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Draft — Not for Implementation

Fludeoxyglucose F 18 injection

1. DRUG PRODUCT COMPONENTS AND QUANTITATIVE COMPOSITION

(1o MBq @ EOS)

Component ~.Composition/mL - - Composition/batch
Drug Substance ' |
2-Deoxy-2{ ®F]fiuoro-D-glucose to mCi __to mCi@EO0S’
@EOS' (___to___ MBq@ EOS)

Other ingredient{s)?
1.

{e.g., Sodium chioride
injection, USP)
2

(e.g., 1mL)

mbL

1. EOS = End of synthesis calibration time.

2. Provide alf other ingredients used in drug product. Examples of other ingredients include dituents,

buffers, stabilizers, preservatives.

2. CONTROLS FOR COMPONENTS / RAW MATERIALS

A. ORGANIC SUBSTRATE (Starfing material if purchased from a qualified supplier. If the component
_is prepared in-house or obtained in any other manner, additional information conceming its

manufaciure and controls should be included )

Provide the name [e.g., 1,3,4,6-Tetra-O-acetyl-2-O-trifluoromethanesulfonyl-0-D-mannopyranose
(mannose triflate)] and following information for the organic substrate used:

1. | Name of component

2. | Name and address of supplier

3. Is this component further purified

Yes

is provided in aftachment

No. If yes, method of purification
, page

on site?
4. | Specifications - Provide teststo | TEST ACCEPTANCE CRITERION
control identity, purity and Appearance
quality, test procedure used, and | Specific identity
acceptance criteria for each test | (eg., IR, NMR)
Purity
(e.g., chromatography)
Melting point
WCDSOIS\REGAFFUPETGUIDANCENCMCsampl dloc 15
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Draft — Not for Implementation

Optié_l rotation
‘ Attachment , Page
5. | Representative certificate of Copy of representative certificate of analysis is provided
analysis (COA) from supplier in attachment , page
6. | Identity test performed to confim | TEST- . PROCEDURE  ACCEPTANCE CRITERION
structure to release the lot for : '
production use
The standard test procedures (STP) or standard
operatmg procedure (SOP) is provnded in altachment
: . page - ‘
7. | Storage conditions 1. Containet/closure
2 Storedat -

3. The material is stable for _____ months/year, when
stored in above container/closure under described
storage conditions; attachment , page

B. TARGET MATERIAL (Starting material)/RADIOACTIVE FLUORIDE REAGENT (Key
intermediate) , _ _

We will produce radioactive flucride reagent on site at the PET drug production facility? Yes
No.

If yes, provide full detafls in section (i) below; ctherwise proceed to section {iD.

(i) The following target material wili be used for the production of radioadiVe_ fluoride reagént

1. | Name of the target material [*0] Water
2. | Name and address of the target ‘
material manirfacturer
3. | Specifications TEST ACCEPTANCE CRITERION
[Tests, procedures, and ' '
acceplance criteria to control
identity, purity, and quality
should be proposed]
Attachment Page
4, | \dentity test performed to release | TEST PROCEDURE ACCEPTANCE CRITERION
. gach lot for production use : :
The STP (or SOP) is provided in attachment ,
page
5. . Certificate of analysis (COA) Copy of representative suppiier's certificate of aﬁalysis
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