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General Certificate of Conformity 
This General Certificate of Conformity is provided pursuant to the Consumer Product Safety Improvement Act for drug products provided in child-resistant packaging in 

accordance with the Poison Prevention Packaging Act. 
 
Citation to the CPSC product safety regulation to which the product is certified: 
16 CFR 1700 - Poison Prevention Packaging 
 
Identification of the importer certifying compliance of the products: 
NorthStar RxLLC, 4835 Crumpler Road, Memphis, TN 38141 
Tel: 901-542-4502  
 
Contact information for the individual maintaining records of test results: 
Terry Lewis, 
NorthStar RxLLC, 4835 Crumpler Road, Memphis, TN 38141 
Tel: 901-542-4502  
E-mail: Terry.Lewis@McKesson.com 
 
Product manufactured date: 
Each manufactured lot is labelled with a National Drug Code (NDC) and a unique lot number to which may be used to identify the date of manufacture. For further 
information is required, contact NorthStar RxLLC providing the NDC and lot number. 
                                                                                                                                                                                                                                                                                                              Revision Date: 01st March 2024 
Product Count NDC Place of Manufacture Place of Testing Date of Testing 
Aripiprazole Oral Solution 1 mg/mL 150 mL 72603-445-01 Hetero Labs Limited, Unit III, Plot No. 

22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Atovaquone Oral Suspension, 
750mg/5mL 

210ML 72603-248-01 Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

mailto:Terry.Lewis@McKesson.com
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Abiraterone Acetate Tablets, USP 120 72603-110-01 Glenmark Pharmaceuticals Limited, 
Plot No. B-25, MIDC, Shendra, 
Chhatrapati Sambhajinagar (previously 
known as Aurangabad), Maharashtra 
431154, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Abiraterone Acetate Tablets, USP 60 72603-111-01 Glenmark Pharmaceuticals Limited, 
Plot No. B-25, MIDC, Shendra, 
Chhatrapati Sambhajinagar (previously 
known as Aurangabad), Maharashtra 
431154, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Acyclovir Ointment USP 15g 16714-885-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Acyclovir Ointment USP 30g 16714-885-02 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Alendronate Sodium Tablets, USP 30 16714-631-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Alendronate Sodium Tablets, USP 100 16714-631-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Alendronate Sodium Tablets, USP 1 x 4 Blister 16714-632-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Alendronate Sodium Tablets, USP 5 x 4 Blister 16714-632-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Alendronate Sodium Tablets, USP 1 x 4 Blister 16714-633-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Alendronate Sodium Tablets, USP 5 x 4 Blister 16714-633-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Allopurinol Tablets, USP 30 16714-576-01 Indoco Remedies Ltd., Goa Plant-I, L-
14, Verna Industrial Area, Verna, Goa, 
Goa 403722, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Allopurinol Tablets, USP 100 16714-576-02 Indoco Remedies Ltd., Goa Plant-I, L-
14, Verna Industrial Area, Verna, Goa, 
Goa 403722, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Allopurinol Tablets, USP 100 16714-577-01 Indoco Remedies Ltd., Goa Plant-I, L-
14, Verna Industrial Area, Verna, Goa, 
Goa 403722, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Amitriptyline Hydrochloride Tablets, 
USP 

100 16714-257-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Amitriptyline Hydrochloride Tablets, 
USP 

100 16714-258-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Amitriptyline Hydrochloride Tablets, 
USP 

100 16714-259-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Amitriptyline Hydrochloride Tablets, 
USP 

100 16714-260-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Amitriptyline Hydrochloride Tablets, 
USP 

100 16714-261-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Amitriptyline Hydrochloride Tablets, 
USP 

100 16714-262-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

50 mL 16714-292-01 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

75 mL 16714-292-02 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

100 mL 16714-292-03 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

50 mL 16714-293-01 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

75 mL 16714-293-02 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

100 mL 16714-293-03 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

75 mL 16714-294-01 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

125 mL 16714-294-02 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Oral Suspension, USP 

200 mL 16714-294-03 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Tablets, USP 

30 16714-295-01 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Tablets, USP 

20 16714-296-01 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin and Clavulanate 
Potassium Tablets, USP 

20 16714-297-01 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Amoxicillin and Clavulanate 
Potassium Tablets, USP 

100 16714-297-02 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin Capsules, USP 100 16714-298-01 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin Capsules, USP 50 16714-299-02 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Amoxicillin Capsules, USP 100 16714-299-03 Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Aripiprazole Tablets, USP 30 16714-141-01 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 
Mahabubnagar, Telangana 509301, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Aripiprazole Tablets, USP 30 16714-142-01 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 
Mahabubnagar, Telangana 509301, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Aripiprazole Tablets, USP 30 16714-143-01 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 
Mahabubnagar, Telangana 509301, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Aripiprazole Tablets, USP 30 16714-144-01 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 
Mahabubnagar, Telangana 509301, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Aripiprazole Tablets, USP 30 16714-145-01 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 
Mahabubnagar, Telangana 509301, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Aripiprazole Tablets, USP 30 16714-146-01 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 
Mahabubnagar, Telangana 509301, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Atenolol and Chlorthalidone Tablets, 
USP 

100 16714-936-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Atenolol and Chlorthalidone Tablets, 
USP 

100 16714-937-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Atomoxetine Capsules, USP 30 16714-755-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Atomoxetine Capsules, USP 30 16714-756-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Atomoxetine Capsules, USP 30 16714-757-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Atomoxetine Capsules, USP 30 16714-758-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Atomoxetine Capsules, USP 30 16714-759-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Atomoxetine Capsules, USP 30 16714-760-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Atomoxetine Capsules, USP 30 16714-761-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Atorvastatin Calcium Tablets, USP 90 72603-282-01 Annora Pharma Private Limited 
Survey. No. 261, Plots 5,7,8,9,13-14,  
Annaram Village, Gummadidala 
Mandal,  
Sangareddy District. Hyderabad,  
Telangana, 502313, INDIA (IND) 
 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2017 

Atorvastatin Calcium Tablets, USP 90 72603-283-01 Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2017 

Atorvastatin Calcium Tablets, USP 90 72603-284-01 Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2017 

Atorvastatin Calcium Tablets, USP 90 72603-285-01 Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2017 

Atorvastatin Calcium Tablets, USP 90 16714-173-01 Apotex Inc., 50 Steinway Blvd., 
Etobicoke, Ontario M9W 6Y3, Canada 
(CAN) 
 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

June 2010 

Atorvastatin Calcium Tablets, USP 90 16714-174-01 Apotex Inc., 50 Steinway Blvd., 
Etobicoke, Ontario M9W 6Y3, Canada 
(CAN) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

June 2010 
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Atorvastatin Calcium Tablets, USP 90 16714-175-01 Apotex Inc., 50 Steinway Blvd., 
Etobicoke, Ontario M9W 6Y3, Canada 
(CAN) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

June 2010 

Atorvastatin Calcium Tablets, USP 90 16714-176-01 Apotex Inc., 50 Steinway Blvd., 
Etobicoke, Ontario M9W 6Y3, Canada 
(CAN) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

June 2010 

Baclofen Tablets, USP 100 16714-071-04 Mankind Pharma Limited, Unit-III, 
Village Kunja, Rampur Ghat Road, 
Opp. Dental College, Paonta Sahib, 
Sirmaur, Himachal Pradesh 173025, 
India (IND) 

Shriji Polymers Indis (Ltd), Plot 
No. 8,9 and 15-d Industrial area, 
Maksi Rd, Ujjain 456010 M.P. 
India 
Perritt Lab Inc., 145 South Main 
Street Post Office Box 147, 
Highstown NJ 08520 USA 

January 2022 
May 2009 

Baclofen Tablets, USP 100 16714-072-04 Mankind Pharma Limited, Unit-III, 
Village Kunja, Rampur Ghat Road, 
Opp. Dental College, Paonta Sahib, 
Sirmaur, Himachal Pradesh 173025, 
India (IND) 

Shriji Polymers Indis (Ltd), Plot 
No. 8,9 and 15-d Industrial area, 
Maksi Rd, Ujjain 456010 M.P. 
India 
Perritt Lab Inc., 145 South Main 
Street Post Office Box 147, 
Highstown NJ 08520 USA 

January 2022 
May 2009 

Bisoprolol Fumarate Tablets, USP 30 16714-529-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Bisoprolol Fumarate Tablets, USP 100 16714-529-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Bisoprolol Fumarate Tablets, USP 30 16714-530-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Bisoprolol Fumarate Tablets, USP 100 16714-530-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Budesonide Delayed-Release 
Capsule 

100 16714-829-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Butalbital, Acetaminophen and 
Caffeine Capsule, USP 

100 16714-170-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Carbamazepine Extended-Release 
Tablets USP 

100 16714-063-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Carbamazepine Extended-Release 
Tablets USP 

100 16714-064-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Carbamazepine Extended-Release 
Tablets USP 

100 16714-065-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Carbidopa Tablets 100 16714-067-01 APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND)4 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Carvedilol Phosphate Extended-
Release Capsules 

30 16714-227-01 Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Carvedilol Phosphate Extended-
Release Capsules 

30 16714-228-01 Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Carvedilol Phosphate Extended-
Release Capsules 

30 16714-229-01 Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Carvedilol Phosphate Extended-
Release Capsules 

30 16714-230-01 Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Cefadroxil Capsules, USP 50 16714-388-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Cefadroxil Capsules, USP 100 16714-388-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefadroxil for Oral Suspension, USP 100 mL 16714-389-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefadroxil for Oral Suspension, USP 75 mL 16714-390-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefadroxil for Oral Suspension, USP 100 mL 16714-390-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefpodoxime Proxetil for Oral 
Suspension, USP 

50 mL 16714-402-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefpodoxime Proxetil for Oral 
Suspension, USP 

100 mL 16714-402-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Cefpodoxime Proxetil for Oral 
Suspension, USP 

50 mL 16714-403-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefpodoxime Proxetil for Oral 
Suspension, USP 

100 mL 16714-403-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefpodoxime Proxetil Tablets, USP 20 16714-394-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefpodoxime Proxetil Tablets, USP 20 16714-395-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefprozil for Oral Suspension, USP 75 mL 16714-396-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefprozil for Oral Suspension, USP 100 mL 16714-396-03 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Cefprozil for Oral Suspension, USP 50 mL 16714-397-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefprozil for Oral Suspension, USP 75 mL 16714-397-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefprozil for Oral Suspension, USP 100 mL 16714-397-03 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefprozil Tablets, USP 100 16714-398-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefprozil Tablets, USP 50 16714-399-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefuroxime Axetil Tablets, USP 20 16714-400-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Cefuroxime Axetil Tablets, USP 60 16714-400-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefuroxime Axetil Tablets, USP 20 16714-401-01 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cefuroxime Axetil Tablets, USP 60 16714-401-02 Aurobindo Pharma Limited, Unit-VI, 
Sy. No.329/39 & 329/47, Chitkul 
Village, Patancheru Mandal, Sanga 
Reddy District, Sangareddy, Telangana 
502307, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Celecoxib Capsules 60 16714-731-01 CIPLA LIMITED, Plot D-7, D-22, D-
27 MIDC Industrial Area, Kurkumbh 
Village, Taluka-Daund, Pune, 
Maharashtra 413802, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Celecoxib Capsules 100 16714-732-01 CIPLA LIMITED, Plot D-7, D-22, D-
27 MIDC Industrial Area, Kurkumbh 
Village, Taluka-Daund, Pune, 
Maharashtra 413802, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Celecoxib Capsules 100 16714-733-01 CIPLA LIMITED, Plot D-7, D-22, D-
27 MIDC Industrial Area, Kurkumbh 
Village, Taluka-Daund, Pune, 
Maharashtra 413802, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 
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Celecoxib Capsules 60 16714-734-01 CIPLA LIMITED, Plot D-7, D-22, D-
27 MIDC Industrial Area, Kurkumbh 
Village, Taluka-Daund, Pune, 
Maharashtra 413802, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Celecoxib Capsules 100 63739-297-10 Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (India) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Celecoxib Capsules 100 63739-298-10 Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (India) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Cetirizine Hydrochloride Tablets, 
USP 

30 16714-799-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Cetirizine Hydrochloride Tablets, 
USP 

100 16714-799-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Chlorpromazine Hydrochloride 
Tablets, USP 

100 16714-047-01 Zydus Lifesciences Limited, Village 
Swaraj Majra, P.O. Baddi, Tehsil-
Nalagarh, Solan, Himachal Pradesh 
173205, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Chlorpromazine Hydrochloride 
Tablets, USP 

100 16714-048-01 Zydus Lifesciences Limited, Village 
Swaraj Majra, P.O. Baddi, Tehsil-
Nalagarh, Solan, Himachal Pradesh 
173205, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Chlorpromazine Hydrochloride 
Tablets, USP 

100 16714-049-01 Zydus Lifesciences Limited, Village 
Swaraj Majra, P.O. Baddi, Tehsil-
Nalagarh, Solan, Himachal Pradesh 
173205, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Chlorpromazine Hydrochloride 
Tablets, USP 

100 16714-050-01 Zydus Lifesciences Limited, Village 
Swaraj Majra, P.O. Baddi, Tehsil-
Nalagarh, Solan, Himachal Pradesh 
173205, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Chlorpromazine Hydrochloride 
Tablets, USP 

100 16714-051-01 Zydus Lifesciences Limited, Village 
Swaraj Majra, P.O. Baddi, Tehsil-
Nalagarh, Solan, Himachal Pradesh 
173205, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Chlorthalidone Tablets, USP 100 16714-128-01 Zydus Lifesciences Limited, Village 
Swaraj Majra, P.O. Baddi, Tehsil-
Nalagarh, Solan, Himachal Pradesh 
173205, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Chlorthalidone Tablets, USP 100 16714-129-01 Zydus Lifesciences Limited, Village 
Swaraj Majra, P.O. Baddi, Tehsil-
Nalagarh, Solan, Himachal Pradesh 
173205, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Clindamycin and Benzoyl Peroxide 
Gel 

25g 16714-983-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Clindamycin and Benzoyl Peroxide 
Gel 

50g 16714-983-02 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Clindamycin and Benzoyl Peroxide 
Gel 

25g 16714-984-25 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Clindamycin and Benzoyl Peroxide 
Gel 

50g 16714-984-50 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clindamycin Palmitate 
Hydrochloride for Oral Solution, 
USP (Pediatric) 

100 mL 16714-483-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Clindamycin Palmitate 
Hydrochloride for Oral Solution, 
USP (Pediatric) 

100 mL 16714-483-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Clindamycin Phosphate Gel, USP 30g 16714-161-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Clindamycin Phosphate Gel, USP 60g 16714-161-02 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Clobazam Oral Suspension 120 mL 16714-087-01 Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clobazam Tablets 100 16714-887-01 Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clobazam Tablets 100 16714-888-01 Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

30 16714-849-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

90 16714-849-02 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

100 16714-849-03 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

30 16714-850-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Clomipramine Hydrochloride 
Capsules, USP 

90 16714-850-02 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

100 16714-850-03 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

30 16714-851-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

90 16714-851-02 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clomipramine Hydrochloride 
Capsules, USP 

100 16714-851-03 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clonazepam 100 72603-308-01 
 

Rubicon Research Private Ltd., Plot 
No K-30/4 & K30/5, MIDC, 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Additional Ambernath Area,, Thane, 
Maharashtra 421 506, India (IND) 

Clonazepam 100 72603-309-01 
 

Rubicon Research Private Ltd., Plot 
No K-30/4 & K30/5, MIDC, 
Additional Ambernath Area,, Thane, 
Maharashtra 421 506, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clonazepam 100 72603-307-01 
 

Rubicon Research Private Ltd., Plot 
No K-30/4 & K30/5, MIDC, 
Additional Ambernath Area,, Thane, 
Maharashtra 421 506, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Clopidogrel Tablets, USP 30 16714-052-01 Macleods Pharmaceuticals Limited, 
Plot No 25-27, Survey No 366 Premier 
Industrial Estate Kachigam, Daman, 
Daman 396210, India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Clopidogrel Tablets, USP 90 16714-052-02 Macleods Pharmaceuticals Limited, 
Plot No 25-27, Survey No 366 Premier 
Industrial Estate Kachigam, Daman, 
Daman 396210, India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Clopidogrel Tablets, USP 10  16714-052-10 Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Clopidogrel Tablets, USP 100 16714-052-11 Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Clopidogrel Tablets, USP 30 63739-178-30 Dr Reddys Laboratories Ltd., 
Formulations Technical Operations, 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 
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FTO-11,Survey No 30,31 & Part of 
(28,32,33,34,39), APIIC Industrial 
Park, Pydibhimavaram (V), 
Ranasthalam (M),, Srikakulam, 
Andhra Pradesh 532409, India (IND) 

Clorazepate Dipotassium Tablets, 
USP 

100 72603-112-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

March 2012 

Clorazepate Dipotassium Tablets, 
USP 

100 72603-113-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

March 2012 

Clorazepate Dipotassium Tablets, 
USP 

100 72603-114-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

March 2012 

Colchicine Tablets, USP 30 16714-039-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Colchicine Tablets, USP 100 16714-039-02 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Cyclobenzaprine HCL 100 72603-310-01 Rubicon Research Private Ltd., Plot 
No K-30/4 & K30/5, MIDC, 
Additional Ambernath Area,, Thane, 
Maharashtra 421 506, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 



Page 25 of 74 
 

Cyclobenzaprine HCL 100 72603-311-01 Rubicon Research Private Ltd., Plot 
No K-30/4 & K30/5, MIDC, 
Additional Ambernath Area,, Thane, 
Maharashtra 421 506, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Cyclobenzaprine HCL 100 72603-312-01 Rubicon Research Private Ltd., Plot 
No K-30/4 & K30/5, MIDC, 
Additional Ambernath Area,, Thane, 
Maharashtra 421 506, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Deferasirox Tablets 30 72603-231-01 APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Deferasirox Tablets 30 72603-232-01 APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Deferasirox Tablets 30 72603-233-01 APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Dexamethasone Tablets USP 100 72603-187-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 

December 1997 

Dexamethasone Tablets USP 100 72603-188-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 

December 1997 
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Dexamethasone Tablets USP 100 72603-189-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 

December 1997 

Dexamethasone Tablets USP 100 72603-190-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 

December 1997 

Dexamethasone Tablets USP 100 72603-212-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 

December 1997 

Dexamethasone Tablets USP 100 72603-213-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 

December 1997 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-562-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-563-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-564-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-565-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-566-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-567-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 



Page 27 of 74 
 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-568-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dexmethylphenidate Hydrochloride 
Extended-Release Capsules 

100 16714-569-01 Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-805-01 Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-808-01 Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-948-01 CorePharma, LLC., 215 Wood 
Avenue, Middlesex, New Jersey (NJ) 
08846, United States (USA) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-949-01 CorePharma, LLC., 215 Wood 
Avenue, Middlesex, New Jersey (NJ) 
08846, United States (USA) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-950-01 CorePharma, LLC., 215 Wood 
Avenue, Middlesex, New Jersey (NJ) 
08846, United States (USA) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-952-01 CorePharma, LLC., 215 Wood 
Avenue, Middlesex, New Jersey (NJ) 
08846, United States (USA) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-953-01 CorePharma, LLC., 215 Wood 
Avenue, Middlesex, New Jersey (NJ) 
08846, United States (USA) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Dextroamphetamine Saccharate, 
Amphetamine Aspartate, 
Dextroamphetamine Sulfate and 
Amphetamine Sulfate Tablets 

100 16714-954-01 CorePharma, LLC., 215 Wood 
Avenue, Middlesex, New Jersey (NJ) 
08846, United States (USA) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Diclofenac Sodium Topical Solution, 
USP 

112g 72603-207-01 Aurolife Pharma LLC., Unit-II, 2929 
Weck Drive, Durham, North Carolina 
(NC) 27709, United States (USA) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Digoxin Tablets, USP 100 16714-590-01 Sun Pharmaceutical Industries 
Limited, Halol-Baroda Highway, 
Halol, Gujarat 389350, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

March 2010 

Digoxin Tablets, USP 100 16714-591-01 Sun Pharmaceutical Industries 
Limited, Halol-Baroda Highway, 
Halol, Gujarat 389350, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

March 2010 

Diltiazem Hydrochloride Extended-
Release Capsules, USP 

100 16714-523-01 Apotex Inc. 50 Steinway Blvd., 
Etobicoke, Ontario M9W 6Y3, Canada 
(CAN) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

June 2010 

Diltiazem Hydrochloride Extended-
Release Capsules, USP 

100 16714-524-01 Apotex Inc. 50 Steinway Blvd., 
Etobicoke, Ontario M9W 6Y3, Canada 
(CAN) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

June 2010 

Diltiazem Hydrochloride Extended-
Release Capsules, USP 

100 16714-525-01 Apotex Inc. 50 Steinway Blvd., 
Etobicoke, Ontario M9W 6Y3, Canada 
(CAN) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

June 2010 

Diltiazem Hydrochloride Extended-
Release Capsules, USP 

100 16714-553-01 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Diltiazem Hydrochloride Extended-
Release Capsules, USP 

100 16714-554-01 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Diltiazem Hydrochloride Extended-
Release Capsules, USP 

100 16714-555-01 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Divalproex Sodium Extended-
Release Tablets, USP 

100 16714-484-01 Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Divalproex Sodium Extended-
Release Tablets, USP 

100 16714-485-01 Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Dofetilide Capsules 60 72603-130-01 Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 

Dofetilide Capsules 60 72603-131-01 Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 
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Dofetilide Capsules 60 72603-132-01 Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 

Doxepin HCl Capsules, USP 100 16714-132-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Great Lakes Marketing, Toledo, 
Ohio 

April 1996 

Doxepin HCl Capsules, USP 100 16714-133-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 

Doxepin HCl Capsules, USP 100 16714-134-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Great Lakes Marketing, Toledo, 
Ohio 

April 1996 

Doxepin HCl Capsules, USP 100 16714-135-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 

Doxepin HCl Capsules, USP 100 16714-136-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Great Lakes Marketing, Toledo, 
Ohio 

April 1996 

Doxepin Tablets 30 72603-222-01 Appco Pharma LLC, 239 Old 
Newbrunswick Rd, Piscataway, New 
Jersey (NJ) 08854, United States 
(USA) 

Forensic Packaging Concepts Inc. 
26 Black Oak Lane, Crossville 
Tennesse 38555 USA 

August 2017 

Doxepin Tablets 30 72603-223-01 Appco Pharma LLC, 239 Old 
Newbrunswick Rd, Piscataway, New 
Jersey (NJ) 08854, United States 
(USA) 

Forensic Packaging Concepts Inc. 
26 Black Oak Lane, Crossville 
Tennesse 38555 USA 

August 2017 
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Emtricitabine and Tenofovir 
Disoproxil Fumarate Tablets 

30 16714-534-01 Macleods Pharmaceuticals Limited, 
Plot No 25-27, Survey No 366 Premier 
Industrial Estate Kachigam, Daman, 
Daman 396210, India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Enalapril Maleate Tablets, USP 100 16714-442-01 Novartis d.o.o., Verovskova ulica 57, 
Ljubljana, 1000, Slovenia (SVN) 

National child resistance testing 
Inc, 1101 west britt drive. Lineoln, 
NE 68521 

July 1995 

Enalapril Maleate Tablets, USP 100 16714-443-01 Novartis d.o.o., Verovskova ulica 57, 
Ljubljana, 1000, Slovenia (SVN) 

National child resistance testing 
Inc, 1101 west britt drive. Lineoln, 
NE 68521 

July 1995 

Enalapril Maleate Tablets, USP 100 16714-444-01 Novartis d.o.o., Verovskova ulica 57, 
Ljubljana, 1000, Slovenia (SVN) 

National child resistance testing 
Inc, 1101 west britt drive. Lineoln, 
NE 68521 

July 1995 

Enalapril Maleate Tablets, USP 100 16714-445-01 Novartis d.o.o., Verovskova ulica 57, 
Ljubljana, 1000, Slovenia (SVN) 

National child resistance testing 
Inc, 1101 west britt drive. Lineoln, 
NE 68521 

July 1995 

 Enalapril Maleate Oral Solution 150 mL 72603-247-01 

Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Davies Development & Testing 
Ltd,  
Halghton Mill, 
Whitchurch Road, 
Bangor-on-Dee, 
Wrexham, Ll13 0BN March 2011 

Entecavir Tablets, USP 30 16714-717-01 Cipla Ltd., Plot No. 9 &10 Indore 
Special Economic Zone, Phase II, 
Pithampur Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 

Entecavir Tablets, USP 30 16714-718-01 Cipla Ltd., Plot No. 9 &10 Indore 
Special Economic Zone, Phase II, 
Pithampur Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2011 



Page 32 of 74 
 

Esomeprazole Magnesium Delayed-
Release Capsules, USP 

30 16714-979-01 Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Esomeprazole Magnesium Delayed-
Release Capsules, USP 

90 16714-979-02 Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Esomeprazole Magnesium Delayed-
Release Capsules, USP 

30 16714-980-01 Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Esomeprazole Magnesium Delayed-
Release Capsules, USP 

90 16714-980-02 Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Etodolac Extended-Release Tablets 60 16714-497-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 

Etodolac Extended-Release Tablets 100 16714-497-02 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 

Etodolac Extended-Release Tablets 60 16714-498-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 

Etodolac Extended-Release Tablets 100 16714-498-02 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 
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Etodolac Extended-Release Tablets 60 16714-499-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 

Etodolac Extended-Release Tablets 100 16714-499-02 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA 

April 1996 

Ezetimibe and Simvastatin Tablets 30 16714-778-01 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Ezetimibe and Simvastatin Tablets 90 16714-778-02 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Ezetimibe and Simvastatin Tablets 30 16714-779-01 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Ezetimibe and Simvastatin Tablets 90 16714-779-02 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Ezetimibe and Simvastatin Tablets 30 16714-780-01 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Ezetimibe and Simvastatin Tablets 90 16714-780-02 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Ezetimibe and Simvastatin Tablets 30 16714-781-01 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Ezetimibe and Simvastatin Tablets 90 16714-781-02 Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

2Ezetimibe Tablets USP 30 16714-813-01 Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Ezetimibe Tablets USP 90 16714-813-01 Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Famotidine for Oral Suspension, 
USP 

50 mL 72603-171-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Bird Dog Marketing LLC, 166 
Farmington Lane, Lancaster, PA 
17601 

February 2013 

Febuxostat Tablets 30 16714-059-01 Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 
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Febuxostat Tablets 30 16714-060-01 Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 

Felbamate Oral Suspension, USP 237 mL 16714-775-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA March 2018 

Felbamate Oral Suspension, USP 473 mL 16714-775-02 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Bird Dog Marketing Group LLC, 
Lancaster, PA, USA March 2018 

Fesoterodine Fumarate Extended 
Release Tablets 

30 72603-413-01 Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Fesoterodine Fumarate Extended 
Release Tablets 

30 72603-414-01 Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Fexofenadine Hydrochloride Tablets, 
USP 

30 16714-899-01 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 
Mahabubnagar, Telangana 509301, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Fexofenadine Hydrochloride Tablets, 
USP 

100 16714-899-02 Hetero Labs Limited, Unit V, Sy. No.: 
439, 440, 441 & 458, TSIIC 
Formulation SEZ, Polepally Village, 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 
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Mahabubnagar, Telangana 509301, 
India (IND) 

Fluconazole for Oral Suspension, 
USP 

35 Ml 16714-695-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluconazole for Oral Suspension, 
USP 

35 mL 16714-696-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluconazole Tablets, USP 30 16714-691-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluconazole Tablets, USP 100 16714-691-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluconazole Tablets, USP 1 (blister 
foil) 

16714-692-10 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluconazole Tablets, USP 12 (12 x1 
blister foil) 

16714-692-11 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Fluconazole Tablets, USP 30 16714-693-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluconazole Tablets, USP 100 16714-693-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluconazole Tablets, USP 30 16714-694-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fludrocortisone Acetate Tablets, 
USP 

100 72603-170-01 Novitium Pharma LLC, East Windsor, 
NJ 08520 

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 

December 1997 

Fluorouracil Topical Cream USP 40g 19714-178-01 Taro Pharmaceutical Industries Ltd., 
14 Hakitor Street, Haifa Bay, 2624761, 
Israel (ISR) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluoxetine Capsules, USP 100 16714-720-02 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Fluoxetine Capsules, USP 100 16714-721-02 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluoxetine Capsules, USP 100 16714-722-02 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Fluoxetine Tablets, USP 30 16714-112-01 Dr. Reddy’s Laboratories Limited, 
Survey No. 41, 42 part, 45 part & 46 
part, Bachupally Village and Mandal, 
Medchal-Malkajgiri District,, 
Medchal-Malkajgiri, Telangana 
500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Fluoxetine Tablets, USP 100 16714-112-02 
 

Dr. Reddy’s Laboratories Limited, 
Survey No. 41, 42 part, 45 part & 46 
part, Bachupally Village and Mandal, 
Medchal-Malkajgiri District,, 
Medchal-Malkajgiri, Telangana 
500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Fluoxetine Tablets, USP 30 16714-113-01 
 

Dr. Reddy’s Laboratories Limited, 
Survey No. 41, 42 part, 45 part & 46 
part, Bachupally Village and Mandal, 
Medchal-Malkajgiri District,, 
Medchal-Malkajgiri, Telangana 
500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Fluoxetine Tablets, USP 100 16714-113-02 
 

Dr. Reddy’s Laboratories Limited, 
Survey No. 41, 42 part, 45 part & 46 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 
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part, Bachupally Village and Mandal, 
Medchal-Malkajgiri District,, 
Medchal-Malkajgiri, Telangana 
500090, India (IND) 

Fluoxetine Tablets, USP 30 16714-114-01 
 

Dr. Reddy’s Laboratories Limited, 
Survey No. 41, 42 part, 45 part & 46 
part, Bachupally Village and Mandal, 
Medchal-Malkajgiri District,, 
Medchal-Malkajgiri, Telangana 
500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Gabapentin Capsules, USP 100 16714-661-01 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Gabapentin Capsules, USP 100 16714-662-01 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Gabapentin Capsules, USP 100 16714-663-01 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Gabapentin Tablets, USP 100 16714-330-01 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Gabapentin Tablets, USP 100 16714-332-01 
 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Gemfibrozil Tablets USP 60 16714-101-02 
 

Piramal Pharma Ltd., Plot No. 67-70 
Sector – 2, Pithampur 454775, Dist. 
Dhar, Madhya Pradesh, India 
 

Shriji Polymers Indis (Ltd), Plot 
No. 8,9 and 15-d Industrial area, 
Maksi Rd, Ujjain 456010 M.P. 
India 
Perritt Lab Inc., 145 South Main 
Street Post Office Box 147, 
Highstown NJ 08520 USA 

January 2022 
May 2009 

Gemfibrozil Tablets USP 60 72603-206-01 
 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Glipizide Extended-release Tablets 30 16714-894-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Glipizide Extended-release Tablets 100 16714-895-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Glipizide Extended-release Tablets 100 16714-896-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Glycopyrrolate Oral Solution 473ML 
 

72603-240-01 
 

Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
Guanfacine Extended-Release 
Tablets, USP 

100 16714-190-01 
 

Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Guanfacine Extended-Release 
Tablets, USP 

100 16714-191-01 
 

Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Guanfacine Extended-Release 
Tablets, USP 

100 16714-192-01 
 

Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Guanfacine Extended-Release 
Tablets, USP 

100 16714-193-01 
 

Frontida BioPharm, LLC., 1100 
Orthodox Street, Philadelphia, 
Pennsylvania (PA) 19124, United 
States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

January 2018 

Hydroxychloroquine Sulfate Tablets, 
USP 

100 
 

16714-110-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Hydroxyzine Hydrochloride Tablets 
USP 

100 16714-081-10 
 

Piramal Pharma Ltd., Plot No. 67-70 
Sector – 2, Pithampur 454775, Dist. 
Dhar, Madhya Pradesh, India 

Shriji Polymers Indis (Ltd), Plot 
No. 8,9 and 15-d Industrial area, 
Maksi Rd, Ujjain 456010 M.P. 
India 
Perritt Lab Inc., 145 South Main 
Street Post Office Box 147, 
Highstown NJ 08520 USA 

January 2022 
May 2009 

Hydroxyzine Hydrochloride Tablets 
USP 

100 16714-082-10 
 

Piramal Pharma Ltd., Plot No. 67-70 
Sector – 2, Pithampur 454775, Dist. 
Dhar, Madhya Pradesh, India 

Shriji Polymers Indis (Ltd), Plot 
No. 8,9 and 15-d Industrial area, 
Maksi Rd, Ujjain 456010 M.P. 
India 
Perritt Lab Inc., 145 South Main 
Street Post Office Box 147, 
Highstown NJ 08520 USA 

January 2022 
May 2009 

Hydroxyzine Hydrochloride Tablets 
USP 

100 16714-083-10 
 

Piramal Pharma Ltd., Plot No. 67-70 
Sector – 2, Pithampur 454775, Dist. 
Dhar, Madhya Pradesh, India 

Shriji Polymers Indis (Ltd), Plot 
No. 8,9 and 15-d Industrial area, 
Maksi Rd, Ujjain 456010 M.P. 
India 
Perritt Lab Inc., 145 South Main 
Street Post Office Box 147, 
Highstown NJ 08520 USA 

January 2022 
May 2009 

Isosorbide Dinitrate Tablets, USP 100 16714-007-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Isosorbide Dinitrate Tablets, USP 100 16714-008-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Isosorbide Dinitrate Tablets, USP 100 16714-009-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Isosorbide Dinitrate Tablets, USP 100 16714-010-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Itraconazole Capsules 30 16714-743-02 Alkem Laboratories Limited, Srv. No. 
167, Plot No. 164, 165/1, 165/2, 165/3, 
168/215, 168/216, 168/234, Village 
Dabhel, Daman, Dadra & Nagar 
Haveli and Daman & Diu 396210, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 February 2010 

Lacosamide Oral Solution, USP 200 mL 72603-305-01 
 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Lacosamide Tablets, USP 60 16714-548-01 
 

INDOCO REMEDIES LIMITED, Goa 
Plant-II & III, L-32,33,34, Verna 
Industrial Area, Verna, Goa, Goa 
403722, India (IND) 
 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Lacosamide Tablets, USP 60 16714-549-01 
 

INDOCO REMEDIES LIMITED, Goa 
Plant-II & III, L-32,33,34, Verna 
Industrial Area, Verna, Goa, Goa 
403722, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Lacosamide Tablets, USP 60 16714-550-01 
 

INDOCO REMEDIES LIMITED, Goa 
Plant-II & III, L-32,33,34, Verna 
Industrial Area, Verna, Goa, Goa 
403722, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Lacosamide Tablets, USP 60 16714-552-01 
 

INDOCO REMEDIES LIMITED, Goa 
Plant-II & III, L-32,33,34, Verna 
Industrial Area, Verna, Goa, Goa 
403722, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Lamotrigine Extended-Release 
Tablets, USP 

30 16714-623-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Lamotrigine Extended-Release 
Tablets, USP 

30 16714-624-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Lamotrigine Extended-Release 
Tablets, USP 

30 16714-625-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Lamotrigine Extended-Release 
Tablets, USP 

30 16714-626-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Lamotrigine Extended-Release 
Tablets, USP 

30 16714-627-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 
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Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Lamotrigine Extended-Release 
Tablets, USP 

30 16714-893-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Lamotrigine Tablets, USP 100 16714-194-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Lamotrigine Tablets, USP 100 16714-195-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Lamotrigine Tablets, USP 60 16714-196-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Lamotrigine Tablets, USP 60 16714-197-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Levetiracetam Oral Solution USP 473 mL 16714-358-01 
 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Levetiracetam Tablets, USP 120 16714-034-01 Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Levetiracetam Tablets, USP 120 16714-035-01 
 

Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Levetiracetam Tablets, USP 60 16714-310-01 
 

Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Levetiracetam Tablets, USP 120 16714-537-01 
 

Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Lidocaine Hydrochloride Oral 
Topical Solution, USP 

100 mL 16714-097-01 Lannett Company, Inc., 1101 C Ave 
W, Seymour, Indiana (IN) 47274, 
United States (USA) 

Van Blarcom closures Inc, 156 
Sandford street, Brooklyn NY 
11205 July 1998 

Lidocaine Ointment, USP 35.44g 16714-878-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Lidocaine Ointment, USP 50g 16714-878-02 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND)  

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Liothyronine Sodium Tablets, USP 100 16714-166-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Liothyronine Sodium Tablets, USP 100 16714-167-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Liothyronine Sodium Tablets, USP 100 16714-168-01 
 

Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Memantine Hydrochloride Tablets, 
USP 

60 72603-118-01 Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Memantine Hydrochloride Tablets, 
USP 

60 72603-119-01 Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Methazolamide Tablets USP 100 72603-166-01 ANI Pharmaceticals, Inc., Baudette, 
MN 56623 

1946 charter lane, Lancaster 
Pennsylvania, 17601 

February 1996 

Methazolamide Tablets USP 100 72603-167-01 ANI Pharmaceticals, Inc., Baudette, 
MN 56623 

1946 charter lane, Lancaster 
Pennsylvania, 17601 

February 1996 

Methylphenidate ER 72mg 100 16714-124-01 
 

Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 
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Methylphenidate ER 72mg 100 16714-125-01 
 

Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 

Methylphenidate ER 72mg 100 16714-126-01 
 

Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 

Methylphenidate ER 72mg 100 16714-127-01 
 

Ohm Laboratories Inc. 14 Terminal 
Road, New Brunswick, New Jersey 
(NJ) 08901, United States (USA) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 

Metoprolol Succinate Extended-
Release Tablets, USP 

100 16714-852-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Metoprolol Succinate Extended-
Release Tablets, USP 

100 16714-853-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Metoprolol Succinate Extended-
Release Tablets, USP 

100 16714-854-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Metoprolol Succinate Extended-
Release Tablets, USP 

100 16714-855-01 Zydus Animal Health and Investments 
Limited, Plot no SP 12 & 13 Pharma 
Sez,Sarkhej - Bavla N. H. NO. 8A, 
Matoda, Ahmedabad, Gujarat 382213, 
India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 
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Metoprolol Succinate Extended-
Release Tablets, USP 

100 72603-142-01 Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Metoprolol Succinate Extended-
Release Tablets, USP 

100 72603-143-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Metoprolol Succinate Extended-
Release Tablets, USP 

100 72603-144-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Metoprolol Succinate Extended-
Release Tablets, USP 

100 72603-145-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Nitrofurantoin Capsules, USP  
(Monohydrate/Macrocrystals) 

100 16714-439-01 
 

Sandoz Private Ltd., Plot No.8-A 1/1, 
TTC Industrial Area, Kalwe Block, 
Village Dighe, Navi Mumbai, 
Maharashtra 400708, India (IND) 

National child resistance testing 
Inc, 1101 west britt drive. Lineoln, 
NE 68521 
 

July 1995 

Nitrofurantoin Capsules, USP 
(Macrocrystals) 

100 72603-182-01 Mankind Pharma Limited, Unit-III, 
Village Kunja, Rampur Ghat Road, 
Opp. Dental College, Paonta Sahib, 
Sirmaur, Himachal Pradesh 173025, 
India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

January 2015 

Nitrofurantoin Capsules, USP 
(Macrocrystals) 

100 72603-183-01 Mankind Pharma Limited, Unit-III, 
Village Kunja, Rampur Ghat Road, 
Opp. Dental College, Paonta Sahib, 
Sirmaur, Himachal Pradesh 173025, 
India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

January 2015 

Nitrofurantoin Capsules, USP 
(Macrocrystals) 

100 72603-184-01 Mankind Pharma Limited, Unit-III, 
Village Kunja, Rampur Ghat Road, 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

January 2015 
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Opp. Dental College, Paonta Sahib, 
Sirmaur, Himachal Pradesh 173025, 
India (IND) 

Nitrofurantoin Capsules, USP 
(Monohydrate/Macrocrystals) 

100 72603-196-01 Mankind Pharma Limited, Unit-III, 
Village Kunja, Rampur Ghat Road, 
Opp. Dental College, Paonta Sahib, 
Sirmaur, Himachal Pradesh 173025, 
India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

January 2015 

Nitrofurantoin Oral Suspension, USP 230 mL 72603-176-01 
Novitium Pharma LLC, East Windsor, 
NJ 08520 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

May 2014 

 Olanzapine Tablets, USP 30 72603-154-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 
 
 

 Olanzapine Tablets, USP 90 72603-154-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

 Olanzapine Tablets, USP 30 72603-155-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

 Olanzapine Tablets, USP 90 72603-155-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

 Olanzapine Tablets, USP 30 72603-156-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 
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Solan, Himachal Pradesh 174101, 
India (IND) 

 Olanzapine Tablets, USP 30 72603-157-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

 Olanzapine Tablets, USP 90 72603-157-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

 Olanzapine Tablets, USP 30 72603-158-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

 Olanzapine Tablets, USP 30 72603-159-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Omeprazole Delayed-Release 
Capsules, USP 

30 16714-123-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Omeprazole Delayed-Release 
Capsules, USP 

100 16714-123-02 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Omeprazole Delayed-Release 
Capsules, USP 

30 16714-634-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 
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Omeprazole Delayed-Release 
Capsules, USP 

100 16714-634-02 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Omeprazole Delayed-Release 
Capsules, USP 

30 16714-714-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Omeprazole Delayed-Release 
Capsules, USP 

30 16714-715-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Omeprazole Delayed-Release 
Capsules, USP 

100 16714-715-02 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Ondansetron Oral Solution, USP 50 mL 16714-671-02 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Ondansetron Orally Disintegrating 
Tablets, USP 

10 (1 blister 
foil) 
 

16714-200-10 
 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Ondansetron Orally Disintegrating 
Tablets, USP 

30 (3 x 10 
blister foil) 
 

16714-200-30 
 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Ondansetron Orally Disintegrating 
Tablets, USP 

10 (1 blister 
foil) 
 

16714-201-10 
 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Ondansetron Orally Disintegrating 
Tablets, USP 

30 (3 x 10 
blister foil) 
 

16714-201-30 
 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Ondansetron Tablets, USP 30 16714-159-01 Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Ondansetron Tablets, USP 30 16714-160-01 
 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Oxcarbazepine Oral Suspension, 
USP 

250 mL 72603-252-01 Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Paliperidone Extended-Release 
Tablets 

30 16714-866-01 Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 

Paliperidone Extended-Release 
Tablets 

30 16714-867-01 
 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 

Paliperidone Extended-Release 
Tablets 

30 16714-868-01 
 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 
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Haveli and Daman and Diu 396193, 
India (IND) 

Paliperidone Extended-Release 
Tablets 

30 16714-869-01 
 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

November 2018 

Pantoprazole Sodium Delayed-
Release Tablets, USP 

90 72603-177-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Pantoprazole Sodium Delayed-
Release Tablets, USP 

90 72603-178-01 
 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 

March 2016 

Paroxetine Tablets, USP 

30 16714-181-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

90 16714-181-02 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

100 16714-181-03 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

30 16714-182-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 



Page 55 of 74 
 

Paroxetine Tablets, USP 

90 16714-182-02 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

100 16714-182-03 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

30 16714-183-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

90 16714-183-02 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

30 16714-184-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

90 16714-184-02 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Paroxetine Tablets, USP 

100 16714-184-03 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 
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Penicillin V Potassium Tablets, USP 

100 16714-234-01 

Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Penicillin V Potassium Tablets, USP 

100 16714-235-01 

Aurobindo Pharma Limited, Unit-XII, 
Sy.No.314, Bachupally, Bachupally 
Mandal, Medchal-Malkajgiri District, 
Medchal, Telangana 500090, India 
(IND) 

Perritt Laboratories Inc., 145 South 
main street, Highstown, NJ 08520 
USA PO Box 147 

December 1997 

Permethrin Cream 

60 g 16714-897-01 Padagis - New York  

Mold-Rite Plastics LLC, 1 Plant 
Street, P.O. Box 160, Plattsburgh 
NY 12901 December 1997 

Phenoxybenzamine Hydrochloride 
Capsules, USP 100 72603-229-01 

APL Healthcare Ltd., Unit-3, Sy. No: 
410/P, 411/P and 458/P, Plot No. S-
1/B, Pharma SEZ, TSIIC, Polepally 
(Village), Jadcherla (Mandal), 
Mahabubnagar (District), 
Mahabubnagar, Telangana 509302, 
India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 December 1997 

Phytonadione Tablets, USP 30 16714-973-02 
Zydus Lifesciences Ltd -Ahmedabad - 
Matoda Sez 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Pilocarpine Hydrochloride Tablets, 
USP 100 16714-121-01 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 December 1997 

Pilocarpine Hydrochloride Tablets, 
USP 100 16714-122-01 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 December 1997 



Page 57 of 74 
 

Pioglitazone Tablets, USP 30 16714-645-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pioglitazone Tablets, USP 90 16714-645-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pioglitazone Tablets, USP 30 16714-646-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pioglitazone Tablets, USP 90 16714-646-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pioglitazone Tablets, USP 30 16714-647-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pioglitazone Tablets, USP 90 16714-647-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 
 
 

Posaconazole Delayed-Release 
Tablets 60 16714-156-01 Lannett x Sinotherapethics 

Van Blarcom closures Inc, 156 
Sandford street, Brooklyn NY 
11205 

September 1997 
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Posaconazole Delayed-Release 
Tablets 60 16714-535-01 

Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Pramipexole Dihydrochloride 
Extended-Release Tablets 30 16714-916-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pramipexole Dihydrochloride 
Extended-Release Tablets 30 16714-917-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pramipexole Dihydrochloride 
Extended-Release Tablets 30 16714-918-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pramipexole Dihydrochloride 
Extended-Release Tablets 30 16714-919-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pramipexole Dihydrochloride 
Extended-Release Tablets 30 16714-920-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pramipexole Dihydrochloride 
Extended-Release Tablets 30 16714-921-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 
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Pramipexole Dihydrochloride 
Extended-Release Tablets 30 16714-922-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Pravastatin Sodium Tablets, USP 90 16714-558-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 October 2011 

Pravastatin Sodium Tablets, USP 90 16714-559-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Pravastatin Sodium Tablets, USP 90 16714-560-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Pravastatin Sodium Tablets, USP 90 16714-570-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Prochlorperazine Maleate Tablets, 
USP 100 72603-168-01 

Zenara Pharma Private Ltd., Plot No. 
83/B, 84, 87 to 96, Phase III, IDA 
Cherlapally, Hyderabad, Telangana 
500051, India (IND) 

Trivenui Polymers Pvt, Ltd, G.T 
Road, Piao, Maniyari, Kundi-
131028, Distt. Sonepat, Haryana, 
India December 2019 

Prochlorperazine Maleate Tablets, 
USP 100 72603-169-01 

Zenara Pharma Private Ltd., Plot No. 
83/B, 84, 87 to 96, Phase III, IDA 
Cherlapally, Hyderabad, Telangana 
500051, India (IND) 

Trivenui Polymers Pvt, Ltd, G.T 
Road, Piao, Maniyari, Kundi-
131028, Distt. Sonepat, Haryana, 
India December 2019 

Propafenone Hydrochloride 
Extended-Release Capsules, USP 60 16714-825-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Propafenone Hydrochloride 
Extended-Release Capsules, USP 60 16714-826-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Propafenone Hydrochloride 
Extended-Release Capsules, USP 60 16714-827-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Quetiapine Tablets, USP 100 16714-375-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 

Quetiapine Tablets, USP 100 16714-376-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 

Quetiapine Tablets, USP 100 16714-377-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 

Quetiapine Tablets, USP 100 16714-378-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 

Quetiapine Tablets, USP 100 16714-379-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 

Quetiapine Tablets, USP 100 16714-380-01 
Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 
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Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Raloxifene Hydrochloride Tablets, 
USP 30 16714-213-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 

Raloxifene Hydrochloride Tablets, 
USP 100 16714-213-02 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

145 South main street, Highstown, 
NJ 08520 USA PO Box 147 

December 1997 

Rasagiline Tablets 30 16714-770-01 

Alkem Laboratories Limited, Srv. No. 
167, Plot No. 164, 165/1, 165/2, 165/3, 
168/215, 168/216, 168/234, Village 
Dabhel, Daman, Dadra & Nagar 
Haveli and Daman & Diu 396210, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 February 2010 

Rasagiline Tablets 30 16714-771-01 

Alkem Laboratories Limited, Srv. No. 
167, Plot No. 164, 165/1, 165/2, 165/3, 
168/215, 168/216, 168/234, Village 
Dabhel, Daman, Dadra & Nagar 
Haveli and Daman & Diu 396210, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 February 2010 

Risedronate Sodium Delayed-
Release Tablets 1 16714-870-01 

Sun Pharmaceutical Industries 
Limited, Plot No. A-41, Industrial 
Area Phase-VIII A, S.A.S. Nagar, 
Mohali, Punjab 160071, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA November 2018 

Risedronate Sodium Delayed-
Release Tablets 4 16714-870-02 

Sun Pharmaceutical Industries 
Limited, Plot No. A-41, Industrial 
Area Phase-VIII A, S.A.S. Nagar, 
Mohali, Punjab 160071, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA November 2018 
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Rivastigmine Transdermal System 1 16714-115-01 

Zydus Lifesciences Limited, Survey 
No. 417, 419 and 420, Sarkhej Bavla 
N. H. No. 8A Village-Moraiya, 
Taluka-Sanand Ahmedabad, 
Ahmedabad, Gujarat 382210, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Rivastigmine Transdermal System 
30 in a 
carton 16714-115-02 

Zydus Lifesciences Limited, Survey 
No. 417, 419 and 420, Sarkhej Bavla 
N. H. No. 8A Village-Moraiya, 
Taluka-Sanand Ahmedabad, 
Ahmedabad, Gujarat 382210, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Rivastigmine Transdermal System 1 16714-116-01 

Zydus Lifesciences Limited, Survey 
No. 417, 419 and 420, Sarkhej Bavla 
N. H. No. 8A Village-Moraiya, 
Taluka-Sanand Ahmedabad, 
Ahmedabad, Gujarat 382210, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Rivastigmine Transdermal System 
30 in a 
carton 16714-116-02 

Zydus Lifesciences Limited, Survey 
No. 417, 419 and 420, Sarkhej Bavla 
N. H. No. 8A Village-Moraiya, 
Taluka-Sanand Ahmedabad, 
Ahmedabad, Gujarat 382210, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Rivastigmine Transdermal System 1 16714-117-01 

Zydus Lifesciences Limited, Survey 
No. 417, 419 and 420, Sarkhej Bavla 
N. H. No. 8A Village-Moraiya, 
Taluka-Sanand Ahmedabad, 
Ahmedabad, Gujarat 382210, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2017 

Rivastigmine Transdermal System 
30 in a 
carton 16714-117-02 

Zydus Lifesciences Limited, Survey 
No. 417, 419 and 420, Sarkhej Bavla 
N. H. No. 8A Village-Moraiya, 
Taluka-Sanand Ahmedabad, 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 
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Ahmedabad, Gujarat 382210, India 
(IND) 

Rosuvastatin Tablets, USP 90 16714-988-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Rosuvastatin Tablets, USP 90 16714-989-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Rosuvastatin Tablets, USP 90 16714-990-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Rosuvastatin Tablets, USP 30 16714-991-01 Glenmark Pharmaceuticals Limited, 
Plot No S-7, Colvale Industrial Estate, 
Colvale-Bardez,, Goa, GA 403513, 
India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Sapropterin Dihydrochloride Powder 
for Oral Solution 30 72603-193-30 

Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Davies Development & Testing 
Ltd,  
Halghton Mill, 
Whitchurch Road, 
Bangor-on-Dee, 
Wrexham, Ll13 0BN March 2011 

Sapropterin Dihydrochloride Powder 
for Oral Solution 30 72603-194-30 

Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Davies Development & Testing 
Ltd,  
Halghton Mill, 
Whitchurch Road, 
Bangor-on-Dee, 
Wrexham, Ll13 0BN 

March 2011 

Sapropterin Dihydrochloride Tablets 120 72603-191-01 

Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Davies Development & Testing 
Ltd,  
Halghton Mill, 
Whitchurch Road, 

March 2011 
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Bangor-on-Dee, 
Wrexham, Ll13 0BN 

Sertraline Hydrochloride Oral 
Solution, USP 60 mL 16714-601-02 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sertraline Hydrochloride Tablets, 
USP 30 16714-611-01 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sertraline Hydrochloride Tablets, 
USP 100 16714-611-04 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sertraline Hydrochloride Tablets, 
USP 30 16714-612-01 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sertraline Hydrochloride Tablets, 
USP 100 16714-612-04 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sertraline Hydrochloride Tablets, 
USP 30 16714-613-01 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sertraline Hydrochloride Tablets, 
USP 100 16714-613-04 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 
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District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Simvastatin Tablets, USP 30 16714-681-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 90 16714-681-02 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 30 16714-682-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 90 16714-682-02 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 30 16714-683-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 90 16714-683-02 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 
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Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Simvastatin Tablets, USP 30 16714-684-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 90 16714-684-02 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 30 16714-685-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Simvastatin Tablets, USP 90 16714-685-02 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sirolimus Tablets 100 16714-187-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 October 2011 

Sirolimus Tablets 100 16714-188-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Sirolimus Tablets 100 16714-189-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Spironolactone Tablets, USP 100 72603-134-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Spironolactone Tablets, USP 100 72603-135-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Spironolactone Tablets, USP 100 72603-136-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sumatriptan and Naproxen Sodium 
Tablets 9 16714-891-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

November 2018 

Sumatriptan Tablets, USP 9 16714-796-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sumatriptan Tablets, USP 9 16714-797-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 
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Sumatriptan Tablets, USP 9 16714-798-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Sunitinib Malate Capsules 28 16714-676-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Bird Dog Marketing Group, LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 

Sunitinib Malate Capsules 28 16714-677-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Bird Dog Marketing Group, LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 

Sunitinib Malate Capsules 28 16714-678-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Bird Dog Marketing Group, LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 

Sunitinib Malate Capsules 28 16714-679-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Bird Dog Marketing Group, LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

November 2018 

Tacrolimus Capsules, USP 100 16714-098-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Tacrolimus Capsules, USP 100 16714-099-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Tacrolimus Capsules, USP 100 16714-100-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Tadalafil Tablets, USP 
1 blister foil 
(15 tablets) 16714-074-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA February 2019 

Tadalafil Tablets, USP 
30 (2 x 15 
blister foils) 16714-074-02 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

February 2019 

Tadalafil Tablets, USP 30 16714-075-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

February 2019 

Tadalafil Tablets, USP 30 16714-076-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

February 2019 

Tadalafil Tablets, USP 30 16714-077-01 

Sun Pharmaceutical Industries 
Limited, Survey No. 1012, Dadra, 
Union Territory of Dadra and Nagar 
Haveli and Daman and Diu 396193, 
India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

February 2019 

Tamsulosin Hydrochloride Capsules, 
USP 100 72603-115-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA December 1997 
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Tenofovir Disoproxil Fumarate 
Tablets 30 16714-820-01 

Hetero Labs Limited, Unit III, Plot No. 
22-110, Part-II, IDA, Jeedimetla, 
Hyderabad, Telangana 500055, India 
(IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Terbinafine Tablets, USP 30 16714-795-01 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Terbinafine Tablets, USP 100 16714-795-02 

Aurobindo Pharma Limited, Unit-III, 
Sy. No.313 & 314, Bachupally, 
Bachupally Mandal, Medchal-
Malkajgiri District, Medchal, 
Telangana 500090, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Topiramate Extended-Release 
Capsules 30 72603-120-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Topiramate Extended-Release 
Capsules 30 72603-121-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Topiramate Extended-Release 
Capsules 30 72603-122-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Topiramate Extended-Release 
Capsules 30 72603-123-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 

Topiramate Extended-Release 
Capsules 30 72603-124-01 

Glenmark Pharmaceuticals Limited, 
Plot No. 2, Phase-2, Pharma Zone SEZ 
Pithampur, Dhar, Madhya Pradesh 
454775, India (IND) 

Bird dog marketing group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 

October 2011 
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Triamcinolone Acetonide Cream 
USP 15 g 16714-985-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 June 2021 

Triamcinolone Acetonide Cream 
USP 80 g 16714-985-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Cream 
USP 15 g 16714-986-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Cream 
USP 30 g 16714-986-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Cream 
USP 80 g 16714-986-03 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Cream 
USP 454g 16714-986-04 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Cream 
USP 15 g 16714-987-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 
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Triamcinolone Acetonide Ointment 
USP 15 g 16714-267-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Ointment 
USP 80 g 16714-267-02 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Ointment 
USP 454 g 16714-267-03 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

Triamcinolone Acetonide Ointment 
USP 15 g 16714-268-01 

Macleods Pharmaceuticals Limited, 
Village Theda, Post Office 
Lodhimajra,Tehsil Baddi, District 
Solan, Himachal Pradesh 174101, 
India (IND) 

Shriji Polymers (india) Ltd, 
Industrial area Maksi Road, Ujjain, 
India 456010 

June 2021 

 Valganciclovir for Oral Solution 100 mL 72603-174-01 

Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Bird Dog Marketing Group LLC, 
166 Farmington Lane, Lancaster, 
PA 17601 November 2017 

Valacyclovir Tablets, USP 90 16714-697-03 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Valacyclovir Tablets, USP 90 16714-698-03 

APL Healthcare Ltd., Unit-IV, Plot 
No.16, APIIC, M.P.SEZ, Menakuru 
Village, Naidupeta Mandal, Tirupati 
District, Tirupati, Andhra Pradesh 
524421, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 
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Voriconazole Tablets 30 16714-198-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Voriconazole Tablets 30 16714-199-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Zileuton Extended Release Tablets 120 72603-246-01 

Annora Pharma Private Limited, Sy. 
No.261, Plot No. 5,7,8,9,13 and 14, 
Annaram village, Gummadidal 
Mandal,, Sangareddy, Telangana 
502313, India (IND) 

Davies Development & Testing 
Ltd,  
Halghton Mill, 
Whitchurch Road, 
Bangor-on-Dee, 
Wrexham, Ll13 0BN March 2011 

Ziprasidone Capsules, USP 60 16714-835-01 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 March 2016 

Ziprasidone Capsules, USP 60 16714-836-01 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 March 11,2016 

Ziprasidone Capsules, USP 60 16714-837-01 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 March 11,2016 

Ziprasidone Capsules, USP 60 16714-838-01 

Dr Reddy’s Laboratories Ltd., Survey 
Nos 42, 45, 46 & 54, Innovation Plaza, 
Bachupally,, Medchal-Malkajgiri, 
Telangana 500090, India (IND) 

Bitner Associates, Inc., 1001 Forest 
Trail, Sugar Grove, IL 60554 March 11,2016 
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Zolpidem Tartrate Tablets, USP 100 16714-621-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 

Zolpidem Tartrate Tablets, USP 100 16714-622-01 

Aurobindo Pharma Limited, Unit-VII, 
Sy No. 411/P, 425/P, 434/P, 435/P & 
458/P, Plot S1 Part SEZ, TSIIC, Green 
Industrial Park, Polepally, Jedcherla 
Mandal, Mahabubnagar, Telangana 
509302, India (IND) 

Perritt Lab Inc, 145 South Main 
Streeet, Post Office 147, 
Highstown, NJ 08520 USA 

December 1997 
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