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PHARMACY TIMES

BY IEHP PHARMACEUTICALSERVICES DEPARTMENT
January 3, 2018

URGENT : Recalls, Market Withdrawals, & Safety Alerts

Dear IEHP Providers,

According to the FDA recall guidance, Title 21 Code of Federal Regulations Part 7 (21 CFR part 7), recalled
products must be promptly removed or corrected. In an effort to promote health and wellness of our members,
please review your records and notify members who may have been impacted by these recalls and market

withdrawals.

Product Name Product Code Lot # and Exp. Date Classification Recalling Firm
Lot # 160031A Sun
Riomet 500mg/5ml NDC 10631-0206-01 A160031B Class Il Pharmaceutical
NDC 10631-0206-02 )
Exp. 11/17 Industries, Inc
Pantoprazole Sodium Lot # CPO170035 AuroMedics
40mg NDC 55150-0202-10 Exp. 05/19 RMS Pharma LLC
. Lot # 115698A International
Pravastatin 40mg NDC 54458-0925-16 Exp. 02/19 Class | L aboratories, Inc
NDC 68382-0099-06 Lot # 2701308, Zydus
Paroxetine 30mg NDC 68382-0099-05 Z701309, 2701310 Class Il Pharmaceuticals
NDC 68382-0099-10 Exp. 04/19 USA Inc
Liothyronine Sodium |\ 5~ 55524.0999.01 Lot # 16F649 Class II Mayne Pharma
25mcg Exp. 05/18 Inc
Lot # 39C192 Teva
Clozapine 100mg NDC 00093-7772-05 Class Il Pharmaceuticals
Exp. 06/19 USA
No. 1 Faiza Beauty UPC 8993138993349 UPC 8993138993349 Class II New Reliance
Cream UPC 5842109854239 UPC 5842109854239 Trading, Inc
Lot # SD2070421201
Exp. 12/2019
Foshan Flying i } Lot # SD2070420925 Simple
Medical Alcohol Pads NDC 98302-0001-05 Exp. 09/2019 RMS Diagnostics, Inc
Lot # SD2070420601
Exp. 12/2019
Rhino 7 Platinum Gadget Island,
5000 750mg UPC 617135861224 All Lots Class | Inc
PapaZen 3300 Capsule Lot # NSS050888 Gadget Island,
1800mg UPC 718122032587 Exp. 05/18 Class | Inc
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Recalling Firm

Fifty Shades 6000
Capsule 4550mg

UPC 4026666146056

All Lots

Class |

Gadget Island,
Inc

Grande X 5800
Capsule 60mg, 80mg,
90mg, 100mg, 120mg

UPC 640793555440

All Lots

Class |

Gadget Island,
Inc

Vertra Elemental
Resistance Sun
Protection Cream 5%,
6%, 6.3% 9%

UPC 894140001030

Lot # 609124
Exp. 03/18

Class Il

EAI-JR286 INC

NitroGlycerin
1mg/10ml, Img/5ml,
2mg/10ml 2mg/20ml

NDC 15082-0818-61
NDC 15082-0818-62
NDC 15082-0863-67
NDC 15082-0863-61

Lot # 0857 81861S
Exp 4/17/17
Lot # 1441 257-86367S
Exp 4/10/17
Lot # 1445 248-86361S
Exp 4/19/17
Lot # 18830 81861S
Exp 3/3/17
Lot # 0202 5-81862S
Exp 5/31/17
Lot # 0730 20-86367S
4/26/17
Lot # 0730 20-86367S
Exp 4/26/17
Lot # 0307 265-86361S
Exp 4/20/17

Class | & Il

Advanced
Pharma Inc.

Lorazepam 2mg/ml

NDC 65162-0687-84

Lot # 06876016A
06876017A 06876018A
Exp 08/18
Lot # 06876019A
06876020A 06876021A
06876022A
Exp 09/2018
Lot # 06876023A Exp
11/2018
Lot # 06876024A
06876025A
Exp 12/2018
Lot # 06877001A
06877002A
Exp 02/2019
Lot # 06877003A
Exp 03/2019

Class |

Amneal
Pharmaceuticals
of New York,
LLC

Vancomycin
Hydrochloride 750mg

NDC 00409-6531-02

Lot # 632153A
Exp 03/18

Class |

Pfizer Inc.

Linezolid Injection
600mg/300ml

NDC 55150-0242-51

Lot # CLZ160007
Exp 08/18

RMS

AuroMedics
Pharma LLC
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Product Name Product Code Lot # and Exp. Date Classification Recalling Firm
Acetic Acid Irrigation Lot # J7TN965 B. Braun Medical
0.25% NDC 00264-2304-10 Exp 10/31/20 Class Il Inc.
Natural Herbal Coffee UPC 6942630912 The Ampt Life,

254 UPC 6942630905 All Lots Class | LLC
Lot #

Neostiamine NEOO071317MMDSA Premier
Methvisul fgte 1ma/ml NDC 69623-0234-15 NEO071317MMDSCN Class Il Pharmacy Labs
y g E0071317MMDSF Inc

Exp 01/19/2018
Amethyst
(Levonorgestrel & Teva .
. . NDC Lot # 544637A Class Il Pharmaceuticals
Ethinyl Estradiol) USA
90mcg/20mcg
Maximum Strength
Zephrex-D Lot # AF4273A L. Perrigo
(Pseudophedrine NDC 70085-0151-01 Exp 02/18 Class Il Company
HCL) 30mg
LaBri’s Body Health All lots remaining EZ WeightLoss
Atomic N/A within expiry Class | TXLLC
LaBri’s Body Health All lots remaining EZ WeightLoss
XPLODE N/A within expiry Class | TX LLC
| = Class | Recall, Il = Class Il Recall, MW = Market Withdrawal

Additional information can be found at:
1. FDA Recalls, Market Withdrawals, & Safety Alerts:
https://www.fda.gov/Safety/Recalls/default.htm

2. FDA Enforcement Report:
http://www.fda.gov/Safety/Recalls/EnforcementReports/default.htm

3. |IEHP Safety Resources:
https://wwa3.iehp.org/en/providers/pharmaceutical-services/clinical-information/safety-resources/

If you have any questions or comments regarding this recall, please call IEHP Pharmaceutical Services
Department at 909-890-2049, 8am — 5pm (PST), Monday through Friday.

Sincerely,

IEHP Pharmaceutical Services
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