
piyEFLft!" AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.p) 173025

Certificate of Analvsis Finished product
Product Name R{BEZCAN Injection A.R. No. ARN/FP/261047
Generic Name Rabeprazole Injection IP 20mg Sampled qfy. 45 Vials
Batch No. ARN2663A Sampled by Rakesh
Batch Size 49,200 Vials Sampled on 18/08t2026
Mfg. Date 08/2026 Date ofTestine 19/08/2026
Exp. Date 07 /2028 Date of Rel€ase 02/09/2026

S. No. Tests \recifications Observations
i. Description A white or oflwhite dry powder filled

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

2. Identification (ByHPLC) In the Assay, the principal peak in the
chromatogmm obrained \ ilh the resr
solution conesponds to the peak in the
chromatogram obtained with the
reference solution.

Complies

3. Uniformity of weight Average weight i10% -5.330/0 & +6.27%
4. Average weight Inlbrmative +2%. 80.2 mg
5. pH 10.8 to 12.5 11.68
6. Related Substances

(by HPLC)
Rabeprazole sulphide NMT 1.0% Not detected
Rabeprazole Sulphone NMT I.O% 0.081%
Any secondary peak NMT 0.5% '

0.39r%
Sum ofall se6ondan peaks NMT 2.5% t.50'/%

7. Water (By K.F.) NMT 7.0%w/w. 2.92%owlw
8. Particulate Matter

NMT 6000/vial
NMT 600/viai
The reconstituted solution should bc
essehtially free from extraneous, mobile
undissolved particles, other than gas
bubbles, unintentionally that can be seen
with naked eye.

1,072lvlaI
'l lvial

Complies

(A) Light Obscuration
Particle Count Test
(1.) Paxticles >10pm
(2.) Particles >25llm
(8.) Visual Particle

9. Sterility No microbial grourh should b<
observed.

Complies

t0. Bacterial Endotoxins NMT 5 EU/ng of Rabeprazole Sodiurn Less than 5 EU/mg
Rabenraznle Sodirm

Assay: (By HPLC)
Each glass vial contains:

Ingredients Labeled Claim Found % oflabeled
amount

Limits % of labeled
amount

Rabeprazole Sodium (Sterile ) Ip
(Lyophilized )

20 mg 19.5638 mg 97.82% 90.0% ro I10.0%

Kemarlc: ln the opinion ofthe undersigi ed rhe sample referred to abote isl is rlotlof ibeiGnclard qualin as
The Drug & Cosm€tic Act 1940 and the rulcs rnade there und Complies]>otiomplies

Analysis bl,,>ifroql
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