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2. Aurobindo Pharma Limited Issues Voluntary Recall of Irbesartan Drug Substance due
to the Detection of Trace Amounts of NDEA (NNitrosodiethylamine) Impurity Found in the
Active Pharmaceutical Ingredient (API)

U3 Aurobindo Pharma Limited Ussniei3aniiufiuingiu irbesartan $1uau 22 Juni1swdn

Lﬁaamnmamsﬂwﬁau N-nitrosodiethylamine (NDEA) s‘ﬁaLflua'ﬁﬁLﬁﬂ'ﬁumuﬁisuma‘lumms 15751"11
UaN¥N1DIN"A LaZATTUIUNTTNNGAAINNTTU Taguine91u International Agency for Research on
Cancer (IARC) dangueraduansnousiieluuywd

gAveN irbesartan 913U 22 Jugnadludauien ScieGen Pharmaceuticals Inc. ludsuing
avigendnitonanundnsieien ibesartan U3 Aurobindo Pharma Limited w§su3s ScieGen
Pharmaceuticals Inc. fan1si3eniiuuazdan1singiu irbesartan ﬁﬁa;jﬁwum

T8avldunveingiy irbesartan Niluanigolnini fnall

'S.No Manufacturing ' Dispatch Date of ' Date of Retest/Expiry Dispatch | Name and NDEA
Batch Batch Manufa ' Distribution  Date Qty Location of Impurity
Number Number cture the Customer Result

ug/g
1 1601100782 1601101589 ' Jan-2016 Jan-2016 Dec-2016 90.29 Kg Sciegen 0.23
: ' : Pharmaceuticals
INC, USA
2 1601100783 1601101590 ' Jan-2016 ' 3l-Jan-2016 Dec-2016 59.61 Kg Sciegen 0.28
Pharmaceuticals
INC, USA

3 1701111861 1701113404 |3-Sep-  7-0ct-2017  12-Sep-2020 88.48 Kg Sciegen 0.47



S.No Manufacturing Dispatch

10

11

12

13

Batch
Number

1701112170

1701112501

1701112056

1701112558

1701112558

1701112559

1701112589

1701113300

1701113301

1701113302

Batch
Number

1701113405

1701113406

1701113407

1701114283

1701114284

1701114285

1701114286

1701114289

1701114291

1701114708

Date of
Manufa
cture

2017

(8-Sep-
2017

20-Sep-
2017

(3-Sep-
2017

2-Oct-
2017

2-Oct-
2017

3-Oct-
2017

6-0ct-
2017

7-Oct-
2017

8-0ct-
2017

(7-Oct-
2017

Date of

Distribution

7-0ct-2017

7-0ct-2017

7-0ct-2017

25-0ct-2017

25-0ct-2017

25-0ct-2017

25-0ct-2017

25-0ct-2017

25-0ct-2017

30-0ct-2017

Retest/Expiry ' Dispatch |

Date

(7-Sep-2020

19-Sep-2020

2-Sep-2020

(-Oct-2020

-Oct-2020

2-0ct-2020

5-0ct-2020

6-0ct-2020

7-0ct-2020

16-0ct-2020

Qty

90.92 Kg

193,02 Kg

88.82 Kg

63.76 Kg

27.06 Kg

91.82 Kg

90.32 Kg

91.32 Kg

90.12 Kg

80.82 Kg

Name and

| Location of
the Customer

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

Impurity
Result

ug/g

0.15

1.61

0.53

0.6

0.6

0.45

0.28

0.32

0.32

0.85



S.No Manufacturing  Dispatch

14

15

16

;17

18

19

20

21

)

Batch Batch
Number Number
1701113312 1701114709
1701115460 1701117039
1701115974 1701117040
1701115460 1701117041
1701115738 1701117042
1701115739 1701117043
1701115740 1701117044
1701115741 1701117045
170i115742 1701117046
tayausundlne

Date of
Manufa
cture

20-Oct-

12017

23-Nov-
2017

29-Nov-
2017

23-Nov-
2017

24-Nov-
2017

25-Nov-
2017

26-Nov-
2017

27-Nov-
2017

28-Nov-
2017

Date of

Distribution

30-0ct-2017

2\-Dec-2017

2\-Dec-2017

2\-Dec-2017

21-Dec-

2017

2l-Dec-2017

2(-Dec-2017

21-Dec-

2017

21-Dec-
2017

Retest/Expiry
Date

19 Oct 2020

22-Nov-2020

28-Nov-2020

22-Nov-2020

23-Nov-2020

24-Nov-2020

25-Nov-2020

26-Nov-2020

27-Nov-2020

Dispatch
Qty

86.82 Kg

16.72 Kg

91.12 Kg

89.79 Kg

90.42 Kg

89.79 Kg

93.42 Kg

93.72 Kg

93.62 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

Sciegen
Pharmaceuticals
INC, USA

NDEA

Impurity
Result

ug/g

0.88

0.31

0.26

0.31

0.38

0.44

0.34

10.39

0.31

1. InnsasIvdeuteyadndinet ddnaiuaugnssunsemvisuaren wuinliliingaven
irbesartan 3MNU3¥W Aurobindo Pharma lesuaysianzidsululsznelne

2. Payaneumgmsallifislszasdanngiuteyanenumanisallifauszasisundn
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1. https://www.fda.gov/Safety/Recalls/ucm624547.htm
2. https/thaihpve.fdamoph.go.th/thaihve/index jsf

3. Maribel’s Sweets Inc. Allergy Alert on Undeclared Milk Allergens in Chocolate Bars

U3¥M Maribel’s Sweets Inc. lutheain anigewsm Wudadenifiviundnsusiomnstommn 3
wila laun

1) fenlnuaniiauvissavidendiuuazdonlnuantnivuin 2.82 eaud Bvie MarieBelle s¥d
us3qtusi 101619 v UPC 877708005886

2) Fonlnuan 60 Wesidudvilnuviasa rosemary truffle salt vuIm 2.82 99ud ¥8d cacao
market by MarieBelle Yn5Waussqsitust sWa UPC 877708004841

3) fonlnuan 60 wWosidussa orange peels salt Yum 2.82 oud Y83 cacao market by
MarieBelle WnsWauss9sieuel sWa UPC 877708004803
esmanuunfudintszneulundndusivaglifinsudauussyius guilasiuiuteraninuilan
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10/29/2018 Mutant YK-11 Capsules | Therapeutic Goods Administration (TGA)

Department of Health
Therapeutic Goods Administration

Mutant YK-11 Capsules

29 October 2018
Mutant YK-11 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-11
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-11 Capsules containing undisclosed tadalafil is illegal.

Mutant YK-11 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-11 Capsules and take any remaining capsules to your local
pharmacy for safe disposal (http://www.returnmed.com.au/).

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

https://www.tga.gov.au/alert/mutant-yk-11-capsules » 1/2



10/29/2018 Mutant YK-11 Capsules | Therapeutic Goods Administration (TGA)

Action the TGA is taking

The TGA is working with the Australian Border Force (ABF) to help stop future shipments of
Mutant YK-11 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 purchasing medicines from

unknown overseas Internet sites (/www. tga.gov. au/commumgx-ga/buxmg-medlcmes and-medical-
devices-online) and has produced a short video (/www.t i

and-medical-devices-online) on the risks associated with buying medicines and medical devices
online. Products purchased over the Internet:

e may contain undisclosed and potentially harmful ingredients

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

g Report counterfeit medicines and medical devices

If you are worried about counterfeit medicines or medical devices (/www.tga.gov.aw/counterfeit-medicines-

and-medical-devices), and want to report an issue, you can report the matter to the TGA:

L Phone: 1800 020 653

m Online: Report a perceived breach of the Therapeutic Goods Act or questionable practices
relating to therapeutic products (/www.tga.gov.au/report-

Category: undefined
Tags: buying online, unapproved therapeutic goods

URL: https://www.tga.gov.au/node /852121 (https://www.tga.gov.au/node/852121)

Copyright (/copyright) | P | ivacy. (/privacy) I Disclaimer (/disclaimer) | Security (/security)
| Acronyms & glossary, (/acronyms-glossary) | Sitemap (/sitemap) | A-Z guide (/z-quide)
| Contact the TGA (/contact-tga) | Freedom of Information (/freedom-information)

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

https://www.tga.gov.au/alert/mutant-yk-11-capsules 2/2



10/29/2018 Big Penis U.S.A tablets | Therapeutic Goods Administration (TGA)

Australian Government

Department of Health
Therapeutic Goods Administration

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:

e 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 Australia may have bought the
product online.

Information for consumers

e Stop taking Big Penis U.S.A tablets and take any remaining tablets to your local
pharmacy for safe disposal (http://www.returnmed.com.au/).

https://www.tga.gov.au/alert/big-penis-usa-tablets 1/2



10/29/2018 Big Penis U.S.A tablets | Therapeutic 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 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 Internet sites (//www.tga.gov.au/community-ga/buyin

-medicines-and-medical-

and-medical-devices-online) 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.

Q Report counterfeit medicines and medical devices

If you are worried about counterfeit medicines or medical devices (//www.tga gov.au/counterfeit-medicines-
and-medical-devices), and want to report an issue, you can report the matter to the TGA:

l. Phone: 1800 020 653

Q Online: Report a perceived breach of the Therapeutic Goods Act or questionable practices

relating to therapeutic products (/www.tga gov.aw/report-perceived-breach-or-questionable-practices)

v.' Email: info

Category: Alert/Advisory, Medicines safety
Tags: buying online, unapproved therapeutic goods

URL: https://www.tga.gov.au/node/852120 (https://www.tga.gov.au/node/852120)

Copyright (/copyright) | Privacy, (/privacy) | Disclaimer (/disclaimer) I Security (/security).
| Acronyms & glossary, (/acronyms-glossary) | Sitemap (/sitemap) | A-Z quide (/z-guide)
| Contact the TGA (/contact-tga) | Freedom of Information (/freedom-information)

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

https:/www.tga.gov.au/alert/big-penis-usa-tablets

2/2



10/29/2018 Lanky Genuine capsules | Therapeutic Goods Administration (TGA)

Australian Government

Department of Health
Therapeutic Goods Administration

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.

o 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.

« phenolphthalein 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://www.tga.gov.au/alert/lanky-genuine-capsules 13



10/29/2018 Lanky Genuine capsules | Therapeutic Goods Administration (TGA)

« Stop taking Lanky Genuine capsules and take any remaining capsules to your local
pharmacy for safe disposal (http://www.returnmed.com.au/).

 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 purchasing medicines from
unknown overseas Internet sites (/www.tga.gov.au/community-ga/buying-medicines-and-medical-

and-medical-devices-online) on the risks assoc1ated with buymg medicines and medlcal devices
online. Products purchased over the Internet:

e 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.

g Report counterfeit medicines and medical devices

If you are worried about counterfeit medicines or medical devices (/www.tga.gov.au/counterfeit-medicines-
and-medical-devices), and want to report an issue, you can report the matter to the TGA:

‘. Phone: 1800 020 653

Online: Report a perceived breach of the Therapeutic Goods Act or questionable practices
relating to therapeutic products (//www.tga.gov.au/report-

erceived-breach-or-questionable-practices)

Category: Alert/Advisory, Medicines safety
Tags: buying online, unapproved therapeutic goods
URL: https://www.tga.gov.au/node/852118 (https://www.tga.gov.au/node/852118)

Copyright (/copyright) | Privacy. (/privacy) | Disclaimer (/disclaimer) | Security (/security)
| Acronyms & glossary, (/acronyms-glossary) | Sitemap (/sitemap) | A-Z guide (/z-guide)
| Contact the TGA (/contact-tga) | Freedom of Information (/freedom-information)

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

https://www.tga.gov.au/alert/lanky-genuine-capsules 2/3



10/29/2018 BFB Be Fast Block Capsules | Therapeutic Goods Administration (TGA)

Australian Government

Department of Health
Therapeutic Goods Administration

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
pharmacy for safe disposal (http://www.returnmed.com.au/).

https:/Awww.tga.gov.au/alert/bfb-be-fast-block-capsules
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« 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
BFB Be Fast Block 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 purchasing medicines from
unknown overseas Internet sites (//www.tga.gov.au/community- -ga/buying-medicines-and-medical-
devices-online) and has produced a short video i i ici

and-medical-devices-online) on the risks associated with buying medicines and medlca] devices
online. Products purchased over the Internet:

e 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.

g Report counterfeit medlcmes and medical devices

If you are worried about counterfeit medlcmcs or medical devices (//www.tga.gov.aw/counterfeit-medicines-
and-medical-devices), and want to report an issue, you can report the matter to the TGA:

L Phone: 1800 020 653
Q Online: Report a perceived breach of the Therapeutic Goods Act or questionable practices

relating to therapeutic products (/www.tga.gov.auw/report-perceived-breach-or-questionable-practices)

Category: Alert/Advisory, Medicines safety
Tags: buying online, unapproved therapeutic goods, weight loss

URL: https://www.tga.gov.au/node/852119 (https://www.tga.gov.au/node/852119)

Copyright (/copyright) I Privacy (/privacy) | Disclaimer (/disclaimer) | Security (/security)
| Acronyms & glossary (/acronyms-glossary) | Sitemap (/sitemap) | A-Z guide (/z-guide)
| Contact the TGA (/contact-tga) | Freedom of Information (/freedom-information)

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

https:/www.tga.gov.au/alert/bfb-be-fast-block-capsules
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Australian Government

Department of Health
Therapeutic Goods Administration

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:

e the capsules contain the
undeclared substance
sibutramine.

e 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.

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://www.tga.gov.au/alert/you-slimxs-capsules# 1/3
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 Stop taking You Slim'xs capsules and take any remaining
capsules to your local pharmacy for safe disposal

(http://www.returnmed.com.au/).

 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 You
Slim’xs 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 purchasing medicines from

unknown overseas Internet sites (//www.tga.gov.au/community-ga/buying-medicines-and-medical-

devices-online) and has produced a short video (/www.tga. gov;au/communigz;ga/buy_il_lg-mggigineg-
and-medical-devices-online) on the risks associated with buying medicines and medical devices
online. Products purchased over the Internet:

e may contain undisclosed and potentially harmful
ingredients

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

g Report counterfeit medicines and medical devices

If you are worried about counterfeit medicines or medical devices

(//www.tga.gov.au/counterfeit-medicines-and-medical-devices), and want to

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

t_ Phonc: 1800 020 653

Online: Report a perceived breach of the Therapeutic Goods
Act or questionable pragtices'relating to therapeutic products
(//www.tga.gov.au/report-perceived-breach-or-questionable-practices)

v. 1 Email: info@tga.gov.au (mailto:info@tga.gov.au)

https://www.tga.gov.au/alert/you-slimxs-capsules# 213
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Category: Alert/Advisory
URL: https://www.tga.gov.au/node/852124
(https://www.tga.gov.au/node/852124)

Copyright (/ copyriqm)_l Privacy (/privacy)

Disclaimer (/disclaimer) l Security (/security)

Acronyms & glossary (/acronyms-glossary)

Sitemap_(/sitemag),lA-Z guide (/z-qguide)
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The Therapeutic Goods Administration is part of the Health Products Regulation
Group
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Australian Government

Department of Health
Therapeutic Goods 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:

e 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

pharmacy for safe disposal (http://www.returnmed.com.au/).

« 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 capsules from entering Australia.

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

https://www.tga.gov.au/alert/sherb-detox-capsules 12
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The TGA is advising consumers to exercise extreme caution when purchasing medicines from

unknown overseas Internet sites ( //www.t_gg_.gov.au/communigx;ga/buzi_ng-medicines-and—medical-
devices-online) and has produced a short video (/www.tga. i i ici

and-medical-devices-online) 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.

g Report counterfeit medicines and medical devices

If you are worried about counterfeit medicines or medical devices ({/www.tga gov.au/counterfeit-medicines-
and-medical-devices), and want to report an issue, you can report the matter to the TGA:

\. Phone: 1800 020 653

m Online: Report a perceived breach of the Therapeutic Goods Act or questionable practices

relating to therapeutic products (/www.tga.gov.au/report-perceived-breach-or-

! Email: info .

Category: Alert/Advisory
URL: https://www.tga.gov.au/node/852125 (https://www.tga.gov.au/node/852125)

Copyright (/copyright) | Privacy, (/privacy) | Disclaimer ( disclaimer) | Security (/security),

| Acronyms & glossary, (/acronyms-glossary) | sitemap (/sitemap) | A-Z guide (/z-guide)
| Contact the TGA (/contact-tga) | Freedom of Information (/freedom-information)

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

https:/Awww.tga.gov.au/alert/sherb-detox-capsules
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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.

Aurobindo Pharma Limited Issues
Voluntary Recall of Irbesartan Drug
Substance due to the Detection of Trace
Amounts of NDEA
(NNitrosodiethylamine) Impurity Found in

the Active Pharmaceutical Ingredient
(API)

For Imnmediate Release

October 26, 2018

Contact
Consumers

Ms. Blessy Johns
. 732-839-4380

Announcement

Aurobindo Pharma Limited is voluntarily recalling 22 Batches of the drug substance Irbesartan 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 International Agency for Research on Cancer (IARC).

These 22 batches of Irbesartan drug substance were supplied to ScieGen Pharmaceuticals Inc., U.S. for the
manufacturing of finished Irbesartan drug product (see attached annexure).

Aurobindo Pharma Limited has notified ScieGen Pharmaceuticals, Inc. of the recall and is arranging for the
return of all available Irbesartan drug substance. Aurobindo Pharma Limited has further advised Sciegen
Pharmaceuticals, Inc. to contact its distributors and retailers to return Irbesartan drug product and finished

https://iwww.fda.gov/Safety/Recalls/lucm624547.htm 1/4
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Irbesartan 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 Irbesartan 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 Irbesartan.

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.

. Regular Mail or Fax: Download form www.fda. fda .gov/MedWatch/getforms.htm

(http://www.fda.gov/IMedWatch/getfor

S. htm) or call 1-800-332-1088 to request a reporting form, then

complete and return to the address on the pre-addressed form, or submit by fax to 1-800-FDA-0178.

Annexure -|
Irbesartan batches Supplied to US Customers

Manufacturing Dispaten Date of Date of Retest/Expiry = Dispatch Name i NDEA
S.No Batch e Location of the  Impurity
Batch Number Manufacture = Distribution Date Qty
Number Customer Result ug/g
90.29 Sciegen
1 1601100782 1601101589 Jan-2016 Jan-2016  Dec-2016 K ’ Pharmaceuticals 0.23
g INC, USA
Sciegen
-Jan- 59.61 .
2 1601100783 1601101590 Jan-2016 gloﬁn Dec-2016 K Pharmaceuticals 0.28
2 INC, USA
88.48 Sciegen
3 1701111861 1701113404 13-Sep-2017 7-0ct-2017 12-Sep-2020 K ’ Pharmaceuticals 0.47
g
INC, USA
90.92 Sciegen
4 1701112170 1701113405 18-Sep-2017  7-0ct-2017 17-Sep-2020 K ' Pharmaceuticals 0.15
g
INC, USA
20-Sep- 9302 | Sciegen
5 1701112501 1701113406 2017 P 7-0ct-2017  19-Sep-2020 K ’ Pharmaceuticals | 1.61
: INC, USA
88.82 Sciegen
6 1701112056 1701113407 13-Sep-2017 | 7-0ct-2017 12-Sep-2020 K ’ Pharmaceuticals  0.53
g INC, USA
25-0ct- 637e | Sclegen
7 1701112558 1701114283  2-0ct-2017 2017 I-Oct-2020 K ’ Pharmaceuticals 0.6
v INC, USA |
2500t o708 | Sclegen
8 1701112558 1701114284  2-0ct-2017 I-Oct-2020 ’ Pharmaceuticals ' 0.6
ek Ko INC, USA

https://www.fda.gov/Safety/Recalls/ucm624547.htm
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S.No

-10

11

12

13

14

15

16

17

18

19

20

21

22

Remark: For Dispatch batch no. 1701114283 & 1701114284, Mother Batch is common 170111255 8

Manufacturing
Batch Number

1701112559

1701112589

1701113300

1701113301

1701113302

1701113312

1701115460

1701115974

1701115460

1701115738

1701115739

1701115740

1701115741

1701115742

' Dispatch

Batch
Number

1701114285

1701114286

1701114289

1701114291

1701114708

1701114709

1701117039

1701117040

1701117041

1701117942

1701117043

1701117044

1701117045

‘ 1701117046

Date of
Manufacture

3-0ct-2017

6-0ct-2017

7-0ct-2017

8-0ct-2017

17-0ct-2017

20-0ct-2017

23-Nov-
2017

29-Nov-
2017

23-Nov-
2017

24-Nov-
2017

25-Nov-
2017

26-Nov-
2017

27-Nov-
2017

28-Nov-
2017

https:/iwww.fda.gov/Safety/Recalls/ucm624547 htm

Date of
Distribution

25-0ct-
2017

25-0ct-
2017

25-0ct-
2017

25-0ct-
2017

30-0ct-
2017

30-0ct-
2017

2|-Dec-
2017

21-Dec-
2017

2l-Dec-
2017

21-Dec-
2017

2|-Dec-
2017

21-Dec-
2017

21-Dec-
2017

21-Dec-
2017

Retest/Expiry
Date

2-0ct-2020

5-0ct-2020

6-0ct-2020

7-0ct-2020

16-0ct-2020

19 Oct 2020

22-Nov-2020

28-Nov-2020

22-Nov-2020

23-Nov-2020

24-Nov-2020

25-Nov-2020

26-Nov-2020

27-Nov-2020

Dispatch
Qty

91.82
Kg

90.32
Kg

91.32
Kg

90.12
Kg

80.82
Kg

86.82

16.72
Kg

91.12
Kg

89.79
Kg

90.42
Kg

89.79
Kg

93.42
Kg

93.72
Kg

93.62
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

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals
INC, USA

Sciegen
Pharmaceuticals

:INC, USA

Sciegen

- Pharmaceuticals
“INC, USA
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NDEA

Impurity

Result ug/g

0.45

0.28

0.32

0.32

0.85

0.88

0.31

0.26

0.31

0.38

0.44

0.34

0.39

0.31

3/4
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For Dispatch batch no. 1701117039 & 1701117041, Mother Batch is common 1701115460
Total No. of Mother Batches: 20
Total No. of dispatch Batches: 22.

#H#t#

Follow FDA

¥ Follow @US_FDA (https://twitter.com/US_FDA) &
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

€} Follow FDA (https://www.facebook.com/FDA) i@
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

W Follow @FDArecalls (https://twitter.com/fdarecalls) &

(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

@ Recent Recalled Product Photos on FDA's Flickr Photostream

(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

More in_Recalls, Market Withdrawals, & Safety Alerts
(/Safety/Recalls/default.htm)

Archive for Recalls, Market Withdrawals & Safety Alerts (/Safety/Recalls/ArchiveRecalls/default.htm)

Enforcement Reports (/Safety/Recalls/EnforcementReports/default.htm) v

Industry Guidance (/Safety/Recalls/IndustryGuidance/default.htm)

Major Product Recalls (/Safety/Recalls/MajorProductRecalls/default.htm) v

https:/Awww.fda.gov/Safety/Recalls/ucm624547.htm . 44
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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 Inc. Allergy Alert on
Undeclared Milk Allergens in Chocolate
Bars

For Imnmediate Release

October 29, 2018

Contact
Consumers

Maribel Lieberman
L (718) 599-5515

Announcement

e

i View Product Photos l
j

Maribel’'s Sweets Inc. of Brooklyn, NY is recalling its 2.820z 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 MarieBelle 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 2.820z 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 MarieBelle Orange Peels 60% Dark Chocolate Bar, all container codes have the UPC
codes 877708005886 (Cacao Market Japanese Matcha Bar) 877708004803 (Cacao Market 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
Inspectors 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 2.820z container,

https://www.fda.gov/Safety/Recalls/ucm624518.htm : 1/5
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Cacao Market by MarieBelle Rosemary Truffle Salt 60% Dark Chocolate Bar in 2.820z container, and the Cacao
Market by MarieBelle Orange Peels 60% Dark Chocolate Bar in 2.820z container, which did not declare milk
ingredient on the label.

Consumer who have purchased the 2.82 ounce packages of MarieBelle’s Japanese Matcha Japanese Green
Tea and White Chocolate Bar, Rosemary Truffle 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.

Hi##

Follow FDA

¥ Follow @US_FDA (https:/twitter.com/US_FDA) &7
({AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

€3 Follow FDA (https://www.facebook.com/FDA) &
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

¥ Follow @FDArecalls (https://twitter.com/fdarecalls) &7

({AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

@ Recent Recalled Product Photos on FDA's Flickr Photostream
(https://Iwww.flickr.com/photos/fdaphotos/sets/72157663245186459/) &
(/AboutFDA/AboutThisWebsite/WebsitePolicies/Disclaimers/default.htm)

Product Photos

https://www.fda.gov/Safety/Recalls/ucm624518.htm 2/5
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» .
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More in_Recalls, Market Withdrawals, & Safety Alerts
(ISafety/Recalls/default.htm)

Archive for Recalls, Market Withdrawals & Safety Alerts (ISafety/Recalls/ArchiveRecalls/default.htm)

Enforcement Reports (/Safety/Rééalls/EnforcementReports/default.htm) v

Industry Guidance (/Safety/Recalls/IndustryGuidance/default.htm)

Maijor Product Recalls (/Safety/RecéIIs/MajorProductRecaIIs/defauIt.htm), v

https:/Awww.fda.gov/Safety/Recalls/ucm624518.htm 5/5
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