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L-Methylfolate Calcium
7.5 mg Tablets
Rx
NDCT 76439-206-30
(30 ct. bottle / 30 tablets)
NDCT 76439-206-90
(90 ct. bottie / 90 tablets)

NDCT 76439-206-30 (30 . hottle / 30 tablets)
NDC 76439-206-90 (30 ct. bottle / 90 tablets)
L-Methylfolate Calcium 7.5 mg
Tablets

Ry
Prescription Dietary Supplement

DESCRIPTION: L-Methylfolate Calcium 7.5 mg Is an orall
administered prescription dietary supplement dﬁ% mulated

he di ment of patients with mﬁen nal needs
requiring increased folate levels.
L- iflate Calcium 7.5 mg shouid be administered under the
supervision of a licensed medical pracitioner.

Each coated, round, blue tablet contains the follawing dietary
ingredient:
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metabolism of circulating folate.

« Additionally, concurrent use of folic acid has been associated
with enhanced phenytoin metabofism, lowering the level of the
AED in the blood and allowing breakthrough selzures to occur.
Caution should be used when prescribing this product amang
patients who are receiving treatment with phenytoin and other

anticonvulsants.

e: Folinlc acid (5-formyttetrahydrofolate) may
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« Colestipol: Reduces folic acid absorption and reduces serum
folate levels.

. ine: Reduces folic acid absorption and reduces serum
folate levels.

« Dihydrofolate Reductzse Inhibitors (DHFRI): DHFRIS block the
conversion of folic acid to its active forms, and 1uwerrr135rna and
red blood cell folate levels. DHFRis include amin n,
methafrexate, pyrimethami and trimethoprim.

« Fluoxetine: Fluoxetine exerts a noncompetitive inhibition of the
?-meﬂ}yi{euwm'ufoiate active transport in the intestine.
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medical praciitioner.

Other ing Croscarmellose sodium, dicalcl hat

Reduced folate levels have occured in some
Eaﬁm!s taking isotretinoin,
+L-dopa, ici prim may d
asma folate levels,
. idal Anti-inflammatory Drugs (NSAIDs): NSAIDs have
been shown to inhibit some folate dependent enzymes in
|aboratory experiments. NSAIDs include ibuprofen, naproxen,

and

m, AT
magnesium stearate, microcrystafiine celluiose, silicon digxide,
stearic acid, and film coat (FDRC Blue #2, polyethylene glycal,
polyvinyl alcohiol, talc, and titanium dioxide).

FOLATE REGULATION: The term “folate” are B vitamins that include
folic acid and any forms of active pteroylglutamates regardless of the
reduction state of the molecule. Folates, or vitamin B, are primarily
hydrolyzed in the intestinal jejunum and the liver to the active
circulating form of folate, | yifokate, with an diat
form, 5,10-methylenetetrahydrofolate.

Individuals with genetic polymorphisms for the genes coding
i drofolate reducta HFR) may not be capable of
uﬁlizﬁeor metabolizing folic acid adequately for the vitamin By2
ey nt matiylation cycle.
Folic acid, including reduced forms# such as folinic acid, may obscure

permicious anemia above 0.1 mg doses, and must be administered
Lnder the supervision of & licensed medical practitioner.

The 1971, 1972, 1973, 1880, 1984, 2000, and 2010 Faderal
ister Notices addressed this concern while establishing p'la'(

Indomethacin and sulindac.
= Oral G ntives: Serum folate levels may be depressed by
oral contraceptive therapy.

« Methylprednisolone: Reduced serum folate levels have been
nioted after treatment with methyiprednisoione.

« Pancreatic Enzymes: Reduced folate levels have occurred in
sumsr&mlems taking pancreatic extracts, such as pancreafin and
panc ,

. dine: Reduced folate levels have been seen with
mlongld infravenous pentamiding.

« Pyrimétharmine: Hiah levels of folic acid may result in decreased
sarum levels of pyrimethamine.

« Smoking and Aloohol: Reduced serum folate levels have been

noted.
« Suifasalazing: Inhibits the absorption and metabolism of folic acid.
« Metformin treatment in patients with type 2 diabetes decreases

serum folate,

« Warfarin can produce significant impairment in folate status after
a B-month therapy. .

« Folinic 2cid may enhance the toxicity of fluorouracil.

« Concurrent administration of chioramphenicol and folinic acid in
folate-deficient patlents may meh in antagonism of the
i ok o

increased folate was proper therapy in megaloblastic
specifically where homocysteine levels were elevated or risk of
neural tube defects [hri%csiavas at issue. The Federal Register Notice
of August 2, 1973 (38 FR 20750) specifically states that:

Dietary supplement preparations are avaiiable without a
prescription (21 CFR 121.1134). Levels ‘Tigher than dietary
supplement amounts are available only with a prescription.

tit is riot known whether or not [-methyifolate can obscure
pernicious anemia above 0.1 my doses, so caution is advised also
witf this form of folafe.

Fofic acid - inciuding reduced forms, may be added to medical foods
as defined In section 5(&3(3] of the Orghan Drug Act {21 USC
360ee(b)(3), or to food (21 CFR 172.345).

INDICATIONS AND USAGE: L-Methylfolate Calcium 7.5 mg ls
indicatad for the distinct nutritional requirements of patients In need
of dietary supplementation as determined by a licansed medical

practitioner.
L-Methytfolate Calcium 7.5 mg should be administered under the
supenvision of a licensed medical practitioner.

CONTRAINDICATIONS: This product is contraindicated in patients
with a known hypersensitivity fo any of the ingrediants.

WARNINGS: Caution is recommended in patients with a history of
bipolar iliness.

PRECAUTIONS: General: Folate, when administered as a single
agn_r‘;in doses about 0.1 mg dally, may obscure the detection
vitamin Byp deficiency (specifically, the administration of folic acid
may raverse the hematological manifestations of Bya deficiency,
including pernicious anemia, while not addressing the neurciogical

ma 5).
Folate therapy alone is inadequate for reatment of & vitamin Bq2
deficiency.
A major depressive de may be the initial presentation of bipolar
digorder. It tﬁa%m beliaved, (aithough not established in
controlled trials) that treating such an episode with an
antidepressant alone may increase the ikelinood of a precipitation of
‘2 mixed/manic episode In patients at risk for bipolar disorder.
L-Methylfolate Calcium 7.5 mg 18 not an antidepressant; however,
folate hias bean shown to enhance anfidepressant effects of known
epressants, Caution is recommended in patients with a history
of bipolar fllness.
Patients with depressive symptoms shouid be adequately soreened
to determing it they are at risk for bipolar disorder since mood
elevation in this population is possible.

PATIENT INFORMATION: L-Methylfolate Calcium 7.5 mg Isa
prescription dietary supplement to be used only under licensed
medical supervision.

DRUG INTERACTIONS: Drugs which may interact with folate include:

« Antiepiieptic drugs mErLJLﬁ The AED class including, but not imited
10, phenytoin, carbamazeping, primidone, valproic acid,
fosphenytoin, valproate, phenabarbital and lamotrigine have
been shown to impalr folate absorption and increase the

[ p ate.

« Caution should be exercised with the concomitant use of falinic
acid and irimethoprim-sulfamethaxazole for the acute treatment
of Peumocystis carinii preumonia in patients with HV infection
asltis iated with | d rates of feihure and

mortality in & placebo controfied study.

PREGMANCY and NURSING MOTHERS: L-Methyifolate Calcium
7.5 mg is nat intended for use as a p Wpostnatal muti;
for lactating and non-lactating mothers. This product contains a

8 vitamiin In reduced form. Talk with your medical practitioner before
using if pregnant or lactating.

ADVERSE REACTIONS: Allergic sensitization has been reported
fallowing both oral and parental administration of folic acid, and may
possibly ocour with other forms of folate.

DOSAGE AND ADMINISTRATION: The usual adult dose i 7.5 to
15 mg dally with or without food or 2 directed by @ licensed medical
practitioner.

HOW SUPPLIED: L-Methyifolate Calclum 7.5 mg tablets are coated,
round, blue tablets debossed “BP" on top and "500" on bottom, and
are supplied in bottles of 30 tablets and 90 tablets.

NDCH 76439-206-30 (30 ct, bottle /

c bt/ 0 tair)

NDCt 76439-206-90

 These products are distary that — due to increased
folate levels (8/2/73 38 FR 20, ), require an Ax on the label
because of i d risk iated with masking of Byz deficiency.

As such, this product requires licensed medical , an R
status, and & National Drug Code (NDC) as required by pedigree

STORABE: Store at controlled room temperature 15°-30°C
{59°-B6°F). [See USP]. Protect from lig ‘and moisture. Dispense in
a tight, light-resistant container.

KEEP THIS OUT OF REACH OF CHILDREN.
Al prescri jons using this product shall be pursuant to state statutes
as applicable. This is not an mw product.
Call your medical practitioner sgide effects.
You may report side effects by calling §13-283-1344.
I.m—Meﬂ'lwmhe Caicium 7.5 mg Tablets
Prescription Dietary Supplement
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