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1. Sciegen Pharmaceuticals, Inc. Issues Voluntary Nationwide Recall of Irbesartan
Tablets, USP 75 Mg, 150 Mg, and 300 Mg Due to The Detection of Trace Amounts of NDEA
(N-Nitrosodiethylamine) Impurity Found in The Active Pharmaceutical Ingredient (API)

U3WW ScieGen Pharmaceuticals wiaSenifivAuelavainslovesndnsiosion Irbesartan USP
yliadiauuin 75, 150 uaz 300 fadny iesnnunisuuideu N- nitrosodiethylamlne (NDEA) Tu
'mnﬂum irbesartan finAnlAEUTEM Aurobindo Pharma @13 NDEA Duansiiintuldnusssunaly
23 Yy UARYYINDINALAZATEUINNMINNEAAMNTTY TAEMUIBA International Agency for
Research on Cancer (IARC) ﬂﬂmsuasﬂunaumaLﬂua'ﬁnau.,Lia'luuuwa YagUuuivny dalallasy
euMsiiamgnsellifisUssasdla q nedasusiovani .

81 Irbesartan USP 75 mg, 150 mg, and 300 mg WaAlaBUSEM ScieGen Pharmaceuticals 1o
aaneuansiouIIMen 2 USEm 1éun Westminster Pharmaceuticals waz Golden State Medical
Supply [GSMS]

wanfusiefiaaneniuresussm Westminster Pharmaceuticals mnmsanaunnussa’lumm
A 30 A uaz 90 in Juniswan auwmmauausﬂwamnmsnmwaauLaﬂﬂuammmmuausﬂmuma

NDC# Product Description Lot# Expiration Date
69367-119-01 Irbesartan 75mg Tablets, 30 count bottle B160002A  Sep-19
69367-119-03 Irbesartan 75mg Tablets, 90 count bottle B160002B Sep-19

 69367-120-01 Irbesartan 150mg Tablets, 30 count bottle B161005A  Sep-19
C161002A  Feb-20
69367-120-03 Irbesartan 150mg Tablets, 90 count bottle B161005B Sep-19
C161002B  Feb-20
69367-121-01 Irbesartan 300mg Tablets, 30 count bottle B162008A  Sep-19
C162002A Feb-20
69367-121-03 Irbesartan 300mg Tablets, 90 count bottle B1620088B Sep-19

1620028 Feb-20
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NDC#

60429-641-30

60429-642-30

Product Description

Irbesartan 150mg Tablets, 30 Count Bottle

Irbesartan 300mg Tablets, 30 Count Bottle

Lot# Expiration Date
GS019526  Nov-19
GS020252  Nov-19
GS020958  Nov-19
GS019036  Sep-19
GS019073  Sep-19
GS021472  Nov-19
GS021530  Nov-19

GS022234  Feb-20



NDC#

60429-640-90

60429-641-90

60429-642-90

Product Description

Irbesartan 75mg Tablets, 90 Count Bottle

Irbesartan 150mg Tablets, 90 Count Bottle

Irbesartan 300mg Tablets, 90 Count Bottle

; Lot#

1 Bisdbos
' B160004
' B161003

' B161004

B161006
B161007
B161008
B161009
B161010
C161001
C161003
B162009
B162010
B162011
B162012
B162013
B162014
B162015

C162001

. Expiration Date
- Sep-19
. Sep-19

: Sep-19

Sep-19
Sep-19
Sep-19
Nov-19
Nov-19
Nov-19
Feb-20
May-20
Sep-19
Sep-19
Sep-19
Nov-19
Nov-19
Nov-19
Nov-19

Feb-20
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410/31/2018 Recalls, Market Withdrawals, & Safety Alerts > Sciegen Pharmaceuticals, Inc. Issues Voluntary Nationwide Recall of Irbesartan Ta...

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.

Sciegen Pharmaceuticals, Inc. Issues
Voluntary Nationwide Recall of Irbesartan
Tablets, USP 75 Mg, 150 Mg, and 300 Mg
Due to The Detection of Trace Amounts
of NDEA (N-Nitrosodiethylamine)
Impurity Found in The Active
Pharmaceutical Ingredient (API)

For Immediate Release

October 30, 2018

Contact
Consumers

Westminster’s Regulatory Affairs

. 888-354-9939 _
Golden State Medical Supply Incorporated
. (800) 284-8633 ext. 215

Media

Siva Reddy P.V
L. (1)-855-724-3436

Announcement

‘ View Product Photos

https://www fda.gov/Safety/Recalls/ucm624593.htm 1/8
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ScieGen Pharmaceuticals, Inc. is voluntarily recalling listed lots, within expiry, of Irbesartan Tablets, USP 75 mg,
150 mg, and 300 mg dosage forms to the consumer level. These products are being recalled due to the
presence of an impurity, N-nitrosodiethylamine (NDEA) contained in the API Irbesartan, USP manufactured by
Aurobindo Pharma Limited. This 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) ‘

To date, Sciegen Pharmaceuticals Inc has not received any reports of adverse events related to this product.

Irbesartan tablets, USP are indicated for the treatment of hypertension. It may be used alone or in combination
with other antihypertensive agents.

Irbesartan Tablets, USP 75 mg, 150 mg, and 300 mg were manufactured by ScieGen Pharmaceuticals Inc and
are labeled as Westminster Pharmaceuticals and Golden State Medical Supply, Inc [GSMS].

The recalls and returns will be managed by the respective distributors separately for the lots distributed by them
as outlined below.

Details of batches sent to Westminster

The Irbesartan tablets subject to recall are packed in 30-count and 90-count bottles. To help identify the recalled
product, the NDCs, product description, lot numbers and expiration dates are listed below. These lots were
distributed nationwide in the USA to Westminster’s direct accounts.

NDC# Product Description Lot# Expiration Date
69367-119-01 Irbesartan 75mg Tablets, 30 count bottle B160002A Sep-19
69367-119-03 Irbesartan 75mg Tablets, 90 count bottle B160002B Sep-19
69367-1 20;01 Irbesartan 150mg Tablets, 30 count bottle B161005A Sep-19
C161002A Feb-20
69367-120-03 Irbesartan 150mg Tablets, 90 count bottle B161005B Sep-19
C161002B Feb-20
69367-121-01 Irbesartan 300mg Tablets, 30 count bottle B162008A Sep-19
C162002A Feb-20
69367-121-03 Irbesartan 300mg Tablets, 90 count bottle B162008B Sep-19
C162002B Feb-20

Westminster is notifying its direct accounts by email and by phone to immediately discontinue distribution of the
product being recalled and to notify their wholesale and retail accounts of this product recall and make
arrangements for impacted product to be returned to Westminster. Instructions for returning recalled products
are provided in the Recall Notice Letter and Recall Response Form. Patients should return the effected
medication to their pharmacy. Pharmacies should return their effected stock to their wholesaler.

If you are taking Irbesartan, please examine your tablets and look for the specific markings to determine if

you're product is affected by this recall. Products can be best identified by patients as being white, oval shaped
tablets debossed with SG 160; SG 161; or SG 162.

https://www.fda.gov/Safety/Recalls/ucm624593.htm 2/8



-10/31/2018 Recalls, Market Withdrawals, & Safety Alerts > Sciegen Pharmaceuticals, Inc. Issues Voluntary Nationwide Recall of Irbesartan Ta...

Customers and patients with medical-related questions, information about an adverse event or other questions
about the Westminster’s product’s being recalled should contact Westminster's Regulatory Affairs department
by phone at: 888-354-9939

« Live calls are received Monday-Friday, 9:00AM - 5:00PM EST with voicemail available 24 hours/day, 7
days/week or email recalls@wprx.com (mailto:recalls@wprx.com).

Details of batches sent to Golden State Medical Supply, Inc [GSMS]

The products subject to recall are packed in 30-count and 90-count bottles. To help identify the recalled product,
the NDCs, Product Description, Lot numbers and Expiration dates are listed below. These lots were distributed
nationwide in the USA to GSMS’ direct accounts.

NDC# Product Description Lot# Expiration Date
60429-641-30 Irbesartan 150mg Tablets, 30 Count Bottle GS019526 Nov-19
GS020252 Nov-19
GS020958 Nov-19
60429-642-30 Irbesartan 300mg Tablets, 30 Count Bottle GS019036 Sep-19
GS019073 Sep-19
GS021472 Nov-19
GS021530 Nov-19
GS022234 Feb-20
60429-640-90 Irbesartan 75mg Tablets, 90 Count Bottle B160003 Sep-19
B160004 Sep-19
60429-641-90 Irbesartan 150mg Tablets, 90 Count Bottle B161003 Sep-19
B161004 Sep-19
B161006 Sep-19
B161007 Sep-19
B161008 Nov-19
B161009 Nov-19
B161010 Nov-19
C161001 Feb-20
C161003 May-20
60429-642-90 Irbesartan 300mg Tablets, 90 Count Bottle B162009 Sep-19
B162010 Sep-19
B162011 Sep-19

https:/www.fda.gov/Safety/Recalls/ucm624593.htm 3/8



10/31/2018 Recalls, Market Withdrawals, & Safety Alerts > Sciegen Pharmaceuticals, Inc. Issues Voluntary Nationwide Recall of Irbesartan Ta... -

NDC# Product Description LOt# ExplrauonDate -
‘ ‘ Ble20t2 fHNov-19'
;;43'1'520‘1\3 ——
CBteote Nowto
CBi62015 Nov-19
. C162001 | it

Complete the Recall Inventory Response Form and return to Golden State Medical Supply Incorporated email:
recalls@gsms.us (mailto:recalls@gsms.us) or by via Fax: (805) 477-9869 Contact Golden State Medical

§Gpply Incorporated for directions on return authorizations by calling (800) 284-8633 ext. 215 between 7:30AM-

If you are taking Irbesartan, please examine your tablets and look for the specific markings to determine if
you're product is affected by this recall. Products can be best identified by patients as being white, oval shaped
tablets debossed with SG 160; SG 161; or SG 162.

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 experienced with the use of this product may be reported to the FDA's
MedWatch Adverse Event Reporting program either online, by regular mail or by fax.

« Complete and submit the report Online: www__ﬂiagovlmedwatchlrepg_rmt_m
(https:/lwww.fda.gov/medwatch/rep ) ‘

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

! ) 1 forms.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

This recall is being made with the knowledge of the Food and Drug Administration.

Hit#

Follow FDA

¥ Follow @US_FDA (https://twitter.com/US_FDA) &

—_—

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

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

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

(IAboutFDAIAboutThisWebsiteIWebsitePoIicies/DiscIaimersldefault.htm)

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

https://www.fda.gov/Safety/Recalls/ucm624593.htm 4/8
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Australian Government

Department of Health
Therapeutic Goods Administration

Li Da Weight Loss Capsules

Safety advisory

31 October 2018
Li Da Weight Loss Capsules pose a serious risk to your

health and should not be taken.

The Therapeutic Goods Administration (TGA) has
tested a product labelled Li Da Weight Loss Capsules
and found that: ‘

 the capsules contain the undeclared
substance sibutramine.

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 Li Da Weight Loss Capsules containing undisclosed sibutramine is illegal.

Li Da Weight Loss 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

e Stop taking Li Da Weight Loss 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 Li
Da Weight Loss 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/li-da-weight-loss-capsules 1/2
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The TGA is advising consumers to exercise extreme caution when purchasing medicines from
unknown overseas Internet sites (//www.t i

devices-online) and has produced a

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.

-Q 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:

‘. 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.auw/report-perceived-breach-or-questionable-

Category: Alert/Advisory
URL: https://www.tga.gov.au/node/852142 (https://www.tga.gov.au/node/852142)

Copyright (/copyright) | Privacy (/privacy) | 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/li-da-weight-loss-capsules 2/2
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Australian Government

Department of Health
Therapeutic Goods Administration

Li Da Weight Loss Capsules

Safety advisory

31 October 2018
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The TGA is advising consumers to exercise extreme caution when purchasing medicines from
unknown overseas Internet sites (/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.

9 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

Q 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-g

ov.au (mailto:info@tga.gov.au)

v.' Email: info

Category: Alert/Advisory
URL: https://www.tga.gov.au/node/852142 (https://www.tga.gov.au/node/852142)

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
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Australian Government

Department of Health
Therapeutic Goods Administration

Chapter Plus+ By Backslim Capsules

Safety advisory

31 October 2018
Chapter Plus+ By Backslim Capsules pose a serious

risk to your health and should not be taken.

The Therapeutic Goods Administration (TGA) has
tested a product labelled Chapter Plus+ By Backslim
Capsules and found that:

o the capsules contain the undeclared
substance sibutramine.

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 Chapter Plus+ By Backslim Capsules containing undisclosed sibutramine is
illegal.

Chapter Plus+ By Backslim 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 Chapter Plus+ By Backslim 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

https://www.tga.gov.au/alert/chapter-plus-backslim-capsules 12
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The TGA is working with the Australian Border Force (ABF) to help stop future shipments of
Chapter Plus+ By Backslim 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.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

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

Category: Alert/Advisory
URL: https://www.tga.gov.au/node/852143 (https://www.tga.gov.au/node/852143)

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
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