VI /. ////

VL

Hwéng dan sir dung thuéc

PIMEFAST 500

Cefepime hydrochloride twong trng véi 500mg Cefepime

PIMEFAST 1000

Cefepime hydrochloride twong trng véi 1000mg Cefepime

PIMEFAST 2000

Cefepime hydrochloride twong tng véi 2000mg Cefepime

Cong thirc:

M&i lo PIMEFAST 500 chira Cefepime hydrochloride twong
trng v&i 500mg Cefepime.

Mbi lo PIMEFAST 1000 ch*ra Cefepime hydrochloride
twong trng vé&i 1000mg Cefepime.

M&i lo PIMEFAST 2000 chira Cefepime hydrochloride
twong (rng véi 2000mg Cefepime.

Hoat chat: Cefepime hydrochloride.

Taduwoc: L-arginine.

Dang bao ché: Thubc bot pha tiém.

Dworc lwe hoc:

Cefepime la khang sinh ban téng hop phd rong thuéc nhom
cephalosporin thé hé thir 4. Puoc dung dé tiém tinh mach,
6 hoat tinh diét khuan do trc ché tong hop Vo té bao vi
khuan. Cefepime c6 tac dung voi nhiéu vi khuédn Gram
dwong va Gram am. Cefepime dé khang cao véi s thiy
phan ctia hau hét cac beta-lactamase, va tham nhap nhanh
vao té bao vi khuén Gram &am. Trong té bao vi khuén, cac
phan tir dich clia cefepime la penicillin gan voi protein
(PBP).

Trong céc phép thi in vitro va lam sang, cefepime c6 hoat
tinh chdng lai hau hét cac ching dwai day:

- Céc vi khuan hiéu khi Gram am: Enterobacter, Escherichia
coli, Klebsiella pneumoniae, Proteus mirabilis,
Pseudomonas aeruginosa.

- Céc vikhuan hiéu khi Gram duong: Staphylococcus aureus
(chi cac ching nhay cam véi methicillin), Streptococcus
pneumoniae, Streptococcus pyogenes (Streptococcus
nhom Lancefield). o

CHU Y: Cefepime khéng c6 tac dung véi hau hét cac ching
Clostridium difficile, Stenotrophomonas. Hau hét cac chiing
cla Enterococcus nhw: Enterococcus faecalis va
Staphylococcus khang methicillin d&u khang cefepime.

Dwoc dong hoc:

Hép thu:

& nam gi¢i khoé manh tinh nguyén sau khi tiém tinh mach
chém 30 phut lidu duy nhat 500mg, 1000mg va 2000mg
cefepime, ndng do téi da trong huyét twong Ian luot 1a:
39,1 meg/ml, 81,7 meg/mlva 163,9 meg/ml.

Phén bo:

Cefepime phan bd rong khap cac mé va dich. Cefepime
dwoc bai tiét trong stra me véi ndng do thap. Mot tré so sinh
tiéu thu 1000 ml si¥a me méi ngay sé nhan duoc khoang 0,5
mg cefepime tir stva me. Thé tich phan bé trung binh &
trang thai on dinh Ia 18,0 L/kg. Ty 18 lién két voi protein 1a
20%.

Chuyén héa:

Cefepime dugc chuyén héa mét phan trudc khi bi thai trir.
Cefepime chuyén hoa thanh N-methylpyrrolidine (NMP),
chat nay nhanh chéng chuyén thanh N-oxide (NMP-N-
oxide).

Thaitrie:

Cefepime duworc thai trir phan I6n qua nuwéc tidu, voi khoéng
85% la thuéc dang khong bién ddi va khoang dudi 1% lidu
dung dwéi dang NMP, 6,8% dwdi dang NMP-N-oxide va
2,5% dwdidang mét epimer clia cefepime.

Thanh thai toan phén trung binh 1a 120 ml/phdt. Thanh thai
trung binh & thén ctia cefepime la 110 mi/phit,85% I|éu
dung dwoc tim thay dwoi dang khong doi trong nwéc tiéu.
Sau khi dung liéu 500mg duong tinh mach, néng do
cefepime khdng con phat hién dwoc trong huyét tvong sau
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12 gior va khéng con phat hién trong nwéc tiéu 16 gio.

Khéng con phat hién dwoc cac ndng dé trong huyét twong
sau 24 gio.

Vi thudc dugc bai xuét chd yéu qua than, nén phai diéu
chinh lieu cho nhirng bénh nhan bj suy than va nhirng bénh
nhan dang tham tach mau.

Chidinh diéu tri:

Diéu tri cac nhiém khuan gay ra bdi cac vi khuan nhay cam:
viem phdi, diéu tri s6t cho nhitng bénh nhan bj suy gidm bach
cautrungtinh.

Nhiém khuén duung tlet niéu bién chirng va khong bién ching.
Nhiém khuan da va cAu tric da khong bién ching, nhiém
khuén & bung bién chiing.

Chéng chidinh:

Nguoi bénh cé tién st di (ng voéi khang sinh nhém
cephalosporin, cac penicillinva cac khang sinh nhém beta-
lactam khac.

Tré em dui 2 thang tudi.

Liéu dung va cach dung:

Cefepime co ghé dugc dung bang dwdng tinh mach hodc
dwong tiém bap sau va lieu lwong cefepime tuy theo mirc do
nang nhe tirng trvdng hop.

Nguoilén vatré emtrén 16 tui:

Liéu dung nén quyét dinh dwa vao do nhay cam clia vi khun
gay bénh, mirc dd nang ctia nhiém khuan va tinh trang cta
bénh nhan:

Thoi
ié ian
Dang nhiém khuan tlfr?g/ giéu
ngay | ti
(ngay)
Viém phdi tir vira t6i néng
gay ra boi S.pneumoniae, 1-29,
P.aeruginosa, moi 12 10
K.pneumoniae, gio
hodc Enterobacter spp.
Diéu trj st cho bénh nhan | 2g,
bi suy gidm bach cau moi 18 | 7
trung tinh gio
Nhiém khuan duong nidu
bién ching hodc khong bién | o 5.1,
ching tir nhe t6i vira, k& c& | 3 710
viem than - viem bé than do | 4o gio
E.coli, K.pneumoniae,
P.mirabilis
Nhiém khuan duong niéu
bién chiing hodc khang 2g,
bién chiing mrc do nang ké | méi 12 10
ca viém than - viém bé than | giov
do E.coli hodc K.pneumoniae
Nhi€ém khuén da va céu tric | 29,
da tir vira t6i ndng do moi 12 10
S.aureus hodc S.pyogenes | 919
Nhiém khuén 6 bung bién
ching (dung két hop véi
metronidazole) gy ra bédi 2
E.coli, Strep.viridans, méi 12 7-10
P.aeruginosa, gio
K.pneumoniae,
Enterobacter spp. hodc
B.fragilis
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30-60 0,5-2g, m&i 24 gt (2g, mi 12 gior

mi/phut trong truong hop gidam bach cau
trung tinh cé sot)

11-29 0,5-1g, méi 24 givr (2g, mdi 24 gio:

mi/phut trong trwdng hop giam bach cau
trung tinh co sot)

<10 mi/phat 250-500mg, mdi 24 gior (1g, méi
24 gio trong tredng hop giam
bach cau trung tinh co6 sbt)

Tré so'sinh vé tré em (tir 2 thang dén du6i 16 tudi):

Ligu thong thudng la 50mg/kg thé trong/ngay trong trwong
hop gidm bach cau trung tinh c6 sét, lidu nay cé thé dugc chia
thanh 31an trong ngay.

Tuy theo truong hop nhiém khuén ndng c6 thé dung lidu cho
pht hop véibénh nhan nhung khong dwoc vurot qua lidu danh
chonguoilén.

Hwéng dén cach dung: ‘

Truyen tinh mach: Cho 50 ml dich truyén tinh mach (v.d. dung
dich natri clorid 0,9%, dextrose 5%, Ringer lactat va dextrose
5%) vao binh thuéc chira 1 hay 2 g cefepime d& c6 ndng do
thudc twong ng 1a 20 hay 40 mg/ml; néu pha 100 ml dich
truyén tinh mach vao binh thudc chira 1 hay 2 g cefepime thi sé
c6 ndng do tuong (g la 10 hay 20 mg/ml. Mot cach khac la
pha 1 hay 2 g cefepime (theo nhén dan trén lo thuéc) vei 10 ml
dich truyén tinh mach dé c6 dung dich c6 néng @6 thuoc twong
(rng vao khoang 100 hay 160 mg/ml. Liéu thuéc can ding sé
dwoc tinh va cho vao dich truyén tinh mach. Thuc hién viéc
truyén tinh mach ngét quang cefepime trong khodng xap xi 30
phat.

Tiém bép hoactiém tinh mach:

Tiém tinh mach hoac tiém bap sau cham 3 - 5 phut.

Cefepime twong hop véi cac dung dich sau: nwéc vé khudn
pha tiém, sodium chloride 0,9%, Dextrose 5%, Lidocaine
hydrochloride 0,5% hodc 1,0% hoéc nuwéc vé khuan pha tiém
c6 két hop véi cac chat bao quan nhu Paraben hodc Benzyl
Alcohol.

Céc dung dich nay c6 thé duoc bao quan trong 24 gior & nhiét
d6 20°C dén 25°C (68°F - 77°F) hodc 7 ngay trong tli lanh 2°C —
8°C (36°F-46°F)

Cach pha dungdich cefepime:

Luong Dung | Nng
dung Iu;c_yng do
Lwong Cefepime/lo dich | xap xi| Cefepime
thém | (ml) | x&p xi
vao (mg/ml)
(mi)
500mg (Tiém tinh mach) 50 56 | 100
500mg (Tiém bap) 1,3 18 | 280
1000mg (Tiém tinh mach) | 10,0 | 11,3 | 100
1000mg (Tiém bép) 24 36 | 280
2000mg (Tiém tinh mach) | 10,0 | 12,5 | 160

Giéng nhu hau hét cac khang sinh beta-lactam, cac dung dich
cefepime khong dwoc tron 1an véi cac dung dich ampicillin voi
néng do 16n hon 40 mg/ml va khong duoc tron chung véi
metronidazole, vancomycin, gentamicin tobramycin,
netilmicin sulfate hoac aminophylline vi dé xay ra tuong tac.
Néu cefepime duoc chi dinh dung ddng thei, m&i mot khang
sinh cn tiém riéng.

Than trong va canh bao:

Didu tra ky tién s di Gng cephalosporin, Pemcnlln
carbapenem hodc cac thuéc khac trwdc khi bt dau didu tri
béng cefepime.

Cung nhw céc thuéc khang sinh khac, str dung cefeplme kéo
dai co thé lam phat trién cac ching khong nhay cam. Néuxay ra
boi nhi&m trong qua trinh diéu tri, can phai ap dung bién phap
diéu tri pht hop.

Nhiéu loai cephalosporin, k& ca cefepime, da lam giam hoat
tinh clia prothrombin. Tac dung nay thwong xay ra & nhirng
bénh nhan bi suy gan hodc suy than ciing nhw nhivng bénh
nhan dang diéu trj kéo dai véi mot khang sinh, do d6 phai kiém
tra thoi gian ddng mau & nhirng bénh nhén c6 nguy co' cao va
can bé sung vitamin K.

Két qua duong tinh gia v&i phép thir Coombs da dwoc bao cao

trong qua trinh diéu tri véi cefepime.
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Than trong khi dung cefepime cho nhiing nguoi co tién str vé
bénh dwong tiéu hod, dac biét la viém rudt két.

Téac dung khéng mong muén:

Phan tng tai chd, viém tinh mach, néi man, dau va viém, viém
rudt két, tiéu chay, sét, budn nén, dau dau, bénh ndm miéng,
ngtra, mé day, viém am dao, nén. i

Nhirng thay ddi trong két qua xét nghiém: Két qua dwong tinh
clia phép thtr Coombs (khdng tan huyét), gidm phospho trong
huyét tuong. Tang ALT (SGPT),AST (SGOT), bach cau wa
eosin; PTT khong binh thudng. Tang:phosphatase kiém, BUN,
calcium, creatinin, phospho, kali, bilirubin toan phan. Giam:
hematocrit, neutrophil, tiéu cau, WBC.

Co thé xay ra cac tac dung phu da dwoc bao co véi cac khang
sinh nhém cephalosporin gém: hoi chirng Stevens-Johnson,
ban dd da hinh, nhiém déc biéu bi, suy than, nhiém doc than,
thiéu mau do bat san, thiéu mau tan huyet xuét huyét, suy gan
bao gdm (r mat va giam toan thé hdng huyét cau. i
Théng bao cho Béc si nhirng tac dung khéng mong muon
gap phai khi st dung thuoc.

Twong tac thudc: o ) R
Khoéng dung chung véi cac thudc chong déng méau, cac thude lgi tiéu.
Tang doc tinh: Aminoglycoside lam tang kha nang gay nhiém doc
than.

Tuong ky:

Néu dung dong thoi cefepime véi aminoglycoside, ampicillin (& nong do
cao hon 40 mg/ml), metronidazole,vancomycin hodc aminophylline thi
phai truyén riéng ré cac thudc trén.

Cefepime twong hop véi 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.

Phunircé thaivacho conbu:

Thoiky mang thai: Chwa c6 nghién ciru day dd va kiém soét chait ché
trén ngudi mang thai, nén thudc nay chi st dung cho nguéi mang
thai khi that sw can thiét. ) ‘

Thai ky cho con bu: Cefepime bai tiét ra trong stra me véi nong d6
thap vi vay can than trong khi st dung cefepime cho phu ni¥ trong
thdi ky cho con bu.

Lai xe vavan hanh may méc:

Cefepime c6 thé gay chong mat va co giat. Vi vay nguoi bénh duoc
khuyén cao khong nén lai xe hodc van hanh may méc ngay sau khi
st dung thuoc.

Strdung qua liéu va diéu tri:

Triéu chirng:

Céc triéu chirng ctia qua lidu bao gom bénh nzo (réi loan y thirc: It
1&n, 4o giac, hon mé), co giat, va dé kich thich than kinh co, nhat 1a &
nguoisuy than.

Didu tri:

Bénh nhan bj qua liéu dugc theo doi va hé tro didu tri can than Do
v&ibénhnhan suy than, chay than nhan tao dugc khuyén khich
thuc hién dé& loai b cefepime rakhdi mau.
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Baoquan:

Béo quan noikhd mat, nhiét do khong qua 30°C, tranh anh sang.
Dé xatamtaytréem.

Khuyén cao:

Thubc nay chi dung theo don ctia bac si.

Dé xatam tay tré em.

Poc ktho'ng dan str dung trwére khi dung.
Néu can thém thong tin xin hoi y kién bac si.

Han duing: 24 thang ké tir ngay san xuat.

Pong goi:
Pimefast 500, Pimefast 1000, Pimefast 2000: Hop 1 lo thuéc bét pha
tiém; Hop 10 lo thudc bét pha tiém.

Tiéu chuén: TCCS
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San xuét va phan phéi boi:
CONG TY CO PHAN DU'Q'C PHAM TENAMYD

L6 Y01-02A dwdng Tan Thuén, khu cong nghiép/khu ché xuét Tan Thuan,
phuéng Tan Thuan Déng, quan 7, thanh phd Ho Chi Minh.
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