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. This specification is a representation of the final Label Design Output generated from a
combination of label parts within the associated PDM BOM.

. These label images are the combinations of the Transform template file, LDS (Label Model Data)
record, sample trigger data and representative views of the label die lines.

. The Serial Number, Use-By Date, Lot Number, Date Of Manufacture, PIN Number, GTIN, GTIN
Version (if used), Product Number (REF) and Barcodes are shown for example only. These fields
are variable and are to be supplied by Manufacturing at the time of printing. Not all fields will be
used for all labels.

. The Label Set is to be printed using a 600 DPI LaserJet printer or equivalent. The individual labels
and PIC are to be printed using a 300 DPI Zebra thermal transfer printer.

. The Trigger Data shown on the Label Set Image might differ from the printed label.

. Spacing and text wrapping shown in the image may differ slightly from actual printed label. Content
of printed version is accurate.

. The label printed in Manufacturing must be at an equal or later Model Data and Template revision
as shown on the image.

. This specification is controlled by Neuromodulation Package Engineering.

. This specification has been assessed for key design characteristics which are defined as
- Critical KC,, - Identified characteristic is classified as Critical and impacts safety.

- Major KC,, - Identified characteristic is classified as Major and impacts safety and/or performance.

Medtronic

MEDTRONIC,
MINNEAPOLIS, MINNESOTA USA

MEDTRONIC CONFIDENTIAL
This document is the property of
Medtronic, and must be
accounted for. Information
hereon is confidential. Do not
reproduce it, reveal it to
unauthorized persons or send it
outside Medtronic without
proper authorization.

TITLE

LABEL IMAGE SPECIFICATION NEURO 97800

CE MARK

IMAGE SPEC TEMPLATE: A86694 c

DATE SCALE ENGINEERING
10-May-2021 N/A Luke Munroe

MODEL Size | SPEC NUMBER REV | SHEET
97800 B | B05631 A |20f5




|
|
|
|
& Mectronic 97800 | | : @- Medironic [Rer| 97800
InterStim™ X : P o E E
a 2 E E L TM
- 1 | of 8 88 @ @ @ : N > InterStim™ X [SN] wwwoooooow
o [] [ A v
- 97800 Implantation date | ° 8 E E é H o <
| 0 Ss = = ] x ©) YYYY-MM-DD
] & >
N = Y = W/ .
| |II||I |I III| |I || II | II|| |II| | m 8 § »n U x M014347C001 B - E
| S § < (01)00000000000000(17)YYMMDD 21)WWWO000000W M020161C001 A
[SN] WWWO000000W | @ B4 | .@ § “:;
ot O
| ( NS _
: 1L [ReF]
FOR YOUR PATIENT FILES MRConditional | E-j ﬁg “g 3 % § @ mdtromc M014347C001 B - M020161C001 A E 97800
AP © = 290 S« &
| > =3 3 N S5 24 S
| E 3'8 a-g g =3 UD g
_ R € 3 ;
& Medtronic 97800 | 9 ° g @
A [ > o S
InterStim™X | = 8|8 T4 8 FCC ID: LF597800
oo | _ ] =< g c 3 This device complies with part 15 of the FCC Rules. Operation is subject to the following two
| g & S ﬁ T‘E g conditions: (1) This device may not cause harmful interference, and (2) this device must accept
WWWOUOOOOW Implantation date | X o © 8 v % g = any interference received, including interference that may cause undesired operation
S35 £ S« 2%
V| s 2 g%z
| g F S AEEEE
we | 28 = END LABEL 2
FORYOUR PATIENT FILES @MRCOM,UO"M : g E -{Sé o § '-'>-1 5
c .= ~ b4 T =
o %1 s=98 ¢
| = @ soles 2 o
_ €5 =2 £S5 0 -
& Medttronic 97800 | wn =2|ggsz e o
InterStim™ X | b : .e .l s832g ¢ <
q) v | 5 c= =
2t | TE 2 x
| — f£g) == Q
U c E o
WWWOOOOOOW Implantation date | C & S 1 § o
[}
| % —_ N— LI m
| 7]
FOR YOUR PATIENT FILES & MR Conditional |
|
____________________ _| \
e 2
|
& | | o 2 8 8 B 15p)
Meditronic | WWW000000W S : ; o
97800 | 2 YYYY-MM-DD I S & = Z Y g _
w
| =] U ' = =
&> Medtronic | [5¥] WwWw000000W | 0 » O ¢
97800 A I % YYYY-MM-DD | R w O
>
ni | (58] WWW000000W | U &
Medtronic | <
97800 | 2 YYYY-MM-DD | @ Ca E 5
[ 3 g _
& Medtronic | (4] WWW000000W | e TnageSpecibs o Bosest
97800 | @ YYYY-MM-DD | 5 ( 5 ) & magsERen 2 e
| | o s ) E LapZEsESR e BRSEi oy |
%anic | @ WWWO000000W | » Tg-g é é E ?;;Zgg:;é%?ﬁ;er (I:IP-_\ngR’EMAGE SPECIFICATION NEURO 97800 |
97800 | @ YYYY-MM-DD K€ g & 3 Znginsering: Like minroe
i | e N g s ST |
&2 Medtronic | [59 wwwoooooow | 2 22 £3 £ L |
97800 | g YYYY-MM-DD | 2 -{g_g g 5 g g DocumentRevision: A oo oo |
u c = < .E’ UPNUCC 01234567891234
&> Medtronic : [sN] WWW000000W | 'S F —§§ 23 L Valifacturevate:  frrnam |
97800 /N | 2 YYYY-MM-DD | & E3 32, o s N |
] | g * — =z é £ g < QualificationStatus 90 |
& Medtronic | [sN] WwWw000000W | +— .o g3 ¢ z Busincosonic: Prt_Bmp |
97800 | & YYYY-MM-DD v Y 5% 8 S Bl EE I L
< | | q) ES -8 E 8 o Ki‘sﬁ}s;ﬂ{g;ér: 210315 14513%‘5'5\3%2 gosﬁal M014347C001_B
| & Mmedtronic | [55] WWWO000000W | et S E =5 ¢ w |
¢ | 97800 I 2 YYYY-MM-DD | c &8 1 % 2 |
g ' % - ——— £ UNIVERSAL LABEL SET (DEVICES) Rev. : E |
£ | & Medtronic | (58] Www000000W | / ® ( ) Rev. :
= | 97800 I 2 YYYY-MM-DD | \ |
8 I |
5 | & medtronic A (58] WWWO000000W : Data P/N |
§ | 97800 A | & YYYY-MM-DD | M020161C001 A |
I
E & Medtronic | (58 wwwo00000W | * A14632001 =* LOT NUMBER |
; | 97800 | @ YYYY-MM-DD Template P/N |
: M014347C001 B |
- | |
LASER SPEC NUMBER REV | SHEET
MEDTRONIC CONFIDENTIAL - This information is confidential. Do not reproduce it, reveal it NOTE: IMAGES NOT TO SCALE B05631 Al 30f5
to non-Medtronic persons or send it outside Medtronic without proper authorization.




% Medironic

InterStim™ X

T

MR
Conditional Sacral

Neuromodulation

% 0, +

Product

Package Implantable
documentation

: Accessories
contents Neurostimulator

Medtronic, Inc., 710 Medtronic Parkway

Minneapolis, MN 55432 USA
m Medtronic B.V., Earl Bakkenstraat 10
6422 PJ Heerlen, The Netherlands USA

www.medtronic.com
M014347C001 B - M020161C001 A

97800

[ SN | wwwoooooow
g YYYY-MM-DD

YYYY-MM-DD
[PIN] wooowwwoow

MD

= OO®

www.medtronic.com/manuals

| STERILE | EO

C€0123

Manufactured in:

Juncos, Puerto Rico, USA RX O n Iy
Country of Origin:

B

@ Medironic

InterStim™ X

M)

Sacral
Neuromodulation

£ O +

Implantable  Accessories

Package :
g Neurostimulator

contents

T HO®

Medtronic, Inc., 710 Medtronic Parkway
Minneapolis, MN 55432 USA

Shelf Box Label

&> Medironic 97800
InterStim™ X [ SN ] wwwo00000W
LT
End Label 1

MEDTRONIC CONFIDENTIAL - This information is confidential. Do not reproduce it, reveal it
to non-Medtronic persons or send it outside Medtronic without proper authorization.

www.medtronic.com

‘\ M014347C001 B - M020161C001 A /

97800

[SN] wwwoooooow
8 YYYY-MM-DD

] YYYY-MM-DD

O

| STERILE | EO |

Ce€0123

Rx Only

Sterile Pack Label

@ﬂ Medironic

FCCID: LF597800

M014347C001 B - M020161C001 A

97800

&

This device complies with part 15 of the FCC Rules. Operation is subject to the following two
conditions: (1) This device may not cause harmful interference, and (2) this device must accept
any interference received, including interference that may cause undesired operation

End Label 2

ZEBRA

( N )
M014347C001 B - M020161C001 A : .
H 1 -
[ A ' | & medtronic 97800
FOR YOUR PATIENT FILES MR Conditional ! InterStim™ X
1
- A | —
&5 Meditronic ! [sN] WWWO000000W !
1 ! [REF| 97800 Implantation dat
97800 | g YYYY-MM-DD . mplantation date
1 1
B Medtronte oy ! ”II"I ||||| |I“| Il | "l "" |“
97800 AN & YYYY-MM-DD !
WWWO000000W
& Medtronic A ! [S§] WWW000000W | [sw)
] 1
&> Medtronic , s8] WWW000000W 1
97800 A 1 ¥ YYYY-MM-DD 1
4 : FOR YOUR PATIENT FILES MR Conditional
& Medtronic | (54 wwwo00000W | )
97800 A , 2 YYYY-MM-DD | p X
T 1 o
& Medtronic 1 (58] WWW000000W l & Medtronic 97800
97800 A 1 % YYYY-MM-DD ! InterStim™ X
1
% Medtronic A : @ WWW000000W 1 WWWOOOOOOW ]mplantatlon date
97800 A | & YYYY-MM-DD I
1
)
1
97800 A : @ YYYY-MM-DD 1 FOR YOUR PATIENT FILES @ MR Conditional
1
& Medtronic ! [s\] WWW000000W i N 7
97800 AN \ 2 YYYY-MM-DD | r - \
! . & Medironic 97800
£ Medtronic 1 (58] WWW000000W ! InterStim™ X
97800 ' & YYYY-MM-DD A .
i 1
% Medironic : @ WWWO000000W . WWWOOOOOOW Implantanon date
1
1
Medironic ' 1 [S8] WWW000000W !
§800 A 1 g YYYY-MM-DD : FOR YOUR PATIENT FILES A MR Conditional
1 \ J
1
|\ J
FYR Labels
N
SPEC NUMBER REV | SHEET
NOTE: IMAGES NOT TO SCALE
B05631 Al 40f5




MEDTRONIC CONFIDENTIAL - This information is confidential. Do not reproduce it, reveal it
to non-Medtronic persons or send it outside Medtronic without proper authorization.

en Stimulator / fr Stimulateur / de Stimulator / es Estimulador /
nl Stimulator / it Stimolatore / no Stimulator / fi Stimulaattori /
sv Stimulator / el Aieyéptnc/ da Stimulator / pt Estimulador /
pl Stymulator / ¢s Stimulator / hu Stimuléator / sk Stimulator /
ro Stimulator / bg Ctumynarop / sl Stimulator / hr Stimulator

MD| 97800 InterStim™ X

2 upkDi: (01)00000000000000
i SN | WWWO00000W MR Conditional

u Medtronic, Inc.,, 710 Medtronic Parkway M014347C001 B
\ Minneapolis, MN 55432 USA, www.medtronic.com M020161C001T A -/

PIC

NOTE: IMAGES NOT TO SCALE

SPEC NUMBER

B05631

REV

SHEET

50f5






