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1 Secondary Packaging Specification
1.1 The secondary packaging key line and dimensions are below:
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Specification Label Specification (US) CALC IVIS

Code No.: | MSPEC001-US-01 Effective Date:

Replaces No.: | N/A Department: | Supply Chain

1.2 The secondary packaging artwork is below. This illustration is to show how the artwork fits
onto the key line. Due to the size the label is not legible, for an exploded view of the label please

see section 1.3.
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Specification Label Specification (US) CALC lVlS

Code No.: | MSPEC001-US-01 Effective Date:

Replaces No.: | N/A Department: | Supply Chain

1.3 Box Label

®
o — CALCIVIS Imaging Device.
I I For Exclusive use with the

CALCIVIS Imaging System.
Made in U.K.

CALCIVIS Ltd. - US-DEVO1-01
d Nine Edinburgh BioQuarter E

Edinburgh EH16 4UX

www.CALCIVIS.com IP42

Contents Py (01) 506 051 314 0001
1 x Imaging Device
1 x User Manual YYYY 1 (21) CANNNNNN
—, . L
TN
==/ 5V,0.9ADC R

R Professional use only 0088

The UDI (highlighted in the red box) is variable text printed by the contract manufacturer.
The variable text label is created and applied by the device manufacture. There are 3 aspects to this

label (1) the unique identification 2D bar code (2) the unique device identification number (top
number) and (3) the sequential device serial number CAxxxxxx (bottom number).

1.4 The Device Label L65mm x H25mm (illustrative image below).

®
— — CALCIVIS Imaging Device.
I I For Exclusive use with the

CALCIVIS Imaging System.
Made in U.K.

CALCIVIS Ltd. US-DEVO1-01
Nine Edinburgh BioQuarter

Edinburgh EH16 4UX

www.CALCIVIS.com |P42

R Professional use only ® (01) 506051 314 0001
ﬂ YYYY i | (21) CANNNNNN

@ 5V, 0.9A DC ° c E -

SN | CANNNNNN R ©

0088 —

N
X

P0260070A

The UDI (highlighted in the red box) is variable text printed by the contract manufacturer.
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4 Secondary Packaging Configuration (used for illustration)
The packaging system includes a foam fitment to support the device, the cradle and the USB
cable assembly. The box is secured by putting the lid and User Manual in place.

The lid and User Manual are placed on top of the

Item 2 cradle

device and the box is sealed

Item 1 USB cable
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N Calcivis Applicator Main Body \7/:
Specification Label Specification (US). CALC IVIS
Code No.: Effective Date:
Replaces No.: Department:

Supply Chain

1 Packaging Specification

The outer cardboard box.

The variable text label.

2 Box Dimensions

The foam fitment tray and lid.
The information for use leaflet (IFU).

The box dimensions are in image 1.

Image 1

/ N
; -

The applicator main body kit packaging consists of 4 components

118

£
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Specification Label Specification (US). CALCIVIS

Code No.: Effective Date:

Replaces No.: Department: | Supply Chain

3 Artwork and Labeling

The applicator box artwork (overlaid on the die cut) is in image 2. The box is 201 white
line chipboard, laminated board and is a 4 color print process and UV varnish. For ease of
viewing the label has been increased in size and can be seen 3.1.

There is a variable text label containing unique device identification (UDI) information, this
is placed on the blank space on the box side panel (see 3.2).

Image 2 (fixed print, branding)

SIADTVD

CALCIVIS
Applicator Kit
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Specification Label Specification (US). CALC IVIS

Code No.: Effective Date:

Replaces No.: Department: | Supply Chain

3.1 Image 3 (fixed print)
This is the fixed print on the box in image 2 enlarged for ease of reading.

m bt CALCIVIS Applicators.
I l For exclusive use with the CALCIVIS
imaging system.

Made in UK

CALCIVIS Ltd,
Nine Edinburgh BioQuarter, US-APRO1-01

9 Little France Road.
Edinburgh EH16 4UX. UK.
www.CALCIVIS.com

Contents

5 x Applicators R m ( E
1 x Instructions for Use

Retain original packaging.

CALCIVIS is a rademark of CALCIVIS Ltd (Edinburgh, UK) registered in the USA and other Countries

3.2 Image 4 (variable print)
The 3 lines are i) UDI Calcivis Company and product reference, ii) batch number and iii)
expiry date.

5 Foam Fitment and Lid
The foam fitment tray is a custom design component to present the applicators and keep
them secure in transit. Images below for illustration purposes only.

Tray

Page 4 of 6
XXXXXXXX
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Specification Label Specification (US). CALC IVIS

Code No.: Effective Date:
Replaces No.: Department: | Supply Chain
Lid

6 IFU
The instructions for use (IFU) leaflet is placed in the box with the applicators.

7 Kit Assembly

Applicators are placed in the tray in the box, the IFU and lid are also added before the box
is sealed. The kitting process is performed and controlled by the applicator contract
manufacturer.

Page 5 of 6
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Manufacturing Calcivis Imaging Kit CALC --V-s“"‘E
Specification Label Specifications (US). A'A
Code No.: | MSPECO003-US-01 Effective Date:
Replaces No.: | N/A Department: | Document Control

1. Calcivis Imaging Kit Packaging Specifications

1.1 Kit contents:

a) 1 xvial of freeze dried Calcivis photoprotein.
b) 1 x20mm Calcivis photoprotein vial adaptor.
c) 1 xvial of Calcivis diluent

d) 1 x20mm Calcivis diluent vial adaptor.

e) 10 x Calcivis single use applicators.

f) 10 x device syringes.

g) Instructions for use.

h) 10 x IPA swabs.

The imaging kit is supplied in a multiple (3) box configuration.

(multi use)
(multi use)
(single use)
(single use)
(single use)
(single use)

1.2 Box 1 in the outer box and contains all of the items listed in 1.1

1.3 Box 2 is located inside box 1 and contains:

a) 1 xvial of freeze dried Calcivis photoprotein
b) 1 x20mm Calcivis photoprotein vial adaptor
c) 1 xvial of diluent for reconstitution

d) 1 x20mm diluent vial adaptor

(multi use)
(multi use)
(single use)
(single use)

1.4 Box 3 is located inside box 2 and is used for the refrigerated storage of the post-
reconstitution photoprotein.

CALCIVIS
imaging kit

CALCiViS




Manufacturing Calcivis Imaging Kit WL < 3
Specification Label Specifications (US). CALC'VIS

Code No.: | MSPECO003-US-01 Effective Date:

Replaces No.: | N/A Department: | Document Control

2. Secondary Packaging and Labelling Specifications
The components are presented in a carton with the following specification and layout;

2.1 Box 1 Calcivis Imaging Kit
Box 1 is the outer box containing all the consumables required to operate the Calcivis Imaging
System.

Box 1 dimensions

600 MICRON WHITE PEAK GC1 REF 7389
- A L ARGE OUTER CARTON

155

Box 1 artwork (whole box)

i Bujbew)
SIAIDTVD

-----------

CALCiViS

CALCIVIS

% imaging kit

CALCiViS




Manufacturing Calcivis Imaging Kit ay =g
Specification Label Specifications (US). CALC'V'S

Code No.: | MSPECO003-US-01 Effective Date:

Replaces No.: | N/A Department: | Document Control

2.1.1 Box 1 artwork (fixed regulatory and legal print)

- - CALCIVIS imaging kit.
I I For exclusive use with the
CALCIVIS imaging system

Contents m
e 1 diluent vial adaptor SEE INSTRUCTIONS
e 1 diluent vial FOR USE
e 10 x device syringes "
e 10 x device applicators e
PP SINGLE USE 5
e 10 x 70% IPA wipes 0C
TEMPERATURE
LIMITS
e 1 photoprotein multiuse vial adaptor
e 1 photoprotein vial
* |nstructions for use
0088

Made in UK

CALCIVIS Ltd, Nine Edinburgh BioQuarter,
9 Little France Road, Edinburgh EH16 4UX, UK.

www.CALCIVIS.com

CALCIVIS is a trademark of CALCIVIS Ltd (Edinburgh, UK) registered in the USA and other Countries.

2.2 Box 1 labelling requirements
Box 1 has 1 label with lot number and expiry information. This is a variable text label applied during
the packing process (sample for illustration).

(01)5060513140018
(10) US-CIK-YY-NNN
(17) YYYY-MM-DD

US-CIK01-01

3 Box 2 Calcivis Imaging Kit
Box 2 contains the 10ml vial of pre-reconstitution Protoprotien, the 10ml vial of Diluent and the vial
adaptors used to transfer the diluent to the dry photoprotein.




Manufacturing
Specification

Label Specifications (US).

Calcivis Imaging Kit

CALCiViS

Code No.: | MSPEC003-US-01

Effective Date:

Replaces No.: | N/A

Department: | Document Control

Box 2 dimensions

i,

5 bl

/3

X 2

Box 2 artwork (whole box)

R

Imaging kit (box 2)

The gradient pattern again wraps across the top and front of the box with a very

faint version of the pattern used on the sides and back, where the labels are
positioned.




Manufacturing Calcivis Imaging Kit CALC -v- S?
Specification Label Specifications (US). A'A|
Code No.: | MSPEC003-US-01 Effective Date:
Replaces No.: | N/A Department: | Document Control

3.1 Box 2 artwork (fixed regulatory and legal print enlarged for ease of reading)

SINGLE USE ITEMS

« 1 diluent vial

imaging system

adaptor

4 Box3

« | photoproteln vial
US-CIK01-01

I
I
I
+ 1 diluent vial adaptor @ l
BT S
I
| SRS s
!
I
I
I
|

TEHPERAW

+ | photoprotein multiuse vial

Made in UK

CALCIVIS imaging kit ‘
CALCiViS For exclusive use with the CALCIVIS !

q

CALCIVIS Ltd, Nine Edinburgh BioQuarter,
9 Little France Road, Edinburgh EH16 4UX. UK I

www.CALCIVIS.com

Box 3 is used for refridgerated storage of the post-reconstition photoprotien vial and its multi-use

adaptor.

Box 3 dimesions

LN

-\

33

55

68

\

/

Box 3 artwork (whole box)
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4.1 Box 3 (fixed regulatory and legal text expanded for ease of reading)

ALC = - CALCIVIS photoprotein
c lVl s For exclusive use with the CALCIVIS imaging device,

LIMITS

POST-RECONSTITUTION , PRE-RECONSTITUTION LOT
: STORAGE
8:{] i 25°G US-PPM-YY-NNN

1

i

H 1 ]
2C ! 0C SEE INSTRUCTIONS
: FOR USE D028
STORE AT 2°C to 8°C : TEMPERATURE
1




Manufacturing Calcivis Imaging Kit ay =g
Specification Label Specifications (US). CALC'V'S

Code No.: | MSPECO003-US-01 Effective Date:

Replaces No.: | N/A Department: | Document Control

5. Component Labeling Requirements (Vials)
The individual vials of freeze dried Calcivis photoprotein are labelled as follows:

5.1 Photoprotein Vial Label (Sample for illustration):
Post-reconstitution information is completed by the end user.

| — 70MM |

I
1
25 18 ¢ CALCIViS I
%’ g2 g 21 IV 1O cALCIVIS photoprotein
2 g; 8 ﬁ : For exclusive use with the CALCIVIS imaging device N
i - T < @)
z = i =1 N =
s | |f s B0 Z LOT <
=3 o | m
= E 3 “a ’ 8 US-PPM-YY-MMM z
= g 3o &
- § N Y :ﬁ a = L]
& 9 3 ggd-q g 1
T Sl 5 B 5 SEE INSTRUCTIONS
b S "o = FOR USE
1
1

5.2 Diluent Vial Label
Sample for illustration:

CALCiVi CALCIVIS diluent
For exclusive use with the
CALCIVIS photoprotein

LOT| TemPERATURE (-25°C
LIMITSOGC NOT FOR INJECTION

US-DIL-YY-MMM

w 0 @ (€

SEE INSTRUCTIONS
FOR USE SINGLE USE

YYYY-MM-DD




Manufacturing Calcivis Imaging Kit
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Label Specifications (US). CALC lVl S

Code No.: | MSPECO003-US-01 Effective Date:
Replaces No.: | N/A

Department: | Document Control

6. Applicator Pouch Label (Supplied by contract manufacturer)
Sample for illustration:
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Calcivis Imaging Kit

] ] .
Label Specifications (US). CALC IVIS
Code No.: | MSPEC003-US-01 Effective Date:
Replaces No.: | N/A Department: | Document Control
7. Unique Device Requirements (UDI)

This label is applied to the main kit box (box 1) and the external shipping container.

(01)5060513140018
(10) US-CIK-YY-NNN
(17) YYYY-MM-DD

US-CIK01-01

8 Other Components with Manufacturers Supplied Label

8.1 Device Syringes and the 2 x 20mm vial adaptors are received pre-packaged in their primary
packaging and labelled with source manufacturer’s batch number and CE details.

=
=]
=)
&
o
=1
=

0.F
© 2022-03-01

jckt

Tuberkulin

[12017-03-27
fhad| 2017-03

8.2 2 vial adaptors are received pre-packaged in their primary packaging and labelled with source
manufacturer’s batch number and CE details.




Manufacturing Calcivis Imaging Kit CAL = -S@
Specification Label Specifications (US). C|V|
Code No.: | MSPEC003-US-01 Effective Date:

Replaces No.

.| N/A Department:

Document Control

e e only
tions for use

Do not use if package is damaged
Contents are sterile and non-pyrogenic

VIAL ADAPTER

D344
R Only

II C€ »: [LOT| 9748
55

= EXP 2022-10-01

_. (01)07290108240528(17)221001(10)9748

E
==

@& [sTERILER] 8072024

sManufacturer: Medimop Medical Projects Lid.
'?‘_Ha:_ur-.a: 51 Ra'anana 4366515 Israel
B (ECIREP] West Pharmaceutical Services

Comnwall Ltd. England PL25 3JU
Tel: + 44 1726 63563

8.3 IPA wipes are received pre-packaged in their primary packaging and labelled with source
manufacturer’s batch number and expiry.

~ ALCOHOI
swag ok
opeopy Abechot ro,
::m:nuuuu';"
e

BN
N, o,
'%g} e

9 Cartons and labels must be supplied by an approved supplier for packaging components.
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Manufacturing Calcivis Function Check CALC'V'S
Specification Label Specification (US) 1VI
Code No.: | MSPEC004-US-01 Effective Date:
Replaces No.: | N/A Department: | Supply Chain

1 Packaging Specification Overview
The function check packaging has 3 elements;

[1] The thermoformed tray with the 12 wells containing dried calcium chloride with individual well
foil sealing.

[2] The secondary packaging is a cardboard sleeve which the tray slides into and is secured with
tamper labels and

[3] The label on the tray.

2 Primary Packaging
2.1 Thermoform Tray (with 12 individual wells)

Part: CTF Tray 0077
Material of Composition: TDX Recoupet R-PET plastic, black.

2.2 Lidding
Part: CTF Tray Lidding Foil AKBT

Material of Composition: Mediflex MAP type AKBT (PET 12um / Alum 9 pm / 50 ym Ragopeel
R1)

I%

3 Secondary Packaging Specification (the printed paper sleeve)

The secondary packaging artwork, overlaid on the key line, is below:



Manufacturing Calcivis Function Check =\ /=
Specification Label Specification (US) CALC lVlS

Code No.: | MSPEC004-US-01 Effective Date:

Replaces No.: | N/A Department: | Supply Chain

Material of Composition: 300GSM White Silk Digital Paper. Formed to shape with thumb tabs,
creased and glued.
Dimension: L192mm x W94mm x H9mm

ﬁn&‘m rnﬁuo 35N O3
Ul oANEIOdLLD) LUOD IE D055 SHOLLONELSM 335

2 [5T]

$H28UD UOPIdUNS ZL
SLIN3ILNOD

T
b

WO SIAIDTV D MMM
WN XN% 91H3 ybinguip3
peoy adueld s 1IN 6

Ajuo asn |euo}ssajoid H PO s i
S .
n uj epen

wajshs Buibew SIAIDTVD 243 YIIM 85N SAISN|DX 104
3 ) ¥28y> uojaund siadTys SIAIDTVD

CALCIVIS.......

C ALC iVi S Retain Original Packaging

function check

12 function checks @
CALCIViS.....

The primary packaging label (i.e. the thermoform tray) artwork is below. This label is applied to
the end of the tray.




Manufacturing Calcivis Function Check CALC'V'S
Specification Label Specification (US) 1VI
Code No.: | MSPEC004-US-01 Effective Date:
Replaces No.: | N/A Department: | Supply Chain

4 Instructions for Use

.

™\
|

i
"

Material of Composition: 60GSM White Offset paper
Dimension: Digitally printed to A4 and folded to 38mm x 105mm
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	1.1 Kit contents: 
	a) b) c) d) e) 
	a) b) c) d) e) 
	a) b) c) d) e) 
	1 x vial of freeze dried Calcivis photoprotein. 1 x 20mm Calcivis photoprotein vial adaptor. 1 x vial of Calcivis diluent . 1 x 20mm Calcivis diluent vial adaptor. 10 x Calcivis single use applicators. 
	(multi use) (multi use) (single use) (single use) (single use) 

	f) g) h) 
	f) g) h) 
	10 x device syringes. Instructions for use. 10 x IPA swabs. 
	     (single use) 


	The imaging kit is supplied in a multiple (3) box configuration. 
	1.2 Box 1 in the outer box and contains all of the items listed in 1.1 
	1.3 Box 2 is located inside box 1 and contains: 
	a) 
	a) 
	a) 
	1 x vial of freeze dried Calcivis photoprotein     (multi use) 

	b) 
	b) 
	1 x 20mm Calcivis photoprotein vial adaptor (multi use) 

	c) 
	c) 
	1 x vial of diluent for reconstitution (single use) 

	d) 
	d) 
	1 x 20mm diluent vial adaptor (single use) 


	1.4 
	1.4 
	1.4 
	Box 3 is located inside box 2 and is used for the refrigerated storage of the post-reconstitution photoprotein. 

	2. 
	2. 
	Secondary Packaging and Labelling Specifications
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	The components are presented in a carton with the following specification and layout; 
	2.1 Box 1 Calcivis Imaging Kit
	Box 1 is the outer box containing all the consumables required to operate the Calcivis Imaging System. 
	Box 1 dimensions 
	Figure
	Box 1 artwork (whole box) 
	Box 1 artwork (whole box) 
	2.1.1 Box 1 artwork (fixed regulatory and legal print) 

	See 2.1.1 See 2.2 
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	US-CIK01-01 
	2.2 Box 1 labelling requirements 
	Box 1 has 1 label with lot number and expiry information. This is a variable text label applied during the packing process (sample for illustration). 
	Figure
	Box 2 Calcivis Imaging Kit Box 2 contains the 10ml vial of pre-reconstitution Protoprotien, the 10ml vial of Diluent and the vial adaptors used to transfer the diluent to the dry photoprotein. 
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	Box 2 dimensions 
	Figure
	Box 2 artwork (whole box) 
	Box 2 artwork (whole box) 
	3.1 Box 2 artwork (fixed regulatory and legal print enlarged for ease of reading) 

	See 3.1 
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	4 Box 3 
	Box 3 is used for refridgerated storage of the post-reconstition photoprotien vial and its multi-use adaptor. 
	Box 3 dimesions 
	Figure
	Box 3 artwork (whole box) 
	Box 3 artwork (whole box) 
	4.1 Box 3 (fixed regulatory and legal text expanded for ease of reading) 
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	See 4.1 
	US-PPM-YY-NNN 
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	5. Component Labeling Requirements (Vials)
	The individual vials of freeze dried Calcivis photoprotein are labelled as follows: 
	5.1 Photoprotein Vial Label (Sample for illustration):
	Post-reconstitution information is completed by the end user. 
	US-PPM-YY-MMM YYYY-MM-DD 
	5.2 Diluent Vial Label 
	5.2 Diluent Vial Label 
	Sample for illustration: 
	US-DIL-YY-MMM 
	YYYY-MM-DD 
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	6. Applicator Pouch Label (Supplied by contract manufacturer)  
	Sample for illustration: 
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	7. Unique Device Requirements (UDI)
	This label is applied to the main kit box (box 1) and the external shipping container. 
	Figure
	Other Components with Manufacturers Supplied Label 
	8.1 Device Syringes and the 2 x 20mm vial adaptors are received pre-packaged in their primary packaging and labelled with source manufacturer’s batch number and CE details. 
	Figure
	8.2 2 vial adaptors are received pre-packaged in their primary packaging and labelled with source manufacturer’s batch number and CE details. 
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	Figure
	8.3 IPA wipes are received pre-packaged in their primary packaging and labelled with source manufacturer’s batch number and expiry. 
	Figure
	Cartons and labels must be supplied by an approved supplier for packaging components. 
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	1 Packaging Specification Overview 
	The function check packaging has 3 elements; 
	[1] The thermoformed tray with the 12 wells containing dried calcium chloride with individual well foil sealing. 
	[2] The secondary packaging is a cardboard sleeve which the tray slides into and is secured with tamper labels and 
	[3] The label on the tray. 
	2 Primary Packaging 
	Part: CTF Tray 0077 Material of Composition: TDX Recoupet R-PET plastic, black. 
	2.1
	 Thermoform Tray (with 12 individual wells) 

	Figure
	Part: CTF Tray Lidding Foil AKBT Material of Composition: Mediflex MAP type AKBT (PET 12μm / Alum 9 μm / 50 μm Ragopeel R1) 
	2.2
	 Lidding 

	Figure
	3 Secondary Packaging Specification (the printed paper sleeve) The secondary packaging artwork, overlaid on the key line, is below: 
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	Material of Composition: 300GSM White Silk Digital Paper.  Formed to shape with thumb tabs, creased and glued. Dimension: L192mm x W94mm x H9mm 
	US-FC01-01 (01) 506 051 314 0025 (10 ) US -FC-YY-N NN (17 ) YYYY -MM -DD 
	The primary packaging label (i.e. the thermoform tray) artwork is below.  This label is applied to the end of the tray. 
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	US-FC-YY-NNN YYYY-MM-DD 
	4 Instructions for Use 
	Material of Composition: 60GSM White Offset paper Dimension: Digitally printed to A4 and folded to 38mm x 105mm 




