Certificate of Analysis

Product: Empty Porcine Hard Gelatin Capsules Batch No. VC180745

Capsule Size 07 Color Code Cap/Body CT/CT

Date of Manufacture = JANUARY 2018 Expiration Date For Use Outside India*
Expiration Date For Use In India**

*Based on real-time stability data customers outside India can use an expiration date of 7 years from the Date of Manufacture.

** Expiration Date in India is 5 years as Indian FDA regulations classify capsules as a drug and specify a maxj helf life of 5
years for drugs if packed cartons are stored under the following conditions:
a) At 60°-80°F (15%25°C) and 40-60% Relative Humidity b) Away from any direct source of heat (e.g. ra light getc.)
¢) Protected from moisture. :

Ingredients & Composition (AA)

| Gelatin Porcine 85.500% ] No Colorants Used
Colorant when applicable meets with Directive 78/25/EEC & Council Directive 9§

Option 1.
Empty Porcine Hard Gelatin Capsule Specification

Porcine gelatin and other ingredients used meet applicable US, European
manufacture of empty porcine hard gelatin capsules.

This product meets applicable specifications of US
European Pharmacopoeia 9 Edition.

This product is free from Melamine con®
Characteristics (Test)

ecification Result

Moisture (loss on drying) 3 %- 15% w/w Complies 13-14%
Disintegration time w* Not more than 15 minutes Complies 08 minutes
Average wt. (Lot of 100 capsules 192 gms +/- 10% Complies 193 gms

Total Aerobic microbial co Not more than 1000 cfu/gm. Complies Less than 500cfu/gm.

Escherichia coli Absent in one gram. Complies Absent in one gram.

Salmonella species Absent in ten grams. Complies Absent in ten grams.
Absent in one gram. Complies Absent in one gram.
Absent in one gram. Complies Absent in one gram.
Not more than 100.cfu/gm. Complies Less than 100cfu/gm.

For further inforfitation on capsules, filling machines, dosing devices or assistance with research or other industrial uses contact:
Torpac Inc., 333 US 46, Fairfield, NJ 07004, USA. Tel.: 1-973-244-1125 Fax: 1-973-244-1365

www.torpac.com, e-mail: info37@torpac.com

This lot of capsules described is hereby certified to you.
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Name: GEETHA KARTHIKEYAN Title: SENJIOR MANAGER QA & RA.
6-Feb.-2018

Manufactured for Torpac Inc. under exclusive contract by Custom Capsules Pvt. Ltd., B-8/1,Tarapur MIDC,

Boisar-401506, and Maharashtra, India. Manufacturing License No. KD/33.

GRN 21233



