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This is to certify that the information below has been approved by QA as conforming to Qualioaps Europe specifications, as describod in the curent
tcchnical manual and applicable regulatory requiremerts

CUSTOMER; OMFE, S.A. COUNTRY: SPAIN
ITIIM DESCRIPTI0N t 4BZEBZE SIZE r 4
CUSTOMER ITEM : E00347r CUSTOMER ORDER r 4900014835
LOTNUMBER: 81402320 NAME :

LOT QUANTITY APPROYED : 1200000 APPROVAL DATE r 510512014

PRINTING : NOT APPLICABLE MANUFACTURING DATE: 2510412014
INK COLOR I NOT APPLICABLE EXPIRY DATE: 5 YEARS

GELATIN: Complies with the requirements of current EP and USPAIF editions,
It is of pure bovine origin, complies with revision in force of European Guideline EMEA/410/01. Each supplier has a Ph. Eur certificate of suitability
lor their product (R1-CEP-2000-027-Rev,02, R1-CEP-2000-029-Rev.04, R1-CEP-2000-045-Rev.03, R1-CEP-2002-1 10-Rev.00,
Rl -CEP-2C01 -2 1 1.Rev.0 i ).
COLORANTSI Comply with the EC directives 2009/35 & 231/2012 and where applicable with the requiremcnls of the EP and USP,&{F.
PRINTING INKS: Comply with pharmaceutical regulations.

FINISITTD PRODUCT TTSTS
CAPS{ILES : Do not contain preservatives and have not been treated with Ethylene Oxide, They comply with The European Agency lor the
Evaluation of Medicinal Products (EMEA) guideline CPMP/ICHi283/95 and the European Pharmacopoeia for residnal solvents.
DISINTECRATION: Less thar I 5 minutes by the Ph. Eut. test and have a .upture time of less than 5 minutes by the USA Federal Specilication 285z\
Acid Solubiliry Test.
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The design weight of a size
weight of 100 capsules can
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4 capsules is 40 mg,
vary within the range

the cap representing4A% and the body 60% of the capsule weight. The mean capsule
of 37- 43 mg.

CODE

BZE

COLORANT
INDIGO CARMINE
ERYTHROSINE
TITANILIIVI DIOXIDE

TITLE

OPAQUERED 92

GM OF pYE PER, I00*plq.qampl,E

INDIGO CARMINE
ERYTHROSINE
TITANruM DIOXTDE
Water (14,5%) target moisture
Gelatin

0,003

3,340

0,990

0,003
3,340
0,880

In the cap (40%) 1 6,0rng Corresponds to:

TITLE

oPAQUERED 92

In the body (60%) 24,0mgCorresponds tol

0,000
0,534
0,140
2,320
13,004

0,000
0,80 r

4,271
3,480
19,506

INDIGO CARMINE
ERYTHROSINE
TITANILMDIOXIDE
Water (14,5o/o) target rnoisture
Gelatin
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INDIGO CARMINE
ERYT}IROSINE
TITANIUM DIOXIDE
Water (14,5%) target moisture
Gelatin

SJ-NUMEER
73015
45430
'17891

INDIGO CARMINE
ERYTHROSINE
TITANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin
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H,E.C..NUMPER
E.132
8127
E17t

I the capsules are controlled statisticatly to ensure confonnance to specifications, These values are acrivcO nom ttre
IL.$TI).1058. 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

DATE: 05/05/2014


