Guideline on Signatory of Forms and Undertaking for CPM
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This document is meant to provide general guidance on the acceptable signatory for the forms
and undertakings submitted during the application of Chinese Proprietary Medicines (CPM)
through PRISM:
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1. For CPM Manufactured for Local Sale / Manufactured for Local Assembly

A AR = R B A H A S 7

Name of Form / Undertaking Acceptable Signatory
A% /A5 TH B A4 AR BRI E
1 | CPMF6.4_Website Undertaking Manufacturer £ ;=75
2 | CPMF8.3_Advertisement Undertaking Manufacturer 4 7= 7
3 | CPMF9.6_TSE Undertaking Manufacturer E =75
CMM Supplier and Manufacturer

4 | CPMF11.5 Info for Fermented Substance TECRL A 1 1 T A M 2 7

CPMF13.3b_Storage Condition and Container(s) of e

CPM - Locally Manufactured or Assembled Products Manufacturer &
6 | Undertaking to test products at accredited labs Manufacturer 4 7= 7

2. For CPM Imported for Local Sale / Imported for Local Assembly
Bt O BEA U 5

Name of Form / Undertaking Acceptable Signatory
A% /A5 TH B A K BRI E
Importer or Overseas
1 CPMF5.3_Forensic Classification Manufacturer or Product Owner
3t R B A AE P B B0 i A A
2 | CPMF6.4_Website Undertaking Importer 32 171
3 | CPMF8.3_Advertisement Undertaking Importer i3 1175
4 | CPMF9.6_TSE Undertaking Importer i 75
. Overseas Manufacturer
5 CPMF10.3_Undertaking Form for Amended Formula EAME PR
CMM Manufacturer and Importer
6 CPMF11.5_Info for Fermented Substance BRI P 2 AT 1 7
CPMF13.4a_Storage Condition of CPM - Imported N o
7 | Products Importer 33 715
8 Undertaking that product does not contain western Overseas Manufacturer
drugs or chemical substances R AME =R
9 Undertaking to test products at accredited labs Importer i 17




3. For CPM Assembled for Local Sale (Primary Assembly)
EREHAMBEE (—Fo%)
Name of Form / Undertaking Acceptable Signatory
¥ AR BERWELE
Primary Assembler or Overseas
1 CPMF5.3_Forensic Classification Manufacturer or Product Owner
73 JE e B A AE P R BT e TR A
2 | CPMF6.4_Website Undertaking Primary Assembler 432 i
3 | CPMF8.3_Advertisement Undertaking Primary Assembler %)% 7
4 | CPMF9.6_TSE Undertaking Primary Assembler 4} %% 7
CPMF13.3b_Storage Condition and Container(s) of : A\
> CPM - Locally Manufactured or Assembled Products Primary Assembler 5=
6 Undertaking that product does not contain western Overseas Manufacturer
drugs or chemical substances WA =T
7 | Undertaking to test products at accredited labs Primary Assembler 4325 i
4. For CPM Assembled for Local Sale (Secondary Assembly)
SERHAMBEE (CHo%)
Name of Form / Undertaking Acceptable Signatory
¥ AR BERWELE
Secondary Assembler or
1 CPMF5.3 F ic Classificati Overseas Manufacturer or
.o_Forensic Classifcation Product Owner 435 5 5l 44 7=
LRI
CPMF6.4_Website Undertaking Secondary Assembler 4325 i
3 | CPMF8.3_Advertisement Undertaking Secondary Assembler 73 2% 75
CPMF13.3b_Storage Condition and Container(s) of R T
4 CPM - Locally Manufactured or Assembled Products Secondary Assembler 472
5 Undertaking that product does not contain western Overseas Manufacturer
drugs or chemical substances WA =T
6 Undertaking to test products at accredited labs Secondary Assembler 4325 i




