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Medical Device Single Audit Program (MDSAP)
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International partners that are participating in the MDSAP include:

MDSAP Members MDSAP Official Observers MOSAP Affiliate Members

v' Therapeutic Goods Administration of v European Union (EU) v’ Argentina's National Administration of
Australia v United Kingdom's Medlicines and Drugs, Foods and Medical Devices
v' Brazil’s Agéncia Nacional de Healthcare products Regulatory (ANMAT)
Vigildncia Sanitaria Agency (MHRA) v’ Ministry of Health of Israel (NEW)
v’ Health Canada v The World Health Organization (WHO) v Republic of Korea's Ministry of Food and
v Japan’s Ministry of Health, Labour Prequalification of In Vitro Drug Safety
and Welfare, and the Japanese Diagnostics (IVDs) Programme v Singapore's Health Sciences Authority
Pharmaceuticals and Medical (HSA)
Devices Agency

v US. Food and Drug Administration



s MDSAP AO (Auditing Organization) 7|2

Eligible Auditing Organization

DEKRA Certification B.V.

DQS Medizinprodukte GmbH

Application Received

Yes

Yes

Authorized to
Conduct MDSAP

Audits

Yes

Yes

Recognition

15

TUV Rheinland of North America, Inc.

TUV USA, Inc. (TUV NORD Group)

Yes

Yes

Yes

Yes

6 G-MED Yes Yes Yes
7 LRQA Yes Yes No
8 Prt‘qunghsﬂgs;ellzca?tlf;'zulre(rdlijggli/?eclijir;ﬁ] GmbH ves ves No
9 NCC Certificacdes do Brasil Ltda. Yes Yes No
10 National Standards Authority oflreland Yes Yes Yes
11 QMI-SAl Canada Limited Yes Yes No

Yes

Yes

16

UL Medical and Regulatory Services UL, LLC

Yes

Yes

Yes

* ZULIAMAIIFE NO 7| BHS EFALOA] XfAY X O = 2FOI 3F
Atgloz AfAaf Of 2 + Ql&L L},

FDA Auditing Organization Availability to Conduct MDSAP Audits Revised Web 2022-08-08 V052
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0 =3It 0l &

v’ O0/=(FDA)
= FDAS &7 2 AHnspections)E MDSAP & AFZIMHE HHE + UE
v FWLICHHealth Canada)
» 20195 1E82EH HUICH L SI27/0] ZHIHE 75t 5] AE Al, MDSAP 015 Z+
v SF(TGA, Australian Therapeutic Goods Administration)
» SFEXFLH T IXNE ELHOE XS YSHEX HRE 58 [ MDSAP S ALE0AHE 21 F
v B2tE(ANVISA, The Brazilian Notional Health )
= ANVISAS AlB & ZAIE CHAI6101 MDSAP &AIE AIE610] Class Il £& IVIEI/7|E B2IE AIB0 £A/62 ot HZL A0
ANVISAS] GMP 215 R & + QICY.
» MDSAP &/ALE &L 81 AIE &/ I1S HAZE210] ANVISAS) GMP 815 ZZMAJF H WEH NS + UE
v ZE(MHLW, Japan Ministry of Health, Labor and Welfare)
» 22 SMESHMHLW) £ 2/9tE 9 27/7] FEI|APMDA)E MDSAP A EOAHE AEFLZ AIE
» JIFE SOOI (MAH, Marketing Authorization Holder)oF FIZE S & &AI0) Z LR35 45 FE=2 MDSAP 8 A BIMHE HHE +
A== 5/&
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016
This is to certify that: Coreline Soft Co, Ltd.

4 & SF,

49, World Cup buk-1o 6-gi,

Mapo-gu,

Seoul

03991

Republic of Korea

MDSAP 751889

“The design, development, manufacture, distribution, installation and servicing of medical
picture archiving and (PACS) aided
(CADe/x) software based on artificial intelligence technology.

QCUW\ CiSaclc

Gary E Stack, Senior Vice President - Medical Devices

For and on behalf of BSI:

Oniginal Registration Date: 2022-02-01  Effective Date: 2022-02-01 Expry Date: 2024-12-21

Page: 10F1
. @“M:NMZ.WMM._M. making excellence a habit”
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MDSAP 2 Atgt

Chapter 1 Task 11 [4&r 5EF  6EN, 7E L L L L L
Chapter 2 Task 3 |4Er 5EF, TE L L L L L
Chapter 3 Task 16 [4Ef, BEf, GE. TE, 5E L L L L L
Chapter 4 Task 2 |4E, TEF, gEF L L L L L
Chapter & Task 17 (4%, &EF, 7EF, BE L L L L L]
Chapter 6 Task 29 (4%, &EF, 5EF. 7EN, gE L L L L

Chapter 7 Task 12 [4Ef, BEF, &, ZE L L L L

MDSAP AU P0002.007 Revision Data 2022.04.15
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23 (TGA)

HE= TGA, Australian Therapeutic Goods Administration

Therapeutic Goods Act 1989

e 3 . . ) .
Therapeutic Goods (Medical Devices) Regulation 2002

’sy‘\"_ o
Australian Government
OI_I %I |:lz'l-| O;I " Department of Health

Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate

ST ISO 13485 Certificate, MDSAP Certificate, DOC, Production Description, O WIS
o Labeling User manual oo Mimiageese Soteions - Radioogy ploire arifiving

and

OH

Sponsor & & S0 DBt = el &2

Yy P
ARTG Identifier 393919
A ARTG Start Date 15/08/2022
-t 9 j I DI_} Product Category Medical Device Included Class lla

0%

A A = l_—l' b O I o I D:. x MDN 41670
(CIaSS II j I -i-) & T E j I- Il E %l = E B E-I E_ —?_ = j | 20 = Ol LH 0‘” = <:->I % I| zMDN Term mfy picture archiving and communication system application

Intended Purpose The AVIEW is a software product which is used to store, transfer and
display output resuits by inquiring and analyzing medical images (CT
Scanning).It also offers functions such as reading, manipulation,
analyzing, post-processing, saving and sending images by using the
software tools This software must be used by a medical expert(e.g.
physician, radiologist) who is very aware of anatomic structures of a

[HH

HEgd ARTG, Australian Register of Therapeutic Goods)ll S5 &I & B I R

ARTG Standard Conditions

O u E The above Medical Device Included Class lla has been entered on the Register subject to the

q 01 a I A following conditions:

. dE = = - A I EI‘ X_I o I E j I j | == 9" E 8/ 1 5 - - The inclusion of the kind of device in the ARTG s subject to compliance with all conditions placed or
2 —'— = imposed on the ARTG entry. Refer Part 4-5, Division 2 (Conditions) of the Therapeutic Goods Act 1989

and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or
cancellation of the ARTG entry; may be a criminal offence; and civil penalties may apply.

Products Covered by This Entry
1. Radiology picture archiving and communication system application software
Product Specific Conditions

No specific conditions have been recorded against this entry

Therapeutic Goods Administration ARTG Identifier: 393919

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 15/08/2022
Phone: 1800 020 653

Email: info@tga.gov.au
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https://www.gov.br/anvisa/pt-br
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