MANUFACTURER DATE DESCRIPTION LOT REASON
95-182-5E, 94-230-5E,  93-229-5E, 92-131-5E, 01+
168-5E, 94-224-5E, 93-232-5E, 93-211-5E, 02-
Sod Chl 09% SRN 10ml/100 NDC: 409-|157-5E, 94-233-5E,  93-230-5E, 92-133-5E, 01-
HOSPIRA 03-Feb-12|1078-20 170-5E Matter in the fluid pathway.
Butorphanol SDV  1mg 1ml/10 NDC: 143- Out of specification impurity profile at the 18month long
WESTWARD 30-Jan-12|9864-10 102015.1, 102016.1, 102017.1, term room temp. station
Butorphanol SDV  2mg 1ml/10 NDC: 143- Out of specification impurity profile at the 18month long
WESTWARD 30-Jan-12|9867-10 102018.1, 102019.1, 102020.1, 112113.1, 112114.1  |term room temp. station
Flutamide Cap 125mg 180 NDC: 172
TEVA 25-Jan-12|4960-58 J05761, j15067, j15229 Presence of an Imatinib Mesylate 100mg Cap
Lidocaine 04% 5%Dex 250ml/12 NDC: 409-| Out of specification results for in -process chemical
HOSPIRA 24-Jan-12|7931-32 92-643-KL assay during testing.
Sod Chl 09% BG 250ml/24 NDC: 409- Out of specification results for in -process chemical
HOSPIRA 24-Jan-12|7983-02 94-833-KL assay during testing.
Celestone Syr 40Z NDC: 85-|9-APR-100, 9-APR-101, 9-APR-102, 9-APR-103, Potential for dosing variability in the Celestone brand of
MERCK 24-Jan-12|0942-05 0-APR-100, 0-APR-101, 0-APR-102, 0-APR-103 betamethasone Oral Solution
Ventolin HFA INF Novo 8Gm NDC: Low level of canisters may not contain sufficient
GLAXOSMITHKLINE 18-Jan-12|173-0682-54 17P1061, 1ZP6940, 1ZP9680 propellant to deliver the labeled 60 actuations
Ventolin HFA INH 8Gm NDC: 173-[1ZP0922, 1ZP0571, 1ZP6915, 1ZP6939, 1ZP7823, Low level of canisters may not contain sufficient
GLAXOSMITHKLINE 18-Jan-12|0682-21 17P8151 propellant to deliver the labeled 60 actuations
Ventolin HFA INH 8Gm NDC: 173- Low level of canisters may not contain sufficient
GLAXOSMITHKLINE 18-Jan-12|0682-24 1ZP0856, 12P1981, 1ZP6941, 1ZP7824, 1ZP9063 propellant to deliver the labeled 60 actuations
For a complete list of affected products see the PDF  |For a complete list of affected lots see the PDF link at |complaints of chipped and broken pills and in
NOVARTIS 13-Jan-12|link at the top of the page. the top of the page. consistent bottle packaging
Acetamin Cod Phos 300/60 100's NDC: 406-
MALLINCKRODT 12-Jan-12|0485-01 0485781671 Mislabeled with an incorrect topsert
Cardura XL Tab 4mg 30's NDC: 49- Stability testing yielded an out of specification result for
PFIZER 11-Jan-12|2710-30 V101161 an individual value at 8 hr. dissolution
Nifedipine Er Tab 30mg NDC:
MCKESSON 10-Jan-12|63739-0451-10 74888 Stability failure for tablet dissolution
Nifedipine Er Tab 60mg NDC:
MCKESSON 10-Jan-12|63739-0452-10 74901 Stability failure for tablet dissolution
E15678, E15679, E15686, E15687, E15690, E15698,
Lo/Ovral Tab 6x28 NDC: 24090-E15700, E80434, E80438, F36908, F36909, F43915, |Blister packs may contain an inexact count of placebo
AKRIMAX 03-Jan-12|0801-84 F43926, F43927 or active ingredient tablets.
Gengraf cap 25mg 30's NDC: 74-6463]
ABBOTT 29-Dec-11|32 03018AF blister seals may not have been fully sealed.
T148MO09A, T164MO9A, TO22D10A, TO23D10A,
T024D10A, T026D10B, T183H10B, T184H10A,
T186H10A, T187H10A, T180M10A, TO76B11A,
T201B11A, T240C11A, T028D11A, T029D11A,
Alprazolam Tab 2mg 500's NDC: 603- |TO17E11A, TO18E11A, T022H11A, TO18J11A, Tablet score may break prematurely causing sudden
QUALITEST 29-Dec-11|2130-28 TO19K11A does reduction
T025D10A, T026D10A, T023D10B, T024D10B,
T182H10A, T185H10A, T0O20J10A, TO21J10A,
TOO3L10A, T178M10A, T179M10A, T202B11A,
T239C11A, T025D11A, T0O24D11A, TO26D11A,
Alprazolam Tab 2mg 100's NDC: 603- |T027D11A, TO19E11A, TO20E11A, TO21E11A, Tablet score may break prematurely causing sudden
QUALITEST 29-Dec-112130-21 TO21H11A, T017J11A, TO16J11A, TO20K11A, does reduction
Busulfex VI 6mg/ML 10ML NDC: 1797784D, 1852754D, 1921438D, 2006877D,
OTSUKA 23-Dec-11(59148-0070-91 2014420D, 2025212D, 2045802D, 2055597D Potential presence of particulate matter in product.
Topiramate Tab 25mg 60 NDC: 93- Lots may not meet the impurity specifications through
TEVA 23-Dec-11]|0155-06 28T030 expiration
ACA310, ACA460, ADA407, AEA262, AFA226,
AJA170, ALAO37, ALA163, AMAO12, AMA331,
AMA342, APA035, ASA082, ASA123, ASA285,
BDA238, BDA260, BDA383, BEA065. BEA148,
BEA269, BEA277, BFA064, BFA144, BFA244,
BHA078, BHA147, BHA167, BHA198, BJA164,
BJA221, BMA144, BMA215, BMA271, BSA022,
BSA056, CBA063, CBA107, CCA028, CDA003,
CFAO065, CFA100, CHA012, CHA044, CHA066,
Motrin 1B Cpl 24s NDC: CHA080,CMA028,CMA035,CMA057,
MCNEIL 21-Dec-11|50580-0110-03 CMA102,CMA108 Caplets may not dissolve as quickly as intended.
Ciclopirox Gel 7% 45gm NDC: 574- Did not conform to product specifications for an
Paddock 20-Dec-11|2061-45 2010433330, 2011155328 unspecified impurity at 9 month stability testing.
Kenalog - 40 10ML NDC: 3- Difficulty in withdrawal of the lots from the vial with a
BRISTOL-MYERS SQUIBB 15-Dec-11]0293-28 0L56792 syringe
Sod Chl .9% 500ml/24 NDC: 409- Out of specification result for Ph during lot specific
HOSPIRA 15-Dec-11|7983-03 06-830-FW protocol ph testing.
Nitro Transderm .2 mg/hr 30 NDC: 904- review revealed that they did not meet all the customer
MAJOR 29-Nov-11(5495-46 99907, 999066 complaint SOP requirements.
Nitro Transderm .4mg/hr NDC: 904- review revealed that they did not meet all the customer
MAJOR 29-Nov-11[5496-46 999048, 999054, 999058 complaint SOP requirements.
Nitro Transderm .6mg/hr 30 NDC: 904- review revealed that they did not meet all the customer
MAJOR 29-Nov-11(5497-46 999045 complaint SOP requirements.
Enoxaparin Sod SRN 100mg/1ml 10 NDC: 781- defect where the needle could protrude thru the
SANDOZ 29-Nov-11|3500-69 918004 needle's rubber cap
Enoxaparin Sod SRN 150mg/1ml 10 NDC: 781- defect where the needle could protrude thru the
SANDOZ 29-Nov-11|3655-69 918008 needle's rubber cap
Treanda for Injection., 25mg, 8mL vial, NDC:63459-
CEPHALON 18-Nov-11]/0390-08 TB30111 reported glass fragments found in single vial
Sodium Chloride Flush Srn, 0.9%, 10mL/100, NDC: 91-100-5E, 91-102-5E, 91-106-5E, 91-114-5E,
HOSPIRA 18-Nov-11|409-1078-20 91-116-5E, 91-118-5E particulate matter in fluid pathway
Seroquel Tab 300mg 60's NDC: 310- Potential presence of extremely low levels of inert
ASTRAZENECA 17-Nov-11]|0274-60 YB0130 polyvinylchroride material in product
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Hydralazine Tab 25mg NDC: 50111-
BARR 15-Nov-11|0327-03 315809 Some tablets not comforming to weight specifications.
Lactated Ring VisivV ~ 1000ML/12 NDC: 409- Potential channel leak at the seal of the fill tube to the
HOSPIRA 15-Nov-11|7953-48 07-079-JT, 08-162-JT bag.
Xigris 5mg/5ml NDC: 2- Lack of which call into question the benefit-risk profile
LILLY 28-Oct-11|7559-01 ALL LOTS of the product
Xigris 20mg/20ml NDC: 2-7561- Lack of which call into question the benefit-risk profile
LILLY 28-Oct-11|01 of the product.
Coumadin Tab 2Mg 100UD NDC: 56-
BRISTOL-MYERS SQUIBB 25-Oct-11[0170-75 0B60594A Product may not conform to specification for shelf life
Coumadin Tab 5Mg 100UD NDC: 56-
BRISTOL-MYERS SQUIBB 25-Oct-11(0172-75 0AB4654A, 0D55407A Product may not conform to specification for shelf life
Kenalog -10 VI 5ML NDC: 3- Difficulty in withdrawal of the lots from the vial with a
BRISTOL-MYERS SQUIBB 24-0Oct-11|0494-20 0K65465 syringe
Kenalog -40 VI 5ML NDC: 3- Difficulty in withdrawal of the lots from the vial with a
BRISTOL-MYERS SQUIBB 24-0Oct-11(0293-20 0K66391 syringe
Kenalog-40 VL 10ML NDC: 3- Difficulty in withdrawal of the lots from the vial with a
BRISTOL-MYERS SQUIBB 24-0Oct-11(0293-28 0K66412, 0K66414, 0K66501 syringe
Tetracycline Cap 500mg NDC: 172-
TEVA 21-Oct-11|2407-10 34002104A Out of specification for particle size.
Tetracycline Cap 500mg NDC: 172-
TEVA 21-Oct-11|2407-80 34002104C Out of specification for particle size.
Avandamet 2MG/1000mg Tab NDC: 7-
GLAXOSMITHKLINE 19-Oct-11|3163-18 ALL LOTS Risk for myocardial infarction
Avandamet 2MG/500mg Tab NDC: 7-3167
GLAXOSMITHKLINE 19-Oct-11|18 ALL LOTS Risk for myocardial infarction
Avandamet 4Mg/1000mg Tab NDC: 7-
GLAXOSMITHKLINE 19-Oct-11|3164-18 ALL LOTS Risk for myocardial infarction
Avandamet 4MG/ 500mg Tab NDC: 7-
GLAXOSMITHKLINE 19-Oct-11|3168-18 ALL LOTS Risk for myocardial infarction
Avandaryl 8mg/4mg Tab 30 NDC: 7-
GLAXOSMITHKLINE 19-Oct-11|3149-13 ALL LOTS Risk for myocardial infarction
Avandaryl 4mg/lmg Tab NDC: 7-3151
GLAXOSMITHKLINE 19-Oct-11|13 ALL LOTS Risk for myocardial infarction
Avandaryl 4mg/l2mg Tab NDC: 7-3152
GLAXOSMITHKLINE 19-Oct-11|13 ALL LOTS Risk for myocardial infarction
Avandaryl 8mg/2mg Tab 30 NDC: 7-3148
GLAXOSMITHKLINE 19-Oct-11|13 ALL LOTS Risk for myocardial infarction
Avandaryl 4mg/4mg Tab NDC: 7-3153-
GLAXOSMITHKLINE 19-Oct-11|13 ALL LOTS Risk for myocardial infarction
Avandia Tab 2 mg 60 NDC; 29-
GLAXOSMITHKLINE 19-Oct-11|3158-18 ALL LOTS Risk for myocardial infarction
Avandia Tab 4 mg 30 NDC; 29-
GLAXOSMITHKLINE 19-Oct-11|3159-13 ALL LOTS Risk for myocardial infarction
Avandia Tab 8mg 90 NDC: 29-
GLAXOSMITHKLINE 19-Oct-11|3160-59 ALL LOTS Risk for myocardial infarction
Avandia Tab 4mg 90 NDC: 29-
GLAXOSMITHKLINE 19-Oct-11|3159-00 ALL LOTS Risk for myocardial infarction
Avandia Tab 8Mg 30 NDC: 29-3160]
GLAXOSMITHKLINE 19-Oct-11|13 ALL LOTS Risk for myocardial infarction
Gentamycin 80mg 100/24 NDC: 338- 2 lots of finished product were 1% below the approved
BAXTER 17-Oct-11|0503-48 P269787 concetration range.
Gentamycin 100mg 100MI24 NDC: 338-0505- 2 lots of finished product were 1% below the approved
BAXTER 17-Oct-11|48 P268870 concetration range.
Doxycycline VI 100mg 15ML NDC: 55390-
BEDFORD 06-Oct-11/0010-10 1178491, 1216455, 1635284 Product does not meet the specification
35411254A, 35411255A, 35411256A, 35411257A,
35412446A, 35412447A, 35412448A, 35413485A,
35413486A, 35413487A, 35413487A, 35413488A,
Amoxicillin Sus 125mg 80ML NDC: 93- 35413918A, 35413919A, 35413920A, 35413921A,
TEVA 06-Oct-11[4150-79 35413922A Does not meet specification for potency
Phenytoin Susp., 125mg/5mL, 4mL/50U, NDC: 66689-
VISTA PHARM 06-Oct-11[0036-50 210900, 214000, 220100, 224800, 228700, 232800 lidding deformity
Tazicef Add 1gm 25 NDC: 409- |020098m, 030368m, 860148m, 860158m, 890298m, out of specification results for delivered dose testing
HOSPIRA 03-Oct-11|5092-52 920088m, 920098m, 940068m, 960018m thru shelf life
020098m, 020108m, 030368m, 860158m, 860168m,
Tazicef Add 1gm  15ml/25 NDC: 409- [860178m, 890288m, 890298m, 920098m, 940068m, |Out of specificaiton results first discovered in certain
HOSPIRA 03-Oct-11|5092-16 960018m lots during stability testing
020118m, 020128m, 030378m, 820298m, 820308m,
860188m, 860198m, 860208m, 860218m, 890268m,
Tazicef Add 2gm 20ML/10 NDC: 409- |890278m, 920118m, 920128m, 940078m, 960028m, out of specification results for delivered dose testing
HOSPIRA 03-Oct-11]5093-11 960038m thru shelf life
Tazicef Add 2gm 21ML/10 NDC: 409- |860188m, 890278m, 920108m, 920118m, 960038m, out of specificaiton results for delivered dose testing
HOSPIRA 03-Oct-11]5093-51 020118m thru shelf life
Products were manufactured without having in place a
MEDLINE 03-Oct-11|Foley Insrt Tray W/O Cath NDC: 181-00 |Lot numbers beginning with 08,09,10 system for microbial testing at the time of release.
Isovue-300 VI 30ML cs/10 NDC: 270-
BRACCO 29-Sep-11|1315-25 068266 Several bottle necks contain cracks
Neomycin Sulf Tab  500mg NDC: 39822- Package integrity may have been compromised on
X-Gen 27-Sep-11{0310-05 FGX some blister cards in this lot.
Phenytoin Er Cap 100mg NDC:
AHP 23-Sep-11|68084-0376-01 102144, 102145, 102740, 102862, 102859 undetected packaging issue affecting these lots
LINKS 23-Sep-11[Manuka Shields All lots Trade Marketing issue
Excedrin Migraine Cpl 100's NDC: 67-
NOVARTIS 21-Sep-11{2039-91 10068948 Instance of product mix-up in the lot
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MANUFACTURER DATE DESCRIPTION LOT REASON
Excedrin Migraine Cpl 250's NDC: 67-
NOVARTIS 21-Sep-11|2039-77 10084053 Instance of product mix-up in the lot
Cyclafem 1/35 dialpack 6x28 NDC:
QUALITEST 19-Sep-11|603-7521-17 DDH, CPDK, DMZV, DMZY, DMZX, DKGY Packaging error
Cyclafem 7/7/7 Tab  6x28 NDC: 603-
QUALITEST 19-Sep-11|7525-17 DDC, CFCX, FFZH, XBM, CBGW Packaging error
Emoquette Cycle Pk 6x28 NDC: 603-
QUALITEST 19-Sep-11|7540-17 CPBS Packaging error
Gildess FE 1.5/30mcg 6x28 NDC: 603{MNB, MNM, MNP, ZNP, ZNN, CNMS, DNBG, FDGT,
QUALITEST 19-Sep-11|7608-17 DNBF Packaging error
MNG, MNH, MNK, MWB, MVZ, MVY, ZMY, ZMZ,
Gildess FE 1/20mcg 6x28 NDC: 603- |CNMT, DBSP, DMDY, DBSS, DMPX, FDYT, DMPY,
QUALITEST 19-Sep-11|7609-17 FDGS, DNBT, FDYP, FDYS, DNBV Packaging error
Previfem Tab 6x28 NDC: 603- DCG, DCD, CNYG, CNYH, DBMG, DBMF, DGGX,
QUALITEST 19-Sep-11|7642-17 DGGK, DGGH, DGGY, DMPS, DMPT, FDGN, DCF Packaging error
CSZX, CSZW, CDYK, CNYT, DGHH, DYZZ, DYZY,
Tri-Previfem Tab 6x28 NDC: 603- |DZBB, DVBD, DGHM, DGHN, FFNX, DNBY, DBV,
QUALITEST 19-Sep-11|7663-17 DNBZ, DBT, DGHK, DGHH Packaging error
OB Complete Chew Tab 30UD NDC: 68025- Product does not meet company standards due to a
VERTICAL 15-Sep-11{0039-30 0D182 slight discoloration on the tablets.
Ovcon-50 3x28 NDC: 430-
WARNER CHILCOTT 15-Sep-11|0585-45 504705A, 02260F Expiration has been reduced to 12 months.
Aviane Tab 6x28 NDC: 555-
BARR 14-Sep-11[9045-58 33800823A, 33800827A Potential for damaged blister cavities
Maalox M/S Liq 120z. Cherry NDC: 67- Instance of the addition of a small amount of Non-USP
NOVARTIS 14-Sep-11|0336-71 10105720 water during Manufacturer.
Aviane Tab 6x28 NDC: 555-
TEVA 14-Sep-11[9045-58 33800823A, 33800827A Potential damaged of blister cavities
ProAir Inhalation, 90mcg/200 dose, NDC:59310-0579-
TEVA 14-Sep-11[20 PAA35A, PAA35B, PAA35C Some canisters having a potential to leak.
Daytana Patch 20mg NDC: 54092-
NOVEN 12-Sep-11|0554-30 46678, 46121 may not meet the release liner removal specification
Daytrana Patch 15mg BX/30 NDC:
NOVEN 12-Sep-11[68968-5553-03 50268 may not meet the release liner removal specification
Daytrana Patch 30mg NDC: 54092-
NOVEN 12-Sep-11|0555-30 50890, 50894, 50891, 50892, 46071 may not meet the release liner removal specification
Daytrana Patch 30mg Bx/30 NDC:
NOVEN 12-Sep-11[68968-5555-03 51941, 50328, 50332, 50335, 52321 may not meet the release liner removal specification
Daytrana Patch 20mg BX/30 NDC:
NOVEN 12-Sep-11[68968-5554-03 50260 may not meet the release liner removal specification
Furosemide Inj., USP 100mg(10mg/ml)10ml NDC: Specifications result at 18 month stability testing for
HOSPIRA 09-Sep-11|0409-1639-10 85-2146-EV total impurities.
Arthrotec Tab 75mg 60's NDC: 25-
PFIZER 09-Sep-11|1421-60 C090912, C091184, C091234, C100256, C100320 Lots may contain broken tablets
Povidine lodine Sol  240ml NDC: 904- Product was manufactured without having in place a
MAJOR 07-Sep-11|1103-09 ALL LOTS system for testing incoming components.
Testosterone Cyp 200 mg 1x1mlvl NDC: 781- Reported crystallization of the injectable drug product
SANDOZ 02-Sep-11|3074-71 AX1267, AX6898, AX7966 in vials.
Rhinocort Aqua 120 Dose NDC: 186- Some units may exhibit glass breakage at the base of
ASTRAZENECA 29-Aug-11|1070-08 MM5047B, MM5047C the product.
Nimbex MDV 2ML/ML 10ML NDC: 74-
ABBOTT 25-Aug-11|4380-10 04220DD Presence of one foreign lyo-stopper on one single vial .
Dextrose, 5% Injection, 250mL, carton of 24, NDC: 409 potential for solution to leak from a tear near perimeter
HOSPIRA 19-Aug-11|7922-02 95-067-JT (may be followed by "01") seal an hanger slot
may contain incorrect dosage strength capsules in
SHIRE 19-Aug-11|Vyvanse, 40mg, 100's, NDC: 59417-0104-10 A70903B, A74435B, A74436B, A74847B bottle along with correct dosage strength
may contain incorrect dosage strength capsules in
SHIRE 19-Aug-11|Vyvanse, 60mg, 100's, NDC: 59417-0106-10 AB6880B, A72154B bottle along with correct dosage strength
Ramipril Capsules, 1.25mg, bottles of 100, NDC:
LUPIN 18-Aug-11|68180-0588-01 ALL LOTS some tables over time may not meet specifications
Contour Meter Kits with Test Strips Included, NDC:
193-7151-01 and NDC: 193-7184-01 and NDC: 193- some strips produce a low-bias reading during blood
BAYER 16-Aug-11|7183-01 ALL LOTS glucose testing
Contour Test Strips, vials of 25 count strips, NDC: 193+ some strips produce a low-bias reading during blood
BAYER 16-Aug-11|7070-25 ALL LOTS glucose testing
Contour USB meter kit with bottle of 25 strips, NDC: some strips produce a low-bias reading during blood
BAYER 16-Aug-11[193-7393-01 ALL LOTS glucose testing
Didget meter kit with bottle of 25 strips, NDC: 193-6181; some strips produce a low-bias reading during blood
BAYER 16-Aug-11{01 ALL LOTS glucose testing
Tylenol Cold Multi-Symptom Nighttime RR Gelcaps, AMA277, APAO59, APA162, ASA025, APA237,
MCNEIL 16-Aug-11|24's, NDC: 50580-0395-24 ASA072, ASA208, BAAOO8 level of CPAA was slightly higher than expected
Tylenol Cold Multi-Symptom NT/DT RR Gelcaps, 20
MCNEIL 16-Aug-11|count, NDC: 50580-0396-20 AMF034, BAF005, BAF027, BCF080 level of CPAA was slightly higher than expected
Acebutolol HCI Caps, 200mg, 50 Unit Dose, NDC:
AVKARE 15-Aug-11[50268-0050-15 BB03410 mislabeling issue on back of blister package
Sod Chl .9% 250mli/24 NDC: 409- potential for solution to leak at the port to tube
HOSPIRA 12-Aug-11|7983-25 02-301-c6 interface.
Sinusurf loz. NDC:
NEILMED 11-Aug-11|592-8500-01 ALL Lots Relabeling
Murocel Opt Sol 1% 15ML NDC: testing revealed an out of specification result for
BAUSCH & LOMB 10-Aug-11{24208-0280-15 467061, 487551, 548051, 132171, 136571, 140181 dissolution
Atropine Ped SRN  .05mg/ML NDC: 409- Specifications result at 18 month stability testing for
HOSPIRA 09-Aug-11(9630-05 82-397-EV total impurities.
Polymyxin B Inj., 500,000 Units, 10vials, NDC: 55390-
BEDFORD 03-Aug-11]|0139-10 1895027, 1942980 potential for presence of glass particulates
Vecuronium Bromide Inj., 10mg, 10 vials, NDC: 55390-
BEDFORD 03-Aug-11]0037-10 1865067 potential for presence of glass particulates
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Vecuronium Bromide Inj., 20mg, 10 vials, NDC: 55390-
BEDFORD 03-Aug-11]|0037-10 1865069 potential for presence of glass particulates
Vasopressin Inj., 20units/mL, 0.5ml/25, NDC: 517-0510
AMERICAN REGENT 02-Aug-11|25 103 may not maintain potency thru labeled shelf life
Vasopressin Inj., 20units/mL, 10ml/10, NDC: 517-0410-
AMERICAN REGENT 02-Aug-11|10 9677, 0052, 0294, 0442, 0663 may not maintain potency thru labeled shelf life
Vasopressin Inj., 20units/mL, 1ml/25, NDC: 517-1020- |9532, 9618, 9707, 0104, 0124, 0273, 0346, 0400,
AMERICAN REGENT 02-Aug-11|25 0437, 0618, 0758 may not maintain potency thru labeled shelf life
Paclitaxel VL 100mg, 16.7m  NDC: 55390-
BEDFORD 20-Jul-11|0114-20 2006737 Defective Seal(loose crimp)
Paclitaxel VL 100mg, 16.7m  NDC: 55390-
BEDFORD 20-Jul-11]|0304-20 2006737 Defective Seal(loose crimp)
Calcium Gluc VL 10% 100ML NDC: 517-
AMERICAN REGENT 18-Jul-11|3900-25 1006 Some vials contain silicone particles.
Covera-HS Tab 240mg, 100's NDC: 25-2021
PFIZER 15-Jul-11|31 C091375 does not conform to dissolution specification
Levoxyl Sod Tab 75mcg, 1000's  NDC: 60793- A single 200mcg tablet was found packaged with the
KING 12-Jul-11|0852-10 60809 lot.
Ovcon-50 3x28 NDC: 430- Stability testing time-point an OOS result for ethinyl
WARNER CHILCOTT 12-Jul-11)|0585-45 01150F estradiol assay was reported at 25deg C.
Murocel Opt Sol 1% 15ML NDC: testing revealed an out of specification result for
BAUSCH & LOMB 11-Jul-11|24208-0280-15 507521 dissolution
MD- Gastroview Bot  120ml/12 NDC: 19- All unexpired lots released for distribution between Does not meet the requirements of the USP <51>
COVIDIEN 11-Jul-11|4816-05 Sept. 2009 and June 2011 Antimicrobial effectiveness check.
MD- Gastroview Bot 240ml/12 NDC: 19- All unexpired lots released for distribution between Does not meet the requirements of the USP <51>
COVIDIEN 11-Jul-11|4816-06 Sept. 2009 and June 2011 Antimicrobial effectiveness check.
Diazepam Isec Syr  10mg/2ml NDC: 409-
HOSPIRA 11-Jul-11|1273-05 90575LL Complaints of cracks in some lots of the syringes.
Hep Sod Isec Syn  5000u 2ml/10 NDC: 409-1316-01595LL, 04750LL, 88650LL, 89695LL, 90580LL,
HOSPIRA 11-Jul-11|25 91540LL, 92540LL, 93575LL, 94775LL, 96545LL Complaints of cracks in some lots of the syringes.
Ketorolac Srn 30mg 1IML/10 NDC: 409-2287-|
HOSPIRA 11-Jul-11)21 90720LL, 94655LL Complaints of cracks in some lots of the syringes.
Ketorolac Srn 60mg 2ML/10 NDC: 409-2287-
HOSPIRA 11-Jul-11]22 88690LI Complaints of cracks in some lots of the syringes.
HOSPIRA 11-Jul-11|Midazolam CPJ 1mg/ML, 2ML/10PF NDC:409-2306-62|85610LL Complaints of cracks in some lots of the syringes.
HOSPIRA 11-Jul-11|Midazolam SRN 5mg/ML, IML/10 NDC:409-2307-21 |80680LL, 90735LL Complaints of cracks in some lots of the syringes.
Ondansetron Srn 2ML, CT/10 NDC: 409- |01695LL, 03820LL, 79610LL, 82610LL, 84515LL,
HOSPIRA 11-Jul-11|1120-62 86665LL, 88585LL, 94795LL, 95640LL Complaints of cracks in some lots of the syringes.
Navelbine Inj. 10mg, 1ML NDC: 64370- Stability testing showed atypical trend toward
PIERRE FABRE 11-Jul-11|0532-01 1P107, 1P106, 2P106, 2P106-A, 2P106-B, accelerated aging.
Navelbine Inj. 50mg, 5ML NDC: 64370- Stability testing showed atypical trend toward
PIERRE FABRE 11-Jul-11|0532-02 P505, P505_A, P505_B, P505_C accelerated aging.
Enablex Tab 15mg, 30's NDC: 78-
NOVARTIS 08-Jul-11]|0420-15 f0064 dissolution results were out of specification
Fanapt Tab 12mg, 60's NDC: 43068+
NOVARTIS 08-Jul-11|0112-02 V0230A001, V0230A001S, V0230A001S2 Dissolution results were out of specification
Skin Prep Wipes Box 50 NDC: 4204-
SMITH & NEPHEW 08-Jul-11|00 9K148 potential contamination
Uni-Solve Adhesive Remover Wipes, 50's, NDC: 4023-
SMITH & NEPHEW 08-Jul-11|00 9K154, 9K155 potential contamination
No longer meeting release liner specification and/or z-
Daytrana Patch 10mg, Box/30 NDC: 54092 statistic or may not meet release liner removal specs
NOVEN 07-Jul-11]0552-30 41843, 44182 and/or z-statistic prior to expiry
No longer meeting release liner specification and/or z-
Daytrana Patch 15mg, Box/30 NDC: 54092 statistic or may not meet release liner removal specs
NOVEN 07-Jul-11]|0553-30 43783, 47932, 48600, 44177 and/or z-statistic prior to expiry
No longer meeting release liner specification and/or z-
Daytrana Patch 15mg, Box/30 NDC: 68968-] statistic or may not meet release liner removal specs
NOVEN 07-Jul-11]5553-03 50275, 51925 and/or z-statistic prior to expiry
No longer meeting release liner specification and/or z-
Daytrana Patch 20mg, Box/30 NDC: 54092-149203, 39216, 41846, 41888, 42657, 46266, 47952, statistic or may not meet release liner removal specs
NOVEN 07-Jul-11]|0554-30 38833 and/or z-statistic prior to expiry
No longer meeting release liner specification and/or z-
Daytrana Patch 20mg, Box/30 NDC: 68968 statistic or may not meet release liner removal specs
NOVEN 07-Jul-11]5554-03 50265 and/or z-statistic prior to expiry
No longer meeting release liner specification and/or z-
Daytrana Patch 30mg, Box/30 NDC: 54092-|148591, 39217, 47961, 47964, 48588, 48597, 50893, statistic or may not meet release liner removal specs
NOVEN 07-Jul-11]{0555-30 40850, 43008 and/or z-statistic prior to expiry
Alprazolam XR Tablets 2.0mg, 60's NDC: 24 month stability testing yielded an out of specification
GREENSTONE 01-Jul-11]59762-006-01 C090023 result for dissolution.
Vimovo Tab 500/20mg, 100's NDC: 186-0520-
ASTRAZENECA 30-Jun-11|39 WHO0061 Dissolution results were out of specification
Vimovo Tab 500/20mg, 60's NDC: 186-0520-
ASTRAZENECA 30-Jun-11|60 WHO0099, WL0144 failed to meet dissolution specifications for naproxen.
896992, 896993, 904407, 904408, 905985, 905986, Complaints that the bottle adapter does not fit into the
GENENTECH 28-Jun-11|Celicept O/Sol 200mg/ml, 175mI NDC: 4-0261-29 |905987 bottle.
Tylenol E/S Cpl. 225 ct. NDC: 45-
MCNEIL 28-Jun-11)|0444-27 ABA619 Reports of musty, moldy odor.
Butalbital Apap/Caf 325mg, 500's NDC: 603-2544-
QUALITEST 28-Jun-11|28 C0390909A, C0400909A, C0410909A, C0590909B Found incorrectly labeled
Hydrocodone w/Apap 7.5/500, 1000's NDC: 603-
QUALITEST 28-Jun-11|3882-32 C0390909A, C0400909A, C0410909A, C0590909B Found incorrectly labeled
Endocet Tab 10/325mg, 100's NDC: 60951- One bottle from each lot were found to contain some
ENDO 27-Jun-11[0712-70 402415NV, 402426NV 10mg/650mg tabs.
Azelastine HCL N/Spray,137mcg 30ml, NDC: 60505- |JK9130, JM0925, JN6514, JN1125, JN1127, JR5780,
APOTEX 17-Jun-11|0833-05 JR5782 Product may not maintain potency over shelf life.
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Blister pkg. Insulin Syringe 1.0ml 28Gx1/2" NDC: 8290- Some shelf cartons within this lot were packaged using
BD 17-Jun-11|3294-24 39920 an experimental shelf carton
JANSSEN 17-Jun-11|Risperdal, 3mg, 60's, NDC: 50458-0330-06 0GG904 complaint of musty, moldy odor/taste
JANSSEN 17-Jun-11|Risperidone, 2mg, 60, NDC: 50458-0330-06 0LG175 complaint of musty, moldy odor/taste
Chlorhexidine Gluconate Oral Rinse, 0.12% Unit Dose,
HI-TECH 16-Jun-11|NDC:50383-0720-17 607247 precipitate found in product
Chlorhexidine Gluconate Oral Rinse, 0.12%, 16 ounce,
HI-TECH 16-Jun-11|NDC:50383-0720-16 607247 precipitate found in product
Chlorhexidine Gluconate Oral Rinse, 0.12%, 40UD,
HI-TECH 16-Jun-11|15mL, NDC:50383-0720-19 607247 precipitate found in product
Sodium Chloride Inj,, 23.4%, carton of 25, NDC: 517-
AMERICAN REGENT 14-Jun-11|2930-25 0362 some vials may contain visible particulates
Potassium Chloride Inj, 20MEQ, 100mL/24, NDC: 338- misinterpretation of test data that could result in
BAXTER 14-Jun-11|0705-48 P262766, P263673, P259705, P259705A product not meeting endotoxin specifications
Potassium Chloride Inj, 20MEQ, 50mL/24, NDC: 338- misinterpretation of test data that could result in
BAXTER 14-Jun-11(0703-41 P254136, P254136A, P252700 product not meeting endotoxin specifications
Gabapentin Tablets, 600mg, 500 count, NDC: 93-4443-
TEVA 14-Jun-11|05 24G431 potential presence of small glass particles
Pain & Fever (Acetaminaphen) Conc. Drops, 0.50z, 11058, 10487, 10433, 10406, 10368, 10366, 10272, box contained non-child resistant dropper to administer
RUGBY 13-Jun-11|{NDC: 536-1936-72 10273, 10154, 09394, 09379, 09215, 09131, 09002 product to child
Simvastatin Tablets, 10mg, 500 count, NDC:55111-
DR REDDY'S 10-Jun-11|0198-05 C008115 complaints of musty or moldy odor
Simvastatin Tablets, 40mg, 500 count, NDC:55111-
DR REDDY'S 10-Jun-11]0200-05 C008197, C008199 complaints of musty or moldy odor
Simvastatin Tablets, 40mg, 90 count, NDC:55111-
DR REDDY'S 10-Jun-11]/0200-90 C008195, C008196, C008198, C008200 complaints of musty or moldy odor
Clindamycin Phosphate Topical Solution, 1%, 045NL, 046NL, 047NL, 033NS, 034NS, 035NS,
VERSA PHARM 07-Jun-11|Pledgets, NDC:61748-0201-60 038PA, 039PA, 040PA, 041PA out of specification result for a degradation impurity
Fluconazole Tablets, 100mg, 30 count, NDC:172-5411- potential presence of 200mg tablets in bottles of
TEVA 06-Jun-11|46 Y02582 100mg
Methyldopate HCI Inj., 250mg/5mL, ct/10, NDC: 517- some vials exhibit translucent visible particles
AMERICAN REGENT 03-Jun-11/8905-10 0152 consistent with glass delamination
TEVA 03-Jun-11|Amoxicillin O/S, 125mg/5mL, 80mL, NDC: 93-4150-79 |35412445A out of specification result for potency
out-of-specification potency result for Polymixin B
KING 01-Jun-11|Cortisporin Otic Solution, 10mL, NDC:61570-0034-10 [A52870C Sulfate
Lansoprazole Delayed Release, 30mg, 30's, NDC: 93- potential of some capsules not meeting appearance
TEVA 01-Jun-11|7351-56 441031, 441032 specifications
Coumadin Tablets, 10mg, 100 count btl, NDC: 56- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|0174-70 9J53293C, 9J53293F, 9K50111A 9H49374A
Coumadin Tablets, 10mg,10x10 Unit Dose, NDC: 56- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|0174-75 9J53293D 9H49374A
Coumadin Tablets, 2.5mg, 100 count, NDC: 56-0176- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|70 9J51681C, 9J51684B, 9K52102A 9H49374A
Coumadin Tablets, 2.5mg, 1000 count, NDC: 56-0176- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11[90 9J51678A, 9J51686D 9H49374A
Coumadin Tablets, 4mg, 100 count btl, NDC: 56-0168- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|70 9J54843A 9H49374A
Coumadin Tablets, 4mg, 1000 count btl, NDC: 56- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|0168-90 9J54837B, 9J54846A 9H49374A
Coumadin Tablets, 4mg, 10x10 Unit Dose, NDC: 56- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|0168-75 9J54837C 9H49374A
Coumadin Tablets, 7.5mg, 100 count btl, NDC: 56- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|0173-70 9J49837A, 9J49839B 9H49374A
Coumadin Tablets, 7.5mg, 10x10 UD, NDC: 56-0173- same active ingredient lot used in recalled 5mg lot
BRISTOL-MYERS SQUIBB 27-May-11|75 9J49837B, 9J49839C 9H49374A
Torsemide Tablets, 100mg, 100 count, NDC: 31722- complaint of one bottle of 100mg containing 99 of
CAMBER 27-May-11|0532-01 E100688 100mg and 1 of 10mg Torsemide
Sterile Water for Injection, 50mL, 25, NDC: 517-3050-
AMERICAN REGENT 19-May-11|25 0092 may contain rust like particulate matter
Aminophylline Tablets, 100mg, 1000's, NDC:143-1020- [66382A, 66383A, 66557B, 67296A, 67297A, 67921B, [non-conforming units for Assay and Content Uniformity
WEST-WARD 19-May-11|10 67922A found during routine stability testing
Aminophylline Tablets, 100mg, 100's, NDC:143-1020- non-conforming units for Assay and Content Uniformity
WEST-WARD 19-May-1101 66383B, 66557A, 67297B, 67921A found during routine stability testing
Nitrostat, 0.4mg Tabs, 4 x 25 Sublingual Tabs, NDC: remote possibility that bottles of Nitrostat 0.6mg may
PFIZER 18-May-11|71-0418-13 V100670, V100546 be contained in 4 pack carton of Nitrostat 0.4mg
one bottle of Percocet was found to contain one
ENDO 17-May-11|Percocet Tabs, 10/325mg, 100's, NDC:63481-0629-70 |402243NV Endocet
QUALITEST 17-May-11|Codituss DM, 4oz, NDC: 603-0728-54 LO89C10A, L089C10B OOS impurity observed in DM raw material
QUALITEST 17-May-11|lophen DM-NR, 160z., NDC: 603-1330-58 LO99D10A, L107C10A, L115C10A OOS impurity observed in DM raw material
Q-Tapp Cold and Cough, 4 oz. bottle, NDC: 603-0852-
QUALITEST 17-May-11|94 LO90C10A OOS impurity observed in DM raw material
Monodox Capsules, 75mg, 100 count, NDC:16110- two Monodox 100mg capsules were found in bottle of
AQUA 12-May-11|0075-01 332697A Monodox 75mg capsules
Tretinoin Capsules, 10mg, 100 count, NDC:555-0808-
TEVA 11-May-11{02 702305 due to lot not conforming to impurity specifications
Sodium Chloride Inj., 50mL ADD-Vantage, NDC: 409-
HOSPIRA 09-May-11|7101-66 88-068-JT potential for solution to leak at port to tube interface
PROCTER & GAMBLE 06-May-11|Children's Nyquil, 60z., NDC: 2390-0010-97 ALL LOTS updating label
Caffeine and Sodium Benzoate Inj., 250mg/mL, 10/ct,
AMERICAN REGENT 05-May-11[NDC:517-2502-10 0084 may contain visible particulates
Hydralazine HCI Tablets, 10mg, 100UD, NDC: 51079- potential of some tablets not conforming to weight
UDL 05-May-11|0074-20 9V346, 0J293 specifications
Ammonium Molybdate Inj., 25mcg/mL, 25's, NDC: 517-
AMERICAN REGENT 26-Apr-11|6610-25 9409 may contain visible particulates
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Hydralazine HCI Tablets, 10mg, 1000's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 25-Apr-11398-03 313344, 315613 specifications

Propranolol HCI Tablets, 10mg, 1000's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 25-Apr-11|0467-03 703661, 317058 specifications

Propranolol HCI Tablets, 10mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 25-Apr-11/0467-01 314383 specifications

Propranolol HCI Tablets, 20mg, 1000's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 25-Apr-11/0468-03 317059 specifications

Propranolol HCI Tablets, 20mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 25-Apr-11|0468-01 317225, 14160310A specifications

Propranolol HCI Tablets, 60mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 25-Apr-11|0470-01 341120810A specifications

Fluor-a-day Chewable Tablets, 1.0mg, 120's, NDC: label indicates tablet is quarter strength and contains
ARBOR 22-Apr-11|24338-0622-16 451910 1.1mg sodium fluoride (correct amount is 2.2mg)

presence of sub-visible particulates (less than 10

BEDFORD 20-Apr-11|Indomethacin Inj., 1mg, NDC: 55390-0299-01 1948138 micron)

Clonazepam Tablets, 2mg, 100 count bottle, NDC: 93-
TEVA 20-Apr-11/0834-01 28C004 some tablets may not conform to weight specifications

Gabapentin Tablets, 600mg, 100 count, NDC: 93-4443-
TEVA 18-Apr-11{01 24GA73, 24GA74, 24GAT5, 24GA76 potential presence of small glass particles
ORTHO-MCNEIL 14-Apr-11|Topamax,100mg, 60's, NDC: 50458-0641-65 0KG110, 0LG222 complaints of musty or moldy odor

Hydralazine HCI Tablets, 50mg, 100UD, NDC: 51079- potential of some tablets not conforming to weight
UDL 14-Apr-11/0076-20 0S788 requirements

Hydralazine HCI Tablets, 50mg, 100UD, NDC: 63739- potential of some tablets not conforming to weight
MCKESSON PACKAGING 11-Apr-11|0127-10 000073105, 000074634 requirements

Phenytoin Susp., 125mg/5mL, 4mL/50U, NDC: 66689- lidding deformity discovered during nine-month stability
VISTA PHARM 11-Apr-11|0036-50 202800 testing

Levothroid Tablets, 88mcg, 100 count, NDC: 456-1329-
FOREST 08-Apr-11|01 1077362 may not maintain potency thru labeled shelf life

Perindopril Erbumine Tablets, 2mg, 100's, NDC: 68180-]
LUPIN 08-Apr-11|0235-01 ALL LOTS may not meet specifications over time

Perindopril Erbumine Tablets, 4mg, 100's, NDC: 68180-]
LUPIN 08-Apr-11|0236-01 ALL LOTS may not meet specifications over time

Perindopril Erbumine Tablets, 4mg, 100's, NDC: 68180-]
LUPIN 08-Apr-11|0237-01 ALL LOTS may not meet specifications over time

Skin-Prep Non Sting Wipes, Box of 50's, NDC: 59-
SMITH & NEPHEW 08-Apr-11|4206-00 0E230, 0J290, 9K151 potential contamination

0D150, 0D169, 0D200, 0F165, 0F184, 0G215, 0G282,
0H116, 0K119, 0K120, 0K254, 0L165, 0L205, 0L227,

SMITH & NEPHEW 08-Apr-11|Skin-Prep Wipes, 50's, NDC: 4204-00 0L242, 1A246, 1A256 potential contamination

Uni-Solve Adhesive Remover Wipes, 50's, NDC: 4023- |0F195, 0F198, 0F228, 0F239, 0H185, 0H228, 0K208,
SMITH & NEPHEW 08-Apr-11|00 0K209, 0M136, 0OM137, 0M151, 1A103, 1B129 potential contamination

Carbamazepine Tabs, 200mg, 1000 count, NDC:51672
TARO 08-Apr-11|4005-03 094038, 094039 out of specification dissolution results

Sodium Chloride Inj., 0.9%, 1000mL, NDC:409-
HOSPIRA 07-Apr-11|7983-48 96-094-JT potential for solution to leak from additive port

potential of some tablets not conforming to weight

TEVA 04-Apr-11|Antabuse, 500mg,100, NDC: 51285-0524-02 317171 requirements

Cyclobenzaprine HCI Tablets, 10mg, 1000's, NDC: potential of some tablets not conforming to weight
TEVA 04-Apr-11[50111-0563-03 703327 requirements

Hydralazine HCI Tablets, 100mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0397-01 14115410A, 14120210A requirements

Hydralazine HCI Tablets, 25mg, 1000's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0327-03 313982 requirements

Hydralazine HCI Tablets, 25mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0327-01 317596, 317967 requirements

Hydralazine HCI Tablets, 50mg, 1000's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0328-03 317057, 14174210A requirements

Hydralazine HCI Tablets, 50mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0328-01 317053, 14015710A requirements

Metronidazole Tablets, 250mg, 100 count, NDC: 501111 potential of some tablets not conforming to weight
TEVA 04-Apr-11|0333-01 313336, 316770 requirements

Metronidazole Tablets, 500mg, 100 count, NDC: 501111 potential of some tablets not conforming to weight
TEVA 04-Apr-11|0334-01 317021 requirements

Propranolol HCI Tablets, 40mg, 1000's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0469-03 317063, 14151110A\ requirements

Propranolol HCI Tablets, 60mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0470-01 317068 requirements

Propranolol HCI Tablets, 80mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0471-01 315151 requirements

Propranolol HCI Tablets, 80mg, 500's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 04-Apr-11|0471-02 317065 requirements

ApexiCon Ointment, 0.05% 30 gram tube, NDC: 462-
NYCOMED 01-Apr-11/0394-30 429G viscosity specification was not met at stability test point

Diflorasone Diacetate Oint., 0.05%,30gm, NDC: 168-
NYCOMED 01-Apr-11/0243-30 428G viscosity specification was not met at stability test point
TEVA 31-Mar-11|Enjuvia, .3mg, 100's, NDC: 51285-0406-02 316108 out of specification assay results
TEVA 31-Mar-11|Enjuvia, .45mg, 100's, NDC: 51285-0407-02 312876, 313245 out of specification assay results
TEVA 31-Mar-11|Enjuvia, .625mg, 100's, NDC: 51285-0408-02 312822 out of specification assay results
TEVA 31-Mar-11|Enjuvia, .9mg, 100's, NDC: 51285-0409-02 312823 out of specification assay results
TEVA 31-Mar-11|Enjuvia, 1.25mg, 100's, NDC: 51285-0410-02 702618 out of specification assay results

Xylocaine MPF, 2%, 20mg/mL, 5mL SDV, NDC: 63323 information obtained from AZ that damage was noted
APP 29-Mar-11|0495-05 YA2080, YA2159 in internal construction of bulk tank
HOSPIRA 29-Mar-11|GemStar Pump Set, NDC: 741-3744-28 930345H, 931425H, 932785H potential for air filter to become detached

Latex Free Blood Secondary Set, CS/48, NDC:409-
HOSPIRA 29-Mar-11]4602-58 940405H potential for air filter to become detached
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LS LF Hema Y Blood Set, Nonvented, CS/48, NDC:
HOSPIRA 29-Mar-11|741-2450-48 930875H, 940445H potential for air filter to become detached
Tylenol 8 Hour ER Caplets, 150 count, NDC:45-0297-
MCNEIL 29-Mar-11|18 ADMO074 complaints of musty or moldy odor
RUGBY 28-Mar-11|Cerovite Liquid, 8 oz., NDC: 536-2790-59 606547 particulate matter has been found
Irinotecan HCI Injection, 100mg/5mL, 5mL, NDC: 870DE00301, 870DE00101, 870DE00201, complaints of particulates found in product solution
APP 25-Mar-11]63323-0193-05 870DE00401 within the vial
Irinotecan HCI Injection, 20mg/mL, 2mL, NDC:63323- complaints of particulates found in product solution
APP 25-Mar-11]0193-02 870CZ00301 within the vial
Sodium Chloride Inj., 0.9%, 1000mL, NDC:517-
HOSPIRA 24-Mar-11]1019-05 90-035-JT potential for solution to leak from bag
U9452, X0054, X0071, X0073, X0078, X0079, X0080, |presence of low levels of naphthalene and/or 1,4-
GENENTECH 22-Mar-11|Xeloda Tablets, 500mg, bottle of 120, NDC:4-1101-50 |X0084, X0085, X0086, X0087, X0093, X0094 dichlorobenzene, causing an odor
no longer meeting release liner specification and/or z-
statistic or may not meet release liner removal specs
NOVEN 22-Mar-11|Daytrana, 10mg, 30's, NDC: 54092-0552-30 44591 and/or z-statistic prior to expiry
no longer meeting release liner specification and/or z-
statistic or may not meet release liner removal specs
NOVEN 22-Mar-11|Daytrana, 15mg, 30's, NDC: 54092-0553-30 46713, 47134 and/or z-statistic prior to expiry
no longer meeting release liner specification and/or z-
37789, 41520, 41849, 41873, 47313, 47937, 47955, statistic or may not meet release liner removal specs
NOVEN 22-Mar-11|Daytrana, 20mg, 30's, NDC: 54092-0554-30 47958, 49235, 49724, 50797 and/or z-statistic prior to expiry
no longer meeting release liner specification and/or z-
statistic or may not meet release liner removal specs
NOVEN 22-Mar-11|Daytrana, 30mg, 30's, NDC: 54092-0555-30 40845, 40853, 46681, 46688, 46694, 48594, 49813 and/or z-statistic prior to expiry
Humira 40mg Prefill Pen, 2 Single-Use Pen, NDC: 74- carton may contain damaged pen which are unusable
ABBOTT 18-Mar-11|4339-02 92078L.J40, 93085LX40 and may expose handler to broken pieces of glass
Glimepiride Tablets, 2mg, 100 count, NDC:781-5046-
SANDOZ 17-Mar-11|01 100857, 102364, 103009, 104073, 104616 packaged with incorrect version of package outsert
9153, 9170,9182, 9218, 9254, 9295, 9329, 9352, 9368,
9385, 9422, 9425, 9441, 9512, 9549, 9565, 9605,
9615, 9615A, 9656, 9668, 9690, 9710, 9722, 9743,
0135, 0138, 0164, 0215, 0229, 0245, 0271, 0277,
0282, 0296, 0302, 0305, 0324, 0331, 0342, 0409,
Dexamethasone Sod. Phos. Inj, 4mg/mL,1mL NDC: 0444, 0593, 0599, 0639, 0678, 0710, 0736, 0773, some vials either contain particulates or have potential
AMERICAN REGENT 16-Mar-11[517-4901-25 0792, 0803, 0819, 0836, 0846, 0853, 0879 to form particulates prior to expiration
9210, 9250, 9335, 9393, 9417, 9516, 9571, 9620,
Dexamethasone Sod. Phos. Inj, 4mg/mL,5mL NDC: 9667, 0157, 0217, 0269, 0317, 0392, 0404, 0407, some vials either contain particulates or have potential
AMERICAN REGENT 16-Mar-11|517-4905-25 0556, 0624, 0704, 0765, 0805, 0878, 1055 to form particulates prior to expiration
Dexamethasone Sod. Phos.,Inj,4mg/mL, 30mL, MDV some vials either contain particulates or have potential
AMERICAN REGENT 16-Mar-11|NDC: 517-4930-25 0213, 0306, 0387, 0565, 0679, 0771, 0840 to form particulates prior to expiration
required by provisions of the Consent Decree of
Permanent Injuction by the FDA for products sold on
LARKEN 16-Mar-11|EndaCof-C, 16 ounce, NDC: 68047-0145-16 09046, 09047, 09048, 10007, 10008, 10009 or after 10/31/08
required by provisions of the Consent Decree of
Permanent Injuction by the FDA for products sold on
LARKEN 16-Mar-11|EndaCof-DC, 16 oz., NDC: 68047-0146-16 09057, 09058, 09059, 09094, 09095 or after 10/31/08
required by provisions of the Consent Decree of
Permanent Injuction by the FDA for products sold on
LARKEN 16-Mar-11|EndaCof-DC, 16 oz., NDC: 68047-0148-16 10025, 10026 or after 10/31/08
required by provisions of the Consent Decree of
Permanent Injuction by the FDA for products sold on
LARKEN 16-Mar-11|EndaCof-DH, 16 oz., NDC: 68047-0139-16 09068, 09069, 09070, 09104 or after 10/31/08
required by provisions of the Consent Decree of
Permanent Injuction by the FDA for products sold on
LARKEN 16-Mar-11|EndaCof-PD, 30mL, NDC: 68047-0010-30 09050,09056, 09090, 09103 or after 10/31/08
required by provisions of the Consent Decree of
Permanent Injuction by the FDA for products sold on
LARKEN 16-Mar-11|LoHist-D, 16 ounce, NDC: 68047-0120-16 09014, 09055, 09082, 09087, 10011, 10013 or after 10/31/08
required by provisions of the Consent Decree of
Permanent Injuction by the FDA for products sold on
LARKEN 16-Mar-11|LoHist-PD, 30mL, NDC: 68047-0011-30 09085, 09099 or after 10/31/08
out of specification result for Particle Size Distribution
SCHERING 16-Mar-11|Foradil Aerolizer, 12mcg/inhalation Fo008 Test
Bacteriostatic Sodium Chloride Inj., 0.9%, NDC: 517-
AMERICAN REGENT 15-Mar-11{0648-25 9330, 9599, 9828 some vials may contain visible particulates
Conc. Sodium Chloride Inj., 23.4%, 100mL, NDC: 517-
AMERICAN REGENT 15-Mar-11{2900-25 9225, 9492, 9711, 0007, 0058 some vials may contain visible particulates
Conc. Sodium Chloride Inj., 23.4%, 30mL, NDC: 517- |9198, 9252, 9299, 9305, 9402, 9423, 9432, 9553,
AMERICAN REGENT 15-Mar-11{2930-25 9595, 9646, 9681, 9737, 9797, 9831, 0051, 0095 some vials may contain visible particulates
Embeda ER Capsules, All Strengths, 100's, NDC:
60793-0430-01, NDC: 60793-0431-01, NDC: 60793- stability data from commercial-scale validation lots do
0433-01, NDC: 60793-0434-01, NDC: 60793-0435-01, not support marketed product meeting the acceptance
KING 11-Mar-11|NDC: 60793-0437-01 ALL LOTS criteria thru expiry
Methylprednisolone Tablets, 4mg, 100's, NDC: 555- potential of not meeting the Impurity C specification
TEVA 11-Mar-11/0301-02 ALL LOTS thru shelf life
Methylprednisolone Tablets, 4mg, 21's, NDC: 555- potential of not meeting the Impurity C specification
TEVA 11-Mar-11/0301-38 ALL LOTS thru shelf life
Hydralazine HCI Tablets, 10mg, UD100, NDC: 51079- potential of some tablets not conforming to weight
UDL 11-Mar-11|0074-20 0P643 requirements
Lorazepam Inj., 2mg/mL iSecure Syr, NDC: 409-1985- discrepancy in storage statement on the shipping
HOSPIRA 10-Mar-11(05 79-690-LL, 83-606-LL, 91-660-LL container; product should be refrigerated
ER001, ER002, ER003, ER004, ER005, ER006, incompatibility of certain needleless I.V. sets with Luer-
SAGENT 10-Mar-11|Amiodarone HCI Inj., 150mg/3mL, NDC:25021-0302-73|ER007, ER008, ER009, ER010 Activating Devices
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Zanaflex Capsules, 2mg, 150 capsules, NDC: 10144-
ACORDA 09-Mar-11|0602-15 0oL371 complaints of empty capsules
Zanaflex Capsules, 4mg, 150 capsules, NDC: 10144-
ACORDA 09-Mar-11/0604-15 9M227, 9P445 complaints of empty capsules
Amlopidine Besylate Tablets, 10mg, 1000's, NDC:
APOTEX 04-Mar-11|60505-0195-03 JD0789, JE7881, JE7882, JF5173, JF5174, JG6603  |stability testing identified level exceeding specification
Amlopidine Besylate Tablets, 10mg, 90's, NDC: 60505-
APOTEX 04-Mar-11]0195-02 JD0788, JD4614, JD4615, JE7873, JE7876, JF1994 |stability testing identified level exceeding specification
Amlopidine Besylate Tablets, 2.5mg, 1000's, NDC:
APOTEX 04-Mar-11{60505-0193-02 JE3555, JF51110, JG6578 stability testing identified level exceeding specification
Amlopidine Besylate Tablets, 2.5mg, 90's, NDC: 60505
APOTEX 04-Mar-11{0193-03 JD0780, JE3558, JF5111 stability testing identified level exceeding specification
Amlopidine Besylate Tablets, 5mg, 1000's, NDC:
APOTEX 04-Mar-11{60505-0194-03 JD0782, JD4611, JF5171, JG6592 stability testing identified level exceeding specification
Amlopidine Besylate Tablets, 5mg, 90's, NDC: 60505-
APOTEX 04-Mar-11{0194-02 JD0787, JD4612, JD4613, JF5172 stability testing identified level exceeding specification
not manufactured in full conformity with cGMPs and
BRECKENRIDGE 04-Mar-11|Coldcough PD, 40z, NDC: 51991-022-16 09027, 09029, 09040, 09076 label bears inadequate directions
09028UL, 09030UL, 09038UL, 09044UL, 09049UL,
09063UL, 09078UL, 09079UL, 09088UL, 09105UL, not manufactured in full conformity with cGMPs and
BRECKENRIDGE 04-Mar-11|Coldcough PD, 40z, NDC: 51991-0224-04 09106UL, 10003UL, 10004UL label bears inadequate directions
LO88G10A, LO88H10A, LO89H10A, LO22F10A,
Sulfamethoxazole/TR, Suspension, 16 0z., NDC: 603- [L023F10A, LO37L09A, LO38LO9A, LO49L09A,
QUALITEST 04-Mar-11|1684-58 LO90K10A, L107D10A, L038L109B dissolution results were out of specification
BD Nokor Needle Vented, Box of 100, NDC: 8290-
BD 02-Mar-11|3052-13 0007829 incorrect unit labels
Hydralazine HCI Tablets, 10mg, 1000's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 02-Mar-11|398-03 317042 requirements
Hydralazine HCI Tablets, 10mg, 100's, NDC: 50111- potential of some tablets not conforming to weight
TEVA 02-Mar-11|0398-01 317041 requirements
397297, 397381, 397561, 397711, 397731, 397921,
397931, 407051, 407611, 407631, 417061, 427131,
437271, 437501, 437521, 447181, 447191, 448061,
448071, 457001, 457171, 457191, 457881, 458001,
467201, 477101, 477111, 477911, 487311, 487571,
497111, 497561, 507741, 507861, 517131, 517911,
518021, 537001, 537131, 537141, 537391, 537661,
537671, 537921, 538051, 547011, 547201, 547221,
547231, 547631, 547651, 548171, 557021, 557032,
557451, 130241, 130541, 130831, 130841, 131381, out of specification for preservative efficacy prior to
BAUSCH & LOMB 25-Feb-11|Soothe XP Eye Drops, NDC: 1011-9022-28 131391, 132081 expiration
laboratory investigation not performed in accordance
with strict adherence to FDA Guidance for Industry
Investigating Out-of-Specification Test Results for
TEVA 24-Feb-11|Gemfibrozil Tabs, 600mg, 60 count, NDC:93-0670-06 |01G495 Pharmaceutical Production
laboratory investigation not performed in accordance
with strict adherence to FDA Guidance for Industry
Glyburide Metformin, HCI, 2.5mg/500mg,100 NDC: 93- Investigating Out-of-Specification Test Results for
TEVA 24-Feb-11|5711-01 G31120 Pharmaceutical Production
laboratory investigation not performed in accordance
with strict adherence to FDA Guidance for Industry
Glyburide Metformin, HCI, 5mg/500mg,100's NDC: 93- Investigating Out-of-Specification Test Results for
TEVA 24-Feb-11|5712-01 16G319, 16G321 Pharmaceutical Production
laboratory investigation not performed in accordance
with strict adherence to FDA Guidance for Industry
Glyburide Metformin, HCI, 5mg/500mg,500's NDC: 93- [16G275, 16G276, 16G277, 16G330, 16G346, 16G347, |Investigating Out-of-Specification Test Results for
TEVA 24-Feb-11|5712-05 16G348 Pharmaceutical Production
laboratory investigation not performed in accordance
with strict adherence to FDA Guidance for Industry
Pravastatin Sodium Tabs, 20mg, 1000's, NDC: 93- Investigating Out-of-Specification Test Results for
TEVA 24-Feb-11|7201-10 04Y223 Pharmaceutical Production
laboratory investigation not performed in accordance
with strict adherence to FDA Guidance for Industry
Pravastatin Sodium Tabs, 20mg, 90's, NDC: 93-7201- Investigating Out-of-Specification Test Results for
TEVA 24-Feb-11|98 04Y223 Pharmaceutical Production
packaged on same packaging line of bottle of Jantoven
UPSHER-SMITH 24-Feb-11|Androxy, 10mg, 100's, NDC: 832-0086-00 283336 3mg containing incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 10mg, 100's, NDC:
UPSHER-SMITH 23-Feb-11|832-1219-00 283342, 282917 bottle contained incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 1mg, 100's, NDC: 832-
UPSHER-SMITH 23-Feb-11|1211-00 280617, 282872 bottle contained incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 2.5mg, 100's, NDC:
UPSHER-SMITH 23-Feb-11(832-1213-00 281667 bottle contained incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 2mg, 100's, NDC: 832-
UPSHER-SMITH 23-Feb-11|1212-00 280598 bottle contained incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 3mg, 100's, NDC: 832-
UPSHER-SMITH 23-Feb-11|1214-00 280612, 284081 bottle contained incorrect strength of Warfarin Sod.
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Jantoven Warfarin Sod Tablets, 4mg, 100's, NDC: 832-
UPSHER-SMITH 23-Feb-11|1215-00 283334 bottle contained incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 5mg, 100's, NDC: 832-
UPSHER-SMITH 23-Feb-11|1216-00 280581, 283340, 283459, 283455 bottle contained incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 6mg, 100's, NDC: 832-
UPSHER-SMITH 23-Feb-11|1217-00 282277, 284079 bottle contained incorrect strength of Warfarin Sod.
Jantoven Warfarin Sod Tablets, 7.5mg, 100's, NDC:
UPSHER-SMITH 23-Feb-11[832-1218-00 280614 bottle contained incorrect strength of Warfarin Sod.
NYCOMED 22-Feb-11|Keralac Cream, 50z., NDC: 10337-0658-05 9E17 customer complaint for consistency
Cytarabine Inj. 2g/20mL, 20mL SDV, NDC: 63323-
APP 18-Feb-11/0120-20 6101204 complaints of precipitation / crystallization in vial
Lisinopril Tablets, 30mg, 100 count, NDC:68180-0516-
LUPIN 18-Feb-11|01 3104749 possibility of unintended tablets in the bottles
092246A, 092571A, 092926A, 092931A, 093199A,
TEVA 18-Feb-11|Carbamazepine Tablets, 200mg, NDC:93-1233-93 094039A, 094899A may not meet dissolution specification over shelf life
190390, 190391, 190392, 190393, 190394, 190395,
190396, 190397, 190399, 190400, 192581, 192582,
193749, 193750, 193751, 193752, 193753, 193755,
193756, 193757, 196238, 196239, 198616, 198617,
Metaxalone Tablets, 800mg, 100 count, NDC: 185- 198619, 199639, 199640, 199982, 200264, 200265,
SANDOZ 16-Feb-11]|0448-01 200268 may not meet dissolution requirements thru expiry
Metaxalone Tablets, 800mg, 1000 count, NDC: 185-
SANDOZ 16-Feb-11|0448-10 192583, 193754, 196240, 198619, 199638 may not meet dissolution requirements thru expiry
Jantoven Warfarin Sod Tablets, 3mg, 100's, NDC: 832-
UPSHER-SMITH 16-Feb-11|1214-00 284081 bottle contained incorrect strength of Warfarin Sod.
Simponi, 50mg/0.5mL, SmartJect, Sngl Dose, NDC:
CENTOCOR 14-Feb-11[57894-0070-02 09D071.AC may not deliver a full dose
Invega Sustenna, 234mg Injection Kit, NDC: 50458- 9IBK000, 91BK002, 91BK003, 9I1BK004, 9IBK000,
JANSSEN 11-Feb-11{0564-01 9IBK005, 91BKOO1 some syringes can contain a crack in the syringe barrel
Lansoprazole Delayed Release, 30mg, 30's, NDC: 93- potential of some capsules not meeting appearance
TEVA 11-Feb-11|7351-56 441026 specifications
DC3957, DC5102, DC6685, DC7549, DC7118,
Innohep, 20,000 1U/mL, 2mL 10 X 2mL units, NDC: DC8258, DC7550, DC9390, DCY9391, DCY651,
LEO PHARMA 10-Feb-11(67211-0342-53 DD0713 risk of presence of particulate matter in released vials
Innohep, 20,000 IU/mL, 2mL vials, 2mL units, NDC: DC3381, DC6985, DC8228, DCI158, DCI874,
LEO PHARMA 10-Feb-11(67211-0342-08 DC9873 risk of presence of particulate matter in released vials
potential for some 30-ct pouches to contain vials of
NEPHRON 04-Feb-11|Albuterol Sulfate Inhalation Solution, 0.083%, 3mL/60 |AOB17A Ipratropium Bromide, 0.5mg/Albuterol Sulfate Inh. Sol.
Potassium Phosphates Inj, 15mM, 5mL/25, NDC: 517- some vials exhibit translucent visible particles
AMERICAN REGENT 03-Feb-11|2305-25 0048 consistent with glass delamination
EKR THERAPEUTICS 03-Feb-11|Retavase FULL KITS, NDC: 24477-0041-02 522253F-09 Kit contains Alcohol Prep Pads recalled by Triad
EKR THERAPEUTICS 03-Feb-11|Retavase FULL KITS, NDC: 67286-0040-01 522203F-04, 522203F-05, 522253F-07 Kit contains Alcohol Prep Pads recalled by Triad
Levothyroxine Sodium Tablets, 25mcg, 100's, NDC: failed or may not meet potency specification thru
SANDOZ 03-Feb-11[781-5180-01 C09T0161A1, CO9T0161A2, 09T9661A expiration date
Levothyroxine Sodium Tabs, 25mcg, 1000's, NDC: 781-/09T11371A, 09T11381A, C10T0051A2, C10TO051A1, |failed or may not meet potency specification thru
SANDOZ 03-Feb-11{5180-10 09T11391A, 10TO981A expiration date
Sodium Thiosulfate Injection, 10%, 10mL/5, NDC: 517- some vials exhibit translucent visible particles
AMERICAN REGENT 02-Feb-11|1019-05 0056 consistent with glass delamination
9020881, 9020891, 9020911, 9020931, 9030951,
Budeprion XL, 300mg, 500 count bottles, NDC: 93- 9020971, 9020991, 9021081, 9021121, HO040361,
TEVA 01-Feb-11[5351-05 H0040372, H0O070781, HO070791, H0100391 may not meet impurity specification thru shelf life
due to discrepancy found with barcode on ampule and
WEST-WARD 31-Jan-11|Calcitriol, 1mcg/mL, NDC: 143-9728-05 00005 ampule carton
Lisinopril Tablets, 20mg, 100 cnt bottle, NDC: 172- potential that some tablets may exhibit areas of
TEVA 26-Jan-11|3760-60 TE07109, TE08053 discoloration
Lisinopril Tablets, 20mg, 500 cnt bottle, NDC: 172- potential that some tablets may exhibit areas of
TEVA 26-Jan-11|3760-70 TE07110, TEQ7118, TEQ7127 discoloration
Lisinopril Tablets, 40mg, 100 cnt bottle, NDC: 172- TE04168A, TE04203A, TE04221A, TE06208, potential that some tablets may exhibit areas of
TEVA 26-Jan-11|3761-60 TE06225, TEQ7218, TE07219 discoloration
TEO04168B, TE04203B, TE04221B, TE06065,
TE06066, TE06072, TE06083, TE06084, TE06119,
TEO06132, TE06176, TE06177, TE06178, TE06207,
Lisinopril Tablets, 40mg, 500 cnt bottle, NDC: 172- TEO07019, TEO7052, TE07092, TE07093, TEQ7095, potential that some tablets may exhibit areas of
TEVA 26-Jan-11|3761-70 TE07136, TEQ7148, TE07161 discoloration
172570, 176302, 178590, 179318, 180013, 181796,
Triamterene & HCTZ Capsules, 50mg/25mg, 100 count|183307, 184758, 187339, 188628, 190119, 191984, may exhibit lower dissolution rate than required per
SANDOZ 24-Jan-11|bottles, NDC:781-2715-01 194254, 196706, 197756, 198604 product specification
Sterile Lubricating Jelly in the following kits: 1)Enema
Bucket Set, NDC:-0701-04 and 2)Foley Insertion Tray, Triad Group recall due to conerns regarding validation
MEDLINE 20-Jan-11|NDC: -0181-00 Lots beginning with 08, 09, 10 followed by a letter (A-Z) | of famma radiation sterilization cycles
Metoclopramide O/S, 5mg/5mL 10mL fill, NDC: 66689-
VISTA PHARM 19-Jan-11[0031-50 195900 mislabeled
MAJOR 17-Jan-11|Alcohol Prep Pads,100, NDC: 904-4277-60 ALL LOTS potential contamination
Avalide Tablets, 150/12.5mg 30 count NDC: 87-2775-
BRISTOL-MYERS SQUIBB 10-Jan-11|31 9D43939A, 9D43940A may contain small quantities of Form B of irbesartan
Avalide Tablets, 150/12.5mg 90 count NDC: 87-2775-
BRISTOL-MYERS SQUIBB 10-Jan-11|32 8B2028A, 8B2029A may contain small quantities of Form B of irbesartan
Avalide Tablets, 300/12.5mg 30 count NDC: 87-2776- |9D43942A, 9H2050A, 0D61194A, 0E62452A,
BRISTOL-MYERS SQUIBB 10-Jan-11|31 O0E62454A, 0E62458A, 0E62459A, OE62464A may contain small quantities of Form B of irbesartan
Avalide Tablets, 300/12.5mg 90 count NDC: 87-2776- |9D43943A, 9L2082A, 0E62455A, 0E62460A,
BRISTOL-MYERS SQUIBB 10-Jan-11|32 0E62461A, OF61157A, OF61158A may contain small quantities of Form B of irbesartan
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BRISTOL-MYERS SQUIBB

10-Jan-11

Avalide Tablets, 300/25mg 30 count NDC: 87-2788-31

9L49620A, 9L49621A, 9L49623A, 9L49628A,
9L49629A, 9L49630A, 9L49632A, 9L49633A,
9L49641A, 0A57264A, 0A57265A, 0A57266A,
0A57267A, 0A57271A, 0C65450A, 0C65451A,
0C65454B, 0C65462A, 0C65464A, 0C65466A,
0C65467A, OE57188A, OE57189A, OE57193A,
0F62352A, 0F62353A

may contain small quantities of Form B of irbesartan

BRISTOL-MYERS SQUIBB

10-Jan-11

Avalide Tablets, 300/25mg 90 count NDC: 87-2788-32

9L49625A, 9L49631A, 9L49635A, 9L49637A,
9L49638A, 0A57260A, 0A57268A, 0A57269A,
0C65449A, 0C65452A, 0C65460A, 0C65461A,
0C65463A, 0D61197A, OE57194A, OF57374A,
O0F62351A

may contain small quantities of Form B of irbesartan

NYCOMED

10-Jan-11

Fluticasone Prop Qint., 0.005%, 15gm, NDC:168-0333-
15

790G

confirmed Out of Specification result and lots and
expiration date may not be readily legible

GOODSENSE

07-Jan-11

GS Alcohol Prep Swabs, 100 count, NDC: 80410-0000-
46

ALL LOTS

potential contamination

SANDOZ

07-Jan-11

Metoprolol Tartrate, 100mg, 100 count, NDC:781-1228-
01

169343, 169344, 169475, 170615, 170616, 170618,
170620, 170908, 171439, 171440, 171433, 172147,
172149, 172150, 172151, 172152, 172861, 172862,
172863, 175128, 175129, 176227, 176228, 176230,
176236, 176373, 177274, 177276, 177644, 177645,
178448, 178449, 179075, 179076, 179077, 179078,
179080, 179082, 179638, 179639, 179640, 180038,
180039, 180061, 180762, 180763, 181708, 181710,
181711, 181712, 181713, 182785, 182786, 182788,
182790, 184754, 187305, 187307, 187781, 188711,
190238, 191513, 192076, 192079, 192694, 192695,
193928, 194785, 195276, 195277, 196321, V07075,
V07076

some tablets may be slightly outside specification for
content uniformity

SANDOZ

07-Jan-11

Metoprolol Tartrate, 100mg, 1000 count, NDC:781-
1228-10

169474, 170613, 170614, 170617, 170619, 170907,
170909, 171438, 171442, 172145, 172148, 172152,
173723, 175130, 176004, 176229, 176234, 176236,
177275, 177277, 177279, 177281, 177643, 179073,
179074, 179079, 179637, 180040, 180062, 180524,
180526, 180812, 181707, 181709, 182784, 182787,
182789, 183025, 183341, 183342, 183343, 183344,
183345, 184071, 184072, 184751, 184755, 185508,
185510, 186110, 187301, 187302, 187303, 187304,
187306, 187637, 187638, 187782, 188710, 188712,
188713, 188992, 188993, 188994, 188995, 189276,
189487, 190239, 190240, 191188, 191189, 191514,
191515, 192077, 192078, 192080, 192081, 192084,
192085, 192088, 192089, 193924, 193925, 193926,
193927, 194786, 194787, 195273, 195274, 195275,
196319, 196320, 196322, V07077

some tablets may be slightly outside specification for
content uniformity

SANDOZ

07-Jan-11

Metoprolol Tartrate, 50mg, 100 count, NDC:781-1223-
01

170048, 170900, 173554, 176221, 176225, 184025,
188709, 191185, 192071, 192692, 196857, V09014,
V09018

some tablets may be slightly outside specification for
content uniformity

SANDOZ

07-Jan-11

Metoprolol Tartrate, 50mg, 1000 count, NDC:781-1223-
10

169335, 169336, 170045, 170608, 170609, 170896,
170897, 170898, 170899, 170901, 170902, 170903,
170904, 171021, 171023, 172801, 172802, 172803,
173553, 173554, 173555, 173556, 173557, 173558,
173559, 173560, 173570, 173721, 173722, 175127,
176218, 176219, 176220, 176221, 176222, 176223,
176224, 176225, 176367, 176368, 176369, 177270,
177273, 177371, 179061, 179062, 179063, 179064,
179065, 179066, 179067, 179068, 179069, 179071,
179768, 179769, 180034, 180035, 180036, 180520,
180521, 180538, 181703, 181704, 181705, 181706,
182792, 183338, 184025, 186109, 186141, 187299,
187300, 188707, 188708, 188709, 188988, 188989,
188991, 190235, 190236, 190237, 191185, 192068,
192069, 192070, 192071, 192072, 192073, 192074,
192075, 193692, 192693, 193923, 194782, 195270,
195271, 196317, 196856, 196858, 197460, V07059,
V09012, V09013, V09014, V09017, V09018, V09019

some tablets may be slightly outside specification for
content uniformity

CUMBERLAND

05-Jan-11

Acetadote Inj., 200mg/mL, 30mL, 4/ct, NDC: 66220-
0107-30

090304, 090331, 090401, 090511, 090602, 090616

observed particulate matter found in small number of
vials

FOREST

04-Jan-11

Campral, 333mg Dose Pak, 180 (3 x 60pk), NDC: 456-
3330-60

106782

some tablets failed specification for dissoulution testing
at 12 month stability testing interval

FOREST

04-Jan-11

Campral, 333mg HUD, 100 (10 x 10pk),
3330-63

NDC: 456-

1066737

some tablets failed specification for dissoulution testing
at 12 month stability testing interval
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Retail

Retail
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Retail

Retail

Retail

Retail

Wholesale

Retail

Wholesale

Retail
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Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail
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Wholesale

User

Retail
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Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail
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Retail

Retail

Retail

Retail
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Retail

Retail

Retail

Retail
Retail
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Retail
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Retail

Retail
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Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail
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User

User

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

User

User

User
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Retail
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Retail
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Retail

Retail

Retail

Retail
Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Consumer
Retail
Retail

Retail

Retail

Consumer

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail

Retail
Consumer
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Consumer
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Retail
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Retail
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