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Unictam e\.\s.u 9
Sultamicillin o e
Tablets and Powder for Suspension Onlbaabile
Composition: . P
Eachtablet contains St 0375mg icillin. Glra = o2l B
Each 5 mireconsiituted suspension contains Sultamicilin 250 mg LS
P and Clinical Phar — . - Al . - o - —
Sultam\cllhn is a double ester in which and the Bet: inhibitor are linked via a  =—— + Oallspalilis poa VYO ¢ ASS B 53 Cpallimssaliles e G il 6 iy 2220
methylene group. The tosylate salt is a prodrug of sulbactam and ampicillin in a 1:1 molar ratio in the systemic === pae Yoo cplliwaile o juaail ae Gledl) (e Jo © JS (5 siny =]
circulation. The bioavailability of an oral dose is 80% of an equal intravenous dose of sulbactam and ampicillin,  EEE <ol s —
Administration following food does not affect the systemic bioavailability of Unictam. Following oral —— . e e o |
admlnlstra(\on of Unictam, peak serum levels of ampicillin are approxlmate\y twice those of an equal dose of  p— Alee PlA L jlalCyY- 1 e oo bags e‘—'S:‘L‘ Balag \;eﬂemeeam O e il e 5ke Cplliuabib —
alf-lives are 45 min. And 1 hour for sulbactam and ampicillin, gy ViVi AUl 5 Cllaia¥) ole (M Callisnalilad) Jlasy o3 Gaob e panivall bt any (palaia)  p—
respecnvely. with 50-75% of each agent being excreted unchanged in the urine. Sulbactam is an irreversible ] ey iall 3 )L S ) ll;‘ | e %A s dus ) PO PR . 4 VJ! s s —
inhibitor of mostimportant beta-lactamases that occur in penicillin-resistant organisms. ke e ind) 33 5k o SUanall £y sl ).h‘\_\:» oA A (M A gaal) Aa | Jasly ey el )53l (&
Microbiology: 3 Ol 38 55503 Jom 35 plaally Y uimaiosall 4 ) Al o LS LS  Cpllingaa]
Unictamis effective against a wide range of gram-positive and gram-negative bacteria includin e B i . <4 3 - P R o -y R
aurgus and ep s (lnclzdlng penlcgllllm andg some methicillin reglstan( strains); Ge s sl B Ll A S L “Qi e R “%'Lu _'_‘T‘Af)"'n
; f an (both positive and negative s g_sjc ».)-‘ﬂ-‘“-‘“y' ) ?\...S_\LJI J9Ael Y Aads £0 il al JlY) jeell Chaai iy ol (3350
strains), including and related species; Escherichia cofi, ALl allany J sl NPEU Al aic ‘e %Vo—0.
Kiebsiella, Proteus (both |ndo|e -positive and indole-negative), and Enterobacter; Morganeila morganii, bl il el 2 < o “’J = :
Citrobacter, ,an P R R . 16 S Jlad
:-Tdu:atlons:d Sforinfect b o . indicat o gl aall) A shiall L S Jia ol jad) Alad) 5 s sall LSS (e sl 5 Jlae i Jlad jumstins pUS3 0 yiny
nictam is indicated for infections caused by susceptible microorganisms. Typical indications are: L 5 L < < ¢ Lo yadal 3 ) ¢ )L i€l of 3
Upper respiratory tract infections including sinusitis, otitis media and tonsillitis. et ¢ el s g ¢ Mol Ly il ¢ Gl sanel) ¢ Apmandl Ly S .._A( bl
Lower respiratory tract infections including bacterial pneumonias and bronchi :r““""‘m =l
Skinand softiseds nectione. T st il 5 sl o Sl Y ) £y S0 SN ke (B AUy s 2
Gonococeal infections. Ol 08 A ) Aas) g alall i) ¢ (s smal) Sleall 5o ol Slead)
Intra abdominal Infections. 135l &) ga
Unictam oral forms may be also indicated in patients requiring Ampicillin/Sulbactam therapy following Lo L) LS e Y 4l )
treatmentwith parentral forms. allall S8 g2 e 2 N
Contraindications: )
Sultamicillin is contraindicated in individuals with history of allergic reactions to any of the penicillins. 5 o Jlaind Ay ~#J:, ) lasd) a}sq_lc 3 L 0 Lj\ i ?l OVl bl jar Jaall
Precautions: oD ol sl 8 mall 5 23 5 ol (i i 9 ol i) (el s 36
Pregnancy: Safety studies revealed no evidence of impaired fertility or harm to the fetus in animals. Although . . = < 53051 G oS pladind Gl a3 35
the safe use of i formsin in human studies, itis not yet well documented for cdaall A Gl 8 el ol Glaall g al IV Jlexins ALlSH AL (e Sy el )
oral forms. A g el
Infants: B fthe i d ped renal function in neonates, caution should be considered when s
using Unictam in neonates. ~salad) milal) & as Ao (e 3 5y Ollanassa¥) ge s s Y1 50k aladind
_[I?;UQ |"t9'5€“0“§' f all | and il h id f rashes. H h A.u.lhﬂ RN
e concurrent administration of allopurinol and ampicillin increases the incidence of rashes. However there N e
are no enough data that address the ir f concurrent of and allopurinol. st dgplaa gala gl gl (e San el 30
Adverse Reactions: As
Unictam is generally well tolerated. Minor reactions may be observed such as: KIS Voo —FVo i rpadl 1S Sld) LSl
Gastrointestinal: Diarrhea, nausea, vomiting and abdominal pain. . b ccrate (o s " ) >3
Skin: Rash and itching Ofie e A psll faaS [ ana 0 = Yo raaS Y 0 JH JULY)
g‘i,sst:ae;:r\ae"odu‘s\:d?;?r\‘/\i/zitr;;sii Yz.mgue and headache have been rarely observed. LSl e ja i daad : ‘;\Si j aasY. ek
: 4 Sund a Cos 5 - .
Adults: 375 - 750 mg twice daily. AbaYl sk Aalllago g ) €0 Baal g Sall ey t‘::
Children: Dl
*Weighing less than 30 kg: 25-50 mg/kg/day in 2 divided doses depending on the severity of the infection. R e e P 4 N i
*Weighing more than 30 kg: adult dose is administrated o G e anl s e S A0 e TYVE e S gl A ) oo Y10
Treatment of Gonorrhea: 15 ol JAd) il e e
Recommended dose is 2.25 gm (six 375 mg tablets) as a single oral dose. vom el eV s d W] & L ke e jall Jans
In patients with severe renal impairment (Creatinine Clearance < 30 ml/min.): ol el e SlSars N I
The dose should be reduced or the same dose administered less frequently in accordance with usual practice — sl
&);evrgﬁjg:l’il?ed‘ R0 s sl Ge T 2O e B3V As 50 B laiatcane TVO Leia IS a5 Y e s sinide
: Vo . A o L v - RN
Unictam 375 mg tablet: Pack of 12 tablets, store at a ire not 30°C, pi from light & e R U‘“S'o IS A paaill e cla QS Y + il n ¥ o Faidala)
moisture. — 20Y0 e B e da s (BB biny Ja® fana Yoo 3 S Glaall (ge
Unictam powder for suspension: A bottle containing 3 g Sultamicillin + 2 Packs of purified water for —_— LJlexiay) J Tam dals 30 (33
reconstitution, 20 ml each, to yield 60 ml suspension of 250 mg / 5 ml sultamicillin, store powder at a — ... S TV N U L o T T e
temperature not exceeding 25° — ki allye A sAadEL L Ladal) xie o) £ 5aal pladidldalla 505 rasill ey AaLS sl Ladas
Shake the suspension well before use. L8 alls ) e da
The reconstituted oral suspension should be discarded after 14 days if kept in refrigerator or 7 days if kept at i)
room temperature. PR . T
Product of: A sildghall o gall A S 58
Medical Union Pharmaceuticals, N N — e Louy) — (b i
Abu-Sultan, Ismailia, Egypt. MUP MUP Yo AN /Y A salel YooY ’; N | L.
Issue Date: 6/ 2/ 2002, Rerevision Date:13/1/2008 " J " J AR U DRV AVAEF L Y
150225044017 UNICTAM g':a La:; gzzs‘s‘veme antibiotic. If this occurs, patients should contact their physician as = ﬁ;\: ‘:“w '5_ .J:? 150225044017
(‘/S‘:}ngj'a”“‘/‘:‘:m“‘;w Use In Pregnancy and Lactation: Animal reproduction studies have revealed no D i gl S a5 M\ / S G 1 e ) i e
evidence of impaired feriiy or harm 1o the fetus due to sulbactam and ampicilin e + .
COMPANY NAME i Urion Pramacusicals However, Bosl o) damlly iall g
TRADE NAME UNICTAM (Suloactam [Ampiciln) MV ADVERSE REACTIONS ,
oS o ials, 1500 Vs 50 mg Vil 375 mg Vials The following adverse reactions have been reported. SR ) 8 520
. Local Adverse Reactions Painat M ijection sie- 16% 3 il il A ¢
Each 3000 mg vial contains: , " . % v 0l Qe Gl 0 5 5 o p)
Subactam sodum (equivlentto 1000mg Subacta painatlYfecion ste- 3 oot 3 eported ac s g e s e e B TR T P PR R Y
Ampicilin sodium (equivalentto 2000 mg Amp\c\\lm]thler for inection 4mix2. e R o e e were :_“wf‘*‘ oy oy el i I BTN s 0 Gy
S e s B ey B Sasadiiuesne Do Rbmggo i B
i , malaise, . y o Tl Gapa e j—
é’i“:,"","‘m[';;“;‘l‘:(2‘1““’““’"‘“’“’“O’“Q et o st S glossiis, urine retention, dysuria, edema, facal sweling, erythema, chils, tghtness i1 NN e oy (PSS G a0 ) g oS e s 53 0 e\ O S
Sulbact sodum (equivaentto 250mg Subactan) st sstnal pa, opisoxsanducose teecing — o (S ) s s 3 JERY) )‘yw“:—ﬁﬁ‘ e (Mzi‘y\...-_.m.)u o ilbnd N e —
Ampicilln sodium (equivalentto 500 mg Ampicilin) + water for injection 2mlx 1 n gl A 5 Al s Rl e L s 15 L e 5 i e . (e o u-»; : ‘&Tiemm; ot e (s S Judpma Vo1 IS
guﬁ,';xf“'“f;d'm'm(Eqmmnmumgsmm ad:m ;:auems Addonaly el Ymphos s s ben e n e pedatc __ <<"3U—“M‘iw~uk sl o S “‘“‘";\;‘ e o \&)’:j; S e s erve __
Y patienteceiving ampicilinand subactam for njection ey el WU s
oy (eauialentto250mg Ampiclin)  water or jecton 2mixt Adverse Laboratory Changes Adverse labaratory changes Without regard [0 01U s e o) e ) ) Al 5 4 ) il (sl e 01 8 0 il P
Sulbactam | RIS} [, I8, PS5 .
penicillanate sulfone and s an off-white crystalline powder highly soluble in water. the "eﬂm IncreasedAST (SGOT), ALT (SGPT), alkaline phosphatase, and LDH. — ?:‘M,A | sty v M)_;;Fy;- a3, U_J:i?:/:._q Il —

molecular weight s 255,22, Ampiclin sodum i derived from the periclin nuceus, 6-
259 Cremcaly. s peniilin' sodum sal and

tologic: Decreased_hemoglobin, WBCs, neutrophiss,
Iymphucyles plateles and ncreased ymphocytes, manacytes, basophs, eosinophis,
and platelets

ightof 371.3

equivaentof g+ 1000mg, 9, 125mg +250mg

su\bamm andampiciin Iespecllve\y
IONS

and creatinine.
Urineanalysis: Presence of RBC's and hyaline casts inurine.

analsooccur with ampicilin and sulbacta fornjection.
Gastils, stomalis, black "hairy"tongue and enterocoits. Onset of

smcnemu\ studies. wmh celfee bacterl ystems have snown su\banlam to be an
that ot

organisms. It gussesses sanfnt ammaclena\ ey oy aganet Ne\ssenaceae
Acinetobacter calcoaceficu eud
cepacia. The potential for s sodmmiprevemmg ' desrycin o peniclig
and cephalosparins by resistant organisms was confirmed in whole organism studies.

WARNINGS )

Urticara,
exfolative dermaliis have been reported. These reacions may be controlled with
antiistamines and, i necessary, systemic cortcosteroids. Whenever such reactons
ocaur, the drug should be discontinued, unless the opinion of the physician dictates
othervise. Serious and occasiona fatal hypersensitty (anaphylactic) reactions can

e than
the beta-lactam anibiotic alone. The bactericidal component of the combination is

mucopeptide. UNICTAM
IMINV s selective agains! a wide range of Gram-posilive and Gram-negaive bacteria
i Saphyouus aurts 3 i (ncing penilin st and
some methicilin-resistant sieins): Streptococcus pneumoniae, Streptococcus faecalis

including Bacteroides fragils and related species; Echerichia coi, Klebsiella species,

Proteus species (both indole-positive and_indole-negative), Morganella morganii

Cirobacter species, Enterobacter species, Neisseria meningtidis and_Neisseria
i

‘human.

Highconcartsions ofsubsclam nd o st s n vo blood following
ravenous o intramuscular administration and nts have a half life of

apprex\male\y one hour. Most of the su\bac’am/amp\u”m R aeid onhanged n e

INDICATIONS AND USAGE
‘Ampicilin and sulbactam for injection is indicated for the treatment of infections due to

Skin and Skin Structure Infections caused by beta-lactamese producing strins of
Staphylococcus aureus, Escherichia col”, Kebsiella spp. (including K. pneumoriae?),
Proteus mirabils', Bacteroides fragils’, Enterobacter spp.", and Acinetobacter
calcoaceticus'.

NOTE: For information on use in pediatric patients ( see PRECAUTIONS-Pediatric Use
and CLINICAL STUDIES ) sections.

ol Kiebsiell spp. (including K. pneumoniae), Bacteroides spp. (including B. fragls),

and Enterobacter spp.”

Gynmloglul Ifections caused by beta-tactamase producing strains of Escherichia
and Bacteroides spp. (including . ragls®)

un
Hematologic: In addton to the adverse laboratory changes listed above for ampicilin
and sulbactam for injection, agranulocytosis has been reported during therapy with
peniclins. Al of these reactions are usually eversible on discontinuation oftherapy and
e belieed {0 be hypersensility prenomera. Some ndividuls hae deveioped
it injection,
Sovihoberosaacamaniooie
DOSAGE AND ADMINISTRATION UNICTAM IMAV can be administered by eiher
routes,

Total Dosage | Equivalent | Package | Diluents' | Maximum Final
(@ osage of Volume (mi) | Concentration
Sulbactam/ (mg/m)
Ampicilin
(o)
1] 0375 |0125-025 [ 10ml vial 08 125 - 250
2] o015 025-05 | 10ml vial 16 125 - 250
3 15 05 - 10 | 20mi vial 32 125 - 250
4 30 10 - 20 | 20ml vial 64 125 - 250

forinjection or any compatble soution and alowed to sand o alow any foaming to
visulinspecton o

ok o s menos o ovr 1530 mites ONCTA D may also be
0 I

for injecton ofignocaine hycrochloride anhycrous may be used forrecorsiituton ofthe
powder, The usual dosage of UNICTAM IMJV s 1.5 g to 12 g per day in dvided doses
every § or 8 hours up to a maximum daily dosage of sulbactam of 4 g. Less severe

IMIV for

10infection
Wi ampicln and subactam for m]ecmon is indicated only for the conditions isted
above, ifections caused by ampiciin-susceptble organisms are also amenable o
eaiment wih anplolin and subaciam for mecion due o 15 ampilin conent
Therefore, mixed infections caused by ampiciin-susceptble organisms and beta-
lactamase producing organisms susceptble to ampicilin and sulbacta for injection

ot s chen,inant o neonals s 150 mghgday comesponding 1o

mpicilin. In
neonates cutg he frst weekof e (sspeil pretrs), dosng & usualy every 12
hours. More or less frequent dosing may be indicated depending on the severiy of the
e and neene mncxmn o e patn et sl contued unil 4 ours

causing infection and to determine their suscephhlhly o ampicin and subactam for
injecton.
susceplbilty studi

Once.
he results are known, therapy should be adusted if appropriate. To reduce the.
Gevelopment of drug-resistant bacteria and maintain effectiveness of ampicilin and

10 14 days, bt the veamon et may be extended or addilional ampiciln may be
administered in severely ill cases. In patients with severe impairment of renal function

The
dose of UNICTAM IMIIV in such patients should be administered less frequently in
ampicilin.In

intake,

be caused by susceptile bacteria. When culture and susceptibiity miurmaﬂan are
avallable, Inth

empiicselecton of therapy.
CONTRAINDICATIONS

“The use of ampicilin and sulbactam for injecton is containdicated in ndivduals with a
history of hypersensity reactions o any ofthe penicilns

WARNIN

SERIOUS AND OCCASIONALLY FATAL HYPERSENSITIVITY (ANAPHYLACTIC)
REACTIONS HAVE sEEN | REPORTED IN PATIENTS ON PENICILLIN THERAPY.
THESE REACTIONS. PTTO OCCUR IN INDIVIDUALS WITH AHISTORY
OF PENICILLIN HVPERSENS\T\V\TVAND!DR HYPERSENSITIVITY REACTIONS TO
MULTIPLE ALLERGENS. THERE HAVE BEEN REPORTS OF INDIVIDUALS WITH A

shoud be ghven  inducton of aneshesz, which alows rcint te 1 achens
effecive serum and tissue concentations during the procedure. The dose may be
Tepeted 65! hn\my. adminisraton is usualy stopped 24 hours after the majorly of
surgical procedures, Unless a therapeutic course of UNICTAM IM/V is indicated. In the
reatmentof UNICTAM

1.5 g. Concomitant probencid 1.0 g oraly should be administered in order {0 prolong
plasma concentrations ofsulbactam and ampicilin.

bi pati

Sulbactam sodium s compatible with most ntravenous solutions but ampicilln sodium
and hence UNICTAM IMIIV is less stable in solutions containing dextrose or other
carbohydrates, and should not be mixed with biood products or protein hyrolysates.
Ampiciin and hence UNICTAM INJV is incompatiole with aminoglycosides and should
not be physically mixed in the same container. The concentrated solution for

HISTORY OF PENICILLI

intramuscular I hour of econstitution. Time periods

Y WHO HAVE
REACTIONS WHEN TREATED WITH CEPHALOSPORINS. BEFORE THERAPY WITH
APENICILLIN, CAREFUL INQUIRY SHOULD BE MADE CONCERNING PREVIOUS
HYPERSENSITIVITY REACTIONS TO PENICILLINS, CEPHALOSPORINS, AND
OTHER ALLERGENS. IF AN ALLERGIC REACTION OCCURS, AMPICILLIN AND
SULBACTAM FOR INJECTION SHOULD BE DISCONTINUED AND THE
APPROPRIATE THERAPY INSTITUTED. SERIOUS ANAPHYLACTOID REACTIONS
REQUIRE IMMEDIATE EMERGENCV TREATIENT WITH EPINEPHRINE OXYGEN,

NDAI
SHOULDALSOBE ADMINISTEREDASINDICATED

use of nearly all
antibacterial agents, including ampicilin and sulbactam for njection, and may range in
severty from mild diarthea to fatal colis. Treatment with antibacterial agents alters the

for forintravenous

Concentration | Use Periods
Diluents Sulbactam+ | (in hours)
ampicillin
25°C  4°C
wtodsmgml | 8
Sterle Water For Injection 45 mgimi 48
up to 30 mgimi 72

wtodsmgml | 8

nomalflracf the colonleacingto vergrovih of C. il
C. difcile produces toxins A and B which contribute 1o the development of CDAD, Isotonic Sodium Chioride . ;g mg;m: ‘;g
Hypertoxin producing strains of C. difficile cause increased morbidity ar\d mortally, as. up to 30 mg/mi

these infecions can be raacloy fo animicrobal herapy and may requir colostomy. wosmgm | 8

CDAD must be considered in al patients who present wih diarthea tauowmg aniocle M6 Sodium Lactate Solution 1045 momi s
use. Careful medical history is necessan Up to 45 mgimi

b e S i o V000 L s swiongn | 2
o Appropnale fd an clctoe maregement roien soementton 5% Dexirosa in Water :g :: 33 mg; 2: 4 .

indicated.
PRECAUTIONS

General: A high percentage of patients with mononucleosis who receive ampicilin
develop a skin rash. Thus, ampicilin class antbiotcs should not be administered to

the possibilty of with mycotic or bacteial path id be keptin
mind urg ety If superinfections occur (usually involving Pseudomonas or

ida), the drug should be discontinued andlor appropriate therapy instited.
Prssmmng ampiciin and subactam fr injeio i he absence of provect stongy

wto 3mgmi | 4

5% Dextrose in 0.45% NaCl upto 15 mgimi 4

wto 3mgml | 4

10% e Sugarin Weter | B0 ST .

wptodsmgiml | 8

Lactated Ringer's Solution up t0.45 mgimi %

suspected bacterialinfection or a

Information for Patients:

for injection should only be used to treat bacterial nfections. They do ot treat viral
infections (e.g, the common cold). Wnen ampicilin and sulbactam for cien s

{o el btr aarly i h carse of heepy, ho maticato shald s sk exacy a8
ted.

HOWSUPPLIED

~3000mg Vials contain 1.000gm Sulbactam sodium+2.000 gmAmpicilin sodium

+twoampoules of 4. sterle water of injectior

~1500mg Vials contain..500gm Sulbactam sodium +1.000 gmAmicilln sodium

+oneampouleof §ml.sterie waterofnjection

~750mg\Vials contain 0.250gm Sulbactam sodium +0.500 gm Ampicin sodium
.

directe therapy may (1) decrease the

devaopressiance and il o e estate by ampicin and smnacxam forineciono or
other antivacterial drugs in the future. Diarthea is a
anibiotcs which usually ends when the antbotic is St Someties s

-375mg Vials contain.125gm Sulbactam sodium +0.250 gm Ampiciln sodium
+oneampoule of 2l sterlewater of njecton.
ProducedBy: f
MedicalUnion Phamaceuticas,

Abu-Sultan, Ismailia, Egypt. M

Isstie date:12/7 2000, 1612012
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