HEREEEE 03218 1 8
F R 25 4% 3 H 21 H

SHEFRELEIER (B B B

G E A R RS SRR
(2 B % %)

ICHQ4B 1 F 7 A TESSFERBILE (=2 Fhe o UBBRE) 200 T

SHY. AR EU EESASFEMERSE (ICH) 1230 T, TICHQ4B HA FF 1 >
CERR 21 45 7 26 BATITRAEA RS 052600] S A 55875 E B8 05 T 5 S e
FalAlD) ) OFENFBIEL LT, MEO LB = K 3o 8BRS T
MREIGE LT IRTE] L)) BENEldonE LT, Flo o0 O
reo b, B8 THEEEES I L,Qﬂﬂkﬂ%ﬁm@J%Fﬂb\i“f

5

1. =2 B R v BREO TR
ax%%ﬁ<m@\%@ﬁ%ﬁIﬁmzuﬁmwwwfmm(UF(ﬁﬁ%ﬁfj
05 CHESNTL AR B R v BB LT, ATEOS 2 o

16%%K%W\Kﬂﬂﬁ%JwVﬂﬂhﬁﬁ#ﬁ%ﬁ%@L%7 &

Tk, RAEEHUERREIIARRBIE ORI OREAA TH Y | ARSI BT
Ak,
2. ALFITED < EESBLERFRE PO R
(1) ALEICE S, MEFIRSTEL SNEZBERFOE S 8 Mo 58k

AT LBEIE. KREHEEICER, USP LZEP 5L, WFhoEE SR
DT MAGIR, BiBE, WEEO D & WThoRREC L2 L0028 T LR
HWTHIET, RBFRIERTEL D,

(&%) HE

1) B RUEE S

O FHEOHEES
TRy ROV BSUEARHE ) M
B BE




A% s OO0
THAME ek, BE 1O0) o= FhFo w7475 00O, EPE
L e

@ HFDOBEE
[ R URB FiE]
[HBal . AEERF
[ R UERE5E]
AAEREF AN ICEA. 2L, =0 R RS2 5 00
VI, USPRERVEIZ L A,
[ S R UVERER 7 iz]
[(HEx] - H5s
[HAE K OB 7 1]
BNZHET S5 00Fh, BRECERFEIIEBO®E, 8k
B O BrakBRiElc L 5.

2) HBEEINES
O —oOERBRECES
[ R USR5 5 15 ]
[#HB4e] = Fhxow
[ OB FiE]
X XEU/mL #i (EP B L S) .
[ R URERFIE]
[HBg] - EE
[HR R OB k]
BIZHET D HOOED, BMBLEORBEFEITHBOEE, 5B
Bl O — sl kic £ 5.

@ ZoORBEORE
[3R 4 I OVSRBR 7 ]
[#Ba4k] =2 Fhrxo
[ R OB ]
X XEU/mL & (EP H&EEIL USP #F4kiEIC L A) .
[ 348 R OB ]
(Be4a]  wHE
[ R OHBR FIE]
CHEET S L ODIEL, FBRRURBRFEIRBOBER, 858
BIRO— BB L 5.



3 ZO0RBEORS
[k UGB k]
(B4l = Fhxoo
DR OB HE])
1 X XEUMmL K. %]
2 X XBEU/mL 3 (BPIEIZ L D) | %2
13 X XEU/mL Rl (USP 7 Ak, EP HiBvE 303 BP it
L5 .

L4 1o O BR F ]
[#%2] ks
[0 J2 O J5
BUZHES % Lo DiEs, B R ORB S I 0 S0ma, #a
Al B U — BRI 1 5

1 ERTRUBBREA T L T AW ES I AR O b ik v
Bl LA LR B 5,

A2 ERFOLILE L TRBEAEHE L I e, YSER o AL
LT o . R b N AL e DO N S o < ¥ S R

(2) EELPEWSAGEEIZ BT, USP BRBRE LT BP SRS 4 WAl U Tk
WENTHNSEBIZONT, TORBELERETHZ L/ TUSPIC LA Wi
TFPIZ X251 B~OEIETEHICERETIBEIIH -~ T, BHEEE 4480
DTN TET  TRBFHO— AT ARG LU T2 L5, 2
RILE 14 R5 10 BORFICL S CEREHOBEME TR LB (LIF N
BEERRL) Lv0.0) 27 SER MOBRIC Kb — 250 E TR
Flat OB TiTH > 2 e TELE 2 v b,

o, BEEMEERARECEBVT, THRILLS) B2E8E L TRRSN
TWVLERIIZ DWW, AL EIZESE BT 5BaELY TUSPIZ L A | 23 TEP
LD RORBICERT LRG> Td BMEFRHTE L2200 b,

(3) TR, s I AEOBEN TRBRIEZ BT 28613, »Pho#
RE T COBBERBHTE LI AR, 2L, BRI EET 554X
EHREEEERETODHREE, ARSI 0TS L,

(4) FRIZBELERFDARBHLTIBAINL. LR (1) 02 T-7-188TH
o Th, GE LRI D RBRAGEE R R R TS Dk,

3. i AR
AEEE, FA2SEIR 2 H L 0iEHETA D b






Catias]

Q4B FHRBT)E LFE (ANNEX)

14

FRIJ7T % A M ICH I IC B WO THAEMET 2 7= O5HE & U1

A

5

j
&)

i

= R b o

................................................................

4.2 #HE FDA) OBE e
43 FU D

[2EAN

¢ 21
44 HAR (FEHEE) OBE
45 hFH (REE) O%E U
Q4B Tl F Vsl E e

51 PDGHFILE (PDG A7 — V5B 2824 TE)
52 ERRERFIZBITLEREER R 3



F1E BFX
ALFEE, T F R UEBER VT Q4B BFRIEENS CEM S h R R L
ZLOTHL, ARBENZHBERFRIEE (PDG) M hBHEANELOTHES,

H2E Q4B EHERE R

21 HEhE
ICH EEZEBSIT, 4B EFAFEENSOITEII LS00, RNES NS 2.6.14
Bacterial Endotoxins, FUKERFUHD 4.01 = F b %o B8k, RUKEEB SIS
7 <85> Bacterial Endotoxins Test 25 ICH #3800 C PRl O FIH A B O _F CHIAFIF

TE5L0L L TEHETS,

211 Fadvd, HEBEEREEOVCTNARBICHATA I B TES, L.
BRICERED S DBE HMERNAE US4, MICHET A L0030, B
L7 AL EORERBE AT 4 2 b,

212 =WERFOT P R BRI, HREEEE (WHO) mERx . R b
FUUBER Y EBIIEFIAN TSI G HEFBTEXALO L+ 5

213 5 JEEEIERES3 TRERER 532 BT EEFREIC ST, AL B,
CRUODEAEDLZLL 2HBHMBL, Zhbic2%, V35— rat

BEOBREMITE-TERBLITH = b

22 HIMEHIE A
AESCEICE . BREHEERBRE IR OO, T N R R oagER. 84
WHREENTVWASEE#RE, FERBEEICIHTET S,

#I3E (TR
AL E 2 OEBHE THT SRS (JCH 257 v 7°35) T, 4 cEAmer

7%, WATHEIZS M TR SHANH S,

BAE MTIIS > TOBESEE

41 ERRLER  KCEORITE, BERAEELSR NHEOHESY Q4B B
RSN L ZALEDE 2] BIZSBRANTWALEREFFTF 2 P EET 550
WA HERE (B, BE), ROV RIEERAEOFEE L. £EEMEOERS

OEEIZ BT AR S,

AE FDA) OBE FROBEICE S, LT, AXBICTEN-E8I0080,
B2 BUBRENTVWLERSF7THF A MIMERBTES, LirLede, Yox
BAERCLPEAD LT RERER LAEBRFENENORBIES LTERT
ELMEDIPEMHERDDLEENH A,

432

2



43 EUDHE  ERHES TR, AfERE. LEOCHERNACESICE S5, ATEr
TS R BN UL 2.6.14. Bacterial Endotoxins @S0 B4
FEEEEL TR E LT, WRARHE, B £2FHBr BV TRTENE 2 &
TERENTOLMOERFTF A M EFHTELE I LEZITTANA D LB TE S,

44 BE (BAEAFEHE OBS AVNEOE M BEIBRENTVAERFF 52 M.
ALBIORENSEHICE, MEMBERTELLOL LCEAT A L Tx 5,
MATOBEMZ DO T, A LEPBITTABIEEAEBE L v 8w shn s,

4.5 AFTE (REE) 0BG AT T ALBEOE 2L BIrBRIh T AER ST
FAPERLBIORENDEMHIW - TRIA LB, HERBTE 2,

BHE Q4B FHEIC A B REE

51 PDGEMFILE (PDG A7—75B (Rev. | — Correction 1) &EZ4wE) . gA#
7577 A= F 2 Vol. 18, Neo. 4 (2009 = 12 A F17) '

52 ZMERFICBIABREEE
52.1 BEOMESRT - Supplement 6.6 (2010 4 1 A 1 A 3640
Bacterial Endotoxins (reference 01/2010:20614)

522 HFEERFT  BIARUEBARERSF 2001 4€3 24 8 E4SEEEFRE 65

523 AKEZERF - USP33 BIRIT (2010 10 A 1 B RA)

<85> Bacterial Endotoxins Test






