CETIRIZINE HYDROCHLORIDE- cetirizine hydrochloride solution
Rising Pharma Holdings, Inc.

CETIRIZINE HYDROCHLORIDE ORAL SOLUTION, USP
5 mg/5 mL (1 mg/mL)
4 fl. 0z. and 16 fl. oz.

DESCRIPTION

Cetirizine hydrochloride, USP is an orally active and selective H 1-receptor antagonist.
The chemical name is (%) - [2- [4- [ (4-chlorophenyl)phenylmethyl] -1- piperazinyl]
ethoxy]acetic acid, dihydrochloride. Cetirizine hydrochloride is a racemic compound with
a molecular formula of C 21H >5CIN 50 3°2HCI. The molecular weight is 461.82 and the
chemical structure is shown below:

(3@\ .
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Cetirizine hydrochloride, USP is a white, crystalline powder and is water soluble.
Cetirizine hydrochloride oral solution, USP is a colorless to slightly yellow oral solution
containing cetirizine hydrochloride at a concentration of 5 mg/5 mL (1 mg/mL) for oral
administration. The pH is between 4 and 5. The inactive ingredients of the oral solution

are: glacial acetic acid, glycerin, grape flavor, methylparaben, propylene glycol,
propylparaben, purified water, sodium acetate, and sucrose.

CLINICAL PHARMACOLOGY

Mechanism of Actions

Cetirizine, a human metabolite of hydroxyzine, is an antihistamine; its principal effects
are mediated via selective inhibition of peripheral H 1 receptors. The antihistaminic activity
of cetirizine has been clearly documented in a variety of animal and human models. In
vivo and ex vivo animal models have shown negligible anticholinergic and
antiserotonergic activity. In clinical studies, however, dry mouth was more common with
cetirizine than with placebo. In vitro receptor binding studies have shown no measurable
affinity for other than H ; receptors. Autoradiographic studies with radiolabeled cetirizine
in the rat have shown negligible penetration into the brain. Ex vivo experiments in the
mouse have shown that systemically administered cetirizine does not significantly
occupy cerebral H 1 receptors.



Pharmacokinetics

Absorption:

Cetirizine was rapidly absorbed with a time to maximum concentration (T max) of
approximately 1 hour following oral administration of tablets or oral solution in adults.
Comparable bioavailability was found between the tablet and oral solution dosage forms.
When healthy volunteers were administered multiple doses of cetirizine (10 mg tablets
once daily for 10 days), a mean peak plasma concentration (C max) of 311 ng/mL was
observed. No accumulation was observed. Cetirizine pharmacokinetics were linear for
oral doses ranging from 5 to 60 mg. Food had no effect on the extent of cetirizine
exposure (AUC) but T max was delayed by 1.7 hours and C max Wwas decreased by 23%
in the presence of food.

Distribution:

The mean plasma protein binding of cetirizine is 93%, independent of concentration in
the range of 25 to 1000 ng/mL, which includes the therapeutic plasma levels observed.

Metabolism:

A mass balance study in 6 healthy male volunteers indicated that 70% of the
administered radioactivity was recovered in the urine and 10% in the feces.
Approximately 50% of the radioactivity was identified in the urine as unchanged drug.
Most of the rapid increase in peak plasma radioactivity was associated with parent drug,
suggesting a low degree of first-pass metabolism. Cetirizine is metabolized to a limited
extent by oxidative O-dealkylation to a metabolite with negligible antihistaminic activity.
The enzyme or enzymes responsible for this metabolism have not been identified.

Elimination:

The mean elimination half-life in 146 healthy volunteers across multiple pharmacokinetic
studies was 8.3 hours and the apparent total body clearance for cetirizine was
approximately 53 mL/min.

Interaction Studies

Pharmacokinetic interaction studies with cetirizine in adults were conducted with
pseudoephedrine, antipyrine, ketoconazole, erythromycin and azithromycin. No
interactions were observed. In a multiple dose study of theophylline (400 mg once daily
for 3 days) and cetirizine (20 mg once daily for 3 days), a 16% decrease in the clearance
of cetirizine was observed. The disposition of theophylline was not altered by
concomitant cetirizine administration.

Special Populations

Pediatric Patients:

In pediatric patients aged 2 to 5 years who received 5 mg cetirizine the mean C y,3x was
660 ng/mL. Based on cross-study comparisons, the weight-normalized apparent total
body clearance was 81 to 111% greater and the elimination half-life was 33 to 41%
shorter in this pediatric population than in adults. In pediatric patients aged 6 to 23
months who received a single dose of 0.25 mg/kg cetirizine oral solution (mean dose 2.3



mg), the mean C max was 390 ng/mL. Based on cross-study comparisons, the weight-
normalized, apparent total body clearance was 304% greater and the elimination half-life
was 63% shorter in this pediatric population compared to adults. The average AUC (g.t)
in children 6 months to <2 years of age receiving the maximum dose of cetirizine oral
solution (2.5 mg twice a day) is expected to be two-fold higher than that observed in
adults receiving a dose of 10 mg cetirizine tablets once a day.

Effect of Gender:
The effect of gender on cetirizine pharmacokinetics has not been adequately studied.

Effect of Race:

No race-related differences in the kinetics of cetirizine have been observed.

Pharmacodynamics

Cetirizine hydrochloride at doses of 5 and 10 mg strongly inhibited the wheal and flare
caused by intradermal injection of histamine in 19 pediatric volunteers (aged 5 to 12
years) and the activity persisted for at least 24 hours. In a 35-day study in children aged
5 to 12, no tolerance to the antihistaminic (suppression of wheal and flare response)
effects of cetirizine hydrochloride was found. In 10 infants 7 to 25 months of age who
received 4 to 9 days of cetirizine in an oral solution (0.25 mg/kg bid), there was a 90%
inhibition of histamine-induced (10 mg/mL) cutaneous wheal and 87% inhibition of the
flare 12 hours after administration of the last dose.

The clinical relevance of this suppression of histamine-induced wheal and flare response
on skin testing is unknown.

The effects of intradermal injection of various other mediators or histamine releasers
were also inhibited by cetirizine, as was response to a cold challenge in patients with
cold-induced urticaria. In mildly asthmatic subjects, cetirizine hydrochloride at 5 to 20
mg blocked bronchoconstriction due to nebulized histamine, with virtually total blockade
after a 20 mg dose. In studies conducted for up to 12 hours following cutaneous
antigen challenge, the late phase recruitment of eosinophils, neutrophils and basophils,
components of the allergic inflammatory response, was inhibited by cetirizine
hydrochloride at a dose of 20 mg.

In four clinical studies in healthy adult males, no clinically significant mean increases in
QTc were observed in cetirizine hydrochloride treated subjects. In the first study, a
placebo-controlled crossover trial, cetirizine hydrochloride was given at doses up to 60
mg per day, 6 times the maximum clinical dose, for 1 week, and no significant mean QTc
prolongation occurred. In the second study, a crossover trial, cetirizine hydrochloride 20
mg and erythromycin (500 mg every 8 hours) were given alone and in combination.
There was no significant effect on QTc with the combination or with cetirizine
hydrochloride alone. In the third trial, also a crossover study, cetirizine hydrochloride 20
mg and ketoconazole (400 mg per day) were given alone and in combination. Cetirizine
hydrochloride caused a mean increase in QTc of 9.1 msec from baseline after 10 days
of therapy. Ketoconazole also increased QTc by 8.3 msec. The combination caused an
increase of 17.4 msec, equal to the sum of the individual effects. Thus, there was no
significant drug interaction on QTc with the combination of cetirizine hydrochloride and
ketoconazole. In the fourth study, a placebo-controlled parallel trial, cetirizine
hydrochloride 20 mg was given alone or in combination with azithromycin (500 mg as a



single dose on the first day followed by 250 mg once daily). There was no significant
increase in QTc with cetirizine hydrochloride 20 mg alone or in combination with
azithromycin.

In a four-week clinical trial in pediatric patients aged 6 to 11 years, results of randomly
obtained ECG measurements before treatment and after 2 weeks of treatment showed
that cetirizine hydrochloride 5 or 10 mg did not increase QTc versus placebo. In a one
week clinical trial (N = 86) of cetirizine hydrochloride oral solution, USP (0.25 mg/kg bid)
compared with placebo in pediatric patients 6 to 11 months of age, ECG measurements
taken within 3 hours of the last dose did not show any ECG abnormalities or increases in
QTc interval in either group compared to baseline assessments. Data from other studies
where cetirizine hydrochloride was administered to patients 6 to 23 months of age were
consistent with the findings in this study.

The effects of cetirizine hydrochloride on the QTc interval at doses higher than 10 mg
have not been studied in children less than 12 years of age.

In a six-week, placebo-controlled study of 186 patients (aged 12 to 64 years) with
allergic rhinitis and mild to moderate asthma, cetirizine hydrochloride 10 mg once daily
improved rhinitis symptoms and did not alter pulmonary function. In a two-week,
placebo-controlled clinical trial, a subset analysis of 65 pediatric (aged 6 to 11 years)
allergic rhinitis patients with asthma showed cetirizine hydrochloride did not alter
pulmonary function. These studies support the safety of administering cetirizine
hydrochloride to pediatric and adult allergic rhinitis patients with mild to moderate
asthma.

Clinical Studies

Multicenter, randomized, double-blind, clinical trials comparing cetirizine 5 to 20 mg to
placebo in patients 12 years and older with perennial allergic rhinitis were conducted in
the United States. Two of these showed significant reductions in symptoms of perennial
allergic rhinitis for up to 8 weeks in duration. Two 4-week multicenter, randomized,
double-blind, clinical trials comparing cetirizine 5 to 20 mg to placebo in patients with
chronic idiopathic urticaria were also conducted and showed significant improvement in
symptoms of chronic idiopathic urticaria. In general, the 10 mg dose was more effective
than the 5 mg dose and the 20 mg dose gave no added effect. Some of these trials
included pediatric patients aged 12 to 16 years. In addition, four multicenter,
randomized, placebo-controlled, double-blind 2 to 4 week trials in 534 pediatric patients
aged 6 to 11 years with seasonal allergic rhinitis were conducted in the United States at
doses up to 10 mg.

INDICATIONS AND USAGE

Perennial Allergic Rhinitis

Cetirizine hydrochloride oral solution, USP is indicated for the relief of symptoms
associated with perennial allergic rhinitis due to allergens such as dust mites, animal
dander and molds in children 6 to 23 months of age. Symptoms treated effectively
include sneezing, rhinorrhea, postnasal discharge, nasal pruritus, ocular pruritus, and
tearing.

Chronic Urticaria



Cetirizine hydrochloride oral solution, USP is indicated for the treatment of the
uncomplicated skin manifestations of chronic idiopathic urticaria in adults and children 6
months to 5 years of age. It significantly reduces the occurrence, severity, and duration
of hives and significantly reduces pruritus.

CONTRAINDICATIONS

Cetirizine hydrochloride oral solution, USP is contraindicated in those patients with a
known hypersensitivity to it or any of its ingredients or hydroxyzine.

PRECAUTIONS

Activities Requiring Mental Alertness

In clinical trials, the occurrence of somnolence has been reported in some patients
taking cetirizine hydrochloride; due caution should therefore be exercised when driving a
car or operating potentially dangerous machinery. Concurrent use of cetirizine
hydrochloride with alcohol or other CNS depressants should be avoided because
additional reductions in alertness and additional impairment of CNS performance may
occur.

Drug-Drug Interactions

No clinically significant drug interactions have been found with theophylline at a low
dose, azithromycin, pseudoephedrine, ketoconazole, or erythromycin. There was a small
decrease in the clearance of cetirizine caused by a 400 mg dose of theophylline; it is
possible that larger theophylline doses could have a greater effect.

Carcinogenesis, Mutagenesis, Impairment of Fertility

In a 2-year carcinogenicity study in rats, cetirizine was not carcinogenic at dietary doses
up to 20 mg/kg (approximately 15 times the maximum recommended daily oral dose in
adults on a mg/m 2basis, or approximately 7 times the maximum recommended daily
oral dose in infants on a mg/m 2 basis). In a 2-year carcinogenicity study in mice,
cetirizine caused an increased incidence of benign liver tumors in males at a dietary dose
of 16 mg/kg (approximately 6 times the maximum recommended daily oral dose in
adults on a mg/m 2 basis, or approximately 3 times the maximum recommended daily
oral dose in infants on a mg/m 2 basis). No increase in the incidence of liver tumors was
observed in mice at a dietary dose of 4 mg/kg (approximately 2 times the maximum
recommended daily oral dose in adults on a mg/m 2 basis, or approximately equivalent to
the maximum recommended daily oral dose in infants on a mg/m 2 basis). The clinical
significance of these findings during long-term use of cetirizine hydrochloride is not
known.

Cetirizine was not mutagenic in the Ames test, and not clastogenic in the human
lymphocyte assay, the mouse lymphoma assay, and in vivo micronucleus test in rats.

In a fertility and general reproductive performance study in mice, cetirizine did not impair
fertility at an oral dose of 64 mg/kg (approximately 25 times the maximum
recommended daily oral dose in adults on a mg/m 2 basis).



Pediatric Use

The safety of cetirizine hydrochloride has been demonstrated in pediatric patients aged
6 months to 5 years. The safety of cetirizine has been demonstrated in 168 patients
aged 2 to 5 years in placebo-controlled trials of up to 4 weeks duration. On a mg/kg
basis, most of the 168 patients received between 0.2 and 0.4 mg/kg of cetirizine HCI.
The safety of cetirizine in 399 patients aged 12 to 24 months has been demonstrated in
a placebo-controlled 18-month trial, in which the average dose was 0.25 mg/kg bid,
corresponding to a range of 4 to 11 mg/day. The safety of cetirizine hydrochloride oral
solution, USP has been demonstrated in 42 patients aged 6 to 11 months in a placebo-
controlled 7-day trial. The prescribed dose was 0.25 mg/kg bid, which corresponded to a
mean of 4.5 mg/day, with a range of 3.4 to 6.2 mg/day.

The effectiveness of cetirizine hydrochloride for the treatment of allergic rhinitis and
chronic idiopathic urticaria in pediatric patients aged 6 months to 5 years is based on an
extrapolation of the demonstrated efficacy of cetirizine hydrochloride in adults with
these conditions and the likelihood that the disease course, pathophysiology and the
drug’s effect are substantially similar between these two populations. Efficacy is
extrapolated down to 6 months of age for perennial allergic rhinitis because this disease
is thought to occur down to these ages in children. The recommended doses for the
pediatric population are based on cross-study comparisons of the pharmacokinetics and
pharmacodynamics of cetirizine in adult and pediatric subjects and on the safety profile
of cetirizine in both adult and pediatric patients at doses equal to or higher than the
recommended doses. The cetirizine AUC and C yax in pediatric subjects aged 6 to 23
months who received a mean of 2.3 mg in a single dose and in subjects aged 2 to 5
years who received a single dose of 5 mg of cetirizine oral solution, USP was estimated
to be intermediate between that observed in adults who received a single dose of 10 mg
of cetirizine tablets and those who received a single dose of 20 mg of cetirizine tablets.

The safety and effectiveness of cetirizine in pediatric patients under the age of 6 months
have not been established.

ADVERSE REACTIONS

Pediatric studies were conducted with cetirizine hydrochloride. More than 1300 pediatric
patients aged 6 to 11 years with more than 900 treated with cetirizine hydrochloride at
doses of 1.25 to 10 mg per day were included in controlled and uncontrolled clinical
trials conducted in the United States. The duration of treatment ranged from 2 to 12
weeks. Placebo-controlled trials up to 4 weeks duration included 168 pediatric patients
aged 2 to 5 years who received cetirizine, the majority of whom received single daily
doses of 5 mg.

A placebo-controlled trial 18 months in duration included 399 patients aged 12 to 24
months treated with cetirizine (0.25 mg/kg bid), and another placebo-controlled trial of 7
days duration included 42 patients aged 6 to 11 months who were treated with cetirizine
(0.25 mg/kg bid).

The majority of adverse reactions reported in pediatric patients aged 2 to 11 years with
cetirizine hydrochloride were mild or moderate. In placebo-controlled trials, the incidence
of discontinuations due to adverse reactions in pediatric patients receiving up to 10 mg
of cetirizine hydrochloride was uncommon (0.4% on cetirizine hydrochloride vs. 1.0% on
placebo).



Table 1 lists adverse experiences which were reported for cetirizine hydrochloride 5 and
10 mg in pediatric patients aged 6 to 11 years in placebo-controlled clinical trials in the
United States and were more common with cetirizine hydrochloride than placebo. Of
these, abdominal pain was considered treatment-related and somnolence appeared to
be dose-related, 1.3% in placebo, 1.9% at 5 mg and 4.2% at 10 mg. The adverse
experiences reported in pediatric patients aged 2 to 5 years in placebo-controlled trials
were qualitatively similar in nature and generally similar in frequency to those reported in
trials with children aged 6 to 11 years.

In the placebo-controlled trials of pediatric patients 6 to 24 months of age, the
incidences of adverse experiences, were similar in the cetirizine and placebo treatment
groups in each study. Somnolence occurred with essentially the same frequency in
patients who received cetirizine and patients who received placebo. In a study of 1 week
duration in children 6 to 11 months of age, patients who received cetirizine exhibited
greater irritability/fussiness than patients on placebo. In a study of 18 months duration
in patients 12 months and older, insomnia occurred more frequently in patients who
received cetirizine compared to patients who received placebo (9.0% v. 5.3%). In those
patients who received 5 mg or more per day of cetirizine as compared to patients who
received placebo, fatigue (3.6% v. 1.3%) and malaise (3.6% v. 1.8%) occurred more
frequently.

Table.1l Adverse Experiences Reported in Pediatric
Patients Aged 6 to 11 Years in Placebo-Controlled
United States Cetirizine Hydrochloride Trials (5 or 10
mg Dose) Which Occurred at a Frequency of = 2% in
Either the 5 mg or the 10 mg Cetirizine Hydrochloride
Group, and More Frequently Than in the Placebo

Group

Adverse Experiences Cetirizine Hydrochloride

Placebo 5 mg 10 mg

(N =309) (N=161) (N = 215)
Headache 12.3% 11.0% 14.0%
Pharynagitis 2.9% 6.2% 2.8%
Abdominal pain 1.9% 4.4% 5.6%
Coughing 3.9% 4.4% 2.8%
Somnolence 1.3% 1.9% 4.2%
Diarrhea 1.3% 3.1% 1.9%
Epistaxis 2.9% 3.7% 1.9%
Bronchospasm 1.9% 3.1% 1.9%
Nausea 1.9% 1.9% 2.8%
Vomiting 1.0% 2.5% 2.3%

The following events were observed infrequently (less than 2%), in either 3982 adults
and children 12 years and older or in 659 pediatric patients aged 6 to 11 years who
received cetirizine hydrochloride in U.S. trials, including an open adult study of six
months duration. A causal relationship of these infrequent events with cetirizine
hydrochloride administration has not been established.

Autonomic Nervous System: anorexia, flushing, increased salivation, urinary



retention.
Cardiovascular: cardiac failure, hypertension, palpitation, tachycardia.

Central and Peripheral Nervous Systems: abnormal coordination, ataxia,
confusion, dysphonia, hyperesthesia, hyperkinesia, hypertonia, hypoesthesia, leg
cramps, migraine, myelitis, paralysis, paresthesia, ptosis, syncope, tremor, twitching,
vertigo, visual field defect.

Gastrointestinal: abnormal hepatic function, aggravated tooth caries, constipation,
dyspepsia, eructation, flatulence, gastritis, hemorrhoids, increased appetite, melena,
rectal hemorrhage, stomatitis including ulcerative stomatitis, tongue discoloration,
tongue edema.

Genitourinary: cystitis, dysuria, hematuria, micturition frequency, polyuria, urinary
incontinence, urinary tract infection.

Hearing and Vestibular: deafness, earache, ototoxicity, tinnitus.
Metabolic/Nutritional: dehydration, diabetes mellitus, thirst.
Musculoskeletal: arthralgia, arthritis, arthrosis, muscle weakness, myalgia.

Psychiatric: abnormal thinking, agitation, amnesia, anxiety, decreased libido,
depersonalization, depression, emotional lability, euphoria, impaired concentration,
insomnia, nervousness, paroniria, sleep disorder.

Respiratory System: bronchitis, dyspnea, hyperventilation, increased sputum,
pneumonia, respiratory disorder, rhinitis, sinusitis, upper respiratory tract infection.

Reproductive: dysmenorrhea, female breast pain, intermenstrual bleeding, leukorrhea,
menorrhagia, vaginitis.

Reticuloendothelial: lymphadenopathy.

Skin: acne, alopecia, angioedema, bullous eruption, dermatitis, dry skin, eczema,
erythematous rash, furunculosis, hyperkeratosis, hypertrichosis, increased sweating,
maculopapular rash, photosensitivity reaction, photosensitivity toxic reaction, pruritus,
purpura, rash, seborrhea, skin disorder, skin nodule, urticaria.

Special Senses: parosmia, taste loss, taste perversion.

Vision: blindness, conjunctivitis, eye pain, glaucoma, loss of accommodation, ocular
hemorrhage, xerophthalmia.

Body as a Whole: accidental injury, asthenia, back pain, chest pain, enlarged abdomen,
face edema, fever, generalized edema, hot flashes, increased weight, leg edema,
malaise, nasal polyp, pain, pallor, periorbital edema, peripheral edema, rigors. Occasional
instances of transient, reversible hepatic transaminase elevations have occurred during
cetirizine therapy. Hepatitis with significant transaminase elevation and elevated bilirubin
in association with the use of cetirizine hydrochloride has been reported.

Post-Marketing Experience

In the post-marketing period, the following additional rare, but potentially severe adverse
events have been reported: aggressive reaction,

anaphylaxis, cholestasis, convulsions, glomerulonephritis, hallucinations, hemolytic
anemia, hepatitis, orofacial dyskinesia, severe hypotension,



stillbirth, suicidal ideation, suicide, thrombocytopenia, acute generalized exanthematous
pustulosis (AGEP), and new onset pruritis within a few

days after discontinuation of cetirizine, usually after long-term use (e.g., few months to
years) of cetirizine.

DRUG ABUSE AND DEPENDENCE

There is no information to indicate that abuse or dependency occurs with cetirizine
hydrochloride.

OVERDOSAGE

Overdosage has been reported with cetirizine hydrochloride. In one adult patient who
took 150 mg of cetirizine hydrochloride, the patient was somnolent but did not display
any other clinical signs or abnormal blood chemistry or hematology results. In an 18
month old pediatric patient who took an overdose of cetirizine hydrochloride
(approximately 180 mg), restlessness and irritability were observed initially; this was
followed by drowsiness. Should overdose occur, treatment should be symptomatic or
supportive, taking into account any concomitantly ingested medications. There is no
known specific antidote to cetirizine hydrochloride. Cetirizine hydrochloride is not
effectively removed by dialysis, and dialysis will be ineffective unless a dialyzable agent
has been concomitantly ingested. The acute minimal lethal oral doses were 237 mg/kg in
mice (approximately 95 times the maximum recommended daily oral dose in adults on a
mg/m 2 basis, or approximately 40 times the maximum recommended daily oral dose in
infants on a mg/m 2 basis) and 562 mg/kg in rats (approximately 460 times the
maximum recommended daily oral dose in adults on a mg/m 2 basis, or approximately
190 times the maximum recommended daily oral dose in infants on a mg/m 2 basis). In
rodents, the target of acute toxicity was the central nervous system, and the target of
multiple-dose toxicity was the liver.

DOSAGE AND ADMINISTRATION

Cetirizine hydrochloride oral solution, USP can be taken without regard to food
consumption.

Children 2 to 5 Years for Chronic Urticaria:

The recommended initial dose of cetirizine hydrochloride oral solution, USP in children
aged 2 to 5 years is 2.5 mg (%2 teaspoonful) oral solution once daily. The dosage in this
age group can be increased to a maximum dose of 5 mg per day given as 1 teaspoonful
oral solution once a day or one % teaspoonful oral solution given every 12 hours.

Children 6 months to < 2 years For Perennial Allergic Rhinitis and Chronic
Urticaria:

The recommended dose of cetirizine hydrochloride oral solution, USP in children 6
months to 23 months of age is 2.5 mg (¥ teaspoonful) once daily. The dose in children
12 to 23 months of age can be increased to a maximum dose of 5 mg per day, given as
Y% teaspoonful (2.5 mqg) every 12 hours.



HOW SUPPLIED

Cetirizine hydrochloride oral solution, USP is colorless to slightly yellow with a grape
flavor. Each teaspoon (5 mL) contains 5 mg cetirizine hydrochloride. Cetirizine
hydrochloride oral solution, USP is supplied as follows:

NDC 16571-134-12 Bottle of 4 fl. oz. (120 mL
NDC 16571-134-48 Bottle of 16 fl. oz. (480 mL)

STORAGE: Store at 20°-25°C (68°-77°F); excursions permitted to 15°-30°C
(59°-86°F) [See USP Controlled Room Temperature]; or store refrigerated, 2-8°C
(36-46°F).

Distributed by:
Rising Pharma Holdings, Inc.
East Brunswick, NJ 08816

~—

Revised: 08/2025

PACKAGE LABEL.PRINCIPAL DISPLAY PANEL - 120 mL
NDC 16571-134-12

CETIRIZINE HYDROCHLORIDE

ORAL SOLUTION, USP

1 mg/mL (5 mg/5 mL)
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cefrizing adminisration.

Special Populations

Pediatric Patients:

In pediatric patients aged 2 o 5 *ears who received 5 mg cefirizin the mean G, was 660 ng/mL. Based on cross-siudy comparisons, the

weight-normalized apparent otal body clearance was 81 to 111% greaterand%e elmination half-lfe was 33 to 41% shorter n this pediatiic

goﬁm\aﬂm then in adults.In Eediavic patients aged 6 to 23 months who received a siﬁ\e dose of 0.25 mglk% cetirzine oral solution Fmean dose
. 3mg, the mean Gy, was 390 ng/mL. Based on cross-study comparisons, the weight-normalized, apparent toal body clearance was 304%

greater and the elmination haff-ife was 63% shorter in this pediairic pngu\amn compared to aduls. The average AUG, in children 6 months to

<2 years of age recelving the maimum dose of cetiizine orel soluion (2.5 mg bwice a day) is expected to be m-fold%gharthamhatubserved

in adutts receiving a dose of 10 mg cetirzing tablets once a day.

Effect of Gender:
The effect of gender on cefirizine pharmacokinetics has not been adequately studied.

Cetirzing hYdmch\oride at doses of 5 and 10 mg srongly inhibited the wheal and flare caused by intradermal in{‘ecﬁanufhislamine in19
fediatric volunteers (aged 1o 12 years) and the activty persisted for atleast 24 hours. In a 35-day study in chidren aged 5 t0 12, no tolerance
o the antihisTaminichuppressinn of wheal and flare response) effects of cetirizine hydrochloride was found. In 10 infants 7 to 25 morths of age
who received 4 to 9 days of cefirizng in an oral soluton (0,25 kg bid, there was 2 90% inhbition of histaming-induced (10 mg/mL)
cutaneous wheal and 87% inhibition of the fiare 12 hours after administration of the last dose. The dlinical relevance of this suppression of
histaming-induced wheal and flare response on skin testing is unknawn.

The effects of intradermal injection of various other meciators or histamine releasers were also inhibited by cefiizine, as was response fo a cold
challenge in patients with cold-induced uricaria. In mildly asthmatic subjects, cetirizing hydrochloride t 5 to 20 mg blocked
bronchoconstricion dug to nebulized fistamine, with vidua\;gtuﬁl blockade aftera 20 m%dusa. In-studies condusted for upta 12 hours
following cutangous antigen challenge, the ate phase recrufiment of eosinophis, neutrophils and basophils, companents of the allergic
inflammatory response, was inhibited by cetirizine hydrochloride at a dose of 20 mg.

In‘our clinical studies in healthy aduit males, no cinically significant mean increases in Gc were observed in cefirzine hydrochloride treated
subjects. In the first study, a placebo-controlled crossover frial, cetirzine hﬁrdruch\unde was given at doses up to 60 mg per day, 6 times the
maximum clinical dose, for 1 week, and no signifcant mean QTc prolongation occurred. In te second shudy, a crossover fial, cefrizine
ydrochoride 20 mg and erythromycin (500 m$ very § hours) were given alone and in combination. There was no si$ﬂiﬂcam effecton (e
with the combination or with cetirizine hydrochloride alone. In the third trial, also a crossover study, cefirizing hydrochloride 20 mgg and
ketoconazole (400 mg per day) were given alone and in combination, Cetiizine hydrochloride caused a mean increase in QTG of 9.1 msec from
baseline after 10 days uftherz&y. Ketoconazole also increased (Tc by 8.3 msec. The combination caused an increase of 17.4 msec, equal to
the sum of the incividual effects. Thus, there was no significant drug interaction on QT with the combination of cefrizine hydrochloride and

ketoconazole. In the fourth smdr, a placebo-controlled faralls\ trial, cefirzing hydrochloride 20 mg was given alone or in combination with
aithromycin (300 my as a sinle dose on the first day ollowed by 250 g once dily. There was no significant inrease in 0Tc with cefrzine
hydrochloride 20 mg alone or n combination with azitiromycin,

In a four-week clinica ralin pedlatic patients aged 6 to 1 years, results of randomly obtained ECG measurements before treatment and after
2 weeks of treatment showed that cetinzing hgdmnhlurlde 5 0r 10 mg did not increase QTc versus placebo. In a one week clinical tial (N = 66)
of wetirzine hydrochloride oral salution, USP (0.25 mﬂlkg bid) compared with placebo in pediatric patients 6 to 11 months of age, ECG
mezsurements taken within 3 hours of the last dose did not show any ECG abnormalities or increases in QT interval in either group compared
fo bastline assessments. Data from other studies where cefirzin hydrochloride was administered to patients 6 to 23 months of age were
consistent with the findings i this study.

The effects of cetirizing hydrochloride on the QTc interval at doses higher than 10 mg have not been studied in children less than 12 years of
age.

In a six-wek, flacebn-mnthad study of 196 patients (aged 12 to 64 years) with alleric hinitis and mild to moderate asthma, cetirzine
hydrochloride 10 mg once daily improved thinitis s{mptumsand did notaltr pulmonary function. Ina two-wegk, ﬂlacebn—nuntml\ed clinical
iral, @ subset analysis of 65 pediatric (aged 6 to 11 years) allergic hintts patients with asthma showed cetinizine hydrochloride did not ater
pqlgwgwary ;uncguans.; hese studies supportthe safety of administering cetirizine hydrochloride to pediatric and adult allergic hinits patients with
mild to moderate asthma.

Clinical Studies

Multicenter, randomized, double-blind, clnical frials comparing cefirizine 5 to 20 mg to placebo in pafients 12 years and older with ﬁsrennia\
allegic hintis were conducted inthe United States. Two ofthese showed significant recuctons in symptoms of perennial allergic miritisfor up
o 8 weeks in duration. Two 4-wesk mutioenter, rendomized, double-blind, clinical trials nompan'n% cefirizing 5 to 20 mg to placebo in patients
with chronic idiopathic urticaria were also conducted and showed signficant improvement in symptoms of chronic idiopathic urticaria. In

general, the 10 g dose was more effective than the 5 mg dose and the 20 mg dase gave no added effect. Some of these trials included
pediatric patients aged 12 to 16 years. In addition, four muticenter, randomized, placebo-controlled, double-blind 2 to 4 week trials in 534
pediatric patients aged 6o 11 years with seasonal allergic hinits were conducted in the United States at doses up to 10 mg.

INDICATIONS AND USAGE

Perennial ﬁllarﬁic Rhinitis

Cetirzing hydrochloride oral souion, USP is ndicate for the rliefof symptoms associated with perennial llergc rinits dug to allergens such
as dust mitzs, animal dander and molds in children 6 to 23 months of age. Symptoms treated effectively include sneszing, rhinorthea, postnasal
discharge, nasal pruritus, ocular prurifus, and tearing.

Chronic Urticaria

Cetirizine hydrochloride oral solution, USP is indicated for the treatment of the uncomplicated skin manifestations of chronic idiopathic uricaria in
children 6 months to 5 years of age. It significanty reduces the occumence, severity, and duration of hives and significantly reduces pruritus.
CONTRAINDICATIONS

?egn‘zinq hydrochloride oral solution, USP is contraindicated in those patients with a known hypersensiivity o it or any of its ingrediints or
jdroxyzine.

PRECAUTIONS

Activities Requiring Mental Alertness ‘ o ) )

In clinical trials, the occurrence of somnolence has been reported in some patients taking cetirizine hydrochloride; due caution should therefore
be exercised when driving acaror ngeraﬁng p:ﬁarrtia\w dangerous machinery. Concurrent use of cefirizine hEdmcthrida with alcohol or other
(NS depressants should be avaided because additional reductions in alertness and adkitional impaiment of CNS performance may occur.




Risk of New Onset Pruritus After Discontinuation of Cetirizine

Cases of rgrurﬂus after discontinuation of cetirizine have been reported in the postmarketing setting in patients where pruritus was not present
before initiation of cetirizine. Pruritus occurred within a few days of discontinuing cefirizing amnn? patients who used cetirizing long-term (e.g.,
few months to years). Reported cases of pruritus were infrequent, but some were serious with patients experiencing widespread severe
pruritus. ff prurttus occurs after discontinuation of cetirizine, symptoms may improve with restarting or tapering cetirizine.

Dru%-llr Interactions

No clinically si%n'rﬁcant drug interactions have been found with theophylline at a low dose, az'rthrnmﬁin, pseudoephedrine, ketoconazole, or

erythromycin,
theophyline doses could have a greater effect.

Carcinogenesis, Mutagenesis and Impairment of Fertility

here was a small decrease in the clearance of cetirizine caused by a 400 mg dose

heophylling; it is possible that arger

Ina 2-year carninngemcr&u study in rts, cetirizine was not carcinogenic at ditary doses up to 20 mg/kg (approximately 15 times the maximum
0

recommended dailg oral
mg/m? basis). In a
dose of 16 makg (approximately

st in adults on a mg/m* basis, or approximately 7 times the maximum recommended daily oral dose in infants on @
Jear carcmu%emmtyr study in mice, cetirizine caused an increased incidence of benign liver tumors in males t a dietary
times the maximum recommended daily oral dose in adults on a mg/m? basis, or approximately d times the

maximum recommended daily oral dose in infants on a m/m? basis). No increase in the incidence of iver tumors was observed in mice af a
dietary dose of 4 mg/kg (approximtely 2 times the maximum recommended daily oral dose in adufts on a mg/m? besis, or approximtely
equivalent to the maximum recommended daily oral dose in infants on a mg/m? basis). The clinical significance of these findings during

long-term use of cefinizine hydrochloride is not known.

Cetinzine was not mutagenic in the Ames test, and not clastogenic in the human lymphocyte assay, the mouse lymphoma assay, and in vivo

micronucleus test in rats.

Ina ferfility and general reproductive performance studJ inmice, cetirizine did not impair fertilty at an oral dose of 64 mg/kg (approximately 25
fimes the maximum recommended daly oral dose in adults on a mg/m? basis).

Pediatric Use

The safety of cetirzine hydrochloride has been demonstrated in pediatic patients a%ed 6 menths to & years. The safety of catirzing has been
demonstrated in 166 patients aged 2 to 5 years in placebo-controlled trials of up to 4 weeks duration. On am kg?hasw,mostuﬁhelﬁﬂ
patients received between 0.2 and 0.4 mg/kq of cetirizine:HC!. The safety of cetirzine in 399 patients aged 12 to 24 months has been
demanstrated in a placebo-controlled 18-month trial, in which the average dose was 0.25 mg/kg bid, uurrespnndin]g toarange of 410 11
mqﬂdar.Thesafe?afceﬁnnne hycrochlorids oral solution, USP has been demonstrated in 42 pafients aged 6 fo 11 monthsina
Elazcehq%cnmm\le T-daytrial. The prescribed dose was 0.25 my/kg bid, which comesponded to a mezn of 4.5 mg/day, with a range of 34 to

.2 myday.

The effectiveness of cetiizine hydrochlorid for the reatment of allergc hits and chronic idiuﬁamic uicaria in padiatric ptients aged 6
morths to 5 years is based on an extrapolation of the demonstrated efficacy of cefirizine hydrochloride in aduts with these conditions and the
lielinood that the disease course, pathophysiology and the drug's effectare substantially simar between these two populations. Efficacy is
extrapolatee down to & months ofage fr perennial alegic rhiritis because this diseaseis toughtto occur down o tse agesin chidren, The
recommended doses for t pediatrc population are based on cross-study comparisons of the pharmacokingtics and pharmacodynaics of
cetirzing in adutt and pediatnic subjects and on the safety profi of cetirizne in both adult and pediatric patients at doses equal o or higher
than the recommended doses. The cefrizine AU and G, in pediatic subjects aged 6 to 23 months who received a mean of 2.3 mg in a single
dose and in subjects aged 2 to 5 years who received a single dose: of 5 mg of cetirizine oral solution, USP was estimated to be intermediate
b:}jqepnt&ag‘ ugsewe n adults who received a single dose of 10 mg of cefirizine tablets and those who received a single dose of 20 mg of
cetirzine ablets.

The satety and effectiveness of cefirizine in pediatric patients under the age of 6 months have not been established.

ADVERSE REACTIONS
Pedialric studies were conducted with cefirizine hvzdruch\un‘da. Mare than 1300 pediatric patients aged 6 to 11 years with more than 900
Ireated with cefiizine hydrochloride at doses of 1.29 to 10 mg per day were included in controlled and uncontralled linical rials conducted in

the United States. The durafion of treatment ranged from 2to 12 weeks. Placebo-controlled trials up to 4 weeks duration included 168 pediafric
ptients aged 2 to & years who recaived cetirzing, the majority of whom received singl daily doses of 5 my. A placeba-controled trial 18
months in duration included 399 patients aged 12 to 24 months treated with cetirzine (0.25 mg/kg bid), and another placebe-controlled trial of 7
days duration included 42 patients aged 6 to 11 months who were treated with cetirizine (0.25 mg/kg bid).

The majorty of adverse reactions reported in pediatic patients aged 2 to 11 years with cetiizine h%drochluriqelwere mild or moderate, In
glacshu—cumml\ed trials, the incidence of discontinuations dus to adverse reactions in pediatric patients receiving up o 10 mg of cefirizine
ydrochloride was uncommon (0.4% on cetirizine hydrochloride vs. 1.0% on placebo).

Table 1ists adverse experiences which were reported for cetirzine hydrochloride 5 and 10 mg in pediatric gatiem aged 6t 11 yearsin
placebo-controlled clinical trials in the United States and were more common with cetirizine hydrochloride than placebo. Of these, bdominal
pain was considered freatment-related and somnolence appeared to be dose-related, 1.3% in placebo, 1.9% at 5 mg and 4 2%at 10 mg. The
adverse experiences mIPDHEd In pedialic paients a%ed 210’5 years in placebo-controlled tils were qualtafively similarin nature and generally
similar in frequency to those reported in rials with children aged 6 1o 17 years.

In the place bo-controlled fials of pedfiatrc patients 6 to 24 months of age, the icidences of adverse experiences, were similar in the cefirzine
and placebo treatment %mugs in each smd¥. Somnolence occurred with essentially the same frequency in patients who received cefirizine and
ptents who received placebo. In a study of 1 week duration in chidren 6 to 11 months of azqe, patients who received cefirizine exfibited greater
itablityfussiness than patients on placebo. astudg of 16 months duration in paens 12 months and older, insomnia occurred more
frequently in patients who received cefirizine compared to patients who received placebo (9.0% v. 5.3%). In those iﬁtienh who received 5 mg or
;ﬂnm pe? day of cefiizine as compared to patients who received placebo, fatique (3.6% v. 1.3%) and malaise (3.6% v. 1.8%) occurred more
Tequently.

Table.1 Adverse Experiences Reported in Pediatric Patients Aﬂed 6 to 11 Years in Placebo-Controlled United
States Cetirizine Hydrochloride Trials (5 or 10 mg Dose) Which Occurred at a Frequency of 2 2% in Either the




5mg or the 10 mg Cetirizine Hydrochloride Group, and More Frequently Than in the Placebo Group

Adverse Experiences Placebo Cetirizine Hydrochloride
(N=309) 5mg 10my

(N=161) | (N=215

Headache 123% 11.0% 14.0%
Pharyngtis 20% 6.2% 28%
Abdorninal pain 1% 44% 5.6%
Coughing 3% 44% 28%
Somnolence 1.3% 19% 42%
Diarrhea 1.3% 31% 1.9%
Epistaxis 20% 7% 1.9%
Bronchospasm 1.0% 3% 19%
Nausea 1.9% 19% 28%
Vomiting 1.0% 25% 2.3%

The fu\luwin% events were observed infrequenty (ess than 2%}, in either 3982 adults and children 12 years and older or n 639 gediatric
patients aged 6to 11 years wh received cetirzine hydrochiorids in U, rials, including an open adulfstudy of six manths duration. A causal
relationship of these inirequent events with cefirizing hydrochloride administration has not been established.

Autonomic Nervous System: anorexia, flushing, increased salivation, urinary retention.

Cardiovascular: cardiac faiure, hypertension, palpitation, tachycardia.

Gentral and Peripheral Nervous Systems: abnormal coordination, ataxia, confusion, dysphonia, hyperesthesia, hyperkinesia, hypertonia,
hypoesthesia, leg cramps, migraine, myelis, paralysis, paresthesia, ptosis, syncope, fremor, twitching, vertigo, visualfield defect
Gastrointestinal: abnormal hepatc function, aggravated tooth caries, constipation, dygpa&sia, enuctation, flatuence, gastiis, hemonthoids,
increased appetite, melena, rectal hemorthage, stomatitis including ulcerative stomattis, fongue discoloration, tonque edema.
Genitourinary: oystitis, dysuria, hematuria, micturition frequency, polyuria, urinary incantinence, urinary tract infection.

Hearing and Vestibular: deafness, earache, ofotoxicity, tinnitus.

Metabolic/MNutritional: dehydration, diabetes melltus, thirst.

Musculoskeletal: arthralga, arthitis, arthrosis, muscle weakness, myalgia.

Psychiatric: abnormeal thinking, agitation, amnesia, anxiety, decreased liido, depersonalization, depression, emotional labiliy, euphoria,
impaired congentration, insomnia, nervousness, paroniria, sleep disorder.

Respiratory System: bronchiis, dyspnea, hyperventiation, increased sputum, pneumonia, respiatory disorder,rhinits, sinusts, upper
respiratory tract infection,

Reproductive: dysmenorthea, female breast pain, intermenstrual bleeding, leukorrhea, menorthagia, vaginits.

Reticuloendothelial: ymphiadenopathy.

Skin: acne, alopecia, andgiuedema bullous eruption, dermetiis, dry skin, eczema, erythematous rash, furunculosis, hyperkertosis,
hyEeHmchusz, increased sweating, maculopapular ash, photosensitvtyreaction, photosenstvity oxic reacton, prurtus, purpura, rash,
seborrhea, skin disorder, skin nodule, urticaria,

Special Senses: parosmia, taste loss, faste perversion,

Vision: blindness, conjunctivis, eye pain, glaucoma, loss of accommodation, ocular hemorthage, xerophihalmia.

Body as a Whole: accidental injury, asthenia, back pain, chest pain, enlarged abdomen, face edema, fever, generalized edema, hot flashes,
increased weight, leg edema, malaise, nasal polyp, pain, pallr, periorbital edema, peripheral edema, rigors.

Occasional instances of ransient, reversible hepatic transaminase elevations have occurred during cetirzine therapy. Hepatits with significant
ransaminasé elevation and elevated bilinbin in association with the use of cefirizine hydrochloride has been reported.

Post-Marketing Experience

Inthe post-marketing period, the folowing additonal rare, but potentilly severe adverse events have been reported; aggressive reaction,
anagw'iaﬂs, cholestasis, convulsions, glomerulonephriis, hallucinations, hemolytic anemia, hepatits, orofacia dyskinesia, severe hxfatensiun,
stilbirth, suicidal ideation, suicide, thrombocytoenia, acute generalized exanthematous pustulosis (AGEP), and new onset pruits within a few
days after discontinuation of cetirizine, usually after long-term use (e.g., few months to years) of cetirizin.

DRUG ABUSE AND DEPENDENCE

There is no information to indicate that abuse or dependency occurs with cetirzine hydrochloride.

OVERDOSAGE

Overdosage has been reported with cefinizine hydrochloride. In one adult patient who took 150 mg of cetirizine hydrochloride, the patient was
somnolent but did notcisplay any other clinicl signs or abnorml blood chemisiry or hematn\ugl;resuhs. Inan 18 month old Fsdiamn afient
who took an overdose of cefirzing hydrochloride Fagpmximately 180 mg], restlessness and iitabilty were observed initaly;this was followed
by drowsiness. Should overdose occtr, reatment should be s%m omatic or suppnrtive,mdnﬂ into accourt any concomitantly ingested
medications. There is no known specific antidote to cetirzine hydrochloride. Cetiizine hgdmc loride s not effectively removed bg dialysis, and
dialysis il be neffectve unless a ialyzable agent has besn concomitantly ingested. The acute minimal lthal oral doses were 237 mgkg in
mice (approximately 95 fimes the masimum recommended dailg oral dose In adulfs on a mgfm® basis, or ap{zmximaie\y 40 times the maximum
recommended daly oraldose inifants on & mg/n? basishand 62 mykg in rats (approximately 460 times the maximum recommended daily
aral dose in adults on a myn besis, or approximately 190 times the maximum recommended daily oral dose in infants on a mg/m* basig). In
rodents, the target of acute toxicity was the central nervous system, and the targe of multple-dose toxicity was the iver.

DOSAGE AND ADMINISTRATION
Geirizine hydrochloride oral sclution, USP can be taken without regard to food consumption.

Children 2to 5 Years for Chronic Urticaria:

The recommended inital dose of cefirizine hydrochloride oral solution, USP in chidren aged 2 to 5 years is 2.5 mg [Vmasfnnmu\] oral soluion
once daly. The dosage in this age group can be increased to a maximum dose of 5 mg per day given as 1 teaspoonful oral solufon ance:a day or
one V2 teaspoonful el solution given every 12 hours.

Children 6 months to <2 years For Perennial Allergic Rhinitis and Chronic Urticaria:

The recommended dose of cefirizine hydrochloride oral solution, USP in children 6 months to 23 months of age is 2.5 mg [Liteasruanfu\] onee

%ilfy“ The dose in children 12 to 23 months of age can be increased to a maximum dose of & mg per day, gfven as !4 teaspoonful (2.5 mg) every
ours.

HOW SUPPLIED

Geirizine hydrochloride oral solution, USP is coloress to sighty yellow with a grape flavor. Each teaspoon (5 mL) containg 5 mg cetirizine
hydrochloride. Cetirzine hydrochlorde oral solution, USP is suppled s follows:

N 16571-184-1250%uf4ﬂ.uz.[12t]le
NDG 1657 1-134-48 Bt of 161, . (480 )
STORAGE: Store at 20°-25°C (68°-77°F); excursions permitted to 15°30°C (59°-86°F) [See USP Controlled Room Temperature]; or store
refrigerated, 2-8°C (36-46°F),

Distributed by:

Rising Pharma Holdings, Inc.

East Brunswick, NJ 08816
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CETIRIZINE HYDROCHLORIDE

ORAL SOLUTION, USP

FOR ORAL USE ONLY Grape Flavored

Each mL contains 1 mg of cetirizine hydrochloride, USP.
Usual Dosage: See accompanying prescribing information.

Store at 20-25°C (68-77°F); excursions permitted to 15-30°C (59-86°F)

[see USP Controlled Room Temperature];
or store refrigerated, 2-8°C (36-46°F).

Dispense in a tight, light-resistant container as defined in the USP.
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Distributed by:
Rising Pharma Holdings, Inc.

4 fl. oz. (120 mL m East Brunswick, NJ 08316
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CETIRIZINE HYDROCHLORIDE

cetirizine hydrochloride solution

Product Information
Product Type HUMAN PRESCRIPTION DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety
Ingredient Name

CETIRIZINE HYDROCHLORIDE (UNII: 640047KTOA) (CETIRIZINE -

UNIl:YO7261ME24)

Inactive Ingredients

Ingredient Name
GLYCERIN (UNIl: PDC6A3CO0X)
ACETIC ACID (UNIl: Q40Q9N063P)
METHYLPARABEN (UNII: A2I8C7HI9T)
WATER (UNIl: 059QF0KOOR)
PROPYLENE GLYCOL (UNIl: 6DC9Q167V3)
PROPYLPARABEN (UNII: Z8IX2SC10H)
SODIUM ACETATE (UNII: 4550K0SC9B)

Item Code (Source) NDC:16571-134

Basis of Strength Strength

CETIRIZINE 1 mg
HYDROCHLORIDE in 1 mL
Strength




SUCROSE (UNII: C151H8M554)

Product Characteristics

Color
Shape
Flavor
Contains

Packaging
# Item Code

NDC:16571-
134-12

NDC:16571-
134-48

white (colorless to slightly yellow)

GRAPE (Artificial Grape)

Package Description

120 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

480 mL in 1 BOTTLE, PLASTIC; Type 0: Not a
Combination Product

Marketing Information

Marketing
Category

ANDA

Application Number or Monograph

Citation
ANDA090191

Labeler - Rising Pharma Holdings, Inc. (116880195)

Registrant - Baja MEDICAL LLC (078774921)

Establishment

Name

BAJA] MEDICAL,
LLC

Revised: 1/2026

Address ID/FEI

078774921

Score
Size
Imprint Code

Marketing Start Marketing End
Date Date

07/16/2024

07/16/2024

Marketing Start Marketing End
Date Date

07/16/2024

Business Operations

pack(16571-134) , analysis(16571-134) , label(16571-134) ,
manufacture(16571-134)

Rising Pharma Holdings, Inc.
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