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1.0 Artwork 

 

2.0 Device Identification details 

Identification type Identification Description 

BOM label description LABEL, CARRIER, CAPSULE PACKAGING-USA 

Label part number PI-0097479-1 

Product Code /SKU CAP010-0000US 

Commercial GTIN / UDI 93599210 00196 

GS1 Product Description Atmo Gas Capsule (USA) 1 each 

Application Identifiers (AI)  (11) Manufacture Date, (21) Serial Number 

 

3.0 Identification and traceability summary 

A multi-region labelled capsule is packaged into a region-specific box where the serial number and batch 
details are replicated on the single box label. The label displays the product code for re-ordering. The serial 
number will trace back to a build record for traceability. This label has a different Device Identifier to the 
thermoform label as it is region specific once packaged with the patient take home guide.  
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