https://trungtamthuoc.com/

BO Y TE
CUC QUAN LY DUGC

DA PHE DUYET
Lan daaﬁ.ﬁ_f{/é&!ﬁ

L
Sulperazone*

subactam sodiam/
i QM cefoperarone sodium

The contents af the vial shoulc be
reconstituted with sterile water or
Injection

Each ml of schition cantains the equivaient
al 125 mg of sulbactam and 125 mg of
cefoperarone

Store heiow 30°C

(Bdoguia d ahirt 30 dovi 30%C)

Wiy Specificahion . Mawlacter

. )
Manufachard by: [S4n eudt ben) " Sterile squivalent to
HAUPT PHARMA LATINA S RL . 0.5 gram of sulbactam and
Berga San Michela 5.5 158, Km 47, - 0.5 gram of cefoperazone
BOC-04100 Latina, faly "
* Tragemark L] M v
. L 3 v .

SEf J000GN L Powder for injection
DNNK s -

2044042953

PRESCRIPTION ONLY

= D0 NOT EXCEED PRESCRIBED DOSAGE

+ KEEP OUT OF THE REACH OF CHILDREN

* RFAD THE INSTRUCTICN THOROUGHLY
BEFORE USE

Incheatian, Cantraindcations,

Dosage ard Precauton

Fiease see enclosed leaflet

Chi dinh. Chéng chi dinh Cach dung,

Céc ddu hidu lu ¥ Xin xam ky 1&

hueng ofin 9 cung

B0C KT HUCMNG DAN 50 OUNG

TRUKIC KHI DUNG

DE XA TAM TAY TRE EM

FL/Sa0

2

wepoe (M) aleq Audxg
xxpexoc (SN 1 areg By
oo (%S 9 gs) 1 ON 1a7yj04u0g

B Thubc ban thea dom,
Sulperaz ;(lé:\
subaciam sogut!

1 QI cetoperazone sodudr

Hép ' Ig 1g

MBI g b1 pha lidm va khudn chira
heong dueong 0.5 g sulbactam va
0,5 g cetoperazone

TIEM BAP! TIEM TRUYEN TINH MACH

B& pha tém

% (Pfizer

4

7




https://trungtamthuoc.com/

“mag A

PANTONE 541

g
oM EURNE]

PANTONE 320

“ PR <
& I - £ j
BT vy,
a i
0.8 gram of - %

AN
¥l
o X

,

-

of BEREED~



https://trungtamthuoc.com/

LPD Title: Sulbactam Sodium/Cefoperazone Sodium LPD date: Apr 24, 2012
Country: Vietnam

Reference CDS version 179  Reference CDS date: October 18, 2007

Rx

SULPERAZONE

CANH BAO PAC BIET:

Thudc bén theo don.

Poc ki hwéng din siv dung trwde khi ding. Néu cin thém thdng tin xin héi y kién bac s§.
Théng bio cho bic sy nhitng tic dung khong mong mudn gip phai khi sir dung thude.
Khéng dang qua liéu da dwore chi dinh.

Khéng sir dung thube di qua han dung.

Pé xa tam tay tré em.

TEN SAN PHAM: SULPERAZONE

THANH PHAN PINH LUQNG VA PINH TiNH

Két hop sulbactam natri/cefoperazone natri duoc bao ché dudsi dang bdt kho pha tiém co ti lé 1:1
sulbactam/cefoperazone tu do.

Sulbactam natri 1a mdt dan chét tir nhan penicillin co ban. Day la mét chit e ché men
betalactamase khéng hoi phuc chi ding duong tiém. Vé mat héa hoc sulbactam natri I&,m‘géi
penicillinate sulphone natri. M3i gram sulbactam natri chita 92 mg Na (4 mEq). Sulbactam g :
dang bét tinh thé mau tréng nga tan manh trong nudce. Trong luong phén tir 1a 255,22, '

Cefoperazone natri 13 mdt khang sinh ban tong hop cephalosporin phé rong chi dung dudng
tiém. C6 34 mg Na (1,5 mEq) trong moi gram cefoperazone natri. Cefoperazone & dang bét tinh
thé mau trng, tan dé dang trong nude. Trong lugng phén tir 1a 667,65,

DANG BAO CHE
Lo thudc bdt pha tiém ti 1¢ 1:1 chira 500 mg sulbactam va 500 mg cefoperazone.

PAC TINH LAM SANG
Chi dinh diéu tri
Pon tri lidu:

Sulbactam/cefoperazone chi dinh trong nhimg truéng hop i‘lhl{.
nhay cam sau day:

¢ Nhiém khuén dutmg hé hép (trén va dudi)
e Nhiém khuéan duong niéu (trén va dudi)

e  Viém phlc mac, viém tii mat, viém dudng mét va cac nhiém khuan trong o bung khac
e Nhiém khuén huyét

e  Viém mang ndo
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4.2

e Nhiém khuin da va mé mém
e Nhiém khuan xuwong khép

e Viém viing chau, viém ndi mac tir cung, bénh 13u, va cac trudmg hop nhiém khuan sinh duc
khac

Diéu tri két hop:

Do sulbactam/cefoperazone ¢ phé khang khuén rdng nén chi can st dung don thuén ciing c6
thé didu tri hitu hiéu hdu hét cac truong hop nhim khudn. Tuy nhién, sulbactam/cefoperazone
¢6 thé dimg két hop véi nhitng khang sinh khac néu can. Khi két hop véi aminoglycoside
(Xem muc 6.2 Tuong ki Aminoglycosides) phai kiém tra chirc nang than trong sudt dot diéu
tri (xem muc 4.2 Liéu luong va cach ding — Sit dung & bénh nhdn réi loan chitc ndng thdn).

T AMLA
Liéu ding va cich ding

Liéu ding & nguoi lém Y, N %
Lidu dung hang ngay cua sulbactam/cefoperazone khuyén céo & nguoi 1Un la z’*:.,. )
%
J‘Av' a’
Loai ti 1& SBT/CPZ (g) Hoat tinh Hoat tmh v ‘b‘\
Sulbactam C cjvpmuumé ~
(2) (&
1:1 2,0-40 1,0-2,0 1,0-2,0

Liéu ding duoc chi dinh 12 gid mdi 14n va duoc chia thanh céc liéu bing nhau.

Trong nhiing trudng hop nhiém k‘puin nang co thé ting liéu dun g hang ngay C\‘J‘a,
sulbactam/cefoperazone loai ti I¢ 1:1 dén 8 g (tic 4 g cefoperazone hoat tinh). Bénh nhéan ding
loai ti [€ 1:1 co thé can dung thén} cef:Operazone don thuan. Lieu dung duoc chi dinh cach 12 gior
mat lan va dugc chia thanh cac liéu bang nhau.

Liéu dung hang ngay téi da khuyén céo ciia sulbactam la 4g.

St dung o bénh nhan réi loan chire ndng gan
Xem muc 4.4 Canh béo va than trong dic biét khi sir dung

St dung o bénh nhdn réi loan chire ning thdn

Ché db liéu dung cua sulbactam/cefoperazone nén diéu chinh & bénh nhén giam chirc nang than
rd rét (do thanh thai creatinin < 30 ml/phut) dé bu trir sur giam thanh thai sulbactam. Bénh nhén
c6 do thanh thai creatinin tir 15-30 ml/phit nén dung t6i da 1g sulbactam 12 gir mdi 1an (lidu
sulbactam t6i da hang ngay 2 g), v6i bénh nhan c6 d6 thanh thai creatinin < 15 ml/phit nén ding
toi da 500 mg sulbactam cach 12 gio mot 1an (lidu sulbactam téi da hang ngay 1g). Trong trudmg
hop nhiém khuén ning, 6 thé can chi dinh thém cefoperazone.
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Dugc dong hoc cia sulbactam thay déi dang ké do thdm phan. Thoi gian ban hiy trong hu)fét
tuong cua cefoperazone giam nhe trong qua trinh tham phéan. Vi vay, can cho thuoc sau khi thim
phén.

Sir dung 6 ngudi cao tudi
Xem muc 5.2 Céc dac tinh duge dong hoc

Sut dung o tré em

Liéu diing hang ngay cua sulbactam/cefoperazone dugc khuyén céo cho tré em nhu sau:

Loai ti 1& SBT/CPZ mg/kg/ngay  Hoat tinh Sulbactam Hoat tinh Cefoperazone
mg/kg/ngay mg/kg/ngay

1:1 40 - 80 20-40 20-40

Liéu diing duge chi dinh cach 6-12 gié mdt 1an va lidu duoc chia thanh cée lidu bing nhau.

Trong truomg hop nhiém khuén nang hay it dap img, c6 thé tang liéu lén dén 160 mg/kg/ngay
loai ti 1& 1:1. Nén chia liéu thanh 2-4 liéu bing nhau (xem muc 4.4 Canh bao va thin trong dic
biét khi ding — Swr dung ¢ tré so sinh va muc 5.3 Dit liéu an toan tién 1am sang — Su dung trong
nhi khoa)

Sir dung o tre so sinh
Boi véi tré so sinh 1 tudn tudi nén cho thude cach 12 gio mét lan. Liéu dung toi da hang ngay
cuia sulbactam trong nhi khoa khéng nén vuot qua 80 mg/kg/ngay.

Diing dwong tinh mach o\ Uh
Khi truyén ngit quéng, méi lo sulbactam/cefoperazone phai dugce pha véi lugng thich hop (er1\;'1\
muc 6.6 Huéng dan sir dung — Pha thude) dung dich Dextrose 5%, Natri clorid pha tiém 0, 9%
hodc nude vo khuan dung pha tiém va sau do pha loang thanh 20 ml véi cing dung dich pha
thudc dé truyén trong 15-60 phut.

Ringer lactate 1a dung dich thich hop cho truyén tinh mach, nhung khéng ding dé pha thude lic
dau (xem muc 6.2 Tinh tuong ki — Dung dich Ringer lactate va muc 6.6 Hudéng dan sir dung —
Dung dich Ringer lactate)

Néu tiém tinh mach, méi lo thuéc cling duoc pha nhu trén va tiém it nhat trong 3 phut.

Tiem bdp P .b)JMN.o )
Lidocaine hydrochlorid 2% la dung dich thich hop dé chi di ‘!‘Iem -]‘ nhuffg,khong dung dé
pha thube ltic ddu (xem muc 6.2 Tinh tuong ki — deocam;‘ ,ya ik B.6,

Lidocaine) A* 5 j
\ 5 J
\ 3 R o o ,g /
\ ~
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43. Chéng chi dinh
Chéng chi dinh sulbactar_nfcefoperazone & bénh nhén da biét ¢6 di tmg vai penicillin, sulbactam,
cefoperazone hodc vdi bat ki khang sinh thudc nhom cephalosporins.

4.4. Canh bao va thin trong dac biét khi sit dung
Tdng mdn cam
Céc phan ung quéa man (phan vé) nghiém trong doi khi gay tir vong da duge bao céo & nhimg
bénh nhan str dung beta lactam hay cephalosporin. Céac phan (ng nay thudng xay ra & bénh
nhan cb tién sir qua man véi nhiéu loai khang nguyén khac nhau. Néu xay ra phan tmg qua
man, nén ngung thude va diéu tr thich hop.
Khi xay ra phan tmg phan v& ning, phai cip ciu ngay bing epinephrine. Néu cén thiét, phai
ddng thoi hoi sire tich cuc bang oxy, steroid tiém tinh mach, thong duomg thés ké ca dat ndi khi
quan.

Sir dung & bénh nhén roi !oan chite nang gan
Cefoperazone thai trir chu yeu qua dich mat. O nhimg bénh nhén bi bénh gan va/hoic tac mat,
thini gian ban huy trong huyét thanh cua cefoperazone kéo dai va thai trir qua nuéce tiéu tang.
Ngay ca nhimg bénh nhan bi réi loan chirc nng gan ning, ndng d6 didu tri ctia cefoperazone
cling dat duoc trong dich mat va thoi gian ban huy chi ting 2 — 4 1an.

6] nhimg bénh nhan bj tic mat nang, bénh gan nang, hoac rdi loan chire nang than di kém vaoi
mot trong cac tinh trang nay thi phai diéu chinh lai liéu.

O bénh nhan bj réi loan chic ning gan va suy than cung lac, phai theo doi nbng do
cefoperazone trong huyet tuong va phai didu chinh liéu neu can. Trong 11h1mg truong hop nay,
khi dung qué lidu 2 g cefoperazone/ngay phai theo dbi sat ndng dd trong huyel tuong.

Tong qudt
Gibng nhu nhimg khang sinh khac, mét vai bénh nhan bi thiéu vitamin K khi diéu tr bar!f;\\\

cetoperazone Co ché ¢6 12 1a do e ché khuan chi dudng rudt (gut flora) binh thuomg giip
tong hop vitamin K. Nhimg ngudi c¢6 nguy co cao 1a nhitng bénh nhan in uéng kém, glam hap
thu (vi du bénh xo hoa nang) va dang trong ché d6 nudi an duomg tinh mach lau ngay. O nhiing
bénh nhén nay va bénh nhan ding thubc chéng déng, phai theo dai thoi gian prothrombin va
dung thém vitamin K.

Ciing nhu cac khang sinh khac, ndu ding thube 1au ngay, c6 thé xay ra tinh trang quéa san cta
nhitng vi sinh vt khéng nhay voi sulbactam/cefoperazone. Do do, phai theo ddi sat bénh nhan
trong subt dot didu tri. Ciing nhu véi moi loai thudc tac dung toan than khac, nén kiém tra dinh
ky cac réi loan clu’rc nang co quan khi diéu tri keo dai gém ca than gan va hé théng tao mau.

Ve {;}.‘ﬂ‘&%\\
Tiéu chay do Clostridium difficile (Clostridium difficile :fs/@\}ted dieu‘gé - CDAD) da
dugc bao cao khi sir dung dbi véi hiu hét cic chit khadg k hao g \su}bactam
natri/cefoperazone natri, va dd nghiém trong co thé tir lle;{l %lmugl két din

AL g
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dén tir vong. Diéu tri bing cac chit khang khuén s& lam thay dbi quén thé vi sinh tu nhién
cua rudt ddn téi su phat trién qua muie cua C. difficile.

Clostridium difficile sinh ra doc té A va B gop phan lam phét trién tiéu chay do Clostridium
difficile. Cac chung C.difficile sinh nhiéu doc to 1a nguyén nhan lam tang ty 18 mic bénh va
tir vong, vi cac nhiém khudn nay c6 thé kho chira khi dung cac liéu phap khang sinh va c6 thé
cdn phai cit bo rudt két. Can phai nghi dén tiéu chay do Clostridium difficile & tit ca céc
bénh nhan xuét hién tiéu chay sau khi dung khang sinh. Cén theo d&i bénh st cén than vi da
c6 béo céo vé tidu chay do Clostridium difficile xay ra trong hon 2 thang sau khi diéu tri bf?mg
khang sinh.

S dung o tré em

Sulbactam/cefoperazone dugc sir dung hiéu qua & tré em. Thudc chwa duoc nghién cir rong
réi & tré sinh non hay tré so sinh. Vi vdy, trudce khi diéu tri cho tré sinh non va tré so sinh phai
can nhéc k¥ loi ich va nguy co ¢6 thé xay ra (Xem muc 5.3 Dit liéu an toan tién lam sang — Sw
dung trong nhi khoa).

Cefoperazone khong chiém chd cna bilirubin da gin két véi protein huyét twong.

4.5. Tuwong tic v§i cac thude khie va cac dang twong tic khic
Ruou
Khi bénh nhén ding rugu trong thoi gian st dung cefoperazone va ngay ca trong vong 5 ngay
sau khi ngung cefoperazone, da bao cdo gip phan tmg mé ta boi dé mat, ¢ md héi, nhire dau va
nhip tim nhanh. Khi dung nhing cephalosporin khac, déi khi cling bi phan img turong tu va do
vdy cdn canh bio trude cho bénh nhan biét vé viéc ubng bia ruou trong thoi gian diéu tri véi

sulbactam/cefoperazone. Pbi véi nhitng bénh nhan phai nudi dn bang éng hodc dudmg tinh
mach, tranh dung dung dich ¢o ethanol.

Twong tdc giita thude va xét nghiém cdn lam sang
Xét nghiém duomg niéu co thé bi dwong tinh gia khi ding dung dich B@nn‘dm,tﬁfﬁ'%t thlmg\ /

4.6.  Sir dung cho phu nir ¢6 thai va thoi ky cho con ba
Diing trong thai ky
Nghién clru sinh san trén chudt dung liéu cao hon lén téi 10 1an & ng&%
huong trén kha nang sinh san va khong gdy quai thai. Sulbactam va ¢

one @Qi@l nhau
thai. Tuy nhién vin chua c6 nghién ciru day du trén phu nit c6 thai. Vi n %&Mc val

khéng the gitip dodn trudc tat ca cac phan tmg trén ngudi, nén tranh ding thubc trong thai k¥ trir
khi that can thiét.

Dimg trong thoi ky cho con bu

Cefoperazone va sulbactam dugc bai tiét qua sita me rat it. Tuy nhién phai luu ¥ khi str dung
sulbactam/cefoperazone & ngudi dang cho con bt dit ca hai chét sulbactam va cefoperazone rat
it qua sita me.
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4.7

4.8

4.9

Anh hwimg trén Kha niing li xe va vin hanh may méc
Nghién clru lam sang véi sulbactam/cefoperazone cho théy thuéc hdu nhu khéng anh hudng
1€n kha nang lai xe va sit dung may moc.

Téc dung khdéng mong mudn

Noi chung Sulbactaquefopera;one dur}g nap tét. Phin lon céc tac dung ngoai y thuomg la nhe
hay trung binh va s& hét khi tiép tuc dicu tri. Dt liéu lam sang thu duoc tir cac nghién ciru so
sanh va khong so sanh trén gan 2500 bénh nhén quan sat thay:

Duone tiéu héa: Ciing nhu cdc khéng sinh khéc, phi’m lon cac tac dung ngoai y khi ding
sulbactam/cefoperazone thuong la trén dudng tiéu hoa. Phan long hodc tiéu chay 3,9% tiep
theo sau l1a budn ndn va ndn 0,6%.

Phan ng da Giéng nhu cac penlcillln va cephalosporin khac, tac dung ngoal ¥ do ting mén
cam 1a ndi san do 0,6% va mé day 0,08%. Phan img d& xay ra & ngudi co tién sir di ung, dic
biét 1a di ing véi penicillin.

Huyét hoe: Bach cau trung tinh ¢6 thé giam nhe 0,4% (5/1131). Giéng nhu nhimg khang sinh
ho beta-lactam khéc, khi diéu tri lau dai co thé bi giam bach céu trung tinh 0,5% (9/1696). O
mdt s6 bénh nhén, test Coombs duong tinh khi diéu tri bing cephalosporin 5,5% (15/269). Co
bdo cdo giam hemoglobin 0,9% (13/1416) va hematocrit 0,9% (13/1409) phu hop véi y vin
khi diéu tri bang cephalosporin. Tang bach ciu ai toan 3,5% (40/1130) va giam tiéu ciu mau
0,8% (11/1414) thoang qua ciing c6 thé xay ra. Giam prothrombin mau ciing da dwoc bao cdo
3.8% (10/262).

Céc tac dung ngoai v khéc: Nhitc diu 0,04%, st 0,5%, dau noi tiém 0,08% va rét run 0,04%.

Xét nghiém bét thuomg; Tang tam thoi xét nghiém chire nang gan SGOT 5,7% (94/1638),
SGPT 6.2% (95/1529), phosphatase kiém 2,4% (37/1518) va bilirubin 1,2% (12/1040).

Phén (g tai chd: bulbaudmf‘Cefopemzone dung nap tét khi dung duémg tiém bap boi T(bc\m /
dau thoang qua sau khi tiém bap. Giéng nhu nhimg penicillin va cephalosporin khac, 1"c‘mJ
truyén tinh mach sulbactam/cefoperazone bang dng truyén c6 thé gay viém tinh mach 0,1% tai
vi tri tiém truyén & mot vai bénh nhan,

Sau khi thube lru hanh, cac tac dung ngoai y sau diy da duge bao cdo: Téng qudt: phan ung
phan vé (gbm ca soc), Tim mach: Tut huyét ap, Tiéu héa: viém dal'ﬁd! ang gla Huyét
hoc: giam bach cau, Da/Phdn phu: ngira, hoi ching Stevens Jo)a‘r ie n'fé{g, tleu mau, va
Mach madu: viém mach.

{' o F' )i f&-:‘» E
Qua lidu | o *’ff_ o8
Co it théng tin v& ngd doc cip cefoperazonc natri va %ulhactam'@tri & ﬁgu& QLE liéu c6 thé
gdy ra nhimng biéu hién qua mirc biéu hién cua céc tac dung ngo@!’fy da biét, V{"??l‘oﬁ;, do beta-
lactam cao trong dich ndo tiy c6 thé giy céc tac dung than kinh gbmadi oo 'gl:,il’ff(,n can luu ¥,

Vi ca cefoperazone va sulbactam déu loai duoc khoi qua trinh luu théng bang thdm loc duoc

F
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nén co thé ding bién phap nay dé thai thubc khoi co thé khi cé qua lidu & bénh nhan c6 suy
giam chirc nang thén.

Cic dic tinh dwge Iy hoe

bic tinh dwge lyc hoc:

Thanh phin khing khuin cua sulbactam/cefoperazone la cefoperazone, mot khang sinh
cephalosporin thé hé 3, c6 tac dong chdng lai cac vi sinh vat nhay cam & giai doan nhén 1én bﬁng
cach vrc ché sur tong hop mucopeptid vach té bao. Sulbactam khéng c6 tac dong khang khuén
hiru ich ngoai trir trén Neisseriaceae va Acinetobacter . Tuy nhién nghién ciru sinh hoa véi cac
hé thdng ngoai t& bao vi khuan (cell-free bacterial systems) cho thiy sulbactam 1a mot chét te
ché khdng hdi phuc trén da sb cac men betalactamase quan trong do céc vi khuén khang thudc
beta-lactam sinh ra.

Kha nang cta sulbactam gifip ngan can céc vi khuan khang thudc pha huy cac penicillin va
cepha]osporin da dwoc xac dinh qua cac nghién ciru trén vi khudn dung cac dong khéng thude,
cho thdy sulbactam ¢ kha ndng cong hudmg rd rét véi céc penicillin va cephalosporin. Vi
sulbactam c6 thé gan két véi mot sb protein gan két cua penicillin, cac dong vi khuén nhay cam
ciing tré nén nhay cam hon déi véi sulbactam/cefoperazone hon 1a véi cefoperazone don thuin.

Phéi hop sulbactam va cefoperazone c6 hoat tinh chéng lai tit ca cac vi khudn nhay cam véi
cefoperazone. Hon nita phéi hop nay mang lai tac dung cong hudémg (ndng d e ché téi thiéu
duoc giam dén 4 lan so véi nf“mg d6 trc ché tdi thiéu coa thude thanh phE‘m) chéng lai nhiéu loai
vi khuan nhu:

Haemophilus influenzae
Loai Bacteroides

Loai Staphylococcus
Acinetobacter calcoaceticus
Enterobacter aerogenes
Escherichia coli
Proteus mirabilis
Klebsiella pneumoniae
Morganella morganii
Citrobacter freundii
Enterobacter cloacae
Citrobacter diversus

Sulbactam/cefoperazone c6 tic dong invitro trén nhiéu loai vi khuin c6 tim quan trong tf2n h’m
sang nhu;

Vi khuén gram duong:

Staphylococcus aureus, ca dong sinh men va khong sinh men penicillinase
Staphylococcus epidermidis

Streptococcus pneumoniae (truée la Diplococcus preumoniae)
Streptococcus pyogenes (beta-hemolytic streptococci nhém A)
Streptococcus agalactiae (beta-hemolytic streptococci nhom B)
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Nhﬁ:ng dong beta-hemolytic streptococci khac
Nhiéu dong Streptococcus faecalis (enterococcus)

Vi khuan Gram am:
Escherichia coli
Loai Klebsiella
Loadi Enterobacter
Loai Citrobacter
Haemophilus influenzae
Proteus mirabilis
Proteus vulgaris
Morganella morganii (trudce 1a Proteus morganii)
Providencia rettgeri (trudc la Proteus rettgeri)
Loai Providencia
Lodi Serratia (gbm ca S. marcescens)
Loai Salmonella va Shigella
( Pseudomonas aeruginosa va vai loai Pseudomonas khac
Acinetobacter calcoaceticus
Neisseria gonorrhoeae
Neisseria meningitidis
Bordetella pertussis
Yersinia enterocolitica

Vi khuan yém khi:

L
Truc khuin Gram am (gbm ca Bacteroides Sfragilis, loa\ ;‘ b
N
Fusobacterium) 24®
Cau khudn gram duong va gram &m (bao gdm Peptococcus, P}seit@pfacoc’cus va idil\\/
Veillonella)

Truc khuan Gram duong (bao gom Clostridium, Eubacterium va loai Lactobacillus)

Sau day 1a bang ranh gi¢i x4c dinh d6 nhay cam cua sulbactam/cefoperazone:

Nong do tre ché tdi thiéu (MIC),

Nhay cam <16
Trung gian 17-63
Khang >64

Kich thude ving dfa khang sinh nhay cam,
mm (Kirby-Bauer)

e i
Trung gian 16-20
Khing <15
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5.2

Pé xac dinh MIC, pha loang dan sulbactam/cefoperazone theo ti 1& 1:1 hodc 1:2
sulbactam/cefoperazone v&i phuong phép thach hay canh cdy. Khuyén céo dung dia khang sinh
c6 30 mcg sulbactam va 75 meg cefoperazone. Néu phong xét nghiém cho két qua “nhay cam”
tic la vi khuan gy bénh rit co thé dap mg voi sulbactamfcefopcrazone Néu két qua la
“khang”, vi khudn c6 1& s& khong dap img. Két qua la "trung gian” gm y rang vi khuan s& nhay
cam voi sulbactam/cefoperazone néu liéu cao hom duoc sir dung hay néu tinh trang nhigm khuan
chi khu tra & phan md hay dich co thé co thé dat duoc nong dé khéang sinh cao.

Sau ddy la cac gidi han khi lam test kiém ching trén dia 30 mcg sulbactam/75 meg
cefoperazone:

Dong kiém chimg Kich thudc vang dia
Acinetobacter spp., N 26-32
ATCC 43498
Pseudomonas aeruginosa, 22-28
ATCC 27853
Escherichia coli, 27-33 g
ATCC 25922 S MLAND)
Staphylococcus aureus, 23-30 ;/ ,%,‘l" %‘\
/ N . \
ATCC 25923 /o Wt
fa
Cic dic tinh duge djng hoc: S }_/{j

Khoang 84 % lidu sulbactam va 25% liéu cefoperazone trong ph01 hop su]bactamfcefeﬁ&azone
sir dung duoc thai trir qua duémg than. Phén 1ém lugng cefoperazone con lai duge thai trir qua
mét. Sau khi tiém sulbactam/cefoperazone, thoi gian ban huy trung binh cua sulbactam 1a 1 gi¢r
trong khi cua cefoperazone la 1,7 git. Nong d¢ thude trong huyét thanh ti 18 véi liéu dung. Cac
gié tri ndy cling twong tu nhw cac gia tri dd duoc biét cta riéng timg chét khi dung don déc.

. N

Néng d6 dinh trung binh trong huyét thanh sau khi diung 2g sulbactam-’cefoperaﬁoneﬁ-l_ g
sulbactam, 1g cefoperazone) tiém tinh mach sau 5 phat la 130,2 meg/ml cho sulbactam va236\8/
mecg/ml cho cefoperazone. Didu nay chimg té sulbactam c6 thé tich phan bé cao hon (Vd = 18,0-
27,6 L) so voi cefoperazone (Vd = 10,2-11,3L).

Sau khi tiém bip 1,5 g sulbactam/cefoperazone (0,5 g sulbactam/l g cefoperazone), néng do
dinh trong huyét thanh cia sulbactam va cefoperazone dat duoc sau 15 phat — 2 gio. Nﬁ“)ng do
dinh trung binh trong huyét thanh cta sulbactam va cefoperazone dat dugc sau 15 phut-2 gio.
Néng d6 dinh trung binh trong huyét thanh 1a 19,0 meg/ml cho sulbactam va 64,2 meg/ml cho
cefoperazone.

Ca sulbactam va cefoperazone phan b tét vao nhiéu mé va dich co thé bao gdm ca dich
mat, t0i mét, da, rudt thira, voi tring, buéng tritng, tr cung va cac noi khac.

Khong cé bing ching vé tuong tac duge dong hoc thude giita sulbactam va cefoperazone
khi dugc st dung dudi dang phéi hop sulbactam/cefoperazone.
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5.3

Sau khi ding da lidu, khéng c6 thay déi dang ké vé duoc dong hoc dbi véi ca 2 thanh phﬁn
ctia sulbactam/cefoperazone va khong thiy c6 tich tu thude khi ding cach 8-12 gié mot lan.

St dung & bénh nhan bi réi loan chirc ndng gan
Xem muc 4.4 Luu y va than trong ddc biét khi dung.

Str dung o bénh nhdn bi réi loan chirc nang thdn

O nhitng bénh nhan véi cic muc do chirc nang than khac nhau khi chi dinh
sulbactam/cefoperazone, dd thanh thai sulbactam twong quan r6 vo&i do thanh thai
creatinine. Bénh nhén suy chirc nang thdn hoan toan cho thdy co thoi gian ban huy
sulbactam kéo dai rd rét (trung binh 6,9 va 9,7 gi¢r trong céc nghién ciru riéng biét). Tham
phén lam thay déi dang ké thoi gian ban huy, do thanh thai toan than va thé tich phan b
cla sulbactam. Khong c¢6 thay di dang ké vé duoc déng hoc cua cefoperazone & céc bénh
nhén suy thin.

Str dung o nguedi cao tudi

Dugc déng hoc cua sulbactam/cefoperazone da dugc nghién ciru trén ngudi cao tudi ¢o tinh
trang suy than va c6 anh hudng chirc nang gan. Ca hai chét sulbactam va cefoperazone déu
c6 thoi gian ban huy ting, do thanh thai giam va thé tich phén b6 tang khi so v&i ngudi tinh
nguyén khoe manh. Dugce dong hoc cua sulbactam twong quan ré véi muc d suy thédn trong
khi vdi cefoperazone tuong quan ré véi mire do suy gan.

Sw dung o tré em

Céc nghién ctru thuc hién & tré em cho thiy khong c6 thay déi dang ké vé& duoc d:;m&vhoc
ctia 2 thanh phin sulbactam/cefoperazone so voi ngudi 1édn. Thoi. -g;an\gm huy trung\inhf
cua sulbactam o tre em la 0,91-1,42 gi va cua cefoperazonﬁ lqunﬂ%\

Di liéu an toan tién lim sang )
Sw dung o tre em : A
Cefoperazone coé tac dung ngoai yo tat ca moi liéu trén tinh, %p cua chuot ier
dudi da 1000 mg/kg/ngay (cao gap 16 lan so vol liéu trung bqgﬁg, Y gay giam khéi
lugng tinh hoan, ngung sinh tinh tring, giam s6 lugng té bao maﬁr%&ao'k_ﬁang bao trong bao
twong cta té bao Sertoli. M db nghiém trong tuy thude vao liéu dung tir 100 t&i 1000 mg/kg
ngay. Liéu thip gay giam khong dang ké té bao tinh trung. Nhitng anh huong nay khong thay
& chudt truong thanh. Trong tit ca cac truong hop, nhiing ton thuong mé hoc déu héi phuc,
ngoai trir ton thuong khi diung lidu cao nhét. Tuy nhién, nhiing nghién ciru nay khong danh gia
duogc kha nang phat trién chirc ning sinh san ¢ chuét. Nhitng anh huong nay trén nguoi chua
duoc xac dinh ré.
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6.2

6.3

6.4

6.5

6.6

Khi cho sulbactam/cefoperazone (dang ti I¢ 1:1) tiém dudi da chudt con so sinh trong 1 thang,
quan sat thdy co giam trong lugng tinh hoan va éng din tinh kém phat trién & nhém ding
300+300 mgfkg/ngay Vi ¢6 su khac biét 1on gitta cac chuot con vé muc do phat trién tinh
hoan va vi ciing thay c6 hién tuong tinh hoan kém phat trién & nhém chimg nén su lién ‘quan
v&i thude khong chic chan. Khéng quan sat thiy cac két qua twong tw & ché con véi lidu 10
lan cao hon liéu trung binh ctia ngudi lén.

Cic diac tinh dwoe hoc
Danh muc ta dwoe
Khéng co.

Tuwong ky

Aminoglycosides

Dung dich sulbactam/cefoperazone va aminoglycosides khong nén pha voi nhau vi khong tuong
hop vét ly. Néu can phai diéu tri phdi hop sulbactam/cefoperazone va aminoglycoside (xem muc
4.1 Chi dinh - Diéu tri phoi hgp), c6 thé dung cach truyén ngit quang xen k& nhau mién la ding
duéng truyén neng biét va dudmg truyén Ian trude phai duge suc ky voi dung dich pha thich hop
trude khi truyén lan tiép theo. Nén nhé ring céc liéu sulbactam/cefoperazone nén duoc cho
trong ngay cang cach xa liéu aminoglycoside cang tot.

Dung dich Ringer lactate

Nén tranh pha khéi dau véi dung dich Ringer lactate vi khong tuong hop. Tuy nhién phuong
phép pha logng 2 bude: dung nudc pha tiém pha loang trudce sé tao ra mot dung dich tuong
hop khi pha thém véi dung dich Ringer lactate (xem muc 6.6 Huéng dan sir dung — Dung dich
Ringer lactate).

Lidocaine

Nén trénh pha khoi dau véi dung dich Lidocaine HCI 2% vi khéng twong hop. Tuy nhién
phuong phap pha lodng 2 bude dung nudce pha tiém pha lodng trudce sé tao ra mot dung,«dlch
trong hop khi pha thém véi dung dich Lidocaine HCI 2% (xem muc 6.6 Huéng dan st (ﬁl{rg =
Dung dich Lidocaine)

Han diung

24 thang ké tir ngay san xudt.

Than trong dic biét khi bao quan
Bao quan thube & nh1el do dum aOOC

gid sau khi pha.
Tinh chit va dung lwgng déng g6i

Hop 1lo lg.

Huwéng dan siv dung
Cdch pha thuoc
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Sulbactam/cefoperazone lo 1,0 g

Tong liéu Tuong duong liéu Thé tich Nong do toi da
() sulb. + cefoperazone (g) dung méi (mg/ml)
1.0 0.5 +0.5 3.4 125+ 125

Sulbactam/cefoperazone tuong hop véi nuéc pha tiém, dextrose 5%, nude mudi sinh 1y,
dextrose 5% trong nudéc mudi sinh ly 0,225%, va dextrose 5% trong nudc mudi sinh Iy véi
ndng dd 10 mg cefoperazone va 5 mg sulbactam mdi ml cho t&i 250 mg cefoperazone va

125 mg sulbactam mdi ml.

Dung dich Ringer Lactate

Nén diing nude cat vo khuan pha tiém d& pha thudc (xem muc 6.2 Twong ki — Dung dich Ringer
Lacrate). Phai pha thude theo 2 buée, 1an diu ding nude cét pha tiém (nhu bang trén) rdi pha
thém véi dung dich Ringer Lactate dé c6 nong dé sulbactam 5 mg/ml (ding 2 ml dung dich pha
lin dau thém 50 ml dung dich Ringer Lactate hay 4 ml dung dich pha l4n dau thém 100 ml dung
dich Ringer Lactate).

Dung dich Lidocaine

Nén dung nurée cit vé khuan pha tiém dé pha thuéce (Xem muc 6.2 Twong ki — Dung dich
Lidocaine). Néu mubn co nf‘)ng a0 cefoperazone 250 mg/ml hay cao hon, phai pha thude theo 2
bude lan dau ding nudée cét pha tiém (nhu bang trén) roi pha thém véi dung dich Lidocaine dé
c6 dung dich thubc ¢6 ndng db cefoperazone 250 mg va sulbactam 125 mg trong mdi ml trong
dung dich lidocaine HC]I néng dd khoang 0,5%.

Tiéu chuén thude thanh phim: Nha san xuit o e il
Nha san xuat: Haupt Pharma Latina S.R.L., Borgo San Michele S.S. 156 km 47, 600 -0416%) /
Latina, Y. &
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