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This is to certis that rhe inlormation belorv has been approved by QA as confomring to Qrialioaps Europc specihcafions, as riescril¡ed il tlte clurent

lechnical manri¿¿l and applicalrle regulatur.v requirements

1 cus'IoNfER : OMFE, S.A.

] rlunr DEscRIPTIoN : BBWTDRA
i cU§'roNlIjR ITE\4 : li0{}4¡i1 l-

lLq-ll'xu.uggR, l:14o5jio
1

I LOT OUANTITY APPI{.O\IEI} : 1200000

COUNTRY; SPAITI
SIZE :

CU§TOMERORDER:
t\AilfE :

API'ROVAL DATE :

h,IANUFACTT]RING DATE;
EXPIRY DATE:

OO
49000 I 6924

14 1012014

2110120t4

.5 YITARS
i PRINTING:
1

i INKCOLOR:
NOT APPLICABLE
NOT APPLICABLE

I

GELATIN: Crrnrplies r,,,ith the require;r.ients of cur¡ent EP ar¡d USP/N!' editrons.

f<rr their pro<iucr (R I,CEP-2000-027-Rev,02, Rl,CEP-2000-029-Rev.05, Rl -C!lP-2000-045-Rev.03, R I -CEP-2002- 1 1 0-Rev,00,

R i -CEP-2001 -21 1.Rev.01 ).

COLOR:1NTS: Comply rvith rhe EC direct:ves )0{\9 35 Í{23lnA12 and v,4tere applicable u,ith the requjremenl.s ollhe EP and USP,iN|.

PRTNTING INKS: Comply with pharmtrceulical regulati,-,ns.

FINI§I{Ets PRODUCT TE§TS
CAPSULES : Do not contain preservatives ancl have not been treated with Ethylene Oxide. They comply rvith The European r\getrcy lor the

Evaluation of Merlicinal Products (EMEA) gLLideiine CPIvt?/ICHl28l,/9,5 and the European Pharrnacopoeia for residu¿1 solvenls.

IIISINTEGRAI'ION: Less than l5 ¡ninutes Lv flle Ph, Eur. test and have a ruptllrc tjme oiless than 5 rrinutes by thc tJSA Federai Specilicalion 28-5;\

Acid Sclubility Test.
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DIM§T-{STT}§AL AT{D PTTY§IÜAL IE§T

DI¡\h481'FlR

LENCiTH

ENIJ TIII(]KNIJSS

wEIGI{T (t\4G)

MOIS'|URE (o/)

BODY (micr)..

CAP (nim) ............ ........Meets spec

BODY (n'Lrn) ...,..,...,........Meets spcc

CAP (mm) ... ......,.,........Mectri spüc

RODY (mm) ..............."...Ivleets spec

CAI' (rnicr) .,..................i\4eets spec

. TM* ,,.,...."..". ... . ..8,56
TM*
TM+

" 8,55 (max-min)

- 8,24 (max-min)

- 11,"/ (rlax-rnin)

- )O 4 (max-ninJ

- 103 (max-n'rin)

- 94 (max-mh)

128 (Average)

(Average)

t64.Mccts spec

.lvfeets s¡rec

. Jr4eets spec 'rr,t *
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cu§Toil,fER OMFE, S.A,

LoT NUNIBERT 81405350
COUNTRY: SPÁIN
LOTQUANTITYAPPROVEDT 1200000

# ne:e.e dÉ*r:: sffi$§I. $l¡,4 . ,; ili

of a size OO capsules is 126 mg , the cap replesenting 4AuA and the borly 60'lu of the capsule weight. The rncan

100 capsules can valy within the range of I 16-t36 tttg.
The design weight
capsule weight of
CáF,: ,'i

SQDE

BWT

.TITLE

OPAQUE GRIUN r47

In the cap (40%) 50,4mg Corresponds toI

qQqE TITLE

OPAQUECREEN 1

In thc body (60%) 75.6rng Corresponds to:

COI,ORANT

GIU. Qr I)..::J ruBJq§.-gL{- -c""+"1 
sgLP

INDIGO CAlirMlNE
QTNNOLINE YELLOW
TITANITM D]OXIDE
Water (14,5%) targot moislure
Gelatio

0,1 00
0,r 17

0,332
7,308
4?.541

a,ü25
0,009
1 ta<

10,962

63,31 I

0,200

{1,233

0,660

0,034
0,012
1,700

TNDIGO CAITI\,{INE

QIJINOLINI] YEI,LOW-
TITANIT]IVI D]OXIDL)
Water (14,5?6) targst moisture
Cielatin

DiTA

f ;ll{ () 4 l}YLl P,liB,J {}0§NJ, C,4 FliU Ij§

INDIGO CARN{INE

QLTNOLINE YELLOW
TITA}'ruM DIOXIDE
Water (14,502á) terget moisture
Gelatin

INDICIO CARIVIIN[]

QUTNOLINE YijLLOW
TTTANI{]M DIOXiI}E

EI,§UM§PS
7301_5

47005
7789 1

INDIGO CARN4INE

QUINOLTNE YELLOW
TITANruMDIOXIDE
Water {14"5Yo) target moislure
Celatin

§'E§.NUI4E§R
Fr-t,
8104
Ft17t

vr§uáf. D FEI!§ ....*1I &.§§ry

All the capsules are controlled statistically to ensure coulormance to specifications, These values are dcrivecl lrom the

MIL.STD.105E. The quality specifications are as lollow:

VISUAL DEFECTS
AQL (%,)

PRINTING IlEllrCTS
AQL (%)

QUA¿¡TY ASSURA N C E MA,N A G EM ENT

E,NmQUE REQUEJO

Major A
0,010
Major A
0,010

h,lajor 13

0,040
Major B
0,040

Mrnor
n ?{
Minor
1,t)

DATE: 14/10/2014


