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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Concentrate for solution for i.v. infusion. For single dose only.
Use as directed in the protocol.

(1) Batch no.

(2) Expiry date

(3) For expiry date updates see outer container.

(4) Pat.no.

(5) Administration date

Store at 2°C - 8°C.

Do not freeze. Protect from light. Keep vial in outer carton.
For clinical trial use only.

University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL
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file
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attachment to your Roche contact person by e mail.
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi
Koncentrat za otopinu za i.v. infuziju. Samo za jednu dozu.
Primijeniti sukladno planu ispitivanja.
(1) Broj serije
(2) Rok valjanosti
(3) Za azurirani rok valjnosti vidjeti vanjski spremnik.
(4) Br.bolesnika
5) Datum primjene
uvati na temperaturi od 2°C - 8°C.
Ne zamrzavati. Zastititi od svjetlosti. Cuvati bocicu u vanjskom
pakiranju.
Samo za primjenu u klinickom ispitivanju.
University Medical Centre Utrecht, Heidelberglaan 100, 3584

/ CX Utrecht, NL

For External Approval Process

Please read the info below carefully !

If corrections are required
file

please kindly add your comments and/or corrections on this PDF

(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.
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Koncentrat pro infuzni roztok. Intravenézni pouziti. Pouze pro
jednorazoveé pouziti.

Uzivejte dle protokolu.

(1) C.3arze

(2) Datum expirace

(3) Informace o dobé& pouZitelnosti je na vnéjsim obalu.

(4) Pac. ¢.

(5) Datum podani

Uchovavejte pfi 2°C - 8°C.

Nezmrazujte. Chraiite pred svétlem. Uchovavejte injekéni
lahvi¢ku ve vnéj$im obalu.

Pouze pro pouziti v klinickém hodnoceni.

/ University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL

For External Approval Process

Please read the info below carefully !

If corrections are required
file

please kindly add your comments and/or corrections on this PDF

(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.
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Concentraat voor oplossing voor i.v. infusie. Uitsluitend voor
eenmalig gebruik.

Gebruik volgens instructie in het protocol.

(1) Chargenr.

(2) Vervaldatum

(3) Voor vervaldatum updates zie buitenverpakking.

(4) Pat.nr.

(5) Toedieningsdatum

Bewaren bij 2°C - 8°C.

Niet invriezen. Beschermen tegen licht. De injectieflacon in de
buitenverpakking bewaren.

Uitsluitend voor gebruik in klinische studie.

/ University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL

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.
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Following section is relevant for approval

Totsilizumab 200 mg/10 ml

Infusioonilahuse kontsentraat, intravenoosne. Ainult
lihekordseks annuseks.

Kasutage vastavalt protokollile.

(1) Partii number

(2) Kolblikkusaeg

(3) Kélblikkusaja uuendamise kohta vaata vélispakendilt.

(4) Pt.nr.

(5) Manustamise kuupéev

Hoida temperatuuril 2°C...8°C.

Mitte lasta kiilmuda. Hoida valguse eest kaitstult. Hoida viaal
valispakendis.

Ainult kliinilises uuringus kasutamiseks.

/ University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL

For External Approval Process

Please read the info below carefully !

If corrections are required
file

please kindly add your comments and/or corrections on this PDF

(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.
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Following section is relevant for approval

Tosilitsumabi 200 mg/10 ml

Lv.-infuusiokonsentraatti, liuosta varten. Vain kerta-annokseen.
Kayta tutki . e

(1) Eranro

(2) Kayt.viim./Utg.dat.

(3) Paivitetty kestoaika, katso ulkopakkaus.

(4) Pot.nro

(5) Kayttopaiva

Séilyta 2°C - 8°C:ssa.

Ei saa jaatya. Herkka valolle. Pida injektiopullo
ulkopakkauksessa.

Kliiniseen tutkimukseen. For klinisk provning.

University Medical Centre Utrecht, Heidelberglaan 100, 3584

/ CX Utrecht, NL
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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.
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Solution a diluer pour perfusion i.v. A usage unique.

A utiliser comme indiqué dans le protocole.

(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 d’administration

Conserver a une température entre 2°C et 8°C.

Ne pas congeler. Conserver a I'abri de la lumiére. Conserver le
flacon dans I'emballage extérieur.

Pour recherche biomédicale uniquement.

University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL

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.
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Following section is relevant for approval

1 Durchstechflasche Tocilizumab 200 mg/10 mi
Konzentrat zur Herstellung einer Infusionslosung zur i.v. Infusion. Nur
zur einmaligen Anwendung.

GemaB Protokoll anwenden.

(1)Ch.-B

(2) Verwendbar bis
@)

beziiglich des siehe Umkarton.
(4) Pat.-Nr.

(5) Verabreichungsdatum

Bei 2°C - 8°C lagern.

Nicht einfrieren. Vor Licht schiltzen. Durchstechflasche im Umkarton
gen und nict

zuriickgeben.

Zur Kiinischen Priifung bestimmt.

University Medical Centre Utrecht, Heidelberglaan 100, 3584 CX
Utrecht, NL

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
Date
Retrieved on: 08 Mar 2024
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Vial Tocilizumab 200 mg/10 ml
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Concentrato per soluzione per infusione e.v. Monodose.
Utilizzare come indicato nel protocollo.

(1) Lotto n°®

(2) Data di scadenza

(3) Per gli aggiornamenti della data di scadenza vedere
l'imballaggio esterno.

(4) Paz.n®

(5) Data di somministrazione

Conservare a 2°C - 8°C.

Non congelare. Proteggere dalla luce. Tenere il flaconcino
nell'imballaggio esterno.

Solo per uso sperimentale.

/ University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL

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.
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Molecule name: Tocilizumab 200 mg/10 ml
TEC-0220137_v1.0
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi
Concentrado para solugao para perfusao i.v. Apenas para dose
Unica.
Utilizar como indicado no protocolo.
(1) Lote n°
(2) Data de validade
(3) Para atualizagdes da data de validade ver a embalagem
exterior.
(4) Doente n°
(5) Data de administragao
Conservar a uma temperatura entre 2°C - 8°C.
Nao congelar. Proteger da luz. Manter o frasco para injetaveis
na embalagem exterior.
/ Apenas para utilizagdo em ensaio clinico.
University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL

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.
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Concentrat pentru solutie perfuzabila i.v. Doar pentru o singura
doza.

A se utiliza conform indicatiilor din protocol.

(1) Lot Nr.

(2) Data expirarii

(3) Pentru actualizari privind data de expirare, consultati
ambalajul exterior.

(4) Pac.nr.

(5) Data administrarii

A se pastra la temperaturi intre 2°C - 8°C.

A nu se congela. A se feri de lumina. A se tine flaconul in cutie.
Numai pentru folosire in studiu clinic.

/ University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL

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.
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Koncentrat za rastvor za i.v. infuziju. Za jednokratnu upotrebu.
Pt iti prema up iz p .

(1) Broj serije

(2) Vazi do

(3) Za azurirane podatke o roku upotrebe videti spoljni

kontejner

(4) Pacijent br.

(5) Datum primene

Cuvati na temperaturi od 2°C - 8°C.

Ne zamrzavati. Zastititi od svetlosti. Bo¢icu uvati u spoljnjem

pakovanju.

Samo za primenu u klinickoj studiji.

/ University Medical Centre Utrecht, Heidelberglaan 100, 3584

CX Utrecht, NL

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.
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Vial Tocilizumab 200 mg/10 ml
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Following section is relevant for approval

Tocilizumab 200 mg/10 mi

Koncentrat za raztopino za i.v. infundiranje. Samo za enkratni
odmerek.

L jajte v skladu s pi

(1) Serija

(2) Rok uporabnosti

(3) Za posodobitve roka uporabe glejte zunanjo ovojnino.

(4) St. bolnika

(5) Datum aplikacije

Shranjujte pri temperaturi od 2°C do 8°C.

Ne zamrzujte. Shranjujte zadgiteno pred svetlobo. Vialo
shranjujte v zunanji ovojnini.

Zdravilo je namenjeno klinicnemu preskusanju.
/ University Medical Centre Utrecht, Heidelberglaan 100, 3584
CX Utrecht, NL
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