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Label and Packaging, Product, VERASENSE for Stryker Triathlon (GEN 4) Family

DESCRIPTION

This document specifies the information that is printed on to the Product Label and packaging assembly
requirements for the following. This label is used for BOM-1071 VERASENSE for Stryker Triathlon GEN 4,
manufactured at Dreamtech.

e VERASENSE for Stryker Triathlon CR (GEN 4)
VERASENSE for Stryker Triathlon PS (GEN 4)

NOTE: VERASENSE for Stryker Triathlon CR (GEN 3) and VERASENSE for Stryker Triathlon CR (GEN 4) have
the same product name and catalog number but are distinguished by the Global Trade Identification Number
(GTIN) that is part of the Unique Device Identifier (UDI). The VERASENSE for Stryker PS is only available in
GEN 4. This document only applies to VERASENSE for Stryker Triathlon GEN 4. Refer to LB-5027 for
VERASENSE for Stryker Triathlon CR GEN 3.

PRODUCT LABEL NOTES

Create label from: LB-5036 “VERASENSE Label Set Template”
Record all required information on Device History Record (DHR).

Print all required information directly onto Label Set blank using laser printer and black ink.

Print each field per the Field-Description table below. Per the Print column, print either the exact text show, or
the information as described.

Items 8 and 10-12 are repeated on the three peel-off stickers.

All printed text is to be legible with unaided eye. Printed text shall not overlap.
Items 5 is GS1-128 single concatenated type one dimensional barcode and human readable printed below
barcode as described below:
Generation of GS1-128 barcode may be accomplished by several validated software methods, such as

specialized software, Excel add-in, or online software.

Information encoded into Barcode is particular to an individual sensor following programming and

calibration.

Encode the following data per the example below (The values on the table for reference only. For the GTIN
reference Table #2 and all other use the actual values from work order /route detailed in the table below in
the order and formats shown.) Only the values are encoded, not the descriptor in the first column.

Descriptor Value
GS1 Application Identifier (Al) for Global Trade Identification

Number (GTIN) 01
GTIN (must be in a 14 digit format) 00816818021234
GS1 Al for Date of Manufacture 11
Date of Manufacture (six numeric characters) YYMMDD
GS1 Al for Expiration Date 17

Use by Date (six humeric characters) YYMMDD
GS1 Al for Lot number 10

Mfg Lot Number (maximum 20 alphanumeric characters) 1234567
GS1 Al for Serial Number 21
Serial Number (maximum 20 alphanumeric characters) 9876543210

The data is encoded as a single text string of the format below:
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010081681802123411YYMMDD17YYMMDD101234567219876543210
NOTE: For clarity, the numbers representing the Al and numbers representing the date element are
shown in bold in the example above.

Barcodes symbol sizes

X-dimension Minimum Symbol Height for Given X mm Quiet Zone Minimum
Item (inches) Quality
Specification
Minimum Target Maximum For For Target For Left, Above,
Minimum X- Maximum Right Below
X- dimension X-
dimension dimension
5 0.170 0.495 0.495 12.70 12.70 12.70 10X 2X 1.5/06/660
(0.0067™) | (0.0195™) | (0.0195™) (0.500™) (0.500”) (0.500™)
34 0.170 0.495 0.495 4.76 4.76 4.76 10X 2X 1.5/06/660
(0.0067™) | (0.0195™) | (0.0195™) (0.1875™) (0.1875™) (0.1875™)

e Human readable format is printed below the barcode in the following format:
(01) 00816818021234 (11) YYMMDD (17) YYMMDD (10) 1234567 (21) 9876543210

e Items 18 and 30 are undefined fields to be used by the Contract Manufacturer for internal tracking (e.g. alpha-
numeric, 1D barcode, etc...). Print must fit within the specified space.
e ltem 13, 22, 32, 41, and 44 contain the document number and revision.
e The specification for the Bluetooth® symbol is as described below:
a. Print the symbol with the size requirements shown below, including the required white space around
the figure.
b. Use the highest possible resolution, not going below 16x16 pixels

0.48”

0.18”
—>

®
o (=}
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Product Label field Descriptions:

. . Font Size ]
Item # Field | Description pts (Arial) Print
1 Print image. See table 1- Select image based on work order NA .F'“ all
available space
2 Sizes accommodated. Table 2. BOLD 12 Text
3 Programmed Device Model ID Number BOLD 10 Text
4 LoT Manufacturing Lot Number BOLD 10 Info
1D Bar-Code and Human Readable Interpretation. Select appropriate GTIN per Bar Code and
5,34 7 human
work order.
readable
6 g fl%(i\rgzte Expiration Date = Manufactured date plus two years in YYYY-MM-DD BOLD 10 Info
7 | Manufacturing Date (date that FTS is preformed, obtained from the DHR) in YYYY- BOLD 10 Info
MM-DD format.
8 See table 2. Select the appropriate description per work order. BOLD 7 Text
9,28 Side | See table 2. Select the appropriate side per work order. BOLD 20 Text
10, :31?3 39, LoT Manufacturing Lot Number BOLD 7 Info
11,33, 38 Programmed Device Model ID Number BOLD 7 Info
12,31, 37 See table 2. Select the appropriate description per work order BOLD 7 Info
42 Refer table 2. — Pouch Drawing number from Bill of Materials BOLD 7 Text
13, 22, 32, .
41, 44 Document number and revision 6 Text
14,29 Type | See table 2. Select the appropriate type per work order. BOLD 20
15, 27 Size | See table 2. Select the appropriate size per work order. BOLD 20 Text
16 See table 2. Select the appropriate description per work order. BOLD 19 Text
17 Programmed Device Model ID Number BOLD 9 Text
18, i% 47, Contract Manufacturer’s Internal Tracking Identifier (Optional) NA Bar Code
19 See table 2. Select the appropriate description per work order. BOLD 10 Text
23 Manufacturing Lot Number BOLD 9 Text
24 See table 2. Select the appropriate description per work order. BOLD 9 Text
20 FCC ID XNL-ORTHOSNSR10 9 Text
25 g Device Expiration Date = Manufactured date plus two0 years in YYYY-MM-DD BOLD 9 Text
format.
26 See table 2. Select the appropriate description per work order. BOLD 12 Text
35, 40, 45 g fl%(i\rgzte Expiration Date = Manufactured date plus two years in YYYY-MM-DD BOLD 7 Text
42 Shim assembly number as defined in Table 2 BOLD 7 Text
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46 Print Bluetooth® symbol as specified in the product label notes. NA

Symbol

Table 1 DEVICE Images

Item#1

CR Size 2 PS Size 2

| || =] | |— .

W | R M

[ ol
yu 9
) Y TRIAL 2
CR Size 3 PS Size 3
rl l |- | l—l [ L 1 [l 1)
e = E T_-—ff_.‘.% n

e

/ TRIALS |

N

B

V7 TRIAL 3
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Item # 1
CR Size 4 PS Size 4
Il—J l l.I\ . 1 | J 1-tl [ I]\ LI ' || AI |

CR Size 5 PS Size 5

PR e h T I 972 I —
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Item #1

CR Size 6

PS Size 6

CR Size 7 PS Size 7
= [l Ta I—-I l .“lu I.-*_'IJ/II l L_'u
o~

TRIAL 7

| W g | /
L= TRIAL 7
\ b L

[ |

\ /
NG || /
J
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Table #2
Item 5 Item 2 Items Items Items Items Items Items

GTIN 8, 16, 26 42 12,19,24,31,37 | 15&27 | 9&28 |14&29
00816818022253 | 9,10,11,12,13,16mM | \/ERASENSE for Stryker Triathlon CR Size 2 DWG-03000-003 SYK-TRCRO02 2 N/A CR
00816818022260 | 9,10,11,12,13,16mM | \/ERASENSE for Stryker Triathlon CR Size 3 DWG-03000-167 SYK-TRCRO03 3 N/A CR
00816818022277 | 9,10,11,12,13,16mM | \/ERASENSE for Stryker Triathlon CR Size 4 DWG-03000-168 SYK-TRCRO04 4 N/A CR
00816818022284 | 9,10,11,12,13,16mM | \/ERASENSE for Stryker Triathlon CR Size 5 DWG-03000-169 SYK-TRCRO05 5 N/A CR
00816818022291 | 9,10,11,12,13,16mM | \/ERASENSE for Stryker Triathlon CR Size 6 DWG-03000-170 SYK-TRCRO06 6 N/A CR
00816818022307 | 9,10,11,12,13,16mM | \/ERASENSE for Stryker Triathlon CR Size 7 DWG-03000-004 SYK-TRCRO07 7 N/A CR
00816818022314 | 9,10,11,12,13,16mMM | \/ERASENSE for Stryker Triathlon PS Size 2 DWG-03000-003 SYK-TRPS02 2 N/A PS
00816818022321 9,10, 11, 12, 13, 16mm VERASENSE for Stryker Triathlon PS Size 3 DWG-03000-167 SYK-TRPS03 3 N/A PS
00816818022338 9,10, 11, 12, 13, 16mm VERASENSE for Stryker Triathlon PS Size 4 DWG-03000-168 SYK-TRPS04 4 N/A PS
00816818022345 9,10, 11, 12, 13, 16mm VERASENSE for Stryker Triathlon PS Size 5 DWG-03000-169 SYK-TRPS05 5 N/A PS
00816818022352 9,10, 11, 12, 13, 16mm VERASENSE for Stryker Triathlon PS Size 6 DWG-03000-170 SYK-TRPS06 6 N/A PS
00816818022369 9,10, 11, 12, 13, 16mm VERASENSE for Stryker Triathlon PS Size 7 DWG-03000-004 SYK-TRPS07 7 N/A PS
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PRODUCT LABEL REFERENCE FIGURES

1. Blank label is shown below with the required print fields highlight:

N
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\verasense

ko

I

wl Or

I\

IOSENSOR

n.eEEHA
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W ) @ R tpxa [ sTERILE| E0 | |[|d € 0297|

VErasense
>
VErasense
[E=r
VErasense
A

26
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ii}fﬁ“%ﬁe

VErasense

4 l
32 : - 5 " .;
: o *—
33 :
34 /E(I(_* VErasense VErasense
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Label and Packaging, Product, VERASENSE for Stryker Triathlon (GEN 4) Family

(01) 0 0816818 022253 (11) 191118 (17) 211118 (10) BOOBS (21) 431845011

|'r/'- - -
& Verasense N
)QIE[‘E SSEFI SE | 2 e
ORTHOSENSOR || Ll poed
/-k P e ! VERASENSE for Stryker ]
I Triathlon CR Size 2 /
VERASENSE for N/A £
N 2 ! Verasense
Stryker Triathlon | & CR | smmen
- ~— ! o7 | BO0BS
CR Size 2 9,10, 11,12, 13, 16 mm i VERASENSE for Stryker
SYK.TRCROZ Triathion CR Size 2
A 431845011 i VErasense
aty |1 : . B00ss
(01) 0 0816818 022253 (11) 191118 (17) 211118 (10) B008S5 (21) 431845011 é 2021-11-18 E V'Emif:;ﬁ:];har y
2019-11-18 |
| AT LETAE KD @R O O m [ o] @ E R
M
' - ~N 7 verasense
7tF | SYK-TRCRO2
y )/_\HIEI‘_F..ISEQ?E - aisasonn SIZE SIDE TYPE i E{gﬁ
i VERASENSE for Stryker (a1 :
\ Triathlon CR Size 2 ; 2021-11-18 2 NIA CR ) = 20211118 E LB-5110-2 /J_-
£
L ) " VErasense
v ; I N 00 ] bweo3000-003
i [ ol ] syk-TRCROZ verasense [1o7 Is0085 g [%5F] sviTReRo2 Verasense [£o7 | eooss i 157 80085
|| 250 ] a3teas011 L 20211118 : [oh | 431845011 £ 20211148 b =
& 4 ! 20211118 LB-51102
: I|Il||[||[||||||I|II||IIIIIII||I|||||||I|||||II|||I|||I|IIIIII fimi 0T AR AT T oy o\ Y,
' (11) 191118 (17) 211118 (10) BOOES (21) 431845011 {01) 0 0816818 022253 (11) 191118 (17) 211118 (10) BO0SS (21) 431845011 : L
i ~N/ =~ ! \
1 2L sykTRCRO2 verasense (257 Jaoaas ('3 (5571 svkrmenoz verasense  [iorlsoss | | N\
1 B[ e | 4steas0nt L 20214118 5[5 | 431845011 ) 20211118 !
g g = ' '

/-'-.\ {01) 0 0816818 022253 (11) 191118 (17) 211118 (10) BO08S (21) 431845011 /."
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Verasense

ORTHOSENSOR L — ‘m#
VERASENSE for | \J ) P

Stryker Triathlon N

CR Size 3

ad O CENS wir | SYK-TRCRO3
- 431845011
; QTyY |1 30083
(01} 0 0B18815 022280 (11) 131118 (17) 211113 (10) 50085 (21) 431845011 5004, USA

pall {21 7 20211118 VERASENSE for Stryker
XQ/"\ A W @ @ R @ ® rwxs [sterLE[o] [C€ o297 9 % St

VErasense

SYK-TRCRO3
| 4M845011
BO0BS

8,10, 11, 12, 13, 16 mm VERASENSE for Stryker
Triathlon CR Siz= 3

Triathlon CR Size 3

é] 2019-11.18

VErasense
VEMASENSE LEd 1ZE IDE TYPE “ir) SYK-TRCRO3
; J\Verasens a0t . . ] s
3 VERASEN SE for Stryker [erv 1 9] o
Triathlon CR Size 3 % E 20211118 3 NIA CR - I 2021118 E LE-5110-2
VErasense
«[277] syk-TRCRO3 Verasense (157 |aooes % [97] syK-TRCROZ Verasense [icr | sooes - oas
HERE e b 20211118 &[54 ] 431845011 L) 20211118 —
g ] S oete BE o
O 0 0 O 100N O A N A0 0 O 1 N O A
(D1} 0 OB16818 022260 (11) 191118 (17) 211115 (10) BDIES (21) 431545011 (D1} 0 OB1EE18 OZ2260 (11) 191118 (17) 211118 (10) BDIBS (21) 431845011
3[#7 ] SYK-TRCR0S VErasense (157 |aooes 3 [57] syk-TRCRO3 VErasense [LoT |80085
o | 431845011 o 20211148 [ | 4M845011 [ s
g . g
O 00 O 100N O A1 OO0 0O O A O A
(D) 0 OB16812 02260 (11) 191118 (17) 211115 (10) BDOES (21) 431845011 {D1) 0 0B1B812 022260 (11) 191118 (17) 211118 (10) BDOBE (21) 431845011
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\verasense == 4 [mmm—
ORTHOSENSOR - 80085

VERASENSE for [ A ) N/A i

. / VErasense

Stryker Triathlon N . v
CR Size 4 E CR i

9,10, 11,12, 13, 16 mm VERASEN SE for Stryker

Triathlon CR Siz 4

SYK-TRCR04
),_\ [517]431845011 verasense
) S E rer | SYK-TRCRO4
e SENSOR 80085 ) STTAC
[erv]s st
{01) 0 OB1B818 022277 (11) 191118 (17) 211118 (10) BO0BS (21) 431845011 20211118 VERASEN SE for Stryker

- Triathlon CR Siz 4

o] 2019.11.18
A B WS AR KD QRO O Ceoor] @

= FCC ID XNLORTHOSMERID
LB-5110:2

iEr | SYK-TRCRO4 verasense
3 ) VErASENSE 1431845011 SIZE SIDE TYPE ZE] SIKTRCRM
H OR OSENSOR = 180085 80085
E! VERASEN SE for Stryker o 1 Q 41
Triathlon CR Size 4 % E 2021-11-18 4 N'IA CR h [ ST % Lestioz
~ verasense
«[257] svk-TRCRO4 Verasense (Lo |anoas % [57] syk.TRCRo4 VErasense [Lor | smees = e
?: SN | 431845011 ol 2021-11-18 & [sn ] 431845011 £ w118 —
4 . S 2021118 BE oo
OO A O 10O A OO OO O AN O A end
(01) 0 0B18515 022277 (11) 131115 (17) 211118 (10) 30085 (21) 431845011 (01) © 0B16818 022277 (1) 191118 (17) 211115 (10) B0085 (21) 431845011
4 (757 | SYK-TRCRo4 verasense [Lo7 |anoes 4 [257] svkTRCRO4 VErasense [LoT 8005
B[ 5n | 431845011 o 2214118 5 [5n ] 431845011 () wzig
L L]
OO O 10O A OO O O A
(07} 0 0B16818 022277 (11) 191118 (17) 211118 (10) 80085 (21) 431845011 (01) 0 OB16818 022277 (11) 191118 {17) 211118 (10) B0085 (21) 431845011
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verasense
)Q/EPBSEI‘ISE 5 o
ORTHOSENS 80083
/""\ ORTHOSENSOR VERASENSE for Stryker

Triathlon CR Size 5

VERASENSE for
Stryker Triathlon
CR Size 5 9, 10, 11, 12, 13, 16 mm

VErasense

are | SYK-TRCROS
c R S| 431845011
80085
VERASEN SE for Stryker

Triathlon CR Size 3

)/_\ VErasense
\ C " SYK-TRCROS
™ SENSOR =) S TRCH
i A 8008 5
(01) 0 DB1B818 022284 (11) 191118 (17) 211118 (10) SDO8S (21) 431845011 3004, USA o 202111418 VERASENSSE for Stryker
= - Triathlon CR Size 5

-
d]2019-11-18
jl/,l IQﬂ\\ o o @ R ® ® - sTEFle_F_ @ g. E FCG ID XNLORTHOSNER1D

VEMrasense
VErasense Ll o swrscnos
g . > - 11431845011 SIZE SIDE TYPE = I
i f— 3 SENSOR = _80085 ated
E| VERASEN SE for Stryker [av 1 0] o
Triathlon CR Size 5 @ E 2021-11-18 5 NIA CR LI @ LB-5110-2
) VEMrasense
~[757 | syk-TRCROS Verasense [io7 leooss 3 [357] syk-TRCRoS Verasense (o] ‘E o6
2 Ton | 431845011 W 20211148 5 [ s | 431845011 G 202 —
4 g “ 221118 msinen
O OO OO AR '
(01) 0 DB16818 022284 (11) 191118 (17) 211118 (10) BDOBS (21) 431845011 (01) 0 DBIBB1S 022284 (11) 191118 (17) 211118 (10) BDOBS (21) 431845011
S [5E] SYKTRCROS verasense o7 goes 4 [#57 | syk-TRCROS Verasense o7 Jecoss
5[ ou | 431845011 : 20211118 & [en | 431245011 g 211118
g . g
OO N A O O
(01) 0 DB16818 022284 (11) 191118 (17) 211118 (10) BDOBS (21) 431845011 (01) 0 DBIBB1S 022284 {11) 191118 (17) 211118 (10) BDOBS (21) 431845011
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LB-51102

LB-5110:2

LB-51102

VEraAsense
VERASENSE for
Stryker Triathlon

CR Size 6 9,10, 11, 12, 13, 16 mm

SYK-TRCROG
431845011
80085

VERASENSE for Stryker

VErasense
6 nir | SYK-TRCROS
] 431845011
80085
VERASENSE for Stryker
N;A Triathlon CR Size 6
VErasense

Triathlon CR Size 6

SYK-TRCR06
)/_\ 431845011 VErasense
. - w SYK-TRCROG
™ SENSOR  [Lot |80085 | 431345011
1 8008 5
(01) 0 0218818 022291 (11) 191112 (17) 211118 (10) 20085 (21) 431845011 VERASENSE for Stryke:
. 20211118 Tristhlon CR Sz 6

&2019-11-18
A B LE AR KD @R OO ceor] @

= FCC ID XNLORTHOSNSRID
LB-5110-2

#er | SYK-TRCRO6 verasense
) VErasense 431845011 SIZE SIDE TYPE o) SIKTRCRIG
OR SENSOR o 180085 - 20085
VERASEN SE for Stryker [G1v] ] "
Triathlon CR Size 6 ] E 2021-11-18 6 NIA CR ﬁ I R E LE-§1102
~ Vverasense
[75F | syK-TRCROG VErasense O 30085 % [957] SYK-TRCROG VErasense LOT | 80083 ‘E:3mf‘m“m
SN | 431845011 W 20211148 5 [sn ] 4a1e45011 =] 2021-11-18 —
g = 20211118 @ LB-51102
OV OO0 O 0000 A O (LRt ERERETR R TR T -
(01) 0 DB1681S 022291 (11) 191118 (17) 211118 (10) BODES (21) 431845011 (01) 0 DBISBTE 022291 (11) 191118 (17) 211118 {10) 80085 (21) 431845011
AiF | SYK-TRCROG VErasense [Lo7 80085 3 [#7] SYK-TRCROG Verasense [LoT Jsoes
Ton ] 431845041 W 2214148 5 [(5u ] 431845011 ] 011118
. g
OO0 0000 A O 0RO AT YO 00000 A
{01) 0 DB16B1S 022291 (11) 191118 (17) 211118 (10) BODES (21) 431845011 (01) 0 DBISB1E 022291 (11) 191118 (17) 211118 {10) 80085 (21) 431845011
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-
i Y E
VErasense == 7 gm0
bt : e i
)/_& ORTHOSENSOR i Dl losess
- , ! | |
/ \_ ./ \ N/A AN VERASENSE lor Strykar ) !
VERASENSE for | | P> < i
i [ Ly verasense O
Stryker Triathlon AL L CR | svemenor ;
H | [ s0oss [
CR Size 7 9,10, 14, 12, 13, 16 mm | VERASENSE for Stryker ]
[REF | SYK-TRCRO7 P T T <
)/_& [sh ] 431845011 v VErasense \ o
1| [or] 80ss i
(01) 0 0816818 022307 (1) 191118 (17) 211118 (10) B00BS (21) 431845011 ania L 33004, USA O 2021-11-18 i \ vzmseusir:cmw ) i
(] 2019-11-18 L <
e e S . - E FCC ID XNL-ORTHOSNSR10
. X, [ AR YD @ R @ wxa [stemie[o] [Ceoz07] @ 151102
I\\\.
g N\ /7 verasense
" ) VErasense Earihpi SIZE SIDE TYPE ) sykTRGROT
§ Tt ENSOR [1o: [80085 T BOO8S
VERASENSE for Stryk [arv]1 2 A1
..\\ Triathlon CRrSize? er E g 2021-11-18 7 NIA CR y \[ a 2021 s @ LB-51102 /J.-'
- 1 verasense .
o] svicmenor verasense [To7 Jeooss \\""'/3 (757 | SYK-TRCROT verasense (o7 ] sonss i i s-03000-004
2[5 | 431845011 L 20211148 £ [ 5 | 431845011 o 20211118 ! E'
4 3 | 2211118 BE asinoz
0] 0 9 O O AR T e ey v g o\
(01) 0 0816818 022307 (11) 191118 (17) 211118 (10) BO08S (21) 431845011 /.._\ (01) 0 0816818 022307 (11) 191118 (17) 211118 (10) BO0BS (21) 431845011 :
!J':.— ---_\ /* . -'-'\\. ' P -
| E[#eF | SYK-TRCROT VErasense [ Tao0ss % [77] syk-TRCROT Verasense [LoT |sooss e N ,.'/
g 431845011 L) 20211148 §| S| 431845011 o 20211118 '
0! 0000 O Ol HALN M ORI A0 AN
(01) 0 0816618 022307 (11) 191118 (17) 211118 (10) B008S (21) 431845011 ./.f-\\. (01) 0 0816616 022307 (11) 161118 (17) 211118 (10) B0085 (21) 431845011 ya \ s \
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REVISION HISTORY

Rev Description Date
0 Initial Release. See QT9

Assigned new GTINs for addition of intermediate shims 10 and 12

mm to VERASENSE for Stryker Triathlon CR.

Removed spaces in SYK CR catalog numbers and moved CR in

name before Size.

Removed packaging assembly instructions since this is located in the

work instruction. See QT9

Removed instructions for printing DVT labels. Added Appendix 1

with examples of all labels.

Bom number was included in the description section.

Item 42 column was included in table 2

In product Label field Descriptions table — Item 42 was included

Samples labels were updated to include DWG number

Added VERASENSE for Stryker Triathlon PS Gen 4. Corrected

shim assembly numbers for CR sizes 3-6.

See QT9
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