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THANH PHAN: Mdi To chira.

- Hoat chdr:
Celoperazon ... ... 300mg holc lg
SOIDBCIIM s simniisiasiscassitcisiivo MR L% e i) S00mg hodc ig

(dudi dang hdn hop Cefoperazon natri va Siilbdcram

DANG BAO CHE: Thubc bt pha tiém.

QUY CACH BONG GOI: Hip 1 lo. Hop 1010,

CHI BINH

- Bon tr ligu: Cefoperazon/Sulbactam (CPZ/SBT) duge chi dinh trong nhitng truimg hop nhidm
tring do cac ching vi khudn nhay cim gdy ra: Nhidm tring duong ho hip (trén va duai); nhiém
tring dusimg tiét niéu (trén va dudi); viém phic mec, viém i mit, viém duimg mat va cic
nhiém tring trong & bung khéc; nhi®m tring mau; viém mang ndo; nhiém tring da va mé mém;
nhiém fring xwong khip; viém vitng chju, viém ndi mac tir cung, bénh 1 va cic tnsong hop
nhiém tring duémg sinh dyc khac

- Biéu tr két hop: Hau hét cac chimg nhiém tring déu cho dap irng tt voi CPZ/SBT don tri. Tuy
nhién, co thé phdi hop CPZ/SBT vdi nhimg khing sinh khic néu cin thiét. Néu phéi hop vai
aminoglycosid thi nén theo dai chirc ning thin trong suot dot diéu tri.

LIEU LUQNG VA CACH 50" DUNG

Ligu fugng duoe tinh dua theo luong cefoperazon.

- Nguwi Jom: Liéu khuyén cao hing ngay 1a 1 - 2 g cefoperazon, chia thanh cac liéu bing nhay,
ding mdi 12 gio. Khi nhiém tring ning hofic dai ding, liéu hing neiy co thé tang Ién 4 g
cefoperazon. Nguai bénh co thé ding thém cefoperazon riéng ré vi lidu 18i da sulbactam khuyén
cao bt 4 g/ngdy

- Suy thdn: C%: chinh lidu & nguin bénh bj suy gidm chirc ning thin rd rét (45 thanh thai creatinin
(Cle) duai 30 mL/phut).

Cl, (mL/phit) Liéu tbi da sulbactam hing ngiy
15-30 1 g mai 12 giir (2 g/ngay)
<15 500 mg mdi 12 gitr (1 g/nga
Khi nhidm tring niing, c6 thé ding thém cefoperazon riéng ré. Sau khi thim phin, nén cho thém
mit lieu thudc.
- I¥é em: Liéu cefoperazon khuyén céo 1 20 — 40 mg/kg/ngay, chia thanh céc liéu bing nhau,

. Cephalosporin phoi hop
' ’ﬂg_t_;iﬁc bgt pha titem BACTAPEZONE

Cefoperazon va Sulbactam

il

TAC DONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thude hau nhur khdng dnh hudng dén khi niing 141 xe hodc vin hanh may moc

TUONG TAC THUOC )

- Rugu: B3 cb cac bao cdo vé cac phin img 6 mét, 46 md hai, nhire du va nhip tim nhanh xay
ra khi udng rrou trong thsi gian dang ding thudc hofic trang véng 5 ngay sau khi ngung thube
Déi vai nhimg bénh nhan phi nudi an bing dng holic dutmg (Tnh mach, nén tranh ding dung
dich co ethanol

- Xét nghi¢m glucose nigu co thé bj dirong tinh gis khi dung dung dich Benedict hojc Fehling,

- Warfarin va heparin: co thé lam tang tac dung gidm prothrombin huyét ciia Cefoperazon,

TAC DUNG PHY

cra{gT thuémg dung nap tot. Cac tic dung phy phén 16m 14 nhe hay trung binh va s& hét khi liép

tyc digu tr

- Tiéw hoa (tac dung phy thuomg gép nhit cia CPZ/SBT): tiéu chéyfghin lang, budn nén hay nén,

- Phin img da: ban d6 dang sin, mé day. Céc phin ing niy cang dé xiy ra & ngui ¢o tidn sir dj
img, dic biét 14 dj (g penicillin.

- Huyét hoc: gidm nhe bach chu trung tinh, giam co héi phuc bach cav trung tinh, phin ing
Coombs duong tinh, gidm hemoglobin va hematocrit, ting bach céu ua acid thoang qua, gigm
tiéu cdu, giam prothrombin mau,

- Khdc: nhic dau, sdt, dau nai tiém va dn lanh.

- Tang tam thir xét nghiém chire ndng gan: SGOT, SGPT, phosphatase kiem va bilirubin

- Phdn timg tgi ché: dau thoang qua tai chd tiém bp, viém tinh mach tai vi Iri tiém lruy_én

- Sau khi hew hank cic tie dyng phy sau ddy di dge bao cdo: phan img phin vé (gdm ca sbc);
ha huyét ap; viém dai trang mang gia; gidm bach ciu; ngira, hoi chirmg Stevens-Johnson; lidu
mau; viém mach,

Thing bde bic 57 cdc tdc dung phy gip phdi khi ding thude.

DUQC LYC HQC

- Thanh phin khing khuéin ciia CPZ/SBT la cefoperazon, mt khing sinh cephalosporin thé hé 3,
¢ tac ddng khang khudn bing céch irc ché sy tong hop mucopeptid & thinh té bio. Sulbactam
gin nhu khéng co téc dong khing khuin hiru ich niao ngoai tnir trén Neisseriaceae v
Acinetobacter. Tuy nhién, sulbactam |2 mét chét e ché khing hoi phuc trén da sb cic men
betalactamase quan trong do cdc vi khuin khing thudc beta-lactam sinh ra.

- Sulbactam co tiém ning ngan cin cic vi khuin khing thudc pha huy penicillin va cac

halosporin. Do sulb ci thé giin két véi mit s6 protein gin két cia penicillin nén cac

ding mbi 6 — 12 giér. Khi nhiém tring ning hodc dai ding, liéu co thé ting lén 160 mg/ke/ng:
chia thinh 2 — 4 lin. O tré so sinh dudi 1 tulin twdi, nén ding thube mdi 12 gid. Lidu t5i da
sulbactam & tré em I 80 mg/kg/ngdy. Néu cin ding cefoperazon véi liéu > 80 mg/kg/ngay thi
nén dung thém cefoperazon riéng ré.
* Cich diing: Bactapezone co thé ding dé tiém tinh mach chim trong tbi thidu 3 pht, hodc tiém
truyen tinh mach chim trong 15 ~ 60 phist

* Cdch pha va tiém thudc
Lo | Tilg Cefoperazon / Sulbactam Thé tich dung mdi
1g | 34mL
2g -1 6,7 mL

CPZ/SBT tuomg thich vai Nudc cit pha tiém, dextrose 5%, natri clorid 0,9%, dextrose 5% trong

nurdre mudi sinh 1y véi ndng 49 sulbactam tir 5 - 125 mg/mL.

Dung djch Lactated Ringer: Nén diung nudc cit pha tiém dé pha khai diu. Pha thudc theo 2 bude,

diing nude cat pha tiém pha khoi diu rﬁsl pha lodng tiép bing dung dich Lactated Ringer dé dat ning

46 sulbactam li § mg/mL (pha 2 mL dung dich pha khdi diu véi 50 mL dung dich Lactated Ringer

hojc theo ti 184 mL 100 mL),

- Truyén fink mach: Pha mdi lo thude vai mat lugng thich hop nurde cdt pha tigm hogc vis natri
clorid 0,9%, holic dextrose 5% rdi pha lofing tiép trong 20 mL vari cing dung mi (trir nude cat).
Truyén chidm trong 15 - 60 phit

- Tiém tink mach (I¥): Pha thubc gidng nhu bing trén va tiém chiim trong 161 thidu 3 phit

TUONG KY

- Aminoglycosid: Dung dich CPZ/SBT v aminoglycosid khdng nén pha vai nhau, Néu chin phai
didu trj phéi hop, co thé ding cach truyén tinh mach nght quiing véi cie dudmg truyén rigng biét
vih dudmg truyén lin trude phii duoe stic k§ vai dung dich pha thich hop gitr cde lin truyén,
Nén ding cac lidu CPZ/SBT trong ngily cach che lidu aminoglycosid cang xa cing tbt

- Dung dich Lactated Ringer, Lidocain: Nén trdnh ding hai dung dich pay o pha khéi diu, Co
thé ding cich pha lo@ng 2 bude, ding nuéc cat pha tiém dé pha khoi dau.

CHONG CHI B|NH

Qué miin véi sulb penicillin, cefop hoc vivi cac cephalosporin khac,

SU' DYNG THAN TRONG

- Qud mdn: DA ¢6 chc bio cho v che phin (g qua miin nghiém trong vi di khi gly tir vong,
Cic phin img niy thidmg xdy ra & nguoi bénh co tién st qua miin véi nhiéu logi khing nguyén
khic nhau, Néu xiy ra phiin img qui min, nén ngung thude vid dp dung céc ligu phap thich hap.
Khi iy ra phin img phan vé ning, phii cip ciru ngay biing epinephrin, Néu ciin thiét, phii dong
thiri hoi sire tich cye bling oxy, steroid tiém tinh mach, thdng duimg ther ké ci dit ndi khi quin.

- Suy gan: Cn chinh lidu & ngudi bénh bj the mit ning, bénh gan nling, holic réi loan chire ning
thin di kém véi mdt trong che tinh trang niy. Trong nhitng trnimg hop niy, khng nén ding
cefoperazon qua 2 g/nghy khi khong theo doi sat duoc ndng d0 trong huyét ong,

-~ Viée thiéu vitamin K khi diéu tri 4 xdy ra, nhit 16 & ngudi bénh co nguy co cao nhu &n udng

kém, gidm hip thu (bénh xo hod nang) va bénh nhin nudi in duimg tinh mach liu ngiy O

nhitng nguti bénh nguy co dang ding thude chdng ddng, phii theo doi thiri gian prothrombin vi

ding thém vitamin K néu can, .

Tinh trang ting qué mic cic ching dé khing cd thé xdy ra néy ding thubc dai ngay. Cén theo

d5i sit bénh nhén. Kidm tra dinh ky cic rdi logn chire ning (bao gbm thin, gen va hé thong tao

miu) khi didu 1rj kéo dai, d3c biét [ & tré so sinh, tré sinh non va tré nho.

- Tré nho: CPZISBT dugc sir dung higu qua & tré nhé. chura duge nghién clu rdng rii & tré
s sinh hay non thing. Do db, trudc khi diéu tri phai cén nhic k§ loi ich va nguy ca co the xdy

ra

sUT DYNG O PHY NTT CO THAI VA PANG CHO CON BU

- Sulbactam vi cefoperazon qua duoe nhau thai, Tuy nhién vin chua |>o2 nghién ciru ddy di trén
phia nir cé thai. Vi viy, nén tranh dung thude trong thai ky trir khi thit can thidr, __

- Cefoperazon vit sulbactam duge bai tiét qua sit rit it Thiin trong khi sir dung thude cho ngudi
dang cho con bi

250683 Fax : (08) 22250682

PHO CUC TRUANG

chiing nhay cam eiing tré nén nhay cdm déi vai CPZ/SBT hon 13 véi cefoperazon don thudn,

- Phéi hop sulbactam va cefoperazon c hoat tinh chong lai tat ca cic vi khudn nhay cam vii
cefoperazon. Hon nita, phdi hop ndy mang lai tac dung cong hudng (ndng d5 e ché t6i thidu
(MIC) gidm dén 4 lin so voi MIC ciia timg thanh phan) chéng lai nhiéu logi vi khuin nhr;
Haaemophilus infl B ides spp., Staphylococcus spp., Acinetob i :
Enterobacter aerogenes, Escherichia coli, Protens mirabilis, Klebsiella prneumoniae,
Morganella morganii, Ci - freundii, Ei b claacae, Citrobacter diversus,

- CPZ/SBT ¢b tic ddng i vitro trén nhidu loai vi khudn cé thm quan trong trén lim sing nhu:

o Vi khudn Gram dwong: Swaphylococcus aureus, S. epidermidis (ké ci chiing sinh
penicillinase), Strep CuS f Sirep. pyog (strep i tan mau f nhom A),
Strep galactiae (streg i tan mau f nhom B). Hiu hét cc ching streptococci

tan mau f khac. Nhidu ching Strepfococcus faecalis (enterocaccus).

s Vi Khuin Gram am; E coli; Kiebsiclla spp.. Enterobacter spp. v Citrobacter spp.; H.
influenzoe, Profews mirabilis, P. vulgaris, Morganella morganii, Providencia retigeri,
Providencia spp.; Serratia spp. (ké ca S marcescens), Salmonella spp.; Shigella spp.,
Pseudomonas aeruginosa va vai ching Psed: spp.; A b calcoacelicus,
Neisseria gonorrhoeae, N. meningitidis, Bordetella pertnssis, Yersinia enterocolitica

® Vi khufn ky khi: Tryc khuin Gram im (bao gdm Bacteroides fragilis, cic Bacteroides spp.
khac va Fusobacterium spp.), cau khulln gram duong vi gram Am (bao gom Peptococeus

spp., Peplostrep spp. va Veillonella spp); trye khuln Gram duong (bzo gom
Clostridium spp., Enbacizrium spp. va Laciobacillus spp )
DUQC PONG HOC

Nong dé thudc trong huyét thanh ti 1§ voi liéu dung. Néng d@ dinh trung binh cda sulbactam va
cefoperazon trong huyet thanh sau khi dung 2 g CPZ/SBT (1 ; 1) tiém tinh mach sau 5 phat
womg tmg 14 130,2 mxml. vt 236,8 meg/mL.

= Ci hai r.lﬂl déu phin b tdt vio chc mé va dich thé bao gdm cé dich mat, ti mat, da, rujt thus,
voi trimg, budng trimg, tr cung va cie noi khac. Sau khi dung da lié, khdng co thay doi ding
ké vé duge ddng hoc va khong thily tich 1 thude khi cho ding mdi 8 - 12 gier

- Khoing 84% Iita sulbactam vi 25% liéu cefoperazon trong dang phoi hop CPZ/SBT dwoc thai
trir qua thiin. Phibn lém lugng cefoperazon con lai duge thii trir qua mét. Sau khi tiém, thai gian
ban hiy trung binh cia sulbactam 14 | gitr va cia cefoperazon I8 1,7 gio.

- R6i logn chire ndng thdn: Bénh nhin suy chirc ndng thin hodn toin cd then gian ban hiy
sulbactam kéo dai rid rét (trung binh 6,9 vi 9,7 it trong céc nghién cinu riéng bidt). Tham phin
tam thay dbi ding ké thsh gian ban huy, 43 thanh thi todn thin va thé tich phin phdi sulbactam.
Khing co thay doi ding I:r\'é duge ddng hoc cia cefoperazon & cac bénh nhin suy thin,

- Duge dong hoc cia sulbactam tuong quan rd viai mic dé suy thin trong khi dugc dong hoc cia
cefoperazon tuong quan rd voi mire 46 suy gan.

- Tré em: Khiing cé thay ddi ding ké vé duge ddng hoe so véi ngudi lén

QUA LIEU VA XU TR

= Qui lidu eb thé gy ra nhitng biéu hién qui mire cia cae the dung phy. Nong dd khing sinh beta-
lnctam cao trong dich nllo tuy cé thé giy cic tac dung phu trén thin kinh, bao gdm ci co gidt

- Co thé ding thim phin miu dé gia thng thii trir thude khoi co thé khi co qui lidu & bénh n
suy gidm chire ning thin

KHUYEN CAO

< D xa thm tay tré em,

- Thube niy ehi ding theo sy ké dom cin thily thude, ¥
. Dr Inx hwrdmg dfin sic dyng trwde khi diing. I
. Néu chin thém thdng tin, xin héi ¥ kién bic 1,

BAO QUAN: Trong bao bi kin, & noi kho, trinh anh sing, nhigt 4§ duin 30°C, )
Dung dich d3 pha én dinh trong 24 giér & nhiét 43 phong va trang 5 ngdy néu bdo quan trong td
lanh y

HAN DUNG: 24 thang k& i ngay sin xuit

TIEU CHUAN: TCCS,

CONG TY TNHH DP SHINPOONG DAEWOO
Nha may: S6 13, Duimg 9A KCN Bién Hoa 2, Ddng Nai, Viét Nam
ing 9, Thap R1, Toa nha Everich, S6 968 Puomg 3/2, P15, Q.11, TP, HCM

Email : shinpoong(@spd.com.vn

ﬂgmyé}a Vin Chand,
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Complex antibiotics

BACTAPEZONE mnjection

(Cefoperazone sodium / Sulbactam sodium [ratio of 1 : 1))

COMPOSITION: Each vial contains:

Active ingredient:
Cefop e A s P T T S e S500mg or 1g
Sulb e 500mg or g

(as mixture of Cefoperazone sodium and Sulbactam sodium)
DOSAGE FORM: Powder for injection.
HOW SUPPLIED: Box of | vial. Box of 10 vials,

- USE IN PREGNANCY AND BREAST FEEDING

- Sulbactam and cefoperazone crosses the placental barrier, There are no adequate and well-
controlled studies in pregnant women. Should use this drug during pregnancy only if clearly
needed.

= Only small g of sulb and cefop are ted in human milk. Caution
should be exercised when this drug is administered (o a nursing mother,

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES

INDICATIONS It is unlikely to impair a patient’s ability to drive or use machinery

- Monotherapy: Cefop lbactam (CPZ/SBT) is indicated for the following infecti DRUG INTERACTIONS
caused by susceptible Respiratory tract infections (upper and lower); urinary tract - Alcohol: A jon ch ized by flushing, ing, headache and tachycardia has been
infections (upper and lower); peritonitis, cholecystitis, cholangitis and other intra-abdominal ported when alcohol was ingested during and as late as the 5™ day after cefoperazane
infections; septicemia; meningitis; skin and sofl tissue infections: bone and joint infe dministrati For pati quiring antificial feeding orally or parenterally, solutions
pelvic infl y disease, end itis, gonorrhea and other infections of the genital tract containing ethanol should be avoided

- Combination therapy: Most infections can be treated adequately with CPZ/SBT alone. However. - A false-positive reaction for gh inurine may oceur with Benedict's or Fehling's solution

they may be used itantly with other antibiotics if such are indicated. If an
aminoglycoside is used, renal function should be monitored during the course of therapy.

DOSAGE AND ADMINISTRATION

Dosage is expressed in term of the cefoperazone content,

- Adulis: The daily recommended doseis 1 -2 g of cefoperazone, taken every 12 hours in equally

- Warfarin and heparin: increase hypop
SIDE EFFECTS

CPZ/SBT is generally well tolerated. The majority of adverse events are of mild or moderate
severity and are tol d with inued
- G ] inal (the most freq)

ia effect of Cefap

side effects observed with CPZ/SBT): diarrhea/loose, nausea

divided doses. In severe or refractory infections, the daily dosage may be increased up to 4 g of and vamiting,
cefoperazone activity. Patients may require additional cefoperazone administered separately - Dy logic r lopar rash, urticaria. These reactions are more likely to ocour
b the ded i daily dose of sulbactam is 4 g in patients with a history of allergies, particularly to penicillin

- Kenal dysfunction: Dosage regimens should be adjusted in patients with marked d in - H logy: slight d in phi penia, positive direct Coombs'

renal function (creatinine clearance (Cle,) of less than 30 mL/min). test, decreased hemoglobin and h i : inophilia,  thrombocytopenia,
hypoprothrombinemia
Cley (mL/min) | Maximum daily dose of sulbactam - Miscell headact jection pain and chills
15-30 1 g every 12 hours (2 g/d . - T fe qffnvr‘ MMSGOT SGP’T akaline Ipl_:ospl:nmlc and bilirubin.
<15 500 mg every 12 hours (1 g/da % ool aatlont pain following M ad phlebitis at infsion site.
L ey (1 g/day) - !npm—wﬁug xperi Hr following additional wndersirable effects have been reported:

In severe infections, it may be ¥ to administer additional cefor . Dosing should pay ction (including shack); hyp %, pseud L colitis, leucog h
be scheduled to follow a dialysis period r d"“"‘“" s‘”:':;:' . rresal in,

- Children: The recommended dose is 20 - 40 mg/kg/day of cefoperazone, taken every 6 — 12 arm doctor with side effects when using medicine. -
hours in equally divided doses. In severe or refr y infections, these di may be P"ARM“CODYN:‘M'CS = Ly ! -
increased up to 160 mg/kg/day of cefoperazone activity, taken in 2 - 4 equally divided doses In - 1€ @ntib i g "r:;s Per e (CPZ/SBT) is cefoperazone, a 3 "
neanates in the first week of life, the drug should be given every 12 hours, The i ¥ 2 i o o s
dosage of sulbactam in pediatrics should not exceed 80 mg/kg/day. For doses requiring > 80 cell wall mucopeptide Sulb:um does not possess any useful antibacterial activity, except
me/kgiday cefop activity, sdminister cefop Iy. against Neisseriaceae and ter. | , it is an g of most

* Administration: Bactap i adii d by slow i j e s i of 3 impe ﬁmww&%mm _—_
3 % e 15 - 60 mi i P i cephalosporins

" Fnpwilondfidtios et e i isms. As sulbactam also binds with some penicillin-binding proteins, sensitive

4 strains are also often rendered more susceptible to CPZ/SBT than to cefoperazone alone.
Vial | Ratio of Cefoperazone / Sulbactam | Volume of diluent = 2he bl e T SR 1 mym ff:j,:"““"", paetiiad
;g :; :;ﬁ 1h=mmbinuimwwnhmeforuchmmpmu;]muvuiuyufmmmmme
% 7 following: Haemophil i s Shoplrk = Acimétod
) izl ) i caicoaceticus, Enterobacter aerogenes, Escherichia coli, Protens mirabilis. Klebsiella
CPZISBT is compatible with water for injection, 5% dextrose, 0.9% sodium chloride, 5% dextrose preumoniae, Morganella morganii, Citrobacter frewndii- E bacter cl - Citrob
in normal saline al concentrations of 5 - 125 mg/mL sulbactam, diversus.

Lactated Ringer's Solution: Sterile water for injection should be used for reconstitution. A 2-step
dilution is required using sterile water for injection further diluted with lactated Ringer's solubion to
a sulbactam concentration of 5 mg/mL (use 2 in 50 mL initial dilution or 4 in 100 mL initial
dilution of Lactated Ringer's solution).

- Intravenous (V) infiesion: Each vial should be d with the appropriate amount of 5%
dextrose, 0.9% sodium chloride injection or sterile water for injection and then diluted to 20 mL
with the same solution (except sterile water) followed by administration over 15 - 60 minutes.
1V injection: Each vial should be reconstituted as above and admini d over a mini of 3
minutes.

INCOMPATIBILITIES

- Aminoglycosides: Solutions of CPZ/SBT should not be directly mixed. If combination therapy
is contemplated, this can be accomplished by sequential intermittent IV infusion provided that
separate secondary IV tubing is used, and that the primary IV tubing is adequately irrigated with
an approved diluent between doses. Doses of CPZ/SBT be administered throughout the day at

times as far 1 from the admini of the aminoglycoside as p

- Lactated Ringer's solution, 2% Lidocai lution: Initial with these soluti
should be avoided. A 2-step dilution process involving initial reconstitution in water for
injection should be used.

CONTRAINDICATIONS

Hypersensitivity to penicillin, cefop or to other cephalosp

PRECAUTIONS

- Hypersensitivity: Serious and occasionally fatal hypersensitivity (anaphylactic) reactions have
been reported. These reactions are more apt to occur in individuals with history of
hypersensitivity reactions to multiple allergens. If an allergic reaction occurs, the drug should be

discontinued and the appropriate therapy instituted. Serious anaphy require
immediate emergency with epinephrine. Oxygen, IV steroids, and airway
including intubation, should be admini d as indicated

- Hepatic dysfunction: Dose modification may be necessary in cases of severe biliary obstruction,
severe hepatic disease and in cases of renal dysfunction coexistent with one of those conditions.
In these cases, dosage should not exceed 2 g/day of CPZ without close monitoring of serum
concentrations.

- Vitamin K defici has 1, esp. inp at risk such as poor diet, malabsorption
states (cystic fibrosis) and those on prolonged IV ali i gi Prothrombin time
should be monitored in these patients receiving ! and vitamin K
administered as indicated.

- Overgrowth of nonsusceptible organisms may oceur during prolonged use, Patients should be
observed carefully. Check periodically for system dysfunctions (including renal, hepatic and
h ietic sy ) during ded therapy, particularly in I and other

infants.

- Infancy: CPZ/SBT has been effectively used in infants It has not been extensively studied in
premature jnfants and . Therefore, p ial benefits and possible risks involved should
be considered before instituting therapy.

b
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- CPLZ/SBT is active in vitro against a wide variety of clinically =i i

* Gram-positive organisms: Siaphylococcus aureus, S. epidermidis (including peniciilinase-
producing strains), Strez cHs f iae, Strep. pyog (Group A B-hemolytic
streptococed), Streplococeus agalactiae (Group B B-hemolytic streptococci). Most other
strains of B-hemolytic streptococci. Many strains of Strey faecalis ]

¢ Gram-negative organisms: £ coli, Klebsiella spp., E spp. and Citrob spp..
H. infh . Proteus mirabilis, P. vulgaris, M lla morganii, Providencia retigeri,
Providencia spp., Serratia spp. (including S. marcescens), Salmonella spp.. Shigelia pp.,

Psendomonas aeruginosa and some other P spp., Acinetobacter s
Neisseria gonorrhoece, N. ingitidis, Bordetella pe is, Yersinia enterocolitica.

« A b gani Gram-negative bacilli (including B ides fragilis, other
Bacteroides spp., and Fusob spp.), Gram-positive and G gative cocei

ng Pept us $pp. us spp. and Veillonella spp.), Gram-positive
bacilli (including Clostridium spp., Enbacterium spp. and Lactobacilius spp.)
PHARMACOKINETICS
- Serum concentrations have been shown to be prop
Ib and cefop ions after the admi
IV over 5 min were 130.2 and 236.8 mcg/mL, respectively.
- Both distribute well into a variety of tissues and fluids including bile, gall bladder, skin,
appendix, fallopian tubes, ovary, uterus and others. After multiple dosing, no significant changes
in the pharmacokinetics have been reported and no accumulation has been observed when
administered every 8 — 12 hours
Approximately 84% of the sulbactam dose and 25% of the cefop dose admini d with
CPZ/SBT is excreted by the kidney. Most of the remaining dose of CPZ is excreted in the bile.
The mean half-life for sulbactam and cefoperazone are about 1 hour and 1.7 hours, respectively
- Renal dysfunction: Patients who are functionally anephric showed a significantly longer half-life
of sulbactam {mean 6.9 and 9.7 hours in sep d studies). Hemodialysis significantly altered
the half-life, total body clearance, and volume of distribution of sulbactam. No significant
differences have been observed in the pharmacokinetics of CPZ in renal failure patients.
- The phar kinetics of sulb dated well with the degree of renal dysfunction while
for cefoperazone there was a good correlation with the degree of hepatic dysfunction.
- Children: There are no significant changes in the pharmacokinetics compared to adult values
OVERDOSAGE
- Overdosage of the drug would be i to prod

Ginclud: P,

| to the dose admini d. Mean
istration of 2 g of CPZ/SBT (1
~—

manife

that are principally

of the ad T . High CSF concentralions of fi-lactam antibiotics may cause
neurologic side effects, including seizures.
- Hemodialysis may enh limination of the drug from the body il overdosage occurs in
palients with impaired renal fi
RECOMMENDATION

- Keep out of the reach of the children.
‘This drug is used only by doctor's prescription.
= Read carefully the leaflet before use.
- For further information, please contact your doctor.
STORAGE: In a tight container, at dry place, protected from light, temperature below 30°C.
Reconstituted solution is stable for 24 hours at room temperature and $ days when refrigerated.
EXPIRY DATE: 24 months from the manufactured date.
SPECIFICATION: Manufacturer

SHINPOONG DAEWOO PHARMA CO., LTD.
Factory: No. 13 - Street 9A, Bien Hoa Industrial Zone No. 2, Dongnai Province, Viet Nam.
Office: Room 07, Floor 09, Tower R1, The Everrich Building, No. 968 Street 3/2, Ward 15, Dist, 11, HCMC
Fax : (08) 22250682

Email: shinpoong@spd.com.vn



