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Contract Manufacturing Service
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Experience & Expertise

We, Nippon Kayaku, shift our main business

area of contract manufacturing service to
High Potent APls.

We have more than 40 years experience in
manufacturing Cytotoxic APIs and
Injectables of anti-cancer drug.

In 2003, we constructed a Containment
facility of APls for multiuse, in our Takasaki
Plant.

In 2007, 2nd Containment facility was
constructed also.

In 2006, Containment Laboratory was
furnished in our Tokyo R&D Center. We
also have capacity of process development
and providing you with small samples.

Manufacturing Service

Nippon Kayaku has extensive
experience in the cGMP production of
High potent / Cytotoxic compounds, from
grams to Tens of kilograms.

@ Process Scale-up

® cGMP Production

® Regulatory Service

® Level-4 Manufacturing

GMP Manufacturing

Nippon kayaku are proud of our GMP
system. Our GMP system has been
approved

by FDA/EMEA inspections.

Quality Assurance and
Quality Control

Nippon kayaku has been successful in
inspections by the FDA and EMEA for
more than 40 years.

We welcome our clients to audit the
rigorous quality systems. Quality is a
cross-functional effort consisting of our
Validation and Quality Assurance teams.
Quality Control provides testing for raw
materials, in-process and finished
products. Our regulatory experts will also
support your IND, NDA, and ANDA
submissions.
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High-Containment Capabilities

Our multi-use state of the art facility for high
potent APIs is running since Sep. 2003. You
don't need to be afraid of cross contamination.
The reactors can be dedicated for your
product.

3rd Synthesis Plant in Takasaki
@ Reactors from 50L to 200L with glass-lined
@ HEPA Filtered Air both Intake and Exhaust

@ Working Area is controlled under Negative
Pressure

@ Class 100,000 area
@ Double Containment System
@ Vacuum Tray Dryer
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4th Synthesis Plant in Takasaki
@ Glass-Flasks from 1 liter to 10 liter

@ HEPA Filtered Air both Intake and Exhaust

@ Working Area is controlled under Negative
Pressure

@ Class 10,000 —100,000 area
@ Double Containment System
@ Preparative-HPLC
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High potent / Cytotoxic
R&D Laboratories in Tokyo

@ Synthesis up to 10 liter Flask

@ HEPA Filter

@ Working Area is controlled under Negative
Pressure

@ Manufacturing Sample for Pre-Clinical use
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SEVGHE Contact us :

EERELRT RE-EEEED Specialty chemicals and International Division
T102-8172 FR#FTFRARELRE1-11-2 Head office : 11-2, fujimi 1-chome, Chiyoda-ku,
TEL:03-3237-5174 Tokyo 102-8172

F A X:03-3237-5086

iR - EEHLR Our Site

EEEZAR Pharmaceuticals Research Laboratries

T115-8588 R IEEE3-31-12 31-12, Shimo 3-chome, kita-ku, Tokyo 115-8588
BIFTIH Takasaki Plant

T370-1208 #FEEEEHEMIT239 239 lwahana-machi, Takasaki-shi, Gumma 370-1208
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