
AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173015

Certificate of Anal is Finished Product

Product Name RABEZCAN Iniection A.R. No. ARN/FP/25l036

Generic Name Rabeprazole Iniection IP 20mg Sampled qty. 45 Vials i

Batch No. ARN255OA Sampled by Anui Verma

Batch Size 41,600 Vials Sampled on t41r012025

Mfs. Date 1012025 Date of Testing tslt012025

Exp. Date 0912027 Date of Release 2911012025

S. No. Tests Snecifications Observations

1 Description A white or off white dry powder filled
in amber glass vial.

A white dry powder
filled in amber elass vial.

2. Identification (By HPLC) In the Assay, the principal peak in the

chromatogram obtained with the test

sglution corresponds to the peak in the

chromatogram obtained with the
reference solution.

Complies

a
J. Uniformity of weight Averase weight +l0o -6.62% & +4.3lyo
/1.1. Average weight lnformative L2Yo. 81.4 me

5. pH 10.8 to 12.5 I 1.86

6. Related Substances
ftv HPLC)
Rabeprazole sulphide NMT 1.0% Not detected

Rabeprazole Sulphone NMT 1.0% Not detected

Any secondary peak NMT 0.5% 0.16%

Sum ofall secondary peaks NMT 2.5% . 0.16%

7 Water (Bv K.F.) NMT 7.jo/owlw. |.59o/owlw

8. Particulate Matt0r

NMT 6000/vial
NMT 600/vial
The reconstituted solution should be

essentjally free from extraneous, mobile
undissolved particles. other than gas

bubbles, unintentionally that can be seen

with naked eve.

1929lvial
5/vial

Complies

(A) Light Obscuration
Parlicle Count Test
(1.) Particles ZlOpm
(2.) Particles >25pm
(B.) Visual Particle

9. Sterility No microbial growth should be

observed.

Complies

l0 Bacterial Endotoxins NMT 5 EU/mg of Rabeprazole Sodium. Less than 5 EU/mg
Rabeorazole Sodium.

tl Assay: (By HPLC)
Each slass vial contains:

Ingredients Labeled Claim Found o/o of lat
amou

reled

nt
Limits % of labeied

amount

Rabeprazole Sodidm (Sterile ) IP
(Lvonhilized )

20 mg 21.75 mg r08.75% 90.O%to 110.0%

fo above is/ of ASRemarks: In the opinion of the undersigned the sample referred

The Drug & Cosmetic qct 1940 and the rules made there under'
is/ isx6fof,ffi^p

-A,nalysis uV Y--o1 r olilt Checked W K"\{


