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For the use of a Registered Medical Practitioner or a Hospital or a Laboratory only.
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Ceftazidime & Avibactam Powder for
Concentrate for Solution for Infusion

Av-Tazim
2.5gm
Composition :
Each vial contains :
Ceftazidime Pentahydrate IP
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4.7 Undesirable effects

most common adverse reactions occurring in 25% of patients treated with ceftazidime-avibactam were Coombs direct test

Equivalent to Ceftazidime 20gm System Organ | Very | Common Uncommon Very rare Unknown
Avibactam Sodiur Class commo
Equivalent to Avibactam 05gm 1
nfections and Candidiasis _(including | Clostridioides
3.DOSAGE FORMAND STRENGTH
Injection; Ceftazidime for Injection IP (Sterile)Eq. to Ceftazidime 2 g (Sterile Mixture of Ceftazidime infestations Vulovaginal _ candidiasis | diffile _ colitis
& Avibactam Sodium (Sterile)Eq. to Avibactam 0.5 g. and Oral candidiasis) Pseudomenmbra
4.CLINICALPARTICULARS. ous colitis
41 Therapeuticindicati Blood and | Coombs | Eosinophila Neutropenia Reranulocyios
Complicated Intra-abdominal infections (clAl). Complicated Urinary tract infections (cUTI), including pyelonephritis Hospital- Ilymphatic direct Thrombocytosis Leukopenia s Haemolytic
test Thrombocytopenia Lymphocytosis anaemia
4.2Posology and method of administration disorders positive
Posology Immune Anaphylactic
and system reaction
ofinfectious diseases. disorders.
o - Nervous Headache Dizziness. Paraesthesia
Type of infection ceftazidime/ay | P nfuslontime | by ration of treatment s
ibactam Gastrointestin Diarrhoea Abdominal pain | Dysgeusia
al disorders
Nausea Vorting
an3 280056 EveryBhours | 2hours S14days
Hepatobiliary Alanine aminotransferase Jaundice
disorders increased  Aspartate
aminotransferass
<UT incuding pyelonephitis3 510daysa increased Blood alkaline
280058 Everyghours | 2hours fistseonietbid
Gammaglutamyitransfera
se increased Blood lactate
HAP/VAP3
" 2e/05¢ veryshous | 27U 14 days. Sin  and ‘maculopapular Toxic
subeutaneous Ut s epidermal
tissue necrolysis
Bacteraemia_associated with, Duration of treatment disorders Stevens-
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infections siteof infection. Erythem
multiforme.
Angioedema
Guided by the severity Drug Reaction
Infections due toaerobie Gram - of the infecton, e with
negatie oganisms in patients | 26/055 Eveyshours | 2houes patogents) and. the osinophila
e veatment patents il an g ystemic
options2,3 Symptoms
progresss sy
Renal and Blood Tubulointerstiti
«CrCLestimated using the Cockeroft Gault formula urinary creatinine al nephritis
o be sedincombinatin with metondazle when aneroic pathoges ar known o sspeted t b cotbuig 1 he disorders increased Blood
infectiouspro urea increased
* To be used in ccmhmmnn ‘with an antibacterial agent active against Gram-positive pathogens when these are known or Acute  kidney
suspected tobe contributing o the nfectious process. njory
. General \nlus\on site thrombosis
M 144: disorders and fusion site  phlebitis.
Specialpopulation: administration F’vrexla
Elder
Nodosage adjustmentisrequired in lderly patients.
Renalimpairment et
rCL>50 - <80 mL/min) (aged from (aged fr
Methodof administraions For Intravenous use. )
decte
4.2 Contraindications i g o
Ceftasidime & Avibactam is contraindicated in patients with known serious products,
ceftazidime,or other members of the cephalosporin class. 4.80verdose
4.3 Speia waringsand recatons for e duet
Hypersensiiity reactio Ouring  &-hour
Serious and u:casmna”y fatal hypersensitivity reactions are possible. In case of hypersensitivity reactions, treatment with haemadialysis period, 55% of the avibactam dose was removed.
PROPERTIES
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Clostridioides difficile
impairment decreased outer membrane permeabilty to either compound, actve eflx of either compound, and flactamase enzymes

theref

refractory to inhibition by avibactam and able to hycrolyse ceftazidime. Antibacterial actvity in combination with other

I i
and coma, have occasionally been reported with ceftazidime when the dose has not been reduced in patients with renal
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creatinine clearance estimated from serum creatinine can change quickly, especially early in the course of treatment for the
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Distribution

The human protein binding of both ceftazidime and avibactam is approximately 10% and 8%, respectively. The steady-state
about 17 Land 22|

doses of 2 g/0.5 g ceftazidime/avibactam infused over 2 hours every 8 hours. Both ceftazidime and avibactam penetrate into
human bronchial epithelia lning flud (ELF) to the same extent with concentrations around 30% of those in plasma. The
concentration time profiles are smilar for ELF and plasma. Penetration of ceftazidime into the intact blooc-brain barrieris poor.
Ceftazidime concentrations of 4 to 20 mg/L or more are achieved in the CSF when the meninges are inflamed. Avibactam

o sompartmen o terefort a1 cpon mobrec (3 peert o 70%in
vitro and, therefore, has the potential to alter the elimination of avibactam. Since a clnical interaction study of avibactam and

exposures of
ceftazidime and avibactam were 43% and 38% of plasma AUC, respectively. Ceftazidime crosses the placenta readily, and is

significantinhibition of cytochrome PASO enzymesin vitro.
‘Avibactam and ceftazidime showed no in itro cytochrome PAS0 induction at clinically relevant concentrations. Avibactam and
ceftazidime do not inhibit the major renal or hepatic transporters in the clinically relevant exposure range, therefore the

Cliicl data have demonsiated that there is no interaction between ceftazidime and avibctam, and between

Biotransformation.
Ceftazidime is not metabolised. No metabolism of avibactam was observed i human iver preparations (microsomes and
hepatocytes). Unchanged avibactam was the major drug:elated component in human plasma and urine following dosing with
[14c]-avibactam.
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Chloramphenicol is antagonistic in vitro with ceftazidime and other cephalosporins. The clinical relevance of this finding is

4.5 Usein special populations.

Pregnancy

Risk Summary There are no adequate and wellcontrolled studies of ceftazidime or avibactam in pregnant women. Neither
Inthe rabbit,at

twice the exposure as seen at the human clinical dose, there were no effects on embryofetal development with avibactam. The

unchanged into the urine by glomerular filration; approximately 80-90% of the dose is recovered in the urine within 24 h.
a P 158 mL bul

95%within 12h,
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6.NONCLINICALPROPERTIES

ted
doselt
Aviboctom

Non-cinical data reveal no special hazard for humans based on conventional studies of safety pharmacology, repeated dose

defects is 2-4% and of miscarriage is 15-20% general population. d
delayed ossification, potentially related to maternal toxicty. Plasma exposure lovels at maternal and foetal NOAEL (100
Ceftozidime Inthera,
d rats at d or fetity. Following administration of avibactam throughout pregnancy and lactation in the rat, there was no effect on pup
harmtothe fetus due o ceftazidime. I
Avibactom E
‘Avibactam was not teratogenic in rats or rabbits. I the at, , 250,500 and 7. DESCRIPTIO
5 Ceftazigime & Avibactam s an antibacterial combination product consisting of the semisynthetic cephalosporin ceftazidime
). Ina rat pre- and 11
basedon AUC) d

renal
function,

Ceftazidime
Cefari isynthetic, beta-act Itis the pentahydrate of (6%, 7R, Z)-7-2-(2 aminathiazoh4-y-2:2-

) i ido)-8-0x0-3-{pyridinium-1-ylmethyl)-5-thia-1
yimethyl)-

azabicyclic 4.2.0] oct-2-ene-2-carboxylate.
Molecular Formula-C,H,N.0S,
Molecular weight-636.6

Chemical Structure

Avibactam

1(25,5R1-2-carbamoyl-T-oxo-1, jcyco[3.2.1]octen 6yl slfte.
Molecular Formula- CTHI0N306SNa.

Molecular weight-287.23

Chemical Structure

8.PHARMACEUTICAL PARTICULARS
8.1Incompatibilities

8.25helflife

Ason Carton.

8.3Packaginginformation

Avictum Injectionis availablein 20mlvial.
8.45torageand handlinginstruction

Store below 30°C. Protect from light. Do not freeze.
o

Keepmedicine out of reach of children.

9. PATIENT COUNSELLING INFORMATION

you.
Keepthis leaflet. You may need toread tagain
Ifyou have anyfurther questions, ask your doctor or pharmacist.

Howtouse Ceftazidime & Avibactam
Posology

Ceftardime & Avt -

y tororanurse.
gofavibactam), every8hours.

Method of administration: For Intravenous use.

Othermedicines and Ceftazidime & Avibactam Injection

Tell your doctor or nurse if Youare using, have recenty used or mwght use any other medicines. Talk to your doctor before using
Ceftazidime & ines:

anantibioticcalled chloramphenicol

tobramycin

awatertabletcalledfurosemide
amedicine forgout called probenecid

Pregnancyand breast-feeding.

If or are planningto have a baby, ask your doctor for advice before
using this medicine.

Drivingand usingmachines

Ceftazidime & izzy. This may affect usetoolsor machines.

Possibleside effects

withthismedicine:
Seriousside eﬁecls

severeaHerg\t reactions - signs include sudden swelhng of your hps hce throat or tongue, a severe rash or other severe skin
reactions, di breathing. This

diarrhoea that keeps getting worse or does not go away, or stools that contai Y ing or after
treatment s stopped with Ceftazidime & Avibactam Injection. If this happens do not take medicines that stop or slow bowel
movement.

Otherside effects

Verycommon: (may affect morethan 1in 10 people)

abnormal result with a test called “DAGT" or “Coombs". This test looks for antibodies that fight against your red blood cells. Itis
possiblethat i jaundi i

Common: (mayaffectupto 1in 10people)

fungalinfections, includingthose of the mouth and vagina

"eosinophils" and “thrombocytes”)
headache
feelingdizzy
feelingsick (nausea) or beingsick (vomiting)
stomach pain
diarrhoea

raised itchy skin rash (“hives”)

itchiness

rednes

fever

Uncommon: (may affect upto 1in 100 people]

“leucocytes”)

tingling or numbness
badtasteinyourmouth
anincrease in the level of some types of substances in your blood (called “creatinine” and “urea”). These show how well your

ly.Donot It eveniftheir
y:
sameasyours. Very rare: (may affect up to 1in 10,000 people)
i doctor or pharmacist. N
iumi it severeallrgireaction see Seroussideefects, above)
fatdimed ) .
¢ ; vellowing ofthe whites o the eves o blsering or peeling ki, possbly
G bacteriz. high feverorjint ionssuchastori is Stevens-oh
Avibactamisa “bet: i that teriathatit cannotkill onits own. syndrome. Drug Reac motoms)
Ceftazidime & i i totreat:

infections of the stomach and gut (abdomen)

infect idneys called “urinary

aninfection ofthe lungs called“pneumonia”

infections caused by hactena that other antibiotics may not be able to kill Ceftazidime & Avibactam is used in adults to treat
infection of tions of the abdomen, urinary tract, or pneumonia. What you need to know before you
use Ceftazidime & Avibactam

Donotuse Ceftazidime & Avibactamif:

youareallergictoother cephalosporin antibiotics

youhave ever

Before using ceftazidime and avibactam injection, be sure to mention any of the following: Probenecid (Probalan, in Col-
Probenecid) Your doctor may need to change the doses of your medications or monitor you carefully for side effects. tell your
doctorifyouhave or have ever had kidney disease.
Doctors need totake special care whenusing
o Ifyougetmigraines,
o Ifyouhaveasthma.
o ff heartoryourci
+ Ifyouhaveanyother medical condition
« Ifanyofthese applytoyou, tellyour doctor
o Ifyou are allergic to Ceftazidime & Avibactam or any of the ingredients Ceftazidime & Avibactam Injection If you have any
disease oftheliver or kidneys.
o Ifyouhavepr I pregnancy).
o Ifyouhave anyserious heart disease.
o Ifyouhaveepilepsy.
o Ifyouever jcreaction
theseapplytoyou, tellyour doctor.

dr ction during or after labour) If any of

swellingunder the skin, particularly lips and around the eyes
fazidime & Avi jum Injecti

Store below 30°C. Protect from light. Do not freeze.
Keep medicine out of reach of children.

Do notuse this medicine afterthe expiry expiry.
month.

Ceftazidi i i ontains Ceftazidime 28 &

Storage: Store in a cool, dry & dark place,
(8°Cto25°C)

Keep medicine out of reach of children.
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