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Introduction
The Emprove® dossiers are designed to enable our customers to respond to the regulatory 
recommendations/requirements easily, quickly, and adequately. As a result of the Emprove®

qualification processes, we offer the Emprove® Material Qualification Dossier. This dossier is designed 

to facilitate qualification of material for application in the pharmaceutical industry. With the Emprove®

Quality Management Dossier, we assist in conducting the required risk assessments. With the 

Emprove® Operational Excellence Dossier, we provide supporting information to optimize processes 
according to the relevant regulations.

Version history 

The dossier version number is indicated in the header of every page. Product quality-relevant content 

changes result in a full-version increase, for example version 1.0 to 2.0. Editorial or formatting 
changes result in a sub-version increase, for example 1.0 to 1.1.
Additionally, the Version History Report provides an overview of components which have been 

updated in this version.

Regulatory Framework

Marketing Authorization Holders are responsible for qualifying the raw and starting materials used in 

their products and assessing the risk associated with their use. To facilitate qualification and the 
required risk assessment in line with ICH Q9 and Q11, we provide a set of quality and regulatory 
documentation free of charge in our Material Qualification Dossier.

The dossier content includes information on applied quality systems, manufacturing processes, 
product characterization, regulatory certificates and more.
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1 General Properties

Characteristics according to

 Declared Specification (see in the following pages)

 Material Safety Data Sheet (can be found in local languages on the corresponding product 

detail page of our website)
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
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2 Manufacture

2.1 Manufacturer
original manufacturer see below

address:

Merck KGaA 

Frankfurter Str. 250 

64293 Darmstadt 

Germany

Please find attached a DIN ISO 9001 Certificate and a description of our QA-System applied at Merck 
KGaA, Darmstadt, Germany in the following pages.
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2.2 Description of Manufacturing Process
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2.3 Control of Materials
The raw materials are suitably controlled before use in production. The control of each component 
encompasses supplier qualification, quality control and formal release. A comprehensive supplier 
qualification process is in place.

The specification and amount of the raw materials used in the process is confidential, as it presents 

detailed production know-how.

2.4 Control of Manufacturing Process
The manufacturing process is performed under conditions such that the quality of the product is at all 
times in accordance with the specification.

The detailed in-process controls in this process are confidential, as they represent detailed production
know-how.

The manufacturing process is capable of consistently meeting product specifications. This is based on 
knowledge of process parameters, product attributes and their inter-relationship. After significant 

changes, the impact on process capability is assessed and documented.
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3 Impurities

Based on evaluation of the manufacturing process and to the best of our knowledge, the following 
declarations have been established to support the assessment of potential contamination risks in the 
intended application.
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4 Quality Control of Product

4.1 Specification
See section 1

4.2 Analytical Procedures
See product monograph in the Operational Excellence Dossier.

4.3 Validation of Analytical Procedure
Please find the Validation report – open part on the following page.

30.09.2020

Validation report – open part

Cellvento® 4CHO COMP

Parameter Specification Analytical 
Method

Origin of the 
Method

Cross Validation

Appearance White to light 
pink, compactate

Visual inspection In-house Validated

Solubility Well soluble Visual inspection In-house Validated

pH (without 
Supplement)

5.1 – 5.6 pH Meter In-house Validated

pH (with 
Supplement)

6.7 – 7.3 pH Meter In-house Validated

Osmolality 
(without 
Supplement)

250 – 310 
mosmol/kg

Freezing-point 
depression

In-house Validated

Osmolality (with 
Supplement)

280 – 340 
mosmol/kg

Freezing-point 
depression

In-house Validated

Water Content ≤ 3.5 % Karl-Fischer In-house Validated 

Endotoxins ≤ 1.0 I.U./ml LAL assay Ph Eur Verified

Mycoplasma Not detectable qPCR In-house Not validated

TAMC (Total 
aerobic microbial 
count)

≤ 102 CFU/g Pour-plate assay Ph Eur Verified 

TYMC (Total 
yeast and mould 
count)

≤ 102 CFU/g Pour-plate assay Ph Eur Verified

4.4 Batch Analysis
The attached certificates of analysis show typical results obtained in our analytical testing.

Please find also a description of our batch numbering system in the following pages.
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5 Packaging Material
The packaging materials with which the article can come into contact are:

Plastic bottle made of HDPE

Screwcap made of PP

Plastic bag made of LDPE

Plastic bag made of LDPE with integrated desiccant

Packaging materials are inspected for physical condition upon receipt. The packaging 
materials fulfill the requirements of the framework regulation (EC) No 1935/2004 on materials 
and articles intended to come into contact with food and other EU regulation having regard to 
this regulation, including regulation (EU) No 10/2011 on plastic materials and articles 
intended to come into contact with food, if applicable.
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6 Stability

6.1 Stability Summary and Conclusions
Stability data were obtained by investigation of samples in simulated packaging under long-term 

storage conditions, in accordance with ICH guideline Q1A Stability Testing of New Drug Substances 
and Drug Products, and is also in accordance with long-standing product knowledge.

The samples used for the stability study are obtained from production-scale batches. Parameters 

monitored during the stability studies are quality-indicating, and are those that may show variation 
during storage. Analytical procedures for stability testing are the same as those applied for product 
release.

6.2 Postapproval Stability Protocol and Stability Comment
Assigned temperature storage conditions can be found on the corresponding product label and/or the 
product detail page of our website.

These recommended temperature storage conditions have been defined based on stability studies 

following the principles of ICH Q1A as well as operational experience.

If stored at declared storage conditions and in original closed containers, the shelf life applies as 
indicated in our certificate of analysis.

6.3 Stability Data
Stability Data are available in the Quality Management Dossier.
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© 20     Merck KGaA, Darmstadt, Germany and/or its affiliates. All Rights Reserved. MilliporeSigma, the vibrant M, SAFC 
and Emprove are trademarks of Merck KGaA, Darmstadt, Germany or its affiliates. All other trademarks are the property 
of their respective owners. Detailed information on trademarks is available via publicly accessible resources.

We provide information and advice to our customers on application technologies and regulatory matters to 
the best of our knowledge and ability, but without obligation or liability. Existing laws and regulations are to 
be observed in all cases by our customers. This also applies in respect to any rights of third parties. Our 
information and advice do not relieve our customers of their own responsibility for checking the suitability of 
our products for the envisaged purpose.

For additional information, 
please visit 

Emprove.de

20


	Introduction
	1 General Properties
	2 Manufacture
	2.1 Manufacturer
	2.2 Description of Manufacturing Process
	2.3 Control of Materials
	2.4 Control of Manufacturing Process

	3 Impurities
	4 Quality Control of Product
	4.1 Specification
	4.2 Analytical Procedures
	4.3 Validation of Analytical Procedure
	4.4 Batch Analysis

	5 Packaging Material
	6 Stability
	6.1 Stability Summary and Conclusions
	6.2 Postapproval Stability Protocol and Stability Comment
	6.3 Stability Data




