LR D6 thanh thai Nhi&m Khudn de d
CEFTIZOXIM 1 creatinin Nhiém khuan ning 'eT,nh l::n e doa
g (ml/phat) ! ang
THUOC BOT PHA TIEM 79-50 0,5 g mbi 8 gio. 0,75 - 1,5 g méi 8 gio.
Poc ky hu’c'wng dSn‘sﬂ’ dung trwére khi dl‘mg. 49 -5 0,25-0,5¢ médi 12 gio. 0,59-1g méi 12 gio.
Dé xa tam tay tré em. <5 0,5 g mdi 48 gio 0,5 - 1 g méi 48 gio
Thuéc nay chi dung theo don thuéc. hodc 0,25 g moi 24 gio. hoac 0,5 g moi 24 gio.

THANH PHAN CONG THU'C THUOC:

Méilo thubc bot pha tiém chiva:

Thanh phan dwoc chit:
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Thanh phéan ta dwore: Khong co.

DANG BAO CHE:

Thubc bot pha tiem.

Bot két tinh c6 mau trdng dén vang nhat, déng trong lo thay tinh nat kin.

CHIiDINH:

Ceftizoxim dung @& diéu tri cac nhi&m triing gay ra bai vi khun & cac bd phan

khac nhau clia co thé nhu:
Nhidm khudn dwéng hé hap dwéi do Klebsiella spp.; Proteus mirabilis;
Escherichia coli; Haemophilus influenza bao gém ca nhirng dong khang véi
ampicilin; Staphylococcus aureus (ca nhirng dong sinh penicilinase va khong
sinh penicilinase); Serratia Spp-; Enterobacter spp.; Bacteroides spp; va
Streptococcus spp. bao gdm ca S. pneumoniae, nhwng trir enterococci.
Nhiém khuan dwong tiét niéu do Staphylococcus aureus (ca nhirng dong sinh
penicilinase va khong sinh penicilinase); Escherichia coli; Pseudomonas spp.
bao gdm ca P.aeruginosa; Proteus mirabilis; P. vulgaris; Providencia rettgeri
(Proteus rettgeri) va Morganella morganii (Proteus morganii); Klebsiella spp.;
Serratia spp. bao gdm S. marcescens; va Enterobacterspp.
Bénh lau bao gdm ca lau cb t&r cung va niéu dao khdng bién chirng do Neisseria
gonorrhoeae.
Viém vung chau do Neisseria gonorrhoeae, Escherichia coli hoac
Streptococcus agala ctiae.
Nhiém khuén trong 6 bung do Escherichia coli; Staphylococcus epidermidis;
Streptococcus spp. (trr enterococm) Enterobacter spp.; Klebsiella spp.;
Bacteroides spp. bao gdm ca B. fragilis; va cau khuan ky khi bao gbm ca
Peptococcus spp. va Peptostreptococcus spp.
Nhi&m khuén huyét do Streptococcus spp. bao gém ca S. pneumoniae (nhwng
trir enterococci); Staphylococcus aureus (ca nhirtng dong sinh pen|C|I|nase va
khéng sinh penicilinase); Escherichia coli; Bacteroides spp. bao gom ca B.
fragilis; Klebsiella spp.; va Serratia spp.
Nhi&m khuén da va cAu triic da do Staphylococcus aureus (ca nhirng dong sinh
penicilinase va khong sinh penicilinase); Staphylococcus epidermidis;
Escherichia coli; Klebsiella spp.; Streptococcus spp. bao gébm Streptococcus
pyogenes (nhung trir enterococci); Proteus mirabilis; Serratia spp.;
Enterobacter spp.; Bacteroides spp. bao gébm ca B. fragilis; va cau khuan ky khi
bao gdm ca Peptococcus spp. va Peptostreptococcus spp.
Nhi&m khuan xwong khép do Staphylococcus aureus (ca nhitng dong sinh
penicilinase va khong sinh penicilinase); Streptococcus spp. (trtr enterococci);
Proteus mirabilis; Bacteroides spp.; va cau khuadn ky khi bao gém ca
Peptococcus spp. va Peptostreptococcus spp.
Viém mang nao do Haemophilus influenzae. Ceftizoxim cting da diéu tri thanh
c6ng mdt sé ca viem mang ndo do Streptococcus pneumonia & ngudi lon va tré
em.

LIEUDUNG -CACHDUNG:

Liéu dung:
Ngwei lén:

Nhiém khuén duong tiét niéu khong bién chimng: 0,5 g mbi 12 gio, tiém bap

hodc tiém tinh mach.

Bénh ldu khong bién chimg: liéu duy nhét, 1 g tiém bép.

Cac nhiém khuan khac: 1gméi8-12 gio, tiém bép hoac tiém tinh mach.
Trong nhirng trvong hop nhiém khuan nang co the tiémtinhmachliéu2-4g
céach m6i 8 gio; c6 thé tang liéu dén 2 g cach méi 4 gier ddi véi nhizng nhiém
khuén de doa dén tinh mang.

Tré em 6 thang tudi trér 1én: Lidu 50 mg/kg thé trong mdi 6 - 8 givv. Co thé ting
lidu lén dén 200 mg/kg/ngay (khong vwot qua liéu téi da clia nguwdi lon cho cac
nhiém khuan nang).

Bénh nhan suy than: Déi véi bénh nhan suy than can phai giam liéu. Sau khi
dung lidu ban dau 0,5 - 1 g, cac liéu duy tri dwoc didu chinh tly theo do thanh
thai creatinin:

Bénh nhan suy gan: Khong can phai chinh liéu.
Lwu y: Ham luwong ceftizoxim trong s&n phdm nay khéng thich hop dé st dung
cho cac lidu nhé hon 1 g. Béi véi cac lidu nhd hon 1 g, 6 thé st dung cac thube
bot pha tiém cé ham lwong ceftizoxim 0,5 g. Khong khuyén céo ty y chia thubc
nay thanh cac liéu nhé hon.
Cachdung:
Tiém bap: Tiém bap sau vao khdi co twong dbi I&n. Kidm tra dé tranh vo y tiém
vao mach mau. Khi tiém bap lidu 2 g, can phai chia liéu lam dai, tiém vao 2 khéi
co'lén khac nhau.
Tiém tinh mach cham trong téi thiéu 3 - 5 phat
Tiém truyén tinh mach lién tuc hay ngét quang trong 20 - 30 phut.
Dung dich sau khi pha phai ding ngay d& ng&n nglra nguy co' nhiém khuan.
Néu dung dich sau khi pha khéng dwoc st dung ngay thi thdi gian va didu kién
bao quan dung dich la trach nhiém ctia nguwdi st dung.
Thoi gian diéu tri:
Tién trinh didu tri thong thuwdng nén tir 7 - 14 ngay va nén tiép tuc it nhat 48 gior
sau khi chac chan diét hét vikhuan.
Déi véi cac nhiém khuén do lién cau khun tan mau beta diéu tri it nhat 10 ngay.
Hwéng dan cach pha thuéc tiém:
Cach phathuéc:
Dé tranh bién chirng nhi&m khuén khi tiém, phai thue hién thao tac vo tring khi
pha thuéc. Dung dich nén dwoc diing ngay sau khi pha.
Thudc chi dung mét lan, dung dich con thiva phailoai bd.
Tiém bap: Hoa tan 1 g ceftizoxim trong 3 ml nwéc cat pha tiém vo khuan dé
dwoc ndng dé khoang 270 mg/ml. Lac ky dé hoa tan hoan toan.
Tiém tinh mach cham: Hoa tan 1 g ceftizoxim trong 10 ml nwéc cAt pha tiém vé
khuan dé& dwoc ndng do khodng 95 mg/ml. Lic k§ dé hoa tan hoan toan.
Truyén tinh mach lién tuc hodc ngat quang: Hoa tan 1 g ceftizoxim trong 10
ml nwéc cét pha tiém vo khuan. Sau do, pha loang dung dich ceftizoxim trong
50 - 100 mI mét trong cac dung méi twong thich sau:
NaCl0,9%.
Dextrose 5% hoac 10%.
Dung dich Ringer lactat.
Mot sé lwu y dic biét vé xie ly thudc trvdre va sau khi str dung thuéc:
Dung dich thudc sau khi pha khéng dwoc cé tiéu phan nhin thdy bang mét
thwong, khdng bikét taa.
Khong co yéu cau dac biét vé xi Iy thube sau khi sty dung.
CHONG CHiDINH:
Nguwoi bénh di &ng vé&i ceftizoxim, cac khang sinh khac thuéc nhom
cephalosporin ho&c qua man véi bat ky thanh phan nao ctia thube.
CANHBAO VA THAN TRONG KHIDUNG THUOC:
Trwéc khi diéu tri bang ceftizoxim, phai diéu tra ky vé tién s di (’ng clia ngudi
bénh v&i cephalosporin, penicilin hoac thuéc khac. Than trong khi diing thuéc
nay cho bénh nhan man cam véi penicilin. Néu phan trng dj (rng xay ra trong khi
diéu tri béng ceftizoxim, phai ngrng thubc va cé cac bién phap xt tri thich hop
(dung epinephrin, corticosteroid, thubc khang histamin, kiém soat dwdng
thd,...)
Céac khang sinh c6 thé gay viém dai trang gia mac mirc d6 tir nhe dén nang. Do
d6, can phai can nhic dén kha nang nay khi bénh nhan duing ceftizoxim bi tiéu
chay. Néu bénh nhan duoc xac dinh ¢é viém dai trang gid mac do ceftizoxim,
can ngwng ngay thudc va tién hanh cac bién phap diéu tri thich hop (bd sung
dich va chét dién giai, didu tri khang sinh dic hiéu cho viém dai trang do
Clostridium difficile ...)
Than trong khi dung ceftizoxim cho bénh nhan co tién str mac bénh dwdng tiéu
héa, dac biétla viem dai trang.
Chuwa co bang chivng cho thay ceftizoxim gay anh hwdng dén chirc nang than.
Tuy nhién, can theo déi chire nang than clia bénh nhan déc biét khi bénh nang
can dung ceftizoxim lidu t6i da
Dung ceftizoxim kéo dai c6 thé dan dén sw phat trién qua mirc clia cac vi khuan
khéng nhay cam. Can theo déi c&n than va c6 bién phap diéu tri thich hop néu
c6 bdi nhiém xay ra.
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D3 co thong bao cephalosprin lam giam hoat tinh prothrombin & ngwdi bénh.
Nhitng ngudi c6 yéu td nguy co bao gdm bénh nhan bj suy gan, suy than, suy
dinh du’ong hoac dang diéu tri kéo dai véi khang sinh va bénh nhan da dwoc
diéu tri én dinh nhe mét thude chong dong. Do do, can giam sat thoi gian
prothrombin & nhitng bénh nhan cé yeu té nguy co va bd sung thém vitamin K
néucan.
Nguw&i cao tudi: Chuwa co cac nghién clru lam sang day du cho thay co sy khac
nhau vé dap (ng cltia bénh nhan tir 65 tudi tré 1&n véi cac dbi twong tré hon khi
sw dung ceftizoxim. Cackinh nghlem Iam sang cho thay khéng cé sy khac nhau
vé dap tng glwa ngudi cao tudi va cac bénh nhan tré hon. Nhin chung, do
nguwoi cao tudi thuwdng bi suy gidm chirc gan, than hoéc tim mach va co6 nhiéu
bénh déng thoi hodc dang diéu tri véi cac thude khac nén khi chi dinh liéu cho
ddi twong nay can than trong va bat dau bang lidu thap nhét caa khoang lidu
cho phép.
Tré em: Do an toan va hiéu qua cla thudc khi dung cho tré em duw6i 6 thang tudi
chwa duoc xac dinh. Dung ceftizoxim cho tré em 6 thang tudi tré 1&n c6 thé gay
t&ng thoang qua ndng dé té bao wa eosinophil, AST (SGOT), ALT (SGPT) va
CPK (creatin phosphokinase). Sy tdng CPK c6 thé lién quan dén viéc dung
thudc theo dwdng tiém bép.
SUDUNG THUOC CHO PHU N¥ CO THAIVA CHO CON BU:
Strdung thuéc cho phu niv cé thai:
Chua co cac nghién clru day dd va co kiém soat vé viéc st dung thuéc cho phu
ni» mang thai do d6 chi diing ceftizoxim trong thdi ky mang thai khi that can thiét.
Strdung thuéc cho phu nircho con bu:
Ceftizoxim dworc bai tiét trong si*a me & ndng dé th&p. Can than trong khi ding
ceftizoxim & phu nt» dang cho con bu.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY
MOC:
Chuwa c6 bang chirng cho thay ceftizoxim &nh huwéng dén kha nang lai xe va van
hanh may moc.
TUONG TAC, TUONG KY CUATHUOC:
Twong tac cuathuée:
Méc dii chwa co bao cao xay ra vai ceftizoxim, nhwng khi diing déng thoi cac
cephalosporin khac v&i aminoglycosid gay tang doc tinh trén than.
Probenecid lam gidm d thanh thai & than cla ceftizoxim.
Anh hwéng dén cac xét nghiém lam sang:
Ceftizoxim c6 thé gay dwong tinh gia:
Ther nghiém Coombs.
Céc xét nghiém glucose trong nwéc tiéu bang phuong phap phi enzym (nhw
phuwong phap Clinitest, dung dich Benedict, hodc dung dich Fehling). Cac
phwong phap xét nghiém dung enzym glucose oxidase (nhu Clinistix hodc
TesTape) khong bi anh hwéng béi thube.
Twong ky cua thuée:
Ceftizoxim khéng nén thém vao cac san phdm mau, phan giai protein hodc
amino acid.
Khéng trén 1an thubc véi cac khang sinh nhém aminoglycosid.
TAC DUNG KHONG MONG MUON CUA THUOC:
Nhin chung ceftizoxim dwoc dung nap tot.
Thwong gap (ty 1€ 1-5%):
Phén (rng mé&n cdm: Ban da, ng(va, sbt.
Gan: Tang ndng d6 AST (SGOT), ALT (SGPT) va phosphatase kiém thoang
qua.
Huyét hoc: Tang thoang qua bach cau wa eosin, ting tiéu cau, thir nghiém
Coombs dwong tinh.
Ché tiém: Rat, viem md té bao, viém tinh mach khi tiém tinh mach, dau, chai
_clrng, mém da, dicam.
It gap (dwéi 1%):
Phan trng mén cdm: Té va phan (rng phan vé.
Gan: Tang ndng d6 bilirubin.
Thén: Tang nong do BUN va creatinin.
Huyethoc Th|eu mau (bao gdm thiéu mau tan huyét cé thé dan dén t& vong),
gidm bach cau, tiéu cau.
Sinh dyc tiét niéu: Viém am dao.
Tiéu héa: Tiéu chay, budn non va nén. Triéu chwng clia viém dai trang gia mac
(dau bung, tiéu chay, budn non, ndn...) c¢é thé xuat hién trong hodc sau khi diéu
tri bang ceftizoxim.
Ngoai ra, bénh nhan c6 thé gap phai mot sb tac dung khong muén khac cia
khang sinh nhoém cephalosporin khi str dung ceftizoxim nhw: Hoi chirng
Stevens-Johnson, ban d& nhiéu dang, hoai t& da nhiém déc, phan trng giong
bénh huyét thanh, déc tinh véi than, thiéu mau bét san, xuét huyét, kéo dai thei
gian prothrombin, tang LDH, gidm toan huyét ciu va co giat.

Théng bao ngay cho bac sy hoac dwoc sy nhirng phan trng c6 hai gap phai
khi str dung thuéc.
QUALIEU VA CACHXU TRI:
Qua lidu:
Chura c6 bat ki bao céo nao vé truong hop qua liéu ceftizoxim. Vi vay, hién
chwa co thong tin ve triéu chirng hay cach diéu tri.
Khdng co di liéu vé st dung thudc qué lidu, khong dung qua liéu chi dinh clia
thubc.
Cach xtp tri:
Trong tréng hop nghi nge qua liéu, nén ngtrng duing thuéc, diéu tri triéu chirng
va ap dung cac bién phap hd tro’ can thiét. Co thé giam ndng do ceftizoxim trong
huyét thanh bang cach loc mau.
DPAC TiNH DUQ'C LU'C HOC:
Nhom dwoc ly: Khang sinh nhém cephalosporin.
M&ATC: J01DDO07.
Ceftizoxim la mot khang sinh cephalosponn ban tong hop thé hé thir ba. Thube
6 tac dung diét khuén do Grc ché sw téng hop thanh té bao vi khuén. Ceftizoxim
c6 tac dung tét v&i nhidu ching vi khudn hiéu khi va ki khi san sinh beta-
lactamase (penicilinase va cephalosporinase)
Phé khang khuan:
Vi khuan Gram dwong hiéu khi: Staphylococcus aureus (ca nhivng dong
sinh penicilinase va khdng sinh penicilinase), Staphylococcus epidermidis
(ca nhirng dong sinh penicilinase va khong sinh penicilinase), Streptococcus
agalactlae Streptococcus pneumoniae, Streptococcus pyogenes.
Vi khudn Gram am hiéu khi: Acinetobacter spp., Enterobacter spp.,
Escherichia coli, Haemophilus influenzae (ca nhitng dong khang ampicilin),
Klebsiella pneumoniae, Morganella morganii (Proteus morganii), Neisseria
gonorrhoeae, Proteus mirabilis, Proteus vulgaris, Providencia rettgeri
(Proteus rettgeri), Pseudomonas aeruginosa, Serratia marcescens.
Vi khuan ky, khi: Bacteroides spp., Peptococcus spp., Peptostreptococcus
spp.
Céac chling vi khuan dé khang: hau hét cac chiing Enterococcus faecalis (trudc
day 1a S.faecalis), cac tu cau khuén khang methicilin.
Co ché dé& khang thuéc clia vikhuén:
San sinh enzym B-lactamase phé rong (ESBLs) gay phan hiy hoéc lam bét
hoatkhang sinh.
Bién ddi cac protein gan penicilin (PBPs), do dé lam gidm ai lwc cla
ceftizoxim tai vi tri tac dung.
Thay dbi tinh thAm clia thanh t& bao vi khuan Gram am, do d6, lam han ché sw
gén két clia ceftizoxim véi PBPs.
Bom thuéc ra khdi té bao vikhuan.
Vikhuan co thé c6 mét hodc ddng thoi nhiéu co ché khang thube.
DAC TiINHDU'Q'C DONG HOC:
Sau khi tiém bap liéu 0,5 g va 1 g, néng dé dinh trung binh trong huyét thanh
twong &ng 1a 14 meg/ml va 39 mcg/ml dat dwoc sau 1 gior. D6 vai lidu tiém tinh
mach 2 g, ndng d6 dat dwoc ngay sau khi tiém & 132 mcg/ml va con lai 54
mcg/mlsau 1gio.
Ceftizoxim dwoc phan phéi rong rai trong cac mé va dich co thé. Thubc dat
ndng do diéu tri trong dich n&o tly khi mang néo bj viém. Ceftizoxim di qua nhau
thai va tiét vao stra me véi néng do thap. Khoang 30% ceftizoxim dwoc gén két
véi protein huyét twong.
Ceftizoxim khong bj chuyén héa. Thubc dwoc bai xut dwdi dang khong ddi qua
loc cAu than va bai tiét & 6ng than. Thoi gian ban thai ctia ceftizoxim 1a khoang
1,7 gio, kéo dai & tré so sinh va bénh nhén suythan Gan nhw toan bd lidu dwoc
bai tiét trong nuéc tiéu trong vong 24 gi¢r st dung. Ceftizoxim c6 thé dwoc loai
khai co thé bang cachloc mau.

QUY CACHDPONG GOI:
Hop 11o.
Hop 101o.

DIEU KIEN BAO QUAN: Khdng qua 30°C, tranh &m va anh sang.
HAN DUNG: 24 thang k& tir ngay san xuét.
TIEU CHUAN CHAT LUQNG CUA THUOC: Tiéu chuan: USP.
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