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2R H

[F%h1E]

TRBRIEAGST 5 3% (281 B Ik i DR O A
[Zz 4]
AEFEZORIANE, BB OB

BRI R

(&)

FEFME A OFZIE (R 5 2% ki & 26k U7 sERk
FEORE) MWL B 100% T, BHEOEL 0 THY ., KHlD
Koo 7R B ISR & T2, Wilscon score HEIZ LD
T IR TlE. ARIROED 95%(SH X M1%-6.64~6.64 Th -
7= (PPS*),

TRBREEALSE 5 431212361 5 AL 1 R O A 1

e % % % HRNEDFAED
| TR BB AT 5o b 2
AFURE (54) 54 0 100%
xHRRE (54) 54 0 100% [-6.64, 6.64]

1 A= (EWEL/H1E) X100

2 FHE SN2 HETIE 95%IEEX M [0, 0] &72o727-%, Wilson
score YEIZ X 0 fRAT M TN Tz,

* PPS (Per Protocol Set) : VABR S 52 & L 7= x5 LM
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B B [Z2 2]

(mo%) HERAEFEG L OEERBWEHRBERICHHER CHEAEITA D
7o (P=0.7980 L P=0.6182),

AFFEORIEHIL 10 1 (18.2%) IZFE® b, EZRRIEHITHEL
6 Bl (10.9%). %% 3 fil (5.5%). EZIEAIRL 2 F (3.6%)
Tholz, £, MBHOBEMILOEME 1 4 (1.8%) TH-o
72, (FAS*)

VII. 8. ®REIEMAMEE—EKE) OHESH

$e5.28 HIEE T AFFE (N=55) SHHERE (N=56)

DELR BiEk (%) | HE | BER (%) 5
HERER 55 (100%) | 329 | 56 (100%) 303
BIEH 10 (18.2%) 19 1 (1.8%) 1
HEEALEESRS | 7 (127%) 8 9 (16.1%) 10
EEZRIEH 2 (3.6%) 2 1 (1.8%) 1

* FAS (Full analysis set) : fix KO T %} G4

TR SEAMISL R B b

@44 55 IR AR
HEAMZ RN TLUT ORkER 2N i fE S 7z,

JT RS ) ik

JFEIBRG 2 x5 & L7 Ik B bl sk s 2 SR SehE < vz,

i) ARAEE (59 1) O IRIMFERIZ T VT B —~—% i L7k iaRE
(62 ) ([CHAFEIZHEN -7 (p=0.0007, Log-rank #/E) ¥,
ARIBEOEZ2BIEMIE, il 1 # (1.7%) Thotz,

i) AFIEE (60 1) O IEMEERIZT LT B —~—Z i L7z xt R
(59 ) (CHANBEEICHE -7 (p=0.0018, Log-rank #/E) ¥,
AAFED F72RIWERIZ, INEIERE R ORGSR 1 6] (1.7%) Thoiz,

ol & A BE A

O FTE 2 5 & LI EE MG I T 3 0% O Ik il & 2 AL
L 7o i OFIGIE, AAIRE 74.6% (44/59 Bil) | BEEIN T 23 F 72\ (ki
v— b L7k IRRE 33.3% (20/60 ) ThH V. HEAENPRD LT
(p<0.0001, Jig% C#§%& L 7= Cochran-Mantel-Haenszel #7&) ¥,
AFIBEORERIE, BB B 2%) ThHolz,

WA PR A I

FALNER IR BRG] & 5t 5 & L7 ERGEBRIZ IV T RAIRE (92
) O Ik MR R X AE A 23 L 7ok BREE (93 ) IZEE A EICE -
7= (p<0.0001, Log-rank #i7&) ¢,

AFIRED EZRBWERIE, FE9 B (9.8%) Th oz,
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XEFEDAE
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LAV REE RITT EEZ DN BERIZOW TR EZITo 125,
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Haary 7 ZEEH UIEFICBIT 27 LLX —ITENT 5 BIEF D3
BRI Z R T D 72 D IR & 2 S5 L7z, ZOR5R. 26 BlIE L 7=
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1 FH RS R A O B IR G SIERNIT 3,233 BITH D . AR 2,953 i
T, AEEIT91.34% Th o7, KENFE COFE TIL. HEMEEETEE
B 470 BITH Y . A2hHI 429 BT, ALFEITL1.28% TH -7,
i F ERAE A & AGREE E COE TITEMTIE, A9 E AL N R
B0, IR T D Z EIETERVLA, IRIERICARIERTH -7,
BNEICHBEEZ RIZTT EEZEXONDBRIZOWV TR EITo R,
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BRI 1T 2 BRI 2 e Lo, A —7 0 EIERb, skt
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PR FE B
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i B/ ATGIEH kS
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IR ]

AHIBE 2 3.6 43 (PRAE 3.0 4y, HibH
3~10 43). *HHEEE : 53 4 (FFaefi
4.0 45, i 3~104y)/ p=0.0007

[ | 119

AHIEE - 3.6 43 (FE 3.0 47, HiPH
3~84y) . XIPREE : 464 (FF9E 3.0
5y, WBH 3~10 %) /p=0.0018

I ETlIREZAN SR

FEYESREE (747 | 119
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BEEHR LY — b
KA A /3 43 0 1k
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ThHoT-,
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48 =6 KEfH O X
DIEBLHE

2) ENARAT : FBIRAVEE
M E DI

WARERAEL O | FEHEARIGE (BES) /| 185 | AKIEE 1 5.0 4 (FPUE 3.0 4%) . XRR
SEAA) 11 i RE 7.8 (4 8.0 43) / p<0.0001
fiishEl 7.8 TEARESNRIEE (&8 / 189 | 1) AFIBE : 34.4% ., FEUETRIRRE
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2) KiRZ L— R 1~2 Offig<iEo
BED AUC X, ARFIBEIIEAE
BIREEL D B FMICE R
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L— K 1~2 Otk &R O HIH
WX, ARHFIFEN 1.9 BT, HEUES
WEED 27 BX D b AEEICH
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A RHRR (A 301
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B 72 L/ 1% K0

AHIEE TIHIN R RIR O Rk eI XA
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THRAT L7z,
[Z24pE]
TRIRETRE A popictic
Bk (%) N=521 N=511

HEHEZ 247 5l (47.4%) 238 1l (46.6%)
RIEH 36 15 (6.9%) 37 B (7.2%)
HELHEEL 67 il (12.9%) 61 5 (11.9%)
HEZFIEA 9%l (1.7%) 461 (0.8%)

WA 6 FRBRICE W T, AAIRE & MRBECA LN A EFERFLRO Y — 3
LTEY, HEOEWDDOIXLEMEI L ORI TH T, BIWERORILEIC
ZIERO LT, 1% E B2 5 ERBERITHE RFIRE 13 61, XFHEE 10
B) . ZM CRFIRE3 B, xHRREE 9 f5]) Toh o7,
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2) MREICRT D kIR (7 ) 12
OB 71k
M8k EORBICAELS 3 WTORIEZER L, 77 A 7 —7 15k
EIRT- (-tPA) Z T 5 L= #aTeESE T ¢ i lo KiK:Eko 3
AT OANE % KK THE (0.25em¥ A 5 1.2mg/kg) L. BRI KK
YERD 3 HETOAME S T 7 uF = % 5T TachoCombH (AHH &
) THE (0.25em¥AME ; 1.2mgkeg) L. HIfERER A2 HIE L7,
QO BAAE R
MR O WP ol (REPE) 1%, ARAIBECA EERRMN : 33.0 B (29—47
). ZEHEERRM - 37.0 ) (24—132 7). TachoComb H ¥ TA HEk K
i - 43.5F> (22—78 ), FEHERRM - 31.0 7 (19—57F) ThbH, 7=
IR N o Tz, WEFIBREICE VT, 3 HE AW 7 HEAMS
B Z LT L DR O & e R eI B LITE R SN o T,
BRIRTTHEIREEICB W T h, 77 e F = AN kMg & BE S % I
IESRNZ LR SN,

3) M A AR T B ki gh R (1 X))
ORI 1L
PERREE RIS (BIBH) & 2Rl 2 EIC/ERLL . ARIXEXT 7 rF =
Z G te TachoComb H (ARIAAGR) TilihORIEAGHLE THET 5 X
INWREAF L=, F72. HFRICAIME (GIBR) Z/ER L. KA XX
TachoComb H CTAIE A~ 7=, ¥ JEHE L, FHmOSEEBIZE LT,
OFeRE S
AHIRAYPT FAZ W TR I oL 72 < . AHl L TachoComb H & D]
WZIRIMIZ B3 2 RERARITFRD b iedo T,
AFIX TachoComb H OFZE LIFIEFRIETH D Z ENRBEN, V¥
TR F = A K DA T DR EIT A LN Do T,

4) exvivo NIWET BT DEEEN (72 k) ¥

ORI 1L
Bl ORRE 245l L 72 N TRiE T V&2 W CEEE T2t LT, 74
WD AMES L A AHA], TachoComb H (AFAMEGR) XiIHa=ar 7w <
B JEB L, AN T X EENDRBET S E TIEERAICER S
B, FHEESA U TR OE ) 2 RJE LT,

OFE T RE S
FEENE U ES) CEMEH R 13, AHIT 65.8+£9.9hPa, & =
217 T 67.2%16.1hPa, TachoComb H T 64.919.1hPa T, T DA
WZBWCRIBE DS &R LT,

1) AR BR A
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() 1ERFERM -
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BEENL, #aar 7R 369g (n=6 DOV)) TholzDikf L, JE
a—F 4 U~vaT—rr— M 168z (n=7 D)) Tholo,
TR ERI e 285 a7 —7 v — b X0 in-7- (p<0.01),

2) ffifEAAEEICE T DHEE (X))

Ok 71k
Bl L. #WifEA XERT MG KICh T —T LA L, BSREA
PAERL U7, Z OMFFEIZ 0.5cm X 2.0cm X 0.1cm OEIRZ % . HIERE %
3 UATRES LHBREE A L2k, T —T NV E D EREEVIAALT,
REEER D 2ERNIRHE LIz E 1 2 JIE LT,
-&::/7ﬁ%ﬁ.1mmXMMn®ﬁ@ AR S00u L A R L

Toth, REGTBICHSAT L. S oA L,
IRT 4 T AR R %A4 600 L Z F L7t%. 5 53]
HE L.

@kt R
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(wwoﬁﬁ747)yﬁﬁﬁﬁ ﬁwfiﬁﬁ# TR LR ST,
WEALZ 60 43 FVEH S B2 BA 1B W T REEOBEm A BIZ ST,
%Hﬁ%&o6o W%H%@&::/7%ﬁﬁ®ﬁkfﬁ [ESRT 27N
74 7V CEBEAREOM L Y bFEIFRAREICE o2 (p<0.05),

3) SHEHNRH M6 2 b gh iR (7 9%) 10
Ok 7k
MR % By U 7= SHEDIRIC 2R FL A R L. S FRICCRLE L. 5 iRk
ZHEEL, 20% 10 oMo s1E L,
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4 a3 TR ALSEEIR) S ORI AT e E L, K CE¥)
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BELLER L CHE LS &L, H—BROERT 4 7V BRI O K&
CESE) 132, 17.5mL LV 32.3mL ThH o7z,
Zaa T IH—BRONRIRT 4 7V PBZEANZ A~ TR R A 7R L
FRIR T 4 7 AR & o U CABICHIED YD 72 o 72 (p<0.05),
B SEAMIHE AR
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HHii RLARNA

KETAT SrE 8.1 Pregnancy

(2023 %2 H) Risk Summary

A review of available data suggests that major birth defects occur in
2-4% of the U.S. general population and that miscarriage occurs in
15-20% of clinically recognized pregnancies, regardless of drug
exposure. Animal reproduction studies have not been conducted with
TachoSil. There are no adequate and well-controlled studies in
pregnant women. It is also not known whether TachoSil can cause
fetal harm when administered to a pregnant woman or can affect
reproduction capacity. TachoSil should be administered to pregnant
women only if clearly needed.

8.2 Lactation

It is not known whether this drug is excreted in human milk. Because
many drugs are excreted in human milk, caution should be exercised
when TachoSil is administered to nursing mothers.

HH s FLEINE
EU WA 30 4.6 Fertility, pregnancy and lactation

(2009 45 4 H) The safety of TachoSil for use in human pregnancy or breastfeeding
has not been established in controlled clinical studies. Experimental
animal studies are insufficient to assess the safety with respect to
reproduction, development of the embryo or foetus, the course of
gestation and peri- and postnatal development.

Therefore, TachoSil should be administered to pregnant and
breastfeeding women only if clearly needed.
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gt LN A
KESFT SCE 8.4 Pediatric Use
(2023 %2 H) The use of TachoSil has been studied in patients aged one month to
16 years; use in children under the age of one month may be unsafe
or ineffective due to small size and limited ability to apply the patch
as recommended. Use of TachoSil in the one month to 16 years age
group is supported by evidence from adequate and well-controlled
studies of TachoSil in adults with additional data from two clinical
trials, which included 36 pediatric patients at the age of 16 years or
younger. The data supports the use of TachoSil for hemostasis in
pediatric patients undergoing cardiovascular and hepatic surgery.
gt FLH N A
EU ¥Rf30E Paediatric population
(2009 4E 4 A) Limited data are available to support efficacy and safety of TachoSil

in the paediatric population. In clinical studies, a total of 36
paediatric patients aged 0-13 years were treated with TachoSil in
hepatic surgery. One study was prematurely stopped after enrolment
of 16 of 40 planned patients. In a further study, 8 paediatric subjects
were enrolled in a comparative design, additional 12 subjects were
enrolled open-label.

No valid data on immunogenicity is available.
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