
AI.
d-1\-'
*i9p-
tIr

\ts
Y

[L

4
,, 

ly' t^:i.'lc 7 t'i

Pag.1 of 3

Tre dlvlsionl, un'uniti dl lntentl. Produrre qualita.
Thrce Depaftments, a unique will: Produce Quolity.

oo
f,

Farmacisti Associati

SCHEDA TECNIGA

trl nr=-/ : 
-d. . r- J rl,'l,hilIrARMALABon ffi FARMALABon @ FARMALABon ffi

TECHNICAL DATA SHEET

CERTIFICATO DI ANALISI . CERTIFICATE OF ANALYSIS
Prodofto - Product 1216 GLUCOSIO MONOIDRATO PH. EUR. : CLUCOSE MONOHYDRAJE PH. EUR.

LoHo-BatchNumber R1401142 ..,: ' , ' l' ":
Produttore-Manufacturor ROQUETTE-ttalia-ltaly,,, i, .,'
Data rititolazione - Retest datel 13/09/2018 .' ,,, '

PRODOTTO
NUMERO CAS
FORMUTA MOLECOLARE
PESO MOLECOLARE
TlroLo
SINONIMI

OR]GINE

TIPO DI PRODOTTO ED
IMPIEGO

DESCRIZIONE

ALLERGENI

ASPETTO
GRANULOMETRL{
SOLUBILITA'

pH

CAfiICA BATTERICA
LIEVITI E MUFFE
PATOGENI

CONSERVAZIONE

PROPRIETA'

GLUCOSIO MONOIDRATO PH. EUR. .l

5996-10.1

c6H1206.H20

198,17
>= 99,590

0'(i)-Gtucoplranoslo monoldrato: Desf oslo monoidrato

Ottenuto per idrolisi dell'amido di .nais
ldoneo all'uso alimonlar€

D-glucosio purificaio o crislailizzato, @ntenente una
molecola di acqua di cristallizzazlons

ll prodotto conti8ne: Mais e derivall
ll prodotto non contiene: c€(eali contenenti glutinel
frullosio; uova e derivall; latte e prodolti caseari; pesce e
derivat: crostacei e derivau; frutta; leoumi e dBrivati;
cacao; lievito; carne (manzo, carne dl maiale, polto), soia
e derlvati, noci e derivau; arachidi e derivati; sesamo e
derivatij senape e derivati; molluschi e derivatl;
conservanti: sorbati (E 200/E 203), benzoati (E 210iE
213), parabenl (E 21418 219), gallati (E 310/E 312),
BHAJBHT (E 320iE 321); lattoslo; saccarosio; lupino o
derjvati; sedano e dedvati: coriandolo: carola; altre
umbellifere; glutammato (E 620ie25); gelalina; vanillinal
cannella; coloranti azotati (E 10zE 1041E 110tE 1221E
123tE 124tF129tE 16',t)

Polvere cdstallina blanca o quagl bianca
Residuo su 1oO mlclon (140 mesh): ca. 5570

Lib€ramente solubile in acqua; scarsamedte solubile h
etanolo (96%)

4-8 (so%)

Max 1000 ufcr'g

Max 100 ufdg
Escherichia mli: assente in 19

Satmonelfa: assenldl0 g

Si mnserva ln recipienU b€n chiusi, in luogo frosco ed
asciutto, al riparo dall'umidite. ll prodotto ha tendenza a
impaccrre a causa della tine g(anulomelria

Viene lmpiegato come diluente pol capsule e compresse;
come dolcificante a Isotonizzante p€r soluzioni; come
legante e diluente nel processl di granulaziono ad umido
e nella compressione direlta. io particllare nella
forrnulazione di @mpresse mastcabili; per l€ blands
proprieta ,iducenti, il destroslo vlene usato n€i proc€ssi di
processi di compressione per migliorar€ Ia stabifiB dslls
sostanze atuve sensibili allbssidazione. ln terapia, b.
compresse gelatinose o masticat{li dl Slucosio sono
us€te ln easo di lievi stati ipoglicemiclneidiab€tlci.

PRODUCT

CAS NUMBER

MOLECULAR FORMULA

MOLECULAR WEIGHT
ASSAY
OTHER NAMES

ORIGIN
TYPE OF PRODUCTAND
USE

DESCRIPTION

ALLERGENS

APPEAMNCE
PARTICLE SIZE

SOLUBILIW

pH

TOTAL BACTERIA
YEASTS AND MOULDS
PATHOGENS

STORAGE

PROPERTIES

RAW MATERIAL
ANALISYS ' I sPEclFtcATtoNs
roENTlTf tdentification tesfildentifi cation test A: complles

(Ph. Eur., USPiNF)

GLUCOSE MONOHYDRATE PH. EUR.

59S6-10-1

c6H1206 H20

198,'t7
>= 99,5%
(+)-D.clucopyranose monohydrate; Dsxtros€
monohydrate

Product derived f(om maize starch hydrolysis

Food grade

Pud,ied and cryslallized D-gtucose, containing a
molecule ot lvater ot c.ystallization

The prcduct conlains: maize and products thereof

The producl doesnli contain: eggs and ptoducts lheleof;
milk and dairy products; lish and ploducts thereof;
crustaceans and producls lhereot fruits; legumes and
producis lhereof; cocoa; yeast; meat (b€et, po*,
chicken). soya and products thereof, nuts and prducts
thereot, groundnut and products thereof other nuts;
sesama and producls hereoi mustard and products
th€reof: mollusqs and products thoteoi sorbales (E
200iE 203); benzoates (E 210iE 213); parabenes (E
2141E 215)i galiates (E 310/E 312); BIWBHT (E
3201321); lactosel sucrose; lupln and producls lhereof;
celery and producls lhereof; coriaodec c€rrot other8
umbellifers; glutamate {E 620/625); g6lalin; vanlllin;
cinnamon; azo colorants (E 1o2lE 1101E 1221E l23le
124te$11
\/vhite or atmosl whita crystalline poy/det

Residue on 100 micron (140 mesh): approx.55yo
Freely solubls in wateq sparing]y solublo ln ethanol
(e8%)

4.6 (507c)

Max 1000 ufdg
Max 100 cfuig
E.coli: negativelg
Salmonolla: negative/10 g

Keep h well-closed conlainers, in a cool and dry place,
protected from molsture. Due to its line parliclo size. thls
product ls liablo to become compacted
Dexuose ls used as a lablet and capsule dituent; it is
us€d ln solulion to adjust tonicity and as a sweetening
agent; as a wet granulation diluent and binder, and as a
direct-comprosslon tablet diluent and binder, primady in
chewable tablets. The mildly reducing properties ol
dextrose may be used when tabletlng to improve the
stability of acwe matedals lhat are sensltive lo oxidaoon.
Dextose ls also a therap€utic agent gelaUnous and
chewablo lablels arc used by diabetic subjects for mlld
hypogtyc€mlc state.

ANALISI
MATERIA PRIMA SPECIFICHE RISULTATI
IDENTIFICAZIONE Test di identificarione A: Conforme

confo{me (Ph. Eur., USPiNF)

RESULTS'
Complies

FARMALABOR 5tI
Head offics Vla Pozzlllo, zona ind, - 76012 Canosa di Pugtia (8t) - ltaly
Legal headofficeVia oberdan, 52-7601? Canosa di Puglia (Bt) - ltaly
Representative office Via Cavriana, I - 20134 Mllano {Mi} - ltaly
[od. Flsc. e Partlta lva - VAT n' 05576410722

Phone +39 0883 611 301

Fax +39 8883 664 824
Fax 800 085708
E-mall lnfo@farmalabor.lt
Web mvufarmalabor.lt

La quallte azleddlle
t d{onosclula dalle certificazioni
(ompan,l gualib/ ls gu3iaoteed
through rolloKing rertiti(ations
lS0 9001r2008
ll0 1400112005

Data di approvazone - Date of approval 12.02,2014
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conforme (Ph' Eu0

TesldiidentificazloneC: Conforme

confolme (Ph' Eur)

ASPETTo Potvere cdstalllna blanca o Conlotms

quasl blanca

ODORE Neutro Conforme

I*o'*t Dolce conforme

ittino rtr,e Limplda' incolole (Ph: Eur') contotme

SOLUZIONE
' conlormo (USP'NF) Conforme

GRANULOMETRIA Reslduo su 40 m'lcron (40O 887c

mesh): >= 85%

Reslduo su 315 micron (48 0'67o

mesh): <= 3%

RorAZtoNESPEclFlcA's2,61/*53'2'(usP/NF) 
-1'!-'

+se's"l*sr.s'(ph'errr') +52J'

uMlDrrA' z,o'e'sz" lusnrurt }l'j:
7'8'5% (Ph' Eur') ' o'o'o

CENERI SoLFORICHE Max g'1io (Ph' Eur'-usP/NF) t o'louo

*iielur tesourl Totali (come Pb) <= 5 PPm < 5 ppm

':'- " --' (usP,NF)

Pb <= 0.5 ppm (Ph. Euf.) < 0,5 pPm

As <= 1 PPm (Ph' Errr'' < 1 PPm

usP/NF)

ANALISI

SOLFATI

SOLFITI

CLORURI

cALclo
BARIO

ACIDITAYALCALINITIt'

IMPUREZZE

TEiTEentificazlone 
g:

RISULTATI

Conlolme

APPEAMNCE

ODOUR

TASTE
APPEAMNCE OF

SoLUTION

PARTICLES SIZE

(Ph. Euo

white lo alrrrost white

c{ystalline po der

Neutral

Svreet

Clear, colourloss (Ph. Eur')

Max0,1% (Ph. Eur. 'USP/NF)

Total (as Pb) <" 5 PPm

(usP/NF)

Pb <= 0,6 PPm (Ph' Eur')

As <= 1 PPm (Ph. Eur'.

usP/NF)

<- 15 PPm (Ph. Eur.)

<= 125 PPm (Ph. Eut')

<= 200 PPm (Ph. Eut.)

ComPies (Ph' Eur. - USP/NF)

NaOH 0,02 N <= 0,30 ml

Complies

Comdies
Complieg

@mPlies

66116i63 (USPNF) Complles

Residue on 40 I (400 mBsh): 88%

min 85%

R€sidue on 315 micron (48

mesb): <= 37c

SPECIFI0ROTATION +52,6"/+53'2'(USPINF)
+52,5'/+63,3" (Ph' Euf')

WATER 7'5'9'90/c (USP/NF)

7-8'57c (Ph' Eur')

0,6%

isz,t'
+62,7'

8,3%

a3%
< 0,170

<5pPm

< 0,5 PPm
.lppm

< 10 ppm

<= 200 PPm (Ph' Eur' - < 10 PPm

USP'NF)
<= 16 ppm (Ph. Eur.) < 15PPm

<= 125 ppm (Ph. Eur.) 1 5 PPm

<= 200 PPm (Ph Eur) k 200 PPm

Conlorme (Ph. Eur. ' USP/NR Con'orme

Nuorf o,oj H <= o,3o ml < o'30 ml

{usP/NF)
zucchsd eslran€l. Amido conlorme

solubile e Oesldna: confo{m6

I Ph. Eur.

SULFATED ASH

HEAVYMETALS

SULPHTTES

CHLORIDES

CALCIUM

BARIUM

ACIDITY'ALCALINITY

IMPURITIES

(usPNt)
Forelon sugars, soluble starch Complies

dextrins: comPlies (Ph. Eur')

SULFATES ffi60'ten' 
r*"

< 15 pPm

<5ppm
< 200 PPm

Complies
< 0.30 ml

Farmacisti Associati
OF ANALYSIS

prodotto - Product 
- -' ' 

't 

" 
u Glucoslo MoNotDMTo PH' EUR" ' GLUcosE MoNoHYDRATE PH' EUR'

Lotto . Batch Number R1401141

Produttore ' Manufacturer ROQUETTE - ltalia'ltaly

Data rititolazlone - Retest datel 1310912018

lNNOnztoNt

NOTE

FARMACOPEE

:SYff ',,;;,:f;l'.H"lil:'#;'h#:;f#i"1 
NorEs

cFR1168.111

irJotto non OeU (Reg' CE 182e'1830t2003)

Prodouo c€rtificato Koshor

confo'meaPh.Eu'.eaUSPod.vtgenuPHARiIAcoPoElA

:sTxi,1H,l,?,ffi 1,tTil'"i::ft :lJixl1#,'i
cFFyl68.111
OGI\,|-free (Reg. EC 1829'1630/2003)

KoshEr c€rtified

ii*pli* *tn prt. Eur' and USP/NF current edition

fARMAIAB0R Srl

ft :Ifiiff ii,'d;zzirro,zonai4"l-6!-11.c-'lliltlS::i':,fil:lllll

Phone
Fax

Fax
E-mall
Web

+19 0883 511 301

+39 oi83 554 824

800 085 708
lnfo@farmalabor.lt

La oualltl azl€ndrle

u d;on05clutt dalle (ertlfica2lonl

ComoanY qrlallt, It guatanlecd

through iollcwlng certifir;tions
Head orn(e vra Hozzutu' ."'," 

. ;;- i;itCinosa di puglla (80 . ttaty
Legal head officeVla 0b.erdan'. - , ,^t, ,irrno {Ml} - ttalv

150 900112008

150 1{00t1009

;ffibroval12'02'2014
www.f armalabot.lt

Lepat neau omLB y,d uus,uq'|r,!rlr, 
i_ ZOrf+ Mitano (Ml). ltaly

Ripresentative offire Vla.Cav 
^.?1. Ai^aa'

t'i[, iiii.. i;i*lta lva'v+r n'0s57541072?
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Farmacisti Associati
FARMALABOR

CERTIFIGATO DI ANALISI . CERT]FICATE OF ANALYSIS
Prodotto - Product 1216 GLUCOSIO MONOIDRATO PH, EUR. . GLUCOSE MONOHYDRATE PH. EUR.

Lotto - Batch Number R1401142

Produftore - Manufacturer ROQUETTE - llalia - ltaly

Data ritltolazione - Retest date: 13109/20'18

dalproduttorl.L6lnfomazionlAllspecilicalionsareasprovidedbylheori9lnalmanu'aclufer.Theydonotimp}yany
sopra rlportate non vi esonerano dallbbbllgo dl identificare € controllaro ll prodotto exemplion kom ldentirylng and lnspecting the product befors its use. lhe linal user

prima dLll uso. L'adozione dei prodotti e di conseguenza l'uso co.r€tto degll stessl being fulty responslble for the adopuon and the corect usage of lhe producl.

sono sotto la tolalo lesporcabilita dell'ulilizzatoro.

FARMALABORffi FARMALABOO@

Dlrettore tecnlco / Technlcal director

fl;?l".Hs::rljl()

FARMALABOR 5rl
Hsad office Via Pozzillo, zone ind. - 76012 Canosa dl Puglia (Bt) 'ltaly
Legal head office Via 0berdan, 52 - 76012 Canosa dl Puglia (80 - ltaly
Representative office Vla Cavriana,3 - 20134 Milano (Mi) . ttaly
Cod. Flsc. e Partlta lva - VAT n'05676410722

Phone +39 0883 61'1 301

Fax +39 0883 664824
Fax 800 085 708

E-mail info@farmalabor.it
Web wwwfarmalabor.lt

La quatlti a2lendale

e rl(ooo5(luta dalle (ertlllcazloni
(ornpan, qualih, is guaraotced

through follo\rlng (ertili(aliont
150 9001:1008
150 tilo0'h2001

Data d I aDDrov azone - Date of a oprov al 12,02.24fi


