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CHEMIST'S REVIEW 11. ORGANIZATION
(If necessary, continue 8ny.ltem on 8" x 101/1" paper. HFD-110
... Ké,Y continuation to. item by number.)

; 3.: ,tAME AND ADpRESS OF APPLICANT (City and State)
A. H. Robins Company DATE ~DA APPROVED:
Richmond, Virginia 23220 8-11-61

2. NDA NUMBER
12-827

4. AF NUMBER

16-375
5. SUPPLEMENT (5)
NUMBER(S) DATE(S)

!6.' NAME OF DRUG 7. NONPROPRIETARY NAME

Robinul and Rbbinul Forte Glycopyrrolate 11-14-75
1-5-76
1- G-7b

S-009
S-OlOI
s_o ¡

8. SUPPLEMENT(S) IPRO,VIDES ¡FOR:
S-009 provides for'revisions in' the specifications appl ie
to the raw materials to conform to the USP xix and NFXIV.9. AMENDMENTS,ANo9)'HEF

'(Reports~"etc.) DATES

S-OlO and S-Oll provi~e for a 5 year expi ration dáte for
Robinu 1 and' Robinul Fortee,

10. PHARMACOLOGICAL CATEGORY
Aiitichol inergic

11. HOW DISPENSED 2. RELATED INÖiNDÄ/DMF(S) ,
\

13. DOSAGE FORM (5)
Ora 1 tab lets

iX RX 0 OTC,
14.POTENCY (ies)

1 mg and 2 mg (Forte)

15. CHEMICAL NAME AND STRUCTURE
See NF XiV

16. RECORDS AND REPORTS
CURRENT

EJVES ONO
REVIEWED

iLVES ONO
17. COMMENTS

Supplement S-009 was submitted to revised the specifications and tests
applied to the raw materials to conform to the revisions in the USP XiX
and NF XiV. All of the compendium specifications and tests are performed
on the raw materia ls with the exception of '
The NDA has apH specification of - -- while the USP XiX specification
is 4.5 to 7.0. This difference iii the pH specification will not appreciably
change the qua 1 i ty or puri ty , ~ .. . Sat i sfactory.' S-OlO and S-011
contained stability data or. /Iots of the tablets pac1igedin ambei: gla/ \
bottl es with mpta 1 screw caps. The conditions wer'e /inonths at...C; r year
at '-C; anc',/ years at RT. The assay and disintegration results are satis-
factory. Recanmend to firm that in the future they report the assay results
in percent of label claim in addition to percent of 'initial assay.

b(4
(4)

btA
~(4J

CJ

18. CONCLUSIONS AND RECOMMENDATIONS

Approve the suppl ements.

19.
NAME

R. J. Wolters

REVIEWER
...

1 Rïö7t:
DA TE COMPLE'~D
,,1-27-76

DISTRIBUTION

SIP.Z~ J- 71-)£

i:RIGINAL JACKET 0 REVIEWER o DIVISION FILE

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

~'-' HFD-llO. HFD-110/SCSO. HFD-llO/RJWoltp-rs/dsr./l.n.7h
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A. M. Stranz
Manager, Drug Registration ORIGINAL
A. H. Robins Company
1407 Cummings Drive
Richmond, Virginia 23220
Telephone (804) 257-2546

,-'-'" L"1.~f(27l", REF. NO.,S" 11-.',NDA NO._ ¿. . ' '¿i.-.

NOA SUPPL FO' ,~", ',~¡Jt:~
Bureau of Drugs HFD-110
Room 16-B- 30
Food and Drug Administration

5600 Fi shers Lane
Rockville, Maryland 20852

A'H'RoBINS

January 6, 1976

v~
N5reA.q¡~~wß)
:il3/1-. . ),

)tp~ -16 de¥' i5 ~
Re: NDA 12-827

Rob i nu 1 Forte Tab 1 ets

Gentlemen:

This manufacturing supplement to our New Drug Application for Robinul Forte
Tablets is submitted under the provisions of paragraph 314.8(a) (5) (ix) which
permits the initiation of expiration dating prior to approval of an NDA
supp 1 ement.

An expiration date of five years will be revealed on the immediate container
labels of all Robinu1 Forte Tablets packaged after January 1, 1976. This
revision in label information is made to comply with the National Formulary XLV
wh i ch be came 0 f f i cia 1 i n J u 1 y 1975.

Enclosed in triplicate are copies of the 5-year stability summary for this
product and copies of ;- -- ased to obtain the b(4)
results.

Enclosed also are twelve (12) example labels which illustrate this new
development. Any future change in the dating period established by this
submission will be proposed in a supplemental application and will not be
put into effect unti 1 the supplement is approved.

All othe r sect ions of the NDA rema in unchanged.

Sincere 1y,

~
rmv
Enclosures: 5-year stability summary for Lots 63, 64, 65.-

Labe 1 s
"

bl4)



~ Page(s) Withheld

) Trade Secret / Confidential (b4)

Draft Labeling (b4)

Draft Labeling (b5)

Deliberative Process (b5)

Withheld Track Number: Administrative- l ':-ß l'

Sooer SoiOi Soil



A. M. Stranz
Manager, Drug Registration

("\1\\f""L
QR\ tJ\ f~¡\

A. H. Robins Company
1407 Cummings Drive
Richmond, Virginia 23220
Telephone (804) 257-2546 ~ L::

.NDA Nob~i.REF. NO., $a/Q
NDA SUPPL FOR ~tV.i ~

Bureau of Drugs HFD-ll~"" ø;,,"- ',' '
Room 16-B-30 '"')~
Food and Drug Administration ¡JtJ~r3Á,~i
5600 Fi shers Lane Lj/1fO'1
Rockvi lIe, Maryland 20852 -z5(76 ~,1

(J ,,1 ,-/ eJ/Y' ,-,.6
r.l;(/r f lJ

AiHiRoBINS

January 5, 1976

Re : N DA 12 - 82 7
Robinul Tablets

Gent 1 emen:

This manufacturing supplement to our New Drug Application for Robinul Tablets
is submitted under the provisions of paragraph 314.8(a) (5) (ix) which permits
the initiation of expiration dating prior to approval of an NDA supplement.

An expi ration date of five years wi 11 be revealed on the immediate container
labels of all Robinul Tablets packaged after January 1, 1976. This revision
in label information is made to comply with the National Formulary XLV which
became official in July 1975.

Enclosed in triplicate are copies of the 5-year stability summary for thisproduct and copies of ~ _ ',// used to obtain the b(4'res u 1 ts . 'J
Enclosed also are twelve (12) example labels which illustrate this new
development. Any future change in the dating period established by this
submission wi 1 1 be proposed in a supplemental appl ication and wi 11 not be
put into effect until the supplement is approved.

A 11 othe r sect ions of the NDA rema in unchanged.

A7J "ç,0,'

rmv
Enclosures: 5-year stability summary for Lots 231,232,~

Labe Is bl4)

,~t"t':,

"'"
~ ÚilfAU

",
'ò

:)
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Deliberative Process (b5)

Withheld Track Number: Administrative-I¿B:A9-
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A. M. Stranz
Manager Drug Registration CRi GI t\~AL

A'H'RoBINS

A. H. Robins Company
1407 Cummings Drive
Richmond, Virginia 23220
Telephone (804) 257.2546

oNDANO.)23A
E. DeVaughn 'ijPft§~~P~ .Fr?R
Director
D i vi s ion of Card io-Rena 1

Drug Products
Bureau of Drugs HFD 110
Room 16B-03
5600 Fishers Lane
Rockvi lIe, Maryland 20852

November 14, 19~

~'o,~wfi .l'l -..- " ;l f .'

, .' ~'t") _:

e5
)J o1eci

41A,'æl~~
1/2.3/7t.; ,

Ic£'.tc,. fD c1i-i i s t

SUBJECT: Changes in Publications
and Official Pharmacopoeial
Standard Substances
Reference USP X I X and/or
NF XLV 1975

NDA #12-827
Robinul and Robinul Forte
Citation 21CRF S314.8

Gent 1 emen:

This is a supplement to our New Drug Application for Robinul and Robinul
Forte Tab 1 ets NDA #12-827.

It is submitted under the provisions of 21CFR S314.8 for the purposes
cited above.

Upon the appearance of the new editions of the recognized U.S. pharma-
copoe i as, a correspond i ng change is made in our raw mater i a 1 and test
procedures found in our respective new drug appl ications. Since the
USP and NF were automatically accorded recognition in July 1975,
A. H. Robins has ensured that our drug products meet any new require-
ments found in the respect i ve off i cia 1 monographs and/or stani; Sf E-i).:'.

,,;



E. DeVaughn Belton, M.D.
November 14, 1975 Page 2

Enclosed are the following raw material pharmacopoeial specifications
appl ied to the above-ciied New Drug Appl ication and referenced in the
1975 USP and/or NF

Robinul Rob i nu 1 Forte

1.
2.
3.
4.
5. __

G 1 ycopyrro late

0(4)
\1(4)

1. Gl ycopyrro i ate b(4)
b(4) 2. - .,. i(4)3. -

4. b(4)
b(4) 5. b(4)

--
--

Sincerely,

Âl~Af
A. M. Stranz l

ns
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-~- . NDA NUMUER
12-827/S-009, S-010, $-011

NOTICE OF APPROVAL -. DATE APPROVAL LE.TìL;R ISSl:ED
Nt\' DRUG APPLICA nON OR SUPPLEMENT

FEB 18 1978
ìO: FROM:

Press Relations ~taff (PA-40) IX Bureau of Drugs

.

nBureau öf Veterinary ~:('dicine

ATTE:nimi
. FOr¥°ard ori¡;inal of this fom for publication only after approval letter h3S been' issued and the date of

approv:il h..s been entered above.
,

i yp¿ OF ,\Pr'LI::;iTION CA TEGORY

r:i ORIGI"'A\. NO.1 E~ SUPPL.E..ENT riA D9RE vi" TED o SUPPL.EMENT ~ HU~"N r VETE;:I!"; =..XJTO..zOA ,-.. 0 RI G I I"J A L N 0 A TO ,AN--A
TRADE P~A.M~ (0; cih~r desl.f.n.:!l!d name) Al..Q ESì A-SLISHE:l ~R N or~ ?ROPR1E i A RY NAM¡; (it Dny)OF DRUG

Robinul and Robinul Forte (glycopyrrolate)
DOSAGE FORM ,- HOW DISPENSED

Tabl et 'EJRX CJ OTe

ACTIVE ItIGREDIENTISI (DS dec:lJred on label. List by esrablished or nonproprietary name(s) and include ..maunt(s), if amount ;~
dec Ia:cd on IDLe/.)

,.

Glycopyrrolate 1 and Forte 2
.

mg mg
,. , ' . - - . ' ,. .;.

. ,.

.
' .

. . ., . .',' .
. , "

""'.
.

,

rlAMS Of" APPL.ICAN7(Inc1ude City and St"te)
, '.

H:. Robins
- .. . ,..

A. Company' ,

Richmond, Virgini a 23220 .'
.

,

PRINCIPAL INDICATION OR PHARMACOL.OGICAi. CATEGORY

Antichol inergic
. ,

:.

- COMPLETE FOR VETERINARY ONLY

ANIMALSPECIe:S FOR WHICH APPROVED - ~

- -
COMPLETE FOR SUPPLEMENT ONLY

CHANGE APPR"VED TO PROVJDE FOR
$-009 Controls revisions..
$-010 and S-Oll Expir~tion dates "

..
. ,

'. 0' '. . .' .' _I.... ,. ' . . -." .'. ' .. .., ,. . . , , ., .

.

. -
.

"

FOR~" .?Rr. p:. i::: 0 i3Y

~4'~E: , C'" rF.

R. J. Wolters e~' 1-~!L-7t ---
~". .,""-;,"",

'j~\. Langston U¥ .... .o~,/,¿
JÕRÍd, I~, HFD-l1.0ISCS.Õ:~JIFD~ ffòT)RJ~~7isëï~lt6:1S'~ y Hff2ltô~51 ~o.

"i

c.

c~

1'.

'-'


