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(—) 43%E : Natural Products K2R ZE4)
* Traditional Medicine {E# £
¢ Finished Herbal Product f}E2 %
e Herbal Remedy &% f7
¢ Homeopathic Medicine J[EZ4 1%

(=) FEF - RIB 19844 Z i Bl L fE 7t B B 15 # (Control of Drugs and
Cosmetics Regulations 1984) » {#Hif &Y 2gK 5 —FfEa DL
B~ B s R AR GEENE - JEENYEHHZE YY) -
ANEEEEMEE A Ey > TEE AR R BEmS 2 (LE
e -

(=) FDI (Food-Drug Interphase Products ; £ [E]J5 ) : Products with
combination of food ingredients and active ingredients for oral

consumption.

FOOD FDI

J

1. FDI 4348 : {fci% Sale Of Drugs Act 1952 {2575 5 & Negative List for
Food + [ NPRA HEfT FDI 7540 - DATRE et il 3 A Ry 2
R -

2. (FDISpEfkiE) !

! National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp58, Second Edition — September 2016, revised
January 2018.



25 (DRUG)

product formulation containing
substance/ingredient from

negative list for FDI

Products not containing
ingredient(s) from Negative
List For FDI and with

medicinal / health claim

Products intended to be used
or capable, or purported or
claimed to be capable for a
medicinal purpose. (e.g.
products used for the health
benefit of eyes, body weight
control, gastrointestine, brain,

etc.)

Rm(FOOD )

Products not containing
ingredient(s) from Negative
List for FDI and without

medicinal/ health claim.



3.

N

0  No g b~ w N

10
11
12

13

14
15
16

17
18
19

20

21
22

23

FDI & H #51)3E B (Negative List for FDI)
No.

Ingredient
Actaea racemosa L.

Antiaris toxicaria (Pers.) Lesch.

Artemisia spp. (all species)

Aspidosperma Quebracho-Blanco Schitdl

Atropa spp. (all species)

Azadirachta indica
Bile
Brucea javanica,

Brucea. amarissima
Bufo gargarizans Cantor, Bufo.

melanostictus Schneider, Bufo. vulgaris

Lour
Calotropis spp. (all species)

Cannabis spp. (all species)
Catharanthus spp. (all species)
Chelidonium majus

Chondodendron spp.
(all species)

Claviceps spp. (all species)
Colchicum spp. (all species)

Conium maculatum
Coptis chinensis, Coptis teeta
Croton tiglium L.

Datura spp. (all species)

Digitalis spp.(all species)
Dioscorea Hispida

Dryobalanops lanceolata Burck

Common/Other name

Black Cohosh, Cimicifuga
racemosa

Bark cloth tree, antiaris, false
iroko, false mvule, upas tree

Wormwood, Mugwort

Kebrako, White Quebracho

Antropa belladonna (deadly
nightshade)

Nimba, Neem

Sumatrana amarissimus, Java
brucea

Toad, Samsu, kodok, kerok

Apple of Sodom, Crown flower
Marijuana, Hemp

Periwinkle

Celandine, Great Celandine,
Nipplewort

Ergot

Autumn crocus, Meadow
saffron, Naked lady

Hemlock
Chinese Goldthread

Croton

Jimson weed, Devil's apple,
Green Dragon, Zombie’s
Cucumber, Moon Weed,
Trumpet Lily, Stinkweed

Borneo camphor, Kapur, Malay
Camphor, Sumatra camphor



No.

24

25
26
27
28
29
30
31
32
33
34
35
36

37

38
39
40
41
42
43
44
45

46

47
48
49
50

Ingredient

Dryopteris spp. (all species)

Euphorbia spp. (all species)
Fritillaria spp.

Gamma-amino Butyric Acid(GABA)
Garcinia Morella Desr.
Gelsemium semperi virens
Glucosamine

Glutathione

Gypsum Fibrosum

Hyaluronic acid

Hyoscyamus spp. (all species)
Hypericum perforatum
Juniperus sabina

Mahonia aquifolium,
Mahonia. repens,
Mahonia. nervosa

Melanorrhoea usitata Wall.
Monascus purpureus

Mucuna pruriens

Mylabris phalerata, M. cichorii
Natto extracts

Nerium indicum

Nerium oleander

Pearl

Phellodendron amurense,
Phellodendron. chinense

Placenta

Plumbago indica
Plumbago zeylanica
Psilocybe cubensis

Common/Other name

Mountain woodfern, Spinulose
woodfern, Spreading woodfern,
Fancyfern

Spurge
Fritillary Bulb

Gamboge
Palaung Thay

St. John’s Wort

Savin, Savine

Mahonia Aquifolium: Oregon
Grape, Mountain Grape,
Barberry. Mahonia Repens:
Creeping Barberry,
CreepingMahonia, Creeping
Oregon-Grape

Vanish tree

Red yeast rice

Cowhage, Cowage

Blister beatle, Mylabris
Fermented soy bean extracts
Indian oleander, Exile Tree.

Indian oleander, Exile Tree.

Amur Cork tree

Rose-coloured leadwort
White leadwort
Boomers, Gold caps



51 Rauvolfia spp. (all species)

52 Resveratrol

53 Sanguinaria canadensis Bloodroot, Indian Paint

54 Scilla sinensis

55 Simmondsia chinesis Jojoba

56 Sophora tomentosa S(:zsahcoast Laburnum, Silver
57 Spigelia marilandica Worm grass, Pinkroot

58 Stichopus spp. Gamat

59 Strophanthus spp.(all species) Kombe

60 Strychnos ignatii, S. lucida, S. roberans Nux-vomica

61 Symphytum peregrinum Comfrey

ZRIKIE © National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp52-55, Second Edition — September 2016, revised
January 2018.

Note : HIEE AT DUz NPRA 7 i /3 SE T — D iRl
(http://npra.moh.gov.my/index.php/application-forms)
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Dangerous Drugs Act 1952 15 i@ % 515
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* International Trade in Endangered Species Act 2008 (Act 686)
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* National Pharmaceutical Regulatory Division, Ministry Of Health,

Malaysia, “Drug Registration Guidance Document (DRGD)”, Second
Edition — September 2016, revised January 2018.
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1. Z5—3%H : fik§F Poisons Act 1952 H%1Hi L 14 5297 E [Botanicals (and
botanical ingredients) containing scheduled poisons as listed under the

Poisons Act 1952]

Aconitum All species Aconitine
, . Asidospermine,

Asidosperma quebracho  White quebracho Yohimbine
Atropine,

Atropa belladonna Deadly nightshade hyoscine .
(scopolamine),
hyoscyamine

Cabola albarrane Squill Cardla'c
glycoside

Cannabis

(controlled under All species  Marijuana Cannabinoids

Dangeroud Drug

Act 1952)

Periwinkle

Madagascar, Old
Maid, Vinca rosea,
Myrtle Syn: Vinca
balcanica, Vinca

vinca alkaloids,

Catharanthus roseus . , , Vincristine,

difformis, Vinca . .
, Vinblastine

heracea, Vinca
major, Vinca minor,
Vincae minoris
herba

Chondodendron tomentosum C”’afe’ Velvet leaf, Tubocurarine
Ice Vine

Claviceps purpurea Ergot Ergometrine
Autumn Crocus/

Colchicum autumnale  Meadow Saffron/ Colchicine

Naked Lady

°
8



Devil's Trumpet,
Metel, J California

Datura metel Jimson Weed Atropine, .
5Scopolamine
Syn.: Datura
wrightii
Jimson Weed/ Atropine,
Datura stramonium Gypsum Weed, Hyoscyamine,
Loco Weed Scopolamine
L . Lice bane, .
Delphinium staphysagria Stavesacre Delphinine
Common Foxglove, .
L Cardiac
Digitalis purpurea Purple Foxglove, .
glycoside
Kecubung
Squill
Syn.: Urginea
matritima, Scilla
. ” maritima Related Cardiac
Drimia maritima . .
substance: Urginea glycoside
indica, Urginea
pancreatium,
Urginea scilla
Ephedra All species  Ma Huan Ephedrine,
P P 9 Pseudoephedrine
Yellow Jessamine,
Gelsemium sempervirens Evening Trumpet, Gelsemine
Carolina Jessamine
Hyoscyamus muticus Egyptian henbane Hyoscyamine
Hyoscyamus  niger Black henbane Hyoscyamine-

Atropine

o o



Lobelia, pokeweed,
Indian tobacco,
gagroot, asthma

Lobelia inflata . Lobeline
weed, vomitwort,
bladderpod,
rapuntium inflatum.
Lobelia nicotianifolia Wild Tobacco Lobeline
Mitragyna speciosa Daun Ketum Mitragynine
Nicotiana tabacum Common tobacco Nicotine
Morphine,
Codeine,
. . Hydrocodone,
Papaver somniferum  Opium poppy Meperidine,
Methadone,
Papaverine
Yohimbe, Johimbe
. . . Syn. Corynanthe _—
Pausinystalia yohimbe o e Yohimbine
yohimbi
Physostigma venenosum Calabar bean Physostigmine
, . Pilocarpus . .
Pilocarpus microphyllus R S Pilocarpine
Punica granatum Pomegranate Bark Iso-Pelletierine
Rauwolfia serpentina Indian s'nakeroot, Reserpine
Serpentine root
) L African .
Rauwolfia vomitoria Reserpine
serpentwood
Schoenocaulon officinale Veratrum officinale Sabadﬂla,
Veratrine
Scillae bulbus Sea onion, Squill




Solanum nigrum Black nightshade Solanine

Poison nut, Quaker
button, strychnine

Strychnos nux-vomica tree, ma gian Strychnine
zi/magianzi
All parts
Valerian All species except for Valepotriates
root part
Veratrum All species
. Vinca alkaloids,
Including Vincristine
Vinca All species  Catharanthus . o
Vinblastine,
roseus . .
Vinpocetine

E R} KR : National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp296-300, Second Edition — September 2016, revised
January 2018.
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2.

B 0 U E N B HE I # 2L E B 1H P [Botanicals (& botanical

ingredients) which are banned due to reported adverse event]

Contain
Aristolochic Acid
reported to
Aristolochia  All species cause kidney
toxicity (**Please
refer to list A ~
list B)
Berberine
*Other herbs
containing
naturally-
occuring
berberine are
allowed to be
Berberis All species registered with
specific
requirements.
Please refer to
Appendix 92
Notes: Only
prohibited for
oral preparation.

2 National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp410, Second Edition — September 2016, revised
January 2018.

o000
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Genus

Dioscorea

Drybalanops

Borneolum

Larrea

Hydrastis

Magnolia

Stephania

Species

hispida

aromatica

syntheticum

tridenata

mexicana

canadensis

officinalis

tetrandra

Common/

Local Name prohibited

Ubi gadong,
Gadong,
Gadog,
Gadong Lilin,
Gadong
Mabok, Ubi
Arak, Ubi
Akas, Taring
Pelanduk,
Susur Gadong,
Gadongan,
Kedut dan Ubi
Bekoi

All parts

Borneo/Malay/
Sumatra
Camphor,
Pokok Kapur

Whole herb

Bingpian,
borneol

Chapparal

Goldenseal,
Eye Balm,
Indian Dye

Houpu,
Magnolia

13

Part of plant

Reason for
prohibition

Contain
dioscorine and
dioscorinine
reported to
cause burning
sensation in the
throat, giddiness,
followed by
haematemesis,
sensation of
suffocation,
drowsiness and
exhaustion

Not allowed for
oral preparation
Contain
camphor- not
allowed for oral
preparation
Contain borneol-
not allowed for
oral preparation
Reported to
cause liver
toxicity
Reported to
cause
disturbance of
the nervous
system

Reported to
cause kidney
toxicity



Piper
methysticum

methysticum  Kava-kava

officinale
Symphytum  asperum Comfrey

X. uplandicum

aureus Life root

Tansy ragwort,

jacobaea Tansy
Butterweed

bicolor Silver ragwort
Alpane

nemorensis  ragwort, Reportgd to
Wood ragwort cause liver

toxicity
Common
Senecio groundsel,

vulgaris Groundsel,
Old-man-in
the-spring

longilobus Threadleaf

-syn .with groundsel,

douglasii, Threadleaf

filifolius ragwort
German/

Scandens ég'::?\ll y

Buch.-Ham Climbing
Groundsel

ERIIE © National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia,
“Drug Registration Guidance Document (DRGD)”, pp301-303, Second Edition — September
2016, revised January 2018.
BF BRI IBIEYIAN - HARRTAE S B SRR HELEE (AR List A~ ListB) » A[HHE
Tl EEEETIRE - ERRR RS AT R S R A -

[ N )
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List A: EVFIE AL (EEE S B HE5HETEY) (Botanicals Known or Suspected
to Contain Aristolochic Acid)

. Common or
Botanical Name Other Names
Asarum canadense Linn. Wild ginger
Syn. Asarum acuminatum (Ashe) E.P. ) )
Bicknell Indian ginger
Syn. Asarum ambiguum (E.P. Bicknell) Canada
Daniels
Syn. Asarum canadense var. ambiguum Snakeroot

(E.P. Bicknell) Farw.
Syn. Asarum canadense var. reflexum (E.P. False coltsfoot

Bicknell) B.L. Colic root

Rob. Heart snakeroot

Syn. Asarum furcatum Raf. Vermont

Syn. Asarum medium Raf. Snakeroot

Syn. Asarum parvifolium Raf. Southern

Syn. Asarum reflexum E.P. Bicknell snakeroot

Syn. Asarum rubrocinctum Peattie

Asarum himalaicum Hook. f. & Thomson ex

Klotzsch

or Tanyou-saishin (Japanese)
Asarum himalaycum Hook. f. & Thomson ex

Klotzsch

é's;n\/(n;ns;)lendens (F. Maek.) C.Y. Cheng & Do-saishin (Japanese)

15



Specimen exists at New York
Botanical Gardens.

Tropicos does not list this
species as a synonym for any
Thottea species. Kew

Bragantia wallichii R.Br. Gardens Herbarium does not
recognize the genera
Bragantia. Until additional
information is obtained we will
use the name as cited in J.
Nat. Products 45:657-666
(1982)

EIAIE : National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia,

“Drug Registration Guidance Document (DRGD)”, pp304-305, Second Edition — September
2016, revised January 2018.
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List B: SR{LUB 5 FE 9185 I HE Y (Botanicals which may be Adulterated with
Aristolochic Acid)

Botanical Name Common or Other Names

Akebia spp. Akebia
Mu tong
Ku mu tong
Zi mutong
Bai mu tong
Mokutsu (Japanese)
Mokt'ong (Korean)

Akebia quinata (Houtt.) Decne. Chocolate vine
Syn. Rajania quinata Houtt. Fiveleaf akebia

Mu tong

Yu zhi zi

Mokutsu (Japanese)
Akebia trifoliata (Thunb.) Koidz. Mu tong

Three leaf akebia

Yu zhi zi
Asarum forbesii Maxim. Batei-saishin (Japanese)
Asarum heterotropoides F. Schmidt Keirin-saishin (Japanese)
Syn. Asarum heterotropoides F. Schmidt Chinese wild ginger
Syn. Asiasarum heterotropoides (F. Schmidt) nanchurian wild
F. Maek. Ginger

Bei xi xin

Xin xin
Asarum sieboldii Miq. Usuba-saishin (Japanese)
Syn. Asarum sieboldii fo. seoulense (Nakai) Chinese wild ginger
C.Y. Cheng & Xi Xin
C.S. Yang Hua Xi Xin

Manchurian wild
ginger
Siebold's wild ginger

Syn. Asarum sieboldii var. seoulensis Nakai
Syn. Asiasarum heterotropoides var.
seoulense (Nakai) F.

Maek.

Syn. Asiasarum sieboldii (Miq.) F. Maek.

17



Botanical Name

Clematis spp.

Clematis armandii Franch.

Syn. Clematis armandii fo. farquhariana (W.T.
Wang)

Rehder & E.H. Wilson

Syn. Clematis armandii var. biondiana
(Pavol.) Rehder

Syn. Clematis biondiana Pavol.

Syn. Clematis ornithopus Ulbr.

Clematis chinensis Osbeck.

Clematis hexapetala Pall.

Clematis montana Buch.-Ham. ex DC.
Syn. Clematis insulari-alpina Hayata
Clematis uncinata Champ. ex Benth.

Syn. Clematis alsomitrifolia Hayata

Syn. Clematis chinensis var. uncinata
(Champ. exBenth.) Kuntze

Syn. Clematis drakeana H. Lév. & Vaniot
Syn. Clematis floribunda (Hayata) Yamam.
Syn. Clematis gagnepainiana H. Lév. &
Vaniot

Syn. Clematis leiocarpa Oliv.

Syn. Clematis ovatifolia T. Ito ex Maxim.
Syn. Clematis uncinata var. biternata W.T.
Wang

Syn. Clematis uncinata var. coriacea Pamp.

Syn. Clematis uncinata var. floribunda Hayata

Syn. Clematis uncinata var. ovatifolia (T. Ito
exMaxim.) Ohwi ex Tamura

Syn. Clematis uncinata var. taitongensis Y.C.
Liu &C.H. Ou

Cocculus spp.

18

Common or Other Names

Clematis

Mufangji

Clematidis

Ireisen (Japanese)
Wojoksum (Korean)
Armand's clematis
Chuan mu tong (stem)
Xiao mu tong
Armand's virgin

bower

Chinese clematis Wei ling xian
(root)

Cocculus



Botanical Name Common or Other Names

Cocculus carolinus (L.) DC.

Syn. Cebatha carolina Britton

Syn. Epibaterium carolinum (L.) Britton
Syn. Menispermum carolinum L.
Cocculus diversifolius DC.

Syn. Cocculus madagascariensis Diels
Cocculus hirsutus (L.) Diels

Syn. Cocculus villosus DC.

Syn. Menispermum hirsutum L.
Cocculus indicus Royle Indian cockle
Syn. Anamirta paniculata Colebr.
Cocculus laurifolius DC.

Syn. Cinnamomum esquirolii H. Lév.

Cocculus leaebe DC.

Cocculus madagascariensis Diels

Syn. Cocculus diversifolius DC.

Cocculus orbiculatus DC. Moku-boui (Japanese)

Syn. Cissampelos pareira Linn.

Cocculus orbiculatus (L.) DC.

Syn. Cocculus cuneatus Benth.

Syn. Cocculus sarmentosus (Lour.) Diels

Syn. Cocculus sarmentosus var. linearis

Yamam.

Syn. Cocculus sarmentosus var. pauciflorus

Y.C. Wu

Syn. Cocculus sarmentosus var. stenophyllus

Merr.

Syn. Cocculus thunbergii DC.

Syn. Cocculus trilobus (Thunb.) DC.

Syn. Menispermum orbiculatus L.

Syn. Menispermum trilobum Thunb.

Syn. Nephroia sarmentosa Lour.

Cocculus palmatus (Lam.) DC. Columba
Columbo

19



Botanical Name Common or Other Names

Cocculus pendulus Diels

Syn. Cebatha pendula (J.R. & C. Forst.)
Kuntze

Syn. Epibaterium pendulus Forst. f.
Syn. Cocculus Epibaterium DC.

Cocculus pendulus (Forst. & Forst.) Diels

Cocculus palmatus Hook.

Syn. Jateorhiza Miersii Oliver Colombo

Cocculus thunbergii DC.

Diploclisia affinis (Oliv.) Diels

Syn. Diploclisia chinensis Merr.

Syn. Cocculus affinis Oliv.

Diploclisia chinensis Merrill Xiangfangchi

Menispernum dauricum

Saussurea lappa (Decne.) Sch. Bip. /
Aucklandia Lappa

Sinomenium acutum (Thunb.) Rehder & E.H.
Wilson Syn. Cocculus diversifolius var.
cinereus Diels

Mokkou (Japanese)

Orientvine Xunfengteng
Dafengteng Dagingmuxinag

Syn. Cocculus heterophyllus Hemsl. & E.H. Zhulgus.an -
. . Da ye gingshener Mufangji
Wilson Syn. Menispermum acutum Thunb. Hanfangii
Syn. Sinomenium acutum (Thunb.) Rehder & Tuten 9
E.H. Wilson var. cinereum (Diels) Rehder & . 9
. Zhuigufeng
E.H. Wilson Maofangii
Syn. Sinomenium diversifolium (Diels) Diels 9
Stephania spp. (except for Stephania .
Tetrandra which is banned) Stephania
Viadimiria souliei (Franch.) Ling Sen-mokkou

ERIKE © National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp305-310 Second Edition — September 2016,
revised January 2018.
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3. H=H iR ZERFEEE LRy CEYRINTAEEEY) [Ingredients

(Botanicals and Substance Derived from Animals) which are banned due to

safety reasons]

Abrin, Agrus,

Abrus precatorius Seed Agglutinin

- Potent inhibitor of
protein and DNA
synthesis

- Severe diarrhea

- Severe stomach
cramp

- Severe
gastroenteritis

Adonis vernalis Adonitoxin

Uncontrolled dose can
damage heart and
cause death

Animal parts containing hormones (All species)

Cardiac glycoside

- Latex is highly

(antiarin), poisonous
Cardenolides &
Antiaris toxicaria  Latex, sap . ) - Paralyze heart
alkaloids with
) . muscle and cause
cardiac arresting death
potential
Reported to cause
Aristolochia  All species Aristolochic acid kidney toxicity,
interstitial nephropathy
o000
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gigantean

Calotropis

procera

Latex

Cardiac glycosides,
calotropin

Severe mucous
membrane irritation
characterized by
vomiting, diarrhea,
bradycardia,
convulsion and death

Catharanthus roseus

Vinca alkaloids

Bone marrow
depression, central
and peripheral
(including autonomic)
neurotoxicity

manghas

Cerbera

odollam

Seed

Seed

Digitoxynglycoside,
Cerberine,
Cerberoside,
thevetin

Cerberine,
Cerberoside,
odollin, odolotoxin,
thevetin and

- Drastic purgative and
emetic

- Burning in the
stomach sensation,
vertigo, nausea,
violent purgation and
colic

- Heart failure

- Gastro intestinal
symptoms

- cardiac toxicity

- Nausea, severe

retching, vomiting,

abdominal pain,
blurring of vision

- Arterial block and
nodal rhtym,

cerapain .
hyperkalaemia
- Irregular respiration,
collapseand death
from heart failure
o000
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Cinchona

Quinine and

All species derivatives

- Resistance of
malarial vector

- Use of bark is
contraindicated in
pregnancy and ulcers,
intestinal or gastric,
and if taken
concommitantly with
anticoagulants can
increasedtheir effects

- Can elicit
thrombocytopenia with
purpura

- Cinchona alkaloids
are toxic. Can cause
symptoms such as
blindness, deafness,
convulsions and
paralysis

Citrullus

Colocynthis Seed, fructus Curcubitacin

- Carcinogenic effects,
induce infertility in
both sexes

- Enterohepatonephro-
toxicity

Dryopteris

filix-mas Rhizome  Filicin, aspidinol

Hepatotoxic and
blindness
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Inflammation of the

antiquorum ; f
Apha euphorbol, gastrointestinal
. . mucous membrane,
Euphorbia Latex Beta amyrin . s
irritate skin, difficult
. cycloartenol Euphol .. .
trigona respiration, eyes pupil
dilated
- Highly irritant to skin
. . - Cause blindness if it
Excoecaria  agallocha Latex Excoecaria phorbol enters the eye
- Biocidal
acuminate Vomiting,
hypercarthasis,
; Cambogic acid, B- sympathetic irritation
Garcinia hanburyi Gum resin  guttiferin, a-1 of sympathetic
guttiferin nervous
morella system,caused death
by gastro-enteritis
Gelsemine & Paralysis, shortness of
Root, -
, gelseminine breath, muscle
Gelsemium  elegans leaf, . . . .
. (Gelsemium indole stiffeningcoma,
rhizome

alkaloid)

hypocyclosis

Hyoscyamus muticus

Hyoscyamine,
atropine, hyoscine

Difficulty in swallowing
and talking, transient
bradycardia followed
by tachycardia with
palpitation and
arrhythmias, CNS
depression, coma
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Jatropha

multifida

Fruit,
seed

Phytotoxin
(toxalbumin -
Curcin)

Nausea, vomiting,
serious purgative
action

Lantana

camara

Lantadene,
Lancamaron

Cause toxicity in
buffalo, cattle, sheep
and goat. Symptoms
include photosensitive
dermatitis, jaundice
and yellowing of
mucous membrane
and loss of appetite
with a decrease
inruminal motility

Lobelia

chinensis

tupa

Lobeline

- Stimulant and has
peripheral and central
effects

- Excessive use can
cause nausea,
vomiting and dizziness

- Stimulant and has
peripheral and central
effects

- Caused arrhythmias

25



Lytta

Whole body,

) Cantharidin
tincture

vesicatoria

- Excessive salivation,
abdominal pain,
swelling of kidney and
urogenital system,
headache, vomiting
and diarrhea
accompanied by
bleeding

- Burning of the
mouth, dysphagia,
nausea, hematemesis,
gross hematuria and
dysuria

- Renal dysfunction
and related to acute
tubular necrosis and
glomerular destruction

Melaleuca

alternifolia Tea tree oil

Skin irritation,
respiratory distress,
vomiting, diarrhea and
cytotoxic for oral
administration.

* Banned in oral
preparation
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Papaver

All species

Morphine and
derivatives, codeine

- Potential abuse

- Dependence,
palpitation,
hallucination, euphoric
activities, CNS
depression

- Nervous system
toxicity
- Possible death from

circulatory and
respiratory failure

Pilocarpus

pinnatifolius Bark

Pilocarpine

jaborandi

Bronchospasm, ocular
problem, miosis,
blurred vision

Podophyllum

emodii

Root,
leaf

peltatum

Podophyllin resin

- Serious systemic
toxicity withexcessive
amounts (persistent
nausea and vomiting,
tachypnea, fever,
stupor, coma,
tachycardia,
neuropathy and death)

- Renal failure and
hepatotoxicity

Solanum

dulcamara

Leaf, flowering Solanaceous
tops alkaloids

Typical antimuscarinic
effect e.g. dry mouth,
mydriasis




Strophantus Cardiac effect similar

Strophantus All species

alkaloids to digoxin
. Pyrrolizidine Reported to cause
Symphytum - pregrinum alkaloids liver toxicity

Z R A5 : National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp311-316, Second Edition — September 2016, revised
January 2018.
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enabled Product License Holder,
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Password
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licensing, market sampling, renewal

2 =}
O Register (NEW USER)
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(=) Quest 3+ i1 & 50 FH AR i AE

1. BAEY Quest 3-+{EH - iy MRS - HHEEA
(https://quest3plus.bpfk.gov.my/front-end/login-alternative.php)

2. HFERMBEE

(1) FrE bR EE AR « B3 Product Registration> #4558 New Application
Form—>%£$2 Natural Product (%1 ~[&E)

A Dashboard

1 Membership Utilities

K Product Registration

New Application Form
( New Drug Producis
(¥ Biologics

(& Prescription

(¥ Non-Prescription
(& Natural Product
Traditional (Medium)

Traditional (General)
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(2) HHE A HEAS © Natural Product 224242 Product Validation ~ Part I
Part IT ~ Submission & Declaration &1 (2 FEA)

Product Registration

Prescription Full Evaluation

r I¥ Product Validation = Part| - Part Il « Submission & Declaration

Note to Applicant

ERZJR : USER MANUAL QUEST 3+ System Module: PRODUCT REGISTRATION (Front-End)

A

Product Submission &
Validation 2l ] Declaration
Reoduct Section A User can
hame
check by
Dosage -
Section B summary
form .
ACtive via status
. - Section C Section P symbol,
ingredient :
either each
Excipient Section D form is
w e ‘ complete
. . Section E or not.
information
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Part [ $EESIEH
Part |

Section A A1 Product Name
A2 Name & Strength of Active Substance and Excipient
A3 Dosage Form
A4 Product Description
A5 Pharmacodynamics
A6 Pharmacokinetics
A7 Indication
A8 Recommended Dose
A9 Route of Administration
A10 Contraindications
A11 Warning and Precautions
A12 Interactions with Other Medicaments
A13 Pregnancy and Lactation
A14 Side Effects
A15 Symptoms and Treatment of Overdose
A16 Storage Conditions
A17 Shelf Life
A18 Therapeutic Code/ ATC Code

Section B B1 Batch Manufacturing Formula

B2 Attachment of Batch Manufacturing Formula
Section C C1 Pack Size

C2 Immediate Container Type

C3 Barcode/ Serial No. (Optional)

C4 Recommended Distributor’s Price (RM) (Optional)

C5 Recommended Retail’s Price (RM)

(Optional)
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Section D

Section E

Part |

D1 Proposed Label Mock-up for Immediate Container

D2 Proposed Label Mock-up for Outer Carto

D3 Proposed Package Insert

E1 Product Owner

E2 Letter of Authorization from Product Owner

E3 Letter of Appointment of Contract Manufacturer from
Product Owner (if applicable)

E4 Letter of Acceptance from Contract Manufacturer
(if applicable)

ES5 Is the active ingredient(s) patented in Malaysia?
(Yes/ No) (If yes, please attach the related
document)

E6 Certificate of Pharmaceutical Product (CPP)

E7 CPP Issuing Body

E8 Is this product licensed to be placed on the market
for use in the exporting country? (Yes/ No) (If no,
please state the reason)

E9 Is the product on the market in the exporting
country? (Yes/ No) (If no, please state the reason)

E10 Date of Issue of CPP

E11 Date of Expiry of CPP

E12 Certificate of Free Sale (CFS)

E13 CFS Issuing Body

E14 Date of Issue of CFS

E15 Date of Expiry of CFS

E16 Certificate of Good Manufacturing Practice (GMP)

E17 Certificate of GMP Issuing Body

E18 Date of Issue of Certificate of GMP

E19 Date of Expiry of Certificate of GMP

E20 Summary of Product Characteristics

(Product Data Sheet)
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E21 Consumer Medication Information Leaflet (RIMUP)
[Previuosly known as Patient Information Leaflet
(PIL)]

E22 Attachment of Protocol Analysis

E23 Attachment of Analytical Validation

E24 Certificate of Analysis (CoA)

E25 Other Supporting Document (if any)

E26 Manufacturer (Name and address)

E27 Importer (if any)

E28 Other manufacturer(s) involved, e.g. repacker
(if any)

(Please attach Certificate of GMP, if yes)

E29 Store Address

Part 1 BHESIEH
Section P P1 Description and Composition

P2 Pharmaceutical Development

P3 Manufacturer

P4 Control of Excipirnts

P5 Control of Finished Products

P6 Reference Standards of Materials

P7 Container Closure System

P8 Stability

P9 Product Interchangeability/ Equivalent Evidence
(Bioavailability/ Bioequivalence, BA/BE)
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(=) &M (BWEHE : RM)
L FFAlRE GECIHERS)

B B 1000 500 500
IfEX 10 10 10
BRUHARR 145 145 148
EREEHARR BFE 12 Bai BE 12 BHi ZEF6 Bl

2. Quest 3+& BEMME (M5 USB - flES 5 )

RM 275.60
(USB Token device + 1 year Digital Certificate validity)
RM 307.40
(USB Token device + 2 year Digital Certificate validity)
RM 355.10
(USB Token device +3 year Digital Certificate validity)

3. EAMmALTHEEE « BGEM R E AN TE S

A

1 By (EO) 500 700
2 {EirgEy) (BO) 500 -

MR Quest 3+AM (&
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(P9 ) S 1 38 i

Borang 5

'+ PERATURAN-PERATURAN KAWALAN DADAH DAN KOSMETIK 1984
[Peraturan 12(1)]
PIHAK BERKUASA KAWAL AN DADAH
KEMENTERIAN KESIHATAN MALAYSIA

H
J ]
&
7

LESEN MENGIMPORT
NO. LESEN : RS
Lesen ini memberikuasa kepada
P R AEIAGE R

untuk mengimport, menjual secara runcit atau borong at au membekal keluaran yang disenaraikan
di muka sebelah lesen ini.

Lesen ini adalah tertakluk kepada syarat-syarat benikut:

Satu salinan sahih invois dan perakuan analisisan tiap-tiap kumpulan barang-barang yang diimport
hendakiah dihantar kepada Pihak Berkuasa apabila sahaja tiap-tiap konsignasi diterima.

BAGI KELUARAN YANG MANA PERATURAN-PERATURAN INI BERKUATKUASA,
PEMEGANG LESEN DIBENARKAN MENGIMPORT HANYA KELUARAN
BERDAFTAR SEPERTI YANG DISENARAI DALAM LAMPIRAN.

(bermambung di atas kepingan lain yang dilampirkan kepada lesen ini *)
Alamat stor:

Lesen ini adalah sah dari 05/06/2014
hingga 311212014

Tarikh: 05062014

Pengarah Perkhidmatan Farmasi
* Potong jika tidak berkenaan

No. Lesen dahulu :
Tarikh dikeluarkan :
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AN BEXGRIBER
—) HEELELNFER

RACHEEER - EiEELHE (EIEARE - BIESE) ; s ER i
& ol 2 SERYEIRATIE ZE e s © B RSN IS - A
FEEYVIIE RATHE s BEETRAZ SRS - H s B (E IR E T )
T g GMP 385 ; BN F (FEMAEEE) rEEMESE AR E -

~ N

Product name
Dosage form
Active ingredient(s)
Excipient(s)

Other information

Section A : = Product Name

Product Particulars = Product Description

= Batch Manufacturing
Section B : Formula

Product Formula = Active Ingredient

= Excipients

. = Pack size

Section C : . )

. . = |mmediate Container
Particulars of Packing

Type
Section D : = Proposed Label Mock-
Label & Package Insert up for Immediate
Container

= Proposed Label Mock-
up for Outer Carton

Section E : Supplementary Documentation

Section P : Drug Product (Finished Product)

39



(=) HEESIRHE R HEP

L 22 Vel B i

Stability data as shown in the following example shall be submitted for evaluation.

EXAMPLE:

STABILITY DATA

PRODUCT NAME
DOSAGE FORM
CONTAINER/ PACKAGING
MANUFACTURING DATE
EXPIRY DATE

. dd/immiyy
: dd/mmlyy

: TABLET ABC 500MG

40

BATCH NO.
STRENGTH/ VOLUME
DATE OF REPORT
TEMPERATURE
RELATIVE HUMIDITY

:30°Ct2°C
175 % £ 5%



Frequency of Test, in month
Tests Acceptance Criteria/ Specification (Kekerapan Ujian, bulan)
0|3 |6 |9 12|18 |24 |36

Product description |Film-coated tablet, brownish in colour

Disintegration test [NMT 30 minutes

Microbial
Contamination
Test:
- Total Aerobic

] ) NMT 2 x 104

Microbial Count
- Total Yeasts &
NMT 2 x 102

Moulds Count

» NMT 2 x 102 CFU of bile-tolerant
gram- negative bacteria in 1g or
1ml

- Testfor Specified |~ Absence of Salmonella in 10g or
Microorganisms 10ml
»  Absence of Escherichia coliin

1g or 1ml
~  Absence of Staphylococcus

Heavy Metal Test:
<10.0 mg/kg (< 10ppm)

- Lead 5.0 mg/kg (< 5ppm

- Arsenic <0.5 mglkg Es Oz:)p:n) NA
- Mercury <0.3 mg/kg (< 0.3ppm)

- Cadmium

Conclusion

Prepared by: (signature) Checked by: (signature)
Name: Name:

Designation: Designation:

Date: Date:

Approved by: (signature)

Name:

Designation:

Date:
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2.

No.

© 0o ~NOo o b

10

11

12

Rk YEEE T

Immediate Package Blister
Items Label Outer Label Inser? Pack
Product name EREE v v v v
Dosage Form Y v v v v
Name .of active BRRA ST
ingredients. QEENRE v v v
including part of PR ER 4}
plant used
Strength of active =~ BV ¥ L, L,
ingredient in weight E
Indication HEFERE v v v
Batch number HE5R v v v
Manufacturing date  £LEHER v v
Expiry date BB v v v
Dosage/ Use (G v v v
instruction
Storage condition(s) &
- state temperature Eééi}g;g;'liﬁ
used in the stability B £ {55 8 3R
study & , y y
- state “Protect from ", - « N
light and moisture” ﬁ;;gﬂléﬁ%zg
(fproductisrot g 5 ;2
acked in moisture N
fesistant container) PR aEe)
Registration number _..-xx
(Mfd_) LEEIRS v v v
Name and address
of product
registration holder ~ EFAIFERBA S, S,

(Example: Product ~ &FBE 3t
Registration Holder:
XXXXX)

3 National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp338-340, Second Edition — September 2016,
revised January 2018.
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No.

13

14

15

16

17

18

Immediate Package Blister

Items Outer Label

Label Insert
v v
Name and address At least At least
of manufacturer 5 75 2 FE B name gf name Qf
(Example: mn town/ city town/ city v
Manufacturer: and country and country
XXXXX) of of

manufacturer manufacturer

Warning label (if
applicable) e.g.
Ginseng, Bee Pollen
etc. as required
under 2.7.2 Specific
Labelling
Statements/ EEIEE v v v
Warning &
Precautions

Note: Please refer
Appendix 9:
Labelling
Requirements

pack size SEST ‘ v v
(unit/ volume)
Name and strength  BAFE El B9 & 8 ¥ L, L,
of preservative REE
st awegrs

’ 2 (mE)
present

To declare source of
ingredients derived

from animal origin 4 7 43 5 5k

ot ncluding B/BIERA/ v
excipient) including e

starting materials PR

and gelatine

(capsule shell).
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Additional statement Fi0=EH (4N

v v v
19 (if applicable) a)
A B —vvf] *A D /It =
i Contraln.dlcaFlon/ BR/EEER S, S, S,
Precaution (ifany) (208 )
21 Security Label S iEi v#
(Hologram)

# (1) In case of a product without an outer carton, the security label shall be applied onto the immediate

label. The security label shall however not be applied onto the outer shrink wrap of the product.

(i) Exemption will be for small labels (i.e. volume of 5ml and less) such as for ampoules/
cartridge/vials.
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3. MRERME W SR
a. [EIRRZNE

No. ZRER
HIMERMEB BEFRNESR  SHRAEREL/MEENTIERE
f5lzn = T {EPRAEEET{#EFI (Chinese Physician Use Only) ; ~

" (& RKFEEEEME B (Ayurvedic Practitioner Use Only) |

ARG - PR ¢ T RS A HE(SAMPLE NOT FOR SALE)
B R A AR
BERENAR
EIEY))2%s8
[E5 T

N

o b~ WN

b. NIEBRZNE

No. REA
1 BEFRHZEEIEZES

2 REEFEER

3 BARERE

4 MERIFFSR (BMsLE)

5 THRIBR

6 ELEREETN—HER

7 RETAERSEELENL

8 HRIRAERAERENBAMN EREEARRERAVEMES (FIZ0 - BRIREER)

4 24NN 7552 B National Pharmaceutical Regulatory Division, Ministry Of Health,
Malaysia, “Drug Registration Guidance Document (DRGD)”, pp341-355, Second Edition —
September 2016, revised January 2018.
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c. HAth=1E

o R EMECTTEH 2R R AL/ Eh Y E Fr/E T R R SR A
2 A 1 TR E TS TR R FY I P/ e

o FrEREAG LA DU A B SUER - Sr DA SGER I -

o ENAFERLANRE ZE D IRIEER E MR L — » iR
Wy B A N R A A T L E SU/E DCA FEfHY 7=

o TEHEMURMHALAL)GE « AMEGHE Z M Se BT - HIEERFREES
2 75 B {7 T B 2% i 2 (Malaysia Department of Islamic Development,
JAKIM)=K, JAKIM F¥ AT By BT B AH #7838 < HALAL BEGE - HHER
NJFER] NPRA 222 FE A S RC B B FRGR  FHRE(E At b AU ZE A
& _ERE B ESRES - WHEA0E i S F Rt -
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4. KN fh(natural products)zft BH & i B H#E #E A 3% 35 DL “Traditionally
used for..... "By Fa] R - AI W ZHIZEYIThRE - ALAT 9 K -
a) General Health Maintenance
1. For general health
. General health maintenance
. For health and strengthening the body
. For relief of body heatiness
. For general debility, weakness after illness or childbirth
. For loss of appetite
. For difficulty in sleep

. For relief of fatigue

© | 0 N oo M W DN

. As an aid to overcome fatigue during physical exertion

-
o

. To expel wind and invigorate vital energy

-
—_

. To improve appetite

N
N

. For relieving waist ache and body weakness

-
w

. For relieving dizziness, sweating, and difficulty in sleep
14. For reducing body odour
15. For reducing toothache
16. To relieve tired eyes
17. For healthy eyes
b) Blood & Body Fluid
1. For improving blood circulation
2. To improve urination
3. For improving bowel movement
4. For relieving mild vomiting

5. For reducing minor swelling

National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp318-322, 604, Second Edition — September 2016,
revised January 2018.
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1. For strengthening muscle and bone

2. For relieving muscular ache

3. For relieving waist ache and backache

4. For relief of joints and muscular pain

5. For relieving muscles sprain

1. To relieve

2. For relieving fever

3. For relieving headache

4. For relieving pain and itchiness related to piles

5. For symptomatic relief of body heatiness

1. For relief of fever, cough and cold

2. For relief of sore throat

3. For reducing phlegm and relief of cough, sore throat and body
heatiness

. For relief of throat irritations and cough

. For relief of nasal congestion

. For relief of sore throat and cough

. For relief of mouth ulcers due to heatiness

0 N o o &

. To relieve sinusitis

1. For relief of stomach ache, mild diarrhoea

N

. For relief of flatulence, stomach ache, mild diarrhoea, and loss of
appetite

. For relief of mild diarrhoea, vomiting and improve appetite

. For relief of mild constipation

. To improve appetite and digestion

(2NN BRI~ V]

. For relieving abdominal pain and flatulence
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7.

For relief of stomach ache, constipation, mild vomiting and indigestion

8.

Aid in digestion

1.

To relieve menstrual pain, headache and to regulate menstruation

. To reduce body weight

. For relief of vaginal discharge

. For women after childbirth

. For general wellbeing and strengthen the body after childbirth

. For women after childbirth to reduce body weight

. For symptomatic relief of vaginal discharge and mild itch

O N OO g~ WDN

. To improve menstrual flow, for relief of menstrual pain, vaginal

discharge and flatulence

9.

For strengthening body muscle and reducing body weight

10. For general health of women after childbirth

11. To relieve symptoms of menopause

1.

For energy and men’s health

1.

For symptomatic relief of pain and itch associated with insect bites

2.

For relief of minor burns

3.

For relief minor cuts

4.

For relief of minor bruises

5.

For reducing pimples

6. To help maintaining healthy skin, nail and hair

7.

For reducing pimples and mild itch




5. BIEW RFLEELR /ER ¢ RSk A BN FRITLZR R

JHEAR

Disease or defects
of the kidney

Disease or defects
of the heart

Drug addiction

Diabetes

Hernia or rupture

Epilepsy or fits

Disease of the eye

Hypertension

Paralysis Mental disorder

Tuberculosis Infertility

Asthma Frigidity

Leprosy Impairment of
sexual function or
impotency

Cancer Veneral disease

Deafness Nervous debility or

pother complaint of
infirmity arising from
or relating to sexual
intercourse.
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6. EEEH

Example of label approved by the Authority:

This is a traditional medicine

Please consult your pharmacist/
doctor before taking this product

Jauhkan daripada capaian
kanak-kanak
Keep out of reach of children

Indication: Traditionally used for
women’s health

Warning: Pregnancy and
breastfeeding: Insufficient reliable
data

Keep below 30 ° celcius
Protect from light and moisture

Manufacturing date:
Expiry date:

KAPSUL PQR
50oMG

MALXXXXXXXXT

50 CAPSULE

Each Capsule (Vegetable capsule)
contains :

Folium XX 200mg
Fructus QY 300mg

Dosage : 2 capsule taken twice a
day after food

Marketing authorization holder:
Syarikat XYZ Sdn Bhd

18, Jalan Utama

47000 Sungai Buloh

Selangor

Manufactured by:
Syarikat ABC Sdn Bhd
3, Jalan Universiti
46730 Petaling Jaya

* FREALUE AL BTSSR -
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7. b R B[R

No.

Non-Permissible Product Names

Prohibited use of disease names as
stated in the Medicines (Advertisement
and Sale) Act 1956 (Revised 1983)

Prohibited use of a single active
ingredient as a product name in
products containing more than one
active ingredient unless product name
contains words such as Plus,
Compound, Complex, Herbanika

Prohibited use of superlative - Names
which indicates superiority in efficacy

Prohibited use of spelling of words which

may cause confusion

Words which involve names of/part

thereof:

i) 20 disease names prohibited in the
Medicines (Advertisement and Sale)
Act 1956 (Revised 1983)

ii) Diseases without scientific evidence
of efficacy/ prescription medication to
treat diseases/ parameters that
indicate certain diseases (e.g. insulin,
glucose)

i) Prohibited indication (e.g. to detoxify
body)

52

Example

Example:
Diabetes, Asthma, Cancer

Example:

Tongkat Ali Capsule ---- But
product contains tongkat ali,
ginseng, ect.

Example:

Power/ Kuasa, Superior,
Pure, Mustajab, Safe,
Healthy/ Sihat, Penawar/
Shifa, VIP, Good, Heal/
Sembuh, Premium,
Mustajab, Men/ Women/
Children Complete,Men/
Women/ Children Enriched,
Paradise/ Syurga, Menawan,
Booster

Example:

a) Go Out = GOUT

b) UTix = Urinary Tract
Infection

c) Diabecine = Diabetes

d) Metformon = Metformin

e) Insuprem = Insulin

f) Glucosey = Glucose

g) DetoxB = Detox body



No.

10.

Non-Permissible Product Names

Prohibited use of names which may
cause ambiguity
Ambiguous product name

Prohibited use of names which may be
offensive or indecent

Prohibited use of product names which
are incoherent with the approved
indication Name containing a product
claim whereas product is indicated for
more than the approved indication

Prohibited use of product names which
has elements of ludicrous belief
Statements referring to ancient believe/
negative spirits/ supernatural power

Prohibited use of product names similar
to the existing approved product names
Product names similar to the spelling
and pronunciation of words of the
existing product names

Prohibited use of product names which
may cause ambiguity in the nature of
product (drug/ food/ beverage) Product
names similar to a food/ beverage
product

53

Example

Example:
B For Energy?

Example:
SENXBIG=SEnXBIG (label)
Sexy, Enjoy, Paradise,
Heavenly, Blue boy,
Casanova, Desire
(Dezire),Sensual
(Xenxual),Asmara,Syok

Example:

Cough Syrup X= Approved
indication for cough,
dizziness, fluand itch

Example:

Words such as miracle,
magic, magical, miraculous,
saintly, heavenly

Example:
Tenormin vs Tenormine vs
Tenormy Re-Liv vs Re-Lif

Example:
Juice, Health drink,
Beverage, Kooky



No.

11.

12.

13.

14.

15.

16.

Non-Permissible Product Names

Prohibited use of product names which
represents professional advice or
opinion or referring to the profession

Prohibited use of product names which
represent weight loss/ slimming
properties/ names that can be
associated with weight loss/ slim

Prohibited use of product names
referring to any religious content

Name of internal organ

Use of abbreviation as a product name
unless it carries no meaning

Other prohibited product names

Example

Example:

Dr Sunny, Dr Noortier
Rooibose Tea, Professor,
Herbalist, Doctor

Example:

Slim, Langsing, Trim,
Trimnfit, Sleen, Kurus, Susut
perut, Xlim, Weight watcher

Example:
Maksum, Mahmudah,
Arifbillah

Example:
Liver, Brain, Kidney, etc.

Example:
TB, UTI, HB, etc.

Example:
Minda, 1Q, Smart, Genius,
Ultra Mega, Detox

EHIZRIE  National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia, “Drug
Registration Guidance Document (DRGD)”, pp418-121, Second Edition — September 2016,
revised January 2018.
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FEfn it
o ARSI AE AR R (B TRRy) HRITEY
Eg : ABC Ginkgo 100mg capsule
Bl = (ABC §R 100mg B2 )
o (HEREETTART - A SeRFE BT ET A -
. Efﬁﬁﬁ%%‘%ﬁ%@ﬁﬁﬁ*ﬁﬁ&%ﬁ%ﬁ@%%°

%ﬁﬁﬁﬂﬂ%ﬁ@% C AMRE AR RN - NS EA LA E -

M ?E-fﬁ HOH ~ R UHEE M : DCA RIE B 1B (A AL A & S A3
EIRE - MRZEMEZEM - B EEEIHHRE 2 BUEREE
FFEaEfMHEErE - DCA ATHERE  BUH S R IUH A (T E S IRET -

(2) fEI¥ DCA RIERF R A ISR A m @Al fEms i - &
AL EAE DCA SR FFRE L HIHE 14 HINTEH - Bk #r3E(NCE)
BBV E EFY RS 180 RIFHHEAE(THEE R B - HoAh3E
anky 90 K o ANFRBEFERUE R A R AT A BT - I RR R b
Gis
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+ - EHEAEE

(—) R B

L EEHE - B EEY) N RN EFEFIZ B9 (Malaysian Adverse
Drug Reactions Advisory Committee » 5 MADRAC) » /& DCA |
JB RS -

2. BEV)AN B I e B

(1) FrE & AR A AMAR)LVANE R (SR SEY E A - (h3EFEN
BB EMAIEE M - RS ERRIGEE I TE) -

(2) $HEFT AT RF A A HERZ DL T E J B 22 38t A RS B 72 vh [ (National
ADR Monitoring Centre)Fft /5 Bz i 4 2= U FHRA S 1H -

(3) A RSP R ALY E e 22 A RSO - WAZEE R E IR P9 Sl A B 2 3
e HE

(4) Fr B A B SRS VETE DCA MUEHHRAELE - DM E T amHr
HIZEY) 1~ B E(ADR) ~ 45« THEE o

3. EEEME AT L

(1) DCA I EGE M ZE ALHIBR T ET TRl - DU E HOR S rF S 1R YE - BiRg
BOR - AIANGE T E RS SR - SHEFFAIRTAE NI EE(E -

(2) FrE NRE IR 30 KRIF[EF A - WEE fiE R IERIRIE - DU B R

TTENENE - EEEEDGENRE - LHEETTEL AR -

56



4. AL PRER

(1) $HEFF IR A NER DCA e i RIBEAY (T () i B FH A R RE -

(2) DCA EAHTL(TRFEEAN L  HEBNEE R RIETHE -

(3) ERFEAGR - DCA G ERIHETTE) - RIS EM/LREE - BUHA
RETUHE AL » SREE R EEETTE -

5. A E

(D) e A BAE AR - T AlRERFA A n] BT A m sUS 2K g e
BEERE A T2 EMm -

() EfmiEM A NA EEAEAN L ZEE R EEM - EARELIA - E
mna L HEF A AL ZERS S B S 2R P e B R m & E A -

(=) [E#HEH] (Reporting Mechanism)

v

Pharmaceutical R€POrtADR

Feedback given to registration holders

Companies
receive table Malavsian ADR
Report ADR National ADR i
ADR Form Monitoring Centre Adwspry
ADR Report Report Committee
Health

Professionals
v
Drug Control

Authority

ZE LA JE © About the Malaysian Adverse Drug Reactions Advisory Committee.

http://npra.moh.gov.my/index.php/about-npcb/malaysian-adverse-drug-reactions-advisory-
committee-madrac/introduction
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N\~ ERRERS/EHEO
(—) @
e NPRA : http://npra.moh.gov.my
¢ Centre of Product Registration line (general)
Tel: +60-3-78835511->ask for traditional unit
(=) FHRRE S
* Drug Registration Guidance Document (DRGD) :
http://npra.moh.gov.my/index.php/guidelines-central
* Quest 3+ : http://npra.moh.gov.my/q3plus/index.php
(=) EZP45i NPRA FEEEE=
http://npra.moh.gov.my/en/index.php/announcement/986-list-of-
recognized-private-laboratories-for-testing-of-traditional-products
(P9 ) Drug Registration Guidance Document (DRGD)
http://npra.moh.gov.my/index.php/guidelines-central

s 2EEH

1. National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia,
“Drug Registration Guidance Document (DRGD)”, Second Edition —
September 2016, revised January 2018.

2. BZ N EHE S http://npra.moh.gov.my

3. EAEmEAES - SRS NN AZ G F B R AR S R T - 2017 -

4. EAEmRAED © FRGT SEEE LA M RS I MRERAE R T - 2017 -
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& HINK PR E IR E
— BREZIBVRES
(—) 438 : Complementary Health Products
o BT B R O 7
* Chinese Proprietary Medicines H1f¥ %%
e Traditional Medicines & £
* Health Supplements {5 # 7
* Homoeopathic Medicines J[EZ5% %
* Traditional Medicinal Materia {2 ¥ Z f4

(=) 7% : T ZE(Chinese proprietary medicine, CPM) 2 58 {F-{7] FH i (&

R B R R A EE b 0 PR EE AL

o ErSHEER R -

o W& RS ETE2AIRENEY) - BV - B8V - s SRS TERL
{7

o SEHEMERY EORFCE TR ST (FhEERERE) B0 (AREHH )
o [HEAEREEA AR ARG SR BUE M DUEEY)  EhPek
T b o B A L BRI e B A Y B
NOAEE (RHEEY - BYSEY ) BEH - EREEIRA
FE RS EEREE - E&E5FRE - ENEEEMARAR
TESR B REUERI DAY - By siEy B R LB E R A
BRETHIZE S, ©
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- EEEM
T N8 R B S 2 ER BT 0 8% 4 4= B0 (Mlinistry of Health, MOH)#5 T~ 7
JIN3 5 2E B B2 J7 (Health Sciences Authority, HSA)BE 5 fr 2 2 i 5 B =] il
B B (R R L AL R BE PR AT o R R SR Y H AR R
o TEFTHNNE EriRy R EER 2 E
o SIS RS ER
o TELZE ARG BE AL 1 T35 E[BlL

CEREEEAM

(—) Rk 2E(Chinese Proprietary Medicines ) B 17 57 4 $52¢

e  Medicines Act Z&¥)1E4

* Medicines (Labelling of Chinese Proprietary Medicines) Regulations
g2y (HHREERIREER ) fRf

* Medicines (Licensing, Standard Provisions and Fees) Regulations
2y CoR - IRERRRUGGES SRS ) Bl

* Medicines (Prohibition of Sale and Supply) Order
YR (SR HE R ALE)

* Medicines (Prohibition of Sale and Supply) (Amendment) Order 2012
2012 FFEEYRGE (ZEIRHE R AE) (BIER)

* Medicines (Traditional Medicines, Homoeopathic Medicines and
Other Substances) (Exemption) Order 229k ({Eif2EY) - 58
AR B B ZEY) B B E )

* Medicines (Traditional Medicines, Homoeopathic Medicines and Other
Substances) (Exemption) (Amendment) Order 2012
2012 FEEYRGE (Ei3EY) - MOREE FHRVZEY) K B E )

(B ExE) (BLEXE)

6http://Www.hsa.gov.sg/content/hsa/en/HealthfProductsiRegulation/ComplementaryiHealthiPro
ducts/Chinese_Proprietary Medicines/Overview/Legislation.html
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(=) FEMHEER

FTE#T IS AR SE 2 SEERE ~ 0 5Es ~ L3 me Mot L e L B BGEE
FRBEE b Z BT > JEFR S T S L I - UE IS RE SR At 5 mI AT
IS -

© FRERA /RIS

(—) MR#E 2012 £ (FEYRE) (FLHERBEEERE) - EAALR
G SHE SR B ER & (FEEE L) (5 234 &) [Poisons
act (chapter 234)7]71 51 B 6 9) ' ) H o B

(=) 12 (FEE<) T WE Tl pfy 2 h g 2 Hl (LUTATSIE
{3 A AN 5E ff - 2045 %€ > 55 L8 www.hsa.gov.sg 235345 < )

7 Poisons act (chapter 234) : https://sso.agc.gov.sg/Act/PA1938
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HERBS

K Kk K K
TEEE  EmE ErkE ErE
BEEH BEH BEH BEH
Vil Viz)a) izl
MINERALS
Arsenic disulphide,
mEE Arsenious oxide &=
realgar
B Mercurous - Arsenic sulphide,
BAn , lii§=y .
chloride, calomel orpiment
ALKALOIDS
JIESEERE  Aconite alkaloids  RERE Morphine
Nicotine
RAI+E &R Atropine RS
(except Tobacco)
= Belladona .
BENRE alkaloids FESER Papaverine
/NEERE Berberine ER=ER Pilocarpine
==Ts Calabar bean . o Pomegranate
HREH alkaloids R iR alkaloids
ALKALOIDS
KFER Cannabinol BRORE Physostigmine
AT Coca alkaloids =% N Quebracho alkaloids
EIRSFS Cocaine =BT Quinidine
G Codeine =& Quinine
" - Colchicum SR . :
Tk qligs alkaloids = N Rauwolfia alkaloids
BT R Coniine F 0 Reserpine
A]fhEs Cotarnine TEET RS Sabadilla alkaloids
=1 Curare alkaloids LB Santonin
iz k=il Solanaceous
Deserpidine Hoks st
Iz alkaloids
e Digitalis s .
ERhEREE glycosides HETRE Stavesacre alkaloids
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nMARE

i 5

A
el
E kg
EDE=
FiolJES

RALF 48
AT

ERZTW
LLIAE S
feESE

Emetine=0.05%

Ephedra
alkaloids=1%

Ergometrine
Ergot alkaloids
Ergotamine

Ergotoxine

Gelsemium
alkaloids

Hyoscine
Hyoscyamine
Jaborandi

alkaloids=0.025%
Lobelia
alkaloids=0.1%
Methoxsalen
(xanthotoxin)

FAME

AR
HEE
i
T
S
EE#®
£ &

EEES

IEEAFR 3R

T
i
i

il
Iy=1
B
B
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Strophanthus
glycosides
Strychnine

Thebaine
Theophylline
Tubocurarine
Veratrum alkaloids

Vinblastine

Vincristine
Yohimba alkaloids

Tetrahydropalmatine
Artemisinin

Aristolochic acids



(=) PIANRARE : &H FRFE A I E LR 5 =
ER IR - 3 ELFT & R R RAATEE R b R R 239
B -

(& &)

#—1g = b
e AREFHIRRE
1. K, LB FrEtiiis - syEmmesE - sy mme
(Boric acid; sodium borate) RHEEREIEE 5%
2 fin=&t(Ephedra, alkaloids of) < 1%
3.1 f&Es5z &g (Lobelia, alkaloids of) <0.1%
4.;&1% ;T (Lovastatin) <1%
RSy a sty (SRR Tk

(Pomegranate, alkaloids of)

6./NEERE LI AL &Y - F/\BERERYER
¥8(Berberine; its quarternary JRAERRH
compounds; their salts)

(P9) FErhpkEErr & ki B (MY GEHD) %<2) TR
rn 0 AT AT NI AR MR BLER B /5 [CITES Section, Wildlife
Regulatory Branch, Agri-Food & Veterinary Authority (Headquarters)]
I
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A~ BHFEERF
(—) SR

HERREE [SE3 k]
g0 R EARFTEE O P Al ZE L T8 AR T 45 8H B 5508
Import Licence ERAT -
AR PR EE RGO AEAEBERENA
HEEETHH AR SIB
[holesale Dealers (5 EMHTERARESE O R R B AT
AABREEE RSB R PSR - )
B ET TR R A e T -
Manufacturer's Licence
DETHHR

EAE SRR EES ERY A TR -

Assembler's Licence

DA S H EE 5 =3 Rl L FHES © apply@prism

(=) RFFEER (HE : SGD)
R EERSEH R M BEERE R (FRIESERUE - SR/ FEE AR —
)

ER EOFHE HBEHER

OLE $500 $500
()R E

(a)8—% TE T E

(b)fEREZ—F $500 $500
QPR EE

(a) B EHIRE $300 $300

(b)EE RS $50 $50
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SLERHREAFEIRE

(1)ERzE
(a)5LiE S Y& O AR S $1,500
(b)BLESMA LUK 1 AR 4| $2,000
(c)—#k5 $1,000
(d) =% $600
(#PEE
(@F—F RE
(b)FERE—F
* SUESNHEE O RSEE $1,500
* BLESMNA LUK O ARSI $2,000
s —HREE $1,000
o ZHRE $600
QHREEE
(a) EEHRT (RiEmE) $1,000
(b) FEHIRE (H%R) $500
(c) MEHIRE $50
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(E) SEFHEF

1. EABEYEH K ES 3 #f (Pharmaceutical Regulatory Information
System, PRISM)
http://www.hsa.gov.sg/content/hsa/en/Health Products_Regulation.html

2. EXEM PRISM At YAF] - FFHSCEEM CRIS FIF# » BECRHUER
%2 CorpPass 5 HSA Pin (#ERIE2/ZAT(E AGHAING ) DAMEREIL A ] -
{E GBI HEE APPLY FOR HSA PIN (PRISM) - 7§ [ HHFH 2R -
http://www.hsa.gov.sg/content/hsa/en/Health Products_Regulation/HSA PI
N.html

3. [EERBIMIE SERGEB M - HITREB M CorpPass BikdHE T-HIRER
e+ PRI R B A AR R ER S A GBS -

4. WAEPIER R AR AT R AR MR S - AR A H
CRIS & B AFTHEE I FHEE A 2 A HES -
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PRISM

e 5L R UAE
. £ A_HSA 7 e-Services #AH -+ BEEE e-Services for CPM -

(http://www.hsa.gov.sg/content/hsa/en/Health Products Regulation.html)

-
-

N
-
.

Therapeutic

Products

* Guidelines on Therapeutic
Product Registration

» e-Services@PRISM

* Fees

* NewDrug Approvals

a2
» Search for Registered

Therapeutic Products

Complementary
Health Products

* Guidelines for CPM
» e-Services for CPM
» Fees for CPM

» Search for Approved CPMs

e-Services

Medical Devices

» Guidelineson Medical

Devices

» e-Services@MEDICS

* Fees

* Medical Devices Advisories

» Search for Registered

Medical Devices

* Medical Device Inttiatives

- Cosmetic Products

=

ASEAN Cosmetic Directive
e-Services@P RISM
Fees

Search for Notified Cosmetic
Products

harmaceutical Regulatory Information System - prism@hsa
I

P
Lm!rop—nem—

ICines

L o
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2. HEERAAlY
2 A (8 A S (RESS - A FAEREM CRIS RFRTHEERI S 17}
AERZ B T RIBHIGGREE - HES A RIRE A RS RAET LR - 3

HEALTH PRODUCTS

REGULATION

> Regulation of Therapeutic
Products under the Health
Products Act

> Implementation of CorpPass
for HSA E-Services

> Therapeutic Products

> Medical Devices

> Complementary Health
Products

Chinese Proprietary Medicines (%))

Make an application }g37 1§

Track application status & iaHIEHE

Withdraw application H?;#EE

Cancel licence ;#1188

Amend licence {524 11188

Auto Renewal Preference #1188 B B £ Z4%i% 15
Renew licence & ¥ #1188

Clearance for import and export i#420] EHR
Licencing history $1188ig3%

Online information search 7E4&{EEH T

» BUKHIEE AB A CorpPass / SingPass 55 ;2 H& M » £23

AT -
(ER il

BeIRE ARG AR TR » A N BGET TR AR I A S D B ik - R
FEFAE A IE W di AT -

. HEERB TR

1. PT0101 APPLICATION FOR CPM PRODUCTLISTING

Fill in the application form Guideline
(EEEFAREAR e
1. Company 4. Ingredient(s) Details 7. Starting Material(s) For Locally Manufactured ‘
Particulars ARER Product
RE]ERE 5. Manufacturer(s) Particulars FHEsapataiahra) Special Symbol
R iR i 2. Supporting Attachments ﬁﬁﬁ%'r
B 6. Overseas Assembler(s) Particulars, If LI Q S]e:;I\E
rmati Atach
3. Product Details LI A @i M #F
=R-pEs Bl gt ik
T+
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(1) sy« LFREE
INEIARE A EIHBEE*  AFIEERE  HESS - A FIAVREMSERE(UEN)
A A B RS -
(2) By HE AR
HHES A IE# (RS AALZE Ry CRIS GEMEE ) » HEE A S (03 skth (HES
WZERs CRIS FEMEE ) ~ WS ~ FHEE ARYRFRIIGS 520 - A0eERE/ (/55
i/ BE T AT Ak ~ SRR T
() FH=0r ¢ Esh—RER
a. FEAREGCHA | FERDIFHApZ —
o Al LR DUR A A i
o EamEREAR M SR - DAFIEEHE
© EAEARHIBGE R DU A A &
© EAEAHIESE RR A HE T et ge
o EfhR AR - DA
b. B~ SRARHRMS « A a2 R R iR - 9 sl (AE) -~ ARG B
SR~ RPRYIRI - AR BRI ((EE AL &)
(4) BBIUERTY = &Rt
* EmMIREENEE
© RFEYESCL R
o EmEEE/AETRIRSNE
© THAERFERK D
(5) sy TS ER
BOERGHYISC ~ ks (A1)
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(6) FEAH Iy« WM EEREE R
TIEERGRIESE ~ ks (A1)
i ESEA RSN S — LR SRR 5L
(7) sy - EARHBEE R E M2 FURRE R
JFURHR ST ~ FRsa g (A0 )
i EE R A EGEATE
(8) B J\ERTD * BHANEYSTHRF ST
s HEHEHFFRZRAES N U EEFRIE (—) HiEmE AT
o PRI IR HER R
9) FSisr ¢ R
HES A\ T it AR BRI IR RE 22 5 1EAE - &tk - HRE AR
PEAZBL AR BRIV - IR A -
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(V9) ZEREHFEE R ({E : SGD)

EENH

FPARZEHOREE (BHFHEES)
(MERHH)

GMP :5&

(1)ER5E GMP :2E (=ZFH%UH)

(2)FRFEERINES

GDP :5&

(1)FR5E GDP :2& (=ZFH%UH)

(2)FRFEERINES

(T1) 22 s e R
B ¥reazE(New application)
60

(Bt R BT ERTRERE
EFTEEMRERE ) TERREEE
BiEE))
F—REE (BR)
EPMEERRBERSERE
R (HSA) 18 - B ANBHE
MR R R B SR TR
DU AR - R IIRER &
BEAEHRERHEKRREEE
ERMEX - MREEANEIS
B WWHERAER » BlER
FY o

TfEHE

BT
BeGER

b=1111]
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$100

$6,000
$200

$3,500
$200

s (Amendment)
60

(BMER R BT EETTERE
EMMEENRRE TEHRTES
BEE))
FHE (ER)
EFREEAREERFRTE
BERBFHAN % HEAE
REZPRFERRBAPFERR
BYRPAECHAYB S 4 - ZNER2S
RER KEABKERHEKR
FFAE R ERIEK - ANREE
ABMSER WEERFEFS
2ok - B EET ©



i

#rEas5(New application)
ETREEY (FTI)
EEERERTAEHRFEE
T2EET  SEERREES
AR EE EEREREE
Hifie% - epEEmit £ IEREAT -
BTEREEEEREEREE
REZEM -

E=REEY (BEARE)
HEANEBTHBESNESR
EMAAERENRE SR HIER
HEER R B ANEZ S HEES o #E
HEANB LA REERERE
BE LR ERBENERRE &
STEREENE 3 HARERYE KRS
FFEE - EHEEREHER
HEERBTNE _RE=PEE
BEHOEA BMHSIORTE -
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#458 FAsH(Amendment)
SBTREE (B
EEERUERMREEAEY
SERFETEEEN EE
FREEMR UL AR IEABRT BT B
EHEEREERRETESE
& e

F=RER (BERE)
HEASFTHBEENERR
EMRAERIE - A3 HIEC
BRI E A ERRREE o
HEAB LA RFEREIRE
EE LB FRANERME B
EEMBAE R HERNELRRS
FEEE - EFRFEOEHAR
1S EEEETAYSE = RAFIURSES -
BERIHEAN S MHRAZRE



A HBENHREBER
(—) HEEMELTFER
At
EREOEHR o (FTINIR)
BUSES
SEANENESER (SHAEBER) v v
4
a.NiEE
b.MEH (EH)
CHBE (£H)
LRBMRETESEER (NBE - BES) - gogm 7 v
WM ENEREAE T TEREERIES)
EEEENENERES - 10F v
a.NIEE
b.MEH (EH)
CHBE (£H)
USRS EE
GMP & (&%)
ESEMEE (5E) "
BEEMERNE RN ERESRZ Y
HHESEREESRIBRE
RETFIEMEASE CEOMPMEER) (At
— R PR )
ERERIEER v v

DU N N N NN
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ESIlIbY

IMbSUETERERIE SR IH R v
(AIEEERIBEEMRS) - MERTEEARE
BEMARNENERES

ESEHCHERRNS A

{EuLH B E R v v
BRACBHHESE A E B L S,

BB B EE R v v
BRAUESSEIENEBEY (N ¥ B %

¥%) WA (BEREBRERNMAT)

BRMENET v v
RIUESESERRRANLAEEEY - 120K

#E‘Jﬁﬁﬁﬂéfﬂ]}%%ﬂg‘EﬁF » HIFESEAC H RN RS © SN A8 B e L AR DT -
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(=) HEXXRE

. EMFEAE

(1) Fir 8 T B SR SR LB DAESCE
PR FE R BESCRAR — 2 -

o PRE B R IR SO MRS S - (2

(2) B R R R AR « RN R 8 SR ()

AT SRR 1OTE LR/ EAR » AT 5% -

—_

. Blindness 4:BH
2. Cancer J&iE

. Cataract &

. Drug addiction &

. Deafness H#E

. Diabetes $£FRiR

. Epilepsy or fits sk miz
. Hypertension & /&

0o N oo o b~ W

9. Insanity TE#EEEE|,

10. Kidney diseases &R

(3) WIS L ZERERA
o BESPGIE
i LE
1
« HEM
o EipFRE R E
2 NIEERRY A RR - B R

11. Leprosy [fiJ&]
12. Menstrual disorders

ERB#K (AE)
13. Paralysis E/&IE
14. Tuberculosis #5E%iR
15. Sexual function 4H#%gE
16. Infertility & iE
17. Impotency [2i&E

18. Frigidity 4%
19. Conception and pregnancy

S BYIRE

JHFEI MBS -
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(4) IMER AL ZEFEM

E T

BT

ok

B

MY i NI T Skt

& SUNCIES ki

TR TR R R (A5 ) sk

M DR (A0 N epIssea) ) BESRe  SCFINVATR I AN S8R -
HE RS B RmE D ISR 1.5 =Rk 2.0 22X XF5
A AR R] R (3 - AP A BRI SRR ST > M IR A EE
2 ERyAELHEEAR -

Allowed for sale as a Chinese Proprietary Medicine based on
information submitted to the Authority. Consumer discretion
is advised.

PR FAREPTHR P TE Y SFHE - FWE o

s RAMEER o 5 SRR AN AR -
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(5) fFEk LR R B R EIE ARk ggRksr (HBT)

PXHE HBXHE T+ FEaIEA
Hanyu Chinese Latin name Main side
Pinyin Name effects

Borneolum
BingPian pidan
Syntheticum
ARATREEEHN
FHEIS -
CangErZi &BF Fructus XanthiiThis product

may cause liver

damage.

Eupolyphaga
TuBieChong +¥5 Seu

Steleophaga

78

BSEMEREE
Contraindications/
Cautions
ZIGIER -
Use with caution in
pregnancy.
HITheer = &R -
BEEERMA -
Contraindicated in
individuals with liver
impairment. It is
dangerous to exceed
the recommended
dose. Dosing
instructions must be

strictly adhered to.

I - FE885
KR #EHBEERR -
Contraindicated in
pregnancy. Use with
caution in the elderly,
individuals with weak
constitution, and in

menstruation.



2. HRHEHE

(1) FRAE LZEFEM

2

3 it

Y \T%fﬁa&ﬂﬁﬂt
AGELEY =)

2,51 F Btk

S 3 R JEE ek

u}

u}

~

Z?’f

i

Jj%r

= O &

i

i

LA IRk

22 T EIE F otk

ZE LR R ek
at el RIS o HREIIR N B MEE -

(2) AR PR EE N O B A s E T E Ry "R B RAETT
AN AR A E BB ARy &

i

i

i
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3. EmBARRRE
(D) EEFIHE -
* FrE IR E o A E A E LA =
o HNBEMLRES, - EREANSYIEL - DEURHIET -
* FrElFEYIE A AR - BUR HAR YT AR o
(2) #HI
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- PRI ER

E A B S B M B AE IR T 5 i - MEMRIR RN ZE B (R FE e 2
it > R SEE - B EEHE - SERRZEITE ) HUEK -
A L R B AT JEORE S B AR B i S i A 2
BRI HRE R A AL AR AL SE - JLAILSREORED PRISM Riffirh 22
RERTHRPETRH A — 2 AN —2 - WA S AR -
AR E B2 3 ke TR - il S ISR EAER] (BK
fRilEI I ER ) -

T g o5 T i P R BT HR AT R ER AR

B AR —F 2N (Bt D2 —FEn) -
RIS SR R R b - R ek S ERE TR I R SR AR (B AR

=

2.
TRERFE R AR R <IREARE” 4087 <150 ppm” (AR A0 5 %
HIFERABEBIHRE B3R A AN E] ke HIE A8 o e P By - ml6E
A T EORIIRE - MR ES TS -

IRESE AW ~ ALK - iR 5258 HII T aiim Ebs (AR
M) MR AR TR I H B EE i - H BB R
LV S WA EREL A - S s ERE S
B GGER - MRS AR ) -
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(1) kb

AAR
PRI EE

SV
SRR EE

5H
TEEMEMRIEE
Total aerobic microbial
count
[Z2SYSE )
Yeast and mould count
KIGIRE
Escherichia coli
PDFRE
Salmonellae
SEAFERE
Staphyloccocus aureus
SEMEMRIES
Total aerobic microbial
count
[E2S SISk
Yeast and mould count

fxi=RERE

Pseudomonas aeruginosa

EROFERE
Staphyloccocus aureus

BREBEZEATHEE 10°CFU

BroE=f1T188 5 X 102CFU
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ESIlIbY

() AHEEBEREN
f# Arsenic <5 ppm
$# Copper <150 ppm
##t Lead <20 ppm
7k Mercury <0.5 ppm

Q) EHBEN A B2 TR
WiEE AR ~ HRD ~ (BRI RS S AT I B g S
ey o BRI EE - IR E R E N B Ak AR

i % Ephedra alkaloids <1%

B ftbyT Lovastatin <1%

WREE$R Sodium borate <5%

ILI1#ZZ k8 Lobelia alkaloids <01%

E&ER% Aconite alkaloids FE7Ti#Bi& 60 mcg/day

}E#AZR 2 3= Tetrahydropalmatine F87F#2i8 19 mg/day
oo



HaEn R & a0
Sample of Test Report

Reference number: 0001001 Page 1of1
Date: 15 February 2012
Company: XYZ Pte Ltd

Date Analysed: 09 February 2012

Date Completed: 15 February 2012 —% [ Within:2yearsiof dpplication ]

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

With references: 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 J

ad

Microbiological Analysis Permissible limits | Results

(USP 34(2011), Microbial Limit Tests)
gg%";&?r{'ﬁgg"a' S <1X10° /g €. 20 CFU/g
Yeast and mould count ,

AR A e eg 10CFU/g
Escherichia coli, per 10g

KA RTE Absent /g Absent
Salmonellae, per 10g

IR B Absent /g Absent
Staphyloccocus aureus , per 10g

& 5 57 6 BR 4 Absent /g Absent
Chemical Analysis

Mercury as Hg, ppm <0.5ppm Not detected
K

Arsenic as As, ppm <S5ppm e.g.0.21

Ay

Copper as Cu, ppm <150ppm e.g. 6.80

i

Lead as Pb, ppm <20ppm e.g.1.90

i

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.

XXXXXXXXXX

Name & Signature of Analyst
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5. RIS RATEIRIT
EEALHHERIR > S AT R IR HE AT ORI R (F A SRR
1% o

A CRrinse) B FeE s st (4 5D

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667
Fax: 6478 9037
Email: HSA_CPM@hsa.gov.sg

STORAGE CONDITION AND CONTAINER(S) OF CHINESE PROPRIETARY MEDICINES (CPM)
- LOCALLY MANUFACTURED / PRIMARY ASSEMBLED PRODUCTS
R S WA R AR AE 5 88— GNP ARMR Y - A

Hrnsg

Product name 7™ & % i
({English / Chinese) (¥ /1h i)

Brand name it b5

Dosage form 7] f¢ Capsule / Granules / Liquid / Qintment / Pill / Powder / Tablet/ Tea

If others, please state:
WU ILE, iR

/ Others® JFZ3E / Yk / 530 / 9005 /Rl 4 BGR) A el R ke

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

oL, AR (i A B R 0 A
fe . HAENI AR, i

W Bl
STORAGE CONDITION ¥:7F s #F
Storage temperature (9C) Below 25 @C / Below 30 9C / Others®
Ladia 113 fit- 25 OC/ {It-- 30 G / M&*
If others, please state:
W e, HE
Relative humidity (%) Not more than 75% / Others®  A~fiid 75%/ 1"
HIGHRIE If others, please state:

LIIWER T el
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STORAGE CONTAINER(S) 77 %8

Primary packaging (immedi

ate layer in contact with the product)

PR A e ™ B ) )

Type of container
RN

(Please refer to Page 4 for
pictorial description)

(i 2 e 545 14 0T PRl )

Bottle / Sachet / Blister / Tea bag / Re-sealable bag / Others®
T /R M A WA e e
If others, please state:

b Ayl i

Container material

HHHE

Plastic / Glass / Aluminum / Aluminum PVC / Others*®

YR R R e

If others, please state:

e e, i

If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP/ PS*
fu kR, i 4k i PETE / HDPE / UPVC / LDPE/ PP/ PS*

Tamper-evident Jfkf il

Yes/ No* 47 / i%45*

Protection from moisture
AR IPN G Bl

Yes/ No* {7 /i%1i* | Protection from light

i

Yes/ No" {] / &Ai"

CONTAINER CLOSURE (F
Wi g

OR BOTTLES)

Type of closure system
i e

(Please refer to Page 4 for
pictorial description) (il £: [«
Y UL )

Screw cap / Flip-top cap / Pull-off cap / Others®
BESE / BFE / ikl s e
If others, please state:

A IEE

Closure system material
R R

Plastic / Glass / Aluminium / Others*® Yk} / 8555 / 5154 / ILE”
If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP / PS*
fn kit 45 ) 4 PETE / HDPE / UPVC / LDPE/ PP/ PS*

If others, please state:

bk G i N
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Hrnsg

Secondary packaging (if any)

SRR (ImRA)

Is packaging critical (i.e. give additional protection to the product) : Yes / No*
A B R AT ) R S AR

If yes, please explain purpose (e.g. protect from light, maisture):
A TR 0 (o o, B i)

Type of container Bottle / Box / Bag / Re-sealable bag / Others”
AR B 8T T IS RS e

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

EHILENE PN WA IGE i)
Container material Paper / Plastic / Glass / Aluminum / Aluminium PVC / Others®
TR 46 VR OBERE S B L e

If others, please state:

TG,

If plastic, please indicate if it is PETE / HDPE / UPVC / LDPE / PP /
PS* iy i 4wl ik PETE / HDPE / UPVC / LDPE/ PP / PS*

Tamper-evident §if 34 f5.L Yes/No* fj / i fi*

| 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.

JRARAE TR (R b3 35 LI B, 5 (e Dt 3T o e el 2 Sl P 7 i f ™ i L.

Mame (It #) (De/Mr/Mdm/Ms*):

Designation (it %): Signature (% #):

Name of company (2] % #:):

Tel (11if): Fax (&)

Date (F11]): Stamp of company (25 ifi 71):

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

WHER, U EER USSR ER.
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Type of storage container ¥ FF 28 3%

Bottle JiE1-

Re-sealable bag
LIPIRE R/ ETR

Sachet /4§

Blister j{it

Tea bag #

Type of closure system Jig3 6%

Screw cap HEF:

Flip-top cap &l

Pull-off cap $i 5

Tamper-evident
seals |4 (L A4
Bk
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L= S AR

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667
Fax: 6478 9037
Email: HSA_CPM@hsa.gov.sg

STORAGE CONDITION OF CHINESE PROPRIETARY MEDICINES (CPM) - IMPORTED
PRODUCTS iRz M leApsktf - ERTHEDHh et

Product name 7= {44 Fi:
(English / Chinese) (3 3/ 30)

Brand name &5

Dosage form 7|8 Capsule / Granules / Liquid / Qintment / Pill / Powder / Tablet / Tea
| Others™ 8 / Fok 1 &3 0 BB 1R RGR 1 R SR e
If others, please state:

A SN

Pack size L35 1iHs

STORAGE CONDITION J 47§44

Storage temperature (9C) Below 25 O9C / Below 30 OC / Others*
I FFIREE f&F 250C/ KT 300C/ HeEr
If others, please state:

e, i

Relative humidity (%) Not more than 75% / Others™ it 75% / JLE~
FAASIREE If others, please state:
WA

| 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.

FARERTR LR RIRME B IERE, FF PRI R A R T i ok 0@ il Bh T PR = fh 4

Name (4 ): Designation (BR%):

Name of company (4 744 7):

Tel (H115): Fax (f£30): Date H:

Company stamp 45 7] EJ % Signature (F4)

* Please select the appropriate 154715 & A 5
CPMF 13.3a
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6. —fRE
FRI A AR IR B & TR AU R - RISTTERLE
R A T -

b it MEEMEER
Dosage Form Physical Specifications Required
_ o ZIFER Filling variation
BEE|
e &7k& Water content
Capsule
» ERfZAFFR Disintegration
s RIF/FIFER (BEBIZERRNER)
Filling/filling variation (for single dose packing)
SERIE
* £7k& Water content
Granules

R A/NEE Granules size variation
SELE Dispersibility
* RIF/FIRER (BEREEENER)
Filling/filling variation (for single dose packing)
- HHHZE Relative density
B * pH
Liquid (Mixture) « &¥E8 (MRF)
Sucrose content (where applicable)
s fhiEEEE (RE)
Preservatives (where applicable)
s ERBEER (BHEERNER)

Filling/filling variation (for single dose packing)

» IBHZE Relative density
FEER T * pH
Liquid (Syrup) - =¥EE (MIRF)
Sucrose content (where applicable)
- EEEE (MRE)

Preservatives (where applicable)
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BA

Dosage Form

B

Liquid (Tincture)

HE
Pills

A

Powder

3]
Suppository
73]
Tablet

MEEMRR

Physical Specifications Required
FIE/RIEER (BEERENER)
Filling/filling variation (for single dose packing)
Z E2& & Determination of ethanol
HizEE (23R 7F ) Determination of methanol
FRIF/FIEER (ERERENESR)
Filling/filling variation (for single dose packing)
FHE2ZE Weight variation
£ k& Water content
BAEIEEBR Disintegration
FIRFRIEER (BHERENER)
Filling/filling variation (for single dose packing)
& 7K & Water content
HMERL5 5] E Uniformity
ki A/\Z=R Particle size variation
=EZEE Weight variation
BAEIEEBR Disintegration
E 2% E Weight variation
BRE#RE[R Disintegration
RIF/FIEER (ERERENESR)
Filling/filling variation (for single dose packing)
&7k E Water content
EE8ER (BEAMNEARZE)

Weight variation (for tea lumps only)

Bt (BB ERERARE)

Dispersibility (for sugar containing tea lumps only)

91



7.

A E I E R R A

To: Complementary Health Products Branch

Health Products Regulation Group
Health Sciences Authority
11 Biopolis Way #11-01 Helios Singapore 138667

Fax: 64789037

Email: HSA_CPM@hsa.gov.sg

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

Forensic classification

of sale "

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 fo those listed above, please also include them in the
table above with the approprate forensic classification in these countries. If the rows in the fable are
insufficient, please attach the addifional information on a separale sheel.

Name:

Designation:

Name of company:

Tel:

Date:

CPMF 5.2

Signature:

Fax:
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8.

CEDEENE L SENQAIE S bR N NG )

To: Complementary Health Products Branch
Health Products Regulation Group
Health Sciences Authority
11 Biopolis Way #11-01 Helios Singapore 138667
Fax: 64789037
Email: HSA_CPM@hsa.gov.sg

Product name (English / Chinese):
Brand name: Dosage form:

Website address stated on packaging materials:

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

I (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:

Company stamp

Note: Under the Medicines Act, any false declaration on the part of the applicant is an offence
and could result in the cancellation of the CPM product approval by the licensing authority.

CPMF 6.2
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9. BRI AR B &

To: Complementary Health Products Branch
Health Products Regulation Group, Health Sciences Authority (HSA)
11 Biopolis Way #11-01 Helios Singapore 138667 Fax: 6478 9037
Email: HSA_CPM@hsa.gov.sg

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:

Company stamp

* The TSE Guidelines for minimising the risk of contamination in CPM is available at the
following HSA webpage:
http:Awww.hsa gov. sg/publish/ete/medialib/hsa library/health products requlation/complem
entary medicines/ffiles 1.Par.2923.File.tmp/CMB%20TSE%20Guidelines-08V2.pdf

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

Note: Under the Medicines Act, any false declaration on the part of the applicant is an
offence and could result in the cancellation of the CPM product approval by the licensing
authority.

CPMF 2.4
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10. EE ST S #E BV E A
(BRI M SR R INA s R - ALK

(1) SERERR LI AT iE AV RITER 288 (RS _CERERIEE e St )

(2) SRR YRR - TR EE Ry R A ik

(3) FEVIHIRUE Rt - Feati IR - BRI E S - KH
ARACE R E EEER (AIRRE2XX% )

(4) SRR AR E - SRS R R E AL (ANREIRE/ ) - DARGERERIGR
fF (Amia e ~ BT ~ IR

(5) ARy A T rIRE K GMP 38 & (A1F)

(6) FE FERINMHRIERE (A0 - RECR R 2 BHR K5 AR AE (SRR
EIATREY)

(7) Sl Pyrh T ez A R AL B E 22V B It B &

(8) Az AR H F (50 FH R B R R R B
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t LHBRER

e AR EE
(—) EdZzl: EnHFEANAHELMNLZENMEEE - HiEALE

it OR E i 1T & BT A WU R ZEOR LR HSA it E AR AERIALAR - f:
e R R RE 17 A IR 2 i Y B2 BE A B s A IR B 75 e W) A &
BEWKEM R -

(=) poridR : HEMWHEREBE (FEES) TATYIHE KR B
EEEEGHRYE - HE NAREZHET -

(=) ES KR (Y (BEES) GRP1) - Tl ZErE & R 84 H
AW AR B3 A HERE - AR B 0y T ke - HE A
HREAER LRI A — E G s AR E S A& - Hi &
JR B R AN P B BE E A At e E R B SR SR A i -

(V9) BR R - LEFRIRIT A A - 20 R BE s A R A &R A A
B ARG R R E RAidE - SR B B ATRE
TERE - SIRFF A NLAe S BIR S5 E B At - A aen
BUG O B BT AT A

(f1) EOFRAZWN: - fra#EOERREE A > £58 b RkgEE
i 2 {3 Al - 7522 222 T FISC PR G i B B AR A 2 i

1. s

2. EEFUTRETISHEETMAPTIA (FEES) THEXBENYE R

(SREIRGAER=IE 1Y)

3. B EER LSRRI

4. PIREFE R R ORI EE S b bt R

5. REEEE I K 2 AR R R S A R A
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() s : FTAIRE A AL ARGFEHZ S8 E - HR&T
% HHER -

(B) EmE - EHENERENZ 250 E X EH B # L ERE
FTE SR E AT a Bk A Eas o2 O

g H

=S T
(V) BRI B8 ~ e E I - W AR R AT - BEhK
TGS F - IR M - MO R E R - R

DA E A IR aGE E A A o AR sl iR g - mTE A
i B o WM RER RS RERE -

(JU) BEET + (AT A ABAE AT A) o B TR R S R Y BT R A o o
5,000 JTek B A AN R A A7 - B e

97



(+) TR ERHE

1. FEHERE « Vigilance and Compliance Branch (Z:7%#H ) , Health Products
Regulation Group (HPRG), Health Sciences Authority

2. BEYPR RN g - ROV 2 FETEERTR (5 7 RN mfER S

A
=

(D) 55 1M« RAHRFSHE K [al (&

o R T BRI R EH S
http://www.hsa.gov.sg/content/dam/HSA/HPRG/Safety Alerts Product R
ecalls Enforcement/ADR _ENG CHS Yellow 240ctl1%20revised%202
017.pd

o [EfESGR
#ZF . 11 Biopolis Way #11-01 Helios

Singapore 138667
Fax: (65) 6478 9069
Email: HSA_ productsafety@hsa.gov.sg
(2) 56 2 1 - MRS B
SUSPECTED ADVERSE DRUG REACTION (ADR) ONLINE
REPORTING FORM

https://eservice.hsa.gov.sg/adr/adr/adrOnline.do?action=loadOnlineForm
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A~ ERRER/FERED

1.
2.

Health Sciences Authority (HSA): www.hsa.gov.sg
PRISM e-services (CPM):
http://www.hsa.gov.sg/content/hsa/en/Health Products Regulation/PRISM_e-

services/Chinese Proprietary Medicines.html

- ERCERCAY R

https://eservice.hsa.gov.sg/prism/common/enquirepublic/SearchCPProduct.do
?action=load

7 53 BE 35 20 (Product Enquiry)

http://www.hsa.gov.sg/content/dam/HSA/e-

Servicess HEALTH%20PRODUCT%20ENQUIRY %20FORM_%2021May13.
pdf

- HTIGER E R E A

http://www.hsa.gov.sg/content/dam/HSA/HPRG/Complementary Health Pro
ducts/Chinese Proprietary Medicines/Guidelines on_ CPM_Product Listing/
Requirements_of Test Reports/List_of local lab for CPM testing.pdf

CNGREEBRERE

http://www.hsa.gov.sg/content/dam/HSA/HPRG/Complementary Health Pro
ducts/Chinese Proprietary Medicines/Guidelines on_ CPM_Product Listing/
Requirements_of Test Reports/List_of overseas lab for CPM _testing.pdf

- TR AR AR B AR

http://www.hsa.gov.sg/content/hsa/en/Health Products Regulation/Compleme

ntary_Health Products/Overview.html

. TN YL {5 B8 2 (Traditional Medicines)FH B 1% #H

http://www.hsa.gov.sg/content/hsa/en/Health Products Regulation/Compleme
ntary Health Products/TM.html
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i 2F5FH

1.

2.
3.
4.

Guidelines on Chinese Proprietary Medicines Product Listing, HSA, Sep., 2017
http://www.hsa.gov.sg/content/hsa/en/Health Products Regulation/Complemen
tary_Health Products/Chinese Proprietary Medicines/Overview/Guidelines f
or_CPM/guidelines-on-cpm-product-listing-.html

Frhnye L B2 www.hsa.gov.sg

AR - h SRR A G (F B BR RR I & T 2017 -
LR E AR« SR b o B L R I RRER A K A - 2017 -
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2« BRI Ee RTINS PEECE
B R0 ERA il LE#



2« BRAERIMMEKPEEMERERFHELE
— SRR

- BIRELEER BEHEZR

'_4 7

TERIRTE (NPRA) (HSA)

T EHERIELS http://npra.moh.gov.my  http://www.hsa.gov.sg
Drug Registration
Guidance Document Guidelines on Chinese

R S i85 (DRGD) Second Edition,  Proprietary Medicines
September 2016, revised  Product Listing
January 2018

A EXRKGMP(X) PIC/S GMP& & & PIC/S GMP& & &

=y M 2%sErER 1,200 (RM)

R MBI RER (SR ) A

PR MEEBETFR(X) 116 or 136° 60

ERERFHBE 5@l A5@ ]

FREZEER EHHE(X) SingE (hE%) il

EREE7 5t HIRRET RN EYERERENE TR

FR Quest 3+ PRISM

TEAREMkAMIt N Ay EER (EOR

RZFEMERAEERRE B (FEA) BUEAERER M/ WEBMIHR
fEESE ) LHEaEmES

¥ LFREGR AL TSR EENE - R —EAIAE 116 X —fELL ERIA
136 K »
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LIRS (BSMEE) 1 ARE012F (BHYR
( Poisons Act 1952)ch% %) (FLLSHER e
H BHRERTRRER EEE)  EAATSE
REZREBFEAMELE  EO - HESHERS
A BE(HEEES) (B

2. REAREREMm#E L 2348 ) RIBRNYE
EEIL R R T BURAEE
EAERAMH o 2. & R AL B S A 1D

3. BEWSEEMI By B (BERYE GEH
AgEe EmssEmyrhaz ) AT) TRAIEYS
THESREEREET 12 ALRFNKEERE
%ER - ERIRERIR S AT SREREERAAR -
BRI o LEEMAE—ESE

4 ERRERENRAEY AT ARG 6l
(010FFFEaiEMmE N MRS BRLEE
S5%(Act 716)) F1 (2008 PR ~ BEAMITE

FRZELE F/RRE S IR (X)

EEBRETCHES 5
(Act 686)) TATFIRIGTE
ASMEREE L EY
*u.%ﬁ@“ﬁ%iqanﬁn
TnEjI*ABﬁﬁ/\\EEHH'E_nEEE
SR o
o TEEMM(EREMFRIFT TEEME (EWES) Fi
FIEERZRACK) S OEE TR, - 51 19 TEERETE AT
1. E2BRRERE W R 1. E2EREmRE W
X A 8H KR
2. REMERXMEEE 2. WEYISERRE
SRR (%) 3. A . EEWIIAFMK S

BRSHHAD
= AR WS 1L
1S ~ HIPfF - AEEASR
=S

° [RIFRYIR L DIEEY) - A 22 B 3P nE DRGD (Second Edition — September 2016, revised
January 2018.) Appendix 5 Section 2.1.3
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BEBNRAOENEKE SRETEMERTFE
BRRBREEG k)  HEEARE  TEAAME HREEFEENERE
BiEAE - 48 o
EESSEREAS (1
LBTEEN  ATHK ) -
Hitte (%) I = 4 B T S S BRI 10
il -

KON A EREE i - BAS A EHERTER  VRRE | AREKER
BIER

103



Z - BEMEEREX LR

Name of Herbal or Homeopathic

. v v
Medicine
Dosage Form v v
Strength v v
Color v v
Commercial Presentations v v
Country of Origin v v
Name of Applicant v 4
Business Address v v
Phone + Fax ~ e-mail
Name of Manufacturer v v
Premises Address
Postal Address « Phone ~ Fax » v v
e-mail
Name of Local Agent(x) v v
Business Address v v
Phone ~ Fax - e-mail (%)
Product details v v
List all active ingredients v v
List all non active ingredients v v
Origin or source of the raw v v
materials (%)
Summary of the manufacturing v v
procedure.
Shelf-life of the medicine. v v
Certificate of analysis v v
Toxicological, pharmacological
and clinical information, as well as A A
therapeutic effects of the herbal
preparation (%)
Indication v v
Dosage and administration v v
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Contraindication

Adverse reactions/ Side effect

Precautions

NIENENIEN

Treatment of over dosage(x)

Interactions with other drugs or
food(*)

AN

Storage conditions

N N S N R

v
Application fee paid(%) v
Declaration by applicant A A
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GIESS
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as a Chinese
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is advised.
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2EREH

1. National Pharmaceutical Regulatory Division, Ministry Of Health, Malaysia,
“Drug Registration Guidance Document (DRGD)”, Second Edition —
September 2016, revised January 2018.

2. Health Sciences Authority, Ministry of Health, Singapore , “Guidelines on
Chinese Proprietary Medicines Product Listing”, Sep., 2017, from
http://www.hsa.gov.sg/content/hsa/en/Health Products Regulation/Complem
entary Health Products/Chinese Proprietary Medicines/Overview/Guideline
s_for CPM/guidelines-on-cpm-product-listing-.html

3. BEAEmEAED « BRI A R B R R & T - 2017 -

4. fEAEREAIED « R SRS AT AR R R A I - 2017 -
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