible
strains of Streptococcus pyogenes.

- Cefepime is used for the treatment of severe pneumonia, including that
associated with concurrent bacleretma, caused by susceptible strains of
Streptococcus | iae, P: aeruginosa, K. pneumoniae,
Enterobacter spp.

- Cefepime is also indicated for the treatment of septicacmia due to
susceptible bacteria.

Pharmcohneﬂc properties
- Cefepime pharmacokinetics is linear when 250mg- 2¢ of the drug is
given intravenously or 500mg-2g given intramuscularly and is mot
changed durmg the treatment. After intramuscular administration,
Cefepime is rapidly and completely absorbed; peak serum levels are
achieved after 30 minutes and are dose related. A.boul 16% of the dose is
bound to plasma proteins; regardless plasma concentrations of Cefepime.
Cefepime penetrates most tissues and fluids well (urine, bile, peritoneal,
bronchial fluids) and the tissue distribution is not changed in the dose
range from 250mg to 2g: concentrations in cerebrospinal fluid of 33 1t0
6.7 mg/litre were found in patients given 50 mg/kg every 8 hours. The
distribution volume calculated at the steady state is about 18 litres.
Cefepime is poarly metabolized in the body (only 7% of the dose). The
elimination half-life of Cefepime is about 2 hours. imately 80%
of a dose is eliminated in the urine by glomerular filtration; average renal
clearance of Cefepime is about 130ml/min. 85% of the dose of Cefepime
is excreted in urine as unchanged drug.

- Since pharmacokinetics of Ccfepime appear not to be altered in elderly
patients with normal renal function and in patients with hepatic
impairment, dosage reduction in these patients s not necessary. The
elimination half-life is markedly prolonged in patients with renal
impairment and the dosage should be reduced following the patient’s
glomerular filtration rate.

OVERDOSE
Haemodialysis or peritoneal dialysis : 68% of total body amount of
Cefepime is remove during a 3-hour hemodialysis period.

RECOMMENDATION:

- Keep out of reach of children

- Read carefully the leaflet before use.

- For further information, please contact your doctor,

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

STORAGE: Store in a hermetic container, at dry place and light-resistant,

temperature below 30°C

EXPIRY DATE: 24 months from the manufactured date

SPECIFICATION: USP 30

SHINPOONG DAEWOO PHARMA CO., LTD.
Factory: No. 13 - Street 9A Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam
Office: Room 05 - 07, Floor 09, Building Everrich, Tower R1,

968 3/2 Sir., Ward 15, Dist.11, Ho Chi Minh City
Tel : (08) 22250683

Fax - (08) 22250682

Email : shinpoong@spd.com.vn




