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TUCOPRIM@  Powder
TUCOPRIM@ (sulfadiazine and trimethoprim) is indicated for the
control of bacterial infections of horses during treatment of acute
strangles, respiratory tract infections, acute urogenital infections,

wound infections, and abscesses.

Sponsored by:

Pharmacia & Upjohn Co.
7000 Portage Road

Kalamazoo, Michigan 4900 1
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FREEDOM OF INFORMATION SUMMARY

1. General Information

ANADA:

Sponsor:

Trade Name:

Generic Name: trimethoprim/sulfadiazine  powder

Dosage Form:

How Dispensed:

Route of
Administration:

Species:

Indications for Use:

Labeled Dosage:

Pioneer Product:

200-244 4

Pharmacia & Upjohn Co.
7000 Portage Road
Kal&iazoo, Michigan 4900 1

TUCOPRIM@  Powder

.
:%

TUCOPRIM Powder is a formulation of 333 mg sulftidiazine
and 67 mg trimethoprim per gram in a calcium carbonate
(limestone) base.

3
Rx

Orally in the feed

Equine

For control of bacterial infections of horses during treatment of
acute strangles, respiratory tract infections, acute urogenital
infections, wound infections, and abscesses.

The recommended dosage is 3.75 g TUCOPRIM Powder per
I10 lbs (50 kg) body weight. This provides 250 mg of
trimethoprim and 1250 mg of sulfadiazine per 1 l&&s bsdy
weight.

The product should be administered once daily in a small
amount of palatable feed for five to seven days or for two or
three days after clinical symptoms have subsided.

UNIPRIM  Powder, manufactured by Macleod
Pharmaceuticals, Inc. (ANADA  200-033)
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2. Target Animal Safety and Drug Effectiveness

Under the provisions of the Federal Food, Drug, and Cosmetic Act, as amended by the
Generic Animal Drug and Patent Term Restoration Act (GADPTRA, 53 FR 50460, 15
December 1988, First GADPTRA Policy Letter), an abbreviated new animal drug
application (ANADA)  may be submitted for a generic version of an approved new animal
drug. New target animal safety, drug effectiveness data, and human food safety data are
not required. The sponsor relies on the efficacy and target animal safety of the pioneer
product, based on established bioequivalence between the two formulations. In this case,
a waiver from the requirement to conduct an in vivo bioequivalence study (fifth
GADPTRA Policy Letter: Bioequivalence Guideline, 12 April 1990) was granted based
on the chemical similarity of the products. The generic product contains the same active
and inactive ingredients, all in the same concentration as the pioneer product. The
generic product is also the same dosage form, an oral powder, as the pioneer product.

3. Human Safety

This product has the following WARNING statements on the label, “Not for human use.
Keep out of reach of children. Not for use in horses intended for food”.

Human food safety data are not required.

4. Agency Conclusions

This ANADA  submitted under section 512(b) of the Federal Food, Drug, and
Cosmetic Act satisfies the requirements of section 5 12(n) of the Act and demonstrates
that when Tucoprim@ Powder (sulfadiazine and trimethoprim oral powder) is used
under the proposed conditions of use, it is safe and effective for its labeled indications.

Attachments:
generic product labeling
pioneer product labeling



,NDC 0009-7703-01 200 orams

‘TUCOPRllif’
; Powder

2rimethoprim  and
sulfadiazine
67 mg trimethoprim and

‘333 mg sulfadiazine per gram

‘For use in Horses
/Cautjon:  Federal (USA) law
,restncts  thts  drug to use by or
on the order of a licensed
,veterinarian.

14NADA #200-244,
jApproved by FDA

IndicaUon~:  lUCOPRIM  Powder is indicated in horses
where  potent sya~amic  antibactairl  ?&bon  against
ssnsitiw  oraanisms  is r&wired.  TUCOPRIM  Powder

s1ora  at or b4ow XI-C.
802 033 ooo [Code501)0

Mmukhmd inThe  United Kingdom
For: Pharmeola  h UpJohn  Company
KaI~ln?azoo.  Michigan 49001. USA

8~: Phwmacla  & “p,ohn Anlma,  “e&h I.,mi,sd
Carby. Northanlr  NM7 40s. England

’ Pharmacia  &Upjohn q q
Composltlon Unit 2566

I



NIX 0009-7703-02 2000 grams

.TUCOPR,lM”
tndicalionr:~NCOPRIM  Powder is indicated in horses
where potent syslemic  antibacterial action against
senskive  organisms is required. TUCOPRIM  Powder
is  indicated whore control 01 bacterisl  infections is
rewired durina treatment ot  acute  stmnotas  acuts
urigenital  in&ions.  respirato$  tract inlectlons.
wound infections and abscesses.
TUCOPAIM  Powder is well tolerated in foals.
Dosage: The recommended dose is 3.75 g TUCOPRIM
Powder par 110 lb. (SO  kg) body weight per day
Each level scoop contains I7  0 grams which II
sufficient to treat 500 Ibs  of  body weight. Administer
orally once a day in a small amount of palatable feed.
The usual course of treatment is a single. daily dose
for  five to sawn  days. Continue acute infection
therapy for  two  or  three days  atter clinical signs have
subsided. if no improvement Of acute infections is
seen in three to live days. reevaluate  diagnosis.
See package insert for complele  proda information.
Warning: Not for  human use. Not for us@ in horses
intended for  food.

_.

Powder

trimethoprim and
sulfadiazine
67 mg trimethoprim and
333 mg sulfadiazine per gram

For use in Horses
Caution: Federal (USA) law
restricts this drug to use by or

’ on the order of a licensed
‘veterinarian.
ANADA #200-244,
Approved by FDA

Store at  or below 30%.
802  032 000

Manulaclurod  m The United Kingdom
For: Pharmaola  h Upjohn Company
Kalamazoo. Michigan  49001.  USA

By: Pharmscla  & Upjohn Animal  Health  Llmtted
Corby.  Norlhants  NN17 40% England
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Packet  Label (1125 g Size)

Each gram contains: 67mg Trimethoprim.  333mg surfadiatine
fnd~~hns: For conuoi of bacuri81 wming:Notfocasc~~hcms * -
idaaioru  thing  trutw  0f 834~~ intended for food. . ir

thutioc F&d (USA) Ia:
rescriustisdrug~touscbyoroa
thco&cof8liccasal~.’

KEEfOurOFREAcHOPCMU)&

MJnufacaucd  foe
Mackod  Phanluccu~  Inc.
ForrC~~O8osWusA

Net Conte#s  fl2S‘~ranu  ’

‘

i

MA N 200~OS, approved  by fQA UP093755  R&3 u96
.

Label for the Shipper Bucket (1125 g Size>

‘...

MACLEOD -:Ai ..:_
PHARMACEUTLCALSJNC.

UNIPRIM
POWDERFORHORSES :

STORE AT OR BELOW 30°C (86°F)
6 PACKETS X 1125 GRAMS

EXP. DATE LOT  No.
up093757  Rev.  4%



Packet  L&d (37.5 g Size)

NOC 58711-3010-1  -

UNIPRIIW” .” I

Box Label (37.5 g Size)

30 PACKETS x 37.5 GRAMS



For Use in  Horses

- ---. -- --_  - -_ .-.
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TUCOPRIM Powder


