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WD 2004/ 091317 PCT/ EP2004/ 003913 MJULTI -VI TAM N AND
M NERAL SUPPLEMENT FOR PREGNANT WOVEN BACKGROUND OF
WA BE4ONSENTI ON 5 1. TECHNI CAL Fl ELD The i nvent PGHEP2004/003913
relates to pharmaceutical or dietary unit dosage form
whi ch can be swallowed easily, consisting essentially

of vitam ns and m neral s reconmm r__consunpt.i
BYUBTEYABAMMNAR, MINERAL ﬁlg woh %@&%RE@N ART WOMEN
chil dbearing potential that are attenpting to becone
pregnant, DHA and a pharmaceutically or dietetically
suitable 10 carrier. 2. BACKGROUND | NFORMATION Vitam n

BA@‘K@R@U‘NT@ prﬁp@qm@mre commonly adm nistered to

treat specific nedical conditions or as genera
nutklﬁﬁﬁmﬂaniAhﬁﬁEbﬂents Recent studi es have

AR I AP PO e

swiRieglealilyo BoReline @BkedgAll L oRVIRngSs Aid Bieedsasofimdnies for
nutrients and the etiologies of certain disease

consmmptaxsn bnpilegnant gwong@lelac@t@ g WOmpas) QF Romenpf; qhélgp%pémg potential that

e L0 10350 PN U O s

carrped entific Tables 457 497, (Diem and Centuer eds
/th ed., 1975). 20 It has further becone recognized
that various, groups of the human popul ation require

oS SiRCk N AR e of vifam s and

V1t£191ﬂ@idﬂhﬁﬂefhl gepefdbngaedoheani adrﬁmmst@x@tqﬁlr@t specifiemedical
known t hat pregnant wonen e iron

comdﬁema Py 2t gensFapatiiopal L pBlsenfoRe %%lf Ft&‘g‘éﬁ Veragiged the

1m30 Oé}\sys%ﬁéagéal %@é’@tagéﬁ By PRMBinRGRN nﬂﬂlerrﬁﬁt &@1@ ds@blished a

I ron suppl enents for use
corﬁBMtidﬁg)etxpdSe@ﬁgm&nmyme&Jo&XC@ﬁBS oNbese4mgOent 881 ﬂrre@tlologles of certain

exanpl e, di scl oses nut na u
disaght s e PURES N D EAIR D NyBHRRY ST Ease
nat| he gint ¥ atigs Nftr, {59 1R 8850199 8% Daxchak e Gei
Preg%gmfnr %g]t(g\gbéwe%vhe&itnenden% orf cal ci um(to |)?1h| bit the &

ScibitifavBitleh #57-497 dDidm end Cemteggieds.t Ghise. A8eed i n such
conpositions, so that the conjoint bioavailability of
these two 30 mnerals is enhanced. WO 2004/ 091317

Tt BRI R 0403 8dshized2hat various, groups of the human population 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
commonly 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

said 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 maxi m zes the bioavailability
of iron in prenatal iron supplenents by maintaining
wo b@4amsunt of cal ci um conpounds in the suppl ePENEPZN4/003913
300 ng or less and the anounf_ of magnesi um conpounds
at 75 ng or |ess per dosage unit. 5 Another approach

U. gogfghﬁo 3@5’?1 LRL RIS tlfxéJMBQVdﬂﬁbﬂi{ySof P&t in ﬂi’@natal iron supplements

2,479, erelna multi-vitamn and mneral
bydnmhmrryngt]qamlmmamf aak:npn@vme@ndmn & aunplemets,at@QQ nggher less and

or nore_ divalent dietary ner a ents .such as
the amaynff Bfi'agﬁ%?é‘ﬂgﬁﬁ‘ﬁ?m%&t ?%fngaork}?sg aval ?35? 3m§| ron

conmponent, present in a controlled rel ease form and

adapted to be released in a controlled manner in the

Amplsmpprscita thaarne poblom EGOUSN g PND. 41721 gherein &

S R S LD AL R AT R BUeCPRERIcAeL A one or more
divdled Qleary ﬁﬁﬁhﬁh&orﬁ;ﬁorﬁﬁ@tsﬁtmas i @8 %r ryagnedigi araf (b) ﬁ higavailable

43- 65% by wei ght carbohydrates; and at nost 3.5%Db
1r(wmqog1mongmt mpgﬁm@conﬁq&%ﬁg«plgase f@rlr%@gla lapiad ie gﬂ%ased ina

There | DHA nor to easily
Cogﬁgﬁ% %neéérb ulggérﬁoﬁteg%i{rg(gl ets. The International
Pat ent Applicati on WO 99/53777 di scloses a nutritional

nposition in formof water_ based drinks Qr er eal
UlSaPat. Nor 431 @8R hieclafs A TaihuaThY HRTRATt BBRARPSR Ff Mcenant and

brs%t-fgnd \9518{3?3@ ch¥Whfatns. I?SEUI ?W:@Ht be Brotéin SR b?fwelght of

unsat ur a Aty aci uding 20 DHA, mnerals
fagad-66% Byriseipht Farboleydrates and ot 3. 58P by voraghs of expissure, minerals,

tabl ets, beads or zen nt er.nat i.onal
oSt B I B8 B bioy BLBELTRGILE Ehe PR OBt Sibsutes o
osition for admnistration before and during
pregnancy conprising certain anounts of Vitam n B6,
folic acid, magnesi um and optionally cal ci um and DHA.

m%%{ ‘ &thizt he g‘l%; rq?ﬂné‘hlfd %}3%‘57? CF c?&se g%gtrﬁit&%l%oﬂiposiﬁon in

%f |$ k¥ Babedll @irtke GPadradl|bars ﬁb@btd:ghzﬁﬂ laﬁd M&a@g viomie compnsmg a
chis hard to swall ow. The International

nd*pmhlkmmtemrsomem@swm% s equreefl Rel ﬂmsaﬁuw%#grty acids including
p%“g\lsgrﬁ |t é/ltfl i Tﬂ‘e‘%‘e ¥ 4 pt% P n_B@c{lecs cﬁqgoég’ts,fﬁeﬁgs or lozenges.

verlze orm conprisin f
ei cosapent enoi ¢ aC| d (EPA) and DHA. I\/breover all the

conposi tions disclosed therei n hi gh, amount s
The¢ Indernatianal Pat@tgtlﬁﬁghﬁgthrhw&%gé ]a3§| cgs oes mnﬁg{}g)nalo(g)gg)é)sﬂmn for

{03 A aBhuNEs Wtamm B6,
@%n&sﬁrapgnﬁ ra {ﬁg &ngﬁe% gj?dé't co t al s about 2 %b
foMeiagl, naknddntAn end yptiodallR eﬂévuﬁgarﬁmHm@mzwﬂcb@ gqraposmons
disclosed therein contain additionally high amounts of calcium, resulting in a comparable

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 oil granulate in pulverized form comprising
eicosapentenoic acid.(EPA) and DHA. Moreover, all the compositions disclosed therein
contain high amounts of calcium, resulting in comparable voluminous 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
WwW@omiadrsing one or nore vitam ns and/ or m ner aPGT/ER20A4/003913

one or nore anti- constipatiof_and

regul arity-maintaining agents, which in addition may

contain DRA. 5 The US Patent Application US

20030050341 Al suggests a conposition for .
Thepp Pateeid pplipatioe USi 20028 B12380 S Ingjovigeefood dars Toncangumption by

DHA. . However . there is no hint.t he.trace el enents .
OB EISBRE 1) e Ui i A PR S Ngf o0 B rre anti-
codbtipatib® and HFRRSk}- AGTaifing Gleme dviibe ireddditanthay fontain DHA.

ad&%tionally hi gh amounts of calcium resulting in a

1o conparabl e vol um nous dosage form which is hard to

S i1 [ ef f
TS R SRR YRR A S5 b LR
suppleBBntigthy divt comptisipg @wad tlan 00 pleesfeDEE. Elohichir] there is no hint to

several deficiencies. One notable taEé%ble_mis t hat due

the Bagerrdemengh ChrrsuRE, SPPee Malyhdshem eAe Se'snivar Mrgovsr gl the
. . i ] a dpsaa fh . .
oSS AT LT D e AR, LRSS rsling e
coppagibintolwmimens dddage toren, sihidinie hardfesembowy causes a
| oss of appetite and a feeling of nausea, and is
experienced by a significant nunber of pregnant wonen.

D%gﬁ@ﬁ%%ofeggiﬁgi%?‘@% kSRR VDAY and Qrﬁﬁé&f‘s’ﬁ?ﬁﬁ‘:meﬁ%on if%r pregnant

cause t s and/or food bars that c [

tain a h
watnse cofivendonahpestaitd syppderadrds exhiibiasdvasl deficiencisr @he notable

neral ly are very. large, i l.ze, n regnant. wonen
pedflem g el 165§ S bt B kel B op B RRA DY g frount of
vifREndthB ah@lge Podnl BecBineh 818 VoRifinoiddeid tov@llowt d¥@¥cifl®y for
take these pills or food bars, these pregnant wonen
pregraghwemper i ence difficulty swallow ng and retaining
them Problens, thus, arise concerning patient
conpliance (the 25 daily consunption of vitam n and
MBHeS abkisbPRine By tcases BBoR todliappatide /1d SRBANECHNGubELand is
health of pregnant woman, and the absorption of the ]
exgeraanced Py 8 sisniticant Munkes @t piegein veomaTa Becase hey g¥pqriengeimoming
sié’MnE:& Qﬂ(?lpe%ﬁlksfe%é‘ﬁiﬂg %M%P@Sﬂ%tars t%’[rc%ﬁféﬁ{ a h&H rd'oFEFof recommended
MoOrni NG si ckness® pregnant wonen prefer to~swall ow
premps witesinsint Insinerls g3fethipbetvery hage iaatzengany pregaiant aomen are
The intake of a food bar, requires that_ the b i S
offeRaqleefapifto tﬁlﬁéh%ﬁﬁﬂ?taﬁﬂ&mlﬁén@ FnGsal pilf Aieof Gat. Ffgher, when
H1S ol i @xpd b
o3 BLB! 15 ol B RN S ASGRUNS pb gty
sv200WiYOhd kZtaPGTY RPROPhLEMED iif1s, arise concerning patient compliance (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 morning 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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-4 Morning sickness generally occurs nost frequently
during the first trinmester of pregnancy. Defects in

wo b@4nesial tube of a devel opi ng fetus (spina BPCT/ERR)4/003913
can al so occur during the figst trimester of
pregnancy, for exanple, during the first nonth of

%le&ﬁ:’ss ePaﬂ &cuﬁé’%’ﬂ%ﬂfr%iénﬂ?ﬂ@nﬁ@&@qﬁst&ﬁﬂfeﬁeﬂéf pregnancy

her regnancy ese defects are known to be |inked

Dé&feets iti ﬂnaaheqnahtuée ofi dkeeleffing Etus(Spiap Bifida) cansalogepgeuk ﬁlmg the

f ol d |
bl bEpBEntiel B SRR R PERLCE Bl Brinr o

whMa Ma®f b&cdidethwRea hed Predgescy. Tnésemeesctschra asovah fobe llnked to
been shown to have beneficial cardiac effects, and to

ardaadegaste inthlee of fokic emdcléasvw@blmW% fehislis acitpratsngovsral tube
!
oy B A BE o B PR A0S AR AL, Yoot chite

bedafigh 86dsePblid &id AR A¥Ebdeashomsn tdieplettbyefimaicardiac effects and to
devel opnent and eY sight. It would therefore be
dagessie BIriskob cerivisa] dsplsPr enatal nul ti-vitanin and

m neral supplenent 15 which overcones the

af orementi oned deficiencies of the prior art. BRIEF
MOEAVARYh Gt afiiiir ah NEREEA I Qe patrativms anailabkurppioirewnipr pregeaﬁ women

found t hat a pharmaceutical or geta[}g&‘ 03|t|q ¢ and
dq metareYide pry activa fRgipdieny o {mpoxe foafss 4oy R fgue Spmeht and eye
si¥fii ch can be swal | owed easily, consisting essentlally

"(a) one or nore vitamns, (b) one or nore mnerals
sel ected fromthe group consisting of Iron, Zi nc and

Itwcg‘nﬂﬂ?%sh:%u T@I}eg}g&egai%q @tﬂqg{ﬁ tﬁ E)%%%tgﬁ]lrrﬁlﬁf nl@B%:alﬂ‘l (ilfnggral supplement
wl\(ﬁhm&%ﬂﬁb éﬁ%f&%hﬁﬂﬂléﬁw detdicRHbs ofaRepfie) arg

armaceutically or dietetically suitable carrier does
overcome the above nentioned 25 di sadvant ages of the
known multi-vitam n and m neral supplenents for
pregnant wonen. Accordingly the invention relates to

BRIPPSUNRVRULY ¢ THE INVENTITYN onposition in formof a

capsul e or tablet, bead or | ozenge, which can be
Tihwahdwwaeprigagly §eon fomsi W%&@HEIP%IOF ghegry cengposifipn in form of

afcﬂgﬁf éﬁlbd?taﬁ"%a% or I(Q%}'l & Q)ﬁna{ aglgfel il 18@%@[30%112%&1@&5% essentially

consli S | ng I nc

oMag &S biiibre(\jan@is (BronswE encr¢ mireralk eetecied froml the prup consisting of
fromthe group. consisting of Chrom um

Ipadfine an aga@ﬁ@ﬁanécbwap AR el(sgynt@,qggectgﬁ Hopthe group
BPRIMRGE Lk ABULY CAbnd RUBic] SR RMnLARSEICARRL, (& DHMD () o

pharmaceutically or dietetically sultable carrier does overcome the above mentioned

disadvantages of the known multi-vitamin and mineral supplements for pregnant women.

Accordingly the invention relates to a pharmaceutical or dietary composition in form of 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
Tron, Zinc and Magnesium, (c) one or more trace elements selected from the group
consisting of Chromium, Copper, lodine, Molybdenum and Selenium, (d) DHA, and (e) a

pharmaceutically or dietetically suitable carrier.
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Furthernore, the invention relates to a nethod of
suppl enenting the dietary needs of a pregnant wonan,
w@20oaobst’ ng wonman or a wonan of chil dbeari ng POL/2P100&ab03913
who is attenpting to becomepregnant, said nethod
conprising admnistering to the wonan a dietary
Fugﬂé}iﬂo?m 108 AFRENtes Z(g R/b%é@rtbd%f@ﬁ?%gﬁ.@ﬁﬁﬁg theldie®ry needs of a
retary comnposition. reover, e invention réel ates
prdgaantseornin, aUsdatingphemamareawbmah obehiiibesrmg/potential who is
conmposition, for the preparation .of h%rnace ica
atteyapER SO Aegoms AEsERML Fif 15 0988‘&#’8?98&?3@5’1% Ridng fod g mpman a
i ggﬁgﬁm PQIR R pharhRet@dal BEdMRERPoEposRion.
dle@v\%ﬁgﬁp@%m%ﬁﬁ{ earFﬁg potrégr}%tﬁri al &ho is1 attéebnp ing to
beconme pregnant. 10 DETAI LED DESCRI PTI ON OF THE

| NVENT| ON The present inventjon,nmay be.understood nore.
MpIBAYAT| ' By R GLRUNEOR Dh P 81BN AL PG lag coribosTion, for
thsidﬁrgg{rhtﬁ’éd o HarthGuBES R Uiy epipalingNts sg;f)pléxhenting the dietary

ntion, and to the exanple 15 included therein.
neddseftagmegrisphapman.cupiteting wompn of & werranial ghiddbearing potential who

. composition, which is suitable for prescription and
15@41%1? itggmes?mg‘?ﬁ?%v\hi ch are avail able from doctors,

in chemst's shop or in drugstores, only. 20 The term
"dietary conposition " neans a conposition, which is
for supplenenting the regular food intake with

DRSPS OSTIF FpRRPRNas enherce el 11y of

THR'R&eAT iRV émIdnitlydse0nieisesdanors ugeiilybyrkterench t thadollowing
only in _ drugstores. 25 The phar n?g}%uti cal or di g{arxyé 1

detpiaphdescripien pithe prefeired @RPqAmERSs of Bt pntign g ta fhe example

. t,abl . beads or | ozenges, preferably as soft shell

m%%gesdﬁtfl%gm()r tabl ets. Pre-sel ected anobunts of the
conposition of the present invention containing
vitamn(s) (a), . 30 mnerals (b), trace el enents. ,
DY PRea st Lo CORBPHETY B QLB oT P BRI for

prgs%h ibdland @‘gbliﬂ&ircﬁ&n%\’é, B6d wRRh Gk Bvail¥B1e Fab i6ctaRdin chemist’s
suc my?ate gelatin shell. Optionally, the soft

shgebain drughedke$, anky.essentially transparent so as to
enhance the aesthetic qualities of the WO 2004/ 091317
PCT/ EP2004/ 003913

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. Optionally, the soft

gelatin shell is essentially transparent so as to enhance the aesthetic qualities of the
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-6 capsule. The soft gelatin shells as a rule conprise
the follow ng essential, as well as optional,
waeormpossnts. Gelatin is an essential conmponent POf/EP1964/003913
soft gelatin shells of the Lgstant invention. The 5
starting gelatin material used in the manufacture of
capS@EIT eBinl sheldPisA Mdcdayprissehdpiullbivadg esbardiallay sick as
of collagenous material, such as the skin, white
optmoah ecperents. ssues, or bones of aninals. Gelatin
material can be classified as Type A gelatin, which is
obt ai ned fromthe acid-processing of porcine skins
GeRAf 1seaihés@d:ﬂtfal 8dinpsienebieht sofc gglatim sheﬂiebﬁmennmﬁﬂnmdoxp Hhe
; Type B gelatin, which is obtained from
staxaumg@elaﬁe mt@@éslm@ thﬁ BBHECtHFFOTAATLFAPSUIRS i Bbtemﬁéﬁy the partial

hycgﬂ ﬁ?gglﬁageg ré H%E Bl didet vﬂ‘@ﬂe@ﬁnﬁ)&h‘(}@ 85subd] of bénes of

A and Type B gel atins can
amBﬁlsU Sethiihenabiaichn Be glebs&ifﬁamasﬂ e A pelatimquhish Iswbtamed from the
viscosity and bl ooms th characteristics
witapeerinirstpios she T AP BRF oGt PSS @EL 7 and pHS:

anc@ ﬁ;fzféég 1’?1cﬁ Wﬁlﬁéﬁ@ﬁb% tRY @1’1{!&1@&' SrobéRmgtdn %o@ S{fPanimal

our s . For a general
(bovasd kkips aMlc)Qﬁblg;&inasoaTecamdpcgEﬂ lzﬂtWCﬁItizﬁ éd ansp3lif @sBlesdeof Type

A TATTEH B ARG o ELGgtA pEo Jugy e Sl €T bl
blo& %nééﬁc@laﬂ&%&%ﬂ&%r &f@ﬁle RadnufdNeure AG8a88n 248bletfor capsule

et at I ssued 1990; these two
manefaenensesmimrciglly nvmlrabbrfmre dler@g@aﬁh@ywéﬂ@mmé §tnLouis, Mo.

their irety. sof t t f es
Fop# g%rr?éﬁ'ff%%@ﬁfm Ogvs‘g‘ﬁ?l? &t gegaﬁ} ’ﬁ{&t"? gﬁsl‘ﬂ"g st %“ﬁﬁﬁ%g
Ph&%%&ht&%?s&ém afeaitd. 2000k Pushbitly @@%paggzl Eusmsn, Prsm(rl@SO) page

preferably from about 25%to about = 50% g gl atin,

126b81d psst &5 bl 825 pedlab et NP9 24BoaB B9 Yef- Lisiied Jun. 19,
19%(5:, ép%gftwwr%ﬁf:egg%s Jein r%ulﬁ% Bt hEYRE b?ref@fen@e W tﬁéﬂ" El?nrcty

s rangi ng from about
about 300. 25 A plasticizer is another corrponent of
the soft gelatin shells%)f the instapt inve

Thesoft gelagin ghelkef the sansules of the dBFHE IREAHOY @S b‘?‘gﬁl c%regare
coﬁlﬁgg?sgf?orﬁtab&&ﬁ?fl tlfol ab&i‘t‘éé()??%&laﬁﬁl Rbre PrdfBldly PHhabHRD5% to about

require y characteristics for use
508 gAMiE A pRIsl Ia’efemblﬁﬁem abouH% o alpiua §0 Yocgelasins The gelpién can be

resent invention in erin or bi t
or Jupb iy bype BroreimmiT heft SR oo AT REr AL B g ot 60 0
d@ xtures thereof. 30 The shell of the present
|nvent|on as initially prepared, generally conprises
fron1about 10% to about 35% pl asticizer, preferably

A ];)lra(s)tgrcllge?*?g Emot Ogécgglpgr?eo %%%E)ngglsahjn Sh& " of B Wstant invention. One or
more plasticizers is incorporated to produce a soft gelatin shell. The soft gelatin thus
obtained has the required flexibility characteristics for use as an encapsulation agent.
Useful plasticizers of the present invention include glycerin, sorbitan, sorbitol, or similar

Jow 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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WD 2004/ 091317 PCT/ EP2004/ 003913 -7 nost preferably
fromabout 10%to about 20% pl asticizer. A preferred
w@b@svysizer useful in the present invention PGI/EP2004/003913
glycerin. The soft gelatin shells of the instant
i nvention also conprise water. Wthout being limted
mést pyeférhlel9fyom hibsut Waao absut®e% plaettiid. AiptbfbRed PastcRi dseful in
di ssolution or rupture of the soft gelatin shell upon
the Bigsené {NYRNten 1s188Y§HEB r oi ntestinal fiui ds encounter ed
in the body. The shell of the present invention, as
initially prepared, generally conprises from about
The5efttgolatinahellssd Yhenabiant invattionpisef@ngblsy watedWahoutbeZpMimited
t aboHt 40% wat er, . and nqﬁt to preferably from about .
by$eeary dheBater Ivbrlisted toraid 1y the Farih HissHulioe o ppEneisthe soft gelatin
shifbfidh GAthcP R ith MOERAOANRALIThAN i ol gL lRloly She! | s
I nclude colorings 1 ncluding color coatlings,
flavorings, preservatives, anti-oxidants, essences,

TR Sl F are TRty 4 RREY BPBER PRI sginpioes rom abou

159 eRdbolH F598 Gavdr! bR RO HANMERLIbBREL5% &PEHoud 8O BN fer, and most
shel| that is capabl'e of substantially containing the

preforaplysiren @hodt G0 %ato abenisHlWamagerper i od of tine. The soft
gelatin shells of the instant invention can be
prepared by conbi ning appropriate anounts of gelatin,

othetGhtionllcdsipoféewhicalken 88 YncoRidraB@Inta theGOMRLREALEelsnclude
a suitable vessel and agitating and/or stirring while

colesiags mgludingaedertcoatings, flaypsings, paesgriativesrrsidionidanis, ¢ssences, and

0“%2(a%gg%giq?lgmeé%ﬁ%inﬁ%%-i n shel | preparation can then

I'ng the desired quantity of the
fill conposition enploying standard encapsul ation
met hodol ogy to produce one-pi ece, hernetically-seal ed,
The gprpgutions of the prgeant ByentipieCagdicaneapsalfrsyidhin ape conventional

' | . ',
B e G
reagbndbieepdrivsitodtitmel. The pdfi gelatin ehetib oAtheundtadlivensonz eard 0y prepared

ea]%%/). swal | owi hg and tggfié‘:?il |y cont qi n, from about 100
bY SR RPrOBHH R AU, MAfG P IR EE iR a1y Orfipl
[ i o
C R 0 FARTME S AR ANEARTE A AN, Wafing to about 65 °C.
untienariformusolwiign Go ol hidied. Athiosgt geldimushsll prepatdtien can then be used for

en 3BT e e gE s in B0 O e A eobicP bRk dfndc
end¥pWiladth M%Kdol@@ﬁ%)gr@&xc@%eﬂﬁ&b, FermeticdiQLdRaRE, @kt gelatin
i

"Capsul es, Soft™, Encyclopedia of Pharnmaceuti cal
cappalehnblecgplatinagpsules arg forgigg AP itekdesirgd shapean@eigé smthat they can

be (f:edatciily g&/gﬁ&v%d %lé 5&{ gelatin capsules of the instant invention are of a suitable
size for easy swallowing and typically contain from about 100 mg to about 2000 mg of the
active composition. Soft gelatin capsules and encapsulation methods are described in P. K.
Wilkinson et at., "Softgels: Manufacturing Considerations", Drugs and the Pharmaceutical
Sciences, 41 (Specialized 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, J. 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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Inc., New York, 1990) pp. 269-284; M S. Patel et at.,
"Advances in Softgel Formulation Technol ogy",
woveswPgsturi ng Chemi st, vol. 60, no. 7, pp. 26PCBEP2)04/§03913
1989); M S. Patel et WO 2004091317 PCT/ EP2004/ 003913 -
-8 al., "Softgel Technol ogy", Manufacturing Chem st,
al.y tBaftgéDTeahnology", iManudattudth o Ghegnist, voll 6o, 83; .B7-49 (August

19805 & B tiamstsonn bonehiger GlF THAA A PR At dpRAE elppment: and
Img%giagv Tﬁ%ﬁ)ﬁg e(]f‘fﬁérpheég 86 Et%nfe?erf%eﬁ voPR2, bl 8% %ﬁ%‘ 1(13:%%%4 (1986);

Elastic Gelatin Capsu
antW qRieElots ageft Etastid GelahiaGapedes: iAcHhiqe Destgedfaony, Phaninaceutical
1 0. 5, p. 4-50 ( ; se references are
Tetfelpionat dn%fﬁ PR Eh T RSS R hers IngQfpPFascby reference
heddi®in @i ehiifag). TOb testRin %tsbﬁ g@ﬁtﬁﬁ ¢ L}%uﬂesls §8ﬂuHE| if vidler WAH &1
and In gatrointestina on swal | ow ng the
gatraipéastinal ftuids. @I@baswallcswueaglthqr Qiipﬁldb yth@l gelsth stead! rapidly dissolves or

ropR SR S0 L A BT i Bl Gl actives from
thé 11@&1&@01%%@ th@bRysid1e 19&]%2&@1&09' cal system 10
Preferably the capsu ave an obl ong shape to

facilitate swallowing..- In the case of a capsule

SRR o D T O L PSR o
capdud &fnadihing 200 26700mngiof t}ﬁiit’dnhtﬁm&cwcuab aipre Aéntson bl@lﬁﬁg capsule

and have a_ dianmeter of about 5 to mm preferably
magy. bepabent 19-38 ganprefgraity 32-86 m lwarpéslaé@é%f%trﬁ@ long and have a

dlérﬁ&gmf a%B 1?’3 {o lgﬁﬂxe 'b%kér%ﬁbl&%nf R g%rﬁ@ﬁ%r £9%ym,

ar maceut |cal e exci pI ent
conventional |y used in the art of SO|Id dosage form
fornulatlon . Suj.tabl e_exci |en S whic

Taplsphy HVERaETLLEraeTS cOREN &, ea%?ﬂ@&ﬁﬁfﬁ?f@%ﬁdﬁég.wy
accgéj)a 9}&?& Frft%@ﬂve?l'ﬁ RA1l\CuRs ﬁlgthe%tcdf@ﬁﬁcgﬁ %é foﬁrpfomulation

ul ose erlvatlves starches; binders, fo
exanple nodi fi ed starches, ponV|nyIpyrroI|dones and

ce] |l ul ase der.i vatives I|d S r, exa e - )
SoffGbe G QRfent oy iamay B8 Tns R RN Michugle VriRARb bk siampte magnesium
stea®lid MPsOarRelkid AldiMESin @ FoVBldmpl @8l R 8 YoM itl vé@Sstarches; binders,
suspendi ng agent s, wetting agents, flavoring agents,

fomnammmagéwdgtarcm@umé}iw pyrcczhd@n@m@dacganlose derivatives; glidants,

fo%a{e-ntgg e %%s ngﬁ,gr% 31?1? %1 tf8r éx&%‘gﬁ? aeg{ Zc}se nglfxvatlvteﬁf as well

as mﬁﬂlﬁdsoﬁs}ﬂéﬂ&ng‘ agfehﬁeWemﬁg'ﬁ%darﬁﬁ fRvofind faeaaabulkg dgents,
ydr oxypr opy thylcellul ose (HPMC). Sui.tably the film
adb@g‘(esi eplgring agents, Sweetening agents appropriate to their form,

ASuitably 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 incorpdrating a coloring agent into the tablet
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transparent filmcoat, although an opaque film coat e.
g. as obtained when using a filmcoat material in
w@ormiogsti on with an opacifier or a pigment sup¢lI/aB2004/003913
titani um di oxi de, a | ake or @ 30 dye, may al so be
used. Advantageously it has been found that the
coten S litishilp puobftatslets opgole bef filmrcened, eng.rif destred féedebthttic purposes
dj scol gratjon, which may occur on | ong-term storage of
an@)ﬁém figgwakowipBscol oration may al so be avoi ded by
I ncorporating a coloring agent into the tablet WO
2004/ 091317 PCT/ EP2004/ 003913 -9 core. Suitably such
Theabimbtredmatveaingredizatsf dré mixaaw #ld theeexcipienits ofdhs tabied cmerand
aest hefi c purpose and/or to aid swallow ng. The
CORBHLSH W%@%lfag]@t?ﬁﬁtr@8$sents are mxed with the
exci pients of the tablet core and 5 conpressed on a
suitabl e tabl et press. The conpression forces which
Tharcempessdied fooepwhidh age neatt¢dtoprofucs daltleth bé skitablkireaking resistance

r.esi.st anc and nce Wth the required br,eakdown .
onf G e P S RS DO PR e DR ILPD UG PO Aad szes of he
puRSHIEH 1% 488! Sork5i8 ShiorCRATY: 88 BleQBndefr&AS - 20 N Gref [RO@Red. Higher
from2 - 20 kN are preferred. H gher 1o conpression

compression ferged wayllend to tablett withva dplagedielegyedtioftae acibdubstances (i)

o [ 0F 438 ek kG ORUE RS kb by aFhee SEYE o SRR e bt

coted RhBthave alfeGertBYagesvie gidféreddedhbpshag ffind iy ami of Bicotkx and
shapes are round bi pl anar or biconvex and oval or

ovalrebdprEdprEs: 15 The coating solution is prepared by

m xing the filmform ng agent with the col ouring

materials and a plasticizer in water. Using a suitable
The @ahtinigsopaiontif prebiredbg enikingghs filmHformming bgena wthi thelcalburing

to the tabl et cores. Pref,erabl,?/ he t abl ett?‘ gﬁ\ve an ]
masgidheg ShalpeicizsT i aler (1hHne & WHIaPE/GORGRE PN iR &lparoating solution
is %ﬁeh%t@%eﬁ%&%ﬁs@bl et containing 300 to 700 ng of

t conbi ned active ingredients an oblong tablet may
be about 10-20 mm | ong and have a wdth of about 5 to

0 As rule the tablets acc in 0.th resent,. ..
PR 6L e 1 GIE SRR SR i i ot o im-
coRBR MR Lot iRi0300N8 70D nYg athélEEmBinePhAivedRgrfdidh®@@n oblong tablet

variety of vitamns, mnerals and trace el enents that

mayrte abafiel§-20 oo lesgmpd have dyidthoé g tawdfery. | act ati ng
wonen or wonen having chil dbearing potential that are
attenpting to becone pregnant may be used in the

AGOSB0Be kel &icotdis tovMe pidset ihventias ¥bigin lower amounts of DHA (d)

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
béta—carotene, Vitamin B; (as Thiamin or Thiamin mononitrate), Vitamin B, (as
Riboflavin), Vitamin Bs (as Niacin), Vitamin Bg (as Pyridoxine or Pyridoxine
hydrochloride), Vitamin By (Folic Acid), Vitamin By, (cyanocobalamine), Vitamin H

(Biotin), Vitamin C (Ascorbic Acid), Vitamin D, Vitamin E (as dl-Alpha Tocopherol
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quantities. These vitamns, mnerals and trace
el enents include, for exanple, Vitamn A or 30
whedangsidt ene, Vitamin B 1 (as Thiam n or Thi BOi/RP2004/003913
nmononitrate), Vitamn B2 (asjoRi boflavin), Vitamn B3
(as Niacin), Vitamn B6.(as Pyridoxine or Pyridoxine
AM@)oWhﬁﬂnl Ke})?olaglnl I&mcmaﬁ%(, thl(as Rmo;i)s Fuh‘lata@é‘;l Phcﬁi;ﬁorus
al am ne tin

Pa%%@%o%gedm ggleiugy ?%m?ﬁhe@ qudgrﬁ @s Eote%ﬁsura ioc}w@h%(lagneswm (as
Mz SHeSid ﬂddy\?éﬁoﬁdfzg%g%aefg}/eﬁﬁ é@g&g%g’eilenajﬁ Copper (as

etate acrn, Ni ac@nam ron
Cupeicr@ude)Munpatesd (as Riapphese ($efatePaiitromhen (a3 lerbﬁlul(rﬂﬁhlonde)

MRRGRFL5 P oo B Wi )Y ot et is) R ssarsiodiumn,

an§%§ﬁ‘1'réﬂhér@§f Sacl H?an%ﬁk enatels an@‘%fé@@ Ele Bts chrhﬁ'lerczallg/

Oxi de), Manganese (as Manganese Sul fate rom um
avahabderfram S@htce$ kaisyn bpthdst yhekélhimth¢ as, @Lud iag fMoffmann-LaRoche Inc.

(Fpgayﬁﬁr Choline, Fluoride, Chloride, Potassium '

) and m xtures thereof. Such vitam ns, mnerals
and trace el ements are commercially available from
sources known by those of skill in the art, such as

Prefstabiyniha cormpPositien aqgording tuihe eyenmvrucqntalmatm@f emeabta]mn

sition accordi to. the.inve con s at

sefegd FORRER eSS Ca b Oy R B S B B Fargin B

Vlgmgﬁ?r\ma%ﬁﬁ’c Viitagdth . Blitanint R olic Béid, Bib@hiy ﬁpdcmamlde in
Vitamn B 12, |tamn& Vitam'n D3, Vi'tamn E, Folic

pafaiuthy s&kodqsmgeaﬁmcknm incihacnthel mulmﬂtarrpa miiktwud ca:msstscdf B-carotene,

dosage f.orns, whi.ch t Vi tamn
ViEgnat. s SalGE e, VAR dhprd B G\ UfaHD B, Vitamin
Fo\{btﬁé&‘fﬁ @1&@1 and KBRiAnRi2, Vitamn C  Vitam n D3,

Vitam'n E, 15 Folic Acid, Biotin and N aci nam de.
Preferably, the weight ratio of DHA (d) to at | east

Prgtgf?@?ys #%egvgelglgttr%ﬁ% 0 %laﬁ%)gﬁg% atcl%:ils {3{1&%8 L hftglﬁﬁggg)p selected from the
grétqped%)i@tm dof PRARRIIEPhyd BiddiQs from15000 1368.1000001 1, %ﬁferably 3,000
e

Furthernore preferred is a conposition, wher ei n’

: Iviei3gW00r dtio of folic acid to Vitamin B6 is from1 :
l1tol: 8 preferably 1 : 1.5to 1 : 7.5, in
particular about 1 : 3. Furthernore preferred is a

Fue et bie@dtredi @rcem@oyi/amg Riherélh ki@ wéightatio bbfdMeGoRISHb Bitamin
is from 25 10 : 1to 1to 2, in particular from5 : 1
Baisfrom11] torhs g, Eﬁf@r@lYédlaﬁd@dt B3, 7n parficulppgbout 1 : 3.
conposi tion according to the invention contains at
| east two minerals selected from
Furthermore preferred is a composition, wherein weight ratio of Iron to Magnesium is from

10:1to 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, Iodine, Molybdenum and Selenium, 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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the group consisting of Iron, Zinc and Magnesi um and

at least two trace elenents selected from Chrom um
w@pe91311 odi ne, Mol ybdenum and Sel eni um pr ef BCT/EP2084/603913

conposition 30 conprising at-ijeast Ml ybdenum and/ or

Sel enium in particular such conpositions, in which
Preimaixes odnteiein@ fvitamirgraatl sniaerdls tre@aemel ded€ot e QRS (vdindn Jhctating

I ron, Zinc, ghes;j u Chr om u | odi ne,

QP B NS PP AR 9 S 9 8 Bemptn to become pregnant
L
that G ER 2 ip'f‘oducl: éhe? ﬁr?f &'Bs)é O‘Pﬁ'gf%ve&m&n\( ]\nt\/g{;@g?)l may b

and ‘'m ner egnant

obwinesifremdV mtsmeﬁodsrh\ﬂm,glnc hindebWatson § e (VeME08I At hat are
attenpting to becone pregnant that nay be enpl oyed to
produce the unit dosage form of the present invention

TR 10 08060 I R SORLES Gl bl

aCCfPW@ﬂQ fayms wh yhebdtafmonyandarevinesisrdyseaibed above including their salts,

W AR RIS hese pe SRTR B uf SR mdp e oy Ph B Cotcally-
acSéptitie maditsfilin 868 Jﬁﬁ%ﬁhéﬂ)ﬁeﬁﬁ@ﬁ@sﬂfm Stéhdate, thBE‘s@ulﬁrdarbonate

For exanpl e, useful &yarmaceutlca y- accept abl

Mhﬁ@ﬁl@m @mdéohvﬁ@mﬁsugn droxifle avdé\ﬁmemn@é&tml’éarmaceutwaﬂy-
at e esi y nes
ox| gﬁ !}f%,ﬁﬂgg at%e rhg’gg Ef(? cmskj or Iron ITT

(fmcmE@Ehﬁnﬂsr fidh Q@F@l@bmcﬁiﬂifa[& FedR @ﬂ&ndﬁc FeR6us Gluconate, Ferrous
wel | -known _Iron | I%rgferrous) or lron 11l _(ferric)
Lagtags Ferrpipt Eartratgchoms ugarGasbexydule camplexese Fereusdfimgrpigelerrous

Sulcaﬁate eridud @ﬂ%hﬁtel Egﬁ&&tt%u aﬁ&%@ ryﬁcgmo@ el FLih A €

ron-osugar - € Co ekes nﬁra e

CﬁaemrsomarateSEmdma(taeborE&r Eﬂﬂlfhe(ﬂkﬂi amat e, Ferrous
Citrate, Ferrous Pyrophosphate, Ferrous 15
Cholinisocitrate, Ferrous Carbonate, and the |ike. The

Th\é'vﬁtﬁﬂﬁﬂ%san%glrﬁﬁelﬂls%&? mﬁg tHeQoR4RRBE s &hﬁagﬂgﬂﬁ& may be

forms of the 1 nvention m croencapsu In a
micoehéapguleted iiat poatlrxgrocﬁ catysicbdrysiallioe béllllo®eraimitirmudterial in
revent t hei,r. degradati on under

terial
ordfR 18 Dot heir Selation gRi PRSI HLORS) or i mor ol s

that are enployed in the dosage formof the invention
are those that are recommended for consunption by
Thp w@gmmtand@mnerahéhﬁwq@nmmnahe dasegeforhnend Ithfglnventlon are

oA RERLLARoBEL bt S B R B AP, LS e o
woRend {0 H3{chiliBdaring peichaelithierd KlengAMRNG bBtrhdifregnant. These
vitamins and minerals are employed in an amount that is effective for enhancing the
nutrition of pregnant women, lactating women or women having childbearing potential 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 women, lactating women
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25 nutrition of pregnant wonen, |actating wonen or

wonen having chil dbearing potential that are
w@raoe/pi3ing to becone pregnant, or of their deRel/Bpiong003913

fetuses or babies. This quanidty wll vary dependi ng

upon the particular vitamns and/or m nerals chosen
or votneti $@vinpuhildi@anes ?J)ﬂelytieﬂ angete ftieaiptiabesbecdnd Reghatilic., a

95 wei ght percent of the total weight of the dosage
quansityfhah wQuidrmiat eauss gt Enige &vomag RoapEning 3e fagd Men or tolger

I | t k i:n

YA R Mo Pl AR S Bt o et A P B G e
preferte mhgdshod tieddnle quiahtitidsod thenwanienavisaraind/and nlificgle that may

el nts in any quantity that s safe for consunption
ge‘ifﬁaelg‘?%‘l‘ﬁgﬁ {0 QRfndavagy éﬂ’é@é% idhy deeh PRt eeApmrod A grdosage form for

T P ey B o R PR e R bR B women
ha{ing ehi]dbearingipotentiay thahate aveompting 6t becauserémpam ni fwout one
man consum ng the. food bar, or to_.her devel opjn
QU P FULRLLT PABUY hg® BEDJS Mo PrefaradaRgEs kAT B
pre¥éfed ian@Rr oxi mate preferred ranges of the daily
quantities of the various vitam ns and mneral s that
may 5 generally be used in one dosage forn(or divided
bet ween .nor.e .t han_.one dosage formfor. copsunpti.on
MR preTig s BrEderdBe FP e ol o S ETRaaRt ISR SRS e gy more
of WRRBBVEVitINAAE MinkAl Ag/ce ot SEIeEnSth ROLBBEN A hitNrredpdhds to
attenpting to becone pregnant (from about one
abepidA0 i% 9f the redosumendad daibr desa don pregnant womeal | as nore
preferred ranges, and the nost preferred quantities.
10 Mbst preferred each dosage formaccording to the
DX edB8aheRasanic :0ftl) eonloapRBaiaTattPacitte is kedshs fabeie and eye
vitamns, mnerals and/or trace elenments in an_amount

devgiorapens gt shalisein gad isdnclagndias angneredisnt ofi{be desagafrsmaedhe
ity n 5 B cREEFIRIL 010 S 30 i ASDGHAORIL 200 me
beibg preaferagtt] ard sboud 5@ hnpiveergt most pedfetrelt fom prepndnt women, lactating
i ncl uded as ﬁln.i ni%@??i ent of the dosage form of the
WOmeY 4t HameH hayin parigRRieniar hghitg FHERPYRE toPespe Pregnant.
300 ng, with about 100 to 200 ng being preferred, and
about 150 ng being nost preferred for pregnant wonen,
A waletvatiety @f fate mhoilsamad basmpioied s ngyricts dfdbar(dhd hese fats or oils

2B S SRR o O SSRIRPEFRIR g, A,
vegetdbld 6, Jethirh 6fl) cotthh 881 diBkSytan @ill Brd, monoglycerides,
diglycerides, butter, margarine, and other animal, vegetable, and marine 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 Bg, Vitamin B1,, 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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i nclude, for exanple, olive oil, canola oil, palmoil,
coconut oil, sunflower oil, peanut oil, vegetable
wopRdog/opsei thin, fish oil, cotton seed oil, SoOyPEHEPH0I/(03913
| ard, nonogl ycerides, diglyeestdes, butter, nmargarine,
and ot her animal, vegetable, and marine fats, and mlk
fat€g) 2% miamnfs of trede edemndrdeswmisfinghf Chromtiem, Copper, Iodine,
@Oﬁmr ci al aval | abl e from sources known by those of
PUPHE T and nixtures thereof. Vegetable oil
s e pmﬁgrﬁlﬁp fat for use in the food bars of the
invention. Particularly preferred are dosage forns
accée)di ng phermaveuticaliyror idiietisells puitableraesarent i al |y of
30 (a) a multi-vitamn m xture consisting of
O-carotene, Vitamn Bl, Vitamn B2, Vitamn B6,

Mfe pedfitie Bk 3, doVhdeoih a&soraéhg aoTihe ﬂianub{h ERBidtinE esde@tidify of
Acid, Biotin and N aci nam a mneral “m xturé

c onédst | g0 &f 16G mg,of Z|mdtlalﬂamwagw§gremmnsxmm(ﬁ¢tﬁ@fbﬁd,?\htamm

/ EP 3/ 0039 S’OYﬁt%ﬂ’fl(f%ap xt@ (}g H%aﬁ othc Acid,

Blanﬁanﬁqhﬁ&huﬂﬁde( d) DHA; and (e) a phar maceut | cal ly or
dietetically suitable carrier. 5 Mre preferred is a

doséije f 6PiEe 32 miec miperad mikwrd eonsintingof romSiist amigMagnesium;
essent ' allbéf toog(%dOﬁ,gg %?rg)ttlt:;’r% o;fgro g%lgfneg)‘%tcgﬁ?h%ﬁﬁg\é{t rPonnum

m Xtudre Cconsi s

Co}fpéramdiheBMol}\Bdeﬁﬂihl’ana@cle){idn@m n B12, Vitamn C,
Vitanm n amn E, Folic Acid, Bi oti n and

Ni aé‘i)namlggto %QQ e pf BFA €20 my a mineral nixture
t 100 t
Conthe | U< 0 B AR 100 o

Chr om um  Copper, I odi ne, Mol ybdenum and Sel eni um
%OO t.o 200 rrg DHA: and_ (e) phar maceutical ly
Mot bigiegredes & dpsage derm PRI e Fventien m&snw @S\S@maéla of

dos ,
SR RSB U R o1
of oy Vitanih B, 21.6 torg.8ahg 68 Vaamtt By 4,5 th. 25 kg o’f.\ﬁtamm B¢, 1.0t0 5.0 pg

of Vitamin B1z, 60 to 110 mg of Vitamin C, 2.0 to 200 pg, in particular 2.5 to 10 ug of
Vitamin Ds, 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) a mineral mixture consisting of 10 to 50 mg of ’Iron, 5 to 20 mg of Zinc and
1 to 100 mg of Magnesium;

© a mixture trace elements consisting of 10 to 56 pg of Chromium, 0.5 to 1.5
mg of Copper, 50 to 500 ug of Iodine, 10 to 100 g of Molybdenum and 10 to 100 ug of
Selenium; ) . |

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

(e) a pharmaceutically 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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of ng Vitamn B 1, 1.0 to

2.5 ng of Vitamn B6, 1.0 to
w009 BI0 ng of Vitamin C, 2.0 to 200 g, in pRCT/ER2DH003913

2.5 to 10 pg of 20 Vitam n , 15 to 30 ng of Vitam n

E, 200 to 1000 g of Folic Acid, 10 to 100 pg of

Bi Of | 10 .to 40 nu..of Niacinamide: (b i
OnedPeltgnTiot i s o eb SERI0 iy bitlonds PirltPiv,
adnistéidaGeplsy. 1 to 100 ng of Magnesium (c) a mixture

trace elenments consisting of 10 to 50 g of Chrom um
0.5to 1.5 25 ng of Copper, 50 to 500 gg of 1 odine,

1Q to,100 of | ybdenum and 10 ta 100 f . .
ProssdisR biy G K aEBeL b SO F §0per 2P R Pe B8 i thpdpvention
will'H8 debcrPlefin otk ddi8) h@eRBRETPRRUKaEPId WhiRh fEilR)Eldrtlsblly as a

suitable carrier. 30 Most preferably the weight of the
detaded illustrathyy withewirsstfetingtthe fubjedtanatiseolithietinvhosiage f or m

of the conposition according to the invention is from

150 to 700 ng, in particular from200 to 600 ng, nost
Exapigf erably from about 300 to 400 ng. WO 2004/091317

P2004/ 003913 -14 One unit dosage form of the
Softappides ti on according to the invention is preferably

adm ni stered per day. Procedures by way of exanple for

preparing the dosage formaccording to the invention 5
Softgeldtinb sapiedasrardprgpirad aortaini the folirariag el tedngretivats:

exanpl e which follows serves solely as a detailed

illTustration without restricting the subject matter of

1.8 ng of Vitamin B2, 1.5 to
to 5.0 p g of Vitamn Bl12,

Conffforef¥ention. Exanple 1  Sof t Eraqsive @foukd/ ogis.
gel ati ne capsul es are prepared containing the
fol--owng—acti-ve—t+ngredrents——Conponents—Er-fecttv,

Actiggingredientsns  Active ingredients 13 -Carotene 2.8 ng
as 30% suspension 9.338 ng (Thiam ne nononitrate
(Vitamn B 1) 1.75 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) . 2.09mg

Cyanocobalamin , 3.25 ug

| as Cyanocobalamin 0.1% with Mannitol 3.25 mg

Ascorbic acid (Vitamin C) 114.75 mg

Cholecalciferol (Vitamin D3) . 5.75 pg (230 IU)

d,l-o-Tocopherol acetate (Vitamin E) 24.59 mg

Folic acid 720 pg

Biotin 31.5ug

Nicotinamide (Niacin, Vitamin PP) 18.9 mg




Ri boflavin (Vitamn B2) 1.68

ng Pyridoxine

hydrochloride (Vitamn B6) 2.09 ng Cyanocobal am n

w@2@8/0g131as Cyanocobal amn 0. 1% wi th Mannit ol

BCREP1004/003913

Ascorbic acid (Vitamn C 114 .75 ng Chol ecal ciferol

(Vitanin D3) 5.75 g (230 N)

e 30.25 nmg WMagnesi
Iogﬁ{eohate dried 71.0

as Potassium Jodide
Molybdenum

as Sodium molybdate dihydrate
Selenium

as Sodium selenite dried

Zinc

as Zinc sulphate monohydrate
Magnesium

as Magnesium sulphate dried
DHA

as DHA 0Oil 50%

Ch¥intiagi n E) 24.59 ngy Folic 4

Irdmhydrate 126 1 g Selenium@gO g
S'(E:%I ed 133.2 gg Zinc 11 ng as Zi ncrggl

mg DHA 150 ny

d, | - a- Tocopher ol
lCId 720 womotin 31. 5

tg Nicotinam de (N acin, Vitamn PP) 18.9 ng WO
asQuamion Shiprifcembyden 003913 - 15
CChr om um chl ori de hexahydrate 153.6 090
%%pper (11 sul phate), drigd 2512 t]gO
o9 Abeddal 14 g | odine 200 g512
dﬂ%eugg‘g[% ¥ Mol ybdenum 5Q g

um 10

261.6 ug

50 pg
126.1 ug
60 pg
133.2 pg
11 mg
30.25 mg
10 mg
71.0 mg
150 mg
300 mg

58filgn 30 g as

n 27.0
Pot assi ym
as Sodi um nol ybdat e

as Bbdimgn sel enife
hat e
M¥magnesi um

ago®ps O | 50%

acetate

1000 A g

W)

300

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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The ingredients are m xed and encapsul ated into
gelatine, water and a plasticifier to form oblong

wa edo/ogshiat i ne capsul es having the foll owi hg PCT/EP2004/003913
di mensions: Dianeter: 7 to preferably 8 to 9 nm 5
Length: 21 to 26, preferably about 25 mm WO

CLZ&ﬁ\%[ 091317 PCT/ EP2004/ 003913 -16- CLAIMS: 1. A

arimaceutical or dietary conposition in formof a

capsul e or tablet, bead or |ozenge, which can be

swal | owed easily, consisting of (a) .one or nore
vi tlam nsA phiymagpugicaborgiictdst @pRAsEOAR feyal efca eapsiile omtablet, bead

or ghfeg Ml oS ALRE Bhotly! hsisbblBe POSRBRESRH i) o) ome
or 1668 shiféraRGelef e Chroanthy rgro@melrstmg otlirrg ZinbhyPHRBLEEAAIC) one

Sel enium (d) DHA, ~and tig phar maceutically or
or TgfiTe {r8¢G QlAMmPRLS §<°dp@t%frem argfqt@rconiletnz of ClyRmivmceopresdiodine

Mo&hd&%u‘ﬁ{ @g&r’ge‘%&{%) A m 9% Bﬁ i ?thzhg}{ éﬂ %We%cgl y suitable

carrf®@nsi sting of a-carotene, Vitamn Bl, Vitamn B2,
Vitamin B6, Vitamn B12, Vitamn C, Vitam n D3,
Vitamin E, Folic Acid, Biotin and N aci nam de. 15 3.

A phar '

A BT TG SHRBLRA! o Lo EATRAR) B RREGELAY, birein e
vitaglinsl (@p&k sele&edfrobhide grdupnionsising os@aotend, Vitamnt BE Vitamin B,,

grou consisting of Vitamn D3 and Biotin is from
Vitangp Be Vitgmind®2ogaminC, itamindpa igesn £ Falic deiddBéatiarand

ition according to any one of the 20 preceding

Nla&ﬁm(rzr% wherein the weight ratio of foI | c acid to

Vitamin B6 is froml: 1to 1 : 8.

phar maceuti cal or, diet OSJtI on according to any

oné€" of t%%harﬁ}a%?}’é‘(?? dg‘l”%ﬁ R%@Pélaﬁcqra@g\}i%F lakm Logel Uhemm

the @ ight QAo LPDY¥BY &9% Hmehs% ohE %mhﬂe%an&mt @) éaé&ec?fm&%hg oép

rmaceut i cal di etary conposition according t
consmmgm‘f Mitagnin @Beandcﬁlngnmfaoméoo\A/IietoéDQOO(helv\m ght r atio
of DHA (d) to at |east one of the trace elenents (c)
sel ected fromthe group consisting of Chrom um

Mblgy bdenupharaésificiBridset hdy@onRfdition hecdRdidl &8 ode ofetﬁe
7. A pharmaceutical or dietary conposition accordi
preceding glpims evhstein e weight ratio of folic acid to Vitamin B6 is from 1 Jtol:8.

5. 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 pharmaceutical or dietary composition according to any one of the
preceding claims, wherein the weight ratio of DHA (d) to at least one of the trace elements

(c) selected from the group consisting of Chromium, Molybdenum, Selenjum is from 500 :

1t0 20,000 : 1.

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

preceding claims consisting essentially of
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precedi ng clains consisting essentially of WO

2004/ 091317 PCT/ EP2004/ 003913 -17 (a) a multi-vitamn
woreooteBi1Tonsi sti ng of (3-carotene, Vitanm n B BCT/EP2004/003913

Vitamin B2, Vitamin B6, Vitgmn Bl12, Vitam n C

Vitamin D3, Vitamn E, Folic Acid, Biotin and

Ni aga)namadeilti {¥thman ﬂ‘il)ftﬁxfeaionﬂktiﬁgtwfeﬁ cat&hs Viinid B, VaBmin B,,
Zinc_and Magnesi um ; c) a mxture of trace el errents

Vitggng Bs,tVng@fB@théﬁﬂllurﬁ jo 03, Viaminel, Falis| Adiddiatin and
N1%§ ?jsenl um (d) DHA; and (e) a pharmaceutically or
I'cally suitable carrier. 10 8. A pharnmaceuti cal
or @bt ahyniaeapesitiie@dndsany «filng, Zincainy M#hesiunt he
preceding clai ms wherein the weight of the active
i ng@di eAtaix{ugg of EaceFjements q?élsﬁﬁ’ilg offeltegiums Gppperdodine,

Mcglgf?c@naﬁl[ n'ii%c?eglgnﬁrg 9. A pharmaceutical or dietary

nposition according to any one of the 15 precedi ng
cI aidjs cobDdlfstandg essentially of (a) 100 to 160 ng of
It|-V|t mn mxtﬂ &onsn of O-carotene,
Vit4pin  mrharprescAlner Rl Rable oRicR n B2,
\/tamnC \/tamn D3, Vitamn E, Folic Acid, Biotin
and N acinam de; (b) 60 to 120 ng of a m'neral m xture
consi st i Wgpleimhcentical Oir ritr:teayl doivpgritei anvprdi@Dto(ary cho®f the

5000 , of am ture race el e nt on of
predno Bt vegis e Wett Rele SR GOk ARt dosage
forttls AP 15120 AP of DHA and (e) a pharmaceutically

or dietetically Suitable carrier. 25 10. A

phar maceuti cal or diet ary conposi tion according to any
one of t rece |rrs consi. stin ssenti al | f
(ay %5 murs BB S iRl o B RATE A9hng Ry Sy bgthe
pred8diff clafnf edmRisangesséntillywfl. 8 of mg Vitamin B 1, 1.0
to 1.8 ng of Vitamn B2, 1.5 to 2.5 ng of Vitamn B6,

1. 0(®o 5100 tp LGS myiof amulti-Ritamin Bixtews coBsting TH-vAretand, Vitamin
o, i 2838558 Sl e i By Pyl et Ak
BidHdddNaRdahfiiet 0 40 ng of

(b) 60 to 120 mg of a mineral mixture consisting of Iron, 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) a pharmaceutically or dietetically suitable carrier.

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 to 3.5 mg of B-carotene, 1.0 to 1.8
of mg Vitamin By, 1.0 to 1.8 mg of Vitamin B, 1.5 t0 2.5 mg of Vitamin Bs, 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 E, 200 to 1000 pg of Folic Acid, 10 to 100 /J,g of Biotin and 10 to 40 mg of
Niacinamide;

(b) a mineral mixture consisting of 10 to 50 mg of Iron, 5 to 20 mg of Zinc and

1 to 100 mg of Magnesium,;
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Ni aci nam de; (b) a mneral m xture consisting of 10

to 50 ng of Iron, 5to 20 ng of Zinc and 1 to 100 ny
wo@RooMagnsesi um WO 2004/ 091317 PCT/ EP2004/ 0039 1BCT/ERB04/003913

(b) a mneral mxture cons[a ing of 10 to 50 g of

Chromum 0.5 to 1.5 ng of pper, 50 to 500 A g of

i odihe, 10.to,100 of Ml nd to.100 of
seltBh; uk s ottt tng 85 K REAtCatopgg03 18115 me of
cOpgeﬁsmm pg af foir®; 161 @ hg of Molybdehahlagd 38ks 166 g bt -
_pharnmaceutical or dietary conposition according ?o
Seleaymione of the preceding claims in the formof an

obl.ang t ca .hayving the follow ng

di Si gﬁb% ?@?H’igm& ‘Il]“fivt o 11 nm and length: 21
to (@6 M3 phddnacBui®@illy @Al dftetfodNp k@M ¢fded he di etary
needs of "a pregnant 'wonan, a |lactating woman or a

woman of chil dbearing potential who is attenpting to

become 15 pregnant,. said_ nethod. . 1SN

i s CoP T R N BOT BT am ot e
precefiib Blaiff indthd herhnBCaldtledd geitindl @by heanpas fbileRing
~according to any one of the preceding clains. 13. The
dimensidied according to claim 12, wherein one unit dosage
. m of At ) rmaceuti cal or dietary conposition
dlan];aeg%:rbrdi r}]gtgtqclané%a@%g‘ 1to 1l is admnistered to a
lengwoman i ninee6 nither eof per day. 14. Use of a

pharmaceutical or dietary conposition according to any

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

phapmacequt | [ - [ b f

LD onenrrEBe of bl ahalithe . BeEp AR b b Rl Sroman. 2
lactdtiag tvatniamgorwomemaroof childbaaingafoterdial vtlb éantiemgptingtte bttcahe

who is attenpting to hecame .pregnant. 15. The use .
ge A oG KM Shomay i Srlempngng

Preggaiofait MO8 CeTRFIE 4 | .

v » I .
amo%ﬁgﬁgx%%%cggﬂé%a@ br gigeag@ggw&%%@%aﬁ@ng & Ry MBIt bheGBBeeding
claims.

13.  The method according to claim 12, wherein one unit dosage form of the

pharmaceutical or dietary composition according to claims 1 to 11 is administered to a

woman in need thereof per day.

14.  Use of a pharmaceutical or dietary composition according to any one of
claims 1 to 11, for the preparation of a pharmaceutical or dietéry 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.

15.  The use according to claim 14, for the preparation of a single

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



