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Introduction

1.1 Scope

This report describes the labelling and packaging, for DOSE.

1.2 Revision history

Version | Approved by Approval date Description

01 First version

02 References corrected. Symbol for
consulting IFU changed from the
version in ISO 15223-1 to “the blue
man”.

03 Dean Minnock 2022-12-23 Added FCC ID number

04 Dean Minnock 2023-01-10 Legal manufacturer address updated on
labels.

Label position added (chapter 3.3)

05 Dean Minnock 2023-02-23 Updated layout for LBLO2 (vO5) with
separate sticker. Details added on
printing and label content.

06 2023-03-02 Figures are updated with the V6 of the

1.3 Definitions

Term

Definition

packaging label. Figure 3 is updated to
include the printed label.

1.4 References

[1]
(2]
3]

IZDOSE-LBLO1 Device label
IZDOSE-LBLO2 Packaging label
IZDOSE-PR-OTH-047 Packaging with print
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2 Unique Label Identifier

The label issue shall be present on the label according to ISO 20417; paragraph 6.1.4 d). The unique
label identifier is a combination of the identification number for the device — IZDOSE — the label
identifier — LBLXX — and the version code — XX, starting at 01.

For DOSE there are two different labels, the device label and the packaging label. Below are the
different unique label identifiers for DOSE labels presented. XX represents the version.

Table 1: Overview of Unique label identifiers for DOSE labels.

Label type Unique label identifier

Device label IZDOSE-LBLO1-XX

Packaging label IZDOSE-LBLO2-XX

3 Markings on the outside of the device — Device label

3.1 Elements on Device label

The elements to be used on the outside of the device, i.e. on the device label, are presented in Table
2 below.

Table 2 Elements to include on the outside of the device.

Element 1SO Requirement Comment
15223-1
5.1.1 IEC 60601-1, Clause Manufacturer info (name, trademark, and
7.2.2 address)
5.1.6 IEC 60601-1, Clause Type Reference or Model Version
REF 729

SN

IEC 60601-1, Clause
7.2.2

Serial number. May be removed if lot or batch
identifier is used.

-l

IEC 60601-1, Clause
7.2.2

The date of manufacture

IEC 60601-1, Clause
7.2.3

Indicates the need for the user to consult the
instructions for use.

To be accompanied with URL for e-IFU.

5V-g500mA IEC 60601-1, Clause The RATED supply voltage, the nature of
7.2.6,7.2.7 supply
FCCID - 47 CFR on FCC Legal requirement in the US market
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Element I1SO Requirement Comment
15223-1
- ISO 20417, Clause WEEE, safe disposal information
[ ]
GTIN - Global trade item number
GB - BLE ID
C € - Legal requirement on the EU market
I P 22 - IEC 60601-1, Clause IP classification
7.2.9

3.2 Device label size and layout
The measurements of the device label [1] is 48,3 mm wide and 8,5 mm high.

The device label, IZDOSE-LBLO1 has a layout according to Figure 1.

aoveton ced M| vyyy-MM-DD GTIN 5382000095502 c €

Egﬂ:zla BB icang [REFIIC-DOSE  _ [SN] DKPNNNNNN

X FCC ID: 2A9FH-IZDOSE001 IP 22
5\; : 5ggm,q s G innovationzed.com/ifu-documents 9 KOO

#0-L0NE71-35002ZI

Figure 1: Label IZDOSE-LBLO1-04

Some of the elements on the label are different depending on when the device is produced and
specific device characteristics. These unique items are highlighted with yellow in Figure 2.

Nowaue 2o (] (Wyv-vnion ) GTIN [5392000095502]( €
Belfield | tion Park
Bglf:gld Dubiin 4 ireand [REF]IC-DOSE [SN] [DKPNNNNNN

FO-L01E71 35002

X FCC ID: 2A9FH-IZDOSEDO1 IP 22
5\,:' _— SODmA o G innovationzed.com/ifu-documents 9 OO0

Figure 2: Unique items, based on manufacturing date and device characteristics.

3.3 Label position

The label is a sticker, fastened directly to the Dose device, with position and orientation according to
Figure 3.
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Bolhag, Davation e+ [REF) IC-DOSE [S] DKPNNNNNN
- FCC ID: 2A9FH-ZDOSEOO01

g gl FoaGES" 220 ] vvyv-mum00 GTIN 5392000095502 ( (
Bere Pa

IP 22

v sooma e innovationzed comvifu-documents ) J00OOKXXX

Figure 3: Position of the label on the device.

4 Information on the Packaging

The information elements to be established are presented below. In Section 4.3, an example of how
the information may be incorporated in the label is shown.

4.1 Translations

Today there are no requirements on translations for the Dose device labels. However, if the device
in the future becomes a Medical Device on the European market, all text strings on the label will
require translations to local languages (according to GSPR 23.2b).

4.2 Elements on Packaging label

The elements to be used on the label are presented in Table 3 below.

Table 3 Elements to include on the label.

Element 1SO Requirement Comment
15223-1
5.1.1 ISO 20417, Clause Manufacturer info (name and address)
5.1.3 ISO 20417, Clause Indicates the date when the device was
6.5.1 manufactured
5.1.5 ISO 20417, Clause Indicates the manufacturer’s batch code so
LOT 6.5.1 that the batch or lot can be identified
REF 5.1.6 ISO 20417, Clause Indicates the manufacturer’s Catalogue
6.5.1 number so that the device can be identified
SN 5.1.7 ISO 20417, Clause Indicates the manufacturer’s serial number so
6.5.1 that a specific device can be identified
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Element I1SO Requirement Comment
15223-1
5.2.8 IZDOSE-RMF-010 If the packaging is damaged, the
manufacturer cannot ensure the full function
of the device.
M 53.2 ISO 20417, Clause Indicates a device that needs protection from
@ .
//| N~ 6.5.3 sunlight
/\\
[ |
‘ 5.3.4 ISO 20417, Clause Indicates a device that needs to be protected
T 6.5.3 from moisture
5.3.7 ISO 20417, Clause Indicates the temperature limits to which the
SOCJ/- 6.5.3 device can be safely exposed
5.3.8 ISO 20417, Clause Indicates the range of humidity to which the

¢

&

d ““
45°C

T5%
||
Unique Device
Identifier (UDI)

Necessary
contraindications

Details necessary to
identify the medical
device and its use.
(statement of
intended use)
Commercial
product name/
Name or trade
name of the device

ce

6.5.3

ISO 20417, Clause
6.1.5

ISO 20417, Clause
6.5.2

ISO 20417, Clause
6.5.1

ISO 20417, Clause
6.5.2

ISO 20417, Clause
6.1.3

ISO 20417, Clause
6.1.3and 6.5.1

device can be safely exposed

Indicates the need for the user to consult the
instructions for use.

To be accompanied with URL for e-IFU.

WEEE, safe disposal information

Identifies the UDI carrier, including the AIDC
and human readable information.

Legal requirement on the EU market
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4.3 Packaging label size and layout

Some items on the label will be specific for each device (e.g. manufacturing date), and to handle this
within production, the packaging label is created in two steps. One step is to print the consistent
information on the packaging using the layout file Packaging with Print [3] and the second step is to
print the device specific information on a small sticker using the layout file Packaging Label [2], and
this sticker will be added to the package afterwards, see Figure 4. For a correct placement of the
sticker, a grey area is printed in the first step, which the sticker should be added on top of, covering

it entirely, see Figure 5.

s DO
Warning The user mantains full responsibiity to ster medication at the appropriate nsuiCheck DOSE stobe
% used as a reminder aki in taking ation Atways follow your doctors b erit advice.
6 Instantly captures dose dialled date, time & I
ambient temperature for each event
_\éf_ OLED display for high-quality visual feedoack
JO- - eveninchallengng lighting conditions Innovation
) ' NowUCD
Belfield inngflation Park
Rechargeable batt th 7- ife Belfiekd, retand
Y erovatonzed comsu-documenss. [REE] c-00se (€
c ’Corvpvluewmmmum;gm(;y»Wq
rom Nowo Nordisk, L i < o, & Sk
mlwwsable(ud}e(yme(mw X vw@ @ _< é& E
DO
@ e
S ___d__ (01) XXXXXXXXXXXKXX
@ e Sy = (10) X2000O00O0K
:‘:; S 3 (11) X00OOOOOCKK
$ Emmmmeme | M0 O R X & (17) XXXXXXXXXXXXXXX
)

(27) XXOAKXKXKXRXX

L]
&YYYY-MM-DD

XXX
[SN] X00000000KKK

|IZDOSE-LBL02-05

Figure 4: The packaging print with the packaging label integrated. Some information is printed on a separate sticker.
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InsulCheck DOSE

InsulCheck DOSE is an add-on device for insulin injection pens to support users by automatically capturing and
displaying injection event data, such as time of injection and the dialled dosage.

InsulCheck DOSE does not change or modify the function of the injection pen, nor does it make any decisions or
recommendation as to the timing or dosage to be administered.

The Device is intended to be used in common environments such as your home, office, or school

The Device is intended for users who see a benefit in logging their injection event data. This data can be logged either
manually by the user or automatically by wireless transmission.

InsulCheck DOSE should not be used as the sole or primary source for informing injection decisions.

Warning: The user maintains full responsibility to administer medication at the appropriate times InsulCheck DOSE is to be
used as a reminder aid in taking your medication. Always follow your doctor's treatment advice.

XXXXXKXXXXXXXXX
Instantly captures dose dialled, date, time & {?éi XXIKOOXKKKKXXX
ambient temperature for each event gl 1; %XXXXXXXXXXXX

OLED display for high-quality visual feedback
- evenin challenging lighting conditions Innovation Zed Ltd.

SRR NovaUCD XXX
Belfield Innovation Park SN 300000000
Rechargeable battery with 7-10 day life Belfield Dublin, 4, Ireland

per charge FCC ID: 2A9FH-IZDOSE001

e innovationzed.com/ifu-documents IC-DOSE (
Compatible with most insulin pen designs

from Novo Nordisk, Lilly & Sanofi /ﬂ/““c 7% @ g
(customisable for other therapeutic areas) -5°C 10% T

IZDOSE-LBL02-05

Figure 5: The packaging print after the sticker is added on top of the grey area

The separate sticker, IZDOSE-LBL02, contains the fields with date and device specific information.
This date and device specific information is explained in Figure 6.

The size of IZDOSE-LBL02 is 46x30 mm, and it is positioned on the packaging according to Figure 4.

(01) GTIN
e NovoPen5: 5391532050133

e  FlexTouch: 5391532050140
(01 00000000000 B
(17) XXXXKIXXXXKHXHXX e SoloStar: 5391532050157
(17) XXXXKXKKXKXXKKXX
{21 ) YOOOOOOOOOOX (10) Batch or lot number: Up To 20 Char, Num &
g Letters, (follow same scheme as CONNECT): This is
& YYYY-MM-DD & repeated in the LOT field.
% a) NP5-YYMM-N
- b) SS-YYMM-N
XOOOOOKXHNXX Ll ) FT-YYMM-N
[SN] XX000XXXX 8 d) KP-YYMM-N
— (11) Production date: 6 Char must follow format

YYMMDD. Repeated next to symbol for manufacturing.

(17) Expiration date: 6 Char must follow format
YYMMDD (1 year from manufacturing date to indicate
battery “shelf life”)

Figure 6: Date and device specifics on the packaging label. (21) Serial number: Up To 20 Char, Num & Letters This
repeated in the SN field
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5 Packaging details

The packaging for DOSE is a printed cardboard box according to Packaging with print [3]. This file

also specifies dimensions of the packaging.

The Packaging label is included in the box print as described in Section 4.




