
ualícaps*
Qualicaps Europe, S.A.U.
Avda. Monte Valdelatas, 4

28 1 08 Alcobendas (Madrid)
Spain
TEL: +34.916.630,800
FAX: +34.916.630.830

CERTIT:..ICATE O,F AI.{ -Y1§I§
This is to certily that the i¡formation belotv has been approved by QA as contbrming to Qualicaps Europe specifications, as described in the current

technical manual and applicable regulatory requirement§

GELATIN: Complies with the requirements of cttreut EP and USP,4'¡F editions

It is of pure bovine origin, coniplies with revision in forcc of European Cuidelíne EMEA/410i01. Each supplier has a Ph- Eur cefificate of suÍtability

tor their product (Rt -CtP-2000-027-Rev.02, Rl -CEP-2000-029-Rev.05, R I -CEP-2000-045-Rev.03, Rl -CEP-2002- 1 l0-Rev.00,

Rl -CEP-2001 -21 1.Rev.0i).
COLORANTS: Comply with the EC clirectives ?009135 &231 2012 and whcrc applicabie with the requirements of thre E? and USP,}{I

PRINTING INKS: Comply with pharmaceutical regulations.

FINISTIED PRODUCT TESTS
CAPSULES : Do not contai¡ preservatives and have not been treated wíth Ethylcnc Oxide. They comply with The European Agency for the

EvaLuation of Medicinal products (EMEA) guideline CPMPACHi2S3/95 and the Erropcan Pharmacopoeia fo¡ residual solvents.

DISINTECRATION: Less than I 5 minutcs by the Ptr. Eur. test ancl have a rupture time of less than 5 minutes by the USA Federal Specihcation 2854

Acid Solubiltty Test.

CUSTOMER; OMFE, S.A.
ITEM DESCRIPTION : 1AJAAJA
CUSTOMERITEM: E01334F
LOT NULBER : 81407416
LOT QUANTITY APPROVED : 1755000

C0UNTRY: SPU\Ill
SIZE : 1

CU§TOMER ORDER ; 4900017496

NAME I

APPROVAL DATE : 7l01l2al5
MANUFACTURING DATE: 12/l2l2AV
EXPIRY DATE: 5 YEARS

PRINTING:
INK COLOR;

NOT APPLICABT,E
NOT APPLICABLE

Aerobi* §'lic¡ohi.ql üount {.TAM C).... t f a CFU/G.... ",".,. "

(Average)

Ps- Aerugi.nssü ive/ I G,..,,,.,,.,,,...,....',"EPruSP'.'."...,',',,,',,,,:,:,,.,::,,,,.:,'..'.,'.'.'M9st§test

DIAMETER

LENGTH

END THICKNESS

WEIGHT (N{G)

MOTSTURE (%)

TM*
TM*
TM*
Tlvl*

.'-.'.,,.''.,','', ".,.'6,91
6.63

''.'.'..,.,,"...,. .',. 9,9

(max-min)

(max-min)

(max-min)

16,7 - 16,5 (max-min)

166 - 100 (max-min)

175 - 115 (max-min)

16 (Average)

6,91

6,62
Q7

BODY (mm)..........., ....,.Meets spec ......"....,....
QS*

Meets spec TM+
Meets spec TM* ........... ....."......15,0 (Averuge)

ech¡icalMmual
tQS = Qualicáps intem¿l speci[caiioD
"Meets tesl" me¡¡s sonfom to specilicalion
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The design weight ofa size I capsules is 76 mg, the cap representing 40% and thc body 60% ofthe capsule weight. The mean capsule
weight of 100 capsules can vary within the range of 70- 82 mg.

A AP:
CODE

AJA

In the cap (40%) 30,4mg Corresponds to: TITANIUM D1OXIDE
Water (14,5%) target moisture
Celatin

BOIIf ;,,
CODE

AJA

'::a= :,, ::::' :;i:li:¡ ril

TTTLE

OPAQLEWHT"T'E

TITLE

OPAQUE WHITE

GM qr pyE nHB.lqq..§M cA(,§rl[,, ,p

TITANTUM DIOXIDE
Water (14,5%) target moisture
Gelatin

2,000

2,000

0,609
4,448
25,384

§ñ{,"pJl?YE PER 100 Gr{ CAPSUT*E

TITANIUMDIOXIDE
Water (14,5%) target moisture
Gelatin

In the body (60%) 45,6mg Corresponds to:

:: trt,,:,,..i::::::-,1'

c(}L(}RANT
TITANII'M DIOXIDE

C.T. NUMBER
77891

TITANIUM DIOXIDE
Water (14,5%) target moisfrre
Gelatin

E.E.C. NUMBER
8171

0,9t2
6,612
3 8,076

I the capsules are controlled statistically to ensure confonnance to specifications. These values are derived from the
IL.STD.l05E. The quality specifications are as follow :

VISUAL DEFEC'TS
AQL(%)
PRINTING DEFECTS
AQL(%)

Major A
0,010
Major A
0,010

Major B
0,040
Ivlajor B
0,040

Minor
4,25
Minor
1,0

Fn"
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