@) cytiva

Bjorkgatan 30
75184 Uppsala
Sweden

Change Control Notification

Uppsala, Sweden 09 June, 2020 TW401922, 401923

Regarding: Label, Certificate of Analysis and Analytical Specification update

Dear Customer,

As part of our change control program, we write to notify you of changes to labels, Certificate of Analysis and
analytical specifications for the below mentioned affected products.

Affected products

The products in scope of this notification include chromatography resins, ReadyToProcess™ columns, prefilled
columns, density gradient media, microcarriers and Biacore™ consumables, manufactured in Uppsala Sweden.

Change description

Labels and Certificate of Analysis are updated with the Cytiva name including logo and legal entity name. Examples
of updated certificates and labels are included with this notification. The following changes are introduced:

— Change of legal entity name from GE Healthcare Bio-Sciences AB to Cytiva Sweden AB

— Change of company brand name and logo

— To align the presentation of code numbers on labels and Certificate of Analysis, code numbers on labels
are now written without dashes in the same way as on Certificate of Analysis.

— Numbering of test/characteristics on Certificate of Analysis is removed (when not already implemented in
earlier updates)

— Minor editorial changes (e.g. ml changed to mL)

Analytical specifications for affected products will be updated to next edition with corresponding changes.

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.

Impact of change

Labels and certificates will be updated with the Cytiva name including logo, legal entity name over time. 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. For products with a longer shelf life (>2 years) the transition phase can last
for several years.

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 and legal entity details 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 legal entity name is valid from 15 June 2020 and is introduced for material labeled and/or released from
this date forward.

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
— Label and certificate examples
To receive future notifications about our products, please register and subscribe for change control notifications at

our website: www.cytiva.com/rsf. We recommend the use of business-related e-mail addresses instead of personal
e-mail addresses, ensuring better information sustainability (example: supplier.notifications@company.com).

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

Yours sincerely,
b
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Liz Samuelsson

Sr. Customer Regulatory Support Manager


https://gehealthcare.na1.echosign.com/verifier?tx=CBJCHBCAABAAev3iY4YUWnHXm-Vnh91vPafh3Zd2vVsE

Attachment

Certificate of Analysis layout with new legal entity and company branding
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¢) cytiva
Certificate of Analysis

Produwct: Code Number:
KKK

Product™

Lot No

Test/Characteristic: Lirmit: Result

lonic capacity
wimal M° § mL resin i, B

Function, Salt conc. in elution peak, e-chymatoepsinogen
B HaCl kil Bk

Function, Salt conc. in elution peak, Cytochrome C
B HaCl kil Bk

Function, Salt conc. in elution peak, Lysozyme
B HaCl kil Bk

Breakthrough capacity, Qs at 10%
mg B-Lactoglobulin ¢ mL resin min. kx

Microbial contamination
Calany Forming Units / mL suspension max, 20

Endotoxin activity
ELmL less than 5.0

Additional information
Calumn Id 1S

Manufactured in compliance with our 150 9001 certified quality management system.

Approval date {Year-Month-Dayl:  ¥YY-MM-DD Expiry date [Year-Month]:  YFY-RM
Manufacturing date (Year-Monthj:  ¥FY-RMM

Cthaa andl b Drops o are eeacessarks ol Global Life Sdencs Tests and limits according to AS XXXXOCK Ed, XX
IF bodebens LA er s alFlats

Oyt Swetkas AR
Birkgatan 30 Issued [Year-Month-Day) YYY-MM-DD by Quality Assurance
SE-TE1 B4 Upzaala, Swasden

T+ 46 |0idd 623 0000 HName
;"::L“: [ T dhiscar=srst b S aiactren caly producid and s vl withind a dgnatus

Bk (P



Example of label with current and new legal entity and company branding

Lot 20130531
Pack 201305
Expiry 2013-05

Store ot +4 o0 +30°C
MADE IN SWEDEN

GE Healthcare Bio-Sciences AB

SE-751 84 Uppsala, Sweden
+46 16 612 00 00
www.gelifesciences.com

' LabelNo 04005704-ED GE Healthcare
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3 — H3
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/
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¢) cytiva
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3 17531604 Capto™ Q
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=3 Warning 5L contains 20% ethanol as preservative 'ﬁ
S Flammable liquid <
| and vapour.
£ Lot 20200527 b
o
L Expiry 2020-05 g
D Warning, Buumanne,
5 Atenclén, Varovani, :
B e [ Storeat+ato+30C a
@® Attention, Atten. e,
v A mantbu, &== MADE IN SWEDEN =
g Ar\'ﬁ:g::I:: Ig‘yl-tlf~:v1v ! o
2 Unaga, Atencao, — Cytiva Sweden AB e
o cyaientle Pasor, _ SE-751 84 Uppsala, Sweden g
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cytiva.com
imate T GE Healthcare @ t' cytiva
o Sephadex™ G-25 Sephadex™ G-25
17-0033-07 Medium 17003307 Medium
40k
g 40kg

Lot 20200320
Pack 20200320
Expiry 2020-03

Store at +410 +30°C

MADE IN S\WEDEM

Cytiva Sweden AB

SE-751 84 Uppsala, Sweden
+46 18 612 0000
cytiva.com

Leaks  TIMDIEES



Lobsl o 26931285-20 GE Healthcare @ . Leewits  ZmENEELaE
J cytiva ReadyToProcess™

28.9200-79 ReadyToProcess™ 0 Q Sepharose™ FF

10 Lclumn Q Sepharose™ FF 28929079 10 L (251/200)

Lot 20170815 10 L {2 S 1/2 00] 10L column contains 20% ethanol 35 preservative

Expiry 2017-08 contains 20% ethanol as preservative

Id No. 20170815 Lot 20200330

Expiry 2020-03 Max Operating Pressurs: 4 Bar
Max Operating Pressure: &4 Bar IdNo. 20200330 Max Operating Temparaturs: 30°C
Store of +4 to =30°C Max Operating Temperature: 30°C
Store at +4 1o +30°C .
MADE IN SWEDEN » far rasaarch and furthar monufacturing usa anly - a0 rESIEh BN NUFheT ManUTastng UsE ol
Warning MADE IN SWEDEN warming
e i Flarnmible liguid and vapour. Keep sway feom heat, hot
GE Healthcare Bio-Sciences AB Flommoble liquid and vapour. Keep auay from heat et Cytiva sweden AB surfaces, sparks. open flames and cther ignition sources. No
SE-751 84 Uppsala, Sweden UG .le‘nr?rca??n c":‘]‘r:u‘:" q:‘; o _::l?'lttl:::gefr.gtc:c-t.ic'\c SE-751 84 Uppsala, Sweden smoking. Wear protective gloves and eye or face protection.
: g. Wear p gloves o e - +46 18 612 00 00 air): Tz i jate
wonmgeifessen Kagp cack F ON SN o i Toke offimmacotaly o eytha.com Contaminatea Clothing Rine it withwater o Shover
Winw.ge lences.com cantaminated clothing. Rinse skin with water or shower. g 5 - Fns £

GE Healthcare @ o cy“va lesaine meTICas

Series S

29-1049-90 Series S i
29104390 Sensor Chip CM3

Sensor Chip CM3

Packof 1
Packof1

Lot 20140414
Expiry  2014-04

Lot 20200428
Expiry 2020-04

Store at+2 to+8°C
Store at+2to +8°C

—

— MADE IN SWEDEN

—

—— GE Healthcare Bio-Sciences AB === CytivaSwedenAB
SE-751 84 Uppsala, Sweden SE-751 &4 Uppsala, Sweden
+86 18 612 00 00 +46 18 612 00 00
www.gelifesclences.com cytiva.com

GE Healthcare @ o cytiva S
11-5642:03 o Ficoll-Paque™ PREMIUM

S00 mi > ;
(sold as 6x500 mi) sterile solution

Lot 20130219 density 1.077 +0.001 g/ml (+20°C)
Expiry 2013-02

17544203 Ficoll-Paque™ PREMIUM

500 mL sterlle solution

(s0ld 2 6x500 mL) Gensity 1.077 £0.001 g/mL (+20°C)
Lot 20200508
Expiry 2020-05

mononuclear cell preparation
endotoxin tested (<0.12 EU/mI)

maononuclear cell preparation
protect from direct light endotoxin tested (<0.12 EU/mL)
Store at +4 to +30°C protect from direct light

Store at +4 to +30°C

Manufactured under a Quality Management System
certified to 1ISO 13485

Manufactured under a Quality Management System
— " certified to ISO 13485

MADEINSWEDEN MADE IN SWEDEN

GE Healthcare Bio-Sciences AB Cytiva Sweden AB For Research Use Only

SE-751 84 Uppsala, Sweden SE-751 84 Uppsala, Sweden Not for use in diagnostic procedures
#4618 612 00 00 +46 18 61200 00

www.gelifesciences.com
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cytiva.com
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