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CEFOPERAZONE 1000

Cefoperazon natri twong trng v&i
1000mg cefoperazon

CEFOPERAZONE 2000

Cefoperazon natri twong trng véi
2000mg cefoperazon

Dé xa tam tay tré em.

Poc ky hwéng dan st dung trwéc khi
dung.

Thuéc nay chi dung theo don thuéc.
Théng bao ngay cho Bac sy hoac Dwoc
sy nhi’ng phan rng c6 hai gap phai khi
str dung thuéc.

Thanh phan:

Thanh phan dwoc chéat: M6i lo chira:
CEFOPERAZONE 1000: Cefoperazon
natri twong (rng vé&i 1000mg cefoperazon.
CEFOPERAZONE 2000: Cefoperazon
natri twong (rng v&i 2000mg cefoperazon.

Dang bao ché: Bot pha tiém.
Mb ta dac diém cua thudc: Thudc bot vo
khuan pha tiém mau trdng dén vang nhat,
dong trong lo thay tinh trung tinh, day kin
b&ng nut cao su va ndp nhom.

Chi dinh:

Don tri liéu

Cefoperazon dugc chi dinh trong diéu tri
nhirng bénh nhiém khuén sau day do cac
chding nhay cadm véi thubc gay ra:

- Nhiém khuén dwong hé hép trén va duéi.
- Nhiém khudn dwong tiét niéu trén va
duoi.

- Viém mang bung, viém tGi mat, viem éng
mat va cac nhiém khuédn khac trong 6
bung.

- Nhiém khuén huyét.

- Nhiém khuén da va mé mém.

- Nhiém khuén xwong khop.

- Bénh viém khung chau, viém ndi mac ttr
cung, bénh 1au va cac nhiém khuan khac &
dwong sinh duc.

Dw phong

C6 thé dung natri cefoperazon dé& duw
phong nhiém khuan hau phau & bénh nhan
ph&u thuat vang bung, phu khoa, tim mach
va chinh hinh.

Tri lidu phéi hop

Vi cefoperazon cé phd hoat tinh rong, nén
dung don ddc khang sinh nay ciing co thé
la gi @& diéu tri nhiéu bénh nhiém khuén.
Tuy nhién, ciing c6 thé phéi hop véi cac
khang sinh khac khi cé chi dinh. Néu phéi
hop véi moét aminoglycosid, thi can theo
déi chirc nang than trong qua trinh diéu tri.

Liéu dung, cach dung:

Liéu dung:

Nguoi I6n:

Liéu thwong ding hang ngay cho ngudi
I&n 1a 2-4 g/ngay, chia 2 lan (m6i 12 gior
tiém mot 1an). Néu nhiém khuan nang, cé
thé ting liéu 8 g/ngay, chia 2 1an (moi 12
gio tiém mot 1an). Liéu dung 12 g/ngay chia
3 1an (mbi 8 gid tiém mot 1an) va liéu lén t&i
16 g/ngay chia nhiéu lan da dwoc st dung
ma chwa thdy co bién chirng gi. Co thé
kh&i dau didu tri trwdc khi cé két qua xét
nghiém v& dé nhay cam.

Liéu khuyén céo dung trong viém niéu dao
khong bién chirng do lau cau 1a tiém bap
liéu duy nhat 500 mg.

Nén tiém bap sau, chd co lwong co rong &
mong hodc bap dui phia trudc.

St dung & bénh nhén réi loan chirc ndng
gan:

Can diéu chinh liéu diing trong treéng hop
tAc mat nghiém trong hodc bénh gan néng
ho&c ddng thei cé réi loan chirc nang than.
Trong nhirng trwong hop nay, khdng duoc
dung liéu vwrot qué 2 g mbi ngay ma khéng
theo doi chat ché n6ng do cefoperazon
trong huyét thanh.

Str dung & bénh nhén réi loan chirc ndng
than:

Vi than khéng phai la con dwong dao thai
chinh cta cefoperazon, nén khong can
didu chinh lidu & bénh nhan suy than néu
chi dung lidu théng thuong la 2-4 g/ingay.
V6i ngudi ¢6 mic loc cau than < 18
ml/phat hodc néng dd creatinin huyét thanh
> 3,5 mg/dL thi liéu t6i da clia cefoperazon
nén la 4 g/ngay.

Thoi gian ban thai clia cefoperazon giam
nhe khi thdm tach mau, vay can diéu chinh
lidu theo cac giai doan cla qua trinh loc
mau.

Str dung & bénh nhén réi loan chirc ndng
gan va than dbéng thoi:

O nhitng bénh nhan rdi loan chirc ndng
gan kém theo suy than, can theo déi néng
do cefoperazon trong huyét thanh va diéu
chinh liéu dung khi can. Khéng dwoc vwot
qua 2 g/ngay ma khong theo déi chat ché
ndng d6 trong huyét thanh.

Tré nhd nhi va tré nhé:

& tré nhii nhi va tré nhd, lidu cefoperazon
50-200 mg/kg/ngay nén dwoc chia lam 2-3
l&n (mbi 8-12 gi®v). Liéu tbi da khong duoc
vuwot qua 12 g/ngay.

St dung & tré so sinh:

Vi tré < 8 ngay tudi, nén dung thuéc méi
12 gio.

Tiém truyén tinh mach & nguoi I6n va tré em:
Khi tiém truy&n tinh mach tryc tiép thi lidu
tdi da cefoperazon la 2 g cho ngudi Ién va
50 mg/kg cho tré em.

Duw phong phéu thuét:

Dé du phong phau thuat, nén tiém truyén
tinh mach 1-2 g trwéc khi phau thuat 30-90
phut. Trong hau hét cac trwdng hop cé thé
nhéc lai liéu nay méi 12 gi® trong khong
qua 24 gid. Trong phau thuat da biét 1a cé
ty 1& nhiém khuan cao hon (nhw phau thuat
dai trwc trang) hodc khi xay ra nhiém khuan
c6 thé gay nguy hai dac biét (vi du phau
thuat tim hé va phau thuat tao hinh khép),
thi can dung tiép tuc cefoperazon dw
phong trong 72 gi& sau khi hoan thanh
ph&u thuat.

Cach dung:

- Tiém bap sau.

- Tiém truyén tinh mach gian doan (khoang
15-60 pht).

- Tiém truyén tinh mach lién tuc.

- Mac du cefoperazon da dwgc tiém tinh
mach trwc tiép cham trong vong 3-5 phut
(nhwng cac nha san xuét khong khuyén
cdo dung thudc nay theo dwéng tiém tinh
mach, tryc tiép nhanh).

Hwéng dan pha thuéc trwéc khi st
dung:

Phai thyc hién thao tac vo trung khi pha
thubc. Dung dich sau khi pha nén dung
ngay dé tranh nguy co nhiém khuan.

Khi hoa tan cefoperazon & ndng dd cao
vuwot qua 333 mg/ml, can phai l&c manh va
lau. Do tan ti da khoang 475 mg/ml.
Chudn bi dung dich tiém bdp: St dung
dung méi thich hop dé pha dung dich thubc
tiém bap. Trong truéng hop pha dung dich
tiém bap cé ndng dd dung dich trén 250
mg/ml, nén pha vé&i dung dich tiém lidocain
hydroclorid 0,5%. Quy trinh pha lodng nhw
sau: dau tién thém lwong nwdc cat pha
tiem can thiét va l&c cho thudc tan hoan
toan, sau do thém Iwgng lidocain 2% va l&c
tron déu.

Céach tién hanh nhu sau:

. The

R . . a Theé tich | |
Ham Nong do Thé tich i .| tich lay

.. | Lidocain
lwong | Cefoperazon | nwéc cat 2% ra

° | aé tiem

y 333 mg/ml 2,0ml 0,6 ml 3ml

g 250 mg/ml 2,8ml 1,0ml 4 ml

2 333 mg/ml 3,8 ml 1,2ml 6 ml

g 250 mg/ml 54 ml 1,8 ml 8 ml

Khi st dung dung moi pha loang thich hop
khac:

Ha ] Thé tich | Thé tich
am b 6 3
Nongdé | i ngdich | ldyra
lwong | Cefoperazon .
thém vao | dé tiém
] 333 mg/ml 2,6 ml 3ml
9 250 mg/ml 3,8 ml 4 ml
5 333 mg/ml 5,0 ml 6 ml
g 250 mg/ml 7,2ml 8ml

Chuén bi thuéce tiém truyén tinh mach:
Dung dich thich hop cho tiém truyén tinh
mach:

- Dextrose 5%

- Dextrose 10%

- Natri clorid 0,9%

Dau tién, dung mat thé tich téi thiéu 2,8 ml
dung dich pha lodng thich hop dé hoa tan
méi gram cefoperazon, d& dé& hoa tan hon
c6 thé khuyén céo dung 5 ml dung dich pha
lo&ng thich hgp cho mdi gram bét thudc.
Sau do, toan bd dung dich thu duwgc sé
duwoc pha loang tiép dé dung trong cac
trwdng hop sau day.

Tiém tinh mach:

Pha lo&ng tiép v&i dung méi thich hop dé
dat ndng do cudi cung la 100 mg/ml va tiém
trong khodng thoi gian it nhat la tv 3-5
phat.

Truyén tinh mach:

Chuan bj thuéc tiém truyén tinh mach:
ndng d6 khoang 2 mg/ml - 50 mg/ml dwoc
khuyén cao dung tiém truyé&n tinh mach.
Truyén tinh mach khong lién tuc: Pha loang
tiép trong 20-40 ml dung dich pha loang
thich hop va tiém truyén trong khoang thoi
gian tir 15 dén 60 phut.

Truyén tinh mach lién tuc: Sau khi pha
lodng, ndng d6 cubi cling dat dwoc khodng
2-25 mg/ml dwoc dung dé tiém truyén tinh
mach.

X ly thubc sau khi st dung: “Khoéng cé
yéu cau déc biét v& xt¥ ly thudc sau khi st
dung.”

Lwu y: Dung dich thubc sau khi pha xong
nén st dung ngay. Néu chua ding ngay,
khuyén céo khéng dwoc dé qua 8 gio &
nhiét dé phong 25°C hoac khéng qua 24
gio & nhiét d6 2-8°C va bdo quan trong
diéu kién vo tring.

Chéng chi dinh:
Tién st di rng v&i cefoperazon va khang
sinh nhdm cephalosporin.

Canh bao va than trong khi dung thuéc:
Trwdc khi bat dau didu tri bang
cefoperazon, phai diéu tra ky vé tién st di
rng clia ngwoi bénh vé&i cephalosporin,
penicillin hoac thubc khac.

Phan trng chéo qua man (bao gdm séc
phan vé) xay ra trong sb cac nguoi bénh di
rng v&i cac khang sinh nhém beta-lactam,
nén dung cefoperazon phai than trong,
theo déi cac dau hiéu va trieu chirng sbc
phan vé trong lan dung thubc dau tién, va
san sang moi ther dé diéu tri séc phan vé
néu ngwdi bénh trwdc day da di ing voi
penicillin. Tuy nhién, v&i cefoperazon phan
ng qua man chéo vdi penicillin ¢ ty 1&
thap.

S dung cefoperazon dai ngay co thé lam
phat trién qua mlrc cac chiing khéng nhay
cdm. Can theo déi ngudi bénh can than.
Néu bi bodi nhiém, phai ngirng st dung
thuéc.

Da cé bao cao viém dai trang mang gia khi
st dung cac khang sinh phd rong; vi vay
can phai quan tam t&i viéc chan doan bénh
nay va diéu tri véi metronidazol cho ngudi
bénh bj fa chdy nang lién quan t&i st dung
khang sinh. Nén than trong khi ké don
khang sinh phd rong cho nhirng ngudi
bénh c6 bénh dwong tiéu héa, dac biét la
bénh viém dai trang.

Cefoperazon co chira chubi
N-methylthiotetrazol, ciu truc lién quan toi
gidm prothrombin huyét. Gidm prothrombin
huyét dwoc bao cao da thdy trén ngudi
bénh ding cefoperazon nhwng hiém khi
gay chdy mau. Can theo d&i thdi gian
prothrombin & nguwoi bénh coé nguy co
gidm prothrombin huyét va s dung vitamin
K néu can. D&c biét theo déi ham Ilwong
prothrombin & ngwdi bénh bj réi loan hap
thu hoac dwogc nudi an qua dwong tinh
mach, néu can dung thém vitamin K.

Str dung thubc cho phu ni¥ cé thai va
cho con bu:

Thoéi ky mang thai:

Cac nghién ctru vé& sinh san trén chuot
nhat, chu6t céng va khi khong cho théy tac
dong ¢ hai cho kha nang sinh san hoac cé
hai cho bao thai. Cephalosporin thwong
dwoc xem la st dung an toan trong khi co
thai.

Tuy nhién, chwa c6 ddy da cac cong trinh
nghién clru co kiém soat chat ché trén
ngwdi mang thai. Vi cac nghién cu trén

suc vat khong phai luén ludn tién doan
dwoc dap trng clia ngwoi, chi nén dung
thudc nay cho ngudi mang thai néu that
can thiét.

Thoi ky cho con bu:

Cefoperazon bai tiét vao stra me & ndng do
thé&p (vao khoang 0,4-0,9 microgam/ml sau
khi tiém truyén liéu 1g). Nhitng anh hwdng
trén tré dang bu me chua dwoc biét, xem
nhw ndng d6 thap nay khong co tac dong
trén tré dang bu me, nhwng can than trong
khi str dung cefoperazon cho nguwdi dang
cho con bu, dac biét trong trvo'ng hop tré bi
tiéu chay, twa, ndi ban.

Anh hwéng cua thudc 1én kha ning lai
xe va van hanh may méc:

S dung dwgc cho nguwoi lai xe va van
hanh may mac.

Twong tac, twong ky, cta thudc:

Twong téc cla thube:

C6é thé xdy ra cac phan ng giéng
disulfiram vé&i cac triéu chirng dac trung
nhw dd birng, ra md héi, dau dau, budn
ndn, ndn va nhip tim nhanh néu udng rwou
trong vong 72 gi® sau khi dung
cefoperazon.

S dung déng thoi aminoglycosid va mot
sb cephalosporin c6 thé lam tang nguy co
doc voi than. Mac du téi nay chwa théy xay
ra voi cefoperazon, can theo d&i chirc
nang than cla nguwdi bénh, dac biét la
nhitng ngwoi suy than ding ddng thoi
cefoperazon va aminoglycosid. Néu
cefoperazon dwoc dung ddng thdi véi cac
khang sinh nhém aminoglycosid thi nén
tiém tach riéng.

Hoat tinh khang khuén cta cefoperazon va
aminoglycosid in vitro c6 thé cong hodc
hiép déng chéng mét vai vi khudn Gram am
bao gbm Paeruginosa va Serratia
marcescens; tuy nhién sy hiép ddng nay
khong tién doan dwoc. Néi chung khi phoi
hop cac thudc d6 can xac dinh in vitro tinh
nhay cdm cla vi khudn déi véi hoat tinh
phdi hop clia thubc.

St dung ddng thdi véi warfarin va heparin,
c6 thé 1am tang tac dung gidam prothrombin
huyét clia cefoperazon, tdng nguy co chay
mau.

Khi dung déng thoi véi cac thube doc cho
gan, can theo d&i chirc nang gan.

Khéng gibng nhw  d6i  véi  cac
cephalosporin khac, probenecid khdng gay
anh hwéng gi dén do6 thanh thai
cefoperazon qua than.

Cefoperazon c6 thé 1am gidm hoat lwc clia
véc xin thwong han.

Cefoperazon c6 thé gay két qua dwong
tinh gid khi xac dinh glucose trong nwéc
tiéu.

Twong ky cla thube:

C6 twong ky vé vat ly gitra cefoperazon va
aminoglycosid. Néu st dung két hop
cefoperazon va aminoglycosid, cac thudc
nay phai dung riéng ré.

Tac dung khéng mong muén cua thuéc:
Bang cac Tac dung khéng mong mudn:

Phan ";;;“
::zlo Rat tghél;o'ng Thu’c‘m‘g gap 2 Chuwa xac
hé cor >1/10 21/100 den < 1/10 1/1000 dinh
¥ - den <
quan 1/100
R&i Giam Giam bach cau Giam
loan hemoglobin trung tinh prothrombin
mau va huyét Két qua nghiém huyét
hé Giam phap Coombs
bach hematocrit trwee tiép dwong
huyét tinh
Giam tiéu cau
Téng bach cau
wa eosin
Réi Qua man
loan hé Phan trng
mién dang phan
dich vé (bao
gom ca
sOc)
ROi Viém tinh mach Xuat huyét
loan tai chd tiém
mach truyén
mau
Réi Tiéu chay Nén Viém dai
loan hé trang gia
tiéu mac
héa
ROi Tang aspartat
loan aminotransferase
gan- Téang alanin
mat aminotransferase
Tang
phosphatase
kiém trong mau
Vang da
ROi Ngtra Hoi chirng
loan da Mé day Stevens-
va mé Ban san (Rash Johnson
duwoi maculopapular) Hoai tir
da biéu bi
nhiém doc
Céc Pau
tinh tai chd
trang tiém
tai ché Sét
tiém va
céc rbi
loan
chung
Phan loai CIOMS 11l vé tan suat: R&t thuong gap = 1/10 (210%),
Thuwong gép 21/100 dén <1/10 (21% va <10%), Hiém gap
>1/1000 dén <1/100 (20,1% va <1%). Chwa xac dinh dwoc tan
suét (khdng thé wéc tinh dwoc tir die liéu s&n cd).

Théng bdo ngay cho bac sy hodc dwoc
sy nhiing phén trng c6 hai gap phéi khi
str dung thuéc.

Qua liéu va cach xu tri:

DAu hiéu

Cac triéu ching qua lidu bao gébm tang
kich thich than kinh co, co giat dac biét &
ngwoi bénh suy than.

Cach xur tri

X0 tri qua liéu can can nhac dén kha nang
qua lidu ctia nhiéu loai thubc, sw twong tac
thudc va dwoc dong hoc bat thuwong cla
nguwoi bénh.

Bao vé duwdng ho hdp cla ngudi bénh, hd
tro théng khi va truyén dich. Néu nguoi
bénh phat trién cac con co giat, nglrng
ngay st dung thubc; co6 thé st dung liéu
phap chéng co giat néu co chi dinh vé lam
sang. Thdm phan mau cé thé co tac dung
giup thai loai thubc khdi mau, ngoai ra phan
I&n cac bién phap la diéu tri hd tro hodc
chira triéu chirng.

Dworc Iwc hoc:

- Nhém dugc ly: Khang sinh nhém
cephalosporin thé hé 3.

- MaATC: JO1DD12.

Co ché hoat déng:

Cefoperazon cé tac dung diét khuan do
gan vao té bao vi khuan, rc ché su téng
hop thanh cda té bao vi khudn dang phat
trién va phan chia gay chét té bao.
Cefoperazon c6 tac dung twong tw
ceftazidim, nhwng kém ceftazidim doéi chut
vé& hoat tinh déi v&i mot  sbd
Enterobacteriaceae.

Cefoperazon c6 tac  dung voi
Pseudomonas aeruginosa, tuy vay kém
hon so v&i ceftazidim. Cefoperazon rat bén
virng ddi v&i nhidu beta-lactamase clia hau
hét cac vi khudn Gram am, nhung so v&i
cefotaxim lai d& bi thiy phan hon b&i moét
sb beta-lactamase.

Co ché khang thubc: 3 co ché chinh khang
cefoperazon:

- Bién ddi dich dén PBP, thwdng xay ra & vi
khuan Gram dwong.

- Tao ra beta-lactamase phé réng hoac
biéu hién gua murc cla cac beta-lactamase
xac dinh nhiém sac thé (chromosomally
determined beta-lactamases) trong vi
khu&n Gram am.

- Giam hép thu hodc tang thai & mot sb vi
khu&n Gram am.

Phé tdc dung cua cefoperazon réng,
bao gém:

Céac vi khudn wa khi Gram dwong:
Staphylococcus aureus, cac ching san
xuat hodc khong san xudt penicillinase,
S.epidermidis, Strept.pneumoniae,
Strept.pyogenes (Strept. huyét tan beta
nhém A), Strept.agalactiae (Strept. huyét

tan beta nhém B); Enterococcus
(Strept.faecalis, Strept.faecium va
Strept.durans).

Céac vi khuadn wa khi Gram am: E.col,
Klebsiella spp. (bao gdm K.pneumoniae).
Enterobacter spp., H.influenzae, Proteus
mirabilis, Proteus vulgaris, Morganella
morganii (trwéc day la Proteus morganii),
Providencia rettgeri (trwéc day la Proteus
rettgeri); mot sd ching Acinetobacter
calcoaceticus; Neisseria gonorrhoeae.

Vi khuén ky khi: Cu khudn Gram duong
(bao gdém Peptococcus va
Peptostreptococcus);  Clostridium  spp.,
Bacteroides fragilis; cac chiing Bacteroides
khac.

Cefopeazon ciing ¢cé tac dung in vitro dbi
v&i nhiéu loai vi khudn gay bénh khac tuy
chwa rd vé y nghta Iam sang. Céac vi khuan
nay gdm cé: Salmonella va Shigella spp.,

Serratia  liquefaciens,  N.meningitidis,
Bordetella pertussis, Yersinia
enterocolitica, Clostridium difficile,

Fusobacterium spp., Eubacterium spp. va
cac ching H.influenzae va N.gonorrhoeae
san xuét beta-lactamase.

Tac dung cla cefoperazon tang 1én khi
phdi hop vé&i sulbactam Ia chat (rc ché
beta-lactamase, diac biét déi  voi
Enterobacteriaceae va Bacteroides spp.,
nhwng phéi hop nay khéng cé tac dung déi
v&i Pseudomonas aeruginosa da khang
thubc.

Dwoc dong hoc:

Hép thu:

Cefoperazon khéong hap thu qua dudng
tiéu hda nén phai dung dwong tiém.

Phan bé:

Cefoperazon phan bé rong khép trong cac
md va dich cua co thé. Thé tich phan bd
biéu kién cla cefoperazon & nguoi I&n
khoang 10-13 lit’kkg, va & tré so sinh
khodng 0,5 lit’kg. Cefoperazon thwdng
kém tham nhap vao dich nao tly, nhwng khi
mang ndo bj viém thi ndng do tham nhap
thay doi. Cefoperazon qua nhau thai va bai
tiét vao siva me & ndng do thap.

Chuyén héa:

Thubc tiém cefoperazon la dang muéi natri
cefoperazon. Tiém bap céac liéu 1 g hodc 2
g cefoperazon, ndng dd dinh huyét twong
twong tng la 65 va 97 microgam/ml sau 1
dén 2 gi®. Tiém tinh mach, 15 dén 20 phut
sau, ndng do dinh huyét twong gap 2-3 1an
ndng dod dinh huyét twong cua tiém bap.
Nira doi cla cefoperazon trong huyét
twong la khodng 2 gi®, thoi gian nay kéo
dai hon & tré so sinh va & ngwoi bénh bi
bénh gan hoac dwong mat. Cefoperazon
gén két voi protein huyét twong tir 82 dén
93%, tly theo ndng do.

Thai tree:

Cefoperazon thai trir chdi yéu & mat (70%
dén 75%) va nhanh chéng dat dwoc néng
dd cao trong mat. Cefoperazon thai triv
trong nuwéc tidu chl yéu qua loc cau than.
Dén 30% lidu st dung thai trlr trong nwéc
tidu & dang khéng ddi trong vong 12 dén 24
gi®; @ ngwoi bi bénh gan hodc mat, ty 1é
thai trlr trong nwéc tiéu tang.

Quy cach dong goi:
Hop 1 lo.
Hop 10 lo.

Diéu kién bao quan, han dung, tiéu
chuan chét lwong cta thudc:

Diédu kién bdo quan: Bao quan noi kho
thoang, tranh anh sang, nhiét d6 dudi
30°C.

Han dung: 24 thang k& tlr ngay san xuét.
Tiéu chuan chét lwong: USP.

Tén, dia chi cia co’ s& san xuat thudc:
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