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DISCLAIMER: The content in this report is intended solely for informational purposes and should not be considered 
legal advice. We advise consulting your own legal or regulatory counsel for guidance before making any decisions 
or interpretations regarding the FDA Drug Supply Chain Security Act (DSCSA).
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The Smart Choice: Outsourcing Your Repackaged  
Rx Fulfillment to Medical Purchasing Solutions
Medical Purchasing Solutions is here to help you navigate the challenges and considerations  
involved in implementing repackaged serialization services. Outsourcing your repackaged Rx  
fulfillment can streamline your operations, eliminating the complexities of licensing requirements, 
and technological and process changes and reducing your time to market.

Medical Purchasing Solutions is FDA-registered and holds Verified-Accredited Wholesale  
Distribution accreditation from the National Boards of Pharmacy. We are a licensed pharmaceutical 
repackager and wholesaler with expertise in repackaged medications. We adhere to all labeling, 
tracking and tracing requirements for serialization and distribution of repackaged and Low Unit of 
Measure (LUM) medications, fully compliant with the Drug Supply Chain Security Act (DSCSA).

Medical Purchasing Solutions offers expert guidance in DSCSA compliance and comprehensive  
support for your repackaged distribution needs. As our partner, you’ll gain full access to our  
extensive inventory of Rx medications. Additionally, you can choose to have products drop- 
shipped directly to your customers with proper tracking and tracing, or shipped to your warehouse—
whichever best suits your needs.
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Compliance Made Simple: Navigating DSCSA  
Requirements for Prescription Drug Transactions
Traceability at the Unit Level

Under section 505D of the FD&C Act, trading partners are mandated to exchange product tracing 
information when handling specific prescription drugs. All partners must establish an interoperable, 
electronic system to capture and retain the necessary tracing information for a minimum of 6 years 
following the transaction date. This information must be readily accessible to the FDA or other  
Federal or State officials, particularly in the event of a recall or when investigating a suspect or  
illegitimate product.

The product tracing standards require unit-level traceability, incorporating aggregation and  
inference. This means that each transaction must include detailed tracking and tracing at the  
sellable unit level. For instance, if the sellable unit is a single vial, that vial must be assigned a 
unique product identifier to ensure it can be accurately traced throughout the supply chain.  
These tracing requirements also encompass pedigree pass-through, ensuring the integrity of  
the product's journey from manufacturer to end-user.

Key Considerations 

Serialization of single or Low Unit of Measure (LUM) items in accordance with the Drug Supply  
Chain Security Act (DSCSA) is a complex, costly and labor-intensive endeavor. Key factors to  
consider include navigating State and Federal licensing and regulatory requirements, registering 
new NDCs for each repackage, making significant investments in production and process  
enhancements, designing compliant labels and packaging and managing inventory effectively.

By November 2023, manufacturers, repackagers, wholesale distributors, and dispensers must be 
equipped to exchange transaction information, including unique product identifiers and transaction 
statements, securely, electronically and through an interoperable system.
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Repackaged serialized Distribution Solutions  
with Medical Purchasing Solutions
Warehouse

We’re equipped to ship serialized products in bulk directly to your warehouse, making it easy  
for you to handle distribution on your end. Each unit is individually serialized and comes packaged 
with the necessary drug insert, so it’s ready for you to send out to your customers without any  
extra steps.

Drop-Ship

We take the hassle out of distribution by drop-shipping serialized medications directly, ensuring all 
necessary tracking, tracing and pedigree pass-through documentation is included. We are licensed 
to distribute products in all 50 states and U.S. territories, so we’re here to help you expand your 
reach through our convenient drop ship program.
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How it Works
From bulk shipment to individual units, Young Surgical repackages and relabels medications 
 precisely to meet DSCSA-compliant labeling requirements

1.  Case of serialized cartons is received

2. Within that case, the carton of serialized boxed vials is removed

3. From there, the box of 10 vials is separated from the carton

4. Each vial from the box is individually repackaged into an DSCSA  
compliant package, featuring:
a. QR Code

b. GTIN

c. NDC – Lot Number – Expiration

This single-vial package is now ready to ship to your customer, 
meeting all of the necessary  
requirements*, including the relevant drug inserts.

*Safety Data Sheets for all drugs can be found on our website, 
www.medicalpurchasingsolutions.com 

Case Level Box Level Vial Level Repackaged Medication

AMIODARONE HYDROCHLORIDE- amiodarone hydrochloride injection, solution  
Hikma Pharmaceuticals USA Inc. 
---------- 
HIGHLIGHTS OF PRESCRIBING INFORMATION 
These highlights do not include all the information needed to use 
Amiodarone Hydrochloride Injection, USP safely and effectively. See full 
prescribing information for Amiodarone Hydrochloride Injection, USP. 
  
AMIODARONE Hydrochloride Injection, USP for intravenous use 
Initial U.S. Approval: 1995 

INDICATIONS AND USAGE 
Amiodarone Hydrochloride Injection, USP is an antiarrhythmic agent 
indicated for initiation of treatment and prophylaxis of frequently recurring 
ventricular fibrillation (VF) and hemodynamically unstable ventricular 
tachycardia (VT) in patients refractory to other therapy. (1) 

DOSAGE AND ADMINISTRATION 
• The recommended starting dose is about 1000 mg over the first 24 hours 

of therapy, delivered by the following infusion regimen (2): 
o -Initial Load: 150 mg per 100 mL (in D5W) infused over 10 

minutes 
o -Followed by: 1 mg/min for 6 hours 
o -Followed by: 0.5 mg/min thereafter 

• In the event of breakthrough episodes of VF or hemodynamically 
unstable VT (2): 
o -Repeat the Initial Load described above as needed (infused over 

10 minutes) 
• Increase the rate of the maintenance infusion to achieve effective 

arrhythmia suppression. (2) 
DOSAGE FORMS AND STRENGTHS 

Injection, 50 mg/mL (3) 
CONTRAINDICATIONS 

Amiodarone is contraindicated in patients with (4): 
• Known hypersensitivity to any of the components of amiodarone, 

including iodine 
• Cardiogenic shock 
• Marked sinus bradycardia 
• Second- or third-degree atrio-ventricular (AV) block unless a 

functioning pacemaker is available. 

WARNINGS AND PRECAUTIONS 
• Hypotension: Treat initially by slowing the infusion; additional standard 

therapy may be needed, including the following: vasopressor drugs, 
positive inotropic agents, and volume expansion. (5.1) 

• Bradycardia and AV block: Treat by slowing the infusion rate or 
discontinuing amiodarone. (5.2) 

ADVERSE REACTIONS 
• The most common adverse reactions (1-2%) leading to discontinuation 

of intravenous amiodarone therapy are hypotension, asystole/cardiac 
arrest/pulseless electrical activity, VT, and cardiogenic shock. (6) 

• Other important adverse reactions are, torsade de pointes (TdP), 
congestive heart failure, and liver function test abnormalities. (6) 

To report SUSPECTED ADVERSE REACTIONS, contact Hikma 
Pharmaceuticals USA Inc. at 1-877-233-2001, or FDA at 1-800-FDA-1088 
or www.fda.gov/medwatch.

DRUG INTERACTIONS 
• Since amiodarone is a substrate for CYP3A and CYP2C8, 

drugs/substances that inhibit these isoenzymes may decrease the 
metabolism and increase serum concentration of amiodarone. 

• Amiodarone inhibits p-glycoprotein and certain CYP450 enzymes, 
including CYP1A2, CYP2C9, CYP2D6, and CYP3A. This inhibition 
can result in unexpectedly high plasma levels of other drugs that are 
metabolized by those CYP450 enzymes or are substrates for p-
glycoprotein. 

• Fluoroquinolones, macrolide antibiotics, and azoles are known to cause 
QTc prolongation. There have been reports of QTc prolongation, with or 
without TdP, in patients taking amiodarone when fluoroquinolones, 
macrolide antibiotics, or azoles were administered concomitantly. (7) 

USE IN SPECIFIC POPULATIONS 
• Pregnancy: Use amiodarone during pregnancy only if the potential 

benefit to the mother justifies the risk to the fetus (8.1). 
• Nursing mothers: Amiodarone and one of its major metabolites, 

desethylamiodarone (DEA), are excreted in human milk, suggesting that 
breastfeeding could expose the nursing infant to a significant dose of the 
drug. Advise mothers to discontinue breastfeeding (8.3). 

• Pediatric use: The safety and efficacy of amiodarone in the pediatric 
population have not been established (8.4). 

See 17 for PATIENT COUNSELING INFORMATION. 
Revised: 6/2020
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FULL PRESCRIBING INFORMATION 
1 INDICATIONS AND USAGE 
Amiodarone Hydrochloride Injection, USP is indicated for initiation of treatment and prophylaxis of frequently recurring ventricular fibrillation (VF) and 
hemodynamically unstable ventricular tachycardia (VT) in patients refractory to other therapy. Amiodarone Hydrochloride Injection, USP also can be used to 
treat patients with VT/VF for whom oral amiodarone is indicated, but who are unable to take oral medication. During or after treatment with Amiodarone 
Hydrochloride Injection, USP patients may be transferred to oral amiodarone therapy [see Dosage and Administration (2)]. 

Use Amiodarone Hydrochloride Injection, USP for acute treatment until the patient's ventricular arrhythmias are stabilized. Most patients will require this 
therapy for 48 to 96 hours, but Amiodarone Hydrochloride Injection may be safely administered for longer periods if necessary. 
2 DOSAGE AND ADMINISTRATION 
Amiodarone shows considerable interindividual variation in response. Although a starting dose adequate to suppress life-threatening arrhythmias is needed, 
close monitoring with adjustment of dose is essential. The recommended starting dose of amiodarone is about 1000 mg over the first 24 hours of therapy, 
delivered by the following infusion regimen: 

Table 1: AMIODARONE DOSE RECOMMENDATIONS: FIRST 24 HOURS
Loading infusions  First Rapid: 150 mg over the FIRST 10 minutes (15 mg/min).

Add 3 mL of amiodarone (150 mg) to 100 mL 
D5W (concentration = 1.5 mg/mL). Infuse 100 mL over 10 minutes. 

Followed by Slow: 360 mg over the NEXT 6 hours (1 mg/min).
Add 18 mL of amiodarone (900 mg) to 500 mL D5W (concentration = 1.8 mg/mL)

Maintenance infusion 540 mg over the REMAINING 18 hours (0.5 mg/min).
Decrease the rate of the slow loading infusion to 0.5 mg/min. 

After the first 24 hours, continue the maintenance infusion rate of 0.5 mg/min (720 mg per 24 hours) utilizing a concentration of 1 to 6 mg/mL (Use a central 
venous catheter for amiodarone concentrations greater than 2 mg/mL). The rate of the maintenance infusion may be increased to achieve effective arrhythmia 
suppression. 
In the event of breakthrough episodes of VF or hemodynamically unstable VT, use 150 mg supplemental infusions of amiodarone (mixed in 100 mL of D5W 
and infused over 10 minutes to minimize the potential for hypotension). 
The first 24-hour dose may be individualized for each patient; however, in controlled clinical trials, mean daily doses above 2100 mg were associated with an 
increased risk of hypotension. Do not exceed an initial infusion rate of 30 mg/min. 
Based on the experience from clinical studies of intravenous amiodarone, a maintenance infusion of up to 0.5 mg/min can be continued for 2 to 3 weeks 
regardless of the patient's age, renal function, or left ventricular function. There has been limited experience in patients receiving intravenous amiodarone for 
longer than 3 weeks. 
The surface properties of solutions containing injectable amiodarone are altered such that the drop size may be reduced. This reduction may lead to 
underdosage of the patient by up to 30% if drop counter infusion sets are used. Amiodarone must be delivered by a volumetric infusion pump. 
Administer amiodarone, whenever possible, through a central venous catheter dedicated to that purpose. Use an in-line filter during administration. 
Intravenous amiodarone loading infusions at much higher concentrations and rates of infusion much faster than recommended have resulted in hepatocellular 
necrosis and acute renal failure, leading to death [see Warnings and Precautions (5.3)]. 
Intravenous amiodarone concentrations greater than 3 mg/mL in D5W have been associated with a high incidence of peripheral vein phlebitis; however, 
concentrations of 2.5 mg/mL or less appear to be less irritating. Therefore, for infusions longer than 1 hour, do not exceed amiodarone concentrations of 2 
mg/mL, unless a central venous catheter is used [see Adverse Reactions (6.2)]. 
Amiodarone infusions exceeding 2 hours must be administered in glass or polyolefin bottles containing D5W. Do not use evacuated glass containers for 
admixing, as incompatibility with a buffer in the container may cause precipitation. 
Amiodarone adsorbs to polyvinyl chloride (PVC) tubing, but all of the clinical experience has been with PVC tubing and the concentrations and rates of 
infusion provided in DOSAGE AND ADMINISTRATION reflect dosing in these studies. 
Amiodarone has been found to leach out plasticizers, including DEHP [di-(2-ethylhexyl)phthalate] from intravenous tubing (including PVC tubing). The 
degree of leaching increases when infusing amiodarone at higher concentrations and lower flow rates than provided in DOSAGE AND ADMINISTRATION. 
Polysorbate 80, a component of amiodarone injection, is also known to leach DEHP from PVC [see Description (11)]. 
Amiodarone does not need to be protected from light during administration. 
NOTE: Inspect parenteral drug products for particulate matter and discoloration prior to administration, whenever solution and container permit. 

Table 2: AMIODARONE HYDROCHLORIDE SOLUTION STABILITY 

Solution Concentration
(mg/mL) Container Comments 

5% Dextrose in Water (D5W) 1 to 6 PVC Physically compatible, with amiodarone loss <10% at 2 hours at room temperature.
5% Dextrose in Water (D5W) 1 to 6 Polyolefin, Glass Physically compatible, with no amiodarone loss at 24 hours at room temperature. 
Admixture Incompatibility
Amiodarone in D5W is incompatible with the drugs shown in Table 3. 

Table 3: Y-SITE INJECTION INCOMPATIBILITY 
Drug Vehicle Amiodarone Concentration Comments

Aminophylline D5W 4 mg/mL Precipitate
Cefamandole Nafate D5W 4 mg/mL Precipitate

Cefazolin Sodium D5W 4 mg/mL Precipitate
Mezlocillin Sodium D5W 4 mg/mL Precipitate

Heparin Sodium D5W -- Precipitate
Sodium Bicarbonate D5W 3 mg/mL Precipitate
Intravenous to Oral Transition 
Patients whose arrhythmias have been suppressed by amiodarone may be switched to oral amiodarone. When changing to oral amiodarone therapy, clinical 
monitoring is recommended, particularly for elderly patients. See package insert for oral amiodarone. 
Since grapefruit juice is known to inhibit CYP3A-mediated metabolism of oral amiodarone in the intestinal mucosa, resulting in increased plasma levels of 
amiodarone, do not drink grapefruit juice during treatment with oral amiodarone [see Drug Interactions (7)]. 
Table 4 provides suggested doses of oral amiodarone to be initiated after varying durations of amiodarone administration. These recommendations are made 
on the basis of a similar total body amount of amiodarone delivered by the intravenous and oral routes, based on 50% bioavailability of oral amiodarone. 
Table 4: RECOMMENDATIONS FOR ORAL DOSAGE AFTER INTRAVENOUS INFUSION

Duration of Amiodarone Infusion* Initial Daily Dose of Oral Amiodarone
*

Assuming a 720 mg/day infusion (0.5 mg/min). 
†

Table 4: RECOMMENDATIONS FOR ORAL DOSAGE AFTER INTRAVENOUS INFUSION
Duration of Amiodarone Infusion* Initial Daily Dose of Oral Amiodarone

Intravenous amiodarone is not intended for maintenance treatment.
< 1 week 800 to 1600 mg
1-3 weeks 600 to 800 mg
> 3 weeks† 400 mg

3 DOSAGE FORMS AND STRENGTHS 
Injection, 50 mg/mL 
4 CONTRAINDICATIONS 
Amiodarone is contraindicated in patients with: 
• Known hypersensitivity to any of the components of amiodarone, including iodine. Hypersensitivity reactions may involve rash, angioedema, 

cutaneous/mucosal hemorrhage (bleeding), fever, arthralgias (joint pains), eosinophilia (abnormal blood counts), urticaria (hives), thrombotic 
thrombocytopenic purpura, or severe periarteritis (inflammation around blood vessels). 

• Cardiogenic shock. 
• Marked sinus bradycardia. 
• Second- or third-degree atrio-ventricular (AV) block unless a functioning pacemaker is available. 
5 WARNINGS AND PRECAUTIONS 
Amiodarone should be administered only by physicians who are experienced in the treatment of life-threatening arrhythmias, who are thoroughly familiar 
with the risks and benefits of amiodarone therapy, and who have access to facilities adequate for monitoring the effectiveness and side effects of treatment. 
5.1 Hypotension 
Hypotension is the most common adverse reaction seen with intravenous amiodarone. In clinical trials, treatment-emergent, drug-related hypotension was 
reported as an adverse effect in 288 (16%) of 1836 patients treated with intravenous amiodarone. Clinically significant hypotension during infusions was seen 
most often in the first several hours of treatment and was not dose related, but appeared to be related to the rate of infusion. Hypotension necessitating 
alterations in intravenous amiodarone therapy was reported in 3% of patients, with permanent discontinuation required in less than 2% of patients. 
Treat hypotension initially by slowing the infusion; additional standard therapy may be needed, including the following: vasopressor drugs, positive inotropic 
agents, and volume expansion. Monitor the initial rate of infusion closely and do not exceed the recommended rate [see Dosage and Administration (2)]. 
In some cases, hypotension may be refractory and result in a fatal outcome [see Adverse Reactions (6.2)]. 
5.2 Bradycardia and Atrio-ventricular Block 
In 90 (4.9%) of 1836 patients in clinical trials, drug-related bradycardia that was not dose-related occurred while they were receiving intravenous amiodarone 
for life-threatening VT/VF. Treat bradycardia by slowing the infusion rate or discontinuing amiodarone. In some patients, a pacemaker is required. Despite 
such measures, bradycardia was progressive and terminal in 1 patient during the controlled trials. Treat patients with a known predisposition to bradycardia or 
AV block with amiodarone in a setting where a temporary pacemaker is available. 
5.3 Liver Enzyme Elevations 
Elevations of blood hepatic enzyme values [alanine aminotransferase (ALT), aspartate aminotransferase (AST), and gamma-glutamyl transferase (GGT)] are 
commonly seen in patients with immediately life-threatening VT/VF. Interpreting elevated AST activity can be difficult because the values may be elevated in 
patients who have had recent myocardial infarction, congestive heart failure, or multiple electrical defibrillations. Approximately 54% of patients receiving 
intravenous amiodarone in clinical studies had baseline liver enzyme elevations, and 13% had clinically significant elevations. In 81% of patients with both 
baseline and on-therapy data available, the liver enzyme elevations either improved during therapy or remained at baseline levels. Baseline abnormalities in 
hepatic enzymes are not a contraindication to treatment. 
Acute, centrolobular confluent hepatocellular necrosis leading to hepatic coma, acute renal failure, and death has been associated with the administration of 
intravenous amiodarone at a much higher loading dose concentration and much faster rate of infusion than recommended (see Dosage and Administration 
(2)). 
In patients with life-threatening arrhythmias, the potential risk of hepatic injury should be weighed against the potential benefit of amiodarone therapy. 
Carefully monitor patients receiving amiodarone for evidence of progressive hepatic injury. In such cases, consider reducing the rate of administration or 
withdrawing amiodarone. 
5.4 Proarrhythmia 
Amiodarone may cause a worsening of existing arrhythmias or precipitate a new arrhythmia. Proarrhythmia, primarily torsade de pointes (TdP), has been 
associated with prolongation, by intravenous amiodarone, of the QTc interval to 500 ms or greater. Although QTc prolongation occurred frequently in patients 
receiving intravenous amiodarone, TdP or new-onset VF occurred infrequently (less than 2%). Monitor patients for QTc prolongation during infusion with 
amiodarone. Reserve the combination of amiodarone with other antiarrhythmic therapies that prolong the QTc to patients with life-threatening ventricular 
arrhythmias who are incompletely responsive to a single agent. 
Fluoroquinolones, macrolide antibiotics, and azoles are known to cause QTc prolongation. There have been reports of QTc prolongation, with or without TdP, 
in patients taking amiodarone when fluoroquinolones, macrolide antibiotics, or azoles were administered concomitantly [see Drug Interactions (7)]. 
Amiodarone causes thyroid dysfunction in some patients, which may lead to potentially fatal breakthrough or exacerbated arrhythmias. 
5.5 Pulmonary Disorders 
Early-onset Pulmonary Toxicity
There have been postmarketing reports of acute-onset (days to weeks) pulmonary injury in patients treated with intravenous amiodarone. Findings have 
included pulmonary infiltrates and masses on X-ray, bronchospasm, wheezing, fever, dyspnea, cough, hemoptysis, and hypoxia. Some cases have progressed 
to respiratory failure or death. 
ARDS
Two percent (2%) of patients were reported to have adult respiratory distress syndrome (ARDS) during clinical studies involving 48 hours of therapy. 
Pulmonary Fibrosis
Only 1 of more than 1000 patients treated with intravenous amiodarone in clinical studies developed pulmonary fibrosis. In that patient, the condition was 
diagnosed 3 months after treatment with intravenous amiodarone, during which time the patient received oral amiodarone. Pulmonary toxicity is a well-
recognized complication of long-term amiodarone use (see package insert for oral amiodarone). 
5.6 Loss of Vision 
Cases of optic neuropathy and optic neuritis, usually resulting in visual impairment, have been reported in patients treated with oral amiodarone. In some 
cases, visual impairment has progressed to permanent blindness. Optic neuropathy and neuritis may occur at any time following initiation of therapy. A causal 
relationship to the drug has not been clearly established. Perform an ophthalmic examination if symptoms of visual impairment appear, such as changes in 

visual acuity and decreases in peripheral vision. Re-evaluate the necessity of amiodarone therapy if optic neuropathy or neuritis is suspected. Perform regular 
ophthalmic examination, including fundoscopy and slit-lamp examination, during administration of amiodarone. 
5.7 Long-Term Use 
There has been limited experience in patients receiving intravenous amiodarone for longer than 3 weeks. See package insert for oral amiodarone. 
5.8 Thyroid Abnormalities 
Amiodarone inhibits peripheral conversion of thyroxine (T4) to triiodothyronine (T3) and may cause increased T4 levels, decreased T3 levels, and increased 
levels of inactive reverse T3 (rT3) in clinically euthyroid patients. Amiodarone is also a potential source of large amounts of inorganic iodine and can cause 
either hypothyroidism or hyperthyroidism. Evaluate thyroid function prior to treatment and periodically thereafter, particularly in elderly patients, and in any 
patient with a history of thyroid nodules, goiter, or other thyroid dysfunction. Because of the slow elimination of amiodarone and its metabolites, high plasma 
iodide levels, altered thyroid function, and abnormal thyroid-function tests may persist for months following amiodarone withdrawal. 
There have been postmarketing reports of thyroid nodules/thyroid cancer in patients treated with amiodarone. In some instances hyperthyroidism was also 
present [see Adverse Reactions (6.2)]. 
Hyperthyroidism and Thyrotoxicosis
Hyperthyroidism occurs in about 2% of patients receiving amiodarone, but the incidence may be higher among patients with prior inadequate dietary iodine 
intake. Amiodarone-induced hyperthyroidism usually poses a greater hazard to the patient than hypothyroidism because of the possibility of thyrotoxicosis 
and arrhythmia breakthrough or aggravation, all of which may result in death. There have been reports of death associated with amiodarone-induced 
thyrotoxicosis. Consider the possibility of hyperthyroidism if any new signs of arrhythmia appear. 
Identify hyperthyroidism by relevant clinical signs and symptoms, subnormal serum levels of thyroid stimulating hormone (TSH), abnormally elevated serum 
free T4, and elevated or normal serum T3. Since arrhythmia breakthroughs may accompany amiodarone-induced hyperthyroidism, aggressive medical 
treatment is indicated, including, if possible, dose reduction or withdrawal of amiodarone. Amiodarone hyperthyroidism may be followed by a transient 
period of hypothyroidism. 
The institution of antithyroid drugs, β-adrenergic blockers or temporary corticosteroid therapy may be necessary. The action of antithyroid drugs may be 
especially delayed in amiodarone-induced thyrotoxicosis because of substantial quantities of preformed thyroid hormones stored in the gland. Radioactive 
iodine therapy is contraindicated because of the low radioiodine uptake associated with amiodarone-induced hyperthyroidism. 
When aggressive treatment of amiodarone-induced thyrotoxicosis has failed or amiodarone cannot be discontinued because it is the only drug effective 
against the resistant arrhythmia, surgical management may be an option. Experience with thyroidectomy as a treatment for amiodarone-induced thyrotoxicosis 
is limited, and this form of therapy could induce thyroid storm. Therefore, surgical and anesthetic management require careful planning. 
Neonatal Hypo- or Hyperthyroidism
Amiodarone can cause fetal harm when administered to a pregnant woman. Although amiodarone use during pregnancy is uncommon, there have been a 
small number of published reports of congenital goiter/hypothyroidism and hyperthyroidism associated with oral administration. Inform the patient of the 
potential hazard to the fetus if amiodarone is administered during pregnancy or if the patient becomes pregnant while taking amiodarone. 
Hypothyroidism
Hypothyroidism has been reported in 2 to 4% of patients in most series, but in 8 to 10% in some series. This condition may be identified by relevant clinical 
symptoms and particularly by elevated serum TSH levels. In some clinically hypothyroid amiodarone-treated patients, free thyroxine index values may be 
normal. Manage hypothyroidism by reducing the amiodarone dose and considering the need for thyroid hormone supplement. However, therapy must be 
individualized, and it may be necessary to discontinue amiodarone in some patients. 
5.9 Surgery 
Perform close perioperative monitoring in patients undergoing general anesthesia who are on amiodarone therapy as they may be more sensitive to the 
myocardial depressant and conduction defects of halogenated inhalational anesthetics. 
5.10 Corneal Refractive Laser Surgery 
Advise patients that most manufacturers of corneal refractive laser surgery devices contraindicate corneal refractive laser surgery in patients taking 
amiodarone. 
5.11 Electrolyte Disturbances 
Correct hypokalemia or hypomagnesemia whenever possible before initiating treatment with amiodarone, as these disorders can exaggerate the degree of QTc 
prolongation and increase the potential for TdP. Give special attention to electrolyte and acid-base balance in patients experiencing severe or prolonged 
diarrhea or in patients receiving concomitant diuretics. 
6 ADVERSE REACTIONS 
6.1 Clinical Trials Experience 
Because clinical trials are conducted under widely varying conditions, adverse reaction rates observed in the clinical trials of a drug cannot be directly 
compared to rates in the clinical trials of another drug and may not reflect the rates observed in practice. 
In a total of 1836 patients in controlled and uncontrolled clinical trials, 14% of patients received intravenous amiodarone for at least one week, 5% received it 
for at least 2 weeks, 2% received it for at least 3 weeks, and 1% received it for more than 3 weeks, without an increased incidence of severe adverse reactions. 
The mean duration of therapy in these studies was 5.6 days; median exposure was 3.7 days. 
The most important adverse reactions were hypotension, asystole/cardiac arrest/pulseless electrical activity (PEA), cardiogenic shock, congestive heart failure, 
bradycardia, liver function test abnormalities, VT, and AV block. Overall, treatment was discontinued for about 9% of the patients because of adverse 
reactions. The most common adverse reactions leading to discontinuation of intravenous amiodarone therapy were hypotension (1.6%), asystole/cardiac 
arrest/PEA (1.2%), VT (1.1%), and cardiogenic shock (1%). 
Table 5 lists the most common (incidence ≥2%) adverse reactions during intravenous amiodarone therapy considered at least possibly drug-related. These data 
were collected in clinical trials involving 1836 patients with life-threatening VT/VF. Data from all assigned treatment groups are pooled because none of the 
adverse reactions appeared to be dose-related. 

Table 5: ADVERSE REACTIONS IN PATIENTS RECEIVING INTRAVENOUS AMIODARONE IN CONTROLLED AND OPEN-LABEL 
STUDIES (≥ 2% INCIDENCE) 

Study Event Controlled Studies 
(n = 814) 

Open-Label Studies 
(n = 1022) 

Total 
(n = 1836) 

Body as a whole
   Fever 24 (2.9%) 13 (1.2%) 37 (2.0%)
Cardiovascular System

   Bradycardia 49 (6.0%) 41 (4.0%) 90 (4.9%)
   Congestive heart failure 18 (2.2%) 21 (2.0%) 39 (2.1%)
   Heart arrest 29 (3.5%) 26 (2.5%) 55 (2.9%)
   Hypotension 165 (20.2%) 123 (12.0%) 288 (15.6%)
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Benefits of Partnering with Medical Purchasing Solutions
We’ve simplified the process of launching a new program, allowing you to bring your  
product to market more quickly.

1.  Personalized packing slips featuring your logo and key contact  
information for drop-shipped orders

2. Complete access to our service team, there to assist you and your  
customers with orders and inventory management

3. Pre-written program announcement content ready to share with your customers

4. Ready-to-use FAQs tailored for your customers

5. Pre-crafted content for your website or catalog

6. High-quality product images

For additional information about these services and more, please refer to the  
Appendix section of this eBook
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5 Steps to Getting Started
Partnering with Medical Purchasing Solutions as Your Trusted Choice for  
Compliant Repackaged Medications Has Never Been Easier

1.  Browse the list of Medical Purchasing Solutions’s stocked medications and choose the items 
you'd like to offer. Then, submit your selected list to us.

2. Submit a list of NDCs along with a forecast for any medications that Medical Purchasing  
Solutions does not currently stock.

3. Choose your preferred shipping and fulfillment method: either drop-shipping directly to  
your end customer or shipping to your warehouse for distribution (ensuring the ability to pass 
pedigree and transaction history).

4. Medical Purchasing Solutions will supply you with a price list for both drop-shipped items and  
warehouse-delivered items.

5. After choosing to partner with Medical Purchasing Solutions, we’ll walk you through the 
implementationprocess and equip you with all the tools needed for a successful launch.
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Additional Partner Services
Medical Purchasing Solutions will lead you through every step of the implementation process,  
handle all regulatory compliance requirements, and offer dedicated support to both you and your 
customers.

Streamlining Implementation and Compliance with Medical Purchasing Solutions
Explore the Some of the Services We Offer Our Partners

1.  Weekly report on orders and shipping  

2. Comprehensive online inventory list with pricing, item numbers, and availability details  

3. Tailored packing slips featuring your logo  

4. A set of sample tools, including program announcements, FAQs, content, and images,  
to help you promote your repackaged offerings  

5. Management of licensure across all 50 states and U.S. territories  

6. Collaborate with your IT team to set up and test EPCIS data

7. License information transfer and validation process  

8. Ongoing maintenance of required pedigree and transaction history records  

9. Inventory management and sourcing of alternative manufacturers  

10.  Ensuring compliance with FDA quality and cGMP standards to meet DSCSA requirements
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Appendix
Here are samples of the tools and content you’ll receive once implementation begins. Feel free to 
use these resources on your website and in your marketing materials to launch your program and 
inform your customers.

A. Important DSCSA dates to educate your customers

B. Customer messaging example

C. Program announcement examples

D. Customized packing slip example

E. Customer FAQs
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Appendix A
Important DSCSA dates to educate your customers 

November 27, 2013
Congress passed the Drug Quality and Security Act (DQSA), which includes Title II, known as the 
Drug Supply Chain Security Act (DSCSA).

November 2014
The DSCSA requirements started phasing in, initiating a 10-year timeline aimed at transitioning the 
United States to a serialized traceability model for pharmaceutical drug products.

January 2015
All pharmaceutical suppliers must begin sending DSCSA transaction data, including transaction in-
formation, transaction statements, and transaction history for prescription drugs.

July 2015
Wholesale distributors are required to retain DSCSA transaction data for prescription drug purchas-
es for six years from the invoice date.

November 2018
All manufacturers and repackagers must serialize prescription drug products by applying a product 
identifier (2D barcode) to each individual package and homogenous case.

November 2020
Dispensers are required to purchase and sell only prescription drug products that are encoded with 
a product identifier and are expected to verify the product identifier when investigating suspect pre-
scription drug products. (However, on October 28, 2020, the FDA deferred this requirement through 
enforcement discretion until November 27, 2023. The salable verification requirement for the prod-
uct identifier will not be enforced until November 2023).

November 2023
The FDA DSCSA will continue to phase in product tracing requirements, now including unit-level 
traceability with aggregation and interoperable electronic systems.

November 2024
The FDA enforcement extension for non-compliance ends on November 27, 2024.



888-894-2487  I  www.medicalpurchasingsolutions.com12

Appendix B
Customer Messaging 

The Drug Supply Chain Security Act establishes steps to create an electronic, interoperable sys-
tem for identifying and tracing specific prescription drugs throughout their distribution in the United 
States.1 

Key Points to Know About the DSCSA Legislation

• The DSCSA was established to enhance the security of the pharmaceutical supply chain 
by minimizing the risk of counterfeit, stolen, contaminated, or otherwise dangerous drugs  
reaching patients and consumers.

• The Drug Supply Chain Security Act (DSCSA) requirements began impacting distributors  
in November 2019 and will be fully implemented by November 2024.

• As of November 2019, the DSCSA will impact how wholesalers distribute low units of  
measured prescription drugs and manage the return of prescription drugs.

• The DSCSA mandates the Food and Drug Administration (FDA) to create national licensure  
standards for wholesale providers and requires these providers to report their licensure to  
the FDA on an annual basis.

Under the DSCSA, a unique number must be assigned to every individual saleable unit of a  
prescription drug. However, many pharmaceutical manufacturers have chosen to serialize only at the 
case or carton level. Starting November 27, 2019, low unit-of-measure quantities, such as vials and 
individual doses, were no longer allowed for distribution unless they were serialized by the  
manufacturer.

Due to this change, [COMPANY NAME] can no longer break down larger pharmaceutical packages 
to sell individual units like vials, as these items do not include a serial number.

To continue providing you with individual prescription drugs, we have established a partnership  
with a repackager who can deliver the low unit-of-measure services you expect. Our repackaging 
partner fully complies with the DSCSA’s requirements for packaging, tracking, and tracing these 
smaller quantities.

1.https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa

https://www.fda.gov/drugs/drug-supply-chain-integrity/drug-supply-chain-security-act-dscsa
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Appendix C
Program Announcement Example 

Important Update on Pharmaceutical Serialization and Pricing

In compliance with the DSCSA, all pharmaceuticals sold must include a serial number. However, 
manufacturers have chosen not to serialize individual vials, instead opting to serialize only the boxes 
and cases in which the pharmaceuticals are packaged.

As of November 2019, [COMPANY NAME] can no longer break open pharmaceutical packages to 
sell individual vials or doses, as these smaller units do not carry the required serial number.

To ensure we continue to meet your needs, we have partnered with a repackager who will break 
down and serialize each vial or unit as required by the DSCSA.

How does this affect you?

Due to the additional costs associated with repackaging, relabeling, handling, and transportation, 
there may be an increase in the price of pharmaceuticals sold in individual vials or units.

How will you receive your order?

Low unit-of-measure pharmaceuticals can be stocked at your local distribution center or drop-
shipped directly to you. Stocked items will ship at no additional cost, while drop-shipped items will 
incur a fee of [$X] for non-refrigerated and [$X] for refrigerated items.

If you have any questions, please reach out to your [COMPANY NAME] Account Manager.
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Appendix D
Customized Packing Slip Example

Personalized packing slip, including your logo and tailored customer message, will be provided.
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Appendix E
Customer FAQs

Q. What steps should I take to comply with the DSCSA if I am not a dispenser?  
A. If you are solely administering prescription drug products and not dispensing them to patients, 

no additional action is required.

Q.  Does the FDA Drug Supply Chain Security Act (DSCSA) cover over-the-counter (OTC) drugs?  
A.  No, the DSCSA only applies to prescription (Rx) drugs, not to OTC drugs.

Q. How does the DSCSA define a "dispenser"?  
A.  According to the DSCSA, a "dispenser" includes retail pharmacies, hospital pharmacies, and groups of chain  

pharmacies under common ownership and control that do not operate as wholesale distributors. It also covers 
any other individuals legally authorized to dispense or administer prescription drugs, as well as affiliated  
warehouses or distribution centers under common ownership that do not act as wholesale distributors. It does  
not include those who dispense products solely for use in animals as per section 512(a)(5).

Q.  How can I find out if I qualify as a "dispenser" under the FDA Drug Supply Chain Security Act (DSCSA)?  
A.  If you're unsure whether you meet the definition of a "dispenser" under the DSCSA, it's best to consult with  

your regulatory team or legal counsel for clarification and guidance.

Q. Why is my product now being drop-shipped?
A.  To meet serialization requirements efficiently, we’ve partnered with a DSCSA-compliant repackager, making 

drop-shipping the best option for fulfilling your order.

Q. What is causing the price increase for products sold individually?  
A. The price increase is due to the added costs associated with repackaging, relabeling, handling, and transportation.

Q. Will the drop-shipped low unit of measure prescription drugs come with a separate invoice?  
A. The end customer will receive a packing slip indicating the items purchased at $0.00, while the invoice will be sent 

directly from [COMPANY NAME].

Q. What is the cost of drop-shipping?  
A.  Drop-ship fees differ depending on refrigeration. Non-refrigerated products carry a fee  

of [$X], while refrigerated items have a fee of [$X].

Q.  How will these charges appear on my invoices?  
A.  Your statements or invoices will show the item price along with a separate line item for the drop-ship fee.

Q.  Does the FDA Drug Supply Chain Security Act (DSCSA) cover over-the-counter (OTC) drugs?  
A.  No, the DSCSA only applies to prescription (Rx) drugs, not to OTC drugs.

Q. How does the DSCSA define a "dispenser"?  
A.  According to the DSCSA, a "dispenser" includes retail pharmacies, hospital pharmacies, and groups of chain phar-

macies under common ownership and control that do not operate as wholesale distributors. It also covers any other 
individuals legally authorized to dispense or administer prescription drugs, as well as affiliated warehouses or distribu-
tion centers under common ownership that do not act as wholesale distributors. It does not include those who dispense 
products solely for use in animals as per section 512(a)(5).

Q.  What is the expected delivery time for drop-ship orders?
A.  Drop-shipped prescription drugs are sent via UPS ground, with delivery times varying by location but generally arriving 

within 7 days.

Q. Can repackaged items be returned?  
A. Unfortunately, unit-dose prescription drugs are non-returnable.

 [ ] represent information to denote organizational specific content.
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