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This is to certifu that the information below has been approved by QA as conbrming to Qualicaps Europe specifications, as descritred in the current

technical manual and applicable regulatory requirements

GELATINT Complics with the requirements of current EP and USPNF editions.

It is of pure bovine origin, complies with revision in force of European Guideline EMEA"/410/01. Each supplier has a Ph. Eur certificate of suitability

for thcii product (R1--Ep-200'0-027-Rev.02, Rl-CEp-2000-029-Rev.04, Rl-CEP-2002-ll0-Rev,00, Rl-CEP-2001-2i1.Rev,ol) and has confirmed

that it is rnatrufactured from raw material not imporied from lJK, Ireland and Portugal.

coLoRANTS: Complywith the EC directives 2009/35 &2008/128 and where applicable with the requirefirents of the European Phatmacopoeia and

the FDA.
XNTING INKS: Comply with pharmaceutical regulations.

DI,{METER

--iNGTI{

END THICKNESS

WETGHT (MG)
MOTSTURE (%)

.QS = Qualicaps itrtcm8i specillcdion
"lltteels (est" mraro lonfiJrru lo speci{ication

CAP (mm) .................,...Meets spec

BODY (mm)..,.....,-.........Meets spec

CAP (mm) ..............".,,.,,I4eets spec

BODY (mm),.......,,.".,.....Meets spec

CAP (micr) ............",.......Meets spec

BODY (micr)...............,,.Meeis spec

.Meets spec

QSN
r!q*
TM*

6,35 (max-mia)

6,04 (max-min)

8,8 (max-mitt)

15 1 (max-min)

102 (max-tnin)

- 100 (rnax-min)

(Average)

FiriSnPo r: PRODITC+ :'{ffits'=i
CAPSLILES : I)o not contain presewatives and have not been treated with Ethylene Oxide. They comply rvith The European Agency for the

Evaluation of Meriicinal products (EMEA) guidcline CPMPlICHl283/95 and the European Pharmacopoeia for residual solvents.

DISINTF,GRATION: Less than l5 minutes by the ph. Eur. test and have a rupt$e time oliess than 5 minutes by the USA Federal Specification 285A

Acid Solubility Test.

163

1.76

63

Meets spec

CUSTOMER: OMFE, S.A.
ITEM DESCRIPTION I 2DRBAJA
CUSTOMER ITEM I E00900F

LOT NUMBER ; 81208065

LOT QUANTITY APPROVED; 1215000

PRINTING: NOT APPLICABI.E
INK COLOR: NOT APPLICABLE

COUNTRY I SPAIN
SIZE :

CUSTOMER ORDER I

NAME I

APPROVALDATE:
MANUFACTURING DATE:
EXPIRYDATE:

2

490000291 1

5ilU2012
29/10120t2
5 YEARS
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The design weight of a size 2 capsules is 63 mg , the cap representing 4AYo and the body 60% of the capsule weight. The mean capsule
weight of 100 aapsules can vary within the range of 58- 68 mg.
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CODE
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AJA
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TITLE

OPAQUEYELLOW 5

iii itii::'*iii l,,:,,,

TITLE

oPAQUE WHrTE

>..1F ."$[(
GM elF pYE PER 100 GM CAPSIJLE

QLTINOLTNE YELLOW
TITANruMDIOXIDE
Water (14,5%) target moisture
Gelatin

r':'i,::;.:i.li iI i:
' ;!:li::l:.1,,,,: i r!

1,490
2,300

In the cap (40%) 25,2m9 Corresponds to: 4375
0,579
3,654
20,590

0,756
5,481

31,s63

. . .,l*i}{i

QrnNoLrNE YELLOV/
TITANruM DIOXIDE
Water (74,5o/o) target moisture
Gelatin

GM OF DYE PER 1OO GM CAPSULE

TITANILM DIOXIDE
Water (14,5%) target moisture
Gclatin

.*5$ ':..;l ill,

2,000

TITANII'M DIOXIDE
Water (l4,5Yo) target moisture
Celatin

....,..
:

EJSE-NUMPgB
El04
E171

In the body (60%) 37,8mg Corresponds to;

.''11,i,$,1i ii,,i;;H , .ilffi
coLo&AN,T
QUNoLINE YELLOW
TITANIUMDIOXIDE

e.r. NUMBEB
47005
77891

QUALITY AS SURANC E MAN AG EM E NT
ENRIQUE REQUEJO

All the capsules are confolled statisticaliy to ensure conformance to speciflcations. These values are derived from the
MIL.STD.105E. The quality specifications are as follow ;

VISUAL DEFECTS
AQL(%)
PRINTING DEI]ECTS
AQL(%)

Major A
0,010
Major A
0,010

Major B
0,040
Major B
0,040

Minor
0,25
Minor
1,0

DATE: A5fil/2012


