
AZIDIME
Ceftazidime
BNrlc
4716 Vials

Injection
For Inie<

Product Name

Generic Name

Batch No.

Batch Size

IP

A.R. No. BDEPl231768

Sampled qtY. 45 Vials

Sampled bY Arvind

Sampled on 0U0312024

Date of Testing 0U0312024
Mlg. Date

Exp. Date

vzl LvL+

0riffi Date of Release 1610312024

?

Specifications Observations
S. No. Tests

A *[itt d.y Powder filled in
clear glass vial.I Description A white dry Powoer nlleo ln urs'u

-l occ rri al
Complies

Complies

2. ldentification (BY

HPLC)

By Cemical'

A. In, assay, the PrmctPal PeaK ur

the chromatogram obtained with the

test solution corresPonds to the

peak in the chromatogram obtained

with the working standard solution'

B. Gives the reaction of sodium
oolfs and reaction A ofcarbonates.

Average weight +l}Yo -t.87% &. +1.48%
a

T
;).
6.

Uniformity of Weight

Informative.
1325.9 mg

Average weight
6.32

pH 5.0 to 7.5

NMI: 135%

NMT-6000/vial
NMT-600/vial

I

The solution should be essentially

| 4." from extraneous, mobile

I undissolved particles, other than gas

I bubbles, unintentional[ t-

10.23%
Loss On DrYing

Particulate Matter

(u) S.tU-Visible Particle
count '
(1.) Particles >1OPm

(2.) Particles Z25Pm

(b.) Visual

206lvial
42lvial

Complies

NMT- 0.4% UompIles
8. Pyridine

Complies
9. Sodium Carbonate

(By AAS)

Weight accuratelY a quanury

containing about 50mg of anhydrous

Ceftazidime and dissolve in sufficient

water to Produce 100.00 ml' Dilute

the resulfing solution appropriately

with water
Complies

10. Sterility No microbial growth shoulc oe

^1. oo^rerl
Less ttran- 0.10 EU/mg of
Ceftazidime.11 Bacterial Endotoxins NMT- 0. 1 0 EU/mg ot Cellazrorme'

t2. Assay
Each glass vial
Contains:

Pace Biotech
Surajpur, Paonta sahib Dist' Sirmour (H'P)

Add Pace To Health

C.tttfi."t" of Anulystt Finith"d,tt9

F'ormat No :

Pase 1 ofl



f-,

Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.P)

AddPaceTo Health

Product Name AZIDIME Injection A.R. No. BDEPl231768

Generic Name Ceftazidime For Injection IP 1gm Samnled qfy. 45 Vials

Batch No. B237r3C Sampled by Arvind

Batch Size 4716 Vials Sampled on 0U0312024

Mfe. Date 02t2024 Date of Testins 0u0312024

Exp. Date 0y2026 Date of Release r610312024

Ingredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Ceftazidime (Sterile) IP

Eq. to anhydrous Ceftazidime
(A sterile mixture of Ceftazidime
& Sodium Carbonate)

1000 mg 1038.05 mg 103.81% 90.0 to 105.0%

@ionoftheundersignedthesamplereferredtoaboveis/is.m+gltffiandard
eual$lrs l\.*D_lyg,& Cosmetic Act 1940 and the rules made there under. Comflies/ no+eemptieras

[e" i-rrura:s++tts;--

Analysis by ?

aH)

D^*^+ \T^ . DD l(\(\ /0A < /En< n n Paoe2 of2


