To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667
Product name JiT F i ) HH 247 il 44 FR
(English / Chinese) (J32/%130) :
Brand name Fifr44: Dosage form 75|74

Manufacturer Ft H1 18 1) 7 5 24 il i 1 A2 72 7 «

INFORMATION REQUIRED FOR FERMENTED SUBSTANCE(S) IN CPM
R BT R B LA AR S B

A. Please fill up the following IHFEEUTHERE (EEFHESKERG T FHRHD -

|. Fermented Substance(s) (e.q. Cordyceps, Red Yeast Rice) & iy (s H R 224K, 20D -

1. Species (Please include strain identification report, except for Monascus pupureus)

R B RRAR I A TR AR R A4 K I PN B B R R S e 4 757, 20 1 25 i P A 7 B9 50D

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

R Tt A BRI, 175 T B LA 7 T A9 44 PR bk

B. Please fill up and attach the following iIFEE R T ER:

|. Fermented Substance(s): /& BAs 1 2 AR M Ak 45 1k Name of Document(s) Attached
1B EAL A, IR Sy B BT B SCAE 44

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%)

T A KIS B B AR iy, TV L BLIR A
AP, RIA R H I S REER (AR E2XX%)

Il. Details of Manufacturing Process of Fermented Name of Document(s) Attached
Substance(s): KB TEL T 2L 12 12, AR B TR SR 44

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)

T ELKEN T ZRAERE, JHRUIRER R 4R )
), USRS iR E . 50 8D

2. Manufacturer’s licence and GMP Certificate, where
applicable
PRI T AR RTE 2 GMP AER, WA
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C. Please confirm the following and attach the required details where applicable

EFN\FFAREE R N gn gl «
|. Details of Manufacturing Process of Fermented | Yes/No | If yes, details to be submitted
Substances: R VEANA " T2 HIKA | WE, ERSHEER

1. Animal-derived materials used, if any (e.g.
animal lipids in culture media)

e A FH RIS TR sty CnASPh 1o
B , W

1. List of animal-derived materials
A1) H AR B RUE T 30 5 A
2. If ruminant-derived material is used,
please attach CPMF9.6*
WE A, 75EEE CPMF9.6*

2. Impurities / By-products produced during
manufacturing, if any

AR R S RE R B o, U0

Allowable impurities / by-products limits /
specifications

FOVF IR 2% 5/ B o T 8 7 it 4 PR A

3. Solvents / chemicals used for purification, if
any Je il VARG 7 kAT 3R 20,

List of solvents / chemicals

B B BT R A = i

4. Solvents / chemicals used for extraction, if any
S A58 I AL S AT SR

List of solvents / chemicals

BB it FH RS R0 2

5. Hazardous additives, e.g. bleaching agents
used during manufacturing & %18 1] 76 £ 1
AR, R I A A I

List of hazardous additives and the
allowable residual limits

HI A N7 & S VI PR

6. Residues, if any

BREEY, WA

Allowable residues limits / specifications

TV FI 5 B W ) PR B RS

*CPMF9.6_TSE undertaking form, to be filled up by the local applicant, can be downloaded from the HSA website. &

B CPMF9.6 7] il EAERFA RNt N8, I/ AR 5 s AHS

D. Additional Information & ¥ hi %kt

Details i#40%E}

Yes/No

If yes, Name of Document(s) Attached

EEIRR &)

WA, AEE A, FEAE B I BTN SR A

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

BRI AR OCR R (. BRI R, iR
S5 G AR ARV AR P 8RR

2. COA of the fermented substance showing
testing of other by-products or toxic substances,

B F AT e A B B i BT B O AL B
4

=

3. Composition of culture media used in
manufacturing process

PR IR T A R SR A 1 AL RO

FORM(GL)-CHPB-4-001D




E. Manufacturer of Fermented Substances 4 /=R By B E40 % B -

| hereby declare that the above information on this form is current and correct. &7 1 DL L Fr2 {1015 5 2

SEAH I I .

Name #£:4: Designation BR %5 :

Name and address of company 4=/ &K EEYII ) R 44 FR K ik «

Tel HLif: Fax f& &.: Date H #:

Signature %44 :

F. Local Applicant Z<Hi B i 35 R0 7R :

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. LA L= 5 #54 TA R R B0 5 A A 28

B, o PR A Al B R T R AR .
Name A< Hi F s ARk 44 Designation Bz :

Name of company: A H1 i A @] i) 44 75 -

Tel Hif: Fax f£H. Date H #:

Signature H1iE AN2&44
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