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HUGNG DAN SU DUNG THUGC

SULRAAPIX 1,5¢

(Cefoperazone 1g / Sulbactam 0,5g)

Thudt bén theo dan. Boc k§ hudng ddn s dyng trude khi ding.
Néu cdn thém théng tin xin hi v kién bdc sT. D& xa tdm tay tré em.

THANH PHAN: MBi lo thudc b6t pha tiém 1y 18 2:1 chia:
Duge chat: Cefoperazone natri (Cefoperazone sodium) tudng duong cefoperazone 19
Sulbactam natri (Sulbactam sodium) tuong duong sulbactam 0,59
CHI BINH
Don trf ligu:
Cefoperazone/Sulbactam dugc chi dinh trong c4c truéng hgp nhiém khudn do nhiing vi khudn nhay cdm sau déy:
- NhiEm khufn dudng ho hdp (trén va dudi).
- Nhiém khudn dudng tiét niéu (trén va dudi).
- Viém phic mac, viém tii mat, viém dutng mat va cic nhiém khudn khéc trong 6 bung.
- Nhiém khudn huyét.
- Viém mang ndo.
Nhiém khudn da vd mé mém.
- Nhiém khufn xuong khép.
Viém ving chu, viém ndi mac tif cung, bénh I4u, va cdc trudng hgp nhidm khudn sinh dyc khac.
Lléu DUNG VA CACH SU DUNG
Li€u ding
Liéu ding hdng ngdy clia SULRAAPIX 1,59 khuy&n cdo & ngudi Idn la:
Logi 1l 18 | Cefoperazone/sulbactam (g)| Hoat linh Cefoperazone (g)| Hoat tinh Sulbactam (g)
21 1,5-3,0 1.0-20 05-1,0
Lidu ding dugc chi dinh 12 gié mdi 14n va dugc chia thanh cic liéu bing nhau.
Trong nhiing trudng hop nhidm khudn ndng hodc dai ddng ¢6 thé ting lifu ding hdng ngdy clia SULRAAPIX
1,59 dén 12 g (lwong Ong 8 g cefoperazone hoat tinh). Liéu ding dugc chi dinh 12 gi¢ mbi 1dn vd dugc chia
thanh cac liéu bang nhau.
Liéu ding hdng ngay t6i da khuyén cdo cia sulbactam 1d 4g.
Su dyng & bénh nhdn rdi loan chdc ndng gan: xem myc Thén trong.
S dung @ bénh nhén rdi loan chuc ndng thdn: ché 0o liéu ding cla cefoperazone/sulbactam nén diéu chinh &
bénh nhdn gidm chic ndng than rd rét (9 thanh thdi creatinin < 30 ml/pht) dé bl tri sy gidm thanh thai
sulbactam. B&nh nhdn c6 do thanh thai creatinin tif 15 — 30 ml/phit nén dung t6i da 1g sulbactam mdi 12 gid
(liéu sulbactam t8i da 2 g/ngdy), v6i bénh nhan c6 do thanh thai creatinin < 15 ml/phit nén dung t6i da 500 mg
sulbactam mdi 12 gi¢s (lifu sulbactam t6i da 1 g/ngay). Trong trudng hgp nhiém khuin ndng, c6 thé cdn chi
dinh thém cefoperazone.
Dugc ddng hoc cla sulbactam thay ddi ddng k& do th&m phdn. Thdi gian bdn hly trong huyét tuong cla
cefoperazone gidm nhe trong qud trinh thdm phan. Vi vy, cdn cho thuc sau khi thim phén.
S dung @ ngudi cao tudi: xem ndi dung “Si dung & ngudi cao tudi” trong myc Dugc dong hoc.
Si dung d tré em:
Liéu dung hdng ngdy cla cefoperazone/sulbactam dugc khuy&n cdo cho tré em nhu sau:
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Logi ti 18 Cefoperazane/sulbactam| Hoat linh cefoperazone Hoat tinh sulbactam
(mg/kg/ngay) (mg/kg/ngay) (mg/kg/ngay)
2:1 30 - 60 20 - 40 10 - 20

Liéu dung dugc chi dinh 6 = 12 gié mdi 14n va duge chia thanh céc liéu bdng nhau.

Trong trudng hop nhiém khudn ndng hay it dép (mg, c6 thé ting liu ding hing ngdy clia SULRAAPIX 1,5g lén

dén 240 mg/kg/ngay (tuong (ng 160 mg/kg/ngay cefoperazone hoat tinh) va nén chia thanh 2 - 4 14n déu nhau.

St dyng @ tré sd sinh: D6i v6i tré so sinh 1 tufin tudi nén cho thudc mdi 12 gid. Liéu ding i da clia sulbactam

trong nhi khoa khong nén wugt qué 80 mg/kg/ngdy. V6i nhing lidu cefoperazone/sulbactam ma yéu cdu

cefoperazone 16n hon 80 mg/kg/ngdy, phdi dung thuSc véi logi ti 16 2:1.

Cdch ding

Tiém tinh mach

Khi truyén tinh mach ngit quing, mdi lo cefoperazone/sulbactam phdi dugc pha véi lugng thich hgp (xem ni

dung Cach pha thuc) dung dich Dextrose 5%, dung dich NaCl pha tiém 0,9% hodc nubc cdt pha tiém, va sau

dé pha loang thanh 20 ml véi ciing dung dich pha thudc dé truyén trong 15 — 60 pht.

NEu tiém tinh mach, méi lo thult cling dugc pha nhu trén va tiém it nhit trong 3 phit.

Ringer lactate 1a dung dich thich hgp cho truyén tinh mach, nhung khéng ding dé pha thudc lic déu.

Tiém bap

Lidocaine hydrochloride 2% 1 dung dich thich hgp dé chi dinh tiém bip, nhung khong ding dé pha thudc lic ddu.

Cach pha thudc

Cach pha SULRAAPIX 1,5g nhu sau:

Téng lidu (g) Tuong duong liéu (g) Thé tich dung méi | NEng d¢ 14i da

Cefoperazone + Sulbactam (ml) (mg/ml)

1,5 10+05 3.2 250 + 125

Cefoperazone/sulbactam tuong hgp véi nufic cit pha tiém, dextrose 5%, nudc mudi sinh Iy véi ndng d§ 10 mg

cefoperazone va 5 mg sulbactam mdi ml cho tdi 250 mg cefoperazone va 125 mg sulbactam mdi ml.

Dung dich Ringer lactate

Nén ding nubc c4t v6 khudn pha tiém d€ pha thufic ban ddu. Phdi pha thuSc theo 2 budc, budc ddu ding nubc

cdt pha tiém (nhu bdng trén) r6i pha lodng thém véi dung dich Ringer lactate d€ c6 ndng do sulbactam 5

mg/ml (vi dy: ding 2 ml dung dich pha 14n ddu thém 50 ml dung dich Ringer lactate).

Dung djch Lidocaine

Nén dung nudc cit vb khudn pha tiém dé pha thuSc ban ddu, sau d6 pha lodng vdi dung dich lidocaine

hydrochloride 2%. Lugng nu6c pha tiém vd dung dich lidocaine sl dung tiy thufc vao néng db

cefoperazone/sulbactam cudi cing cdn thu dugc. Néu muSn cd néng df cefoperazone 250 mg/ml hay cao han,

phdi pha thufc theo 2 buic, buic ddu ding nudc c4t pha tiém réi pha thém vdi dung dich lidocaine 2% d& c6

dung dich thudc ¢6 ndng d cefoperazone 250 mg/ml va sulbactam 125 mg/ml trong dung dich lidocain HCI

néng do khodng 0,5%.

Thai gian sif dyng sau khi pha thufc:

Ch& phdm nén dugc ding ngay sau khi pha. Dung dich sau khi pha cé thé duge bdo qudn & nhiét 4o 25 + 2°C

trong 8 gid.

CHONG CHI BINH

Chéng chi dinh ding cefoperazone/sulbactam & bénh nhin qud min véi cdc thinh phdn hoat chét (sulbactam,

cefoperazone), hodc vdi cdc khdng sinh beta-lactam khdc.

THAN TRONG

Tang mdn cdm

A2 8.\ =\
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Céc phdn (ng qud min (phdn vé) nghiém trong d6i khi gay tif vong d dugc bdo cdo & nhiing bénh nhdn si
dung beta-lactam hay cephalosporin (bao gém cefoperazone/sulbactam). Cdc phdn (ng ndy thudng xdy ra @
bénh nhan c6 tién s qui min véi nhiéu loai khdng nguyén khac nhau.

Trubc khi bit d4u diéu tri bing cefoperazone/sulbactam, nén diéu tra ky Idng dé xdc dinh xem bénh nhan da
ting ¢6 phdn (ng qud min truéc dé véi cephalosporin, penicilin hodc cac thuSc khdc hay chua. Thudc khang
sinh nén duge sif dung thén trong cho bat ky bénh nhan nao c6 biéu hién dj Ung, dic biét 14 véi thudc.

Néu xdy ra phdn (ng qud min, nén ngung thudc va diéu trj thich hp.

Khi xdy ra phan ing qud min ning, phdi cdp ciu ngay bing epinephrine. N&u cén thiét, phdi dBng thai héi sic
tich cyc bing oxy, steroid tiém tinh mach, thong duding thd ké cd dit ngi khi quén.

Phan (ng da nghiém trong va ddi khi gdy ti vong dd dugc bdo cdo & nhing bénh nhan dugc didu tri bing
cefoperazone/sulbactam 1 hoi ching hoai tif thugng bi nhim ddc (TEN), h6i ching Stevens ~ Johnson (SJS) v
viém da tréc vdy. N&u phdn ing da nghiém trong xdy ra, cdn ngimg sif dung cefoperazone/sulbactam ngay va
ti€n hanh diéu tri thich hgp.

St dyng & bénh nhén réi loan chuc ndng gan

Cefoperazone thdi tril chii yéu qua dich mat. 0 nhiing bénh nhan bj bénh gan va/hodc tdc mét, thoi gian ban hiy
trong huy8t thanh clia cefoperazone kéo dai va thdi trir qua nutc tifu ting. Ngay cd nhiing bénh nhan bj réi loan
chilc nang gan ning, ndng dd diéu tri clia cefoperazone ciing dat dugc trong dich mat va thai gian bén hily chi
ting 2 — 4 ldn.

@ nhiing bénh nhan bj tic mat ning, bénh gan ning, hodc rfi loan chic ndng than di kém véi mot trong cdc
tinh trang ndy thi phdi diu chinh li liéu.

& bénh nhdn bj réi loan chic ndng gan va suy than ciing lic, phai theo ddi ndng do cefoperazone trong huyét
tong va phdi didu chinh lidu néu cdn. Trong nhilng trudng hop ndy, khi dung qud lifu 2 g cefoperazone/ngay
phai theo ddi néng df trong huyét tuong.

Cénh bdo chung

Cing giéng nhu nhilng khdng sinh khéc, mgt vai bénh nhdn bj thigu vitamin K khi diéu tri bing cefoperazone,
din dén r6i loan dong mdu. Cic trudng hgp xudt huy8t ning, doi khi gdy tif vong da dugc bdo cdo khi sir dung
cefoperazone/sulbactam. Ca ché c6 18 1 do Gc ch€ khudn chi dudng rugt binh thudng gidp tong hop vitamin K.
Nhiing ngudi ¢ nguy co cao |2 nhiing bénh nhdn an udng kém, gidm hap thu (vi du bénh xo héa nang) va bénh
nhan nudi dn dudng tinh mach |du ngay. @ nhilng bénh nh&n ndy va bénh nhan ding thudc chng dong dudng
ung, phdi theo ddi thoi gian prothrombin (hoZc INR) (d€ phong ngia xudt huyét, gidm tifu cdu va gidm
prothrombin huy&t) vd ding thém vitamin K theo chi dinh. Ngung ding cefoperazone/sulbactam khi chdy mau
kéo dai ma khong tim duge gidi thich thay thé,

Cang nhu c4c khdng sinh khac, néu ding thubic 14u ngdy, c6 thé xdy ra tinh trang qué sdn clia nhiing vi sinh vat
khong nhay voi cefoperazone/sulbactam. Do d6, phai theo ddi st bénh nhdn trong subt dot diéu tri. Cing nhu
véi moi loai thubc tdc dyng toan than khdc, nén kiém tra dinh ky cdc r6i loan chic ndng co quan khi diéu trj kéo
dai: gém ca than, gan va hé théng tao méu. Diéu ndy dic biét quan trong vdi tré sa sinh nhat 14 tré sinh non va
cdc tré em khéc.

Viéc sit dyng khdng sinh phd rong, bao gbm cefoperazone/sulbactam cé thé ddn dén tiéu chdy do Clostridium
difficile (CDAD), miic do co thé tir tigu chdy nhe dén viém dai trang gdy tir vong. Viée diéu trj bing khdng sinh
anh hubng dén hé vi khudn dudng rudt va ting phat trién qud mic C. difficile. C4c ching C. difficile tao ra doc
1 1am tang 1y 18 mic bénh va ty 18 tik vong. Do d6, cdn xem xét d&n kha ndng tiéu chdy do C. difficile khi diéu
trj bing cefoperazone/sulbactam. D& c6 nhiing bdo cdo vé cdc trudng hop tiéu chdy do C. difficile sau 2 thang
diu trj bing khéng sinh,
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Si dung 0 tré em

Cefoperazone/sulbactam dugc st dyng higu qud & tré em. Thudc chua dugc nghién clu rong réi 0 tré sinh non
hay tré sa sinh. Vi vdy, trudc khi diéu trj cho tré sinh non va tré so sinh phai can nhdc k¥ Igi ich va nguy co c6
thé xdy ra.

0 tré so sinh bi vang da bénh Iy, Cefoperazone khong chi€ém chd bilirubin da gén ket véi protein huyét tuong.
Cinh bdo ham Ilugng mu6l natri (sodium): thubc ndy c6 chia khodng 84,9 mg natri (sodium) trong mdi lo,
tuong dudng khodng 4,2% trong khdu phdn natri ti da mdi ngdy dugc khuyén cdo cho ngudi I6n 12 2 g.

PHUY NU CO THAI VA CHO CON BU

Thoi ky mang thai: Nghién clu sinh sdn trén chudt ding liéu cao hon Ién t6i 10 Idn & ngudi cho thdy khong cd
anh hudng trén khd ning sinh sdn va khong gdy qudi thai. Sulbactam va cefoperazone c6 qua nhau thai. Tuy
nhién vin chua cd nghién clu ddy di trén phu n cd thai. Vi nghién ciiu trén dfng vat khdng thé gilp doan
truéc tit cd cdc phdn Ung trén ngudi, nén trdnh ding thudc trong thai ky trir khi th4t cén thiét.

Thoi ky cho con bu: Phai lwu y khi st dyng cefoperazone/sulbactam & ngudi dang cho con bd du ca hai chat
cefoperazone va sulbactam rét it qua sda me.

TAC BONG CUA THUGC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thudc hdu nhu khéng anh hudng 1én khd nang I4i xe va van hanh mdy méc.

TUGNG TAC THUGC

Céc khdng sinh si dung déng thoi: VGi phd hoat dong rdng, cefoperazone/sulbactam c6 thé diéu tri nhiéu bénh
nhidm khudn. Tuy nhién cefoperazone/sulbactam cling c6 thé phdi hop véi céc loai khang sinh khdc. Néu ding
chung véi mdt aminoglycoside, cn theo dai chat ché chic ndng thgn trong qué trinh diéu tri.

Rugu: Khi bénh nhan ding rugu trong thdi gian sif dyng cefoperazone va ngay cd trong vong 5 ngdy sau khi
ngung cefoperazone, di c6 bdo cdo gip phan (ng dé mit, d6 mé hoi, nhic ddu va nhip tim nhanh. Cén cinh
bdo cho bénh nhan vé viéc udng bia rugu trong thdi gian diéu trj voi cefoperazone/sulbactam. BGi véi nhiing
b&nh nhén phi nudi &n bing dng hodc dudng tinh mach, trdnh ding dung dich cé ethanol.

Tudng tdc gida thudc va xét nghigm cdn ldm sdng: Xét nghiém glucose trong nudc tiéu ¢6 thé bi duong tinh gid
khi dung dung dich Benedict hodc Fehling.

Tuang ky

Aminoglycoside

Cefoperazone/sulbactam v& aminoglycoside khong nén pha véi nhau vi khong tuong hop vt Iy. Néu cdn phdi
diéu tri phéi hop 2 thudc nay, co thé ding cdch truyén ngdt quing xen k& nhau mién Ia dung dudng truyén riéng
biét va dubing truyén I4n trubc phai duge sic ky véi dung dich pha thich hop trudc khi truyén Idn ti€p theo. Céc
lidu cefoperazone/sulbactam dugc cho trong ngay nén cang cdch xa liéu aminoglycoside cang tot.

Dung dich Ringer lactate

Nén trinh pha thudc khdi ddu véi dung dich Ringer lactate vi khong tuong hop. Tuy nhién phuong phap pha
lodng 2 bubc, ding nutc pha tiém pha lodng trubic sé tao ra mdt dung dich tuong hop khi pha thém véi dung dich
Ringer lactate.

Lidocaine

Nén tranh pha thubc khdi ddu véi dung dich lidocaine HCI 2% vi khong tuong hgp. Tuy nhién phuong phép pha
lodng 2 butc, ding nudc pha tiém pha lodng trudc s& tao ra mét dung dich tuong hgp khi pha thém véi dung
dich lidocaine HCI 2%.

TAC DUNG KHONG MONG MUGN (ADR)

Sy phdi hop cefoperazone/sulbactam thudng duge dung nap tt, tac dung khdng mong mudn nhe hodc trung binh
xdy ra trong qud trinh diéu trj 14u dai. C4c tdc dyng khong mong mudn sau ddy da duge bdo cdo trong cdc thit
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nghiém 14m sang va sau khi lu hanh trén thi trudng, dugc phdn loai theo tdn sudt nhu sau: Rét thudng gdp (>
1/10), thudng gdp (= 1/100 dén < 1/10), it gdp (= 1/1.000 dén < 1/100) va khdng 13 (khdng thd udc tinh tir df
liBu c6 s&n).

R4t thudng gdp (ADR > 1/10)

- R6i loan hé théng médu va hé bach huyét: gidm bach cdu trung tinh, gidm bach cdu, test Coombs duong tinh,
gidm hemoglobin va hematocrit, gidm tiéu c4u.

- RGi loan hé gan m4t: ting tam thdi cdc xét nghiém chic ndng gan SGOT, SGPT, va phosphatase kiém.
Thudng gdp (1/10 > ADR = 1/100)

- RGi loan hé thhg méu va hé bach huyét: r6i loan ddng mdu, tang bach cdu di toan.

- Hé tidu héa: tiéu chdy, buén ndn, ndn.

- R6i loan hé gan mat: ting bilirubin huyét.

it gdp (1/100 > ADR = 1/1000)

- Hé th4n kinh trung uong: dau du.

- Da va m6 du6i da: mdn ngda, ndi mé day.

- C4c tic dung khéng mong mubn khic: viém tinh mach tai vi tri tiém truyén, dau tai ¢hd tiém, s6t, dn lanh.
Khéng rd tin suét

- Rl loan hé théng mau va hé bach huy&t: gidm prothrombin méu.

R6i loan hé thng midn dich: sbc phan vé, phan ing phan v&, min cim.

- Hé mach méu: xuit huy8t, viém mach mdu, ha huy€t dp.

Hé tiéu hoa; viém dai trang mang gia.

- R6i loan hé gan mét: vang da.

- Da va md duti da: h6i chimg TEN, Stevens — Johnson, viém da tréc vdy, phét ban.

Than va dudng tiét niéu: tiéu ra mdu.

Théng bdo ngay cho béc sT hoic duge sT nhiing phdn ng c6 hai gdp phdi khi sif dung thudc.

QuUA LIEU VA CACH XU TRI

Co It théng tin vé ngd doc cip cefoperazone sodium va sulbactam sodium & ngudi. Qud liéu hai hoat chat cé thé
gdy ra cdc bidu hign vé co bdn 1A sy m& rong cla cdc tic dyng khéng mong mubn dd duge bdo cdo véi tiing
thudc.Néng do beta-lactam cao trong dich ndo tly c6 thé gdy ra cdc tic dung thdn kinh gbm cd co gidt nén cdn
lwu . Vi ca cefoperazone va sulbactam déu bi loai bd khdi tudn hodn bing thdm tach mdu nén cé thé ding bién
phép ndy dé thai thuc khdi co thé khi c qué lifu & bénh nhén cb suy gidm chdc ndng than.

DUGC LUC HQC

Nhém duge ly: khéng sinh nhém cephalosporin thé hé 3 va chét Gc ché beta-lactamase. Ma ATC: JO1D D62
SULRAAPIX 1,59 Ia sy két hgp clia cefoperazone sodium va sulbactam sodium.

Sulbactam sodium 13 mét ddn xuét clia nhan co ban cia penicillin. Dy 1a mét chdt dc ché beta-lactamase khdng
thuan nghich chi ding dudng tiém.

Cefoperazone sodium 13 mot cephalosporin ban téng hop thé hé 3, phd khdng khuZn rong, chi dung dudng tiém.
Co ché tdc dong:

Thanh phdn khdng khudn clia cefoperazone/sulbactam 13 cefoperazone, mét khang sinh cephalosporin thé hé 3,
c6 tac d6ng chéng lai cac vi sinh vt nhay cim & giai doan nhan Ién biing cich Uc ché sy t8ng hgp mucopeptid
véch t& bao. Sulbactam khong cd tac ddng khang khuin hiu ich ngoai tri trén Neisseriaceae va Acinetobacter.
Tuy nhién nghién cifu sinh héa véi cdc hé théng ngodi t& bdo vi khudn (cell - free bacterial systems) cho thdy
sulbactam 12 mét chat dc ché khong héi phyc trén da sb cdc beta-lactamase quan trong do cédc vi khudn khdng
beta-lactam sinh ra.
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Kha ning cla sulbactam giip ngin cdn cdc vi khudn khdng thudc phd hlly cdc penicillin va cephalosporin da
duge xéc dinh qua cdc nghién ciu trén vi khudn khing thudc, cho thdy sulbactam tao ra tic dung hiép déng rd
rét v6i céc penicillin va cephalosporin. Vi sulbactam cd thé gdn k&t véi mot s& protein gdn két clia penicillin, céc
dong vi khudn nhay cdm ciing trd nén nhay cdm hon d6i véi cefoperazone/sulbactam hon & d6i véi cefoperazone
dan thuln.

Ph6i hop sulbactam va cefoperazone c6 hoat tinh chéng lai tit cd cac vi khudn nhay cdm véi cefoperazone. Hon
nila phdi hop ndy mang lai tdc dong hidp déng (nbng do ic ché t6i thifu duge gidm dén 4 1n so véi néng df
{ic ché t6i thidu clia thudc thanh phén) chéng lai nhiéu loai vi khudn nhy. Haemophilus influenzae, Bacteroides
spp, Staphylococcus spp, Acinetobacter calcoaceticus, Enterobacter aerogenes, Escherichia coli, Proteus
mirabilis, Klebsiella pneumoniae, Morganella morganii, Citrobacter freundii, Enterobacter cloacae, Citrobacter
diversus.

Cefoperazone/sulbactam c6 tic dong in vitro trén nhiéu loai vi khufn co6 tdm quan trong trén 1dm sang nhut

Vi khudn gram dudng:

Staphylococcus aureus, ¢i dong sinh va khang sinh penicillinase, Staphylococcus epidermidis, Streptococcus
pneumoniae (tén cii 12 Diplococcus pneumoniae), Streptococcus pyogenes (beta-hemolytic streptococci nhom
A), Streptococcus agalactiae (beta-hemolytic streptococci nhém B), Nhiing dong beta-hemolytic streptococci
khac, Nhiéu dong Streptococcus faecalis (enterococco).

Vi khudn gram &m:

Escherichia coli, Klebsiella spp, Enterobacter spp, Citrobacter spp, Haemophilus influenza, Proteus mirabilis,
Proteus vulgaris, Morganelia morganii (tén cli 1& Proteus morgani), Providencia rettgeri (tén cii 1a Proteus
rettgeri), Providencia spp, Serratia spp (gbm cad S.marcescens), Salmonella va Shigella spp, Pssudomonas
aeruginosa va lodi Pseudomonas khdc, Acinetobacter calcoaceticus, Neisseria gonorrhoeae, Neisseria
meningitides, Bordetella pertussis, Yersinia enterocolitica.

Vi khudn yém khi

Tryc khudn Gram 4m (bao g8m Bacteroides fragilis, Bacteroides spp, Fusobacterium spp).

C4u khuin Gram duong va Gram dm (bao gdm Peptococcus, Peptostreptococcus va Veillonella spp).

Trye khudn Gram duong (bao gém Clostridium, Eubacterium va Lactobacillus spp).

pugc BONG HOC

Phan b6

Cmax cla sulbactam va cefoperazone trong huyét thanh sau liéu tim tinh mach 2 g (ti 18 1:1) trong 5 phit ¢
ngudi tinh nguyén khde manh 1A 130 mcg/ml vA 236,8 meg/ml. Diéu ndy cho thdy thé tich phin bd cla
sulbactam 16n hon so v6i cefoperazone. Cmax clia sulbactam va cefoperazone trong huyét thanh sau lifuds5g
(1,5 g sulbactam + 3 g cefoperazone) tiém tinh mach trong 15 phit & ngudi tinh nguyén khde manh tudng (ng
la 88,3 mcg/ml va 416,1 mcg/ml sau mét liéu tuong Ung duy nhit. Cmax sulbactam va cefoperazone trong huyét
thanh sau khi dung liéu 1,5 g (0,5 g sulbactam + 1 g cefoperazone) tim bdp cho ngudi tinh nguyén khde manh
4n lugt 12 11,0 mcg/ml va 45,3 meg/ml sau 1&n ding ddu tién va tuong ing 29,9 meg/ml va 58,4 meg/ml sau liéu
thit 7 ding mdi 12 gid.

Thai trir

Khodng 84% liéu sulbactam va 25% li€u cefoperazone trong phdi hop cefoperazone/sulbactam stf dyng dugc thai
tri qua dudng than. Phdn I6n lugng cefoperazone con lai dugc thdi tri qua dudng m@t. Sau khi tiém
cefoperazone/sulbactam, thdi gian ban hiy trung binh clia sulbactam I x&p xI 1 gid, cefoperazone 12 1,7 gid.
Néng do trong huyét thanh ti I§ thudn véi liéu ding. Cdc gid tri ndy cling tuong ty nhy cdc gid tri da duge biét
cla riéng tung chat khi ding don déc.
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Sau khi tiém bdp liéu 1,5 g (0,5 g sulbactam + 1 g cefoperazone), Cmax trong huyét thanh dat dugc trong
khodng thdi gian tr 15 phidt dén 2 gid v6i céc gid tri trung binh la 19,0 mcg/ml sulbactam va 64,2 meg/ml
cefoperazone.

Sau khi ding da liéu, khong co thay d6i ding k€ vé dugc dong hoc dfi véi cd 2 thanh phdn cla
cefoperazone/sulbactam va khong thdy c6 sy tich tu thuSc khi ding 8 — 12 git mbi I4n.

S dung @ bénh nhén rol loan chde nang gan:
Xem myc Than trong.
S dun. n _réi n:

o] nhiing bénh nhan v6i cdc mic d chic ning thin khdc nhau khi chi dinh cefoperazone/sulbactam, d§ thanh a
thai sulbactam tuong quan rd rét voi do thanh thai creatinin. Bénh nhdn suy chiic ndng thin hoan todn cho thdy J:
co thdi gian bén thai sulbactam kéo dai rd rét (trung binh 6,9 va 9,7 gid trong cdc nghién clu riéng bigt) Thim
phdn 1am thay d8i dang ké thoi gian ban hily, d6 thanh thai todn than va thé tich phan b sulbactam. Khdng cb 3
thay ddi ddng ké vé dugc dong hoc clia cefoperazone & cdc bénh nhén suy thén.
Dugc dong hoc ciia cefoperazone/sulbactam dd dugc nghién ciu trén ngudi cao tudi c6 tinh trang suy thdn va suy
gidm chdc ning gan. C4 hai ch4t sulbactam va cefoperazone déu c6 thdi gian ban hily ting, d§ thanh thdi gidm
va thé tich phdn bd ting khi so véi ngudi tinh nguyén khde manh. Dugc ddng hoc clia sulbactam tuong quan rd
véi mic dj suy than trong khi vdi cefoperazone tuong quan rd véi mdc d§ suy gan.
Su dung 9 tré em:
Cédc nghién ciu thyc hign & tré em cho th&y khong c6 thay ddi déng k& v& dugc dong hoc clia 2 thanh phdn
cefoperazone/sulbactam so véi ngudi I6n. Thoi gian ban hly trung binh clia sulbactam & tré em 13 0,91 - 1,42
gid va clia cefoperazone 1a 1,44 - 1,88 gid.
C4 sulbactam va cefoperazone déu phan b t6t trong cic md va dich co th€ bao gém mat, tii mét, da, rubt thira,
6ng din tring, bubng triing, tl cung va nhiing mo khac.
Khéng ¢ bing ching vé bat ky tuong téc duge dong hoc ndo gilla sulbactam va cefoperazone ding cing nhau
dudi dang ph&i hgp.
Hdn nila, cefoperazone khéng canh tranh vj tri gdn k&t protein huyét tuong véi bilirubin.
HAN DUNG 36 thdng ké tif ngdy sdn xudt.
Thdi gian st dyng thufc sau khi pha
Dung djch sau khi pha c6 thé dugc bdo qudn & nhiét do 25 + 2°C trong 8 gid.
BAO QUAN  Du6i 30°C. Trénh 4m va 4nh séng.
TIEU CHUAN  TCCS.
TRINH BAY  Hop 1 lo bot pha tiém.

Hop 10 lo bt pha tiém.
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