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Certificate of Registration

QUALTTY MANAGEMENT SYSTEM - IS0 13485:2016

By Royal Charte

This is to certify that: P J Med I( uzhou) Co., Ltd. EETHL (M) FRAT
hongtiar "
lnduslnal Park r’n ?iei
uuuuu CFER
S LS
215000 HiR: 215000
China

Holds Certificate No: ~ MD 718898
d operates o Quality Management System which complies with the requirements of 150 13485:2016 for the
Tolowing seope:

Design, Development, Production =nd Distribution of Transcatheter Aortic Valve Implantation

System.
SHTE DM RRN L. TR ETRIA

(o C et

Gary E Slack, Senior Vice President - Madical Davices

For and on behalf of BT

Original Registration Date: 2020-07-31 Effactive Date: 2020-07-31
Latest Revision Date! 2020-07-31 Expiry Date: 2023-07-30
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CNAS

China National Accreditation Service for Conformity Assessment

LABORATORY ACCREDITATION CERTIFICATE
(Registration No. CNAS L13482 )

W

o,

Peijia Medical (Suzhou) Co., Ltd. Testing Center
(Legal Entity: Peijia Medical (Suzhou) Co., Ltd.)

3/F., No.8, Zhongtianxiang, Suzhou Industrial Park, Suzhou. Jiangsu, China
is accredited in accordance with ISO/JEC 17025: 2017 General

q for the Ce of Testing and Calibration
L i NAS-CLO01 itation Criteria for the Gompetence of
Testing and Calil ion L for the to
— e N the service described in the schedule attached to this certificate.
/ﬁi } N | * AR E'J EF' I The scope of accreditation is detailed in the attached schedule

bearing the same registration number as above. The schedule forms an
integral part of this certificate.

Effective Date: 2020-08-26
Expiry Date: 2026-08-25
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R2020F5 A15A 2B ER - MECHTELERDZE 1MNEESHEETALTEBKR - ZFEELERD
AEBLAAENRFEIEBEENAESRANRBRMEE -
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(i) BE2021F12A3NBLEFE  BETRERENTERSEN2017FR2019FER FTHRBERE  » Rl EZET
4,616,904 0% B 15 ©

23 FANGEREERSD

EEROHE £

AR® T

M2021%E181H (1,077,469) (23,126)
1B 15 52 BB #I I& 19 28 o1 51 &) Uk B8 IR 19 (i) (3,881,000) (64,720)
RIE TR SR A% 1D 8 i) 317,923 3,297
M2021%12A831H (4,640,546) (84,549)

EERin A

R20205181H — —

R & = PR 1 IR 1 B8 oz 51 &) W B8 A% 19 () (1,140,000) (24,746)
RIE TR B SR % D 8 L) 62,531 1,620
7A2020%F12H31H (1,077,469) (23,126)

() M2019%12A31A - ARFHEBYEF=SFEBREFXR(EB)ERAA(ERERDEZLTREERT
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REBZE2021F12ANALEFE - KBARBARFERINTES LB E3,881,0008 k7 - EFHE
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(i) MEE2021F12A31BLLEE - ERTETEA L7930 XM HIRME -

LR AERN

3% B 1+ 45

ARET T
720201818 24,612 10,686 35,298
BARR A9 A2 25 78 A9 3R B 5 2 35,132 — 35,132
1T A (5,084) — (5,084)
HEREABANEENBERAAERZS — (10,937) (10,937)
7M2020%F12831H 54,660 (251) 54,409
MN2021FE1818 54,660 (251) 54,409
VA BS 17 5 ES 1 19 R BN B 30,934 — 30,934
1% BRI A% 17 28 (2,440) — (2,440)
171 B IR i (13,764) = (13,764)
720215128318 69,390 (251) 69,139

25 UROBBHERBO MK

(a) HBMfE
()  R2017% [ 8 8 X ] 9 8 iR 1
R20174F » ARBRAEREEREK B X 146250000 B AKE - 1575 515 RS & R E) A R B
EFNERRBEREXSEE -

ERHBRENTEEREREBMRS5.00ETH7.8084% T - BREBEE TEBGH - EX
BETHRBHANENRLBRESNBL -BRENGBHIFNEEEFR —FHEBEBREH
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(a) BREGE)

(i)
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R20194 7] € B 1% 1] 19 i R 12
R2019%F - ARAIAETES RAETEEXNERAKSERER L 24739M0DBEE - LAY
BERBHORBALBRBEENEZBRENEXT 6L -

ERHBRENNEFITEEREREBRETE0ET ERENEEHEETRANEGBE
AR RETANERGEEIHINF—FENFAF -MEBRESNZTERE BHE T F
‘2| -

N20194E3 A » BN 201943 829 F F26% 40 2 IR 15 2% » 11 25 B8 728 60 B8 AR 23.5682 ¢ 149 bt K 48
B I AR B

R2021 4 [7] 18 8 1% 1] 9 f8 iR #E
R2021F12A78  ARAARREEBEXBERAKEEBRL7,801,386M BAE  (FREESE
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HBZ12831B8LLEE
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BRI BEITRIITE S (532,715)
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B AR E 1T — 44,909,806
BEARBEITERD 7,801,386 —
BRI BEITRITE (4,616,904) =
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M2021F 123318 » AJ171£25,494,40717 (20204F : 20,017,6831% ) R 1T B AX 4% °
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MA2020F181H 24,346
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FFAGRAEHEEEER (159) (47) (11) (1,519) (1,736)
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FFAGRAEHEEEER (135) (47) (11) (2,137) (2,330)
MN2021FE12831H 1,357 615 446 38,182 40,600
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(b)) RAEEHDREBRFURBROMENAIFEE TREMEBNRAT - EFTARANE BHBRENH
FERE ASERESNH D BREARIEMKALl  MHBETHEKARIEETHEA -

29 ESREMENRE

M12HA31H

20215

ARET T
BESRNRE—F=H 54,168 8,125
EMmENRE —$=5H 31,116 11,465
EBNEBIH® NET 24,490 11,324
bR BT 15 75 9 B9 JE 5T L 1B 5,388 3,638
115,162 34,552

o FERNERED — —

Bl BA &6 5 115,162 34,552
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R12A31H
2021%

AR TR

—F R 54,003 8,120
—EWF 160 5
Il g 5 =

54,168 8,125
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20215 20204
AR® T AREEF I
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MATSEMELAE
—WE BEMSHBEEEDENE (HiE7) 14,711 11,777
—BEEERGERAEEESRN WEHZE7) 12,775 7,701
— LEME - BEREWEE(WWL10) 218 379
— AR D B ERE A RN X (A 225) 30,934 36,658
— MREERITHNESRIEARBEEE (H:726) — 1,675,526
—EREAREFABEENE@MEE RS (680) (3,698)
— B R (A, B (21,639) 14,921
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RekIREEEY 643,688 561,950
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R2020F 11BN & & 79,563 35,549 — (495,863) (380,751)
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FRERE o — — (1,773,586)  (1,773,586)
*HEBREE — — —  (1,773,586)  (1,773,586)
HEBAUNEEEAN
BRETHRS .
RERBEEREEIHAE
it 22 3,060,761 (10,937) — 10,937 3,060,761
GEdi 1Y 22 29,604 (5,084) — — 24,520
REXREERETRG 22 2,032,011 — — — 2,032,011
171 %8 28 B AR 22 310,913 — — — 310,913
RIS H I B Az &t 21U
=i 23 — — (24,746) — (24,746)
BEETRLXRH KM
B i 2325 (94) — 1,620 — 1,526
LARR 15 B B BB 4 5% 25 — 35,132 — — 35,132
#2020 12 8310 K &8 5,512,758 54,660 (23,126)  (2,258,512) 3,285,780
R2021FE1A1BNE 5,512,758 54,660 (23,126)  (2,258,512) 3,285,780
2HEEE
FRERE o — — (290,750) (290,750)
2HEEHASE — — — (290,750) (290,750)
BEBAUEERAN
BHETHRS :
BITLBR 22 810,559 — — — 810,559
1115 BB AR 22 17,137 (13,764) — — 3,373
BRI EAT BB TR
e B3 23 — — (64,720) — (64,720)
BT IR &I Bz 2325 (857) (2,440) 3,297 — ==
AR B BB R 3R 25 — 30,934 — — 30,934
R2021F12831B &8 6,339,597 69,390 (84,549)  (2,549,262) 3,775,176
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AR®BT ARBT T

E-4A) — 691

(i) 1EE B 5 B A 78

HZ12B31BLLEE
20215 20204
AR®Tx ARET T

B = 2,301

(i) 7.8 5

HZ12A318 L& E
20215 20204
ARE® T ARET T

BZ12A31B8LLEE

20214 20204

AR® TR ARET T

F& IEREA 12,583 10,026
FEES EBERBREHEMTZRE 714 310
VA R% 19 A ZE 78 A9 SR B B 2 9,138 25,484
22,435 35,820
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HK Limited

mEEnkE
(LB)BRRA

LENFENHE
GMERAA
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Holding Limited

Pejjia Medical US
Limited

BRTEAR
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BB 0TE 10,0005 7
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wE - 2013F AR#
3R4B 2,300,000,0007C
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2E28
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(AE®F )

136,534
95,654
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(574,216)
(574,216)

(574,216)

(0.86)

20204

(AR®ETT)

38,655
25,223
(403,717)
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% ot A RR

>t
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2,426,361
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25,776

118,707

144,483
3,019,185

M12H31A

20204

(AR®TT)

337,186
2,544,063
2,881,249
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44,390
67,994
2,813,255
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321,858
557,626
879,484
1,387,503
50,187
1,437,690
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140,996
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224,174
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268,701
(94,337)
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