(N TRETT T e T

Docky hudng dén sii dung trude khi diing, néu cdn thém thong tin xin hdi y kién bdcsi.
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Cefepime GERDA

Cefepime GERDA

THANH PHAN:

Mai lo Cefepime Gerda 1g. chifa: hon hop Arginin va Cefepime
hydroclorid tuong duang Cefepime 1g.

Ta dugc: khang co.

Mai lo Cefepime Gerda 2g. chifa: hon hop Arginin va Cefepime
hydroclorid tuong duong Cefepime 2q.
Ta dugc: khong co.

CACDACTINH DUGCLUCHOC:

Vikhudn hoc:

Cefepime 13 mét khdng sinh diét khudn tac dong bing cich tic ché sutdng
hop thanh té bao vi khuan. Cefepime c phd khang khudn rong trén in vitro
bao gém cacvi khudn gram duong va gram am. Cefepime ¢ ai luc yéu ddi
Vi cic beta-lactamase ma hoa nhiém sac the. Cefepime bén viing cao dudi
su thy phan cia hau hét cac beta-lactamase va xam nhap nhanh chong
vao cac té bao vi khudn gram am. Trong cac t€ bao vi khudn, dich phan ti
clia cefepim la cac protein lién két penicillin (PBP).

Cefepime c6 tac dung 861 voi hiu hét cac chiing vi khuan sau trén cd in
vitro va nhiém tring 13m sang.

Vi khudn gram ém wa khi: Enterobacter, Escherichia coli, Klebsiella
pneumoniae, Proteus mirabilis, Pseudomonas aeruginosa.

Vikhudn gram duong ua khi: Staphylococcus aureus (chi nhimg ching nhay
cam vai methicillin), Streptococcus p Streptococcus p

S6 liéu in vitro sau da c6, nhung y nghia Iam sang thi chua biét. Cefepime
6 tacdung in vitro i véi hdu hét cc ching vi khudn sau; tuy nhién, tinh
an toan va hiéu qud cia cefepim trong diéu trj cac nhiém tring lam sang
do nhiing vi khudn nay gdy ra cha dugc xac minh trong cdc thif nghiém
13m sang thich hop va kiém sodt tot.

Vi khudn gram duong wa khi: Staphylococcus epidermidis (chi nhitng
ching nhay cim methicillin), Staphylococcus saprophyticus, Streptococcus
agalactiae.

Lutu y: Hau hét cac ching enterococcus, nhu Enterococcus faecalis, va
staphylococcus khang methicillin da dé khang Cefepime.

Vi khudn gram dm wa khi: Acinetobacter calcoaceticus subsp. Iwoffi,
Citrobacter diversus, Citrobacter freundii, Enterobacter agglomerans,
Haemaphilus influenzae (ke ca nhig chiing sinh beta-lactamase),
Hafnia alvei, Klebsiella oxytoca, M lla catarrhalis (ké ca nhing ching
sinh beta-lactamase), Morganella morganii, Proteus vulgaris, Providencia
rettgeri, Providencia stuartii, Serratia marcescens.

Luu y: Cefepime khong ¢ tac dung trén nhiéu chiing Stenotrophomonas
(tén ct la Xanthornonas maltophilia va Pseudomonas maltophilia).
Cacvi khudn ky khi:

Luu y: Cefepime khong ¢6 tac dung déi véi hau hét cac chiing Clostridium
difficile.

CACDACTINH DUOC DONG HOC:

Hap thu:

Nong do trung binh trong huyét twong cia Cefepime va cac thong s6 duoc
ddng hoc clia nd sau khi tiém tinh mach dugc hién thi trong bang 3.

Bang3:

Théng s6 500 mg IV 1glv 2glV
Cmax, pg/mL | 39,1(23,5) 81,7(25.1) 163,9(+25,3)
AUC, gid. pg/mL | 70,8(£6,7) 148,5(15,1) | 284,8(30,6)

Sau khi tiém bap, Cefepime duac hap thu hoan toan. Nang dd trung binh
trong huyét tuong cia cefepim & cac thei diém khac nhau sau khi tiém bép
liéu duy nhat duoc tom tdt & béng 4.

Bang 4:
Théng sé 500mg IV 1glV 29IV
(max, jg/mL 13,9(43,4) 29,6(+4,4) 57,5 (%9, 5)
Tmax, gio 1,4(x0,9 1,6(0,4) 1,5(+0,4)
AUC, git. pg/mL | 60,0 (+8,0) 137,0(+11,0) [ 262,0(+23,0)
Phan phéi:

Thé tich phan phdi trung binh & tinh trang dn dinh (3 18, 0 (+ 2, O)L. St
lién két véi protein huyét thanh cla Cefepime xdp xi 20% va khang phu
thudc vao néng 46 ctia thudc trong huyét thanh.

Cefepime bai tiét vao sita nguci. Mot tré bi me khodng 1000 ml sifa méi
ngay cd thé nhan dugc mot luong Cefepime xap xi 0, 5 mg mai ngay.
Chuyén héa va thai trir:

Cefepime duoc chuyén haa thanh N-methylpyrrolidin (NMP) va chat nay
nhanh chong chuyén thanh N-oxid (NMP-N-oxid). Luong Cefepime khéng
ddi duoc tim thay trong nudc tiéu khoang 85% liéu ding. Dudi 1% lidu
diing duoc tim thdy trong nudc tiéu dudi dang NMP, 6, 8% dudi dang NMP-
N-oxid va 2, 5% du6i dang epimer clia cefepim. Do sy bai tiét qua than (3
con duang dao thi chi yéu, nén cin phai diéu chinh liéu diing & nhimg
bénh nhan rdi loan chifc nang than va nhimg bénh nhan dang loc mau.

CHI DINH:

Cefepime hydrochlorid duoc chi dinh diéu tri cac nhiém khudn sau do cic
chung vi khudn nhay cam dugc chi ra dudi day:

NHIEM KHUAN BUONG HO HAP DUOI:

Viém phdi cing déng va bénh vién gay ra bai Staphylococcus aureus
(chiing nhay cam voi methicillin), Pseudomonas aeruginosa, cac lodi
Kiebsiella (bao gém Klebsiella pneumoniae), cic loai Enterobacter,
Escherichia coli, Proteus mirabilis, Streptococcus pneumoniae,
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Haemophilus injluenzae (bao gém chilng sdn xudt beta-lactamase),
Haemophilus parainjluenzae va Moraxella (Branhamella) catarthalis (bao
g6m chiing san xust beta-lactamase), bao gém nhiing truéng hop c6 kém
theo nhiém khudn huyét. Khi P. aeruginosa dugc phan 3p hodc nghi ngd,
nén két hop vai aminoglycosid hay fluoroquinolon

Nhiém triing cip tinh ciia viém phé quan man va viém phé quin
cdp do Streptococcus pneumaniae, Haemophilus injluenzae (bao gém
chiing san xust beta-lactamase), I hamella) catarrhal
(bao gdm chiing sn xuat beta-lactamase).

NHIEM TRUNG NIEU:

Nhiém trimg duémg tiéu bién chimg gay ra béi Escherichia coli,
Pseudomonas aeruginosa, Klebsiella pneumoniae, Proteus mirabilis va
c4c loai Enterobacter, bao gém nhiing truéng hop 6 kem theo nhiém
khudn huyét. Khi P. aeruginosa duac phan ldp hoac nghi ng, nén két hop
vai aminoglycosid hay fluoroquinolon. .

Nhiém tring duéng tiéu khang bién chitng do Escherichia coli,
Proteus mirabilis, cac loai Klebsiella va cac loai Enterobacter.

NHIEM TRUNG DA VA CAUTRUC DA:

Nhiém khuin nang & da va cau triic ciia da do cic ching
Staphylococcus aureus (ching nhay vi methicilin) va do cdc ching
Streptococcus pyogenes nhay cdm vdi cefepim.

NHIEM TRUNG BUNG:

Nhiém triing bung cé bién chitng bao gém viém phic mac va
nhiém trung dudng mat gay boi Escherichia coli, Pseudomonas
aeruginosa nhay cam: viém phiic mac thuéng do nhiéu loal vi khuan va
c6théla vi sinh vat ky khi nhu la céc loai Bacteroid ma khang cefepime. Khi
nghi ngd vi khudn khang, cefepime nén dugc két hop vai mot khang sinh
khic c6 tac dung khang nhiing vi khudn nay, bao gém nhifng tritg hop
6 kém theo nhiém khuan huyét. 0 nhimg bénh nhin 6 nguy ca bi nhiém
tring han hap ky khiva hiéu khi, trong truing hop la Bacteroides fragilis,
diéu tri két hop vai mot thuic tri vi khudn ky khi nén dugc khuyén nghi.

LIEU DUNG VA CACH SU DUNG:
Thudc nay chi diing theo suké don cia thay thudc.
Cach dung:
Tiém tinh mach cham 3 - 5 phut hodc truyén tinh mach, hoac tiém bap
sau va liéu lugng Cefepime tily theo muic d6 nang nhe timg truong hop.
Truyén tinh mach ngdt quang: Cho 50 ml dich truyén tinh mach (v. d. dung
djch natri clorid 0, 9%, dextrose 5%, Ringer lactat va dextrose 5%) vao
binh thudc chifa 1 hay 2q Cefepime € c6 néng d6 thudc tuang Ung la
20 hay 40 mg/ml; néu pha 100 ml dich truyén tinh mach vao binh thudc
chifa 1hay 2 g Cefepime thi s¢ ¢o nong da tuong ng la 10 hay 20 mg/ml.
Mt cich khéc 1a pha 1 hay 2 g cefepim (theo nhan dan teén lo thudc) véi
10ml dich truyén tinh mach d€ co dung dich cd néng d thudic tuong ing
vao khodng 100 hay 160 mg/ml. Liéu thudc can ding s& duoc tinh va cho
vao dich truyén tinh mach. Thirc hién viéc truyén tinh mach ngdt quang
Cefepime trong khodng xdp xi 30 phuit.
Tiém bdp: Mudn pha céc dung dich d€ tiém bap thi cho 2, 4 ml dung méi
thich hop (v.d. nutdc cat pha tiém, dung dich natri clorid 0, 9%, dung dich
glucose 5%, lidocain hydroclorid 0, 5 hoac 1%) vao lo thudc c6 chia 1g
Cefepime dé tao dung dich ¢ nong da thudc xap xi 280 mg/ml.
Ggi ¥ liéu ding:
Diéu tr nhiém khudn nang duimg niéu c6 bién ching (ké ca d viém bé
thén kém theo), nhiém khuan ning & da va ciu tric da: ngui bénh >12
tudi, ¢t 12 gid, tiém tinh mach 2 g, trong 10 ngay.
Diéu trj viém phi nang, ké ca o nhiém khudn huyét kém theo: 2 g/ldn,
ngay 2 1dn cach nhau 12 gi, diing trong 7 - 10 ngay.
Liéu lugng & nguoi suy than: Nguoi bi suy than (@8 thanh thi creatinin
< 60 ml/phuit), diang liéu ban dau béng liéu cho nguei ¢6 chifcnang thin
binh thugng. Tinh todn liéu duy tri theo dd thanh thai creatinin ciia nuidi
bénh (do hodc udc tinh). C6 thé diing cng thic dudi day dé vdc tinh do
thanh thai creatinin (Cler) cda nguti bénh:
Vdinam gidi:

(140 - 56 tudi) x thé trong (kg)
Cler (mi/phiit) =

72 x creatinin huyét thanh
Vigini gidi: Cler ( mi/phut) = 0, 85 x Cler nam
(trong do: Tudi = nam; can ndng = kg; creatinin huyét thanh =
mg/100 ml).

Cler 30 - 60 ml/phuit: Liéu trong 24 gio nhu liéu thueng dung; Cler 10 -
30 mI/phit: Liéu trong 24 git bang 50% liéu thuemg ding; Cler < 10 ml/
phiit: Liéu trong 24 gitr bang 25% liéu thudng diing.

Vi 68% Iuang Cefepime trang ca' thé mat di sau 3 gisloc mau nén d6i vdi
ngudi bénh dang loc méu thi sau méi Ian loc ¢an bi ddp lai bing mét
liéu twong duong vai liéu ban déu. Ngudi bénh dang thim tach phiic mac
ngoai tri thi nén cho liéu thuang dung cach 48 gid mot [dn hon la cach
12 gits mot lan.

D an dinh va bdo quan:

Béo quén thudc & nhiét do dudi 300C va tranh anh sang.

Cacdung dich thudc da pha dé tiém tinh mach hoac tiém bap qiit duoc do
6n dinh trong vng 18 - 24 gid @ nhiét dd trong phong 200C - 250C; néu
& o1l lanh 20C - 80C thi giir dugt 6n dinh 7 ngay.

Tuong ky:

Néu ding ddng thai Cefepime vdi aminoglycosid, ampicilin (& néng do
a0 hon 40 mg/ml), metronidazol, vancomycin hodc aminophilin thi phi
truyén riéng ré cac thudc trén.
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Cefepime tuang hop vol cac dung dich hodc dung moi sau: Dung dich
natrl clorid 0, 9%, glucose 5% hay 10%, dung dich Ringer lactat, natri
lactat M/6

CHONG CHI DINH:

Chéng chi dinh CEFEPIME GERDA cho nhitng hénh nhan ¢6 phin ing
qud man cdm e thi vl Cefepime hode val cac khang sinh ahom
cephalosporin, penicillin hodc véi coc khang sinh betalactam khac,

CANH GIAC vA THAN TRONG:

CANH GIAC:

Trudc khi tién hanh tr ligu voi Cefepime hydroclorid, nén cdn than xic
dinh xem bénh nhdn c6 phan ing qud min cm tnide d6 vat Cefepime, cac
cephalosporin, peniclllin hodc val cdc thude khic khong, Néu ding thude
nay cho nhing bénh nhan nhay cdm vol penicillin, nén dang than trong
bavi df ing chéo gita cac khang sinh beta- lactam da duge chimg minh 1o
1ang va c6 thé xdy ra dén 10% trén bénh nhan ¢ 11én sil di g penicillin,
Néu xdy ra phin tng d] ung vai Cefepime, nén ngung thude. Phin ting qui
man cam cdp tinh nghiém trong c6 thé cn phal diéu trf vl epinephrin vi
cacbién phdp cip ciiu khdc, ké cd tha oxy, cde corticosterold, truyén dich
tinh mach, tiém tinh mach cc thudc khang histamine, cic amine tang dp
va mé thong dudng tha néu cd chi dinh trén 1am sang,

{ nhng bEnh nhan suy chuc nang than (thanh thal creatinin <60 mi/
phit), nén diéu chinh lidu cefepim cho thich hop vai sy gidm t6c db dao
thal qua qua thin. Do ndng db khang sinh trong huyét thanh kéo dal va
tang cao co thé xdy ra khi dung liéu thong thutng trén nhimg bénh nhan
stiy than hodc ¢ cac tinh trang khdc cd thé 1am 16n thuang chiic nang
than, nén gldm liéu duy trl khi ding Cefepime cho nhiing bénh nhin nhu
thé. Liéu ding tiép theo nén dugc xdc dinh dua vho mic 4o suy than,
tinh nghiém trong cda nhiém tring, va tinh nhay cdm cta cic vi khudn
gdy bénh,

Viem két trang gl mac da duge bio cdo vl gin niw tat cd cac khing sinh,
ké cd cefepime vd ¢6 thé gidi han & muic nhe dén nguy hiém tinh mang,
Vivdy, cdn phal xem xét chdn doan bénh nay & nhiimg bénh nhan b tiéu
chdy sau khi ding khdng sinh,

Ditu trf bling cac khang sinh lm thay d6i hé vi khudn binh thutng & két
trang va ¢6 thé cho phép su tang trudng qua mic ciia Clostridium difficile,
Cacnghién cdu da chi ra rng e 16 do Clostridium difficile 1 nguyén nhan
hang ddu gay viém két trang do diing khang sinh.

Sau khi chdn dodn viém ket trang gid mac da duge xdc 1p, nén tién hanh
céc bién phdp diéu trf thich hop. Cac truong hop viém két trang gid mac
nhe thutmg dap dng véi vitc ngung thudc. Cic trudng hup tir trung binh
dén ning, nén ditu trl bang cdch bd sung proteln, nudc va cac chit dign
gidl, va diéu tri bling mdt khang sinh ¢ hiéu qud trén 1dm sdng d6i véi
viém két trang do Clostridium difficile.

THAN TRONG:

Ké toa Cefepime (rong truging hop chi dinh dy phong hodc nhiém triing
khng do vi khudp th khng chic dem 1al hiéu qud cho bénh nhan va lam
tang nguy ca phdt trién vi khudn d khang thube.

Nhu céc khang sinh phd rong khdc, diéu tr} Cefepime 14u dai ¢6 thé lam
tang trutng nhanh cdc vi khudn khong nhay cdm. Can phal danh gid lap
lai tinh trang cia bénh nhan. Néu xdy ra bol nhitm trong qud trinh diéu
tri, nén diing bién phip diéu tri thay thé thich hop.

Nhiéu cephalosporin, ké c cefepim, 1am gidm hoat tinh prothrombin, Diéu
nay I yu 16 nguy co trén nhiing bénh nhan suy than hodc suy gan, cing
nhy nhing bénh nhan dang diéu tr mdt dgt khang sinh kéo dai. Nén theo
déil thef gian prothrombin & nhimg bénh nhan c6 nguy ca va ding vitamin
K ngoai sinh néu 6 chi dinh.

Xét nghiém Coomb tryfc tiép duang tinh da dugc bdo cdo trong thii
glan diéu trj véi Cefepime, Trong cdc xét nghiém huyét hoc hodc xét
nghiém Coomb trén tré 5o sinh ma me cGa ching ding cac khang sinh
cephalosporin truc khi sinh, nén nhan ra rng xét nghiém Coomb duong
tinh ¢6 thé la do thudc.

Nén c&n than khi k& toa cefepim cho nhiing bénh nhan c6 tién sit bénh
dutmg tiéu hoa, dac biét 13 viem két trang,

Sir dung cho phu nif ¢6 thal; Chua c6 nhiing nghién cdu thich hap va
kiém sodt t6t khi ding cefepim cho phu nir ¢ thal, Do cc nghién cifu vé
sy sinh sén trén stic vat khang ludn ludn du dodn ding cdc dap ing cho
ngués, chi nén ding thudc nay trong thai ky néu that s cin thiét,

Phu ni cho con bui: Cefepime bai tiét vao sira ngudi & néng do rét thip
[0, 5 meg/ml]. Thin trong khi diing cefepim cho phu i cho con b,

Téc dgng ctia thudic khi 141 xe va van hanh may méc: Khong c6 tic
dong,

TAC DUNG PHY:

Thutmg gap, ADR > 1/100

Tiéu héa; la chiy.

Da: Phat ban, dau chb tiém.

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

Toan than: S6t, nhi ddu.

Méu; Tang bach cu ua acid, gidm bach cAu hat, test Coombs tryc tiép
duong tinh mé khdng ¢6 tan huyét.

Tudn hodn: Viém tac tinh mach (néu tiém tih mach).
Tibu ha: Bubn ndn, ndn, bénh ndm, Candida d miéng,
Da: May day, ngia,

Gan: Tang cac enzym gan (phuc hol due).

Than kinh: D] cam,

Hiém gap, ADR < 1/1000

Toan than: Phan dng phan vé, phis, chong mat.

Mi: Gidm bach cAu trung tinh

Tun hoan: Ha huyét ap, gidn mach.

Tibu hoa: Viem dal trang, viém dal trang gld mac, dav byng,
Than kinh: Chudt rit.

Tam thén: Lo 13n.

(o xuong: Dau khdp.

Niéu duc: Viém dm dao.

Mat: Nhin mé.

Tal: @ ta,

Thong bdo cho b st nhiig tae dyng khdng mong mudn gap phal khi
st dung thude

Hudng ddn coch xi trl ADR

Nging ding thube

Trutng hop b) vitm dal trang gid mac: Nging dang Cefepime va thay
bang thudc khang sinh thich hgp khac (vancomycin); trdnh ding cac
thutc chiing tiéu chiy,

TUONG TACTHUOC:

Neén theo dol cAn thin chire nang than néu dang lléu cao aminoglycosid
vin Cefepime dolam ting khd nang gay doc tinh trén thin va doc tinh trén
1al cia cde khang sinh aminoglycosid

Tinh doc hal trén thin da dugc bao cdo sau khi ding déng thot cic
cephalosporin khac vdl cac thudc lg tiéu manh nhu furosemid.

Tutamg tdc thude/ xeét nghi¢m; Dng Cefepime cd thé cho két qud duong tinh
gld khi xét nghim tim glucose trong nudc tiéu khi dung vién Clinitest,
Neén lam xét nghiém glucose dya trén cdc phin ting enzyme glucose
oxldase (nhu Clinfstix* hode Tes-Tape®).

SU'DUNG QUA LIEU:;

Nén theo dal cin than va diéu tr| hé trg nhing bénh nhan qua liéu, Trong
truong hap suy than, nén loc méu chitkhong thim phan philc mac dé glip
1031 Cefepime ra khol co th

€6 thé xdy ra qua liéu do vb tinh néu dung liéu 16n cho nhing bénh
nhin suy gldm chic nang than. Trong céc thi nghiém 1im sang, qua liéu
cefepim xdy ra & mot bénh nhan suy than (thanh thai creatinin <11 mi/
phit) ding liéu 2 g mdi 24 gids trong vong 7 ngay. Bénh nhan nay bidu
hién dgng kinh, binh ndo va kich thich thén kinh co.

BAO QUAN: BAo qudn trong bao bi gbc, dudi 30°C, tréinh dnh sing. DE
xa tm tay cua tré em,

HAN DUNG: 36 thang ké tir ngdy sdn xudt,

DONG GO1:
Hop gém 1 lo thily tinh chia ot trdng dén tréng nga pha tiém.
Hop gém 10 1o thiy tinh chia bot trdng dén trdng nga pha tiém,

TIEU CHUAN CHAT LUGNG: Dugc Dién M.

50 DANG KY:
Cefepime Gerda 1g.: VN-17366-13,
Cefepime Gerda 2g.: VN-17367-13,

Sdnxudtbdt: LDP LABORATORIOS TORLAN, S. A,
(tra. De Barcelona, 135-B 08290
Cerdanyola Del Valles, Barcelona - Ty Ban Nha.




