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This is to certify that thc inforrnation below has been approved by QA as

GELATIN: Complies with the requirements of curreut EP and IJSP/I$ cditions.
It is ofpure bovine origin, complies with revision in forcc ofEuropeal Guideline EIVIEA/410/01, Each supplier has aPh. Eur certificate ofsuitability
for their product (Rl-CEP-2000-027-Rev.02, R1-CEP-2000-029-Rcv.04. Rl-CEP-2002-1 10-Rev.00, Rl-CEP-2001-21 1.Rev.01) and has con{lrmed
that it is manufactured from raw material not imported from UK, Ireland and Portugal.
COLORANTS: Comply with the EC directivos 2009135 &. 23112012 aiid wirere applicable with the requircments of the EP and USPNF.

-JNTING INKS: Comply with pharmaceutical regulations,

#14= tipp'pnosuc
CAPSIJLES : Do not contain preservatives and have not been Lreated with lithylene Oxide. They comply with The European Agency for the
Evaluation of Medicinal Products (EMEA) guideline CPN[P/|CW283/95 and the European Pharmacopoeia for residual solvents.
DISINTEGRATION: Less than l5 minutes by the Ph. Eur. test and havc a nrpture time of lcss than 5 minutes by the USA Federal Specification 285A
Acid Solubility Test.
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confonning to Qualicaps Europe specifications, as described in the curront
tcchnical manual and applicable regulatory requirements

CUSTOMER r OMFE, S.A. COUNTRY: SPAIN
ITEM DESCRIPTTON I 2DRBAJA SIZE ; 2
CUSTOMER ITEM ; E00900F CUSTOMER ORDER ; 4900008558
LOTNUMBER: E1303069 NAME:
LOT QUANTITY APPROVED : i750000 APPROVAL DATE : 2a/05/2013
PRINTING : NOT APPLICABLE MANUFACTIIRING DATE: 1410512013

TNK COLOR: NOT APPLICABLE EXPIRYDATE: 5 YEARS
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The design weight of a size 2 capsules is 63 mg , the cap represerting 40% andthebody 60% of the capsule weight. The mean capsule
weight of 100 capsules can vary within the range of 5 8- 68 mg.
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In the cap (4070) 25,2m9 Corresponds to:
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In the body (6070) 37,8mg Corresponds to:
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COLORANT

Ail the capsules are controlled stati$tisnlly to ensure conlbrmance to specifieations.
MIL.STI),105E. The qualify specifications are as follow:
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