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REMEDTES HEALTHCARE pvr. LrD.

S AUfrFbjFi. v rtr. burajpur, Nahan Road, paonta Sahib, Disr. Sirmour (H.p) 173025

Product Name PIPRACAN Injection A.R. No. ARB/FP/26/017

GenericName Piperacillin & Tazobactam for Injection IP
4.5gm Sampled qty. 45 vials

Batch No. ARB2613A Sampled by Rakesh
Batch Size 20,000 Viais Sampled oo 26/06/2026
Mfg. Dat€ 06/2026 Dat€ of Testing 27/06t20]6
Exp, Date 05/2028 Date ofRele.se 1|07 t2026

S. No. Tests Specifications Observations
1. Description 

__ A white dry powder hlled in clear glass
vial.

A white dry powder filled
in clear glass vial.

2. ldenfification In the Assay, the plincipal peaks in rhe
chromatogram obtained with the tesl
solutioll correspoDd to the peak in the
chromatogram obtained with the working
standard soiution.

Complies

3. Uniformity of weisht Average weight +100/o -0.'14% & +1.64%
4. Average weight lnfonnative +2o2. 49.15.3 ng
). PH 5.0 to 7.0 6.15
6. Related Substance

(Bv HPLC) .
Any secondary peak NMT I.()% 0.234%
Acetylated penicilloic
acid ofPiperacillin

NMT 1.090 0.1i301)

Tazobactam related
compound A '

NMT i.O% 0.081%

Piperacillin penilloic
acid

NMT 1.0% 0.005%

Sum ofalea ofall the
secondary peaks other
than piperacillin
penicilloic acid

NMT 5.0% t.682%

Piperacillin impuritv B NMT 1,0% Not Detccted

The area of any peak
corresponding to
Piperacillin penicilloic
acid

NMT 5.0% 0.076%

Piperacillin inrpuritl C NMT 1.0% Not Delecied

Piperacillin impuritl. D NMT I.O% Not Detected
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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Sulajpur, Nahan Road, Paonta Sahib, Dist. Sirnour (H.P) 173025

Product Nnme PIPRACAN Injection A.R. No. ARB/FP/261017

GenericName
Piperacillin & Tazobactam for Injection lP
4.5sm

Sxmpled qty. 45 vials

Barch No. ARB26i3A Srmpled by Rakesh

Batch Size 20,000 Vials SamDled on 26/06t2026

Mfs. Date 06t2u6 Date of Testing 2'7 /06/2026

ExD. Date 05/2028 Datc of Release 11/07 /2026

7. Pa iculate Matter

NMT 6000/vial
NMT 600/ vial
The solution should be essentially free
from exlraneous, r'r'robile undissoh,ed
pafiicles, other than gas bubbles,
uninientioDally that can be seen with
naked eYes.

940/vial
5/vial

Complies

(A.) Light Obscuation
Pafiicle CountJest
(1.) Padicles >101!m
(2.) Pafiicles >25pm
(B.) Visual Pafiicle

8. Water (By KF) NMT 2.5%$y'u' L25%w/w

9. Sterility No microbial grou'tl] should be observed. Complies

I0. Bacterial Endotoxins NMT 0.08 EU/ng in portion eq. to lmg
of mixture ofPiperacjlLin & Tazobactan
(0.89mg - 0.11 ng).

Less than 0.08 EU/mg
n^ii^n p. r^ I m-

mixture of Pipelacillin
Tazobactam (0.89mg
0.11 lns).
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u Assay: (By HPLC)

Each glass vial contains:

lngredients Labeled Claim FouDd Ya of
labeled
amount

Limits % of labeled
amoLrnl

Sterile Piperaciilin Sodium IP
Eq. to Anhydrous Piperacillin 4000 ms 4218.1185ms 105.45% 90.0% ro 1i0%
Sterile Tazobactam Sodium IP
Eq. to Tazobactam
(A sterile mixture oiPiperacillin
Sodium & Tazobactam Sodium)

500 mg 491.6074 n]g 98.32% 90.0% to 110%

Remarks: In th€ opinion of the undersigned the sample referred to abovc is/iyta-t l'f t'he sf:rmlxrd
quality as The Drug & Cosmetic Act 1940 and the rules
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made thcre under. Cimplie'/yr.cttlmplics as

peryl3P./USlYttl6.

Checked hv{1.qly,
NAM Fi SllFll.\N ANSARI NAME: N{

An"ilysis b{ \i
NAMEI NIKHIL SHAR


