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J =7 U DFET UL TR OEREFIZ X 0 Bl FAT O Mg 2 20l g L CHEE S k% B
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3) MEHEREAE L b o B AR ORE KA T D, IEH e MifEE W ZRBRIicks T, be

BV 1L 3, 10 KO 30 HAL/mL O MR EEE RER 1%, £ 24, 10, 6 X N4 B TH - 7= (in vitro)
14)

(2) EMEEF T EREBRE
O =Y FHIR A ER
DEFE FmEZE RO =HBRO/E 19
IR MISESORING & 2EEE F TORMAZRIEE LT, £ (hrr e uijgsl) & The
VEUET X (FERERIF]) & O OAEM RS OV CRERZ i L 7= (invitro), £ D
R 1. 3, 10, 30 HAZ/mL #ECOREEFRERITW T O BANZ I T b [A— R E TIXIZIXF
U Chote, £z, mBAIOR—HEM CTOFLMEDZED 90%FFIKHIA, 3% E S =3 T
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W ER ARG

RICEREE 5 [E] B
HERME (BAfsz/mL) (sec)
1 23.9+3.81
R LR 3 9.9+0.5
10 5.7+0.2
30 3.7+0.1
1 23.8+3.0
A 3 9.8+0.7
(har v ik : :
e 10 5.6+0.3
30 3.7+0.1
1) : mean*tS.D. (n=10)
BEHAEN 90%{ZERXRE
KAy | BETERE 9096 {5 #E P
1 —10.5=2 060 (%) =11.7
3 — 30=8 (%) = 6.1
R
FEEIRF T 10 — 18=5 (%) = 5.3
30 — 225§ (%) =11

D hrrereFsy (BEERA) OVHEICET 570

Q7 hTFILERW-HERDRAE
Fio, T I NLOURR~ b a2 B URIR AR L & O R A R & LR o
BTk, AF (o e ig#l) & TherereF4 ) FEERA) o 100 3 X 001,000
A7 /mL BT o MRS o AN B DTS FE—BE TIXEER L Th o 72,
ZHNBEEMEDOZED 0% FEHE X ML T T, [T 2722 5 BALEIM O 7= 8 O L) i) [R5
PERERT A KT 4 ) (PR 18 FHEFSRE 783 &) ITREINFANICH 72 &2
5. MRANIAEMFOICFES L HEE Sz,

BB E

= . BmERRE " H 1ffn B RS

ABRME (/) | TEMALE (min)

iﬁﬁﬁﬁgf (Pt 0 12 11.6+0.7 V

Lm b EF A 100 6 75+0.5
1000 6 3.9+0.4
AH 100 6 7.4+0.5
Q= a2 3:11)) 1000 6 4.0+0.4

1) : mean+S.D.
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BERAED 90%{ERE X

L ey _
INSA—4 (B4 /mL) 90%15 %8 X
100 — 53=6§? (%) = 80
B
i R 1000 —12.8<6 (%) =10.3

1) harvreFsy (FEAERED) OFEHMEICHT5ESH

OEEBAHLEHRMIZHT 5%R

(B% : FAVEVETFS (CEFEEREAD)

OA X (BHE 35 OFHBELNRE TR FIc TR e b s 8 »FT ., hrr Y
2,000 & X 10,000 HALZ U o FREEH I ME L CHIMEMLICBAM L2 2 A, kil 5% T
OFFIX =y br— GEENROA) I UAEREICEM L (1 X),

LIk i ToORRHE] ]

oy hao—L :169+6 7
fer ey 2,000 HAL 1269 F5*
Fe 2B 10,000 BAL 0 6114 B
(**: p<0.01, mean*S.E.)

@A A N LA X0 ERR L7 ISR Z ~ M2, e B 100,000 HAi/kg & KiRH0HR
A N LU ARMER. 2 KON 4 %I 3 EIL TRAKBEGLZE 2 A, BRHIMIZa Y hao—
Vv GEENROI) [ LEBEISD o7 (T ),

= N % (n=12 12.9+3.1mg
FEYEY 100,000 Hifi/kg (n=12) : 5.1+1.2mg"
(* : p<0.05, mean*=S.E.)

[H A& KRR A b LR 5 REE AR, B 26 L E ISR L7z Hemoglobin & % I 7E ]
)
)

(3) FRISETUST - FEARERRY
LR L
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(2) RULEEEH
LR L

(3) HEEEEH
TR L

4) 20752
R L
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4. IR
LG L
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1) KRR A B L RZ K VERL721EE 7 » M2 hr 2 B2 10,000 O 100,000 Hifir/kg % #%
A#%5 L 24 Bl Ecomf e v BEVEflE ber BURBZRIELTZE 2 A, WTTh
5t FREE & OIS EITRO e o 7z 19,

OEORSEIN- OV ELOMBRRERICRIEFT

=4

Foa

5 ®EERAE (hr)

H nE e
= Hl 58 0.5 i 2 3 1 2
A= N = =i
(PT)
2y ke 11.9+0.4 | 11.2*£0.7 | 10.8=0.5| 10.9+0.1| 11.4%+0.4 | 10.60.2
R 10,000U/kg | 11.5+0.4 | 11.450.3 | 11.0+0.4 | 11.0+0.2 | 11.0+0.5 | 10.90.2
100,000U%kg | 11.3=0.3 | 11.4+0.4 | 10.5+0.2 | 105+0.2 | 10.8+0.4 | 10.8+0.1
ra s v mlE (TT)
oy ha—)u 15.7+0.7 | 14.7£0.7 | 15.7£0.5| 14.0+0.6 | 15.1+0.6 | 14.9£0.8
= g 10,000U/kg | 16.1£0.6 | 15.2+0.3 | 15.5£0.6 | 14.7£0.3 | 16.0+=1.8 | 15.9+0.2
100,000U/kg | 15.9£0.1 | 15.2+0.4 | 14.5+1.0 | 13.7£0.3 | 13.9£0.4 | 15.4+0.8

(BHESVEDT v DY) : mean+S.E.)

2) 125]- k1 B 100,000 Hifir/kg (3X107cpm/kg) A AKEHIH A kL 22 X 0 /ERL L 7-1805
Fy MIRA®EE L, 0.5, 1, 3. 4, K24 B o g o E a1 b o v v 2 ilidy o il
EEZBE LT ZA0FRE 0 Tholz 19,
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XI. 8&&H

1. FENETORTRKR
ka > B ARANTHES TR TE STl (2022 4E 1 A BLE)
Bk LTO ha et WA OEBOETHRITESN TS,
BUEIZ I EAEN, b hlK, F03, BRI OE FEED hr Y BT, & CTHHREREEAL
R, ARV, AT L—3t, 28 bty hEnTHHRLNBZ N, 747V /=7 OB ED
BT, &, 747V =Sy TFuTF=r AT T LAEOMAGDE T, MO
PEE, REOHHTREIN TN HEDH U,
KETIE, BAIOS h e B OFFEREAN, WALty RTIRESNTWDHORH Y ZDH
i DERE T T D,

B AR T DRREITNR, FHELOCHEBUTO LB TH Y SETOARRI L 1TRL S,

4. BREXITEN R
W OREERNZ Ko Tk W 2/ A Bl AE b O R E g2 o O i (B 213, SMEISHE S i,
FIFF O ML, EPEHd, B, g oM, stk O EEE S o il L)

6. HIEAUHE

CEEBYHARAE H i LS

W, HIEITCAREZ O EEEED L ARETET D2, UIHHAA T 5,

72E, HMOFENL M OFEEELC X 0 'k 5,

(EEE b H i)

Y 7R A AR LR (b e v & LT 200~400 Hf/mL) Zf&O#&59 2%,
72E, HMLOFENL M OFEEELC X 0 'S 5,

7. R OHEICEET 2 1FHE

(_Efr b i)

rarErOXEdE pHIZ 7THETHY, MICE VERIEHENMET T 50T, AFlE2 _EEHEAE T H
WAGEITIX, FRNCEERSIC LY e hises 2L 079, [14.1.3, 14.1.6 2]

KXEFFHXE (THROMBIN-JMI- thrombin, topical (bovine), Pfizer.) (2022 4E 1 A EfF)
[E4 USA
=t Pfizer
HR5E4 THROMBIN-JMI- thrombin, topical (bovine)
PallbiA A sterile powder that has been freeze-dried in the final container.
A 5,000 IU vial with 5 mL diluent. 20,000 IU vial with 20 mL diluent
FETeAF 1986 4
zhee X i | 1 INDICATIONS AND USAGE
ZhR THROMBIN-JMI is topical bovine thrombin indicated to aid hemostasis
whenever oozing blood and minor bleeding from capillaries and small venules is
accessible and control of bleeding by standard surgical techniques (such as
suture, ligature, or cautery) is ineffective or impractical.
In various types of surgeries, solutions of THROMBIN-JMI may be used in
conjunction with an Absorbable Gelatin Sponge, USP for hemostasis.
HEKE Y| 2 DOSAGE AND ADMINISTRATION
&= For topical use on the surface of bleeding tissue only. Do not inject.
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2.1 Reconstitution

+ For routine use, reconstitute THROMBIN-JMI with sterile isotonic saline at a
recommended concentration of 1,000 to 2,000 IU per mL.

+ Where bleeding is profuse, as from abraded surfaces of liver or spleen,
concentrations of 1,000 IU per mL may be required.

« For general use in plastic surgery, dental extractions, skin grafting, etc. solutions
containing approximately 100 IU per mL are frequently used. Prepare intermediate
strengths to suit the needs of the case by diluting the contents of the THROMBIN-
JMI container with an appropriate volume of sterile isotonic saline. THROMBIN-
JMI can be used in a dry form on oozing surfaces.

+ In instances where a concentration of approximately 1,000 IU per mL is desired,
the contents of the vial of sterile isotonic saline diluent may be transferred into the
THROMBIN-JMI container with a sterile syringe or sterile transfer device.

+ For use with GEL-FLOW™ NT, reconstitute THROMBIN-JMI 5,000 IU powder
with 5mL sterile isotonic saline and use THROMBIN-JMI thrombin solution
according to the directions for use in the GEL-FLOW™ NT package insert.

g (B G aR OIS TH)

2.2 Administration
Topical application of THROMBIN-JMI
1. The recipient surface should be sponged (not wiped) free of blood before
THROMBIN-JMI is applied.

2. A spray may be used or the surface may be flooded using a sterile syringe and
small gauge needle. The most effective hemostasis results occur when the
THROMBIN-JMI mixes freely with the blood as soon as it reaches the surface.

3. Sponging of the treated surfaces should be avoided to assure that the clot

remains securely in place.

Use in conjunction with Absorbable Gelatin Sponge
Consult the Absorbable Gelatin Sponge, USP labeling for complete information
for use prior to utilizing the following thrombin saturated sponge procedure.

1. Prepare THROMBIN-JMI solution to desired strength.

2. Immerse sponge strips of the desired size in THROMBIN-JMI solution. Knead
the sponge strips vigorously with moistened, gloved fingers to remove trapped
air, thereby facilitating saturation of the sponge.

3. Apply saturated sponge to bleeding area. Hold in place with a pledget of cotton
or a small gauze sponge until hemostasis occurs.

Use in conjunction with GEL-FLOW™ NT
THROMBIN-JMI may also be used with GEL-FLOW™ NT according to the
directions for use in the GEL-FLOW™ NT package insert.

2. BIMNCE T HERRZIRIFR

(1) FE~DREICET 5BNEH
AR DRFEDT REAT 2 BEIHT 2R s, RAF~ORE ] OHOFLHIIUTO LB
DTHY, A=A LT VT KERMNGELTRRD,

9. FEOHEREATDLEEHT LR

9.5 lhw

B0 SRR L C W D RIEEMED & 5 e tEICiE, 1B LG RMENEMEE ER 2 Sl s b 85612
DIHFEHTH L,

9.6 fZFLim

0 EOFRMER ORFREOARMELZE L. RAOMBEUTPIEZBRETT 5 2 &
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OA—R+SUTHE

})ﬁ]ﬁ

N
73

B2 (2022411 H)

F—A L5 V78
(Australian categorisation system for prescribing medicines in pregnancy)

& PO

=27 VT

(Australian categorisation system for prescribing medicines in pregnancy)

B2 : Drugs which have been taken by only a limited number of pregnant women and women of
childbearing age, without an increase in the frequency of malformation or other direct or
indirect harmful effects on the human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of

an increased occurrence of fetal damage.
Q@KXEFHFFXE (THROMBIN-JMI- thrombin, topical (bovine), Pfizer.) (2022 & 1 AIRTE)

8 USE IN SPECIFIC POPULATIONS

8.1 Pregnancy

Animal reproduction studies have not been conducted with THROMBIN-JMI. It is also not known
whether THROMBIN-JMI can cause fetal harm when administered to a pregnant woman or can
affect reproduction capacity. THROMBIN-JMI should be given to a pregnant woman only if clearly
needed.

8.2 Labor and Delivery

Information is unknown.

8.3 Nursing Mothers

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 THROMBIN-JMI is administered to a nursing

woman.

(2) MRFIZEET HECHE
AIRZBT DREDOE R AT 2BEICHET LR VNEE) OHOFKFIZLLTO LB THY | KE
WASCE LIRS,

9.7 /NS
NRFE G & LTe AR O eV 2 481E & U7 BRRARBR 1T 920 L TVhZuy,

KEFHfTXZE (THROMBIN-JMI- thrombin, topical (bovine), Pfizer.) (2022 % 1 AIRTE)
8 USE IN SPECIFIC POPULATIONS

8.4 Pediatric Use
Safety and effectiveness in children have not been established.
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IR R

B & 51 FRE [ Bl A B 3 IRf[EIf% 6 [l T% 24 FEfH
MO EURET Y VT R 1 S M A5%5 1 M A5% 1 M A5%5 1 ERERS 1!
(1omD) pH 6.66 6.65 6.63 6.64
< FRAFR% 100.0% o o o
+4% 50mL (2 i) (8760 Hifir) 99.3% 100.7% 113.0%
MO EREFS VT RV S8 A {1 Y A {1 Y5 ] A {1 Y ] A {1 Y5 ]
0D pH 7.79 7.78 7.75 7.78
+pH 8.0 U L EEREME* ! 50mL %ﬁ%ﬁ/ﬁ’ (92;%%2!5/?@ 114.3% 110.6% 111.2%
e . N A% A0, Y5 A0, Y5 A0, Y5 A0, Y5
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+0.5% REEAKET R U 7 A
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+0.5% AT 1Y Y L
50mLA) PRART R0 A Ber % 100.0% 96.8% 88.8% 107.4%
(AL B ZAH) GERAE) | (11280 HifL) o o o
Moy EUREFS VT R LS T S8 HEOOMBIK | AEOBER | B EAOBREIR A {0 DRI
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SO 6w BEE% | 25%° - - _
v 1om GERMD) | (126 B
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(10mL) . pH 8.45 8.38 8.35 8.36
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T AL i 10mL @t%ﬁﬁ/; R R A CERIRE RIS 12 C e )
e e .. . A A% ke GBY ) ke GBY ) ke GBY ) ke (EY)
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. R 0/ %5
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T R S8 A0, Y5 A0, Y5 A 0, Y5 A0, Y5
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e iy (e ¥ i BAFE% 100.0% o o o
+ KA CEFLANE) 50mL i | (11340 ) 94.7% 93.7% 98.9%
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— T & WET] WET] WET] WET]

*(TO; E)/ WEFS V7 PRMVLS T 6.24 6.24 6.23 6.24
10m RGE% 100.0% ) ) )

+AEHK 50mL (e B i) (11460 Hi) 94.8% 96.3% 97.4%

s BoAE#OERMEABRENOSEIEL, IBREEEE 100% & LRE{LE R LT,
7272 L, MBI OB EIIFRREICHT 2% &R LT (%5),

- ERMOBK : 80~150% (HR)

*1: U KkFEFNY UL (2 Kk) 0.06g, ROMEKY UEg—KFETST MY 74 0.9g ZERKIZEN L, £E&% 100mL & L

7=

*2: UUERAKFEST NY UL (12KkH) 3.89g, ROV Vg KFEH VU 7L 0.36g ZIERUKICHEN L, 2% 200mL & L7z,
*3: AP REEKFET bY UL 1g ZERUKICHE L, 200mL & L7,
*4: A2 10mL (ZKZMMZ T 140mL & L7z,
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