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IA 7 AFF FER 1500
IA 7 AT FEFER 2000
I A7 AF T FEH 2500
IA 7 AFF EER 3000

Afstyla 1.V. Injection 250

Afstyla LV. Injection 500

Afstyla 1V. Injection 1000
Afstyla 1V. Injection 1500
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(Lifestyle) . AxhMEOF: (Longer-acting)] £ V) fn%a L7
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Lonoctocog Alfa (Genetical Recombination) (JAN)
Lonoctocog Alfa (INN)

M EefE A« cog

E MERHEROFVIINSB K X 4 OGRS R OBET A2MEa3 KA A~
DAEDT I /R (e FNFVIIO 7 I JFE765 705 16527) ~HI L
7o, HUSERE & OB TR 2 BVIIR -4 >~ 787 2 (rVII-SingleChain, AN
rVII-SC) TH Do AF, 1444 B8O 7 I/ BREEFED S 72 5 45548 170kDa
DOHGNEY Y7 EE LT, BInTHZ F v 4 =— AL R 7 —JIE (DU
T, CHO) Mg bEH s b,
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72 1 CraroHiisssN1oo1 Q2106868 (57 > 7N 7 B #B47)
43 F-& 0 #7170,000 (%7 170kDa)

73 BESIIEAREFVIIO 7 3 BREGIZH <

MG a7 varz 77 rid, Bz e FNFVITE&ATH D, v b
FVII® 1~7647 B L 1UN1653~2332F HO T IV BRIZHL T 5, 1/
ZRAT TIVT7IE. FrA=— AL AY — IR L) S
Nk, U/ 7 bay 77 7id. LA44BO T I 7 RIRIEN S 72 BHES
2N (G #170000) TH S,

4 Lonoctocog Alfa is a recombinant human coagulation factor VIII
analog corresponding to amino acids 1-764 and 1653-2332 of human
blood coagulation factor VI Lonoctocog Alfa is produced in Chinese
hamster ovary cells. Lonoctocog Alfa is a glycoprotein (molecular
weight: ca. 170,000) consisting of 1,444 amino acid residues.
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Day 35 62.7 684 725 754
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OG- T IR g ¢ PIZHEIEHL h N=63, i N=29

3) /NEEE FHEANT— % : 3002736%) 2
12 7% A3 o0 LA A B (FVIIEPEAS 1% &) 2 /512, A#150 TU/kg
WA G L - BSOS ERE/ ST A — & % DITIR T, 6mRiio/NEBE
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Pregnancy

Risk Summary

There are no data with AFSTYLA use in pregnant women to inform
on drug-associated risk. No developmental or animal reproduction
toxicity studies were conducted with AFSTYLA. Thus, the risk of
developmental toxicity including, structural abnormalities, embryo-fetal
and/or infant mortality, functional impairment, and alterations to
growth 1s not known. In the US general population, the estimated
background risk of major birth defects occurs in 24% of the general
population and miscarriage occurs in 15-20% of clinically recognized
pregnancies.
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Pediatric Use

Safety and efficacy studies with AFSTYLA have been performed in 98
previously treated pediatric patients <18 years of age. Fourteen
adolescent subjects >12 to <18 years were enrolled in the adult/
adolescent safety and efficacy study. Thirty-five subjects 0 to <6 years
and 49 subjects >6 to <12 years were enrolled in a pediatric safety and
efficacy study. Because clearance (based on per kg body weight) has
been shown to be higher in the pediatric population 0 to <12 years,
more frequent or higher doses of AFSTYLA based on body weight
may be needed.
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