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SHaloTerpElafrpsisiee &

WD 2004/ 091317 PCT/ EP2004/ 003913 MULTI VI TAM N AND

. M NERAL SUPPLEMENT FOR PREGNANT WOVEN BACKGROUND OF

THE. INVENTION 5 1. TECHNI CAL FI ELD The invention
weolzads@s13i0 pharmaceutical or dietary unit dogage0dimeis
whi ch can be swallowed easily, consisting essentially
of vitam ns and m nerals recomended for consunption

DT AT s R O RN ol PR N moneen

pregnant, DHA and a pharmaceutically or dietetically
suitable 10 carrier. 2. BACKGROUND | NFORMATI ON Vitam n
and m neral preparations are commonly adnmi nistered to
RAGKRGROPRE OF THRNIAITIOMNNdi ti ons or as genera

nutritj nts. Recent studies have

el uc?dﬁ%{@%@mort ant physiol ogi cal roles played

ThY invlehteuTi rolated Rphaimeeaical oratieary snih Bdsagdhtedn awhich can be
correl ation between defjiciencies ar_excesses of

EpEaEEFS o plEae i EaRndA58F

eS8l By HERBBworReE lactitigg wobleplopwhimen didhilGbdadiag potential that
Nutrients and Di sease _Prevention: . Quervi.ew, " Am,

arp, atigmphng hepome HSS’EPB@%”(‘Q mhag R eteligalfy suitable

c§%%pntific Tabl es, 457-497, (D em and Centuer eds.,
th'ed., 1975). 20 It has further becone recognized

that various, groups of the hunman popul ation require

differ i s of vitam ns and
m ne Q?Q&F%#§$§$%E$§%$N§¥P§€fate di seases, as well as
‘ﬁﬂnﬁmﬁrﬂﬁnﬂrabwaiong ewdomewnyadnigpictes tniprag speciicimgedical
nown a regn .
oS B B SOARB P T RRTTIROY S ARIHR AiRihicd e
il_\?f@tﬁﬂtaﬁu_ﬁh},ﬁfdtlcf]gﬁcﬂ?flqs aplaged b)fl higerginbeemigerlscanddsteblished 2
cipieigg bepr e Ao ot SpS R BHE Rdmt Plolias of conain
c@mﬁﬁﬁla%s illsih\gﬁdl@m, engud Diﬂ?e&p'alnmkﬁmﬂummnéﬁmase
1 C I nclude 1ron a alL cl urp,( | .
PERBR o AR AL Por s NC By e Loou; Degrpeageiey
Rifufid @%1&%57@7@91@&%& Cym@fer 6., GitLe, t17%)nhi bit t he

bi oavailability of iron is said to be reduced in such
conpositions, so that the conjoint bioavailability of

Ig%%?%g{ze%g%cﬁ%g g%d% Iﬁécgthhtsvaﬁﬂﬁb? poesh of M HROA/HePII3dN require
different quantities and types of vitamins and minerals to prevent or alleviate diseases, as
well as to maintain general good health. For example, it is known that pregnant women
commeonly require iron therapy to prevent or treat iron-deficiency anemia. Various prior
patents have been directed to improving the efficacy of iron supplements for use during
pregnancy. U.S. Pat. No. 4,994,283, for example, discloses nutritional mineral supplements
which include iron and calcium compounds in combination with citrates or tartrates,
ascorbates, and fructose. The tendency of calcium to inhibit the bioavailability of iron is
saici to be reduced in such compositions, so that the conjoint bioavailability of these two

minerals is enhanced.
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U S. Pat. No. 4,431,634 maximzes the bioavailability

of iron in prenatal iron supplenents by maintaining

t he amount of cal ci um conpounds in the suppl enent at
wilodi17% | ess and the anount of nagnesi unpEPRRPRAIRDI13

at 75 ng or | ess per dosagedimlt 5 Anot her approach
to the sane problemis found in U S. Pat. No.

Ué&li ﬁtzN%7ég u?bl\xﬁrrﬁdx{fmﬁes il bicavAllabiBi) &f iRAG FleRffidton supplements

etary I's provided which incltudes (a) one
bp maintaisng thevealounttof dileiugy spmyporeds i the swpidsresst at 390 @ig qrdess and

cal ci um.or n
L G R R
adapted to be released in a controlled manner in the
astroint |t 10, U. t
Al BeT BoBeSE o e e B SRS B o8 AT AT fhreina
Y RAfh 2Ad thincbd] @Rtdry hpitingt iﬂ@mrdedﬁmhuﬂl mmiuﬁea (&)sme of mote

10- 20% by wei ght of ot e 6- 28% fat
digalepEdigtaly q}a@pr@]—ﬁor@gpgg Lﬁ? clmgrqamg%/neﬁ]ggg @) /aBiQavaﬁ}able
iR c&borkht, gﬁke?ﬁ W aeconffb]I'&H@ieﬁse fortd @cadgiien@teselened in a

vitanins. There is no hint to DHA nor to easily

cenieolicd pranes pba sassrobyesting g et s. The | nternational
Pat ent Application WD 99153777 discloses a nutritional
conposition in formof water based drinks or cer eal
lbs,rEat Na. 45a@g&hqhsc1@n@a patsitional pepplesivetPreRsgiondpryegpant and
teind16.08% G vﬂ:ﬁ ht of
'}y ‘%{Jﬁ i e‘!gH]Tc Q&tﬁﬁs 1@2&%%& ic/?hf bﬁﬁB in?16.08% § wRight o

acids 1n DHA, "m néral's
fm 6% amwe%ht adnmigdxasasmdht nost B Toby we»@hb@un@gur@rwmrals
t abl et s ds or ozen T, I
SR PSS B RO BT i ot Dl b B PR} AR ERfls o
e osi tion for adm ni strati on before and during
pregnancy conprising certain anounts of Vitam n B6,
folic acid, magnesium and optionally cal cium and DHA

Mﬁﬁ@ﬁﬁ@ﬁomaﬂi’dﬁe& 9 ﬁ@ﬂ'ﬁﬁ)w{b ootI87 2 Sisdlosed somedtidnabromipesition in
contain additi ona}J rmunts of .calciu

b of vilpRpaRed diBorRAcra P 1 graha guLlictaGis B sqmprising a

ﬁg ﬁ'ﬁh{ HrStePAoEcE A c§ |fﬂié/r a kb cd &ﬁﬂm&auﬁﬁﬁﬂ fdigtaeids including
i cation WO 01/ di scl oses tr

i prwin and B RGP 97 B T oA o by lozenges.

oi | granulate in pul verl zed form conpri SI ng 30

ei cosapent enoi c acid E% and DHA. Moreover, Il the

TheriptesiatijrahBatetit Appbeasian { 10@46ﬁ133db??i0<§?%13 wtawnéﬁmwgﬂm for
i | E%H%M HPRAGE B,

%W%%Oﬁ%a&%adhﬁ%ﬂe@l cont aini r? cabctut 20 0

fiohd adad, nmgha;uu:ln hml eptiahiltyeatoiun esHPHANMOKOTER alizthewgpoﬂmﬂs

Aﬁ:llo%e& therem Sonta! a th\Ql;?l%gﬁl él%gl}n%slc?f CEEEHDEE?.%Q%@%Q%&pmme

voluminous dosage form, which is hard to swallow.

The International Patent Application WO 01/87070 discloses a nutritional supplement
comprising vitamins minerals and a fish ofl granulate in pulverized form comprising
eicosapentenoic acidl(EPA) and DHA. Moreover, all the compositions disclosed therein
contain high amounts of calcium, resulting in comparable yoluminous dosage form of 1000
mg or more containing about 20 mg DHA, which is hard to swallow and contains about 2
% by weight of DHA only.
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3 The US Patent Application US 20020102330 Al provi des
food bars for consunption by pregnant wonen
containing one or nore vitam ns and/or mnerals, and
WO 8090918PT € anti- constipation and PCT/EP2004/003913
regul arity-mai ntai ni ng agents, which in addition may
contain DHA. 5 The US Patent "Application US
20030050341 Al suggests a conp05|t|on for
sup Ienentlng the diet conprising nore than 100 ng of

1C

S Pyows vplication S 30§2(Né> (hl P@wdshf@oﬂbem goresprayEIptian by

-

cuashipationaid| rygdlirgin-mmimaining agdntse which empdditsuhay cogtainDEA.
10 conparabl e vol um nous dosage form which is hard to
swal  ow. Despite the foregoing efforts to inprove

Thet B8 Patermt dpplitation 1S K0PHISEBENA hbugpestd Dconyosiyion e

wonen ent i onal. prenat al |l e ts xhibi . .

Spperping e dtenapashe ane o Tihe STDHAY B Pty isgpdintto

fhe trh&mdmeg& c&mwm&n Qfopﬁe’i Molybachinh mhseﬁman@béowcm Bl the

ahount, of iﬁﬁd t he osa form becorFss ver

SPEIGRHIPRs fisC S 508 B apynys gt Gploinm, tosulting in a
BRLyoWRIESLs ARG emalf.%&h%eiﬁdmml y causes a

| oss of appetite and a feeling of nausea, and is

experienced by a significant nunber of pregnant wonen.

| .

e b A R R S
dosen, ocﬁnvmtmmmm syppéaveenssl exkibitaeneral daﬁ@enﬁeﬁé}m nptable

L& I
B e A R
tathin thedahgepliotrh beamimet eang volngnous und hazd fo SMDW eteeiallg for
t ake these pills or food bars, these pregnant wonen
BPERRt "é%eé’rl ence difficulty swal | owi ng and ret ai ni ng
t hem Probl enms, thus, ari se concerni ng patient
_conplla 5da|I 0 f .vitam n an
IRl 20ce  CLhte 26 dal Ly cofumpt Lo, bl Lam b and
é’k@éﬁdnbedlfy D eARGRE VR Bf progtint h@mﬂb Petfisé BBy 8fpetiB®e moming
quantity of vitam.ns and m nerals that _are associ ated

WI‘F‘PFSpﬁ“Gﬁ’é‘FauFf‘e@SIPﬂH@W%@H‘EH?IS bt hieh dpie Ry recommended

PR RarSing Ktﬁ?ﬁﬁzcﬂ[se% éﬁ;@ NEH lﬁB@fnedizet Pasy\Ft g@m women are
capsul es, l's or lets than eatlg)% a_foad

qfr?e rﬂmt@m@ ke @er@ﬁaat@hwtaﬂ%m raigefehpills o °6B¢S|I§thher= when

hﬁ!&‘s ﬁgrfahlew SRR d
tast e a@ﬂc? IS W usug‘ﬁgfﬁ ave a&ﬂ%nga.t Ive &{%ﬁ%eaé?ﬁglrt]y
mowaammmmgg tete Broblemshibusrgrise apgeasiioR petépyt campliance (the

daily consumption of vitamin and mineral supplements), maintaining or enhancing the

health of pregnant woman, and the absorption of the quantity of vitamins and minerals that

are associated with proper fetal development.:

Moreover, during morming sickness pregnant women prefer to swallow capsules, pills or
tablets than eating a food bar. The intake of a food bar requires that the bar is chewed by

the woman; chewing the bar women feel the taste and this will usually have a negative

impact on the nausea originated by the morning sickness.
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Mor ni ng sickness generally occurs nost frequently
during the first trinmester of pregnancy. Defects in
the neural tube of a devel oping fetus (spina bifida)
can al so occur during the first trinester of
pregnancy, for exanple, durinmgtthe first nonth of
station, before a wonan have bec awar e, of
AP e kRt EonerRibL et ranst Rty e b Bt HtpesleR g prenancy:
51%31&% ﬂﬁ?ﬁ@ﬂ&ﬂilﬁuﬂé’ﬂf&@v@cﬁpﬁgﬁehﬁ (ﬁﬁiézdbifig&)fdaﬁ alke bbc#k Ao the
that folic acid prevents neural tube efects. Thu
B ESRPT L IS HesRRe YD £0r EEHUR T PR e HTp TR PRI £ SO tege e
ByoriasYy Ridvetobdifl: avpRa b 19 pé?ﬁ&cyFPﬁds@ devebtslafdasonh & be linked to

been shown to have beneficial cardiac effects, and to
qadradagiate ingakeiof folisrcidelt iF vl kypanshaidplic acidpiosensneayal tube
tdifocks! TR, RaRDGidThAAs BL catsRad &téu%lﬁ%fé‘\ﬁéé:ﬁ%ﬁé@ﬂ)ﬁwweﬁ 6F child-

now for pregnant wonen do not provi any act’ive

ibegningttigen tFoli atidirpalen bese shaym todaie beneficial ¢ardiac effects, and to
jght. It would therefore be

ﬁéﬁ%%sggﬁggﬂ%ko&%gﬁﬁd Sgiagirg’enat al multi-vitamn and

m neral supplenent 15 which overcones the

forementioned deficiencies of the.pniQr.art. .BR|EF
LR T i ARG e iR AYGHALG B i o g women
fdewathrbtide afy phive ipealidnt edilnpbsvedothshgaltionpainideveoprmt and eye
formof 20 a capsule or tablet, bead or | ozenge,

fth can be swal | owed easily, consisting essentially
of (a) one or nore vitamns, (b) one or nore mnerals
sel ected fromthe group consistin [ron, Zinc a

of nd
Nejerdd themsforede desieablerto penvideranyenatal juairyitamigend opiggral supplement

SRS Bkt e g 11 ne

pharmaceutically or dietetically suitable carrier does
overcone the above nentioned 25 di sadvantages of the
known multi-vitam n and m neral supplenents for

BTRIGR STIMMARY OF AIE VVENGIONI n one aspect, there is

rovi ded a pha ceytical or dietary .co sition in .

s sutbribimgly hee il Bt epharceyohsl o ity £omigit in form of
GRApsaR crWailbiONEd of Rzkilgé; wHIOK SarShd diehlloeea BAdilg] donsisling essentially
(az one or nore vitamns, (b) qne or nor n%ﬁgrals isting of
B2 ercer PPEHiEmEnsgtby OfF ASPUF SNHELs 6?16%5 frpRpfhe giohp consisting o
#of, 2RO MABhesiu, (OVe Bf mBRY thack ERERNE!EIRBBA Sroffthe gioag
fromthe group consisting of Chrom um

Copper,
Fensistiag of bhysmdem Goppy Iekinee Malyhdepam awﬂzﬂplﬂgi?%@, (®)PHA, and (e) 2

| . ' [ iLahle ' .
BPREHRGREN L6 dofe Rt bl chler o BRI (Rl Erontiticd
dzediantagesofithekpramt mylt matamireandaninatal supplonats for pegnant women.
woman. of chil dbearing potential who is

Accordingly in one aspect, there is provided a pharmaceutical or dietary composition in formof a
capsule or tablet, bead or lozenge, which can be swallowed easily, consisting essentially of
(2) one or more vitamins, (b) one or more minerals selected from the group consisting of
Iron, Zinc and Magnesium, (c) one or more trace elements selected from the group
consisting of Chromium, Copper, Iodine, Molybdenum and Seleniurﬁ,'(d) DHA, and(e) a
pharmaceutically or dietetically suitable carrier.
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attenpting to becone pregnant, said nethod conprising
adm nistering to the woman a dietary suppl enenti ng
anmount of such a pharnmaceutical or dietary
conposition. 5 In another aspect, there is provided
the use of such a pharmaceutigal or dietary
conposition, for the preparation of a pharnaceutica
Diisclbs@f i8 b YneRAPOSippleMBniingthestiamyeeRRLENY the dietary
needs of a pre nant wonan, a Iactahﬁﬁg wonman or )
BSRUR 3PmaTy A R IO S O Sh B O b HOAIEL P o

I NVENTF B BEBAB proghaht Hait/indisd mﬂgﬂﬂﬂ}h@m%the woman a

ON The present invention be under st ood nore
digigey -‘fﬂpplsylea@fgeaﬂacn@éoﬁ ych ﬁeh%mwa% gr diglagyommgsition.
description of the preferred enbodi nents of the
invention, and to the exanple 15 included therein.

Inqaotherappectofiste irmeavisied tha msecad sysb siphirpaceutiralas dictary composition, for

S R loR e Wil et B ool s F SRRl £ gicary
needs benpregiest weinap adactatingdrampsitoy aedman of yhilddGarikygotaatial who
! Ltet 1 té%% 0si tion t means a conposition, which is

¥ a@ﬁﬁ@ SP°EHB: regular food intake with

additional nutritional elenments to- enhance quality of

life, and which are freely avail able w thout
prescription in groceries or super nmarket, but not

PRITATLED DHSCPIPDIONS OF2HH NEVBRZIORCeut | cal or dietary

conposition is fornulated in the formof capsul es

Thagreseat inventign gay be ppdesyigrsmorsreaddy Hy F%ferggcesteﬁlte tolieving
&e@ﬁﬁlﬂ 48R riBliod &%@%ﬁm@a 8mdEdiREhS O AERRhFor0 ind 88he example

onmposi tion of resent I nvention contal ning
miﬂtld‘?ﬁfhérsén (a), 30 nminerals (b), trace elenents (c),
and DHA(d) are preferably encapsulated in a soft
gelatin including bovine, porcine, vegetable and
Buectermn et mategtidabtdmpasitioh? me@pta avngpbiition, thichsie fditable for

| & AR
SElEhD RED e bBqBRPel il W RTRATREC bR Bt
&Eﬁbﬁﬂ&ﬁ&ﬁmﬁasamg. -6 capsule The soft gelatin shells
as a rule conprise the follow ng essential, as well as

The term “dietary composition ” means a composition, which is for supplementing the
regular food intake with additional nutritional elements to enhance quality of life, and
which are freely available without prescription in groceries or super market, but not only in

drugstores.

The pharmaceutical or dietary composition is formulated in the form of capsules, tablets,

. beads or lozenges, preferably as soft shell capsules or tablets.

Pre-selected amounts of the composition of the present invention containing vitamin(s) (a),
minerals (b), trace elements (c), and DHA(d) are preferably encapsulated in a soft gelatin
including bovine, porcine, vegetable and succinylated gelatin shell, Opﬁonally, the soft
gelatin shell is essentially transparent so as 1o enhance the aesthetic qualitiés of the
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optional, conponents. Gelatin is an essentia

component of the soft gelatin shells of the instant
invention. The 5 starting gelatin material used in the
Wdbapiys e of soft capsules is obtained by pEErposonzers
partial hydrolysis of collagenous material, such as
the skin, white connective tissues, or bones of
cﬂé%uﬁ?{rﬁe soﬁe@a&,}l N dRLES bk oA TR bREAS AT WBR aft
gelatin, h i's obtalned fromthe acrd-processing
opfiopdrooinpeneglksi ns and exhibits an iso-electric point
between pH 7 and pH 9; and Type B gelatin, which is
obtai ned fromthe al kal i ne-processing of bone and
Galatineik at esséiaVéomppnak bfithe aokd gelatin @.ellsofathe instendliwentigre The

7 d
Sotsee aetgarsr ved i o8 Meolliodty o FAR g Rk o Phra
Kyafolysanificoildpendtis peesial, gudhng thebdkon whe ccamgctthre tissues, or bones of
é‘i@&%ﬁ%ﬁaﬁ&%ﬁ&%{b@%ﬂ%ﬁﬁf@ B R by rom e
&Y@#ﬂo%hﬁ b SyRibd\&ingl af@rexHIbie HnGed-eleatip palin, bofteen bHu] and pH 9;
For a dgeneral descripti onﬁgﬂﬁgel atin

@él’@pﬁ B-sshgagvhighis ghlalned fem the (qucgssirg ol}%one and animal

| @Og‘ﬂﬁgasﬁﬁk‘ Eﬁ&é&hib‘ﬁg 'au?ﬁﬁ&@omél it Reveen ¥ S BBnds of Type

st on Pé , page 245 and pages
Aaﬂ@rm gelm cl 18; uspd o ohta;n a gelgtsm with the s R End

ﬂéom s{réc' éx%ﬁt@nstt]cgf r c;é%%%méntﬁfa%%ré 18 efBRoescpalng

COpr ereil erence In their entlreé%
hiverfandre lsglehmtemalb'mmllablﬁfmrhéleo%m%lpb@n@ﬂ Gomepapy, st-difuis, Mo.

nvent i as..ini
];l“;% en %Ogefc&pgglbﬁft ge n&’ F&Ftﬂ'l[l ﬁzged S\ﬁQJTPJe Elfit)l/ét I?%)nm
El’iwmﬁceﬁﬁc%i S@embgUbth eﬂQMagk PablnshmgﬁmhpmﬁtEaﬁDmfP@r @BBY). page

?’%tﬁﬁg/%g g%%‘ré’gﬁf?%%?g ’her ecl)c%? Ltaz{tl E%Lfaﬁﬁun 1%

199(6'0@16& tivo REfbRfock beny Bloowpbrabid Heesin Bprfire@O M theib enirety.
pl asticizer is another conponent of the soft gelatin
shells of the instant invention. One or nore

PhAshi ©lafi kel oF 1 aPIuRRIA iR dndtant prvestisseasinisiolly pgpdred.i n
shell.” The soft gelatin_thus _ obtaine

paserispicfiom plott B9 Poite $houhE}%a gelatin.JRqrg B SSFO b ghou 35% o sbou

g@ﬁﬁ‘ﬁ ahé Ridsi 3G Rkbly fdeeitdut B dbolZF075 gditin fTBe gelatin can be
ent |nvent|on I nclude gl ycerin, sorbitan,

' sﬁ)T)mEtﬁo'ﬂ"ypecﬁ, oz p ik tase thetend with teem apmbes FRENS gqowbgut 60 to

qudures thereof. 30 The shell of the present
I nven as initially prepared, generally conprises
fromabout 10%to about 35% pl asticizer, preferably

édg%}‘g’g%g% ?%%;%@3%%}06 g%g‘?%l g@ﬁ%ﬁ Giefi8 bt the Mta¥Gnvention. One or
more plasticizers is incorporated to produce a soft gelatin shell. The soft gelatin thus
obtained has the retjuired flexibility charactetistics for use as an encapsulation agent.
Useful plasticizers of the present inveﬁﬁon include glycerin, sorbitan, sorbitol, or similar

low molecular weight polyols, and mixtures thereof,

The shell of the present invention, as initially prepared, generally comprises from about

10% to about 35% plasticizer, preferably from about 10% to about 25% plasticizer, and
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nost preferably from about 10%to about 20%
pl asticizer. A preferred plasticizer useful in the

‘present invention is glycerin. The soft gelatin shells

Qﬁxkﬂﬁpkﬁ§tant i nvention al so conprise “ﬁterpcﬁ&%ﬁgMﬁmns
0

being 'imted 5 by theory, tge water is belileve
aid in the rapid dissolution or rupture of the soft
i ' L 0l ntestinal .
PRk h TR AbRE R R NRG A0 g BB Rl eral m
Hecsensbt inyepden isglycerits initially prepared, generally
conprises fromabout 15%to about 50% water, nore
preferably from about 25%to about 40% water, and nost
Tbe priefcdatmbzhslisfaf de imdtan invafidntalsoabmpttiseAQher Wi @ but Helnlg@imited

SO PR BT AR s

slliipiog sontdct @ith ie@siroiERHEN TWAds enesunteded ih HRMUAGNT S,
essences, and other aesthetically pleasing
conponents. 15 The conpositions of the present

TRY EHRlioP the GARe &R R 84 a8 p&fg&m,rgeﬁé@mﬁ%%ﬁ%siffmhbom
pa I'Ty

3gft gl?ﬂlatin shell that is ca | e of substantia :
ORIAAChY % Hatep R RICEIEY from alout 28 %o bwit 40fevdtaidangfmost
DichBably 1me0hit 306! 18hbdht 3% Water0Of the instant invention

can be prepared by conbining appropriate anounts of

gel atin, water, plasticizer, and any optional 20

B i e T A R

s@pringsdoehidéngodotaaticomin gs, Thaivarirgefiresgehttes,ant heldants, essences, and
[ .t h be used for encapsulating the
g%lg?a%é@éﬂﬁg@ﬁ@?%/nggg%?ﬂ%e i1l conposition enploying

standard encapsul ati on net hodol ogy to produce

e- pi_ec. herneti cal.l y- seal ed, soft gelatjn )
B eromions f therese it e pabe sRePRUTHL Bithi By epentional
stefsgelal SRS ianpai sEsuBBalih@ly cbii@Hing W ApBaLbERLL! Y
smallqmed; The sof&gﬁﬁlath %gpsules of thé instant
TARABARY P BAHO%rOL e thestifteglaiie shedls olethe Bystantiayeniin Patoh mrgpared
BY\Ebribtih € ApropriaRHnfiufits bf BamD Mdfer, bRt MdARY hticadQ0
mg of the ‘active conposition. Soft gelatin capsules
SATEPOBFRERP SR IO YPsHRL pRbREtaBirgeandios elirring whilpheating @ about 65 °C.
W1 & uAS6HHh Blutibh is obtanll BRL Sofr MMUATAGT Sebd?ion can then be used for

Consi derations", Drugs and the Pharnaceuti cal
SerRERE thy desirep gudnily of dbp TR eqmumsitioy emplogipgstandyrd P,

. . . 1990).
i MBIy pRICHGEs onk e, Rl Sl i
Epeyest SrregtlainghpsBlea ravdomeediinte theesimmuichamyand viak so that they can

ity 0, o P BB S M Goea S o o gt

- Sizrdionersp swillowSeg dng ey pidaly et tain ifmm abbectidoh®@yibout 2000 mg of the

%g?l;%o%ﬁ:ﬁe?irﬁl n%[gg]gg{;]t% tfapsh/l%:ls éndﬁe%baprs]l.?lhm?ﬁ mgtgédsza?é ge%crgb\]eg li]¥ P.X.
Wilkinson et at., "Softgels: Manufacturing Considerations”, Drugs and the Pharmaceutical
Sciences, 41 (Speciali;ed Drug Delivery Systems), P. Tyle, Ed. (Marcel Dekker, Inc., New
York, 1990) pp.409-449; F. S. Horn et at., "Capsules, Soft", Encyclopedia of
Pharmaceutical Technology, vol. 2, I. Swarbrick and J. C. Boylan, eds. {Marcel Dekker,
Inc., New York, 1990) pp. 269-284; M. S, Patel et at., "Advances in Softgel Formulation
Technology”, Manufacturing Chemist, vol. 60_,. no. 7, pp. 26-28 (July 1989); M. S. Patel et
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WD 2004/ 091317 PCT/ EP2004/ 003913 -8 al., "Softgel
Technol ogy", Manufacturing Chem st, vol. 60, no. 8,

pp. 47-49 (August 1989); R F Ji merson, "Softgel
WwaShdsobBlat i n Capsul e) Update", Drug Devel op Pzﬁlﬁ%ussn:s
I ndustrial Pharmacy (I nterphesx 86 Conference

12, no, 8 & 9, pp. 1133-1144 (1986); and W R Ebert
alSobéfigel Bechhslofe! mahﬁa&a&ﬁgxt&&nslt%woqh@ DR @,9«%95Rﬁ%ﬁst

Phar maceutl cal Technol o

SRR, - fimeman,Spsed fakCelrin ¢ ‘P%i)é‘é?b"é?%ﬁfee"dDw Tesplopmensend
heib®did Phiknlbe b kk 88 icbnfeldiRe), U4 ho %R &Y %91?’5?’1 44 (1986);

ca sule i s so e In water and in atr0|ﬁ

ndWVeB. Ehgpo ﬁ@/ﬁhsmﬁd@nt%%@pédﬂmquq%aw&mf';Pfshmwbutxcal
T@o‘ﬂh&ib %{VH ‘%ls g OAQV g 034-56 K’Bﬁﬂ% ﬁfe&&%e@%é Enr }a?e bér r}gflerence

tract er éby T nt ucl ar maceutr car
Fereimin thbie ehtireyi 'Hhmmungmﬂ gclabn pslp;ssle i sodyibdain veayes tradrin

- gagro%rtees m%%l ?ﬁg%,aﬁlh $h o S%iqegst?%hcggguéeg agig%{}eggxgﬁlﬁg d?ssolves or

TpNiaiin ﬂngas’iﬂﬁkﬁ@nﬂ&fhcf@cﬁﬁy inhredwigahagithrdgdeud el actives from
'n%% SI ent s gwjg_lb g capsul e may be about 10-28 mm
}E}P ¥ Sﬁqe)}“tﬁ YHiffoBicAl S¥8IPM) cul ar about 25 nm | ong
and have a dianeter of about 5 to 11 mm preferably
-10 rm% in particular, 89 mm 15 Tablets of the
f capsies bavisap ablope sheng toi facilitate swgllpwigigeln the case of a
@Il@?cﬁl@#ﬁlh?%d % ’7@5 P &fttﬁé %mbﬁ%ﬁ%@ﬁ@qh%eﬁéﬁk R4 QEIBng capsule

conventi ona used in the art of soli dosage form

- gy heabant Bh28 msu prefdyntdy 8&@6 pine i Bazwnlmbmﬂm@m Jong and have a

zg %mrﬁsﬁ%tbgmﬂ réfeﬁﬁg%af&@mélngfregrams bgneSI um

stearate and stedric a r
exanpl e cel l ul ose derivati ves; starches bi nder s, for

ERARY SR Ao R o o MR YL B U005 Py

eriva
motptailaadcipdént capsntiamalipued di ta adiofl sqhdfdmsagimrpfoanulanon
cellul ose derivatives; as well|l as preservatives,

suspendi ng agents, wetting agents, flavoring agents,
$uitable RgcipigRs bdhich BaRghoRSorateDinoN e Elbﬂm Sor example magnesium

S B, AR RO O R B 0: o el Geficase eBivEveF graepindes,

RosRapld m@cnﬁm étbrcﬁéé[ dIp¥inPFRIIESRs And EdIluBsE B8tvatifoes; Shidants,
1f(‘%drox pro | met hyl cﬁel uI%se (HPMO) . Suitably the f?l m

rcgmprqswpwé% &¢r exanple SelHoss et ke as well
is'ﬂr&hﬁﬁ?@&es Susfindids agéhon il BRAR, HBl e dadid, BuERRagents,

material in conbi na an opacifier or a pigment
afhesiveaccolqring aBems: éW@@@Wd% aggnts momat%\to their form.

Suitably when the composition is in a tablet form, the composition will further comprise a
film coat, e. g. hydroxypropylmethylcellulose (HPMC). Suitably the film coat is a
transparent film coat, although an opaque film coat e. g, as obtained when using a film coat
material in combination with an opacifier or a pigment such as titanium dioxide, a lake or a
dye, may also be used. Advantageously it has been found that the inclusion of an opaque
film coat minimizes tablet discoloration, which may occur on long-term storage of the

tablet. Discoloration may also be avoided by incorporating a coloring agent into the tablet
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30 dye, may al so be used. Advantageously it has been
found that the inclusion of an opaque film coat
m nim zes tablet discoloration, which may occur on
{v%“zgmgﬁfs'ﬁ storage of the tablet. D scoloration:¥Rmnosens
al so be avoi ded by incorporat ng a coloring agent 1nto
the tablet WO 2004/091317 PCT/ EP2004/ 003913 -9 core.
Stk IRbhBly SHRNatIAPHeY sy fiil-sdhtddCe. fy 1f'&§féﬂtf&%stﬁenc$urposes
i f desi red for aesthetic purposes and/or to aid
giclto o nyatiomieg-conbi ned active ingredients are mixed
W th the excipients of the tablet. core and 5
conpressed on a suitable tabl et press. The conpression
T cadividiactivedngrediens as miredwiduibe exdipitite vithe fablstitara nde
reaki No I es and hence with the required
g?’zglﬁsaem?f’%?"ﬁé‘t%@éﬂﬁ’zﬂ éndent on the shapes and si zes
of the punching tools used. CbnpreSS|on forces in the

nge from 20 kN are g
et O Frireotichng hedBo b bl Rt bl tkinpagpisance
alai 1RAsERi P he bhiRirdE biehilosi isied B @B pdridint oh Ohe sh¥pes 2h@¥iBSs of the
ession faorces may _produce rrec ani ca%déﬂ nst abl e
nﬁ'@e@d&nﬁéd tleFnsgssiop frees 1 Presiﬁ%%%‘i Higher

I%S%QB&%%R%% t&s WAL B aelaydal rélBated Of thb! bG8 ¥Estances (i)
oval or oblong forns. 15 The coating sol ution

;s:rfe\aalpcwr ls9mmpricssianforcRIRY PrRycsmRAcheicads vastle wbleﬁeThe tablet
CRLOMES e alFREGH bRbSs; Qﬁ%ﬁeﬁe d%ﬁ!tﬂe% 'aé%ﬁuﬂd’bx%‘@ﬁa? br bib&iveRand
a suita ecoatlng pan t I'mcoating solution 1Is
appbi edorgfotmes. t he tabl et cores. Preferably the tablets
have an obl ong shape to facilitate swallowing. In the
case of a film 20 coated tablet containing 300 to 700
Tt afatibheohamndis prepbr@i:‘ltyi m:iairigrt@af ﬁm—ﬁnm membﬁtmge tcdnirime

PBere A< Mo e O iR P ap i st 22 sotion
Rrapsigsdioni todeniblgRoeaNt ai n | ower anounts of DHA (d)

than the capsules due to the oily nature of DHA. 25 A

w de variety of vitamns, mnerals and trace el enents

Phadratdy theSafids ik ab ORBANIHaPOI thYlitaR RGN ihg IR @RI Tase of a film-

| act at 1 ng women or wonen havi ng chi] dbearin ot en
e tales contaipineciRiq Y %%@%m&blﬁ%ﬂmﬂ iR gelops tablet

ky bO B RO SRS ndnPlohy Afd e a WiatR BE ARt 5 B MAEMl NY
gquantities. These vitamns, mnerals and trace
el ements include, for exanpl e, Vitamn A or 30

DS L 2a1E A Rhid e§{§ acc¥idifyTh &e?r%eﬁt%eﬁmrﬁéﬁn%@fow-gphﬁmnﬁ of DHA (d)

nononi tr at Vit am
than the capsules due to the oily nature of DHA.

A wide variety of vitamins, minerals and trace elements that are safe for consumption by
pregnant women, lactating women or women having childbearing potential that are .
attempting to become pregnant may be used in the dosage form of the invention in varying
quantities. These vitamins, minerals and trace elements include, for example, Vitamin A or
beta-carotene, Vitamin B (as Thiamin or Thiamin mononitrate), Vitamin B2 (as
Riboflavin), Vitamin Bs (as Niacin), Vitamin B {(as Pyridoxine or Pyridoxine
hydrochloride), Vitamin By (Folic Acid), Vitamin By, (cyanocobalamine), Vitamin H
(Biotin), Vitamin C (Ascorbic Acid), Vitamin D, Vitamin E (as d-Alpha Tocopherol
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Ri boflavin), Vitamn B3 (as Niacin), Vitamn B6 (as
Pyri doxi ne or Pyridoxine hydrochloride), Vitam n B9
(Folic Acid), Vitam n Bl12 (cyanocobal am ne), Vitamn H

whhesjoBsyy Vitam n C (Ascorbic Acid), Vitam Npddygpasossenzens
Vitamn E (as dl - Al pha Tocopherol WO 2004/091317

PCT/ EP2004/ 003913 -10 Acetafe), Vitanmin K, Pol aC| n,
M@ﬁbﬁ%K'FMm( ﬂ%ﬁ%ﬁd&%f@@&@é@mﬁﬁ@é rus,

Pant ot heni ¢ Acid (as Cal ci um Pant ot henat e), e (as

Prytotsaicupeid dasi Grioium Dagjadenatan lodige (avkgiresiim ﬂ@c@a)d\éygnesmm (es

ﬁagl%:sﬁﬂggﬁﬁ@cz% '(;Q%&( %ﬁ)h%n%ﬁﬂlglﬁgz;se @Mn ggeﬁ %og)})er {as

Cuprice@xye) mgﬂwaﬂﬁas(ngEfm@ ﬁulﬁﬂtﬁkﬁh@mmﬁs (BilromudeMOnde),
P e e e S e

Sulahixwirgsahérest, Such wﬁmains rBinerals raad ea@al e@mmmtmaccﬂmnercmlly

GETIL o e Sh S0 BT RS2 AT B e
Ny, ay.3)N. J. ). 10 Preferably the conposition

according to the invention contains at |east one
vitamn selected fromthe group consisting of

Pr3fesaPihe 86mpodiiod BbbrBig toVhd ARbioB2ontYint A Tkddt R vitamin
Vitamn Bl12, Vltamn C Vltamn D3, Vitamin E, Folic

sldcted fRinothe grogp gonsisting plfroaretens. Vitapin Bi, Mitain By dfitamin Be,

03880, iy DAL DA L M T i,

pérﬁmmucﬂiﬁiosz\éetfamsmnﬁﬂiﬁch t\e tmlﬂvﬁtaﬁn wixtvastonsisB,of P-carotene,

D Faeh i G 200 e

mmdtm@uﬁ/anum&méa sel ected fromthe group
consisting of Vitamn D3 and Biotinis from500: 1 to

100, 000: 1, preferably 3,000 : 1 to 30,000: 1. 20
lFﬂéfeHB@f R i pHt 4R BHA &) % SAPROSHe!Jr o v1ﬁéﬁ1§{s%)rkefe&€d from the
wei ght

ratio of folic acid to Vitamn B6 is from1l
groupcopsistigg of¥igmin B japd Biotin js om§0q : ¥ 105106,090p A Brifietablyr 3,000
%Q%Obo‘l?’ Furthernore preferred is a conposition,
erein weight ratio of Iron to Magnesiumis from 25
10 : | to1to 2, in particular from5 : 1 to 1 : 1,

ﬁﬂ'ﬁater E&?Jn%ﬁ ﬁ%P ongn wk&rm Tﬁl% Pal%i'otof ?(ﬁ]tc acid to Vitamin

accor nt'ron cont ai ns

]ﬁtﬁmd‘rcailis $&d BCh, qnbfémbiml -titbeto g r: Gup incpoanisiudt iabagat df 31 r on,

Zinc and Magnesium and at |east two trace el enments

sel ected from Chrom um Copper, |odine, Ml ybdenum
Burthesadre prefenied fy ©¢oepositom vheesimweight ratiof Iron to Magnesium is from

10: 1 to 1to 2,in particular from 5 : 1 to 1 : 1, most preferred about 2.7 : 1.

The composition according to the invention contains at least two minerals selected from
the group consisting of Iron, Zinc and Magnesium, and at least two trace elements selected
from Chromium, Copper, Jodine, Molybdenum and Selenivm, preferred are composition
comprising at least Molybdenum and/or Selenium, in particular such compositions, in
which the mixture of minerals and trace elements consists of Iron, Zinc, Magnesium,

Chromium, Copper, Iodine, Molybdenum and Selenium.
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30 conprising at |east Ml ybdenum and/ or Sel enium in

particular such conpositions, in which the mxture of

m nerals and trace el ements consists of Iron Zi nc,

W&%% Chrom um Copper, | odi ne, Y bR, AAR0s013
el eni um WO 2004/091317 PCT/ EP2004/ 003913 -11

Pre-m xes contai ning vitam ns and m neral s recomended

fPeS-mBe BdMin YWiliins drAGhiAHR %coMﬁﬂedafﬁgpr@QEﬁﬂgec O ne!b&tam g

chi l dbearing potential that are attenpting

HogsA 5*’1‘% wompakavifgchijdbearipg ejedial tbaw@@mnugw@ bgedtRe pregnant
%\?ﬁﬂ ]ﬁbg dth Eﬁ) Hée%ﬁgﬂﬁ dds g(nf ﬂ@ﬁre%%lt in98H3h A6Y ve
tso er tso de

from

Pirtaped frpm WatheFdesﬁg ehtdmdsr WﬁtsoméoalmWé‘rﬁOﬁm. may be

formul ated usi ng any pharnaceutically- acceptable

fornms of the vitam ns and/or mnerals described above,

The ﬂmgfnfprm:hﬂ the Biaérttion maptbe cEdsmmtamdlmmmjayhaHm&&ﬁ@ﬂy-
kil g t he

Bkl Bort B P ittt i G PinS s SRt ey iting thoi salis,

whﬁihuﬁ@hmrb?&hdwbﬁl@ﬁfn&h@aﬂ EBga@&ipwmﬁaﬂBB Soutiddiy-
| um Oxj de, M n;] dr oxi de, and ghesi um
12ble MABRESTITRL AR u e&\‘!?:%‘ﬁi‘% &Earaie; YlAgneRyER radonate,

Mﬁ?ghékﬂﬁn eRide Q@Iaéﬂ%ﬁuifﬂiﬂdﬂm%d Ma%ﬂesﬁdm Qﬁl?a[té PHSnnaBlutically-

lron 11l (ferric) supplenents, such Ferrous

S‘EHGP%Wé iropggmppynéinglp ey oFdiristicknanndondl @errque) ordrag M

?E@gleﬁ'ﬁ hs e Jﬁehro@; §ulfalce:r ?El'ﬂ\?@%d%e%@’ éﬁk&late, Ferrous

c exes, Ferrous Fumarate, Ferrous Succlna

F@tvtatg,l&n@mfmc,&onmﬁgb@zwagc@npl@@s,rfimgus Fumarate Ferrous
] e

X AR FARRL Sl Mo CRIR AR OB S EERB

Ghehhmcom;ateeﬁartms Cakbosos,agé thedikas of the invention may

be m croencapsulated in a coating of fat,

m crocrystalline cellulose or simlar material in

Wheleitantins pidey etterilhadet] telprgpae dicidosmgt fdaws of/ ke ipdstion may be

conditio m ns and/ ral s tha re. .
B PR e e BB G R TP tRRS G ER prsi il aratbca i
bhies® pidvaht thditddzaRamomidedc afiots @adiEtpt | on by pregnant
wonen, |actating wonen or wonen having chil dbearing
potential that are attenpting to becone pregnant.

The SitumiNd 4nd/Br RineSithil REERPIDyRT 18 u@mk?ﬂ@&m & BindERIeA tare
that is effective for enhancing the 25 nutrition of

Proasthatiee RerRRended T 40P HEPHEhBhPEENARbIETETh dagfaipe women or
aoidkAhaatd dhﬁldﬂﬁhﬁ%é&t@ﬂuaﬂ ﬁ@ttare e pﬁh% ﬁm&bxﬁgp{egnetﬁ@%%

pregnant, devel opi ng usas or
mﬁﬁ:gnm;@rmmp@]s are employed in an amount that is effective for enhancing the

nutrition of pregnant women, lactating wormen or women having childbearing poteniial that
are attempting to become pregnant, or of their developing fetuses or babies. This quantity
will vary depending upon the particular vitamins and/or minerals chosen for use, but
generally ranges from about 25 to about 95 weight percent of the total weight of the dosage
form, and preferably ranges from about 30 to about 90 weight percent, with about 80

weight percent being most preferred.

Each dosage form may contain one or more of the above vitamins, minerals and/or trace

elements in any quantity that is safe for consumption by pregnant woren, lactating women



10

i5

20

30

wi Il vary dependi ng upon the particular vitamns
and/ or mnerals chosen for use, but generally ranges
from about 25 to about 95 wei ght percent of the total

%h&'%m@f’r the dosage form and preferably r 0J4;99;g)13
about 30 to about 90 weight_percent, with about 80 30

wei ght percent being nost préferred. Each dosage form

o B Hﬁﬁhg‘clﬁﬁﬁeaﬁﬁg g&ﬁxﬁlaﬁhai 88 2808 M badShR eg;narﬁ (i.e., 2

m nerals and/or tra el enents in any quanti't

quantifythat weiHd pereaunepeimoip tb‘;/ WBEEE Aefstmingrtemfood hes eattphgr

T b P R e Bl AR et b o KRR

Prdendaranges ghithe tlaibi quant;ltlea of theaatiousy ittt ambuﬁtdzraiﬂﬂlat may
0 food bar; or .to
SR SRR ot B MO AR ANAUE R bl eoh O BFY cosile 6150 or
cbnﬂuhipumedmngkaejnemﬁpmddm fm@pngnmtlwm:]ea laaamfgarmslﬁd] OF women
uantities of the variou am ns
AR S iBhartod Def b e 8 i B et peapa g b oM o3¢
qiasny® fHohtehetjuihiigl abatNeeRolPidelrdinon £6 Snd @86t

'p&q%rmfor .consunption during a one-day period) for

fren, |actating wonmen or wonen having

chi | dbeari ng potenti al that are attenpting to becone
pregnant (from about one quantity to about another

b prefaripyl each glogpep forgacaeydmg e Bredrisert IRWABLCONiS onR er more
of B8 labo R Vs CHindHAMlok e clindfiSh o LELEKHEkHEAERsponds to

dosage formaccording to t present invention

abon i Asofdhrerecymmended daly ddaeffammlwmns m neral s
and/or trace elenents in an anount which corresponds
to about 100 % of the recommended daily dose for
D A& ¢dreotahewaomeric acld iﬂ-llfémé-@bﬁn $atyexsichagiicneaedsely fosbrain and eye

BRI iRt R ot s RGPS e et B SRR

mwegtiadinen hmoﬁnt&hgnfgd&a@ gbdud | fitaadbot 880 md) wathitabout 100 1200 mg

anoun n out 10 to,.abqut 300

B B0, 119 S0t L e eeg oSt BRETRAder BvepeSiiantens Bertipe
vit@ien QandasdmeadRbiag cEtibt aingpoeatabatWa @BmpliRElodiebdife pregnant.
~wonen, and wonen havi ng chil dbearing potential that

are attenpting to becone pregnant. 20 A wide variety

ppvbfvldte FhuSetPBEfaR An8 ofAdhn e cBFRIyey %ﬂcaﬁ&r%ﬁmﬂﬁr@ Theselids or oils

These fats or_oils include, for exanple, olive
neﬂh}de, fensrerpleplive Cﬁ]aF?ﬂolﬂ 9il, pelsrsh s@coam oil, §WI"V§V@F pefput ol,

v@&@ﬂﬁg 01P !léc1ﬂnnvi?éﬂ%'ilagﬂtﬁn Qééd’ oil, %b&m dit, lefrél Snlibn%hiycerﬂeg ton
seed , soybean oi'l ﬁcetl

dlglycendes butter, marganne and other amma] vegetable, and marme fats, and milk fats,

waxes such as beeswax, which are commercially available from sources known by those of

skill in the art, and mixtures thereof. Vegetable oil is the preferred fat for use in the food

bars of the invention.

Particularly preferred are dosage forms according to the invention consisting essentially of

(a) a multi-vitamin mixture consisting of B-carotene, Vitamin By, Vitamin B,
Vitamin Be, Vitamin B1g, Vitamin C, Vitamin D3, Vitamin E, Folic Acid, Biotin and
Niacinamide; .

(b) a mineral mixture consisting of Iron, Zinc and Magnesium;
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di gl ycerides, butter, margarine, and other animal,
vegetable, and marine fats, and mlk fats, 25 waxes
such as beeswax, which are commercially available from

§OHeHmdgpown by those of skill in the art, p@ffeanos/n03013

m xtures thereof. Vegetable_ @il is the preferred fat
for use in the food bars of the invention. :

Par t i @yl ard wixpirebfarice dembss GOSREEE HUEMRGS Cofbdd Jodine,

*the inventjon consisting essentially of 30 (a) a
hﬁfﬂl%&’q}‘iﬂfﬂ}ﬂ%ﬁww?ure consi sting of O-carotene,
Vitanan BlppMidl@m n B2, Vitamn B6, Vitamin Bl2,
Vitamn C, Vitamn D3, Vitamin E,_ Folic Acid, Biotin
and & aciaPhaimepsenticalfy o disteiiclly suiiple ostdez onsi sti ng of
Iron, Zinc and Magnesium WO 2004/091317
PCT/ EP20041003913 -13 (c) a mxture of trace elenents
Mossprefertadisafdogige Sermuarcordmg pe the inveutianeonsidbigyeswatialin of

i ot b1 caitff e ttlme bl sl vialo BRRECARERES WTiAeR. yiwmn

Bosageirf ?flf Miaﬁ:@of (B:;j 'Mi@nﬁloo IDBIzqgiédrlﬂﬂﬂﬂ?fitﬂﬁinQ?w%tﬁﬁﬂmlFoﬁc Acid,
ssent y of, (a to 160 ng of a multi-vitanin

ﬁii‘?ﬁ?éﬁ%mr ng of O-carotene, Vitamin B1, Vitanin

B2, b} amiso 163620 My b dithdraiBliiure Goh@bing oEiro] Ziadhdy B?ggn(c%iszm;

Vitamn E,_ Folic Acid, Biotin and N aci nam de; ]
60 t d9120 1R80P weradrixprsceliirage eleReniseansigting of| Ghaprmium,
Chpifer, 3t BRI T and SolenhHp 10 5000 g a mi xture of

trace el ement's consisting of Chrom um  Copper,

| odi fd) MV3PY EckOums effaHSetnéni um (d) 100 to 200 ng of
DHA; d ; ' dietetically

sui ta(gzre %%@SPMC@%#&% Ile)%lsél%%%&%g}é dosage form
according to the invention consisting essentially of

e e S T R e e S

to 1.8 nyaefulidvitaninmmiBiire donbisting of 173 160.50hg M f-a8ornd8.0 to 1.8
& S5l LA B e 8B B L
of Vitamin By, 60 to 110 mg of Vitamin C, 2.0 to 200 ug, in particular 2.5 o 10 pg of
Vitamin D3, 15 to 30 mg of Vitamin E, 200 to 1000 ug of Folic Acid, 10 to 100 ug of
Biotin and 10 to 40 mg of Niacinamide;

(b)  amineral mixture consisting of 10 to 50 mg of Tron, 5 to 20 mg of Zinc and
1 to 100 mg of Magnesium;

{¢}  amixture trace elements consisting of 10 to 5{5 g of Chromium, 0.5to 1.5
mg of Copper, 50 to 500 ug of Iodine, 10 to 100 pg of Molybdenum and 10 to 100 pg of
Selenium:; . ' S

(d) 100 to 200 mg, in particular about 150 mg of DHA; and

()  apharmacentically or dietetically suitable carrier.

Most preferably the weight of the active ingredients (a) to (d) in the unit dosage form of
the composition according to the invention is from 150 to 700 mg, in particular from 200
to 600 mg, most preferably from about 300 to 400 mg.
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20 Vitamn D3, 15 to 30 ng of Vitamn E, 200 to 1000 g
of Folic Acid, 10 to 100 pg of Biotin and 10 to 40 ny
of Ni aci nam de; (b) a mneral mxture consisting of 10
W8 8fnd@10f 1ron, 5 to 20 ng of Zinc and 1 gcqpdfbsa/i8bo13
of Magnesi um (c) a mxture trace elenments consisting
of 10 to 50 jig of Chromium40.5 to 1.5 25 ng of

Copper, 50 to 500 | | odi ne, 10 to 100 pg of
O%‘Pf%f[ﬂ)é?ﬂ?rﬁ’%%f %0?1819%%11@0%&%61 fiYRRtond) Pretserbly
adtifisiBbd pefdlar ticul ar about 150 ng of DHA; and (e) a

pharmaceuti cally or dietetically suitable carrier. 30

Most preferably the wei ght of the active i ngredi ents

Pl%@ed&g g%y loP e NGl repm%§ a&éa';%%{mﬁéin%mn

accor el nve
wﬂl’iretdesnnibad irf motm d2@l heteinaBerO Thy pxmpi@ Wbr@ﬁdicubl syrv&s soiely as a

oS3 R R OB TG o g

to the invention is preferably adm nistered per day.

EProiedures by way of exanple for preparing the dosage
ccording to the invention 5 will be described in
ag&t ai | hereinafter. The exanple which foll ows

serves solely as a detailed illustration w thout

restricting the subject nmatter of the invention.
SdExguiqine cdpsulbobite piappred casiainihg tisofollowmigatii veengadisntb:e s

are prepared containing the follow ng active

i ngredi ents: Conponents Effective anount / caps.

[ @Shpotentsngr €l 6Nt s B - Car of gneEBoRivamatit F05s.
suspenS| on 9 338 ng Thiam ne nononitrate (\/tam n Bl)
; (T.) gLy boftavin \Vllanll B2y—168—nmg—PyrTdoXi ne
~ ‘ de (Vitamn B6) 4.09 ng
B -Carotene 2.8 mg
as 30% suspension 9.338 mg
Thiamine mononitrate (Vitamin B1) 1.75 mg
Riboflavin (Vitamin B2) _ 1.68 mg
Pyridoxine hydrochloride (Vitamin B6) . 209 mg
Cyanocobalamin . 325 ug
'| as Cyanocobalamin 0.1% with Mannitol 3.25 mg
Ascorbic acid (Vitamin C) : 114.75 mg
Cholecalciferol (Vitamin D3) . 5.75 ng (230 1)
d,}-o-Tocopherol acetate (Vitamin E) 24.59 mg
| Folic acid ' 720 pg
Biotin 315ug
Nicotinamide (Niacin, Vitamin PP) 18.9 mg




Cyanocobal am n 3.25 pg as Cyanocobalamn 0.1%w th
Mannitol 3.25 ng Ascorbic acid (Vitamn C 114.75 ny

Chol ecal ciferol (Vitamn D3) 5.75 Rg (230 RD

Woleidnd@eopherol acetate (Vitamin E) 24.59 ngcpf@bdsfosons

acid 720 g Biotin 31.5 pg
Vitamin PP) 18.9 ng WD 2004/
Chantmom um 30g as Chromiu
153. 6 o 1000 g as
o Clrign ohIghca hesHARY) g |
gzggl‘ge 200 g as Potassiuml
as Sodi um nol ybdate di |

ﬁ@Cgppeaélﬁﬂphalﬂ)]cBEHenl te drid
Zi nc sul phat e nonohydrate 30,
L Magnesi um sul phate dri ed

PHAHhlnam82 300 nmg The i ngr e

encapsul ated into gel atine, \
fesling or m obl ong soft gel ati ng

£,0bliouinordigrensi ons:

Molybdenum

as Sodium molybdate dihydrate
Selenium

as Sodium selenite dried

Zine _

| as Zinc sulphate monohydrate
Magnesium

as Magnesium sulphate dried
DHA

as DHA Oil 50%

i cotinam de (N acin,

§1317 PCT/ EP2004/ 003913

n chl ori dgp pgxahydr atle
Copper (11 sul phate),
s | ronf W Bge 82. 14| ny
pdi de 2613@)% Mol ydeenum
nydr at e 1P g Sel eni um
pd 133.22@12@ nc 11 ng as
25 ny esium 10 hy
71.0 ny g150 my [|s
li ents ageigipged and
vat er and _a plasticif}]er
» capsul e¥0H&vi ng t he

261.6 pg

50 ug

126.1 pg

60 pg

133.2 ug

11 mg

30.25 mg

10 mg

71.0mg

150 mg

300 mg

The ingredients are mixed and encapsulated into gelatine, water and a plasticifier to

form oblong soft gelatine capsules having the following dimensions:

Diameter: 7 to 11, preferably 8 to 9 mm;

Length: 21 to 26, preferably about 25 mm
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Dianeter: 7 to 11, preferably 8 to 9 mm 5 Length: 21

to 26, preferably about 25 nm WO 2004/091317

PCT/ EP2004/ 003913 -16- CLAIMS: 1. A pharmaceutical or

{dodlrsonposition in formof a capsule or papkplyessnosors

bead or |ozenge, which can be swall owed easily,

consisting of (a) one or ot & vi t ani ns, (b) one 5 or

4}%}@4 neral s selected fromthe group’ consisting of
'Zinc and Magnesium (c) one or nore trace

el ements selected fromthe group consisting of

Chrom um Copper, lodine WMl ybdenum and Sel enium (d)

DHA, land A@Pamraserticalos distaty sPPRosEion e & sansyle or tablet, bead

o3 Wb AR Rhick a&mseesrwaua@e@easrg;r BBﬁs‘iﬂﬁg %ptab e@é OI%EOIQ LRERLY, (b) one

COHDOSItIOﬂ accordi n aiml
op mosgineralseipleaied from tbtt gotp torsisting ef Igm Eplc @oddlaghdsign, §€) one

oy PR S Eappoh fiel Rin ol 48 ofma gt AR Copper, Jodne

MalyetienBnand Seleridn, () BEIA) and{c e pharfateutidalyriaidiestieslly suithble
or. dietary conposition according to claim1l or 2,
&Fein the wei ght ratio of DHA (d) to at |east one
of the vitam ns (a) sel ected fromthe group
and Biotinis from500: 1 to

consisti ng qu Vital HEB
100, 600: ﬁ‘mai\e‘ﬁﬁ%ho fetany Fermposthion 4gqe Ie%/w&!ﬁasadswh?rew the

VAR B8RRI ORIR: Ploup O P LR R, SRR, Vigmin B

Viitgrofty BenVitaming BroVitamin &, Vigmin\Dp Ratamie B dlic dicid Biotin and

' conposi tion according to any one of the
Ngécgézﬁgfxng claims, wherein the weight ratio of Iron to

I\/agne5|um|sfrom10: l1tolto2 256. A

phar gaceu or .di.et onp osition cording.to, any .
one oOf t he PREPRCEEC Jjr%g’ g{aymﬁ% léllpga%m{c :laé’%tl G 4 Yverein
thafwdDkid r4tih) oft[lI—I!&l(d) lte@adtasbore affthet Hantingeesekbedninsthe f@)hp

cTAGBREnU ST oR G FRBhEGa S P60 000 1. a0

7 A phar rraceutl cal or dietary conposition according
any one of the eding clajns congistin o
esse’i‘rt i al‘gypgﬁ?’:‘%ﬂ?ﬁ % ‘g ROEHPERSS 1?5)*83“93?8“3 of the

preceding claims, wherein the weight ratio of folic acid to Vitamin B6isfrom1:1t01: 8,

3. A pharmaceutical or dietary composition according to any one of the

preceding claims, wherein the weight ratio of Iron to Magnesium is from 10: 1 to 1 to 2.

6. A pharmacentical or dietary composition according to any one of the
preceding claims, wherein the weight raftio of DHA (d) to at least one of the trace elements
(c) selected from the group consisting of Chromium, Molybdenum, Selenium is from 500 :
11020,000:1.

7. A pharmaceutical or dietary composition accordiné to any one of the

preceding claims consisting essentially of
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-17 (a) a multi-vitamn m xture consisting of
(3-carotene, Vitamn Bl, Vitamn B2, Vitam n B6,
Vitamin Bl12, Vitamin C, Vitamn D3, Vitamn E, Folic
wei26banb¥zpt i N and N aci nami de; (b) a mneral ReabaRoso13
consisting of Iron, Zinc and.\Vagnesium ; (;F

m xture of- trace eI enents consi sting of Chrom um

Copp qa) | @ HulifvitarYR kiR ER R fAg oﬁslc%teﬁm vléagk? BUA 1206 B,,

e) pharmaceutically or dietetically suit
lﬁmm&s Vitegnig BrAVjitraina dBamin By, Gawin Bt Bolip AvidyBostintandn
l@i% &Qig.g to any one of the preceding clains wherein
e wei ght of the active ingredients (a) to (d) in the
uni t (b[)osaganne&"aimmuuse donsistings@ Iroo, Ziiﬂ@antﬁgv{&neﬁum,

one. G0t nbuiredf s SRRk SR PRRG, G iRuy

- Mﬁlyb@uﬂa&ﬁdﬁ@ieﬂ:ﬁﬁ ny of a multi-vi tam n mxture

consi t|n lo_'gjé)‘%ﬂéfh‘lcarotene, Vitamn Bl, Vitam n B2,
Vita nB6 n B12, Vitamn C, Vitamn D3,
Vitaggn B, a &eﬁ@daﬂf or Bketi¢aNy snichold aAfienan de; (b) 60
to 120 ng of a mneral m xture consisting of Iron,
Zinc and Magnesium 20 (c) 100 to 5000 ttg of a

mi xt gre ofz\ C}:Chﬁl%%etﬁicﬂr@%e&rﬁ o%Itioﬂ Qcé?;f:dl%"fo%slz W of the

Copper i ne, Sel enium and denum

m@@ g clofmspimrein the Weight gt A a¢tn@em¢m ﬂaytodrl) in the u:mt dosage

f8tdns Md ¥ 766'Labl e carrier. 25 10. A pharnaceuti cal
Cfl etary conposition according to any one of the
pr eceding cl aims consisting essentially of (a) a °

P AR GO S Pt
prepeding ViatrasonsiBihg edsehtidliy . 5 ng of Vitam n B6, 1 O to
0 n. Vit B12,.60 t 150 th
0 232080000 ettt A imisitensia rigst o s of G-l Witamin
]ﬁ; VﬁQmet]EQ, TRARNNY, Phankia B, £ Vieish ¢ M0itdidn 1?0\7%]19{]3 Folic Acid,

Biotin and 10 to 40 ngy of N aci nam de; (b) a ni neral
Biptia anddNiaginainidesi ng of 10 to 50 ng of Iron, 5 to 20 ny

of Zigc ag@lio 120 mg of a mineral mixture consisting of ¥ron, Zinc and Magnesium;
(c) 100 to 5000 pg of a mixture of trace elements consisting of Chromium, ‘
Copper, Iodine, Selenium and Molybdenum;
(d) 100 to 200 mg of DHA; and
- (e)  apharmaceutically or dietetically suitable carr%er.

10. A pharmaceutical or dietary composition according to any one of the
preceding claims consisting essentially of .

(a) a multi-vitamin mixture consisting of 1.5 t0 3.5 mg of B-carotene, 1.0 to 1.8
of mg Vitamin By, 1.0 to 1.8 mg of Vitamin By, 1.5 t0 2.5 mg of Vitamin Be, 1.0 to 5.0 ug
of Vitamin By, 60 to 150 mg of Vitamin C, 2.0 to 200 pg of Vitamin D3, 15 to 30 mg of
Vitamin B, 200 to 1000 ug of Folic Acid, 10 to 100 ug of Biotin and 10 to 40 mg of
Niacinamide;

()  amineral mixture consisting of 10 to 50 mg of Iron, 5 to 20 mg of Zinc and
1 to 100 mg of Magnesium;




1 to 100 ng of Magnesium - Ig (c) a mneral mxture

consisting of 10 to 50 pg of Chromum 0.5 to 1.5 ng

of Copper, 50 to 500 pg of lodine, 10 to 100 pg of

Mol ybdenum and 10 to 100 pg of Selenium (d) 100 to

200 ng of DHA; and (e) a pharmaceutically or

dietetically suitable carrier. 11. A pharnmaceutical or

di etary conposition according to any one of the

preceding clains in the formof an oblong gel atine

capsul e having the foll owing._  dinensions: dianeter: 7

to 11 mm and length: 21 to 26 nm 12. Use of a

pharmaceutical or dietary conposition according to any

one of clains 1 to 11, for the preparation of a

phey) maceinegd lmiffurélbetsibiMg on1 ¢ todsIs@06r CRomidim@) 0.5 to 1.5 mg of

suppl enenting the dietary needs of a pregnhant wonman, a

Coppeaic g%tt‘i’ R0 wghahladine, 1QoigalPlore of AYiply B b9 dptl0f ng of

SeleM@: i S attenpting to beconme pregnant. 13. The use
according to .claim 12, for the preparation of a single
phéd) mac &0t o@D ngrofddBAaand unit dosage form -which can

b e(esld ma Ipﬁgn%%géjuti%&fyeoradigggéally suitable carrier.

11. A pharmaceutical or dietary composition according to any one of the

preceding claims in the form of an oblong gelatine capsule having the following

dimensions:
diameter: 7 to 11 mm; and
length: 21 to 26 mym.

12.  Use of a pharmaceutical or dietary composition according to any one of
claims 1 to 11, for the preparation of a pharmaceutical or dictary unit dosage form for
supplementing the dietary needs of a pregnant woman, a lactating woman or a woman of

childbearing potential who is attempting to become pregnant.

13.  The use according to claim 12, for the preparation- of a single

- pharmaceutical or dietary unit dosage form, which can be administered once a day.



