R, Thudc bdn theo don
HUONG DAN SU DUNG
THUOC BOT PHA TIEM Cefepim 1g

1. Trinh bay:

-~ Hop 01 Ip thudc bdt pha tiém va t& hudng dan st dung.

< HOp 10 lo thudc bdt pha tiém va t& hudng din s dung.

- Hop 01 1o thudc bdt pha tiém + 01 8ng nuéc cit pha tidm 5 ml, sdn xudt tal Cong ty TNHH
MTV 120 - Armephaco, s& dang ky VD - 22389 - 15, han diing 36 thdng ké tUr ngay sdn xudt
va t& huéng din st dung.

- HOp 01 lo thubc bdt pha tiém + 01 8ng nudc cét pha tiém 5 ml, sén xudt tai Cong ty <6
phén duge phdm trung uong 2 - Dopharma, s8 ding ky VD - 18637-13, han dung 36 thang
ké tir ngdy sdn xudt va t& huéng din s dung.
2.Cdng thie: Cho 1 1o

Cefepim (dudi dang cefepim hydroclorid): 1,0g.

Té dugc: L-Arginin
3. Dugclvchoc

Cefepim Ia thudc khang sinh ban t8ng hop nhém cephalosporin va dugc coi la thudc thé
he 4 do cd phé tac dung rdng hon cac cephalosporin thé hé 3. Thube duge dung theo dudng
tiém. Thudc c6 téc dung khdng khudn do Uc ché tng hgp mucopeptid & véch té bao vi
khudn. Cac vi khudn nhay cdm in vitro véi thudc gdm 6 E teriaceae, Pseud 1as
aeruginosa, Haemophilus infl e, Moraxella (Branhamella) catarrhalis, Neisseria
gonorrhoeae, cac chiing Staphylococcus (trir Staphylococcus aureus khang methicilin) va cac
chiing Streptococcus. Cefepim khdng bj beta lactamase cla cac vi khudn Gram am thiy phan
va ¢6 thé c6 tac dung 1én mdt s8 chiing Enterobacteriaceae va P. aeruginosa khing cefotaxim
hay ceftazidim. Cefepim ¢6 tdc dung Ién cdc vi khudn Gram duong (vi du cac Staphylococcus)
manh han ceftazidim va <6 téc dung tuong tu nhu ceftriaxon. Thude tac dung yéu lén cac vi
khudn ky khi, nhat I Bacteroides fragilis.

Cefepim dugc ding theo dudng tiém dé diéu trj nhidm khudn dudng niéu néng c6 bién
chimg (ké cd trudng hop 6 viém bé than kém theo) do céc chiing E coli hodc Klebsiella
pneumoniae hodc Proteus mirabilis nhay cdm véi thudc.

Cefepim ciing dugc dung dé€ diéu tri nhidm khudn da va ciu tric cla da do céc ching
Staphylococcus aureus nhay cdm véi methicilin hodc do Streptococcus pyogenes nhay cam véi
cefepim.

Cefepim duge dung € diéu tri viém phéi ndng, viém phdi c¢6 kém theo nhidm khudn
huyét do céc ching Streptococcus pneurmoniae, Pseudomonas aeruginosa, Klebsiella
pneumoniae, Enterobacter spp. nhay cam véi thudc.

Cefepim ciing con dugc chi dinh trong diéu tri nhidm khudn huyét do vi khudn nhay cdm
vai thuéc.

4. Dugc ddng hoc:

Dugc ddng hoc cla cefepim 1a tuyén tinh trong khoang liéu tir 250 mg dén 2 g tiém tinh
mach hodc tir 500 mg dén 2 g tiém bip va khdng thay d8i trong qué trinh diéu tri. Sau khi
tiém bdp, cefepim dugc hdp thu nhanh va hodn toan; néng d9 dinh trong huyét thanh tiy
thudc vao liéu va xudt hién sau khi tiém 30 phut. Khodng 16% liéu dugc gdn vao protein
huyét tuong khéng phu thudc vao néng a6 thubc trong huyét tuong. Cefepim tham nhap
vao phén I6n cac mé va cac dich (nudc tiéu, mat, dich mang bung, dich phé quén). Trong
khodng liéu tir 250 mg dén 2 g, sy phan bé & mb khéng thay d8i. & ngudi bénh i 8 gid lai
tiém mét liéu 50 mg/kg, thi néng @4 trong dich ndo tiy 1a 3,3 dén 6,7 ma/lit. Thé tich phan
bé do & glal doan 6n dinh 1a khodng 18 lit. Trong ca thé, cefepim rat it bj chuyén héa (chi 7%
liéu). Thol gian bén thai khodng 2 gi¢i. Khodng 80% liéu tiém dao thdi theo nudc tidu qua loc
ciu than; 46 thanh thai cefepim cla than la khoang 130 ml/phut. 85% liéu thai dusi dang
khéng ddi trong nudc ti€u. Dac diém dugc ddng hoc clia cefepim khéng bj thay déi I ngudi
cao tudi c6 chic ndng than binh thudng va & ngudi b| réi loan chic nang gan, nén khéng
cén thiét phai gidm liéu & nhitng ngudi bénh nay. Théi gian ban thai clia thudc kéo dai mot
céch dang ké & ngudl suy than, bai vy vai nhimg ngudi bénh nay cin gidm liéu theo muc
loc céu thin.

5. Chi dinh:

Cefepim dugc chi dinh trong diéu tr| cdc nhidm khudn do cac chiing nhay cdm trong céc
trudng hop sau:

Viém phéi (vira dén ndng) do Streptococcus pneumonia, bao gém truéng hop da nhiém
khudn, Pseudomonas aeruginosa, Klebsiella pneumoniae hodc Enterobacter sp.

Diéu tri theo kinh nghiém s&t gidm bach cdu hat: Cefepim dugc ding don trj liéu trong
diéu tri theo kinh nghlém & b@nh nhén sét gidm bach cdu. Véi nhing bénh nhan nhiém
khudn ning (bao gém bénh nhan c6 tién sir cdy ghép tly xuong, ha huy&t &p, khéi u huyét
4c tinh hojc gidm bach cdu nghiém trong va kéo dai) thi khéng thich hgp véi bién phap dan
tr} lidu cefepim. Chua c6 cdc dit ligu ddy dd vé hiéu qua don trj liéu cefepim trén nhing bénh
nhan nay.

Nhiém khudn tiét niéu phuc tap khong bién ching (bao gém viém bé than) gay ra béi
Escherichia coli hojc Klebsiella pneumonia; nhiém khuén ning do Escherichia coll, Kiebslella
pneumoniae hodc Proteus mirabilis; nhiém khudn nhe dén trung binh do da nhidm.

Nhidm khudn da va té chic da khéng bién chimg gdy ra bdi Staphylococcus aureus (chl
g8m chiing phan 13p nhay cdm véi methicilin) hodc Streptococcus pyogenes,

idazol) 98y

ugc kéit hop diéu trj vél metron
Nhiém khusin & bung c6 bién chung (thung dugc két hap diéu tri Cebsiehd

ra béi Escherichia coll, lién cdu khudn nhém viridan, Pseudomonas aeruginosa,
pneurnonia, Enterobacter sp. Bacteroldes fragilis. s

D& giam sy phat trién cla cdc ching vi khudn khang thudc va duy trl dugc h-leu q
tr| ciia cefepim cling nhu cdc thudc khang sinh khéc, Cefepim 1g chi nén duge st dyng trong
diéu trj va dy pheng nhiém khudn gay ra do céc vi khusn nhay cdm véi thuéc. Khi xic dinh
dugc thdng tin vé nhidm khudn va tinh nhay cdm cua vi khuén, cdn can nhic lya chon hodc
thay d8i khang sinh diéu tr. Tnsong hop chua xac dinh dugc céc thong tin d6, can cd theo
dich t& hoc tal dja phuong va tinh nhay cam ctia vi khudn dé dua ra phac a6 diéu trj theo kinh
nghiém.

6. Liéu diing - Céch ding:
Ngui lén:

Liéu diing v dudng diing khuyén cdo cla cefepim & ngudt I6n
dugc thé hién trong Bdng 1 dudi ddy chi djnh cho nhiing bénh nhan
c6 d6 thanh thai creatinin > 60ml/phut, Cefepim 1g dugc chi dinh
theo dudmng tiém tinh mach trong thai gian t nhét la 30 phut.
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Liéu ding;
Bdng 1: Liéu khuyén cdo ctia cefepim cho bénh nhan cé Cl, > 60 mi/phut
Liéu dung & bénh nhén véi Cle, > 60 mi/pht ]
Lé Thei glan

Vi tri va loal nhidm khusn - ‘m“ Tén sust diéutr]

9 (ngay)
Nguwi lén:
Viém phéi ti trung binh dén néng* 1-2g9,V Mbig-12 10

gly

Diéu tri theo kinh nghiém cho bénh 29,V M8i 8 gi¢s 7
nhén st do gidm bach ciu.
Nhiém khudn dudng tiét niéu khéng | 05g-1g, MdI 12 7-10
bién chitng hoac bién chitng miic 46 IV/IM™ giv
trung binh, bao gém ca viém bé than
Nhiém khudn dudng tiét niéu khong 29,V M&i12 10
bién ching hodc bién ching ning, gly
bao gém ca viém bé than o
Nhigm khuén da va cdu trac da tu 2g,IV Mbi 12 10
viia dén néng gies
Nhiém khudn & bung c6 bién ching 29,V M&i8-12 7-10
(thudng dugc két hogp véi gies
metronidazol)
" Hodic cho tdi khi bach c8u trung tinh vé binh thudng. O nhimg bénh nhan hét s6t
nhung vén c6 sé lugng bach cdu trung tinh gidm thi diéu tri trong thai gian dai hon 7
ngay. Mirc 89 cén tiép tuc diéu trj véi khang sinh cdn duge danh gié thuéng xuyén.
“: Chi tién hanh tiém bdp trong nhidm khudn dudng tiét niéu tir nhe dé&n trung binh,
khéng bién chiing hodc bién chiing do E. coll.
% Trong truéing hgp do P. aeruginosa, tidm tinh mach liéu 2g cefepim méi 8 gid.

Tré em (tir 2 thdng tubl dén 16 tuéi):

Liéu t6] da & tré em khdng duge vugt qué liéu khuyén céo & nguds n.

Liéu khuyén cdo thudng dung & tré em can ning trén 40kg trong thdl gian nhu trén d6i
vdi ngudi lém:

- Liéu 50mg/kg thé trong, mél 12 gi¢y trong nhidm khudn duding tiét niéu bién ching hoic
khéng bién chiing (bao gém ca viém bé than), nhiém khudn da va cdu tric da khéng bién
chimng va viém phéi (xem dudi déy).

-Viém phéi tif trung binh dén ning do P. auruginosa: Liéu 50mg/kg thé trong, mdi 8 gi¢s

- Liéu 50mg/kg thé trong, mdi 8 gi¢r trong bénh nhan 55t gidm bach ciu.

Bénh nhén suy thdn:

Ngui I6n suy thdn:

Diéu chinh liéu dung cefepim & bénh nhan cé 48 thanh thai creatinin < 60ml/phat 4 dép
Uing véi tdc d¢ thai trif chdm hon & than. DSi véi nhimg bénh nhan nay, liéu khéi diu tuong
ty nhu bgnh nhén cé 49 thanh thai creatinin > 60ml/phut, ngoal trif bénh nhan thdm phan
méu. Liéu khuyén cdo clia cefepim & bénh nhan suy than dugc chi ra trong Bang 2 duéi day.

Néng dé creatinin trong huyét tuong biéu hién chic nang than:

Véi nam giéi:

Cle (ml/phiit) = Thé trong (kg) x (140 - 56 tudi)
72 x creatinin huyét thanh (mg/dl)

Bdng 2: Liéu khuyén cdo cefepim & ngudi I6n cé d6 thanh thdi creatinin < 60mi/phat

Cl,(ml/phit) Liéu duy trl khuyén cio
500mg, 1g 2g 2
a8 mdi 12 gis méi12gid | mdii2giy mblgsglo
30-60 500 mg 19 2g 2g 'I
mdi 24 giyy mdi 24 gy mdi 24 gids mbi 24 giy i
1-29 500mg 500 mg 19 29 |
mdi 24 giy mdl 24 gty méi 24 gidy mdi 24 gidy
g 250 mg 250 mg 5009 19 1
mdi 24 gid mdi 24 gty mdi 24 giy mdi2dgiv |
p:l‘li“:;? Ti:n et 19 29 29 3
tyc (CAPD) mdi 48 gid mai 48 gidy mdi 48 gids mdi 48 gis |
Thdm tach 1 g trong ngay ddu tién, 1g |
miu’ sau d6 liéu 500 mg médi 24 gidr mdl 24 gl |
": Trong nhimg ngdy thdm tach mau, nén sif dung thém liéu cefepim sau khi tham '
phan. Néu c6 thé, cefepim nén st dung vdo cling mét thal diém mdi ngay.

V6i bénh nhan thdm phan phuc mac lién tyc, lidu cefepim nhu liéu khuyén cdo thudng
dlng trong mdl khodng 48 gld (nhu bang 2).
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véi bénh nhan thim tach méau, khodng 68% téng liéu cefepim trong co thé sé thdm tach
trong khodng thi gian 3 gi¢r. Liéu ding cefepim I liéu 1g trong ngay dau tién, tiép d6 la liéu
500mg sau mdi 24 gity d6i vai tt ca cac loal nhidm khudn, ngoal trif truéing hgp s6t gidm
bach cAu, liéu duing 13 1g cefepim mdi 24 gid.

Cefepim nén dugc dung vao cling mét thai diém gila cac ngay va thdi diém ngay sau khi
két thuc qua trinh thdm tach trong cac ngdy thdm tach mau.

Tré em suy thdn:

Chua c6 dirlidu ddy @ vé liéu dung & tré em bj suy than. Tuy nhién, do dugc lyc hoc cla
cefepim & tré em tuong tu nhu & ngudl trudng thanh, cac khuyén cdo vé diéu chinh liéu
dung clia cefepim & ngudi Iém ciing dugc chi dinh & tré em.

Duding dung: Tiém tinh mach chdm 3 - 5 phit hodc truyén tinh mach, hodc tiém bdp sau
va liéu Iuong cefepim tiy theo muc dd ndng nhe titng truang hop.

Cdch ding:

- Tiém bdp: Hoa tan 1 g cefepim trong 2,4 ml dung méi thich hgp (nhu nudc cat pha tiém,
dung djch NaCl 0,9%, dung djch glucose 5%, lidocain hydroclorid 0,5 hodc 1%).

- Truyén tinh mach ngdt qudng: Cho 50 ml dich truyén tinh mach (nhu dung dich NaCl
0,9%, dextrose 5%, Ringer lactat v dextrose 5%) vao binh thudc chifa 1 hay 2 g cefepim dé

¢é néng dd thudc tuong tng 13 20 hay 40 mg/mil; néu pha 100 mi djch truyén tinh mach vao
binh thuéc chifa 1 hay 2 g cefepim thi sé cd néng d6 tuong ung la 10 hay 20 mg/ml. Mét cach
khac 13 pha 1 hay 2 g cefepim (theo nhan dan trén lo thudc) véi 10 mi djch truyén tinh mach
@é cé dung dich ¢6 néng 6 thubc tuong (ng vao khodng 100 hay 160 mg/ml. Liéu thuc
cén diing sé dugc tinh va cho vao dich truyén tinh mach. Thyc hién viéc truyén tinh mach
ngét quang cefepim trong khoang xdp xi 30 phut.

Luuy: Cac dung djch thuéc da pha dé tiém tinh mach hodc tiém bap gir dugc d6 6n dinh
trong vong 18 - 24 gi& & nhiét d6 trong phong 20°C - 25°C; néu dé & ti lanh 2°C - 8°C thi gitr
dugc én dinh 7 ngay.

7. Chéng chi dinh:

Ngudi ¢6 tién sir qua man véi cefepim hoic khang sinh nhém cephalosporin, penicilin va
cac beta-lactam khac.

Ngudi qua mén vdi bat ky thanh phan nao cla thubc.

8. Sif dung thudc cho phu nir <6 thai va cho con ba:

- Théi ky mang thai: C6 thé ding cefepim cho phu nit mang thai, nhung cdn phai can
nhéc k¥ Igi hal cho me va cho thai nhi trudc khi chi djnh.

- Théi ky cho con bu: Mot lugng nhé cefepim tiét vao sira me. C6 3 vén dé cé thé xay ra cho
tré ba sfa ngudi me dung cefepim: Thay ddi vi khudn chi trong rudt, téc dong tryc tiép clia
thuéc Ién tré, tré ngal cho dénh gid két qua nudi cdy vi khudn cdn lam khi c6 s6t cao. Can
theo déi tré bu sita ngudi me cé dung cefepim.

9. Tac dung khéng mong mudn:

Thuéng gdp, ADR > 1/100

-Tiéu hod: Tiéu chay.

- Da: Phat ban, dau chd tiém.

It gdp, 1/1000 < ADR < 1/100

- Toan than: S&t, nhic dsu.

- Méu: Tang bach cdu ua acid, gidm bach cdu hat, test Coombs tryc tiép duang tinh ma
khéng cd tan huyét.

-Tuén hoan: Viém tic tinh mach (khi tiém tinh mach).

-Tiéu hod: Buén nén, ndn, bénh ndm Candida & miéng.

- Da: May day, ngifa.

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

- Théan kinh: Dj cdm.

Hiém gdp, ADR < 1/1000

-Toan than: Phan (ng phan vé, phi, chéng mat.

- Mdu: Gidm bach céu trung tinh.

- Tiéu hod: Viém dai trang, viém dai trang mang gid, dau bung.

-Tudn hoan: Ha huyét &p, dan mach.

-Thén kinh: Chudt rat.

-Tam than: LA 1an.

- Co - xuong: Pau khép.

- Niéu dyc: Viém am dao.

- M&t: Nhin md&.

-Tal: U tai.

THONG BAO CHO BAC S¥ NHU'NG TAC DUNG KHONG MONG MUGN
GAP PHAITRONG QUA TRINH SU DUNG THUGC.
10. Huéng din cich xi tri ADR

Ngung ding thubc.

Truding hgp bj viém dai trang mang gia: Ngimg ding cefepim va thay bng thuéc khang
sinh thich hgp khic; tranh diing cac thudc chéng tiéu chay.

11. Tuong téc thubc:

Amikacin két hgp voi cefepim It gdy nguy co ddc véi than hon 1a gentamycin hodc
tobramycin két hgp véi cefalotin,

Tranh ding 86ng thii vél furosemid vi dé gay diéc.
12.Thén trong:

Phén (ng qué min:

Trubce khi didu tri vl Cefepim 1g, cdn thic hién cic phén (ng xac dinh tinh qua mén cia
bénh nhin voi cefepim, cephalosporin, penicilin hodc cac beta - lactam khac. Cén than
trong s dung thubc néu bénh nhén bj di ing véi penicilin vi dé cé dir ligu ré rang vé phan
dng d| tng chéo gilra céc khang sinh beta - lactam, xdy ra dén 10% & bénh nhan tién sir d|
(ing v penicilin. Khi xéy ra phan (ng d| (ng, cdn ngung sir dung thudc va cé cac bién phap
hé trg thich hgp.

Doc thén kinh:

Trong suét qué trinh Iuu hanh, 43 c6 bao céo vé cac phin (ng nghiém trong bao gém cic
phan Ung de doa tinh mang hodc t vong nhut: Bénh ndo (r6i loan y thic bao gém: L 1&n, do
gléc, simg s, hdn mé), rung giat co, co git va trang thai ddng kinh khéng co gigt. Da 56 cic
trudng hgp ndy xdy ra & nhiing bénh nhan suy than khéng dugc hiéu chinh liéu thich hgp.
Tuy nhién, ciing c6 mét s& truding hgp déc tinh trén hé than kinh xdy ra ngay ca khi bénh
nhan da dugc diéu chinh liéu phit hgp véi midc 46 suy than. Trong céc truéng hap chinh, héi
chimg nhiém doc than kinh dugc phuc héi va dugc gidi quyét sau khi ngung sir dung
cefepim va/hodc thim phan mau. Khi x3y ra ngd doc than kinh khi diéu trj bang cefepim,
ngung suf dung thubc va c6 céc bién phap hé trg thich hop.

Tiéu chiy do Clostridium difficlle:

D4 c6 béo cao vé tinh trang tiéu chay do Clostridium difficile (CDAD) xay ra khi sif dung vai
héu hét cic thudc khang sinh, bao gém ca Cefepim 1g. Tinh trang ndy c6 thé tirtiéu chdy nhe
cho dén tif vong do viém dai trang. Viéc sir dung céc thubc khang sinh lam thay Aaéi hé vi
khudn & ruét, din téi su phét trién qua muc cta C difficile.

C. difficile s3n xust ra cic @< t8 A va B diin téi CDAD. Cic chiing C. difficile san sinh ra siéu
dbc t& 1am tang ty 1& mac bénh va kha nang tirvong do khéng khang sinh va c6 thé dan téi
phai lam thi thudt cat b rudt két. Con than trong chdn dodn CDAD &bénh nhan bi tiéu chdy
sau khi s& dung khang sinh. C4n quan tam d@én lich sir sit dyng thudc do CDAD ¢6 thé xdy ra
sau 2 thang sau khi sif dung khang sinh.

Khi cé nghi ngé&s hodc da xac dinh CDAD, ngung sif dung thuéc khang sinh, Tién hanh
truyén dich va kiém soét dién gidi, bé sung protein, khéng sinh diéu tri C. difficile, danh gia
kha ning phau thuét dua theo chi dinh lam séng.

Phat trién cac chiing khéng khang sinh:

Viéc ké dan Cefepim 1g trong truéing hgp khong cé diu hiu cia nhiém khuén hoac ding
trong duy phong c6 thé [am tang nguy ca phét sinh céc chiing vi khudn khing thuéc.

Nhu céc khéing sinh khéc, viéc s dung dai ngay Cefepim 1g c6 thé din t6i sy phit trién
céc chiing khéng nhay cam véi thudc. Viéc danh gié lai ddp tng cua bénh nhan la cdn thiét
Néu xdy ra bdi nhidm trong qué trinh diéu tri, c&n 4p dung cic bién phép diéu tri thich hop
khac.

Tuong tic thudcitrong thi nghiém:

Glucose nigu:

Viéc sir dyng cefepim cé thé din dén két qua duang tinh gia trong mét s6 xét nghiém
glucose niéu (vi du phan tng Clinitest).

Thirnghiém Coombs:

D3 ¢6 bao co vé két qud thif nghiém Coombs duang tinh trong qua trinh diéu trj vai
cefepim. {J bénh nhan thiéu méu tan huyét, nging sir dung thudc va ¢6 liéu phap diéu ti|
thay thé thich hgp. Thir nghiém Coombs duong tinh thudng gap & nhing tré so sinh c6 me
da tiing diéu trj vdi cac khéng sinh cephalosporin truéc khi mang thal.

Thdi gian prothrombin:

Nhiéu khang sinh cephalosporin, bao gém cé cefepim ¢6 lién quan dén viéc |am mat tac
dung clia prothrombin. Nguy <o nay thudng x3y ra & ngudi suy than, suy gan hodc ché do
dinh dudng kém, ciing nhu & bénh nhan diéu tr] khang sinh dai ngay. Can kiém sodt thei
glan prothrombin & bénh nhan ¢6 nguy co cao va chi dinh sir dung vitamin K.

Anh hudng t6i kha ning van hanh tau xe, may méc: Cefepim <6 thé giy ra U tal, chéng
mit. Can than trong khi sir dung cefepim trong qua trinh l4i xe va van hanh may méc.

13. Sir dung qué lléu va cach xir tri qua liéu:

Loc méau nhan tao hodc loc mau qua mang bung: Loc mau trong 3 giér sé 1ay di dugc 68%
lugng cefepim trong co thé.
14.Tuong ky

Néu dung ddng thai cefepim véi aminoglycosid, amplcilin (& néng d6 cao hon 40mg/ml),
metronidazol, vancomycin hodc aminophilin thi phai truyén riéng ré cac thubc trén.

15. Bdo quan: Nai kho, nhiét do dudi 30°C, trdnh anh séng.
16. Han dung: 36 thang ké tir ngay san xuat.
17.Tiéu chuén: USP 38,

Thuéc ndy chi ding theo sy ké dom cia thdy thubc
BDoc k§ huéng ddn sir dung truéc khi ding
Muén biét thém théng tin xin hdl y kién cda bdc sj.
Khdng diing thubc khi G hét han, bién méu...

San xuét tai: Cong ty cé phin dugec phdm VCP
VCP Pharmaceutical Joint - Stock Company.
Thanh Xudn - Séc Son - Ha Noi
Dién thoai: 024 - 35812459 Fax: 024 - 35813670




