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Coding and Reimbursement Guide

Contains:

e Product and Ordering Information

e Dosing and Administration

e Reimbursement Coding Considerations
e Provider Resources

INDICATION AND USAGE

QUZYTTIR is indicated for the treatment of acute urticaria in adults and children 6 months of age
and older.

Limitations of Use: QUZYTTIR is not recommended in pediatric patients <6 years of age with impaired
renal or hepatic function.

Disclaimer: Third-party reimbursement is affected by many factors. This document and the information and
assistance provided by ESTEVE or ESTEVE Together are presented for informational purposes only. They

do not constitute reimbursement or legal advice. ESTEVE does not promise or guarantee coverage, levels of
reimbursement, or payment. Laws, regulations, and policies concerning reimbursement are complex and are
updated frequently. Accordingly, the information may not be current or comprehensive. ESTEVE and its third-party
service providers strongly recommend you consult your payer for its most current coverage, reimbursement, and
medical policies. ESTEVE and its third-party service providers make no representations or warranties, expressed
or implied, as to the accuracy of the information provided. In no event shall the third-party service providers or
ESTEVE, or their employees or agents, be liable for any damages resulting from or relating to any information
provided by, or accessed to or through, ESTEVE or ESTEVE Together. Please consult with your counsel or
reimbursement specialist for any reimbursement or billing questions specific to your institution.



QUZYTTIR Product and Ordering Information

Carton containing 25 single-use vials
; (10 mg/mL cetirizine hydrochloride)
L:3.5" 10-digit NDC 68118-200-25

7 - 11-digit NDC* 68118-0200-25

/—— ; : e Carton containing 1 single-use vial
H: 153" | quayttir e s (10 mg/mL cetirizine hydrochloride)
R - 10-digit NDC 68118-200-10

Each 1 mLvial conains Catirzine Hydrochlride 10 g (equivlent to
842 mg of Ctirzine) and sodium chlonide fortoncity adjustment % TerSera:
Single-Dose Vil - Discard Unused Portion e

11-digit NDC* 68118-0200-10

*Payers may require the submission of an
11-digit NDC on healthcare claim forms.

Healthcare Common Procedure Coding System (HCPCS)

Submitting accurate codes and claims is important to ensure proper reimbursement of services.
The chart below lists a potential code for your reference when submitting claims for your patients
who receive QUZYTTIR.

Code! Description?

J1201 Injection, cetirizine hydrochloride, 0.5 mgt J

‘Number of billable units at 0.5 mg (2.5 mg dose = 5 billable units, 5 mg dose = 10 billable units, or 10 mg dose = 20 billable
units) based on age and indication.

Authorized Specialty Distributors

Name Customer Service Name Customer Service
Hospitals Clinics
. . Oncology: 877-453-3972 .

Cardinal Specialty Other Specialties: 866-300-3838 Besse Medical 800-543-2111

CuraScript SD Specialty . } . . Oncology: 877-453-3972

Distribution 877-599-7748 e Other Specialties: 866-300-3838

McKesson Plasma B ) CuraScript SD Specialty

and Biologics CH/YSBLDEE Distribution TSRV

e . Oncology: 800-482-6700

Oncology Supply 800-633-7555 ) McKesson Specialty Specialties: 855-477-9800
Metro Medical 800-768-2002
Oncology Supply 800-633-7555 )




QUZYTTIR Dosing and Administration QUZY'C’W

Cetirizine HCl Injection
10 mg/mL

Dosing and Administration’

QUZYTTIR is a single-use vial
for intravenous use only.

QUZYTTIR is preservative-free and does
not require refrigeration or reconstitution.

The recommended dosage regimen is
once every 24 hours as needed
for treatment of acute urticaria.

Qtuz ttir i« ﬂﬂ Administer QUZYTTIR as an intravenous S’
INizine HCI

Injection push over a period of 1 to 2 minutes. Children Children 6 to Adults and
. . 6 months to 11 years of age, adolescents
Q%ZYTTlR 'S not lr ecor:me;ded n ¢ 5 years of age depending on 12 years of age
pediatric patients less than 6 years of age symptom severity and older

with impaired renal or hepatic function.

If using QUZYTTIR as an antihistamine prior to infusion product administration,

refer to the infusion product prescribing information for instructions.

Storage and Handling?
QUZYTTIR (cetirizine hydrochloride injection) should be stored at 20°C to 25°C (68°F to 77°F), excursions
permitted to 15° — 30°C (59° — 86°F). Discard unused portion.

INDICATION AND USAGE
QUZYTTIR is indicated for the treatment of acute urticaria in adults and children 6 months of age and older.

Limitations of Use: QUZYTTIR is not recommended in pediatric patients <6 years of age with impaired renal
or hepatic function.

SELECT SAFETY INFORMATION

Contraindications: Known hypersensitivity to QUZYTTIR or any of its ingredients, to levocetirizine,
or hydroxyzine.

Warnings and Precautions: The occurrence of somnolence/sedation has been reported in some
patients. Advise patients to exercise due caution when driving or operating potentially dangerous
machinery. Avoid concurrent use of QUZYTTIR with alcohol or other CNS depressants because
additional reduction in alertness and additional impairment of CNS performance may occur.

Please see additional Important Safety Information on back.

Please see accompanying Full Prescribing Information. .


https://www.quzyttir.com/pdf/QuzyttirPrescribingInformation.pdf

Coding Considerations

National Drug Code (NDC)

The NDC is a universal product identifier comprised of a 3-segment number that identifies drugs by manufacturer,
dosage, and package size. Payers may require the submission of an 11-digit NDC on healthcare forms, and
electronic claims may be denied for drugs billed without a valid 11-digit NDC. Contact your patient’s health plan
to determine claim submission requirements and to determine accurate reporting of NDC codes.

Dosage? 11-Digit Code?
Carton containing 25 single-use vials (10 mg/mL cetirizine hydrochloride) 68118-0200-25
Carton containing 1 single-use vial (10 mg/mL cetirizine hydrochloride) 68118-0200-10 Y,

Current Procedural Terminology (CPT)
Submitting accurate codes and claims is important to ensure proper reimbursement of services. The chart below
lists potential CPT codes for your reference when submitting claims for your patients who receive QUZYTTIR.

Code?® Description?
Therapeutic, prophylactic, or diagnostic injection (specify substance or drug); intravenous push,

96374 . L
single or initial substance/drug.

96375 Therapeutic, prophylactic, or diagnostic injection (specify substance or drug); each additional sequential
intravenous push of a new substance/drug (list separately in addition to code for primary procedure).
Therapeutic, prophylactic, or diagnostic injection (specify substance or drug); each additional sequential

96376 intravenous push of the same substance/drug provided in a facility (list separately in addition to code
for primary procedure). )

Healthcare Common Procedure Coding System (HCPCS)
Submitting accurate codes and claims is important to ensure proper reimbursement of services. The chart below
lists a potential code for your reference when submitting claims for your patients who receive QUZYTTIR.

Code! Description?

J1201 Injection, cetirizine hydrochloride, 0.5 mgt J

‘Number of billable units at 0.5 mg (2.5 mg dose = 5 billable units, 5 mg dose = 10 billable units, or 10 mg dose = 20 billable
units) based on age and indication.



Quzyttir

Cetirizine HCl Injection
10 mg/mL

Additional Information on J-code Billing:
e CMS may be required
o For guidance on CMS 1500, see pages 6-7
o For guidance on CMS 1450, see pages 8-9
e J1201 is billed per 0.5 mg
e Check with your individual payer for specific requirements
e Recommended dosages:
o Adults and adolescents 12 years of age and older: 10 mg
o Children 6to 11 years: 5 mg or 10 mg
o Children 6 months to 5 years: 2.5 mg
e Recommended dosage regimen is once every 24 hours as needed for acute urticaria

Special Notes:

According to the Medicare Claims Processing Manual, chapter 17, section 40, “Discarded Drugs and Biologicals,” if a
physician must discard the remainder of a vial after administering a dose to a Medicare patient, the program covers the
amount discarded along with the amount administered. The coverage of discarded drugs applies only to single-use
vials.® For drug amounts discarded/not administered to the patient, Centers for Medicare & Medicaid Services states
that Medicare contractors may require the use of modifier JW or JZ. Modifier JW is used to identify unused drugs or
biologics from single-use vials or single-use packages that are appropriately discarded. Modifier JZ is used to attest
that no amount of drug was discarded and eligible for payment.*

Diagnosis Code (ICD-10) Code? Description?
Submitting accur.ate codes and claim; is important to L50 UtesiiE
ensure proper reimbursement of services. The chart ) o
lists potential diagnosis codes for your reference L50.0 Allergic urticaria
when submitting claims for your patients who receive L50.1 Idiopathic urticaria
® > T
QUZYTI'IR (cetirizine hydrochloride injection), for 1502 Urticaria due to cold and heat
intravenous use.
L50.3 Dermatographic urticaria
L50.4 Vibratory urticaria
L50.5 Cholinergic urticaria
L50.6 Contact urticaria
L50.8 Other urticaria
L50.9 Urticaria, unspecified
2298 Encounter for other specified
prophylactic measures
229.89 Encounter for other specified

prophylactic measures Y,

SELECT SAFETY INFORMATION

Adverse Reactions: The most common adverse reactions (incidence <1%) with QUZYTTIR are
dysgeusia, headache, paresthesia, presyncope, dyspepsia, feeling hot, and hyperhidrosis.

The most common adverse reactions (incidence >2%) with chronic dosing of oral cetirizine
hydrochloride in adults are somnolence, fatigue, dry mouth, pharyngitis and dizziness. Adverse
reactions observed in pediatric patients with chronic use of oral cetirizine hydrochloride are
headache, pharyngitis, abdominal pain, coughing, somnolence, diarrhea, epistaxis, bronchospasm,
nausea, and vomiting.

Please see additional Important Safety Information on back.

Please see accompanying Full Prescribing Information.



https://www.quzyttir.com/pdf/QuzyttirPrescribingInformation.pdf

Independent Clinic Setting

Sample Medicare Claim Form: CMS-1500 Form (Physician Office)

Physician Office Claims (CMS-1500)°

The Form CMS-1500 is the basic form prescribed

by CMS for the Medicare and Medicaid programs

for claims from suppliers and non-institutional SiE A
providers that qualify for a waiver from the E L THINSURANCE CLAR FORME g
Administrative Simplification Compliance Act (ASCA) (e e emm—— i
requirement for electronic submission of claims. It i e e Tal i wt i I
has also been adopted by the TRICARE Program. RS ADDPESS il " S S I —
For detailed guidance on completing the CMS-1500 e b g
items, please see the Medicare Claims Processing e T o — %
Manual, Pub. 100-04, Chapter 26, available at: e e R :
https://www.cms.gov/Regulations-and-Guidance/ S e R L
Guidance/Manuals/Downloads/clm 104¢26.pdf S =1 eyl :
CMS Discarded Drug Po liCY3’6 T e — e
e Payment for discarded amounts of drug/biological . - r
spplis only o single-use vals or packages e AT T - o
e Multi-use vials are not subject to payment for i OS”ML | L
discarded amounts FEPEN o e
e Discarded amounts of drugs/biologicals must be o
recorded in the patient’s medical record 1 e T /4\@ Rla| e, g
e Medicare contractors require the JW modifier to o PRy : : : } ll : ‘ l 1 ] : u : ,,,,,,,,,,,,,, é
indicate the amount of drug discarded. Other payer s (3) R e B e e e [ i
policies may vary. 4N~ R R B 3 B g
<
For example, a single-use vial that is labeled to Z N B 6 s
contain 100 units of a drug has 95 units administered i o o "_ ST ———— ﬁwglsmw = mm,imi‘ !m S
to the patient and 5 units discarded. The 95-unit s ams | Y ey S ()
dose is billed on one line, while the discarded 5 B :
units are billed on another line accompanied by —_—
the JW modifier. Both line items will be processed
for payment. Providers must record the discarded As of April 1, 2014, version 02/12 is required.

amounts of drugs and biologicals in the patient’s
medical record.

Please note: Providers and suppliers are required

to report the JZ modifier on all claims that bill for
drugs from single-dose containers that are separately
payable under Medicare Part B when there are no
discarded amounts.*

Disclaimer: Third-party reimbursement is affected by many factors. This document and the information and assistance
provided by ESTEVE or ESTEVE Together are presented for informational purposes only. They do not constitute
reimbursement or legal advice. ESTEVE does not promise or guarantee coverage, levels of reimbursement, or payment. Laws,
regulations, and policies concerning reimbursement are complex and are updated frequently. Accordingly, the information
may not be current or comprehensive. ESTEVE and its third-party service providers strongly recommend you consult your
payer for its most current coverage, reimbursement, and medical policies. ESTEVE and its third-party service providers make
no representations or warranties, expressed or implied, as to the accuracy of the information provided. In no event shall the
third-party service providers or ESTEVE, or their employees or agents, be liable for any damages resulting from or relating

to any information provided by, or accessed to or through, ESTEVE or ESTEVE Together. Please consult with your counsel or
reimbursement specialist for any reimbursement or billing questions specific to your institution.


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c26.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c26.pdf
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Field 197

Billing with a specific HCPCS code can be processed through electronic billing; manual billing may still be
required in certain circumstances. In those cases it may be necessary to provide the following information (see
line 19) for payment: Specific drug information, eg, drug name, NDC, dosage, strength, and route of administration.
Please note that for billing purposes, the NDC field requires 11 digits. Please refer to previous page for the
appropriate NDCs. These NDCs are consistent with the Redbook and First Databank listings.

@ Field 21
Enter the appropriate ICD-10-CM diagnosis code. Additional diagnosis codes may apply.

@ Field 24, Column D7

Enter the appropriate HCPCS codes and CPT codes.

The HCPCS code for QUZYTTIR (cetirizine hydrochloride injection) is J1201. QUZYTTIR is an intravenous (IV)
injection. Please check your local payers’ injection and infusion policies and coverage and coding guidelines.

25 (Modifier on CMS-1500) (Box 24D)

Description: Significant, separately identifiable evaluation and management (E/M) service by the same
physician or other qualified healthcare professional on the same day of the procedure or other service.
Indication:

e Patient requires distinct E/M service in addition to the infusion procedure

e Must be substantiated by documentation that supports the relevant criteria for the reported service

JW (Modifier on CMS-1500) (Box 24D)

Drug amount discarded/not administered to any patient

e Applies only to the unused drug that is discarded after applicable dose has been administered from
a single-use vial

e Append the modifier to the drug code on a line separate from that reporting the administered dose

JZ (Modifier on CMS-1500) (Box 24D)

Zero drug wasted

e Applies to any drug from single-dose containers that are separately payable under Medicare Part B when
there are no discarded amounts

e Append the modifier to the right of the primary code under the column marked “modifier”

Field 24, Column G

Enter the number of units administered. J1201 has a billable unit per 0.5 mg.



Hospital Outpatient and Ambulatory Surgical Center Setting

Sample Medicare Claim Form: 1450 Form (Hospital Outpatient)

Hospital Outpatient Claims (CMS-1450)°

The Form CMS-1450, also known as the UB-04,
is a uniform institutional provider bill suitable for - ] - i -
use in billing multiple third-party payers. Itis the 5
basic form prescribed by CMS for the Medicare

and Medicaid programs for claims from hospitals,
including HOPDs. Because it serves many pavers, a
particular payer may not need some data elements.
For detailed guidance on completing the CMS-1450
items, please see the Medicare Claims Processing
Manual, Pub. 100-04, Chapter 25, available at:
https://www.cms.gov/Regulations-and-Guidance/
Guidance/Manuals/Downloads/clm104c¢25.pdf

CMS Discarded Drug Policy®*

e Payment for discarded amounts of drug/biological
applies only to single-use vials or packages

e Multi-use vials are not subject to payment for
discarded amounts

e Discarded amounts of drugs/biologicals must be
recorded in the patient’s medical record T — T e e

e Medicare contractors require the JW modifier
to indicate the amount of drug discarded. Other
payers may vary

63 TREATVENT AUTHORIZATION GODES 54 DOCUMENT CONTROL NUMBER 55 EMPLOYER NAME

For example, a single-use vial that is labeled to contain
100 units of a drug has 95 units administered to the

patient and 5 units discarded. The 95-unit dose is billed
on one line, while the discarded 5 units are billed on

another line accompanied by the JW modifier. Both line
items will be processed for payment. Providers must -
record the discarded amounts of drugs and biologicals ’ = [Cr— PR T RO TR
in the patient’s medical record.

Please note: Providers and suppliers are required to
report the JZ modifier on all claims that bill for drugs
from single-dose containers that are separately
payable under Medicare Part B when there are no
discarded amounts.*

Disclaimer: Third-party reimbursement is affected by many factors. This document and the information and assistance provided
by ESTEVE or ESTEVE Together are presented for informational purposes only. They do not constitute reimbursement or

legal advice. ESTEVE does not promise or guarantee coverage, levels of reimbursement, or payment. Laws, regulations, and
policies concerning reimbursement are complex and are updated frequently. Accordingly, the information may not be current or
comprehensive. ESTEVE and its third-party service providers strongly recommend you consult your payer for its most current
coverage, reimbursement, and medical policies. ESTEVE and its third-party service providers make no representations or
warranties, expressed or implied, as to the accuracy of the information provided. In no event shall the third-party service providers
or ESTEVE, or their employees or agents, be liable for any damages resulting from or relating to any information provided by,

or accessed to or through, ESTEVE or ESTEVE Together. Please consult with your counsel or reimbursement specialist for any
reimbursement or billing questions specific to your institution.


https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c25.pdf
https://www.cms.gov/Regulations-and-Guidance/Guidance/Manuals/Downloads/clm104c25.pdf
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Fields 42 and 437

Enter the appropriate revenue codes and descriptions corresponding to the relevant HCPCS codes. Other
revenue codes may be acceptable and may vary by location.

@ Field 44137

Enter the appropriate HCPCS and CPT codes ensuring that they align with codes in 42 and 43. The HCPCS code for
QUZYTTIR (cetirizine hydrochloride injection) is J1201. Please note that for billing purposes, the NDC field requires
11 digits. Please refer to page 3 for the appropriate NDCs. These NDCs are consistent with the Redbook and First
Databank listings.

One or more of the following modifiers may be relevant to QUZYTTIR billing and are required by Medicare

(Modifier on CMS-1450, Box 44):

25

Description: Significant, separately identifiable evaluation and management (E/M) service by the same
physician or other qualified healthcare professional on the same day of the procedure or other service.
Indication:

e Patient requires distinct E/M service in addition to the infusion procedure

e Must be substantiated by documentation that supports the relevant criteria for the reported service

Jw

Drug amount discarded/not administered to any patient

o Applies only to the unused drug that is discarded after applicable dose has been administered from a single-use vial
e Append the modifier to the drug code on a line separate from that reporting the administered dose

1z

Zero drug wasted

e Applies to any drug from single-dose containers that are separately payable under Medicare Part B when
there are no discarded amounts

e Append the modifier to the right of the primary code under the column marked “modifier”

PO

Excepted services provided at an off-campus, outpatient provider-based department of a hospital

e To be reported on each claim line for excepted services furnished in an off-campus, provider-based
department of a hospital and billed on an institutional claim

PN

Non-excepted service provided at an off-campus, outpatient, provider-based department of a hospital

e To be reported on each claim line for non-excepted services furnished in an off-campus provider-based
department of a hospital and billed on an institutional claim

JG

Drug or biological acquired with 340B Drug Pricing Program Discount

e Must be reported by providers that are NOT excepted from the 340B payment policy

e To be reported on the same claim line as the drug HCPCS code for all 340B acquired drugs

B

Drug or biological acquired with 340B Drug Pricing Program Discount, reported for informational purposes

Field 46

Enter the number of units administered. J1201 has a billable unit per 0.5 mg.

4 ) Field 74

Enter the appropriate ICD-10-CM diagnosis code. Additional diagnosis codes may apply.

Field 80

Billing with a specific HCPCS code enables faster payment through electronic billing. Manual billing may still be
required in certain circumstances. In those cases it may be necessary to provide the following information for
payment: The NDC, quantity of the drugs administered (expressed in unit of measure applicable to the drug or
biological), and the date the drug was administered to the patient.



Provider Resources

Benefits Investigation

Visit www.QUZYTTIR.com
or scan the QR code T

[=]

Click “Support and Reimbursement”
in the top navigation bar

ESTEVE Together Enroliment Form for QUZYTTIR
Fax completed enroliment form to 1-855-774-2583

Scroll down and click “Full enrollment
form” under ESTEVE Together

© reaurne: Heats

Complete ONLY page 1 of the form.
Ensure that you have completed all
requested information

ridey anantosoopmen) | (W ra

Fax the completed form to 1-855-774-2583

ESTEVE =
TOGETHER

EDUCATE - EMPOWER - ENGAGE

1-833-ESTEVE-1 (1-833-378-3831),

Monday-Friday, 9:00 am to 5:00 pm ET
10


https://www.quzyttir.com/

Quzyttir

Cetirizine HCl Injection
10 mg/mL

Patient Assistance Program

Visit www.QUZYTTIR.com "
or scan the QR code

ESTEVE Together Enroliment Form for QUZYTTIR® (cetirizine HCl injection)

PATIENT THE BOTTOM OF THIS PAGE

H “s d R H b 99 - uzyttir ESTEVE Together Enroliment Form for QUZYTTIR | RSRNSNIINN
Click “Support and Reimbursement ESTEVESa Quzytti e e, oo
o ° ° o, . e Inje " ‘the PAP is based on the Federal Poverty Level
in the top navigation bar Ploase completspages 1 and 2 of s document for a Benfit Investgation or Financial Asssance. [M""WW"'"“M"'"
PATIENT ALL
© Frescriver/Facilty Information © ratientinformation R
E

ai:

Primary Diagnoss 0D-10 Coce:

Scroll down and click “Full enrollment
form” under ESTEVE Together

Complete page 1 AND 2 of the form.
Ensure that you have completed all
requested information

ESTEVE

Fax the completed forms to 1-855-774-2583

Answers to general reimbursement Complicated questions referred
questions on coding and billing to reimbursement managers


https://www.quzyttir.com/

Provider Resources

We'’re Here to Help
Patient access can be challenging.
That’'s why we've established programs to help

12

REQUEST SAMPLES

Request samples through the QUZYTTIR Sample Program to evaluate whether
QUZYTTIR may be right for your appropriate patients.

Contact your QUZYTTIR Account Manager to request samples.

FEEL REASSURED

The QUZYTTIR Assurance Program helps to address reimbursement concerns by
providing a credit to your practice if your patient’s qualified claim is denied.
In order to qualify for this program, the practice must run a benefits investigation

through ESTEVE Together prior to product administration.
Contact ESTEVE Together to learn more.

GET THE PROPER SUPPORT
ESTEVE Together offers: “\\
ESTEVE =
TOGETHER

¢ Benefits investigations EDUCATE - EMPOWER - ENGAGE

e Reimbursement support

e Assistance in providing information regarding prior authorization (PA) requirements
e Education for you and your patients about the appeals process if coverage is denied

e Patient Assistance Program for eligible patients who establish financial need and

do not have insurance coverage. Terms and conditions apply

Call ESTEVE Together at 1-833-ESTEVE-1 (1-833-378-3831),
Monday-Friday, 9:00 am to 5:00 pmM ET
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QUZYTTIR Co-pay Savings Program

Quazyttir If your patients need help with the cost
Cetirzine HCI of their co-pay, the QUZYTTIR Co-pay

Savings Program may help. Eligible
patients may pay as little as S0*

10 mg/mL

RxBIN: 610524
RxPCN: Loyalty
RxGRP: 50777890
ID: XXXXXXXXX

Pay as little as

e Program allows a 60-day lookback prior to
_ e, th o ey card s it enrollment to give your patients time to understand
atients are not eligible if prescriptions are paid for by . . .

their co-pay obligations

lly funded program, including, but not limited to,
Medicare or Medicaid, Medigap, VA or DOD or TRICARE, or where
prohibited by law. Additional terms and conditions apply.

+STEVE
N Y

Not actual card.

*For eligible commercially insured patients, the co-pay card is subject to an annual limit. Patients are not
eligible if prescriptions are paid for by any state or federally funded program, including, but not limited
to, Medicare or Medicaid, Medigap, VA or DOD or TRICARE, or where prohibited by law. Additional

terms and conditions apply.
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We're Here to Help Quzyttir‘*'

To learn more, reach out to your Cetirizine HCI Injection
QUZYTTIR Account Manager today. 10 mg/mL

INDICATION AND USAGE
QUZYTTIR is indicated for the treatment of acute urticaria in adults and children 6 months of age and older.

Limitations of Use: QUZYTTIR is not recommended in pediatric patients <6 years of age with impaired renal or
hepatic function.

IMPORTANT SAFETY INFORMATION

Contraindications: Known hypersensitivity to QUZYTTIR or any of its ingredients, to levocetirizine,
or hydroxyzine.

Warnings and Precautions: The occurrence of somnolence/sedation has been reported in some patients.
Advise patients to exercise due caution when driving or operating potentially dangerous machinery. Avoid
concurrent use of QUZYTTIR with alcohol or other CNS depressants because additional reduction in
alertness and additional impairment of CNS performance may occur.

Adverse Reactions: The most common adverse reactions (incidence <1%) with QUZYTTIR are dysgeusia,
headache, paresthesia, presyncope, dyspepsia, feeling hot, and hyperhidrosis.

The most common adverse reactions (incidence >2%) of oral cetirizine hydrochloride in adults are
somnolence, fatigue, dry mouth, pharyngitis, and dizziness. Adverse reactions observed in pediatric patients
with oral cetirizine hydrochloride are headache, pharyngitis, abdominal pain, coughing, somnolence; diarrhea,
epistaxis, bronchospasm, nausea, and vomiting.

To report SUSPECTED ADVERSE REACTIONS, contact the FDA at 1-800-FDA-1088 or www.FDA.gov/medwatch. You may also
contact ESTEVE Pharmaceuticals, S.A. at 1-888-306-6259 or drugsafety.us@esteve.com.

Please see accompanying Eull Prescribina Information.

QUZYTTIR, ESTEVE, and the ESTEVE logo are registered trademarks of ESTEVE Pharmaceuticals, S.A. L S l EVE
©2026 ESTEVE Pharmaceuticals, S.A. All rights reserved. QUZY-P-0014 (08-2026) Improving lives together


https://www.fda.gov/safety/medwatch-fda-safety-information-and-adverse-event-reporting-program
mailto:drugsafety.us@esteve.com
https://www.quzyttir.com/pdf/QuzyttirPrescribingInformation.pdf

