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New Animal Drugs; Change of Sponsor

AGENCY: Food and Drug Adminisrration, HHS.

ACTION: Final rule.

SUMMARY: The Food and Drug Admlmstratlon (FDA) is amendmg the anunal
drug regulations to reflect a change of sponsor for 12 approved new ammal
drug applications (NADAs) from A. H. Robins CQ. to Eprt Dodge An1mal
Health, Division of Wyeth. | |

DATES: This rule is effective [insert date of publication in the Federal Register].

FOR FURTHER INFORMATION CONTACT: Lonnie W. Luther, Center for Veterinary
Medicine (HFV-104), Food and Drug Administration, 7519 Standlsh Pl
Rockville, MD 20855, 301-—827—8549 e-mail: lluther@cvm fda.gov.

SUPPLEMENTARY INFORMATION: A. H. Robins CO P.O. BOX 518, Fort Dodge, IA

50501-0518, has informed FDA that it has transferred ownershlp of, and all

rights and interest in, the following 12 approved NADAs to Fort Dodge Animal

Health, Division of Wyeth, 800 Fifth St. NW., Fort Dodge, IA 50501

NADA Number Product Name

DOPRAM-V Injectable
ROBAXIN-V Injectable
ROBAXIN-V Tablets
ROBIZONE-V
ROBIZONE-V
ROBIZONE Injectable 20%
Robinul-V Injectable

. | Telazol

-4 Guailaxin

"4 2 Derm-Otic Ointment

141 “*1 Robamox-V

141-005 ~ _ | Robamox-V Tablets

cv(258



) 2

Accordingly, the agency is’ amendmg the regulatlons in 21 CFR 520. 88b
520.88f, 520.1380, 520.1720a, 522 775, 522. 1066 522 1085 522. 1380
522.1720, 522.2470, and 524. 16003 to reﬂect the transfer of ownershlp and to

reflect current format.

Following this change of sponsorshlp, A H Roblns Co. is no longer the

sponsor of any approved apphcatlon Accordingly, 21 CFR 510.600(c) is belng

amended to remove the entries for A. H. Robins Co. _ e

This rule does not meet the definition of “rule” in 5 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,' 8oi-8os.
List of Subjects

21 CFR Part 510

Administrative practice and procedure, Animal drugs, Labeling, Reporting

and recordkeeping requirements.
21 CFR Parts 520, 522, and 524

Animal drugs.

Therefore, under the Federal Food, Drug, and Cosmetlc Act and under
authority delegated to the Comm1351oner of Food and Drugs and redelegated
to the Center for Veterinary Medicine, 21 CFR parts 510, 520, 522, and 524

are amended as follows:

" PART 510—NEW ANIMAL DRUGS

1. The authority citation for 21 CFR part 510 contlnues to read as follows_: -

Authority: 21 U.S.C. 321, 331, 351, 352, 353, 360b, 371, 379e.



"§510.600 [Amended]

2. Section 510.600 Names, addresses and drug Iabeler codes of sponsors

of approved applications is amended in the table in paragraph (c)(1) by
removing the entry for “A. H. Roblns Co.” and in the table in paragraph (c)(2)

by removing the entry for “000031”

3. The authority citation for 21 CFR part 520 continues to read as follows:
Authority: 21 U.S.C. 360b.
§520.88b [Amended]
4. Section 520.88b Amoxicillin ‘fri'hydra'té”fb}* oral suspension is amended
in paragraph (c) by removing “000031 and 000093” and by addmg in its place

“000093 and 000856”.
§520.88f [Amended]

5. Section 520.88f Amoxicillin trihydrate tablets is amended in paragraph

(b) by removing “000031 or 000093” and by adding 1n its place “000093 and
000856,
§520.1380  [Amended]

6. Section 520.1380 Methoca‘rbamolltabletsi;s am‘e‘ndyed”‘in p‘a‘ragraplh‘ (c)
by removing ‘“000031” and by addmg in its place 000856, | -
§520.1720a  [Amended] o R |

7. Section 520.1720a Pheny]butazone tab]ets and bquses is amended m | “

paragraph (b)(3) by removing “000031” /

PART 522—IMPLANTATION OR INJECTABLE DOSAGE FORM NEW AN1MAL S

DRUGS

8. The authority citation for 21 CFR part 522 continues to read as follows:



| Jiuthority: 21 U.S.C. 360b.
§522.775 [Amended]
| 9. Section 522.775 DoXapraﬁihydrbéh]oridé injeetibn is amehkdekd‘i‘n |
paragraph (b) by removing “000031” and by addlng in its place “000856”".
§522.1066 [Amended] ; ‘ e |
10. Sectlon 522.1066 Glycopyrrolate injection is amended in paragraph (b)

by removing “000031” and by adding in its place “000856”.
§522.1085 [Amended] -

11. Section 522.1085 Guaifenesin sterile powder is amended in paragraph

(b) by removmg “No. 000031” and by adding in its place “Nos. 000856”
§522.1380 [Amended]

12. Section 522.1380 Methocarbamol m]ectwn 1s arnended m paragraph

(b) by removmg “000031” and by adding in its place “No 000856” T

§522.1720 [Amended] L ;
13. Section 522.1720 Pheny]butaZOhe injeéifon' is amende‘d”in’ paragraph

- (b)(1) by removing “000031” and by numerlcally addlng “000856” -

§522.2470 [Amended] ‘

14. Section 522.2470 T1]etamme hydroch]omde and zo]azepam
hydrochloride for injection is amended in paragraph (b) by removrng “000031”‘
and by adding in its place “000856” |

PART 524—OPHTHALMIC AND TOPICAL D“O‘SA‘G‘EJ FORMNEW ANIMAL
DRUGS R
15. The authority citation for 21 CFR part 524 continues to read as follows:

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



"§524.1600a  [Amended]

16. Section 524.1600a Nystatin, neomycin, 'thiosﬁ"épt’on, and triamcinolone

acetonide ointment is amended in paragraph (b) by removing “000031” and |
by numerically adding “000856”;i | S |

Dated: \O /ug / o2
October %8 2002.
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Andrew Beaulieu,
Acting ector, ‘
Office of New Animal Drug Evaluation, Center for Veterinary Medicine.
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