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Examples of Pictures Showing Product Contents

7= mn A 1 P v )
Sample of Granules & Powders Fb 7 A0 B HKIEE A

Sample of Capsules R ZEHKIFEA
Sample of Tablets 5 KA
o
h >
k] " i
POINTS TO NOTE¥: B I:

Sample of see-through teabags

RBHIEEA

- e . I -
’,
1% S |
E
L

Sample of Pills 7.7 I FEAS

¢

a) All samples are to be taken against a contrasting background.

PITA HORE AR [ b 288 T ] 7 A0 LR Y

A 5
H 2%

b) For capsules and sachets, the contents must be poured out to show the details.

AT IRBEANAR R A, RO A SR,

PUR ARG

c) Tablets are to be cut into halves to display cross-sections.

Fr FRUREDIE BRI BLE P F 5

S FLRR ) T F) 40 7
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1 | CPMF6.4_Website Undertaking AR
2 | CPMF8.3_Advertisement Undertaking AR
3 | CPMF9.6_TSE Undertaking AP T
4 | CPMF11.5_Info for Fermented Substance | JFURHE =7 M A A 77 7
CPMF13.3b_Storage Condition and
5 | Container(s) of CPM - Locally A PR
Manufactured or Assembled Products
6 IUndertaklng to test products at accredited e e
abs
2. BEOMEAMBEE | o3
A%/ FE B 44 AR BERKZAE

BE 1R B b A 7 R B

1 | CPMF5.3_Forensic Classification
~ AN
2 | CPMF6.4_Website Undertaking g mNiE]
3 | CPMF8.3_Advertisement Undertaking HE O
4 | CPMF9.6_TSE Undertaking HETR
CPMF10.3_Undertaking Form for Amended | , e
; Formula ST
6 | CPMF11.5_Info for Fermented Substance | JE &M= =7 Ak 7
CPMF13.4a_Storage Condition of CPM - . o
! Imported Products IR
Undertaking that product does not contain . e
8 western drugs or chemical substances M
9 Undertaking to test products at accredited 17

labs
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or Assembled Products
Undertaking that product does not contain o e
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2 | CPMF6.4_Website Undertaking 3
CPMF8.3_Advertisement Undertaking pa it
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Manufactured or Assembled Products
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” Allowed for sale as a Chinese Proprietary Medicine based on
information submitted to the Authority. Consumer discretion is advised.
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6. FEKI 16. NEHIE

7. W R 17. BHZE
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A7 EE B IRE AR
HER RE

fith 5 ppm

i 0.3 ppm

B 10 ppm

7K 0.5 ppm
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563k 5 LB

Reference number: 0001001 Page 1of 1
Date: 15 February 2012
Company: XYZ Pte Ltd

Date Analysed: 09 February 2012

Date Completed: 15 February 2012 —¥ [ Wirchin 2/ peErsr applisation J

Sample description: One sample of CPM product was collected on 09 February 2012

NI P Product name should be
consistent with application

Product Name: COLD & FLU REMEDY PILLS ¥

Dosage form: pills

Batch Number: 20120105C—Y [ Batch number must be stated ]

Expiry Date: 04 Jan 2015

Results: On analysis, the following results were obtained: e [ The limits required by HSA ]
Microbiological Analysis Permissible limits | Results
(USP 34(2011), Microbial Limit Tests)
Yeast and mould count ,
B RBE . eg 10CFU/g
Escherichia coli, per 10g
Rt RITE Absent /g Absent
Salmonellag, per 10g
WIKEE Absent /g Absent
Staphyloccocus aureus , per 10g
SEOHHEE Absent /g Absent
Chemical Analysis
Mercury as Hg, ppm <0.5ppm Not detected
K
Arsenic as As, ppm <5ppm e.g 021
it
Copper as Cu, ppm <150ppm e.g. 6.80
kil
Lead as Pb, ppm <20ppm e.g.1.90
]
Note: CFU, Colony forming Unit
Detection Limit of Hg is 0.01ppm. ¥ [ If “not detected” is printed in test report, J
the detection Limit must be provided.

XXOOXXXXX

Name & Signature of Analyst
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WIESEH =

w24 R VA 2 AR I S 0 S AT I 2R L By BUSE M, IR G 2 A
oK L I A S S S AT A 0

PAREA R ORI R TR 2 240 T L A TR i EORIE AT AR A 36 Rk
A ST IS . B RIS G, IAUA S ISR A R, DA
FHE SR AR dh b ke B AR ZEORIE R I .

AR} R TR AR S i A MR R 56 P R 24 1 S50 =5 2 AL R i 5% . i
AMAIERS 56 A RS2 1 206 5 HE L 1) DL R B0 ik 5 o gt 1 52

a) AHELE

b) AR

c)  FEERAGI RS

ST, T SRR S D EIR L A S 52 A AT (R 300 H R Ae 36 7 3k vl g 2 BB I [h)
S B B A R AR 7 AL H S e AR DAY, BN i SR = A SR
R0 75 R AR IR DL ZEAT BN o B2 2 4 T 0 1 o S 36 = 45 A RO IE Sl
ik

EUHT IS AER LG E 4, 1S E DL
https://www.hsa.gov.sg/docs/default-source/hprg-tmhs/chinese-proprietary-
medicines/list of local lab for cpm testing.pdf

BWEFIMNIER SIS E 4, 1ESE LU
https://www.hsa.gov.sqg/docs/default-source/hprg-tmhs/chinese-proprietary-
medicines/list of overseas lab for cpm testing.pdf

HER, BRI HE BAR S, DRSSt s 4 f MU ES %, A IRESE
ey = AT H B VELR(E B, V5 U7 R AW A R T A Rl O S IR T S AR
PRtATEW.
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R Ko g S SR I = AEN AL P K & T

H T AIESEL =
i _F ™ http://www.cnas.org.cn/sysrk/index.shtml 25 ¥ 3 [E I\ IE 525 %8 1) £ 5T
TORL RS I I H ) EE S

L UL D BRAE o B S A% VP B SO AT 2 B 7 N AT A

ik AT R

i AR BRI SR T s A A HE S =
i, fE “HUAAR” TR P E AR RS = AR, Sl AW
V. R TR = AR, SIS SR s

v.  fEIEBRE (BEAVEED BT, midr “ SIEAMRRSHLRE I,
AT HIE TR B

i AE NIRRT AE JVE IR AR “ 2k B gy
vii.  FrE R SOA A] AN H N AT I H IS TR

viii. XS FRrE W RN E (. gk, B 88),  “RilFR#E (73D 7 TR
FITEE W (e I 5 92 B A 45 24 TV

iX. Ak, FRRAE AT RAYIRR 7 AR R i F RIS AT RO

FEWNIELHRE

15 EW

https://www.itc.gov.hk/en/quality/hkas/conformity assessment_bodies/hoklas.
html F5 ) F RS AR 5256 5 1 e B RE AR I 100 B VR 4R(E B

T % LT P BRAE A W R AT B X BURF BT R B 7 Pl E AT &

i R PR TR, MAPTEERRRE AR, Al T
i, PRI SEIG P E NS 8, RS sC A PRI OR

ji.  ENAHEEEBT, fik “TE7 , LR TEE R BoR
iv. fE “DHAECERLIHE” Hr, SHE 5 “Proprietary Chinese

Medicine” , LIJAE “HpEMABEE IRE” TR, Z2EEMmrEin
Far 3t H
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RPN UE LR =
15 _ER https://cab.jsm.gov.my/cab-directories/resultSamm %5 1A 5 3 78 WA UFE
S0 2= ) B E B R SRS N I H RGN E B

E 4% DL T B IBAE I ok PE P Department of Standards Malaysia B 5 (G 3T
A

i. f£ “Search Conformity Body” T i AT E &l FISLI0 = 4R, st
“Search!”

i, FER S = 1E B B
iii. fF “Status SAMM No” Ii'F, mAii SAMM 5
iv. BT e A SEIG = R R BN

v. fE “Scope of Testing” Tifii 5l “Materials/Products tested” #* 12
AR “Traditional medicine” LA & 15 G55 BT 25 1) S 25 H

vi.  BAb, mAR#E “Vvalid until” BRI HE, ERAUERE SO
B GE LI =

1% _E ™ http://www.sac-accreditation.gov.sq 2838 IR A IE S2E6 = 1K) Bt 7Rk
PRSI I H R E S

4% LT 5B BRAE H I Singapore Accreditation Council ‘B 5 3G k4T 2
)

i. Mm% “SEARCH SAC Accredited Organisations”
i. s “Advanced Search”

ji. f£ “Company name” IiT, HAFTESWHPSLEE LR, R R
“Search”

iv.  SRIAUERGSELG = S B BoR
V. R T SR 4 R
vi. fE “Terms of Accreditation” Ii ', /7 “Download Schedule”

vii. 7E “Field of testing” i 51 “Materials/Products tested” ##H ', #&
2B EH “Complementary Health Products” ,  “Chinese
Proprietary Medicines” 5% “Traditional Medicine ” , UL &S EFEFT
2 BRI 15 H
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viii. 4, AIARYE “Expiry Date of Accreditation” K HE, EHIAIER
A RHUH

BEEINELRE

i _E M http://www.taftw.org.tw 251 £ 78 D UE S50 % 1) 5of TR R I H 1)

HEAE R

L UL NP IRAE BB R N 2 EGIER & 2 B 5 Mk B T &

o CNEARER” , WA EAERRSREEER AR, Ra R
« ﬁi@ »

[N NNTRINDM R B LR TN
i, AT BB U AR T R 1 WA S 7

iv. FE ARTIRE 7 TN S s s AT H R s g R
SR e I 5 H

WIE A RO R S8 s B BERE R 1 “IAEA RO IR A2 H
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7= RIS BB

7= i B — A B TR AR
H R 7 R R L AR S LA SRR
a. HE U G A 26 A
b. A B R 7 i A I 2% 1 B AE I 5 2
c. PPEANIIE, g, URIE, K, IR, RIERCTEE
d. 7 ahERPEIRBERE (ILFH 1 8)

LL_E (a) A1 (b) TUBTRHG {3 FIAHRLIR M 5232, (c) Al (d) TR A] 48 4E 7 dh
(RIS SerAR 5 FP BNAE o N SR PR A . 3RS AT AESE AL it L1 HAR I R 28K

24 A RO AR T R, AEAPRL A SR AR P E Y, A RO i

E A M SRAEYE SCHF o TP 2 b 2 b 2 DR FL 7 i FE A RO N RS A T RE %
EXCUE N

WA | FAHIESR

FE PR L FRIEIN N 7 EHR AT R A 26 I F R A 2 A I R A%, R
%R AR R A Rt BN 2

R BT FRG P2 SRR, SR N R BT B RS, I N 7 B BT R 1R
KA, RFEFSERRKHITIES:

1) OS2 (CPMF13.4a), PL&

2) AU — R B 2 i (CPMF13.3b).

HS R T A RRISH S TR U], SRS 3% o B A0 %S B I
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To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)

11 Biopolis Way #11-01 Helios Singapore 138667 7 5 PR e

| For imported products
STORAGE CONDITION OF CHINESE PROPRIETARY MEDICI (CPM) - IMPORTED
PRODUCTS A RE ™= KA &M - R O Rz

Product name it 4 - = .
. - P AR R E AR PRI 55 PRISM AR i — 2L
(English/ Chinese) G+ > Product and brand names should be consistent with

Brand name &t 4 those stated in the application

Dosage form /| #! Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet/ Tea
/ Others* X3 / 55UKL / &%) / BRI 1 A /O] ol 1 2] e
If others, please state:

t(
S Lo i O R SR, 060 B 12 B/, 3 BU/A%. ke
Pack size %Ml «——T7 nErasmaiig, B s, ETEARDES, N5 PRISM &
i FE—EL. This refers to the format of the product to be sold in Singapore (e.g.
60 capsules/bottle, 12 tablets/blister, 3 blister strips per box). Please list all the
different pack sizes where applicable. and the information should be consistent

STORAGE CONDITION "¢ 14
Storage temperature (°C) &l Below 25 °C/ Below 30 °C / Others* I
IEfrRE & F 250C /1% F 30 °C EMERE SR, 15075

FERIEE RAIA IR . Please select
If others, please sta

the appropriate temperature and relative
humidity at which the product should be

Relative humidity (%) ‘/»‘Ngt more than 75% / Others* A it 75% / H'&*
AR AT If others, please state:

AT, EER:

| 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.

RAORIEFTIR G EIR (S B2 IR 8 I RIE I RA A Bl 2 m sk BB 7 R 27 fh 4.

Name (#:4%): Designation (f}15%):

Name of any (22 &4 F5):

Tel (H11%): Date [ #:

Signature (% 4):

| EREOHIEARA T %S
Please fill up the relevant applicant and
company details

* Please select the appropriate i it 753 & (1 3£ 75
CPMF 13.4a
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To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667 -
A A PR — Y AR B AR I R

For locally manufactured/ primary assembled products

STORAGE CONDITION AND CONTAINER(S) OF CHINESE PROPRIETARY MEDICINES (CPM)
- LOCALLY MANUFACTURED / PRIMARY ASSEMBLED PRODUC
FR R B AT SR RO A7 25 2% - 38 P T AR A 7 B/ — R e Y T B G T

Product name 7= i 44 it

i ; Pk AR R AR A PR S5 R R A — B
AEnglish:f Chmese)(%i/tt:'jc; Product and brand names should be consistent with
Brand name Etr:. < | those stated in the application
Dosage form /| % Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet/ Tea

| Others* R ZE/FURL/ & 70K B FUAFBG F RIZRFIH e
If others, please state:

TNE VW

| PTG A R, W60 ML 12 KR 3 /RS, MBRNSGERE k
T EHERAK, FEERNORMETE, WREERSMRESAET. HIUEA

Pack size(If different material,
please submit separate form) |

; QLR il
@‘ﬁﬂfg(?q’ﬁfuﬁ “gﬁ]@‘%ﬂ‘ AIEE, 55 PRISM HIEHA—EL. This refers to the format of the product to be sold in
fg' ; ﬂ{ffFMV\l”J 3’]@4%*“4’.1§ Singapore (e.g. 60 capsules/bottle, 12 tablets/blister, 3 blister strips per box). Please list all
WS 247 Fh%) the different pack sizes, and if different materials are used, please fill up using separate

" forms. All information should be consistent with that stated in PRISM. |

STORAGE CONDITION P77 &M
Storage temperature (°C):IF77 | Below 25 °C / Below 30 °C / Others*/™
B

TR FE SR T, TP

{&F 25 °CHE T FREEREIR E RARR IR

It others, please state; e slate 1 . A

A A AT | which the product should be stored.
Relative humidity (%): 4%/ Fiaf170t more than 75% / Others* it 75%/ HE*

If others, pl state:

AT EE

* Please select the appropriate 1% 33% & {15
CPMF 13.3b
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VAT A 28 2SR AR B 7= b G 3 BT 15 P 00 7 2 L B 2 28 i) A7
This section pertains to the product’s containers and their

STORAGE CONTAINER(S) P74 | packaging materials

Primary packaging ('!mmediate layer in contactasith thoncaduat). ]
N B (Bl BSREBNF i N 2 BB 31 7 i B 3E A AE 9515 2. Information on_]

the innermost packaging that comes in contact with the product

Type of container: Bottle / Sache ister / Tea bag / Re-sealable bag / Others i / /N
HRRE | R A s
' 4
(Please refer to Page 4 for | ¢ others, please state: TEMIEFEE S LT, 1505/ @A A
pictorial dfscnptlon W& #F3. Please select the type of container for
YT ER) REE EE: the product.
\.
Container material: Plastic / Glass / Aluminum / Aluminum PVC / Others* ¥}/ 3% 58 /45 /48
e o
¥ EMEFES LD, 80/ SEE R AR BRI EM L
ﬁ:ﬁgéﬁﬁggﬁﬁﬁﬁg If others, please state Please select the appropriate material used for the container. }
VRt e AL "o B S H R 1YY
F#tid. Please indicate if the TR R
packaging has a feature for If plastic, please indicate if it is PETE / HDPE / UPVC /LDPE / PP / PS*#n
detection that the product has been
opened. NYERY, 15 $50H 2 PETE/HDPE/UPVC/LDPE/PP/PS
B

Tamper-evident: #7315 | Yes / No*A/%H

Protection from moisture: Yes / No*H/i%H Protection from Iight‘:% Yes / No*H/#%H
firas  PEEMABML 1 wramnon )

V‘]E§§ ONTAINER CLOSURE (FOR BOTTLES) Bk, Rhfe
R s ke (nNBTH
A L MAEE)
7l Please  Type of closure system: Screw cap / Flip-top cap / Pull-off cap / Others*ie#/i%:  Please indicate if
indicate if o If others, pl state: the inner packaging
the inner R N —— provides protection
packaging \(Please refer to the end of | WA EWMES:____ from light (e.g.
providE_S this document for pictorial , amber bottle). _,)
?"’te‘t"’” description i 7 5 71 E7R)
rom
moisture | Closure system material: Plastic / Glass / Aluminium / Others* ¥ #}/ B 55/45 i/ e *
e.g. bl
gdjmm of AR \ If plastic, please indicate if it is PETE / HDPE / UPVC /LDPE / PP / PS*#
dessicant) FYERL T TE/HDPE/UPVC/LDPE/PP/PS
Cm—— 7
If others, please state: | 7 ik FE SHET, 18U SRR R R
Please select the appropriate material used for the
WOARE,EEMH_ | closure system.
\

* Please select the appropriate 1 ik #3% & 14 £ 75
CPMF 13.3b
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20247 H

DT HAEERIE IR AE RN, RELEHERE. WREH, WARE

/ HERGAE. (WRERL—MNEEER, ERM—TESHAE) This

Secondary packaging (if an
SEAR(NRE)
Is packaging critical (i.e. give

P an ROH): =R

If yes, please explain purpose (e.g. protect from light, moisture)

SRR, E R E 80 B )

y) section pertains to the product’s outer packaging. If not, this section can be left blank.
If there is more than 1 outer packaging. lease fill up another copv of this section.

addifional protection to the product) : Yes / No * & 73 Jy 22 i, & (22 1

Type of container: —
AARRE

(Please refer to Page 4 for
pictorial description i 2 [

F DU ER)

Bottle / Box / Bag / Re-sealable bag / Others *ii /& T/33 F/7] I &% |

HRIATE (-,
If others, please state: AR 2238 . Please select the type of
T container for the product.

WA, TS

Container material:
R aRRL

—

T d iR a2 B E TR E.
Please indicate if the packaging has a

feature for easy detection of that the

product has been opened.

Paper/Plastic / Glass / Aluminum / Aluminium PVC / Others*4&/¥E %}/ |
m FEMEFEE & KD, 16070502 G R E AR AR
If others, please state: | #{FEF kL.

AL [ Please selec.t the appropriate material used for the container. )
If plastic, please indicate if it is PETE / HDPE / UPVC /LDPE / PP /
PS*tn iy ¥Exl, 7% 50,2 PETE / HDPE / UPVC/ LDPE / PP/ PS

Tamper-evident: #fffHr &

Yes / No* B/ H

| hereby declare that the information on this form is current and correct, and undertake to

inform the Complementary
above.

Health Products Branch if there are any amendments to the

HREUEFTHR LR R M5 B2 IR, 3F GRIE I R A 1B ToE 2@ Eh BB T R (2™ dh 4.

Name (:43)
(Dr/MIMdm/Ms*):

FRION A B2 B AR RAR

B Please fill up the relevant

/% applicant and company details
Designation (H74%): ﬂre (2..%//4
Name of company (% ] 7%%)/

/
Tel (H1iF): / Fax (5 70);
=

Date (F #):

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

W, ULE R RER.

* Please select the appropriate 1 ik #3% & 14 £ 75

CPMF 13.3b
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FH 5 ) B VPR PR

B PERS PR RPN 3E52 HR i 22 vF B &5 LA 5 BT e B A 18], HERS HR 1 E B 5 1
FE)D 60 TAEH.

R I B PR AR
N #iiR
U2 HER AL B AR E RS, ZSEA R
S sk R B A% B R SR SO R e B A S HE R P . A
e RRBATIR, BTN TR 2 5 SR i 4 B IR
R
B D 5URE MEOR A B A EAT 21 5 0P, B4
BB BT R ERYERR A T EAE . I i A A v AR 4
T i, B R R 2R BRI IR MR E 25 R

NER S

il AR R AL D F M S LYY EPS ERSYER
R et IE A AE R 260 R 47 I & . fLHEN 3
I A AT fERs HHE IR 8125 5 PF 53 DL T HOE AR 7]
I A, RV 5B R 2 AR A 2R 4 iR . S H
WHERBIR PG, R R L =B
ELRUFEHEN 5 4 B PUE

R PARNE PR D738 sy B AT RLE B PR EER . FR I AN AE SR A HIIE 3%
SEERAT, NARERST 2, JEANRIE, DAYk pl e v R AN Y HE
1o
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HIE AR5

e
R i A ABURET 5 PR ST o NSO 67 8 5 2 B A
VAR DL HSA SCERTRRERRUNG . JESN, Fhilf ARSI R T R A7 4 T B
IR 25 B SR B0 YR 200 T8 B I AE T

B
TR R IB A (RRAIEA) I R BB R A A
HH 24 7 i (4 B N DURSH A B ST

BEHREREG

JULATAT P 22 7], e e 24 2y =) 14T SR SR BT S o, A SR S sk AU
ZRAFRE. S0, JFA AT AR .

PR N AUEIRAF RS A R R HE, A geit . & s 2 / e
AT 7 i o

2 A B R NARE
PR NPT R E NG A A RN TR, BRR (F 7
RAD A DAEREE R ETT DR i B m) B S 2 PR 4Rk 5

ERHIRAF
P RS N AR A7 A Z e e, tda sk H ISR

HH AR 2 ) BT
1 DA R T 2 A s BUR B R ARSI, A R RFE AN A 3Tt
ISR i . ke BE BRI A 24

FRREHI) &

K29 (BR25T 1) 601, TR i) & R ARHE AR AR R A H 1
AEE. FEAHCE ISR RZy, H2G R AR RS AR IFA —E i v
T

FA 5 B 20 DR AN o B2 7 e I HEHEAE Dy o B A O 3

PR HIE I R4, MUHBGEX

DAERFERARCE R A, $80H SO SR TR BRI A HOHECE
HIPENS L, A B SR BGE R A N AR AR Bk giE, ]
A DA EVF. PARRANA & B e B

Kb i
AEAT NS ARAE ] o SRR 25 30, R AR AN 5000 T8, BRUEEEAVE IS PIAE
B A
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R O RIS

IR EREARNEEANIGE S SN = S A A D R opci Al P -3t I DR R Rl VR
I7ORME AL

(a) A FAIME MM SRR R GTEIETFSERRD -
i FERZENA EATE R O R T, B
i1, EARCSE EARE— A2 dh A A4 R 55 1 W L P 24 7 wh B A0 O 5 S A

=
(b)  BHEE RGP AEHEMEIIN (BLHEL) T4 B &
AT 1 & 254

(c) AFEEENRKLR

(d)  PEAZFRRmE R

(e) ARSI 2 Jay i 45K 1) L8 SCAF ARG 36 405
(f)  rPReyidt I J 2 AT B0 i o R RIS

PLE (a) = (f) FrERpgett, #OmEEERRGg#EOm 2 MEN, &
TR T RS 4, HHBE: HSA CPM@hsa.gov.sg. — H 238 HIAHE
A, BRI S —AN H R B BT AR S S R B E R . 1
= E RN, ZEEA R HER, 2O S ARG A& 1
R REL 2R, BAEEE,

#2007 F2H) GRIR, PRk SOES / S 2D (BIES) %61, AR
REM R GBI O AN A BTSRRI Rk

B O R P AT AR A O ZERE A Sis AAERAT ARz N

FIEHRE H DE (B BEEET)

TN 3G ) R A L VI AT BE R R

N T O ARG R, PAR R DRSS RS, SR H FHE
(B B IE D) 25 A0 L8 i A BRI E ZER A A2 b
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R 7 B e i SR
M4 1: CPMF5.3_Forensic Classification

20247 H

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

Page 27 of 42



o R M P 9 S 202447
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
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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

Frimyk TAR R - BT REr ME Page 37 of 42



R B L HE F I 1 S R U 2044£7H

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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P 8: 7= BN R

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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Contact Information:

Complementary Health Products Branch
Medicinal Products Pre-Market Cluster
Health Products Regulation Group
Health Sciences Authority

11 Biopolis Way, #11-01 Helios
Singapore 138667

www.hsa.gov.sg
T: 6866 1111 “Y
¢ HSA
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