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Definition of F&F Area

Formulation

Bioburden
Filtration

Final Filling
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Freezing &
Storage

Bulk Filling / Storage

Thawing

Sterile
Filtration
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Technical Solutions Formulation

Mixing & formulation prior to bulk or final filling

4 Biotech



Implementing SU Systems in CleanrN

= Packaging ¢

= Cleaning
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Implementing SU Systems in Cleanroom

= RTP Port

Grade C/D Grade A zone (isolator)
zone
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Quality by Design (QbD)

T

= Adapt material/system to process (not the contrary!)
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Quality by Design (QbD) \

= Sterile Connectors
— Gendered VS Genderless

Kleenpak Sterile Connector Presto Sterile Connector
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Quality by Design (QbD)

= Tubings and Fittments

Tubing Connectors

Platinum Cured Silicon Braided PCS C-Flex ‘T’s, ‘Y’s, elbows reducers etc

Connectors
Quick Connec t Steam-Thru Sanitary Hose Barb BarbLock™
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Quality by Design (QbD)

= Needles
Stainless steel
Connection to tubing Red silicon O- rF;cz)II):jperg[r)])l/Jlte)ne over- \rl\(leilrrlei’s?rced PEEK - 4
Ring
Protective sheath -
glycol polyethylene
terephthalate (PET-
G)
sizes ID
(mm)
0.8
1.6
3.2

PEEK = Poly Ether Ether Keton
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Documentation / Control
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Certificate of Quality o syernestigiccom
Wa hersy oty that Certificate of Irradiation
Fall” Allegro™ Single Use System Date lssued: 14-Jul2014 UK3151119695353
System Part / Drawing Number - 618-30X Rev:B
System Lot Number - W141898 ™s Eigin PLC has where 8pprop process
Date - in accordance with:
Filter Part Number NA
Filter Lot Humber -
" ENIS0 11137.1:2006 Sterilisation of Heaith Care Products
is manutactured, inspected and conforms in all aspects to Pall Carporation agreed specifications and drawings. EN IS0 8001:2008 Quality Management System
The manufachuing condiions, product requiremants, sub-sssemblies, raw material purchasing specsications, a5 ENIS0 13485:2012 Quality System - Medical Devices
well 2 baich recands of hase proGuEts re ully racestie witen Pall.
Ilmﬂnll of Construction Pail Intemational Sar (fracombe)
‘contact components of the Allsgro system have met the requirements for biological reactivity, in vivo, A Division of Pall Europe Limited
umrmuﬂm-mmhmammwm Station Road
This procuct doss not contsin materials of consiruction in contact with fluid thal are considered specified TSE or Wrmcambe
BSE risk materials acoording to current legislafion and guidelines (referance Ewopean CPMP EMA/410°01 and US. Devon EX34 BBH
Code of Federul Regulations, Titke 21 Part 189.5). UNITED KINGCOM
Contact Pallfor further information regarding malerials of construction. Work certified in campliance with PS184
Product Quality
System Integrity - Allegro systems uliize documented processes thal have been validated to ensure that Order information
systems are lesk fres at the fime of producion. AN Pall Allagro biscontsiners are 100 % leak tested during
manutacture. Account Number: 100115
Dimensions  Allegro systems are 100 % inspected dusing manufachure to nsurs dimension compliance with Pall ‘Synergy Health Sales Port Reference: 1001661
‘specifications. ‘Customer Reference Number: ILFOBOT14
Visual Appearance - Allegr systems are 100 % ingpeclad during mandacturs 0 ensure complance o Pall Product Description: ALLEGRO SYSTEMS 30-50kGy
design and for cleankiness. Valigation Reference: 15440
Fluid Path ins : Periodicaly, i samples of Allegro systems are tested Quantity Received: 4
ot endotosine. in accordance with USH <6 Sectens Endotoing Tast uting Limulus Ameskotyte Lyssie (LAL) ‘Customer Minimunm Speciication kGy: 300
reagent. Huumnmmmmmas_us ElimL. ‘Customer MaXimum Specification KGy: 50.0
Fluid Path I‘:hnnln:- Pesiodically, rinse from represeniative samples of Allegro systems are tested Customer Unit Lot,/Batch Number: 4501416011 619-30X W4414, 1 PALLET
for parsculates. mnmmmummnmmmmpﬂm,mmm rin injecions.
Irradiation Dats
Gamma Irradiation
Each systom of this ot i aubjctad 10 a gemma inadiaion doce 2. 75 KGy. Tho hid path o thia e is Date and Time of Inadiation: 14.uk2018 0216
if packaging Consider anly unopened undamaged packages for Reference Dose RAnge KGY: 31.0-384
_ ‘Caleulated Minimum Dese kGy: 334
This product is manufaciured in mmﬂsdm:znm(ﬂlm:?nmmmmwblﬁolm)mra Catoutated Masiram Dot kG o

APPROVED
&/November/2014 PALL CORPORATION

Dl of Maniackire

Guality Manager,
Manutaciured for Pal Infemational Sar, Fribourg Switzerland by
Pall Meastan.

"
PO Bax 59, 1670 AB Medsmbli.. Made |n The Netherlands.
ColooasE v 02

Filtration. Separation. Solution. s«
1 Imadiation Release Authorised By Synengy Health plc

‘Wit il Way, Swindon, Wiltshire  SNS B, UNITED KINGDGM
Compony Restared In Engiand and Wales No: OLTTA313. VAT Number: GB 813038069
Pags at1

= Sterile Claim if needed
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Documentation / Control
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Pall Corporation MH?{EESFD

Certificate of Quality o syernestigiccom
Wa hersy oty that Certificate of Irradiation
Fall” Allegro™ Single Use System Date lssued: 14-Jul2014 UK3151119695353
System Part / Drawing Number - 618-30X Rev:B
System Lot Number - W141898 ™s Eigin PLC has where 8pprop process
Date - in accordance with:
Filter Part Number NA
Filter Lot Humber -
WA ENISO 11137.1:2008 Sterilsation of Health Care Products
is manutactured, inspected and conforms in all aspects to Pall Carporation agreed specifications and drawings. EN IS0 8001:2008 Quality Management System
The manufachuing condiions, product requiremants, sub-sssemblies, raw material purchasing specsications, a5 ENIS0 13485:2012 Quality System - Medical Devices
well 2 baich recands of hase proGuEts re ully racestie witen Pall.
Ilml‘lnll of Construction Pail Intemational Sar (fracombe)
‘contact components of the Allsgro system have met the requirements for biological reactivity, in vivo, A Division of Pall Europe Limited
umrmuﬁdm-mmhmamuﬂ\nm Station Road
This product doss not contain materials of construction in contact with fuid that are considersd specified TSE or Iitracombe
BSE risk materials acoording to current legislafion and guidelines (referance Ewopean CPMP EMA/410°01 and US. Devon EX34 BBH
Code of Federul Regulations, Titke 21 Part 189.5). UNITED KINGCOM
Contact Pallfor further information regarding malerials of construction. Work certified in campliance with PS184
Product Quality
System Integrity - Allegro systems uliize documented processes thal have been validated to ensure that Order information
systems are lesk fres at the fime of producion. AN Pall Allagro biscontsiners are 100 % leak tested during
manufacture. Account Number: 100115,
Dimensions  Allegro systems are 100 % inspected dusing manufachure to nsurs dimension compliance with Pall ‘Synergy Health Sales Port Reference: 1001661
‘specifications. ‘Customer Reference Number: ILFOBOT14
Visual Appearance - Allegr systems are 100 % ingpeclad during mandacturs 0 ensure complance o Pall Product Description: ALLEGRO SYSTEMS 30-50kGy
design and for cleankiness. Valigation Reference: 15440
Fluid Path ins : Periodicaly, i samples of Allegro systems are tested Quantity Received: 4
ot endotosine. in accordance with USH <6 Sectens Endotoing Tast uting Limulus Ameskotyte Lyssie (LAL) ‘Customer Minimunm Speciication kGy: 300
reagent. Huumnmmmmmas_us ElimL. ‘Customer MaXimum Specification KGy: 500
Fluid Path Cloanlinoss : Posdcaly, roce from representative samples of Allegro sysiems are fested ‘Customer Unit Lot/Batch Number: 4501416011 619-30X Wa414, 1 PALLET
for parsculates. mnmmnummnmmmmpﬂm,mmm rin injecions.
Irradiation Dats
Gamma Irradiation
Each systom of this ot i aubjctad 10 a gemma inadiaion doce 2. 75 KGy. Tho hid path o thia e is Date and Time of Inadiation: 14.uk2018 0216
if packaging Consider anly unopened undamaged packages for Reference Dose RAnge KGY: 31.0-384
_ ‘Caleulated Minimum Dese kGy: 334
This product is manufaciured in mwm(ﬂl&s:?nm@mmmlulﬁolm)mra Catoutated Masiram Dot kG o

APPROVED
&/November/2014 PALL CORPORATION

Dl of Maniackire

Guality Manager,
Manutaciured for Pal Infemational Sar, Fribourg Switzerland by
Pall Meastan.

"
PO Bax 59, 1670 AB Medsmbli.. Made |n The Netherlands.
ColooasE v 02

Filtration. Separation. Solution. s«
1 Imadiation Release Authorised By Synengy Health plc

‘Wit il Way, Swindon, Wiltshire  SNS B, UNITED KINGDGM
Compony Restared In Engiand and Wales No: OLTTA313. VAT Number: GB 813038069
Pags at1

= Sterile Claim if needed
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Documentation / Control

= Point of Use leak test — Flowstar LGR
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= Formulation and filling is a key area

—Must provide the high level of quality and validation
required to facilitate SUS implementation

—Fits very well with flexible business model of
complex solutions, including multiple SU
technologies
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Summary

o

= Key points for integration of SUS in Cleanrooms

— Quality by Design Is essential
— Packaging

— Implementation and handling
— Documentation/Control
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Discussion

M H A
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AllegroSystems

The Single-Use Solution
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