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Aztreonam for Injection USP 1gm

spp are is active against Pseudomonas
aeruginosa with MICs of 16 ug or less per ml. Most strains of other
Pseudomonas spp. are insensitive.
Aztreomm has good activity against Heamophilus Influenzae and
Neisseria spp.; most strains are inhibited by concentrations of 0.5 ug or

AZETRIM1 e
is stable to hydrolysis by many beta: and aj
to be a poor inducer of betz | p Acquired resi
Composition: has occasionally been raoprted.
Each Vial Contains:
Aztreonam USP (Sterile) Aztreonam USP (Sterile) INDICATIONS:
equivalent to equivalentto - Aztreonan is indicated for the treatment of the following infections caused
‘Anhydrous Aztreonam ..., Anhydrous Aztreonam ........1000mg by gram-negative
(added L-arginine as buffer) (added L-arginine as buffer) - Uﬂnaryradlnfedtw(oummd&uncomllcsted)
- Lower respiratory tract infectior
* - Septicemia
DESCRIPTION: ;
Agteonam cortais which is 2 synhetcbacteioidal aibiotc belonging - pin end Sk Srucur nfecons
tolnewfmnllyofafmbmﬂala ihemnobmarrs that was originally
isolated from heie ' - Gynaecological infections
unique beta-lactam antibiotics (ag psn)dlllns. cephalosporins). The CONTRAINDICATIONS:
sulphonic acid substitute in the 1- Zosition of the ring activates the beta-
{actam moiety, an aminothiazolyl oxime side chain in the 3- position and m’":a"’”‘“"’m e ST sy o
methyigroup in the 4 position confer the specific antibacterial spectrum and ny other
e ey M;"[Es s T % (%G, PRECAUTIONS AND WARNINGS :
amin 20 E oxo 1_ sulfo-3
M\Im]oxy}:z- methlyl ok B bt o Whncmmwdh:zﬁmm wlmms:m wt:?n;/“ anlbl?u:ml:
structural amolecular weight of 435.44. “‘M of
can result in
PHARMACOKINETICS :
v oy st o o P s o i e o
Upratoy drug and instute reatment as (eg:
Iection s good. peak plasma concentration of about 48 mg per ml h&Ve ¢ "\erjaton, prossures amines, and anitistamines corlcoserods).

metabolized. The principle metabolite, 8-26992, is in active and is formed
by opening of beta lactam ring; |n:asamud\longer
parent is excreted in th
renal tubular secretion in 8 hours as unchanged drug wvlhmiyamul
quantity of metabolites, only small amounts of unchanged drug and
metabolites are excreted in this faces.

ANTIMICROBIAL ACTION

Aztreonam is bactericidal and acts similarly to the penicillins by inhibiting
synthesis of the bacterial cell wall” it has a high affinity for the pencillin-
binHingpmHn(PBPJ)aiGmm—rwmmea The activity of
Aztreonam is restricted to Granmeqauvs aerobic organism. It is a active
against most including i coli. Klebsiella,
proteus, Providencia, Salmonella, Serralia Shigella, and Yersinia ‘'spp.
Most of these organisms are inhibited in vitro by a concentration of
Execute of 4 ug or less per ml. Some strains of Enterobacter and

Serious hypersensitivity reactions may require epinephrine and other

emergency measures.
Pseudomembranous colifis has been reported with nearly all antibacterial
agents, including Aztreonam and many ranges in severity from mild to life
threatning. ﬂmeiomnlslmpommtoconddermlsdlngnoouln patients
who preset with diarrhea

cat
given to managmsnt with fluids and electrolytes, protiens,
treatment with ari antibacterial drug " clinically
effective agalnst C dnﬂdle Rare cases of toxic epldsfmal necrolysis have
been reported in with bone
mmmwhmmmwﬂpbﬁ«mmdwm«ub,mm
therapy and other drug with toxic
ep{demualnemlys&s lnpsﬂomwmlmpeksdhepmcnrmmnmn
pp is during therapy. The use of
mﬁhoﬂes pmmots the overgrowth of non- susceptible organi
including gram-p aureus and
strapmoom fa«alls) and fungi. Should super infection occur during
therapy, appropriate measures should be taken.

DRUG INTERACT!ON:
Caution is recommended in patients receiving aztreonam and oral




mmmwmamqudmmmm
time. C b or fi and
Aztreonam causes clinically insignificant increases in the serum levels of
A Siclo toss i b

studies have not
shown any between and
administered gentamycin , nafcillin sodium, cephardine, clindamycin or
metronidazole. No reports of disulfiram - like reaction with alchohol
ingestion have been noted.

obtained metemnal serum. C in - simult obtained

msmmmumm.wmmw
continued for at least 48 hours after the patients becomes asymptomatic
or evidence of bacterial eradication has been obtained. Persistent infection
may require treatment for several weeks.

PREPARATION OF PARENTERAL SOLUTION :

Upon the addition of diluents to the container, Contents should be shak
and ly. Re solution are not for multiple

doum,mhemmnuhmgmﬁwmbeumbruﬂm

mmmeumwmmmm'mmm

concentration of Aztreonam and diluents are used,

'Azﬁmmybldsacoloﬁeubl{gmwydhwsoluuonwhu\my

develop a slight pink tinton | (potency is not affected Parental drug
product should be inspected visually for particulate matter and

maternal serum. Consideration should be given to temporary
dhonnﬂnuaﬁonofnurﬁnganduseoﬂurmuhbodlm. The safety and
ff 1 has not been in children less than

of
9 months of age.

ADVERSE REACTION : ;
mmmm«Amemmmmmm
lactams. H reactions, including skin rashes, urticaria,
eoshopnﬂh.undmlyamphylxlu,meymlnpemmzmivlng
Aztrsonam.alﬁmghﬂhuboenmpommbemmnylmmmogam
Gastrointestinal effects - include diarrhra, nausea, vomiting and an
abmmlm.%uhwwmhhmhummwmmrﬂm
i i of and pain or swelling- after
i injecton. Adr I

OVERDOSAGE ; ;
Hmmmmmmmdemvﬁwm“byh&mhm
and/or peritoneal dialysis.

DOSAGE AND ADMINISTRATION :
R lly admi

usual ly by deep
h}eeﬁonorbjmmwmimcuanom3b5mhm.urby
intray in doses -

ranging from 1 to 8 gm daily, administered in divided doses every 6 to 10
mn.ammmmmmwo(mahm.smmmmm

ssmlmoeﬂm.dﬂdmnofuursorowmaybnivenwmgwkg
“every 6or8 hoursup to a maximum total daily dose 8 gm. Dosage should
boraducadlnpaﬂenhmmmodamtabsemmwllmpaimmPaﬂm
wimmnallmpslmmmyhnalvmaumﬂlnmmblbwedbya
maintenance dose adjusted to their creatinine clearance; those
wimgclearanmoﬁomaon\lpermmmc,mfﬂmwﬁaldou;leuﬂm
10 ml per minute, one- quarter of the inital dose. A supplementary dose of
one-eight of ‘the initial dose may be given to patients'

haemodialysis after each dialysis session. The duration of therapy

 IP. Dextrose Injection

whenever solution and container permit. For Bolus IV
Injection: The contents of an Aztreonam (Aztreonam for Injection USP) 15
mi capacity vial should be reconstituted with 6 to 10 m! Sterile Water for
lnjecﬂomlRForBoiulenmion:Ifﬁ»comsntsofMSnimdtyvial
mmbaﬁunafnrndhanappmprhbmlonsomm,mgmmof
Aztreonam should be intially reconstituted with at least 3 mi Sterile Water
futln}ewomlRFumwdﬁuﬂonmy,beomlmdmonaomefoMng
intravenous infusion solution o a final concentration not exceeding 2 %
Wi, Sodium chioride Injection USP, 0.9% wiv Lactated Ringer's Injection
USP. 5% or 10 %-Dextrose and Sodium Chioride
Injection USP, 5 % 0.9%, 5%, 0.45% or 5%; 0.5% -Mannitol Injection USP
5% ovw%ForIMlnjecﬁon:ThnmmofanAzuwmﬁnnupadty
vldstmldbemsﬂﬂfsdwﬁhatleaslsmlvfapmpﬂmdnuenhw
may be used : Sterile Water for

~gram Azteronam. The diluents
Injections IP- Sodium Chioride Injection IP 0.9%w}y.

STABILITY OF IV AND IM SOLUTION :
AzmonsmsoluﬂonforlvmbnMWnMonnNexcudingz%wN
muskbeuosdwlmlndamuulwlngm\sﬂmudnkemalwmbd
room temperatures (59°-86°F/15°-30°C) or within seven days if
refrigerated (36°-46°F/2-8°C). Frozen Aztreonam infusion solution may be
stored for up to three months at 4°F/-20°C; frozen solution may be thawed
at controlled room temperature or by overnight
have been thawed and maintained at controlled room or
under refrigeration should be used within 24 or 72 hours after removal from
the freezer, respectively, Solution should be ot be refrozen. Aztréonam
solution at concentrations exceeding 2% wiv, except those prepared with
Sterile Water for Injections IP or Sodium chioride Injection IP 0.9% wiv,
should be ;-

 two-expected solution must
be used within 48 hours if stored at controlled room temperalures or within
seven days if refrigerated.
Presentation:
Azetrim is available in 20mi vial along with 10ml WFI [P )
along with Patient information leaflet .

Manufactured by:
Storage: Store at temperature not
exceeding 30°C. Protectfrom light, ir
Do ot freeze. Zga_har‘s
out of reach of children, 2YPHAR!
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