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CHEMIST'S REVIEW

¡i.
ORGANIZATION 2. NDA NUMBER

(If necessary, continue any item on 8u x 10lh" paper.. HFD-IIO 12-827,', Key t,ontinuation to, Item by number.)

i à.: NAME AND ADDRESS OF APPLICANT (City and State) 4. AF NUMBER
- A .H. Rob ins Company 16-375
Richmond, Vi rg i n la 23220

5. SUPPLEMENT Is)

NUMBER(S) DATE(S)
,6.' NAME OF DRUG 7. NONPROPRIETARY NAME ,Robinul

Robinul Forte G' ycopyrro I ate S..015 8- 17-77

8. su PPLEMENTls) ¡PROVIDES \ FOR:

,~
Provi des for the updating of the spec i f ications app lied
to / and,r r to I ncl ude the USP mlcrob ia' 9.A ME NOMEN TSA N D,9J" H E F" l

limits test. '(Reports;-éic.) DATES

10. PHARMACOLOGICAL CATEGORY 11. HOW OISPENSED ~. RELÃ'ED IND/NOÄ/DMFISi
Antichol inergic

IK RX 0 OTC, ... -- ---..
13. DOSAGE FORM Is) 14.POTENCY (ies)

Tab lets I rng and 2 mg (Forte)

is. CHEMICAL NAME AND STRUCTURE 16. RECORDS AND REPORTS
N. F. XlV CURRENT

Dë YES O'NO
REVIEWED

~YES ONO
17. COMMENTS

The microbial limits test will be performed accord i ng to the U.S.P.
procedures

lB. CONCLUSIONS AND RECOMMENDATIONS

Approve supp 'ement.

~1
~..~ ~ '1
':')~

19. REVIEWER
NAME'

V;;A~E,. -t/
DA TE COMPLETED

R.~ . Wol ters '/L'//~ 1~;It~// 9-13-77ii 7/ Fl/í/ ~'-.
DISTRIBUTION ' \~IGINAL JACKET' o REVIEWER 0 DIVISION FILE 

FORM FDH 2266 (7/75) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.

cc: Orig. NDA, HFD-110, HFD-110/CSO, HFD-110/Wo1ters/kah 9/14/77
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A'H'RoBINS

Gentlemen:

1~""""'it\Lr. ~ i'.,": 1: ~ ~"l ~ .\ i
. ,,;, ,¡ " .,' ui "'""".~'",'l!~ ,

" (Jg¿..1 .~,~/51. ' n':r. l'o,U.,
A. H. Robin~ Com~a~, Y " \ iI)~. .-, "Cr¡". :--"'v' "

1407 Cummings D\~èi)fi ,'h ~, /,yÁll//t1J-':3~

~~~:;~~:' (~~:;n~~1~tbSìJ iF'L rV ,\j¿.1~~-,-~~

~5
Division of Cardio-Renal

Drug Products
Bureau of Drugs, HFD #110
Document Control Room 16B-30
5600 Fi shers Lane
Rockville, Maryland 20857

August 17, 1977

RE: NDA 12-827
Robinul and Robinul Forte

ACTION: ¡J~L

REVIEWE:; lJ

This is a supplement to our New Drug Application for Robinuland
Robinul Forte to provide for the updating of the raw material
speci fi cati ons for

Robins Code

\\\.~,

\\\.~, ' --
¿¡

Ingredient

DATE: 1--
~IP_

Date

Apri 1, 1977

April, 1977

These have been updated to reflect microbiological testing.

mah

Sincerely,

J/C~ a~
(Mrs.) Frances Aaroe
Staff Assi stant
Regulatory Affairs
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,- NDA NUMBER

NOTICE OF APPROVAL 12-827/S-015 -
NEW DRUG APPLICATrON OR SUPPLEMENT DATE APPROVAL LETTER ISS.UED

. S¡EP ? 7 1Q11
TO: FROM:

Press Relations Staff (HFI-40) ~ ,Bureau of Drugs

D Bureau of Veterinary Medicine
ATTENTION

Forward original Of this fonn for publicatiori only after approval letter has been issued and the date of
approval has been'entered above.

TYPE OF APPLICATION CATEGORY
;

æi SUPPLEMENT o ABBREVIATED o SUPPLEMENTo ORIGINAL NDA ~ HUMAN n VETERINARY., - . TO.J'IQA _ _._. _" .P.R.IGINAL, N!2A . ,TO Al:DA
TRADE NAME (or other designated name) AND ESTABLISHED OR NON PROPRIETA RY NAME ~if any) Of D_RlI~_

Robinul and Rob inu I Forte (g I ycoptroo I atEØ
DOSAGE FORM HOW DISPENSED

Tab\'ets IK RX DOTe,
ACTIVE INGREDIENTIS) (as declared on label. List by established or nonproprietary nameCs) and include amount(s), it' amount ,is
declared on label.)

GI ycopyrro I ate I and Forte 2 mg \mg \

NAME OF APPL.ICANT (Include City and State)

A.H. Rob I ns Company
Richmond, Vi rg In ia 23220

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

Antichol inergic

COMPLETE FOR VETERINARY ONLY
ANIMAL SPECIES FOR WH ICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY
CHANGE APPROVED TO PROVIDE FOR

Control Revision

FORM PRE PARED BY
NAME hRj~~ rDATE'R. J . Wolters ''1- :Lc-7 "J- . V FORM APPROVEDßY ,
NAME W iA ,/. /l -t::DATE 9/~fi7J . F. Langston fJ/1~

FORM FD 1642 (2175) PRE\liOUS EDITION MAY BE US,~NTlL SUPPLY IS EXHAUSTED.~~ti~I; HFD-IIO, t1FD- I! o/eso, HFD-IIQ/W 'ter~Hfl :;40,


