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NATURAL HEALTH PRODUCT

ST. JOHN’S WORT - HYPERICUM PERFORATUM
Oral

This monograph is intended to serve as a guide to industry for the preparation of Product Licence
Applications (PLAs) and labels for natural health product market authorization. It is not intended
to be a comprehensive review of the medicinal ingredient.

Notes
o Text in parentheses is additional optional information which can be included on the PLA
and product label at the applicant’s discretion.
e The solidus (/) indicates that the terms and/or statements are synonymous. Either term or
statement may be selected by the applicant.

Date July 26, 2024

Proper name(s), Common name(s), Source information

Table 1. Proper name(s), Common name(s), Source information
Source Information

Proper name(s) Common name(s) Source material(s) | Part(s) Preparation(s)
Hypericum e Goatweed Hypericum Herb top Dry
perforatum e Hypericum perforatum

e St. John’s wort

e St. John’s-wort

References: Proper name: USDA 2023; Common names: Anghelescu et al. 2006, Gastpar et al. 2006,
Szegedi et al. 2005, Wichtl 2004, McGuffin et al. 2000; Source information: Bradley 2006; Mills and
Bone 2005, Hoffmann 2003, Blumenthal et al. 2000, Felter and Lloyd 1983, Wren 1907.

Route of administration

Oral

Dosage form(s)

This monograph excludes foods or food-like dosage forms as indicated in the Compendium of
Monographs Guidance Document.

Acceptable dosage forms for oral use are indicated in the dosage form drop-down list of the web-
based Product Licence Application form for Compendial applications.
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Use(s) or Purpose(s)

(Traditionally) used in Herbal Medicine to help relieve restlessness and/or nervousness
(nervine/calmative) (Mills and Bone 2005; Hoffmann 2003; Blumenthal et al. 2000; Felter and
Lloyd 1983; Grieve 1971).

(Used in Herbal Medicine to) help(s) promote healthy mood balance (Brattstrom 2009;
Anghelescu et al. 2006; Gastpar et al. 2006; Kasper et al. 2006; Fava et al. 2005; Mills and
Bone 2005; Szegedi et al. 2005; Uebelhack et al. 2004; ESCOP 2003; Hoffmann 2003;
Lecrubier et al. 2002; Volz et al. 2002; Kalb et al. 2001).

(Used in Herbal Medicine to) help(s) relieve sleep disturbances associated with mood
imbalance (Randlgv et al. 2006; Wichtl 2004; Friede et al. 2001; Wheatley 1999; Schrader et
al. 1998).

Notes

The recommended uses above can be combined on the product label if they are from the
same traditional or non-traditional paradigm (e.g. Used in Herbal Medicine to help promote
healthy mood balance and to help relieve sleep disturbances associated with mood
imbalance).

For multi-ingredient products:

- To prevent the product from being represented as a "traditional medicine," any indicated
traditional use claim must refer to the specific medicinal ingredient(s) and recognized
traditional system of medicine from which the claim originates when 1) both traditional
and modern claims are present or 2) when claims originate from multiple systems of
traditional medicine (e.g. St John’s wort is traditionally used in Herbal Medicine to help
relieve restlessness and nervousness).

- When ALL of the medicinal ingredients (MIs) in the product are used within the SAME
identified system of traditional medicine AND the product makes ONLY traditional
claims, listing of MIs in the traditional claim(s) is not required.

Dose(s)

Subpopulation(s)

Adults 18 years and older

Quantity(ies)

Restlessness/nervousness

Methods of preparation: Dry, Powdered, Non-Standardized Extracts (Dry extract®, Tincture, Fluid
extract, Decoction, Infusion)

2 - 12.6 grams of dried herb top, per day; Not to exceed 4.2 grams per single dose (Anghelescu et
al. 2006; Witchtl 2004; ESCOP 2003; Blumenthal et al. 2000).

St. John’s wort - Hypericum perforatum - Oral Page 2 of 13

i+l

Canada



I*I Health  Santé

Canada Canada
*Note: Solvents allowed for the method of preparation “Non-standardized extracts (Dry extract)”
as part of this monograph are ethanol and/or water only.

Mood balance; Sleep disturbances
Methods of preparation: Standardized extracts (Dry extract)

600 - 1800 milligrams of extract, per day, standardized to 3-6% hyperforin and/or 0.12-0.28%
hypericin; Not to exceed 600 milligrams of extract per single dose (Anghelescu et al. 2006;
Gastpar et al. 2006; Kasper et al. 2006; Fava et al. 2005; Szegedi et al. 2005; Uebelhack et al.
2004; Wichtl 2004; ESCOP 2003; Hoffmann 2003; Lecrubier et al. 2002; Volz et al. 2002; Kalb
et al. 2001; Blumenthal et al. 2000; BHP 1983).

Direction(s) for use

No statement required.

Duration(s) of use

o Use for at least 2 to 4 weeks to see beneficial effects (Papakostas et al. 2007; Kalb et al.
2001).

e Ask a health care practitioner/health care provider/health care professional/doctor/physician
for use beyond 18 weeks (Anghelescu et al. 2006; Gastpar et al. 2006; Kasper et al. 2006;
Fava et al. 2005; Mills and Bone 2005; Szegedi et al. 2005; Uebelhack et al. 2004; ESCOP
2003; Hypericum Depression Trial Study Group 2002; Lecrubier et al. 2002; Vloz et al.
2002; Kalb et al. 2001; BHP 1983).

Risk information
Caution(s) and warning(s)
Healthy mood balance

Ask a health care practitioner/health care provider/health care professional/doctor/physician
before use if you have a psychological disorder such as anxiety or depression.

All products

e Ask a health care practitioner/health care provider/health care professional/doctor/
physician before use if you are pregnant or breastfeeding (Brinker 2010; Barnes et al.
2007; Mills and Bone 2005).

e Ask a health care practitioner/health care provider/health care professional/doctor/
physician before use if you are taking seizure medications, antihistamines, bronchodilators,
muscle relaxants and/or opiates (Brinker 2010; Barnes et al. 2007; Mills and Bone 2005;
Kawaguchi et al. 2004; Morimoto et al. 2004; Eich-Hochli et al. 2003; Dresser et al. 2003;
Hoffman 2003; Markowitz et al. 2003; Xie et al. 2003; Dannawi 2002; Gurley et al. 2002;
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Spinella and Eaton 2002; Wang et al. 2002; Parker et al. 2001; Wang et al. 2001; Burstein et
al. 2000; Nebel et al. 1999).

e  When using this product avoid prolonged exposure to sunlight, ultraviolet light (UV) or
UV therapy (Brinker 2010; Barnes et al. 2007; Mills and Bone 2005; ESCOP 2003;
Hoffmann 2003; McGuffin et al. 1997).

o When using this product exercise caution if you drive or use machinery as you may
experience drowsiness (Bilia et al. 2002; Ernst et al. 1998).

e Ask a health care practitioner/health care provider/health care professional/doctor/
physician if symptoms persist or worsen.

Contraindication(s)

Do not use if you are taking antidepressants, anxiolytics, anti-cancer, cardiovascular,
contraceptive medications, blood thinners, anti-HIV agents and/or medications to suppress the
immune system (Brinker 2010; Barnes et al. 2007; Bradley 2006; Mills and Bone 2005; Murphy et
al. 2005; Frye et al. 2004; Hebert et al. 2004; Jiang et al. 2004; Mueller et al. 2004; Smith et al.
2004; Sparreboom et al. 2004; Tannergren et al. 2004; Wichtl 2004; Alscher and Klotz 2003;
Bauer et al. 2003; Dresser et al. 2003; ESCOP 2003; Hall et al. 2003; Hoffmann 2003; Pfrunder et
al. 2003; Schwarz et al. 2003; Bolley 2002; Gorski et al. 2002; Mathijssen et al. 2002; Ahmed et
al. 2001; De Maat et al. 2001; Moschella and Jaber 2001; Roby et al. 2001; Sugimoto et al. 2001;
Turton-Weeks 2001; Wang et al. 2001; Barone et al. 2000; Durr et al. 2000; Karliova et al. 2000;
Mai et al. 2000; Piscitelli et al. 2000; Ruschitzka et al. 2000; Ernst 1999; Johne et al. 1999;
Maurer et al. 1999; Rey and Walter 1998).

Known adverse reaction(s)

e When using this product you may experience mild gastrointestinal disturbances,
restlessness, and/or headaches (Barnes et al. 2007; ESCOP 2003).

o Stop use and ask a health care practitioner/health care provider/health care professional/
doctor/physician if you experience muscle rigidity or contractions, tremors,
agitation/confusion, increased heart rate, or hypersensitivity/allergy (Boyer 2023; Mayo Clinic
Staff 2022; Erner et al. 2003; Papakostas et al. 2007; Barnes et al. 2007; ESCOP 2003).

Non-medicinal ingredients
Must be chosen from the current Natural Health Products Ingredients Database (NHPID) and
must meet the limitations outlined in the database.

Storage conditions

Must be established in accordance with the requirements described in the Natural Health Products
Regulations.

Specifications

e The finished product specifications must be established in accordance with the requirements
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described in the Natural and Non-prescription Health Products Directorate (NNHPD) Quality

of Natural Health Products Guide.
e The medicinal ingredient must comply with the requirements outlined in the NHPID.

EXAMPLE OF PRODUCT FACTS:

Consult the Guidance Document, Labelling of Natural Health Products for more details.
Product Facts

Medicinal ingredient in each capsule
Hypericum perforatum (St John’s wort) (X:1 extract) XX mg
Equivalent to YY g dried herb top

Uses

* Traditionally used in Herbal Medicine to help relieve restlessness and/or nervousness.

* Helps promote healthy mood balance.

» Used in Herbal Medicine to help relieve sleep disturbances associated with mood imbalance.

Warnings

If applicable': Allergens: food allergen, gluten (gluten source), sulphites
Contains aspartame

Do not use if you are taking antidepressants, anxiolytics, anti-cancer, cardiovascular, contraceptive
medications, blood thinners, anti-HIV agents and/or medications to suppress the immune system.

Ask a health care practitioner before use if * you are pregnant or breastfeeding ¢ you are taking
seizure medications, antihistamines, bronchodilators, muscle relaxants and/or opiates * you have a
psychological disorder such as anxiety or depression.

When using this product ¢ avoid prolonged exposure to sunlight, ultraviolet light (UV) or UV
therapy e exercise caution while driving or using machinery, as you may experience drowsiness *
you may experience mild gastrointestinal disturbances, restlessness, and/or headaches.

Stop use and ask a health care practitioner if you experience muscle rigidity or contractions,
tremors, agitation/confusion, increased heart rate, or hypersensitivity/allergy.

Ask a health care practitioner if symptoms persist or worsen.

Directions
Adults 18 years and older:  Take X capsule(s), X time(s) a day * Use for at least 2 to 4 weeks to see
beneficial effects ¢ Ask a health care practitioner for use beyond 18 weeks.

Other information
(Add storage information)

Non-medicinal ingredients
List all NMIs

Questions? (Call) 1-XXX-XXX-XXXX
' This section can be removed from the table if the product contains no allergen or aspartame.
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