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CEFEPIME GERDA 2G

THANH PHAN:
Mobi lo chira:
Mot hon hop arginin va cefepim hydroclorid twong duong cefepim 2g.
T diroc: khéng cb.
Doc ki hieong din sk dung trudce khi dimg, néu cin thém thong tin xin héi y kién bdc si.

CAC PAC TINH DUQC LUC HQC:
Vi khudn hoc:
Cefepim a4 mot khéng sinh diét khuén téc dong béng cich (e ché su tong hop thanh té bao
vi khudn. Cefepim ¢6 phd khang khuén réng trén in vitro bao gdm céc vi khuin gram duong
va gram am. Cefepim ¢O &i lyc yéu doi vii cac beta-lactamase ma hoa nhiém sac thé.
Cefepim bén vimg cao dudi sir thiv phén cia hiu hét cic beta-lactamase va xam nhép
nhant chong vao cac i€ bao vi khudn gram am. Trong cae i bao vi khudn, dich phén (0 cia
cefepim la céc protein lién két penicillin (PBP).
Cefepim c6 tac dung ddi véi hau hét cac chung vi khudn sau trén ca in vitro va nhiém tring
lam sang.
Vi khudn gram ém wa khi:
Enterobacter, Escherichia coli, Klebsiella pneumoniae, Proteus mirabilis, Pseudomonas
aeruginosa.
Vi khitdn gram dirong 1ea khi:
Staphylococcus aureus (chi nhing chung nhay cam voi methicillin), Strepro us
pneumoniae, Slreplococcus pyogenes.
S6 ligu in vitro sau da c6, nhung ¥ nghia |am sang thi chua biét. Cefepim c6 tac dung in
vitro dbi véi hiu hét cac chung vi khuén sau; tuy nhién, tinh an toan va hiéu qua cua
cefepim trong diéu tri cc nhiém tring 1im sang do nhing vi khuén nay gy ra chua dugce
xac minh trong cic tha nghiém lam sang thich hop va kiém soat tdt.
Vi khuan gram dwong wa khi:
Staphylococcus epidermidis (chi nhimg ching nhay cam methicillin), Staphyvlococcus
saprophyricus, Streptococcus agalactiae.
Luu y: Hiu hét cic ching enterococcus, nhu Enterococcus faecalis, va staphylococcus
khang methicillin da dé khang cefepim.
Vi khudn gram dm ira khi:
Acinetobacter calcoaceticus subsp. Iwoffi, Citrobacter diversus, Citrobacter freundii,
Enterobacter agglomerans, Haemophilus influenzae (ke ca nhitng ching sinh beta-
lactamase), Hafnia alvei, Klebsiella oxytoca, Moraxella catarrhalis (ké ca nhimg chiing
sinh beta-lactamase), Morganeila morganii, Proteus vulgaris, Providencia rettgeri,
Providencia stuartii, Serratia marcescens.
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Luu y: Cefepim khéng c6 tic dung trén nhidu ching Stenon ‘'ophomonas (tén cil 1a
Xanthomonas maltophilia va Pseudomonas maltophilia).

Cde vi khudn ky khi:

Liru y: Cefepim khong ¢ tic dung d6i v6i hdu hét cic ching Clostridium difficile.

CAC DAC TINH DUQC PONG HOQC:
Hp thu:
Néng d6 trung binh trong huyét tuong ciia cefepim va cac thong sé duge dong hoc ciia nd
<au khi 1i&m (Toh mach duoe hién thi trong bang 3.

Bing 3:
Théng sb 500 mg IV 1gIV 291V |
Cornaxe Ug/mL 39,1 (£3,5) 81,7 (+5,1) 1639 (:253) | |
AUC, gidvg/mL | 70,8 (£6,7) 148,5 (+15,1) 284,8 (£30,6) |

Sau khi tiém bip, cefepim dugc hip thu hoan toan. Nong do trung binh trong huyét trong
ciia cefepim & cac thori diém khac nhau sau khi tiém bap liéu duy nhit dugce tm tit & bang

1
-+,

Bing 4:
Théng sb 500 mg [V 1glV 2g1V
Copax, pg/mL 13,9 (£3,4) 29,6 (+4,4) 57,5 (£9,5)
Trax, 20 1.4 (£0.9) 1,6 (+0.4) 1.5 (£0.4)
AUC, gidpg/mL 60,0 (£8,0) 137,0 (£11,0) | 262,0 (+23,0)
Phin phobi:

Thé tich phan phéi trung binh & tinh trang 6n dinh 1a 18.0 (= 2.0)L.. Su lién két véi profein
huyét thanh cia cefepim xdp xi 20% va khang phy thude vio ndng do cia thude trong kﬁe{
thanh.

Cefepim bai tiét vao sira ngudi. Mot tré bi me khoang 1000 ml sira mi ngdy c6 thé nhéan

duge mot lugng cefepim xép xi 0,5 mg mdi ngay.

Chuyén hoa va thai trie:

Cefepim dugc chuyén héa thanh N-methylpyrrolidin (NMP) va chit nay nhanh chéng
chuyén thanh N-oxid (NMP-N-oxid). Lugng cefepim khong déi dugc tim thay trong nudc

tiéu khoang 85% liéu dung. Dudi 1% liéu ding dugce tim thiy trong nudc tiéu dudi dang

NMP, 6,8% dudi dang NMP-N-oxid va 2,5% dudi dang epimer cia cefepim. Do su bai tiét

qua than la con dudng dao thai chu yéu, nén cin phai diéu chinh liéu ding & nhimg bénh

nhan rdi loan chirc néng than va nhimg bénh nhén dang loc mau.

CHI PINH:
Cefepim hydrochlorid dugc chi dinh diéu tri cac nhiém khuén sau do céc chiing vi khuin
nhay cam dugc chi ra dudi day:
NHIEM KHUAN BUONG HO HAP DUGI:
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pneurscniae), cic loai Enterobacter, Escherichia coli, Proteus mirabilis, Streptococcus
pneumoniae, Haemophilus injluenzae (bao gdbm ching san xuvit beta-lactamase),
Haemophilus parainjluenzae va Moraxella (Branhamella) catarrhalis (bao gdbm chiing san
xuét beta-lactamase), bao gém nhiing trudng hop c6 kém theo nhiém khuin huyét. Khi P.
aeruginosa dugc phan ldp hodc nghi ngy, nén két hop véi aminoglycosid hay
fluoroquinolon.

Nhiém tring cip tinh cua viém phé quan man va viém phé quin cip do Streprococcus
pneumoniae, Haemophilus injluenzae (bao gdm ching san xuét beta-lactamase), Moraxella
CBromiimeleg coterrholis (bao gdm ching <an xudt befa-lactamase)

NHIEM TRUNG NIEU:

Nhiém trung dwong tiéu bién ching giy ra boi Escherichia coli, Pseudomonas
aeruginosa, Klebsiella pneumoniae, Proteus mirabilis va céc loai Enterobacter, bao g(}im
nhirng trudng hop ¢6 kém theo nhiém khudn huyét. Khi P. aeruginosa dugce phdn lap hodc
nghi ngdr, nén két hgp voi aminoglycosid hay fluoroquinolon..

Nhiém tring dwong tieu khong bién chirng do Escherichia coli, Proteus mirabilis, cac
loai Klebsiella va cic loai Enterobacter.

NHIEM TRUNG DA VA CAU TRUC DA:

Nhiém khuin niing & da va cu triic ciia da do céc ching Staphylococcus aureus (ching
nhay v&i methicilin) va do céc ching Streptococcus pyogenes nhay cam vai cefepim.
NHIEM TRUNG BUNG:

Nhiém trung bung c6 bién chirng bao gém viém phiic mac va nhiém tring dwing mit

gdy bai Escherichia coli, Pseudomonas aeruginosa nhay cdm: viém phic mac thudng do
nhiéu loai vi khuan va c6 thé la vi sinh vat ky khi nhir 1a cic loai Bacteroid ma khang
cefepim. Khi nghi ng&r vi khudn khang, cefepime nén dugc két hgp véi mot khéng sinh khac
<6 tac Jdung Khéng nhimg vi khudn nay, bao gdm nhing trudng hgp ¢6 kém theo nhiém
khuan huvét. O nhirng bénh nhan ¢6 nguy co bi nhiém tring hén hop ky khi va hléu hi.

trong truong hop 1a Bacteroides fragilis. diéu tri két hop véi mot thube tri vi khudn i
nén duoc khuyén nghi.

LIEU DUNG VA CACH SU DUNG:
Thube nay chi dimg theo sw ké don ciia thay thuéc.
Cach dung:
Tiém tinh mach cham 3 - 5 phat hodc truyén tinh mach, hodc tiém bip sau va liéu luong
cefepim tuy theo mirc d§ nang nhe timg truong hop.

Truyén tinh mach ngat quang: Cho 50 ml dich truyén tinh mach (v.d. dung dich natri clorid
0 9,0, dextrose 5%, Ringer lactat va dextrose 5%) vao binh thudc chita 1 hay 2 g cefepim dé
¢6 ndng dd thude trong img la 20 hay 40 mg/ml; néu pha 100 m! dich truyén tinh mach vao
binh thudc chira 1 hay 2 g cefepim thi s& c6 ndng do twong img |4 10 hay 20 mg/ml. Mot
cach khac la pha 1 hay2 g cefepim (theo nhin dén trén lo thudc) vai 10 ml dich truyén tinh
mach dé c6 dung dich ¢6 nong d thude twong tmg véao khoang 100 hay 160 mg/ml. Lidu
thudc cén dung sé duge tinh va cho vao d|ch truyén tinh mach. Thuc hlf;n uyén tinh
mach ngit quing cefepim trong khoang x4p xi 30 phit.
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Tiém bap: Mudn pha cac dung dich dé tiém bip thi cho 2,4 ml dung méi thich hop (v.d.
nudc cit pha tiém, dung dich natri clorid 0,9%, dung dich glucose 5%, lidocain hydroclorid
0,5 hodc 1%) vao lg thudc ¢6 chira | g cefepim dé tao dung dich cé ndng dé thudc xép xi
280 mg/ml.

Goi ¥ liéu ding:

Piéu tri nhiém khuén ning dudmg niéu c6 bién chimg (ké ca c6 viém bé thin kém theo),
nhiém khuén niing & da va céu tric da: ngudi bénh >12 tudi, cir 12 gio, tiém tinh mach 2 g,

trone ¥ neav
Diéu tri viém phdi nang, ké ca ¢4 nhidm khuan huyét kém theo: 2 g/lan, ngay 2 1in cach
nhau 12 gi&, dung trong 7 - 10 ngay.
Liéu lugng & ngudi suy thdn: Ngudi bi suy than (dé thanh thai creatinin < 60 mi/phit),
ding liéu ban diu bing liéu cho ngudi ¢6 chirc ning thén binh thuémg. Tinh toan liu duy
tri theo dd thanh thai creatinin cia ngudi bénh (do hodc wdc tinh). C6 thé ding cong thirc
dudi day dé udc tinh do thanh thai creatinin (Cler) cua ngudi bénh:
Vi nam gidi:

(140 - s6 wdi) x thé trong (kg)
Cler (ml/phut) = o -

72 x creatinin huyét thanh

V&i nir gidi: Cler (ml/phuat) = 0,85 x Cler nam
(trong d6: Tudi = nam; can nang = kg; creatinin huyét thanh = mg/100 ml).

Cler 30 - 60 ml/phit: Liéu trong 24 gid nhu liéu thudng ding; Cler 10 - 30 ml/phit: Liéu
trong 24 gi&r bang 50% liéu thudmg dung; Cler < 10 ml/phit: Liéu trong 24 gid bang 25%
licu thuong dung.

Vi 68% luong cefepim trong co thé mat di sau 3 gidr loc mau nén dbi voi nguoi bér}.h ng
loc méau thi sau mdi lan loc can bl dép lai bang mét liéu tvong duong véi liéu ban "9(
Ngudi bénh dang tham tach phiic mac ngoai trii thi nén cho liéu thuémg diing cach 4‘}8’ éi(‘!
mot 1an hon |4 cach 12 gio mot 1an.

Do 6n dinh va bao quin

Bao quan thude ¢ nhiét dd dudi 300C va tranh anh sang.

Cac dung dich thuée da pha dé tiém tinh mach hodc tiém bip giir duoc do 6n dinh trong
vong 18 - 24 gior & nhiét do trong phong 200C - 250C; néu dé & ta lanh 20C - 80C thi giir
duoc &n dinh 7 ngay.

Twong ky

Néu ding déng thai cefepim véi aminoglycosid, ampicilin (¢ ndng dd cao hon 40 mg/ml),
metroni-

dazol, vancomycin hoic aminophilin thi phai truyén riéng ré cac thudc trén.

Cefepim tuong hop vdi cac dung dich hodc dung mbi sau: Dung dich natri clorid 0,9%,
glucose 5% hay 10%, dung dich Ringer lactat, natri lactat M/6.

CHONG CHI DINH:
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Chéng chi dinh CEFEPIME GERDA cho nhirng bénh nhin co phan itng qua man cam tirc
thi vai cefepim hodc véi cac khang sinh nhém cephalosporin, penicillin hoic véi cac khang
sinh betalactam khac.

CANH GIAC va THAN TRONG:
CANH GIAC
Truée khi tién hanh tri liéu voi cefepim hydroclorid, nén cén thdn xdc dinh xem bénh nhéan
¢6 phan (g qud man cam trude d6 véi cefepim, céc cephalosporin, penicillin hodc véi cac
ihude khic Khing Néu g hude nay cho nhitmg bénh nhan nhav cdm vii penicitling nén
dung than trong bai vi di img chéo gilra cac khang sinh beta-lactam da duoc chirng minh rd
rang va co thé xay ra dén 10% trén bénh nhan ¢4 tién sir di img penicillin. Néu xay ra phan
{mg di {mg vai cefepim, nén ngung thube. Phan ng qua mén cam cdp tinh nghiém trong ¢
thé cin phai diéu tri véi epinephrin va cic bién phap cip ciru khic, ké ca thé oxy, cdc
corticosteroid, truyén dich tinh mach, tiém tinh mach céc thudc khang histamine, cac amine
tang 4p va md thong dudng thd néu cb chi dinh trén 1am sang.
O nhimg bénh nhéan suy chirc nang thén (thanh thai creatinin <60 ml/phit), nén di€u chinh
lifu cefepim cho thick hop véi sy giam tée 49 dao thai qua gua thin. Do ndng 45 khing sinh
trong huyét thanh kéo dai va ting cao c6 thé xay ra khi dung liéu thong thudng trén nhimg
bénh nhan suy thin hodc c6 cac tinh trang khac c¢é thé lam tén thuong chirc ning thén, nén
giam liéu duy tri khi ding cefepim cho nhimg bénh nhan nhu thé. Liéu ding tiép theo nén
duge xac dinh dya vao mire do suy than, tinh nghiém trong cia nhiém tring, va tinh nhay
cam ctia cde vi khuan gdy bénh.
Viém két trang gia mac da dugce bdo cdo vai gan nhu tat ca cac khéng sinh, ké ca cefepime
va ¢6 thé gioi han & mirc nhe dén nguy hiém tinh mang. Vi vy, cin phai xem xét chin doan
bénh nay & nhiing bénh nhén bi tiéu chay sau hhi dung khang sinh.
Diéu tri bing c4c khang sinh 1am thay d6i hé vi khuan binh thuong & két trang va ¢ @?ﬂ
phép sir tang truéng qua mirc cua Clostridium difficile. Cac nghién ciru da chi ra rang ¥O€ t6
do Clostridium difficile 13 nguyén nhan hang dau gay viém két trang do diing khéng sinh.
Sau khi chin doan viém két trang gia mac da dugc xac lap. nén tién hanh céc bién phap diéu
tri thich hop. Céc trudng hop viém két tring gia mac nhe thudng ddp (ng vdi viée ngung
thube. Céac truong hop tir trung binh dén nang, nén diéu tri bang cach bd sung protein, nudc
va cdc chit dién giai, va didu tri bing mét khang sinh ¢6 hiéu qua trén lam sang déi voi
viém két trang do Clostridium difficile.
THAN TRONG
K& toa cefepim trong trudmg hop chi dinh du phong hodc nhiém tring khong do vi khuan thi
khéng chic dem lai hiéu qua cho bénh nhén va lam ting nguy co phat trién vi khuan dé
khang thudc.
Nhur céc khing sinh phd rong khac, diéu tri cefepim lau dai c6 thé lam tang truéng nhanh
c4c vi khuin khéng nhay cam. Can phai dénh gid l4p lai tinh trang ctia bénh nhan. Néu xay
ra boi nhigm trong qua trinh diéu tri, nén dung bién phap diéu tri thay thé thich hop.
Nhiéu cephalosporin, ké ca cefepim, 1am giam hoat tinh prothrombin. Diéu nay Ia yéu té
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tri mdt dot khdng sinh kée ddi. Nén theo ddi thoi gian prothrombin & nhirng bénh nhir ¢6
nguy co va diing vitamin K ngoai sinh néu c6 chi dinh.

Xét nghiém Coomb truc tiép duong tinh 43 dugc béo cdo trong thoi gian diéu tri voi
cefepim. Trong cdc xét nghiém huyét hoc hodc xét nghiém Coomb trén tré so sinh ma me
ctia chiing diing céc khang sinh cephalosporin trude khi sinh, nén nhan ra ring xét nghiém
Coomb duong tinh ¢6 thé 12 do thude.

Nén cén than khi ké toa cefepim cho nhimng bénh nhén co tién sir bénh duimg tiéu hoa, dac
biét 1a viém két trang.

St dung cho phy nie e thai- Chia ob ahiing nghién ein thich hop va kidm sodl 181 khi
dung cefepim cho phy nir ¢é thai. Do cac nghién ciru vé syr sinh san trén sic vt khdng luén
ludn dir dodn diing cac dap ing cho ngudi, chi nén diing thubc nay trong thai kv néu that su
cAn thiét.

Phu nit cho con bii: Cefepim bai tiét vao sira ngudi & ndng @9 rét thip [0,5 meg/mL]. Thén
trong khi dung cefepim cho phu nir cho con bu.

Tdc dong ciia thude khi ldi xe va van hanh mdy mée: Khong cé tic dong.

TAC DUNG PHU:
Thudng gap, ADR > 1/100
Tiéu héa: ia chay.
Da: Phat ban, dau chd tiém.
ft gap. 1/1000 < ADR < 1/100
Toan than: S6t, nhire dau.
Mau: Tang bach cdu wa acid, gidm bach cau hat, test Coombs truc tiép duong tinh m@?ng
¢6 tan huyét.
Tuén hoan: Viém tic tinh mach (néu tiém tinh mach).
Tiéu hoa: Budn ndn, nén. bénh nim. Candida & miéng.
Da: May day. ngura.
Gan: Ting cic enzym gan (phuc hoi dugc).
Thén kinh: Di cam.
Hiém gap, ADR < 1/1000
l'oan than: Phan tng phan vé, phu, chong mat.
Mau: Giam bach ciu trung tinh.
Tudn hoan: Ha huyét 4p, giin mach.
Tiéu hoa: Viém dai trang, viém dai trang gia mac, dau bung.
Than kinh: Chudt rit.
Téam than: L lan.
Co - xuong: Dau khop.
Niéu duc: Viém am dao.
Mit: Nhin mo.
Tai: U tai.
Théng bdo cho bdc st nhitg tdc dung khing mong muén gap phai khi sie dung thuée.
Hiréng dan cdeh xit tri ADR
Ngimg diing thude.
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Truwdng hop bi viém dai trang gia mac: Ngimg duing cefepim va thay bing thudc khang sinh
thich hop khac (vancomycin); tranh diing cac thude chéng tiéu chay.

TUONG TAC THUOC:
Nén theo dbi cin than chirc nang than néu ding liéu cao aminoglycosid vai cefepim do lam
tang kha nang gy doc tinh trén than va dgc tinh trén tai ctia cdc khang sinh aminoglycosid.
Tinh doc hai trén than da dugc bdo cdo sau khi diing dong thdi cac cephalosporin khac voi
céc thude loi tiéu manh nhur furosemid.
Torerny 1 B’ <é0 mehicém:
Dung cefepim c6 thé cho két qua duong tinh gia khi xét nghiém tim glucose trong nude tiéu
khi dung vién Clinitest®. Nén lam xét nghiém glucose dua trén céc phan (mg enzyme
glucose oxidase (nhu Clinistix® hodc Tcs-Tapca’).

SU DUNG QUA LIEU:
Nén theo ddi cin than va diéu tri hd trg nhimg bénh nhin qua liéu. Trong trudomg hop suy
thén, nén loc mau chir khdng thadm phan phiic mac dé gitp loai cefepim ra khoi co thé.
C6 thé xdy ra qud lidu do v6 tinh néu diing lidu 16n cho nhitng bénh nhén suy gidm chic
ning than. Trong cac thir nghiém 1am sang, qué ligu cefepim xay ra & mot bénh nhan suy
than (thanh thai creatinin <11 ml/phuat) ding liéu 2 g m3i 24 gio trong vong 7 ngay. Bénh
nhan nay biéu hién dong kinh, bénh nao va kich thich than kinh co.

BAO QUAN: Bao quan trong bao bi goc, dudi 30°C, tranh anh sing. Dé xa tim tay ciia ﬁﬁ/,
HAN DUNG: 36 théng ké tir ngdy san xuat.

PONG GOI: Hép gém | lo thiry tinh chira bét tring dén tring nga pha tiém.

TIEU CHUAN CHAT LUQNG: Dugc Dién My.

San xuit bai:
LDP LABORATORIOS TORLAN, S.A.
Dia chi: Ctra. De Barcelona, 135-B, 08290
CERDANYOLA DEL VALLESBareelona)- Spain.

PHO CuC TRUSNG
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