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Change Control Notification - Update
Marlborough MA, USA, 15 May 2020 TW392538-W

Regarding: Branding update to Labels and Certificates of Quality

Dear Customer,

As part of our change control program, we hereby notify you of changes to labels and the Certificates of Quality for
standard and custom single-use assemblies manufactured at the Westborough, MA site.

Affected products
The products involved include all standard and custom, single-use products for:
- WAVE Bioreactor™ Cellbags™, M*bags and irradiated accessories
- AKTA™ready and AKTA™ readyflux flow kits
- ReadyCircuit™assembilies, including bags, tube sets and filter assemblies
- ReadyToProcess™ Hollow Fiber cartridges and accessories
- Xuri™ cellbags™
- Hollow Fiber Filters

Change description

Labels and Certificates of Quality will be updated with the Cytiva name including logo. Examples of updated
certificates and labels are included with this notification.

Reason for the change

Following the Danaher Corporation’s purchase of the GE Healthcare Life Sciences Biopharma business units
consisting of BioProcess, Cell & Gene Therapy and Genomics & Cellular Research, our company name is now
changed to Cytiva. For more information please see change control notification "GE Healthcare Life Sciences
(Biopharma business) is now Cytiva" dated 1 April 2020.
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Impact of change

Labels and certificates will be updated with the Cytiva name including logo. Please note that finished products in
our warehouses are rotated on a regular basis using first expired, first out inventory management and will not be
re-labeled. During the transition phase, documents for products or services will be changed gradually in the
coming year.

Mixed branding on products (shipments with differently branded products within the same shipment and/or a
product carrying both brands) will occur during the transition phase. For products with a longer shelf life (>2 years)
the transition phase can last for multiple years.

Please prepare to receive certain goods with brand name for both Cytiva and GE Healthcare Life
Sciences for a period of time. Please ensure that your warehouse and Quality Control release personnel
are informed and take necessary actions.

Implementation of change

The new labels and certificates will be implemented on 15 June 2020 to coincide with the Dose Range change
control notification (200403MXWM-1) which was sent out to affected customers on 03 April 2020.

More Information

For updated information related to our transition into Cytiva, such as answers to frequently asked questions, legal
entity updates and other relevant information, please visit www.cytiva.com/4customers.

Attachment
— See attachments 1-6 for label and Certificate of Quality examples for each product line.

While your organization is assessing the potential impact of these changes, please do not hesitate to contact your
regional sales office or us at RegulatorySupport@cytiva.com.

Yours sincerely,

Sl Gl

Sarah Cote
Regulatory Support Manager
Cytiva (formerly GE Healthcare Life Sciences)
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ATTACHMENT 1: AKTA™ label and Certificate of Quality example:

Old Label New Label
cytiva AKTA™ readyflux™
GE Healthcare @ o vt yr
. Flow Kit RM Tt
29-1873-81 @ Flow KitRM
Code no, 29-1873-81
Serial No. AKTAreadyflux Lot No: 17104949
70020303084 - Serial No: 30000060
Expire Date: 20211011 § Espires: b
LotNo. 17104949 g
MADE It USA - - =3 ; Glabal e Sciences Safutions USA LLC
= EWaip e Soutene LAUE Fn b e = WA s oveen usa
—— Proict (o o ean be found of: Coyrry of Crigen; LUSA
_— waww gelifesciences, comdcertficates

New Certificate of Quality

Certificate of Quality

produc: AKTA™ readyflux Flow Kit ReadyMate™ Enabled

Lot Number: Product Code Number:

Date of Manufacture:

Product Description:
Expiration Date:

Product Release Criteria

MICROBIOLOGICAL CONTROL

Regulatory Conformance
Bio-safery

All polymeric mater n contact with process fluid meec
. USP <83~ Biclogical reactivity tests. In Vive, Class VI

Country of Origin: USA

We hareby certify that the defined product has been manufactured 1o meet its specifications and have been verified to
meet predetermined Critical to Quality stuibutes and the flow kit has been formally refeased for delivery.

Test/Characteristic Specification Frequency
INTEGRITY TEST

Ajir Laakage thigh pressure sections) Ap < 0.1 barimin @ 4.0 bar {3 min) 100%

Alr Leaksge (low pressure sections) Ap = 0.1 bar/min @ 0.5 bar (3 min) 1O00%

Gamma Sterilization 27.5 — 40 kGy Dosimetric Release

All polymeric materials in contact with process fluld are animal origin free or In compliance with EMAZ210/01 Rev. 3.

This preduct is manufactured in compliance with our 150 2001 certified quality management system.

Issued by Cyriva Westberough Quality Assurance

ThiE dox 2 has Deen EOCCT AN 3 vakd without 8 smatue. B . .
ANTA and fEadyMate are the Irademants of GIooal Lt Sorences SeILDons US4 LLC or an aMivale domg Dusmess a5 CyTva
Cytnva ang tNe Drop oo 37e racemarey of Gicoal Life Scences IF Holoeo LLC or an aftaste.

o Cyl:iva 1 Waltgs Deive

cytivacom

Globai Life Sclancas Sclutions USA LLC

Wasthorough, MA (NSAT USA

29264163 Fev AD
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ATTACHMENT 2: Hollow Fiber Filter label and Certificate of Quality example:
Old Label New Label

GE Heglthcare @ CytiVCI
56-4104-43 Hollow Fiber Cartridge Hollow Fiber Cartridge

Prod Name 56-4104-43

Botch # 17070525 Model #: CFP-2-E-555MO =
Serial # 28491311246 Type: 0.2 micron L = Models: CFP-2-E-555MO
Surfoce Area: 2.1 m? 'Y ; Type: 0.2 micron
E E Surface Area: 2.1m?
L TR 2 == lotNo: 17070525
odeinusa . 8 == serialNo: 28491311235

Global Life Sciences Solutions USA LLC

18 Wolkup Orive

Westborough, MA 01581 14 Walkup Dr.
www.gehaalthcare.com Westborough, MA 01581
Cytiva.com Country Of Origin: USA
New Certificate of Quality
proauct: Hollow Fiber Cartridge Product Code Number:
Batch Number: Product Catalog Number:
Date of Manufacture:
Product Release Criteria
The membrans and product above have met the following spacifications establishad by Cytiva
Test/Characteristic Specification Test Frequency
HYDRAULIC TEST
Clean Water Permeability @ 25°C =400 gfdipsig Batch Sample
22980 LMH/Darg
INTEGRITY TEST
Device Pass Each Unit
Fiber Bubbile Point (5080 ethanc! water] 60 — 129 psig Each Unit
0.41 — 089 barg
Regulatory Conformance
Bio-safety

This product has been tested by an independent laboratory and the results meet the specifications of the following tests
= Biclogical Reactivity Test. /n Vive per USP <88> Class Vi
* L9295 MEM Elution Test— IS0 10993-8 (Cymotoxicityd
& Hemolysis — Rabbit Blood (direct contactl — I1SO 10993-2

Country of Origin: USA

This product is manufactured in compliance with our ISO 3001 certified ality management system.

issued by Cytiva Westborough Guality Assurance

TRl SOCUMENE NES DEEN SSCIFOMCEY DIOOUCST BN (3 VBN Witnout § Sonature.
Cytva and tne Drop 000 #e Ire0emeris of Giobal Life Scemoes 1P Hafeo LLC or an amiste

Globhal Life Scwnces Solutions USA LLC

14 Walsup Drive
o wtivu \.\.'er.rr.:—nur_m MA 01531 LSS

eytivacem EE0D0S0S AE




ATTACHMENT 3: ReadyCircuit™ label and Certificate of Quality example:

Old Label New Label
ytiva
™
4 ] Ready To Process @ ResdyCircuit Dispasable Assembly
ReodyCircuit Disposable Assembly e
12410226 =
n 250ml. mﬂﬂ Ilﬂ:CFl k = Desc: 250 mbL 2x.25in port 1 R CFpk
Volume: 250 mL a - =— LotNo 17095007
Date: 18FEB2020 8 = woae 14 May 2020
'I".CSII IMI.IG';’DZI ooy g E Expires 14 Nov 2021
GLE S o & ;
. B ==  STERILE - FOR SINGLE USE
mmm —_
m " Product Certification can be found at
Slohact ! Ma usALLC T M Global Life Sciences Schutions USA LLC
MADE IN USA mmoml 20 14 Wakug Drive
www. gelifesciences comireadytoprocess S
Country of Origen: USA cythva com

New Certificate of Quality

Certificate of Quality

produc: ReadyCircuit™ Assembly duct Code or 1 e
Batch Number: Product Description:
Date of Manufacture: Dat= of Expiration:
Product Release Criteria
The product above has met the fol 3 spacif lished by Cytiva
Test/Characteristic Specification Frequency
ReadyCircuit
CLEANLINESS
Bacrerial Endotoxin per USP <85 «02% Eu'ml Dady Process Samphs
INTEGRITY
ReadyCircuit Bag Pasa Each Device
STERILITY
Validated sterile at an SAL of 10 according to AAMI Exposed to 27.5-20 kGy Dosimetric Release
TIR33:2005 and the principles of ISOIAAMITASTM
11137-1:2006
uLTA™ capsule
CLEANLINESS
Bacterial Endotoxin per USP <85> =023 EUmi Lot Sampls
Conducrivity =1.3 pSécm Lot Sample
Total Organie Carbon =300 ppb Lot Sample

kssued by Cytiva Westborough Quality Assurance

mmm&;m AIRCTTONICHY OGUCRT BNG If VAT WILNOUE 3 FEnature
marks of Globa! Life Soyences Saiutons US4 LLC or an 3MIE0e 00ing DUSTIESS 35 CyTva
Wimﬂmmﬂ are ITA0AMATKS of GIDDAI Life SCences 5P Hostce LLC of &0 SMeate.

€) cytiva

Fage 1 0l §

Global Life Sclences Solutlons USA LLC
14 Walkup Drive
Waslnorough, MA 01581 USA
cytivacom DOCOTT1643 Rew Bx




ATTACHMENT 4: ReadyToProcess™ Hollow Fiber Cartridge label and Certificate of Quality example:

Old Label

New Label

° ™
Recw To Prm ReadyFilter Hollow Fiber Cartridge
ReadyFilter Hollow Fiber Cartridge 39-0000-48
39-0000-58 Model #: RTPCFP-6-D-8S
* CFP-6-D-85 = Type: 0.65 micron
Type: 0.65 micron = Type ;
Surface Areg: 4100 cm? = Surface Area: 4100 cm’
Mg Date: = = |lotNo: 17087914
e g @ = serialNo: 1030000064
Serial 'I'Ill"“ S = wrgpate: 14 May 2020
: =
< T Expires: 14 May 2021
STERILE - FOR SINGLE usE E =
Certification can be found ot —1 -
W pebesch 5 5 - STERILE - FOR SINGLE USE
— Praduct Certification can be found at:
Ghotal Segnces Sol l' cytiva.com/fcertificates
Made in the Usa 14 Drive UsALLC Global Life Sciences Solutions USA LLC
14 Walkup Drive
W MA 01581 o w"mu:: ugl"l. MA D1581 USA
Wiy ﬁ!“ﬁtlﬂﬂ{es cwwmmn“ Country of Drigin: USA cytivacam
New Certificate of Quality
Certificate of Quality
product: ReadyToProcess™ Hollow Fiber Cartridge
Size 152, 300 kD NMWC.
Product Code Number: Product Catalog Mumber:
Date of Manufacture: Date of Expiration:
Batch Number:
Product Release Criteria
The preduct abowe has met the following spect ions lished by Cytiva
Test/Characteristic Specification Frequency
HYDRAULIC TEST
Clean Water Permeability @ 25°C 216 gfdipsig Batch Sample
=399 LMH/barg
INTEGRITY TEST
Hollow Fiber Cartridge Pass Each Uniz
Fiber Air Diffusion [20 psig [2.1 barg] with water) =3 ml'minf* Each Unit
=32.3 mifmindm®
SELECTWVITY TEST
Molecular Weight Marker Rejection PVP KED 240% Mambrane Lot

CLEANLINESS - Hollow Fiber Cartridge
Bactenal Endotoxin per USP <85>
Conductivity

Total Organic Carbon

GAMMA IRRADIATION
Desimetric Release Exposed to 27.5-40kGy.

Regulatory Conformance
Bic-safery
This preduct has been manufactured with materials that comply with EMEAIA10/01
This product meets the specifications of the following:
Biological Reactivity Test, In Vave per USP =88> Class V1
Z1CFR177 Indirect Food Additives
L2259 MEM Elution Test - IS0 10953-3 (Cytotoxicity)
Hemclysis — Rabbit Blood (direct contact - IS0 109934

This product has been processed in an ISD 14644 Class 8 environment.
This product is i din ki with our 1S0 9001 ified quality

Sample

Process Sample
Frocess Sampls
Process Sample

Isswed by Cytiva Westborough Quality Assurance

TS COCLATINE M D SASCTTONICANY COOUORC AN /S alT WIhoUT 4 Signatune. X . R
RO TORIO0RSS 15 3 TIONMarK Of GO0 Ltk SHeNces SOMTIONS US4 LLC Or 31 STaNe 0o DUsiness a5 Cytiva
CyTRE and the Drop 1090 37 ITAdemnis of GIooal Life Scences (P HOIoo LLC ar an amiste

CyTva.com

Glotal Life Sciancos sclutions UsA LLC

i 14 Wl Dol
€) cytiva o 0160 U0

28318317 Fev AC




ATTACHMENT 5: WAVE™ cellbag™ label and Certificate of Quality example:
New Label

Old Label

CELLBAG™ DISPOSABLE BIOREACTOR @

€) cytiva Cellbag™ Disposable Bioreactor

Part # CB0020L11-03 Rev AA
Volume 1 to 10 Liters Parre CBOC20L11-03
Lot # 17118142 Volume: 1 to 10 Liters
¥ e Lot No 17118142
Mfg Dote 10 Apr 2020 Q’J =
Expires 10 Apr 2022 : Mfg Datee 10APR2020
Expires T0APR2022

MADE IN USA

(VBRI ERRIE SRy

CHOOZOL11-03

17118142

Product Certification con be found ot
wearws. galifesciences com/certficates

Bioclear™ 11 film
STERILE - FOR SINGLE USE

BIOPROCESSING USE OMLY
Pressure: 0.05 - 0.1 bor

Operating Temperoture: 10°C-50°C

Country of Origin: USA
IR L OO URTLE R

1030000062

WAVE Bioreoctor Product Certification can be found at

Rev AA

Bioclear™ 11 film

STERILE - FOR SINGLE USE
BIOPROCESSING USE ONLY
Pressure 0.05 - 0.1 Dar

Operating Temperature: 10°C-50°C

WAVE™ Bioreactor

wnsnw gelifesciences.com fweve cytiva com/certificates Cytiva.com
New Certificate of Quality
. o .
Certificate of Quality
praduct: Disposable Bioreactor-Cellbag Product Code Number:
Lot Number: Product Catalog Number:
Date of Manufacture: Revision:
Expiration Date:
Product Release Criteria
The product zbove has been f dina ik and mests the following i i
by Cytiva.
Test/Characteristic Specification Frequency
VISUAL INSPECTION
Product Pass 100%
DIMENSIONAL INSPECTION
Product Fass First and final
article of each lot
INTEGRITY TEST
Product Fass Each Unit
CLEANLINESS
Endotoxin as determined using the Limulus Amebocyze Lysate (LAL) =0.12% EU/mi Dally procsss
test sample
MICROBIOLOGICAL CONTROL
Gamma Sterilization 27.5- 20 koy Dosimetric Release
Regulatory Conformance
Bio-safery
Component materials in the fluid path were tested and met the eriteria for th USP Class Vi Biok i Test for
Flastics
This duct is i din ! with cur 150 9001 certified quality management system,

Issued by Cytiva Westborough Quality Assurancs

Theg GOCLMENS s Dedn IIRCCraMICAIlY DVOCUORT 30 /S FalT WENGUl 3 BERItUNe ~
Cytiva and the Drop 1P Hpigizn LLC ar an affilat=.

¢) cytiva

Glodal Life Sciencas Solutions USA LLC
14 Wakkup Drive
Westharough, MA 01581 USA

cytivacom DOCOTI1384 Asw AG




ATTACHMENT 6: Xuri™ cellbag™ label and Certificate of Quality example:

Old Label New Label
cytiva

Xuri™ Cellbag™
Disposable Bioreactor @ Disposable Bioreactor
Part: 29105500 AC Part: 29279169 AC
Description: 20L Perf, pH, DO Description: Xuri SP Cellbag 2L Perf
Lot: 17119295 Lot No.: 12345678
Serial No.: 1000333303 Serial No.: 1000341619
Mfg Date: 14Apr2020 Mfg Date: O08MAY2020
Expires: 14Apr2022 Expires: 08MAY2020
ey =

Meets USP <1043>. For Further Ha“m'mg U“‘”"{ Steﬂl!c. Muts USP < 1043>, For Fusthar Masufacturing Use onty. Stecie

Corgult Muri Bioreoctor manwal for use. Storoge -
e e B ot M Iracior maiuiabr sos Slaings Tirbsasasians 10505000 o S B L A
G W, 1o Whag O, Wertbaroaph, HADESEL Rt 1 b e
g P et ‘ e, ML 1SS US4
Bta T e gl e g bt s Fide i A ety CM g A

New Certificate of Quality

Certificate of Quality

Product: Product Code Number:
Lot Number: Product Catalog Number:
Date of Manufacture: Expiration Date:

Product Release Criteria

The product above has been manufactured in a controlled environmant and maeets the following specifications established

by Cyziva,

Test/Characteristic Specification Frequency
VISUAL INSPECTION

Product Pass 100%

DIMENSIOMNAL INSPECTION
Product Pass First and final
article of each lot

INTEGRITY TEST

Product Fass Each Unit

CLEANLIMNESS

Endotoxin as determined using the Limulus Amebocyte Lysate [LALY <0.125 EWml Dsily process

Test zample

MICROBIOLOGICAL CONTROL

Gamma Szerilization 275 -A0kGy Dosimetric Beleass
Regulatory Conformance

Bio-safety

Cellbag film material was tested and meets the criteria for the current USP Class Vi Biological Test for Plastics

bilicy for d sfacturing applications

This product complies with USP <1043~ "ancillary materials for c=ll, gene, and tissue-engineered product=s", within the
responsibilities applicable to the supplier. Other aspects of USP <1043 will be the responsibility of the end-userwm
assess. Cytiva cannot fulfill USP <1043 in regards to application and therapy specific aspects (e.g. use in finished
therapeutic, assessment of removal from a finished therapeutic and possibly biocomparibility, cytotoxicity or

adventitious agent testing)

For further information, including guidance on the set-up and use of this product, please refer
tothe K ledge Center d through cytiva.com/celltherapy

This productis factured in compli with our IS0 9001 certified quality g ¥

Issued by Cyziva Westberough Quality Assurance
This doce t a5 peen o S 5 YENTD WIENOUT 3 SIpRBtUre.
Cytiva and te Orop j0go @ tragemants of Giodal Life SiEnces IP AoIoCs LLC or an Mkt

GloEal Life Sclances Sciutons USA LLC

.
14 Walwup Dri
o cytlvu Wp:\rnrvnnqn,‘:h\:}‘.:-u! LsA

aytivacom 2WN12E0T AT




