HPLC Method for Analysis of Buprenorphine and Naloxone in Sublingual Film 8mg/2
mg on Primesep 100 Column

1. Naloxone
2. Buprenorphine

T
0 2 4 6 8 10 min

Column Primesep 100

Column size: 46 x 150 mm, 5 ym

Column part number: 100-46.150.0510

Mobile phase: Gradient MeCN — 40-80%, 10 min
Buffer: H,S0, -02%

Flow rate: 1.0 mL/min

Detection: UV 280 nm

Naloxone and buprenorphine are both medications with distinct pharmacological profiles, but they are
often used together in the treatment of opioid dependence.

It is primarily used to reverse opioid overdoses. When administered during an overdose, naloxone can
quickly restore normal respiration by binding to opioid receptors and preventing opioids from activating
them.

Buprenorphine is used for pain management and as a treatment for opioid dependence. As a partial
agonist, it can activate opioid receptors but not to the same extent as full agonists like morphine. This
property allows buprenorphine to reduce cravings and withdrawal symptoms in individuals with opioid
dependence without producing the same intense “high” or dangerous side effects as other opioids.

Combination in Treatment : Buprenorphine and naloxone are combined in products like Suboxone. The
purpose of this combination is to provide the therapeutic benefits of buprenorphine for opioid dependence
while discouraging misuse. If someone tries to dissolve and inject the combination, naloxone will block the
effects of buprenorphine and potentially induce withdrawal, thereby acting as a deterrent to this route of
misuse. However, when taken sublingually as prescribed, the naloxone component has minimal
bioavailability and thus minimal effect, allowing the buprenorphine component to exert its therapeutic
action.

Buprenorphine , Buprenorphine hydrochloride , Naloxone , Naloxone chlorhydrate can be separated,
retained, and analyzed on a Primesep 100 mixed-mode stationary phase column using an gradient
analytical method with a simple mobile phase of water, Acetonitrile (MeCN), and a sulfuric acid (H2S04)
buffer. This analysis method can be detected in the UV regime at 280 nm.
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Method Parameters

Column Primesep 100, 4.6 x 150 mm, 5 um, 100 A, dual ended
Mobile Phase Gradient MeCN

Buffer H2S04 - 0.2%

Flow Rate 1.0 mL/min

Detection UV,280 nm

Quelle: https://sielc.com/hplc-determination-of-buprenorphine-naloxone
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