CITRANATAL 90 DHA- vitamin c, calcium, iron, vitamin d3, vitamin e, thiamin, riboflavin,
niacinamide, vitamin b6, folic acid, iodine, zinc, copper, docusate sodium tablet
Mission Pharmacal Company

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.

CitraNatal® 90 DHA

WARNING: Accidental overdose of iron-containing products is a leading cause of fatal
poisoning in children under 6. KEEP THIS PRODUCT OUT OF THE REACH OF CHILDREN.
In case of accidental overdose, call a doctor or poison control center immediately.

DESCRIPTION

CitraNatal® 90 DHA is a prescription prenatal/postnatal multivitamin/mineral tablet with Ferr-Ease®, a
patented dual-iron delivery comprising both a quick release and slow release iron, and a capsule of an
essential fatty acid. The prenatal vitamin is a scored, white, oval multivitamin/mineral tablet. The tablet
is debossed “CN 90” on one side and “08” bisect “29” on the other. The essential fatty acid DHA
capsule is caramel colored and contains a light yellow to orange semi-solid mixture.

Each prenatal tablet contains:

Vitamin C (Ascorbic acid) 120 mg
Calcium (Calcium citrate) 160 mg
Iron (Carbonyl iron, ferrous gluconate) 90 mg
Vitamin D3 (Cholecalciferol) 400 IU
Vitamin E (dl-alpha tocopheryl acetate) 30 TU
Thiamin (Vitamin B1) 3 mg
Riboflavin (Vitamin B2) 3.4 mg
Niacinamide (Vitamin B3) 20 mg
Vitamin B6 (Pyridoxine HCI) 20 mg
Folic Acid 1 mg
Iodine (Potassiumiodide) 150 mcg
Zinc (Zinc oxide) 25 mg
Copper (Cupric oxide) 2 mg
Docusate Sodium 50 mg

Each DHA gelatin capsule contains:

Docosahexaenoic Acid

(DHA, 40% from 750 mg Algal Oil).......ccceevveecveerieenenns 300 mg

Eicosapentaenoic Acid (EPA).................. Not more than 0.750 mg

Other ingredients in DHA gelatin capsule: High Oleic Sunflower Oil, Sunflower Lecithin, Rosemary
Extract, Tocopherols, Ascorbyl Palmitate.

indications
CitraNatal® 90 DHA is a multivitamin/mineral prescription drug indicated for use in improving the
nutritional status of women prior to conception, throughout pregnancy, and in the postnatal period for



both lactating and nonlactating mothers.

CONTRAINDICATIONS

This product is contraindicated in patients with a known hypersensitivity to any of the ingredients.

WARNING

Ingestion of more than 3 grams of omega-3 fatty acids per day has been shown to have potential
antithrombotic effects, including an increased bleeding time and INR. Administration of omega-3 fatty
acids should be avoided in patients on anticoagulants and in those known to have an inherited or acquired
bleeding diathesis.

WARNING: Folic acid alone is improper therapy in the treatment of pernicious anemia and other
megaloblastic anemias where vitamin B, is deficient.

PRECAUTIONS

Folic acid in doses above 0.1 mg daily may obscure pernicious anemia in that hematologic remission
can occur while neurological manifestations progress.

ADVERSE REACTIONS

Allergic sensitization has beenreported following both oral and parenteral administration of folic acid.

DOSAGE AND ADMINISTRATION

One tablet and one capsule daily or as directed by a physician.

STORAGE
Store at 20-25°C (68-77°F)
NOTICE: Contact with moisture can discolor or erode the tablet.

HOW SUPPLIED
Six child-resistant blister packs of 5 tablets and 5 capsules each - NDC 0178-0829-30

To report a serious adverse event or obtain product information, call (210) 696-8400.

50261
CO01 Rev 011110

DHA capsules manufactured for:
MISSION PHARMACAL COMPANY
San Antonio, TX USA 78230 1355

Prenatal tablets manufactured by:
MISSION PHARMACAL COMPANY
San Antonio, TX USA 78230 1355



CitraNatal®90 DHA Carton

NDC:0178-0829-30

R Onky
NDE 01 7808253

B Pt e Tt i 238 g Eak o
Childfiesigiar Blistr Packagng

ealy O

CitraNatal 90 pra

e Pomaal Weomin Tatiet and 300 mg DHA Copule

B0 mg Far-Easa® a patenied dudiron
formulion

B Matunal, planthasad DHA for your baoy's
heaalty devalopment
W Clukn and loctosa Faa

,/ s Jm{f’ s%’n'.:&'r:
‘/‘ & n.rt” f a‘w;uu"! o

Coniais

W Gania cdoium diake for less gos and bloging

orr o5 o
e el GAaEN
Lreg s

/ ¥
fer aliditionad ivem

CitraNatal 90 D\

R Primata| Viksmis Toblet asd 300 mg DHA Capsule

An R prenai|
¥itamin ond
omaga-3 (OHA)
danved from an
all natural
plant source

arroc bopo
q.mnnrmeum of D

‘lw CONTUNS
L FRARMASAL  BixEdoy Blihy Pocks

CitraNatal 90 psa

R Preacial Visr i Tabiel 0a 300 mg DHA Copraly

e curid poi e cd il ol & gh £ el w - o G el -k
bt

l.u.pmun.uumuu
W larak G| oot ackd].
il i ﬁan..n-bi

BnbB.auT.uEs8E
3
2

it

w-hb.mdmuud.

Wi E b i coph ot el i

s Favin By

oo Wi B
A

B
Wik By | Pyvid ovire HCA).
Feoke: sl

Inlh-IPH-ilhlﬂﬂ
Zire Ere
onn- Imnmu

umate o

Emch DHA galatin © smule contaim:
O sl Acd

Mol mors hand), iun .u
o n o,
Eunfiowes L it P iy Exriet, Ty i, Aseaustyd Palriafi

INDACATION S G Rribalal® 0 CHA I8 & ol resnid presicrigtio N
g indeabed o in mgroving the manio e sl of w oren plor
i e, heugho | preg naney and in the postnatal erod e
buhlaat g ared o ety mett.

GO NT PRI EOC AT 10 M This procuct |8 oon il e skad inp stlents with.
@ ko i e LY 1 8 of L g,

WAFNRG:
Hhﬂn#ﬁﬂnmnﬂnm&l&?w
PROOUCT OUT OF THE REACH OF CHLOFEM In cisw of accicintal
mul-m-ummmr—-m

CliraNatal 90 pria

AR |mwnmmsmnrwau,.u..

e il wrils e i v Vrioa i s & s o
g H sachn it

R i W: Fodc
Biphn cebcan L
PRECAL

o ey i b i

ackdin 0,1 mocdilly
drics s 1 . s g e ) g e
[T R e ——

ADYENSE REAS TIONS: Al dan il <n haa Esn
ol ) Bt il o i el rrdrlion o i i

DA AND) ACRARS STRUATION : Ores Labie: s s o sty
o i ciractac by 4 phpscn.

STONAGE: Bheral 2008°C B TTF)

WO IGE: San et h mddure cn deccks o arode he led et
HOMW SUPPLED: Sx childicesbrtint bt packs of 8 isklet and§
o v s - MO G 11 - EE0-50)

To repor L sesbous v evert or o Ban prock of iforration, cul
G0 0B

L]
O A DD

CltraMatal.com

E_ﬂnlldﬁuunﬂﬁ

oA s e e
WA
Ban At T LBA s

Bam A T LEA S S

i a
[y sy

L]

MO

//

\

CITRANATAL 90 DHA

vitamin ¢, calcium, iron, vitamin d3, vitamin e, thiamin, riboflavin, niacinamide, vitamin b6, folic acid, iodine, zinc,

copper, docusate sodium tablet

Product Information




Product Type HUMAN OTC DRUG

Route of Administration ORAL

Active Ingredient/Active Moiety

Ingredient Name
ASCORBIC ACID (UNI: PQ6 CK8PDOR) (ASCORBIC ACID - UNI:PQ6 CK8 PDOR)
CALCIUM CITRATE (UNI: MLM29 U2X85) (CALCIUM CATION - UNIE:2M83C4R6ZB)
IRON (UNIE: EITUOL152H7) (IRON - UNIEE1UOL152H7)
VITAMIN D (UNIE: 9 VU1KI44GP) (CHOLECALCIFEROL - UNIE1C6 V77QF41)

ALPHA.-TOCOPHEROL ACETATE (UNI: 9E8 X80D2L0) (.ALPHA.-TOCOPHEROL -
UNIL:H4N8 55PNZ1)

THIAMINE (UNIL: X66 NSO3N35) (THIAMINE ION - UNI:4ABT0J9457))
RIBO PRINE (UNII: 8EU82FAZ5J) (RIBOPRINE - UNI:8 EU82FAZ5J)
NIACINAMIDE (UNII: 25X5118 RD4) (NIACINAMIDE - UNIL:25X51I8 RD4)

PYRIDO XINE HYDRO CHLORIDE (UNIL: 68 Y4ACF58BV) (PYRIDOXINE - UNI:KV2JZ1BI6Z)

FOLIC ACID (UNI: 935E97B0OY8) (FOLIC ACID - UNI:935E97BOY8)

POTASSIUM TRIIODIDE (UNIL: T66 M6 Y3KSA) (TRIODIDE ION - UNI:DAIN05631Q)
ZINC OXIDE (UNII: SOI2LOH54Z) (ZINC OXIDE - UNI:SOI2LOH547)

CUPRIC OXIDE (UNII: V1XJQ704R4) (CUPRIC CATION - UNI:8CBV67279L)

DO CUSATE SODIUM (UNI: FO5Q2T2JA0) (DOCUSATE - UNI:M7P27195AG)

Inactive Ingredients

Ingredient Name
PO VIDONES (UNII: FZ989 GH9 4E)
CELLULO SE, MICRO CRYSTALLINE (UNII: OP1R32D6 1U)
FERROUS GLUCONATE (UNIL: U1B111423Z)
TITANIUM DIO XIDE (UNIE: 15FIX9 V2JP)
CROSCARMELLOSE SODIUM (UNII: M28 OL1HH48)
NIACINAMIDE (UNTIL: 25X5118 RD4)
ACRYLIC ACID (UNI: J94PBK7X8S)
MAGNESIUM SILICATE (UNI: 9B969 1B2N9)
MAGNESIUM STEARATE (UNII: 70097M6130)
THIAMINE MO NO NITRATE (UNI: 8K01049 19X)
SHELLAC (UNIL: 46N107B710)
ETHYL VANILLIN (UNI: YC9ST449YJ)
VITAMIN A PALMITATE (UNI: 1DIKONOVVC)

Product Characteristics

Color BROWN (caramel) Score

Shape CAPSULE Size

Flavor Imprint Code
Contains

Packaging

Item Code (Source)

NDC:0178-0829

Basis of Strength Strength
ASCORBIC ACID 120 mg
CALCIUM CITRATE 160 mg
IRON 90 mg
VITAMIN D 400 [iU]
.ALPHA.-TOCOPHEROL 30 [iU]
THIAMINE 3mg
RIBOPRINE 3.4 mg
NIACINAMIDE 20 mg
PYRIDO XINE 20 mg
HYDROCHLORIDE
FOLIC ACID 1mg
POTASSIUM TRIODIDE 150 ug
ZINC OXIDE 25 mg
CUPRIC CATION 2 mg
DOCUSATE SODIUM 50 mg

Strength
152.5 mg
60 mg
44 mg
35.9 mg
30 mg
26.6 mg
23.2 mg
11.8 mg
5.5 mg
4.54 mg
2.5 mg
0.4 mg
.01 mg
2 pieces
10mm
CN;90



# Item Code Package Description Marketing Start Date Marketing End Date

1 NDC:0178-0829-30 6 in 1 CARTON
1 5in 1 BLISTER PACK
1 5in 1 BLISTER PACK

Marketing Information
Marketing Category Application Number or Monograph Citation Marketing Start Date  Marketing End Date
Unapproved drug other 02/01/2010

Labeler - Mission Pharmacal Company (008117095)

Registrant - Mission Pharmacal Company (927726893)

Establishment

Name Address ID/FEI Business Operations
Mission Pharmacal Company 927726893 MANUFACTURE(0178-0829)
Establishment

Name Address ID/FEI Business Operations

Robinson Pharma, Inc. 831560578 MANUFACTURE(0178-0829)
Establishment

Name Address ID/FEI Business Operations
Accucaps Industries Limited 248441727 MANUFACTURE(0178-0829)

Revised: 3/2013 Mission Pharmacal Company
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