LABIANA Life Sciences, S.A.

CERTIFICATE OF RELEASE

A) BASIC DATA

PRODUCT: BISOLVON INJ. 100 ML
COUNTRY: AUSTRIA
PRODUCT CODE LABIANA: 50884
MANUFACTURING SPECIFICATION N% C 0390-01-06
TESTING SPECIFICATION N 101 8502-F87R-01
LABIANA BATCH N* HI134054-18
SPECIFIC BATCH N*; H134054-18
ANALYSIS N% 34516
MANUFACTURING DATE: 14-09-2015
EXPIRY DATE: 09-2020

UNITS RELEASED: 1142
COMMENTS:

B) RAW MATERIALS
We herewith certify that all raw materials have been lested and are in compliance with the requirements of the
testing specifications |

O MANUFACTURING / PACKAGING

The manufacturing and packaging documentation for the above mentioned product have been reviewed and it
was determined that this lot number was manyfaciured and packaged according to the requirements of the
manifacturing specifications and master production documents.

D) QUALITY ASSURANCE

All documentation has been found to be in compliance with the requirements of the above mentioned
manufacturing specifications and master production documents. Explanations for deviations, if any are attached.
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analysis is attached. All baich documentation is available upon requesi.

E) QUALIFIED PERSON RELEASE

The pharmaceutical product has been tested and complies with the requirements #ﬁémﬂmmfaﬂ and
the relevant marketing autharisation and Evropean cGMP requirements.

The pharmaceutical product is released by a Qualified Person (75/3 19/EEC or 81/85 1/EEC).

Reviewed by:




LABIANA Life Sciences, SAU.

CERTIFICATE OF ANALYSIS

Producto Acabado

Producto/Product: BISOLVON codigo/Code : 45580 E

Lote/Batch: 13405 | coducidad/Bxpiry: () Cantidad/Amount: 2000L

Fecha Febricacién/Manufac,Date:14.09.15 [Formato: 100at Tm;m:mw

Recibido/Received : 18,09.15 Fechs Andlisis/a Anslysis Date/a: 28.09.15

N8 AndLists/Analysis : 54316 Foche AndLisia/m Mralvels Dacer T7-90.%8

Prescripcién andlisis : 101 8502 561¢-04 (12.10.2010) [mo Lote/Use of betch: Produccién/Production
SNSATO/TEST BSPRCIFICICACION/SPRCIPICATION BESULTADDS /EESULTS
1 DESCRIPTION

1.9 LIQUID , COLOUR Clear and colourless solution,practically free

e zm pli-ticln, bll.c into injection vials uwlm
2. mgn—aaxm DETERMINATIONS i " . " 1'
. 2.4 RELATIVE DENSITY om-'lmuun 1.0025

2.2
. 2.4
. 2.9 IDENTIFICATION
2.9.7 IDENTIFICATION BY TLC

2.9.2 IDENTIFICATION BY HPLC

9 EXTRACTABLE VOLUME 2 133 - 5
Format 250 mL : 250.0 - 260.0 ml we
3 2.42'“#1:1'13 PARTICLES conplies Ph. Eur. BEd. Complies
. 3.5 HPLL N-A 274 CL : 285.0 - 315.0 »g/100.0 =l 304.1 »g/100.0 wl
&, mmzmzm DETERMINATIONS
i 4,1 STERILITY TEST Complies with Ph. Eur. BEd. Complies
6.16 ACTIVE INGREDIENT DECOMPOSITION si.g 274 CL equivalent to £ O.7X N-AB 773 Xx 0.03 X
£ 0.3% N-A 274 TL valent to £ 0.3X R-A AT40 CL 0.1 X%
Each individual impurities:
N-A 274 CL o.az X
Total fwpurities S 1.3
7. PRESERVATIVES
. 7.5 METHYLPARABEN [PROPYLPARABEN Methy : 66.5 - 3.5 Onl  70.8 ng/100.0 mt
:85—- £ | 0 al 30.0 »g/100.0 wl

wulmﬁn ' Fax 54 93 mlas 58 \QA\LABOR\ANAL _ACA.DTF

C.ALF. A-08000775




