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U.S. FDA UDIfE REEEHE
Declaration of U.S. FDA UDI Policy for the Use of GS1 Standards

IR GS 1B EHE (GTIN) 2 B RS 1 E— BB FENIEU.S. FDA UDI RuleHISEIEX > BB EE
TERIEA -GS 141 B R AR A IR AR RS0 FHIHIE:

Use of GS1 barcode numbers (GTINs) to identify MEDICAL DEVICES under U.S. FDA Rules -
important & urgent action needed. The following rules shall apply:

1.GS1EPEIERS (GTIN) REF B A AP ZER B @ RIS REE [ GS1 Taiwan | 222 B 7T HIFE AR
s IEBSAERE R EATNRESN  TMEEE BN SR ER KL E EF E R A B EB[ M E—# T (unique
device identifier, UDI)> GS1EIFR4EA A U.S. FDAS AR AT BIUDIZEE &

1.GS1 barcode number issued by GS1 Taiwan can be used as an UDI in several jurisdictions
(e.g. U.S., EU). GS1is accredited as an issuing agency for UDI by the U.S. FDA.

2.#&#&U.S. UDI Rule’ZRRIRTE » GS1IEIFFRAB M S F L4 RMU.S. FDARR A fEAGS RIS (5
HERBMEMHOEXZRAREMTHR 2 EERE-

2.In that capacity, GS1 is required by law to declare to the U.S. FDA on an annual basis which
companies use GS1 barcode numbers to identify medical devices that they (or their affili-
ates) are putting on the U.S. market under their label.

3.GSIFIENSRFERE IR BFEAGSIIEEMAEEFEIIME—# T (unique device identifier,
UDI)BF> FERTEU.S. UDI Rule’A iR E EITER &R M E miZi o

3.The GS1 company Prefix member understands that when it uses [GS1 Key] to identify a
product that may be characterised as a medical device under the U.S. UDI Rule where such
product is marketed (a “Medical Device”).
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YNRGS1ATERS AR R ol Lt B BRSR IR (e A GS 1 BB R RS F 2 BR2a M BB — S R TE = B 8K
BB RSV ER CSIEFRABMEU.S. FDAEXMEERSRETFIEEIRBZZENBHFE L
GS1RIE RS FEARME - GS1H UL FTSEE R BVEM R R (PIMNZRIMN A2 H TEUE R BB E
R) AERAEEMERSEE

If you do not report the use of GS1 barcode numbers to identify medical devices marketed in
the U.S. under your label , your company will not be identified in our annual report to the U.S.
FDA. GS1 disclaims any liability for any consequences (e.g. costs, administrative processes,
requests from regulators) that may result thereof.

O CRERFEMEEKRER LIMEBAEIR BRSMEmTATSU.S. FDA UDI rule 758

By signing below, | hereby acknowledge that | have completely read, fully understand and
totally agree to the above policy and relevant statements,so as to use GS1 standards to
implement the U.S. FDA Rule on Unique Identification of medical devices.

O REAEAEREXETS

None of our products being exported to U.S. market
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