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MAU NHAN DANG KY
THUOC BOT PHA TIEM Dicifepim 2g

3.Nhan hép 01 lo + 02 6ng nudc cat 5ml, san xuat tai CTCPDPTW 2 - Dopharma- ti 1& 100%
Kich thuéc : 55 mm x 35 mm x 85mm
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R( Thuéc ban theo don = Docky huéng dan sir dung trudic khi ding.

R( Prescription drug 5 Read carefully

Dicifepim 2g Dicifepim 2g

EACH BOX CONTAINS: MOIHOP CHUA :
* 01 vial of powder for injection: *01 lo thudc bét pha tiém:

o . - 2g Cefepime (as Cefepime hydrochloride) ~ - e 2g Cefepim (dudi dang Cefepim hydroclorid)
lcl eplm g Excipient: L - arginine lcl eplm g Ta dugc: L - arginin

:’ i 02 ampoules of water for injection 5ml:“: 02 Bng nuéc cdt pha tiém Smil:

| REG.N°:VD-18637-13 !

sox VD-18637-13
| Manufactured by: DOPHARMA

Sinxuatm CTCPDPTW2 - DOPHANMA'

. E Add: Lot 27 Quang Minh industrial i l Dia chi: L6 27 khu cdng nghiép Quang '
m 2’ :\ zone - Me Linh - Ha Noi ,l wm zg : Minh - Mé Linh - Ha N&i :
1
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USAGE :\ Pleaseread : !
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B u AND OTHER INFORMATION: u = | i
STORAGE: At a dry place, CHI DINH ma«mm
temperature below 30°C, protect from light. CACH DUNG-LIEU DUNG :
BOX OF 1 VIAL + 2 AMPOULES SPECIFICATIONS: USP 38. CHONG CHIBINH m;:::a
HOP 1 LO +2 6NG CACTHONGTINKHAC :
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TIEU CHUAN: USP 38.
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Kich thuéc : 55 mm x 35 mm x 85mm
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Keep out of the reach of children. r\\..

R( Déxatim tay clia tré em.
Prescription drug = Read carefully the instruction before use.

R( Thudc ban theo don i Bocky huéng din sif dung truéc khi diing.
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2gC me (as Cefepime hydrochloride) 2g Cefepim (du6i dang Cefepim hydroclorid)
Dicifepim 2g Qe Dicifepim 2g Qs

* 02 6ng nudc cdt pha tiém Smi:
' SDK: VD -22389-15 !

H 02 ampoules of water for injection Sml
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USAGE :\ Pleaseread ! . :
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a ® AND OTHER INFORMATION: & R - S T 4
STORAGE: At a dry place, cm DINH oo
temperature below 30°C, protect from light. CACHDUNG-LIEU D(ING
BOX OF 1 VIAL + 2 AMPOULES SPECIFICATIONS: USP 38. CHONG CHIBINH rﬂ:;;
HOP 1 LO +2 6NG CACTHONGTIN KHAC :

BA JAN: o,
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TIEU CHUAN: USP 38.
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R, Thudc bdn theo don

HUONG DAN SU DUNG
THUOC BQT PHA TIEM DICIFEPIM 2g

1. Trinh bay:

- Hop 01 lo thubc bot pha tiém va to hudng dan sir dung thude.

- Hop 10 lo thudc bot pha tiém va to hudng dan sir dung thube.

- Hop 01 lo thudc bdt pha tiém + 02 dng nuée cit pha tiém 5 ml, san xuét tai Cong ty ¢b
pl}ﬁn duge phim trung wong 2 - Dopharma, sé dang ky VD - 18637 - 13, han dung 36 théng
ké tir ngay san xut va to huéng din st dung.

- Hop 01 lo thudc bot pha tiém + 02 dng nudc cit pha tiém 5 ml, san xuét tai Cong ty
TNHH mdt thanh vién 120 - Armephaco, sd ding ky VD - 22389 - 15, han ding 36 thang ké
tir ngdy san xuét va t& huéng dan sir dung.

2. Céng thirc: Cho 1 lo thudc bot pha tiém.

Cefepim (duéi dang cefepim hydroclorid) p@ML- Arginin theo ty 1€ (1: 0,725): 2 g.
3. Dugc luc hoc: ‘

Cefepim 14 thubc khang sinh ban tdng hgp nhém cephalosporin va duge coi 12 thude thé
hé 4 do c6 phd tac dung rong hon cac cephalosporin thé hé 3. Thudc dugc ding theo dudng
tiém. Thudc c6 tac dung khang khuidn do wc ché tdng hgp mucopeptid & thanh té bao vi
khuén. Cac vi khuin nhay cam in vitro véi thudc gdbm cé Enterobacteriaceae, Pseudomonas
aeruginosa, Haemophilus influenzae, Moraxella (Branhamella) catarrhalis, Neisseria
gonorrhoeae, cac chung Staphylococcus (trir Staphylococcus aureus khang methicilin ) va
cac chung Streptococcus. Cefepim khong bi beta-lactamase cta cac vi khudn Gram am thay
phan va c6 thé c6 tac dung 1én mot s6 ching Enterobacteriaceae va P. aeruginosa khang
cefotaxim hay ceftazidin. Cefepim c6 tdc dung 1én cic vi khuin Gram duong (vi du
cac Staphylococcus) manh hon ceftazidim va c6 tac dung tuong tu nhu ceftriaxon. Thudc tac
dung yéu 1én cac vi khuan ky khi, nhét 13 Bacteroides fragilis.

Cefepim dugc dung theo dudng tiém dé didu tri nhifm khuén dudng niéu ning c6 bién
chitng (ké ca truong hop ¢6 viém bé than kém theo) do céc ching E. coli hoic Klebsiella
pneumoniae hodc Proteus mirabilis nhay cam véi thude.

Cefepim ciing dugc dung dé didu tri nhiém khudn da va cdu triic cua da do cac
chung Staphylococcus aureus nhay cam véi methicilin hodc do Streptococcus pyogenes nhay
cam véi cefepim.

Cefepim dugc dung d8 didu tri viém phdi ning, viém phdi c6 kém theo nhiém khuén
huyét do cic ching Streptococcus pneumoniae, Pseudomonas aeruginosa, Klebsiella
pneumoniae, Enterobacter spp. nhay cam voi thudc.

Cefepim ciing con dugc chi dinh trong didu tri nhi®m khudn huyét do vi khuén nhay cam
v6i thude.

Khang thudc cefepim & Viét Nam: Cac ching Pseudomonas ké ca Pseudomonas
aeruginosa: ~ 19%; Citrobacter, Enterobacter, Klebsiella, Morganella, Proteus, Serratia....
~ 6%; Acinetobacter spp: ~ 32%, Streptococcus spp. ~ 7%, Enterococcus spp. ~43%; Cac



truc khuidn Gram am (Achromobacter, Chriseomonas, F lavobacterium, Pasteurella...):
~ 13%. Hién nay, cefepim la thudc khang sinh it bj P. aeruginosa khang nhét. Can sir dung
cefepim mot cach hop 1y dé tranh ting nhanh su khang cefepim cta P. aeruginosa (xem
Chuong trinh Gidm s4t Qudc gia vé tinh khang thudc ciia mot s vi khuén gdy bénh thuong
gip, 10/2000). Str dung khong dung thudc khang sinh, nhét 1a thube khéng sinh phd rong sé
1am cho tinh trang khing thudc khang sinh ting 1én; Chi dung khang sinh c6 phd rong nhu
cefepim cho mot s6 truong hop that can thiét: Nhiém khuén ning de doa mang sbng cia
ngudi bénh.

4. Duwgc dong hoc:

Dugc dong hoc cuia cefepim 1a tuyén tinh trong khoang lidu tir 250 mg dén 2 g tiém tinh
mach hodc tir 500 mg dén 2 g tiém bép va khong thay ddi trong qua trinh diéu tri. Sau khi
tiém bip, cefepim dugc hip thu nhanh va hoan toan; Nong do dinh trong huyét thanh tuy
thudc vao liéu va xuét hién sau khi tiém 30 phut. Khoang 16% liéu dugc gin vao protein
huyét trong khong phu thudc vao ndng do thude trong huyét twong. Cefepim thdm nhép vao
phan 16n cac mé va céac dich (nudce tiéu, mat, dich mén@g@%lh phé quan). Trong khoang
liéu tir 250 mg dén 2 g, su phan bd & mod khong thay dbi. O ngudi bénh cir 8 gidr lai tiém mot
liéu 50 mg/kg, thi ndng do trong dich ndo tay 1a 3,3 dén 6,7 mg/lit. Thé tich phan bd do & giai
doan 4n dinh 14 khoang 18 lit. Trong co thé, cefepim rit it bi chuyén hoa (chi 7% liéu). Nira
doi thai trir khoang 2 gid. Khoang 80% liéu tiém dao thai theo nudc tidu qua loc ciu than; Do
thanh thai cefepim ctia than 1a khoang 130 ml/phut. 85% liéu thai du6i dang khong dbi trong
nudce tidu. Dic diém dugc dong hoc cia cefepim khong bi thay ddi & ngudi cao tudi cé chirc
nang thin binh thudng va & ngudi bi rdi loan chirc ning gan, nén khong can thiét phai giam
lidu & nhitng ngudi bénh nay. Nira doi thai trir ciia thudce kéo dai mot cach dang ké & ngudi
suy than, béi vy v6i nhitmg ngudi bénh nay can giam lidu theo mirc loc cau than.

S. Chi dinh:

Nhiém khuén niing dudng niéu c¢6 bién chimg (ké ca c6 viém bé than kém theo).

Viém phdi ning c6 kém theo nhim khuén huyét do c4c chiing nhay cam véi thudc.

Nhiém khuén ning & da va ciu triic cia da do cac ching Staphylococcus aureus nhay cam
v6i methicilin va do cac chung Streptococcus pyogenes nhay cam véi cefepim.

6. Liéu dung - Cach dung:

Liéu dimg:

- Diéu tri nhiém khuén niing dwong niéu cé bién chieng (ké cd cé viém bé thin kém
theo), nhiém khuin ndng ¢ da va cdu triic da: Ngudi bénh trén 12 tudi, cir 12 gio tiém tinh
mach 2 g, trong 10 ngay.

- Diéu tri viém phdi ning, ké ci cé nhiém khuén huyét kém theo: 2 g/lan, ngay 2 lan
cach nhau 12 gig, dung trong 7-10 ngay.

Liéu luong & nguoi suy thdn: Ngudi bi suy than (40 thanh thai creatinin < 60 ml/phut),
diing liéu ban dAu bing ngudi c6 chirc nang than binh thudng. Tinh toén liéu duy tri theo do
thanh thai creatinin ciia nguoi bénh (do hodc udce tinh). Co thé ding cong thirc duéi day aé
uéc tinh do thanh thai creatinin (Cl,,) cia nguoi bénh:

Voi nam gidi:
Cl,, (ml/phut) =((140 — sb tudi) x thé trong (kg)) / (72 x creatinin huyét thanh)



Voi nir gioi:
Cl,; (ml/phut) = 0,85 x Cl,nam
(Trong dé: Tudi = Nam; Can ning = kg; Creatinin huyét thanh = mg/100ml).
- Cler 30 — 60 ml/phiit: Liéu trong 24 gio nhu lidu thuong dung
- Cl, 10 — 30 ml/phut: Liéu trong 24 gid bang 50% liéu thuong dung.
- Cl < 10 ml/phut: Liéu trong 24 gidr bang 25% lidu dung thuong ngay.

Vi 68% lugng cefepim trong co thé mét di sau 3 gi& loc méau nén véi nguoi bénh dang loc
mau thi sau mdi 1an loc can bu lai mot lidu tuong duwong véi liéu ban diu. Nguoi bénh dang
thdm tach phic mac ngoai trd thi nén cho liéu thuong ding cach 48 gid mot 1an hon 1a cach
12 gid mot lan.

Duong dung: Tiém bép sau, ti€ém tinh mach.

Cdch dung:

- Tiém bdp: Hoa tan 2g cefepim trong 4,8 ml dung méi thich hgp (nhu nuée cét pha tiém,
dung dich NaCl 0,9%, dung dich glucose 5%, lidocain hydroclorld 0,5 hodc 1%).

- Tiém tinh mach: Ti€m cham 3 — 5 phut.
- Truyén tinh mach ngit quang: Cho 50 ml dich trayéi finh mach (nhu dung dich NaCl

0,9%, dextrose 5%, Ringer lactat va dextrose 5%) vao binh thudc chira 1 hay 2 g cefepim dé
¢6 ndng d thudc twong g 1a 20 hay 40mg/ml; Néu pha 100 ml dich truyén tinh mach vao
binh thubc chira 1 hay 2 g cefepim thi s& c6 ndng do turong tg 1a 10 hay 20 mg/ml. Mt cach
khac 1a pha 1 hay 2 g cefepim (theo nhédn dén trén lo thudc) v6i 10 ml dich truyén tinh mach
dé c6 dung dich c6 ndng do thubc twong mg vao khoang 100 hay 160 mg/ml. Liéu thubc can
dung s€ dugc tinh va cho vao dich truyén tinh mach. Thuc hién viéc truyén tinh mach ngét
quéng cefepim trong khoang x4p xi 30 phut.
7. Chéng chi dinh:

Nguoi bénh di ing vdi khang sinh nhém cephalosporin.

Ngudi bénh di tng véi L — arginin (mét thanh phén cta ché phim).
8. Tac dung khong mong muén:
Thuong gdp, ADR > 1/100

- Tiéu hoa: Ia chay.

- Da: Phat ban, dau chd tiém.
It gap, 1/1000 < ADR < 1/100

- Toan than: Sét, nhirc dau.

- Méu: Tang bach cdu wa acid, giam bach cau hat, test Coombs truc tiép duong tinh ma
khong c6 tan huyét.

- Tuén hoan: Viém téc tinh mach (néu tiém tinh mach).

- Tiéu hoa: Budn ndn, ndn, bénh nim Candida & miéng.

- Da: May day, ngtra.

- Gan: Tang cac enzym gan (phuc héi dugc).

- Thén kinh: Dj cam.
Hiém gdp, ADR < 1/1000

- Toan than: Phan ing phan v¢, phu, chéng mat.

- M4u: Giam bach céu trung tinh.



- Ti€u hoé: Viém dai trang, viém dai trang c6 mang gia, dau bung.
- Tuan hoan: Ha huyét ap, gian mach.

- Than kinh: Chubt rut.

- TAm than: Lu 14n.

- Co - xuong: Pau khop.

- Ni¢u duc: Viém am dao.

- Mit: Nhin m.

- Tai: U tai.

THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON GAP
PHAI TRONG QUA TRINH SU DUNG THUOC

Huéng din cich xir tri ADR

Ngung ding thube.
Truong hop bi viém dai trang gia mac: Ngirng ¢t epim va thay bang thubc khang

sinh thich hgp khéc; Tranh diing céc thudc chéng ia chay.
9. Sir dung thudc cho phu nir cé thai va cho con bu:

- Thoi ky mang thai: C6 thé dung cefepim cho phu ni mang thai, nhung can phai cin
nhéc k¥ loi hai cho me va cho thai nhi trudce khi chi dinh.

- Thoi ky cho con bii: Mot lugng nhé cefepim tiét vao sita me. C6 3 van dé c6 thé xay ra
cho tré bu sita ngudi me ding cefepim: Thay ddi vi khudn chi trong rudt, tac dong truc tiép
ctia thudc 1én tré, trd ngai cho danh gia két qua nudi cdy vi khun cin 1am khi c6 sbt cao. Cén
theo doi tré bu sita nguodi me c6 dung cefepim.

10. Twong tic thudc:

Amikacin két hop véi cefepim it gdy nguy co doc véi than hon 1a gentamicin hodc
tobramycin két hop véi cefalotin.

Tranh ding ddng thoi véi furosemid vi d& gy diéc.

11. Théan trong:

Ngudi bénh ¢6 tién sir phan ung phan vé véi penicilin (khoang 5 — 10% ngudi di ing véi
khang sinh nhém penicilin c¢6 di tmg chéo v6i nhém cephalosporin). Truong hgp nhiém
khuén ning phai ding thudc loai beta lactam thi c6 thé diing cephalosporin cho ngudi bénh bi
di tmg véi penicilin nhung phai theo dbi chit ché va phai ¢6 sin sang céc phuong tién diéu tri
sdc phan vé.

Giam liéu & ngudi suy than.

Cén kidm tra bang mit cac dung dich thudc cefepim trudc khi tiém dé xem c6 tiia khong.

Chua xac dinh dugc tac dung va tinh an toan cua thube & tré em dudi 12 tubi.

Anh huéng t6i kha niing van hanh tau xe, may méc: Cefepim khong anh huéng gi t6i
kha nang van hanh tau xe may moc.

12. Twong ky

Néu dung ddng thoi cefepim véi aminoglycosid, ampicilin (& ndng dd cao hon 40 mg/ml),

metronidazol, vancomycin hodc aminophilin thi phai truyén riéng ré cac thubc trén.



13. Sir dung qua lidu va cach xir tri qua liéu:

Triéu chitng: Tinh trang qua lidu cép da xay ra khi dung liéu 16n cho bénh nhan suy than.
Triéu chimg qué liéu bao gdm bénh ndo (ri loan y thirc gdm 16 14n, a0 gic, trang thai sing
s0, va hon mé), rung giat co, dong kinh, va kich thich than kinh co.

Xir tri: Bénh nhan dung quéa liéu nén dugc theo doi cdn than va diéu tri hd trg. Trong
truong hop c6 suy than, thim phan mau dugc chi dinh gitp loai bd cefepim khéi co thé, sau
3 gio thdm phan mau s& loai bé duge 68% lugng cefepim trong co thé.

14. Bao quén: Noi kho, nhiét d6 dusi 30°C va tranh anh sang.

15. Han dung: 36 thang ké tir ngay san xuét.

16. Tiéu chuin: USP 38.

Thudc nay chi ding theo su ké don ciia bdc sj
Doc kj hwéng din sir dung truwde khi ding
Muén biét thém thong tin xin héi y kién ciia bdc sy
Khéng diing thudc khi di hét han, bién ma/

San xuét tai: Cong ty ¢6 phan dwgc phim VCP
VCP Pharmaceutical Joint — Stock Company.
Thanh Xuan — S6c Son — Ha Noi
Dién thoai: 024 — 35812459 / Fax: 024 - 35813670

TUQ CUC TRUONG
P.TRUONG PHONG
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