iE A W%
A7 T
ML T EUREAER &

sk 2200647 361 R4S B 3 381922 19834
RIRA L F R

RN AR W35+ (02)22577155 42352
24158 3 (02)22536548
Mk = & & & MO 6465T84 T-F15 4 * AH4107@ntpc. gov. tw

Z X E L AL B ER N |

XA ¢ ERBI044A308
BEF I ¢ MR F $1100821521 5%
oyl 1 W

C BERBEHMSREMR

o B RNEMIEEG ALY

EEH WA THERBREM IR  RAETRCKEEIEEERE
BRHFE  BEEE > ¥8M4EBANI0454A 28 B a4
23 %11016036905% 5T % » HEHR -
SEA
— AR A ARFI R 110548 28 B4k 2 5110160369238 &
T PIE o

S L LI E s ZE

EAR D AMBEAMNET B AG ~ ML TRGAG - ML TEBAELNE - METHE
ﬂ$.§m¥@¥&@*ﬁtﬁﬁ¥?

enid i

ARERA R & AR ER B HRAT

BIA XIR



o O®:
A7 EMm
R E BRI &K
dak ¢ 11558 &IbT b E & & R385 4885
i E Y N -

BiasFeg ¢ 2787-7521
E-F1% 4 * hsuandyl19918fda. gov. tw

%X ML WERELER
#xBM: PERBI0F4A288
B XFR  AHE R F $11016036025
#3: B
FHRME A RREIR
B -
25 "HABASHZIES RATROEBHOELEREE
FHE BEER FEAENTERBELIIOE4A288 LAff
#EF 11016036905k A5 E > HER -
W - s
— s EBRXLEFEABEORETNE - RN@ TiHLRAE
RMEARG, T THAEE, BE  ANRSEYFEE
Wk TNEEWN, T TAENE MRERBRGBREESG T
~EHREABLATFE-FMWME, A (
https://join. gov. tw/policies/) B4 F i °
SOHAERELEMERE  SNAERF RN AL 2R
BARETHAREE RLRAWH
(=)AME4 : HEBASRLBEHELE -
(=)t @ ZbFThBHERLEA161-25%
(=)E%: (02) 27877521
(m)E R (02) 33229492 -
(R)EF%H# : hsuandyl991@fda. gov. tw °

CES

EXR:HAETERSHHXAXDE SHMBRBHNTERD T - 6BBREBLAR
BHLERELAS FERABARASHAEAELX4LARST - FLTEAR
BHBHERAXAT MATHERSHBAXRAXLXGT P THASHHEXAR
2% PERBASHAXRARLOT - EATHASHA ARG - 27T

SR 1111117



My e
& lnERE

A

AETEASHARAARXT L2HTRASIHHERKL2T SATEARS
HEXRXOE HEABASHAEREL2EHET - ARBERESHER
Fl2d HETASTRASHHRRAELXG PERBMAIHRALLE
2EBPSE  FLTAIHXRAXELT HKEATRITERAELXG - T TR
BRERELE -ShTREANERELS SHTREHEARELE - ¥4y
THRERERELXST SHUBERURTIERE AT - BERBUH £
FlEXaBeq  6LTRARIHBS - BLMAEARBERYBE - 6MBATE
AXBSQe MLTAHRARERAMNY - ML ABAHBFRBET - 3L
TARHERARLOATHE - RHEEHHUY G - GITERIH & - bk
PRIFBE—_METRLAT  ¢BASKEACI XA X & - 2MEAYT
25RRRBT SBYLHOREFAXITHEAT  MLTRBEOHERAR
A2 MEATHRBOHERELXT - SPTREOHERANXLIE - 6 PRl H
OHERRXDE - SHTHRHOHEREXLIET - Sl HoHERAEL & -
SEMEHOHERXELEG  SHETELNOHEAKLIT - SHBERBRBARE
e PEAHBEIRDER TEREAHELIRER - TERELA
EEAREARLFLAMNE T  LREZARIZZEATHMOE MEEZALAL
EMERRET S MEEAGRHRRABRE P - BEEATERERARR
ERZEBER P HEEALHBHHEF S SBETRTFEREL
TSR BYBEARRGT RATERGLES LELAREEATHLIE
LEEZAAERBGMAIE SMEBRIEAF YT  FPERELAHLERT
PHERESEIKQT - 6AARVABRNRERDE - BRUPLES - #H4L
HMAAZFRAEFES - AT GEHAZAECFRS - #RSTHHLEER
2E HEAEABBIERERRAT S MEZABRRLER P - HEZA
BRIERBBFRI S GATREOHRRALL>E - AMBSRHLES - M
PGB AR ER - S RBBAELR - BT TRAELAS  BMELE - &
PBBRELES  THRBRELS  EABMELS - ERMELE - BRI
WAER  BETHLR MATHLE - £PIRMTLAE - FRMSEAHLSE
MATEAEER B TEAMLE - SHRTARMGLE - EHPIRHLE
B~ ML R R RBERHG  EATERGLS - LEERSPRR
HEMOE LEEARTHEIOMALE LRLAKIRAITMOIE Xk
ZARFABEMAE LAZAERBATMOE LELZARIHSEAETH
AE-IHEBRAFBAIHDE - LEZABEBRIHNE L EEARY
ZRAGHAOE LEHEARFARENLOE LELERAALABEMAE - X
HREAKRFLEBTMOE

THEB R
110/04/28 15:38

$2A #2R



TBERAH E027H FOI6HT 20210428  RHESEHR

. P LLESVES:
WERIELE  gsass 1101603600 5

x  FREMBIE MERHRER M 2R - RSB ST EIR X
# TR EE-EE T RE RS e A RS A -

* (BIEHEER - WAETRFIES -
 EIEARES © RS EEAE = = RE—IEE N -
- {BIE T REERAREST 2 AR - SRTESEEIE SRR RCEEENH,  WHITER 13 &
14 Z SYE R ESObHF -
- ERBIATEEAHERE - K@ T HEEFLERRERK, T NEHEER,
HH - FHRSEVEETENL T AEFRL T TEREBLAE , FEREBRSEBEEE
CASBORYERE 250 5L — RBHsE , 495 (httpsi/fjoin.gov.twipolicies/) o
A - ATSY ISR Z A REFRETE - SRR 10949 B 16 B - 10 B 15 HU#HER
FSE 1091609087 HRNVEF 1091606277 S » H 1094E9 B 16 H~1104E 4 A 15
SRR SERTARZAE + EARTASBERYINEAARE - R REN
& 7 B - HRNAERETHEARERSBERRE » TRELAEHE HZREE 7 B
N BRI T EEFESRRERS ) X T ARBRER ST E — Rh Wbk
MR -
() RS - ERFISSSEYERS
(2) ik - BEILTRSAEEERBE 161-2 37
(=) 8L © (02)27877521
(79 L : (02)33229492
(1) BT ERY: : hsuandy1991@fda.gov.tw

® & B

D\
o
i (1l ﬁ B or

S



T H

H0274% 076418 20210428  HEBHE

FrER RV 2SR - SiHERE R SR EEREIEER

R
X

HERREH L
XA B

B Avtedd TR

Bt 2 FERESFIHRNS

1

A Mk

WAE

- ABRALEFTERAEBEH
(Toxic shock syndrome #3
#H:TSS)eh % » SN A 84
Fol » Fo] Wi R 447 AR AR » TiB4F
BRBERFE—BFRINE
I8

%8l TSS & A BAR
Wath# B BifwRA
BBk -

VR EX 0 S X J R X T
WA T EK: RELOHER
(38.9 C sx k) shoRoak ~ AL
B~ FERRYE SRR S
B2 B R Bk
HK o SEep R AR - AR RIS o

I

MARIEAE - 4
RABBIBYU AR
BzBASH

BRE - A
HAK

TRARSARABRBHAZIL
B THRIACBUEAB -

% XA

HAE

T Ee A RS A R AR 1 B B PP0R
(ko tl M4E) ©

4 Persulfate &%
ZBFFHRBCGH
Hee)

BRE A
KER

-+ XA &4 persulfate &4
16 P 1% 7T fE i AR 6h IR R
Qi ARG E A
FEBH - TREK - $R
FIAR ~ 18R | o ff A 4ETAT
MR BAFRT SR LB
b BEris -

“RASHNEETER MY
BAC PR s RORER E
WA EREAFRT AN
p

I




F027% Fo76 1

20210428

ARREBKE
(Hot/Cold Gel Pack)

RE - WAE
Rak

— WARARALTHRA » £ F
LERFAERTRA -
=R RELNZRE B
BPRLIEIE B 235 0 IR EE AL

H-FRIE -

THHAFH X
A8

RAE

BRRAARAEBTFH X AE
B X ARMFFZIRREHRE
RSN ERRE » 45 B
HRBATE  HAREE X AER
#ERE FEASHY X Réan
BHRELBITIRE R BARAR
Hi e AR - Bia 485
HEFARNFREREGBHE X
ARBUZTELARBKEZHMR
B UBFRRSRIALEARZ
e

% DEHP AR
Bz PVC #H1
T Al

RBXOR

B R &8 bR A A AN
FETHERMBZFL BT
A &H4#w4cR] DEHP, & "4am)
BAARY o FTAGRES

"')J:

DEHP

DEHP

WAE

AAESTHREEBUERMBE=F
= (2- zXkek) & (Di (2-
ethylhexyl ) phthalate :DEHP) -
BR - MPXLIGFL -~ FANMBHE
FHBEEARE S R
A B 4% DEHP =z {2 Br5EE AN

154 i




TFEERAE . F0275 FE0768 20210428 SR
BASRZAFEK -
8 | 9h AHRKE BE -RBAE | — REEAREL-
(Powered heating KK o~ HEERNREEFRBER
pad) BB shE (o B3k~ WSk
A¥F) -
EZFEERAAREFREERS
& o
W FNHHRRBILT - KBER
HERRRRMERG TR
m L]
E HHLIBRAERKEL -
N RBA R R B F XE
EELELE S &
o H R TRY XKL
ﬁﬁ o
AWttt lhaR
Bt RBEHT -
9 | RikEHBEH WERER AESRKYE  FEERAN THo
R R TEREEGGIHFRY
Ay
WAL AAEZKRKG AN THoR
. & "TRRELBHIHFHEGS
B 0 AR AR 0 BEARGE AN AR
FIEHZRE -
10 | 55718 il S Bt 15 38 WEE HABREFHEHE -~ TS
a0 R AR BB RS - RBLUCE® 5
i ALZ FRHHEAE ~ E A 0 AR
z
BmR T B(RisBt - Bt - £ ) FAEH
(Surgical Mesh for R -
Transvaginal
| Pelvic Organ
Prolapse Repair)
11| Atk 70-00%8 | 198K - WAF |~ RERFERSR -
HHEz TR 0% o RELBBEERN TBBEEH
& BWA N #F TRTBREEMEZIMEA ) A
8" e 5l BR8], 6890 Sk
HRE T ARl FRRE—
HARTRARHEZEREH




F0273% FO764HF 20210428 WEBBR

B ADeORER  TRAM
AR EARLEBASHZA
RBRESERBLERSERB R
SDEAFZNER - FRAR
MHZBHEESHRARATENE
B aiEm, - RESKM
BEANARRE - HHERFH
W

Z LMARZREFX  BA R
FRBRFZFRARANE" -

12

AR R THA
Bl

R

TRESTHRFLZERCEREZY
#RA - EANTHEMYIRAE -

WAE

—  BREBHAMOBREIANGETTH
e - w¥MmE - thh&in
SUR - R BRSNS 0 £
iR EM R DT E R
h e BABHAMYHFLMAR
HEANLTHAMZFEALERTY
Mo AR sk
XA B ~ kA - EIP b
Bt PR~ R EBARA
M AP o —BRIEA
aE  FABRFELBEY
BRI LTRITBLAAN
BEARIPRE - HABRHAY
RENSHBSTHRA -

= BEAREEE S ERR
WM & 28w
Dk - HERAHEA SRR
R FR oM BHER -

=~ I B AR E AT AL ARt
WA A ER AL
B EREFHA T ARESL 5
BFREABIREK «




|

»a

[i5{YN ] F027& FO0761H 20210428 ESHE

5

B EAFEXRAC] B8 (0F X S EEP R T T MD | ( Bp Medical
R (84— BA| 354k | Devicesi %) B Made In Taiwan , F
ofRS4HELO 1529N) % BFEHRGIN042 5 - :
£ R AR & T
B N9S ( % F] & &
) #RxBRAC
T oRBHHA
2 BHOE)

14 BASHIMSR A2 BEBHHFTEF
23F T0.3800 B4 HBE

i R 8
F0.3860 o/ & ¢4
i | SRR KR Z A
" RAY |ASGHERA ARG R E
EAR @@m@ﬁéﬁ&%’%@ﬁ_

B iz b SRR, -

: % DEHP R FZERez PVC HABHRSH  SERBX—_Fat= (2-
zkak) 8 (Di (2-ethylhexyl) phthalate * DEHP) & B LBz
f.24% (Polyvinylchloride 'PVC) MU BAEHM  HAELKY X

TRANWERBRRD - BRE S T AR KANEERE



AN F0274 HOT6HT 20210428 4B

WHBREYUAE  GloBRERERTE - BRET - 2 RRAHE
ik HESEMAER ARMAYT - BB RALAETR - ARHYL
ALGRBRRCHALHZ LRETE - CRENTBEESR -

3 2: PHT B R = Fagaifi(Phthalate) M % -

®3: "—HRBHBHAHER, AN f&}i}xﬁ&}ﬁﬁm&-’é‘zx%&zmh
¥l o #s s8R J. 6890 v+ 845 -

Bd BRFRARUGT » ARAEFZTARALE:

(=) "R2AES#RS FORARARBRERT » LFRANFREINTHE
FH# 16 ®F -

(=)J.6890 A MERKRBAHLBHBLOERMEAR TRAEBH SR
TREMEZNR ) AAFIRERT -

(E)RFEHEARTIER J.6890 BAUZ AR « frldo © R~ BRI~ IRH
&% -



FO027E FTOo76H 20210428 BN

ECERRR IR SR E T N R

(4]

BURAHARZEARARLLRLEH SR QBRARAFEXFATERALGLEEN - it
ARG - AMK(SRRMABE) ABLRN - ABAM - ABIKE - BB R(SEXRLRMMBHUE) -
B RIBE - BLBETY  LRFAEWEAMTLZRE  FTERERG AN « HTREXESREAH
AERIG - WU ENIRNBALRARAT  XFXNBEXEFAF RGOS » HLhRMEH
B $9& SR QRNARMBRIRANAE -

* - RABABRZHRLH K
- E P

I

LS

@ 00 =3 & N

A TRGRE 4 £6 Jo¥Min - FB8M 2 Joake

FANANFAINVAAFABRE  —EFHER - L WREY -

MR DA/ TR BB

LR HRR - ARRBAR - FER - HARIHTA A - MARRENRASEAZAR

Y
FRR-FARE  AERRK-RIE R R-BORF SRS R ER-+%E -

KR MK RIFMTFIRA - LB RITH -

DR RME 0 BT ~ R BRE)  RESEL ELMH -

LA R4 - BB TN 0 RN H R SR RS A RS -

. WAL R B AR 09 E (ol ) R (kothik ) &

L AA GRS WA REKRAKRYE  FRBRLNAR » 28T -

A RN

SN o GO DD =

PR RARS  HFERS .

CHERRR AR R ARN ERNL .

L REFPREMTRE - £F P M LR

CHRARAF » HAFRABENTRRE -

BRIGSL R AL IR - THRIR MR F -

SR RB G R D - ABER RN G R TR A o AT MRILIP - 528 - H ST TH

AXLE(BLERD) -

s SRR Rk

1 L G N

RS ERWF -

 REFPHRBMTRE  £F PlidaM Lk E -
AEFRBRARLBA R - QAR TR

LRSI KRRTRA -

L ERRREEEAXE MR RN TR

R FRRBREFR

LD PO e

CERABALEFT S RRIEE WKW AER L

A F RN AFLH EAARG MR 20 BEI BLEL -

LR R BARARIRA PRI -

L PAPOIE FHEAKREP(H T BHBARAR)  RBR 6 L, FTHRE -

CRERAEREFX

—

- D PO -

CEREAR  BLEHRERBHBRITERP RS ERHRLBHTRE -

EIRGZ @A RAARR

RN ORBFEL:

AREFIEALRGDK  AEFRA-HASLL  HRAELTM -

. P RRTREL  AALRATBKTS .

 RICASEERPH 30 948 (RTARH 2 18f)-

CERESZA  AERRSR  BAAERBAKNF -

5.

1 i&ﬁ.‘ll’(%ﬂ}ﬂaﬂﬁﬁnii
0

RIBLEMMORERY 6 J5bU L > FTIRE -

ARiE 2

L
2.
3.

4.
5.

WRRAB ALY -

RARARR - ARRBAK - RERASERGHIN - ERBOBAZF ERITHRRGF
MELN LML FEPTRAKMBMO > ARAHEL QB EGGF R o (RAMBHRM
wm—@A - BMRRG)

AAERBBRTOMGHD » wIEH » KEXRK » RHBRLEBAR » 0BT

Ao~ 84545 T AN - X RABILK sHH SRR KB B R AE -

=AM

1.

Byt f  BRIRF RS FIRE-



1TERE 0274 HOT6H) 20210428 AR

AR AL FRfa RN - EEOML -
LuEFTHLEMTRE &4 PHOMERE - ARABBRAB £ -
4 K h ekt > ARERMYEE .
EZRRPWRFE
<B£IHHED>
) oy AARARP o
zg;:ﬁ;&*Tma’mzan?uxnxmﬂ-uakm&»ﬂ»:&%*&*&%xm&'m
z .
3.k SRR EATEE - GEBF4R4E)
LARBERARDE P AR UXBMBA AD - BRUBAIARL T » Khokik
R4 igde » Hirhide
<R 58>
LFesismy mmmx maﬁ*-
zzgggkxm& —$PHAELTRE - (FRFELRA - TARHBAPHESIL - ?m&ﬁ
SAHQFNHENRAREAL(RA™ § HRE) bR BRARK - LR BOF L R4 ¢
BAHK RE BR - GEEUAH —FR1E)
<SRBI ED>
1. Ry ERHF o
LREFRIM LRGN S FPHMBTRALT -
LRBRAMAN HRBRA LA ARG  AEBR U A ARIGRA RE - MEBH K - SHRRN
Ak TihE AR RTIRA »
4 WBLRRLARE » A THARRARLEE  RI@RBSIRIK -
5 AMMRBAGFXRGE  MBMALBDAKRRE  REPTHRFH -
oA SRR
LERFH  REFSAHY -
CRFRRERGREEM  BEBRGRE-(HETH)
R RiLith RAAF AL - (] E£LA)
A E A MR(ETAN) REEDRABRAAFTQETH) -
ARA DB RO F R - F T TRA o
AR R LT AT Rk - R4 B THRISAR -
- BAmRkRAEFA
LGB mi  F5REUBARIER TS - BAHASMATRE -
2 RRRGZMARKAKE
¥ AHBHBHSRRARARGEE  ABUFRE2RATHE .
[#2a%e])
EEBARRY  SHBFTHRGXSBNOAS - LEEMKLSRRAMA HFTREHHGFLER
BARE « hHLRARABHHNE ABARNEAARERE  FEARVRE -
RLONROIHLSIHFRORIXNONEHXORBRRTOANU DR LATOAB L LABOL
ggﬁ%mmomuoﬁﬁmi%&%ﬂ&&.&%ﬁi%&%&~m&#m&o&m*m%m&&mm

(x%]

> B NMFGHRER  ETMRT .

REBRERAL MERARRKOGBA (LB THRY - 2HRR A& ERERK) -
UL AR SRRUSBRARP2EHNATRF AR - FHR - /KH5 -7
FERBPIMA AT B RIVRA Y8505 -

MR MARIMHER -

WHMER RiauE -

WAL N NN RRANER -
BRGMEKFINMBMAZRT ORI Mgt 4R 85457 -
WALy ix & -

Ty R IR RSB S -

1) B-Sa X By Ly

yvyeve

A\ B |

(BARRG L]

LAERRABBRIVZT » HRFTRIEAMAN KoY FLRRE » KAKRBABRITOMA - AR
B RASATRHE  SAARLALAXANKLLTIRABTOAR - HFREILRRFARHARS *
HEMRE  WRFFRBHABRSIE - LTKRE -



