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This is to certiff that the information below has been approved by QA as conforming to Qualicaps Europe specificationsr as

techuical rnanual and applicable regulatory requiremrnts

CUSTOMER: COUNTRY: SPAIN

ITEM DESCRIPTISN: 1AJAAJA SIZE I 1

CUSTOMER ITEM : E0l334F CUSTOMER ORDER : 4900004513

LOT NUMBER : 81209192 NAME ;

LOT QUANTITY APPROVED : 1080000 APPROYAL DATE : l"lll2/2012

PRINTING : NOT APPLICABLE MANUFACTURING DATE: l0ll2l20l2
INKCOLOR: NOTAPPLICABLE EXPIRYDATE: SYEARS

GELAtfNT Complies with the requirements of current EP and USPNF editions.

It is of pure bovini origin, complies with revision in force of European-Grideline EYIA/410/01 ralhasyqligrJt^a1a Ph, Eur certificate of suitabilitv

for theii product (Rl--Ep-ztto'o-o2z-Rev,02, Rl-CEp-2000-029-Rev.04, RI-cEP-2002-110-Rev,00, Rl-CEP-200i-21 1.Re"'.01) and has confirmed

that it is manufactured {iom raw material not imported from UK, Ireland and Porhigal.

coLoRANTS: Comply with the EC directives 20ogl35 & 2008i 128 and where applicable with the requirements of the European Pharmacopoeia and

the FDA.
-RINTING INKS: Comply with pharmaceuticai regulations.

iP,RO
CApS{JLES : Do not contain preservatives and have not been treated with Ethylene Oxide. They comply with The European Agency for the

Evaluation of Medicinal products 1t*aEa; guitleline CPMP/ICH/283195 and the European Pharmacopoeia for residual solvents.

DISINTEGRATION: Less ttran l5 minutei iy the ph. Eur. test and have a mpture time of less than 5 miuutes by the USA Federal Specification 285A

Acid Solubility Test.
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CUSTOMER
r,Or nUmrBR: E1209i92

CODE

AJA

8ODf+i
CODE

AJA

COUNTRY: SPAIN
LoT SUANTITY APPROYED: 1080000

The design weight of a size 1 capsules is 76 mg , the cap representing 40% ead,the body 60% of the capsule weight. The mean capsule
weight of 100 capsules can vary within the range of ?0- 82 mg,
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TITANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin

2,000

In the cap (40%) 30,4mg Corresponds to: 0,608
4,4A8
25,384

0,972
6,612
38,0"16

TITANruMDIOXIDE
Water (14,5Yo) target moisture
Gelaiirt

TITANIUMDIOXIDE
Watet (14,5%) target moisture
Gelatin
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TITLE

OPAQUEWTIITE

qM 04 _pxH,.BpB 100 FIr cAPqq-I;H,

TITANIUM DIOXTDE 2,000
Water (14,5%) target moisfure
Gelatin

In the body (60%) 45,6mg Corresponds tol

TITANIUMDIOXIDE

All the capsules are controlled statistically to ensure conformance to specifications. These values are derived from the
MIL.STD.l05E, The quality specifrcations are as follow :

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

Major A
0,010
Major A
0,010

Major B
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0,040

Minor
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Minor
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