
GENPHARM 

February 7, 2001 

Dockets Management Branch (HFA-305) 
Food and Drug Administration 
5630 Fishers Lane, Room: 1061 
Rockville, MD 20852 
USA 

Re: Docket No. OON-1669 
Electronic Filing of Drug Registration and Listing information: Pilot Project 

Dear Sir/Madam: 

Genpharm would be pleased to participate in the pilot project for the Electronic Filing of Drug 
Registration and Listing Information. 

Please find attached a list of products (20) that are currently listed with the agency. Genpharm 
manufactures and packages these products for human use only (prescription and/or over the 
counter). 

Please direct all correspondence regarding the Pilot Project to: 

Bonnie Southorn 
Genpharm Inc. 
85 Advance Rd. 
Etobicoke, Ontario 
M8Z 2s9 

Phone: 416-207-1216 ext: 211 

email: bonnies@genpharm.ca 

Sincerely, 

: 

Bonnie Southorn 
Sr. Manager, Regulatory Affairs 
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Brand Name 

Acebutolol Tablets 

Acebutolol Tablets 

Acyclovir Capsules 

Acyclovir Tablets 

Amiodarone Tablets 

Atenolol Tablets 

Azathioprine Tablets 

Doxazosin Tablets 

Etodolac Capsules 

Etodolac Tablets 

Guanfacine Tablets 

Megestrol Acetate Tablets 

Megestrol Acetate Tablets 

Drug 

Acebutolol 

Acebutolol 

Acyclovir 

Acyclovir 

Acyclovir 

Amiodarone 

Atenolol 

Atenolol 

Atenolol 

Azathioprine 

Doxasozin 

Doxasozin 

Doxasozin 

Doxasozin 

Etodolac 

Etodolac 

Etodolac 

Etodolac 

Guanfacine 

Guanfacine 

Megestrol 

Megestrol 

DosageForm 

Capsules 

Capsules 

Capsules 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Capsules 

Capsules 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Tablets 

Strength 

200 mg 

400 mg 

200 mg 

400 mg 

800 mg 

200 mg 

100 mg 

25 mg 

50 mg 

50 mg 

1 w 

2w 

4mg 

8mg 

200 mg 

300 mg 

400 mg 

500 mg 

1 w 

2m 

20 mg 

40 mg 

Approval Date Process 

30/I 2/I 999 

30/I 2/l 999 

13/04/l 998 

13/04/l 998 

13/04/1998 

24/02/l 999 

23/03/l 994 

26/08/l 998 

23/03/l 994 

13f12/1999 

18/I O/2000 

18/l O/2000 

18/10/2000 

18/l 012000 

30/09/l 998 

30/09/l 998 

30/09/l 998 

30/09/l 998 

25/I 1 II 998 

25/I 1 /I 998 

81811988 

8/8/l 988 

Repackage 

Repackage 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Repackage 

Manufacture & package 

Manufacture & package 

Manufacture 8 package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Rx or OTC 

Rx 

Rx 

Rx 
Rx 

Rx 

Rx 
Rx 
Rx 

Rx 

Rx 
Rx 
Rx 
Rx 

Rx 
Rx 

Rx 

Rx 

Rx 
Rx 



Methimazole Tablets Methimazole 

Methimazole 

Rx 
Rx 

Tablets 

Tablets 

IOmg 

5mg 

29103/2000 

29/03/2000 

Manufacture & package 

Manufacture & package 

Nicardipine 

Nicardipine 

Rx 
Rx 

Nicardipine Capsules 

Pindolol Tablets 

Capsules 

Capsules 

20 mg 

30 mg 

19/03/l 998 

19103/1998 

Manufacture & package 

Manufacture & package 

Rx 
Rx 

Pindolol 

Pindolol 

Tablets 

Tablets 

IOmg 

5mg 

24/09/l 992 

24/09/l 992 

Manufacture & package 

Manufacture & package 

22/09/l 992 Rx 
Rx 

Piroxicam Capsules Piroxicam Capsules 

Capsules 

IOmg 

20 mg 

Manufacture &. package 

Manufacture & package Piroxicam 22/09/l 992 

14/01/2000 OTC Ranitdine Tablets 

Ranitidine Capsules 

Ranitidine Tablets 75 mg Manufacture & package 

Ranitidine 

Ranitidine 

150 mg 

300 mg 

Rx 
Rx 

Capsules 

Capsules 

27/l O/2000 

27/l 012000 

Manufacture & package 

Manufacture & package 

Ranitidine Tablets Ranitidine 

Ranitidine 

Tablets 

Tablets 

150 mg 

300 mg 

22/08/l 997 

2210811997 

Manufacture & package 

Manufacture & package 

Rx 
Rx 

Sotalol Hydrochloride Tablets Sotalol 

Sotalol 

Sotalol 

Sotalol 

Tablets 

Tablets 

Tablets 

Tablets 

120 mg 01/05/2000 

160 mg 01/05/2000 

240 mg 01105/2000 

80 mg 01105/2000 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Manufacture & package 

Rx 
Rx 
Rx 
Rx 

13109/l 999 Ticlopidine Tablets Ticlopidine Tablets 250 mg Manufacture & package Rx 



FedEx 1 Ship Manager 1 Label 7919 6653 8320 Page 1 of2 

Orig. ID: VrOA 
From: Sadk Shaikh Fie . Affajrs (416) 236-2631 

GENPHARMJNZ 
65 ADVANCE ROAD 

ETOBICOKE 
ON M6Z2S9 (CA) NSR Section 30.55(h) FIX? 

594- 1086 
A-305) IRSIEIN: 

SHIP DATE: 07FEB’Jl 
WEIGHT: 0.5 KGS 

1061 5630 Fishers Lane Rm: 1 
Rc~k~ille MD 208Sb USA [US] 

Description 
Documents 

Country Mfg. CUSTOM VALUE: NCV 
CARRIAGE VALUE: 0.00 CAD 

Sadik Shaikh (Reg. Afftirs 

TRK # 7919 6653 8320 $$Yi! 

BILL T/C: S 129892781 
BILL CUT: S 129892781 

IP ENVELOPE 
IAD 

20852 MD US EM GAiA 

I II 


