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AR A+ BEIT A 5 AR S 4 (AR L A I R VA Bk e R
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PRIRIGHAE

2. REHE

TELARAL: Vil FDA Gi—EM 5% X R4 (FDA Unified
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Registration and Listing System, FURLS) 232 Hi# .

WIS F5 = R0 TRV EEF P . B, 2025 W4E
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5 PMA #tifl CGEH T IS s R 3000 o k5 7= i il Ak re 36
ESNERZECR =

4. REEAEKR

TENEE R

B AR AV A R AE (FREEE 10 A& 12 H) 37 FDA
HMHEE (21 CFR 1.230)

BT A A b A4 R AR S AT A 9

b ERE:

FDA St Tl diits, B R Al 8 37 - 4 RE i 2 H A4 R

(Quality System Regulation, 21 CFR 820)

AV T R A R FHE (Medical Device Reporting, MDR)
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CERTIFICATE OF FDA REGISTRATION

THIS CERTIF ICATE ONLY REPRESENTS THAT THE REGISTERED AGENT HAS REGISTERED THE
FDA FOR THE FOLLOWING COMPANY, AND DOES NOT REPRESENT THE FDA ENDORSEMENT.

This certifies that

was regisiered with the US. Food and Drug Adminiseraton pwrsuant fo section 305 of the United States Public Health
Security and Biloterrorism Preparedness and Response Act of 2002, PL 107-188, such registration having been verified
as currently effective on the date hereof by SHT Testing

Registration Number:

DUNS:

Expiration Date:

This certificate affirms Bt the above stated facility is registeredwith fre ULS. Food and Drug Administration pursuant to
section 303 af the US. Public Health Security and Bioterrorism Preparedness and Response Act of 2002, PL. 107- 188,
such registration having been verified as effecave by SHT as of he date hereof, and SHT will confirm thar such
registration remains effective upon reque st and presentanion of this certificate wanil the expiranon of ane year jrom the
date hereaf, unless terminated affer issuance of this certificate SHT makes no other preseniations or warranies, nor does
this certificate make ony representIions oF Warranties 1o any person or entity other than the named certificate halder, for
whase sole benefit it is issued SHT assume no liability to an person or entity in conne ction with the foregoing, The US.
Food and Drug Administration does not ssue a certificaie of registration, nor dbes the U.S. Food and Drug

Administration recognize a certificate of registrasion. SHT is not affiliated with the U.S Food and Drug Administrasion.

SHT Testing Technology Co., Ltd _
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¥,

% [H FDA V3 MHIEFE
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(=) BKERZy R EST ST ZHEA R B BER

Wk B 24 it 1 AR R IR 22 55 X (European Economic Area,

EEA) 31 MEZ CHHE 27 AR A E DL UKy 91 S8 A
MBS 2350 A E K2y EN A . B Z A% (European

Commission) FIRK 24 & # /5 (European Medicines Agency, EMA)
SFRHRI R E M . X—2 2% PR B 4 2 BR 25
WA R IR ERHE.

N BRI E R RSN G—, BREESLIRER AT R EAE
254k ETT AT (Marketing Authorisation) b 11 J& W& 5 TH B 5t
— HVERURIR A, 140 C N 25 48 2 ) (Directive 2001/83/EC)
N FHZ S I 4%451)  (Regulation (EC) No 726/2004) . &k
EiE B AE, BREE RS TIHEFEGEMREEES, Nk
THHE A Y B 0 24 o RO

WP 24 i 5 B R 5 e 0 [ 24 i MR L B DI A, KB 2%
ML R, SLEFAVPEH . L MEVEAN N2 E M LIk 50
o FEZ i I LR iR, BRI Z B LA S EMA 2 8]t
5 BILZE P, ORI ARI I b &5 2508 Er= ki GMP

(Good Manufacturing Practice, RIFAHE) fad, PLAZmIT
R UL IE NTVE A AT 1) & A PEAY , 41 GCP(Good Clinical Practice,
I ARG B B IE) . GDP (Good Distribution Practice, 2 f it il

=
=



Nan

) « GVP (Good Pharmacovigilance Practice, 245%)% m i iu)
. IbAh, B EF EMA B3t FIRIE 2 i A RS RS 2458
224 I R X B A A T

1. Zif LR RER

o H£HHILFEFF (Centralized Procedure, CP)

K 24 B R S ST R A TR, 8 — R BT VR T F IS

(MAA) RIATAEREANRRER 27 />l b 1 PAR RN 22 5 X AR oK B o 40
JRAIF S A5t 31 AN E R BT FHE A g 1
£ PERREEMEE (SmPC) | ARBAIBLT, HASFTARKEE
JiEEMA . EMA fi st B R WP H, BKH 2 A & (European
Commission) 37 IER# T EHvFn] . %27 F20E H T 4.
IR R

o EEFH LT (Decentralized Procedure, DCP)

3 T AR AE R AR AT [ SRt T2t . Al m] Rl 1) 22
AR EBRTE TR, B—ASERAE (RMS) g2k iPe, H
fARSCRAE (CMS) 25, RS 2 Rt .

e HiAFEF (Mutual Recognition Procedure, MRP)

& T2 5 AR E D — AR B 0 E St AT, Al e] R
it A AN BT VRAT o AR OGRS A S, 0 AR SR e
Y/ (CMDh) vk

13



o m—pk o [EHHLFEF (National Procedure)
EHFAFEAE A E AN BT, 57E EMA OLET E 3k HER

Aih
2. EFREEAS

IR R P 24 S A AR PR TR 3 R RN 4 e NS % R [
B N\ EMA iz 5 10

EEM

) AR A S VE R AR, P B ¥ TR AS

EudraGMDP %4k /7% .

3. Az et
Yy e ETE, 2 etht EMA 25908 X G PR (4 2=

WAL R R B A, R

B4 (PRAC) KRk G H
WET I, BRETA B A AR

A4 K B R B R — B0
N L3RR —E BFR S .
4. EM EHRH
2 i i S AR B IBUR H & 0 B AR A [ A R G E

ANJE TR G B
(=) BEZ N EESTSMTHHEAN R EEER

B R BT R i I A R S R H AN SR [ P 2 T 37
FEFER, VEE S ZEMENA M EREE B, A eHE iiEMi

AEIIE R .
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5 [H £ 5 BE 245 5 % 42 &b (MFDS, Ministry of Food and Drug
Safety, Jii KFDA) 2% 2585 7 28 bR (g 7= i 8 I i O
PR, ST iismuE N s i, VAR e . TR R A R

TEF= fiEAHRARE S, MFDS @ % ZERIE 2 /FA GCP At 11l
PREHE . X+ F CL3k15 FDA. EMA 5[5 B LAG St (1 25 i k2=
J7 AR, MFDS W 7E 8 2 i 2% H BRI R B, 6 T ReiE A n
PR, (R A S i E A Ml PRARI0 75 AR 4 7= W 200 . XU
SR SIEM I B MFDS BARVEE o« #4873 i KOS i BIGHT 70 1S4
25447 75 A5 e T A i PR R K 6 8

2 it 78 A B 5 AR A Y ISR A T el e [ fl R ORI B AT DT A B
(HIRA) FEFAZRORR RS R (NHIS) fist, #kH2j5 5 E™
A AR —BURE M SRS ECE . b [ 7= AR R 287 L
AR RS R RUE N, E SRR i 2% (8] 75 45 6 T A B AR AR 5
FHFRHELR G PPAG o

X T [ SRR S R T ARG R, MFDS ZER 18 € B
HEE RN R [V AT IE R # (Korea License Holder, KLH) , H3
FITP M. KGMP AIE. BT e (ke &ad #k R
), FEOMERTUE AR, MHRME R SAIAE MFDS HStbHE A
.

(09> HAZ R RETSBRHHEA K BEER
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HAMMATEEN “BEARETHMEENH”
(Pharmaceuticals and Medical Devices Agency, PMDA) T 2004 4 4
H 1 HEOL, #J8 T84 57504 (MHLW, Ministry of Health, Labour
and Welfare) . MHLW 11t 57 P27 BUR 515U E S 1L 58, PMDA
TR HE MHLW (BORVERL, 732 SRS T 28 e e v, b
T J 22 4 X 58 B A R4 35 Rpt S A% L R

25 AT BRI T AN IR, HE N CETYFRTRER A,
MAH) [ PMDA #2581 M H1i, PMDA i skl &, Bligis s
L. SERRLA A, PMDA ¥ o YR 5 K WR A SR AR 57 5
&, BEAT SRR B B &t tE . MHLW R BEZ4E R T
AR (PSEHB) 5t 2hih . HEZ i bt BJ7 2 55 R BUR i
B HHEE A K LR L. PMDA WIZEZG & G REE 7C . A
B b A W B AN R f 2 T 2 AR R e R A5 T 7R 4H
HAR S ER e

HAZ) 5 B 5 W8 B MHLW Al PMDA t[RI7Z&$H. Eivrn]
AN (MAHD FiRkHE (SR EEEMIE) (GVP) M (%
BT AR R FMTE)  (GPSP) JEAT i EmS L s A
EMEM LS. GVP T MAH e RPEEUER « PRAG IR &5 24 il 22 42
WS G R, R e AR EE TR . GPSP SR X _E i 5



AR RIS B TE . St HER IR S T e E B, AR
IF 7 B A F AN B0 L Pl 5

H S 1980 4 e 52 it 3 24 1 o 2o b BE o 38 25 o IR HE R A
St (BEEHEEHIR) , MAH /e b5 sl 2z 4k
AR K B . A EWEE 3 N H W, MAH 4R PMDA
R HHAEHE. HHEAAHEEWERYEN (EPPV) M2 5
MEEE. RIEHE AR, MHLW o] Yo s fedE . 2 Eat
#E CUME SOE ROE S ) Bes T oe et . 7 H A IR PR 24
m AT, JEH N 8 4, RELN 4, HKAE 10 4.

(F) WRPIEL & R EI7 2R BB B R

KA VAT F B )5 (Therapeutic Goods Administration,
TGA) M ITE LM BT 80 LW i A7 F b R I
ARG « TGA FOAZ% 0o HR 5t A2 B CRAEBCR T (L 7 1 BT 24 b 1 7
WP 22 At KT AR

HEAR N A EBR A A B 2 i, A2k TGA Wtk £
XPALTT %, TGA WA =Fh 1 2w PFigie: AdrdEs P (Standard
pathway ) . 4 %6 % ¥F ( Priority review pathway ) il il i $ik v
(Provisional approval pathway) o 56 B PFAT I I it 32 228 FH T
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https://www.finnegan.com/en/
https://www.finnegan.com/en/
https://www.finnegan.com/en/
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https://www.fr.com/why-fish/
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https://www.markkorea.com/
mailto:link@markkorea.com
mailto:link@markkorea.com
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https://www.dentons.com/
https://www.dentons.com/
https://www.dentons.com/
https://www.fenwick.com/china/firm-1/firm
https://www.fenwick.com/china/firm-1/firm
https://www.fenwick.com/china/firm-1/firm
https://www.fenwick.com/china/firm-1/firm
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https://foleyhoag.com/about/
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https://www.icemiller.com/
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https://www.icemiller.com/
https://www.jonesday.com/
https://www.jonesday.com/
https://www.jonesday.com/
https://www.kirkland.com/
https://www.kirkland.com/
https://www.kirkland.com/
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https://www.mills-reeve.com/
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