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®. HSA Alert: 'Li Da' and 'Chapter Plus' Sold Online Found to Contain Banned
Substance Sibutramine
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en. Chorionic Villus Sampling Needle Set

& MAYFIELD Infinity XRe Base Unit, Low Profile Base Unit, Base Unit-Extended
and MAYFIELD Spine Table Adaptor Radiolucent
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1.HSA Alert: 'Li Da' and 'Chapter Plus' Sold Online Found to Contain Banned Substance

Sibutramine

Health Sciences Authority (HSA) Uszinadsalus udaiouduilnaliliduussmuniede
NARAuAgUAIW 2 578015 LAlA Li Da Weight Loss Capsule (‘Li Da’) waz ‘Chapter Plus By
BackSlim (‘Chapter Plus’)’ 1i8s91nwu sibutramine daiuansilafliudslilundnsosi wazgnufin
nousanNYDImaINKaILY w.a.2553 Tngwunmsimhendningidanariiiudemeeulal

HAS Towuzinuslaaiidsldndnsusidandnlingaldiui wazlinismauielawan

]
% « <

nanfueiauannTanwarldnIaiuase wu "Uaends 100%" way lilinatrufss” siudasednseds

v '
1 L =)

nsdenansusiguamesulal Tnslawiznisteandulediliidnvielidndeds esaneradu
wanAusiTsimsUasuudunauiienaidusunsoroquam

dayausundlny

nmsaTeaeulesiunngudeyadiineuangnssunisemsuazen ldwudeyaninindn
nandgnanalulsenelng

LaN&aN59198
1L.http://www.hsa.gov.sg/content/dam/HSA/News_and_Events/Press_Releases/2018/HSA%20Press%20relea

se_ChapterPlusLiDa_final.pdf
2.http://porta.fda.moph.go.th/FDA_SEARCH ALL/MAIN/SEARCH_CENTER_MAIN.aspx

2. Platinium SonR CRT-D

Health Canada Uszn1ani1sienduiaieafiounnd Platinium SonR CRT-D lujuniswén
641DL093, 642DL0A8, 644DL019, 650DLO5E Laz 650DL169 ¥8aUT¥N Sorin Group Italia S.R.L.
Ussnadm osninasaanuanuiiaunfvessniaund dniliadesfiafananliamnsassynisifa
AN arrhythmia Aigeavinissnunlaedentuiih (defibrillation)
dayavszndlvy
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LONE1591989

http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-s¢/2018/67280r-eng.php
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3. Chorionic Villus Sampling Needle Set

Health Canada UsgmAnisienfuiaiasiiownmd Chorionic Villus Sampling Needle Set
193U3HM William A. Cook Australia, Pty. Ltd., seawnsids Tunnumsnanmausisuusnaufiejudil
nsuanneluiun 4 Tquieu w.A. 2561 Lﬁaw’mwummamLLmumwuuaa’mmamﬁmﬂzjgﬂﬁm
doyauszndlng
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\ANE15971989
http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/67268r-eng.php

4, MAYFIELD Infinity XR2 Base Unit, Low Profile Base Unit, Base Unit-Extended and
MAYFIELD Spine Table Adaptor Radiolucent

Health Canada Uszn1AnIsi3unAulAsesiiounnduasusom Integra  LifeSciences
Corporation UszinAanigewiini lagadasle §1uau 4 519015 1ewA MAYFIELD Infinity XR2 Base
Unit, MAYFIELD Infinity XR2 Low Profile Base Unit, MAYFIELD Infinity XR2 Base Unit-Extended
wag MAYFIELD Spine Table Adaptor Radiolucent Lﬁaamnwmaﬂumm%nmmé’m‘uaumu’qﬂﬂ‘mi
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http://healthycanadians.gc.ca/recall-alert-rappel-avis/hc-sc/2018/67272r-eng.php



Singapore Government
Integrity - Service - Excelience

HS A ABOUT HSA CAREERS CONTACT INFO FEEDBACK SITEMAP FAGS

a4 at within HSA - Search
th Pro ; ; : : o
Figdl v Blood Services Applied Sciences e-Services Publications News & Events

Regulation

Home News & Everis  Press Releases 2018 HSA Alert: 'Li Da' and 'Chapter Plus' Sold Online Found to Contain Banned Substance Sibutramine

HSA Alert: ‘'Li Da' and 'Chapter Plus' Sold Online Found to Contain

NEVS & EVENES Banned Substance Sibutramine

Press Releases

HSA Updates The Health Sciences Authority (HSA) is alerting members of the pubiic not to purchase or consume
Weight Loss Capsuie {'LiDa') and ‘Chapter Pius By Slim {Chapter

substance, sibutramine, which poses sarious health risks. HSA had tes

wo slimming products 'Li Da

sy asth an undeclarad and banned

d both products and found them to contain sibutramine. Both
nary investigations showed that a number of people may

Speeches products were found o be sold on various local online platforms. Our pre!
have bought the products online.
Public Consultation Please refer to Annex A of the pdf version for photos of the products.
Event Dangers of illegal slimming products sold online

2 Sibutramine has been withdrawn in Singapore since 2010 due o an increased risk of heart attacks and strokes. In racent years.,
HSA has detecled several slimming products adulterated with sib ine. These have caused serfous adverse effects in our
consumars, including breathing difficulties, palpitations. mood swings, haliucinations and hearing of voices.

3 The product ‘Li Da’ is similar to two other illegal slimming products "Li Da DAIDAIHUA Weight Loss Capsule’ and “Lida (Plus).
which were detected (o be adulterated with sibutramine by HSA and Australia’s Therapeutic Goods Administration in November 2014
and March 2018 respectiveéyi . Both “Li Da’ and "Li Da DAIDAITHUA were falsely labelied to mislead consumers into thinking that
they were diet supplements containing '100% herbal’ ingredients, with 'no chemicals’ and carried claims that they ‘work fast’ with 'no
side effects’.

4 Chapter Plus’ was fa
consumer complained
‘OUR COCOMO Pte Lid'. The company is currently as

> dietary supplement with "100% natural herbs™ and 'no side effects’. A
ing the consumption of ‘Chapter Plus’ purchased online from a local company
ng with HSA in its investigations.

Advisory to consumers

Consumers are advised 1o

w

Stop taking 'Li Da’ or ‘Chapter Plus’ immeadiately. and consuit a doctor if you feel unweli or are concerned about your health.

Be wary of health products that promise or deliver quick and miraculous weight loss, or carry exaggerated and extreme claims

such as "100% safe’ and ‘no side effects’.

Do not trust onkine product reviews, as these testimenials usually cannot be verified. If they seem 100 good to be true, they usuaily
are.

Exercise caution when purchasing heaith products online, especiaily from unfamiliar websites and if the products carry
exaggerated claims, Anyone can sell health products on these e-commerce platforms, You cannot be certain where and how
these pr were made. They could potentially be counterfeits or adulterated with undeclared polent or banned ingredients
which can sericusly harm your health.

6 HSA has produced a short video on the risks associated with buying health products enline. This video can be viewed at
https://youtu.be/dmil_bSqJgA.

Advisory to sellers and suppliers

7 Al sellers and suppiiers must stop selling 'Li Da’ and 'Chapter Plus’ immediately.

These are illegal products which contain banned ingredi

Anyone who supplies illegal health products is Hable to prosecution and if convicted, may be imprisoned for up to 3 years andior
fined up to $100.000.

8 Members of the public who have any information on the sale and supply of these iliegal products may contact HSA's Enforcement
Branch at Tel: 6866-3485 during office hours (Monday to Friday) or email: hsa_is@hsa.gov.sg.

HEALTH SCIENCES AUTHORITY
SINGAPORE
20 JULY 2018

§m] Download pdf version here

[1lhitp:/iwww.hsa.gov.sg/content/hsalen/News_Events/Press_Releases/2014/hsa-alerts-
publictotwoillegalproductscontainingpotentundeclaredi.htmi

{2] hitpsi/iwww.tga.gov.au/alert/lida-plus-capsules
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Platinium SonR CRT-D (2018-07-09)

(s )

Starting date: July 9, 2018
Posting date: July 19, 2018
Type of communication: Medical Device Recall
Subcategory: Medical Device
Hazard classification: Type II
Source of recall: Health Canada
Issue: Medical Devices
Audience: General Public, Healthcare Professionals, Hospitals
Identification number: RA-67280
» Reason w Affected products

Affected products
Platinium SonR CRT-D

Reason

On a subset of Platinum ICD and CRT-D devices, a specific hardware configuration was identified as potentially defective over time, leading to
overconsumption, immediately followed by loss of pacing and sensing capabilities in all cavities. As a result of the loss of sensing capability, the
device cannot identify an arrhythmia that would require a defibrillation shock therapy.

Affected products
Platinium SonR CRT-D
Lot or serial number

641DL09S3
642DL0OAS8
644DL0O19S
650DLOSE
650DL169

Model or catalog number
1811

Companies

Manufacturer Sorin Group Italia S.R.L.
Via Crescentino, SN,
Saluggia, Vercelli,
13040
ITALY

Date modified: 2018-07-19
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Chorionic Villus Sampling Needle Set (2018-07-03)

[ }

Starting date: July 3, 2018
Posting date: July 19, 2018
Type of communication: Medical Device Recall
Subcategory: Medical Device
Hazard classification: Type II1
Source of recall: Health Canada
Issue: Medical Devices
Audience: General Public, Healthcare Professionals, Hospitals
Identification number: RA-67268
» Reason w Affected products

Affected products
Chorionic Villus Sampling Needle Set

Reason

This recall is being initiated for all lots manufactured up to June 4, 2018 because the diagram on the product label is incorrect. It shows that the
18GA needle has an echotip, and the 21GA needle does not. The product is designed such that the 21GA needle has the echotip and the 18GA
needle does not.

Affected products

Chorionic Villus Sampling Needle Set
Lot or serial number

All lots manufactured before June 4, 2018
Model or catalog number
K-CVNS-1821-ROBINSON-ET

Companies

Manufacturer William A. Cook Australia, Pty. Ltd.
95 Brandl Street
Eight Mile Plains
4113
AUSTRALIA

Date modified: 2018-07-19
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MAYFIELD Infinity XR2 Base Unit, Low Profile Base Unit, Base Unit-Extended and MAYFIELD

Spine Table Adaptor Radiolucent (2018-06-29)

_ )

Starting date: June 29, 2018
Posting date: July 19, 2018
Type of communication: Medical Device Recall
Subcategory: Medical Device
Hazard classification: Type 11
Source of recall: Health Canada
Issue: Medical Devices
Audience: General Public, Healthcare Professionals, Hospitals
Identification number: RA-67272
» Reason » Affected products

Affected products

A. MAYFIELD Infinity XR2 Base Unit

B. MAYFIELD Infinity XR2 Low Profile Base Unit
C. MAYFIELD Infinity XR2 Base Unit-Extended
D. MAYFIELD Spine Table Adaptor Radiolucent

Reason

Integra LifeSciences Corporation has initiated a voluntary recall / removal for the "standard knob assembly- xr2 base unit, a subcomponent for
the following Class 1 devices: MAYFIELD Infinity XR2 Base Unit, MAYFIELD Infinity XR2 Low Profile Base Unit, MAYFIELD Infinity XR2 Base Unit-

Extended and MAYFIELD Spine Table Adaptor Radiolucent. The knob assem

Affected products

A. MAYFIELD Infinity XR2 Base Unit
Lot or serial number

Not applicable

Model or catalog number

A2079
Companies
Manufacturer Integra Life Sciences Corporation
4900 Charlemar Drive, Building A
Cincinnati
45227
Ohio

UNITED STATES

B. MAYFIELD Infinity XR2 Low Profile Base Unit
Lot or serial number
Not applicable

Model or catalog number

A2079A
Companies
Manufacturer Integra Life Sciences Corporation
4900 Charlemar Drive, Building A
Cincinnati
45227
Ohio

UNITED STATES

C. MAYFIELD Infinity XR2 Base Unit-Extended
Lot or serial number

Not applicable

bly is fracturing/breaking at the threaded portion of the stud.



Model or catalog number
A2079E

Companies

Manufacturer

Integra Life Sciences Corporation
4900 Charlemar Drive, Building A
Cincinnati
45227

Ohio

UNITED STATES

D. MAYFIELD Spine Table Adaptor Radiolucent

Lot or serial number

Not applicable

Model or catalog number
A2600R

Companies

Manufacturer

Integra Life Sciences Corporation
4900 Charlemar Drive, Building A
Cincinnati

45227

Ohio

UNITED STATES

Date modified: 2018-07-19



