k202655 HUET (385hK)
* 20264 ET (34hK)

BB BERF
BHHA - 35

) FR-EEoMSEICLD
FHITZ &

I 378 95 ] PEL L ]
YRS, A5 R )
JOLF IS Y F ) LR

O—"\JC @R 5O O &ll/mLIH/7 I 10mL

LOWHEPA® for Dialysis VIALS

B REERI RS
873334

AiRES |22100AMX00936
HR7ERAsR | 19964F11H

2. B2 (ROEBEICFBESULENCE)

2.1 JSLF28) ¥ F b U LK UBBREIR X B
FEOBEROH 5 BE

2.2 IR XIEIFIE LT W AERE O B 54t [9.58
ey

3. fHRE - IR
3.1 #H8

W74

T — A~ S®FEM 5008 47/mL/N 1 7))L 10mL
JOVF IS F MU L (T 7 DOBKEER)

1N 7L (10mL) &  5,000&5%3 B~/ VB
(55 X al® i)

L bU YL 90mg

BRIy

Al
3.2 REOMEIR
HR7e 4 0 —~/S®FEHT A S008AL/mL/ N1 7L 10mL
R EEFHOW ORHIESH)
pH 5.0~7.0
REEH K1 (EHEAERIONY B 1)

4. FNEEXIFFHR
MEFSMERIFOERMBROLEERALE (MARE - MRE
218 - MK >2i8)

6. FiERUHE
KAl 2 BEEXIIEERIERICE D FRLTHRET %,
(BMEREX (FHBMERZES LN EREDRS)

OEFE. BAICIAEIMERBER. SV Y FhU Y
LELUTIHREIRED 7207~ 13841/ kg = (FIHEER I
MEICHERET 5. 2B, FIMEEREP O MR EEER
PICIS CHEER T 5.

< EEL BRACIIESMERBGE, NV F8Y T hU Y
L ELUTI5~ 20841 /kg 2 (RFMEER I N MHR I BBl 5
U, (R5MBERBAIR R \J B 6 ~ 8HLAL/ kg & FLBEE FEA
FTA Y EVEREAT S, LB, FIMEBREN O MK E
BRI IS CEEIERT %o

(HIMMEREX [FHIEEZE T 2 BEDHE)

BHE. RATEIERFSGR. /SLFRY Y F YT L

& L T10~ 158/ /kg 2 (AIMERBPIMK IC BEHRS L.

TRSMBERFAMGR R X BR6 ~ OB/ kg 2 HIBEEIZEIEA T 1 >~

K OFHRIEAT 5o

8. EEREFNER

8.1 B - WHIREL S 5 VW IZEHSERE EOHHAICED.
SERIERALICMAEATAE U WiEOEBICL BN H 5D
NBEBENSH B, PTHT SHEICISRREEOMEK
CRERIZDOWTHAER L. BESRBD SNLBAICE
ES5ICHET L AB TS &,

8.2 ~%Y) R/ MRIEARE (HIT : heparin-induced
thrombocytopenia) #&5bN B ENHZD T &K
Al E5# MR ERIET 52 &, [9.1.2, 11.1.2,
15.1.2%]

9. BEDERZHIBBREICHTIER

9.1 GHE - BIEEEDNSHZEE

9.1.1 SERHIERZEY 3EE
BRELPCEZRLVEHT SN B 2RE, REL

BnZ e, HIERZBET 28215 H 5,

9.1.2 ANU ViERMmM/IRFEAE (HIT : heparin-
induced thrombocytopenia) DEHEEDH S EE
BEEPGEBEVL A SN BAELZIRE, BE5L
Wl &, BEPBELEE I, REABRSRIZM/MER
HERETSHI L, HITORDHOoDNEZEDPDH D,

[8.2. 11.1.2, 15.1.2%H]
9.3 FTHREEEEE
9.3.1 EERHEEXRFZDEEEFRDSHDES
WRERCEBZVEHSNIBAEERE, BE5L
Wl E, FEEZRTSBENFDH 5.
9.5 itim
IR ISHER LTV AR O H 2 RIS L g w
&, BMER (v b, UHF) TRAEZERTA, S
FIRBIICEAR (360mg/kg) #E5 LT, MiED
BHEN~NOHE, EEROBLEE, BRERCEE
BEOREE, BEKRURBRREOETHRD ShizD -9,
[2.22H]

9.6 FILIw
R LOERERUBARBOERELEEL., BAD
M ik 2 mEt T a2 &, BMER (Sv ) T,
BAFABITT B EPERSN TS,

9.7 INR
NREENRE L AR OREE2IEE S LBR
HERIERE L T,

9.8 &

WEITHHREERTHI L, —RICHEMBESETRLT
W5,

10. HHE{EA
10.2 HHAES (HAICEETS L)

HHlB% AR - TE RS WF - a7
it E A H O 18 F A L | ASH] o FU%E B VR & MR
{EE %2R 2 B | BEEETFOEAREEE
ENDH 5. FHIC & D ABINAY I HY d e
HAHERES NS,
iy a1l AR OHBEEHE 7 «
IAVE B abb T ERERIC K D
t-PABIF|E DAL H A6 1) 8 38 5 &
Nz,
B FOVEEFHEA AH Ok EEH &
TAEY V& MRS HI/ERIC & DA
HIBG LS i 68 [ 7 18 7 &
nb,
L /)N AR 358 55 0 o 4 ASH O H g E 1R & 1/
RzHT %A REEEMFERIC L DM
JEYSE-L HIB 1S H I A8 [ 75 18 7 &
Fruv¥y i ns,
ERiE%
JERXTOA NHEHE AH O HLEEEEH & s
KA W EERERRICX D,
HIOfEREENIERT 2.
WHEBIBREE AL BIBEE R ILEHIOHE
£ Al LR FROBMERICE D,
Hm o &R E KT %
AIREED B B o
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k%

EHI2% HEPRAEIR - 1B A% BT - fEgERT
TEFRAMTV AH O AE R A H I | AE] o HU B E /R & /b
%2 EiEs 28 | REEMEERICEDHE
ENBH 5, TR S I [ 75 3 7 &
hz,
TEIHA Y | REOERD»EE | KFEIAHTH S,
R THIENH D,
HOECHE (A
V¥ &Y R
#5tR [ A AE OFLEEEER | (EFARFIRETH 255
AHITIAF | PHEBRENEBZ | AHITIAF MU L
[NURAZFA NAH 50T, B|4mg/kg & HEEH O B
EOREBEZBET | HPICEELES o>
HblcmmEE| X 75 A F ¥ B
EIcEdT 2#M&EM| (APTT) XW&7u o
WCEETAIE, | YEVER (PT) OBE

T—BEOERTRD 5
nTns,

TUFEY I b
TNV7 7 (EEF
A z)

A Al O % [E F
PWWHE L. ~%)
CEFIEERY Z
ENH 5B,

In vitro T—% 756, 7
Mk s S P A
GEETFMHEBEZ) BAS
Vry-7rvFrurerm
BHaEIERL. RElo
MEBEERHZHE S 2
ZENRBENTVS,
YIialb—TarERIC
BEOE, RHOHEEE
Bix. 7yFFHx v b
TILV7 7 (EEFHEE
Z) BERKRTARRMBICIE
7TryTEFYRY b T
77 (GREFHHEZ) ©
HEEZIRWEHES
nTtwnb,

11. BIfER

WOBHERDHH5bNBENDHHD T, BEE+7IC
T, BEPROONTBEICIIREG2HIET 5% EE
P RNEZITH &,
11.1 EXBEIER
M1 23vd, PFI453FY— (WThLHEERRA)
MEET. BHET. PREE, 77—, S/HF2

FOREN

WEZITS Z &
11.1.2 M/JMRIES (BHEEANEA)
AN R MM R AR (HIT) %0387 i/
WD HEbNE I ENH 2. M/MREOZFH LR
DRMBIEZFEDEZEEPRO S NLHEITIIRE

ROLNHEIZRG 2RI L. Bk

L, BYRAEETS 2 &, [8.2, 9.1.2,
15.1.22]
11.2 Z0ftiD&EIER
0.1~ 5% SRR
liiki; 3 R, & =il
SEHORE ZOFR. HEZ
A ] BB, ABE. s
JHF fi ASTER. ALTER.
Al-P 5. LDHER
REIRE BHHBRE, BTV AT
o U %E
Z DAt Mo R WD D -
X0 R, R, BiE

13. BES
13.1 R

KElZBERS Li2He, Mo MHERT ISR

ZENDH B,
13.2 08

AEIOTEEER %2 2FICHNTI2HEDH HI5HIC
3. oy I URBRIERS5T 5, Suy I UREE

1.2mgidAA D 100B DR ZIWH T 5. (MHEEst
BB TRICHAIT 5B AI0E. REOHINA S 5b
NBZENH5B,)

14. BALOER
14.1 FRIRSHOER
AANIRIFA 2 EE LRV O T, FEZRIZESH»IEH
L. ZEIERIET S C &
14.2 FAURSEROER
14.2.1 FAEBOBRIXIEIRD & U, FRROKREIIESR
EBHITEPPICERT 5T L,
14.2.2 S\ RBHTEE T FRIEBO LM Z HEE L TH S RE
EREg-Rupp
14.3 FEEICHT R
AL AT 7 VBEARETH I LICRD . FURER
BHPETS2BENDH5. [16.8.15]

15. ZOfthDER

15.1 ERFREEFICE D < B

15.1.1 R L DEHRME
AENIRDEANIRNY Rt DESFEANY & BGE
I%., 2FEBOSGEFEZD ., A—B (HiFEXaR
FIEME) THMOAN) VEEENT LS BEREN
Wi, BEROBREDKEICIIAF ORE - HEICRE
52,

15.1.2 ~ANY VERMEMVIREAME (HIT)
HITIEARY ¥ — IVMREARTEEFICNT 2H
ik (HITHUE) OHBRIC L B 0BENRTFEZN L
RETH O, EEGMRAE (MEE, MERE. R
BIRMAEES) %215 2 &PH 5, HITHBERICHE
JHHITHAIZI00HEE THE~ET T 5 L OWE
DHBo Tl BEXRTHGEMBKRIC, HITHEZELT

AL LOBELH S, [8.2, 9.1.2, 11.1.2%8
]
16. ZMENRE

16.1 MARE
BERASF (1761 CAA20% 6 /kg. 40841 /kg.
80BNz /kgh) & BHEIEIRM LG L TE 5 M - A5
XalFEERRO LBV TH D HEHBEDIED 5

nzs9,
(anti-Xa U/mL)
157
1.21
i T
;E 101 %
L I
19
& 0,67 80 U’kg
\\ /
¥ 0.5 *—40 U/kg
4 % 20 U/kg
o
=t = —
017,/ 112 4 8 24
1/4 12 i3 Eﬁ(hr)
BE58 20U/kg (561) |40U/kg (6f1) |80U/kg (6fl)
Cmax (anti-Xa U/mL) | 0.39+0.03 | 0.67£0.07 | 1.21+0.17

Ti/2 (min)
AUC (anti-Xa U + min/mL)

84.30%+6.00 |114.94+18.70{146.42+7.88
49.00+3.10(116.18+18.97|241.92+£31.36

CL (mL/min/kg) 0.41+0.02 | 0.35+0.06 | 0.34+0.04
(EH9fE + i RZE)

U B

16.3 9

SSSTHEFLAR 2T v M lmg/kgx BIRNIE S
L7z &, BERSDICEFIEALDHBTREBREE X
D, RICEE TERVEETRENSRD 5 iz,
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16.4 {4
SSSTHEH L 7AR 2 MEMET v M IZlmg/kg. HEA XU
Img/kgBlRNIRE Lz &, Sy bEA X0ME. R
AR O O R AR 2 7 SRR I L. %
NEVESFFRIOREDASEM L7z, ZORBEWIZ, £
ELTHIBICB T2 I CELLRBETHH L
Ez56N7:5,
16.5 HEt
SSTHEE L AR 2T v MiZlmg/kg, HEA X
Img/kgBIRNBZE L7z & &, 5% 168KHE TIC,
T v M TIERFPANT6.7%. BHRALS5%PHRtS . 1
X TIERHICT78.8% EAANI2%HHM S Nz, F7.
Ty MIBIT 224 F TOHEITHADOPERIZ. 3.9%
THH725,
16.6 HEDNERZGTITDEE
16.6.1 MRENFE TP OREHEHEFTLEE
M BT HEST o O R E B R EE 1 SHIAH
40~508fz/kg (1K 3 72 D F99.958 (1 /kg. F
4. SEERENT) B2 BEIEIRAR G Lz & &, miE
FHEXal FEE GRS HIEEICET Lz, £,
AENIEICRBICHEM S N 55, BHEEOETLTL
HEETIIRITICHS NGV zdREXaRk FiEYE:
DOISFEFD S OHRIEE L, P44, 780/ kg% %
5 U7z EDOHEEOEELIIEE AN (4081 /kgz#
EL7&&114.94%) ICHLF2MEREW246.53+
76.9753TdH - 7207,
16.8 Z0fth
16.8.1 BHIE~NDIEE
AR Y ENMBE L ERRERICK D, AR OREE
2DV THXalftk 2 EEICHRE LR, AFloHR
XalEHIZERFICET L, ANET7 7 VEICRET S
ZEDRENT, [14.350]
) KRR AR RIZ20801/kgTH 5.

17. BRPRRIAR

17.1 BERURSEICET 3HR

17.1.1 ERE TARUENEEHER (HMEHREX I HmER
ZEULBLVMRENEE) BOKRS
FOEERI328%1 (RTHASE MARRRBRL 761, #2155 M AHGEER
S8, SBIMAHHBGEAER1 9261, —MRERRER280]. &
B EHEBR336) TolEREE ERSHRIE. KR
IEN LR 570 7~ 13841/kg. 2~4EM[ (B
BREHBIIIER) THoT
BIFEFIE. RIS TARRER 361 (5.2%) 41 (MiEk
a6, RREmLIE, WEO > -0 14, &
MAHERRER <261 (1.0%) 3fF (KN v > MHIZEL
Bl BURLAL. BELA) HESN, TOMORERTIE
&SN ol BRREERETIZ. RIS THEK
Bclfl (1.7%) 14 (LDHLESF161). % IHELER
o5l (2.6%) 8 (ASTER3HI. ALT EF3HI.
BAV YT AMELS. A~ 7Yy METRLH) THo
7=70~12)

17.1.2 ERE TARUENETER (HMEHREX I HmER
ZHEULBLMRENEE) RS
FREFIA4B] (RTHIZE TAHRER 166, —MERRRER28
fl) TOIEESE RSB KR 2 MsENT
BRI 15~ 20801 /kg. BT HERG6 ~ 8B fi/kg. 1
~2EETH Y. BEHIZERE SN h 57210113,

1713 ERE IARUENIEEER (HMEHREN I HmER
ZH Y SMBENEE) HhiES
RAEGISSHI (B HASE TARGER 2761, 55 TIAH Lt B
28f1) TOIEHREE CRSHMIE. KE2 A MRE
WhAMARE 10 ~ 15801 /kg, BITHERO ~ 9B /kg.
1~2BMTH o7,
BIfEFIZEE S e - 7. AEERIE. FIHELE
HEBCTHAREEREFELA (3.6%) 4+ (ASTLERI
B, ALT EF141. Al-PEF16]. LDHEF161) T
H o 7z19.15),

17.1.4 EREMEHR (HOEREXFHIMERZE LW
MREN 8. MR3EEE) BOKS
— MR ER 1 8B D 1 [E % 5- B RER > 3168 1 K¢
H7-07~138f/kg. BHREHMIJEBTHO . EIfE
RiHEshaehr 7210,

17.1.5 ERE IEHR (HMERENIFHIERZS LEL
MARERE. MR5EEE) FHERS
— MR R R 1 Of D 1 #5813 KER 73 A 16 B AR I
15~208fi/kg. HHTERG6~8Hfl/kg, HEHIM
B3AMTHY . BIERREEShEH» 27210,

17.1.6 EREMEHR (HNEREXFHIERZEY 30
BEFSE. MBE3EEE) RS
— MR R AERLSH GRIERBEMITNRISH. AR
TR RR1461) O1ERE5E SHREHHIE. KED
PIBEBAR 10~ 158 A/kg, TRBEHEBRG6 ~ OB/
kg, 1~2HHTHY. BEFRRBMESNGH 717,

R BE®E | BHOERS | BHR

W ERZE Ik i | BEHRS | 308/328 | 94%
axELEVE . 9

A ;miri):im@ BRERE | 40744 | 91%
HIRE R " .
P Rt s 51/55 | 93%

s HI M 2 S e | B S 16/18 | 89%
ggﬁm HEA LV EE e R 18/19 | 95%
LE 5 38 §g§f§é§&M@ MRS | 13/14 | 93%

18. ERHEIE

18.1 {EFER
AREOFEBENER I VF R T LEREET O F
oYV (ATI) 209 2MBERATHS. AFNL
AT OERRMKERESXEF (Xa), barEre
DEARISZRET HH, AN U F FUTLIZHL
T KDXaNOBRENF N ENTRBEINTNS18),

18.2 IMiZEEERELE{ER
A X MIBBHTE T IV B TARH % BIRG I B [E ER RN
59 % LR—MEXaW]FEEDOAISY > F MY DL
K0 ERR. MEREEHELERZ2RT. 20L&, M@
R EXal FEEO RIS Y F MUY LD
1.5 TcH0. EHEHEP Oy RT 5 A F M
(APTT) OEEIEZANY Y F MU TLICHLTEBET
HB. £7z. FIAREHCHEEIERNES Uiz, BT
FiHEIE AT 5 EZEHLRAPTTOEE 2 b FIcASY
VF VYL L RO MR E R % R 519,

19. BRI CET 2 E(EFHAR
B 1OEZY 7 NHVAY % VAR IV ol ML) RV
(Parnaparin Sodium)
{3 R BE~MECOHRTH S,
KICHD TETR I, T —)L
(99.5) IZIFEAEBIT R\,
R TH 2.

Lo ;

R', R}, R*=SO;Na X3 H
o)
R* = SO;Na U
CH;

H 0, R’=CO,Na, R°=H
i H 3

o H R’=H, R°=CO,Na
H OR* n=4-21

n

Vi g BFRR T Y OBKEY 5187~ U b
U 7 L a2 EER KRR OB — % v
T MIIREIERRBF N 7L Z2HWTS
BLUCEFESTANY YF N ATYE
2557 8134,500~6,500TH 5. Hile
IAFIMEDERE. ZHEH-02.0~

24TH 5,
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H
L

x24.

26.

. BR

10mL (A 7)v) X 10

. EEH

RIBIESC, fib. @ %38 & 34,1992 5 20(Suppl.) : 281-
294

WABIESC, fi. @ 3 2 49%.1992 ; 20(Suppl.) : 295-
328

THE 15, fh.: B EIE®.1992 5 20(Suppl.) : 329-
337

IRIBIESC, fib. @ %38 & 38,1992 5 20(Suppl.) : 339-
358

iz, . @ EERFFE.1992 ; 23(1) : 9-32
JEFEIRESE, fth. : BRPRERAM.1990 ; 18(1) : 71-93
B&JIE=, fth. : B &&H.1990 ; 29(5) : 817-835
IR =, fih, @ S EIG8.1991 5 19(9) : 3683-3710
IR, fih, : BEAREHE.1991 5 19(9) : 491-540

FA A, b EIRENT.1991 5 7(9) : 1301-1308
FREEET, fih @ BEBENT.1992 5 32(1) : 119-128
HIE=, fih, @ B &&HT.1992 5 32(2) : 319-335
BINE=, fh. : I EIRE. 1991 ; 19(6) : 2355-2379
IR =, fth. : SEFHEI59.1991 5 19(9) : 3711-3733
IR =, fth. @ BRIREHM.1991 5 19(9) : 541-571
FENER - —RERREER (FEHMmME) (2001412H14H
AREH EREEAGE, ERBE)

HNER ﬂ%ﬁﬂ“?\i%ﬁ (Hmt) (20014128 140 %
RBEEFAEAR, ERBE)

Sugiyama T, et al. : IYAKUHIN KENKYU. 1993 ;
24(10) : 1061-1069

SARER, fth : FEEEIHRE.1990; 18(6) : 2187-2197

NERERERUEVWEDEE
BEEAR—ILT 1+ > 7 ARKEHE BEHFEHE
EILRE LRI E3697 &M D8

B8 0120-647-734

%ﬁﬂﬁ%%%%

.// m_i/T —)b?‘\{/ﬁ\lﬁﬁ/ﬁ\ﬁ

[5374AJ002



