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o. HSA Atert: 'Li Da' and 'Chapter Ptus' Sotd Ontine Found to Contain Banned

Substance Sibutramine

b. Ptatinium SonR CRT-D

m. Chorionic Vittus Sampting Needte Set

d. MAYFIELD lnfinity XRb Base Unit, Low Profite Base Unit, Base Unit-Extended

and MAYFIELD Spine Tabte Adaptor Radiotucent
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1.HSA Atert: 'Li Da' and 'Chapter Ptus' Sotd Ontine Found to Contain Banned Substance

Sibutramine

Heal.th Sciences Authority (HsR) r.J:vrvrof,tnhJi u{r16ou{uilnntrihiiutJ:vvrruuiodo

r'.r6mrirud4r rlvt 2 i1un1: t6'rrri ri Da weight Loss Capsute ('Li Da') uau 'Chapter Ptus Byt

BackSiim ('Chapter Ptus')' tfiorornvru sibutramtne d.rrfluar:fitriliu{'rtfluzufrnrYrus{ uavqrntfin
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1.http://www.hsa.gov.sg/contenVdam/HSA/News and Events,/Press Reteases,/2018/l1SAo/o20Pressolo20retea

se_ChapterPtusLi Da_finat. pdf

2.http://porta.fda.moph.go.thlFDA_SEARCH_ALL/MAIN/SEARCH_CENTER_MAIN.aspx

2. Ptatinium SonR CRT-D

Heatth Canada rJ:vnrrtnr:rEundurnio.:fiouuvd Platinium SonR CRT-D lu{unr:26m

647DLO93,642DL0AB,644DLO1,9,650DLO5Erau 650D1169 roruSrlvr Sorin Group ltal.ia S.R.L.
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http://heal.thycanadians.gc.ca,/recatt-atert-rappet-avis /hc-sc/2018/67280r-eng.php
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3. Chorionic Vittus Sampting Needte Set

Health Canada tl:snrnnr:tiundtrndolfio uvivrd Chorionic Vittus SampLing NeedLe Set

ro{uilim william A. Cook Australia, Pty. Ltd., ooatn:tfiu 1u1nlunr:e.i6nd.rurrilurr":noufilludfi
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http://healthycanadians.gc.ca,/recatt-atert+appet-avis/hc -sc/2018/67268r-eng.php

4. MAYFIELD lnfinity XR2 Base Unit, Low Profite Base Unit, Base Unit-Extended and

MAYFIELD Spine Tabte Adaptor Radiotucent

Health Canada tJ:v nr n nr: ti u n 6urndolfio rrnv dt o{!;d lntegra Lifesciences

corporation rJ:s nrnav:-oourLinr lnuarTo:tn riuru 4 :run1i ldrtd MAYFIELD lnfinity xR2 Base

Unit, MAYFIELD Infinity XR2 Low Proflle Base Unit, MAYFIELD lnfinity XR2 Base Unit-Extended

uas MAYFIELD Splne Tab[e Adaptor Radiotucent tio.:ornnl:oUutqn!31']6utneu?1Jo.lunuq!n:6i
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ilorre Nevrs & Evsn:s Press Releases 2018

HSA Alert: 'Li Da'and'Chapter Plus'Sold Online Found to Contain
*'Ifiws $ Hvsxrs Banned Substance Sibutramine

Press Releases

HSA Updares ,:[1ffil:;?ffi,:?li'H:'i:fti:;;:$rl;",:t;:;$i]3fi1?"J,1:i::1ir [:il: fii:]H:[]:x ,rodui's r Da

subslance. sibutramine, whrctl poses serious health risks. ItSA liad teste.i bcth rro{iJcls and found ihen-, io conlain sibulrar,rine. BGth

have boughi the proiuals cnline.

Public Consultation Piease reier t.r Annex A, Of the pdf version for phctcs .if lhe products.

Event Dangers of illegal slimming products sold online

2 Sibulramine has been lvilhdrawn in Singapcrs sinae 2010 due lc aD increaser! risk of ireart afiacks al)d stmkes. ln rei;ent years,
HSA has detected several slinrnting products adullcrated with sibiilramine. Thesc have caused serious adverse effccls in our
corisLrmerc. including b!'eathing difficulties. palpilations. mood swings, haiiucinaiions and hearing of voices.

3 Ttie producl't-i Da?' is sinr,lar lc tuJo cther illegal slinning grDducls 'Li Da DAIDAIHUA Weisht Li:)ss L:apsule' and L.iCa (Plus)',
vr'hich were detectsd lo be aCulteraled iviih sibutramirie by HSA and ,Auslralia's Therapeutic Goods Admjn!stration in Novenlber 2014

an.i March 2018 resprj,jlivetylt 
j,i2i. Buttr'!-i Da'and .L: Da OAIDAtHUA'wsre ialsely lebclied lo nlislciiC c',onsunlers ii)to thilrking that

lhey were Ciel supplenrents .Jontaining "100o.rr herbai' ingrecienls, with 'no chemicais' and car!'ied clairas that they ,,{,ork fast'vJi1h 'no
side efTects'.

4 Chapter Plus'v.,as faisely Harketei ils a 10C'.i, safe'dietari, supplernent s,,ith 100o/: naturai lrercs and'no sicie effects - A

'OUR COCCU1O Pte Ltd . The colrrpany is currer)lly alssislinq u;i1h HSA in il$ invesliaaliols.

Advisory to consumers

5 Consunrers aro advised ic:

Stoll taking 'Li Da cr 'Cl-1st)!er Plus immediately. and cn[siilt a doctor if vou feel unweli or are conaernsd aborit ],our healll'i.

8e wary of healtli Droduds lhal promjse or de!!\,er.luiak a,ld n:i|aculous we:ghi loss. o!'carry exagEe[ated anc exlreme clairrr
such as'100(it sale ard rrr: sirje eflects.

Do not trusl orline produ.t reviews, as ttiese testinicnials usuaii-v r;arnot be !,er!f:ed. lf they seem loo gcod to be true. they usuaily
a ra.

Evercise oautio!'r ivhen purchasing healih products online, esp{icially frarm unfanriliar websiles and i! ths producis carry
exaggerat*d claims. An,,/one ilain sell healih fjro{Jucts on these e-ccrnBrerce platfom:s. X)u cannot hB flerlain r./l']efB illd houi

which can sarirrL.rsly har..) yori!'heaitx.

6 HSA haq produced a short video r:n the risks associated lvith cuying heallh prodltcts online. This video iar! be viewed at
https:l/youiil.be/cjrnj l_ bSqJ gA.

Advisory to sellers and suppliers

7 Ali selhrs and suppliers ryiilst sicp se;iinq 'Li Da an<! Chapter Plus irnnrediateiy.

These are illeEal products'+;hich conrain banned rngreCierris.

Ar:yon(i \rho supplies illegal health proliricts is liable to prctseculion and ii convicted, may be impriscned for up'to 3 years and,isr
fined up to S100,000.

B L{embers of the pubiic who have any info.malion on ti}e sale and supply of these iliegal products olay conlact HSA'S Enforcement
Branch at lel: 6B66-3485 during office hcurs (MoD.Jay tD Friday) or entaii: hsa....is@hse.gov.sg-

HEALTH SCIENCES AUTHORITY
SINGAPORE
20 JULY 201 8

€f Download pdf version here

Il ]hltp:i/wwwhsa.gov.sg/content/hsa/en/News*E./enls,'Press.-Releasesi20l4ihse-alerts-
publictctwoillegalproductscontainingpoterrlundeclaredi.html

[2] h ttps:liww\,v.tga. gov.auialerlllida-plus-capsu les

,$, r.- .1* Withitl HSA



l*1 e16'w* 8,?Uf,{tr*

Recalls and safety alerts
Home > Recalls&alefts

CriladH

, r,(. stare > $1 contmst > *. Print

Platinium SonR CRT-D (2018-O7-O9)

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

r Reason

Affected products

Platinium SonR CRT-D

Reason

r Affected p:Iedu_elg

On a subset of Platinum ICD and CRT-D devices, a specific hardware conflguration 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

641D1093
642D10A8
644D1019
650D105E
650D1169

Model or catalog number

181 1

Canpanies

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

Date modified: 2018-07-19
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Home>Recalls&alerts , .i sn"." > *i contrast > :S1; erint

Chorionic Villus Sampling Needle Set (2O18-O7-O3)

$wS

Starting date: July 3, 2018
Posting date: July 19, 2018
Type of communication: Medical Device Recall

Subcategory: Medical Device
Hazard classification: Type III
Source of recall: Health Canada
Issue: Medical Devices
Audience: General Public, Healthcare Professionals, Hospitals
Identification number: RA-67268

r Reason . Affected p_Igdugls

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 in 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

Lat or seria! nuntber

All lots manufactured before June 4, 2018

Model or catalog number

K-CVNS-1821 -ROBINSON-ET

Contpanies

Manufacturer William A. Cook Australia, Pty. Ltd.
95 Brandl Street
Eight Mile Plains
4tl3
AUSTRALIA

Date modified: 20L8-07-L9
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Recalls and safety alerts
Home>Recalls&aleds r,6'snur" > $,1 Contrast , ,$, n.int

MAyFTELD Infinity XR2 Base Unit, Low Profile Base Unit, Base Unit-Extended and MAYFIELD

Spine Table Adaptor Radiolucent (2018-OG-29)

Sxpmt,* *cplwsx

Starting date: June 29, 2018
Posting date: JulY 19, 2018
Type of communication: Medical Device Recall

Subcategory: Medical Device
Hazard classification: TYPe II
Source of recatl: Health Canada
Issue: Medical Devices
Audience: General Public, Healthcare Professionals, Hospitals

Identification number: RA'67272

r Reason r Affected PEduc'g!

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 forthe "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 assembly is iracturing/breaking at the threaded portion of the stud.

Affected products

A. MAYFIELD Infinity xR2 Base Unit

Lot or serial nunber

Not applicable

Model or catalog number

A2079

Cotnpanies

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
49OO Charlemar Drive, Building A
Cincinnati
45227
Ohio
UNITED STATES

c. MAYFIELD Infinity xR2 Base Unit-Extended

Lot or serial number

Not applicable

)



Model or catalag nunber

42079E

Companies

Manufacturer Integra Life Sciences Corporation
4900 Charlemar Drive, Building A
Cincinnati
45227
Ohio
UNITED STATES

D. MAYFIELD Spine Tabte 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
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