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COMPOSITION - Each vial contains

i Cefepime hydrachloride squivalent to
Calepime g

INDICATIONS, CONTRAINDICATIONS,
DOSAGE, ADMINISTRATION AND
OTHER INFORMATION

Read the leaflet inside before using.

STORAGE
In @ dry, cool place (below 30°C).
Protect from light.

SPECIFICATION - In-house.

KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY

BEFORE USING
581025

936014

8
|

Cefepime hydrochloride equivalent to
Cefepime 1g

Powder for intramuscular,
intravenous injection

Box of 1 vial

22 3%l

EPIMSTAD 19

THANH PHAN - M3i I chia
Cetepim hydrodiorid hrong duong
Cefepim g

CHI BINH, CHONG CHI BINH, UEU DUNG,
CACH DUNG VA CAC THONG TIN KHAC

| Xem 1& hudng din sir dyng e khi ding.

BAO QUAN - Noi khe, mét (dusi 30°C).
Trénh énh sdng.

| MU CHUAN - Tccs.

SPK / VISA: XX - XXXX - XX

DE XA TAM TAY TRE EM

| POC KY HUGNG DAN sU DUNG

TRUGC KHI DUNG

CONG TY 6 PHAN PYMEPHARCO

166-170 Nouyln Hug, Tuy Ha, Ph Yén, VigtNam |

N

EPIMSTAD 19

Pl

Cefepim hydroclorid tuong dudng
Cefepim 1g

Bot pha tiém bép,
tiém finh mach

Hoép 1o
S616 SX/ Lot : ABMMYY
Ngay SX/ Mfg.: Ngay / Thang / Nam
HD/ Exp. : Ngay / Thang / Nam
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BAO QUAN - Noi kho, mat (dudi 30°C). % —_—

Powder for intramuscular,  Trdnh dnh sdng. g p—

intravenous Injection. CONG TY C6 PHAN PYMEPHARCO 82—
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HUGONG DAN SUDUNG THUOC
Rx
Thudc ban theo don. Néu can thém théng tin, xin hoi y kién bdc st.
Doc ky hueéng ddn sic dung truée khi ding. Dé xa tdm tay cia tré em,

CEPIMSTAD lg
(Cefepim 1g)

THANH PHAN: M&i lo bt thuc chira

Cefepim hydroclorid twong duong 1 g cefepim. W

Ta dwge: L-arginin f-j\

DUQC LYC HQC

Cefepim la khang sinh ban tong hgp phd rong, thujc nhém cephalosporin thé hé thi tu. Thuée c6 hoat tinh khang khuén do
e ché tong hop mucopeptid & thanh té bao vi khudn. Céc vi khun nhay cam in vitro véi thubc gdm c6 Enterobacteriaceae,
Pseudomonas aeruginosa, Haemophilus influenzae, Moraxella (Branhamella) catarrhalis, Neisseria gonorrhoeae, cic
chung Staphylococcus (trix Staphylococcus aureus khang methicilin) va cac chiing Streptococcus.

Cefepim khong bj beta lactamase clia cdc vi khuin Gram 4m thily phan va ¢6 thé c6 tac dung 1én mot sé ching
Enterobacteriaceae va P. aeruginosakhéng cefotaxim hay ceftazidim. Thudc tic dung yéu Ién cac vi khuin ky khi, nhét 1a

Bacteroides fragilis.

Tinh hinh khang thubc cefepim ¢ Viét nam: Cac chiing Pseudomonas ké ca Pseudomonas aeruginosa:19%; Citrobacter,
Enterobacter, Klebsiella, Morganella, Proteus, Serratia...: 6%; Acinetobacter spp: 32%, Streptococcus spp.: 7%, -
Enterococcus spp.: 43%; céc tryc khudn Gram am (Achromobacter, Chriseomonas, Flavobacterium, Pasteurella...): .
13%. Hi¢n nay, cefepim la thubc khang sinh it bi 2. aeruginosa khang nhét. Can sir dung cefepim mot céch hop 1y dé tranh 3
tang nhanh sy khang cefepim ciia P. aeruginosa. ,
DUQC PONG HQC
Dugc dong hoc ciia Cefepim tuyén tinh trong khoang liéu tir 250 mg dén 2 g khong thay ddi trong qud trinh didu tri. Sau khi 3
tiém bip, cefepim durgc hdp thu nhanh va hoan toan, khoang 16% liu dugc gén vao protein huyét trong. Cefepim tham ;;

nhp vao phan 16n cac mé va céc dich. O ngudi bénh cir 8 gioy lai tiém mot lidu S0mg/kg thi ndng d¢ thubc trong dich ndo tuy
13,3 dén 6,7 mg/lit. Trong co thé, Cefepim rét it bj chuyén hoa (x4p xi 7% liu). Thoi gian ban thi khoang 2 gidy. Khoang
80% liéu tiém dao thai qua nudc tidu qua loc cAu than. 85% lidu thai dudi dang khong ddi.

Dugc dong hoc ciia Cefepim khong bj thay ddi & ngudi cao tudi c6 chire nang thén binh thudng va & ngudi bi ri loan chirc
niing gan. O nhimg bénh nhan suy thn khi sir dung thuéc phai giam lidu theo mirc loc cAu than.

CHIiPINH

CEPIMSTAD 1g dugc chi dinh trong diéu trj nhiém khuén vira va nang do cac vi khuén nhay cam, bao gdm:

- Nhiém khuén hé hép, nhiém khuan dudmg tiét nigu trén va dudi (bién chimng va chura bién chimg), nhim khuén da va mo
mém, cac nhiém khuén trong khoang bung bao gdm viém phic mac va nhidm khudn mat, nhidm khuan huyét, nhi&m khuén
phu khoa, giam bach ciu gy sét.

- Diéu tri viém mang ndo ¢ tré em (ngoai trir do Listeria monocytogenes).

LIEUDUNG VA CACHSU DUNG

Li¢u dung

CEPIMSTAD 1g dung dudng tiém bip (IM) hoc tiém tinh mach (IV).

Nguoilonvatré em> 40 kg:

- Nhi&m khuén duéong tiéu tir nhe dén trung binh: 500 mg— 1 g IV hay IM mdi 12 gid.

- Nhiém khuén khéc tirnhe dén trung binh: 1 g IV hay IM méi 12 gié.

- Nhiém khuén ngng (nhi&m khuén duong tiéu c6 bién chimg, nhidm khuén huyét, viém phéi, nhi®m khuin mat, nhidm
khuan niing & da va cAu tric da): 2 g IV mdi 12 gio.

- Giam bach cu gay s6t: 2 g IV mdi 8 gio.

- Nhi&m khuén ning de doa tinh mang: 2 g IV mdi 8 gio.

-Nhiém khuén niing trong khoang bung: 2 g IV m&i 12 gio, két hop véi tiém tinh mach metronidazol.

Tréem tir 2 thang dén 12 tuiva <40kg:

- Viém phéi, nhi&m khuén dudng tiéu, da va cdu trac da: 50 mg/kg mdi 12 gio.

- Viém mang néo, giam bach cdu trung tinh kém theo sdt, nhi&m khuén huyét: 50 mg/kg méi 8 gior, dot diéu tri thuomg 7- 10
ngay.
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Bénh nhannhi tir 1 - 2 thang tuéi: 30 mg/kg mdi 8 gichodc 12 gio.
Tré > 12 tudinheng < 40 kg: diing liéu cho tré c6 trong lugng < 40kg.
Nguoi cao tuéi: Khong cin hiéu chinh lidu trir khi bé¢nh nhén c6 suy than.
Nguoi bj suy giam chirc ndng thén:
Cefepim bi thai trir gin nhir hoan toan qua sy loc ciu than, do d6 liéu ding cho bénh nhén c6 chirc néng thin suy giam phai
hi¢u chinh lai cho phit hgp theo sy chi din cuia thiy thude.
Nguoi bi suy thin (d9 thanh thai creatinin < 60ml/phut): ding lidu ban dau bing lidu cho ngudi ¢6 chirc ning than binh
thuong.
Tinh toan liéu duy tri tity theo d¢ thanh thai creatinin cia nguoi bénh: '
-Dg thanh thai creatinin tir 30— 60m1/phut: liéu trong 24 git nhu liéu thuong diing. J\f/wf)/
- D¢ thanh thai creatinin tir 10— 30ml/phut: liéu trong 24 gitr bing 50% liéu thuong ding. '
- D§ thanh thai creatinin < 10ml/phiit: liéu trong 24 git biing 25% liéu thuong ding.
Bénh nhdn phai tham téch méu:
Trong vong 3 gidr sau khi thim tach méau, khoang 68% luong cefepim c6 trong co thé s& duoc loai trir ra ngoai. Vi vy vao
cudi mdi dot tham tach phai dwa lai mot liu cefepim bang liéu ban dau.
Trong thim phén phic mac lién tuc, cefepim c¢6 thé sir dun g & mirc lidu khuyén cdo cho déi tugng binh thuong nhung
khoang cach dura thudc 1248 gid/1an.
Thoi gian diéu trj phy thudc vao qua trinh nhiém khuén, vi vy s& dugc x4c dinh bdi bac st didu tri.
Cachding
Cho 2,4 ml nuéc cét phatiém vao lo CEPIMSTAD 1 g, trong trudmg hop tiém bép.
Cho 10 ml nu6c cét pha tiém vao lo CEPIMSTAD 1 g trong trudng hop tiém tinh mach.
CEPIMSTAD Ig c6 thé ding tiém tinh mach chdm (3-5 phut), tiém vao by dng ciia dich truyén hogc tiém truc tiép vio

dich truyén hay tiém bép sau. ,
CEPIMSTAD 1g tuong thich véi hdu hét cac dung djch tiém truyén théng thuomg. CEPIMSTAD Ig¢ cling dugce sir dung :

dong thi véi cac khang sinh khéc véi diéu kién khong dugc pha chung trong ciing éng tiém, trong ciing dich truyén hay ) ‘;
tiém cling mét vi tri. ;

CEPIMSTAD Ig c6 thé dugc pha trong nudc cét pha tiém hay trong cac dung moi pha tiém twong hop khac (dung dich
natri clorid 0,9%, dextrose 5% hay 10%, ringer lactact va dextrose 5%, natri lactate M/6).

DY 6n dinh dung djch sau khi pha

Céc dung dich cefepim da pha dé tiém bép va tiém tinh mach vin giir dugc tac dung trong 24h néu bao quan & nhiét do (25
£30C)

Céc dung dich cefepim da pha dé tiém bép v tiém tinh mach vin giir dugc tac dung trong 7 ngay néu bao quan trong ti
lanh (5+3°C).

CHONG CHI P|NH

Bénh nhan mén cam véi thanh phan ctia thudc hay khang sinh khac thugc nhém cephalosporin.

THANTRONG

- Tru6c khi dung cefepim, nén kiém tra cén than vé tién sir phan (mg qua mén véi cephalosporin, penicillin hay nhig
thudc khéc.

- Khéng dugc ding déng thovi vai cac thube c6 doc tinh véi than hoic thue lgi tiéu manh.

- La khéng sinh phé rong, khong nén ding cefepim diéu trj kéo dai vi c6 thé dua dén boi nhidm cac vi khun khéng nhay
cam (nhu Enterococcus, Candida).

- Viém két trang gia mac thudng xay ra khi ding khang sinh, nén giam sat bénh nhén chiit ché dé phat hién kip thoi cac
trudmg hop tiéu chay do thudc.

TUONG TAC THUOC

- Thén trong theo ddi chirc nang than néu dung liéu cao khang sinh aminoglycosid ciing véi cefepim vi tiém ning gay ting
ddc tinh trén tai va than cia thubc aminoglycosid. Amikacin két hop véi cefepim it gdy nguy co doc véi than hon 12
gentamicin hoiic tobramycin két hgp vai cefalotin.

- Diing chung v6i furosemid c6 thé gay diéc.

- Phan {mg glucose/ni¢u duong tinh gia néu sir dung céc tic nhéan khir trong thoi gian diéu trj bing cefepim.

TUONG KY

Néu diing ddng thei cefepim véi aminoglycosid, ampicilin (& néng do cao hon 40 mg/ml), metronidazol, vancomycin
ho#c aminophilin thi phai truyén riéng ré cac thudc trén.
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PHUNU COTHAIVA CHO CON BU

Théi kp mang thai: C6 thé dung cefepim cho ngudi mang thai, nhung can nhic ky 1¢i hai cho me va cho thai nhi truéc khi
chidinh.

Théi kp cho con bii: Mt lugng nhé cefepim tiét vao sira mg. C6 3 vén dé c6 thé xdy ra cho tré bu sira ngudi me ding
cefepim: thay ddi vi khuAn chi trong rudt, tac dong tryc tiép cua thudc lén tré, tré ngai cho dénh gié két qua nuoi cay vi
khuan cin 1am khi c6 st cao. Cén theo ddi tré bu sita ngudi me ¢6 ding cefepim.

TAC PONG CUATHUOC KHI LAI XE VA VAN HANH MAY MOC

Thudc khéng anh huéng dén qué trinh l4i xe va van hanh may méc. /\Jr)gp/

TAC DUNG KHONG MONG MUON _J

Téc dung khéng mong muén (ADR):

Thiong gdp: Tiéuhoa: tiéu chay; Da: phét ban, dau tai chd tiém.

[t gdip: Toan théan: sét, nhirc dAu; Mau: ting bach cu wa acid, giam bach cau hat, test Coombs tryc tiép duong tinh ma
khéng 6 tan huyét; Tun hoan: viém tic tinh mach (néu tiém tinh mach); Tiéu hoa: budn non, nén, bénh nim, Candida &
miéng; Da: may day, ngira; Gan: ting cac enzym gan (phuc hdi dugc); Than kinh: dj cam.

Hiém gdp: Toan than: phan (mg phan vé, phi, chéng mit; Mau: giam bach ciu trung tinh; Tun hoan: ha huyét 4p, gidn
mach; Tiéu héa: viém dai trang, viém dai trang gia mac, dau bung; Thén kinh: chuét rit; Co - xuong: dau khdp; Niéu duc:
viém 4m dao; Mét: nhin m; Tai: U tai.

Théng bao cho thiy thudc tac dung khong mong mudn gap phai khi str dung thudc.

Huéng dén cach xir tri tdc dung khong mong muén:

Ngirng diing thudc.

Truomg hgp viém dai tring gia mac: Ngimg diing cefepim va thay bang thuéc khéng sinh thich hgp khac (vancomycin);
tranh diing céc thube chdng tiéu chay.

QUA LIEUVA CACHXU TRI

Loc méu than nhan tao hodc lpc méu qua mang bung: Loc méu trong 3 gidy s& 14y di dugc 68% lugng cefepim trong co thé..
HANDUNG  36thangké tirngay san xuét

BAOQUAN  Noikhd, mét (duéi30°C). Tranh 4nh sang.
TIEUCHUAN TCCS.

TRINHBAY  Hop 1 Io thudc bot pha tiém.

CONG TY CO PHAN PYMEPHARCO
166 - 170 Nguydn Hug, Tuy Hoa, Pha Yén, Viét Nam.

TUQ.CUC TRUONG
P.TRUONG PHONG

G Mink Hang




