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12..796/5..046
/12..821/5-035

APR 22 1986

A. fi.. Robins CÐlpar.y
Attention: L'Ì'ida V.liarver
1211 Slerwoß Avenue
P.O. .Bøx 26609

Richmnd, Virihiia 23~1..6609

Dear Ms.. flarviir-;

iile4se refer to your .March ~. 198 supplemntal new drug applfcathms
SJ~t!1tted under sectton5Q$(bl(l lQf th$ Federal F06à. Drug. and Cosmet.itt Act
fer Quinfdex (tlfnl4'lné sulfate) Cap,sules and Rob1nul (glycopy-rNllate) Tablets"

..
~

The suppleinntal&Ppl'eatiøns provide for I ... . . ..
alternateslfPpHer &t tlie fiigb dens-ity polye1:llylene bottles. 'J to. btl an b(4)

We mtve GQfPlet~dtle reViewuf these $upplefírital..artPlicat1ous fudtttey ~r'e
approved.. Oul' lettera of Octoer 11. 1 f/17 and.Ðø~r 1 i. 1915 d&talled tiie
~ondftføft$relattng to the lpptoval af these applf~at-Gns.

We Tehid .iou. that iøii Çl$t~llwitti the r'lqu'lrets for an apprøvedNÎA
set forth utu.1ßr~l C,~ 314.. .iul J14An.

Siimere-ly yours,

rlr(rL
te rt J.. fihr~lçh. Ph.D..

Ðélt. Ðll"tør
f.lvisi tm of Cardi õ..Rentil DrlfD Products

Otficti at Drug Research ant! ftv1ew
Center for Drug$ anti Bfologicscc:

/Ori ginal NDA
HFN-110
HFN-llO/CSO
HFN-83
HFN-232 (with labeling)
HFN-ll O/RJWo 1 ters/SJEhrrei ch/4/l7 /86
ww/4/l8/86/0883k

APPROVAL . g .J

. l Ý(1'((1'

eI
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CHEMISTRY REVIEW(S)



i

1

!

I

~- CHEMIST'S REVIEW 1.- 9RGANIZATION 2. NDA NUMBER
(If necessary, continue any item on 8-- x ioVi" paper~ HFN-ll0 12-827Key continuation to itempy number:)

3. NAME AND ADDRESS OF APPLICANT (City and State) 4, DATE NDA APPROVËb-
A.H.Robins Company

. --

1211 Sherwood Avenue APR 22 /986
5. IF PRIOR TO OCT 10. 1962.

Richmond, Vi:rgini a 23220 DATE APPROVED FOR- EFFICACY

6. NAME OF DRUG 7. NONPROPRIETARY NAME

Robinul Glycopyrrolate 8. SUPPLEMENT
NUIySi:R DATE ,

S-03~ 3-20-86
9. PURPOSE OF SUPPLEMENT .'", 10. AMENDMENT DATE(s)-
Provides for r G ëltt\)i alternate supp 1 i er
/r- tablet HDPE containers ~

. 11. ,OTH ER DATE (Report, etc.).
~ -- .....-

. D.'
12. PHARMACOLOGICAL CATEGORY 13. AF NUMBER U\'lJ
Antichol ingeric Agent

- - ---
16. RELATED IND/NDA/MF~)

14. DOSAGE FORM 15. HOW DISPENSED

Tablets
00 RX ODTC DMF-

li7. POTENCY(ies) 18. DRUG REG'UIRES b(4)
1 mg ONDA OIANDA. :

:

19. CHEMICAL NAME 20. RECORDS AND REPORTS
CURRENT REVIEWED

EJ YES ONO lt YES ONO
21. CHEMICAL FORMULA

22. REMARKS- -- ; was recentlyaqui red by The bottl es
are currently suppl ied by -- --~~ is b~
then 1 i sted as an al ternate rranufacturi ng site. They wi 11 use the same mo ld~,
resi ns, and procedures. Letter of authori zation to refer to DMF -~as
i ncl uded. .-

b(4). .

23. CONCLUSIONS

Approve appl ication

24. REVIEWER
NAME

R. J. Wol ters !i';Y '/1 J. (~
DA TE COMPLETED

-- 4-18-86
DISTRIBUTION rtRIGINAL JA KET o DUPLICATE JACKET J REVIEWER -

'J l

_ \\\'6,)

\ltA)

- FORM FDH 2266 (11/73) HFN- 110 PREVIOUS EDITION MAY BE USED UNTIL SUPPLY IS EXHAUSTED.

01
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ADMINISTRATIVE and 'CORRESPONDENCE
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Jlh' -''l'.--lli"i.-'C ",.-'1- ..-~
~'~,.i"" 1...."1~_,r.:-= ~l'i.f' nv-_._,~.-....." -,'1

'DA 3u',.,~. -';"-'C;' - .-£ ~," If ¡" I_VB . ... . ,-.~-: _,.,.,.!~
A. H. Robins Company
Research Laboratories
1211 Sherwood Avenue
P. O. Box 26609
Richmond, Virginia 23261-6609
Telephone (804) 257-2361

OR\G\NAL

A'H'RoBINS

~:'~~~~;~l~ì~~'

1/ t\ t..' ., "'.k:"',
~-- ()

I
¡ ':
~ ~

, - MAR 24 1986

Division of Cardio-Renal Drug
Products

HFN 110, Room 16 B-30
Center for Drugs and Biologics
Food and Drug Administration
5600 Fi shers Lane
Rockvi 11 e, MD 20857

Ma rch 20, 1986

Re: NDA 12-827
(Robinul Tablets)

Gentl emen:

Thi s original supplement to the above-cited approved new drug appl i-
cation for Robinul Tablets (glycopyrrolate) provides for an alternate
supplier of high density polyethylene bottles.

Enclosed in triplicate are revised packaging materials specifica- b(4)
tions for the following container for the - tablet package size:

---- b(4)
These specifications are the same as those previously approved ex-
cept that - is 1 i sted as an addi ti onal ~4J)
supplier. On ~~--~---~ became a wholly-owned sub- (~
sidiary l - the manufacturer of bottles b(4)
marketed under the has requested
that we obtain approval of .----- alternate manufactur(1Rg b(4)
site of t~~-- Jottles used to package products of the b 6(4)
A. H. Robins Company. ---~will use the same molds and
resin as the parent company! - ... - Attached is authori- b(4)
zation to refer to their entire Drug Master File -1pdated on b(4)
August 29, 1985.

A similar supplement has been submitted to NDA
-~----~ NDA --'---~ ~ \l~4)

b(4)

Sincerely,

d'~ó oJ 'l. ~ve
Linda Y. Harver
Drug Registration Specialist

-,

/dlm
Enclosures
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