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URGENT Drug Recall Notice
All Products Within Expiry manufactured by Akorn -Somerset.
Date: 10/10/2022

Manufacturing Firm: Recalling Firm (if applicable):

Company Akorn Operating Company LLC Company Akorn Operating Company LLC

Address 72 Veronica Ave. Address 5605 Centerpoint Ct., Suite A

City/State/Zip Somerset, NJ 08873 City/State/Zip Gurnee, IL 60031
PRODUCT:

Refer to Refer to Refer to Refer to Refer to Refer to
Attached List Attached List Attached List Attached List Attached List Attached List
REASON:

This voluntary recall is prompted by the closure of the Somerset manufacturing site and the subsequent discontinuation of
stability support for all marketed products. The recall Is prompted by the discontinuation of stability support for the
products. Discontinuation of stability studies means the firm will not be able to guarantee that the products will meet all
intended specifications through the labeled shelf life of the product.

LEVEL:
This recall is being carried out at the RETAIL level and is only for the specific lots listed in the Attached List. |

CLASS:

Administration.

This recall has not yet been officially and publicly classified and is being conducted with the knowledge of the Food and Drug 1

ACTION:

By distributor:

1. Stop dispensing and distributing these lots. Quarantine product.
2. Please carryout a physncal count andmmd—&h&dat&eﬂhe#eﬂﬁea@mfem@mduded-w&hmﬁle&ep

4 Notiflcatlons of this recall are bemg sent to a|| direct distributor accounts of Akorn, p!ease forward this notification to any sub-
accounts.

Libertyville 1L (0048
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Other Enformation: Provide necessary contact information tor distributor/retailer, including contact for medical and product
questions and cost recovery information.

No other lots, packages or formulations of this Product are being recalled at thig; time.

For medical questions or to report an Adverse Event, please contact Akorn at (800) 932-5676 or
ustomer.service@akorn.com.

Adverse reactions or quality problems experienced with the use of this praduct may also be reported to the
FDA MedWatch Adverse Event Reporting program either anline, by regular mail or by fax.

# Complete and submit the report Online: www.fda.gov/medwatch/report.htm

B Regular Mail or Fax: Download form www.fda.gov/MedWatch/getforms.htm or call 1-800-332-1088 to
request a reporting form, then complete and return to the address on the pre-addressed form, or submit by
fax to 1-800-FDA-0178

We appreciate your immediate attention and cooperation, and sincerely regret any inconvenience caused by this

AUTHORIZED BY:
Name: Jaime Santana Title: Vice President. Giobai Qualily C liance

S ignature:__&f_Q%g@ Date: ‘-D/ DL\'L?:‘D?.?.
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Attachment: List of Impacted Products

s 11695-6832-10 | OBa2A | 153172023 | | LE27A | 41302023 |
s prerwa B Il IE33A | 4/3012023
| 0J60A | 8312023 ||
i
!

OK27A | 9/30/2023 | | | JDush, | plenn

N A L 1C55A ! 22912024 §j B Rl
“oA0lA | 1251202 | 1G49A | 65302023

3 1GS0A | 6/30/2023

COAL0A | 12312022 | e e

Art Tears Ointment
Covetrus 3.5¢, 1 Tube/EA ' 1695-68321

Ly 3 oiierec b | .

COBSIA | 1312023 | _1,9371‘,, 6/30/2023

) . - 1| 1HO4A 7/31/2023
Artificial Tears Oint | OF61A | 5/31/2023 | ifici P i

; ) 13985-600-03 | . || Artificial Tears Solution NEnL |

ApexaMWI 3.5, 1 Tube/EA 01768 | 8312023  15mL, 1 Bottle/EA ABOGIE | IHT | Hola0
OL41A | 1053172023 | | THTOA | 7/3172023
0J76A | 8312023 | | _‘f{_?.s.f}g,ﬂiz_??i_i

THO7A | 7/31/2023 |

| men | iy | 1A | 7312003
THI13A 7/31!2023

IH{}2A 7/31/2023'
; LHOSA | 7/31/2023 |

OL4SA | 10/31/2023 |

Tobramyein Sol .3% Apexa

|
1. 1 |
MWI0.3%, SmL, 1 Bottle/ 1398560405 | 1D94A 3312023 ; |
EA 1 35A 4[30/2 Ty ; L LJ44A | 8/31/2023
- 2A96A 12/31/2.323 AP EEIT r baon | siolite
Erythro Ophth Oint Apexa T - L OAOSB 123172022
MWI 0.5%, 3.5g, 1 Tube/ 13985-605-03  1B34A  1/312023 | | (}B()"}A l/31f2023
EA i | . (R Wi
Proparacaine HC1 Ophth o L 0LS3A 10/3;/20_2_2_" i OCHA 2I28!202?
Sol MWI0.5%, 15mL, 1 13985-611-15 +———F————1 | ODMA 3/31/2023

Bottle / EA LOA | 83172023 | |
i ; = ety ODI9A | 3/31/2023 |
Neomycin/Poly/Baci CL4IA | 8312023 3172023 |

(Ystone) 13985-758-35 | IK82A = 9/30/2023 | . LA | 202
3.5mg/10000U/400U/g, I Tube RLEL B oG85 | a0 |
/EA CIL9LA | 10/31/2023 =

0G09R 12023
COL44A | 10/3112022 i09B | 6/30/2023 |

‘ g iy (| | 0G97A | 6/30/2023
L OLS2A | 10312022 ke i

i 7

COLSIA | 103172022 || o Uiea | 3clRde
I : | Artificial Tears Eye

{OL77A 1103172022 1 Ointment 3.5g, 1 Tube/EA
1

17478-062-35 OK23A | 9/30/2023

OL64A | 10/31/2023

CoMo2A | 11302022 | | tB29A | lisha0
’ i

| OMOIA | 113012022 | | ICS9A | 272012024

1747806012 | ICBIA | 2082023 | Ics3A | 20004

023 | I |
1D02A | 3/31/2023 | __mg"le 2/29/2024
IEI0A | 4/30/2023 | 1C78A | 212912024

IEOSA | 4/30/2023 Rt i
| 2
IE23A | 4/30/2023 Bl
et U 16 307
LE26A  4/30/2023 - 1G594 | 6/30/2024 |
L

: LE25A | 4/30/2023 1G98 | 6/30/2024

| OL7SA | 1053112022 | |

Artificial Tears Solution
15ml., 1 Bottle/EA
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; Artificial TearsEye
Ointment 3.5¢, 1 Tube/EA

17478-062-35

Artificial Tears Eve
Ointment 3.5g, 1 Tube/EA

17478-062-35

Gonak Hypromellose Ophth
Sol 2.5%, 15mL, 1 Bottle /
EA

Erythromycin Ophth
Ointment 0.5%, 1g, 50
Tubes/EA

17478-064-12

17478-070-31

1K6OA | 9/30/2024 |
' .Js;;"g“éay‘za:u |
IHS6A | | 773172024 ,
CIKTSA | 9/302024 | |
| IL12A ‘ 0312024 | |
IM22A | 11302024 | |
ocson | 203 ||
0B7IA | 1/31/2023
C0C80B | 2/28/2023
| oiéné_)img“@ﬁﬁ
0G8SA | 6/30/2023 Erythromyein Ophth
Ointment 0.5%, 1g, 50
0GOIA | 6/30/2023 Tubes/EA
COH32A | 7312023 | |
COH4TA | 7312023 |
| CO0K22A | 97300023 |
| OM9OA | 115302023
C1B32A | 1312024 |
| 1GS4A 6302024
1G71A | 6/3012024 |
ﬁi IH75A | 7/312024 | |
IBI4B | 1/31/2023 |
1C49A | 2/28/2023 | B
1C49B | 21282023 |
1C70A | 2280023
" IE09A | 4/30/2023
IE3A | 4302023 |
| 4302023 ||
402023
53172023
IGSTB | 6/30/2023
et il ey 3 ! Erythromycin Ophth
l!"37[! 5/31!20%1“ Ointment[}.?‘mi’v.Sg.lTube
IGS8A | 6/30/2023
1GSSB | 6/30/2023
CIF37A | 573112023
1G66B | 6302023 | |
1G66A | 6/3072023 |

17478-070-31

17478-070-35

778 | 7312023
1GSTA | 6/3012023
IHS0A | 7/31/2023
IH80B | 71312023
IH77A | 7/3172023
| 124A | 8312023
CIK67B | 9/30/2023
IK67A | 93072023
IK76A | 9/3072023
IK87B | 9/30/2023 |
K774 | 9/30/2023
IK768 | 9/30/2023
IK87A | 9302023 |
K778 | 9/30/2023 |
1L90B | 10/31/2023
IL90A | 10/31/2023
C1L92B | 103172023 |
IL92A | 10/31/2023
IM28A | 1173012023
IM35A | 1173012023
IM28B | 11/30/2023
20208 | 3/31/2024
1B21A | 11203
TIB3LA | 13172023
IC44A | 22812023
1CS8A | 22872023
ICS8B | 21282023
IEI3A | 43072023
LE24A | 4/3072023
OLSBA | 10/31/2022
e
1G60A | 6/30/2023
1G62A | 6302023 |
1G63A | 6/302023
1B | 851203
140 | 8312023
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121A amlz(m
g IK74A | 9/30/2023 |
’ IL93A | 103122023
IL96B | 10/31/2023 |
% IL96A | 10/31/2023
(IM25A | 11/302023
1Mz4A lmomon i
et e | :
IM3IA | 11/3072023 §
Erythromycin Ophth i }
Ointment 0.5%, 3.5¢, 1 Tube ~ 17478-070-35 | 2A02A | 12/31/2023 | |
1 EA ?
2A10A | 12312023
2C07A | 2129/2024 ‘
| 2D47A | 3/31/2024 | |
| 250A | 450204
2ESIA | 41302024
Olopatadine HHCI Oph Soln i
0.1%, Sml, | Bottle/ EA “17478405-05 IBti_]A 1/3i/29;i |
Levofloxacin Ophth Solution ik [
| 0.5%, SmL, 1 Bottle / EA ”41’?77'06 - i i 5’3"2023 .
| OL40A | 10/31/2022 |
IB38A 1/3[/2023 i
IH2A 5 4/30/2023
Ketorolac Tromethamine F— o =1 |
5010.5%, SmL, 1 Bottle /EA  17478:20-10 | IF41A | 513172023 |
1073/\ 6/30/2023 ;
1G68A | 6/30/2023
IHOSA | 7/31/2023 ||
Al et S | HI2A | 73172023 | |
Ketorolae Tromethamine 1A09A :-.'5'2'}:';1";202‘2‘ I
801 0.5%, 10mL, 1 Bottle / 17478-209-11
EA B IHOIA | 7/31/2023
IE32A | 4/3012023
ik T : IF4SA | 5/31/2023
l\etmnolac Tromethamine 17478-209-19
S0l 0.5%, 3mL, 1 Bottle / EA 1HO9A | 7/31/2023
[K84A | 9/30/2023
Neo Poly Baci Oint 3.5g
3.5mg/1000U/H00U/g, 1 17478-235-35 1K64A | 9/30/2023
& Tube/LA [
Ak-Poly-Bac Ointment ! !
10000U/500 /g, 3.5g, 1 17478-238-35 | OGS7A | 6/30/2023 | |
Tube/EA k 4; ]
Proparacaine HC1 Ophth |
Sol 0.5%, 15mL, 1 Botile/ 17478-263-12 0L42A | 10312022 | |
EA j !

 Product Name

0L50A ; 10/31/2022 |

IC64A | 22812023
Proparacaine HCI Ophth E
S0l 0.5%, I.ET,. I Bottle / 17478-263-12 | 1CT6A | 2/28/2023 |
1G53A | 6/30/2023
""" 126A | 8312023 |
U25A | 8/31/2023
LASA | 8/3172023
USAA | 87312023 |
OBSOA | 1/31/2023
0653&"“ 1312023
OCT4A | 2/28/2023 |
0DO4A | 3/31/2023 |
OLI7A | 4/3012023 |
0GOTA | 61302023
| 0G82A | 61302023 |
oH26a | 71312023
oﬁzs}i 3@/70557
L OHS3A | 77312023 |
| OH36A | ' 713112023 |
RTINETTY
| OIssA | 8/31/2023 |
| OK96A | 9/30/2023 |
Timolol Maleate Ophth Sol ;
0.5% Smg/mL, Sml, 1 17478-288-10 | QI66A | 8/31/2023
Bottle/lEA u i B it
COKO6A | 9/3012023 T
L OL72A | 103172023 |
T OK98A | 973012023 |

CoM8IA | 11302023

OKOA | 97302023

(OKO3A | 97302023
OMSSA | 1173012023 |

OM80A | 11/30/2023

OK99A | 9/30/2023

OMS4A | 11/30/2023

OM82A | 11/30/2023

OMS3A | 11/30/2023
1AOIA | 123172023 |
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' |2/3|r2023 0J8SA | 8312023
I 1B16A |/3U2024 1 | ”)98!\ 3/31/2024 “t
| IBI6A | 143172024 Wbl Rl
Timolol Maleate Ophth Sol i | Cromolyn Sodium Ophth ; 5 "
0.5% Smeg/mL, Sml, 1 17476-288-10 | IBI3A | 1/31/2024 | | Sol4%, 10mL, 1 Bottic/EA  |7478-291-1L | 1E3IA | 473072024 |
Bottle/EA L. i ID97A | 3/31/2024 |
(ABit 1oUaie | HI4A | 73172024 |
- e - | (CSIA | 2192024 | [ C | ouasa 10/31/"20221
| OB59A | 173172023 | | OLSSA 103172022 |
| OE49A | 4/30/2023 | Olopatadine HC1 Ophth Sol e i
| 025, 25mL § Bottle/ EA 17478305-12 | 1CT5A 2/23/2023_{.
M‘l(fl“i‘ ,,,,, 6502023 | || IEISA | 41302023 |
| OH3BA | 7312023 1E20A | 4/30/2023 |
0J34A | 83172023 | Olopatadine HCI Oph Soln o
OI\OSA T | L 014 Skl Batie/ EA 17478-30805 | 1LO3A | 103172023
! 3 i Moxifloxacin Ophlll ;
‘ | OL39A | 1053172023 1 golution 0.5%, 3mL, 1 17478-519-19 | 1E28A | 4/30/2023 |
Timolol Maleate Ophth Sol : Bottle / EA _ ?
05, 1ML, T BOls F12A 74828811 OM86A 113072023 | [ R b i e vy e o
oMs7A | “BOQOBj 06928 | 63072023 |
| 1AO3A | 12/312023 | | R
R 41 | 0G92A | 6/30/2003 |
| 1B37A ‘..},’_3.,’_’?:9%,5 ' I6OA | 8/31/2023 |
| 1C63A | 22972024 | COK29A | 973012023 |
. lC54A 2290024 | | Sodium Chilori - DR i
| piredt | Erhdisved | odium Chloride Opht Oint »
. = 17478-622-35 | OK24A | 9/30/2023
; ID83A 31312024 5%, 3.5¢, 1 Tube /EA ol o
- s o ~f i
ucsz A 2/23/20")3 i OMO3A | 11/30/2023 |
0084 KT OM92A | 1130/2023 |
0}{49/\ 1312023 || OM528 | 114302025 |
; CTTA | 8312023 1 LR
~ Timolol Maleate Ophth Sol | dedes | [ IC74A | 2/29/2024 |
0.5%, 15mL, 1 Bottle / EA Hiadhaptle ;_(_)1_7-55433‘/3_11_2"(_)33“ 1EI9A | 4/30/2024 :
Lok 3 Bl tcmia | 2non0ed |
' m ”,‘“\ 105312023 OBSSA | 1/31/2023
| OLA46A 710/31/2023 R TI
L IGS2A | 6/3012024 s . TR, TSl
i aremyd Ophth Soln . i
Cusaa | savaar || 10359 sm] ) EA 1T4780704-12 | OD23A | 373172023
ICS6A | 2282023 OEalR 4 460D |
|
Tabramyeli Oglith Solitiv LUSOA | 8312023 | [ ot P
0.3%, SmL, 1 Bottle / EA 17478-290-10 . Betaxolol Ophthalmic
) IKO1A | 9/30/2023 Solution 0.5%, Sml,, 1 17478-0705-10 | 1A08A | 12312022
| IM27A | 11/3022023 8. 117, FRSRESI SRR S (5SRO, S0, O ¢ A
TR _ 0D21A | 34312003
Cromolyn Sodium Ophth Lidocaine Hydrochloride 0AD6A | 12/31/2022
S0l 4%, 10mL, | Botdle/ EA 747829111 | 0G12A | 6302023 | | Jelly 2%, 3gr:L,lTubcl TSR0 e AU
T b e i s e T
| | OHSO0A | 7/31/2023 0A37A | 12312022
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Lidocaine Hydrochloride
Jelly 2%, 30mL, 1 Tube /
EA

Lidocaine Hydrochloride
Jelly 2%, 30mL, 1 Tube /
EA

Lidocaine Hydrochloride

EA

SPECIALTY
GENERICS

Attachment: List of I

OE4GA | 4/30/2023
OE46B | 4/30/2023 |
OE3IA | 4/30/72023

i
0B44A | 1312023 |
u- A

OR48A é{fsq{zbz:; :

Jelly 2%, SmL, 10 Tubes /

mpacted Products

Lidocaine Hydrochloride
Jelly 2%, SmlL, 10 Tubes /
EA

17478-711-31

0cssA | 212812023 J.
1747871130 | 0C84A | 2282023 ;
OFT2A | 5/31/2023 |
OFS8A | 5/31/2023
0GOSA | 6/30/2023
OKISB | 97302023
CO67A | 8812023 |
COH41A | 7312023
ol | sa1m0s
TOKISA | 930023
| OLS6B | 10312023
IC4TA | 209004
CIB20A | 1312024
j?”i'&?i}{ 2090024
CID84B | 3312024
3'"‘1"5&1[}\ AAAA 3312024
17478-711-30 lGGIA 6/30/2024
1G6IA | 65302020 |
IG72A | 6/30/2024 |
IK63A | 9302024 |
LU28A | 8312024 "
IL1SB | 10/31/2024 | |
CUSIA | 831202 |
IKG9A | 9/30/2024
CIK73A | 9/30/2024
| IK69B | 9/30/2024
| IK69C | 93002024
' 2008A | 2282025
;OAOZB 12312022 |
| 0A02D | 12/31/2022 | |
1747871131 i 0A02C | 12/31/2022
iOAOZA 12312022

0AO2E | 12/312022 |
OB6OC | 113172023
 OB46B. "_175 12023 |
OB6OD | 13112023 |
0B67B | 1/3112023
0B67D | 1/31/2023
OBGOB | 11312023
0BGOA | 1/31/2023
0B6TA | 1/31/2023
oBA6D | 13172023
0B67C | 1/31/2023 |
OBA6A | 1/31/2023
00788 | 2282023 |
| 0C78D | 2/28/2023 _j
0C78C | 20282023 |
ODIIA | 33172023 |
ODIIC | 3/31/2023
CODIB | 3312023
ODIID | 3/31/2023
COE3SC | 4302023
| OE35B | 4/302023
0E35A E 4/30/2023 |
| 0J63B E 8/31/2023 |
ToLaTs | 10312023 |
0I63C | 8/31/2023 |
COKO2A | 93072023
0K02C | 9/30/2023
| 0K02D | 9/30/2023
OKO2B | 9/30/2023
0L47C | 10/3172023
OL47A | 103172023
CIBI2B | 13172024
IBI2A | 1/31/2024
1B23A | 1/31/2024
IB23F | 113172024
IBI2C | 1/31/2024
| 18238 | 13172024
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2
I
H
|
|
!

B23D | 1/31/2024 ILI6A | 10/31/2023
UIB23E | 14312024 Olopatadine HCI Oph Soln ILI7A | 10/31/2023 |
| GSMS 0.1% SmL Bottle, 1 51407-499-05 ;
| IBI2D | 1/31/2024 Bottle | IM29A | 11/30/2023 |
: 1C66C | 2/29/2024 2A05A | 12/3172023 |
| 1C66A | 2/29/2024 OL70A | 10/31/2022
| 1D93B | 3/31/2024 Neomycin/Poly/Baci (Vet) OM9TA 11/30/2022
i e 3.5mg/10000U/400U/g, 1 59399-135-35 [
| 1D93D | 3/312024 Tube/EA OLG60A | 10/31/2022 |
| 1D93C | 3/31/2024 OM9SA | 11/30/2022
i 1D99B | 3/31/2024 OE36A | 4/30/2023
' 1D99c 3/31/2024 0L78B | 1073172023
| 1D99A 3/31/9_()24 Artificial Tears OQintment Xy !
| = Vet 3.52, 1 Tube/Ea 59399-162-35 0J712A | 8/31/2023 |
( i 0J70A 8131/207_3 ,
Lt j Al OL68A | 10/31/2023 |
?m%c __7/31/2024 e h E’?j"z“” !
| 96D | 773172024 11 otopatadine HCI Oph Soln i
| IH96E | 7/31/2024 GSMS 0.1% SmL Bottle, 1 60429-957-05 1D86A | 3/31/2023 |
T | wavao || ol —
e i | IDO7A | 3/31/2023
| U47B | 8/31/2024 | - =
147D 3/31/2024
Lidoeaine Hydrochloride SR
Jelly 2%, SmL, 10 Tubes / 17478-711-31 | 1I37C | 8/31/2024
EA J
| J3TA | 8/31/2024
| 147C 813112024
IL18D |0/31/2024
IL9SC | 10/31/2024
ILI8C | 10/3112024 |
ILIBA | 10/31/2024
1L9SB 10/31/2024
11 98D | 10/31/2024
IL18B | 10/31/2024
IL9SE | 10/31/2024
2D21B | 3/31/2025
‘Ciprofloxacin Ophth Sol -
0.3% 3mg/mlL, 2.5mL, 1 17478-714-25 1E22A | 10/31/2022
__ Bottle/EA gl i
Art Tears Qintment Pivetal 0539A 4/30"2023
; 46066-753-55 o]
3.5g, 1 Tube/EA OH29A | 7/31/2023
Neomycin/Poly/Baci Pivetal
3.5mg/10000U7400U/g, 1 46066-757-55 1E21A | 4/30/2023
Tube/EA



