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APPROVED

NDA '12'.827/5_-01?. - FEB 22 1979

A. H. Robins chpany _
Attention: Franges Aaroce -
erwood Avenue.

‘R#ehmand, Virginfa 23220

E'Bear Mrs‘ Aaraa' : - s

! Please refer to: yournsupp}amantai new drug appTioat1en of Jaiy;ie 19?8
submitted pursuant to section 505(b) of the Federal Food, Drug, and .
Losmetic Act fsr Rebi.uﬂ'ané Robinul Ferte (quceayrrelate) Tablets.

iﬁﬂferenue is a?se made to your cammun?catiun dated December Ts 1978
famendiag the suﬁpiement. ' )

*“ﬂqgatign provides far revised specif?catfens and
 fer tbe drug praduetsc

vaview of this suaplementai appf '
ter of December 17, 1975,
pp,aval of this app?icatian; -

f‘tieﬁs Pﬁiﬁ_u _

| s#ﬁ@&relyayaqrgsvg"l:??;f7{fi7ifﬂ:

:'8ureau af ﬁrugs

THFD-170

HFD-616

HFD-110/CS0O

;g,HFl—] 10/RdWo1 ter‘S/'l /29/79/cto/2/] 4/79
R/D init. by . JLangston/1/30/79

5 o RTemp]e/1/30/79

L]
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SEP 2 8 1978

fﬂr'the'xajg praéagts, » ;

b4

7 /st _
FD 110/RJW01ters[cto/9/26/78 .
R/D init. by: JLangston/9/25/78

RT _mmelg/zsns | \g:/‘* | , | | o
REVIEWWAITING FI\R{VIJ  ‘ % ; RS ' "[\93\73 .
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CHEMIST'S REVIEW

(1 necesésary, continue any item on 8*" x 10%:** paper.

1. ORGANIZATION

2, NDA NUMBER

ey continuation to item by number,) HFD_llO 12-827
-3, NAME AND ADDRESS OF APPLICANT (City and State) 4. AF NUMBER
A.H. Robins and Company 16-375 ,
1211 Sherwood Avenue S, SUPPLEMENT (S)
Richmond, Virginia 23220 , NUMBERIS) . ‘DATE(S)
6.- NAME OF DRUG 7. NONPROPRIETARY NAME
Robinul
Robinul Forte Glycopyrrolate
S-017 7-10-78
8. SUPPLEMENT{S) PROVIDES" FOR:

Revised product specifications and testing procedures.

9. AMENDMENTS AND OTHE

‘(Reports, etc.) DATES

10. PHARMACOLOGICAL CATEGORY

Anticholinergic

11, HOW DISPENSED

X] rx

13. DOSAGE FORM (S)

e Tablet

12,POTENCY (ies)

1 mg and 2 mg (Forte)

J'2. RELATED iND/NDA/DMF (S)}

15, CHEMICAL NAME AND STRUCTURE

CURRENT )
NF XIV ] ves Cino
REVIEWED
fg1ves InNno

16. RECORDS AND REPORTS

17. COMMENTS

will be submitted when available.

FEB 22 1979

Approve supplement;

18. CONCLUSIONS AND RECOMMENDATIONS

F/T:3p/2/14/79

cc: Orig. NDA 12-827
HFD-110

HFD-110/CSO
HFD-110/RWolters/1/29/79

19,

REVIEWER

NAME

R.J. Wolters

SIGNATURE

A=/ 2 _

DA TE COMPLETED

1-29-79

DISTRIBUTION

‘,Efomcmm_ SACKET ¢

[ JREVIEWER

(S NS

[] pivisioN FILE

FORM FDH 2266 (7/75)

— — -
PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED. 1



CHEMIST'S REVIEW 1. ORGANIZATION ' . 2. NDA NUMBER

8. SUPPLEMENTI(S) PROVIDES" FOR:

i o B T Ay R St HFD-110 . 12-837
-3, NAME AND ADDRESS OF APPLICANT (City and State) 4. AF NUMBER
A. H. Robins Company - : 16-375
1211 Sherwood Avenue 5.  SUPPLEMENT (8)
Richmond, V1rg1n1a 23220 NUMBERI(S) 'DATE(S)
“6.- NAME OF DRUG 7. NONPROPRIETARY NAME '

Robinul and Robinul Forte Glycopyrrolate S-017 7/10/78

Revised product specifications and testing procedures.

9. AMENDMENTS AND OTHER]
(Reports, etcd D
-
10. PHARMACOLOGICAL CATEGORY . 11. HOW DISPENSED 2. RECATED IND/NDA/DMF (SN
Anticholinergic ' v
XRrRx [ ovc
13. DOSAGE FORM (5) 14.POTENCY (fos) -
e
Tablet 1 mg and 2 mg (Forte)
15. CHEMICAL NAME AND STRUCTURE 16, RECORDS AND REPORTS
NF XIV CURRENT T
A ves [Iw~o
REVIEWED
Y ves [ nNo

17. COMMENTS “\A\
1. Weight spec1f1cat1ons have been —_—

2.

3. ~——— T

4. Made editorial changes in the content uniformity procedures.
—ald)

18, CONCLUSIONS AND RECOMMENDATIONS

rev. w/f

— gep2sWR

19, REVIEWER

leMEJ Wolters yd W:Z%— 7 /j/g/ 7 f/ DAT9E/ §%7P7:8€ o

DISTRIBUTION [L#oricINAL JACKE [_‘] REVIEWER 1 DIVISION FILE

FORM FDH 2266 (7/75)HFD_| 'O/CS@REVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.




ey

. MEMORANDUM OF TELEPHONE CONVERSATION

Between: |

4 8%
>
subject: ' ————— 102827, Robinu1 Tablets

b{4)

CC' L 7 "VJ:;‘B »
Orig. NDA

HFD-110 _
HED-110/CS0O R

HFD 110/NAMorgenstern/]0/8/78/10/30/78/cto/10/1]/78/10/31/78
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ﬁﬁk 12-827

A H Re}}ias Cempas;y

pEC7 WM

aekatm edge receipt af’ Yo resubmitted supplemental application for
' .§7hﬁ fe??aw%ng&, _ :

5 Name of Drug: R@bfﬁﬁ?(giycapyr‘mmtei Tahlets.
i» | NOA Number: 12-827 | |
’saggavemeat Number: S$-01F B

_; Date of Resubmitted Sea;sgpiemeﬁt* December 1, 1978
" Bate of Receipt: ﬂecemher 5,‘, 1&?8 .

AH wmaicatians

ald be addressed as follows:

Ewaasa of megs

;a,HFD-]]O/ALBrownll2/7/78/ct0/12/7/78:~

- RESUBMITTED SUPPLEMENT
: ACKNGWLEDGEMENT




JU 19 B
-#. H. Robins Company »
~ Research l.aboratories _
' -Atteatiaxz:- Frances faroe o >
1211 Sherwoed Avenue :
, -Rieﬂmnd, ngfaia 23226

Dear Ms. Aaroe: |
kﬂemkmw?edge recaipt of your supplemental app'l ication for tbe fsl‘lawi ng.'_
. f%;‘amev ef Drug: Robinul Tab}ets
}ﬁﬁﬁ Rumber* 12-827

S;&pp?ement Number: S@U '
;.Ea»te.,. of Sa;;;ﬁementf 7-‘f!~78
“Date of Recelpt: 7-13-78

- A1Y commnications concerning

szzam’iy yours,

o s

T;,mas H. Davis

Supervisory Ccmsamr Saf&ty affiger
. Division of Cardm«Rena’i ‘
- DBrug Produects

_Burfs&a of i}rugs

 HFD-110/CS0
HFD-1107ALBrown/c1/7/19/78

- QUPPI FMFNT ACKNOWLED@EMENT ’

Fa
Y



A. H. Robins Company, 1~ E@?{ﬁ}HQQE{"‘;% '
Research Laboratoriest & f-wibs Ldl¥Eindsii8d ik K 5‘
1211 Sherwood Ave. :
Richmond, Virginia 23220

Telephone (804) 257-2361

A'H'ROBINS Division of Cardio-Renal

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

December 1, 1978

Re: NDA 12-827/5-017
Robinul (glycopyrrolate)
Tablets

Gentlemen:

Reference is made to your letter of September 28, 1978 regarding Supplement
017 which provided product specifications for Robinul (glycopyrrolate)
Tablets, NDA 12-=827.

b(4)

‘§§\ You requested a definition < -
o requester e 1 8

e — \5(4)

Please refer to the attached study conducted by statistician James E. Duarte,
Quality Assurance.

b(4)

o~ . ~ will be submitted when available.
5
W Sincerely yours,

Frances Aaroe, Manager
Domestic Regulatory Affairs

dwm
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MNiA SUF L f\, an__
A. H. Robins Company

Research Laboratories @ S d
1211 Sherwood Ave.

Richmond, Virginia 23220

| | Telephone ﬁﬁ N AL
A’H’ROBINS Division of Cardio-Renal

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

July 10, 1978

Re: NDA 12-827
Robinul Tablets

Gent]emen:

Reference is made to our New Drug Application for Robinul and Robinul
Forte tab]ets

The Product Specifications and Test Procedures have been revised. The
previously approved specifications dated July, 1976, were approved July
13, 1977 (S-014). The following revisions have been made in ‘the new ones

dated April, 1978:
1. Weight specifications on page 3 have been harrowed{~——f‘£. h(A)

e —— | b

. ! . _ | = .\ .
‘§§h ‘ - . » b‘4)
4. '\\ e
b(4)

Your incorporation of these revisions in our New Drug Application would
be appreciated.

Sincerely,

Frances Aaroe
Staff Ass1stant

pip
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