Dopharma Holding BV,
Zalmweg 24

4841 VX Raamsdonksv oor
The Nethertands

Tel: + 31 (0) 162 58 20 00

BATCH CERTIFICATE /| CERTIFICATE OF ANALYSIS
RF-781.5

() Dopharma

Productname: PENSTREP-JECT 100 ML Reg. numberinci, country ). RO:150515
Lotno 16F20-00C1 Ordemumber;
Production date: De-2018
Expiry date 12-2020
Storage conditions: 28°C
[TEST _RESULT UNIT SPEC
TERS
: CONFORM - CONFDRM
ESUSPENDABILITY
CONFORM - CONFORM
64 : =5
<8
RELATIVE DENSITY
Relative density 1.1504 - >=1.134
<=1 149
SCOSITY
Miscosity 182.75 mPi s >=50
<=150
100 % >80
0 % <=0
IDENTIFICATION SULPHATES
CONFORM - CONFORM
TIFICATION OF PROC BENZYLPEN
dentil ication of proc.benz pan. by LC CONFORM CONFORM
DENTIFICATION OF DHS
Hication of DHS by LC CONFORM CONFORM
TIFICATION OF MO8
dentification of MOB by LC CONFORM - CONFORM
Y-LC
Ipenicilin 109.68 mgimi >=107 7
==119
Ipaniciliin 195235 74 IU/mi
iy drostregtomy cin 163.55 mgimi >=152
<188
drostraptomy cin sulphate 204.80 mgiml
5.9 mglmi >=§7 8
<=107.4
Y-LC
hy| parahy droxy berzoate 1.47 mgimi >=1.35
<=1.65
IOBURDEN
ot viable bactena A CFUImi <=1
Ty
ariity CONFORM Mcrobial growth CONFORM
ILLING VOLUME
v olume m mi >=100
<=105
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BATCH CERTIFICATE /| CERTIFICATE OF ANALYSIS Doﬁwn-nﬂm 8V

(d bopharma s .

Tel: + 31 (0) 162 S8 20 00

Release Date’ 24-JUL-2018
Disposition Code FULL RELEASE
Released By E. van Kuppev eld
Job Title: QP

| hareby certify that the above Information is authentic and accurale. This batch of product has been manufaclured, including packaging/labelling
and quality control in full compliance with the GMP requiremants of the local Regulatory Authority and within the specifications in the Marketing
Autharisation in the importing couniry . The batch processing, packaging and analysis records were reviewed and lound to be In compliance with
GMP The Batch certificate/certificate of analysis has been produced by a validated Laboratory Information Management Sy stem and theref ore
bears no handwritten signature. GMP Cert.no.:NL/V 14/0005; GMP+ GMPU10348.
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