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L-Methylfolate Caldum 7.5 mg
Tablets

Ry

Prestription Dietary Supplement

Product code 44183-075-31 (30ct bottle / 30 tablets)
Product codef 44183-075-90 {90t bottle / 90 tablets)

DESCRIPTION: L-Methyifolate Calaum 75mgisan orally admlnlstered iptlo dietary suppl ifically fo d for the dietary management of
patients with unigue ittritionat needs requiring Increased folate levels. L Memylmlate Calcium 7.5 mg should bead d under the supervision of 3
licensed medical practitioner, p

Ead1 coated, round blue tablet conlalnsth

gdeiyigredent |

Supplement Facts Supplement Facts
Serving Slze 1 Tablet | Servings Pert Contalnerao ServingSlze 1 Tablet | Servlngs Per Container %0
Amount Per
L-Me&hyl(ala(e Cal:lum oré(S)-S»MI’HF-Ca 7.5mg -

* Contalns less thin l%d-med\ylfnlale ¥ 2

"uuu, stablist d for I

dof directed by
oy

Otherlngrednents.szAud D(caldum?hospha:e,ru&c ue#ZLake,Hypmme[lose,MagneslumStearate,Mla Y ! Cellutose, Pol ', C!,“.!,
Polyvinyl Alcohal, Silicfied M:auaystalllne(ellulose, Tale, Titanium Dioxldeand ‘xiPotasslum Gitrate. - .

|- FOLATE REGULATION: The term Hfolate” are B vitamins that include falicadd and any forms of active pteroylglutamates regardlessof’rhe redumon state afthe
molecule Folates, of vitamin By, are primarily hydrolyzed in the Intesﬂnal]e]unnm and the liver to the active circulating form of folate, I- methylfalate, withan
lntennedlatestableform,s10—me§byle hydrofolate; .

The 1971 1972, 1973 1980 198-4, 2000,and2010 Federal Kegmer ces addressed this concern while establishing that Increased folate was proper therapy in
megaloblasnc e_memias spedifically where hommocysteine levels werg elevated or [lsk of neural tube defects (NTBs) was atissue, The Federal Register Notice of

Dnumly

P S plementamounsareavanableonlywlthapresalpﬁon } PR
+kisnot known whether ornot --methylf bove 0.1 mg doses, so cautl with this form offolate,
Folicatid- in:ludmg redueed forms, maybeadded to medim! foudsas deﬂned insdction 5{b)(3) of the Orphan Drug Act (21 USC 360ee(b)(3)), or to food (21 CFR

172.345)

tin doses abiut 0.1 mg daily, may obscure the detection of vitamin B2 defictency
fically, the admlmstratlon of foli¢acid may reverse the hematologlml mamf?stanons of Brzdefidency, induding pernicious anema, while not add

(-

A ma]ur depressive eplsode may be the initial presentation of bipolar.disorder. it s s generally befleved, {although not established in controlled trials) that -
treating such an episode with an antidepressant alone may increase the llkehhooq of a precipitation.of a mixed/manic episode in patients atrisk for bipolar.
disorder. hylfofate Calcium 7.5 mgis natan antidepressant;| however, folatehas been shown to enhance antidepressant effects of known antldepressanls

mmended in patients with a history,of bipolar liness. Patients withy symptoms should b ly sreened to ineif they are
rd rderslncemoodelevanonInthlspopulat

PATIENT INFORMATION: L-Methylfolate Caldum 7.5 mg s 2 prescnpnon dletary ‘supplement to ba used only under licensed medical supervision.
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DRUG INTERACTIONS: Drugs wh:ch may. interact with folate Inglude: .
. Anﬂepllepmdmgs (AED): TheAED  dass including, but nof mned fo, phenytmn, carbamazepine, primidone, valpmlcadd,fosphenytaln,valpmate,

phenobarbital and famotrigi lheen shown o, Imnalrfolate absorption and increase the metabolism of dreulating folate. .-
- Adgitionally; conaumentuse offolicjdd has been assodiated with enhanced phenytol bolt Iawenng the leve] of wpe AEDinthe hlood and allowing

- breakthrough seizures to occur. Caution should be used when prescribing this product among patients who iving treatment with phenytoin and other
anticonvulsants. :
. Capedta ine: Follnkadd (Honnylmrahydmfolate) maylnaeaseme m)ddtynf(apedtablne

Reduces folicacid absorp folate levels

ol: Reditces follc add absnrp&lonand reditésseniri foldte fevels,

. Cydos ne edutesfollcaddabsorpﬂon 35d reduces serum folaté eves. o yn ’

»- Dihiydrofolate Reductase Inkibitors (DHFRI: DHFRIsblod(thz<onvers|onoffnllcaddtoiuacﬂvefonm,and Iowerplasma nd red blood celt folate fevels.
.. DHERIs indude aminopterin, meﬂmfraate, pyrimeth

. Fluoxenne Fluoxeﬂneexensanon&mpemwem lbmon f 5-p1e¢:yl(etrahydmfolateacﬁvetranspon Inthelmesune

« Isotretinoin: Reduced folate levels hive occurred n some patients takiag isotretinoin,

. L-dapa,uiamt 3 coldllune,an tnmethopnmmaydecreaseplasmafolalelevels ) o

+ Nonstéroidal ArtE inflammatory Drilgs (NSAIDs}: NSAIDshavebeanshnwntornhlbltsomefolatedependemenzymesln Ia-;ora'toryéxb'évlmeﬁu:

« NSAIDs indlude Ibuprofen, naproxen, indomethacin and suflndac, .

« "Oral Contraceptives: Serumi folate leals may be depresséd by ofdl contraceptive therapy. -

+ Methylprednisolone: Reduced serum folate levels have been noted after treatment with methylprednisolone:

» Pancreatic Enzymes: Reduced fola ls have occurredin 5 patients taking pancreatic extracts, sudh as p

» Pentamidine: Redu(edfolate Jevels pave beenseen with prolenged intravenous pentamxdma

Pyrlmethamme !ghlevelsoﬂollc id v------levelsun i

S
e

i andmetabollsmoffolkadd .

htypeldlabetesdeaeasasemmfolate

+ Warfarn canproduce impaitmentin folate ftera6-month therapy. .. BT

! ! feiu 7.5mglsmtlmend:dforuseasaprenawVpnsmacalmulnvlumlnforlammiganiu
ed fonn Talkwlth your medical practitioner before uslng If; pregnant orlactating.

, ! NISTRATIOII. 111;usua| adutt dosels. 75 to15 mg dally vmh oF wrthuut fuod or asdrected bya h;enseq medkal pracmmner
iytfolate C Caldum 7.5 mg tablets are coated, |ound bluetablm debossed on one slde with "MP 7.5 ('75" underneath “MP*), and are

SIORAGE. Store at (ontrollgd 0om tempemure 15°30°C (59°-BG°F) [See! USP] Frolect fmm llghl and mmstu(e. Dlspense ln 2 ught, Ilght-feslstam container,

KEB’TRISOUI'OFREA(HOFCHIL [
- ittt staties s applicab -Thlgi:_’n‘d{' %nqeﬁo@k'@mducﬁ o

Gll your medlﬁlpracﬂtim almjn
5-31/(30¢tBote 30 tabl
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L-Methyifolate Calcium 15mg
Tabiéts o
Rx

Prescription Dietary Supplement
S0ct Bottle

DESCRIPTION: {-Methylfolats c}ilv;lum 15 mg is an orally administered préscrlption dietary supplement specifically formulated for the
dietary management of patients with unlque nutritional needs requiring ingreased folate levels.
L-Methylfolate Calcium 15 mg should be administered under the Supervi fon of a licensed medical practitionar.

Each coated, oval, orange tablet cémains the followlng dietary. lngredlent:- A

Supplement Facts

Serving Size 1 Tablet .

Servings Per Contalner 90

R N v AmountPer %Da¥y
I | Serving v?&ly
LiMethyifolate Calcium®, or 6(5) EMTFCa 15 mg ™

= Cantains I than 1% d-mebhgitoiats | v B Do e Fe
* Daily values ngt 4l for. patients with uniqua nutritional who are In nged of supplementation as directed by a licansed medical practitioner.

Gther Ingredionts: Ciivic Acid; Dicalcium Phosphate, FO&C Yellow:#5 Lake™, FDRC Yeliow #5iake"™; FD&C Red #40 Lake, Hypromellose,
Magnesiurm Stearate, Mlcl%cwslaljine Cellutose, Rofyethylene Glycol, Polyviny! Aloohol, Silicified Microcrystalline Cellulos, Tale, Titartium
Dioxide, and TriPotassium : ) T : ’

B “

form “folate!
 Folates,
}-methylotate, wi

) ) of the Orphan Drug Act (21 USC

of patients jn need of dietary

hls Is With @ known hypersensttivity to any of the ingrediants,

IGS: Cauticn Is recommended in patients with a Ristory of bipolar iliness.

PFRECAUTIONS: Gansral: Folats;when administered:as asingle agent iy doses-about 0:1:my daily, méy obscure the detection of vitamin Bz

deficiency (spacifically; the:ed matological manifestations of By deficiency, including pemicious
: e not.add

wih

ugh not established in controlled

precipitation of @ mixed/manic episode in
D) jever, folate has been shown to enhance

patients with a history of bipolar iliness.

ine If they are at risk for bipoiar disorder since mood elsvation

ailerglc typs tedciis fncluding bronchial asthma) in certain

)
Hlow #5 Lake {tartrazine) sensitivity in the general popula_t!qn Islow, itis
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DRUG IHrEnAchONS. Drugs which may interact with folate include; :

uding, but not imited to, phenyloin, carbamazepine, primi vélproic acid, fosphenytain,

otr!gine Hiave'been shown to lmpal’r Tolaté- absorphon’and ricréase the membéﬂsm of clictlating folate.

flica been assoclated with enhanced phenytoin metabolism, lowering the leva! of the AED In the
v uﬂon hould be used whan prescriblng this pmducl amang patients who are

ca -your-medical practition mulslde effacts. You may mmn slda eﬂacts by célllng m—sm
Pmductcoaaf 44183-150-9 :

0! rsprmnt this product cods to be Naﬂanal Dmg Code (NIJC) numher Inslead Macoven has assrgnad a

tandard: mdus!ry- raotlce lo meet the formatting requirements of phannacy and health insurance

Manufactured for:

Macoven Pharmiaceuticals

- ‘Magnolla, TX 77354
-MADE [N:GANADA

PHARMACEUTICALS




