140105~
[PM-14]

wk 2024 4R (F5/R)
* 2023 6A (B4R

*P M

ERMIRDEIES  230AABZX00112000

HHHRE 5 ERABEERVERZEE
EEERMER FI1—LBBRIAKEF 21— (NN 3—F : 14085032)
(BEFEASKENF1—TX2A4 Ly b JMDN 23— K : 37469000)

K—h—FEFa—7

(h7dY)
BERAZL
[z [ - BERUVRESE]

GERAXER (BF) >
1. BEERICEBEOSEIEROAAIZE R (BIEAGL. BEEMIZ) (<
EOoT. KREF1—TOEENFREINIBEICIEIRRZE
FREET. AL ILFr1—JZEDOPEICERNF1—T%
FRTS &, [Fa—JOREMICKY., SENEET D
BENLHD, ]
SERAE>
1. A7F. [REEHOEONEZEBZLRVNKESIZ, BUEE
(—fer i BREE E LT 27~34cmH,0, 20~ 25mmHg) 2%
BFBHIE, £z, BRORRIZEY., [REEZL—ILT
EHRMBOESIAEICKYEET D E, (HT7~AD
BEGZELGEAEH TRBORERS - BREORRICE S
=8, ]

232 2)

PFAEREZE FEEROESR) >

1. BETF 2—7 L0, MFRAEHTET, Wb L <X
SEEEETLIBETAND 5, ]

2. ART FICAR &2 T ERERR (U y 7 V) — AR
) & O, [MRSPEHETE P, b L TREZEE
ToHrRZENNHD, 1V

3. NWLTOMAERLD BEROKRE R = HIERSEOSE, [
ERPIET BTN H 5, ]

4. UV R A UEBEROER, [ 7 O (€ h—1L o
B)RTF a2 —T Ow—F U TRHRTIEBENRD D, ]

EFH 7>

1. FEE AL

2. FREELE

3. ZHIERRR V) U EDREE, Sfay MVL—T
FEALTEEEEA LW &, RIS 7 BIET D
BENWRH D, ]

4. L—P—RBRAAD A A EMAE ARl S 0
Tl Flo FFE L TO DI LT IS DERE
BEMALRN &, FRCERERESCHBILEZDOT
T, RMAIREEC X DM, HLAKFEH A L&
CLHETHEEMELLOFEEO D DBET ANFAET D
BENRH D, 17

1/3

* >
V/F_j*_ﬁ LN
Y Ho _
o, g J
FET—0 / y
e
fEF1—T P
G =P
s e
98 1) e
i
RAOgkriL—2 A —F AT Fa—T
KRR

AU E = VB (R . 7 X VY Q- F A~F L) &
ate)
<SEH) - BHERED

O TN RE N T 2 — 7 24N - HET 52 & T, I
RIEPZE, Bi#mE, SE, A TIEWRIRE RS ISR 2 50EO
T, WAFRRIRSE « IR A DL REEZ1T O,

[(EREMXITR]

<fEF B R

AEhiE, KB, WARREREE - EFEAT A0 L., 5%
72, AREITEENSRERNITTHAINSG T 2—T7 Th b,

(ERAZEE]
AERFHE

Lo AR5 & BEFEAICEY HT,

2. VUV UUEHBERAL T ZIZEREFEAL, A7, AT L—
TUTFa—T, RNy b= SV TITHEEN R
WI L EERT D, MEBE. MDD ERERE, BRI
i S5, 16mm 2R 7 ¥ OFLE, MBI 7 ) ids
Do

3. BE—AIZRD LN TV AR TREIHET 5,

4. Y22 MR IR W TR R R B SS D LA /R
DZERENTITHEA LTRSS, SAVTEALLZ9,
NA By M= S VY PR AT,

5. 15mm= R 7 & % FREFEE & 5 VO XN TREUR [R]85 (2 Bife 4
Do

6. NA Ty ML=V DILRESWEER L, B 70b0 Y —
TR L EHERT B,

7. MEIIE U, 16mm 2127 AL REXWBI AL T —T NV
F 2 — T AREICHR A L TRE NI OW 5 08 N B
2179,

8. HERNC, U UV ERWTH 705 5ERIT 28R & X L
D, HE S5,

9. WET LKL, BERTOERMLTCNDZ L2 MR L%,
BAEZIT ANOLNTWD FHIZE->TITO 2 &,



MERMTEFICHES DM LR

1.

10.

11.

12.

13.

14.

15.

16.

17.

TR 2T, Fa—7NENHEL RN L%
R T 2L, [EEHOSTTEICLY, HOH DV
SERICTF 2 — T NELZHAESERRZMET I BTN D
%, ]

BT B DRE~— T, BT T a—ThImNE
Wil L2 ONEHERO B L L2508, EBEOF = —7 Off
BIREIIRE O R SEOMHFHOMEICRS T Ak EES
BT HZ L, RE~—ZIKFEET, W2 555 G ERRE
WS Z L, [TFa—TOMANERTIE LT 2 -7
Vi SRR I SR ISR D BTN D D, TORE, Fa—
THOMMNREND &, EABR DL hdBENR’H D5, ]
F2—T DOESERET D00l 554, BE O
FHMEAREEEETD L, AT =T 4 T Fa—
T F a—TREOERH O TIFEUIB LewnwZ &, 4
VI V=T 4 T a—TPRHEEZIX) - TEEBEN
NH5, ]

15mm a7 B E2RETF 2 — T\ DE. B REET
1192 &, [BERESKGCHBAETHENL T A GA,
FAHFIZ 16mm 2 %7 X RSN BENRH D, ]

g%, REFa—PEERMBICHBETETVWAZ L%
MRT 52 &, [REFESCAREINFEICLY ., HERKE
BIMTRRVNBENARDH D, 17

BT EBYESEEEE, EA LIZEROELHEFL O ko 7
T, TOPREENWZHIM LN &, W TEHETITD
WEZHGE LR BN DMBEOEREEATIZ L, [H7 O
Rz X AREDHRE., £HITD 7ERRICER ) —7 04
BEOBZTNRH 5, ]

T 7 JEOBRPUTBN T, B 7R R/ AR EED LIX
N =7 EEHHT D AR A, IR LD 7 E)
AN E XX, EOIFRROPELEEEZITH 2 L,
TERETEN - KT DBIE, Ty v UEOEE L
SO LIATeZ &, [TV U PO BV A T,
TERETEN - PR TERNWZERnH D, ]

ST PE VY Y SRS AR A LRI, L
T O ICHHRSE NN D L 2R A L, [BRDE
A, MENRTERLI 2DBENND D, ]

F 2 —T OE - ERE, BLOF2—T7 OMBEEEZITH
LA, h 72T ST S 2k, [REBREBOBZN.,
BLXOD 7OBBIZLIBHENLBEICRDIBENLNH
%, ]

VIV K DI T ORER TERWGERIE, AT L—T
AT Fa—T YW L L CERICKE TS &, [HEH
WCHET D L, Kk, BXOEMEEET BTN D
%, ]

K AARE LTIRE T, BB DIRALRT = — 7 OE ERLE
AL LT BE, Fa— 7 PMIERMEICH D 2 & 20 THER
THZE, [Fa—TRRENOHRNKTIBZNLNH D, ]
AN A W B S D fth B 8 & B35 D BRI, AR ISR 7 )
Db LN E 2 ICEE L TERT D2 &, [BEisti, 1
BOME, BLOREF 2 —T70ORBOBENRSH S, ]
FEHRIEIANA T ey s & ETHEIIMICHATLZ &, [F
22— 7 DWW IFEDIZ LV #EIERBEANIT AR NBEARS
5, 1?

g e R (REESE, ~ ¥ T8I > TH 7, BIUA
TL—T 4 7 Fa—TREELRVWEICERTDHIZ L,
FERICERE RN ERY () ks Th T, 17
V=T 4T Fa—"T RNAay hb—2 SV TREE
LTCWRNWZ L Z2ERTDH &,

FEASA Ly N ERAT28561%, Fa— 70N 55
LAWK IcHEET A &, [EHLEAZA Ly hAVKE
FRETHERERS D, ]
AIIEMEEZBEX LR GTIERnWey, &ETH 30
HZBZIZHLWF 2 — T8t 5 2 L,

2/3

[FERLEDEFE]

L EAEE ROBEICITEEISEN TS Z L)
PLFOSERDEIEE S5 BE IOk L ST 284, HEME
WA D ECTEEIITY 2 &,

6]

(2

(3)

(4)

)

GHEBLE - B3r. b L<IZEDEN

[BHEH ORI L FREEEZSIE_RTBELLED
%, ]

Ly« M RIR

R ORIME, REIRIC LY DEERIE T2 L EE T
HNTHBENDR®H D, ]

SH N E LR R

(FREHISC X VEENENEIC LR T 28ZNARH D, ]
s &, + COPD

(&R & 0 s BRAIEA S - BlhoksZhrnb b, ]
TNVA R

(WG <0 NS & 0 RRMEPEI R & L = ke s
»5, ]

2. PR HRIER

Y]

(2)

&)

C)

Fa—T7 ZiEY R ST 2 2 L DSME. Rk
EiThenwZ b, [IEFICHEELRZVWBZARS D, ]
TR R EERE B LA 2 C L SR OMEEESE LIS 1R g B A
ZTELZ L,
RO, QUE SR & OffE R L O EICHES
HEFESL(IREA - HFEES I OEBR) ORENBEDO LN
L7, MEICHEAL, HERIIRICEEOREBICEE Y
oz,

PR 72 DOWITH T BNV E D ICEETDLZ L, BTH
BB LA, Frimicimd s &,

WK - ERERNEE, FRAVE/R FOBRETIE, BOWEDER
TNRH LD, THREZHDICEETH L,

Al A AIEE ) A B 21T 5 Z &, [REAE~D W
MO EAHCKEHEREZ I Z 572, ]
AT O T, BB K AMRZEAMEFE &2 9206 L T\ 7
U,

METIR U TF 2 — 7 NI IFE L= oW s 247
W, BEOREEMWRT D2 &, [(SDWWICk HREHE
X0, EURBEAPITARVEBENARH D, ]

AREIEAR Y e = VRO RBAITH 5 7 X ViRY (2-
IZFNAAF UV PEHTIBENRHLOTHERTHZ
L

3. FAAAEM (o EHdn - RS & OIS 2 2 &)

6))

PR PR LN &)

VR EEIED | ey mimans | BT - ST
S
PRI T & 5,
T o O I i L < Il &
BT 3 BETNBBD
a7 ZIZNEE %A MAHBAEDEIZE-T
RIERBE O | o A PTE L, IF
7wy — A - RAPEHTE 72< 72
) BEENBDD
PHIERATR L. 7
T ORBRED S | e 7 DL E - U
REVRO = HiEHeS ) NTERIRDBE
nas
A O WP X
0.7 OfHA (B
Y A A | R RO T
2—TDv—F 7
PET BB TR
b%




@) PRREE@HRICEETD 2 L) CH D

PR SR | e s | b - ST 5 4R LA CLBRE (A fE 7 — ) 12 & 5]
S IR 1A 00 5~ & B 5 = &
B IER I CE Zégtff{j;i {I Xﬁk& “Xﬁkéi;ka-:]
[ [eEes mnTEEE=y | BEXR R VO XHREE
REAA CEEIR>
KEDAA By fA K UP@AEﬁfﬁ%%NQ92%9$ZH
AT st Ty | VYT APATY S (Y%7 Yo ) —REEOEIRIZ ST
MD“ AT Y AN < 7 IR 2) PMDA [EJeZe 25 NO. 14 2010 4E 2 A
,&‘ ) 2D ENRBD MR A ZADEY PNFREDHEFEIZDWNT (1)
- 3) PMDA EJRZfE#  No.30 2012 4% 4 A

(K& T 22— T OEFNEDIEEIZDUVNT
wk CCHkEE R B>
T h-— AT g VRS
SR EORAE AT 1 SN —T
FEAhE S 06-6867-3011

4. FEE - AEFS
A ORI AE D R B
FLAIEARR T, 28
(1) ERApHEHRZ

& - fE
iR

FHELTFICRET 5, M.
BEZRTHLOTIERD,

L ECEZETHRRAE
2. &M
3. REail [RERFEFERVREEFEOREXITETHE]
4. KRB HTEIR 76 0
5. WAL wk TV — AT 4 AR S
6. RER a5 06-6222-6606
2) ZooREEe g T
. Fa—T7OM%E, 7, iR Tzl U — R AT ¢ vtk (hEEARILFIE)
2. X ZDOER., MR, K Well Lead Medical Co., Ltd.

3. WTDOEW., WE., V—7
4, AT —FT 4o T Fa—TBLOM 2y h3L—
VO, MR, V—7
(3) ZDfOFEES
FRERE - JE T - ERICB T 28 EFS AU TICRET
5o W, FEHIIIEARFIT, BRAESCEEE L RTHOT
ECAN AN

WHTH - MEEEF6 J OVRUE O SMEHERTZS | WHER TS J ONMEERTE S
WAEH - MEEHIS L USKERS T 280, WHEH S & OraERps, iREH
P L OMERIH R SALEE, MAGEFS L OB ARG, WHEEE &
OMEEARS IR (5, MHEH - MERARUE RS L OV = v 7 HE -
WESRMEAEAE . WHEHIS L OWREER, WHER - MREHPIEF AR L O
RY =7 WEEH L OMESHPAGE, SO, TR, M
KR KO FEPENNEE - WRoEsE . RUYIE (WSS K OMREA
K. RIS, IRTE. XOERGWE) . Shsmflpkse, IRERS
%, [REPAR, I, KE - REEEE, KK
RV XS], R R (IRIRSR MAE) . Bk Hifn.,
WEPEMASHR AT, SEAEEIT - B GFREREE) . FRRERRI
JE, HEMIE, ACHkE, WA, REffE Bk . WK,
J& + T - MHEHS K UWRSH - S - R - R - 13 - RbkR
EOSME, T - 1 - THEETS K OMEREETRBIE A - FEI0EE,
FMTY =y 7Tk, HM TR, 75 PR R
Mk, FMT, RRIRE%RTT) . FMERERIC kS
FEEITEVERHEE, O oML, FREREH. AR,
ORI K OVE R, AR, AR,
TR« EPRCR R, W, AL, 2 — T RARK
WO R, WO, R BHR, EtRiE OB RIS
K OD 7 EAL OB BRI, KRR T HAM, KRB, D5k
5, IS, R, s, SRIshBERREL, RERIZA. R
RIS & 2 RUEPBEIE R, SARCETER . SRE A SE
RS, BORECE N U A IE, R LA, 7
A7V A, R - KBS R D oM, #iE
W%, SR

(REFERUVEDHRMEF]

L R EOERE
ARFRUCER L. Ml 210, B AORO Y7 2 55 % 8
THIRCRET D2 L,

3/3



