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This is to certifrthat the information below has been approved byQAas

GELATIN: Complies with the requirements of cu¡rent E,P and USPAII editions
It is of pure bovine origin, complies with revision in force of European Guideline EMEA/410/01. Each supplier has a Ph, Eur ccrtificate of
suitability for their product (Rl-CEP-2000-027-Rev.02, R1-CEP-2000-029-Rev.05, R1-CEP-2000-045-Rcv,03, Rl-CEp-2002-110-Rev.00.
R l-CEP-1001-2 I LRev.0l ).
COLORANTS: Comply with the EC directives 2009/35 e 2U5/463 and where applicable with the requirements of the EP and USP,¿I.IF,
PRINTING INKS: Comply with pharmaceutical regulations.
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CAP§IILES : Do not contain preservatives and have not been treated with Ethylene Oxide, They comply with The European Agenoy for the
Evaluation of Mcdicinal P¡oducts (EMEA) guideline CPMPACFV283/95 and the European Pharmampoe.ia for residual solvonts.
DISINTEGRATION: kss than 15 minules bythe Ph. Eur. test and have a rupture time of less than 5 minutes by the USAFederal Specification
285A Acíd Solubiliry Test.

technical manual and applicable regulatory requirements

CUSTOMER: OMFE, S.A, COUNTRY: SPAIN
ITEM DESCRIPTION T 0BWTBWT SIZE I O
CUSTOMER ITEM : E00301F CUSTOMER ORDER : 4900019951
LOTNUMBER: E1502189 NAME :

LOTQUANTITYAPPROIED: 3095000 APPROVALDATE: 2010412015
PRINTTNG : NOTAPPLICABLE MANUFACTURTNG DATE: 910412015
INK COLOR : NOTAPPLICABLE EXPIRY DATE: 5 YEARS

DTAMETER

LENGTH

END THICKNESS

WErGFIT(MG)
MOTSTURE (%)

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

18,6
t17
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Thedesignweightofasizeocapsulesis98mg,thecaprepresenting40o/oandthebody;ffi
capsule weight of100 capsules can vary within the rangi ol90-106 nig.
CAPl'

CODE TITLE
BWT oPAQrrE GREEN 147

In the cap (40%) 39,2m9 Corresponds to:

INDIGO CARMINE
QUINOLINE YELLOW
TITANILMDIOXIDE
Water (14,5%) target moisture
Gelatin

0,200
0,233
0,660

0,079
0,091
0,259
5,684
33,097

cM oFpYE PER 100 GM CAPSUL!

INDIGO CARMINE
QLIINOLINEYELLOW
TITANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin

TITLE

oPAQtiE GREEN 147

In the body (60%) 58,8mg Corresponds to:
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COLORANT
INDIGO CAR.lvm{E
QUNOLTNE YELLOW
TITANIIA4 DIOXIDE

INDIGO CARMINE
QUNOLTNE \TLLOW
TITANIruM DIOXIDE
Water (14,5%) target moisture
Celatin

0,717

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

INDIGO CARMINE
Q{INOLNEYELLOW
TITANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin
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E.E.C. NTJMBER
Et32
Ei 04
E17l

0,200
a,n3
0,660
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C.I. NUMBER
73015
470A5

77891
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