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Tre dlvlsloni, un'unlti dl l*tentl. Produtre quallti.
Three Deportments, o unlque will: Produce Quollty.
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Farmacisti Associati

\,\ iP +' {i- )i ll i r lV ,rAnN{nlnsoR ffi FARMALABon @ FARMALABoR m

TECHNICAL DATASHEETSCHEDATECNIGA

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS.:...
PH. EUR. . GLUCOSE MONOHYDRATE PH. EUR,

::. : :

Prodotto - Product 1216 GLUCOSIO MONOIDRATO

,/
Lotto - Batch Number R1401326 '\-/
Produttore - Manufacturer ROQUETTE - ltalia - lt9lt-

r .z'
Data rititolazlono - Retest date: 13/09/2018 v

PRODOTTO
NUMERO CAS
FORMUTA MOLECOTARE

PESO MOLECOLARE

TITOLO
SINONIMI

ORIGINE

TIPO OI PRODOTTO ED
IMPIEGO
DESCRIZIONE

ALLERGENI

ASPETTO
GRANULOMETRIA
SOLUBILITA'

pH

CARICA BAfiERICA
LIEVITI E MUFFE

PATOGENI

CONSERVAZIONE

PROPRIETA

ANAL!SI
MATERIA PRIMA

GLUCOSIO MONOIDMTO PH. EUR. ii
5996-10-1

c6H1206.H20
1 98,1 7
>= 99,570

D-(+)-Glucopiaailosio monoidrato; Dest osio monoidrato

Ottenuto per idrolisidell'amido di mais

ldoneo all'uso allmenlare

D.glucosio purilicato e cdstallizzato, @ntenente una

molecola di acqua di ctistalliz2szione

ll prodotto conuene: Mais e detivali

ll prodolto non contiene; celeali contenenti glutjne;

f.ultosioi uova e dedvau; latte e prodotti casead; pesce €
derivati; sostac€i e dedvati; frutta; legumi e derivati;
cacao; lievilo; carne (manzo, carne di maiale, pollo). soia
e derivali, noci e deivati; arachidl e derivatli sesamo e

derivati; senape 6 derivati; mollusctti e derivati;
conseryanli: sorbaU (E 200/E 203), benzoati (E 210/E
213), parabeni lE 214tE 219), galla(i (E 310/E 312),
BHA./BHT \E ?zalg 321); tattosio: saccarosio; lupino e
derivati; sedano e derivau; coriandolo: carola; allre
umb€llifero; glutammalo (E 620/625); gelatina; vanillina;
cannella; coloranti azotali (E 10zE 1o4lE'l10lE 1221E

123t8 1241E 129/E 151)

Polvere crislallina bianca o quasi bianca

Residuo su 100 mison (140 .nesh): ca. 55%

Liberamente solubils in acqua; scarsamente solubile in

etanolo (96%)

4€ (500/4

Max 1000 ufdg
Max 100 ufc/g

Escherichla coli: assente ln 19

Salmonslla: assenle/1 0 g

Si conseNa In rec.ipienti ben chlusl, in luogo fresco 6d

asclutto, al riparo dall'utnidile. ll prodotto ha tondenza a
impaccare a causa della fine gtanulomelria

Vlene impiegato come diluente per capsul0 € @mpresse;
come dolcific€n(e e isotonizzante pe. soluzioni; como
leganto e diluente nei processi di granulazione ad umido
e nslla compressione direlta, in particolare nella
formulaziono di compresse mastieabili; per le blande
proprietA riducenti, il desltosio viene usato nei processi di
plocessl dl compressione per mlgliorars la stabilitA delle
soslanze altive sensibili all'ossidazione. ln tsrapia, le
compresse gelaunose o masticabill dl glucoslo sono
usate ln caso di llevi statl lpoglic€mic.i nei diabetlcl.

SPECIFICHE RISULTATI
E;;ffiffi--Test di identificazione A:

conformg (Ph. Eur., USP/NF)

PRODUCT

CAS NUMBER

MOLECUTAR FORMULA
MOLECULARWEIGHT
ASSAY
OTHER NAMES

ORIGIN

TYPE OF PRODUCT AND
USE

DESCRIPTION

ALLERGENS

APPEAMNCE
PARTICLE SIZE

SOLUEILITY

pH

TOTAL BACTERIA
YEASTSAND MOULDS
PATHOGENS

STORAGE

PROPERTIES

RAW MATERIAI.
ANALISYS ::

GLUCOSE MONOHYOMTE PH. EUR.

5S06.10-1

c6H1206.H20
198,17
>= 99,5%

(+)-D-Glucopyranose monohyd(ate; Oexlrose

monohydrate

Product dertued from maize slarch hydrotysis

Food grade

Puritied and crystallizod D-glucose, containing a
molecule of water of crystallizalion

The product contains: maize and products thereof

The product doesn'it contaln: 6ggs and products thereof;

miik and dairy products; fish and products tho(eof;

crustaceans and products thereof; fruits: legumes and
producls thereof; cocoa; yeast; meat (besf, pork,

chicken), soya and producls thereof, nuls and products

thoaeof, groundnut and producls lhereof ofter nuts;

sesame and products thereof; mustard and products
theroof; molluscs and products thereof; sorbat€s (E

200i8 203); bsnzoates (E 210/E 2{3); parabsnes (E

2141E 219')t gallates (E 310/E 312); BHNBHT (E

32o132'l)l lactose: sucrose: lupin and products ther6or;
c616ry and products thereof; coriander; carrot; others
umb€lliters; glutamate {E 620/625): gelatin: vanillin;
clnnamon; azo coloranls {E 10ZE 1101E 12218 1231E

124tE 151)
White or almost vrhite crystalllne powder

Residue on 100 mlcron (140 mesh): approx. 55%

Freety soluble ln viato[ $paringly soluble io ethanol
(e6%)

4-6 (500/0)

Max 1000 ufc/g

Max 100 cfu/g
E.coli: negative,/g

salmonella: negative/l0 g

Keep ln well-closed contalners, in a cool and dry place,

protected kom molslure. Ous to its fine particle slzo. lhis

Foducl is liable to b€como mmpacted

Dextros€ is used as a tablet and capsule diluent; it is
used in soluuon to adjust lonlclty and as a sweet€nlng
ag6nt; as a wet granulaton diluent and blndor, and as a
direct-compr$sion tablet diluent and bhder, plimarly in
chewable tablets. The mildly reduclng propedles ol
dexirose may be used when tableting to lrnprove &e
stability of active materials lhat are sensitlve to oxidation.
Dextrose is also a lherapeutic agent gelatinous and
chewable lablets are used by diabetic subJecls for mild
hypoglycemic state.

SPECIFICATIONS RESULTS

ffirr* 
.

ldentification test A: complles
(Ph. Eur., USP/NR

IDENTlFICAZIONE IDENTIry

FARMALAB0n Srl
Head office Vla Pozziflo, zofia tnd. - 75012 Canosa dl Puglia {Bt) - ltaly
Legal head office Via 0berdan, 52 -76012 [anosa di Puglla (Bt) - ltaly
Representative offire Via Cavliana,3 - 20134 Milano (Mi) - ltaly
tod. Flsc. e Partlta lva - VAT n'05676410722

Phone +19 0883 611 301

Fax +19 0883 664824
Fax 800 085 708
E-mail info@farmalabor.it
Web mvufarmalabor.lt

La quallla ezlendrle
0 d(o0osciuta dalle (ertilicazionl

Company qualiby is gueranteed

througlr lolloning rertiF(ati0ns
lSo 900t!2008
1S01400112005

Data di aporovazone - Date ofaporoval18,o2,2014 v.03
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Tre dlvlsioni, un'unlti di lntentl. Produrre qualltt'

Ttuee Aiportments, o unlque vfill: Produce Quality'

ODORE
SAPORE

ASPETTO PELIA
SOLUZIONE

ROTAZIONE SPECIFICA

UMIDITA'

CENERI SOLFORICHE

METALLI PESANTI

ANALISI'tieiEnr,c pnrtutA sPEclFlcHE RlsuLTATl

fDENTiFEAziofrE-JeIiffiIfrca'ione B: confo'me
conforme (Ph. Eu.)' 
Test dl ldentinc€zione C: Conlorme

conlotme (Ph' Eur)

ASPETTO Potvele cdstallina blanca o Conformo

qua$i bianca

Nsutro Conforme

Dolc€ Conlorme

Llmpida, lncolole (Ph' Eur.) Conlotme

Conforme (USP/NR Conlorme

GMNULOMETRIA Reslduo 8u 40 micron (i100 8g%

mesh): >= B57o

Reslduo su 315 mlcron (48 0,670

mesh)r<= 3%

+52,6'r+53,2'(usP/Nn +52J'.

+62,5'l+53,3'{Ph.Eur.) +52,7'

7,5-9,5% (USP/NF) 8,30/o

7-9,5% (Ph. Eur.) I'g%

Max 0.1% (Ph. Eur. - USPINF) < 0,1%

Totali (corne Pb) <= 5 PPm < 5 PPm

(usP/NF)

Pb <= 0,5 ppm (Ph' Eur') < 0,5 PPm

Aselppm(Ph,Eur.,'1PPm
usP/NF)
<= 200 ppm (Ph. Eur. - < 10 PPO

USP/NF)

<= 16 ppm (Ph. Eur.) < 15 PPm

<= 'l2s ppm (Ph. Eur.) '5 PPrn

<= 200 ppm (Ph. Eur.) < 200 PPm

Conforme (Ph. Eur. - USPNF) Conforme

NaOH O,O2 N <= O,3O ml < 0,30 ml

(usPNr)
zucc}letl ostranei, Amido Conlolmo

solublle e Destdna: contotme
a Ph. Eur.

Rosldue on 316 mlcron (48 0'0o/o

mesh): <= 3%

SPECIFIC ROTATIoN +52.6e/+53'2! (USP/NF) +62;t'

+52,6'/+63,3'(Ph'Eut') +52'7'

(Ph. Eur)

ldsntilicatlon tesl C: compllos Compliss

(Ph, E'r0
Whlte to almosl while ComPlies

crystaltlns powder

Neutral Complies

swsEl Complies

Clea.. colourless (Ptt Eur.) Complies

Cornplies (USP/ND ComPlies

Resldue on 40 P (400 m€sh): 88%

mln 85oi

7,5-9,50/o (USP,NR 5,3%

7-9,5% (Ph. Eur.) 8'3%

Max 0.1% (Pd. Eur.' USP/NF) < 0,1%

Totat (as Pb) <= 5 PPin '5 PPm

(usPNF)
Pb <= 0,5 pprn (Ph. Eut.) < 0,5 PPm

As <= 1 ppm (Ph. Eur., ' 1 ppm

usP/NF)
<=200ppm(Ph. Eur.- < l0 PPm

UsPNF)

Forelgn sugars, solublo starch. Complies
daxlrins: complles (Ph. Eur.)

SOLFATI

SOLFITI

CLORURI
CALCIO
BARIO
ACIDITA'IALCALINITA

IMPUREZZE

,Aili'iorazroNr

suLPHlrEs '<=16ppm(Ph.Eur.) <15ppm

CHLORIDES <' 125 Ppm (Ph' Eur') < 5 ppm

cALclUM <- 2oo ppm (Ph. Eur.) < 200 ppm

BARIUM Complies (Ph. Eur" USPiNF) Compties

A0DrY/ALCALINiTY NaOH 0.02 N <= 0,30 ml < 0,30 ml

(usPNF)

IMPURITIES

Noirs

FARMALABORW FARMALAEOR@ FARMALABORM

RAWMATERIAL
;lilsyt sPEclFIcATloNs !E-su.frs.
iDEt{tlil-lffiiificatlon l$t B complies complies

APPEARANCE

ODOUR

TASTE

APPEARANCE OF
SOLUTION

PARTICLES SIZE

WATER

SULFATED ASH

HEA\ry METALS

SULFATES

RTIFICATE OF ANALYSIS

Prodotto - Product 1216 GLUGOSIO MONOIDMTO PH. EUR, ' GLUCOSE MONOHYDMTE PH' EUR'

Lotto - Batch Number R1401325

Produttore-Manufacturer ROQUETTE'ltalla'ltaly

Data rltitolaztonc - Reteatdate: 13/0912018

FARN,IACOPE,E

Conforme 8: Codex stan 212'1gge; Dlr. 2001/'111'CE: NOTES

ico in uigore; US code ol Fedetal Regulauons 21

cFPJl08.111
Prodotto ilon OGM (Reg. CE 1829'1830/2003)

ProdoRo certifi cato Kosher

b-for.. a Ph.Eur. e a USP ed. vlgenti PtlARMAcoPoElA

comDlies wilhl Codox Stail 2'12-1999; Dk' 2001/'11l'EC;

FCC current editlon; US code of Federal Regulations 2l
cFR1168.1tt
Oc[&r,ee (Reg. EC 1s29'1830/2003)

Kosher cedilied

Complies with Ph. Eur. and USP/NF cilffenl ediuon

FARMALAB0R 5rl
Head office Via Pozzillo, zona lrtd. - 76012 Canosa dl Puglla {Bt) ' ltaly

Liil ;;i.f{tte Vla OterOan, s2 - 7601u C,anos? dl PugIa (Bt) ' ltalv

R;i,;;;;;i.ii, ; . ff ic e Via cav rl a n L3- . .11-3J 
Ml I a no (MI)' I tatv

Phone
Fax

Fax

E-mall
Web

+39 0883 611 301

+39 0883 654 824
800 085 708
lnfo@{armalabor,it
ww*falmalabor,lt

Le qu,lltt ,zlendale
! ftoootclula dalle (ertlflcazloal
(ompaoy quality 13 guiraoteed

lhrough lollnl1lng rertili(3llonJ
150 900tr2004
150 u00t:2005

tod. Rsc. e Partlta lva - VAT n'0562!q07E

Data dl aoprot/azone : Date oI approval 18'02'2014
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Tre dlvlslonl, un'uniti dl lntenti. ptodurre qualiti.
Three Deportments, a unique wiil: produce Quallty.

FARMALABOR

Le speclfiche sono state desunte dare scrreue rorniGci oailroor,ti6riT6'ii6iiEiiEii
sopta riportate non vl esonerano dallbbbligo di identific€re e controllare il prodotto

Ail specifications are as provided by the odginat manufacturer. fney Oo nol lmpty any
exempton from ldentifring and lnspecong lhe producl before its use, the final-useiprima deli'uso- Ladozione dei prodolti e dl @nseguenza l,uso corretto aegti stessl

sono sotto la totale responsabilitd dell'utilirzatore.
belng futly responslble ,or lhs adoptlon and lh€ correct usage of the product.

Dlrettore tecnlco / Technlcal director
Dr. GlovannLSummonts

.l'v.i ,/-*; -\ **. *. - )-o

FARMALABoRm FARMALABoR@

GERTIFICATO DI ANALISI - CERTIFICATE Or AruAIYSIS
PTOdOttO . PTOdUCI 1216 GLUCOSIO MONOIDRATO PH. EUR. . GLUGOSE MONOHYDMTE PH. EUR.

Lotto - Batch Number R140192S

Produttore - Manufacturer ROQUETTE - Italla - ltaly

Data rititolazione . Retest date: {3/09/2018

FARMALABOR 5rl Phone
Fax
Fax
E-mall
Web

Head offics Via Pozziflo, zona ind. - 76012 Cailosa di puglia (Bt) - ltaly
Legal head office Via 0berdan, 52 - 76Bt? Canosa di Fugila (bti - ftrly
Representatlve oFfice Via Cavriana, 3 - 20134 Milano {t t1) - X.,,

+39 0883 611 301
+39 088] 654 824
800 085 708
lnfo@farmalabor.lt
wwwfarmalabor,lt

La qsautl azleadale
! ri(0nos(lulJ dalle (ertiflcazio(l
(ompany qualit',r is gurrantoed
through tollorlnq {erliFratlons
150 9001,2008
150 14001:2005

Cod. Fi:c, e Partita lva - VAT n 05616$A122
Data di aoprovazone - oate of aoproGt f gJ2rO14


