[% & & W]

[ Rtk 1

(B R]
[{ERSMEIE]
[ (=2

[(RRER
mA &

[FRRE]

ZAEEES: 2023F118218
BB HER: 20255128098

EHZEFRES (RBERDE )

Recombinant Hepatitis B Vaccine(Saccharomyces cerevisiae)
% BB
BIFAER B HEENES TER

BRASK. BAZFSEE (REES)
BZFR: Recombinant Hepatitis B Vaccine ( Saccharomyces cerevisiae )
SRIEHEE: Chongzu Yixing Ganyan Yimiao ( Niangjiu Jiaomu

ARAHEAREERSRANZEFXFESREANER (HBsAg) L4ifk. RAIRM, MABHEHHER. AARERS
R, TRTEMDE, BEH, T%Eﬁl‘ﬁ@%ﬂo

BUMS: ZEFFRAESRENR

wEh SEKE. S,

FREBTI6SUTZEFRBREE . THETIIAR: HE/L, HHEEFNHBsAg. HBeAgMEE . £FWEEREM.
BMARGE, TRENGFERZEMRSNREN. BT,
&HR0.5mL. B1URARFIE.5mL, &HBsAg 10ug.

(1) T EE=AIMNES.
(2) Erti@2F 35, HBITE0. 1. 6FEM. MEILB1HEHER24/0\RES . 165U TABRSIRAIER100g.

REIRESRIS fﬂ%ﬁi%(CIOMS)?E?*TE&r“EEZE(J > +HER (=10%) ; ER (=1%EH<10%) 5 B8R
(>01%E<1%) ; 20 (=0.01%E<0.1%) : +HFR ( <0.01%) , HHTRAMT

1. FREMIEFKILE

EREERR15378ZitE (HPEIE068HE/ L3404 =165 FitE ) 25IRFKiLK, HA7682ZdEHMTEM
FIRAER. RENZEUNREEHEMTRESREME28XK.

LHMEHINARRKA

. R (RE, —3) ; EEEER.

18I0 SESTEBAIANRK o

BIpEEEL

B0 X, 855,

IS RRE

B BT,

AR AT,

Bl: SERE.

2. FREA LHEEDN

TRFARFMET AR EHENARIRSE, BTXUREREIMETFEAR, HELERGETHEPROLZERIELHERE
ESREEREXE.
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ESURATEBAEFRAL: JFEEIEBAAEMERD . EHIBABHRA
%Eé?%??ﬂﬁ?é&ﬁﬁ: RE. IHMENR. SH2. REE. BARERD. 122, MEMK. Bkih, S8tEm. 2
ZEZAR: 3

MERMERRER: MIMRBESR, MEBEK,

MERGER: MEBENEMRE. K. 2R, EE. SR, M. M.
A BB A4 ARRNS: ALANE.
EMRERRPEPERIHOEATRREL, EEHEE.

HAFRAESIBBNAENTRAERERBHR, MBGXLREEN; EYFNREFEHNXROAR (2
IMRRDES M AZBEE ) , FIERHTR TN . AREFDER PRk .

(& 21 (1) Eiﬂiﬁkuuﬁﬁﬁﬁéﬁﬁk‘ﬁ BIEFEHLUR RS 8
(2) Batsrs. mEEMRE. BIHRRIHSMRIFINARE.
(3) $5Hse%‘ BORRETIE B TR R E o
(4) SRR, ZEFABRARHRSN ZBFEHTEE .
[EFEERI] E LUTEREER: REMCABRERLE . BEEEHEE. BRSLE. IHERE.
(
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1)

2 ; TR TF ZBURF KTBR R RO B 1S A B AR A FRRE S TURH 2 BLURT K
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(4) mERIFRERIENER.

(5) EARNFEDES, IRERERN. TERNEREAYE, RERAERUENTEER.

gg; ; %? E{Zﬁ?%g% LS BREREFESHRMNNDHA. EZTHEETHENERHNREDI05 .
SRS R IER .

(8) 1557%1#}:&&.—;”‘( FREREERE, —RABENHE24 . WTORMEMRIEIL, MiTHHE2. ¢ IEMRER

[ggﬁg% . BRIEARREZARBABAZERARNOIGRIRHIE. EZAREERLR, BNSEEIRRS/NEITFHERE .
% 7 (1) SEibEERMEN. AREAHTES (£, FlEN) EMEtEENARRREREMNNIGRAT. BEIETH
LER=R 1) BEIULAFN AR SE bR R RN
(2) SEMZSYEMEER: BERENGIIERNEY, SEREMHA. T, RREEY. KkiH. MESREDY.
RECKEIRERAYE, ATRERMEENAT ARAIBREE
USRS E TR EEY, NERATEREMEIEE(E, ERARaEN ST LEN.
[ ] F2~ 8 CRELREFRIIEH -
(8 #] e, /R, /R,
(5 & #l 361A
[#h 1715 ] YBS00142021

[# XS] EZ5#EFS20237015

S [SREEERAAL Kt e mmmmsm R
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- d 52022
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BEHCBERFRES (RBEED)
Recombinant Hepatitis B Vaccine(Saccharomyces cerevisiae)
% BB B
EFRRAIEIRAEHEETES TER

BAAKR. BAZEFLES (RERS)
X HFR: Recombinant Hepatitis B Vaccine ( Saccharomyces cerevisiae )
SUEHFE . Chongzu Yixing Ganyan Yimiao ( Niangjiu Jiaomu )

ARFREAREFSFANZEFRFETRETR (HBsAg ) L4k, FAR
W, MABBENBESR. ALEERERG, TRUERIE, HEHR,
SEEAHER.

BRAS: ZERAFERENR.

el S8KE. KU,

RGBEAFI6FUTZRAAHREE. LHETIAR: FEIL, HHIBEEN
HBsAg. HBeAglRM#E, £EHBEEM,

BMARE, TRMIESERZETARENEREND. BTHBZETL,
HF%0.5ml, F1URAAFEO.SMI, &HBsAg 10ug.

(1) FEBE=RNNAES.
(2) ERiEiRF 3%, FRITE0. 1. 6FEM. MEILEIHELEF24/N
RiES . 165 AT ABE1AFE A 1009,

REREZNFAREZERS (CIOMS) #EFRRNEZERHH K. THER
(=10%) ; R (=1%H <10% ) ; B (=01%H<1%); T (=
0.01%E<0.1%) ; +9FR ( <0.01%) , #FITHEAMT .

1. AGBERERRE

EFEERH153782iRE ( HPEFE068HEILM3408 =165 %ikE ) 25
MR, HA768RRREEMT EMFRAR, REMTEHURBEEE
iR E L REME28K,

2 GHEFHBAR R R

B, R (RE, —dH) ; SESTHRAERE.

1B SESERALAAK

BBEEEL

180, ek, S5,

FRRRBFE AL

L. RACTRE,

WARGE

HI. WEE,

B

L. FERM.

2. AFER LHEEN

TRAREHETARETENARIRSE, ATXLRERAMERFEAE, &
M RUEH I ERE & £ R B RO IR K £ S E A aX M,

SEM RGBSR ST EBATE MMM, TS BE R .
RERR R THREER: K2, SHMERL. ZRS. BES. BOAIMERS.
. ME MK, WK, SRR, SR,

MERMKRERG AR /MR LR, HEEL,
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ARG MARMNER. K. K. BE. BN, Mk K
B,

LA B RESARRR: NAHE.

AWEB AW AL H R ENEEARRRE, BEMESE.

) EMMARAEEARS, BAHNNEFRIEE,

) BRAMER. FERWRRK. BHRBNANRERNERE.
) BREG BRI AR TR E R G RRE
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(4) MUFEME, ZERARSREIENZ R ORETHE.
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(1) UTHEREEA: REMDPABRREE. SEMERE. W3
2E. IHERE. N
(2) HTATZERLERBNBE ST BHEMARESAYZEF
%

%o
(3) ATFRREHMERNAERFREI RERRYR, MBtfXL
WEREM; EXFURESH B MK AR (iR ES A
WmBE ), UEEHOTE TS, AREEFELTHBAERSEKEIH.
(4) BEMFBERIAMER.

(5) ERAMNENES, WREBERERE. FERBIEYE, RERAERY
FEHREEA.

(6) NEHB LRESHY, NEBRFREFEIEREN A, BXEHE
TSR N ARSI E D305,

(7) PEEREIDREM,

(8) EHFHFHASH., REEREERE, —RAFIHE2H, ITHE
PRETEYERIL, dUESE2. SHNERER.

BREARBZARBAMALERAROERRREE. ERARRERL
fh, BWSEELRKS/NEITHEERE.

(1) SEMEHEREMN. ARHRFTEEY (£, AN ) SEHEtREY
AR REEEHMOERT . B8 T HIE T MU A % 5 H Ak B R
SSEAL

(2) SHthAYMEREER: EERENGERNAY, SFERENHT. k7
%, MRBAY. RAF. RARSHEAY. KREBBAANSE, THESRR
DI SSPNTY: S b VR

WIEESUE G E AN AR bERRZEY, ABRTRAGYEEEER, &
MAREWESHELER,

(o= i) F2 -~ 8CRIRFHEH
(& %] T 1¥/E; 3X/E.
(7 % #) 361 A

[#h 1745 # ] YBS00142021

[t XS] E 755520113012

S [BREITETRAAI S R —
. . _ A ZFR: A R TRHEAT
- £ B AFEMHRHRFEREELT  Bojing Instiie of Biological Products Co, Lid.

5 L bR RS se— P ERHLRSFRAFRRKMN 6, 05
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EHCERRESE (RBERS )

Recombinant Hepatitis B Vaccine(Saccharomyces cerevisiae)
% BB
BTHARZERHEEIMES TER

BASR. FHEEFRES (BREES)

BEYZMR: Recombinant Hepatitis B Vaccine ( Saccharomyces
cerevisiae )

IEHE . Chongzu Yixing Ganyan Yimiao ( Niangjiu Jiaomu)

AeAREEARBERSRANZEFXHRERENE (HBsAg) 24
. RARM, MABEHEBRENERER. AAAeRBRE, FTREITE
MoE, ZEH, FSEERBER.

BHHS : JEFKRESRETR.

e S8MdE. SR

RmERAT16ZUTZEFXZREE . THERETFIAR: HEIL, %5l
EEFHIHBsAg. HBeAglRME . £FHIEEEM,

EMARE, TRENGTERIEFBRSHREN. BTMEIE

H:Fﬁo
§320.5mL. 81URARBRE0.5mL, &HBsAg 10ug.

(1) FLEE=ANNMES.
(2) EfteBiER 3%, 2RO, 1. 6BEM. ME)LE1HELE
E24/NRIEST . 16F AT AR URFIEN 10070

REFREFRZFHLOERS (CIOMS) EEFARRMAEERNDZE. +
DER(=10%) ; BN (=1%B<10%) ; B8R (=0.1%H<
1%) ; W (=0.01%8<0.1%) ; +HFW (<0.01%) , #HTHE
R

1. FREMIGFKLIE

AFEEAR1537E3FHE (AP EiEL063#4E)Lf13408 =165
nE) 25K, HY768Z3FHEEMTEMFIREKR . EFHH0
ZeUNREEEENTTRESEEMNE28X.
EEFHENARRE

B, BN (RE, —3H) ; iE5EAERE.

B EEEMUAREK .

BB

B0, IRit. iEE,

PR B IS R E=EL

B, BETR,

R RF T

B, IEhE,

FEMRZEEL

El. RERME.

2. ARERLHERESD

TIRFAREFHETFAR LHENBRIRS, HFXEIREREMERFE
ABE, BELUERGITERNEZERS BRI HEREESERFERN
GEPSEN

LU RAEAPUSHRE . FHIBMLEERM . F5BABER
N,
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FREAR R NREARERRS: K2, TH8ME%. SHE. RS, Z
TRGERZ. B2, MEMKER. MRKih, IEIMERRTR. SO
.

MERHERG RS : MAVREBDESRRE. HEEK.
MERFHERK: MEBUENESRE. RK. 2R, BE. B®RE. K
*. MR

P B MR AFARER . IAHE.
EMREARABFERINEOEAARRE, BHEHESE.
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(1) EMNARFIEEEns, SEERURPETHE .

(2) BatERs. FEERWRRE. BRI RFIIIIARE .
(3) BREHERINEMH TR E R FRRE

(4) DIEEmR ., ZEPRESRESSMN ZBEMREETHE .

(1) UFEREER: REMMAGREEE. BREEHRE. B8R
BE . IHAKRE .

(2) JFAFZEFFXRERPIEE SR EM A REED T 2 BT
Ko

(3) HFRAESBRINEFFEARRERENR, MERXL
BEEMN; EXFNAESEEMREEAR (0 ESm A
BmEE) , IERHITRTIEN . AEEETER AR
(4) EElRFFEERZRIER

(5) ERRINADES, WEERERK. ERNBRERE, BEHR
RNERMEHIREER,

(6) NEABLBRREHY, UEBEREFEIHRNNSKAE. #
ZEHEE TS ENENENREDI0DH .

(7) PEEFREDIRER

(8) EFF1HELASH. RREFEBRE, —RIABEHE24.
T ERERMEMRIER)L, WiESE2. SHNERER.

BRIERIKGEZEARBIABEAZERRRNIGRLICEE. SZARS
EAARR, BNSEEHERRES/XEIHEERE

(1) SEMEERERMN. ARERETEE (%, FE) EHE
bR EN A mBERERZBHIRKRAR . BRIEEEETLIFN RS
Hthye i B AHEFMAIRNG o

(2) SEMBGMEHREER: EEREMEIERNEY, SEREmd
. T, BT, kAR, BRSRENY . RREEREES
WE, ATRERFHEIANRRARENE .
IEAESGERRERT R OEMEESNEY, HERENEAYEEE
ER, BEMAmEZNEITIED,

T2~ 8 CEELRTFHIIE D

(& ] TuEsESREsH (HEsE) 1A
(7 &% #@] 361H

[#iTH#RE]  YBS00142021

(XS] EZHEFS20237013

‘M e R R Lﬁz%'ﬂ ;t“'i%%ﬂ HRFABRIELT
. N e EAPERR: R AR R
- A . AREDHRARAERSERT Beijing Institute of Biolu;?cal ProductsmCo.,Ltd

; Ty [ o T2y -
mEEy P ARTEREFRATRIERS e 100176 BESI; (010)57220568
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- &2 HHA: 2025%12809H

IDEZEHN Ry 23 ===
N EMZBFREE (RERS)
@ Recombinant Hepatitis B Vaccine(Saccharomyces cerevisiae)
i BB B
BFRIRRARHEETES TR
(H@REM] EBRASK. EHETXRES (BRERE)
T EZFR: Recombinant Hepatitis B Vaccine ( Saccha—
romyces cerevisiae )
IRIBHE: Chongzu Yixing Ganyan Yimiao ( Niangjiu
Jiaomu)

[RESFEK] AREHEBEAREBRSRANZEMFSRETER (HB-
sAg) 24, [RIIRK, IINEHEFIHRESR. AFAE
BRI, TRIMIEMNDR, RES, FETHEH.
BHMS: JEFRBERENR.
W S8R, S,

[EMER] AREBFT16ERIULZEFAZREE. 2FEIEEEM,

[fEASRiE] EMARE, TRBVGERIEMSRENREN. BT
FRBE 2 BERT3K

[ '] #3%1.0mL. BUXABFRIE1.0mL, &HBsAg 20ug.

(eEEEF (1) FTLE=RNIREH.
maE] (2)EMeERrR38, 2570, 1. 6B#EM. 165 R
EAES1URFEN200g,

[(FRRE] REFREFNFHLAZERZS (CIOMS) HEEFRREAER
M5 +HER (=10%) 5 BR (=1%E<10%) ; 18
B (=01%E<1%) ; X (=0.01%E<0.1%) ; +%
F (<0.01%) , BHTHIRNT:

1. FmEAIGFRE

HEHFEEMHE26462 165 R EZHESSIRRIAK, Hp
16658 ZHEREM TEMAREKR . RENZEUENERE
EEEMTRESEEME28K.

B0 EFEAER.

BH: &R (BRE, —I) ; EHEBLRD. MK, BE.
WL,

2. FmEALHEE

TRARFHET A m EHENEARS, ATXEREKRE
MRTEARF, SELUERMGETHERNRERSBROITEER
RESEEERIAXML.

ERURAARMETRRN: FHEBATE MR JE5IEU
RN .

REAR K THARER: K2, SHMERK. SHE. Bk
2. BARERZ. B8 MEMKM. KK, 38R
. SO,

MR MERGER: MR IESRRE. MBS,

IR GER: MERENESE. 15K, 2R, BIE. BR.

sk BB
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NABBRERBRER: JAME.
EMZRE ARG BBPERIEREAIRRRE, BER
E4.

(1) EMMARAEALS, SFE#EHURPET
BE

(2) Batkn. FEEMER. BHEERHSMR
TRHAFIARIAE .

(3) BREHRMIIEMH TR ERRRRE
(4) LAEEF R ZBFRBAREEN 2 BFFR
EEIHE.

51023

(1) UTEBREER: RENMABREES. 212
HERE . BERRE. I8IFRE.

(2) HTFATFZEFFXBARPNEE S FEMREM A RS
B2 BURF

(3) HTREAIEEIIBESIRER T EAZIRERERR, N
BERIX LR R IEM; (EXTURFSEHMKXEAIARE (20m
IMREMES AR EE ) , TEEBHTETEE. ARETE
a5 FERFBEER R E5T

(4) EERF BRI B ER,

(5) FARNFESES, MEEREREN. RERSHEN
&, EEHBRRESYEEER.

(6) NEESHRELAY, UK EEARETEIITHRNNS
. EZIEEETRENAEINBNEED305 .

(7) FEREMDIRER,

(8) FEHFEHBELEMEN. FHREREBRE, —RAHT
B804t

=

gy

BRIEARREGEZERBAPEZEREARNIERLEEHE. &
ZABRRERTR, ENSEEHBERE/XRITFEERE.

(1) SEMEEREMN. ARERETEE (%, EE
B ) EMEMEENARRRREZMNIGRHAR. BRiEE
IR LU A RS E = mE R M AR o

(2) SEMZMHEREER. BEERENEIERNZGY, 8ER
EHDHIR . T E . BRI, KRR MRS REREY.
R BRGNS, AR AmINRERNZ .
SNIEAESAER R E R UM HEEY, HBER AT RERIE
WEEEER, EMAmEEITIWED.

[ ] F2~8CENRENIEHE .

(& %] ToERESRASH (FERE) 1R
[ % #] 361B

[# 745 #&] YBS00142021

[t S] EZEFS20237014

S [ERLEAEREA] STl N

. R e EAPERR. JER RS HERT]
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