












ProVital+
Medical Grade - EM

ProVital
Healthcare Grade - EH

Raw Materials

•	 Selected high quality raw materials

•	 No change policy for raw materials 
at CAS and trade name level

•	 Control of incoming raw materials

•	 Medical grade polymers as carrier

•	 Selected high quality raw 
materials

•	 No change policy for raw 
materials at CAS level

Manufacturing 
Process

•	 No change in the process 
parameters window

•	 Sampling produced under serial 
conditions as per agreement

•	 Recording of process parameters 
for each batch

•	 Full traceability of raw materials, 
intermediates and finished goods

•	 Reinforced cleaning procedures

•	 Production under HACCP 
principles

•	 Full traceability of raw 
materials, intermediates and 
finished goods

•	 Reinforced cleaning 
procedures

•	 No change of production 
lines if specified

Consistency
Assessment

•	 QC Tests

•	 No change in raw materials and 
process parameters

•	 QC Tests

•	 No change in raw materials

Security of supply •	 Yes •	 No

Change
Management

•	 Notification of change •	 Notification of change 
limited to raw materials at 
CAS and trade name level

Information & 
Documentation

•	 Full documentation support

•	 Drug Masterfile DMF

•	 Formulated with raw materials 
pre-tested to EU Pharmacopeia 
and Biocompatibility

•	 Full documentation support 

•	 Drug Masterfile DMF

Applications

Designed for medical applications

•	 Primary packaging

•	 Medical Devices

•	 In vitro Diagnostics

Designed for applications 
requiring quality standard 
beyond normal food contact




