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q Direct
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[ Home 3
SUBMISSIONS ALL SUBMISSIONS
(ADD SUEMISSION TYPE) For assistance with validation errors in COER Direct, contact CDERdirect@fda hhs.gow For general questions regarding electronic drug registration and listing, contact

eDRLSEfda hhs. gov.

shrment Registration

NDC Labeler Code Request

GDUFA Self-ldentification

o

LAST LAST
SETID ROOT I ::;"ms LABELIE"T MODIFIED MODIFIED
USER DATE

Click:on
Establishment:Registration

stabl
Product Listing and Cerfification
NDC Reservation

WDINIPL

MANAGE ACCOUNT

]

Edit User Profile

Manage Users

CDER Direct: direct.fda.gov


https://direct.fda.gov/apex/f?p=100:LOGIN_DESKTOP

Human Compounded Drug Label

I@/A\ Direct

Electronic Submissions Portal

- The menu level is
Homg El.abld'lnmtﬂegst’ahm h P Rttt S P

indicated here

SUBMISSIONS

ESTABLISHMENT REGISTRATION
[ADD SUBMISSION TYPE)

For assistance with validation emraors in CDER Direc

ct, contact CDERdirect@fda hhs.gow. For general questions regarding electronic drug registration and Esfing, contact eDRLS@fda.hhs.gow.
NDC Labeler Code Request
Establishment Registration ﬂ SEARCH ESTABLISHMENT CREATE NEW | UPLOAD FILE
GOUFA Self-ldentification

- I None
Product Listing and Certification

NDC Reservation

WDDVIPL

Click: on
CREPTE NEW!
UF’LEJPD FII_E

CDER Direct: direct.fda.gov



Human Compounded Drug Label

q Direct
IDA_\ Electronic Submissions Portal

SUBMISSIONS
[ADD SUEMISSION TYPE)

NDC Labeler Code Request
Establishment Registration
GDUFA Self-ldentification
Product Listing and Certification
NDC Reservation

WDDVZPL

CREATE NEW REGISTRATION

Mote: To update a3

0 Create New Establishment Registration using a blank form

=tin~ Ectahblishmant Registratic

iﬁglgct radic_)_

button and
click:-on

CONTINUE

ting submission, olick on Cancel and select a submission with the statues SUBMISSION ACCEPTED from the table in the prior page / Dashboard

CDER Direct: direct.fda.gov



Establishment Registration  JISEREN gy

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this i i i izzion form. Red asterisk indicate required fields.
|Don't;forget.to
R Py

= HEADER DETAILS selectsy oury

DocumentjType

ESTABLISHMENT REGISTRATION
ESTABLISHMENT DE-REGISTRATION
OUT OF BUSINESS NOTIFICATION

09-24-2023

== REGISTRANT DETAILS

®

ABC Outsourcing Compounders

123456789

REGISTRANT CONTACT DETAILS REGISTRANT CONTACT ADDRESS

United States
James Brown

2001 Main St
james browni@abcoc.com

1-202-555-1212 = Washington
District Of Columbia

20001

Contact Help Desk

1Then Click.on

- esmusaens T A e

MNone

CDER Direct: direct.fda.gov
N —————————————————————




uman Compounded Drug Label

I@A_\ Electron |DH’€"€1L

Home Establishment Registration SPL Submission F_-;tablishmmt }

e T
- SAVE ESTABLISHMENT =< RETURN
SAVE!( ESTP- BI_TISH MENTY

ESTABLISHMENT DETAILS ESTABLISHMENT ADDRESS
Establishment Name: * ABC Outsourcing Compounders Uk 2Tz ~
2001 Main St
123456789
City:* \Washington
Y District Of Columbia
-t
20001
Business Operation/Qualifier
ESTABLISHMENT CONTACT DETAIL
HUMAN DRUG COMPOUNDING QUTSOURCING FACILITY W
n Same as Registrant Contact Details 3 i
TENT TO COMPOUND S06E (DRUG SHORTAGE) DRUGS
Contact Name: James Bri
james . bro e
1-202-555 b
aThen'select: and
[ one et
"check: qualn’eh .
el g — z
o
m
Note: Enter the one or more drug manufacturing and processing operations performed at the establishment. =
Click:on'ADD, T
— BUSINESS OPERATION(S) BUSlNESS :
(=]

OPERATION

CDER Direct: direct.fda.gov



s s sne oo

Mote: Chck on the Data Element Mame for each field below to display instructions and helpful hing fifing out this Establishment Registration submission form. sk indicate required fields.

Click,on,
SAVE/ANDVALIDATE

== HEADER DETAILS

Document Type: © | ESTABLISHMENT REGISTRATION v

063479c6-ad91-a072-2063-6b94af0a54ab Version Number: *

163478¢6-3092-a072-2063-6b94af02543b Effective Dats: 09-24-2023

FPostal Code:”

row{s) 1-1cf 1

ESTABLISHMENT DUNS ESTABLISHMENT FEI ESTABLISHMENT NAME

123458758 ABC Outsourcing Compounders




uman Compounded Drug Label

FOA

Ry [Establishment Registration |2

SUBMISSIONS
{ADD SUBMISSION TYPE)

NDC Labeler Code Request
Establishment Registration
GDUFA Self-ldentification

Product Listing and
Certification

NDC Reservation

WDINIPL

ESTABLISHMENT REGISTRATION

For assistance with valdation errors in COER Direct. contact CDERdirect@fda. hh:

ow. For general questions regarding electronic drug registration and listing, contact eDRELS@fda hhs.gov

m ﬂ ACTIONS ~ SEARCH ESTABLISHMENT CREATE NEW / UPLOAD FILE

LAST LAST
STATUS SETID ROOTID | SIBMSSION DETAILS | MODIFIED | MODIFIED
USER DATE
VALIDATION - - ABC .
Iy ’ 1 123458780 Outsourcing DETALS 2= -
PROGRESS . Compounders - ]
1-1

VWhen successful
youwillsee
SUBMISSIONIID

CDER Direct: direct.fda.gov



Human Compounded Drug Label

Direct

m Electronic Submissions Portal

Home Product Listing and Reporting

SUBMISSIONS
(ADD SUBMISSION TYPE)

NDC Labeler Code Request
Establishment Registration
GDUFA Self-ldentification

Product Listing and
Certification

NDC Reservation

WDD/3PL

PRODUCT LISTING AND REPORTING

For assistance with validation errors in CDER Direct, contact CDERdirect@fda.hhs.gov. For general questions regarding electronic drug registration and listing, contact eDRLS@fda.hhs.gov.

ﬂ ACTIONS v SEARCH PRODUCT

CREATE NEW / UPLOAD FILE

\AST
SUBMISSION DOCUMENT PRODUCT ‘

SUBMISSION O5e4adcb-3114-b38e-  O5edadcb-3115-b38e- Cfggf;‘ﬂ;;ég ; ggﬂl’igUNDED ) James 21-SEP-2023
ACCEPTED e063-6294af0alcdd  e063-6agdaldalcad T - DRUG LABEL Brown 17:17:09
1-1
Click heretobegin
Click on new reporting
Product Listing and
Certification

CDER Direct: direct.fda.gov




Human Compounded Drug Label

m Direct
m Electronic Submissions Portal

SUBMISSIONS CREATE NEW PRODUCT LISTING AND REPORTING
(ADD SUBMISSION TYPE)

o Create a New Product Listing or Certification using a blank form

NDC Labeler Code Ry t
e Import an existing Product Listing or Certification SPL

Establishment Registration

[HUMAN COMPOUNDED DRUG LABEL

GDUFA Self-ldentification

ote: To update an existing subl ion, click on Cancel and select a submission with the status SUBMISSION ACCEFTE m the table in the prior page / Dashboard.
Product Listing and Certification

NDC Reservation CONTINUE

WDDI3PL K

TTheniselect SelectHuman

Compounded Drug Label

Click:on dashﬂwggrlined
wordsio{gia.dmhonal
information

Red}asteriskq(»)lindicatesjmandatory

CDER Direct: direct.fda.gov



Home Product Listing and Reporting

SAVE AS DRAFT << RETURN

Note: Click on the Data Element Name for each field below fo display instructions and helpful hints for filling out this Products submission form. Red asterisk indicate required fields.

1Then.clickion
= HEADER DETAILS UGS

SAVEAS|DRAEKTY
Document Type: * HUMAN COMPOUNDED DRUG LABEL

Version Number: ™

setiD:” 06231dfc-338a-f6c6-e063-6b94aflaedbd Generate New Effecti : 09-24-2023

Root ID: ™ 06231dfc-338b-f6c6-8063-5b94aflacobs Generate New Reporting Perfod: ™ | —Select a Reporting Period—- v

First - Select:

Reporting Period

== LABELER DETAILS

== PRODUCTS ADD PRODUCT

Do you have any products to report: *

CDER Direct: direct.fda.gov

gﬁﬁ



Direct

Submissions P
Home Product Listing and Reporting i

CONTENT OF LABELING SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE DELETE << RETURN

Note: Click on the Data Element Name for each field below to display instructions and helpful hints for filling out this Products submission form_ Red asterisk indicate required fields.

== HEADER DETAILS

* HUMAN COMPOUNDED DRUG LABEL

08236e16-0080-6018-8063-594aM0a5279  Generate New : 09-24-2023

0623607 e-00a-201 2-c0GAmminm . Reporting 2023-2 (06/01/2023 - 11/30/2023) v

== LABELER DETAILS

— —

Second -
ABC Qutsourcing Compounders Laby 123@ ADDAESTe‘BmSHMEN-I}

= ESTABLISHMENTS .
None First;enter;Labeler;

Name & Labeler;DUNS;

= PRODUCTS

Do you have any products to report: *

m ACTIONS v

Contact Help Desk

CDER Direct: direct.fda.gov
————————————————————




Human Compounded Drug Label

q Direct
r A— Electronic Submissions Portal

Home Product Listing and Reporting Products Eslablishment Delails }

Enter,ESTABLISHMENTDETAILS

ESTABLISHMENT DETAILS l \
Establishment Name: * ABC Outsourcing Compounders Establishment DUNS: * 123456789

Thenclick:on

BUSINESS OPERATION(S) © SAVE! ESTPBLISHMENT

[ ] BUSINESS OPERATION Y

% | [HUMAN DRUG COMPOUNDING GUTSOURCING FACILITY v " -~ and be r@t_u_rned to prlor
L screen to ADD PRODUCT

The BUSINESS,C OF’ERF‘TION
IS defaulted to
HUMAN DRUG COMPOUNDING OUTSOURCING FEACILITY,

CDER Direct: direct.fda.gov



Human Compounded Drug Label

Electronic Submissions Portal

i i
Home Product Lisfing and Reporting Products ri-

s | wensourr | saemownne J oasre |

Mote: Click on the Data Element Mame for each field below to display instructions and helpful hints for filing out this Products submission form. Red asterisk indicate required fields

HEADER DETAILS

Document Type: © | HUMAN COMPOUNDED DRUG LABEL Version Number: * 1

SetID: * 06236816-2089-2C18-2063-6a94a70a5279 | Generate New

(]

2023-2 (06/01/2023 - 11/30/2023) »

06236e1e-e08a-ec18-2063-6a94af0a5279 Generate New

ESTABLISHMENTS

ADD ESTABLISHMENT T
B
I}
=
S
)1-10f1 =
- ESTABLISHMENT DUNS ESTABLISHMENT NAME CONFIDENTIAL
7.4 123456789 ABC Quisourcing Compounders M

Select -)Yes

PRODUCTS to report:product
Do you have any products to report: * Yes v “ /

=l Then,:

ADD/RRODUCT;
Mone.

CDER Direct: direct.fda.gov
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Home Product Listing and Reporting Products Product Details

\You ma y(entersyour aj_sri gned Enter the
compounded drug NDC|Product.Code Non|Proprietary,Name
PRODUCT DATA ELEMENTS ;

12345-6789

Mo Paine Bupivacaine PF Enteryy ouri‘assi gned product
- ' — Proprietary,Name
Non Proprietary Name: * Bupivacaine HCI : B

DEA Schedule: — Select DEA Schedule -- ~
Dosage Form: * INJECTION, SOLUTION v

SelectiDosage PERINEURAL
Form : AURICULAR (OTIE) N Select,from listsyoursproduct:
A BUCCAL it ‘yirﬁ'{!-)r'ﬂ-—f

et

AT -
CONJUNCTIVAL N Route,of Administration
CUTANEOUS

DENTAL ¢
ELECTRO-OSMOSIS

<«

MARKETING DETAILS

Marketing Category: * “Select Marketing Category-
-Select Marketing Category-
OUTSOURCING FACILITY COMPOUNDED HUMAN DRUG PRODUCT (EXEMPT FROM APPROVAL REQUIREMENTS)
QUTSOURCING FACILITY COMPOUNDED HUMAN DRUG PRODUCT (NOT MARKETED - NOT DISTRIBUTED)

Selectiyour product;

|Marketing Category/ Ag-ﬁa"?r%l%g%%% '{"_ 5
ADD/

‘tact Help Desk

o

~ racacive

CDER Direct: direct.fda.gov




Product Listing and Reporting Products Product Details Ir‘gr-a-:liert Details

SAVE INGREDIENT DELETE INGREDIENT

Mote: The denominator strength and LOM 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.

1Entery

’.Denominator‘ Strength
Unit of Measure: ™ mL

INGREDIENT DETAILS

1

v
Select:Denominatory
Active Ingredient, Reference Ingredient is Basis of Sirength w Select: T Y

Unit,of Measure

(FTQOTWIVTE) BUPIVACAINE HYDROGHLORIDE "W
® gy Sl Eoter/Select
Moiety Same s Ingrediant Strength
[Jtee gt Ingredlent UNII-Name

'
(TTQOTWIVTE) BUPIVACAINE HYDROCHLORIDE \Ur"t ] of M easur e_‘

Enter!Select
Active Molety;

(TTQOTW3IVTE) BUPIVACAINE HYDROCHLORIDE
& Enter/Select

MNote: Please enter the MDC Product Code (ex. 12345-678) for the bulk or finished drug from which the active ingredient for the com R eferer.c e “ned.

Ingredlent
et

DOCUMENT TYPE

Entergingredient;
(SOURCE! NDC_J

CDER Direct: direct.fda.gov
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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 Producis Froduct Details Ir'gra-:liert Details

SAVE INGREDIENT DELETE INGREDIENT << RETURN

Note: The denominator strength and LIOM 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
éelechlngredlent =
INGREDIENT DETAILS D|etary ( Supp'ement.

Denominator, Strength: 1 Unit of Measure:

Type: ﬁgre-dienl - Dietary Supplernenl_ v EEnt erl/select:

values.

v S S—
Ingredient INII - Name: * | (PGYCIEG204) CYANOCOBALAMIN W

Uniit Of Measure:

SOURCE NDC MANUFACTURER DETAILS

o Source NOC iformation [ Check:box:if;you have nojIngredient;Source NDC,

Somce NC:* 0123456 P Enter;Source|Ingredient.NDC,
o e Soureape o [ ‘ Check-box:if;you have no,Ingredient ManufacturerSource NDC;

Manufacturer DUNS: * 011223344 b Enter ingredient:manufacturer;registration/DUNS;

& Enter;source dietary ingredient-

‘Manufacturer,Name,

CDER Direct: direct.fda.gov

{
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\N

-




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

CDER Direct: direct.fda.gov

i



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



Human Compounded Drug Label

=) Direct
IDA_\ Electronic Submissions Portal

Home  Product Listing and Reporting Products Product Detzilz  JEEErRERk

When ag@gl_glevel smepckace | Dowe |

of product package \
( \Entergassigned; L'ast —click:on

Check for Deletion @ C ’ Rac ka_gg_ NDC Select S/ E‘\_\;"E P AE_K_J‘&‘EE
Package NDC: 12345-6789-1 / ng@ —‘I—ipE

Package Type: © SYRINGE, PLASTIC s

uant* 5 f—

Unit of Measure: * mL v

Number of Units Produged: * | 1000 \ §§L8_f_:j

Unit. of Measure

[ e |
Enterthe.
Number;of,Units,Produced ’

Click: on P\D‘_D DUTERE&CKHGE
forymulti-level packaging
— L A

CDER Direct: direct.fda.gov

(



Product Details

\When OUTER(PACKAGE is, =

by

Product Listing and Reporting

[added \
ONLYZLEVEL becomes, Lastﬁcllck on
- SAVEJF‘ACKAGE'

12345-6789-1

SYRIMGE, PLASTIC

5

mL At
Anew,section is called
™ CUTERVOSTLEVEL

Enterassigned .compounded product:
wpmpﬁb*e*&*—“
TRAY L Select

S ‘ Outermost; package, M\Packa geiType,
Quantltyils normall‘yj

Unit of Measure: ~ mL e
| n1 [
o [ ] "
Select;

Contact Help Desk

cntolMeasue
Enter totel
Number, of ind mdwudual product
Umtsfroduce‘c_lJ

((i'etotal #'ofisyrlnges),

CDER Direct: direct.fda.gov ‘




Human Compounded Drug Label

rl.) Direct
m Electronic Submissions Portal
[ x

Home Product Listing and Reporting N [EioatacalP i
=Y

SUBMIT SPL SAVE AS DRAFT SAVE AND VALIDATE DELETE

Note: Click on the Data Element Name for each field below to display |nstrucucMhms for filling out this Products submission form. Re

You mayjclick
SUBM\T SPL You can eithery SAVE'/AS DRAFRT or,

SPVE AND VA L\D.»“TE

HEADER DETAILS

Document Type: *  HUMAN COMPOUNDED DRUG LABEL Version Number: * 1

SELECT PRODUCTNDC PROPRIETARY NAME DOSAGE FORM INCLUDED IN SPL INGREDIENTS CLONE PRODUCT
12345-6

No Paine Bupivacaine PF INJECTION, SOLUTION SHOW INGREDIENTS 5]

-1o0f1

CDER Direct: direct.fda.gov



Human Compounded Drug Label
FDA

Electronic Submi

| Home 4

SUBMISSIONS
(ADD SUBMISSION TYPE)

NDC Labeler Code Request
Establishment Registration
GDUFA Self-ldentification
Product Listing and Certification
NDC Reservation

WDD/3PL

MANAGE ACCOUNT

Edit User Profile

Manage Users

Direct

ys-Portat

ALL SUBMISESIONS

For assistance with validation emrors in CDER Direct, contact CDERdirect@fda.hhs.gov

eDRLS@Tfda.hhs.gov.
ﬂ ACTIONS v

SUBMISSION DOCUMENT
D VERSION LABEL

v. For general questions regarding electronic drug registration and listing, contact

LAST LAST
MODIFIED

DATE

MODIFIED
USER

ROOTID

HUMAN

VALIDATION IN 06236e1e-e089-ec18- 06236e1e-e08a-ec18- _ James 24-3EP-2023
PROGRESS 2063-6a94af0a5279 e063-6a94af0a5279 1 E;é"ETOUNDEE DRUG Brown 22:18:58

5 M
SUBMISSION 05edadcb-3114-b38e- 05edadcb-3115-b35e- Cf5;§§;1162§%9 1 gg-ll"-:ﬁgUNDED DRUG James 21-SEP-2023
ACCEPTED e063-6a94af0aic3d e063-6a94ar0alc3d 'mred = LAE'EL Brown 17:17:09

Note the, STATUSis
VALIDATION IN PROGRESS Note the, SUBMISSION|ID.is blank
until your.submwssmn status is

=Note__ if the, STATUS is T SUBMISSION ACCEF’TED

\/AL\DAT\ON FA\LURE syou
WI|| need to correct errors
ﬂgkcllck_SUBM\T §_F’E

CDER Direct: direct.fda.gov
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Helpful Hints

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

To find 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


https://precision.fda.gov/uniisearch
http://www.fda.gov/downloads/ForIndustry/DataStandards/StructuredProductLabeling/UCM362965.zip

Human Compounded Drug Label

m Direct
r A_ Electronic Submissions Portal

Home Product Listing and Reporting
g porting j

R T T

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

Click, CONTENTYOFLABELING to

submit.compoun d_e.q product:labels

Note: Click on the Data Element Name ol

HEADER DETAILS

Document Type: * | HUMAN COMPOUNDED DRUG LABEL Version Number: * 1

SetID: * 06236816-2089-2019-6063-6a04aM0a5270 | Generate New Effective Date: * [

Reporting Period: * | 2023-2 (06/01/2023 - 11/30/2023) »

Root ID: * 06235e1e-e08a-ec18-e063-6a04af0a5279 Generate New

CDER Direct: direct.fda.gov



<§REATE | EDIT SEcnoD

Section Type: * - Select Section Type - [x]

Effective Date; *

Parent Section: & Sequence: * 2

Title:

BIUX L ==X BRGE«|=|=amoea
Content:
A
oo - ‘RED*asorsk | Fesontige. Adashed underine ndcaics,
indicates field is ciptextirciicke

mandatory

CDER Direct: direct.fda.gov ‘ Z

~
N



. 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
Upload Image: *

referenced at least once in a section of the Content of Labeling.
,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,,, (Browse...| Click UPLOAD to upload
warr N\ /) selected .jpg image file

Nore - Selecta .jpg _—"then
file to upload

*RED* asterisk Registrant Name: A dashed un

< . S
indicates field is help text if clic
mandatory

Document Type: * ¥

CDER Direct: direct.fda.gov ‘

2
S
N\



Content:

UPLOAD IMAGES

zx b @@ @« | =(a)Eooa

Click here to Insert the “Uploaded
Image” into content of labeling.
Pop-up window will request name
from images uploaded below and

accomnanving tavt 4

acvouvull IPCAI Iyll IH LCUAL.

referenced at least once in a section of the Content of Labeling.

Upload Image: *

IMAGES

IMAGE NAME

Browse...

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

After “Insert An Image” is saved

Jellyfish_jpg

DELETE IMAGE REFERENCED

- O

CDER Direct: direct.fda.gov
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Human Compounded Drug Label
[ oeresecro | wmy |

CREATE / EDIT SECTION ,
Click APPLY to save
Effective Date: * 09-22-2023 information before returning to main screen
Parent Section: ¢ Sequence: ~ 1
Title:
Bl oM x| Tl = s B @ (@ e = MmO 8 a8
Content:

CDER Direct: direct.fda.gov



Human Compounded Drug Label

rL) Direct
r A_ Electronic Submissions Portal

Home Product Listing and Reporting Producis CL

SAVE A5 DRAFT SAVE AND VALIDATE E

Note: Click on the Data Element Name for each field below to display instructions and helpful R br filling out this Products submissio ed asierisk indicate required fields
- First:.click.on
Last - click.on e
HEADER DETAILS Yoo SAVETASDRAFET:
SUBMIT¢SPL SAVEASDRA
Document Type: ©  HUMAN COMPOUNDED DRUG LABEL ! Number: * 1
SetID: * 06236e12-2089-2018-2063-6304a10a5279  Generate New Effective Date: * [l

Reporting Period; * | 2023-2 (06/01/2023 - 11/30/2023) »

06236e1e-e08a-ec18-e063-6a94aM0a5279 Generate New

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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