EMZOR FRESHSEAS CODLIVER OIL (Cod-Liver Oil 1000mg Capsules)

1. Name of the medicinal product
Cod-Liver Oil 1000mg Capsules

2. Qualitativeandquantitativecomposition

EachSoftGelatinCapsuleContains:

Cod Liver Qil BP ....... 1000mg
Excipients.................... g.s.
3. Pharmaceuticalform

NaturalTransparentcoloredoblongshapedcapsules.

4. Clinicalparticulars
4.1  Therapeuticindications
» TreatmentofHighcholesterol,Hightriglycerides,Kidneydiseaseindiabetespatients,Highbl
oodpressure,Heartdisease,OsteoarthritisDepression, Autoimmunediseases,Glaucoma,M
iddleearinfections,Skinproblems,Burns&Wounds.
» Fortheprophylaxisortreatmentofvitamindeficienciesassociatedwithrestricteddiets,impro
perfoodintakeanddecreasedabsorptionorutilization.
> It’salsoindicatedinpatientswithincreasedrequirementforvitaminsduetochronicdiseaseori
nfection.
> Italsopromotesresistancetocough,cold,chestandbronchialtrouble.Vitaminsdeficiencies,

Healthybody,Growth, VitalityandConvalescence.

4.2  Posologyandmethodofadministration
AdultsandtheElderly

Onetotwocapsulesdaily,preferablytakenaftermeals.Donotexceedthestateddose. Thecapsuleshou

Idbeswallowedwholewithwater.

Childrenunderl12yearsofage

CodLiverQilCapsulesarenotrecommendedforthisagegroup.



4.3 Contraindications

Hypersensitivitytotheactivesubstance(s)ortoanyoftheexcipients.

4.4  Specialwarningsandprecautionsforuse

e Codliveroilmaydecreasebloodpressureiftakenwithanti-hypertensivemedication
suchascaptopril,losartan,hydrochlorothiazide,amlodipine,enalapril,valsartan,andfurosemide.

e Codliveroilinteractwithanticoagulantdrugsanti-plateletandnon-steroidalanti-
inflammatorydrugssuchasaspirin,clopidogrel,diclofenac,ibuprofen,naproxen,enoxaparin,he
parinandwarfarin.Thisleadstoincreasesriskinbleedingandbruisingwhentakentogether. -

e Hypersensitivityreactionsmayoccurtoindividualswhoareallergictofishproducts.

4.5 InteractionwithothermedicinalproductsandotherformsofinteractionThiazidediureti
cswithVitaminDraisecalciumlevels.Oestrogencontainingcontraceptivepillsraiseplasmalevelsof
VitaminA.

4.6  Pregnancyandlactation
DonotuseduringpregnancyandlactationunlessadvisedbyyourdoctorDosesofvitaminsA,DandEin

excessofthoserecommendedshouldbeavoidedduringpregnancyandlactation.

4.7  Effectsonabilitytodriveandusemachines

Noneanticipated.

4.8  Undesirableeffects
Donottakecodliveroilcapsulesinconjunctionwithblood-
thinnersorifyouaretakingamedicationforhighbloodpressure.Combiningthesetreatmentsmaycaus

easeveredropinyourbloodpressure,whichmayleadtodizziness,headache,blurredvisionorfainting.

49  Overdose
Acodliveroiloverdoseislikelytocauseanyoftheusualcodliveroilsideeffects,butperhapsmoreseverel

y.Inparticular,stomachupsetcanbeexpected.Inseriouscases,an



overdosecouldincreasetheriskofbleeding,includingdangerousinternalbleeding(suchasgastrointe
stinalbleedingorbleedinginthebrain).Codliveroil ,evenatnormaldosages,containslargeamountsof
vitaminsDandA.AnoverdoseofcodliveroilislikelytocauseproblemsrelatedtovitaminAandvitami
nDtoxicity.

Itisnotknownhowbesttotreatacodliveroiloverdose. Therefore,treatment(ifnecessary)willlikelyin
volvesupportivecare,whichconsistsoftreatingthesymptomsthatoccurasaresultoftheoverdose.For
instance,ifanoverdosecausedbleeding,supportivetreatmentwouldincludeusingmedicationsorpro
cedurestostopthebleeding.Itisimportantthatyouseekpromptmedicalattentionifyoubelievethatyou

mayhavetakentoomuchcodliveroil.

5. Pharmacologicalproperties

5.1  Pharmacodynamicsproperties

Codliveroilisarichsourceofthefat-
solublevitaminsAandD.Italsocontainsseveralunsaturatedfattyacidswhichareessentialfoodfact
ors,whilealoeverareducesfreeradicalgenerationduetoitsantioxidantproperties.
Pharmacodynamics:

Althoughthemechanismsofactionofomega-
3fattyacidsarenotentirelyunderstood,itisbelievedthattwomajoreffectscausethereductionoftriglyc
erides(TGs)intheblood.First,omega-3fattyacidsmayreducethesynthesisof TGsintheliverdue
toinhibitionofacylCoA:1,2-diacylglycerolacyltransferase.Becauseomega-
3fattyacidssuchasEPAandDHAhavesubstantialaffinity,butarepoorsubstratesfor,theenzymesres
ponsiblefortriglyceridesynthesis,theesterificationandreleaseofotherfattyacidsisinhibited.Second
,omega-3fattyacidsappeartoincreaseperoxisomalb-
oxidationintheliverduetoahighaffinityforPPARsubclasses,therebyup-

regulatingthemetabolizationoffattyacidsintheliver.

5.2  Pharmacokineticproperties
Presystemicmetabolismisnotedtobe50%.

5.3 Preclinicalsafetydata

Therearenopre-
clinicaldataofrelevancetotheprescriberwhichareadditionaltothatalreadyincludedinothersections
oftheSPC.



6. Pharmaceuticalparticulars
6.1 Listofexcipients
CodLiverQil,Gelatin,Glycerin,Sorbitol,MethylParaben,PropylParaben&PurifiedWater.

6.2 Incompatibilities

Nomajorincompatibilitiesareknown.

6.3 Shelflife
36months.

6.4  Specialprecautionsforstorage
Storebelow30°C.Protectfromlight.
Keepallmedicinesoutofreachofchildren.

6.5  Natureandcontentsofcontainer
TheproductispresentedunderAluminium-PVCBlisterpack.(2X15Capsules)

6.6  Specialprecautionsfordisposalandotherhandling

Notapplicable.

7.0
Applicant/Manufacturer
Name andAddress of Applicant:

Name : Emzor Pharmaceutical industries limited
Address :.Plot 3C, Block A, Aswani Market Road,

Isolo, Lagos, Nigeria.

NameandAddressofManufactureroftheProduct:

Name : Emzor Pharmaceutical industries limited
Address :Plot 3C, Block A, Aswani Market Road,

Isolo, Lagos, Nigeria



