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1.0 MATERIAL IDENTIFICATION
1.1  Standard Name Bronchitol 14 Day Pack Carton Australia
1.2 Alternate Name Bronchitol 14 Day Pack Carton AU
1.3  Description MetsaBoard Pro FBB Bright 415pum +3%
1.4  Packaging The packaging must be adequate to prevent contamination of
the cartons
1.5  Dimensions 210mm x 72mm x 113mm
2.0 ARTWORK
As per attached artwork.
2.1  Artwork Number CSP466/04
3.0 APPROVED SUPPLIER
CCL label
4.0 STORAGE CONDITIONS
Store in clean, dry place.
5.0 DIMENSIONS AND PRINT
Inspect the carton for the attributes listed on FM-139 Release of Packaging Materials —
Cartons.
6.0 INSPECTION AND SAMPLING
Inspect and sample according to FM-139 Release of Packaging Materials — Cartons. Inspect
as per SOP-173.
7.0 ACCEPTANCE LIMITS
Acceptance limits are listed on FM-139 Release of Packaging Materials — Cartons. Inspect as
per SOP-173.
8.0 SHELF LIFE
Five years from the date cleared for delivery by manufacturer as per Certificate of
Conformance.
9.0 SAMPLE — Not Applicable.
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10.0 DOCUMENT CHANGE HISTORY

. Date . o e .
Version Effective Section Description and Rationale
08 30Jan23 3.0 Update Supplier to CCL Label as per OPS-22-044.
2.1, . 21-
07 19-Dec-22 Artwork Artwork version updates, as per OPS-21-019.
06 18-Dec-20 1.3 Update to carton material name as per CR862.
All Updated document to latest template version as per
05 300ct17 SOP-021.
3.0 Updated approved suppliers name in accordance with
CR#686.
All Updated document to current template as per SOP-
021.
04 15Febl6 2.1 Artwork version updated to CSP466/03
Artwork | Storage condition changed from 25°C to 30°C as per
CR#643.
All Update document to current template version as per
document control procedure SOP-021 and CR498.
2.1 Artwork number updated to “CSP466/02”.
03 24May13 Remove “Manufactured By” from artwork as per
CR463.
Artwork Change manufacturer address to “20 Rodborough
road, Frenchs Forest NSW 2086 Australia” as per
CR463.
02 03Augl?2 3.0 Changed to correct approved supplier name
‘Colorpak Ltd’
01 01Mayl12 All New document.
END OF DOCUMENT
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Medicinal product for the treatment of cystic fibrosis, . U
subject to medical supervision, KEEP OUT OF REACH OF CH".DREN
Use as directed by your doctor. 70 BE USED UNDER THE SUPERVISION OF A SUITABLY TRAINED PROFESSIONAL
' . #
Refer to package leaflet for inhaler device instructions, bronCh |t0l 40 mg b b
inhalation powder, hard capsules ro nc I o
Capsules contain powder for oral inhalation using the Pharmacy Label mannitol e ° 40 mg
inhaler device enclosed. inhalation powder, hard capsules
Do not remove capsules from blister until immediately mannitol
before use. Inhalation use only.
Store below 30°C The capsules are not to be swallowed.
Each hard capsule contains 40 mg mannitol.
0 Read the package leaflet before use.
; : AUST R 168002 s
Distributed by: BTG Speciality Health
pharmaxis Lovol 1,10 iy Rord rawtnar,
Manufactured by: Pharmaxis Ltd Vie 3122 Australia,
20 Rodborough Road
Frenchs Forest NSW 2088 Ph. 16800 100 262
Australia BTC Speciality Hoofth, pharmaxis
Lot XXXXXBAU EXP MM/YYYY
+
N7 G
SCALE : 100% N7 Packag BPN 113922 KNIFE: K3088 (BG) PL 14549
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