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2. Aurobindo Pharma Limited lssues Votuntary Recatl of lrbesartan Drug Substance due

to the Detection of Trace Amounts of NDEA (NNitrosodiethyLamine) lmpurity Found in the

Active Pharmaceutical lngredient GPI)

u3du Aurobindo Pharma Limited rJ:snrntianrfiuduimndu irbesartan iiTuru zz iunr:r.rf,n

tfiolornruaar:rJurf,ou N-nitrosodiethvtamine (NDEA) drrfluar:firfiordumruo::lrrfiluorra.t ti",fi,

!av{'uYl1{o''tn1fi ttaun:uu?un1:vt1lonalun::il Inuuilrulru lnternational. Agency for Research on

Ca nce r ( IARC) o'n n {l o r o ufl u ar : ri ou v r5.:1ul r1ud

:"nqfiuur irbesartan iiruru zz {ugndlhJriluirlu ScieGen Pharmaceuticals tnc. lurJ:vrun

araiSorlinrtn'oarfintflurufinfirudur irbesartan uisu Aurobindo Pharma Limited u{luirivr ScieGen

Pharmaceuticats lnc. fi.:nr:riunrfiuuav{nnr:inn6u irbesartan fifiotirlslvrlrrIU

:r uav t6 u nto.:inn 6u irbesartan fi ffluar,tioo rui nr fi d'.:dl-

S.No Manufacturing , Dispatch

Batch Batch

Number Number

1601100782 1601101589 90.29 Kg

1601100783 1601101590 Jan-2016 3l-Jan-2016 Dec-2076 59.61 Kg

Date of iDate of RetesVExpiry

Manufa Distribution Date

cture

)an-2016 Jan-20t6 , Dec-2016

Dispatch

atv
Name and

Location of
the Customer

5cregen

Pharmaceuticats

INC, USA

Sciegen

Pharmaceuticats

INC, USA

Sciegen

NDEA

lmpurity

Resutt

u3/g

0.23

0.28

1701111861 17011t3404 1.3-Sep 7-0ct-2017 l2-5ey2020 88.48 Kg 0.47



rS.No Manufacturing Dispatch Date of Date of RetesVExpiry ' Dispatch r Name and NDEA

r Batch Batch Manufa Distribution Date aty :Location of I lmpurity
:

I Number . Number lcture 
, 
the Customer Resutt

i ug/g
. -,'+--*-,-

' 2Ol7 l jPharmaceuticats 
'

, . ,lNC, USA
.

',4 ttoltt2lTo 1701113405 , l8-Sep- 7-Oct-2017 t7-Sep2020 ,90.92 Kg lsciegen 0.15

,u t7oLtr2sot ' r7ortt34o6 
ioff, 

7-od-20r7 te-sep-2020 
'e3,02 * i il,:,T:."u,,.u,, , 

,.ut

i

, 1lNC, USA.:
6 L7OL1L2O56 t7}ltl34}7 1.3-Sep- 7-Oct-2017 l2-Sep-2020 88.82 Kg Sciegen 0.53

, 2Ot7 , Pharmaceuticats
a

.ll:''so
.7 t7}ttt2558 t7OLll4283 2-Oct- 25-0ct-2017 L-Oct-2020 63.76 Kg Sciegen 0.6

2Ol7 Pharmaceuticats

r 
lNC, USA

8 1701112558 1701t14284 2-Oct- 25-Oct-2017 l.-Oct-2020 27.06 Kg :sciegen 0'6

2OL7 , Pharmaceuticats

INC, USA

g t7)Ll1255g 1701114285 3-Oct- 25-Oct-2017 2-Oct-2020 ,91.82 Kg ,sciegen 0.45

2OLl ' ,Pharmaceuticats

io l7ottt258g 170t1L4286 6-0ct- ',25-Oct-2017 5-0ct-2020 ' 90.32 Kg :Sciegen 0.28

,, : 2Ol7 ;Pharmaceuticats

: ' ' 'INC'USA
.

11 1701113300 l7}ltl4289,7-Oct- . 25-Oct-20t7 6-0ct-2020 ' 9t.32 Kg lSciegen 0.32

2Ot7 :Pharmaceuticats,

12 l7O11L33Ol l7}l1142gt 8-0ct- 25-Oct-2017 7-Oct-2020 90.12 Kg Sciegen 0.32

. ,2017 Pharmaceuticats 
'

: INC, USA :

13 1701113302 1701114708 , [7-0ct- 30-0ct-2017 1.6-0ct-2020 , 80.82 Kg ,Sciegen 0.85

2OtT Pharmaceuticats

INC, USA

d



S.No Manufacturing Dispatch Date of Date of RetesUExpiry Dispatch Name and NDEA

Batch Batch Manufa Distribution Date aty Location of lmpurity

Number Number cture the Customer Resutt

ug/g

t4 l7)tl733l2 , lTOLLl4TOg 20-0ct- 30-0ct-2017 19 Oct 2O2O 86.82 Kg Sciegen 0.88

2017 Pharmaceuticats

INC, USA

L5 17011t5460 . 17011L7039 23-Nov- 2l-Dec-2017 22-Nov-2020 16.72 Kg Sciegen 0.31

2017 Pharmaceuticats

INC, USA

16 t701115974 1701117040 29-Nov- 2l-Dec-2017 28-Nov-2020 91.12 Kg Sciegen 0.26

2017 Pharmaceuticats

INC, USA

tT 1701115460 i 1701117041 

;r)"" 
2t-Dec-20r7 22-Nov-2020 8e.7e Kg 

il'""rr;:**o"* 
o.r,

INC, USA

18 1701115738 1701117042 24-Nov- 2l-Dec- 23-Nov-2020 90.42Kg Sciegen 0.38

2017 2017 Pharmaceuticats

INC, USA

L9 t70ttt5739 1701tL7043 25-Nov- 2l-Dec-2017 24-Nov-2020 89.79 Kg Sciegen 0.44

20t7 pharmaceuticats 
,

INC, USA

20 1701115740 ' 1701117044 : 26-Nov- 2l-Dec-2017 25-Nov-2020 93.42 Kg Sciegen 0.34

, 2017 Pharmaceuticats

. lNC, USA

O2O 93.72Kg Sciegen 0.39

. ' 20t7 ' 2017 I pharmaceuticats 
,

INC, USA

22 L7}lll5742 ,1701117046 28-Nov- 21-Dec- 27-Nov-2020 93.62Kg Sciegen 0.31

2Ol7 2Ol7 Pharmaceuticats

INC, USA

douarj:crflnlils
U

1. a1nn1:rr:?aaou{o{an1nd1finur drfinrun6uuni:iln1:01141:$auur ru'jr!ildisrn6uur
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2. http://thaihpvc.fda.moph.go.th/thaihvc/indexisf
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Z) 6onlnuam OO uJoir6udtfioruvi.::a rosemary truffte sal.t turn 2.82 ooud tol cacao

market by MarieBeU.e r1n:ri'au::gYrur{ :ri'a upc 877708004841

s) 6onlnuan 60 riloirduri:a orange peels satt luta 2.82 ooud tol cacao market by

MarieBette v n :ra"au::orYrur{ :ri'a u Pc 877708004803
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10t29t201,8 Mutant YK-11 Capsules I Therapeutic Goods Administration (TGA)

Aush'elirn Government
Deperhent of Heelth

Tberaptrtic Croods A&nidshation

Mutant YK-l1 Capsules

29 October 2018

Mutant YK-l1 Capsules pose a serious risk to your health and should not be taken.

The Therapeutic Goods Administration (TGA) has tested a product labelled Mutant YK-I1

Capsules and found that:

. The capsules contain the undeclared substance tadalafil.

Consumers are advised that tadalafil is a prescription-only substance in Australia.

The supply of Mutant YK-l I Capsules containing undisclosed tadalafil is illegal.

Mutant YK-l I Capsules have not been assessed by the TGA for quality, safety or efficacy as

required under Australian legislation, and the place of manufacture is not approved by the TGA.

TGA investigations have shown that a number of people in Australia may have bought the

product online.

Information for consumers

. Stop taking Mutant YK-1 1 Capsules and take any remaining capsules to your local

pharmary for safe disposaI (h$p://uvuvw.returnmed. I
. If you have any concerns arising from your use of this product, consult your health

care practitioner.

https:/ l,\Mrv.tga.gov.au/alerUmutant-yk-1 1 -capsules 1t2



10t29t2018 Mutant YK-1'l Capsules I Therapeutic Goods Administration (tGA)

Is_Ii_o-n !-1,e_ rel" ip_ _tehine

The TGA is working with the Australian Border Force (ABF) to help stop future shipments of
Mutant YK-I1 Capsules from entering Australia.

If these capsules are found at the border by the ABF they will be seized and deshoyed.

The TGA is advising consumers to exercise extreme caution when p+ghasing_uogdigigs lf@
unknown overseas Inte //wlvw,Jgagov.at/communilyga/buyrne-medicines-and-m

devices-online) and has produced a short video (/ lguJgagov.au/cq!0munlfyja/buyrng-medicines-

and-medicat-devlc l on the risks associated with buying medicines and medical devices

online. Products purchased over the Internet:

. moy contain undisclosed and potentially harmful ingredients

. moY not meet the same standards of quality, safety and efficary as those approved
by the TGA for supply in Australia.

Report counterfeit medicines and medical devices

, If you are worried about coJnterfeit mpdicile //wrwv.tgLgov.adcounterfeit-m

, arO-meal""t-aevices), and want to report an issue, you can report the matter to the TGA:

I Phone: 1800 020 653\a
f--l Onli.r": Reoort a perceived breach of the Theraneutic Goods Act or ouestionable oractices

relatins to theraoeutic nroducts (//www.tsa.sov.au/reoort-oerceived-breach-or-ouestionable-oractices)

p Email : tn fo@tegeov. au (!qai[e : info@tgaeov.au)

Category: undefined
Tags: buying online, unapproved therapeutic goods
U RL: httpSJ.[ UAUlga.gAV.a_U./nosle/8521 n (hft ps:/vwvw.lga. ggy.adlgde/8sZ1Z1)

CoBynghl(&aBynght) | privacy-(/privacy) | olsclaimer (/disclaimer) I Secudlyl/securitlr)

I Rcronyms-.iu glossary-(/acronyms-glossary). I sitemap-(/sitemap) I nz guid" tfoguide).

I Contact the TGA (/contact-tga). I Freedom of Information (/freedom-information).

The Therapeutic Goods Administration is part of the Health Products Regulation
Group

https:/Ammr.tga.gov.au/alerUmutant-yk-1 1 -capsu les 212



10t29t2018 Big Penis U.S.A tablets I Therapeutic Goods Administration (TGA)

Ilelmrtment ofHeelth
Therapeutic Croods A&ainistntios

Big Penis U.S,A tablets

Safety advisory

29 October 2018

Big Penis U.S.A tablets pose a serious risk to your health and should not be taken.

The Therapeutic Goods Administration (TGA) has tested a product labelled Big Penis U.S.A and

found that:

. The tablets contain the undeclared substances sildenafil & chloramphenicol.

Consumers are advised that sildenafil & chloramphenicol are prescription-only substances in

Australia.

The supply of Big Penis U.S.A tablets containing undisclosed sildenafil & chloramphenicol is

illegal.

Big Penis U.S.A tablets have not been assessed by the TGA for quality, safety or efficacy as

required under Australian legislation, and the place of manufacture is not approved by the TGA.

TGA investigations have shown that a number of people in Ausralia may have bought the

product online.

Information for consumers

. Stop taking Big Penis U.S.A tablets and take any remaining tablets to your local

pharmaryforsafeclsposal(hUp://vwvw.returnmed. ).

&*$,mF'{+

Aushnlirn Gwemment

https:/Ammr.tga. gov.au/alerUbig-penis-usa-tablets 112
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1012912018 Big Penis U.S.A tablets I Therapeutic Goods Administration (TGA)

. If you have any concerns arising from your use of this product, consult your health
care practitioner.

l-_c_I_i_o-g}"lr__9_r-GAi_s-_-Ehi"T"g

The TGA is working with the Australian Border Force (ABF) to help stop future shipments of
Big Penis U.S.A tablets from entering Australia.

If these tablets are found at the border by the ABF they will be seized and destroyed.

The TGA is advising consumers to exercise extreme caution when purchasing-medicines from

unknown overseas Int //wvw.Jsagov.auicommunilyga/buv$g-medicines-and-m

devices-online) and has oroduced a short video (//www.tsa.sov.au/communitv-oa/buvins-medicines-

and-medical-devi ) on the risks associated with buying medicines and medical devices

online. Products purchased over the Internet:

. may contain undisclosed and potentially harmful ingredients

. moy not meet the same standards of quality, safety and efficary as those approved
by the TGA for supply in Australia.

6 Report counterfeit medicines and medical devices

If you are worried about counterfeit medici@/Aa,uaqJgagov.au/counterfeit-me
and-medical-devices), and want to report an issue, you can report the matter to the TGA:

p Emai I : info@lgq gqv.au (mailto: info@leagov.au).

Category: Alert/Advisory, Medicines safety
Tags: buying online, unapproved therapeutic goods
URL: httpsJ.Auaaalfga.gey-e!.h-eds/852!A]https:/ 

^444&lsa.govEsh.ede8542q)

CoBynght (&oBy11ghtl I 
priru.V-t/privacy) | Oisclaimer (/disclaimert I S".rtity-t/securitlt).

I ncronyms-.iu glossary-(/acronymrglossary) | sitemap-(/sitemap-).1 ggrid" tfoguide).

I Contact the TGA (/contact-tga) | Freedom of Information (/freedom-information).

The Therapeutic Goods Administration is part of the Health Products Regulation

Group

I Phone: 1800 020 653\a
Online: Reoort a oerceived breach of the Theraneutic Goods Act or questionable practices

relating_to therapeutic products (/Algry,lgLgov.au/report-prrce!ved-breach-oFquestionable-practices).

https:/Ammr.tga. gov.au/alerUbig-penis-usa-tablets 212
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Aush'alian Govtr:rmext
I}e;*ertueatofHfnlti

Therryeutic GCIods A&niilishatioq

Lanky Genuine capsules

Safety advisory

29 October 2018

Lanky Genuine capsules pose a serious risk to your health and should not be taken.

The Therapeutic Goods Administration (TGA) has tested a product labelled Lanky Genuine

capsules and found that:

. the capsules contain the undeclared substance sibutramine and phenolphthalein.

. consumers are advised that sibutramine is a prescription-only medicine (which was

the active ingredient in Reductil). It was withdrawn in October 2010 after a study

showed an increased risk of major cardiac events.

o phenotphthalein is a prescription-only substance previously marketed as an oral

laxative, withdrawn from sale from many markets in the late 1990's due to concerns

over its carcinogenicity with long term use.

The supply of Lanky Genuine capsules containing undisclosed sibutramine and phenolphthalein

is illegal.

Lanky Genuine capsules have not been assessed by the TGA for quality, safety or efficacy as

required under Australian legislation, and the place of manufacture is not approved by the TGA.

TGA investigations have shown that a number of people in Australia may have bought the

product online.

Information for consumers

https:/A,rnrrur.tga. gov.au/a lerUlankygenuine-capsules 'U3

!
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10129t2018 Lanky Genuine capsules I Therapeutic Goods Administration (TGA)

. Stop taking Lanky Genuine capsules and take any remaining capsules to your local
pharmacy for safe cilsposal (htt@).

. If you have any concerns arising from your use of this product, consult your health
care practitioner.

Action the TGA is taking

The TGA is working with the Australian Border Force (ABF) to help stop future shipments of
Lanky Genuine capsules from entering Australia.

If these capsules are found at the border by the ABF they will be seized and destroyed.

The TGA is advising consumers to exercise extreme caution when pJrchasine medicines from

unknown overseas Inte /-A4lulgagoviu/communtfy-qa/buving-medicines-and-m

devices-online) and has nroduced a short video (llwww.tpa.sov.au/communitv-oa/buvins-medicines-

an4-meaicqt-aevic ) on the risks associated with buying medicines and medical devices

online. Products purchased over the Internet:

. may contain undisclosed and potentially harmful ingredients

. moy not meet the same standards of quality, safety and efficary as those approved
by the TGA for supply in Austratia.

i 9 B-s_p_ert _q--qHn}srfe_il m"egisincounterfeit medicines and medical devices

lf vou are worried about counterfeit medicines or medical devices (//www.tea.sov.au/counterfeit-medicines-

ana-meaicat-aevices), and want to report an issue, you can report the matter to the TGA:

p Email: tnfo@tgAggEau (mailto:info@tgagoviu).

I Phone: 1800 020 653\.
Online: Reoort a perceived breach of the Therapeutic Goods Act or questionable practices

relating to therapeufg_produsltq (//www.tg&gov.aulreport-perceived-breach-oFsuestionable-pggg[gg)

Category: Alert/Advisory Medicines safety
Tags: buying online, unapproved therapeutic goods
U R L : https :/ /www{ga. g ov. a u / n od e / 8 52 1'1 8 ( httpsJ.&arnulg a. g ov.a u /n od e /8s2 1 1 8)

eqBylight (&sBygghtl I prir+V-tlprivacy) | oisclaimer (/disclaimert I Scs4ty-t/security)

I ncronyms-.iu glessary-(/acronyrlEglossary). I sitemap-(/sitemaB) I nz-grid" thguide).

I Contact the tCR (/contact-tga). I Freedom of Information (/freedom-information).

The Therapeutic Goods Administration is part of the Health Products Regulation

Group

https:/funvw.tga.gov.au/alerUlankygenu ine+apsules a3
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Aushelinn Governme'rt
Ilep*rhelt of Htal&

Therapr-trticCroodsA&rdnistation

BFB Be Fast Block CaPsules

Safety advisory

29 October 2018

BFB Be Fast Block Capsules pose a serious risk to your health and should not be taken.

The Therapeutic Goods Administration (TGA) has tested a product labelled BFB Be Fast Block

Capsules and found that:

. The capsules contain the undeclared substance Clenbuterol.

Consumers are advised that Clenbuterol are a prescription-only substance in Australia It is not

marketed in Australia, but is included on the World Anti-Doping Authority's list of banned

substances. It has some popularity as a drug used by bodybuilders and for weight loss.

The supply of BFB Be Fast Block Capsules containing undisclosed Clenbuterol is illegal.

BFB Be Fast Block Capsules have not been assessed by the TGA for quality, safety or efficacy

as required under Australian legislation, and the place of manufacture is not approved by the

TGA.

TGA investigations have shown that a number of people in Australia may have bought the

product online.

Information for consumers

. stop taking BFB Be Fast Block capsules and take any remaining capsules to your local

pharmary for

https:/ M 
^ 

r.tga.gov.au/alerUbfb-be-fast-block-capsules
1n



10t2912018 BFB Be Fast Block Capsules lTherapeutic Goods Administration (TGA)

. If you have any concerns arising from your use of this product, consult your health
care practitioner.

Action the TGA is taking

The TGA is working with the Aushalian Border Force (ABF) to help stop future shipments of
BFB Be Fast Block Capsules from entering Australia.

If these capsules are found at the border by the ABF they will be seized and deshoyed.

The TGA is advising consumers to exercise exffeme caution when Blghasing medicines from
unknown overseas Intem /Al$ulgaeov.au/communijv{a/buvrng-medicines-and-m

devices-online) and has produced a @(/_Auu&Igagoy.au/communrtv:qalbuvlng-medicirct
and-medicat-devic ) on the risks associated with buying medicines and medical devices
online. Products purchased over the Internet:

. moy contain undisclosed and potentially harmful ingredients

. maY not meet the same standards of quality, safety and efficary as those approved
by the TGA for supply in Australia.

I B:Ps-'* counterfeit medicines and medical devices

If you are worried about counterfeit medicin@/Aalalutgggov.au/counrerfeit-me
I an9;meaicaLaeviSgs), and want to report an issue, you can report the matter to the TGA:

I Phone: 1800 020 653,\.
, F Online: Beport a-perceived breacfr o[ pliS-Goods Act o[suestionable practices

I Iglatinglo,therapeutic-productS (/gAl5&lgAgov.adreport-perceived+reach-oFquestionabje-practices)

!! Email : tglq@tgq gov.a!-(!qailto: info@teaeov au)

Category: Alert/Advisory, Medicines safety
Tags: buying online, unapproved therapeutic goods, weight loss
U RL: h$ps://r+++tlltga. govE u/nsde/8s2Llg(httpdlaaaa&lsa.gey.E!hdeE2l-19)

Copynght (bpyrtgEt I prir*V-Up-riyagy) 
| oisclaimer (/disclaimert I S"curity-f/security).

I ncronyre..iu glossary-(/acronynEgl-ossary). I sitemag(/sitemap) I n-z grid" ([guide).

I Contact the TGA (/contact-tgg) | Freedom of Information (/freedom-information).

The Therapeutic Goods Administration is part of the Health Products Regulation
Group

https:/Ammr.tga.gov.au/a lerUbfr -be-fast-block-capsu les a2
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10t30t2018 You Slim'xs capsules lTherapeutic Goods Administration (TGA)

Australian Government
Ilepertueat of Iltnlth

Ttrrapeutic Goods A&niniskation

You Slim'xs capsules

Safety advisory

30 October 2018
You Slim'xs capsules pose a serious risk to your

health and should not be taken.

The Therapeutic Goods Administration (TGA) has

tested a product labelled You Slim'xs capsules and

found that:

o the capsules contain the
undeclared substance
sibutra m ine.

consumers are advised that
sibutramine is a prescription-only medicine (which was

the active ingredient in Reductil). It was withdrawn in
Octobe r 2010 after a study showed an increased risk of
major cardiac events.

The supply of You Slim'xs capsules containing undisclosed sibutramine is illegal.

You Slim'xs capsules have not been assessed by the TGA for quality, safety or efficacy as

required under Australian legislation, and the place of manufacture is not approved by the TGA.

TGA investigations have shown that a number of people in Australia may have bought the

product online.

Information for consumers

https :/Arnrtrvr.tga. gov. au/a lertrlou-slimxs-ca psu les# 'U3



10/30/2018 You Slim'xs capsules lTherapeutic Goods Administration (TGA)

. Stop taking You Slim'xs capsules and take any remaining
capsules to your local pharmacy for safe disposa!

. If you have any concerns arising from your use of this
product, consult your health care practitioner.

tsti_o-n -!_h"e- I_en i_s_ -Hfi19
The TGA is working with the Australian Border Force (ABF) to help stop future shipments You
Slim'xs capsules from entering Australia.

If these capsules are found at the border by the ABF they will be seized and destoyed.

The TGA is advising consumers to exercise exffeme caution when pJrchasing medicines from

unknown overseas In /-Arulu-teagov.au/communily=qalbuvlgg-medicines-and-me

devices-online) and has oroduced a short video (//www.tsa.sov.adcommunitv-oa/buvins-medicines-

+a-meaicat-aevic 't on the risks associated with buying medicines and medical devices

online. Products purchased over the Internet:

. may contain undisclosed and potentially harmful
ingredients

. may not meet the same standards of quality, safety and
efficacy as those approved by the TGA for supply in
Australia.

6 Report counterfeit medicines and medical devices

If vou are worried about counterfeit medicines or medical devices
J

(//uarur,lgagov.aUcounterfeit-m ), and want to

report an issue, you can report the matter to the TGA:

Phone: 1800 020 653

Online: Rc@perceived breach of pqtieGoods
Act or ouestionable nractices relatins to theraneutic nroducts

(llwww.tsa.sov.au/reoort-oerceived-breach-or-ouestionable-oractices)

L
tr
V Email: tulq@tgagov.au (mailto:info@tgago\aau)

https:/Amrw.tga.gov.au/alert/you-slimxs-capsules# 213



10/30/2018 You Slim'xs capsules I Therapeutic Goods Administration (TGA)

Category: Alert/Advisory
U R L : httpsJlaaaarylga.g ov. a u / n od e/852 1 24

(hUps:/ aaaaryfga=gov.au/node/8J21 z)

Co pytighf( &ppg ht) | p riva cy-(/p nva sy)

D i s c t a i m e r ( / d i s c I a i m e rt I S. *fity-f /s e c u r ity).

Acronyms iL g!ossafy-(/acronyrns-g!ossa ry)

Sitema g(/sitemap) 
I A-z gujde (fguide),

Contact the TGA (/cont?ct-tgg).

Freed o m of Info rmatio n ( /freed o m-i nformati on ).

The Therapeutic Goods Administration is part of the Health Products Regulation

Group

https://urww.tga. gov.aula lert[ou-slimxs-capsules# 3/3



10/30/2018 Sherb Detox capsules lTherapeutic Goods Administration (TGA)

Aush.alinn Govtrnme,nt

Depertment of H€altr
Therepeutic Croods Administration

Sherb Detox capsules

Safety advisory

30 october 2018

Sherb Detox capsules pose a serious risk to your health

and should not be taken.

The Therapeutic Goods Administration (TGA) has

tested a product labelled Sherb Detox capsules and

found that:

. The capsules contain the undeclared

substance BisacodYl.

Consumers are advised that Bisacodyl is a laxative that is marketed as an over-the-counter

medicine in Australia, but is not scheduled

The supply of Sherb Detox capsules containing undisclosed Bisacodyl is illegal.

Sherb Detox capsules have not been assessed by the TGA for quality, safety or efficacy as

required under Australian legislation, and the place of manufacture is not approved by the TGA.

TGA investigations have shown that a number of people in Australia may have bought the

product online.

Information for consumers

. Stop taking Sherb Detox capsules and take any remaining capsules to your local

pharmary for

. If you have any concerns arising from your use of this product, consult your health

care practitioner.

Action the TGA is taking

The TGA is working with the Australian Border Force (ABF) to help stop future shipments of

Sherb Detox capsgles from entering Australia.

If these capsules are found at the border by the ABF they will be seized and destroyed.

https:/Amnr.tga.gov.au/alerUsherbdetox-capsules
1t2

t



10/30/2018 Sherb Detox capsules I Therapeutic Goods Administration (TGA)

Oevice,.,s:-pntine) and has produced a @ideo-I/_/uauuI_gqgaupdcqpmunify{a/buvjgg-medigines;
anA-meAicat-aevl ) on the risks associated with buying medicines and medical devices
online. Products purchased over the Internet:

. miy contain undisclosed and potentially harmful ingredients

. mdY not meet the same standards of quality, safety and efficacy as those approved
by the TGA for supply in Australia.

Q Bs-norl counterfeit medicines and medical devices

If you are worried about counterfeit medici /Aalalu.tgagov.au/counterfeit-medi

+a-$edica-qeyF), and want to report an issue, you can report the maffer to the TGA:

I Phone: 1800 020 653\a
p Orrro": Be@perceived breach of peutic Goqds Aert-gr-ques$anable pJecti@

f@g@lIggpeutic-producrtr (/ Uu&lgaeovadreport-perce,ved$iegch-or-guestioggble-pragtices).

p Emait: tUlq@leteov.eU-(mailto:info@leaeov.au)

The TGA is advising consumers to exercise extreme caution when purchasing medicines from

Category: Alert/Advisory
URL: hEps:/AllAalT!ga.gov.au/ngd-e/852125 (hnpsl /v\ o&Iqe.govglhds/E521a5)

@Byrighl(bByright) | privacy-(/prrvacy) 
| oisclaimer (/disclaimerl I s..unty-t/securitlr).

I Rcronyms.iu 9!-ossary-(/acronyms-glossary) | sitemapl/sitemap-) I u-guidstbguide).

I Contact the TGA (/contact-tga) | Freedom of tnformation (/freedom-information).

The Therapeutic Goods Administration is part of the Health Products Regulation
Group

https :/Amrw.tga. gov. au/a lerUsherbdetox-ca psu les 212



.l0/30/20,1g 
, Recalls, Market Withdrawals, & Safety Alerts > Aurobindo Pharma Limited lssues Voluntary Recall of lrbesartan Drug Substance d...

Company Announcement

When a company announces a recall, market withdrawal, or safety alert, the FDA posts the company's

announcement as a public service. FDA does not endorse either the product or the company.

Aurobindo Pharma Limited lssues
Voluntary Recall of lrbesartan Dru_g_
Substance due to the Detection of Trace
Amounts of NDEA
(NNitrosodiethylamine) Impurity Found in
the Active Pharmaceutical lngredient
(APr)

For lmmediate Release

October 26,2018

Contact

Consumers

Ms. Blessy Johns
L 732-839-4380

Announcement

Aurobindo pharma Limited is voluntarily recalling 22 Batches of the drug substance lrbesartan due to the

presence of an impurity, N-nitrosodiethylamine (NDEA). The impurity, which is a substance that occurs naturally

in certain foods, drinking water, air pollution, and industrial processes, has been classified as a probable human

carcinogen as per lnternational Agency for Research on Cancer (IARC).

These 22 batches of lrbesartan drug substance were supplied to ScieGen Pharmaceuticals lnc., U-S- for the

manufacturing of finished lrbesartan drug product (see attached annexure).

Aurobindo pharma Limited has notified ScieGen Pharmaceuticals, lnc. of the recall and is ananging for the

return of all available lrbesartan drug substance. Aurobindo Pharma Limited has further advised Sciegen
pharmaceuticals, lnc. to contact its distributors and retailers to return lrbesartan drug product and finished

https:/Am,rnr.fda.gov/Safety/Reca lls/ucm624547.htm 114



10/30/2018 Recalls, Market Withdrawals, & Safety Alerts > Aurobindo Pharma Limited lssues Voluntary Recall of lrbesartan Drug Substance d . . .

lrbesartan tablets that has been identified by Aurobindo Pharma Limited.

Patients should contact their pharmacist or physician who can advise them about an alternative treatment prior
to returning their medication. Patients who are on lrbesartan should continue taking their medication, as the risk
of harm to a patient's health may be higher if the treatment is stopped immediately without any alternative
treatment. Patients should contact their physician or healthcare provider if they have experienced any problems
that may be related to taking or using lrbesartan.

Adverse reactions or quality problems associated with the use of this product may be reported to FDA's
MedWatch Adverse Event Reporting program either by phone, on line, by regular mail or by fax.

. Complete and submit the report Online:
{htto ://www.fda.o ov/medwatch/re oort. htm)

. Regular Mail or Fax: Download form W@_-_____-___-_S

(-EpMh.g-9Ylu9ffihlg'ffi}orcal]1-800-332-1088torequestareportingform,then
complete and return to the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178.

Annexure -l
lrbesartan batches Supplied to US Customers

SNO H:T'i,"Jffi:l

1 1601100782

1 601 1 00783 1601101590

1701111861 1701113404

1701112170 1701113405

1701112501 1701113406

1701112056 1701113407

Date of Date of
Manufacture Distribution

Jan-2016 Jan-2016

Jan-2016 l[f"-

l3-Sep-2017 7-Oct-2017

Dispatch
Batch
Number

1601'101589

RetesVExpiry
Date

Dec-2016

Dec-2016

12-Sep-2O20

Dispatch

Qtv

90.29
Kg

59.61

Kg

88.48
Kg

90.92
Kg

93.02
Kg

88.82
Kg

63.76
Kg

:

27.06
Kg

Name and
Location of the
Customer

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

,Sciegen
Pharmaceuticals
INC, USA

Sciegen
. Pharmaceuticals

INC, USA

NDEA
lmpurity
Result ug/g

0.23

0.28

0.47

0.15

0.53

l8-Sep-2017 7-0ct-2017

;3,7" 7-oct-2017

l3-Sep-201 7, 7-Oct-2017

l7-Sep-2020

l9-Sep-2020

12-Sep-2020

l-Och2020

1.61

1701112558

1701112558

170111428s 2-oct-2017 iz;Tavtt

17o1',t14284, 2-oct-2017 lZ|',i-

0.6

0.6

https:/tururv.fda.gov/Safety/Reca lls/ucm624547.htm

l-Oct-2020

2t4



10/30/2018 Recalls, Market withdrawals, & Safety Alerts > Aurobindo Pharma Limited lssues Voluntary Recall of lrbesartan Drug Substance d '

Manufacturino
s'No B"t"h Nrrb"-,

9 1701112559

Date of
Distribution

25-0ct-
2017

Name and
Location of the

Customer

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

NDEA
lmpurity
Result ug/g

0.45

0.28

0.32

0.85

0.88

0.31

0.31

0.44

10 1701112589

11 '1701113300

12 '17011'13301

13 1701113302

14 1701113312

15 1701115460

16 1701115974

17 1701115460

'18 1701115738

19 1701115739

20 1701115740

21 1701115741

22 1701115742

25-0ct-
1701114286 6-0ct-20'17 ZOlt

2s{ct
1701114289 7-0cI-2017 2017

,44ct-
1701114291 8{ct-2017 ;;;

30-0ct-
1701114708 l7.0,d-2017 20fi

30-0ct-
1701114709 204c1-2O17 2O1t

23-Nov- 2FDec-
1701117039 2017 2017

29-Nov- 2lDec-
1701117040 2017 2017

23-Nov- 2FDec-
1701117041 ?o17 2017

24-Nov- 21-Dec-
't7011170/.2 2017 2017

25-Nov- 2l-Dec-
1701117U3 2017 2017

26-Nov- 2l-Dec-
17011170/,4 20fi 2017

27-Nov- 21'oec-
17011170/.5 2017 2017

28-Nov- 21-Oec'
1701',117m6 2017 2017

DisPatch Date ofBatch Manufacture
Number

1701114285 3-0ct'2017

RetesUExpiry Dispatch

Date Oty

91.82
2-0d-2020 

Kg

90.32
5-0ct-2020 Kg

91.32
6-0ct-2020 

Kg

s0. t2
7-0d-202o 

Kg

80.82
l6{ct-2020 

Kg

86_82
19 Oct 2020 

Kg

't6.72
22-Nov-2O20 

Kg

s1.12
28-Nov-2020 *n

89.79
22-Nov-2020 

^n

90.42
23-Nov-2020 

Kg

89.79
24-Nov-2020 

Kg

93.42
25-Nov-2020 *n

93.72
26-Nov-2020 

^n

s3.62
27-Nov-2020 Kg

0.26

0.38

Remark: For Dispatch batch no. 1701114283 & 1701114284, Mother Batch is common 170111255I

hths:/ 
^/w1,.fda.gov/Safety/Recalls/ucm624547.htm

0.31

314



1013012018 Recalls, Market Withdrawals, & Safety Alerts > Aurobindo Pharma Limited lssues Voluntary Recall of lrbesarian Drug Substrance d...

:

For Dispatch batch no. 1701117039 & 1701117041, Mother Batch is common 1701115460

Total No. of Mother Batches: 20

Total No. of dispatch Batches: 22.

###

Follow FDA

!l Follow @US_FDA (https://twitter.com/U ) d
(/AboutFDA/AboutThisW,ebsite/WebsitePolicies/Disclaimers/default.htm)

ff Foltow FDA (https:/lv.rn w.facebook.com/Fm) #
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

J Follow @FDAreca lls (https ://twitter.com/fdareca !h) 0
(/AboutFDA/AboutTh isWebsite/WebsiteFolicies/Discla imers/defau lt.htm)

! Recent Recalled Product Photos on FDA's Ftickr Photostream
(httpS:rlvrv.rw.flickr.cq0lphotos/fdaphotos/sets/7215766 8
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

More in Recalls, Market Withdrawals, & Safetv Alerts
(lSatet/neca!!slAeta u!!. ntm)

Archive for Recalls, Market Withdrawals & Safetv Alerts (l )

Enforcement Repp[5_(/Safety/[9ca!!!EnforcementRepg[S/default.htm)

lndustrv Guidance (lSatetynecallsnnAustru )

Ivlgjor Product Recalls (/Safety/RecallgrMgjorProductRecalls/default.htm)

https :/Amm,v.fda. gov/Safety/Reca lls/ucm624547. hfin 4t4
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Company Announcement

When a company announces a recall, market withdrawal, or safety alert, the FDA posts the company's

announcement as a public service. FDA does not endorse either the product or the company.

Maribel's Sweets lnc. Allergy Alert on
Undeclared Milk Allergens in Ghocolate
Bars

For lmmediate Release

October 29, 2018

Contact

Consumers

Maribel Lieberman
L (718) 59S-5515

An nou ncement

View Product Photos

Maribel's Sweets lnc. of Brooklyn, NY is recalling ils 2.82o2 MarieBelle Japanese Matcha Japanese Green Tea

and White Chocolate Bar, container code 101619, Cacao Market by MarieBelle Rosemary Truffle Salt 60% Dark

Chocolate Bar, all container codes, and the Cacao Market by MarleBelle Orange Peels 60% Dark Chocolate

Bar, all container codes, because they may contain undeclared milk allergens. Consumers who are allergic to

milk allergens may run the risk of serious or life-threatening allergic reactions if they consume this product.

The recalled 2.82o2 MarieBelle Japanese Matcha Japanese Green Tea and White Chocolate Bar, container

code 10161g, Cacao Market by MarieBelle Rosemary Truffle Salt 60% Dark Chocolate Bar, all container codes,

and the Cacao Market by MarieBelle Orange Peels 60% Dark Chocolate Bar, all container codes have the UPC

codes 877708005886 (Cacao Market Japanese Matcha Bar) 877708004803 (Cacao Markel Orange Peel Bar)

and 877708004841 (Rosemary Truffle Salt Bar).

No illness or allergic reactions involving this product have been reported to date.

The recall was initiated after routine sampling by New York State Department of Agriculture and Market Food

lnspectors and subsequent analysis by Food Laboratory personnel revealed the presence of undeclared milk

allergens in MarieBelle Japanese Matcha Japanese Green Tea and White Chocolate Bar in 2.82o2 container,

htFs:/tu,ww.tda.gov/Safety/Recalls/ucm62451 8.hfn 115
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Cacao Market by MarieBelle Rosemary Truffle Salt 60% Dark Chocolate Bar in 2.82o2 container, and the Cacao
Market by MarieBelle Orange Peels 60% Dark Chocolate Bar in 2.82o2 container, which did not declare mitk
ingredient on the label.

Consumer who have purchased the 2.82ounce packages of MarieBelle's Japanese Matcha Japanese Green
Tea and White Chocolate Bar, Rosemary Trufile Salt 60% Dark Chocolate Bar, Orange Peels 60% Dark
Chocolate Bar are urged to return them to the place of purchase for a full refund. Consumer with questions may
contact the company at (718) 599 5515.

###

Follow FDA

: yl Follow @US_FDA (b[@).6
i (/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

i ff Foltow FDA (https:/lrrvu*v.facebook.com/Fm) f
r (rAboutfOfflboutfnis )

9 Follow @FDAreca I ls (https ://twitter.co m/fda reca !ls) d
(AnoutfO,q/AboutThis )

, Q Recent Recalled Product Photos on FDA's Flickr Photostream
ftfips:/rwww.fllckr.comlphotosrfdaphotos/setsfr2l5766 . d

Product Photos

https:/Ammr.fda. gov/Safety/Recalls/ucm62451 8.htnr 2t5



lytgol2olg Recalls, Market withdrawals, & Safety Alerts > Maribel's Sweets lnc. Allergy Alert on Undeclared Milk Allergens in chocolate Bars
' t-

aa,I, WNt TE
GxocoLATE BAr

*r {BnE&H ff A

sdr frou Cmas *iriluia
r [mae fion flaadunr ild
tx *hxn*tstb,*{g*i:,ix *mmw:M;ttpr **,, ,'

aaiqlt aild tuu.ltm Et

ltill alciEnt csffi trsr it

fihout our
shoeolatr

lffitlr, cixfu ffi#*hw b

Hsdrnr ad t!ry car gt
ar li$ u a rir *uy
b\W. Irgrrkwu**,
eitard hlridl w Wdalil
rurultng h I lriritario hal
fus\y dretd r* the"tadl*

lll/,flfi,firrt/iltflJ
1838tgor0s

\';:.

h#.
\***lWwWw
il th casr lid& rf

xttbxwr
rrglny h rrpnrur v*stt
t1adwrs cuqbryiry

Tfi nm th rdrggll
$r&g b*w thc ann*****t"..

https JA,rrww.fda. gov/Safety/Recalls/ucm6245 1 8.htm
3/5

l?qr7@*b"%ww ,1"

W,
j\r;: , ,:

:r@fu;:,



1013012018 Recalls, Market Withdrawals, & Safety Alerts > Maribel's Sweets lnc. Allergy Alert on Undeclared Milk Allergens in Chocolate Qars l,

-i
+;!

h

m
H

*I
GA
?se
CT'

s
$os

https:/Ammrt fda.gov/Safety/Recalls/ucm624S'l B.hfn 4t5



Recalls, Market Withdrawals, & Safety Alerts > Maribel's Sweets Inc. Allergy Alert on Undeclared Milk Allergens in Chocolate Bars

More in Recalls, MarkgtWthdrawals,-& SaE-ty-lUeIlg

IlSafetylBecalldU ef a u!t. n tm )

Archive for Recalls, Market Withdrawats & Safetv Alerts (lSaferynecattsnrcnivene )

ryports 
(l.SafelVlnecatslentorce ports/defau.t htm)

lndustry-Guldiuee-(lSafetylnecalisnnAustry )

llgjor Product Recalls (l=sarery@llsll4ajorProductRecalls/default.htm)

https:/rVnmr.fda.gov/Safety/Recalls/ucm62451 8.htm 5/5





fisltfraun'ISauru1tl

vaaldgaililr{anflil6l/l
ta?fl15!r

ilsvrnvr

alu't5

daariofinrd0H)

dar6orYruqi(EN)

dnrucfl6orfot"f

da4'Tuaqryro

daaorud

.)&
vto0

tnruvluaqryre
cnrud

13-1-13557-L-0003

atdn

nde rYudiallarrar:

H fi orYudratlarurr f, .rar,l.fl

B.F.B DIETARY SUPPLEMENT PRODUCT

noaql

uStrur,htfvrl lann irrfe

rttru fln:Iml laan {rde

:Irurazd6o/65 u:j5 iruafloCrnfas dr masirqnnr {oufnrlqlorf, 121so

noa{

rir*'n*tuOnt:]n1f*n1511utiUOyil.l : {i8,,2,i n:i1ifi::U.U,y-: a':i**Ub-.;t tCUiiCUll..r.Ut:.1.iJ*0 iErdn}1 0-2S30-7COC

rrarP.rtPvl@.ruo.llruPrr.w.rrrrl gn_gLnr\vrr_nLur a\v99vrrr r\tvr I t\vvvvt I vvs.o0l,^:tupsutg-r9t tss9, tvvgs



l Al.rAtlr|lA

ns]oaaunlsaury"lCI
ai:-i:r,)'rijr:1,.j:11:,l,i.jli-r.:aiii4\!iiiriilr l:,:it1J::i:lit::tl:,iij::il

daryarufiruYil.d
rn?d'rrrr, 15-1-19058-1-0023

ilrvrnrn ruiq

arurr ar$orfrudrotlarurr

danrSnrl'ortftlH) nfinrTrudrailarrar: rad rElfu

dAHfioIYTuTf(EITI) S HERB DIETARY SUPPLEMENI PRODUCT

anrusnierYor"{ noarl

da$uaqcyrn ulsul{ danfilerl

daantrfl :fruor;ulu*lauat:our

ddo rjrurn,flsS urjS cruaurrrni drrnaarvruod {oufqnilql 15240

aoruutuarlryro nra{
anrud

drdruruonr::ai5in1talu1t[ *;u't : 88i?-ti e t!|f;': ii':r'l: Xrlre l*al il xll,;v tr uJ Lj.i)t.;o '!. nrl,iri,rr ii,i ]!ii+-;jtc1.i

I l'rP'"Pgr E.ruo.ll lgPl l.Uv.ra !r un-96a lvt l-nLur r\vuvv r rr t\ttr_a r \v99v I _r vvu.oap^ r tulruur tv , I wgu rw4g



nsSofrauf't'lsaurylfi

vaudg ailil 0.t il 6tR tu6yl

la?Gt"rtlJU

:l:vrnvr

a1lt15

a^-
?rariaonil?l( lH)

daH6ofinrqi(EN)

aoruvH6ofnrryl

xa{ruauq.la

daanrud

)&
vl6tJ

dnruut:rarlrgro
anrud

20-1-07461-5-0008

il6q

il6olYilc{rd-:rarurr

iu 5u r,,la{4;ir fu (etietiilqitafuarrarr)

Jin in formula one (Dietary Supplement Product)

aoa{

riror{udru{rrie traln uauanua*

dror{ud:uCr rYe r:a1n unuanu a*

riruraa fl3l8 lla s 5 nuuuf, r qz rir u a uauql eir m a tf, aozaUl tor,tfnuartl 20000

noarj

tratp.rrpurto.tua.tttvprt.gv.rtrr! un_gLnr\vrr_nLur r\vguvrrr r\rur_t r\vvgvl-l vvg.ooP^!rulruulv-avlvr-9 lu9v99


