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This is to certiff thot the information below has been approved by QA as conforming to Qualicaps Europe specifications, as described in the current

GELATIN: Complies with the requirements of curront EP and USPNF editions.
It is of pure bovine origin, complies with revision in force of European Guideline EMEA/410i01. Each supplier has a Ph. Eur certificate of suitability
for their product (Rl-CEP-2000-027-Rev.02, Rl-CEP-2000-029-Rev.04, Rl-CEP-2002-l10-Rev.00, Rl-CEP-2001-21l.Rev.01) and has confirmed
that it is manufactured from raw material not imported frorn IIK, Ireland and Porlugal.
COLORANTS: Comply with the EC directives 2A0985 &231/2012 and where applicable with the requirements of the EP and USP,NF.
PRINTING INIKS: Comply with pharmaceutical regulations.
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Agorcy for theCAPSULES : Do not contain preservatives and have not been treated with Ethylene Oxide. They comply with The European
Evaluation of Medicinal Products (EMEA) guideline CPMP/ICEV283195 aud tho European Pharmacopoeia for residual soivents.
DISINTEGRATION: Less than 15 minutes by the Ph. Eur. test and have a rupture time of less than 5 minutes by thc USA Federal Specification 285A
Acid Solubility Test.
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technical manual and applicable regulatory requirements

CUSTOMER r OMFE, S.A. COUNTRY : SPAIN
ITEM DESCRTPTION : TIETAJA SIZE : OE
CUSTOMER ITEM : E0A299F CUSTOMER ORDER : 4900008926
LOTNUMBER: 81302667 NAME :

LOTQUANTITYAPPROVED: 1050000 APPROYALDATE : 14105/2A13
TRINTING : NOT APPLICABLE MANUFACTURING DATE: 7/0512013
TNK COLOR : NOT APPLICABLE EXPIRYDATE: 5 YEARS

DIAMETER

LENGTH

END THICKNESS

WETGHT(MG)
MOISTURE (%)

186
178

. lQg (Average)

.15,1 (Average)

7,66 (max-min)

7,34 (max-mil)

1,1,9 (max-min)
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The design weight of a size OE capsules is 106 mg, the cap rcpresurting 40% and the body 60% of the capsule weight. The mean
capsule weight of 100 capsules can vary within the range of 98-1 15 mg.
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IET Q{INOLTNEYELLOW
PATENTBLUEV
TITANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin

0,271
0,000
0,763
6,148
35,216
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0,001
1,900

iiiii$,NNN\iN
copq

AJA

In the cap (40%) 42,4m9 Corresponds tor

0PAQUEGREEN 92
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Inthe body (60%) 63,6mg Corresponds to: t 1i')
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the capsules are conkolled statistically to ensure conformance to specifications. These values are derived from the
IL.STD.l05E. The quality specifications are as follow :

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