Pharmacy_Subscriberlist@DCA

From: Board of Pharmacy <pharmacy.subscriberlist@ DCA.CA.GOV >
Sent: Wednesday, October 26, 2016 2:26 PM

To: PHARM-GENERAL@DCALISTS.CA.GOV

Cc: Pharmacy_Subscriberlist@DCA

Subject: Recall notice - Burel Pharma

Burel Pharma is recalling the item(s)/lot(s) below due to the cGMP deficiencies, which may result in assay or
content uniformity failures. This recall is to the pharmacy level. Affected Product started shipping January 11,

2016.

Please immediately check your inventory, quarantine, discontinue distribution of the affected product, and

contact your wholesaler for directions.

Description Lot # Exp Date
AZUPHEN MB CAP BUR 100 29421501 10/31/17
HYOLEV MB TAB 81MG BUR90@ 29001501 07/31/17
INDIOMIN MB CAP BUR 100@ 29401501 10/31/17

PHENAZOPY HCL TB 100MG BUR 28161601 01/31/18; 28161603 05/31/18;
100 28161604 06/30/18;

PHENAZOPY HCL TB 200MG BUR 28181601 01/31/18; 28181603 05/31/18;

100 28181604 05/31/18; 28181605 05/31/18;
28181606 06/30/18; 28181607 05/31/18;

URAMIT MB CAP 118MG 28751601 08/31/18

BUR100@

UROLET MB TAB 81.6MG 28981501 08/31/17; 28981601 03/31/18;

BUR100@

UROLET MB TAB 81.6MG 28981501 08/31/17

BUR30@

UROPHEN MB TAB BUR 100 29131501 09/30/17

NDC
35573031410
35573030190
35573031510
35573030510

35573030610

35573030010

35573030210

35573030230

35573030710

UPC
33557331410
33557330190
33557331510
33557330510

33557330610

33557330010

33557330210

33557330230

33557330710



