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 Duchesnay, Inc.

Warning Letter (PDF)

Promotional Material (PDF)

NDA 021876 DICLEGIS (doxylamine
 succinate and pyridoxine hydrochloride)
 delayed-release tablets, for oral use  

 8/7/2015

ECR Pharmaceuticals, a wholly
 owned subsidiary of Valeant
 Pharmaceuticals International

Warning Letter (PDF)

Promotional Material (PDF)

 

ANDA 077273 TussiCaps(hydrocodone
 polistirex and chlorpheniramine polistirex)
 Extended-release Capsules CII

7/27/2015

ASCEND Therapeutics US, LLC

Untitled letter (PDF)

Promotional Material (PDF)

EstroGel® 0.06% (estradiol gel) for topical
 use 

6/23/2015

Actavis Laboratories UT, Inc.
 (formerly Watson Laboratories,
 Inc.)

Untitled Letter (PDF)

Promotional Material (PDF)

NDA 022206 RAPAFLO® (silodosin)
 Capsule for oral use

 

5/19/2015

Oak Pharmaceuticals, Inc.
 

Untitled Letter (PDF)

Promotional Material (PDF)

 

ANDA 083246 Nembutal Sodium Solution
 (pentobarbital sodium injection, USP) CII

5/14/2015

Otsuka Pharmaceutical
 Development &
 Commercialization, Inc.

Untitled Letter (PDF)

Promotional Material (PDF)

NDA 021436  ABILIFY (aripiprazole) Tablets 4/17/2015

Discovery Laboratories

Untitled Letter (PDF)

Promotional Material (PDF)

NDA 021746 Surfaxin (lucinactant)
 Intratracheal Suspension

3/5/2015

Gary W. Small, MD
Semel Institute for Neuroscience &
 Human Behavior, UCLA
Taumark.com

Untitled Letter (PDF)

Promotional Material (PDF)

(F-18) FDDNP 2/20/2015

Luitpold Pharmaceuticals, Inc.

Untitled Letter (PDF)

NDA 203565 Injectafer (ferric
 carboxymaltose injection)

1/29/2015
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Office of Compliance/Immediate Office 

Company/Individual Product/Issue Issue Date

Vista
 Pharmaceuticals,
 Ltd. 
(WARNING
 LETTER)

Failure to pay GDUFA fees  6/22/2015

Sharon Bio-
Medicine Limited 
(WARNING
 LETTER)

Failure to pay GDUFA fees  6/22/2015

Syntho
 Pharmaceuticals
(WARNING
 LETTER)

Failure to pay GDUFA fees  6/22/2015

Wuxi Kaili
 Pharmaceutical
 Company
(WARNING
 LETTER)

Failure to pay GDUFA fees  6/22/2015

RemedyRepack
 Inc.
(WARNING
 LETTER)
 

Colchicine Tablet (NDC 49349-061) 3/31/2015

Rebel Distributors
 Corp.
(WARNING
 LETTER)
 

Cimetidine 300 mg tablet (NDC 21695-531), Cimetidine
 400 mg tablet (NDC 21695-532), Digoxin 0.125 mg tablet
 (NDC 21695-678) and Hydrocodone Barbiturate and
 Acetaminophen 10mg/ 500 mg tablet (NDC 21695-273)

3/15/2015

Iso-Tex
 Diagnostics, Inc
(WARNING
 LETTER)

Volumex (Albumin Iodinated I-131 Serum) 0.025 mCi/mL 3/2/2015

Hemp Oil Care
www.hempoilcare.c
om
(WARNING
 LETTER)

“Cibdex Hemp CBD Complex Drops,” “Cibaderm Hemp
 Salve,” “Dixie Botanicals Dew Drops Hemp Oil
 Supplement,” “Hemp Honey 21% Cannabidiol Oil,” “Hemp
 Honey CBD Vape Oil,” and “Hemp Pure Vape E-Drops”

2/26/2015

Modern Herb Shop
 Inc.
www.modernherbs
hop.com
(WARNING
 LETTER)

“Bone Knitting Powder,” “Bu Zhong Yi Qi Wan | Central Chi
 Teapills,” “Burn Ointment | Ching Wan Hung Soothing
 Herbal Balm,” “Chuan Xin Lian,” “Huang Lian Su,” “San
 Huang San | Herbal Ice,” “Si Miao San Herb Extract
 Powder,” “Wu Yang Brand Pain Relieving Medicated
 Plaster,” “Yunnan Baiyao Capsules and Powder,” and
 “Zheng Gu Shui”

2/26/2015
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Natural Organic
 Solutions
www.purecbd.net a
nd
 www.etsy.com/sho
p/PureCBD
(WARNING
 LETTER)
 

“CBD Hemp Oil Treatment,” “Hemp CBD (Cannabidiol)
 Extract Capsules,” “CBD Extract Capsules Anti Anxiety
 Formula,” and “High CBD Healing Salve”

2/26/2015

Infiniti Creations,
 Inc.
www.curadermcrea
m.com (redirected
 to:
 www.bec5creamdir
ect.com) 
(WARNING
 LETTER) 
 

 “Curaderm BEC 5 Cream” and “Tamanu Oil”  2/26/2015

 

Office of Manufacturing Quality

Company/Individual Product/Issue Issue Date

Zhejiang Hisun
 Pharmaceutical Co.,
 Ltd.
(WARNING LETTER)

CGMP/Active Pharmaceutical Ingredients (APIs) 12/31/2015

Cadila Healthcare
 Limited
(WARNING LETTER)

CGMP/Active Pharmaceutical Ingredients (APIs) 12/23/2015

Sun Pharmaceuticals
 Industries Ltd.
(WARNING LETTER)

CGMP/Finished Pharmaceuticals/Adulterated 12/17/2015

Chan Yat Hing
 Medicine Factory
(WARNING LETTER)

CGMP/Finished Pharmaceuticals/Adulterated 12/15/2015

Dr. Reddy's
 Laboratories Limited
(WARNING LETTER)

CGMP/Active Pharmaceutical Ingredients (APIs) 11/5/2015

Sandoz Private Limited
(WARNING LETTER)

CGMP/Finished Pharmaceuticals/Adulterated 10/22/2015

Unimark Remedies Ltd.
(WARNING LETTER)

CGMP/Active Pharmaceutical Ingredients (APIs) 9/28/2015

Jaychem Industries,
 Inc.
(WARNING LETTER)

CGMP/Finished Pharmaceuticals/Adulterated 9/4/2015

http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436066.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm436079.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm480035.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm480035.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm480035.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm480035.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm479712.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm479712.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm479712.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm478393.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm478393.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm478393.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm481851.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm481851.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm481851.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm473604.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm473604.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm473604.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm474013.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm474013.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm465626.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm465626.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm462371.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm462371.htm
http://www.fda.gov/ICECI/EnforcementActions/WarningLetters/2015/ucm462371.htm


Warning Letters and Notice of Violation Letters to Pharmaceutical Companies > Warning Letters 2015

http://www.fda.gov/...nforcementActivitiesbyFDA/WarningLettersandNoticeofViolationLetterstoPharmaceuticalCompanies/ucm432949.htm[1/20/2016 4:31:02 PM]

Pan Drugs Limited
(WARNING LETTER)

CGMP/Active Pharmaceutical Ingredients (APIs) 9/2/2015

Mylan Laboratories
 Limited
(WARNING LETTER)

CGMP/Finished Pharmaceuticals/Adulterated 8/6/2015

Sipra Labs Limited
(WARNING LETTER)

regulations for testing finished pharmaceuticals and
 active pharmaceutical ingredients (APIs)

7/23/2015

Mahendra Chemicals 
(WARNING LETTER)

CGMP/Active Pharmaceutical Ingredients (APIs)  7/13/2015

Attix Pharmaceuticals
(WARNING LETTER)
 

CGMP/Finished Pharmaceuticals/Adulterated 6/22/2015

VUAB Pharma a.s. 
(WARNING LETTER)

CGMP/Finished Pharmaceuticals/Adulterated 320-15-
10

5/27/15 

Yunnan Hande Bio-
Tech. Co. Ltd. 
(WARNING LETTER)
 

manufacture of active pharmaceutical ingredients
 (APIs)

4/6/2015

Hospira S.p.A.
(WARNING LETTER)

regulations for finished pharmaceuticals 3/31/2015

Novacyl (Thailand) Ltd.
(WARNING LETTER)

manufacture of active pharmaceutical ingredients
 (APIs)

2/27/2015

Cadila Pharmaceuticals
 Limited
(WARNING LETTER)

manufacture of active pharmaceutical ingredients
 (APIs)

2/25/2015

Micro Labs Limited
(WARNING LETTER)

regulations for finished pharmaceuticals 1/9/2015

Apotex Research
 Private Limited
(WARNING LETTER)
 

regulations for finished pharmaceuticals 1/30/2015

 

Office of Scientific Investigations

Company/Individual Product/Issue Issue Date

Bernard A. Michlin, M.D. 
(WARNING LETTER)
 

Clinical Investigator 7/13/2015

Howard M. Gross, M.D. Clinical Investigator 6/29/15 
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