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BO Y TE CONG HOA XA HOI CHU NGHIA VIET NAM
CUC AN TOAN THU’C PHAM Poc 1ap - Tw do - Hanh phic

Hé Néi, ngaypl" 9 thangﬂnam 2024
b NS
GIAY TIEP NHAN PANG KY BAN CONG BO SAN PHAM

sé: 0848 nozamKsp

Cuc An toan thuc pham xéac nhan da nhan Ban cong bo san pham cua:

T4 chirc ¢4 nhan: CONG TY CO PHAN RAYDEL VIETNAM

Dia chi: Tang 15, Khéi B, Toa nha Séng Pa, dudng Pham Hung, Phuong M§
Binh 1, Quin Nam Tir Liém, Thanh phé Ha Noi, Viet Nam "

Dién thoai: +61294801300 Fax:

Email: info@raydel.com.au |

Cho san phim: Thuc phim bao vé strc khoe POLICOSANOL 10 do Cong ty |
LIPA PHARMACEUTICALS LTD, dia chi: 21 Reaghs Farm Road, MINTO NSW ||
2566, Uc va Raydel Australia Pty Ltd, dia chi Level 1 Building 1 9-15 Chilvers Road |
Thornleigh NSW 2120, Uc san xuat, phu hop tiéu chuén nha san xuéat s6: RFE002 |
ngay 09/06/2023.

Doanh nghiép phai hoan toan chiu trach nhiém v& tinh pht hop cta san pham
da céng bo./.

Noi nhdn: KT CUC TRUONG
FCUC TRUONG

- T6 chure, cé nhan;
- Luu trit,




CONG HOA XA HOI CHU NGHIA VIET NAM

Ddc 1ap - Tu do - Hanh phutic

BAN CONG BO SAN PHAM

I. Théng tin vé to chirc, ca nhin cong bo san pham

SH: 1/2024/0110479402-DKCB

Tén t6 chire, ca nhan: CONG TY CO PHAN RAYDEL VIETNAM

Dia chi: 'l‘éng 15, Khdi B, Toa nha Song Pa, duong Pham Hung, Phuong M¥$ Dinh 1, Quén

Nam Tt Liém, Thanh phd Ha Nbi, Viét Nam.

Dién thoai: +61294801300

E-mail: info@raydel.com.au

Ma sé doanh nghiép: 0110479402

S6 gidy ching nhan GMP:

Ngay hét hi¢u luc/Noi cdp: /

I1. Théng tin vé sin phim

L. ‘I'én san pham: Thyc phdm béao vé strc khoe POLICOSANOL 10

2. Thanh phén:

Modi vién nén bao phim chira:

Policosanol (Alcohols tir sdp mia duong) 10mg

Phu li¢u: Chét don (cellulose vi tinh thé, lactose), Chét lam ra (tinh bot ngd, Natri

croscarmellose), Chit két dinh (sucrose, Gelatin), Chit chéng déng von (talc tinh khiét, magnesi

stearat), Chét phu bé& mit (cellacefate), Chét 1am mém (macrogol 20000), Chét tac mau nhén tao

(indigocarmine CI73015 (lake), titanium dioxide).

3. Chi tiéu chat lugng chu yéu tao nén ¢éng dung ctia san pham:

STT

Tén chi tiéu

Don vi tinh

Muc¢ cong bod

MA HO SO: 24.05.17.305120.DKCB




 1 Policosanol mg/vién 9-12

"4. Thoi han stir dung san pham:
3 ndm k€ tir ngay san xudt. Han st dung ghi trén nhan chinh thire cia san pham.
5. Quy céach dong goi va chat liéu bao bi:

- Chat liéu bao bi: San pham dung trong vi, bén ngoai la hop gidy con niém phong ¢6 nhan

méc rd rang, ddy di1, ddm bao vé sinh an toan thuc phim theo quy dinh cia BO Y T¢.

- Quy cach dong goi: Vi 15 vién. Hop 2 vi.

)C
- Khéi lugng trung binh vién: 193,08 mg (181,37 mg —210,79 mg) 1¢
G

- Dang bao ché: Vién nén bao phim '
5
6. Tén va dia chi co s& san xuét san phim: -

Pon vi thuc hién ¢ong doan san xuét dang bao ché cla san phém:

LIPA PHARMACEUTICALS L.'TD. o=
,A794¢
L /——‘-‘
Dia chi: 21 Reaghs I'arm Road, MINTO NSW 2566, Uc 3NG T
% . am PH&
Chu thuong hi¢u san pham, thuc hién cong doan déng géi, dan nhin, va chiu toan bd trach nhiém AAYD]
vé chét lugng clia hang hoa trong qua trinh san xuét va luu théng trén thi trudong: ﬂETN
=Y,
Raydel Australia Pty [.td =

Dia chi: Level 1 Building 1 9-15 Chilvers Road Thornleigh NSW 2120 Uc

III. Mau nhan san pham (dinh kém mau nhan san pham hodic mdu nhén san pham du kién)

IV. Yéu ciau vé an toan thye pham

16 chire, ¢d nhén san xuat, kinh doanh thye pham dat yéu cau an toan thuc pham theo:

Tiéu chudn nha san xuét dinh kém s& RFE002 ngay 09/06/2023.
Tiéu chudn nha déng goi dinh kém sé RFE002 ngay 09/06/2023.
Chung 16i xin cam két thyuc hién day du cac quy dinh ctia phép luat vé an toan thue phdm va

hoan toan chiu trach nhiém vé tinh phép 1y ctia ho so cong bo va chat lugng, an toan thyce

MA HO SO: 24.05.17.305120.DKCB



‘pham doi1 vai san pham da cong bo va chi dua san pham vao san xuat, kinh doanh khi da dugc

.cAp Gidy tiép nhan dang ky ban cong bd san pham./.
Ha No6i, ngay 11 thang 10 nam 2024

DPAI DIEN THEO PHAP LUAT

CUA DOANH NGHIEP
(Ky, ghi ho tén va dong dau)
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MA HO SO: 24.05.17.305120.DKCB
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Policosanol 10

Sugar cane wax alcohols 10mg per tablet
Film-coated tablets
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NHAN PHU

nphim: Thue phim bio v¢ sirc khoe POLICOSANOL 10
yal/phin: Moi vién nén bao phim chira:
Nigbsanol (Alcohols tir sap mia dudng) 10mg
u lidu: Chit don (cellulose vi tinh thé, lactose), Chédt lam ra (tinh bdt ngd, Natri
croscarmellose), Chét két dinh (sucrose, Gelatin), Chét chéng déng von (talc tinh khiét,
magnesi stearat), Chét phu bé& mit (cellacefate), Chét lam mém (macrogol 20000), Chét tao
mau nhan tao (indigocarmine CI173015 (lake), titanium dioxide).
Cong dung
HO tro cai thién chi sb cholesterol, lipid mau.
Péi twong siv dung: Nguoi truong thanh.
Huéng din st dung: Ubng 1 vién moi ngay
Thoi han sit dung: 3 ndm ké tir ngay san xuét. Han st dung ghi trén nhan chinh thuc cta san
phém.
Chiui y
Thue pham nay khong phai la thudc, khong ¢o tac dung thay thé thudc chita bénh.
Khong sur dung san phidm ngudi man cam, kiéng ki voi bét ky thanh phan nao cua san pham.,
Khong khuyén khich str dung cho phu nit mang thai va cho con bu.

[

San pham chira lactose. Néu ban gip phai céc tri¢u ching lién quan dén viée sir dung san pham

~

va céc triéu chimg nay khong gidm di sau mot khoang thoi gian nhét dinh, ban nén tim kiém
sw hd tro va tw vin tir chuyén gia y té.

Khong su dung san pham néu niém phong hop bi mét hodc bi hong. San pham K [ONG CHUA
men, mudi, gluten, huong ligu nhén tao hoic chit tao ngot nhén tao
Bio quan: Bao quan dudi 30°C ¢ noi kho rao
Quy cach déng goi: Vi 15 vién. Hop 2 vi
Cong ty chiu trich nhiém v& sén phim

CONG TY CO PHAN RAYDEL VIET NAM

Dia chi: Téng 15, Khbi B, Toa nha Song Da, duong Pham [Tang, Phuong My Dinh 1, Quan
Nam Tt Liém, Thanh ph6 Ha Noi, Vi¢t Nam.

DPon vi thue hién cdng doan san xuét dang bao ché cuia san phém:

LIPA PHARMACEUTICALS L'TD.

Dia chi: 21 Reaghs FFarm Road, MINTO NSW 2566, Uc

Chu thwong hidu san ph'?lm, thue hién cong doan dong g6i, dan nhén, va chiu toan bd trach
nhiém v¢ chit luong ciia hang hoa trong qua trinh san xudt va luu thong trén thi trudng:
Raydel Australia Pty Ltd

Pia chi: Level 1 Building 1 9-15 Chilvers Road Thornleigh NSW 2120 Uc

10. Cong ty nhip khéu san phﬁm

CONG TY CO PHAN RAYDEL VIET NAM
Pia chi: Tang 15, Khéi B, Toa nha Song DPa, duong Pham Hung, phuong My Dinh 1, quan
Nam Tu Liém, Thanh phé Ha Noi, Viét Nam

11. Xuét xa: Uc
12. S6 DKSP:

= I

JA

ki =



cOPHAN PRODUCT SPECIFICATION

RAYDEL

| hereby certify that the information in this specification is current and correct and that the formulation
complies with the marketing authorisation entered on the Australian Register of Therapeutic Goods.
Lipa will be notified immediately of any change tg this formulation which results in this specification no
longer complying with the current marketing 9dl’h )sation.

APPROVED BY: P i
POSITION: [ A L N
NAME: vt /oot ILR prA
DATE: 12/06/2023
PRODUCT NAME: | POLICOSANOL 10 PAGE 1 of 5
CUSTOMER: RAYDEL AUSTRALIA PTY LTD AUST L: 283838
ITEM NUMBER; RFEQ02 EDITION NUMBER | 1 ISSUE DATE: | 09/06/2023
PREPARED BY: DANIELLE CHECKED BY: LENO JIN | APPROVED BY: WIM HUIZER
PUCKERIDGE ’%v( 2 ﬁ/ )

o et Frieegen

e TV J
DATE: 09/06/2023 DATE: 09/06/2023 DATE: 09/06/2023

DISCLAIMER

While Lipa accepts full responsibilily for the quality of materials used in manufacture and for the
pracessing of these materials into finished bulk or packed product under GMP, so as to meet
specifications agreed with the client, it does not offer advice on and accepts no responsibility for the
suitability of any product for any therapeutic use, or the intrinsic safety efficacy or stability of any product,
or the conformity of any labet to regulatory requirements. The client is responsible for ensuring that the
agreed product specification (including composition) is that currently registered under the Therapeutic
Goods Act

Residual Solvents (EP §.4)

The starting materials used in this formula have been verified and assessed to be compliant to the
requirements of EP 5.4 Annual verification testing is conducted to ensure compliance and is recorded
as part of the Product Quality Review. Solvents that are used as part of the manufacturing process are
listed with their respective limits below.

Ethanol Not more than 5000ppm or NMT 50mg/Day

Elemental Impurities (ICH Q3D/USP <2232>)

The starting materials used in this formula have been assessed to allow the finished product to meet
the below limits. Annual verification testing is conducted to ensure compliance and is recorded as part
of the Product Quality review

Arsenic Not more than 5.0 ppm
Cadmium Not more than 0.3 ppm
Lead Not more than 2.0 ppm
Mercury Not more than 0.5 ppm

This document is the property of Lipa Pharmaceuticals. It cannot be replicated or copied to any external
or other third parties without the written consent of Lipa Pharmaceuticals Limited.



PRODUCT SPECIFICATION

PRODUCT NAME: | POLICOSANOL 10 PAGE 2 of &
CUSTOMER.: RAYDEL AUSTRALIAPTY ITD
ITEM NUMBER: RFEQ0Q2 EDITION NUMBER \ 1 [ ISSUE DATE: | 09/06/2023

Dosage Form: Tablet, film coated
Maximum Daily Dose: 1 tablet

Physical parameters

FIELD

METHOD

Description
Diameter (mm)
Thickness (mm)
Hardness (kp)
Ave.tablet wt. (mig)

Uniformity of weight

Disintegration

Microbiological Quality

SPECIFICATION LiMITS
Small round biconvex light blue Complies
film coated tablets

8.0 79-85
NMT 4.0 NMT 4.0
NLT 3 NLT 3
193.08 181.37 - 210.79
NMT 2 aul of 20 of the individual Complies

tablets deviate from the average
weight by more than 7.5% and
none out of 20 deviate by more
than 15%

£ 30 minules
Complies with the current TGO
for tablets and capsules

FPP: RFECO2FP
FPP: RFEQD2FP
FPP: RFEQ02FP
FPP: RFEQD2FP
FPP: RFEQD2FP

FPP: RFEQO2FP

FPP: RFEOD2FP

[FIELD

] LIMITS

METHOD |

Total Aerobic Micrabial Count {cfufg)
Total Yeast and Mould Count {cfu/g}
Bile-talerant Gram negative bacteria

Less than or equal te 1.0 x 10¢
Less than or equal to 1.0 x 102
Less than er equal to 1.0 x 102

(cfu/g) Escherichia coli {per g) Absent
Salmonella (per10g) Absent
Staphylococcus aureus (per g) Absent

FPP. RFEOO2FP
FPP: RFEQO2FP
FPP: RFECQ2FP
FPP: RFECO2FP
FPP: RFEDD2FP
FPP: RFEQO2FP

Micro testing will be conducted on a rotafional basis after the first three batches. One in twenly

balches or annually
Chemical Assay

FIELD RELEASE LIMIT RELEASE LIMIT EXPIRY METHOD
LIMIT
Assay sugar cane wax  10.00mg+7.5% 9.25-10.75 9.00 - FPP:
alcohols (mgftab} 12.00 RFEQO2FP
Palicosanol Purity, lotal content of alcehols FPP:
(to be included in Certificate of RFEQO2FP

Analysis)=85% include
breakdown of resuits of the
individual alcehols on the CoA



PRODUCT SPECIFICATION

PRODUCT NAME: | POLICOSANCL 10 PAGE 3 of 5
CUSTOMER: RAYDEL AUSTRALIA PTY LTD
ITEM NUMBER: RFEQQ2 EDITION NUMBER l 1 i ISSUE DATE: | 09/06/2023
ITEMNO. LABEL OVER ADDED ACTIVES TESTING TGO101 STANDARD
CLAIM  AGE CODE LIMITS
mglunit mg/unit % of stated
content
CSRFEO1 10.00 10.00 SUGAR CANE WAX M 90.0 - 120.0 RMM
ALCOHOLS -
EXCIPIENTS FUNCTION STANDARD
RC0203 1520 MICROCRYSTALLINE Filler BPIUSP
CELLULOSE
R(1102 - 105.80 LACTOSE Filler BP
RS1833 28.50 MAIZE STARCH Disintegrant BP
RS1820 9.50 SUCROSE Binder RMM
RG722 480 GELATIN (bovine skin) i} Binder &F
RT1903 380 TALC-PURFIED Anticaking BP
o agent
RC(0259 9.60 CROSCARMELLOSE Disintegrant BP
SODIUM
Contains: Sodium 665
, meg
RM1203 2.90 MAGNESIUM Lubricant BP
STEARATE
COJ}II‘NG
RC0216 830 mcg CELACEPHATE Coaling agent BP
RM1i1278 830 meg MACROGOL 20 000 Plasticiser BP
RT1903 2.78 TALC PURIFIED Opacifier BP
RT1909 1.39 TITANIUM DIOXIDE Colourant BF
RI&19 250.00 INDIGO CARMINE Colourani ECD/JECFA
meg CI73015 (LAKE) .

“Gelatin mass is derived from: Bovine skin from Australia

Iz Identified then Guantified by Input

L: Amount is below limit of Quantification and a Limit lest is applied:

M: Will be assayed on every balch;

Q: Quantified by input;

R: Will be assayed on a rotaticnal basis once history has been eslablished,



PRODUCT SPECIFICATION

PRODUCT NAME: | POLICOSANOL 10 PAGE 4 of 5 |
CUSTOMER: RAYDEL AUSTRALIA PTY LTD
ITEM NUMBER: RFE002 | EDITION NUMBER ‘ 1 I ISSUE DATE: l 09/06/2023
FIELD SPECIFICATION
For Raydel Activity
Austratia
Pack Size 15 tablets / blister, 2 blisters/ Box
Packing material PVC, Al+Foil, paper carton
Shelf life 3 years
Storage conditions Store below 30°C in a cool dry place.
Silica Gel Sachet 25g Silica Gel sachet to be added in each shipper- MC1223
Comment N/A
MANUFACTURING ADDRESS LICENCE SERVICE
SITES NUMBER
PRINCIPAL 21 Reaghs Farm Road, MINTO NSW MI-10052005-L1- MD, CT, MT,
Lipa Pharmaceuticals Ltd. 2566 000542-1 RS, PP. SP
CONTRACT MANUFACTURERS AND LABORATORIES
Lipa Pharmaceuticals Lid. 3 Reaghs Farm Road, Minto, NSW, MI-10052005-LI- PP, SP
] B 2566 000542-1
Soulhpack Laboratories Unils 1,2,3,4/102 Bath Road, M1-11102004-LI- PP, SP
{Aust) Ply Ltd Kirrawee, NSW, 2232 000001-1 -
MedipaQ Pty Ltd Unit 21 19 Aero road, Ingleburn, MI-2016-L1-00917-1 PP, SP
NSW, 2565
Southern Cross Level 3, T Block and N Block Military MI-01122004-L1-
Analytiacal Research Road, Southern Cross University, 000264-1 CT
Laboratory  Lismore, NSW,2480 . o I
Australian Laboratory Unit 10 2-8 South Street, Rydalmere, MI-2012-LI-05733-3 CT.MT
Services Ply Lid NSW, 2116 o 2
Endeavour Foundation 12-16 Leabens Lane, Seven Hills MI-14062005-L1- PP, SP AN
Wesl, NSW 2147 000625-2 El
ABS (AUS) Pty Ltd 18 Distribution Place, Seven Hills, MI1-02102007-LI- PP, SP M\
NSW, 2147 002140-11
Sunnyfield 185 Allambie Road, Alambie Heights,  MI-06022006-L1- PP, SP e
NSW, 2100 001122-11 A8
MD: Manufacture of Dosag 2 Form CT: Chemical Testing ==
PP: Primary packaging MT: Microbial Testing
SP: Secondary packaging RS: Release for Supply

“This document is for regis tration purposes and Raydel takes re sponsibility



PRODUCT SPECIFICATION

PRODUCT NAME: | POLICOSANOL 10 PAGE 5 of 5

CUSTOMER: RAYDEL AUSTRALIA PTY LTD

ITEM NUMBER: RFEQ02 | EDITION NUMBER l 1 IISSUE DATE: [ 09/06/2023
LLOSSARY

ARTG - Australian Register of Therapeutic Goods; Ave - Average; BP - British Pharmacopoeia; cap
capsule; CAS - Chemical Abstract Service; cfu - Colony forming unit; CG-TGA Compositional Guideline;
Cl - Colour Index (Saciety of Dyers and Colourists); ECD - EC Directive; EP- European Pharmacopoeia;
FCC - Food Chemical Codex; g-gram; GMP-Good Manufacturing Practice; ICID - International
Cosmetic Ingredient Dictionary; IU - International Units; JECFA - Joint FAO/WHOQ Expert Committee on
Food Additives; kp - kilopond; meg - microgram; mg - milligram; mm - millimeter; N/A - Not Applicable;
NF - National Formulatory; NLT - Not less than; NMT - Not more than; PI - Proprietary Ingredient; PIC/S -
Pharmaceutical Inspection Convention/Pharmaceutical Inspection Co-operation Scheme; RH -
Relative Humidity; RMM - Raw material manufacturer, QBI - Quantified by Input; .s. quantum sufficit, as
much as is sufficient; tab - tablet; TBD - To be determined; TGA - Therapeutic Goods Administration;
TGO-Therapeutic Goods Order; USP - Uniled States Pharmacopela.

REVISION HISTORY

DATE EDITION | VERSION BRIEF DESCRIPTION OF CHANGE

NUMBER | NUMBER
09/06/2023 1 1 New document




o - RAYDEL AUSTRALIA PTY LTD ABN No 45 054 555 903
CONG TR Y D E L el suilding 1 915 Chilvers Road THORNLEIGH NSW 2120 AUSTRALIA
CO PHAN H% Confidence T. 02 9480 1300 F. 02 9480 1399 wwvw.raydel.com.au

PRODUCT SPECIFICATIONS
Date: 09/06/2023

Product name: Policosanol 10
Classification: Dietary supplement
Manufacturer: Lipa Pharmaceuticals Ltd. - 21 Reaghs Farm Road, MINTO NSW 2566, Australia

Packaging company: RAYDEL AUSTRALIA PTY LTD - Level 1 Building 1 9-15 Chilvers Road THORNLEIGH NSW
2120 Australia

Dosage form: Small round biconvex light blue film coated tablets
Packaging particulars: 30 tablets (2 blisters x 15 tabs) in a cardboard box
Packing material: PVC, Al+Foil, paper carton

Average tablet weight: 193.08 mg (181.37 - 210.79 mg}

1. INGREDIENTS

In 1 film coated tablet contain:
Sugar Cane Wax Alcohols 10mg

EXCIPIENTS: microcrystalline cellulose, lactose, maize starch, sucrose, gelatin {bovine skin), talc- purified,
croscarmellose sodium (contains: sodium 665 mcg), magnesium stearate

COATING: celacephate, macrogol 20000, tale purified, titanium dioxide, indigo carmine C173015 (lake)

2. ACTIVE INGREDIENTS

No | Name of Ingredients Unit Expiry Limit
1 Sugar Cane Wax Alcohals mg per tablet 9-12
Policosanol mg per tablet 9-12

3. ORGANOLEPTIC TESTS:

Test done Method Specification Result
Appearance Visual and organoleptic | Small round biconvex light blue film Complies
inspection coated tablets
Flavour No flavour Complies
Odour No odour Complies
Colour Light Blue Complies

4, MICROBIOLOGIC PARAMETERS:

TEST UNIT SPECIFICATIONS Method
Total Aerobic Microbial Count CrU/g NMT 10 000 FPP: RFECO2FP
Total Yeast and Mould Count CFU/g NMT 100 FPP: RFEOO2FP
Bile-tolerant Gram negative bacteria CFU/g NMT 100 FPP: RFEOQ2FP
Escherichia coli /e Absent FPP: RFEOO2FP
Salmonella /10g Absent FPP: RFEQQ2FP
Staphylococcus aureus /e Absent FPP: RFEOQ2FP

Micro testing will be conducted on a rotational basis after the first three batches. One in twenty batches or annually




Q RAYDEL AUSTRALIA PTY LTD ABN No. 45 054 555 903
R YDE L Level 1 Building 1 9-15 Chilvers Road THORNLEIGH NSW 2120 AUSTRALIA
Health Confidence f.02 9480 1300 F 02 9480 1399 waww.raydel.com.au

5. HEAVY METAL

TEST UNIT SPECIFICATION Method T
Arsenic ppm <5.0 In House ICP-OES
Cadmium ppm <0.3 In House ICP-OES
Lead ppm <2.0 in House ICP-OES
L Mercury ppm <0.5 In House ICP-OES |

6. INDICATIONS

- Helps support healthy cholesterol
- Helps in the maintenance of healthy blood lipids

7. DIRECTIONS FOR USE

-Take 1 tablet daily

- Contains lactose. Not recommended for use by pregnant and lactating women. If symptoms persist, seek
advice of a healthcare professional. Do not use if box seals are missing or broken. NO ADDED yeast, salt, glut
artificial flavours or artificial sweeteners.

Keep out of reach of Children
8. SHELF LIFE AND STORAGE

- 3 years from the manufacturing date

- Store below 30°C in a cool dry place




