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Batch No:
Expiry date:

Mfg. date:

Actilyse® 50 mg

Treatment Set

Each treatment set contains: 2 injection vials Actilysee 50mg and 2 vials of 50ml water for injection,
2 conduction cannulas

ctilysee 50 mg
Treatment Set
Eachitreatment set contains:
2 injection vials Actilysee 50mg and
2 vials of\50ml water for injection,
2 conductioncannulas

For indication and dosage see enclosed leaflet.
The reconstituted solution has been
demonstrated to be stable for 24 hours

at 2 - 8°C and for 8 hours at 30°C.

MAL19890230AZ
BRU09090322P

1

1

1

1

1

1

1

1

1

| Protect from lights. Store below 30°C.
| Keep out of reach of children

1 Jauhi daripada kanak-kanak
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UBAT TERKAWAL | JAUHI DARI
CONTROLLED KANAK-KANAK
MEDICINE

i Oleh:

Actilyse® 50 mg
Alteplase
Treatment Set

For fibrinolytic therapy
Foriwv. infusion

Actilysee 50 mg
Treatment Set /
Each treatment set contains: /

2 injection vials Actilyse® 50mig and
2 vials of 50ml water for injé:’lion,
2 conduction cannulas—

Each treatment set contains: 2 injection vials Actilysee 50mg and 2 vials of 50ml water for injection,
2 conduction cannulas

1 injection vial contains 50mg Recombinant Human Tissue-type
Plasminogen Activator in 2333 mg dry substance
1 vial of solvent contains 50ml sterile water for injection

Marketing Authorization Holder:
Boehringer Ingelheim (Malaysia) Sdn. Bhd.
Level 23A, Mercu Aspire,

No. 3, Jalan Bangsar, KL Eco City,

59200 Kuala Lumpur, Malaysia.

Manufactured by:

Boehringer Ingelheim Pharma GmbH & Co. KG
Biberach/Riss, Germany

For Boehringer Ingelheim International GmbH
Ingelheim am Rhein, Germany.
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Perigord No: 906845 P1
- . Mandatory in In-process control specification
File information - p p
D Printfile Example:
Issue date of TD: 20.04.2023 Yes Yes Technical informaion
control code type:
PPM SKU: P060220 No Yes Code 128a
PPM SKU version: 001 No Yes
Issue date of artwork: 21.08.2025 No Yes
Print colors: PAN BLACK PAN 574 | IENES I no Yes
PAN 485 ‘ 59757-04
> B 'Y
I~ g
Mat. No. Pack. Site: P060220-001 No Yes
Min. font size: 4 pt MQSS S 8,5mm
Legend case version: V5.0 01/Jan/2021 (please do not change or remove it) 55 max. 48 mm

Technical colours - not for printing
BI-Diecut-Legendcase Free area
BI-Function-varnish BI-Spot-varnish

Variable data & coding information

BI-Braille
BI-Embossing medium

BI-Online data guide Bl-Lacquer-free

BI-Embossing high

BI-Embossing low

a = Batch number

b = Expiry date ¢ = Manufacturing date

d = Price

e = GTIN, NTIN, Product Code

f = Serial number -

Position of prefixes (Artwork) and example of variable data (online imprint).
This is just an example, format of date, prefixes and code content in accordance to valid DaCoR-Version.

Artwork online imprint
prefixe | 12345678901234 Dat
! prefix f 12345678901234 ata
1 Matrix-
Code
{ prefixa 123456A
! prefix b MM YYYY
prefix c MM YYYY

Additional requirements of packaging site

Template name: BIO-FB_175x59x83_PSS ‘ Index: 3.0

Only for Bl-internal use, Template according to Drawing No.: SP-15-0098-001-B

Information “front/outside”, “reverse/inside”and “axis to work and turn” has to stay visible for CS
onlyin case two pages are used. If second page is not needed, please delete it.




