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e ‘ J | —
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Home  ProductListing and Reporting Products  Product Details  J[mioye e Eg)

SAVE INGREDIENT DELETE INGREDIENT

Note: The denominator strength and UOM for all Ingredients within a product should be the same. Should you need to change the values, all the ingredients added thus far should be deleted and added with the new
values.

INGREDIENT DETAILS \Enter/
’benominator);Strength
i Unit of Measure: *

v
Select Denominatory
Type: ive Ingredient, Reference Ingredient is Basis of Sirength v Select: TIPSy W——————

Unlt of Measure,

Ingredient UNII - Name: * | (TTQOTW3VTS) BUPIVACAINE HYDROCHLORIDE Type A 0f| Ingredient

Unit Of Measure: * v

Strength: * Ent er ; :
[ Moisty Same as ingredient ‘ Strength Enter/SeIect \

Ingredlent UNII - Name select.'Numerator
e e
Umt .of Measure

(TTQO7W3VTS) BUPIVACAINE HYDROCHLORIDE

4

Active Moiety,
-Q—M

Referel Ingredi l:" (TTQO7TW3VTS) BUPIVACAINE HYDROCHLORIDE
N h Enter/Select.

Note: Flease enter the NDC Product Code (ex. 12345-878] for the bulk or finished drug from which the active ingredient for the com R eferenc e

SOURCE NDC DOCUMENT TYPE

¥ ———
lngredoent
W
012345-678

Enterjingredient
SOURCE ‘NDC)
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Helpful Hints

Ingredient Types

Active Ingredient, Active Moiety, or Reference Drug
 use this ingredient selection to enable listing of
ingredient NDC
Inactive Ingredient
» to list the inactive ingredient(s)
Ingredient — Dietary Supplement

* to identify the active ingredient used is a "“dietary
supplement ingredient”

CDER Direct: direct.fda.gov



Product Listing and Reporting Products Product Details ,)

SAVE INGREDIENT DELETE INGREDIENT << RETURN

Note: The denominator strength and UCM for all Ingredients within a product should ba the same. Should you need to change the values, all the ingredients added thus far should be deleted and added with the new

values.
SelectiIingredient -

INGREDIENT DETAILS Dieta ryg Stﬁlement -

Unit of Measure:

v Enter/select.
UNII - Name

225 Unit OF Measure: mg.

SOURCE NDC MANUFACTURER DETAILS

No Sotroe NOC nformation [] b@heck-box-if‘!ouAhaveAnoA'Ingredient;SourceANDAg
Source NDC:* 0123456 P EnterSource,Ingredient NDC,
e aromakon ] .Check-box:if;you have no/Ingredient. Manufacturer;Source NDC,

Manfacturer DUNS: * 011223344 « Enter;ingredient. manufacturer;registration/DUNS,

Manufacturer Name: ™ \
Enter;source dietary@redient-

‘Manufacturer,Name,_




Human Compounded Drug Label

Home Product Listing and Reporting Products )

PRODUCT DATA ELEMENTS

INGREDIENT 5

ADD INGREDIENT

row(s) 1-10of1

BUPIVACAINE HYDROCHLORIDE TTQOTWIVTE 225 mg ACTIR 012345-678

Contect Help Desk

Glick- here to

A DD P;ﬂg_}ﬁ_pﬂgg \
PACKAGING Tinformation [ Aoorcace |

MNaone

ADD PACKAGE
Mone
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Helpful Hints
Product NDC Codes

A single SPL file can contain multiple products
with the same ingredients but different strengths

* Each strength is a different product and thus
requires a different product NDC

* After creating a product, save it, and return to the
main screen to add another product with the same
ingredients but different strength formulation

CDER Direct: direct.fda.gov
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When a smgle level SAVE PACKAGE

of ploduct package ‘
PACKAGING ( Enteriassigned

Last Z clickion
Check for Deletion @ g ’ Piﬁ[@ggl\@g uelect SA\/E pACKAGE

Package NDC: 1234567891 / Pac kage) acxage ) LUAS
Package Ty xype SYRINGE, PLASTIC v

Quanty:* 5 =
Unit of Measure: * mL N
Number of Units Produced: * 1000 \ S e l e Ct

Unit: of Measure

Enterthe,
Number;of,Units Produced ’

Click:on ADD,OUTER(PACKAGE
for,multi-level packaging
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\When OUTER|PACKAGE is [ pone |

A A e
\Last,-;‘clickton

SAVE PACKAGE

PACKAGING

12345-6789-1
SYRINGE. PLASTIC

5

mL v
Anew,s sectlon vs+called
. @ "OUTERIMOSTLEVEL

Enterjassigned compounded product
Package NOC: 12345.6759-0 “—&—\gpmackagepND o P

TRAY v Select:
e —

Outermost package RackagejType A
Quantltyusaw 3
Number of Units Produced: "1 . %
Select. =
- UntGtiiEsee; S | dvowe
Enter total
'Number,of.ind md‘l_\-/Ldual product:
‘Unlts‘Producedc

\(i'estotal # of syringes),
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[ADD SUBMISSION TYPE) i otk e

NDC Labeder Code Req
Cstablishment Heglatraty
IFA Sel Sdentificatic

T | | LAST | LAST
sdwct Listing and Cuetiicat ROOTID SUBMISSION | version mopiFiED | mooiFED | @

!
NDC Resarvation . USER [IONTE

WODIPL

MANAGE ACCOUNT

Cadir Usor Frolile

Manage Users
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Helpful Hints

Tofind Ingredient names, Active Moiety
names, and their associated UNIIs please
go to the following website:

Tofind the corresponding Active Moiety to
listed Active Ingredient please download
reference Active Ingredient-Active_Moiety
Relationship/Basis of Strength
» does not apply to bulk ingredients

CDER Direct: direct.fda.gov


http://www.fda.gov/downloads/ForIndustry/DataStandards/StructuredProductLabeling/UCM362965.zip
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Electronic Submissions Portal

Home roduct Listing and Reporting i
=

T T T

field below to display instructions and helpful hints for filling out this Products submission form. Red asterisk indicale required fields

Clicks CONTENT{OF4 LABELI[\b to
‘ d

Note: Click on the Data Element Name ol

HEADER DETAILS

Document Type: * HUMAN COMPOUNDED DRUG LABEL

Version Number: 1
SetID:* Generate New Effective Date: * 1*_{
2 Reporting Period: * | 2023-2 (06/0
Root ID: *

Generate New

’\/\/\/\—-
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Section Type: * - Select Section Type - [x]
Effective Date; *
Parent Section: & Sequence: * 2
Title:
BIUX L ==X BRGE«|=|=amoea
Content:
A
Document Type: *\ *RED* asterisk Registrant Ma(ni ﬁcllashec_lfurll_dirhm
indicates field is elptextir clicke

mandatory

CDER Direct: direct.fda.gov ‘ 2
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. UPLOAD IMAGES

UPLOAD

Note: JPG files only. Any image used above in the Content of Labeling must first be uploaded and displayed in the list of images below. Furthermore, any image uploaded and a 0 on the list below must be
referenced at least once in a section of the Content of Labeling.

,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, (Browse...| Click UPLOAD to upload
e S\ /) selected .jpg image file

None " Selecta.jpg _—"then
file to upload

Upload Image: *

*RED* asterisk Registrant Name: A dashed u

—— . .
indicates field is help text if clic
mandatory

Document Type: * ¥

CDER Direct: direct.fda.gov ‘ £
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X
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Click here to Insert the “Uploaded

Content:

------------------------- Image” into content of labeling.
Pop-up window will request name
from images uploaded below and

accomMnanvina tavt 4
AuvUuUVUl ] I'JUI.I |y|| |H | A Wy AN 9

UPLOAD IMAGES

UPLOAD

Note: JPG files only. Any image used above in the Content of Labeling must first be uploaded and displayed in the list of images below. Furthermore, any image uploaded and appearing on the list below must be
referenced at least once in a section of the Content of Labeling.

Upload Image: Browse.. After “Insert An Image” is saved

IMAGES thic will chanae to “Yeg”
ST TiIN WYY VT TUAL |3\.ﬂ W\ ' UV

IMAGE NAME DELETE IMAGE REFERENCED

Jellyfish jog = = L ® ( No >
L —
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oeresicron [ wony_|

CREATE / EDIT SECTION _
Click APPLYto save
Section Type: * DIAGRAM OF DEVICE E] CONTENT OF LABELING
Effective Date: * 08-22-2073 information before returning to main screen
Parent Section: ¢ Sequence: © 1
Title:
B I UX x L ;= = B B @ s - M Q6 &

Content:
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SUBMIT SPL

Note: Click on the Data Element Name for each field below to display instructions and helpful hg r filling out this Products submissio Red asterisk indicate required fields

First click.on
Last -.click:on U Sl

HEADER DETAILS At DNl < =

SUBMIT(SEL :SA.V_E AS, DRf\r—T

Document Type: * | HUMAN APOUNDED DRUG LABEL

..................... Version Number: * 1
setID: * 06236e1e-6089-2c18-0063-6a94af0a5279 | Generate New Effective Date: * [iid]

" Reporting Peried: * | 2023-2 (06/01/2023 - 11/30/2023) v
Root 1D; * 06236e1 7 Generate New Reporting Feriod: = =

CDER Direct: direct.fda.gov



Where do I get more information?

Log on to CDER Direct: direct.fda.gov
Compatible with the following browsers:
Firefox version 28 and above

Google Chrome
Microsoft Edge
Safari 10.0.1 and above

Help Desk: CDERdirect@fda.hhs.gov

Compounding Helpdesk:
compounding@fda.hhs.gov

CDER Direct: direct.fda.gov
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