QUALITY CONTROL
SERVICE OFFERING




OUR QUALITY PROMISE:
TO BRING HIGH-QUALITY STANDARDS
AND VALUES TO OUR CUSTOMER

Bridging between patients and innovators, Recipharm is envisioning being the CDMO
of choice by mastering the production process of medicines. From the initial process
definition to delivering, we are committing to constant high-quality across all phases
of the drug lifecycle. Our guiding principle is o continuously foster customer intimacy
and operational excellence.

Trust & service
Long-lasting customer relations as well as supplier partnerships are created
based on transparency, mutual trust, and performance review.

Operational excellence
=

At all levels of the organisation, operational excellence is promoted to drive assurance
of supply with the highest quality at optimal costs and minimum environmental impact.

Process efficiency

@ Our integrated quality management system is designed and continuously improved
for robust and efficient processes in compliance with applicable regulations, internal
policies, and industry standards.

QUALITY SERVICES

All quality services are supported by the Recipharm network. This network offers
a broad range of equipment, techniques and technologies supporting almost every
kind of API & product category.

e Global network of 15 GMP laboratories for batch testing & release as well as for customer
requests and intercompany services.

Microbiology laboratories with biosafety level 2 - Wasserburg & Cuxhaven (DE), Brescia (IT),
Watertown (US).

All sites mastering method transfer and validation. 9 sites with extended development expertise.

» Wide range of capabilities in microbiology, chemistry, biologics and special techniques.

Extractables & leachables and nitrosamine testing capabilities available in Bengaluru (IN).

Large scope of stability storage capacity offer from -80°C & -20°C deep freezer to +60°C.




QC CAPABILITY MATRIX (1/2)

Bengaluru Uppsala Lisbon Oeiras Masate Paderno Brescia Pianezza Zwickau Wasserburg Cuxhaven Leganés Kaysersberg Watertown
Dugnano
Biosafety level of microlab BSL1 BSL1 BSL1 BSL1 BSL2 BSL1 BSL1 BSL2 BSL2 BSL1 BSL1 BSL2
ANALYTICAL
Method validation & transfer o o o o o o o o o ([ ([ J o ([ [
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QC & MICRO
Chemical analysis [ ) [ ) o o o [ ) o o o o [ J () [
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BIOLOGICS
Viral assay qualification & validation o [
Nucleic-Acid-Based assay qualification & validation o o o [ J
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Protein and nucleic acids quantification/characterisation o o o [ J
Polymerase chain reaction (PCR/qPCR/dPCR in 2025) ([ o o
Western blot o ([ ([ J ([
Infectious titer by plaque assay o [
TCID50 assay o ([ J
ELISA, impurity & host cell protein o o ([
DSDS page
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Microbiome assay qualification & validation [ ] [ ]




QC CAPABILITY MATRIX (2/2)

Bengaluru Uppsala Lisbon Oeiras Masate Paderno Brescia Pianezza Zwickau Wasserburg Cuxhaven Leganés Kaysersberg Watertown
STABILITY TESTING Dugnano
25°C/60%RH 25°C/60%RH 25°C/60%RH -70°C 25°C/60%RH 25°C/60%RH 25°C/60%RH 25°C/60%RH 25°C/60%RH 25°C/60%RH 25°C/60%RH
30°C/65%RH 30°C/65%RH 25°C/40%RH -20°C 30°C/65%RH 30°C/65%RH 30°C/65%RH 30°C/65%RH 30°C/65%RH 30°C/65%RH 30°C/65%RH
30°C/75%RH 30°C/75%RH 30°C/65%RH 30°C/75%RH 30°C/75%RH 30°C/75%RH 30°C/75%RH 30°C/75%RH 30°C/75%RH 40°C/75%RH
40°C/75%RH 40°C/75%RH 30°C/75%RH 40°C/75%RH 40°C/75%RH 40°C/75%RH 40°C/75%RH 40°C/75%RH 40°C/75%RH 2/-8°C
2/-8°C 55E 30°C/35%RH -20°C 2/-8°C 55@ 55E
-20°C 40°C/75%RH +5°C -20°C 80°C Deep freezer
-80°C (20°C)
ik 40°C/25%RH -80°C
50°C 2/-8°C -80°C
- 60°C
ICH stability & st
stability & storage 20°C/ 40% RH
25°C/ 40% RH
30°C/ 35% RH
40°C/ 25% RH
40°C/ 90% RH
50°C/ 75% RH
Freeze-thaw
stability (temp
cycler)
Deep
freezer (-20°C)
([
Photostability (] o And forcgd P
degradation
stability
SPECIALTECHNIQUE
Nitrosamines testing [ ) Risk assessment
Elemental impurities testing by ICPMS & ICPOES [ ) Risk assessment [ )
Extractables & leachable by LCMSMS [ )
Identification of unknown impurities by HRMS o
HPLC wth CAD, ELSD detector [ [ ] [
GCMS-MS [ [
Atomic absorption spectroscopy [ ) [ } [ } o [ }
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Dissolution testing (type-3, type-4) Type 3 Type 4 Type 3 Type 3
lon chromatography [ ) o
In Vitro Release Testing (IVRT) [ )
In Vitro Permeabilility Testing (IVPT) o
Particle size analysis o o o o o [ J o o
Particle identification [ )
Powder rheology including shear cell ( }
True density by gas displacement pycnometry ( }
Porosity / surface area ( )
Envelope density [ ]
AUXILIARY
Shipping validation o o o o ([ J [ J
Multimedia comparative dissolution profile [ ) o o [ J
Alcohol dose dumping studies [ ) [ ) o
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