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Generic Drug

RLD

Conditions of use:

1

Fludeoxyglucose F 18
injection is indicated in
positron emission
tomography (PET) imaging
for of ab '

1. Fludeoxyglucose F 18
injection is indicated in
positron emission
tomography (PET) imaging
for of ab 1

glucose metabolism to assist
in the evaluation of
malignancy in patients with
known or suspected
abnormalities found by other
testing modalities, or in
patients with an existing
diagnosis of cancer.

glucose metabolism to assist
in the evaluation of
malignancy in patients with
known or suspected
abnomalities found by other
testing modalities, or in
patients with an existing
diagnosis of cancer.

Dosage form: Injection Injection
Strength: 4-90 mCi/mL (EOS*) 4-90 mCimL (EOS*)
or or
10 - 100 mCi/mL (EOS*) 10~ 100 mCi/mL (EOS*)
or or

2. Fludeoxyglucose F 18 2. Fludeoxyglucose F 18
injection is indicated in injection is indicated in
positron emission positron emission
tomography (PET) imaging tomography (PET) imaging
in patients with coronary in patients with coronary
artery disease and left artery discase and left
ventricular dysfunction, ventricular dysfunction,
when used together with when used together with
myocardial perfusion myocardial perfusion
imaging, for the imaging, for the
identification of left identification of left
ventricular myocardium with ventricular myocardium with
residual glucose boli: residual glucose boli
and reversible loss of and reversible loss of
systolic function. systolic function.

3. Fludeoxyglucosc F 18 3. Fludeoxyglucose F 18

injection is indicated in
positron emission
tomography (PET) imaging
in patients for the
identification of regions of
abnormal glucose
metabolism associated with
foci of epileptic seizures.

injection is indicated in
positron emission
tomography (PET) imaging
in patients for the
identification of regions of
abnomal glucose
metabolism associated with
foci of epileptic seizures.
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or or
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Fludeoxyglucose F 18 Injection (NDA 20-306)

Active ingredient 2-Deoxy-2["*F]fluoro-D-glucose

Sodium chloride injection, USP (9 mg/mL sodium chloride
in water for injection (WFI))

Inactive ingredients

Dosage form Injection

Specific activity No-carrier added

Strength (radi tration) 4 - 90 mCi/mL at EOS (end of synthesis)
Osmolality Isotonic

RLD ol 55-175
Route of administration Intravenous

Fludeoxyglucose F 18 Injection (NDA 21-768)

(The Orange Book) id % ["Z] E r%:é.’*;- 2-Deoxy-2["F]fluoro-D-glucose

Active ingredient

#A2
Tl,f Py ; Inactive ingredients Sodium chloride (4.5 mg/mL), Citrate (7.2 mg/mL) in water
=’

e .
FDAF = diend > 238 2 f 5 for injection (WFI)
FE ok B el 2 A BN P & Dosage form Injection

Specific activity No-carrier added

(Approved Drug Products with Therapeutic

Strength (radi 10-100 mCi/mL at EOS (end of synthesis)

tration)

Equivalences) ; » ¥ 4x¢ 7z SFDAYyz &+ 3 Osmolality Isotonic
. |— i pH 50-75
e 5 ?II ﬂ‘ C T ' L *é 4 iT‘Zﬂ d 4— Route of administration Intravenous
Pt o BT TR HOF Y T L AT
) %?Fr??%'riﬁ AN r,;. ENNEN ,gwi.] N _ _ Fludeoxyglucose F &8 Injection (NDA 21-870)
Wik g P Active ingredient 2-Deoxy-2[ "F]fluoro-D-glucose
EA Y k'ﬂl T Inactive ingredients Sodium chloride (4.5 mg/mL), Citrate (7.2 mg/mL) in water
[ ] ,%‘Ar‘%_" 7 g/ ¥ ? ;“‘ (’F’_ /I:T v ,ﬁ% ~ ’F'I 7 for injection (WFI)
ey e o g Dosage form Injection
o ELEEEG A Specific activity No-carrier added
® #5.2 % Afl] Pﬁ A H 3| Hpp Strength (rad entration) 20-300 mCi/mL at EOS (end of synthesis)
T e = T ool Osmolality Isotonic
® ZEn FHEEETEAINDP [ pH 55-1.5
Route of administration Intravenous
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B. STABILITY DATA/BATCH DATA

If the submission is an NDA (under section 505 (b)(2) of the act), complete release and stability
data on three batches of fludeoxyglucose F 18 injection prepared at the upper range of proposed
radioconcentration and stored at °C +/- °C, are provided in attachment , page

If the submission is an ANDA (under section 505(j) of the act), complete release data on three
batches prepared at the upper range of proposed radioconcentration along with the stability data
on one of the three batches of fludeoxyglucose F 18 injection prepared at the upper range of

proposed radioconcentration and stored at °C +/- ___°C, are provided in attachment
, page
_Additionally for each stability batch
* The entire batch was stored in the same container/closure as it was produced. Yes.
* The vial was stored in an inverted position. Yes.
+ All tests indicated in the specification section were performed at release. Yes.
[ ]

The appearance, radiochemical purity, radionuclidic purity, and pH (and stabilizer

concentration when present) were also evaluated at the end of proposed expiration dating
period. Yes.

[Note: If the application incorporates multiple production sites, please discuss with the reviewing
—division in advarnce of submitting he applicalion concerning the stabilily and balch data that

should be submitted. The phone number for the Division of Medical Imaging Products is (301)
796-2050.]
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Ans: If you conduct finished-product testing of a PET drug product that includes testing

to ensure that the correct components have been used, you must determine that
each lot of incoming components used in that PET drug product complies with

written specifications by examining a certificate of analysis provided by the
supplier. You are not required to perform a specific identity test on any of those
components.
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(i) You have data documenting that preceding consecutive batches, produced using the same methods used for the conditionally
released batch, demonstrate that the conditionally released batch will likely meet the established specifications;

(i) You determine that all other acceptance criteria are met;

(iii) You retain a reserve sample of the conditionally released batch of drug product;

(iv) You promptly correct the malfunction of analytical equipment, complete the omitted test using the reserve sample after the
malfunction is corrected, and document that reasonable efforts have been made to prevent recurrence of the malfunction;

(v) you obtain an out-of-specification result when testing the reserve sample, you immediately notify the receiving facility; and

(vi) You document all actions regarding the conditional final release of the drug product, including the justification for the release, all
followup actions, results of completed testing, all notifications, and corrective actions to prevent recurrence of the malfunction
involving analytical equipment.
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mtended use and must be suff|C|entIy sensitive, speC|f|c accurate and reproducible.
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21CFR212.30(a) Facilities. You must provide adequate facilities to ensure the orderly handling of materials
and equnpment the preventlon of mix-ups, and the preventlon of contamination of equment or product by

effect on product quallty
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Ans:
(4 RE21CFR314.81) = 7 if * PETH# 5.¢ 3% GFDAP™ -

21CFR314.81 Other postmarketing reports - (b) Reporting requirements.

(1) NDA - Field alert report. The applicant shall submit information of the following kinds about distributed
drug products and articles to the FDA district office that is responsible for the facility involved within 3
working days of receipt by the applicant. The information may be provided by telephone or other rapid
communication means, with prompt written followup. The report and its mailing cover should be plainly
marked: "NDA - Field Alert Report."
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(http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryinformation/DrugRegistrationandListing/ucmO
78801.htm)
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21CFR207 — Requirements for foreign and domestic establishment registration and listing for human drugs,

including drugs that are regulated under biologics license application, and animal drugs, and the national
drug code

(a) Registrants must register each domestic establishment no later than 5 calendar days after beginning to
manufacture, repack, relabel, or salvage a drug or an animal feed bearing or containing a new animal drug
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http://www.fda.gov/Drugs/DevelopmentApprovalProcess/Manufacturing/ucm193476.htm.
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