Quaticaps Europe, S.A..
C/ de la Granja, 48
28108 Alcobendas (Madrid)
Spain
TEL: +34 .916.630.800

This is to

e

CUSTOMER : COUNTRY @ SPAIN

ITEM DESCRIPTION @ 2DRBAJA SELE < Z
CUSTOMER YTERM : E00900F CUSTOMER ORDER 4900008558

LOT NUMBER = E1303069 NAME @ .

LOT QUANTITY APPROVED @ 1750000 APPROVAL DATE 20/05/2013

PRINTING : NOT APPLICABLE MANUFACTURING DATE: 14/05/2013

INKCOLOR NQT APPLICABLE EXPIRY DATE: 5 YEARS

GELATEN: Complies with the requirements of current EP and USPANE cditions.
It is of pure bovine origin, camplies 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.02, R1-CEP-2000-029-1ev.04, RE-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, Trefand and Portugad.
COLORANTS: Comply with the PC directives 200935 & 23172012 and where applicable with the requirements of the BP and USP/NF.

MINTING INEKS: Comply with pharmacentical regulations

_ TEEEh PRODUCT 8
CAPSULES ¢ Do not contuin preservatives and have not been treated with Ethiylene Oxide. They coroply with The Buropean Agency for the
Lvaluation of Medicinal Products (BEMEAY guideline CPMPACH283/95 end the Bwropean Pharmacopaoeia for residual solvents.

DISINTEGRATION: Less than 15 minutes by the Ph. Bur test and have a ropture fime of fess than § minutes by the USA Federal Specification 2854
Acid Solubility Test.

| PARAMEZERS

I

| Total Acrabic Microbial Count (TAMU) ... 103 CRUG - reooveresmermeeriemane] BEPAISE ...connsmmmarssnsgsissimsierenssssionsiods 1 (AVETAER)
SAMONEHD oo Negative £ 10 G ooreerve oo BELUSP v ieonennees MeELS fost
SO L Seme Nepative £ 1 G e BRAUSE .. ommmssmasamm s sy e o5 Test
S, AUFBUS i imsasess s esmnerscssmsoses NEEALVE £ 1 G v, oo MCELS teSt
P, ACTUGINOSR: ... oveovvscrsecrienrrosrariiensnecee Nepative / 1 G o | BOISE i s i Meels test
| . WAL, -
[ DIAMETER CAP (mn) oo Meets spec o TME - 6,36 (max-min)
BODY (mm) e Megls spec TM* -~ 6,08 (max-min)
LENGTH CAP (mm) ... LMeets spee U IME - 8,9 (max-min)
BOY (i) e Weets spec o TM* - 15,1 (max-min)
END THICKNESS  CAM (oier) ] Meets spec Q8 116 (max-min)
BODY (micery . Meets spee Qs ) ~ 111 (max-rain)
WEIGHT (MG) e ] FeCES SPEC L EME . 65 (Avemge)
| MOISTURE (%) U Meetsspee MR 5,3 (Average)
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LOT NUMBER: E1303069

COUNTRY:  SPAIN

LOT QUANTITY APPROVE 1750000

25,2mg Corresponds to:

In the cap (40%)

TITL

OPAQUE WHITE

In the body (60%) 37,8mg Corresponds (o:

47005

QUINOLINE YELLOW
TI891

TITANIUM DIOXIDE

GMLOP DYE

DK TITLE PER 100 GM CAF
DRB OPAQUE YELLOW § QUINOLINE YELLOW 1,490
TITANIUM DIONIDE 2,300

Water (14,5%) target moisture

Gelatin

373 QUINOLINE YELLOW
(8,5%9 TITANIUM DIOXIDE

3,654 Water (14,5%) target moisture
20,590 Gelatin

. PER 100 GM CAPSULE

2,000

TITANTUM DIOXIDE
Water (14,5%) target muoisture

Gelatin
0,756 TIEANIUM DIOXIDE

Water (14,5%) target moisture
Gelatin

ﬂapsulcs ave contrelled dtatistically to ensure conform
1.105%. The quality specifications are as fotlow

Al the
MIL.ST

nen (o specifications. These val

ves are derived from the

VISUAL DEFECTS Major A vinor
AQL (%) 6,010 0,25
PRINTING BEFBCTS Major A Magor B Adinor
AQL (%) 0,010 0.040 .G
Yo
" R i o s SOARUT
QUALITY ASSURANCE MANAGEMENT f”{é{/“"' & Pags 7 of 2 DATE: 20/05/2012 %&mmf

ENRIGUE REQUEJQ




