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17 AF-8-7] $H(Expiration Date(YYMMDD)) N> + Ng

21 2l ¥ ¥ 3. (Serial Number) Ny + X..90

N : =2}

X &, =4

X.20 :© Hd 2072 FEA, A4
< E4 T2 ABBHE SBAEA oAl >
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Vl. HIBCC (Health Industry Business Communication
Council, HIBCC) HE=

1. HIBCC 71 &
1) dukia
7} HIBCCA¢] 3= HIBC(Health Industry Barcode)gti H-2w o2 I

AFEAEAA o) e e E4ol 9

H

(1) HIBCC A A= 2 A (Device Identifier)ol]l +3}e} oA BFE

g8 F Qe nmsE dmgel sbssi

(2) HIBC 2=+ FHdl 18&7HA A8 = Slo] AFA o] B} &0

2. HIBC(Health Industry Barcode) =
1) HIBC +x
7hH HIBC Z =+ 312 ¥ 2 (Device Identifier) 2 AF&3tE 123 = (Primary
Data Structure)®} 2§ 4H21 8 2H(Production Identifier) 2 A}-8-3h= 233 =

(Secondary Data Structure)® &3 4 <)

) 12} #Z = (Primary Data Structure) : &] 57]7] -2 E2H(UDI-DD°] -5
7H 1AIZEE Y AEFS o] sk ]2 dolHEA], dlo] ¥ 2t}
AZXJA, E, THEHE AT 5 e 2= 9 AFH3EY Fx=

o] o4 gltt.

) dlolg A ‘47 A Z2QA| T FZ = (Labeler Identification Code, LIC)
A7be], A% R 37 =(Product or Catalog Number, PCN) Z o} 18#¢],
I G AZWH 3 (Unit of Measure Identifier, U/M) <%} 128, A=
M 5 (Check Character) 1#4g]2 A% o] 9t}

SJaggelMe FES Akl et = VBeR, v I7RRE R ASS

{“_\.L

4) HIBCCE 1983 Ayee] F2 W
gk},
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E =] Hzgd 223 AbZ oHgE & | A=
Aldl | (Labeler Identification Code, LIC) {(Product or Catalog Number, PCN) cel | Hs
i LIII PR EEREERPEREEEEEPPPPP U C

A mA 47E FEA A A 18747

< J%11. HBC 1xtZ&= = >

AA FEF=(Labeler Identification Code, LIC)E= HIBCCZ} &3}

=

X

sl S o] BT A WA BAL 4 tAEA R wA s,

(2) A% FEFI=(Product or Catalog Number, PCN)E A &S A3l

nHRERA GEA R £4F olgstel AY 18R BEL
A}, the, FWal EEEAE AT el
T Jlg21 3 PCN #-of 4 A|
655-9 6559
EREA A
24-86-2S 248625
84 / XPG 834XPG
STiEA 2 W ARG MP 15 86-G MP1586G
92.885 * BK 92885BK

< E5 &EF FEZIZE(PCN)2l 70 oAl >

(3) =39 (Unit of Measure Identifier, U/M)E A 058 97bA] AF-&-31H,

3“‘% Ao x4 Fogto A ERTele] o] Jhs sttt
k9 FTEA = ARS TS (Unit of Use)oll a9 gttt

(4) AZW3(Check Character)= ZZ U tE 2E Bz 9 $£z212EHE

AT ASHMEE T3 1Aa=7E 2824 FAENes Ee

=71 A& A #E5HAeE g HIBC A=< 4= Modulo 43
o
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3) 227 =(Secondary Data Structure) :
G AFol gk ALV REWS wiXHE,

2 5} 7]

T
A

7F) 2xF
A H =
A AF-E gk

L) 23}z ze
.?_

o]
=

Hlol8 =

PARE:

)=
EU |
L

HZ dolE

(Link Character) 1#+2], 345 S.(Check Character) 1A}2] =

A2} 1-2-37h8] = bRk,

o115 7]7] A4k2 ¥ 2H(UDI-PD
1
3 A& 2 (Optional) EZXHolHE 1xx=

By

o] 3

=

ol

9}

Glol AuA 4, WA EE 2EWE
AT PR
o 217} A 1842,

ol olE

Al EH
= =

ci| O] Bl &1 X}

oiolEl =l(Al27|EH, EEHS F

rir

UHHT)

fo

=7 549

A&7 Y Y JTT)

$, $$7

=M%’ 324X AU 1849

33

$$2~6

$+, 347

8% g ‘EEWS”
A&7 B Ay @ “EEHE”
gBWS’ JEAEA AU 1848

oy %

$$+
$$+2~6

" g AR
AF-8-71] §(

}-]]_—_Il,oc;l;) T%l “%%%EH
< J812. HIBC 2xtZ2E #=x >

o

m

ﬂ%x} 12:342) E 54 u}%
57 52 R 7] A 3o,
5 7]

_Y__l’

O

o) -
1o
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T A dolg 4= oA

5 A5 A €] AL-8-71 3H(YY]])) +05271LC
$ FEHS +$3C001LC
$5 AFE-713HMMYY), ZREH & +$$09053C001LC
$$2 A8 7] ?‘{P(MMDDYY), EWS +$%$20928053C001LC
$9$3 ALE-718H(YYMMDD), 2R EH & +$$30509283C001LC
$$4 AL4-7]18H(YYMMDDHH), 2 EWH & +$$4050928223C001LC
$$5 AFE7IRE(YY]])), REWMS +$$5052713C001LC
$$6 A 71 BH(YYJJJHH), REWHZ +$$605271223C001LC
$$7 FEHS +$$73C001LC
$+ AdHHZ +$+0001LC
S5+ AbE7] FHMMYY), ¢85 +$$+09050001LC
$$+2 A4 7] H(MMDDYY), €@ W5 +$$+20928050001LC
$$+3 AF4-713H(YYMMDD), € @ % +$$+30509280001LC
$$+4 A4 713 (YYMMDDHH), € & & +$$+40509282200011L.C
$$+5 AFE718H(YY]T)), WS +$$+5052710001LC
$$+6 AbE 71 BHYYJJJHH), 4@ & +$$+605271220001LC
$$+7 AddAN T +$$+70001LC

< E6. HOolEAHEHXto mE 2AtTE A2 ZE o AID) >
« 2E®S 1 3C001, S 0 0001 , AFR7|St 1 2005 9 282 2F10Al2] M Eol HR

BEEL N EAE

7H 1xz= ¥

AFEE A2 AT

HIBC =2 %3

AgsEE A4S

TEA E 1IRILE(F dele)s 2z = (Rl )Y FRIER

A} gk 3,

2Rz Ee] HolE A e A,

g o] &

ofH

H olEl | Gl olH

72 | 4y

Bl o] Ef

27|5 EHs | A=
g ALZ7le | ZEWS | AZH

/ S5 | 20015 | 10X3 | 3
(Mz=h) PalET

001510X33

gl oH HEoy 2z3E ME FEIE =
Alel | (labeler |dentification Code) | (Product or Catalog Number) | &9

+ A999 1234 a
1AFE (4

2Y  +A99912345/$$52

[E 0
fol
foi

3
i

Eich

< 31213 1X2E 2 2Xt3 =] ZHE oAl >

5) THE HEALTH INDUSTRY SUPPLIER LABELING STANDARD FOR PATIENT SAFETY & UNIQUE DEVICE
IDENTIFICATION (UDD), ANSI/HIBC 2.6 - 2016
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Wb 2tmss] 4Gl 4RE ke ddstes Z9olE dold A
/gt “HolHANATE Al AT & Yk,
(1) SEMEE F7h2 AHste] Agstels 4% dold TRA /7 gl

=
=
“‘’2 QJEsta ARE JFen

(2) AZLAS YYYYDDMM d2 oz F7t Q#ste] Algsdes 7
dolg F&Eak /" tggol “16D"E ddgsta ARE Jd83

(3) AH&713ES YYYYDDMM Aoz F71 sl Algstdde 4%
ol FEAF ¢/ g ‘14D 4t ARE dE3
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Vil. ICCBBAlInternational Council for Commonality in Blood

Banking Automation, ICCBBA] H= iR

1. ISBT 128 * <

1) e

7} ICCBBA®C A= ISBT 128 S &&3te], A =guo]A ]

AA Fol, AE, 24 2 AA2A AFE] 4

whasta g,

ol

AAR e 71FA, B4 D o8 FARY e Ewsts]
J

d, A R FEAS BHAstaA AL"ES AAlsta S e

FA R ABRAGAAE

% ICCBBAOIA Asta 9= ISBT128 ZFo thsto]:= IMDRFEFDO A st Alglo =

ers] asleiaa @,

6) ICCBBA(International Council for Commonality in Blood Banking Automation)< 1995 A#wo] ol AL g, %3

<3 SO AE-e 35S Aota st e vd Aol

7) International Medical Device Regulators Forum, IMDRF : 2] &7]7]A|@=rA £ H
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2. ISBT 128 F-A A A

g o] ¥ o = 7t 5 & A g o]
A g o] g o] ¥ {3 g o] g 27| =T
=/ DI AR}, A} 18 16
= dAN S Q&AL A 8 6
= 7] S A HH 5 g A, A 16 15
_ PR Z=AF 6412
_ o) A} 64
&1 MPHO Lot Number G- AF, A 21 18
Maximum Base UDI o P
for HCT/PS 0(:)] T!."X]', 7:1]' 79 67
Ex of Human Readable
Barcode:=/A9999XYZ100T0944=,000025=A99971312345600=>014032=}013032
&,1000000000000XYZ123

Blood Bags g o] § _ 75 A g o]
do] g dol8g#3
Only A1 7} gl o] € =7] 7]
- DI for blood S R= P
=) containers (bags) dat, s 12 10
Lot Number for
&) blood containers G2, A} 12 10
(bags)
Maximum Base
UDI for Blood AR, A} 24 20
Bags
Ex of Human Readable Barcode: =)1TE123456A&)RZ12345678

ICCBBA Sample UDI labels:

https://www.iccbba.org/subject-area/medical-devices/label-examples
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L R BT s MR -

s A 20199 9¢

EIC N N S s M P S s B R

ARAL A4 = A

AN - AAS, HEA, A7F, o] FA, A, HAAW

T o A AEEEA RS ALY REI0Z 28 2085
S5 7| AARY SFHEANEFATE

(8 1899-9351, 02-860-4442~4447)

NIDS Z=2=70enssg

National Institute of Medical Device Safety Information



