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CERTIFICATE OF ANALYSIS b16' C,oZctt3

This is to certifo that the information below has been approved by QA as conforming to Qualicaps Europe specifications, as described in the curent
technical manual and applicable regulatory requirements

GELATIN: Complies with the requirements of current EP and USP editions.

It is of pure bovine origin, complies with revision in force of European Guideline EME,/'"/410/01. Each supplier has a Ph. Eur certificate of suitabili{
for their product (Rl-CEP-2000-027-Rev.01, R1-CEP-2000-029-Rev.03, Rl-CEP-2002-ii0-Rev.00, Ri-CEP-2001-211.Rev.O1) and has confirmed

that it is manufactured from raw material not imported from I-lK, Ireland and Portugai.

COLORANTS: Comply with the EC direciives 2009/35 & 2008i 128 and where applicable with the requirements crf the European Pharmacopoeia and

+he FDA.
.'zuNTING INKS: Comply with pharmaceutical regulations.

CAPSUTES : Do not contain preservatives and have not been treated with Ethylene Oxide. They comply with The European Agency for the

Evaluation of Medicinal Products (EMEA) guideline CPMP[CHl283/95 and the European Pharmacopoeia lor residual solvents.

PARAIuIE-rERS LIIfriTS t<L^E.Dt<bt\tup t<DbUlrl

Total1;robicMicrobiACount(TA-\4C)..".t03CFU/G.."....... EPruSP
Salmonella .".".Negative / 10 G .....,.............". EPruSP

(Average)

Meets test
Meets test
Meets test

d. of Titanium Dioxide..... ". " "............ " "...... "Meets rest ....

Meets test
Meets Test *

<10 (Average)*

Meets Test *

Meets Test +

Meets Test *

Meets Test *

Meets Test *

Meets Test *

<9*
<1*
<30*
<0,1 *

<1 5*
<0,5*

CUSTOMER.: OMFE, S"A.

ITEM DESCRIPTION : 4DRBDRB
CUSTOMERII'EM: 801983F
LOT NUMBER : E1200874
LOTQUANTIIYAFPROVED : 1145000

PRTNTING: NOT APPLICABLE
TNK COTOR: NOT APPLICABLE

COUNTRY: SPAIN
SIZE :

CUSTOL4ER ORDER :

NAME : N'4 AMARILLO 5

APPROVALDATE:
MANUFACTURING DATE:
EXPTRY DATE:

4
PEDIDO JPOO21

2302t2012
1710212012

5 YEARS

MICR,OBIOLOGICAL AI{D CHEMICAL TEST

DIMENSIONAL A$D PHYSICAL TES"
DIAMETER

LENGTH

END THICKNESS

WEIGHT (MG)
MOISTURE (%)

CAP (mm) ....""........"......Meets spec

BODY (mm)...."..............Meets spec

CAP (mm),....".......".......Meets spec

BODY (mm) ".".........",.....Meets spec

CAP (micr) "...........,...,....Meets spec

BODY (micr). .................Meets spec

Meets spec

Meets spec

5?4

".................""....5,07
........""............"" 7,5

..................".....12,5

........................ 162

QS* ....".............,.".,.r23
TM* ......."................ 38

TM* 14 5

, 5 1l (max-min)

- 5 05 (max-min)

- 1,1 (max-rnin)

- 12 1 (max-mini

- 115 (max-min)

- 83 (max-min)

(Average)

(Average)
*TM = Qulicaps Technical Manul "Meets test" means coo{bm to specificarion
*QS = QMlicaps intemal specification *Data liomprocess moiltoring
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The design weight'of a size 4 capsules is 40 mg , the cap representing 40o/o andthe body 60% of the capsule weight. The mean capsule
weight of 100 capsules can vary within the range of 37 - 43 mg"

CAP..
CODE

DRB OPAQUEYELLOW 5 QUINOLINE YELLOW
TITANIUM DIOXIDE
Water (14,5ok) target moisture
Gelatin

In the cap (40%) l6,0mg Corresponds to: QUINOLINE YELLOW
TITANIIT\4 DIOXIDE
Water (14,5Yo) target moisture
Gelatin

GM OF DYE PER 1OO GM C,dPSULE

Elrlrtv.

CODE

DRB

TITLE

OPAQUEYELLOW 5

tn the body (60%) 24,0m9 Corresponds to:

0,23 8

0,368
2,320
13,073

QUTNOLiNE YELLOW
TITANruMDIOXIDE
Water (14,5o/o) target moisture
Gelatin

0,357
0 55?

3.480
1 9,61 0

1,490
2,300

1,490
2,300

C.I. NUMBER
47005
77891

QUINOLINE YELLOW
TITANIUMDIOXIDE
Warer (14,5Yo) target moisture
Gelatin

E.E.C. NUMBER.
El04
8111

COLORANT
QUINOLINE YELLOW
TITANIUMDIOXIDE

QU ALITY AS S U RA N CE M ANAG EM ENT

A11 the capsules are controlled statisticallyto ensure conformance to specifications. These values are derived from the
MIL.STD.105E. The quality specifications are as follow :

VISUAL DEFECTS
AQL (%)
PRINTING DEFECTS
AQL (%)

Major A
0,010
Major A
0,010

Major B
0,040
Major B
0,040

Minor
0,25
Minor
1,0

EIVR/QUE REQUEJO of2 DATE: 23/02/2A12


