
AMEI1ICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.p) 173025

Certificate of Analysis Finished product

Product Name PROZCAN 40 t;l".ti; A.R. No. ARN/FP/25l026
Generic Name Pantoprazole for Iniection IP 40m Sampled qtv. 45 Vials
Batch No. ARN2532,A Sampled bv Anuj Verma
Batch Size 1,00,000 Vials Sampled on 25t09t2025
Mfg. Date 09/202s Date of Testing 26t09t202s
Exp. Date 4812027 Date of Release 11t10t2025

S. No. Tests Specifications Observations
1I Description A white dry powder filled in clear

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

2. ldentification (By IIt)

(By HPLC)

(By ChemicalLy)

A. Compare the spectrum with that
obtained with Pantoprazole sodium
IPRS or. with the reference
spectrum of Pantoprazole sodium.
B. In the Assay, the principal peak
in the chromatogram obtained with
the test solution corresponds to the
peak in the chromatogram obtained
with reference solution (a).

C. It gives the reac.tions of sodium
salts.

Complies

Complies

Complies

3. Uniformity of \tr/eight Average weight +10o -4.52% & +4.7t%

4. Average weight Informative L2Yo. 126.7 mg

5. pH 9.0 to i 1.5 10.16

6. Appearance of solution Solution should be clear and not
more intensely colored than
refersnce solution BS5 or BYSs.

Complies

- Related Substance

(By HPLC)

a. Impurity A Not More than 0.5% 0.12%

b lmpufltles D+l Not More than l.5o/o 038%

Any secondary peak Not More than0.2Yo Not detected

d Sum of all secondary peaks Not More than2.jYo 050%
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NAME: SUFIYAN ANSARJ
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A.R. No. ARN/FP/251026
Product Name Dnt\vr aN 1{} 'l ect on

ts[o-Esele&Llqtrele4B
ARN2532A
1.00.000 Viais

0912025

0812027

S,omnlcd nfv 45 Vials
Generic Name Anuj VermaSampled bY
Batch No.

Sampled on 2510912025
Batch Size

Date of Testing 261091202s
Mfg. Date

Date of Release r11r012025
Exp. Date

Iff,I ALTHCARE PVT' LTD'
Vill.Surajpur,NahanRoad,PaontaSahib,Dist.Sirmour(H.P)|73025

Certificate of Ana is Finished Product

NMT 6000/vial
NMT 600/vial

The reconstituted solution of
injection should be free from anY

type of visual Particles i,e mobile

undissolved substances, other than

gas bubbles, unintentionallY that

iun be observed on visual

inspection.

353lvial
3lvial

Complies

8. Particulate Contaminatron

6; f.igtit Obscuration
Particle Count Test
(1.) Particles Z1OPm
(2.) Particles Z25Pm

(B.) Visible Particles

Complies
9. Sterility No microbial growth should be

observed.

Less than 3'0 EU/mg of
Pantoprazole Sodium.10. Bacterial Endotoxins (IHS) NMT 3.0 EU/mg of PantoPrazole

Sodium.

11 Assay: (BY FI.PLC)

Each glass vial contains:
Limits % of labeled

amountIngredients Labeled Claim
t

Found % of labeled
amount

40 mg 41.69 mg 104.22% 93.0 to 105.0%

Pantoprazole Sodium (Sterile; lP

(Lyophilized )
Eq. to AnhYdrous PutQPEZglg--_

to above is/is he stanoaro
Rernarks: In the oPinion of the u*t*tsigoed the samPle referred

under. ComPlig#o{comPlies as
quaritvasTheDrug&CosmeticActlg40andtherulesmadethere
per IflBPlUSPltfiS.

Checked fffi1q
NAME: SUFIYAN 4ilsABI

Analysis by I r{to
NAME: NIKU&lsaBua

Approved
MRS. SWATI D
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