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M4 1: CPMF5.3_Forensic Classification

202411 A

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority
11 Biopolis Way #11-01 Helios Singapore 138667

Product name (English / Chinese):
Brand name:

Dosage form:

FORENSIC CLASSIFICATION IN COUNTRIES OF SALES

The forensic classification of the product in the various countries where it is
being sold are as follows (please tick where applicable):

Country
of sale *

Forensic classification

Chinese
medicine

Traditional
medicine

Complementary Health /
medicine dietary
(Australia) supplement

Food

Others
(please specify)

China

Taiwan

Malaysia

Australia

South
Korea

Japan

USA

* If product is sold in other countries in addition to those listed above, please also include them in the
table above with the appropriate forensic classification in these countries. If the rows in the table are
insufficient, please attach the additional information on a separate sheet.

Name:

Signature:

Designation:
Name of company:

Tel:

Date:

CPMF 5.3

Fax:

Fomsgk TAERER - B R e a g
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44 2: CPMF6.4_Website Undertaking

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority
11 Biopolis Way #11-01 Helios Singapore 138667

Product name (English / Chinese):

Brand name: Dosage form:

Website address stated on packaging materials or linked from QR code on packaging
materials:

CHINESE PROPRIETARY MEDICINE (CPM) UNDERTAKING FORM:
WEBSITE ADDRESS OR QR CODE ON PACKAGING MATERIALS

| (full name) being a person authorised by
my company to make this application hereby undertake to:

- Ensure that the product claims on the website would not exceed those which
are stated on the final packaging materials for the above product.

- Comply with the Medicines (Medical Advertisements) Regulations 1977,
including the need if any, to apply for the relevant advertisement permits for the
advertisement and sales promotion of the product on the website. | understand
that approval for sale of the above product, where appropriate, does not imply
that the product name and/or its claims will be allowed for advertising purposes.

- Refrain from using the CPM product approval as a marketing tool to advertise
or promote the above product on the website.

Signature:

Designation:

Name of company:
Tel: Fax:

Date:

CPMF 6.4
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F44 3: CPMF8.3_Advertisement Undertaking

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority
11 Biopolis Way #11-01 Helios Singapore 138667

Product name (English / Chinese):

Brand name: Dosage form:

Manufacturer:

CHINESE PROPRIETARY MEDICINES (CPM) UNDERTAKING FORM FOR
ADVERTISEMENTS

| (full name) being a person
authorised by my company to make this application hereby make the following
undertaking:

- | understand that the above product, with its product name and claims, is not
appropriate for the purpose of advertising and | undertake that that no form of
advertisement will be conducted if the product is approved for listing.

I hereby declare that the information on this form is current and correct, and

undertake to inform the Complementary Health Products Branch if there are any
amendments to the above.

Signature:

Designation:

Name of company:

Tel: Fax:

Date:

CPMF 8.3
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Bt 4: CPMF9.6_TSE Undertaking

To: Complementary Health Products Branch
Health Products Regulation Group, Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667

Product name (English / Chinese):

Brand name: Dosage form:

Manufacturer:

UNDERTAKING FORM: EVIDENCE FOR TRANSMISSIBLE SPONGIFORM
ENCEPHALOPATHY (TSE) STATUS OF ANIMAL-DERIVED MATERIALS™*

| (full name) being a person
authorised by my company to make this application hereby undertake that the above
product complies with the Complementary Health Products Branch (CHPB) TSE
Guidelines* of the Health Sciences Authority (HSA) if it contains animal-derived
materials**, and | hold evidence to demonstrate that the product is prepared:

i) From animal-derived materials** without any risk of exposure to TSE, and the
health authorities in the country of origin has endorsed that they are sourced
from TSE-free herds.

i) By a manufacturing process with adequate measures taken to prevent cross-
contamination between different tissues from different categories of infectivity.

iii) By a manufacturing process that has shown experimentally to minimise the
TSE transmissible agent, if the above product contains tallow and/or gelatin
derived from animal-derived materials** (including those for making capsule
shells).

Should the above product be listed by HSA, | shall retain all the necessary evidence
at all times while the above product remains listed, and would supply the evidence
to HSA if required to do so. | shall report any changes in the TSE status of the
animal-derived materials** of the above product to the Complementary Health
Products Branch as soon as possible.

| hereby declare that the information on this form is current and correct.

Signature: Designation:

Name of company:
Tel: Fax:
Date:

* The TSE Guidelines for minimising the risk of contamination in CPM is available at the
following HSA  webpage: https://iwww.hsa.gov.sg/docs/default-source/hprg-tmhs/tse-
guidelines. pdf

** From species known to be affected by TSE e.g. ruminants like cattle, buffalo, sheep, goat,
deer, antelope efc.

CPMF 9.6
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M 5: CPMF10.3_Undertaking Form for Amended
Formula

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667

Product name of amended formula (English / Chinese):

Brand name: Dosage form:

Original product name in the country of origin:

CHINESE PROPRIETARY MEDICINE (CPM) UNDERTAKING FORM FOR
AMENDED FORMULA (f&2(7)

| (full name) being a person
authorized by my company to make this application hereby:

- Confirm the changes to the following ingredients in the original formula for the
product to be marketed in Singapore:

S/IN Latin Name Chinese Name Remarks*

*To specify the change(s) e.g. deletion, substitution with another ingredient, quantity adjustment to
certain % etc.

- Certify that | hold evidence to support the indications and claims on the label
and package insert (if any) of the above amended formula.

- Undertake that should the above product (amended formula) be listed by the
Health Sciences Authority, | shall retain the evidence at all times while the above
product remains listed, and would supply the evidence to the Health Sciences
Authority if required to do so.

| hereby declare that the information on this form is current and correct.

Signature:

Designation:

Name of company:

Tel: Fax:

Date:

CPMF 10.3
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M4 6: CPMF11.5 Info for Fermented Substance

To: Complementary Health Products Branch

Health Products Regulation Group

Health Sciences Authority (HSA)

11 Biopolis Way #11-01 Helios Singapore 138667
Product name AT B3 18 (1 il 24 77 il 4 K«
(English / Chinese) (FX/F ) :
Brand name & #1544 : Dosage form 7% :

Manufacturer AT F3 175 84 B A 24 Fi i 4 2 P27

INFORMATION REQUIRED FOR FERMENTED SUBSTANCE(S) IN CPM
H BRI B R R AR B B BB

A. Please fill up the following WHE L TEE (FEWBAEFRBRAH HRED .

|. Fermented Substance(s) (e.g. Cordyceps, Red Yeast Rice) ZEEak i (A1 S 2k, 2Ih) -
1. Species (Please include strain identification report, except for Monascus pupureus)

BB T R B R A PR G M B BAP B9 E e RS, DM B R A B R

2. Source(s), including the name(s) and address(es) of the manufacturer(s)

R R SRR, TR WIS A P R G 2 AR At

B. Please fill up and attach the following i #E I FEE:

I. Fermented Substance(s): & B Al fi 84 4N H#38 F7 (0 45 1 Name of Document(s) Attached
220, FE7E B BRI U &

Please submit the specifications and Certificate of Analysis
(COA) of the fermented substance(s), including description
of physical characteristics such as colour, texture and
quantity of active constituents (e.g. adenosine 2XX%)
HERRBOHE SRS, FEREEER, 0
ERFISE, FHA RS S RER CniRFE2XX%)

Il. Details of Manufacturing Process of Fermented Name of Document(s) Attached
Substance(s): & B AI1EAN T 254 12 W2 A, FEFE M B BRSO S

Please submit the manufacturing process in the form of
flowchart(s), and indicate the type of fermentation (e.g.
liquid/solid) and conditions used (e.g. temperature,
pressure, humidity)

WEXRBOTZHER, HEHRENRE (o &K
), DARREEMZM CoaE. 0. 85

2. Manufacturer’s licence and GMP Certificate, where
applicable

AP REET BRI ASFIIER GMP IEH,

CPMF 11.5 1
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C. Please confirm the following and attach the required details where applicable

WA SRR E RISk

|. Details of Manufacturing Process of Fermented | Yes/No | If yes, details to be submitted
Substances: REEIIEANE~T HIEA | of, RS KR
1. Animal-derived materials used, if any (e.g. 1. List of animal-derived materials
animal lipids in culture media) B H4 e (% S VR T Sh A 4 AR A
AT ERRET ekt Cnblshdsm fa{E A 2. If ruminant-derived material is used,
HesRE) , nE please attach CPMF9.6*

& Az, FHiEk CPMF9.6*
2. Impurities / By-products produced during Allowable impurities / by-products limits /
manufacturing, if any specifications
R/ E R AR, 0l FOVF B A SRR B R 0 B i B PR B R
3. Solvents / chemicals used for purification, if List of solvents / chemicals
any 2 E BRI S TR, ol 5B it F 850/ A 2 i 44
4. Solvents / chemicals used for extraction, if any List of solvents / chemicals
FETAE RIS T IR ER F B it R 50U/ 5 i
5. Hazardous additives, e.g. bleaching agents List of hazardous additives and the
used during manufacturing /2 7% f#F 7 E A% allowable residual limits
gl R B R e R A BB AR N5 B S v e PR
6. Residues, if any Allowable residues limits / specifications
KREY., WA FOVF 95RO IR

*CPMF9.6_TSE undertaking form, to be filled up by the local applicant, can be downloaded from the HSA website. %
& CPMF9.6 0l th AR B T, 7 hA ™= & pig A ES .

D. Additional Information F& MHin skt

Details J£4H % £ Yes/No If yes, Name of Document(s) Attached

BHAYE | a0, EE A0, IFFE i B AT S 4

1. Information on system for quality control (e.g.
SOPs or workflows to avoid strain mutation,
degeneration and contamination in the
fermented substance)

FEER AR TR G BREEHER. FiRk
s Fe b AR R sl e)

2. COA of the fermented substance showing
testing of other by-products or toxic substances,
R ] REF A (R G ECH B R AR IR

3. Composition of culture media used in
manufacturing process

A R eh A 5 FR 2 B AL RO

CPMF 11.5 2
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E. Manufacturer of Fermented Substances 4 R BEY) & KIE4 PR :

| hereby declare that the above information on this form is current and correct. # #8 L I i 6015 22
SEAREIFIEMR.

Name #:44: Designation Fl%5 :

Name and address of company 4 7= & B4 7 4K Kt i -

Tel Hif: Fax f£J1: Date H#:

Signature %4 :

F. Local Applicant 73 B3i# & (3£ 4 Bk

Should the above CPM product be listed by HSA, | shall report any changes to the above details to the
Complementary Health Products Branch as soon as possible. Ll F7=f#% PARIERSILER FI%
B, RER YUl BIEST R 2= i 4.

Name 73 B3 A 892 4 Designation {7 :

Name of company: 7= B1i# 2 7] £ 4 5% :

Tel Hiif: Fax {& H.: Date [ #j:

Signature E1iE A% 4

CPMF 11.5 3

Fomk BAERERF - BT R EFSEER Page 24 of 33



R B L HE F I 1 S R U 202411 A

M 7a: CPMF13.4a_Storage Condition of CPM -
Imported Products

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667

STORAGE CONDITION OF CHINESE PROPRIETARY MEDICINES (CPM) - IMPORTED
PRODUCTS HRE RN - EATHAKFREH

Product name 7= & % 7
(English / Chinese) (¥ 3/ L)

Brand name [ 7

Dosage form %! Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet / Tea
/ Others* RFE / kL / &7 1 BB R 1 A0 1 #O8 1 A7) 1557 e
If others, please state:

an e

Pack size 4135 {44

STORAGE CONDITION 77 &
Storage temperature (°C) Below 25 ©C / Below 30 ©C / Others*

AR L fik T 250°C/ kT 30°C/ HE*

If others, please state:

g e R

Relative humidity (%) Not more than 75% / Others* i 75% / H ' *
ARXTHE If others, please state:

g HE VR

| hereby declare that the information on this form is current and correct, and undertake to
inform the Complementary Health Products Branch if there are any amendments to the
above.

FRAORE PR AL 10 M5 SR IE# 0,3 CRAIE a0 A R B S0l 2@ And Bh B 7 R e = 4.

Name (¥ 4): Designation (H1%%):

Name of company (%4 & % #):

Tel (d115): Fax (£ ). Date Hif:

Signature (%4):

* Please select the appropriate 1% £ & (103% 15
CPMF 13.4a
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M4 7b: CPMF13.3b_Storage Condition and
Container(s) of CPM - Locally Manufactured or
Assembled Products

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667

STORAGE CONDITION AND CONTAINER(S) OF CHINESE PROPRIETARY MEDICINES (CPM)
— LOCALLY MANUFACTURED / PRIMARY ASSEMBLED PRODUCTS
FRERZE R AR R MR AR - S TAMAESN ) — R APz

Product name 7= & % 1
(English / Chinese) (3 3/#7)

Brand name i 7

Dosage form /7! Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet / Tea
/ Others* iR 5& / Jo0ki / &7 / BB 1 AL #OH 1 R 12570 I e
If others, please state:

oy ER:

Pack size(If different material,
please submit separate form)
BRI (7= 5 2 Fh a3
¥, EAE AR 8 a0 6 i

HE £ R

STORAGE CONDITION R #£ 444
Storage temperature (°C) Below 25 ©C / Below 30 ©°C / Others*
Ve R & F 25°C /¥ 30°C/ HE*

If others, please state:

R AR

Relative humidity (%) Not more than 75% / Others* A il 75%/H & *
FEXTHE A If others, please state:

oy e

* Please select the appropriate i# i %15 £ (13 175
CPMF 13.3b
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STORAGE CONTAINER(S) 774 %

Primary packaging (immediate layer in contact with the product)

P B RR(EEEM RN a%)
Type of container Bottle / Sachet / Blister / Tea bag / Re-sealable bag / Others*
A BT AR AR | KA AT AERR HE
(Please refer to Page 4 for | If others, pl state:
pictorial description)
(EZEBENTAT) A E EEH:
Container material Plastic / Glass / Aluminum / Aluminum PVC / Others*
ZE MR |kl 3w AT R K
If others, pl state:
oy Hw A

If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP / PS*
tny¥ak} i 599 2 PETE / HDPE / UPVC / LDPE / PP / PS*

Tamper-evident 3t #5 & Yes /No* & / #H*

Protection from moisture Yes/No* G / #H* | Protection from light Yes/No* & /| #H*
R B INB  5 iz
CONTAINER CLOSURE (FOR BOTTLES)
mk
Type of closure system Screw cap / Flip-top cap / Pull-off cap / Others*
— Mekt /@ /R e
If others, pl state:

(Please refer to Page 4 for

pictorial description) (if§ £:[# I T

Y ER)
Closure system material Plastic / Glass / Aluminium / Others* 3%} / 37375 / #25 / H&*
R If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP / PS*

98k} iE 5 8 2 PETE / HDPE / UPVC / LDPE / PP / PS*

If others, pl state:

e

* Please select the appropriate 1% i % (3% 10l
CPMF 13.3b
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Secondary packaging (if any)
SEBEUREA)

|s packaging critical (i.e. give additional protection to the product) : Yes / No*
RN E BB (S A MR =R

If yes, please explain purpose (e.g. protect from light, moisture):
R E R H 8, )

Type of container Bottle / Box / Bag / Re-sealable bag / Others*
ZEHRA BT/ &T /87 /ATFEEHE/ He*
(Please refer to Page 4 for | If others, pl state:
pictorial description) (i% Z:[#
B TER) AT EER:
Container material Paper / Plastic / Glass / Aluminum / Aluminium PVC / Others*
ZEE R a5/ Bk BIEE RS B Ky
If others, pl state:

oy H e F
If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP /
PS* ti Ay 8%}, i45 ] & PETE / HDPE / UPVC / LDPE / PP / PS*

Tamper-evident #3475 £ Yes /No* & / & H*

| hereby declare that the information on this form is current and correct, and undertake to
inform the Complementary Health Products Branch if there are any amendments to the
above.

RAIE AR 0 3RS B IERN), I (RIE 10 A (T3 B0k 208 fnd Bh B 7 R 7= S 4.

Name (# %) (Dr/Mr/Mdm/Ms*):

Designation (§1%%): Signature (% 4):

Name of company (/4 & % #):

Tel (H1%): Fax (f£¥1):

Date (H #f):

Please note that the detail submitted on this form is for Authority’s information only.

WER, U EEEEHRER.

* Please select the appropriate 1% i % (3% 10l
CPMF 13.3b
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Type of storage container 72 2 i H
Bottle Jfi -1 :

)
(5228

Re-sealable bag
A A EILE

Sachet /¥

Blister J3 4%

Tea bag 753

Type of closure s
Screw cap %

Flip-top cap ik

Pull-off cap i 5

Tamper-evident
seals 1 @A 47
Hirs

* Please select the appropriate i i 4% & 19 T
CPMF 13.3b
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P4 8: 7= R PER BER)

ENGEEAIEENREYB LR ININE N

IR

ik gl

R 71

FEOX 5 i

SRR (A

B e R (R

el

FRAARER (RFEQRN D

pH

A

TR (R

B (CRAD

AT

RREAREZER CRRIEARERN™ M)

LR

A
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FEARERR (RFIEORER™ )

HEZER

Rl

EKE

B IR

FEARERR (RFIEORERN™ M)

EKE

I

IS S

RiLJE

HE R

RAZ IS B

HE R

aril
JA RIS R

e

KRR CRAEMRN M)

EKE

il
HELER (BUEH THREO

HAPE (USRS ROk

HER, FrARA, BRLLEERAN, B DAER:
i. B EE
ii. BIREE (ZHELIER M)
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P AR 58

A A H AL Ex

19 2024 11 A o AN U IR HEEA 2 ) SO
o BN T ESRAEFE T2 U B R R R R B v
) S

ANVEIE SO TR RN AZ L
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