
Certificate of Ana sis Finished Product

Specifications
A white drY Powder hlled

in clear glass vial.e *tti" dry powder filled in clear glass

rtial .

In the Assay, tn. pti*ipal peaks in the

chromatogram obtained with the test

solution correspond to the peak in- the

Cfrto*urogram obtained with the working

standard solution.

Compiies

_2.0t% & +2.l3oh
Auerage weight ll}oh

UniformitY of weight
2513.6 mg

Informative.
Average weight

5.0 to 7.0

Related Substance

(By HPLC
NMT-1.0%

Any secondarY Peak

Acetylated Penicilloic
acid of PiPeracillin

Tazobactam reldted

Piperacillin Penicilloic

NMT-5.0%
Sum of area of all the

secondarY Peaks other

than piPeracillin
icilloic acid

NMT-1.0%
Piperacillin imPuritY B

The area ofanY Peak

corresponding to

Piperaciilin Penicilloic

Piperacillin imPuritY C

Piperacillin imPuriq' D

NAME: SANDHYA
n*tttt, bY/

NAME: SUFIYAN ANSARI

Pace Biotech
Surajpur, Paonta sahib Dist' qt*"* (Hf

BDlFPl24l414
Pipracan InjectionProduct Name 45 vials

B.2439rFBatch No. 091rr12024
2000 Vials 0911r12024Date of Test
r012024Mfg. Date 2411r12024Date of Release

/F05-00
Pase I of2



d Pace To Health

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

iTitle | : I Certificate of Analvsis Finished Product i

Product Name P pracan Iniection A.R. No. BDtFPt24t414

Generic Name P oeracillin &Tazobactam for Iniection IP 2.25s. Sampled qtv. 45 vials

Batch No. B2439TF Sampled by Vineet

Batch Size 2000 Vials Sampled on 09trU2024
Mfe. Date r0t2024 Date of Testinq 09t1U2024
Exp. Date 0912026 Date of Release 24nU2024

7. Parliculate Matter

NMT-6000/vial
NMT-600/ vial
The solution is free from particles of
foreign matter particles that can be

observed on visual inspection.

24l8lvtal
5lvral

Complies

(a.) Sub-Visible particle
count
(1.) Particles >1Opm
(2.) Particles >25pm
(b.) Visual

8. Water (Bv KF) NMT- 2.5o/owlw l"52ohwlw

9. Sterilitv No microbial srowth should be observed. Complies

10. Bacterial Endotoxins NMT- 0"08 EU/mg in portion eq. to img
of mixture of Piperacillin & Tazobactam
(0.89me-0.1 I mg).

Less than- 0.08 EU/ms"

11 Assay:

Each glass vial Contains

Ingredients Labeled
Claim

Found % of labeled
amount

Limits % of labeled
amount

Sterile Piperacillin Sodium IP
Eq. to Anhydrous Piporacillin 2000 ms 2115.00 ms r05.75% 90.0% to ll}oh
Sterile Tazobactam'Sodium IP
Eq. to Tazobactam
(A sterile mixture of Piperacillin
Sodium & T azobactam Sodium)

250 mg 244.57 mg 97.83% 90.0%to ll0o/o

per IP/BP/USP/IHS.

Analysis
NAME: SUFIYAN ANSARI NAME: SANDHYA

Qva

Remarks: In the opinion of the undersigned the sample referred to above is/i\pejpfffiandard
quality as The Drug & Cosmetic Act 1940 and the rules made there under. Coln-plies/ne*+emplies as

Format No : PBiOCi045lF05-00


