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FREEDOM OF INFORMATION SUMMARY
SUPPLEMENTAL NEW ANIMAL DRUG APPLICATION
NADA 009-576

SYNOVEX C and SYNOVEX S
(Progesterone and Estradiol Benzoate)

This supplement provides for addition to the labeling of the statements “A
withdrawal period has not been established for this product in pre-
ruminating calves. Do not use in calves to be processed for veal.” to the
warning section and “Do not use in veal calves. Effectiveness and animal
safety in veal calves have not been established.” immediately following the
indications.

Sponsored by:

Fort Dodge Animal Health
Division of Wyeth

800 Fifth St. NW.

Fort Dodge, IA 50501
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FREEDOM OF INFORMATION SUMMARY

SYNOVEX C Ear Implant for Suckling Beef Calves and SYNOVEX Sj Ear Implant for Steers
Fed in Confinement for Slaughter

1. GENERAL INFORMATION:

a. File Number:

b. Sponsor:

c. Established Names:
d. Propriety Names:

e. Dosage Form:

f. How Supplied:

g. How Dispensed:

h. Amount of Active Ingredients:

1. Route of Administration:

NADA 009-576

Fort Dodge Animal Health
Division of Wyeth

800 Fifth St. NW.

Fort Dodge, IA 50501

Drug Labeler Code: 000856

Progesterone and Estradiol Benzoate

SYNOVEX C and SYNOVEX §

Implantation (ear implant) as per 21 CFR 522.1940

SYNOVEX C: Each box contains 2 or 10 foil
pouches each containing 1 cartridge belt with 10
doses. Each implant dose consists of 4 pellets
containing 100 mg progesterone and 10 mg estradiol
benzoate.

SYNOVEX S: Each box contains 10 foil pouches
each containing 1 cartridge belt with 10 doses. Each
implant dose consists of 8 pellets containing 200 mg
progesterone and 20 mg estradiol benzoate.

oTC

SYNOVEX C:
100 mg progesterone.
10 mg estradiol benzoate.

SYNOVEX S:
200 mg progesterone.
20 mg estradiol benzoate.

Subcutaneous implantation on the posterior aspect of
the middle one-third of the ear by means of an
implant gun.
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J- Species/Class:

k. Recommended Dosage:

1. Pharmacological Category:

m. Indications:

n. Effect of Supplement:

Suckling beef calves and steers fed in confinement
for slaughter

SYNOVEX C: One implant containing 100 mg
progesterone and 10 mg estradiol benzoate.

SYNOVEX S: One implant containing 200 mg
progesterone and 20 mg estradiol benzoate. May be
re-implanted at approximately 70 days.

Steroid hormones

SYNOVEX C: For increased rate of weight gain
SYNOVEX C is recommended for use in suckling
beef calves (at least 45 days of age) up to
approximately 400 pounds of body weight.
SYNOVEX C is also recommended for
improvement in rate of weight gain in steers
weighing greater than 400 pounds and fed in
confinement for slaughter when used as part of a re-
implant program in which an initial SYNOVEX C
implant is followed at approximately 70 days by
SYNOVEX S.

SYNOVEX S: For increased rate of weight gain
and improved feed efficiency in steers weighing 400
pounds or more. For additional improvement in rate
of weight gain in steers fed in confinement for
slaughter, SYNOVEX S may be used as part of a re-
implant program where an initial SYNOVEX C or
SYNOVEX S implant is followed by SYNOVEX S
at approximately 70 days.

This supplement provides for addition to the
labeling of the statements “A withdrawal period has
not been established for this product in pre-
ruminating calves. Do not use in calves to be
processed for veal.” to the warning section and “Do
not use in veal calves. Effectiveness and animal
safety in veal calves have not been established.”
immediately following the label indications.
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2. DRUG EFFECTIVENESS: !

No new effectiveness data are required for the approval of this supplement. The products’
effectiveness has been established in the Freedom of Information (FOI) Summaries for the
parent new animal drug applications for SYNOVEX C and SYNOVEX S (NADA 009576).

3. TARGET ANIMAL SAFETY:

No new target animal safety data are required for the approval of this supplement. The
products’ target animal safety has been established in the Freedom of Information (FOI)
Summaries for the parent new animal drug applications for SYNOVEX C and SYNOVEX S
(NADA 009576).

4. HUMAN SAFETY:

No new human food safety data are required for the approval of this supplement. The
products’ human food safety has been established in the Freedom of Information (FOI)
Summaries for the parent new animal drug applications for SYNOVEX C and SYNOVEX S
(NADA 009576).

5. AGENCY CONCLUSIONS:

The information submitted in support of this NADA satisfy the requirements of section 512 of
the Federal Food, Drug, and Cosmetic Act and 21 CFR Part 514 of the implementing
regulations providing for the addition to the labeling of the statements “A withdrawal period
has not been established for this product in pre-ruminating calves. Do not use in calves to be
processed for veal.” to the warning section and “Do not use in veal calves. Effectiveness and
animal safety in veal calves have not been established.” immediately following the
indications. The labeling is modified to conform to agency policy (69 FR 135 pages 42443-
42444 dated July 15, 2004, and 69 FR 68 page 18594 dated April 8, 2004.)

The Center for Veterinary Medicine has concluded that, for these products, adequate
directions for use by the layperson have been provided and the product will have over-the-
counter (OTC) status. Label directions are accompanied by pictorial diagrams and detailed
instruction in plain language. The drugs are not controlled substances. The products’ status
remains OTC. The labeling is adequate for the intended use and has sufficient
warnings/statements to prevent illegal use in veal calves.

This approval does not qualify for marketing exclusivity under section 512(c)(2)(F)(iii) of the
Federal Food, Drug, and Cosmetic Act.

Under the Center's supplemental approval policy (21 CFR 514.106(b)(2)), this is a Category
II change. The approval of this change is not expected to have any adverse effect on the
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safety or effectiveness of this new animal drug. Accordingly, this approval did not require a
reevaluation of the safety and effectiveness data in the parent application.

No patent information was submitted with this application.
6. ATTACHMENTS:
Facsimile Labeling is attached as indicated below:

SYNOVEX C 20 Dose Carton Label
SYNOVEX C 20 Dose Package Insert (Front and Back)
SYNOVEX C 100 Dose Carton Label

SYNOVEX C 100 Dose Package Insert (Front and Back

Vow L G\JI\QEU ALVt \,L EULIL ALl

SYNOVEX S Carton Label
SYNOVEX S Package Insert (Front and Back)
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HOW TQ IMPLANT WITH

SYNOVEX

PELLETS

Study the followng instructions carefully, then
proceed step by step, untif the technique
becomes routine Many head can be
implanted per hour by an expenenced team
one member of which should be assigned to
do nothing but the implantation This person
should maintain hand cleanliness and use

JO g T ——

sannary nstrumsnts only

HOW SUPPLIE
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NDC 06856-3903-43 - 100 Dose

'

C woptants

Synovex © usen calvesup
¢ gopsararatsly 400 s of body weight &m—wu i sas0
~secmmensed for 'npmueyrsrm ks of werght gam In Jteors
atighing greate’ ian 300 pounds srd fod In condnarart i
ior ehon Lsot as e of 2 rmt\n’ p'Qg.sr\ nw}wl"

Tdaysty e S Soretuse niveal caivas deftuems=
and snevel safety in veal raives nave notbeen estaniis!
Torgtuss bl calvesirtonded o reovdudon, i calves
fees than 45 deys od

Stors akaxr wulled room lemmpergters 16°
Hugie axcesee nodt o humd by

S5 1 837

WARNING

ot o vs3in hurrars For anma. - Lse Zl_ly
molsw palisls 83 ony Any othor
toashon s 1 cation of acora b Do 1ok
atenpl savage ofinplaned site for burnan o
anme 10cd

Awhaase vencd bes “wibesn sstatishied br
‘“ﬁpud.,cu‘» prequmnany calves Dontluse

59 processed kr ves

GAUTION
Bulbrg, rectal a1d vegnal orddepsy wdder aevelopment
vanird edema and dleveie tiheads may te recored 1 cabes
aannstared Synovex G Impents
Keep e sod o' drugs out cf ihe reach of chicren
Resiretea Drug (alformal--
Ese Oniy as Direclad

.5

SYNOV C

u‘«’mmk; S
{4 FELLETR EALRY

CVUMIERS

&3 -

»

NEEGLD

NESDLE § OOKEBIG N

TRBHER

$UT Paent Ne 4400100

Load the S/novsx m
\ followsg the dwechons oulined

m the wstruchon manual
accompanyuyg each Synovex
gun.

The armnal must be confined
) 2 restraint mechamem

been soaked | a germicidal
sottion.

Hote: If mplanting homed cattle, greater safely s
provided when the head 8 confrolied by the wse of &
bt fead (nose tongs)

Dwide the ear mio thres
agnary  sechons  as

ﬂluslrand The impt
pelists shoukd b depostted 11
e center one-third ofthe gar
asshown o accamphshihs,
needie

one-itied of the ear as
medcsted by the "X™in the dustration. implanbng too
doge o the head may cause abnomal sexual
behavior. Care should ba taken to avord severing the
maor artenes ofthe ear

Grasp tiw ear with one hand
Holding the Synovex
farmnly with the other b
pene:raexmslmatmm
the "X Thiust the
nsedeundeﬂhe slnmdum
care not to penetrate
catilage Easethe&nwex
gun forwerd Joward the base
ofﬂeear}uﬁheﬂmedelongthwbemahhes‘m

-B-

STEP 8 peflet imptantation :
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HOW TO IMPLANT WITH SYNOVEX™ un
W &W?“S's rocomumended o7 use i sioels waghing i\ Load the Synovex gun Divida the ear mto three When the needle 18
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proceed step by step, until the technigue
becomes routine Many head can be
wnplanted per hour by an experienced team,
one member of which should be assigned to
do nothing but the implantation This person
should maintain hand sleanliness and use
sanitaly meliuments oIy,

HOW SUPPLIED
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WARNING
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CAUTION
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The anmal must be confined
in 2 restraint inechanism
{squeers clute or head gate)
The mplant ste on the back
gthe ear shouid be prepared
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Note: If implanting homed calile, greater safety is
provided when the head s confrolfed by the wse of a
kxitiead {nose tongs}

the Synovex gun needie
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one-thied of the ear as
indicated by the "X the flustration implanting tos
close to the head may cause abnomal sexual
behavior Care should be taken to avod seveng the
maor artenes of the ear

Grasp the ear with one hand
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peliets while continuing to
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\ pmpedy admirustered, the
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