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1.1. 27

20132 9 & 24 € 0|5 FDA = 2|27(7| ARMEALE 7= 23 312 LEUCL o2t 7780 mat 2o = 4hY

BARIRE 2H[AbE O|= 7|7 2t 8 ZFX|Of BA|E= LR EX, = UDI(Unique Device Identifier)E &3 2|=27|7|&

Alsh 4= QA = Z{0|C} UDI = 2|2 7|7| 2lof Yk BIAE (text) HAID HIRAEQ Z2 XAIEQA &2 THES £ U=
HAoZ HA|ZCH 2|1 MAE Al OFCF "MA 2| (reprocessed)" IHH0| 2R3t XAIE 2|27|7|& HE BB UDI &

SrMel HHoZ HAIE = e AF QH(Direct Mark) HAICZ HIAEE HA|SHOF 8tH, 12|3t0 2HEO|Lt =X X| 7} Qe
Hst 4= QIC} UDI = XA ZL 7| £ (electronic health record) 3 2|27|7] HE
BE HE 2l (information source) I A|ARIOA Q27|71 E HESHA 7| S5t #2|5H=

HEotE WHE MlSotch o|27|7| 2t 2{(labeler)= GUDID(Global Unique Device Identification Database)z2t= 0=

ok

FDA H|O|E{H|O| 20 2|2 7[7] YEE E1s0F Lt GUDID = Oj= L E= 2=7|7]0 tiet S2 YEE MY/HS0H,

r

i 75
UDI = GUDID H|O[E{#|O|A0M £F o|27[7] SR B2Y = UA=SF ot= Oi7HAF HetS HEoCh

GS1 2 FDA 7} £90Ist UDI &27|&0|0{, GS1 EZ2 0|= FDA UDI 8 2FAISS E=3ICt £ 710|E212l Z2M= GS1

Ol

Healthcare US ® O|lM Z7t5tRA2H, GS1 BES AHESI0] O|= FDA UDI 780 ti33ted= 2|=7[7] YA E K-St 0|

28 5 EAM= 0/= FDA UDI 780 Cist GS1 E& ME HE X|HS HIS o},

FAAE: GS1 US = 7|92 ¥ & Q7AIZ0| Oiet B8 MH|A E= =S MISHA| =Lt 71282 24 & HE0f

thet 2= BN Q/Es A 27AIE S S5 HMYo| AL & A A aFARo tieh XAt W82 Al @E1E0
=2|3H{OF BHC.

o F2AE: 0= FDA 78, 178 2|f%t €%, 2|1 CHE O|= FDA UDI A2 & Chg EHO0|X|E EZotrt.

www.fda.gov/medicaldevices/deviceregulationandguidance/uniquedeviceidentification

1.2. =X 7|z Hy|

O EMOIM = 2 A2 (best practice)2t & ALS Cieh =15 MSSHCE Of2f LIEE OFO|22 HEAILl= Lo TFE LIEHHE

SYMBOL MEANING

(1 U TE FR B
@ gty
OIS ER TUE EE HAAY

1 For information about the rule, see the United States Department of Health and Human Services. Food and Drug Administration (September 2013).
Final Rule - Unique Device Identification System. 78 FR 58785. Retrieved on November 3, 2018 from:
https://www.federalregister.gov/documents/2013/09/24/2013-23059/unique-device-identification-system
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1.3. EAM HE

0| 7to|E=ztel2 GS1 7/Z7Z(GS1 General Specifications)tt O|= 271924 BAXH(Q27|7| M= X &2 M
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O[ R2.0 H{72 O|= FDA O ZH?t M2R YEE YU|0|E StYUELICE O|= FDA 7t 2 HSt= 7t YE = X eH(Draft
Guidance), X/&2t(Final Guidance), &%t (extensions), = Y52 UDI 2 FAtY 23 =H 2t (modifications) HEHE
M-S ECh XpMst LiE2 0/= FDA UDI & AlO|ES &ETHCY,

www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/default.htm

1.3.1. 54
O] 2A2| &X2 O|= FDA UDI 18 & GS1 MEHMAZL B2 E BFE HE FE20 et EHE MSdhs AO|Ch & 710|E

grel2 8 = Tl thet XIFO|LE =S M-SR B=L.
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= 710|22Rle F2 MAYH/SE(Z0H)YHES A2 R E|QICt 10| = £33t 0|2 FDA UDI #R0|| thEst7|

o
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1.3.3. H¢
0| 7}0|E 2912 0|2 FDA UDI 78 STAMS D Glatel GS1 Al A U bt

GS1 #ES HNEdts YHsS 23t J2{Lt UDI %8 £ HH|et &Tse X|
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UDI 27Ate ¢M= Oj= FDA UDI '8 & X|&(guidance)0 FA|Z[0f QULL.
FaM: 7|2 oA S NS0 et 2E B S/EE A 27ARES S500F 2 0| ALt 2AF B MEFM HEE=
BHA A A 27AFZ0] TSt AEMS W82 FIAS] & 18 & 78 =5 B (718 £ E)0 S2IsH0F Stot.

of M= Lt& =X E HHEL,.

# 1.3.3-1: 0|= FDA UDI #8 #8249 23 GS1 #E

0|= FDA UDI 78 7484

9O|&7|7| AHX} (Device Identifier, DI) Global Trade Item Number (GTIN)

MAE R AMEXL (Production Identifier, Pl) GS1 282Xt (Application Identifiers, Als)
XS24 7|=0 2let uDl EA| GS1 HIZE

2H|XI7L 218 5 A= HAEY UDI BA| 7H=2Xt (Human Readable Interpretation, HRI)

o|87|7| EHO| X Q12| (Direct Marking) AN HAE Q20 &St GS1 7

GUDID 29| {|0|E| M& GS1 Global Data Synchronization Network (GDSN)
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1.3.4. H1iX=w

& J10|ER2IQIe GS1 J/=77Z(General Specification) £ 7|9t 2 ZME|QULCH & BMO|M HXSH EX BFE TS of2fof

LHEE|Of ol, 23 BFE/MEAIE2 0O XA Yo Z 7HFsiLt,
- GS1 General Specifications - GS1 US AIO|EO|A CIREZE Tt

www.gslus.org/documents?Command=Core _Download&Entryld=171
- GS1 &AA O GTIN 20 1% - GS1 22 AO|ENA CHREE 715 www.gsl.org/1/qgtinrules/en/healthcare

1.3.5. F7} ¥1xt=z

O] M & CH2 GS1 Healthcare US 2A1QF H20| =L},

Healthcare Provider GTIN Toolkit

Healthcare Supplier GTIN Toolkit

Healthcare Provider GDSN Toolkit

Healthcare Supplier GDSN Toolkit

Healthcare Supplier U.S. FDA UDI Quick Start Guide

Transitioning to GS1 Standards in the U.S. for UDI

Standards Guidance for Assigning Device Identifiers Using Global Trade Item Numbers

UDI Frequently Asked Questions

GDSN for the FDA Global Unique Device Identifier Database (GUDID) Implementation Guide
Leveraging GDSN for the FDA Global Unique Device Identifier Database (GUDID) Implementation Guideline
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1.4.1. GS1 &M IZE (Company Prefix)
GS1 YH IS GTIN I 22 GST1 Al A =0 YHO|CH GST YHAELE E3ME A QXK brand owner = Labeler)7t GS1

S| |7 (O et S22l & - GS1 Korea) 27 Ef 2t0|HIAS Bh= i HO|CH 2fOJIAS 2Eot £ GS1 YHIEE BE-E

>

QX7 GTIN S Mdst=H AFRSIH, GTIN 2 UDI 17 4 Di(Device Identifier, 2| 27| 7| AlHXH0j| TSt GS1 YMAEE
CESH CHE GS1 A B3 E(0). GLN(Global Location Number), SSCC(Serial Shipping Container Code) )& M M3t=H 0=
AFESICE O| 0| A= SELEO| 2Ol A A 2Fof| 2t GTIN-13 MHS 2Tt GS1 MIEQF GTIN-12 ¥4 S ?I$t UPC EXMZE, &

Z2o| YNHIALE e 2 Q)

EFY IEE
1.4.1.1 GS1 YMIE: GS1US 7} FO{/22otn T MA FELY0AM AL = A= At A BB GS1 AEZE
(4BHYIEQ GTIN-13 £= GTIN-14)E 4 dot= 7|8H0|Ct GS1 YMIBEL| ZO|(Xt )= 7|0 Wt TS 5= QAL
1.4.1.2 U.P.C. ¥H|ZE: GS1 US 7t 20{/2e2[stn © NA |SAUA0M A = U DAL AERHS 12 Xt2]
AEAMHACOl GTIN-12 & M4sHs 7|8H0|CH UPC. MR E0| ZO|(RIEl4)E 7|0 e}t CHE 4= ULt

T8 BEUE 2RA/EHEHE 02 712 GS1 YHRES 7HX| 1 UAE +& AL

1.4.2. GTIN (Global Trade Item Number)
GTIN2 ® MAZ FEE= &8 Ee= MHAE AEY SHCZ 205t= GS1 M8 7|(key?)0|CH GTIN 2 4E9| BHE
AR XHO|= FDA B34 "2t 2{(Labeler)”)7t £0{/22[5tH, GTIN 2 © MA 32Y0M EY E& XX 8=

g5 MESCh. GTIN 2 ¢F2 =T TR0l EMEX El3r 15 71S0| 22, HHME X Bl
=
=

Jr
(e))
=
mn
o
N
rfm
on
g
=2
il

Fof/aldet = ACEH GTIN 2 HIRE0| 213 (encoding) & = UCH, &&E F= X S €2 718

1.4.3. GS1 H|O|E] 7{2|0] (Data Carriers)
HZEYHE A0 GTIN 8 7HSEXE Qs 5 WHOME HES Y| Alge 4= Q/Ct J2|1 GTIN 2 GS1 H|0|Ef
7H2|0f(0f: HHRE =& RFID E{ )2 QB YLD, 3§ C0|Ef FH2|ofs ME0| Qf/LAHEICE GS1 HOE 7420l ATt
RFID 2|t 22 7|4 = Hefof Hlo|f BHO|DY, O HT2 J|A 2 HO|HE X522 +TT 4

o

X|¥5h= ZAO|Ct HIRE Qo= CHEE2| GS1 HIO|Ef 7H2|0f FRO|= 7H=EXE GTIN & BEAISHD e, =522 GTIN

N
_I':_I
I
et
+
$0

HIOJEE Y slioF & B0 0|5 S8 (FFFZ AL Of: HIZ =0 H2 A Tfr of2fo| =X}, Crdet 2@ at o Z2|AH 0|8 S

+8017| fIo GS1 A|2"-2 o2 ZFS| HIOIH 7H2|02t X+ AA(AIDC) 7|&S | &SHLY.

~nN
N
=
il
=

2te| A A~EOIA TIoIEl THY Lol &S0 = el2 =2 AlE XK dentifier), S dl2=S JH2d t

=

=
i @
)

_Oi
C
=
1z
ng &=
et
4>
30 ©
Hr \>
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1

Us U.S. FDA UDI #%0il thot GS1 #F X & 7H0| =2t

1.4.4. GS1 28AHX} (Application Identifiers)

o
MzZH = HHYHM= GTIN off F71510] &52 £4 ZE(O: 8718 Mzt= 5)E g &

S DEHSI ARUAOIHY 5= AT|IE 3 YTCE GST AL 2 0|23 7 AL ES X|-]SH7| fI8) "SEAEAE
&ttt GS1 S8MEXHANE HIRE0| AR st S+ MR Uo|H, Ho|E o] E4 S Folottt. SEMEAE 2 At2], 3

Xt2| E= 4 A2 =AY ZEO|CE X|F7HK| 2F 150 7H 02| S8AIHAI X7 =20, GTIN 1 242

ROl £8 BE(O: &7 Mz=t= 5)0f tiet SEA X7 FolE[0] ULt SEAERE HIEES 2}

N
o) o

E(element) & 7t BIX QIZYICE GS1 HIZEE 1 T/ Wef GTIN 0]2(9] SEAEAE AT

AR, AR @2 A= A= DS Flsiof Stot

1.4.5. 7N HZE QI HAof et GS1 EFE (Direct Part Marking)
DPM(Direct Part Marking)O|2t GS1 HIZE t¥2 NZ HH0| &Y Qsts IES YSICH (2HH E= CHE EREE 2l

e g2)) 4350 79| HHREE Qst= L2 AR 3 7HX| 7t QUL
1. Direct Part Marking (DPM): & 4| &= JEE QYA HAO2 HEO AFPHOZ HIAEE Q14

2. Durable Labelling: 2} A Z0 F3

1A
|0
u
0Q Mo

3. Durable RFID-Tagging: RFID Ej 17} ArZ0f

1.4.6. GDSN (Global Data Synchronization Network)

GDSN® (Global Data Synchronization Network™)2 (1)GS1 A/HIAE Gl &4 HEE XMEsID (2)0|2{et HEIF 2HI2ZH Ho| U

>

Mgt A=A 2ot 3)SeY HEHSN 22 SEE SRY 5 AEF X|@sts £F490|Ct GDSN 2 GS1 Global

Registry®0f| 2|3 HZE &= 2& 7tstt HOIH E(pool) ZF UERAOILE GDSN 22 21522 HIO|H &2 AHEAS S8

FEE Mot 225 GST Global Registry £ O|2{¢t H|O|E 258 M= HZTICt GDSN 2 H|O|F 2t2|of 2teh H5X0[1

Aasetel B2 YHE MESote A2l THEYH 7t M2 S/t 5289

o

27t Y o= = o0, HolE d=gs =0/ 53
| B &S EHSL,.

£2: 0|= FDA UDI #’81F 233t GDSN 2 GTIN & 7|Et 23t HIO|EE D|= FDA 9| GUDID 0 2 E3517| fist F
A S S5t MO E ALEE &= QUL KtAISH LHE 2 MM 44 £ ErxTtet,

GDSN Cf|O|Ef &2 HL7 SPL (Structured Product Labeling) EE2 AFE3}0] HEY A S CHASIO FDA GUDID Of CIO|HE 85 &

=
2= QUCt GDSN 0|A GUDID 29| H|O|E HZE ZZMA = O/= FDA GUDID 22| A|HAIHNAM HIAE 3 ASE|Yol 00|
o2 9|=27|7| ¥ A7t GDSN & €310 GUDID Of HIO|E{E YZE3stD QULCE

GDSN % GUDID 22| H|O|Ef H=ZE Al AL HOf CHSH Li&2 Ofaf QB Ul Fo0M =Holet

g = ALY,

https://www.gsl1.org/docs/gdsn/GS1 GDSN _GUDID Implementation Guide.pdf

Z8: 0= FDA 2| 2|&7|7| UDI H|O|E{H]| 0| A9l GUDID = GDSN 2| &0 M= stLte| HZAE 2 F O] E{H| 0| AO|X| T,
O/= FDA = GDSN HO|E| E2 Q58 gX|= AU=Ct. GDSN € £810] M= 2| 40|EE GUDID i SEdl= AL

(k)
GS1 215 GDSN H|O|E| 20| LA0AH HSE 5 A= StLte| MH[A0|CH GS1 E& GS1 2|/ 7|7= GDSN 2 &% UD

—
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1

us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

HO[H H&0| GS1 =22 MH|A & HE/JIE Sdf 0|t = Rz ZH 2 Al MY

|&st= §4 HoIH 20 AL

mjo
>

|X| @=L}, UDI H|O|E

i

&0 et Y2 sie MH|~

i
P

ok

1.5. O|= FDA UDI 13 72

O|= FDA UDI &2 2|27|7| & F&stA AEsty| @3t MAE +=2IUCt ol2fst 80| et EHQ 24 BA XL AH|Xt=
O|Z7|7| et gl EXX|0| EAZE DRAEX, F UDI(Unique Device Identifier) & Edf| 9|27|7|& A Eg 4 A =
Z{0[C}, UDI = 2|F7|7| o] Lt BIAE (text) WA HIZEQL 242 XIS QAAM TSR HEY £ e HACE

— AA

J2|3 RYAHR A| OfCH "J M 2| (reprocessed)” THHO0| ZR3H AL O|27|7|= ME EHO| UDI S FRHQl diHo 2 mAlg
4 Q= X QI4f(Direct Mark) A2 HIACZ HA|S{OF IO, 12|80 2HHO|Lt ZAX|7} Qs o2

Al 5= QICH UDI & ML 7| Z (electronic health record) % 2|27|7| HE K| AEE|(registry)E Z&st RE FE
4EAH 9] (information source) 3! A|AEIO|A 9|2 7|72 HE3lH| 7|28tn Ra|ste BEESIE B S FFBicH o277

2t 2{(labeler)= GUDID(Global Unigue Device Identification Database)2t= O|= FDA HIO|E{H|O|A0f o|=27|7] HEE
¥ 8]0} $HCh GUDID £ 0|3 W REE1E 2&27|7|0f i3 52 Y2 E ME/H S0, UDI £ GUDID Hl0|E{H|0| 201 3
ol27)7| FEol WY 4 Y= ot YR QTS BYBICH

0|2 FDA 7} Ho|8l= "2 2{(Labeler)" 2t O|27|7|0f B} S BAMSIAL E= 7|Z= 0| 27|7|9] 2HHS Xt Al2tS atsin
O|R7|7|7} o oMol B ALt £ gl0| HUHOR REE & UL E St AHO|CE J|E Btlo| IRHEE SHK Y&
Chad| O|R7]7|S SES ARIS| 0|21 QietH HEE AvsHe A Bf £Fo| 0| sTeiR|s Sert (jrEol HL,
2hle|= o2 7|7| MZAYHOIXIT 7|&7 LA}, Y38 o|27|7| MK}, 7|E Of S8, LA X(repackager) = 2H

i

T

>

XL e 2tEe o 5= QUCk3

—

MUl

1.5.1. UDI #’§224 (Segments)

UDI &= 2t (0o, M=YA)7t 2[=7]7]|0 £0{ot= =At & LUt YEjo| ARAEILE0|H, Ol= FDA 7t 2178¢t UDI

237 20| ot WAIS Watof 31T DL £ 274e] £E o2 PAE T o277 A

XH(Device Identifier)”, 12|10

“MAPEE AHE X (Production Identifier)”:

O|z7|7] A'EXl (DI): ¥4 UDI B+ 78R4 2teiet oz7|7| HH/2- S HESCL

A E MEXL (PI): M XA Q2|0 MEid UDI 884, 2|827(7| 2t CtE2| PI & Lt O]& ZEahet = QULE: (i)
MZEH=Z (lot/batch); (ii) Y THZ(serial number); (iii) &7 (expiration date); (iv) ‘4t Xt; J2|22 (v) human

cell, tissue, or cellular and tissue 2|27|7|9] 42 §1271.290(c) A|E3E

3 Retrieved on November 18, 2018 from U.S. Food and Drug Administration UDI Basics Page Last Updated: 09/27/2018
https://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/UniqueDeviceldentification/UDIBasics/default. htm#labelers
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1

us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

UDI 7801 2B 2|2 7(7] {EXHDN= &4 UDIOf Zet|0{oF it 2Lt dAgE HEXHP)E i E(RS7IE

-_—

i

2O AH[XIL QIS = UZF 7|3 ZR0|T ZRsSICH JH0 = 275t tHRE22| 2|27|7(0|= Atd 4 StLt 0] 49
MUPE(GFSI(eL MEMZ §)7t 2P0l 7| X =0 ACH IH 22 THF29| UDI o= EAFEE AlHXKPI)7L ZeHE 0|k
tt2kA UDI = DI only EE= DI+PI 2 74 & £ ULt

UDI o] HAl 9 LYo CHS XtAM|BH LIS O|= FDA 2| Unique Device Identification System: Form and Content of the

Unique Device Identifier (UDI) Draft Guidance &Z35}e}.

GS12 0|= FDA Q1-st UDl &3 7| 20|22 GTIN 2 UDI o|&7|7| AlHXHDNE AF8E 4= ULt & 710|E2IQI9| 2 RO
UDI DI A GTIN £0f 20 Cist XAtMst HEE HSTHCEH MAPYE MEIHP)E GST SEAHIHANE EAISICH &

7tO|E2t2l 3 ROA UDI YitEE MEXRZAM GS1 SEA LA ALE L-Of Tigh XpA|sH

o)l

H2E HMSeo.

o|=27|7] AlEx} (DI) Al (01) Global Trade Item Number (GTIN)
GS1 S &4 24t (Als):

Al (11)

Al (17)

Al (10)

Al (21)

H1: 3 7t0|E2tel2 0| FDA UDI 780 221 &l PIOj| CHOH =2 STt K| 3 F “UDI YiFgE AHEX} (PI) - GS1
=3

AlEX 222 FOstDh MA GS1 SEAEX0| tist LHE2 GS1 7|&14(GS1 General Specifications)&

2 g4 S + U L HAE YAD HFEQ 20| 7|AH =2

—

dn
ot

HIZE&= CHoh 20RO M AFEEID GST AJAEI2 ARSRET XHAIO| SHAO 7H Hotet HIREE MEE 4= Q=& Chfst
HIREE X| st GS1 7|=1+2Z20| 2} GS1 HFA E = Retail, non-retail, === Retail/non-retail A0 AFR2E 4= QIC} Y=
GS1 HIZE+= Mg (0). R87I2HhE 2REe &= UKL CHE GS1 HIRE= X 2 4= AT W2t uDI off CHet GS1
HIRE &M (1)Retail BHO|AM HIAET} BHEE|=X| O£} (QHIZET} "Dl only” £ "DI+PI" 2EE QAL Of =X
Of 20j et CHE = QUCH CHASH S& FO0FOAM GST HERE AFE MO CHSH XEASH LI82 MM 23.1-1 & &=3HCL
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https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM512648.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM512648.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM512648.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM512648.pdf
http://www.gs1us.org/documents?Command=Core_Download&EntryId=171
http://www.gs1us.org/documents?Command=Core_Download&EntryId=171
http://www.gs1us.org/documents?Command=Core_Download&EntryId=171

us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

1.5.3. A H QM (Direct Marking)
UDI 0l 2k ARE FOfl "X X 2| (reprocessed)” SHOFSt= MALE 2|27|7|= HH AHA|0f UDI E =% ®EAISHOF SOt &

M YM2 O Oy 2t == ZFX|7L EMSHA| &= 2/27]7|E UDI E 2830 F&otA Al = A=E XL GS1

i

oM %7 0pd2 S7A 0 (marking)Ol 2t BHCE (MM 1.45 EX). Ml 7HX] SRS 0|83t o= 7|7|0f ¥FHo 2
i&2 S 70| =2tele| | 5 F0i| AM|5| EFEOf ALY,

2ol 2+t 0| FDA 2| UDI 27 A M2 LHE2 Lt 0|3 FDA EME & 115t2}): Unigue Device Identification:

H
o
-

Direct Marking of Devices - Guidance for Industry and Food and Drug Administration Staff

1.5.4. GUDID (Global Unique Device Identification Database)
O|= FDA UDI #7380 =M o|=7|7|0f UDI & R O{e WOtCE 2t¥e|= O|= FDA O siE 2|27|7| &3 FEE M-S0 Bt

Ol= o|27|7|2t 2t E MESHH MEY & ULS SHH CHE FDA H|O|E{2te| A E X| &S GUDID & 2|27]7| A g8Xt7t

mat

2 EFESICH GUDID O 2Rt §E = HYEX| YL

Ue BE 2=7|7|o H= 7tE2 9

GUDID &t 2ot XtMSt W82 Global Unique Device Identification Database (GUDID): Guidance for Industry &XM& & 1BHCE

R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED Page 14 of 62
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https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM452262.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM452262.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM452262.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM452262.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM452262.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM452262.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf

us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

1.6. HHZA 7

= MM
o T

—

1im

ro

UDI 2t& BB ZHEOf Choll =2l etrt.

1.6.1. 0O|= FDA 2|27|7| NHRICs/NDC ZE AHA|®

NHRIC (National Health Related Item Code) % NDC (National Drug Code)= O|= FDA #0j 2t #A S¥o=z o|=z7(7| Y

1o
10

2 AME5= Ol Ar8&l= Dl= A/EAE(US. regulatory identifiers)O|Ct GS1 GTIN 2 4| 55 & 32 22| 2F0M

FotA MESt= O MEEl= 222 AEI 0|0 FAH 0 23 4F M=M= GS1 B0 W2t 0= FDA

2

nE o
mjo
k1

0

ru

f

2T E(Labeler Code)0ll diE = GS1 EHIiE(Company Prefix) & 2850 GTIN & £0] & == UCL O|& S 3=

I

e
n

QF M B 2SS Q) o877 U oof

o
E_l

Ze
0¥ =9t NHRICs/NDC ZEE GTIN 0 Cj 2310 A3t QL (NHRIC/NDC £ GTIN Of CHL238}= dhHof Cist Xt

N

B2 (Appendix)g EZE$HIC})
J2{L} 0|= FDA & 2|27|7| 2 U ZXX| 49 NHRICs X NDC 2EE CHAX oz HX|g Zdo|2ta EHEIYCE 0|2 2I3f uDI

T8 & 4 2&87]7| S8 UDI 2|73t EM7F NHRIC 3L NDC 2E A8 S2 0| &L A8 = 2+5t4, UDl 782

NHRIC/NDC 2= AHES /o FDA SRR ZEE LIRS 2HE2{7E GST A[L”-OM o[27[7| UDI 2EE FOE = JAEE 7|E
SEYHIEES YRS AI8Y = UAXE BICE FDA 2fEIEQ| X|EX QI AHE S 2dh Ol= FDA Of 2I3ff siE ZE2| AHE 7|t

GIZ0| S| 7HE[QUCH NHRIC/NDC ZE0| st MFEWE2 "2|=7[7[0f F0{El NHRIC B! NDC ZE0] CHor AlSH A FDA AF ¢

X| &l (Enforcement Policy on NHRIC and NDC Numbers assigned to Devices; FDA Guidance for Industry)"S & Z&3}e}.

GS1 PMZEet A E[AX|T O|= FDA O 2|3l I O]& AHE0| H{7tE|X| 2 FDA 2t#BZE= A 7|22 &5, oiE

1

FEE CH2 7|0l CHA BE 2 S= YLk

|2 =Q: GTINS| IRMEEEEMS HE317| 8l FDA cH A= WESI0 GS1 YHIZEE AR SH= GS1
Mo EE A& AFE5tD 40 @FAME 0= FDA O HZ&dlOF Tt NHRIC/NDC

TEE GS1 GTIN Of CHEA|7| & HR0|| CHDE XEATH LHE2 6 E MM 6.2 & X512

MUl

6
O|R7|7|BHE 552 GST BHIZE(]: NHRIC 2tE2|{ZEet WEHE GS1 GHAEL AFX| K2 GS1 HIAE

1.6.2. GTIN = (assigning) vs. 22T (encoding) vs. X & (storing) 712
« %3 (Assigning) - GTIN 2 8 X{2[, 12 At2|, 13 Xt2| £+ 14 2| Z0|2 YZFe 5= AUt (42 GTIN-8, GTIN-
12, GTIN-13, and GTIN-14 211 $tC}) Oj= W Q|2 7|7| M4 Ho M= F= 14 2| GTIN(“"GTIN-14")2} 12 X}2|
GTIN(“GTIN12")0| A EIL},
« 9134 (Encoding) - GS1 HIZE X2 GTIN 2 GS1 HIZE F50| 2t GTIN S QA YsH= &S Ho|stot,

- % (Storing) - GTIN 2 XMHsI7L} £ 7|9 2t 28

not

PO, BEEA] A GTIN & ME/SROH0F o0k &

GTIN 2| #¥ “0”(Leading 0)0|2t=X|, 2 F A EXt(indicator digit), 12|12 M2 L|X|E(check digit) THE
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https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM484092.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM484092.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM484092.pdf

us U.S. FDA UDI 7#7&0f i3t GS1 &EF X & Jto|=atel
XE/SeHor oot GTIN 2 GIO|E H|O|A = o{Z2|A0| M0 ML W= 1 XA+E 14 K22 22 AS

)

ol Zasict™, 8 Xt2|/12 At2|/13 X}2| GTIN 2 XM&EE If, 14 Xt2| GTIN HAIC 2 7|

Y H(right justifying)2 &¥st1, 1 Ot HOJUE

0|'J

2H0l "0"= MM 14 Xt2| GTIN S ZHS0{Of SHC.
oloff Chet =7t YE= M 2 £& T XLt

—

1.6.3. YAHS U (Assigning)/&2H(Allocating)

GS1 S8AMEX 21)2 GST Al HIO|H 2EO| LHHS T AFS LEIHEL GS1 EE2 LHHS S GTIN 2t 24 AF85t=
2ot 0 2l (alphanumeric) 2AtE 0|0, 1 Z0|= [t 20 At2|7HX| 7Hso 7HHZ0| HO[H EE2 Yoottt (YBHS EAt2

MEY = A= BAE2 GS1 7|40 Zlof AS). WetM GTIN 2 LHHS S Zedt= HIO|H H 0| 2et

=

|A|X|(message)= £|CH 20 XF2|2 7 E BB E 5
'0"2 CHE2 Yutro2 2Xtet SS5HA HIo|E X 2| £|ofof oot

YHHS 2 A QA E[O{OF SHCH= ZAOICE HIOIH HO|A= LEHMS HO[H BES HIEA MAE L E(text field) 2 & A5§0f SHH,

N

8 4 U7|E SHX|B, ALBEIE @A 40| Wat BAE 27|7h YRtRct 2L

ChEgo] MAF AlAROIA ZRA| CIRI MO 22 % B 25 ZRMAE OacstE s ABE 7|0 BASE Mt
i

1.6.4. HIO|E] H|O|A & YHMHS TCO| H|O|E] HA

2B o= 20 20 M2 E M2 E 5 U= HAE LE(AF 2ET) OHE)0| MEBHOF o0 GS1 EE0f| et LA & 2o

-+

E =X} 0" A A= QHEICH
1.6.5. HIZE A7l
2 X} GS1 DataMatrix HFA =+ O|O|X|(image) 7|8t A7 2ot 8tH, 1 XH@l GS1-128 M HAZ == O|0O|X| 7|gt

A7 ER OfLE} 7| & MY HIRE AJfHEE EEg 4 o i A= M1 A A2 AR HIREE 2R

LE

b

ri

=
=

Juok

A
T

UAs OEY AHHE =St Hobot AYJX T 5 1 K2/4Y 7|8 29HHE ME3tE 2[=7|7| YAl 82 2 AHR GS1

AA
DataMatrix HHZEZ THE8IX| 28 =% QICH ANEO 2, GS1 DataMatrix HHEZEE AF238t1D 42 AR, HAHES0| 0|2zt

[\
>t
o
o
1]
[n
1]
re
A
mot
>
$0
rir
[ >
sl
I
]
HL
=0}
Ot
k1
30
rir
Pal
>
r
ot
rO

18| 2= Z40| S5}t

HIZE ZH= FHIE FOiSH| Tof 0|5 AAAH0 HIRE 270 7|F0f thet 7|= M (Simplified Guide for U.S.

Healthcare Barcode Scanner Acquisition Criteria)E EtZ3sl2}. 0] M= GS1 US 7} 2438t glon, 0]=29| o|&7|7| Aty

SEY OBEAXS S 23 AT Ltet= Chst HIRE A0 FH| S48 B7ota Aol Y=o 74 Xghet FH|
S X[ >Stot
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us U.S. FDA UDI #%0il thot GS1 #F X & 7H0| =2t

1.6.7. HIFE TLE O]

PRET) HEE[X] @ e o2 7HX] 0|77t S & UGt thHEE Bt E7F 2R 7 ot 2F 274 EXOICE Ol E =

[y

T

AALE BiE 2|7t SEERAS = A= S8 dRLE GS1US = HIRE =5 X E s 2st= ol =20| &= 22H Hf

=

_I_
L

= LA oMY BAXS BHE HEL2R

_

=
=

Mo
x

L= 2 8" (Responding to Troublesome Barcodes)g ZH|ZHCY,

+

e 4

X

rir
ox

PO USE =+ UA=F H2H, Ha Al

~{e]

—_

Jn
n

HIZE T= ZHE sl Zdts ¢Hot Z2MAE MSotoh HREY
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us U.S. FDA UDI #%0il thot GS1 #F X & 7H0| =2t

N 2 ¥: UDI DI (Q|&7|7| AlE8X}) - GS1 GTIN

Ol= FDA UDI 7#&0] a2t UDI o= CI27|7|2] &8 WM & ZE I 2t 2 (labelen)E AlHE &= = 9|2 7|7| A HX}(Device
Identifier, DI)7} Z&HE|O{OF $HCt GS1 A|AEIO| A UDI DI & GTIN(Global Trade [tem Number)S 2|0|3tCE O] MMOj M= GTIN A

Lol chet XMet XS M-Stk
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us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

2.1 GTIN (Global Trade Item Number)

2.1.1 29| (Definition)

GTIN(Global Trade Item Number)2 "Il ¥ E5"(F, S50 0= A|HO| ALt 7tH0| OjAX|D, T2 E&= 2 &2 = U=
HE U M2 AESE O AFBEE ZHEHCZ TR GS1 MY F|(key)OICt GTIN 2 MBo| M E ARX7F £o{slH,

Z2E S5YS Sl R = XA FEE= MES L5 Hl A8 ECH
7H

ZY RS AL 1 7H 97X =X (numeric

r|r
m
10

«  ERAHEX} (Indicator Digit): &5 4 & X}(Indicator Digit)
value)£ T3IH, GTIN-14 & 20E [ AMZBHCH
*  GS1 YHBE (Company Prefix): GS1 A/HAE(0: GTIN) M2 2/t 7|#H2 2, GS1 27|77t 2| &lAL| EAlst= ©

oF PM M EHSOICE GST PMBEE 7|9 LI=0f et Chst Z0oj2 S EICH GTIN-12 2] B2 UPC.

[ 1 =2 =

MAX=Z

nKel
a9
YHBES AL

r

. AMESEC (tem Reference): A4Z 22 AlH3}7| 98 GS1 YHAEES 29 7|20 Hojsts #SO[Ch AEAS |
2ol Gs1 YHAE Z0|0f What ChECH Gs1 US £ AEACO| 90|12 2ojsl0 wIshe S ARSI Lo,
NEACE F2CX| YA LI/B2Ss US GST YHALE RO BAUS A QAL Mlo|Ct

- H3 C|X|E (Check Digit): GTIN o TAE %Xt Zetof et S AAlo] oJ8f ZHEIS GTIN 2 Otz Xta| £Xto|Ct
HlOlE RZMS BESHE O ALRSHL

bl

=9 2t 14 4E XM 4ot GTIN o & (0: GTIN-8, GTIN-12, GTIN-13 EE= GTIN-14)0f 2} Sapa 4= QUCk
THEO FX2 GS1 7|20 "oz ULt

2.1.3 OO #=

GTIN 2 GTIN-8, GTIN-12, GTIN-13 & GTIN-14 2| 4 7tX| #=7} UL} (22 8 Xt2|, 12 Xt2|, 13 Xt2| == 14 K22 GTIN

T-dott). 0|2{3t ME CHE £ X9| GTIN 2 GS1T BEE M 89| M2 2H67| flol 24 #&eF 2HE BFES a2tof ot
A1 GTIN-8 2 EAN-8 HIZE0]| AI2EH 4= Q= S AUSH GTIN 0|3, GTIN-8 2 Yet™oZ 0|2 0|2|o] X|H0f|AM At2Ttrt

—an

GTIN Sunrise 2005 — 2005 H 1 & 1 €2 H S0|AME3E (Universal Product Code, UPCs)E AtE%l= ZE S S 2HA

UM = OlolH %2 =&dloF 3HEE 2005 EH 1 & 1 €8 H S0O[4E 3 E(Universal Product Code, U.PC.s)@l GTIN-12 B+2
AE5tE BE S0|XY SEAN L 23 HHYHEL EAN-13 HIZE0| Q1B Y L0 Q&= GTIN-13 HIO|EHJX| HE|& = JY==E
HlOlE 222 ZHES|OF SICt GS1 US = GTIN H|O|E 2EE 14 Xt2| =XtY ZEZ MAS AS FESTICE (GTIN-14 HO|E K]

, 2019 © GS1 US ALL RIGHTS RESERVED Page 19 of 62



us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

2.2 OI- Olo-lol: (=13 Al-ol-

AE0| GTIN 203}7| M0j| GTIN-12, GTIN-13 &££ GTIN-14 & Of™ GTIN
GTIN-12 & F 0|52 2 UPC-A HHZEE A8 & 20| AH8e 4= QUCH GTIN 2 CIO|E{ 10| A 8! A|AE (GUDID
Zhof MY W 14 Xt2] X2 HEECH 12 X2 GTIN 8 3]t L MEE o MY 0" 2 7HE F7t510] GTIN-14 E
DFSO{FOf SHCt O & S0f, GTIN-12 & REZ HEH(right justifying) & At EXtEO| A|Zf 220 & 712| "0"S F7+510] 14

A2 At= XMFoof stet.

-

2 S5 (Class Il) & 3 53 (Class ) 2| 27|7|& Let™H O 2 14 Xt2| A9 GTIN-12 2 GTIN-13 =& GTIN-14 & AHE3IH 0=

uDI 70 2t BiR 20| M AP 2 (Production Identifier, P)S Z&t& o= QUCH

0 =82: 155 (Class 1) 2|&7|7| CHAt O|= FDA #4:

. 0|5 H42tE (Federal Register) 1 (2013 'd 9 © 24 & #Hxj4):

"21 CFR 801.40(d)= U.PC. HFZE7} 2t 5! ZEX|0f QM E 1 55 2&87|7|= & UDI 223 FAFE S S35, UPC.
HFEE7} §801.20 0| Al 78t UDIHIZE2tE S BAIStD QUCH

UPC. HIZEJ} 2 3 ZEX|0] QA2 E0 A= 155 2877 O FEMES =261 2t QFALE M H Q| =X gt
GUDID Off 2t UDI Y2 E Esfjof otct Lt AUFSMEM HHojE = 2RSSl 2 &7|7|= §801.30(a)(2)0ll L2t UDI
QA0 A M St

. 21 CFR 801.30(a)(2): UDI 2'# 2 TAtEre| LRI QI ofe|*
8§ 820.180 X 820.198 Off (HE 7| & E 2t @AM X 2[5t FDA 7t 80 2t 820 IHE 2| GMP(Good Manufacturing

Practice) | CHACS| 1 55 2&7|7|"

iRetrieved on November 3, 2018 from_www.federalregister.gov/documents/2013/09/24/2013-23059/unique-device-identification-system

iRetrieved on November 3, 2018 from_www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
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http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf
http://www.gpo.gov/fdsys/pkg/CFR-2014-title21-vol8/pdf/CFR-2014-title21-vol8-sec801-30.pdf

us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

J1Y2 FE g AIZS 7|Hez 9|77|7| DIE dde I A8E GTIN S| #=8 ZFHCt

— i O
Mot GTIN 128 28T 5= U QA 2™ Z2MAE X J6H7| 28l otz =5 M St

F: it 2E0 22 0|ME +8Y 5= UAEE GS1 EFE A|LH2 CrYst HEfe| HIREE X[ttt £ GS1
=

Ee g HERHGS1 SEMEAZ 22T &7t AS = UL 58 GS1 B EE 200 SHE0M AFEEH, T E

HEZE= EH GTIN =02 =8 4= QUC (0: UPC-A HIZE = GTIN-12 2t2 913 Y 715) d2{E2, O{H HIRAEE
A

HE3OF St=7tet Aatk|of Rt & 7H0|=2tele| | 4 F0fM GS1 B2 =0) oot

ol

2.3.1 {8 &E0 Cit Ot HE0f EHotA
LSS 12{810] DI 2 W2 (assigning)Et [ ALREH GTIN X U HIAC E MEdgof strt,

O)= FDA A 8A 927|7| 52

O|R7|7| HIZE &= 34

MuEE AERie) T4 ol

p w0 b PF

SR GNN 75 285158 4 HMEF 8 ZF 22 250 tho) &7| Alt=S Aeqalof ottt

GS1 BEO0 w2t US. FDAS Of o|sf Ho|=l Htet ZH0| Primary DI & 74 W2 Z& gf|# o AE0]= GTIN-12 EE& GTIN-13 2H2

AF-&3HOF St

5 Global Unique Device Identification Database (GUDID): Guidance for Industry and Food and Drug Administration Staff, Document issued on June 27,

2014 Retrieved on November 3, 2018 from
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248. pdf
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https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf
https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf

U.S. FDA UDI w780l Chot GS1 #F A& 7ol =2tel

HE 1

FDA A& %

=
od

GTIN #+= SM

Q|2 7|7|21%}2
2085 GTIN-12*
(Retail) EAN-13 GTIN-13*
EAN/UPC
GTIN-12 or GTIN-13
GS1-128 N
JEADY A GTIN-12 (14 At2| &
. GS1 DataMatrix
(Non-Retail) GTIN-13 (14 Xt2|
GS1 DataBar®
GTIN-14
ITF-14
GS1-128 GTIN-12 (14 Xt2|
GS1 DataMatrix GTIN-13 (14 Xt2|
GS1 DataBar GTIN-14
GTIN-12 +

GTIN-12 (14 R}2|

JEAOH
(Non-Retail)

UPC-A or EAN-13

(0§% POS THE8)

+ Ot2ff HHZE & 1 74:

201 7 & (Retail) . E
GS1 DataMatrix

GS1 DataBar

GS1-128

GTIN-13 +
GTIN-13 (14 Rt2|

GS1-128

JEAOj GS1 DataMatrix
(Non-Retail) GS1 DataBar
ITF-14

GTIN-12 (14 X}2|
GTIN-13 (14 X}2|
GTIN-14

£8: GS1 B0 Wzt US. FDAS O Q|8 Ho|=l BieF ZH0| Primary DI £ 7 W2 I & 2o AHZ0= GTIN-12 E&
GTIN-13 Bt2 ArE3l0fF STt (14 Xt2| @A 9| GTIN-12 EE= GTIN13 Off CHSH XEM[SH LIE 2

a
SL HME2Z FEE OS5 %2 )= MEot=0 AASRCh Y F=00| et XM &2 GTIN-14 MM H=x)

m
[a)
=
zZ
N
N
N
ro
m
on
rn
C
O

* GTIN Sunrise 2005 - 2005 & 1 & 1 ¢&
3

S QK= EAN-13 HFEE0| Q132 =l GTIN-1
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U.S. FDA UDI #%0il thot GS1 #F X & 7H0| =2t

GS1 US = 3| A7l GTIN 2} 224 =M = (0.

(tool)?! GS1 US Data Hub € |33t QACt. (£t HIAE 0|O|X| M 7| Sk H3e) GS1 US Data Hub = AH2X} *lotH
QIE{HO| A2 THAI'E X|H S M| S5t QSIX| k=Lt GS1 US Data Hub £ 3|2l 7| o 2t
H|B5t= MH|2o0|Ct,

Data Hub 2% MH|A Z|AE E&= O XHMTH HE2 & EAMQ

L9

FES HESHAHU £

YE5H7| HiZICE
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https://www.gs1us.org/tools/gs1-us-data-hub

us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

2.4 GTIN HojJg| =

2.4.1 GTIN-12 ¢=x

GTIN-12 & UPC-A HIZE0| AFEE &= U= ST GTIN O|CH GTIN-12 & 3 7HS| MOAHEZ 7 M=l £=XI0|Ct. GTIN-12 9 Al
C

ojo

o ek

rlo

[=R=]
T

1. U.P.C. ¥HIRE (company prefix): GS1 US 7} 7| E& 7|20 20{5t= HZ0|H GTIN I 22 GS1 AEIAEE dds

I} AM2SICE UPC. RMZE = GTIN-12 & Mde I AF2$HCH UPC. EMIZE2Q| ZO|(RtEl)E YHIQ AHR SH0f w2t Ch2C}

o F9: GS1 BE=O0| et o|2HE MEYA = 0/= FDA 2H# 2|3 = (Labeler Code)2t A &= GS1 YHIZEE
2X5l0] GTIN 2 238 == ULk NDC/NHRIC 2 EQF HA & GTIN-12 0| Z2, FDA 2t {3 EQ AA = U.P.C.
LHMIAE= 5Xt2| E£ 6 Xt2| ZEO|CH O] Z2 UPC. EHIZEE "3"C2 A|&fstn LIHX| UPC. YMIZE+= FDA 7+

223 NDC/NHRIC 2H 2| ZEQF UK|SHEH KNS HEES Ml 6 82 MM 62 2 EESHC}

n

AZ A E (Item Reference): UPC. QX T EE H Q3 7| Q0| AZE0| Hojsts HMS AZACO| 20|= UPC. YHAEQ]
ZOJof a2t 2T (GS1 71 U GS1 EAH 0| GTIN 28 & & =X) HI: NDC/NHRIC ZEQF HAE GTIN-12 2f

AZAE HEO OlHH O 2 NDC/NHRIC AHZ/ZE AEE AFRSHCL

3. M3 CX|E (Check Digit): GTIN-12 2| & 11 Xt2| =X #0f| w2t AL OFX|9 12 #HAf Xt2| =Xb M2 CIX E=

HIOIE{ 7t SHIZA T4, TS E= YHEJA=A &5t Ol AHESICE GS1 US = MA HXE AMYIE MY AHE22 M3

CIXIEE ALt = U E X|JBICt M3 CIX|E A M7= www.gsTus.org/resources/tools-andservices/check-digit-calculator

o F8: HE UPC. YHIZESR 4FILE ZO|= CiYHX| 2, F I EQ| T2 BEA| 11 X[2|0|Ct J2|1 M3

CIX|EE F71510 12 At2| GTIN-12 & -4 3o},

7t 2 FAE: GTIN-12 2| 20 "0 F7I5t= {22 GTIN-12 £ GTIN-13 22 ZH& =+ QUX|

rir

o

-]
ry
I
00
rlo
1=
>

2.4.2 | GTIN-13 Z=Z2 & sict,

a3 2.4.1-1: GTIN-12 7+/¢ (U.P.C. X2 E+= “895123001”0|0{ GTIN 2 “895123001009"2& 7}4)

U.P.C. Item Check
Company Prefix —> < Re

ference Digit

Position 1 - Position 11 Position 12

U.P.C. Company Prefix + Item Reference Check Digit
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https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator

1

us U.S. FDA UDI #%0il thot GS1 #F X & 7H0| =2t

2.4.2 GTIN-13 X

GTIN-13 2 EAN-13 HFREO| AFEE £ A= S LS GTIN O[Tt GTIN-13 2 3 7Ho| 7i¥ MOAHEZ 7/ &l ==X}O|Ct GTIN-13 9
M ZHX] IOAHEE CHS1F 2Lk

[=3

1. GS1 YHIAE (Company Prefix): GS1 US =& ftt GS1 3| 27| (0], GS1 KoreA)OA 7| &= 7|20

g0t
7 Xt2|~11 At2[o] YH| AlEHD, GTIN ot 22 GS1 A/EAE dMe I AFESICE 7| L=0f 2t GS1 YA I ES| Hol&=
CHYSHA RO EICt &A: GTIN-13 2 482 I GS1 YHIZE= BEA| "1'RE 97 X| Q| =Xt2 A|ZBiCE,
2. 4 E3IE(Item Reference): GS1 YHIZES ERT 7|0| AE0 F0{5l= 1 Rt2|~5 XI2[o] 4F Az

HEIE 2O0|= GS1 YHAES Zolof w2t H2HEICE (GS1 71&4 X GS1 EAAH O GTIN 2 3 & X)

3. M3 C|X|E (Check Digit): GTIN-13 2| XS 12 X2 %A} F4of et A AHEl OFX| et 13 #RY Xt2| Xt #32
CIXE= HOIE 7L SHEA 744, TE £ YHEJASX] &QA5t= Gl AFESHLE. GS1 US & MR CIXE A 7[5 X S50

Ao 2 M3 CIXEE AME 4+ JEZE X|AstCt M3 CIXIE AMI|= www.gsTus.org/resources/tools-andservices/check-

digit-calculator £ Z=StC},

@ 5% 1% 5 PSR MBSl Wik YT, £ asel Be BEA 12XRA0IT, 220 A2 CXI=E
Z7Fst0] 13 xt2| GTIN-13 2 er3ict

7t 38 FOAE: GTIN-13 2 BHEA] O & Xt2|7F 1 28 9 At0|Q] X2 A|Zfst7| W20 GTIN-12 0 0”& F7t5t=
2

A2 2 GTIN-12 E GTIN-13 22 = == ¢, 1 BtIiE GTIN-13 0| 1 Xt2| =XIE H| 2|50 GTIN-13 & GTIN-12 £
1M 2.4.1

ICH REASH LS

£Q

©| GTIN-12 7= & F0SHC

_I_
F

a3 2.4.1-1: GTIN-13 7+¢ (GS1 YHRE= "120000"0| GTIN 2 “1200000123450"2 2 7}7)

Item Check
Reference Digit

T
D 4

GS1 Company Prefix <+ Item Reference Check Digit
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https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator

us U.S. FDA UDI 780 i3t GS1 BFE X& 7to| =20l
2.4.3 GTIN-14 =
"dE AE2 S0, 5712 SLYZFLZ FYE HA AL HAATH107HZ

Sot B2 FYE ZY HelE Qoo o S
= 7t ER35tCE o|2et E, Mz=Y

<t B 0f| GTIN-12
S A Y XH(Indicator digit)yS Z st

2Esi0l 1 DRYESET 4B)2

1. EFA¥It(Indicator Digit): =

1 2 & 8 7tX|O|CL GTIN-14 7+49| 7h& A
Z|Ch 8 7Hel 74 GTIN-14 & 7+8E A
2ot AL8SH7| ZO|Ct BAAH O AN ZHH

FHAT 0|2 SIR|BF HYUOR 95

o=

2. GS1 YHIE (Company Prefix): GS1 US == 8 GS1 2| 7| (0. GS1 KoreA)MA 7| &
7 At2|~11 Xt2|0] YA AEHS, GTIN IF 22 GS1 A ¥
CHSHA|

dde W Aot 7Y L=0f a2l GS1 YH A

BolElct, (B1: GS1 YN R ERF A=l NDC/NHRIC ZE 23 HE= MM 6.2 & & X6IC})

= oL

w

MEZIAE (Item Reference) (of items contained): GS1 ZHIZEE EQ3st 7| 0|

T[Eo Zolof wat St (6S7 Iz E R GST ZAF)0) GTIN ZPEF 74 BX) B

=
ol 4% ¢=E32

E+& NDC/NHRIC 2E 4 Z& 3 E(package code)S CHZ ALt

142 H& 13
| R =X =0l

At

A2 At Hgof mar At
St= Ol AHE

4. M3 C|X|E(Check Digit): GTIN- S OpX|9h 14 A Xt2| £=X} X3 CXEL

ool 7t SHFEA TN, B Tt Y

otCE GS1 US £ A3 CIX|IE AMI|E MSSHH A2 2 M3

CIXIEE At = A=E X JSCh M3 TXE 7=

www.gs 1us.org/resources/tools-andservices/check-digit-calculator

EENIEY

TR HIE GS1 HHIEQ §EALEQ ZO|= CHEoHA| T g2 BEA 12 X2[0|Cr d2[1 S /RAEXet N3

CIX|EE F7}510] 14 XI2| GTIN-14

i

H 2.4.3-1: GTIN-14 7+d (GS1 M ZE= "0895123001"2 &EZE

R2.0 April 11, 2019

Indicator
Digit

Reference

Item Check

Digit

Indicator Digit

~

GS1 Company Prefix <+ Item Reference of items contained

© GS1 US ALL RIGHTS RESERVED

Check Digit

:- Position 14
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https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator
https://www.gs1us.org/resources/tools-and-services/check-digit-calculator

us U.S. FDA UDI w780l Chot GS1 #F A& 7ol =2tel

2.5 GTIN 3 (sharing) 12|11/=£ X (storing)

TIN & MYSHAHL 7| 2t SR R0 = BtEA| 14 Rt2| Y4 S W2tof oot ddl 0", 2 /A €A, 2|1 HALIXEE
N

(9]
Enl

oS 14 Xt2| HA9| GTIN MM E N /398l 0F st

# 2.5-1: H|O[E{H|0] /0] E2|H[0] H0f M 2| GTIN

GTIN" Storage Global Trade Item Number” (GTIN*) Field

- N; [ N2 | N3z [Ngs|Ns|Ng|[N7| Ng|Ng|Nio| Ny|[Niz|Nis[Nig
GTIN-8 O(0O|O0O|O0O|O0O|O|Dy|D;(Ds|Ds|Ds|Dg|D;| Dg
GTIN-12 Q|0 |D|D;|D3|{Ds|Ds|Dg|D;| Dg| Dg |Dig| Dy1 | Ds2
GTIN-13 O|D|D;[Ds|Dy|Ds|Dg|D;|Dg| Dg|Dio| Dy | D12 D3
GTIN-14 D,|D;|Ds|Ds| Ds|Dg| D;| Dg| Dg |Dyo| D1y | Dyz2| Dy3|Dia

‘N’ O[O H|0]&/{ Z2| A O] L =Xt(Numeric) EEE o|0|3tCt

‘D'E GTIN Z+ X} & =(digit)E 2|0|StCt,

GTIN-8, GTIN-12, 12|11 GTIN-13 &2 &£ QEF T8 0" MAFH 14 Xt2| A S 230 GTIN-14 £
MHE Otz K &sic,

2.5.1 GTIN 7XE X&/BSY £ 9l ¥Aoz ug

GTIN 2 HtEA| HO|E{H|O| A2t O] Z 2|7 0[O A 14 X

n

| HAlo 2 XES|of S+, GTIN-8, GTIN-12, FF= GTIN-13 2
MESHAL SR ols Z23ICHH ZH GTIN S 2LEZ FE = 2AH| “0"2 MY 14 Xt2| Y42 oH=0{F|Of siCt,

E 2.5.1-1: 14 Xt2| Ao GTIN-12 - £78 GS1 HIZEO| Q3T I, 7|7t 375t FDA GUDID Of| 20 42

U.P.C. Ch_egk

Fill Digits | 0o Prefix — € Reference

Fill -~ Gs1 ~ 2 Check
Digit Company Prefix Reference Digit

JleMo 2 USHH, ME 0" F7+st GTIN-12/GTIN-13 2 "14 At2| HAIQ| GTIN-12/GTIN-13"0|2t1 $HC} GTIN-14 7}
OfL|CE 2tM | Z 0| UPC-A HIREE QI{5iOF ot= H2 MZYM= GTIN-12 & S8 0F SHCt. X Z0f EAN-13 O]
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U.S. FDA UDI #%0il thot GS1 #F X & 7H0| =2t

us

‘:;: 2l E[O{OF 3t= % #2 O|F2 GTIN-13 & FO{Hof St O2iLf gt fge = I E Jd5 siM= e (F,
GTIN-14 & 12 Xt2| GTIN 22 H#HYo17| 2o MF F A2 S MAHots del) 2H 2FAEANE L&t GTIN-14 = 12
g3t X0 et ALk E) =Xh7t

A2 galoz Heb g = Q0 O O|fe FALLE HA CIX[E(Z GTIN 2| A 714

LX[SHA| B=Et
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us U.S. FDA UDI #%0il thot GS1 #F X & 7H0| =2t

M 3 %: UDI MAMHMHE MHEZXL (PI) - GS1 SAEX}

0|

(Application Identifiers)

0= FDA UDI w+2{0f 2} HAPY 2 (0f: YLt 2Rt FS71¢, MEHS(HX|/ZEHS), LHHR)7t 2|27|7| 2 A0 BA| =

[

o
°
7|M &[0 QUACHH B 2|=7|7|2 UDI Ol = YAEE MEXE ZB0F St iR 22| S|R7[7[= 2t StLt O] o YLbg R}

F

Al E= 7| E0 QB2 EEO| UDIOfl= AP E AMHEXIIF 5|0 OF $HCE GS1 XM A 0| A UDI dAPEE A EH Xt GS1
G

SEAERHANE TFHEICE 7H0|EatRIo] K| 3 RN = Al Of Chet XpMiet 2 E M S ettt
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us

U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

3.1 GS1 SE2AEX} (AI) 270

GS1 S8A¥XApplication Identifier, A= Ctst HFAE MIAHE(Of: GTIN, YHHS QET|SH 5)2 EA|E= H0|H 8§

HE 2D, o RS
LIEFLHZ| QI3 HIZE L{Of| QIR St S AlHA HO|CH 4 Al = 2 X2, 3 Xt2| &= 4 At2| =X ZEO|CE GS1 AEAE
(GTIN, GLN, SSCC &) 220l CH-E5t= Stitel Al oF £ (YEHD, FE7[2 §)8 Fdk= Al E Z&5H 9 150 7H2| Al 7+
HOlE|of QUL ZE GS1 Al Ol CHS ™MOl= GST 7/= /2GS General Specifications)yg &1Lt

— —

: QUHOR GST A= HIRE 235 Z2HA S0 SEECE O MU0ME UDI YA ARt}

e

lei gl

[

> o
Qo m
Il

oS ATNSICE HIREZ Al R E QR E5s Y/ S 710|= 2t X 4 ROA =2fStLt.

Y =ME 2s A0l Bt &4 GS1 MEIE( : GTINE 7HY

A QA gstd, O ths 1 FZ0| SEMEXHAN (O ME=LAL, 7&718h), OFXH2 2 7HE 20| SEAERHO: H=H=,

3.1.2 0|2 FDA UDI 7Ho| MAIME AlHXIQ} HAEl S2AIHX}

O|= FDA UDI #7810t GS1 EF0|| Wt FDA 7t Ho|SHX| A2 MAZEE HIZEO| =72 gt

(==}

ot

4 QUL O 2, uDl 2HE
Al E HA Q3Ystn, UDI o ARRlE Al & OHX|2to 2 QIR LSBT B3 M2 Unigue Device Identification System: Form and

Content of the Unique Device Identifier (UD]) draft guidance

O/= FDA UDI 7’81} H2t=l S8AHXtE= 4 KX Q1G|, CHSaF 2

=~

AI (11) A A UXL
AI (17) 8718
AI (10) H| % (Batch/Lot Number)
Al (21) UHHS
8: 0/= FDA 2| UDI i+ 82| DI = 8&4EXt (01) GTIN O|Ct, 12 % O|= FDA 7§ MH0|AM ZHE Hiet
o Fo|, UDI w#780] et 1 7 Ol&fe| GS1 S8AEX7t GS1 HIRE0| QIRHE == UL},
R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED
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GS1 HIZ Lo S84/EX} AT 13

Zt O|O|E 8 (element) 20| Al 7} Z=7HE|Of StLLQ)

ZAg S BELDL Al = FlO| 2= HIO|He it HE C

Ol GTIN 0| 3 H3t= Al =
4% s MaAYE=

- —1

=7

=
£ g2

rot

_

=2
mjn
mjn

(ON)O|Ct. kA ==Xt "(01)"0] T X5

LtEtLHE GTIN CIO[H S 20[gtLt. R&7[2

ohS
LIEILHE= Al &
2573 Ho|E S olO|stiCt,

o= —

e =58: AIS
, SZt(space)2

(17)0|Ct. HEEEOf ==X} “(17)"0] LIEILIE TS MOAME=

I, |:|
=

AEH

B2 =0 Q13 Joh= GOl 7t OfLLCt.

3.1.4 S8A'"X FE(Syntax) Ol

FDA 2| UDI #71t ¢zl GS1 88

i)

y N = =X} (numeric digit)
. X = GS1 #=0|M 3 &dt= Lutw0E ZAt

. N3 = 3 At2| =X, 1™ ZO| (fixed length)

. N..3 = Z[0 3 A}2|2] At
. X..3 = A0 3 xt2|Q| ot E =it
1. SEAYR, GS1 BFOAM 3185t Yutroa 2

-—

Specifications)g &1 $HCl,

R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED

U.S. FDA UDI 780l CHt GS1 B#&F HE

Al mofl= LEtqoz Z37( )"

HA F=E Ol35H7] 2I3l ThE A ES

7to|Eztel

=

(01)2 0887511007346 (17)1503 31

a3 3.1.3-1: Al (01) GTIN It Al (17) S5 7|3t
GIOJE{ 7t AAF Y El GS1 HIO|HOHER A

Otofl EIBICE TafLt ZB( )Lt ¥

At S0 st o XM LiE2 GS1 7|&114(GS1 General
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us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

GS1 SEAEXt (11)2 YL LR HOjE E=E olOjottt, YA URE

Mz=EA2tn e ohCh YL RE Fof MM 7 2Eots dit E=
Z 2 (assembly) YXIE LSICH W HO|HE 422 HEE HX5t=0 (01)2 088751100734 6 (11)1403 31

28g &= ULt 6 Xf2| X2 P8 17 Zol H|O|H %‘Eol':ﬁ, olbl& a8l 3.1.5-1: Al (01) GTIN 1+ AI (11)

YYMMDD O|Ct, MAPUR}ZF Ol A El GS1 G| O|E{IfE R A

. 2 Xb2| ==Xb AL (11)2 HZ/ M AL XE LIEFHCE,
. 6 At2| =At2 FdE 0¥ Z0[9| HojH ZEO|H, M/ EALXE YYMMDD HAIL 2 HIIDICE,
YY = H& S 2 Xt2| (0, 2024 = 24).

MM = & 2 Xt2] (o], 3 & = 03).

DD = X 2 Xt2| (0, 2 & = 02).

. M Z= /MM AAX} G|O|Ef L22 N2 + N6 O[T} (N2 = 2 XI2| AT =X} O|T N6 = AZ/4A+XfO|Ct,)

GS1 Production date
Application

Identifier

. N = =X}

. 0: 11140331

o S8: UDI 80 A R 23 AL S 2Ho| 2AIE I 275t YYYY-MM-DD 2| & M A2 X 00| 7}

GSTHIZEZ QY Z &= EX| =0t EESHE IR WA 2 2 H¥/ZEX| o It HIAE(EA|Z|XH) "o ot
MgEct mEtM Al S 0|8310] £/ HO|HE HIREQ QALY & GST EE0| W2t YYMMDD ¥4l 8 2L} 2ot
AtMst A MM 47 Y 081471 8 &=x8iaf

DI w80 heh 78X 2 ER7ILX| EA|SHOF LY. et LXHDD) MAHES] "00"gt2 UDI 80 2[sh 51 & &%
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us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

3.1.6 {$S(AE)7|st: AL (17)

GS1 SEAEXt (17)2 /&7I¢h HolE E=E njsttt, R&7(e2 H

_ _ (01)2 0887511007346 (17)150331
dS0ILof el ZFEECE (of. 2/ZF2| 4%, 7&7Iet0] X

ST, TS

I
J
ofo
o
N

2 4 9k 5) QE7|BL A0 YT 7|EH(Maximum A3 3.1.6-1: AI (01) GTIN It AI (17)
durability date)2t = S2IC} 6 X}2| A2 M= 17F Zole| Ho|H

Lco|of, o/dj& YYMMDD O|Ct

. 2 A2 At AL (17)2 2&7/

IO
o
10
=l
rot
o

. 6 At2| A2 P E 1 Z0|2| Hojle EE0|H, 87|82 YYMMDD ¥A o2 HHsht,
YY = A& Sl 2 Xj2] (0], 2025 = 25).

MM = & 2 X2 (o, 3 & = 03).

DD = 2 2 At2| (o, 2 & = 02).

. E7/3H0|Ef 22 N2 + N6 O|C}. (N2 & 2 AI2| AL =%} 0| N6 & 2&7/8F0|Ct.)

GS1 Expiration date

Application
Identifier

17 N: N2 N3 Ng Ns Ne

© o ON=zR

- 0: 17150331

o F2: UDI THEOIA SR 23 AbetS 2HE0| BAIZ I 275= YYYY-MM-DD 2| #F 2% EAM2 R H0[E 7t

GSTHIACE IR © [ UI2X| YO BESHE WA A 2p/EER O YRt HASEAZ|) HA o2

HEEC MEtA Al S O[83t0] &M HIO|HE HIRE A3 Y W= GS1 EEO M2t YYMMDD ¥4 S IHEL 2Lt

Mg dH2 MM 47 3 a8 471 8 EXSL2

B

UDI w80 tef 78X Q1 ERI7LX| EA[SHOF SHLf. hetA] ZXHDD) MAHES] "00"8t2 UDI # 80 28 & & &[X]
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1

us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

3.1.7 HZH3: AI (10)

GS1 SEAEA (1002 =& H|Oo[H EETG M =2 (Batch/Lot

OICHSH= HEQF HASICE MZEHS HO|HE e AES RXxT 4= (01)20887511007346 (10) A1B2C3D4ES
A

a3 3.1.7-1: AI (01) GTIN It AI (17)
MZ=H3 Oo|H7t QAYE GS1-128 HIRE

Hz¢Ho2 A8E 4 e HOIHE LoRHEO0I0, 2t 20 Xt2|7HX| £0f
7hs st
A AH

. Al =Xt (10)2 MZHM= & o[0|BtCt,
. Z|CH 20 At2| 7K £ 7hs% 7HHZ0| HIO|E EEOo|Ct,
. HZ=H3 H0|E 2(syntax)2 n2 + X..20 O|Ck (N2 & 2 X}2| AT =%}0|H X..20 2 %|cf 20 Xt2|7tX| 2

Yot = Cloly 2=

mlo
lo
=)

o
N—

Batch or lot number

Application
Identifier

10 X1 > variable length >X20

. X = GS1 7|=12(GS1 General Specification v19) MM 7.11-1 0 o|&l 2 & EX}

- 0l: 10A1B2C3D4E5
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us U.S. FDA UDI 70| Ch3t GS1 & M-8 70| =22l

GS1 SEMEX 21)2 = Ho|H BEIH LB H D (Serial number) &S -
-
LIEFHHCH LRSS = &4F0 T Yo7 S FXIECEH GTIN 2t 2|

ANEE B2, &Y 4F0IGete M2 THE 78 4522 NE HSBIt (91) 2088751100734 6
ARHB 2 ALBY 4 Y 2AHS LM 2 (alphanumeriolni, 2ty (217123456789

1% 3.1.8-1: AI (01) GTIN It AI (21)
UHHS Oo|E 7t QAL E GS1 HIO|EHOIE

. Al =Xt (21)2 9HHSE ||

%

Ct.
. Z|CH 20 XtE2|7HK| £0f 7hseh 7 Z0[ HIO|H EEO|Lt,

. UGS [O|E L2(syntax)2 n2 + X..20 O|CL (N2 = 2 X}2| AT £=XH0|0 X..20 2 X|CH 20 X}2|7kX| 2]

Yot 2 Hloly 2=E 2|of)

GS1 Application

Serial number

Identifier
21 X1 variable length > X20
. X = GS1 7|&1t24(GS1 General Specification v19) MM 7.11-1 0 He|=l R E ZX}t
o ﬂ 21ABCDEFG123456789
* glaigso/ My 210 I A0 89 RO vs. =X , TAZE0F 78 vs., FE+TAHE 728 &)=
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In

Xl 4 &: UDI 2I'# ¥ (Labeling) -- GS1 HIZ

U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

(o]}
A

O/= FDA UDI 0| [2M ypl = AtZto| 22

rir

+

SAlOZ o|77|7| B0 EA| £|0{OF $HCt GS1 EE2 UDI AIDC EAI0| AFEH 4= Q= 0] 7HX|
HFEO|= HIZEQF &) BEAE|l= "YEt BIAE HYA(HRI, Human Readable Interpretation)"Ofl CHat

UDI O AHEE == /J= GST HIZE I HRI

tl

= HE0f it XtMlet SEE M-St

=

R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED

2
H

SAE HATH BRSO 20| 777 92 4 Y ADC(RHEIA)
H
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7tEEXHHRNZE EA|Z[O] UCE (O

Ot2f= UDI HIEEZ 7ty QO] AEEl=

GS1 US HIEE XIE

WAC (72D A R) B0|EI S

CHE2C HAEN = ER Al =5
HIZEO| A2 M
GS1 HIZE
(GS7 US Barcode Chart) &

x
s

U.S. FDA UDI #+70f Ci3t GS1 Mg Jtojeatel

71 A (oA:

SRk HREO AITE HOHE ¢

277t RS2 Algstol Ho|E S 23

olaish

Fage]
ﬁETleE%

StCH of2fol =Xt

Ot HIZE ZFO| hE HIOIH F=, ALE Off SO CHek ApM|eH LIE2

SENCIES

—

=9: GS1 HO|HIjERAL
HAAOMANM M2 CHE

A& E[X]

[o] =%
[y

Ct.GSTQR 2

EHOoz AIRE £

78 GS1 QR ZER 2QIFICt &
Hzo|l 18
EE RSMYOAM TOHl= HMZ0f chHet

QUL XtMIst W82 GST 7/=Z(GST General Specifications)

mjo

a3 4.1-1: GTIN-12 H|O|E{7} QIR = 3 4.1-2: GTIN-13 GH|O|E{7} QI AL &

UPC-A HtZ E (DI only) EAN-13 HIZE (DI only)
500060000 1M1 2 23450”

13 4.1-3: GTIN-12 H|O|E{ 7} QIR CIEl 12 4.1-4: GTIN-14 G|O|E{7t olAL =l

GS1 C|O|EHO{E=A HIAE (DI + PI)

- (01)00887511007342
(17) 150331
(10) A1B2C3D4ES
(21) 123456789

Ny

GS1 H|O|EOjEE/A HFAE(DI only EE= DI + PI)
L

(01)20887511007346

% 4.1-5: GTIN-12 H|O|E 7} 1B Y=l GS1-128 HIEE (DI + PI)

(01)00887511007342(17)150331(10) A1B2C3D4ES (21) 123456789
% 4.1-6: GTIN-14 H|O|E{7} QIR Y =l GS1-128 HIZE (DI + PI)

(01)20887511007346 (17) 150331 (10) A1B2C3D4ES (21) 123456789
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1

uUs U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

HL
1=
nE
>

O|= FDA UDI #80f =M, 9|2 7|7| A} (DI, Device Identifier)= YH=A| UDI Off Z&HE|0{OF STt 2{L} A AHY
(PI, Production Identifier)= 23 MAEEI}L o|g 7|7 20| AH[XZL & = JEE BAZ|O A= Z202 UDI o Z=&tstCt,
22l o27[7|0f= 2taof StLt O] ¢e| WAEETIE HAIL|0f 2B 2, EE2| UDI Ol= Stit 0|2 PI 7F 2|0 OF BHCE.
UPC-A HIZEO| GTIN-12 7k 212 E &[0 =185 2A&7|7| 8%, & 7I0|=2tQl MM 22 of| A 5%t HieF 20|, O|= FDA UDI
T80l ek UDI DI R FAFE S SFSHCE ol2{et 1 &5 2&7]7|2] 4% UDI HIZEO| P17t Q12T E[0f /UX| S AO|Ch

Ct.

o)

282 UDI = DI Bt ZE|0f AL E= DIt PIZL 25 2ot Q= BRE 72 +
o|2et MSS U3 S Wl UDI BIREE MEE o= (1)FS(retai)2HE 0 A UDI BIE =7t TS E|=X| Of£2+ (2) UDI
HIZE7t "DI Only"®& "Dl + PI 2F"S QA F 3{0FSH=X| Of 20f 2t SHHE GS1 HFAEE ARESH{OF ottt 5 7H0[=2t2l9

M 239 & 231-12 O2] A[LI2| 0] HE GS1 HIEE HE X|H S HSSHCE
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U.S. FDA UDI &0l Ciet GS1 #F X8 7H0| =20l

[
[=

4.2 UDI AIDC @Al oAl {%l. GS1 HIZAE
GS1 824 EXtANE HIREQ QABEE OB RS LIEI= E4 AEXIO|CH 2E Al = 2 Xt2], 3 A}2| = 4 Xt
o 3G E= 70 Ol YE|HE (element) K0 GS1 Al 7t I X|StH, O] [ GS1 Al = 2tZ+o| 71

of
HO|E A2HETL M2 S E T2 HEY = A=E ot= LT TFEXH(delimiter) Agts HETICL & 7H0|= 2t

AI (01) GTIN Al (17) $E7|%t (Expiration Date)
AI (10) H=H=Z (Batch/Lot Number) AI (21) YUHHS (Serial Number)

AI (11) MAAXL (Production/Manufacturing Date)

HIRE9| Z} G|O|E H2[HE A= Al 7t RIXISLE OIS S0, GTIN & Xot= Al£ (0N YLIC WEtM HIRES HEUS W

7t HERY HOJH 2 "01"0| LtEfLIE Chg MOAHEE GTIN O|2t= A4S 2|0|Stot,

o TR AIS HIE FHO JIEEXE EAIZ o= LU oz Zo otof EAISICt 2Lt diE 22 /()= HIRER
o

213 JBh= HO|E| 7t OFL| L.

Ol Al
GTIN Al (071)
ZtZto| HtAE Ojo|H H2|HE= 2 At2|, 3 At2|, = SLHLR} Al (17)
4 Xt2|9| GS1 Al ==AtE =otsih, O I Al = H|O|E S EAE)7|3t Al (17)
We|HEO| HEQ HE ZO|(size)E HlBHCL pS[ETE=S Al (10)
YA Al (21)
HFRE0| QIASE [ff, Z+2to| H|O|E WE|HE S = Al 0100850006000012
0] YIX|HCE B () Al S S 2R BAIE 00| 11140731
AM&SHXA| 2 BEAEOf 213 F3Sk= G|O|Ef 7} OfL|Ct, 17151231
10987654321gfedcba
21ABCDEFG123456789

TIN HIO|H & 7t XA QA F}OF 5tH, 1
IOl AL OFX|ge 2 JHHZAO| Al =22

(01) 2088751100734 o=y8t p&HZo/
T (17)150331 N

(10) A1B2C3D4ES NxH= JteZ o/
(21) 123456789 AHHS e Zl0/
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1

us U.S. FDA UDI &0l Ciet GS1 #F X8 7H0| =20l

4.2,2 GS1 HITE oA Xl Ay

0|2 FDA S| 9|27|7| S3 E8 A0 Wal L& o|27|7|= DI 9} Pl BEES HESIEE UDI S LAISHOF St 246 0|2 L
2ntEQL 22 Ut LEQM O FESH= 2277 POS(EDY AIF)0IA] DI only @1 EIEl EAN/UPC HtRE 7+ T Qstrt
EAN/UPC HFRC = p| M2 QIR ES 4 9i&= HFACO|C} [2tA DI 9 Pl 2 2 & Eeg|ofsts 9|2 7|7]0] A2 & 72

HIE = (EAN/UPC HEZE Sl PI HIO[E{7HX| Zetot & HAY HEE)7F HQSICt

v 0|33t &= WM HEZEE= GS1-128 HFEE, GS1 HO|HOjE&lA ) EE= GS1 DataBar HFZE0|0{0F $HCF,
v & Hmj HHEE= EAN/UPC HIZEQL 528 GTIN O] QI Y |0 QLo{of stH, O2|11 PI HIOJE (0. R&7|%, s
S)E ZBlof BHCt O[2{3t O|F HIZ Y Y2 5 Zo[7l X2, UDI Tt Lit Al FEES 25 5F67| 2l

v ZOEet 22 dut A0 FSEM EHOjEl= 2&7(7|9 & HM HIZE &= BHEA| EAN/UPC HEZET} QI &l S st
Hof| {|XIsoF SHC,
9 7t it A s A= A ZEX 0 1 749 HIRED EXste ZHO|CH A7V| = JH9| HIRE Q@FAIE2 SEIHE
W POS HFZE2} FDA UDI 82| YEQI PI & QALY E = Q= HHAETL SA|0] 2R8}H7| LE0| =X ST},
Lutx o= 1 71| AHEO| 02 7He| HIZET) QIafE|l= A2 mlst= 0| £LCt.
d3 4.2.2-1: GS1 HIZE &xT B
FDA 2|27|7| 2/ o|27|7| Eof &7 Pl 2Q08 GS1 H}AE M Hx MM
AW E (Retail) OfL|2 UPC or EAN 423
EAN or UPC
GS1-128
FEAOH (Non-Retail) OtL| 2 GS1 DataMatrix 423
GS1 DataBar
ITF-14

UPC-A or EAN-13
(4% POS EH=8)
C = .
20§ 2-S (Retail) ol (DI + PI) ¥ SEH ;::MatrleH' 433
GS1 DataBar
GS1-128
GS1-128
FEA00 (Non-Retail) ol (DI + PI) GS1 DataMatrix 431

GS1 DataBar

o TR 7Y 0 o3 MHEHo= P Y

L= GS1 DataBar HHZEE ALESiCE 2
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U.S. FDA UDI &0l Ciet GS1 #F X8 7H0| =20l

. GS1 HOJEIiEE A

. GS1 DataBar
. ITF-14

H 4.2.3-1: DI 22 Q13 LE Z2 2%
uDI #8822 GS1 BE oLl X

EAN/UPC HIR E:
« GTIN-12 =& GTIN-13 Q12 E 7ts

GTIN « GTIN-12 HIO|E F1&(syntax)2 N12, GTIN-13 2 N13

e GTIN-12 EE= GTIN-13 9| 12 X8| EE&= 13 AtE| =XHE D™ ZO]
CiojlHy 2Eof ¢

. O Al: 850006000012

GS1-128, GS1 HIO|E{Ol E&| A GS1 DataBar, ITF-14 :

« GTIN-14 £ 14 2| HAl9| GTIN-12/GTIN-13 QIR L 7ts
(GTIN-12 & GTIN-13: M&(leading) "0"S I 14 X}2|
HAS BHSO{0F B T LSS MM 24 8 XY %)

« GTIN H|O|E TL2& N2 + N14 (N2 = Al ==X} 2 X}2|0|11, N14 &

GTIN 14 Xt2| GTIN).

« 2 X2| Z=XFAL7017 2 AZFSLO] GTIN HIO|E ZEQS ¢zl

=

« Al"01" 23 = GTIN-14 K= 14 Xt2] HAl9] GTIN-12/GTIN-
13 9| 14 X}2| =XE 1Y ZO0| OOy ZEof &

« OJAl: 0120887511007346 ==+ 0100850006000012
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uUs

4.2.4 DIOnly QIAY$HHIAE

13 4.2.4-1: GTIN-12 HIO|HE Q1=

14141799999 5

3 4.2.4-2: GTIN-14 HO|HE 212

(01)20887511007346

1%l 4.2.4-3: GTIN-14 H|O|E{E QA

Ak

(01)20887511007346

a3 4.2.4-4: 14 X2| HA2| GTIN-12 H|O[HE ¢

(01)00314141999995

12 4.2.4-5: 14 X}2| A9 GTIN-12 H|O|HE

i i

(01)00314141999995

1% 4.2.4-6: GTIN-14 H|O|E{Z Q1A

2088751100734 6

R2.0 April 11, 2019

U.S. FDA UDI #+70f Ci3t GS1

of

2ot UPC-A HIZE

=5l GS1-128 HIRE

2ot GS1 HO|HIjEE/A HIRE

ol A ¢l

g3t ITF-14

© GS1 US ALL RIGHTS RESERVED
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Q13 &5t GS1 DataBar (Stacked) HIRE

x
s
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U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

=

4.3 DISPIE RE oaYs

o
[ o= 7O:I'I'

4.3.1 170/ HIREG DI A PI RF QAT F2

o=
DI 9Pl 255 StLto| HIREO| QAT H2 GS1-128, GS1 CIO|HO|E 22 = GS1 DataBar HIRE
HEle 427 HRE0) Col S Lot M8 &N of2f EOf| AM S| D 0] AL

@ F1:ofgf #0= 0O|= FDA UDI #81 H2tEl B GS1 EES| PI 7F ZotE|

o
St= A0| otL|2t o[z 7|7| S8 S°f #H

2lxl0f utat LR pl oS OIS}

—

S=LFOf| 2810 2=

on
M
x
rir
=
>
1
H>

ME upatof shct

GS1-128, GS1 HIO|E{Ij E&|A GS1 DataBar HHAE2| Z

« GTIN-14 EE= 14X}2] "AIO| GTIN-12/GTIN-13 Q1AL JtS (GTIN-12 &= GTIN-13; A1
(leading) "0"S XM 14Xt2| HAS THE0{OF & 2E L8 2 MM 248 &xT A)

« GTIN HIO|E 22 N2 + N14 (N2= Al =X} 2Xt2]0| 11, N14= 14XF2] GTIN).

« 2X2| =X AT 017 2 ARSI GTIN O EEQS o

<AL"01" Y3 =

213 ¥ GTIN-14 E= 14%I2] EAl9| GTIN-12/GTIN-132| 14A2| =X& 1
JZ0| Hoje HEof ¢

GTIN

« 0JAl: 0120887511007346 == 0100850006000012
« 2XFE| =X AT V117 2 A[ZESHO] MAHAXL HjolH HEY
< Al"T1" 2 T MMUXLE YYMMDD EA19| 6Xt2| =ALZ
«YY = HE Sl 2Xt2| (0. 2014 = 14)

« MM = 2Xt2| 2 BT & (0. 1€ = 01)

« DD = 2At2|2 ®sh LM (0. 1Y = 01)

(FDA UDI #80f w2t DDOf| "00"2 £ %= QiCt)

GlAl: 11140726

mjo
U
0

Al (11)

272 =X AL U177 2 AXSI0] 87|18 HOjEH 2EY

oolg ¢d
<A M7 YUY T MIEI|SH2 YYMMDD EA9| 6Xt2| A2 2 H
PI: <Yy = HE S 2Xt2| (0. 2015 = 15)
: . = 2Xl2|2 B ¥ 9 =
SEME)7|st AL MM = 22| 2 Zoiot 2 (0f. 18 = 01)
- DD = 2Xt2| 2 EHTH AW (0. 12 = 01)
(FDA UDI T#80j 2t DDO| "00"S & = 2ICh)
« 0jAl: 17151231
< 272| £AF AL 107 2 A|ZSH0] HEHS Go|H ZEYS 2E
Pl:
HNZE=HS Al (10) « X[ 20%t2|Q] 7HHZO| HEO| LotrHE EXIE THE HEHSE A4
(Batch/Lot)
+ OjAl: 10987654321gfedcba
«2X}E| £XF AL V217 2 A|RSI0] YEHS Ho|E ZEQAUS o
Al (21) o Z|C{ 20At2|Q| 7HHZO| EO| LomrHE EXAtE FTHE YHHSE AY

- 0|Al: 21ABCEDFG123456789
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4.3.2 1749 HIZE0| DI 2 PI RS E Q1 ACSH 0f

O3 4.3.2-1: GTIN-14 2t | Z=H = HO|HE QAT GS1-128 HIZE

01

2088751100734 6 (10) A1TB2C3D4ES
O3 4.3.2-2: GTIN-14, SE(AF)7|3H Mxfs 9 S HO|EE QAR YSH GS1-128 HIZE

1 2 9

(01> 20887511007346 (17) 150331 (10) AMTB2C3D4ES5 (21) 12345678

uUs U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

O3 4.3.2-3: 14 At2| FAQ| GTIN-12, 8 AHE)7|s M= 8 YHHZ Ho|HE QI LS GS1 HIO|HIHERA

Y. (01) 0088751100734 2
e (172150331
K (10) A1B2C3D4ES

(21) 123456789

"

% 4.3.2-4: GTIN-14, R87|2H NZH= I dHMD OO|EHE AAZ Y GS1 DataBar (Limited) & Composite

Component HIZE

(17> 150331 (10) A1B2C3D4E5 (21) 123456789

i

(01)10887511007349
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UbDl +48

R HE HIZE
DI Only

DI:

U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

EAN/UPC
«GTIN-12 £& GTIN-13 9129 75
«GTIN-12 HI0|H F2(syntax)2 N12, GTIN-132 N13
«GTIN-12 £ GTIN-139| 12X}2| & 13Xt2] =XHE 18 Z0| Ho|H Z=of ¢
- 0| Al: 850006000012 (GTIN-12) == 8801234500012 (GTIN-13)

GS1-128, GS1 H|O|E{I{ E=| A, GS1 DataBar HIRE:
« GTIN2 HIEA] 14Xt2] A2 2 213 Y (GTIN-12 L& GTIN-132 M (leading) "0"S MK of &
« GTIN HIOJE #22 N2 + N14 (N2 Al =X} 2Xt2[, N14= 14Xt2| GTIN).
« 2%}2| =X AL 01" 2 AIEISI0] GTIN HOojH EES ¢

<AI"01" 23 = 14%}2] Al GTIN-12/GTIN-132| 14X2| =AIE D™ Z0| HO|H ZEof ¢
.- 0jAl: 0100850006000012 (GTIN-12) £+ 0108801234500012 (GTIN-13)

« 272 =X AL "11” B A[ZSHY MANAX} GiojH EEJE Y
o Al"11" B 3 MAUXLE YYMMDD E49| 6XI2| =XtZ 2 E
«YY = A& S 2Xt2| (0. 2014 = 14)
« MM = 2At2|2 B33 & (0. 12 = 01)
« DD = 2X2| 2 BT AR (0. 1L = 01)
(FDA UDI ™0 2t DDO| "00"S & = giCt)

« OAl: 11140726

A7

« 2X12] =X AL 177 B A0l 87|35 MO ZEQS 24
< A7 UE = MQET|SH2 YYMMDD 49| 6Xt2| =XAtZ Y
oYY = HE Sl 2X}2] (0. 2015 = 15)
« MM = 2At2|2 HEa 2 (o 18 = 01)
« DD = 2XI2|2 B&s AR (0. 12 = 01)
(FDA UDI 7+ 0f 2t DDOY "00"S & %= 8iCt)

. OAl: 17151231

£ Bm HIEE
DI + PI Al (10)
Pl: HI=Hs

« 272 =X AL 10" 2 AIHSHY KM=HS HOojE 2EY
o Z|Cf 20At2|2] 7t ZO] HEO| HobFHE ZAZ TYE HEZHSE Y

+ OJAl: 10987654321gfedcba

fjo

£ HRj ot s
DI + PI Al (21)
PI: YRS

« 272 AP AL U217 2 A|IH5L0 LEHS HOjE HEYS L
« X|CH 20At2|2] 7t 20| EEO| RoHRHE 2X2 PYE LHUSE €Y

- 0JA]: 21ABCEDFG123456789
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us U.S. FDA UDI 7’301 Chst GS1 & M8 7t0|=2t2l
Yto 2 74l HEIASE AL of (REWE POS B 13))

4.3.4 DI PIRSEE REE 03

QIR Elst EAN/UPC HIZEQL ST GTIN-12 & 14 XI2| HAOZ HE}

33 4.3.4-1: GTIN-12 &

I Y%t GS1-128 Hi R

1)00814141003710(10)987654321GFEDCBA
14141 00371 0

2 4.3.4-2: GTIN-12 & 22 Y%t EAN/UPC HIZEQt L%t GTIN-12 & 14 XI2| HAIC =2 Halst 0 MMAX/HTHS/
QS [ O|EE &) QIR ES GS1 HO|E{IjEEIA HIAE

i

(11) 140331
(10) A1B2C3D4ES
(21) 123456789

|| || || (01)00887511007342

2l 43.4-3: GTIN-12 & 2=

OlAEst GS1 DataBar HIZE

SISt EAN/UPC HE R EQI 53 GTIN-12 E 14 Xl2| YA

A= HO|HE e

|| || (17) 25038 ¢
8

23456789

—

(ﬁA B2C3D4ES #‘

: 'Iﬁﬁjl;ltlﬁl

88751100734 2

O w——

R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED Page 46 of 62



4.4

U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

GS1 7S 2%t (HRI) %

GS1 BEE2 2t(label), ZYA| £= §E0 EAStE F 7HA] RE2| H2AE(text)E 25t AL 7HFEXHHRI, Human-

Readable Interpretation)@t 7|Et EA| 7| X{ Atet(non-HRI)O| HFZ 1Z40|Ct,

GS1

UE HAHAE)D MO| 2 + ¢

ZFEEAHHR)E HIEE FHO| BEA|Z0] s §EO|H, HHAE Q3G E HO|E| S LIEtHCE

7|Bf EAIZ|TfAFE (non-HR)E ZFX|, 2H'E = &F00 EAZIMEO Us ZE HAEES Sotct

= =2

HFEO|AM = HZEQ} 7F=EXHHRI) ZFE Q2fst= AS2 HYSBICE 0|23t GS1 BE 27 AIE 2 UDI € 7|A47t 5

A
= T

=~

rir
ogt
1>
[ta|
4n
Hu
frl
>
ot
P
mjo

21 ™ M

278l= FDA UDI ™1 x|t}

a3 4.4-1: 7t=2X A 7|EF BA| 7| R AL Of

GS1 Healthcare Products
A

D (Fictitious Medical Device.

J¥¢g4t (01) 0085000600001 2
% (17) 141120
(10) 76543210

wanufacturer
GS1 Global Office P,
Avenue Louise 326 -
BE 1050 Brussels Lor|
+32 2788 7800

7|et A 7| AL (non-HRI) A E 7|E} EAIZ7IZHAFEH(non-HRI) & 27 H4Al 7S EX} (HRI)
ARHO| B e 5= Al F2A A 7| FDAE °|27|7|2t 2 SR R 57 GS1 S28AEX HAOZ 61 HIRL O oA Y
£ = AMBE26s1 HIZEO 23 E K| o MAAX} 5)E ji7|°+ m 1so & 7|8t El ool (=Xt 9 2R S).
U2 4z Ak o/ YYYY-MM-DD SRS A2 2 A3ICt

Ao HRCO| A YHEE AR/SREA,
I 1SO EFEOIM g & pArE 2 FNC ZE 8l HEXMIEX SO EFERES
OFL|X| 2t FDAOIA & T4 E AFESHY S 7+ﬂz7<}0|| HAISHX| S=Ct

-2.UxE EE A 97

@ =8 (LR 27| @Al): 0|2 FDA UDI FEOA 7|EF EAIZ|X AP 2 A SO B7| HA2 SO BE 9 YYYY-

MM-DD O|C}. 2L} § US| LA SO EF0|= 0= FDA UDI FHO|A S| 2SIK| L= QFAl iR HAIQI

YYYY-MM Sk ZotCH FDA UDI 82 1ISO BF ER 27|YA T MH A YYYY-MM-

D
A=-2-LX} ALO[Of CHA[("-")E RTOHAIT, ISO BEE2 AR P25t AS U8 Moz Foott). &7 2829

JEHTOA 54 wA0] F|Ef FEAIZ|KIAREH(Non-HRI) B2 E0] FAIE0f SICE,
qBfLt 7] DR-OIA W2 w0l BIAS FFSEXKHRNS| R 7| EAIS YYMMDD |tk

DD EEE 83 & M "00"2 O|= FDA UDI i+&%& AH8E &= QICt GS1 7[& 114 (GS1 General Specifications)&

‘00" 20| YAt 7|7t 7+SOHA| T UDI O E2|A O A0 M= AHESHA| BE AS AT THC)
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ZtolE2tol

EE N8

i
)]
U]
o
=
S
xe
E
o
o)
<
fa)
[T
)
-]

o= & 7HX @37t Ut
= 7tH|l 22|, == I 7R Hol| et

wrr

752 XHHRI) TF

—

2GS

KHHRI)

o= ==
= =

HIZE 7t

PN
=.

Al
(=]

'

A

7=t vi9 o MM 415 0l XEME LIS HotE & RUCH

A FES FAEL 81 7lETE V199l

MM 415 o M ZhMISH LHES &OtE 4= QUL

2o AZBt GS1 7I& 114 (GS1 General

o ug2

Ch REA|

.
=%t

R

old
= =

= XHHRI)

=
=

f

7

YAl

=0

H

Specifications)

(non-HRNL.Z E7 X|HOf| At

b

.
[=]
o

0 E9: UDI 210 7|EF EA| 7| K| AL

k.

HA| | O{OF

L
[

HO|E =2l 7t=2 At

4.4.1 7I5EX} K|

O H8E =FotHA ==Xt

HFZ E9| Of2jofl BEA|Z|OOF

L
[

- 7S 2XHHRI)

MM 415

GS1 71214 v19 9|

Ct AtMet §E=

ot

o
o

FEJET PO INET:

e
o
[

HolE=S

« HtA = ofz{of

£E (Font)

4.4.2

+ 1SO 1073-2 0f "Y2|£|0] Q= OCR-B 2 0|

ol
=

ojn
R

Jolu

KH
o

=9: FDA UDI 78

2l

H| O] E

4.4.3

o

- HO|HE

GS1 7|2t A0 et Bt

—
[

- GlOJE] BA| =4

ol

oo

. o277 AR

Ct QI4H3HOF SHX|

=
=

2E M=EX
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uUs U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

< ME A= T EO 25 EASHH, ot 72| Al HIO|HE F E2 L0 BAISHX| §=Ct
« ISEAHHR)E HIZEO| QBT E OO #=& 2 BAISHE 20| L &8 1249 2 7Ag L A M S

SEAZ17| &7 Mz== 7F=EAE CHE Of3i3t7] 4

Ho
oot
1>
|0
Hu
ro
£>=
mot
>
H
30
_IT|_
=
i
mn
rg
=)
ofm
N
rot
izl

MZH=E "EXP May 07 Lot 123abc" ¥ACZ HA[E & QUC}

« GTIN 2 ot 7H2| 14 At2| ¥4 A2 QUM Bt

8 4.4.3-1: 7t=2 X X L8t 78 O XMSt BEE GST 7/=7Z(GST General Specifications)2 2=t}

Product Product Product

HRI
I
I S I
I I I
I — I
o
— — ——
I T I
I I
HRI

R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED Page 49 of 62


https://www.gs1us.org/documents?Command=Core_Download&EntryId=171
https://www.gs1us.org/documents?Command=Core_Download&EntryId=171

U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

H 5 £: UDI A& QUM (Direct Marking) - §+A HIZE
i

)
1z
=
==
ro
()

S1 HZF (Direct Part Marking)

O|= FDA UDI 80 =M, JALE E|0 THAFHE Al R A 2| (reprocessed) 3lOFSt= 2|2 7|7|= 2 &3 OfL|2} 2= 7| 7|
Aol = FTA WAO UDI E HEAISHOF SOt ("E7H UDI's HIZEQ 7t52At 58 EEot0}). GS1 #E2 GS1 HIRE
HE(symbol) S &E0 HY Bt (marking)dt= A S ZEStD ACE 5 FOM= 0l2{e fAel =2 F 6GS1 7|IenAd siE

Mofl gt &

1=
7g]
ox

28 HB10 UDI HIAE Y Ql8f Were X UBCY,
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U.S. FDA UDI &0l Ciet GS1 #F X8 7H0| =20l

rect Part Marking)

5.1. F7H HIZE QU 40 Cfet GS1 = (D

E| T Ql4{(DPM, Direct Part Marking) [SE-£ GS1 A|ABRIOAN F1H QA Aoz EHSHE]E GST HIZE A

x|

HAISt= Z2MAE YOO BHEE AESHALE = OHE ZHEH Q2 Z2MAE AF8Sh= A1t ghol). S5 Qlaff E4lol=

Ml ZEX] 20| EXHSHCE

1. 5 212l (DPM): 2HE S AL CHE HEA Qff Z2MAE AF8SH= 0| ot YA = EH YA Haloz
o|z7|7]0| 2 HZE d=& 0tdst= 2t

2. L1744 283 (Durable Labeling): 2|27|7| 2t FTEoz EXg = Us HIRE o

3. i7’d RFID EHZ (Durable RFID-Tagging): 2|27|7|0f EFH o= 0| UL SF RFID Ef1E 2&5t= 1

& 7IO|E2tRI0 = 2 Q2 (DPM) HAIS SO AAA oMY W 2fE 3 == W+ RFID EfZ0fl TS XEMIoH

(=]
W82 GS1 7|22 &=t

Y olaff wAlmp madsto], oz A gAl(of: ZE( 'Y (dot peen); | & (etching); 1A 20| X Ot (direct laser marking) )2t
H| & Qg A (Of]: 7] A E(cast)/Z X (forge)/& = (mold); 20| X & Y (laser bonding); 2 Hl& (stencil); 5)0| EX$ICt GS1 BEEL

= AKX S Y A2 S S Zolstet ®ixf GS1 HIOJHIE A

Abrasive blast

Dot peen
Electro-chemical marking, coloring, or etching
4+ M (intrusive method) Engraving/milling

Fabric embroidery/weaving

Direct laser marking

Laser shot peening

Laser Inducted Surface Improvement (LISI)
Gas Assisted Laser Etch (GALE)

Laser Induced Vapor Deposition (LIVD)

Cast, forge, mold Inkjet
Laser bonding

Liquid metal jet

Silk screen

Stencil

8FA (non-intrusive method)
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H 6 £: 25 (Appendices)
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6.1

He ol AF0| gl= ot ofeof LIgEl B E XtE= GS1 US-Healthcare Tools & Resources H|O| K| 0| A ZHQIEH = QULC}

U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

F7t H0xtz

(www.gsTus.org/industries/healthcare/implementationresources).

GS1 US UZIxt=:

GS1 Healthcare US UDI www.gsius.org/industries/healthcare/standards-in-use/udi
Healthcare Provider GTIN Toolkit

Healthcare Supplier GTIN Toolkit

Healthcare Provider GDSN Toolkit

Healthcare Supplier GDSN Toolkit

Healthcare Supplier U.S. FDA UDI Quick Start Guide

Transitioning to GS1 Standards in the U.S. for UDI

Standards Guidance for Assigning Device Identifiers Using Global Trade Item Numbers
Guidance for Implementing GLNs and GTINs in Order-to-Cash Transactions

UDI Frequently Asked Questions

GS1 US M3 CIX|E AX7| https://www.gslus.org/resources/tools-and-services/check-digit-calculator.

GS1 US Data Hub 7§12 https://www.gslus.org/tools/qs1-us-data-hub.

GS1 Global 2 7tXI=&:

GS1 General Specifications

GS1 Healthcare GTIN Allocation Rules

Leveraging GDSN for the FDA Global Unique Device Identifier Database (GUDID) Implementation Guideline
GDSN for the FDA Global Unique Device Identifier Database (GUDID) Implementation Guide

AIDC Healthcare Implementation Guideline
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https://www.gs1us.org/industries/healthcare/implementation-resources
https://www.gs1us.org/documents?Command=Core_Download&EntryId=638
https://www.gs1us.org/documents?Command=Core_Download&EntryId=638
https://www.gs1us.org/documents?Command=Core_Download&EntryId=644
https://www.gs1us.org/documents?Command=Core_Download&EntryId=644
https://www.gs1us.org/documents?Command=Core_Download&EntryId=636
https://www.gs1us.org/documents?Command=Core_Download&EntryId=636
https://www.gs1us.org/documents?Command=Core_Download&EntryId=311
https://www.gs1us.org/documents?Command=Core_Download&EntryId=311
https://www.gs1us.org/documents?Command=Core_Download&EntryId=632
https://www.gs1us.org/documents?Command=Core_Download&EntryId=632
https://www.gs1us.org/documents?Command=Core_Download&EntryId=645
https://www.gs1us.org/documents?Command=Core_Download&EntryId=645
https://www.gs1us.org/documents?Command=Core_Download&EntryId=1493
https://www.gs1us.org/documents?Command=Core_Download&EntryId=1493
https://www.gs1us.org/documents?Command=Core_Download&EntryId=1269
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https://www.gs1us.org/tools/gs1-us-data-hub
https://www.gs1us.org/documents?Command=Core_Download&EntryId=171
https://www.gs1us.org/documents?Command=Core_Download&EntryId=171
https://www.gs1.org/1/gtinrules/en/healthcare
https://www.gs1.org/1/gtinrules/en/healthcare
https://www.gs1.org/sites/default/files/docs/gdsn/guidelines/GS1_GDSN_GUDID_Implementation_Guide.pdf
https://www.gs1.org/sites/default/files/docs/gdsn/guidelines/GS1_GDSN_GUDID_Implementation_Guide.pdf
https://www.gs1.org/sites/default/files/docs/gdsn/guidelines/GS1_GDSN_GUDID_Implementation_Guide.pdf
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https://www.gs1.org/docs/gdsn/GS1_GDSN_GUDID_Implementation_Guide.pdf
https://www.gs1.org/docs/gdsn/GS1_GDSN_GUDID_Implementation_Guide.pdf
https://www.gs1.org/docs/healthcare/GS1_Healthcare_Implementation_Guideline.pdf
https://www.gs1.org/docs/healthcare/GS1_Healthcare_Implementation_Guideline.pdf
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U.S. FDA Global Unique Device Identification Database (GUDID): Guidance for Industry

6.2 NHRIC/NDC T EQ} GTIN ¢ utH

oletEut |z 7| 7| AEXAtQl NHRIC 2 NDC 2E &= GS1 ot o= QUCH S22 o|& / ot Y o|ekE 9|

H
9 olopE ol AT UK[GES HY 2

MEO| #X M2z st o|7 / 2ap & 2|9 g2 € = ASHLL O|F Solf M=YH = otLtel

=1
P
e
=t
rir
o
o
pd
1]
prd
T
X
(@)
~
prd
o
(@)
mjn
Ke]
=
Ot
2
>
ol
ey
to
fim}
i=)
b}

&
rot

E. upl 780 2t ubl 7t o 2stet ERHEE! NHRIC S NDC ZE 23S ZE2FHCH NHRIC/NDC A ZHA|SH 2H2

—

rH

X Atgte o] 2A9| 0/= FDA 2|27]|7] NHRICs/NDC ZE A ¥

6.2.1 NHRIC/NDC ZE X

NHRIC ¥ NDC ZEE= 27| MAHEZ FdE 10 Xi2| AHIAEO|CE 2t 2D E(Labeler Code) + & E/ZEE ZE
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https://www.fda.gov/medicaldevices/deviceregulationandguidance/uniquedeviceidentification/default.htm
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm479242.pdf
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm479242.pdf
https://www.fda.gov/downloads/medicaldevices/deviceregulationandguidance/guidancedocuments/ucm479242.pdf
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https://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/UCM369248.pdf
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6.2.2 GS1 YN ZE=Q} NHRIC/NDC 2H¥z{3E
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6.2.4 GTIN-12 7 =0|] NHRIC/NDC ZE HA| 4t
Ofai E& 7HAo| GTIN-12 =0 NHRIC/NDC ZEE UX[A|7| & A WS dysict,
E 6.2.4-1: 7}42| GTIN "312345678906"S AF23810] NHRIC/NDC ZEQF MEE|EZE GTIN-12 2] 12 X}2| 27|

NHRIC/NDC ZEQ} HA Tt GTIN-12 o

Digit/Position

A xt2| GS1 Prefix "3"

= H E.
S 28 NHRIC/NDC 2H2f 2E + AZ/E% AC
=]

Jb mr2
st R XH2| FDAZ} 22

o SHE X} M3 C|X|E (check digit)

6.2.5 GTIN-14 7=0| NHRIC/NDC ZE ¢
Ofef H&= 7Hate| GTIN-14 ZEO| NHRIC/NDC ZEE LX|Al7|= il S-S YDt
H 6.2.5-1: 7H&2| GTIN “1031234567891"2 At&3t0] NHRIC/NDC ZEQ} HEELTE GTIN-14 2| 14 X}2| M7
NHRIC/NDC R EQ} Aot GTIN-14 O

GTIN-14
Digit/Position

GS1 Prefix "03"

7t dr3st DI AC 4, AP/ TA 3CE
o NHR X} FDAZ} &g NHRIC/NDC 2H 2 - APE /R

o YR Xt2| H 32 CIX|E (check digit)
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6.3 GS1 US Data Hub | Product 27|

GS1 US Ol M X|S3t= GS1 Data Hub | Product AMH|2&= GS1 #FES AF&3SHY O|= FDA UDI 81t 2=

O[LIME[E, J2|1 S5 HOHE MEGTIN) 2TFMEE SFSHE =77 M=YH o &8¢

e}

2|

el

oI},

AA

« UPC-A, GS1-128 % GS1 DataMatrix HIZE O|0|X|E £l A MM: AE0| GTIN & & Zdt0 CtYst HIAE

« GS1 US Data Hub | Product = 7|22] GTIN % GLN(Global Location Number) 22| C|O|EJH|O]A: 7| & 7

2 S/ 7ts

U.S. FDA UDI =70l st GS1 #&F

Hm

A& 7ol Eatel

EESPS|

=T

(tool)O| & =

o F2 A8 UH: GS1 US Data Hub = 2212l ME 7|52 AHE3H GTIN 2, HHZE 4, SH0|X| ZM SOof it ZHE

-

o §8% X|H MI: GS7 US Data Hub | Product UDI 44 Z}0/= 7y LHREE Jtsstl, 2 % CHAE DI 2 A8 7hstt

GTIN 48 &S S £ GTIN S AHS22 SYotn DI P 7 25 QIR E HAE 4d S-S HS
« UDIPIEEE 7|Et HE MEX =70 Mo, ABits WX 8 R&7|¢ HO|EHE EWE F7t 7ts

o =22 HI0o|E 78 BE|: GTIN 2 X|T g7 M 42 SEE &4 HE 7ts
+ GTIN 22|: GTIN == G
GTIN 2% 7t5 832 F=Hst0 sl AFES 2 GTIN 2 = oH=0f =2l

. YYUB WE AWM L HE 2N MY

* GS1 DataMatrix HfZE9) AfSFEF QI4ff5fOF oIrf. Y& & HfFE O/0/AlE &= P8t ZO|EZ, AEAfE

A CIMELZ AEAE SHEIL]
:'?'_
GS1 HIZEE 443t GS1 US Data Hub & AHE3HYA|R!

Member Support
T +1 937.435.3870, X5
E udigslus@gslus.org

bR

www.gslus.org/datahub

R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED

efs o/ A=

R GS1 YMIZEE Company Prefix & 2™ =71 H|& Q10| GS1 US Data Hub Off &g 5= QUCh

Page 58 of 62


https://www.gs1us.org/datahub
https://www.gs1us.org/datahub

U.S. FDA UDI #70f Cist GS1 #F ®& 7t0| =22l

R2.0 April 11, 2019 © GS1 US ALL RIGHTS RESERVED Page 59 of 62



uUs U.S. FDA UDI &0l Ciet GS1 #F X8 7H0| =20l

7.1. GS1 80 ™9
otz 0|0l & 7I0|EEIQI0M Qge 0 Sl Ho|Tt LR QUCH ®AH 20| FE 2212 HAE2 657 7/=27F =

www.gsl.org/glossary & S ZBHCY,

80f Hol

2Kt HIRE

TR |
x| 7150] 920 @F 7 7|50 EtE 4 T

1Al HlO|HE AHEQ 2 £ (capture)shs Hl AHBE|E 7|5, AIDC 7|20 BIRE, AOLE FtE, x| Q1A A
A& 214! (AIDQ) RFID7F matElCh
HIRE HARZE d2 oo ) 8 S22 0185t 7| A = JhsT IEeZ HO|HE A Ysts 7=
= C|xE Y5 GS1 MEIEO| AXI2| AL HIEO| w2k ALE OFX| 8 Xt2[e] HE AL O] A H|O|E 7} SHf

B EA FEEIRA=R 2lsh= O AFBECE (GS1 MR CIXE AL #x)

=% 2l (DPM) HIRE N el Y EE HEYY YAS AIBOI0] 4 EH0| HAC YHS BASE TRAA

EAN/UPC HFFC EAN-8, EAN-13, UPC-A 5! UPC-E HIZEE E &St HIFEE¥ UPC-E HIRE
o s

A2 x| HR7F EXSHR] UK AT O] EL(AO|E ZEOHM ATEQIOE &9
== EICt (EAN-8 HFZE, EAN-13 HFRE, UPC-A HFRE 9l UPC-E HIZE A X)
EAN-13 HIZE GTIN-13 H|O|EH & Q13 Y35I= EAN/UPC HIZE

AZHE &

Eement String GS1 28 MR % AT S8 AR GO/ Beo| X3

™ 4ol
(Fixed Length)

ﬂl2
E
|m
e

oM BE2EE 24 w0 HO|E HEE 2¥5t= O A 8El= &

GLN (Global Location

=2H /K| E= 78S AMESt=0 A
Number)

0t0
F_
[9)
b
1=
E
Il
In

GTIN (Global Trade Item

HES AYsEN AMBSHE GS1 MEIE GS1 PHRE, E53E Y N3 CXEE +4
Number®

HEHE FOM HZ LtE T2, MAtZ], T2 HAtE[S] At HI0|H BEo| 41t o0& 1RH

GS1 88 HEA A) |y omy '
GS1 YHZALE GS1 AEIAEE LAt ol AFBSHE 4RF2|0IN 12A2] 7HR|2] £AL GST LMIEE GS1 2] /7|20l
(Company Prefix) Chotef S22 - GS1 Korea)Oll M 2SI, ©|AF OtCH GST FHZE ZO|7} CHfSiC).
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Ho|

GS1 HIZE & StLt 8= 0f maf AL 7Hseh 7712 B 0| QULCt (GST DataBar Omnidirectional, GS1 DataBar
GS1 DataBar® HIZE Stacked Omnidirectional, GS1 DataBar Expanded, GS1 DataBar Expanded Stacked/,; GS1 DataBar Truncated/,;
GS1 DataBar Limited, 12| 1 GS1 DataBar Stacked)

GS1 DataMatrix HIZE bt DataMatrix HIZE ALES 918t GS1 BEE HE& AtY

GST AlEAE

(Identification Keys)

GS1 QR Code HIZE 2UHH QR Code HIRE AL 2ot GST BEE HE ALY

GS1-128 HIZE GS1 A|l28 & AFBE|= Code 128 HEEE 9| BtLt,

GTIN-12 12Kt2|2] GST A/MAE UPC YHRE, E53ALE U HIA [ZEZ FHEMH &ES AlHst=0 A+
GTIN-13 13%t2|2] GST A/MAE. GST YHTAE, ESTE W H3IA C|ZER PHEN 4ES A= AL

14%f2/9] GS1 AR E, BRAYXL, GST YN RS, BRAC Y HA [ZER THE0 4B L SRUSIE 4

GTIN-14 e
Stedl AHE

HERETL QIME HEC| K Hm 7 2 v Y7 ZTo| 42 X A eiif g2 XE &Y HEshe =&
@A O] Primary QU 4= QIO HE ZFO| FR, A M ZF 2fE2 B Z U Yoo 2 Y Ao, tHY EF E= 559
Packaging E2 18C2 74 E £+ ULt FSIEOM LutAH|X g2 HijE|l= ZYO AL, 1K ZZ 2|82 AH|X}
TOHEhe Y R} 5t =& 2f'Ho|Ct
Healthcare Provider SHRHOI A ol & MHIAE MEote A Es AlE. "Q2MH|A HS =&, "2 7|#"S0| siY=ICt

s A
220 Secondary 20| ttAF S Primary package £= 02] S52| primary package® 7 & ZZ 2.

Packaging
HIRE FHO| BAIE AFRO| 812 += A= A A =AL GST BE #Z X Ao 2 Y E GS1 AIDC H0|H 7H2|
HIEZE Z}=2Xt (HRI) ofof] QR E|= HIO|E. 7t=EAts HREO QAZYE HOJEQF LY 2 DHE X, AIZER, SXIEA, 0|5

XI5 2R S HIEEO ARYE EFEAE 7HSEAE BAISHK] BECH

HA| 7|7 Are

2HIXZE QI8 = UALE BAISH= HEZ 28 YR (42 =AY, F4
(Non-HRI text)

re
s
ojn
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Regulated Healthcare Non-
Retail Consumer Trade
Iltem

Ho|

OEQS
"SS2S

2747t mojet

GTIN-14, GTIN13, GTIN-12 &= GTIN-8

=
=

71712 Algsiot,

=2 C
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Ao olR7|7|0/X|B Yt R
NEETERptiy-

Of=te] POS(Point-of-Sale) Ol A THEE|&= Q&= 9|2 7|7,
At DHEEAY HIREO| QIZ TS0 i o2

Regulated Healthcare
Retail Consumer Trade
Item Regulated Healthcare
Trade Item

CES

27b7t mojet 52
GTIN-12 EE= GTIN-8
2t zo| EXE 2

THStE 9&7|7|0|H, = 22 FSH EoiA
AMHIAES Xt = 2K DIEEAY HIFE0f

= o
ofM BOj = REEIE QAYE E= 2R7|7].

THoj gl = 9|2 7|7|. GTIN-14, GTIN13,
| 1335t sl o= 7|7

= Ales)

= —|E|_E|'- QF

(Unit of Use UDI-DI)

ol g7} 0|2 7|78

Unique Device Identifier |ZHA2E AHE0| S$QIE 2|87|7] AlH QI AT BFES ol ddE =Xt £= Xt 24 FE. AIBQ §8& =
(UDI) E£8 9|27|7|& EeetA Al g 4 UCt UDI= UDI-DIQE UDI-PIZ T4 EICH

Unique Device Identifier —

o|=7|7| MExt o|g7|7| M E flsl £0E 17 AMHXL GTINI CHSSt= 7 Eo|Ct.

(UDI - DI)

fH”if;;DiYﬁ’;Lde”t'f'er‘ Ypids, HZHE, 2EEQ 0] M, MAUR U SEI|SHI 20| o27|7| MAEmet BEE 2% T ABX
c-eT 7= S HEjo AEX} GS1 88 AJHARt i85t 7 E0|Ct.

(UDI - PI)

AHEEHR| UDI-DI A& EHR| UDI-Di= A0l At St Tl Ql E7H 2| 27(7|0f UDIZH EAIE|0] UX| 2 42, sl SAt AHE T

UPC. EHZE
(Company Prefix)

M
Rl
S
|0
Hu
>
)l
_(')_I-
rir
9)
\
18
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a1]
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o
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e
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&1]
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rir
o
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i}
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rot
nl

(Variable Length)

A2HE HOAM 7t

AHEEHR] o S L o

(Unit of Use) SHXHO| Al AHESHE E7H 2|27]7] EHY

UPC-A HIZE EAN/UPC HIZEO| ot Z2 GTIN-12 X RCN-125 QI3 Tl tCt
7t o]

I pS|
Zes o

202 | o|Ef

=
=

Yot =0 Ar8st= &0
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Proprietary Statement

This document contains proprietary information of GS1 US. Such proprietary information may not be changed for use with any other parties
for any other purpose without the expressed written permission of GS1 US.

Improvements

Improvements and changes are periodically made to publications by GS1 US. All material is subject to change without notice. Please refer
to GS1 US website for the most current publication available.

Disclaimer

Except as may be otherwise indicated in specific documents within this publication, you are authorized to view documents within this
publication, subject to the following:

1. You agree to retain all copyright and other proprietary notices on every copy you make.

2. Some documents may contain other proprietary notices and copyright information relating to that document. You agree that GS1
US has not conferred by implication, estoppels, or otherwise any license or right under any patent, trademark, or copyright (except as
expressly provided above) of GS1 US or of any third party.

This publication is provided “as is” without warranty of any kind, either express or implied, including, but not limited to, the implied
warranties of merchantability, fitness for a particular purpose, or non-infringement. Any GS1 US publication may include technical
inaccuracies or typographical errors. GS1 US assumes no responsibility for and disclaims all liability for any errors or omissions in this
publication or in other documents which are referred to within or linked to this publication. Some jurisdictions do not allow the exclusion of
implied warranties, so the above exclusion may not apply to you.

Several products and company names mentioned herein may be trademarks and/or registered trademarks of their respective companies.
GS1 US does not, by promulgating this document on behalf of the parties involved in the creation of this document, represent that any
methods, products, and/or systems discussed or recommended in the document do not violate the intellectual property rights of any third
party. GS1 US has not performed a search to determine what intellectual property may be infringed by an implementation of any strategies
or suggestions included in this document. GS1 US hereby disclaims any liability for any party’s infringement of intellectual property rights
that arise as a result of any implementation of strategies or suggestions included in this document.

This publication may be distributed internationally and may contain references to GS1 US products, programs, and services that have not
been announced in your country. These references do not imply that GS1 US intends to announce such products, programs, or services in
your country.

GS1 US shall not be liable for any consequential, special, indirect, incidental, liquidated, exemplary, or punitive damages of any kind or
nature whatsoever, or any lost income or profits, under any theory of liability, arising out of the use of this publication or any content
herein, even if advised of the possibility of such loss or damage or if such loss or damage could have been reasonably foreseen.

GS1 US HEREBY DISCLAIMS, AND YOU HEREBY EXPRESSLY RELEASE GS1 US FROM, ANY AND ALL LIABILITY RELATING TO YOUR
COMPLIANCE WITH REGULATORY STANDARDS AND LAWS, INCLUDING ALL RULES AND REGULATIONS PROMULGATED THEREUNDER.

GS1 US MAKES NO WARRANTIES OF ANY KIND RELATING TO THE SUITABILITY OF THE GS1 STANDARDS AND THE SPECIFIC
DOCUMENTS WITHIN THIS PUBLICATION TO COMPLY WITH ANY REGULATORY STANDARDS, LAWS, RULES AND REGULATIONS. ALL
INFORMATION AND SERVICES ARE PROVIDED “AS IS.”

*GS1 US employees are not representatives or agents of the U.S. FDA, and the content of this publication has not been reviewed,
approved, or authorized by the U.S. FDA. The following information contained herein is for informational purposes only as a convenience,
and is not legal advice or a substitute for legal counsel. GS1 US Inc. assumes no liability for the use or interpretation of the
information contained herein.

No Liability for Consequential Damage

In no event shall GS1 US or anyone else involved in the creation, production, or delivery of the accompanying documentation be liable for
any damages whatsoever (including, without limitation, damages for loss of business profits, business interruption, loss of business
information, or other loss) arising out of the use of or the results of use of or inability to use such documentation, even if GS1 US has been
advised of the possibility of such damages.

IAPMO

In this publication, the letters “U.P.C.” are used solely as an abbreviation for the “Universal Product Code” which is a product identification
system. They do not refer to the UPC, which is a federally registered certification mark of the International Association of Plumbing and
Mechanical Officials (IAPMO) to certify compliance with a Uniform Plumbing Code as authorized by IAPMO.

*If applicable
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