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CHEMIST'S REVIEW
(If necessary, continue any.ltem pn 8" x 10th" paper.
,.., Key cOntlnuation to, Item by number.) 1'. ORGANIZATION

HFD-110
,

2. NDA NUMBER
12-827

'3.'.- NAME AND ADDRESS OF APPLICANT (City and State)
4. AF NUMBER

16-375
A. H. Robi ns Company
Richmond, Virginia 23220

I~G.: NAME OF DRUG

5. ' SUPPLEMENT (s)

NUMBER(S) DATE(S)
7. NONPROPRIETARY NAME

Robinul and Robinul Forte. Glycopyrrolate
S-014 5/20/77

,

B. SUPPLEMENTls)PROviöËs" FOR:

Update of the manufacturi ng and control information. 9. ,A~_ENDM~NTS ANQ-.THER
,(Reports~ etcJ DATES

10. PHARMACOLOGICAL CATEGORY

Anticholinergic
11. HOW DISPENSED 2. RELI,TE6"I-ND/ND~ia.~.~.lS)

IXRX D OTC'
13. DOSAGE FORM (S)

Tablets
14.POTENCY (I..s)

1 mg and 2 mg (Forte)
,

15.' CHEMICAL NAME AND STRUCTURE

N.F. XiV
16. RECORDS AND REPORTS
CURRENT

DYES ONO
REVIEWED

, DYES DNO
17. COMMENTS

A Environmental Impact Anaylisis Report is included. The need for such
a report is questionable since this supplement is not a major action,
only a restatement of Robins. procedures.

1B. CONCLUSIONS AND RECOMMENDATIONS

Approve supp 1 ement

~1
~"ù~ \. 'b

19.
NR~j. Wolters

REVIEWER

DISTRIBUTION

FORM FDH 2266 (7/75)

IS'It517 .//I /./;;.JÃ /?~
,~IGINAL JACKE'T P' 0 REVIEWER

7-/1/77 16~A2T;/;;MPLETED

o DIVISION FILE
PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.

çç; Hl ;IJ,Q Rf~¡¡Q(~q lW¡i,0(~q:ite~(~(7 (5(77



/ Page(s) Withheld

/ Trade Secret / Confidential (b4)

Draft Labeling (b4)

Draft Labeling (b5)

Deliberative Process (b5)

Withheld Track Number: Chemistry_I ~ -8 ;;-r
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A'H'RoBINS

A. H. Robins Company
1407 Cummings Drive
Richmond, Virginia 23220
Telephone (~O~) 25:'2000~lJ" , C

iNDA r./). J? , r=r N~O' ~OL 'I~.,, r.r. ...rl"l:'-'(",..." _ ~'- ~..' '.:,',..'Ía/i"t..;\.1 . :.,'-:i ~ ~' 4'_.._" .:~
.'.. . .. ~ ~ ~--~. '.'~(iy' - -:.'..i '--._~

Division of Cardio-Ren¿;i1 'e ~
Drug Products ~

Bureau of Drugs, HFD #110
Document Control Room 16B-30

5600 Fi shers Lane
Rockv ill e, Ma ry 1 and 20857

OR\G\NAL

May 20, 1977

Re: NDA 12-827 ROBINUL (glycopyrrolate)
and ROBINUL FORTE. Tablets
DES I 3265

Gentl emen:

Reference is made to the DES I Not i ce 3265 pub 1 i shed in the Federa 1
Register of Tuesday, March 22, 1977, reclassifying the less-than-
effective indications for certain anticholinergic drugs.

Pursuant to the Notice, we are submitting in tripl icate a supplement
to our New Drug Application 12-827 providing for updating of the manu-
facturing, etc., for Robinul and Robinul Forte Tablets.

No stabi 1 ity data are included in the manufacturing section. Reference
is made to your letter of February 18, 1976 approving the addition of a

5-year expiration date (S-011).

An Environmental Impact statement is included with this supplement.--- i: J b(4)
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'NDA NUMBER '

NOTICE OF APPROVAL .I 12~827S..014, - ,

NEW DRUG APPLICATION OR SUPPLEMENT .DATE .A,L"LETTER ISSUED

II II '1 '- 1Q77
TO: FROM:

v

Press Relations Staff (HFI-40) CXBureau of Drugs

D Bureau of Veterinary Medicine
ATTENTION

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

TYPE OF APPLICATION CATEGORY

, 0 ORIGINAL NDA
_~ SUPPLEMENT 0 ABBREVIATED U,SUPPLEMENT

DQ HUMAN n VETERINARY, TO NDA .,',.,._... "ORIGINAL N,t;,A". T,O ANDA_-,
TRADE NAME (or other desianated name) AND ESTABLISHED OR NONPROPRIETARY NAME ~if any) OF .D-Rl,~_

Robiinul and Robinul Forte (0 1 VCODvrro 1 a te )
DOSAGE FORM HOW DISPENSED

Tablèts DRX Do'TC
ACTWE INGREDIENT(S) (as declared on label. List by established or nonproprietary name(s) and include amount(s), it' amount is
declared on label.)

Gy 1 copyrro 1 a te 1 mg and 2 mg (Forte)

NAME OF APPLICANT (Include City and State)

A.H. Robins Company
Richmond, Virginia 23220
t,

PRINCIPAL INDICATION OR PHARMACOLOGICAL CATEGORY

Anticho 1 i nergi c

COMPLETE FOR VETERINARY ONLY
ANIMAL SPECIES FOR WHICH APPROVED

COMPLETE FOR SUPPLEMENT ONLY
CHANGE APPROVED TO PROVIDE FOR

Update of the manufacturi ng and controls inforamtion.

,..

FORM PRE PARED BY
NAME Jl/~ IDA7/li/7 "7R .1 Wnltpr~ II , FORM APPROVE, BY
NAME O~~~~ rOATE 7~~~r7J. F. Langston
FORM F-b i 642 (2/75) 'PRE\1i0US EDITIO~ MAY BE~D UNTIL SUPPLY IS EXHAUSTED.

cc: HFI-40 HFD-110!, ' , HFD-(~ mPiio(WQite~(7 (5(77


