FRFEPES

A&

-—\\

EES T T

jan]

F ;e %“)’Uja\”ﬁ AN

jan!

% %% : DB MLP PMMP
# 1T p # :2023/05/23

L VIO



AEFH
FVHEFE N a2 %] 3 % 007883%%
PR EEPRAS
¥ < & ¢ @ Meteora lifting premium
A 55 : MLS011704 ~ MLS011708 ~ MLS011720 ~ MLS014504 ~ MLS021704 ~ MLS021708 ~

MLS021720 ~ MLS024504
B ¥
%ﬂl‘é#‘i R R o

FE R A S EEE

PR 4R Fh g o P A und PR L Pl

SEAN

é%%-’» F&E)F;]],\“}s £

WRE Y R S TR R R A T sk o d X ek Bk (SMAS layer) ik
BERNLREIYRARE

ZX2ERVEFR
LRI S FF ALY TFRFENL 2T RA IS R 2 PRAL D
RFHEFRE LR EMNFIP L FAM I T R S FERE

% >

54
=

X 2ERPEP D
(-) &R 2 b ' 4 F
PAEPACZ EQ 0 FREI I LEX2ERT I L EHITE R CE Y kb S T
B??']t*_rﬂ TR T PR R e R ok SLk (SMAS layer) ek R 0 * NNk ELI P RERA
A RFE TR EFHI LD PRI T RE S FP T 2L

() BREFREH LEE
FRBFREHRLS L 2O Frh: 20 FREHEL 2F L BRFE FREHKZ
TR & A 7_5\;»}gt,<47,*_+z;

i L

FE
ii. 22 4 & o

il A A pPAR

iv. RS SR N EAT R

V. EAEIN N ET W SN

Vi, Bu v ERAAEGT 2 Hgg o

FAAFRLE AP LI HEE S AT AL E R L AKE R AEE .

(2) PR FREHT TS
AEPPRARIEL A H
BB N 215 ;’%‘p} ErREw E"f’ﬁil]i']ﬁ'){)‘ ‘_F'_"%‘v

1R 2 HECTECERT R EIGR-E 0 s R Uik
o 3 EE LS 1S B

T LA AR T o B A hg (s @ga@?—f%*ﬁ AN EFPLFERI SR ATI AR T

(1) AR R ~ 418 1§ v MEE
2 AREHELLE B MET
() MEF*FE ~ AMHHA K AT

5 #a (foreign body granuloma)

nFod \?ﬁgiﬁimfg)‘f&‘?{



ORGEE SRR Rk A
() B% >~ i i
(6) Fza~ A K WA
(7) E ok

(8) ?ﬁéﬁﬁz HsBPHR S RA

9) ”FL;’JT\% 3 ”Uf]lg 247

(10)7 ] * AL § £ L2 iok)
(11)%F &8s g 4

I

CARSFET H %
SRR ST T P
Y s L TP B ROG AL T %k oA ¥ ok sk (SMAS layer) B d
BoowSkELIY RARE -

P Fhipthz B3P O BEIL
Lo iRl BRiapisds Rds g3 AR 2 ARFRREASLIANR Y EHPPR
Mil4=F 2F P o FRAMELFPPRAG A2 B2 TARB LT TR AP LT
LFERIRLFANLER T 2REF L AR o (HEL FREMERL AFE
AR PR F3F L T FREHEET AR RUAEFL )

2. )’?_Lik pgé""-r]l -fg)\léﬁjlf? 1~F§EH:K:% |~$§Z}]’;‘j'§s)§fﬁi,K/‘Fg%ﬁxﬂzﬁrﬁ'iﬂ_,__?ﬁﬁ
MABES VF 2 AR PRGN PR e o M TR # R
B B AR A S R P RSUPH  SARL FUR RSP AR ALE e L
[ RUIEI

T FHER  EEZ A2 RARRR
DHPE FOL G UL P RE A B RS R 2L (BT AR F M 0 AR
FEFARTRA A XETHGEDEA LBRP LT VTR TR

N

- -~

o
R

=

=

=

b

5
)

D

=3

L 38
W
—_

FREM? LF BUFTHRETH G2, v 8 5FFFRFY F2H2RF
FEEARTE FRINEFPPRA LT LFT 2T
ﬁ&ir%%ttﬁﬁ%%ipﬁmﬁ?ajmﬁm;ﬁﬁﬁﬁmiﬁgguﬁ

IO

]
T o
o

PR Lt

o=y

P bR s BE SR 2L E R AR 2R o
BAFAYTe ph o BV S o PR X 2T

‘F_k

IN
el
dob
E
=
%TE

A FHREED 2B
BAEL PR AP MRS PRI TEBPPRAG LT SRR A (HEB) 0



MEBISRFAE AT RHRI AP LFE

C X RERPEREET

1 pg@#pAz ) FHEIPEZ2ERTFE I L ERGE2EEFHAETETH
*%ﬂéﬁﬂwi*ﬂﬁ’ 6¢'?%%%L7"ﬁ%’”? w2 EEFEL 0 EARY
BEBEA PP RHEAEE X 2T AFLL 2R 29 43 FHMip T2

Boi R FRRRESE

2. T EEPPER SAHERE D AASREY N SRR I VIEERIEEAL T
R fod g ool ik (SMAS layer) e =8 > * 25 RdEl ? R A BRE o

3 R FUGF NP ABKT R B G AL 3 FHMRT LR EH
LE AR o

4.%%@&@&%@%%%iﬁ%$$%%o

FUPRF IR LA EARDITPN - d B L3I dych i f}’m,p}%}}iaﬁmg o TS s

%z%ik’swaaiﬂégkwéfﬁﬁﬁiﬁLjfFmﬁv¢ﬂ§é°



g 1

F st (d AR SHB )

REWAFP B AR SHEBP) £ 0

2 4w 30

EEFFRE

4e 4t : http:/qms.fda.gov.tw

oiFd ¥ =

FREVEL? 23 il 2
T3 % 44 * mdsafety@fda.gov.tw
LAXFTR

FLAF LAY DAl DB BULAE 0 B Ko AR R
REL Y &2 5 p
BAFF R &2 5 p
*4 % xyl]j\,}};y ToRp & oR (79
BRI TR EN X% Pk
ci F3 LR (0F 7 OFIT oA f 0F2 AR ofie )
od #2 H =% (ot & (97) of » )
D}Aq\ﬁs
od A Ridsd o
o<
oH @
CEEFEREE CRAE(FAEHR B D)
D{’ﬂ?F\‘;J—}ijﬂ;E}ﬁp 3 n B D;E’}f{l‘fﬂ
¥iE o oF o % “

8/&%1;‘\%;]])\%*”'?354& 57}5 o& oO#FF
*0 i 3F ¥ T3

e T A

wEE oyl

PRI

B oFE LR OB OFF oFf o= [ oF2 4 f oft e

O
o e

*10.16 L3 A A BRP B AIRBBEN 2 A 457 2T E 1 D 07

R

11 3R H = 3R % i B o

IL 5% 4 T3

128,45 4 ] S L (LHFF A 7508

12b.4 24w :of ot

12c.414 p g : E: i po(&y &)
12d48 ¢ T
lze..li'/,—'g : A

UL FREHTR

*13a.3F 7 BT B/ EEF 5L

l3d?5ﬁl/~«¢;7 I

Be @l ¥4 4

139038 ¥ 4 %

13g. F tid -

*14a. 7] 5L -

*14b. 4 5L

14c. 5 55 :



mailto:mdsafety@fda.gov.tw

14d. 48805 & :

l4e. it p ¥ ¢

14f.5 »cp & :

15.UDI $a%8 -

16.GMDN %78 :

170 P& @ opser oERRY 0T

;R =
Nbié&é—iﬁ¥ﬁﬁiéﬁﬁ’iﬁﬁ*ﬂi oL A E R
17c. &kt >yl & RS H S F 4t > A ot

I FH KR EH/ISHT I Eh L)

9.5 i o S8 oF R AT 0P RY Y SA R AR o & 0 P BRRE (RA

0. 87 ¢ fpd A/l FHREE 0F oE o B2 EH B

IV. 7 & F ¢ F4

217 LE 25Ew (45 )

o0 2F B (P F3333 ) oA SR (BFRSETFERS #2225 7))
27 A gty (HiE)

oA = ’BEP = R F)

oB.gz 4 &

oC.X A MR A

oD.PSBR 57 L X Madag

oE.§ ifastaf & ifa

oF 2 xé?*béérii ARG T 2 m’ﬁ»;ﬁ;
0G.H i & Firpd itz 2 2% 2 Giskit)

23.2 & ﬁ REoup (HE)

OB M3 (T (BHBEEPEF RS 50 dodr il & 40 F 11 4D)
ORBEW (BHTE 5~ AP S @ » 2REN)

OA Fl (A& W2 B30 4ot 7 38 PH'*#& £ 23 )

OF LR (HPafs s ari Rk # o Ees)
o # (Gt )
*24.7 A PRl 2 P LA O 47K 4 o @

DS FRBHHECE 0F TR op AL RH o

20, * {572 AF 2 EFRE D 0o 0F  oRE A

7. R AP HRE R 0f 0F oR#EE

8.7 AF 2AAME (FFRRZFRIMERELRAE R 7 2F 23E#H R (IMDRF terminologies for
categorized Adverse Event Reportmg)) BT ETE e B L Hh )

G P B | AR
Health Effect -Clinical Code #1
Health Effect -Impact Code #1
Medical device problem codes #1
Component codes #1

97 A F E oyl GrRFEFAREEAER o B B(DF L UF 230 ik FRERR S QA KN A
HQ)TRERKEG T2 RFE f@ﬁ @ SRR %)

304 8 | BT % p A eI P e
Hem B | 4

| | PR RE PrEL FEEAG A AR | FHigs [RYpH/RE
;gﬁf ‘ Cad ) e
e #1




B
Ak
=
i
e
e
|k
el
T
g
&

3

A& AR R/ E R T
33
2%

Wi

WEREHFC AATERE  GFRALBF 34390 p 5 -

*

&

TE L FPEAACHED c 2 ELMIFIRTRAR  FATHET 7 o



VEERLTH FREHTER)

*34. F o BH IR %
FHEF T EAYRFEAKRR 0 0F 0 BT
%ﬁﬁr“%%i<mﬁﬂéﬂr%u%iﬁ%!pﬁ@éﬁﬁﬂﬁwﬂm~ﬁwﬁa%~ﬁmﬁﬂ~ﬁﬂv%~%ﬁﬂ
B RPIBEEMNEFEIPEFE L)

5. 2R 4 ‘Lg‘(mgp’?’ﬁﬁﬁépﬁ"“]‘ HRE o RBFFLFEFA2LPFRE > RRERATFZEF LR LS MEE o UL
FRIATHERZILAZTELEZVRARFSNT 0 A F)

AERE

b B B 0 P R

367 2% 28 (FARREF R BHE *;L? WhEFE A2 2 2B 2 (IMDRF terminologies for categorized
Adverse Event Report1ng>> BEE S FERBRE R K o AR )

5P bl = 8

Health Effect -Clinical Code #1

Health Effect -Impact Code #1

Medical device problem codes #1

Component codes #1

Cause investigation: 41

Type of investigation

Cause investigation:

S #1

Investigation findings

Cause investigation: 41

Investigation conclusion

378 E Eg 4 F (FHRRY IMDRF 3B FR T 2 T HPEIPFPN g T 28 4 R85 80)
¥ H G F IS (RATCAALF IAGNE AR5 264 AT L B2 8¢ » 50 LF 3 b He
&K,
o0& 0F

W

el

%30, 0k (AL E% GGG AT kA GBI
Mz &)

BREPR ALAEAC HFRENS 24

LA AREEETHEIE G TF AP EGAER c 2 EEBPFRILER  FAFTHETAYEY o



4 2

I

(PRI E 2PEEFL

FREHASTH

(<) #FF @I R F U 5 007883 5

()P &b FEREERSR

(2) ® = & % ! Meteora lifting premium

(=) Al%. : MLS011704 ~ MLS011708 ~ MLS011720 ~ MLS014504 ~ MLS021704 ~ MLS021708 -
MLS021720 ~ MLS024504

(T) Bl f4 e SAELFRPT 2P LR P PHRGF 10 P i

(=) @li%?—gi“ﬂ__@ﬁ r'f?

() #F7 o5 AR AR AL PR

U)i%ﬁ'i?*ﬂ%ﬁ#iw ﬁ%%ﬁ TG AT g R e &N Uk Bk (SMAS
layer) i g =% » # 3N akiET ¢ B AR Jﬁ

ZRERME (F- WERATID 2 FATF o FEA L] 0 FUEZE L)
AT E ¥ P~ & 1

- FAAE . E 0 g~ & 1P P
Fo@FAAz: & 7 o p~ & 7P =Y Y & v
Sz FRAz: E 3 p~ & 3P Ha e £ 1 p
FrgFoaldezz: & 2 p~ & 1P P PR
ST TRz £ P p~ E 1P Ha T £ 1
FAYFAAE: £ 2 g~ & 7P MAPrL: & 9 p

“E AL Y e

FTHER (R TR FTERN ERDFER F o BT HRD)
( ) B ~7hig? A

AR RS (A 9|
B p &) o

AR R

5 -8

E

% =

5w P

S

5~

4 d

*EH B P R



( )WP\#C #ﬁ—?ﬁli’* F‘A’ (vlirpﬁ_ﬁ_lg;%—;lp‘!)

FEBIA =

LR o

YT ERS TCES )

KR S

*EH LR PR R

(2) AR~ 3 ek

S (AFE D AE RS AT )

B

J S ANt

wﬁﬁlﬂiﬁ

B p

R #

F\ m 43

-

E o)

EE)

EL )

)

Il

Bk

E G YR PR

AR TR GResprr age

C)RAP FREHEL? 2T 2

(C) AP FREHARET 2T

T

C)RPFFEHKLS 2LF 2
(drp WHRI P FPM2 2 AT 2 GFup)
(z) W FREHAPLT 2T

(3)@@ ‘ﬂﬁﬁ@yn

LR YL

REMEFNNER)

%%\@m

10



a3
FEPPRAT LT EROIFL L

%5:}%:&5 [l

A RRTH

;;?3 A S kg Mul of o e o
(L3 H B 17508 ) hAp S o

__#E__'_ 0P
e Py IR AR AR A
(MM/DD/YYYY)
i AIEL RFE R FARE
e

LECEE S 2305 -0 Iy L At
*AF R i WP Z Rl
ARFEGFGT A= 0%/o%
LR OR ~ IS G v Rk of/oF

TEEEALE RSP RE TR | 0f/0F
(foreign body granuloma)

MG -RPEARS TP T 0L OF
NS FTRE T LA~ MR

HEXF A EXGRaoR g | od/oF
R R

P A R 3 n¥/o%
- S AR o&/o%
RN 1 oX/o%
Faap - BHRE - R4 o&/o%
g&ﬂﬁtiiﬁ . EF\\H,T\? AR o%/o%
BRI HF(ERE R E S of/o%
o)

7 ELE R A o&/0%
Hi 2 2ag @ o%/o0%

BBFE pap e




4 4

\

FREMZ2ERABHZ

—‘¥&$ﬁé%?ﬁ

(-)FTETE EF EUF F 007883 5L

(Z) ¢ 2 & FppPaa

(2) ® = & % ! Meteora lifting premium

(z) 4% : MLSO011704 ~ MLS011708 ~ MLS011720 ~ MLS014504 ~ MLS021704 ~ MLS021708 -
MLS021720 ~ MLS024504

(T) W EF o Rt FRoF U2 P L0 0F2 PR30 T P il

ﬁ)ﬂﬁ%ﬁ%&@ﬁ»rf

()T AR F kR R B R
(™) 3@ B - ﬁ?”ﬂ%ﬁ#iw TR R R A T sk o & ¥ ok Bk (SMAS
layer) e d =% > * N5 kiEl Y B A BB Jﬁ"

S NX2ERPT
DARE AR C ¥
DARTAP E ¥ 1 P~ ¥ 3 p

~EARIE P 2R FHAHER
(PR3 VT RDEFRP S LR AR BEEZ AR AT E YRR
B2 0T E > TR M R )

ln

BRI EFRAEHLE D RR
(FHREIDIFELIRNFEIFLHEELT KA EEZ 2 EED AT 2032 AR E)

ToRRp WL FRNEFREHE HOPRENS 202> 8
(¢ 2122 nfr%?g}%‘z?ﬁ-rﬁ B S FEVE ALY L FT ?5@331}2!27%7 'L~ Tk Rk AL

iﬁ*ia¢ﬁ~@%~;na~£@@£§%%am%g~?ii {5 P E EE A

ARFH 2R ~F 2P LT RALZFFE)

LS E R 2
(42 VNFHEML 2EPAAM RPN T FTARL (FFLARFAGFH ) FREHF2
FRAFE RN R T AT AP E AR EEFH AT P T

S TR R

(CHRFREFLDERZ2PPMLRAFLLEAITES 2 X 2BRAFTL L2 FL S drd
EAPM R R R BE R AR Y RTRAEZ B iER)

12



AN R ‘ﬁ’?ﬁ’.‘%“'ii‘f'l_;’é-h :ﬁ;}ﬁ-_g—_;.;,
(¢rHEFLARDANOET - REVELRGOET R 'GEATTTE %%%éﬁ,’%ﬁf?ﬁfiﬁ?& oA
1)

L TAGE -
(F)HE: (R FEAYPFRERANZRYTFFEFA R BT PEP o EE 2T 2

s AR 37 )

B
AR P € iz N N . e 4
gm& ﬁ{g & fﬁ; B2 AE P | EEE AE R 7 G #ic RS F S
’Tff 3
%5l
S BE,

& o
TAR | px 1 . . o
Eh Re | VT | mErame | Apeare | pakE o1 4 R
x;__r %
%5l
SBE

(=) Bp =g Aa# TR (doi el )
FEPHEA = P8 EEACR NS TEEE
R
¥ EFIR
AT

i




