*** LABEL APPROVAL ***

Study: MV45225

Booklet Front Page

Report language: English

Template Name: 45225 BALO 20 BL X S
Gen.Var.Des.: 45225 30x80 BALO 20MG 2T BL SP wL
Gen.Variant: 45225 F110

Master Label Document:

Created by PTDS Global Clinical Label Coordination
Generation date: JUL/30/2024

Following section is relevant for approval:

MV45225 | RECOVERY Trial

2 film-coated tablets baloxavir
marboxil 20 mg

(1) Batch no.: 0199999999

(2) Expiry date: 31.12.2999

(3) For expiry date updates see outer
container.
(4) Pat.no.:,
(5) Dispensing date:

(240)8989898989

Please read the info below carefully before your approval or rejection!

If corrections are required please kindly add your comments and/or
corrections on this PDF label file (using "Review & Comment" tool

of Adobe Acrobat) or on a separate Word document and attach directly in
CLARA SAP with your system approval or rejection.

For minor changes not requiring re-approval and other additional
information please use the comment field directly in CLARA SAP within
the Approval transaction.

Please do NOT send any handwritten comments and/or corrections at all.



Final Booklet Index Page
General Info:
Molecule: 2 film-coated tablets baloxavir marboxil 20 mg

Master Label RPT-0327160 V1

Document:
Label Info: Blister: 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm / Text Area: 24x43 mm
QO First supply [X] Update, Reason: countries added (old BKL MAT ID 39029777)
Material ID: 39030457
Created by: Global Clinical Artwork Management

E-mail: global_clinical_artwork_mgmt.gips-gcam@roche.com

Creation Date:  July 29, 2024

Following section is relevant for approval

Country Page

ENGLISH (GB, GH, ID, IN, NP, ZA) 4
DUTCH (BE, NL) 5
ESTONIAN (EE) 6
FRENCH (BE, FR) 6
GERMAN (BE) 8
INDONESIAN (ID) 9
| ITALIAN (IT) 0

-




General Info:

Master Label
Document:

Label Info:

Material ID:

Created by:

Creation Date:

Final Booklet Index Page

Molecule: 2 film-coated tablets baloxavir marboxil 20 mg

RPT-0327160 V1

Blister: 2 film-coated tablets baloxavir marboxil 20 mg

Final Label Size: 30x80 mm / Text Area: 24x43 mm

QO First supply X Update, Reason: countries added (old BKL MAT ID 39029777)
39030457

Global Clinical Artwork Management
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July 29, 2024

Following section is relevant for approval

Country Page
PORTUGUESE (PT) 11
ROMANIAN (RO) 12
SPANISH (ES) 13
SWEDISH (SE) 14
VIETNAMESE (VN) 15




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1

Country Info: Country Specific Booklet Page for: ENGLISH

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

ted tablets il il 20 mg
or oral use.
Batch no.

N
=3

1)
2) Expiry date

3) For expiry date updates see outer container.

4) Pat.no.

(5) Dispensing date

Keep blister in outer carton. For clinical trial use only.
University of Oxford (CTSU), Old Road Campus, Roosevelt
Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451
Manufacturer: Shionogi Pharma CO., LTD., Settsu, Osaka
—1 566-0022, Japan

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To be corrected
[0 Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: DUTCH

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 il 20 mg
Voor oraal gebruik.

1) Chargenr.

2) Vervaldatum

3) Voor vervaldatum updates zie buitenverpakking.

4) Pat.nr.

(5) Vitgiftedatum

Bewaar de strip in de buitenverpakking. Uitsluitend voor
gebruik in klinische studie.

University of Oxford (CTSU), Old Road Campus, Roosevelt
Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: ESTONIAN

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

Baloksaviirmarboksiil 20 mg, 2 6hukese
poliimeerikattega tabletti
Suukaudseks kasutamiseks
(1) Partii number
(2) Kolblikkusaeg
(3) Kélblikkusaja kohta vaata val
(4) Pt. nr.
(5) Véljaandmise kuupaev
Hoida blister valispakendis. Ainult kliinilises uuringus
kasutamiseks.
University of Oxford (CTSU), Old Road Campus, Roosevelt
/ Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: FRENCH

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 comprimés pelliculés baloxavir marboxil 20 mg
Voie orale.
(1) Lot no.
(2) Date de péremption
(3) Pour les mises a jour de la date de péremption, voir
I'emballage extérieur.
(4) Pat.no.
(5) Date de dispensation
Conserver la plaquette dans I'emballage extérieur. Pour
recherche biomédicale uniquement.

University of Oxford (CTSU), Old Road Campus, Roosevelt
/ Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: GERMAN

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 Filmtabletten Baloxavir marboxil 20 mg
Zum Einnehmen.
(1) Ch--B.
(2) Verwendbar bis
(3) Aktualisierungen beziiglich des Verfallsdatums siehe
Umkarton.
(4) Pat.-Nr.
(5) Abgabedatum
Blisterpackung im Umkarton aufbewahren. Zur klinischen
Prifung bestimmt.
University of Oxford (CTSU), Old Road Campus, Roosevelt
/ Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: INDONESIAN (ID)

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 tablet salut selaput baloxavir marboxil 20 mg

Untuk penggunaan oral.

(1) No batch

(2) Tanggal daluarsa

(3) Untuk tanggal kedaluwarsa lihat pada kemasan luar.
(4) No pasien

(5) Tanggal pemberian

Simpan blister dalam karton. Hanya untuk uji klinik.
University of Oxford (CTSU), Old Road Campus, Roosevelt
Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: ITALIAN

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 compresse rivestite con film baloxavir marboxil 20 mg
Per uso orale.
(1) Lotto n®
(2) Data di scadenza
(3) Per gli aggiornamenti della data di scadenza vedere
I'imballaggio esterno.
(4) Paz.n®
(5) Data di dispensazione
Tenere il blister nell'imballaggio esterno. Solo per uso
sperimentale.

University of Oxford (CTSU), Old Road Campus, Roosevelt
/ Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: PORTUGUESE (PT)

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 comprimidos revestidos por pelicula de 20 mg de
baloxavir marboxil

Para via oral.

(1) Lote n°

(2) Data de validade

(3) Para atualizagdes da data de validade ver a embalagem
exterior.

(4) Doente n°

(5) Dispensado em

Manter o blister dentro da embalagem exterior. Apenas para

utilizagdo em ensaio clinico.
/ University of Oxford (CTSU), Old Road Campus, Roosevelt
Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: ROMANIAN

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 comprimate filmate baloxavir marboxil 20 mg
Pentru administrare orala.
(1) Lot Nr.
(2) Data expirarii
(3) Pentru actualizari privind data de expirare, consultati
ambalajul exterior.
(4) Pac.nr.
(5) Data distribuirii
A se pastra blisterele in cutie. Numai pentru folosire in studiu
clinic.
University of Oxford (CTSU), Old Road Campus, Roosevelt
/ Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: SPANISH (ES)

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 comprimidos recubiertos con pelicula baloxavir
marboxil 20 mg

Via oral.

(1) N°. lote

(2) CAD

(3) Ver las actualizaciones de fecha de caducidad en el
embalaje exterior

(4) N° pac

(5) Fecha de dispensacion

Mantener el blister en el envase exterior. Muestra para

investigacion clinica.
/ University of Oxford (CTSU), Old Road Campus, Roosevelt
Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: SWEDISH

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 filmdragerade tabletter baloxavir marboxil 20 mg

Oral anvandning.

(1) Sats

(2) Utg.dat

(3) Se yttre forpackningen for uppdatering av utgangsdatum.
(4) Pat.nr.

(5) Utlamningsdatum

Forvara blister i ytterkartongen. Endast for klinisk
lakemedelsprovning.

University of Oxford (CTSU), Old Road Campus, Roosevelt
Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




General Info: Final Country Booklet Label Approval

Molecule name: 2 film-coated tablets baloxavir marboxil 20 mg
Masterlabel Document: RPT-0327160 V1
Country Info: Country Specific Booklet Page for: VIETNAMESE

Label Info: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 30x80 mm, 24x43 mm

Created by: Clinical Label Management, F. Hoffmann-La Roche Ltd.
global_clinical_artwork_mgmt.gips-gcam@roche.com
Creation Date: July 29, 2024

Following section is relevant for approval

2 vién nén bao phim baloxavir marboxil 20 mg

Dung duéng ubng.

(1) L6 san xuét

(2) Ngay hét han

(3) Xem ngay hét han trén hop.

(4) Bénh nhan sé

(5) Ngay phat thubc

Gir vi thudc trong hop. San phdm diing cho thir nghiém lam
sang. Cam duing cho muc dich khac.

University of Oxford (CTSU), Old Road Campus, Roosevelt
Drive, Oxford, OX3 7LF, UK, Tel +44 800 138 5451

For External Approval Process

Please read the info below carefully !

If corrections are required please kindly add your comments and/or corrections on this PDF
file

(using the “Review & Comment” tool of Adobe Acrobat) or on a separate Word document and
attach to your mail.

To approve the labels, please print them out, sign each page, scan all and send them back as
attachment to your Roche contact person by e mail.

[0 To becorrected
[ Approved Print Name

Date Signature




