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This is to certify that the infirrumtislr balow has beea approved by QA as confcrmiag to Qualicaps Europe specifications, as described in the currenl
tcchnical manual and applicabl e regulatory requirements

CUSTOMER; OMFE, S.A, COUNTRY: SPAIN
ITEM DESCRIPTION : SBWTDRA SITJ : O0
CUSTOMERITEM : E0048ll- CUSTOMER ORDER : 4900006836
LOT NUMBER : E1301832 NAME r

LOT QUANTITY APPROVED ; 1050000 APPROVAL DATE : 3/4412013
PRINTING ; NOT APPLICABLE MANUFACTURING DATE: 2910312013

INKCOLOR; NOTAPPLICABLE EXPIRYDATE: 5YEARS

GELATIN: Complies with the requirements of current EP and USP,&{F editions.
It is ofpure bovine origin, complies with revision in force ofEuropean Guidelinc EMEA/410/01. Each supplier has a Ph. Eur certificate ofsuitability
Ibr their product (Rl-CEP-2000-027-Rev.02, R1-CEP-2000-029-Rev.04, R1-CEIP-2002-l l0-Rev.00, Rt-CEP-2001-2l1.Rev.0l) and has confirmed
that it is manufactured fiom raw nraterial not imported frorn UK, Ireland and Portugal.
COLORANTST Comply with the EC directives 2009/35 &231/2012 and where applicable with the requirements of the EP and USPAtrF.

PRINTING INKS: Comply with pharmaceutical regulations.
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CAPSULES : Do no1 contain pres€rvatives and have not been reated with Ethytene Oxide. They comply with The European Agency for the
Evaluation of Medicinal Products (EMEA) guideline CIMP/IC}I/283/95 and the European Pharmacopoeia for residual solvents.
DISINTEGRATION: Less than t5 minutes by the Ph, Eur. tcst and have a rupture time of less thau 5 minutes by the USA Federal Specification 285A
Acid Solubility Test.
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CUSTOMER OMTE, S,A.

LOT NUMBER: 81301832
COUNTRYT SPAIN
LoT QiT.{.f*TIf.YAPPRoVf,D: 1050000

Thc design wcight of a size OO capsules is 126 mg, the cap representing 40%o andthe body 60% of.the capsule weight. The mean
capsrrle weight of 100 capsules can vary within the range of 1 16-136 mg.

CODE

BWT

TITLE

0PAQUE GREEN 147

GM0{,plYp PxF 1q0".sM c,Ars.HLE

INDIGO CARMINB

QUTNOLTNE YELLOW
TITANIIIM DIOXIDE
Water (14,5%) target moisture
Gclatin

0,200
0,233
0,660

In the cap (4070) 50,4mg Corresponds to; 0,1 00
0,1 17
0,332
7,308
42,541

INDIGO CARMINE
QLTTNOLINEYELLOW
TITANII]M DIOXIDE
Water (14,5Yo) target moisture
Oelatin

CODE TITLE

OPAQUEGREEN 1

GM OF pYE PER,I0p GM,SAPSULq

INDIGO CARMINE
QUNOLINEYELLOW
TITANIUMDIOXIDE
Water (l4,5Ya) target moisture
Gelatin

0,034
0,072
1,700

In the body (60%) 75,6mg Corresponds to: 4,425
0,009

1,285
10,962
63,318

INDIGO CARMINE
QUINOLINEYELLOW
TMANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin

COTORANT
INDIGO CARMINE
QUINOLINEYELLOW
TITANIUMDIOXIDE

C.I. NUMBER
7301s
4700s
77891

E.E.C,NUMBER
Et32
8104
8171

,&l[the capsules are conffolled statistically to ensure conformance to specifications. These values are derived from the
MILSTD.l05E. The quality specifications are as follow :

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

Major A
0,010
MajorA
0,010

MajorB
0,040
Major B
0,040

Minor
0,25
Minor
1,0
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