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AUC
CLL
CTD
DAF
HSCT
IgG

IVIG

MedDRA
MM
PID

SCIG

TSE
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Area under the curve, =41 3} WA
Chronic lymphocytic leukaemia, WA
Common technical document, =+ A &% 7] &% Al

Dose adjustment factor, & =ZA A4

Haematopoietic stem cell transplantation, & Z7|M3E ]2
Immunoglobulin G, HY=ZEH X

Immunoglobulin for intravenous administration, ®SALE H S
22 EAA A

Medical Dictionary for Regulatory Activities, A 3% 2] F& o]
Multiple myeloma, T3 4%

Primary immunodeficiency disease, AH A WAy =3}
Immunoglobulin for subcutaneous administration, 3]3}FA}-&
Ho 2B A A

Transmissible spongiform encephalopathy, A4 A4S =
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3.2.1 f&st A

3.2.2 °F5%}

1. IgG H#A & %(gG trough leveD= PID 3A} 40 & thJ o= ZAMS|oF 8}
H, o] T 20ME 4o B HAHOZ 3y o] I IS ) ®ESt=
AH EXE FEIT AMELE g6 AFE e T FAY FHH AR
stod, 670 d B Oy ol ool AAAFEE oJFFe] IgG HA s=EF

g

29 gG AA s=F odd Fo AFA IF == A 1

F +B 1§ Hx 23] £ A9 g6 HA F=o wwsfor 41, C 11
29 AS, HuEF dolEHe HA BE¢ 7€z v u(descriptive
comparison)7} stk

HA(AUC), Cmax ¥ Tmax =
3H&= PID A<l #2209 sk TolA AF Fo & < 4149 $HEH U
] =

s 4o} shul, FnE
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M2 SCIG £9¢

IVIG A 8ollA SCIG X &= HAgsfiof o= A-F, SCIGY %7] Fo &&F2 &
ZAGAAFDAPE A &3tAY, A g6 HA s=d wet AT 4 Ao
IVIGQ} SCIG9] ¢F&582 xto]l& QI 5% 4l Ig6 =&(AUC)= HA3}7]
#3l, IVIGH SCIG Fo A ZF 1gGe A3 El(steady-state)o A& AUC HI&EF
B DAFE AdAstal, o] DAFE o] &3t SCIGY %3] Fo §FS AAI
SCIG T &5 A3 o]Fol& 2371 9 4 w3 W3, G HA &%
2 e AHE BUEASEY SCIGY Fo &3S F7F 24Y &+ Aok
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weZzRdel B0 U FUW P AT 5§ Aol
PR @R oI} 8T RN AlEl =S A5 AR
b Ae AAS 4 Apelsk Aokd 7] 3 FBSE AH A ael Al

&8 712l Fgalok wt.

o3t 8% H%-AF AUC, Cmax ¥ Tmax ¥ HA &

20He Fdl= Bristy, Fo & o 47 $HE tUF F
of df AAE AMHASN Hrigh o] o5 HeE WA A
W3T}h kB AP 23tHE PID A= 349 Ao ulek

Ox

D AWFAE A AHE A2 EdAAY HHA - FEAS HIE rol=gkel
(2] F o eFF A A, 2017)

2) Guideline on the clinical investigation of human normal immunoglobulin for
subcutaneous and/or intramuscular administration (SCIg/IMIg) (EMA/CHMP
/[BPWP/410415/2011 rev. 1

3) Guideline on the clinical investigation of human normal immunoglobulin for
intravenous administration (IVIg) (EMA/CHMP/BPWP/94033/2007 rev. 2)

4) Safety, Efficacy, and Pharmacokinetic Studies to Support Marketing of
Immune Globulin Intravenous (Human) as Replacement Therapy for Primary
Humoral Immunodeficiency (FDA, 2008)

5) Guideline on core SmPC for human normal immunoglobulin for subcutaneous
and intramuscular administration (EMA/CHMP/BPWP/143744/2011 rev. 1)
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[22] T55Ae A4 A AR YINT ABAZENL) A

AE 0000
o AHA) % AAdA B9 49 A3 (Primary Immunodeficiency Diseases, PID) &xfo| Ao Al
A= WA E2EA 93t FAA ‘00009 a4, WA, HHAd 2 oFsEs el
A g7l A3 A
A&7 | 00004 002 002 ~ 00004 002 002 (OONL)
o1 B e e S e RS B R e 2 e T A
A]ifi 5 a3y, w0, aga, vaw, 9o
AFEH | PID #4E dde® SCIG 00009 °F&dh, fa4, ¢ 2 Wepde B7hsieh
PID 3tAlelAle] 3719 o] A7 Aoz [VIGE AWMEos s oz s},
2389 @A o]F 470Y Fek IVIG ‘0000 2 SCIG ‘0000% Folste] AAA g
(steady-state) o] A 3},
A 1) IVIG ‘O000% 3~47Fnt} 2~37149 53t Fofstal, D}% ol o] %k%_@-% w7}t
2) SCIG ‘0000% 15wt} 6718 & Fostal, v o] He] oFEshg bttt
* DI 2)9] FFst AnE o] gto] FFZAAS (DAF)E T3t}
3) SCIG ‘00009 %7] ¥4 &%& ZAFAY E& IVIGS 5653 §Fo= v+
S 12709 o] Foleta 4Fvin} oFsd, faA, S Brheth
A EE | IVIG : 0000
o opE SCIG : 0000
IVIG '0000% 2~3719 &<t 45 5t 0.0~0.0 g/kg(AF) §Fo2 3~4F A=
Al FAalstal, SCIG ‘0000%E 408 &<t oA IVIG &% &Fx4ATE 4§
S04 |3 S8 5 0.0~0.0 gkg(AT) $Fo2 w5 9aFAlg. o] % 127149 F&
A 7y 717F Bk SCIGe] &3-2 IVIGS SCIGY] IgG HA F+& H7hste], SCIG
S5 NEs s AY §F24AFTE A&t 12719 5 Tt
ANEAEA = | Aol 2 Ao #x H 4 00 o] H008LE Aol e )
D A 2 == 1A giglle] AW FolE 4 Aldudat
2) AR Ad4y 2 a4
ARZNE | 3) IAEE 2oRE Fo A i MY 59 35 T 45 (HHoE VIG AEE ¥ 3}
4) AgeF Fo] ojdel HAa 3ME B T 1gG HA w=7F 5 g/L 014 o]ojof g
5) 7I17] oAde] A9 omA o FRlE FAWHS AREStaL ARHIAE AToA] 3420 A}
D 238d AlFEe AHH T35 A 7ol e A
2) M gREdoY v 9 AFd w3 L] vkgo] gl A
3) AAZF2EH A9 AU e FA
4) 92 7heAd e A FolAY i Tl A
AL7lE |5 =AY AA AHG A H}O]EV\(HIV) C¥ 249 wlo]l¥A(HCV) &+ BE 7
A vle]lE 2~ HBV)l FA ARt A& A
6) o1 370 ool AFAAE daAA, 2 I JFES Fore I
7) AT Yol 92% A}
8) WAAAAY AAZHAE At 75




5

007 ol4e] PID AHO0H Lo B AAd)E Ao R 3t Lol dxts Y

+2 Fol7] A8 16 AA ¥EE SHa1, 49 e oG AA =t Ve
k5 eHAUC, Cmax, Cmin, Tmax &)& 743t

- IgG subclasses S(IgGl, 1gG2, 1gG3, IgG4), EA 3A(d: Streptococcus

DREUmoniae, Hemophz/us influenzae, Clostridium tetani, measles) 3% 52 =743t}

ﬂ'

- Dose adjustment factor (DAF, %4 A 5)
- SC % IV F9J¢] steady-state®l ¢ 53 4l =Z(AUC)O gk vl &= 5FH
SFAATE A, &G ATE A&t SCIGE 7] &35 Aitgit.
- SCIG %7] 5%F &% (Initial weekly dose, grams)
= [IVIG &%(g) / IVIG F°f 1t (weeks)] x DAF

Previous IVIG dose( )
Numberof weeksbetween IVIGdoses

n

SCIG weekly dose ( )= X DAF

B7pas

=
- 97} Serious Bacterial Infections (SBI, % Al #%) W& (1.04 w9k 7449/

3}
=

Hl

2) @7 9 =4 uoRdel digh RUHE, sol B Aade oig e FriAs

3) HIHA tHAg A=

4) wpolejs 7l AFAA B4 kA A(HIV-1/2, HCV, HBV, HAV =& 31
vlolg & B19& <13+ 7+

5) AA AL, A AdA A

Z2EAXHY ALAHS 95t HT 2LRO|H oAl
of ufeh wepy 4 et
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