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Tocilizumab 200 mg/10 ml 

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 

Retrieved on: 08 Mar 2024 04:24PM GMT+00:00

Document Number: GxP-0556699

Title: MV43976_TOCI_200MG_10ML_VL_39029773

Status: Approved
Status Date: 08 Mar 2024

by Jimmy McCullough (mccullj4)

Document version: 1.0

CONFIDENTIAL



General Info: Final Country Booklet Label Approval 
 
Molecule name: Tocilizumab 200 mg/10 ml 

Masterlabel Document: 
 

Country Info: 

TEC-0220137_v1.0 
 
Country Specific Booklet Page for: Croatian (HR) University Medical Centre Utrecht 

Label Info: 
 
 

Created by: 

Vial Tocilizumab 200 mg/10 ml 
Final Label Size: 36x85 mm 
 
Clinical Label Management, F. Hoffmann-La Roche Ltd. 
email: kaiseraugst.gips-labelmgmt@roche.com 

Creation Date: March 6, 2024 

 
 
 
 
 

Following section is relevant for approval 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Tocilizumab 200 mg/10 ml 

Koncentrat za otopinu za i.v. infuziju. Samo za jednu dozu. 
Primijeniti sukladno planu ispitivanja. 

(1) Broj serije 
(2) Rok valjanosti 
(3) Za ažurirani rok valjnosti vidjeti vanjski spremnik. 
(4) Br.bolesnika 
(5) Datum primjene 
Čuvati na temperaturi od 2°C - 8°C. 

Ne zamrzavati. Zaštititi od svjetlosti. ýuvati bočicu u vanjskom 
pakiranju. 
Samo za primjenu u kliničkom ispitivanju. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 

Retrieved on: 08 Mar 2024 04:24PM GMT+00:00

Document Number: GxP-0556699

Title: MV43976_TOCI_200MG_10ML_VL_39029773

Status: Approved
Status Date: 08 Mar 2024

by Jimmy McCullough (mccullj4)

Document version: 1.0

CONFIDENTIAL



General Info: Final Country Booklet Label Approval 
 
Molecule name: Tocilizumab 200 mg/10 ml 

Masterlabel Document: 
 

Country Info: 

TEC-0220137_v1.0 
 
Country Specific Booklet Page for: Czech (CZ) University Medical Centre Utrecht 

Label Info: 
 
 

Created by: 

Vial Tocilizumab 200 mg/10 ml 
Final Label Size: 36x85 mm 
 
Clinical Label Management, F. Hoffmann-La Roche Ltd. 
email: kaiseraugst.gips-labelmgmt@roche.com 

Creation Date: March 6, 2024 

 
 
 
 
 

Following section is relevant for approval 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Tocilizumab 200 mg/10 ml 

Koncentrát pro infuzní roztok. Intravenózní použití. Pouze pro 
jednorázové použití. 
Užívejte dle protokolu. 

(1) Č.šarže 
(2) Datum expirace 
(3) Informace o době použitelnosti je na vnějším obalu. 
(4) Pac. č. 
(5) Datum podání 
Uchovávejte při 2°C - 8°C. 

Nezmrazujte. Chraňte před světlem. Uchovávejte injekční 
lahvičku ve vnějším obalu. 
Pouze pro použití v klinickém hodnocení. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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Tocilizumab 200 mg/10 ml 

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 
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Totsilizumab 200 mg/10 ml 

Infusioonilahuse kontsentraat, intravenoosne. Ainult 
ühekordseks annuseks. 
Kasutage vastavalt protokollile. 

(1) Partii number 
(2) Kõlblikkusaeg 
(3) Kõlblikkusaja uuendamise kohta vaata välispakendilt. 
(4) Pt. nr. 
(5) Manustamise kuupäev 
Hoida temperatuuril 2°C...8°C. 

Mitte lasta külmuda. Hoida valguse eest kaitstult. Hoida viaal 
välispakendis. 
Ainult kliinilises uuringus kasutamiseks. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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Tosilitsumabi 200 mg/10 ml 

I.v.-infuusiokonsentraatti, liuosta varten. Vain kerta-annokseen. 
Käytä tutkimussuunnitelman mukaisesti. 

(1) Eränro 
(2) Käyt.viim./Utg.dat. 
(3) Päivitetty kestoaika, katso ulkopakkaus. 
(4) Pot.nro 
(5) Käyttöpäivä 
Säilytä 2°C - 8°C:ssa. 

Ei saa jäätyä. Herkkä valolle. Pidä injektiopullo 
ulkopakkauksessa. 
Kliiniseen tutkimukseen. För klinisk prövning. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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Tocilizumab 200 mg/10 ml 

Solution à 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 à jour de la date de péremption, voir 
l'emballage extérieur. 
(4) Pat.no. 
(5) Date d’administration 
Conserver à une température entre 2°C et 8°C. 

Ne pas congeler. Conserver à l'abri de la lumière. Conserver le 
flacon dans l’emballage extérieur. 
Pour recherche biomédicale uniquement. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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1 Durchstechflasche Tocilizumab 200 mg/10 ml 
Konzentrat zur Herstellung einer Infusionslösung zur i.v. Infusion. Nur 
zur einmaligen Anwendung. 
Gemäß Protokoll anwenden. 
(1) Ch.-B. 
(2) Verwendbar bis 
(3) Aktualisierungen bezüglich des Verfallsdatums siehe Umkarton. 
(4) Pat.-Nr. 
(5) Verabreichungsdatum 
Bei 2°C - 8°C lagern. 
Nicht einfrieren. Vor Licht schützen. Durchstechflasche im Umkarton 
aufbewahren. Leere Packungen und nicht verwendete Arzneimittel 
zurückgeben. 
Zur klinischen Prüfung bestimmt. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 CX 
Utrecht, NL 
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Tocilizumab 200 mg/10 ml 

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 
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Tocilizumab 200 mg/10 ml 

Concentrado para solução para perfusão i.v. Apenas para dose 
única. 
Utilizar como indicado no protocolo. 

(1) Lote nº 
(2) Data de validade 
(3) Para atualizações da data de validade ver a embalagem 
exterior. 
(4) Doente nº 
(5) Data de administração 
Conservar a uma temperatura entre 2ºC - 8ºC. 

Não congelar. Proteger da luz. Manter o frasco para injetáveis 
na embalagem exterior. 
Apenas para utilização em ensaio clínico. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 

Retrieved on: 08 Mar 2024 04:24PM GMT+00:00

Document Number: GxP-0556699

Title: MV43976_TOCI_200MG_10ML_VL_39029773

Status: Approved
Status Date: 08 Mar 2024

by Jimmy McCullough (mccullj4)

Document version: 1.0

CONFIDENTIAL



General Info: Final Country Booklet Label Approval 
 
Molecule name: Tocilizumab 200 mg/10 ml 

Masterlabel Document: 
 

Country Info: 

TEC-0220137_v1.0 
 
Country Specific Booklet Page for: Romanian (RO) University Medical Centre Utrecht 

Label Info: 
 
 

Created by: 

Vial Tocilizumab 200 mg/10 ml 
Final Label Size: 36x85 mm 
 
Clinical Label Management, F. Hoffmann-La Roche Ltd. 
email: kaiseraugst.gips-labelmgmt@roche.com 

Creation Date: March 6, 2024 

 
 
 
 
 

Following section is relevant for approval 
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

 

Tocilizumab 200 mg/10 ml 

Concentrat pentru solutie perfuzabila i.v. Doar pentru o singură 
doză. 
A se utiliza conform indicatiilor din protocol. 

(1) Lot Nr. 
(2) Data expirării 
(3) Pentru actualizări privind data de expirare, consultați 
ambalajul exterior. 
(4) Pac.nr. 
(5) Data administrării 
A se pastra la temperaturi intre 2°C - 8°C. 

A nu se congela. A se feri de lumina. A se ţine flaconul în cutie. 
Numai pentru folosire în studiu clinic. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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Tocilizumab 200 mg/10 ml 

Koncentrat za rastvor za i.v. infuziju. Za jednokratnu upotrebu. 
Upotrebiti prema uputstvu iz protokola. 

(1) Broj serije 
(2) Važi do 
(3) Za ažurirane podatke o roku upotrebe videti spoljni 
kontejner 
(4) Pacijent br. 
(5) Datum primene 
Čuvati na temperaturi od 2°C - 8°C. 

Ne zamrzavati. Zaštititi od svetlosti. Bočicu čuvati u spoljnjem 
pakovanju. 
Samo za primenu u kliničkoj studiji. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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Tocilizumab 200 mg/10 ml 

Koncentrat za raztopino za i.v. infundiranje. Samo za enkratni 
odmerek. 
Uporabljajte v skladu s protokolom. 

(1) Serija 
(2) Rok uporabnosti 
(3) Za posodobitve roka uporabe glejte zunanjo ovojnino. 
(4) Št. bolnika 
(5) Datum aplikacije 
Shranjujte pri temperaturi od 2°C do 8°C. 

Ne zamrzujte. Shranjujte zaščiteno pred svetlobo. Vialo 
shranjujte v zunanji ovojnini. 
Zdravilo je namenjeno kliničnemu preskušanju. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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Tocilizumab 200 mg/10 ml 

Concentrado para solución para perfusión i.v. Para dosificación 
única. 
Usar según lo indicado en el protocolo. 

(1) Nº. lote 
(2) CAD 
(3) Ver las actualizaciones de fecha de caducidad en el 
embalaje exterior 
(4) Nº pac 
(5) Fecha de administración 
Conservar a 2°C - 8°C. 

No congelar. Proteger de la luz. Mantener el vial dentro de su 
embalaje exterior. 
Muestra para investigación clínica. 
University Medical Centre Utrecht, Heidelberglaan 100, 3584 
CX Utrecht, NL 
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Tocilizumab 200 mg/10 ml 

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. 
Monash University, Wellington Road, Clayton, Victoria 3800, 
AU 
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Tocilizumab 200 mg/10 ml 

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. 
Monash University, Wellington Road, Clayton, Victoria 3800, 
AU 
Manufacturer: Chugai Pharma Manufacturing Co., Ltd., 
Utsunomiya-city, Tochigi, 321-3231 Japan 
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 مل/10مجم200توسيليزوماب
 لجرعه واحده فقط. مخصص للضخ داخل الوريد. V.Iمركز خاص بمحلول 

 يستعمل حسب التعليمات الواردة في البروتوكول.
 رقم التشغيله(1) 
 تاريخ، انتهاء الصلاحية(2) 
 لتحديثات تاريخ انتهاء الصلاحية انظر العلبه الخارجية(3) 
 رقم المريض(4) 
 تاريخ الاستعمال(5) 

 درجة مئوية 8و  2يجب حفظ هذا الدواء في درجة حرارة تتراوح  بين 

 احفظ القارورة في صندوق خارجي. احفظ من الأشعة الضوئية. لا تجمد.
 للاستعمال في التجارب السريرية فقط.

Monash University, Wellington Road, Clayton, Victoria 
3800, AU 
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Tocilizumab 200 mg/10 mL 
Concentrado para solución para infusión i.v. Para usarse una sola vez. 
Administrar tal y como se indica en el protocolo. 
(1) Nº. lote 
(2) Fecha de Vencimiento 
(3) Para actualizaciones de fecha de vencimiento consulte el empaque 
exterior. 
(4) Nº. pac. 
(5) Fecha de Administración 
Conservar entre 2°C - 8°C. 
No congelar. Proteger de la luz. Mantenga el vial dentro del empaque 
original. 
Para uso exclusivo en Investigación Clínica. Prohibida su venta. 
Monash University, Wellington Road, Clayton, Victoria 3800, AU 
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Tocilizumab 200 mg/10 ml 

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. Investigational drug to be used by 
qualified investigators only. 
Medical Research Instiute of New Zealand, Wellington Hospital, 
Riddiford St, Newtown, Wellington 6021, NZ 
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Tocilizumab 200 mg/10 ml 

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. Investigational drug to be used by 
qualified investigators only. 
Unity Health Toronto, 30 Bond Street, Toronto, Ontario, M5B 
1W8, CA 
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Tocilizumab 200 mg/10 ml 
Solution à 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 à jour de la date de péremption, voir l'emballage 
extérieur. 
(4) Pat.no. 
(5) Date d’administration 
Conserver à une température entre 2°C et 8°C. 
Ne pas congeler. Conserver à l'abri de la lumière. Conserver le flacon 
dans l’emballage extérieur. 
Pour recherche biomédicale uniquement. Médicament de recherche 
réservé uniquement à l'usage de chercheurs compétents. 
Unity Health Toronto, 30 Bond Street, Toronto, Ontario, M5B 1W8, CA 
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Tocilizumab 200 mg/10 ml 

静脈内投与用溶液。 1 回投与用。 

プロトコールに従って使用して下さい。 

(1) 製造番号 

(2) 使用期限 

(3) 使用期限の更新については、外装容器を参照して下さい。 

(4) 被験者番号 

(5) 投与日 

2°C - 8°C にて保管。 

凍結禁止。 遮光。 バイアルは箱に保管して下さい。 

治験用。 

St Marianna University School of Medicine, 2-16-1, 

Sugao, Miyamae-Ku, Kawasaki, Kanagawa, Japan 216-8511 
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Tocilizumab 200 mg/10 ml 

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. 
National University Hospital (SG) Pte Ltd, 1E Kent Ridge Road, 
#13-00, SG 119228 
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