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Wide-ranging, Competent Products and Solutions
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Submitting UDI-DI
information in registration

o —

-} Validation -b Factory production

application
{ Development
i Develop UDI creation rules i --------------------
i considering characteristics of i
! both internal IT&SOP and i " - :
i oroducts. i | Logistics transportation
i P \
\ : /! Medical device unique identifier database :
“Concept N - I
' Manufacturer, distributor, and hospital information sharing | '
N e e e e e e e e e —_E—_E e e —_E—_E—_E_ e e —_E—_E e _E—_E— Y _—_m_m_—_ e /

_ Distributor Storage

Specific department € In-hospital system €@ Hospital admission ’
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Material...

A4

a What can be sold? e What are allowed to sell? e What want to sell?
Compliance| \nhat products does we have? What products are registered? products, config etc. in different markets?
Line
. | : Classification
: 8 L6 Product Model /
L | T : : (Config Device) Device PN Classification
Product L Device DI
BOM ! : | |
Pttty ‘;\ T : I Acc PN : Sale View
i SN Classification [ T L AccDI | :
v ! B L6 Product Model |
[ ] ¥ (IVD) ;
: insurance : P . i
S E o Kit PN ]

:> For ERP, CRM Compliance
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Cc4

Create DI Syringe Pump [ SN |sM3-33000016
Design Input Model: BeneFusion uSP (] 2023-03-18
Operation temperature: 5°C~40°C

(01)06903053037723 Ec €
i — 2797

Fill in the UDI data % (11)230318
(21 )SM 3_33 00001 6 -I . I- IP44 M D Kll de(ump\?mentu('l(MemduTuvbld\memm)

SHENZHEN MINDRAY SCIENTIFIC CO., LTD. R e <:>
6/F, Bldg 2, 12_03_ Nanhuan Avenue, Yutang Bloc_k, - _
. Guangmlng_ D'St“d{ 518106 Shenzhen, P.R. China mH||i|||||||||||||\|i||H||\|||||||||||\|||||\|||||\|n|||||
Material R&D Data -Shangha| International Holding Corp. GmbH(Europe) B2 1m0t o

Design Output Management EiffestraBe 80, 20537 Hamburg,Germany  MADE IN CHINA ot e C € Z& S U e m

b 2022-11-29 138 2

Labe I man ual te m p I ate N SHENZHENMINDRA\’ BIO-| MEDICALELECTRONICSCO LTD.

, Keji 12th Road South, Hi n, Shenzhen, 518057 PR China

(01)06944904024967 (97)105-000840-A0 (99)105-000840-00 5
(10144021003 (17)221129 (98)A7R144021003X00001 P
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Complement C4 Kit (Turbidimetry Method)

@

Habop ans 4, Metop
Kit Complément C4 (méthode turbimétrique)

047-044899-00(1.0)

Design Transfer

@

Tel :+86-755-81888998  Fax 86155 26cench0 wuw.mindray.com
anghai Hoiding Corp. pe)
EC |REP| Eiffestrape 80, 20537 Hamhurg Germany 047-035877-003.0)
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Evidence of UDI
i idati FDA GUDID EU Eudamed NMPA UDI Database
Design Validation Compliance

Global Unique Device n European | —imin s =
GUDID Identification Database Commission EUDAMED ETERE—mRERERRE =

European Commission > EUDAMED E ExEser v« "
Home  Tasks v  Search&view v  Datatransfer v News  Help v B fRnmpeE . P,

GUDID Login CURRENT ACTOR: Manufacturer, ( B GEEEHEE

g

] ) s ()
Change COﬂtI’O' ECR \Usemam: | Welcome to EUDAMED o« FEE ) R PR RS

Password: This warning banner provides privi

‘ | other federal guidance for accessit MDR EUDAMED s the IT system developed by the European Commission to implement -
BV ER SRR 5 150 Regulation (EU) 2017/745 [ on medical devices and Requlation (EU) 2017/746 (5 on in vitro I = 'f

Forgot Usemane/ Passyord ~ SOMPUter on this network

diagnosis medical devices

This system is provided for Goverr AT RSP EMESEEE

Password must be 8-32 characte MDR EUDAMED is structured around 6 interconnected modules and a public site

case letier, one lower case letter, e of Unauthorized of improper uss of th
the following special characters [1, ‘@', '#. '§', %', ‘&', '+ criminal penalties.
-l Personal use of social media and 1 RIS

| agree o System User Agresment  %H1s and is subject to monitoring

By using this system, you underste
Tasks

- The Government may monitor, re
email systems for official duties or
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1. Manage products by the use of DI.

2. Release serial or batch number after receiving the work order,
and then allocate Pl according to the serial/batch number, so as to
trace and manage the physical products.

3. attached an UDI label consistent with the obtained DI and PI.

--------------------------------------------------------------
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Development » \Validation > Factory production

l Logistics transportation

\
1
Concept |
Manufacturer, distributor, and hospital information sharing | I

N e e e e \ 4
. Distributor Storage

Specific department € In-hospital system € Hospital admission ‘
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Production auxiliary system ’ﬁs’:‘% = =
. mindray G |+=wHemRg% &7 . -
(Receive Work Order) y — The automatic printing system assure labels, certificates of
PCBAFSE i HrE I=HBE 8 FAIEER
_ A A s . [mmms |mas | conformity, and GSP accompanying bills for compliance.
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Label printing ~ Template selection and
printing
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Warehousing i d housi < | P
Scanning and warehousing

MRS Bwsd | ) | Y amm| |[F#7e0ia |

A AR B A
UDIZEE4FILE5R20 | UDIHTMG 1.0

047-017895-00 SMEHWIZT. .. VDTN 2.0




I Single Data Entry, Multiple Uses

PLM
> Model, PN, Name, DI, PI Type etc.

EC Product information source

Product Info

Registration Info

UDI Info collection
and upload

information exchange

! Product Basic Data Maintenance Stage.
Information extraction and integration

Registration information

> Portal Registration

Apply for DI to the PSS
and push the type of PI

Write DI back
to PLM

Certification No., Cert Exp date, Classification etc.
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Push SN, batch number, Maf date and
expiration date, encrypted barcode,

GUDID ...

traceability code, DI and other info
MES according to work order

»  Production
execution system

A

work order

Production Dynamic Data Generation Stage.
The order is associated with PN, work order and Maf date, Exp Date etc.

AT T
Labeling info Order info
PSS LMS
> »  Label printing > Printing with cargo pass <€
» Assign DI » Packing information

Labeling and Business bills output
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Development > \Validation > Factory production o
! Digital management and
:‘ tracing on goods
| Logistics transportation

v

= Distributor Storage

| |

Specific department € In-hospital system €@ Hospital admission

<«

{' Automatic identification, )
| acceptance and

i warehousing management
i onincoming goods

\\ ’
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I Smart Distribution

® UDI QR code is pasted on the package
v" Product identification code Traceable code
v -
Batch No. RFID*/-BEI\E
Mindray v Production date and expiration date ﬁ@
Production v PN code RFID
v DI
v' Traceable bar code
® \Write the traceable bar code into the RFID label
Mindray ERP m Deliver
ey SR clivery Mindray ERP |Internet DMS
The Mindray DMS system synchronously generates the Delivery note Waiting List
. documents to be warehoused.
Mindray
Delivery

81220988 105-000476-00  UA test kit B9Q14129006X  2019-10-19 2020-10-18 2020-2-20
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Development > Validation > Factory production

i Logistics transportation

Concept

— o m— ———
—— = = —

Medical device unique identifier database
Manufacturer, distributor, and hospital information sharing '
N e e e e e o e e e e e e Y Y Y Y M M e e /

_ Distributor Storage

Specific department € In-hospital system € Hospital admission ’

------------------------------------------------------

\
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————————————————————————————

{ 1. UDI Clinical Requirements % { Department allocation and 1 | Automatic Product )
{ 2. Refined management of consumables | | automated warehouse-infout | | Receiving and Warehousing |
+ 3. Management of packaging granularity at different levels | 1 management i1 Validation i
i 4. Implanted product UDI information and patient medical ! Me=meemmmmmcmmo e 4 Smmmmmmmmmmemmemme——eooeoe- ‘
I record management i
i 5. Tracing of post-marketing adverse events and recalls ]

\\ V4

------------------------------------------------------



I Smart Hospital

Contract order

Warehousing

Department warehousing
management

Department Consumption
Management

Inventory management

Scanning and warehousing

Material Classification

Consumables unit management
General management of fixed
devices

Medical insurance data connection

Material Return/Exchange
Management

Expiration date management
Inventory Warning

External Network

Intranet

Supplier's platform system

NMPA UDI database

In-hospital UDI database

Consumable Classification Code

Charge Code
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Medical insurance code

Price Information Database

Hospital Information Management
System
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I How to Share Big Data?

Set up UDI distribution
rules based on IT&SOP
and product characteristics.

o —
- ——
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---------------------------

[ Submitting UDI-DI information |
in registration application 1

S Development > Validation

1
1
Concept |
|
1

Specific department €@

1. UDI Clinical Requirements

2. Refined management of consumables

3. Management of packaging granularity at different levels

4. Implanted product UDI information and patient medical record management
5. Tracing of post-marketing adverse events and recalls

N

o —

@D
=
o
2
(@}
D
=
O
@D
c
=
QO
c
@D
=
@D
>
=
=
@D
-
o
jab}
—
jab)
o
QD
(92}
@D
—— = = =

T , 4

—
(E_
Glohal Harmonization Working Party

gHwp Towards Medical Device Harmonization

1 Use DI for product management

2. Receive the serial number or batch number of the work order. Allocate Pl
based on the SN or batch No., tracing and managing the physical objects.
3 Obtain the DI and Pl information and attach the UDI label

-> Factory production

----—,

Electronic good
management an
tracmg

———————————————
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Distributor Storage

Automatlc incoming
goods identification,
acceptance, and
warehousing

—----—-\

In-hospital system € Hospital admission ‘ ,_management

Department allocation and
automated warehouse-in/out
management

3 ! Automatic Product i
i I Receiving and Warehousing !
I \ Validation J
7 N o ——— -
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Shenzhen
S st e Data matching and linking between medical institutes and ,” A
manufacturers or distributors has been realized by using
UDI to connect information along the product supply
chain. The traceability of medical devices manufactured < '
or marked in Shenzhen, from manufacturers to -

R —SOR (TR DR CEAN(mR BA) e MM amy s wn (e o i

ORGI | LoWANTORMIN RN ws

distributors and lastly to patients, has been dynamically
presented. The flow of UDI throughout product life cycle
Is displayed clearly and intuitively

LB Ll (NG

G rEEGECUSEESTS  Scieann  Someeim NSNS SESS

Guangdong Province

Fundamental databases including enterprises,

product categories and personnel has been

established by integrating and sorting data from
Guangdong Province Medical Products
Administration, leading to efficient circulation .
and use of data.

Connect UDI and Medical insurance code
(classification code ) By NMPA UDI Database and
National Medical Insurance system

UDI code

i
L ]
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80

e me e e M e e Rmm M M e Mmm M M e Mmm M M e Mmm M M M Mmooy

2%22;2 103,010010835.10 | EPETBEREE waEes im‘%ﬁ%ﬁkﬁ@ Eﬁ'}g@:(;;\ EEEE&EEE%‘%E DI I | 00352150335
NMPA |
—— ™ Generally planned and established by NMPA, the
== 2066 database serves to provide data basis for medical
@ = o} ; ; device industry and relevant sectors based on the N TR -7

principle of openness and sharing.
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I Global UDI Coordination

Along with MDR/IVDR, the
UDI implementation timeline

had been confirmed. The products currently

sold in Korea should
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2017 meet the UDI
requirements.
EU
2019 The implementation timeframe is
Korea divided into 12 months, -18
USA : Implementation months, and -24 months from the
China following EU release highest risk level to the medium
2013 2019 risk level to the low risk level.
UDI rule is issued by o Turkey 2022
FDA. UDI rule is issued by NMPA. _ _
Saudi Arabia Colombia
2019
- Egypt
ClassB&C&D 2023.9.1 Australia gyp
Class A 2024.9.1 Implementation The GS1 international

version of Egypt needs
to be published.

following EU release



I Outlook for Future

* Global shared UDI database

Coordinate and optimize different UDI data
requirements and databases around the world to achieve
compatibility of UDI data structures across

countries/areas.
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*UDI Identification and Carrier
Requirements in Clinical Practices

For special products, like high-risk products, implanted

products and software products, studies based in clinical
cases shall be conducted to investigate the requirements
of UDI labelling and carriers in different clinical

scenarios.
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Thanks !
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