PRENATAL PLUS- vitamin a acetate, .beta.-carotene, ascorbic acid,
cholecalciferol, .alpha.-tocopherol acetate, dI-, thiamine mononitrate,
riboflavin, niacinamide, pyridoxine hydrochloride, folic acid, cyanocobalamin,
calcium carbonate, ferrous fumarate, zinc oxide, cupric oxide tablet, film
coated

AvPAK

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.

Prenatal Plus Vitamin and Mineral Tablet

Mukti-Vitamin Prenatal / Postnatal
Dietary Supplement

Rx Only

DESCRIPTION

Prenatal Plus Vitamin and Mineral Tablet is an orally administered prenatal / postnatal
prescription dietary supplement for both lactating and non-lactating mothers and should
be administered under the supervision of a licensed medical practitioner.

INDICATIONS AND USAGE

To provide Vitamin and Mineral supplementation throughout pregnancy and during the
postnatal period for both the lactating and non-lactating mother. It is also useful for
improving nutritional status prior to conception.

WARNINGS

WARNING: Accidental overdose of iron-containing products is a leading
cause of fatal poisoning in children under age 6. Keep this product out of the
reach of children. In case of accidental overdose, call a doctor or Poison
Control Center immediately.

PRECAUTIONS

High levels of folic acid may, especially in older adults, hide signs of Vitamin B-12
deficiency (such as pernicious anemia), a condition that can cause nerve damage.

Call your licensed medical practitioner about side effects.

To report a serious adverse event or obtain product information, contact AVKARE at 1-
855-361-3993; email drugsafety@avkare.com



DOSAGE AND ADMINISTRATION

Before, during and/or after pregnancy, one tablet daily with a meal, or as directed by a
licensed medical practitioner.

HOW SUPPLIED

Prenatal Plus Vitamin and Mineral Tablets are beige colored tablets, debossed with "677"
on one side, dispensed in bottles of 100 tablets (NDC 50268-677-01)

Storage

STORE AT CONTROLLED ROOM TEMPERATURE 152 to 302C (592 to 86°2F).

Protect from light and moisture. Dispense in a tight, light-resistant container
with child-resistant closure.

Manufactured for:
AvKARE

Pulaski, TN 38478
Rev. 11/2021

AV Rev. 11/2021

PRINCIPAL DISPLAY PANEL

DESCHIFTION: Prenatsl Pt Wi in and Minacsl Table! i an ocally i

W Supplement Facts |assmiemsmiinmeiei,
KARE e

Sarving Size: 1 Tabls!
g DISECTIONS: Before, during andior afler pregnancy one libls!

Aensunt 5 Dally Vallus wasly with o meal, o as wirected by o beensed medical practisioneg

For Serving  for pregeand ard
50268-677-01 Laetatiog Wament [| [ WARNENE: Rcciental overdose of Inrrconiaining reducE: 1
T T T | e e
x k VrEamn [ (Ascersic Aod) 120 mg 100 aezidenta] maredose. call @ docter o poisen control center
P"m“d Plus Vitamin | 50 VFamin OF as Gholecaiciena] 10mcg (00N 67% immediatobi
and Mineral Tablet | Fami is-ehe Toceghery Aestate) 88my 5% [T E—————y
Thimmin {sttamin &1 from Thiaming Menenitmie) 134 mg 131% hidie: sigrs o Vitarmin B=13 deficiency [s=ch as pemicioes anemia), a
MultiVitamin Pmn:EfPudnntd MpefiEen (Wiamin B2) img 165% cendlion T1a Can Eausk narve darage.
i hiacin (Nacinamide 200 1% Shorg 4t Coniedied Reom Temperature 15" — 30°GC [58° — 6Pl
D‘"‘r!" S"'FF mignt U:rnnl:r::l::?:ﬂmm ) 1I'I.$ BT Pralect Pmr;buﬂ.mnnﬂlm[!lumuiuli]iﬂ.bq'!l-lﬂiml
Falaha 1700 meg OFE {1 myg Pz Ackd) 263% VTSR ot e T S
TAMPER EVIDENT. DO NOTUSEIF | iy 572 yanocabaamn) Timg 0w o s el s . s i
SAFETY SEAL UNDER CAP 1S Fokeiar fosktiuim Earteomti = T To Fepart 4 serieus atverss event o sitahn preduct irammatian
BROKEN OR MISSING 1 /! L | eormiact Axkare o 1-§55-351-1963; emal dugsa’etyBavkanacam
o (Farmeus Fumarsis) Irmg 100 Praalal Pz Wikasis and Mineral Tablets a7 belga calaad
it (Finc Dt 25 my 182% tablets debassnd with “E77" on one side, gispermad i batlas of
RK Copper (Cupric (uide) img 15d% 100 fablets,
T PEnE ¥ 177, based on & 2.99¢ colere . Wanufachyred for:
(e Ingrichists: Wicrecrpstalion Calldens, Comcarmllon Sodum, Shiirc Aod Magnisum Sewals,  AWEARE
100 Tablets ot D, Gt et Pevwcor, Carseodl, Cirmaio Wk, Pllwbndirs Shcol Pl bl Tk, Pullashd, TH 34478 Rew, 1170021 AV Rew, 1152021
T Dicoidil,

)

PRENATAL PLUS

vitamin a acetate, .beta.-carotene, ascorbic acid, cholecalciferol, .alpha.-tocopherol acetate, dl-,
thiamine mononitrate, riboflavin, niacinamide, pyridoxine hydrochloride, folic acid, cyanocobalamin,
calcium carbonate, ferrous fumarate, zinc oxide, cupric oxide tablet, film coated

Product Information
Product Type HUMAN PRESCRIPTION DRUG Item Code (Source) NDC:50268-677



Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name

.ALPHA.-TOCOPHEROL ACETATE, DL- (UNIl: WR1IWPI7EWS8) (.ALPHA.-
TOCOPHEROL, DL- - UNIl:7QWA1RIO01)

VITAMIN A ACETATE (UNII: 3LE3D9D60Y) (VITAMIN A - UNII:81G40H8BOT)

BETA CAROTENE (UNIl: 01YAEO3M7]) (BETA CAROTENE - UNII:01YAEO3M7))
ASCORBIC ACID (UNIIl: PQ6CK8PDOR) (ASCORBIC ACID - UNII:PQ6CK8PDOR)
CHOLECALCIFEROL (UNIl: 1C6V77QF41) (CHOLECALCIFEROL - UNII:1C6V77QF41)
THIAMINE MONONITRATE (UNII: 8K0I04919X) (THIAMINE ION - UNII:4ABT0)945])
RIBOFLAVIN (UNII: TLM29760FR) (RIBOFLAVIN - UNIl: TLM29760FR)

NIACINAMIDE (UNII: 25X5118RD4) (NIACINAMIDE - UNII:25X5118RD4)

PYRIDOXINE HYDROCHLORIDE (UNII: 68Y4CF58BV) (PYRIDOXINE -
UNII:KV2JZ 1BI6Z)

FOLIC ACID (UNIl: 935E97BOY8) (FOLIC ACID - UNII:935E97BOY8)
CYANOCOBALAMIN (UNII: P6YC3EG204) (CYANOCOBALAMIN - UNI:P6YC3EG204)

CALCIUM CARBONATE (UNIl: HOG9379FGK) (CALCIUM CATION -
UNII:2M83C4R6ZB)

FERROUS FUMARATE (UNII: R5L488RY0Q) (FERROUS CATION - UNI:GW895810WR)
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNII:SOI2LOH54Z)
CUPRIC OXIDE (UNII: V1XJQ704R4) (CUPRIC CATION - UNII:8CBV67279L)

Inactive Ingredients

Ingredient Name
ASCORBYL PALMITATE (UNIl: QN83US2BON)
BUTYLATED HYDROXYTOLUENE (UNII: 1P9D0Z 171K)
CROSCARMELLOSE SODIUM (UNIl: M280OL1HH48)
CALCIUM PHOSPHATE, DIBASIC, DIHYDRATE (UNIl: O7TSZ97GEP)
.ALPHA.-TOCOPHEROL, DL- (UNIl: 7QWA1RIO01)
FD&C RED NO. 40 (UNIl: WZB9127X0A)
FD&C YELLOW NO. 5 (UNII: I753WB2F1M)
FD&C YELLOW NO. 6 (UNIl: H77VEI93A8)
GELATIN (UNII: 2G86QN327L)
HYPROMELLOSES (UNII: 3NXW29V3WO0)
MAGNESIUM STEARATE (UNII: 70097M6130)
MALTODEXTRIN (UNIl: 7CVR7L4A2D)
CELLULOSE, MICROCRYSTALLINE (UNIIl: OP1R32D61U)
POLYETHYLENE GLYCOL, UNSPECIFIED (UNII: 3WQOSDWI1A)
PROPYLENE GLYCOL (UNIIl: 6DC9Q167V3)
SILICON DIOXIDE (UNII: ETJ7Z6XBU4)
SODIUM ASCORBATE (UNIIl: SO33EH8359)
SODIUM BENZOATE (UNII: OJ245FE5EU)
SORBIC ACID (UNII: X045W989B)
STARCH, CORN (UNIIl: 08232NY3S))
STEARIC ACID (UNIl: 4ELV7Z65AP)
SUCROSE (UNIl: C151H8M554)
SUNFLOWER OIL (UNIl: 3W1)G795Y1)

Basis of Strength Strength

.ALPHA.-TOCOPHEROL

DL-

VITAMIN A

BETA CAROTENE
ASCORBIC ACID
CHOLECALCIFEROL
THIAMINE
RIBOFLAVIN
NIACINAMIDE

PYRIDOXINE
HYDROCHLORIDE

FOLIC ACID
CYANOCOBALAMIN

CALCIUM CATION

FERROUS CATION
ZINC OXIDE
CUPRIC CATION

’ 9.9 mg

3080 [iV]
920 [iU]
120 mg
400 [iV]
1.84 mg
3 mg

20 mg

10 mg

1 mg
12 ug

200 mg

27 mg
25 mg
2 mg

Strength



TITANIUM DIOXIDE (UNII: 15FIX9V2)P)
TRIACETIN (UNII: XHX3C3X673)

Product Characteristics

Color gray (Beige) Score no score
Shape OVAL Size 19mm
Flavor Imprint Code 677
Contains
Packaging
# Item Code Package Description SRRy, EE Marketing End
Date Date
1 NDC:50268-677- 100 in 1 BOTTLE; Type 0: Not a Combination 03/16/2022
01 Product
Marketing Information
Marketing Application Number or Monograph Marketing Start Marketing End
Category Citation Date Date
unapproved drug
other 03/16/2022

Labeler - APrAk (832926666)

Revised: 4/2022 AVPAK
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