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For information, please contact:

Director

CSIR-Central Drug Research Institute
Sector 10, JankipuramExtn., Sitapur Road
Lucknow - 226 031, UP, India

Tel: 091-522-2771940;

Email: director@cdri.res.in

Test Facility Management
CSIR-Central Drug Research Institute
Sector 10, JankipuramExtn., Sitapur Road
Lucknow - 226 031, UP, India

Tel: 091-522-2772458

Email: ttm.cdri@cdri.res.in

Fax: 091-522-2771941
web: http://www.cdri.res.in
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GLP Test Facility for Pharmaceuticals

(CSIR-CDRI), a constituent laboratory of the Council of Scientific & Industrial Research, India,
received certificate of GLP compliance from NGCMA in November 2017 for safety pharmacology
and acute toxicity studies. It is the second laboratory of the CSIR family to receive this
international accreditation. The GLP certification is the testimony of the high quality research work
that has been carried out in the Institute.

CSIR-CDRI has successfully delivered several drugs and technologies leading to affordability of
drugs in India and also the developing world. About two-thirds of all drugs developed in
independent India are from this Institute. The Indian pharmaceutical industry is richly dotted with
CDRI alumni who have made invaluable contributions to the sector. CDRI is the only public funded
institute that has strong teams of researchers with capabilities extending from disease biology to
pre-clinical development.

CSIR-CDRI GLP facility leverages in vivo rodent models to enable safety of suitable products in
pharma, and biotech sectors. Our experienced team with vast knowledge in the domain of
regulatory toxicology and safety pharmacology and advanced biotechnologies at the GLP Test
Facility is committed to realize its mission towards serving national as well as global needs in the
area of toxicology and safety. This facility has the distinction of being the only government
laboratory with all knowledge of drug discovery and development.

India has a full adherence member status of OECD's Working Group on GLP. Hence, the toxicity and
safety pharmacology data generated for variety of pharmaceutical molecules/ NCEs /formulations,
from this test facility will be accepted regulatory authorities in 100 countries including all OECD
member countries & all associated non-member countries.

GLP certified studies

The following studies are conducted under certificate of
GLP compliance for various sponsors to meet the
regulatory requirements:

+ Acute toxicity study

+ Oxygen Saturation study

+ Respiratory Safety study

+ CNS Safety Pharmacology

+ CVS Safety Pharmacology

Types of Chemicals/Materials for Toxicity Studies:

¢ New chemical entities (NCE)

+ Pharmaceuticals (Small molecules, Biosimilars,
Biotherapeutics, Vaccines, etc.)

+ Veterinary drugs

+ Nutraceuticals

+ Phytopharmaceuticals

+ Plant extracts in Ayush mode

Test Systems for the Studies:

« Rat (Wistar, SD, CF)

o Mouse (Swiss albino; C57BL/6; BALB/C)
+ Rabbit (New Zealand White, Belgium)

Studies under GLP Compliant Conditions:

o AMES assay

+ In vivo micronucleus assay

+ In vitro micronucleus assay

+ In vivo chromosomal aberration assay

+ In vitro chromosomal assay

+ Repeat dose toxicity studies in rodents (28, 90 and 180
days)

+ Repeat dose toxicity study in non-human primates

+ Male fertility study

+ Female fertility study

+ Teratogenicity study

+ One generation reproductive toxicity

+ Two generation reproductive toxicity

Test Systems for the Studies:

« Rat (Wistar, SD, CF)

+ Mouse (Swiss albino; C57BL/6; BALB/C)
+ Rabbit (New Zealand White, belgium)
+ Monkeys (Macacamulata)

+ Guinea Pig (Hartley)




