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New Animal Drugs; Change of Sponsor

AGENCY: Food and Drug Administration, HHS. |

ACTION: Final rule.

SUMMARY: The Food and Drug AdminiStfation (FDA) is amending the animal
drug regulations to reﬂect a change of sponsor for 25 approved new animal
drug applications (NADAs) from American Cyanam1d to Fort Dodge Anlmal
Health.

DATES: This rule is effective [insert date of pUinCéztion in the Federal Register].
FOR FURTHER INFORMATION CONTACT: Lonnie W. Lu{her Center for Véterinary‘ h
Medicine (HFV-104), Food and Drug Admlmstratlon 7519 Standlsh Pl
Rockv1lle MD 20855, 301-827-8549, e-mail: ]luther@cvm fda gov
SUPPLEMENTARY INFORMATION: American Cyan'aznid, Division of American Home
Products, P.O. Box 1339, Fort Dodge, IA '5'0501',‘hés ii;f()rmed’ FDA that it has

transferred ownership of, and all rights and interest in, the following 25

approved NADAs to Fort Dodge Animal Health, D1v 1SlonofAmer1can e S e
Cyanamid Co., P.O. Box 1339, Fort Dodge, 1A 50501: i

Nl\ljlll’\nDb/:r Trade Name
006-084 | SULMET Drinking Water Sofution o

008-774 | SULMET Solution Injectable
011-582 | VETAMOX Soluble Powder
011-644 | FELAC
013-957 | S.E.Z. Drinking Watér 6.25% )
015-160 | Sodium Sulfachloropyrazine Solution
033-342 | PROBAN Cythioate Tablets 30 mg™ " =~~~
033-606 | PROBAN Oral Liquid
033-653 | S.E.Z. Drinking Walter Solution’
033-654 | S.EZ. Oblets 159"
©033-655 | S.E.Z. Intravenous Solution
- 047-033 | SE.Z. C-R Oblets15g "

cv0270



NADA

Number Trade Ngme

055-012 " | AUREOMYCIN Sulmet Soluble Pow-
o der

055-018 | AUREOMYCIN Tablets 25 mg
055-020" | AUREOMYCIN Soluble Powder
055-039 | AUREOMYCIN Soluble Obléts
065-071 " | AUREOMYCIN Soluble Powder
065-269 | POLYOTIC Soluble Powder
065-270 | POLYOTIC Oblets o '
065-313 | BACIFERM Soluble 50
065-440 | AUREOMYCIN So!uble Powder Con-
centrate
065441 | POLYOTIC Soluble Powder Con-

: centrate
122-271 | SULMET Oblets :
122-272 | SULMET Soluble Powder
140-844 | TRAMISOL Pour-On -

Accordingly, the agency is amending the regulations in 21 CFR 520.44,

520.154c, 520.4454, 520.445b, 520.445¢, 520.530, 520,531, 520.2184,
520.2240a, 520.2240b, 520.2260a, 520.2261a, 520.2261b, 520.2345¢, 520.2345d,
522.940, 522.2240, 522.2260, and 524.1240 to reﬂect the transfer of ownershlp |

and to reﬂect current format

Following this change of sponsorship, American Cy'anam‘id is no longer
the sponsor of any approved application. Accordlngly, 21 CFR 510 600(c) is

being amended to remove the entries for Amerlcan Cyanamld

This rule does not meet the definition of “rul,,e” in5 U.S.C. 804(3)(A)‘
because it is a rule of “particular applicability.” Therefore, it is not subject

to the congressional review requirements in 5 U.S.C. 801-808.
List of Subjects

21 CFR Part 510
Administrative practice and procedure, Animal dmgs, Labeling, 'Reporting

and recordkeeping requirements.

21 CFR Parts 520, 522, and 524 ‘

Animal drugs.
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Therefore, under the Federal Food Drug, and Cosmetlc Act and under
authority delegated to the Commissioner of Food and Drugs and redelegated
to the Center for Veterinary Medicine, 21 CFR parts 510, 520 522 and 524

are amended as follows:

1. The authority citation for 21 CFR part 510 Cbntinues to read as follows:

Authority: 21 U.S.C. 321, 331, 351, 352, 353, 360b, 371, 37%.
§510.600 [Amended]

2. Sectidn 510.600 Names, addresses, and (drtug]ab‘e]e‘i codes of sponsors
of approved applications is amended in the tab:l‘éf in i:)aragréph‘(c‘:)(l)'by' |
removing the entry for “American Cyanamid” and in the table in paragraph

(c)(2) by removing the entry for “010042”.

PART 520—-—ORALDOSAGEFORMNEWANIMALDRUGS e e

3. The authority citation for 21 CFR part 520 continues to read as follows:

Authority: 21 U.S.C. 360b.
§520.44 [Amended] |

4. Section 520.44 Acetazo]am1de sodzum so]ub]e powder is amended in
paragraph (b) by removing “010042” and by addmg in its place “053501”
§520.154c  [Amended] -

5. Section 520.154¢ Bacitracin zinc soluble powder is amended in
paragraph (b) by removmg “010042” and by addmg in its placé “053501” |
§520.445a  [Amended] o - | ‘ -

6. Section 520.445a Chlortetracycline bisu]faté/su]famethazifze bisulfate
soluble powder is amended in paragraph (b) by 1 removmg “010042” and by

adding in its place “053501"".



§520.445b [Amended]

7. Section 520.445b Ch]ortetracyc]me powder ( ch]ortetracyc]me
hydroch]onde or ch]ortetracyc]me bJSu]fate] is arnended 1n paragraphs (b) and
(d)(4)(iii)(C) by removing “010042”’ and by addmg in 1ts place “053501” |
§520.445c  [Amended] o |

8. Section 520.445c Chlortetracycline tableta and bo]uses is amended in
paragraph (b) by removing “010042” and by addlng in its place “053501”.
§520.530  [Amended] - N -

9. Section 520.530 Cythioate oral liquid is amended in paragraph (b) by
removing “010042” and by adding in its place "‘,0153'50'1”."

§520.531 [Am’e’n’dé‘d]" , | : I ’. i o

10. Section 520.531 Cythioate tablets i is amended in paragraph (b) by
removing “010042” and by adding in 1ts place “053501” |
§520.2184  [Amended] N

11. Section 520.2184 Sodium ‘squachIoropyrazine‘mon‘o'hydrate is
amended in paragraph (b) by removing “010042” and by addmg in 1ts place
“053501". - |
§520.2240a  [Amended] ' T

12. Section 520.2240a Su]fae‘thoxyp}nidazjne; drinking water is amended
in paragraph (c) by removing “010042™ and by addmg in its place “053501”

§520. 2240b [Amended]

13. Section 520.2240b Sulfaethoxypyridazine tablets is amended in
paragraph (c) by removing “010042” and by addmg in its place “053501”
§520.2260a  [Amended] | | S

14. Sectlon 520.2260a Sulfamethazine oblé“t‘; tablet, and bolus is amended =~

in paragraph (a)(1) by removing “010042” and by:addingin' its place “053501”.



§520.2261a '[‘A"men'de(d]‘

15. Section 520.2261a Sulfamethazine sodium drinking water solution s
amended in paragraph (a) by felnoving “010042’f and by adding in its place
“053501". S |
§520.2261b  [Amended]

16. Section 520. 2261b Su]famethazme sodJum so]ub]e powder is amended B
in paragraph (a) by removmg “010042” and by addlng in its place “053501” N
§520.2345c  [Amended] | | ) | N

17. Section 520.2345¢ Tetracycline boluses i 1s amended 1n paragraph (b)
in the first sentence by removing “010042” and by addlng in 1ts place
“053501”".
§520.2345d  [Amended]

18. Section 520.2345d Tetracycline hydroch]ondeso]ub]e powderis
amended in paragraphs (a)(3), (d)(1)(iii), and (d)(z:)ﬂ(i,ii)’By\;\felﬁeﬁnﬂgﬂ‘ “010042”
and by adding in its place “053501” | |

PART 522—IMPLANTATION on INJECTABLE DOSAGE Foﬁm NEW AmMALf’*""”“““‘
DRUGS |

19. The authority citation for 21 CFR part 522 continues to read as follovvs:'
Authority: 21 U.S.C. 360b.
§522.940 [Amended] @<= @<= W
20. Section 522.940 Colloidal ferric oxide injéCtién isamended in
paragraph (c)(1) by removing 010042 and 01 7800” and by addlng in its place |

“017800 and 053501”.
§522.2240 [Amended]

21. Section 522.2240 Su]faethoxypyndazme is amended in paragraph [
by removing “010042” and by addmg in its place “053501” |



§522.2260 [Amended] = < o
22. Section 522.2260 Sulfamethazine injectable solution is amended in

paragraph (b) by removing “01(:)04,2’.” and by adding in its place “053501”.

DRUGS
23. The authority citation for 21 CFR part 524 continues to read as follows:

Authority: 21 U.S.C. 360b.




§524.1240 [Amended]

24. Section 524.1240 Levamisole is amended in paragraph (b) by : removmg R L
“886964-and 010042” and by adding in its place “Nes=66666+-ams

Dated: MOV -8 2002
November 8, 2002.

- Bl e sc5o

Steven D. Vaugdn,
Director, »
Office of New Animal Drug Evaluation, Center for Veterinary Medicine.
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