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NEWLY AVAILABLE GENERICS 
 

GENERIC DRUG NAME 
STRENGTH & 

DOSAGE FORM 
GENERIC 

MANUFACTURER 
BRAND NAME 

FENOFIBRATE, NANOCRYSTALLIZED 160 MG TABLET CASPER PHARMA TRIGLIDE 

LEDIPASVIR/SOFOSBUVIR 
90 MG-400 MG 

TABLET 
ASEGUA THERAPEU HARVONI 

METOPROLOL TARTRATE 
5 MG/5 ML 
CARTRIDGE 

HOSPIRA/PFIZER 
METOPROLOL 

TARTRATE 

SILODOSIN 
4 MG, 8 MG 

CAPSULE 

AJANTA PHARMA, 
AMNEAL 

PHARMACE, 
NOVADOZ 

PHARMAC, SANDOZ 

RAPAFLO 

ABIRATERONE ACETATE 250 MG TABLET 

TEVA USA, WEST-
WARD/HIKMA, 

MYLAN, APOTEX 
CORP 

ZYTIGA 

SOFOSBUVIR-VELPATASVIR 
400 MG-100 MG 

TABLET 
ASEGUA THERAPEU EPCLUSA 

HYALURONATE SODIUM 
23 MG/ML 
SYRINGE 

J&J VISION HEALON5 

AMINOCAPROIC ACID 
500 MG, 1000 

MG TABLET 
VITRUVIAS THERA AMICAR 

 

 

 

  



 

 

Page 3 www.performrx.com 

200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2018. All Rights Reserved 

 

NEW DRUG ENTITIES/COMBINATIONS/STRENGTHS 
 

DESCRIPTION BRAND NAME GENERIC NAME STRENGTH NOTES 

ANTICHOLINERGICS, 
ORALLY INHALED LONG 

ACTING 
YUPELRI REVEFENACIN 175MCG/3ML 

New Entity; 
Claims will 
not process 
until pricing 
is effective 

on 
12/14/2018 

ANTI-ANXIETY - 
BENZODIAZEPINES 

DIAZEPAM DIAZEPAM 
5 MG/ML 

CARTRIDGE 

GCN change 
to new GCN; 
New Dosage 

Form 

SEDATIVE-HYPNOTICS - 
BENZODIAZEPINES 

LORAZEPAM LORAZEPAM 
2 MG/ML, 4 

MG/ML 
CARTRIDGE 

GCN change 
to new GCN; 
New Dosage 

Form 

OPIOID ANALGESICS 
HYDROMORPH

ONE HCL 
HYDROMORPHONE 

HCL 

1 MG/ML, 2 
MG/ML, 4 

MG/ML 
CARTRIDGE 

GCN change 
to new GCN; 
New Dosage 

Form 

OPIOID ANALGESICS DEMEROL MEPERIDINE HCL/PF 

25 MG/ML, 50 
MG/ML, 100 

MG/ML 
CARTRIDGE 

GCN change 
to new GCN; 
New Dosage 

Form 

OPIOID ANTAGONISTS NALOXONE HCL NALOXONE HCL 
0.4 MG/ML 
CARTRIDGE 

GCN change 
to new GCN; 
New Dosage 

Form 

EYE ANTI-
INFLAMMATORY 

AGENTS 
INVELTYS 

LOTEPREDNOL 
ETABONATE 

1 % DROPS 
New 

Strength 

ANTIHISTAMINES - 1ST 
GENERATION 

DIPHENHYDRA
MINE HCL 

DIPHENHYDRAMINE 
HCL 

50 MG/ML 
CARTRIDGE 

GCN change 
to new GCN; 
New Dosage 

Form 

OPHTHALMIC HUMAN 
NERVE GROWTH 
FACTOR (HNGF) 

OXERVATE CENEGERMIN-BKBJ 
0.002% 

OPHTHALMIC 
SOLUTION 

New Entity 

CHEMOTHERAPY 
RESCUE/ANTIDOTE 

AGENTS 
KHAPZORY LEVOLEUCOVORIN 

175 MG, 300 
MG IV VIAL 

New 
Combination 

ANTINEOPLASTIC 
SYSTEMIC ENZYME 

INHIBITORS 
VITRAKVI 

LAROTRECTINIB 
SULFATE 

20 MG/ML 
ORAL SOLUTION 

New Entity 
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DESCRIPTION BRAND NAME GENERIC NAME STRENGTH NOTES 

ANTINEOPLASTIC 
SYSTEMIC ENZYME 

INHIBITORS 
VITRAKVI 

LAROTRECTINIB 
SULFATE 

25 MG, 100 MG 
CAPSULE 

New Entity 

ANTINEOPLASTIC 
SYSTEMIC ENZYME 

INHIBITORS 
XOSPATA 

GILTERITINIB 
FUMARATE 

40 MG TABLET New Entity 

ANTINEOPLASTIC - 
HEDGEHOG PATHWAY 

INHIBITOR 
DAURISMO GLASDEGIB MALEATE 

25 MG, 100 MG 
TABLET 

New Entity 

OXIDIZING AGENTS EPICYN 
HYPOCHLOROUS/SOD 

CHLOR/SOD PHO 
TOPICAL SPRAY 

New 
Combination, 

labeler not 
listed 

OPHTHALMIC ANTI-
INFLAMMATORY 

IMMUNOMODULATOR-
TYPE 

CEQUA CYCLOSPORINE 
0.09% 

OPHTHALMIC 
DROPS 

New 
Combination 

INFLUENZA VIRUS 
VACCINES 

AFLURIA 2018-
2019 

FLU VACC TS 2018-19 
(6 MOS UP) 

45 MCG/0.5 ML 
IM VIAL 

New 
Combination 

INFLUENZA VIRUS 
VACCINES 

AFLURIA 2018-
2019 

FLU VACC TS2018-
19(6MOS UP)/PF 

45 MCG/0.5 ML 
IM SYRINGE 

New 
Strength 

LEUKOCYTE (WBC) 
STIMULANTS 

UDENYCA PEGFILGRASTIM-CBQV 
6 MG/0.6ML 

SUBCUTANEOUS 
SYRINGE 

New 
Strength, 

labeler not 
listed 

PROTECTIVES LURADROX 
HYALURONATE 
SODIUM/SILVER 

0.10% GEL 
PACKET 

New Entity; 
Regulated as 

a medical 
device 

CARDIOVASCULAR 
DIAGNOSTICS-
RADIOPAQUE 

OMNIPAQUE IOHEXOL 
9 MG/ML ORAL 

SOLUTION 
New 

Strength 

ANTIFUNGAL AGENTS TOLSURA ITRACONAZOLE 65 MG CAPSULE 

New 
Strength, 

New Dosage 
Form 

TETRACYCLINE 
ANTIBIOTICS 

NUZYRA 
OMADACYCLINE 

TOSYLATE 
150 MG TABLET New Entity 

TETRACYCLINE 
ANTIBIOTICS 

NUZYRA 
OMADACYCLINE 

TOSYLATE 
100 MG VIAL New Entity 

TETRACYCLINE 
ANTIBIOTICS 

SEYSARA SARECYCLINE HCL 
60 MG, 100 MG, 
150 MG TABLET 

New Entity; 
Claims will 
reject until 
pricing is 

effective on 
1/3/2019 
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DESCRIPTION BRAND NAME GENERIC NAME STRENGTH NOTES 

VANCOMYCIN 
ANTIBIOTICS AND 

DERIVATIVES 

VANCOMYCIN 
HCL 

VANCOMYCIN HCL 1.5 G VIAL New strength 
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NEW INDICATIONS (EXISTING DRUGS) 

ADCETRIS® 

November 16, 2018 

Seattle Genetics, Inc. today announced a new approval for ADCETRIS® (brentuximab vedotin) in 

combination with CHP chemotherapy (cyclophosphamide, doxorubicin, prednisone) from the U.S. Food 

and Drug Administration (FDA) for adults with previously untreated systemic anaplastic large cell 

lymphoma (sALCL) or other CD30-expressing peripheral T-cell lymphomas (PTCL), including 

angioimmunoblastic T-cell lymphoma and PTCL not otherwise specified. The approval is based on the 

successful outcome of the phase 3 ECHELON-2 clinical trial that compared ADCETRIS plus CHP to CHOP 

(cyclophosphamide, doxorubicin, vincristine, prednisone). The FDA granted Breakthrough Therapy 

designation and Priority Review to this supplemental Biologics License Application (BLA) and reviewed it 

under the Real-Time Oncology Review Pilot Program leading to approval less than two weeks after 

submission of the complete application. 

Source: Seattle Genetics, Inc. 

VENCLEXTA® 
 
November 21, 2018 
 
Genentech, a member of the Roche Group, announced today that the U.S. Food and Drug 
Administration (FDA) has granted accelerated approval to Venclexta® (venetoclax), in combination with 
a hypomethylating agent (azacitidine or decitabine), or low-dose cytarabine (LDAC), for the treatment of 
people with newly-diagnosed acute myeloid leukemia (AML), who are age 75 years or older, or for those 
ineligible for intensive induction chemotherapy due to coexisting medical conditions. AML is the most 
common type of aggressive leukemia in adults and has the lowest survival rate for all types of leukemia. 
 
Source: Genentech 
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FDA NEWS/BULLETINS/ADVISORIES/SAFETY ALERTS 

FDA alerts health care professionals and patients not to use sterile drug products from Pharm D 
Solutions 
 
[Posted 11/19/18] 
 
The U.S. Food and Drug Administration is alerting health care professionals and patients not to use drug 
products intended to be sterile that are produced and distributed by Pharm D Solutions LLC, Houston, 
Texas, due to lack of sterility assurance. Administration of a non-sterile drug product intended to be 
sterile may result in serious and potentially life-threatening infections or death. 
 
Health care professionals should immediately check their medical supplies, quarantine any purportedly 
sterile drug products, and not administer them to patients. Health care professionals should also make 
alternative arrangements to obtain any medications they administer to patients from reliable sources 
that adhere to proper quality standards. 
 
Patients who have received drug products produced by Pharm D and have concerns should contact their 
health care professional. 
 
FDA issued a warning letter to Pharm D in December 2016 following an inspection. During FDA’s recent 
follow-up inspection of Pharm D’s compounding facility in August 2018, investigators observed 
insanitary conditions, including poor sterile production practices and deficient environmental 
monitoring. These conditions raised concerns about the company’s ability to assure the sterility of its 
drug products. 
 
On September 10, 2018, following FDA’s recommendation, Pharm D recalled all unexpired drug products 
intended to be sterile and agreed to cease sterile operations until it makes adequate corrections at its 
facility. However, Pharm D resumed sterile operations on October 8, 2018, and distributed purportedly 
sterile products without making adequate corrections at the facility. Pharm D agreed to cease sterile 
operations again on November 9, 2018, but has not agreed to FDA’s recommendation to recall all 
unexpired drug products intended to be sterile. These compounded drug products could put patients at 
risk. 
 
Pharm D is registered as an outsourcing facility under section 503B of the Federal Food, Drug, and 
Cosmetic Act. The Drug Quality and Security Act, signed into law on Nov. 27, 2013, added a new section 
503B to the FD&C Act. Under section 503B, a compounder can elect to register as an outsourcing facility. 
 
Source: U.S. Food and Drug Administration (FDA) 
 
Mylan Initiates Voluntary Nationwide Recall of 15 Lots of Valsartan Tablets, USP, Amlodipine and 
Valsartan Tablets, USP, and Valsartan and Hydrochlorothiazide Tablets, USP, Due to the Detection of 
Trace Amounts of NDEA (N-Nitrosodiethylamine) Impurity Found in the Active Pharmaceutical 
Ingredient 
 
[Posted 11/20/18] 
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Mylan announced that its U.S. based Mylan Pharmaceuticals business is conducting a voluntary 
nationwide recall to the consumer level of select lots of Valsartan-containing products, including six lots 
of Amlodipine and Valsartan Tablets, USP (including the 5mg/160mg, 10mg/160mg, and 10mg/320mg 
strengths), seven lots of Valsartan Tablets, USP (including 40 mg, 80 mg, 160 mg, and 320 mg strengths), 
and two lots of Valsartan and Hydrochlorothiazide Tablets, USP 320mg/25mg strength. These products 
are being recalled due to detected trace amounts of an impurity, N-nitrosodiethylamine (NDEA) 
contained in the API Valsartan, USP, manufactured by Mylan Laboratories Limited. NDEA is a substance 
that occurs naturally in certain foods, drinking water, air pollution, and industrial processes, and has 
been classified as a probable human carcinogen according to the International Agency for Research on 
Cancer (IARC). 
 
The finished products are manufactured by Mylan Pharmaceuticals Inc. and Mylan Laboratories Limited. 
These batches were distributed in the U.S. between March 2017 and November 2018. 
 
Valsartan is used for the treatment of high blood pressure for the treatment of heart failure, and to 
reduce cardiovascular mortality following myocardial infarction. Valsartan in combination with 
amlodipine or hydrochlorothiazide is used for the treatment of high blood pressure. Patients should 
contact their pharmacist or physician who can advise them about an alternative treatment prior to 
returning their medication. Patients who are on valsartan should continue taking their medication, as 
the risk of harm to the patient's health may be higher if the treatment is stopped immediately without 
any alternative treatment. 
 
Source: U.S. Food and Drug Administration (FDA) 
 
Gilenya (fingolimod): Drug Safety Communication - Severe Worsening of Multiple Sclerosis After 
Stopping the Medicine 
 
[Posted 11/20/18] 
 
ISSUE: FDA is warning that when the multiple sclerosis (MS) medicine Gilenya (fingolimod) is stopped, 
the disease can become much worse than before the medicine was started or while it was being taken. 
This MS worsening is rare but can result in permanent disability. 
 
BACKGROUND: Gilenya is one of several medicines approved to treat a form of MS called relapsing MS, 
which are periods of time when MS symptoms get worse. The medicine was approved in the United 
States in 2010. 
 
RECOMMENDATION: 
Healthcare professionals should: 
• Inform patients before starting treatment about the potential risk of severe increase in disability after 
stopping Gilenya. 
• Patients should be carefully observed for evidence of an exacerbation of their MS and treated 
appropriately when Gilenya is stopped. 
• Patients should be advised to seek immediate medical attention if they experience new or worsened 
symptoms of MS after Gilenya is stopped. 
• Test for new or enhancing lesions by magnetic resonance imaging (MRI) if an increase in disability 
occurs and begin appropriate treatment as needed. 
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• Encourage patients to read the patient Medication Guide they receive with their Gilenya prescriptions, 
which explains the benefits and risks of the medicine. 
 
Patients who have been instructed to stop Gilenya, should contact your health professional immediately 
if you experience new or worsened symptoms such as: 
• weakness 
• trouble using arms or legs 
• changes in thinking, eyesight or balance. 
 
Patients should not stop taking the medicine on their own and should speak to their health professional 
first, as stopping treatment can lead to worsening MS symptoms. 
 
Source: U.S. Food and Drug Administration (FDA) 
 
Fresenius Kabi Issues Voluntary Nationwide Recall of Sodium Chloride Injection, USP, 0.9% Due to 
Product Labeling Incorrectly Stating Stoppers Do Not Contain Latex 
 
[Posted 11/20/18] 
 
Fresenius Kabi USA is voluntarily recalling 163 lots of Sodium Chloride Injection, USP, 0.9%, 10 mL fill in a 
10 mL vial and Sodium Chloride Injection, USP, 0.9%, 20 mL fill in a 20 mL vial to the user level. The 
product insert states that stoppers for both the 10mL and the 20mL vials do not contain natural rubber 
latex; the tray label for the two vial sizes and the vial label for the 20mL vial also state that the stoppers 
do not contain latex. The product is being recalled because the stoppers contain natural rubber latex. 
 
For the population most at risk, those with a severe allergic reaction to latex, there is probability of an 
anaphylactic reaction, and this could result in hospitalization or death. To date, Fresenius Kabi USA has 
not received any reports of adverse events related to this recall. 
 
Sodium Chloride Injection, USP, 0.9% is indicated for diluting or dissolving drugs for intramuscular, 
intravenous or subcutaneous injection according to instructions of the manufacturer of the drug to be 
administered. It is also indicated for use in flushing of intravenous catheters. The product is packaged as 
Sodium Chloride Injection, USP 0.9%, 10mL fill in a 10mL vial; Sodium Chloride Injection, USP 0.9% 20mL 
fill in a 20mL vial; both size vials are packaged in a 25-unit tray. See the tables below for a full list of the 
affected lots including lot numbers and expiration dates. 
 
Fresenius Kabi USA is notifying its distributors and customers by letter and is arranging for return of the 
recalled product. If health care facilities have any of the affected lots, they are to immediately 
discontinue distributing, dispensing or using the lots and return all units to Fresenius Kabi. Distributors 
are instructed to immediately notify their customers that have been shipped, or may have been 
shipped, the product involved in this recall. Consumers with questions regarding this recall can contact 
Fresenius Kabi USA Quality Assurance at 1-866-716-2459, Monday through Friday, during the hours of 
8:00 a.m. to 5:00 p.m. Central Standard Time. Consumers should contact their physician or health care 
provider if they have experienced any problems that may be related to receiving this drug product. 
 
Adverse reactions or quality problems experienced with the use of this product may be reported to 
Fresenius Kabi Medical Affairs or Vigilance departments at 1-800-551-7176, Monday through Friday, 
during the hours of 8:00 a.m. to 5:00 p.m. Central Standard Time. 
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Source: U.S. Food and Drug Administration (FDA) 
 
Pfizer Inc. Issues a Voluntary Nationwide Consumer Level Recall of Six Lots of Thermacare® 
Heatwraps Due to Leaking Wraps with the Potential for Skin Injuries 
 
[Posted 11/26/18] 
 
Pfizer Consumer Healthcare, a division of Pfizer Inc., is voluntarily recalling six lots of ThermaCare® 
HeatWrap product to the consumer level. Pfizer Consumer Healthcare initiated this recall because 
product from these lots has a potential to leak ingredients that are contained in the heat cell wrap. 
 
The use of a leaking/damaged heat cell wrap could cause skin injuries such as burns/blisters and/or skin 
irritation on the wrap applied area. The product label warns not to use the product if heat cell contents 
leak and/or the wrap is damaged or torn. 
 
ThermaCare® Muscle Pain Therapy provides heat therapy for temporary relief of minor muscular aches 
and pains associated with overexertion, strains, sprains, and arthritis. ThermaCare® Menstrual Pain 
Therapy provides heat therapy for temporary relief of minor menstrual cramp pain and associated 
backaches. 
 
The ThermaCare® HeatWrap lots impacted are S68516 (Muscle Pain Therapy 3+1 count carton), T26686 
(Muscle Pain Therapy 3 count carton), T26691 (Menstrual Pain Therapy 3 count carton), T26693 
(Menstrual Pain Therapy 3+1 count carton); and 8054HA and 8054HB (11 count bundled packages 
contain one (1) package of Muscle Therapy Heatwraps, 8HR (3 Count) and two (2) packages of Joint 
Therapy Heatwraps, 8HR (4 Count)). Please note ThermaCare® Joint Therapy Heatwraps, 8HR are not 
subject to this recall notification. 
 
These lots were distributed nationwide to retailers, wholesalers and distributors in the United States, 
Puerto Rico and the U.S. Virgin Islands from September 2017 through August 2018. 
 
Pfizer Inc. places the utmost emphasis on patient safety and product quality at every step in the 
manufacturing and supply chain process. 
 
Pfizer Consumer Healthcare is notifying consumers of this recall with this public notification. Pfizer 
Consumer Healthcare has already notified its retailers of this recall on October 2, 2018 and has provided 
instructions for the return of any recalled product. Wholesalers, distributors and retailers with an 
existing inventory of the lot being recalled should stop use and distribution and quarantine the product 
immediately. Wholesalers, distributors and retailers who have further distributed the recalled product 
should notify any accounts or additional locations which may have received the recalled product from 
them. For retailer instructions on returning product or additional assistance, call Stericycle at 1-800-805-
3093 between the hours of 8 a.m. to 5 p.m. ET, Monday through Friday. 
 
Pfizer Consumer Healthcare is removing the product in question from store shelves and asking 
consumers who have purchased and are still in possession of the affected product to discontinue use of 
the products, record the lot number, throw the product away in its entirety without opening the foil 
pouch, and to please contact the Pfizer Consumer Healthcare Information Line at 1-800-323-3383 (Mon-
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Fri, 9am-5pm EST) for replacement or reimbursement. Note: The lot numbers can be found on the side 
of ThermaCare cartons and on the back of ThermaCare pouches. 
 
Source: U.S. Food and Drug Administration (FDA) 
 
FDA warns that symptoms of a serious condition affecting the blood cells are not being recognized 
with the leukemia medicine Idhifa (enasidenib) 
 
[Posted 11/29/18] 
 
The U.S. Food and Drug Administration (FDA) is warning that signs and symptoms of a life-threatening 
side effect called differentiation syndrome are not being recognized in patients receiving the acute 
myeloid leukemia medicine Idhifa (enasidenib). The Idhifa prescribing information and patient 
Medication Guide already contain a warning about differentiation syndrome. However, we have become 
aware of cases of differentiation syndrome not being recognized and patients not receiving the 
necessary treatment. 
 
As a result, we are alerting health care professionals and patients about the need for early recognition 
and aggressive management of differentiation syndrome to lessen the likelihood of serious illness and 
death. We are continuing to monitor this safety concern. 
 
Health care professionals should describe to patients the symptoms of differentiation syndrome listed in 
the Medication Guide when starting Idhifa and at follow-up visits, and inform them to call their health 
care professional if such symptoms occur. Differentiation syndrome has occurred as early as 10 days and 
up to 5 months after starting the medicine. If patients experience unexplained respiratory distress or 
other symptoms, consider a diagnosis of differentiation syndrome and treat promptly with oral or 
intravenous corticosteroids (See Additional Information for Health Care Professionals). 
 
Patients should contact your health care professional or go to the nearest hospital emergency room 
right away if you develop any of the following symptoms of differentiation syndrome while you are 
taking Idhifa: 
• Fever 
• Cough 
• Shortness of breath 
• Swelling of arms and legs 
• Swelling around the neck, groin, or underarm area 
• Fast weight gain of more than 10 pounds within a week 
• Bone pain 
• Dizziness or feeling lightheaded 
 
Idhifa was approved in August 2017 to treat patients with acute myeloid leukemia (AML) with a specific 
genetic mutation called isocitrate dehydrogenase (IDH)-2 whose disease has come back or has not 
improved after treatment with other chemotherapy medicines. AML is a rapidly progressing cancer that 
forms in the bone marrow and results in an increased number of abnormal white blood cells. Idhifa 
works by blocking several enzymes that promote this abnormal blood cell growth. 
 
In the clinical trial conducted for Idhifa’s approval, at least 14 percent of patients experienced 
differentiation syndrome. The manufacturer’s safety report, which included the period of May 1, 2018 
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to July 31, 2018, reported five cases of death associated with differentiation syndrome in patients taking 
Idhifa (See Data Summary). Until Idhifa was approved, differentiation syndrome had been associated 
only with induction chemotherapy in patients with a rare form of cancer called acute promyelocytic 
leukemia. Health care professionals and patients may not recognize the signs and symptoms of 
differentiation syndrome associated with Idhifa. Another recently approved drug for AML with a specific 
genetic mutation called isocitrate dehydrogenase (IDH)-1, Tibsovo (ivosidenib), also carries a risk of 
differentiation syndrome. Health care professionals should also be vigilant in monitoring for 
differentiation syndrome when prescribing Tibsovo and patients should alert their health care 
professional of any symptoms. 
 
Source: U.S. Food and Drug Administration (FDA) 
 
Mylan Expands Its Voluntary Nationwide Recall of Valsartan Tablets, USP, Amlodipine and Valsartan 

Tablets, USP, and Valsartan and Hydrochlorothiazide Tablets, USP, to all Lots within Expiry Due to The 

Detection of Trace Amounts of NDEA (N-Nitrosodiethylamine) Impurity Found in the Active 

Pharmaceutical Ingredient 

[Posted 12/04/18] 
 
Mylan N.V. (NASDAQ: MYL) today announced that its U.S. based Mylan Pharmaceuticals business is 

expanding its consumer-level voluntary nationwide recall to include all lots of Valsartan-containing 

products within expiry. The 104 additional lots include 26 lots of Amlodipine and Valsartan Tablets, USP 

(including the 5mg/160mg, 10mg/160mg, 5mg/320mg and 10mg/320mg 

strengths), 51 lots of Valsartan Tablets, USP (including 40 mg, 80 mg, 160 mg and 320 mg strengths), and 

27 lots of Valsartan and Hydrochlorothiazide Tablets, USP (80mg/12.5mg, 160mg/12.5mg, 160mg/25mg, 

320mg/12.5mg and 320mg/25mg strengths). 

Out of an abundance of caution, these products are being recalled due to detected trace amounts of an 

impurity, N-nitrosodiethylamine (NDEA) contained in the API Valsartan, USP, manufactured by Mylan 

Laboratories Limited. NDEA is a substance that occurs naturally in certain foods, drinking water, air 

pollution, and industrial processes, and has been classified as a probable human carcinogen according to 

the International Agency for Research on Cancer (IARC). 

The finished products are manufactured by Mylan Pharmaceuticals Inc. and Mylan Laboratories Limited. 

These batches were distributed in the U.S. between March 2017 and November 2018. 

Valsartan is used for the treatment of high blood pressure for the treatment of heart failure, and to 

reduce cardiovascular mortality following myocardial infarction. Valsartan in combination with 

amlodipine or hydrochlorothiazide is used for the treatment of high blood pressure. Patients should 

contact their pharmacist or physician who can advise them about an alternative treatment prior to 

returning their medication. Patients who are on valsartan should continue taking their medication, as 

the risk of harm to the patient’s health may be higher if the treatment is stopped immediately without 

any alternative treatment. 
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Mylan is notifying its distributors and customers by letter and is arranging for return of all recalled 

products. Wholesalers, retailers and consumers that are in possession of recalled product should 

contact Stericycle at 1-888-406-9305 for the return of the recalled product. Normal business hours are 

Monday through Friday 8 a.m. to 5 p.m. EST. 

Consumers should contact their physician or healthcare provider if they have experienced any problems 

that may be related to using these drug products. 

• Adverse reactions or quality problems experienced with the use of this product may be reported to 

the FDA's MedWatch Adverse Event Reporting program either online, by regular mail or by fax. 

Complete and submit the report Online: www.fda.gov/medwatch/report.htm  

• Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm 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. 

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration. Source: U.S. 

Food and Drug Administration (FDA) 

Tris Pharma Issues Voluntary Nationwide Recall of Infants’ Ibuprofen Concentrated Oral Suspension, 

USP (NSAID) 50 mg per 1.25 mL, Due to Potential Higher Concentrations of Ibuprofen  

[Posted 12/05/2018] 

Tris Pharma, Inc. has voluntarily recalled three (3) lots of Infants’ Ibuprofen Concentrated Oral 

Suspension, USP (NSAID) 50 mg per 1.25 mL, to the retail level. The recalled lots of the product have 

been found to potentially have higher concentrations of ibuprofen. 

There is a remote possibility that infants, who may be more susceptible to a higher potency level of 

drug, and therefore may be more vulnerable to permanent NSAID-associated renal injury. Adverse 

effects that may be experienced are nausea, vomiting, epigastric pain, or more rarely, diarrhea. Tinnitus, 

headache and gastrointestinal bleeding are also possible adverse effects. To date, Tris Pharma, Inc. has 

not received any reports of adverse events related to the lots of product that are the subject of this 

recall. 

Tris Pharma, Inc. sold the affected lots of Ibuprofen Concentrated Oral Suspension, USP (NSAID) 50 mg 

per 1.25 mL to one customer, which distributed the lots into the US market. Tris Pharma, Inc. has 

notified its customer by urgent recall notice and is arranging for the return of the recalled product. 

Wholesalers and retailers of the product should stop further distribution of the affected lots of 

Ibuprofen Concentrated Oral Suspension, USP (NSAID) 50 mg per 1.25 mL, which are being recalled. 

Consumers with questions regarding this recall can contact Tris Customer Service at 732-940-0358 

(Monday through Friday, 8:00am ET- 5:00pm PT) or via email at Customer Service Email. Consumers 

http://www.fda.gov/medwatch/report.htm
http://www.fda.gov/MedWatch/getforms.htm
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should contact their physician or healthcare provider if they have experienced any problems that may 

be related to taking or using this drug product. 

Adverse reactions or quality problems associated with the use of this product may be reported to FDA's 

MedWatch Adverse Event Reporting program either by phone, on line, by regular mail or by fax. 

• Complete and submit the report Online: www.fda.gov/medwatch/report.htm  

• Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm 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. 

This recall is being conducted with the knowledge of the U.S. Food and Drug Administration. 

About Tris Pharma 

Tris Pharma is a fully integrated pharmaceutical company focused on the development of innovative 

medicines that address unmet patient needs. Using its proprietary technology platform, LiquiXR®, Tris 

has pioneered the delivery of sustained release in the liquid, chewable, orally disintegrating tablet, and 

other dosage forms that benefits a wide variety of patients and their unique needs. Tris' Nobuse™ 

technology provides abuse deterrence for opioids and other abuse-prone drugs. Tris’ research, 

manufacturing and commercial facilities are located in Central New Jersey. For more information, please 

visit www.trispharma.com. 

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

http://www.fda.gov/medwatch/report.htm
http://www.fda.gov/MedWatch/getforms.htm
http://www.trispharma.com/
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STUDIES AND RECENT TOPICS 

Trial spotlights U.S. drug safety concerns at compounding pharmacies 
November 19, 2018  
 
A top U.S. Food and Drug Administration official testified on Monday that the agency has concerns 
about drugs made by compounding pharmacies and still sees problems with them six years after a 
fungal meningitis outbreak tied to a Massachusetts pharmacy killed 76 people. 
 
Source: reuters.com 
 
Cancer drug from Kansas company can be tested on humans, FDA says. It’s made of lilies 
November 21, 2018 
  
The Food and Drug Administration has approved human clinical testing for a new cancer drug created by 
a company based in the town of Sterling, Kansas — population 2,200, right in the middle of the state. 
The Genzada Pharmaceuticals drug is made from a flower native to the Middle East — described as “a 
black calla lily, which resembles a Peace Lily” — that the company is growing in greenhouses in Sterling, 
according to The Hutchinson News. 
 
Source: kansascity.com 
 
Generic EpiPen not any cheaper than existing version 
November 27, 2018  
 
A generic competitor to the EpiPen won’t cost any less than the version already on the market, despite 
the Trump administration touting it as a cheaper alternative. Teva Pharmaceuticals on Tuesday said its 
drug is now available in limited quantities in the United States, for a wholesale cost of $300. The drug 
already on the market from original manufacturer Mylan also costs $300. 
 
Source: thehill.com 
 
FDA Warns of Rare Risk of Severe Worsening in MS Disability after Stopping Gilenya Use 
November 26, 2018 
 
The U.S. Food and Drug Administration (FDA) has issued a safety alert, warning that people with 
relapsing multiple sclerosis (MS) who stop using Gilenya (fingolimod) may experience disease worsening 
beyond that when starting the medicine or while taking it. Reported cases of such increases in MS 
disability upon stopping treatment are rare, the FDA notes in its Nov. 20 alert, but can result in 
permanent disability to patients. The U.S. Food and Drug Administration (FDA) has issued a safety alert, 
warning that people with relapsing multiple sclerosis (MS) who stop using Gilenya (fingolimod) may 
experience disease worsening beyond that when starting the medicine or while taking it. 
 
Source: multiplesclerosisnewstoday.com 
 
Supervised Injection Facilities Face Obstacles, But That Shouldn’t Stop Them 
November 29, 2018  
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Supervised injection facilities (SIFs) are clean indoor environments where people can consume pre-
obtained drugs with trained health professionals present to ensure safe injection methods, respond in 
the event of an overdose, and provide counseling and referrals to vital social services and treatment 
options. More than 100 facilities with formal legal sanction operate in ten countries, although no such 
facility legally exists in the United States. Extensive research has shown supervised injection sites reduce 
overdose deaths, increase addiction treatment uptake, and reduce social nuisance. Although supervised 
injection sites are not the sole answer to the opioid crisis, they are being considered by American cities 
and states as a way to fill an immense gap in the current system of care and engage a highly vulnerable 
and difficult to reach population – ultimately reducing the public health burden and saving lives. 
 
Source: healthaffairs.org 
 
High-cost Gilead cell therapy proves durable for some lymphoma patients 
December 2, 2018 

SAN DIEGO (Reuters) - Nearly 40 percent of lymphoma patients treated with a single infusion of Gilead 

Sciences Inc’s Yescarta were still responding to the cell therapy after at least two years of follow-up, the 

company said on Sunday.  

Source: reuters.com 

Could having wisdom teeth out lead to opioid addiction? 
December 3, 2018 

Teens and young adults who get their first opioid prescription at the dentist –often when having their 

wisdom teeth out — are more likely to come back for more of the painkillers, researchers reported 

Monday. 

They found that nearly 7 percent of teens and young adults who got an opioid for the first time at the 

dentist’s office went on to take more of the drugs, and more than 5 percent went on to abuse opioids. 

Source: nbcnews.com 

Sandoz prepares early 2019 launch for EpiPen alternative Symjepi at 16% discount 
December 6, 2018 

Only days after Teva launched its generic to Mylan’s EpiPen, Novartis’ Sandoz has released launch plans 

for its own epinephrine injector product. Sandoz’s Symjepi won FDA approval in September, and on 

Thursday the company said it will launch in early 2019 at a slight discount to options from Mylan and 

Teva.  

Source: fiercepharma.com 

FDA releases real-world evidence framework 
December 6, 2018 

FDA is creating a roadmap that will facilitate the integration of real-world evidence into drug 

development. FDA’s framework for real-world evidence envisions using data from electronic health 
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records (EHRs), observational and pragmatic studies, and mobile or wearable devices to generate 

effectiveness data that would support approvals of new indications for approved drugs, and for 

satisfying postapproval study requirements.  

Source: biocentury.com 

Inflammatory bowel disease linked to prostate cancer 
December 7, 2018 

Men with inflammatory bowel disease have four to five times higher risk of being diagnosed with 

prostate cancer, reports a 20-year study from Northwestern Medicine. 

This is the first report to show men with inflammatory bowel disease have higher than average PSA 

(prostate-specific antigen) values, and this group also has a significantly higher risk of potentially 

dangerous prostate cancer.  

Source: medicalxpress.com 

Incontinence Drug May Cut Hot Flashes in Breast Cancer Survivors 
December 7, 2018 

Hot flashes, a common curse in menopause, can be especially bothersome after breast cancer. But a 

new study suggests an existing medication may help. 

The drug is oxybutynin (Ditropan XL), long used to treat urinary incontinence.  

Source: healthday.com 

Drug company to offer cheaper opioid overdose treatment after hiking price 600 percent  
December 12, 2018  

A drug company is offering a significantly cheaper version of its life-saving opioid overdose treatment 

after a Senate investigation found that it spiked the price of its drug. 

A report from the Senate’s Permanent Subcommittee on Investigations last month found that the 

company, 

Kaléo, hiked the price of its drug Evzio to $4,100 for two injectors, raising the price by more than 600 

percent between 2014 and 2017.  

Source: thehill.com 

Scientists pave the way for saliva test for Alzheimer's disease  
December 12, 2018 

University of Alberta scientists have identified three biomarkers for detecting mild cognitive impairment 

and Alzheimer's disease in saliva samples. The research has promising results for application in a clinical 

setting. The research team combines expertise in metabolomics from Liang Li, professor in the 
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Department of Chemistry, and neurodegenerative disorders from Roger Dixon, professor in the 

Department of Psychology. 

"All projections point to an impending and staggering global impact of neurodegenerative disease and 

dementia," said Dixon of the critical importance of this research.  

Source: worldpharmanews.com 

Helping the anti-parasitic medicine go down 
December 12, 2018 

Scientists have developed a new way to deliver anti-parasitic medicines more efficiently. An 

international team, led by Professor Francisco Goycoolea from the University of Leeds and Dr. Claudio 

Salomon from the Universidad Nacional de Rosario, Argentina, and in collaboration with colleagues at 

the University of Münster, Germany, have developed a novel pharmaceutical formulation to administer 

triclabendazole - an anti-parasitic drug used to treat a type of flatworm infection - in billions of tiny 

capsules.  

Source: worldpharmanews.com 
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RECALLS 
 

Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drug 

Euphoric Premium Male 
Performance Enhancer 

capsules, packaged in a) 1-
count blister cards, UPC 6 
96859 28646 9, b) 3-count 

bottle, UPC 6 96859 28647 6 
and c) 12-count bottle, UPC 6 

96859 28648 3. 

Class I All lots 

Marketed Without 
An Approved 
NDA/ANDA: 

product contains 
undeclared 

sildenafil, tadalafil, 
and 

oxytetracycline, 
FDA approved drug 

products making 
Euphoric an 

unapproved drug. 

Epic 
Products

, LLC 
11730 W 
135th St 

#224 
Overland 
Park, KS 
66221-
9395 

Drugs 

Puriton EYE RELIEF DROPS, 0.5 
oz (15 ml) bottle, Kadesh Inc., 

NDC#7079600115, UPC 7 
36972 16799 0. 

Class I 
All lots, no 

expiration dates 
are on the bottles. 

Non-Sterility: 
Product 

manufactured 
under non-sterile 

production 
conditions. 

Kadesh 
Internati

onal 

Drug 

Alprostadil Injection USP 500 
micrograms/mL 1 mL single 

use vial, 5 vials per carton, Rx 
only, TEVA Pharmaceuticals 

USA, Inc., North Wales, PA --- 
NDC 0703-1501-02 

Class 
II 

Lot # 31323147B, 
exp. date 01/2019 

Failed 
Impurities/Degrada
tion Specifications; 
out-of-specification 

results for 
impurities obtained 

during routine 
stability testing 

Teva 
Pharmac
euticals 

USA 

Drug 

Zero Xtreme Dietary 
Supplement 30-count 

capsules. By: Zero Xtreme 
Registro Sanitario No SD2014-

0002208 LLC-USA 

Class 
II 

Lot: 1220062085 
Exp. 03/2020 

Marketed Without 
an Approved 
NDA/ANDA: 
Undeclared 
Sibutramine 

Zero 
Xtreme 

USA 

Drug 

Isosorbide Dinitrate Tablets, 
USP 20 mg, 100-count bottles, 

Rx Only, Distributed by: 
Sandoz Inc. Princeton, NJ 

08540; NDC 0781-1695-01 

Class 
II 

Lots: a) JA9535 
Exp. 05/2021 

Cross 
Contamination 

with Other 
Products 

Sandoz 
Inc. 

Drug 

Children's 24 Hour Allergy 
(cetirizine hydrochloride) Oral 

Solution 1 mg/mL, Bubble 
Gum Flavor, Sugar Free/Dye 

Free, 4 FL OZ (120 mL) bottle, 

Class 
II 

Lot # 313342, Exp 
12/18 

Failed 
Impurities/Degrada
tion Specifications: 
unknown impurity 

higher than the 

Taro 
Pharmac
euticals 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Dist. by Meijer Distribution, 
Inc., Grand Rapids, MI 40644, 

NDC 41250-106-08, UPC 7 
13733 88578 2. 

specified limit was 
detected during 
routine stability 

testing. 

Drugs 

children's allergy (cetirizine 
hydrochloride) Oral Solution, 1 
mg/mL, ANTIHISTAMINE, Dye-
Free, Sugar-Free, 4 FL OZ (120 

mL) bottle, Distributed by 
Publix Super Markets, Inc., 

3300 Publix Corporate 
Parkway, Lakeland, FL 33811, 

NDC 56062-106-08, UPC 0 
41415 43573 5. 

Class 
II 

Lot # 313345, Exp 
12/18 

Failed 
Impurities/Degrada
tion Specifications: 
unknown impurity 

higher than the 
specified limit was 

detected during 
routine stability 

testing. 

Taro 
Pharmac
euticals 

Drugs 

children's allergy relief 
(cetirizine hydrochloride) oral 
solution, 1 mg/mL, Dye Free, 
Sugar Free, Alcohol Free, 4 FL 

OZ (120 mL) bottle, 
Distributed by Rite-Aid, 30 
Hunter Lane, Camp Hill, PA 

17011, Made in Israel, UPC 0 
11822 57363 4. 

Class 
II 

Lot # 313344, Exp 
12/18 

Failed 
Impurities/Degrada
tion Specifications: 
unknown impurity 

higher than the 
specified limit was 

detected during 
routine stability 

testing. 

Taro 
Pharmac
euticals 

Drugs 

Isosorbide Dinitrate Tablets, 
USP 5 mg,100-count bottles, 

Rx Only Manufactured by: 
Sandoz Inc., Princeton, NJ 

08540 For BluePoint 
Laboratories, NDC 68001-223-

00 

Class 
II 

Lot #: HZ7896, 
Exp. 05/2021 

Cross 
Contamination 

with Other 
Products 

Sandoz 
Inc. 

Drugs 

Isosorbide Dinitrate Tablets, 
USP 10 mg,100-count bottles, 

Rx Only Manufactured by: 
Sandoz Inc., Princeton, NJ 

08540 For BluePoint 
Laboratories, NDC 68001-225-

00 

Class 
II 

Lot #: JA3077, Exp. 
05/2021 

Cross 
Contamination 

with Other 
Products 

Sandoz 
Inc. 

Drugs 

Isosorbide Dinitrate Tablets, USP 
20 mg,100-count bottles, Rx Only 

Manufactured by: Sandoz Inc., 
Princeton, NJ 08540 For 

BluePoint Laboratories, NDC 
68001-222-00 

Class 
II 

Lot #: JA9534, Exp. 
05/2021 

Cross 
Contamination 

with Other 
Products 

Sandoz 
Inc. 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

Westminster Irbesartan 
Tablets, USP, 75 mg (a) 30-

count bottle (NDC 69367-119-
01), (b) 90-count bottle (NDC 

69367-119-03), Rx Only, 
Manufactured by ScieGen 

Pharmaceuticals Inc. 
Hauppauge, NY 11755 

Manufactured for 
Westminster Pharmaceuticals 
LLC Olive Branch, MS 20854 

Made in the USA 

Class 
II 

69367-119-01 
Irbesartan 75mg 
Tablets, 30 count 
bottle B160002A 

Sep-19 69367-
119-03 Irbesartan 
75mg Tablets, 90 

count bottle 
B160002B Sep-19 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product 

Sciegen 
Pharmac
euticals 

Drugs 

Antacid Tablets, Calcium 
Carbonate chewable tablets, 
750mg, 60-count bottle, OTC, 
[Healthy Accents brand NDC: 
55316-014-72, Distributed by 
DZA Brands, LLC, Salisbury, NC 

28147, Scarborough, ME 
04074], [HealthMart 

Pharmacy brand NDC: 62011-
0295-1 

Class 
II 

Lots: PA17-412, 
PA17-077, PA17-
196,PA17-127, 
PA17-150, Exp 

11/18 

Presence of foreign 
substance: Product 

found to contain 
metal particles. 

L. 
Perrigo 
Compan

y 

Drugs 

IRBESARTAN Tablets, USP 75 
mg 90-count bottle, Rx Only, 

Manufactured by: SciGen 
Pharmaceuticals, Inc. 

Class 
II 

Lot Numbers: 
B160003; Exp. 

09/19 B160004; 
Exp. 09/19 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodiethylamin

e (NDEA) in 
product. 

Golden 
State 

Medical 
Supply 

Inc. 

Drugs 

IRBESARTAN Tablets, USP 150 
mg (a) 30-count bottle (NDC 
60429-641-30), (b) 90-count 

bottle (NDC 60429-641-90) Rx 
Only 

Class 
II 

Lot Numbers: 30-
count bottles: 

GS019526; Exp. 
11/19 GS020252; 

Exp. 11/19 
GS020958; Exp. 

11/19 Lot Numbers: 
90-count bottles 

B161003; Exp. 09/19 
B161004; Exp. 09/19 
B161006; Exp. 09/19 
B161007; Exp. 09/19 
B161008; Exp. 11/19 
B161009; Exp. 11/19 

B161010 

CGMP Deviations: 
products 

manufactured 
under conditions 
that could impact 

its product quality. 

Golden 
State 

Medical 
Supply 

Inc. 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

IRBESARTAN Tablets, USP 300 
mg (a) 30-count bottle (NDC 
60429-642-30), (b) 90-count 

bottle (NDC 60429-642-90) Rx 
Only, Manufactured by: 
SciGen Pharmaceuticals 

Class 
II 

Lot Numbers: 30-
count bottles 

GS019036; Exp 
09/19 GS019073; 

Exp. 09/19 
GS021472; Exp. 

11/19 GS021530; 
Exp. 11/19 

GS022234; Exp. 
02/20 90-count 

bottles B162009; 
Exp. 09/19 

B162010; Exp. 
09/19 B162011; 

Exp. 09/19 
B162012; Exp. 

11/19 B162013; 
Exp. 11/19 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodiethylamin

e (NDEA) in 
product. 

Golden 
State 

Medical 
Supply 

Inc. 

Drugs 

Westminster Irbesartan 
Tablets, USP, 150 mg, (a) 30-

count bottle (NDC 69367-120-
01), (b) 90-count bottle (NDC 

69367-120-03), Rx Only, 
Manufactured by ScieGen 

Class 
II 

69367-120-01 
Irbesartan 150mg 
Tablets, 30 count 
bottle B161005A 
Sep-19 C161002A 

Feb-20 69367-
120-03 Irbesartan 
150mg Tablets, 90 

count bottle 
B161005B Sep-19 
C161002B Feb-20 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Sciegen 
Pharmac
euticals 

Drugs 

Equi-Soft Foam, Antimicrobial 
Hand Soap, 0.55% 

Benzalkonium Chloride, 25 fl 
oz (750 mL), OTC, 

Class 
II 

Lot# L062881, Exp 
06/20, 

5338HU1800, Exp 
08/20 

Labeling: Label mix-
up - the label on 
the product may 

not match the 
formula in the 

bottle. 

Ecolab 
Inc. 

Drugs 

Clopidogrel Tablets, USP, 300 
mg, 30 (5 x 6 unit-dose) count 

blister pack, Rx only, 
Manufactured by Dr. Reddy's 

Laboratories Limited, 
Srikakulam - 532 409, India, 

NDC 55111-671-31 

Class 
II 

Lot #: T600530, 
Exp 11/18 

Failed Dissolution 
Specification: Out-

of-Specification 
results were 
observed for 

dissolution at 18th 
month stability 

testing 

Dr. 
Reddy's 

Laborato
ries, Inc. 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

Medi-Stat Foam, Antimicrobial 
Hand Soap, Chloroxylenol 
0.5%, 1250 mL (42.3 fl oz), 

OTC, 

Class 
II 

Lot#: L062281, 
Exp 06/20 

Labeling: Label mix-
up - the label on 
the product may 

not match the 
formula in the 

bottle. 

Ecolab 
Inc. 

Drugs 

Westminster Irbesartan 
Tablets, USP, 300mg, Rx 

Only,(a) 30-count bottle (NDC 
69367-121-01, (b) 90-count 
bottle (NDC 69367-121-03), 

Class 
II 

69367-121-01 
Irbesartan 300mg 
Tablets, 30 count 
bottle B162008A 
Sep-19 C162002A 

Feb-20 69367-
121-03 Irbesartan 
300mg Tablets, 90 

count bottle 
B162008B Sep-19 
C162002B Feb-20 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Sciegen 
Pharmac
euticals 

Drugs 

GSMS Irbesartan Tablets, USP, 
75 mg, 30-count bottle, Rx 

Only, Manufactured by 
ScieGen Pharmaceuticals, Inc. 

Class 
II 

60429-640-90 
Irbesartan 75mg 
Tablets, 90 Count 
Bottle B160003 
Sep-19 B160004 

Sep-19 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Sciegen 
Pharmac
euticals 

Drugs 

GSMS Irbesartan Tablets, USP, 
150 mg, (a) 30-count bottle 
(NDC 60429-641-30), (b) 90-

count bottle (NDC 60429-641-
90) 

Class 
II 

60429-641-90 
Irbesartan 150mg 
Tablets, 90 Count 
Bottle B161003 
Sep-19 B161004 
Sep-19 B161006 
Sep-19 B161007 
Sep-19 B161008 
Nov-19 B161009 
Nov-19 B161010 
Nov-19 C161001 
Feb-20 C161003 

May-20 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Sciegen 
Pharmac
euticals 

Drugs 

GSMS Irbesartan Tablets, USP, 
300 mg,(a) 30-count bottle 

(NDC 60429-642-30), (b) 90-
count bottle (NDC 60429-642-
90), Rx Only, Manufactured by 

ScieGen Pharmaceuticals 

Class 
II 

60429-642-30 
Irbesartan 300mg 
Tablets, 30 Count 
Bottle GS019036 
Sep-19 GS019073 
Sep-19 GS021472 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

Sciegen 
Pharmac
euticals 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Nov-19 GS021530 
Nov-19 GS022234 

Feb-20 60429-
642-90 Irbesartan 
300mg Tablets, 90 

Count Bottle 
B162009 Sep-19 
B162010 Sep-19 
B162011 Sep-19 

ne (NDEA) in 
product. 

Drugs 

INFed (Iron Dextran Injection 
USP) 100 mg elemental iron/2 

mL (50 mg/mL), Rx only, 
packaged in 2 mL Sterile Single 

Dose Vial 

Class 
II 

Lot Numbers: 
16W06A, 
16W07A, 

16W08A, exp. 
date 02/2019; 

16W09A, 
16W10A, exp. 
date 03/2019; 

16W11A, 
16W14A, exp. 
date 04/2019; 
16W21A, exp. 
date 09/2019; 
16W23A, exp. 
date 11/2019; 
17W10A, exp. 
date 04/2020; 
17W12A, exp. 
date 05/2020; 

17W16A, 
17W18A, exp. 
date 06/2020; 
17W22A, exp. 
date 08/2020 

Failed Stability 
Specification: out 

of specification for 
iron content. 

ALLERGA
N 

Drugs 

Quetiapine Tablets USP 400 
mg, 100 tablet bottles, Rx 

Only, Manufactured by: Alkem 
Laboratories Ltd., Mumbai - 

400 013, India. Distributed by: 
Ascend Laboratories, LLC 

Parsippany, NJ 07054 --- NDC 
67877-248-01, UPC code: 3 

67877-248-01 1 

Class 
II 

Lot 7143908, exp 
Nov 2020 

Presence of 
Foreign Substance; 
metal shard found 

in tablet 

Ascend 
Laborato
ries LLC 



 

 

Page 25 www.performrx.com 

200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2018. All Rights Reserved 

 

Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

Germ Bloc Health Hand 
Sanitizer Foam (benzalkonium 

chloride 0.13%) 
7.5fl.oz./222mL refill bags, 

AvKARE, Inc. 

Class 
II 

Lot #: 13417 Exp. 
05/2020 

Microbial 
Contamination of 

Non-Sterile 
Product: Presence 
of Pseudomonas 

aeruginosa in 
product 

AVKARE 
Inc. 

Drugs 

fas.TRACT Coagulative 
Hemostatic Gel, 10% Ferric 
Sulfate Kit, Rx Only, (3) 3cc 

Preloaded Syringes/ (50) Scrub 
Tips. Distributed by: Benco 

Dental, 295 Center Point Blvd., 
Pittston, PA 18640. NDC: 

14060-01105 

Class 
II 

Lot # 170831, EXP 
8/31/2019; 

180704, EXP 
7/04/2020 

cGMP violations 
noted during the 

firm's most recent 
inspection. 

CAO 
Group, 

Inc. 

Drugs 

SHEER DesenZ Desensitizing 
Treatment, Rx Only, 

Potassium Nitrate 12mg per 
film. CAO GROUP, INC, 4628 
West Skyhawk Drive West 
Jordan, UT 84084. UPC: 8 

72320 00072 1 NDC 
1406000304 

Class 
II 

Lot # 170626, EXP 
6/26/2019;  and 

180131, EXP 
01/31/2020 

cGMP violations 
noted during the 

firm's most recent 
inspection. 

CAO 
Group, 

Inc. 

Drugs 

BeeGentle Honey Flavored 
Topical Anesthetic, Active 

ingredient Benzocaine 20%. 
Packaged in: a) Introductory 
Kit. Net Qty 3-3cc preloaded 

syringes.  . NDC# 1406000203 
UPC 8 72320 00074 5 b) Bulk 

Kit Net Qty 30mL, NDC# 
1406000202, UPC 8 72320 
00076 9. Manufactured by 

CAO (China) Medical 
Equipment Co. Ltd. for CAO 

Group, Inc. 4628 West 
Skyhawk Drive, West Jordan, 

UT 84084 

Class 
II 

Lots #: a) 110216, 
EXP 11/02/18; 
170524, EXP 
5/24/2019; 

171116, EXP 
11/16/2019; 
180319, EXP 
3/19/2020;  

b)110216, EXP 
11/02/2018;  
170323, EXP 
3/23/2019; 

180109, EXP 
1/09/2020 

cGMP violations 
noted during the 

firm's most recent 
inspection. 

CAO 
Group, 

Inc. 

Drugs 

FastStat Topical Hemostat 
Introductory Kit, 10% Ferric 
Sulfate 10%, Rx Only, 3-3cc 

preloaded syringes. CAO GROUP, 
INC, 4628 West Skyhawk Drive 
West Jordan, UT 84084. NDC 

1406001003 

Class 
II 

Lot #: 170626, EXP 
6/26/2019; 

171214, EXP 
1214/2019. 

cGMP violations 
noted during the 

firm's most recent 
inspection. 

CAO 
Group, 

Inc. 
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Recalling 
Firm 

Drugs 

Thyroid Powder, USP, 
25kg/drum, Rx Only, Sichuan 
Friendly Pharmaceutical Co., 

LTD. NDC: 070870-1701-1 

Class 
II 

Lots: 161101, EXP 
11/2/2016; 

161201, EXP Nov 
2018; 170301, EXP 
Feb 2019; 170501, 

Exp Apr 2019; 
170701, Exp Jun 

2019 

CGMP Deviations: 
Thyroid Powder 
has inconsistent 

levels of the active 
ingredients 

levothyroxine and 
liothyronine. 

LGM 
Pharma 

LLC 

Drugs 

Amlodipine and Valsartan 
Tablets, USP, 5 mg/160 mg, 

30-count bottle, Rx Only, 
Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505, 
U.S.A., NDC 0378-1721-93. 

Class 
II 

Lot # 3066051, 
exp. date 3/2019 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 

Drugs 

Amlodipine and Valsartan 
Tablets, USP, 10 mg/160 mg, 

30-count bottle, Rx Only, 
Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505, 
U.S.A., NDC 0378-1722-93. 

Class 
II 

Lot # 3079500, 
exp. date 1/2020 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 

Drugs 

Valsartan Tablets, USP, 80 mg, 
90-count bottles, Rx Only, 

Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505, 
U.S.A., NDC 0378-5813-77. 

Class 
II 

Lot # 3063782, 
exp. date 1/2019 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 

Drugs 

Valsartan Tablets, USP, 160 
mg, 90-count bottle, Rx Only, 
Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505, 
U.S.A., NDC 0378-5814-77. 

Class 
II 

Lot # 3071352, 
exp. date 7/2019 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 
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Product 
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Product Description 
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icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

Valsartan Tablets, USP, 40 mg, 
30-count bottle, Rx Only, 

Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505, 
U.S.A., NDC 0378-5807-93. 

Class 
II 

Lot # 3061169, 
exp. date 11/2018 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 

Drugs 

Valsartan Tablets, USP, 320 
mg, 90-count bottle, Rx Only, 
Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505, 
U.S.A., NDC 0378-5815-77. 

Class 
II 

Lot # 3081499, 
exp. date 3/2020     
Lot # 3080009, 

exp. date 2/2020     
Lot # 3080010, 

exp. date 2/2020     
Lot # 3079205, 

exp. date 1/2020 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 

Drugs 

Valsartan and 
Hydrochlorothiazide Tablets, 
USP, 320 mg/25 mg, (a) 500-

count bottle, Rx Only, Made in 
India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505, 
U.S.A. NDC 0378-6325-05. 

Class 
II 

Lot # 3084886, 
exp. date 2/2019     
Lot # 3093804, 

exp. date 12/2019 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 

Drugs 

Amlodipine and Valsartan 
Tablets, USP, 10 mg/320 mg, 

30-count bottle, Rx Only, 
Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505, 
U.S.A., NDC 0378-1724-93. 

Class 
II 

Lot # 3061986, 
exp. date 11/2018   

Lot # 3079709, 
exp. date 1/2020   
Lot # 3077618, 

exp. date 11/2019   
Lot # 3079708, 

exp. date 1/2020 

CGMP Deviations: 
FDA lab confirmed 

presence an 
impurity, N-

nitrosodiethylamin
e (NDEA) contained 
in the API used to 
manufacture the 

product. 

Mylan 
Pharmac
euticals 

Inc. 

Drugs 

Amlodipine and Valsartan Tablets 5 
mg/160 mg, (a) 30-count bottles 
(NDC 0093-7960-56) & 90-count 
bottles (NDC 0093-7690-98), RX 
Only, Manufactured In Israel By: 

TEVA PHARMACEUTICAL IND. LTD. 
Jerusalem, 9777402, Israel, 

Manufactured For: TEVA 
PHARMACEUTICALS USA, INC. 

North Wales, PA 19454. 

Class 
II 

NDC 0093-7690-
56 & NDC 0093-
7690-98  Lot # 

23X017, 23X018, 
23X019, 23X020, 
23X022, 23X023, 

23X024 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 



 

 

Page 28 www.performrx.com 

200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2018. All Rights Reserved 

 

Product 
Type 
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n 
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Recalling 
Firm 

Drugs 

Amlodipine and Valsartan 
Tablets 10 mg/160 mg, (a) 30-

count bottles (NDC 0093-
7961-56) & 90-count bottles 

(NDC 0093-7691-98), RX Only, 
Manufactured In Israel By: 

TEVA PHARMACEUTICAL IND. 
LTD. Jerusalem, 9777402, 
Israel, Manufactured For: 
TEVA PHARMACEUTICALS 
USA, INC. North Wales, PA 

19454. 

Class 
II 

NDC 0093-7691-
56 & NDC 0093-
7691-98  Lot # 

24X012, 24X013 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 

Drugs 

Amlodipine and Valsartan 
Tablets 5 mg/320 mg, (a) 30-

count bottles (NDC 0093-
7962-56) & 90-count bottles 

(NDC 0093-7692-98), RX Only, 
Manufactured In Israel By: 

TEVA PHARMACEUTICAL IND. 
LTD. Jerusalem, 9777402, 
Israel, Manufactured For: 
TEVA PHARMACEUTICALS 
USA, INC. North Wales, PA 

19454. 

Class 
II 

NDC 0093-7692-
56 & NDC 0093-
7692-98  Lot # 

25X028, 25X029, 
25X030, 25X031, 
25X032, 25X035, 

25X037 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 

Drugs 

Amlodipine and Valsartan 
Tablets 10 mg/320 mg (a) 30-

count bottles (NDC 0093-
7963-56) & 90-count bottles 

(NDC 0093-7693-98), RX Only, 
Manufactured In Israel By: 

TEVA PHARMACEUTICAL IND. 
LTD. Jerusalem, 9777402, 
Israel, Manufactured For: 
TEVA PHARMACEUTICALS 
USA, INC. North Wales, PA 

19454. 

Class 
II 

NDC 0093-7693-
56 & NDC 0093-
7693-98  Lot # 

26X036, 26X038, 
26X039, 26X040, 
26X041, 26X042, 
26X043, 26X044, 
26X045, 26X046, 
26X047, 26X048, 
26X049, 26X050, 

26X051 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 

Drugs 

Amlodipine, Valsartan, and 
Hydrochlorothiazide Tablets 5 
mg/160 mg/12.5 mg,   (a) 30-

count bottles (NDC 0093-
7807-56) & 90-count bottles 

(NDC 0093-7807-98), RX Only, 
Manufactured In Israel By: 

TEVA PHARMACEUTICAL IND. 
LTD. Jerusalem, 9777402, 

Class 
II 

NDC 0093-7807-
56 & 0093-7807-
98  Lot # 18X010, 

18X011 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 
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n 
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Recalling 
Firm 

Israel, Manufactured For: 
TEVA PHARMACEUTICALS 
USA, INC. North Wales, PA 

19454. 

Drugs 

Amlodipine, Valsartan, and 
Hydrochlorothiazide Tablets 
10 mg/160 mg/12.5 mg, (a) 

30-count bottles (NDC 0093-
7810-56) & 90-count bottles 

(NDC 0093-7810-98), RX Only, 
Manufactured In Israel By: 

TEVA PHARMACEUTICAL IND. 
LTD. Jerusalem, 9777402, 
Israel, Manufactured For: 
TEVA PHARMACEUTICALS 
USA, INC. North Wales, PA 

19454. 

Class 
II 

NDC 0093-7810-
56 & NDC 0093-
7810-98  Lot # 

20X006 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 

Drugs 

Amlodipine, Valsartan, and 
Hydrochlorothiazide Tablets 

10 mg/160 mg/25 mg,  (a) 30-
count bottles (NDC 0093-

7960-56) & 90-count bottles 
(NDC 0093-7690-98), RX Only, 

Manufactured In Israel By: 
TEVA PHARMACEUTICAL IND. 

LTD. Jerusalem, 9777402, 
Israel, Manufactured For: 
TEVA PHARMACEUTICALS 
USA, INC. North Wales, PA 

19454. 

Class 
II 

NDC 0093-7038-
56 & NDC 0093-
7038-98  Lot # 

21X006, 21X007 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 

Drugs 

Amlodipine, Valsartan, and 
Hydrochlorothiazide Tablets 

10 mg/320 mg/25 mg,  (a) 30-
count bottles (NDC 0093-

7809-56) & 90-count bottles 
(NDC 0093-7809-98), RX Only, 

Manufactured In Israel By: 
TEVA PHARMACEUTICAL IND. 

LTD. Jerusalem, 9777402, 
Israel, Manufactured For: 
TEVA PHARMACEUTICALS 
USA, INC. North Wales, PA 

19454. 

Class 
II 

All lots within 
expiry.  NDC 0093-

7809-56 & NDC 
0093-7809-98 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
presence of an 

impurity, N-
nitrosodimethylami

ne (NDEA) in 
product. 

Teva 
Pharmac
euticals 

USA 
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Recalling 
Firm 

Drugs 

Westminster Irbesartan 
Tablets, USP 75 mg Rx Only 
Manufactured by: ScieGen 

Pharmaceuticals, Inc. 
Hauppauge, NY 11788 

Manufactured for: 
Westminster Pharmaceuticals, 
LLC. Olive Branch, MS 38654 

a) 30 count bottle NDC 69367-
119-01; b) 90 count bottle 

NDC 69367-119-03 

Class 
II 

Batch Numbers: a) 
B160002A Exp. 
09/30/2019; b) 
B160002B Exp. 

09/30/2019 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
traces of NDEA 

impurity in specific 
lots of Irbesartan. 

Westmin
ster 

Pharmac
euticals 

LLC 

Drugs 

Westminster Irbesartan 
Tablets, USP 150 mg Rx Only 
Manufactured by: ScieGen 

Pharmaceuticals, Inc. 
Hauppauge, NY 11788 

Manufactured for: 
Westminster Pharmaceuticals, 
LLC. Olive Branch, MS 38654 

a) 30 count bottle NDC 69367-
120-01; b) 90 count bottle 

NDC 69367-120-03 

Class 
II 

Batch Numbers: a) 
B161005A Exp. 

09/30/2019, 
C161002A Exp. 
02/29/2020; b) 
B161005B Exp. 

09/30/2019, 
C161002B Exp. 

02/29/2020 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
traces of NDEA 

impurity in specific 
lots of Irbesartan. 

Westmin
ster 

Pharmac
euticals 

LLC 

Drugs 

Westminster Irbesartan 
Tablets, USP 300 mg Rx Only 
Manufactured by: ScieGen 

Pharmaceuticals, Inc. 
Hauppauge, NY 11788 

Manufactured for: 
Westminster Pharmaceuticals, 
LLC. Olive Branch, MS 38654 

a) 30 count bottle NDC 69367-
121-01; b) 90 count bottle 

NDC 69367-121-03 

Class 
II 

Batch Numbers: a) 
B162008A Exp. 

09/30/2019, 
C162002A Exp. 
02/29/2020; b) 
B162008B Exp. 

09/30/2019, 
C162002B Exp. 

02/29/2020 

CGMP Deviations: 
FDA laboratory 

testing confirmed 
traces of NDEA 

impurity in specific 
lots of Irbesartan. 

Westmin
ster 

Pharmac
euticals 

LLC 

Drugs 

Amlodipine and Valsartan 
Tablets, USP 5/160 mg, 30-

count bottles, Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A. NDC 0378-1721-93. 

Class 
II 

Lot 
Numbers:3064084

, 3069629, 
3073148, 

3073149,3076093, 
3077772 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 
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Drugs 

Amlodipine and Valsartan 
Tablets, USP 10/160 mg, 30-
count bottles, Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A., NDC 0378-1722-93. 

Class 
II 

Lot numbers: 
3064085, 

3066063,3069638,
3069639 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Amlodipine and Valsartan 
Tablets, USP 5/320 mg, 30-

count bottles, Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A., NDC 0378-1723-93. 

Class 
II 

Lot Numbers:  
3064086, 
3066061, 

3066062,3073145,
3073146,3073147, 

3076091, 
3077619, 3082432 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Amlodipine and Valsartan 
Tablets, USP 10/320 mg, 30-
count bottles, Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
NDC 0378-1724-93. 

Class 
II 

Lot Numbers:  
3066064, 
3069645, 
3069646, 
3073142, 
3073143, 

3073144, 3077617 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Valsartan Tablets, USP 40 mg, 
30-count bottles, Rx Only, 

Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505 
U.S.A. NDC 0378-5807-93. 

Class 
II 

Lot Numbers: 
3063780, 
3074879, 

3086684, 3086687 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 
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Recalling 
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Valsartan Tablets, USP 80 mg, 
90-count bottles, Rx Only, 

Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505 
U.S.A., NDC 0378-5813-77. 

Class 
II 

Lot Numbers: 
3065445, 
3074880, 
3074883, 
3086688, 

3086689, 3086710 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Valsartan Tablets, USP 160 
mg, 90-count bottles, Rx Only, 
Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505 
U.S.A., NDC 0378-5814-77. 

Class 
II 

Lot Numbers: 
3069019,  
3069020, 
3069021, 
3069022, 
3071354, 
3071355,    
3071357    
3079023    
3079027    
3079028    
3079029    

3079996  3079997    
3079998    
3083635    
3086715    
3086716    

3086717  3088623 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Valsartan Tablets, USP 320 
mg, 90-count bottles, Rx Only, 
Made in India, Manufactured 
for: Mylan Pharmaceuticals, 

Inc., Morgantown, WV 26505 
U.S.A. NDC 0378-5815-77. 

Class 
II 

Lot Numbers:  
3063783    3063784    
3063785    3064092  
3064093    3064094    
3070349    3070350  
3070351    3070352    
3070353    3070354    
3079030    3079031    
3079032    3079033    
3080011    3080224    
3081498    3081500    
3087126    3088476 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 
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Valsartan and 
Hydrochlorothiazide Tablets, 
USP 80/12.5 mg, (a) 90-count 
bottle (NDC 0378-6321-77), 
(b) 500-count bottles (NDC 

0378-6321-05), Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A. 

Class 
II 

Lot numbers:  
3084363, 
3084364, 
3093800, 

3084363, 3093800 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Valsartan and 
Hydrochlorothiazide Tablets, 

USP 160/12.5 mg, (a) 90-count 
bottle (NDC 0378-6322-77), 
(b) 500-count bottles (NDC 

0378-6322-05), Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A. 

Class 
II 

Lot numbers:  
2008880    

3084358    308359    
3093801    
3084359    
3084361    
3093801 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Valsartan and 
Hydrochlorothiazide Tablets, 
USP 160/25 mg, (a) 90-count 
bottle (NDC 0378-6323-77), 
(b) 500-count bottles (NDC 

0378-6323-05), Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A. 

Class 
II 

Lot numbers:  
3084887    
3093802    
3084887    
3084888    
3093802 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Valsartan and 
Hydrochlorothiazide Tablets, 

USP 320/12.5 mg, (a) 90-count 
bottle (NDC 0378-6324-77), 
(b) 500-count bottles (NDC 

0378-6324-05), Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A. 

Class 
II 

Lot numbers:  
3084889    309803    

3084890    
3093803 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

Valsartan and 
Hydrochlorothiazide Tablets, 
USP 320/25 mg, (a) 90-count 
bottle (NDC 0378-6325-77), 
(b) 500-count bottles (NDC 

0378-6325-05), Rx Only, Made 
in India, Manufactured for: 

Mylan Pharmaceuticals, Inc., 
Morgantown, WV 26505 

U.S.A. 

Class 
II 

Lot numbers:    
3084860  3084861    

3084862    
3093804    
3084862    
3084863 

GCMP Deviations: 
FDA analysis 
confirmed 

presence of trace 
amounts of an 

impurity, N-
nitrosodiethylamin
e (NDEA) found in 

the API used to 
manufacture the 

product. 

Mylan 
Laborato

ries 
Limited, 
(Nashik 

FDF) 

Drugs 

Clopidogrel Tablets, USP, 300 
mg, 30 (5 x 6 unit-dose) count 

blister pack, Rx only, 
Manufactured by Dr. Reddy's 

Laboratories Limited, 
Srikakulam - 532 409, India, 

NDC 55111-671-31 

Class 
II 

Lot #: T700423, 
Exp 08/2019; 
T800310, Exp 

03/2020 

Failed dissolution 
specification -Two 

additional lots 
being recalled due 

to Out-of-
Specification 

results observed 
for dissolution at 

18th month 
stability testing. 

Dr. 
Reddy's 

Laborato
ries, Inc. 

Drugs 

Norepinephrine 8 mg (32 
mcg/mL) added to 0.9% 

Sodium Chloride Injection 250 
mL Bag, Rx only, Compounded 
by: QuVA Pharma 1075 West 

Park One Drive Suite 100 
Sugar Land, TX 77478. Product 

Code 70092-9035-05 

Class 
III 

Lot #:10016014 
Exp. 01/06/2019 

Incorrect excipient: 
Product was 

compounded in 
250 mL 5% 

Dextrose instead of 
250 mL 0.9% 

Sodium Chloride 

QuVa 
Pharma, 

Inc. 

Drugs 

Nitrofurantoin Capsules USP 
(Monohydrate/Macrocrystals)
, 100 mg, 100-count Unit Dose 

Blisters, Rx only, 

Class 
III 

Lot#: 180310, 
180612, Exp 

03/31/20 

Cross contamination 
with other products: 

This sub-recall is 
being initiated in 

support of the recall 
by the manufacturer 

(Sandoz) dated 
11/1/18, which 

included lots that 
were repackaged by 

American Health 
Packaging. Sandoz 
stated that "These 

lots are being 
recalled due to the 

potential presence of 
unrelated ingredients 

AMERIC
AN 

HEALTH 
PACKAGI

NG 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

Progesterone SR 100 mg 
Capsules, packed in 8,13, 20, 
30, 40 or 60 dram screw top 

pill bottle, Carie Boyd's 
Prescription Shop 122 

Grapevine Hwy. Hurst, TX 
76054 817-282-9376. NDC 

99999-0104-55 

Class 
III 

Lots: 
03272018@10 

Exp. 09/11/2018; 
03282018@8 Exp. 

09/24/2018; 
03282018@18 

Exp. 09/24/2018; 
04232018@3 Exp. 

09/24/2018; 
05302018@4 Exp. 

10/22/2018; 
06072018@6 Exp. 

10/22/2018; 
06212018@1 Exp. 

10/22/2018; 
06252018@7 Exp. 

10/22/2018; 
07192018@8 Exp. 

10/22/2018; 
07192018@10 

Exp. 01/15/2019; 
08282018@6 Exp. 

2/23/2019; 
08282018@7 Exp. 

2/23/2019; 
09142018@1 Exp. 

02/23/2018; 
09182018@10 
Exp. 2/23/2019 

Labeling Not 
Elsewhere 
Classified: 

Misbranding. 

Right 
Value 
Drug 

Stores, 
Inc. 

Drugs 

Progesterone SR 200 mg 
Capsules, packed in 8,13, 20, 
30, 40 or 60 dram screw top 

pill bottle, Carie Boyd's 
Prescription Shop 122 

Grapevine Hwy. Hurst, TX 
76054 817-282-9376. NDC 

99999-0018-74 

Class 
III 

Lots: 
04052018@16 

Exp. 9/11/2018; 
04242018@2 Exp. 

10/21/2018; 
05072018@8 Exp. 

10/21/2018; 
05302018@3 Exp. 

10/22/2018; 
06192018@9 Exp. 

10/22/2018; 
06192018@10 

Exp. 12/15/2018; 
06202018@12 

Exp. 12/15/2018; 
07022018@15 

Labeling Not 
Elsewhere 
Classified: 

Misbranding. 

Right 
Value 
Drug 

Stores, 
Inc. 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Exp. 12/15/2018; 
07242018@2 Exp. 

1/13/2018; 
08312018@3 Exp. 

2/6/2018 

Drugs 

Tadalafil SR 7 mg Capsules 
packed in 8, 13, 20, 30, 40 or 
60 dram screw top pill bottle, 
Carie Boyd's Prescription Shop 
122 Grapevine Hwy. Hurst, TX 

76054. NDC 99999-9970-88 

Class 
III 

Lots: 
04242018@16 

Exp. 10/21/2018; 
05042018@17 

Exp. 10/31/2018; 
07232018@13 

Exp. 01/19/2019; 
08032018@2 Exp. 

01/30/2019 

 
 
 

Labeling Not 
Elsewhere 
Classified: 

Misbranding. 

Right 
Value 
Drug 

Stores, 
Inc. 

Drugs 

Tadalafil SR 12 mg Capsules 
packed in 8,13, 20, 30, 40 or 

60 dram screw top pill bottle, 
Carie Boyd's Prescription Shop 
122 Grapevine Hwy. Hurst, TX 

76054 817-282-9376 NDC 
99999-9969-51 

Class 
III 

Lots: 
07232018@15 

Exp. 1/19/2019; 
08102018@10 
Exp. 2/6/2019 

Labeling Not 
Elsewhere 
Classified: 

Misbranding. 

 
 

Right 
Value 
Drug 

Stores, 
Inc. 

Drugs 

Nitrofurantoin Capsules, USP 
(Monohydrate/Macrocrystals) 
100 mg, packaged in a) 100-
capsule bottles (NDC 0185-

0122-01); and b) 1000-capsule 
bottles, (NDC 0185-0122-10); 

Rx Only, Distributed by Sandoz 
Inc. Princeton, NJ 08540 

Class 
III 

Lots: a) JB4952, 
JA7322 Exp. 
03/2020; b) 

JA7324, 
Exp.03/2020 

Cross 
Contamination 

with Other 
Products 

Sandoz 
Inc. 

Drugs 

ERBITUX CETUXIMAB 
Injection, 200 mg/100 mL (2 

mg/mL), 100 mL per single-use 
vial, Rx only, Manufactured 
by: ImClone LLC, a wholly-

owned subsidiary of Eli Lilly 
and Company, Branchburg, NJ 
08876 USA. NDC: 66733-958-

23 

Class 
III 

Lot number: 
C1700167, exp 

9/2020 

Labeling: Missing 
label; potential for 

missing primary 
container label on 

the vial. 

Eli Lilly 

Drugs 

AMITIZA (lubiprostone) 
capsules 8 mcg. 60-count 

bottle, Rx Only. Marketed by: 
Sucampo Pharma Americas, 
LLC, Rockville MD 20850 and 

Takeda Pharmaceuticals 

Class 
III 

Lot # 3098628-61, 
exp. date 

02/28/2021 

Failed 
Impurities/Degrada
tion Specifications: 
Elevated levels of a 
known impurity in 

the 20-month 

Takeda 
Develop

ment 
Center 

America
s 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

America, Inc. Deerfield, IL 
60015. Active Ingredient made 
in Japan, encapsulated in the 

United States. NDC 64764-
080-60 

stability sample 
testing. 

Drugs 

Megestrol Acetate Oral 
Suspension, USP 625 mg/5mL, 

150 mL bottle, Rx only, 
Distributed by: Breckenridge 

Pharmaceutical, Inc. Boca 
Raton, FL 33487, 

Manufactured by: 
Pharmaceutics International 
Inc. Hunt Valley, MD 21031 

Class 
III 

Lot #: 5599.008A, 
5599.009A, 

5599.010A, Exp. 
04/2019; 

5599.012A, 
5599.013A, Exp. 

11/2019; 
5599.014A, Exp. 

01/2020 

Failed Stability 
Specifications: Out-

of-Specification 
results obtained for 

particle size 
distribution during 

stability testing. 

Breckenr
idge 

Pharmac
eutical, 

Inc. 

Drugs 

Metoprolol Tartrate Injection, 
USP 5mg/5mL, vials, Rx only, 
MFG: Claris Lifesciences Inc., 
North Brunswick, NJ 08902, 

NDC# 70518-0868-00 

Class 
III 

Lot #: A0A0253, 
Exp. 02/2019; Lot 

#: B0369427-
112717, Exp. 

08/2019 

Failed pH 
Specifications: High 

Out-of-
Specification 

results for pH were 
obtained during 
stability testing 

Remedy
Repack 

Inc. 

Drugs 

Nitrofurantoin Capsules, USP 
(Monohydrate/Macrocrystals) 
100 mg, 100-count bottles, Rx 

Only, Manufactured for: 
Northstar Rx LLC Memphis, TN 

38141 Manufactured by: 
Sandoz Inc. Princeton, NJ 
08540,NDC 16714-439-01 

Class 
III 

Lot #: JA7319, JA 
7320, JA7321, Exp. 

03/2020 

Cross 
Contamination 

with Other 
Products 

Sandoz 
Inc. 

Drugs 

Nitrofurantoin 
Monohydrate/Macrocrystals 
capsules,100 mg, packaged in 
HDPE 60 cc bottles, Rx only, 
MFG: Sandoz Inc., Princeton, 

NJ, Repackaged by: 
RemedyRepack, Indiana, PA, 

Original NDC 00185-0122-
01Repackaged NDC 70518-

1087-00, 14 capsules in HDPE 
60 cc bottles in cardboard 

trays & HDPE 60 cc bottles in 
plastic bags, Repackaged NDC 

70518-1087-01 

Class 
III 

Lot #: B0484872-
081718, 

B0481339-
081018, Exp 

08/2019; 
B0506246-

092718, Exp 
09/2019; 

B0509938-
100418, Exp 

10/2019 

Cross 
contamination with 

other products: 
Product is being 

recalled due to the 
potential presence 

of unrelated 
ingredients 
(Benazepril, 

Haloperidol and 
Perphenazine). 

Remedy
Repack 

Inc. 
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Product 
Type 

Product Description 
Classif
icatio

n 
Code Info Reason for Recall 

Recalling 
Firm 

Drugs 

Amlodipine and Olmesartan 
Medoxomil Tablets, 5 mg/40 
mg, Rx only, 30-count bottle, 

Distributed by: Aurobindo 
Pharma USA, Inc. 279 

Princeton-Hightstown Road 
East Windsor, NJ 0852 Made 
in India, NDC 65862-855-30 

Class 
III 

Lot#: 
OWSA18002-A, 

Exp 7/2020 

Discoloration: This 
product is being 
recalled due to a 

confirmed 
pharmacist report 
that tablets from 

this lot were a pink 
color instead of 
cream (peach). 

Aurobin
do 

Pharma 
USA Inc. 

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

Nitrofurantoin Oral Suspension  
November 15, 2018 
 
Reason for the Shortage 
•Amneal did not provide a reason for the shortage. 
•Casper Pharma did not provide a reason for the Furadantin shortage. 
•Lupin is no longer manufacturing this product. 
•Nostrum relaunched nitrofurantoin oral suspension. 
•Teva did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
•Casper has Furadantin oral suspension available with short expiration dating (May 2019). 
•Teva has nitrofurantoin oral suspension on back order and the company cannot estimate a release 
date.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=433 
 
Fluconazole Injection  
November 15, 2018 
 
Reason for the Shortage 
•Baxter did not provide a reason for the fluconazole injection shortage. 
•Hikma discontinued fluconazole injection in August 2018. 
•Pfizer has fluconazole injection on shortage due to manufacturing delays. The 200 mg/100 mL 
fluconazole in dextrose bags were discontinued in August 2018. 
•Renaissance Lakewood Pharmaceuticals bought fluconazole in sodium chloride premixed bags from 
Claris Lifescience. 
•Sagent has fluconazole injection on shortage due to increased demand and manufacturing delays. 
 
Estimated Resupply Dates 
•Baxter has 200 mg/100 mL and 400 mg/200 mL in 0.9% sodium chloride on back order and the 
company cannot estimate a release date. 
•Pfizer has fluconazole 200 mg/100 mL and 400 mg/200 mL in 0.9% sodium chloride on back order and 
the company estimates a release date of 1st quarter 2019 for the 200 mg/100 mL bags and January 2019 
for the 400 mg/200 mL bags. 
•Renaissance Lakewood has all fluconazole injection presentations on back order and the company 
cannot estimate a release date. 
•Sagent has fluconazole injection 200 mg/100 mL and 400 mg/200 mL in 0.9% sodium chloride on back 
order and the company has an estimated release date of November 2018.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=318 
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Epinephrine Auto-Injectors  
November 15, 2018 
 
Reason for the Shortage 
•Impax was not able to provide a reason for the shortage. 
•Mylan has EpiPen on shortage due to supply constraints. American Regent has not had product for 
several years. 
 
Estimated Resupply Dates 
•Impax has epinephrine 0.15 mg/0.15 mL and 0.3 mg/0.3 mL auto-injectors on intermittent back order 
and the company is releasing supplies as they become available. 
•Mylan has EpiPen, EpiPen Jr, and their authorized generic presentations on intermittent back order 
with regular releases.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=420 
 
Dopamine Hydrochloride Injection  
November 15, 2018 
 
Reason for the Shortage 
•American Regent is not marketing dopamine injection. 
•Baxter had dopamine on shortage due to manufacturing delays. 
•Pfizer states the shortage is due to manufacturing delays. The dopamine 200 mg/250 mL and 400 
mg/500 mL premixed bags were discontinued in August 2017. 
 
Estimated Resupply Dates 
•Pfizer has dopamine 40 mg/mL 10 mL vials on back order and the company estimates a release date of 
2nd quarter 2019. The 800 mg/500 mL bags are on back order and the company estimates a release 
date of January 2019. The 40 mg/mL 5 mL vials are on back order and the company estimates a release 
date of December 2018.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=246 
 
Diazepam Injection  
November 15, 2018 
 
Reason for the Shortage 
•Pfizer has diazepam on shortage due manufacturing delays. 
 
Estimated Resupply Dates 
•Pfizer has diazepam 5 mg/mL 2 mL Carpuject syringes on back order and the company estimates a 
release date of 2nd quarter 2019. There is limited supply of short-dated product available.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=330 
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Desiccated Thyroid Tablets  
November 15, 2018 
 
Reason for the Shortage 
•Acella has NP Thyroid available. 
•Allergan has Armour Thyroid available. 
•RLC states the reason for the shortage is increased demand and difficulty obtaining raw materials. 
 
Estimated Resupply Dates 
•RLC has Nature-Throid 16.25 mg, 194.4 mg, 260 mg, and 325 mg tablets on back order and the 
company cannot estimate a release date. Westhroid presentations are also on back order and the 
company cannot estimate a release date. Merck has Recombivax HB adult formulation vials and syringes 
on back order and the company estimates this will continue through 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=350 
 
25% Dextrose Injection  
November 15, 2018 
 
Reason for the Shortage 
•Pfizer has 25% dextrose on shortage due to manufacturing delays. 
 
Estimated Resupply Dates 
•Pfizer has 25% dextrose 10 mL Ansyr syringes available in limited supply.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=483 
 
PCA Sterile Empty Vials and Injector  
November 15, 2018 
 
Reason for the Shortage 
•ICU Medical has LifeCare PCA sterile empty vials and injectors on shortage due to manufacturing 
delays. 
 
Estimated Resupply Dates 
•ICU Medical has LifeCare PCA sterile empty vials and injectors on allocation.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=493 
 
Sodium Fluoride Chewable Tablets  
November 19, 2018 
 
Reason for the Shortage 
•Kirkman has discontinued sodium fluoride chewable tablets because their supplier, Medical Product 
Laboratory, has stopped manufacturing sodium fluoride tablets. Kirkman is looking for a new supplier. 
•PureTek has sodium fluoride chewable tablets available. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=481 
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Potassium Chloride Injection  
November 19, 2018 
 
Reason for the Shortage 
•Baxter had their highly concentrated potassium chloride in sterile water on shortage because a 
manufacturing facility was affected by Hurricane Maria. Baxter did not provide a reason for the shortage 
of their other potassium chloride products. 
•Fresenius Kabi did not provide a reason for the shortage. 
•Pfizer has potassium chloride injection on shortage due to increase demand. Pfizer discontinued 2 
mEq/mL 250 mL bottles in mid-2018. 
•ICU Medical has potassium chloride injection on shortage due to increased demand. 
•ICU Medical discontinued potassium chloride 10 mEq/500 mL in 5% dextrose and 0.225% sodium 
chloride in 2018. 
 
Estimated Resupply Dates 
•Baxter has potassium chloride 20 mEq/1000 mL in lactated Ringer's and 5% dextrose on back order and 
the company cannot estimate a release date. 
•Fresenius Kabi has potassium chloride 10 mEq/5 mL vials on back order and the company cannot 
estimate a release date. 
•ICU Medical has all potassium chloride injection presentations available to current customers. 
•Pfizer has potassium chloride 20 mEq/10 mL vials and 40 mEq/20 mL vials available in limited supply.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=12 
 
Lactated Ringer's Injection  
November 19, 2018 
 
Reason for the Shortage 
•Baxter did not provide a reason for the shortage. 
•BBraun states the reason for the shortage is increased demand. 
•ICU Medical states the reason for the shortage is increased demand. 
 
Estimated Resupply Dates 
•Baxter has lactated ringer's 1000 mL bags on allocation. 
•BBraun has lactated Ringer's with 5% dextrose injection solution on allocation to current customers. 
•ICU Medical has lactated ringer's solution 250 mL, 500 mL, and 1000 mL bags and lactated ringer's with 
5% dextrose 500 mL and 1000 mL bags available to current customers.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=361 
 
Hepatitis B Vaccine (Recombinant)  
November 19, 2018 
 
Reason for the Shortage 
•Merck has Recombivax HB on shortage due to increase in global demand. 
•GlaxoSmithKline has Engerix B available. 
•GlaxoSmithKline discontinued Engerix B pediatric vials in October 2017. 
 
Estimated Resupply Dates 
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•Merck has Recombivax HB adult formulation vials and syringes on back order and the company 
estimates this will continue through 2018. 
•Merck has Recombivax HB pediatric/adolescent formulation syringes and pediatric/adolescent vials on 
back order and the company estimates this will continue through 2018. Merck's limited supply is being 
allocated to the CDC to ensure use is in accordance with their clinical guidance. 
•Merck has Recombivax HB dialysis formulation 40 mcg/mL on back order and the company estimates 
this will continue through 2018.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=320# 
 
Ciprofloxacin Oral Suspension  
November 19, 2018 
 
Reason for the Shortage 
•Lupin did not provide a reason for the shortage. 
•Bayer has Cipro oral suspension available. 
 
Estimated Resupply Dates 
•Lupin has ciprofloxacin oral suspension on long-term back order and the company cannot estimate a 
release date.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=255 
 
Belladonna and Opium Suppositories  
November 19, 2018 
 
Reason for the Shortage 
•Perrigo had belladonna and opium suppositories on shortage because they were waiting to get more 
raw ingredient. 
 
Estimated Resupply Dates 
•Perrigo has belladonna and opium 16.3 mg/30 mg and 16.3 mg/60 mg suppositories on intermittent 
back order and the company is releasing product as it becomes available.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=425# 
 
Acetylcysteine Oral and Inhalation Solution  
November 19, 2018 
 
Reason for the Shortage 
•American Regent has acetylcysteine oral and inhalation solution on shortage due to manufacturing 
delays. They are not currently marketing the 10 mL vial presentations. 
•Fresenius Kabi has acetylcysteine oral and inhalation solution available. 
•Pfizer had acetylcysteine oral and inhalation solution on shortage due to manufacturing delays. 
•Roxane Labs discontinued acetylcysteine oral and inhalation solution in April 2014. 
•Arbor has Cetylev effervescent tablets available. These are for oral use only 
 
Estimated Resupply Dates 
•American Regent has acetylcysteine solution 200 mg/mL 30 mL vials on back order and the company 
cannot estimate a release date. Acetylcysteine solution 200 mg/mL 4 mL vials are available in limited 
supply.  
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https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=43 
 
2% Lidocaine Hydrochloride Topical Jelly  
November 19, 2018 
 
Reason for the Shortage 
•Akorn has 2% lidocaine jelly on shortage due to increased demand. 
•Teva discontinued lidocaine jelly in early-2018. 
•Glydo and Uro-Jet prefilled syringes are not affected by this shortage. 
 
Estimated Resupply Dates 
•Akorn has 2% lidocaine jelly 5 mL and 30 mL tubes on back order and the company cannot estimate a 
release date.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=400 
 
0.9% Sodium Chloride Small Volume Bags (< 150 mL) 
November 19, 2018 
 
Reason for the Shortage 
•Baxter has 0.9% sodium chloride small volume bags available. 
•BBraun has 0.9% sodium chloride small volume bags available. 
•ICU Medical has 0.9% sodium chloride small volume bags on shortage due to increased demand. 
•Pfizer has 0.9% sodium chloride small volume presentations on shortage due to increased demand. 
 
Estimated Resupply Dates 
•ICU Medical has 0.9% sodium chloride 100 mL VisIV bags, 100 mL bags in 48 count and 80 count, and 
25 mL bags available to current customers. The 0.9% sodium chloride 50 mL VisIV bags, 50 mL bags, and 
50 mL preservative-free bags fully available. 
•Pfizer has 0.9% sodium chloride 50 mL Add-Vantage bags and 100 mL Add-Vantage bags available in 
limited supply. The 50 mL preservative-free vials are on back order and the company estimates a release 
date of December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=352 
 
0.9% Sodium Chloride Large Volume Bags 
November 19, 2018 
 
Reason for the Shortage 
•Baxter discontinued 0.9% sodium chloride 250 mL and 500 mL AVIVA bags. The Viaflex bags and Viaflo 
bags are available. 
•BBraun did not provide a reason for the shortage. 
•ICU Medical cited increased demand as the reason for the shortage. 
•Fresenius Kabi is no longer importing product. 
•Baxter has received FDA approval for 0.9% sodium chloride in Viaflo containers manufactured in an 
FDA-approved facility in Spain. 
 
Estimated Resupply Dates 
•BBraun has 0.9% sodium chloride 250 mL, 500 mL, and 1,000 mL PVC/DEHP-free bags on allocation to 
current customers. 
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•ICU Medical has all 0.9% sodium chloride bags readily available except the 0.9% sodium chloride 250 
mL and 500 mL bags are available to current customers only.  
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=352 
 
Nelarabine Injection 
November 20, 2018 
 
Reason for the Shortage 
•Novartis did not provide a reason for the shortage 
 
Estimated Resupply Dates 
•Novartis has Arranon 5 mg/mL 50 mL vials on allocation. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=458 
 
 
Cefepime Injection 
November 20, 2018 
 
Reason for the Shortage 
•Apotex did not provide a reason for the shortage. 
•Baxter has cefepime on allocation due to increased demand. 
•BBraun has cefepime on shortage due to manufacturing delays. 
•Fresenius Kabi had cefepime injection on shortage due to manufacturing delays. 
•Pfizer has Maxipime on shortage due to manufacturing delays. 
•Sagent had cefepime injection on shortage due to manufacturing delays. 
•Sandoz discontinued cefepime injection in early-2016. 
•WG Critical Care had cefepime injection on shortage due to increased demand. 
 
Estimated Resupply Dates 
•Baxter has cefepime 2 gram premixed bags on allocation. 
•BBraun has cefepime 1 gram and 2 gram premixed bags on allocation. 
•Pfizer has Maxipime 1 gram vials, 2 gram vials, 1 gram ADD-Vantage vials, and 2 gram ADD-Vantage 
vials on back order and the company estimates a release date of 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=59 
 
Buspirone Tablets 
November 20, 2018 

 
Reason for the Shortage 
•Accord did not provide a reason for the shortage. 
•Mylan did not provide a reason for the shortage. 
•Teva did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
 •Accord has buspirone 10 mg tablets in 100 count and 500 count on back order and the company 
estimates a release date of November 2018. The 5 mg tablets in 500 count are on intermittent back 
order with partial releases as product becomes available. 
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•Mylan Institutional has buspirone 5 mg, 10 mg, 15 mg, and 30 mg tablets in 100 count unit-dose packs 
on back order and the company estimates a release date of early-January 2019. 
•Mylan has all buspirone presentations in bottles on long-term back order and the company cannot 
estimate a release date. 
•Teva has buspirone 5 mg tablets in 100 count on back order and the company estimates a release date 
of mid-December 2018. The 10 mg tablets in 100 count and 500 count are on back order and the 
company estimates a release date of early-December 2018. The 15 mg tablets in 100 count and 500 
count are on back order and the company estimates a release date of late-November 2018 for the 100 
count presentations and late-December 2018 for the 500 count presentations. 
•Zydus has all buspirone presentations on allocation. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=465 
 
Sufentanil Injection 
November 27, 2018 
 
Reason for the Shortage 
•Akorn has Sufenta injection on shortage due to increased demand for the product. 
•Hikma stopped marketing sufentanil injection in October 2018. 
•Pfizer has sufentanil injection on shortage due to manufacturing delays. 
 
Estimated Resupply Dates 
 •Akorn has Sufenta 50 mcg/mL 1 mL, 2 mL, and 5 mL ampules on allocation. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=376 
 
Rocuronium Injection 
November 27, 2018 
 
Reason for the Shortage 
•Fresenius Kabi has rocuronium available. 
•Pfizer had rocuronium on shortage due to manufacturing delays. 
•Sagent has rocuronium available. 
•AuroMedics launched rocuronium in mid-2017. 
•Athenex launched rocuronium in mid-2018. 
 
Estimated Resupply Dates 
•AuroMedics has rocuronium 10 mg/mL 5 mL vials on back order and the company cannot estimate a 
release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=290 
 
Phenytoin Sodium Injection 
November 27, 2018 
 
Reason for the Shortage 
•Hikma did not provide a reason for this shortage. 
•X-Gen Pharmaceuticals discontinued their phenytoin sodium presentations in April 2017. 
 
Estimated Resupply Dates  
•Hikma has phenytoin sodium 50 mg/mL 2 mL and 5 mL vials available. 
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https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=406 
 
Orphenadrine Citrate Injection 
November 27, 2018 
 
Reason for the Shortage 
•Akorn did not provide a reason for the shortage. 
•Hikma did not provide a reason for the shortage. 
•Teva discontinued orphenadrine in November 2018. 
 
Estimated Resupply Dates 
  
•Akorn has orphenadrine 30 mg/mL 2 mL vials on back order and the company cannot estimate a 
release date. 
•Hikma has orphenadrine 30 mg/mL 2 mL vials on back order and the company estimates a release date 
of December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=471 
 
Betamethasone Acetate/Betamethasone Sodium Phosphate Suspension for Injection 
November 27, 2018 
 
Reason for the Shortage 
•American Regent has betamethasone acetate/betamethasone sodium phosphate on shortage due to 
minor shipping delays. 
•Merck has Celestone Soluspan available. 
 
Estimated Resupply Dates 
 •American Regent has betamethasone acetate/betamethasone sodium phosphate 6 mg/mL 5 mL vials 
available in limited supply. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=485 
 
Rosuvastatin Calcium Tablets 
November 28, 2018 
 
Reason for the Shortage 
•Accord, Biocon, Glenmark, Mylan, Sandoz, and Rising did not provide a reason for the shortage. 
•Sun Pharma will be discontinuing production of all rosuvastatin presentations. 
 
Estimated Resupply Dates 
• •Accord has rosuvastatin 5 mg tablets in 90 count bottles and 40 mg tablets in 30 count bottles on 
back order and the company estimates a release date of early-December 2018. The 10 mg tablets in 
1,000 count bottles, 20 mg tablets in 90 count bottles, and 20 mg tablets in 1,000 count bottles are on 
back order and the company estimates release dates of mid-December 2018. The 5 mg tablets in 1,000 
count bottles and 40 mg tablets in 90 count bottles are on back order and the company estimates a 
release date of mid- to late-December 2018. 
•Biocon has rosuvastatin 40 mg tablets in limited supply. 
•Mylan has rosuvastatin 5 mg tablets in 100 count unit-dose packaging available with short expiration 
dating of May 2019. The 10 mg tablets in 100 count unit-dose packaging have been discontinued. 
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•Rising has rosuvastatin 10 mg tablets in 90 count bottles on allocation. The 5 mg tablets in 500 count 
bottles, 20 mg tablets in 90 count bottles, and 40 mg tablets in 90 and 500 count bottles are on back 
order and the company cannot estimate a release date. 
•Sandoz has rosuvastatin 10 mg tablets in 90 count bottles on back order and the company estimates a 
release date of early- to mid-December 2018. 
•Sun Pharma will be discontinuing production of rosuvastatin 5 mg, 10 mg, 20 mg, and 40 mg tablets in 
90 count bottles. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=473 
 
Olanzapine Intramuscular Injection 
November 28, 2018 
 
Reason for the Shortage 
•American Regent did not provide a reason for the shortage. 
•Lilly has Zyprexa intramuscular injection available. 
•Sandoz did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
•American Regent has olanzapine 10 mg vials for intramuscular injection available in limited supply. 
•Sandoz has olanzapine 10 mg vials for intramuscular injection on back order and the company 
estimates a release date in early-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=492  
 
Multiple Electrolytes Large Volume Solutions for Injection 
November 28, 2018 
 
Reason for the Shortage 
•Baxter has Plasma-Lyte 148 and Plasma-Lyte A presentations available. 
•Pfizer had Normosol-R presentations on back order due to manufacturing delays. 
 
Estimated Resupply Dates 
 •ICU Medical has Normosol-R pH 7.4 in 1000 mL bags on back order and the company estimates a 
release date in late-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=389 
 
Heparin Injection 
November 28, 2018 
 
Reason for the Shortage 
•Fresenius Kabi has heparin on shortage due to increased demand. 
•Hikma did not provide a reason for the shortage. 
•Mylan has heparin presentations available. 
•Pfizer did not provide a reason for the shortage. 
•Sagent did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
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 •Fresenius Kabi has heparin 10,000 unit/mL 0.5 mL preservative-free vials on back order and the 
company estimates a release date in mid- to late-December 2018. The 10,000 unit/mL 4 mL vials are 
available as short-dated product (<4 months expiration date). 
•Hikma has 1,000 unit/mL 30 mL vials and 5,000 unit/mL 10 mL vials on back order and the company 
cannot estimate a release date. The 5,000 unit/mL 2 mL vials are on back order and the company 
estimates a release date in December 2018. 
•Pfizer has 5,000 unit/mL 1 mL Carpuject syringes on back order and the company estimates a release 
date of 4th quarter 2019. The 1,000 unit/mL 10 mL and 30 mL vials, 5,000 unit/mL 10 mL multidose vials, 
and 10,000 unit/mL 1 mL vials are on back order and the company cannot estimate a release date. The 
5,000 unit/mL 1 mL glass vials are on back order and the company estimates a release date in December 
2018. The 10,000 unit/mL 0.5 mL carpuject syringes and 10,000 unit/mL 1 mL glass vials are available in 
limited supply. 
•Sagent has 1,000 unit/mL 2 mL vials on back order and the company estimates a release date in 
December 2018. The 5,000 unit/mL 10 mL vials and 10,000 unit/mL 1 mL vials are on back order and the 
company cannot estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=353  
 
Gentamicin Sulfate Ophthalmic Ointment 
November 28, 2018 
 
Reason for the Shortage 
•Akorn has Gentak ophthalmic ointment on shortage due to manufacturing delays. 
•Gentamicin ophthalmic solutions are not affected by this shortage. 
 
Estimated Resupply Dates 
 •Akorn has Gentak 3.5 gram tubes on back order and the company estimates a release date in 1st 
quarter 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=412 
 
Doxorubicin Injection 
November 28, 2018 
 
Reason for the Shortage 
•Hikma did not provide a reason for the shortage of Adriamycin. 
•Teva has doxorubicin solution for injection on shortage due to increased demand. 
•Fresenius Kabi has doxorubicin solution for injection available. 
•Caraco has discontinued doxorubicin solution for injection 25 mL and 100 mL vials. 
•Pfizer has doxorubicin on shortage due to manufacturing delays. 
•Sagent discontinued doxorubicin solution for injection in late-2017. 
•Mylan Institutional did not provide a reason for the shortage of doxorubicin lyophilized powder for 
injection. 
•Athenex has doxorubicin available. 
•FDA was allowing temporary importation of doxorubicin lyophilized powder for injection 50 mg vials. 
These vials were manufactured for Hospira UK Limited. The labeling as well as bar coding for the 
imported product is different from the US version. FDA has the Dear Healthcare Professional Letter 
linked on their website. The letter includes a link to both the US and United Kingdom package inserts to 
help explain the differences in labeling and packaging. The link to the letter is 
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http://www.fda.gov/downloads/Drugs/DrugSafety/DrugShortages/UCM507498.pdf. Ordering can be 
done directly with Hospira Customer Care at 877-946-7747. 
 
Estimated Resupply Dates 
 •Athenex has doxorubicin 2 mg/mL 25 mL vials available with short expiration dating of March 2019. 
The 100 mL vials also have short expiration dating of April 2019. 
•Hikma has Adriamycin 2 mg/mL 5 mL vials on back order and the company estimates a release date of 
December 2018 to January 2019. The 25 mL vials are on back order and the company estimates a 
release date in December 2018. The 10 mL vials and 100 mL vials are available with short expiration 
dating of June 2019 for the 10 mL vials and July 2019 for the 100 mL vials. 
•Mylan Institutional has doxorubicin lyophilized powder 10 mg vials on back order and the company 
cannot estimate a release date. The 50 mg vials are on back order and the company estimates a release 
date of late-April 2019. 
•Sagent has doxorubicin 2 mg/mL 5 mL, 10 mL, and 25 mL vials on back order and the company cannot 
estimate a release date. 
•Teva has doxorubicin 2 mg/mL 25 mL vials (NDC 00703-5046-01) on intermittent back order and the 
company will allocate these as they become available. The 5 mL vials (NDC 00703-5043-03) and 10 mL 
(NDC 45963-0733-57) vials are available with short expiration dating. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=108  
 
Argatroban Injection 
November 28, 2018 
 
Reason for the Shortage 
•Chiesi did not provide a reason for the shortage. 
•Fresenius Kabi has argatroban injection available. 
•Hikma did not provide a reason for the shortage. 
•Mylan Institutional did not provide a reason for the shortage. 
•Par did not provide a reason for the shortage. 
•Pfizer states the reason for the shortage is manufacturing delay. 
•Sandoz has argatroban available. 
•Teva has argatroban temporarily unavailable 
 
Estimated Resupply Dates 
 •Chiesi has argatroban 1 mg/mL 50 mL vials on back order and the company cannot estimate a release 
date. 
•Hikma has argatroban 1 mg/mL 50 mL vials and 100 mg/mL 2.5 mL vials on back order and the 
company estimates a release date in December 2018. 
•Mylan has argatroban 100 mg/mL 2.5 mL vials on back order and the company estimates a release date 
in mid-December 2018. 
•Par has argatroban 100 mg/mL 2.5 mL vials on back order and the company estimates a release date in 
early-December 2018. 
•Pfizer has argatroban 100 mg/mL 2.5 mL vials on back order and the company estimates a release date 
in December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=494 
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Ondansetron Hydrochloride Injection 
November 29, 2018 
 
Reason for the Shortage 
•Apotex did not provide a reason for the shortage. 
•Athenex had ondansetron injection on shortage due to increased demand. 
•AuroMedics did not provide a reason for the shortage. 
•Fresenius Kabi has ondansetron injection available. 
•Heritage had ondansetron on shortage due to increased demand. Heritage discontinued ondansetron 2 
mg/mL 2 mL vials in 10 count in late-2018. 
•Hikma did not provide a reason for the shortage. 
•Mylan Institutional did not provide a reason for the shortage. 
•Pfizer has ondansetron injection on shortage due to manufacturing delays. 
•Sagent has ondansetron injection on shortage due to increased demand and manufacturing delays. 
•Novartis discontinued Zofran 20 mL vials in May 2018. 

  
Estimated Resupply Dates 
•Apotex has ondansetron 2 mg/mL 2 mL vials on back order and the company cannot estimate a release 
date. 
•AuroMedics has ondansetron 2 mg/mL 2 mL vials and 20 mL vials on back order and the company 
estimates a release date in late-December 2018. 
•Fresenius Kabi has ondansetron 2 mg/mL 20 mL vials with a short-expiration date (<7 months). The 2 
mg/mL 2 mg/mL 2 mL prefilled syringes are on back order and the company estimates a release date of 
1st quarter 2019. 
•Hikma has ondansetron 2 mg/mL 2 mL vials in 25 count on allocation. 
•Mylan Institutional has ondansetron 2 mg/mL 2 mL and 20 mL vials on back order and the company 
estimates a release date in early-January 2018. 
•Pfizer has ondansetron 2 mg/mL 2 mL vials available in limited supply. The 2 mg/mL 2 mL iSecure 
syringes are on back order and the company estimates a release date of 4th quarter 2019. 
•Sagent has ondansetron 2 mg/mL 2 mL vials and 20 mL vials on back order and the company cannot 
estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=405  

 
Methocarbamol Tablets 
November 29, 2018 
 
Reason for the Shortage 
•Bayshore, Solco, Virtus, Hikma, and Endo did not provide a reason for the shortage. 
•Camber states the shortage is due to an API shortage. 
•Par discontinued methocarbamol tablets in July 2018. 
 
Estimated Resupply Dates 
 •Camber has methocarbamol 500 mg and 750 mg tablets in 100 count and 500 count bottles on 
intermittent back order and the company is releasing product as it becomes available. 
•Hikma has methocarbamol 500 mg and 750 mg tablets in 500 count on allocation. Methocarbamol 500 
mg and 750 mg tablets in 100 count are on back order and the company cannot estimate a release date. 
•Solco has methocarbamol 500 mg tablets in 100 count and 500 count and 750 mg tablets in 100 count 
and 500 count on allocation. 
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•Virtus has all methocarbamol tablets on back order and the company cannot estimate a release date. 
•Endo has Robaxin 500 mg and 750 mg tablets in 100 count on back order and the company cannot 
estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=423  
 
Enoxaparin Sodium Injection 
November 29, 2018 
 
Reason for the Shortage 
•Actavis has enoxaparin available. 
•Amphastar has enoxaparin on intermittent back order due to increased demand. 
•Fresenius Kabi did not provide a reason for the shortage. 
•Sandoz discontinued enoxaparin presentations in mid-2018 due to a supplier issue. 
•Sanofi-Aventis did not provide a reason for the shortage. 
•Winthrop did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
 •Amphastar has enoxaparin 40 mg/0.4 mL and 60 mg/0.6 mL prefilled syringes on intermittent back 
order and is shipping the product when available. 
•Sandoz has discontinued enoxaparin prefilled syringes. They continue to supply product to customers 
according to forecast until their supply is depleted. 
•Sanofi-Aventis has all Lovenox prefilled syringes on allocation. 
•Winthrop has all enoxaparin prefilled syringes on allocation. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=466 
 
Diclofenac 0.1% Ophthalmic Solution 
November 29, 2018 
 
Reason for the Shortage 
•Akorn did not provide a reason for the shortage. 
•Rising pharmaceuticals discontinued diclofenac ophthalmic solution. 
•Sandoz did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
 •Akorn has diclofenac 0.1% ophthalmic solution on long-term back order and the company cannot 
estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=395 
 
Ampicillin Sodium and Sulbactam Sodium Injection 
November 29, 2018 
 
Reason for the Shortage 
•Pfizer has discontinued generic ampicillin sulbactam except for the 1.5 gram and 3 gram ADD-Vantage 
vials. These are on shortage due to manufacturing delays. 
•Sagent had ampicillin sulbactam vials on back order due to manufacturing delays. 
•Sandoz cannot provide a reason for the shortage. 
•WG Critical Care states the shortage was due to increased demand. 
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Estimated Resupply Dates 
 •AuroMedics has ampicillin sulbactam 1.5 gram, 3 gram, and 15 gram vials on long-term back order and 
the company cannot estimate a release date. 
•Fresenius Kabi has ampicillin sulbactam 1.5 gram, 3 gram, and 15 gram vials on long-term back order 
and the company cannot estimate a release date. 
•Hikma has ampicillin sulbactam 1.5 gram, 3 gram, and 15 gram vials on back order and the company 
estimates a release date of December 2018. 
•Mylan Institutional has ampicillin sulbactam 1.5 gram, 3 gram, and 15 gram vials on back order and the 
company estimates a release date of early-April 2019 for the 1.5 gram vials, late-January to early-
February 2019 for the 3 gram vials, and late-January 2019 for the 15 gram vials. 
•Pfizer has ampicillin sulbactam 3 gram ADD-Vantage vials available in limited supply. Unasyn 1.5 gram 
vials and 3 gram vials are available in limited supply. Unasyn 15 gram bulk vials are on back order and 
the company estimates a release date of December 2018. 
•Sandoz has ampicillin sulbactam 1.5 gram, 3 gram, and 15 gram vials on long-term back order and the 
company cannot estimate a release date. 
•Sagent has ampicillin sulbactam 1.5 gram and 3 gram vials on back order and the company estimates a 
release date of January 2019. 
•WG Critical Care has ampicillin sulbactam 1.5 gram vials on back order and the company estimates a 
release date of February 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=159 
 
Sterile Water for Injection - Small Volume Vials 
November 30, 2018 
 
Reason for the Shortage 
•American Regent has sterile water for injection available. 
•Fresenius Kabi has sterile water on shortage due to increased demand. 
•Pfizer has sterile water for injection in vials on shortage due to increased demand. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has sterile water for injection 50 mL vials on back order and the company estimates a 
release date of late-January 2019. The 100 mL vials are on back order and the company cannot estimate 
a release date. Check wholesalers for inventory. 
•Pfizer has sterile water for injection 20 mL and 50 mL vials on back order and the company estimates a 
release date of December 2018. The 100 mL vials are available in limited supply. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=375 
 
Sodium Phosphate Injection 
November 30, 2018 
 
 Reason for the Shortage 
•American Regent is not currently marketing sodium phosphate injection. 
•Fresenius Kabi states the reason for the shortage is increased demand. 
•Pfizer has sodium phosphate injection on shortage due to manufacturing delay. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has sodium phosphate 3 mmol/mL 5 mL and 15 mL vials on back order and the 
company estimates a release date of late-December 2018.[2] 
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•Pfizer has sodium phosphate 3 mmol/mL 15 mL vials on back order and the company estimates a 
release date of 2nd quarter 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=227 
 
Labetalol Injection 
November 30, 2018 
 
Reason for the Shortage 
•Akorn did not provide a reason for the shortage. 
•Alvogen did not provide a reason for the shortage. 
•Pfizer has labetalol injection on shortage due to manufacturing delays. 
•Hikma has labetalol injection on shortage due to increase demand. 
 
 
Estimated Resupply Dates 
•Akorn has labetalol 5 mg/mL 20 mL and 40 mL vials on back order and the company cannot estimate a 
release date. 
•Alvogen has labetalol 5 mg/mL 20 mL and 40 mL vials on back order and the company estimates a 
release date of early- to mid-December. There are short-dated 40 mL vials available. 
•Hikma has labetalol 5 mg/mL 40 mL vials on back order and the company estimates a release date of 
December 2018 to January 2019. The 20 mL vials are on allocation. 
•Pfizer has labetalol 5 mg/mL 20 mL and 40 mL vials on back order and the company estimates a release 
date of 3rd quarter 2019 for the 20 mL vials and December 2018 for the 40 mL vials. The 5 mg/mL 4 mL 
Carpuject syringes are on back order and the company estimates a release date of 1st quarter 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=286 
 
Hydralazine injection 
November 30, 2018 
 
Reason for the Shortage 
•Akorn has product on back order due to increased demand. 
•American Regent is not currently marketing hydralazine injection. 
•Fresenius Kabi did not provide a reason for the shortage. 
•X-Gen did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
 •Akorn has hydralazine 20 mg/mL 1 mL vials on back order and the company cannot estimate a release 
date. 
•Fresenius Kabi has hydralazine 20 mg/mL 1 mL vials on back order and the company estimates a 
release date of mid-December 2018. Check wholesalers for inventory. 
•X-Gen has hydralazine 20 mg/mL 1 mL vials on intermittent back order with regular releases. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=431  
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Fluorouracil Injection 
November 30, 2018 
 
Reason for the Shortage 
•Accord did not provide a reason for the shortage. 
•Fresenius Kabi did not provide a reason for the shortage. 
•Sagent had fluorouracil injection on shortage due to manufacturing delays. 
•Teva had fluorouracil injection on allocation due to increased demand 
 
Estimated Resupply Dates 
 •Fresenius Kabi has fluorouracil 50 mg/mL 100 mL vials on back order and the company estimates a 
release date of mid-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=401 
 
Fluorescein Sodium Ophthalmic Strips 
November 30, 2018 
 
Reason for the Shortage 
•Hub has Bio-Glo on shortage because demand exceeds supply. 
•Akorn did not provide a reason for the shortage. 
 
 
Estimated Resupply Dates 
 •Akorn has Ful-Glo 0.6 mg and 1 mg strips on back order and the company estimates a release date of 
1st or 2nd quarter 2019. 
•Hub has Bio-Glo 1 mg strips on intermittent back order and the company is releasing supplies as they 
become available. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=362 
 
Calcium Gluconate Injection 
November 30, 2018 
 
Reason for the Shortage 
•American Regent is not currently marketing calcium gluconate. 
•Fresenius Kabi has calcium gluconate available. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has calcium gluconate 100 mg/mL 100 mL vials on back order and the company 
estimates a release date of mid-December 2018. Check wholesalers for inventory. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=150  
 
Benztropine Mesylate Injection 
November 30, 2018 
 
Reason for the Shortage 
•Akorn did not provide a reason for the shortage. 
•Fresenius Kabi did not provide a reason for the shortage. 
•Hikma did not provide a reason for the shortage. 



 

 

Page 56 www.performrx.com 

200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2018. All Rights Reserved 

 

 
Estimated Resupply Dates 
 •Akorn has benztropine 1 mg/mL 2 mL ampules and Cogentin 1 mg/mL 2 mL ampules on back order 
and the company cannot estimate a release date. 
•Fresenius Kabi has benztropine 1 mg/mL 2 mL vials on back order and the company estimates a release 
date of mid-January 2019. 
•Hikma has benztropine 1 mg/mL 2 mL ampules on back order and the company estimates a release 
date of mid- to late-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=497  
 
Progesterone Injection 
December 1, 2018 
 
Reason for the Shortage 
•American Regent is not currently marketing progesterone injection. 
•Fresenius Kabi has progesterone on shortage due to increased demand and manufacturing delays. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has progesterone in oil 50 mg/mL 10 mL vials for intramuscular injection on back order 
and the company estimates a release date of early-January 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=381 
 
Methylene Blue 
December 1, 2018 
 
Reason for the Shortage 
•Akorn has methylene blue on shortage due to manufacturing delays. 
•American Regent has recently launched an FDA approved presentation, ProvayBlue and product is 
available. 
 
Estimated Resupply Dates 
 •Akorn has methylene blue 10 mg/mL 1 mL vials on back order and the company cannot estimate a 
release date. There are short-dated 10 mL vials available with an expiration date of August 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=47  
 
Mepivacaine Injection 
December 1, 2018 
 
Reason for the Shortage 
•Fresenius Kabi did not provide a reason for the shortage. 
•Pfizer states the reason for the shortage is manufacturing delays. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has 1.5% Polocaine-MPF 30 mL vials on back order and the company estimates a 
release date of late-December 2018. The 2% Polocaine-MPF 20 mL vials are on back order and the 
company estimates a release date of mid-December 2018. The 1% Polocaine-MPF 30 mL vials are on 
back order and the company estimates a release date of late-December 2018. The 1% Polocaine 50 mL 
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vials are on back order and the company cannot estimate a release date. There are short-dated 2% 
Polocaine 50 mL vials available with an expiration date of <3 months. Check wholesalers for inventory. 
•Pfizer has 2% Carbocaine 20 mL preservative-free vials, 2% Carbocaine 50 mL multiple-dose vials, 1% 
Carbocaine 30 mL preservative-free vials, 1% Carbocaine 50 mL multiple-dose vials, and 1.5% Carbocaine 
30 mL preservative-free vials on back order and the company estimates a release date of 1st quarter 
2020. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=331  
 
Thrombin Topical Solution (Bovine) 
December 3, 2018 

 

Reason for the Shortage 

•Pfizer has Thrombin-JMI on shortage due to manufacturing delays. 

•Recombinant thrombin is not affected by this shortage. 

 

Estimated Resupply Dates 

•Pfizer has Thrombin-JMI 20,000 unit syringe spray kit on back order and the company 

estimates a release date of 1st quarter 2019. The 20,000 unit vials, 5,000 unit vials, 5,000 unit 

epistaxis kits, and 5,000 unit spray kits are available in limited supply. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=479  

 
Spironolactone Tablets  
December 3, 2018 
 
Reason for the Shortage 
•Accord, Amneal, Cadista, Mylan, and Sun Pharma did not provide a reason for the shortage. 
•Par discontinued spironolactone tablets in August 2018. 
•Pfizer states Aldactone is on shortage due to manufacturing delays 
 
Estimated Resupply Dates 
 •Accord has spironolactone 25 mg tablets in 500- and 1,000-count bottles and 100 mg tablets in 100- 
and 500-count bottles on back order and the company estimates release dates of mid-December 2018. 
•Amneal has all spironolactone presentations on back order and the company cannot estimate a release 
date. 
•Cadista has spironolactone presentations on allocation. 
•Mylan has spironolactone 25 mg tablets in 100- and 500-count bottles, 50 mg 100-count, unit-dose 
blister packs, and 50 mg tablets in 500-count bottles on back order and the company estimates release 
dates of mid-December 2018. The 50 mg and 100 mg tablets in 100-count bottles are on back order and 
the company estimates release dates of mid-January 2019. The 25 mg and 100 mg tablets in 100-count, 
unit-dose blister packs are on back order and the company cannot estimate release dates. 
•Par has most presentations on back order and the company cannot estimate a release date. 
•Pfizer has Aldactone 50 mg tablets in 100 count on back order and the company cannot estimate a 
release date. 
•Sun Pharma has spironolactone 50 mg tablets in 100-count bottles on back order and the company 
estimates a release date of mid-December 2018. The 100 mg tablets in 100-count bottles are on back 
order and the company estimates a release date of January 2019. The 25 mg tablets in 100- and 1,000-
count bottles are on back order and the company cannot estimate release dates. 



 

 

Page 58 www.performrx.com 

200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2018. All Rights Reserved 

 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=447 
 
Reteplase Injection 
December 3, 2018 
 
Reason for the Shortage 
•Chiesi USA acquired Cornerstone Therapeutics in March 2014. 
•Cornerstone Therapeutics acquired EKR Therapeutics in June 2012. EKR Therapeutics had previously 
purchased Reteplase from PDL BioPharma. 
•Cornerstone Therapeutics was seeking FDA approval of a new supplier of the active pharmaceutical 
ingredient for Reteplase: http://crtx.mwnewsroom.com/press-releases/cornerstone-therapeutics-
completes-acquisition-of--nasdaq-crtx-0903873. 
 
Estimated Resupply Dates 
 •Chiesi has Reteplase on long-term back order and the company cannot estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=144 
 
Potassium Acetate Injection 
December 3, 2018 
 
Reason for the Shortage 
•American Regent has not had product available for several years. It is unclear if they will market 
potassium acetate again in the future. 
•Pfizer has potassium acetate on shortage due to manufacturing delays. 
 
Estimated Resupply Dates 
 •Pfizer has potassium acetate 2 mEq/mL 50 mL vials available in limited supply. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=344  
 
Mannitol Injection 
December 3, 2018 
 
Reason for the Shortage 
•American Regent is not currently marketing mannitol. 
•Baxter did not provide a reason for the mannitol shortage. 
•Fresenius Kabi had mannitol on shortage due to increased demand. 
•Pfizer has mannitol on shortage due to manufacturing delays. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has mannitol 250 mg/mL 50 mL vials on back order and the company estimates a 
release date of early-January 2019. 
•Pfizer has mannitol 250 mg/mL 50 mL vials on back order and the company estimates a release date of 
January 2019. 
•BBraun has mannitol 200 mg/mL 250 mL and 500 mL premixed bags on allocation to current 
customers. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=341 
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Letermovir Injection 
December 3, 2018 
 
Reason for the Shortage 
•Merck has Prevymis on shortage due to a supply disruption. 
 
Estimated Resupply Dates 
 •Merck has Prevymis 20 mg/mL 24 mL vials on back order and the company cannot estimate a release 
date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=487 
 
Furosemide Injection 
December 3, 2018 
 
Reason for the Shortage 
•American Regent is not actively marketing furosemide injection. 
•Amneal did not provide a reason for the shortage. 
•Baxter (formerly Claris) did not provide a reason for the shortage. 
•Fresenius Kabi did not provide a reason for the shortage. 
•Heritage has furosemide injection available. 
•Pfizer has furosemide injection on shortage due to manufacturing delays and increased demand. 
 
Estimated Resupply Dates 
•Amneal has furosemide 10 mg/mL 2 mL and 10 mL vials on back order and the company cannot 
estimate a release date. There are short-dated 4 mL vials available with an expiration date of  
•Pfizer has furosemide 10 mg/mL 4 mL vials available in limited supply. The 10 mL syringes are on back 
order and the company estimates a release date of January 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=323 
 
Cefotaxime Sodium Injection 
December 3, 2018 
 
Reason for the Shortage 
•Hospira has discontinued Claforan. Sanofi-Aventis manufactured Claforan for Hospira and is no longer 
making the product. 
•Baxter discontinued Claforan in late-2015. 
•Hikma is not currently marketing cefotaxime injection. 
 
Estimated Resupply Dates 
•There are no marketed presentations available. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=51 
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Asparaginase Erwinia chrysanthemi 
December 3, 2018 
 
Reason for the Shortage 
•Jazz Pharmaceuticals has Erwinaze available. 
 
Estimated Resupply Dates 
  
•Jazz Pharmaceuticals has Erwinaze 10,000 unit vials in 1 count and 5 count available. There is a new 
process for ordering Erwinaze. Additional information regarding the new ordering process is available at 
www.erwinazesupply.com. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=482 
 
Amino Acid Products 
December 3, 2018 
 
Reason for the Shortage 
•Baxter has amino acid products available. 
•BBraun discontinued FreAmine HBC, Nephramine, and Trophamine 6% in mid-2018. The remaining 
amino acid presentations are available. 
•ICU Medical discontinued several Aminosyn products in September 2018. The remaining amino acid 
presentations are available. 
 
Estimated Resupply Dates 
None 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=297 
 
Alpha-1 Proteinase Inhibitor 
December 3, 2018 
 
Reason for the Shortage 
•CSL Behring did not provide a reason for the Zemaira shortage. 
•The other alpha-1 proteinase inhibitors such as Aralast and Prolastin-C are not affected by this 
shortage. 
 
Estimated Resupply Dates 
•CLS Behring has Zemaira 1 mg vials available. The company states that purchasers may order up to a 2-
week supply with each order. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=452 
 
Trifluoperazine Tablets 
December 4, 2018 
 
Reason for the Shortage 
•Mylan did not provide a reason for the shortage. 
•Upsher-Smith did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
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•Mylan has trifluoperazine 1 mg, 2 mg, 5 mg, and 10 mg tablets in 100 count bottles on back order and 
the company estimates a release date of mid- to late-February 2019 for the 1 mg tablets, early- to mid-
January 2019 for the 2 mg tablets, mid-January 2019 for the 5 mg tablets, and late-December 2018 for 
the 10 mg tablets. The 1 mg, 2 mg, 5 mg, and 10 mg tablets in 100 count unit-dose packs are on back 
order and the company estimates a release date of early-April 2019 for the 1 mg tablets, late-February 
to early-March 2019 for the 2 mg and 5 mg tablets, and mid-January 2019 for the 10 mg tablets. 
•Upsher-Smith has trifluoperazine 1 mg, 2 mg, 5 mg, and 10 mg tablets in 100 count bottles on long-
term back order and the company cannot estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=457 
 
Morphine PCA Vials 
December 4, 2018 
 
Reason for the Shortage 
•ICU Medical had morphine PCA vials on allocation due to increased demand. 
•Amphastar's morphine PCA vials are not affected by the shortage. 
 
Estimated Resupply Dates 
 •ICU Medical has morphine PCA vials on allocation. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=436 
 
Ketamine Injection 
December 4, 2018 
 
Reason for the Shortage 
•Hikma did not provide a reason for the shortage. 
•Mylan Institutional did not provide a reason for the shortage. 
•Par has Ketalar on shortage due to increased demand. 
•Pfizer has ketamine on shortage due to manufacturing delays. 
  
Estimated Resupply Dates 
•Hikma has ketamine 100 mg/mL 5 mL vials on back order and the company estimates a release date of 
January 2019. 
•Mylan Institutional has ketamine 10 mg/mL 20 mL on back order and the company estimates a release 
date of mid-February 2019. The 50 mg/mL 10 mL vials are on back order and the company estimates a 
release date of mid-February 2019. The 100 mg/mL 10 mL vials are on back order and the company 
estimates a release date of mid-January 2019. 
•Pfizer has ketamine 50 mg/mL 10 mL vials on back order and the company estimates a release date of 
1st quarter 2020. The 100 mg/mL 5 mL vials are on back order and the company estimates a release 
date of 4th quarter 2019. 
•Par has Ketalar 10 mg/mL 20 mL vials, 50 mg/mL 10 mL vials, and 100 mg/mL 5 mL vials on intermittent 
back order with monthly releases. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=391 
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Diltiazem Extended-Release Capsules (Twice-Daily Dosing) 
December 4, 2018 
 
Reason for the Shortage 
 
•Mylan did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
•Mylan has diltiazem extended-release 60 mg, 90 mg, and 120 mg capsules in 100 count bottles on back 
order and the company estimates a release date of late-December 2018. 
•Mylan Institutional has diltiazem extended-release 60 mg, 90 mg, and 120 mg capsules in 100 count 
unit-dose packs on back order and the company estimates a release date of late-February to early-
March 2019 for the 60 mg capsules and mid-February 2019 for the 90 mg and 120 mg capsules. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=496 
 
Carbidopa and Levodopa Extended-Release Tablets 
December 4, 2018 
 
Reason for the Shortage 
•Accord has discontinued carbidopa and levodopa 25 mg/100 mg extended-release tablets. The 50 
mg/200 mg tablets are on shortage due to problems obtaining active ingredient. 
•Sun Pharma had carbidopa and levodopa extended-release tablets on shortage due to increased 
demand. 
•Merck had Sinemet CR on shortage due to increased demand. 
•Mylan did not provide a reason for the carbidopa and levodopa extended-release tablet shortage. 
 
Estimated Resupply Dates 
•Accord has carbidopa and levodopa 50 mg/200 mg extended-release tablets on allocation. 
•Mylan has carbidopa and levodopa 25 mg/100 mg extended-release tablets in 100 count unit-dose 
packs on back order and the company estimates a release date of mid-February 2019. The carbidopa 
and levodopa 50 mg/200 mg extended-release tablets in 100 count unit-dose packs are on back order 
and the company estimates a release date of late-February to early-March 2018. The 50 mg/200 mg 
extended release tablets in 100 count bottles are on back order and the company estimates a release 
date of late-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=349 
 
Buprenorphine Hydrochloride Injection 
December 4, 2018 
 
Reason for the Shortage 
•Pfizer has buprenorphine injection on shortage due to manufacturing delays. 
•Par had buprenorphine injection on shortage due to increased demand. 
 
Estimated Resupply Dates 
•Pfizer has buprenorphine 0.3 mg/mL 1 mL Carpuject syringes on back order and the company estimates 
a release date of 2nd quarter 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=419 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=349
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=419
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Etomidate Injection 
December 5, 2018 
 
Reason for the Shortage 
•American Regent is not currently marketing etomidate. 
•AuroMedics has etomidate available. 
•Hikma has etomidate available. 
•Mylan did not provide a reason for the current shortage. 
•Par Sterile Products discontinued etomidate in early 2015. 
•Pfizer has Amidate on shortage due to manufacturing delays. Pfizer discontinued etomidate ampules in 
October 2016. 
•Sagent is no longer marketing etomidate. 
•Zydus has etomidate available. 
 
Estimated Resupply Dates 
 •Hikma has all etomidate 2 mg/mL presentations available, but with short expiry of November 2019. 
•Mylan Institutional has etomidate 2 mg/mL 10 mL and 20 mL vials on back order and the company 
estimates a release date of late-January 2019. 
•Pfizer has Amidate 2 mg/mL 20 mL LifeShield syringes on back order and the company cannot 
estimates a release date of 1st quarter 2019. The 2 mg/mL 20 mL vials are on back order and the 
company estimates a release date of December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=147 
 
Mupirocin Calcium 2% Nasal Ointment 
December 6, 2018 
 
Reason for the Shortage 
•GlaxoSmithKline states the shortage is due to manufacturing issues. GlaxoSmithKline is looking for an 
alternative supply source. 
 
Estimated Resupply Dates 
 •GlaxoSmithKline has Bactroban Nasal 2% Ointment in 1 gram tubes on long-term back order and the 
company cannot estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=148 
 
Mupirocin Calcium 2% Cream 
December 6, 2018 
 
Reason for the Shortage 
•GlaxoSmithKline is looking for an alternative supply source. 
•Prasco discontinued mupirocin calcium 2% cream in February 2016. 
 
Estimated Resupply Dates 
 •GlaxoSmithKline has Bactroban 2% cream in 15 gram and 30 gram sizes on long-term back order and 
the company cannot estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=162 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=148
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Midodrine Tablets 
December 6, 2018 
 
Reason for the Shortage 
•Impax discontinued midodrine tablets in July 2018. 
•Mylan did not provide a reason for the shortage. 
•Sandoz discontinued midodrine tablets in mid-2018. 
•Upsher-Smith has midodrine tablets on allocation due to increased demand. 
 
Estimated Resupply Dates 
 •Mylan has midodrine 5 mg tablets on back order and the company estimates a release date of early-
May 2019. 
•Upsher-Smith has midodrine 2.5 mg, 5 mg, and 10 mg tablets on allocation. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=439 
 
Lorazepam Tablets 
December 6, 2018 
 
Reason for the Shortage 
•Aurobindo did not provide a reason for the shortage. 
•Leading has lorazepam tablets on shortage due to increased demand. 
•Major did not provide a reason for the shortage. 
•Mylan has discontinued all bottled presentations. 
•Mylan Institutional did not provide a reason for the shortage for the unit-dose blister packs. 
•Sandoz discontinued all lorazepam presentations. 
•Teva did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
•Leading has all lorazepam tablets on allocation. 
•Major has lorazepam 0.5 mg tablets in 100-count bottles and 0.5 mg tablets in 100-count unit-dose 
packs on back order and the company estimates a release date of late-December 2018. The lorazepam 1 
mg tablets in 100-count bottles, 1 mg tablets in 100-count unit-dose packs, and 2 mg tablets in 100-
count unit-dose packs are on back order and the company estimates a release date of mid-December 
2018. 
•Mylan Institutional has lorazepam 0.5 mg, 1 mg, and 2 mg tablets in 100-count unit-dose packs on back 
order and the company estimates release dates of mid-February 2019. 
•Teva has lorazepam 0.5 mg tablets in 100 count, 500 count, and 1,000 count and 1 mg tablets in 500 
count on back order and the company estimates a release date of mid-December 2018. The company 
has some 0.5 mg tablets in 500 count bottles available with a short expiry of October 2019. Lorazepam 1 
mg tablets in 100 count and 1,000 count and 2 mg tablets in 500 count and 1,000 count are on back 
order and the company estimates a release date of late-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=480 
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Cidofovir Injection 
December 6, 2018 
Reason for the Shortage 
•Heritage did not provide a reason for the shortage. 
•Mylan Institutional did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
 •Heritage has cidofovir 75 mg/mL 5 mL vials on back order and the company cannot estimate a release 
date. 
•Mylan Institutional has cidofovir 75 mg/mL 5 mL vials on back order and the company estimates a 
release date of mid- to late-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=486 
 
Azithromycin Injection 
December 6, 2018 
 
Reason for the Shortage 
•AuroMedics did not provide a reason for the shortage. 
•Pfizer has azithromycin injection on shortage due to manufacturing delays. 
•Sun Pharma is not currently manufacturing azithromycin injection. 
 
Estimated Resupply Dates 
•Pfizer has azithromycin 500 mg ADD-Vantage vials on back order and the company estimates a release 
date of 2020. Zithromax 500 mg vials are available in limited supply. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=380 
 
Thrombin Topical Powder (Recombinant) 
December 7, 2018 
 
Reason for the Shortage 
•Baxter did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
•Baxter has all Recothrom presentations on allocation. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=499 
 
Testosterone Enanthate Intramuscular Injection 
December 7, 2018 
 
Reason for the Shortage 
•Hikma did not provide a reason for the shortage. 
•Teva did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
 •Hikma has testosterone enanthate 200 mg/mL 5 mL vials on back order and the company estimates a 
release date of January to February 2019. 
•Teva has testosterone enanthate 200 mg/mL 5 mL vials temporarily unavailable with no estimated 
release date. 
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https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=498 
 
Sodium Bicarbonate Injection 
December 7, 2018 
 
Reason for the Shortage 
•Amphastar has sodium bicarbonate injection available. 
•Pfizer has sodium bicarbonate injection on shortage due to manufacturing delays. 
•Fresenius Kabi had sodium bicarbonate injection temporarily available, but have run out of stock, there 
is more in production at this time. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has 8.4% sodium bicarbonate 50 mL vials on back order and the company estimates a 
release date of mid-December 2018. 
•Pfizer has sodium bicarbonate 4.2% 10 mL LifeShield syringes, 7.5% 50 mL syringes, and 8.4% 50 mL 
vials available in limited supply. The 8.4% 10 mL syringes are on back order and the company estimates a 
release date of December 2018. The 8.4% 50 mL syringes are on back order and the company estimates 
a release date of 2nd quarter 2019. 
•Pfizer has Neut 4% 5 mL vials on back order and the company estimates a release date of January 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=293 
 
Lorazepam Injection 
December 7, 2018 
 
Reason for the Shortage 
•Bedford discontinued lorazepam injection in May, 2011. 
•Hikma has product on shortage due to manufacturing delays. 
•Pfizer has product on shortage due to increased demand and manufacturing delays. Pfizer discontinued 
4 mg/mL 10 mL vials in December 2017. 
•Akorn has not provided a reason for the shortage. 
•Amphastar has product available. 
 
Estimated Resupply Dates 
•Hikma has lorazepam 2 mg/mL 1 mL vials on back order and the company estimates a release date in 
mid- to late-December 2018. The 4 mg/mL 1 mL vials are on back order and the company estimates a 
release date of late-December 2018 to early-January 2019. The 2 mg/mL 10 mL vials and 4 mg/mL 10 mL 
vials are on back order and the company estimates a release date in January to February 2019. 
•Hikma has Ativan 2 mg/mL 1 mL, 4 mg/mL 1 mL, and 4 mg/mL 10 mL vials on back order and the 
company estimates a release date of late-December 2018 to early-January 2019. Ativan 2 mg/mL 10 mL 
vials are on back order and the company estimates a release date of January to February 2019. 
•Pfizer has lorazepam 2 mg/mL 10 mL vials and 4 mg/mL 1 mL vials on back order and the company 
estimates a release date of January 2019. The 2 mg/mL 1 mL Carpuject syringes are on back order and 
the company estimates a release date of 2nd quarter 2019. The 4 mg/mL 1 mL Carpuject syringes are on 
back order and the company estimates a release date of 1st quarter 2020. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=87 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=293
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Diltiazem Hydrochloride Injection 
December 7, 2018 
 
Reason for the Shortage 
•Akorn states the reason for the shortage was increased demand due to market conditions. They are 
not currently producing the 25 mL vials in 10 count. 
•Pfizer states the reasons for the shortage is manufacturing delays and increases in demand. 
•Hikma has diltiazem injection on shortage due to manufacturing delays caused by increased demand 
due to current market conditions. 
 
Estimated Resupply Dates 
 •Akorn has diltiazem 5 mg/mL 5 mL, 10 mL, and 25 mL vials on back order and the company estimates a 
release date of December 2018. 
•Hikma has diltiazem 5 mg/mL 10 mL and 25 mL vials on back order and the company estimates a 
release date of mid-December 2018 for the 10 mL vials and early- to mid-December 2018 for the 25 mL 
vials. 
•Pfizer has 100 mg ADD-Vantage vials on back order and the company estimates a release date of 
January 2019. The 5 mg/mL 5 mL and 10 mL vials are also on back order and the company estimates a 
release date of 2019. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=26 
 
Dexmedetomidine Hydrochloride 4 mcg/mL Premix for Injection 
December 7, 2018 
 
Reason for the Shortage 
•Pfizer did not provide a reason for the shortage. 
•WG Critical Care began marketing premixed bags in November 2018. 
•Baxter has dexmedetomidine premixed bags available. 
 
Estimated Resupply Dates 
•Pfizer has Precedex 4 mcg/mL 20 mL glass vials on back order and the company estimates a release 
date of January 2019. The 4 mcg/mL 50 mL and 100 mL premixed bottles are available in limited supply. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=398 
 
14.6% Sodium Chloride Concentrated Solution for Injection 
December 7, 2018 
 
Reason for the Shortage 
•Pfizer has 14.6% sodium chloride concentrated solution for injection on shortage due to manufacturing 
delays 
 
Estimated Resupply Dates 
 •Pfizer has 14.6% sodium chloride concentrated solution for injection 20 mL and 40 mL vials on back 
order and the company cannot estimate a release date for the 20 mL vials and estimates a release date 
of January 2019 for the 40 mL vials. 
•Fresenius Kabi has 14.6% sodium chloride concentrated solution for injection 40 mL vials on back order 
and the company cannot estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=416 
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Octreotide Injection 
December 8, 2018 
 
Reason for the Shortage 
•Fresenius Kabi has octreotide available. 
•Mylan Institutional has octreotide available. 
•Sagent has octreotide on shortage due to manufacturing delays. 
•Sun Pharma did not provide a reason for the shortage. 
•Teva has octreotide available. 
•Novartis has Sandostatin available. The 200 mcg/mL 5 mL vials were discontinued in early-2018. 
•Hikma did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
 •Hikma has octreotide 1000 mcg/mL 5 mL vials on back order and the company estimates a release 
date of late-December 2018 to early-January 2019. The 100 mcg/mL 1 mL vials, 500 mcg/mL 1 mL vials, 
and 200 mcg/mL 5 mL vials are available with a short expiration date of March 2019. 
•Sun Pharma has all octreotide presentations on back order and the company cannot estimate a release 
date. 
•Novartis has short-dated Sandostatin 50 mcg/mL 1 mL ampules available with an expiration date of 
September 2019 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=229 
 
Epinephrine Injection 
December 8, 2018 
 
Reason for the Shortage 
•Amphastar stopped distributing epinephrine 1 mg/mL 30 mL vials on May 10, 2017. They are 
continuing to supply 0.1 mg/mL 10 mL syringes. These are on shortage due to increased demand. 
•Pfizer stopped distributing epinephrine 1 mg/mL presentations on May 10, 2017. 
•BPI has epinephrine 1 mg/mL 2 mL ampules available. 
•Par has Adrenalin 1 mg/mL 1 mL and 30 mL vials available. 
 
Estimated Resupply Dates 
•Amphastar has epinephrine 0.1 mg/mL 10 mL syringes on allocation. 
•Pfizer has epinephrine 0.1 mg/mL 10 mL syringes available in limited supply. 
•Snap Medical Industries has the Epinephrine Snap-V Kit available. Each kit contains an epinephrine 1 
mg/mL 1 mL vial, (3) 1 mL luer lock syringes, and (3) 23-gauge 1-inch needles. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=313  
 
Enalaprilat Injection 
December 8, 2018 
 
Reason for the Shortage 
•Hikma did not provide a reason for the shortage. 
•Pfizer has enalaprilat injection on shortage due to manufacturing delays. 
 
Estimated Resupply Dates 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=229
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 •Hikma has enalaprilat 1.25 mg/mL 1 mL vials on back order and the company cannot estimate a 
release date. 
•Pfizer has enalaprilat 1.25 mg/mL 1 mL and 2 mL vials on back order and the company estimates a 
release date of 1st quarter 2020. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=488 
 
Dorzolamide 2% and Timolol 0.5% Ophthalmic Solution 
December 8, 2018 
 
Reason for the Shortage 
•Akorn has dorzolamide and timolol ophthalmic solution on shortage due to manufacturing delays. 
•Sandoz did not provide a reason for the shortage. 
•Teva discontinued dorzolamide and timolol ophthalmic solution in April 2018. 
•Bausch Health has dorzolamide and timolol ophthalmic solution on shortage due to manufacturing 
delays. 
 
Estimated Resupply Dates 
 •Akorn has Cosopt 2%/0.5% ophthalmic solution in 10 mL bottles on allocation. The dorzolamide 2% 
and timolol 5% 10 mL bottles are on back order and the company estimates a release date of December 
2018. 
•Bausch Health has dorzolamide 2% and timolol 0.5% ophthalmic solution in 10 mL bottles on back 
order and the company estimates a release date of mid-December 2018. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=360 
 
Calcium Chloride Injection 
December 8, 2018 
 
Reason for the Shortage 
•American Regent has calcium chloride injection available. 
•Amphastar has calcium chloride injection available. 
•Pfizer has calcium chloride on shortage due to manufacturing delays. 
•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. 
 
Estimated Resupply Dates 
 •Pfizer has calcium chloride 100 mg/mL 10 mL LifeShield syringes available in limited supply. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=48 
 
Scopolamine Transdermal System 
December 10, 2018 
 
Reason for the Shortage 
•Baxter did not provide a reason for the shortage. 
•GlaxoSmithKline states the shortage is due to increased demand. 
•Perrigo did not provide a reason for the shortage. 
 
Estimated Resupply Dates 
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•Baxter has Transderm Scop 1.5 mg patches in 10 count on back order and the company cannot 
estimate a release date. 
•Perrigo has scopolamine patches on back order and the company cannot estimate a release date. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=442 
 
Pyridoxine Hydrochloride Injection 
December 10, 2018 
 
Reason for the Shortage 
•Fresenius Kabi had pyridoxine on shortage due to manufacturing delays. They are the sole suppliers of 
pyridoxine injection. 
 
Estimated Resupply Dates 
 •Fresenius Kabi has pyridoxine 100 mg/mL 1 mL vials on back order and the company estimates a 
release date of mid-December 2018. Check wholesaler for inventory 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=450 
 
Proparacaine Hydrochloride Ophthalmic Solution 
December 10, 2018 

 
Reason for the Shortage 

 Akorn, Bausch Health, and Sandoz did not provide a reason for the shortage. 
 
Estimated Resupply Dates 

 Akorn has proparacaine 0.5% ophthalmic drops on back order and the company cannot estimate a 
release date. 

 Bausch Health has proparacaine 0.5% ophthalmic drops on back order and the company estimates a 
release date of late-December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=489 
 
Oxacillin Sodium Injection 
December 10, 2018 

 
Reason for the Shortage 

 AuroMedics has oxacillin injection available. 
 Baxter had oxacillin on shortage due to manufacturing delays. 
 Sagent had oxacillin on shortage due to manufacturing delays. 
 Wockhardt has oxacillin injection available. 

 
Estimated Resupply Dates 

 Baxter has oxacillin 1 gram/50 mL premix bags available in limited quantities. The company cannot 
estimate when additional product will become available. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=377 
 
 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=489
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=377
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Nystatin Oral Suspension 
December 10, 2018 

 
Reason for the Shortage 

 Akorn did not provide a reason for the shortage. 
 Pharmaceutical Associates, Inc. did not provide a reason for the shortage. 
 Precision Dose has nystatin suspension on allocation due to increased demand. 
 Vista Pharma did not provide a reason for the shortage. 
 Wockhardt USA did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Akorn has nystatin 100,000 unit/mL suspension 473 mL bottles on back order and the company 
cannot estimate a release date. 

 Pharmaceutical Associates, Inc. has nystatin 100,000 units/mL suspension in 5 mL unit-dose cups in 
40 and 100 count on back order and the company estimates release dates of late-December 2018. 

 Precision Dose has all nystatin suspension presentations on allocation. 
 Vista Pharma has nystatin 100,000 units/mL suspension 60 mL bottles, 480 mL bottles, and 5 mL 

unit-dose cups in 100 count on back order and the company cannot estimate release dates. 
 Wockhardt USA has nystatin 100,000 units/mL suspension 60 mL and 473 mL bottles on back order 

and the company cannot estimate release dates. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=500 
 
Magnesium Sulfate Injection 
December 10, 2018 

 
Reason for the Shortage 

 American Regent is not currently marketing magnesium sulfate which has been unavailable since late 
2012. 

 Fresenius Kabi has magnesium sulfate injection on shortage due to increased demand for the 
product. 

 Pfizer has magnesium sulfate injection on shortage due to manufacturing delays. 
 X-Gen discontinued magnesium sulfate in April 2018. 
 Exela launched magnesium sulfate vials in May 2018. 
 WG Critical Care had magnesium sulfate injection on shortage due to increased demand for the 

product. 

 
Estimated Resupply Dates 

 Fresenius Kabi has magnesium sulfate 500 mg/mL 10 mL and 50 mL vials on back order and the 
company estimates a release date of mid-December 2018 for the 10 mL vials and early-January 2019 
for the 50 mL vials. The 40 mg/mL 50 mL premixed bags are on back order and the company 
estimates a release date of mid-December 2018. The 80 mg/mL 50 mL premixed bags are on back 
order and the company estimates a release date of late-January 2019. Check wholesalers for 
inventory. 

 Pfizer has magnesium sulfate 500 mg/mL 20 mL vials on back order and the company estimates a 
release date of 2019. The 500 mg/mL 10 mL syringes are available in limited supply. The magnesium 
sulfate 10 mg/mL 100 mL bags are on back order and the company estimates a release date of 
January 2019. The magnesium sulfate 40 mg/mL 1000 mL bags are on back order and the company 
estimates a release date of December 2018.The 40 mg/mL 50 mL and 100 mL bags are available in 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=500
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limited supply. The 80 mg/mL 50 mL bags are on back order and the company estimates a release 
date of January 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=21 
 
Levetiracetam Injection 
December 10, 2018 

 
Reason for the Shortage 

 American Regent did not provide a reason for the shortage. 
 Athenex has product available. 
 AuroMedics did not provide a reason for the shortage. 
 Fresenius Kabi has product available. 
 Mylan has product available. 
 Pfizer has product available. 
 Sagent has product available. 
 Sun Pharma did not provide a reason for the shortage. 
 UCB has product available. 
 Hikma has product available. 
 X-Gen has product available. 

 
Estimated Resupply Dates 

 American Regent has levetiracetam 100 mg/mL 5 mL vials on back order and the company cannot 
estimate a release date. 

 AuroMedics has levetiracetam 5 mg/mL 100 mL, 10 mg/mL 100 mL, and 15 mg/mL 100 mL premixed 
bags on back order and the company cannot estimate a release date. The 100 mg/mL 5 mL vials are 
on intermittent back order and the company is releasing supplies as they become available. 

 Sun Pharma has levetiracetam 100 mg/mL 5 mL vials on back order and the company cannot 
estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=84 
 
Iopamidol Injection 
December 10, 2018 

 
Reason for the Shortage 

 Bracco Diagnostics is the sole supplier of iopamidol and did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Isovue-250 (iopamidol 51%) 50 mL vials on back order and the company estimates a release date of 
late-December 2018. 

 All Isovue-300 (iopamidol 61%) presentations are on back order and the company cannot estimate a 
release date for the 30 mL vials, 50 mL vials, and 100 mL vials. The 75 mL bottles and 150 mL bottles 
are on back order and the company estimates a release date of mid- to late-December 2018 for the 
75 mL bottles and early- to mid-January 2019 for the 150 mL bottles. 

 Isovue Multipack-300 (iopamidol 61%) in 500 mL bottles are on back order and the company 
estimates a release date in mid-December 2018. 

 Isovue-370 (iopamidol 76%) in 125 mL and 150 mL bottles are on back order and the company 
estimates a release date of mid- to late-December 2018 for the 125 mL bottles and early-February 
2019 for the 150 mL bottles. Isovue-370 100 mL bottles are on back order and the company cannot 
estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=21
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=84
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 Isovue Multipack-370 (iopamidol 76%) in 200 mL and 500 mL bottles are on back order and the 
company estimates a release date of mid- to late-December 2018 for the 200 mL bottles and early-
January 2019 for the 500 mL bottles. 

 Isovue-370 (iopamidol 76%) Imaging Bulk Packages in 200 mL and 500 mL bottles are on back order 
and the company estimates a release date in late-January 2019 for the 200 mL bottles and the 
company cannot estimate a release date for the 500 mL bottles. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=495 
 
 
Hydroxyprogesterone Caproate Injection 
December 10, 2018 

 
Reason for the Shortage 

 AMAG has Makena vials on shortage due to manufacturing delay. 
 American Regent has hydroxyprogesterone injection available. 
 Mylan has hydroxyprogesterone injection available. 
 Prasco has hydroxyprogesterone injection available. 

 
Estimated Resupply Dates 

 AMAG has Makena 250 mg/mL 1 mL and 5 mL vials on back order and the company estimates a 
release date in early-2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=501 
 
 
Hydroxocobalamin Injection 
December 10, 2018 

 
Reason for the Shortage 

 Meridian Medical Technologies reports that the shortage is due to manufacturing delays and 
increased demand. 

 
Estimated Resupply Dates 

 Meridian Medical Technologies has hydroxocobalamin injection 5 gram vials on intermittent back 
order and the company is releasing supplies as they become available. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=446 
 
 
Heparin Sodium Premixed Bags 
December 10, 2018 

 
Reason for the Shortage 

 Baxter has heparin on shortage due to manufacturing delays. 
 BBraun has heparin premixes available. 
 Fresenius Kabi has heparin premixes on shortage due to increased demand. 
 Pfizer has heparin on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Baxter has heparin 2000 units/1000 mL premixed bags on back order and the company cannot 
estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=495
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=501
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=446
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 Fresenius Kabi has heparin 25,000 units/500 mL 0.45% sodium chloride premixed bags and 25,000 
units/250 mL 5% dextrose premixed bags on back order and the company estimates a release date of 
early- to mid-January 2019. The 25,000 units/250 mL in 5% dextrose are on back order and the 
company estimates a release date in late-January 2019. 

 Pfizer has heparin 2000 units/1000 mL 0.9% sodium chloride premixed bags and 1000 units/500 mL 
0.9% sodium chloride premixed bags on back order and the company estimates a release date of 
December 2018. The 25,000 units/250 mL 5% dextrose premixed bags are on back order and the 
company estimates a release date of January 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=468 
 
 
Haloperidol Tablets 
December 10, 2018 

 
Reason for the Shortage 

 Mylan did not provide a reason for the shortage. 
 Sandoz has discontinued haloperidol 0.5 mg and 1 mg tablet 

 
Estimated Resupply Dates 

 Mylan has haloperidol 0.5 mg, 1 mg, 2 mg, 5 mg, and 10 mg tablets in 100 count unit-dose packs on 
back order and the company estimates a release date of late-February to early-March 2019. The 0.5 
mg tablets in 100 count and 1000 count, 1 mg tablets in 100 count and 1000 count, 2 mg tablets in 
100 count and 1000 count, 5 mg tablets in 100 count and 1000 count, 10 mg tablets in 100 count, 
and 20 mg tablets in 100 count are on back order and the company estimates a release date of mid-
March 2019. 

 Zydus has all haloperidol tablet presentations on allocation. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=459 
 
 
Eflornithine Hydrochloride Cream 
December 10, 2018 

 
Reason for the Shortage 

 Allergan has Vaniqa available. 

 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=438 
 
 
Dobutamine Injection 
December 10, 2018 

 
Reason for the Shortage 

 Baxter has dobutamine available. 
 Pfizer has dobutamine on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Pfizer has dobutamine 12.5 mg/mL 20 mL and 40 mL latex-free vials on back order with an estimated 
release date of 1st quarter 2020 for the 20 mL vials and 2019 for the 40 mL vials. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=468
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=459
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=438
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 Pfizer has dobutamine 1 mg/mL in 250 mL bags on back order and the company estimates a release 
date of February 2019. The dobutamine 2 mg/mL 250 mL bags are on back order and the company 
estimates a release date of January 2019. The dobutamine 4 mg/mL 250 mL bags are on back order 
and the company estimates a release date of January 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=296 
 
 
Ceftriaxone Sodium Injection 
December 10, 2018 

 
Reason for the Shortage 

 Apotex did not provide a reason for the shortage. 
 BBraun has cefoxitin on allocation due to increased demand. 
 Fresenius Kabi not provide a reason for the shortage. 
 Hikma did not provide a reason for the shortage. Hikma is not currently marketing cefoxitin. 
 Sagent has cefoxitin on shortage due to increased demand. 
 WG Critical Care did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Baxter has ceftriaxone premixed bags on allocation. 
 Lupin has all ceftriaxone presentations on allocation. 
 Hikma has ceftriaxone 500 mg vials on back order and the company cannot estimate a release date. 

The 1 gram vials are on back order and the company estimates a release date of mid-December 
2018. 

 Sagent has ceftriaxone 2 gram vials on back order and the company estimates a release date of 
January 2019. The 1 gram vials are on allocation. The 500 mg vials are available with short expiration 
dating (April 2019). 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=86 
 
 
Cefoxitin Sodium Injection 
December 10, 2018 

 
Reason for the Shortage 

 Apotex did not provide a reason for the shortage. 
 BBraun has cefoxitin on allocation due to increased demand. 
 Fresenius Kabi not provide a reason for the shortage. 
 Hikma did not provide a reason for the shortage. Hikma is not currently marketing cefoxitin. 
 Sagent has cefoxitin on shortage due to increased demand. 
 WG Critical Care did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Apotex has temporarily discontinued cefoxitin 1 gram, 2 gram, and 10 gram vials and the company 
cannot estimate when product will be available again. 

 BBraun has cefoxitin 1 gram and 2 gram vials on allocation. 
 Fresenius Kabi has cefoxitin 2 gram vials on back order and the company estimates a release date of 

early- to mid-January 2019. 
 Sagent has cefoxitin 2 gram vials on back order and the company estimates a release date of January 

2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=296
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=86
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 WG Critical Care has cefoxitin 2 gram vials on back order and the company estimates a release date 
of late-December 2018. The 10 gram vials are on back order and the company cannot estimate a 
release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=271 
 
 
Cefazolin Injection 
December 10, 2018 

 
Reason for the Shortage 

 Apotex has discontinued all presentations except cefazolin 1 gram vials. 
 Baxter did not provide a reason for the shortage. 
 BBraun has cefazolin on shortage due to manufacturing delays. 
 Fresenius Kabi has cefazolin on shortage due to increased demand. They are not manufacturing the 

20 gram vials at this time to focus on the other sizes. 
 Pfizer states the reason for the shortage is manufacturing delay. 
 Sagent states the reason for the shortage is manufacturing delays and increased demand. 
 Samson Medical Technologies has cefazolin injection available. 
 Sandoz has cefazolin injection available. 
 Hikma did not provide a reason for the shortage. 
 WG Critical Care did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Baxter has cefazolin 2 gram/100 mL premixed bags on allocation. 
 BBraun has 1 gram/50 mL and 2 gram/50 mL premixed bags on allocation. 
 Fresenius Kabi has cefazolin 500 mg vials, 1 gram, and 10 gram vials on back order and the company 

estimates a release date of early-January 2019 for the 500 mg vials, mid-February 2019 for the 1 
gram vials, and mid-January 2019 for the 10 gram vials. 

 Pfizer has 1 gram and 10 gram vials on back order and the company estimates a release date of 3rd 
quarter 2019. The 1 gram ADD-Vantage vials are on back order and the company estimates a release 
date of 1st quarter 2019. 

 Sagent has cefazolin 500 mg, 1 gram, and 10 gram vials on back order and the company estimates a 
release date of March 2019 for the 500 mg vials, January 2019 for the 1 gram vials, and December 
2018 for the 10 gram vials. 

 Sandoz has cefazolin 500 mg, 1 gram, and 10 gram vials on back order and the company estimates a 
release date of late-December 2018. 

 Hikma has cefazolin 500 mg vials on back order and the company cannot estimate a release date. 
The 1 gram vials are on allocation. The 10 gram vials are on back order and the company estimates a 
release date of January to February 2019. 

 WG Critical Care has cefazolin 1 gram vials on intermittent back order and the company is releasing 
product as it becomes available. There are 1 gram vials reserved for allocation to current contract 
customers. The 500 mg vials are on back order and the company cannot estimate a release date. The 
10 gram vials are on allocation to current contract customers. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=432 
 
 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=271
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=432
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Metronidazole Hydrochloride Injection 
December 11, 2018 

 
Reason for the Shortage 

 Pfizer has metronidazole injection on shortage due to manufacturing delay. 
 BBraun has metronidazole injection available. 

 
Estimated Resupply Dates 

 Baxter has metronidazole 100 mL bags (NDC 36000-0001-24) on back order and the company cannot 
estimate a release date. 

 Pfizer has metronidazole 100 mL bags in 24 count available in limited supply. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=316 
 
 
Methotrexate Injection 
December 11, 2018 

 
Reason for the Shortage 

 Accord has methotrexate injection available. 
 Fresenius Kabi has methotrexate injection available. 
 Mylan Institutional has methotrexate injection available. Mylan Institutional discontinued the 40 

mg/mL 2 mL, 4 mL, and 8 mL vials in late-2017. 
 Pfizer did not provide a reason for the shortage. 
 Teva has methotrexate injection on shortage due to increased demand. 
 Hikma has methotrexate injection available. 

 
Estimated Resupply Dates 

 Pfizer has methotrexate 25 mg/mL 2 mL vials on allocation. 
 Teva has methotrexate 25 mg/mL 40 mL preservative-free vials on allocation. Check wholesaler for 

inventory. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=282 
 
 
Hydroxyethyl Starch in Sodium Chloride Injection 
December 11, 2018 

 
Reason for the Shortage 

 BBraun has Hespan available. 
 Pfizer did not provide a reason for the shortage of 6% hetastarch in 0.9% sodium chloride injection. 
 Pfizer has Voluven available. 

 
Estimated Resupply Dates 

 Pfizer has 6% hetastarch in 0.9% sodium chloride injection in 500 mL bags available in limited supply. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=454 
 
 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=316
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=282
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=454
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Dexmedetomidine Hydrochloride 100 mcg/mL Vials for Injection 
December 11, 2018 

 
Reason for the Shortage 

 Akorn has dexmedetomidine vials available. 
 Athenex has dexmedetomidine vials available. 
 Fresenius Kabi has dexmedetomidine vials available. 
 Mylan has dexmedetomidine vials available. 
 Par has dexmedetomidine vials available. 
 Pfizer did not provide a reason for the shortage. 
 Sandoz has dexmedetomidine vials available. 
 Teva has dexmedetomidine vials available. 
 Hikma did not provide a reason for the shortage. 
 Sun Pharma did not provide a reason for the shortage. 
 AuroMedics has dexmedetomidine vials available. 
 WG Critical Care has dexmedetomidine vials available. 
 Accord did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Accord has 100 mcg/mL 2 mL vials on back order and the company cannot estimate a release date. 
 Hikma has 100 mcg/mL 2 mL vials on allocation. 
 Mylan has short dated 100 mcg/mL 2 mL vials available with an expiration date of September 2019. 
 Sandoz has short dated 100 mcg/mL 2 mL vials available with an expiration date of July 2019. 
 Sun Pharma has 100 mcg/mL 2 mL vials on back order with an estimated release date of late-

December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=491 
 
 
Vecuronium Bromide Injection 
December 13, 2018 

 
Reason for the Shortage 

 Pfizer has vecuronium on shortage due to manufacturing delays. 
 Teva has vecuronium on allocation due to increased demand. 
 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. 
 Sun Pharma has vecuronium available. 
 Sagent is not marketing vecuronium 10 mg and 20 mg vials. 
 Fresenius Kabi has vecuronium available. 

 
Estimated Resupply Dates 

 Mylan Institutional has vecuronium 20 mg vials on back order with an estimated release date of late-
January to early-February 2019. 

 Pfizer has vecuronium 10 mg and 20 mg vials on back order and the company estimates a release 
date of 3rd quarter 2019. 

 Teva has vecuronium 10 mg vials on intermittent back order and is allocating on release. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=167 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=491
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=167
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Thiothixene Capsules 
December 13, 2018 

 
Reason for the Shortage 

 Mylan did not provide a reason for the shortage. 
 Mylan is the sole supplier of thiothixene. 

 
Estimated Resupply Dates 

 Mylan has thiothixene 1 mg, 2 mg, 5 mg, and 10 mg capsules in 100 count bottles on back order and 
the company estimates a release date of mid-December 2018 for the 1 mg capsules, early-January 
2019 for the 2 mg capsules, late-January 2019 for the 5 mg capsules, and early-February 2019 for the 
10 mg capsules. 

 Mylan Institutional has thiothixene 2 mg, 5 mg, and 10 mg capsules in 100 count unit-dose blister 
packs on back order and the company estimates a release date of late-February to early-March 2019 
for the 2 mg capsules, mid-March 2019 for the 5 mg capsules, and early-April 2019 for the 10 mg 
capsules. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=418 
 
 
Remifentanil Injection 
December 13, 2018 

 
Reason for the Shortage 

 Mylan Institutional did not provide a reason for the shortage. 
 Fresenius Kabi launched generic remifentanil in January 2018. 

 
Estimated Resupply Dates 

 Mylan Institutional has Ultiva 5 mg vials on back order and the company estimates a release date of 
early-February 2019. 

 Fresenius Kabi has remifentanil 1 mg and 5 mg vials on back order and the company cannot estimate 
a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=371 
 
 
Promethazine Injection 
December 13, 2018 

 
Reason for the Shortage 

 Hikma did not provide a reason for the shortage. 
 X-Gen has promethazine injection available. 

 
Estimated Resupply Dates 

 Hikma has promethazine 25 mg/mL 1 mL ampules on back order and the company estimates a 
release date of mid-December 2018. The 50 mg/mL 1 mL ampules are on back order and the 
company estimates a release date of late-December 2018 to mid-January 2019. 

 Hikma has Phenergan 25 mg/mL 1 mL vials on back order and the company estimates a release date 
of mid-December 2018. The 25 mg/mL 1 mL ampules are on back order and the company estimates 
a release date of January to February 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=460 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=418
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=371
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=460
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Mycophenolate Mofetil Capsules and Tablets 
December 13, 2018 

 
Reason for the Shortage 

 Accord did not provide a reason for the shortage. 
 Ascend did not provide a reason for the shortage. 
 Hikma did not provide a reason for the shortage. 
 Mylan did not provide a reason for the shortage. 
 Genentech has Cellcept available. 
 Sandoz did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Accord has all mycophenolate mofetil presentations on allocation. 
 Ascend has all mycophenolate mofetil presentations on intermittent back order and the company is 

releasing product as it becomes available. 
 Hikma has all mycophenolate mofetil presentations on allocation. 
 Mylan has mycophenolate mofetil 250 mg tablets in 500 count on back order and the company 

cannot estimate a release date. The 500 mg tablets in 500 count are on back order and the company 
estimates a release date of mid-December 2018. The 250 mg capsules in 100 count unit-dose 
presentations are on back order and the company estimates a release date of early-April 2019. The 
500 mg capsules in 100 count unit-dose presentations are on back order and the company estimates 
a release date of mid-January 2019. 

 Sandoz has mycophenolate mofetil 500 mg tablets in 500 count on back order and the company 
estimates a release date of mid-December 2018. The 250 mg capsules in 1440 count are on back 
order and the company cannot estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=448 
 
 
Morphine Injection 
December 13, 2018 

 
Reason for the Shortage 

 Fresenius Kabi procured morphine syringes from BD in 2016. They discontinued the 8 mg/mL and 10 
mg/mL 1 mL syringes in early-2018. 

 Astramorph injection has been unavailable since 2012. Fresenius Kabi changed manufacturing sites 
and cannot estimate if Astramorph will return. 

 Pfizer states the shortage is due to manufacturing delays. Pfizer discontinued morphine ADD-
Vantage vials in January 2017. 

 Pfizer anticipates a shortage of several prefilled syringe products, including morphine, starting in 
late-July 2017 due to issues at a manufacturing facility. To minimize the impact of the shortage, 
Pfizer is prioritizing production of certain morphine Carpuject syringes. Pfizer expects the shortage of 
prefilled syringe products to recover by late-first quarter 2018. 

 Hikma did not provide a reason for the shortage. West-Ward is not actively marketing the 15 mg/mL 
1 mL vials or the 8 mg/mL 1 mL vials (NDC 00641-6075-25). They are still marketing the 8 mg/mL 1 
mL vials with NDC 00641-6126-25. 

 
Estimated Resupply Dates 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=448
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 Fresenius Kabi has morphine 2 mg/mL 1 mL syringes on back order and the company estimates a 
release date of mid-January 2019. The morphine 4 mg/mL 1 mL syringes are on back order and the 
company estimates a release date of 1st quarter 2019. The morphine 5 mg/mL 1 mL syringes are on 
back order and the company cannot estimate a release date. The 2 mg/mL 1 mL vials are on back 
order and the company estimates a release date of mid-January 2019. The 4 mg/mL 1 mL vials are on 
back order and the company estimates a release date of mid-December 2018. The 5 mg/mL 1 mL 
vials are on back order and the company estimates a release date of mid-December 2018. The 8 
mg/mL 1 mL vials are on back order and the company cannot estimate a release date. Check 
wholesalers for inventory. 

 Pfizer has morphine 2 mg/mL 1 mL Carpuject syringes and 10 mg/mL 1 mL Carpuject syringes are on 
back order and the company cannot estimate a release date. The 4 mg/mL 1 mL Carpuject syringes 
are on back order and the company estimates a release date of February 2019. The 1 mg/mL 10 mL 
preservative-free vials are available in limited supply. The 2 mg/mL 1 mL iSecure syringes, 4 mg/mL 1 
mL iSecure syringes, 8 mg/mL 1 mL iSecure syringes, and 10 mg/mL 1 mL iSecure syringes are on 
back order and the company estimates a release date of 4th quarter 2019. The 8 mg/mL 1 mL 
Carpuject syringes are on back order and the company estimates a release date in 2nd quarter 2019. 
The 50 mg/mL 20 mL vials are available in limited supply. The 50 mg/mL 50 mL vials are on back 
order and the company estimates a release date of 1st quarter 2019. 

 Hikma has morphine 8 mg/mL 1 mL vials on back order and the company estimates a release date of 
mid-December 2018. Infumorph 10 mg/mL 20 mL ampules are on back order and the company 
estimates a release date of mid-December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=41 
 
 
Mineral Oil and Petrolatum Ophthalmic Ointment 
December 13, 2018 

 
Reason for the Shortage 

 Allergan states the shortage is due to production delays. 
 Bausch Health has Soothe Night Time ointment available. 
 Major did not provide a reason for the shortage. 
 Alcon states the shortage is due to manufacturing issues. 
 Perrigo did not provide a reason for the shortage. 
 Rugby did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Allergan has Refresh PM and Lacri-Lube SOP ointment 3.5 gram tubes on back order and the 
company cannot estimate a release date. Lacri-Lube SOP 7 gram tubes are also on back order and 
the company cannot estimate a release date. 

 Rugby has Artificial Tears 3.5 gram tubes available in limited supply. 
 Alcon has Systane Lubricating Night ointment on back order and the company estimates a release 

date in mid-January 2019. 
 Perrigo has Puralube ointment in 3.5 gram and 1 gram tubes on back order and the company 

estimates release dates in January 2019 for the 3.5 gram tubes and December 2018 for the 1 gram 
tubes 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=435 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=41
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=435
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Methadone Injection 
December 13, 2018 

 
Reason for the Shortage 

 Akorn did not provide a reason for the shortage. 
 Mylan Institutional has methadone injection available. 

 
Estimated Resupply Dates 

 Akorn has methadone injection on back order and the company estimates a release date of mid-
December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=358 
 
 
Lidocaine Injection 
December 13, 2018 

 
Reason for the Shortage 

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

 AuroMedics introduced lidocaine injection in February 2014. 
 Fresenius Kabi had generic lidocaine presentations on shortage due to a supply interruption of raw 

ingredients. 
 Pfizer has lidocaine presentations on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 AuroMedics has 1% lidocaine 2 mL and 5 mL ampules and 2 mL, 5 mL, and 30 mL vials on 
intermittent back order and the company is releasing product as it becomes available. AuroMedics 
has 2% lidocaine 2 mL ampules and 2 mL and 5 mL vials on intermittent back order and the company 
is releasing product as it becomes available. 

 Fresenius Kabi has 0.5% Xylocaine 50 mL vials on back order and the company cannot estimate a 
release date. The 0.5% Xylocaine 50 mL MPF vials are on back order and the company estimates a 
release date of mid-December 2018. The 1% lidocaine 10 mL vials are on back order and the 
company estimates a release date of early-January 2019. The 1% Xylocaine 20 mL and 50 mL vials are 
on back order and the company estimates a release date of mid-December 2018. The 1% Xylocaine-
MPF 2 mL, 5 mL, and 30 mL vials are on back order and the company estimates a release date of mid-
December 2018 for the 2 mL and 5 mL vials, and mid-January 2019 for the 30 mL vials. The 1% 
Xylocaine-MPF 10 mL ampule sterile packs are on back order and the company estimates a release 
date of mid-January 2019. The 1% Xylocaine-MPF 30 mL vial sterile packs are on back order and the 
company cannot estimate a release date. The 1.5% Xylocaine-MPF 20 mL ampules are on back order 
and the company estimates a release date of late-January 2019. The 2% Xylocaine 10 mL, 20 mL, and 
50 mL vials are on back order and the company estimates a release date of early-January 2019 for 
the 10 mL vials and mid-December 2018 for the 20 mL and 50 mL vials. The 2% Xylocaine-MPF 2 mL 
and 5 mL vials are on back order and the company estimates a release date of mid-December 2018 
for the 2 mL vials and mid-January 2019 for the 5 mL vials. The 2% lidocaine 2 mL and 5 mL vials are 
on back order and the company estimates a release date of mid-January 2019 for the 2 mL vials and 
mid-December 2018 for the 5 mL vials. Check wholesalers for inventory. 

 Pfizer has 0.5% lidocaine 50 mL flip top vials on back order and the company estimates a release date 
of 1st quarter 2019. The 1% lidocaine 2 mL preservative-free ampules are available in limited supply. 
The 1% lidocaine 5 mL preservative-free ampules are on back order and the company estimates a 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=358
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release date of 1st quarter 2020. The 1% lidocaine 20 mL vials and 30 mL preservative-free vials are 
on back order and the company estimates a release date of January 2019 for the 20 mL vials and 
December 2018 for the 30 mL vials. The 1% lidocaine 50 mL vials are on back order and the company 
estimates a release date of December 2018. The 1% lidocaine 5 mL Lifeshield syringes are on back 
order and the company estimates a release date of January 2019. The 1% lidocaine 5 mL Ansyr 
syringes are on back order and the company estimates a release date of December 2018. The 1.5% 
lidocaine 20 mL preservative-free ampules are on back order and the company estimates a release 
date of 4th quarter 2019. The 2% lidocaine 2 mL preservative-free ampules are on back order and 
the company estimates a release date of January 2019. The 2% lidocaine 10 mL ampules are on back 
order and the company cannot estimate a release date. The 2% lidocaine 5 mL vials are on back 
order and the company estimates a release date of 4th quarter 2019. The 2% lidocaine 20 mL and 50 
mL vials are on back order and the company estimates a release date of February 2019 for the 20 mL 
vials and December 2018 for the 50 mL vials. The 2% lidocaine 5 mL Lifeshield syringes are on back 
order and the company estimates a release date of 1st quarter 2019. The 2% lidocaine 5 mL Ansyr 
syringes are on back order and the company estimates a release date of January 2019. The 4% 
lidocaine 5 mL ampules are on back order and the company estimates a release date of December 
2018. 

 Hikma has 2% lidocaine 5 mL vials are on back order and the company estimates a release date of 
mid-December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=88 
 
 
Hydromorphone Hydrochloride Injection 
December 13, 2018 

 
Reason for the Shortage 

 Akorn has hydromorphone injection on shortage due to increased demand. 
 Fresenius Kabi has Dilaudid syringes on shortage due to increased demand. They are focusing their 

product on the 0.5 mg strength. They launched hydromorphone vials in late-June 2018. 
 Pfizer did not provide a reason for the shortage. 
 Purdue discontinued Dilaudid and Dilaudid HP in May 2017 for marketing reasons. 
 Teva did not provide a reason for the shortage. 
 Hikma did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Akorn has hydromorphone 10 mg/mL 50 mL vials on allocation. 
 Fresenius Kabi has Dilaudid 1 mg/mL 0.5 mL and 1 mL syringes on back order and the company 

estimates a release date of mid-December 2018. The 2 mg/mL 1 mL syringes are on back order and 
the company estimates a release date of 1st quarter 2019. The hydromorphone 1 mg/mL 1 mL vials 
are on back order and the company estimates a release date of late-January to early-February 2019. 
The hydromorphone 4 mg/mL 1 mL vials and 10 mg/mL 1 mL vials and 5 mL vials are on back order 
and the company cannot estimate a release date. Check wholesalers for inventory. 

 Hikma has hydromorphone 2 mg/mL 1 mL vials (NDC 00641-0121-25) and 20 mL vials on back order 
and the company estimates a release date of late-December 2018 to mid-January 2019. 

 Pfizer has 1 mg/mL 1 mL Carpuject syringes on back order and the company cannot estimate a 
release date. The 10 mg/mL 50 mL vials are on back order and the company estimates a release date 
of 2nd quarter 2019. The 10 mg/mL 5 mL vials are available in limited supply. The 0.5 mg/0.5 mL 0.5 
mL iSecure syringes and 2 mg/mL 1 mL Carpuject syringes are on back order and the company 
estimates a release date of 1st quarter 2019. The 1 mg/mL 1 mL ampules, 2 mg/mL 1 mL ampules, 
and 4 mg/mL 1 mL ampules are on back order and the company estimates a release date of 2nd 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=88
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quarter 2019. The 1 mg/mL 1 mL iSecure syringes, 2 mg/mL 1 mL iSecure syringes, and 4 mg/mL 1 mL 
Carpuject syringes are on back order and the company estimates a release date of 4th quarter 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=329 
 
 
Flumazenil Injection 
December 13, 2018 

 
Reason for the Shortage 

 Baxter did not provide a reason for the shortage. 
 Hikma did not provide a reason for the shortage. 
 Mylan Institutional did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Hikma has flumazenil 0.1 mg/mL 10 mL vials on back order and the company estimates a release 
date of mid-December 2018. 

 Mylan Institutional has flumazenil 0.1 mg/mL 5 mL and 10 mL vials on back order and the company 
estimates a release date of mid- to late-December 2018 for the 5 mL vials and early- to mid-January 
2019 for the 10 mL vials. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=490 
 
 
Dexamethasone Sodium Phosphate Injection 
December 13, 2018 

 
Reason for the Shortage 

 American Regent is not marketing dexamethasone sodium phosphate injection at this time. 
 AuroMedics has dexamethasone sodium phosphate on intermittent back order. 
 Fresenius Kabi has dexamethasone sodium phosphate presentations available. 
 Mylan Institutional has dexamethasone sodium phosphate available. 
 Hikma did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 AuroMedics has dexamethasone sodium phosphate 4 mg/mL 1 mL, 5mL, and 30 mL vials on 
intermittent back order and the company is releasing product as it becomes available. 

 Fresenius Kabi has dexamethasone sodium phosphate 4 mg/mL 1 mL prefilled syringes on back order 
and the company estimates a release date of 1st quarter 2019. The 10 mg/mL 1 mL preservative-free 
vials are on back order and the company estimates a release date of late-December 2018. The 4 
mg/mL 1 mL and 30 mL vials are on back order and the company estimates a release date of mid-
December 2018 for the 1 mL vials and late-December 2018 for the 30 mL vials. 

 Hikma has dexamethasone sodium phosphate 4 mg/mL 1 mL and 5 mL vials on back order and the 
company cannot estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=140 
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Daptomycin Injection 
December 13, 2018 

 
Reason for the Shortage 

 Fresenius Kabi has daptomycin available. 
 Mylan Institutional did not provide a reason for the shortage. 
 Pfizer has daptomycin on shortage due to manufacturing delays. 
 Teva had daptomycin on shortage due to increased demand. 
 Merck has Cubicin and Cubicin RF available. 

 
Estimated Resupply Dates 

 Pfizer has daptomycin 500 mg vials on back order and the company cannot estimate a release date. 
 Mylan Institutional has daptomycin 500 mg vials on back order and the company estimates a release 

date of early- to mid-January 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=467 
 
 
Vancomycin Hydrochloride Injection 
December 14, 2018 

 
Reason for the Shortage 

 Alvogen has vancomycin injection available. 
 Athenex has vancomycin injection available. 
 AuroMedics has vancomycin injection available. 
 Pfizer has vancomycin vials on back order due to manufacturing delays. 
 Fresenius Kabi has vancomycin injection on shortage due to increased demand. 
 Mylan Institutional has vancomycin injection available. 
 Sagent has vancomycin injection on shortage due to manufacturing delays and increased demand. 
 Baxter has vancomycin injection available. 
 Samson Medical Technologies has vancomycin injection available. 

 
Estimated Resupply Dates 

 Fresenius Kabi has vancomycin 5 gram and 10 gram vials on back order and the company estimates a 
release date of late-December 2018.[5] 

 Pfizer has short-dated vancomycin 500 mg ADD-Vantage vials available with an expiration date of 
April 2019. The 750 mg vials, 750 mg ADD-Vantage vials, 1 gram vials, and 5 gram vials are available 
in limited supply. The 1 gram ADD-Vantage vials are on back order and the company estimates a 
release date of December 2018. The 10 gram vials are on back order and the company cannot 
estimate a release date.[4] 

 Sagent has vancomycin 5 gram vials on allocation. The 10 gram vials are on back order and the 
company estimates a release date of December 2018.[9] 

 Mylan Institutional has vancomycin 1 gram, 5 gram, and 10 gram vials on back order and the 
company estimates a release date of early-January 2019 for the 1 gram vials, mid-March 2019 for the 
5 gram vials, and December 2018 for the 10 gram vials. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=25 
 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=467
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=25
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Valsartan Tablets 
December 14, 2018 

 
Reason for the Shortage 

 Several drug products containing valsartan were recalled due to an unexpected impurity found in the 
active pharmaceutical ingredient manufactured by a third party. The impurity is N-
nitrosodimethylamine (NDMA) and is classified as a probable human carcinogen. Additional 
information is available at 
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm613532.htm. 

 Camber, Major, Solco, and Teva valsartan tablets were affected by the recall. Detailed information 
on the products is available at https://www.fda.gov/downloads/Drugs/DrugSafety/UCM615703.pdf. 

 Major, Solco, and Teva discontinued valsartan tablets in July 2018. 
 Alembic, Aurobindo, Cadista, Lupin, Mylan, Macleods, and Novartis are not affected by this recall. 
 Repackagers may have some presentations affected depending on the source supplier. 

 
Estimated Resupply Dates 

 Camber has valsartan tablets on back order and the company cannot estimate a release date. 
 Mylan has valsartan tablets on back order and the company cannot estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=444 
 
 
Valsartan and Hydrochlorothiazide Tablets 
December 14, 2018 

 
Reason for the Shortage 

 Several drug products containing valsartan were recalled due to an unexpected impurity found in the 
active pharmaceutical ingredient manufactured by a third party. The impurity is N-
nitrosodimethylamine (NDMA) and is classified as a probable human carcinogen. Additional 
information is available at 
https://www.fda.gov/NewsEvents/Newsroom/PressAnnouncements/ucm613532.htm. 

 Solco and Teva valsartan/hydrochlorothiazide tablets were affected by the recall. Detailed 
information on the products is available at 
https://www.fda.gov/downloads/Drugs/DrugSafety/UCM615703.pdf. 

 Solco and Teva discontinued valsartan/hydrochlorothiazide tablets in July 2018. 
 Alembic, Aurobindo, Lupin, Mylan, Macleods, and Novartis are not affected by this recall. 
 Repackagers may have some presentations affected depending on the source supplier. 
 Mylan is discontinuing valsartan/hydrochlorothiazide 160 mg/12.5 mg in 500 count bottles. 

 
Estimated Resupply Dates 

 Mylan has all valsartan/hydrochlorothiazide presentations on back order and the company cannot 
estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=445 
 
 
 
 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=444
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=445
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Temazepam Capsules 
December 14, 2018 

 
Reason for the Shortage 

 Ascend did not provide a reason for the shortage. 
 Major has temazepam on shortage due to manufacturing delays. 
 Mylan has temazepam on shortage due to manufacturing delays. 
 Sun Pharma has temazepam on shortage due to manufacturing delays. 
 Teva did not provide a reason for the shortage. 
 Mallinckrodt has Restoril capsules available. 

 
Estimated Resupply Dates 

 Ascend has temazepam 15 mg capsules in 100 count and 30 mg capsules in 100 count on back order 
and the company estimates a release date of mid-January 2019. 

 Major has temazepam 7.5 mg capsules in 30 count unit-dose packs and 100 count bottles on back 
order and the company estimates a release date of mid-January 2019. 

 Mylan has temazepam 15 mg capsules in 100 count bottles, 22.5 mg capsules in 30 count bottles, 
and 30 mg capsules in 100 count bottles on back order and the company estimates a release date of 
late-April 2019 for the 15 mg and 30 mg capsules and late-January 2019 for the 22.5 mg capsules. 

 Mylan Institutional has temazepam 15 mg capsules in 100 count unit-dose packs on back order and 
the company cannot estimate a release date. The 30 mg capsules in 100 count unit-dose packs are 
on back order and the company estimates a release date of early-January 2019. 

 Teva has temazepam 30 mg capsules in 100 count and 500 count on back order and the company 
estimates a release date of mid-December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=503 
 
 
Hypromellose Ophthalmic Solution 
December 14, 2018 

 
Reason for the Shortage 

 Akorn has hypromellose ophthalmic solution on shortage due to lack of raw materials. 
 HUB Pharmaceuticals has hypromellose ophthalmic solution on long-term back order and did not 

provide a reason. 
 Altaire did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Akorn has Gonak 2.5% ophthalmic solution 15 mL bottles on allocation. 
 HUB Pharmaceuticals has Goniovisc 2.5% ophthalmic solution 15 mL bottles on long-term back order 

and the company cannot estimate a release date. 
 Ocusoft has Goniosoft 2.5% ophthalmic solution 15 mL bottles on back order and the company 

cannot estimate a release date. 
 Altaire has Goniotaire on back order and the company cannot estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=437 
 
 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=503
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=437
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Fludrocortisone Acetate Tablets 
December 14, 2018 

 
Reason for the Shortage 

 Impax did not provide a reason for the shortage. 
 Teva did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Teva has fludrocortisone acetate 0.1 mg tablets temporarily unavailable and the company cannot 
estimate a release date. 

 Impax has fludrocortisone acetate 0.1 mg tablets on back order and the company cannot estimate a 
release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=484 
 
 
Fluconazole Injection 
December 14, 2018 

 
Reason for the Shortage 

 Baxter did not provide a reason for the fluconazole injection shortage. 
 Hikma discontinued fluconazole injection in August 2018. 
 Pfizer has fluconazole injection on shortage due to manufacturing delays. The 200 mg/100 mL 

fluconazole in dextrose bags were discontinued in August 2018. 
 Renaissance Lakewood Pharmaceuticals bought fluconazole in sodium chloride premixed bags from 

Claris Lifescience. 
 Sagent has fluconazole injection on shortage due to increased demand and manufacturing delays. 

 
Estimated Resupply Dates 

 Baxter has 200 mg/100 mL and 400 mg/200 mL in 0.9% sodium chloride on intermittent back order 
and the company is releasing product as it becomes available. 

 Pfizer has fluconazole 200 mg/100 mL and 400 mg/200 mL in 0.9% sodium chloride on back order 
and the company estimates a release date of February 2019 for the 200 mg/100 mL bags and 1st 
quarter 2019 for the 400 mg/200 mL bags. 

 Renaissance Lakewood has all fluconazole injection presentations on back order and the company 
cannot estimate a release date. 

 Sagent has fluconazole injection 200 mg/100 mL in 0.9% sodium chloride on back order and the 
company has an estimated release date of December 2018. The 400 mg/200 mL in 0.9% sodium 
chloride bags are on allocation. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=318 
 
 
Dorzolamide Ophthalmic Solution 
December 14, 2018 

 
Reason for the Shortage 

 Akorn has dorzolamide ophthalmic solution on shortage due to manufacturing delays. 
 Merck did not provide a reason for the shortage. 
 Sandoz did not provide a reason for the shortage. 
 Teva discontinued dorzolamide ophthalmic solution in April 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=484
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=318
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 Bausch Health has dorzolamide ophthalmic solution on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Akorn has dorzolamide 2% ophthalmic solution on back order and the company cannot estimate a 
release date. 

 Bausch Health has dorzolamide 2% ophthalmic solution on intermittent back order and the company 
is releasing product as it becomes available. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=359 
 
 
Deferoxamine Injection 
December 14, 2018 

 
Reason for the Shortage 

 Fresenius Kabi has deferoxamine on shortage due to increased demand. 
 Pfizer has deferoxamine on shortage due to manufacturing delays. 
 Novartis has Desferal on shortage due to increased demand. 
 Alvogen launched deferoxamine injection in mid-2018. 
 Apo-Pharma launched deferoxamine injection in mid-2018. 

 
Estimated Resupply Dates 

 Pfizer has deferoxamine 500 mg vials on back order and the company estimates a release date of 
2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=393 
 
 
Clindamycin Phosphate Injection 
December 14, 2018 

 
Reason for the Shortage 

 Alvogen did not provide a reason for the shortage. 
 Akorn did not provide a reason for the shortage. 
 Baxter has clindamycin injection available. 
 Fresenius Kabi did not provide a reason for the shortage. 
 Pfizer did not provide a reason for the shortages. Pfizer discontinued Cleocin premixed bags in 2018. 
 Sagent has clindamycin injection available. 
 Sandoz has clindamycin injection available. 

 
Estimated Resupply Dates 

 Akorn has clindamycin 600 mg/50 mL and 900 mg/50 mL in 5% dextrose premixes on back order and 
the company cannot estimate a release date. 

 Alvogen has clindamycin 150 mg/mL 2 mL, 4 mL, and 6 mL ADD-Vantage vials on back order and the 
company estimates a release date of 2nd quarter 2019. 

 Pfizer has Cleocin 150 mg/mL 2 mL, 4 mL, and 6 mL ADD-Vantage vials on back order and the 
company estimates a release date of 3rd quarter 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=97 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=359
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=393
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=97
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Ciprofloxacin Ophthalmic Solution 
December 14, 2018 

 
Reason for the Shortage 

 Akorn did not provide a reason for the shortage. 
 Novartis has Ciloxan available. 
 Sandoz has ciprofloxacin ophthalmic solution available. 

 
Estimated Resupply Dates 

 Akorn has ciprofloxacin ophthalmic solution on back order and the company cannot estimate a 
release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=443 
 
 
Thiamine Injection 
December 15, 2018 

 
Reason for the Shortage 

 Fresenius Kabi has thiamine injection on shortage due to short manufacturing delay. 
 Mylan Institutional has thiamine injection available. 

 
Estimated Resupply Dates 

 Fresenius Kabi has thiamine 100 mg/mL 2 mL vials on back order and the company estimates a 
release date of early-January 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=502 
 
 
Sodium Acetate Injection 
December 15, 2018 

 
Reason for the Shortage 

 American Regent is not currently marketing sodium acetate injection. 
 Fresenius Kabi had sodium acetate on shortage due to increased demand. 
 Pfizer had sodium acetate on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Pfizer has sodium acetate 2 mEq/mL 50 mL vials on back order and the company estimates a release 
date of December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=317 
 
 
Potassium Phosphate Injection 
December 15, 2018 

 
Reason for the Shortage 

 American Regent has not had potassium phosphate injection available since 2012. It is unclear if and 
when product will return to market. 

 Fresenius Kabi had potassium phosphate injection on shortage due to increased demand. 
 Pfizer had potassium phosphate injection on shortage due to manufacturing delays. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=443
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=502
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=317


 

 

Page 91 www.performrx.com 

200 Stevens Drive, Philadelphia, PA 19113 
Copyright © PerformRx LLC 2018. All Rights Reserved 

 

 
Estimated Resupply Dates 

 Fresenius Kabi has potassium phosphate 3 mmol/mL 5 mL, 15 mL, and 50 mL vials on back order and 
the company estimates a release date of early-January 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=305 
 
 
Pentostatin Injection 
December 15, 2018 

 
Reason for the Shortage 

 Pfizer has Nipent on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Pfizer has Nipent 10 mg vials on back order and the company estimates a release date of 1st quarter 
2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=474 
 
 
Meperidine Hydrochloride Injection 
December 15, 2018 

 
Reason for the Shortage 

 Pfizer has Demerol injection on shortage due to manufacturing delays. 
 
Estimated Resupply Dates 

 Hikma has meperidine 50 mg/mL 1 mL vials on back order and the company estimates a release date 
of January to February 2019. 

 Pfizer has Demerol 100 mg/mL 20 mL vials and on back order and the company estimates a release 
date of 1st quarter 2020. The 25 mg/mL 1 mL Carpuject syringes and 50 mg/mL 1 mL Carpuject 
syringes are on back order and the company estimates a release date of 1st quarter 2020. The 75 
mg/mL 1 mL Carpuject syringes and 100 mg/mL 1 mL Carpuject syringes are on back order and the 
company estimates a release date of 3rd quarter 2019. The 50 mg/mL 2 mL ampules are on back 
order and the company estimates a release date of 1st quarter 2019. The 50 mg/mL 30 mL vials are 
on back order and the company estimates a release date of 1st quarter 2019. The 50 mg/mL 1.5 mL 
ampules are on back order and the company estimates a release date of January 2019. The 100 
mg/mL 1 mL ampules are on back order and the company estimates a release date of December 
2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=347 
 
 
Lidocaine with Epinephrine Injection 
December 15, 2018 

 
Reason for the Shortage 

 Fresenius Kabi has Xylocaine with epinephrine presentations on shortage due to increased demand 
for the product and manufacturing delays. 

 Pfizer has lidocaine with epinephrine presentations on shortage due to manufacturing delays. 

 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=305
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=474
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=347
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Estimated Resupply Dates 
 Fresenius Kabi has 0.5% Xylocaine with epinephrine (1:200,000) 50 mL vials on back order and the 

company estimates a release date of early-January 2019. The 1% Xylocaine with epinephrine 
(1:200,000) 10 mL vials are on back order and the company estimates a release date of early-January 
2018. The 1% Xylocaine with epinephrine (1:200,000) 20 mL vials are on back order and the company 
estimates release dates of late-December 2018. The 1% Xylocaine with epinephrine (1:200,000) 50 
mL vials are on back order and the company estimates release dates of early-January 2019. The 1% 
Xylocaine-MPF with epinephrine (1:200,000) 10 mL vials are on back order and the company 
estimates a release date of early-January 2019. The 1% Xylocaine-MPF with epinephrine (1:200,000) 
30 mL vials in sterile packs are on back order and the company cannot estimate a release date. The 
1.5% Xylocaine-MPF with epinephrine (1:200,000) 30 mL vials in sterile packs are on back order and 
the company cannot estimate a release date. The 1.5% Xylocaine-MPF with epinephrine (1:200,000) 
10 mL regular vials are on back order and the company estimates a release date of early-January 
2019. The 2% Xylocaine with epinephrine (1:200,000) 50 mL vials are on back order and the company 
estimates a release date of early-January 2019. The 2% Xylocaine-MPF with epinephrine (1:200,000) 
20 mL vials in sterile packs are on back order and the company cannot estimate a release date. Check 
wholesalers for inventory. 

 Pfizer has 1% lidocaine with epinephrine (1:100,000) 20 mL vials on back order and the company 
estimates a release date of December 2018. The 1% lidocaine with epinephrine (1:100,000) 30 mL 
vials are on back order and the company estimates a release date of December 2018. The 1% 
lidocaine with epinephrine (1:100,000) 50 mL vials are on back order and the company estimates a 
release date of January 2019.The 1.5% lidocaine with epinephrine (1:200,000) 30 mL vials are on 
back order and the company estimates a release date of 1st quarter 2019. The 1.5% lidocaine with 
epinephrine (1:200,000) 5 mL ampules are on back order and the company estimates a release date 
of February 2019. The 2% lidocaine with epinephrine (1:100,000) 20 mL vials are on back order and 
the company estimates a release date of February 2019. The 2% lidocaine with epinephrine 
(1:100,000) 30 mL and 50 mL vials are on back order and the company estimates a release date of 
1st quarter 2019 for the 30 mL vials and 2nd quarter 2019 for the 50 mL vials. The 2% lidocaine with 
epinephrine (1:200,000) 20 mL vials are on back order and the company estimates a release date of 
January 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=98 
 
 
Diazepam Injection 
December 15, 2018 

 
Reason for the Shortage 

 Pfizer has diazepam on shortage due manufacturing delays. 

 
Estimated Resupply Dates 

 Pfizer has diazepam 5 mg/mL 2 mL Carpuject syringes on back order and the company estimates a 
release date of 2nd quarter 2019. There is limited supply of short-dated product available. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=330 
 
 
 
 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=98
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=330
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Diphenhydramine Injection 
December 15, 2018 

 
Reason for the Shortage 

 Fresenius Kabi has diphenhydramine injection on shortage due to increased demand. 
 Hikma did not provide a reason for the shortage. 
 Mylan did not provide a reason for the shortage. 
 Pfizer has diphenhydramine injection on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Fresenius Kabi has diphenhydramine 50 mg/mL 1 mL vials on back order and the company estimates 
a release date of late-December 2018. The 50 mg/mL 1 mL syringes are on back order and the 
company estimates a release date of 1st quarter 2019. Check wholesalers for inventory. 

 Hikma has diphenhydramine 50 mg/mL 1 mL vials on allocation. 
 Mylan Institutional has diphenhydramine 50 mg/mL 10 mL vials on back order and the company 

estimates a release date of mid-January 2019. 
 Pfizer has diphenhydramine 50 mg/mL 1 mL vials on back order and the company estimates a release 

date of 1st quarter 2020. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=456 
 
 
Bumetanide Injection 
December 15, 2018 
 
Reason for the Shortage 

 Pfizer has bumetanide injection on shortage due to manufacturing delays. 
 Hikma did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Hikma has bumetanide 0.25 mg/mL 10 mL vials on back order and the company estimates a release 
date of late-December 2018 to mid-January 2019. 

 Pfizer has bumetanide 0.25 mg/mL 4 mL and 10 mL vials on back order and the company estimates a 
release date of 2nd quarter 2019 for the 4 mL vials and 2019 for the 10 mL vials. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=307 
 
 
Atropine Sulfate Injection 
December 15, 2018 
 
Reason for the Shortage 

 American Regent had atropine injection on shortage due to market demand. 
 Amphastar has atropine injection available. 
 Pfizer has atropine injection on shortage due to manufacturing delays. 
 Hikma has atropine injection available. 

 
Estimated Resupply Dates 

 Pfizer has atropine 0.1 mg/mL 10 mL LifeShield syringes on back order and the company estimates 
release dates of 1st quarter 2019. The 0.1 mg/mL 10 mL Ansyr syringes are on back order and the 
company estimates a release date of December 2018. The 0.1 mg/mL 5 mL LifeShield syringes are on 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=456
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=307
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back order and the company estimates release dates of 1st quarter 2019. The 0.05 mg/mL 5 mL 
Ansyr syringes are available with an expiration date of 1st quarter 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=46 
  
 
Acetylcysteine Oral and Inhalation Solution 
December 15, 2018 
 
Reason for the Shortage 

 American Regent has acetylcysteine oral and inhalation solution on shortage due to manufacturing 
delays. They are not currently marketing the 10 mL vial presentations. 

 Fresenius Kabi has acetylcysteine oral and inhalation solution available. 
 Pfizer had acetylcysteine oral and inhalation solution on shortage due to manufacturing delays. 
 Roxane Labs discontinued acetylcysteine oral and inhalation solution in April 2014. 
 Arbor has Cetylev effervescent tablets available. These are for oral use only. 

 
Estimated Resupply Dates 

 American Regent has acetylcysteine solution 200 mg/mL 30 mL vials on back order and the company 
cannot estimate a release date. Acetylcysteine solution 200 mg/mL 4 mL vials are available in limited 
supply. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=43 
 
 
25% Dextrose Injection 
December 15, 2018 
 
Reason for the Shortage 

 Pfizer has 25% dextrose on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Pfizer has 25% dextrose 10 mL Ansyr syringes available in limited supply. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=483 
 
 
Tobramycin Sulfate Injection 
December 17, 2018 
 
Reason for the Shortage 

 Akorn has tobramycin injection on shortage due to manufacturing delays. 
 Pfizer has tobramycin injection on shortage due to manufacturing delays. 
 Teva discontinued tobramycin 40 mg/mL 30 mL vials in June 2018. 

 
Estimated Resupply Dates 

 Akorn has tobramycin 40 mg/mL 2 mL and 30 mL vials on back order and the company cannot 
estimate a release date. 

 Baxter (formerly Claris) has tobramycin 40 mg/mL 2 mL and 30 mL vials on back order and the 
company cannot estimate a release date. 

 Fresenius Kabi has tobramycin 10 mg/mL 2 mL vials on back order and the company estimates a 
release date of late-December 2018. The tobramycin 40 mg/mL 50 mL vials and 1.2 gram 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=46
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=43
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=483
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preservative-free 50 mL vials are on back order and the company estimates a release date of mid-
December 2018. There are short-dated 40 mg/mL 30 mL vials with an expiration date of <2 months. 

 Mylan Institutional has tobramycin 40 mg/mL 2 mL vials on back order and the company cannot 
estimate a release date. 

 Pfizer has tobramycin 40 mg/mL 2 mL vials on back order and the company estimates a release date 
of January 2019. 

 Teva has temporarily discontinued tobramycin 40 mg/mL 2 mL vials. 
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=164 
 
 
Ropivacaine Injection 
December 17, 2018 
 
Reason for the Shortage 

 Akorn has ropivacaine on shortage due to increased demand. 
 AuroMedics did not provide a reason for the shortage. 
 Fresenius Kabi has Naropin on shortage due to increased demand and manufacturing delays. 
 Pfizer had ropivacaine on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 AuroMedics has ropivcaine 10 mg/mL 10 mL vials on intermittent back order and the company is 
releasing product as it becomes available. 

 Fresenius Kabi has Naropin 2 mg/mL 100 mL premixed bags on back order and the company 
estimates a release date of early-January 2019 The 2 mg/mL 200 mL glass bottles are on back order 
and the company estimates a release date of mid-December 2018. The 5 mg/mL 30 mL Steripak 
ampules are on back order and the company estimates a release date of mid-January 2019. The 5 
mg/mL 30 mL vials are on back order and the company estimates a release date of early-January 
2019. The 5 mg/mL 200 mL bottles are on back order and the company estimates a release date of 
mid-January 2019. Check wholesalers for inventory. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=384 
 
 
Mitoxantrone Hydrochloride Injection 
December 17, 2018 
 
Reason for the Shortage 

 Fresenius Kabi has mitoxantrone available. 
  Pfizer has mitoxantrone injection on shortage due to manufacturing delays. 
 Teva has mitoxantrone injection available except for the 10 mL vials which are temporarily 

discontinued. 
 
Estimated Resupply Dates 

 Pfizer has mitoxantrone 2 mg/mL 10 mL vials on back order and the company estimates a release 
date of February 2019. 

 Teva has temporarily discontinued mitoxantrone 10 mL vials and the company cannot estimate a 
release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=189 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=164
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=384
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=189
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Metoprolol Injection 
December 17, 2018 
 
Reason for the Shortage 

 Alvogen has metoprolol injection available. 
 American Regent is not currently marketing metoprolol injection. 
 Athenex has metoprolol injection available. 
 Baxter did not provide a reason for the shortage. 
 Fresenius Kabi has metoprolol injection on shortage due to increased demand. 
 Mylan Institutional acquired metoprolol injection from Sagent. They discontinued metoprolol 

injection in March 2018. 
 Pfizer has metoprolol injection on shortage due to manufacturing delays. 
 Hikma did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Alvogen has metoprolol 1 mg/mL 5 mL vials on back order and the company cannot estimate a 
release date. 

 Baxter (formerly Claris) has metoprolol 1 mg/mL 5 mL vials on back order and the company 
estimates a release date of April 2019. 

 Fresenius Kabi has metoprolol 1 mg/mL 5 mL vials on back order and the company estimates a 
release date of late-January to early-February 2019. 

 Hikma has metoprolol 1 mg/mL 10 mL vials on back order and the company cannot estimate a 
release date. The 5 mL vials are on back order and the company estimates a release date of late-
December 2018 to mid-January 2019. 

 Pfizer has metoprolol 1 mg/mL 5 mL Carpuject syringes on back order and the company estimates a 
release date of 1st quarter 2020. The 1 mg/mL 5 mL ampules are on back order and the company 
estimates a release date of 2019. The 1 mg/mL 5 mL vials are on back order and the company 
estimates a release date of 1st quarter 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=363 
 
 
Leucovorin Calcium Injection 
December 17, 2018 
 
Reason for the Shortage 

 Fresenius Kabi has leucovorin on shortage due to manufacturing delays and increased demand. 
 Hikma did not provide a reason for the current shortage. 
 Sagent had leucovorin on shortage due to increased demand. 
 Teva has leucovorin available. 

 
Estimated Resupply Dates 

 Fresenius Kabi has leucovorin 200 mg vials on back order and the company estimates a release date 
of late-December 2018. 

 Hikma has leucovorin 100 mg vials on back order and the company estimates a release date of late-
December 2018 to mid-January 2019. The 200 mg and 350 mg vials are on back order and the 
company estimates a release date of mid-December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=35 
 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=363
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=35
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Iron Dextran Injection 
December 17, 2018 
 
Reason for the Shortage 

 Allergan had INFeD on shortage due to manufacturing delays. 
 American Regent discontinued Dexferrum injection in 2014. 

 
Estimated Resupply Dates 

 Allergan has INFeD 50 mg/mL 2 mL vials available. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=408 
  
 
Indomethacin Capsules 
December 17, 2018 
 
Reason for the Shortage 

 Camber did not provide a reason for the shortage. 
 Glenmark has indomethacin on shortage due to manufacturing delays. 
 Heritage discontinued all indomethacin presentations in early-2018. 
 Mylan did not provide a reason for the shortage. Mylan is in the process of discontinuing all 

presentations. 
 Sandoz discontinued indomethacin in mid-2016. 
 Teva discontinued all indomethacin presentations in mid-2018. 

 
Estimated Resupply Dates 

 Camber has indomethacin 25 mg and 50 mg capsules on back order and the company estimates a 
release date of late-December 2018. 

 Glenmark has indomethacin 25 mg capsules in 100 count and 1000 count on back order and the 
company estimates a release date of mid-December 2018 for the 1000 count size and cannot 
estimate a release date for the 100 count size. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=235 
 
 
Cefuroxime Sodium Injection 
December 17, 2018 
 
Reason for the Shortage 

 Sagent has cefuroxime injection on shortage due to manufacturing delays. 
 Teligent discontinued all Zinacef presentations in February 2018. 
 Hikma did not provide a reason for the cefuroxime injection shortage. They are not currently 

marketing the 7.5 gram vials. 

 
Estimated Resupply Dates 

 Sagent has cefuroxime 750 mg vials on back order and the company estimates a release date of 
January 2019. The 1.5 gram vials are on allocation. 

 Hikma has cefuroxime 750 mg vials on back order and the company estimates a release date of late-
December 2018 to mid-January 2018. The 1.5 gram vials are on back order and the company cannot 
estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=13 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=408
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=235
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=13
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Bupivacaine with Epinephrine Injection 
December 17, 2018 
 
Reason for the Shortage 

 Fresenius Kabi has bupivacaine and epinephrine on shortage due to increased demand and 
manufacturing delays. 

 Pfizer has bupivacaine with epinephrine on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Fresenius Kabi has 0.25% Sensorcaine-MPF with epinephrine 10 mL vials on back order and the 
company estimates a release date of mid-December 2018. The 0.25% Sensorcaine-MPF with 
epinephrine 30 mL vials are on back order and the company estimates a release date of late-
December 2018. The 0.25% Sensorcaine with epinephrine 50 mL vials are on back order and the 
company estimates a release date of mid-December 2018. The 0.5% Sensorcaine-MPF with 
epinephrine 10 mL vials are on back order and the company estimates a release date of early-
January 2019. The 0.5% Sensorcaine-MPF with epinephrine 30 mL sterile packs are on back order and 
the company cannot estimate a release date. The 0.5% Sensorcaine with epinephrine 50 mL vials are 
on back order and the company estimates a release date of late-December 2018. 

 Pfizer has 0.25% bupivacaine with epinephrine 10 mL and 30 mL preservative-free vials on back 
order and the company estimates a release date of 3rd quarter 2019. The 0.25% bupivacaine with 
epinephrine 50 mL vials are on back order and the company estimates a release date of 3rd quarter 
2019. The 0.5% bupivacaine with epinephrine 10 mL preservative-free vials are on back order and 
the company estimates a release date of 3rd quarter 2019. The 0.5% bupivacaine with epinephrine 
50 mL vials are on back order and the company estimates a release date of 3rd quarter 2019. 

 Pfizer has 0.25% Marcaine with epinephrine 30 mL preservative-free vials on back order and the 
company estimates a release date of 3rd quarter 2019. The 0.25% Marcaine with epinephrine 10 mL 
preservative-free vials are on back order and the company estimates a release date of 1st quarter 
2020. The 0.25% Marcaine with epinephrine 50 mL vials are on back order and the company 
estimates a release date of 3rd quarter 2019. The 0.5% Marcaine with epinephrine 10 mL and 30 mL 
preservative-free vials are on back order and the company estimates a release date of 1st quarter 
2020. The 0.5% Marcaine with epinephrine 50 mL vials are on back order and the company estimates 
a release date of 3rd quarter 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=261 
 
 
Bupivacaine Injection 
December 17, 2018 
 
Reason for the Shortage 

 AuroMedics has not provided a reason for the shortage. 
 Fresenius Kabi had Sensorcaine on shortage due to increased demand for the product. 
 Pfizer has bupivacaine on shortage due to manufacturing delays. Pfizer discontinued 0.5% 

bupivacaine 30 mL glass ampules in December 2017. 

 
Estimated Resupply Dates 

 AuroMedics has 0.25% bupivacaine 10 mL and 30 mL preservative-free vials on intermittent back 
order and the company is releasing product as it becomes available. The 0.5% bupivacaine 10 mL and 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=261
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30 mL preservative-free vials are on intermittent back order and the company is releasing product as 
it becomes available. The 0.75% bupivacaine 10 mL and 30 mL preservative-free vials are on 
intermittent back order and the company is releasing product as it becomes available. 

 Fresenius Kabi has 0.25% Sensorcaine 10 mL preservative-free vials on back order and the company 
estimates a release date of mid-December 2018. The 0.25% 30 mL preservative-free vials are on back 
order and the company estimates a release date of mid-December 2018. The 0.25% 50 mL vials are 
on back order and the company estimates a release date of early-January 2019. The 0.5% 
Sensorcaine 10 mL preservative-free vials are on back order and the company estimates release 
dates of mid-January 2019. The 0.5% Sensorcaine 30 mL preservative-free vials are on back order 
and the company estimates release dates of mid-December 2018. The 0.5% Sensorcaine 50 mL vials 
are on back order and the company estimates a release date of mid-December 2018. The 0.75% 10 
mL preservative-free vials are on back order and the company estimates a release date of late-
December 2018. The 0.75% 30 mL preservative-free vials are on back order and the company 
estimates a release date of early-January 2019. The 0.25% and 0.5% Sensorcaine 30 mL preservative-
free vials in sterile packs are on back order and the company cannot estimate release dates. 

 Pfizer has 0.25% bupivacaine 10 mL and 30 mL preservative-free vials on back order and the 
company estimates a release date of December 2018 for the 10 mL vials and February 2019 for the 
30 mL vials. The 0.25% bupivacaine 50 mL vials are on back order and the company estimates release 
dates of December 2018. The 0.5% bupivacaine 10 mL and 30 mL preservative-free vials are on back 
order and the company estimates a release date of December 2018. The 0.5% bupivacaine 50 mL 
vials are on back order and the company estimates a release date of 1st quarter 2019. The 0.75% 
bupivacaine 10 mL preservative-free vials are on back order and the company estimates a release 
date of January 2019. 

 Pfizer has all Marcaine vials on back order and the company estimates a release date of 1st quarter 
2020. The 0.75% Marcaine Spinal in 8.25% dextrose 2 mL ampules are available in limited supply. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=172 
 
Bacteriostatic 0.9% Sodium Chloride Vials 
December 17, 2018 
 
Reason for the Shortage 

 Fresenius Kabi did not provide a reason for the shortage. 
 Pfizer has bacteriostatic sodium chloride vials on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Pfizer has bacteriostatic 0.9% sodium chloride 10 mL vials on back order and the company estimates 
a release date of January 2019. The 30 mL vials are available in limited supply. 

 Fresenius Kabi has bacteriostatic 0.9% sodium chloride 10 mL vials on back order and the company 
cannot estimate a release date. The 30 mL vials are on back order and the company estimates a 
release date of late-December 2018. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=441 
 
23.4% Sodium Chloride Injection 
December 17, 2018 
 
Reason for the Shortage 

 Fresenius Kabi has 23.4% sodium chloride injection on shortage due to increased demand. 

 Pfizer has 23.4% sodium chloride injection on shortage due to increased demand. 

 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=172
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=441
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Estimated Resupply Dates 
 Fresenius Kabi has 23.4% sodium chloride 30 mL, 100, and 200 mL vials on back order and the 

company estimates a release date of late-January 2019 for the 30 mL and 200 mL vials and mid-
January 2019 for the 100 mL vials. Check wholesalers for inventory. 

 Pfizer has 23.4% sodium chloride 200 mL vials on back order and the company estimates a release 
date of 3rd quarter 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=336 
 
 
 
0.9% Sodium Chloride 10 mL, 20 mL, and 50 mL Preservative Free Vials and Syringes 
December 17, 2018 
 
Reason for the Shortage 

 Fresenius Kabi has recalled multiple lots of 0.9% sodium chloride 10 mL and 20 mL vials due to labels 
incorrectly stating the stoppers are latex-free. The letter and the lot numbers affected can be found 
at https://www.fresenius-kabi.com/us/news/fresenius-kabi-issues-voluntary-nationwide-recall-of-
sodium. 

 Pfizer has 0.9% sodium chloride preservative-free vials on shortage due to manufacturing delays. 

 
Estimated Resupply Dates 

 Fresenius Kabi has 0.9% sodium chloride preservative free 10 mL and 20 mL vials on back order and 
the company estimates a release date of late-January to early-February 2019. 

 Pfizer has 0.9% sodium chloride preservative free 50 mL vials on back order and the company 
estimates a release date of January 2019. The 20 mL vials are available in limited supply. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=332 
 
 
 
Nelarabine Injection 
December 18, 2018 
 
Reason for the Shortage 

 Novartis did not provide a reason for the shortage. 

 
Estimated Resupply Dates 

 Novartis did not provide a reason for the shortage. 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=458 
 
 
Famotidine Injection 
December 18, 2018 
 
Reason for the Shortage 

 Ben Venue stopped production in its plant in Bedford, Ohio and closed in July 2014. 

 Hikma did not provide a reason for the shortage. 

 Pfizer launched famotidine injections in March 2012. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=336
https://www.fresenius-kabi.com/us/news/fresenius-kabi-issues-voluntary-nationwide-recall-of-sodium
https://www.fresenius-kabi.com/us/news/fresenius-kabi-issues-voluntary-nationwide-recall-of-sodium
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=332
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=458
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 Mylan Institutional acquired famotidine injections from Pfizer on December 6, 2013. 

 Fresenius Kabi did not provide a reason for the shortage. 

 Baxter has famotidine premixed bags available. 

 
Estimated Resupply Dates 

 Fresenius Kabi has famotidine 20 mL vials on back order and the company estimates a release date 
of mid-December 2018. Check wholesalers for inventory. 

 Hikma has famotidine 20 mL vials on back order and the company estimates a release date of late-
December to mid-January 2019. 

 Mylan Institutional has famotidine 2 mL vials on back order and the company estimates a release 
date of mid- to late-February 2019. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=166 
 
Ceftazidime Injection 
December 18, 2018 
 
Reason for the Shortage 

 Pfizer has Tazicef available 

 Sagent has ceftazidime injection on shortage due to increased demand 

 BBraun had ceftazidime on allocation due to increased demand. 

 Teligent discontinued Fortaz 2 gram vials, 6 gram vials, and both 1 gram/50 mL and 2 gram/50 mL 
premixes in February 2018. 

 WG Critical Care has ceftazidime available. 

 
Estimated Resupply Dates 

 Pfizer has short-dated ceftazidime 2 gram ADD-Vantage vials available in limited supply. 

 Sagent has ceftazidime 6 gram vials on allocation. 

 Teligent has Fortaz 500 mg vials, 1 gram vials, 1 gram TwistVials, and 2 gram TwistVials on long-term 
back order and the company cannot estimate a release date. 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=63 
 

https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=166
https://www.ashp.org/Drug-Shortages/Current-Shortages/Drug-Shortage-Detail.aspx?id=63

