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ANDA 209190 
ANDA APPROVAL 

  
  
  
  
  
Rhodes Pharmaceuticals L.P. 
498 Washington Street 
Coventry, RI 02816 
Attention:  Todd M. Delehant, Ph.D. 
   Director Regulatory Affairs 
   
Dear Sir: 
  
This letter is in reference to your abbreviated new drug application (ANDA) received for 
review on April 14, 2016, submitted pursuant to section 505(j) of the Federal Food, 
Drug, and Cosmetic Act (FD&C Act) for Lidocaine Patch 5%. 
  
Reference is also made to the complete response letter issued by this office on  
May 3, 2019, and to any amendments thereafter. 
  
We have completed the review of this ANDA and have concluded that adequate 
information has been presented to demonstrate that the drug meets the requirements 
for approval under the FD&C Act.  Accordingly, the ANDA is approved, effective on the 
date of this letter.  We have determined your Lidocaine Patch 5% to be bioequivalent 
and therapeutically equivalent to the reference listed drug (RLD), Lidoderm Patch 5%, 
of Teikoku Pharma USA, Inc. 
  
Under section 506A of the FD&C Act, certain changes in the conditions described in this 
ANDA require an approved supplemental application before the change may be made. 
  
Please note that if FDA requires a Risk Evaluation and Mitigation Strategy (REMS) for a 
listed drug, an ANDA citing that listed drug also will be required to have a REMS.  See 
section 505-1(i) of the FD&C Act. 
  
REPORTING REQUIREMENTS 
  
Postmarketing reporting requirements for this ANDA are set forth in 21 CFR 314.80-81 
and 314.98 and at section 506I of the FD&C Act.  The Agency should be advised of any 
change in the marketing status of this drug or if this drug will not be available for sale 
after approval.  In particular, under section 506I(b) of the FD&C Act, you are required to 
notify the Agency in writing within 180 days from the date of this letter if this drug will not 
be available for sale within 180 days from the date of approval.  As part of such written 
notification, you must include (1) the identity of the drug by established name and 
proprietary name (if any); (2) the ANDA number; (3) the strength of the drug; (4) the 
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date on which the drug will be available for sale, if known; and (5) the reason for not 
marketing the drug after approval. 
  
PROMOTIONAL MATERIALS 
  
You may request advisory comments on proposed introductory advertising and 
promotional labeling materials prior to publication or dissemination.  Please note that 
these submissions are voluntary.  To do so, submit, in triplicate, a cover letter 
requesting advisory comments, the proposed materials in draft or mock-up form with 
annotated references, and the package insert (PI), Medication Guide, and patient PI (as 
applicable) to: 
  

OPDP Regulatory Project Manager 
Food and Drug Administration 
Center for Drug Evaluation and Research 
Office of Prescription Drug Promotion 
5901-B Ammendale Road 
Beltsville, MD 20705 

  
Alternatively, you may submit a request for advisory comments electronically in eCTD 
format. For more information about submitting promotional materials in eCTD format, 
see the draft Guidance for Industry (available at:  
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guida
nces/UCM443702.pdf). 
  
You must also submit final promotional materials and package insert(s), accompanied 
by a Form FDA 2253, at the time of initial dissemination or publication [21 CFR 
314.81(b)(3)(i)].  Form FDA 2253 is available at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM083570.pd
f.  Information and Instructions for completing the form can be found at 
http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/UCM375154.pd
f.  For more information about submission of promotional materials to the Office of 
Prescription Drug Promotion (OPDP), see 
http://www.fda.gov/AboutFDA/CentersOffices/CDER/ucm090142.htm. 
  
ANNUAL FACILITY FEES 
  
The Generic Drug User Fee Amendments of 2012 (GDUFA) (Public Law 112-144, Title 
III) established certain provisions1 with respect to self-identification of facilities and 
payment of annual facility fees.  Your ANDA identifies at least one facility that is subject 
to the self-identification requirement and payment of an annual facility fee.  Self-
identification must occur by June 1st of each year for the next fiscal year.  Facility fees 
must be paid each year by the date specified in the Federal Register notice announcing 
facility fee amounts. 
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All finished dosage forms (FDFs) or active pharmaceutical ingredients (APIs) 
manufactured in a facility that has not met its obligations to self-identify or to pay fees 
when they are due will be deemed misbranded.  This means that it will be a violation of 
federal law to ship these products in interstate commerce or to import them into the 
United States.  Such violations can result in prosecution of those responsible, 
injunctions, or seizures of misbranded products.  Products misbranded because of 
failure to self-identify or pay facility fees are subject to being denied entry into the United 
States. 
  
CONTENT OF LABELING 
  
As soon as possible, but no later than 14 days from the date of this letter, submit, using 
the FDA automated drug registration and listing system (eLIST), the content of labeling 
[21 CFR 314.50(l)] in structured product labeling (SPL) format, as described at 
http://www.fda.gov/ForIndustry/DataStandards/StructuredProductLabeling/default.htm, 
that is identical in content to the approved labeling (including the package insert, and 
any patient package insert and/or Medication Guide that may be required).  Information 
on submitting SPL files using eLIST may be found in the guidance for industry titled 
“SPL Standard for Content of Labeling Technical Qs and As” at 
https://www.fda.gov/media/71211/download.  The SPL will be accessible via publicly 
available labeling repositories. 
  

  
  
  
Sincerely yours, 
  
{See appended electronic signature page} 
  
For Vincent Sansone, PharmD 
CAPT, USPHS 
Deputy Director 
Office of Regulatory Operations 
Office of Generic Drugs 
Center for Drug Evaluation and Research 

  
  
  
    

1 Some of these provisions were amended by the Generic Drug User Fee Amendments of 2017 (GDUFA 
II) (Public Law 115-52, Title III). 



Catherine
Poole

Digitally signed by Catherine Poole
Date: 4/30/2020 12:20:59PM
GUID: 5407887a000a1c0c26055eafb8e3258a
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Lidocaine Patch 5 % - Patch Label 







Lidocaine Patch 5%  

Rx only  

DESCRIPTION 

Lidocaine patch 5% is comprised of an adhesive material containing 5% lidocaine, which is applied 
to a non-woven polyester felt backing and covered with a polyethylene terephthalate (PET) film 
release liner. The release liner is removed prior to application to the skin. The size of the patch is 10 
cm x 14 cm.  
Lidocaine is chemically designated as acetamide, 2-(diethylamino)-N-(2,6-dimethylphenyl), has an 
octanol:water partition ratio of 43 at pH 7.4, and has the following structure:  

 
Each adhesive patch contains 700 mg of lidocaine (50 mg per gram adhesive) in an aqueous base. It 
also contains the following inactive ingredients: purified water, glycerin, sorbitol, polyacrylic acid, 
sodium carboxymethylcellulose, sodium polyacrylate, propylene glycol, urea, kaolin, tartaric acid, 
gelatin, polyvinyl alcohol, dihydroxyaluminum aminoacetate, edetate disodium, methylparaben, and 
propylparaben. 

CLINICAL PHARMACOLOGY  
Pharmacodynamics  
Lidocaine is an amide-type local anesthetic agent and is suggested to stabilize neuronal membranes 
by inhibiting the ionic fluxes required for the initiation and conduction of impulses.  
The penetration of lidocaine into intact skin after application of a lidocaine patch 5% is sufficient to 
produce an analgesic effect, but less than the amount necessary to produce a complete sensory 
block. 
Pharmacokinetics  

Absorption 
The amount of lidocaine systemically absorbed from lidocaine patch 5% is directly related to both 
the duration of application and the surface area over which it is applied. In a pharmacokinetic study, 
three lidocaine patches were applied over an area of 420 cm2 of intact skin on the back of normal 
volunteers for 12 hours. Blood samples were withdrawn for determination of lidocaine 
concentration during the application and for 12 hours after removal of patches. The results are 
summarized in Table 1. 

Table 1  
Absorption of lidocaine from Lidocaine Patch 5% 
Normal volunteers (n=15, 12-hour wearing time) 



Lidocaine 
Patch 5% 

Application  
Site 

Area 
(cm2) 

Dose  
Absorbed 

(mg) 

Cmax 
(mcg/mL) 

Tmax 
(hr) 

3 patches 
(2100 mg) 

Back 420 64 ± 32 0.13 ± 0.06 11 hr 

 
When lidocaine patch 5% is used according to the recommended dosing instructions, only 3 ± 2% 
of the dose applied is expected to be absorbed. At least 95% (665 mg) of lidocaine will remain in a 
used patch. Mean peak blood concentration of lidocaine is about 0.13 mcg/mL (about 1/10 of the 
therapeutic concentration required to treat cardiac arrhythmias). Repeated application of three 
patches simultaneously for 12 hours (recommended maximum daily dose), once per day for three 
days, indicated that the lidocaine concentration does not increase with daily use. The mean plasma 
pharmacokinetic profile for the 15 healthy volunteers is shown in Figure 1.  

Figure 1 

Mean lidocaine blood concentrations after three consecutive daily applications of three 
lidocaine patches simultaneously for 12 hours per day in healthy volunteers (n = 15). 

 
Distribution 
When lidocaine is administered intravenously to healthy volunteers, the volume of distribution is 
0.7 to 2.7 L/kg (mean 1.5 ± 0.6 SD, n = 15). At concentrations produced by application of lidocaine 
patch 5%, lidocaine is approximately 70% bound to plasma proteins, primarily alpha-1-acid 
glycoprotein. At much higher plasma concentrations (1 to 4 mcg/mL of free base), the plasma 
protein binding of lidocaine is concentration dependent. Lidocaine crosses the placental and blood 
brain barriers, presumably by passive diffusion.  

Metabolism 
It is not known if lidocaine is metabolized in the skin. Lidocaine is metabolized rapidly by the liver 
to a number of metabolites, including monoethylglycinexylidide (MEGX) and glycinexylidide 
(GX), both of which have pharmacologic activity similar to, but less potent than that of lidocaine. A 



minor metabolite, 2,6-xylidine, has unknown pharmacologic activity but is carcinogenic in rats. The 
blood concentration of this metabolite is negligible following application of lidocaine patch 5%. 
Following intravenous administration, MEGX and GX concentrations in serum range from 11 to 
36% and from 5 to 11% of lidocaine concentrations, respectively.  

Excretion 
Lidocaine and its metabolites are excreted by the kidneys. Less than 10% of lidocaine is excreted 
unchanged. The half-life of lidocaine elimination from the plasma following IV administration is 81 
to 149 minutes (mean 107 ± 22 SD, n = 15). The systemic clearance is 0.33 to 0.90 L/min (mean 
0.64 ± 0.18 SD, n = 15).  

CLINICAL STUDIES  

Single-dose treatment with lidocaine patch 5% was compared to treatment with vehicle patch 
(without lidocaine), and to no treatment (observation only) in a double-blind, crossover clinical 
trial with 35 post-herpetic neuralgia patients. Pain intensity and pain relief scores were evaluated 
periodically for 12 hours. Lidocaine patch 5% performed statistically better than vehicle patch in 
terms of pain intensity from 4 to 12 hours.  
Multiple-dose, two-week treatment with lidocaine patch 5%, was compared to vehicle patch 
(without lidocaine) in a double-blind, crossover clinical trial of withdrawal-type design conducted 
in 32 patients, who were considered as responders to the open-label use of lidocaine patch 5% prior 
to the study. The constant type of pain was evaluated but not the pain induced by sensory stimuli 
(dysesthesia). Statistically significant differences favoring lidocaine patch 5% were observed in 
terms of time to exit from the trial (14 versus 3.8 days at p-value <0.001), daily average pain relief, 
and patient's preference of treatment. About half of the patients also took oral medication commonly 
used in the treatment of post-herpetic neuralgia. The extent of use of concomitant medication was 
similar in the two treatment groups.  

INDICATIONS AND USAGE  

Lidocaine patch 5% is indicated for relief of pain associated with post-herpetic neuralgia. It 
should be applied only to intact skin.  

CONTRAINDICATIONS  

Lidocaine patch 5% is contraindicated in patients with a known history of sensitivity to 
local anesthetics of the amide type, or to any other component of the product.  

WARNINGS  
Risk of Methemoglobinemia 
Cases of methemoglobinemia have been reported in association with local anesthetic use. Although 
all patients are at risk for methemoglobinemia, patients with glucose-6-phosphate dehydrogenase 
deficiency, congenital or idiopathic methemoglobinemia, cardiac or pulmonary compromise, infants 
under 6 months of age, and concurrent exposure to oxidizing agents or their metabolites are more 
susceptible to developing clinical manifestations of the condition. If local anesthetics must be used 
in these patients, close monitoring for symptoms and signs of methemoglobinemia is recommended. 
Signs of methemoglobinemia may occur immediately or may be delayed some hours after exposure, 
and are characterized by a cyanotic skin discoloration and/or abnormal coloration of the blood. 
Methemoglobin levels may continue to rise; therefore, immediate treatment is required to avert 



more serious central nervous system and cardiovascular adverse effects, including seizures, coma, 
arrhythmias, and death. Discontinue lidocaine patch 5% and any other oxidizing agents. Depending 
on the severity of the signs and symptoms, patients may respond to supportive care, i.e., oxygen 
therapy, hydration. A more severe clinical presentation may require treatment with methylene blue, 
exchange transfusion, or hyperbaric oxygen. 
Accidental Exposure in Children  

Even a used lidocaine patch 5% contains a large amount of lidocaine (at least 665 mg). The 
potential exists for a small child or a pet to suffer serious adverse effects from chewing or 
ingesting a new or used lidocaine patch 5%, although the risk with this formulation has not been 
evaluated. It is important for patients to store and dispose of lidocaine patch 5% out of the 
reach of children, pets, and others (see HANDLING AND DISPOSAL).  
Excessive Dosing  

Excessive dosing by applying lidocaine patch 5% to larger areas or for longer than the 
recommended wearing time could result in increased absorption of lidocaine and high blood 
concentrations, leading to serious adverse effects (see ADVERSE REACTIONS, Systemic 
Reactions). Lidocaine toxicity could be expected at lidocaine blood concentrations above 5 
mcg/mL. The blood concentration of lidocaine is determined by the rate of systemic absorption and 
elimination. Longer duration of application, application of more than the recommended number of 
patches, smaller patients, or impaired elimination may all contribute to increasing the blood 
concentration of lidocaine. With recommended dosing of lidocaine patch 5%, the average peak 
blood concentration is about 0.13 mcg/mL, but concentrations higher than 0.25 mcg/mL have been 
observed in some individuals.  

PRECAUTIONS  
General  

Hepatic Disease 
Patients with severe hepatic disease are at greater risk of developing toxic blood concentrations 
of lidocaine, because of their inability to metabolize lidocaine normally.  

Allergic Reactions 
Patients allergic to para-aminobenzoic acid derivatives (procaine, tetracaine, benzocaine, etc.) have 
not shown cross sensitivity to lidocaine. However, lidocaine patch 5% should be used with caution 
in patients with a history of drug sensitivities, especially if the etiologic agent is uncertain.  
Non-intact Skin 
Application to broken or inflamed skin, although not tested, may result in higher blood 
concentrations of lidocaine from increased absorption. Lidocaine patch 5% is only 
recommended for use on intact skin.  

External Heat Sources 
Placement of external heat sources, such as heating pads or electric blankets, over lidocaine patch 
5% is not recommended as this has not been evaluated and may increase plasma lidocaine levels.  

Eye Exposure 
The contact of lidocaine patch 5% with eyes, although not studied, should be avoided based on 
the findings of severe eye irritation with the use of similar products in animals. If eye contact 
occurs, immediately wash out the eye with water or saline and protect the eye until sensation 
returns.  



Information for Patients 
Methemoglobinemia 
Inform patients that use of local anesthetics may cause methemoglobinemia, a serious condition that 
must be treated promptly. Advise patients or caregivers to stop use and seek immediate medical 
attention if they or someone in their care experience the following signs or symptoms: pale, gray, or 
blue colored skin (cyanosis); headache; rapid heart rate; shortness of breath; lightheadedness; or 
fatigue. 
Drug Interactions  

Antiarrhythmic Drugs 
Lidocaine patch 5% should be used with caution in patients receiving Class I antiarrhythmic 
drugs (such as tocainide and mexiletine) since the toxic effects are additive and potentially 
synergistic.  

Local Anesthetics 
When lidocaine patch 5% is used concomitantly with other products containing local anesthetic 
agents, the amount absorbed from all formulations must be considered.  
Drugs That May Cause Methemoglobinemia When Used with Lidocaine Patch 5% 
Patients who are administered local anesthetics are at increased risk of developing 
methemoglobinemia when concurrently exposed to the following drugs, which could include other 
local anesthetics: 
Examples of Drugs Associated with Methemoglobinemia: 

Class Examples 

Nitrates/Nitrites nitric oxide, nitroglycerin, nitroprusside, nitrous oxide 

Local anesthetics articaine, benzocaine, bupivacaine, lidocaine, mepivacaine, 
prilocaine, procaine, ropivacaine, tetracaine 

Antineoplastic agents cyclophosphamide, flutamide, hydroxyurea, ifosfamide, rasburicase 

Antibiotics dapsone, nitrofurantoin, para-aminosalicylic acid, sulfonamides 

Antimalarials chloroquine, primaquine 

Anticonvulsants Phenobarbital, phenytoin, sodium valproate 

Other drugs acetaminophen, metoclopramide, quinine, sulfasalazine 
 
Carcinogenesis, Mutagenesis, Impairment of Fertility  
Carcinogenesis 
A minor metabolite, 2,6-xylidine, has been found to be carcinogenic in rats. The blood 
concentration of this metabolite is negligible following application of lidocaine patch 5%.  
Mutagenesis 
Lidocaine HCl is not mutagenic in Salmonella/mammalian microsome test nor clastogenic in 
chromosome aberration assay with human lymphocytes and mouse micronucleus test.  

Impairment of Fertility 
The effect of lidocaine patch 5% on fertility has not been studied.  



Pregnancy  

Teratogenic Effects 
Pregnancy Category B. 
Lidocaine patch 5% has not been studied in pregnancy. Reproduction studies with lidocaine have 
been performed in rats at doses up to 30 mg/kg subcutaneously and have revealed no evidence of 
harm to the fetus due to lidocaine. There are, however, no adequate and well-controlled studies in 
pregnant women. Because animal reproduction studies are not always predictive of human 
response, lidocaine patch 5% should be used during pregnancy only if clearly needed.  
Labor and Delivery  

Lidocaine patch 5% has not been studied in labor and delivery. Lidocaine is not contraindicated in 
labor and delivery. Should lidocaine patch 5% be used concomitantly with other products 
containing lidocaine, total doses contributed by all formulations must be considered.  
Nursing Mothers  

Lidocaine patch 5% has not been studied in nursing mothers. Lidocaine is excreted in human milk, 
and the milk:plasma ratio of lidocaine is 0.4. Caution should be exercised when lidocaine patch 
5% is administered to a nursing woman.  
Pediatric Use  
Safety and effectiveness in pediatric patients have not been established.  

ADVERSE REACTIONS  
Application Site Reactions  

During or immediately after treatment with lidocaine patch 5%, the skin at the site of application 
may develop blisters, bruising, burning sensation, depigmentation, dermatitis, discoloration, 
edema, erythema, exfoliation, irritation, papules, petechia, pruritus, vesicles, or may be the locus 
of abnormal sensation. These reactions are generally mild and transient, resolving spontaneously 
within a few minutes to hours.  
Allergic Reactions  
Allergic and anaphylactoid reactions associated with lidocaine, although rare, can occur. They 
are characterized by angioedema, bronchospasm, dermatitis, dyspnea, hypersensitivity, 
laryngospasm, pruritus, shock, and urticaria. If they occur, they should be managed by 
conventional means. The detection of sensitivity by skin testing is of doubtful value.  
Other Adverse Events  

Due to the nature and limitation of spontaneous reports in postmarketing surveillance, causality 
has not been established for additional reported adverse events including:  
Asthenia, confusion, disorientation, dizziness, headache, hyperesthesia, hypoesthesia, 
lightheadedness, metallic taste, nausea, nervousness, pain exacerbated, paresthesia, somnolence, 
taste alteration, vomiting, visual disturbances such as blurred vision, flushing, tinnitus, and tremor.  
Systemic (Dose-Related) Reactions  

Systemic adverse reactions following appropriate use of lidocaine patch 5% are unlikely, due to the 
small dose absorbed (see CLINICAL PHARMACOLOGY, Pharmacokinetics). Systemic adverse 
effects of lidocaine are similar in nature to those observed with other amide local anesthetic agents, 
including CNS excitation and/or depression (lightheadedness, nervousness, apprehension, euphoria, 



confusion, dizziness, drowsiness, tinnitus, blurred or double vision, vomiting, sensations of heat, 
cold, or numbness, twitching, tremors, convulsions, unconsciousness, respiratory depression and 
arrest). Excitatory CNS reactions may be brief or not occur at all, in which case the first 
manifestation may be drowsiness merging into unconsciousness. Cardiovascular manifestations 
may include bradycardia, hypotension, and cardiovascular collapse leading to arrest.  

OVERDOSAGE  

Lidocaine overdose from cutaneous absorption is rare, but could occur. If there is any suspicion of 
lidocaine overdose (see ADVERSE REACTIONS, Systemic Reactions), drug blood concentration 
should be checked. The management of overdose includes close monitoring, supportive care, and 
symptomatic treatment. Dialysis is of negligible value in the treatment of acute overdose with 
lidocaine.  

In the absence of massive topical overdose or oral ingestion, evaluation of symptoms of toxicity 
should include consideration of other etiologies for the clinical effects, or overdosage from other 
sources of lidocaine or other local anesthetics.  
The oral LD50 of lidocaine HCl is 459 (346 to 773) mg/kg (as the salt) in non-fasted female rats and 
214 (159 to 324) mg/kg (as the salt) in fasted female rats, which are equivalent to roughly 4000 mg 
and 2000 mg, respectively, in a 60 to 70 kg man based on the equivalent surface area dosage 
conversion factors between species.  

DOSAGE AND ADMINISTRATION  
Apply lidocaine patch 5% to intact skin to cover the most painful area. Apply the prescribed number 
of patches (maximum of 3), only once for up to 12 hours within a 24-hour period. Patches may be 
cut into smaller sizes with scissors prior to removal of the release liner (see HANDLING AND 
DISPOSAL). Clothing may be worn over the area of application. Smaller areas of treatment are 
recommended in a debilitated patient, or a patient with impaired elimination.  

If irritation or a burning sensation occurs during application, remove the patch(es) and do not 
reapply until the irritation subsides.  
When lidocaine patch 5% is used concomitantly with other products containing local anesthetic 
agents, the amount absorbed from all formulations must be considered.  

Lidocaine patch 5% may not stick if it gets wet. Avoid contact with water, such as bathing, 
swimming, or showering. 

HANDLING AND DISPOSAL  

Hands should be washed after the handling of lidocaine patch 5%, and eye contact with lidocaine 
patch 5% should be avoided. Do not store patch outside the sealed envelope. Apply immediately 
after removal from the protective envelope. Fold used patches so that the adhesive side sticks to 
itself and safely discard used patches or pieces of cut patches where children and pets cannot get to 
them. Lidocaine patch 5% should be kept out of the reach of children.  

HOW SUPPLIED  

Lidocaine patch 5% is available as the following:  
Carton of 30 patches…………………………………………………………. NDC 42858-118-30  
(packaged in individual child-resistant envelopes)  



Store at 25°C (77°F); excursions permitted to 15° to 30°C (59° to 86°F) [see USP Controlled Room 
Temperature].  

For more information, call Rhodes Pharmaceuticals L.P. at 1-888-827-0616. 
Marketed by: 
Rhodes Pharmaceuticals L.P. 
Coventry, RI 02816, USA 
Manufactured by: 
Altergon Italia Srl  
Zona Industriale ASI, Morra de Sanctis 
Avellino, 83040, Italy 
303194-0A 
Revised 01/2019 
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ËÊ½Ì�ÌÍÈÈÄÀÂÀÇÉÆÄ�ÆÈÈÄ½ÅÆÉ½¿ÇÎ�ÌÍÏÂ½ÉÉÀ¾�ÆÌ�Æ�ÐÑÊÆÇÒÀÌ�ÓÀ½ÇÒ�ÔÕÕÀÅÉÀ¾�½Ç�Ö²�¾Æ×ÌØ�ÌÍÈÈÄÀÂÀÇÉÎ�
ÈÁ¿Ù½¾ÀÌ�Õ¿Á�ÉÊÀ�Æ¾¾½É½¿Ç�¿Õ�ÉÊÀ�ÌÉÆÉÀÂÀÇÉÌ�Ð¼½¾¿¾ÀÁÂ�ÂÆ×�Ç¿É�ÌÉ½ÅÚ�½Õ�½É�½Ì�ÛÀÉÜ�ÝÙ¿½¾�Å¿ÇÉÆÅÉ�Û½ÉÊ�ÛÆÉÀÁ�
ÌÍÅÊ�ÆÌ�ÏÆÉÊ½ÇÒÎ�ÌÛ½ÂÂ½ÇÒ�¿Á�ÌÊ¿ÛÀÁ½ÇÒÜØ�É¿�ÉÊÀ�Þß·ÝàÔ�Ý�Þ�ÝÞ����·Ë�ÝË�ß��ÌÀÅÉ½¿Ç�¿Õ�ÉÊÀ�
�ÆÅÚÆÒÀ��ÇÌÀÁÉÎ�ßÙÀÁÛÁÆÈ�ÔÇÙÀÄ¿ÈÀÎ�ÆÇ¾�ÑÆÁÉ¿Ç�ÄÆÏÀÄ½ÇÒÜ



��������

�	
���
����������������	
�����������������
����������	 ����	����	 ��� ��	
������
!"#��$� #��
�%�&����	�� #���������	
�����'

���()���*"*+��,�-���(.*/�-+/-���/��-0*��+1�

-+/-23)&44����� 2�!)5666����������	�'���78�9:�;<9;=�9;>9?

)&44����� �-44���	��/	 ����78�9:�;<9;=�9;>9?

���4��� 	�@�+	�����78�9:�;<9;=�9;>9?

*� 	
���#���+	�����78�9:�;<9;=�9;>9?

/�����4 �������)&44����� ���78�9:�;<9;=�9;>9?

���*���-�*�!�A�AB�0�"-B���*-B�"	���5�& '���78�9:�;<9;=�9;>9?

��(�C*��!/�����
�'���78�9:�;<9;=�9;>9?

DEDED FGHIJ�KGLMNOLIP�JNQIJR
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�����H���C���������������������G���C��
��	
@�����CH��\G	�]_�

	
����CA�\E
��
�
��]����
�_���̀�?���G	��a�@��BBC�D���H���C��������b�����C�C�E
������B�
��

�@@�

�����a
���B�@�c��CB��

���HC�E�
�̀��?���G	��
@�
����������C���A
�
@�C��
���̂F�����H@�C�̀�
?���BC�B�@�������G	���CH��BC��H
�@��C����E
D�C����������H@�C�D
��B��
��
����
�
���	
��
�
��_�

\��]��������C���C�_�
��
@�
��@
��C�����
�ABE�d��CH�c��D

��
�Â 
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ê�Z�����
��������a��ZV
�W���

f�a��ZZ[���_


�����c�����X\�d����c�����X
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����Ŷ����_�����\�

��
[��X\
�
�
Y���
Y���
�[�������������]���������[����[����Y�\����_�\������������[�̂�]�
̂��
��̀��

����[����[����Y�\����_�\�������������̂ Y��XY����������
�[�[������[�����\\�����
��[�
\�[��\
������


\�����Y�����[����
�[̂�[��̂��������[��[����\�[X
�[���
�����\�����\��̂�[�[̀�

W�������\����[�
���������X
X̂Y���
���
�[���\����
\����������\\�����
�����Y][�[�����������������
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�]��e�WXZ���rd̀cjed̀e�a��ij�êke���edfk���i���c̀]df�k�h]�efm�[a�l�]fcad

     
     

   
    

  
    

     

    

    

      

    

    

    

(b) (6) (b) (6)





������������	
��
���������������

��������
����

���� !"�#$%&'$(�$�)%�*�$�'+$��,�*%-��-���.//%0��1/�2%1,-'-%,-%0,�013045,%136��

789 :;<=>?@AB;C�

7898D E<;F>GA�HIJBKC

LICI<BG�H<>K�E<;F>GA MNH�E<;F>GA

E;?O=I<BG�@FPIJBQI R���S��T
SUV�W�����X�Y� R���S��T
SUV�W�����X�Y�

Z;=[;JBAB;C�;\�

]CBA�[I<�@<I@

�̂�������X�Y��T������
�����X�_���V��
��S��
������̀���V��T�W��W�V�

����X�Y�a��������bc�
cX�d�X�e�f���SX
��
�����X�
���W�������Y�����W������Xe�

gO[I� � h�

jBkI ����V�i�����V ����V�i�����V

jP@[I W������S� W������S�

N@OI<J ��S�U�WX ��S�U�WX

:BK><I �
����cW��l�X��
c����������

�TTS�����mX�XcdV�XX�
�

�
����cW��l�X��
c�����������TTW
Y���

S�d�S����
��
��
��WVn

H;JI�FI?BQI<IF _���V��
��S��
������ _���V��
��S��
�����

78987 LICI<BG�@CF�MNH�Z;=[;CICAJ�@CF�Z;=[;JBAB;Co

789878D gIJA�:;<=>?@AB;C

pCK<IFBICA :>CGAB;C q�:;<=>?@ rB??BK<@=J�EI<�E@AGP


��
����� ����Y�����W������ �e�� _��

�cW������s���

tSU��W��

R
Wd��
S�R
Sc��


�
SU��WUS�������

R
��cV��
SU��WUS���

R
��cV�y�Wd
iUV���US��SScS
X�

�W
TUS����tSU�


zW���

|�
S��

}�W��W�������

t�S�����

�
SUY��US��S�
�
S�̀�x�a

��~t����ff�W�Y��l���������w��w���_�T���X�����_�
����

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)





������������	
��
���������������

��������
����

:7�;<#(=�8<)�2>??�

$))"(�8<)�8)(8�@9'$#A8��AA)@8�B%)7�C))�2>??�9)6!)D�*'9�$)8�!%(7��

EFG HIJIKLMN�OPMQPMRS�OTUV�WIXUMQLTY�LMQ�ZITNPLTY�HIKPI[ITS

\�]���
���������]�̂�_�����]�
̀]�̂a���̀b�����c���_̂�d�̂b�]����]����e�̂�a��f�̂��
̂��̂̂�����
��

]�
̂�]����]�g�b�h�i
j�ikkjl��mh�_̂�d�̂b�̂�a��f�̂��
��eg����������
����ng����

�
��eg]�
������̀��d�����̂
d����]�]�g�bo��]���̂�]ge�l��mh�]��
���̂b�������̂���̂b�̂�a��f�̂]�

�
�]���̂����ee�̂�e�a�����������]�����̀�]���
��f������
���a��������__̂
���l�]g__
̂����̀b�


���̂����
̂d���
���a��e�̀e��f������]g̀d�]]�
���]��
ee
f]l��mh�̂��
dd���]��__̂
a�e�
��

���]��__e�����
�p

�oq����__e�����r]���]��_̂
�g����]�
�eb�ng��������a�eb������̂�����̂
d�����h
�o�st��_���
̂�

�f
�������a�����̂������]l�]
��gd���̂̀ 
tbd���be��eege
]���������b�̂
tb�egd��gd�

�d��
�������l��ee�
���̂�������a�����̂������]�_̂�]�������������]���
̂dge���
���̂��

ng�e�����a�eb�����]�d�������̂�����e�a�e]�]�d��
̂ ���
]��
������h
�o��\jj�

����̂d���������������d
g���
�����b�̂
tb�egd��gd�_̂
_
]������������]��_̂
�g����]�

f����������e�a�e�
������__̂
a���
��
������_������
̂���
���̂�����̂����__e������u�����

���vw�xo�������
��eebl�f��e�����b�̂
tb�egd��gd��d��
���������]��
�]���̂�����

_
������e�]y����̂̂�����l����������̂�����̀��f����������]������h
��_������d
g��]��]�]d�ee�

������]��
���t_�������
�̀���e�����eeb�]����������o�h���̂������� ��d
g���

�
��]
��gd���̂̀ 
tbd���be��eege
]��_̂�]�������������]��_̂
�g����
d_�̂����
�����

h
�l��mh�����̂d��������������]�g�e�y�eb��������� �f
ge�������������]����b�

_̂
��e�l��]�]
��gd���̂̀ 
tbd���be��eege
]���]��
�]���̂������
�i�̂̂�������������
�i

]��]���z����]g̀]������������]��a���g]����]�� �q��̂��
̂�l�
a�̂�eel��mh�

]��
���̂b�������̂���̂b�̂�a��f�̂]��
��eg������������d��
̂������̂����]������]��

�
̂dge���
���
d_�̂����
�����̂���̂�����_̂
�g����
��
��_
]����b��̂����̂�]����b��
���̂��

�
̂��̂̂�����
��
̂�]��]���z���
��_
������e]�
��������]��_̂
�g��o��

�o��̂��\jjl�������]��_̂
�g����]����d����
�̀��̀�
�ng�a�e�����
�����h
��̀�]���
����

_��̂d��
y�������]�g�bo�j�����]�]�d��]�g�bl�����]�
��_�̂�
̂d�����
��������]��_̂
�g���

f�]�]�
f���
�̀������_��̀e�o

�o��̂�c���]����]����e�̂�a��f�̂]l������__e�����r]�����]��]��������
�]�]������̂̂�����
��

]�
̂�]������̂��]����
���̂�]�̂���̂���������������̂��bo���̂�{kjkl����̂��f�̂���
�

]������������������]�
̀]�̂a����
̂������̂̂�����
�|]��]���z���
��]�g�b����������f�̂��

�
�]���̂�������_��̀e���
̂�c���̂�a��fo�q��̂��
̂�l�f��e���mh���y�
fe����]�����

]����]����e�̂�a��f����dr]��
���̂�]�f��������������̂
d�]�g�b�h�i
j�ikkjl�����e��y�
��

�
̂̂
̀
̂�������
���̂�]��̂
d�{kjk���]_����
��d�y�]����d
̂��������ge���
�}g]���b�

�
d_e���eb���]̂���̂�����]�g�b�̂�]ge�]o

�o\���g]�������__e�����r]�]�g�b���]�����]�]����������eb������̂�����̂
d�����

�̂�
dd������
��_̂
a�������������̂g��]_��������g��������
̂����]�_̂
�g����g���
�

���
�]�]�����d�y�ig_�_�����g]�l�c���]����]����e�̂�a��f�̂�_�̂�
̂d���v������̂����]�g�b�

_
_ge���
�]�_
]�i�
���
��a�eg����f�����̂���
]��_̂
�
�
e�a�
e���
�]������������̀b�����

c���]����]����e�̂�a��f�̂��
ge�������������]�g�b�
g��
d�o�\�]���
��c���]����]����e�

�̂a��f�̂r]�v������̂����]�g�b�_
_ge���
�]����ebz��l�����]�g�b�
g��
d��̂�d����������

]�d�l�d��������
�i����̂�
̂��b��̂���̂��o��e��
g�����������]��]�d�b��__��̂��
�̀��

g�̂�e��̀e�����]
d����]�]l�
a�̂�ee��]]�]]d����
������]��]�����r��_̂�]������b�̀��]�
̂�

�̀���̂��̂̂�����
��̂�]_
�]���
f�̂��������]��_̂
�g����
d_�̂����
�����̂���̂�����_̂
�g��o��

(b) (4)

(b) (4) (b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



������������	
��
���������������

��������
����

����������������������� ����!���"#��$���
��

��%$�"��#��
���
"&���'�������
�

�
���������
������������������"
 ����(������
�������
����������
�)�������*���
�+������
�

����
$����������
�)�������*���
���,��������������,�"
�!������
���!+��-.����
����#�

�����������#���,�� �����
��"$�������������������%$�����
��$��
�������
,�"&

/01 2345678934�:4;�<=53>>=4;:?934

/010@ 2345678934

������������%$�������
�!���
������������������
��
��"$������������!��
����������������������

�
�!$"���
��
��.�
��������!���$����"��
&�&A��
��
�������
����"�����������
!�������
�����

������������
�$��+�
��
���!��
����"������+���+��
����
���
�����#��������������#��
�������
��

��������
��
���������*���
���
������"��
�������������
�$��&������"�����"��������
!�B�$�#�.�(
C�(

�D������!
�����������������������,������
�!�����
��.�
��������!���$����"��
&�&A��
��
������

�
����"������+����������"���������

����������
������.
�+�
��
���!E�F"��
�����G��
����"������+�

��&��

/010/ <=53>>=4;:?9348

�-.����
!!���������
,�"�
����������"�����
�+��
���������
������
,�"����
!!������
�����
!�

����
�����������"�����
��������,�� ����!&



���������	���


 ��
�
�����������������������
���������������
����

������� �!���"�#!�$�� ����#�!�%$��&�'��&#�(�)��*��	�+,"+�-�./.��� '���#� ��!�%%� &#��&�&��#�

&�%�0



�����

���

�	
	��

���	
����������������

��������������������������

�������� ���!!���� ��"��� #  ���������

$�%&


'	(

�	
	��

���	
�������$�%&
�'	(

��������������������������

�������� ��������� �!��  ������ ��!���

��%�)

*	(

�	
	��

���	
���������%�)�*	(

��������������������������

�������� #�� ��������!�����������#����



�

����������	�
�����
���������
������
����

���������������������� !�"#

�$�%�&$�'���(���������������������� !�"�#

)*�)(+,-�-,

)*�)�)..���
��(/ ���0�� �12���3�����0!��4�4

��	�$�����5����'��$�%�6�5�7�

*�)8�)..$��
���
����

�5��9.����$(

������12:�;���������<����� �"#�

=>?�,+,@�+!��?��1�A������,BC�-C�---

���D�D3�� �12�!�EF?�G��4

&H
$I
����%JKL�M�����%J

&$�I
$J��������$(

N��O�3�P�O��P!�� >

� �12�����P�0�!�>�A�0����QR�S��������/�A��T�;>S/<

QRR�����R�U���V3�A�������;QU<

QRR�����R�W���1���>13P0�;QW><

X�'��
��Y		���$

&$�I
$J��������$(

NZ������4�[�0\2��!�N>!�� >

S��������/�A��T�1�

>S/!QU!QW>

X�'��
��Y		���$

9����'
$J��������$(

�����������\!�N>

S�����������2������1

>S/!QU!QW>

L�$��
$J��������$>��A��F ���]!�N>

>��3�]�>�1����1

>S/!QU!QW>

L�(U�����N�� �T!�� �124>4�

>�A�0�����R�[����P�/�A��T�;>[/<�

QRR�����R�/�P3����1]�Q��1�����0�;Q/Q<

��
����	�$�
������(?00�00�� ��0�R��]��R�� ���̂����������1_�̂]2�� ]�����3��0��;SNS<�0���32�

���� ���13P��1��3������� ����A��0��1���0��4

�
����	�9�̀I������(,aC�BC+,�@

�
����	�
������(,aC+bC+,�@

�
���)���%��'(�,@C,cC+,�@

�
����	�
�I.������(,"C�,C+,�c


���������(>S/������3��0�� ���� �SNS�0���32 �

���� ���1���0����������� ������ ��/�>��

�����������0�R��]������1�0!������0��������_���R1�2�S������������� �12C��̂�

��10�����A�04��

e fM��������9�II
$J(

� �0�1�A��T����1�00�0������03���R1�2�� ��>�A�0�����R�[����P�/�A��T�;>[/<�����A��3����� ��

���������g0�h30��R��������1�P�1���P�� ��0�R��]��R�� �� �P �1���A����R���1_�̂]2�� ]�����3��0��

;SNS<�0���32����� ���1���0���P���1�������������"#����� ���2��1������� ��/�>!�03_2������

3���1�?=>?�+,-�-,�_]�/ ���0�� �12���3�����0��4�4�� ��/�>!�������12:������������� �"#�

T�0����1�A���R�1�� ��1����R��R�������00��������T�� ���0�i �1��������31��P������,BC�-C�---�;=>?�

,+,@�+!��0���0�1j����D�D3�� �12��EF?�G��4<�d�� ����� ��������0�c,,�2P��R����������4�

(b) (4) (b) (4)



�

��������	
��
��

�����
���
��
����
���
���
�����
��
��
���


�����
�
��
�
�������
�
�����

��





������
�
�����
��������
� �
������

�

��

���
��������

�
��
�
)��
�

������
�)
� �
������
��
��

������
�


)����������
� 
������
�
��
��

����

��

 �&
)��
��

������
�
�������
��
����



����
���
�������
����
�
��
��

/��
00�
�������

#���
�������
����������
�)
��
�


���

1�����
�
� �
������
��
��

������
�
��������

�������
�����
)���
��������
��)
��
���


�����2��%�����	�
�
���
���1
��
��

�����������
3����)��������
/��
�������
�
���
���
�
�����
�


#
�

�
1�
#
�
)��
��)��������
�
�
1���
��
����
��������


� �
������
��
��

������
����
�)
�
���������%��
����

��
�
�)
�
������
�
0�
��
	
�
�����


�
��	��4
�
��
��)

'5��6(
��
�
����
����
���
���
	
�
���
������

)���
������1

#������


�����������
#�
�
��
�
��
���������

#���
	���
����)�������	
�������

'�-�/�
-7��-!�"(�


�����
�
��������
� �
������
��
������
�
�
��
�
�������������	
���
��
�
�����4��	
��������
�


��
�

��

��
�������
�
��������
�����
�
�
������	
��1
��


1
���
#���
� �
������
�����
�


���������
��
��

�8���
��

9����
:
����
;�	���4�����
'9:;(
�
�
����
�
��
<���
��
��)�
�=
��



���
�����

�����
0���8

'��0(
)��
�����
�
������

�
��1���1
�
�
����

9:;
������
�
�
����
��


��%��

))
���
����


%�
��
�

1
�
�)�
�
��	�
����8
��


��

���������
�������
�
�#�
��������
�����
�
��
�������
�����1��
�)
��

�>��?
�
�8��


����������2�
�����4�����
�����
'6����
�@��0��660(
#����
��
���
�
�
1�
#
��
��

�>��
�
1�
#


�
��
��
����
���
�
���
$��1��
��

�����
'6����
�@��0��@A,,-(
��
���
�
�
1�
#
��
��



��1�����
�)
B��
$��1��
��
�
��

��
$����
���
���
���������
�)
��

�����
�������
���
�
�����
��



�
����	
�
1�
#�


/���
�
�����2��%
�
���
���1
�
��

������������
����
�������
�
����
��

������
�
�
1
�
�)
������


� �
��
��

	
�
���
1
�����
�)
��������

�����
��
#�����
��)

���	

������
�
��
��

����


B��
�
��
�1������

��)���������
��
��
����8
��
����
� (
��
��

������
�)


� �
������
��
��

������
�
)����������
������
�
��
��

���
#����
�))
��
��

��)
��
���)��



�)
��

������
�
)�����������

C DEFGHHEIJKLMGIN

/���
�
��������
��)
��
���
@����2��%
�
���
���1
��
���
�������
�
����
��

������
�)


�����%��
�����
������

'� �(
������
��
��

������
�
	
�
���
��������

�����
".
��


���
�����
�

��

������
�)
� �
������


��
��

������
�
�����
��
����8
��
��
���

��
����
��
�
��)
��
���8
��
��

����
��
�)
��



	
�
���
���	
�������
��
��
�
��
�
��
���
����

$��1��
��
�)
��

����


���
���
��
�
����
��������
��
�

���1
�
�
��
��

���������
)���
�
��������
��)
��
���


@����2��%
�
���
���1
��


(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



�

� ������	
��
������
����

���
����
�������� 
!"���#$�%�
&$'#�
()*
+$,
-�.�%
��&�$%
��/-
��,�-%$'��%
�%
012342055(


6��
'��
�%��#$'��%
�6
'��
��"��6
�6
$""��7%�$
!&$�%6/"
�7&��,�%,�'�.�'7*
$%�
#���%�#
&$�%
$,,�#�$'��


+�'�
&�,'8���&�'�#
%�/�$"-�$09

:'
+$,
,/;,�</�%'"7
$&&��.��
;7
=�>
6��
�$�?�'�%-
6��
'��
��"��6


�6
&$�%
$,,�#�$'��
+�'�
&�,'8���&�'�#
%�/�$"-�$
�%
1�20520555
!&��
@�$%-�
A��?
$%�
�>���B*


/%���
C�>
131D03
!,&�%,��E
���?�?/
F�$��$
GB>*9


@%
142042310D�
�����,
F�$��$#�/'�#$",
�9F9
!�����,*�
'��
$&&"�#$%'�
,/;��''��
>C�>
315051


6��
$
-�%���#
"���#$�%�
&$'#�
()�
'��
���
�,
�������� 9

���
$&&"�#$%'��%
�%#"/���
'+�
,'/���,


'�
,/&&��'
$&&��.$"
�6
'��
>C�>E
$
,?�%
����'$'��%2,�%,�'�H$'��%
,'/�7
!B'/�7
�F8�:�8BB:*
+��#�


�,
��.��+��
;7
'��
>C�>
��.��+
'�$�
�%
�I��
$%�
$
&�$��$#�?�%�'�#
!FJ*
;���</�.$"�%#�


!AK*
,'/�7
!B'/�7
�F8�:�8FJ110*
�,
��.��+��
;7
'��
��.�,��%
�6
A���</�.$"�%#�
::
!�A
::*9



A�'�
,'/���,
$��
#/���%'"7
/%���
��.��+9


���
&��&�,��
&$'#�
#�%'$�%,
'��
�L#�&��%'
#$�;�L7��'�7"#�""/"�,�
!IMI*
,���/�
'�$'
�


'�$%
'��
$��/%'
&��,�%'
�%
'��
���9

�=�
,�%'
$
#�%,/"'
'�
�I�
,'$'�%-
'��
$��/%'
�6


�L#�&��%'
�%
'��
&��&�,��
&���/#'
#�/"�
%�'
;�
O/,'�6���
;7
'��
::P
�$'$;$,��
M���
��
���


6���/"$'��%�
$%�
��</�,'��
�.$"/$'��%
�6
'��
F�$��2��L
�$'$
,/;��''��
;7
'��
$&&"�#$%'9

�QR S�����	

�
T��U	
V�W�����

�����
�,
&���/#'
,&�#�6�#
;���</�.$"�%#�
-/��$%#�
6��
"���#$�%�
'�&�#$"
&$'#��
()
$'
'��


XA���</�.$"�%#�
��#����%�$'��%,
6��
B&�#�6�#
F���/#',Y
+�;,�'�E


�''&E22+++96�$9-�.2��+%"�$�,2��/-,2P/��$%#�I��&"�$%#���-/"$'��7:%6���$'��%2P/��$%#�,2/

#�1ZD35�9&�6

!"$,'
��.�,��%�
[$%/$�7
310D*


\�	W]�
̂�����W��	E
����#$�%�

T
_���
̀
�a�
��/'�E
F$'#�b
'�&�#$"

���
aa�����
c	��W�_E
defgg
,'/���,

09�7&�
�6
,'/�7E
=$,'�%-


��,�-%E
B�%-"�8��,��
�%
.�.��
/,�%-
'����
'�&�#$"
&$'#��,


B'��%-'�E
()


B/;O�#',E
C���$"
��$"'�7
�$"�,
$%�
6��$"�,�
-�%��$"
&�&/"$'��%9


>���'��%$"
I����%',E


h >&&"7
'����
'�&�#$"
&$'#��,
,��/"'$%��/,"7
�.��
$
038��/�
&�����9


h i�/
�$7
/,�
6�+��
&$'#��,�
&��.����
'��
&"$,�$
#�%#�%'�$'��%,
�6
"���#$�%�
$��


��$,/�$;"�
'�
$��</$'�"7
#�$�$#'���H�
'��
&�$��$#�?�%�'�#
&��6�"�
�6
"���#$�%�
6��


;���</�.$"�%#�
!AK*
$,,�,,��%'
;$,��
�%
'��
51)
#�%6���%#�
�%'��.$"
#��'���$9


h F"�$,�
�%#"/��
$
348��/�
&�,'8��,�
,$�&"�%-
'���
�%
'��
AK
,'/�79


h :%
$���'��%
'�
&�$��$#�?�%�'�#
�$'$�
&"�$,�
��&��'
'��
j$&&$��%'
��,�j
��"�.����9
���


$&&$��%'
��,�
#$%
;�
��'����%��
;7
,/;'�$#'�%-
'��
���$�%�%-
$��/%'
�6
"���#$�%�
�%


�$#�
&$'#�
!/,��
&$'#�*
6���
'��
�$%/6$#'/���
$��/%'9
>%$"7H�
$%�
�%#"/��
�%
'��


#$"#/"$'��%
'��
$��/%'
�6
$���,�.�
��,��/�
6���
�$#�
&$'#�
"�6'
�%
'��
,?�%9


0
=�>
:%'�$%�'8B�$�#�
@�&�$%
��/-
��,�-%$'��%,
$%�
>&&��.$",8
>##�,,��
�%
1Z2
1Z2310D

�''&E22+++9$##�,,�$'$96�$9-�.2,#��&',2�&�"�,'�%-2��&�2��'$�"��:%��L9#6�k#6-���?�7l53�5(


(b) (4)



�

�������	
���
����������	����
���

������������	���������������	������	�����������������	�

 ���������!"�

 
#$�%����&�����������������
�����������������	�
����	���

������	����%	�������� ��%�
�%���%	��������	���������	������#��	��

'������	
���
���� (�����������	�����������������	����
���

������������	�����������
��	��#��������������	���������
#$�%��������������

 ���������!"�)����������������	���
	
����	
��������������	���
	
����	
�������
����%�*�

 
#$�%����&�����������������
�����������������	�
����	���

+,-.,/,012�3455,6728�9:;�<=>?@AB�C<;ADEDA�F@D?GHA;�E>=�ID?>AGDH;�JK�<GBA:�=;A>LL;H?C�B:=;;�

CB@?D;C�GC�IDCB;?�GM>N;O�PC�L;HBD>H;?�;G=ID;=Q�B:;�ED=L�A>H?@AB;?�BR>�SDHCB;G?�>E�B:=;;T�CB@?D;C�GC�

=;A>LL;H?;?�MU�B:;�F@D?GHA;Q�G�VWXYZ�CB@?U�GH?�GH�D==DBGBD>H�GH?�C;HCDBD[GBD>H�CB@?UO�\HCB;G?�>E�

A>H?@ABDHF�G�C;<G=GB;�G?:;CD>H�CB@?U�SC;;�DB;L�]�GM>N;TQ�B:;�G<<IDAGHB�DHAI@?;?�GH�G?:;CD>H�

GCC;CCL;HB�DH�B:;D=�YZ�CB@?U�̂V_̀\aVWbbc�CB@?UO�

def ghijkl�mnno�pjqnhristnj

�������������������(���������%�����	�����������������u������v		(�
	��w��	%�������	��%���x��%��

!"�)������#���y�#��	�*��w��	�����x��%��!"��z���{�{|y�������w�����������	���

}i~�l����ghijkl�mnno���hhljs������hn�l������t�istnj��qnh��t�n�itjl��}n�t�i���is��������

�j��d�

����

z	

���

�	��

�w���%����

����������

�	������	����

�	
���

 ������� x�	��������

z���

�����%���

z{�{|y� �v ��� w��	%���� x��%����	��%�� !" w��	���� ����u���x&�����

� �

��{�'�| �v z	 w��	%���� x��%����	��%�� !" w��	%���� ��w�z�

���&zuwu��� 

��{{|�! �v z	 w��	%���� x��%����	��%�� !" w��	%���� ������ �w�v ����

�z�

 	
�%��� ���%��	��{ ¡{�¡y|��#����������������	
�����	�������u������v		(�

��¢�������
��%��£
������%�

�w�¢��
����%��w��������
�

ded ¤�¥�¦nhr��istnj

�����w���w��	����§����%��)z���{�{|y�*��
	��
����	��������������������#������



�

�������	�
��
������������������
���������������������

����������� 
�������

������ �!�"

�������
#

$������!
�"%�����

&'()*+',-.�/01 2*3'4- �566�7 866

9-:+3',.�;<

@(-3+3-�C'>)('DE.�/01

9:?*-B',.�;<

CM0)BF'3):.�;<

N+):',.�;<�

0)('DE�1):?+*B?:+3-

O+BF)P?E-3A?:*-::D:)>-�

0)('DE.�;<

1):?+*B?:'*�2*'(

C'A?(B)P?+:DE',DE�

2E',)+*-3+3-.�/01

1B)S?:-,-�9:?*):.�;<

1):?4',?:�2:*)A):.�;<

V+B3+B'*�2*'(.�;<

R-3A?:S+B+F-,.�;<�

1B)S?:S+B+F-,.�;<

/B-+

�[\ ���������]�������
��
�������

VA-�SB)S)>-(�Q-,-B'*�X)BED:+3'),�̂+>�)F3+',-(�XB)E�0-*3'),�U5L515H�',�3A-�+SS:'*+3'),�

>DFE'>>'),�(+3-(�6I_HU_L6HZI5

�������	�̀�
�����������������������������������!abca��defed"

����������� 
�������

������ �!�"

��cgchij#

$�����!
�"%�����

&'()*+',-.�/01 2*3'4- �566�7 866

9:?*-B',.�;<

CM0)BF'3):.�;<

L�;C2�6L6ZHL_�0H6MC2kkV0.�HL_LK_L66Z.��ORO�k-4'-̂�lV+F:-�Hm�
U�2;C2�L6ULZ�.�C2kkV0.�K_K_L6HL.�On;0/&V�k@=M;n;O&o;oO2&M6HM�@E+E'.�2BE+QA+,�
I2;C2�L6pHp6���qq*(>->DFHq-4>SB)(q+,(+L6pHp6q6666qEUqULMF)(?M(+3+qULSM(BDQMSB)(q:'()*+',-qULSHM(->*M

*)ESq(->*B'S3'),M+,(M*)ES)>'3'),5S(X�

(b) (4)

(b) (4)

(b) (4)





�

���������	
��

���	�
��
���
��������
��
��������
����� 
���
!� �
��
��!������
��"����
"����
#$


%� 
&"
��
'
"����� 
�""���!
��"������
����
!����
�����&(�
���
)�!�!���
��*��
��������! 
����



&"
��
+
"����� 
%�����
,'
��&� -


./0 123456
478
98:;7;3<=4<;27

>??@A
BCDEDFGH
IE
CJIKLI
MNCJ
IE
LEOFG
IPF
HEMI
?KCJQR@
KGFKS
9TTUV
<W6
T=63X=;Y68
7Z:Y6=
2[


T4<XW63
\:4];:Z:
2[
0̂_
EJ@A
EJLF
QEG
R?
IE
̀a
PERGM
bCIPCJ
K
ac
PERG
?FGCEDS
dKILPFM
HKA
eF


LRI
CJIE
MHK@@FG
MCfFM
bCIP
MLCMMEGM
?GCEG
IE
GFHEOK@
EQ
IPF
GF@FKMF
@CJFGS
g@EIPCJh
HKA
eF
bEGJ


EOFG
IPF
KGFK
EQ
K??@CLKICEJS
iHK@@FG
KGFKM
EQ
IGFKIHFJI
KGF
GFLEHHFJDFD
CJ
K
DFeC@CIKIFD
?KICFJI_


EG
K
?KICFJI
bCIP
CH?KCGFD
F@CHCJKICEJS

jQ
CGGCIKICEJ
EG
K
eRGJCJh
MFJMKICEJ
ELLRGM
DRGCJh
K??@CLKICEJ_
GFHEOF
IPF
?KILP
kFMl
KJD
DE
JEI


GFK??@A
RJIC@
IPF
CGGCIKICEJ
MReMCDFMS

mPFJ
BCDEDFGH
CM
RMFD
LEJLEHCIKJI@A
bCIP
EIPFG
?GEDRLIM
LEJIKCJCJh
@ELK@
KJFMIPFICL
KhFJIM_


IPF
KHERJI
KeMEGeFD
QGEH
K@@
QEGHR@KICEJM
HRMI
eF
LEJMCDFGFDS

BCDEDFGH
HKA
JEI
MICLN
CQ
CI
hFIM
bFIS
>OECD
LEJIKLI
bCIP
bKIFG_
MRLP
KM
eKIPCJh_
MbCHHCJh
EG


MPEbFGCJhS

S


./. n27<=4;78;X4<;273

BCDEDFGH
CM
LEJIGKCJDCLKIFD
CJ
?KICFJIM
bCIP
K
NJEbJ
PCMIEGA
EQ
MFJMCICOCIA
IE
@ELK@

KJFMIPFICLM
EQ
IPF
KHCDF
IA?F_
EG
IE
KJA
EIPFG
LEH?EJFJI
EQ
IPF
?GEDRLIS

./o 98p6=36
q64X<;273

9TTU;X4<;27
r;<6
q64X<;273

sRGCJh
EG
CHHFDCKIF@A
KQIFG
IGFKIHFJI
bCIP
BCDEDFGH
k@CDELKCJF
?KILP
tul_
IPF
MNCJ
KI
IPF

iCIF
EQ
K??@CLKICEJ
HKA
DFOF@E?
e@CMIFGM_
eGRCMCJh_
eRGJCJh
MFJMKICEJ_
DF?ChHFJIKICEJ_
DFGHKICICM_

DCMLE@EGKICEJ_
FDFHK_
FGAIPFHK_
FvQE@CKICEJ_
CGGCIKICEJ_
?K?R@FM_
?FIFLPCK_
?GRGCIRM_
OFMCL@FM_
EG

HKA
eF
IPF
@ELRM
EQ
KeJEGHK@
MFJMKICEJS
wPFMF
GFKLICEJM
KGF
hFJFGK@@A
HC@D
KJD
IGKJMCFJI_

GFME@OCJh
M?EJIKJFERM@A
bCIPCJ
K
QFb
HCJRIFM
IE
PERGMS

���������	
��

���	x
y��
��*��z
�""��������
 ���
�������� 
���
(��������
���!
��
��!�����
��!


�� ��{�
 "�������& ��-


9UU6=5;X
q64X<;273

>@@FGhCL
KJD
KJK?PA@KLIECD
GFKLICEJM
KMMELCKIFD
bCIP
@CDELKCJF_
K@IPERhP
GKGF_
LKJ
ELLRGS
wPFA

KGF
LPKGKLIFGCfFD
eA
KJhCEFDFHK_
eGEJLPEM?KMH_
DFGHKICICM_
DAM?JFK_
PA?FGMFJMCICOCIA_

@KGAJhEM?KMH_
?GRGCIRM_
MPELN_
KJD
RGICLKGCKS
jQ
IPFA
ELLRG_
IPFA
MPER@D
eF
HKJKhFD
eA

LEJOFJICEJK@
HFKJMS
wPF
DFIFLICEJ
EQ
MFJMCICOCIA
eA
MNCJ
IFMICJh
CM
EQ
DEReIQR@
OK@RFS

|<W6=
98p6=36
}p67<3

sRF
IE
IPF
JKIRGF
KJD
@CHCIKICEJ
EQ
M?EJIKJFERM
GF?EGIM
CJ
?EMIHKGNFICJh
MRGOFC@@KJLF_
LKRMK@CIA

PKM
JEI
eFFJ
FMIKe@CMPFD
QEG
KDDCICEJK@
GF?EGIFD
KDOFGMF
FOFJIM
CJL@RDCJh~

>MIPFJCK_
LEJQRMCEJ_
DCMEGCFJIKICEJ_
DCffCJFMM_
PFKDKLPF_
PA?FGFMIPFMCK_
PA?EFMIPFMCK_

(b) (4)



�

��������	�	
����
��������
������

������

������
����
���

����������	�
������������
���
���
���


�����
���������
�
������
��
������
	�������
���
����
��
������	
�����
�
������
��
��

�����
�
	

�������

��� ���
� 
!"�#�$�#
%&"'()*�& �

+���
�
�,�
-����
�
	
.������,/
0��
�����
������
����
-�	�	���
���

��
���

���	��	
�



����
�
�,�
�
	
��
�����	
��
���	
	���
�
����
�
�,
�
�,
��
������,

��	�	�
-�	�	���
1
���

��


���

���	��	
�

�����
�
	
	������,�
-�	����
�
��

��
��
����
	�����	
�

�����
�
	
	������,�
2����	


-�	�	���
��
���	
��
������
��,
3���
�����
���	����
��
���
�
�
��	����
��
�����
	����


��
�������	
�,
���
����������
�
����
��
��
��	���	�

+�	������
4��/
2����,
�
	
���������
���
�

��	������
�����
��
����

��
���

����������	�

5��������
4��/
0��
�����
��6��

�
�����
�
�����
���������
����



7 8��#'���& 9


.:;
3��
��
�����	
�,
.<;
�����	�
�
���
�����
��
���
�������
�
������,����,����������
=:>:?


�

���
�������	
��
����
��	����
�
�������
�����
@A�
0��
�������	
�����
��
���
�
:>:
��	���


���
�����
3����
���
;-.
��
���
 
���
������
��
�

>.E

0���������
���
����
�


��
:>:
��	���
�

���
�������	
����������

� 
���

���
����
�
�����
�
�

���
;-.�


.<;F�
��
����
��G����
������
HIJKLMNOPHQ/

RSTL
ONUKL
LVWHXHLIPYZ[
WU\]̂
IUP
NL
_\ZPH̀HL̂
Na
PTL
bbc
̂OPONOZLd
effd
UM
ghf
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à
̂lfm̂a_̂
fa
k]̂
ilifhigĥ
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L����������������	���fggh�

ijkl��]̂���0,/-�'�01*+

L����������������	���fggh�

ijkl��]̂���0,/-�'�01*+

3
����
��$���� <G68�b>R�CQ9�K>9Ce 
	���'�����������+ 
	���'�����������+

4�	���
��'����+ _�A96GS �����	 P��
����

L
����� m6CS n������
�� 4
��

%������&�)�� opqrs�t�]uuu�F@vT@vK6A "#$&%�w��������������� "#$%&�w���������������

xL$��
�) yuuu�F@vF_vK6A *������������� ���������������

L������M���
	'�+ c\̂�H<8K - .��
�� �1 /��
��

y I<R?8ES><R;

M	
���
����������������
��	���
��
�	�
����)����4�3��
���������� ������	������������

��
����
�������
������������
	


��������	������
�������

�����
�����-2 ��
���

�
���

��	��
�

�������������
������������
���	���������
�
�	����
�����3&4��&��
��	�z�'�����

������+ ��

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)



��

� �������	�
�

��
 �����	��

��������������

��� ����	�����

��������������



������

���	
��

����
�������������������������	
��

��
�����������������������

� !��������"�������������������������"

���#�$��

#���

����
������������������#�$���#���

��
�����������������%�����

� !����"�&&��"���"�����"����&��&&�&��"

'���
�

'�(�	

����
���������������'���
��'�(�	

��
�����������������%�����

� !��������"&����������"�"����%��%����

���)�

*+�

�

����
������������������)��*+�

�

��
���������������������,�

� !�������%��&������������&�&���������



 
 

CENTER FOR DRUG EVALUATION AND RESEARCH 
 
 
 

APPLICATION NUMBER: 
ANDA 209190 

 
 
 
 
 

CHEMISTRY REVIEW(s) 



�����������	�


��

 ����
 ����������������������
��

�

�� !""�#$%&'!#( )**�+��,- .+/*,���0�1*+21��	�2+�3 .+/*,���0�1*+21��	�4+�3 .+/*,���0�1*+21��	�4+������,����1�2,�
     

 







�����������	�


��

 ����� ����������������������
��

�

���� ��!"!��#�!$��!"!�� %! &"��� Q!�8R��

� Q���0/��0���6�//�%��0������
���� ��!"!��#�!$��!"!�� %! &"���  �������� ������ �� �� � � � �� ������� �� 3�&�8�P��

� W����0�%�6N���� Q#M%�6N��% %! &"��� '()*+,-)SMXX@A>=GYZ[<H[X;G[HY;=BH[A\G�!0��!"./������0��.�� ����/!0���� ���
���

R�.�/�V���� Q!�9��

U 	8].���"��̂��!/�"6�!%"�0���" Q#M����� Q#M

     
 

(b) (4)

(b) (4)

(b) (4)

















�����������	�


��

 ����
� ����������������������
��

�

��� !"#$!%&'(")&!"# *(#+,#-(#&+.#$(/01%"23%45)$%&67#1")898:8:     
 



���������	
�� �
�

������
������������������	
����
������������������������� �����!���"��������#$�%"&#��"##"���$

219 Pages have been withheld in 
full as b4 (CCI/TS) immediately 

following this page



����������	��
�

�

�

��
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CENTER FOR DRUG EVALUATION AND RESEARCH 
 

 
 

APPLICATION NUMBER: 
ANDA 209190 

 
 
 
 
 

BIO PHARM /TOX REVIEW(s) 
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Û\PQ�
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��
���>����

K##�?���#�R���
�?�	
���
D����
�#�
�	
���q��������������=����
?����
��������������	
���
�������
�������

      
 



������

��		��


���	
�����������������������		��



	�����������������������

���
��� ������������ �
�!� "�"�����#��



��������	�
����
���	�����	��������

�������������������������

���� ��!����"��#$%%&

'()'*+,-,+

�
��
�������
	��

./01234/5675829:;85<3=>4>

?,@A53/;BC:0BD:622:

E0F2B:6GH.I+*@-J

'::2B:;0BKL011M>)2<2/5B:H4/>)>

);628:06H.2C9<5:06G'NN5;63

)256D;6K

L/;3;3;B62N262B82:0G0965OO62F;5:21B2P169C5QQ<;85:;0BR'()'S6282;F21N0662F;2P0B

'Q6;<-?H*+-JH39O7;::21Q96395B::0328:;0BT+TRUS0N:/2V21265<V001H)69CH5B1E0372:;8

'8:RV)WE'8:SHN06=;1085;B245:8/TX>

A258YB0P<21C26282;Q:0NG096572B172B:36282;F210BM5G*ZH'9C93:TH'9C93:-TH

D2Q:27O26JHD2Q:27O26*,H[8:0O26*-H5B1)2827O26,H*+-J5B1\5B956G*ZH*+-]>

A2/5F2807Q<2:2109662F;2P0N:/;3'()'H53572B121H5B1/5F212:267;B21:/5:P285BB0:

5QQ60F2:/;3'()';B;:3Q6232B:N067>A2/5F212386;O2109662530B3N06:/;358:;0BO2<0P

5B1HP/262Q033;O<2H0966280772B15:;0B3:05116233:/232;33923>

�������������
 �̂�
��_

������̀����a 
(b) (4)

12 Pages have been withheld 
in full as b4 (CCI/TS) 

immediately following this 
page



�����������

	
����


89:;<=>?=@ABC9@D�

2 �5��,�����������,
����
,�������
����%������������%����������'����%������������'�
���,������

�
'��
�����/����,������,���

2"�E�$�
'��
�������
�
'����
'�
��
��%���'���
��������
���������
������
������
������������������

��'�
����
,�'����������
�������
��������������'���
�������������
������
���������
���

2��	�������
���-�'
�
�����%������ �����������'�
���
�������

�$,������/�
$����1���,��

������

3��I��������������������'�
���
�����
�����������
�
�����
��0�
����)���%�''�&����
�����
����

�������
�
�������,,�������
������������������'�
����
�
����,�����J

���,������J��F) +

���,������J�6��&��� +�$ +

����,������J��H) +

(����0�������
������
�7��&'����������
�����
�����%���������,,�������������'�
���


�����
�����������
��
������
�������������������������%��
������
��������'��

K9@>:L9:M:NO�

3��	�������
���,,��,���������������
���,������
'��%%�������������������
������������.5	�P2�Q�

����0���
'����,������'�������
��'�
����������,
�����
��'�����
����
�����������%��������������

���'%�'�%��/��%������J�R���
����%�����������������J�5�
��'����)��������%������5����
�����


���	��������$�S���������
������&���1�

T:?L9U=C9:U�V>:WB@C�

3��I���,������,�����
�����,�'�
����&�������XYE�	
���
���%���������
��'��
�������������������


�����
�'��������%���J

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)(b) (4)

(b) (4)



�����������

	
����



�	��
�����������������������
�������
���������������������������������� �������
�����

��� �����!��
  �����"� ���������������
��#
����
������������$��������
��#
����
����
��%�
� �

�&��
�������������������
�������������������� ���� �����������
� ��
���
��������$�����

���������
���������%�

��	��
��� ������������ ��������������������"������������ ������ ����'�������������� ������


� � �������������
�����"� �����������"� ������������"� ������������"� ������

�������
����"� �������
�� 
����"� ��������
�����"� ��������
����"�
� � ��������������������

(������"����
�������� ��
�����
������������
����� ���� ����������������
�������� ����

��	��
�������
��#������������ ���$�%����������
�������������"������ ����
� ��������������

���������������
��
�������������
� ������&������������������������������������� ��������

���������������� ���
����� ����)���������������� �
���
�����
������������������� � �����
� �

������
������
 �������������
�����)�������������������
�������������
��������
�����

��� ����

 �	��
�������� ��
� �����������������������*�������������
� ������������$+�	�%�������"�

����� �������������+�	������������������
�� ������������� ����������
���������������� �

��������
���
���������������������
�������� ����

��	��
�������� ��
�����
��������������� ���$�%����������������
��
� �����
���
�����

�����������������
��������������������
���
���
���������������������� �������
�����

��� ���"������������ ����������� �
 ��������
����������������
�������� ����

��	��
�������� ��
���&��
�
����������������������������������
���
���������������

������
�������� ���������������������������������"���,�������"�
� ����
��
�����
����


������������  �����
���"����
���������������������������������������
�����
����
����������

�������������������������������)�
����
������������ ��������������
�������� ���-�������,

������������������������ � �����������
���
�������)
�������-�
� "������������
������
���

�������������
�������� �����	���� ������
�����
���)��.��������������
�������������������

����������)�
����
��"�������,�������������"�
� ���������
����������������� �������
�����

��� ����

/0123245�26789142:6;<2:9=>2?039619;13262103�<2:9=>2?039619;�

30<9326@

A�����
��������������'�����������������
���������� � �����������
��������������A������������

����� � �����������������
�����
�����������������
���������
�����B������"����������������
���

���.�������������������
����������������������
����� ��������� ���������
  �����
����������"�
�������


��
������������ ���������������������������
���
��
����������������������  �����
��������

������
������
��������
����
��������
�� ��������
�����
������
�������,��
��
�� ��������,

�����������



�����������

	
����


������������������
��������������������������������
������������������������� !����������

����""���
�����������"�����
�������#���
������
�������
���������
�����
����#����"����$��%��

������� ���
�������������"����
����
��&����������&�
����������������"��������� ����

��"�����
���������#���
�����&�
����#������� ����������
������'���(�)�*��$�+'
,,&����
���

������������"���������������
�
��
����� ��������
��������������������������������
������������

-./.012�3.4567.0�
��������������8��������
����������������
������9��

�����9::���$��
$���:�����:;���
���(�"���
���)����
��� <����"
����:;���
����:��"�=>��=$

��"$

��������
�� &����
���������������"�������
�
��
�����
����������������������
���)?;@A���&�����

B����������C�
����D��E&�
�������FG57./�H717.6�IJ10K1LMN.51�O�P175MG12�-M0KQ210R�'?@	���,�

���������������������
���&�
���"
E��
� �������
� �������������� �����
�����
����
������$

<�����������E����������
��������������&��������������
�� ���������������������
�� �������E� �

���
���������������"�������������������(�B)�8��������
����������������
������9�

����9::�������$���������� $��":�������:���������$��"�S����T?@���U�=$

VWXYZ

%��������"���������������()����������������������������������������
�[\]VZ��̂ B��̂ B�%&�

��������
��������������������
����������
��������
��[\]VZ$

	����������
������
"���"��������
�������
�������
�������"
�������
����#������
������
���
��

�_��������������������������������&����"������ �������� ��������"��������������������������

���������������&��
���
����������
������������������������
�������������"������9
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EASILY CORRECTABLE DEFICIENCY 

ANDA 209190

OFFICE OF GENERIC DRUGS, CDER, FDA
Document Control Room, Metro Park North VII
7620 Standish Place
Rockville, Maryland 20855

APPLICANT: Rhodes Pharmaceuticals L.P.

ATTN: Todd Delehant

FROM: Carol Lee

TEL: 401-262-9425

EMAIL: todd.delehant@pharma.com

FDA CONTACT EMAIL: Carol.Lee@fda.hhs.gov

Dear Dr. Delehant:

This communication is in reference to your abbreviated new drug application (ANDA) dated April 14, 
2016, submitted pursuant to Section 505(j) of the Federal Food, Drug, and Cosmetic Act for Lidocaine 
Patch 5%.

The deficiencies presented below represent EASILY CORRECTABLE DEFICIENCIES identified during 
the review and the current review cycle will remain open. You should provide a complete response to 
these deficiencies within eleven (11) U.S. business days.   

Prominently identify the submission with the following wording in bold capital letters at the top of the 
first page of the submission: 

EASILY CORRECTABLE DEFICIENCY 
LABELING
REFERENCE # 12410711

If you do not submit a complete response within eleven (11) U.S. business days, the review will be closed 
and the listed deficiencies will be incorporated in the next COMPLETE RESPONSE. Please provide your 
response after that complete response communication is received along with your response to any other 
issued comments.

If you are unable to submit a complete response within eleven (11) U.S. business days, please contact the 
Labeling Project Manager immediately so a complete response may be issued if appropriate. 

Please submit official archival copies of your response to the ANDA, facsimile or e-mail responses will 
not be accepted. A partial response to this communication will not be processed as an amendment and will 
not start a review.

We have completed our review and have the following comments:



ANDA 209190

LABELING:

1. GENERAL COMMENTS
Include the country of origin on all your labeling pieces.

2. PATCH LABEL
We note that final printed labeling (FPL) for the patch was not submitted for this 
application.  Please ensure to include the established name and strength of the drug 
product, Lidocaine Patch 5%, on the patch when submitting FPL of the patch.

3. PATCH ENVELOPE
a. Please ensure that the dotted line for cutting is only present on the top (as one single 

straight line), as opposed to along all four sides.
b. We recommend revising the presentation of the established name from all upper case 

letters to title case (i.e., Established Name) to improve its readability.  
c. Relocate “Rx Only” symbol and net quantity statement to the lower portion of principal 

display panel and remove the bold facetype.
d. Revise “DOSAGE” to read as 
e. Add the following statement to appear in conjunction with the storage statement: “[see 

USP Controlled Room Temperature]”.

4. CARTON LABELING
See applicable patch envelope comments.

5. PRESCRIBING INFORMATION

6. STRUCTURED PRODUCT LABELING (SPL)
Revise the list of the inactive ingredients to reflect the list of the inactive ingredients in 
your package insert and consistent with your submission.

Submit your revised labeling electronically. The prescribing information and any patient labeling should 
reflect the full content of the labeling as well as the planned ordering of the content of the labeling. The 
container label and any outer packaging should reflect the content as well as an accurate representation of 
the layout, color, text size, and style.

To facilitate review of your next submission, please provide a side-by-side comparison of your proposed 
labeling with your last submitted labeling with all differences annotated and explained.  We also advise 
that you only address the deficiencies noted in this communication.

However, prior to the submission of your amendment, please check labeling resources, including 
DRUGS@FDA, the electronic Orange Book and the NF-USP online, for recent updates and make any 
necessary revisions to your labels and labeling.  

In order to keep ANDA labeling current, we suggest that you subscribe to the daily or weekly updates of 
new documents posted on the CDER web site at the following address –

http://service.govdelivery.com/service/subscribe.html?code=USFDA 17

(b) (4)

(b) (4)



ANDA 209190

If you have questions regarding these deficiencies or would like acknowledgement of receipt of your 
amendment upon submission, please contact the Labeling Project Manager, Carol Lee, at 
Carol.Lee@fda.hhs.gov.

Sincerely,

Carol Lee, Pharm.D.
Labeling Project Manager
Division of Labeling Review
Office of Regulatory Operations
Office of Generic Drugs
Center for Drug Evaluation and Research



 

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov

ANDA 209190         November 18, 2016   
 
EASILY CORRECTABLE DEFICIENCY 
Original ANDA 
 
RHODES PHARMACEUTICALS LP 
498 WASHINGTON STREET 
COVENTRY, RI 02816 
USA 
 
Attention: Mr. Todd M. Delehant, Ph.D., Director Regulatory Affairs 
 
Dear Todd M. Delehant: 
 
Please refer to your Abbreviated New Drug Application (ANDA) 209190, dated April 14, 2016 under section 505(j) of 
the Federal Food, Drug, and Cosmetic Act for Lidocaine Patch 5%. 
 
The following Easily Correctable Deficiencies (ECD) regarding Study RP-LID-SSI have been identified: 
 
Please refer to your ECD response dated 21 October 2016. 

1. You have not provided the information we requested in Question 4.  

a. We wanted the data in a single dataset. You have submitted three datasets. 

b. We wanted the data for all patches of the same type (test or reference) for a subject in a single 
record (row). Your dataset has each patch in a separate record (row). 

c. The dataset FDA_Q4_1 has multiple records with inconsistent information. For example, Subject 
 has two records with Test arm one at the lower application site and the other at the upper 

application site and two records with Reference arm again one at the lower application site and the 
other at the upper application site. This dataset seem to be inconsistent with the design and other 
datasets. Please make sure that your future submissions do not have such problems.  

d. There is no data definition file associated with the datasets. A data definition file is required for 
each dataset you submit. 

Please correct the deficiencies and submit the dataset and data definition file. 
 

2. Your response to Question 2 shows that we have not understood the meaning of what time you referred to 
as the analysis time in ADAM datasets. This is caused by the lack of clear definition of the variables and 
what time is associated with it. Without a clear definition, it is normal to assume that if the parameter is 
“Patch Detached Prior to Assessment/Patch Removal?”, the analysis time (adt) and analysis date and time 
(adtm) will provide the date and time of patch removal or detachment. Without proper and detailed 

      
 

(b) (6)



 

U.S. Food and Drug Administration
10903 New Hampshire Avenue
Silver Spring, MD 20993
www.fda.gov

definition and explanation, especially for ADAM datasets, it is not possible to review your datasets and your 
application. For each ADAM dataset, please submit an explanation of each value of the variable “param” 
and what the associated values of the variables “aval”, “avalc”, “adt”, “adtm” indicate. 

3. Your response to Question 3 states “The protocol states that a subject was scheduled for a make-up patch 
application if either (i) patch adhesion assessed as <50% adhered but not detached (i.e., adhesion score of 
3), or (ii) a scheduled visit was missed.” However, we could not find the second condition in the protocol. 
Please provide the page number and the line number in the protocol where it is stated. 

4. Your response to Question 3 states “Per protocol, no make-up patches were applied in response to patches 
with adhesion scores of 0, 1 or 2.”  However your datasets do not support this statement. For example, 
Subject  had a maximum adhesion score of 1 for the reference patches 1 to 9 but adph.xpt has records 
for make-up reference patch  for this subject. There are 34 such cases. Please clarify. 

 
------------------------------------------------------------------------------------------------------------------------------------ 
 
Please provide a complete response to these deficiencies by December 2, 2016. We will not process or  
review a partial response. Send your submission through the Electronic Submission Gateway 
http://www.fda.gov/ForIndustry/ElectronicSubmissionsGateway/default.htm. Facsimile or e-mail responses  
will not be accepted.  Prominently identify the submission with the following wording in bold capital letters at  
the top of the first page of the submission: 
 
EASILY CORRECTABLE DEFICIENCY 
OFFICE OF BIOSTATISTICS/DBVIII  
REFERENCE # 9446508 
 
If FDA does not receive a complete response to these deficiencies by December 2, 2016 the review will be closed 
and the listed deficiencies will be incorporated in a subsequent COMPLETE RESPONSE correspondence.  For more 
information, please refer to the guidance for industry, ANDA Submissions – Amendments and Easily Correctable 
Deficiencies Under GDUFA, available on FDA’s website.  If you have any questions, contact Vivianna Cowl, Project 
Manager at 301-796-0761. 
 
Sincerely, 
                                                                    
Vivianna Cowl 
Office of Biostatistics 
Office of Translational Science 
Center for Drug Evaluation and Research 
U.S. Food and Drug Administration  
 

  
       

  

(b) (6)
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R U'+#62�867�'4(E$#562�876-�PPPQ

W67�'+(*�68�P+)(*�<�)6�P+)(*�9�+2,�)*'�-+.'/$0�0+)(*�0E'+#'�52(E$,'�)*'�86EE6352L�1+75+%E'#X

R K00E5(+)562�,+)'�+2,�)5-'�867�P+)(*�5

R K,*'#562�+##'##-'2)�,+)'�+2,�)5-'�867�P+)(*�5

R K,*'#562�#(67'�867�P+)(*�5

R T8�P+)(*�5�5#�,')+(*',�67�7'-61',

R P+)(*�5�,')+(*-'2)�67�7'-61+E�,+)'�+2,�)5-'

R S*')*'7�+()$+E�67�6%#'71',�,')+(*-'2)�)5-'�867�P+)(*�5�D0E'+#'�#''�)*'�'40E+2+)562�%'E63YB

R S*')*'7�)*'7'�3+#�+�7'0E+('-'2)�0+)(*�58�P+)(*�5�3+#�,')+(*',

R N*'�+00E5(+)562�,+)'�+2,�)5-'�867�7'0E+('-'2)�0+)(*�867�P+)(*�5

R J')+(*-'2)�67�7'-61+E�,+)'�+2,�)5-'�68�7'0E+('-'2)�0+)(*�867�P+)(*�5�
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# $%&'%&(�)*'+),�-(�-./&(0&1�1&')*%2&3'�'42&�5-(�(&6,)*&2&3'�6)'*%�5-(�7)'*%�4�86,&)/&�/&&�'%&�

&96,)3)'4-3�.&,-:;<

# =1%&/4-3�/*-(&�5-(�(&6,)*&2&3'�6)'*%�-5�7)'*%�4

# >((4')'4-3�)//&//2&3'�1)'&�)31�'42&�5-(�7)'*%�4

# ?&(2),�(&/6-3/&�/*-(&�5-(�7)'*%�4

# @'%&(�&55&*'/�/*-(&�5-(�7)'*%�4

# $%&'%&(�7)'*%�4�4/�2-0&1�'-�)�3&:�,-*)'4-3�5(-2�'%&�6(&04-+/�6)'*%�,-*)'4-3

# ?&(2),�(&/6-3/&�/*-(&�5-(�'%&�6(&04-+/�,-*)'4-3�45�7)'*%�4�4/�2-0&1�'-�)�3&:�,-*)'4-3

# @'%&(�&55&*'/�/*-(&�5-(�'%&�6(&04-+/�,-*)'4-3�45�7)'*%�4�4/�2-0&1�'-�)�3&:�,-*)'4-3

A-(�'%&�*%),,&3B&�6%)/&C

# 7)'*%�)66,4*)'4-3�1)'&�)31�'42&�5-(�'%&�*%),,&3B&�6%)/&

# =1%&/4-3�/*-(&�5-(�'%&�-(4B43),�6)'*%�43�'%&�*%),,&3B&�6%)/&

# >5�'%&�*%),,&3B&�6%)/&�6)'*%�4/�1&')*%&1�-(�(&2-0&1

# 7)'*%�1&')*%2&3'�-(�(&2-0),�1)'&�)31�'42&�43�'%&�*%),,&3B&�6%)/&

# $%&'%&(�)*'+),�-(�-./&(0&1�1&')*%2&3'�'42&�5-(�-(4B43),�6)'*%�43�'%&�*%),,&3B&�6%)/&�86,&)/&�/&&�'%&�

&96,)3)'4-3�.&,-:;<

# $%&'%&(�'%&(&�:)/�)�(&6,)*&2&3'�6)'*%�45�*%),,&3B&�6%)/&�6)'*%�:)/�1&')*%&1

# D%&�)66,4*)'4-3�1)'&�)31�'42&�5-(�(&6,)*&2&3'�6)'*%�43�'%&�*%),,&3B&�6%)/&�

# ?&')*%2&3'�-(�(&2-0),�1)'&�)31�'42&�-5�(&6,)*&2&3'�6)'*%�43�'%&�*%),,&3B&�6%)/&

# $%&'%&(�)*'+),�-(�-./&(0&1�1&')*%2&3'�'42&�5-(�(&6,)*&2&3'�6)'*%�43�'%&�*%),,&3B&�6%)/&�86,&)/&�/&&�

'%&�&96,)3)'4-3�.&,-:;<

# =1%&/4-3�/*-(&�5-(�(&6,)*&2&3'�6)'*%�43�'%&�*%),,&3B&�6%)/&

# E&3/4'4F)'4-3�)//&//2&3'�1)'&�)31�'42&�5-(�GHI243+'&�6-/'I(&2-0),�)//&//2&3'

# ?&(2),�(&/6-3/&�/*-(&�)'�GHI243+'&�6-/'I(&2-0),�)//&//2&3'

# @'%&(�&55&*'/�/*-(&�)'�GHI243+'&�6-/'I(&2-0),�)//&//2&3'
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# $%&'()(*+)(,&�+''%''2%&)�7+)%�+&7�)(2%�8,-�9:1;,3-�4,')1-%2,5+6�+''%''2%&)

# <%-2+6�-%'4,&'%�'.,-%�+)�9:1;,3-�4,')1-%2,5+6�+''%''2%&)

# =);%-�%88%.)'�'.,-%�+)�9:1;,3-�4,')1-%2,5+6�+''%''2%&)

# $%&'()(*+)(,&�-%+.)(,&�+)�9:1;,3-�4,')1-%2,5+6�+''%''2%&)

# $%&'()(*+)(,&�+''%''2%&)�7+)%�+&7�)(2%�8,-�:>1;,3-�4,')1-%2,5+6�+''%''2%&)

# <%-2+6�-%'4,&'%�'.,-%�+)�:>1;,3-�4,')1-%2,5+6�+''%''2%&)

# =);%-�%88%.)'�'.,-%�+)�:>1;,3-�4,')1-%2,5+6�+''%''2%&)

# $%&'()(*+)(,&�-%+.)(,&�+)�:>1;,3-�4,')1-%2,5+6�+''%''2%&)

# $%&'()(*+)(,&�+''%''2%&)�7+)%�+&7�)(2%�8,-�?91;,3-�4,')1-%2,5+6�+''%''2%&)

# <%-2+6�-%'4,&'%�'.,-%�+)�?91;,3-�4,')1-%2,5+6�+''%''2%&)

# =);%-�%88%.)'�'.,-%�+)�?91;,3-�4,')1-%2,5+6�+''%''2%&)

# $%&'()(*+)(,&�-%+.)(,&�+)�?91;,3-�4,')1-%2,5+6�+''%''2%&)

@AB46+&+)(,&�,8�+.)3+6�+&7�,C'%-5%7�7%)+.;2%&)�)(2%D�E8�4+).;�7%)+.;2%&)�)(2%�('�&,)%7�%B+.)6F�G;%&�()�('�

7%)+.;%7�()�';,367�C%�.6+''(8(%7�+'�+.)3+6�7%)+.;2%&)�)(2%H�E8�+�4+).;�('�,C'%-5%7�),�;+5%�+6-%+7F�7%)+.;%7�C3)�);%�

%B+.)�)(2%�G;%&�()�G+'�7%)+.;%7�('�&,)�I&,G&J�);%�)(2%�G;%&�()�('�,C'%-5%7�';,367�C%�.6+''(8(%7�+'�,C'%-5%7�

7%)+.;2%&)�)(2%H
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K6%+'%�4-,5(7%�+�.,246%)%�-%'4,&'%�),�);%'%�7%8(.(%&.(%'�CF�=.),C%-�L:J�90LMH�N%�G(66�&,)�4-,.%''�,-�

-%5(%G�+�4+-)(+6�-%'4,&'%H�$%&7�F,3-�'3C2(''(,&�);-,3O;�);%�A6%.)-,&(.�$3C2(''(,&�P+)%G+F�

;))4DQQGGGH87+HO,5QR,-E&73')-FQA6%.)-,&(.$3C2(''(,&'P+)%G+FQ7%8+36)H;)2H�R+.'(2(6%�,-�%12+(6�-%'4,&'%'�

G(66�&,)�C%�+..%4)%7H��K-,2(&%&)6F�(7%&)(8F�);%�'3C2(''(,&�G();�);%�8,66,G(&O�G,-7(&O�(&�C,67�.+4()+6�6%))%-'�+)�

);%�),4�,8�);%�8(-')�4+O%�,8�);%�'3C2(''(,&D

AS$ETU�V=WWAVXSYTA�<AREVEAZVU

=RREVA�=R�YE=$XSXE$XEV$Q<Y[EEE�

WARAWAZVA�\�]::M̂0>

E8�R<S�7,%'�&,)�-%.%(5%�+�.,246%)%�-%'4,&'%�),�);%'%�7%8(.(%&.(%'�CF�=.),C%-�L:J�90LM�);%�-%5(%G�G(66�C%�.6,'%7�
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8.%#4#.$4#./�>$3.'�?8>@6+�)A)#-):-.�&$�@86B/�C.:/#*.D��E%�5&2�0)A.�)$5�F2./*#&$/+�4&$*)4*�G#A#)$$)�=&C-+�H'&I.4*�

J)$)1.'�)*�KLMNOPQNLOQMD

9#$4.'.-5+

�������������������������������������������������������������������

G#A#)$$)�=&C-

R%%#4.�&%�S#&/*)*#/*#4/

R%%#4.�&%�T')$/-)*#&$)-�94#.$4.

=.$*.'�%&'�8'21�<A)-2)*#&$�)$3�U./.)'40
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;-<=>?	@ABB;@C-D>;	/;E=@=;.@?

AFG5GHIJ	-./-

BKA/;<	LK-BM-@;NC=@-><	>L

O2P	Q-<K=.RCA.	<CB;;C

@AS;.CB?9	B=	10P3:

N<-

-77TH7GUHV	MFW	CUXX	MW	/TJTYIH79	LYW/W9	/GFTZ7UF	BT54JI7UF[	-\\IGF6

/TIF	CUXX	MW	/TJTYIH7V

LJTI6T	FT\TF	7U	[U4F	-]]FT̂GI7TX	.T_	/F45	-̀ J̀GZI7GUH	a-./-b	0123219	XI7TX	-̀FGJ	389	013:	4HXTF	

6TZ7GUH	c1cadb	U\	7YT	ETXTFIJ	EUUX9	/F459	IHX	@U6eT7GZ	-Z7	\UF	>GXUZIGHT	LI7ZY	cfW

CYT	\UJJU_GH5	;I6GJ[	@UFFTZ7I]JT	/T\GZGTHZGT6	a;@/b	YÎT	]TTH	GXTH7G\GTX	FT5IFXGH5	<74X[	BLg>=/g<<=W

3WLJTI6T	̀FÛGXT	I	JG67	U\	64]dTZ76	_YU	6hG̀̀ TX	7YTGF	6ZYTX4JTX	̂G6G76	IJUH5	_G7Y	7YT	FTI6UH	

\UF	6hG̀̀ GH5	7YT	̂G6G7W

0WLJTI6T	̀FÛGXT	I	JG67	U\	̀I7ZYT6	7YI7	_TFT	XT7IZYTX9	7YT	7GeT	_YTH	7YT[	_TFT	XT7IZYTX9	

_YT7YTF	I	FT̀JIZTeTH7	̀I7ZY	_I6	Ì J̀GTX	_G7YGH	0O	YU4F6	I\7TF	XT7IZYeTH7	IHX	7YT	7GeT	

_YTH	I	FT̀JIZTeTH7	̀I7ZY	_I6	Ì J̀GTXW

8WLJTI6T	̀FÛGXT	I	JG67	U\	̀I7ZYT6	7YI7	_TFT	ic1f	IXYTFTX	]47	HU7	XT7IZYTX	IHX	G\	I	eIhTg4̀	

Ì7ZY	_I6	Ì J̀GTX	\UF	7YTeW

OWLJTI6T	̀FÛGXT	I	JG67	U\	64]dTZ76	_YU	YIX	I	eIhTg4̀	̀I7ZY	IHX	7YT	FTI6UH	\UF	7YT	eIhTg4̀	

Ì7ZYW

cW<4]dTZ7 	YIX	I	eG66TX	̂G6G7	]47	I	eIhTg4̀	̀I7ZY	Ì J̀GZI7GUHW	LJTI6T	ZJIFG\[	

7YT	FTI6UH	\UF	7YT	TkZJ46GUH	U\	7YTGF	̀I7ZYT6	\FUe	7YT	GFFG7I7GUH	IHIJ[6G6	̀Ù4JI7GUH6W

gggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggg

LJTI6T	̀FÛGXT	I	ZUè JT7T	FT6̀UH6T	7U	7YT6T	XT\GZGTHZGT6	][	-45467	319	013:W	QT	_GJJ	HU7	̀FUZT66	UF	

FT̂GT_	I	̀IF7GIJ	FT6̀UH6TW		<THX	[U4F	64]eG66GUH	7YFU45Y	7YT	;JTZ7FUHGZ	<4]eG66GUH	RI7T_I[	

Y77̀Vll___W\XIW5ÛlEUF=HX467F[l;JTZ7FUHGZ<4]eG66GUH6RI7T_I[lXT\I4J7WY7eW	EIZ6GeGJT	UF	TgeIGJ	

FT6̀UH6T6	_GJJ	HU7	]T	IZZT̀7TXW		LFUeGHTH7J[	GXTH7G\[	7YT	64]eG66GUH	_G7Y	7YT	\UJJU_GH5	_UFXGH5	GH	]UJX	

ZÌG7IJ	JT77TF6	I7	7YT	7Ù	U\	7YT	\GF67	̀I5T	U\	7YT	64]eG66GUHV

;-<=>?	@ABB;@C-D>;	/;E=@=;.@?

AEE=@;	AE	D=A<C-C=<C=@<l/DS===	

B;E;B;.@;	m	2O88P8j

(b) (6)
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@EF5FGHI	-./-

AJ@/:;	KJ-AL-?:MB<?-=;	=K

N2O	P-;J<.QB@.	;BA::B

?@R:.BA>8	A<	10O39

M;-

-77SG7FTGU	LEV	BTWW	LV	/SISXHG78	KXV/V8	/FESY7TE	AS54IH7TEZ	-[[HFE6

/SHE	BTWW	LV	/SISXHG7U

KISH6S	ES[SE	7T	ZT4E	-\\ES]FH7SW	.Ŝ	/E45	-__IFYH7FTG	̀-./-a	0123218	WH7SW	-_EFI	3b8	0139	4GWSE	

6SY7FTG	c1c̀da	T[	7XS	DSWSEHI	DTTW8	/E458	HGW	?T6eS7FY	-Y7	[TE	=FWTYHFGS	KH7YX	cfV

BXS	[TIIT̂FG5	:H6FIZ	?TEESY7H\IS	/S[FYFSGYFS6	̀:?/a	XH]S	\SSG	FWSG7F[FSW	ES5HEWFG5	;74WZ	AKg=</g;;<V

3VKISH6S	_ET]FWS	H	IF67	T[	64\dSY76	̂XT	6hF__SW	7XSFE	6YXSW4ISW	]F6F76	HITG5	̂F7X	7XS	ESH6TG	

[TE	6hF__FG5	7XS	]F6F7V

0VKISH6S	_ET]FWS	H	IF67	T[	_H7YXS6	7XH7	̂SES	WS7HYXSW8	7XS	7FeS	̂XSG	7XSZ	̂SES	WS7HYXSW8	

X̂S7XSE	H	ES_IHYSeSG7	_H7YX	̂H6	H__IFSW	̂F7XFG	0N	XT4E6	H[7SE	WS7HYXeSG7	HGW	7XS	7FeS	

X̂SG	H	ES_IHYSeSG7	_H7YX	̂H6	H__IFSWV

bVKISH6S	_ET]FWS	H	IF67	T[	_H7YXS6	7XH7	̂SES	ic1f	HWXSESW	\47	GT7	WS7HYXSW	HGW	F[	H	eHhSg4_	

_H7YX	̂H6	H__IFSW	[TE	7XSeV

NVKISH6S	_ET]FWS	H	IF67	T[	64\dSY76	̂XT	XHW	H	eHhSg4_	_H7YX	HGW	7XS	ESH6TG	[TE	7XS	eHhSg4_	

_H7YXV

cV;4\dSY7 	XHW	H	eF66SW	]F6F7	\47	H	eHhSg4_	_H7YX	H__IFYH7FTGV	KISH6S	YIHEF[Z	

7XS	ESH6TG	[TE	7XS	SkYI46FTG	T[	7XSFE	_H7YXS6	[ETe	7XS	FEEF7H7FTG	HGHIZ6F6	_T_4IH7FTG6V

gggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggggg

KISH6S	_ET]FWS	H	YTe_IS7S	ES6_TG6S	7T	7XS6S	WS[FYFSGYFS6	\Z	-45467	O8	0139V	PS	̂FII	GT7	_ETYS66	TE	

ES]FŜ	H	_HE7FHI	ES6_TG6SV		;SGW	ZT4E	64\eF66FTG	7XET45X	7XS	:ISY7ETGFY	;4\eF66FTG	QH7ŜHZ	

X77_Ull̂^̂ V[WHV5T]lDTE<GW467EZl:ISY7ETGFY;4\eF66FTG6QH7ŜHZlWS[H4I7VX7eV	DHY6FeFIS	TE	SgeHFI	

ES6_TG6S6	̂FII	GT7	\S	HYYS_7SWV		KETeFGSG7IZ	FWSG7F[Z	7XS	64\eF66FTG	̂F7X	7XS	[TIIT̂FG5	̂TEWFG5	FG	\TIW	

YH_F7HI	IS77SE6	H7	7XS	7T_	T[	7XS	[FE67	_H5S	T[	7XS	64\eF66FTGU

:-;<=>	?@AA:?B-C=:	/:D<?<:.?>
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A:D:A:.?:	m	2NbbObj

(b) (6)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES  

 
 
 
 

 Food and Drug Administration 
Silver Spring, MD  20993 

 

            

ANDA 209190  
 ACKNOWLEDGEMENT 

ANDA RECEIPT 
 
Rhodes Pharmaceuticals L.P. 
498 Washington Street 
Coventry, RI  02816 
Attention: Todd M. Delehant, Ph.D. 
 
 
 
Dear Todd M. Delehant: 
 
We acknowledge receipt of your Abbreviated New Drug Application (ANDA) submitted under 
section 505(j) of the Federal Food, Drug, and Cosmetic Act.   
 
NAME OF DRUG:  Lidocaine Patch, 5% 
 
DATE OF APPLICATION:  April 13, 2016 
 
DATE (RECEIVED) ACCEPTABLE FOR REVIEW:  April 14, 2016 
 
Reference is made to the Information Request dated May 16, 2016 and your response dated May 
23, 2016.  
 
This application is subject to the provisions of the Generic Drug User Fee Amendments of 2012 
(GDUFA). The GDUFA goal date for review of this application is July 13, 2017.   Please 
identify any related communications with the ANDA number referenced above.  If you have any 
questions, contact Scott Vehovic, Project Manager Team Leader, at 
Scott.Vehovic@FDA.HHS.GOV1 or 240-402-3954. 
 
                                                            Sincerely, 

 
 
 
 

                                                            Ankit Ghodasara, Pharm.D. 
     Team Leader (Acting) 
     Division of Filing Review  
     Office of Regulatory Operations 
     Office of Generic Drugs 
                                                            Center for Drug Evaluation and Research 
 U.S. Food and Drug Administration 
                                                           
1 Secure email between CDER and applicants may be useful for informal communications when confidential information may be 
included in the message (for example, trade secrets or patient information).  If you have not already established secure email with 
FDA and would like to set it up, send an email request to SecureEmail@fda.hhs.gov.  Please note that secure email may not be 
used for formal regulatory submissions to applications. 






