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In alignment with the FDA Guidance Document, Unique Device Identification: Policy Regarding
Compliance Dates for Class | and Unclassified Devices, Direct Marking, and Global Unique Device
Identification Database Requirements for Certain Devices (September 24, 2022), End-Users may
follow this information to assemble the UDI.

For devices without direct markings, users may assemble the UDI information of the product by
referencing the serial numbers engraved on the devices itself, in addition to referencing the table
listed below. The serial numbers are located on the devices themselves as an engraving and/or name
plates. Below are several examples of serial numbers depicted on the products for reference.

Example 1. — Essentials E-Type Lowspeed Contra Angle Sheath
HS REF: 112-7304

Item Description: Essentials E-Type Lowspeed
Contra Angle Sheath

Serial Number: 21120441

Engraved Serial Number

Example 2. — Maxima XTEND AX Maintenance System

.@M;.HNNR\‘W' Bl STA174 HS REF
: B2 570-1174

- amseeseen == Item Description:
) — _ Maxima XTEND AX
Maintenance System

MODEL: MAXIMA XTEND AX HANDPIECE MAINTENANCE SYSTEM
ITEM: 570-1174

- kE Serial Number:
ok S sl 22070019

S/N: 22070019 aﬂ g

10205 Rev. 201

Serial Number
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Example 3. — Acclean Ultrasonic Scaler

HS REF: 570-2771

ACCLEAN“ ULTRASONIC SCALER
ESCAREADOR ULTRASONICO, / DETARTREURA UL

Item Description: Acclean Ultrasonic
Scaler

Serial Number: 22016704

Serial Number

2. Users may then assemble the UDI using the serial number obtained from step 1 and referencing the
corresponding table below with associated part number and GTIN.

UDI may be obtained as follows: ‘(01)’GTIN + “(21)’SN = UDL.
e Inexample #1, the human-readable UDI Information for 112-7304 will be:

(01)00304040058268(21)21120441

e Inexample #2, the human-readable UDI Information for 570-1174 will be:
(01)00304040099520(21)22070019

e Inexample #3, the human-readable UDI Information for 570-2771 will be:
(01)00304040155837(21)22016704

3. This information can be reprinted from the product web page on the Henry Schein website at
www.HenrySchein.com.



http://www.henryschein.com/
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UDI Codes Cross-Matching Summary Table

HS REF Item Description GTIN Number

1127297 | Essentials C-Type Push-Button Handpiece 00304040058190
1127298 | Essentials C-Type Handpiece 00304040058206
1127299 | Essentials C-Type Mini Push-Button Handpiece 00304040058213
1127300 | Essentials C-Type Mini Handpiece 00304040058220
1127301 | Essentials E-Type Lowspeed System 00304040058237
1127302 | Essentials E-Type Lowspeed 20,000 RPM Motor 00304040058244
1127303 | Essentials E-Type Lowspeed Straight Attachment 00304040058251
1127304 | Essentials E-Type Lowspeed Contra Angle Sheath 00304040058268
5700072 | Maxima XTEND Maintenance 00304040058282
5700105 | Maxima ELITE Handpiece 00304040058305
5700106 | Maxima ELITE Handpiece Mini 00304040058312
5700741 | Precision-Torque 2Cr SS 00304040064375
5701072 | Maxima PRO 2 Highspeed Handpiece 00304040090046
5701073 | Maxima PRO 2L Highspeed Optic Handpiece 00304040090060
5701074 | Maxima PRO 2S Highspeed Swivel Handpiece 00304040090053
5701174 | Maxima XTEND AX Maintenance 00304040099520
5701431 | Essentials Pro 2 Handpiece 00304040110089
5701432 | Essentials Pro 2M Handpiece 00304040110096
5701433 | Essentials Pro 2S Handpiece 00304040110102
5701434 | Essentials Pro 2SM Handpiece 00304040110119
5701449 | Maxima Pro 2L HP Mini F/O 00304040110898
5701450 | Maxima Pro 2S HP Mini N/O 00304040110881
5701451 | Maxima Pro 2L HP Mini F/O 00304040110874
5701531 | MaxPro Personalized 00304040117385
5701532 | MaxPro ML Personalized 00304040117415
5700107 | Maxima ELITE L Standard Head 00304040058329
5700401 | Precision Torque 2 Push Button 00304040058374
5700402 | Precision Torque 2L PB FO 00304040058381
5700486 | Master 3 Standard Push Button 00304040058398
5700487 | Master 3 Standard HighSpeed HP 00304040058404
5700488 | Master 3 Fiber-Optic PB 00304040058411
5700489 | Master 3 Mini Push Button 00304040058428
5700490 | Master 3S PB Swivel Type 00304040058435
5700491 | Master Torque 3 E-Type LS HP 00304040058442
5700492 | Master Torque 3 E-Type LS HP 00304040058459
5700494 | Master Torque 3 E-Type Motor 00304040058466
5700495 | Master Torque 3 E-Type Motor 00304040058473
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HS REF Item Description GTIN Number

5700496 | Master 3 Mini High-Speed HP 00304040058480
5700497 | Master Torque 3 Straight 00304040058497
5700498 | Master Torque 3 Contra Angle 00304040058503
5700502 | Master Torque 3 4:1 Straght f/ 00304040058541
5700684 | Maxima Electric System 00304040116104
5700685 | Maxima Electric Micromotor 00304040116111
5700687 | PDS MaxPro Highspeed Handpiece 00304040062067
5700688 | PDS MaxPro M Highspeed Handpiece 00304040062074
5700691 | MaxPro Highspeed Handpiece 00304040062012
5700692 | MaxPro M Highspeed Handpiece 00304040062029
5700697 | MaxPro L Highspeed Handpiece 00304040062098
5700698 | MaxPro ML Highspeed Handpiece 00304040062081
5701533 | MaxPro M Personalized 00304040117392
5701534 | MaxPro L Personalized 00304040117408
5702094 | Maxima PRO 2L AR Highspeed Handpiece 00304040133682
5702095 | Maxima PRO 2S AR Handpiece 00304040133699
5702771 | Acclean Ultrasonic Scaler 00304040155837
5702855 | Acclean Hygiene Handpiece 2S 00304040160091
5702861 | Acclean Hygiene Handpiece 2 00304040160107
5702863 | PRO 2-K Lowspeed Attachment Contra Angle Sheath 00304040159613
5702864 | PRO 2-M Lowspeed Attachment Straight Attachment 00304040159637
5702865 | PRO 2-M Lowspeed Attachment Contra Angle Sheath 00304040159644
5702866 | PRO 2-N Lowspeed Attachment Straight Attachment 00304040159651
5702867 | PRO 2-N Lowspeed Attachment Contra Angle Sheath 00304040159668
5702868 | PRO 2-S Lowspeed Attachment Straight Attachment 00304040159675
5702869 | PRO 2-S Lowspeed Attachment Contra Angle 00304040159682
5702871 | T-Style Lowspeed Attachment Contra Angle 00304040159705




