PHENYLEPHRINE HYDROCHLORIDE- phenylephrine hydrochloride injection
Assure Infusions, Inc.

Disclaimer: This drug has not been found by FDA to be safe and effective, and this
labeling has not been approved by FDA. For further information about unapproved

drugs, click here.

Phenylephrine Hydrochloride, 20mg in 250mL

Storgae and Handling Section

See package insert for complete warnings and directions. Store at 20-25C (68F to 77F).
Protect from light.
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PHENYLephrine HCI Injection in Sodium Chloride 5,

20 mg per 250 mL (0.08 mgimL) NDC 83155-108-25

HIGH ALERT MEDICATION
For Use Only
See package insert for complete warnings and directions 100—
Store at 20° to 25°C (68° to 77°F). Protect from light.
Active Ingredient: Phenylephrine HCI 20 mg
Ini Ingredients: Sodium Chloride 1875 mg, Sodium Citrate
Dihydrate 1000 mg, Citric Acid Monohydrate 250 mg, Disodium EDTA
Dinydrate 50 mg. Sodium Hydroxide and/or Hydrochloric Acid added 1 g
for pH adjustment.
This s acompounded drug. Single-Dose. Sterile Product. Preservative
free/ Sulfite free. Not for resale. Hospital/Office use only.
adverse events to www.fda.govimedwatch and 1-800-FDA-1088.
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Injection, for Inteavenous use.

INDICATICNS AND USAGE:
Phenylephrine Hydrochleri
spha-1 adrenerglc recepto
bicort pressure b s with

ot fging i o v
of anesthesla (1

DOSAGE AND ADMINISTRATION:

Do NOT dilgte prior 1o administrati

Dusing for Pericperative Hypotension

+ Intravenous continuous infusion; 0.5 meg/kg/minute
meg/kg/minate fitrated 1o effect (2.2

1.4

DOSAGE FORMS AND STRENGTH:

& mg in 250 L. (©.04mg/mL) of phenylephing hydiochioride

90 mg In 250 mL (0.08mg/mL) of phenylephrine hydrochlorids

46 mg in 25 Sheny

nL i0.16mggmL) of phine hydrochlerk

? mg In 250 mL 10.26me/mLl of phenylephiine hydrochicride

250 ml
40mg in

Phenylephrin:
img/mL

Hydrechloride 1
2/ mg in 250 mL 0.0
L (0.18mg/md) an
mL in 0.

me
50 mg in 2

@,

a a
1o further diluticn prior to Infus

products should be inspected for particulale matter
and discoloration e minlstration. Do not use
it the solutien is color if it contains
particulate matter,
Discard ny Unused portion

2.2 Recommended Dosage
In adull patients dures with

0,5 meg/kg/min to 1,4 mg/kg/min by intravencus
enntinuous infusion, tirated to
goal. Do ot 4 200 meg,

B DHSR KoM STREN TS
Injection: 10 mL (0. 0dme/mL); 20 mg in 250 mL
(0.08mg/mL; 40 mg In 250 mL (0.1 emgmL) and 50 mg In

Lo/l 3 she e ition b

0.75% Sodium Chioride \mw»m il
ntraeRcus solutio 1
CONTRAINDICATION 4 CONTRAINDICATIONS:
+ Hypersensitivity 1o it or any of ts components (4 The wse of Fhenylephrine Hydrochlorice Injection,
mL Lo S0mg/250mL. Is contraindicated in patients
WARNINGS 4ND PRECAUTIONS
Severe bradycardia and decreased cardiac culput (5.2) siivity 16 the product or any of s compane:
il et e el
cause 1 or stoughing of tissue (5,41 5. WARNING AND PRECAUTIONS:
+ Concomitant use with oxylocic drugs:pressor effect 5.1 Exaoartintin of Arghis, Heart Faiice, or PUlinonsey
sympathomimetic pressor amines is potentiated (5.5 Avturtel #{ioartanston Ba shisisgion
phenglephrine hydrochloride can precipitate angina
ADVERSE REACTIONS: in pat ith severe ar ssis or histor
Most common adverse resctions; mases and vemiting of angina, exacerbate undsrlying heart fallure, and
headache, nervousness (& increase pulmonary arterial pressure.
To report SUSPECTED ADVERSE REACTIONS, contact Assure 5.2 Bradycardia
Infusions, Inc., at 1-863-292-2211 or FDA at 1-800-FDA- 1088 Phenylephrine  hydrochioride can cause  severe
o wrwnw.fda ovmedwatch biadycardia and decreased Cardlas oUtpul
53 Risk in Patients with Autonomic Dysfunction
Drug interactions The pre nse 1o adh ¢ drugs, including
Agonistic effects with moncamine ovidase inhibitors (MACH) phenglephrine, can be Incisased in patients with
B Blocking agents, -2 adrenergln agijsts, autonomic dystunction, as may coeur with spinal cord
steroids, {ricyelic anfidepressarts, norepinephrine kirias
e, canraty
sympatholy s and atropine sulfate (7.1 54, i and abolrmous cronk
» : asation ef phenylephrine can cause necresis
- Antagonistic ffacts on and by -adrenergic blocking q ettt sl s o e
Agens .2, infusicn site fet free flow,
- 88 PARGy Bty AN o OV
Sl rs Oxytocic  druy pressor effect
of  sympathomime mines  including
ahenplapheing Wdreehiorid. Taas. T Itaeictions
700, with the ¢
S8 e A
lephrine hydiochlorite can cause exsossive
yAllphur,-I and visceral vasaconstriction and ischemia
o vital crgans, particularty n patients with sxtensive
Insert_Page_i.3pg
Clinical Considerations: o camdiat: furetion, and of eorcomitant dlisease of other
) cinag thar

for
casaran saction 15 assocatad with an inorase in matarral
rausen and vomting A sustained decrmse In Uterine
bleod flow sl to maternal hypotension MY resut in fefa|
bradycandiaand acidosis.

Data.
Humanfote
Published ramdomized cortrolied rbls ovar several
decades, which compared the use of phenylephrine
Infection to other smiEr agants In pragriant women during
carrean wstion, hava mt Kentfied adversa matemal or
infart cutcorn: ommandd doss, phanylaphring
doas not appar to affect Rl heart mte or fatal haart
wariabilty 16 & significant degres

tha safaty
exposurachiring the pericd of organogenesis, ard therefore,
it is not possibie to draw any conclusions on the risk of
birth defects following exposure to phenylephrine injection
during pregnancy. In addhion, there are no datz on the risk
of miszarmage following fefal exposure to phanylephring
infaetion

Anienal Dot
No ciar matformations or fetal toxicity were reported
when rormotensiva pragrant mbbits were treated with
pherylephring via comtinuous intravansus Infusion over 1
hour (0.5 ma/ke/cay; Approximataly aquivalant 1o 3 HOD
basedl onbody surface arealfrom Gastation Day 716 19, At
this do s, which demon stratesd o matertial texicty, these
was aviddnca of darclapmantal dedy (llarad o ssifiation
of stermabral,

In'a mon-GLP dosa mnge-finding study in normotansiva
pregrant rabbits, fefa | lethnlity and cranh, paw, and linb
matformations were noted following treatment with 1.2
me/Mefday of phenylephrine via comtinuous intravencus
infusion over 1 hour (2 3-times tha HED). This dosa was
claarty matamally toxic fircras sed mortality and significart
body waight 1os3). An ircreasa in the inciderce of limb
mattormation (hyperextension of the forepaw) colrcident
with high fefal mortality was noted! in a single litter at 0.6
me/gsay (1. 2-1imas the HOD) in tha absanca of matemal
toxeity

Nes ratformations oF embryo-fela taxiclly wene reported
when normolensive pregrart rats were treated with un to
3 mg/kgpimy phenylephrine via cortinuous infmvencus
infusion over 1 hour (2.-times the HDD) from Gestation
Day 6 to 17. This dosa was associatad with 30ma matermal

8.6 Hopatio Impaimant
In patiants wah uer cirhosis [Chle Pugh Cass A (n=3),
Cass & (n=5) aret C in=1)), dose-response data
indicate cecrmsxl rRsponsheness to  phanyiephiing.
Corsicar using Argar dosas tran Al in hepatic impairst
abjets

&7 Renal Impairmant
in patiarts with ari sage ranal disnse [ESRD) undengoing
hamodtysis, dosrrasponse indicates  incransed
responshenass to pheryleshrine. Consider wsing lower
dosas of phanylaphrin hydrchiorida in ESRD patiars

10, OVERDOSAGE

Owrdosa of Phanyiaphring Hydrochiorida  Injaction
can cause a mpid rise in blood pressire. Symptoms of
overdos include headache, vamiting, hyperension, reflex
bradycardia, and cardiac arthythmes includirg ventricular
axtrasystoles and ventricular tachycardia, and may caus
a sensation of fulnass in the hesd ard tingling of the
axtramitias.

Considar usingan a-adrenargic antagonist

11. DESCRIPTION.
Phenylephrine Hydoehionide In 0.78% Sodium Chioride
Injestion, 10 mg/250 mL 1o 50 mg/250 mL. an agonist
alpta-1  adrenergic receptor, corfains the active
pharmacadical ingradient pheryleohring in the form
of ydrochloride sl Pherylephrine (s & aynthetic
sympathomimetic agant In sterlle form for parenteral
injection. Phenylephrine hydrochlorie chemical name is
- mrHydrocy-o- lmethyaminod methyl] berzyl akohol
hydrochiorideand has the following strustural formuts

\_V

i3 vary oty
solile in athancl, and insolubla in chioroform and athyl
ather, Phanylephrine fydrechionde Is sensitive to lght.
Phenylephrine Hydrochloride Injection, USP is & ciear and
colorlass starieaqueous solution, @ssantally frea of visbla
forsign matter It is a reacy-to-usa solution irtared for
intravenous admiristration.

For 10mg/ 250mL: Each mL confains: 0.04 mg [0 mog)
of Phanylephring Hydrchorde and 7.6 mg of Sodiim

tocity idecransect
Decressed pup weights were reporied in 2 pre- amd
study.

for Injastion.
5 20mg/ B0mL: Esch mL ok 0.08mg 180 rrog)

postratal
wara via

7.5 mg of Sodum

Scrieh R i i | mm(os s
mefigftay; 0.2, 1, or 29 tmas tha HOD) from Gestation
Doy & thegh Lactation Dy 211, No. aaverea ]
growth arel development (leaming and memory, sexal
davelopmert, and fartiity) wera noted in the offspring
of pragmnt rate at any dow tasted, Matarmal toxkcitias
(mortality i in gestation and durng Bctation paricel,
dacransan food consLmptisn and bedy weight) oecirrad at

e 3 b of e Goh s leiin 15 29
Imasthant, respactively

8.2 Lactation
Risk Summary
Thara ara no data on tha prassnca of Phanylephrina

mitk, tha affects on tha braastfad infant, o tha affacts o
mili procuction. The devalepmental ard hasith banatis of
brea stfasdig shoukd bacon sdersd 3long with the mother's
clingal raed for phemylephing mydmehionoa injéetion
and any potantial adwarsa affacts on tha breastiad infant
from phanylaphring hyrochioride inction or from tha
urndestying raterml eoneition

8.4 Padiatric Use
Sataty and ffectivenass in padatnc patients fave ot baan
astablishad.

8.5 Gariatric Use
ical studias of pharylaphring did not inclixe sufficient

they respored ciiferertty from younger subjects
reported clirical experience has not identified differences
in rsporsas betwaan the elderty and younger patients. in
ganaral, Gosa saction for an aidary patiant should ba
cautious, usaly startingat e low and of the dosing rarga,
rafionting the graater fraquansy of dacraser hapatic, reral,

G ¥

For 40mgy 250mL: Each mL contains: 0.16 mg (180 meg)
of Phenylephrine Hydrochloride and 7.5 mg of Sodium
Chlorida in Watar for Injaction

For 50mg/ 250mL: Esch mL contains: 0.20 mg (200 mcg)
of Pranylaphrine Hydrochiorida and 7.5 mg of Sodium
Chlerida in Watar for Injaction,

Hyddrochione ack is added as nasied to adjust pH pH
rangais 3.0t 65 par USP monograph.

12 GLINIGAL PHARMACOLOGY;

12.1 Mechanism of Action
Pherylephnine fydrochloride |5 an o-1 adrenergic
receptor agenist.

12.2Pharmacadyramics
[enamina i e acianwly. Maabuituime
inactive at both the a-1 ard o-2 adrenergic receo
Following parerteral administration of prermephme
hydrechioride, increanses in systolic blood prassure,
dilnstolic blocd prassurm, meen artarial blocd prassure,
an total paripheral vascular resista e are observer
The onset of blood prassure Increase following an
Intravenous  bolus  phamylaphrne  hydroe hioride
aaministration i rapid anc tha affact ey persist for
p o 20 minutas. A% maAN ariaral prassura InoreR s

rasuting If e bracycardia, Most vasmular bisds ars
constrictad, inplueding raml, splarhric, and hapatic

12.3Pharmacokinetics
Following an Intrawarmus infusion of

7

13,

14,

16

Chest pain, extravasation

Nervous system olisorders: Hea
paresthesia, tremor

nervousness,

upchiotic disorders: Exciiabily

Respiratory: Pulmenary edema, rales

Skins ool subcutaneous tissve disorders: Diaphoresis,
pallor, piloerection, skin blanching, skin
extravasation

Vaseular disorders: Hypertensive crisis

Drug Interactions
3

i efiect of phenylephrine
1 in patients receiving
ine oxidase inhibitors (MAQI), such as

hydrochloride is

nephiine transport inhibitors, such as
atomexetine
+ Ergot alkaloids, such as meth

gonowine mateate

+ Centrally-acting SympathoIyic agents, such as
guanfacine or
+ Rirepine sulfate

7.2 Antagonists

amicdamne

phenylephrine,

USE IN SPECIFIC POPULATION:

Pregnancy

Rlsk Summary

Diata from randomized controlled trials and meta-analyses

with phenylephrine hydrochloride injection se in pregnant
cacsarean have nol established a

sk of macr birth defects and miscarrk
> not identiied an adver
o fent Ao scores

There are 1o data on the use of phenylephrine during
the firt i Fhadetet T G production and
dev u\vpm Nt studies In nommotensive animals, evids

of fetal malformations was noted when phenylephrine
administerad during organogeness ia 3 1-hour infls

1.2 times & human daily dose HDDH of 10 mef60 ke/day
pup weights were noted in offspring of pregnant
he HOID.

4 sk chlco e i clfaciy o
the Indicated population

background risk of
erse cutcomes. In the U

pregnan:
or other ad
the estimated background risk

ajor birth defects
miscarslage in clinically recognized pregnancies is %-4% an

15-00%, respectively.
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compartmants. The average ol serum clarance
Q075 mL/ind was closa to oma-third of tha canlac
output

A s balance study showed that phenyleshring is
atansivaly matabolizad by the lisar with oty 12% of
thadio s arcrated wrhangs inthe urine. Deamination
by monoamino oxidase s the primary metabolic
patiway msulling In the formation of the major
metaboiite (n-hyedroxymandelic acid) which accounts
for 57% of ther total admiristered dose.

NON -CLINICAL TOXICOLOGY
131 Garanogenesis, Mutagenesis, | pairment of Fertitity
Coninogenasis

potential of orally administerad phenylaphrin
tydrochioride In F344/N rats and BACSF1 mic
warm conplatad by ha Natore! Toccology Progam
wsing tha distary rouda of administration. Th

o wikiaga ot sabommiitt by P adhilierd
approximately 270 ma/ighlay (131-4mes the human
daity 405 (KD of 10 mg/tay ba sed on body surfaca
area) or rats adminisiered approsimately 50 mg/ke/
day WE-timas the HDD based on body surface ara
comparisoin).

e
o

enesis:
Phenylephrine iydrochloride fested nagative in the in
vitro bacterial reveras mutation assay (5 typhimurium
strins Th98, TA100, TA1S ard TA1S37, tha in
vitro chromosomal abermtions assay, the in viro
sister chromatid exchange assay, and the in vivo rat
micronucleus assay. Posthe results were reported
in orly one of two replicates of the in wirs mouse
ymphorms assay.

Impeimant of Fertiity,
No advarsa affects on fartility or eary ambryonic
devalopment  wera phemylephring

Ijdrschiorice was sdmiristersd 3t doses of 50 meg,
100 meg, or 200 meg/kghiay (g to 0.2 timas HOO
of 10 sl on body surface arsl via
single caily bolws infection for 28 days prior o mating
to male ats or for 14 days prior to mating through
Gestation Day 7 1 famake rats

CLINICAL STUDIES

Incrmses in systolic ard mean blocd prassure foliowing
aiminisiration of pharylaphnine were obsrved in 42
Wamtura-bassd sudias in the pariopamtiva satting,
inc uding 2% stuclias whare phanylaphring was used in low
risk (ASA 1 81w 2) pregrin il women UrRIE0Ing Peuraxial
anesthesia during cesrsan delery, 3 studies in non-
shtetric sLrgery Undler neurakial ane sthesa, and 13 studies
in patiants undergoing surgery Undar ganarol arsthasia
Dot cama from fla refarance D # 6500690,

HOW SUPPLIED/ STORAGE AND HANDLING

hanylap e 0.78% Sodium Chioride
Injaction is a claar, solorlass solution suppliad in raady-
to-usa singla dosa 250 mi infusion bagas follows

Uriit of Sale. Strength
NDC23156-107-25 | 0.04mefml
NDC23186-108-25 | 0.08me/ml
NDC83186-109-%5 | 0.1éme/mL
NDC83155-110-35 | 0. 20mg/ml

Storaat 20°C to 26°C (£3°F k6. 77°F), aveursions parmitiact
10 18710 30°C B9°F to 86 °F} [Saa USP Controliad Room
Temparaturel,

Discardamy umsed portion.
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MANUFACTURED & DISTRIBUTED BY.
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275 Gentury Bl Bartow, FL 33830
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5 mirutes. The steady-stata voluma of distribution
(340 1) arceacad tha body woluma by a factor of
&, suggesting a high distribution Into cartain organ

Insert Page 2.3pg

Fora copy of the Safety Data Shast (SDS) or
to report sdverse reactions call 8632922211
@2026 Assura Infusions
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phenylephrine hydrochloride injection



Product Information

Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:83155-108
Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name Basis of Strength Strength
PHENYLEPHRINE HYDROCHLORIDE, (+/-)- (UNIl: O2VT86KV7E) PHENYLEPHRINE 20 mg
(PHENYLEPHRINE HYDROCHLORIDE, (+/-)- - UNII:02VT86KV7E) HYDROCHLORIDE, (+/-)- in 250 mL
Inactive Ingredients
Ingredient Name Strength
SODIUM CHLORIDE NA-22 (UNII: VMP9781061) 1875 mg in 250 mL
TRISODIUM CITRATE DIHYDRATE (UNIl: B22547B95K) 1000 mg in 250 mL
CITRIC ACID MONOHYDRATE (UNIl: 2968PHW8QP) 250 mg in 250 mL
Packaging
# Item Code Package Description Marketing Start  Marketing End
Date Date
NDC:83155- 250 mL in 1 CONTAINER; Type 0: Not a
1 108-25 Combination Product CElipAtlpAtz2d
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 03/20/2026
Labeler - assure Infusions, Inc. (053016941)
Registrant = Assure Infusions, Inc. (053016941)
Establishment
Name Address ID/FEI Business Operations
Assure Infusions, Inc. 053016941 manufacture(83155-108)

Revised: 3/2026 Assure Infusions, Inc.
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