AsapliSure TF -
Up Stream 0.2 ym

[Alr Exhaust)

- ) Tangential Fiow Filtration
Awﬁrf;n: " ) ClaviSune GP 15" Buller Exchange

1pm

" ' .
5 - AsaphiCap K5

Daepth Filtration i N

AseptiSune KS | . Filer PadiCartridgs Fitsr | 107,207,30

0. 2pm ; o 0.2 pm

Canfrifugation

AsephiCap K5 107,207,307

S FL] 0.2 pm
4

AsapliCap KS
107,207,307
0.2 pm

Chromatography

Capture Chromasography
(Capluring Protein of Inlerost)
Down Stream

Sterile Buffer Filtration
Azeptic Filling

AszeptiCap K5 AseptiCap K3
i".2°.5°8° * 1727578
: 0.2um

—'I—Dj— Tﬂ?rﬂ.lﬂ F Viral Fdtration

Sherile
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Vaccine: Mammalian Cell

Sterile  *
Up Stream Venting
AszepliSure TF

0.2 pm

. Centrifugation

Sterile Buffe
Filtration

AsepliCap KS
1°,2°,5°.8°

ClariSure GK  AsepliSure KS
0.5 pm 0.2 pm

ClanPro GK
1°.2°.5°.8°
Concentration bl

s MA A o rati
Cell Lysis He?nu:.-al { Diafiltration _E
Clarification  Binhurden J
(Past-TFF ar  Reduction

Chromatography

AsepliCap KS
107,207,300,
0.2pm - AsepliCap K5
. 1°.2°,5°.8°

0.2um

(T

5 0.2um Concentration
Fesrrrulation : {1} Tangential Flow

Sterile
Filtration

Sterile Filtration
Filtration

Asaplic Filling ; Down Stream
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Vaccine: Viral Vectors

AseptiCap K&
107,207,307

ClanSure GF  AsepliSure K5 0.2 ym

1 pm 0.2 pm

b

Concentration

o CellLysis DMA Remaoval Clarification  Biosburden

Bioreactor
Chromategraphy

Sterile Buffer 2
Filtration AsepliCap KS:
10°,20°,30° .
AseptiCap K3 0Z2um - Asqp!ica_-p .*_{S
1°,2°.5° 8" . 1 525 B
2 2Zpm
S . - Concentration

e { T F+—— Formulation . +—— T }—— Tangential Flow

. Filtration
Sterile
Filtration

Sterile
Filtraticn

Aseptic Filling ) Down Stream
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Vaccine: Plasmid DNA

Sterile
Up Stream Venting

1
AsepiiSure TF
0.2 pm I

Centrifugation

Sterile Buffer
Filtration

AseptiCap KS
1°,2°,5°.8"
0.2pm

Call Lysis

Clarification and Solids Remowval

107,200, 300
0.2 pm

(O

2
|

AsepliCap K3
107,207,307
0.2 pm

‘[ Concentration

Formulation

Sterile
Filtration

Aseptic Filling

/ Diafiltration

—{ L

AzepliCap K5
1%.2°,5".8"
0.2pm

J \

Chromatography

-Ennc-enlrﬂr:ilm
(s

{1} Tangentia

fltration

Sterile
Filtration

Down Stream
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Vaccine: Conjugates

Sterile
Up Stream  yenting - AseptiSure KS AsepliCap KS
i ) 0.2 pm 107,20, 30"
AsophiSure TF 0.2 pm
0.2 pm =

Concentration
! Diafiltration

Concentration Conjugate
! Diafiltration Reaction

Saccharide Preparation Chromatography
Reaction Tank

Sterile Buffe
Filtration

N In Case of Adsorption Vaccines

3 AseptiCap KS 1 A.ﬁa_p;{ﬂ;-_pg.:cs
1°.2".5"° 8" et

A Concentration

——— [ f—— Tangential Flow

ltraticn

T Sterile Pk
Filling Abtration Filtration

R Down Stream
Aseaptic Filling
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Vaccine: Polysaccharides

Sterile
Up Stream  yenting

AseptiSure TF )
0.2 pm I

Sterile Buffer
Filtration

AsepliCap KS
1°.2°,57.8°
0.2pm

AsepliSure KS
0.2 pm

ClariSure GP
1 pm

ClariFra GK
1°,2°.5°.8°
0.5pm

Concentration

Clarification  Bioburden

Reduction

AseptiCap K5.
107,207,30° *
0.2 um

1T}

Sterile
Filtration

Aseptic Filling

Chromatography

AsapliCap KS
17,27 .5°.8°

AseptiCap K5
107,200,307
0.2 pm

AzeptiCap KS
107,207,300
0.2 pm

0. 2pm

Storage

T Concentration |
Tangential Flow

Sterile

Filtration

Filtration

Down Stream
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Microbial Fermentation

Sterile
Venting

AseptiSure KR
0.2um

pH Adjusters

AseptiSure KS
0.2um

Nutrients/
Growth Regulators

AseptiSure TF
0.2um

Sterile
Air / Gas Sparging

Fermentation

In case of

[ 0.2un
Extracellular Proteins thm < U-2pm

>
- ' I

- K
Y » >

Bioburden Reduction

Cell Lysis Centrifuge
(In case of Intra-cellular

Proteins/Inclusion
bodies etc.)

Centrifuge

Harvest/Lysate Clarification
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Microbial Fermentation Broth Clarification

Sterile
Venting

AseptiSure TF. |

AzeptiSure KR =
0. 2um

pH Adjusters

AsapiSure K5
0.2pm

Mutrients/ I
Growth Regulators

L]

AzapiiSure TF
(.2 l

In case af
Extracellular Proteins

ClariSure GK  AseptiSure KS
0.Spm,, » 0:2um

) Cell Lysis
Centrifuge {In case of Intra-cellular

FroteinsInclusion

Cenitrifuge

Sterile
Air f Gas Sparging

Fermentation

bodies etc)

Harvest/Lysate Clarification
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Downstream Processing

Up Stream

AsephiSure TF
0.2 pm

lAzepiSue KS
0. 2m

=D )

Siarile

AsepliSure TF

0.2 pm
[#ir Exhaust)

ClariSuwre GP
1 pm
-

L

Filtration
Filler PadiCamsidps Filber

of

ranktiuat

R

Tangential Ficoe Filtration

Bor Bullar Exchange

107,207,307

AsapliCap KS E
0.2 pm

AsopliCap KS
107,207,30"

0.2 um

E—

Opticnal

Wiral Inactivalicn

Capture Chromatography
[Capluring Prolear of Inlarasl)

Sterile Butfer Filtration
Asaptic Filleng

AsapliCap K5
17,2578
0.2pm

10°, 207,30

0.2 pym

[ F—4—

Formulation

Diowen Stream

AseptiCap KS
1275787
0.2pm

—+— T+

viral Fltration
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Aseptic Fill and Finish

AseptiSure TF -
0.2 ym

(Air Exhaust)

AseptiSure TF Tangential Fiow Filtration

0.2 um - CIan?wo GP for Buffer Exchange
um

J o
[ -
Asopl
: Dopth Filtration A opi 'Cfrp ifs
(AR0RG-UPRR 4 : Fillee Pad/Cartndge Fiter 107,207.30
0.2um e : = iy

Sternle
Alr

=) )6

Sterile
Meodia

Centrifugation  jefp—i

AseptiCap KS 10°.20°,
0.2 uym

IJ AsoptiCap KS AsoptiCap KS
v

Bulfor —p——

107,207,307 10°,20°,30"
0.2 um 0.2 ym

Ll

Concenfraton
Tongontad Flow
Fétration

Crromasography Opbonal Pokshing
Viral Inactivaton Chromaiography

Putification
Capture Chromatography
(Capturng Proten of indorest) .
Down Stream

Sterile Buffer Filtration
Aseptic Filkng AsepliCap KS

AseptiCap KS 100’20 30 A.sqpfiCz:p {(S
1..2-.5-.8. - Wn 1 022.5 8
0.2um 2um
: 4 CD Cancantration
C% | Tangential Flow Viral Fatration

Filtration
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Plasma Fractionation: Albumin

AseptiSure TF
0.2 pm

ClariSure GP i
S AsepltiSure KS

1um 0.2 pm

! b

Cohn Fractionation

Plasma Fractionation: Clotting Factors

AseptiSure TF

Buffer AseptiCap KS
107,207,307 02pm
ClariSure GP 02 pm ClariSure GK ~ AseptiSure KS

1pm /\ 0.5 pm 0.2 pm

Cryoprecipitation Clarifieation . Prefiltration Final Sterile

Virus Inactivation Filtration
Chromatography

Final Sterile
Virus Inactivation Filtration

Clarification

mdi g oniteks
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