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Examples of Pictures Showing Product Contents
[Tt = o N 8] Y e
Sample of Granules & Powders TR 71 £ B (I AEE A
Sample of Capsules [ B IREA Sample of see-through teabags

Sample of Pills LA I EEAS

% dw

a) All samples are to be taken against a contrasting background.
PP BOREAS ] Fr i A0 T RI 7= A0 B TS 5
For capsules and sachets, the contents must be poured out to show the details.
X T IRBEANAE R A, RO A S, LB
c) Tablets are to be cut into halves to display cross-sections.

Fi AU REOIE B /AN I, s R ) T P 4 5

POINTS TO NOTE ¥ X S i

b)
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RAg | FHE AR BRI E
1 | CPMF6.4_Website Undertaking AR
2 | CPMF8.3_Advertisement Undertaking AR
3 | CPMF9.6_TSE Undertaking AR
4 | CPMF11.5_Info for Fermented Substance | JFUBMA: 77 i fe At A 7= i
CPMF13.3b_Storage Condition and
5 | Container(s) of CPM - Locally AR
Manufactured or Assembled Products
6 Undertaking to test products at accredited He
labs
2. BEOHBEAHINE | o3
FAEHTH 5 44 FK ERZELE
i 178 B IR ) AT
1 | CPMF5.3_Forensic Classification L B S2  R E
- BIKEPN
2 | CPMF6.4_Website Undertaking i M
3 | CPMF8.3_Advertisement Undertaking i M
4 | CPMF9.6_TSE Undertaking i M
CPMF10.3_Undertaking Form for Amended | .. .
5 | Formula HEY N YR
6 | CPMF11.5_Info for Fermented Substance | JERMA= /= f Alidk 7
CPMF13.4a_Storage Condition of CPM - TR
! Imported Products T
Undertaking that product does not contain v .
8 western drugs or chemical substances ST
9 lL;Egertakmg to test products at accredited SETTTS
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CPMF6.4_Website Undertaking T
CPMF8.3_Advertisement Undertaking Al
CPMF9.6_TSE Undertaking o3BT
CPMF13.3b_Storage Condition and
5 | Container(s) of CPM - Locally Manufactured | 4275
or Assembled Products
Undertaking that product does not contain o e
6 western drugs or chemical substances HIME T
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labs
4. SEFEHAMHEE (CHE
FA% /T FE I A4 FR ERZELE

1 CPMF5.3_Forensic Classification

G2 T G A A 7 1 B i
A

CPMF6.4_Website Undertaking A5 T
3 | CPMF8.3_Advertisement Undertaking I HER
CPMF13.3b_Storage Condition and
4 | Container(s) of CPM - Locally I AET
Manufactured or Assembled Products
Undertaking that product does not contain | . e
5 western drugs or chemical substances AP
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B B - BT R

Page 7 of 42




W2 S FR iR TR S R 20234 6 H

K ERBENR

JITE R bR R A A LA S S 5 o AR b th A ) B rp S A SO {E A N AT
SECRA B ARZENEARZORA T

PRI ZE B -

2y h AR
2yl A TR

s

23]
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A 24

BECIT / AT B2 =] A4 0K S ik
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I BER K 2 W) 44 FR B bk (o) **

” Allowed for sale as a Chinese Proprietary Medicine based on
information submitted to the Authority. Consumer discretion is advised.
R 2RI R BTR RV E v i . IR . T GBS T
— T REZTER)

W= A/ S € gAY el

Frimik TAR R - BT REr M E Page 8 of 42



W2 S FR iR TR S R 20234 6 H
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”Allowed for sale as a Chinese Proprietary Medicine based on information
submitted to the Authority. Consumer discretion is advised. R4 2 /4
SRR RVHE T . EEEH . 7
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1. K9 11, R

2. JEIE 12. HXRAZ (HF) TR
3. ANk 13, JEE

4. e 14, Z54%0%

5. H#E 15. TEHLRE

6. BEIRIN 16. AHIE

7. W R 17. BHZE

8. il 18. PRl

9. MHAENEL 19. A4

10. B
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RRHR & RER
RN ZE SR 950 B B A 45 5 1 BR € Vi
A7 E B PRE AR
HER RE
it 5 ppm
i 0.3 ppm
B 10 ppm
K 0.5 ppm

RKEEHF P ES RS RN LSRR

o IRESIMAL TE R, AN N R ]

o REMMAMEESESTEAGKIEEZ

o TAIRZMAESRIAT RIS 205 AL B, AN E VRIS I (ki)
o LA, RMIMITE, RS EERENEE

B IR Rk
b 5 (1) RE
U 4K ST R 10°
i BE I B sl —=ZA AT 5 X 107
ST T B
P B S R A A
SR AR E
o 25 (5H) RE
R 1SR 10
B RE il —=ZF AL 5 X 107
e e ST R R
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b. f 38k 5 L AUEY P S A S, S ER ST 2R ARG ER A
o “HSHII RS B AL AR A B R . IR E )R
SR I, AR T AL S L AU CESRAG IR D .
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IR 7 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 —¥ [ Wikl 2 pesesof application ]

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

WIS et erE: 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: - [ The limits required by HSA ]

Microbiological Analysis Permissible limits | Results
(USP 34(2011), Microbial Limit Tests)
%’g&?%égggm Rt <1X10° /g e.g. 20 CFU/g
Yeast and mould count ,
BB e e.g. 10CFU/g
Escherichia coli, per 10g
KR & KA Absent /g Absent
Salmonellae, per 10g
WITKE R Absent /g Absent
Staphyloccocus aureus , per 10g
ST E ERE Absent /g Absent
Chemical Analysis
Mercury as Hg, ppm <0.5ppm Not detected
IR
Arsenic as As, ppm <5ppm e.g.0.21
i
Copper as Cu, ppm <150ppm e.g. 6.80
i
Lead as Pb, ppm <20ppm e.g.1.90
B
Note: CFU, Colony forming Unit
Detection Limit of Hg is 0.01ppm. ¥ [ If “not detected” is printed in test report, ]
the detection Limit must be provided.

XXXXXXXXXX

Name & Signature of Analyst
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WIESER =

R A 36 VA 2 DAL (R S 56 S HEAT IR B R O B Besk i, s b 2 24
oK 7 I A A S S AT A 0

PAREA R OO AR I8 R TR 2 240 T FL e A TR i EORIE AT AR AR 6 Bk
ZNSER ST . I R, WAUA S ISR = R, AR
FHE SR AR dh b ke B AR EORIE R I .

PARA R CUERA I S AMAER 30 2 S ie =4 Rt 25 . i
HMAUEAS B8 T B 24 11 S 56 =t R R DA A B 4 o B e 32

a) MAFEERE

b)  PAEL

c)  HEERANN R

SRINT S FR S S A UEAR DL LUK 32 A a] (e i I H K Aer 36 75 325 mI e 2 BE I 1)
S O B A R AR 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 W o S 36 = 450 A RO IE SR
ik

R INBAAIE ) S2I6 B4 5, 1557 DL Wk
https://www.hsa.gov.sqg/docs/default-source/hprg-tmhs/chinese-proprietary-
medicines/list of local lab for cpm testing.pdf

BWHEFIMAER 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, HTAEB A BAR S, DRSSt sm4 f MU ES %, A IRESE
ey = AT H B VELRME B, V5 U7 R A A R o A Rl O S IR S R S R
PRAEATEM
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R K g5 SR I = AAEN AL P K & T

I EAEER =
i _F ™ http://www.cnas.org.cn/sysrk/index.shtml 25 ¥ 3 [E I\ IE 525 %8 1) &2 35T
TORL NI I H ) EE S

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

i Ik IR SRR

i, AR “FRNTT SR T s A A HE S =
i, AE HUZAR” TN AT EE W SER = ARK, Rdr “Ei”
iv. RGPS = AARK, SRS SOk R

v.  EIEBRE (BEAVEED BT, midr “ SIENAMRRSSHLRE I,
AT HIE TR B

i AE NIRRT AE JVE IR AR C 2k B gy
vii.  FrE I SOA A] AN H N AT I H IS B0

viii. X RTE W RN E (. k. L %), “RilbRdE (7D 7 IR
JIT I WY A0 3 A 4 24 B iR

iX. A4k, FTRRAE AT AR AR R i F RIS AT RO

FWIAFL =

15 ™

https://www.itc.gov.hk/gb/quality/hkas/conformity assessment bodies/hoklas.
html

B B AL SEI6 5= 1) BB B Rl SRS N It B ) R4 E 12

i 1% LT D BRAE B W AT BUX BUR BT R B 5 Pl EEAT &
i AE HUATR” BUR, SMATEERR S =LA, Ml 437
i, SRR SR P 59, s se 4Rk R B R
ii.  FEWFEYEEIUR, Sk TR, SR TR SRR R
iv. fE “DHAEiEEZIE” HF, SEHRESEHE “Proprietary Chinese

Medicine” , PLJAE “HpsE AR HRFIE” TN, 20l
a3t H
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IR NE LR =
1% _ER https://cab.jsm.gov.my/web/guest/accredited-organisation-directories
) SR PG WP A E SE56 = 1) e B0k A I 0T H 1 EZn S B

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

i. {E “Organisation Name” Ji F4i A\ &E B FISLE A, i
“search”

i, BRINUER S = 5 B Bos
ii. fE “Scope ” Wi'F, miifi “View”
iv. TR SE S IR R

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
PO E 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” Tifr%1 ] “Materials/Products tested” £~ H T, #&
2 S EHE “Chinese Proprietary Medicines” 1 “Traditional
Medicine ” , LAK &5 G4 B 25 ) B A U 15T B
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viii. 4, AIARYE “Expiry Date of Accreditation” K HE, EHIAIER
A RHUH

BEENIELRE

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
ORI H

WIEM A RN S8 Tsele F A TR BB “NEA W E 7 £ H
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7= B R AR BORE

7= i R — AR R F R AR
R 7 R R L AR S LA SRR
a. Bk G A 26 A
b. A B R 7 i A I 25 1 B AE I 5 2
c. PRERANIIR, Wit BRIE, SR, IR, BRIERGTEE
d. 7 ahERPEIRBERE (ILFH 1 8)

LAE (a) A1 (b) TRBTRHE L AR RAS RIS, () AT (d) TUBEARL Al AE £ i
(RS04 5 P B 5 N SR PR A . 3RS AT AESE AL it L1 HR I R 28K

24 AT O R AR T R, AR A 25 Pl R E 1Y A RO s

E A M RAEYE SCHF o Th 2 b 2 b 20 DR FL 7 i FE A RO N RS A T RE %
EXCUEN

WA | FAHIESR

FE PR RN, N 7 EHR AT R A 26 E A A A I R A%, R
%R AR SR A Rt BN 2

MR B R IE 72 dl B2R A, SRAE 0 N R A AR T R ERA%, RIS N 75 EE R A P JR R ()7 b
KM, RFEFEEENRGHITES:

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

2) AHWA PR — o e L i (CPMF13.3Db).

HS R T A RRISH S TR U], SRS A% o N A0 %S B T

Frimik TAR R - BT REr M E Page 19 of 42



W2 S FR iR TR S R 20234 6 H

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

For imported products
STORAGE CONDITION OF CHINESE PROPRIETARY MEM- IMPORTED
PRODUCTS 7= e &M - &R FHEE I Z = ih

Product name 7= il %4 1 ,__ R e
o ER 19T [ vk i —
(English / Chinese) (3/+:30) > B RBR R 5 PRISM il ) — 5
s Product and brand names should be consistent with
Brand name &Eitr € those stated in the application

Dosage form /| %! Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet / Tea
/ Others* FRFE / FUkL / &7 [ BB 1 KA 8GR/ )27 e
If others, please state:
Pack size AR _f T‘éi&ﬂﬂ#ﬂ‘]?‘&‘:ﬁfl@ﬂéiﬂ!%v 60 i/ 12 K/IR, 3 /&%, R

s < ik FIETE Z AR, AN, ITHNRE S, N5 PRISM #
& B2 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 J#7 414
Storage temperature (°C) <_

Below 25 °C / Below 30 °C / Others* l

AR E KF 25°C/{KF 30°C MRS EHET MR
BRI B BARXHIZRE . Please select

1.
If others, p the appropriate temperature and relative
A AT . humidity at which the product should be

Relative humidity (%) -« 0t more than 75% / Others* Nidid 75% / L&
AR E If others, pl state:
WONEE 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.

RAEFTHEE R LR E B2 IR, HORIE in RA TS SOk 2@ a4 BT T (R (7= fh 4L

Name (#:42): Designation (#15%):

Name of any (/A7) ):

Tel (Hi%): Date H #:

Signature (% 4): __

<

ERBAFIHFARLTRAAXREL
Please fill up the relevant applicant and
company details

* Please select the appropriate 1 3:& & (£
CPMF 13.4a

Fomk BAERERF - BT REF S EER Page 20 of 42
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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 7B — 2 3 e B b AR FH L R

For locally manufactured/ primary assembled products

STORAGE CONDITION AND CONTAINER(S) OF CHINESE PROPRIETARY MEDICINES (CPM)
- LOCALLY MANUFACTURED / PRIMARY ASSEMBLED PRODUC
PR B2 B AR SR A A T 88 - 3 P T AR A 7 B — 200 A ) o B 7 i

Product name 7= i % Fik

; ; S Pk PR R AR 4 B 5 B R R R — B
(English / Chmese)(g&}t/'—*flj‘t—):>

Product and brand names should be consistent with

Brand name it <+ those stated in the application

Dosage form 7| %4 Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet/ Tea
1 Others* [ ZE/ 50L& T4 B LAY RIGERIEE*
If others, pl state:

IAHE EEY:

;Zg';es'zﬁg:n?t'f;i':::a?:ftf::ﬁ)' MBI RGAENE, I 60 R 12 AAG 3 R/ES. MRLERENE
1 ERAERE, FEEREARMETE, NEEERE GRS AT, KT

@ﬁﬂ%(&ufiﬂ.ﬁ%ﬂl@%ﬁﬂﬂ {5 5., Fi5 PRISM HIi§H 49 —FC. This refers to the format of the product to be sold in
*ﬁy E1§HZ¢@E‘]@§$’L@J§ Singapore (e.g. 60 capsules/bottle, 12 tablets/blister, 3 blister strips per box). Please list all
WE 247 %) 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 #7444

Storage temperature (°C): 1% _| Below 25 °C / Below 30 °C / Others*/” e
e e L A PSS, 18T

{&F 25 °CHE& T a—e BRI IR B RARRT IR

i . Please select the appropriate
If others, p state: temperature and relative humidity at

ﬁﬂjﬂW . which the product should be stored.

Relative humidity (%):4fi 7/ /i fE4f1T0t more than 75% / Others* /it 75%/ 52"
If others, pl state:
WOARE E

* Please select the appropriate 1% 3:i& & (£
CPMF 13.3b
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AT A R SR AR B 7= b AR B P 0 7 2 LA R B 2 BB b e
This section pertains to the product’s containers and their

STORAGE CONTAINER(S) JP7 4 | packaging materials

Primary packaging ('!mmediate layer in cpntastasith.tho.nraduat) !
A B (B BRI i 1 2 B B 37 i B 3 AR 5845 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/
HERE t——— | MRS T

-
(Please refer to Page 4 for | f others, please state: MR AWML, KR A0S
pictorial dfscnptlon HEH #RP. Please select the type of container for
HIYRER) ARSI the product.
\
Container material: Plastic / Glass / Aluminum / Aluminum PVC / Others* ¥ f:}/ 3% Ri/48 /45
ZEARARL o
TEMIEFRE S LT, 16 98P GBI B A 2 H 1A L
ﬁf;%g‘;%iéggiifiﬁ If others, please state Please select the appropriate material used for the container. }
VI e EHAL mE Ny 2 adiaapn.
Frdtit. Please indicate if the SR T B
packaging has a feature for If plastic, please indicate if it is PETE / HDPE / UPVC /LDPE / PP / PS*#1
detection that the product has been
opened. KR}, #T59 2 PETE/HDPE/UPVC/LDPE/PP/PS
e ——

Tamper-evident: 715 | Yes / No*H/EH

Protection from moisture: Yes / No* G/ H Protection from Iight& Yes / No*H/%H
e PEEMABSHIA Y wramunnn )

WEE%  CONTAINER CLOSURE (FOR BOTTLES) Rk, RERE
H, 2E % H.  CnRiEBEH
IE BT EL o MAEDE)
7| Please | Type of closure system: Screw cap / Flip-top cap / Pull-off cap / Others* £ /#il%%  Please indicate if
indicate if s g If others, pl state: the inner packaging
the inner PR E T NE— provides protection
packaging  (Please refer to the end of | WAMEWEM________ from light (e.g.
provides  this document for pictorial | amber bottle). J
;"’°te°t'°” description i 2[5 7 El7R)
rom
moisture  Closure system material: Plastic / Glass / Aluminium / Others* X8 #}/ 3% B/ S/ H e
e.8. N
f,dfmon of [REATEL If plastic, please indicate if it is PETE / HDPE / UPVC /LDPE / PP / PS*11
dessicant) HYER, TETR TE/HDPE/UPVC/LDPE/PP/PS
——__J s
If others, please state: R FRE S R, 1AM BB R
Please select the appropriate material used for the
WIAEEEEH_ | closure system.
-

* Please select the appropriate 1% #53E & £ T
CPMF 13.3b
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| DTFAZREREH~GBAZERS, RETENEOE. WREE, WAFE
/ EHERTAE. (OREF@EE—MINEERE, EAN—TTESHAR) This
Secondary packaging (if any), section pertains to the product’s outer packaging. If not, this section can be left blank.
S EARENERR) If there is more than 1 outer packaging. please fill uo another coov of this section.
Is packaging critical (i.e. give additional protection to the product) : Yes / No * & 73 A &1 52 i, % (2 5/ ]
7= A ROH): R

If yes, please explain purpose (e.g. protect from light, moisture)
R E R B HI (R B )

Type of container: o | Bottle / Box / Bag / Re-sealable bag / Others *Jil ¥/ T/4% T/FI T &%
BaRRE HiE/RE

FEMEFEE G HIET, 16957 SO0 E e i

(Please refer to Page 4 for If others, please state: 282 . Please select the type of
pictorial description i Z |7 T container for the product.
H Y E7R) WA, R

Container material: | Paper/Plastic / Glass / Aluminum / Aluminium PVC / Others*4%/2 %/

2% % \mﬂa— \
S e T

Tra iR R E R E RS,
Please indicate if the packaging has a

feature for easy detection of that the
product has been opened.

_—

If others, please state: | #I{F#1#}.

PUpSENERT PR \

If plastic, please indicate if it is PETE / HDPE / UPVC /LDPE / PP /
PS*fn Ay ¥kl 14584 2 PETE / HDPE / UPVC / LDPE / PP/ PS

Tamper-evident: 7 tr&

Yes / No*&/i%A

| 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

RO ELR EIRME B R IEF S JFRIE I RA Ao 2Bt BT R 27 i 4.

Name (#£4%)
(Dr/MIMdM/Ms*):

BRI HIEA R AT BAERAE

. Please fill up the relevant

Designation (H15%): /%re (¢

Tel (F1%):

,/ /

Fax (f£¥1):

applicant and company details
;g/l
Name of company VA\E]V

Date (H #):

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

R, U AR RER.

* Please select the appropriate 1% 3:i& & (£

CPMF 13.3b

Fomsgk TAERER - B R e f g
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FH 5 ) B VPR PR

SEEIN R BT A% P A 25 B L0 R T T MO 1, HER A 7E FR T

A A 60 TAEH .
BB B B PR AR

o

#iiR

R i R AL R PR R R, AR
B % FIR R MY e SO i se B LU R e R . ISRk
B IR, RRSEN GUR & BRI BRI 25K

B P TR R A B0 FRE BEAT AT o U, ELAEAR SR
ERYERR R TS RIS s 4A 1T,
B P R REAR 2 R EOREE IR MR A 215 B2

Ko

BB BERE

HEAEN P-4l o PR R B WO AR B B S,
SR AR BEE T R 4 i & . fHEA ]
BERT F IR [0 25 o 1 53 AT ARG IR S T, o
ABEEI R AN R ER AT I . HHIEE RIRH
Ha, REEHE VPR R =FrBL BRHEHEA
T R A RE

VERR: TR R R TR PO (O PREESR . o A e
STEEIIRT, RMRVERIF A, I RTIAT, DLt ARV o AR 0 SR

Tl o

Fomsgk TAERER - B R e f g
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HIE AR ST

[ Y Ve Sy 3

R i ) FR A N7 i 2 MR Dt R AN O™ s 5 S5 T
FEEEOR DL K HSA SLHERIARHERTRNMS o LEAl,  FRIE N SIRA DR AT REAFAE T
A% 24 Bk B B A A B35 G AN 2 R B8 H AR AT SE 6 o

BR
AR ORI B e (FREGIRARD) AU Ry B AL e TR S A
R i ) H R AR A DT

ERRERE

JUBAT SR (R 2 7], e e 25 B0 7] (A R BB BT RSB 3R A5 U
R ZFMAAE. BN, AR REIEK .

IR N AUEIRA RS K SRR, A aet . filidsiorde / e
AL 7 i o

2y A B RN
PGP NPT R E 25 A A R RN IR, BRR (5 7
KA 18 BAREE R BT R4 B w5 2 IR A

WCRHRAF
PR N AURAEHAE Z il S, e id sk HI SR

o Rk Z Y BT
2 PAREA R T 22 i R AR A RN, I SRR AN TUE
AR g . e BE OBt 2 i o

RIS

K21 (B=24) ) 2601, TG i) LA s kG LA RE R R i
HEE . EARM LK By, H2h i A ARARREE A BRI A —E St
T .

G T 2R DR AN P 2 7 i B IC B D o B B A &

BIRHE R R, WONRER

BARLE RATUEI A, O B TS . S AR i s
RV R, 4 LTI ARSI TR A AE ST i Yo, T
IR LR, PRI B AL

Kb
AEAT NARACARAT 2R 25 50, TV 5000 J6, BRI AEAN I Y
S R
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R D R 3K

IR EpciA RN E7 WSS S SN e ok s 1 R D i L P - bl WP T B G R R Ul VS
I7ORME 4L

(a) PA FAERBRMIEE AR GTHSRFEHEREA)
i ERZENA EATE R O RS, B
i1, fEARCSE EARE— A2 dh A A4 R 55 1 W L P 24 7 wh A0 O 5 S A

=
(b) UL F AP ATEEMEIIN (FLEHEL) T4 Bk
AT 1 & 254

(c) AFEEENRKLR

(d)  BAEkgnsgs

(e) AR 24 Jaj i 43R 1) B SO AT B 45 2R
(f)  rPReyidt I f 2 AT B0l o AR RIS

PLE (a) = (f) FrERpgett, #OmEEERRgHEOm 2 MEHN, &
T BT RS 4, HHBE: HSA CPM@hsa.gov.sg. — H 238 HIAHSE
A, O SAE—AN H RN B T OR A S 2 S B R R . 1
= E RN, ZEEA R HER, 2O S AR A& 1
i REL 2R, BAEEE,

RAE 2007 F259) R, FrEseak KaES / UKD (BIERD %61, A%
ACEME A GBI ™ i O AN A BRSOk R ik .

BE R P A RLH A 0 2SR Bis AU ERAT Aoz N

FIE R RE H DE (B B EET)

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

N T O ARG R, PAR R DRSS RS, SR H DHE
(B B IE D) 25 A0 L8 fh A 2RI E ZER A A2 b
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M4 1: CPMF5.3_Forensic Classification

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
medicine
(Australia)

Health /
dietary
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:

Designation:
Name of company:

Tel:

Date:

CPMF 5.3

Signature:

Fax:

Fomsgk TAERER - B R e f g
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M4 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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44 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 nhame 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.

| 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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M4 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: hitps//www.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

Frimik TAR R - BT REr M E Page 30 of 42



W2 S FR iR TR S R 20234 6 H

M4 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(75)

| (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/N 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 FiT H1i (1 H AR 24 72 il 44 B
(English / Chinese) (J3Z/H30)
Brand name 744 : Dosage form 57|74 :

Manufacturer 7 B3 (4 o i 24 R 5 894 P27

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

A. Please fill up the following HHE U TEE (BEERHASREREAH BRED) -

|. Fermented Substance(s) (e.q. Cordyceps, Red Yeast Rice) & (SR 22k, 4Ih) -
1. Species (Please include strain identification report, except for Monascus pupureus)

I R P P A R B 2 AR ORI ERRMASE rEdis, ALMB EAAT ERE)

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

BB ERIE, 18 B PR A A ARA

B. Please fill up and attach the following ## 5 L FE&.:

I. Fermented Substance(s): % BEAAs (1 MR F (L2245 1 Name of Document(s) Attached
W2, FTEHERR BT LS

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%)

i 2 REE A B SRS, WEHEER, W
BRMFEHE, RAGRCFHASNEBER (IRE2XX%)

II. Details of Manufacturing Process of Fermented Name of Document(s) Attached
Substance(s): Z B AUTEAN T 25012 240, FELE R B U R
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)

WELREN TZnER, FHEHRBENERE (ol #iR
%) . DARREBEMZE CGoEE. B 85

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

AR R BN AT TIER GMP IR, nfh

CPMF 115 1
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C. Please confirm the following and attach the required details where applicable

EHAFRIE RIS B

|. Details of Manufacturing Process of Fermented

Substances: KE A EANE T

Yes/No

If yes, details to be submitted

HIEH

Wf, R R FOR

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

R ERPRIET 0t CnAsh#ih iE(F A
BFRE ,

1. List of animal-derived materials
| A B 0% SRR T 3 e R
2. If ruminant-derived material is used,
please attach CPMF9.6*
& RSEMRA FHIEERK CPMF9.6*

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

PR SRR AR, Wh

Allowable impurities / by-products limits /
specifications

FF A R B 00 B it B BRI

3. Solvents / chemicals used for purification, if
any & S E RIS kT IR, ol

List of solvents / chemicals

B8 7 i BT 2 i

4. Solvents / chemicals used for extraction, if any
Tl AR ST

List of solvents / chemicals
5\ B Bt R 6 5/ 2 i

5. Hazardous additives, e.g. bleaching agents
used during manufacturing 27 & T B H897%
hngvl, R EES AR RS A

List of hazardous additives and the
allowable residual limits
H\BRZAN NG B SV PR &

6. Residues, if any

e,

Allowable residues limits / specifications

SOV AT B RO PRE AR

*CPMF9.6_TSE undertaking form, to be filled up by the local applicant, can be downloaded from the HSA website. #&
% CPMF9.6 AT i BARZ RFEE T2, H & hAbE =& $ig NEE.

D. Additional Information & M in#tskt:

Details %%

Yes/No

slbias)

If yes, Name of Document(s) Attached
f, 2R, A 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)

FEEHIEEXEN . BRI Fik
Fois R tbnE AR P 8liidE)

2. COA of the fermented substance showing
testing of other by-products or toxic substances,
REE ] P AR A B P M EE B R AR S 4R

=

3. Composition of culture media used in
manufacturing process

=it R ep B FE A 5 IR R A LR 2

CPMF 11.5
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E. Manufacturer of Fermented Substances 4 7= R w MIVEA TR}

| hereby declare that the above information on this form is current and correct. 37 B DA _F AT {EEG(S B2
FEAR LI EMRY.

Name #:4: Designation El% :

Name and address of company 4 /=& BE# 4] 78 &4 FR Ktk -

Tel Hif: Fax £ H.: Date H¥i:

Signature %44 :

F. Local Applicant 7= B & A3 4 30k}

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 b7 i #42 D ARl R B0 fE A 127748
B, e RPuE A BT (R i 4.

Name ZHfi B i A 844 Designation {7 :

Name of company: 73| B3 /A 7] () &4 FK:

Tel #if: Fax f£3i: Date H:

Signature F1iiff A%44:

CPMF 11.5 3

Frimik TAR R - BT REr M E Page 34 of 42



R B L HE FR i 1 R U

202346 A

Mt 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 #R25™= RINF&4 - EHTHON PRI

Product name 7= & % %
(English / Chinese) (3 3/71 )

Brand name i& 7

Dosage form /%!

Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet / Tea
/ Others* [RZE / Fki [ 57 [ SR 1 A0 1 #OR 1 A7) 1SR e
If others, please state:

AT EE:

Pack size £13 3144

STORAGE CONDITION 7 &

Storage temperature (°C)

Below 25 OC / Below 30 ©C / Others*
kT 25°0C/ KT 30°C/ HE*

If others, pl state:
A e E

Relative humidity (%)
FEXTIE BE

Not more than 75% / Others* NI 75% / H'e*
If others, pl state:

A EE:

| 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.

RAUEFTIR 0L B3R (E B RIEMT,

Name (¥ 4):

I+ ORVE 0 A AR AB 20 238 S0l BhES ST (4R 7™ S 4.

Designation (2 %):

Name of company (% & & #5):

Tel (HiF): Fax (f££): Date H#f:

Signature (%%):

* Please select the appropriate 157% i & )£ 1

CPMF 13.4a
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Mt 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
HEZE P SRR MR AR - G T AR ) — Ry EOP R &

Product name 7 fi % #i
(English / Chinese) (3% 3z/%17)

Brand name F i

Dosage form /%! Capsule / Granules / Liquid / Ointment / Pill / Powder / Tablet / Tea
/ Others* R F& / F50KL / & 5% 1 BB 1 AL 1 #GR 1 o7 135550 I e
If others, please state:

A e EE:

Pack size(lf different material,
please submit separate form)

B BEEAE (a7 S 2 TP AL 380
%, BAEFRAES O RS

HS 2 i &%)
STORAGE CONDITION %7 %44
Storage temperature (°C) Below 25 °C / Below 30 °C / Others*
W 770 KT 25°C /KT 30°C/ He*
If others, pl state:
W
Relative humidity (%) Not more than 75% / Others* it 75%/H & *
FRXE BE If others, please state:

e

* Please select the appropriate 74 i & 1]3% 11
CPMF 13.3b
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STORAGE CONTAINER(S) 774 #

Primary packaging (immediate layer in contact with the product)

PR AR (B EM R a%k)
Type of container Bottle / Sachet / Blister / Tea bag / Re-sealable bag / Others*
EHRENY BT /DR AR I FB I ATFAERR B

(Please refer to Page 4 for | If others, please state:
pictorial description)

S e a0k g
(&2 BT ETE) Ay H e EE

Container material Plastic / Glass / Aluminum / Aluminum PVC / Others*
ZR MR R R R e

If others, please state:

AR,

If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP / PS*
0y ,i% 1551 & PETE / HDPE / UPVC / LDPE / PP / PS*

Tamper-evident 53} #r& Yes/No* & | #H*

Protection from moisture Yes /No* & / ##H* | Protection from light Yes/No* & /| &&*
S B IN B 7 bl

CONTAINER CLOSURE (FOR BOTTLES)

m

Type of closure system Screw cap / Flip-top cap / Pull-off cap / Others*

Dictoral descripton (1 8 | MIVE LS

EPY T ER)

Closure system material Plastic / Glass / Aluminium / Others* ®3%} / 357 / $2§ / H&*

A If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP / PS*

nyy¥akt, %45 82 PETE / HDPE / UPVC / LDPE / PP / PS*

If others, please state:

A HE EF

* Please select the appropriate 1% i £ 134 10
CPMF 13.3b
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Secondary packaging (if any)
SEBENREA)

|s packaging critical (i.e. give additional protection to the product) : Yes / No*
BN E B (R 5 RO =2 /AR

If yes, please explain purpose (e.g. protect from light, moisture):
SRR ERRE H )8 B )

Type of container Bottle / Box / Bag / Re-sealable bag / Others*
ZEARRA BT & /B TF AT EHE/ e

(Please refer to Page 4 for | If others, please state:
pictorial description) (i% £:[%

P ER) e R
Container material Paper / Plastic / Glass / Aluminum / Aluminium PVC / Others*
ZER o5 /SRRl BRI R 1 4R0E ) Hoe

If others, please state:

o HE e

If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP /
PS* 4y #3155 8 & PETE / HDPE / UPVC / LDPE / PP / PS*

Tamper-evident #fi#5E | 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.

FARIEAT IR AL A0 LR M5 BOR E R H) I CRIE I A (EFB 0 258 Skl Bh B 7 (R 7™ dh 4.

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

Designation (B %%): Signature (3:4):

Name of company (4 7 £ 75):
Tel (411%): Fax (f£3):

Date (H #):

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

WER, U EERNHRER.

* Please select the appropriate 1% i £ 134 10
CPMF 13.3b
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Type of storage container > 72 2 1255l
Bottle Jffi 1 ‘

Re-sealable bag

BBl

Sachet /¥

Blister #i %

Tea bag 7t

Type of closure s

Screw cap Jiek%

Flip-top cap %

Pull-off cap #i 3

Tamper-evident
seals N 3K
HirE

* Please select the appropriate 1iff i #53% & (1% 77
CPMF 13.3b
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pH

iRy

SR (R

B E R (CRAD

el

pH
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SR (R
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