
ryffiualicaps'
This is to certi$r that the inform¿tion below has been approved by QA as conforming to Qualicaps Europe specifications, as desc¡ibed in the cur¡ent
lechnical manual and applicable regulatory requirements

CU§TOilIER: OMFE, S.A. COUNTRY: SPAIN
ITEM DESCRIPTION : 8GULBUV SIZE : OO

CUSTOMER ITEM r 801996F CUSTOMER ORDER : 490001252'7

LOT NUMBER: 81306780 NAME :

LOT QUANTITY APPROVED : 1125000 APPROVAL DATE : l0ll2l20l3
PRINTING: NOT APPLICABLE MANUFACTURING DATE: 411212013

INKCOLOR: NOTAPPLICABLE EXPIRYDATE: 5 YEARS

GELATIN: Complies with the requirements of current EP and USP/NF editions.
It is of pure bovine origin, complies with revision in fo¡ce of European Guideline EMEAi4l0/01 . Each supplier has a Ph. Eur certificate of suitability
for their product (R1-CEP-2000-027-Rev.02, R1-CEP-2000-029-Rev,04, R1-CEP-2000-045-Rev.02, R1-CEP-2002- 1 10-Rev.00,
R1 -CEP-200 1-2 1 1.Rev.0 I ).
COLORANTS: Comply with the EC directives 2009/35 &231/2012 and where applicable with the requirements of the EP and USPNF.
PRINTING INKS: Comply with pharmaceutical regulations.

CAPSIILES : Do not contain preservatives and have not been treated with Ethylene Oxide. They comply with The European Agency for the
Evaluation of Medicinal Products (EMEA) guidclinc CPMP/IC}V283/95 and thc European Pharmacopoeia for ¡esidual solvcnts.
DISINTEGRATION; Less than l5 minutes by the Ph. Eur. test and have a rupture time of less th¿n 5 minutes by the USA Federal Specifrcation 285A
Acid Solubility Test.

Q ual icaps Eu rope, S.A. U.
C/ de la Granja, 49

281 08 Alcobendas (Madrid)
Sparn

TEL: +34.916.ffiA.800
FAX: +34.916.630.30
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The design weight of a size OO capsules is 126 mg, the cap representing 40% and the body 60% of the oapsule weight' The mean

capsule weight of i00 capsules can vary within the range of 116-136 mg.
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é érfon"a"ce to specifications. These values are derived from the

MIL.STD.i05B" The quality specifications are as follow ;

VISUALDEFECTS MajorA Mqior B Minor
AQL (o/o) 0,010 S,04Ü 0,25

PRINTING DEFECTS Major A tu§or S Mi¡or
AQL (%) 0,010 ü,ü4$ 1,0

QUALITY ASSURANCE MAN AGEME,NT
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