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2019 Drug recalls

November 19 - Precision Dose Inc. Issues Voluntary Nationwide Recall of Ranitidine Oral
Solution, USP 150 mg/10 mL Due to Possible Presence of N-nitrosodimethylamine (NDMA)
Impurity | FDA

November 15 - Golden State Medical Supply, Inc. Issues a Voluntary Nationwide Recall of
Ranitidine Hydrochloride 150mg and 300mg Capsules (Manufactured by Novitium Pharma LLC)
Due to an Elevated Amount of Unexpected Impurity, N-Nitrosodimethylamine (NDMA) | FDA

October 25 - Lannett Issues Voluntary Nationwide Recall of Ranitidine Syrup (Ranitidine Oral
Solution, USP), 15mag/ml due to an Elevated Level of the Unexpected Impurity, N-
Nitrosodimethylamine (NDMA) | FDA

September 12 - Darmerica LLC Issues Voluntary Nationwide Recall of Quinacrine
Dihydrochloride Due to A Labeling Error | FDA

September 12 - KRS Global Biotechnology, Inc. Issues Voluntary Nationwide Recall of All
Human and Animal Sterile Drug Products Due to Lack of Assurance of Sterility | FDA

September 9 - Plastikon Healthcare Issues Voluntary Nationwide Recall of Milk of Magnesia
Oral Suspension 2400 mg/30 mL due to Microbial Contamination | FDA

August 30 - Pacifico National, Inc. dba AmEx Pharmacy Issues Voluntary Nationwide Recall for
all Lots of Bevacizumab | FDA

July 23 - Jubilant Cadista Pharmaceuticals Inc. Issues Voluntary Nationwide Recall of
Drospirenone and Ethinyl Estradiol Tablets, USP, Due to Out-of-Specification Dissolution Test
Results.

July 2 - Fresenius Kabi Issues Voluntary Nationwide Recall of Two Lots of Fluorouracil Injection
Due to the Potential for Glass Particulate.

June 25 - Macleods Pharmaceutical Limited Issues Voluntary Nationwide Consumer Level
Recall of Losartan Potassium 50mg and Losartan Potassium/Hydrochlorothiazide combination
Tablets 50mg/12.5mg, 100mg/12.5mg and 100mg/25mg due to detection of NMBA (N-Nitroso-
N Methyl-4-aminobutyric acid) Impurity.

June 11 - Teva Pharmaceuticals USA, Inc. Expands Voluntary Nationwide Recall of Losartan
Potassium to 50 mg and 100 mg Tablets USP, Sold Exclusively to Golden State Medical

Supply, Inc.

May 29 - NOVIS PR LLC Issues Voluntary Nationwide Recall of PECGEN DMX Due to a
Labeling Error.
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May 28 - Heritage Pharmaceuticals Inc. Issues Voluntary Nationwide Recall of Amikacin Sulfate
Injection, USP 1gm/4 mL (250mg/mL) and Prochlorperazine Edisylate Injection, USP
10mg/2mL (5mg/mL) as a Result of a Sterility Test Failure.

May 11 - Novartis Issues Voluntary Nationwide Recall of Promacta® 12.5mg for Oral
Suspension Due to Potential Peanut Contamination.

April 30 - Sagent Pharmaceuticals Issues Voluntary Nationwide Recall of Ketorolac
Tromethamine Injection, USP, 60mg/2mL (30mg per mL) Due to Lack of Sterility Assurance.

April 29 - AmEx Pharmacy Issues Voluntary Nationwide Recall for one Lot of Bevacizumab
1.25mg/0.05mL 31 G Syringe Due to Reported Defective Delivery System.

April 26 - Teva Pharmaceuticals USA, Inc. Issues Voluntary Nationwide Recall of Losartan
Potassium 25mg and 100mg Tablets USP, Sold Exclusively to Golden State Medical Supply.

April 24 - Legacy Pharmaceutical Packaging, LLC Expands Voluntary Nationwide Recall of
Losartan Potassium Tablets, USP, 50mg Due to the Detection of Trace Amounts of N-Nitroso
N-Methyl 4-amino butyric acid (NMBA) Impurity Found in the Active Pharmaceutical Ingredient

(APD).

April 21 - Alvogen Inc. Issues Voluntary Nationwide Recall of Fentanyl Transdermal System
Due to Product Mislabeling.

April 18 - Updated: Torrent Pharmaceuticals Limited Expands Voluntary Nationwide Recall of
Losartan Potassium Tablets, USP and Losartan Potassium/Hydrochlorothiazide Tablets, USP.

April 5 - Brian Richardson DBA “In Tha Pink” Issues Voluntary Nationwide Recall of Kopi
Jantan Tradisional Natural Herbs Coffee Due to Presence of Undeclared Sildenafil and
Tadalafil.

March 18 - Mylan Institutional LLC Initiates Voluntary Nationwide Recall of Levoleucovorin
Injection Due to the Presence of Particulate Matter.

March 15 - Legacy Pharmaceutical Packaging, LLC Issues Voluntary Nationwide Recall of
Losartan Potassium Tablets, USP, 25mg, 50mg, And 100mg Due to The Detection of Trace
Amounts Of N-Nitroso N-Methyl 4-Amino Butyric Acid (NMBA) Impurity Found in The Active
Pharmaceutical Ingredient (API).

March 15 - Hospira, Inc. Issues a Voluntary Nationwide Recall of 8.4% Sodium Bicarbonate
Injection, USP Due to the Presence of Particulate Matter.

March 4 - Apotex Corp. Issues Voluntary Nationwide Recall of Drospirenone and Ethinyl
Estradiol Tablets, USP, 28x3 Blister Pack/Carton Due to Possibility of Missing/Incorrect Tablet

Arrangement.

March 1 - Updated: Torrent Pharmaceuticals Limited Issues Voluntary Nationwide Recall of
Losartan Potassium Tablets, USP and Losartan Potassium /Hydrochlorothiazide Tablets, USP.
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March 1 - AurobindoPharma USA, Inc. Initiates a Voluntary Nationwide Consumer Level Recall
Expansion of 38 Lots of Amlodipine Valsartan Tablets USP and Valsartan Tablets, USP due to
the detection of NDEA (N-Nitrosodiethylamine) Impurity.

February 28 - Camber Pharmaceuticals, Inc. Issues Voluntary Nationwide Recall of Losartan
Potassium Tablets, USP, 25 mg, 50 mg and 100 mg Due to the Detection of Trace Amounts of
N-Nitroso N-Methyl 4-amino butyric acid (NMBA) Impurity found in the Active Pharmaceutical
Ingredient (API).

February 22 - Macleods Pharmaceuticals Limited issues voluntary nationwide consumer level
recall of one lot (BLM 715A) of Losartan Potassium/Hydrochlorothiazide combination tablets
100mg/25mg due to detection of NDEA (N-Nitrosodiethylamine) impurity.

January 22 - UPDATED: Torrent Pharmaceuticals Limited issues voluntary nationwide recall of
Losartan Potassium tablets, USP and Losartan Potassium and Hydrochlorothiazide tablets,
USP.

January 3 - Torrent Pharmaceuticals Limited expands voluntary nationwide recall of Losartan
Potassium tablets, USP.
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Discrimination is against the law

Blue Cross Complete of Michigan complies
with applicable federal civil rights laws and
does not discriminate on the basis of race,
color, national origin, age, disability or sex. Blue
Cross Complete of Michigan does not exclude
people or treat them differently because of
race, color, national origin, age, disability or
sex.

Blue Cross Complete of Michigan:

» Provides free (no cost) aids and services to
people with disabilities to communicate
effectively with us, such as:

- Qualified sign language interpreters
- Information in other formats (large
print, audio, accessible electronic

formats)

« Provides free (no cost) language services
to people whose primary language is not
English, such as:

- Qualified interpreters
- Information written in other languages

If you need these services, contact Blue Cross
Complete of Michigan Customer Service, 24
hours a day, 7 days a week at 1-800-228-8554
(TDD/TTY: 1-888-987-5832).

Nondiscrimination Notice
and Language Services

If you believe that Blue Cross Complete of
Michigan has failed to provide these services
or discriminated in another way on the basis
of race, color, national origin, age, disability or
sex, you can file a grievance with:

 Blue Cross Complete of Michigan
Member Grievances
P.O. Box 41789
North Charleston, SC 29423
1-800-228-8554
(TDD/TTY: 1-888-987-5832)

« Ifyou need help filing a grievance,
Blue Cross Complete of Michigan
Customer Service is available to help you.

You can also file a civil rights complaint with
the U.S. Department of Health and Human
Services, Office for Civil Rights, through

the Office for Civil Rights Complaint Portal
available at
ocrportal.hhs.gov/ocr/portal/lobby.jsf,

by mail or phone at:

U.S. Department of Health
and Human Services

200 Independence Avenue, SW
Room 509F, HHH Building
Washington, D.C. 20201
1-800-368-1019

(TDD/TTY: 1-800-537-7697)

Complaint forms are available at:
hhs.gov/ocr/office/file/index.html.

(Continued on back)
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Multi-language interpreter services

English: ATTENTION: If
you speak English, language
assistance services, at no cost,

are available to you.
Call 1-800-228-8554
(TTY: 1-888-987-5832).

Spanish: ATENCION: si habla espafiol,
tiene a su disposicion servicios gratuitos
de asistencia lingtifstica. Llame al
1-800-228-8554 (TTY: 1-888-987-5832).

Arabic:
32e Lucal) Chlada B)L Aﬁﬂ\ 4all) Chaati \'Jj cd:);.h
1-800-228-8554 & » Juail  laally el il 455 4, sall)
(TTY: 1-888-987-5832)

Chinese Mandarin: 735 : 05 &3 b g%
g/ EE, AT SR 2 s = 2B
fR%% . i EH: 1-800-228-8554

(TTY: 1-888-987-5832).

Chinese Cantonese: ¥ & : {I5RFHHEE
A DL e B S E SRR - SBEE
1-800-228-8554 (TTY: 1-888-987-5832) -

Syriac:
IR WAE) (Ahumisd W L Ode L i idhon
i) Riin doly L ahulas: Ly o
1-800-228-8554 <ixn M ( 4o Jurinn
(TTY: 1-888-987-5832)

Vietnamese: CHU Y: Néu ban néi Tiéng Viét,
¢6 cac dich vy hd trg ngon ngit mién phi danh
cho ban. Goi s6 1-800-228-8554

(TTY: 1-888-987-5832).

Albanian: VINI RE: Nése flisni shqip, pér
ju ka né dispozicion shérbime té asistencés

gjuhésore, pa pagesé. Telefononi né
1-800-228-8554 (TTY: 1-888-987-5832).

BCC.DI1SC002.20171127
COM-11REV101116

Korean: =2|: St=( & AIE0otAl=
A2, A0 XE MHIAE B2
Ol=2dta &= ASLICH 1-800-228-8554
(TTY: 1-888-987-5832) 2122 X 5toH
FAANL.

Bengali: 77 wga: 3 Srifer anay w1 I, o
fars2@ey oA WrFer e Ew 1-800-228-8554
(TTY: 1-888-987-5832) a5 &= F1

Polish: UWAGA: Jezeli méwisz po polsku,
mozesz skorzysta¢ z bezptatnej pomocy
jezykowej. Zadzwon pod numer
1-800-228-8554 (TTY: 1-888-987-5832).

German: ACHTUNG: Wenn Sie Deutsch
sprechen, stehen lhnen kostenlos sprachliche
Hilfsdienstleistungen zur Verfligung.
Rufnummer: 1-800-228-8554

(TTY: 1-888-987-5832).

Italian: ATTENZIONE: In caso la lingua
parlata sia l'italiano, sono disponibili servizi
di assistenza linguistica gratuiti. Chiamare
il numero 1-800-228-8554

(TTY: 1-888-987-5832).

Japanese: ;X EFIH : BRFEZE SN DGR,
EHOBRY—ERXE CHAVNETET,
1-800-228-8554 (TTY: 1-888-987-5832)
FT. BEFEICTITERCLZELY,

Russian: BHUMAHUE: Ecnu BeI roBOpHTE Ha
PYCCKOM $3BIKE, TO BaM JIOCTYIHBI O€CIUIaTHbIE
ycayru nepeoja. 3sonute 1-800-228-8554
(TTY: 1-888-987-5832).

Serbo-Croatian: PAZNJA: Ako govorite
srpsko-hrvatski, usluge jezicke pomoci
dostupne su vam besplatno. Nazovite
1-800-228-8554 (TTY: 1-888-987-5832).

Tagalog: PAUNAWA: Kung nagsasalita ka

ng Tagalog, maaari kang gumamit ng mga
serbisyo ng tulong sa wika nang walang bayad.
Tumawag sa 1-800-228-8554

(TTY: 1-888-987-5832).
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