PERFORME,

November 2015

Drug Information Update



Table of Contents

NEW GENERICS TO MARKET ...ttt 2
NEW DRUG ENTITIES...ciiiiiiiiiitiieeeitieeeie et ens e s 3
NEW INDICATIONS (EXISTING DRUGS) ..uveiiiieiiienitieiee sttt sttt esneesnnesneens 6
FDA NEWS/BULLETINS/ADVISORIES/SAFETY ALERTS .....oiuiiiiiiienitententesieenie ettt 7
STUDIES and RECENT TOPICS ...ttt 13
RECALLS ...ttt s e e e s e e s e e e s 20
CURRENT DRUG SHORTAGES.......cutiiiiiiiiiiiiiiiic ittt saan e snn e 82
NEW DRUGS COMING TO MARKET ...cutiiiiiiiiieiiiiiiee ittt srnn e 117

Copyright© PerformRx, LLC 2015 All Rights Reserved



NEW GENERICS TO MARKET

GENERIC DRUG NAME

STRENGTH & DOSAGE

FORM

GENERIC
MANUFACTURER

BRAND NAME

APPROVAL
DATE

25 mg (14)-50 mg (14)- LAMICTAL ODT
LAMOTRIGINE 100 me (7). T8 RD DSPK PAR PHARM (ORANGE) 10/29/2015
25 mg (21)-50 mg (7), TB LAMICTAL ODT
LAMOTRIGINE RD DSPK PAR PHARM (BLUE) 10/29/2015
50 mg (42)-100 mg (14), LAMICTAL ODT
LAMOTRIGINE T8 RD DSPK PAR PHARM (GREEN) 10/29/2015
METOCLOPRAMIDE HCL 10 mg, TAB RAPDIS GAVIS METOZOLV ODT 10/28/2015
& PHARMACEUTICALS
PHENTOLAMINE MESYLATE 5MG, VIAL WEST-WARD, INC. PHENTOLAMINE 11/05/2015
MESYLATE
TOBRAMYCIN/NEBULIZER 300MG/ 5;;2;' AMPUL- PARI RESPIRATOR KITABIS PAK 11/02/2015
KETOROLAC
KETOROLAC TROMETHAMINE 60MG/2ML, SYRINGE BD RX INC. TROMETHAMINE 11/06/2015
NEVIRAPINE 100MG, TAB ER 24H MYLAN VIRAMUNE XR 11/10/2015
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NEW DRUG ENTITIES

DESCRIPTION BRAND NAME ‘ GENERIC NAME STRENGTH NOTES
IRON REPLACEMENT FUSION RON FUM, PS/FA/VIT C/L. 7MG- NEW
SPRINKLES CASEI 250MCG COMBINATION
DIETARY SUPPLEMENT, METHAZEL FA/B6/B12/COQ10/ALA/ 1-50-2.5MG NEW
MISCELLANEOUS ACETYLCYST COMBINATION
ANTIDIARRHEAL RESTORA LACTOBACILLUS CASEI/ FOLIC 15-0.25MG NEW
MICROOGRANISMS AGENT SPRINKLES ACID COMBINATION
ANTICOAGULANT PRAXBIND IDARUCIZUMAB 2.5G/50ML
REVERSAL AGENTS NEW ENTITY
TOPICAL ANTINEOPLASTIC TOLAK FLUOROURACIL 4%
& PREMALIGNANT NEW STRENGTH
AGENTS
INSULINS TRESIBA INSULIN DEGLUDEC 100 UNIT/ML
FLEXTOUCH U- (3mML) NEW ENTITY
100
INSULINS TRESIBA INSULIN DEGLUDEC 200 UNIT/ML
FLEXTOUCH U- (3mML) NEW ENTITY
200
WOUND HEALING CELACYN POST EMOL #60/HYPO/SOD 0.01% NEW
AGENTS, LOCAL PROCEDURE CHL,SUL,PHOS COMBINATION
ANTIHEMOPHILIC NUWIQ ANTIHEMOPH.FVIII,HEK B- 250 (+/-)
FACTORS DELETE UNIT RANGE NEW ENTITY
ANTIHEMOPHILIC NUWIQ ANTIHEMOPH.FVIII,HEK B- 500 (+/-)
FACTORS DELETE UNIT RANGE NEW ENTITY
ANTIHEMOPHILIC NUWIQ ANTIHEMOPH.FVIII,HEK B- 1000 (+/-)
FACTORS DELETE UNIT RANGE NEW ENTITY
ANTIHEMOPHILIC NUWIQ ANTIHEMOPH.FVIII,HEK B- 2000 (+/-)
FACTORS DELETE UNIT RANGE NEW ENTITY
ANTINEOPLASTIC — ONIVYDE IRINOTECAN LIPOSOMAL 43MG/10ML
TOPOISOMERASE | (4.3 MG/ML) NEW ENTITY
INHIBITORS
ANTINEOPLASTIC — YONDELIS TRABECTEDIN 1MG
TOPOISOMERASE | NEW ENTITY
INHIBITORS
ANTINEOPLASTIC - IMLYGIC 10EXP6 (1
IMMUNOTHERAPY, VIRUS- LATI-TELII:('\F:I,gFSEEP':l/iC MILLION) NEW ENTITY
BASED AGENTS PFU/ML
ANTINEOPLASTIC - IMLYGIC 10EXP8 (100
IMMUNOTHERAPY, VIRUS- L:F?EL“;IAOI:;Ei”:‘/iC MILLION) NEW ENTITY
BASED AGENTS PFU/ML
FLUCONAZOLE- FLUCONAZOLE IN NACL,ISO- 100MG/
ANTIFUNGAL AGENTS NACL OSM SOML NEW STRENGTH
METABOLIC DISEASE
ENZYME REPLACE, STRENSIQ ASFOTASE ALFA 40MG/ML NEW ENTITY
HYPOPHOSPHATASIA
METABOLIC DISEASE
ENZYME REPLACE, STRENSIQ ASFOTASE ALFA 80MG/0.8ML NEW ENTITY

HYPOPHOSPHATASIA

Copyright© PerformRx, LLC 2015 All Rights Reserved




DESCRIPTION BRAND NAME ‘ GENERIC NAME STRENGTH \[o) 33
METABOLIC DISEASE 18MG/
ENZYME REPLACE, STRENSIQ ASFOTASE ALFA 0.45ML NEW ENTITY
HYPOPHOSPHATASIA '
METABOLIC DISEASE
ENZYME REPLACE, STRENSIQ ASFOTASE ALFA 28MG/0.7ML NEW ENTITY
HYPOPHOSPHATASIA
DERMACINRX 5000UNIT- NEW
VITAMIN D PREPARATIONS PUREFOLIX VITAMIN D3/FOLIC ACID 1IMG COMBINATION
ANTICHOLINERGICS,QUAT 0.6MG/3ML
GLYCOPYRROLATE
ERNARY AMMONIUM GLYCOPYRROLATE (0.2MG/ML) NEW STRENGTH
CALCIUM CHANNEL NICARDIPINE NICARDIPINE HCL IN 0.9% 1MG/10ML NEW STRENGTH &
BLOCKING AGENTS HCL-0.9% NACL NACL DOSAGE FORM
ANTICHOLINERGICS, SEEBRI
ORALLY INHALED LONG GLYCOPYRROLATE 15.6MCG NEW ENTITY
NEOHALER
ACTING
HYDROMORPHONE HYDROMORPHONE HCL IN
ANALGESICS, NARCOTICS HCL-0.9% NACL 0.9% NACL 2MG/ML NEW STRENGTH
REiI:I)E(L;T'?(I)_IleI::IFI'fNT FLEXEPAX CYCLOBENZAPRINE/CAPSAI/ 10MG - NEW
o o o/ _Go,
COUNTER-IRRIT MENTHOL 0.0375% - 5% COMBINATION
CHOLINESTERASE NEOSTIGMINE NEOSTIGMINE 3MG/3ML NEW STRENGTH &
INHIBITORS METHYLSULFATE METHYLSULFATE (IMG/ML) DOSAGE FORM
CHOLINESTERASE NEOSTIGMINE NEOSTIGMINE 4AMG/AML NEW STRENGTH &
INHIBITORS METHYLSULFATE METHYLSULFATE (IMG/ML) DOSAGE FORM
CHOLINESTERASE NEOSTIGMINE NEOSTIGMINE 2MG/2ML NEW STRENGTH &
INHIBITORS METHYLSULFATE METHYLSULFATE (IMG/ML) DOSAGE FORM
[
ADRENERGIC AGENTS, EPINEPHRINE EPINEPHRINE IN 0.9 % 50MCG/5ML NEW STRENGTH
CATECHOLAMINES HCL-0.9% NACL NACL/PF (10MCG/ML)
BEX:%EEETFSSAZQND UTIBRON INDACATEROL/ 27.5MCG- NEW ENTITY
COMBINATIONS NEOHALER GLYCOPYRROLATE 15.6MCG
PALM OIL/HYALURONATE NEW
?
EMOLLIENTS PEDIAPALM SODIUM : COMBINATION
HEPARIN AND RELATED SOBIIELITI\A/IR:)N@V HEPARIN SOD,PORCINE/0.9 % 128%3:\\1/"3/ NEW
-0.9%
PREPARATIONS NACL NACL (1UNIT/ML) COMBINATION
HEPARIN AND RELATED SOBIIELITI\A/IR:)N@V HEPARIN SOD,PORCINE/0.9 % Ggggg:\\l/.lg/ NEW
-0.9%
PREPARATIONS NACL NACL (6UNIT/ML) COMBINATION
NEW
9/_709
TOPICAL ANTIFUNGALS PEDIPAK CICLOPIROX/UREA 8%-20% COMBINATION
NSAID & TOPICAL
NAPROXEN/CAPSAICIN/MEN 500MG - NEW
IRRITANT COUNTER- NAPROPAX o o
IRRITANT COMB. THOL 0.0375% - 5% COMBINATION
ANTINEOPLASTIC -
ALKYLATING AGENTS GLEOSTINE LOMUSTINE 5MG NEW STRENGTH
ANTINEOPLASTIC - MEK1
AND MEK2 KINASE COTELLIC COBIMETINIB FUMARATE 20MG NEW ENTITY

INHIBITORS
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DESCRIPTION BRAND NAME ‘ GENERIC NAME STRENGTH NOTES
CEPHALOSPORINS - 15T | g;‘:ﬁfﬁglgy CEFAZOLIN SODIUM IN0.9% | 2GRAM/ | NEW STRENGTH &
GENERATION NacL NACL 50ML DOSAGE FORM
CEPHALOSPORINS - 15T CSE;/SIZL?'\L/:{\' CEFAZOLIN 2GRAM/ | NEW STRENGTH &
GENERATION DEXTROSE SODIUM/DEXTROSE, ISO 100ML DOSAGE FORM
ARV CMB-NRTI,N(T)RTI, GENVOYA ELVITEG/ COBI/ EMTRIC/ Egmg: NEW ENTITY
INTEGRASE INHIBITOR TENOFO ALA OOMG - 1OMG
INFLUENZA VIRUS EZ FLU 2015- FLU VACCINE TS2015- 45MCG
VACCINES 2016 (FLUVIRIN) 16(4YR+)/PF (15 'g'?fﬂf 3)/ | NEWENTITY
MONOCLONAL ANTIBODY
- INTERLEUKIN-5 NUCALA MEPOLIZUMAB 100MG NEW ENTITY

ANTAGONISTS

(RECOMBINANT)
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NEW INDICATIONS (EXISTING DRUGS)

NEW INDICATION DATE OF APPROVAL
YERVOY® THE ADJUVANT October 28, 2015

TREATMENT FOR FULLY

RESECTED STAGE Ill

MELANOMA

Yervoy® [package insert].
Bristol-Myers Squibb
October 2015
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FDA NEWS/BULLETINS/ADVISORIES/SAFETY ALERTS

Auvi-Q (epinephrine injection, USP): Recall — Potentional Inaccurate Dosage Delivery
[Posted 10/29/2015]

ISSUE: Sanofi US is voluntarily recalling all Auvi-Q (epinephrine injection, USP). The recall involves all
Auvi-Q currently on the market and includes both the 0.15 mg and 0.3 mg strengths for hospitals,
retailers and consumers. This includes lot number 2299596 through 3037230, which expire March 2016
through December 2016. The products have been found to potentially have inaccurate dosage delivery.
As of October 26, 2015, Sanofi has received 26 reports of suspected device malfunctions in the US and
Canada. None of these device malfunction reports have been confirmed. In these reports, patients have
described symptoms of the underlying hypersensitivity reaction. No fatal outcomes have been reported
among these cases. If a patient experiencing a serious allergic reaction (i.e., anaphylaxis) did not receive
the intended dose, there could be significant health consequences, including death because anaphylaxis
is a potentially life-threatening condition.

BACKGROUND: Auvi-Q (epinephrine injection, USP) is used to treat life-threatening allergic reactions
(anaphylaxis) in people who are at risk for or have a history of these reactions. Auvi-Q is packaged with
two active devices and one trainer device in a corrugate box. Auvi-Q was distributed throughout the
United States via wholesalers, pharmacies and hospitals. All Auvi-Q is being recalled.

RECOMMENDATION: Sanofi US is notifying its distributors and customers who include doctors, pharmacies,
wholesalers and other customers in the supply chain by letter, fax, email and phone calls and is arranging for
return and reimbursement of all recalled products. Customers should immediately contact their healthcare
provider for a prescription for an alternate epinephrine auto-injector. In the event of a life-threatening
allergic reaction, patients should only use their Auvi-Q device if another epinephrine auto-injector is not
available, and then call 911 or local medical emergency services. Customers should contact their
physician or HCP if they have experienced any problems that may be related to taking or using this drug
product. Healthcare professionals and patients are encouraged to report adverse events or side effects
related to the use of these products to the FDA's MedWatch Safety Information and Adverse Event
Reporting Program:

1 Complete and submit the report Online: www.fda.gov/MedWatch/report

1 Download form or call 1-800-332-1088 to request a reporting form, then complete and return to

the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

SOURCE: U.S. Food and Drug Administration (FDA)

ARTICLE LINK:
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm
470010.htm
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Myocardial Protection System (MPS) Delivery Sets by Quest Medical: Recall — Intermittent
Seal Failure During Use
[Posted 10/29/2015]

ISSUE: The identified lots of MPS Delivery sets have shown a possible seal failure along the blood source
channel of main pump cassette, resulting in blood loss from the bypass circuit and interruption of
cardioplegia solution delivery. The firm has received twenty complaints alleging this seal failure which
have resulted in 16 instances of patient blood loss during surgery. There have been no reports of patient
injuries as a result of the alleged issue to date. Recalled Product(s) were manufactured from May 2015
to September 2015 and distributed from June 2015 to September 2015.

BACKGROUND: The affected product lot information can be identified by product labeling on shipper
and individual sterile trays.

RECOMMENDATION: Consumers who have the applicable lots of the MPS Delivery Set(s) should cease
use of the affected lots and contact Quest Medical, Inc. to return the product and request replacement.
Additionally, consignees are being notified via written correspondence.
Consumers with questions may contact the company via telephone at 1-800-627-0226 Monday through
Friday between the hours of 9am and 5pm (CT). Consumer may also contact the company via e-mail at
custserv@questmedical.com.
Healthcare professionals and patients are encouraged to report adverse events or side effects related to
the use of these products to the FDA's MedWatch Safety Information and Adverse Event Reporting
Program:

1 Complete and submit the report Online: www.fda.gov/MedWatch/report

1 Download form or call 1-800-332-1088 to request a reporting form, then complete and return to

the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

SOURCE: U.S. Food and Drug Administration (FDA)

ARTICLE LINK:
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm
470194.htm
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Plavix (clopidogrel): Drug Safety Communication — Long-term Treatment Dose Not Change
Risk of Death
[Posted 11/06/2015]

ISSUE: An FDA review has determined that long-term use of the blood-thinning drug Plavix (clopidogrel)
does not increase or decrease overall risk of death in patients with, or at risk for, heart disease. FDA
evaluation of the Dual Antiplatelet Therapy (DAPT) trial and several other clinical trials also does not
suggest that clopidogrel increases the risk of cancer or death from cancer.

In order to investigate the increased risk of death and cancer-related death reported with clopidogrel in
the DAPT trial, FDA examined the results of the DAPT trial and other large, long-term clinical trials of
clopidogrel with data available on rates of death, death from cancer, or cancer reported as an adverse
event. FDA performed meta-analyses of other long-term clinical trials to assess the effects of clopidogrel
on death rates from all causes. The results indicate that long-term (12 months or longer) dual
antiplatelet therapy with clopidogrel and aspirin do not appear to change the overall risk of death when
compared to short-term (6 months or less) clopidogrel and aspirin, or aspirin alone. Also, there was no
apparent increase in the risks of cancer-related deaths or cancer-related adverse events with long-term
treatment. FDA is working with the manufacturers of clopidogrel to update the label to reflect the
results of the mortality meta-analysis.

BACKGROUND: Clopidogrel is an antiplatelet medicine used to prevent blood clots in patients who have
had a heart attack, stroke, or problems with the circulation in the arms and legs. It works by helping to
keep the platelets in the blood from sticking together and forming clots that can occur with certain
medical conditions.

RECOMMENDATION: Patients should not stop taking clopidogrel or other antiplatelet medicines
because doing so may result in an increased risk of heart attacks and blood clots. Talk with your health
care professional if you have any questions or concerns about clopidogrel. Health care professionals
should consider the benefits and risks of available antiplatelet medicines before starting

treatment. Healthcare professionals and patients are encouraged to report adverse events or side
effects related to the use of these products to the FDA's MedWatch Safety Information and Adverse
Event Reporting Program:

1 Complete and submit the report Online: www.fda.gov/MedWatch/report

1 Download form or call 1-800-332-1088 to request a reporting form, then complete and return to
the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

SOURCE: U.S. Food and Drug Administration (FDA)

ARTICLE LINK:
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm
471531.htm
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G5 Ventilator by Hamilton: Class | Recall — Ventilation and Alarm Failure
[Posted 11/13/2015]

ISSUE: The ventilator may stop working without sounding an alarm when the device operator presses
the oxygen enrichment key to attach the ventilator mask to the patient (suctioning maneuver). This
problem can occur during the following conditions:

1  When pressing the oxygen enrichment key a second time within 50 milliseconds after the
disconnection is detected, or,

1  When disconnection is detected immediately before the oxygen enrichment period
automatically ends, so that detection of disconnection and termination of O2-enrichment occur
within 50 milliseconds of each other.

If the device operator does not intervene, the patient may not receive enough oxygen and could suffer
serious adverse health consequences, including injury or death.
See the Recall notice for a listing of affected catalog numbers.

BACKGROUND: Recalled Device is the G5 Ventilator V2.00 and V2.31, distribution dates March 2007 to
March 2014. The firm has received a total of 1 report of device malfunction. No injuries or deaths were
reported.

RECOMMENDATION:
For Device operators:
1 After a suctioning maneuver is finished, the operator must verify that the ventilation continues.
1 If the ventilation does not continue, use one of the following options to re-establish ventilation:
0 Pressing the "Manual Breath" key on the ventilator's front side.
o Change of the ventilation mode.
o Switch to the "Standby Mode" and return to the previously used ventilation mode.
1 Keep this information with the G5 Operator's Manual.
For Distributors:
91 Distribute the Medical Device Safety Alert immediately to all operators of G5 ventilators.
1 Permanently disable the automated suctioning maneuver functionality on all G5 ventilators by
using a software key provided by the manufacturer.
1 Update the G5 Operator's Manual with the disabled automated suctioning functionality as soon
as possible upon its availability.
Healthcare professionals and patients are encouraged to report adverse events or side effects related to
the use of these products to the FDA's MedWatch Safety Information and Adverse Event Reporting
Program:
1 Complete and submit the report Online: www.fda.gov/MedWatch/report
1 Download form or call 1-800-332-1088 to request a reporting form, then complete and return to
the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

SOURCE: U.S. Food and Drug Administration (FDA)

ARTICLE LINK:
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm

471725.htm
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Endoscope Washer/Disinfectors by Custom Ultrasonics: Safety Communication — FDA
Recommends Health Care Facilities Transition to Alternate Reprocessing Methods
[Posted 11/13/2015]

ISSUE: In accordance with a Consent Decree entered in January 2007 with Custom Ultrasonics, the FDA
ordered Custom Ultrasonics to recall all of its Automated Endoscope Reprocessors (AERs) from health
care facilities due to the firm’s continued violations of the Federal Food, Drug, and Cosmetic Act (FD&C
Act), applicable regulations, and the Consent Decree. FDA is recommending that health care facilities
currently using Custom Ultrasonics AERs transition away from their use to alternative methods to
reprocess flexible endoscopes as soon as possible. As part of the FDA’s ongoing investigation into
infections associated with reprocessed medical devices and AER devices used for cleaning and
disinfection, the FDA has been reviewing the validation test methods and performance data for all AER
manufacturers. To date, Custom Ultrasonics has not demonstrated that its AERs can adequately wash
and disinfect endoscopes to mitigate the risk of patient infection. The FDA’s most recent inspection of
the Custom Ultrasonics’ facility in April 2015 documented continued violations. Violations include the
inability to validate that the AERs can adequately wash and disinfect endoscopes to mitigate the risk of
patient infection. The identified violations could result in an increased risk of infection transmission.

BACKGROUND: AERs are free-standing units used in health care facilities to disinfect flexible endoscopes
and scope accessories between uses. Custom Ultrasonics AERs are intended to wash and high-level
disinfect cleaned flexible endoscopes used in gastrointestinal and pulmonary tracts.

RECOMMENDATION: The FDA recommends that health care facilities currently using Custom
Ultrasonics AERs transition away from their use to alternative reprocessing methods as soon as possible.
Facilities are advised to:

91 Identify and transition to alternate methods to reprocess flexible endoscopes, such as manual
high-level disinfection, liquid chemical sterilization, alternative AERs, or other cleaning and
sterilization methods according to the endoscope manufacturers’ reprocessing instructions.

91 Before transitioning to an alternative method, be sure that the endoscopes your facility uses are
compatible with the alternative method by referring to the endoscope manufacturer’s
reprocessing instructions.

1 Submit a report to Custom Ultrasonics and to the FDA via MedWatch, as described below, if you
suspect your health care facility’s Custom Ultrasonics AER has caused or contributed to patient
infection.

Healthcare professionals and patients are encouraged to report adverse events or side effects related to
the use of these products to the FDA's MedWatch Safety Information and Adverse Event Reporting
Program:

1 Complete and submit the report Online: www.fda.gov/MedWatch/report

1 Download form or call 1-800-332-1088 to request a reporting form, then complete and return to
the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

Health care personnel employed by facilities that are subject to the FDA's user facility reporting
requirements should follow the reporting procedures established by their facilities.

SOURCE: U.S. Food and Drug Administration (FDA)
ARTICLE LINK:

http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm
472686.htm
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lodine-containing Contrast Agents for Medical Imaging: Drug Safety Communication — Rare
Cases of Underactive Thyroid in Infants
[Posted 11/17/2015]

ISSUE: FDA is advising that rare cases of underactive thyroid have been reported in infants following the
use of contrast media containing iodine, also called “contrast dye,” for X-rays and other medical imaging
procedures. In all of the reported cases, the infants were either premature or had other serious
underlying medical conditions. Available evidence leads FDA to believe that this rare occurrence is
usually temporary and resolves without treatment or any lasting effects. FDA approved changes to the
labels of all iodinated contrast media (ICM) products to include information about these cases. No
changes to current prescribing, administration, or monitoring practices are recommended. FDA will
continue to evaluate this issue and will update the public when there is additional information.
Manufacturers of ICM products have been required to conduct a study to investigate this safety issue
further.

BACKGROUND: lodinated contrast media are drugs containing iodine that are given to patients to
enhance the ability to see blood vessels and organs on medical images such as X-rays or computed
tomography (CT) scans. These images provide greater detail when necessary to help health care
professionals diagnose potential problems.

RECOMMENDATION: Parents and caregivers should contact their baby’s health care professional for
additional information or if they have questions or concerns about their baby receiving an ICM product.
Infants typically do not show any visible signs of underactive thyroid. Health care professionals should
continue to follow the label recommendations for ICM products. They should continue to use their
clinical judgment to determine if testing for underactive thyroid is necessary.
Healthcare professionals and patients are encouraged to report adverse events or side effects related to
the use of these products to the FDA's MedWatch Safety Information and Adverse Event Reporting
Program:

1 Complete and submit the report Online: www.fda.gov/MedWatch/report

1 Download form or call 1-800-332-1088 to request a reporting form, then complete and return to

the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178

SOURCE: U.S. Food and Drug Administration (FDA)

ARTICLE LINK:
http://www.fda.gov/Safety/MedWatch/Safetylnformation/SafetyAlertsforHumanMedicalProducts/ucm

472995.htm
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STUDIES and RECENT TOPICS

After patient deaths, FDA warns about liver damage risk of hepatitis C medications
October 22, 2015

Federal regulators on Thursday warned that two hepatitis C medications from drug maker
AbbVie can cause "serious liver injury" in patients with advanced forms of the disease.The Food
and Drug Administration said it had received numerous reports of patients who either died or
had to undergo liver transplantation after receiving the treatments, known as Viekira Pak and
Technivie. The agency said it had identified at least 26 such cases likely related to the drugs
since late 2014, and that additional cases likely exist. The liver damage usually took place within
four weeks of the start of treatment, and the patients involved already had cirrhosis of the liver,
the agency said.

Article Link:
https://www.washingtonpost.com/news/to-your-health/wp/2015/10/22/after-patient-deaths-
fda-warns-about-liver-damage-risk-of-hepatitis-c-medications/

New Drug Approval Leads FDA to Issue Alert for Similar Products
October 22, 2015

The Food and Drug Administration (FDA) announced that it will require the manufacturer of
Kayexalate (sodium polystyrene sulfonate; Concordia Pharmaceuticals) to conduct studies on
drug-drug interactions that may reduce the efficacy of co-administered medications when
taken with Kayexalate. The approved labeling for Kayexalate includes its potential to decrease
absorption of lithium and thyroxine but extensive drug-drug interaction studies have not been
conducted. The FDA is requiring Concordia Pharmaceuticals to conduct studies on drug-drug
interactions after another drug with the same indication (Veltassa) bound to half of the
medications tested and decreased the efficacy of these medications. The recently approved
Veltassa contains a Boxed Warning recommending that other oral medications should be
administered at least 6 hours before or after taking Veltassa.

Article Link:
http://www.empr.com/safety-alerts-and-recalls/kayexalate-studies-required-drug-drug-
interactions/article/448863/
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The Popular Over-The-Counter Cold Medicine That Science Says Doesn't Work
October 26, 2015

The market for over-the-counter cold medicines is worth $8 billion annually, with a hefty
portion of that amount spent on drugs marketed as decongestants. But according to new
research, the cash many of us will spend on non-prescription decongestants this cold and flu
season won’t help us breathe any easier.

Article Link:
http://www.forbes.com/sites/daviddisalvo/2015/10/26/the-popular-over-the-counter-cold-
medicine-that-science-says-doesnt-work/

Keytruda improves lung cancer survival in new study
October 26, 2015

New data for Merck’s Keytruda suggests that the immunotherapy can improve survival in
patients with advanced non-small cell lung cancer (NSCLC) who expressed PD-L1, potentially
allowing the company to update the drug’s label.

Article Link:
http://www.pharmatimes.com/Article/15-10-
26/Keytruda_improves_lung_cancer_survival_in_new_study.aspx

MenB vaccine recommended for 16- to 23-year-olds
October 26, 2015

Serogroup B meningococcal (MenB) vaccination is recommended for adolescents and young
adults aged 16 to 23 years to provide short-term protection from most strains of serogroup B
meningococcal disease, according to a report published in the Oct. 23 issue of the U.S. Centers
for Disease Control and Prevention's Morbidity and Mortality Weekly Report.

Article Link:
http://medicalxpress.com/news/2015-10-menb-vaccine-year-olds.html
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Old drug may help keep Alzheimer's patients out of nursing homes
October 26, 2015

A cheap off-patent drug that relieves some symptoms of Alzheimer's disease may also help
keep people at an advanced stage of the illness out of nursing homes, at least for a while.
Research published on Tuesday showed that withdrawing the commonly used drug donepezil in
moderate-to-severe patients doubled their risk of moving into nursing care within a year,
although it made no difference during the following three years.

Article Link:
http://www.reuters.com/article/2015/10/27/us-health-alzheimers-drug-
idUSKCNOSL00920151027

Two types of flu vaccines delayed this year
October 27, 2015

Two drug companies have reported delays in shipping flu vaccines for children this season,
leading some doctors to run out of the needle-free, nasal variety that are especially popular
with kids. Medlmmune has announced that "unforeseen challenges" in production have
delayed shipment of its FluMist nasal spray vaccine. The company has shipped about 5 million
doses, a fraction of the 15 million that MedImmune announced it would distribute this season.
In a statement, Medlmmune said it plans to continue shipping "a significant number of
additional doses" of vaccine as they become available, until the end of the year.

Article Link:
http://www.usatoday.com/story/news/2015/10/26/two-types-flu-vaccines-delayed-
year/74650678/

No Need to Stop Taking Statins Before Surgery, Study Finds
October 27, 2015

Stopping cholesterol-lowering statins before non-cardiac surgery is unnecessary and may
increase the risk of death following the operation, researchers report. In their study, doctors
from the University of California, San Francisco (UCSF), found that although the practice of
stopping statins before an operation is no longer recommended, many patients are still being
told to do so.

Article Link:
http://consumer.healthday.com/cardiovascular-health-information-20/statins-news-780/no-
need-to-stop-taking-your-statin-before-surgery-study-704626.htm
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Drugs May Be as Good as Surgery for Chronic Sinusitis
October 29, 2015

If you struggle with chronic sinus infections and think surgery is the only way to end your
misery, new research suggests that's not always the case. Sticking with treatments that can
include nasal sprays, antibiotics and antihistamines may be as effective as surgery in helping
some patients achieve a better quality of life, the small study found.

Article link:
http://consumer.healthday.com/infectious-disease-information-21/antibiotics-news-30/drugs-
may-be-as-good-as-surgery-for-chronic-sinusitis-704720.html

Popular cholesterol drugs may make flu vaccine less effective
October 29, 2015

Millions of people who take statins to lower cholesterol may not get maximum protection from
flu vaccines, two new studies suggest. Both studies looked at the effectiveness of flu vaccines in
people who were or were not using statins. Taken together, the results connect statins to a
dampened immune response to flu vaccines and greater odds of respiratory infections during
flu season.

Article link:
http://www.reuters.com/article/2015/10/29/us-health-statins-flu-vaccine
idUSKCNOSN26720151029

People With Acne Take Antibiotics For Way Too Long: Study
October 30, 2015

Acne sufferers tend to go through a predictable wringer of treatments: over-the-counter
creams, prescription gels, and finally: oral antibiotics. If nothing works, dermatologists often
turn to a powerful medication called isotretinoin, which is better known by the brand name
Accutane.

Article link:
http://time.com/4094439/acne-antibiotics-isotretinoin/
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Opioids Boost Infection Risk in Arthritis Patients
October 30, 2015

Taking opioids appears to raise the risk for serious infections among patients with rheumatoid
arthritis (RA), according to Andrew W. Wiese, Department of Health Policy, Vanderbilt
University Medical Center, Nashville, TN, and colleagues. Their study, published in Arthritis &
Rheumatology, found that higher rates of infection were associated with long-acting opioids,
potentially immunosuppressive opioids, and those with a higher daily morphine-equivalent
dose.

Article link:
http://www.medpagetoday.com/Rheumatology/Arthritis/54413

Zelboraf 'Highly Effective' in Hairy Cell Leukemia
October 31, 2015

A short course of oral vemurafenib (Zelboraf) was found to be highly effective in patients with
relapsed or refractory hairy cell leukemia, producing remarkable response rates with low-grade
toxic effects, two single-group multicenter studies have shown.

Article link:
http://www.medpagetoday.com/HematologyOncology/Leukemia/54423

Beware Safety Risks Posed by 'Off-Label' Drug Use
November 02, 2015

"Off-label" drug use puts patients at risk for serious side effects, especially when scientific
evidence is lacking, a new study finds. Physicians prescribe "off-label" when they recommend
drugs for uses that have not been approved by the U.S. Food and Drug Administration. It's a
common and legal practice.

Article link:
http://consumer.healthday.com/general-health-information-16/prescription-drug-news-
551/beware-safety-risks-posed-by-off-label-drug-use-704854.html
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Nearly 60 percent of Americans — the highest ever — are taking prescription drugs
November 03, 2015

Nearly 3 in 5 American adults take a prescription drug, up markedly since 2000 because of
much higher use of almost every type of medication, including antidepressants and treatments
for high cholesterol and diabetes. In a study published Tuesday in the Journal of the American
Medical Association, researchers found that the prevalence of prescription drug use among
people 20 and older had risen to 59 percent in 2012 from 51 percent just a dozen years earlier.
During the same period, the percentage of people taking five or more prescription drugs nearly
doubled, to 15 percent from 8 percent.

Article link:
https://www.washingtonpost.com/news/to-your-health/wp/2015/11/03/more-americans-
than-ever-are-taking-prescription-drugs/

Gilead's Sovaldi Tied to Slow Heartbeat in Hepatitis C Patients
November 04, 2015

Gilead Sciences Inc.’s blockbuster hepatitis C medicine Sovaldi may trigger an abnormally slow
heartbeat and put patients at risk of passing out, according to French doctors who said
treatments containing the drug should be used with caution. The report, in a letter to the New
England Journal of Medicine, detailed episodes of a slowing heart rate that developed within
the first 10 days of Sovaldi therapy in three of 415 patients treated in 2014 at the Hospital
Cochin’s hepatology and cardiology group in Paris. All three received pacemakers within a week
to ensure their hearts maintained a healthy rhythm.

Article link:
http://www.bloomberg.com/news/articles/2015-11-04/gilead-s-sovaldi-tied-to-slow-
heartbeat-in-hepatitis-c-patients

CDC: Gonorrhea Showing More Resistance to Cefixime
November 04, 2015

The U.S. Centers for Disease Control and Prevention's latest tracking suggests that although
gonorrhea resistance to the antibiotic treatment cefixime declined between 2011 and 2013, it
started to rise again in 2014. The study findings are published as a research letter in the Nov. 3
issue of the Journal of the American Medical Association.

Article link:
http://www.physiciansbriefing.com/Article.asp?AID=704909
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Hormone-Like Drug Doesn't Help Women With Alzheimer's: Study
November 04, 2015

The drug raloxifene doesn't help the declining memory and thinking skills of women who have
mild to moderate dementia due to Alzheimer's disease, a small study suggests. "We found no
effect," said study researcher Dr. Victor Henderson, professor of health research and policy and
neurology and neurological sciences at Stanford University in California.

Article link:
http://consumer.healthday.com/cognitive-health-information-26/alzheimer-s-news-
20/hormone-like-drug-doesn-t-help-women-with-alzheimer-s-study-704872.html
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RECALLS*

Product
Type

Product Description

CLASS |

Code Info

Reason for
Recall

Recalling Firm

Drugs

Auvi-Q 0.3 mg Auto-
Injector

2081278 through

3037230, exp October

2015 through
December 2016

Class |

Potentially
inaccurate
dosage
delivery, which
may include
failure to
deliver drug.

Sanofi US

Drugs

Auvi-Q 0.15 mg Auto-
Injector

2081278 through

3037230, exp October

2015 through
December 2016.

Class |

Potentially
inaccurate
dosage
delivery, which
may include
failure to
deliver drug.

Sanofi US

Drugs

MIRACLE ROCK 48
capsules, packaged in 2 x 2-
count blisters, 4-count
capsules per carton,
Manufactured Exclusively
For: The One Minute
Miracle Inc

All lots through
Expiration Date
06/01/2018

Class |

Marketed
Without An
Approved
NDA/ANDA:
Miracle Rock 48
was found to
contain
undeclared
thiosildenafil,
an analogue of
an FDA
approved drug
for male
erectile
dysfunction
making this
product an
unapproved
drug.

The One
Minute Miracle
Inc

Drugs

MIRACLE DIET 30 capsules,
30-count bottle,
Manufactured Exclusively
For: The One Minute
Miracle Inc

All lots through
Expiration Date
04/15/2018

Class |

Marketed
Without An
Approved
NDA/ANDA:
Miracle Diet 30
was found to
contain
undeclared

The One
Minute Miracle
Inc
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Product
Type

Product Description

Code Info

Reason for
Recall
phenolphthalei
n, a drug
product once
contained in
over-the-
counter
laxatives but
was taken off
the U.S. market

Recalling Firm

due to safety
concerns,
making this
product an
unapproved
drug.
CLASS I
Lack of
Assurance of JD &SN Inc,,
ALPROSTADIL, Injectable Sterility; all dba Moses
Drugs Solution, t06152015@29 Class Il | sterile human Lake
40 MCG/ML, 10 mL vials compounded Professional
drugs within Pharmacy
expiry
01122015@4,
02022015@2,
02102015@29,
02202015@14,
03302015@9,
04132015@7,
04222015@4,
05062015@6, Lack of
05132015@2, Assurance of ID &SN Inc
ALPROSTADIL/PROCAINE, 05272015@11, . v
. . Sterility; all dba Moses
Drugs Injectable Solution, 06032015@1, Class Il | sterile human Lake
20 MCG/0.1%/ML, 10 mL 06102015@6, .
. compounded Professional
vial 06222015@9, drugs within Pharmacy
06232014@2, expiry
07082015@4,
07112014@22,
07292014@33,
08182014 @8,
09022014 @5,
09092014@27,
09172014 @3,
10082014@3,
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Froduct Product Description Code Info Class LRI Recalling Firm
Type Recall
10272014 @2,
11052014 @2,
11262014 @4,
t03062015@44,
t03242015@26,
106242015@8,
107182014@23,
111102014@21, and
112292014@19.
101212015@26,
101292015@12,
102062015@28,
102092015@14,
102182015@37,
103112015@21,
t03302015@3,
t05182015@26,
t0601201529, Lack of
106042015@31,
ALPROSTADIL/PROCAINE, | t06102015@29, Assurance of | JD &SN Inc.,
. . Sterility; all dba Moses
Drugs Injectable Solution, 106222015@36, Class 1l | sterile human Lake
40 MCG/0.1%/ML, 10 mL 107062015@4, compounded Professional
and 20 mL vials t07312014@30, drugs within Pharmacy
t08052014@19, expiry
110082014@18,
110132014 @8,
t10142014@11,
110232014@23,
111072014@7,
111112014 @24,
111182014@13,
112152014@15, and
112162014@7.
B1/B2/B3/B5/B12/ Lack of
LIDOCAINE/ISOLEUCINE Assurance of JD & SN Inc.,
/METHIONINE/CHOLINE Sterility; all dba Moses
Drugs /INOSITOL, t05122015@3 Class Il | sterile human Lake
Injectable Solution, compounded Professional
50/5/50/5/1/10/25/8/17/1 drugs within Pharmacy
7 MG/ML, 30 mL vial expiry
B1/B2/B5/B12 Lack of ID & SN Inc
/LIDOCAINE/ISOLEUCINE/ t105212015@13, Assurance of dba Moses Y
Drugs METHIONINE/CHOLINE/IN 106032015@22, Class Il Sterility; all Lake
OSITOL, t106102015@17, sterile human Professional
Injectable Solution t06292015@19 compounded Pharmacy
50/5/5/1/10/25/8/17/17 drugs within
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Product
Type

Product Description

Code Info

Reason for
Recall

Recalling Firm

MG/ML, 30 mM vial, expiry
CALMMEVITAMN asurance of | 1D SN n,
COMPOUI'\IDED B ! t106112015@21, Sterility; all dba Moses
Drugs COMPLEX t06172015@43, Class Il | sterile human Lake
Injectable'Sqution 30 mL t07062015@30 compou‘nd'ed Professional
vial, ’ drugs within Pharmacy
expiry
Lack of
Assurance of JD & SN Inc.,
EI;ONIXI(D)(I)\I':'(F:{OPIN t05062015@33, Sterility; all dba Moses
Drugs . . 108212014@16, Class Il | sterile human Lake
Injectable Solution, 4000 .
UNITS/ mL, 8 mL vial t02032015@14 compou.nd.ed Professional
’ drugs within Pharmacy
expiry
112172014@5, Lack of
t12162014@23, Assurance of JD & SN Inc.
CHORIONIC t09102014@s, Sterility; all dba Moses ’
Drugs GONADOTROPIN, t05272015@14, Class Il | sterile h'uman Lake
Injectable Solution, 1000 t105222015@20, .
UNITS/0.1 mL 1 mLvial, | t03202015@23, compounded | Professional
£03062015@32, and drugs within Pharmacy
£02122015@14. eXpIry
04292015@12,
05042015@8,
05202015@21,
06102015@25,
06242015@14,
07012015@8,
Lack of
CHORIONIC 307;,)0662;0155%115; Assurance of JD & SN Inc.,
GONADOTROPIN, t03122015@33' Sterility; all dba Moses
Drugs Injectable Solution,175 t03182015@45' Class Il | sterile human Lake
UNITS/1.5mg per syringe 103192015@2 ! compounded Professional
with Methylcobalamin t04082015@1;l, drugs within Pharmacy
£04082015@3, expiry
t04202015@22,
t05082015@27,
t05192015@29,
t06022015@37, and
t07152015@5
CHORIONIC 11032014@10, Lack of ID & SN Inc.,
Drugs GONADOTRORPIN, 12082014 @3, Class II Assurance of dba Moses
Injectable Solution, 200 t01082015@26, Sterility; all Lake
UNITS/0.1 ML, t03092015@26, sterile human Professional
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Product

Reason for

Product Description Code Info Recalling Firm
Type Recall
vial sizes: 4 mL; 5 mL; 6 mL; | t03132015@13, compounded Pharmacy
7.5mL; 103162015@12, drugs within
9mL, 10 mL; 12 mL; 15 mL; | t03242015@19, expiry
20 mL; 28 mL t04092015@21,
t05132015@28,
t05132015@44,
t05202015@22,
105262015@14,
105272015@36,
106172015@27,
106182015@7,
106242015@9,
106292015@11,
t107092015@42,
107102015@25,
108012014 @1,
t09122014@19,
109252014 @4,
112242014@2, and
112312014@8
112292014@35,
112192014@15,
112162014@29,
110232014 @24,
t09162014@29,
109032014 @6,
CHORIONIC 107252014@16, ;as‘;zfafnce o |ipesninc
GONADOTROPIN, t07142015@6, Sterility: all dba Moses Y
Drugs Injectable Solution, 5000 t07022015@8, Class 1| | sterile h'uman Lake
UNITS/0.1 mL, t06152015@32, compounded Professional
vial sizes: 5 mL; 6 mL; 8 mL; | t05272015@33, drugs within Pharmacy
10 mL, t104282015@11, expiry
t104162015@34,
t04092015@8,
t104022015@30,
102262015@24,
t02032015@21, and
t101232015@10
Lack of
CHORIONIC
e Preig
Drugs (S:;Jlmro?fNDED’ Injectable t07012015@9 Class Il | sterile human Lake .
150 UNITS/0.150 ML per compou'nd.ed Professional
syringe drugs within Pharmacy
expiry
Drugs CHORIONIC 01052015@18, Class Il | Lack of JD &SN Inc.,
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Product
Type

Product Description

GONADOTROPIN
COMPOUNDED, Injectable
Solution,

175 UNITS/0.175ML per
syringe,

packaged in 14, 26, and 40-
count containers

Code Info

01072015@12,
01122015@13,
01142015@7,

01192015@18,
01212015@16,
01262015@11,
02022015@13,
02192015@10,
02232015@22,
03042015@20,
03092015@46,
03162015@13,
03182015@17,
03252015@23,
03302015@13,
04012015@11,
04152015@14,
04212015@15,
04272015@13,
05062015@19,
05112015@27,
05202015@16,
05272015@29,
06032015@19,
06102015@27,
06152015@31,
06172015@40,
06222015@27,
06292015@27,
07012015@12,
07062015@16,
07092014@4,

07152015@13,
07162014@3,

07212014@4,

07232014@15,
07282014@14,
07302014@5,

08112014@19,
08182014@7,

08252014@14,
09022014@22,
09152014@10,
09172014@16,
09222014@86,

09292014@22,

Reason for
Recall
Assurance of
Sterility; all
sterile human
compounded
drugs within
expiry

Recalling Firm

dba Moses
Lake
Professional
Pharmacy
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Product

Product Description

Code Info

Class

Reason for

Recalling Firm

Type Recall
10062014@15,
10132014@20,
10222014@14,
10272014@13,
11032014@17,
11052014@159,
11262014@13,
12302014 @8,
t03022015@10,
t04072015@32,
t05112015@26,
t05152015@4,
t07132015@6
t01292015@25, Lack of
CHORIONIC t04132015@3, Assurance of JD & SN Inc.,
GONADOTROPIN s
COMPOUNDED. Iniectable t04232015@27, Sterility; all dba Moses
Drugs Solution » 1N t05132015@22, Class Il | sterile human Lake
! 106232015@26, compounded Professional
gor(i)nUZITS/ 0-2ML per t08052014@86, drugs within Pharmacy
yring t11042014@11. expiry
Lack of
CHORIONIC
st | e
MPOUNDED, Inj | !
Drugs gglutio?\U Injectable | 451592015@13 Class|l | sterile human | Lake
250 UNITS/0.25ML per compou‘nd'ed Professional
. drugs within Pharmacy
syringe )
expiry
Lack of
CHORIONIC
jcest | s
Drugs COMPOUNDED, Injectable | t03272015@13 and Class Il steriletuman Lake
: Solution, t04292015@14 compounded Professional
500 UNITS/0.5ML per pouna:
. drugs within Pharmacy
syringe -
expiry
Lack of
CHORIONIC
GONADOTROPIN/ Assu'r'ance of JD & SN Inc,,
CYANOCOBALAMIN t105112015@18, Sterility; all dba Moses
Drugs . . t05222015@21, Class Il | sterile human Lake
Injectable Solution, .
. t06092015@1 compounded Professional
1000 units/1 mL per s
. drugs within Pharmacy
syringe -
expiry
CHORIONIC Lack of JD &SN Inc.,
GONADOTROPIN Assurance of dba Moses
Drugs | /cyANOCOBALAMIN, t05192015@19 Class Il o1 erility; all Lake

Injectable Solution, 2000

sterile human

Professional
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Product
Type

Product Description

Code Info

Reason for
Recall

Recalling Firm

unit/Img/mL per syringe compounded Pharmacy
drugs within
expiry
Lack of
CYANOCOBALAMIN MDV ASSL.Ir.ance of D &SN Inc,,
(COMPOUNDED) Sterility; all dba Moses
Drugs ) L t01062015@24 Class Il | sterile human Lake
Injectable Solution, 1 .
MG/ML per syringe compounded Professional
drugs within Pharmacy
expiry
Lack of
DEXPANTHENOL, Assu.r.ance of JD &SN Inc,,
Injectable Solution Sterility; all dba Moses
Drugs 250 MG/ML, 30 mL. t05282015@25 Class Il | sterile human Lake _
svringes compounded Professional
yring drugs within Pharmacy
expiry
102162015@9, Lack of
t04132015@10, Assurance of ID &SN Inc
DIHYDROERGOTAMINE t05192015@15, Sterility: all dba Moses v
Drugs MESYLATE, Injectable t07062015@20, Class Il sterile\rl;uman Lake
8 | solution, 1 MG/ML, 20 mL | t07242014@11, .
. compounded Professional
syninge 108292014@13, drugs within Pharmac
t11212014@17, o igr ¥
t12312014@15 piry
Lack of
DMPS (DIMERCAPTO- Assurance of JD & SN Inc.,
PROPANESULFONIC NA Sterility; all dba Moses
Drugs (SINGLE USE ONLY), t07012015@25 Class Il | sterile human Lake
Injectable Solution, 500 compounded Professional
mg/mL, 5mL syringe drugs within Pharmacy
expiry
Lack of
EDETATE CALCIUM Assurance of JD & SN Inc.,
DISODIUM Sterility; all dba Moses
Drugs (SINGLE USE ONLY), t07012015@24 Class Il | sterile human Lake
Injectable Solution, 300 compounded Professional
mg/mL, 10 mL syringe drugs within Pharmacy
expiry
Lack of JD &SN Inc.,
Assurance of dba Moses
t03132015@20, Sterility; all
Drugs ESTRADIOL, Pellet, 12.5 mg £07072015@13 Class Il sterile human Lake ‘
Professional
compounded
L Pharmacy
drugs within
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
expiry
Lack of
Assurance of JD & SN Inc.,
Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 12 mg 07102015@10 Class Il | sterile human Lake
compounded Professional
drugs within Pharmacy
expiry
Lack of
Assurance of JD & SN Inc.,
Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 18 mg t07312014@14 Class Il | sterile human Lake
compounded Professional
drugs within Pharmacy
expiry
t12022014@19, Lack of
t08132014@24,
Assurance of JD & SN Inc,,
tgsggigigggg' Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 20 mg t06192015@25, Class Il | sterile human Lake
103192015@5 ’ compounded Professional
t02162015@1'1, drugs within Pharmacy
t02062015@12. expiry
Lack of
ESTRADIOL, Injectable Assurance of | JD &SN Inc.,
Drugs Solution, t03132015@5, Class Il ::::illlg\;:uar:an f:ljeMoses
20 mg/mL, 5 mL syringe t05182015@21 compounded Professional
drugs within Pharmacy
expiry
110222014@3,
110202014 @24,
Lack of
:ggg;;gﬂg;é: Assu.r.ance of JD & SN Inc.,
107222014@33 Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 25 mg t06112015@38' Class Il | sterile human Lake
t04232015@28' compounded Professional
t04072015@12: drugs within Pharmacy
t02182015@7, expiry
t01122015@14.
Lack of JD &SN Inc.,
Assurance of dba Moses
Drugs ESTRADIOL, Pellet, 30 mg t06162015@18 Class Il | Sterility; all Lake
sterile human Professional
compounded Pharmacy
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
drugs within
expiry
t12092014@19,
t11252014@18,
109222014@34,
t09082014@23,
t09052014@11,
Lack of
tg:;g;gijg;g: Assu.lr.ance of ID & SN Inc.,
107022015@34 Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 3 mg t06022015@28' Class Il | sterile human Lake
t05112015@13' compounded Professional
t03302015@22: drugs within Pharmacy
t03062015@27, expiry
t01232015@23,
t01022015@16,
10242014 @3,
10072014 @5.
t12242014@13,
t12092014@20,
111172014@26,
Lack of
:égg:;gijgig: Assu.r.ance of ID & SN Inc.,
108152014@8 Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 6 mg t07232014@2'1 Class Il | sterile human Lake
t06122015@14: compou‘nd'ed Professional
£05222015@11, drugs within Pharmacy
t04092015@S5, expiry
t02252015@11,
t01122015@34.
Lack of
111122014@22, Assurance of JD & SN Inc.,
110282014 @8, Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 75 mg t05122015@2, Class Il | sterile human Lake
t02022015@17, compounded Professional
t01282014@25. drugs within Pharmacy
expiry
Lack of
Eﬁgg;gijgi;; Assm.!r'ance of ID & SN Inc.,
t11072014@13 Sterility; all dba Moses
Drugs ESTRADIOL, Pellet, 9 mg t07202015@15' Class Il | sterile human Lake
t05142015@15: compou‘nd'ed Professional
£03052015@3. drugs within Pharmacy
expiry
Drugs ETHYL ALCOHOL t05192015@11 Class Il | Lack of JD & SN Inc.,
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Product
Type

Product Description

Code Info

Reason for
Recall

Recalling Firm

(STERILE FOR INJECTION) Assurance of dba Moses

100%, Sterility; all Lake

Injectable Solution, 200 sterile human Professional

PROOF, compounded Pharmacy

30 mL syringe drugs within
expiry
Lack of

EOLIC ACID Assu.lr.ance of JD &SN Inc.,

(COMPOUNDED), Ster.lllty; all dba Moses

Drugs . . t05192015@11 Class Il | sterile human Lake

Injectable Solution, .

5 mg/mL, 5 mL syringe, compou_nd_ed Professional
drugs within Pharmacy
expiry
Lack of

102182015@36, Assurance of JD & SN Inc.,

FOLIC ACID, Injectable t03052015@23, Sterility; all dba Moses

Drugs Solution, t03302015@17, Class Il | sterile human Lake
10 mg/mL, 30 mL syringe t05132015@33, compounded Professional
t06192015@20, drugs within Pharmacy
expiry
112012014 @6,
t09182014@28,
t09162014@31, Lack of
GLUTATHIONE MDV, 109162014@22, Assurance of JD & SN Inc.,
Injectable Solution, 200 108292014 @6, Sterility; all dba Moses
Drugs mg/mL, 108122014 @26, Class Il | sterile human Lake
syringe sizes: 60 mL, 90 mL; | t07222014@15, compounded Professional
100 mL; and 150 mL, 105262015@13, drugs within Pharmacy
t01192015@11, expiry
t05082015@4,
t04202015@13
Lack of
Assurance of JD &SN Inc,,
GI?UTATHIONE ('L), 103192015@31, Ster'ility; all dba Moses
Drugs Injectable Solution, 104272015@5 Class Il | sterile human Lake

75 mg/mL, 64 mL syringe, compounded Professional
drugs within Pharmacy
expiry
Lack of
Assurance of JD &SN Inc.,

GI?YCOPYRROLA.TE, £02052015@24 and Ster'ility; all dba Moses

Drugs Injectable Solution, 104282015@22 Class Il | sterile human Lake

0.2 mg/mL, 300 mL syringe ' compounded Professional
drugs within Pharmacy
expiry
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
t12192014@13,
t11212014@24,
HYDROXOCOBALAMIN 110022014 @24, Lack of
(PRESERVATIVE FREE) UNIT | t09092014@17, Assurance of JD & SN Inc.,
DOSE t06112015@34, Sterility; all dba Moses
Drugs SYRINGES, Injectable t05182015@12, Class Il | sterile human Lake
Solution, t03062015@39, compounded Professional
1.5 mg/0.25 mL, 20 mL t03032015@22, drugs within Pharmacy
syringes 102202015@18, expiry
t01292015@26,
t01192015@10.
HYDROXOCOBALAMIN Lack of
(PRESERVATIVE FREE) Assurance of JD & SN Inc.,
UNIT DOSE SYRINGES, t03312015@20, Sterility; all dba Moses
} . t05062015@28, X
Drugs Injectable Solution, 3 Class Il | sterile human Lake
t06082015@22, .
mg/0.25 mL, 105112015@17 compounded Professional
syringe sizes: 20 mL and 30 ) drugs within Pharmacy
mL expiry
Lack of
Assurance of JD & SN Inc,,
FC?I\?ISS?JEIODIEQEAMIN 110032014@12, Sterility; all dba Moses
Drugs . it 111032014@18, Class Il | sterile human Lake
Injectable Solution, .
1 mg/mL, 30 mL syringe t02022015@4 compounded Professional
’ drugs within Pharmacy
expiry
112232014@26
! Lack of
HYDROXOCOBALAMIN t10302014@14, Assurance of JD & SN Inc.,
t09232014@18, .
MULTIDOSE VIAL, £09052014@20 Sterility; all dba Moses
Drugs Injectable Solution, ! Class Il | sterile human Lake
. . t08132014@15, .
5 mg/mL, syringe sizes: compounded Professional
6 mL, 10 mL, 30 mL t07222014@253, drugs within Pharmac
’ ’ t06302015@24, . igr Y
£03192015@37. piry
Lack of
HYDROXYCOBALAMINE/
METHYLCOBALAMINE PF Assurance of | JD & SN Inc.,
UNIT DOSE Iniectable Sterility; all dba Moses
Drugs Solution b t07092015@35 Class Il | sterile human Lake
’ compounded Professional
1'5./1'5 mg/0.25 mL per drugs within Pharmacy
syringe -
expiry
HYDROXYPROGESTERONE 112182014@7, Lack of JD &SN Inc,,
CAPROATE OIL, injectable 112052014@12, Assurance of dba Moses
Drugs Solution, 110312014@21, Class Il | Sterility; all Lake
250 mg/mlL, syringe sizes: 110102014 @21, sterile human Professional
4 mL; 5mL; 6 mL; 10 mL; 110072014 @6, compounded Pharmacy
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Product
Type

Product Description

16 mL; 18 mL; 20 mL; and
22 mL

Code Info

t09172014@30,
t09152014@11,
t08132014@13,
t08112014@28,
t07282014@28,
t07282014@16,
t07012015@7,
t06302015@31,
106222015@17,
t06112015@14,
t06022015@17,
t05182015@24,
t05152015@19,
t05072015@9,
t04272015@19,
t04232015@22,
t04212015@16,
t04162015@21,
t04092015@2,
t04022015@27,
t03162015@16,
t03052015@25,
t03022015@13,
t02272015@22,
t02202015@23,
t02172015@8,
t02132015@19,
08202014@12,
05042015@11;
t02062015@29,
t03312015@5,
t06052015@3,
t06172015@47,
t06292015@13, and
t10232014@22,
t07242014@6

Class

Reason for
Recall

drugs within
expiry

Recalling Firm

Drugs

MEDROXYPROGESTERONE
ACETATE, injectable
Solution,

150MG/ML, 10mL syringe

t03182015@4 and
t07062015@5

Class Il

Lack of
Assurance of
Sterility; all
sterile human
compounded
drugs within
expiry

JD &SN Inc.,
dba Moses
Lake
Professional
Pharmacy

Drugs

METHIONINE/CHOLINE/
INOSITOL, injectable
Solution

t03192015@20,
t06012015@6,
t04292015@18,

Class Il

Lack of
Assurance of
Sterility; all

JD &SN Inc.,
dba Moses
Lake
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Product
Type

Product Description

Code Info

Reason for
Recall

Recalling Firm

, 25/50/50 MG/ML, 10 mL | t06192015@16, sterile human Professional
syringes t07012015@26 compounded Pharmacy
drugs within
expiry
Lack of
METHYLCOBALAMIN, £08062014@8, ;S::Irlicczl 0 f ﬁ:"\jgs'g:"
Drugs injectable Solution, t05152015@25, Class Il | sterile h'uman Lake
10 MG/ML, syringe sizes: t01192015@26, .
10mL; 22.5mL; and 30mL | t01072015@7. compounded | Professional
drugs within Pharmacy
expiry
112312014 @6,
112042014 @26,
111252014@31,
110302014 @35,
110282014@27,
110242014@14,
110032014 @26,
110012014@18,
109302014@13,
109222014@22, Lack of
METHYLCOBALAMIN, 109172014 @24, Assurance of JD & SN Inc.,
Injectable Solution, t09052014@1, Sterility; all dba Moses
Drugs 15 MG/ML, syringe sizes: t08132014@16, Class Il | sterile human Lake
5mL; 6 mL; 10 mL; 15 mL; 107302014 @2, compounded Professional
20 mL; 30 mL, t07222014@21, drugs within Pharmacy
t06302015@5, expiry
106182015@4,
t104102015@10,
t104062015@2,
103062015@8,
t03032015@1,
102102015@22,
t101272015@19,
t01052015@31,
03312015@14
112232014@10,
t12052014@10, Lack of
METHYLCOBALAMIN MDV, | t11182014@16,
. . Assurance of JD & SN Inc.,
Injectable Solution, 1 111182014 @1, .
MG/ML, £10202014@5, Ster.lllty; all dba Moses
Drugs | o\ ringe sizes: 4 mlL; 10 mL; | t10132014@2, Class Il | sterile h”:a d” ;ak? ool
12 mL; 15mL; 30 mL; 109292014@7, ;‘r’:;‘\’/:/‘i:hien PL‘;fr:':;a
50 mL; and 60 mL t07082015@6, expiry
t07082015@30,
t106112015@31,
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Froduct Product Description Code Info Class LRI Recalling Firm
Type Recall
t06092015@34,
t06052015@27,
t06022015@9,
t05282015@22,
t05262015@8,
t05202015@31,
t04272015@11,
t04132015@19,
t03182015@46,
t03172015@15,
t03052015@22,
t01192015@5.
t06242015@31,
t04022015@16,
t02182015@34,
t04172015@25,
t05132015@30,
t06192015@17
Lack of
Assurance of JD &SN Inc,,
METHYLCOBALAMIN MDV, | t06042015@22, Sterility; all dba Moses
Drugs Injectable Solution, 101202015@4, Class Il | sterile human Lake
2 MG/ML, 10mL syringe t05082015@5 compounded Professional
drugs within Pharmacy
expiry
Lack of
Assurance of JD &SN Inc,,
METHYLCOBALAMIN MDV, Sterility; all dba Moses
Drugs Injectable Solution, t05282015@23 Class Il | sterile human Lake
5 MG/ML, 30 mL syringe compounded Professional
drugs within Pharmacy
expiry
01022015@27,
01212015@13,
02042015@2,
METHYLCOBALAMIN ggéiggiigg Lack of
PRESERVATIVE FREE ! Assurance of JD & SN Inc.,
03092015@12, e
PREFILLED, Sterility; all dba Moses
. . 03182015@19, ,
Drugs Injectable Solution, 15 Class Il | sterile human Lake
03252015@7, .
MG/ML, compounded Professional
syringe size: 12 mL, 20 mL, 04152015@3, drugs within Pharmacy
30 mL, 40 mL, 60 mL 04292015@4, expiry
! ! 05112015@2,
05132015@10,
05262015@1,
06032015@6,
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Product

Product Description

Code Info

Class

Reason for

Recalling Firm

Type Recall
06082015@6,
06152015@5,
06242015@3,
06292015@9,
07092014 @1,
07292014@35,
08062014@3,
08272014@1,
09292014@12,
10202014@11,
11052014 @5,
11262014 @7,
12082014@11,
12292014 @5,
t04032015@17.
Lack of
METHYLCOBALAMIN Assurance of JD & SN Inc.,
PRESERVATIVE FREE Sterility; all dba Moses
Drugs PREFILLED t07142015@46 Class Il | sterile human Lake
Injectable Solution,1 compounded Professional
mg/mL, drugs within Pharmacy
expiry
METHYLCOBALAMIN/ Lack of
HYDROXOCOBALAMIN Assurance of JD & SN Inc.,
PRESERVATIVE FREE Sterility; all dba Moses
Drugs UNIT DOSE SYRINGES, :ggii;giggﬁ' Class Il | sterile human Lake
Injectable Solution, compounded Professional
2.5/0. 5MG/ML, 20 mL drugs within Pharmacy
syringe expiry
109172014@29,
t08252014@1, Z‘;E;fnce of JD & SN Inc
PAPAVERINE/PHENTOLAMI | t06082015@10, s N
NE, 103032015@26, Ster'lllty; all dba Moses
Drugs | | iectable Solution, 30MG | t02272015@23, Classl | sterile human | Lake
JIMG/ML, 10 mL syringe, | t01232015@12, compounded | Professional
t01122015@36, drugs within Pharmacy
£05132015@15 expIry
PAPAVERINE/PHENTOLAMI
NE/ ZZEroafnce of JD &SN Inc
QTROPINE/PROSTAGLANDI Sterility; all dba Moses
Drugs Injectable Solution, 9 MG t05222015@6 Class Il | sterile human Lake ‘
/1 MG/0. compou'nd'ed Professional
1MG/10MCG/ML, syringe drugs within Pharmacy
10 mL expiry
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
Lack of
PAPAVERINE/PHENTOLAMI Assurance of JD &SN Inc.,
EITEF/{OPINE/PROSTAGLANDI Sterility; all dba Moses
Drugs . . t03312015@8 Class Il | sterile human Lake
N, Injectable Solution, 30 .
MG/2 MG/0. IMG/20MCG, compou‘nd'ed Professional
10 mL syringe drugs within Pharmacy
expiry
Lack of
PAPAVERINE/PHENTOLAMI Assurance of JD & SN Inc.,
Drugs NI::/PROSTAGLA.NDIN, £10282014@28, Ster.ility; all dba Moses
Injectable Solution, 9 MG/1 102272015@9 Class Il | sterile human Lake
MG/10 MCG/ML, 10 mL compounded Professional
syringe drugs within Pharmacy
expiry
Lack of
Assurance of JD & SN Inc,,
PROC.AINE MDV, In.jectable 06152015@9, Ster.ility; all dba Moses
Drugs Solution,1%, container 104022015@17 Class Il | sterile human Lake
sizes: 30mL and 300mL ) compounded Professional
drugs within Pharmacy
expiry
112292014@29,
111262014@15,
111202014 @25,
111202014@10,
t08292014@26, Lack of
t07072015@20, Assurance of JD & SN Inc.,
106222015@10, Sterility; all dba Moses
Drugs ESSEZSTERONE' Pellet, t06162015@16, Class Il | sterile human Lake
t06012015@10, compounded Professional
t05292014@20, drugs within Pharmacy
t04302015@13, expiry
t04162015@8,
t03102015@3,
t02062015@13,
t01062015@20.
Lack of
t08042014@18, Assurance of JD &SN Inc.,
t07082015@26, Sterility; all dba Moses
Drugs Zg(())anEgSTERONE, Pellet, t07072015@12, Class Il | sterile human Lake
’ t03132015@6, compounded Professional
t02162015@12. drugs within Pharmacy
expiry
Drugs PROGESTERONE, Pellet, 110292014 @22, Class II Lack of JD &SN Inc.,
50mg t109022014@13, Assurance of dba Moses
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
108262014@11, Sterility; all Lake
t106192015@24, sterile human Professional
105072014 @11. compounded Pharmacy
drugs within
expiry
ssurance of [ o g g,
PYRIDOXINE HCL, injectable Sterility; all dba Moses
Drugs Solution, 100 mg/mL, 30mL | t05292015@5 Class Il sterile human Lake
syringe compou_nd_ed Professional
drugs within
- Pharmacy
expiry
Lack of
SERMORELIN/GHRP- t04162015@33, Assurance of JD & SN Inc.,
6/GHRP-2, Injectable t05112015@19, Sterility; all dba Moses

Drugs Solution, 105282015@2, Class Il | sterile human Lake
4.5/5.4/5.4AMG/9ML, 9mL t07062015@7, compounded Professional
syringe t07092015@43. drugs within Pharmacy

expiry
t10062014@19,
t09152014@13,
t08262014@1,
t08072014@20,
t05282015@28,
t03062015@14,
t02162015@26,
12222014@3,
11262014@86,
11172014@4,
11052014 @3,
Lack of
SERMORELIN/GHRP- 10272014@7, Assurance of JD & SN Inc.,
. 10222014@23, .
6/GHRP-2, Injectable Sterility; all dba Moses
. 10202014@?20, ,

Drugs Solution, 10152014@5 Class Il | sterile human Lake
9/5.4/5.4MG/9ML, 9mL ! compounded Professional
syringe 10012014@17, drugs within Pharmacy

09102014@3, expiry
08182014@9,
07222014@31,
06292015@10,
06232014@3,
06222015@6,
05132015@7,
05062015@7,
05042015@4,
04272015@8,
04222015@6,
03302015@11,
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Froduct Product Description Code Info LRI Recalling Firm
Type Recall
03252015@9,
02202015@24,
01232015@20,
01192015@1,
01052015@8.
t12052014@8,
111192014@26,
111032014@24,
110142014@27,
109172014 @2,
t08252014@30,
t07302014@12, Lack of
SERMORELIN/GHRP- t07092014@15, Assu.r.ance of JD & SN Inc.,
. t106022015@10, Sterility; all dba Moses
6/GHRP-2, Injectable .
Drugs Solution, 9/9/9MG/9IML, 9 t04302015@22, Class Il | sterile human Lake _
mL syringe t03312015@18, compounded Professional
t03172015@28, drugs within Pharmacy
103092015@38, expiry
t02102015@21,
10222014 @8,
10012014 @16,
05132015@5,
02172015@7,
01052015@9.
Lack of
Assurance of JD &SN Inc,,
SODIUM TETRADECYL Sterility; all dba Moses
Drugs SULFATE, Injectable 06152015@10 Class Il | sterile human Lake
Solution, 3%, 2 mL syringe, compounded Professional
drugs within Pharmacy
expiry
01202015@19,
05192015@3,
07222014@27,
08192014 @4,
09042014 @5, Lack of
09232014@21, Assurance of JD & SN Inc.,
10032014 @24, Sterility; all dba Moses
Drugs ;EgSTOSTERONE’ Pellet, 200 10092014@12, Class Il | sterile human Lake
12012014@16, compounded Professional
t01152015@6, drugs within Pharmacy
t02232015@23, expiry
t03122015@1,
t03202015@10,
t04232015@11,
t05062015@22,
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Froduct Product Description Code Info Reason for Recalling Firm
Type Recall
t05182015@29,
t06012015@12,
t06112015@10,
t06132014@15,
t08112014@30,
t12182014@19.
112152014@14,
t12012014@1,
t11202014@24,
t10032014@18,
109292014@8,
t09192014@15,
109162014@8, Lack of
t07132015@13, Assurance of JD & SN Inc.,
106122015@2, Sterility; all dba Moses
TESTOSTERONE, Pellet, 100 | t05262015@11, o
Drugs Class Il | sterile human Lake
me t05232014@5, compounded Professional
t04092015@14, drugs within Pharmacy
t03062015@26, expiry
t03042015@17,
t02272015@21,
t02182015@31,
t02092015@24,
t01162015@14,
t01022015@15,
11192014 @8.
Lack of
el s
TESTOSTERONE, Pellet, 106 | t05122015@7, o
Drugs Class Il | sterile human Lake
me t04012015@13, compounded Professional
t03062015@7. .
drugs within Pharmacy
expiry
112292014@16,
112022014@29,
111262014@23,
t11122014@9, Lack of
109262014 @9, Assurance of JD &SN Inc.,
109232014 @26, Sterility; all dba Moses
Drugs ;EgSTOSTERONE’ Pellet, 110 108222014@21, Class Il | sterile human Lake
’ t108152014@7, compounded Professional
t07022015@35, drugs within Pharmacy
106192014@7, expiry
t06102015@12,
t05012015@28,
t04162015@31,
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
t03052015@2,
102132015@22,
t01152015@7
112192014@18,
112092014@37,
t11252014@86,
t11192014@25,
110212014 @24,
110172014@18,
109252014@14, Lack of
t07162015@28, Assurance of JD & SN Inc.,
t07152014@12, Sterility; all dba Moses
TESTOSTERONE, Pellet, 112 | t07062015@13, 0o
Drugs Class Il | sterile human Lake
me t06042015@18, compounded Professional
t05282015@27, drugs within Pharmacy
104242015@23, expiry
103192015@35,
102242015@23,
102192015@15,
102062015@9,
101292015@27,
11052014@20,
04102015@9.
106022015@27, Lack of
t105272015@37, Assurance of JD & SN Inc.,
t105222015@16, Sterility; all dba Moses
Drugs LEgSTOSTERONE’ Pellet, 115 t03232015@16, Class Il | sterile human Lake
t03062015@36, compounded Professional
t01132015@8, drugs within Pharmacy
t01082015@15. expiry
Lack of
Assurance of JD & SN Inc,,
Sterility; all dba Moses
Drugs TESTOSTERONE, Pellet, 116 t04092015@12 Class Il | sterile human Lake
mg .
compounded Professional
drugs within Pharmacy
expiry
112052014@18,
Lack of
t11252014@19, Assurance of JD & SN Inc.,
t11192014@18, Sterility; all dba Moses
TESTOSTERONE, Pellet, 120 | t11112014@4, o
Drugs Class Il | sterile human Lake
me t09192014@18, compounded Professional
t09102014@20, drugs within Pharmacy
t08272014@10, expiry
106242015@30,
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Product
Type

Product Description

Code Info

t06022015@8,

t05202015@11,
t05042015@22,
t05012015@17,
t04102015@4,

t03302015@21,
t03202015@18,
t03052015@12,
t02252015@10,
t01302015@23,
t01232015@24,
t01142015@21

Class

Reason for
Recall

Recalling Firm

Drugs

TESTOSTERONE, Pellet, 125
mg

01052015@21,
01162015@21,
02122015@8,
03252015@14,
04022015@14,
04102015@8,
04172015@30,
05192015@8,
06162014@12,
07102015@6,
07222014@18,
08072014@3,
08192014@5,
09022014@36,
09102014@26,
09192014@19,
10032014@25,
10092014@11,
10282014 @1,
10312014 @8,
11122014@27,
12032014@13,
t03042015@89,
t06022015@13,
106272014@20.

Class Il

Lack of
Assurance of
Sterility; all
sterile human
compounded
drugs within
expiry

JD & SN Inc.,
dba Moses
Lake
Professional
Pharmacy

Drugs

TESTOSTERONE, Pellet, 130
mg

t06052015@16

Class Il

Lack of
Assurance of
Sterility; all
sterile human
compounded
drugs within
expiry

JD &SN Inc.,
dba Moses
Lake
Professional
Pharmacy

Drugs

TESTOSTERONE, Pellet, 25
mg

t12222014@29,
t11122014@23,

Class Il

Lack of
Assurance of

JD & SN Inc.,
dba Moses
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
110282014@9, Sterility; all Lake
109192014@14, sterile human Professional
108082014 @3, compounded Pharmacy
t03052015@6. drugs within
expiry
112292014@30,
t11202014@11,
110132014 @24,
t09042014@30,
108252014 @23, Lack of
:gggg;giggi:: Assu.r.ance of JD & SN Inc.,
TESTOSTERONE, Pellet, 50 | t06052015@8, Sterility; all dba Moses
Drugs mg 105162014@7, Class Il | sterile human Lake _
105072015@11 compounded Professional
t04302015@14: drugs within Pharmacy
£03102015@5, expiry
t03052015@8,
t03032015@33,
102182015@29,
101092015@2.
Lack of
£12082014@41, Assu.r.ance of JD &SN Inc,,
TESTOSTERONE, Pellet, 60 | t09152014@40, sterility; all dba Moses
Drugs mg 108062014@5, Class Il | sterile human Lake ‘
£02112015@16. compounded Professional
drugs within Pharmacy
expiry
Lack of
Eg;gé;gigggi Assu.r.ance of JD & SN Inc.,
TESTOSTERONE, Pellet, 70 | t03242015@18, Sterility; all dba Moses
Drugs me 105012015@14, Class Il | sterile human Lake ‘
£09052014@10 compounded Professional
t09182014@17t drugs within Pharmacy
expiry
112172014@7,
112092014@16, Lack of
110062014 @26, Assurance of JD &SN Inc.,
108252014 @4, Sterility; all dba Moses
Drugs TESTOSTERONE, Pellet, 76 105292015@3, Class Il sterile h’uman Lake
mg t05212015@18, compounded Professional
t05052014@11, e Pharmacy
t04012015@1, drugs within
£01202015@15, expiry
101052015@30.
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
110222014@22,
110032014@21, Lack of
t09092014@15, Assurance of Lza&'\jlzslgf"
109032014@11, Sterility; all
Drugs TmEgSTOSTERONE' Pellet, 80 t06292015@18, Class Il | sterile human Il;arlci?essional
106022015@6, compounded Pharmacy
102132015@16, drugs within
102122015@1, expiry
t01092015@5.
03302015@26,
10092014@13,
102272015@8,
t03182015@50, Lack of
t03192015@32, Assurance of ID &SN Inc.,
t106162015@24, Sterility: all dba Moses
Drugs TESTOSTERONE, Pellet, 90 | t07012015@4, sterile h'uman Lake
mg t07022015@29, compounded Professional
t08012014@17, Class Il drugs within Pharmacy
108012014 @6, expiry
t08042014@37,
t09032014@10,
112052014 @24,
112242014 @4.
112232014@27,
111112014@12,
t08072014@38,
t07142015@22, Lack of ID &SN Inc
TESTOSTERONE CYPIONATE | t07102015@26, Assurance of dba Moses v
(COMPOUNDED), 106232014@25, Sterility; all Lake
Drugs Injectable Solution, 200 t06042015@24, Class Il | sterile human Professional
MG/ML, syringe sizes: 5mL | 06172015@13, compounded Pharmacy
and 10mL 04202015@7, drugs within
03092015@11, expiry
02022015@3,
01192015@8,
01052015@10.
Assurance of JD & SN Inc,,
TESTOSTERONE CYPIONATE Sterility; all dba Moses
Drugs FOR SUBQ INJECTION, 112102014 @3, Class Il | sterile human Lake
Injectable Solution, 100 t06252015@37 compounded Professional
mg/mL, 10mL syringe, drugs within Pharmacy
expiry
TESTOSTERONE CYPIONATE | t12312014@11, Lack of JD &SN Inc,,
Drugs FOR SUBQ INJECTION, 110302014 @9, Assurance of dba Moses
Injectable Solution, 200 108062014 @28, Class Il | Sterility; all Lake
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Product
Type

Product Description

Code Info

Reason for
Recall

Recalling Firm

mg/mL, syringe size: 5ml t05292015@30, sterile human Professional
and 10mL, t04282015@12, compounded Pharmacy
104092015@22, drugs within
t03302015@1, expiry
t03102015@29,
t02172015@2,
t01292015@18,
12082014@10,
11242014 @5,
11122014@5,
10222014 @24,
10012014@19,
09242014@7,
09152014@17,
08152014@27,
08042014@6,
07112014@23,
07082015@8,
06172015@14,
05272015@12,
05132015@12,
04082015@1,
03092015@11,
02232015@2.
Lack of
Assurance of D &SNnc,,
TESTOSTERONE t02102015@6, Class Il | Sterility; all dba Moses
Drugs PROPRIONATE, Injectable t03162015@29, sterile h'uman Lake
Solution, 100 mg/mlL, t04142015@12, compounded Professional
syringe size: 10mL t05132015@11. drugs within Pharmacy
expiry
Lack of JD &SN Inc.,
Assu'r'ance of dba Moses
TESTOSTERONE/ANASTROZ | [0°132014@15, Sterility; all Lake
Drugs OLE, Pellet, 120/8 mg 108262014@18, Class Il | sterile human Professional
’ ! t11112014@21. compounded
L Pharmacy
drugs within
expiry
109262014@23,
£07282014@9, ;2thafnce o |D&sNinc,
t07012014@11, Sterility: all dba Moses
Drugs TESTOSTERONE/ANASTROZ | t06092015@8, Class Il sterile h'uman Lake
OLE, Pellet, 200/13 mg t05132015@6, compounded Professional
t02172015@13, drugs within Pharmacy
t01232015@7, expiry
07222015@1.
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Product
Type

Drugs

Product Description

TRIMIX, injectable Solution,
15MG/.5MG/5MCG/ML,
10mL syringe

Code Info

t12192014@8,
t12122014@20,
t11212014@2,
t10232014@25,
109292014 @4,
t09162014@13,
t08082014@19,
t06082015@2,
t05042015@2,
t04082015@21,
t04022015@24,
t03232015@5,
t02092015@25,
t01222015@89.

Class Il

Reason for
Recall

Lack of
Assurance of
Sterility; all
sterile human
compounded
drugs within
expiry

Recalling Firm

JD &SN Inc.,
dba Moses
Lake
Professional
Pharmacy

Drugs

TRIMIX, injectable Solution,
20MG/1MG/20MCG/ML,
10mL syringe

t11242014@14,
t10082014@1,
t08152014@22,
t08042014@31,
t07252014@19,
t07142015@19,
t07102015@24,
t07082014@2,
t04142015@25,
t04062015@16,
t02242015@29,
12152014@9,
12032014@4,
11122014@2,
10292014@3,
10012014@15,
09232014@23,
09032014@3,
08132014@1,
06242015@4,
06172015@12,
06102015@5,
05272015@10,
05182015@6,
05132015@9,
05042015@5,
04222015@8,
03112015@4,
02102015@30,
01232015@86,
01072015@5;

Class Il

Lack of
Assurance of
Sterility; all
sterile human
compounded
drugs within
expiry

JD & SN Inc.,
dba Moses
Lake
Professional
Pharmacy

Drugs

TRIMIX, injectable Solution,

t12082014@33,

Lack of

JD & SN Inc.,
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
30MG/1MG/10MCG, t12012014@10, Assurance of dba Moses
syringe sizes: 5 mL and 111072014 @5, Sterility; all Lake
10mL t10202014@19, Class Il | sterile human Professional
108282014@10, compounded Pharmacy
107282014@29, drugs within
t101222015@18, expiry
t02122015@33
£12012014@40, Lack of JD &SN Inc.,
£11042014@10 Assurance of | 4 M oses
TRIMIX, injectable Solution, t10012014@40: Sterility; all Lake
Drugs i?m(gsélMG/ZOMCG’ 10mL 108122014@27, Class Il z’:)enl;lLeoz:r;:dn Professional
103092015 @44, drugs within Pharmacy
t01082015@24. -
expiry
t12102014@2,
t11212014@14,
t11102014@22, Lack of
t11072014@10, Assurance of ﬁ:‘;g;‘:'
TRIMIX, injectable Solution, | t10102014@20, Sterility; all Lake
Drugs 30MG/2MG/20MCG, t08072014@37, Class Il | sterile human Professional
syringe size: 10mL t06222015@13, compounded Pharmacy
t106192015@27, drugs within
t06112015@23, expiry
t04142015@9,
t02272015@26.
Lack of JD &SN Inc.,
Assurance of dba Moses
TRIMIX, injectable Solution, | t02272015@24, Sterility; all Lake
Drugs 40MG/2MG/40MCG/ML, t04272015@22, Class Il | sterile human .
. . Professional
syringe size: 10mL t06022015@4. compounded
o Pharmacy
drugs within
expiry
Lack of JD &SN Inc.,
Assurance of dba Moses
VITAMIN B-COMPLEX, Class Il | Sterility; all Lake
Drugs Injectable Solution, Syringe | t04172015@20 sterile human .
size: 30 mL compounded Professional
L Pharmacy
drugs within
expiry
Lack of JD &SN Inc.,
VITAMIN D3 OIL, Injectable | t03032015@1, Assurance of dba Moses
Drugs Solution, 400,000 04062015@1, Sterility; all Lake
UNITS/ML, syringe size: 20 | 06292015@7, Class Il | sterile human Professional
mL t04092015@10 compounded Pharmacy
drugs within

Copyright© PerformRx, LLC 2015 All Rights Reserved



Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
expiry
;aszllj:)afnce of D &SN Inc,,
VITAMIN D3 OIL, Injectable t10242014@16, Sterility; all dba Moses
Solution, 50,000 UNITS/ML, . Lake
Drugs svringe sizes: 10 mL and 30 105282015@21, Class Il | sterile human Professional
yring ' t03182015@35. compounded
mL ey Pharmacy
drugs within
expiry
Xanax (alprazolam) tablets, | Lot # C111054; Exp. Class Il .
D D Pf Inc.
rugs 0.25 mg, 100-count bottle 02/16 Subpotent Drug 1zerinc
Lack of
?:::Iriin_czlff Chen Shwezin,
Drugs PROSTAGLANDIN PGE-1 Lot#: 09082015@36, Class Il sterile\rl;uman Inc. dba Park
g 40MCG/ML, 10mL vial Exp 10/8/15 Compounding
compounded
o Pharmacy
drugs within
expiry
Lack of
Assu.r.ance of Chen Shwezin,
Class Il | Sterility; all
Drugs METHYLCOBALAMIN Lot#: 09102015@6, Exp sterile human Inc. dba Park
g 1000MCG/ML, 10mL vial 3/8/16 Compounding
compounded
o Pharmacy
drugs within
expiry
Assurance of
TRI-MIX Sterility; all Chen Shwezin,
Drugs 10MCG+0.5MG+15MG/ML, Lot# 09152015@8, Exp, | Class Il | sterile human Inc. dba Park
. 10/15/15 compounded Compounding
5 mL vial, o
drugs within Pharmacy
expiry
Assurance of
Sterility; all Chen Shwezin,
EINE D
CAFFEINE + SODIUM Lot# 08062015@27, Class Il | sterile human Inc. dba Park
Drugs BENZOATE 500MG/ML, 35 .
. Exp, 11/4/15 compounded Compounding
mL vial o
drugs within Pharmacy
expiry
Assurance of
TRI-MIX Sterility; all Chen Shwezin,
Drugs 20MCG+0.5MG+15MG/ML, Lot# 09162015@4, Exp, | Class Il | sterile human Inc. dba Park
. 10/16/15 compounded Compounding
10 mL vial, ey
drugs within Pharmacy
expiry
Fenoglide (fenofibrate) . Failed Valeant
Drugs tablets, 120 mg Tablets, 90 Lot # 1300939, Expiry: Class Il | Dissolution Pharmaceutical

Ct Bottle

March 2016

Specifications:

s North
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Froduct Product Description Code Info Reason for Recalling Firm
Type Recall
Failed 24 America LLC
month
dissolution
testing
BIEST 66/34:
TESTOSTERONE :
PROGESTERONE IN OLIVE
OIL(Estradiol USP Lot #12192014:35@1,

Drugs Micronized (ED)/Estriol USP | Exp 6/17/2015; Lot # Class Il | Penicillin Cross | the
Micronized (E3): 02202015:68@46, Exp Contamination | Compounder
Testosterone : 8/19/15
Progesterone in Olive Qil)
3mg:4 mg: 100 mg/mL
suspension
BIEST 80/20 : PROGEST :

DHEA : TESTOST (Estriol
USP Micronized
(E3)/Estradiol (E2) Trit

Drugs (Yellow): Progesterone Lot #12312014:91@6, | Class |l | Penicillin Cross | the
USP: Exp 3/31/2015 Contamination | Compounder
Dehydroepiandrosterone
Micronized (DHEA):

Testosterone Trit) 2.5: 25 :

2.5:0.1MG TROCHE

BIEST CP 76/24: DHEA

(Estriol USP Micronized

(E3)/Estradiol (E2) Trit Lot # 12312014:91@6, Penicillin Cross | the

Drugs (Vellow) Exp 3/31/2015 Class I Contamination | Compounder
Dehydroepiandrosterone
Micronized (DHEA) 2.625
MG : 10 MG capsules
BIEST CP 80/20 (Estradiol Lot #02182015:78@22,

Drugs (E2) Trit (Yellow)/Estriol Exp 2/18/2016; Lot # Class Il | Penicillin Cross | the
USP Micronized (E3)) 1.25 02182015:98@23, Exp Contamination | Compounder
MG capsules 2/18/2016
BIEST CP 80/20 (Estradiol

Drugs (E2) Trit (Yellow)/Estriol Lot #01162015:59@13, | Class Il | Penicillin Cross | the
USP Micronized (E3)) 2.5 Exp 1/16/2016 Contamination | Compounder
MG capsules
BIEST TD 50/50 (Estradiol
USP Micronized (E2)/Estriol

Drugs USP Micronized (E3)) W/V Lot #01232015:03@14, | Class Il | Penicillin Cross | the
(weight /volume) 2.5 Exp 4/23/2015 Contamination | Compounder

MG/ML transdermal
cream, dispensed in 10 mL
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Product
Type

Product Description

prefilled syringes

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 50/50 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 4.0
MG/ML transdermal cream
packaged in 3mL syringes

Lot #12232014:11@21,
Exp 6/21/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 67/33 (Estradiol
(E2) TRIT (YELLOW)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 1.5
MG/ML Transdermal
cream, dispensed in 3 mL
prefilled, amber syringes

Lot # 03022015:71@18,
Exp 8/29/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 8 MG/ML
transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Lot #01232015:75@4,
Exp 7/22/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 0.25
MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot # 01262015:27 @46,
Exp 8/14/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 12.5
MG/ML 1.25MG/0.1ML
Transdermal cream,
dispensed in 1 mL prefilled,
amber syringes

Lot #01232015:17@35,
Exp 8/11/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3)) W/V
(weight/volume)
2.5MG/ML Transdermal
cream, dispensed in a) 3
mL and b) 10 mL prefilled,
amber syringes

a) Lot #
12162014:22@32, Exp
6/14/2015; Lot #
01122015:42@45, Exp
7/11/2015; b) Lot #
01212015:65@5, Exp
7/20/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol

Lot # 02062015:50@2,

Penicillin Cross

the
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Product
Type

Product Description

(E2) Trit (Yellow)/Estriol
USP Micronized (E3)) W/V
(weight/volume) 5 MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Code Info
Exp 8/25/2015

Class Il

Reason for
Recall
Contamination

Recalling Firm

Compounder

Drugs

BIEST TD 80/20 (Estriol USP
Micronized (E3)/Estradiol
(E2) Trit (Yellow))
W/V(weight/volume)
[2977] 6.25MG/ML
Transdermal cream,
dispensed in 1 mL prefilled,
amber syringes

Lot #12222014:95@21,
Exp 6/20/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (yellow) / Estriol
USP Micronized (E3)):
PROG (Progesterone USP
Micronized) W/V
2.5MG:100MG/ML
Transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Lot #01132015:97@2,
Exp 4/13/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized): DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)
VERSABASE 2.5:30:2.5:
0.25 MG/MLTransdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #12112014:43@19,
Exp 6/9/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)

Lot #12172014:08@24,
Exp 6/15/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

VERSABASE 5.0:30:2.5:
0.25 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume) 2.5 : 20 :
1.25:0.25 MG/ML
TRANSDERMAL
(Cream)Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01132015:45@15,
Exp 7/12/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)
VERSABASE 3: 25: 1.25:
0.25 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01232015:29@51,
Exp 7/22/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)
VERSABASE 6.5 : 30: 1.25:
0.25 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot # 01232015:52@49,
Exp 7/22/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol

Lot # 02022015:66@40,

Penicillin Cross

the
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Product
Type

Product Description

(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) IN VERSABASE
W/V (weight/volume) 2.5 :
25 :1.25MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Code Info

Exp 8/1/2015; Lot #
03022015:62@26, Exp
8/29/2015; Lot #
03062015:66@10, Exp
by 9/2/2015

Class Il

Reason for
Recall
Contamination

Recalling Firm

Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) IN VERSABASE
W/V (weight/volume) 4 :
67.5 :10MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Lot # 02252015:80@18,
Exp 8/24/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : TESTO
(Testosterone USP) : DHEA
(Dehydroepiandrosterone
Micronized) W/V
(weight/volume)
VERSABASE 2.5:17.5:1.25
:0.25MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01152015:68@24,
Exp 7/14/2015; and Lot
#02192015:15@12,
Exp 8/18/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : TESTO
(Testosterone USP) W/V
(weight/volume) 5.0 :20:1
MG/ML Transdermal
cream, dispensed in 5 mL
prefilled, amber syringes

Lot #01122015:21@8,
Exp 7/11/2015; Lot #
02092015:09@4, Exp
8/8/2015; Lot #
03092015:66@35, Exp
9/5/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Drugs

Product Description

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : TESTO
(Testosterone USP) W/V
(weight/volume)
1.25:100:0.625 MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Code Info

Lot # 01122015:25@6,
Exp 7/11/2015; Lot #
03042015:64@14, Exp
8/31/2015

Class Il

Reason for
Recall

Penicillin Cross
Contamination

Recalling Firm

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
TESTO (Testosterone USP)
W/V (weight/volume) 1.0
:4.0 MG/ML Transdermal
cream, dispensed in 3 mL
prefilled, amber syringes

Lot # 01052015:78@27,
Exp 7/4/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) VAN
CR (vanishing cream) W/V
(weight/volume) (4812)
2.5MG/ML Transdermal
cream, dispensed in a) ImL
and b)3 mL prefilled, amber
syringes

a) Lot #
12292014:90@21, Exp
6/27/2015; b) Lot #
02032015:55@13, Exp
8/2/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 83/17 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) W/V
(weight/volume) 1.2
MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01052015:05@12,
Exp 7/4/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 89/11 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) W/V
(weight/volume)
VERSABASE 2.25MG/ML
Transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Lot #12102014:93@49,
Exp 6/8/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 89/11 (Estradiol
(E2) Trit (Yellow)/Estriol

Lot # 02182015:05@17,
Exp 8/17/2015

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

USP Micronized (E3) W/V
(weight/volume)
VERSABASE 2.25MG/ML
Transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Code Info

Class

Class Il

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 91/9 (Estriol USP
Micronized (E3)/Estradiol
(E2) Trit (Yellow)) :
PROGESTERONE W/V
(weight/volume) PLO
(Pluronic F127 20% or
Polox 20% gel) 3.3 MG/ML :
40 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot # 12242014:95@3,
Exp 6/22/2015; Lot #
02042015:29@7; Exp
8/3/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

E2 (Estradiol (E2) Trit
(Yellow) : E3 (Estriol USP
Micronized (E3) : PROGEST
(Progesterone USP
Micronized) : TESTOST
(Testosterone USP) IN
OLIVEOILO0.75:3:50:
5MG capsules

Lot #02172015:64@24,
Exp 5/18/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) 4.0MG
capsules

Lot # 01142015:26@28,
Exp 1/14/2016

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) :
PROGESTERONE : DHEA
(Dehydroepiandrosterone
Micronized) W/V
(weight/volume)
VERSABASE 4.0:30:
4MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01282015:71@21,
Exp 7/27/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) :
PROGESTERONE W/V
(weight/volume) 4.0 : 100
MG/ML Transdermal
cream, dispensed in 3 mL
prefilled, amber syringes

Lot #12172014:36@7,
Exp 6/15/2015; Lot #
02202015:63@45, Exp
8/19/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) : ESTRADIOL
(E2) (Estradiol (E2) Trit
(Yellow)) : PROGEST
(Progesterone USP) : TESTO

Lot #01132015:27@20,
Exp 7/12/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

Code Info

Class

Reason for
Recall

Recalling Firm

(Testosterone USP) W/V

(weight/volume) 2 :0.1 : 35

: 0.5 MG/ML Transdermal

cream, dispensed in 10 mL

prefilled, amber syringes

ESTRIOL (E3) : ESTRADIOL

(E2) (Estradiol (E2) Trit

(Yellow)) : PROGEST

(Progesterone USP) : TESTO || 4 01162015:90@26, Penicillin Cross | the

Drugs (Testosterone USP) W/V Exp 7/15/2015 Class I Contamination | Compounder
(weight/volume) 2 :0.1: 30 P P
: 0.5 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes
ESTRIOL (E3) : ESTRADIOL
(E2) (Estradiol (E2) Trit
(Yellow)) : TESTO

Drugs (Testosterone USP) W/V Lot #12102014:82@10, | Class Il | Penicillin Cross | the
(weight/volume) 2.0: 0.1: Exp 6/8/2015 Contamination | Compounder
0.5MG/ML Transdermal
cream, dispensed in 5 mL
prefilled, amber syringes
ESTRIOL (E3) : TESTO Lot # 12292014:45@12,

(Testosterone USP) WV Exp 6/27/2015; Lot #

Drugs (weight/volume) 0.5MG : 01282015:06@16, Exp | Class Il | Penicillin Cross | the
2MG/ML Transdermal 7/27/2015; Lot # Contamination | Compounder
cream, dispensed in 3 mL 03022015:06@38, Exp
prefilled, amber syringes 8/29/2015

Drugs ESTRIOL (E3) 2.5MG Lot #01132015:97@2, | Class Il | Penicillin Cross | the
suppositories Exp 4/13/2015 Contamination | Compounder
ESTBIOL (E3) W/v Lot # 12302014:27@3;

(weight/volume) PGF 0.1% .
Drugs (1.0MG/ML) Transdermal use by 6/28/2015; and Class Il Pen|C|II|(1 CrF)ss the
. . Lot # 02252015:26@3; Contamination | Compounder
cream, is dispensed in 3 mL
prefilled, amber syringes use by 8/24/2015
ESTRIOL (E3) W/V
(weight/volume)

Drugs VERSABASE 3MG/ML Lot #01232015:87@5, | Class Il | Penicillin Cross | the
Transdermal cream, Exp 7/22/2015 Contamination | Compounder
dispensed in 5 mL prefilled,
amber syringes
ESTRIOL (E3) W/V a) Lot #

Drugs (weight/volume) 12292014:32@20, Exp | Class Il | Penicillin Cross | the
VERSABASE [4714] 0.05% 6/27/2015; b) Lot # Contamination | Compounder
(0.5MG/ML) transdermal 01082015:73@21, Exp
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Product
Type

Product Description

cream, dispensed in a) 1
mL and b) 3 mL prefilled,
amber syringes

Code Info
7/7/2015

Reason for
Recall

Recalling Firm

ESTRIOL 5 ESTRADIOL
(Estradiol (E2) Trit (Yellow))
0.95 ESTRONE (Estrone E1)
Trit (Red)) 0.02 TEST

Lot # 12182014:10@21,

Drugs (Testosterone USP) Exp 6/16/2015; Lot # Class Il | Penicillin Cross | the
0.75MG/ML W/V 01292015:64@13, Exp Contamination | Compounder
(weight/volume) 7/28/2015
transdermal cream,
dispensed in 10 mL
prefilled, amber syringes
TRIEST 70/20/10 ( Estriol
USP / Estradiol USP (E2) /

Drugs [E;gg}”fzfgﬂg;&“[ate) Lot # 12222014:81@25, | || Penicillin Cross | the

Exp 6/20/2015 Contamination | Compounder
transdermal cream,
dispensed in 1 mL prefilled
amber syringes
TRIEST 80/10/10 (E1/E2 Trit | Lot # 12302014:78@17,

Drugs - Estrone (E1)/Estradiol (E2) | Exp 12/30/2015, Lot # Class Il | Penicillin Cross | the
/ Estriol USP (E3)) (23) 5MG | 03032015:04@4, Exp Contamination | Compounder
capsules 3/2/2016
TRIEST 80/10/10 (Estrone

Drugs (E1) Trit / Estradiol (E2) Trit | Lot #01222015:18@3, | Class Il | Penicillin Cross | the
/ Estriol USP (E3)) 1.875MG | Exp 7/21/2015 Contamination | Compounder
capsules

Labeling:
Wrong Bar
Doxycycline Hyclate Class Il | Code; bar code
Drugs Tablets, USP, 100 mg, 500- 5331#513D0011FP8, Exp incorrectly C. O. Truxton
count bottle scans as
phenobarbital
tablets
Lack of
Assurance of
Sterility; FDA
07162015@3, exp inspection Pacific
Drugs Stanozolol 200 mg/ml 10/14/2015, identified GMP | Healthcare, Inc
Injection, 20 mL vial 08112015@1, exp Class Il | violations dba B&B
11/9/2015 potentially Pharmacy
impacting
product quality
and sterility
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
Lack of
Assurance of
10 ml-- 05252015@2, Sterility; FDA
exp 10/23/2015; inspection Pacific
Drugs :\'n?gft:g'r?"l%zrgf ;:%/ ;"(l | 06252015@2, exp Class Il | identified GMP | Healthcare, Inc
vials ! 10/23/2015 20 mL-- violations dba B&B
06252015@2, exp potentially Pharmacy
10/23/2015 impacting
product quality
and sterility
Lack of
Assurance of
07282015@7, exp Sterility; FDA
Testosterone Cypionate 10/26/2015, inspection Pacific
Drugs 250 mg/mL Injection, 10 07292015@6, Class Il | identified GMP | Healthcare, Inc
L vial ! 10/27/2015, violations dba B&B
08252015@4, potentially Pharmacy
11/23/2015 impacting
product quality
and sterility
Lack of
Assurance of
Sterility; FDA
07282015@8, exp inspection Pacific
Drugs Testosterone prop. 200 10/26/2015, Class Il | identified GMP | Healthcare, Inc
mg/ml Injection, 10 mLvial | 07302015@4, exp violations dba B&B
10/28/2015 potentially Pharmacy
impacting
product quality
and sterility
5 mL06022015@11,
exp 11/29/2015;
06082015@5, exp
12/5/2015;06112015@ Lack of
7, exp 12/8/2015; Assurance of
06112015@9, exp Sterility; FDA
PAPA+PGE1+PHENTO 12/8/2015; Class Il | inspection Pacific
Drugs (30mg/20mcg/1mg/ml) 06162015@7, exp identified GMP | Healthcare, Inc
Injection, 5 mL and 10 mL 12/13/2015; violations dba B&B
vials 07092015@6, potentially Pharmacy
exp 1/5/2016; impacting
07092015@7, product quality
exp 1/5/2016; and sterility
07162015@4,
exp 1/12/2016;
07202015@1, exp
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Product o Reason for . .
Product Description Code Info Class Recall Recalling Firm

Type

1/16/2016;
07202015@2, exp
1/16/2016;
08032015@6, exp
1/30/2016;
08142015@12, exp
2/10/2016;
08142015@13,
exp 2/10/2016;
08142015@7,
exp 2/10/2016;
08182015@14,
exp 2/14/2016;
08242015@6,
2/20/2016

---10 mL05042015@4,
exp 10/31/2015;
06012015@6,
exp 11/28/2015;
06022015@12,
exp 11/29/2015;
06032015@5,
exp 11/30/2015;
06082015@4,
exp 12/5/2015;
06082015@5,
exp 12/5/2015;
06112015@4,
exp 12/8/2015;
06152015@10,
exp 12/12/2015;
06162015@6,
exp 12/13/2015;
06232015@12,
exp 12/20/2015;
07012015@1,
exp 12/28/2015;
07092015@8,
exp 1/5/2016;
07132015@2,
exp 1/9/2016;
07152015@10,
exp 1/11/2016;
07162015@6,
exp 1/12/2016;
07272015@4,
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Product
Type

Product Description

Code Info

exp 1/23/2016;
07282015@3,
exp 1/24/2016;
07282015@4,
exp 1/24/2016;
07282015@5,
exp 1/24/2016;
07292015@4,
expl1/25/2016;
08032015@2,
exp 1/30/2016;
08032015@7, exp
1/30/2016;
08142015@10,
exp 2/10/2016;
08142015@11, exp
2/10/2016;
08142015@2,
exp 2/10/2016;
08142015@4,
exp 2/10/2016;
08142015@6, exp

Class

Reason for
Recall

Recalling Firm

2/10/2016;
08142015@8,
exp 2/10/2016;
08182015@12, exp
2/14/2016;
08182015@13,
exp 2/14/2016;
08312015@4,
exp 2/20/2016
Lack of
5ml--07212015@2, Assurance of
exp 1/17/2016; 10 ml -- Sterility; FDA
-05062015@17, exp inspection Pacific
Drugs I(DBAG)I::g;'nE:}rgI) Injection, 5 11/2/2015; Class Il | identified GMP | Healthcare, Inc
mL and 10 mL vials ! 07082015@10, exp violations dba B&B
1/4/2016; potentially Pharmacy
08312015@3, exp impacting
2/20/2016 product quality
and sterility
05072015@7, exp Lack of .
PGE 20meg/m Injection, 10 | 11/3/2015; Assurance of Eac'lft'f] |
Drugs | Vialmcg miinjection, 22| n5182015@3, Sterility; FDA dsaa B&Cgre' ne
11/14/2015; Class Il | inspection
Pharmacy

07152015@, 1/11/2016

identified GMP
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Product
Type

Product Description

Code Info

Reason for
Recall
violations
potentially
impacting
product quality
and sterility

Recalling Firm

Drugs

PAPA/PGE1/PHENTO
(30mg/50mcg/0.5mg/ml),
Injection, 10 mL vial

06012015@7, exp
11/28/2015

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy

Drugs

PAPA/PGE1/PHENTO
(30mg/10mg/1mg/ml)
Injection, 5 mL and 10 mL
vials

5 ml---07062015@2,
exp 1/2/2016 10 ml ---
06042015@4, exp
12/1/2015;
06052015@15, exp
12/2/2015;
07132015@3, exp
1/9/2016

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy

Drugs

PAPA/PGE1/PHENTO
(30mg/40mcg/1mg/ml)
Injection, 10 mL vial

07022015@3, exp
12/29/2015

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy

Drugs

PAPA/PGE1/PHENTO
(15mg/5mcg/0.5mg/ml)
Injection, 5 mL and 10 mL
vials

5 ml---07062015@1,
exp 1/2/2016; -—-- 10 ml
---07272015@3, exp
1/23/2016

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
Lack of
07062015@8, exp Assurance of
1/2/2016; Sterility; FDA
07162015@7, exp inspection Pacific
Drugs PGE 30mcg/ml Injection, 10 | 1/12/2016; Class Il | identified GMP | Healthcare, Inc
mL vials 07272015@5, exp violations dba B&B
1/23/2016; potentially Pharmacy
08142015@9, exp impacting
2/10/2016 product quality
and sterility
Lack of
Assurance of
Sterility; FDA
Class Il | inspection Pacific
Drugs fgﬁéjggg;’omg/ml) 07082015@4, exp identified GMP | Healthcare, Inc
oo - 1/5/2016 violations dba B&B
Injection, 5 mL vial i
potentially Pharmacy
impacting
product quality
and sterility
Lack of
Assurance of
Sterility; FDA
inspection Pacific
Drugs fﬁ?gfzﬁig?fg;(;/ml) 08032015@4, exp Class Il | identified GMP | Healthcare, Inc
o - ! 1/30/2016 violations dba B&B
Injection, 10 mL vial .
potentially Pharmacy
impacting
product quality
and sterility
Lack of
Assurance of
Sterility; FDA
inspection Pacific
Drugs PGE 25mcg/ml, Injection, 08242015@5, exp Class Il | identified GMP | Healthcare, Inc
10 mL vial 2/20/2016 violations dba B&B
potentially Pharmacy
impacting
product quality
and sterility
TESTOSTERONE CYPIONATE | t12232014@27, Lack of JD &SN Inc.,
(COMPOUNDED), t11112014@12, Assurance of dba Moses
Drugs Injectable Solution, 200 t08072014@38, Class Il | Sterility; all Lake
MG/ML, syringe sizes: 5SmL | t07142015@22, sterile human Professional
and 10mL t07102015@26, compounded Pharmacy
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Froduct Product Description Code Info LRI Recalling Firm
Type Recall
106232014@25, drugs within
t06042015@24, expiry
06172015@13,
04202015@7,
03092015@11,
02022015@3,
01192015@8,
01052015@10.
Assurance of JD &SN Inc,,
TESTOSTERONE CYPIONATE Sterility; all dba Moses
Drugs FOR SUBQ INJECTION, 112102014@3, Class Il | sterile human Lake
Injectable Solution, 100 t06252015@37 compounded Professional
mg/mL, 10mL syringe, drugs within Pharmacy
expiry
t12312014@11,
t10302014@9,
t08062014@28,
t05292015@30,
t04282015@12,
t04092015@22,
t03302015@1,
t03102015@29,
t02172015@2,
t01292015@18,
12082014@10, Lack of ID & SN Inc
TESTOSTERONE CYPIONATE | 11242014@5, Assurance of dba Moses v
FOR SUBQ INJECTION, 11122014 @5, Class Il | Sterility; all Lake
Drugs Injectable Solution, 200 10222014@24, sterile human Professional
mg/mL, syringe size: 5ml 10012014@159, compounded Pharmacy
and 10mL, 09242014@7, drugs within
09152014@17, expiry
08152014@27,
08042014 @6,
07112014@23,
07082015@8,
06172015@14,
05272015@12,
05132015@12,
04082015@1,
03092015@11,
02232015@2.
TESTOSTERONE £02102015@6, :‘;Egnce o ﬁa&,\jgs'gsc"
Drugs PROPRIONATE, Injectable t03162015@29, Class Il | Sterility; all Lake
Solution, 100 mg/mL, t04142015@12, o .
syringe size: 10mL t05132015@11. sterile human | Professional
compounded Pharmacy
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
drugs within
expiry
Lack of JD &SN Inc.,
Assullr.ance of dba Moses
TESTOSTERONE/ANASTROZ | [02132014@15, Sterility; all Lake
Drugs OLE, Pellet, 120/8 mg 108262014@18, Class Il | sterile human Professional
! ! 111112014 @21. compounded Pharmacy
drugs within
expiry
109262014@23,
£07282014@9, Zztgfnce o |ID&sNinc,
t07012014@11, Sterility: all dba Moses
Drugs TESTOSTERONE/ANASTROZ | t06092015@8, sterile h'uman Lake
OLE, Pellet, 200/13 mg t05132015@6, Class Il compounded Professional
t102172015@13, . Pharmacy
101232015@7, drugs within
07222015@1. expiry
112192014@8,
112122014@20,
111212014@2,
110232014@25, Lack of
109292014 @4, Assurance of JD & SN Inc.,
TRIMIX, injectable Solution, t09162014@13, Sterility; all dba Moses
Drugs | 15SMG/SMG/5MCG/ML, | [08082014@19, Classil | cterile human | 2K€
10mL syringe t06082015@2, compounded Professional
t05042015@2, drugs within Pharmacy
104082015@21, expiry
104022015@24,
103232015@5,
102092015@25,
101222015@9.
111242014@14,
110082014@1,
t108152014@22,
t08042014@31, Lack of
t07252014@19, Assurance of JD & SN Inc.,
TRIMIX, injectable Solution, :8;18;8122;2; Class || Sterility; all (::I?eMoses
Drugs igmfijm(;fOMCG/M L t07082014@2, :Jer:LeoTj:::ln: dn Professional
t04142015@25, drugs within Pharmacy
t04062015@16, expiry
102242015@29,
12152014@9,
12032014 @4,
11122014@2,
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A Product Description Code Info Class SEERI] Recalling Firm
Type Recall
10292014 @3,
10012014@15,
09232014@23,
09032014@3,
08132014@1,
06242015@4,
06172015@12,
06102015@5,
05272015@10,
05182015@6,
05132015@9,
05042015@5,
04222015@8,
03112015@4,
02102015@30,
01232015@6,
01072015@5;
112082014@33, Lack of
112012014@10, Assurance of JD & SN Inc.,
TRIMIX, injectable Solution, | t11072014@5, Sterility: all dba Moses
Drugs 30MG/1MG/10MCG, 110202014@19, Class Il sterile h'uman Lake
syringe sizes: 5 mL and t08282014@10, compounded Professional
10mL t107282014@29, drugs within Pharmacy
101222015@18, .
t02122015@33 expiry
£12012014@40, Lack of JD &SN Inc.,
- | t11042014@10 Assurance of | 4 Moses
TRIMIX, injectable Solution, t10012014@40: Sterility; all Lake
Drugs i?rl?:lgélMG/ZOMCG, 10mL 108122014@27, Class Il Zlenzll)eo::r;:dn Professional
t03092015@44, drugs within Pharmacy
t01082015@24. -
expiry
112102014@2,
t11212014@14,
111102014@22, Lack of
£11072014@10, Assurance of ﬁa&'\jgs'::"
TRIMIX, injectable Solution, | t10102014@20, Sterility; all Lake
Drugs 30MG/2MG/20MCG, t108072014@37, Class Il | sterile human Professional
syringe size: 10mL t06222015@13, compounded Pharmacy
t06192015@27, drugs within
t06112015@23, expiry
t04142015@9,
102272015@26.
Drugs TRIMIX, injectable Solution, | t02272015@24, Lack of JD &SN Inc,,
40MG/2MG/40MCG/ML, t04272015@22, Class Il | Assurance of dba Moses
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Product
Type

Product Description

Code Info

Reason for
Recall

Recalling Firm

syringe size: 10mL 106022015@4. Sterility; all Lake
sterile human Professional
compounded Pharmacy
drugs within
expiry
Lack of JD &SN Inc.,
Assurance of dba Moses
VITAMIN B-COMPLEX, Sterility; all Lake
Drugs Injectable Solution, Syringe | t04172015@20 Class Il | sterile human .
. Professional
size: 30 mL compounded
o Pharmacy
drugs within
expiry
,I&izlfjrc:nce of D &SN Inc,,
VITAMIN D3 OIL, Injectable | t03032015@1, Sterility: all dba Moses
Drugs Solution, 400,000 04062015@1, Class || sterile\rlm'uman Lake
g UNITS/ML, syringe size: 20 | 06292015@7, compounded Professional
mL t04092015@10 P - Pharmacy
drugs within
expiry
,I&izlfjrc:nce of D &SN Inc,,
VITAMIN D3 OIL, Injectable +10242014@16, Sterility: all dba Moses
Solution, 50,000 UNITS/ML, . Lake
Drugs svringe sizes: 10 mL and 30 105282015@21, Class Il | sterile human Professional
yring ' 103182015@35. compounded
mL o Pharmacy
drugs within
expiry
Xanax (alprazolam) tablets, | Lot # C111054; Exp. Class Il .
Drugs 0.25 mg, 100-count bottle 02/16 Subpotent Drug | Pfizer Inc.
Lack of
Qfes::'i?n.caelrf Chen Shwezin,
Drugs PROSTAGLANDIN PGE-1 Lot#: 09082015@36, Class Il steriletuman Inc. dba Park
& 40MCG/ML, 10mL vial Exp 10/8/15 Compounding
compounded Pharmac
drugs within ¥
expiry
Lack of
?:::J”rizzn.c:”of Chen Shwezin,
Drugs METHYLCOBALAMIN Lot#: 09102015@6, Exp Class II sterile\({uman Inc. dba Park
& 1000MCG/ML, 10mL vial 3/8/16 Compounding
compounded
o Pharmacy
drugs within
expiry
TRI-MIX Assurance of Chen Shwezin,
Drugs 10MCG+0.5MG+15MG/ML, Lot 0915201>@8, Exp, Class Il | Sterility; all Inc. dba Park

5 mLvial,

10/15/15

sterile human

Compounding

Copyright© PerformRx, LLC 2015 All Rights Reserved




Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
compounded Pharmacy
drugs within
expiry
Assurance of
Sterility; all Chen Shwezin,
CAFFEINE + SODIUM Lot# 08062015@27, Class Il | sterile human Inc. dba Park

Drugs BENZOATE 500MG/ML, 35 .

mL vial Exp, 11/4/15 compou‘nd'ed Compounding
drugs within Pharmacy
expiry
Assurance of

TRI-MIX Ster.ility; all Chen Shwezin,

Drugs 20MCG+0.5MG+15MG/ML, Lot# 09162015@4, Exp, | Class Il | sterile human Inc. dba Pal."k

10 mL vial, 10/16/15 compou.nd.ed Compounding
drugs within Pharmacy
expiry
Failed
Dissolution Valeant
Fenoglide (fenofibrate) . Specifications: .
Drugs tablets, 120 mg Tablets, 90 Lot # 1300939, Expiry: Class Il | Failed 24 Pharmaceutical
Ct Bottle March 2016 month > Noth
. . America LLC
dissolution
testing
BIEST 66/34:
TESTOSTERONE :
PROGESTERONE IN OLIVE
OIL(Estradiol USP Lot #12192014:35@1,

Drugs Micronized (ED)/Estriol USP | Exp 6/17/2015; Lot # Class Il | Penicillin Cross | the
Micronized (E3): 02202015:68@46, Exp Contamination | Compounder
Testosterone : 8/19/15
Progesterone in Olive Qil)
3mg:4 mg: 100 mg/mL
suspension
BIEST 80/20 : PROGEST :

DHEA : TESTOST (Estriol
USP Micronized
(E3)/Estradiol (E2) Trit

Drugs (Yellow): Progesterone Lot #12312014:91@6, | Class |l | Penicillin Cross | the
USP: Exp 3/31/2015 Contamination | Compounder
Dehydroepiandrosterone
Micronized (DHEA):

Testosterone Trit) 2.5:25:
2.5:0.1MG TROCHE
Drugs ?Elftsr-:—ofzzs/l\z/lfcrz:lizd Lot #12312014:91@6, Class II Penicillin Cross | the
Exp 3/31/2015 Contamination | Compounder

(E3)/Estradiol (E2) Trit
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Product
Type

Product Description

(Yellow) :
Dehydroepiandrosterone
Micronized (DHEA) 2.625
MG : 10 MG capsules

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST CP 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3)) 1.25
MG capsules

Lot #02182015:78@22,
Exp 2/18/2016; Lot #
02182015:98@23, Exp
2/18/2016

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST CP 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3)) 2.5
MG capsules

Lot #01162015:59@13,
Exp 1/16/2016

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 50/50 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 2.5
MG/ML transdermal
cream, dispensed in 10 mL
prefilled syringes

Lot #01232015:03@14,
Exp 4/23/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 50/50 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 4.0
MG/ML transdermal cream
packaged in 3mL syringes

Lot #12232014:11@21,
Exp 6/21/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 67/33 (Estradiol
(E2) TRIT (YELLOW)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 1.5
MG/ML Transdermal
cream, dispensed in 3 mL
prefilled, amber syringes

Lot # 03022015:71@18,
Exp 8/29/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 8 MG/ML
transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Lot #01232015:75@4,
Exp 7/22/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 0.25
MG/ML Transdermal
cream, dispensed in 10 mL

Lot #01262015:27 @46,
Exp 8/14/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

prefilled, amber syringes

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 80/20 (Estradiol
USP Micronized (E2)/Estriol
USP Micronized (E3)) W/V
(weight /volume) 12.5
MG/ML 1.25MG/0.1ML
Transdermal cream,
dispensed in 1 mL prefilled,
amber syringes

Lot #01232015:17@35,
Exp 8/11/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3)) W/V
(weight/volume)
2.5MG/ML Transdermal
cream, dispensed in a) 3
mL and b) 10 mL prefilled,
amber syringes

a) Lot #
12162014:22@32, Exp
6/14/2015; Lot #
01122015:42@45, Exp
7/11/2015; b) Lot #
01212015:65@5, Exp
7/20/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3)) W/V
(weight/volume) 5 MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Lot # 02062015:50@2,
Exp 8/25/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estriol USP
Micronized (E3)/Estradiol
(E2) Trit (Yellow))
W/V(weight/volume)
[2977] 6.25MG/ML
Transdermal cream,
dispensed in 1 mL prefilled,
amber syringes

Lot # 12222014:95@21,
Exp 6/20/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (yellow) / Estriol
USP Micronized (E3)):
PROG (Progesterone USP
Micronized) W/V
2.5MG:100MG/ML
Transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Lot # 01132015:97@2,
Exp 4/13/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP

Lot # 12112014:43@19,
Exp 6/9/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

Micronized): DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)
VERSABASE 2.5:30:2.5:
0.25 MG/MLTransdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)
VERSABASE 5.0:30:2.5:
0.25 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #12172014:08 @24,
Exp 6/15/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume) 2.5 : 20 :
1.25:0.25 MG/ML
TRANSDERMAL
(Cream)Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01132015:45@15,
Exp 7/12/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)
VERSABASE 3: 25: 1.25:

Lot #01232015:29@51,
Exp 7/22/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

0.25 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) : TESTO
(Testosterone Trit) W/V
(weight/volume)
VERSABASE 6.5 : 30: 1.25:
0.25 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01232015:52@49,
Exp 7/22/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) IN VERSABASE
W/V (weight/volume) 2.5 :
25:1.25MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Lot # 02022015:66@40,
Exp 8/1/2015; Lot #
03022015:62@26, Exp
8/29/2015; Lot #
03062015:66@10, Exp
by 9/2/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : DHEA
(Dehydroepiandrosterone
Micronized) IN VERSABASE
W/V (weight/volume) 4 :
67.5 :10MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Lot # 02252015:80@18,
Exp 8/24/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : TESTO

Lot #01152015:68@24,
Exp 7/14/2015; and Lot
#02192015:15@12,
Exp 8/18/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

(Testosterone USP) : DHEA
(Dehydroepiandrosterone
Micronized) W/V
(weight/volume)
VERSABASE 2.5:17.5:1.25
:0.25MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : TESTO
(Testosterone USP) W/V
(weight/volume) 5.0 :20 :1
MG/ML Transdermal
cream, dispensed in 5 mL
prefilled, amber syringes

Lot #01122015:21@8,
Exp 7/11/2015; Lot #
02092015:09@4, Exp
8/8/2015; Lot #
03092015:66@35, Exp
9/5/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
PROG (Progesterone USP
Micronized) : TESTO
(Testosterone USP) W/V
(weight/volume)
1.25:100:0.625 MG/ML
Transdermal cream,
dispensed in 10 mL
prefilled, amber syringes

Lot # 01122015:25@6,
Exp 7/11/2015; Lot #
03042015:64@14, Exp
8/31/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) :
TESTO (Testosterone USP)
W/V (weight/volume) 1.0
:4.0 MG/ML Transdermal
cream, dispensed in 3 mL
prefilled, amber syringes

Lot #01052015:78@27,
Exp 7/4/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 80/20 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) VAN
CR (vanishing cream) W/V
(weight/volume) (4812)
2.5MG/ML Transdermal
cream, dispensed in a) ImL
and b)3 mL prefilled, amber

a) Lot #
12292014:90@21, Exp
6/27/2015; b) Lot #
02032015:55@13, Exp
8/2/2015

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

syringes

Code Info

Reason for
Recall

Recalling Firm

Drugs

BIEST TD 83/17 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) W/V
(weight/volume) 1.2
MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01052015:05@12,
Exp 7/4/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 89/11 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) W/V
(weight/volume)
VERSABASE 2.25MG/ML
Transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Lot # 12102014:93 @49,
Exp 6/8/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 89/11 (Estradiol
(E2) Trit (Yellow)/Estriol
USP Micronized (E3) W/V
(weight/volume)
VERSABASE 2.25MG/ML
Transdermal cream,
dispensed in 3 mL prefilled,
amber syringes

Lot # 02182015:05@17,
Exp 8/17/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

BIEST TD 91/9 (Estriol USP
Micronized (E3)/Estradiol
(E2) Trit (Yellow)) :
PROGESTERONE W/V
(weight/volume) PLO
(Pluronic F127 20% or

Polox 20% gel) 3.3 MG/ML :

40 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot # 12242014:95@3,
Exp 6/22/2015; Lot #
02042015:29@7; Exp
8/3/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

E2 (Estradiol (E2) Trit
(Yellow) : E3 (Estriol USP
Micronized (E3) : PROGEST
(Progesterone USP
Micronized) : TESTOST
(Testosterone USP) IN
OLIVEOIL0.75:3:50:
5MG capsules

Lot #02172015:64@24,
Exp 5/18/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) 4.0MG
capsules

Lot #01142015:26@28,
Exp 1/14/2016

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) :

Lot #01282015:71@21,

Class Il

Penicillin Cross

the
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Product
Type

Product Description

PROGESTERONE : DHEA
(Dehydroepiandrosterone
Micronized) W/V
(weight/volume)
VERSABASE 4.0:30:
4MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Code Info
Exp 7/27/2015

Reason for
Recall
Contamination

Recalling Firm

Compounder

Drugs

ESTRIOL (E3) :
PROGESTERONE W/V
(weight/volume) 4.0 : 100
MG/ML Transdermal
cream, dispensed in 3 mL
prefilled, amber syringes

Lot # 12172014:36@7,
Exp 6/15/2015; Lot #
02202015:63@45, Exp
8/19/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) : ESTRADIOL
(E2) (Estradiol (E2) Trit
(Yellow)) : PROGEST
(Progesterone USP) : TESTO
(Testosterone USP) W/V
(weight/volume) 2 :0.1: 35
: 0.5 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot #01132015:27@20,
Exp 7/12/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) : ESTRADIOL
(E2) (Estradiol (E2) Trit
(Yellow)) : PROGEST
(Progesterone USP) : TESTO
(Testosterone USP) W/V
(weight/volume) 2 :0.1: 30
: 0.5 MG/ML Transdermal
cream, dispensed in 10 mL
prefilled, amber syringes

Lot # 01162015:90@26,
Exp 7/15/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) : ESTRADIOL
(E2) (Estradiol (E2) Trit
(Yellow)) : TESTO
(Testosterone USP) W/V
(weight/volume) 2.0: 0.1:
0.5MG/ML Transdermal
cream, dispensed in 5 mL
prefilled, amber syringes

Lot #12102014:82@10,
Exp 6/8/2015

Class Il

Penicillin Cross
Contamination

the
Compounder

Drugs

ESTRIOL (E3) : TESTO
(Testosterone USP) WV
(weight/volume) 0.5MG :
2MG/ML Transdermal
cream, dispensed in 3 mL

Lot #12292014:45@12,
Exp 6/27/2015; Lot #
01282015:06@16, Exp
7/27/2015; Lot #
03022015:06 @38, Exp

Class Il

Penicillin Cross
Contamination

the
Compounder
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Product
Type

Product Description

Code Info

Reason for
Recall

Recalling Firm

prefilled, amber syringes 8/29/2015

Drugs ESTRIOL (E3) 2.5MG Lot #01132015:97@2, | Class |l | Penicillin Cross | the
suppositories Exp 4/13/2015 Contamination | Compounder
ESTRIOL (E3) W/V Lot # 12302014:27@3;

(weight/volume) PGF 0.1% -
Drugs (1.0MG/ML) Transdermal use by 6/28/2015; and Class Il Pen|C|II||:1 CrPSS the
. . Lot #02252015:26@3; Contamination | Compounder
cream, is dispensed in 3 mL
prefilled, amber syringes use by 8/24/2015
ESTRIOL (E3) W/V
(weight/volume)

Drugs VERSABASE 3MG/ML Lot #01232015:87@5, | ClassIl | Penicillin Cross | the
Transdermal cream, Exp 7/22/2015 Contamination | Compounder
dispensed in 5 mL prefilled,
amber syringes
ESTRIOL (E3) W/V
(weight/volume) a) Lot #

VERSABASE [4714] 0.05% 12292014:32@20, Exp Penicillin Cross | the

Drugs (0.5MG/ML) transdermal 6/27/2015; b) Lot # Class Il Contamination | Compounder
cream, dispensed in a) 1 01082015:73@21, Exp
mL and b) 3 mL prefilled, 7/7/2015
amber syringes
ESTRIOL 5 ESTRADIOL
(Estradiol (E2) Trit (Yellow))

0.95 ESTRONE (Estrone E1)
Trit (Red)) 0.02 TEST Lot #12182014:10@21, | Class Il

Drugs (Testosterone USP) Exp 6/16/2015; Lot # Penicillin Cross | the
0.75MG/ML W/V 01292015:64@13, Exp Contamination | Compounder
(weight/volume) 7/28/2015
transdermal cream,
dispensed in 10 mL
prefilled, amber syringes
TRIEST 70/20/10 ( Estriol
USP / Estradiol USP (E2) /

Drugs I{Egs;c);o]nlezgllv)lg;ll&ul_rate) Lot #12222014:81@25, Class || Penicillin Cross | the

Exp 6/20/2015 Contamination | Compounder
transdermal cream,
dispensed in 1 mL prefilled
amber syringes
TRIEST 80/10/10 (E1/E2 Trit | Lot # 12302014:78@17,

Drugs - Estrone (E1)/Estradiol (E2) | Exp 12/30/2015, Lot # Class Il | Penicillin Cross | the
/ Estriol USP (E3)) (23) 5MG | 03032015:04@4, Exp Contamination | Compounder
capsules 3/2/2016

Drugs (TERll)Eifj)/Els(t){ algi(()lE‘;‘tErz")”Terit Lot #01222015:18@3, | 925" | penicillin Cross | the

Exp 7/21/2015 Contamination | Compounder

/ Estriol USP (E3)) 1.875MG
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
capsules
Labeling:
Wrong Bar
Doxycycline Hyclate Code; bar code
Drugs Tablets, USP, 100 mg, 500- I(_)c;t/f513D0011FP8, Exp Class Il | incorrectly C. O. Truxton
count bottle scans as
phenobarbital
tablets
Lack of
Assurance of
Sterility; FDA
07162015@3, exp Class Il | inspection Pacific
Drugs Stanozolol 200 mg/ml 10/14/2015, identified GMP | Healthcare, Inc
Injection, 20 mL vial 08112015@1, exp violations dba B&B
11/9/2015 potentially Pharmacy
impacting
product quality
and sterility
Lack of
Assurance of
10 ml-- 05252015@2, Sterility; FDA
exp 10/23/2015; inspection Pacific
Drugs :\r']?:ft:g'n‘fnlzzngf ;%/ rzn(l || 06252015@2, exp Class Il | identified GMP | Healthcare, Inc
vials 10/23/2015 20 mL-- violations dba B&B
06252015@2, exp potentially Pharmacy
10/23/2015 impacting
product quality
and sterility
Lack of
Assurance of
07282015@7, exp Sterility; FDA
. 10/26/2015, inspection Pacific
Drugs ;E;t‘;:;‘;;fi‘lemceyc‘:gga;% 07292015@86, Class Il | identified GMP | Healthcare, Inc
L vial ! 10/27/2015, violations dba B&B
08252015@4, potentially Pharmacy
11/23/2015 impacting
product quality
and sterility
Lack of
07282015@8, exp ?:::Li;‘c;;; Pacific
Drugs Testosterone prop. 200 10/26/2015, Class || inspecti’on Healthcare, Inc
mg/ml Injection, 10 mLvial | 07302015@4, exp . . dba B&B
10/28/2015 |c‘ient|'f|ed GMP Pharmacy
violations
potentially
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Product
Type

Product Description

Code Info

Reason for
Recall
impacting
product quality
and sterility

Recalling Firm

Drugs

PAPA+PGE1+PHENTO
(30mg/20mcg/1mg/ml)
Injection, 5 mL and 10 mL
vials

5 mL06022015@11,
exp 11/29/2015;
06082015@5, exp
12/5/2015;06112015@
7, exp 12/8/2015;
06112015@9, exp
12/8/2015;
06162015@7, exp
12/13/2015;
07092015@6,
exp 1/5/2016;
07092015@7,
exp 1/5/2016;
07162015@4,
exp 1/12/2016;
07202015@1, exp
1/16/2016;
07202015@2, exp
1/16/2016;
08032015@6, exp
1/30/2016;
08142015@12, exp
2/10/2016;
08142015@13,
exp 2/10/2016;
08142015@7,
exp 2/10/2016;
08182015@14,
exp 2/14/2016;
08242015@6,
2/20/2016

---10 mL05042015@4,
exp 10/31/2015;
06012015@6,
exp 11/28/2015;
06022015@12,
exp 11/29/2015;
06032015@5,
exp 11/30/2015;
06082015@4,
exp 12/5/2015;
06082015@5,
exp 12/5/2015;

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy
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Product Reason for

Type

Product Description Code Info Class Recalling Firm
Recall

06112015@4,
exp 12/8/2015;
06152015@10,
exp 12/12/2015;
06162015@6,
exp 12/13/2015;
06232015@12,
exp 12/20/2015;
07012015@1,
exp 12/28/2015;
07092015@8,
exp 1/5/2016;
07132015@2,
exp 1/9/2016;
07152015@10,
exp 1/11/2016;
07162015@6,
exp 1/12/2016;
07272015@4,
exp 1/23/2016;
07282015@3,
exp 1/24/2016;
07282015@4,
exp 1/24/2016;
07282015@5,
exp 1/24/2016;
07292015@4,
expl/25/2016;
08032015@2,
exp 1/30/2016;
08032015@7, exp
1/30/2016;
08142015@10,
exp 2/10/2016;
08142015@11, exp
2/10/2016;
08142015@2,
exp 2/10/2016;
08142015@4,
exp 2/10/2016;
08142015@6, exp
2/10/2016;
08142015@8,
exp 2/10/2016;
08182015@12, exp
2/14/2016;
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Product

Reason for

T Product Description Code Info Recall Recalling Firm
08182015@13,
exp 2/14/2016;
08312015@4,
exp 2/20/2016
Lack of
5ml--07212015@2, Assurance of
exp 1/17/2016; 10 ml -- Sterility; FDA
- 05062015@17, exp inspection Pacific
Drugs FQ)I:?;/P;E:L?I) Injection, 5 11/2/2015; identified GMP | Healthcare, Inc
mL and 10 mL vials ! 07082015@10, exp violations dba B&B
1/4/2016; Class Il | potentially Pharmacy
08312015@3, exp impacting
2/20/2016 product quality
and sterility
Lack of
Assurance of
05072015@7, exp Sterility; FDA .
o 11/3/2015: !nspe_c'Flon Pacific
PGE 20mcg/ml Injection, 10 Class Il | identified GMP | Healthcare, Inc
Drugs . 05182015@3, . .
mL vial violations dba B&B
11/14/2015; !
07152015@, 1/11/2016 potentially Pharmacy
impacting
product quality
and sterility
Lack of
Assurance of
Sterility; FDA
inspection Pacific
PAPA/PGE1/PHENTO 06012015@7, exp identified GMP | Healthcare, Inc
Drugs (30mg/50mcg/0.5mg/ml), L
Injection, 10 mL vial 11/28/2015 Class Il V|olat|9ns dba B&B
potentially Pharmacy
impacting
product quality
and sterility
Lack of
5 ml---07062015@2, Assurance of
exp 1/2/2016 10 ml --- Sterility; FDA
PAPA/PGE1/PHENTO 06042015@4, exp inspection Pacific
Drugs (30mg/10mg/1mg/ml) 12/1/2015; identified GMP | Healthcare, Inc
Injection, 5 mL and 10 mL 06052015@15, exp Class Il | violations dba B&B
vials 12/2/2015; potentially Pharmacy
07132015@3, exp impacting
1/9/2016 product quality
and sterility
PAPA/PGE1/PHENTO 07022015@3, exp Lack of Pacific
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Product
Type

Drugs

Product Description

(30mg/40mcg/1mg/ml)
Injection, 10 mL vial

Code Info
12/29/2015

Class Il

Reason for
Recall
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Recalling Firm

Healthcare, Inc
dba B&B
Pharmacy

Drugs

PAPA/PGE1/PHENTO
(15mg/5mcg/0.5mg/ml)
Injection, 5 mL and 10 mL
vials

5ml---07062015@1,
exp 1/2/2016; ---- 10 ml
---07272015@3, exp
1/23/2016

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy

Drugs

PGE 30mcg/ml Injection, 10
mL vials

07062015@8, exp
1/2/2016;
07162015@7, exp
1/12/2016;
07272015@5, exp
1/23/2016;
08142015@9, exp
2/10/2016

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy

Drugs

PAPA/PHENTO
(15mg/0.8333mg/ml)
Injection, 5 mL vial

07082015@4, exp
1/5/2016

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations
potentially
impacting
product quality
and sterility

Pacific
Healthcare, Inc
dba B&B
Pharmacy

Drugs

PAPA/PGE1/PHENTO
(35mg/12mcg/1.5mg/ml),
Injection, 10 mL vial

08032015@4, exp
1/30/2016

Class Il

Lack of
Assurance of
Sterility; FDA
inspection
identified GMP
violations

Pacific
Healthcare, Inc
dba B&B
Pharmacy
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Product

Product Description

Code Info

Reason for

Recalling Firm

Type Recall
potentially
impacting
product quality
and sterility
Lack of
Assurance of
Sterility; FDA
inspection Pacific
Drugs PGE 25mcg/ml, Injection, 08242015@5, exp Class Il | identified GMP | Healthcare, Inc
g 10 mL vial 2/20/2016 violations dba B&B
potentially Pharmacy
impacting
product quality
and sterility
CLASS 1l
Fail ili
ey e
NITIDINE SYRUP ’ P ical
RA NE SYRU Lot #: LO8SL13A, Expiry: out of harmaceutica
(RANITIDINE ORAL 12/15; Lot #: LO23F14A Specification s LLC, DBA
Drugs | SOLUTION, USP) Y i i " | classmi | >P Qualitest
15 mg/mL (75 mg/5 mL) Expiry: 5/16; Lot#: results Pharmaceutical
! LO24F1 Expiry: 5/1 i
473 mL (16 fl 02), 024F14A, Expiry: 5/16 obtained for .
preservative
butylparaben.
Failed
Impurities/Degr
adation
Amidate (Etomidate gﬁc(l)?catlons:
Injection, USP), 40 mg/20 I
. ; Specification(O
Drugs mL (2 mg/mL), Lifeshield, Lot 34-531-DK, Exp Class Ill | OS) results for Hospira Inc
g 20 mL, Glass Abboject 10/01/2015 . P '
. . degradation
Syringe with male luer lock
product of
adapter .
etomidate was
confirmed
during stability
testing.
Labeling: Not
Donnatal (Phenobarbital, eIsevyhere
. classified -
Hyoscyamine Sulfate, Product label
Drugs Atropine Sulfate, Lot #: 107934 Exp 9/16, Class lll | incorrectly lists | Rx PAK
8 | scopolamine 108060 Exp 5/16 Y
. Scopolamine
Hydrobromide) tablets, Hvdrocodone
100-count bottle y .
as an active
ingredient on
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Product
Type

Product Description

Code Info

Reason for
Recall

the side panel
instead

of Scopolamine
Hydrobromide.

Recalling Firm

Duloxetine Delayed-release

Lot #: 142391, Exp

Presence of
Foreign
Tablets/Capsule
s: one foreign

Breckenridge

Drugs Capsules, USP, 60 mg 10/2016 Class llI _capsu_k.a Pharmaceutical
identified as , Inc
omeprazole 10
mg was found
in the bottle
Failed Stabilit
Specifications\:/ Vintage .
RANITIDINE SYRUP Lot #: LOSSL13A, Expiry: Out of Pharmaceutical
(RANITIDINE ORAL ) ] e s LLC, DBA
Drugs | SOLUTION, USP) 12/15; Lot #:L023F14A, | | Specification | o - it
15 mg/mL (75 mg/5 mL), Expiry: 5/16; L(.)t#: resul_ts Pharmaceutical
473 mL (16 fl 02), LO24F14A, Expiry: 5/16 obtained for .
preservative
butylparaben.
Vaccines
Three lots of
Sanofi Pasteur's
2014-2015
Fluzone
Quadrivalent
(Influenza
Vaccine)
Sanofi Pasteur's 2014-2015 Is\;ljplp!;ed n ial
Biologic | Fluzone Quadrivalent UI196AA; UI190AC; Class ] wi?htlariizevr:a 5 Sanofi Pasteur,
3 (Influenza Vaccine) UI190AD Inc.

Supplied in Multidose Vials

content that
declined below
the stability
specification
limit for two
strains prior to
product expiry,
were
distributed.

*Please refer to FDA website for further information; http://www.fda.gov/Safety/Recalls/EnforcementReports/default.htm
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CURRENT DRUG SHORTAGES

Cefotetan Disodium Injection
October 27, 2015

Reason for the Shortage:
1 BBraun has cefotetan on allocation due to current market conditions.
1 Fresenius Kabi states the reason for the shortage is manufacturing delay.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1097
Source link: http://www.ashp.org/

Cefazolin Injection
October 27, 2015

Reason for the Shortage:
9 BBraun has cefazolin on shortage due to increased demand.
9 Fresenius Kabi has cefazolin on shortage due to increased demand.

9 WG Critical Care has cefazolin on shortage due to increased demand. WG Critical Care

discontinued cefazolin 20 gram to focus on other strengths.
1 Sandoz had cefazolin on shortage due to manufacturing delays.
1 Hospira has cefazolin on shortage due to increased demand.
1 Sagent has cefazolin on shortage due to increased demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=987
Source link: http://www.ashp.org/

Sincalide Injection
October 28, 2015

Reason for the Shortage:
1 Bracco Diagnostics has Kinevac injection on shortage due to manufacturing delays.
1 There are no approved alternatives to Kinevac for the labeled indications.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1032
Source link: http://www.ashp.org/
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Reteplase Injection
October 28, 2015

Reason for the Shortage:
9 Chiesi USA acquired Cornerstone Therapeutics in March 2014.
1 Cornerstone Therapeutics acquired EKR Therapeutics in June 2012. EKR Therapeutics had
previously purchased Retavase from PDL BioPharma.
1 Cornerstone Therapeutics was seeking FDA approval of a new supplier of the active
pharmaceutical ingredient for Retevase.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=569
Source link: http://www.ashp.org/

Eptifibatide Injection
October 28, 2015

Reason for the Shortage:
Merck cannot provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1210
Source link: http://www.ashp.org/

Diltiazem Injection
October 28, 2015

Reason for the Shortage:
1 Ben Venue stopped production in its plant in Bedford, Ohio and closed in July 2014.
1 Hospira states the reasons for the shortage are manufacturing delays and increases in demand.
1 West-Ward had diltiazem injection on shortage due to manufacturing delays caused by
increased demand due to current market conditions.
1 Akorn states the reason for the shortage is increased demand due to market conditions.
1 Teva discontinued all diltiazem presentations in March, 2011.
1 Biovail discontinued Cardizem Lyo-Ject in 2007 due to business reasons.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=217
Source link: http://www.ashp.org/
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Cyclopentolate Hydrochloride and Phenylephrine Hydrochloride Ophthalmic Solution
October 28, 2015

Reason for the Shortage:
9 Alcon has Cyclomydril ophthalmic solution on back order due to production delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1214
Source link: http://www.ashp.org/

Carboplatin Solution for Injection
October 28, 2015

Reason for the Shortage:
1 Bedford discontinued carboplatin in May, 2011 to concentrate on the manufacturing of other
products.

1 Fresenius Kabi has carboplatin on shortage due to increased demand for the product.
1 Hospira has carboplatin injection available.
1 Mylan Institutional cannot provide a reason for the shortage.
1 Sagent states the reason for the shortage is increased demand for the product.
1 Sandoz has discontinued carboplatin injection.
1 Teva states the reason for the shortage is increased demand for the product.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1005
Source link: http://www.ashp.org/

Propranolol Hydrochloride Tablets
October 29, 2015

Reason for the Shortage:

1 Actavis cannot provide a reason for the shortage.

1 Heritage states the reason for the shortage is a raw materials issue.

1 Northstar discontinued all propranolol tablets in February 2015.

1 Mylan Institutional discontinued propranolol unit-dose tablets. The 10 mg tablets were
discontinued in March 2013, the 20 mg tablets were discontinued in May 2014, and the 40 mg
tablets were discontinued in January 2015.

1 Qualitest refuses to provide product availability as the company considers it proprietary
information.

1 Teva could not provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1189
Source link: http://www.ashp.org/
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Methylene Blue Injection
October 29, 2015

Reason for the Shortage:
1 Akorn had methylene blue on back order due to manufacturing delays.
1 American Regent has methylene blue on back order due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=27
Source link: http://www.ashp.org/

Mesna Injection
October 29, 2015

Reason for the Shortage:
1 Fresenius Kabi had mesna on shortage due to increased demand.

1 Mylan could not give a reason for the shortage of mesna.

1 Sagent has mesna on shortage due to manufacturing delays.

1 Teva had a shortage of mesna injection due to manufacturing delays.

1 West-Ward discontinued mesna injection in September 2014.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1148
Source link: http://www.ashp.org/

Memantine Hydrochloride
October 29, 2015

Reason for the Shortage:
1 Actavis (formerly Forest) states the reason for the shortage of Namenda XR capsules is
manufacturing delay.
1 Actavis launched generic memantine immediate release tablets in July 2015. There are several
other manufacturers of generic memantine immediate release tablets and supplies are
available.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1082
Source link: http://www.ashp.org/
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Etomidate Injection
October 29, 2015

Reason for the Shortage:
1 American Regent has etomidate injection on shortage due to manufacturing delays.
1 Ben Venue stopped production in its plant in Bedford, Ohio and closed in July 2014.
1 Par Sterile Products discontinued etomidate in early 2015.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=419
Source link: http://www.ashp.org/

Dexrazoxane Injection
October 29, 2015

Reason for the Shortage:
9 Biocodex USA acquired Totect from Apricus Pharmaceuticals in April 2013.
1 Mylan Institutional could not provide a reason for the shortage.
1 West-Ward Pharmaceuticals' parent company, Hikma Pharmaceuticals, acquired dexrazoxane
injection from Bedford in July 2014. West-Ward is not actively marketing dexrazoxane injection
at this time.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=415
Source link: http://www.ashp.org/

Chlorothiazide Oral Suspension
October 29, 2015

Reason for the Shortage:
1 Valeant cannot provide a reason for the shortage.
1 Valeant recently acquired Diuril oral suspension from Salix.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1076
Source link: http://www.ashp.org/
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Carvedilol Tablets
October 29, 2015
Reason for the Shortage:
1 Glenmark cannot provide a reason for the shortage.
1 Mylan cannot provide a reason for the shortage.
1 Sun Pharma cannot provide a reason for the shortage.
1 Teva cannot provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1208
Source link: http://www.ashp.org/

Aminocaproic Acid Oral Presentations
October 29, 2015

Reason for the Shortage:
1 Akorn acquired Versapharm in 2014.
1 Akorn stopped distributing and marketing Versapharm’s aminocaproic acid product on June 22,
2015.
9 Akorn launched Amicar oral solution and 500 mg tablets on June 29, 2015.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1190
Source link: http://www.ashp.org/

Acetaminophen and Codeine Phosphate 300 mg/30 mg Tablets
October 29, 2015

Reason for the Shortage:
1 Mallinckrodt states the shortage is due a variety of market conditions.
1 Aurobindo and Mylan could not provide a reason for the shortage.
1 Janssen could not provide a reason for the shortage.
1 Qualitest will not provide shortage information for any of their products because they consider
the information to be proprietary.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1152
Source link: http://www.ashp.org/
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Acamprosate Calcium Tablets
October 29, 2015

Reason for the Shortage:
1 Glenmark Pharmaceuticals could not provide a reason for the shortage.
1 Mylan could not provide a reason for the shortage.
1 Actavis discontinued Campral tablets in 2014.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1170
Source link: http://www.ashp.org/

Sodium Chloride 0.9% Injection Bags
October 30, 2015

Reason for the Shortage:

91 Baxter has 0.9% sodium chloride on shortage due to increased demand.

1 BBraun had 0.9% sodium chloride on allocation due to increased demand.

1 Hospira cites increased demand as the reason for the shortage.

1 In cooperation with the FDA, Fresenius Kabi is providing 0.9% sodium chloride to the US market
to help alleviate the national shortage. This 0.9% sodium chloride is manufactured in an FDA-
approved facility in Norway by Fresenius Kabi AG. There will be presentations available with
Australian/English labels and the package insert is the same for all imported presentations.

9 Baxter has received FDA approval for 0.9% sodium chloride in Viaflo containers manufactured in
an FDA-approved facility in Spain.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=993
Source link: http://www.ashp.org/

Sodium Chloride 0.45% Injection Bags
October 30, 2015

Reason for the Shortage:
1 Baxter had 0.45% sodium chloride on shortage due to increased demand.
1 BBraun has 0.45% sodium chloride on allocation due to increased demand.
1 Hospira cited increased demand as the reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1083
Source link: http://www.ashp.org/
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Multiple Vitamins for Infusion
October 30, 2015

Reason for the Shortage:
1 Hospira states the shortage is due to manufacturing delays.
1 Baxter has all presentations fully available at this time.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=831
Source link: http://www.ashp.org/

Lactated Ringer’s Injection Bags
October 30, 2015

Reason for the Shortage:
1 Baxter is experiencing increased demand.
9 BBraun has lactated ringer’s on allocation due to increased demand.
1 Hospira cited increased demand as the reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1078
Source link: http://www.ashp.org/

Dextrose 5% Injection Large Volume Bags
October 30, 2015

Reason for the Shortage:
1 Baxter states the shortage is due to increased demand.
1 BBraun had 5% dextrose on allocation due to increased demand.
1 Hospira states the shortage is due to increased demand and manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1081
Source link: http://www.ashp.org/

Cardioplegic Solution for Cardiac Perfusion
October 30, 2015

Reason for the Shortage:
1 Baxter states they are experiencing an increased demand.
1 Hospira states the reason for the shortage is manufacturing delay.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1172
Source link: http://www.ashp.org/
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Amino Acid Products
October 30, 2015

Reason for the Shortage:
1 Baxter is experiencing increased demand.
1 BBraun was experiencing increased demand.
1 Hospira has amino acid products on back order due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=671
Source link: http://www.ashp.org/

70% Dextrose Injection Large Volume Bags
October 30, 2015

Reason for the Shortage:
9 Baxter states they are experiencing increased demand.
1 BBraun has 70% dextrose available.
9 Hospira has product on shortage due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1133
Source link: http://www.ashp.org/

Ranitidine Injection
November 03, 2015

Reason for the Shortage:
1 West-Ward discontinued ranitidine injection in September 2014.

1 Covis had Zantac on shortage due to capacity issues at the manufacturer.
1 IGl laboratories acquired Zantac injection from Covis in October 2015.
1 Zydus has ranitidine injection available.
1 Oral ranitidine products are not affected by this shortage.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=820
Source link: http://www.ashp.org/
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Prochlorperazine Edisylate Injection
November 03, 2015

Reason for the Shortage:
9 Heritage Pharmaceuticals states the reason for the shortage was manufacturing delay.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1063
Source link: http://www.ashp.org/

Nimodipine Oral Solution
November 03, 2015

Reason for the Shortage:
9 Arbor had Nymalize oral solution on temporary back order due to shortage of an active
ingredient.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1191
Source link: http://www.ashp.org/

Milrinone Injection
November 03, 2015

Reason for the Shortage:
1 Fresenius Kabi states the reason for the shortage is increased demand for the product.
1 Hospira has milrinone injection on shortage due to increased demand.
1 West-Ward states the shortage is due to manufacturing delays

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=741
Source link: http://www.ashp.org/

Hydralazine Injection
November 03, 2015

Reason for the Shortage:
1 Akorn has hydralazine injection on shortage due to increased demand.
1 American Regent has hydralazine injection on shortage due to manufacturing delays.
1 Fresenius Kabi has hydralazine injection on shortage due to manufacturing delays.
1 X-Gen launched hydralazine injection in September 2015.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1129
Source link: http://www.ashp.org/
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Dexamethazone 0.1% Ophthalmic Drops
November 03, 2015

Reason for the Shortage:
9 Valeant could not provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1205
Source link: http://www.ashp.org/

Chloramphenicol Sodium Succinate Injection
November 03, 2015

Reason for the Shortage:
1 Fresenius Kabi has chloramphenicol injection on back order due to a raw material shortage.
1 Fresenius Kabi is the sole supplier of chloramphenicol injection.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1068
Source link: http://www.ashp.org/

Cefepime Injection
November 03, 2015

Reason for the Shortage:
1 Apotex could not provide a reason for the shortage.
BBraun has cefepime on allocation due to increased demand.
Baxter has cefepime on shortage due to increased demand.
Fresenius Kabi has cefepime injection on shortage due to manufacturing delays.
Sagent has cefepime injection on shortage due to increased demand.
Sandoz cannot provide a reason for the shortage.
WG Critical Care has cefepime injection on shortage due to increased demand.
Hospira has Maxipime on shortage due to increased demand.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1176
Source link: http://www.ashp.org/

Copyright© PerformRx, LLC 2015 All Rights Reserved



Trace Elements Injection
November 04, 2015

Reason for the Shortage:

1 American Regent has all presentations of Multitrace injection fully available. Trace elements-4
pediatric injection is not available.

1 American Regent is the sole supplier of FDA-approved combined trace elements.

1 In cooperation with FDA, Fresenius Kabi USA is providing Addamel N (adult trace element
injection) and Peditrace (pediatric trace element injection) to the US market to help alleviate the
shortage. Addamel N and Peditrace are manufactured in an FDA-approved facility in Norway by
Fresenius Kabi AG, the parent company of Fresenius Kabi, USA.

Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=785
Source link: http://www.ashp.org/

Tobramycin Injection
November 04, 2015

Reason for the Shortage:

91 Fresenius Kabi has tobramycin solution for injection on shortage due to increased demand.

1 Hospira has tobramycin on shortage due to manufacturing delays.

1 Mylan Institutional could not provide a reason for the shortage.

1 Teva has tobramycin solution for injection on shortage due to manufacturing delays.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=701
Source link: http://www.ashp.org/

Sufentanil Injection
November 04, 2015

Reason for the Shortage:

1 West-Ward has sufentanil on shortage due to manufacturing delays.
1 Hospira has sufentanil on shortage due to manufacturing delays.
1 Akorn could not provide a reason for the shortage.

Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=823
Source link: http://www.ashp.org/
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Sterile Empty Vials
November 04, 2015

Reason for the Shortage:
1 Hospira states the shortage was due to increased demand.
1 Fresenius Kabi reduced production of sterile empty vials to permit increased production of drug
products affected by critical shortages.
1 Sterile empty vials may be available from medical supply distributors.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=890
Source link: http://www.ashp.org/

Phentolamine Mesylate for Injection
November 04, 2015

Reason for the Shortage:

1 West-Ward received FDA approval for phentolamine injection in Fall 2015.

1  West-Ward Pharmaceuticals’ parent company, Hikma Pharmaceuticals, acquired phentolamine
injection from Bedford in July 2014. West-Ward discontinued the Bedford phentolamine
product in early-January 2015.

1 Novartis discontinued marketing the brand name product Regitine in the US in 2000.

1 Sandoz Canada temporarily provided phentolamine mesylate to the US market (NDC 00781-
3028-95) from May 2012 to early 2013.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=349
Source link: http://www.ashp.org/

Pantoprazole Injection
November 04, 2015

Reason for the Shortage:
1 Pfizer has Protonix on shortage due to increased demand.
1 Pfizer is the sole supplier of pantoprazole injection.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1153
Source link: http://www.ashp.org/
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Leuprolide Acetate 14-Day Kit
November 04, 2015

Reason for the Shortage:
9 Caraco states the reason for the shortage is increased demand.
1 Sandoz states the reason for the shortage was increased demand.
1 Teva states the shortage is due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=737
Source link: http://www.ashp.org/

Epinephrine Injection
November 04, 2015

Reason for the Shortage:
1 American Regent discontinued both epinephrine presentations in early 2015.
1 Amphastar states the shortage is due to increased demand.

1 BPI Labs received FDA approval for epinephrine injection in 2014 and the company launched

product in February 2015.
1 Hospira has epinephrine syringes on shortage due to increased demand.

Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=685
Source link: http://www.ashp.org/

Dextrose (50%) Injection
November 04, 2015

Reason for the Shortage:

1 Amphastar has 50% dextrose injection on shortage due to increased demand.

1 Hospira has 50% dextrose injection on shortage due to increased demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1012
Source link: http://www.ashp.org
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Bupivacine Injection
November 04, 2015

Reason for the Shortage:
1 AuroMedics introduced bupivacaine injection in February 2014.
1 Fresenius Kabi has Sensorcaine on shortage due to increased demand for the product.
1 Hospira has bupivacaine on shortage due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=864
Source link: http://www.ashp.org/

Benztropine Injection
November 04, 2015

Reason for the Shortage:
1 American Regent discontinued benztropine injection in May 2015.
91 Fresenius Kabi recalled benztropine injection due to potential for glass particles in the vials. The
product is on long-term back order.
T Nexus divested benztropine injection to Fresenius Kabi in 2012.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1042
Source link: http://www.ashp.org/

Amikacin Injection
November 04, 2015

Reason for the Shortage:
1 West-Ward Pharmaceuticals' parent company, Hikma Pharmaceuticals, acquired amikacin
injection from Bedford in July 2014. West-Ward is not actively marketing amikacin 250 mg/mL 4
mL vials at this time.
1 West-Ward has amikacin injection on shortage due to manufacturing delays.
1 Teva's product is unavailable due to manufacturing delays.
1 Heritage has amikacin injection on shortage due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=501
Source link: http://www.ashp.org/
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Mupirocin Calcium 2% Nasal Ointment
November 05, 2015

Reason for the Shortage:
1 GlaxoSmithKline states the shortage is due to manufacturing issues.
1 Mupirocin ointment 22 gram tubes are not affected by this shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1094
Source link: http://www.ashp.org/

Meningococcal Vaccines
November 05, 2015

Reason for the Shortage:
1 Sanofi Pasteur cannot provide a reason for the shortage.
1 GlaxoSmithKline acquired Bexsero and Menveo from Novartis Vaccines and Diagnostics in 2015.
9 Pfizer has Trumenba available.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1192
Source link: http://www.ashp.org/

Mannitol Injection
November 05, 2015

Reason for the Shortage:
1 American Regent has mannitol injection on shortage due to manufacturing delays.
1 Hospira has mannitol injection on shortage due to increased demand and manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=863
Source link: http://www.ashp.org/
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Haloperidol Lactate Injection
November 05, 2015

Reason for the Shortage:

1 Patriot Pharmaceuticals could not provide a reason for the shortage.

1 Sagent could not provide a reason for the shortage.

1 Teva has haloperidol lactate on shortage due to manufacturing delays.

1 West-Ward Pharmaceuticals' parent company, Hikma Pharmaceuticals, acquired several
products from Bedford Laboratories in July 2014 including haloperidol lactate injection. West-
Ward is not actively marketing haloperidol lactate at this time.

1 Janssen could not provide a reason for the shortage.

Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=527
Source link: http://www.ashp.org/

Clindamycin Injection
November 05, 2015

Reason for the Shortage:

1 Pfizer states the Cleocin Add-Vantage vials are on shortage due to manufacturing delays.
1 Hospira divested clindamycin injection to Alvogen in September 2015. Alvogen will sell Hospira
labeled product until supplies are gone and then will sell Alvogen labeled product.
9 Sandoz had clindamycin injection on shortage due to increased demand.
1 Sagent has clindamycin injection on shortage due to manufacturing delays.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1029
Source link: http://www.ashp.org/

Ceftazidime Injection
November 05, 2015

Reason for the Shortage:

f
f

Covis divested Fortaz injection to IGI Laboratories in October 2015.
Hospira has Tazicef on shortage due to increased demand.

1 Sagent has ceftazidime injection on shortage due to manufacturing delays.
1 Sandoz discontinued ceftazidime 1 gram and 2 gram vials in 2015.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=869
Source link: http://www.ashp.org/
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Calcium Gluconate Injection
November 05, 2015

Reason for the Shortage:
1 American Regent has calcium gluconate on shortage due to manufacturing delays.
1 Fresenius Kabi has replaced calcium gluconate glass vials with plastic vials.
1 American Regent has issued a statement that all lots of calcium gluconate may contain glass
particles and filters must be used. Do not use if there are visible glass particles and filter all
other product.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=48
Source link: http://www.ashp.org/

Ampicillin Sulbactam
November 05, 2015

Reason for the Shortage:
1 AuroMedics Pharma launched new product in mid-June, 2012.
Hospira states that ampicillin sulbactam vials are on back order due to manufacturing delay.
Mylan Institutional discontinued ampicillin sulbactam injection in late 2013.
Sagent has ampicillin sulbactam vials on allocation due to increased demand for the product.
WG Critical Care states the shortage is due to increased demand.
Pfizer and Sandoz cannot provide a reason for the shortage.
WG Critical Care launched ampicillin sulbactam 1.5 gram vials in March 2014.
West-Ward acquired several Baxter products in early 2011.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=805
Source link: http://www.ashp.org/

Verapamil Injection
November 09, 2015

Reason for the Shortage:
1 Hospira has verapamil injection on shortage due to increased demand for the product.
1 Hospira is the sole supplier of verapamil injection.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=744
Source link: http://www.ashp.org/
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Piperacillin Tazobactam Injection
November 09, 2015

Reason for the Shortage:
1 Apotex has piperacillin/tazobactam on shortage due to regulatory delays.
AuroMedics and Sandoz could not provide a reason for the shortage.
Baxter has Zosyn frozen premixes on allocation due to increased demand.
Fresenius Kabi has piperacillin/tazobactam on shortage due to increased demand.
Sagent has piperacillin/tazobactam on shortage due to increased demand.
Pfizer has Zosyn on shortage due to manufacturing delays. Pfizer estimates there will be supply
shortages through December 2015 for the single dose vials and 1st quarter 2017 for the bulk
vials.
1 WG Critical Care states the reason for the shortage is increased demand.

=A =4 =4 -4 =4

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1075
Source link: http://www.ashp.org/

Nebivolol Tablets
November 09, 2015

Reason for the Shortage:
9 Actavis could not provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1137
Source link: http://www.ashp.org/

Lidocaine Hydrochloride and 5% Dextrose Injection
November 09, 2015

Reason for the Shortage:
1 Hospira is discontinuing lidocaine premixed bags.
1 BBraun and Baxter have lidocaine premixed bags available.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1177
Source link: http://www.ashp.org/
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Fenoldopam Mesylate Injection
November 09, 2015

Reason for the Shortage:
9 Hospira has Corlopam vials on shortage due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1031
Source link: http://www.ashp.org/

Disopyramide Phosphate Controlled-release Capsules
November 09, 2015

Reason for the Shortage:
9 Pfizer had Norpace CR on shortage due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1139
Source link: http://www.ashp.org/

Dextrose (25%) Injection
November 09, 2015

Reason for the Shortage:
1 Hospira has 25% dextrose syringes on shortage due to increased demand.
1 Hospira is the sole supplier of 25% dextrose syringes.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1011
Source link: http://www.ashp.org/

Calcium Chloride Injection
November 09, 2015

Reason for the Shortage:
1 American Regent has calcium chloride on shortage due to manufacturing delays.
1 Amphastar had calcium chloride on shortage due to increased demand.
1 Hospira had calcium chloride on shortage due to increased demand.
1 Mylan Institutional has withdrawn calcium chloride syringes from the market. The company
recalled the syringes in April 2015 due to incompatibility of the syringes and some needless
adaptors.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=941
Source link: http://www.ashp.org/
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Potassium Chloride Injection
November 11, 2015

Reason for the Shortage:
91 Baxter has a consistent supply of potassium chloride injection.
1 Hospira has a consistent supply of potassium chloride injection.
1 Fresenius Kabi could not provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=696
Source link: http://www.ashp.org/

Ondansetron Injection
November 11, 2015

Reason for the Shortage:
9 AuroMedics did not provide a reason for the shortage.

Heritage cannot provide a reason for the shortage.

Sagent has ondansetron on back order due to increased demand.

The Medicines Company will no longer be supplying ondansetron.
West-Ward had ondansetron on back order due to increased demand.
Wockhardt has ondansetron injection on an FDA import alert.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1040
Source link: http://www.ashp.org/

Mupirocin Calcium 2% Cream
November 11, 2015

Reason for the Shortage:
1 GlaxoSmithKline could not provide a reason for the shortage.
1 Prasco could not provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1206
Source link: http://www.ashp.org/

Fresenius Kabi had ondansetron injection on back order due to increased demand.
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Mitoxantrone Hydrochloride Injection
November 11, 2015

Reason for the Shortage:
1 Hospira has mitoxantrone injection on shortage due to manufacturing delays.
1 Teva has mitoxantrone injection on allocation due to current market conditions.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1212
Source link: http://www.ashp.org/

Imipenem Cilastatin Injection
November 11, 2015

Reason for the Shortage:
9 Fresenius has imipenem-cilastatin injection on shortage due to short expiration dating.
1 Hospira has imipenem-cilastatin injection on shortage due to manufacturing delays.
1 Merck cannot provide a reason for the shortage of Primaxin injection.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1182
Source link: http://www.ashp.org/

Haloperidol Decanoate Injection
November 11, 2015

Reason for the Shortage:
1 Teva products are on shortage due to manufacturing delays.
1 Fresenius Kabi could not provide a reason for the shortage.
1 West-Ward Pharmaceuticals’ parent company, Hikma Pharmaceuticals, acquired haloperidol
decanoate injection from Bedford in July 2014. West-Ward is not actively marketing haloperidol
decanoate injection at this time.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=526
Source link: http://www.ashp.org/
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Fomepizole Injection
November 11, 2015

Reason for the Shortage:
1 Sandoz could not provide a reason for the shortage. However, fomepizole injection is
manufactured by Emcure for Sandoz. An Emcure manufacturing site was recently noted to have
FDA observations related to GMP and aseptic practices.
1 X-Gen could not provide a reason for the shortage.
1 Mylan Institutional could not provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1173
Source link: http://www.ashp.org/

Ethambutol Tablets
November 11, 2015

Reason for the Shortage:
9 Akorn acquired VersaPharm, Inc. in 2014.
9 Akorn could not provide a reason for the shortage.
1 X-Gen could not provide a reason for the shortage.
1 G&W Laboratories discontinued ethambutol tablets in mid-April 2013.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=982
Source link: http://www.ashp.org/

Doxorubicin Injection
November 11, 2015

Reason for the Shortage:

1 West-Ward Pharmacetuicals’ parent company, Hikma Pharmaceuticals, acquired Adriamycin
injection from Bedford in July 2014. West-Ward is not actively marketing Adriamycin injection at
this time.

Teva has doxorubicin solution for injection available.

Fresenius Kabi has doxorubicin solution for injection on shortage due to manufacturing delays.
Caraco has discontinued doxorubicin solution for injection 25 mL and 100 mL vials.

Pfizer had doxorubicin solution for injection on shortage due to shipping delays.

Sagent has doxorubicin solution for injection on shortage due to manufacturing delay.

Mylan cannot provide a reason for the reason for the doxorubicin solution for injection
available.

1 Actavis has doxorubicin injection available.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=464
Source link: http://www.ashp.org/
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Cisplatin Injection
November 11, 2015

Reason for the Shortage:

1 Fresenius Kabi states the shortage was due to increased demand and manufacturing delays.

1 Mylan Institutional could not provide a reason for the shortage.
1 Teva was allocating cisplatin to prevent stockpiling.
1 WG Critical Care has product available for contracted customers.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=57
Source link: http://www.ashp.org/

Chlorpromazine Injection
November 11, 2015

Reason for the Shortage:
West-Ward had chlorpromazine injection on shortage due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1188
Source link: http://www.ashp.org/

Caffeine Citrate Oral Solution
November 11, 2015

Reason for the Shortage:
1 Caraco discontinued caffeine citrate oral solution in mid-2015.
1 Exela Pharma Sciences launched caffeine citrate oral solution in mid-2015.
1 Fresenius states the reason for the shortage is manufacturing delays.
1 Sagent states the reason for the shortage was manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1200
Source link: http://www.ashp.org/
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Aprepitant Capsules
November 11, 2015

Reason for the Shortage:
1 Merck is the sole supplier of Emend (aprepitant) capsules.
1 Merck states the reason for this shortage was increased demand.
1 Emend injection was not affected by this shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=881
Source link: http://www.ashp.org/

Vecuronium Bromide Injection
November 11, 2015

Reason for the Shortage:
1 Hospira states the shortage is due to manufacturing delays.
Teva states the shortage is due to manufacturing delays.
Pfizer sold vecuronium injection to Mylan Institutional in December 2013.
Ben Venue has stopped production in its plant in Bedford, Ohio and closed in 2014.
Caraco has vecuronium injection available. NDCs changed in mid-2015.
Sagent temporarily suspended the manufacture of vecuronium 10 mg and 20 mg vials.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=490
Source link: http://www.ashp.org/

Vancomycin Hydrochloride Injection
November 12, 2015

Reason for the Shortage:
1 Hospira has vancomycin on shortage due to increased demand.

1 Fresenius Kabi has vancomycin injection on shortage due to increased demand.

1 Mylan Institutional cannot provide a reason for the shortage.

1 Baxter is allocating vancomycin.

1 Sagent had vancomycin injection on allocation due to increased demand.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=132
Source link: http://www.ashp.org/
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Thiotepa for Injection
November 12, 2015

Reason for the Shortage:

1 West-Ward launched thiotepa in August 2015.

1 FDA s allowing temporary importation of Tepadina (thiotepa), from Adienne SA in Italy. Product
may be ordered directly through Adienne SA. The solution is similar in formulation to US
thiotepa. The main differences between the two products are listed below.

1 Tepadina comes in 15 mg and 100 mg vials while the US thiotepa from Bedford only comes in a
15 mg vial. Reconstitution of the products should still yield a final concentration of 10 mg/mL
and therefore use caution in choosing vial size and volume of diluent.

1 Tepadina is indicated for different uses and therefore different dosing regimens are on the
Europe labeling compared to US labeling, but it is the same product as in the US.

1 The bar coding for the Italian product will not provide correct information to bar code readers
since the manufacturing code is not an NDC number.

Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=589
Source link: http://www.ashp.org/

Tamsulosin Hydrochloride Capsules
November 12, 2015

Reason for the Shortage:

1 Boehringer Ingelheim could not provide a reason for the shortage.

1 Actavis and Zydus state the reason for the shortage is increased demand.

1 Aurobindo is not marketing the 100 count size.

1 Caraco cannot provide a reason for the shortage.

1 Teva discontinued tamsulosin 0.4 mg capsules in April 2014.

1 Par discontinued tamsulosin 0.4 mg capsules.

1 Sandoz has tamsulosin on shortage due to increased demand for the product.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1112
Source link: http://www.ashp.org/
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Sodium Bicarbonate Injection
November 12, 2015

Reason for the Shortage:
1  Amphastar has sodium bicarbonate on shortage due to increased demand and has a new NDC
number for the product.
1 Fresenius Kabi is not currently manufacturing sodium bicarbonate 4.2% 5 mL vials.
1 Hospira had sodium bicarbonate on shortage due to increased demand.
1 Hospira is the sole supplier of the 4.2% 10 mL syringes used in pediatric patients.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=788
Source link: http://www.ashp.org/

Reserpine Oral Tablets
November 12, 2015

Reason for the Shortage:
9 Sandoz said the shortage is due to a delay in obtaining raw materials.
9 There are no other manufacturers of reserpine tablets.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=975
Source link: http://www.ashp.org/

Pramipexole Dihydrochloride Tablets
November 12, 2015

Reason for the Shortage:
1 Aurobindo, Mylan, and Sandoz cannot provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1131
Source link: http://www.ashp.org/
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Lidocaine Injection
November 12, 2015

Reason for the Shortage:

1 Amphastar had lidocaine 2% emergency syringes on shortage due to increase demand for the
product.

1 AuroMedics introduced lidocaine injection in February 2014.

1 Fresenius Kabi has generic lidocaine presentations on shortage due to a supply interruption of
API. Xylocaine products are not affected.

1 Hospira has lidocaine presentations on shortage due to manufacturing delays and increased
demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=859
Source link: http://www.ashp.org/

Ketorolac Tromethamine Injection
November 12, 2015

Reason for the Shortage:
1 BD Rx has ketorolac injection available.
1 Fresenius Kabi has ketorolac injection available.
1 Hospira has ketorolac on shortage due to manufacturing delays for quality improvement
activities and increased demand for the product.
1 Hospira issued a voluntary recall of several presentations of ketorolac in January 2015 due to
potential for particulate matter.
Sagent states the reason for the shortage is demand exceeding supply.
West-Ward has ketorolac injection on shortage due to manufacturing delays.
Ben Venue closed its plant in Bedford, Ohio in July 2014.
FDA imposed an import ban in mid-2013 on several Wockhardt products including ketorolac.
Sprix Nasal Spray is not affected by this shortage.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=593
Source link: http://www.ashp.org/

Dextran Low Molecular Weight (Dextran 40%), 10% Injection
November 12, 2015

Reason for the Shortage:
9 Hospira states the reason for the shortage is manufacturing delay and increased demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1108
Source link: http://www.ashp.org/
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Dexamethasone Sodium Phosphate
November 12, 2015

Reason for the Shortage:
1 American Regent has dexamethasone sodium phosphate on shortage due to manufacturing
delays.
1 Fresenius Kabi states the dexamethasone sodium phosphate shortage is due to supply and
demand issues.

1 West-Ward had dexamethasone sodium phosphate injection on shortage due to increased
demand.
1 Mylan Institutional states the shortage is due to increased demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=751
Source link: http://www.ashp.org/

Desmopressin Injection
November 12, 2015

Reason for the Shortage:
1 Teva and Hospira have desmopressin injection on shortage due to manufacturing delays.
91 Ferring could not provide a reason for the shortage.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1010
Source link: http://www.ashp.org/

Chorionic Gonadotropin (Human) Injection
November 12, 2015

Reason for the Shortage:
1 Merck states their product is on allocation to prevent use in the gray market.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=382
Source link: http://www.ashp.org/
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BCG Vaccine Live Intravesical
November 12, 2015

Reason for the Shortage:
1 Sanofi Pasteur states the reason for the shortage is manufacturing delay.
1 Merck states the reason for the shortage was manufacturing delay.’

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=915
Source link: http://www.ashp.org/

Ammonium Molybdate Injection
November 12, 2015

Reason for the Shortage:
1 American Regent has ammonium molybdate injection on shortage due to manufacturing delays.
1 American Regent is the sole supplier of ammonium molybdate injection.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1003
Source link: http://www.ashp.org/

L-Cysteine Hydrochloride Injection
November 16, 2015

Reason for the Shortage:
1 American Regent has L-cysteine hydrochloride injection on back order due to manufacturing
delays.
1 Sandoz has L-cysteine in short supply due to requirements related to complying with good
manufacturing practices.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=632
Source link: http://www.ashp.org/

Chlorothiazide Oral Suspension
November 16, 2015

Reason for the Shortage:
1 Valeant cannot provide a reason for the shortage.
1 Valeant recently acquired Diuril oral suspension from Salix.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1076
Source link: http://www.ashp.org/
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Ceftriaxone Sodium Injection
November 16, 2015

Reason for the Shortage:
91 Fresenius Kabi states the reason for the shortage is increased demand.

1 Hospira states the reason for the shortage was manufacturing delay.

1 Sagent states the reason for the shortage is increased demand.

1 Sandoz cannot provide a reason for the shortage.

1 WG Critical Care states the reason for the shortage is increased demand.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1101
Source link: http://www.ashp.org/

Acetylcysteine Oral and Inhalation Solution
November 16, 2015

Reason for the Shortage:
1 American Regent has a consistent supply of acetylcysteine oral and inhalation solution.
1 Roxane Labs discontinued acetylcysteine oral and inhalation solution in April 2014.
1 Hospira states the reason for the shortage is manufacturing delay.
1  Fresenius Kabi states the reason for the shortage is increased demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=932
Source link: http://www.ashp.org/

Promethazine Injection
November 17, 2015

Reason for the Shortage:
1 Teva states the shortage is due to manufacturing delays.
1 West-Ward states the shortage was due to manufacturing delays.
1 Hospira states the shortage is due to manufacturing delays.
1 X-Genis in the process of changing NDC numbers for promethazine injection and awaiting FDA
approval for two new presentations.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=654
Source link: http://www.ashp.org/

Copyright© PerformRx, LLC 2015 All Rights Reserved 112



Morphine Injections
November 17, 2015

Reason for the Shortage:
1 Astramorph injection has been unavailable since 2012. Fresenius Kabi changed manufacturing
sites and cannot estimate if Astramorph will return.
1 Hospira states the shortage is due to manufacturing delays.
1 West-Ward launched several new morphine sulfate products in late-September 2015.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=664
Source link: http://www.ashp.org/

Milrinone Injection
November 17, 2015

Reason for the Shortage:
1 Fresenius Kabi states the reason for the shortage is increased demand for the product.
9 Hospira has milrinone injection on shortage due to increased demand.
1 West-Ward states the shortage is due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=741
Source link: http://www.ashp.org/

Metoprolol Injection
November 17, 2015

Reason for the Shortage:

1 American Regent has metoprolol injection on shortage due to manufacturing delays.
Ben Venue stopped production in its plant in Bedford, Ohio and closed in July 2014.
Claris has metoprolol injection on allocation.

Fresenius Kabi states the shortage is due to increased demand for the product.
Hospira states the shortage is due to increased demand.

Novartis discontinued Lopressor injection in mid-2015.

Sagent states the shortage is due to increased demand for the product.
Sandoz cannot provide a reason for the shortage.

West-Ward has metoprolol injection on shortage due to increased demand.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=813
Source link: http://www.ashp.org/
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Levetiracetam Injection
November 17, 2015

Reason for the Shortage:

1 American Regent states the reason for the shortage is manufacturing delay.
Caraco cannot provide a reason for the shortage.
Fresenius states the reason for the shortage is manufacturing delay.
Hospira states the reason for the shortage is increased demand.
Sagent states the reason for the shortage was increased demand.
X-Gen states the reason for the shortage is change in manufacturing site.
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Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1183
Source link: http://www.ashp.org/

Furosemide Injection
November 17, 2015

Reason for the Shortage:
1 Fresenius Kabi has furosemide injection available.

1 American Regent has furosemide injection on shortage due to manufacturing delays.
1 Hospira has furosemide injection available.
1 Wockhardt has discontinued all furosemide injection presentations.
1 Claris could not provide a reason for the shortage.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=636
Source link: http://www.ashp.org/

Flumazenil Injection
November 17, 2015

Reason for the Shortage:
1 Fresenius Kabi had flumazenil on shortage due to short-term manufacturing delays.
1 Mylan Institutional cannot provide a reason for the shortage.
1 Sandoz discontinued flumazenil injection in 2015.
1 West-Ward states the reason for the shortage is increased demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1184
Source link: http://www.ashp.org/
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Enalaprilat Injection
November 17, 2015

Reason for the Shortage:
1 Hospira has enalaprilat injection on shortage due to manufacturing delays.
1 West-Ward has enalaprilat injection on shortage due to manufacturing delays.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=587
Source link: http://www.ashp.org/

Deferoxamine Mesylate Injection
November 17, 2015

Reason for the Shortage:
91 Fresenius Kabi states the shortage was due to increased demand.
1 Hospira has deferoxamine in short supply due to shortage of an active ingredient and increased
demand.

1 Novartis discontinued Desferal 2 gram vials in 2015.

1 Teva discontinued all deferoxamine presentations in 2013.

1 West-Ward discontinued deferoxamine in September 2014.

1 Watson discontinued all deferoxamine presentations.
Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=1008
Source link: http://www.ashp.org/

Cefotaxime Injection
November 17, 2015

Reason for the Shortage:
1 Hospira has discontinued Claforan. Sanofi-Aventis manufactured Claforan for Hospira and is no
longer making the product.
1 Baxter has Claforan premixed bags on allocation. The company will be discontinuing Claforan
4th quarter 2015.
1 West-Ward has cefotaxime on shortage due to increased demand.

Article link:
http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=826
Source link: http://www.ashp.org/
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Adenosine Injection
November 17, 2015

Reason for the Shortage:

1 Astellas discontinued Adenoscan in April 2015. Adenoscan is used for diagnostic purposes as an
adjunct to thallium-201 myocardial perfusion scintigraphy. Adenocard and generic adenosine
products are labeled for use in paroxysmal supraventricular tachycardia.

1 Sagent has adenosine vials on shortage due to increased demand.

1 West-Ward has adenosine injection on shortage due to manufacturing delays.

Article link:

http://ashp.org/menu/DrugShortages/CurrentShortages/Bulletin.aspx?id=976
Source link: http://www.ashp.org/

* Please refer to ASHP website for more information
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NEW DRUGS COMING TO MARKET

PHARMACOLOG MARKET
PRODUCT MFR ROUTE INDICATION Y RELEASE
Onivyde (irinotecan | Merrimack Injection Metastatic Topoisomerase | Approval
liposome injection) pancreatic cancer | inhibitor date-
10/22/2015
Vivlodex Iroko Capsule Osteoarthritis Non-steroidal Approval
(meloxicam) Pharmaceuticals pain anti- date-
inflammatory 10/22/2015
Strensiq (asfotase | Alexion Injection Hypophosphatasia | Tissue Approval
alfa) nonspecific date-
alkaline 10/23/2015
phosphatase
Belbuca Endo Buccal film | Severe pain Partial opioid Approval
(buprenorphine) Pharmaceuticals agonist date-
10/23/2015
Yondelis Janssen Injection Liposarcoma or Alkylating agent | Approval
(trabectedin) leiomyosarcoma date-
10/23/2015
Imlygic (talimogene | Amgen Injection Unresectable Genetically Approval
laherparepvec) recurrent modified date-
melanoma oncolytic viral 10/27/2015
therapy
Utibron Neohaler Novartis Inhalation | Airflow Long-acting Approval
(indacaterol and powder obstruction in muscarinic date-
glycopyrrolate) patients with antagonist and 10/29/2015
COPD long acting beta-
2 agonist
Nucala GlaxoSmithKline | Injection Severe asthma Interleukin-5 Approval
(mepolizumab) antagonist date-
monoclonal 11/04/2015
antibody (IgG1
kappa)
Genvoya Gilead Sciences Tablet HIV-1 infection HIV-1 integrase | Approval
(elvitegravir;cobicis inhibitor, date-
tat;emtricitabine; CYP3A4 11/05/2015
tenofovir inhibitor, HIV-1
alafenamide) nucleoside
analog reverse
transcriptase
inhibitors
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