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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.
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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: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister with 2 film-coated tablets baloxavir marboxil 20 mg

For oral use.

Take as directed by your doctor.

(1) Batch no.

(2) Expiry date

(3) Pat.no.

(4) Investigator

(5) Dispensing date

Store at 15°C - 30°C. If completing the course at home, take _____ baloxavir
marboxil tablets (from box(es)), as a single dose on .Keep
blister in outer carton. Keep out of reach of children. Return empty packaging and
unused products. 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 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 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: DUTCH

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister met 2 fil bl bal ir marboxil 20 mg
Voor oraal gebruik.
Neem zoals voorgeschreven door uw arts.
(1) Chargenr.
(2) Vervaldatum
(3) Pat.nr.
(4) Onderzoeker
(5) Vitgiftedatum
Bewaren bij 15°C - 30°C. Als u de kuur thuis afmaakt, neemtu _____ baloxavir
marboxil tabletten (uit _____ verpakking(en)), als één dosis op .
Bewaar de strip in de buitenverpakking. Buiten het bereik van kinderen houden.
Breng lege verpakkingen en niet gebruikte medicijnen terug.
/ 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 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: ESTONIAN

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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 hukese poliimeerikattega tabletti blistris
Suukaudseks kasutamiseks.
Votke vastavalt arsti juhistele.
(1) Partii number
(2) Kélblikkusaeg
(3) Pt. nr.
(4) Uurija
(5) Valjaandmise kuupaev
Hoida temperatuuril 15°C...30°C. Kui teete ravikuuri labi kodus, votke
ihekordse annusena baloksaviirmarboksiil tablett(i)

( karbist). Hoida blister valispakendis. Hoida lastele kattesaamatus kohas.
Tagastada tlihi pakend ja kasutamata tooted.
/ 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 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: FRENCH

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Plaquette de 2 comprimés pelliculés baloxavir marboxil 20 mg
Voie orale.
Prendre comme indiqué par votre médecin.
(1) Lot no.
(2) Date de péremption
(3) Pat.no.
(4) Investigateur
(5) Date de dispensation
Conserver a une température entre 15°C et 30°C. Si vous prenez le traitement &
domicile, prenez _____ comprimés de baloxavir marboxil (a partir de _____ boite(s)), en
une seule prisele .
Conserver la plaquette dans I'emballage extérieur. Tenir hors de la portée des enfants.
Retourner les conditionnements vides et les produits non utilisés.
/ 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 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: GERMAN

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister mit 2 Filmtabletten Baloxavir marboxil 20 mg

Zum Einnehmen.

GemaR den Angaben lhres Arztes einnehmen.

(1) Ch.-B.

(2) Verwendbar bis

(3) Pat.-Nr.

(4) Prifarzt

(5) Abgabedatum

Bei 15°C - 30°C lagern. Wenn Sie die Behandlung zu Hause weiterfiihren, nehmen Sie
____ Tabletten Baloxavir marboxil (aus ____ Schachtel(n)), als Einzeldosis

am . Blisterpackung im Umkarton aufbewahren. Arzneimittel fiir Kinder
unzuganglich aufbewahren. Leere Packungen und nicht verwendete Arzneimittel
zuriickgeben.

/ Zur Klinischen Priifung 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 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: INDONESIAN (ID)

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister dengan 2 tablet salut selaput baloxavir marboxil 20 mg

Untuk penggunaan oral.

Minum seperti yang diinstruksikan oleh dokter Anda.

(1) No batch

(2) Tanggal daluarsa

(3) No pasien

(4) Peneliti

(5) Tanggal pemberian

Simpan diantara 15°C-30°C. Jika menyelesaikan pengobatan di rumah,
minumlah tablet baloxavir marboxil (dari _____kotak), sebagai dosis tunggal

pada. Simpan blister dalam karton. Hindari dari jangkauan anak-anak.
Kembalikan kemasan kosong dan produk yang tidak terpakai.
/ 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 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: ITALIAN

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister da 2 compresse rivestite con film di baloxavir marboxil 20 mg

Per uso orale.

Assumere come indicato dal medico.

(1) Lotto n°

(2) Data di scadenza

(3) Paz. n°

(4) Sperimentatore

(5) Data di dispensazione

Conservare a 15°C - 30°C. Se si completa il trattamento a casa, assumere ____
compresse di baloxavir marboxil (da ____ scatola/e), in dose singola il
Tenere il blister nell'imballaggio esterno. Tenere fuori dalla portata dei bambini.

Restituire le confezioni di farmaco vuote e i prodotti non utilizzati.

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 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: PORTUGUESE (PT)

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister com 2 comprimidos revestidos por pelicula de 20mg de baloxavir marboxil
Para via oral.

Tomar como indicado pelo seu médico.

(1) Lote n®

(2) Data de validade

(3) Doente n°®

(4) Investigador

(5) Dispensado em

Conservar a uma temperatura entre 15°C - 30°C. Se completar o tratamento em casa,
tome _____ comprimidos de baloxavir marboxil (de _____ caixa(s)), em dose Unica em

. Manter o blister dentro da embalagem exterior. Manter fora do alcance
das criangas. Devolver as embalagens vazias e os produtos néo utilizados.

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 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. ROMANIAN
Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister cu 2 comprimate filmate baloxavir marboxil 20 mg

Pentru administrare orala.

Ase inistra conform r darii medicului dvs.

(1) Lot Nr.

(2) Data expirarii

(3) Pac.nr.

(4) Investigator

(5) Data distribuirii

A se pastra la temperaturi intre 15°C - 30°C. Daci finalizati tratamentul acasa,
luati___ comprimate de baloxavir marboxil (din cutie(cutii)), ca doza unica

la . A se pastra blisterele in cutie. A nu se lasa la indeméana copiilor.
Returnati ambalajele goale si medicamentele nefolosite.
/ 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 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: SPANISH (ES)

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister con 2 comprimidos iertos con pelicul I ir marboxil 20 mg

Via oral.

Administrar segun le indique su médico.

(1) N°. lote

(2) CAD

(3) N° pac

(4) Investigador

(5) Fecha de dispensacion

Conservar a 15°C - 30°C. Si completa el tratamiento en casa, tome_____ comprimidos de
baloxavir marboxil (de ____caja/s), como dosis Unica el .
Mantener el blister en el envase exterior. Mantener fuera del alcance de los nifios.

Devolver los envases vacios y la medicacién sobrante.

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 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: SWEDISH

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Blister med 2 filmdragerade tabletter baloxavir marboxil 20 mg
Oral anvandning.
Tas enligt lakarens ordination.
(1) Sats
(2) Utg.dat
(3) Pat.nr.
(4) Provare
(5) Utlamningsdatum
Forvaras vid 15°C - 30°C. Om du fullféljer behandlingen i hemmet, ta
baloxavirmarboxil-tabletter (fran kartong(er)) som en engangsdos den

. Forvara blister i ytterkartongen. Forvaras utom syn- och rackhall for
barn. Aterldmna tomma férpackningar och oanvénda produkter.
/ Endast for klinisk Iakemedelsprévning.

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 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: VIETNAMESE

Label Info: Box: Blister with 2 film-coated tablets baloxavir marboxil 20 mg
Final Label Size: 40x100 mm, 34x70 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

Vi chira 2 vién nén bao phim baloxavir marboxil 20 mg

Dung duéng uéng.

Str dung theo hwéng dan cua bac sy ctia ban.

(1) L6 san xuét

(2) Ngay hét han

(3) Bénh nhan sb

(4) Nghién ctru vién

(5) Ngay phat thubc

Bao quan & 15°C - 30°C. Néu hoan thanh liéu trinh tai nha, uéng ____ vién nén

baloxavir marboxil (ttr hop), mot 1an duy nhét vao . Gilv vi

thudc trong hop. Dé xa tam tay tré em. Tra lai vo thubc va san pham khong st

dung.

/ San pham dung cho thr nghiém lam sang. C&m dung 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 be corrected
[0 Approved Print Name

Date Signature




