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

I Title | : I Certificate of Analysis Finished Product

^
lProductName lPIPRACANInjecrion l,q..n.No. lnnrcvtz+tnt

I Batch No. I B24l34G I Samnled bv I Vineet

I Batch size I 
2000 vials I sampled on I 23106/2024

I Mfg. Date | 0612024 | Date otresting I Bt06/2024

S. No. Tests Specifications Observations
I Description A white dry powder filled in clear glass

vial.
A white dry powder filled
in clear glass vial.

2. Identification In the Assay, the principal peaks in the
chromatogram obtained with the test
solution correspond to the peak in the
Chromatogram obtained with the working
standard solution.

Complies

J. Uniformity of weight Average weight *10% -LI3% &, +0.75%

4. Average weight Informative. 2499.2mg

5. pH 5.0 to 7.0 6.37

6, Related Substance

(Bv HPLC)

Any secondary peak NMT-1.0% 0.02%

Acetylated penicilloic
acid of Piperacillin

NMT-1.0% Not detected

Tazobactam related
compound A

NMT-1.0% Not detected

Piperacillin penicilloic
acid

NMT-1.0% , Not detected

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

NMT-5.0% 0.02%

Piperacillin impurity B NMT-1.0% Not detected

The area of any peak
corresponding to
Piperacillin penicilloic
acid

NMT-5.0% Not detected

Piperacillin impurity C NMT-1.0% Not detected

Piperacillin impurity D NMT-1.0% Not detected
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Product Name PIPRA(.^N r.i
Generic Name

t-- - -- -. ' rrr-tllfrtrll

l l'iperacillin & Ta A.R. No. BD/FP/24t171

45 vials
Vtreet_-.-------

23/06/2024

-

23/06t2024
08/0?mu -

Batch No. It,
I DL+ T J+\J

-

2000 Vials

I

Sampled qfy.
Batch Size Sampled by
Mfg. Date Sampled *

latr of T"rtirrgExp. Date
Dqte of Release

Particulate Matter

NMT-600O/vial
NMT-600/ vial
The solution is free from particles of
31.1gr , 

matter particles that can beobserved on visuai inspection.

(a.) Sub-VisiUGlarticfe
count
(1.) Particles >1Oum
(2.) Particles >25um
(b.) Visual

NMT- 2.5%o w/vt
Sterilit

Ng *i.robiul gro*th rhouldG obu..*d-tsacterial.Endotoxins
ryMI- 0.08 Eu/me hp;i*e;G;
2jgxturg of pipeicillin & ruri,U;riil
0.89me-0.11

Less than--.08Eitm;

Each glass vial Contains

%o of labeled Limits % of taUeteOSterile pipera-iilin sodil tn
. to Anhydrous piperacillin

2183.45 m 90.0%to ttT%
Sterileturoffi
Eq. to Tazobactam
(A sterile mixture of piperacillin
$gdig*E_TuZgburlam S odium)

104.12% 90.0% to U0%

25llvial
12/vial

Complies
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Complies
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