CERTIFICATE OF ANALYSIS (5E: 20113

This is to certify that the mformatmn below has been approved by QA as conforming to Qualicaps Europe specifications, as described in the current
technical manual and applicable regulatory requirements

CUSTOMER : OMFE, S.A. COUNTRY : SPAIN
ITEM DESCRIPTION : 4DRBDRB SIZE : 4

r CUSTOMER ITEM : E01983F é CUSTOMER ORDER : PEDIDO JP0021
LOT NUMBER : E1200874 NAME : N°4 AMARILLO 5
LOT QUANTITY APPROVED : 1145000 APPROVAL DATE : 23/02/2012
PRINTING : NOT APPLICABLE MANUFACTURING DATE: 17/02/2012
INK COLOR: NOT APPLICABLE EXPIRY DATE: 5 YEARS

GELATIN: Complies with the requirements of current EP and USP 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 their product (R1-CEP-2000-027-Rev.01, R1-CEP-2000-029-Rev.03, R1-CEP-2002-110-Rev.00, R1-CEP-2001-211.Rev.01) and has confirmed
that it is manufactured from raw material not imported from UK, Ireland and Portugal.

COLORANTS: Comply with the EC directives 2009/35 & 2008/128 and where applicable with the requirements of the European Pharmacopoeia and
the FDA.

JRINTING INKS: Comply w1th pharmaceuncal regulations.

'FINISHED PRODUCT TESTS

CAPSULES Do not contain preservanves and have not been treated with Ethylene Oxide. They comply w1th The European Acency for the
Evaluation of Medicinal Products (EMEA) guideline CPMP/ICH/283/95 and the European Pharmacopoeia for residual solvents.

PARAMETERS = LIMITS  REFERENCE - RESULT
MICROBIOLOGICAL AND CHEMICAL TEST
Total Aerobic Microbial Count (TAMC)....103 QEU/G wvrerreersvrmsssssvenees BPIISP cisomsmmmaionss svngpassisssssissiossss 10 (Average)
Salmonella cesersmmssinsesssssssimsssssseress NEGAVE / 10 G vevevveversrvssnnres EBRUSPE - -0 = . s Meets test
T Negative / L G_......ocoevvvnnn. ERIUSP ..o it ssismonnen sesmnse s B85 487% Meets test
S AUTEUS oot Negative / 1 G...oovovrrrrere. BEIURR e e Meets test
Pg. ACTUZINOSAs covorsurvermusnis s s Negative / 1 G....ovvverereeeren, EPIUSP ..o ssioesensrereens Meets test
Bile-Tolerant Gram-Negative Bacteria......\jegative / 1 G...... ... EP/USP ..ooococrorrsreors e Meets Test *
Total Yeast & Mould Count (TYMC)......... 102 CEU/Grererresrrsssesssssssssnns EP/USP oo <10 (Average)*
Description / Odor.............ccommvverererrerennes Mestetegr . o oo BP/ED s mmmipmsnsssasinssismasms Meets Test *
Id: of Gelatings . s musvipsurivsi s WIERE ARt 2127000 R Meets Test *
Id. of Soluble Dyes ............ccuvvruvinrrrrnrnssss R A BP/TP &, coicon onesisiscsns ssssa sommevmest Meets Test *
1d. of Tron OXAdes: . iisusssisimisssssmimsmsiisnion T o O o Ao O SR ST L Meets Test *
d. of Titanium Dioxide......coocoovccvvvvssrsenss Wl gt (o1 i NS Meets Test *
LaAeTSILAS. = e T Meets (88t o |EA D1 B S s Meets Test *
Sulphated Ashes (%), .o msmsmes NS4t NI 920, EBIER (8. st msboimmiimnesissbi < 9%
ATEEHIE (DD .. ivrvisovconenssnsmsiaessorscasammaoniees o D - e o Dl U <1*
Heavy Metal ( PPI) ... A R e <30
Sulphur DIOXide (%0)........coouvvvvvevvnissrersssss S W 512 o R M e o <0,1%
Disintegration Test veowsisswemsmos mososmeres <15 TN oo, {50 S U S S e <15%
T D TICARES 0] tott e metomsnss ki sbamn i smmin UL BRIER ... oiiensimnsmenmsisnsnnsois fnsion st <0,5*

DIAMETER ORI mereersscomeeans MECIS SPEC .. . ociossirise famsssnnsanics INIE e riesimesie 534 - 531 (max-min)
TROEY W (IO coicsirnzuirnnse MEEES SPEE ... csrsmssasmssissssssimpssrmssssson I et 507 - 5,05 (max-min)
LENGTH EAP O o ceeenmprmnnr MEetS SPEC | ......vvecreecriricisnsenssnaens N e N S 75 - 7,1 (max-min)
BIOEYY () concoscomsmmnso MEEtS SPEC ..., IME e 126 - 12,3 (max-min)
END THICKENESS ® CAPtier) ... SAEESPEE oo i L5 1 S 162 - 115 (max-min)
BODY (micr),................ MERIS SPEC ... oessorsissasnnsisisniisisses) £ - S 123 - 83  (max-min)
WEIGHT (WG] o iousbemirmismmmasiod MBS BIBC |- i v s vscavepssasss INI® s 38 (Average)
MOISTURE (%) Ent bt e e e e = VIEETSISISCLSE o8 e R COUPTRR S 14,5 (Average)
*TM = Qualicaps Technioal Manual Neets test” means conforms to specification
*QS = Qualicaps internal specification  *Data from process monitoring
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CUSTOMER
LOT NUMBER: E120087

OMFE, S.A.

4

COUNTRY: SPAIN

LOT QUANTITY APPROVED: 1145000

—

. CAPSULE COLOR FORMULATION SHEET

=

weight of 100 capsules can v
CAP: ' -
CODE
DRB

In the cap (40%)

ary within the range of 37- 43 mg,

TITLE
OPAQUE YELLOW 3

16,0mg Corresponds to:

* GM OF DYE PER 100 GM CAPSULE

The design weight of a size 4 capsules is 40 mg , the cap representing 40% and the body 60% of the capsule weight. The mean capsule

QUINOLINE YELLOW 1,490
TITANIUM DIOXIDE 2,300
Water (14,5%) target moisture

Gelatin

0,238 QUINOLINE YELLOW
0,368 TITANIUM DIOXIDE

2,320 Water (14,5%) target moisture
13,073 Gelatin

BODY : ;
CODE TITLE
DRB OPAQUE YELLOW 5
In the body (60%) 24,0mg Corresponds to:
COLORANT .~ CILNUMBER
QUINOLINE YELLOW 47005
TITANIUM DIOXIDE 77891

GM OF DYE PER 100 GM CAPSULE

QUINOLINE YELLOW 1,490
TITANIUM DIOXIDE 2,300
Water (14,5%) target moisture

Gelatin

0,357 QUINOLINE.YELLOW
0,552 TITANIUM DIOXIDE

3,480 Water (14,5%) target moisture
19,610 Gelatin

E.E.C. NUMBER
E104
E171

- VISUAL AND PRINT QUALITY

MIL.STD.105E. The quality s

pecifications are as follow :

All the capsules are controlled statistically to ensure conformance to specifications. These values are derived from the

VISUAL DEFECTS Major A Major B Minor
AQL (%) 0,010 0,040 0,25
PRINTING DEFECTS Major A Major B Minor
AQL (%) 0,010 0,040 1,0
Yo
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ENRIQUE REQUEJO




