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Structure of authorisation without indication by means of
notification (notification procedure)

Anthroposophic Homeopathic Spagyric Medicinal products for Medicinal products
medicinal products medicinal products medicinal products Schiissler therapy for gemmotherapy

Substances / potencies
Substances / potencies according to
Substances / potencies according to HAS List according to SC List Gemmotherapy List

Notification procedure (Chapter 7 KPTPO)
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https://www.swissmedic.ch/swissmedic/en/home/kpa/homoeopathische-anthroposophische-am/zl-ohne-indikation-meldeverfahren.html

Structure of authorisation without indication by means of
notification (notification procedure)

Process step 1 Process step 2 Process step 3
Parts of CTD Module 1 Parts of CTD Module 3 Electronic recording
Information common Information common to all preparations Specific information for each preparation

to all preparations

Basic company dossier
For each
manufacturing site

(as needed)
Master Dossier Substance

. (as needed)
Master Dossier

Manufacturing process

. (as needed)
Master Dossier . P
Dosage form Single notification
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https://www.swissmedic.ch/swissmedic/en/home/kpa/homoeopathische-anthroposophische-am/zl-ohne-indikation-meldeverfahren.html

Efficiency of notification procedure?

praparateiibergreifende Angaben

Firmenbasisdaossier
pro Herstellstandort

BCD

aaaaaaaa

(4 .
meedm

b

sier

MD

uuuuuuu

aaaaaaaaaa

Notification

“Range” of

similar medicinal

products

Manufacturing site
Treatment

Dosage form
Plannable

Process steps, e.g.

1, 2, 3, 3, 3, 3, 3, etc.

“Range” is

heterogeneous

Manufacturing sites
-> several BCD

Treatments
-> modified BCD

Dosage forms
-> modified BCD

Developing i

Process steps, e.g.
1,2,3,1,3, 2, 3, etc.

—

Reduced dossiers'?

(only) 1 application
per medicinal
product

BCD, MD may
be referenced

May be modified

T Art. 25 para. 1 KPTPO (SR 812.212.24)



Efficient preparation of single notifications

Questions Application submission

e Treatment new? = Modify basic company dossier

e Dosage form new? = Modify basic company dossier

e TSE form’ required? => New / mod. master dossier TSE forms’ 2
(starting material, excipient lactose) Swissfne dic:

e etc. Approval decision

Single notifications, entered into HOMANT software
e Correct basic company dossier number selected?

e Correct dropdown for manufacturing process and pharmacopoeia (monograph)

selected?,,

A (s) Substances of animal and human origin HMV4
medic

2 Art. 39 para. 1 let. a KPTPO (SR 812.212.24)
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