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Thuéc bin theo don
Dé xa tim tay tré em
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CEFEPIME KABI 1g

THANH PHAN:
MJi lo chira: 1189,2 mg cefepim dihydroclorid imonohydrat tuong duong véi _1 g cefepim khan.

Ta dugc: L-Arginin.

DANG BAO CHE

Bot pha dung dich tiém hoic truyén.

Lo chira bdt tring hodc vang nhat.

pH cia dung dich da pha la 4,0 — 6,0.

DPONG GOI

Hop 10 lo. :
CHI PINH PIEU TRI <
Cefepim dugc chi dinh dé didu tri cac nhiém khuén ning

O ngudi 1om va tré em trén 12 tudi:

Viém phdi bénh vién.

Nhiém khuén dudng tiét ni¢u c6 bién ching.

Nhiém khuin & bung c6 bién chiing.
- Viém phiic mac két hop véi loc mau ¢ bénh nhan CAPD\S’} /
\ 1

/

06 sét nghi ngd do nhiém vi
\/

Cefepim c6 thé dugc dung diéu tri cho bénh nhan giam bach
khuén.

Véi tré tir 2 thang dén 12 tudi va ngueoi c6 thé trong < 40 kg

- Viém phdi bénh vién f;"'
- Nhi&m khuén dudng tiét niéu cé bién chimng

Cefepime Kabi c6 thé dugc dung diéu tri cho bénh nhén gidm bach cdu cé sbt nghi ngd do
nhiém vi khuén.

Nén diing phdi hop cefepim véi cac thude khéng sinh khéc khi ¢6 nguy co ching vi khuan gy
bénh nim ngoai hoat phé ciia cefepim.

Cén chu ¥ xem xét, tudn thi cdc vin ban huéng din chinh théng vé sir dung thudc khéng sinh.
LIEU DUNG VA CACH DUNG

Hudng din pha thubc
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Pé tiém truc tiép tinh mach, hoa cefepim véi nurde cét pha tiém, dung dich tiém truyén glucose
5% hodc natri clorid 0,9%, vai thé tich nhu trong bang “Pha dung dich cefepim” dudi ddy.

Dé truyén tinh mach, pha dung dich 1 g hosc 2 g cefepim diing cho tiém truc tiép tinh mach nhuw
da hudng din & trén, sau d6 thém 1 luong cdn thiét dung dich nay vao 1 chai chtia I trong cac
loai dich truyén tinh mach tuong hop.

Pha dung dich cefepim

Liéu va
duwdng diing

Thé tich dung mbi
pha loang thém vao

Thé tich c6 trong lo
(gin diing)

Nong d§ cefepim
(gén ding)

(ml) (ml) (mg/ml)
Tiém tinh mach
Lolg 10 11,4 90
Lo2g 10 12,8 160

Litu lirong
Ccfepime Kabi sau khi pha duoc diing qua dudng tinh mach.

Lidu lugng phu thude vao mic do ning nhe cla bénh, sur nhay cam cua vi khuan, vi tri va loai
nhiém khuén, tudi va chiic ning thin ciia ngudi bénh.

Nguedi Ion va tré vi thanh nién (> 12 tudi) cén ning > 40 kg

Du6i day 14 thang liéu khuyén cdo diing cho Ngudi 1én va tré vi thanh nién (> 12 tudi) can ning
> 40 kg ¢& chiie ndng than binh thuong

Mire 6 nhiém khuin Liéu va dudng Khoing cdch giira cic

dung litu
Nhiém khuin ning bao gdm:
- Viém phdi bénh vién
- Nhim khuidn dudng tiét niéu c6 bién g IV 12 it

ching
- Nhidm khuan & bung cé bién chimg

- Viém mang byng kém theo loc mau &
bénh nhén CAPD

Xem phin “Bénh nhén suy thin”
Nhifm khuén rit nidng cd nguy co tir vong,
bao gém:
- Con sét do nhidm khuén & bénh nhan

. Q(S{\ier /
giam bach cdu trung tinh { \ b\

2glVv

Thoi gian diéu tri thong thudng 13 tir 7 dén 10 ngay. Tuy nhién véi nhiém khuén ning c6 thé
cin thoi gian didu tri kéo dai hon. Thue té didu trj s6t cho bénh nhan giam bach cAu trung tinh,
thoi gian didu tri thudng 13 7 ngdy hodic cho dén khi khoi giam bach ciu.

Nepwdi lon va tré em (tor 2 thing dén 12 tudi vi/odce cin ning < 40 kg, ¢ chitc ning thin
binh thuong)

Lidu khuyén cdo thong thudng:

Tré dudi 2 thang tudi

Chua ¢ du dir ligu v& vige sir dung Cefepim cho tré dudi 2 thang tudi.

Tvé trén 2 thdng cho 161 12 tudi cdn ning < 40 ke:
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- Viém phdi bénh vién, nhim khuin dudng tiét niéu ¢o bién ching: 50 mg/kg mdi 12 givy
troeng 10 ngay.

Néu nhi&m khuin ning hon ¢6 thé ding lidu trén sau mdi 8 gid.
- Diéu trj s6t cho bénh nhén giam bach cdu trung tinh: 50 mg/kg m3i 8 gio trong 7-10 ngay

Tre em cdn nang > 40 kg

Co the dung lidu cho ngudi 16n.

V6i bénh nhan hon 12 twdi cén ning < 40 kg ding lidu cho tré c6 cdn nang < 40 kg. Liéu ding
cho tré em khong duroc qua lidu t&i da khuyén cdo cho ngudi lon (2 g m&i 8 gio).

Béult nhin suy thin

O bénh nhan bi suy than, cAn didu chinh lidu phd hop véi mite ¢6 gidm thai trir qua than. Lidu
cefepim ban diu khuyén cdo cho bénh nhén suy thén nhe va vira ciing gibng lidu ding cho bénh
nhan c6 chirc ning thin binh thudng. Lidu duy tri & ngudi 16n va tré vi thanh nién (> 12 tudi)
suy than dugce dua ra trong bang dudi day.

Néu chi ¢é sé liéu creatinin, c¢é thé ding céng thite sau (phuong trinh Cockeroft-Gault) dé ude
lwgng hé sb thanh thai creatinin. Lugng creatinin huyét thanh phai thé hién tinh trang 6n dinh
cla chire ning than:

Nam gidi:

) Can nang (kg) x (140- tudi)
Hé s6 thanh théi creatinin {ml/phat)=

72 x creatinin huyét thanh (mg/mi)
Nir giéi; 0,85 x gid tri tinh dugce cho nam gidi theo ¢dng thite trén

Thang liéu duy tri cho ngudi 16n va tré vi thanh nién (> 12 tudi) bi suy thin

Haé sd thanh thai Lidu duy tri khuyén cdo dua trén mic d nhiém khuén
creatinin (ml/phut) (+ khoang cach giira cac liéu)

Nhidm khuan rat ning co nguy | Nhidm khuln nang bao gom:
co t&r vong, bao gdm: - Viém phdi bénh vién
- Con sbt do nhidm khudn ¢ |- Nhidm khudn dudng tiét niéu cé
bénh nhan giam bach cu trung bién chiing :
tinh - Nhim khvdn & bung ¢6 bién !

> 50 (Liu thong thuong, khdng cén diéu chinh)
2 g mdi 8 gidy 2 g mbi 12 gios

30-50 2 g mbi 12 gioy 2 gmdi ia'éiﬁr |

11 w28 2 g mbi 24 gid 1gmdi24dgio _ W |

<10 I g mdi 24 gioy 500 mg m3i 24 gio\ -\

Loc mau* 500 mg mdi 24 gio 500 mg mdi 24 giv

¥ M6 hinh duge dong hoc cho théy cln giam lidu & nhitng bénh nhan nay. V&i nhiing bénh nhan
dung cefepim trong thdi gian loc mau, liéu ding nhu sau: 1 lidu nap ban diu 1 g cefepim cho
ngay dau tién, tiép theo 1a c4c lidu 500 mg/ngay. Trong ngdy loc mau, ¢an dung cefepim sau khi
d4 loc mau xong. Néu c6 thé, cho ding cefepim mdi ngay & cling thoi diém.

Bénh nhén loc mdu

V&i bénh nhén loc mau xem bang & trén.
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O bénh nhan loc méu, khoang 68% tdng luong cefepim ¢d trong co thé lic bit ddu loc s& bi thai
trir sau 3 gi¢r loc.

¢ bénh nhan loc mau méang bung ¢p ctu lidn tue (CAPD), ¢6 thé ding lidu cefepim twong tu
nhu liéu khuyén cdo cho bénh nhin cé chiic ning thin binh thudng voi khoing céch giita cac
lan ding thudc 12 48 gid.

Tré so sinh va tré em < 12 tudi cin ngng < 40 kg bi thay déi chirc ning thin

Vi dudmg thai trir cefepim chii yéu & tré em 13 qua thén, ¢dn diéu chinh liéu cefepim cho phi
hop véi bénh nhan dudi 12 tudi bj thay ddi chire ning than.

Khéng c6 dif liu [Am sang cho nhém bénh nhén nay, tuy nhién vi duge ddng hoc cla cefepim &
tré em va ngudi 1on 1a nhu nhau, nén thang thay d6i lidu khuyén céo cho ngudi 16n ciing duge
khuyén cdo st dung cho tré em.

! lidu 50 mg/kg thé trong cho bénh nhdn tir 2 thang dén 12 tudi va lidu 30 mg/kg cho tré so sinh
1 dén 2 thang wdi tuong duong voi lidu 2 g & ngudi Ion, Khoang thai gian gitra céc lin ding
va/hodc su giam lidu cling p dung theo bang & trén.

Néu chi ¢6 ndng d0 creatinin trong mau, ¢6 thé tinh hé sé thanh thai creatinin theo 1 trong 2
cach sau:

0,55 x chidu cao (¢cm)

He sé thanh thai creatinin (ml/phat/1,73m?)= e S

Hodc
0,55 x chidu cao {cm) -3,6
Creatinin huyét thanh (mg/d!)

Hé s thanh thai creatinin (ml/phtt/1,73m%)=
Bénh nhiin thay dbi chite nang gan
Khéng cin diéu chinh lidu cho bénh nhan bj thay i chirc nang gan.
Str dung cho nguwdoi cao tudi
Vi nguy co gidm chire ning thin ting & ngudi cao tudi nén cin thin trong khi chon lidu va phai
kiém tra chirc niing than ctia bénh nhén. Can diéu chinh lidu néu nhu chirc nang than bi giam.
CACH DUNG
Puong ding:
Sau khi pha, Cefepim cé thé duwoc tiém tinh mach true tiép trong khoang 3-5 phut hodc tiém vao
dng dich truyén néu bénh nhin dang dugc truyén tinh mach 1 dich truyén tuong thich, hodc
truyén tinh mach trong vong 30 phut.
CHONG CHIi PINH

Ll ;"
Man cam vai cefepim, vai bat cir cephalosporin nao ho#ic véi bét cit thanh plffih\t@gj}f nao cua
thude.

Bénh rnthin ¢d tién sir phan Ung min cidm ning (vi dy nhu phéan (ng phan vé) véi bit ¢t Joat
khéng sinh betalactam nao khac (vi du nhu penicillin, monobactam hay carbapenem).

THAN TRONG VA CHU Y KHI SU DUNG

Do hoat phd ctia cefepim twong d6i han ché nén khong phu hop dé digu tri mét sb loai bénh

nhim khuén trir khi cic bénh khufn da duoc x4c dinh 12 nhay cam hodc chiing ¢6 kha nang gay
bénh nhét con nhay cam véi cefepin.
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Gidng nhu voi tht ca cic khang sinh beta-lactam khdc, d thiy co cdc phan Gng min cam ning,
ddi khi chét ngudi voi cefepim.

Trude khi bit dau didu tri véi cefepim, cin didu tra cdn than v& tién sir phan img min cam cia
bénh nhén voi cefepim, beta-lactam hodc v6i bit cir thude ndo khéc. C6 10% xay ra min cam
chéo gifra penicillin va cephalosporin.

Cén than trong khi s dung cefepim cho bénh nhan ¢6 tién sir hen hofic ¢6 trigu ching di Gng.
Cén theo d5i cAn than bénh nhén trong 14n d4u tién ding thude.

Néu da xay ra phan tng di Gng ning thi cin dimg thudc ngay. Phan ing di (mg ning cé thé
duoc didu tri bang epinephrine (adrenalin), hydrocortison, khang histamin va cdc bién phap cip
ciru khéc. Céc phan img min cam cé thé niing va doi khi gdy tr vong.

Da ghi nhén ¢6 viém dai tring gia mac do khéng sinh voi tét ca cée khang sinh, bao gbm ca
cefepim. Vi vay, viéc chin dodn bénh nay & bénh nhén bj tiéu chay trong hoiic sau khi ding
cefepim 1a rit quan trong. Cén dimg cefepim va sir dung céc thubc didu tri dic hiéu phi hop véi
muc dd bénh.

Khong ¢ bang chung vé viée st dung cefepim géy ddc cho than. Tuy nhién, chn giam lidu
dung cho bénh nhén suy thén.

Cefepim duge thai trir qua than; vi vay can giam lidu thy theo mirc d6 suy than. D3 ghi nhin c6
di chirng than kinh khi khong giam lidu cho bénh nhan suy than. N6i chung, triéu ching ddc
thdn kinh s mét sau khi dirng diéu tri bing cefepim va/hoic sau loc méu; tuy nhién, da xay ra
mdt s6 trudng hop tir vong.

Gidng nhu céc khéng sinh phd rong khéc, ding cefepim kéo dai cé thé gay phat trién qua muc
cic loai khang thude (vi du Enterococci, nAm) c¢6 thé din téi phai nging thude hosc phai diéu
tri hd tro. Néu cin, phai dénh gi4 lai tinh trang bénh nhan.

PHU NU CO THAI VA THOI KY CHO CON BU

Phu nit co thai

Khéng ¢6 du tai liéu v& viée diing cefepim cho phy nit ¢6 thai.

Nghién ctru trén dong vét khdng thdy cd tac dung co hai truc tiép hay gidn tiép dén sy mang
thai, su phéat trién cua phdi/bao thai, qua trinh sinh hodc phat trién sau khi sinh.

Dé phong nglra, nén tranh diing cefepim cho phu nit dang mang thai.

Thoi kv chio con bii

Cefepim duge tiét vio siia ngudi v6i ham lugng rét nho. O 1idy didu tri, cefepim d dc clvr dodn
14 khong 4nh hudng dén tré bt me. Cé thé dung cefepim cho phu nit dang trong‘\hm\gian cho
con bt nhung phai theo ddi cht tré bi me.

ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Chua ¢4 nghién ciru ndo v& anh huéng ciia viée sir dung cefepim t5i kha nang 14i xe va vén
hanh may mée dugce thuc hién.

TUONG TAC THUOC

Twong tdc voi cde xét nghiém chin dodn

Duong tinh gia v&i nghiém phap Coomb, khéng ¢6 bing chiing tan huyét di dugc ghi nhén &
bénh nhin diing cefepim 2 14n trong ngay (12,3% sb bénh nhan).
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C6 thé quan sat thiy ¢ su gy nhidu nhe dén thude thir cd ddng (Cu).

Néu ¢6 duong tinh gid khi xét nghiém dudng trong nude tiéu, nén sir dung phwong phép xic
dinh glucose-oxydase.

Twong tic véi cdc thube khdc vi cdc dgng twong tic khdc

e Céin theo ddi chirc ning than néu diing cefepim ciing voi céc thube cé kha ning giy doc
cho than, nhu cdc aminoglycosid va céc thude loi tiéu manh.

o Céc cephalosporin ¢6 thé ting cudng hoat tinh cila céc chit chdng déng coumarin.

o Didu tri phdi hop véi cae khdng sinh kim khufin ¢6 thé anh huong dén tdc dung cta
khang sinh beta-lactam.

TAC DUNG KHONG MONG MUON

Céc téc dung khéng mong mubn sau ddy duge ghi lai trong thwe nghiém 14m sang vdi céc tin sb

sS4t

R4t hay gap (>1/10)

Hay gip (>1/100 dén <1/10)

Khoéng hay gip (>1/1000 dén <1/100)
Hiém gip (>1/10000 dén <1/1000)
Rét hiém gip (<1/10000)

Khong rd (khong thé ude luong duge tir cdc dit lidu c6 sin).

Tén s6 xuét hién tac dung khoéng mong mudn

Heé thong cor
quan

Thuding gip

Khong hay
gap

Hiém gip

Khong rd

Nhiém khuin va

thdm nhidm

Viém 4m dao

RG6i  loan h¢
théng mau va
bach huyét

Thigu mau,

ting bach ciu ua

gosin

Giam tiéu chu,
giam bach céu
hodc bach ciu
trung tinh
thodng qua

Mt bach cau hat

Thiéu mau bat

san  hodl  tan
huyét, xuét
huyét

R6i  loan hé | Phan img quid min | Phan Gng di | Phan vé
théng mién dich | {phét ban) tng (ngha, ndi

mén) ;.-
R4i loan hé than Pau day Di c¢am, phim Bél(b\\ nio, co
kinh lan, chong mit, ,@'rﬁt@,

co giat, mit cam
giac ngon miéng

‘ ‘\ru/o(g giat

o \J\

R&i loan mit

Loan thi

R&i loan tai va
dc tai

U tai

R&i loan mach

Ha ap, gi&n mach
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Réi loan ho hip,
Ibng nguc va
tiéu hoa

Tiéu chay

Buédn non,
ndén,  nhiém
candida mi¢ng,
viém dai trang,
viém dai trang
gia mac

bDau bung, tédo
bdn, loét miéng

R6i loan hé da
va m6 dudi da

Hoi chiing
Stevens-Johnson,
hoai tir bidu bi
nhiém doc, ban
da da dang, pht

R&i loan hé co
xuong khdp va
mb lién két

Pau khép

R6i loan thdn va
dudng tiét nidu

Nhiém doc
thén, suy than'

R6i loan toan
than va tai vi tri
tiém

Viém tinh mach va
viém tic tinh mach

Sét, viem?

Xét nghiém cén
[Am sang

Kéo dai thoi gian
prothrombin, kéo
dai thoi gian
cephalin-kaolin,
tdng transaminase,
tang phosphatase
kiém, ting
bilirubin, giam
phosphor huyét

Tang tam thoi
ure va
creatinin huyét
tuong

' & bénh nhén suy than dung liéu cefepim khong phu hop

% sau khi tiém tinh mach

QUA LIEU VA XU TRI

Rui ro qué lidu c6 thé xay ra khi dung liéu cao cho bénh nhan bi suy than.

Triéu chiing qua liéu gém c6 bénh than kinh (rbi loan nhan thirc bao gdm nhé@ an, Yo giac,
choang vang, hén mé), rung giat co, co giat va thin kinh co d& bj kich thich.

Xar tri

Trong trudng hop qua liéu ddng ké, dic biét & bénh nhén suy than, c6 thé loai cefepim bing loc

mau (khdng ding loc mdu mang bung).

PAC TINH DUQC LY HQC

Duwgce likc hoc

Nhom duwoc ly: cephalosporin thé hé 4, ma ATC: JOIDEO1.
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Cefepim hydroclorid 13 bot tring hodc vang nhat; dung dich cefepim dd pha cé thé c6 mau khéc
nhau, tir khong mau dén mau hd phéch.

Co ché tdc dung:

Cefepim 1a 1 khang sinh phd rong, c¢6 hoat tinh diét khuan in vitro trén 1 sb lugng 16n vi khuin
Gram (+) va Gram (-). Cefepim c6 téc dung diét khudn do tic ché tdng hop véch t& bao vi
khuén.

Cefepim thdm nhanh vao té bao vi khudn Gram (-). N6 ¢6 4i luc manh véi véi protein-gén-
penicillin (PBP), ddc bigt la PBP3 cua Escherichia coli va Enterobacter cloacae, va ca PBP2.

Ai lyc trung binh v6i PBP1a va 1b ¢6 thé ciing tham gia vao tac dung diét khudn chung cua
cefepim.

Co ché khing thube:

Cefepim c6 ai luc thip véi beta-lactamase nhiém séc thé ma hoa (chromosomally-encoded beta-
lactamases) va rit bén trude su thity phan ctia hiu hét cac beta-lactamase.

Vi khuén khéng cefepim c6 thé 1a do mét hodc nhidu co ché sau:

o Giam i luc ciia protein-gin-penicillin véi cefepim

o San xuét beta-lactamase c6 kha ning thiy phén hi¢u qua cefepim (vi du nhu mdt vai beta-
lactamase phd rdng va qua trung gian nhidm séc thé.

e Thay ddi protein & vi khudn Gram (-), bom day cac hoat chat ra khoi té bao.

Biém xdc dinh dd nhay (breakpoint):

EUCAST breakpoint nhu sau:

- Enterobacteriaceae *: Nhay cam: < I mg/l; khang: > 8 mg/I

- Pseudomonas spp. ®: Nhay cam: < 8 mg/I; khang: > 8 mg/I

- Staphylococcus: Chii y ©

- Streptococcus spp.: Chu'y P

- 8. pneumoniae: Nhay cdm: < 1 mg/l; khang: > 2 mg/l

- Céc Streptococci khdc: Nhay cam: <0,5 mg/l; khang: > 0,5 mg/l

- H influenzae va M. catarrhalis: Nhay cam: < 0,25 mg/l; khang: > 0,25 mg/I
- Céc ching lién quan ®: Nhay cam: <4 mg/l; khéng: > 8 mg/I

4 breakpoint eiia cephalosporin véi Enterobacteriaceae s€ phdt hién sy giam dé nhay cam qua
trung gian beta—lactamase quan trong nhat trong Enterobac!eriaceae Théng tkm:‘mg cdc chﬁng

theo dbi, cdc phong thi nghiem c6 thé dzmg cdc pkép thir dgc h:eu dé ra sodt va

san xudt ra ESBL (\?
B diém nhay cam véi Pseudomonas aeruginosa da dwoc tang lén dé trdnh chia MIC véi dang
phdn bé hoang dd. Breakpoint twong dirong vdi liéu cao, tire la 2 g cefepim x 3.

D¢ nhay cam cia streptococci véi cephalosporin dwgc suy ra tir dé nhay véi methicillin.

P ps nhay cam cua streptococcus nhom A, B, C, D va G ¢6 thé suy ra tir do nhay cam cua
chung voi benzylpenicillin.

£ breakpoint cua cdc chung lién quan chu yéu dwge xdc dinh duwa trén dit liéu Pk/Pd va khong
phu thugc véio phdn bé MIC cia titng loai riéng biét. Ching chi dwoc dimg cho cdc ching
khéng dwoc dé cdp dén trong bang hodic trong chii dén.
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Ty 1é khang thubc ddi voi cac loai duge chon c6 thé thay dbi tiy theo ving dia 1y va thoi gian,
nén c4c thong tin v& khang thudc & dia phuong ludn cén thiét, dic biét khi didu tri nhidm khuén
ning. Khi thiy viéc sir dung 1 khang sinh trén it nhat 12 1 vai loai nhiém khuin khong hiéu qua
thi chuyén gia tu vAn nén khao sét cac thong tin vé ty 1¢ khang thudc tai dia phuong.

Cdc chiing thuong nhay cam

Vi khuin hiéu khi. Gram (+)

Staphylococcus aureus (nhay cam v6i methicillin)
Streptococcus agalactiae

Streptococcus preumoniae

Cac Streptococcus khac (nhém C, F, G)

Vi khuan hiéu khi, Gram (-)

Citrobacter freundii
Citrobacter spp.
Enterobacter aerogenes
Enterobacter cloacae
Escherichia coli
Haemophilus influenzae
Klebsiella oxytoca
Klebsiella pneumoniae
Moraxellia catarrhalis
Morganella morganii
Proteus mirabilis
Proteus vulgaris
Serratia marcescens
Cdic ching c6 thé gdip khé khan vé vin d@é khdng thude

Vi khuén hiéu khi. Gram (+)

Pseudomonas aeruginosa
Cdc ching dad khdng thuoc

Vi khuén hiéu khi. Gram (+)

Eknterococcus spp.

Staphylococcus aureus (chung da khang methj

Vi khuén hiéu khi. Gram (-)

Stenotrophomonas maltophilia

Vi khudn vém khi

Bacteroides spp.
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Clostridium diffivile
Duge ding hoc:

Dugc ddng hoc cOa cefepim la tuyén tinh trong khoang lidu tir 250 mg dén 2 g (finh mach) va
khéng d6i frong qua trinh didu tri.

Phdn bé: Nbng do trung binh trong huyét tuong cta cefepim quan sit trén nam gidi trudng
thanh sau cde lidu 500mg, 1g va 2 g truyén tinh mach trong 30 phut.

Nong dd cefepim trung binh trong huyét tuong (mcg/ml)

Lidu cefepim | 0,5 gid 1,0 gior 2,0 gidy 4,0 gioy 8,0 gioy 12,0 gio
tglv 78,7 44,5 24,3 10,5 2,4 0,6
2glV 163,1 85,8 448 19,2 3,9 1,1

So v&i ngudi binh thudng, ndng do du dé diéu tri duge tim thdy & cdc md va dich sinh hoc sau
nuée tidu, mat, dich gian bao, dich mang bung, chit nhay phé quan, rudt thira va t0i mat. Cée
ndng d6 ndy duge md ta nhur trong bang dudi day.

Néng &b trung binh cuia cefepim trong md (meg/ml) va dich sinh hoe (mcg/ml)

M6 hodc dich | Liéw/dudng | Lay méu : khodng Nong dd Nong do trong
diung théi gian trung (meg/ml) huyét twong
binh (meg/ml)
(gi0)
Nude tiéu 500 mg [V 0-4* 292 4,9**
lglV 0—4* 926 10, 5%#*
2glV 0-—4* 3120 20,1%*
Mat 2glv 9,4 17.8 9,2
Dich mang bung |2 g1V 4,4 18,3 24,8
Dich gian bao 2glV 1,5 81,4 72,5
Chat nhiy phé|2gIV 4,8 24,1 40,4
quan
Rudt thira 2¢1V 5.4 5,2 17,8
Tii mat 2glV 29 11.9 8,5
Dich nio tuy 50 mg/kg/TV | 4,0 4,2 16,7
Nude bot 2V 4,0 7.4 Y.
SRS T VAN /
Tuyéntién liet [2gIV 1,0 31,5 ,r\\&\\ /

* mau nude tidy duge 1y trong khoang 0 — 4 gidr sau khi dimg thuée. )
** mAu huyét tuong duoc ldy 4 gidr sau khi tiém.

Néng dd trung binh trong huyét twong (PL), ndng d6 trong dich ndo tay (CSF) va ty s& CSF/PL
cua cefepim*
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MAu liy sau thoi | S6 bénh nhan | Noéng dj trong | Nong do trong | Ty sb CSF/PL
gian (gio) huyét twong dich nio tity
(mcg/ml) (meg/ml)

0,5 7 67,1 (51,2) 5,7(7,3) 0,12 (0,14)

1 4 44,1 (7,8) 4,3 (1,5) 0,10 (0,04) ,
2 5 23,9 (12,9) 3.6 (2,0) 0,17 (0,09) 1
4 5 11,7 (15,7) 4.2 (1,1) 0,87 (0,56)

8 5 4,9 (5.9) 33 (2.8) 1,02 (0,64)

* bénh nhan & I(ra tudi tir 3,1 thang dén 12 tudi (trung binh 2,6 tudi)

Bénh nhan nghi ngd nhiém khuén hé thin kinh trung wong da duoc didu tri bing 50 mg/kg
cefepim qua dudng truyén tinh mach trong 5- 20 phut sau m3i 8 gio. O mot s6 bénh nhéan, miu
huyét twong va dich ndo tay dugc ldy sau khoang ¥, 1, 2, 4, 8 gid sau khi truyén xong trong
ngay diéu trj thir 2 va thi 3.

Phan bd trong md ciia cefepim khong thay ddi trong qua trinh gidn cach cac lidu 250 mg -2 g.
Thé tich phan bd trung binh én dinh & 18 lit. Cefepim lién két véi protein huyét twong < 16,4%
va khéng phu thudc vao ndng do cefepim trong huyét tuong.

Chuyén héa

Cefepim dugc chuyén hoa thanh din chit N-metylpyrrolidin, sau d6 nhanh chéng chuyén thanh
N-oxid. Khoang 85% liéu diing cefepim dugc tim thdy & dang khéng déi qua dudng tiét nidu;
dudi 1% duge tim thédy dudi dang chuyén hoa N-metylpyrrolidin, 6,8% dudi dang N-oxid va
2,5% dudi dang epimer cua cefepim.

Thai trir
Thoi gian ban thai trung binh ciia cefepim vao khoang 2 gid va khong thay dbi theo liéu sir dung

(250 mg dén 2 g). Khong thay c6 su tich liiy & ngudi khoe manh ding lidu t6i 2 g m&i 8 gid qua
dudng tinh mach trong 9 ngay. Thanh thai tdng s trung binh 14 120 ml/phut.

Thanh thai than trung binh [a 110 ml/pht . Sy thai trir gdn nhu chi x4y ra theo co ché than, chu
yéu la loc qua ciu than.

Ngwoi gia:

Trong I nghién ctr 1dm sang, hon 6400 ngudi 16n dd dugc didu tri bing cefepim, 35% tir 65 tudi
trdr 1én, trong d6 16% la tir 75 tudi trd 1én. Trong nghién ciru ndy, ngudi gia duge ding lidu
thdng thudng cho ngudi 1én va cho thdy dat higu qua didu tri va do an toan gidng nhu & bénh
nhén it tudi hon, ngoai trir khi ho bi suy than. Ngudi tinh nguyén tir 65 tudi trd 1én duoc tiém

tinh mach 1 liéu don 1 g cefepim ¢6 AUC cao hon va gi4 thi thanh thai than thip hon so véi &
ngudi khoe manh tré hon. Nén diéu chinh liéu v6i ngudi bi suy than. '

Suy gidm chirc ning gan

Dugc dong hoc ctia cefepim khong thay ddi & nguoi suy giam chuc ning gan ding 1
Nhu vy khéng cén thay dbi lidu cefepim, ngoai trir & ngudi con bi ca suy giam chir

Duoc ddng hoc cuia cefepim khong thay dbi & mirc dang ké trén 1am sang & ngudi bi bénh phdi
nhay nhot.

Suy gidm chirc ning thin
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Nghién cGu trén ngudi suy than & cac mic dd khac nhau cho thy thoi gian ban thai kéo dai
dang ké. C6 tuong quan tuyén tinh gitra hé sb thanh thai riéng phdn va hé s§ thanh thai creatinin
& ngudi suy than.

Thot gian ban thai trung binh & bénh nhén loc mau l1a 13 gid (loc mau) va 19 gio v6i bénh nhén
loc mau mang bung ¢ip cdu lién tuc.

Tré em

Duge ddng hoc khi ding cefepim fidu don va dung liéu lap lai da duoc nghién ctiu trén bénh
nhén tU 2 thang dén 16 tudi v&i lidu didu tri 12 50 me/ke, truyén tinh mach, Céce lidu lap lai duogc
truyén cdch nhau 8 hodic 12 gidrtrong subt it nhit [a 48 gid.

Néng dd trung binh cefepim trong huyét tuong sau liéu dau tién ciing gibng nhu & trang thai én
dinh, va cé tich iy nhe vai céc lidu tiép theo.

Gi4 tri ca cac thong s dugce dong hoe khic & tré so sinh va tré em, xéac dinh cho ca sau khi
diing lidu ddu tién va & trang thai 8n dinh, 13 khong thay ddi, khong phy thude vio ché d6 dung
thube (sau mdi 12 gir hay sau mdi 8 gid). Cac gid tri duoe dong hoc khdng khac nhau, ¢ trong
s6 cac bénh nhn & céc lGa wdi khic nhau, va giffa 2 gii (nam va nit).

Sau khi tiém 1 lidu don, dd thanh thai trung binh toan co thd 1a 3,3ml/phat/kg va thé tich phén
bé 12 0,3 I/kg. Thési gian ban thai tdng sé 1a 1,7 gid. Ty 18 cefepim duge tim thiy dang khong
i trong nude tidu [a 60,4% lidu ¢ dung va thanh thai than 14 dudng chit yéu thai trir v6i gi tri
trung binh la 2,0 ml/phit/kg.

Néng do cefepim trong dich ndo tiy so v6i ndng dé trong huyét tuong duge dua ra trong bang

phia trén “ndng d6 trung binh cefepim trong huyét tuong(PL), ndng dd trong dich ndo tiy (CSF)
va Ui s6 CSF/PL”
TUONG KY

Gibng nhu hdu hét céc khang sinh beta-lactam, dung dich cefepim khéng thé phdi hop voi
metronidazol hay netilmicin sunfat do c6 tuong ky vé hoa hoe va vat Iy. Tuy nhién, néu duge
chi dinh didu tri ddng thai, mdi khang sinh nay can phai duge truyén/tiém riéng biét.

Cha v:

Dung dich cefepim khong tuong thich v&i aminophyllin.

Truée mbi 14n st dung, cin kidm tra & dam bao ring dung dich tiém truyén khong cé vat thé
la.

Dung dich ¢é thé chuyén mau khi bao quan (tir khong mau dén mau vang hd phach) nhung
khong anh huong dén hoat lue cha ché phim.

]

Tuong hop . i/
Cefepim twong hop véi céc dung dich va dung mdi pha lodng sau: natri p‘}oﬁui\lﬂ,lgx% {(c6 va

khéng ¢6 5% glucose), glucose 10%, dung dich Ringer (c6 hogic khong cé S%@E&ose), natti
lactat M/6.

BAO QUAN
Bdao quan & nhiét dd khéng qua 30°C, trdnh 4nh sang.

Dung dich dd héa tan/pha lodnge

Dung dich cefepim da pha phai dugc st dung ngay.
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Dung dich d pha n dinh trong 2 git & 25°C.
HAN DUNG

24 théng ké tir ngdy san xuét

NHA SAN XUAT

San xuét san phim trung gian:

Fresenius Kabi Anti-Infectives S.r.L
Dia chi: Via S. Leonardo 23 - 45010 Villad oY

San xuét thanh pham:

Labesfal -Laboratorios Almiro, S.A

Zona Industrial do Lagedo, Santiago de Besteiros, 3465-157, B Pao Nha

TUQ.CUC TRUONG
£TRUSNG PHONG

Pham Ghi Vin Hank

o,
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