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Challenges and Strategies for Cross-Border Trade of
Medical Devices Startups in Taiwan: PuriBlood’s

Development of the EU Market as an Example
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Abstract

Medical device industry in Taiwan has been booming in recent years, with the
Medical Devices Startups sector emerging as a particularly innovative and promising
segment. As technology advances rapidly and global population aging accelerates, the
demand for high-quality, personalized medical devices continues to rise. However,
startups often encounter numerous challenges and barriers when engaging in
international trade. This thesis takes PuriBlood, a medical device startup in Taiwan, as
an example to explore the challenges faced in developing the EU market, as well as the
strategies adopted to address these challenges, and on this basis provides

recommendations with practical value.

The research adopted diversified methodologies, including literature review,
government document analysis, company interviews, and an in-depth examination of
PuriBlood's 2022 annual report. Through these methods, this thesis aims to present a
comprehensive and systematic view of the actual situation faced by medical device
startups in international market expansion, and provide robust support for related

research and practice.

Medical device startup has distinctive characteristics including high product
innovation, small company size and limited resources, short product lifecycles, flexible
operational models, high risks and competitive pressures, and a focus on niche markets.
These characteristics distinguish it from traditional industries, emphasizing innovation
and technology integration while facing greater risks and competitive pressures. The
main challenges include complex regulatory requirements, market entry barriers, digital
transformation needs, data security and privacy protection, intense international market

competition, and cultural differences. In this context, continuous innovation and



intellectual property protection become crucial for the survival and development of

startups.

Global demand for medical devices continues to grow, especially in precision
medicine and personalized treatment. Even under the impact of the COVID-19
pandemic in 2020, the market still achieved 6% growth, demonstrating strong resilience
and potential. China, as the world's third-largest medical device market, shows
enormous potential and rapid growth. Meanwhile, emerging markets such as Eastern
Europe and Latin America also exhibit rapid growth trends, offering new opportunities
for startups. The European market's demand for high-quality medical devices is

particularly prominent, making it an important choice for startups' internationalization.

Medical device startup industry in Taiwan has shown rapid development trends in
technological innovation and industrial integration, especially in biomedical,
information and communication technology, and mechanical manufacturing fields. In
2022, market value of Taiwan's medical device industry reached NT$261.547 billion,
with the number of startups and investment scale increasing annually. Government
support programs have played a crucial role in the growth of startups, providing a series
of relevant support and policy guidance, creating a favorable environment for industry

development.

Europe, as the second-largest medical device market globally, accounting for
26.4% of the global market share, is highly attractive to medical device startups in
Taiwan. However, the implementation of the EU Medical Device Regulation in 2021
significantly raised market entry thresholds, requiring stricter safety and quality

standards. Nevertheless, successful entry into the EU market can bring significant
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returns for companies, including enhanced product competitiveness, increased market

trust, and improved international reputation.

This thesis focuses on PuriBlood, a startup specializing in blood purification and
cell separation medical devices, currently in a rapid expansion phase. Its core
advantages include proprietary blood purification technology and a strategic
partnership with the University of Washington. The company is actively expanding
internationally, currently focusing on the US and Southeast Asian markets while also
actively developing the EU market. However, medical device startups face many
challenges entering the EU market, including complex regulatory requirements,
insufficient notified body capacity, and increased clinical evaluation requirements. The
implementation of Medical Device Regulation has further increased compliance

difficulties and costs.

Facing these challenges, PuriBlood has adopted four core strategies: establishing
a comprehensive quality management system to ensure products meet EU strict quality
and safety standards; conducting in-depth market demand analysis to develop and
adjust products for the EU market's characteristics and needs; utilizing digital platforms
for marketing to increase brand awareness and market penetration; and continuously
increasing investment in technology research and development to maintain product
innovation and competitiveness. Through the implementation of these strategies,
PuriBlood has gained a certain market share and competitive advantage in the EU

market.

In addition to these core strategies, PuriBlood also pays particular attention to legal
compliance, risk management, and digital trade technology application. In terms of

legal compliance, the company works closely with local regulatory experts to ensure
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compliance with EU requirements at every stage of product design, development,
manufacturing, and sales. Regarding risk management, the company has established a
comprehensive risk assessment and management system covering market, regulatory,
technological, and operational risks to enhance the company's risk resistance and
market competitiveness. In digital trade technology application, PuriBlood actively
utilizes e-commerce platforms, data analysis, blockchain technology, etc., to improve
market information transparency, reduce transaction costs, accelerate market response

speed, thereby optimizing business processes and improving efficiency.

Based on the in-depth study of PuriBlood's case, this thesis proposes the following
recommendations: First, the EU should be effectively adjusted as soon as possible to
balance market entry requirements and innovation incentives; Second, medical device
startups in Taiwan should strengthen regulatory compliance and risk management
systems, and continuously monitor changes in the EU market to adjust strategies timely;
Third, Taiwan government should provide more policy support, such as setting up
specialized guidance institutions, providing regulatory consulting services, organizing
international exchange activities, etc., to help startups overcome international trade

barriers and promote industry development.

In conclusion, this thesis attempts to explore some of the challenges and
opportunities faced by Taiwanese medical device startups in international trade through
the analysis of PuriBlood's case, and proposes several strategic recommendations. As
the industry develops, it is hoped that more medical device startups from our country
will be able to successfully enter international markets, and also successfully enter the

EU market in response to the situation in EU.
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( & ¥ & B : Enterprises by  business size, OECD,

https://www.oecd.org/en/data/indicators/enterprises-by-business-size.html (last visited

July 23, 2024). )
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R e EREAE—NHBARERRTRG REZRA AT §Fon 130 P60 &
(REMALERBEISN T EHE - Rk BEHEERARREATEALBHES
BRAERBT OENERME > LAFRBE PIE—REYHIR -

23 Enterprises by business size, OECD, https://www.oecd.org/en/data/indicators/enterprises-by-
business-size.html (last visited July 23, 2024).

24 SME Definition, EUROPEAN COMMISSION, https://single-market-economy.ec.europa.eu/smes/sme-
fundamentals/sme-definition_en (last visited July 23, 2024).
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( & # & R : SME Definition, EUROPEAN COMMISSION, https://single-market-

economy.ec.europa.eu/smes/sme-fundamentals/sme-definition_en (last visited July 23,

2024). )
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F BB R B AL - 4 8 #3R ( U.S. Department of Commerce ) /A
%% ( Small Business Administration, SBA ) #o & ¥2F ( U.S. Department of
Agriculture, USDA ) % » 12} TFEZ e B 5% ABBER Y 5 % 8 € ( United

States International Trade Commission, USITC ) #% H #4 7 5 227 o

NS EFRE B TR 500 AFB AP RS E G AR S EhRGE
ERBRIRZ R FIE D E RS AMAER RS EPRG LR 58 B TH I
FARE2  HFRFERAZTE MEBELERREERGHEEZIMES  HEAEHN
O RS R A 84 2500 £ UK GRS o £ B E ¥R & A B RN 25
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8 T <500 A
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26 United States International Trade Commission, Small and Medium-Sized Enterprises: Overview of
Participation in U.S. Exports, Jan. 2010, at 3, https://www.usitc.gov/publications/332/pub4125.pdf (last
visited July 23, 2024).

Y Id.

B Id.
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Enterprises: Overview of Participation in U.S. Exports, Jan. 2010, at 3,

https://www.usitc.gov/publications/332/pub4125.pdf (last visited July 23, 2024). )
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36 Small and Medium Enterprises: Criteria for Inclusion, Federal Law No. 209-FZ of July 24, 2007, "On

the Development of Small

and Medium Enterprises
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( &k AR : Small and Medium Enterprises: Criteria for Inclusion, Federal Law No.
209-FZ of July 24, 2007, "On the Development of Small and Medium Enterprises in
the Russian Federation," https://43.rosstat.gov.ru/storage/mediabank/M ¢ T 0 1 0 1

ornueckue+nosdacHuenn qa[2]htm(lastvisited Aug. 20, 2024). )
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https://43.rosstat.gov.ru/storage/mediabank/Meromonormueckue+mnosicaeaunsa[2].htm (last visited Aug.
20, 2024).
37 Wayne Curnuck, What is the definition of a Small to Medium Enterprise?, MANAGE MARKETING

(July 21, 2023), https://managemktg.com.au/blog/what-is-the-definition-of-a-small-to-medium-
enterprise.

3 Id.

¥ Id.
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40 Michael E. Porter, Competitive Advantage: Creating and Sustaining Superior Performance 11 (1985).
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ERARERE AR R TUAANEZARRAESEERROELZER @™
AERENMBITTDAABRNFELEE - SHBWRD ERNTFE RS BEREHM
12K R B R R 64 7 35 R B

BTERAFFABEAR  BREMEITT 42700 B 01F 6508
REMBEET T @ HEERFA BRI T B H B fofors ZARKS - DR ER
REMOGBARE 5 RELFEEFRLC

— EREBEREMEBRBRE RGBT R

FRRE R BMEBRRE X BN A F £ ( Technical Cooperation
Programme on the Exchange of Medical Device GMP and ISO 13485 Audit Reports
between R.O.C. DOH Designated Medical Device Auditing Organizations and EU

AIMD/MDD/IVD Notified Body Partners, f§#% TCP ) | & —38 5§ f /e 4 5 &

>¥

B G B A TR E R - — 2R R 2005 £ @B S RIEITR RS

\

BATCARD H =8 (TCPIT) - TCPII #2022 &1 AEX A% LA THE

HEEREBRBIHTE AR E %R BHEH ( MDR ) 8941t ] T &) S IR A

164

TCPIII &94% N 2 (L35 £ Bk W B b i S R S 4 32 5 ( TFDA ) 2

ML EARMEG DM - T E R ETHRE B R EM LR TG TFDA #

O BREHELEERTEEALQMS/QSD)IRERE AL HARAF RS EMEHE
https://www.fda.gov.tw/Tc/siteList.aspx?sid=11610&pn=1 ( &#&HE B : 2024 £8 A 17 8 ) o
104 %= R EBE R B B RIS R BT SAF £ (28K TCP D)1 A € 3% & 7 € BSI Group The
Netherlands BV. 5 % # 4% » A BAF R L B HEHEF - 2020 F 1 A 8 8
https://report.nat.gov.tw/ReportFront/PageSystem/reportFileDownload/C10802795/001( & #4:%% 8 :
2024 %8 198 ) -
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A E AR ISO 13485:2016 3 EfwE IR L » TR EBBRAAL & AT
LM ERIYSLEEERA(QMS )tk B —HABEEHILTARES
AR R T RS e Ao R R B i -

BT F IS BRI TCP R @45 A B339 fo ST 345 5 0 @ 09 64F - 384k
6 U ERANBRESRNT BeR B Bk S 458 (MDR ) fo i 505 B 8 4 3
#iER (IVDR ) sy M ER - $MAI N MmE > BEARZUMTUEREEE

BRI T > A BRI A S BRBAR ) & o o T B IRE N BRI T35 6 gt o

TCPUI Y E AR BB BREHUEHTRT Z T @B A4,
RHTHE BBRD EROFLART > REHT UL RIT AR E S3EM e b
oo HR o BHEATRA  BET EZREBATRGEBINER - &b > CHET
ERERM S RET S RAZXHAERGE  RATERZM T IHOEAE

FofE 2R -

BRI TCP I KB EE A BREMEABRESFHERERS - TR
BAIRET T ARM AR LORA BARBHRET LREEE LN E
MBS - [EEM ARG RETERE > TCP Il A E—F T EFHRE - UEH
ARG PHBF TR -

Z 0 AR BREIMER ARG

T 23k B B #E #9840 € (Global Harmonization Working Party, GHWP)  »
B4 A T Bk B A kR A & ( Asian Harmonization Working Party - # #%
AHWP ) » & —EEiti B A REa® > R 199 F - 5 E#S)
EAEBRBEMETREOH AL~ RBE RS E - Md 2021 FRE
RIKBREHMERAR G ZABNEZBROERDHERE gt g
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SHHE B AR GG A RGRE B A BT A AR & B B AR AU RE 1 Ao R
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165

ERFALTREARE  BBRLRZARNEIRTLTE BLEEHE L LK
BT TAR 4~ WEABE TR BRI AR S E AAF o HF A
H—ROZ EBABREHRBIATFEMMEENH T PREET ER/ER
Py b M PR R T ER B -

HEBBREMMANAMT - 858 GHWP R THS4R - MAl~
5) AEF BB T AR 30 AR A B T A B I B AR B Ao Bk B R 0 M T A2 B Sh B AR A0 B L
FEFRE BB E RJEGOEAERF N SRR EEE SO B R EH
FRHENFEWRBBRA T RV TREETZEMmALWE HFEar; BBLH
GHWP a4ty TAE 48 F0 B ME ) - H A8 7T A T A2 HK Bk 54 76
MR AR o 3 35 4 ko e A A B & 4y & b B4 Ao £ 3T P s GHWP 48 8% 64 &
3L Fo B3t @ AR A S AL T B BUROM T A Ao AT AT Rk e A
AR NS T IHFRES ; GHWP T4 A3HA| NS 4t THER B K
SR G ARSI B BA NI R BALE R M T HRE -

= BRBREH EEHRINEE

B B4t X 4 4% B 338 ( International Medical Device Regulators Forum,
IMDRF ) | i 2011 4 » # — B 4 R BERSMHEEREA R R EaE

FEAERERRBEREHETHN ARG — L EXZBR O TERL—WE

xR OB R B M & R A A & ( GHWP ) . 4 X ¥
https://subsite.mofa.gov.tw/igo/News_Content.aspx?n=5956&s=109446 ( #1455 B : 2024 5 8 A
198 ) -
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o

4% ek Jf IMDRF ¢9E X B » 12 2023 FmALWE € B » EABRE#
WA MEES c SERALEWMEEETHIRE %/ IMDRF €3 > T ¥ RIHE
MREEEMBIINSHEERE L - £ %9 IMDRF &9 B 82 N 7% 6045 5 91 45 S0 i

Bl T EAERT » S TR AREBR RS AR S F g TAE €3

b

HEEBREMMA NS MT » 6859 IMDRF R T3 54k > A
SIREFREE T A RE G H A R AEBRE  AIFEENERANEY
A AL A SBRGT R R Y RATE R EER F I RIRAR BT &6
BREMEZHJEANRCR BB TS RO TRETZEMALNE HESE &
A BT 3 AR A @858 IMDRF &) Boilf X4 & fo TR 78S - 4]
SJRES) T AR R ER B BM BN S R 1B S E SAIH BEE AR
16 % : IMDRF t945 o fo iR £ B HA| NI R\ T AW EE SR T » ABIWNTE
RAFEFo kA 5 @i IMDRF P& > #A| 28] TTAe AT S A0 Bl E ¥ fo ik
A G o BRI R AT G R -

B mT 0 6858 IMDRF AMERFA T E N Bk SHET AP - ERHHMA

/

SR T AA BRI RBIR - E R B R EM T O RERER > 658

J‘.J

447818 IMDRF %) £ $ B SRR — » A2 B R EH T HOEE
BREARNE -

0B OB OB B M EE KM% E (IMDRF ) Sh X B S BB R E
https://subsite.mofa.gov.tw/igo/News_Content.aspx?n=5957&s=116742 ( &£ %5 B : 2024 5 8 A

198) -
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EMREB FDA £ BB EMEL T RO SERERIERAS - FiRET
HERReFRAAXEF ST @ -

FREEEHA 582 IMDRF £ B ask » F:i@5 e ih] 68 mEETRE
HHEMERBES R EENBNBREHMEZHHELATHNE R 4R
RERAFRD T ERO T F A ELBRE KT EALBR TS BRRE
HiE > WA NG A EAFET ik A £ B FDA 9B E42% - AN G A 0
8 B [R5 5 71 1 OB A SbAE B M A2 ¥ 8 SR IE AR -

fLABRLAR @ HARBAT 6 S EXBXM Y RERS @ B R B M LK
R ARG R RBAR B LA SAF o flke 0 68K B BHEERR
R BIET U A B FDA S5 AKR » BRIFEHEHEBAXBE T B E o
JEWs o stsh » £ B FDA &2 &% TFDA &1F » 4T T % R M7 B 4 #H L 4ty

AR 0 3591 81 3R

b

B eAE - 6 A FT A S TT AH AR B SR AT 5 B Bty Fe 5 H AL

e

‘s

B FRILBIMAEN 6 XX RORFRABM ST EEFEHENAERE

N

BERHHF 0 Xk EHRANBREMTHZ— BALBTHRK -

N E) AT R ZBIRRT o 4T 8 46 B BB IR 35 8 £ AORA] -

¥

E_\é‘EI"‘J}ﬁ

2013 FEEBAMAHTRBAGERAMBERE " 68 EMEREGFE

2 0 A fE b A TR B TFDA $18 A2 4 %84 ( MHLW ) $245 3147

167 Acceptance of Data from Clinical Investigations for Medical Devices, U.S. FOOD & DRUG
ADMINISTRATION, https://www.fda.gov/medical-devices/investigational-device-exemption-
ide/acceptance-data-clinical-investigations-medical-devices (last visited Aug. 19, 2024).
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oL B B 4Rk (PMDA ) R T4 e BT E B BEM

=N

~

35

GHo FRESGRIHMIA HARLEEZ T H— T —LHRERSHOZL

=

RIABRT CHEAEEEREMEEABRT RN RN EARRLER Y
W EEER KM4Em T L TeEFRI® 2018 £ 5 F" & A an H B A
KAEVEHSH  RBAEERE HEIAFA I CIRIERAAET > &) EA

B AL ERARIBHTORAERFAERE SRR FREEVERS
#4 TFDA 6958 & T8 7383% > B AT UHBEARIRELER A E A A
TR IR BT B A% - B — R FEFIAT ¥ RA L RBERA T E SR

AN B ARG E -

HRE WA BREH AN SRS BZHOTEWOERAT 554

cH R T EROERAS  BIRT A SRR T S B RN AR - ¥
BhH A1 3 Bk e B AT S ASMIE o BK - BB E AR o Lk
EHELHAMTIHT RARS N BABAT AR BEALE ST BRET
BAH NN E - Bl SO RIE T Hirfo AL 08 G it B R AL
55T SR B B B AR ok SRR Ao TR Bk e — SR B T8
LTI L L

N HHE A RBESEMBm B a1k

25 K 4% % A4k 48.8% ( Asia-Pacific Economic Cooperation, APEC ) & B Bl i &
APEC 4 4 #+% £ #7% 38 ( APEC Life Sciences Innovation Forum, APEC LSIF ) #%
NI AR B B BB SO WAL - Fb > £ 2009 5 6 A R LER WM AIEH L B

=3

@ ( The Regulatory Harmonization Steering Committee, RHSC ) » JtZ B @2 B R

B S ABREXRALIR WARBRANRDEMEFELE 202 £ 11 A 3 8 >
https://www.fda.gov.tw/TC/siteContent.aspx?sid=12201 ( &#%# % B8 : 2024 £8 A 18 8 ) o

O EZABRREMSETEEARSERSHK)(107F11 A3085KE ) 2488 R MGAHE
https://subsite.mofa.gov.tw/aear/cp.aspx?n=662FB927E64EO0F 1A( 74 %1% B :2024 -8 A 18 8 )e
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B APEC B e B &Mk TERPEMRANETRZAR 5 £ L BHEYH
EEMBRXEETERABENEHREET W AN RR T X BB SRR

%
o Be

REMBEETNWA 6HEHNE APEC R BREAFEEHNEL R ER

B A BRD THEARE R s E RSP H w0

¥

%1 APEC g B Bl X R 442 By Ao A B 3591 L& 47 &4F - #%5€ TFDA

mﬂ}

>l H 1 APEC s B Bl &Y B B AR BATAB R » 435S vd APEC 4 #ke) B
TR RROENARABGERSHEERS B E R E R ARMRE
g —k

LSHENAEHER BB A B AABEARRERRBBENEELEE 2
BeF T A BREM NG AEH RS HHiEAN APEC B3R T » B4k
Woig i@ H A APEC 5 B B 69 & Hb 0 ) 1 A3 2b 77 355 84 B3 Fa) o a4 o

APEC Rty Ak B R B e B REZMAE] S BEHRFT
MAE AR B B o) B BT AI Mg E K S AN SN A BRSM
B B AR T MBS T 8 AR - ) 48 JE BY T 3 R e

B 7 APEC W3R8 a4 & T AR B 1AL MA| B Sl £ AN H bR B
B e - mERG) B Rt K IBIEK - i@ 2 APEC R BB WA £ 53
EHENAEPEREHGFEEERBROET Z R FIRENRETIGOHE
HMAARBERRBAEELERGBUL LR EENANBREM T REES
MRB B ER R EAET Y - S H 40 APEC s B ey BT R A B33 - A

BRI 6 B KA IATRE S - AR E AR B B e o

170 Regulatory Harmonization Steering Committee, APEC, https://www.apec.org/rhsc/about-us (last
visited Aug. 19, 2024).

&3



(.\..
B
H
By
X

‘é
Z%
NN
(1%

gt

T Bk 24 B — 843t £ (Medical Device Single Audit Program, MDSAP ) |
A w R E R SMEEKEH % (IMDRF )4t ey — B &153HE] > 5@ -
BEBEMTRBESEREREN B REMHET R B a o5 LA A
—REBRBAREALEER ZRE L B EITH S REL MR ZHEE R
YERIA BHEREENERARA  BRFAETAHCERERITHAT AP -

MDSAP &9 % % % B B % £ B FDA « ju% K44 3 ( Health Canada ) ~ B &
PMDA » B EBE A &% B ( ANVISA ) ~BAA E4% A &% A5 ( TGA ) -
HBHGHE ISO 134852016 2 £ Z K » A4 AR F/ENHBRESEL Ak
EIBAE BT RE AL ERMAEEES  HESEE  RFAARF
P8 R IR o

B BETIFUAR B SR EHEMBIHT BRLS T B84

2 MDSAP » & 3 60 91 41 5/ B M2 31 T oA Fl —k B 1A 2 5 0B R 00 B 4

2R KMBELTEREBTROEEIEEREE RV EH S B EALN R
X o

@18 MDSAP 3338 @ 4% 6 4 69 M A] B e B4 3 58 B M3k A MDSAP 5,
BE T s g b LT 28 MDSAP #9i 2 F » ¥ F R Rt g &
HERBAFBMRE UHESBRRARNEFTER BRERS TOEE T
RE T o ARE T BT A Mo £ o B o

AR AR pER EEILN | By ZE(MDSAP)E &85 it E ik A BB T ¥ BB R
F.3 > https://www.pidc.org.tw/materials.php?id=833 ( &% #% 8 : 2024 £7 A 178 ) o
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N> RtHRERAE

%3t M4 % £ & ( Contract Development and Manufacturing Organization,
CDMO) ZA—#EFENFE =M EMABRSH P HETERME SHEH
it A5 - CDMO THEAZ ALK S (D) A RbA E2 (M) X - R4H®
P& maREt > A BRRBRHHEHREE R ETRAGE S IFHLEER
B ERE SR G R R E R F B R RN /RS I 3 | A
BA Ao B3 R R T2 o

CMO 2 Nalthht Rt E LA ZRMER R 2 By EE  BARR
B AL RAME RGO R ELAE - PRBELEUARLEERE -

LG R R B NE] B A B i 2022 75 % CDMO W35 - i BE
# B/ Second Source Medical » MediBalloon » Medeonbio 2 #+ /3] » i gk £ R4 8 -
FTHRE G ZAOERX - BB A BM E SRS - 4 CDMO LT

%/?‘}174 o

(—) BEi#=

L& SRt BB A ARG TR SR A AR - MR SR 3

SR AL 7 A A, -

2,88 FR AT Ao BS R GRBR X 35 ¢ BRARATHE A0 ikBe » BEARGRAR kT B 32 B R B
R i

MRY & 2% CDMO“H 4 » B AH - 106 87 (2023 ) ; ¥ & » 24 %4 CDMO
RAIE - AT - RIKAH - 106 #1 (2023 ) -

173 I'FTJJ'_%i °

1742022 = & /-~ 4 > MEDEON - https://www.medeonbiodesign.com/investors-news-and-
events/?annual=2022&lang=zh ( %% %58 12024 £ 7 A 178 ) -
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3AEgEARE I EREE  KRABEE - F

A RARIIE  ERAREBN - X EHRE

FDA %% ) -

& 21 R A& ERFs» #A

TR BARE R4 BT o

W L3 (4w CE 2%

i %a ek
BAEEBHEEY W OH AR AR e

(Original Equipment Manufacturer, OEM)

CRENE S

BAE & EEH

(Original Design Manufacturer, ODM)

TMEAE E S BRA

T RE o

# 3 5t i

(Original Brand Manufacturer, OBM)

LA B T
Suhf A EM NG 0 A E

BT RE e H b a] o

& SMFR T RS AR

(Contract Research Organizaiton, CRO)

BN a Rt W
FHM AT R 4R

PLER IRBT S ARFS ©

& 9h A& B RRFS AR

(Contract Manufacturing Organizaiton, CMO)

Hexon e iRt 71t
B A EWE RN

AR

Rt R A E AR

(Contract Development and Manufacturing Organization ,

CDMO)

R E bkt B A
BE AR 3K B 4R A B
AERETHGESD
X F ey — A FERFS ©
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(BH AR B2 H 1 4347 T A — OEM,ODM,OBM,IDM 242 » 45 A 4%
FI¥ 2022 F 8 A 25 B - https://ztind.com/industry-relation/what-are-oem-odm-

obm-idm/ )

(=) HEMEMA B EH D5 4R

LERA FEBM L3 - MA NS BEAT LB ERLBEAF R - BiBH
CDMO &4k » ¥4 8] 7T A3 sp e ey Busly L3 5o B ¥ 4ol > LT A 0
PlgtAn A & o TARTT A tt & oty L EGH] > EHERESH ERFGBRGRARE -

FEARA A Ao £ & A - 2 CDMO &-4F =T DARA 3% IR A 2 3] B9 B Ao A & AR
A o CDMO & % ¥ A BLAR 6935 Ao 3%k » AE S0 AT S ey £ B Ao BAE - 3845 - #7

BN BEAMBREDEOEERBGIRE KOG ERELT S -
3.0k 34 R : CDMO 84 23 Hshr o W & B T LA S B 3741 2 3 hokz & 5o B
FAo LR c SHNRFRANBEREMTHAAER - B BB EANTH

MR 8] 7T AR B F AR AT ok SRR AT TG ER

4ERAOM  BREMOHEMAEAZTZRBETRKEIEGERER
CDMO & % # TR RSB A BB e H BRI N ) FEAR R A S F A4
BUERER RV ERRAR - BEAEBES -

5.8 FMARBEHE  CDMO TUARBEHF A 2 ERREEZHRY £H L
I E B RRBA B BRARB G EILE E - SHEFEMNF BN FA
NEV AR R IE AT X R EXABREE TR RAMES -

6. F A% 0¥ H 1 BB B4 Fo £ & I .45 CDMO » 37 4] 8] 7T LU & % 4 71 Fo
RRGE T LKL R MFE > TR REE KR o R BRI A E
B S50 F 1 Ao T 5 ROE AR
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TSR BMERET TR 4% & TFDA f A L ¥ A 125

F BRI B AR e 2R AT

o

BRAAARTEREMBLERPREFTAEF T ARIELT F XN 045
EREM G REFFREMNE T AR ERHB O P EETUAB AR EH
BREERE R T AE SUHER 5 U EAE X IFE AR B4R e
B X BRRBRREE PHFETUTHELYFOREREEHRER 5 A&

KRAEFEHRERINIMH AT ZE RO B BERR MR GIFI -

HEBBERISMMA NI ME  EFILEHAATRTH LR - TR
BRAARGRT FHEM - B3I A S EH B HRIEANE BlEa T R T %
HX ey At 5 &R - B B AR T B SO 4835 8 0R M & A B3R5 AR S
40 B IR B AR BINIRD A AR 3 FH P 0 AR e R R S B A A
ST MR AR FHRE PRI GENHETY  EFLARBBRREE
B BB IAI NG R G IEITERFF

BREMT EFLEMH AR EEA G BR B AILAET B @A
MEBEETRE - CRERS T PR BRI T WA X3 0T A 164
PR S NERENEE SR MG - E— 2 RWNFREILIZE - H

he)

¥

B SE S BB E X R EA B IR

q.

PRREMBERECEFCEMARAAREFM  HERFFRBEYTELE 2022 £ 12 A
26 B - https://www.ieatpe.org.tw/upload/20221226-453-1.pdf -
176 rgj—‘t%;- °
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HEBBRESMMAI NG MET BRI TRTHSIR  BBF %N
Fr A2 8] T AR AT T A% 3t JE 47T At @ B 0 X PR BR B4R 1% BAA 4B B R 2 IE oY B
B3 AR HRAE ST SAH B # A1 8] ATk T ER R B Ae & S BT R R B A
RE LAY IR LS AR ST SUF B AT A 8] BRI T R E S R MR AR o v iR AR E
ey B B AEERBASNBE AL R R HEFR BT LN FTRIR ST RS
7 HBRIAI NN EE  TREENERTER  FILT AR HEHR R

P 47 4 B B PR e

PR AMBRBHEEZARINAGE BRI A X ARBTER
B XFF o EAREAR BINR S E SRR R BEEREE ERIMAE -
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A

JE Ao Bl R AL AR

7 BB EZHEEXNHETLE HAEARBAFRLENEHEE > 2019 &£ 1 4 8 -
https://www.fda.gov.tw/tc/includes/GetFile.ashx?id=f637556426903940868&type=4 ( %u BlER
2024 48 R 20H ) -
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BREHNEREMNEH AT EL AR RE REBTEBRME S
% 32 &) ( European Medicines Agency, EMA ) # ##& R & % Bk S 4450 B £ & -
EMA REXB G EFHAHNETERELOEMEZ — BT ARENETWHAE
BHOFEMRTHEE T/ #RBRSHACRANEIRER LAFLEE
BT REAR R o

Hb XeBERNEREH T HBHRE SR M TETER - &Y
HAEABBEOFREFFTER BB 2HNEE FELERSHIEA—
RESTHRRBEZMAT AW E R KPRV EENHREZA - EEFR
MESEREFNBR FEVBERBMARAT IS LB RALEHY I R
# MDR » HFEA BB EIME T@BHENRERT  WEFELGEORAN L
Fuf Koesbsh > Bt EERME S BEAM SHF ~ RRIFERE F X
HERBEEREEE -

[ % A A RETE R A B R BT e S R R BREMH KRBT H L
8 & F VT AiE & R BT IR K > Mo BR B 60 B B M B b & IR 2R BT SR A BB SRR AR IR
SR A B R B M e A R 2

—  RABEEHE LY

R

1985 4 > Bkl TE—NIETHAMBL - §AABRE KB B *
HER BASG—BMARE  FEON & L B RE ik B B 69 7 o At 29 42 BB 'O
Ao - BRI A BB ERBEMIERE T ER L -

BE-NATHaMa R EERETBREM AL BIRE T BERMNEEN
o e AN ERZ 6T HAo AR A1 T A AR - FlBrE A% 40 Bk S

179 BUROPEAN MEDICINES AGENCY, https://www.ema.europa.cu/en/homepage (last visited Aug. 20,
2024).
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1.1990 4 % 90/385/EEC %54

HHEGEABREH > GAEFETLEIMNEDM oA AN - ERAKEH
HEHERBREMERETHRIISLE L THEESHBITREEET L
Fhk o B SR EFEBRB AL NP X Bk S M T AT R e 45 2R R R -
EHEABREHN oS ARVEEFNEGRT S AT R RS
MEE BEELARRE2EANBREMZRETTAH  LRATRAHL
TR ERS

2.1993 # % 93/42/EEC 354

180 Spickhoff, Andreas, Medizinrecht, 1.Auflage 2011 Munchen: Verlag CH. Beck,
Medizinproduktgesetz, Rn.2.

181 Buropean Parliament and Council Directive 90/385/EEC of 20 June 1990, art. 1, 1990 O.J. (L 189)
17, 17-36.
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198 Directive 2007/47/EC of the European Parliament and of the Council of 5 September 2007 amending
Council Directive 93/42/EEC concerning medical devices, recital 1-2, 2007 O.J. (L 247) 21, 21-22.
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208 Proposal for a Regulation of the European Parliament and of the Council on in vitro diagnostic
medical devices, COM (2012) 541 final (Sept. 26, 2012).

209 European Parliament, Resolution on defective silicone gel breast implants made by the French
company PIP, 2012 O.J. (C 249) 21; Commission Staff Working Document on the Implementing
Measures under Article 15(4) of Directive 93/42/EEC on Medical Devices, Accompanying the Proposal
for a Regulation of the European Parliament and of the Council on medical devices, COM (2012) 542
final (Sept. 26, 2012).
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in the framework of Directive 93/42/EEC concerning medical devices, 2010 O.J. (L 102) 2.
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212 Regulation (EU) 2017/745 of the European Parliament and of the Council of 5 April 2017 on medical
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217 Regulation (EU) 2017/746 of the European Parliament and of the Council of 5 April 2017 on in vitro
diagnostic medical devices, and amending Directive 2001/83/EC, Regulation (EC) No 178/2002 and
Regulation (EC) No 1223/2009, and repealing Directive 98/79/EC, art. 1,2017 O.J. (L 117) 176, 177.
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ISO 13485:2016 & EN ISO 13485

PURIBLOOD MEDICAL CO., LTD.
2F.

No. 11, Gongye E. 9th Rd.
Baoshan Township

30075
Taiwan
Certificate number MD 690988
Scope The design, manufacture and sales of sterile leukocyte reduction filter set.
Original registration date Effective date Last revision date Expiry date
2018-11-08 2021-11-08 2021-11-03 2024-11-07
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certificates/client-directory-certificate/MD%20690988 (last visited Aug. 20, 2024).
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