SPARHA?

LABORATORIES, INC.

June 19, 2006

Dockets Management Branch, HFA-305
Room 1-23

Food and Drug Administration

12420 Parklawn Drive

Rockville, MD 20857

SUITABILITY PETITION
The undersign submits this petition as set forth in 21 CFR 10.30 to change the dosage form of NADA 11-315
from Neomycin Soluble Powder to Liquid as an amendment. Data and information to support this request has

been submitted to CVM as Neomycin Liquid (ANADA 200-379).

Documentation including previous communication with Center for Veterinary Medicine, Pharmacia and Upjohn’s
Biosol Label, active and inactive ingredient list and our proposed label is included with this petition.

Sparhawk Laboratories, Inc. also request categorical exclusion from the need to prepare an environmental
assessment for this application based on the April 1, 2001 revision of 21 CFR 25.33a (1).

The undersigned certifies that, to the best knowledge and belief of the undersigned, this petition includes all
information and views on which the petition relies, and that it includes information known to the petitioner which
is unfavorable to the petition.
Respectfully,submitted,

“Bas
Bert Hughes
President / CEO

EBH/wkp
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Food and Drug Administration
Rockville MD 20857

JINAD 10-670 December 6, 1999

Bert Hughes
President/C.E.O.

Veterinary Laboratories, Inc.
12340 Santa Fe Trail Drive
Lenexa, KS 66215-0000

Dear Mr. Hughes:

We acknowledge receipt of your submission dated November 24, 1999, for the establishment of a
JINAD for the investigational use of neomycin sulfate liquid in cattle, swine, sheep and goats
pursuant to the Federal Food, Drug, and Cosmetic Act, [section 512(j)] and 21 CFR part 511.

Your submission has been assigned JINAD number 10-670 and has been forwarded to the
proper reviewer for consideration. Please refer to this number when submitting any future
correspondence pertaining to the use of the aforementioned drug.

( This letter does not authorize the use of edible products derived from treated food producing
animals. If the intended use is in food producing animals, edible products of investigational
animals may be used for food only with prior authorization granted by the U.S. Food and Drug
Administration.

cerely, jg :
// /_\ \
/
obl
Technl al Info Spemahst
Center for Vetermary Medicine
HFV-199
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JINAD 10670 R0000
FER L4 2000
Bert Hughes
President/CEQ
Veterinary Laboratories, In¢.
12340 Santa Fe Trail Drive
Lenexa, KS 66215

Dear Mr. Hughes:

 We refer to your submission dated November 24, 1999, which reques‘ted a waiver from in vivo
bioequivalence requirements for a generic copy of Pharmacia & Upjohn’s Biosol® (neomycin
sulfate) Liquid, ANADA 200-113.

We have reviewed your submission and have the following comments:

Your generic product is an oral solution that contains the same active ingredient and similar
inactive ingredients in the same concentrations as the pioneer.

\ Your request for a waiver of in vivo bioequivalence testing is granted on the condition that the
information in your ANADA continues to show that your proposed generic product is equivalent
to the pioneer, Biosol® Liquid.

In any future written correspondence regarding this submission, please refer to our
submission code JINAD 10670 R0000.

I\

Lonmie W, Luther, Ph.D., P.A.S.

Chief, Generic Animal Drug and
Quality Control Staff

Office of New Animal Drug Evaluation

Center for Veterinary Medicine

60030



November 24, 1999

Food and Drug Administration
Center for Veterinary Medicine
Document control Unit HFV — 199
7500 Standish Place

Rockville, MD 20855

Veterinary Laboratories, Inc. intends to submit an Abbreviated New Animal Drug
Application (ANADA) under the provisions of the Generic Animal Drug and Patent
Term Restoration Act (GADPTRA) for:
Product: Biosol Liquid.
ANADA Product: Pharmacia & Upjohn

Biosol Liquid

ANADA 200-113
Veterinary Laboratories, Inc. hereby respectfully request a waiver of in vivo
bioequivalence studies as outlined in the FDA’s policy letter Number 5, dated April 12,
1990. :
Enclosed are:

1. Copies of the label for Pharmacia & Upjohn Biosol Liquid. (Attactment A)

2. Anitemized list of the active and inactive ingredients and their concentrations in the
proposed generic product. (Attachment B)

3. Alist of the pH and specific gravity of the Pharmacia & Upjohn Bisol Liquid and the
pH and specific gravity of the proposed generic product. (Attachment C)

We hope this information will be sufficient to allow for approval of our request for
waiver of the requirement for in vivo bioequivalence studies.

Sincerely,

ety
Bert Hughes

President/C.E.O.
Enclosed

EBH/wkp

0600173
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Restriciad Dewg—{Use dlly As Glrected (Calliomia)

For Orai Use I Axtmais Onfy

Oosage asd Aduiniziration: Administer to cattls, swine, sheep

and goats at 2 dosa of 10 my neemycin sulfate’ per puund of

body welght in divided doses for 2 maximum of $4 da ays.
Dasage Schedule for treatment of colibacilfosis:

Pounds of Amount of BIOSOL Liquid
Bady Welght Per Day In Divided Doses
51bs 1/4 teaspoonful
50 fbs- 172 teaspoonful

100 bs. 1 teaspoonful
300 ibs 1 tablespoantut
1 fiuid ounce

602 Ibs

Teaspuon = U.S. Standand Measure
BIOSOL, Liquid magubc zlven andliuted or ditated with water,
Herd Treatment: Each Bottla will treat 9,600 yuunds bod
welght. Therefm. uumz te.the (otaf numbar of pounds
welght of the animals to be treated and aumlnlsm one (1) fluid
n«ncmruchsdou ds. The product should be added
amount of deinking wal-r 10 be consumad in. 12-24 hours,

de medicated water as the sole source of watat each da
yntit consumed, followed by non-madicated water as ro:

ight, mi "{ p0an I water.or wil
fiach 100° poundt bady vmu Mmlnkur dally elther 3
drench in Mdeddo $ ot in. the drinking nmeo
sumed in 12-24 hou
CAUTION: Tudmlnlsurmnhmdmnmmwmﬂ
aeomycln miulrld [n medicated water must be adjusted to
compensate for v:rlzllun in age and weight of animal, the:
nature and severity of disaass ans. and anvironmental temper-
a(m and humulty. each of alfects water consumption,
gioms persist mar using this pnpmuon for 2 0r 3 days,
cnnsu symrt imr depmsshn.
or gaing off tud davalop, oral neomycin h Indicated'as the
sole treatment sincy lytlem(c levels of nnmycln an not
oblained due ue to low absorption fram e gastrolntestinal tract,
lnmu-l: Treatment shauid coatinue 24 to 48 hours beyord.
smlutdisuakvmp , but not to axceed x fatal of 14
eanmutm days. s not drinking or eating lhﬂllld b
treated individually by dranch.-

A ot Lo human . Kotp dortu:uuu v
ren. I‘l"‘ i
» fssL 1 sumber of daya bsvd biow ww‘r'&-

canu

Nncwwau
A withdrawal period has nat been mbllslud for this
product in m—ruminaunu calves. Do ot use fn
calves 1o be procassed o volL
A milk: discand ﬁ has not been establiched for
lhlsamdudh mﬂnqdﬂ:yuﬂio.bnmwln
mmhsofagewumf.

Sars at cantrofied roo

zn'xozs-c(wmn'mmuspj.

313834 108

Pharmacia & Upjohn Company

Kalamazoo, MI 49001, USA

o s 11

NDC 0008-0559-06

Liquid

Neomycin Sulfate
(commercial grade)

Antibacterial

!XP 11I2f)!]2 5 0009— 559-06 ¢




Attachment B

NEOMYCIN LIQUID
mg/mL

Active Ingredient Concentration per mL
Neomycin (As Neomycin Sulfate) - 140mg/mL

Inactive Ingredient Concentration per mL
Potassium Sorbate 1.5 mg/mL
Sodium Metabisulﬁte 1.0 mg/mL
Sodium Citrate — 2H,O 5.0 mg/mL
Methyl Paraben 1.8 mg/mL
Propyl Paraben 0.2 mg/mL
Water for Injection gsto 1 mL

0609213



Restricted Drug-Use Only As Directed {Califamia)
For Orat Use in Animals only
Dasage and Adminlistratian: Administer to cattle, swine, sheep and
gouts at a dose of 10 mg-neomycin sutfate per pound of body weight
in divided dosss for & maximum of 14 days.
Dosage Schaduls for trestment of callbacillosis:
Pounds of Amaunt of Naomycin Solution
Body Waight Par Dayin Dividad Dosss
1/4 teaspaonful
1/2teaspaontul
1 teaspoonful
1 teblespoontful
1 fluid quncs

T = U.S. Standard M .3

Naamycin Solution may ba givan undiluted or difirted with water.

Herd Treatment: Each bottfe will treat 9,600 paunds body weight.
Thetgtora, estimate the total number of pounds body weight af the

R

If symptoms parsist aftar using this preparation for 2 or 3 days,
consult a vetetinarian, it symptoms such es fever, depression, or
going off faed develop, oral neomycin is not indigated as the sal
treatment since systemic lavals of yein are not obtained due
to low shsorption fromtha g inat tract.

SOLUTION Trap Tr should inue 24 to 48 hours hayond
remission of disease symptams, but not to axcesd s tatat of 14

consecutive days. Animals not drinking or eating should be traated
individually hy drench. !

Neomycin Sulfate
{commercial grade)
Antibacterial

FOR ANIMAL USE ONLY
KEEP OUT OF

WABNING: Not for human use. Keep out af resch of
childran. Di i priorto &l by atleast
the numbaE of days listed below for apprapriate species:
L ————————— -
Sheaep 2 days
[ITATE T EoT T S—— 1

animals to be trestad and administer one (f} fluid gunce for sach
600 pounds. The product shatld ba addad to the amaunt of drinking
watsr to be consumed in 12:24 hours. Provide madicated water s
the sole source of water sach day until consumad, fallowad by
nan-medicatad watet 35 required. Fresh madicated water should
ha preparad each day.
Individual Animal Treatment: To provida 10 mg neomycin suifate per
pound of body waight, mix one {1) teagpean in water or milk for sach
100 pounds body weight. Administer daily either as & drench in
divided doses ar in tha drinking water to he consumed in 12-24 hours.
CAUTION: To administer the stated dosage, the cancentration of
in raquired in medicated water must bs adjusted to
compensate far variation in age and weight of animal, the nature
nd saverity of disaasa signs, and enviranmental temperature and
humidity, each of which affacts water cansumption.

A withdraws! period has not baen established for this product in
praruminzting calvas. De not use in calves to be processad for veal.
A milk discerd period has not been established for this product in
lactating daity cattle. Do not use in female dairy cattls 20 months
of age or older.

Store at controllad room temperature 20" to 25° C {68 to 77 Fl {see USP).

REACH OF CHILDREN

indicated for the treatment and control of
colibacillosis {bactarial entaritis) caused by
Escherichia coli susceptible ta neomycin sulfate in
cattla, swine, shesp and goats.

Cantains per mL: neomygcin sulfate
{commercial grads)

200 mg equivalent to 140 mg neomygin

NET CONTENTS: 16 Fi (478mL)

Manutacturad by
Vaterinary Labaoratories
Distributad by
Sparhawk Laboratories

Exp. Date

ANADAR: XXX-XXX Appraved by F.D.A.

lss. §-03
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