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Thia ir. b certily that the infornaation bolow has been approved !y QA a*,,oonf:orming to Qrralieapn Europn speeificaticnr, as rlescribed in tke eiuent
terhnimli manusl and applicablo rBgulatory requlronrcns

CUSTOMER: OMFE, S.A.
ITEM DESCRIPTION : 4BZEBZE
CUSTOMER ITEM : E00347F
LOT NUMBER : El201l4l
LOT QUANTITY APPROVED : 1200000

PRINTING:
INKCOLOR:

NOT APPLICABLE
NOT APPLICABLE

COUNTRY: SPA1N

SIZE :

CUSTOMER ORDER :

NAME :

APPROVALDATE:
MANUFACTURING DATE:
EXPIRYDATE:

4
PEDIDO JPO3O5

8n0t20t2
vt012012
5 YEARS

6ELATIN: Complies with the requirements of current EP and U$PNF editions'
It is of pure bovine origin, complies with rpvision in force of European Guideline EMEA/410/01. Each supplier has a ?}r' Eur ::$fitS: of suitability

for their product (R1-CEP-200042?-Iov-S?, RtiGEP-200{}.()29-RevJ)4*&l-CEP-28Q2-llO-[eqQQ.!!-Cpl-2001-211.Rev.01) arrd has confirmed

that it is manufactured &om raw malerial not imported lrom UK, Ireland and Porrugal.

COLORANTS: Cornply wirh thc EC directivcs 2OOgt35 &20A8/n8 and where applicable with the requirements of the European Pharmacopoeia and

tbe FDA.
TINTING INKS: Comply with pharmaceutical regulations.
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CAPSTILES : Do not contain preservatives and have not been heated with Ethylene Oxide. They comply with The European

Evaluation of Medicinal Producls [EMI]A) guideline Cf;MPtlCW2Sl/95 and the European Phanuacopoeia lbr residual solvenls.
CA?SIJLES : Do not contain preservatives and have not been heated with Ethylene Oxide. They comply with The European Agency for the

Evaluation of Medicinal Products [EMI]A) guideline C:PMPtlCW28l/95 and the European Pharmacopoeia for residual solvenls.

DISINTEGRATION: Less than l5 minutes by the Ph. Eur, test and have a rupture time of less than 5 minutes by the USA Federal Specification 2854
Acid Solubility Test.

T$.AtrA6fg,bis,h{isr*bjet Cl$unt (T"All[C],,..103 CFU/G......,..,i,,..;."i,;.-'".",,.J{I'ltr,li^t}
Salmonella ,i.iirr,,;,;.ari,i.ii,. ....Negative / I0 G ,,,."ru",-,.,-,ii-r*EPAJSP
E, Coii ..,..,,",.",.iit*....i:r;xr;r!?hli.,*,rii,riii;i,,........Negative /
S. Aureus .s;rli+.ii.;ri;*,r;,i,rii.."..,.,..,c"r,."...,......Negative /

G,.,."-.,.".;,"..;,;,*;-3P/USP
G ......"..".........,"",",EPruSP

.*.,.r.;li."rrli;i;..;,;,";....';'r"..u.',t.rMeetS test
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DIAMETER

-dNGTH

END THICKNESS

WETGHT (MG)
MOTSTURE (%)

rllBt. * {sl*n 6if$*lndc$
rQS = Qulierpi istsftsl opecificstiotr

'Meets test" maB conlorru lo specificdtion

CAP (mm),....,.,,.,..........]vleets spec

BODY (mm)........,.,........Meets spec

CAP (mm) .....................Meets spec

BODY (mm) ....".":...........Meets spec

CAP (micr).. .*-..,_...'.Me!t!- sp-ec

BODY (micr) ets spec

Meets spec

,..r.,,.ri,r.*ii,j.,*i*,,*r..,*.",,....,Maets spec

5,05 (max-tnin)

,* 7,7 (max-min)
*, 12,3 (max-min)

r 105 (max-min)
-: 97-- ftrrax-min)

(Average)

(Avetage)TM*
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