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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

1. Formulation 1
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This is not an ARTG Certificate document.

The onus is on the reader to verify the current accuracy of the information on the document subsequent to the date shown.
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Tablet, film coated

Route of Administration g
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

© Commonwealth of Australia. This work is copyright. You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth. Further details can be found at http://www.tga.gov.au/about/website-copyright.htm.
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Department of Health and Aged Care
Therapeutic Goods Administration

Tém tét hd so

Tém tit cho muc nhip ARTG: 283838 Policosanol 10

Muc nhip ARTG cho Danh muc thuée

Nha tai tro Raydel Australia Pty Ltd

Dia chi buru di¢n Suite 2 Level 1 Building 1, 9-15 Chilvers Road, Thornleigh, NSW, 2120
Australia

Ngay bit diu ARTG 20/12/2016

Danh muc san phim Thude

Trang thai Co hi¢u lye

Pham vi phé duyét Thubc trong danh muc

Diéu kién

Céc chat tao mau duoc sir dung trong thude duoc liét ké dé dung qua duong udng, ngoai trir nhimg chét chi dugc liét ké dé xuat khau dudi muc 25 cia Dao luat, phai chi la
nhimg chat dugc bao gdm trong danh séch 'Chét tao mau dugc phép trong thude ding qua duong ubng'.

Nha tai trg phai giit hd so lién quan dén thudc dugc liét ké nay nhu la can thiét dé: (a) HS trg viée thu hoi nhanh chéng néu can thiét cua bat ky 16 nao cua thude dugc liét ké, (b)
Xac dinh nha san xuat cia mdi 16 cia thudc dugc liét ké. Trong truong hop bat ky phan nao hodc budce nao trong qua trinh san xuat & Uc cua thude dugc liét ké duoc giao cho
mat bén thir ba khong phai la nha tai trg, cac ban sao cua cac hop dong Thyc hanh San xuat tot lién quan dén viéc san xuét do phai dugce lru giir.

Nha tai tro phai hwu giit hd so phan phdi thude dugc liét ké trong thoi gian 5 nam va phai cung cp hé so hoac ban sao hd so cho Chi nhanh Thude bd sung, Cuc Quan 1y San
ph?xm Tri liéu, theo yéu cau.

Khi mét loai thude dugc liét ké duge phéan phéi & mrde ngoai cling nhur ¢ Uc, viéc thu hdi san ph?xm hoic bat ky hanh dong quan ly nao khac dugce thyc hién lién quan dén thude
dé & bén ngoai Uc ¢6 hodc c6 thé lién quan dén chat luong, an toan hoac hi¢u qua cua hang héa dugce phan phéi tai Uc phai dugc théng bao cho Gidm déc Cuc Quan Iy San phim
Tri liéu Qudc gia, ngay lap tirc hanh dong hoic théng tin d6 dugc sé dugc nha tai trg biét dén.

1. Policosanol 10

Loai sin phim San pham thude don Ngay c6 hiéu lrc 13/01/2021
Chi dinh dugc phép

4 3%

A4

H& trg duy tri cac mirc lipid mau / chét béo mau lanh manh

H5b trg duy tri / hé trg cholesterol lanh manh

0SS O

Yéu ciu chi dinh

Viéc trinh bay san phiam khéng duoc ngu y hodc dé cip dén viée 1am giam hodc ting mirc dd cholesterol mau ra khoi pham vi binh thuong lanh manh
Viéc trinh bay san pham khong dugc ngu ¥ hodc dé cap dén viéc lam giam lipid mau, chit béo mau va triglyceride.

Chi dinh tiéu chuin

Khéng co chi dan tiéu chuin nao dugc dua vao hd so

Chi dinh cu thé

Khéng c6 chi dan tiéu chuin nao dugc dua vao hd so
Cinh bio

Khéng khuyén nghi sir dung cho phu nir mang thai va cho con ba (hoac tir ngir twong tu).
Néu céc trigu chimg kéo dai, hay tim kiém 161 khuyén tir mot chuyén gia y té.
Chira lactose (hodc tir ngir twong tir).

(Néu thube chira mét loai dudmg) chira [chén tén cua duong] HOAC (Néu thude chira hai hodc nhiéu loai duomg) Chira duong [hoc tir ngir tuong tu].

Théng tin sin phim b sung
Théng tin vé bao bi
Loai Chit liéu Tudi tho Nhiét do Nip dong Diéu kién
Vi Khéng dugc ghi lai Khéng dugce ghi lai Khéng dugce ghi lai Khéng dugc ghi lai Khéng duge ghi lai .
Kich thuéc goi / Thong tin vé chit djc ~
Kich c& goi Bang Xép loai Chit Djc
Trang 1/2 Dugc san xudt vao ngdy 25.102023 at 10:49:56 AEDT
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Cac thanh phin
1.Cong thirc 1

Dang bao ché

Pudng dung

Nhin dang truc quan
Thanh phin hoat tinh
Alcohols tir sap mia dudng
Thanh phin khic (T4 dwgc)
cellacefate
croscarmellose sodium
Gelatin
indigo carmine
lactose
macrogol 20000
magnesium stearate
tinh bét ngd
cellulose vi tinh thé
talc tinh khiét
dwong sucrose

titanium dioxide

(et
e

Chinh phii Uc
BoYté
Cuc quan ly San pham Tri liéu

Department of Health and Aged Care
Therapeutic Goods Administration

Vién nén, bao phim

Uéng

10mg

TRANSLATION i dih

© Khéi thinh vuong chung Uc. Céng viée nay la ban quyén. Ban khdng duoc phép truyén lai, phan phdi hosc thuong mai hoa tai liéu ma khong co su chip thuan trude bing vin ban cia Khéi thinh
vugng chung. Théng tin chi tiét co thé dugc tim thy tai http:/www.tga gov.aw/about/website-copyright. htm.
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T6i, Pang Thi Hién Mai, CCCD sb: 011300000005 do Cuc canh sat quan ly hanh chinh vé trat tu
x4 hoi cip ngay 02/03/2022; cam doan dich chinh x4c gidy to/ vin ban nay tir tiéng Anh sang
tiéng Viét.

Ngudi dich

Ping Thi Hién Mai
LOI CHUNG CUA CONG CHUNG VIEN

Hom nay, ngay 16 thang 05 ndm 2024 (Ngay muoi sdu, thang ndm, nam hai nghin khong tram hai
muoi bdn )

Tai Vin phong Céng chimg Nguyén Hué, dia chi tai sb 165 Giang V3, phuong Cat Linh, quan
Péng Pa, thanh phé Ha Nbi.
Tsi.  CONG CHUNG VIEN

dinh WWr@lw

, - Cong chimg vién, trong pham vi trdch nhiém ctia minh theo quy

A

CHUNG NHAN

- Ban dich nay do ba Dang Thi Hién Mai, CCCD sb: 011300000005 do Cuc canh sat quan ly hanh
chinh vé trat tu x4 hoi cdp ngay 02/03/2022, 1a cong tac vién phién dich ciia Van phong Cong
chimg Nguyén Hué, thanh phé Ha N6, da dich tir tiéng Anh sang tiéng Viét .

- Chit ky trong ban dich dung 1 chit ky ctia ba Pang Thi Hién Mai;
- Ndi dung ctia ban dich chinh xéc, khong vi pham phép luat, khong trai véi dao dic xa hoi;

- Van ban cong ching nay dugc ldp thanh....... ban chinh, mdi ban gdm...... to, ......trang, luu mot
(1) ban tai Vin phong Cong chimg Nguyén Hugé, thanh phd Ha Néi.

S6 cong chimg: ..9.00. L7 Quyén sé: 01 /2024 TP/CC-SCC/BD

CONG CHUNG VIEN

CONG CHUNG VIEN
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Public Summary
Summary for ARTG Entry:

ARTG entry for

Sponsor
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 of the Act, shall be only those included in the list

Department of Health and Aged Care
Therapeutic Goods Administration

283838 Policosanol 10
Medicine Listed

Raydel Australia Pty Ltd

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

20/12/2016

Medicine

Active

Listed Medicines

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

L

Product Type Single Medicine Product Effective Date

Permitted Indications

Helps in the maintenance of healthy blood lipids/blood fats
Helps maintain/support healthy cholesterol

Indication Requirements

13/01/2021

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 (g
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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