DRUG NAME TRADE NAME DOSAGE FORM FIRM TESTS PERFORMED WHY TESTED RESULTS
Compare high risk solid oral generic products
Alprazolam XANAX (brand) [Tablets Pfizer Italia Dissolution, ID, CU, WV, & Physical Attributes P g. . g. P Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Alprazolam XANAX (brand) [Tablets Pfizer Pharmaceuticals LLC Dissolution, ID, CU, WV, & Physical Attributes P g. . g' P Passed Test
made by India and non-India firms
XANAX XR Compare high risk solid oral generic products
Alprazolam Tablets Pharmacia and Upjohn Dissolution, ID, CU, WV, & Physical Attributes P g. . g. P Passed Test
(brand) made by India and non-India firms
Compare high risk solid oral generic products
Amoxicillin Generic Capsules American Antibiotics Inc. Dissolution, CU, WV, & Physical Attributes P g. . g' P Passed Test
made by India and non-India firms
Amoxicillin and Clavulanate . , . . . . . Compare high risk solid oral generic products
. Generic Tablets Dr. Reddy's Laboratories Inc. Dissolution, CU, WV, & Physical Attributes . L Passed Test
Potassium made by India and non-India firms
Amoxicillin and Clavulanate Compare high risk solid oral generic products
XI_I ! v Generic Tablets Lek Pharmaceuticals D.D. Dissolution, CU, WV, & Physical Attributes P |g. I I . g' ¢ produ Passed Test
Potassium made by India and non-India firms
Amoxicillin and Clavulanate . . . . . Compare high risk solid oral generic products
. Generic Tablets Teva Canada Ltd Dissolution, CU, WV, & Physical Attributes . L Passed Test
Potassium made by India and non-India firms
Amoxicllin and Clavulanate Compare high risk solid oral generic products
XI, ! vy Generic Tablets Aurobindo Pharma LTD Dissolution, CU, WV P |g. ! ! . g' ¢ produ Passed Test
Potassium made by India and non-India firms
. . . , L . . Analysis of Drug Release and Potency Using
Ciprofloxacin Generic Tablets Dr. Reddy's Laboratories Limited Dissolution, Raman Passed Test
Portable Raman Spectroscopy
. . . . . . . Compare high risk solid oral generic products
Citalopram Generic Tablets Mylan Pharmaceuticals Inc. Assay, Dissolution, Organic Impurities, CU, WV . L Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Citalopram Hydrobromide Generic Tablets Epic Pharma, LLC Dissolution, CU, WV, & Physical Attributes P g. . g' P Passed Test
made by India and non-India firms
. . . . . . . Compare high risk solid oral generic products
Citalopram Hydrobromide Generic Tablets Invagen Pharm Dissolution, CU, WV, & Physical Attributes . L Passed Test
made by India and non-India firms
Assay, Dissolution, Organic Impurities, ID, CU, JCompare high risk solid oral generic products
Citalopram Hydrobromide CELEXA (brand) [Tablets H. Lundbeck A/S y 8 P P g. . g. P Passed Test
WV made by India and non-India firms
Clindamycin CLEOCIN (RLD) |Capsules Pfizer, Inc. Assay and Impurities Consumer Complaint: Subpotency Passed Test
CYMBALTA
Duloxetine Hydrochloride (brand) Tablets Lilly del Caribe, Inc. ID, Assay and Impurities Foreign Online Pharmacy Surveillance Passed Test
Rheology, particle size, and container uality assessment of commercial ophthalmic
Erythromycin Generic Ophthalmic Ointment Perrigo . g,y P Q y P Passed Test
uniformity ointments
Rheology, particle size, and container uality assessment of commercial ophthalmic
Erythromycin Generic Ophthalmic Ointment Akorn ) g.y P Q y P Passed Test
uniformity ointments
Rheology, particle size, and container uality assessment of commercial ophthalmic
Erythromycin Generic Ophthalmic Ointment Bausch & Lomb &Y, P Q y P Passed Test

uniformity

ointments




Ezetimibe and Simvastatin

VYTORIN (brand)

Tablets

MSD International GmbH

Assay, Dissolution, CU, WV

Compare high risk solid oral generic products
made by India and non-India firms

Passed Test

Rheology, particle size, and container

Quality assessment of commercial ophthalmic

Gentamicin GENTAK (brand) JOphthalmic Ointment Akorn . ) ) Passed Test
uniformity ointments
. . . . Rheology, particle size, and container Quiality assessment of commercial ophthalmic
Gentamicin Sulfate Generic Ophthalmic Ointment Perrigo . ) . Passed Test
uniformity ointments
Dissolution, ID, Impurities, CU, WV, & Physical |Compare high risk solid oral generic products
Hydralazine HCI Generic Tablets Glenmark Generics Ltd . P v P g. . g' P Passed Test
Attributes made by India and non-India firms
. . . Dissolution, ID, Impurities, CU, WV, & Physical |Compare high risk solid oral generic products
Hydralazine HCI Generic Tablets Hetero Drugs Limited . ; L Passed Test
Attributes made by India and non-India firms
Dissolution, ID, Impurities, CU, WV, & Physical |Compare high risk solid oral generic products
Hydralazine HCI Generic Tablets Heritage Pharmaceuticals Inc. . P v P g. . g' P Passed Test
Attributes made by India and non-India firms
Compare high risk solid oral generic products
Metformin HCI Generic Extended Release Tablets Teva Pharm Industries Dissolution, CU, WV, & Physical Attributes P g. . g. P Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Metformin HCI Generic Tablets Blu Caribe Inc Dissolution, CU, WV, & Physical Attributes P |g. ! ! . g' ¢ produ Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Metformin HCI Generic Tablets Emcure Pharmaceuticals Limited Dissolution, CU, WV, & Physical Attributes P g. . g. P Passed Test
made by India and non-India firms
Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Metformin HCI Generic Tablets Granules Pharmaceuticals 'y Issolutl ye! P |g. I I . g' Ic produ Passed Test
Attributes made by India and non-India firms
. . . . . . Compare high risk solid oral generic products
Metformin HCI Generic Tablets Sciegen Pharmaceuticals Inc Dissolution, CU, WV . L Passed Test
made by India and non-India firms
Methylphenidate Hydrochloride JCONCERTA (RLD) | Tablets & OETs Janssen Pharmaceuticals, Inc. Dissolution Assess product quality Passed Test
Methylphenidate Hydrochloride JGeneric Tablets & OETs Mallinckrodt Dissolution Assess product quality Passed Test
Compare high risk solid oral generic products
Metoprolol Tartrate Generic Tablets Aurobindo Pharma LTD Dissolution, CU, WV, & Physical Attributes P |g. ! ! . g' Ic procu Passed Test
made by India and non-India firms
. . . . . . . Compare high risk solid oral generic products
Metoprolol Tartrate Generic Tablets Emcure Pharmaceuticals Limited Dissolution, CU, WV, & Physical Attributes . L Passed Test
made by India and non-India firms
. Dissolution, ID, Impurities, CU, WV, & Physical |Compare high risk solid oral generic products
Metoprolol Tartrate Generic Tablets Mylan Pharm . ; L Passed Test
Attributes made by India and non-India firms
. Dissolution, ID, Impurities, CU, WV, & Physical |Compare high risk solid oral generic products
Metoprolol Tartrate Generic Tablets Watson Pharm . ; L Passed Test
Attributes made by India and non-India firms
Metoprolol Tartrate and Compare high risk solid oral generic products
P . Generic Tablets Alembic Pharm Dissolution, CU, WV, & Physical Attributes P |g. ! ! . g' Ic procu Passed Test
Hydrochlorothiazide made by India and non-India firms
Metoprolol Tartrate and Compare high risk solid oral generic products
P Generic Tablets Trigen Labs Dissolution, CU, WV, & Physical Attributes P & & P Passed Test

Hydrochlorothiazide

made by India and non-India firms




Assay, Dissolution, ID, CU, WV, & Physical

Compare high risk solid oral generic products

Metronidazole FLAGYL (brand) |Tablets Pfizer Inc Passed Test
( ) Attributes made by India and non-India firms
Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Metronidazole Generic Tablets Teva Czech Industries 'y ! uH ye! P |g. I I . g' Ic produ Passed Test
Attributes made by India and non-India firms
Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Metronidazole Generic Tablets Unichem Laboratories Ltd .y y P g. . g. P Passed Test
Attributes made by India and non-India firms
. . . . . . . Assay Passed, Impurities
Midazolam hydrochloride Generic Injection PharMEDium Assay and Impurities Assess market quality

Failed

Mometasone Furoate

NASONEX (Trade

Nasal Spra MSD International GmbH Assess pathogens Passed Test
Monohydrate Name) pray Microbial P &
Neostigmine methylsulfate Generic Injection PharMEDium Assay and Impurities Assess stability Passed Test
Neostigmine methylsulfate RLD Injection Fresenius Kabi Assay and Impurities Assess stability Passed Test

Compare high risk solid oral generic products

Niacin/Simvastatin SIMCOR (brand) |Extended Release Tablets Abbvie Inc Dissolution, CU, WV, & Physical Attributes ; L Passed Test
made by India and non-India firms
Norepinephrine Bitartrate Generic Injection PharMEDium pH Value, Assay and Impurities Marketplace complaint on color Failed Test
. . . Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Oxcarbazepine Generic Tablets Glenmark Generics Ltd . ) L Passed Test
Attributes made by India and non-India firms
Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Oxcarbazepine Generic Tablets Nexgen Pharma Inc 'y y P g. . g' P Passed Test
Attributes made by India and non-India firms
. TRLEPTAL . Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Oxcarbazepine Tablets Novartis Consumer Healthcare . ) L Passed Test
(Brand) Attributes made by India and non-India firms
Compare high risk solid oral generic products
Oxcarbazepine Generic Tablets Sun Pharmaceutical Industries Dissolution, CU, WV P g. . g' P Passed Test
made by India and non-India firms
Phenytoin Sodium DILANTIN (RLD) |Capsules Pfizer Ltd Assay and Impurities Foreign Online Pharmacy Surveillance Passed Test
Performance Comparison of Dissolution Testing
. . DILANTIN ER ] . . . . .
Phenytoin Sodium (RLD) Capsule Pfizer Dissolution between RLD and Generic Phenytoin Sodium ER |Passed Test
Drug Product
Performance Comparison of Dissolution Testing
Phenytoin Sodium USP Generic Extended Release Capsule Sun Pharma Dissolution between RLD and Generic Phenytoin Sodium ER |Passed Test
Drug Product
Performance Comparison of Dissolution Testing
Phenytoin Generic Extended Release Capsule  JAnmeal Pharmaceuticals LLC Dissolution between RLD and Generic Phenytoin Sodium ER |Passed Test
Drug Product
Performance Comparison of Dissolution Testing
Phenytoin Sodium USP Generic Extended Release Capsule |Taro Dissolution between RLD and Generic Phenytoin Sodium ER |Passed Test

Drug Product




Pioglitazone HCl and Metformin

Compare high risk solid oral generic products

i Tabl Mylan Ph Dissoluti V, & Physical i P T
Hel Generic ablets ylan Pharm issolution, CU, WV, & Physical Attributes made by India and non-India firms assed Test
. . . . . . Compare high risk solid oral generic products
Pravastatin Sodium Generic Tablets Apotex Inc Dissolution, Impurities, CU, WV ] I Passed Test
made by India and non-India firms
. . . . . . . . Compare high risk solid oral generic products
Pravastatin Sodium Generic Tablets Lupin Limited Dissolution, ID, CU, WV, & Physical Attributes . L Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Pravastatin Sodium Generic Tablets Dr. Reddy's Laboratories Ltd Dissolution, Impurities, CU, WV P g. . g' P Passed Test
made by India and non-India firms
. . . . . . . Compare high risk solid oral generic products
Pravastatin Sodium Generic Tablets Lek Pharmaceuticals Ltd Dissolution, Impurities, CU, WV . L Passed Test
made by India and non-India firms
. . . . . . . Compare high risk solid oral generic products
Pravastatin Sodium Generic Tablets Teva Czech Industries Dissolution, Impurities, CU, WV ] e Passed Test
made by India and non-India firms
. . PRAVACHOL . . . . Compare high risk solid oral generic products
Pravastatin Sodium Tablets Bristol Myers Squibb Mfg Co. Assay, Dissolution, CU, WV . L Passed Test
(brand) made by India and non-India firms
Assay, Dissolution, Organic Impurities, CU, WV, JCompare high risk solid oral generic products
Propafenone HCI Generic Tablets Mutual Pharm Co Y , 1550l I gani purit P |g. I I . g' Ic produ Passed Test
& Physical Attributes made by India and non-India firms
. . . Assay, Dissolution, Organic Impurities, CU, WV, [Compare high risk solid oral generic products
Propafenone HCI Generic Tablets Vintage Pharm (Qualitest Pharm) . . ; L Passed Test
& Physical Attributes made by India and non-India firms
Compare high risk solid oral generic products
Propranolol HCI Generic Extended Release Capsules |Adare Pharmaceuticals Assay, Dissolution, ID, CU, WV P g. . g' P Passed Test
made by India and non-India firms
. . . . Compare high risk solid oral generic products
Propranolol HCI Generic Extended Release Capsules |Aptalis Pharmatech Assay, Dissolution, ID, CU, WV . L Passed Test
made by India and non-India firms
. . ) . Compare high risk solid oral generic products
Propranolol HCI Generic Tablets Teva Czech Industries Assay, Dissolution, ID, CU, WV ] o Passed Test
made by India and non-India firms
. . . Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Propranolol HCI Generic Tablets Vintage Pharmaceuticals LLC ) ; L Passed Test
Attributes made by India and non-India firms
Simvastatin Generic Tablets Blu Caribe Content Uniformity Stability inquiry Passed Test
Simvastatin Generic Tablets Dr. Reddy's Laboratories Limited Content Uniformity Stability inquiry Passed Test
Compare high risk solid oral generic products
Simvastatin Generic Tablets Dr. Reddy's Laboratories Limited Assay, Dissolution, CU, WV P g. . g' P Passed Test
made by India and non-India firms
. . . . Assay, Dissolution, ID, CU, WV, & Physical Compare high risk solid oral generic products
Simvastatin Generic Tablets Intas Pharmaceuticals Inc ) ; L Passed Test
Attributes made by India and non-India firms
Compare high risk solid oral generic products
Simvastatin ZOCOR (brand) [Tablets Merck, Sharpe & Dohme Assay, Dissolution, CU, WV P g. . g' P Passed Test
made by India and non-India firms
. . . . . . . . Compare high risk solid oral generic products
Simvastatin Generic Tablets Teva Czech Industries Dissolution, CU, WV, & Physical Attributes . L Passed Test
made by India and non-India firms
Rheology, particle size, and container uality assessment of commercial ophthalmic
Sulfacetamide sodium Generic Ophthalmic Ointment Perrigo &Y, P Q y P Passed Test

uniformity

ointments




Tobramycin/Dexamethasone

TOBRADEX (RLD)

Ophthalmic Ointment

Alcon

Rheology, particle size, and container
uniformity

Quiality assessment of commercial ophthalmic
ointments

Passed Test

Compare high risk solid oral generic products

Venlafaxine HCI Generic Extended Release Capsules |Cadila Healthcare Dissolution, CU, WV, & Physical Attributes ] I Passed Test
made by India and non-India firms
EFFEXOR XR Compare high risk solid oral generic products
Venlafaxine HCI Extended Release Capsules |Pfizer Ireland Dissolution, CU, WV, & Physical Attributes P g. . g. P Passed Test
(brand) made by India and non-India firms
Compare high risk solid oral generic products
Venlafaxine HCI Generic Extended Release Capsules |Teva Pharm USA Dissolution, CU, WV, & Physical Attributes P |g. ! ! . g' Ic procu Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Venlafaxine HCI Generic Extended Release Capsules |Wockhardt Limited Dissolution, CU, WV, & Physical Attributes P g. . g. P Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Venlafaxine HCI Generic Extended Release Tablets Kremers Urban Pharmaceuticals Dissolution, CU, WV, & Physical Attributes P |g. ! ! . g' ¢ produ Passed Test
made by India and non-India firms
. . . . . . Compare high risk solid oral generic products
Venlafaxine HCI Generic Tablets Alkaloida Chemical Co Zrt Dissolution, CU, WV . L Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Venlafaxine HCI Generic Tablets Mylan Pharmaceuticals Dissolution, CU, WV, & Physical Attributes P |g. ! ! . g' ¢ produ Passed Test
made by India and non-India firms
Compare high risk solid oral generic products
Venlafaxine HCI Generic Tablets Vintage Pharmaceuticals LLC Dissolution, CU, WV, & Physical Attributes P & & P Passed Test

made by India and non-India firms
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