
Title | : Certificate of Analvsis Finished Product

Product Name Pipracan Injection A.R. No. BD|FPl2slr00
GenericName Piperacillin &Tazobactam for Iniection IP 4.5sm Sampled qtv. 45 vials
Batch No. B25099F Sampled bv Rakesh
Batch Size 2968 Vials Sampled on r5t05t2025
Mfs. Date 05t2025 Date of Testins r5/05t2025
Exp. Date 0412027 Date of Release 3U05t202s

S. No. Tests Snecifications Observations
Description A white dry

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

in clear slass vial.
2. Identification In tlfe 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

3. Uniformity of weieht Average weight tl)Yo -2.99% & +2.t3%
4. Average weight Informative" 4981.3 ms
5. PH 5.0 to 7.0 6.60

6. Related Substance

(Bv HPLC)

Any secondary peak NMT-1.0% 0.51%

Acetylated penicillorc
acid of Piperacillin

NMT-1.0% Not detected

Tazobactam related
compound A ,

NMT-1.0% Not detected

Piperacillin penilloic
acid

NMT-1.0% Not detected

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

NMT-5.0% 0.51%

Piperacillin impurity B NMT-1.0% Not detected

The area ofany 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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Title I : Certificate of Analysis Finished product

Product Name Pipracan Injection A.R. No. BD{FPt25n00
GenericName Piperacillin & Tazobactamfor Injection Ip 4.5em Sampled qtv. 45 vials
Batch No. B25099F Sampled bv Rakesh
Batch Size 2968 Vials , Sampled on r5l0st202s
Mfs. Date 05/202s Date of Testing rs/0st2025
Exp. Date 0412027 Date of Release 3U0st2025

7. Particulate Matter

NMT-6000/vial
NMr-ooot viat
The solution is free from particles of
foreign matter particles that can be
observed on visual inspection.

55llvial
12lvial

Complies

(a.) Sub-Visible particle
count
(1.) Particles >10prm 

;
(2.) Particles >25pm
(b.) Visual

8. Water (Bv KF) NMT- 2.5ohwlw l.37Yowlw
9. Sterility No microblal growth should be observed. Complies
10. Bacterial Endotoxins NMT 0.08 EU/mg in portion eq. to img

of mixture of Piperacillin & Tazobactam
(0.89mg-0.11 mg).

Less than 0.08 EU/mg in
portion eq. to lmg of
mixture of Piperacillin &
T azobactam (0.89mg-0. 1 1

mg).
l1 Assay:

Each glass vial Contains

Ingredients Labeled Claim Found %;o of labeled
amount

Limits % of labeled
amount

Sterile Piperacillin Sodiuni Ip
Eq. to Anhydrous Piperacillin 4000 me 4315.78 ms t07.89% 90.0%to lI\Yo
Sterile Tazobactam Sodium Ip
Eq. to Tazobactam
(A sterile mixture of Piperacillin
Sodium & T azobactam Sodium)

500 mg soi.ze mg r00.87% 90.0%to ll0%o

Remarks: ln the opinion of the undersigned the sa mple referred to above is/is uo,trfihe standard
quality as The Drug & Cosmetic Act 1940 and the rules made there under. Cf,mpnrc;ffcorrrfn., u,
per I/lBP4SP/Ift3.
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