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competitive prices through proprietary,
most efficient manufacturing technology

LAROVA GmbH
Rheinstrasse 17 A
14513 Teltow, Germany
Tel. +49-(0)3328-3956-0
Fax +49-(0)3328-3956-39
E-Mail info@larova.com
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PRODUCTS AND SUPPORT

LAROVA GMBH

The origins of the company reach back to 1992 -and
are based on a fundamental discovery in nucleic acids
enzymology which has been implemented into app-
lied biosciences. In the last decade the company has
successfully grown from a start-up to a professional
profitable organization being presently the quality
leader of nucleic substance manufacturing on the
international market.

MANAGEMENT

Managing Director
Dr. Mathias Gruen
(Email: mathias.gruen@larova.com)

Dr. Gruen is a co-founder of Larova and has
been appointed CEO in 2003. He graduated
in Chemistry (nucleotide synthesis), holds
a PhD from the Max-Planck-Institute
Dortmund and worked as post-doctoral
fellow at Harvard University. Dr. Gruen
looks back at several years of experience

in the biotech industry.

PRODUCTS AND SUPPORT

LAROVA's key products-are nucleic acid substances:
monomers that are enzymatically synthesized using
our proprietary unique technology.

These monomers: pyrophosphate-free dNTPs and
NTPs are functionally approved for all PCR- and
related reactions including Real Time PCR, .in vitro
transcription assays and DNA—seqUencing'inI diégnos—
tics and molecular biology.

Additionally, LAROVA provides custom synthesis of
modified nucleotides for third parties. The annual
manufacturing capacity reaches multiple kilogram
scale at our Teltow site — just in the vicinity of Berlin,
the German capital.

LAROVA offers strong technical support in quality
issues and customers’ product development. Within a
well-organized logistic system the main products are
shipped the same day after order placement. Our
distributors world wide are able to locally dispatch
their stocks of LAROVA products promptly.

REGULATORY SYSTEM

Since November 1%, 2001 LAROVA is 1SO 9001: 2000
certified (Quality Management System) providing the
customers consistently with high quality material
(please refer to detailed description in the appendix).

PILOT MANUFACTURE

THE NUCLEOTIDE COMPANY

CUSTOMERS
LAROVA serves three major customer groups:

(1) Laboratory reagent kit producers, a smaller group
of customers (<50 major customers worldwide)
who purchase substantial quantities of nucleotide
monomers as raw material for specialized
laboratory kits for use in research laboratories.

(2) Diagnostic kit producers who use our nucleotide
monomers as diagnostic agents in hospitals,
blood collection agencies and pathology
laboratories primarily for amplification.

(3) Research laboratories in Universities, industry,
government and hospital & medical schools.

LAROVA has a number of local distributors around

- the world contributing to the marketing and sales
" activities of our home office. The company has an

international market presence with focus on the US
and Asia.

REGULATORY SYSTEM

1ISO 9001

CERTI FIED
APPENDIX: QUALITY MANAGEMENT SYSTEM

Manufacturing and Process Specifications

W manufacturing documents: product specifications, process specifications, QA
procedures, packing and labeling specifications

I master batch records: full description of process and manufacturing steps

W records are retained for the expected life of the devices

W adequate manufacturing equipment for the products and for the volume
produced

In-Process Inspection

W continuous improvement of manufacturing processes; written change control
W documentation of process assembly and inspection test results

W prompt identification and segregation of non-conforming material

W established procedures and controls to prevent cross-contamination

Measurement Equipment

% routinely checked, calibrated and inspected specified production
instrumentation and QA/ QC equipment

@ maintenance documentation

% written documentation of all calibration procedures

I calibration performed by adequately trained personnel

[ all program changes in computers are made by designated individuals

Final Product Inspection and Distribution

W written acceptance and rejection criteria and procedures describing testing,
sampling and test methods

W performance of the final inspection and testing under surveillance of Quality

Assurance

final authority of the Quality Control unit to accept or reject final material

records and test data are maintained

all acceptance records are cross checked by designated individuals prior to release

proper performance of certified analyses according to documented approved test

procedures

W designed labeling procedures and operation areas for preventing labeling mix-up

W maintenance of distribution records to allow traceability

Nonconforming Material Control

W procedures do provide for discrepant or nonconforming material — written
procedures do exist

0 identification, segregation and documentation of defective materials as
to inspection status according to written instructions

W reprocessing / disposition, identification and segregation of the products from
other products

I issue of corrective action request to suppliers when a quality problem exists

W maintenance of a follow-up system of control and records of corrective action taken

W policies and procedures to notify customers of adulterated or mislabeled products

Environmental Control, Cleaning and Sanitation

I facility provides adequate space to prevent mix-ups and permits material segregation
W orderly cleaning and properly maintenance of work, storage areas and laboratories
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