( Dopharma

19F12-12C2
06-2019
12-2021
28°C

Production date.
Expiry date;
Storsge condilions:

PARTICLE SIZE

Particles <= 10um

Particles >50um

JGENTIFIGATION SULPHATES
jgentification

JDENTIFICATION OF PROC BENZYLPEN
|dantification ol proc.benz.pen. by LC
IDENTIFICATION OF DHS
Ideniification of DHS by LC
IDENTIFICATION OF MOB
|dantification of MOB by LC
ASSAY-LC

Bonzyipenicilin

ASSAY-LC
Mothyl parshydroxybenzoste

BIOBURDEN
Total viabie bacteria

STERILITY
Steriiity

FILLING VOLUME
Filling volume

Lot iD: 700128384

PENSTREP-JECT 100 ML

RF-781.8

Ordarnumbet

RESULT UNIT
CONFORM -
CONFORM -
63 -
1.1473 -
14673 mPas
100 %
0 %
CONFORM -
CONFORM ;
CONFORM
CONFORM
110.78 mgimi
19718217 Wiend
158.40 mg/mi

o
198 38 mgimi
9672 mg/mi
1.39 mgimi
0 CFUMmi
CONFORM Microbisl growth
100 m
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BATCH CERTIFICATE / CERTIFICATE OF ANALYSIS

Reg.number{ind. country) RO 160815

CONFORM

CONFORM

>=1.134
<=f 148

»>=50
«<=150

CONFORM

CONFORM

CONFORM

CONFORM

*>=107.7
=118

Dopharma Holding 8.V
Zaimweg 24

4947 VX Resmsdonkyveer
The Netherands

Tel: + 31 (0) 182 58 20 00

CoA printed on: 16-JUL-2019



BATCH CERTIFICATE / CERTIFICATE OF ANALYSIS  Dopramma Haiding B.V

(d Dopharma o e

Tel: » 31 (0) 182 58 20 00

Reiease Date. 15-JUL-2018
Disposition Code: FULL RELEASE
Released By E. van Kuppeveld
Job Title: QP

| hereby certify that the above Information is authenlic and accurate. This batch of product has been manufactured, including packaging/labelling
and quality control in full compliance with the GMP requiremenis of the local Regulatory Authority and within the specificallons in the Marketing
Authorigation In the Imparting country. The balch processing, packaging and analysis reconds were reviewed and found o be in compliance with
GMP.The Batch certificate/certificate of analysis has been produced by a validated Laboratory Information Managemant Systern and therefore
bears no handwritten signature. GMP manufacturing authorisation no. 0428-FIGL; GMP+ GMP010348.
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