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Fr BRI KCOR 1 (1) 1 (100%) -
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oty HTREYE. MG SE MR L. Z AR RIRIT AR T T AR AEAR
FlfLAR B &#H AN OUIE<6 ¥ )LE B, 6-12 5 )L HEE . PUPs. X T
gy BE UL ER (BT IXWETE<1%) KEED TR LG

A GBI RO R MBS (B [SDD S RECN 1.5 (1.71).
REHim (78.8%) £ 1 WIEM M. EHra A , KEBALTIERVHI
N MREE” B R, (R 8)

& 8 HFHIRIT IMIMEHBCRIN

LML, 0 (%) B IR Ja B P A
(N =353) (N =167) (N =520)
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IS n (%) HIRES JEERIES oIRERE )

(N =353) (N=167) (N =520)
s 204 (57.8) 50 (29.9) 254 (48.8)
RIF 135 (38.2) 69 (41.3) 204 (39.2)
— 12 (3.4) 42 (25.1) 54 (10.4)
TC S L 2 (0.6) 6 (3.6) 8 (1.5)

G5 n= MEHR: N =B AT TR

B2 A TT V6 9T 1 52 K 3 AR TR B A i 8 kPR I AE AR S I AR
(ABR) K 2.7 (%L 0.0, f/ME-FKEH: 0.0-24.8) &, GHHEH A 3.8
(A% 0.0, H/ME-BKME: 0.0-34.8) K. fE 2032 RFAPTESH, 23 &
(1.13%) £S48 ANF N KA B R I A 11 F1520E KA i, ~F

¥ etz HImkEsE 2.1 (1.92) IRk,

[ZEFHE]
234

VRS Y H AN B AL A - DX AR ot 1) 2 By o HAI I L P 71 5 N afiL
R 71X Ala148 S50 e AR — 5, AT 27 1 AT R0 I P 5 1) g A R - 1X

IMAH B HIVE AL 7> SIS B ] CAPTT) &K &7 IXIR AP
BT AT LSS B RE BB TFIX, 4 APTT kB IEH . 49 B A N gL+
IXBEIN 7 M PR IXOKF, JFREE IS PR IR A BB (1 B L RS
A

VS T2 BRI PR 51X B Ames 3056 Gy iRme 32 156 45 R 9B

I AR AT A i P S50 R A B 7 PR

[R50 7751
NS A A ST

37 il PTPs BN &L (515 %) A1, 76 10 7080 R RERBKEST 50 TU/Kg
(TS K, AR IR X o (e i S R AH BP0 T 0.8
+ 0.2 (IU/L) / (IU/Kkg) (GuE: 0.4-1.4 (QU/L) / (IU/Kg)), ‘PR3
W 18.8 £ 5.4 /NI (FEHEL: 11-36 /NN, #E PTPs FENLAS X 25430 J12¢ 0 52
A A S AR N S P [RDSCR G 12 b I ST SR R 905 e 2 o R TX ]
A (pdFIXD (fik 28%, p < 0.05). AinAl pdFIXH 245N 712550 d w45 W F 3%
9,

9 KFF pdFIXFZE PTPs FZHREN 155

5 o BeneFIX, n=11 pdFIX,n=11
BH(RD SFH9fl= SD SFigfie S
AUCx(IU-hr/dL) 548 £ 92 928 + 191
tio(hr) 18.1£5.1 17.7+53
CL (mL/hr/kg) 8.62+1.7 6.00 + 1.4
4 i (TU/AL)/(IU/kg) 084+ 0.30 1.170.26
A I P IR (%) 37.8+14.0 526+ 12.4

Ai5ia: AUC, = M 0 I ZICTT RIMLIIR - A h 26 PR 6 = MR ERERR]; CL
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= IHhkR%E; SD=trifEZ%.

- OIER A TRES T 1 AL (UK AIRRT IX O Re ™ A= R N R 7 DX 1k A .

HHEHARXN (Crax -

2 (RZ5HD WARA T IX TR .
b AR B DX R A & DL 2y B AR .

Co) /il Hi Con RGEAJRHRNET IX MGt S 8, Codk

PAFREIFR AR T B R 22 R . AR AR T pdFIX 451 22 57 2 3
BUEME PR BRA R . RS KIE 24 DA, R8N SHs

ERAIEE RARL .

TEJG B8R4 25778 N 75 TU/kg IBENL. 32 XZ50ah J1Z 50, 0.234% 5
AN B E R A TE 24 9] PTPs 1 (= 12 %) Bon i 526 a8 0 B i 4t
F /K S AU 254080 J1 45 0E . 2 IRG AR E TR KL, EES T

Z NN =R

W3 10,

23 %l PTPs I3RS H i R 5 LIRS T1 A S A L TE
5. ABI IR B4

R 10 A h7E PTPs BRI (2D A% 6 MH (BEVIHD MARSH

VGRS 8 G2 ), o A B IS E(FE T ),

S8 (D n=24 n=23

SE¥{E+ SD FH{E+ SD
Cumax(IU/dL) 54.5+15.0 573 +13.2
AUC(IU-hr/dL) 940 + 237 923 +205
t1,2(hr) 224+£53 23.8+6.5
CL (mL/hr/kg) 8.47+2.12 8.54 +2.04
& AR A(TU/dL)/(TU/kg) 0.73 £ 0.20 0.76 +0.18
A PP RN (%) 345+93 36.8 £8.7

4551 AUCo= M 0 B 2 TG 55 KA I3 oA o - [) il 2% R T AR s

Bfie ], CL=15F%%; SD=#ipifE%.
o AN TR ELS T 1 AL (TUKg) AT IX I FTRER= AR iR N IR 7 IX 3G Pk i .

-H‘ﬁ/l}ﬁy‘j (Cmax - CO

2 (LRGN RARART IX TS .
O A A PR DX R A0 DU o3 B R R

JLEEH (S15%)

Cax = W%JKE, tin= ml;"ﬁﬂ%

) s P Coax RBHRENRFT IX HEEETESE, Cotdt

19 %1 PTPs JLEEEFH (4- 15 %) F% T Ki& 24 A MEREN 1240 h . 58

Bl/NT 15 %5 (B2 1 PUPs i FiH, #/—IRFEEN G 30 08PN CHEE
HI S OL T PG R DGOSR G 2 Rk EE, 7E 60 AN H W ILIEER] 202 XI4
= EISCRTEY, S5RE PTPs 11 19 IRIGE IR AT 769, FHieas
HAER 11 AT 7 ads. A LA — & BRI, BEN 046
(IU/AL) / (TU/kg) o A28 34 & [m] i 2 A g i PR+~ XV B 2= B 40 A 0.7
+ 0.3 (JU/dL) / (IU/kg) #1202 &+ 4.0 /NES

xR 11 ARE)LBEEETLHRINFSEH

EES A n | BWEEKEJAU/AL)/IU/Kkg) t12(h)
BIL(AANH2 %) 33 0.7+0.4(0.2,2.1) ND
JLE (2-12%) 61 0.7+0.2 (0.2, 1.5) 19.8 £4.0 (14, 27)
HE2-15%) 9 0.8+0.3(0.4,1.4) 21.1+4.5(15,28)°
an=13
bn=6
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Hmta-r e bai 2z (BoME, &KE)D) Row.
4551 ND = RIME; tip = ZRINHBRA .
E: BIAMEHT; MEBETRRSARE 2 KPIIH.

57 % PUPs 1£ 60 N P B EEATIE PRI & IR AR, 45 RAR B RE K 5
IXER) - 2203 PR 1 [ WA O AEAE BE U I TR R A B 22, s B P

14

1.2 T
= e e - T
= ] v T = =1 f -__-
— Madd — =10
= DAL |
& 08 |
= 06
o 04
-~

{

0.0

( 6 12 18 24 30 36 42 48 54 &0
Months on Study

rFIX P399 38 2 (e i SR B ] (922 4k

Hh [ 1) 254K80 ) it e
1245 (41 6-12%, 841 =12 %) HHLE 10 73 8h N B UCEH KT 50 TU/Kg
CH 0.234%FANRRRER V), AR NI R IX B P 38 36 1t 3G & B 2R e ) L&
AN B R 4r5028 0.78 + 0.20 F10.82 £ 0.15 (IU/AL) / (IU/Kkg), “FHIiHME
WA 23.6 = 1.5 /N FT 29.6 & 5.5 /N .
At 25BN 1 FE AR R 12 P

F 12 MEHEFIXE ANFFEBHSE AN
R 1S B
BEESH (BhD 6% 12% >12 %
n=4 n=8
“FHMEESD FI{E+SD
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& 12 MRHREFIXY AFRFR A SIS 2N
RIS HH R

LS (B 6%E 2% >12 %
n=4 n=8
- #{H£SD RRSLIEESNY)
Crnax (IU/dL) 38.8+9.92 423+7.52
AUC,, (IU+hr/dL) 784 £ 118 1166 + 181
ty, (hr) 23.6+1.5 29.6+5.5
CL (mL/hr/kg) 6.38+1.03 4.29 +0.66
B F R @ IU/L)/(1U/kg) 0.78 £ 0.20 0.82+0.15

55 AUC- = M 0 I 2 T8 55 KA HAR LI R) 28 T IR Conax = WEIREE ;s  ty = 1ML
KRR CL=15kRk%; SD=7#trifE%.

- TR T 1 AL (IU/g) AOBE T DX BT RE ™ A2 AR 3 PR 7 XA PR
AR (Coax - Co) /1 P Conx R FERNR T IX fRmimtE S8, Coftdk
2 (REGHD WARAE T IX TS .

(-5 ]

T 2~8Clt R AIE . 2E1EA R
(]

ENTEOR PR

1 M2 250, 500. 1000 B 2000 TU 20 A %5 I R 7 IX4 40 1R 245
1 NANE 5 ml 0.234 % SAENFE BRI TC T8 TR 70 15 5T 2%

1 M EA A

1 SCTG TR B KA T
(EERET)|

36 ™MH .
[ HATHR#E]

HE O 25 M RR1E 1520190046
(302 RiEMHES ]

250 IU/Jffi: S20120053

500 IU/f: S20120054

10001U/ffi: S20120055

2000 TU/JE: S20120056
(%5 EHFaTREA]

% #R: Pfizer Europe MA EEIG

vEMHHE: Boulevard de la Plaine 17, 1050 Bruxelles, Belgium
[ 4=k ]

NV ZFR: Wyeth Farma S. A.

AEPEHitl: Autovia del Norte A1, Km 23, desvio Algete, Km 1, San Sebastian

de los Reyes 28700 Madrid , FEHES

MR BSRAS: 28700

QRS
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BRRHBE: JER T AR EIRH T TA6 KA 3-7 5 AT 3 B B 8-13 2.
BB ZRA%: 100010

HiESH: 010-85167000
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15, K EIEEIRAE IR M EfE, IR 3 /N AER .

ER: AREBREEERILAE 80, CHMHEAEINEE_FR - 2-2&
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(BFE PVC BHPHRERED SEPNFUER. M™HEER [REA
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