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-n ,. GTM QUAU-G™

uua,,- GELATIN CAPSULE 

CUSTOMER: STOCK 

ITEM DESCRIPTION: 1AJAAJA 

CUSTOMER ITEM: E66008F 

LOT NUMBER: E1802926 

LOT QUANTITY APPROVED: 3240000 

PRINTING: NOT APPLICABLE 

INKCOLOR: NOT APPLICABLE 

PARAMETERS 

Total Aerobic Microbial Count (TAMC) 
Salmonella 

E. Coli

S. Aureus

Ps. Aeruginosa

Bile-Tolerant Gram-Negative Bacteria

Total Yeast & Mould Count (TYMC)

Description / Odor

Id. of Gelatine
Id. of Soluble Oyes

Id. of lron Oxides

Id. of Titanium Dioxide

Id. of S.L.S.

Sulphated Ashes

Arsenic

Heavy Metal

Sulphur Dioxide

Disintegration Test

Lubricants

Diameter 

Length 

End thickness 

Cap (mm) 
Body (mm) 

Cap (mm) 
Body (mm) 

Cap (micr) 

Body (micr) 

C ERTIFICATE OFANALYSIS 

COUNTRY: 

SIZE: 

CUSTOMER ORDER: 

NAME: 

France 

1 

APPROVAL DATE: 19/07/2018 

MANUFACTURING DATE: 02/07/2018 

EXPIRY DATE: 

FlN�HEDPRODUCTTESTS 

LIMITS REFERENCE 

MICROBIOLOGICAL AND CHEMICAL TEST 

103 CFU/G 
Negative / 1 O G 

Negative / 1 G 

Negative / 1 G 

Negative / 1 G 

Negative / 1 G 

102 CFU/G 

Meets test 

Meets test 

Meets test 

Meets test 

Meets test 

Meets test 

NMT 3%(tr)-NMT 9%(op) 

< 1 ppm 

< 30 ppm 

<0,1 % 

<15 min 
< 0,5 % 

EP/USP 
EP/USP 

EP/USP 

EP/USP 

EP/USP 

EP/USP 

EP/USP 

EP 

FP 

EP 

EP 

EP 

EP 

EP 

EP 

EP 

FP 
EP 

FP 

DIMENSIONAL AND PHYSICAL TEST 

Meets spec 
Meets spec 

Meets spec 
Meets spec 

Meets spec 
Meets spec 

TM* 
TM* 

TM* 
TM* 

QS* 
QS* 

5 YEARS 

RESULT 

1 O (Average) 
Meets test 

Meets test 

Meets test 

Meets test 

Meets Test ** 

Meets Test ** 

Meets Test ** 

Meets Test ** 
Meets Test ** 

Meets Test ** 

Meets Test ** 

Meets Test ** 

< 9 ** 

< 1 ** 
< 30 ** 

< O, 1 ** 
< 15 ** 

< 0,5 ** 

6,94 - 6,91
6,63 - 6,61

9,9 9,6
17,0 - 16,7

178 107

158 100

(max-min) 
(max-min) 

(max-min) 
(max-min) 

(max-min) 
(max-min) 

Weight (mg) 

Moisture (%) 

Meets spec 

Meets spec 

TM* 

TM* 

75 (Average) , 

VISUAL ATTRIBUTES 

VISUAL DEFECTS Major A Major 8 Minor 
AQL (%) 0,010 0,040 0,25 
PRIN T ING DEFECTS Major A Major 8 Minor 
AQL (%) 0,010 0,040 1,0 

*TM = Qualicaps Technical Manual *QS = Qualicaps interna! specification
**Data from process monitoring

TM* 

TM* 

14,7 (Average) 

Meets 

Meets (if applicable) 

"Meets test" means conforms to specification 
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