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E 933 — ISOMALT

Syaonyms Hvd d isomaltulose, hyd d palatinose

Definition

Chemical name

Finees

I nranber

Chesmseal fornuda

Relative moleedar mass

Assay

Deseription
Identification
A. Solubilicy
B. Specific rotation
. Melting range
Tests
Water content
Sulphated ash

Reducing sugars

chel

Arsente

Lead

metals

E 965 (il — MALTITOL

Synonyms

Definition

Chemical nanme

Tsomals is & mixmre of
D-plucopyranasyl-1,6-D-ghucito] and
D-glucopyranasyl- 1, L-D-mannitol dihydrat

E 953

1> glucopyranosyl-1,6-D-glucito] SR
D-glucopyranosyl-1,1-D-mannicol dibydrate: 2,04 2HL0

D-glocopyranosyl 1,6-D-yluciol:

34432
D-glucopyranosyl-1,1-D-mannitol dibydrate: 380,32

Comtent ot less  than

% of the  mixture  of  D-glucopyeanosyl
1.6-D-glucitol and D-glacopyranosyl-1.1-D-mannitol dibydrate determmed on the
anhydrous basis

Odourless, white, sweet rascing, erysealline

shightly hygroscopic sultiee

Shghely soluble in water, msoluble in ethanol

()il hetween + 90 and + 92° 4% wiv solution)

145 to 150 °C

Not more than 7% (Kart Fischer merhod)

Not more than 0.05 expressed on dry weighe basis

Nat more than 1,5% expressed as glucose on dry weight basis
Not more than 2 mefkp expressed on dry weighe basis

Not more than 3 me/ke expressed on dry weight basis

Not more than 1 my/kg expressed on dry weight basis

Not mare than 10 my/kg, cxpressed on dry weight basis

D-maltitol, hydrogenated maltose

(6D glucopyranosyl-1,4-D-glucicol
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Liinecs 209-567-0
F nember L 965 :iy
Chenucal fornta [SRIe
elative molecutar mass 34431

Asiury

Description

Identification

A Solubiiy

B Melting range

C. Specific rotation

Purity

ter content

Seedphated ash

Reduring sugars

Chlorides

Stidphates

Nicke!

Fead

Heavy merals

F 965 (i) — MALTITOL SYRUP

Synonyms

Definition

Chentica! nanme

Finees

Conten pot Tess than 98 % D-manntol €. H.,0, on the anhydrous basin

Sweet tasting, whire erysralline powder

ery soluble in water, slightly soluble in erhanal

148 10 15140

(a)i} = + 1055 10 + 105,57 (5% wiv solutiony

Not more than 1% (Karl Fischer method)

Not more than 0,1 % expressed on dry weight hasis

Not more than 0,1 % expressed as ghicose on dry weight basis
Not more than 59 nyg/kp exprossed on diy weight basis

Not mare than 100 mykg expressed on dry weight basis

Not more than 2 my/ke expressed on dry weight basis

Not more than 3 mukg expressed on dry weight hasis

s more than | mg/kg expressed on iy weight Dasis

Not more than 10 mg/kg expressed as Ph on dry waght basis

|

' high maltase-gl syrup. h d lucose sveup

A misture consistng of mainly maltitol with sorbitol and hydrogenated ofipo- ami
polysaccharides. It i hydrogenation of high
malrse-gontene glhucose syrup. The articke of commerde is supplied borth as o syrup
and as a solid produ

manufacrured by the  catalyte

270-337-8



No L 178/8 EN Official Journal of the European Communuties

F otumber I 9RT i

The tollowing ranges apply on the anhydrous basi

Assay
Malsiro] ot Tess thar U
| Sochirol ot mere than § %
Malioniitol ot meee than 257
Hydrogenated polysaccharides containiag more than
three glucose or gluenot units e not more than 30"
Description Sweer-tasting, coleurdess and odourless, clear viscous liguids ar sweer-tising white
eryatalling masses
Tdentification
A Solubility v solubfe mwater, slightly saluble in cchanol
B. Thint laver chromatography Examine by the thin lager chraratography using a piate voared with 4 0,25 mm laver
ot chromatographic sitica gl
Purity
Water coment Net more than 31" (Kadl Fischer meehadt
Sulphated ash Not more than 0.1 % expressed oa dey weight basis
Reducing sugars Not more than 0,3 % exprascd as glucose on dry weight basis
Chiorsdes Not more than 50 mpikg espressed on dry weight basis
Sulphates Not more than 160 rpdkg expressed on dre weighs basis
Nicke! Not more than 2 mpiky expressed an dry weight hasis
Arsenic Not mase than 3 myghky expressed on d-v weight basis
Lead Not more thar: { mgdkg expressed on dry sweight bsis
Heary metals Not more than 10 mifkg expressed as Phoon dry weight hasis

E 966 — LACTITOL

Synonyms Lacti, Lctosol. Lactibiosic
Definition
Chenical name 4-0 B D-galaccopyrmosy-D-gucitol
Finves 209-566-5
F number 1: 966
Chemncal formula CHLOy
Relative molecular muss 4,32

Assay Not Tess than 95% on the dry weiht basis
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Description

Tdentification
A Solubidity

R. Spocsfic rovstion

Purity

Water comtent

Other pofvol.
Resdrcrrg sigars
Chlondes
Sulphates

Suiphared sl

ivkel
Arsem
Vs

Heary metals

E 967 — XYLITOL

Synonyms

Defi

tion

Chemical name

Einecs

L sisraber

Chemical o

Relative molecular mass

Assay
Deseription
Identification

A, Solubility

B Meking range

opll

Very soluble in

()

solutior

than

Not more than

Nat more than

Naot more than

Not more than

Not more than

Not more than

Not more than

Nat more than

Nylitol

Dexyliten

201 TR 0

E 967

M0

15205

Very saluble in

92 10 95 °C

water

Crystalline produces; nocmore than 10,5 % (Karl Fischer method)

25 on the anhydrous basis

0.29% expressed s gluicose on dry weight basis
100 mgfkg expressed on dre weight basis

200 markg expressed on dry weight basis

0,1 expressed vn dry weight basis

2 ik expressed an dey weight Lasis

3 mgikg expresaed on dey weight hasis
1 mgikg exprossed on drv weight basis

10 mafke expressed as Pb an dry weieht bass

Not ess than 9%.5% as sylital on the anhydrous hasis

White, crystalline powder, practically vdourless with a very sweet taste

water, sparingly soluble m ethanol

5w T 0% wiv agueous soludon?

Sweet-tastmyg crystatline powders or cilourless solurions. Crysealline praducts oceur in
anhyilrons, monahydrare and dihedrare forms

+ 13 0+ 16° calenbired on che anhydrons hasic (1% wiv aqueous,
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Purity

Loss o drying

Sulphated ash

Reducsmg supars

Other poivhydrse alcobals
Nickel

Arseric

Leud

Heary metals

Chlordes

Seelphates

F 950 — ACESULFAME K

Synonyms

Definition
Choneal name
Finees
bomimber
Chenneal formida
Rolitive modecsiar mass

Assay

Description

Identification

A Sobsbility

era-aiolet ahsosption

Purity

Foss o drying

Nutmare than
four anurs

Nor mare than

Not more than

Not mare than

Not mare than

Not mare than

Not more than

Not more than

Not more than

0.5 %, Dry 0,5 & of sumple inn a vacuunt aver phosphoros ar 67 T

.1 expressed on dry weight basis

0.2% expressed as glucose on dry weght basis

1o

2

W expressed on dry weight Sasis
2 gk expressed on cre weight basis

gl expressed on dry weight T

1 ik cxpressed on Jry weight hasis

19 mpdy expressed s Phon dry weight basis

100 mp/ky, expressed on dry weght hasis

Not more that 200 mgkg expressed on dry weight hass

ovathiazin-d-cne

CHLNQLSK

20124

200 times as swe

Masimnm 227

Net moee than 1%

b-methyl-1,2. 3-oxathiazin-4| 3H -one-

Aesulfame pogssivin, acesulfam, potassivm

2 2-dioide

as suerosw

(105 °C. e howrs:

-dioxide potassium sl

Not Tess than 9% of CHLNOLSK on the anhydeous basis

Very soluble in water, very slightly soluble in ethanol

=2 nm for a solurion of 10 mg in 1000 ml of water

salr of 3 4-dihydro-n-methyl-1 2,5

Odaurless, white, erystalline powder having an inensively sweet taste, Aproximarcly
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Lrsein

Seleniusin

Fsoride

Fead

Hears smwtais

E9SE — ASPARTAME

Synon

Delinition

benticd e

Finen
Finees

I unaniner

Chonnical tommule

Relative molecidar mass

Assay

Deseription

Idencification

Nodtebitiry

Purity

Passs oo dry

m

Nedphated ash

it

Trapsonittne,

Specific yottion

Arsvric

Fend

Not mare than 3 mgfeg expressed on i e basis

Not mare than 30 niikg exprossal on e wright b
Not more than 3 mprksr exoressed an dry weight hass

Not wore than ke expressd on ey wight bavis

Nozmors than 10 mpd exaressed as P dre weigt b,

Aopacts] pheny lalune ey | osier

N L esidspan kL phendalnine | methy! escer,
Fammno Nepecarbomethisy pherethy | succinamic acd Nemerhyl cuier

245261 3
1931
CLll N,
29431

Nat Jews than 98" and ot more than 102" ot C N on the anaydrons,

basis

Whire, oduurless, crvsta line powider having 4 aveet tasce. Approsamazely 200 tmies as

et g sucrone

Slightly soluble e warer and i cthanol

Not mure than 4520 1105 °C fow oy
Notmare than 0.2% expressed o dey svight basis
Buerween S5 and 01 129 solwsions

The wransnitrance of @ 17 solution m 2N hydrodons acid. dewarimed ina f-an
el ar 430 i with a suitible spectrophonnicter, using 2N hydrodilaric ad as g
relerance, W nor s than 093, equivalont e an albsorbance of nor mare thar
appresmmately 0,022
(L 1S h 16,50
Determine in a4 o W05 N Tormic wid saluion within
preparation of the sample solarion

30 mimnres after

Not more than 3 gk expresed on e wegar basis

Now viore than | kg exprossed on dre weght basis
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ey metals Not morc than 10 mgihy expressed as Ph on dry weight basis
§-Beniyl 3.6 divav-Z-uperazimeacetic Not more than 1,5 % cxpressed an dry weight basis
acud

E 952 — CYCLAMIC ACTD AND ITS Na AND Ca SALTS

Bt

AMIC ACID
Synonyms Cyelohexyhulpharic acid, cyclamate

Definition

Chemical name Cyeloh acid, exclat: acid
Hinees 202-498-1

£ mumber 1952

Chepical formila CHNOS

Relative molecidar niass 17924

Asar Cydohexlsulphamic acid contains not less than 8% and not more than the

equivalent of 102% of CH,NOS, caleulated on the anhydrous basis

Description A pracncally colourless, white crystalline powder with 4 sweetsour taste
Approsimarely 40 times as sweet as sucrose

Identification
A, Solubility Soluble in water and in ethanal
B. Precipitation test Acidify a 2% solution with hydrochhoric acid, add | m of an approximacchs molar
solution of harium chloride in watee and filrer if any haze or precipitare forms To the
dear solution add Tl of 2 10% solution of sodium aitrie. A white procipitae
torms.
Puricy
Loss un drying Not swree than 1% (103 °C, one hour)
Selenm Nor more than 30 /g expressed s selemun on dey weight basis
Jead Nor more than | mgkg expressed on dry weight hasis
Heavy metuls Not more than 10 my/kg, expressed as Phon dre weight basis
Arsenic Not more than 3 mg/kg expressed on dry weight basis
Crelobexvlamine Not more than 10 mg/kg expressed on cry weght basis
Dicyelobexvhamine Noe mare than 1 mg/kg expressed on dry weight basis

Aniline i Not more than | mp/ke expressed on dry weight bass
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i1 SCDILM CYCLAMATE

Synonyms Cyelamare, sodium salt of crclamic acid
Licti
Chemical name Sodum cyelobe L sodium exclohexylsuly
Finecs 205-348-9
b k9§22
Chenrical formls GHENN2OS and the dihydrace form GuH 3N NaO - 2H,0

Rebatsee molecidar muass 201,22 caleulated on the anhydreus form
237,22 caleulated on the hydrated foem

Assay Not ley sthan 93 %0 and ot more tin 102% on the diied basis
Iibydrare form: not Tess than 84 % o1 the dred basis

Description White, odourless crystals or rystalling powder. Approsumately 30 tmes as sweee as
Identification

Sofubidiey Soluble in water, practically insoluble in cthanol
Purity

Loss on drying Not mare than 1%, (105 °C, one hourt

Not more than 15,2% {103 °C, two hours) for the dihydrate torm

Seicriin Not more thian 30 gy expressed as sleniun o diy weght basis
Arsenic Not more than 3 mgikg exprassed on dry weight hasis

Lt Not more than | mgkg cxpressed on dry weight basis

Heary motals Not more than 10 mglkgs vxpressed s Ph on dry weight base
Cyelobexvlmine Not more than 10 mufky expressd on ey weight hasis

ihevelohexvlamine Not more than | mglkg cxpressed on dey weight basis

il Not mare thar | mglkg oxpressed on dey weipht basis

Ny CALCIUAT CYCELAMATE

Synonyms Cyelamare, calvinm salt of exclamic acid

Definition
Chemical mame Caleivm crelohesanesaiphamaw, cadcium ccdohesslsuphanie
Eniees 205-349-4
£ mmber L 932

Chersieal formuta € CaN 08,2110
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Relative molecidar puss

Assay

Description

Identificarion

Serbuebvifisy

Purity

Loss on drying

Selernun

Arsenic

FLewd

Heavy metals
Cyclubexy lanme

Dreyelobexylome

Ansdtine

432,57
Not less than 98 % ard not more than 10 % on the dried basis

White, colourliss veystals or crystaline poveder. Approvimarcly 30 times as swees as
sucrose

Seluble in warer, sparivgle salnble m ethannl

Not more than 1% {1035 °C, one hour)
Not more than §.5%. (140 °C, four hours] for the dihvdrate form

Not more than 30 myfkg expressed as selenium on dev weight basis
Not more than 3 meska expressed on dry wight basis

Not more than | makg expressed on dry weight basis

Not more than 10 mgkg expressed as Ph on dry weight basis

Nor more than 10 me/kg expressed on dry weigat bass,
Not more than | mfkg expressed on dry waghs bavs

Not more than | mgfkg, expressed on dey weipht basis

E 954 — SACCHARIN AND ITS Na. K AND Ca SALTS

(1 SACCHARIN

Definition
Chenticaf namm
Enrecs
F mamber
Chemical formutlka
Relative moiecular mass

Assay

Deseription

Identification

Solubiliy

3o

sdihydrobenzoidyisothiazol-1,1-dioxide
201-321-0

E 954

CHLNOS

183,18

Nor less than 99% and nor more than 101,0% of CHNOS on the anhydrous
basis.

White crystals or a white crystalline powder, odourless or with o taine. aroman.
odour having a sweet taste even in very dinte solinons. Approximazely herween 300
and SO0 times as sweet as sucrose

Slightiy solubll in water. soluble in basic solutions. sparingly soluble i ctkanol
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U

Purity
Loss on drying
Meltoig range
Arsenic
Seferiunt
Lead
Heavy metals
Suelphatrd ash

Benzote and sabevlie ucid

o Tolkencsulphonamide
p-Tobrenesulphmmide
Benzoic acid p-sulfouamide
Readity carbonizabic substances

SODIUM SACCHARIN

Synonyms

Definition

Chemcal name

Einees
E number

Cheomscal formids
Relative molecular mass

Assary

Description

Identification
Soluiticy
Purity

Luss on drymg

Not more than 1% (105 °C. two hoursi
226 16 230 °C

Not morc than  mykg expressed on dey weighe b

Not more 1320 30 mg/hkg expressed on dry weight basis

Not more than | mgrkg expressed un diy weight basis

Not more than 10 mgik expresaed as Dh on dry weight bas:s
Not more than 0,2 % expressed on dry weight havis

To 10 ml of a 1 in 20 solution. previousty aadified with five drops of aceric acid. add
three drops of an approximarcly molar solution of ferric chionde in water. No
precipatate o viokes colour apprars

Not more than 10 mgk expressed on dry weight hasis
Nat more than 10 mesks expressed on dry weght hasis
Not more than 25 merk expressed on dry weight hasis

Absent

Saccharin, sodium salt ot saccharin

Sodium v-benzosulphimide,

wodium sale of 2,3-dihydro- Lorobenioslonasole,
oxobenzsosutfonazole.

1,2-benzisothiazolin-3-one- 1,

1dioxide sodium salt dihvdeate

204 886-1
E 954
CHENNAOS 21,0
241,19

Not less chan 99% and not more than 101'% of C-HNNaOLS o the anhvdrous

basis

White crystas o a white crystalline etflorescent powder, odourless or with a fant,
odonz. hvaing an inteasely sweet tasie, even in very dilure solutions. Approvinuaiely
berwesn 300 and SD0 dmes as sweet as sucrose m dilute solutioms

Freely suluble in water, sparingly soluble in crkanol

Not more than 15% {120 °C, tour hours;
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Arsertic Not more than & mg/ky cxpressed on dey weght basis
Selenn Not more than 30 mp/kg expressed on dry weight basis
Lead V Not more than | myke cxpressed on dry weight basis
Heavy metals Not more than 10 g/ expressed as Phoon dry weight basis
Bensoie and salicylic acid To 10 mlof a | in 20 soluton. previously acidified witl five drops of acetic acid, wld
thrce drops of an approx:mately molar soluton of terrc chlonde m water. No
precipitate or vielet colour appears
a- Foluenesutplonanide Not more than 10 mg/kst expressec on dry weight basis
- Tohwnesulphonamide Nat mare than 10 mgske expressed an dry weigght basis
Benzone weid psuljomamide ot mare than 23 mglki expressed on dry wewght hasis
Readity carbonizable substances Absent
(0 CALCHEM SACCHARIN
Synonyms Sacchanin, calenm salt of saccharin
Definition
Cheneal mame Caléium o-henzosulphimid

Einees

E mnsber

Chenncal frmla
Relate moleculr mass

Assity

Description

Mdentification

Soblite

Purity

Foss an drying

Arsemic

Selerinrn

Lrad

Heavy inetals

caliium salt of 2,3-dihydzo-3-oxobenzisosulphonazole,

1.2-benasothiazolin-3 one- 1.1-dioxide
calvium salt hydrate (2

229-349-0)

E Y54

L CaN Oy 3 A0
46748

Nt less than 95 % of CELCaN0LSy o the anhydrous Dasis

White crystals or a white crvstalline powder, odourless or with a faint adour
an incansely sweet taste, even 1o very dilute solutions. Approsimately bets
500 times as sweer ay sucrose in dilute solunons

Freely soluble in warer, salable i ethanol

Notmore than 13,5 % 1120°°C, Tour hours)

Nut wiore than 3 gy capressed on iy weight basis
Nor more than 30 mgrkg expressed on dry weight basis
Not marc than 1 mgdks exprossed on dry weight basis

Nat mare than 10 mgikg expressed as Ph on dry weight bass

, having

300 and
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i)

Benzow and saitcyhc acid

e Foluenesulphonaside

p- Eoduesessddphomanide

Benzuie acid pesulfimimi

Readily carbonizable substances

POTASSIUM SACCHARIN

Synonyms

Definition

Chemtical uanie

kines

I member

Chentical formula
Relatwe molceular mass

Assuy

Description

Idemificarion
Solubility
Purity
Loss o drvng
Arsenic
Selennn
Lead
Heary metals

Benzvic and salicviic aeid

oluenvandphonamide

pToluoncsulphoramide

To 10/l of a 1in 20 solution, previously acidified with five drops of acetic acid. add
three deops of an approsimarely molar solution of Ferric chloride i warer. N
precipitate or violet colour appears

Not more than 10 mgfeg expressed on dry weight basis
Noc more than 10 mg/kg expressed on dry weight basis
Not more than 25 mefka expressed on dry weight bas

Absent

harin, porassium salt of saccharin

Porassium o-benzosulphimide,
potassiom salt of 2.3-dihydr salphonazole.
potassiom salt of 1,2:h 4 3-one-1.1- dioxide

£ 954
CALKNOSHLO
239,77

Not less than 99% and not more than 101% of C-HKNOS on the anhydrons
hasis

White erystals or 2 white erystalline posder, adourless or with a faint adour, having
an intensely sweet taste, even in very dilute solution
SO0 times ax sweer as sucrose

Approsimarely herween 300 amt

Freely soluble :n water, sparingly soluble m ethanol

Not maore than 84 (120 °C, four hours)

Nt more than 3 myskg expressed on dry weight basis

Not mare than 30 mpfky, expressed an dry weight hasis

Not more than 1 mkg expressed on dry werght hasis

Not more than 10 merkg expressed as Ph on dry weight sasis

T 19 ml of a 1in 20 solution, previoasly acidificd with five droms of aceric avid. add
three drops of an approximately molar solution of ferric chloridy 1 watcr. No
precipicace or vielt colous appears

Nat more than 10 mgikg expressed vn dry weghe basis

Not more than 10 merkg expressed on dry weight bisis
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Hen

scach p sulfonamide

cadily carbonizable substnices

E 957 — THAUMATIN

Synonyms

Definition

Chesycai mane

finecs
£ rmber
'

Chemucal formula

Relusive el miss

Assay

Descrigtion

[dentification
Solubility
Puricy
Loss on drying
Carbobydnies
Sulphuted ash
Alsgsmsstivn
Arserne
Fiaid

Microbiiogical eritorne

F 959 — NEOHESPERIDINE DIELYDROCH,

Synonyms

Al

Definition

Chentical nanre

Not more thin 25 mkp expressed o dry werzhe havis

Abeent

Thaustin s ubzainl by aquecus extracoon pt 25 64 of taearils of the frait of
che nararal steain of Thaonasococcns el ket and conssts esentially of the
proteirs thaunrein 1 and chammadn 11 together it mingr plant

constituents derived from che source atenal

NeX

maunts ol

§8-422.
¥ asm
Polypeptide of 207 anmoavids

Thaumatin © 22209

Thaumatin 10

Not e than 16" mirrogen on the dricd hasis equinalent tomat e than 94"

prowing 1N v 58

Odowrlins, creamecolonred powder weth an inremely avect ety

2000 13000 Nl 1y SWES as sueros

Anprosiniatels

Very saluble io water, insaiuble in acerone

Not more than 9% (105 5 5o comstant weight!

Net more tuan 3 exprossed on ey weight base

Net more tan 2 expressed on ey weight basis

U

Netmore i 2 eaprosed o1 dr weight basis

Noe mare than 3 mgiky oxpressed on dey wvight hasis

3 mg: wpressed ondrv weighe basis

Total acrubic microbial count: Max 100V Fo Coliz absentin | g

Neohesperidin dibedrochaicone,  NHDC, hesperetia dibydrochalionc-$"[-

neatesperidoside. neohesperidi. 1¢

2:0m0L. thamnops ranoss -4*fi-Dglucops ranosy| dihy drochaloune

sbumiee by catalyne hydrogenation of neohesperidin

hesperetin
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Iinees

1 numbes

Chensical formm
Relative violecubtr mtass

Assay

Description

Tdentification

A, solubifiny

8. Ultraviolet absorption maxonon

o New's st

Pariy
Loss om dryving
Sulpshated ash
Lead

Hearv metals

24397856

650

Ly
YER

Content ot bess than 964 an the dried hasis

¢ sweet taste.

O white, adourless. erysralline peseder basirg o Characteristic, infensi
Approxumatele hetween 1000 and 1800 finws as sweet ay sucroe

Freely soluble i ot water, very shighdy soluble v cold waer, practically insaluble in
cther and benzene

1 283 nm for asolution of 2 g m 100 ml methanel

Dissolve about 10 ma of neoheperidine NC m 1 ml mechanol, add T ml ot a 1%

2aminvethyl diphem | borate metharalic solurion. A bright seilow colour s

sroduced

Nat more than L1 7 1105 °C. three huors)
Not wre than 0.2 % cxpressed on dry weight basis
Not mare than 3 mp/ky expressed on dry weight basis

Not more than 2 me/kg expressed ar dey weight basis

Not mare than 10 mgrky espressed as Ph on dry weight basis



