National Good Laboratory Practice (GLP)
Compliance Monitoring Authority (NGCMA)

@ertificate of GLP Compliance

. “:\‘ "~ #
-af"
v $4.09=
&g

$ISaa 20

pox
)

N
o A ]
2

. %

A
e

=R
e A

N

y J
Tl

RGOk

-------------------------

=0,
CIVAE RS e wa e

GOVERNMENT OF INDIA
Department of Science and Technology
Technology Bhawan, New Mehrauli Road, New Delhi-110016
https.//dst.gov.in/ngcma



U S waiTETer gahy (Sheed) srure Prrrh giiteer (crehie)

fasm alx vtenfie) fawmr
HIRd 9G¥

)

=-
- - — —

—— _ - R I S — 3 3 —
3l - - - B - - - -~ - e =~ - - B o= - | -
— N - - = - e Tl R R e o - R R RE B W .
- B - . — = - e e & T - = o D= R R W

& - o= - - - = - - = = - A
- = - - A -~ -—— e - '
— . - - = e B Es S —— e e = -] R = = — -
_— T — — — _— - B = —" e = v e

y |

Wn

gyaiforg fbar wimar @ &

feohe Seisme fafies
RIS U, Wiic 9. 2, 3, 4 T4 5, ISl IV B

=
=
—
—
=
r—
—
—_
—_—
=
—
—
=
—
Py
_
=
=
=
—
=
—_
=
-~
—
=
sy
=
=
=
=
=
=
=
=
=
=
——
=
-
=
—_
—
=
=
=
—_
=
=
—
—
o
o
=
=
=
=
_—
—_
=
—
=
=
—
=
—
=
S
—
—_
=
—
=
ST
e
—_—
=
=
[
e
=
i
—
=
=
-
=
e
=
=T
—
=
=
—_— 5 -
=
— 3
= —
e
= ¥ ¥
=
=
=
=
—
—
—
—
—
=
—
=
—
=
=
|-
———
o
=
—
—_
=
==
—_—
—_—
—_
=
—_—
—_—
—
—
=
—
——
_=
=
—
=
—
=
=
=
=
=
—
=
=
—
-«.-.-
—
—
——
—
—
—
—_—
—
=
—_—
=
—
—
=
=
—
—

T ITHY &) gdde " sfiigadfi—101 “oita gfaem @9 g shgady
yATeiieRoT @) wiftd ud grevr @ weftra vaoifivay & fodues v wraf
X ofitadt & NS @ Rrgral &1 Fqgure s arar Shvadl yqfa
g gfaem o5 2

ug Sira gfaen a5 fr=afaRaa sita /siegas Sarfad sxar

= Hifas-mwamalas sita (dia 39 & fecuor afga)
o TaeTaadn s3naaa

. FeaRad s 3taaa

o foaunets wd Ariae maafas sia

o =

fagivgrar @ faRre &3, Sita #-t &k Sifg yonferal & ¥ srjeria A @ 7€ 2

qureT 9H 9.0 Sigadl / HW1—201 /2023
SR &Y @ aig: 09-01-2023

TR T T T I

—

!




LT T T T TR HiHJIHJNﬂiiii!i##imﬁiéﬂiiﬁiiﬂﬁlilliiﬂliimﬁilmmiii!ﬂlilmﬁimlIﬂﬂlﬂlHllllmllllimm*m

]
|

I

i _;fH—I-;’I-ﬁfﬁﬁ%ﬁmﬁJJ-!SJﬁJi554113153354?1‘;'3‘!ﬁ1

- “Terms & Conditions of NGCMA for obtaining and maintaining GLP certification by a test

- The specific areas of expertise, test items and test systems are listed in the annexure
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This is to certify that

Syngene International Limited
Biocon Park, Plot No. 2, 3, 4 & 5, Bommasandra IV Phase
Jigani Link Road, Bengaluru-560099, Karnataka (India)

is @ GLP certified test facility in compliance with the NGCMA’s Document No. GLP-101 |

facility” and OECD Principles of GLP.

The test facility conducts the below-mentioned test(s)/ studie(s):

. Physical-chemical Testing (Including Five Batch Analysis)
° Toxicity Studies

° Mutagenicity Studies

. Analytical and Clinical Chemistry Testing

° Others

overleaf.

Validity: October 25, 2022 - October 24, 2025

Issue Date :09-01-2023 (Dr. Ekta

Head, NGCMA
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National GLP Compliance Monitoring Authority (NGCMA)

Annexure to Certificate of GLP Compliance No. GLP/C-201/2023
Area(s) of Expertise:

Acute Toxicity Neurotoxicity

Carcinogenicity Phototoxicity
Developmental and Reproductive Toxicity Repeated Dose Toxicity
Eye Irritation/ Serious Eye Damage (in vitro) Skin Absorption (in vitro)
Guinea Pig Maximization Skin Irritation/ Corrosion (in vitro)
Local Lymph Node Assay (LLNA)

Local Tolerance
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Skin Sensitization (in vitro)
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Bateial eerse Mutaﬁo (AMES) Test | o ttxi w'tr) S
o Cell Gene Mutation Test o Micronucleus Test (in vitro)

o Chromosomal Aberration Test (in vitro) o Micronucleus Test (in vivo)

o Chromosomal Aberration Test (in vivo)
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Biolss Methd[idatio
Cell Bank Testing Safety Pharmacology
Hemocompatibility Studies Sample Analysis

Implantation Studies Unprocessed Bulk Harvest Testing
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In chemico Skin Sensitization: Direct Peptide Viral Clearance Studies

Reactivity Assay
o Method Development

Test Item(s): Agrochemicals, Cosmetics Products, Feed Additives, Food Additives, Industrial
Chemicals, Medical Devices (Applicable only for Bio-compatibility, not applicable
for Batch Release parameters required as per MDR, 2017), Pharmaceuticals
(Human) and Pharmaceuticals (Veterinary)

Test System(s):Cen line, Escherichia coli, Guinea Pig, Hamster, Human Peripheral
Blood Lymphocytes, Mice, Peptides (Cysteine and Lysine), Rabbit, Rat,
Reconstructed Human Cornea like Epithelium (RhCE), Reconstructed Human
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' (Dr. Ekta Kapoor)
Heod., NGCMA




