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• Complementary medicines (also known as 'traditional' or 'alternative' medicines) 
include vitamin, mineral, herbal, aromatherapy and homoeopathic products.



Australian Register of Therapeutic Goods (ARTG) Unless exempt (refer to 
Medicines exempt from certain TGA regulation) 
medicines must be entered in the Australian Register of Therapeutic Goods 
(ARTG) before they can be legally imported, exported, manufactured or 
supplied for use in Australia. 
Each medicine included in the ARTG has a unique ARTG identification which 
starts with 'AUST', is followed by 'R', 'L' or L(A)



ARTG search

Interactive decision tool

Therapeutic Goods (Permissible Ingredients) 

Determination (No. 2) 2021

How to list a complementary medicine ?

https://tga-search.clients.funnelback.com/s/search.html?collection=tga-artg&profile=record&meta_i=94786
https://www.tga.gov.au/sme-assist/my-product-therapeutic-good#36
https://www.legislation.gov.au/Details/F2021L01108/Html/Volume_5
https://www.tga.gov.au/pathways-complementary-medicine-products-0


Listed medicine compliance reviews

Listed medicines are included in the Australian Register of Therapeutic 

Goods (ARTG) without undergoing a full pre-market evaluation by the TGA. 

This relies on the medicine satisfying certain criteria for low risk medicines 

and certification by the sponsor that their medicine meets all of the 

requirements of section 26A of the Therapeutic Goods Act 1989.









USA

•1994-DSHEA
•2017-2020–ODS–תכנית להעמקת ידע בתחום תוספי התזונה

GMPאחריות על המוצרים היא אצל היצרנים בהתאם ל•

החזרות מוגברות מהשוק של מוצרים המכילים תוספי תזונה מעורבבים עם 2004מ•
.רכיבים פרמצבטיים

•NDI–מסגרת רגולטורית רוויית ביקורת על שלא נאכפת מספיק







???האם מדובר ברכיב חדש





• Dietary supplements – information for consumers

• CFR - Code of  Federal Regulations Title 21

https://www.fda.gov/consumers/consumer-updates/dietary-supplements
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=101.36






§101.36 Nutrition labeling of 

dietary supplements.

https://www.ecfr.gov/cgi-bin/text-idx?SID=24e4a8be8c05854a08db477ae148c4d3&mc=true&node=pt21.2.101&rgn=div5#se21.2.101_19


Natural Health Product Regulation in Canada



CANADA

•NNHPD–רגולציה קרובה יותר לתרופות

אולם סטנדרטים בינוניים וחובת ההוכחה היא  , חובה להוכיח יעילות ובטיחות•
.על היצרנים והמפיצים

אישור פוזיטיבי של כל המוצרים בדומה לישראל•

נהלים ברורים לעבודה מול הרגולטור•

https://laws-lois.justice.gc.ca/eng/regulations/sor-2003-196/


Natural Health Products Ingredients Database

monographs

licensed natural health products

Quality of Natural Health Products Guide

http://webprod.hc-sc.gc.ca/nhpid-bdipsn/search-rechercheReq.do
http://webprod.hc-sc.gc.ca/nhpid-bdipsn/monosReq.do?lang=eng&monotype=product
https://health-products.canada.ca/lnhpd-bdpsnh/index-eng.jsp
https://www.canada.ca/en/health-canada/services/drugs-health-products/natural-non-prescription/legislation-guidelines/guidance-documents/quality-guide.html










Variations of 'fertility' in supplement 
names

https://www.cbc.ca/news/health/canadian-fertility-supplements-targeted-1.5370249




