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FREEDOM OF INFORMATION SUMMARY

ORIGINAL ABBREVIATED NEW ANIMAL DRUG APPLICATION
ANADA 200-380

SPECLINX-50

(lincomycin hydrochloride monohydrate and spectinomycin dihydrochloride
pentahydrate)

Water Soluble Powder

Chickens

For use as an aid in the control of Airsacculitis and complicated Chronic
Respiratory Disease (Air Sac Infection) in chickens up to 7 days of age.

Sponsored by:

Cross Vetpharm Group Litd.
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FREEDOM OF INFORMATION SUMMARY

1. GENERAL INFORMATION:

a. File Number: ANADA 200-380

b. Sponsor: Cross Vetpharm Group Ltd.
Broomhill Road, Tallaght
Dublin 24, Ireland

Drug Labeler Code: 061623

US Agent: , Linda M. Duple
Director, North American Regulatory Affairs
Bimeda, Inc.
A Division of Cross Vetpharm Group Ltd.
2836 Dolliver Park Ave.
Lehigh, IA 50557

c. Established Names: Lincomycin hydrochldride monohydrate and
spectinomycin dihydrochloride pentahydrate

d. Proprietary Name: SPECLINX-50
e. Dosage Form: -~ Soluble powder
f. How Supplied: 75 g(2.65 oz) pouch
375 g (13.2 oz) pouch
g. How Dispensed: OTC
h. Amount of Active Ingredients: Each 75 g packet contains 16.7 g of lincomycin as

lincomycin hydrochloride monohydrate and 33.3 g
of spectinomycin as spectinomycin dihydrochloride
pentahydrate.

Each 375 g packet contains 83.5 g of lincomycin as
lincomycin hydrochloride monohydrate and 166.5 g
of spectinomycin as spectinomycin dihydrochloride

pentahydrate.
1. Route of Administration: Oral
j. Species/Class: Chicken/up to 7 days of age
k. Recommended Dosage: Provide 2 g antibiotic activity per gallon of drinking

water. Administer as the sole source of water for the
first 5 to 7 days of life.
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1. Pharmacological Category: Antimicrobial
m. Indications: ' - For use in chickens up to 7 days of age as an aid in

the control of: Airsacculitis caused by either
Mycoplasma synoviae or Mycoplasma gallisepticum
susceptible to lincomycin-spectinomycin and
complicated Chronic Respiratory Disease (Air Sac
Infection) caused by Escherichia coli and M.
gallisepticum susceptible to lincomycin-
spectinomycin.

n. Pioneer Product: L-S 50 WATER SOLUBLE Powder; lincomycin
hydrochloride monohydrate and spectinomycin
sulfate tetrahydrate; NADA 046-109; Pharmacia and
Upjohn Co., A Division of Pfizer, Inc.

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) of 1988, an Abbreviated New
Animal Drug Application (ANADA) may be submitted for a generic version of an approved new
animal drug (pioneer product). New target animal safety and effectiveness data and human food
safety data (other than tissue residue data) are not required for approval of an ANADA.

Ordinarily, the ANADA sponsor shows the generic product is bioequivalent to the pioneer,
which has been shown to be safe and effective. If bioequivalence is demonstrated through a
clinical endpoint study, then a tissue residue study to establish the withdrawal time for the
generic product should also be conducted. For certain dosage forms, the agency will grant a
waiver from the requirement of an in vive bioequivalence study. (55 FR 24645, June 18, 1990;
Fifth GADPTRA Policy Letter; Bioequivalence Guidance, revised October 9, 2002).

Based on the formulation characteristics of the generic product Cross Vetpharm Group Ltd. was
granted a waiver from the requirement of an in vivo bioequivalence study for the generic product
SPECLINX-50 (lincomycin hydrochloride monohydrate and spectinomycin dihydrochloride
pentahydrate) Water Soluble Powder. The generic product is.administered as an oral solution,
contains similar active ingredients in the same concentration and dosage form as the pioneer
product, and contains no inactive ingredients that may significantly affect the absorption of the
active ingredient. Suitability Petition Number SP 01P0045/CP1 was approved on April 20,
2001, allowing Cross Vetpharm Group Ltd. to substitute spectinomycin sulfate tetrahydrate
found in the pioneer product with spectinomycin dihydrochloride pentahydrate in the proposed
generic product. The suitability petition further stipulated that the presence of lincomycin
hydrochloride monohydrate in the proposed generic formulation will remain unchanged from
that of the pioneer product. The pioneer product L-S 50 WATER SOLUBLE Powder
(lincomycin hydrochloride monohydrate and spectinomycin sulfate tetrahydrate), the subject of
Pharmacia and Upjohn Co., A Division of Pfizer, Inc,, NADA 046-109, was approved on June
27,1973,
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3. HUMAN SAFETY:

+  Tolerance for Residues:
The tolerances established for the pioneer product apply to the generic product. A tolerance
for residues of lincomycin in chickens is not required (21 CFR 556.360). A tolerance of 0.1

ppm is established for negligible residues of spectinomycin in the uncooked edible tissues of
chicken under 21 CER 556 600, The accentable dailv intake for total residues of
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spectinomycin is 25 micrograms per kilogram of body weight per day (21 CFR 556.600).

* Withdrawal Times:
Because a waiver of the in vivo bioequivalence study was granted, the withdrawal times are
those previously assigned to the pioneer product. There are no Wlthdrawal times for this
product in the 21 CFR.

* Regulatory Method for Residues:
The analytical method for detection of residues of the lincomycin in tissues is the
microbiological test using Sarcina lutea (ATCC 9341). The analytical method for detection
of parent spectinomycin residues in tissues utilizes an HPLC ion exchange separation with
post-column derivatization and fluorescence detection. .

Both methods are found on file at the Center for Veterinary Medicine, 7500 Standish Place,
Rockville, MD 20855.

4. AGENCY CONCLUSIONS:

This Abbreviated New Animal Drug Application (ANADA) filed under section 512(b)(2) of the
Federal, Food, Drug, and Cosmetic Act satisfies the requirements of section 512(n) of the Act
and demonstrates that SPECLINX-50, when used under its proposed conditions of use, is safe
and effective for its labeled indications.

5. ATTACHMENTS:
Facsimile generic labeling and currently approved pioneer labeling are attached as follows:

Generic Labeling for ANADA 200-380:

SPECLINX-50 (lincomycin hydrochloride monohydrate and spectmomycm dihydrochloride
pentahydrate) Water Soluble Powder

Packet Label — (Front and Back), 75.0 grams (2.65 oz) and 375 g (13.2 0z) sizes

Box Label — 12 X 75g (2.65 oz) and 6 X 375 g (13.2 0z)

Pioneer Labeling for NADA 046-109:
L-S 50 WATER SOLUBLE Powder (lincomycin hydrochloride monohydrate and spectinomycin

sulfate tetrahydrate)
Bottle Label ~ (Front and Back suie-by—mde) 2.65 oz (75.0 grams)
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DIRECTIONS FOR USE
mmc.emous For use in chickens up to 7 day& of age asan aid in the control of:
Airsaccufitis caused by either Wcoplasma syname or Mycoplasma aall:sepﬂcum susceptible-to. mmmymm
spectinomycin.
Complicated Chronic Respiratory Diseasa {Air Sac EMecbm} caused by Eschierichia. coi;and M gallisepticum’
suseeptible to tmcnmycm—spemnumycm
DOSAGE: Provide 2 grams (g) antibiotic: actmty per gallon ofdrmkmg water. Administer as the sole sotirce of water
tor the ﬁrsts (] 7 tays of hfe

ADMINIST RATION: -
Amount of e ‘Amount of
SpecLinx-H0™ Drinking Water.
1 patket 25 gations

Far proportieners delivering 1 ounce of solution per gallon of drinking water, dissolve contents of 5 packets v
each gallon of preportioner solution. -

IMPORTANT: Chickens should consume.water at the foﬂowmg apprommate rate to nsurs intake of the raquired dose of
hmomycm»-spectmomycm mdicated:

Broilers and Layer Replacements (Light agm Heavy)

Age " Daily Water Intake Dosage
(Weeks) ’ Gallons/1000 My Antibiotic/Lb
1 5 \ 50-65
CAUTION: Discard medicated drinlking water dily and replace with fresh medicated dnnking water.
Store at controlled room temparature 207 to 25°C (B8 to 77°F). TAETNE y um :ﬁﬁa
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(Brand of Lincomycin-Spectinomycin soluble powder)
Water Soluble Powder

This packet contains:

Lincomycin hydrochioride

Equivalent to lincomyein ...

Spectinomycin dihydrochloride pentahydrate
Equivalentto spectinomycin ..o

Total Antibiotic Activi

WARNING: NOT FOR HUMANM USE
KEEP QUT OF REACH OF CHILDREN ¥

Restricted Drug - Use fmiv as Directed (C

Net Wt: 375 g (13.2 0z)

ANADA 200-380, Approved by FDA

Manufactured

Bimeda, ins.

i.e Sueur; MM 56053
Bimeda, e is a division of
Crass Vetpharm Group, Lid.




DIRECTIONS FOR USE

INDICATIONS: For use n chickens up fo 7 days of 28 as an aid in the contrl of

Alrsacoulitis caused by either Myvoplasma synovite or Mycoplasma galisepticum Susceptidis 1 knComycin-
spactinomyein”

Complicated Chronic Respiotory Diseass (A Sat Infection) caussd by Escherighia colfang M, galisephewm
susceptible-to incomyci-specinomyen

QOSAGE: Provide 2 grams {g) antibiotic activty wga!ion of rﬁnnkng winter. Bdmnister g e sole soume of water
for the first 5 to 7 days of bis

ADMINISTRATION: |
Amount of ‘ Ampant of
i Spoctink-50™ Onoking Water
! 1 pastol 125 gathons
f For propartroners defivering 1 ounce of solshon pm gallon of dnnking water, dissolve contents of 1 packel
{ each gatton of pmparﬁonkr solution
§
E MPORTANT: Chickens should consume walst at the following approximate rale to insure intake of the require dose of
! imcomyein-spachnomyen indisated
| Brolers and Layer Replacements (Light and Heawy)
| Age Tiaily Water Infake Dosage
; {Wosks) Galions/1000 Mg Antbioteils
1 ) o8 50-65
CAUTION: Discard medeated dnvdung water daly and replace with fresh medicated dnnking water
1
Store at sontrolied room temperature 20° 10 253°0 {68% o F¥F) S— @ IRBENTE LK
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(Brand of Lincomycin-Spectinomycin soluble puwdar)
Water Soluble Pawder

™

oehioride

eormyein 18 —
Spectinomycin.d hvdrog Hydrate Podact e 1EAD0
Equivaient 15 spectingmycin . 33.3 grams prareeeiutatey
: Total Antibt ity oo 506 grams :

> WARNING: N LMANUS
_KEEP QUT 0OF REACH GF CHILOREN 1
Restrictsd Drug - s Only as Directed (Datiforaia)
- Sloie at controlied oo ure 207 10 26:C (687 10 17.F)
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NDC 0008-0108-09

WATER SOLUBLES POWDER
lincomycin-spectinomycin
Antibacterial and Antimycoplasmal

DIRECTIONS FOR USE o
mmcmoxs Fo: usg in chickens up lo 7 days ot aga as an ajd in the control of: STy
i wssid by eilher Mycop ycopiasma galisop ]

plible to pectinomycin, o————— |
L & Ghmrxk; piratory Disease {Alr Sac Infection) musgd by - 0
ES‘C’WMM& cofl and M. gailist ptibie 1o r finomyan. Fomovelaa——- ()
DOSAGE: Provide 2 grams. (g) antiblotic acnvuy per galion oi drinking water. Em——
Administer as the sola source of water lor the first 5 fo 7 days of is, REESTW
ADMINISTRATION: . o‘~
Amount of L-8 50 Amount. of Drinking Water [

1 bottie " 25 galions =2

For proportioners delivenng -1 ounce of solution per ga!lon of dritking wajer, T

1 dissalye contents of 5 bolties in sach gallon of. gmggmnner solution,

IMPORTANT: Chickens should consume water at the following approximate rate to |
insure imake of the required vose ot i:nc«nycin»specuwmycm indicated;
Broims snd. Layer Replacpments {Light and ﬂeevya

CAUTION: Discard madicated drinking

* 8188761014

Lot
EXP

Age Baily Water Intake Dosage - water daily and zeplace with fresh
{Weeks) Gations/ 1006 myg Antibioticslt medicatad drinking water
1 5 5D-65 . Warning: Not for human use.

Storg at Controfied Room Temperature
Pharmacio & 20° to 25° C {68° to 77° ) [see USP}.
Upjohn Company
Kalamazoo, Mi Restricted Drug-—Uaw Only as Directed
49001, USA (Calitornia)



