NATIONAL PBM COMMUNICATION

ETHEX Corporation Initiated Nationwide Voluntary Recalls of Specific Lots
of Multiple Products Due to the Potential for Oversized Tablets

November 14, 2008

URGENT PRODUCT RECALL

ETHEDENT CHEWABLE 0.5MG TABLETS BUSPIRONE HCL 15MG TABLETS

ETHEDENT CHEWABLE 1.0MG TABLETS DOXAZOSIN 1MG TABLETS

GUAIFENEX DM ER TABLETS DOXAZOSIN 2MG TABLETS

GUAIFENEX PSE ER 120 TABLETS DOXAZOSIN 4MG TABLETS

NATALCARE GLOSS TABLETS DOXAZOSIN 8MG TABLETS

NATALCARE PIC FORTE TABLETS HISTA-VENT DA TABLETS

NATALCARE PLUSTABLETS HISTA-VENT PSE TABLETS

PRENATAL MTR WITH SELENIUM TABLETS HYOSCYAMINE SULFATE ER 0.125MG TABLETS
CODEINE PHOSPHATE/GUAIFENESIN 10MG TABLETS HYOSCYAMINE SULFATE ER 0.375MG TABLETS
COMBGEN TABLETS HYOSCYAMINE SULFATE ODT

BUSPIRONE HCL 5MG TABLETS HYOSCYAMINE SULFATE SUBLINGUAL 0.125MG TABLETS
BUSPIRONE HCL 10MG TABLETS PLARETASE 8000 TABLETS

ETHEX Corporation declared today that it has voluntarily recalled at the retail level
specific lots of multiple products that it markets. This is a second announcement made
by the company within a week regarding lots that have been recalled as a precaution,
due to the possibility that they may contain oversized tablets. Oversized tablets may
contain more than the intended amount of the active drug ingredient, which could
result in patients receiving as much as about twice the expected dosage of these
drugs. The concern with oversized tablets in the affected lots relate to potential
overdoses of the above agents. Specifically, codeine-containing products, doxazosin,
and (potentially) buspirone can have serious or life-threatening consequences.

Per ETHEX, specific lot numbers of the products (see below) were distributed between
March 2006 and May 2008. All remaining product with the affected lot numbers at the
facility/CMOP level should be returned as instructed in the product recall documents
below. The facilities are required to determine whether the affected lot numbers (refer
to lot numbers and expiration dates provided below) were dispensed to the patient and
if so, identify the patients who may have received the affected product and contact the
patient by phone to provide instructions on how to obtain a new supply of medication
and return the medication being recalled. In the event that patients are unable to be
contacted by phone, providers should use the Patient Letter template
(http://lvaww.national.cmop.va.gov/PBM/Other%20Documents%20and%20Resources/R
ecall%20Patient%20L etter%20Template.doc) and insert drug-specific details and site-
specific instructions on how to obtain a replacement supply of medication.

Patients should be advised to contact their Healthcare Provider or seek medical care if
symptoms of an overdose develop. Any adverse reactions experienced with the use of
these products may also be reported to the VA ADERS program.

Further details regarding this urgent product recall can be found in the attached
manufacturer notifications.


http://vaww.national.cmop.va.gov/PBM/Other Documents and Resources/Recall Patient Letter Template.doc
http://vaww.national.cmop.va.gov/PBM/Other Documents and Resources/Recall Patient Letter Template.doc

C O RPOARATI OMN
Moveber 10, 2008

URGENT PRODUCT RECALL

Dear Recall Coordinator;

Product:

ETHEX Corpoiation 13 veluntanly recalling, to the retail Eevel, specific lob numbers of the products lsted below
that were distibuted by ETHEX Corporation from 32008 through 5/2008 due o the possibility they may contan
ovrsized tablets, This recall involves the fllowing lots oaly:

Ethedent Chewnble Somg Tableis™NDCHS31 77430000, 413540 lots 82330, 89700, 86323 06118, 00074 .
Expiry [H/200%— 6240110

Ethedent Cheswvalle | 0mg Tablegs™DCESR]TT-A34-00 d34-40 Loty 4077, W0107. Expiry 122000 — 42011

Ceuaifeneys Divl BB Tablets MINCESE1TT-2 1500 lots TERAS, B405 1, B3547, Expley 472000 — 672010

Cruaileney PSE ER 12 0m

Tablota NIMCASEITT-208-04 Lotz 84699, §5550-51. 859065, Explry 472011 — 572001

MatplCare Calpss Tablete™ICESRTT-A18-26 lots 4238485, B055E. lxpiry TI3HM — [C20HLE

MatalCare PIC Forte Tablets/NIMCESR | TT-258-04 [ot TTI1E, Expicy 72004

MatalCare Plus Tablets/NIMCAESH1TT-225-4 lots R62EY, B6462-63. Expiry 52000

Fromatal MTHE wiSeleniwm Tablots/ ™ IMCE58 17 7-816-04 Lot 30358, Explry /2000

Codeine Phosplabe' Guaifenesin D0mge Tablets/NDCRSRTTT-2E5-04 |ots 85545, 30476, 90060,
Explry $720Wr — 320049

Comren Talibeis SN DCS38 10T T-dd 004 loig 75954, 0043820 Cxpiey 132008 — 122000

Buspirone HC] Smg Tablets/ NDC#58177-264-04, 264-08 lois T5800-91, T9838, 81133, 86318, 9677,
Expiry L2009 — (/2009

Buspirone HC| 10mg Tablets/ NDC #58177-265-04, 265-08 lots 8350002, 84068-70, 87574, H080-52,
Expiry 32009 - 112009

Busplrone HO1 15myp Tablets’ N #58177-300-04, M9-08 lots 75889, TOR3T, 81130-32, B4071-72, BR430,
Expiry 202009 {2014

Doxazosin Tmg Tablets! NIMC #5881 TT-266-04, 266-08 lots THO28, TE086-57, RIT0E-09, B4203, M6,
LExpiry 72009 = 23 1

Doxaxosin 2me Tablets/NIN #58177-267-104, 267-08 lots TI952-33, T5058-59, B11R9-00, R340, §3406-97,
B4314, ROORS, 89734, Erpiry 7/2H0 — 1272010

Droxazgsin 4mg Tablets NIC #38177-208-004, 26808 Jots TIT60. T35, 73008, T5960-01, THIRT, §1193-57.
B4317, BoS04, RG50S, 86517, AT, B7200, 37376-77, W6E-70. Expiry 472045 - 472011 1




-4l | pEs

LA snsin 5o AL D 4 G0 i )
B2 02, 84300, B4321, 89733, 98085, Fxpley 5/2009 - 172011

Hista-Vent DA Tablets/NDC #58177-227-04 lots 70526, 71639, 72689, 77932, 79676, B1116, B2546, 4056,
4 BOSG6, 90075, Expiry 122008 — 22011

Hista-Vent PSE Tablets NI #58177-424-04 lots 72859, T4005, Tols8, 81117, 84057, 01552-53,
Ezpiey T2 — 2720 |

Hyosevamine Sulfate ER A25mg Tablets/NIWC 258 17T-274-04 lots 75077, 77914, TOREY, §1 MM, §I357-58,
23919, B0 Ly -

Hyosevamine Sulfate ER . 373mz Tableis/ NI E58177-237-00 Jois 65003, 67917, 72700, 75074, Tookl
91 296-07. 82333, BI01R, KTA9R, BR450, RRY11, 89102, BO1R1, BOnds, ROTT, WM T7-78. Explry 112008 -1/2011

Hyoscyamine Sulfate ODT/NDC #58177-423-04 lots 72837, 75075:76, 7791112, KZ355-56, 84016,
sgiew SCE009 — 10RO

5 5 1.0 25mig Talleis/ NI 858177-255.04 lots TIR21, T4 115, TTHID, S1298-040,
2354, 83338, Bod6, BOTT2, ODDRT-BR. Expiry /304 — 12011

Plaretase S Tablets NI #58177-4 10-0kl, 4 16-08 lots 7570:4-65, 76041, 76044, TTHIA, 51284, 31359, 84777,
SOEG-0T, Q090E-02, 1648, P28, Expiry 42009 - 472011

Mo other lots are being recalled.

The voluntary recall consists of generie non-branded products and is being made: with the koo ledpe of the Food
and Drug Administration,

This recall is being made to the retail level.
Action for Thsteibaber gl Retailer:

Distrilsutor

s Swop distribating the affected lots, Quarantine prodect immedintely

¢ Plense perform a physical count and record this data on the response better which is included,

o Send back the response lenter, evan if vou do mot have any peoduct, o
ETHEX Corporation
Ewail: REREIIT SETT w e ROl E'|hﬁ'h5!l"'l orF Fags (314} &d6-3788

s Motifications of this recall are being sent to direct customers of ETHEX Corporafen,  For ewstomers that
redistribae this prodiset 10 other disgributors, please notify your accounts and direct them to contact
Btericycle at BEE-ETU-8217 1o receive product refurn instrections.

#  For distributors who have relail customers, please nodify your aceounts of the recalled product by
forwarding a copy of this recall letter to your retail customers and direct them to contact Stericyehe al 888-
B79-8217 to receive prosfuct relum instrections and a pre-pand lobel,

s Credit will be isswed 1o ETHEX customers for the veturned prodict, the sppropriste processing fees and
shippang costs asociabed with this recall,

Please mark all refurned contniners “RECALL" and a numberaed debii meno must be ineluded,



A copy of the debit memo must be sent to the following address:

ETHEX Corporation

Atz Christa Heflin

Ui Corporate Woois Dnve
Bridgeton, MO 63044

Retailer
*  Atop dispensing and distributing the affected lots, Quaranting product immediately,
#  Please perform a physical count and record this data on the response letter which is included,
+  Bend back the response betler, even iF vou do nod bave any produc, 1o:
ETHEX Cosporation
Fax: (314) 646-3788 or email: customer-servieei eihescom

u hav terlevele for return instructions amd have received a

Please mark all vefurned containers *RECALLY,

You will be eradited for the returned product, the nppropriste processing fees and shipping costs associated
with this recall, Tndirect costomers will be relmbursed through the Stericyele check process in accordance
with the ETHEX policy or eredited throagh the wholesaler,

Ay custemer inguiries related to this action should be addresseal to Stericyels Customer Service at BRE-ETIE217
reprezciatives available Monday through Pridiy, & am 1o 3 pm EST,

Prompt #ction is requirsd dus 1o the potentially serons natere of the effecs on haman Bealih ad safery of an
oversized tabbet,

Sincamely,
A beeit faer
Davidd Kaiser

Senioe QA Manager, Compliance
Resal] Coordinator



ERODUCT RECALL - Response Letter

Ethedent Chewable 05mg TabletsNDHCURSELTT-433-01, 43340, Ethedent Chewable Limg
Tablels™DCHSR1TT 423400, 434-40, Guaifenex DM ER Tablets/NDCESETTT-213-14, Guaifenex PRE ER
120mg Tablets NDC#38177-208-04, NatalCare Gloss TabletsNDC#58177-418-26, NatalCare PIC Forte
Tablets/NDCHFELTT-258-04, NatalCare Plus Talblets NIC#SR1TT-225-04, Prenatal MTR w/Selenium
Tablets/ NICESEUTT-316-04, Buspirone HCI Smg Tablets WDCESEITT-264-04, 264-08, Baspirone HCL10mg
Tablets/NICESR1TT-265-04, 265-08, Buspirone HCI 13mg Tablets/ NDOCHSET7-Mr9-04, H0-08, Codeine
Phosphate'Guaifenesin 10mg Tablets/ NDCEER1TT-223-04, ComBgen Tablets NIMCHE81TT-440-04, Doxazosin
tmg Tablets™NDCEER1TT-266-04, 266-18, Doxazosin Zmg Tablets/NDCHSR1TT-267-04, 267-08, Doxazosin
dmig Tablets/NDCESR]T7-268-04, 268-08, Doxarosn Smg Tablete/ KDCESR1TT-2609-04, 26908, Hista-Vent DA
Tablets/NHCHEEITT-227-04, Hista-¥ent PSE Tablets™DCESR I TT-426-04, Hyoscyamine Sulfate 135mg
Talblets/ NIMC#3R1T7-274-04, Hyoscynmine Sulfube 373mg Tablets/WNDCHSE177-237-, Hyoscyamine Sulfate
ODT Tablets'™MDCHSSITT-4 25404, Hyasevamine Sulfate 1 25mg Sublingoal Tablets/MDCH#SRITT-255-04,
Flarctase K000 Tablets/NDCHSR 1774 16-004, 416-03

We have seviewed our inventory of (chesk ongl:
[0 Mo units wese detected in our inventory

[0 e units were detected in our inventory

Mame: Tatle:
Company . (A License:
Aulilress: Cily, State:
Plrone #: (BHITE

[] Al of pur retail customers have been contacted

[C] All of our consumers have been contacted

Ethedent Chewnble Smig (38177433009, 43340) lots;

B2330 - returming wniits (sinche: tablets / bottkes)
EO760 - returming wnits [wirche: mblets ! botthes)
26325 - reluming wnls (eircle: tablets £ boltles)

DE3E8 - returmng wnits (eirele: tablets ¢ botiles)
99074 - returning urils (eircle: tablets £ bottles)



Ethedent Chewable 1.0mg {38177-4.34-00, 434407 buts:
B4077 - refurning wisits (eirele: tablets [ boliles)
QUIGT - returning units (eirele: tablets £ bottles)

Guaifenex DM ER (38177-213-04) lots:

T5R45 - returning wnils (zircle: fablets ! botiles)
34051 - returning units edrcle: tablets / boitlss)
83547 - returning wnits {eircle: fablets ! hottles)

Crmailenex PSE 120mg (58177-208-04) lots:

4609 - peturming units {eirele: tablets / bottles)
B350 - returming umits foirgles tablets ©botkes)
BESS1 - returning units {oivele; tablets £ hotthes)
25065 - refurning umits {eircle: lablets / botiles)

MatalCare Gloss Tabs [SEITT-418-24) lots:

B2384 - returning wnils (eircle: tablets ¢ boti )
23485 - relurning wils {oirele: tablets S boitles)
0534 - relumning units (eircle: tablets / bottles)

MatalCare PIC Forte (38177-258-04) lots:

TT215 - reluming units (eireles lahblets S bottles)

MatalCarve Plus (38177-Z23:40) Lotz

E62BY -eetuming unils {circle: tablets ! boedthes)
BO462 - retuming units {eircle: tablets £ bodthes)
BG4G3 - refufning unita {circle: tabilets £ bodiles)

Prenstal MTR wiSclenivm (35177-3 16404} lots:

T

Buspirome HCl Smg (58177-264-04, 264-08] lots:

TER00 - refurning writs (zircle: ixblets / bottles)
TER91 - relumning urits Ceirele: fnblets ! bottles)
THEIR - relurning units {eircle: fablets / bottles)
31132 - relurning uriks fearele: tablets ! battles)
BodE - relwming upits (eivche: tablets ! bhottles)

BHTT - reluming umits {cirche @blets ¢ boltles)



Buspirone HCl 10mg (38177-265-04, 265-08) lots:

B350 - retuming wnsits {eirele: tablets 7 bottles)
B3SO - returning unids feivele: tablets / bottles)
B3502 - returning wenits {oircle: tablets / hottles)
B4O6E - returning units (sivele: tablets / bottles)
B4069 - relurning units {circle: tablets / bottles)
RAOTD o« retuening units {eirche: tabdets / bottles)
7574 - returning units (circle: tablets ¢ bottles)
BOOZ0 - peturiing units (irele: tabilets ! boltles)

Q003N - relurning units (circle: tableds / bodthes)
DO0S2 - refurning units (eircle: tableds / botthes)

Buspirone HO 15mg (38177-309-0, 309-08) lots:

TARRY - retyrning units {earcle: vablats ¢ batiles)
THEIT - retuming umits {earcle: tablats 7 bottles)
1130 - retuming units (circle: tablats £ bottles)
BLI3L - returming winits {eirele: fallats / botiles)
BLIAT - returning wiits {eivcle: tablats § bottles)
BT - returning inits {eirches tabbers [ bottles)
BOTE - elurning units (circke: tabbets f bottles)
BE4ED - returning units {cirgle: tablets £ bottles)

Codeine Phosphate'Guaifenesin (38177-223-04) lots:

83545 - retuming units (eirele: tablels f botiles)
BT - returming umits (etrels tablets  botikes)
QGG - retuming units {eircle: tablets £ boltles)

Comy zen (3817704} lots:

T5%5% - returning units {circle: tablets J bottles)
W2E - retuming s {eavele: tablets / hotiles)
B reluming uibds {eEivele: tablets [ bottlex)

Doxazosin Lmg (38177-2ib=04, 2an-08) hots:

THRIE - returning s [eivele: tblets ! bodtles)
TIN50 - returning units [cirele: lablets ) bostles)
TEOST - returning urnts (eirele: tablets ! bodiles)
BIZOE - relusning unils (cirele; tableds /f bodtles)
B2209 - returming writs (cirele tablets / botiles)
BA203 - returning units (eirele: tablets | botilea)

00464 - returming units (cirele: tablets / botdes)




Doxazesin 2my (58177-267-04, 267-404) lots:

71052
IS
73058
TA059
BIIAY
21190
B3040
BT
A3d49T
4314
A0ER
BuTu

- returming
= refurning
- pelubming
= refurning
= FRiUEning
- redurning
= Tefurning
- redurming
= TEIUFmIL
= TElUfming
- reElurning
- PElrning

units {circle: tablets ¢ bolles)
umits feircle: tableds £ bottles)
unils {earele: fablets / boiiles)
umits {eircle: tableds ¢ botiles)
umnits {eirele: tablets / bottles)
units {circles inblets/ hottles)
units {civcle: tablats / bottles)
units {circke: tablets / hottles)
unils {eircke: wblats ) bontles)
ufnits {cirche: tablets § bottles)
units {eircle: tablets / bodtles)
units {civcle: tablets  botthes)

Doxazosin 4mg (58177-268-04, 268-08) lots:

TATG60
71045
TIOGE
TE0G0
T506]
TO2RT
B1193
11494
51193
81196
B1197
4317
Aa504
Beans
86317
AT00T
BT
ATITG
§7177
68
D460
LB

- retuming

releming

- retuming
- retuming
« pellning
- rekurming
= rERLIrnIng
- TEIrning
- reduiEning
- TEUEIingE
= relurming
- rElurning
- relurning
- rolurning
- rElLIning
- retuming
- relurning
- retuming
- reluming
- reluming
- retuming _
- returming

S n——

unils (eircle: tablets £ bolifes)
wnits (eircle: tablets £ boitles)
wnits (eirele: tablets ¢ bolfles)
s (eircle: tablets £ boiles)
units (eircle: tables [ bottles)
ks {earcle: fablets £ botiles)
units (eirzle: tableta ! botiles)
unita {cirele: fablels  bottles)
uniig {eivele: fablets | bottles)
unita {cirele: lablets ! bottlhes)
units {eivebe tables f botles)
units {cirele: lablets / bottles)
units {circle: tablets |/ bodtles)
nitz {cirele: iablats | hodthes)
units [cirele: tablets | bolthes)
unils [oirche tablots £ bodtles)
inits (cirele: tabdets S hodthes)
wnils (orele: tbbets £ bodthes)
wiils (oirele: tablels £ hodibes)
units (circle: tablets £ boltles)
units (sirele: tabdets £ boltles)
ity {orrele: tablets £ hoitles)

Doxazosin Smg (35177-269-0d, 269018 lots:

T
TROG
ThoG
763
E0518
Bl
Blag2
B1630
52301
52302
24319
343121
BUTIE
9R0ES

< peturning
- reurning
- refurning
= relLiFning
- relurning
= TEUrIng
- TEurning
= refurning

- reElurming

- returning
« reluirming
- neturning
- returning
= palurning

anits {eircle: tablets ! hobiles)
units {circle: fablets £ hottles)
umits {earcle: tablets / hottles)
umits {civcle: fablets £ bottles)
umits {eirche: tables { botlles)
uning {cirche: fablets | bottles)

~ umits {circles fablets f battles)

unifs {cirche: tablels f botltles)
units {circle: tablets | hottles)
units {cirche: tablets / bottles)
units (civcle: tablels ! bottles)
units {circle: tablets ¢ bottles)
units [circlar iablets ¢ bodtlesh
units {circle: tablets £ botiles)

Hista-Vent DA (58177-227-14) lots:



T0525 - returning
TIa¥ = reluming
THHED - relurning
77932 - retuming
TRHTR - reluming
BULLE - returning
R2546 - retuming
B4056 - returning
8747 - returning
HUORZ - returning
HWOSG - returning
S0TS - returning

units (civcle: tablets ¢ bodtles)
units {circles tablets ! hoitle)
uitits {cincle: cablets ¢ bottles)
units {gircles tableds £ hottles)
units {cincle: tablets  bottles)
umits {eircle: tahleds / botilesy
units {oircle: labbas £ bonles)
unite {eircle: fabbes f botles)
units {eirzle: tahbals ¢ baltbesh
unils feorsle: dabilets | bobiles)
uniis {circle: tmhiss ¢ hottlesh
unils [cirche: Leblets f batiles)

Hista-Yent PRE (33177=420-047 bois:

TARHY - veturing
THO0S - retarming
TE2EE - relurming
ALIEY - eeluming
BIET - reluming
A1552 - relurning
HU55) - returning

units (circle: tablets ¢ bodtles)
upits (eircle: ablets ¢ bottles)
umils (eirsle: tablets ¢ bottles)
anits (girgles tables / holtles)
units (oircle: tablets £ bottles)
units {eircle tableds f boitles)
units (gircle: tahlets § boltles)

Hyoscyamine ER . 125mg (351TT-2T4-0d) lots:

TEOTT -relurnmeg
TI04 - returning
TUEED - refwrning
B1MH - requwrning
B235T - redwrning
2158 - pefurmang
ARG - peturning
EHOLE - retarning
Hadl - noluning
QOI%S - retuming

urilis {eirele: tableis ¢ bottbes)
units {cirele: fablsts | batkes)
units {circle: labbels { botibes)
units [cirele: ablets ! bottles)
units [girele; lablets ¢ bottles)
unils (eirche: lablets | Boatles)
vnils (circkes: tablets £ bodiles)
unils (eirele: ablets ! bottles)
unils (eircle: tablets ¢ boitles)
units (eirele: tablets [ bediles)

Hyoscyamine ER 3T5mg (381T7-137-04) lns;

G0 < reluming
AT - g
1100 - returning
THITL = reluming
68| - returning
Ri29% - returning
R129T - returnimg
8235} - returning
BIRIE - retuming
BTROE - retusmiing
BR459 - returning
RO - retumning
B0L62 - refurning
EHIB] - retumning
BGdS - reuming
BT - returming

ST - retuaming
QTR - etuniing

ankits {incle: tablets | bonle)
units (eirche: tablets ¢ bottles)
units (oinzles tahlots 1 haltles)
units feincles tablets ¢ bomle)
units {zirzle; tahlets 1 baliles)
units {oircle: fahlets © battlas)
uifs febrele: fablets | Bontkes)
unifs {eirele: fabiets | botibes)
unils {cergle: labbets | botibes}
umits {cirele: 1ablats | bottbes)
unids {eirgle; lablals ! botiles)
units {cirele: iabbots £ boles)
umnis (circle: tablels ¢ botilesh
wnils {cirche; fablels ¢ botiles)
units (cirche: ablets ¢ bottles)
umits (girche: tabhets ©boatlesh
umils (eirche: tablets ¢ bottles)
umits (circle: tablets ¢ boatles)

Hyoscyamine DDT {58 1774 23-000) hots:



T2837 - returning units (circle: tablats ¢ bottles)

TS - returning unils (eirgle: tablets ¢ bottles)
T507T6  -relurning units {zircle: tablets ¢ bottles)
T - returning unifs (etreles tabdets ¢ bottles)
THIY - refurning units (eirele: tablets £ bottbes)
B2355 - refurning umils {cirele: tablets £ batthes)
B350 = relusming umits (earcle; tablels £ bodtes)
401G - returning umits {circle: tablets £ bottles)

Hyozeyamine .123mg Sublingual (58177-255-04) lots:

TZE2] - reluming units {circle: tablels / boltles)
TAINS - peliermang uiits {circle: fablets / bottles)
T - petuming units {cirche: tablets / bottles)
A1298 - retuming units (circle: mhlets | bottles)
A129% . peturning units (cirele: tablets  bottles)
82354 - peturning units (zircle: tablets ¢ bottles)
B3338 -returming  uenls (eirele tablets ¢ boltlas)
ARG - returning units (eircle:; tablets © bottles)
BUTTE - relurning wnits [eirele; tablets £ bodthes)
QOIET - returiing units (eirele: tablets [ botthes)
GHIEE - returning wnits (earcle: tablets [ bodthes)

Plaretase SHY (381771600, S 10-D8) lots:

73764 - relwming wnils {irgle: fablels £ ol les)
TS - relerning wnits {eircle: tablets [ bobles)
To0al -eeteming  wnits (oircke: tablets [ bottles)
TAMS - retuming wiits [eirche: tablers ¢ bottles)
FIHE - returming units (eirele: tablets  bottles)
A128% - retuming units (gireles taldats ¢ bottles)
B1339 - reluming urats (eircle: tablets " bottles)

BATTT -vetueaing units (eircle: tablets £ bottles)
SE3 - rolurning units feirele; takdeds © hottles)

GOl6d - returning units feircle: tallets / bottles)
G065 - returning umits (eircle; tablets / bottles)
leh -returming _ umits deincle talbdess £ botiles)
SOLGT -returning _ wmits feircle: tablets £ botiles)
R0l - returning umits fuirele: wblets ! botikes)
SOBOL - relurning _unils fearcle: tablels / botths)
D164 - relurming units {eircle: tablels ¢ botles)
U2E08 - returning wnits {eirele: tablets ! boltles)

Please fax to ETHEX at 314-646-3T88 ar e-mail to ETHEX Customer Service at customer-
serviceficthex.com



ZaHENRY SCHEIN®

November 13, 2008

Internal Distribution Letter-Manufacturer Letter Attached

URGENT: Drug Recall (Retail Level)

Manufacturing Firm: _Ethex Corporation

PRODUCTS:
P?:d":‘ Product Description NDC Lot Number's
110-8783 | Sodium Fluoride Chew Tabs 0.5mg 1000/t | 58177043308 82330, 89760, B6325 96318, 99074
110-8516 | Sodium Fluoride Chew Tabs 2 2mg 1000/t | 58177043409 84077, 90107
108-6715 Guaifenesin DM Tablets 600/30 100/bt 58177021304 75845, 84051, 85547
108-8866 | Guaifenesin W/Pseudo Tabs G00M2 100/bt | 58177020804 84699, 85550, 85551, 85965
111-1581 Guaifen/PSEU 600/120mg Tabs 100/bt 58177020804 84699, 85550, 85551, 85965
104-4450 Buspirone Tablets 5mg 100/bt 5817726404 75890, 75891, 79838, 81133, 86318, 89677
108-8096 Buspirone Tablets 15mag 100/bt 58177030904 THBE9, 79837, 81130, 81131, 81132, 84071, 84072, 85480
110-0857 Codeine/GG Tab 10-300 100/bt 58177022304 85545, B9GVE, 90060
108-1540 Doxazosin Mesylate Tabs 1mg 100/t 58177026604 74028, 7TH956, 75957, 82298, 82299, 84203, 90464
104-4449 Buspirone Tablets 10mg 100/bt 58177026504 | B3°00.83501,83502, 89008, 84009, 84070, 87574, 80080,
. 72821, 74115, 77909, 81293, 31299, 82354, 83338, 896446,
110-0680 Hyoscyamine Subl Tabs 0.125mg 100/bt 58177025504 89772, 90187, 90188
. 73952, 73853, 75958, 75959, 81189, 81190, 82300, 83496,
102-6689 Doxazosin Mesylate Tablet 2mg 100/bt RE1TT026704 83497 84314, 80088, 89734
73760, 73965, 73968, 75960, 75961, 76287, 81183, 81194,
102-6687 Doxazosin Mesylate Tablet 4mg 100/t 58177026804 81195, 81196, 51197, 84317, 86504, 86505, 86517, 87007,
87200, 87376, 87377, 80468, 90469, 90470
. 71708, 73969, 75962, 75063, 80518, 81201, 81202, 81630,
102-6690 | Doxazosin Mesylate tablet 8mg 100/t | 58177026904 52301, 82307, 84319, 84321, 89738, 98085
66002, 67917, 72701, 75074, T6681, 81286, 81297, 82353,
108-8735 | Hyoscyamine Sulf SR Tabs 0.375mg 100/t | 58177023704 83918, 87698, 88459, 88911, 89162, 89181, 89645, 89771,
90177, 90178

ATIENRY SCHEIN®

REASON:

URGENT: Drug Recall (Retail Level)

The manufacturer of the items listed on page one of this notification has voluntarily issued this recall, specified lot numbers
only, due to the possibility they may contain oversized tablets.

LEVEL:

Thisrecallis to the retail level.

CLASS:

This recall has not been classified. No additional notification will be given if this is classified as eithera Class Il or a Class|ll
since the return information will be the same. The only update you will receive is if this is upgradedto a Class|.

ACTION:

Please examine yourinventary to verify if you have any of the specified lots on hand. If 50, immediately cease
distribution/use of this product and remove it from your shelves. The product mustbe returned within 30 days, to the
following address: Henry Schein, Inc., 41 Weaver Road, Denver, PA 17517. Flease clearlymarkthe carton Recall
Material Enclosed. Your accountwill be credited accordingly for product, shipping and handling.

Only returns of the above noted recalled lot numbers purchased from Henry Schein, Inc. will be credited to your account. In
orderto expedite your credit, please send a copy of your invoice if available.

OTHER INFORMATION:

If you have any questions regarding this matter, please contact Ethex Corporation at800-748-1472

We apologize for any inconvenience and thank you for your immediate attention to this matter.

Sincerely,

Peter Schmidt
Recall Coordinator




WAHENRY SCHEIN®

November 13, 2008

Internal Distribution Letter-Manufacturer Letter Attached

URGENT: Drug Recall (Retail Level) Response Form

*Please note that only Erudum codes and lot numbers affected by this recall should be returned to Henry Schein,
Inc. Accounts will not be credited for non-affected product codes or lot numbers returned.”

PLEASE SHIP AFFECTED PRODUCT TO: FORWARD RESPONSES ONLY TO:
' Regulatory Affairs Department (E-355)
Henry Schein, Inc. 135 Duryea Road

41 Weaver Road
Denver, PA 17517

ATT: Customer Returns Department

Melville, NY 11747
ATT: Regulatory-RR - Or - Fax
Response To (631) 843-5557

We have checked inventory and the following affected products have been found:

Product
Caode

110-8783 | Sodium Fluoride Chew Tabs 0.5mg1000/bt | 58177043309
110-8516 | Sodium Fluoride Chew Tabs 2.2mg1000/bt | 58177043409
108-6715 Guaifenesin DM Tablets &00/30 100vbt 53177021304
108-8888 | GuaifenesinWiPseudo Tabs 80012 100vbt | 58177020804
111-1581 Guaifen/PSEL 800/120mg Tabs 100/bt BB177020804

Description NDC Lot Number's Quantity

104-4450 Buspirone Tablets 5mg 100/bt 5317726404
108-9096 Buspirone Tablets 15mg 100/bt 58177030904
110-0857 Codeine/GG Tab 10-300 100/bt 58177022304
108-1540 Doxazosin Mesylate Tabs 1mg 100/bt 58177026604
104-4449 Buspirone Tablets 10mg 100/bt 53177026504

110-0680 Hyoscyamine Subl Tabs 0.1256mg 100/bt 58177025504
102-5689 Doxazosin Mesylate Tablet 2mg 100v/bt 8177026704
102-6687 Doxazosin Mesylate Tablet 4mg 100v/bt 53177026304
102-6650 Doxazosin Mesylate tablet 8mg 100/bt 53177026504
108-8735 | Hyoscyamine Sulf SR Tabs 0.375mg 100/t | 58177023704

WE DO NOT HAVE ANY OF THE AFFECTED ITEMS.

Signature/Title Company Date

FOR HENRY SCHEIN, INC. INTERNAL USE ONLY

TSM Lot Number (s) Quantity




