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« Enforeement Pep

U.S. Food & Drug Adminlstration

Safot

asatety Reports

Enforcement Report for February 8, 2012

February 8, 2012 12:06

RECALLS AND FIELD CORRECFIONS: FOODS - CLASS T

Roberts S 1 cut e ; Gty spinach. There i 00 specic ype of labelng an the 30 I totes, except  smal sicker lbelentyng e
m\\lau»erwlnd\ deniies the harvest date o . el Rberts S 1 vt e Chy: Ul Texas. Farmer: Jimmy Crawford. Pup
“11-21 2011 TIRO TRES FARMS Roberts S1%, *11-22 2011 TIRO mzsimmsunnmssl' REE zzznnTmurkEsFAnmsts

T Anes FARIS Robens S1% 11-38 2011 TIRG TACS FARNS Roberts 51, -11-29 3011 TIRO TRES PARMS Robert S1°. Recal

3 a0

cop

S LAY AL 201 112220115 1123 2011 11125 2011 11702004 11292010

RECALLING FIRM/MANUFACTU

Tiro Tes Forms, Gagle ass, 7. Y Jewers on December 31, 2011, Frm nkited recal s ngoing

Poduc et posive for €+l D157
DUCT IN COMMERCE

€O, KY, MA, PA, and Ontarlo and Quebec, Canada

il peppers shigped under the Ca Fesca (5, 10 & 20 b cases) and Comerdiatizadora Frutus Y Leguimes (40 b cases)labes. Recall # F-
osta-20i2
DE

o Code #203467 Please note that th It coding 350 incudes 2 Jlan date st mbers o e o code) s vk 2 ey ston (ast
2 digns of the lot cods). The lot code vl appear as the 4th through 9th digits of the lok code. Cxample: Lot code # 33720546711, e ulan
e e hd e th et § 105 ot he It e ofth aTected product (205467). Th s o it e v et
distrbuton.

RECALLING FIRM/MANUFACTURER

Cal Frasco, LLC, Busna Park, CA, by press release and letter an December 21, 2011

e, L B oo ounet v Lo, S o . Tutnd, Mo, FOR iatd recl $ ongoig.

REASON

The Serrano peppers may be contaminated with saimonella.

VOLUME OF PRODUCY IN COMMERCE

310 units (3,335 1bs

DISTRIBUTION

Hationwide, Canada: Edmonton, Winnipeg, and Vancouver

o
roduct s bl I par: “-+#LEASA Liig sl Sprot REE-“KEEP .
O NiNee T 1CECOLD WATER b GENTLY DRY BEFORE SERVING®* Product of USA™ -0 75465 55912 7. Recall & F-0659-2012
coo

Use By Gare 270

RECALLING imMmAuuFAcrun

LEASA [ndustries Co., Inc., Miami, FL, by teleghone and emal on January 18, 2012 and press was released on Janudry 19, 2017. Florida intiated
el s cnsing

REASON

The provhuct teste positive fo Salmonell by s Forda Gepartment of Agecuturs
F PRODUCT IN COMMERCE

DISTRIBUTION

FLLGA, AL, LA and MS

RODUCT
Sliced Herring File, (Forelka) 330 gram and 600 gcaun 21.1 oz. plastic container. Recall # F-0660- 2012

o

s hetre 0310612012

RECALLING PR/ 1

Rarating P 2 e onet Goop L, oy press release dated January 10, 2012 and by lewer on January 12, 2012
Mot acher vy L., Boporea, ks mew Yok 1ot reca s N30

AYSDAR routine sampling has cevenle st contomation i sheed e G Frea)
VOLUME OF PRODUCT IN COMMI
i cases.

DISTRIBUTION
b

Is/F 91293 .htm 201272713



Fuforcement Renoris - Faforcement Report for February 8. 2012 A=

Puecision Huclear of Vicginia, S, A J415.1-6427
EASON FOIt RECALL
product results for Acetanitrie, K222 and Radiochermical purity

FIELD CORRECTIONS: DRUGS - CLASS [T

Due
D /OVRAL-28 (morgesteel and etiny! estacio tablets). 21 white ablts cac contining 0.3 mg nrgeslo! i 0.0 ety scadl, nd 7
e et Pockane somains § bl Dispensars of 78 Tablets aach, Rx Only, HDX 24090-501-84. Recall

2)Norgestee 0.3 mo/Ethiny! Estrdiol 0.03 g Tbbets - 21 it tabets, each cantaliing 0.3 mg nrgestre with 0,03yt estadil o 7
ik ner i, Facage contin ik Dspensers of 28 Tt ach O HOC 24690-961-84, Recall & 0-1109-2012

Cxpiration; 15678 08/31/2013; 15679 03/31/2013; E15686 08/31/2013; E15687 01/31/2014; 15690 01/31/2014; E15698 01/31/2014;

e
15700 02/2672014; £80434 S7131/2013; E50438 06131/ 2013; 36508 02/28/2014; F36909 02/28/2014; F43915 03/31/2014; F43926
03/21/2014; F43927 03/31/201

2o Eooion; 1567 093112013 £15704 QUL 15708 O 0L,
/26/2014; F36911 03/31/2014; FI6913 03/31/201%; F43924 315014 3025 033 1/2010; 43934

anurAcTuRER,
Recaling Firm: . e York Y by pressrelease ssuet on Fbrury 1, 2012
e acurer zes . Rovtes Poin, Y. P Iiaed recall 5 ongoi

EASON

Contacepte Tabets Ot o Sequnce: some st acks iy cotainan nexactcout o et o ot Ingredient tablets and that the tablels
imay be utof sequen
Lum of wxonncrm commeRce
17128 Packag
DISTRIBUTION
Nationvide

11902012

PRODUCT
115

‘aid fer bien, Enhanced wikh Azelaic 5%, Topica

v Regrowth Formuls, 2 fl 02 60 . batties. Resall £

2} 0% Pinoridil for Men, Eahanced vith Azelaic S%, Topical Hair Re-growth Formuls, 2 1 07 60 mi. glass bele. fizcall # D 1191-2012;

ap—— ¥ 2% 6n 6D L glass battle. Racall £ 0-1192-2012;

ten, Enhanced with Azelaic 5% Topicat Hais Regio

1193201

b2 60 L glass bottes, Re

43 57% Munoxidtfor Viomen, Enhances vith Azelaic 1.5%; Hair Regrosith 7ol

Shampoo Enhanced with Ketoconazole and Salicylic Acd, & f 6z, 183 i, plasic battle, Recall # D-1194-2012

vile, CA, b s on January 20, 2012,

o on s 19, 3012

i Approved NDAVANDA: products are unapproy
VoL OF PRODUCT T COMMERCE
109,060 units
1STRIBUTIO!
Nationvi, Macau, Russia, Dubai, Hong Kong and T

@ aras.

WobueT
Asihrarycin 250 g tablets, 1 card x 6 Tablets, Rx only, NDC 00937146+ 18 (Teva Pharmaceuticals), A-S Product No. 5755-0. Recall # D-1198-
2012

cobt
Lon 1318262,
RECALLING FIRH/HANUFACTURER

Recaling v S Hedicaton Soloions L€, Ubertyvile, 1 b ttors dard iy 24, 2012 and el
oatacture. Towa Prarmaceical IS, ToruSalem, 53l Fim st 23 1 ongoi

REASON

ing: el s incoret Exlation Dte

VOLUME OF PRODUCT I ol

720 b
orsTRIBUTION
Rationwide

PrODUCT
1} Tastal g Cream For ben, Homeapathic, packaged i 4-oz. jars, Paraben Free, NOC # 57520-0638-1, UPC Code 395549001001, Recall # D+
12;

Creaim For Women, Homeopathic, packaced i 4-oz, Jrs, Paraten Free, NOC # $7520-0907-1, UPC Code 895549001018, Recall # D-

2 Testats
12002012,

Rt Crsann, Homeopathic, packayed in 8- s, Paraben Free, NOC 3 57520-0589- 1, UPC Code $90843001025. Recall # D-1201-2012;

2 i g Lo Tl GH Cream, Homeopathc,packaged i ox. i, Pcaben e, OC. 5752006501, U Code R9SE19001278. Recall 7
©-1202 20!

2 Lot 67518
,,mrmw

WECALLING FIRH /MANUFACTURER

e fda y tsem29t

012724



PRODUCT
1) 15% Minoxidil for Men, Enhanced with Azelaic 5%, Topical Hair Regrowth Formula, 2
fl 0z 60 mL bottles. Recall # D-1190-2012;

2) 10% Minoxidil for Men, Enhanced with Azelaic 5%, Topical Hair Re-growth Formula,
2 fl oz 60 mL glass bottle. Recall # D-1191-2012;

3) 5% Minoxidil for Men, Enhanced with Azelaic 5% Topical Hair Regrowth Formula, 20
oz 60 mL glass bottle. Recall # D-1192-2012;

4) 3% Minoxidil for Women, Enhances with Azelaic 1.5%; Hair Regrowth Topical, 2 fl oz
60 mL glass bottles, Recall # D-1193-2012;

) Hair Regrowth Shampoo Enhanced with Ketoconazole and Salicylic Acid, 6 fl oz 180
L, plastic bottle, Recall # D-1194-2012

CODE

1) All expiration dates up to Oct. 2013;

2) All expiration dates up to Oct. 2013;

3) All expiration dates up to Sept. 2014;

4) All expiration dates up to Nov. 2013;

S) All expiration dates up to Dec. 2013.

RECALLING FIRM/MANUFACTURER

Recalling Firm: Perfect Image Solutions LLC, Roseville, CA, by press on January 19,
2012 and letters on January 20, 2012.

Manufacturer: Custom Manufacturing Corp, Medley, FL. Firm initiated recall is ongoing
REASON

Marketed Without an Approved NDA/ANDA: products are unapproved drugs.
VOLUME OF PRODUCT IN COMMERCE
109,000 units

DISTRIBUTION

Nationwide, Macau, Russia, Dubai, Hong Kong and
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