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Lab Facility in Korea
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» Adsorption Test
« Extractable Assessment

Performed in Sartorius Germany
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§ 02 GLP Service
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GLP Study

*In vitro 3T3 NRU Phototoxicity Test

Virus Clearance
Study

-Non-GLP Virus Spiking Study

* Virus Removal/Inactivation Process Validation

(e.g. virus filter screening study, DOE study)
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MODEL VIRUS (LOW LEVEL SERUM)
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Cell Line
Characterization

*Sequence Analysis
+DNA Barcode Assay
*Gene Copy Number by Real-Time PCR

Cell Bank
Manufacturing

* Cell Bank Production
+ Cell Bank Storage

From Vial Thaw to Release in 4 Months
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§ 04 Bio Safety Test Service
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GMP Testing

- Adventitious virus detection (28 days in vitro Assay / 14

- Retro virus detection (S+L- Assay)
*MVM gPCR
*Mycoplasma Detection (Agar, Broth and Indicator Cell

*Mycoplasma gPCR

= Sterility Test

*Microbial Enumeration Test

*Detection of Porcine and Bovine Virus by

days in vitro Assay)

Culture Method)

Real-Time PCR
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Filter Validation Services
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Bacterial Challenge Test Chemical Compatibility Test
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Sampling for Adsorption Analysis
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Product Specific Integrity Test
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Leachable Test
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Reverse Phase High Performance Liquid Chromatography
(RP-HPLQ),

Gas Chromatography with Mass Spectroscopy (GC-MS),
Liquid Chromatography with Mass Spectroscopy (LC-MS),
Inductively Coupled Plasma Mass Spectrometry (ICP-MS)
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Extractables Safety Assessment
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Virus Clearance Services
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Study Case

* Clinical phase 1and 3 studies

= Non-GLP feasibility studies
(e.g. DoE studies, Virus filter screening studies)

= Process parameter changes during development

= Scale down process validation studies

Model Virus (Low Level Serum)
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Product Panel Virus
Mammalian cell line derived product MVM, X-MuLV, Reo-3 and PRV
Blood/Plasma derived product HSV-1, HAV, PPV and BVDV
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(Removal / Partitioning process) (Inactivation process)

« Chromatography
- Anion and Cation Exchange

- Affinity - Dry heat treatment
- Hydrophobic interaction - Solvent/Detergent treatment
- Size exclusion - Low/High pH treatment

- Membrane adsorption - Treatment with intercalating

- Ultrafiltration agents

- Nanofiltration
« Precipitation

Virus Clearance A|& ZIaH
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GLP Study Services
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“OECD Principles of Good Laboratory Practice” Organization for Economic Co-operation and

Development, ENV/MC/CHEM(98) 17 (as revised in 1997)
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Biosafety Test
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Biosafety Tests

glll
ez

Microbiological

Viral Safety Testing

Genetic Analysis

Other Key Assays

~ Sterility

— Mycoplasma

Mycobacteria

Cell Line Identity

by DNA Barcoding In Vitro
Adventitious In Vivo
m PERT
— Retrovirus —  Infectivity Assays
— TEM
L Species Specific Viruses MAP & HAP

Bovine | Porcine Species
by Real Time PCR

B S . Human | Simian | Rodent
SefEEinieinig] Species by Real Time PCR

— Southern Blot

— Gene Copy Number

Endotoxin

— Abnormal Toxicity

| Residual Impurities
(DNAITHCP | Benzonase)

L pH, Appearance, Osmolality
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* LIMS: Laboratory Information Management System
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Cell Banking Service
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Cell Bank manufacturing Process Flow

Controlled
Rate freezing;

Initial cell . . Aseptic Cell harvest, Automated
Serial expansion

In closed system

Recoveryin
Grade A system

Connections via Concentration, Filling:

: : . : 500 vials within Harvest to
Sterile welding centrifugation 0 m\i/rlwuteV: ! storage under

2hours
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Long-term Storage Service of Cell Bank
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Cell Banking Service

Sartorius Korea OlAl= Y222 M4 GMPE
AMAHIOZ NTEZO| ME2 X MH|A

GMP it 71ES E4510] ot Hiix[of| Z[cH 500 7He| MCB2F WCBE 4
TZHALO| Clokst =

oL O

FMEFOM FE FEMEFIX]

Fota A ofof| o|AHet F
£ I1I-3-5H CEILLH.

M —
= MZZ0] chiet M Z2 =7t

ALt

< 0O
& 3 4H

AHAFSE 4~ 91O CHO-K1aH 22

7tsefLct.

» |solator & S8 A|AEIS 0|2% 2t UH|H A|AH
- IEY YHIE St AtSeh A2
- F7|Hel ot F L ERES 7|He = ot M= 2tE ® A

= Z|CH 500 vial bank, ~1X10’ viable cells / vial :
= M= EONM
* Release and Characterization 24 215 A

= LN, Tank (Vapor type) 0| AM2] M[ZZ23 H 2t

Cell Bank manufacturing Process Flow

Initial cell
Recoveryin
Grade A system

Aseptic
Connections via
Sterile welding

Serial expansion
In closed system

s Al 90%

Cell harvest,

Concentration,

centrifugation

SRS

0|4t viability HZ}

Automated
Filling:

500 vials within
20 minutes

Controlled
Rate freezing;
Harvest to
storage under
2hours

SRTRI




Long-term Storage Service of Cell Bank
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Sales and Service

Contacts

For further contacts, visit

WWW.sartorius.co.kr
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TEL 031-622-5700

FAX 031-622-5799(Z L)
FAX031-622-5798(BE X2 &)
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TEL 042-349-3700

FAX 042-826-7090
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TEL 031-622-4900
FAX031-627-5790
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Find out more




