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YRGENT: DRUG RECALL- OPHTHALMIC SOLUTION DOSAGE FORM 

Date: May 7, 2025 

Alembic Pharmaceuticals Limited (Formulation Division-Ill), 

Village - Karakhadi, Ta Iuka - Padra, 

Vadodara - 391450, 

Gujarat, India. 

Dear Distributor, Retailer, 

This is to inform you of a product recall involving 3 lots of Bromfenac Ophthalmic Solution 0.09%: 

RE: Bromfenac Ophthalmic Solution 0.09%, NOC number: 62332-508-17, lots No. 7230309, 

7230310, 7230311, All 3 lots have Exp. Date: May 31, 2025. 

See enclosed product label for ease in identifying the product at the retail level. 
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This recall has been initiated due to the product (Bromfenac ophthalmic solution 0.09%) being 

out of specification at the time of testing i.e. 18th month stability testing. This recall is 

precautionary to remove any out of specification product from the market. 

ALEMBIC PHARMACEUTICALS LIMITED 
ALEMBIC ROAD, VADODARA - 390 003. • TEL : (0265) 2280550, 2280880 • FAX : (0265) 2282506 

Website: www.alembicpharmaceuticals,com 

SITE ADDRESS : ALEMBIC PHARMACEUTICALS LIMITED (FORMULATION DIVISION-Ill, KARAKHADI) 
FACTORY; SURVEY NO. 779nso, KARAKHADI, TAL. PADRA, DIST. VADODARA, PIN-391450, GUJARAT. 

CIN No.: L24230GJ2010PLC061123, PAN No.: AAICA5591M 
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There have been no known reported adverse events associated product change and the recall is 

limited to the 3 identified lots. 

Please examine your stocks immediately to determine if you have any of the units of Lots 

7230309, 7230310 and 7230311 on hand. Any distributors or retailers that received this product 

should discontinue dispensing (distributing} the lot and promptly return via parcel post to In mar 

Rx Solutions, 3845 Grand Lakes Way, Suite 125, Grand Prairie, TX 75050. This Recall should be 

performed to the retail level only. 

If you have stock available, please discontinue dispensing (distributing) the lot 7230309, 7230310 

and 7230311 and promptly complete and return the enclosed stock response form as soon as 

possible. Above mentioned lots of product were distributed between 10/19/2023 to 5/29/2024. 

Your assistance is appreciated and necessary to prevent further distribution. 

Retailers with questions regarding this recall can contact Alembic Pharmaceuticals Inc by phone 

at +1 908-552-5839 (9am - 5pm EDT, Monday through Friday} or email address 

david. cobb@alem bicusa .com 

This recall is being made with the knowledge of the US Food and Drug Administration. 

We appreciate your assistance in this matter. 

~~ 
Nitin Lanjewar, 

Head -Quality Assurance 

ALEMBIC PHARMACEUTICALS LIMITED 
ALEMBIC ROAD, VADODARA • 390 003. • TEL: (0265) 2280550, 2280880 •FAX: (0265) 2282506 

Website: www.alemblcpharmaceuticals.com 

SITE ADDRESS : ALEMBIC PHARMACEUTICALS LIMITED (FORMULATION DIVISION-Ill, KARAKHADI) 
FACTORY: SURVEY NO. 779n9o, KARAKHADI, TAL. PADRA, DIST. VADOOARA, PIN-391450, GUJARAT. 

CIN No.: L24230GJ2010PLC061123, PAN No.: AAICA5591M 



STOC K RESPONSE FORM 

Recall of Bromfenac Ophthalmic Solution 0.09% 
Lots 7230309, 7230310, 7230311 

Retail Level 
(05/06/2025) 

Please fill out this form completely. By doing so, this will acknowledge that you have read and 
understand the recall instructions and have taken the appropriate action. 

Customer Name __________________ DEA # ___________ _ 
*DEA# is required, if it is 1101 provided, the processing ofyour form will be delr~ved. 

Address ------------------------------------
City ____________________ State ______ Zip ______ _ 

Contact Name (please print) __________ Telephone # __________ _ 

Contact Signature _______________________ Date ______ _ 

I have checked my stock and: 

____ Do not have any stock of the recall product. 

OR 

I have quarantined and listed in the box below the quantity of recall units and I will be returning to 
Inmar, as soon as possible. Upon receipt of this Response Form, Inmar, will issue return 
authorization label(s) Please indicate the # of needed box labels ___ _ 

Item Description NDC Lot# Qty returnin2: 
Bromfenac Ophthalmic Solution 0.09% 62332-0508-17 7230309 
Bromfenac Ophthalmic Solution 0.09% 62332-0508-17 7230310 
Bromfenac Ophthalmic Solution 0.09% 62332-0508-17 7230311 

If you did not purchase the product directly from the Manufacturer, please complete the below section. 

Purchased From: Wholesaler Name _______ ______ DEA # ______ _ 

City _____________ _ State -----------

If you have any questions regarding this form or product return please contact Inmar at 1-800-967-
5952. Office hours 9am to 5pm EST Mon thru Fri . 

Please fax this form to: 1-817-868-5362 or E-mail rxrecall s@ inmar.com 



Attachment B-Pharmaceutical 

Re: Your Voluntary Recall 

This form is intended to obtain more information concerning your firm's Voluntary Recall 

Action Plan. 

Please provide detailed information regarding the recall (please follow the number 

format below, and do NOT use phrases such as "see attached" or "refer to," 

instead, please describe it in detail): 

DO NOT MODIFY OR DELETE ANY QUESTION(S) OR PART 

THEREOF. ANSWER EACH QUESTION AS IS. 

Awareness Date: April 4, 2025 

1. PRODUCT(S): 

a. Name: Bromfcnac Ophthalmic "o lution 0.09'% (1.7 ml) 

b. Brand Name: 13romfenac Ophthalmic solution 0.091\{> (1.7 ml,) 

c. NDC#/UPC#: 62332-508-l 7 

d. Type or form (tablets, capsule, liquid , etc.): Stcrik ophthalmic ~olution 

e. Strength per dose, dosage: 0.9mg/ml, Instill one urop into the al'lcctcd eye once <.Jail:. 

f. State: Rx or OTC or Dietary Supplement: Rx 

g. Provide Product Indication (A brief description of the product and its use.): Bromfc:nac 

ophthalmic solution 0.09'}1i is a nonsternidal anti-inflrnnrnatur:- druµ (NSAI DJ 111dii:,11ed 

for the treatment or postoperative inflammation and reduction or ocular pain in palicnh 

who have undergone cataract cxtrnclion. 

h. Date(s) of Manufacture. Please give both the beginning and ending dates (e.g. 

12/15/00 to 03/30/00): 

Lot Number 7230309. Beginning date 6/16/2023 :rnd J'illing 1 ·11ding dntc () l 7 20:n 

Lot Number 7230310. Beginning date 6/19/2023 and Filling l·.nding dall' ()!2 l '2021 

Lot Number 723031 L Beginning date 6/20/2023 and Fi !ling l·.nding date f/2 I i?.023 

1. FDA Registration Number, if any (1 lxxxxx): /\NDi\ No. 210560 



J. Container size and type for each product: 5mL ,vhitc I ,DP! ·. sere,\ neck bottle \\ilh a 

LDPF white no1,,t.lc and I JDPF gray cap 

k. Two complete sets oflabel/labeling for each recalled product including: 
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• Case label (photocopy acceptable) 
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• Directions for Use : 

Not Applicable 

• Promotional Material (if applicable): 

Not Applicable 

I. Number of units packed per shipping carton/case: 160 b1)tlks; shipper. 

0 

"" 0 
N 
M 
0 
0 
N 

E 
E 

.a:) 

; 

(Each bottle is packed in mono carton, 10 mono cartons packed in 1..- Jlutc box. 16 "i ttch !:­

flute boxes packed in a shipper) 



m. Expiration/Use By date : 

Lot Number 7230309. E'{piration date 5/3 1/2025 

Lot Number 7230310, Expiration dale 5/31 /2025 

Lot Number 7230311. Expiration date 5/3 1/2025 

n. Expected shelflife of product (how long product is expected to be on the shelf; not 

necessarily expiration date): 24 Months 

2. CODE(S): 

List all batch numbers, lot numbers and/or serial numbers, product numbers, catalog numbers, 

packer or manufacturer numbers, pull date ( exp. date), etc. 

Lot Number 7230309. Expiration date 5/31 /2025 

Lot Number 7230310. Expiration date 51'.i 1 /2025 

Lot Number 7230311. Expiration date 5/31/2025 

3a. RECALLING FIRM: 

Provide complete name and address of your firm. (Please include full name, full address, 

telephone and telefax number). Identify firm type (i.e. , manufacturer, importer, broker, repacker, 

own label distributor, etc.) 

Manufacturer: 

Alembic Pharmaceutical Limited. Formulation Division Ill 

Survey No. 779/790. Village: Karakhadi. Tai. Padra. Di'>trict Vaodara . Pi n- V)l 450. ( iujarnL l11di,1. 

Telephone- ..1.9 1-2662-670700. +91-2662-672608. +9198795(,1480 

Alembic Pharmaceuticals Limited is own label distributor. 

3b. MANUFACTURER: 

Provide complete name and address of manufacturer, if different from recalling firm. (Please 

include full name, full address, telephone and telefax number.) 



Alembic Pharmaceutical Limited, Formulation Division 111 

Survey No. 779/790, Village: Karakhadi. Tai. Padrn. District Vaodara. Pin-39 1450. l ll[j,1rnt. India. 

Telephone - +9 1-2662-670700, +91-2662-672608, +9 I 98795(, 1480 

4. REASON FOR RECALL: 

a. State simply WHY your firm decided to recall the product(s) . 

o If recall is due to the presence of a foreign object, describe foreign objects' size, 

composition, hardness, sharpness, etc.; 

o If recall is due to presence of contamination, explain level of contamination ; 

o If recall is due to a label/ingredient issue, provide and identify the correct and 

mcorrect label(s), description(s), ingredients, etc. 

This recall has been initiated due to oui of speci ficaiion results observed in 18 Month long term 

stability anal_ysis of' Batch Nos. 7230310 and 713031 l at long term stabilily condition l<w the 

Related substance test for the Specified unidentified impurity at RRT about 1.06. The result-. arc 

tabulated as below 

'T'able - 1: Out of specification results 

Test/ Specification 7230~10 T:303 l l 

Specified unidentified impurity at RRT about 1.06: 
0.27'~'o O._? 7'\·o 

Specification: NMT 0.2~;;, 

As a part of investigation control sample testing: was initiated ltw first thrl.'c commrn..:ial batch 

No. 7230309, 7230310 and 7230311. ,vhere results of Balch No. 7230]09 also found to he on 

higher side. Hence, recall is initiated for all the three batches. The results arc Labulated as bclo,,: 

Table -- 2: Control sample test results: 

Test/ Specification 7230309 713031 0 72)031 l 

Specified unidentified impurity at RRT about 1.06: 
0.24(),;) O.IW(:,l 0.2 lo,,, 

Specification: NMT 0.2?/ii 



b. How and when did your firm DISCOVER THE REASON for recall [problem description] ? 

Out of specification rcsulls observed in 18 Month long lcnn stability analysis of Batch l\os 

7230310 and 7230311 for the Related substance test for lhc Speci lied unidl'nli f1ed impmit: at 

RRT about I .06 on 04 Arri! 2025. 

c. What is the ROOT CAUSE of the reason for recall? 

Include any analytical finding in qualitative and/or quantitative terms, indicating whether 

your firm's analysis or private laboratory was involved. Provide copies of test results/lab 

results, Analytical Work Sheets, which support the reason for recall. Details for any Field 

Alert submitted. Explain why the problem affects only those products/lots subject to the 

recall. Explain if the problem/defect affects ALL units subject to recall , or just a portion of 

the units being recalled. 

The most probable reason for the generation of impurity at 1.06 is oxidation. The possi bilit :•; lll 

oxidative degradation may be attributed to the raw material used in the formulation ol thi s 

product. Povidone K-30 is used as an cxcipient (\-iscosity cnhm1cer) in the drug product. I he 

Povidone K-30 specification is having peroxide content limit or~~ 400 prrn. I he Int ol Po\'idonc 

K-30 used in the OOS batches (Batch No: 72100480) was nrened multirlc times for samplint: 

and dispensing. This could hme resulted in higher peroxide content in the cxcipirnt al the tinw 

of usage in the OOS batches. The initial testing and periodic testing results 01· Pov idnnc K-30 

lot confirmed this obsen ation. 

Brornfenac ophthalmic solution 0.09% is filled in LDPL (Lo\\ Densit: Poly Lih) km.') 

containers. Due to the semipermeable nature of the J .DPF containers. the oxidative imrmity can 

increase during lhe she l r life. 

Corrective and preventive action: 

The initial FAR has been submitted on 09th April 2025. 

Following controls have been implemented us per SOP No. F.3 \ \VI I\SOP\0061 tilkd ··storage 

and Handling of Povidone (K-30)" effective from 12-Sep-2024. 



a) Each lot of Povidone K-30 received is disrenscd into smaller multiple packs (each h,1, ing 

quantity required for one batch) for manufacturing and analysis (req ui red quantity liir 

analysis) to avoid multiple opening and exposure of rtwidonc K-3 0 to the cm irnnn1L'nt. 

b) Nitrogen Blanket / overlaying is done for the individual packs and these packs arc t:1sll.'11cd 

,vith cable tags / seal. The scaled pack containing Po, idonc K-~0 shall Ix- ..,torcd in 1ripk 

laminated bag and scaled using scal ing machine. 

c) Before dispensing in batch , sample pack is tested !'or perox ide cnntent and me rclca,l:d lur 

usage only if the peroxide content is below 125 ppm. Based on thi s result the intact p<td is 

issued for balch manufacturing. 

d) BMR of product Bromlenac Ophthalmic Solution 0.09% ( 1.7 ml. ) was rc\i scd tn n:gi'-kl 

the Peroxide content in PoviJone before initiating dispensing or /\Pl and cxci picnh. If' the 

peroxide content is less than 125 PPM. then only further hatch di spensing j.., initiall'd. ·1 hts 

will control the impurity level at RRT 1.06. 

Impact on other batches 

Following batches of Bromlcnae Ophthalmic Solution O.O<J<!,'i, (1.7 ml ) ,,ct\' manul~lL'ttm:d 

with above controls: 

Table - 3: Po\idone K-30 results at the time of dispensing 

Sr. FG Hatch MFG EXP B. No. of Povidonc test Results at ~ tatus 

No. No. Date Date Povidone used the time of dispensing 

DEC- NOV- 84 ppm Commercial Batch 
1 7230536 72301390 

2023 2025 (14-Dec-2023) 

Commercial hnlch. 
APR- MAR- 111 ppm 

') 7240175 72301390 Pan o!' Annu:1! -
2024 2026 ( l l -i\pr-2024) 

-.;tahil ity program 

NOV- OCT- 57 ppm Commercial Batch ., 
7240473 72400581 .) 

2024 2026 (08-1'.!<n-2024) 

Commercia l batch. 
FEB- JAN- 54 ppm 

4 7250114 72400581 Pmt or Annual 
2025 2027 (27-Feb-2025) 

stab ility progrnrn 



There is adequate control implemcn1ed to control generation or impurity in subsequent b<1lches. 

which helped to envisage that the batches would meet thL' Specirication until end of shclrlik . 

Further, control sample analysis of subsequent commercial batches \\CIT performed and <lll' 

complying with the drug product specification. 

Table - 4: Control sample test results 

Specification Limit 7230536 7240175 72-10473 725011-1 

16 12 : nhJlllhs 
Age or batch since manufacturing 4 months 

l\fonths fVlonth~ 

Specified unidentified irnpurit) at RRT about 
B()L 

1.06: NMT 0.2<% 
BQL 0.0483 HDI. 

BDL= Below Detection le\el (0.013~·0). BQL=Belm-\ Quantification I C\CI (0.tn9). 

From the above table. it can be understood that the batches. which have cro-;scd 12 and I(> 

months, are having impurity level Below Quan1ification level ( BQI .). 

The conlrol samples of these batches will be monitored for related substance i11cluding irnpuril) 

at RRT 1.06 at different time points ( 12 months. 18 months and 24 months) . 

Based on the implemented control strategy to control the peroxide content in Pm 1dorn: K- ";() and 

control sample analysis results. the imract is limited to initial commercial prncc<,s, validation 

batches i.e. Batch No". 7230309. 7230310 & 723031 I. 

d. Is the root cause of the problem related to: 

(i) STERILITY deficiency : YES [ ] NO [X ] 

(ii) PACKAGING deficiency: YES [ ] NO [X I 

e. What type ofILLNESS or INJURY may be caused by the problem? 

Alembic Pharmaceuticals Ltd also have similar apprmeJ product i\ND,\. Br()rnk11a1.. 

ophthalmic solution 0.07%; ANDA# 214340. 

The ingredients in formulations or Brornfonac ophthalmic solution 0.071\·ii ; !\ND-\ t' 214340 a11d 

13romfonac ophthalmic solution 0.09%1; ANDA # 210560 arc similar ( except ror surfoctant. 



Tyloxapol. in Bromfenac ophthalmic solution 0J)7<% aml Pol) -.;orbatc 80 in 13romfrnac 

ophthalmic solution 0.09(%). 

Impurity profile or Bromfenac ophthalmic solution 0.07%: and Brnrnl~nac nrhth:.ilmic sol ut ion 

0.091Vii were evaluated and found to be similar. 

Table - 5: Specification comparison 

Bromfenac Ophthalmic Shelf life Bromfcnac Ophthalmic Shdf life 

solution 0.09'½> specification solution 0.07'½> specification 

Limit Limit 

Impurity A Impurity B 

7-( 4-Bromobcnzoyl)-I. 
NMl 1.0% 

l 7-( 4-Bromobem:o:, I)- LJ-
\J ;\I I I . ()1'.,o 

3-dihydro-2f l-indole-2- dihvdro-211-indole-2-

one. One( Oxindole) I 

Specified unidentified 
Spcci1icd unidentified 

impurity at RRT about NMT 0.5~,> NM] O . J ll,() 

0.82 
imrurity at RR I about 0.85 

Specified unidentified 
Spccilied unidcntiricd 

impurity at RRT about NMT 0.5% \J :--. 1 r o J1
1
~ .. 

0.95 
imrurit) at RR I ariout 0.% 

Specified unidentified Specified unidentified 

impurity at RRT about NMT 0.2°/c> impurity at RRT about NMT0.5% 

1.06 J .03 

Specified unidentified 
Specified unidcntilicd 

impurity at RRT about NMT 0.3% Nf\11 O.Jl\,;i 

l.08 
irnpurit: al RR 1 about I .o<) 

Any unspecified impurity NMT 0.1% Any unsrccificd impurit) NiV11 0.1 1!;, 

Total impurities 
NMT 3.0% Total impurities N\ 11 2.4<~,;> 

(Including Adduct) 



Method for related substances frw both product were found lo be similar for chrnmatogrnplrn: 

parameter and diluent except there is a slight difference in mobile phase B composition and !lm, 

rate which lead to slight difference to elution pattern and RTIRRT of degradati()n products. 

Fractions of Impurity eluted at RRT 1.06 in Bromfenac ophthalmic soluti1rn 0.09%1 and irnpuril\ 

at RRT 1.03 in Brornfenac ophthalmic solution 0.07% were collcclcd nnd subject tu nrn ... s 

spectroscopy. 

Upon review of LCl'vlS/ MS Q-TOF mass data. it ,vas found that RRT based impurities ,ho,1-., 

Bromine isotopic pattern and arc related to Bromfcnac only due to its structural similarit.' 11) 

active (find below mass and structure of impurity) 

Based on the spectroscopic information below is probable structure o!' the irnpu1 ii) 

2-(2 •amino-3~(3-bromobenzoy I) 

phenyl) acetate 

Br 

Review of toxicological assessment 

0 

yo· N; 
C1sH11BrN03.Na 

333.16/22.99 
331.99 

Toxicological assessment of impurity having mass of 33 I .99 (molecular formula 

C 151JI l BrNO3.Na) using Derek nexus prediction was performed and it \\as ft)unJ that partict1l,1r 

impurity is non-mutagenic. 

The results from Derek nexus showed inactive and equivocal prediction for rnutagcnic1ty . There 

are no structural alerts activated in Derck Nexus and no positive hypothl'si~ associat..:d \\ ith tk· 

query compound. 

Based on report result an overall in silico prediction of negative can be made !'or i3rnmlcnclL 

impurity. Therefore, it can be classified into class 5 as rer classification of ICI l ~17 and licncl:. can 

be treated as non-mutagenic and non-carcinogenic impurity. 

Impurity in Bromfenac ophthalmic solution 0.07(\,;, is having appro\ed limit or 0.~ 1
'.•11 ( <s;p1:cilicd 

unidentified impurity at RT aboul 1.03) whereas structurally same impurity is hm ing stringent 

limit of 0.21!10 in Bromfenac ophthalmic solution 0.09% (Specilicd unidentilied impurit) at RR I 

about 1.06) 



l3ased 011 above discussion and data of Batch No. 7230309. 72.3m IO and 723031 l i ex pin dale: 

May-2025) it can be inferred that though impurity al RRT 1.06 is nut of" -;pcL·ilic;1tion P'-'' 

Bromfenac ophthalmic solution 0.093/;i however said impurity is complyinl:,! to ar1m1\·l'd 

specification for Bromfenac ophthalmic solution O.on,;, and thus it \\ill not hm can: patient sali..·t: 

risk. 

Toxicity related risk evaluation: 

Toxicity evaluation for impurity at RRT 1.06 has been performed . I he irnpurit: is <.,tn1ctu1-.1ll: 

same as that of impurity at RRT 1.03 in approved 1\NDA 11 2143-+0: Bromfcmlc ophlh.ilmic 

solution 0.07% and approved with limit of NMT 03%. The ()SAR hus;ed loxicit:- a';sessnlL'n1 

confirm that impurity is non-mutagenic and non-carcinogenic impunt). 

Health Hazard Evaluation: 

Considering the limited toxicity profile as \\di as limited information regarding a{h LT'-.c druµ 

reaction of identified impurity. the likelihood of serious adverse health effects lhin1 the affcl'lLd 

batches is unlikely. 

f. What is the TOTAL number of reports of ILLNESS or INJURY COMPLAINTS received 

regarding recall product? (Date of complaint, description of complaint - include details of any 

injury or illness, lot number involved). Please provide copies of such report. 

No market complaint or No reports of illness or injury complaints me rccci\ed. 

g. What is the TOTAL number of reports of PRODUCT DEFECT COMPLAINTS received 

regarding the recall product? (Please provide copies of such report.) 

There are no Product delect complaints for the said product till date . 

h. Have you done any HEAL TH HAZARD EVALUATIONS and/or Health Ri sk 

Assessments associated with the recall product? 

(No health consequences, minor/major health consequences, potential serious risk of patient 

injury, potential risk of a serious or life threatening allergic reaction/DEATH!) 

No health consequences have been identified. 



1. List corrective measures taken to PREVENT SIMILAR OCCURRENCE of the problem. 

(Include copies of documents pertaining to verification of training or SOP changes, documents 

pertaining to product QA, design control, specifications, validation of software, etc. , as 

appropriate.) 

Folk1\ving controls have been implemented as per SOP No. F3\ WI 1\SOP\0063 titled ·'Storage 

and Handling of Povidone (K-30)" dTcctivc from 12-Sep-2024. 

a) Each lot of Po vi done K-30 receivccJ is dispensed into smaller multirlc packs ( ca( Ii k1Y ing 

quantity required for one batch) for manufocturing and anal:sis (rcquir1:d quaI1t:t_v !01 

analysis) to avoid multiple opening and exposure of'povidonc K-J 0 to the cmironmenl. 

b) Nitrogen Blanket / overlaying is done for the incJiviJual packs and these packs arc fastened 

with cable tags / seal. The sealed pack containing Povidune K-30 shall be stored in Lrirlc 

laminated bag and sealed using scal ing machine. 

c) Before dispensing in batch, sample pack is tested ror pero\idc content and arc rck,1 -,l'd Jp1 

usage only if the peroxiJe content is below 125 ppm. Based on this result the intact 1~,1d, 

is issued for batch manufacturing. 

d) BMR of product Bromfenac Ophthalmic Solution 0.09'% ( 1.7 ml.) \\as fl'\ isrd tu register 

the Peroxide content in Povidone before initiating dispensing o!' !\Pl and excipicnt". l I' Lhc 

peroxide content is less than 125 PPM. then only l'tirther batch dispensing is initialed . Thi-.. 

will control the impurity level at RRT 1.06. 

5. VOLUME OF PRODUCT IN COMMERCE: 

a. What is the TOT AL amount of recall product that was manufactured (include dates of 

manufacture)? 57,290 Bottles 

Lot 7230309 Manufactured 6/2023- 18,600 bottles 

Lot 7230310 Manufactured 6/2023- 19,360 bottles 

Lot 7230311 Manufactured 6/2023- 19,330 bottles 

b. What is the TOTAL amount ofrecall product distributed in commerce? 46,831 Bottles 

Lot 7230309 14,860 bottles 

Lot 7230310 14,400 bottles 



Lot 7230311 17,560 bottles 

c. What is the TOTAL amount ofrecall product remaining at your firm? 

0 bottles 

d. What were the DA TES of distribution? Give both beginning and ending dates. 

(e.g. 1/14/00 to 4/15/00) 

10/19/2023- 5/29/2024 

Lot 7230309 1 0/l 9/2023-5/29/2024 

Lot 7230310 11 /3/2023-3/20/2024 

Lot 7230311 l/12/2023-5/29/2024 

e. Provide an ESTIMATE (%) of the amount of product that may be recovered. 

46 bottle or .1 % of total distributed 

6. DISTRIBUTION PATTERN: 

a. What is the TOTAL number of consignees (customers) that received the recall product? 

1 9 customers 

b. What is the TOT AL number of wholesaler dealers that received the recall product? 

4 wholesalers 

c. What is the TOTAL number of distributors that received the recall product? 

6 distributors 

d. What is the TOTAL number of retailers that received the recall product? 

9 retailers 

e. What is the TOT AL number of consumers/users that received the recall product? 

0 consumers/users 

f. Where is the recall product distributed? 

(Indicate worldwide/nationwide/statewide and name the U.S. States, e.g., CA, NV,) 

(Provide a list of the consignees (by state or province) with their FULL ADDRESSES 

with PHONE NUMBERS.) 



g. Were there any product distributed to U. S. Defense Supply Center, VA or other 

Federal Government Agency sales/distribution centers or foreign countries? No 

(Provide separate lists via and excel spread sheet of foreign, domestic, government and 

Canadian consignees with full addresses by state order.) 

Number of Domestic Consignees: _19_ 

Number of Foreign Consignees: _O_ 

Consignees Approx. Number Consignees Approx. Number 

Distributor 6 Repacker/Re labe I er 0 

Retailer 9 Direct Accounts 0 

Institution 0 Veterans Administration 0 

Medical Facility 0 Department of Defense 0 

Internet Sales 0 Manufacturer 0 

Physician 0 USDA 0 

Consumer/Patient 0 Other (Wholesalers) 4 

7. FIRM'S RECALL STRATEGY: 

Following questions are provided to assist you in describing your recall strategy in DETAIL as 

follows: Alembic Pharmaceuticals Inc, the US entity of Alembic Pharmaceuticals LTD, will be 

implementing the recall. Alembic Pharmaceuticals Inc (US) will directly call and contact the 

customers to notify them of the recall and assure the recall information is channeled to the 

correct person or customer recall center for implementation. The recall letter, response form, and 



Inrnar return form will be provided to each of the consignees. Alembic Pharmaceuticals Inc will 

initiate follow up calls to push customers to respond periodically (5-7 day intervals) after the 

initial notification. Additionally, Inrnar will be utilized for mail notifications and follow up to 

retrieve any product still in the distribution channels. 

(a) Include the DATE recall was initiated, if it is already underway or the DA TE your 

firm plans to start the recalling process. 

Recall process was started 5/6/25 with Alembic Pharmaceuticals Inc US initiating 

customer contact. 

(b) How do you plan to NOTIFY all the consignees affected by this recall ? 

(press release, letter, telefax, telephone, e-mail , visit, etc.) 

We will do a blend of calls and emails directly from Alembic Pharmaceuticals Inc US 

and indirectly though Inmar answering inquiries, providing return forms and kits, and mail 

follow up. 

(c) How do you plan to undertake a SUB-RECALL? (If the product is distributed to 

wholesale dealers/distributors/retailers) 

(provide follow-up letters to wholesalers, e.g. , wholesalers are requested to 

forward copies of your recall letters and response forms to their customers, etc.) 

The Jnrnar recall announcement letter is sent to each consignee with instructions to 

provide the letter to each customer where product was sold. We will follow up with each direct 

purchasing consignee to verify that the process letter was sent to the purchasing customer. 

(d) How do you plan to monitor the number of consignees NON-RESPONDING to the 

recall communication? 

(include envelopes and return/reply cards, via response form mailed, certified 

mailing with return receipt, visit, telephone follow-up call, etc.) 

Alembic Pharmaceuticals US will follow up through phone calls and email s. 

Inrnar will send trackable mailings to verify information was received by each 

consignee. 



(e) How do you plan to do EFFECTIVENESS CHECKS of this recall? 

(by response form mailed?, certified mailing with return receipt, etc.) 

(telefax, telephone, e-mail, visit, follow-up letter, etc.) 

Alembic Pharmaceuticals US will follow up through phone calls and emails. Inmar will 

send trackable mailings to verify information was received by each consignee. 

(f) Date your firm ceased further distribution of the product(s). 

The product was viewed to be short dated as of 5/29/2024. We discontinued sales as of 

5/.29/2024. The product being recalled expires 5/31 /2025 and we anticipate very little product 

remaining with any customer. 

(g) How do you plan to STORE the recall product? (if returned) 

(quarantine, locked stored, etc.) 

[NOTE: It is equally important to assure that all returned merchandise is 

promptly inventoried, handled, and stored in such a manner as to assure its 

separation from acceptable materials so it will not inadvertently be used or 

shipped. Our past experience in similar situations has shown that the longer a 

defective product is held between the initiation and termination of a recall , the 

greater the chance of its accidental misuse.] 

Inmar will be utilized to receive, inventory, store, and eventually destroy the 

returned product 

(h) How do you plan to DISPOSE the recall products? 

(destroy, recondition, correct label , field correct by firm's personnel , etc.) 

Product will be destroyed by Inmar 

Please Note: Any destruction or reconditioning of recalled items may require FDA supervision. 

8. FIRM OFFICIAL: 



Full name, including middle initial, of the most responsible individual (with title) to contact 

regarding the recall. Please include full address, telephone, fax number and e-mail address. 

David M. Cobb 

550 Hills Drive, Suite 104B 

Bedminster, NJ 07921 

Phone: 908-552-5839 

Fax: 908-393-9605 

Emai: david.cobb@alembicusa.com 

9. PRESIDENT/Most Responsible of the firm: 

Please include full name, including middle initial, full address, telephone, fax number and e-mail 

address. 

PLEASE PROVIDE THE FOLLOWING DOCUMENTS: 

PRODUCT LABEL(s): (Label(s) and labeling(s) 

CUSTOMER LETTER(s): (Notification letter(s) to consignees, recall letter(s) or voluntary 

recall letter( s) 

DISTRIBUTION LIST: (List of consignees or list of customers, INCLUDE FULL 

STREET ADDRESSES with PHONE NUMBERS), sorted by state as an Excel spreadsheet with 

tabs separating DoD, VA, and Foreign customers. 

PRODUCT CATALOG: (if applicable) 

TEST RESULT(s): (Analytical Work Sheet, Failure Analysis Worksheet, Lab. results, 

etc. and methodology used) 

DOCUMENT(s): (Health Risk Assessment, Product QA, Specification Sheet, SOP 

changes, complaint follow-up investigation, etc.) 

PRESS RELEASE: (News release, allergy alert, if applicable) 



Thank you for your cooperation and efforts. 



Alf.!!!!~.,1m 
_ foue • . ••• 

$TOCK RESPONSE FORM 

Pharmacy Recall of Bromfenac Ophthalmic Solution 0.09% 
Lots 7230309, 7230310, 7230311. 

Retail Level 
(05/07/2025) 

Please fill out this form completely. By doing so, this will acknowledge that you have read and 
understand the recall instructions and have taken the appropriate action. 

Customer Name _________________ DEA# __________ _ 
*DE'A # is required, if it is 11ot provided, thepmces.sing nj)1011rform wilf be del11yed. 

Address ___________ ________________ _____ _ 

City _ ____ ___ ___ _ _______ State ______ Zip _ _____ _ 

Contact Name (please print) ___________ Telephone# _ _________ _ _ 

Contact Signature _______________________ Date ____ __ _ 

I have checked mv stock and: 

____ Do not have any stock of the recall product. 

OR 

I have quarantined and listed in the box below the quantity of recall units and I will be returning to 
Inmar, as soon as possible. Upon receipt of this Response Form, In mar, will issue return 
authorization label(s) Please indicate the# of needed box labels ___ _ 

Item Description NDC Lot# Qty returning 
Bromfenac Ophthalmic Solution 0.09% 62332-508-17 7230309 
Rromfenac Ophthalmic Solution 0.09% 62332-508-l 7 7230310 
Bromfenac Ophthalmic Solution 0.09% 62332-508-17 7230311 

If you did not purchase the product direetlv from the Manufacturer, please com11lde the below section. 

Purchased From: Wholesaler Name _____________ DEA # _ ____ _ _ 
City ____________ _ State. __________ _ 

If you have any questions regarding this form or product return pJease contact Inmar at 1-800-967-
5952. Office hours 9am to 5pm EST Mon thru Fri. 

Please fax this form to: 1-817-868-.5362 or E-mail rxrecalls(ii?,inmar.com 

ALEMBIC PHARMACEUTICALS LIMITED 
ALEMBIC ROAD, VADODARA - 390 003. • TEL : (0265) 2280550, 2280880 • FAX : (0265) 2282506 

Website: www .alembicpharmaceuticals.com 

SITE ADDRESS : ALEMBIC PHARMACEUTICALS LIMITED (FORMULATION DIVISION-Ill, KARAKHADI) 
FACTORY : SURVEY NO. 779n9o, KARAKHADI, TAL. PADRA, DIST. VADODARA, PIN-391450, GUJARAT. 

CIN No.: L24230GJ2010PLC061123, PAN No.: AAICA5591M 


