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Establishment of Bacterial Endotoxin Test for 18F-160!-17[3-Flu0r0estradiol(18F-FES) Injection

GUO Shenl’z, SHI Daohual’3(1.College of Pharmacy, Fujian Medical University, Fuzhou 350108, China; 2.Centre of
PET-CT, Fujian Provincial Hospital, Fuzhou 350001, China; 3.Department of Pharmacy, Fujian Provincial Maternity and
Children Health Hospital, Fuzhou 350001, China)

ABSTRACT: OBJECTIVE To establish the method of bacterial endotoxin test for '*F-16a-17p-fluoroestradiol('*F-FES)
injection. METHODS The test procedure was carried out according to the bacterial endotoxin test in China Pharmacopoeia
(2010) Volume II. RESULTS  Ten-fold dilution of '*F-FES injection had no interferential effect on the bacterial endotoxin test.
The limit value of the bacterial endotoxin was 5 EU-mL™". The results of bacterial endotoxin test were conformed to the required
stipulation in 10 batches of samples. CONCLUSION The method of bacterial endotoxin test can be used to control the quality
of '®F-FES injection.

KEY WORDS: '®F-16a-1 7l3—flu0roestradiol(1SF-FES); bacterial endotoxin test; interference test

BF_160-17B- 5 ME — EZ('*F-FES)J2& — M 7 784 M
WERZARBBA, HIEH T RS K= A (PET)I
TR T T 251 . % AR R R, B
1 e M 1 55 E 35 52 1 (estrogen  receptor, ER)
ghtr . "F-FES %4k BA% ] M bﬁmf FLIR g A 21
S RSN T A1 L) ER J3 AT 2 BEAR A S Bk
AETTHE R

KA T BT TR 24 7 A R 4 B B
2 PR IURR, VRS R R R RO T 2
A ST TR, AT A R H T T 2 AR
o2 g5 R BB E P, O S ARG A T M 24
M BERAS TSR, AN, I R H A RO T 2
a2 BUR KT, TR 28 AR VA 2 3 ) 40
B, Ptk g R oS E L. aE N &R
9% AR P K0 S v ) A ey 2 G
W E RN N EE R, BUAIIRT (o A 7
I PRER SAT S B — ROy vk A T
KA N a, BRI, REUER, HEME

&R W, &, witkA, EELN Tel: (0591)87557768
¥, TR, WS Tel: (0591)88312079  E-mail:shidh@yeah.net
-322. Chin JMAP, 2013 March, Vol.30 No.3

Uf, SERTESR. 3T LR RN, AEFTTRUR FH 40
P B AR A O 2 S A N . B
7 [ 24 L (2010 4E ) — 340 b A Wi 2% "B F-FES 1 4
W, EHSRANRMSE 225 B i < 4tk
R AT VRN g 3 R0 7, SRS A 1 7 RO 2
P4 BTN B 2%, TEAS I N TR, L TR
SR A B P B A A
1 SRR
1.1 43

ZH-2 TR A 38 R EE 25 AR HEA AR ) )5
GNP-9160 1B 7K 3 IE i 15 7 4 (LIRS 2 S 06 %

HH R A,
1.2 il

#AAA)(TAL, AT AL A A T A R 2w
REUEH 0.5 EU-mL™, b5 10031812); 4H1H M
HETAERBESCEN A 10 EU-ZT, dit5 .
100421); 407 N B F Ak 2 HIK G T A6 AR A Tl

AT, NEEREGE<0.015 EUmL™, #t5:
E-mail: guoshenldq@sina.com BIEEE. st B, M, #

T PN HI 24 2013 4 3 J 55 30 45 3 ]



10031005); #iAF(TAL, J PHAbiGT 2 e A9l
I PR, REE A 0.5 EUmL™, #t5: 111010);
E-FES 1SR4 SLBE B PET-CT Haly, 20
mL-37, #5: 20110428, 20110503, 20110507,

20110511, 20110620, 20110805, 20110903,
20111027, 20111115, 20111126).
2 A&

2.0 R A P R A

s L=K/M, L A5 i w N s 2 B0, K
S NAE S A o S /N ) e K AT B2 B2 1 A B R A
2 S A K=2.5 EUkg "h T, MO A
FARE 28 T 4 s g /NI PR K B KR i, A
Il R FH &4 15~20 mL, A4 E3% 60 kg 1H5,
LAl 7.5 EU-mL™, g M dashl 2 o i i,
PLE A B 3 ZBRE(L) N 5 EU-mL™, th4F 436 [
iR iE PET JECH I 259010 4 1e N B % PR &
(5 EU'mL™'~175 EU-V ™", V N KA.
2.2 M KA MR G S (MvD) ¥

HHE MVD=cL/A, L J 3 il 41 17 P9 55 25 BR A
¢ JPER RIS, 24 L LA EU-mL™ KR,
M ¢ 25F 1.0 mL-mL™, A A7ERER: %857 1
b RS (BU-mL™), A YRS K] 2%l R
% 0 0.5 BU-mL™, W] 75 A (i3l i B KA 20 ¢
fEECh 10 £5.
2.3 ERARFR B Y

AR AR IS % 1K 70 R AR (B (), Kl
PN BE 2 AR bR AE A 40 B N B SR A A K
fift, FERERTR A% LIRS 15 min, 2R % 2.0,
1.04, 0.54, 0.254 4 NMIRFEMI N B = ARTEvA L, &F
T — DI N AE eI TR B % FVRAT 30 s IV e
A 0.1 mL-3 " kR i 18 S, Mok
16 Sl 0.1 mL AS[RIRBEI N B 3= AR 1
W, B ANWEERIREFATM 4 32 74 2 3
N 0.1 mL 41 B 4 55 240 28 K AE A B .
TR RS G, HHE D, EHEBNGT
+ 1) CHEIEF T, PRiE60+2)min.
2.4 ERH TR

Jutfi s "SE-FES VISR 40 5 N 7 B AR A
TR, R SE A E RO R 1 e KR
TR E o AN B 9 2 A0 75 I /KCK: "°F-FES v 8
VMR 122, 1:4, 1:6, 1:8, 1:10 &4
WRE, 15 "SF-FES TS50 — A2 4 15 i B
X R(NPC) R A s[RI AEREAN U BE P N 2.04 (141
R SR 255 2013 4F 3 H R 30 455 3 1

PR TAERRUE S, A A A5 B X (PPC)
RN, MIREETATR 2 3. A2 SZEE, N
NSRBI B P 5 25K A FH K (BET)1E 4 B Xt
W H 2 2R, N 200 IREIANE N E L
VERRUE St A A BH 0 T
241 EWGFIEEHIES 2 DAR] F AR
#29 0.5 BU-mL™ (IR FE T 3, M 1 mL 4,
W HAH T N BE ZE R A K 0.1 mL 95 2 R 771 B 22
NS, BB SIEE, N Y
fifg, G R
242  HEARSFRMHEI % K 39tk SF-FES VR
FH 40 vE W 85 A B KT R RS, il L e X AR R
550 10 5.
2.4.3 R A B BT RO % AR R A
(0 A 3 K T — S 40 1T N 25 28 A B 7 A
2.0h+ 1.0As 0.5h 0.250 ¥ BE IR A Y 8 B
PO
2.4.4 A P EEEE AR ARAE S BH T R A
FH 20 81 P9 55 25 K A FH ZKORE TR — S 40 P 9 5 3% T AE
FRAE IR 2.02, 1.04, 0.52, 0.254 WS K406 N
BEZE L AEARIE S BH 0
245 FE BUZWE RN 0.1 mL-3 ! R
FIR A T3, 2k 4 A b, 31 AR
AN 0.1 mL FRUF (¥ SE-FES VESHRL 1 A
B B2 AN 0.1 mL 40 N 5 2 TAEbRUE S
BHYEST HEIR, 1R BHPEXT A 55 3 A 0.1
mL AER T P EE 2R B O, R AR B X
WEAY: 55 4 4% NN 0.1 mL 4174 N EE kA K,
VERITEX A o B — NN B RIRFEPATI 4 3¢,
B A AT 2 3. B il s iR IR )
Ja, BWE D, WmEBAGTEDCHEEA S, &
(60 +2)min.
2.5 AHRSH 40 A A A

HR 507 1R 40 w1 P9 53 25 PRAE LA & TPk 56 45
B, %F 10 #bik "F-FES VST 40 8 N =K
. HUEWE R R 0.1 mL- 3" (R s A IR 22
FT, A, 1AL 0.1 mL #%E K
T RE AL BUORR RE AR v, A B s 26 2
U4 I 0.1 mL F BET ACK 41 & N 5 25 T AEbrUE
v I IR 20 R B 11 N BE R, AR A A B X
M 3 A& A 0.1 mL BET /K, 18445
ST 8 4 LRI 0.1 mL R 4 i A3 i v
WK A0 B N BE 2R AR RRHE S BIRR 24 IR BE I N TR R

Chin JMAP, 2013 March, Vol.30 No.3 -323.




VL, A D A it B A 0 A

2 3%

3 4R

3.1 B RBEW)E
B R Hd R 20 A BN B,

*1 EXARBEELY

Tab 1 Results of TAL sensitivity recheck test
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Tab 2 Results of interference pre-test of samples
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