VITA-JEC K1- phytonadione solution
Aspen Veterinary Resources

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.

Vita-Jec® K;

(Phytonadione) Aqueous Colloidal Solution

10 mg per mL

Vitamin K; Injection

CAUTION: Federal law restricts this drug to use by or on the order of a lincensed veterinarian
NOT FOR USE IN HUMANS

KEEP OUT OF REACH OF CHILDREN

Net Contents: 100 mL

Multiple Dose Vial

For complete warnings and additional information see enclosed insert.

DESCRIPTION: Phytonadione is a vitamin, which is a clear, yellow to amber, viscous, odorless or
nearly odorless liquid. It is insoluble in water, soluble in chloroform and slightly soluble in ethanol. It
has a molecular weight of 450.70.

Phytonadione is 2-methyl-3-phytyl-1, 4-naphthoquinone. Its empirical formula is C31H4605.

Vita-Jec® Kj is a yellow, sterile, aqueous colloidal solution of vitamin Ky, with a pH of 5.0 to 7.0,
available for injection by the intravenous, intramuscular and subcutaneous routes.

EACH mL CONTAINS: Phytonadione 10 mg; Polyoxyethylated fatty acid derivative 65 mg; Dextrose
monohydrate 37.5 mg; Butylated hydroxyanisole 1 mg; Butylated hydroxytoluene 1 mg; Citric acid 8.4
mg; Sodium phosphate 17.2 mg; with Benzyl Alcohol 0.9% w/v added as a preservative.

CLINICAL PHARMACOLOGY:

Vita-Jec® K; aqueous colloidal solution of vitamin K; for parenteral injection, possesses the same type
and degree of activity as does naturally-occurring vitamin K, which is necessary for the production via
the liver of active prothrombin (factor II), proconvertin (factor VII), plasma thromboplastin component
(factor IX), and Stuart factor (factor X). The prothrombin test is sensitive to the levels of three of these
four factors-II, VII, and X.

Vitamin K is an essential cofactor for a microsomal enzyme that catalyzes the post-translational
carboxylation of multiple, specific, peptide-bound glutamic acid residues in inactive hepatic precursors
of factors II, VII, IX, and X. The resulting gamma-carboxy-glutamic acid residues convert the
precursors into active coagulation factors that are subsequently secreted by liver cells into the blood.

Phytonadione is readily absorbed following intramuscular administration. After absorption,
phytonadione is initially concentrated in the liver, but the concentration declines rapidly. Very little
vitamin K accumulates in tissues. Little is known about the metabolic fate of vitamin K. Almost no free
unmetabolized vitamin K appears in bile or urine.

In normal animals and humans, phytonadione is virtually devoid of pharmacodynamic activity. However,
in animals and humans deficient in vitamin K, the pharmacological action of vitamin K is related to its
normal physiological function, that is, to promote the hepatic biosynthesis of vitamin K dependent
clotting factors.



The action of the aqueous colloidal solution, when administered intravenously, is generally detectable within
an hour or two and hemorrhage is usually controlled within 3 to 6 hours. A normal prothrombin level may
often be obtained in 12 to 14 hours.

INDICATIONS:

Vita-Jec® K; is indicated in coagulation disorders which are due to faulty formation of factors II, VII,
IX and X when caused by vitamin K deficiency or interference with vitamin K activity.

Vita-Jec® K is indicated in cattle, calves, horses, swine, sheep, goats, dogs, and cats to counter
hypoprothrombinemia induced by ingestion of anticoagulant rodenticides. Vita-Jec® K is also
indicated to counter hypoprothrombinemia caused by consumption of bishydroxycoumarin found in a
spoiled and moldy sweet clover.

DOSAGE AND ADMINISTRATION: Cattle, Calves, Horses, Swine, Sheep, and Goats: Acute
hypoprothrombinemia (with hemorrhage) and Non-acute hypoprothrombinemia - 0.5 - 2.5 mg/kg
subcutaneously OR intramuscularly.

Dogs and Cats: Acute hypoprothrombinemia (with hemorrhage) and Non-acute hypoprothrombinemia -
0.25 - 5.0 mg/kg subcutaneously OR intramuscularly. Use higher end of dose for second generation
rodenticides.

Whenever possible, Vita-Jec® K; should be given by the subcutaneous or intramuscular route. When
intravenous administration is considered unavoidable, the drug should be diluted and injected very
slowly, not exceeding 1 mg per minute.

DIRECTIONS FOR DILUTION: Vita-Jec® K; may be diluted with 0.9% Sodium Chloride Injection,
5% Dextrose Injection, or 5% Dextrose and Sodium Chloride Injection. Other Diluents Should Not Be
Used. When dilutions are indicated, administration should be started immediately after mixture with the
diluent, and unused portions of the dilution should be discarded.

Whole blood or component therapy may be indicated if bleeding is excessive. This therapy, however,
does not correct the underlying disorder and Vita-Jec® K; should be given concurrently. In the event of
shock or excessive blood loss, the use of whole blood component therapy is indicated.

CONTRAINDICATIONS:
Hypersensitivity to any component of this medication.
PRECAUTIONS:

Drug Interactions: Temporary resistance to prothrombin-depressing anticoagulants may result,
especially when larger doses of phytonadione are used. If relatively large doses have been employed,
it may be necessary when reinstituting anticoagulant therapy to use somewhat larger doses of the
prothrombin-depressing anticoagulant, or to use one which acts on a different principle, such as heparin
sodium.

Laboratory Tests: Prothrombin time should be checked regularly as clinical conditions indicate.

Parenteral drug products should be inspected visually for particulate matter and discoloration prior to
administration, whenever solution and container permit.

CAUTION: Federal law restricts this drug to use by or on the order of a lincensed veterinarian.
WARNING:

WARNING - INTRAVENOUS USE: Severe reactions, including fatalities, have occurred during and
immediately after the INTRAVENOUS injection of phytonadione, even when precautions have been
taken to dilute the phytonadione and to avoid rapid infusion. Typically these severe reactions have
resembled hypersensitivity or anaphylaxis, including shock and cardiac and/or respiratory arrest.

Some animals have exhibited these severe reactions onreceiving phytonadione for the first time.



Therefore, the INTRAVENOUS route should be restricted to those situations where other routes
are not feasible and the increased risk involved is considered justified.

Animmediate coagulant effect should not be expected after administration of phytonadione. A minimum
of 1 to 2 hours is required for measurable improvement in the prothrombin time. Whole blood or
component therapy may also be necessary if bleeding is severe.

Phytonadione will not counteract the anticoagulant action of heparin.

When vitamin K1 is used to correct excessive anticoagulant-induced hypoprothrombinemia,
anticoagulant therapy still being indicated, the patient is again faced with the clotting hazards existing
prior to starting the anticoagulant therapy. Phytonadione is not a clotting agent, but overzealous therapy
with vitamin K1 may restore conditions which originally permitted thromboembolic phenomena. Dosage
should be kept as low as possible, and prothrombin time should be checked regularly as clinical
conditions indicate.

Repeated large doses of vitamin K are not warranted in liver disease if the response to initial use of the
vitamin is unsatisfactory. Failure to respond to vitamin K may indicate that the condition being treated is
inherently unresponsive to vitamin K.

ADVERSE REACTIONS: Deaths have occured following intravenous injection. (SEE BOX
WARNING). Pain, swelling, and tenderness at the injection site may occur. Intramuscular injection may
result in hematomas. The possibility of allergic sensitivity, including an anaphylactoid reaction, should
be kept in mind.

STORAGE: Protect fromlight at all times. Store in a dark place at controlled room temperature
between 15° and 30° C (59° - 86° F).

ECSAGE AND ADMIMSTRATION: Gatle,
Calwss, Horsos, Seirn, Gtaep, ard Gonta:
A hapooes s T (W SaTaraage]
o Mo -y TypogendwnnbinaTie - D
5 'y swteunsptusty S inttamescubicty
Drgs and Ly Aaién o TR
i Femontagel ans horaae

2 rveeeria - 0255 Omoly
dubiirasuify G ksl b Mg
el o o ot aacred gunander roderhonkid
1 RS W BATOTRAZE. the it o ol
biind o e Py B SR
Prideet frese I3 Stz s sk plsce
0 Eermiked e tafiman
BESEER

Veruboturen by L)
Bimeda TC Areral Foall lao
Gernbteice, B4 Canatu RG24

e hapadc bosymihoss: of wiamis K
dopencont doting factor

Tha aetion of #ho aquenus codaiel
Bokition, wien ASTUNS AT T naLE T
T anacelly chabeecpitha within s v o
Sam dne hamierha e sy sod el

ita-jee* K, 5 nacaled i calls, sl
haorsas, eana, thaen poate, degs, end
cals tn cortry ypoptrmthemia
inguead By ingestion of amicoaguiant
rose

Wia-Ject K, g psy oAt 1o qurke

Doggs and Cats: A potwnnena
Pl hememages and Hon acues
Pyprprromsinia - . 255 himghg
seteatmously OF reamscubiy, Uis
igrvar erd of o for second gerntion
Fotrtotes.

Phrionadions & néddy alsad Rwing
il admitadaian Al
desophon, prvloradian i sty
conceniaied n tha Ine, S e
congeniaiion deoknas api oy e
s K eomimulales in tesuea Ltk is

IEREH i DORTAINS: Prysonediors 10
g Prolyyeiniales iy acd duivin ES
o tewiroen merchytae 21500
Bustylatod brdrooymnisoies 1 my: Butyiated
Ephiiciine 1my; Gl acd 0.4 mg
Saciim phosgaala 172 mg wih Bormd

(it VI, i thooebopiat
compone (kcior 1), ard Shari faier
(tawior X}, The ekt list & St
i ife levals of iz of thees ko lazian —
1, ¥l and . Wamin K s en nssertial
colacior for o microscral eszyme that

DESCRIPTIIN: Finporadions ks § wiann,
whith ks 0 cioa, yobow o amier, visoous,
exberless o naarly osorines boud tls
Fnachabds in wa, solble i chigiom and
ekghhy et i winincl 1 Res @ rrolesclal
g of £SO

Fiytnacions is 2 mah-Spmytyet 4-
naghhogimea s ampirical ks i
G

Wimac® K i yebow, sarde, aqueus
cokatar szhrion ol Viesin K, with & ph
3150 b 70, malabia fof inpaction by
b, NS, bed steuann.
o U

Chewtisss and Sodim Chiodda Injecion.
Ctnew Diiumets Shoukd ot fe Used. Wren
dihibions oo indkcaled, adminiisation
shouid be staried mmodkaioy alier miduin
with 1@ elont, and unused porions of e
diltion should bo dscarod.

Wil bicod of companent heray may
b incicains i bireding i ssassve. This
Ecrnpy, howevor, doos nel sl
undishying disorer and Vis-Jec* K.
sheuid be givar oonouenty in e everk
ol etk o pocessiea biood s, te use
ol whak bicd o GaRpEnL TR
Isindicried,

Aol (1% sy o2 i s
CLURICAL FHARMBCOLOGY: WiaJec® K,
Rqupcs collickl sohsos o wlamin K, ke
pavenieedl o, pessesses o sane
trpe ard cegnos of sy a4 dees.
raturily oomring wiamis K, waich &
nackxsacy kot fhe production via e ther ol
active prdheomisin fleclas ). peocenvertin

CONTRAMDICATIONS:
Hypersensiuity t oy componasl of fis

bl i pRSHTRISER
carbieyalins o i, s
pepbierbound ghatarmis ecid seiidinss b
inachve hepatio precursers o Fecdors 1, VL.
I i ¥, The sesubing pamna-
ailpghaTeE Ak rasithits corar tha
precUTSErs D S i (URLIR Wt

Labhormiory Yasts: Farhroertin fres
shizald b chadusd reguiarky as cineal
oo ineade.

1 ghoud be

aprEssing antnaguanes: Ty et
expaialy when g doses of
FrWtenacions ko s, H relfaly it
omas haws been amplyed, 1 may e
ARCHERANY W e Antoagulart
tharapy 10 use somewhal Lo doses of
prAmmbie-gagrssing aricsaguant o m
45250 whkch 7% £n  difere, princigle,
et 5 heparin sodun.

Imszeciad visualy fof parkeui e
v dacsionbien prix b edminisieton,
R LA AN O PR
CAUTION: Frakatal b el ity P b
Ko iis by v o1 e e of a bcersed
veldrarian,

krvgmn 3 el the magtalssie faln of viarmia
K. Abmast no e unmelshoized viaman K
PP In bie o ume

I el animals, phynsdons B
wiituadly il o phasmacodyramic
arkvity, Heswputr, s ariesdy defigiarcin
wiamin K, e prarmacologicsl achon ol
amin ¥ b5 st o s noimal
shysicigical Fanotion, el i, Io promcte

\WARRENG - INTRAVENOLS LSE:
Spwacs reections, indedng Biliies, Fave
cegunad during e krrveiady she
IMTRAVENCUS iyecton o phytaaadions,

N W pratations have bion
Lakain 12 g i phylenadions sad
o o rapd infzion. Trpically Tess:

within 310 G bowrs. A norm' ooty
hmal o o¥en Se obdmned T 171 W
s,

IHDRCATIONS: ¥ ia-Joc® K. i inchoaied i
EoaguiTten o corders which are due fo
Iaity formation of e 1L, VIL D and X
when causad by vinen K dalisiancy o
Inierarence with Atamin K achiy,

i medions coaguian efect should oy
b gapactad et peiministration of
prwtonadione. & meskTum af f 1 2 e

3

Irypoprtrombiana crisd by
conmampien o bishydaxsoumars lound
i e and moidy sweot chover.
DOSAGE AKD ADMIKISTRATION;
«Came, Cales, Horses, Swine, Sheep,
and Goats: Anrk yzopmthmmbiromia
it hemerhaga) asd Nonacm
typaprrnemTE - 0625 mgkg
subzutoneously OF nramussstary,

Pryaadene  nata choting agert, but
R BBy el s I, mery
regie condbions which brighally

AR
hypersensiity or anaphylas
Including shock and candac andior
reepiratory avest. Some animals kg
eahibvlad thass ssven seacions on
secaning phyteadions for the bt
Hrea. Theraies o INTRAVENCLIS
mire shookd ba restrioms 10 hisd
Aluatin: whisd atfr s anm not
foasitia and tra saricus risk imehad
8 coneaeed jeslifed

the prothomibes Kme. Whaie bioed o
EOTEONE Pidazy may be necestary il
Ire biveding is sevem
Fionadisns wil ol sounlemct the
anfooaguiant action of heparin. Whan
witkerin K i iatend ho comact mrmssve
amiocaguiant ncuced hypoproivctebis-
wamia, aelichag i hesapy s being
Indicaad, tha pationt is agein lazed win
T tirting hin s sxztng pror
startng tha antisaagulint thadapy.

phenamena.
[Dizsage shoud be kept s kow as poxsibis,
end profucerbin ke shoukd be chacked
regubarly 2= chrical concions ingioala
Reezeaiad b disee of wetamin K o not.
warmanted in bvor disnaso F e nspens
o iridal s ol tha vitarsin is urearishc.
forn Faiiun o respand t vismin K may
et tha e csekbon being hosled is
TSNy UTTRSENEAR 12 Wi K

Whanever possibia, VitJos® K should ba
grvan by e ssbeclaneous or nimmescuer
Foute, When inrevennes admirkimion &
considersd uninidable, e deg ok be
diubed and injecied very slowly, not
ageding 1 mg parmnrn
DIRECTIONS FOR DLUTION: Via-Jec* &,
oy e cated with 050 Sochum Chioride
Injoctian, 5% Doxboss Infacion, or 5%

ADVERSE REACTIONS: Duats hre
nooud dolowing Inlivenous injection
V555 RO WARNING), Pén, sweflog and
tendierness al the infection sk mag ecoue
Ineremasaadi ispcton may el in
hemaiames The possinity of shengic
sansiivly, ncuding en anastviacold
reacton, shoud be gt in mind
ETOAAGE: Protect o Epii ol il Fires
Stere i & dark placa of conbolied room
femperaiuna bewean 15°0-300G
15°F-E6F).

Product Type

VITA-JEC K1

phytonadione solution

Product Information

PRESCRIPTION ANIMAL DRUG

Item Code
(Source)

NDC:46066-
915




SUBCUTANEOUS, INTRAMUSCULAR,

Route of Administration INTRAVENOUS

Active Ingredient/Active Moiety

Ingredient Name
PHYTONADIONE (UNII: A034SE7857) (PHYTONADIONE - UNI:A034SE7857)

Packaging
# Item Code
1 NDC:46066-915-01

Package Description
100 mL in 1 VIAL, MULTI-DOSE

Marketing Information

Marketing Category Application Number or Monograph Citation

unapproved drug other

Labeler - Aspen Veterinary Resources (627265361)

Registrant - Bimeda Inc. (060492923)

Establishment
Name Address ID/FEI
Bimeda-MTC 256232216

Revised: 12/2018

Marketing Start Date

Basis of Strength
PHYTONADIONE

Strength
10 mg in 1 mL

Marketing End Date

Marketing Start Date
08/08/2013

Marketing End Date

Business Operations

manufacture

Aspen Veterinary Resources



