‘ PuriBlood
‘ Advanced LIFE Protection






O

B SlEERRVIER L NESHEIA
=,  HEARERZTHEEZ 38
S—MEY D FHESEEEMUIEE -
=B REGENEHERBEMR ZS - 3

JEImBER

SinEERR 2016 FHREBTRELN - EmBAE® ' FAEESEMIRFHEE |
r 3] - ZORERERRE T hEERE IR
DFAEBIERIIET - S = A e

N2

HEI2 % m MFERAR D BESHEE 2

d

BB EREZ S ETT RESEEEE



EJ %}U *;E: ePuriBIood

SESERNAKIE MEI-3%

cp IR BE T AL - 2010 400 HAE o /0B 3% 2R M A 3 354 0
FARIRAEREEM R - RiiEEERREFAERRILHEAT
=i B ETREE 2~ 3@ #7400 ¥

X788 A -
«IE%/_\T'T—*—I'M _)_ = 288 HH /L WP Ak s

b MR T R ch B A ES | - BEERIBLEE SR ATIME
g oo \;5 = |

s Ezs N MEEE &R AIER TR O B4R T ES

ABETHE 37 A o EmARBPOER EEINE

43% i AR mER L ;
SBENBABERRRENLIS - QEGMP HEHL

- §(< D@nx
49% ,\ﬁﬁET T2 ISO134855a:8 BN FIEHE A ERESERINEEE - £ REE
EFEAR205F -




EU ¥}J$ A ePuriBIood

.

Ar

VAN

3

-

\“"‘./

o~

4

SRZE we/ie1s mmue A -

EEARE (LT A (L T+ PRAE LT+

ﬁi EQ % (| A

FEFERBAB RS SinBER ESRRAKE DRAB EEMEP LB LRIFRE
PIRAZE 6 L& KIEAX =im B ER KEBIHA =im B E HEBIHA

PIRARE BREDL £1E
PIRAEM R BRI LR
= im B E KEBIHA



AR 4

TIntBE AT FENELS

T

e PuriBlood

4
t

ITIC

Industrial Technology

Industrial Technology “" CIDCConsuItants
nnnnnnnnn poration

l
I
l
!
P
p o |
=3
‘m'l-l
_III
._m
llinl
1]

=S REFIZEA K

f

b DEBBREE
& A

/ \ BN oR3E
Lol [ cEmaas %Ea? [REX

13.09% NSIEEZE:
SIES¥N=]

fEiREHET : 83.51%

37.72%

NEIIENES
SHENG Z01

RUBBER & PULASTIC

BINEE  PESANERRAZBEEMBRED

SEEETITFRIRIMMBIRLS

FORMOSA PLASTICS CORPORATION

BT EREANEREIEE Z—

@§¢nx% 5 I8 S ER 1% - BEEM

32.70%
BB B 59

)]

16.49%
L

T REREAN/DED

wha 6
nnﬂ/% 5




&

(N PuriBlood

R&D Center fOr 2wy =) R Ziay

Membrane 1970~ 132+ 1,400+
Technology



&

(N PuriBlood

. CE lon FDA
T/j- ‘*luﬁﬁ (1ISO 13485/GMP(QMS)/FDA)
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ISO 7, Class 10,000 -RBC Filter 400K pcs/year

-IVD Filter 2,500K pcs/year
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Product Certifications

CE MDD

bsi.

By Royal Charter

EC Certificate - Full Quality Assurance System

Directive 93/42/EEC on Medical Devices, Annex II excluding Section 4

No, CE 690986
Issued To: PURIBLOOD MEDICAL CO., LTD.
2F.

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

30075

Taiwan

In respect of:
Design and manufacture of sterile leukocyte reduction filter set.

on the basis of our examination of the quality assurance system under the requirements of Council Directive
93/42/EEC, Annex 1T exduding section 4. The quality assurance system meets the requirements of the directive. For
the placing on the market of dass 11T products an Annex 11 section 4 certificate Is required.

For and on behalf of BSI, a Notifled Body for the above Directive (Notified Bady Number 2797):

Qenin CRnaelc

Gary E Slack, Senior Vice President Medical Devices

First Issued: 2020-05-13 Date: 2020-05-13 Expiry Date: 2024-05-26

..making excellence a habit”

U.S. FDA

ADMINISTRATION

x{ﬁ ¥Y u.S. FOOD & DRUG

November 23, 2018

PuriBlood Medical Co. Ltd.
Attention: Ms. Cindy Chiu

2F., No. 11, Gongye E. gth Road
Paoshan Hsiang

Hsinchu Hsien 30075

Taiwan (R.0.C.)

Re: BK180138

Trade/Device Name: Leukocyte reduction filter for red blood cells

Regulation Number: 21 CFR 864.9100

Regulation Name: Empty container for the collection and processing of blood and
blood components

Regulatory Class: Class I1

Product Code: KSR

Dated: November 14, 2018

Received: November 15, 2018

Dear Ms. Chiu:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (the Act) that do not require approval of a
premarket approval application (PMA). You may, therefore, market the device, subject to the
general controls provisions of the Act. Although this letter refers to vour product as a device,
please be aware that some cleared products may instead be combination products. The 510(k)
Premarket Notification Database located at
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfpmn/pmn.cfm identifies combination
product submissions. The general controls provisions of the Act include requirements for
annual registration, listing of devices, good manufacturing practice, labeling, and prohibitions
against misbranding and adulteration.
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PuriBlood Medical is dedicated to the safety of blood transfusion
PuriBloodleukocyte reduction filtration system is registered in the

U.S. FDA through 510K. (BK180188)

In the following content, we compare PuriBlood filter with other

known brands of the performance.
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Forced cellula Concentrated Cells adere to ECM
RN CR gradient of soluble via integrin-matrix
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High stiffness
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W"’ﬂfﬁ““‘f CELL THERAPY MARKET SIZE, 2021 T0 2030 (USD BILLION)

§ 60.67

BEiRIR:https://www.precedenceresearch.com/cell-therapy-market

BRI https://www.signalsblog.ca/having-the-right-country-alliances-is-key-for-internationalization-efforts-south-korea/
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America

651

-

+12 new
USA developers,
bringing US total
to 625

Country up 2%
since 2021;
region similar
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EIBEESRREMER(2022)

cell, gene, and tissue-engineering
therapeutic developers worldwide

Up 5% since 2021

China
accounts for
European 236 developers

52% of region
and fastest
growing country
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BT A 2,477 3,094 38,646 54,586 137,442
e A 3,059 3,451 14,269 48,988 78,777
e £ F (582) (357) 24,377 5,598 58,665
e 17,382 21,00 27,673 40,994 51,427
HEPYES FE 1,922 3,867 5,027 6,209 6,137
T 4,661 4,630 7,947 14,018 22,854
AR E=daf 10,759 12,543 14,699 20,767 22,436
BRI A K ST H (184) 844 517 (2,628) 9,701
b= (18,108) (20,553) (2,779) (38,024) 16,939
P M 7 0 0 0 0 (405)
AHA SIS (18,108) (20,553) (2,779) (38,024) 16,534
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