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CHEMIST'S REVIEW

11. ORGANIZATION

2. NDA NUMBER
(If necessary, contInue any.item on 8" x 101hu paper. HFD-110 12-827" Key coritlnuation tO,ltem by number.) ,

3. NAME AND ADDRESS OF APPLICANT (City and State) 4. AF NUMBER
- 16-375A.H. Robins and Company

12ll Sherwood Avenue s. SUPPLEMENT (s)

Richmond, virginia 23220 NUMBER(S) 'DATE(S)

6'.' NAME OF DRUG 7. NONPROPRIETARY NAME

Robinul
Robinul Forte Glycopyrrolate

S-017 7-10-78
8. SUPPLEMENT(S)PRO,vIDES' FOR:

Revised product specifications and testing, procedures. 9. ,A~tEND~i;NTS"lllLQTHEi;
,(Reports, etc.) DATES

'"

10. PHARMACOLOGICAL CATEGORY 11. HOW DISPENSED 2. REL.ATi:D ÎNO!NOA/OMF(S)

Anticholinergic
8t RX o OTC

- ---

13. DOSAGE FORM (S) 14.POTENCY (/ea)

_ Tablet 1 mg and 2 mg (Forte)
1 S. CHEMICAL NAME AND STRUCTURE 16. RECORDS AND REPORTS

CURRENT

NF XiV IX YES DNO
-

REVIEWED

ix YES DNO
17. COMMENTS

, - - b-
i,1

,'-
,. -' b(¿

,

will
, ~

be submitted when available. h(4

FEB 
22 1979

18. CONCLUSIONS AND RECOMMENDATIONS

Approve supplement,: Orig. NDA 12-827cc:
HFD-110
HFD-llO/CSO
HFD- 110 /RWol ters/l/29 /79

" F /T: jp/2/14/79

19. REVIEWER
NAME'

I Slfî ßr:;- /'I? ? I DATE' COMPLETED
R.J. Wolters -- 1-29-79

DISTRIBUTION ',iiORIGINAL JACKET' ; o REVIEWER 0 DIVISION FILE

4

~

FORM FDH 2266 (7175) PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS ÈXHAUSTED.



CHEMIST'S REVIEW

11.

ORGANIZATION 2. NDA NUMBER
(If necessary, continue any item on 8" ii 10'h" paper. HFP-ll 0 12-827",' Ke,y coritinuation to', item by number.) -

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

A. H. Robins Company 16-375
1211 Sherwood Avenue 5. SUPPLEMENT (S)
Richmond, Virginia 23220 NUMBER(S) 'DATE(S)
6'.': NAME OF DRUG 7. NONPROPRIETARY NAME

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

8. su PPLEMENTIS)PROVlbËs" FOR:

Revi sed product spec i fi cati ons and testin~ procedures.
9. AMENDMENTS AND OTHEF

:(Report8~' ëiëJDÄfES

'"

10. PHARMACOLOGICAL CATEGORY 11. HOW DISPENSED '2. RELATED '-ND/Ni:~j6MFIS)

Anti cho 1 i nergi c
og RX 0 OTC'

- ---

13. DOSAGE FORM Is) 14.POTENCY (fes)-
(Forte)Tablet 1 mg and 2 mg

15. CHEMICAL NAME AND STRUCTURE 16. RECORDS AND REPORTS

NF XiV CURRENT

dg YES ONO
REVIEWED

LX YES ONO
17. COMMENTS

\\~&.,
1. Wei ght speci fi cati ons have been -- .~

\l~A)2. -
3.

- - .. . ~ . .. ., .. . - ,

bt~--
,0.-

4. Made edi tori a 1 changes in the content uniformity procedures.
b(4)- -, ..- \lt4)

18. CONCLUSIONS AND RECOMMENDATIONS ,

rev. w/f - SEpta-

19. REVIEWER
NAME' / I~LL / jýRJ;J /' I DAT(J/22í~8TED
R. J. Wol ters

DISTRIBUTION ,~RIGINAL JACKli' o REVIÉ-NER 0 DIVISION FILE

FORM FDH 2266 (7ns)HFD-11 O/CStYREVIOUS EDITION MAY BE USED UNTIL SUPPLY,IS EXHAUSTED.



"MEMORANDUM OF TELEPHONE CONVERSATION

Between: '.,' Frances Aaroë
, A.H.:Robins

an~:f ·
..,.,~o:

, 'Natal,i~Mørgeiistern

Sub-ject:

--

"'----~_..~~..---
"

At;
\.~ '9f.-~~'\

r-~)2'-827, Robinu1Tab lets
'"

b(4)

----.

~.~~~..C~tl?tf
cc:
Orig. NDA
HFD-IIO
HED-ITO/CSO
HFD-110tNAMorgensternllOI8/7811 0130178/cto/1 0111/78/10/31/18'

--,;5
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Dear fis", Aaroe:

W&~~wTedgere.elpt of ,your suppl-etal applieation fer ttie 'føl'tmtn.9:

lam, ()f Drug: RöM,iilTable;ts

fJt)~Nt.r: '12~921
i

SJ,,1~tNU.T:S()11
i

/tJte ()f$t,ppl_rtt: '7..1¡.i3

" ,l1atf:~f le~1:~tt '7..'f3-..78
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HFÐ..llO'
HFD-llOlcso, ,', " , '
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A. H. Robins Compant;, r"t" j i t'~ ~ n 'l' C' (' ¡ 1"\ M
l'l~!:' '" l (r'~ fìt~'o ~ ""1 i 'J 1. ~

Research Laboratories' \, i_",'..1 .,' '. ,\ i ,,-, ~,; - v i,,.

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 Fi shers Lane

Rockville, Maryland 20857

December 1, 1978

Re: NDA 12~827 /S~017
Robi nul (glycopyrrol ate)

Tablets

Gentl emen:

~;. \ L_

RS

Reference is made to your 1 etter of September 28, 1978 regardi ng Suppl ement
017 which provided product specifications for Robinul (glycopyrrolate)
Tablets, NDA 12~827.

You requested a definition ",'-- -
t

Please refer to the attached study conducted by statistician James E.

Qual ity Assurance.

-- will be submitted when available.

\\\~ Si ncerely yours,

dwm

J/l~e. a ~
Frances Aaroe, Manager
Domestic Regulatory Affairs

b(4)

\

(

b(4)

Duarte,

b(4)
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A. H. Robins Company
Research Laboratories
1211 Sherwood Ave.

~:::;;~~~. ff~\~\ N f\ L

cs
AiHiRoBINS Division of Cardio-Renal

Drug Products
Bureau of Drugs, HFD #110
Document Control Room 16B-30
5600 Fishers Lane
Rockvi 11 e, Maryl and 20857

July 10, 1978

Re: NDA 12-827
Robinul Tablets

Gentlemen:

Reference is made to our New Drug Application for Robinul and Robinul
Forte tablets. '
The Product Specifications and Test Procedures have been revised. The
previously approved specifications dated July, 1976, were aPRroved July
13, 1977(5-014); The following revisions have been made in \he new ones
dated Apri 1, 1978: '
1. Weight specifications on page 3 have been narrowed !---b. b\4)

2. ,
~oo - -- I b(4)

'too''-

3.

\\\~
t .c

b(4)
..

4 . '-__ --
b(4)

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

Sincerely,

pjp

~. a Elp~~ ~~-~ ,~-y- ~ ,',' .. ~
Frances Aaroe '.'" -:, .
Staff Assistant ! f ",:,~:.:.,," 'd
Regulatory Affairs i ~ ':~"Ul! is 1978 ¥s ~

.~- :
"ø- HFD-11O (J,:,~ ~..,
':'~ú"oit 9~". -.... ,- ,'//, '._'....~, ,.::~::?/
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