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R Thude bin theo don

HUONG DAN SU DUNG
THUOC BQT PHA TIEM DICIFEPIM 0,5G

1. Trinh bay:

- Hop 01 lo thudc bt pha tiém va to huéng din sir dung thube.

- Hop 10 lo thudc bot pha tiém va t& huéng din sir dung thude.

- Hop 01 lg thube bdt pha tiém + 01 éng nuée cit pha tiém 5 ml, séan xuét tai Cong ty cd
phin dugc phim trung wong 2 - Dopharma, s6 ding ky VD - 18637 - 13, han ding 36 thang
ké tir ngay san xut va to huéng din sir dung.

- Hop 01 lo thude bdt pha tiém + 01 éng nude cat pha tiém 5 ml, sin xufit tai Cong ty
TNHH mét thanh vién 120 - Armephaco, s6 ding ky VD - 22389 - 15, han dung 36 thang
ké tir ngay san xudt va t& huéng din str dung.

2. Cong thire: Cho 1 lo.

Cefepim (dué6i dang cefepim hydroclorid phéi hop véi L-arginin theo ty 1€ 1:0,725): 0,5g.
3. Dugc luce hoc:

St Cefepim 12 thudc khéng sinh ng hgp nhém cephalosporin va dugc coi 1a thude thé
hé 4 do co phé tac dung rong hon cic cephalosporin thé hé 3. Thudc duge dung theo dudng
tiém. Thudc c6 tac dung khang khuin do trc ché téng hgp mucopeptid & véch té bao vi
khuin. Cac vi khuan nhay camin vitrovéi thubc gdm c6 Enterobacteriaceae,
Pseudomonas aeruginosa, Haemophilus influenzae, Moraxella (Branhamella) catarrhalis,
Neisseria gonorrhoeae, cac chung Staphylococcus (trie Staphylococcus aureus khang
methicilin) va cac ching Streptococcus. Cefepim khong bi beta lactamase ciia cac vi khuin
Gram 4m thiy phén va c6 thé c6 tac dung 1én mét sd ching Enterobacteriaceae va
P. aeruginosa khang cefotaxim hay ceftazidin. Cefepim c6 tac dung 1én cac vi khuin Gram
duong (v.d. céc Staphylococcus) manh hon ceftazidim va c¢é tdc dung tuong tu nhu
ceftriaxon. Thudc tac dung yéu 1én cac vi khudn ky khi, nhit 1a Bacteroides fragilis.

Cefepim dugc ding theo dudng tiém dé didu tri nhiém khuin dudmg niéu niing c6 bién
chimg (k& ca trudmg hop c6 viém bé than kém theo) do céc ching E. coli hodc Klebsiella
preumoniae hoidc Proteus mirabilis nhay cim véi thudce.

Cefepim ciing dugc ding dé diéu tri nhiém khudn da va cdu tric cia da do cdc
ching Staphylococcus  aureus nhay cam v£i  methicilin  hodc do Streptococcus
pyogenes nhay cam vdi cefepim.

Cefepim dugc ding dé didu tri viém phdi ning, viém phdi c6 kém theo nhiém khuén
huyét do céc chiing Streptococcus pneumoniae, Pseudomonas aeruginosa, Klebsiella
pneumoniae, Enterobacter spp. nhay cam véi thude.

Cefepim ciing cdn duge chi dinh trong diéu tri nhiém khuén huyét do vi khuén nhay cam
véi thube. ‘

Khang thuéc 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, Flavobacterium,
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Pasteurella...): ~ 13%. Hién nay, cefepim la thudc khéng sinh it bi P. aeruginosa khéng
nhit. Can sir dung cefepim mot cach hop ly dé tranh ting nhanh sy khang cefepim cia
P. aeruginosa (xem Chuong trinh Giam sat Qudc gia vé tinh khang thubc ciia mot sb vi
khuin giy bénh thuong gip, 10/2000). Sir dung khéng diing thudc khang sinh, nhét 1a
thudc khéng sinh phd rong s& lam cho tinh trang khéng thudc khang sinh ting 1én; Chi
ding khang sinh c6 phd rdng nhu cefepim cho mét s6 truong hop thit cin thiét: Nhiém
khuin niing de doa mang sémg cua ngudi bénh.

4. Dugc dong hoc:

Dugc dong hoc ciia cefepim 12 tuyén tinh trong khoang liéu tir 250 mg dén 2 g tiém tinh
mach hoic tir 500 mg dén 2 g tiém bép va khong thay dbi trong qué trinh diéu tri. Sau khi
tiém bap, cefepim dugce hdp thu nhanh va hoan toan; Nong do dinh trong huyét thanh tiy
thudc vao liéu va xuat hi¢n sau khi tiém 30 phat. Khoang 16% liéu duoc gin vao protein
huyét twong khéng phu thude vao ndng dé thude trong huyét trong. Cefepim thAm nhip vao
phén 16n cdc md va cc dich (nudc tiéu, mat, dich mang bung, dich phé quan). Trong
khoang liéu tir 250 mg dén 2 g, sy phan bé & mé khong thay dbi. & ngudi bénh cir 8 givr lai
tiém mdt lidu 50 mg/kg, thi ndng @9 trong dich ndo tiy 1a 3,3 dén 6,7 mg/lit. Thé tich phan

e b6 do & giai doan 6n dinh la khon if. Trong co thé, cefepim rét it bj chuyén héa (chi
7% liéu). Thoi gian ban thai khoang2 gid. Khoang 80% lidu tiém dao thai theo nude tiéu
qua loc ciu than; D6 thanh thai cefepim ciia than 1a khoang 130 ml/phit. 85% liéu thai duéi
dang khong dbi trong nuéc tiéu. Dac diém duge dong hoc ciia cefepim khong bj thay ddi &
ngudi cao tudi ¢ chirc ning than binh thudng va & ngudi bi ri loan chirc ning gan, nén
khong can thiét phai giam lidu & nhirng ngudi bénh nay. Thoi gian ban thai cua thude kéo
dai mot cich dang ké & nguoi suy than, boi viy véi nhimg ngudi bénh nay cin giam lidu
theo mirc loc cau than.
5. Chi dinh:

NhiZm khuén niing dudmg niéu cé bién chimg (ké ca c6 viém bé than kém theo)

Viém phdi ning c6 kém theo nhiém khuén huyét do céc ching nhay cam véi thude.

Nhiém khuén niang & da va cdu tric cia da do cc ching Staphylococcus aureus nhay
cam v&i methicilin va do cic chungStreptococcus pyogenes nhay cam vai cefepim.
6. Liéu ding - Céch dung:
Liéu diing:

- Diéu tri nhiém khudn ngng dwong ni¢u cé bién chimg (ké ci cé viém bé thin kém
theo), nhiém khudn niing & da va céu triic da: Ngudi bénh trén 12 tudi, cir 12 gio tiém tinh
mach 2 g, trong 10 ngay.

- Diéu trj viém phéi ning, ké ci cé nhiém khudn huyét kém theo: 2 g/lan, ngay 2 lan
cach nhau 12 gio, dung trong 7-10 ngay.

Liéu luong & ngudi suy than: Ngudi bi suy than (d6 thanh thai creatinin < 60 ml/phut), ding
lidu ban diu bing ngudi ¢6 chirc ning than binh thudng. Tinh toan li¢u duy tri theo d9 thanh
thai creatinin ctia ngudi bénh (do hodc udc tinh). Co thé ding cong thirc dudi day dé uéc
tinh do thanh thai creatinin (Cler) clia ngudi bénh:
Vé&i nam gidi: ’

Cler (ml/phut) =((140 — s6 tudi) x thé trong (kg)) / (72 x creatinin huyet thanh)
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Vi nir gidi:
Cler (ml/phut) = 0,85 x Clenam
(Trong dé: Tudi = Niam; Can ning = kg; Creatinin huyét thanh = mg/100ml).
- Cler 30 — 60 ml/phiit: Lidu trong 24 gio nhur lidu thuong ding
- Cler 10 — 30 ml/phiit: Liéu trong 24 gio bing 50% liéu thudmg ding.
- Cler < 10 ml/pht: Liéu trong 24 gir 25% lidu ding thuong ngay.
Vi 68% lugng cefepim trong co thé mét di sau 3 gio loc mau nén véi ngudi bénh dang loc
méu thi sau mdi lan loc can bu lai mot liéu twong duong véi lidu ban ddu. Ngudi bénh dang
tham tach phiic mac ngoai tra thi nén cho liéu thudng ding cch 48 gid mot 1an hon 1a cach
12 gid mot 1an.
Puong dimg: Tiém bip séu, tiém tinh mach hodc truyén tinh mach.
Cdch dung:
- Tiém bdp: Hoa tan 1 g Cefepim trong 2,4 ml dung méi thich hgp (nhu nuéce cit pha
tiém, dung dich NaCl 0,9%, dung dich glucose 5%, lidocain hydroclorid 0,5% hodc 1%).
- Tiém tinh mach: Tiém chdm 3 — 5 phut.
- Truyén tinh mgch ngit quing: Cho 50 ml(dielf truyén tinh mach (nhu dung dich
et NaCl 0,9%, dextrose 5%, Ringer lactat va dextrose 5%) vao binh thudc chira 1 hay 2 g
cefepim dé c6 ndng dp thudc tuong tmg 1a 20 hay 40mg/ml; Néu pha 100 ml dich truyén
tinh mach vao binh thudc chira 1 hay 2 g cefepim thi s& c6 ndng d6 twong tmg l1a 10 hay
20 mg/ml. Mt céch khéc 1a pha 1 hay 2 g cefepim (theo nhédn déan trén lo thude) véi 10 ml
dich truyén tinh mach dé cé dung dich c6 ndng do thude twong timg vao khoang 100 hay
160 mg/ml. Liéu thudc cin dung s& dugc tinh va cho vao dich truyén tinh mach. Thuc hién
viéc truyén tinh mach ngét quing cefepim trong khoang xép xi 30 phit.
7. Chong chi dinh:
Ngudi bénh di img véi khang sinh nhém cephalosporin.
Ngudri bénh dj img v6i L — arginin (mot thanh phan ctia ché phém).
8. Tac dyng khéng mong mudn:
Thuong gap, ADR > 1/100
- Tiéu hoé: {a chay.
- Da: Phat ban, dau chd tiém.
It gap, 1/1000 < ADR < 1/100
- Toan than: Sét, nhtrc déu.
- Mau: Tang bach cau wa acid, giam bach cau hat, test Coombs tryc tiép duong tinh ma
khong c6 tan huyét.
- Tuln hoan: Viém tic tinh mach (néu tiém tinh mach).
- Tiéu hoé: Budn nén, ndn, bénh ndm Candida & miéng.
- Da: May day, ngira.
- Gan: Tang céc enzym gan (phuc hdi dugc).
- Than kinh: Dj cam.
Hiém gap, ADR < 1/1000
- Toan than: Phan ing phan v¢, phil, chong mat.
- M4u: Giam bach cdu trung tinh.
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- Ti€u hod: Viém dai trang, viém dai trang c6 mang gia, dau bung.
- Tuén hoan: Ha huyét 4p, din mach.
- Than kinh: Chudt rit.
- T4m thén: L l3n.
- Co - xuong: Dau khép.
- Niéu duc: Viém am dao.
- Mit: Nhin mo.
- Tai: U tai.
THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON GAP
PHAI TRONG QUA TRIiNH SU DUNG THUOC.
Hudng din cdch xir tri ADR:
Ngung dung thudc.
Trudng hop bj viém dai trang gia mac: Ngimg ding cefepim va thay bing thudc khang
sinh thich hgp khac; Tranh ding cac thudc chdng ia chay. /

9. Sir dung thudc cho phu nir ¢ thai va cho con bi:

- Théi kp mang thai: C6 thé dung cefepim ch&ﬁ% mang thai, nhung can phai cin
nhéc ky lgi hai cho me va cho thai nhi truéc khi chi dinh.

- Thoi kp cho con bi: Mot lugng nho cefepim tiét vao sira me. C6 3 vin dé c6 thé xay ra
cho tré ba sira ngudi me ding cefepim: Thay ddi vi khuan chi trong rudt, tac dong trirc tiép
ctia thube 1én tré, tré ngai cho danh gia két qua nubi cdy vi khuén cin 1am khi c6 sét cao.
Cén theo dbi tré b sita ngudi me c6 ding cefepim.

10. Twong tic thude:

Amikacin két hop v6i cefepim it gdy nguy co doc véi than hon 14 gentamycin hodc
tobramycin két hgp véi cefalotin.

Trénh ding dong thoi véi furosemid vi d& gay diéc.

11. Than trong:

Nguoi bénh c6 tién sir phan img phan vé véi penicilin (khoang 5 — 10% ngudi di tmg
véi khang sinh nhém penicilin ¢6 dj tmg chéo véi nhém cephalosporin). Truong hgp nhiém
khuén ning phai ding thudc loai beta lactam thi c6 thé ding cephalosporin cho ngudi bénh
bi di g véi penicilin nhung phai theo ddi chiit ché va phai c6 sin sang cdc phuong tién
diéu tri séc phan vé.

Giam liéu & ngudi suy than (Xem phén liéu ding - cich ding).

Cén kiém tra bang mit cic dung dich thudc cefepim trudc khi tiém dé xem c6 tia
khong.

Chua xac dinh dugc tic dung va tinh an toan cia thudc & tré em dudi 12 tudi.

Anh hwéng t6i kha ning vin hanh tiu xe, may méc: Cefepim khong anh hudng gi
tGi kha nang van hanh tau xe may moc.

12. Twong ky,

Néu ding ddng thoi cefepim véi aminoglycosid, ampicilin (& néng dd cao hon 40
mg/ml), metronidazol, vancomycin hodc aminophilin thi phai truyén riéng ré cac thudc trén.
Cefepim tuong hop voéi cac dung dich hodc dung méi sau: Dung dich natri clorid

0,9%, glucose 5% hay 10%, dung dich Ringer lactat, natri lactat M/6.
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13. Sir dung qua lidu va cdch xir tri qud liéu:
Loc méu nhén tao hodic loc méu qua mang bung: Loc mau trong 3 gid s& ldy di dugc
68% lugng cefepim trong co thé.
14. Bio quan: Noi khd, nhiét dd dudi 30°C, trdnh 4nh sang.
15. Han dung: 36 thang ké tir ngay san xuét.
16. Tiéu chuén: USP 38.

Thudc nay chi ding theo sy ké don ciia thiy thuébc
Doc ky hwong din sir dung truée khi ding
Muén biét thém thong tin xin héi y kién ciia bdc sp.
Khéng ding thubc khi da hét han, bién mau...

San xuét tai: Cong ty cb phén dﬂ{hﬁm VCP
VCP Pharmaceutical Joint — Stock Company.

Thanh Xuéan — S6c Son — Ha Noi
Dién thoai: 024 — 35812459 / Fax: 024 - 35813670
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