PNV"‘DHA NDC 42192-321-30

Rx Only

DESCRIPTION: PNV-DHA is a prescription prenatal/postnatal multivitamin/mineral/essential faity acid
softgsl. Each soitgel is biue in color, opaque and imprinted with “BP 321" on one side.

EACH SOFTGEL CONTAINS:

Vitamin C (@SCOMDIC ACIH)......oovuvvveeevie e 85mg
Vitamin D3 (Chol8CRICHBION). ..o e e, 200 1U
Vitamin E (d-alpha tocopherol aCIAtE)..........ccccoev v oottt 101U
Vitamin BE {pyridoxing HCL)..........oooiviiioiee et 25mg
Folate (L-methylfolate as Xolafin™* 600 meg)

(folic acid, USP 400 MCQ). ..ot oo et 1mg
Vitamin B12 (cyanocohalamin........cooeviriiiiiiis oo 12 mcy
Calcium (CalCilm CarBONALE)..........o.viviie e st 140 mg
[ron (frroUS TUMANALE)............ oo e 27 mg
Magnesium (MagNESIUM OXIOB)......... oo 45mg
D0c0SaNeXaBnoic ACI (DHA. .. ..ottt 300 mg

OTHER INGREDIENTS: bee's wax, hydrogenate vegetable oil, lecithin, gelatin, glycerin, purified
water, titanium dioxide, FD&C Blue #1, FD&C Red #3.

INDICATIONS: PNV-DHA is a multivitamin/multimineral nutritional supplement indicated for use in the
l(j!(etary management of patients with nutritional deficiencies or are in need of nulritional supplementa-
ion.

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

WARNING: Ingestion of more than 3 grams oilomegla—S fatty acids (such as DHA) per day has been
shown to have potential antithrombotic effects, including an increased bleeding time and International
Normalized Ratio (INRQ, Administration of omega-3 falty acids should be avoided in patients taking
anticoagulants and in those known to have an inherited or acquired predisposition to bleeding.

WARNING: Accidental overdose of iron-containing products is a leading cause of fatal poisoning in
chitdren under 6. Keep this product out of reach-of children. In case of accidental overdose, call a doctor
or poison control center immediately.

PRECAUTIONS: Folic acid alone is im%)roper therapy in the treatment of pernicious anemia and other
megaloblastic anemias whete Vitamin B12 is deficient. Folic acid in doses above 1.0 mg dayly may
obscure perniciots anemia in that hematologic remission can occur while neurological manifestations
progress.

ADVERSE REACTIONS: Allergic sensitization has been reported following both oral and parenteral
administration of folic acid.

DOSAGE AND ADMINISTRATION: Before, during and/or after pregnancy, one softgel daily or as
direcled by a physician.

g{gw SUPPLIED:; PNV-DHA is supplied in child-resistant botlles of 30 softgels (NDC# 42192-321-

Store at 20° - 25°C (68° - 77°F); excursions permitted to 15° - 30°C (59° - 86°F) [See USP Controlled
Room Temperature.]

KEEP THIS AND ALL MEDICATIONS OUT OF THE REACH OF CHILDREN.

All prescription substitutions using this product shall be made subject to state and federal statutes as
applicable. Plgase note: this is not'an Orange Book product and has not been subjected to FDA
therapeutic equivalency or other equivalency testing. Each person recommendmg a prescription
substitution using this product shall make such recommendations based on each such person’s
professional opinion and knowledge, upon evaluating the active ingredients, incipient, inactive
ingredients and chemical information provided hersin.

MANUFACTURED FOR: Brookstone Pharmaceuticals, LLC

9005 Westside Parkway

Alpharetta, GA 30009

1-800-541-4802 Rev. 09/09v2

*Xolafin™ is a trademark of Brookstone Pharmaceuticals, LLC

MERCK EXHIBIT 2303

Gnosisv Merck & Cie BK-000269
IPR2013-00117


timoc
Text Box
MERCK EXHIBIT 2303
Gnosis v Merck & Cie 
IPR2013-00117



PNV"DHA NDC 42192-321-30

Rx Only

DESCRIPTION: PNV-DHA is a prescription prenatal/postnatal muftivitamin/mineral/essential
fatty acid softgel. Each softgel is blue in color, opague and imprinted with “BP 321" on one side.

EACH SOFTGEL CONTAINS:

VIEAIMIN C oo et b et 85mg
VTN D3 oottt et 200 1U
M E e e e e et e 101U
AT B oo e e e e 25 mg
Folate (L-methylfolate calcium as Xolafin-B™* 600 mcg)

(folic acid, USP 400 MCO) . ....iir i s oo 1 mg
VAN BAD oot 12 meg
CAIGIUM .o et e 140 mg
IrON (TBITOUS TUMAIAE). ... ev ettt e e 27 my
VAONESIUIM <.t s 45 my
Docosahexasnoic ACIH (DHA). ...t 300 mg

(from omega-3 fatty acids)

OTHER INGREDIENTS: bee’s wax, hydrogenated vegetable oil, lecithin, gelatin, glycerin,
purified water, titanium dioxide, FD&C Blue #1, FD&C Red #3.

INDICATIONS: PNV-DHA is a multivitamin/multimineral nutritional supplement indicated for
use in the dietar management of patients with nutritional deficiencies or are in need of
nutritional supplementation.

CONTRAINDIGATIONS: 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 (such as DHA) per day has
been shown to have potential antithrombotic effects, including an increased bleedmg timeand |
International Normalized Ratio (INR). Administration of omega-3 fatty acids should be avoided in
,anetmsb’takéng anticoagulants and in those known to have an inherited or acquired predisposi-
ion to bleeding.

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

PRECAUTIONS: Folic acid alone is improper therapfy in the treatment of pernicious anemia and
other megaloblastic anemias where Vitamin B+ is deficient. Folic acid in doses above 1.0 mg.
daily may obscure pernicious anemia in that hematologic remission can occur while neurological
manifestations progress.

ADVERSE REACTIONS: Allergic sensitization has been reported following both oral and
parenteral administration of folic acid.

DOSAGE AND ADMINISTRATION: Before, during and/or after pregnancy, one softgel daily or
as directed by a physician.

HOW SUPPLIED: PNV-DHA is supplied in child-resistant bottles of 30 softgels (NDC#
42192-321-30).

Store at 20° - 25°C (68° - 77°F); excursions permitted to 15° - 30°C (59° - 86°F) [See USP
Controlled Room Temperature.]

KEEP THIS AND ALL MEDICATIONS OUT OF THE REACH OF CHILDREN.

All prescription substitutions and/oy recommendations using this product shall be made subject
to state and federal statutes as applicable. Please note: this is not an Grange Book product and
has not been subjected to FDA therapeutic equivalency or other equivalency testing. No
representation is made as to the generic status or biogquivalency. Each person recommending a
prescription substitution using this product shall make such recommendations based on each
such persan’s professional opinion and knowledge, upon evaluatln%the,actlve ingredients,
excipients, inactive ingredients and chemical information provided herein.

MANUFACTURED FOR: Acella Pharmaceuticals, LLC

9005 Westside Parkway

Alpharetta, GA 30009

1-800-541-4802 Rev. 0310vh

*Xolafin-B™ js a trademark of Acella Pharmaceuticals, LLC
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