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URGENT DRUG RECALL (RETAIL LEVEL} 

Duloxetine DR Capsules USP 20 mg/30 mg/60 mg 

December 30, 2024 

Marketing Firm: 
Rising Health, LLC 

OBA Rising Pharma Holdings, lnc 

2 Tower Center Blvd, 140 I A 

East Brunswick, New Jersey 08816 

Dear Valued Customer, 

Recalling and Manufacturing Firm: 
Aurobindo Pharma Limited 
Unit-Ill , Sy No. 313&3 14, Bachupally 
Medchal-Malkajgiri Dist. 
Telangana, lndia. 

This is to inform you of a product recall involving the below batches of Duloxetine DR Capsules, USP 

20mg, 30mg and 60mg: 

NDC Number 
Product Name and Dosage 

Package Size 
Strength 

57237-017-60 Duloxetine DR Capsules USP 20mg 60's HOPE Bottle 

57237-018-99 Duloxetine DR Capsules USP 30mg I 000's HDPE Bottle 

57237-018-30 Duloxetine DR Capsules USP 30mg 30's HDPE Bottle 

57237-019-99 Duloxetine DR Capsules USP 60mg 1 000's HOPE Bottle 

57237-019-30 Duloxetine DR Capsules USP 60mg 30's HOPE Bottle 
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Lot Number 

DT2023003A 

DT2023007A 
DT2023008A 
DT3023025A 

DT302305 IA 
DT6023002A 
DT6023048A 
DT6023016A 

DT6023036A 

DT6023053A 

DT6023061A 
DT6023068A 
DT6023074A 
DT6023078A 
DT6023076A 
DTC24043A 
DTC24044A 

Expiration 
Date 

Jan-25 
Jan-25 
Jan-25 
Jan-25 

Apr-25 
Dec-24 
Jan-25 
Dec-24 

Dec-24 

Jan-25 

Jan-25 
Jan-25 
Jan-25 
Feb-25 
Feb-25 
Dec-25 
Dec-25 
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Rising Health LLC has initiated a voluntary drug product recall for the product Duloxetine DR 

Capsules USP 20 mg/30 mg/60 mg from USA market due to presence of Nitrosamine Drug 

Substance Related Impurity (NDSRI), N-Nitroso-Duloxetine above the interim acceptable intake 

limit of 5ppm as stipulated by the FDA. 

This product was shipped between the dates of 03/16/2023 - I 0/29/2024 and our records indicate 

that you purchased this product during the dates it was marketed . 

As per product information leaflet, description of the product is as below, and the product label is 

also included along with this letter for your ease of identification: 

Product Name Description Package 
Size 

Duloxetine DR Capsules Green Opaque / Green opaque, size '4' 60's HOPE 
USP 20 mg hard gelatin capsule filled with white to bottle 

off white pellets and imprinted with "X" 
on Green opaque cap and "O 1" on Green 
opaque body with black ink 

Duloxetine DR Capsules Blue Opaque / White opaque, size ' 3' 30's, and 
USP 30 mg hard gelatin capsule filled with white to lOOO's 

off white pellets and imprinted with "X" HOPE 
on Blue opaque cap and "02" on White bottle. 
opaque body with black ink 

Duloxetine DR Capsules Blue Opaque / Green opaque, size ' 1' 30's and 
USP 60 mg hard gelatin capsule filled with white to lOOO 's 

off white pellets and imprinted with "X" HOPE 
on Blue opaque cap and "03" on Green bottle. 
opaque body with black ink 

This recall is being conducted at a retail level with the knowledge of the U.S. Food and Drug 
Administration. 

Action to be taken by the Wholesaler/Retailer: 
1. Immediately examine your inventory, stop di stribution and dispensing this lot, quarantine 

the product. 
2. Please carryout a physical count and record this data on the enclosed business response 

form . 
3. Even if you don ' t have the recalled product, please email the completed response form to 

Qualanex, Email : recall@qualanex.com or through Fax: 847-737-3719. 
5. Once the business response form is received by Qualanex, a return goods authorization will 

be sent to you . Please return your product along with the return authorization using the 
postage paid shipping label included in your return packet. 
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If you have further distributed this recalled product to other wholesalers or retailers, please notify 
the concerned wholesalers or retailers of this recall. If they have any questions regarding the return 
of this recall product, please have them contact Qualanex, LLC, 14 IO Harris Road I Libertyville, IL 
60048, Email : recall@qualanex.com or Office (800) 505-9291. 

Contact information regarding the recall : 
1. If you have any medical questions regarding this recall, please contact Rising's drug safety 

group at 1-844-874-7464 (8:30 am - 5:00 pm EST). 

2. If you have any general questions regarding the return of this product, please contact 
Qualanex, LLC, 1410 Harris Road I Libertyville, IL 60048, Email: recall@qualanex.com or 
Office 800-505-9291 

We regret any inconvenience and appreciate your immediate cooperation . 

Thank you, 

Digita lly signed by Aishwarya 

Aishwarya Neti ~::~,20, , .12.io11,om-0s·oa 

Aishwarya Neti 
Sr. Manager, Quality Assurance 
Rising Pharma Holdings, Inc 
2 Tower Center Blvd, 14 Fl 
East Brunswick, NJ, 08816 
Email: aneti@ risingpharma.com, qa@risingpharma.com 

The product label is as shown below: 

Duloxetine DR Capsules USP 20 mg, 60's count 
~ R· . 41) · 1smg Nocs7ZJ7-017~ Each doloyod- apoa containo: 

22.• mg of c1Jl:ixecnt hydrtx:Nondo USP 
oqi.,volw,t 10 20 mg duloxOli-,o. 

Usual 0ooa9o: See IICCOm!)lln'/i' 
lileran.re fo, dooago. 

°"'1ibwd by: 
llwQHoo''II.LLC 
Saddii&-ook.NJ07Ml 

Modtnl-

Codt-TSOUGS/11W'in:l 

z= 
,.,, = 
v, ..._, -
N -

Duloxetine 
Delm·ed-Release 
Caps~tles USP _, llnper1Mr, a '9111Y cloud-. 

oepe><t ollluacholcltien. ,-.---- ---- ---- __ eJ !f_2_Ei_4_ _______________ 1 ~ -
Sto,e 11 20· lo 25"C (158" lo 77'"F): : : 0 ;;=--;; 

PHARMACIST: Dispense die llldicalion 
Guilt pruwideds,parmiy ID Ndl pdtnt. 

60Cepaules CI:'J 

IXWl#:lnl penMtedto1S·toJO·c : : -'~ 

(59• ro SG"F) I"" USP Co<1roled Room : : -.; -
lempa,11~ 1 , 0- -

Do not UN if ...t OYfK botdt opening Iii : : 0 -
broken Of miuing. : : "° = 

I I ~---------------------------------l ______ J 
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Duloxetine DR Capsules USP 30 mg, 30's count 
11111 Risi n t Noc 57Zl7-018-ll e."' doloyod-... .-

33.1 "'-1 cl-.., t,yaoc:Norido USP 
°"'1ibutlldby: 
.111r9H,o;, llC 
S-~NJ011'l113 

w.r;..,i-
z -
l,I= 

Duloxetine 
Delayed-Release 
Capsules liSP 
S, a! 
Pl'.Alll.laST:Oisponstl!lt lledicalion 
Gtidt pn,,idod stparal8ly ID ucll pllioat. 

30 Cap1ule1 t!C') 

eqt.walenll0l0 ff',lc1Joumo. 

u ..... Dooogo: Set~ 
ilnnnb d:>aQI. 

o.p.,,..r,aognt, cl>aod--. 

Ke,pwdlhar.;.d chlchn. 

Store a, 20" 10 25-C (M" 10 17"f): 
..,....,.. pennrned 10 1s· 10 ,:re 

159" 10 811"FJ 1- USP Cor<rolod Room 
l"'1'4)0rlll.f~ 

0o not UM if INI 0V. bot-.~ ia 
brohnorm~ 

Code' 1Si!RJGS/1Wnl 
V1 iiiiiiiiiiiii 
-,J = 

N .;;;; 

I *----•-- - ----- p l4 24 786 ______ _________ 
1 
~~ 

I 1 -

: : ~--1 I ---
1 I ~ ---

: : ~ iiiiiiiiiiiii 
1 I a -
l I ---
1 I ~ = 
I I 
I I 
--- --- - -- - - - - - -- - - ---- - - -- - - - - -- _J_ _____ J 

Duloxetine DR Capsules USP 30 mg, l000's count 
- l {i s i og• Nocsn37-01B-99 

Duloxeti.ne 
Del a yed-Release 
Capsules USP 

fl·l11I·i .._ 
PHARMACIST: Dispense the Medication 
Gulde provided sepa.ratety to each 
paUenL 

1,000 Capsules l;rttitl 

Each d_.ayed- re .. ._.. cap ..._.. 
contaln.s: 
33. 7 mg or duloxet lne 
nydrochlonde USP equtvaJent to 
30 mg duloxetlne. 

Usual D osage: 
See accompanying llterature to,
dosaoe. 
Dispense tn a tightly closed 
oontaJner. 

Keep o ut o f the reach o r child.ran, 

S tore at 20• to 2s• c (68· to n · F): 
excursJons permlned to , s • to 
30•c (5 9" lo 86· F) {see USP 
Controlled Room Temperature}. 

Do not U$8 tf seal o v er bot1le 
opening Is brok en or m .l ..... lng. 

D lstr1buted by: 
A lSlnQ Health, LLC 
SaOdle Brook . NJ 07663 

Made In fndla 

Code: TS/ORUGS/19/1993 

~---
~~ ' - .... _-=: 

~ -~----

------------ P 1 " ~ " 7§.$ ·---------- - . 

I 

Duloxetine DR Capsules USP 60 mg, 30's count 
... R •• • _ 1smg Nocsm1-019-JO Eich dolllytd-ni-~ conlaino; 

67.3 mg ol dtJoxacna h)o'od'krrido USP 
t<µVllent IO 60 mg 6Joi<e!i,e. 

o.tnbulldby: 
ilmrqHeati_UC 
Sadd'to9'or:lt_NJ OIM:l 

libda ~ Indio 
z = 
vi~ Codt: TS,m.JGSl1~1n3 
v,-----.J -

Duloxetine 
Delayed-Release 
Capsules uSP -

Uwal Oouge: See ~ 
iterattn for -go. 

Orspeme ., • bgtti'f dosed corulnar. 
Keep 01A ol lhe reech ol dtitn. 
Store at 20' io 2S"C (tl8" 10 77"F): 
exan,ons penna!od 1D 15' IO 30"C 

,-;------------ --e1.!+i.4 789 N -: --------------------1 v1 _ 

: :~= 
PIWIIIACIST: Dispense die lllclcalian 159' 10 l!ll"F) {181 USP Conlrolod Room 

empntu'~ 

OonollMfflNl<Mr-oporingio 
b<okono,m~ 

I , -
I ,0--~ : I ~ iiiiiiiiiiiiiii 
I --~ 

Qidfpruridld~ IDmpa• I vl iiiiiiiiiiiiii 

30Capsules '13:1 
:o==== 

'.____ _____ _____ _ : °'= 
--- - _ ____ ____ __ j_ _ ____ J 

Duloxetine DR Capsules USP 60 mg, lO00's count 
- n LS j O g • NOC 57237-019-99 

Duloxeti.n. 
Delayed-Rel ease 
Capsules USP 

C¥:•l11i·I 
PHARMACIST: Dispense the Medication 
Gulde provided separately to e ach 
patktnL 

1 ,000 Caps ules l;®tl 

e .ach delayed-re ..... cap sule 
contains: 
67.3 mo or dulOxetlne 
hydrochloride USP equivaJe,nt to 
60 mo dulox.etlne. 

Usual D osage: 
See accompanying literature tor 
dosage. 

Dispense In a lightly closed 
con tainer. 

Keep out o t the reach of children. 

Store at 20• to 2s• c (68• to 77·F): 
excursions permitted to 1 s• to 
3o•c (59" 10 86• F) {see USP 
ContrOlled Roon, Temperature]. 

D o not use tf seaJ over bottle 
opening Is brok en o r m laslng_ 
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[Retail Level Recall] 

[Date: December 30, 2024] 

[Notice# 450] 

VOLUNTARY RECALL RESPONSE FORM 
Date Form Completed ______ _ 

Please fill out this form completely, by doing so this will acknowledge that you have read and understand the recall 
notice and have taken the appropriate action. Once complete please return your response form by any one of these 

means to Qualanex, Attn: Recall Team: EMAIL: recallc@Qualanex.com FAX: 1-847-737-3719 

This Response Form is for (Check One) 
□ Direct Customer (Purchased Directly from MANUFACTURER) 

□ Non-Direct Customer 

Customer/Store Name: 

*DEA#: Debit Memo# (If Applicable) 

*DEA # is required in order to process your form 
Address: City/State/Zip 

Contact Name (please print): Email Address: 

Telephone#: 

Fax#: 

Please mark your answer - I have checked my stock and: 

□ I do have stock of the recalled item(s) (Complete Below Table) OR D I do not have stock of the recalled item(s). 
Direct Customers 

Does your response include all your DC locations? 

Have you notified your customers of this recall down to the appropriate level? 

Non-Direct Customers 
Name of Wholesaler/Distributor and address the product(s) 
in this recall were purchased from (Please include DEA): 

64980-00450-011 831 16 
INDEPENDENT PHARMACY DISTRIBUTOR, LLC 
1107 W MARKET CENTER DR 
HIGH POINT. NC 27260 

□ YES D NO 

D YES □ NO 
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• - • •• , .. .. ~~!~g [ Duloxetine DR Capsules, USP 20mg, 30mg and 60mg l 
[Retail Level Recall] 

[Date: December 30, 2024] 

[Notice# 450] 

□ I have quarantined and listed in the table below the quantity of recall units I will be returning to Qualanex. 

If additional space is needed please make copies of this form . 

Qty. Case to Qty. Sealed to Qty. Partial 
NDC Lot# Exp. Date Bottles to be 

be returned be returned returned 

DT2023003A Jan-25 

57237-017-60 DT2023007A Jan-25 

DT2023008A Jan-25 

57237-018-99 DT3023025A Jan-25 

57237-018-30 DT302305 lA Apr-25 

DT6023002A Dec-24 

DT6023048A Jan-25 
57237-019-99 

DT6023016A Dec-24 

DT6023036A Dec-24 

DT6023053A Jan-25 

DT6023061A Jan-25 

DT6023068A Jan-25 

57237-019-30 
DT6023074A Jan-25 

DT6023078A Feb-25 

DT6023076A Feb-25 

DTC24043A Dec-25 

DTC24044A Dec-25 

Any Adverse Events Associated with this recalled product? □ No □ Yes (if yes please attach additional sheet and explain) 

Please indicate the number of (additional) shipping labels that you need to return the recalled product(s): 
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