USP <2040>: New Regulations for Nutraceutical
Testing using Established Testing Techniques
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V Acceptance Criteria




The USP and the FDA

U.S. Food and Drug Administration
FoA T

Protecting and Promoting Your Health

V Publishes V Enforcement
V Best Practices and V Best Practices
procedures V Inspects labs, and
V Apparatus Specifications manufacturing
V Monographs facilities/processes
V Strength, purity, quality,
packaging and labeling V' Approval
V Safety and Efficacy
V Produces the USP PVT V Marketing
calibration standards VeéeMor e
ViaiCompendi al o, r &fDevelspedamedhanieains

listed in the USP calibration with ASTM



http://www.usp.org/
http://www.fda.gov/default.htm

Dissolution in USP Monographs

V ;
VvV 1975: 12 monographs

VvV 1980: 60 monographs

VvV 1990: 462 monographs

VvV 2000: 550 monographs

V 2005: 647 monographs (584 Dissolution + 63 Drug Release)
VvV 2010: 750 monographs (741 Dissolution + 9 Drug Release)

V Hierarchy: General Notices are trumped by General Chapters
which are trumped by Monographs




<2040> Disintegration

V' The USP encourages monographs submissions from the industry.

-V Troches, chewables and extended release formulations are

| excluded from disintegration testing, but have other requirements.

V If a dosage form has physical dimensions less than or equal to
18 mm in the | argest di mensi on
Ot her wi se, use Apparatus nBO.
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Solutions for Pharmaceutical Testing

<2040> Revision Bulletin

& UsPF ‘IHI Revision Bulleting

Revision Bulletin: Postponement

< 2040> Disintegration and Dissolution of Dietary y

Supplements, Dissolution Section ~ R . . B I
Posting Date: 28 April 2008 . . .

Second Reposting Date: 29 January 2010 h h d

Third Reposting Date: 27 May 2011 W IC glve gl"" ance

Postponed Until: 01 December 2011 - ]

Expert Committee: General Chapters-Dosage Forms reg ardlng COl I "ng

In accordance with the Rules and Frocedures of the 2010-2015 Council of Experts, section h

5.08(c), USF i= postponing, for a third time, General Chapter <2040= Disintegration and C anges .

Dissolution of Dietary Supplements, Dissolution Soft Gelatin Capsules official date to
December 1, 2011.

Affected Text
The G | Chapter, under Dissoluti ction, d h {USP 34-NF 29, p. 2
8?3-], E;ti:i-gs th:?;l;-;:ggEt;ﬂliioeié?;lpiesoggef:tlizﬁnc:ag:url?zir?r%m the Diss.olutiurlI:I V In December Of thIS
requirements. "Soft gelatin capsule preparations of dietary supplements meet the

i tz for Disint tion." The text indicates that soft gelati les will t th H :
requirements for Disintegration rather than the requirements for Dissolutions year, <2040> will beg|n

DISSOLUTION to require Apparatus 4
This test is provided to determine compliance with the for d Issolutlon repIaCI ng
]

Dissolution requirements where stated in the individual
monograph for dietary supplements, except where the la-

bel states that tablets are to be chewed. the Cu rre nt

See Dfsm.furbg’(?‘r 1) for djsctrjilptbnlof gppr:?ratus m\\c.nt:l::)f
Apparatus Suitability test, and other related information. = =
the types of apparatus described in ﬁ:ﬂ}, use the one dISIntegratlon teSt
specified in the individual monograph.
*Soft gelatin capsule JJre rations of dietary supplements
meet the requirements for Disintegration.
Official until December 1, 2011
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Background




Solutions for Pharmaceutical Testing

<701> Disintegration: Instrumentation
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V' Multiple vendors

V Instrumentation is not specified
In the USP

V AiApparatuso refer
design, motion of the basket,
and the temperature
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Solutions for Pharmaceutical Testing

<701> Disintegration: Apparatus types
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Apparatus A Apparatus B
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Solutions for Pharmaceutical Testing

<2040> Disintegration Procedures

Time (min) If Sugar Coate Media Disk Notes
; Uncoated Tablet 30 Water or see monograph
' Sublingual Tablets 30 Water or see monograph
Buccal Tablet 240 Water or see monograph
Hard Shell Capsule see monograp 0.05M Acetate Buffer pH 4. Need upper mesh
Plain coated Tablet 30 5min.in 25 Water or see monograph
degree C wate
Delayed Release 60 5 min. in 25 Simulated Gastric TS
(Enteric Coated) degree C wate
Tablets : : :
| see monograp Simulated Intestinal Fluid T
| Delayed Release 60 Simulated Gastric TS No Disk ~ Mentions the use of
(Enteric Coated) ApparatusB
Softshell capsules 60 Simulated Intestinal Fluid TWith Disk

| V  Acceptance Criteria: If 1-2 fail, then run 12 more, if 3 out of 18 fail, then the test
fails.
V Use of Disks (by default): Vitamin-mineral (yes), botanical and dietary
supplements other than vitamin- mineral, and enteric coated (no).




The USP Dissolution Apparatus Types

Apparatus 2i Paddle Apparatus

Apparatus 3i Reciprocating Cylinder (not JP)
Apparatus 4i Flow-through Cell Apparatus (JP - App.3)
Apparatus 5, 6 1 Paddle over disk, rotating cylinder
Apparatus 7 i Reciprocating Holder

<K<K L

V Ph. Eur. 2.9.3 Dissolution Test for Solid Dosage Forms

V JP General Tests - Processes and Apparatus 6.10 Dissolution Test




<711> Dissolution: Apparatus types

Apparatus 1 and 2




<7/11> Dissolution: Apparatus types

Apparatus 1 and 2




