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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

CEFTAWIN-AV

Composition :

Each vial contains:

Ceftazidime IP

Eq. to Anhydrous Ceftazidime ~ 2.0gm
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of ceftazidime-avibactam
4.7 Undesirableeffects

The
most common adverse reactions occurring in 25% of patients treated with ceftazidime-avibactam were Coombs direct test
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Hvpersensittyreaetions Duringa &-hour
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decreased outer membrane permeabilty to either compound, active efflx of either compound, and f-lactamase enzymes
refractory to inhibition by avibactam and able to hycrolyse ceftazidime. Antibacteril actvity in combination with other

and coma, nm occasionally been reported wih cetaziime when the dose has not been reducd in ptints with renal
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Distribution

The human protein binding of both ceftazidime and avibactam s approximately 10% and 8%, respectively. The steady-state
17Land 221,

doses of 2 8/0.5 g ceftazidime/avibactam infused over 2 hours every & hours. Both ceftazidime and avibactam penetrate into
human broncrial epthelal g ud (L)t the sme extent whs concentraionssrund 30K o these I lasa, The
concentration time profiles and plasma. Penetration of is

Cefazidime concentrations of 4 to 20 mg/L or more are achieved in the CSF when the meninges are inflamed. Avibactam

o0 compartmen an, teretore, afece s xcron. pasereca (s prent O3 70%in
vitro and, therefore, has the potential to alter the elimination of avibactam. Since a clnical interaction study of avibactam and

ceftaddime and avibactam were 43% and 38% of plasma AUC, respectively. Ceftzidime crosses the placenta readl, and s

significantinhibition of cytochrome PAS0 enzymesin vitro,
Avibactam and ceftazidime showed no in 450 induction at Avibactam and
ceftazidime do not inhibit the major renal or hepatic transporters in the clinically relevant exposure range, therefore the

Clikal dats have demonstrated tha there 1 no Interacion between celsidime and avibactam, and batwsen

Biotransformotion
Ceftazidime is not metabolised. No metabolism of avibactam was observed in human lver preparations (microsomes and
hepatocytes). Unchanged avibactam was the major drug-related component in human plasma and urine following dosing with
(14 avibactam.

ceftazidime/avibactam and metronidazole. Other types of interaction h doses of

and nephrotoxic medicinal products such as aminoglycosides or potent diuretics (e.g. forosmids may adversely affect renal

function.

Chloramphenical is antagonistic in vitro with ceRtazidime and other cephalosporins. The clinical relevance of this finding is
i

4.5 Useinspecial populations.

Pregnancy

Risk Summary There are no adequate and wellcontrolled studies of ceftazidime or avibactam in pregnant woren. Neither
Inthe rab

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

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

95%within 12h,

ssthan
6.NONCLINICAL PROPERTIES

Aviboctom
Non-cincal 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% of hin the general population. B |

Ceftozidime

harmto the fetus due to ceftazidime,
Avibactom

rats or rabbits. In the rat 250,500 and

delayed ossification, potentially related to maternal toxicty. Plasma exposure levels at matenal and foetal NOAEL (100
Intherat,

or frtity. Following admiistration of avibactam throughout pregnancy and lactafion in the rat, there was no effect on pup
I

7.DESCRIPTION
Ceftazidime & Avibactam is an antibacterial combination product consisting of the semisynthetic cephalosporin ceftazidime

).1na rat pre-and 1
basedon AU

function,

Ceftazidime
Cefeati hetic betal sbacterialdrug. It s the pentahydrate of (68, 7R, ZJ-7-{2-(2 aminothiazol-4-y1}- 2:2-

24ylonyi (oyridinium-Lymethy)5-thia-1
azabicyclic[4.2.0]oct-2-ene-2-carboxylate.

Molecular Formula-C,H,N,0S,

Molecular weight-636.6

Chemical Structure

Avibactam

Avibactam sodium chemical nameis sodium [(25,5R)-2-carbamoy-
Molecular Formula - CTH10N306SNa.

Molecular weight-287.23

Chemical Structure

-0x0-1,6-diazabicyclo [3.2.1] octan-6-y] sulfate.

8, PHARMACEUTICAL PARTICULARS
8.1Incompatibilities

mustnot be mixed wit i t:

8.25hefflife

AsonCarton.

8.3Packaginginformation

CEFTAWIN-AV Injection s availablein 30mlvial,
8.4Storage and handlinginstruction

Store in a cool, dry & dark place, (82 Cto 25¢ C.)

Keep medicine out of reach of children.
9. PATIENT COUNSELLING INFORMATION

Keepthis leaflet. Youmay need toreaditagain

y y , askyour doctororpharmacist,

Howtouse Ceftazidime & Avibactam
Posology

Ceftazidime &

oranurse.

5gofavibactam), every8hours.
Method of administration: For Intravenous use.
Othermedicines and Ceftazidime & Avibactam Injection
Tell your doctor or nurse if you are using, have recemly used or m\ght use any other medicines. Talk to your doctor before using
Cof
anantibioticcalled chloramphenicol

i, tobramycin

awatertabletcalledfurosemide
amedicine for gout called probenecid

Pregnancyand breast-feeding.
if or feed i baby, ask your doctor for advice before
usingthis medicine.

Drivingand using machines

Ceftazidime & y izzy. This mayaffect machines.

Possibleside ffects

with this medicine:
Serious side effects

severe aHevgw: reactions - signs include sudden sweng of your hps, iace, throat or tongue, a severe rash or other severe skin
reactions, dif jingorbreathing, Thi

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

Otherside effects

Very common: (may affect more than 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

Common: (mayaffectupto 1in 10 people)

fungalinfections, includingthose of the mouth andvagina

changeinthe number of some types of blood cells called “easinophils” and “thrombacytes”) - showninblood tests
headache

feelingdizzy

feelingsick (nausea) or beingsick (vomiting)

stomach pain

diarrhoea

yourliver
raiseditchyskinrash “hives”)

itchiness

redne:

fever
Uncommon: (may affect up to 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

you only. Donot hers. It eveniftheir
sameasyours,
Ifyougetanyside effects, talk to your doctor or pharmacist. Thisinc

Very rare: (may affect up to 1in 10,000 people)

Coftazidime &

Ce X 3 { ypesof bacteria.

Avibactamisa ‘etz " that idime kil itcannotkillonits own.
& isusedi atri totreat:

infections of the stomach and gut (abdomen)
infections of the bladder or kidneys called
aninfection of the lungs called “pneumonia”
infections caused by ha:tena that other antibiotics may not be able to kill Ceftazidime & Avibactam is used in adults to treat
infection of the abdomen, urinary tract, or pneumonia. What you need to know before you
use Ceftazidime & Avibactam

Donotuse Ceftazidime & Avibactamif:

‘you areallergictoother cephalosporin antibiotics

youhave ever pe
PRSP o

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. tel your
doctorifyou have or have ever had kidney disease.
Doctors need to take special care when using
* Ifyougetmigraines,
o Ifyouhaveasthma.
. thyour heart or your
« Ifyouhave any other medical condition
« Ifanyofthese applytoyou, tellyour doctor
« Ifyou are allergic to Ceftazidime & Avibactam or any of the ingredients Ceftazidime & Avibactam Injection If you have any
diseaseofthe liver or kidneys.
o Ifyouhavep pregnancy).
« Ifyouhaveanyserious heart disease.
« Ifyouhave epilepsy.
o Ifyouever i in (sometimes gi drip or injection during or after labour] If any of
theseapplytoyou, tellyourdoctor.

severeallergic reaction (see Serious side effects, above)

yeHowmgohhewmtesohheeyesm‘ dd of hor blistering or peeling skin, possibly

High fever or jint i ‘o
yndrom i

wellingunder

e

Store in a cool, dry & dark place, (82 Cto 252 C.)
Keep medicine out af reach of cm\dren

P

Donot piry i expiry.
month,

I fhasidint o pvi "
Ceftazidime &Avi i ontains Ceftazidime 2g & Avibactam 0.5

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

Keep medicine out of reach of children.

Mfd. by: Protech Telelinks

(A WHO-GMP Certified Company)
Mauza Ogli, Suketi Road, Kala Amb,
Distt. Sirmour-173030 (H.P.)

Marketed by:

windlas

Windlas Biotech Limited

(A WHO GMP Certified Company)

40/1, Mohabewala Industrial Area,
Dehradun-248110, Uttarakhand




	Page 6

