






AnalyƟcal Category        Typical Assays

IdenƟty
3 icIEF ProĮle  

3 HIC ProĮle  

3 Dot Blot

3 ELISA

Strength 3� �Protein ConcentraƟon 

(UV/SEC/SoloVPE)

Potency
3 Drug Load
3 Binding ELISA

3 Cell-Based Assay
3 Eīector FuncƟon Assays (ADCP/ADCC)

Purity
3 SEC

3 CE-SDS (R and NR)  

3 Charge ProĮle (cIEF/icIEF/CEX)  

3 % Unconjugated Ab (HIC)

3 Conjugate DistribuƟon (HIC/PLRP)

3 Residual Solvent (LC or GC)

3 Residual Drug-Related Species

Safety 3 Bioburden 3 Endotoxin

Quality
3 pH
3 Osmolality

3 Appearance (Color and Clarity)
3 Excipient Levels (Tween)

CharacterizaƟon
3 PepƟde Mapping (LC-MS)

3 Glycan ProĮling (LC-MS/CE)

3 Drug DistribuƟon (LC-MS)



Accelerated Phase I GMP Delivery 
of AnƟbody-Drug Conjugates

Payload-Linker

Fill/FinishFragments

Pep�de Fragments

mAB

Conjuga�onFully Integrated

ADC Services





AnƟgen-ADC
Complex

ADC Circulates in the
Blood Plasma 1

2

Receptor-Mediated
Endocytosis

3

Late Endosome
Drug Release from
Cleavable Linkers

4

pH
5.5

Lysosome Containing
ProteolyƟc Enzymes

Free Drug5

DNA Binding

Apoptosis

Target Tumor Cell 

AnƟbody

Linker Drug



UK
USA

CANADA

CHINA

Shanghai 
Sourcing Office

INDIA

ADC Development 
& Manufacturing 

USFDA, MHRA

Grangemouth 4

API & FormulaƟon 
Development & Manufacturing 
USFDA, MHRA

Morpeth 5

API Development 
& Manufacturing 
USFDA, PMDA

Aurora 6

API Development &
Manufacturing 
USFDA, MHRA

Digwal7

PepƟde API Development 
& Manufacturing 
USFDA

Turbhe8

API Development &
Manufacturing 
WHO-GMP

Ennore9

Drug DiscoveryAhmedabad-

PDS
10

FormulaƟon Manufacturing
USFDA, EU Finland, ANVISA

Pithampur11

FormulaƟon Development 
USFDA, EU Finland

Ahmedabad-

PPDS 
12

FormulaƟon Manufacturing
(Indian Market),
Vitamin & NutriƟonal Premixes
USFDA, WHO-GMP

Mahad13

FormulaƟon Development 
& Manufacturing 

USFDA, EMA

Sellersville 2

HPAPI Development
& Manufacturing 

USFDA, PMDA

Riverview 1

Sterile Development 
& Manufacturing 
USFDA, PMDA

Lexington 3

API DevelopmentRabale14

Vaccines & Biologics Process
Development & ManufacturingHyderabad*15

*Yapan Bio: A Piramal Pharma Ltd. Associate Company

https://www.youtube.com/channel/UCd61cqB4x38NGFIIBabcfJQ
https://www.linkedin.com/company/piramal-pharma-solutions/
https://twitter.com/i/flow/login?redirect_after_login=%2FPiramalPharma
https://www.facebook.com/piramalpharma

