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GS1 i varlden
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Aktiva anvandare inom GS1

SM Abott  Alcon AMGEN .y

A Promise for Life
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SAKURA HEALTH CARE bringing technology to life
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Utmaningar inom varden idag

(. Medicineringsfel )
« Forfalskningar

- Aterkallelse )
4 _ )
- Hantering av lager

«  Manuell hantering

- Aldrande population
g _J

Patient-
sakerhet

Minska
kostnader
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GS1 standarder bidrar till 6kad sparbarhet pa sjukhuset i Bernhoven i

Nederlanderna

Bernhoven hospital — sjukhus i
Bernhoven, Nederlanderna

®
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Problem
Kontroll av medicintekniska produkter sdsom implantat var

tidskravande och riskerade bli fel pga av manuella rutiner
Stora sakerhetslager kravdes som fordyrade operationerna

Losning

Inférande av GS1 standarder med GS1 artikelnummer och olika
streckkoder
Lagerhanteringen forenklades med en standard

Vad har uppnatts.

Battre information om lagernivaer
Férbattrad process for att hantera aterkallelser
Koppla produkt till patient




Gemensamt affarssprak for hela varlden

Identifiera

Anvands for att unikt sarskilja
produkter/férpackningar, logistiska enheter, parter,
platser m.m. genom en hela kedjan fran tillverkare
till konsumenter

e Fo e -y

MANUFACTURER  ITEM CASE PALLET TRANSPORT DISTRIBUTOR  TRANSPORT PALLET DISTRIBUTION ~ TRANSPORT CASE ITEM RETAILER  CONSUMER
CENTRE HEALTHCARE PATIENT
PROVIDER  CAREGIVER
OPERATOR
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Gemensamt affarssprak for hela varlden e

Marka
L Markning gor det maojligt att maskinellt lasa av en GS1-
. identitet for t ex ett kolli eller en
<<.> konsumentfdorpackning. Vid behov kan markningen
. &ven innehalla information som utgangsdatum eller
-~ batchnummer.

Streckkoder och andra databarare

EAN/UPC GS1-128 ITF-14 GS1 DataBar GS1 DataMatrix GS1 QR Code GS1 Composite Barcode
‘ “H (00) 3 8501100 000001001 & e ‘m M\ @ ;% “ ‘|
9750110102103 (01) 0 9501101 02103 7 & E. - LELRLEEL

EPC HF Gen 2 EPC UHF Gen 2
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Gemensamt affarssprak for hela varlden e

Dela

Pa ett standardiserat satt dela information innebar
att informationssystem kan kommunicera effektivt
mellan affarspartners. Det mdjliggor effektiva
processer dver foretagsgranser i hela flodeskedjan.

Masterdata

Produkter
Priser
Platser
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Transaktionsdata Handelsedata

Order Avlastning
Avrop Palastning
Leveransavisering Forsaljning
Faktura
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Siffrorna ar grunden e

‘07350000000023 —

7 "350000"000023" >
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GS1 nummer ar

Unika

Internationella

Icke signifikanta

Teknikoberoende

®
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Siffror — affarsspraket som alla forstar

©
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Kommunikation underlattas med en global standard
nﬁ "V

“4”'5

S

e Inom fdretag
e Inom branscher
e Mellan branscher

e Mellan lander 13\°°1

°j
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GS1 artikelnummer = GTIN

©
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Identifierar en forpackning for att:

- Storlek pa férpackning
Uppfdljning - statistik

Prissatta

Bestalla

Fakturera
Anvanda

Lagra information

Ingredienser

The Global Language of Business
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GTIN skapas med GS1 Foretagsprefix e

7°3000107000

7
730001 000001 8

GS1 Foretagsprefix + Lopnummer + Kontrollsiffra

018">
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Identifiering

Sparbarhetsinformation




Samma artikelnummer pa saxarna e

©

- En sax ska in pa slipning
- En sax ar steriliserad

- En sax ar aterkallad av
leverantoren

En sax saknas...
Hur skiljer vi dem at? " | " |
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Serie- och/eller batchnummer e

«  Serienummer for
Service och underhall
Interna processer
Sakerhet
Sparbarhet

Alltid tillsammans med GTIN

|
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Kombinera GTIN med information e

4 )
Utover GTIN kan ytterligare

information ges sasom
utgangsdatum, sats-
/batchnummer, serienummer
for sparbarhet, lagerhantering,
autentisering
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Omvandla siffror till kvadrater

o
Qe

FFo

7350000000023 HEEp
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Behov av mer information

©
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Artikelnummer
Datum
Batchnummer
Serienummer

. etc

(01) 1 7300010 01247 6 (17) 241206 (10) 01311141

GS1
DataMatrix

(

GS1-128

The Global Language of Business

RFID/EPC
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GS1-128

e
<g01) 1 7300010 01247 6)17) 241206K10) 01311141§21) 19720523

Application Identifier (AI) — marker upp efterféljande data
« 01 = GS1 artikelnummer (GTIN)

- 17 = Utgangsdatum

« 10 = Batchnummer

« 21 = Serienummer
www.gasl.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-Al/
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http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/
http://www.gs1.se/Standarder/Streckkods--och-RFID-markning/Applikationsidentifierare-AI/

GS1 DataMatrix anvander samma Al

= '__I
wr
17) 241206§(10) 01311144 (21) 19720523

(1) 1 7300010 01247 B

Statiskt
01 = GS1 artikelnummer (GTIN) } e

- 17 = Utgangsdatum |
. 10 = Batchnummer Dynamiskt
e 21 = Serienummer

®
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Sweden

Behov inom héalso- och sjukvarden

. @,
g O

Utg@ngsdatum, batch Sma ytor Mé&rkning pa artikel
och/eller serienummer

Marka vid héga hastigheter
i produktion

Ej traditionella
handelskanaler
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UDI scope...

Medical devices...

®
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High risk r%}
ﬁv 7
T S,
s mwc
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Low risk ﬁ I @ ?’p
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Kraven pa unik identifiering

Unikt
artikelnummer

Unikt
produktions-
nummer

Automatisk
avlasning

Dela
information
om artikel
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Kraven pa unik identifiering -
Unique Device Identification

DI
Device Identifier

PI
Production
Identifier

AIDC
Automatic
Identification and
Data Capture

GUDID
Unique Device
Identification
Database

®
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Identifiering med GS1

GS1:s
artikelnummer
(GTIN)

Kompletterande
information
(AI)

GS1:s
databarare

Globalt
natverk av

databaser "GS1 foljer ISO 15459, darfor av

FDA godkand utfardare av UDI”

®
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UDI Example - #1... Medtronic...

MOSAIC® 305 CINCH® 1l
Porcine Bioprosthesis Aortic Valve

MOSAIC® 305 CINCH® II
-» 305C221

- 21 MM

Gote—07_12

-» 21A1g4855
21 MM E -

o]

[i
01)00643169001763{]7)160712(21)21A11F4855

OSAIC® 305 CINCH 11
Porcine Bioprosthesis Aortlg Valve

Nonpyrogenic Co Not Resterdize

Stenle LC: Device has ffeen
sterilized using Liquiddlhemical
Sterilants according Jf ENASO 14150,

*25°C
' a4

Dc Not Reus Quantity Temperatre Lffitation

AgfRx only UEWWW medtronic.coggfmanuals
For US gludiences Only Censulk Instructions for Use

C)fileck temperature indicator prior § use

US FDA UDI required Devi“ce Ighfntifi_er (D1 PI’Odl:I‘CtiOI’I _I(}i’enti_fier (P1)
ISO 8601 date format Static portlon - ) . - Dynamic po.rtlon .
GTIN (product identifier) Application Identifiers (e.g. serial, lot number & expiry
date)
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UDI Exam

ble —#2... B.Braun...

Device Identifier (DI)
“Static” portion

GTIN (product identifier)

Production Identifier (PI)
“Dynamic” portion
Application Identifiers (e.g.
serial, lot number & expiry
date)

H.E.L.P. Acetate Buffer pH 4.85

CA/GB Sodium acetate buffer solution for use ONLY with extracorporeal
H.E.L.P. apheresis
Caulion: Foderal Law (U.S.) resincts thiz device to sale by or on order of a physician.

CA'FR: Solution tampon d” de sodium destinée 4 une utilisation
UNIQUEMENT avec aphérése H.E.L.P. extracorporelle
sterile [ stevile

FREE and ! Ne conlient pas d'endotoxines et non-pyrogéne

SINGLE USE only, discard unuzed portion; A USAGE UNIQUE seulement, jeter la portion inutilizée

DO NOT add any additives’ NE PAS sjouter d'additifs

NOT for intravenous infusion; NON adapté & une perfusion intraveineuss

ONLY USE if zolution is clear and colouress; UTILISER UNIGQUEMENT si la solution est limpide st incolor
ONLY USE it incr and ions are not Ne pas utiliser i I'emballage ct los
connections sont endommagées

Koep oul of Ihe reach of childron! Canscrver la solution hors de portéc des enfanls

Sodium acelatex3H,0  27.22g1

Acelic acid 99% 68291
-
DIN: 02373807
- Manufaclures:
]
: B|/BRAUN
& 2. Braun Avitum A
24209 Malsunge
Gaemary

4 x 3000 ml

Ceom ] <k ™ @
&4 @

ratnctizre
fo-une

4113

Batch no.: 0350214
Manuf. datey2014-03

Expiry date\ 2017-02-28

" Article no.;

e £ BB

Canadian Distribulor:
Chiel Wezleal Supples Ll
411-181h Sree1 SE

Csigary, ALens 1ZES7  Production elte:
B Baut Svi.m A
Us DI ¥ =l ST 52

4g21¢ Gardeod, Semany
Madk in Gamany

B. Zraur Masics: |-c.
Bahlahe = 2A 180 25004

US FDA UDI required

ISO 8601 date format

®
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Kraven pa unik identifiering -
Unique Device Identification i Europa

DI
Device Identifier

PI
Production
Identifier

AIDC
Automatic
Identification and
Data Capture

UDID

Unique Device Diskussioner pagar om
ificati EUDAMED _. . )
TdEnifnEEiTe forvaltning och innehall

Database
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Att identifiera...

You'll be happy to
know we have new
procedures that'll
prevent mistakes,
Mr Brown

®
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My name’s Smith !
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Undvik manuell registrering!

Automatisk éverféring av information mellan parter i vardekedjan
ar det som brukar kallas EDI eller e-handel eller eCommerce

I

Information att dela

/

Artikelnummer Héjd Bredd Enhet Antal i \

=

(ITITTT]]

-y
1]

FENN;

———
1717170

13
esoouToaaae

15019315059926 95 75 mm 20

17300010012476 120 70 mm 100

07353816877962 85 21 mm 30

01001247 17300012012579 95 30 mm 50
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Forandringar globalt for medicintekniska

Netherlands/NVZ USA Q3 2014 )
Cyprus 2010 2012 Product code FDA UDI Implementation EU
product code tender Class 3 2016 (tbc)

Guidance Belgium 2013 EU Delegated Acts on UDI
Turkey 2015
Law on MD .
2009 GHTF 2011 Treacability D Regulation USA 2018
UDI Guidance EU Q3 2012 FDA UDI Implementation
EC proposal USA 2015 Class
MD Regulatio! EU - April 2013 FDA UDI Implementation

EC UDI e supporting/sustaining devjces

Recommandatign

|
England/NHS — I
i &TIN, GLN and I UsA2016 !
Spain - 2009 draft FDA U ! - FDA UDI Implementatior]
product data Argentina 1
SAS product August 2015 Class 2 I
code o
USA Q3 2013 gryasct:z?lﬂty \1, "
USA Q3 2012 Qnall FtDA v 4/ more products
3 12009 Draft FDA UDI egulation Canada 2016 Turkey 2017
apan Q . Japan Q1 2010 Regulation Argentina UB) (tbc)
Product code & variable UTS (Product
Phase 1 Product code & \\4 Feb, 2015 requirements \
variable - Phase 2 B’;?F‘:F 31013 Traceability tractkmg)
oaamal - system
England/NHS 2012 P System 4

Product code

B REEREE B

= L—> Regulated requirement
China, Spain, Korea, India, Japan , Brazil, South Africa ... i
UDI regulatory requirements under dev. m Tender requirement

1 The Global Language of Business _|% Important de@l@ﬁm&mtDEN 2015

Sweden Ty Emerging Regulatory requirements
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Tack for mig!
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