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Toexplorethequalitycontrol proceduresof *N-ammoni aasabl oodflowimagingagentfor positron
emissiontomography. BN-NH; H,0 was synthesizedbyaPET Tracecyclotron ®NH, synthesissystem. Theitems
entering thequalitycontrol considerationsfor N-NH; H,O and theprocedurestoperformthetaskswerespecified, which
wereusedtoassessthequalityofthesynthesizedproduct. Adequateproductionproceduresof “N-NH; H.O were
established. Thewhol esynthesistimewasless than30min, the correctedradiochemicalyiel dswereabout54%( =50)with
radiochemical purities above 95% determined byhigh-performanceliquidchromatographyandthin-layerchromatography,
respectively. Testsonsterilityandapyrogenicityof *N-NH; H;Operformedbystandardprocedureswerenegative, and the
other qualities also met the standards acknowledged in the pharmacopoeia. Inroutineproductionofclinical
positronimagingagent,in-processcontrol andtestsonthemain qualitycriteriaareofgreat importance.

qualitycontrol;contrastmediaradiog;raphy,intervention

N- N-NH; H,O ( GE ) LC-10AT HPLC (
(Positronemissiontomography PET) Shimadzu ) L B508Radiof lowDetector
( EG& G ) CS-9301PC TLC Scanner
PET 1 IN-NH, ( Shimadzu ) (
H.O PET ) CRC-15RlIonizationChamber(Capintec
-NH, ) 10
BN-NH; H,O , 20~25g (
) ( Merck )
2 18.2 cm 0.2 m
PETtrace - NH, 4 (
5N-NH; H.0 ) ( )
1.2
*O(p, )N
1 O-HO , Gatley 8 N-NH;
1.1 H.O
PETTrace -1NH, IN-NH; H,0
2000-07-03 ) (
(1968-) 1998

020-85142127 E-mail:tghtgh@china.



BN-NH3; HO

1.3
1.3.1 pH 13N-NH,
H O pH
132
HPLC
133 4 1ml
N-NH; HO
3330kBg 90 Ci ,
5
134 TLCScanner
(HPLC)
(TLC) =462
10% H,S0, HPLC
Cs =85
15 Imli/min  *N-NH; H,O
A|3+ 5
135 TLC Scanner -
-HPLC
TLC =46
2 3
-HPLC C18
=8515
Iml/min
136 2000
10
740MBq(20mCi) *N-NH; H,0
1
1.3.7 2ml IN-NH; H,0
2
72h
138
2000 0.1ml
4 2 0.1ml ™N-NH; H,0O
1 0.1ml
1 0.1
mi 371

60min

1.3.9 ™N-NH; H,0O
50min
2
2.1
30min ™N-NH; H,O
50 N-NH; HO
N-NH; H,O
54% NH, PET
2.2
221 ™N-NH; H,O
pH 6.0~7.0
222 37
10* MBg/mmol (10Ci/mmol) 112
GBg/mL
223
1 IgA=
0.0301 + 1.9532 ( = 0.9999) N
10min
=0 IgA 19532

3322.6kBq 89.8 Ci
3330kBg 90 Ci
BN 99.8%

1 BN-NH; H,0

224 TLC HPLC

1N-NH, H,0 (CP) 99%

2A 5

1N-NH, H,0

225 TLC HPLC

BN-NH, H,0 (RCP) 95%
2B

226 1

227 72h



(JFirstMilMedUniv) 21

CTS _ . PET PET
E+03 | } BN-NH; H,0
b — N-NH; H,0
1.0 2.0 3.0 4.0 5.0 = ]JZlemIn
e : I IN-NH; H,O
1l
ol SELESS |y N 127
e I Li k. ]
t/min
2 HPLC BN-NH,; H,0 (A)
(B) 5 1
pH
CTS: Counts
2.2.8 N-NH; HO
1
2.2.9 N-NH; H,0 _
50min 95% 20min
7
2.2.10 N-NH,4
HO
3 PET TLC
- HPLC IN-NH,4
HO TLC
1 pH HPLC TLC
HPLC C1s8- -HPLC
50 BN-NH. H,O MeOH H,0=85 15( /
T IN-NH; H,0 (Rt=6)
(Rt=2)
3 (pH 4)
13|\I'NH3 Hzo
(Rt=2) (Rt=2)
6 (0.01mol/L)- 21, 1)
PET C18- MN-NH; H,0O C18-
13\-NH; H,0 HPLC N-NH; HO
IN-NH; H,O
BN-NH; H,0 Al
N-NH; HO IN-NH; HO
IN-NH,4



2001;21(7):509 (JFirstMilMedUniv)

PET methodsfor  *N -ammoniamadefromasmallvolumeH20target.
J ApplRadiatlsot,1991,42(9):793-6.
M. ,1992.112-3.
5 . M. . , 1982

1 Stocklin G, Pike VW. Radiopharmaceutical sforpositronemission

tomography-Methodological aspects M . Netherlands:  Kluwer 42-59.
AcademicPublishers,1993.119-21. 6 : J. 1907.
2 ' _ A - ’ 17(1):10-2.
. M. ,1999.58-9, 7 - PET J.
3 GatleySJandSheaC.Radiochemicalandchemical quality-assurance +1999,23(5):198-202
510515
R730.262 R738.1 B 1000-2588 2001 07-0509-01
1
1
32 7
1
12cm
X
2 6.5cm 6.3cm 6.5cm
1 1 X
A B
X
3
2 X
Coopert® 400
10
X 1 2
mm 10cm
2000-08-15 1 CooperKL ,BeaboutdW,DahlinDC. Giantcelltumor:ossificationin
1974- 2000 softtissueimplants J .Radiology1984,153(3):597-602.

0532-7860409-46852



