
Public Summary 
Summary for ARTG Entry: 283838 Policosanol 10

ARTG entry for Medicine Listed 

Sponsor Raydel Australia Pty Ltd

Postal Address Suite 2 Level 1 Building 1, 9-15 Chilvers Road, Thornleigh, NSW, 2120 
Australia

ARTG Start Date 20/12/2016

Product Category Medicine 

Status Active

Approval Area Listed Medicines

Conditions

Colouring agents used in listed medicine for ingestion, other than those listed for export only under section 25 of the Act, shall be only those included in the list
of 'Colourings permitted in medicines for oral use'.

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of any batch of the listed medicine, (b) 
Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia of the listed medicine is sub-contracted
to a third party who is not the sponsor, copies of relevant Good Manufacturing Practice agreements relation to such manufacture shall be kept.

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shall provide the records or copies of the records to the 
Complementary Medicines Branch, Therapeutic Goods Administration, upon request.

Where a listed medicine is distributed overseas as well as in Australia, product recall or any other regulatory action taken in relation to the medicine outside 
Australia which has or may have relevance to the quality, safety or efficacy of the goods distributed in Australia, must be notified to the National Manager 
Therapeutic Goods Administration, immediately the action or information is known to the sponsor.

Products

1 . Policosanol 10

Product Type Single Medicine Product Effective Date 13/01/2021

Permitted Indications

Helps in the maintenance of healthy blood lipids/blood fats

Helps maintain/support healthy cholesterol

Indication Requirements

Product presentation must not imply or refer to lowering or raising blood cholesterol levels from outside of the normal healthy range

Product presentation must not imply or refer to lowering blood lipids, blood fats and triglycerides.

Standard Indications

No Standard Indications included on Record

Specific Indications

No Specific Indications included on Record

Warnings

Not recommended for use by pregnant and lactating women (or words to that effect).

If symptoms persist, seek the advice of a healthcare professional.

Contains lactose (or words to that effect).

(If medicine contains one sugar) contains [insert name of sugar] OR (If medicine contains two or more sugars) Contains sugars [or words to that effect].

Additional Product information

Container information

Type Material Life Time Temperature Closure Conditions

Blister Pack Not recorded Not recorded Not recorded Not recorded Not recorded

Pack Size/Poison information

Pack Size Poison Schedule

Components
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Dosage Form Tablet, film coated

Route of Administration Oral 
Visual Identification

Active Ingredients

sugar cane wax alcohols 10 mg

Other Ingredients (Excipients)

cellacefate

croscarmellose sodium

Gelatin

indigo carmine

lactose

macrogol 20000

magnesium stearate

maize starch

microcrystalline cellulose

purified talc

sucrose

titanium dioxide
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CPC quan 19 San ph&n Tri lieu TRANSLAnw/BandPh
Department of Health and Aged Care

nrerapeu dc Goods Adndnistration

T6m tat hd sa
T6m tit cho nyc nb§p ARTG: 283838

Mvc nh§p ARTe cho Danh mpc thu&

Policosanol 10

Nba tai tw Raydel Australia Pty Ltd

Dja chi btru dien Suite 2 Lzvel 1 Building 1, 9-15 Chilvers Road, Tbomleigh, NSW, 2120

Australia

Ngiy bit aau ARTG 20/12/2016

Thu6cDanh mvc san phim

Treng thii C6 hieu lvc

Ph em vi pha duy€t Thu6c trong danh mpc

Di8u kien

Cic chit tao mau dIrac s& dung trong thu6c dIrac liet kd d6 dang qua dudng tring, ngoai tdI nh ang chat chi duac liet ka di xu£t khiu dud mpc 25 cia Doo lu6t, phai chi la
nh ang chat dIrac bao gaIn trong danh s£ch 'Chit tao mau duc,rc ph6p trong thu& dang qua dudng u6ng'.

Nha tai uv phd girl ha sa li6n quan &n thu6c duc,rc li€t kd nay nhu la can thi6t d8: (a) Hi trq vi€c thu hai nhanh ch6ng n6u ein thi a cia bit kV 16 nao caa thu8c duc,n let kd, (b)
Xgc djnh nha san xu£t caa m8i la caa thu& dIrac liet ka. Trong truang hap bit k9 phan nao hoic bude nao trong qui trinh san xu£t d Dc caa thu& dIrac liet ka du(ye giao cho
mOt ban th(r ba kh6ng phai la nha tai try, cac ban sao cha cac hap dang TTrvc hanh San xu£t tat li6n quan din viec san xu£t d6 phai dIrac llnl gia.

Nba ai trq phb ILru girl ha sa phan ph6i thu& dugc liet ka trong thai Bian 5 nam va phai cung cip hi so hoic ban sao hi so cho Chi nhanh Tbu6c b8 sung, Cpc Quan IV San
ph£m Tri lieu, theo y6u CaII.

Khi mat loBi thu& dIrac liet kd dIrac phan ph6i d nude ngoai cQng nhu d Dc, dec thu hai sin pLaIn hoic b4t kV hanh dang quan 19 nao khac dUI,rc th tIC hi€n li6n quan d6nthu6c
d6 a bin ngoii Oc c6 hoic c6 thi lien quan dar chat hIm& an toan hoic bleu qui caa hang hda dIrac phan phd td tic pMI dtrqc th6ng bao cho Giam dac CPC Quan 19sanphim
TH lieu Qu8c gia, ngay Ijp tac harsh dang hoic th6ng tin d6 duQC sa dIrac nha tai tra bi6t dar

Cic sin phan

1 . Policosanol 10
HE
&D(PP
P0)
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Lo9i sin phan

Chi djnb duTt ph6p
San ph&n thu& don Ngiy c6 hi€u IIn 1 3/01/2021

Hi tra duy tri cac m&c lipid mau / chit b60 mau lanh mBnh

Hi tra duy tri / hi tra cholesterol lanh manh

Yell CitI chi djnh

viec trinh bay san ph£m kh6ng dUCIC ngu V hoic dg c8p d&r viec lam glam h08c ang mac dO cholesterol mau ra kh6i pham vi bbb thIrdng lanh m4nh

viec Uinh bay san pham kh6ng ducK nHl 9 hoic d6 cip dar viec lam giam lipid mau, chat bdo mau vi triglyceride

Chi djnh ti6u chuin

Kh6ng c6 chi dan tieu chuan nao dIrt,rc dua vao hi so

Chi djnh cy th6

Kh6ng c6 chi dan ti6u chuan nao duac dua vao ha so
Cinh bio

IChing khuy6n nghi stl d tIng cho php nfl luang thai va cho con ba (hoic ttl ngfl tuang tv)

N6u cac trieu chang k60 dai, hay tim ki6m lai khuy6n tir me)t chuy6n gia y tg

Chia lactose (hoic til ngO tuang tv)

(Nhl thu8c chia met la8i dudng) chfra [chdn t6n cira dudng] HO/iC (N8u thu& chaa hai hoic nhi6u looi dudng) Ch&a dudng [hoic tir ngO Nang tv]

Tb6ng tin sin ph£m b8 sung

Tb6ng tin vi bao bi

Lo9i Chit lieu Tu6i thQ Nhiet d6 Nip d6ng Di&I ki€n

Khang duc,rc ghi lg// #'--\
Vi Kh6ng duc,rc ghi lai Kh6ng dUI,re ghi l4i Kh6ng dIrac ghi IRi Kh6ng du€n ghi IBi

Kit:h druM g6i / Th6ng tin vg chit d+c
I<ich ca g6i Bing X8p Ioei Chit D+c

Day kh6ng phd la tai li6u Chang ch ARTG.
Ngu+i @ a6 tr4ch nhi+m xac minh tI-nh chrnh x6c hi jn t4i da th6ng tin tran tai lieu sau ngay iwc hi}n th. Truy Qp www.tga.gov.au $ bi6t th6ng
tin lien he A
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Department of Health and Aged Care
Therapeutic Goods Administration

TRANSLATION/B& FdiCh

Cic thinh phan

1.C6ng that I

Deng bio chi

DIrang ding

Nh§n deng trIrc quan

Thanh phan ho et tinh

Alcohols tir sip mia dIr&ng

Thinh phan kb& (Ti duvc)

cellacefate

croscarmellose sodium

Gelatin

indigo carmine

lactose

macrogol 200(Xi

magnesium stearate

tinh bjt nga

cellulose vi tinh thi

tale tinh khi4t

dIrang sucrose

titanium dioxide

Vi6n nar, bao plUm

U6ng

10mg
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O Kh6i thjnh vu(,mg chung (Jc, cans dec nay la ban quy6n. Ban kh6ng duc,rc phep truy6n lai, phan ph6i hole thuong Ind h6a tai lieu ma kh6ng c6 su chip th Mn tru6c bing an ban caa Khf)ithjnh
w(mg chung. Tb6ng tin chi tia c6 the duc,IC tim thay tai http://www.tga gov.au/about/website40pyright.htm.
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Nyu% ®c c6 trach nh@m xac minh tinh chinh xac hi§n t4i dla th6ng tin tr6n tai lieu sau ng&y &lgc hi gn th. Truy dp www.tga.gov.au & bi6t th6ng
tin li6n he
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Tdi, DMg Thi Hi6n Mai, CCCD s6: 011300000005 do Cpc canh sat quan ip hanh chinh vd trgt ty

xa hOi cap ngay 02/03/2022; cam doan djch chinh xac giay td/ van ban nay ttl ti6ng Anh sang

d6ng Viet.

Norai djch

Djng Th! :n Mai

LeJI CH©ING CtJA C6NG CHtFNG VI£N

Ham nay, ngay 16 thing 05 nam 2024 (Ngay mud siu, thing nam, nam hai nghin kh6ng tram hai
mud ban )

Td Van phdng C6ng chang Nguygn Hue, dja chi Qi sd 165 Giang Vd, phudng Cat Linh, qu§n
D6ng Da, thanh ph6 Ha N6i.
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- Ban djch nay do ba Djng Th! Hi hI Mai, CCCD sa: 011300000005 do Cpc canh sat quan 19 hanh
chinh vd tr8t tv xa hei cap ngay 02/03/2022, la cQng tac vi&n phi6n djch cia Van phang C6ng
chang Nguy6n Hue, thanh ph6 Ha Na, da djch ttl ti6ng Arrb sang ti6ng Viet .

- Cha kV trong ban djch dang la chO kV caa ba D4ng Thi Hi6n Mai;

- Nai dung cia ban djch chinh xac, kh6ng vi pjl4m phap lu8t, kh6ng trai v6i q40 dIre xa hai;

- Van ban c6ng ch+ng nay duqc l§p thalh.......ban chinh, mai ban g6m... J ta, ......trang, Im mat
(1) ban Qi Van ph6ng C6ng chang Nguy6n Hue, thanh phd Ha N6i.

s6 c6ng chang: .. g.Ob.k. Q„yin ,6, 01 /2024 TP/cc-scc/BD
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Postal Address

ARTG Start Date

Product Category
Status

Approval Area

Conditions

Colouring agents used in listed medicine for ingestion, other than those listed for export only under section 25 af the Act. shall be only those included in the list
of 'Colourings permitted in medicines for oral use'.

The sponsor shall keep records relating to this listed medicine as are necessary to: (a) Expedite recall if necessary of any batch of the listed medicine. (b)
Identify the manufacturer(s) of each batch of the listed medicine. Where any part of or step in manufacture in Australia of the listed medicine is sub€ontracted
to a third party who is not the sponsor, copies of relevant GcxxJ Manufacturing Practice agreements relatjon to such manufacture shall be kept,

The sponsor shall retain records of the distribution of the listed medicine for a period of five years and shall provide the records or copies of the records to the
Complementary Medicines Branch, Therapeutic Ga)ds Administration, upon request.

Where a listed medicine is distributed overseas as well as in Australia, product recall or any other regulatory action taken in relation to the medicine outside
Australia which has or may have relevance to the quality, safety or efficacy of the goods distributed in Australia, must be notified to the National Manager
Therapeutic Goods Administration, immediately the action or information is known to the sponsor.
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Effective Date 13/01/2021Product Type Single Medicine Product

Permitted Indications

Helps in the maintenance of healthy blood lipids/blocH fats

Helps maintain/support healthy cholesterol

Indication Requirements

Product presentation must not imply or refer to lowering or raising blood cholesterol levels from outside of the normal healthy range

Product presentation must not imply or refer to lowering blcxxl lipids. blood fats and triglycerides.

Standard Indications

No Standard Indications included on Record

Specific Indications

No Specific Indications included on Record

Warnings

Not reoommended for use by pregnant and lactating women (or words to that effect).

If symptoms persist, seek the advice of a healthcare professional,

Contains lactose (or words to that effect)

(if medicine contains one sugar) contains [Insert name of sugar] OR (if medicine contains two or more sugars) Contains sugars [or words to that effect].

Additional Product information

Container information

Life Time

Not recorded

Closure

Not recorded

Type
Blister Pack

Temperature
Not remnied

Material

Not recorded

Conditions

Not remnied

Pack Size/Poison information

Poison SchedulePack She
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Dosage Form
Route of Administration

Tablet, film coated

Oral

Visual Identification

Active Ingredients

sugar cane wax alcohols lO mg

Other Ingredients (Excipients)

cellacefate

croscarmellose sodium

Gelatin

indigo carmine
lactose

macrogol 20000

magnesium stearate
maize starch

microcrystalline cellulose

purified tale
sucrose

titanium dioxide he
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