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WE: BN ZIEHALELEEBWEAANEERS T E, A REFEHE 2010 FR_FNREHNEETLS %,
RIA2ARRAT] R E XA ERREAE BoHATAL, ER EHALELE BmW NFEEEMRAAA 0.30 EU'mg™
ERAKRFHREAEH 0208 mgmL™, A RHEH 0.06 EUML™ 35 ZHKEHERANTHATHRE, Eit @EANEEh
EETHATERAEAEL B TRAEFZORE,
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Bacteria Endotoxin Test of Vitamin Bg for Injection

LIU Hua(Anhui Institute for Food and Drug Control, Hefei 230051, China)

ABSTRACT: OBJECTIVE To establish the bacterial endotoxin test of vitamin By for injection. METHODS The
experiment was carried out according to the appendix of ChP 2010 Vol II. tachypleus amabocyte lysate from two

manufacturers were used to test the bacterial endotoxin. RESULTS The endotoxin limit of vitamin By for injection was
0.30 EU-mg™". The reactions were not disturbed in 0.208 mg-mL™"' for vitamin B, which was the maximum nondisturbing
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concentration. It was effective that endotoxin was tested by amebocyte lysate agent with the sensitivity of 0.06 EU-mL™! or

much higher. CONCLUSION

It is feasible to control quality of vitamin By for injection by bacterial endotoxin test.

KEY WORDS: vitamin By for injection; bacterial endotoxin test; interference test
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J7, SR RRMRIG, GRUR. U A PUE 2
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STHKEMIG, B LR B0 K E S
50~100 mg-d™'o HHT, T 5 4E A4 FBs A
BERM AL IR EASG —, W EREMNY
it B LR bR VB (R AT)YBH10022005 71 04 41 B4
W R AL, JLMREN: &1 mgdi 4 EBs T &
M AN FERZAFRL 1.0 BU; B 536 i 2 5 I B B
JA bR UE (R AT)YBH20342005 A 41 T 9 75 Z K 7
i, HBRMER: 1 mgdi b EBATHNHBRINE
Ri/NT0.4 BU; i e S0 AR AT VLT b i 24 26 7 1
442 25 Be,  LARUERLE 0 41 1 P 5 G A
P HBRMER: M1 megdEEEBA TN E RN =
J/NT0.3 EUs [ ARBHTERIZ ) A2 = (v 5 FH 4 2
FBe, HARUENFRIE I SR B T S
20 mgmL™ (¥ %5 W, %K Uk R 2% % 0
3mL-kg o ASSZHG S I v [ 25 #1120 104F iR 40 B Y
BRERNEEN (AR HNFRETENHESR
WY, TSN K™= hh, M2 40 0 A B
FR A VEAT T VRS, NG T YA
EBe bR S %

1 Ry
1.1

TS T4 2 Bo(ITVTHT AL 2\ PR 2w it
51 20100401, KiAE: 02¢g, Hib'5: 20100825,
ik 0.1g: Wm DRI MHRAF, 5.
20100312, 20100313, Kit%: 0.1g; ¥rgHE¥ 5k
2 AT B A E], 5 0905011, 0908032,

K1 ERARBEAME

1009072, HiAS: 0.1 g5 ) ARBHYLHIZY ) A RRA ],
fIL5: 1009013, FiH: 0.1 g; Dcli=FERHI25H
M, fit5: 100605-1, 100605-2, Fks: 0.1 g).
1.2 X5

A0 B A B R AR ARV il (b 1 2 A o R
SEFT, 5 150601-200966, Hikk: 120 EU-mL™);
wAR R (VL R EM AR A A, s
1011170, R#E: 0.25 EU-mL™"; #t5: 1010180,
RESE: 0.06 EU-mL ™o #MNFT b AAb TV A B4
", 5 10020112, REUE: 0.25 EU-mL™'; it
S0 10051112, REE: 0.06 EU-mL ™. #k N
0.1 mL-327"); 40 EA P 7% 2540 7 T /K (e 3 b 2
e T A B2l fit5: 09092821, K A% :
100 mL-3 ).
1.3 s

S648 fH i /K A FiEE T i) ) XW-80A
eI VR e A (BRGNS BRA D T
B 2% (50~250 pL, LS mAEMIRFIE) );
TEARJF LI (250 pL, VTR YA R A
Fl)s IRE T H A A 28 250 'CT% 2 he
2 HEEHR
2.1 #AR AR g 2N

AN SRR AEHKBET K)BHNEE T
VERRAE S, AR o (5 24 0 2010 47 i 8 b 5%
XIE S i fdt FH i) 48l A d AT AR o i N E
KB R, REEIL 1800, 545 W Hikt
I, HEBERAARTE . AP BENT B # 9 BHPE, R
T F5E S B IR B AN 8 51 L AT I I BE T
it A S o S At R R B AR R B A RIE
SR 1.

Tab 1 Results of tachypleus amebocyte lysate sensitivity test

4B bros R/ P95 K )% /EU-mL™! R/
i) EU-mL™ 0.5 0.25 0.125 0.06 0.03 0.015 Bt EU-mL™

10020112 0.25 ++++ ++++ _— _— —— 0.25
1011170 0.25 ++++ ++++ ——— ——— - 0.25
10051112 0.06 ++++ ++++ —_— — __ 0.06
1010180 0.06 ++++ ++++ —_— J — 0.06

e - SPATANE SO BB + + + /- ——— PAT PN EOR S BH /9 1

Note: + +/——: Positive/negative result is found for two replicate tubes; + + + +/————: Positive/negative result is found for four replicate tubes
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2.2 AHEWEEREELHE!

SHEFH YA 3 Be MBS, K E—
PGP S K s 0, B2 T UL PR s e
fH 50~100 mg, 1 H 1 &K HTHLEIR 2R
FIF, AEH 300 mg 2¢ 300 mg LA Fo FF Sk
BEMREENT, & 1 g US| g 4425 BetiiE. 1R
AR L=K/M, X KK 5.0 EUkg “h™', M
N R 60 kg AR T RE N IR B K R A, )
M=1000 mg+60 kg+1 h=16.667 mgkg "“h™', i3
L=5+16.667=0.3 EU-mg "' /1 [€ 25 8t 2010 4 i %t
HirE R Be WOk T R RN S P R Y, 25
X UEAE 2R B VRS PN T B A BRAE e
1 mg 443 B P W R RN /N T 0.3 EU
ity Bk S AN IO bR HE, B8 R 4R R
Be 41 A P 15 B A A PR 2 4 : B 1 mg 4 2E % Bg
WS R R N /T 0.3 EUL
2.3 B KRB AEE(MVD) 15

A4 2 3 MVD=CL/A(C: #1385 ¥ W 1) 7
BEs L4 N B R B A A & 50 A 7
RPSE), HH2% &2 H w8 #3574 0.5, 0.25,
0.125, 0.062 5, 0.03 EU-mL™"5 AN RaE, Btk

z2 THIEARE

Tab 2 Results of interference preparatory test

0.1 g% IIFERBEA TSI, W MVDys.05=
60~1 000 1%, RPX R %4 1.667~0.1 mg-mL ™'
2.4 EEFEARUE S IR RE

H BET K441 B N 5 2= T AE b i 4 B¢ Bl
0.5, 0.25, 0.125, 0.062 5, 0.03, 0.015 EU'mL™"
RRYVHRSE B 2%
2.5 A5 T T A

WA N 0.1 g BEdh, BT FEI—Ht, H
BET 7K Ak X %5 ﬁﬁﬁﬁﬁﬁkm}#ﬁ 1.667, 0.833,
0.416, 0.208, 0.104 mg'mL™', B NPC %: %
P53 0 ) 8 — 3 TRV RE A B RO R 9, A o %
IO BE 2R, AR — IR FEIORE SV b & 20 IR
MWNEEZ, RBI2H PPC WM, EHRBE e H
0.25 EU-mL™" ) 2 AR | K 24877153 51 55 NPC
M PPC N, B — MRk AT 2 %, IR
X FEZL(NC) FTFHPEXS BR41(PC)s 2R WK 2. £
YIR FE 49 0.833 mgemL™' J2 LU B, 5 AN KRR
AT TR s FERRERIE H 0.208 mg-mL ™" I, 5
MR A THAER, MOk 0.208
mgmL ™ (REJE N 0.06 EU-mL™ kA /NG
RAH B ) MOE AT AR

LAl A e T 3 K ) /mg-mL! NC .
ity fit's 1.667 0.833 0.416 0.208 0.104
10020112 20100825 NPC — — - Y . __ 4+
PPC - - ++ ++ ++
20100312 NPC — — Z __ __ __ i
PPC — —= — ++ ++
1009072 NPC — — — _ __ __ T+
PPC N —— ++ ++ ++
1009013 NPC — — —— _ __ __ T+
PPC - —_ ++ ++ ++
1006051 NPC — _— — _ __ __ it
PPC — — — ++ ++
1011170 20100825 NPC —_ — —— __ __ __ 4+
PPC — — — ++ ++
20100312 NPC - _— _ - __ _ i
PPC — - — ++ 4
1009072 NPC — — —— _ __ __ T+
PPC —_— — —_ ++ ++
1009013 NPC — — . __ _ __ 4+
PPC - - ++ ++ ++
1006051 NPC — — _— __ _ __ +
PPC — — ++ ++ ++
e e SPAT ISR BT/ A
Note: ++/— —: Positive/negative result is found for two replicate tubes
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26 THIAE

N I AN B ALAE TR (s, AT
TSR BRsEg b 5 R i i 40 i i
FEEM A KRS 0.208 mgrmL ™", 4 [ 24 i
2010 SERAR HBPHS A AN B Y A A A

®3 THERER

Tab 3 Results of interference test

THRARY T 7, A RABJE 4 0.06 EU-mL™ [ 441
FIBEAT 9206, S5 3. % 3 E=lg (2 Xy4)
(Xs: 2008 N B 25 R 2 7K N 28 00 B2 18 6 2
1i); Eemlg (2 Xy4)(Xes HER SRR I 2 15 9 1
(K5 B4 o

E el Beitin 1 4 % )%} /EU-mL~
s 2 A 1/22 1/41 R E, EJE,
10051112 20100825 ++++ ++++ R o __ 0.06 1
20100312 T ot R o __ 0.06 1
1009072 ++++ ++++ ——— —— __ 0.06 1
1009013 ++++ ++++ ——— —— __ 0.06 1
100605-1 ++++ +4+++ _— R _— 0.06 1
E, &% ++++ ++++ o o o E,.=0.06
1010180 20100825 ++++ ++++ N ____ __ 0.06 1
20100312 ++++ ++++ — ____ y 0.06 1
1009072 - I N S £L 0.06 1
1009013 R et R __- __ 0.06 1
100605-1 IR ot o = _ 0.06 1
E, &% +H++ ++++ N A A E=0.06
e A= CPATH AU BB - ——— SPAT DA N B /B
Note: ++/——: Positive/negative result is found for two replicate tubes; ++++/————: Positive/negative result is found for four replicate tubes

MAFPARIE L5 BT 4, Lk 5 #EAHR 5 ByE,
B 1, 4E 0.5~2.0 2 [, BRAEIR L AE 0.208 mg-mL ™
IS0 A B PN R A B e T A
2.7 A S R 40 B N B A A

5 AN KB 10 #LdEs, BET KWk A
0.208 mg'mL ™" %, LL 0.3 EU'mg ' M4 N H
BRAE, FRMUE N 0.06 BEU-mL ™" %7k 7, 45
B0 HEFESIRFA e, 45 R 4,

3 itie

T S5 25 S mT DL I S FH 442 25 Be
TP RN 0.208 mgmL ™ A R HER THAE
Mo IERTHRIAED] 0.208 mg-mL™" % 41 5 4 75
FRAL LT, E/EY¥IN 1, 1£0.5~2.0 Z 0.
WA KB R A ES 4R BeS N K
10 NSRRI TR Y, ST AR R
N 0.3 EU-mg ™, vES I 4EE % Be il BEAT 4075
WEEEK A, (HUHURH REUZEHN 0.06 EU-mL™
B ey R R A R AT A 5

i G IR 29, A SEIGf E 1 5 FH 4
5 Be A N B A A 75 R AR S, H BET
IKFERESR 0.20 mgmL ™" BELU R, ks A,
T 1mg 4EE % B & N EE 10 .<0.3 EU.
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R4 ERARLEZFBARNZEIREER
Tab 4 Results of bacterial endotoxin test of vitamin Bg for
injection

%ﬁ;m ﬁif;‘] ﬁg NPC PPC  FAME  FHTE
10051112 20100401 1000  —— ++
20100825 500  —- e+
20100312 500  —— T
20100313 500  —— T
0905011 500  —— T

—— ++
0908032 500  —— T
1009072 500  —— ++
1009013 500  —— e
100605-1 500  —— ++
100605-2 500 @ —— ++
1010180 20100401 1000  —— ++
20100825 500  —— T
20100312 500  —— T
20100313 500  —— T
0905011 500 —— t

- ++
0908032 500  —— i+
1009072 500 @ —— e
1009013 500 @ —— e
100605-1 500 - ++
100605-2 500 —— ++

e At SPATPIANEBORS FH /B A

Note: ++/——: Positive/negative result is found for two replicate tubes
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