BAREEMRDEES

876349

202554 R ERET (5R18hR)

EELSA A EA—T4+—LA

AABIREFIDSOIFFREEE2018 (2019FEFHAR) TR L TR

Mg EEA (EAREEEER)

A egesn we

BOLHEAL Tissue Sealant

#l

&

S+ HIF

FrE i kB gL A IR

1] VAN
BAORE RS e mEasonsE LY TS L

0.5mL Al : A7 47V /47 40mg LR 25 X MR- 30 [EBR BT
JASNR T 7 1 F = Lk 500KIE AASKE S o e 125 HAL
H AR AT v 20 LK Fnl) 2.95mg
ImL 8% : A7 47V ) % 80mg ML R R 45 X A - 60 [EIBS B
JASMEAT e F = 1,000KIE  AASKRS b o e 250 AL
AASRSF AL L2 7 KT 5.9mg
2mL #H) : N7 ¢ 7V /7 160mg N iR I 26 XK1 120 [EBE HAL
JASMET 7 r F = 2,000KIE AASKE S ko B 500 HAL
A AR AL LS 7 SOKF) 11.8mg
3mL A . N7 47V 47 240mg NI RS 25 X A - 180 [EIFEHAL
JASMAT e F = 3,000KIE  AASKFES b e 750 HAL
H AR AL v S w7 S KFIM 17.7mg
SmL A 2 N7 47V /57 400mg N I [ 26 XK1 300 [EIBE HAL
JEANRT e F = 5,000KIE HAERT F e B 1,250 BEAL
A AR AL A v S w7 S KFI) 29.5mg

mOg

o
]

M & AT7447V 7y NEEEHX TN, 77 e F =),

— A p Frrey JAN), Hifbhn vy bokiny (JAN)

# 4 : Human fibrinogen. Human antihemophilic factor XTI fraction,
Aprotinin Solution, Thrombin (JAN). Calcium Chloride Hydrate (JAN)

] ARRBERB | SERERIEAD 120094 6 H23 B (REALTHEICLD)
E i B O£ IR H - | EBEEENSEEAR 20094 9 H 25 H (WRALHEICLD)
Bk 5t B 8 &£ A B | BR5EBIBE AR B : 1991411 H 28 H

wems @y - | e KMINAAOQI DA%
®E = # % 5 x 5. Meiji Seika 7 IHkXE&H

ERFRIELFDOERL

Meiji Seika” 7 L~ St < TV HHK=E

TEL : (0120)093-396, (03)3273-3539  FAX : (03)3272-2438
SATHEM ORE~17HF (L - H - BLH R OYHARER 2R <)
PEIRBARE A1) R — L i—

https://www. meiji—seika—pharma. co. jp/medical/

M W& bt

oY
O

ATF 132025 4 4 HLET (B3 OB LS NIZEA CEOGEKICKESEWFT L,
BOTOBEHRIT, MSATBOEAN  [EIEMEREEIRR OB OEEMERRBS—V TR L T E XN,



IFFIADF5ZDHE
—B AR EHF AR = —
(2020 £ 4 Ae&ET)

1. EERA VA E 12—+ —LIERDORE

PRy R SRS D EARW 2 BT #R & L, IR EIRSIRAMSCGE (LU, IRA3CGE) e b, ERBIYCE
Bl - SEANENZE O BERAEFE DS AW EH 0B e EIK G O Ef AEREERT5BIE, ICEICREEsn
Tl A AT 5 BICEEMR RIS EN oV, RIEGEOEEERMYE (LLT, MR) E~OEHRO
BFERCERICE D EREMTL CETCND. ZOBICHEREREZMRENICATTL2O0EEY A M e
LTEHRELA V2 a—T4+—25 (LUF, I FEI&T) BFELE.

198841 H A PRI (LLF, BRI 7 2/ BB [ FOMEMS, [ Fitdik, 1 FiodkzH
ZREL, ZDHRI99BHEIT HIRFEFITE 3/NEA RN, 20084, 20134 IC HIRFKEIRERERA RN | F ioi#H
HDOWFT#IT>TET.

I F# 200800, I FIIPDFEOETHT —F & LTRMKT D2 ZENFEA L o7, 22Xy, I’
M XEOEERLFTN S > HEICEGT OMIT — X 28 M L7z [ FSESehcRftsnd 2 e otz. &
RO T Fik, ERLEREHRBEGHE (LT, PMDA) OERHAERSEHRRBEOA—V
(http://www. pmda. go. jp/PmdaSearch/iyakuSearch/) {2 CTABINTWA. BRI TIE, 20094 X 0 FFESEKL,
D1 FOERERFTHMME LT (A0 Fa—T+— 2R ZREL, Mx D1 F AR CELHS
T 2MIEM AER E L CHEHNEE - RETL TS,
2019ME DIRF SCEFERESEOL EIZA DY, 1 FRofi#iE2018) NAKRIN, S [EHRHEIEL ORIERHE #
RMTEENCE T 204 R T4 ) ICBEET 2 EREF O, TOFEHIRERE L.

2. IF&IE

I Fi T CEEOEREMT L, E - EHE O EFRIEHEEI L > THEEFICLNER, BRELHOME
RO D OEH, MR DT ODER, FHIOT-HOER, EIEL O EMT D DOIER, HFH2 BT
T OO DERENEN SR EGIRENOEELMHEL LT, BRENCREELRE L, KAME
DI W12 B4 FR 5 0 BUE IR 72 I RFENS e 40 D A ZEIT MR L QMR HE 24 L TV 2 ISRl S @A 5
no.
[ FICFEHT 2 BESNE BRI RE Lz | FRid I L, —Hopish % bk & AR ORI N O EH D
FEiaNnD. 720 L, REAEOMESICEDL S L OKOFIMHZE A S ASFEM - Il - SRt & FEHEEIIFO
FRFHEL TR DR, S0z s L, BERAEN SR SN T FiL, FIAE B D3R - JIWF - B 9
HELEHIL, BERMTEETILDOEWVIRBEFESOZ L ZRHRE LTS,
I FORMIBFBFT—F 2 HARL L, WM CTORAKITNAE T,

3. IFOFIAIZHT=-T
BEFEAAEO 1 FiX, PMDAOERAEKMMERREDOX—ICBfGINRE SN TN D.

TSRS TR A VX Ea— T 4 — AMEROFS X ) - T 1 F 2{Erk - 1263223, 1 FORAZEE
Z, EFRBGICARRE L TWARERC [ FAERRFIZGER LEWEREFICOWDTUIREREDOMRE~D A ¥
Ea—Il LW FIHAFEOANEEZFRESYE, I FOFAEE2RODILERS L. £, RNFEETESND6HEMH E
OEBZEICHETIZFEEICE L TL, 1 FRKEI SN ETOMIE, REEAENRUTIHGTAREZHL ML
ICEL HDHVIEHEOEERBEHRBMT— C RS L BARS A S0 BET S L L bic, 1 Fofflc
HT-oTlE, BHOWMNILEL PMD ADERMLERESERBRBOX—V CHERTILERD D.

2P, WIEM AT EEOMMBEO SNSRI WD [V, 5. BERERE < XL 2E5%Fk), XL #%)
BT 2HEASIIERBEZT TOARWERNEGENL 2 EB8HY, TORYV BT FOBETRETHS.



https://www.pmda.go.jp/PmdaSearch/iyakuSearch/

4. FAICELTOBER

IFEZHEEBIIBOWTANT ZENTERVEERLERRE LTEHA L TWZZE72wn. 1T FITHRED
WS & 20T C, YK EIR G ORLEIRTE UIIRGEICEE D D 3B - 24635, EIRSE I O 72 90 O
EETH D L OMESITIEN, Fl - RBUCITERS, ERERSEORE, AR OREEOMBRSIZET 5
BHEOIREHBCIRFEERIBUISEI T A N7 A v, ®EEpa— 8 -7 - 7577 4 2HOHIN% —ERES
T E B &G, RGEEHRIRMHEEIT A N T A > T, RAGBIRLKERI 0 HIES I B4 B IFsHiEitlic > T,
IR N EIFEFE LD ORDIIECTUTI ZEEFELI A RNE SINTEY, MRE~DA VX E2—X
HODOXMAEREICEY, FIHEELNR I FONEFEHRFESHLIRELDTHDHZ L4 L TN RiITH
RS, BN OB/ ONAEROR FEORILE R L, TORBMEEZ Rk, EREAGICBT 2#EE
HAZMRT D2 EIFEFRIOABZ THY, ITFEFALTCHFESZHTIMED 2 b DI L TN EE 0.




x

o ol s w N —

wWw N =

=

—_ —m —a ©
N — O

<

1.
2.

o oA w N =

0 N o Ok wWw N =

GA N

BECEHTRER - 1 VI. ZE¥ERecB8d2EH------ - 29
Bﬁ%@ﬁéﬁi ............................... 1 1 mq:;%go)#*g .......................... 22
BROEBRBREE 1 2. EYBRERESSA—R oo 22
BROBEIREE - 1 3. B&ME REaL—Iay) @ 22
BEFERICEALTRAMTNEEHE - 1 B DRUR - 23
RAZHERUVRE - FRLOSIREIE ------- 2 TS ¥ - R 23
RMP@*EE% ................................ 2 6. 1{5@1 .................................... 24
7 *;F;ﬂ- .................................... 24
BWICREd HEE - 3 8. +rIURKR—G—ICBATRIER - 24
BRESAG - - ovvr e 3 0. BECEBREDTE - oo 24
R 3 10. 4%%0)%%;&%@-6%% ................. 24
*ﬁﬂ:—tx‘;—]_—ri—t ......................... 3 11. %0)11{_1‘ ................................. 24
/\%—t&u \¥E ......................... 3
5% (BBE) RUAKE oo 3 VI kel (EALOTES) u;aa“érﬁ
ER4. A&, BRE, HERKE - 3 E .............................
OSTEEDEELEIT - 25
EDSICEET SR 4 1. BERAREZOEE 25
%}E{t$ﬂ{]1¢g ........................... 4 2. —sz.\lﬂ’é-):%OﬁEEE ...................... 25
BRSO BRBESHTICE T HRESE - 4 3. MMEERIIHMRICEET HFRETOEH - 25
AWM OMRAIE, EBEK - 4 4. REBERUVAECEEY 2EIELEOER - 25
5. BELERMIBELEZOEM - 26
BHIEHTHHEB- - 5 6. BEOEREETIEECHTEER - 26
BIRG - - 5 T. FEEHRH - 27
BUIRIDEARL - - - o 6 8. EIMER - 28
AMtBERBROMRRVEE 7 9. HRRBREBRICREFIHE - 29
j]{ﬁ ..................................... 7 10. i@%?ﬁ‘—]‘_‘ ............................... 29
BATHAEEHOH DI 7 1. ERALOEE - 29
HWADEEEHTICETIREN. - 7 12 ZOMOEE - 30
REARVBEREOREE - 8
foFl & DRATIE MBIEPHEL) - 8 KX. FEREKRERICETSEHE- - 31
I‘g H:II 'fi ................................... 8 1. %IEEKE% ................................ 31
?éﬂ_%g . @% .............................. 8 2. fﬁit.%ﬁ ................................ 31
BBt ShEEME - 9
B 9 X. %}EH{JEE':ET%EE ......... 33
1. FREIRS - oo 33
%ﬁ':ﬁ?é;ﬁg .............. 10 2 HMMHEAR 33
PEERIEFHER - 10 3. BERETOEE - 33
PREX (EMRICBIET BER - 10 4 BERVEDEE - 33
}Eﬁ;‘f&uﬁﬁ% ............................ 10 5. %%—rﬁj[-}-ﬁ*ﬁ- ............................ 33
RERUVAZCEETSEE - 10 6. R—MA-RHHE - 33
Eﬁ,‘imgfﬁ ................................ 10 7. ERREREFEBRB - 33
8. % EﬁJLﬁ(u Eﬁ E&U‘ﬁ(; BS. 11@%-’%1&%&
%;ﬁ%ﬁ':E-TéIEE .......... 17 FEHR. REERERE - 33
REPHCEHESHHEEMUTLEmE - 17 9. MMEEXIIHMREM. MERVAELEEEMENE
%}Eﬂ;ﬁﬁ ................................ 17 ﬁ E&U%@W?é‘i ........................ 33



B X

10. BEERR. BIHEHRELRFABRVUZOAR

........................................ 34
1. BEEH 34
12. BEMPAHIRICEAS BME8H 34
13, BREEO— K o 34
14, RRIAHEDEE 34

X1I. Im ....................... 35
1. BIESTHE - - v 35
2. %@1&@%}%XW ........................ 35

XII. %%ﬁ*ﬂ_ .................... 35
1. EHSNETOHRSEKRRE - 35
2. WIMCHITBERARIBIER 35

X1I. ﬁﬁ% ....................... 36
1. 5% - IREIBICHR L TRRIRHIBTZ1T S 12H =2 T

DBEWEER oo 36

2. TOHLDBEEER 36



I

. BIZICB89 51HHE

1.

R DER

e — VR, MEE MU R MG FEIEZERT (B KMAA A1 U7 ARSIV TR Sz
AERHERREEE R TH D, AANT, MIREEE ORISR END 7 4 7 U COER 2RI L Tl o B
AT OLOTHY, 747U 2y MEEEFE XK, har ey, by LKy
LT 7aF= 8D 5 DOORD LRI TS, RKEOHERK D THD 7 07V 77 MikEEE
XA O s e B rid, HBs i, HLHCV FiiR, Bt HIV-1 HUii, Ht HIV-2 Hrik & Ot HTLV-1 Huik
Patk T, MO ALTIECAZ V—=2 7 %3 L, & 52 HBV, HCV KON HIV (22 TR 75 4
T. HAV E Ut F 2L R 7 A LA BI9 IZDOWTIE 7 — L U7 B CRBIEIEMRE (NAT) 23 L.
WA L= EN OB OIMEN SR S Cnd, &5, E OEGEIMBLEIZ X D IRAD
AR O H D HIV, A M AT o A NV AETIRITALEIN D2 ERHERINTWDS, LirL, VA LVRED
RGO A EEME B SERITITE ETE 720,

FIARFNE, BARBRIC K VS H 2 WIEHES ORERG AR, MR AN T A DR E 723
BICHEHTH D Z EDRMER I, 1991 4F 3 HITARBZ S TIRIBICE -7, 7d, AFNIME HGER L % 5=
i L, 1996 4= 3 A AR Ema I dv, [REESUTRE) & HICBITERB Y ONE TR S Iz,
D%, R 1249 A 19 AfFEIRFE 935 5 RS AP 17 5 72O O EIK G O RRFEH L ORGE4
DEHUMZHNT ) 1IZHS < ARFE4 DOZEF KRG Z 2009 4F 6 HICHUG L, FREL % [3RL b — Lok
HHI & L7,

A0 aRPRIEE

(1) E R RO M 2 FAEE 9% & b O AR MR BT 2 05 LI2RAITH 5, (V2. TGO

. VI2. THEYWER ] Z2&M)

(2)HBs HUE. HL HCV Hifi. HT HIV-1 HUiK, i HIV-2 HUE K OB HTLV-1 Hiik@rE <, 7»> ALTfE TR 7

V== 7 %FE L T\, 52 HBV, HCV KT HIV IZoW AR oRBR I T, HAV LUt K
VR T A VA BI9 IZDOWTE 7 —/L L7 iR BRI CRLREEIE A (NAT) Z=3FEh L, #4 LcENOR
FEZe ki = o A 2 JFA R L CTHEE L TV A2, Hi% NAT ORRHIRALLT O 7 A )V ZANEAT 5 A 6E
PERNEIIFET D, (LS. [THEERLEKRWER EZTOHB | 22H)

(3) Bk Iz o\ C, HBV, HCV., HIV, HAVE Ot R LR 7 A L ZABINZR T ANATIEM:CTH A Z & %

w

4.

R L TWD, (VLS. [HEZEALREAWEE L COHE] 22H)

(4) VA NV ABREFRIEEIC LD 7 A NV ABREISIN A A ORI K D RBMBSLBLZ i L, ¥ A LV ZADAE

EZE1T-> T %, (VL5 TEBEREARNEER L ZOME] 22M)

G)ERZRENWEH L LT, va v 2 (0.1%K) BdHLOND ZENDH D,

FREWEMAE LT, lEt GHEERER) ., 5AfW EEARR). W\EUE GEEREH) . 3B EERH) RS
nNTWa, (V.8 TEWER) Z&m)

B O RFIPRIFE

(D) ARG DU SN T D T2 ORBBENEECH 5, (IV.10.2) TaEE] 25H)

N

BEMFEAICE L TRAMT RN EHEE

WIEMEHICEI T 2 &M, R HHEEN A R 74 % i
RMP b
BIOY 27 F/MEEB & L TERS QW 286 I
W ER AT A R T A~ i
BRI - o> B8 S IE @ A 4

(202544 A 1 AW H)



1. B3 %HEE

5. RBFHUHRUME - HRALOHBEIER
(1) HBEH
BRE I TV

(2) & - R LOHIREE
A% L7

6. RMP Ot E
AR



I. £¥ICET SIEE

1. BR5E4
(1) #4
AL b — LS Rk 5

(2) *4
BOLHEAL Tissue Sealant

(3) BIMDHEK
Bolster (GZ#i4 %, #ii4%) . Heal (B9) XY [BOLHEAL] & L7-.

2. —1B4

(1) #& (@4i%)
ANT 47V )7y, ANEEREEXTK -, 7 7FeF=2ik, har vy (JAN) | Hib v v LK
¥ (JAN)

(2) F& (WB%)
Human fibrinogen, Human antihemophilic factor XTIl fraction, Aprotinin Solution, Thrombin (JAN) . Calcium
Chloride Hydrate (JAN)

() AT L (stem)
N

3. MEXRILRIEX
A% L0

4, HFRARUVHFE

IR AT 7V 7y NEEEFE XA, 77aedF=r, barbvy Y E&ee L
Bk v o LKFI - CaCly » 2H,0

DR N7 47V 7 (340,000)
NI R e [ 55 X A+ (320,000)
7TraF=r (6,512)
rFar ey (36,800)
AL Sk F (147)

5. L4 (fEE) XIEFHE
Y LR

6. \EEA4A. B4, BE.
B¥EE S : HG-4

Jn
BH
dJn



M. ARSI SEHE

1. ME{EmitE
(1) 4MER - PEAR
T47Y Ay (MEEEE X M %510 : Ha~RE ORI A THY . 747 ) ¥
MRl (7T uF = iR a ) RMATRMT DL X
P DVED > 2\ DT IR L & 72 B,
AT 7B = R I O
AAIKRS ha ey HE~ RS AO BRI OWIT T 5. ARME005 Y 72 ) 0t A& B AL OnL
[T & L 14 BB I S IR L TR
AR AL S SRR+ AEBOREIT, (CBVEAR,

(2) R
AR L

(3) BigE
LR L

4) ghls (MfRFR). FHa. BES
MAEER e L

(5) BRIGEMRBTER
EER R L

(6) HERIREL
MUER e L

() ZOHOELREE
LR L

2. EMBHOEBERTISHT 2REN
KR L

3. AU ORBRERE. EEE
B E
()7 7rF =ik BARERFINEELFRE [77mF =) OfERRRQICE 5,
QT T T DAKFY - AARERTT —GERBRE TEVERUSO V20 L) R OHEAR(2) ) 12K D,
P Bk
()7 47V 7w AR RAIE R —aBRiE [TmAAZRERE) X VBRE ImL F oA RE
BN OEEME- A A BEEZNEST S, 7277 L, BEME- A REEORIEICBWL T,
FRIZ pH6.6~7.4, 20~30°C T hr BV vy AEERA L TAEUEL 24
HEHK TLL T b0 ZRE ET5, o, HAREEOHEIZEB W TIE, 625
6095,
QILEEEFEE X MK T : & XA h Z_Y IR AL L AEEIC X D,
QY7 7ruF =ik AARERFHEELPE (77 F=iKk]) OERIEICL D,
@Hharer: HRERG Iharer) OEREICLD,
GO EAL IV KR - AARSER S RV T KT OEREIECE D,



V. 8XI-Ed4 2EE

1. Fifg
(1) HfzDXEH

SRR (BRESRCBI R, TAIRR)

(2) FRDNER TR

WA . i T
1 e

T T I e LV

REEE S X A 7% & Tp)

N N

AT iéZH%;ﬂ;%;ﬁitf%:‘/%é‘U) REBNAOR B

A T3 ii;g;igﬁfﬁf/ - {1000 S R 1 61 95 ) D

AT i;&;;{ﬁﬁj{f*%u%%é\m MREIEA DI -

(3) HAT— K

BN ONANA

(4) HEIDOWE

) 47075V REEEMR

G : 3%LL T

N DU FRIR CHSARIF D pH @ 6.0~7.3

2) FAOYVEVEREEIRREK

R - 3% LT

NI OV FRIE CHFRRF D pH © 6.5~7.5

3) T4 TV TFUBRR

pH : 6.0~7.0
4) rOVEVBER
pH : 4.5~7.0

(5) Znfth
Y L




Iv. AN 2HE

2. WF DAL
(1) ARES (EERS) ODEERVRMH
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| EARELERE R N ML B 30 [Epx 60 [EF5 120 [EF 180 [FB5 300 [R5
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7E) pH8. SR 2 WHTH Y ¥/ & —F 2 BILO % S5 8% IKIE (WY ¥ 5 F—ER G B RA) & L&
DAA,
4, Hif
A= ROV
5. IBATHAEEED HHKMD
JERHILAE B SR D FHED DR L TV B AREMNEDR H 5,
6. HEIDBEEUTICEITARES
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