4941 VX Raamsdonksv eer
The Netherdands

BATCH CERTIFICATE / CERTIFICATE OF ANALYSIS  Dophama Hoiding B.V.
RF-781.4 Zaimwag M4
Tek + 31 (D) 162 58 20 00

DOPHAR

Pragutiname. MELOVEM 30 MG/ML INJ 100ML Reg.number(incl. country): EU/2/09/098/006 HU RO
Lotne: 16F03-04C4 Ordermumber: 11438
Production data’ 06-2016
Expiry date: 12:2018 Remark: PACIKING SLIP 875375 / CUSTOMER NO. 10182
Stomge conditions . 15-25 °C
fEsT _RESULT UNIT SPEC ]
> RS
(Finished product) ag = >=8.3
=03
3 OF SOLUTION
Ciarity and opalescence CONFORM . CONFORM
CONFORM . CONFORM
y A at 350nm 0 % <=1
mpurily B at 280nm o % <=5
C ot 350nm 0.00395 % =05
mpurity D at 350nm 0.00089 % =08
x yrddentified impurity 0.00938 % <=2
Impurities 0.18157 % <=
ASBAYLC
2! slcohol 18.96 mg/mi =22
>=18
RSSAY-LC
oxicam 267 mg/enl >«28.5
<315
MICRO CONTAMINATION
+TYMC ] CFU/mi =1
CONFORM Microbial growth CONFORM
PARTICLES
Ov erall perf ormance CONFORM - CONFORM
ERILITY
CONFORM Microbial growth CONFORM
SIBLE PARTICLES
Ov erall perd ormance CONFORM - CONFORM
CONFORM Microbial growth CONFORM
VISIBLE -3 5
Dv erall perf armance CONFORM - CONFORM
M
CONFORM Mcrobial growth CONFORM
V1SIBL SLES
Dv erall perf ormance CONFORM - CONFORM
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Tek: + 31 (0) 162 58 20 00

BATCH CERTIFICATE / CERTIFICATE OF ANALYSIS  Dohwma Hoking 8..
RF-781.4 4841 V’KRH-MII

Release Date: 06-DEC-2018
Disposition Code: FULL RELEASE
Released By J. Rijnen
Job Title: QPp.

| hereby certify that the above information Is authentic and accurate. This batch of product has been manufactured, including packaging/labelling
and guality control in {ull compliance with the GMP requirements of the local Regulatory Authority and within the specilications in the Marketing
Authorisation in the importing country . The batch processing, packaging and analy sis records were reviewed and found to be in compliance with

GMP.The Batch certificate/centificate of analysis has been produced by & vafidated Laboratory Information Management Sy stem and therel ore
bears no handwritten signature. GMP Cert.no.:NUV 14/0005; GMP+.GMP010348.
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