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AFEE O TEREOLEMEOEORARIE - BIS/EMRNSE ISR 2Mit 2R T, PR
NI, EHIT20134F 10 A 18 H OEAF @A IEF - B AARHRSEIRLE e AP
FEOFEFRHE T oI, AT Vo — VIdERREH OSSR & oz, 0%, FiEfEA
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V. ARICEY SEA

Y =L D E SR EGE R R ARSI S AT (AMHEE) AT 2014 45 3 A AR
iz,

7.3 EHIHERFEMREEOSE 1 B, 19 MoFPHEEREE ofMR T (2) 2 FEM Lo P % [F R
2R — DR REFIZR L TIT O R (REV 7T - BRAE MY VA REEHTIHEIX
120U 7 F bz, RRFERE LTIEb2v, ) X, EMNFFICLE LR &_ﬁé
FENTEDHZ &, | ITHERL LS LT,

5. BERPRALHE
) BERT—8 /18y 7r—2
AR

(2) ER PRI ERE R
M ER R L

3) AERIGERFRRER
(ENE O HEERRAER) ©
fEFERR AT LT, AH) Sug (n=18) . 10ug (n=19) . 20ug (n=15) ZFIEl, FEINHE 4 BE
KOWIEISS 24 %0 3 [E 2 FES Uiz, OSSR, HuiRMfiix 7 » A% Spg. 10pg, 20ug BT
8.0, 65.7, 121.9mIU/mL T& » 7=, BRI Spg TIIHAEAII R Fy & B, A DR
LTI 0pg Y & B2 b,

(4) IREERIEAER
1) ARG
OEEALELLTRERIHER
B R L

O 1En
(ENE DEERRAER) 7
BN (20~35 %) IZxF LT, —HEBRRBRT, ~7Z NNy 7 20— 0E L k%
I UK A 279 IS, ~TH Ny 7 RO— 11 & 278 BT R FiEs L7z, £7-. SEHIELE
W AUA A JE G CHE AR 94 NICHIINTES L7z, Wb 1opg % 0, 1, 6 » AIZiE
U, 3EIEHOEFO 1 5 A%RICHRERMEL AN L 72, HBs FUAMiAY 10mlU/mL 2L EOEIE
%, BUEIEETRA O FHEH T 91.6% (95% 15X : 87.4%-94.7%. 228 141/249 ) |
ANTHE Ry 7 AT D P F IS T 82.6% (95%1ZHEX [ : 77.2%-87.2%. wsmn%ﬁnf
iLﬁﬁﬁﬁiﬁmﬁTE%i«7&A/7x®fH@&T&% TR LS JRPEIZ BV THE
HEZE R L2, HBs HuiRA2Y 10mIU/mL L EDOEIG 1T, %Lﬁ%ﬁﬁiﬁ@wﬁﬁﬁ%f
98.7% (95% {5 HEX ] : 93.1%-100.0%. 78 B11/79 f5l) Td -7z, RiEHEEERK| L ~T ¥
Ry 7 A1 DR FIESH CRIBSICIEEANCER DO B 521372 - 12,

2) REMHER
PR L



V. ARICEY SEA

() BE - REAHER
MR L

(6) AR
1) FARERE (—RERARERE. FEEARERE. GARELERAE) . RERSTHR
T—AR—XFE. HERFTRERIBROANS

(fif F RAE RS - PSR AR THY)
BEFN 63 4E 3 A 29 H~RE 6 4F 3 H 28 H £ To 6 4RI FE M & /- FAGE R IV T, A
S HERE X 7o JEA~BEFRAE 1145 11,891 1] (FRAIEFIEL 4,109 B1) H. ZE~ 247 ] (2.1%) . 355
TRICBI OGS FE BTz, T DO E72H OIIHEER 93 14 (0.8%) | TEHERALE N 46 £ (0.4%) .
FE23 M (02%) . FOBAEE 224 (02%) ThoTo,

(B FHRRAER A - 7 A v — L ERE LA

TRk 17 4F 9 A~k 21 4 6 H £ TIZTF A v — L ERERUFIA R S du 7o P AE 12K 384 51
6 15l (1.6%) 8 fFDRIFIENFED BTz, ERREISUSITIEREBALE O FERESE O 1RSI BT
J& 361 (0.8%) 51 ThH o7z,

2) KEBEH & L TRBEFEONRRITENE L -HE - RROBE
MR L

(7) T Dt

(B B #%DF

E RN ER R R
HBs #Ji. HBs HLA& & O HBe HUR D 2PED R L OVNRIZAFH 0.5mL (/MR 0.25mL) 3 [H]
PR O PURBHHER* 13, BT 92.4% (1,438/1,557 #1) . /N T 100% (88/88 i) %7~ L7=,
FRANIZ D W CHERERR K M Chele 32 & AT ANEERE Tl 95.0% (662/697 i) & FHEFED
90.2% (776/860 Bil) 1T, B WP ER 2R Lz @ -8 ~10
* PURBERRIL, HIEFTREZ: HBs HUARS R SN =L OB & 2T b O T, BRFFRIZH T 5 5&

Yelhi 2 o~ B OFIE TR,

ER 5 MR R ER
HBs Hui& &% O HBe HUiR DS 2t O E PR A (20~35 %) A X RICENTEE S Lz —5H =
BEEMRENEIFEERRBRICBON T, A2 30 CBH. 12 AB,RX6» HH, 4 0.5mL)
BT UTFFRINEERE L 7=, 3 [ O HBs HUAMIAY 10 mIU/mL PL_EDO#EERE OEIA 1T,
BT HERE T 87.2% (423/4855) . AN EERE T 98.7% (78/79 fil) Th -7,
U7 FAELHOVTIE LI ZEMEERICE S & ARFIBME% 1~15 B BORZ2M25HE L
Too AAZ Rz FHAE LI BRC B W TSRO O BSOS IE 557 B 411 61 (73.8%) T, E72AFI
FOSITETR (65.9%) | ALEE (52.6%) . MEAR (50.8%) . % 23K (16.5%) Th-o7z, £
e B PEO RIS 557 Hid 69 6] (12.4%) T, EZRBIRISITER (3.6%) . 2 2.5%)
BRI (1.6%) Thoto, KRAIZFHAWNER L2 B W) CHESEN ORISSIE 94 4 60
B (63.8%) T, EREIISITER (57.4%) | HEIR (23.4%) . L8 (223%) ThoT-,
F 2 EORISGE 94 B 1061 (10.6%) T, ERBISIZER (53%) Tho727,
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V. ARICEY SEA

(BEFXIANABFREDTH)
E NEG R ER
HBs $URBGEDO BB B AEE N =HAR (11 #)) (2K 0.25mL % 3 [B#EHE % 2612 HBs $T
ROBEENRD BN, Fv U TROBHIEICBWTHEMMERNRD Sz Y,

(HBs i RIEIETH D HBe MRIZED MK & 5 5L EBIHERD B BIF KRR FFH)
B PR PR 5 B
HBe HUF I IE I K D154 L, AA] 0.5mL 1~3 [al4fE L 7= #5 5. HBs HUE. HBc HLik
DG ERG Z b 2T R RO HT ., BRIFROBIEF X 20> 7- (661) .
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VI. EHREIZEHTHEHE

1. XEPHICEESH D EEMRILEHEH

FH 2 VERE BRI D 7 F o (BEREHOR)

EE  BEEO D DILBMOEE « DIREL,

2. XREER

(1) fEFRERLL - fEFRHFF

YEREATL
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PR -

RO L EZSZRT D2 L,
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F R U — YL ERER 12 1Y
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Ff%. AH L XI5 B ayw XU ade B> BILFFA ¥ A L A & 445 MU % Bk L7,
AR B LT 4B TIEWT IS HBs HUEDEAR S, 72 BRIFR U A L R332 G phE
HRNRD DI, —F T 7 F IR T B AR E HBs HURMIE, HBc HUAABIME, AST,
ALT ® LR ES BV, BRIFF A b ARBYSRIE & 72 o 7,
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LRVWEBRORBER THEIEAELEZOND 2D JRAITHEREEZ T IET52 L L LTWD,
BN RBEER L CVWDSDESAFZHER LN &,
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VII.

et (FERLDIES) ICEYSHEA

SERAEIRICRBHERVERREERE B

5 fEH AR DA D R
KGBREE CoFA | (B 6343 A 29 H
S ~Ek 6 4E 3 A 28 H
A it A 2 58 189
AR ATE 511 2% 2643 4109
Rl S 78 B (511 4% 661 177
Bl SO FEBUE B (%) 25.01 431
FEFEFESE F5L A 7603 11891
SIE I B BUE B B 968 247
FIE BI) S a6 B A 4K 1670 355
FEI A FR ) il ==
SEE SOSFEBUEEEE (%) 21.97 2.99

Bl s o> T g FER SR F8 BURE 1 S 3888 (%)
BEJ « B AT I anbE 14 (0.18) 11 (0.09)
E iR 2 (0.03) -
DD I — 3 (0.03)
Z 9 PRI 3 (0.04) 2 (0.02)
HZ 9 (0.12) 6 (0.05)
3 — 2 (0.02)
fily + R SR PR 26 (0.34) 2 (0.02)
B &R 14 (0.18) 2 (0.02)
i (W) v 19 (0.25) —
HIAX « RAG AR R B 128 (1.68) 18 (0.15)
HID 4 (0.05) 1 (0.01)
BAMNAR— v & L7z — 1 (0.01)
AR 109 (1.43) 13 (0.11)
GHE (&) 7 (0.09) 1 (0.01)
FHELON (& 1 (0.01) —
ERELON () 3 (0.04) —
N — 1 (0.01)
HEN 4 (0.05) 2 (0.02)
ASRGIY S 1 (0.01) —
H AR R I E 4 (0.05) 1 (0.01)
AT 3 (0.04) —
T 1 (0.01) 1 (0.01)
WETE - AipEREE 1 (0.01) —
Hng 1 (0.01) —
Foth b 43 (0.57) 0.04)
IR 7 (0.09) 6 (0.05)
N2 1 (0.01) —
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VII.

et (FERLDIES) ICEYSHEA

il S o> FAH FE R SR F8 BURE 1 S35 (%)
AEE IR 34 (0.45) 1 (0.01)
SEREY? 1 (0.01) —
HLE EE 37 (0.49) 22 (0.19)
M 53 20 (0.26) 8 (0.07)
L 4 (0.05) —
N P 5 (0.07) 1 (0.01)
TR 7 (0.09) 10 (0.08)
HR A5 1 (0.01) —
M8 1 (0.01) —
BARARIR — 3 (0.03)
BAREOE 3 (0.04) —
-0 1 (0.01) 3 (0.03)
Jili « RRAE Sl — 2 (0.02)
AST L5 — 2 (0.02)
ALT b5 — 1 (0.01)
IS iSF < GETIND BV == — 2 (0.02)
CULES — 2 (0.02)
-k 25 R P 11 (0.14) 11 (0.09)
PR S5 52 ke 1 (0.01) —
W e 4 (0.05) —
N BE 0D 5715 % 1 (0.01) —
i ST A — 1 (0.01)
B LW 1 (0.01) -
LA 1 (0.01) —
< LR IE 1 (0.01) —
St 2 (0.03) -
DR RE 1 (0.01) 10 (0.08)
WA PR i o b 1 (0.01) —
BRI 1 (0.01) —
— R A By 474 (6.23) 137 (1.15)
ks a v 7 — 2 (0.02)
A 18 (0.24) —
DU e Je 1 (0.01) —
GO 2 (0.03) —
g 6 (0.08) —
SR 1 (0.01) —
FEEL 182 (2.39) 23 (0.19)
R — 6 (0.05)
e () 282 (3.71) 44 (0.37)
R RE 2 (0.03) 1 (0.01)
2HEE () 20 (0.26) 48 (0.40)
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VII.

et (FERLDIES) ICEYSHEA

il S o> FAH FE R SR F8 BURE 1 S35 (%)
PRI 1 (0.01) -
EFTY 2 (0.03) 3 (0.03)
BT 1AL 1 (0.01)

2 By B — 1 (0.01)
Uk 31 (0.41) 8 (0.07)
2EWT) () 3 (0.04)
i 73 () — 1 (0.01)
FO )& 24 (0.32) 22 (0.19)
W T 511 (6.72) 76 (0.64)
TS R 75 (0.99) 15 (0.13)
TSR FE AR AR - 7 (0.06)
TESTEE TR 308 (4.05) 46 (0.39)
TSR s 122 (1.60) 10 (0.08)
TSP 50 L 1 B 3 (0.04) —
TS 2 O PRk 79 (1.04) 7 (0.06)
TSR AR 142 (1.87) 13 (0.11)
TSR B 79 (1.04) 15 (0.13)
TS0 E R 6 (0.08) -
G 1 (0.01)
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VII.

et (FERLDIES) ICEYSHEA

OERKE. &

BEERBIRIBOGTE B (U iR )

HE. EEERUVFHOAEREER

A DB 2 bt FE 3R 58

HH BEIR S B AT
7L HY F6 BUE (1] 5
el % 934 922 12 1.28%
# 1,404 1,360 44 3.13%
Ga il ~175% 173 173 0%
~9 % 10 10 0%
~19 % 158 158 0%
~29 7% 944 915 29 3.07%
~39 7% 602 586 16 2.66%
~49 7% 325 315 10 3.08%
~59 7% 102 101 1 0.98%
60 %~ 24 24 0 0%
R | CohAaR) 172 172 0 0%
Al [ i 180 178 2 1.11%
R RD 15 15 0 0%
kA 885 851 34 3.84%
TR ARl 104 101 3 2.88%
ggﬂggna%é@ 764 750 14 1.83%
) T-F W 20 20 0 0%
Z DO 199 196 3 1.51%
ABE- 48 KR1 | AR — — — —
hh 3k 2,304 2,248 56 2.43%
APBE « 51k 29 29 0 0%
BETEE A M | 72 L 2,058 2,011 47 2.28%
Bl HY 104 95 9 8.65%
TVnE A | 2L 2,021 1,976 45 2.23%
Bl Y 134 123 11 8.21%
i I JBE A M| Je L 2,104 2,049 55 2.61%
Bl Y 32 31 1 3.13%
PR | 2L 1,922 1,870 52 2.711%
Bl Y 243 239 4 1.65%
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W REt: (EALOEES) CHYSES
2 R R SR A A 1) B P B BURE B (i P iAo i )
N SERETE fil] 5 i 6 B 45
A PRI O | mL | B0 | RS
PEfd EIRE! 2,339 2,301 38 1.62%
Re1g131) 2[aH 2,172 2,152 20 0.92%
3[EH 2,037 2,025 12 0.59%
4\ H 62 62 0%
5[ElH 6 6 0%
Herd R 3,333 3,282 51 1.53%
JFER i 3272 3,253 19 0.58%
ZDfth (BZH) 11 11 0%
oz Nl 0.25mL 547 547 0%
0.5mL 6,057 5,987 70 1.16%
Z O * 12 12 0 0%
TR L 6,433 6,365 68 1.06%
GRS HY 144 142 2 1.39%
O A L 6,488 6,419 69 1.06%
GEDH ) 88 87 1 1.14%
CiRiED RS 7L 6,560 6,490 70 1.07%
R HD 9 9 0 0%
O BERE Y 0.1mL 30X 1.0mL
9. BERRERBRICRIZTEE
BE STV e
10. BEKRS
BE TR
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BEANZESIRVIEED Z &,
(3) AFlEMOT 7 F L ERALTHER LW, [7.35H]
(4) $HEFEFHEIVICT Y VI LiAA, Lo EE LT, ik - AECEVWEE2E 57
HZ L,
(5) FEHEHOEENMENICAS TWRNZ EE2HENDD Z L,
6) AANZ 1T ANTEIRY OEHET 52 &,
14.1.2 BEFESRAL
(1) @%., Epffle L, 7rva— A CEET D, 2d, RSO KE LR Ly
NP
(2) FNIESNC H 72> TiE, Mk - HRE~ORELRT 5720, FTROMICEET D Z &,
© PRRREITENL A RE T D Z L,
« ERSFAERIA LS & & RO ALK O 2 - B A ITE IS 2k & . A )
ZTCHEST DL,

(figa)

EHEREEREEOSE 1 i R ERFOTE I8 L CHRE LT,
12. ZDHMOFEE
1) BEERERICE D < 1HF#R

FEEH TV RN

(2) FEERERFABRICE D < &R
HEIN TR
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X. JERREREAERICBI S IR E

1. ZEEHER
(1) EZ B
VI, SEZhIKBICBIT2HHE ] OHESM
(2) T2 HEEHER
MR L
() DIt DREBHER
®. —HRERE 0
- e h-& L
ARERIE H g W (4 35) [ =
b O RERR X, 3 filH 1 B E B (REM) B
. 2pg/kg IR O BB E 2BV 7- DA 1, MR, 1
frj‘ﬁ?za}‘g; T (2 F) | JE. sk, MR, WS s — . FTmhe 2
a;x;i; B K DEINT A —H — T,
o 2ug/ke PP, fUE. DAER. AR B R OFT NS
(FriE) WL,
b A& I 0.1mg/kg OFHEIC LV S A0
R =2 D o o 2.5, Sug/kg | I K 35mmHg O FREE /R L2, ~TH Ry
Y aEc -2 (##1E) 7 29— Tlix, WTNHRAK SmmHg O &
AR LTZICBE 2o iz,
2. =R
(1) BEEEEEHER 17
~ U AKROT v FEHW, A G ARER R KETH 5 S0mL/kg O HE TR O, KT & OREHEN
5B Fih LT,
1) LDso : W94 % 50mL/kg UL
2) —fEEIK. BBR CREMABFEMRR
—IER D AT, T MR NG OB LSNTITERD HivT, SIRET R E LT, @R
B U8BV 28, R4 G L =B ISR O SR T 28 (L (BEHD., TS Mg &S
iz, BRI T v MW CRBRR A XN IEEIE SRS & 2 Sz, 2h b0k
fBIZ, RFHRRE &AM A DRREICERITB O bRhrole, 2D OFEZLITAAIT DK
LTV =0 LT NVORERGIZERT S EZE 2 6T,
) RIEESHMHEHR

B R L

() E=H R
giﬁ'li 18) . 19)

AEE & F W 7 18 )R 28 B3R ) O DNA ETERBR D5 SR AANCBARFBIEITRD DR o lo, F72,
b N Y LB A TN T G R LR SRR 1T 35U T AR K OV D YA I C I L R FREE LT B
LR OMBBENABIZED o 2N  MANICEENTZT VI =T L FRFURAT oA
MRS 2 WET A — L > TAELEZLDOTH Y  HBs HUR = A BE B IKIZITE BFEMEIX

P B IR T,
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X. JEERPREAERICEIY 91HE

(4) B ARSI
MR L

5) ERER LSRR
HUERR L

(6) BFTRI Bt aBx 20
AH 0.25mL KT 0.5mL % 7 D% AMAA AR IS RS U7z Rk sz v, E5 2 B
A CITAEBERER A EN L b0 81T & A EEIT o 7o, R 14 B % TIEBGMEX RO 0.425%
FERE & [RIFREE O RTINS IE R DN RO % WA LR THITE A EEIT R D -
776

(7) T DB HKHEY
1) *ﬁ]ﬁﬁ 21) . 22)
AANIEEIRIET D BER R OFURMEZ RFI LTz & 2 A, ARFITHRE LT~ T AR E/LE
v MIEERPUROBEENGRD v,

2) FEIEDEELE D
K HBs LR 72 A VBT in vitro BRBRIZE W T B MIARR S C3 KON C5 ZiEMH b2 Z &1 n

27,
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X. EEMNERICEAITSEE

1. HRHERES
B, TR R - EAEOLTGZICL VTS 2L

2. BEZhEAR
HhH - ®ER DS 36 5 H

3. EaRNRETORE
2~8C., HWEERETHZ &
4. RFEVEDZE

20. IRV EDEE
AMREBAEMZ 1T L CTIRET 5 2 &,

5. BERIEHM
BAEMERLTA R HY
KFVoOLEY : HY

6. RE—R% - R
R—H4% : =A% %% 0.25mL. 0.5mL (KM /3o Ao 27 2fkietth)
MR 2 TR BRIAT R D 7 F o (BEREAR)

7. EREEFAR
1986 4 5 J

8. MERFTAZEFABRUVEARES, RiELIHBEAB, REMBEAR

W 5e 4 BUE R GEARRAEA ARE MG A B | BOEBAREA B
ANT BNy 7 AP—11 201845 H 30 H
IKPESRIBTES U > | 201748 12 A 25 B | 22900AMX00996000 | (RS —ERER | 201848 H 27 H
0.25mL M)
ANT BNy 7 AP—11 201845 A 30 H
KPESRIBTES U > Y | 20174F 12 A 25 B | 22900AMX00997000 | (RS —ERER | 2018458 H 27 H
0.5mL M)

NI BNy AT DA T VEHF (131 7L 0.5mL 7 10ug) 13, 19884 3 A 29 A fl k7T &
2. 1988 4E 6 A 20 HARFERHAA S 41U, 1990 4 4 A 20 H SRAhEEAEIV L (ffnss: R Em M) Shi-,
2018 FFIC T U o PHLARIASRFE B AR ST Z EATFEV NA TOVELANE 2019 AR H R 2 0k 2020 A
4 A EAMHIBR S 7=,
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9

10.

11.

12.

13.

PEEXFXIREM. AERUVAERZEFENEOFEABRVZTORA

199043 H 30 H

Zhe - 0 e e OV - FH &

BRIFR T A NARFEG D TF5 (FLHBs AE 7 m 7Y v & offH)

WE. 0.25mL % 1[8l, % 2~3EH IR FICERNT 5, B2, 025mL 2 & #EERO 1 f#F A #
KO3 EH%D 28, FEOHETENT 2,

7272 L. BEENAY HBs PUADNER STV R WS IZIZBINESN T 5,

HBs HU % CTh>> HBe HURBGMEO MHRIC K 215 Fcth © B TR RIE 785 (BT HBs AfufE 7
o7yl ofEH)

WL 0.5mL & 1Bl FHOEAE 7 HEAWIZE FXUIMHANICEN T 5, EIZ, 0.5mL 3 2% A
HEHRO 1 EHAZLO3~6EA%O 20, FEEOHETERT 5, 7ok, 10K OFITIE, 0.25mL
FTO&FRROFEG-MRE TR TITERNT 5,

7272 L. REENA HBs HUADERS STV WA ITIXBINER T 5,

201443 A 17 H

ik - HEER

BRIFR D A N ARG O TR (HLHBs Az 7 a7 U o & OfFH)

HHE. 0.25mL % 1 [\, A% 12 REELIN A B L IR FICERT 5, B2, 0.25mL 3 2% #lEHEH O
1 EABLEN6 EH %O 2], RO HETHEST 5,

7272 L. REENAY HBs PUADER STV WA ITIXBINER T 5,

BEERE. B MBRAZEABRUETOAR
BEERREEMERAR (199843 H 12 0

BEEHM
6 F-fH (198843 H 29 H~1994 43 H 28 H)
e EERARIHIRR (2 BE 3 S 1R R
PR
&EI—F
- EAGEEFAMAERE | EHERL=—F - o | VBT MEREAR
IR 784 IR o — | (Y] 2— ) HOT (9 #1) &5 N T
NTEN 7 A®— ]
RMERREES Y Y 6313402G1025 6313402G1025 126291901 622629101
0.25mL
AT HN 7 AT
KM ES Y v 6313402G2021 6313402G2021 126292601 622629201
0.5mL
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7272 U, AR ARE I IBRIFRO TR @ BB THA L7-GE81E., (B F OG5 L 70 £,
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FHESNETORFTRRT
=4 784 AR H
P 5| RECOMBIVAX HB 1986 4E 7 H 23 B (A A, /MR
¥i[E], KA, 77 A | HBVaxPRO 2001 4F4 A 27 B (B, /INR)
a4 RECOMBIVAX HB 198745 A 11 H (EJZ)\)
2001 4E3 A 16 B (/1NIR)
F—A KTV T H-B-VAXII 19874 11 A 30 H (A, /1)

T ORI (2020 4 9 A FF )

=44 b/ QES|
HR5E44 RECOMBIVAX HB
RECOMBIVAXHB (BEIfFHR T 7 F > [ H] ) X BEFATVANLVAD S b,
M THLTRTOV T XA TIL > THIERIENDEGD T2 G &9
hee - 2h R %, RECOMBIVAX HB |34 T OFHR CE RO 5T %, RECOMBIVAX HB
Dialysis Formulation | 18 ik LA D ik A O @M AT S LB T B I H 233880 5T
AV
AN BEREIZ VD, nﬁlfytf“ODJ\@&T&Ef X222 DIEESMR,
RECOMBIVAX HB |%, B LED H L72%., AIREZRBR 0 S0 CBEfET 5,
2.1 Ak - g
RECOMBIVAX HB :
® 0~193%:1>U—xX31\ (1A 0.5mL) #0, 1. 6 s HDAH»F Y 2 — )L TH:
i 5,
® [I~I5EDOHEVFE 1Y —X3[E (1H0.5mL) #0, 1, 6 v HODAr Y=
—LCHERE, X, 1Y —X2[E (1[E1.0mL) %20, 4~6 y HOAFr =
— /L CHIET 5,
® 20l 1Y —x3[E (18 1.0mL) 20, 1, 6 » HDA»F Y 22— /LT
T 5,
RECOMBIVAX HB Dialysis Formulation
® R ADOHBHEINITENEE 1) —X3[E (1A 1.0mL) 20, 1. 6 4 AD
A a— )L CHEERET S,
#F 11 BRFR OB Y 27 L3R IZHE D N O #£H o RECOMBIVAX HB
Ak - s O H &L R EH LT,
%1 : RECOMBIVAX HB Ot X5 HE L #HEAFr v a—L
N D #E BRE LA
R NRL HAOE Sug (0.5mL)
0~19 % 0. 1. 6 » Ad 3H]
(Pediatric/Adolescent Formulation)
HOE" 10pg™ (1.0mL)
11~155% 0, 4~6 3 AD 219
(Adult formulation)
IBIN 10pg™ (1.0mL)
20 % LA B 0. 1. 6 » AD 3 1A
(Adult formulation)
BHTRI B OB T 40ug (1.0mL)
(Dialysis formulation) 0. 1. 6 » AD 3]
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* BRI 2 KBl OHELEIE ACIP OHESE 2 S [,
wk A (11~15 %) 21E 3x5ug (Pediatric Formulation) & 2x10ug (Adult
Formulation) W I NHEHTE 5,
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L L AEHO BBOBREIR E 725 2 &, FERDOIEFN OV TUIIIEIR A 2503 7l BE
TH LR BN IR ESCECOR B EZERRET S 2 L, BERBEK
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BIIEETDLZ L, 1 EEEREA A 7/ Tldk, RECOMBIVAX HB D4 & % I L
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FECIITUARBGEER NI SN D L VIR 72 5,

RECOMBIVAX HB (I RNEFREZICHILO U 27 0D AN TR FERELTYH
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PMELS BB ENFBNTND, EHIZ, MOTAVI =T LNIRE STV 7T
VAR TR LIESA. KT O/NEEEZ ST RETSOR OB ORI R ST
bo LTeldoT, RTHEMIFGANERRZICHLO Y 27 0bb NOHTHEET
2o
RN ST R N IS BERR L 720,

23 BHUIFAR 7 A )V A ~DIREFE% XIXF DA HelE

HBs HUi~DIgE% XX E O FREM:

B BUFR U A NV A~DGGER XIXE DO FREMED & 5 NOEHIZIX TP A &
B2 (ACIP) O#ELE L HT HBs A%tE 7/ u 7 U > (HBIG) DWfI CEEZERT 5
(B 2 1R U 7= B B A F 728 4R I SUERR R SRR KE I C o A )V A IR R
L7ZN) . HERE SN 7-834 . RECOMBIVAX HB & HBIG % f BAPNIZ B OB Fr i (1
ZAE. BREE LA IO o RER O FTAMANHE ) BRE 72 5~ < B R
5, (DIF v —RX%E5%ETT57-%H) RECOMBIVAX HB DB [E4K %
ACIP OHELZIZ U728 » THERET D,

24 7 — A X —HEfE

fEFE 22 A 12 BT 5 RECOMBIVAX HB O F B4 5 0 Eifse B T L B s TR
HTHY ., BMEROMLERIZONTHEERSIN T2V, ACIP XY 7 F 2 %8
TR C BRI 7 A L A CEBH XL O RENOH D AD T — 2 X —HEfE X%
VU = AOFEREICET AR AR L TV D,

BT HT M ONEHT BB C HBs HUIR 28 3 [81 H OEEFED 1~2 % H #1Z 10mIU/mL A D
¥4 RECOMBIVAX HB Dialysis Formulation (F A= — F) D7 — & % —Hf i
A EET 5, PUARRE T — A ¥ —HFROMLEM 2 H4EFHE L, HBs i
23 10mIU/mL RIS R L7z a 7 — A X —BfE+ 5,
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2. BB BRI IRER
1) BER~OEEICET 5E5MER

8.1 Pregnancy

Risk Summary

All pregnancies have a risk of birth defect, loss, or other adverse outcomes. In
the US general population, the estimated background risk of major birth defects
and miscarriage in clinically recognized pregnancies is 2% to 4%, and 15% to
20%, respectively.

There are no adequate and well-controlled studies designed to evaluate
RECOMBIVAX HB in pregnant women. Available post-approval data do not
suggest an increased risk of miscarriage or major birth defects in women who
received RECOMBIVAX HB during pregnancy.

Developmental toxicity studies have not been conducted with the vaccine in
animals.

Data

Human Data

In post-licensure clinical studies of RECOMBIVAX HB, 26 pregnant women
were inadvertently administered RECOMBIVAX HB following their last

KE O E menstrual period. Among these pregnancies, after excluding elective
(2018412 H) terminations (n=3), there were 23 pregnancies with known outcomes all with

exposure in the first trimester. Miscarriage was reported in 4 of 23 (17%)
pregnancies and major birth defects were reported in 0 of 19 (0%) live births.
The rates of miscarriage and major birth defects were consistent with estimated
background rates.

Post-approval adverse reactions are reported voluntarily from a population of
uncertain size. It is not always possible to reliably estimate their frequency or
establish a causal relationship to the vaccine.

In prospectively reported spontaneous post-approval reports from 1986 to
2018, 105 women with known pregnancy outcomes were exposed to
RECOMBIVAX HB during pregnancy following the last menstrual period.
After excluding induced abortions (n=5), those with exposure in the third
trimester (n=4), and those with an unknown exposure timing (n=6), there were
90 pregnancies with known outcomes with exposures in the first or second
trimester. Miscarriage was reported for 7 of 90 (7.8%) pregnancies. Major birth
defects were reported for 2 of 83 (2.4%) live born infants. The rates of
miscarriage and major birth defects were consistent with estimated background
rates.

T—ArSUTHE

774

A=A NZ VT DO

(An Australian categorisation of risk of drug use in pregnancy) B2 (20204-2 1)

A —A 87 U7 D4%E : (An Australian categorisation of risk of drug use in pregnancy)

B2 : Drugs which have been taken by only a limited number of pregnant women and women of childbearing
age, without an increase in the frequency of malformation or other direct or indirect harmful effects on
the human fetus having been observed.

Studies in animals are inadequate or may be lacking, but available data show no evidence of an

increased occurrence of fetal damage.
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Q) /MREFICEAT HEH

H gl

RLA A

KE DA SCE
(20184 12 H)

8.4 Pediatric Use
Safety and effectiveness of RECOMBIVAX HB have been established in all

pediatric age groups. Maternally transferred antibodies do not interfere with the
active immune response to the vaccine. The safety and effectiveness of
RECOMBIVAX HB Dialysis Formulation in children have not been established.
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