yEHB: 2012408 H 16 H
B HB: 20144 08 A 10 H; 20154 01 A 20 H; 20164 09 A 21 H; 20174 03 A 15 H; 2018

H06 H 28 H; 20194205 H 24 H; 20204£ 09 H 01 H; 2021405 H 14 H

ST REH A M E V7R
TN B U B R A B TR T R A
(2541
WA ZRR: VRS A i R VI
Ffm%: TH#® Xyntha®
B4 : Recombinant Coagulation Factor VII for Injection
PUEPEE: Zhusheyong Chongzu Ren Ningxueyinzi VII
[ 5t ]
FERS: EHABEMLEHE TV
AL WAL 80, M. L-AlEMR. —KEFME. S,
G|
HEOURIRY), $ebion BRI J5 SO WA, Tow] WA PR .
| @EIVAD |
I /705 A B3 H A B 32 ) A T
A E T MAR A CGoRMAEREIEFVIERZ) 3 4 s R 75 .
AR AN B LB AT R, BRI ANSE B TR 9T AP ACRS (von Willebrand disease,
vWD).
A7 A B K F AR,
A E T AR A B AR H i 5 .
(3% ]
250 IU/ff~ 500 TU/Jf 1000 TU/M 2000 TU/NE -
[FERE]
HZFE
ARG RIEA MU A BEIRTT AR ENE S T .
2 i B TR BRI RS TR B BB TR VISR Z () T s R A L L 3 5 5 Y R DA R i

F1T, H217]
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AR o AR 5 (I PR S S Y B2 257 i #E KT R Bl S A 2B i (0 b, XA
(RI9R T AT AR U L

A BTSN ) — AN E PR EAL (TU) AR T VIS MR Z0M 24T 1 mi 155 A3 A VI & &
Fir 5 PR P VIGR) S T S T s e e 00, B4 kg AREERY 1 TU R VISP 349 ) 4o % R VIR s 1 7
%) 2 10U/dL. W] T i A o 550 P 5 77
REFE (JU) =1hE(ke) x HFVIHHEARME (TU/ML 5% D) x 0.5 [(IU/kg)/(1U/dL)]

R H H LR R TR, RS DU 6 52, DR VI P A AR 5% Sz BF 3 Py 6
) LSRR K (2 B %8 TU/LD

# 1. BN FEART KA LR EES

BTV T BEHE () /
it 1 32 (%) B R ] (O

B L

. . WEZE, & 12~24 NN EEL

H =+ V A _

sl T 50—gg Zj, EE R WU L
B D S A
R AN R

B 12~24 /N EEFS, 69T 3~4
K, sEIIEMAGO&EE. ERT
BF, 1 /NI PRS2 B R S AT
IR RE RS .

R ILIAT A Y I A Sk
oM. NFAR, BAEK 30~60
7. P L.

RHMATKRFR

BlpiE i, k. s
oo i, BT K 60~100
FAR,

B 8~24 /NITEHEEEN, HEERTH
B, sbmATFERG O &EE .

EEVCH I 5E PR VI A 0 07 R S A R R i 1, JE S T AMRER R 1. e PR &4 52
RSP — ST [0 2% M 0 AL VIR 3 1

IRIEEEA MR A B TR IT 558, BB IRAT I 458 78 A2 IR A VI™ - A 23
T2, NMEBUREAIRAT AT E R EL,

A B

A5 FHAS it B3 mP T SR A TRV S 25 P IR RG] 0.9 %L NI D BIR T e, AT
FRAKES 2524
B -

®  (EREAT NAIERAF AT I T

it
]
=il
H
]
=
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o HHISRAEMBERA (WiEp. ).
o ITITEMEAIT, SO RS N, R A U

%.

PR WORVEI A URCA RO, R BT . SR
FEMCHEST B8, KA RS L, TR 1 KM, 0 KA e
FEAHE Cluer lock syringe), HUAR A0S . ELEUBINCT —HELT0INY, A T2
WDRORR I A SRR P53 R B T HEHITEAT 8 M — 2 Ut A A S

T
L A A B A R T SR B R A 8 25 50
2. BB ORGSR DI

&

3. RS MR B S B G TS, AR T e, DIZTA iR se, JFpr
1R R ZE B TR

4. FEITHEGASNEHERARENE, FERRSHSMERNIUE.

5. KA AR GH L BECRNREGS, BEEm LT I~ Ee,

B ARSI RRATHIEN .
LA\

6. RS, IERBEBGESHERRES,  FFIE ™ SEHE I R e R T AT AR S 2k
ANVESSERAEZE R o FEBRARE AR p It O 42 A A5 5% (0 AT 1A 78

#
=i
N
\]
&
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7. PIWHEN S ERF LA, WESES BT TR R . AN A 1 P ] B
TEST AR RV G A A SLRME A, RS 4% vl e 2 I B
£, BULTAR S EEBAE DT BRSPS R & L.

8. IREESHMPR ORI LT O,

9. KA TR G Lo RS SR AR S AT DAL, W4 7 e e HE ST o
WEBPUE, UMERMRRE N S E R G4 .

53

10. 2218 T RS8R, R AR REBE N Z5 A -

~

I
AT, 217
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1. PRFFEST A GG A AER, BRIE SN IR, BRI AR

ERE: EHATN AR SRS BE TN MR ATGEEERIAAE, &
YU J32 25 3 57 5 P 36T AV 25 i
12. BB, SRR NES 28N .

13. ORI I g, K e S EE R . ERAMEEG .

ER: WERASLEIEER], RO LA SR R B AR G AR sl S R I
.

EUGHT, W BIWEIAE IR TEAE, JRE 3 /NI .

KRB HEEEF R 80, CARTHEMBE —FR —-2-2FECH)E(DEHP)NE
[LWHBEPVO) PRI X— SEAMPLEINAE (BIFEE PVC FHRPRRLRED I
RN T ER. MEER [HEAE] PROEERA.

B
AT B R SR AL A S 28 A FR R (0.9 %SULENATR, 4 mD SIEAMNG, #hkE
WHER 2. 25 25T BOAS B A T JE BRI Mo R AR

TEST AR, SIS AR i 6035 b g S A e R BT AN PR MR RO 38, B — IR TE TR
TESTAS CURA R AR U RESIES 2% )0 eAh,  NEAS T i B2 5 2% A2 P R i

LRGN 2 1 3 00 2 o T I (0 e R VR B PO MR e 1 i

2. ALgfFabaing, I FE R AR RIS G S AL

3. BEATERAKE . S E U B S RINER KA, BOR IR o A B B I N A% AE L
I3k N SE R IIIE ST o MR B R A R P A P S

w
=
N
\]
=)
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HHRERNARARSHELMILHR—FERES.

AEST e IE, ORI R EAKAE o R P A ARAE A OV 2o B A I At Sk A
SRS NG RAR N, AR AR EAS 2455 A b A
(PRI

ZAERILE

sk A it P A6 £ DL AR B B S B B S B CRT AL 378 I R A P« VRS BB A e K IBORRI Jr e €
i WL, ESMERE. K. SRS, RIS, REEE. RO BREh. OshidE. M. R
JLOMKE L WD, AESCEERE LT AT RER R SO BRI T AE N I B U . (S DE S ANE
BHEID.

AR A BN G A S A RIS RSN, ARS8 1Y) I AR FOE A T 2 2% LBV A o

KA EMECRES . ERFE WS PR E6 REAPUATE &, (ALK BHE.
E—TF R, 113 LB 2L V697 1 535 (PTP, previously treated patients)™, & 20 £i7.(18%) %
H LT E G ROV A (CHO) fuidi s, I HIGATAT B B IR R AR

i ELFEAS S AE N B R VING T LA A S AT BE < I ANk Gl (2 07 VI
B NS BAEOL . T BAmEIY), B 2 MBI ARST A AT, 2
LA I Rk e B IR R

AR RNFNE

F iMedDRA R Gi 4 H 4325 (SOCHIEH IE RIEL H), AR RN KA R 3% DU oAl IR W
110); HW (=1/100%8< 1/10) FIAU, (> 1/1,000%< 1/100). RS H A Gl AR k5
AR RN . BIE7154 %R E (5914IPTP, 124%IPUP (previously untreated patients)) 4
I RIRIE VG T I A R E . DR AN BB AR 28 44 ™ B AR FE I g 51 H

x2. KEMHEARKRIILE

ROGBETRE 1R I /1 />
>1/10 >1/100 >1/1,000 &
<110 <1/100
I FNIHR B2 2R B + VIl 47 1) | BB VIIFRs) (PTP)
(PUP)
6T, 32177
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RIERG U N
AU AVE 75 K BHRIB
L RGP PN DX~ JA AT . WG HE, BRE R
i
O IESR IR DGR O E, OF
MRS HIf (A0TSR 8 7 €72dN 1 EA
L
WP R S8, IS FIAG | Pk IR DA X
P
B i g JEV5. Xk, BEE. %
o
B JRAN B2 T H 2R SRRE. KB RE | 20T
WA B S 2 23 | ST JVLIR
]
5 R MG AL | R ek PEIAAIRS | 99 FES AL B, 3 5
N N LT TS R 0E
S E R A PR BHE | REBRE AT m . WEAR
PR FVIUA RS BAPE | Z IR R BT . AL R Tt
e IR P R VLR e n

AR R TR E A ML AW A B A E 1. PTP = BEAERESZ V67 3, PUP = BEAEAREZ I IRT I B
THZEEESN [HEFHE]

5 a1 Ei]
WAL 3523 Va7 I

FEAE 591 232 T ARMBA™ W (1 BUGEKRBEF BURM (6 TURKRTIFL) [ PTP HILA
e, H 10 (1.7%) BlE2 KR VIFH 2w e (1 R (= 5 BU/mL), 9 B

(<5BU/mML)).

TEEP S BEAE B2 2B T 3 (PTP) (RIFVIC < 2%) FFRIASIGIRT 7L (LB 3 1A
G PRI FE--RF 78 3100 o, BHF VIS K AR e R B 4 R, SVRIILACR A BE A
ST TR VR T AR TR T, Horb 94 IR T B> 1 R E, T SIRECH 6775 IR
A 2 B1EE BB AR PG B — i Y. EREEREL (ED, JaFDA 1-92 KD L
B 76 RIK 94 fr b, AW HIUTE IR AR AR B — I v fmi 4, Wi fE 2/ 2R R 50
K 89 hr b, KAFEN 2.2%.

FEARMISCREL (AL 3100 1, 1E 110 ArdsE (PTP) (HFVIC < 2%) MEE] 1 4
FORANGIRN 2 G R MEREY) (BOMEREE, S siie s ) ED M AiEch 58 K GElh
5-140 KD, 98 i /D FRER T AN 50 Ko FERMIN 110 ALEE+, AT\ 4R EEAE S —
DU T 329697, JEIERE G K T AR R &I E], A4t ED MR A ECh 169 K GERA 9-
425 K)o WELE A0 1 B BB R AN S .

B
9
=il
O
]
=
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FERF R R TFRIIMAHR A 8 PTP (K 7VI:C < 2%) MIRKBIF S, EEZ A MIGTT
[¥) 30 A8 2 R 1 MR P4 o

FEX} PTP (FFVII:C <2%) BIATIGRIE T, 7E 113 AL e 3] 145 i A4 .

fEJLE (FEi<12 %, N=37) PTP (B TVI:C <1%) HdbfT A iR 7k, HBUE IR
BG4y L 2 B AV 28 . oA R IR B SR 1A W R 2 S DAL VI
HbriE. WEEE) 2 BIEE (FFERb<e &) H LRI PEARE B R 7 VIHIHI4) . i) 88 1 [F) — Ik Ui iR
i (ED 10-15) SRR TR, bR g Bite, 2 J5 WS BT ECR . w5 535 #5 %
A EF VIR IR R, A BUOMZ I E S R RIATT .

fEE R LW RS T, A PTP P24 w7

TERFBREZE DN 50 KK 144 Bl AN LE L8 B T 78 AR 5 S 7 VI3
RS, TEIRRIE TS A, XFszig s s K7V #0619 (G4 Nimegen U3 Bethesda #1514
e PEERAT TP . PHAER VI B 2 WibadE N = 0.6 BU/mL. fEFTAIEFF, 3 6
(2.1%) & BB T 7 VI #0614 .

Fra g, 15 40 BIANH 16 & (25 BIAH 6 H LK 15 1 12 & 16 ¥) HEERHME DN
50 KRG JLE B PG T 24t Ry, 1 EDLEZE BT MH.

BEAE AR ity i & (PUP)

FE—TlE ARG (AT 301, 78 101 %] PUP i AT /T — 7= G yT 5 A 32 611 (32%)
I 101 Bl 16 6 (16%) NmEHHEE (>5 BUmML), A 16 #i (16%) MKHE (<5
BU/mL). X635 v LM il i 2 8 RECh Ay 12 R GEE: 3~49 K. 7E 16 Bl &l
JEBF T, 1S T R ES ATD, 16 16 AR EFH, Hd 10 62O TP ITL.

—IifE PUP (6 ZLLT, n=23) "IFRIIAMIGAIII (FHIT 4434) , 8 4 (34.8%) &
H LR FVIFIEIY) (4 4B NERE>5 BU/ML, 4 4 E#E NRHE<S BUmL). HLd 5 4
(21.7%) HEFFG 77 R 6 W PR SUI D - VI P bR, B 88 195 403 LA 4 1 A2
SEREHME, 7 A AT i A/ EC R VIR KPR, LT A .

FHIP R EZR I DU (Bayesian) Giit 70 iy

FE U ge it oA, ARFEWTIT 310 IR, XA RMAE PTP (R SCRFPE IR 25 R IEAT T
e izt , 110 BIs2lE FOWER 1 BIHImGEY, 2 BIR KM . DU Hr
TR, IR AR (USER)D HIP R AR 95 % ERRIAETHEDY 4.17 % (& 3D,

8L, 2171
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R 3. s R AERR) T (Bayesian) JEIR4-AR

VI #0k 4 (#9832 2 i | MEREIT) B G5 AiRE R

Nijmegen £ ¥ #H(|HIZ & E| WHBK | o | B° | TR | MHIRERK
(BU/mL) |& BE A2 (%) ¢ 95% LR (%)
>0.6 2 89 2.25 4.5 197 0.9613 4.17

VE: CEIS o 2.5-WEEER B BRI ) 2 B
DHTEE B e 110+ 0T ) 2 B - W2 BRI Y ) 2 ik B e
° JRIONERIEH A EMIMEI R AE R T T2 LIRE4%) MR, EIMREDT 0.95 A
AT PAE 2
d BT RS R B Sz kA E R 95% FIR (FEE /D 95% IR ILRE F, HH T &
KR KT 4.4 %RIINHIP R AEFR T IR .
115 A TR 56 39 18] A0 _E 713 i3 WL B R 97 RO IO AR 5 3 BORIE T B e T I B . AR T i
) ER 3 R 4 o 7 RO A RN /R IR VIS P [ SR AN ) 44, AER R B Y ) 5 0 H Bt
IXEAE L o TP RAMERIAN: R T M. BRI 5 i FoAth H i 535 2 &k B A
HORMHIM. AT #7347 MR B 57 S R R IR 34T e, JCH R e
AT BT
EAEXS R FVIF= A s R M A A B PR T 56T 98t 523 SATH A . 1E Xt
PUP i A W b R IG 1 —38 4, BB T 25 AL (15 ALEib g, 10 SRR 1) 1T %
oo 73X 25 ArERsE R, 20 LB E PP B FEK 2 < 0.6 BU/mL, HATE 15 M EVIN S
(= 5 BUML)HEEHR, G 11 4603%% N, 10 My RFEE SRS, 9N E F%E. Kk,
G 52155 5 1) SR H RN 80% (20/25), BINEHEN 73%, MRMNEEN 90%. 1E 6 A=Ak
TG FE A YME AR ITI R T, 5 AL IS B BRAG. H RT M IE K A4S 5

PEaRss, —AO0 11 0 B MM, —A0 13 5 S35 BB, XS R Re 5 AR SR
Ko

FERN PTP LAJLE AT DAE PTP BT il 7 A 24t (£ Bl s, n=18,
BEER N 12-16 & E—TLFWARF, n=49, BEFERN 7-16 ¥), SHRAME, 7-16 £ )L
RN B R SRAE BN . EaE PTP (n=18, k<6 ¥; n=19, £k 6<12 %) M
PUP (n=23, k<6 %) IJLEEH TIRGFIMG)LE 2 BRI 2 A MERE S RN &
HHL. FraEWT I, 7 48 BIANHE 16 & (28 BiIANH 6 & LLK 20 B 12 2 16 ) W&IR)LE &
HRVAL T At LT T 7,150 RS, ROGES RE P AE S 29 UKg (R/AME: 9

FouL, 2171
Version No: 20210514



IU/kg, fAEH: 108 TU/Kkg).

FrE R, BRI LE PTP A A B B A RO (> 10%) AkJE (26%) K19
(25%) K#H (21%) FIZH (11%). 5% 8ibh B2 il E s i HAa A R R NA IETE (8%). HX

H (7%). =77 (7%) FEEL (6%).

LEiiEER
A it BT R AR AN RSN 3 B B AN T AN
DR B AR T 3R A RS SR B AN E AN BER DI DP A X SEAN RSO [ 5 AR A

[£3R]

KA AT A I B E AE

S T 2 A G B A U R S R R

(& EMERFD]
1. —BREEED

SRS A S IR PR SR P REAFAE AR 22 57 o 4 (8 PR (0 ) R il o, 200 s 1 5
M PRFVIKF, 4T R R RA, DRI IR RS T 3. A 8 ML PR 7 VI~ AR ik 5]
T, Bh T IR S R, N R AR ChAIBTR), R R R
2. BEURMN

51 FH A P BB R AR AU B, CELAR I M S R ) o 7 24K B0 s I8 A B I £ 7 A RE R
THEE, QRESRREEERE]. S TRE . MERE R, B A .

NSRRI B SN, R ST R P AR S, AR SR AR AT AR A, 45 TE A R R
JYRCEE, ALFER L IIVRTT .
3.3 4

A5 FE R AL R VI o 1) 58 PT R B TR AT AV ) o TR RO ) 420 £ SRS 15 9 ) 7 B
FEREA R FVIIR BB ARG, BT 20 ANF e H YRR . 100 /N5 5 H S B TR i . 755
AT 100 558 H I HA A fHI e s 3 b, A —Fh 20 B8 1 VI= s 4y
FRE R R, SR RS D . B, BT RATR S, MY
TR A B TS I -

VDT FSPRD I PR A3 SCH TR T 300t P R 52, AR PR 0 — T M A A B SV
I RT3 1R XU L i i 2 0 A1

07T, 217
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A AEAE FHAS i S5 7 A S D (3 5 o E I 2 (1 AU S B S e = A, B AR R 7
EERLILHIEY/y A R S 11 A Sl PRI R bty d o S e TR o N = e aie et il R SR S E
i, U2 I E TRl VL A 0 0

FEAFAER - VIHIY OCHGZ T 5 BU/ML B s s ) B, B VIG 7l ag
R NP RS IL IR YT TR . XSRS (IR N L R I6 TT I AR A AL VI i) A 2 6 ) B 2
T

MHIYI{E PUP AR W, f£ PTP AR
4. Yt B BRI

e A R E B ROV (CHO 401D s . EIRAMIGIT I, e i3k
N FL BN B 7 A U

5. LR EME
® RYFImIRIGAL, L — AL I B R A VIS KT, DA 8 TA B F4Ef7 2
% K A7 VIR

o RIRIGIRIEAE, 6 B VINE M R A & 254080 1 % 2 8da S 4L 27 &
® U BRI R T e SR L v g B VIS P SR BT K ST, SRR A HE 7 71
B ONARIREI L, 00 S R A A E R VISP, R Bethesda (BU/mL) 77 V24l
A P
6. A
FESRDARAHB R BT, BWENAGAR S e MR — SE RS,
7. BRAEWEREG TA LR E ERARA RIS, UEARE S RS HREFR
BX.
8. L B A
FECA O AR RIS T, B VIR YT AT RERE IO ML XU .
9. FEMRIRAE
N5 R F o ik 256 B (CVAD), MBS F] CVAD ARG RRE 1 XU, He i A 358 Jm) 3k
Yoo B IME R S8 A A o
10. WEE
HE2 )G, BRANEHA 1.23 mmol (29 mg)ih, X THEHIENMNEE, FEZEX .

(5 R AL E 2 5]
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R i 1 AR AT B A BT T I 9T AN RE A R 75 R LA 3 DA 75 R I A T e
W T 55 F R T VIVATT X 3 B2 W (ORI 9 ST R AR it 2 75 S o WA 25 AR AL T

HFIA A TEL R KA, R = i R0 L 3 S DR 7 VILP= 2256 . SR R AT
MRy 2L 30 4 L fof P AS ) 230 B A I PR R AT
[JLEA%]

15 B4 5 BRI A 22 A Ve R S TR CER 7T (n=94) v, 17 BIEIE N 12 & 16 % 4
A E AR S PR R AR A (P C <2%) HERAE3Zid £/ 150 K FVI 7= fia 7 1 & 2>
FRARE R T AR L FTIRIT UG ST . SRS AL E A 47 WU/kg (R ME-fORE:
24 -74), WBISZIAFE R AL REER H 6 K (BME-RKE: 1-26).

FEIX 17 BIANH 16 % BiZ 720 1 ARRIZAHE B, 10 GIZiREEFFh . 78
PESITRORAG 10 B2k b, RIS AMBIT T 66 M. K I (63/66 B
95.5%) fE 1 REL 2 YESTES 7. 78 66 UL, 38 Ik (57.6%) XHIAGIARYT BA I I
BRI, 24 R (36.4%) NHPEERL, 4R (6.1%) ARl

fE—T5EH AT 6 % B B R R BE R M AR A (FTVIEC < 2%) HBEEZE 2
20 K BV 7= ) LFE 22 A VERIT 8O0 e b RS R . AR A, 2 B H 2 AR
1T RBEVIGTT o UGS T AL A 28 TU/kg, AEBISZIR % (K A B Fa i 174 16 K.

TEIX 27 BIANH 6 &2 TR0 1 FIARRKZIRE T, 25 BIZIRELEF S P HIH L. 24
Bl 527 BTG K S A L L T 493 L. R ML (462/493 B 93.7%) 7E 1R B 2 Ik
VESIEAE IR AR (4D ARk ifyy BeE RN T2 IR BOR . TR AR 493
LA, 468 K (94.9%) X HIGHIAYT R AFFIF R RAF A0, 22 IR (4.5%) NHPEE 8.

SIANZRE) ) SHAL, LB R ARG M B AR REBCR. B VI
TEUG. JLEMIBERRE (G T TRME) KR4S 40%. 7T AT Z 5 o 77 & 5 B 145 25K 0%
WERBN 1SS

fEE LB B E TR BT S B1831083 WAt 5EmM, i 1 33 Bil<6 & i) LE Z il H
PR 36 ] >6 <12 &)L ZIRFEWE. 76 [H L EFH T B1831082 Z5R3) 112 7t
H, T 3 B=6 <12 JLEZHRENEE, LKL 10 61= 12 5 2k 8.

[(ZFERA]
A F IR IR MRS 65 D22k . MK, B4R MR RN AMAL.

1271, 217
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(ZAH AR ]

e AN B o
[(Ziid & ]

1) 76 T £EL 5 0 K1 VI o5 A5 Y 3o PO AR SRR F AR 7
R IR% ]

[ SN B ¥R ST A% R V6T I R R G

FEESMITT 310 b, ZARFRZARMIGIEIT TR, I ARG K IRIE R Z H fR iR T . W
NIET 94 BIZWHE, T2 —REGY, il EBHMANREINAITATT) AREd. 94 4
BT SR E R P ALE N 24 8 G9HCKN 27.7 %, EIN 12~60 %) FTf 52k # MR A
55 H>150, FELHTVINETEAKT<2 %, 89 #5323 (1767 285 H=50,

FEABF TN 94 B2k, 30 BIFITAZAE S5 T — BN X230 /1 7L
EIREEZiE H, FFVIEC < 1% 192561 (25/30) k3 ek 78—k (PK1) FIZE =k (PK2)
2B v A

TEVAl 22 S MR S RSO FE B B, BT 94 B2 Y832 T AR B e vayT . FIEN
30 £ 5 IU/Kg, B 3 0 IR T HUGH € ibsif Rz . Wil i, 6 6 fIZikE
P2 T T UGRI R . 94 B2 i1 43 152 A (45.7 Ye)ERESZ B MR T I ARAR S M.
A H M FHAAFAE H R (ABR) IR AAER 1.9 39%83.9, JEH 0 ~42.1).

94 HiI32 i I 53 B2 T AR TIRYT, SIHEIT T 187 IR, FEIXLEH I
H, A7 ORE T RO TRNG T 77 S AR A FE . 180 X ML 110 1R(61.1 %) KAEAERIKSG
ZJ5<48 /NN, 38.9 % (70/180) (I H MUK AEFERIRZGE 24 fa> 48 /NN o RIRTRBT A4 JE< 48 /M)
WHIRZHUE I (64/110 (XML, 58.2 %) RAMATER) . RIRTAP 4525 f5> 48 /NEFH)H b A
60 % (42/70 i) f& B RYER . T IEIT T REBREME . HHRITIHALTER 306
U/kg ([ 6.4~74.41U/kg).

KZE(173/187; 92.5 %) HIMILAE 1 IREL 2 GES A G IE(ILEE 4). ZiERE— 4501k
MR R E ST AT T VEE o RIS WILRST TR, AEAMIRIT I 187 iR IR, A 132 Ik
TRIT(70.6 %)iFE AAER IFELLF; 45 Q4.1 %)iFEN—M. 5 K (2.7 %)iFENTL RN, 5 K
(2.7 %) & AHVEE

2 4. R LM TR B R, AT RRTR A AT R B A
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------------------ T R P —

X B RIS RN 1 2 3 4 >4 2 H IR E
JER LT @ 42(955) | 2(@5) | 0(0.0) | 0(0.0) | 0(0.0) 44

I 69 (784) | 16(182) | 3(34) | 0(0.0) | 0(0.0) 88

— g 24(533) | 16(35.6) | 2(44) | 0(0.0) | 3(6.7) 45
TR ¢ 0(0.0) | 0(0.0) |2(40.0)[2(40.0)| 1(20.0) 5

E 4(80.0) | 0000) | 000.0) [1(20.0)| 0(0.0) 5¢
Bt 139(743) | 34(182) | 7(3.7) | 3(1.6) | 4(2.1) 187

e a fRGF: —URIESHS 8 /NI N IT 4R Y BB 6 (AR 22 A0/ o LA AR S, TE R AN -
b RAEF: —RIES G 8 /NS PYITUR I 4 P20 22 P R/ e I A e e, 8/ 5 B — AN
U e et ol | 1118
¢ & JERTE 8 /NN JETTAG LA REB R SGE, AR R IRBUNER A R e a1k i
d TE/RNL: PO 2 (B RS 5 24 /NI TIRE A B AR T 20, B8 i AL
e BUAE— IRAETBI IR T T AR Z 6, 3 55— ML AR B RV 7= AT (TR 5

& 41 B AR E EHT T
FE— BB T AR B0 T (30 1), AZH T 25 ) B A s e v () B4 (R 7~ VI -C < 2%)
IMAI7 A ¥] PTPs $:52 KT AR R 1A bt
U TR IRE L R TARESE 11 Bl iR, 1 GIBECTESRAR. 5 BITEBETIERA.
1B RAP AR . 1 GIURITIEAN T ARAEIREA ., 1 ORI T AR 16T B
ARJFHIBRR TS QIAR, 1 FIBTERBE. 1 HIEE EHRAR. 1 HIERSCTS b ARM 1 i
VIR . R 5 Pyl ik s 38 IR My BOFI 4 R . £ T ARG KARJE Y, B IeE X+ P
AIT RO AR R I B o BT 32008 IR R R IR & Oy “IE% 7 B0 “Te 7, fEXEE 2 lE
H, 13 B (52%) EARJE BRI, Hd 10 GIARJERMAPFEN “IEH 7, 15 3 BIgr A
CARIEH” U BIE T TG IREES K L, 1 i T B TR R 800 mL, 1 filfE
IR AT RR VIBR A SR AT T ik R R 8D
R 5. BT RUEES

1k M7 2K PPAG B[R] IR %T RiF> ZikE
AN#
F ARG R 18 (72%) 7 (28%) 25
ERWEE T 23 (92%) 2 (8%) 25

“ RAF: 1EMBCRS AR AR (83 AR LT AR A IS DA 2 .
" RAF: AL T E K, 5 R i A M S AR AT AR 1 U U AR L I A TR
CHAARJE A A H R B HEOR 5 6 K, DUEEIE k.
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S )L A i T 3
RPN 5<12 B P HHT A BT ST PUP AT PTP s A ok

R 6. LEANBH BT RER

PTP PTP PUP
<6 % 6-<12 % <6 %

BRER IR S5 1 BN Ak B 7 N=14 N=13 N=22

(IU/kg) * 36 IU/kg 32 IU/kg 46 1U/kg

hA7% (min, max) (28,51) (21, 49) (17,161)

B 52l 1Sk ABR® N=23

H147%0 (min, max) -~ - 3.17

(0.0, 39.5)

FEA I 122 3 TR TT I 2 E 1Y N=5 N=9

MARABR® 41.47 25.22 -

P % (min, max) (1.6, 50.6) (0.0, 46.6)

FEA I 1252 PRI R T 1 2 1Y N=13 N=9

SARABR® 1.99 5.55 -

hA7% (min, max) (0.0, 11.2) (0.0, 13.0)

BRI IR AER T H a7 1 N=13 N=14 N=21

PR ETE (IUKg) 35 U/kg 33 TU/kg 55 IU/kg

P % (min, max) (28, 86) (17,229) (11,221)

gﬁfzﬁ&ﬁ&wimmﬁm 98.7% 98.8% 96.7%

@ AN T I E B A A AR T 7 3 AR 24 M YR T R vE R A2
AT SRPUPHE A R 1) 52 1 & 181G i W e TR Va7 1H2, B—pizilsE (RE%E
(0OD) 87 4, KRZHZREZZ TP . —82il & h %2 0DiE
&, BES I R R WEiET, —8& 1A EE R TEES.
 PTPHIF 78 FH (1 32 3 3 AE FL 2R i 4R A Al A T Rl VIVR )7 5 26 (B akd% ), ANESR{R
B R BAE NS IR TR A AN F0 R R E RS b 77 5 AU R B 0 3 AR 3 24
HVBIT bR R E o
EmsiA]: ABR = 4E H If %R
] P8 B 0 4 5 YR T B s AR R

E—TE 5 ) B JE R GRS B1831083 W7t H, A 73 B2 il & MR IR R 152 A
FRIRIT . XTI, BB, 2. ArEEE. EMESEHEMSERT T, 7R E I A v T i
T WNIEAT. TR YT bR A SR . iR AT TR T NBER M T A S AR A R 1R
s A BREANEE (EHE<6 ZLEERE. >6 B<12 FJLEEE. BAEREZETFESE (PUP).
GG T VEIT B DA E S (RIS TE<1%) BEE) Ry

ERNEEF, AR EUCH B R (BRHEZ[SD]) A S IRECHN 1.6 (0.94). 1E<6
B2 E T, NI RRGE M FEAR ) (SD) A SESHRECN 1.7 (1.04). 7E>6 F<12 [

ZRE, NIRITEUCH B ILE AT (SD) ARSEFHRECN 1.5 (0.89). fE PUP 1, ARYT
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BRUCHT MR IT Y (SD) A FESHAECN 1.6 (1.00). EERSZREF, RS RIOH H =
PREIFY (SD) A SHRECN 1.8 (1.03).

SRS 1015/1610 (63.0%) K M@ 1 RESER, 352 (21.9%)% H I8 2 k5T #
W, 139 (8.6%) Uk HYMLIEIT 3 YRIFSHRR, 96 (6.0%)Ik HiMLIET 4 VRiF SRk, 8 (0.5%)k H MLidE
WRT 4 RS R . BARTTE, K28 M7 B vF 2 AR ® I (46.9%) i
(40.0%) (£ 1)
R 7. WHRIT B SRR RIS

IEMFFR n (%) B ks JE SRS g =Rz )
(N =1610) (N = 958) (N =2568)
E[gee 741(46.0) 463(48.3) 1204(46.9)
s 633(39.3) 395(41.2) 1028(40.0)
— i 229(14.2) 98(10.2) 327 (12.7)
TG NE 5(0.3) 2(0.2) 7(0.3)
Fioat 2(0.1) 0 2(0.1)

W5 n=WEEORE, N =DUE R M2 067 I SO .
H 14 12X EH#HAT T FRBEN . EFAYUK, kiR w70 # v AR i
(71.4%) B4 (28.6%), AJEVER NAEE I (75.5%) FI“Uf” (24.5%). FEIL & 8.

R 8. PARBBIIGTT I L MLYT R 45

IEMIFR, n (%) FAH V=
(N=14) (N =14)

E|gse 10 (71.4) 148 (75.5)

It 4 (28.6) 48 (24.5)

— K 0 0

To L 0 0

Bt 14 196

A5 n=WEHE; N=1EFTARMPTEGSTIIRBEAT k7 Rer ) 32 1 Hoi .

[z ]
2R
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FEAPEPERE M AR T, TEAR VIR SR T IX AR T, ROIRBREA - X et s e
B Xo WA X AR e LA e A R (L, ek I £ 4 i 1 R A R AT e, TR
e

Akt ANE B AR E AR TV, HLIhRERS RS ATEPER VIR . A0 A
BERZ PR TV A it AT 2 I A RORE M B e 2 R VI, A it 2 2470 s PR VIR L 2 7K
M ASE 3K B8 56 PR 5 L SR o 2 5 4 1) T I 4 I

M99 58 AL 0 B ML N 18] (aPTT) SEAC . aPTT FRI5E 52—l i Y A st o P VI
HME AT R, A RIIR T R A aPTT 5 1L,

HHEH
— R EE AW T, SRR EE T SPUE TR AR A O, ZPUAES TR
A& (£ 73510/kg/R) AR NSRRI h R LA 25 15 R il 2.

(430 /1]
EP T e AR
RO REE VRN 12 2 60 311 30 BIAIA AT BAE 5 BUTES 50 TU/Kg AddhJa 1I254K3)
TSR AR T, 25 B 521K JE RAE BN 50 TU/Kg (A S ST, 2 JakEYT 6 1 H .
HEHE 6 MW, GNRFESEMEL RA M RIS T 255 LR T RE AR AL -
FE 75— BT, £E 30 B 12 S RIIACN A 2ikE T, 8 RSB R T RN 2l #E 1%
2T BN 50 IU/Kg AR fe 3R 9 ML REE T IX L2 A4 RB) 1% 25
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R 9. ZRMAR A BEBZHIIEN 50 U/kg &5 )5 ARSI 1% 58 CFH +SD)

ZH R/ ®6MH FARHEr

(n=30) (n=25) (n=8)
Cmax (IU/mL) 1.08 £0.22 1.24+0.42 1.08+£0.24
AUC, (IU<hr/mL) 13.5+5.6 15.0+7.5 16.0+5.2
ti, Chr) 11.2+5.0 11.8 £6.2%* 16.7+5.4
CL (mL/hr/kg) 451+2.23 4.04 +1.87 3.48+1.25
Vss (mL/kg) 66.1 £33.0 67.4+32.6 69.0 +20.1
[0 R [(1U/dL)/(IU/kg)] 2.15 + 0.44 2.47+084 2.17 +0.47

Ai'5: AUC. = M FT0T5 KA KA BT A 26 T T AR s

sy on=%WAHEHE; SD=IrdEE; Vss=RE AR,
*— il 52 R T ICVE S e AR HERRAE T 2 5

Crmax = VIR tn = MARIEERFEFN]; CL =Kk

10 EIRT 9 HJLEEZHBFE 50 [U/Kg Af G HRIZARE 125455, Hb 4 Z4E88 14 5 15
th, BA 5L )LEER N 3.7-58 . SEAME, JLERFZE

%, AT BRI

W, JRkRR R TR iAE) KLE 40%.

F10. 2RMAH A JLEBEEZRAIRIEN 50 1Ukg AR5 HRERBI 1258 CFH +

SD)
¥ #)L (n=5) HOE (n=4)

FRe (BME-ROKME, %) 3.7-5.8 14-15
Cmax (IU/mL) 0.78+£0.34 097 +£0.21
AUC, (IU<hr/mL) 12.2+6.50 8.5+4.0
ti2 Chr) 83+2.7 69+24
CL (mL/hr/kg) 6.29 +4.87 6.62+2.16
Vss (mL/kg) 66.9 +55.6 67.1+13.6
[} % [(IU/dL)/(IU/kg)] 1.52 +0.69 1.95+0.41

A'5: AUC» = MEETCTT KA MR LI (8] # 28 A

sy n=2RXEHE; SD=IriEE; Vss = REDAHEH.

Crnax = VE(EIREE; tip = MRHERFEZEW]: CL =k

£ 19 #i PUP ftsid, 17 # 28 K& 2 % LUFJLELERFLIFIERT RN 1.32 £+ 0.65
(IU/dL)/(IU/kg), 2 ] 2-<6 % JL#E AN 1.7 F1 1.8 (IU/AL)/(IU/kg). B& T ¥ 2312 m 6], ARIE
I (] (1P 3 W e e e (2 ) 6 IRUTALD, MAMELE 0 CFEAERRHIY)) 2 2.7 (IU/AL)/(IU/kg)E

P9 .

NEERAE 37 B1)LE PTP BN T, 50 IU/Kg 4525k G MR R A 258 1122 550

£ 11. JLE PTP ¥ 50 1U/kg IR 4 J5 A FIZRB) 1S (CF351SD)

PK 2%

E N

P 2+ SD

Version No: 20210514
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SR, (TU/AL)/(IU/kg)

Fib<6 % 17 1.7+ 04
FHY 6-<12 % 19 21408
Cunax, 1U/mLP 19 0.9 (43)
AUCing, TU-h/mL? 14 9.9 (41)
., h® 14 9.1 £ 1.9
CL, mL/h/kg" 14 4.4 (30
V., mL/kgP 14 56.4 (15)

kT W R R ST SME £ SD, BT HAE S N LAEIME JUTCV%) .

b 6-<12 B

AW s Conax = MBI IR MR L ; CV =225 R H; AUCine = M 0 it S 1E 2 T PRI 8] ) i 5 % 2 -
AR R IAR b= AR EREER]: CL =¥8RRF; V= REDMER.

JLBLARE (12~16 %)

TEESMATH 8 HIBEAE B2 BT 12~16 & BF AT T ARMANBN 1 . XL
JLEBE R, ZREE SRS RAER 50 kg —AZEIS R0 7§18 T4 SD)
Cinax A1 AUC.Z3 54 1.09 £ 0.21 TU/mL A1 11.5 + 5.2 TUsh/mL, “FHiERRRAM A FFE 1 55 5 R
5.23 + 2.36 mL/h/kg F1 8.03 + 2.44 /i (JuFH 3.52~10.6 /INiF), P KAEAMA A [BIICR 435N

2.18 +0.41 (IU/L) / (IU/kg) Fl 112 + 23%.

o B 2R3 1 2R

B1831082 & —HfE P E B M AR A ZWHE PHATIHZ O FRBE. RAETIR. A5
T T 3 Bl=6 <12 B WHZIRE WEIE, LA 10§ =12 2 WHZRENEE. ZREES
TARRBIZE —RZA R =R (B4 72 /AN N, D252 1 AT A Bk ifi R VIR ) (1) 78 97
LIRS,

ZRE S M TRKIE 33 Ko FHEMAIE-1 HZM 28 Ky 550 Hy LS 1 HAZEM
4 Ko 1 H, £ 10 7Bk N EEKESS BT E 50IU/Kg 45 i o

TER o E 2R AT AT TR, WEREIN PK 2805 A 7T i 45 2R, A e pop
FURR KIS AN 50 IU/kg %A, B2 M RiF. SEEKK)LEMRE AL, 6-12 21
JLEE B iR UKL (AUCInf, AUClast fl Cmax), M fiAREm, RISEREMS, CL 8BS, taE.
F 2R ERL T PK 240
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R 12. MK TV 2R3 1 =S BUE R R 5 45

M, BAL

ENEIEE

SR Gt 2N
A 50 TU/kg

>6 £<12 % >12 % i 2k E
N 3 10 13
AUC;y, IUshr/mL 7.931 (50) 18.48 (41) 15.21 (58)
AUCs, IUshr/mL 7.702 (51) 17.51 (40) 14.49 (57)
Conax, TU/mML 0.8952 (18) 1.235 (47) 1.147 (44)
Tonax, hr 0.250 (0.250 —0.500)  0.500 (0.250 —3.00)  0.500 (0.250 — 3.00)
Kel, 1/hr 0.09844 (24) 0.05215 (28) 0.06039 (39)
ty, hr 7.173 £1.77 13.76 +3.77 12.24 +4.42
MRT, hr 10.09 (27) 18.92 (26) 16.37 (38)
CL, mL/hr/kg 6.653 (30) 2.669 (38) 3.295 (56)
Vi, mL/kg 67.18 (10) 50.53 (30) 53.96 (29)
B[R (IU/L)/(IU/Ke) 1.695 (5) 2.498 (47) 2.284 (44)
RN 1% BHE X RR 9.

45

SD = #3#fE#, Mean residence time (MRT) ="F-4)¥i B4 i+ 7]
& IR JUAAT 231 (%CV) 5 BR Tma ISR GERD 5ty P35 £ SD NEARFIIE.

T 2~8°C BEARF Iz . 2R 1A% .

(a9
[E]
ZNTX IR

1R S P B 2 N8 I R VIR 8 5
1 ST 4 ml 0.9 % SUALBARRREIR AL S &5 S HERT

I AN G 3

1 ST B Pk e«
CEZH]

36 1M H .
[3ATHrE]

%CV = [ 7r AR R %, BRIVl = BE R 7V he = /N, TU = (B PR, N = IANGETH NS 52 i E A3
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B V2 e E A ARAE 7820180011
(2 025 miEAHES ]
250 IU/Jffi: S20150003
500 IU/fi:  S20150005
1000 IU/ff:  S20150006
2000 IU/fi:  S20150004
(456 EiidrT#A Al
% #K: Pfizer Europe MA EEIG
EMHhE: Boulevard de la Plaine 17, 1050 Bruxelles, Belgium
(4= 4k ]
N ZFR: Wyeth Farma S. A.
EFEHibE:  Autovia del Norte A-1 Km 23, Desvio Algete Km 1, 28700 San Sebastian de los Reyes,
Madrid, FE¥E % .
HRE RS : 28700

[EABRTTR]

AR HEH IR AT PR A F

BREHMNE: LT ARG IX AR ] AR 3-75 1T B RES-13 )
HRB4RES: 100010

HiESH: 010-85167000

PR HHER: 400 910 0055
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