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= [QFH B7HAE] FVIDG A= HEHA %2 (inhibitor incidence 09%6(95%
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coagulation factor VIII, beroctocog a, moroctocog a, efmoroctocog a, rurioctocog a [eFee 3] W71 129413, IR(Incremental recovery) 1.99 IU/dL per IU/kg,
KeN

pegol 5ol SAHe] gomz tAH s 5SS 1H A kAol QoFgolude]n clearance 3.05ml/kg per hourE Rl A 2de] PK(>12 to <184) PKE A A(=
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AR (AL A 81 AHAA ARF) A B Lol EAeA ] HE A B Scal€§ EHO] :f - WRio * 045 qg}i( gl?] B ﬁ);t rthmg
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FrAA = }Jxﬂiﬂ(recombmant concentrate)®] AH&-E 41 Aarskar 9lard), %%}%Eﬁlﬂxﬂ = 0.00(Q1, Q3 + 0.00, 220) 1

SARA ZTAAAS AT S Qe Ao AFEEE Ausiu 9;.%5)@7) = [QFHA WA E] FVIDS A= HEFHA %2 (inhibitor incidence 09%6(95%

s SARAZT HAew 87 AAE uwzy] A% = PK ol wal Standard CIL, 0.0-56)), 6478 2] #atolA F 1830 SHFAZ o] dnkgo] yepskal, diF2(137
Half-life #4198 Extended Half-life A& TEHo] gloi} dow AF 2 a4 71)& 7 rl(mild), 4271& F 5 E(moderate), 471 FZF(severe) 2 & L EF.
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11)

rating Treatment of bleeding events

Treatment during surgery

Definite pain relief and/or inprovement in signs of Heeding (e, swelling
Excellent tendemess, andlor increased range of notion in the case of musculoskeletal
hemomhage) within ;8 h after the first rVIT-SingleChain injection

Henostasis dinically not significartly different from nomul(eg achieved hemostasis
conparable to that expected diring similar srgery in a nonfactor—defidient petient) in the
absence of other henostatic intervention, and estimated blood loss diring surgery is not
.20% higher than the predicted Hood loss for the intended surgery

Definite pain relief and/or inproveent in signs of bleeding at ;8 h after the

Gond first rVII-SingleClain irjection, bt requires 2 injections for conplete resolution

Nomel or mildy abnomel henstasis in temrs of quantity and/or quality (eg slight
oozng, prolonged tine to henostasis with somewheat increased bleeding conpared with a
nonfactor—defidient patient in the absence of other henostatic intervention), or estimated
Blood loss is .20% but #30% higher than the predicted blood loss for intended surgery

Probable or slight beneficial effect within :8 h after the first rVII-SingleChain

Moderately abromml henostasis in tems of quantity and/ or quelity (eg, moderate

another FVIIT product, aryoprecipitate, or plasma for conplete resolution

NMbderate irjectiont requires more than 2 irjections for conplete resoluion }nmﬁtagc“thzrt ’IS difficult to control) with estimated blood loss greater than what is
! defined as “good”

oo/ No inprovenrent at all or condition worsens (ie, signs of bleeding) after the first | Severely abnormel henmstasis in tems of quantity and/or quality (eg severe henorrhage

o . MI-SingeChain injection and additional henstatic intervention is required with | thet is difficut to control) and/or additional henostatic intervention required with another

FVII prodict, aryoprecipitate, or plasim for conplete resolution

12) Stasyshyn O, et al. Safety, efficacy and pharmacokinetics of rVIII-SingleChain in children
with severe hemophilia A: results of a multicenter clinical trial. Journal of Thrombosis and
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13) 18432 excellent®t goodoll a1 23-ch 7138k

- Excellent: 3 Fo] & oF 8AIZF o]ylo] &8 A

- Good: A ¥
< Hd 7 W F9leol Ha

of & of 8AIZk ojol EE AFo FAEF TT &8 and/or FF - AT &
=

i)

14) Klamroth. R, et al. Comparative pharmacokinetics of rVIII-SingleChain and octocog alfa
(Advate) in patients with severe haemophilia A. Haemophilia (2016), 22, 730 - 738

15) =g 2249 & 3 (I
16) that<d 4 o 3| ()

17) 5 AP2eFAe aFFolEe] FAYRAR 2 B4 FIF WD
18) Ak A% ol ALEF 1749w U, 2743 = U, 374 U

19) Ao 28w = AFA AF o AFEF < AlFAF A7)

20) A|oFAL A&
21) A4 2859

LAz LAY ddles zA9| og2sts ¢== CGlobal HIRA

,6,

g A8 14d s I, 239 I, 37¢ = U

AlfAE A E oG ARG x oA Al THEE TR e F

x A YA




