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This is to certifo that the irformation bclow has bcen approved by QA as conforming to Qualicaps Europe specifications, as described in lhe currenl

technical manual and appiicable regulatory requirenents

CUSTOMER r OMI'II, S.A. C{}UNTRY: SPAIN
ITEIyTDESCRIPTION: 1DRBDRB SIZE : 1

CUSTOMER ITEM : EOO694F CUSTOMER OR-DER : 49OOOO23OO

LOT NUMBER r 81207839 I{AME I

LOT QUANTITY APPROYED : i215000 APPROVAL DATE : 30/1012012

PRINTING I NOT APPLICABLE MANUFACTURING DATEr 2411012012

TNK COLOR; NOT APPLICABLE EXPIRYDATE; 5 YEARS

GELATIN; Complies with the requirements of currcnt EP and USPA{F editions.

It is olpure bovine orig:in, complies with rcvision in force of European Guideline EMEA/4l0/01. Each supplier has a Ph. Eur certificate of suitability

for their product (Rl-CEP-2000-027-Rev.02, RI-CEP-2000-029-Rev.04, RI-CEP-2002-110-Rev.00, R1-CEP-2001-211.Rev.O1) and has confinned

tlrat it is manufactured from raw material not imported from UK, Ireland and Portugal.

COLORANTS: Curnply with the EC directives 2009/35 &,a}Agln9 and where appiicable with the requirements of the European Pharmacopoeia and

the FDA.
UN'IING INKS: Comply with pharmaceutical regulations.

. ] FINISHED}PRODUCT TESTS.
CAPSULES : Do not contain preservatives and have not been h'eated with Ethylene Oxide. They comply with The European Agency for the

Evaluation of klcdicinat Products (EMEA) guideline CPMP/ICH/283/95 and the European Pharmacopoeia tbr residual solvents.

DISINTEGRATION: Less than l5 minutes by thc Ph. Eur. test arld have a rupture time of less thal 5 minutes by the USA Federal Specification 285.4

Acid SolLrbility Test.
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DIAMETER

-oNCTH

END TI{ICKNESS

WETGHT (MG)
MOTSTURE (%)

Meets spec .._.^-.

Meets spec
,rM* ..,.,...,..., ...,,.,,,.. 77

- 6,91 (max-min)

- 6,61 (max-min)

- 9,5 (max-min)

- 16,7 (max-min)

- 116 (max-min)

- 125 (max-min)

(Average)
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CUSTOMER OMFE, S.A.

LOT NUMBER: E1207839
COUNTRY: SPAIN
LOT OUANTITY APPROYED; 1215000

CAPSULE COLOR I1ORMIILATION SHEET

ciHnr$i
CODE

DRB

The design weight of a size 1 capsules is 76 mg,
weight of 100 capsules can vary within the range

the cap representing 40% and the body 60% of the capsule weight. The mean capsule
of70- 82 mg.

Gr}{ oFpYE tsR,l0$.cM cAPsuLp

QTJ.INOLINL YELLOW
TITANIUMDIOXIDE
Water (i4,5%) target moisture
Gelatin

,,",.

TITLE

0PAQUEYELLOW 5

0,452
0,699
4,448
24,839

0,679
1,048

6,612
37,259

1,494
23AA

7,49A

2,300

In the cap (40%) 30,4rng Corresponds to : QUTNOLINE YELLOW
TITANITI${ DIOXTDE
Water (14,5Ya) target moisture
Gelatin

B.O.,P,I,, i
CODE

DRB

't'I1'LE

OPAQUEYELLOW 5

GM OF DYE PER-100 CM CAPSIJ'LE

QUINOLINE YELLOW
TITANITII\,f DIOXIDE
Water (14,5o/o) target moisture
Gelatin

ln the body (60%) 45,6mg Corresponds to:

COLORANT**l*ry

QUTNOLINE YELLOW
TITANTUM DIOXIDE

C.I. NT]MPDR
47005
77891

QIIINOTrNE YELLOW
TITANTT'MDIOXIDE
Water (14,57o) target moisture
Gelatin

E.E.c.NI]}{SEB
8104
El'71

Q UAUTY ASSU RAN C E MANAGEMENT

ENRIQUE REQUEJO

&trI the capsulcs are controlled statisticalty to ensure conformance to specifications. These values are derived from the
tt.STD.105E. The qualiry specifications are as follow :

VISUAL DEFECTS
AQL(%)
PRINTING DEFECTS
AQL(7o)

MajorA
0,010
h,{ajor A
0,010

Major B
0,040
Major B
0,040

Minor
0,25
Minor
1,0

DATE: i0/1012012


