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

Product Name PIPRACAN Injection

8254058

A.R. No. BDTFP/2st408
GenericName

Sampled qty. 45 vialsBatch No.
Sampled by Anuj VermaBatch Size L )7OZ V lill;

1A/202s
Sampled on r6/10t202sMfg. Date
Date of Testing 16/r0/2025

UALE uy//uz / Date of Release 0r/11t2025

S. No. Tests Specifications

A white dry powder filled in clear slass
vial.

C)bservations
l. Description

A white dry powder filled
in clear glass vial.

2. Identification m me Assay, the principal peaks in the
chromatogram obtained with the test
solution correspond to the peak in the
chromatograni obtained with the workins
standard solution.

Complies

3. Uniformity of weight vsrdBc wslgnl :tLU"/o
-1.32% & +2]3%

4. Average weight rnrorTnaflve tZZo.

5.0 to 7.0
2465.0 mg

5. pH
6.23

lo
Related Substance

LBy HPLC)

Any sgcondary peak r\lvl I t.u7o Not detected
Acetylated penicilloic
acid of Piperacillin

L\]vr I 1.u70 Not detected

Tazobactam related
compound A .

Nlvll l.U7o Not detected

Piperacillin penilloic
acid

l\lVI I I.U7O Not detected

Sum of area of all the
secondary peaks other
than piperacillin
penicilloic acid

NlVrl ).UYo Not detected

Piperacillin impurity B NlVll LUTo Not detected
The area ofany peak
corresponding to
Piperacillin penicilloic
acid

1\lVl I ).U70 Not detected

Piperacillin impurity C l\vl I I.u70 Not detectecl

Piperacillin impurity D L\tvrl l.u7o Not detected

Name: Mrs. Swati

Checked bvffill\{
NA]VIE: SUFIYAN ANSdRi

Designation : eC HOD

Certificate of Ana Finished Product

Analysis by
NAME: NIKHIL SHA



Producf Name PIPRACAN Injection
GenericName Piperacitlin & TaZobictam foffiAttonlp 225 45 vials8254058
Batch Size l,982Vials

t6tI0t202s
Date of Test r6/10t202s09t2027
Date of Release 01trlt202s

Particulate Matter

NMT 6000/vial
NMT 6001 viat
The reconstituted solution should be
essentially free from extraneous, mobile
undissolved .particles, other than gas
bubbles, unintentionally that can be s!"n

419lvial
12lvial

Complies

(A.) Light Obscuration
Particle Count Test
(l.) Particles >1Oum
(2.) Particles >25tim
(B.) Visual Parricle

NMT 2.5%owlw l.29ohwlw
No microbial growth should be observed-

Bacterial Endotoxins NyT 0.08 EU/mg in porrion.q. to t*g
of mixture of piperacillin &TazoUactair
(0.89mg-0.11 mg). .

Less than 0.08 EU/ms in
porilon eq. to 1mg of
mixture of Piperaciffin A
Tazobactan (0.89mg-0. 1 1

Assay: (By HPLC)
Each glass vial contains:

Ingredients Labelled Claim Limits % of labelled
Sterile Piperacillin Sodium Ip

, to Anhydrous piperacillin
90.0%to 110%Sterile Tazobactam Sodium IF

Eq. to Tazobactam
(A sterile mixture of piperacillin
Sodium & Tazobactam Sodium

240.17 mg 96.07% 90.0%to ll00/o
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Name : Mrs. Swati Dhawan

Analysis byl-or\,i
NAME: NIKHIL SHARMA

Checked Av Alt
NAME: SUFIYAN ANSART

Designation : eC HOD


