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GERitIFICfiT§, OBTiAI{ Y'§I§
This is to certifu that the information below ha.s been approved by QA as conlorming to Qualicaps Europe specification's, as desc¡ibsd in the cuffent

techlical manual and applicable regulatory requirements

GELATIN: Complies with the requiremcnts of current EP and USP,NF editions.

It is olpure bovini origin, complies with ¡evision in forcc ofEuropean Guideline EMEA/410i01. Each supplier has a Ph. Eur ce¡tihcate of

suitabijiry for their product (Ri-CEP"2000-027-Rev.02, Rl-CEP-2000-029-Rev,05, R1-CEP-2000-045-Rev.03, R1'CEP-2002-110-Rev.00,

Rl -CEP-200 I -21 1.Rev.01).

COLORANTS: Comply wilh the EC directive s 2009/35 & 20151463 and whcrc applicable with the requirements of,the BP and USP/NF.

PRINTING INKS: Comply with pharmaceutical regulations.

trIHI§HED PRODUGT TEST§
CAPSULES : Do not contain preservatives and have not been treated with Ethylene Oxide. They comply u'ith The European Agenr:y for the

Evaluation of Medicinal Products (EMEA) guideline CPMP¡ICW283/95 and thc European Pharmacopoeia tbr residual solvents.

DI§INTEGRAIION: kss than 15 minutes bythe Ph. Eur. rest and have a ruplure time of less than 5 minutes by the USAFcderal Specification

285A Acid Solubility Test.

¿Itür.:l:§!. JRts§T'¿f

ualicaps.

CUSTOMER: OMFE, S,A.

ITEM DtrSCRIPTION : OIIWTBWT
CUSTOMER ITEM : E00301F

LOT NUMBER r 81502189
LOT QUANTITY APPROVED : 3095000
PRINTTNG: NOTAPPLICABLE
INK COLOR : NOTAPPLICABLE

COUNTRY: SPAIN

SIZE :

CUSTOMERORDER:
NAME :

APPROVALDATE :

MANUFACTURING DATE:
EXPIRY DATEI

o
490001995 l

20104/2015

9104/2015
5 YEARS

MIEffibEflUEiA üHCUTCET TEST

Tni¡rl Aerobic tof Count (LdML]..". l0§ CFU/6 (Average)

PTUgilSTOilAL AIID EITYSICAL TEST

DIAMETER

LENGTH

ENDTHICKNESS

wErGHT0\{G)
MOISTT]RE (%)

.,.,',,.'.,,,,,',......7,67 - 7,65

- 10,7
- 18,6
- r17
-98

(Average)

(Average)

(max-min)

(max-min)
(max-min)
(max-min)

(max-min)
(max-min)

7,35
I 1,0
18,9

af¡{ * Eattir¿F'J0(h¡icoi M6§l
iQS = Qoalicaps ñeñal specilcÉtioñ
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The design weight of a size o capsules is 98 mg , the cap representing 40o/o andthe body 60% of the capsule weight, The mean
capsule weight of 100 capsules can vary within the range ofl90_106 mg.
CAP:

COE
BWT

TITLE

oPAQUE GREEN 147

TITLE

OPAQUE GREEN 147

GM OF DY'E PER IOO CNI CAPSULE

INDIGO CARMINE
QUINOLINE YELLOW
TITANII}4 DIOXiDE
Water (14,5%) target moisture
Gelatin

0,200
0,233
0,660

In the cap (40%) 39,ZmgCorresponds to: 0,078

0,091
4,258
5,694
33,087

INDIGO CARMINE
QUNOLTNEYELLOW
TITANILMDIOXIDE
Water (i4,5%) target rnoisture
Gelatin

BQDT:.,:

CODE

BWT

GM OFDYE fER lOO GM CAPSULE

INDIGO CARMINE
QUTNOLTNE\TLLOW
TITANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin

0,200
0,233
0.660

In the body (60%) 58,8mg Corresponds to:

COLORANT
INDIGO CARMII{E
QUTNOLINE YELLOW
TITANIUMDIOXIDE

0,177
0,137
0,388
8,526
49,631

INDIGO CART4INE

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

I rl" : ::: l

E.E.C. NUMBER
8132
8104
BlTr

C.T. NUMBER
73015
4700s
77891

QUAL/ry.ASSURA NC E M AN AG EM ENT
ENRIQOE REQUEJO

.{l[ the capsules are controlleO rtuii
Mlt".§Tn.l05E. The quality specifications are as follow ;

VISUAI,DEFECTS
AQL (%)
PzuNTINGDEFECTS
AQL(%)

lvfajor A
0,010
Major A
0,010

Major B
0,040
Major B
0,040

Minor
0,25

Minor
1,0

DATE: 20/Aty2015


