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Voluntary Nationwide
Recall of One Lot of
Losartan Potassium and
Hydrochlorothiazide
Due to the Detection of
Trace Amounts of NDEA
(N-Nitrosodiethylamine)
Impurity Found in the
Active Pharmaceutical
Ingredient (API)

nandueislasainslede Losartan
Hydrochlorothiazide Tablets, USP 100mg/25mg
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1NUIYN Zhejiang . Huahai
Pharmaceutical Co. Ltd. Sawd@nseust Losartan
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Losartan Potassium, HCTZ Tablets
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Useaen laun dizziness,
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Administration [internet].
Sandoz Inc. Issues
Voluntary Nationwide
Recall of One Lot of
Losartan Potassium and
Hydrochlorothiazide Due
to the Detection of Trace
Amounts of NDEA (N-
Nitrosodiethylamine)
Impurity Found in the
Active Pharmaceutical
Ingredient (API). (Accessed
November, 12 2018)
Available from
https://www.fda.gov/Safet
y/Recalls/ucm625492.htm
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Administration [internet].
Public Notification: Best
Leopard Miracle of Honey
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Available from
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Administration [internet].
Public Notification: Gold
Max Blue contains hidden
drug ingredient. (Accessed
November, 12 2018)
Available from
https://www.fda.gov/Drug
s/resourcesforyou/consu
mers/buyingusingmedicin
esafely/medicationhealthf
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12/111'2561 Recalls, Market Withdrawals, & Safety Alerts > Sandoz Inc. Issues Voluntary Nationwide Recall of One Lot of Losartan Potassium ...

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.

Sandoz Inc. Issues Voluntary Nationwide
Recall of One Lot of Losartan Potassium
and Hydrochlorothiazide Due to the
Detection of Trace Amounts of NDEA (N-
Nitrosodiethylamine) Impurity Found in
:he I;\ctive Pharmaceutical Ingredient
API

For Immediate Release

November 8, 2018

Contact
Consumers

Sandoz Inc.
. 1-800-525-8747

Media

Novartis Media Relations

L +41 61 324 2200

Announcement

Sandoz Inc. is voluntarily recalling one lot of Losartan Potassium Hydrochlorothiazide Tablets, USP
100mg/25mg to the consumer level. This product is being recalled due to the trace amount of an impurity, N-
nitrosodiethylamine (NDEA) contained in the API Losartan, USP manufactured by Zhejiang Huahai
Pharmaceutical Co. Ltd. Sandoz Inc. Losartan Potassium Hydrochlorothiazide product is manufactured by Lek

https://www.fda.gov/Safety/Recalls/ucm625492.htm 1/3
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Pharmaceuticals dd, Ljubljana, Slovenia. 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, Sandoz Inc. has not received any reports of adverse events related to this lot.

Losartan Potassium Hydrochlorothiazide Tablets, USP are indicated for the treatment of hypertension. It may be
used alone or in combination with other antihypertensive agents. The product can be identified as Losartan
Potassium Hydrochlorothiazide, 100 mg/25 mg tablets in 1000-count plastic bottles, NDC 0781-5207-10, Lot
number JB8912; Exp. Date 06/2020. This product was distributed nationwide to distributors. The affected
product was not distributed prior to October 8, 2018.

Sandoz Inc. is notifying its distributors by letter via overnight mail and patients by this public notification.
Distributors and retailers that have product which is being recalled should immediately stop distribution of the
identified lot above and quarantine any quantities remaining in your control and return the recalled product to
the identified Reverse Distributor.

Patients with questions regarding this recall can contact Sandoz Inc. at 1-800-525-8747 Monday-Friday 8:30
AM - 5:00 PM (EST) or email usdrugsafety.operations@novartis.com. Patients should contact their pharmacist
or physician who can advise them about an alternative treatment prior to returning their medication. Patients
who are on Losartan Potassium Hydrochlorothiazide 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 Losartan Potassium Hydrochlorothiazide.

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: www.fda.gov/imedwatch/report.htm
(http:/iIwww.fda.gov/imedwatch/report.htm)

« Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm
(http://iwww.fda.gov/MedWatch/getforms.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.

Disclaimer

This press release contains forward-looking statements within the meaning of the United States Private
Securities Litigation Reform Act of 1995. Forward-looking statements can generally be identified by words such
as “potential,” “can,” “will,” “plan,” “expect,” “anticipate,” “look forward,” “believe,” “committed,” “investigational,”
“pipeline,” “launch,” or similar terms, or by express or implied discussions regarding potential marketing
approvals, new indications or labeling for the investigational or approved products described in this press
release, or regarding potential future revenues from such products. You should not place undue reliance on
these statements. Such forward-looking statements are based on our current beliefs and expectations regarding
future events, and are subject to significant known and unknown risks and uncertainties. Should one or more of
these risks or uncertainties materialize, or should underlying assumptions prove incorrect, actual results may
vary materially from those set forth in the forward-looking statements. There can be no guarantee that the
investigational or approved products described in this press release will be submitted or approved for sale or for
any additional indications or labeling in any market, or at any particular time. Nor can there be any guarantee
that such products will be commercially successful in the future. In particular, our expectations regarding such
products could be affected by, among other things, the uncertainties inherent in research and development,
including clinical trial results and additional analysis of existing clinical data; regulatory actions or delays or
government regulation generally; global trends toward health care cost containment, including government,
payor and general public pricing and reimbursement pressures; our ability to obtain or maintain proprietary
intellectual property protection; the particular prescribing preferences of physicians and patients; general

" u » " u
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12/11/2561 Medication Health Fraud > Public Notification: Leopard Secret Miracle Honey contains hidden drug ingredient

Public Notification: Leopard Secret
Miracle Honey contains hidden drug
ingredient

[11-8-2018] The Food and Drug Administration is advising consumers not to purchase or use Leopard Secret
Miracle Honey, a product promoted for sexual enhancement. This product was identified during an examination
of imported goods.

FDA laboratory analysis confirmed that Leopard
Secret Miracle Honey contains sildenafil, the
active ingredient in the FDA-approved
prescription drug Viagra, used to treat erectile

NA &

dysfunction. This undeclared ingredient may -
interact with nitrates found in some prescription Naiurs LEOPARD .
; P 4 108 L SECRET MIRACLE

drugs, such as nitroglycerin, and may lower - HONEY
blood pressure to dangerous levels. People ’ -
with diabetes, high blood pressure, high

cholesterol, or heart disease often take nitrates.

Health care professionals and patients should
report adverse events or side effects related to
the use of this product to the FDA's MedWatch Safety Information and Adverse Event Reporting Program:

it via fax at 1-800-FDA-0178.

Note: This notification is to inform the public of a growing trend of dietary supplements or conventional foods
with hidden drugs and chemicals. These products are typically promoted for sexual enhancement, weight loss,
and body building and are often represented as being “all natural.” FDA is unable to test and identify all products
marketed as dietary supplements that have potentially harmful hidden ingredients. Consumers should exercise
caution before purchasing any product in the above categories.

Please refer to the links below for more information:

« Tainted Sexual Enhancement Products

https://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm625373.htm 1/2



12/11/2561 Medication Health Fraud > Public Notification: Leopard Secret Miracle Honey contains hidden drug ingredient

Contact FDA

Toll Free
(855) 543-3784, or
(301) 796-3400 :

Human Drug Information

Division of Drug Information
(http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm082585) (CDER)
Office of Communications ’

Feedback Form (http://www.accessdata.fda.gov/scripts/email/cder/comment.cfm)

10001 New Hampshire Avenue

Hillandale Building, 4th Floor

Silver Spring, MD 20993

Resources for You

« Sign Up for Email Alerts on Tainted Products Sold as Dietary Supplements
(https://service.govdelivery.com/service/subscribe.html?code=USFDA_198) £3

« Tainted Products That are Marketed as Dietary Supplements RSS Feed -
(http://www.fda.gov/AboutFDA/ContactFDA/Stayinformed/RSSFeeds/TDS/rss.xml) W

More in_Medication Health Fraud
(IDrugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/default.htm)

IAMA A LA Al AR LA AL LA

https:/Awww.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm625373.htm 2/2
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Public Notification: Best Leopard Miracle
of Honey contains hidden drug
ingredients

[11-8-2018] The Food and Drug Administration is advising consumers not to purchase or use Best Leopard
Miracle of Honey, a product promoted for sexual enhancement. This product was identified during an
examination of imported goods. ‘ '

FDA laboratory analysis confirmed that Best
Leopard Miracle of Honey contains sildenafil
and tadalafil, the active ingredients in the FDA-
approved prescription drugs Viagra and Cialis,
respectively, used to treat erectile dysfunction.
These undeclared ingredients may interact with
nitrates found in some prescription drugs, such
as nitroglycerin, and may lower blood pressure
to dangerous levels. People with diabetes, high

blood pressure, high cholesterol, or heart / (\ - .
disease often take nitrates. 3L E®P ARD
N WPl
F ¥ 4 N - PP ERP
| @ &wﬁ(l@/ﬁ’ Cf/ ’// ((] ne {%’

Excbusive Formula with S pecial Fexbs

Health care professionals and patients should
report adverse events or side effects related to
the use of this product to the FDA's MedWatch
Safety Information and Adverse Event
Reporting Program:

Complete and submit the report online o _
ot Weaht . 12 sachiets x 15G/0,5302€2

Note: This notification is to inform the public of a growing trend of dietary supplements or conventional foods
with hidden drugs and chemicals. These products are typically promoted for sexual enhancement, weight loss,
and body building and are often represented as being “all natural.” FDA is unable to test and identify all products
marketed as dietary supplements that have potentially harmful hidden ingredients. Consumers should exercise
caution before purchasing any product in the above categories.

Please refer to the links below for more information:

o Tainted Sexual Enhancement Products

https://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafer/MedicationHealthFraud/ucm625370.htm 12
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Contact FDA

Toll Free

(855) 543-3784, or

(301) 796-3400

druginfo@fda.hhs.gov (mailto:druginfo@fda.hhs.gov)

Human Drug Information

Division of Drug_Information
(http://Iwww.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm082585) (CDER)
Office of Communications

Feedback Form (http://www.accessdata.fda.gov/scripts/email/cder/comment.cfm)

10001 New Hampshire Avenue

Hillandale Building, 4th Floor

Silver Spring, MD 20993

Resources for You

e Sign Up for Email Alerts on Tainted Products Sold as Dietary Supplements
(https://service.govdelivery.com/service/subscribe.html?code=USFDA_198) £

e Tainted Products That are Marketed as Dietary Supplements RSS Feed
(http://www.fda.gov/AboutFDA/ContactFDA/Staylnformed/RSSFeeds/TDS/rss.xml)

More in_Medication Health Fraud
(/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/default.htm)

https:/iww.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm625370.htm 2/2
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Public Notification: Gold Max Blue
contains hidden drug ingredient

[11-8-2018] The Food and Drug Administration is advising consumers not to purchase or use Gold Max Blue, a
product promoted and sold for sexual enhancement on various websites, including www.goldmaxblue.com
(http://Iwww.goldmaxblue.com), and possibly in some retail stores.

FDA laboratory analysis confirmed that Gold
Max Blue contains sildenafil. Sildenafil is the
active ingredient in the FDA-approved
prescription drug Viagra, used to treat erectile
dysfunction. This undeclared ingredient may
interact with nitrates found in some prescription
drugs such as nitroglycerin and may lower
blood pressure to dangerous levels. People
with diabetes, high blood pressure, high
cholesterol, or heart disease often take nitrates.

Health care professionals and patients should
report adverse events or side effects related to
the use of this product to the FDA's MedWatch
Safety Information and Adverse Event
Reporting Program:

« Complete and submit the report online

FDA-0178.

Note: This notification is to inform the public of
a growing trend of dietary supplements or
conventional foods with hidden drugs and
chemicals. These products are typically
promoted for sexual enhancement, weight loss,
and body building and are often represented as being “all natural.” FDA is unable to test and identify all products
marketed as dietary supplements that have potentially harmful hidden ingredients. Consumers should exercise
caution before purchasing any product in the above categories.

Please refer to the links below for more information:

https://www.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm625365.htm 1/2
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« Tainted Sexual Enhancement Products

Contact FDA
Toll Free

(855) 543-3784, or

(301) 796-3400

druginfo@fda.hhs.gov (mailto:druginfo@fda.hhs.gov)

Human Drug Information

Division of Drug_Information
(http://www.fda.gov/AboutFDA/CentersOffices/OfficeofMedicalProductsandTobacco/CDER/ucm082585) (CDER)
Office of Communications

Feedback Form (http://www.accessdata.fda.gov/scripts/email/cder/comment.cfm)

10001 New Hampshire Avenue

Hillandale Building, 4th Floor

Silver Spring, MD 20993

Resources for You

 Sign Up for Email Alerts on Tainted Products Sold as Dietary Supplements
(https:/iservice.govdelivery.com/service/subscribe.html?code=USFDA_198) £33

e Tainted Products That are Marketed as Dietary Supplements RSS Feed
(http://www.fda.gov/AboutFDA/ContactFDA/Stayinformed/RSSFeeds/TDS/rss.xml)

— e A

More in_Medication Health Fraud ;
(/IDrugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/default.htm)

https:/Awww.fda.gov/Drugs/ResourcesForYou/Consumers/BuyingUsingMedicineSafely/MedicationHealthFraud/ucm625365.htm
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