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Product Name Am oron 150 Injection A.R. No. NL/FPt24t528

Generic Name
Amiodarone Sterile Concentrate Iniection IP
l50ms/3ml Sampled qfy. 45 Ampoules

Batch No. 424417 A Sampled by Rakesh
Batch Size 15,000 Ampoule Sampled on 24t02t2025
Mfe. Date 02t2025 Date of Testing 24t02t202s

Exp. Date 0U2027 Date of conditionally
Release

07103t202s

10. Sterility No microbial growth should be
observed.

Under process

l1 Bacterial Endotoxins NMT 8.33 EU/mg of
Amiodarone Hydrochloride.

Less than 8.33 EU/mg of
Amiodarone Hydrochloride.

12. Assay:

Each 3ml contains:

lngredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Amiodarone Hydrochloride IP 150 mg 146.614 mg 97.74% 95.0% to 105.0%

Remarks: In the opinion of the undersigned the sample referred to above is/i
quality as The Drug & Cosmetic Act 1940 and the rules made there under. C as

ner]/lB'FlUsHrHS.
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