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F2-ERJL.20% T 25/10mL

=F:|.'|::|‘"J® 0% TFiE 4g/20mL
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) EE - BRSO X )T A2

876343
2g/10mL 4g/20mL 8g/40mL
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3.1 #mk
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4. FHEEXIINFR
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8.1 RANIDMEHIZH 725 Tld EIROEHRIZ BT 5 KK O LT
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AT Do AAORETHETH L CohnDIEIT &/ — V431,
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TWOLELBERETLEORLER1T) 2o [7.22/]
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A0k IFHERERE, MEDH S DLNDL DD b,
11.1.6 M/MRES HEARD)
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12. BRFRRERRICRIETZE
AFNZAI P HAR O B REHUA (R AE QMR IEAIE 0
FEA B S B RPUE. BTHUERSE) eI TBY . &
GRoMpic 2 s ORISR —RI SN L 2 L H b0
T RRZENIZEEZES 50 72, M R oRIMEA
PUSIZH T 250k (A, PIBR UMIDIUIR) 12 & 0. RimERE
IR O MG A A (7 — 2 AR ICTHT 2 2 &0 5,

14. EAEDEE

14.1 BHRANBFOIE

1411 BEHE CHRAET 256021, HHRICSRICRE L, Sl
RL72EIE, BOWEEICR S 2w &,

14.1.2 Mio3H) & ORTIRETF L L,

14.1.3 AANIFEHRTE LIRS PIMEHT A & F20 8
MEOEEIE. MEHEROBENDEHLOTHEM L 2 &,

14.2 BHHRSBHOIE

14.2 10 ANEYWIOIREDPBOOND b DIIEH L 2T &,

14.2.2 ARFNIPER. KBRS, EREER, MESBEITG S TS %
Z b BHEIS U CHEET S 0% BET L, #5E6T
375 E5emiid 2 &,

14.2.3 #% ., He 5 EORMETTTRE IS 2R A (0) Y VR Y TEH)
TRV TSI L,

14.2.4 KR EZ TR L w2 L,

14.2.5 R 5&RE

(1) b7z ) oFGEREIE, PEFEG TIE20mLELT & L, PR
OG- TIEEZOREIZS U TRAOML E THET 5 2 LA
T& 5o Wd72) OFGHEE X, FIAKL 20 H OS5,
10mL/IF R THe 5% BlfG L. RUED 2 U S- Bdh A 5105
DL B IR R20mL/ R & TN % 2 & TE %, 3MH
DEOFG13, BH ORIEIIS U T G- E % i R60mL/ i
FCHRAICHEMT 22 LD TE D,

(2) TGRS SN TVWBEDT, KRG EEZTD
PG G AR D T L,

14.3 EFIZFEFEOEE

A REA B E CIEBICREVWERET 2 2 &,

16. EYEHRE

16.1 MAigE
125 LL oo H AR NSV S AN S B BB 701 & R QAR K &
¥ 5-m0.115g/ kgfR T CHIM B FH5 L 7B mwikig (R
FIPES-BAE21E B ) 2BV 2 MGG EEHERS K OSEBiE < 5
A—=FIZUTFOEBY TH o720,

Mi&IgGIRE (g/L)
®, 3

6
4]
2]
0~ T T T T T
0 1 3 5 7
#E5%ERE(B)

MiETeGREEIERS (CFIOMl + LR 22)
A& L T4 L AR MK TGOS $5 A — 5

AUClast Crnax Cmin T max CL/F
(g - day/L)| (g/L) | (g/L) (h) (mL/kg/day)
9.26 | 7.59 71.08
0=12. 1.95%0.273
60.0 6 +1.99| £1.69 | [22.82, 168.23] o0

A = B, Tuasl S PSA DRAME, SAfH)
LB 2RO AR NFEREREARSERIEEE T RIZ, &K
H 2 1M T 5 (P50, 106g/ kg R /) 1328121

R TG (P8 550, 117g/kgRE/#H) L 7BR0F#1gG b
7 7M. £ ZNn8.09g/L (156, AF#HGHG2LAR) i
8.48g/L (6, 218 B T OAFIFS-FIAG13:8 H L F I T )
& MEGHTHEELL Tz,

17. ERERRLIR
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17.1.1 EINE IR
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W E TS L. 209 L7ENE T2 2:H M T12:8
WG L7z 17010335 AL 25 . 9l T A w1 Rl 11 1
DOLEM & 72 ) OF35F%5-81320.107g/kgRETH - 72,

1308 [ B U 0 0 OF 2300 P PR v o W B . D 3IE D SR RS B 1T 5 1
IgG b 7 71322 N8.56g/L I U8.39g/LTH h . HHEH AL
Eru7) YEENC L DERE (CFIeG T 7E8.18g/L) kit
B2 URARE I CHERR S 7z ARFI TR IS S L 7 TS 70l 1
P20 110/ N - 4T, & TORRGIEIZ2.040F/ N - SETH - 72,
RF G- OBWETIZLI7HI 1261 (70.6%) 12511580 541,
F R EVE RN RSB IE AR A (23.5%) K UL AT BES 51
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17.1.2 BHE TR E)
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i FH 5 D A F % 108 B B CHLA M G- L 720 ARFITHHEP IS4
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N - ETHo72,

RHFNH G- OBIVETZ48BIH 2061 (41.7%) 122371380 &,
F R BE N EASALRESE] (16.7%) Td - 727,
17.1.3 B ELHERER LX)

—sEME (0.3~1.0g/kgfhE /4 L) CTEMIZGE O
T B DGR T T T 7228 L O SRS S AN A (R
BERTABI R R L L ARH & LB R T2~ 68 BT L 72
BB, KAOEGEIE, BHERAGRE T 7 2 EBAES 0 1E
18] 72 1) DS FH 5 D 145%HH 24 18 LA BIAL 2 EE L 72,
RECHH RN 54 L 72 A M B G130, 014/ A - £, &C
DFEGIEIT2 AE/ N - FETH o720

RHFNFe G- OBIVETIL 746192861 (37.8%) 1Z1571EF80 &,
F BN EIE ARG 1261 (16.2%) THh-7:%,
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18.2.1 Hifkff

T ELFHOMEE K O A v 2 2xt L CHURliZ A5 5% (o vitro) Vs
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KW R OBEE BRI 12 LA 7Y = UMERD RO b
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18.2.3 BEZBH{EER

7 AN B BNl SEERT K Ol SRR T &G 1k L C B 28
D 57z,

19. BRI CEAY EBLEMFEA

—f4s T pHAMLERRME NS0 71 71) o (B2 FiE4T) (pH4-Treated
Acidic Normal Human Immunoglobulin (Subcutaneous
injection) )

RE 7)) v REERE L TCERT ARBENGE 0T v,
FI5100ug/mLOIgA % &
IgGH 77 7 AD 5 AIE LT O o
1gG1=56.9%



1gG2=26.6%
1gG3=3.4%
1gG4=1.7%
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CREORYL, EEERE L, D72 & B20EMRET 5 2 Lo

21. ARIRM
FE3EA Y A 7 PG & 0 b EUNCHERT 5 2 Lo
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i 10mL
(Fa—E MV 20% KTiE 4g/20mL)
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(Fa—E MV 20% KTiE 8g/40mL)
i 40mL
23. EEXH
1) AR - EINESTIARRUSR (20234E9)] 25 H KR
CTD2.7.6.1)

2) AENERE WSS THRUR () (20234R9 1 25 H Z4GE.

CTD2.7.6.2)

3) HENER W IREER (k) (202349 125 H KR,

CTD2.7.6.3)

4) Teschner W, et al. : Vox Sang. 2007 : 92 : 42-55.

5) AR ATV = AMEH (20234F9 H 25 H KRR
CTD2.6.2.2.1.2)

6) PR - RGERE VR (202349 1 25 H KGR
CTD2.6.2.2.2.1)
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