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technical manual and applicable regulatory requirements

CUSTOMER: OMFE, S.A. COt NTRY : SpAIN
ITEM DESCRIPTION: 8GULIIUV SIZE : OO
CUSTON[ERITEM: E0l996F CUSTOMER0RDER : 4900008651
LOT NUMBER : E1302286 NAME :

Lor QUANTITYAPPROVED : 1050000 APPROVAL DATE : rc/a4D0t3
PRTNTING : Nor APPLICABLE MANUFACTURTNG DATE: 9rc4/2at3
INK COLOR : NOT APPLICABLE EXPIRY DATE: 5 YI1ARS

GELATIN: Complies u,ith rhe requireurents olcunrlnt Ep and USpA.lF editions.
It is olpure bovine origin, complies u,ith revision in force of European Guideline EMEAl4l0/01. Each
for their product (Rl-cEP-2000-027-Rev.02, Rl-cEp-2000-029-Rev,04, R1-cEp-2002-110-Rev.00,
that it is manufactured from raw material not imported from [rK, Ireland and portugal.

COLORANTS: Comply with the EC directives 2009/35 &23U2An and where applicable with the requiremenrs of the Ep and USpA{F
PRINTING INKST Comply with pharmaceutical regulations,

.,1 .u,-.r, ffl:tl

CAPSULES : Do not contain preservatives and havo not been treated with Ethylene Oxide. They comply with The European Agency for the
Evaluatron of Medicinal Products (EMEA) guideline CPMP lICJIt283l95 and the Europcan Pharmacopoeia foi residual solvenrs.
DISI{TEGRATION: Less than 15 minutes by the Ph" Eur. test and have a rupture time of less than 5 minutes by the USA Federal Specification 285A
Acid Solubiliry Test.

. supplier has a Ph. Eur certificate of suitability
Rl-CEP-2001-211.Rev.01) and has confirmed
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The design weight of a size OO capsules is 126 mg, the cap representing40% and the body 60% of the capsule weight. The mean

capsule weight of 100 capsules can vary within the range of 116-136 mg.
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CODE

GUL

TITLE

OPAQUE ORANGE 252

GMoFpXp P*8.,1p9 GM CAPSITLq

RED IRON OXIDE 0,130
YELLOWIRONOXDE O,7OO

TITANIUM DIOXIDE I,OOO

Water (14,5%) target moisture
Gelatin

In the cap (40%) 50,4mg Correspouds to: 0,065
a352
0,504
7,308
42,169

RED IRON OXIDE
YELLOWIRONOXIDE
TITANIUMDIOXIDE
'Water (14,5%) target moisture
Gelatin
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TITLE

OPAQUEYELLOW 69

In the body (60%) 75,6mg Corresponds io:

lltllilli:s: ::*tu- ;t;illlt titfuli,rEi;,
GM OFDYE PER 1OO GM CAPSULE

YELLOWIRONOXIDE
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YELLOW 1RON OXIDE
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Water (14,5%) target moisture
Gelatin
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the capsules are conholled statistically to ensure conforrnance to specifrcations. These values are derived from the

L.STD.I05E. The quality specifications are as follow :

VISUAL DEFECTS
AQL{%)
PRINTINGDEFECTS
AQL(o/0

Major A
0,olo
Major A
0,010

Major B
0,040
Major B
0,040

Minor
0,25
Minor
1,0
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