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The table below presents the data as entered.

Input Field Entered

SERIAL NUMBER 87348251

LAW OFFICE ASSIGNED LAW OFFICE 118

MARK SECTION

MARK FILE NAME https://tmng-al.uspto.gov/resting2/api/img/87348251/large

LITERAL ELEMENT ATHENEX

STANDARD CHARACTERS NO

USPTO-GENERATED IMAGE NO

COLOR(S) CLAIMED
(If applicable)

Color is not claimed as a feature of the mark.

DESCRIPTION OF THE MARK
(and Color Location, if applicable)

The mark consists of the word "ATHENEX", with a stylized "A" wherein the
crossing line of the letter "A" is a curved line that is extended under the entire mark.
The letter "X" has a curve in the opposing direction.

GOODS AND/OR SERVICES SECTION (current)

INTERNATIONAL CLASS 005

DESCRIPTION

Prescription pharmaceutical products for a variety of diseases

FILING BASIS Section 1(a)

        FIRST USE ANYWHERE DATE At least as early as 11/02/2015

        FIRST USE IN COMMERCE DATE At least as early as 02/08/2017

GOODS AND/OR SERVICES SECTION (proposed)

INTERNATIONAL CLASS 005

TRACKED TEXT DESCRIPTION

Prescription pharmaceutical products for a variety of diseases; House mark for pharmaceuticals directed to treatment of diseases and disorders
affecting the circulatory system, digestive system, excretory system, endocrine system, integumentary system/exocrine system, immune
system and lymphatic system, muscular system, nervous system, renal system and urinary system, reproductive system, respiratory system,
skeletal system, impacting the blood, brain, heart, lungs, kidneys, stomach, liver, pancreas, mammary glands, ovaries, uterus, testes, bladder,
rectum, large intestine, small intestine, gall bladder, hair, skin, nails, muscles, bones, joints, tendons, spine, thymus, thyroid, lymph nodes,
spleen, eyes, nose, trachea, esophagus, including anti-infectives, anti-emetics, narcotics/analgesics, pharmaceutical preparations for the
treatment of infectious diseases, pharmaceutical preparations for the treatment of dermatological conditions, pharmaceutical products for the
treatment of cancer, anesthesia and sedatives, pain relief, antiinflamatory preparations, antiepileptic agents, muscle relaxants

FINAL DESCRIPTION

House mark for pharmaceuticals directed to treatment of diseases and disorders affecting the circulatory system, digestive system, excretory
system, endocrine system, integumentary system/exocrine system, immune system and lymphatic system, muscular system, nervous system,
renal system and urinary system, reproductive system, respiratory system, skeletal system, impacting the blood, brain, heart, lungs, kidneys,
stomach, liver, pancreas, mammary glands, ovaries, uterus, testes, bladder, rectum, large intestine, small intestine, gall bladder, hair, skin,
nails, muscles, bones, joints, tendons, spine, thymus, thyroid, lymph nodes, spleen, eyes, nose, trachea, esophagus, including anti-infectives,
anti-emetics, narcotics/analgesics, pharmaceutical preparations for the treatment of infectious diseases, pharmaceutical preparations for the



treatment of dermatological conditions, pharmaceutical products for the treatment of cancer, anesthesia and sedatives, pain relief,
antiinflamatory preparations, antiepileptic agents, muscle relaxants

FILING BASIS Section 1(a)

       FIRST USE ANYWHERE DATE At least as early as 11/02/2015

       FIRST USE IN COMMERCE DATE At least as early as 02/08/2017

ADDITIONAL STATEMENTS SECTION

MISCELLANEOUS STATEMENT

The following is in response to the Office Action issued June 14, 2019. In
accordance with the Trademark Examining Attorney's requirements, Applicant has
attached as Exhibit A catalog and insert pages that support its use of its ATHENEX
LOGO mark as a house mark. It is respectfully requested that the application
proceed to publication.

        MISCELLANEOUS FILE NAME(S)

       ORIGINAL PDF FILE mis-3898219243-20191212144107485440_._EXHIBIT_A_-.pdf

       CONVERTED PDF FILE(S)
       (86 pages)
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FAX 215.568.3439

EMAIL BHIPDocket@bakerlaw.com

AUTHORIZED TO COMMUNICATE VIA EMAIL Yes

DOCKET/REFERENCE NUMBER 099927.00038
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EMAIL BHIPDocket@bakerlaw.com
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DOCKET/REFERENCE NUMBER 099927.00038
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Request for Reconsideration after Final Action
To the Commissioner for Trademarks:

Application serial no. 87348251 ATHENEX (Stylized and/or with Design, see https://tmng-al.uspto.gov/resting2/api/img/87348251/large) has
been amended as follows:

CLASSIFICATION AND LISTING OF GOODS/SERVICES

Applicant proposes to amend the following class of goods/services in the application:



Current: Class 005 for Prescription pharmaceutical products for a variety of diseases
Original Filing Basis:
Filing Basis: Section 1(a), Use in Commerce: The applicant is using the mark in commerce, or the applicant's related company or licensee is
using the mark in commerce, on or in connection with the identified goods and/or services. 15 U.S.C. Section 1051(a), as amended. The mark
was first used at least as early as 11/02/2015 and first used in commerce at least as early as 02/08/2017 , and is now in use in such commerce.

Proposed:
Tracked Text Description: Prescription pharmaceutical products for a variety of diseases; House mark for pharmaceuticals directed to treatment
of diseases and disorders affecting the circulatory system, digestive system, excretory system, endocrine system, integumentary system/exocrine
system, immune system and lymphatic system, muscular system, nervous system, renal system and urinary system, reproductive system,
respiratory system, skeletal system, impacting the blood, brain, heart, lungs, kidneys, stomach, liver, pancreas, mammary glands, ovaries, uterus,
testes, bladder, rectum, large intestine, small intestine, gall bladder, hair, skin, nails, muscles, bones, joints, tendons, spine, thymus, thyroid,
lymph nodes, spleen, eyes, nose, trachea, esophagus, including anti-infectives, anti-emetics, narcotics/analgesics, pharmaceutical preparations for
the treatment of infectious diseases, pharmaceutical preparations for the treatment of dermatological conditions, pharmaceutical products for the
treatment of cancer, anesthesia and sedatives, pain relief, antiinflamatory preparations, antiepileptic agents, muscle relaxants

Class 005 for House mark for pharmaceuticals directed to treatment of diseases and disorders affecting the circulatory system, digestive system,
excretory system, endocrine system, integumentary system/exocrine system, immune system and lymphatic system, muscular system, nervous
system, renal system and urinary system, reproductive system, respiratory system, skeletal system, impacting the blood, brain, heart, lungs,
kidneys, stomach, liver, pancreas, mammary glands, ovaries, uterus, testes, bladder, rectum, large intestine, small intestine, gall bladder, hair,
skin, nails, muscles, bones, joints, tendons, spine, thymus, thyroid, lymph nodes, spleen, eyes, nose, trachea, esophagus, including anti-infectives,
anti-emetics, narcotics/analgesics, pharmaceutical preparations for the treatment of infectious diseases, pharmaceutical preparations for the
treatment of dermatological conditions, pharmaceutical products for the treatment of cancer, anesthesia and sedatives, pain relief, antiinflamatory
preparations, antiepileptic agents, muscle relaxants
Filing Basis: Section 1(a), Use in Commerce: The applicant is using the mark in commerce, or the applicant's related company or licensee is
using the mark in commerce, on or in connection with the identified goods and/or services. 15 U.S.C. Section 1051(a), as amended. The mark
was first used at least as early as 11/02/2015 and first used in commerce at least as early as 02/08/2017 , and is now in use in such commerce.
The applicant's current attorney information: Jacqueline M. Lesser. Jacqueline M. Lesser of BAKER & HOSTETLER LLP, is located at

      CIRA CENTRE, 12TH FLOOR
      2929 ARCH STREET
      PHILADELPHIA, Pennsylvania 19104-2891
      US
The docket/reference number is 099927.00038.

The phone number is 215.568.3100.

The fax number is 215.568.3439.

The email address is BHIPDocket@bakerlaw.com
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      CIRA CENTRE, 12TH FLOOR
      2929 ARCH STREET
      PHILADELPHIA, Pennsylvania 19104-2891
      United States
The docket/reference number is 099927.00038.
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The email address is BHIPDocket@bakerlaw.com

Jacqueline M. Lesser submitted the following statement: The attorney of record is an active member in good standing of the bar of the highest
court of a U.S. state, the District of Columbia, or any U.S. Commonwealth or territory.
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EXHIBIT A



Ampicillin
for Injection, USP

250 mg per vial | NDC 70860-11245

500 mg pervial | NDC 70860—ll3—15 1|
l;

1 gram pervial | NDC 70860—ll4—15 ‘5 "magmmiul:

2 grams per vial | NDC 70860-l15-26

10 grams per vial l NDC 70860—118—99

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT 1mmummimun .IJIIIIIIIIJJ"I"-
IIIIIl

v

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

 
THE NEXT GENERATION OF PHARMACY INNOVATION



Ampicillin
for Injection, USP

NDC 70860-11245  

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

NDC 70860-114-15
NDC msmmg

 

 

 

 

250 mg per vial 1 gram per vial Zagram per v‘ial
DESCRIPTION GlassVial DESCRIPTION Glass Vial DESCRIPTION Class Vial DESCRIPTION Glass Vial

CONCENTRATION 250 mg per Vial CONCENTRATION 500 mg per Vial CONCENTRATION I gram per Vial CONCENTRATION 2 grams per Vial

CLOSURE 20 mm CLOSURE 20 mm CLOSURE 20 mm CLOSURE 20 mm

UNITOF SALE 10 vials UNIT OF SALE 10vials UNITOF SALE IOVials UNITOF SALE IOvials

BAR CODED Yes BAR CODED Yes BAR CODED Yes BAR CODED Yes 

NDC 70860-11899

10 grams per vial
Pharmacy Bulk

DESCRIPTION Package
CONCENTRATION 10 grams per VIal

CLOSURE 32 mm

UNIT OF SALE 1 bottle

BAR CODED Yes

CHOOSE AccuraSEESM FOR YOUR PHARMACY

ccuraSEE”
PACKAGING & LABELINGr 

Our proprietary, differentiated
and highly-visible label designs
can assist pharmacists in
accurate medication selection.

With a unique label design for every Athenex product, we're ofierlng
pharmacists added AccuraSEE for your pharmacy— and toryour
patients' safety, The idea Is simple: ”So what you see is exactly what
you get."

Athenex,AccuraSEE and all label des gns are ccpyright afAthenex.
@201 9 Athenex. APD7003170374/19

 
thenex



Azithromycin
for Injection, USP

500 mg pervial | NDC 70860—IOO—IO

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,

DESIGNED TO HELP REDUCE MEDICATION ERRORS INFUSION ONLY
Single-Dose \fia

 
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Azithromycin
for Injection, USP

NDC 70860-100-10

500 mg per vial 
DESCRIPTION Class Vial

CONCENTRATION 500 mg per vial

CLOSURE 20 mm . .
lmhmmymn‘Illgtninu us! >

UNIT OFSALE 10 vials

BAR CODED Yes

 
 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietarydifferentiated and highlyevisible IabeI designs

CcuraSEE C3” aSSISt Pharmacists in accurate medication seiection.With a unique AccuraSEE label design for every AthenexPACKAGING 3. LABELING

product, we’re helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

 
  
 

Athenex, AccuraSEE and all label deSigns are copyright afAtheriex. thenex©2019 Athenex. APDvOOO3v04v08/19



Busulfan
Injection

60 mg perIO mL | NDC 70860—216—IO

. ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT
For Intravenous Infusion Only
Caution: Must Be Diluted

I BeIore Use

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS .

1::mLSinalu-Du-n\llal  
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Busulfan
Injection

NDC 70860-21640

60 mg per 10 mL 
DESCRIPTION Class Vial

CONCENTRATION 6 mg per mL   CLOSURE 20 mm

UNIT OFSALE 8Vials

BAR CODED Yes

 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietarydifferentiated and highlyevisible label designs

CcuraSEE C3” 355“ Pharmacists in accurate medication selection.With a unique AccuraSEE label design for every AthenexPACKAGING & LABELING

product, we’re helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

 
  
 

Athenex, AccuraSEE and all label desrgns are copyright afAthenex. thenex©2019 Athenex. APD70056~01703N9



BUSULFAN InjectionINDICATION AND USAGE
- Busulfan injection is indicated for use in combination with

cycloplrosphamide as a conditioning regimen prior to
allogeneic hematopoietic progenitor cell transplantation
forchronic myelogenous leukemia.

IMPORTANT SAFETY IN FORMATION 

 
WARNING: MVELOSUPPRESSION
BUSULFAN INJECTION CAUSES SEVERE AND PROLONGED
MYELOSUPPRESSION ATTHE RECOMMENDED DOSAGE.
HEMATOPOIETIC PROGENITOR CELLTRANSPLANTATION IS
REQUIRED TO PREVENT POTENTIALLY FATAL COMPLICATIONS
OF THE PROLONGED MYE LOSUPFRESSION   
CONTRAINDICATIONS
- Busulfan is contraindicated In patrentswrth a

history of hypersensitivity to any of its components.
WARNINGS and PRECAUTIONS
- Myelosuppression: The most frequent serious

consequence oftreatment with busulfan at the
recommended dose and schedule is prolonged
myelosuppreSSion,occurring in all patients (100%).
Severe granulocytopenia,thrombocytopenia, anemia,
or any combination thereof may develop. IIematopoietic
progenitor cell transplantation is required to prevent
potentially fatal complications. Monitor complete
blood counts, including white blood cell differentials,
and quantitative platelet counts daily during treatment.
Use antibiotic therapy and platelet and red blood cell
support when medically indicated.

- Seizures: Seizures have been reported in patients receiving
highrdose oral busulfan at doses producing plasma drug
levels srmilartothose achieved followrng the recommended
dosage ofBusulfan Injection. Initiate phenytoin thera pyor
any other alternative antieconvulsa nt prophylactictherapy
(e g,benzodiazepines,valproic acid or levetiracetam) priorto
busulfan Injection treatment. Use caution when administering
the recommended dose ofBusulfan Injection to patients
with a history of a seizure disorder or head trauma or who
are receiving other potentiallyepileptogenic drugs

 ccuraSEE‘“PACKAGING 1‘ tABEtING’

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

- Hepatic VenOAOcclusive Disease (HVOD): High busulfan
area under the plasma concentration vs time curve (ALIC)
values [greater than 1,500 uM-mrn) may be assocrated
with an increased risk ofdeveloping HVOD. Patients who
have received prior radiation thera py,greater than or
equal to three cycles ofchemothera py, or a prior progenitor
celltransplant may be at an increased risk of developing
HVOD. Monitor serum transaminases,alkaline phosphatase,
and bilirubin dailythrough EMT Day i 28 to detect
hepatotoxicity, which may herald the onset of HVOD

- EmbryoAfetal Toxicity: Busulfan Injection can cause fetal
harm when administered to a pregnant woman based on
animal data. Advise pregnant women ofthe potential risk
to a fetus. Busulfan Injection may damage spermatozoa
and testiculartissue. Advise females and males of
reproductive potential to use effective contraception
duringand aftertreatment with Busulfan Injection.

- Cardiac Tamponade: Cardiac tamponade has been
reported in pediatric patients with thalassemia who
received high doses oforal busulfan and cyclophosphamide
as the preparatory regimen for hematopoietic progenitor
celltransplantation. Abdominal pain and vomiting preceded
the tamponade in most patients Monitor for signs
and symptoms, promptly evaluate and treat ifcardiac
tamponade is suspected.
Bronchopulmonary Dysplasia: Bronchopulmonarydysplasia
with pulmonary fibrosis is a rare but serious complication
following chronic busulfan therapy. The average onset
of symptoms is 4years after therapy (range 4 months to
10 years)

- Cellular Dysplasia: Busulfan Injection may cause cellular
dysplasia in many organs. The resulting cytologic
abnormalities may be severe enough to cause difficulty
in the interpretation of exfoliative cytologic examinations
ofthc lungs, bladder, breast and the uterine cervix.
Lactation: Advrse women to discontinue breastfeeding
because ofthe potential for tumorigenicity shown for
busulfan in animal and human studies.

ADVERSE REACTIONS
- The most common adverse reactions (incidence greater

than 60%) were myelosuppressron, nausea,stomatrtis,
vomiting, anorexia, diarrhea, insomnia,fever, headache,
hypomagnesemia, abdominal pain, anxiety, hyperglycemia,
and hypokalemia.

OVERDOSAGE
- There is no known antidote to Busulfan Injection other

than hematopoietic progenitorcell transplantation.
In the absence of hematopoietic progenitor cell
tra nsplantation,the recommended dosage for Busulfan
Injection would constitute an overdose of busulfan.
The prinCipaI toxic effect is profound bone marrow
hypoplasia/aplasia and pancytopenia, but the central
nervous system, liver, lungs, and gastrointestinal tract
may be affected. Monitor hematologic status closely
and institutevigorous supportive measures as medically
indicated Dialysis should be considered in the case
ofoverdose.

You are encouraged to report negative Side effects of
prescription drugs to the FDA. Visit wwwfda gov/medwatch.Or calli 800 FDA 1088.

Please see full prescribing informationfor BUSULFAN Injection.

thenex



Caspofungin
Acetate for Injection

50 mg pervial | NDC70860—IO6—IO

70 mg pervial | NDC70860—IO7—IO

ATHENEX AccuraSEE‘“ PACKAGING AND LABELING Nocmmwo - Nommmw , .

Caspofungin‘ Caspofungm.
Acetate Acetate A

BIG, BOLD AND BRIGHT — for Injection _ f0, Injedwn
TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

 
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

  
 
ccuraSEE"PA(KAGING L LABELINGCaspofungin

Acetate for Injection
CHOOSE AccuraSEESM

FOR YOUR PHARMACY 
   
  

o NDC 70860-106-10. Our proprietary, differentiated
mg 50 mg pervral and highly-visible label designs

can assist pharmacists in
accurate medication selection,

DESCRIPTION Glass Vial

CONCENTRATION 50 mg pervial , ‘
With a unique AccuraSEE label

CLOSURE 20 mm (”pogungm ‘ deSign for every AthenexAce‘ate , a
prod uct, we re helping yourUNIT OF SALE lvial . a
pharmacy to reduce the risk

BAR CODED Yes of medication errors.The idea
 

is simple:”So whatyou see
is exact/ywhatyou get.”

  
  

 
 
 

7

O NDC 70860-107-10

mg 70 mg per vial

 

 
 
  

  

 
 
 
 

 

DESCRIPTION Glass Vial

CONCENTRATION 70 mg per vial

CLOSURE 20 mm

UNIT OFSALE Ivial

  
BAR CODED Yes

Athene>z,/\ccuraSEE and all label deSigns are copyright ofAthenex. tfigngx©2018 Athenex. APDVOOTZVOTVEIIE



ClSpIatin
Injection

50 mg per 50 mL | NDC 70860—206—50

IOO mg per IOO mL | NBC 70860—206—SI

ATHENEX AccuraSEE5M PACKAGING AND LABELING

BIG, BOLD AND BRIGHT — so so L
To HELP YOU SEE IT, SAY IT AND PICK IT RIGHT "WEED” "‘

Fm Immune“ Us:50 ml Milli-DDS! WII

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

THE NEXT GENERATION OF PHARMACY INNOVATION

 

1m'mgper1oo InL‘fl Immu

Fail-Imam: numa IIIL III-Mun Vial
 



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

ClSpIatin
Injection

N DC 70860—20650

50 mg per 50 mL
DESCRIPTION AmberViaI

CONCENTRATION 1mg per mL

CLOSURE 20 mm

UNIT OF SALE ivial

BAR CODED Yes

 
DESCRIPTION AmberViaI

CONCENTRATION 1mg per mL

CLOSURE 20 mm

UNIT OF SALE Ivial

BAR CODED Yes
 

Athenex,AccuraSEE and all label desrgns are copyright ofAthenex.
©2018 Athenex. APDrOOTBrOirZ/TS

 
  
 
ccuraSEE’”“(KACING MABEUNG

CHOOSE AccuraSEESM

FOR YOUR PHARMACY

Our proprietary, differentiated
and highly»visible label designs
can assist pharmacists in
accurate medication selection,

With a unique AccuraSEE label
deSIgn for every Athenex
prod uct, we’re helping your
pharmacy to reduce the risk
of medication errors.The idea

is simple:"So whatyou see
is exactly/whatyou get."
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CISPLATIN InjectionINDICATION AND USAGE

- Lisplatin Injection is indicated in established combination therapy
with other approved chemotherapeutic agents in patients with
metastatic testicular tumors who have already received appropriate
surgical and/or radiotherapeutic procedures

- Cisplatin Injection is indicated in established combination therapy
with othei approved chemotherapeutic agents in patients
with metastatic ovarian tumors who have already received appropriate
surgical and/or radiotherapeutic procedures.An esmblished combination
consists otcisplatin and cyclophosphamide. Cisplatin Injection, as a single
agent, is indicated as secondary therapy In patients with metastatic
ovarian tumors refractory to standard chemotherapy who have not
pr viously received Cisplatin Injection therapy.

- Cisplatin Injection is indicated as a singleagent for patients with
transitional cell bladder cancer whic is no longer amenable to local
treatments, such as surgery and/or radiotherapy

IMPORTANT SAFETV INFORMATION

 

 

 
WARNINGS

Cisplatin should be administered under the supervision of a qualified
physrcran experienced in the use ofcancer chemotherapeutic agents.
Appropriate management oftherapy and complications is possible only
when adequate diagnostic and treatment facilities are readily available.
Cumulative renal toxicity associated with cisplatin is severe. Other major
doserrelated toxicities are myelosuppression, nausea, and vomiting
Ototexicity, which may be more pronounced in children,and is manifested
by tirrrritus,arrd/or lcssofhigh frequency hearing and occasionally
deafness, is significant.
Ana phylacticrlike reactions to cispfatin have been reported Facial edema
bronchoconstriction,tachycardia, and hypotension may occurWitliin
minutes of cisplatin administration. Epinephrine, corticosteroidsand
antihistamines have been effectively cmployed to alleviate symptoms.
[xerCise caution to prevent inadvertent Cisplatin overdose. Doses
greater than 100 mg/ m2/ cycle once everyg to4 weeks are rarely
used. Care must be taken to avoid inadvertent cisplatin overdose due
to confusion wrth carboplatin or prescribing practices that fail to
differentiate daily doses from tetal dose per cycle.

 
 

CONTRAINDICATIONS
- Cisplatin is contraindicatedin patientswrth preexistingrenal impairment.

Cisplatin should not be employed in myelosuppressed patients, or
in patients with hearing impairment.

- Cisplatin is contraindicated in patients with a historyofallergic
reactions to cisplatin or other platinum containing compounds

  ccuraSEE”vacuums a meeting

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

WARNINGS
- Cisplatin produces cumulative nephrotoxicity which is potentiated

by aminoglycoside antibiotics. Serum creatlnine, blood urea nitrogen
(BUN), creatinine clearance, and magnesium,sodium,potassi um,
and calcium levels should be measured priorto initiating therapy,
and prior to each subsequent course. At the Iecommended dosage,
cisplatin should not be given more frequently than once every 3 to
4 weeks Elderly patients may be more susceptible to nephrotoxicity.

- There are reports of severe neuropathies in patients in whom regimens
are employed using higher doses of cisplatin or greaterdose
frequencies than those recommended. These neuropathies may
be irreverSIble and are seen as paresthesras in a stockingrglove
distribution, areflexia , and loss of proprioception and vibratory
sensation. Elderly patients may be more susceptible to peripheral
neuro pathy loss of motor function has also been reported

- Cisplatin can commonly cause ototoxicity which is cumulative and may
be severe.Audiomet|ic testing should be performed prior to initiating
therapy and prior to each subsequent dose of drug. All pediatric
patients receiving Cisplatin should have audiometric testing at
baseline, prior to each subsequent dose ot drug and for severalyears
post therapy.

- Cisplatin can cause fetal harm when administered to a pregnant
woman. Ifthis drug is used during pregnancy or ifthe patient
becomes pregnant while taking this drug,the patient should be
apprised ofthe potential hazard tothefetus. Pat ients should be
advised to avoid becoming pregnant

- The development ofacuteleukemia coincident with the use of
Lisplalin has been reported. I" these reports, Lisplatirr was generally
given in cembination with other leukemogenic agents.

- lanCTIOH site reactions may occur duringthe administration of
cisplatin Given the possibility ofextravasation, it is recommended to
closely monitor the infusion Site for possible infiltration during drug
administration. A specific treatment for extravasation reactions isunknown at this time.

PRECAUTIONS
- Peripheral blood counts should be monitored weekly. liver function

should be monitored periodically. Neurologicexamination should
also be performed regularly.

- Cisplatin should not be used during nursing.
- Cisplatin should not be given by rapid intravenous injection.
- Pretreatment hydration with 1 to 2 liters offlUid infused for 8 to 12

hours prior to a cisplatin dose is recommended.
- Needles or intravenous sets containing aluminum parts that may

come in contact with cisplatin should not be used for preparation
or administration because aluminum reacts wrth Cisplatin, causrng
precipitate formation and a loss of potency.

ADVERSE REACTIONS
- Nephrotoxicityr Doserrelated and cumulative renal insufficiency,

including acute renal failure, isthe major doserlimiting toxicity of
cisplatin and is manifested by elevations in BUN and creatinine,serum uric acid and/ora decrease in creatinine clearance

- Ototo>:icityr Manifested bytinnitus a dlor hearing loss in the high
frequency range (4,000 to 8,000 Hz).

- Hematologic Myelosuppression (leukopenia,thrombocytopenia,
a nem ia), neutropen ic fever/i nfection, Coom bs' positive hemolytic
anemia, acute leukemia (generally when cisplatin given in
combination with other leu kemogenic agents).

- Gastrointestinalr Nausea, vomitingdiarrhea.
- Serum electrolyte disturbancesr Hypomagnesemia, hypocalcemia,

hyponatremia, hypokalemia and hypophosphatemia
- Hyperuricerriia
- Neurotoxicityr Peripheral neuropathy, Lhermitte's sign, dorsal

column myelopathy, autonomic neuropathy, loss oftaste, seizures,
leukoencephalopathy, reversible posterior leukoencephalopathy
syndreme (RPLS), and muscle cramps.

- Ocular toxicityr Optic neuritis, papilledema, cerebral blindness,
blurred vision,and altered color perception.

- Anaphylactiolike reactions Facial edema, wheezing, tachycardia,
and hypotension.

- HepatotoxiCityr Transient elevations ofliver enzymes and bilirubin.
- Other events Cardiac abnormalities, hiccups, elevated serum

amylase, rash, alopecia, malaise, and dehydration.
OVERDOSAGE
- Acute overdosage may result in kidney failure, liver failuredeafness,

ocular toxicity, significant myelosu ppression, intracta ble na usea
and vomiting and/or neuritis, and death.

- No proven antidotes have been established foreisplatin overdosage.
Hemodialysis appears to have little effect. Management of overdosage
should include general supportive measures to sustain the patient
through any period of toxicity that may occur.

You are encouraged to report negative side effects of prescription drugs
te the FDA. Visit wwwfdagov/medwatch. Or call 1*3C0’FDA’1088
Please see full prescribing information for CISPLATIN Injection.

then X



Dexmedetomidine
Injection, USP

200 mcg per 2 mL I NDC 70860—605—03

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS
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200mcg(base)per2ml (100mcg(base)permL) 



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Dexmedetomidine
Injection, USP

2

o

o _.
mcg
DESCRIPTION GIassVIal

CONCENTRATION 100 mcg per mL ‘1

 
CLOSURE 13mm

I
UNIT or SALE 25vials 7

BARCODED Yes j k A ’.r —,.., ,r
 
 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietarydifferentiated and highlyevisible label designs
u- can assrst pharmacrsts In accurate medication selection.

ccuraSEE With a unique AccuraSEE label design for every AthenexPACKAGING Br LABELING, 
  
 

product, we're helpingyour pharmacyto reduce the risk
of medication errors.The idea is simple:"So what you see
is exactly wh at you get."

Athenex, AccuraSEE and all label desrgns are copyright afAthenex. thenex©2019 Athenex. APD-OUM-OLA/ig



DOXOrubicin
HCI Injection, USP

50 mg per 25 mL | NDC 70860‘208—25

200 mg per 100 mL | NDC 70860‘208—51

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT— I - - > -» 200 mgper100mLI2 mt ermLI

To HELP YOU SEE IT, SAY IT AND PICK IT RIGHT ” ‘For ImIavcnous Use OnIy
100 IIIL Mum-Dose VIaI

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

DOXOrubicin
HCI Injection, USP
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NDC 70860-208—25
Our proprietary, differentiated

mg 50 mg per 25 mL and highly-visible label designs
can assist pharmacists in
accurate medication selection,

 
DESCRIPTION Glass Vial

CONCENTRATION 2 mg per mL ' ,
With a unique AccuraSEE label

CLOSURE 20 mm deSign for every Athenex
roduct,we‘re hel in our

UNITOF SALE ivial P P gy ‘pharmacy to reduce the risk
BAR CODED Yes of medication errors. The idea

is simple:“So What you see
is exactly/Whatyou get."

NDC 70860-208-51

200 mg per 100 mL 
DESCRIPTION Class Vial

CONCENTRATION 2 mg per mL

CLOSURE 20 mm

UNIT OF SALE Ivial

  
BAR CODED Yes

Athenex,AccuraSEE and all label deSigns are copyright afAtheriex. thenex©2018 Athenex. APD-OOZIVOIVNIS



DOXORUBICIN HYDROCHLORIDE InjectionINDICATIONS AND USAGE
- Doxorubicin Hydrochloride (HCI) Injection is indicated as a component

of multiagent adjuvant chemotherapyfcr treatment ofwomen with
axrllary lymph node involvement followmg resection of primarybreast cancer.

- Doxorubicin HCI is indicated forthe treatment of: acute Iyrriphoblastic
leukemia,acute myeloblastic leukemia, Hodgkin lymphomaNonrHodgkin
lymphoma, metastatic breast cancer, metastatic Wilms'ttimor,
metastatic neuroblastcrna,metastatic soft tissue sarcoma, metastatic
bone sa rcomas, metastatic ovarian carcinoma, metastatic transitional
cell bladder carcinoma, metastatic thyroid carcinoma, metastatic
gastric carcinoma, metastatic bronchogenic carcinoma.

IMPORTANT SAFETY INFORMATION 

 
WARNING: CARDIOMYOPATHY, SECONDARY MAllGNANCIES,

EXTRAVASATION AND TISSUE NECROSIS, and SEVERE MYELOSUPPRESSION
- Cardiomyopathy: Myocardial damage, including acute left ventricular

failure can occur with doxorubicin HCI. The risk ofcardiomyopathy
is proportional to the cumula ve exposure with incidence rates

from 1% to 20% for cumulative doses ranging from 300 mg/m‘ to
500 mg/m‘ when doxorubicin HCI is administered every 3 weeks.
The risk of cardiomyopathy is further increased with concomitant
cardiotoxic therapy. Assess LVEF before and regularly during andaftertreatment with doxorubicin HCI.

. Secondary Malignancies: Secondary acute myelogenous leukemia
(AML) and myelodysplastic syndrome IMDS) occur at a higher
incidence in patients treated with anthracyclines, includingdoxorubicin HCI.

- Extravasation and Tissue Necrosis: Extravasation of doxorubicin
HCI can result in severe local tissue injury and necrosis requiring
wide excision of the affected area and skin grafting. Imme lately
terminate the drug and apply ice to the affected area.

- Severe myelosuppression resulting in serious infection, septic shock,
requirement for transfusions, hospitalization, and death may occur.

 
 

CONTRAINDICATIONS
- Doxorubicin HCI is contraindicated in patients with severe myocardial

insufficiency
- Doxorubicin HCI is contraindicated in patients with recent (occurring

Within the past 4 to 6 weeks) myocardial infarction.
- Doxorubicin HCI is contraindicated in patients with severe persistent

drugrinduced myelosuppression
- Doxorubicin HCI is contraindicated in patients With severe hepatic

impairment (defined as Child Pugh Class Cor serum bilirubin level
greaterthan 5 mg/dL).

- Doxorubicin HCI is contraindicated in patients with severe
hypersensitiVity reaction to doxorubicm HCI including anaphylaxis.

ccuraSEE”vacuums a waiting  

To order, call 1-855-273-0154 or visit www.Athenexpharma.com
WARNINGS AND PRECAUTIONS
- Do>:oiubicin HCI can result in myocardial damage, inzluding acute

left ventricularfailure The risk of cardiomyopathy is generally
proportional to the cumulative exposure. Include prior doses of
other anthracyclines or anthracenediones in calculations of total
cumulative dosage for doxoru bicin HCI Cardiomyopathy may develop
during treatment or up to several years after completion of treatment
and can include decrease in left ventricular ejection fraction [LVE F)
and Signs and symptoms ofcongestive heart failure {CH F).Tlrere
is an additive or potentially synergistic increase in the risk of
cardiomyopathy in patients who have received radiotherapy to the
mediastinum or concomitant therapy With other known cardiotoxic
agents such as cyclophosphamideand trastuzumab.
Pericarditis and myocarditis have been reported during or following
doxorubicm HCI treatment. Assess left ventricular function prior
to initiation ofdoxorubicin HCI, during treatment to detect acute
changes, and after treatment to detect delayed cardiotoxicity.Consider the rise ofdexraroxane to reduce the incidence and
severity of cardiomyopathy due to doxorubicin HCI administration
in patients who have received a cumulative doxorubicin HCI dose
of 300 mg/m2 and who Will continue to receive doxorubicin HCI.

- Doxorubicin I ICl can result in arrhythmias, including lifethreatening
arrhythmias, duringor within a tew hours after doxorubicin HCI
administration and at anytime point duringtreatment.
The risk of developing secondary acutc myclogenous leukemia
(AML) and myelodysplastic syndrome (MDSJ is increased followingtreatment with doxorubicin HCI
Extravasation of doxorubicin HCI can result in severe local tissue
injury manifesting as blistering,ulceration, and necrosis requiring
Wide excision of the affected area and skin graftingwhen given via
a peripheral venous line, infuse doxorubicin over 10 minutes or less
to minimize the risk of thrombosis or perivenous extravasation.
If extravasation is suspected, apply ice to the Site intermittently
for is minutes, 4 times a day for 3 days. Ifappropriate, administer
dexrazcxane atthe site of extravasation as soon as possible andWithin the first 6 hours after extravasation.
Doxorubicin HCI can cause myelosuppressionobtain baseline assessment
of blood counts and carefully monitor patients during treatment for
posSIble clinical complications due tc myelosuppresswn.
I he clearance of doxorubicin is decreased in patients With elevated
serum bilirubin with an increased risk of toxicity. Reduce the dose of
doxorubicin HCI in patients with serum bilirubin levels ofi.2to 5.0 mg/dL.
Obtain I'n/er tests including 900T SGPTaIkaline phosphatase, and bilirubin
prior to and during doxorubicin HCI therapy.

- Doxoiubicin HCI may induce tumor lysis syndrome in patients with
rapidly growing tumors. Evaluate blood uric acid levels potassium,
calcium, phosphate,and creatinine after initial treatment. I Iydration
urinealkalinization,and prophylaxis with allopurinol to prevent

hyperuricemia may minimize potential complications oftumor
Iysis syndrome

- Doxorubicin HCI can increase radiatioiiririduced toxicity to the
myocardium, mucosa skin, and liver Radiation recall, including
but not limited to cutaneous and pulmonary toxicity, can occur in
patients who receive doxorubicin HCI after prior radiation therapy.
Do:<orubicin HCI can cause tetal harm When administered to a
pregnant woman. lfthis drug is used during pregnancy,or ifthe
patient becomes pregnant while takingthis drug,apprise the
patient of the potential hazard to a fetus. Advise female patients of
reproductive potential to use highly effective contraception duringtreatment with doxoru bicin HCI and for 6 months after treatment
Advise patients to contact their healthcaie provider ifthey become
pregnant. or if pregnancy is suspectedwhile taking doxorubicin HCI.
Doxorubicin HCI may damage spermato7oa and testicular tissue,
resulting in possible genetic fetal abnormalities. Males with female
sexual partners of reproductive potential should use effective
contraception during and for 6 months after treatment
Because ofthe potential for serious adverse reactions in nursing
infants from doxorubicin HCl,a decision should be made whether
to discontinue nursing ordiscontinue thedrug, taking into account
the importance of the drugtc the mother
In females ofreproductive potential. doxorubicin HCI may cause
infertility and result in amenorrhea. Premature menopause can
occur Recovery of menses and ovulation is related to age at treatment.

- In males,doxoru|:icm HCI may result in oligospermia, azoospermia,
and permanent loss offertility. Sperm counts have been reported to
return to normal levels in some men. This may occur several years
after the end of therapy.

ADVERSE REACTIONS
- The most common (NOE adverse drug reactions are alopecia,

nausea.and vomiting.
OVERDOSAGE
- Few cases of overdose have been described. Acute overdosage with

doxorubicin enhances the toxic effect ot mucositis, leukopenia and
thrombocytopenia.Treatment ofacute overdosage consists oftreatment
ofthe severely myelosuppressed patient Witli hospitalization,
antimicrobials, platelet transfusions and symptomatic treatment
of rriucositis. Useof Iieriiopoietic growth factor IGVCSF. GMVCSF)
may be considered.

Vou are encouraged to report negative side effects of prescription drugs
to the FDA.Visit www.fda gov/rnedwatch. Or call |73007FDA71088
Please see full prescribing iiiforrriatioii l'or DOXORUBICIN
HYDROCHLORIDE Injection

then X



Etomidate
Injection, USP

20 mg per IO mL | NDC 70860—65240

40 mg per 20 mL | NDC 70860—652—20

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS
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Etomidate jIHICCEIOI‘I, USP 
Fur Intravenous Use Only I20 mL Singb—Don Vial



To order, call 1-855-273-0154 or visit www.Athenexpharma.com
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Injection, USP
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Our proprietary, differentiated
and highly»visible label designs
can assist pharmacists in
accurate medication selection,

DESCRIPTION Class Vial

CONCENTRATION 2 mg per mL , .
With a unique AccuraSEE label

CLOSURE 20 mm design for every Athenex
rod uct, we’re hel in our

UNIT OFSALE TOVials P P gy ‘pharmacy to reduce the risk
BAR CODED Yes of medication errors.The idea

is simple:“So Whatyou see
is exactly/Whatyou get."

 
DESCRIPTION Glass Vial

CONCENTRATION 2 mg per mL

CLOSURE 20 mm

UNIT OFSALE IOvIals

  
BAR CODED Yes

Alhenex,AccuraSEE and all label desrgns are copyright ofAthenex. tfi X@2018 Athenex. APD~0011~Oiv3li8 ene



Gemcitabine
for Injection, USP

Igrampervial | NDC70860-205—50

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT For Immmg [In Only
Plus! a. nuuw
Single-9659’ ,al .
muons .IGEME

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Gemcitabine
for Injection, USP

 
DESCRIPTION Glass Vial

CONCENTRATION 1 gram per vial

CLOSURE 20 mm

UNIT OF SALE rvial

BAR CODED Yes  
 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietary,differentiated and highlyevisible label designs

ccuraSEE can assist pharmacists in accurate medication selection.
PACKAGINGhI-ABEUNG With a unique AccuraSEE label design for every Athenex

product, we’re helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

 
  
 

Athenex, AccuraSEE and all label desrgns are copyright afAtheriex. thenex©2018 Athenex. APB-00200173118



 
Ketorolac
Tromethamine Injection, USP

15 mg per mL | NDC 70860—700—02

30 mg per mL | NDC 70860—701—03

60 mg per 2 mL | NDC 70860—701—04

ATHENEX AccuraSEESM PACKAGING AND LABELING

Nocvoaeomm may: ‘ NDc‘IOBW101—(YZE-m ‘-‘

Ketorolac _ Ketorolac _ Ketorolac .
Immqthamlne Iromethamlne Tromethamlne.mrt" ‘

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT InjecHnMJIF‘ |njpcvinn,USF

30 mg per ml. 50 mg per 2 ml.run mmuscuunok 13‘»: ”'9 per mm
Imwuous ussoutv FOR Immuuscuumfi
1mL Sinnle-DoseVial ONLYJML Singlwmw

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS
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Ketorolac
Tromethamine Injection, USP

NDC 70860-701-03 

To order, call 1-855-273-0154 or visit www.Athenexpharma.com
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0 N DC 70860v70‘I-04

 

 

 

 

30 mg per mL mg 60 mg per2mL
DESCRIPTION Class Vial DESCRIPTION GIassVIaI DESCRIPTION Glass Vial

CONCENTRATION 15 mg per mL CONCENTRATION 30 mg per mL CONCENTRATION 30 mg per mL

CLOSURE 13 mm CLOSURE 13 mm CLOSURE 13 mm

UNIT OF SALE 25 vials UNITOF SALE 25 vials UNIT OF SALE 25 vials

BAR CODED Yes BAR CODED Yes BAR CODED Yes 
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CHOOSE AccuraSEESM

FOR YOUR PHARMACY

Our proprietary, differentiated
and highly-visible label designs
can assist pharmacists in
accurate medication selection,

With a unique AccuraSEE label
desrgn for every Athenex
product,we‘re helping your
pharmacy to reduce the risk
of medication errors.The idea

is simple:"So What you see
is exactb/whatyou get."

 
Athenex, AccuraSEE and all label desrgns are copyright afAthenex.
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KETOROLAC TROMETHAMINE Injection, USPINDICATIONS AND USAGE
- Ketorolac tromethamine is indicated for the shortrterm (<5 days)

management of moderately severe acute pain that requires
analgesia at the opi0id level, usually in a postoperative setting.

- Therapy should always be initiated with lVor IM dosing of ketorolac
tromethamine, and oral ketcrolac tromethamine is to be used only
as continuation treatment, if necessary.

- Patients should be stitched to alternative analgeSics as soon as
possible, but ketorolac tromethamine therapy is not to exceed 5 days.

IMPORTANT SAFETV INFORMATION

To order, call 1-855-273-0154 or visit www.Athenexpharma.com 

 
WARNINGS
Ketorolac tromethamine, a nonsterOidal a ntirinfla mmatory drug (NSAID),
is indicated for the shortrterm (up to 5 days in adults) management of
moderately severe acute pain that requires analgesia at the opioid level.
Oral ketorolartromethamine is indicated only as continuation treatment
following IV or IM dosing of ketorolac tromethamine, if necessaryThetotal combined duration ofuse of oral ketorolac tromethamine and
ketorolac tromethamine injection should not exceed 5 days.
Ketorolac tromethamine is not indicated for use in pediatric patients
and it is NOT indicated for minor or chronic painful cond ions.
Increasing the dose of ketorolac tromethamine beyond the label
recommendations will not provide better efficacy but will increase
the risk of developing serious adverse events.
GASTROINTESTINAL RISK
- Ketorolac trcmethamine can cause peptic ulcers, gastrointestinal

bleeding and/or perforation of the stomach or intestines,which can be
fatal. These events can occur at any time dui ing use and vvitlioutwarning
symptoms Therefore. ketorolac tromethamine is CONTRAlNDICATED in
patients with active peptic ulcer disease, in patients with recent
gastrointestinal bleedingor perforation,and in patients with a history
of peptic ulcer disease or gastrointestinal bleeding. Elderly patients are
at greater risk for serious gastromtestinal events (see WARNINGS)

CARDIOVASCULAR THROMBOTIC EVENTS
- Nonsteroidal antirinflammatory drugs (NSAIDs) cause an increased

risk of serious cardiovascularthrom botic events, including myocardial
infarction and stroke, which can be fatal This risk may occur early
in treatment and may increase with duration of use (see WARNINGS
and PRECAUTIONS).

- KetorolacTromethamine Injection, USP is CONTRAINDICATED in
the setting of coronary artery bypass graft (CABG) surgery (see
CONTRAIN DICATIONS a nd WARNINGS).

RENAL RISK
- Ketorolac tromethamine is CONTRAINDICATED in patients with

advanced renal impairment and in patients at riskfor renal failure
dueto volume depletion (see WARNINGS).

   

RISK OF BLEEDING
- Ketorolac tiomethamine inhibits platelet function and is, therefoie,

CONTRAINDICATED in patients with suspected or confirmed
cerebrovascular bleeding, patients with hemorrhagic diathesis,
incomplete hemostasis and those at high risk of bleeding
(see WARNINGS and PRECAUTIONS).

Ketorolac tromethamine is CONTRAINDICATED as prophylactic analgesic
before any major surgery.
HYPERSENSITIVITY
- Hypersensitivity reactions, ranging from brorichospasm to

anaphylactic shock, have occurred and appropriate counteractive
measures must be available when administering the first dose of
ketoi olac ti ometha mine injection (see CONTRAIN DICATIONS a nd
WARNINGS). Ketorolac tromethamine is CONTRAINDICATED in
patients with previously demonstrated hypersensitivity to ketorolac
tromethamine or allergic manifestations to aspirin or other
nonsteroidal antirinflammatory drugs (NS/\IDs).

INTRATHECAL 0R EPIDU RAL ADMINISTRATION
- Ketorolac tromethamine is CONTRAINDICATED for intrathecal or

epid ural ad ministration d ue to its alcohol content.
RISK DURING LABOR AND DELIVERV
- The use of ketorolac tromethamine In labor and delivery is

CONTRAINDICATED because it may adversely affect fetal circulationand inhibit uterine LonLractioiis
CONCOMITANT USE WITH NSAIOS
- Ketorolac tromethamine is CONTRAINDKATFD in patients currently

receiving aspirin or NSAIDs because of the cumulative risk of inducingserious NSAIDrrelated side effects.
SPECIAL POPULATIONS
- Dosage should be adjusted for patients 65 years or older, for

patients under so kg (110 lbs.) of body weight (see DOSAGEAND
ADMINISTRATION) and for patients with moderately elevated serum
creatinine (see WARNINGS). Doses of ketorolac tromethamine injection
are not to exceed 60 mg (total dose per day) in these patients.

DOSAGE AND ADMINISTRATION
Ketorolac Tromethamine Tablets
- Ketorolac tromethamine tablets are indicated only as continuation
therapy to ketorolac tromethamine injection, and the combined
duration of use of ketorolac tromethamine injection and ketorolac
tromethamine tablets is not to exceed 5 (five) days, because oftheincreased risk of serious adverse events.

- The recommended total daily dcse of ketorolac tromethamine
tablets {maximum 40 mgr is significantly lower than for ketorolac
tromethamine injection (maximum no mg) (see DOSAGE AND
ADMINISTRATION).
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CONTRAINDICATIONS
' Ketoiolactionietliamine is ’ontiaindicated in patients with pieviously

demonstrated hypersensitivity to ketorolac tromethamine.
- Ketorolac tromethamine is contraindicated in patients with active

peptic ulcer disease, in patients With recent gastrointestinal
bleedingor perforation and in patients with a history of peptic ulcer
disease or gastrointestinal bleeding.

- Ketorolac tromethamine should not be given to patients who have
experienced asthma, urticaria,or allergicrtype reactions after taking
aspirin or other NSAIDs. Severe, rarely fatal,anaphylacticrlike reactions
to NSAIDs have been repcrted in such patients.
Ketorolac tromethamine is contraindicated as prophylactic analgeSic
before any major surgery.

- Ketorolac tromethamine is contraindicated in the setting of coronary
artery bypass graft (CABG) surgery.
Ketorolac tromethamine is contraindicated in patients With
advanced renal impairment or in patients at riskfor renal failure due
to volume depletion.
Ketorolac tromethamine is contraindicated in labor and delivery
because, through its prostaglandin synthesis inhibitory effect, it
may advei sely affect fetal circulation and inhibit utei ine musculature,
thus increasing the risk of uterine hemcrrhage.
Ketorolac tromethamine inhibits platelet function and is, therefore,
contraindicated in patients With suspected or confirmed cerebrovascular
bleeding,hemorrhagic diathesis, incomplete hemostasis and thcse
at high riskot' bleeding.
Ketorolac tromethamine is contraindicated in patients currently
receiving aspirin or NSAIDs because of the cumulative risks ot inducingserious NS/ilDrrelated adverse events.

a The concomitant use of ketorolac tromethamine and probenecid iscontraindicated.
The concomitant use of ketorolac tromethamine and pentoxityllineis contraindicated

- Ketorolac tromethamine injection is contraindicated for neuraxial
(epidural or intrathecal) administration due to its alcohol content.

WARNINGS
- The total combinedduration of use oforal ketorolac tromethamine

and IV or IM dosing of ketorolactromethamine is not to exceed 5
days in adults. Ketorolac tromethamine is not indicated for use in
pediatric patiean.

- ketorolac tromethamine is contraindicated in patients with
previously documented peptic ulcers and/or gastrointestinal (GI)
bleeding.

- To minimize the potential risk for an adverse GI event, the lowest effective
dose should be used forthe shortest possible duration.

then X



CONTINUED...

- Use of ketorolac tromethamine In patients who have coagulation
disoi deis should be undertaken very cautious ly, and those patients
should be carefully monitored.

- In postmarketing experience, postoperative hematomas and other
signs ofwound bleeding have been reported in association with the
periroperative use of IV or IM dosing of ketorolac tromethamine.
Therefore, peri operative use of ketorolac tromethamine should be
av0ided and postoperative use be undertaken With caution Whenhemostasis is critical.

Ketorolact romethami he should be used With caution in patients
With impaired renal function.There have been reports of acute renal
failure, interstitial nephritis, and nephrotic syndrome
Anaphylactoid reactions may occur in patients without known prior
exposuie Lo ketorolac trorrietharniiie. Ketorolac trorriethainirie should
not be given to patients with the aspirin t riad This symptom
complex typically occurs in asthmatic patients who experience rhinitis
with or Without nasal polyps, or Whoexhibit severe, potentially fatal
bronchospasm after taking aspirin or other NSAIDs Emergency help
should be sought in cases Where an anaphylactoid reaction occurs.
Clinical trials of several €0sz selective and nonselective NSAle of
up to three years duration have shown an increased risk of serious
cardiovascular (CV) thrombotic events, including myocardial infarction
(MI) an d stroke,which can be fatal.To minimize the potential riskfor
an adverse CV event in NSAIDrtreated patients, use the lowest effective
dose for the shortest duration possible.
Avoid the use of KetorolacTromethamine lnyection, USP in patients
with a recent Nil unless the benefits are expected to out Weigh therisk of recurrent CVthrom botic events. If Ketorolac Tromethamine
|njection,UST is used in patients with a recent Ml, monitor patients
forsigns ofcardiac ischemia.
NSAIDs, including ketorolac tromethamine, can lead to onset of new
hypertension or worsening of pre existing hypert ension, either of
which may contri bute to the increased incidence of cv events. Patients
taking thiazides or loop diuretics may have impaired response to
these therapies when taking NSAI Ds. NSAIOs, including ketorolac
tromethamineshculd be used with caution in patients With hypertension.
Blood pressure (BP) should be monitored closely duringthe initiation
of NSAID treatment and throughout the course of thera py
Fluid retention and edema have been observed in some patients
treated With NSAIOs.Av0id the use of Ketorolac Tromethamine Injection,
USP in patients With severe heart failure unless the benefits are
expected to outweigh the risk of worsening heart failure. If Ketorola:
Tromethamine Injection, USP is used in patients With severe heart
failure, monitor patients for signs of worsening heart failure
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

- NSAIDs, including ketorolac tromethamine, can cause serious skin
adverse events such as exfoliative dei matitis, Stevens’Johnson
Syndrome ISIS), and toxicepidermal necrolysis (TEN), which can be
fatal.Thcse serious events may occur Without Warning. Patients
should be informed about the signs and symptoms of serious skin
manifestations and use of the drug should be discontinued at the
first appearance ofskin rash or any other Sign of hypersensitivity.

- In late pregnancy, as With other NSAIDs ketorolactromethamine
should be avoided because it may cause premature closure oftheductusarteriosus.

PRECAUTIONS
- ketorolac tromethamine cannot be expected to substitute for

corticosteroids oi to treat corticosteroid insufficiency
- Ketorolac tromethamine should be used with caution in patients

with impaired hepatic function or a history of liver disease Borderr
line elevationsofone or more liver tests may occur in up to is% of
patients taking NSAIDs including ketorolac tromethamine.

- Anemia is sometimes seen in patients receiving NSAIDs including
ketorolac tromethamine. Patients receiving ketorolac tromethamine
who may be adversely affected by alterations in platelet function,
such as those with coagulation disorders or patients receiving
anticoagulants, should be carefully monitored.

- Since cross reactivity, including bronchospasm, between aspirin and
other nonsteroidal antirinflammatory drugs has been reported in
such aspirinrsensitive patients, ketorolac tromethamine should not
be administered to patients with this form ofaspirin sensitivity and
should be used with caution in patients with prevexistingasthma.

- Ketorolac tromethamine should be used during pregnancy only if
the potential benefitjustifies the potential risk to the fetus.

- The use of ketorolac tromethamine is contraindicated in labor and
delivery be:ause,through its prostaglandin syntheSis inhibitory
effect, it may adversely affect fetal circulation and inhibit uterine
contractions, thus increasingthe risk of uterine hemorrhage.

~ The use of ketorolac tromethamine. as with anydrug known to
inhibit cyclooxygenase/ prostaglandin synthesis, may impairfertility
and is not recommended in women attempting to conceive.

- Exercise caution when ketorolac is administered to a nursmgwoman.

- Ketorolac tromethamine is not indicated for use in pediatric
patients.The safety and effectiveness of ketorolac tromethamine in
pediatric patients belowthe age of17 have not been established.

- Extremecaution and reduced dosages and careful clinical
monitoring must be used when treatingthe elderlywithketorolac tromethamine

ADVERSE REACTIONS
- Adverse reaction rates increase with higher doses of ketorolac

tromethamine. Practitioners should be alert for the severe complications
oftreatment with ketorolac tromethamine, such as Glulceration,
bleeding and perforation, postoperative bleeding. acute renal failure,
anaphylactic and anaphylactoid reactions and liver failure.

A The most frequently reported adverse experiences in approximately
i% to io% of patients taking ketorolac tromethamine or other
NSAle in clinical trials are nausea, headachesabdominal pain,vomiting,
flatulence, gross Lil bleeding/perforation,stomatltis,constipaticn/
diarrhea, heartburn, dyspepsia and GI ulcers (gastroduodenall
Other advei se experiences are abnormal renal function, drowsiness
iniection site pain, rash, anemia,edema, hypertension, pruritus,
tinnitus, dizziness, elevated liver enzymes, increased bleeding tlp,e,
and sweating.

OVERDOSAGE
- Symptoms following acute NSAID overdose are usually limited to

lethargy, drowsiness. nausea.vomiting,and epigastric pain,Whi:h
are generally reversible with supportive care.Gastrointestinal
bleeding can occur. Hypertension, acute renal failure, respiratory
depression and coma may occur, but are rare Anaphylactoid reactions
have been reported with therapeutic ingestion of NSAIDs, and may
occur folching an overdose.

- Patients should be managed by symptomatic and supportive care
following a NSAID overdose.There are no specific antidotes [mesis
and/or activated charcoal (60 g to too g in adult sag/kg to 2 g/kg in
children) and/orosmotic cathartic may be indicated in patients seen
Within 4 hours of ingestion With symptoms or follovving a largeoral
overdose (5 to to times the usual dose).

Vou are encouraged tc report negative side effects of prescription
drugs to the IDA. vmt WWW.fda.gov/medwatch.Or call rSoorFDArtoSB.

Please see full prescribing information for KETOROLAC TROMETHAMI NE
injection, USP.

then X
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Levetiracetam
in Sodium Chloride Injection

500 mg periOO mL | 0.82% SODIUM CHLORIDE | NDC 70860-602—82

1,000 mg perIOO mL | 0.75% SODIUM CHLORIDE | NDC 708607603782

1,500 mg per I00 mL | 0.54% SODIUM CHLORIDE | NDC 70860-604—82

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS
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Levetiracetam
in Sodium Chloride Injection

NDC 70860-602-82

500 mg per 100 mL 
1,000

mg NDC 70860-603-82
1,000 mg per 100 mL

 
 

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

NDC 70860-604-82

1,500 mg per 100 mL 
 

 

 

 

DlLUENT Sodiucrlnsgfioride DlLUENT Sodiucrzn7ifloride DlLUENT Sodiugnsélhaloride
CONCENTRATION 5 mg per mL CONCENTRATION 10 mg per mL CONCENTRATION 15 mg per mL

DESCRIPTION Premix bag DESCRIPTION Premix bag DESCRIPTION Premix bag

UNIT OF SALE 10 bags UNITOF SALE 10 bags UNITOF SALE i0 bags

BAR CODED Yes BAR CODED Yes BAR CODED Yes
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CHOOSE AccuraSEESM

FOR YOUR PHARMACY

Our proprietary, differentiated
and highly-visible label designs
can assist pharmacists in
accurate medication selection,

With a unique AccuraSEE label
desrgn for every Athenex
product,we‘re helping your
pharmacy to reduce the risk
of medication errors.The idea

is simple:”So What you see
is exactlywhatyou get."

 
Athenex,AccuraSEE and all label desrgns are copyright afAtheriex.
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Levothyroxine
Sodium for Injection

100 mcg pervial | NDC70860—4SI—IO

200 mcg pervial | NDC70860—452—IO

500 mcg pervial | NDC70860—453—IO

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

 
THE NEXT GENERATION OF PHARMACY INNOVATION

 



Levothyroxine
Sodiumfor Injection

1

0

0 NBC 70860-451—10

2
0

0 NBC 70860-45240

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

5
0

0

 

 

 

 

mcg 100 mcg per vial mcg 200 mcg per vial mcg
DESCRIPTION Glass Vial DESCRIPTION GIassViaI DESCRIPTION Glass Vial

CONCENTRATION 100 mcg per vial CONCENTRATION 200 mcg per vial CONCENTRATION 500 mcg per vial

CLOSURE 20 mm CLOSURE 20 mm CLOSURE 20 mm

UNIT OF SALE ivial UNITOF SALE ivial UNIT OF SALE Ivial

BAR CODED Yes BAR CODED Yes BAR CODED Yes 

ccuraSEE”PACKAGING L LABELING  
 

CHOOSE AccuraSEESM

FOR YOUR PHARMACY

Our proprietary differentiated
and highly»visible label designs
can assist pharmacists in
accurate medication selection,

With a unique AccuraSEE label
deSIgn for every Athenex
product,we're helping your
pharmacy to reduce the risk
of medication errorsThe idea

is simple:“So what you see
is exact/ywhat you get."

 
Athenex,AccuraSEE and all label deSIgns are ccpyright afAtheriex.
©2018 Athenex. APD70042'01711/18 thenex



LEVOTHYROXINE SODIUM for InjectionINDICATIONS AND USAGE
- Levothyroxine Sodium is indicated for the treatment of

myxedema coma.
- The relative bioavailability of this drug has not been
established. Use caution when converting patients from
oral to intravenous levothyroxine.

IMPORTANT SAFETV INFORMATION 

 
WARNING: NOT FORTREATMENT 0F OBESITY OR FOR WEIGHT [055
THVROID HORMONES, INCLUDING LEVOTHYROXINE SODIUM FOR
INJECTION, SHOULD NOT BE USED FOR THE TREATMENT OF OBESlTV
OR FOR WEIGHT LOSS. LARGER DOSES NIAV PRODUCE SERIOUSOR
EVEN LIFEVTHREATENINC MANIFESTATIONS OFTOXICITV   
CONTRAINDICATIONS
4 None
WARNINGS AND PRECAUTIONS
- Excessive bolus dcses of Levothyroxine Sodium for Injection

(> 500 mcg) are associatcd with cardiac complications, particularly
in the elderly and in patients with an underlying cardiac condition.
Initiate therapy With doses at the lower end ofthe recommended
range Close observation of the patient fcllowing the administration
of Levothyrcxine Sodium for Injection is advised

- There may be a need forconcomitant glucocorticoids and
monitoring for other diseases in patients with endocrine disorders.
Occasionally. chronic autoimmune thyroiditis, which can lead to
myxedema coma, may occur in association with other autoimmune
discrders such as adrenal insufficiency, pernicious anemia, and
insulin dependent diabetes mellitus. Patients should be treated
With replacement glucocortrcords prior to initiation of treatment
with Levothyroxine Sodium for Injection, until adrenal function has
been adequately assessed. Failure to do so may precipitate an acute
adrenal rrisis when thyroid hormone therapy is initiated, due to
increased metabolic clearance of glucocorticoids by thyrcid
hormone. With initiation of Levcthyroxine Sodium for Injection,
patients with myxedema coma should also be monitored for
previously undiagnosed diabetes inSipidus

- Thyr0id hormones, including Levothyroxine Sodium tor Injection,
either alone or with other therapeutic agents, should not be used
for the treatment of obesity or for weight loss.

- In late pregnancyaswith other NSAIDs, ketorolac tromethamine
should beav0ided because it may cause premature closure of theductus arteriosus.

  ccuraSEE“PACKAGING 5 iAaELiNc

To order, call 1-855-273-0154 or visit www.Athenexpharma.com
ADVERSE REACTIONS
- Excessive doses of levothyroxine can predispose to signs and

symptoms compatible with hyperthyroidism. The signs and
symptoms ofthyrotoxicosis include, but are not limited to.
exophthalmic goiter, weight loss, increased appetite, palpitations,
nervousness, d ia rrhea, abdominal cra m ps, sweating, tachycardia,
increased pulse and blood pressure, cardiac arrhythmias,
angina pectoris tremors, insomnia, heat intolerance,fever,and
menstrual irregularities

OVERDOSAGE
- Ievothyroxine Sodium for Injection should be reduced in dose or

temporarily discontinued if signs or symptoms of overdosage cccur.
To obtain uprtordate information about the treatment of overdose,
a good resource is the certified Regional Poison Control Center.
In managing overdcsage, consrder the possibility of multiple
drug overdoses, interaction among drugs, and unusual drug
kinetics in the patient. In the event ofan overdose, appropriate
supportive treatment shculd be initiated as dictated by the
patient‘s medical status.

You are encouraged to report negative side effects of prescription
drugs to the FDA Visit www f‘la gov/medwatrhOrcall irSOOrFDArtoa8.

Please see full prescribing information [or LEVOTHYROXINE SODIUM
for Injection.

then X



 
Melphalan
Hydrochloride for Injection

50 mg pervial

with 10 mL Diluent | NDC 70860—214—6I
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Melphalan
Hydrochloride for Injection

N'DC 70860—214—61  

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

 
 

     

 
 
  
 
  

  

50 mg per vial 10 mL Diluent

DESCRIPTION Class Vial DESCRIPTION Glass Vial \

CONCENTRATION so mgpervial FILLVOLUME IOmL $1?“ - ‘ _ I
roam-mm an §\9 I ' . ‘ _ WM

CLOSURE 20 mm CLOSURE 20 mm l 3?; a.” - w" “mars”ml Alan : §\¢l: malal"”‘°l'awr'”" ~: (gun- . 1 ‘ .Ized x: mm

UNIT OF SALE 1Kit ~ ”WE li‘ § -',‘ Wmiflfmgrfiuflfl‘fwu fl
To“ I: \ ERWWE - -,,.I.“m

BAR CODED Yes BAR CODED Yes mm”? \l1. IIW‘WQ' ,- v ‘9'
  

 
- PRESERVATlVE-FREE - NOT MADE WITH NATURAL RUBBER LATEX - AP-RATED .

ccunmSEE”PACKAGING & LABELING 
  
 

Athenex,ACcuraSEE and all label deSIgns are copyright ofAthenex.
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CHOOSE AccuraSEE5M FOR YOUR PHARMACY

Our proprietary, differentiated and highly»visible label designs
can assist pharmacists in accurate medication selection.

With a unique AccuraSEE label design for every Athenex
product, we’re helping your pharmacyto reduce the risk
of medication errors.The idea is simple:"So what you see
is exactly what you get."
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MELPHALAN Hydrochloride for InjectionINDICATIONS AND USAGE
- Nielphalan Hydrochloride for Injection is indicated
forthe palliative treatment of patients with multiple
myeloma forwhom oral therapy is not appropriate

IMPORTANT SAFETY IN FORMATION 

 
WARNING
MELPHALAN SHOULD BE ADMINlSTERED UNDER THE
SUPERVISION OF A QUALIFIED PHYSICIAN EXPERIENCED
IN THE USE OF CANCER CHEMOTHERAPEUTIC AGENTS.
SFVERF BONE MARROW SUPPRESSION WITH RESUITING
INFECTION OR BLEEDING MAY OCCUR. CONTROLLED
TRIALS COMPARING INTRAVENOUS (IV) TO ORALMELPHALAN HAVE SHOWN MORE MYELOSUPPRESSION
WITH THE IV FORMULATION HYPERSENSITIVITV
REACTIONS, INCLUDING ANAPHYLAXIS, HAVE OCCURRED
IN APPROXIMATELY 2% OF PATIENTS WHO RECEIVED
THE IV FORMULATION. MELPHALAN IS LEUKEMOCENIC
IN HLIMANS MELPHALAN PRODLICES CHRONIOSOMAL
ABERRATlONS IN VITRO AND IN VIVO ANDTHEREFORE,
SHOULD BE CONSIDERED POTENTIALLY MUTAGENIC
IN HUMANS.

 
 

CONTRAINDICATIONS
- Melphalan should not be used in patients whose

disease has demonstrated prior resistance to this
agent Patients who have demonstrated hypersenSitiVity
to melphalan should not be given the drug.

WARNINGS and PRECAUTIONS
- Extravasation: iVIelphalan hydrochloride for injection

may cause local tissue damage should extravasation
occur, and consequently it should not be administered
by direct injection into a peripheral vein It is
recommended that melphalan hydrochloride for
injection be administered by injecting slowly into a
fast running IV infusion via an injection port,or viaa centralvenous line

ccuraSEE‘"PACKAGING I LABELIvc 

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

- Melphalan hydrochloride for injection should be
administered in carefully adjusted dosage by or
under the supervision of experienced physicians
who are familiar with the drug’s actions and the
possible complications of its use.

- Bone MarrowSuppression: Bone maiiow suppression
is the most significant toxicity associated with
melphalan hydrochloride for injection in most
patients. Hematologic tests (platelet count,
hemoglobin, white blood cell count, and diffeiential)
should be performed at the start oftherapy and
prior to each subsequent dose.Thrombocytopenia
or leukopenia are indications to Withhold further
therapy until the blood counts have sufficiently
recovered. Dose adjustments should be consideredon the basis of blood counts at the nadir and
day of treatment. Use With extreme caution in
patients whose bone marrow reserve may have
been compromised by prior irradiation or
chemotherapy or whose marrow function is
recovering from preVious cytotOXic therapy.

- Hypersensitivity Reactions: HypersensitiVity reactions
including anaphyIaXis have occurred in approximately
2% of patients who received the IV formulation of
melphalan.These reactions usually occur after multiple
courses oftreatment. Treatment is symptomatic.
The infusion should be terminated immediately,
followed by the administration ofvolume expanders,
pressor agents, corticosteroids, or antihistamines at
the discretion ofthe physician. If a hypersensitiVity
reaction occurs, IV or oral melphalan should not be
readministered since hypersensitivity reactions have
also been reported with oral melphalan.
SecondaryMalignancies: Secondary malignancies,
including acute nonlymphocytic leukemia,
mycloproliferative syndrome, and carcinoma, have
been reported in patients with cancertreated
With alkylating agents (including melphalan)
Precise quantitation ofthe iisk of acute leukemia,
myeloproliferative syndrome, or carcinoma is not
possible. Published reports ofleukemia in patients

who have received melphalan (and other alkylating
agents) suggest that the risk of leukemogenesis
increases with chronicity oftreatment and with
cumulative dose, although this does not mean thatthere is a cumulative dose below which there is no
risk of the induction of secondary malignancy The
potential benefits from melphalan therapy must be
weighed on an individual basis against the pOSSible
risk ofthe induction ofa second malignancy.

‘ Genetic Effect: Melphalan has been shown to cause
chromatid or chromosome damage in humans.

- Use in Specific Populations:
- Melphalan causes suppression of ovarian function

in premenopausal women, resulting in amenorrhea
in a significant numbei of patients. Reversible and
irreversible testicular suppression have also been
reported.

- Melphalan is a pregnancy category D agent and
may cause fetal harm when administered to a
pregnant woman Women ofchildbearing potential
should be advised to avoid becoming pregnant.

- It is not known whether this drug is excreted in
human milk. IV melphalan should not be given
to nursing mothers.

- Dose reduction should be considered in patients
with renal insufficiencyreceiVing IV melphalan.

- Administration of live vaccines to immunocom-
promised patients should be avoided.

- Drug Interactions: The development of severe renal
failure has been reported in patients treated with
a Single dose of IV melphalan followed by standard
oral doses of cyclosporine.Cisplatin may affect
melphalan kinetics by inducing renal dysfunction
and subsequently altering melphalan clearance. IV
melphalan may also reduce the threshold for BCNU
lungtoxicity. When nalidixic acid and IV melphalan
are given simultaneously, the incidence of severe
hemorrhagic necrotic enterocolitis has been reported
to increase in pediatric patients.

thenex



commum... To order, call 1-855-273-0154 or visit www.Athenexpharma.com

ADVERSE REACTIONS
‘ The most common side effect is bone marrow You are encouraged to report negative side effects

suppression leading to leukopenia, throm bocytopenia, of prescription drugs to the FDA.
and anemia. Blood count nadirs usually occur 2 to 3 Visit www.fda.gov/medwatch Or call 1»800-FDA-1088.

weeks after treatment. Please see full prescribing information for
. Gastrointestinal disturbances such as nausea MELPHALAN Hydrochloride for Injection.

and vomiting, diarrhea, and oral ulceration occur
infrequently. Hepatic disorders ranging from abnormalliver function tests to clinical manifestations such as
hepatitis and jaundice have been reported. Hepatic
venoeocclu5ive disease has been reported.

- Acute hypersensitivity reactions can occur in
patients receiving melphalan hydrochloride for
injection, characterized by urticaria, pruritus, edema,
skin rashes, and in some patients, tachycardia,
bronchospasm, dyspnea, hypotension, and rarely,
cardiac arrest. Patients may respond to antihistamine
and corticosteroid therapy

- Other reported adverse reactions include skin
hypersensitivity, skin ulceration at injection site,
skin necrosis rarely requiring skin grafting,
maculopapular rashes, vasculitis,a|opeCIa,hemolytic
anemia, allergic reaction, pulmonaryfibrosis
(including fatal outcomes),and interstitial pneumonitis
Temporary significant elevation ofthe blood urea
has been seen in the early stages oftherapy in
patients with renal damage. Subjective and transient
sensation ofwarmth ortingling can occur.

OVERDOSAGE
- The principal to><ic effect of overdosage with

melphalan is bone marrow suppression. Hematologic
parameters should be closely followed for 3 to 6
weeks. Administration ofautologous bone marrow
or hematopoietic growth factors may shorten the
period of pancytopenia.

- General supportive measures together with
appropriate blood transfusions and antibiotics
should be instituted as deemed necessary.

- Melphalan is not removed from plasma to any
significant degree by hemodialysis or hemoperfusion.

ccuraSEE" thenexPACKAGING I LABELIVG 



AAesna
Injection

Igram perIOmL | NDC70860—209-IO | Ivial

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

(100 mg mm)

DIFFERENTIATION IN EVERY LABEL, FOR INTRAVENOUS use
DESIGNED To HELP REDUCE MEDICATION ERRORS ‘0 "IL MU'WDC’SE "‘3‘
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

AAesna
Injection

NDC 70860-209-10

g 1 gram per 10 mL 
DESCRIPTION Class Vial

CONCENTRATION 100 mg per mL

CLOSURE 20 mm ”19.5"“Inledlcn

UNIT OF SALE ivial

BAR CODED Yes

  
 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietarydifferentiated and highlyevisible label designs

ccuraSEE can assist pharmacists in accurate medication selection.
PACKAGINGMABEUNG With a unique AccuraSEE label design for every Athenex

product, we're helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

 
  
 

Athanex, AccuraSEE and all label desrgns are copyright afAthenex. thenex©2018 Athenex. APD-OOZS~014/18



Methocarbamol
Injection, USP

1,000 mg per IO mL | NDC 70860—653—I0

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT— , .

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT 1,000 mg per“) ml
‘ [100 mg per mL)

DIFFERENTIATION IN EVERY LABEL, ForlntravenIntramuscularlnj
DESIGNED TO HELP REDUCE MEDICATION ERRORS 10 mL Single-Dos.

Discard unused port‘o
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Methocarbamol
Injection, USP

NDC 70860-653-10

1,000 mg per10 mL 
DESCRIPTION Class Vial

CONCENTRATION 100 mg per mL

CLOSURE 13 mm

UNIT OFSALE 25 Vials

BAR CODED Yes

 
 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietarydifferentiated and highlyevisible label designs

ccurGSEE can assist pharmacists in accurate medication selection.
PACKAGINGMABEUNG With a unique AccuraSEE label design for every Athenex

product, we’re helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."
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Metoprolol Ta rtrate
Injection, USP

5mg perS mL | NBC 70860-300—05

. ATHENEX AccuraSEESM PACKAGING AND LABELING
NDcmaso-soM Bud:

. BIG, BOLD AND BRIG HT — MetoprololTO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT Tartl'atqumI-m -*

Tami?

. DIFFERENTIATION IN EVERY LABEL, : 5335733533337 ;?DESIGNED TO HELP REDUCE MEDICATION ERRORS ‘_ , ‘7
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Metoprolol Ta rtrate
Injection, USP

5 NDC 70860-300-05

Img 5mg perSmL
DESCRIPTION Class Vial

CONCENTRATION 1mg per mL

CLOSURE 20 mm

UNIT OFSALE 10 vials

BAR CODED Yes
 

 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietary, differentiated and highlyevisible label designs
a» can assist pharmacists in accurate medication selection.

ccuraSEE With a unique AccuraSEE label design for every Athenex
FACKAG'NGMABEL'NG' product, we’re helping your pharmacy to reduce the risk

of medication errors.The idea is simple:"So what you see
is exactly what you get."
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Midazolam
Injection, USP

2 mg per 2 mL | NDC 70860—600—02

25 mg per 5 mL | NDC 70860—601—05

50 mg per IO mL | NDC 70860—6OI—IO

ATHENEX AccuraSEESM PACKAGING AND LABELING

NDCTOSSD-GIJ142 RM"

, NDCZMEMIHM III-n mag:55?lam
BIG, BOLD AN D BRIG HT — WWII w M'daz°'am
To HELP YOU SEE IT, SAY IT AND PICK IT RIGHT ILLS??? a e H , , 7 "’ "“L

m 5 I ; CONTAINS BENLYLALCOKrorInImvenous or For Immvmmus m

ng‘uli‘élfigabrfiiségm , InIIam IscuIar Use OnIY

. DIFFERENTIATION IN EVERY LABEL, , MW'U'MWDESIGNED TO HELP REDUCE MEDICATION ERRORS
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Midazolam
Injection, USP

 ccuraSEE"PACKAGING I LABELING,

CHOOSE AccuraSEE5M

FOR YOUR PHARMACY

NDC 70860-600-02

2 mg per 2 mL

NDC 70860-601-05 . NDC 70860-60140

25 mg per5mL a 50 mg per10 mL
Our proprietary, differentiated
and highly-visible label designs  

DESCRIPTION Class Vial DESCRIPTION Glass Vial DESCRIPTION Glass Vial can aSS'St pharmaC'StS maccurate medication selection, 

CONCENTRATION 1mg per mL CONCENTRATION 5 mg per mL CONCENTRATION 5 mg per mL ’ ,
With a unique AccuraSEE label

CLOSURE 13 mm CLOSURE 13 mm CLOSURE 20 mm design for every Athenex
product,we‘re helping your
pharmacy to reduce the risk

BAR CODED Yes BAR CODED Yes BAR CODED Yes of medication errors. The Idea

is simple:”So What you see
is exactly/Whatyou get."

 

 

UNIT OFSALE 25 Vials UNITOFSALE Iovials UNIT OFSALE Iovials 

 

  
Athenex, AccuraSEE and all label desrgns are copyright afAthenex. thenex©2019 Athenex. APDVOUISVOZAIIQ



Midazolam Injection, USPINDICATIONS AND USAGE
Mrdazolam mectlon.USPlrdl(atlons:
. lntramuscularly or rntravenodsly for preoperatrve sedation/5n><lon5ls/amrl95la,
- lrrtrarerrously as an agerrt Tor sedatlu l/cllxIUIysIs/clll resla prior tour durlr g dlagrrosilt,

therapeutrc cr encoscoprc procedures, such as brcnchoscopy, gasiroscopy, cystoscopy,
coronary angrograpny, card acca:heterrzatron,oncology procecures, radrologrc procedures,
sums of Iaceratrons and other procedures ertneralone 0' rr cornbrnatron wrth o:herChs depressants.

. lntraverotslyrcrr lnddfllm cl general anesthesra, before adhrrrstratron or other
anesthetrcagentswth the use ofnarcctrc premedrcatron,rnductron of anesthesra canbe atiarned wrthrn a relatrvelynarrcw dose 'argeard rn a short perrod oftrme.lntravenous
mrdazolam can also be used as a component of rntravenous supplementatron of
mtrous 3dee and oxygen jbelanced anesthesra)

. contrnuous rntravenous rrfusrcn Iolseda'lm cf rntubated anc mecnarrcallyventrlated
patrents as a component ofsnssthesla ordurrrgtreatment rn a crrt cal care settrng,

IMPORTANT SAFETV INFORMATION 

 
WARNINGS
Personnel and Eg pmentror Monlto ng and Resuscrta on
Adult: andPt-ilamcx: Intravenous mrdatolam hydrochloride has been associated with
respiratory depression and respiratory arrest, especially wiren used for sedation In noncrltitai
care settings, in some cases,wherethrs was not recogniled promptly and treated effectively,
death or hypoxic encephalopathy has resulted. intravenous midazoiam hydrochloride
should be used only in hospital or ambulatory care settings, including physicians'and dentaloffices,that provide forcontinuous monitoring or respiratoryand cardiac function,e.g.,
pulse oximetry. immedrate avail: iity of resuscitative drugs and age. and size.appropriate
equipmentfor bag/vaive/maskven riation and intubation,and personnel trained rn their
use and sitiiie rway management should be assured (see WARNINGS) For deeply
sedated pedratrrc pa rents, a dedicated rn rvrduei, otherthan the pract oner performing
the procedure, should monitorthe patientthrougnout the procedure

 
 

Risks from Concomr nt Use with 0p. ds
Concomitant use of heme epines and opioid: may result in profound sedation, mpiratory
depression, toma,and death,Monitor patients for respiratory depression and sedation
(seeWARNINGS and PRECAUTIONS, Drug interactions).

  

lrld‘ dualization or Dosage
M amlam hydrochloride must never be used without indrvidualization ofdosage.The
lnr iai intravenous dose for sedation rn aduitpatientsmay beas iittieasi mg,but should
not exceed 2.5 mg in a normal healthy adult. Lower doses are necessary for older (over
60 years) or debilitated patients and in patients receiving concomitant narcoticsorothercentral nervous system (CNS) depressants.The initraidoseand aii subsequentdoses should
always be titrated slow ly administer over at leastz minutes and allow an additional 1 or
more minutes to fully evaluate the sedative effectThe use orther mg/ml formulation
ordriutron ofther mg/mlorsmglmI formulation is recommended tofac tatesiower
injection. Doses of sedative medications in pediatrtc patients must be calculated on a mg/kg
basis, andlnrtiai doses and all subsequentdoses should always be titrated siowiy.1'heinitlai
pediatric dose or midazoiamfor sedation/anxioiysis/amnesia is age, procedure, and route
dependent (see DOSAGE AND ADMINISTRATION for complete dosing rn formation).
NeulluIeS:Midalulam should not be admrnistered by rapid inyection in the neonatal population,
severe hypotension and seixures have been reported roiiowing rapid iv administration,
pa rticuia rIy with concomitant use orfentanyl (see DOSAGE AND ADMINISTRATION for
complete information),

 
 

CONTRAINDICATIONS
- lmectable mrdazolarr hydrochlor rde s tontrarndrcated rn patlertswrth a known

hypersensrtrrntytothe drug. Berzodlazeplllesare contram drcated n patrentswlth acdtena'rowsangIe glaucoma. benzocrazeprnes may be used rn patrerts wr:h opensangIe
glaucoma only fitney are recervrng approprrate 'herajy. Measurements ofrntraocular
pressure rn patrents wrthorrt eye drsease show a moderate lotverrngfollowrng rnductron
wrh mrdazolarr hydrochlorrder patrentswth glaucoma have not been studred.

ccuraSEE”PACKAGING e lAEELING 

To order, call 1-855-273-0154 or visit www.Athenexpharma.com
. Mrdazolarr hydrochlorrde muffle/Jose vra , rs not rntenced for lrtrsthecaI creprdural

admrmsrralronand rs sontrarndrcatedrorrrse rr premature rnfantshetarrselhe filmii atron
:ontarns benzyl alcohol as ; preservatrve.

WARNINGS
. Rrrortothe intravenous admrnrstratron oi mrdazolam hydrochlorde rn anydose,

the lmmedla'e avarlabrlrty or mygen, restrscrtatrve drugsage and Sizesapploprlate
cqurpmon: for bag/vac/maskvcntlhtlorl and ln’ubatloll,and skrllod personnel for
the marntenance ofa patentarrwayard supportofventrlatron shoulc be eisured.

. Pa'lents shotrlcl be contrnuously momtored forea'IySIgrls of hypovent lairon, arrway
obstrucron, or apnea wrth rreans read ly avarlable (e.g., pulse oxrmetry).

tThe rmmecrate avarlabrlrtyofspecrhc reversal agents (flumazeml) rs hrghly recommended.
. Be:ause intravenous m dazolam can depress resprratron, especrally when usedconcomrtant ly Wi'h op ord agomstsand othersedatrves,t should :9 trlra:ed slowly

wher used Volseda’l on/antrolysrsramnes a.
. concomtent use of benzodrazeprnes, lllCIdd ng rrldazolahand oprorcs may resultrn

profound sedat or, resprratory depressron, coma,arld dea: h
. Se’lods cardroresprratory adverse events have occdrred arter admrnrstratron or

mrdazolam.These have rncluded resprratory depressron, arrway obstruttronoxygen
desaturatron, apnea, resprratory arrest arid/cl cardrac arrest,sometrmes result ng mdeath 0’ permanent nedrologrcrmury.

t Midazolam hydrochloride must never be used Without IrlIJIVIdtlaI zatlorl of dosage
partrcularly when usedwrth other rredrcatronscapable of producrngcentral nervoussystem depress or.

. Reactrons such as agrtatron, rnvoluntary movements lrncludrngtonrcrclomc movements
and muscle tremor), nyperactrvtyand combatrveness have been reported rn both adultand pedrairrc patrents and may be due to rnadequate or excessrve dosrng or rmproper
admmlstrstlon of mrdazolam hydrochlorrde;howevercorsrderatron should be given to
the possrbrlrty cr cerebral hyporra ortrrre pa'amxmaI reactrons

. concomrtsnt use of barbrturates, alcohol or othercentral nervous system depressants
may rncreasethe rrskoi hypcrventlatron srrvvayoostructron desattt'atloll.craprlea
an-I maychmrrhrrre in profound and/or prolonged drug effecr Narrntrr premedrcat or
also depresses iheventrlatory response to csrbon dlodee st mdlatrcrn.

. Hrgher rrskadult and pedratrrc surgrcal patrents. elderly patr nts anc debrlrtated adult
an‘I hedralrrc patrents raqlirra Inwerrinsages whethernrnnl mnmmrtanfsedatrrgmEdIIEIIONS 'lave beenadmlnlstered,

. lmeciablemrdazolam sum: not aeadmlnlste’ec to adultcr pedratrrc patrents rn
shockorcomaor rn acttealcohol ln’oxmatlon Wi'h deoress or oivrtalsrgns. Rartrcular
care should be ekercrsed rn the use ofrntravenous rrrdazolam rn adultorpedratrrc
patrontswrth uncompensated acute rllncsscs,such as scvcrthurd or cIcctrontcdrsturbances

. The safetyand efficacy ofmrdazolam followrng nanelntraverloils and nonelntramtschar
routes of admrrrstratron have not been esta blrshedh/rrdazolam thochIorlje should
only be admrrrstered rntramuscularly or rntravenously. cxtravasatron sroulc beavoided

. lt rs recommended that no patron: ooerata hazardous machrneryora motorvehrcle
untrl the effects oftre drcg,such as drowsrress, have subsrded or mtlI r full day after
anesthcsre and Sulgelywildieve’ rs longer, for pedratrrc patrelrts, partrcular careshould be taker to assure sa‘e ambulatron.

. lfthrs d’dgls used durrngpregnanty,the oatrent should be apprrsed ofthe oo:entralhazard to the fetus,arrc rs nct recommended for obstetr rcal use.

.Raorc rmectron should be avorded rntha neonatal podea’lo'l.

. The recommended dosage range of mrdazolam hydrochlorrce (mult sdose val)for
preterm and term rniants rncludes benzyl alcorol well oelowthat assocrated wrth
tochity; howeverthe amount of benzyl alcohol athch ioxrcrty may occur rs not
known. lfthc Da’lcnt rcdurrcs morothdnthe recommended dosages orothor mocrcctrcrns
contarnrng thrs preservatrve,the practrtroner must consrderthe darly metabolrc load 0”
be ltyI alcohol Trorrr these to rrblrredsourtes.

 

- Anes'hetlt and sedatron drugs are a necessary part Df’he care ofchrldren needrrg
sii'gwyfirher procedures,orteststhatcannnt ’)t= delayed, and no sherrnc medrrerrons
have been shown to be saferthan any otherpecrsrons regardrngtha t m rig ofany
clcctlvo procedures Tzqulr ng anosthcsra should take rnto consrdcraoon the bcnchts of
the procedure werghedagarnstthe potentral rrsks.

PREcAuTlons
tintravcrots doses of m dazolam hydrochlorrdc should be decreased for elderly and for

dearlltaied patrents.These patrents wrll am: probably take lorgerio recovercompletelydTIel lllIddLU dill ddllIIlII>tldIIUIl TUI Hit IIIULALIIUH UI dileatIlazId .
. Mrdazolam does not protect agarnstthe rrcrease m rntracranral pressure oragarnst

the heat rate rrse and/or olood pressure rrse assccrated wrtr endot'acheaI ntu batron
under lrglrt gEI'lEIEI anesthesra.

- care must be taken to l'ld VlduaIlze and carefu Iytlt'ate thedcseof mrdazol am
hydrochlorrde tothe patrent's cnceryrng medrcal/surgrcal condrtrons,admrmsterto
the desrred effect berlrg certarn tc wart or adequate trmefol peas CNS effects of both
mrdazolam hyd'otmorlde and concomrtant medrcatrons, and have the personnel and
srze approprrate equrpment and racr rtras avarlsbla for marll'orlrlg and intervention.

. Exercrse cautron when llildazoIdl’l' hydrocrlcrrce rs sdmrrrsteredtoa rrursrrgwomarr.
ADVERSE REACTIONS
tTh: prrmary adverse events assocratt wrth mrdazolam are rclatcd to central nervous

system depress on, ca rdroresprratory events,a nd possrble paradoxde reactrons. These
lrrtludedetreasad tlcalvo ul‘le/lesp ratory ldtc,dplled,dysplled,tlldIILwlealedtIul s,
tathypnea, premature ventrrcularcontractrors,varratrons rn blood pressure and pulse
rate, rnvolunt ary movements, hyperactvrty and combatrveness,

- OIIIE dill/EMS SHELLS II LIMUE, LIA die HUI IIIIIIIEU LU IIEdddUle Illje LIIDII aIIE ledctIUlIa
(tenderness, oarn, redness, rnd uratron, phlebltrs,warmth coldness at r ryectron srte),
hrccups, nausea,vomrtrng,coughrrg drowsr nessJe'rograde amresra,hallucrrat on,confusron,bldrredvrsror,drplopra nystagmusand allergc/anaphylacord reactrons
(hrves. rash prurrtusi.

WERDOSAGE
. Treatmentol rmectable mrdazola m overdosage s Ihesama as that followedforovercosage wrth other berzodrazeomes. Resp ratron,pulse rate and blood pressure should

be monrtored ard general supportrve measures should be emponedAIerltlorl shou d
be grven tothe marntenance of ; patent ar may and support otventrl at ro n, rncludrng
admrmstratron ofcxygcrufin lntlavznous rnfusron shodlc be 5tancd.ShouId hypotcnsron
developtreatmentmayrncluce rntravenoumurdtherapy, repoSltlolllllg,ytti1l(lous use
orvasopressors appropriate It. tl e clinical sl t uatloll, lllrldltated,all d Ut rel applup Id
t ecodrl'emeasures, l here rs nornTormatron as towhether perr tonea dralysrs Torced
drtresrsorrenodralysrsareoianyvalue nihetreatmentoimrdazoam overdosage

. Flulnatellll,a spetlhc JEIIszIdlkaVIETIEkepIUI arltagu list, ls lrldltated Tor the complete or
partral reversal cTtresedatrveeTfects or oenzcdrazeprnesard may be used rn stuatrons
when ar overdosevvrtr a benzo d raze prna rs known orsuspected. Rrrortotheadmrnrstratron
of’ItmazeilI,necessalymeasules should be rnsttuted to secure:he arrway,assureadequate ventrlatrcrn,and establrsh adeqdate rntravenous access.FIdmazenlI rs rntended
as an adrunctto not as a stbstltutsfor,propermanagements:benzemazeplne overdose.
Ratrentstreated wrth flumazerlI should be morrtcred for rasedatron, resprratory depressron
and other rosrdual bcnzcdrazoprnc effects for an approprratt porrod dftcr:rcatmoht.
fldmazerllI wrll only reverse benzod aziplnelnjuted effects butwrll not reverse the effectsDTUIIIEI LU lLUllIItdlltllledILdlIUlIa.

Vou are encouraged to reoot negatrve srde eflects of alesc'lptlon drugsto the FDA.
Vsrtwww fda gov/medwatch Or call VSQOVFDAVIL‘ES
PIease see full prescrrcrng rnformatron for MIDAZOLAM lnrectron, USP.
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Nafcillin
for Injection, USP

1 gram pervial I NDC 70860—116—26

2 gram per vial | NDC 70860—117—26

10 gram per vial | NDC 70860—II9—99

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

THE NEXT GENERATION OF PHARMACY INNOVATION

 

Nafcillin ‘for Injecflon. USP 



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Nafcillin
for Injection, USP

 ccuraSEE"PACKAGING I LABELING,

  
 

 

 

 

 

CHOOSE AccuraSEESM

FOR YOUR PHARMACY

NDC 70860-116-26 NDC 70860-11999 Our proprietary, differentiated

1 gram Per Vlal 10 gram PET Vlal and highly-visible label designs
" can assist pharmacistsinDESCRIPTION classmal DESCRIPTION Glass Vial Pharmacy Bulk , y ,

DESCRIPTION Package accurate medication selection,

CONCENTRATION 1 gram per vial CONCENTRATION 2 gram per well CONCENTRATION 10 gram per vial With a unique AccuraSEE labeldESl n for ever Athenex
CLOSURE 20 mm CLOSURE 20 mm CLOSURE 32 mm 3 ‘ Y ‘productwe re helping your

UNITOF SALE lov'als UNIT OFSALE lov'als UNITOF SALE ivial pharmacy to reducethe risk
of medication errors.The idea

BAR CODED Yes BAR CODED Yes BAR CODED Yes
is simple:"So What you see
is exactb/whatyou get."

  
Athenex,AccuraSEE and all label desrgns are copyright ofAtheriex. tfi X@2019 Athenex. APDvOO36~02-4/19 ene



Ondansetron
Injection, USP

4 mg per 2 mL | NDC 70860—776—02

40 mg per 20 mL | NDC 70860—777—20

ATHENEX AccuraSEESM PACKAGING AND LABELING

Ondansetron

BIG, BOLD AND BRIGHT — , - ""3““ ”SP

To HELP YOU SEE IT, SAY IT AND PICK IT RIGHT 31???m ‘ 40 mg W 20 ml '
I IIIIIIEI'LSsEIm" (2 mg per mL]
I 4m02per2mlI. 3

. DIFFERENTIATION IN EVERY LABEL, ‘ '"éLIIIIIILw;ImamusoullInWI
DESIGNED TO HELP REDUCE MEDICATION ERRORS I ”Wm-DWI"

  
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Ondansetron
Injection, USP   ccuraSEE’"vacuums a LABnING‘

CHOOSE AccuraSEE5M

FOR YOUR PHARMACY

NDC 70860-776-02 Our proprietary, differentiated
4 mg Per 2 ml— and highly»visible label designs

DESCRIPTION Class Vial can assist pharmacists inaccurate medication selection,

CONCENTRATION 2 mg per mL , .
With a unique AccuraSEE label  

  
 

  

CLOSURE 13mm design foreveryAthenex

“3 product, we’re helping your
UNIT OFSALE ZSVlals Ramsstlm” pharmacy to reduce the risk
BAR CODED Yes “Magi-I, of medication errors.The idea

is simple:“So Whatyou see
is exact/ywhatyou get."

  
 

  

 
 
 
 

 

 

fixilflv”was
I I

‘1DESCRIPTION Glass Vial
$31..“

CONCENTRATION 2 mg per mL £55
new ‘91W

CLOSURE 20 mm W”

UNIT OF SALE ivial

  
BAR CODED Yes

Athenex,AccuraSEE and all label desrgns are copyright ofAthenex. tfi X@2019 Athenex. APD-OOOS-O3~8/19 ene



OxaIIJSJPIatIn
Injection,

50 mg per IO mL | NDC 70860—ZOI—IO

IOO mg per 20 mL | NDC 70860—20I—20

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT— somennm ‘ 100 mgperzo A
TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT WW“ “WW“

TEDNOT MIX OR ADD T3IscDIUM CHLORIDEJCHLORIDE-
gamma}; smunofi

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

 
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com
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Injection, U

CHOOSE AccuraSEESM

FOR YOUR PHARMACY

Our proprietary, differentiated
and highly»visible label designs

DESCRIPTION GIassViaI can assist pharmacists inaccurate medication selection,

CONCENTRATION 5mg per mL , .
With a unique AccuraSEE label

CLOSURE 20 mm design for every Athenex
rod uct, we’re hel in our

UNIT OFSALE Ivial P P gy ‘pharmacy to reduce the risk
BAR CODED Yes of medication errors.The idea

is simple:“So Whatyou see
is exact/ywhatyou get."

 
DESCRIPTION GlaSSVial

CONCENTRATION 5 mg per mL

CLOSURE 20 mm

UNIT OFSALE Ivial

  
BAR CODED Yes

Athenex,AccuraSEE and all label desrgns are copyright ofAtheriex. tfi X@2018 Athenex. APD~0018-01-3/18 ene



OXALIPLATIN Injection, USPINDICATION AND USAGE

~O><aliplatin Injection, USP used in combination with
infusronal gafiuorouracil/leucovorin, is indicated for:

- adjuvant treatment ofstage III colon cancer in
patients who have undergone complete resection of
the primarytumor.

- treatment of advanced colorectal cancer 

 
IMPORTANT SAFETY INFORMATION

WARNING: ANAPHYLACTIC REACTIONS

Anaphylactic reactions to Oxaliplatin Injection, USP
have been reported, and may occur within minutes of
Oxaliplatin Injection, USP administration. Epinephrine,
corticosteroids, and antihistamines have been employed
to alleviate symptoms of anaphylaxis [see Warnings
and Precautions].

 
 

CONTRAINDICATIONS
Oxaliplatin Injection, USP should not be administered
to patients with a history of known allergy to Oxaliplatin
Injection, USP or other platinum compound.
WARNINGS AND PRECAUTIONS
- Allergic Reactions: Monitor for development ofrash,

urticaria, erythcma, pruritrs, bronchospasm, and
hypotension. Drug-related deaths associated
with platinum compounds from anaphylaxis have
been reported.

- Neuropathy- Reduce the dose or discontinue
Oxaliplati n Injection, USP rfnecessary An acute,
reversible, primarily peripheral, sensory neuropathy
that is of early onset, occurring within hours or one
to two days of dosing, that resolves Within r4 days,
and that frequently recurs with further dosrng
A persistent (>i4 days), primarily peripheral,
sensory neuropathy that is usually characterized by
paresthesras, dysesthesias, hypoesthesras, but may
also include deficits in proprioception that
can interfere With daily activities.

  ccuraSEE“PACKAGING a meeting

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

- Severe Neutropenia Grade 3 or 4 neutropenia
occurred in 41 to 44% of patients with colorectal
cancer treated With Oxaliplatin Injection, USP in
combination with 5-flurouracil (g-FU) and leucovorin
compared to 5% with 5-FU plus leucovorin alone.
Sepsis, neutropenic sepsis and septic shock have
been reported in patients treated With Oxaliplatin
Injection, USP, including fatal outcomes. Delay
Oxaliplatin Injection, USP until neutrophrls are
tflr.5 x109/LWithhold Oxaliplatin Injection, USP
for sepsis or septic shock. Dose reduce Oxaliplatin
Injection, US7aftcr recovery from Grade 4 neutropenia
orfebrile neutropenia.

- Pulmonary"o><icity: May need to discontinue
Oxaliplatin Injection, USP until interstitial lung
disease or pulmonaryfibrosis are excluded.
Oxaliplatin njection, USP has been assocrated
with pulmonary fibrosis (0% of study patients),
which may be fatal.

- Hepatotoxicity: Monitor liver function tests.
- Cardiovascu arToxicity:Oxalrplatin has been associated

With pulmonary fibrosrs [0% of study patients),
which may e fatal. QT prolongation and ventricular
arrhythmias including fatal Torsade de Pointes have
been reported in postmarketing experiences following
Oxaliplatin administration. ECG monitoring is
Iecominen ed rftheiapy is initiated in patients with
congestive heart failure, bradyarrhythmias, drugs
known to prolong the QT interval, including Class
Ia and III antiarrhythmics, and electrolyte abnormalities.
Correct hypokalemia or hypomagnesemia priorto
initiating Oxalrplatin and monitorthese electrolytes
periodically during therapy Avoid Oxaliplatin
Injection, USP in patients With congenital long
QT syndrome.

 
- Rhabdomyolysis, including fatal cases, has been

reported in patients treated with Oxaliplatin.
Discontinue Oxaliplatin if rhabdomyolysis occurs.

- Pregnancy. Fetal harm can occur when administered
to a pregnant woman.Women should be apprised
ofthe potential harm to the fetus.

‘ Recommended LaboratoryTests:Standard monitoring
of the white blood cell count With differential.
hemoglobin, platelet count, and blood chemistries
(including ALT, AST, bilirubin and creatinine) is
recommended before each Oxaliplatin Injection,
USP cycle.

ADVERSE REACTIONS
- Most common adverse reactions (incidence tfi40%)

were peripheral sensory neuropathy, neutropenia,
thrombocytopenia, anemia, nausea, increase in
transaminases and alkaline phosphatase, diarrhea,
emesis, fatigue and stomatitis

- Serious adverse reactions, including anaphylaxis
and allergic reactions, neuropathy, severe neutropenia,
pulmonary toxrcities, hepatotoxrcrty, cardiovascular
toxicities and rhabdomyolysis can occur.

OVERDOSAGE
- There is no known antidote for Oxaliplatin overdose

In addition thrombocytopenia, the anticipated
complication of an oxaliplatin overdose include
hypersensitivity reaction, myelosuppression, nausea,
vomiting, diarrhea and neurotoxicity.

- Patients suspected of receiving an overdose should
be monitored, and supportive treatment should be
administeredThe maximum dose ofoxalrplatin that
has been administered in a high infusion is 825 mg.

You are encouraged to report negative side
effects of prescription drugs to the FDA.
Visit wwwfdagov/medwatch. Or call 1-800-FDA—1o88.
 

Please see full prescribing information for
OXALIPLATIN Injection, USP.
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Paclitaxel
Injection, USP

30 mg per 5 mL | NDC 7086020005

100 mg per 16.7 mL | NDC 70860—20047

300 mg per 50 mL | NDC 70860—200—50

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

THE NEXT GENERATION OF PHARMACY INNOVATION

100 mm 15.7" ’*‘Fm I‘L

 

300 mg per 50 mL(5 mg per mLI
Cauuan' Gunman mommamum to Intravgnm s nfus‘on
 



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Paclitaxel
Injection, USP

ccuraSEE”PACKAGINC L LAEELING  
 

 
 

 

 

CHOOSE AccuraSEE5M

FOR YOUR PHARMACY

NDC 70860-200-05 NDC 70860-200-17 NDC 70860-200-50 Our proprietary differentiated
30 mg per 5 ml- 100 mg per 16-7 ml- 300 mg per 50 ml— and highly»viSible label designs

DESCRIPTION Glass Vial DESCRIPTION Glass Vial DESCRIPTION Glass Vial can 555'“ pha lmac'StS maccurate medication selection,

CONCENTRATION 6 mg per mL CONCENTRATION 6 mg per mL CONCENTRATION 6 mg per mL , ,
With a unique AccuraSEE label

CLOSURE 13 mm CLOSURE 20 mm CLOSURE 20 mm deSIgn for every Athenex
product,we're helping yourUNITOFSALE Ivlal UNITOFSALE IVial UNIT OFSALE Ivial
pharmacy to reduce the risk

BAR CODED Yes BAR CODED Yes BAR CODED Yes of medication errors. The idea

iS simple:“SO what you see

 

 

is exact/ywhat you get."

 
ALhenex,ACcuraSEE and all label deSIgns are Copyright ofAtherIex. thenex©2018 Athenex. APDe0016701e3/18



PACLITAXEL Injection, USPINDICATIONS AND USAGE

- Paclitaxel IlljeLtIOII, USP is indicated as subsequent therapy for the
treatment of advanced carcinoma ofthe ovary. As firstrline therapy,
paclitaxel is indicated in combinatron with cisplatin.

- Paclrtaxel is indicated for the adj uva nt tIeatnIent of nodevpositive breast
cancer administered sequentially to standard do>:orubicinrcontaining
combination chemotherapy.

- Paclitaxel Injeztron, USP is indicated for the treatment of breast
cancer after failure of combination chemotherapy for metastatic
disease or relapse within 6 months of adjuvant chemotherapy.
PrIor therapy should have Included an anthracyclIne unless
clinIcally contraindicated.

- Paclitaxel,in combination vath cisplatin, is indicated for thefirstr
IIne treatment cfnonsmall cell lung cancer In patIents who are not
candidates for potentially :urative surgery and/or radiation therapy

- Paclitaxel is indicated for the secondrline treatment ofAIDSrrelated
Ka posi's sarcoma.

IMPORTANT SAFETV INFORMATION 

 
WARNING
Paclitaxel Injection, USPshould be administered under the supervision
of a physician experienced in the use of cancer chemotherapeutic
agents. Appropriate management of complications is possible only
when adequate diagnostic and treatment faci ies are readilyavailable.

 

Anaphylaxis and severe hypersensitivity reactions characterized by
dyspnea and hypotension requiring treatment, angioedema, and
generalized urticaria have occurred in 2% to 4% of patients receiving
paclitaxel in clinical trials. Fatal reactions have occurred in patients
despite premedication. All patients should be pretreated with
corticosteroids, diphenhydramine, and H2 antagonists (see DOSAGE
AND ADMINISTRATION section). Patients who experience severe
hypersensitIvity reactions to paclitaxel should not be rechallenged
with the drug.
Paclitaxel therapy should not be given to patients with solid tumors
who have baseline neutrophil counts of less than 1,500 cells/mm;
and should not be given to patients with AIDS-related Kaposi’s sarcoma
it the baseline neutrophil count is less than I,ooo cellslmmg. In order
to monitor the occurrence of bone marrow suppression, primarily
neutropenia, which may be severe and result in infection, it is
recommended that frequent peripheral blood cell counts be performed
on all patients receiving paclitaxel,

 
 

  ccuraSEE“PACKAGING 5 IAaetINo

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

CONTRAINDICATIONS
- Paclitaxel Injection, USP is contraindicated in patients who have

a history of hypersensitivity reactions to paclitaxel or other drugs
formulated in Pclyoxyl 35 Castor Oil, NF

- Paclitaxel Injection, USP should not be used in patrents with solid
tumors who have baseline neutrophil counts of<1,5oo cells/In I115
or in patients with AIDSrrelated Kaposi's sarccma with baseIIne
neutrophil counts of (1,000 cells/mm3.

WARNINGS
- Anaphylaxis and severe hypersensitivity reactions characterized

by dyspnca and hypotension rcquiring treatmcnt, angiocdcma,
and generalized urticaria have occurred in 2% to 4% of patients
receiving paclItaxel in clinical trials

- Fatal reactions have occurred in patients despite premedication.All
patIents should be pretreated WIth cortIcosteIOIds, dehenhydramIne,
and H2 antagonists

. Patients who experience severe hypersensitivity reactions to
paclItaxel should not be rechallenged WIth the drug.

- Bone marrow suppressIon (prImarIly neutropenra) Is doserdependent
and is the doserlimiting toxicity of Paclitaxel InjectIon. Frequent
monitoring of blood counts should be Instituted during paclitaxeltreatment

- Severe conduction abnormalitres have been documented in 0%
of patients during paclitaxel tIIeIapyand in some cases requiring
pacemaker placement

- Paclitaxel can cause fetal harm when administered to a pregnantwoman.
PRECAUTIONS
- Contact ofthe undiluted concentrate with plasticized polyvinyl

chloride (PVC) equipment ordevrces used to prepare solutions forinfusion is not recommended.
- Paclitaxel should beadministered through an inelinefilterwith a

microporous membrane not greater than 0.22 mIcrons.
- The metabolism of paclitaxel is catalyzed by cytochrome P450

isoenzymes CYP2C8 and CYPaA4. In the absence of tormal clinical
drug interaction studies,caution should be exercised when administering
paclItaxel concomIta ntly WIth known substrates or InthItors ofthe
cytochrome P453 Isoenzymes CVP2C8 and CVP3A4.

- Paclitaxel therapyshould not be administered to patrents with
baseline neutrophil :ou nts cf less than 1,500 cells/mmg.

- Patients with a history of severe hypersensitivity reactions to
products containing Polyoxyl 35 CastorOil, NF (e.g.,cyclosporin for
InjectIon concentrate and tenIpOSIde
for injection concentrate) should not be treated with paclitaxel

- In orderto avoid the occurrence of severe hypersensitivity reactions,
all patients treated with paclitaxel should be premedrcated with
corticosteroids (such as dexamethasone),diphenhydramine and H?
antagonists (such as cimetidine or ranItidine).

- HypolensIoII, bradycardia,and hypertension have been observed
durIng admInIstration of Faclitaxel Injecticn, USP, but generallydo
not require treatment

- Injection site reaztions, including reactions secondary to extravasation,
were usually mild and consisted of erythema, tenderness. skin
discoloration,orswclling at the injection sItc.

ADVERSE REACTIONS
- Bone marrow suppressrorI was the major doserlimitingtoxicity of

paclitaxel. Neutropenia, the most important hematologic toxicity, was
dose and schedule dependent and was generally rapIdly reversIble.

- Other serious adverse eventsthat occurred with use of paclitaxel
were alopecra,anemia,arthralgia/myalgia, diarrhea, leukcpenia,
nausea/vomItIng, penpheral neuropathy, thrombocytopenIa,
mucositis hypersensitivrty, renal impairment, hypotension

OVERDOSAGE
- There is no known antidote for paclitaxel overdosage.TIIe primary
anticipated complications of overdosage would consist of bone
marrow suppression, peripheral neurotoxicity, and mucositis.
Overdoses in pediatric patients may be associated with acute
ethanol toxrcity

Vou are encouraged to report negative side effects of pro
drugs to the FDA.
Visit www.fda.gov/medwatch. Or call Ir8oorFD/\4038.

 :ription

Please see full prescribing information for PACLITAXEL In‘Iection, USP.
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Penicillin G
Potassium for Injection, USP

5,000,000 units per vial | NDC 70860-126—20

20,000,000 units per Vial | NDC 70860-127—51
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ATHENEX AccuraSEESM PACKAGING AND LABELING ,/ Potassium I”I;
for Injectinn, USP
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DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS
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Piperacillin
and Tazobactam
for Injection

 

2.25 grams per vial | NDC 70860-120-20

3.375 grams per vial | NDC 70860—121—30

4.5 grams per vial | NDC 70860—122—50

40.5 grams per vial | NDC 70860-123—99

ATHENEX AccuraSEESM PACKAGING AND LABELING

" _ r’ V ’ A i Piperacillin anII
BIG, BOLD AN D BRIG HT — > ‘ . Tazghggifim

To HELP YOU SEE IT, SAY IT AND PICK IT RIGHT $3332???” .
FIFEFECIIII" andPIucracIIlI‘n and Tazobactam

‘ Iilnhagtam '

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

 
THE NEXT GENERATION OF PHARMACY INNOVATION



TO order, call 1-855-273-0154 or visit www.Athenexpharma.com

Piperacillin and Tazobactam
for Injection
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40.5 NDC 70860-12339

g 40.5 grams per vial

3.375 NDC 70860-121-30

g 3.375 grams per vial

NDC 70860-120-20

2.25 grams pervial

NDC mesa-122.50

4.5 grams per vial

 

 

 

 

 

DESCRIPTION GlaSS Vial DESCRIPTION GlaSS Vial DESCRIPTION Class Vial DESCRIPTION Pharmicy BulkPaC age7

CONCENTRATION 2.25 grams per VIaI CONCENTRATION 3.3 . Sgrams per ml CONCENTRATION 4.5 grams perVIaI CONCENTRATION 40.5 grams pervial

CLOSURE 20 mm CLOSURE 20 mm CLOSURE 20 mm CLOSURE 32 mm

UNITOF SALE IOvialS UNIT OF SALE IOVIaIS UNITOF SALE IOVIaIS UNITOF SALE IVIal

BAR CODED Yes BAR CODED Yes BAR CODED Yes BAR CODED Yes

CHOOSE AccuraSEESM FOR YOUR PHARMACY

w Our proprietary, differentiated

ccuraSEE and highly-visibleIabeldesigns
PACKAGINGMABEHNG/ can assist pharmacists in

accurate medication selection. 
With a unique label design for every Athenex product, we’re offering
pharmacists added AccuraSEE foryour pharmacy— and toryour
patients’ safety. The idea Is simple: ”So What you see is exactly what
you get."

  
Alhenex,ACcuraSEE and all labeldESIgns are copyright OfAthenex. tfi X@2019 Athenex. APD70067701705/l9 ene



Polymyxin B
for Injection, USP

500,000 units per Vial | NDC 70860—IO3—IO

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

 
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Polymyxin B
for Injection, USP

 
DESCRIPTION Class Vial

CONCENTRATION Soobiggiglmts
CLOSURE 20 mm

UNIT OF SALE ivial

BAR CODED Yes
 

 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietary, differentiated and highlyevisible label designs

CCU’GSEE C3” aSSiSt Pharmacists in accurate medication selection.With a unique AccuraSEE label design for every AthenexPACKAGING & LABELING

product, we’re helping your pharmacyto reduce the risk
of medication errors.The idea is simple:"So what you see
is exactly what you get."

 
  
 

Athenex, AccuraSEE and all label deSIgns are ccpyright afAthenex. thenex©2019 Athenex. APD7001770274/19



POLYMYXIN B for Injection, USPINDICATION AND USAGE

‘ Polymyxin B sulfate is a drug ofchoice in thetreatment
of infections ofthe urinary tract, meninges, and
bloodstream caused by susceptible strains of
P5 aeruginosa

- It may also be used topically and subconjunctivally
in the treatment of infections ofthe eye caused by
susceptible strains of P: aeruginosa.

- It may be indicated in serious infections caused by
susceptible strains of H. influenzae, specifically in
meningeal infections, Escherichia coli, specifically
in urinary tract infections, Aerobacter aerogenes,
specifically in bacteiemia and K/ebsiel/a pneumoniae,
speCifically in bacteremia, when less potentially
toxic drugs are ineffective or contraindicated.

IMPORTANT SAFETY IN FORMATION 

 
WARNING
CAUTION:WHEN 'HIS DRLIG S GIVEN
NTRAMUSCUIAR Y AND/OR NTRAT—I :CALIY,
T SHOULD BE GIVEN ONLY TO HOSPI IALIAED
3ATIENTS, SO AS‘O PROVIDE CONS"A T
SUPERVISION BY A PHYSICIAN.
RENAL FUNCTIO SHOULD BE CARE: lLLY
DETERMINED AND PATIENTS WITH RENAL DAMAGE
AND NITROGEN RETENTION SHOULD —IAVE REDUCED
DOSAGE PATIENTS WITH NEPHROTOX CITY DUE TO
JOLYMYXIN B SUL-ATE USUALX SHOW ALBUMINURIA,
CELLULAR CASTS, ANDAZOTEMIA D IVIINISHING
URINE OUTPUTA D A RISING BUN ARE INDICATIONS
:OR DISCONTINU NG THERADYWIT-I " HIS DRUG.
NEUROTOXIC REACTIONS MAY BE MANIFESTED BY
RRITABILITY,WEA NESS, DROWSINESS,ATAXIA,

3ERIORAt PARESTH "SIA, NUMBNFSS OFTI- E EXTREMITIES,
AND BLURRING O;VISION. 'I'IESE ARE USUALLY

       
 

ccuraSEE‘"PACKAGING 5. |AEELING 

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

ASSOCIATED WITH HIGH SERUM LEVELS FOUND IN
PATIENTS WITH IMPAIRED RENAL FUNCTION AN D/OR
NEPHROTOXICITY.

THE CONCURRENT OR SEQUENTIAL USE OF OTHER
NEUROTOXIC AN D/OR NEPHROTOXIC DRUGS WITH
POLYMYXIN B SULFATE, PARTICULARLY BACITRACIN,
STREPTOMYCIN, NEOMYCIN, KANAMYCIN, GENTA-
MICIN,TOBRAN\YCIN,AMIKACIN,CEPHALORIDINE,
PAROMOMYCIN,VIOMYCIN,AND COLISTIN SHOULD
BE AVOIDED.
THE NEUROTOXICITY OF POLYMYXIN B SULFATE
CAN RESULT IN RESPIRATORY PARALYSIS FROM
NEU RONIUSCU LAR BLOCKADE, ESPECIALLY WHEN
THE DRUG IS GIVEN SOON AFTER ANESTHESIA AND/
OR MUSCLE RELAXANTS.

USAGE IN PREGNANCY THE SAFETY OFTHIS DRUG IN
HUMAN PREGNANCY HAS NOT BEEN ESTABLISHED.
CONTRAINDICATIONS

PolymyXin B for Injection, USP is contraindicated
in persons With a prior history of hypersenSItIVIty
reactions to polymyXins.
WARNINGS

- Clostridium dIflTCI/E associated diarrhea (CDAD) has
been reported with use of nearly all antibacterial
agents, including Polymyxin B for Injection, and may
range in severityfrom mild diarrhea to fatal colitis.

- IfCDAD is suspected or confirmed ongoing,
antibiotic use not directed at C Difici/e may need
to be discontinued.

PRECAUTIONS

- Prescribing polymyxin B in the absence ofa
proven or strongly suspected bacterial infection
or a prophylactic indication is unlikelyto prowde
a benefit to the patient and increases the risk of
the development ofdrug resistant bacteria.

- Baseline renal function should be done prior to
therapy, with frequent monitoring of renal function
and blood levels ofthe drug during parenteral
therapy.

- Avoid concurrent use ofa curaiforrn muscle relaxant

and other neurotoxic drugs which may precipitate
respiratory depression. If Signs of respiratory paralysis
appear, respiration should be aSSisted as required,
and the drug discontinued.

- As With other antibiotics, use of Polymy><in B for
Injection may result in overgrowth of nonsusceptible
organisms, including fungi.

- If superinfection occurs, appropriate therapy should
be instituted.

ADVERSE REACTIONS

- Nephrotoxic reactions: Albuminuria,cylinduria,
azotemia may occur with use of Polymyxin B for
Injection without any increase in dosage

- Neurotoxic reactions: Facial flushing, dizziness,
progressing to ataxia, drowsiness, peripheral
parcsthesias (circumoral and stocking glove},
apnea due to concurrent use ofcuraiform muscle
relaxant, other neurotoxic drugs or inadvertent
overdosage and signs of meningeal irritation with
intrathecal administration may occur with use of
Polymyxin B for Injection

- Other reactions occaSionally reported are drug
fever, urticarial rash, pain (severe) at intramuscular
injection sites, and thrombophlebitis at intravenous
injection sites.

You are encouraged to report negative side
effects of prescription drugs to the FDA.
Visit wwwfdagov/medwatch. Or call I-800—FDA-1088.
 

Please see full prescribing information for POLYMYXIN
B for Injection, USP.

thenex



Prochlorperazine
Ed ISYIate Injection, USP

IO mg per 2 mL | NDC 70860—778—02

50 mg per IO mL | NDC 70860—778—IO

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT
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DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

  
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

  
 
ccuraSEE"FACKAGINC nuaamcProchlorperazine

Edisylate |njection,USP
CHOOSE AccuraSEESM

FOR YOUR PHARMACY

NDC 70360778432

mg 10 mg per2 mL
Our proprietary, differentiated
and highly-visible label designs
can assist pharmacists in
accurate medication selection,

 
DESCRIPTION Glass Vial

CONCENTRATION 5mg permL ' ,
With a unique AccuraSEE label

CLOSURE 13 mm deSign for every Athenex
roduct,we‘re hel in our

UNITOF SALE 10 vials P P gy ‘pharmacy to reduce the risk
BAR CODED Yes of medication errors. The idea

is simple:"So What you see
is exactly/Whatyou get."

 
   
  

0 NDC 70860-778-10

mg 50 mg periO mL

 
 

  

 
 
 
 

 

DESCRIPTION Class Vial

CONCENTRATION 5 mg per mL

CLOSURE 13 mm

UNIT OF SALE ivial

  

 
BAR CODED Yes

Athenex,AccuraSEE and all label deSigns are copyright afAtheriex. thenex©2018 Athenex. APDvOOAIvOlv'lI/IS



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

PROCHLORPERAZINE EDISYLATE Injection, USPINDICATIONSAND USAGE
- To control severe nausea and vomiting
- For the treatment of schizophrenia.
- Prochlorperazine Edisylate Injection, USP has not been shown

effective in the management of behavxoral complications in
patients with mental retardation.

IMPORTANT SAFETV INFORMATION 

 
WARNING:
INCREASED MORTALITY IN ELDERLV PATIENTS WITH DEMENTlA-RELATED
PSYCHOSIS
ELDERLY PATIENTSWITH DEMENTIAVRELATED PSYCHOSIS TREATED
WITI | ANTIPSYCI IOTIC DRUGS ARE AT AN INCREASED RISK OF DEATI l.
ANALYSES OF SEVENTEEN PLACEBOVCONTROLLEDTRIALS (MODAL
DURATION OF 10 WEEKS), LARGELV IN PATIENTS TAKING ATVPICAL
ANTI PSVCHOTIC DRUGS, REVEALED A RISKOF DEATH IN DRUGVTREATED
PATIENTS OE BETWEEN L6TO 1.7 TIMESTHE RISK OF DEATH INPLACEBOVTREATED PATIENTS OVERTHE COURSE OFA TVPICALiUeWEEK
CONTROLLED TRIALTHE RATE OF DEATH IN DRUGVTREATED PATIENTS
WAS ABOUT 4.5%, COMPAREDTO A RATE OF ABOUT 2.6% INTI IE
PLACEBO GROUP ALTHOUGH THE CAUSES OF DEATH WERE l/ARIED,MOST OF THE DEATHS APPEARED TO BE EITHER CARDIOVASCULAR
[E.(r., HEARI EAILURE,SUDDEN DEAI H) UR INEELIIUUS (ELL,
PN E UMON IA) IN NATURE. OBSERVATlONAL STUDIES SUGGEST THAT,
SIMILAR TO ATYPICAL ANTIPSYCHOTIC DRUGS, TREATMENT WITH
CONVENTIONAL ANTIPSYCHOTIC DRUGS MAV INCREASE MORTALITY.
THE EXTENT TO WHlCH THE FINDINGS OF INCREASED MORTALITY IN
OBSERVATIONAL STU DIES MAY BE ATTRIBUTED TO THE ANTIPSVCHOTIC
DRUG AS OPPOSED TO SOME CHARACTERISTIC(S) OF THE PATIENTS
IS NOI CLEAR. PROCHLORPERAZINE EDISYLAIE INJECIlON,USP IS NOI
APPROVED FOR THE TREATMENT OF PATIENTS WITH DEMENTIAr
RELATED PSYCHOSIS.

 
 

CONTRAINDICATIONS
- Do not use rn patrents wrth known hypersensrtrvxty to phenothrazxnes.
- Do not use in comatose states cr in the presence of large amounts of

central nervous system depressants (alcohol, barbiturates, narcotics, etc).
- Do not use in pediatric surgery
- Do not use in pediatric patients under 2 years of age or under 20 lbs.

Do not use in children for conditions forwhich dosage has not
been esta blrshed.

WARNINGS
- Prochlorperazme Edisylate Injection is not approved forthe
treament of patients with dementiarrelated psychosis.

- The extrapyramidal symptoms WhlEII can occur secondary to
prochlorperazme may be confused with the central nervous

ccuraSEE”PACKAGING a unique  

system signs ofan undiagnosed primary disease responsible for
the vomiting,e.g., Reye's syndrome or other encephalopathy. The
use of prochlorperazine and other potential hepatotoxms should
be avoided in children and adolescents whose signs and symptoms
suggest Reye‘s syndrome.
Antrpsychotrcdrugs should be prescrrbed rn a manner that rs most
likely to minimize the occurrence oftardive dysktnesxa. Chronic
antipsychotic treatment should generally be reserved for patients
who stiffer from a chronic illness that,r) is known to respond to
antipsychotic drugs and, 2) for whom alternative, equally effective,
but potentially less harmful treatments are not available or appropriate.
In patients who do require chronic treatment, the smallest dose and
the shortest duratrcn of treatment prod ucrng a satrsfactory clrnrcal
response should be sought. The need for continued treatment
should be reassessed periodically. if signs and symptoms of tardive
dyskinesia appear in a patient on antipsychotics, drrrgdismntinrration
should be considered. However, some patients may require treatment
despite the presence of the syndrome.
A potentially fatal symptom complex sometimes referred to as
Neuroleptic Malignant Syndrome {NMS) has been reported in
association with antipsychotic drugs. The management of NMS
should include 1) immediate discontinuation ofantipsychotic drugs
and other drugs not essentral to concurrent therapy, 2) rntensrve
symptomatic treatment and medical monitoring, and, 3) treatment
ofany concornitaanerious medical problems for which specific
treatments are available. There is no general agreement about
specific pharmacological treatment regimens for uncomplicated
NMS. Ifa patient requires antipsychotic drug treatment after
recovery from NMS,the potential reintroduction of drug therapy
should be carefully consrdered. Ihe patrent should be carefully
monitored, since recurrences ofNMS have been reported.
Prochlorperazine may cause somnolence, postural hypotension,
motor and sensory rnstabtlrty,whrch may lead to falls and,
consequently, fractures or other injuries For patients with diseases
conditions, or medications that could exacerbate these effects, complete
fall risk assessments when initiating antipsychotic treatment a nd
recurrently for patients on longrterm antipsychotic therapy.
Arr encephalopathic syndrome (characterized by weakness, lethargy,
fever,tremulousness and confusion,e><trapyramidal symptoms,
leukocytosis,elevated serum enzymes, BUN and PBS) has occurred
in a few patients treated with lithium plus an antipsychotic. in some
insta nc. . the syndrome was followed by irreversible brain damage.
Because of a possible causal relationship between these events and
the concomitant administration of lithium and antipsychotirs,
patients receiving such combined therapy should be monitored
closely for early evidence of neurologic toxicxty and treatment disr
continued promptly ifsuch signs appear. This encephalopathic

 

syndrome may be similar to or the same as neuroleptic malignant
syndrome (NMS).

- Patients with bone marrowdepressxon or who have previously
demonstrated a hypersensitivity reaction leg. blood dyscrasias,
jaundice) with a phenothiazine should not receive any phenothiazine,
rncludrng prochlorperazrne, unless rn theJudgment ofthe physrcran
the potential benefits of treatment outweigh the possible hazards.

- Prochlorperazine may impair mental and/orphysical abilities,
especrally durrng the first few days oftherapy.Therefore, ca utron
patients about activities requtring alertness (e g,operating vehicles
or machinery).

' Plrenothiazines may intensify or prolong the action ofcentral
nervous system depressants (e g , alrohol,anesthetics, narrotirs)

~ Prochlorperazine Edisylate should be used during pregnancyonly
ifthe potential benefit Justifies the potential risk to the fetus.

~ Caution should be exercised when prochlorperazine is administered
If) a nursing woman

PRECAUTIONS
- Leukopenia/neutropenia and agranulocytosis have been reported

temporally related to antipsychotic agents. Monitor blood counts
and discontinue Prochlorperazine [disylate at the first sign of a
decline of white blcod cell count in the absence of ca usative factors,
or if absolute neutrophil count is «poo/mm}.

. Prochloperazine's antiemetic action may mask signs and symptoms
of overdosage or toxicities of other drugs.

- Use cautiously in patients with impaired cardiovascular systems
to avoid hypotension.

‘ASPII’EJUOTI ofvomitus hasoccurred in postsurgical patients.
- Deep sleep,from which patients can be aroused,and coma have

been reported, usually with overdosage.
- Use with caution in patients with glaucoma.
- Use with caution in persons who will be exposed to extreme heat.
~ Phenothiazines can diminish the effect of oral anticoagulants
- Phenothiazines can produce alpharadrenergic blockade
-Thiazide diuretics may accentuate the orthostatic hypotension
that may occur with phenothiazines.

~ Antrhypertensrve effects of guanethrdrne and related compounds
may be counteracted when used concomitantly with phenothiazines

- Concomitant use with propranolol may result in increased plasma
levels of both drugs.

~ Adjustment of antrconvulsant dosage may be necessary.

then X



conrmum... To order, call 1-855-273-0154 or visit www.Athenexpharma.com

- PhenothiaZines may interfere with metabolism of phenytoin causing Vou are encouraged to report negative side effects of
phenytoin toxicity. prescription drugs to the FDA. Visit vvww.fda.gciv/medvvatch.

- Plieriotliiazines may produce falserpositive plieriylketoriuria (PKU) 0' GHMtest results Please see full prescribing information for PROCHLORPERAZINE
- Some patients on longrterm antipsychotictherapy may develop [DIJYLATE Injection, USP‘taidive dyskinesia. Assess regularly to determine whether to lower
the dose or discontinue therapy

- Prochlorperazine Edisylate may cause dystonia and other
neuromuscular reactions. Use under close supervision in children
with acute illnesses (e.g., chickenpox, CNS infections, measles,
gastroenteritis) or dehydration.

- Do not use phenothiazine derivatives with metrizamide.
ADVERSE REACTIONS
- Common adverse reactions reported with Prochlorperazine Edisylate

include drowsiness, dizziness, amenorrhea, blurred vision, skinreactions.

- Other adverse reactions include: neuromuscular (extrapvramidal)
reactions. motor restlessness, dystonia, pseudoparkinsonism, tardive
dySklflESIB, contact dermatitis, and EKG changes

OVERDOSAGE
- Symptoms: Primarily involvement of the extrapyramidal mechanism

producmg dystonic reactions. Sym ptoms of central nervous system
depression to the point of somnolence or coma Agitation and
restlessness may also occur. Other possible manifestations include
convulsions, EKG changes and cardiac arrhythmias, fever. and
autonomic reactions such as hypetension,dry mouth and ileus.

- Treatment. It is important to determine other medications ta ken
by the patient since multiple drug therapy is common in overdosage
Situations. Treatment is essentially symptomatic and supportive.
Keep patient underobservation and maintain an open airway,since
involvement of the extrapyramidal mechanism may produce dysphagia
and respiratorydifficully in severe overdosage Eerapyrarriidal
symptoms may be treated with antiparkinsonism drugs, barbiturates,
or diphenhydramine. Care should be ta ken to avoid increasing
respiratory depression. If administration of a stimulant is desirable,
amphetamine, dextroamphetamine,or caffeine and sodium benzoate
is recommended. stimulants that may cause convulsions
(e.g., picrotoXin or pentylenetetrazol) should be avoided.

- lfhypotenSion occurs the standard measures for managing
circulatory shock should be initiated. If it is desirable to administer
a vasoconstrictor,norepinephrineor phenylephrine are most
suitable. Other presscr agents, including epinephrine, are not
recommended because phenothiazine derivatives may reverse the
usual elevating action ofthes: agents and cause a further lowering
of blood pressure

- Limited experience indicates that phenothiazines are not dialyzable.

  ccuraSEE' then XPACKAGING 5 iAaEtiNc



Rocuronium
Bromide Injection

50 mg per 5 mL | NDC 70860—651—05

IOO mg per IO mL | NDC 70860—65I—IO

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT — ficvtwsm :mOCURONIUM

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT 50 5mgper mI.“LI

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

THE NEXT GENERATION OF PHARMACY INNOVATION
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

  
 

Rocuronium
Bromide Injection
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CHOOSE AccuraSEESM

FOR YOUR PHARMACY

Our proprietary, differentiated
and highly»visible label designs
can assist pharmacists in
accurate medication selection,

DESCRIPTION Class Vial

CONCENTRATION 10 mg per mL , ‘
With a unique AccuraSEE label

CLOSURE 13 mm desrgn for every Athenex
rod uct, we’re hel in our

UNIT OFSALE 10 vials P P gy ‘pharmacy to reduce the risk
BAR CODED Yes of medication errors.The idea

is simple:“So whatyou see
is exactly/whatyou get."1

O

0  mg
DESCRIPTION Glass Vial

CONCENTRATION 10 mg per mL

CLOSURE 13 mm

UNIT OFSALE iovials

  
PaiaiyyngAqen‘BAR CODED Yes

Athenex,AccuraSEE and all label desrgns are copyright ofAthenex. tfi X@2018 Athenex. APD70029~0175118 ene



Terbutaline
Sulfate Injection, USP

1mg permL I NDC 70860—801—01

ATHENEX AccuraSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT
I mg per mL

For Subcutaneous
I . I

DIFFERENTIATION IN EVERY LABEL, Infiftg’iflémse Vial
DESIGNED TO HELP REDUCE MEDICATION ERRORS ‘ E II

 
THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Terbutaline
Sulfate Injection, USP

 
DESCRIPTION Glass Vial

CONCENTRATION 1mg per mL

CLOSURE 13 mm

UNIT OFSALE 10 vials

BAR CODED Yes

  
 
 

 
 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

,. Our proprietarydifferentiated and highlyevisible label designs

ccuraSEE can assist pharmacists in accurate medication selection.
PACKAG'NG “ “55”"? With a u nique Accu raSEE Ia bel design for every Athenex

product, we’re helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

 
  
 

Athenex, AccuraSEE and all label deSIgns are copyright afAtheriex. thenex©2019 Athenex. APDv0022v0274/19



TERBUTALINE SULFATE Injection, USP
INDICATIONS AND USAGE
. Terbutaline sulfate injection is indicated forthe

prevention and reversal of bronchospasm in patients
12 years ofage and older with asthma and reversible
bronchospasm associated with bronchitis and emphysema

IMPORTANT SAFETY IN FORMATION 

 
WARNING: PROLONGED TOCOLYSIS
TERBUTALINE SULFATE HAS NOT BEEN APPROVED
FOR AND SHOULD NOT BE USED FOR PROLONGED
TOCOIVSIS (BEYOND ASTO 72 HOURS) IN PARTICULAR,
TERBUTALINE SULFATE SHOULD NOT BE USED FOR
MAINTENANCE TOCOLYSIS N THE OUTPATI ENT OR
HOME SETTING. SERIOUS ADVERSE REACTIONS,
INCLUDING DEATH, HAVE BEEN REPORTED AFTER
ADMINISTRATION OF TERBUTALINE SULFATE TO PREGNANT
WOMEN. IN THE MOTHER,THESE ADVERSE REACTIONS
INCLUDE INCREASED HEAR" RATE,TRANSIENT
HVPERGLYCE'VIIA, HYPOKALEMIA, CARDIAC ARRHYTHMIAS,
PULMONARY EDEMA AND MYOCARDIAL lSCHEMIA.
INCREASED FETAL HEART RATE AND NEONATAL
HVPOGLVCEMIA MAV OCCUR AS A RESULT OF
MATERNAL ADMINISTRATIO

 
 

CONTRAINDICATIONS
- Prolonged Tocolysis— Terbutaline sulfate has not been

approved for and should not be used for prolonged
tocolysis (beyond 48 to 72 tours) In particular,terbutaline sulfate should not be used for maintenance
toco|y5is in the outpatien or home setting
[see Boxed Warning, Prolonged 'Iocolysis]

‘ Hypersensitivity Terbutaline sulfate injection is
contraindicated in patients nown to be hypersenSitive
to sympathomimetic amines or any component ofthis
drug product.

WARNINGS
‘ Asthma may deterioraLe acuLely over a period of

hours or chronically over several days or longer.

 
ccuraSEE"PACKAGING I LABELIVG 

To order, call 1-855-273-0154 or visit www.Athenexpharma.com

- The use of beta-adrenergic agonist bronchodilators
alone may not be adequate to control asthma in
many patients. Early consideration should be given to
adding anti»inflammatory agents, e.g., corticosteroids.

- Terbutaline sulfate should be used With caution
in patients with cardiovascular disordeis, especially
coronaryinsufficiency, cardiac arrhythmias,and
hypertenSion.Terbutaline sulfate can produce a
clinically Significant cardiovascular effec in some
patients as measured by pulse rate, blood pressure,
and/or symptoms. If these effects occur, he drug
may need to be discontinued.

- There have been rare reports of seizures in patients
receiving terbutaline; seizures did not recur in these
patients after the drug was discontinuec

PRECAUTIONS
- Terbutaline, as with all sympathomimetic amines,

should be used With caution in patients With
caidiovascular disorders, including ischemic heart
disease, hypertension, and cardiac arrhyt'imias,
in patients with hyperthyroidism ordiabetes
mellitus; and in patients who are unusua Iy
responsive to sympathomimetic amines OI who
have convulsive disorders.

 
- Immediate hypersensitivity reactions an

exacerbations of bronchospasm have been
reported after terbutaline administration.

' Beta-adrenergic agonist medications may produce
significant hypokalemia in some patients, posSibly
through intracellular shunting,which has the
potential to produce adverse cardiovascular effects.
The decrease is usually transient, not requiring
supplementation.

- Large doses of intravenous terbutaline have been
reported to aggravate pre—existing diabetes mellitusand ketoacidosis.

- Terbutaline sulfate should be used during pregnancy
only ifthe potential benefitsjustifythe potential riskto the fetus.

. Terbutaline sulfate should be used during nursing
only if the potential benefitjustifies the possible risk
to the newborn.

ADVERSE REACTIONS
‘ Common adverse reactions reported With terbutaline

sulfate include tremor,nervousnessdizziness, headache,
drowsiness, heart palpitations,tachycardia, dyspnea,
chest discomfort, nausea, vomiting, weakness,
flushed feeling, sweating, and pain at injection Site

OVERDOSAGE
- There is no specific antidote for terbutaline overdose

The expected symptoms with overdosage are those
of excessive beta-adrenergic stimulation and/or
occurrence or exaggeration of any ofthe adversereactions listed above

- Treatment consists ofdiscontinuation of terbutaline
sulfate injection together with appropriate symptomatic
therapythejudioous use ofa cardioselective
beta-ieceptor blocker may be considered, bearing in
mind that such medication can produce bronchospasm.

' There is insuffiCient evidence to determine if
dialysis is beneficial for overdosage ofterbutaline
sulfate injection

You are encouraged to report negaLive side effects
of prescription drugs to the FDA.
Visit www.fda.govlmedwatch. Or call 1—800—FDA-1088.
Please see full prescribing information for
TERBUTALINE SUFLATE Injection, USP.

thenex



Tranexamic Acid
Injection

1,000 mg per 10 mL I NDC 70860-40040

ATHENEX AccuraSEESM PACKAGING AND LABELING

NDC 70860400-41 Bumly

Tranexamic

BIG, BOLD AND BRIGHT— ACId InjectionTO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS  

,— -1~_—_—'
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To order, call 1-855-273-0154 or visit www.Athenexpharma.com

Tranexamic Acid
| nj ecti o n

1
0
0
0

mg
DESCRIPTION Glass Vial

CONCENTRATION 100 mg per mL Trang'xami;Acid murmur
CLOSURE 13 mm

UNIT OFSALE 10 vials

BAR CODED Ves
 

 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietary,differentiated and highlyivisible label designs
m can assist pharmacists in accurate medication selection.

ccuraSEE With a unique AccuraSEE label design for every Athenex
PACKAG'NouABEL'NG’ product, we’re helping your pharmacy to reduce the risk

of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

 
  
 

Athenex, AccuraSEE and all label deSigns are copyright afAtheriex. thenex©2018 Athenex. APB-00137024119
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Va ncomycin
Hydrochloride for Injection, USP

500 mg pervial | NDC 70860—10440

Tgrampervial | NDC70860—105—20

ATHENEX A4::curaSEESM PACKAGING AND LABELING

BIG, BOLD AND BRIGHT —

TO HELP YOU SEE IT, SAY IT AND PICK IT RIGHT

In :thzvenous U51
I

DIFFERENTIATION IN EVERY LABEL, “ “wnausgsa'mm’
DESIGNED TO HELP REDUCE MEDICATION ERRORS ,.

THE NEXT GENERATION OF PHARMACY INNOVATION



To order, call 1-855-273-0154 or visit www.Athenexpharma.com

  ccuraSEE“PACKAEING a unsungVa ncomycin
Hydrochloride for lI’IJECTlOI’I, USP

75 CHOOSE AccuraSEESM

I FOR YOUR PHARMACY
NDC 70860-104-10

Our proprietaryditferentiated
and highly»visible label designs
can assist pharmacists in
accurate medication selection,

500 mg per vial 
DESCRIPTION Class Vial

CONCENTRATION oom er v'al

S 8P ' Withaunique AccuraSEElabel
CLOSURE 20 mm deSign for every Athenex

rod uct, we’re hel in our
UNIT OFSALE 10 vials P P gy Ipharmacy to reduce the risk
BAR CODED Yes of medication errors.The idea

is sim ple:“So What you see

 
is exactly what you get."

NDC 70860-105-20

1 gram per vial  
 

  

 
 
 
 

 

DESCRIPTION Glass Vial

CONCENTRATION 1 gram per Vial

CLOSURE 20 mm

UNIT OFSALE iovials

  
BAR CODED Yes

AIhenex,AccuraSEE and all label deSigns are copyright ofAtheriex. tfi X@2019 Athenex. APDvOOO7-O3r4/19 ene



 
EPINEPHrine
| nJ ect I o n

“ EP‘NEPHnne Injection

IN 0.9% SODIUM CHLORIDE, STRENGTHS ‘ '

2 mg per 250 mL BAG | NDC 7615446545

4 mg per 250 mL BAG | NDC 76154—46645

8 mg per 250 mL BAG | NDC 76154—47045

10 mg per 250 mL BAG | NDC 76154—46945

THE NEXT GENERATION OF PHARMACY INNOVATION

EPINEPHrine‘ EPINEPHrmeI“UL-LIIIOI

 



EPINEPHrine
Injection

NDC 76154-465-15 NDC 76154-46645 NDC 76154-470-15 NDC 76154-46945 
 

 

 

2mg per 250 mL 4mg per 250 mL 8mg per 250 mL 10 mg per 250 mL
09% 0.9% 09% 0.9%

DlLUENT Sodium Chloride DlLUENT Sodium Chloride DlLUENT Sodium Chloride DlLUENT Sodium Chloride

DESCRIPTION Premix bag DESCRIPTION Premix bag DESCRIPTION Premix bag DESCRIPTION Premix bag

UNIT OF SALE 24 bags UNIT OF SALE 24 bags UNIT OF SALE 24 bags UNIT OF SALE 24 bags

BAR CODED YES BAR CODED Yes BAR CODED YES BAR CODED Yes 

ccuraSEE’"PACKAGING 3. LABELING 
  
 
Alhanex,AccuraSEE and all label designs are copyright ofAthenex.
Examples of compounding services
@2019 Athenex. APS~PRMv006 REV 02

 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietarydifferentiated and highlyevisible label designs
can assist pharmacists in accurate medication selection.

With a unique AccuraSEE label design for every Athenex
product, we're helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

tficncX



 
GLYCOpyrroIate
Injection, USP

 0.4 mg per 2 mL | NDC 76I54-780—72

0.6 mg per 3 mL | NDC 76I54~78T73

I mg per 5 mL | NDC 76I54—782—75   

sLYcuwmuateInmmnilJW (0.2 mu nu mu   

- FDA Inspected,cGMP—Compliant Facility - Unique Label Design for Every Product - Barcoded - Expiration Date - Lot Number -

THE NEXT GENERATION OF PHARMACY INNOVATION



  
 
ccuraSEE’”PA(KAGING A. LABELINGGLYCOpyrroIate

Injection, USP
CHOOSE AccuraSEESM

FOR YOUR PHARMACY

N D: 75,1,54-7e2-75
Our proprietary, differentiated

I” 1mgper5mL and highly-visible label designs 
DESCRIPTION 3 mLSyrirIge DESCRIPTION 5 mL Syringe DESCRIPTION 5 mL Syringe can aSS'St pharmaosts m .accurate medication selection, 

CONCENTRATION 02 mg per mL CONCENTRATION 02 mg per mL CONCENTRATION 0.2 mg per mL , .
With a unique AccuraSEE label

UNIT OF SALE 20 syringes UNIT OF SALE 20 syringes UNIT OF SALE 20 syringes dESIgn for every Athenex
product, we’re helping your
pharmacy to reduce the risk
of medication errors.The idea

FEATURING is simple:"SO Whatyou see

u is exactly what you get."
SEEcure TALL man lettering for Barcode, EXP dating andSYRINGE CAPS

 

 
BAR CODED Yes BAR CODED Yes BAR CODED Yes
 

look-alike, sound-alike Lot number (on back)

drug names 1  
 

 
  

Unique label on cap with drug name
and ASTM‘ drug Class color coding DTUS name and ASTM COIOI'S appear
'Ameritan Society fanesting and Materials multiple times on cap and label

AccuraSEE Packaging and Labelingand SEEcure Syringe caps, patent pending.

Athenex,AccuraSEE,SEEcure and all label designs are copyright OfAthenex. thenex©2018 Athenex. APSVPRMVIO



 
Neostigmine
Methylsulfate Injection, USP    

alum-ml] ‘ ..
HEW ,, ‘14:.

2 mg per 2 mL | NDC 76154—776—72

3 mg per 3 mL | NDC 76154—777—73

4 mg per 4 mL | NDC 76154—778—74

5mg per 5 mL | NDC 76154—779—75 
- FDA lnspected,cGMP—Compliant Facility - Unique Label Design for Every Product - Barcoded - Expiration Date - Lot Number -

THE NEXT GENERATION OF PHARMACY INNOVATION



Neostigmine
Methylsulfate Injection, USP

 

 

  

 

   

 

 

FEATURING

l SYRINGE CAPS
DESCRIPTION 3 mLSyringe DESCRIPTION 5 mLSyringe

CONCENTRATION 1mg per mL CONCENTRATION 1 mg per mL " 1

UNIT OF SALE 20 syringes UNIT OF SALE 20 syringes /’ ~ ‘
BAR CODED Yes BAR CODED Yes as 7’ 2mm “a" m

on “W O
. s ‘1'.

“(WW call ,3
3:1‘ 3
m i

l l 3 h ‘
DESCRIPTION SmL Syringe DESCRIPTION 5 mL Syringe g I‘;a h

CONCENTRATION 1mg per mL CONCENTRATION 1mg per mL in
UNIT OF SALE 20 syringes UNITOF SALE 20 syringes

BAR CODED Yes BAR CODED Yes 

Athenex,AccuraSEE,SEEcure and all label designs are copyright ofAthenex.
©2018 Athenex. APS-PRM-09

  
 
ccuraSEE’”PACKAGING MABEUNG

CHOOSE AccuraSEESM

FOR YOUR PHARMACY

Our proprietary, differentiated
and highly»visible label designs
can assist pharmacists in
accurate medication selection,

With a unique AccuraSEE label
deSIgn for every Athenex
product, we’re helping your
pharmacy to reduce the risk
of medication errors.The idea

is simple:“So Whatyou see
is exact/ywhatyou get."
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   NORepinephrine ‘ n-W' h .

‘v W l hrlne »
mm .

NORepinephrin; ‘
. 4mg

B Ita rt rate \/

IN 0.9% SODIUM CHLORIDE, STRENGTHS

4 mg per 250 mL BAG | NDC 76154-47445

8 mg per 250 mL BAG | NDC 76154-47545

THE NEXT GENERATION OF PHARMACY INNOVATION



NORepinephrine

  
  

NDC 76154-47445

4 mg per 250 mL 
8

mg NDC 76154-475-15
 

ATHENEX AccuI'aSEESM PACKAGING AND LABELING
8 mg per 250 mL

 

 

 

09% 0.9%

Dll'UENT Sodium Chloride Dll'UENT Sodium Chloride BIG, BOLD AND BRIGHT—
DESCRIPTION Premix bag DESCRIPTION Premix bag TO HELP you SEE IT, SAY IT AND PICK IT RIGHT

UNIT OFSALE 10 bags UNIT OFSALE 10 bags

BAR CODED Yes BAR CODED Yes DIFFERENTIATION IN EVERY LABEL,
DESIGNED TO HELP REDUCE MEDICATION ERRORS

 

ccunmSEE"PACKAGING & LABELING 
  
 
AIhenex,AccuraSEE and all label designs are copyright ofAthenex.
Examples of compounding services
@2018 Athenex. APS-PRM7007 rev 02

 
 

 
 

CHOOSE AccuraSEESM FOR YOUR PHARMACY

Our proprietarydifferentiated and highlyivisible label designs
can assist pharmacists in accurate medication selection.

With a unique AccuraSEE label design for every Athenex
product, we're helping your pharmacyto reduce the risk
of medication errors.The idea is simple:“So what you see
is exactly wh at you get."

tficnéx



10 mg per 250 mL BAG

20 mg per 250 mL BAG

25 mg per 250 mL BAG

40 mg per 250 mL BAG

50 mg per 250 mL BAG

THE NEXT GENERATION OF PHARMACY INNOVATION

IN 0.9% SODIUM CHLORIDE, STRENGTHS

  
 

NDC 76I54-456-15

N DC 76154—45745

N DC 76I54-458—IS

N DC 76154—45945

N DC 76I54-460-IS



PHENYLephrine

   
 

 

 

NDC 76154-45645 NDC 76154-45745 NDC 76154-45845 NDC 76154-45945

10mg per250 mL 20 mg per 250 mL 25 mg per250 mL 40 mg per250 mL

DlLUENT Sodiug'iggfiloride DlLUENT Sodiurc‘hgcafiloride DlLUENT Sodiurciliggfiloride DlLUENT Sodiuriigclfiloride
DESCRIPTION Premix bag DESCRIPTION PremiX bag DESCRIPTION Premix bag DESCRIPTION Premix bag

UNIT OF SALE 24 bags UNITOF SALE 24 bags UNIT OFSALE 24 bags UNITOF SALE 24 bags

BAR CODED Yes BAR CODED Yes BAR CODED Yes BAR CODED Yes 

 

  
 

NDC 76154-46045

; 50 mg per 250 mL CHOOSE AccuraSEE FOR YOUR PHARMACY

 
09% m V . V

DILUENT Sodium Chloride r E Our pioprletaty differentiatedu and highly—ViSIble label deSIgns
DESCRIPTION Premix bag PACKAGINGa. LABELING can assist pharmacists in

UNIT OFSALE 24 bags accurate medication selection.

BAR CODED Yes With a unique label dESIgn for every Athenex product, we re offering
pharmacists added AccuraSEE foryour pharmacy— and toryour
patients' safety. The idea is simple:"So what you see is exactly what
you get.”

 
Alhanex,AccuraSEE and all label de5igns are copyright ofAthenex.

Examples of compounding services tfi X@2018 Athenex. APS-PRM-OOS cnc



’ thenéx ABOUT ONCOLOGY INNOVATiON OPERATING PLATFORMS INVESTOR RELATiONS CAREERS Q

Pipeline

Our robusl clinical pipeline includes small molecule. biologic and cellular therapies far the treatment or cancer The Alhene‘x team mntlnues in feel [he ranld
BxDansIDn UT this Ginlnal ninellne rlmv comprised of nlrla laid iND's
Our crasooverv oral acsarmicn recllnology. uslng uur novel, nignlveelecwe Pap pump InhibIIOf, encequiuar llormem Known as l-lelelAl, in Combination wlln
wldely-used GYIOIOMG agems, enables me aumimstrauon ol wrrermy lniecrameonly qus- We have rwo src Klnase/lubullrl Dofyrrlerllaiiorl Inhibitors. urbambullrl
(lermerly knmun as low-391) and iota-eel, char are being develnped both nrally rnr cancers such as glicblasrnnra, as well as lecically rnr the precancerans
dreeaee acnrnc keratasus 0n the biuioglca nuns, we have PTO? ralan knqwrl as Pegkomarglrlaee)‘ which Is an enzyme cwable nr depleling tumors al a key
resourcn ior their growth and survival, narnnly lira arninc acnl arqrnrne, Laslly, we have nnr TCRrT lnnmnnlnarapy platform, which harnesses and anhancaa the
patents nwn immune system Ln ialgst and eliminate cancer,

Tainan ingelher cur clrnrcal plpeilne balances a range {if lheranemrc appreachre im inc lrearrnent oi cancer Ia enable us lo rrnprcrve the lava er cancer pallenls

MW Mulls] "met m1 Phase:

Oral Mum! 4 enmuldar Metastatic breast cancer

 
(Crawl) Analose rcorrla
Oral padrraxel + aquuidar
(0mm!) w! pemnrcllzurnan

Soild rumors

Oral padfléxel + enoequidar Gaitrll: Dancer
(Oraml) n1 ran-unnumb-

Orescovery
(P-gp hihitnl [encequidar] + 0'” “WM?" * “amu'dfl' Sum mm
chemoRx agents) (WM)

Oral dumlnxel + annequidar 3min tumors
(Ornflo‘ml)
Oral lomiemn * eneequldar sollu mmors
(Ormunoi

Oral enmity" l ermqmar Sula rumors
nbllllrl ORA)

AINHJ-a (cYF' I HID] Multiple tumors
Acllnlc Keraiusli

lrbanlbulln (“3391] nluinlem Pscrlasls
Skill cancers

Trrharrlbdin (HQ-391) ural Llflmd 51mm: 1 Ovararl cancer
low-351 (xx—oz) Gi iobiaflom a

TCfi-T immunntherapy TAESTi 6001 Mulee lumors
Arginine Deprivation Therapy (W411) Paglnrrulglnnee Multiple Lurrlnrs

' Collaburaiiorl with Eli Lilly and Campany, makers oi ramucirlrmah 

Technology Platform:

0 rascavery 
Arginine Deprivation Therapy TOR-T tmmunotherapy Dual Inhibition

the” X Improving the lives of cancer patients everywhere 
Document titie: Pipeline — Athenex
Capture URL: https:llwww.athenex.comlpipeline/
Capture timestamp (UTC): Thu, 12 Dec 2019 18:45:16 GMT Page 1 of 2
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TC R-T Immunotherapy
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