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XI. SZ&H

1. EGSETORTERR
AFN LR — R ORFNL, KE, BT HRETHRRBEIRGL, S THD,

AN 1T 2 AR A O (2022 48 12 J )

[ 4 AE
W74 GALLIUM CITRATE Ga 67 INJECTION

AR A 1976 4£ 5 H 17 H

A, SE | FERAI, 74MBa/mL

Zhee - ZhH: | INDICATIONS AND USAGE

Gallium Citrate Ga 67 Injection may be useful in demonstrating the presence of the

following malignancies: Hodgkins disease, lymphomas and bronchogenic carcinoma
Positive Ga 67 uptake in the absence of prior symptoms warrants follow-up as an
indication of a potential disease state.

Gallium Citrate Ga 67 Injection may be useful as an aid in detecting some acute
inflammatory lesions
FHik - & | DOSAGE AND ADMINISTRATION

The recommended adult (70 kg) dose of Gallium Citrate Ga 67 Injection is 74-185 MBq
(2-5 mCi). Gallium Citrate Ga 67 Injection is intended for intravenous administration

only.

Approximately 10% of the administered dose is excreted in the feces during the first
week after injection. Daily laxatives and/or enemas are recommended during the first
week after injection until the final images are obtained in order to cleanse the bowel
of radioactive material and minimize the possibility of false positive studies

Studies indicate the optimal tumor to background concentration ratios are often
obtained about 48 hours post—injection. However, considerable biological variability
may occur in individuals, and acceptable images may be obtained as early as 6 hours
and as late as 120 hours after injection.

The patient dose should be measured by a suitable radioactivity calibration system
immediately prior to administration.

Parenteral drug products should be inspected visually for particulate matter and
discoloration prior to administration whenever solution and container permit.

Waterproof gloves should be worn during the handling procedures. With a shielded sterile
syringe, aseptically withdraw the material for use. The expiration date of the drug is

fourteen days after the date of manufacture

REB, AR DR ITE, MIELKOCHEIZLTO LY TH Y, MBI TOARRI & I1TRZR
Do
IR EESIES
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O FRERIEMEL RIT I 1T D RIEMIRZE D2
REFBIRE, Mige, BEAf, oA R— A, G, BHR, ONeMERMNRUE 3R, MidRieiE, AR
DORKR, Bk, mE
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AH) 1. 11~1. 48MBa/kg ZFE L, 24~T72 Kifil#&lc, #E > v FL—ra v I AT Ty F b
—3a UV AFy S TR ITERET LI IRV T I AR L D,

(RESVFITS74)

AN 1. 11~1.85MBa/kg Z#iE L, 48~T72 RE[H#IZ, B EZ > o FL—ra b AT XFIv > F L
=V AV AFX Y U TTIREIERETHZEICE VS F I T AR LD, MBI U THEE% 6 Hif
BrltHl L TE S,

Fe GBI, REIC KV EEHEET S,

2. BYMNIEITAERRZIERER
IR B D MEAME R (FDA)
AHOUHSCED 19.5 fhdi) , 9.6 FHiF] OHOFLHEHIILL TFTO LB THY, KEFDA &iFH
%5,
AINCF T D LR
9. BEOEREZATHEFICHT HEER
9.5 b
Ihs XATAEIR LT S REME D & 5 RIS, 22 EOAISIEDHEIRIC L 5 A5 % RE1 5 &
SINDEGECOREETH &,
9.6 ¥LIw
ZW EORRER ORILREOA L EBR L, RALOMKE IIFIEERFITH2 &, £/, 7=
VIETT U U L (TCa) ITHRAL L TV A AFEICERE T 5720, RATL2HEEI1THR 5% 2~3 HFBRED
M E L o7 FRLEE L,

4t LN A
KE DA SCE Pregnancy
(201843 H) Animal reproductive studies have not been conducted with Gallium

Citrate Ga 67 Injection. It is also not known whether Gallium
Citrate Ga 67 Injection can cause fetal harm when administered to
a pregnant woman or can affect reproduction capacity. Gallium
Citrate Ga 67 Injection should be given to a pregnant woman only
if clearly needed

Ideally, examinations using radiopharmaceuticals, especially
those elective in nature, in a woman of childbearing capability,
should be performed during the first few (approximately 10) days
following the onset of menses

Nursing Mothers
Gallium Citrate Ga 67 Injection is excreted in human milk during
lactation; therefore, formula feedings should be substituted for
breast feedings.
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NI BI T HEC#E (FDA)
AIOUATSLED 19.7 M) OEOFGLEITILLTO LB TH Y, KIEFDA LI1THRAD,
AFRIZHT DM EoE
9. FEOEREATHEEICHET L EE
9.7 /MR
9.7.1 /INEF ARG & UTZERRRBULIEM L T,
9.7.2 KHAKENE, FAERIHEAT2HHCEIHEET DI L, AEICBNT, XU T IV
I — )LOFRAIRN K ER G (99~234mg/kg) 12XV, FHER (b2 MR, 7 F— R, &g
%) DMERHAKRERICEBL LI OWMERH D, KFNTRIMFAE LT OATVva— L aeahH

LTWd,
H RLE A
KEOYFT SrE Pediatric Use
(2018 43 H) Safety and effectiveness in the pediatric population has not been
established.
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