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NdA 17-558
Division of Surgical - Dental Drug Products
Chemi st Review # |
Date Completed: May 28. 1974

NDA 17-558 A. H. Robins Company |

{407 Cummings Drive

Richmond, Virginia 23220
AF # 16-375

Product Name(s)

Proprietary: Robinul Injectable
_Nonpropriefary:_glycopyrroléTe injectable |
USAN : glycopyrrotate
Comﬁendium:_glycopyrrolafe official in NF X111

Code name a/o No.: AHR-504
CAS-596-51-0 .

Dosage Form(s) & Route of Administration: Injection for 1Y, IM, SQ 1 

Administration: RX

Pharmacological Category: anticholinergic for use in .anesthesia; i.e.,
preoperative antimuscarinic.

Structural qumul;~& Chemical Na@;(é):
: Br ™ '
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3-hydroxy-I, [-dimethylpyrrolidinium Bromide # - Cyclopentyl mandelate
|-methyl -3 = pyrrolidyl 254 phenylcyclopentane glycolate methobromide

CI9H285rN03 MW 398.34 | M.P. 193.2 - 194.57°C
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Initial Submission: January 4, 1974, received BD same date

Amendments: March 29,1974
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Conclusion: This application is in "approvaqge" form from the STahdpoinT of
manufacturing and controls. o :

Stanley Koch 6/10/74
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