CERTIFICATE OF ANALYSIS (Typical)

Packmedica

PHARMA PACKAGING SOLUTIONS

Client’s Name:

Capsule Name:

Batch No. Poceeae.
Size 1 0#

Cap Color : GREEN
Body Color : WHTIE

Cap Printing : N/A
Body Printing: N/A

Product Name: EMPTY GELATIN CAPSULE

PO No.

Qty In Nos
Mfg. Date
Exp. Date
Report Date

100,000

:2019-09-22
:2024-09-21
:2019-10-09

MEASUREMENT: Length(mm)| Diameter(mm)| Well-knit length(mm) average weight(mg)
CAPS 11.0+0.3 7.68+0.06
o# 9749
18.50+0.30 | 7.36+0.06 21.4+0.5
BODY
TEST SPECIFICATION UNIT RESULT
IDENTIFICATION
Cylindrical, capsules should have a clean, smooth and
1. Description uniformly colored surface, odorless, well-trimmed and -
shaped without deformation. Complies
2.Gelatin Pharmaceutical grade - Complies
3. Odor No foreign odor - Complies
4. Identification of gelatin Test (1) Positive of gelatin - Complies
Test (2) Positive of gelatin - Complies
Test (3) Positive of gelatin - Complies
PERFORMANCE
Take 10 capsules, not more than 1 capsule found with
1.Compactness leakage of powder. - .
Complies
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2.Friability Take 50 capsules, not more than 5 capsules broken. - Complies
3. Disintegration time Max 10 Min 8
4. Loss on drying 12.5-17.5 % 15.1
5. Viscosity Min 60 mm?/S 80.2
SAFETY
1. Sulphated ash Maximum 5.0% % 2.3
2. Arsenic Maximum 1PPM - Complies
3. Heavy Metals Maximum 40PPM - Complies
4.Chromium <2ppm ppm Complies
5. Sulphur Dioxide Maximum 50 PPM - Complies
MICROBIAL LIMITS
1. Total Bacterial count Max 500 CFU/g Complies
2. Yeast and Molds Max 100 CFU/g Complies
3. E.coli Absent in 1g - Complies
4. Salmonella Absent in 10g - Complies
Reference Standard The capsules are produced according to Chinese Pharmacopoeia 2015 edition
Stock Condition Temperature: 15C-25C and Humidity: 35%0-65%
Prepared by QC manager:
Date: :2019-10-09 Date:

Supplier’s Stamp: Approved By:

info@packmedica.com
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