
CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS 
Prodotto - Prodoma 	1216 GLUCOSIG MONOIDRATO PIL EUR. - GLUCOSE MONOHNDRATE PH. EUR. - GLUCOSUM 

MONOHYDRICUM 

ConforrnIth • Compliance 	EP 

Lotlo - Batch Number 	R1605417 ''''...... 

PrOduttore materla prIma - Raw material manufacturer ROQUETTE • Halla - MIV 
HM Samevali, 26, 150eaomseno Spinola (AL) 

Deta pria<11121oirle • Manufacturing dala: 21105/2018 	Data detelazietw Rebul  - 	data; 	21 	 Ozde dl mahal • Analysk dala: 2110512016 

PRODOM) 	 GLUCOSIO MONOWRATO PH EUR. 
NUMERO CAS 	7793B-63-7 
FORMULA MOLECOIARE C61.11206 H20 
PESO MOLECOIARE 	198,2 
SOLUBILITR 	 Fricilinente solublle lo acqua: modo ppm &MIRO In 

Mahalo 96% 

PRODUCT 
CAS NUMBER 
MOLECULAR FORMULA 
MOLECULAR WEIGHT 
SOLUBILITY 

GLUCOSE MONONYDRATE PH, EUR 
77938 a3•7 
C6H1206H20 
195.2 
Hedy soluble o noten ven,  slightly mlade M elhenol 
96% 

ANALISI 
MSRIA PRIMA SPECIFICHE 	 RISULTAT1 

RAW MATFIDA  
A ANLISYS  SPECIFICATIONS RESULTS 

    

FARMALABOR  
X.  Sare-nacisti ASSoCiati 

Oivitioni, urdualta dl lomen. Pomtuire 
Ihree D« ~mant,. o un4vrt 	~duet Quid dr 

FARMALABOR Ei; FARMALABOR 
	

FARMALABOR le 

Mililo or elmosl white, 	Compbes 
crysbliine ponder 
Test A IsPiNficPP" 
rotalion). •52.6" lo 453,3' 
Teni B (dvomalography) 	Canpfles 
Test E (miter): oampbes 	COmpllesi 
Clear and no( more Intensely Cmnplies 
coloured Ihan reference 
solullon BY7 
c= 20 pS/cm 
Sum ol impunties A and B 	131.2% 
(mala« • [somoma.) r= 
0,4% 
Impwity C (malrohiose)<= 	Oj% 
0.2% 
ImPaltY D(Inalosio)c= 0.15% 0.0% 

PH.EUR 
APPEARANCE 

10ENTIFICATION 

APPEARANCE OF 
SOLITROM 

CONDUCTNITY 
RELATED SIIBSTANCES 

453,2' 

Tre Muhami, On'unisb. dl Impol'. !Votlin!, quallta. 

FARMALABOR 
	 nun Obtaatinants. n ~IS» with Prodtitil OV011elt 

Farmacisti Assaclati 
	

FARMALABOR 	FARMALABOR 	FARMALABOR 

Prodotto - Product 1216 GLUCOSIO MONOIDRATO PI1. EUR. - GLUCOSE MONOHYDRATE PH. EUR. GLUCOSUM 
MONOHYDRICUM 

< 1000 < 1030 

< 100 
Conlionne 
Ccoforme 

YEASTS AND MOULDS 
PATHOGENS 

<100 
Complus 
Camplin 

OTHER TESTS 
TOTAL SACTERLA 

ALTRI TEST 
CARICA BATTERICA 
TOTALE 
LEVITI E MUFFE 
PATOGENI 

de 180 club 
E. mit nagetIvab 
Salmoneli/t: namine110 

(411:00 dolg 

<4100 urrig 
E. coli: assemarg 
SelmoneRa: assenle/10 g 

<• 1000 ubiti 

CONFORMITM COMPLIANCE 

FARMACOPEE PHARMACOPOEM Donkom a Pri. Eur. od. 919.M. 
Gantar. a USP ad. alga*. 

Campline ttlloi Ph Eur aromi ed 
Gangle., 	USP conaMed. 

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS 

INFORMAZIONIGENERAU 	 GENERAL NOTICES 

Dala produzlons• Maindmiudos dela; 21/05t2016 

ROQUETTE - Halla - Italy 
Vla Serravalle 26, 15063 Casaano Spinola (AL) 

Data rIlltolazIone • Rebul data: 05104/2021 	 Data di analisl-Arialyals dala:21/05MM 

ConformItS - Compliance 	EP 

Loti° - Bakli Numbor 	R1605477 

Produttore materla plima - Raw material manufacturer 

SINONIMI 	 cig•belucogranosla monoldraio: Destroelo menoklrela OTHER NAMES 

ORIGINE 	 GlIenulo par grob! dellamido & meis 
	

ORISIH 
TIPO DI PRODOTTO ED Cmforme a Farmacopea 

	
TYPE OF PRODUCT ANO 

IMPIEGO 
	

USE 

(I)-0-CilucopyranOM 	mOnonYdrale. 	De.Mose 
meni:Uhana° 
Produci ~ved Ima maga starci] hydrolyslt 
Comska with Phannacopeala 

Idonen 'Muso Mimentans 
0-glucosio mulficaM e nitslagazalo. orumeni. una DESCRIPTION 
entilecole dr mam d. oistallbazanone 
II prodano nori conliene-  cenila coni:trmah 	ALLERGENS 
Inatoslo; uove e dedvall; lata e prorkatl casearli pesna e 
demred, crostmei e denveb; /rune; loguml e derNall, 
cacau limito; orne (menzo. carne d mama. Polo). MM 
a derivati. nal a derivati: arachldi e atirnall; sesamo e 
deraell; serume a derivell; mamah e dedna 
masama* sorban (E 20(11E 203:1. Wiruoritl (E 210/E 
213L para)senl (E 214/E 219). gallah (E 31WE 312), 
SHOJBUT 1E 320/E 321): Lagosa; SINCBTI4kS, lupino 
Remsa sedam a derivati; consndolo: cmoka; alge 
umbellItere, okamninah. (E 6201525), Boletina: mrilanai. 
[amebe, [Norma azotau (E 102JE 104/E 110/E 122JE 
123/E 1241E 129/E 151) 

Contlene denvab dl men 
lnodore 	 OCCUR 
Dolce 
	

TASTE 
Rasam Sil 100 Spon (140 mesh). ca 55% 

	
PARTICLE SIZE 

4-6 (50%1 	 PH 
COOSISIValn a tampendure ambiente 	 STORAGE 
Coruervare S ripato dell:Vodita 
O prodalo ttl lendenza a Impaccare n causa dale Me 
premiernem, 
II puram. un carboiamte nabirale la cui premaza nel PROPERT1ES 
sangue l esseludele por la vita La sornmmistrazione ell 
glucosio la eurnenlare a vname e lomimo en apporto 
udom° 
Umki come doldficanle 	 APPLICATIONS 
Usalo come Sobna:zame 
Mato nal primes& 1S compreaslone por mkplorare lu 
slabilna delM soslanza ellive sensabili airossnazona 

Fond orade 
Puri/led and aystaillzed Dibicose, containing a 
molecule ntl mata/ ol crystrilizelion 

The WadoR dossR1 conlain: ellgs and products Mami: 
mil,  and MIR products; Psih and products Pomol, 
°rute:ena and products Mermal; Inas; leguram and 
pnaducts therent: osma: yes* amil (haat. POW. 
C-010.0.). sorsi and pmducts Namot num and products 
Meteor woundnut and producla ther od: Muc nula 
sesamo and products Mereof, inuslard and products 
bumf, rimana and products Meteor; sorbita (E 
200/E 203): benmeles (E 210/E 213): neraben. (E 
2I4/E 219); (Matos (E 310/E 312); BRAPIHT (E 
3201321): Udom-  comose; lupin and ploducia tuarect 
Mary and products bumf; codanryr, muca; °that'. 
umbellilem WuMmate (E 620*625): 	~MM: 
dinamo azo Moranu (E 102/E 1100E 122/E 1231E 
1241E151) 

conlains com &Ovalnim 
°Murina, 
Sweet 
Resklue on 100 Muco (140 mesIg: approx. 55% 
4-6 (50%) 
Store al rcom lemparatura 
Kasu protocled ramo monter. 
Dura lo its fine pralkin slze. liS prodvd is Nade lp 
neparna compeclad 
The prodori le a naiural camonyructie In the lobod whose 
presence Is eaaenlial lot lile. The admInIsbalkan of 
glutene Micama the blowl super and it provklea 
[Norim 
Used as snamem- 
R ks used as IsetoNc agent 
It ks used in im procesom ol muflonom te migam ihe 
slabalal of the miliva subalences senata. lo <Dodelan 

DESCRIZiONE 

ALLERGENI 

ODL)RE 
SAPORE 
GRANULOMETRIA 
PH 
CONSERVADONE 

PROPRETA 

APPLICA210N1 

FARMA1MM1R 54 
Skadanke Via Pc dld. tona ind .76012 Emosa do Pusti. (Bi) • Imb 
tryal Swideffice Vta 00,mba 57 - 7001.7 CanGsa di Pusba (BO • Itulv 
Reprnmtatin otrlo Vrl Murna, 73 • MIMO Anna S.111 llalf 
CCIAAMILM ttAas 41.7713 Pi OSUMIM? - (ALS« (MD C00.00 e 

11 	i eic.111 
-19 MM l MW Mb 
<IM MI CIII 

.1 	ralu L I nmalabo. It 
414% I 	Iz5ralalilta ll  

llvvama n..n4,• • 
sirts 

blimairmaa 
IM ~mm 

V.10 

I d‘du danite • 
niamommabreitimmers 

1,010011,1•M 	 - 
1114114ondon 
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Conlomie (USP) 	 Genialne 

	

Resicam su 315 	mimo (48 	1.2% 
meM): <= 3% 
Resldbm su 40 Mam (400 B7% 
rnesh): ne 85% 
Addd C= 0,30 ml NaGH 0,02 < D,30 ml 
N (USPI 

	

Contorme )USP) 	 Gonfurne 

52.ys53,r (USP) 
	

•53.2* 

	

<= 0.1% (USP) 
	

< 0.1% 

	

c= 250 ppm IUSP 
	< 10 

m IDO ppm (USP) 
	< 5 

	

m 1 pprn (USP) 	 < 

FARMAR ASOR 5,1 
Ilead affke Vla kozlih% lana and. - 76012 farama di Pe.sa (OB 
tel haad of114•164 Obaidon. 5? . 75013 Can014 M Psiha (M) - hale 
ReNtsantalive alba Via Pakim.. 23 20090 Assryo 	Italy 
ft iAA ut Bati PfAn 49Y/1)- M 016%4I0M - Cap Sof t MS O00.001v 

DEXTRINS 
SOLLIBLE STARCH. 
SULFRE 
WATER , 
PYROGENS 
ASSAY 

OTHER IESTS 
IDENTIFICAIION 
PARTICLE SUE 

ACIDRWALGALINRY 

SOLUBLE STARCH, 
SULFITE 
SPECIFC ROTATION 
RESIDUE 014 IGNITON 
SULFATES 
CHLORIDES. 
ARSENIC 

mem 	i M 0e4111/1111 
i z. 	.19 mai 66.11/4 
I n 	snu Lili% 70I1 
L- amil molu dlan-Salm il 
Mm 	sna larmalmor It 

PH.EUR 
ASPETTO 

IDENTIFICAZIONE 

ASPETTO DELLA 
SOLUZIGNE 

CONDUCIBILITW 
SOSTANZE CORRELATE 

GESTRINE 
AMIGO SOLUBILE, 
SOLFITO 
AGOUA 
PIROGENI 
TROLO 

ALIBI TEST 
IDENTIFICANONE 
GRANULOMETRIA 

ACIDITAVALCALINITR 

AMIGO SOLUBILE, 
SOLFITO 
ROT/UK:ME SPECWICA 
RESIOUO ALVIGNIZIONE 
SOLFATI 
CLORURI 
ARSENICO 

Polvere &Malh. Punca o 	Conlonne 
[masi dance 
Trmi A (rotenone olika 
sPeahca): da .52.5 a .53.3' 
Test B (ero...Iowa:0W 
	

Contome 
Test E (acqua) conlorrne 
	Conforrne 

Umuda e non PTI 
	

Conlorme 
intensamente colorais dere 
soluoone cil rilerimenio BY7 
c= 20 uS/on 	 1 
Smirna dello Impurewe A n B 02%  
(menama inanallosiO)<= 
0,4% 
Impurezza C (mallothoslo)<= 0.1% 
0.2% 
knourezze D Remom) irn 	0,0% 
0.15% 
Ogni /mamama non satnika <0.10% 
<= 0.10% 
Impurarte 101,11 os OS% 	<0.5% 
Confonne 	 Conforme 
ca 16 ppm 	 c 15 

7,5-9,5% 
	

6.2% 
Nco applicabile 
	

Conama 
97,5-102.0% su base ONdre 99.5% 
(HPLC) 

any mama/led imporay <= < 0.10% 
0.10% 
Tota/ ImpurItles c= 0.5% 
	

.0,5% 
Compbes 
	 Complus 

<= 15 ppm 	 < 15 

7.5-9,5% 
	

0.2% 
Nol aFplIcable 
	

Complles 
97.5-102.0% on anhydmus 
	99.g% 

basis (HPLC) 

Complles (USP) 	 comptles 
%Udu° on 315micron (48 12% 
mask), or 3% 
Rlddlle on 40 p (400 mesh). 07% 
min 85% 
Aochly <= 0,30 tnd NaOH 0,02 < 0,30 na 
N (USPI 
Camila» DISE) 	 Compllee 

552.6./.53,2" (USP) 
	

•53.2.  
<= 0.1% (USP) 
	

< 0.1% 
<= 250 ppm (USP) 
	< 10 

Sc 180 ppm (USP) 
	< 5 

m i ppm (USP) 
	

c 1 

V.10 
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FARMALABOR 
FarrnaCISti Associati 

Tre dhIIDIIS. vitrama dilatant %Otri* 

čhItt Uryrottntents. a tarem wdlJ P Odu 

FAR MA 1. ABOR C31FAIRMALA.SOR 	FARMALABORE1 

CERTIFICATO DI ANALISI - 
Prodano - Product 	1216 GLUCOSIO MONOIDRATO PH. EUR. - GLUCOSE MONOHYDRATE PH. EUR. - GLUC05111,1 

MONOHYDRICUM 

Conforrnitit - Compliance 	EP 

Lotlo • Batch Romb« 	R1608477 

Frol:lotim* mabota prima - Raw material manufactunn 	ROQUETTE - Balla - Italy 
Vla Serravalle 26, 15063 Ceneno SpInola (AL) 

Data produalene - Manufacturing dala: 21/65/2016 	Data rliflolazIon• - Rinesl date: 55/04/2021 	 Data di analial•Analmn nate: 

, 
, 

21105,4016 

1NFORMA2ONI GENERALI 	 BRAL NOTICES 
APPLICAOONI 	Usato 	conm 	leganle 	e 	O:umile 	nal 	mucem! 	dl APPOCATIONS 	it Is usad as a MAIN and dOlJent In Me 

fragdatigg ad umklo e nelle compressione drena. In 	 primulahon and dima compresslon, 
parlicolare nega formulagone di commease maatIcabill 	 formulation ot cheweble tehle% 

ANNOTAZIONI 	 NOTES 

process or gel 
Hramba% 

NOTE 	 Conforrne a: Code% Slan 212-1998 DO 2001/111/CE: 	NOTES 	 Gamah., vatli: Cortex Sten 212.1099: 
FCC In kom US gode of Federal Pedologom 21 	 FCC amen, e!AtIon: US code ol Federal 
CFW168.111 	 CEFU168.111 
Esenc de 0614(Reg.1620-1830/21:03CE) 	 OMOstrae (Rep.1829-103312003WC) 
%dobe 

01r. 2001(111/EG; 
Regulatlons 21 

	

metalo Kosim 	 Roger 1:Millad 

	

Esente dal rischlo BSE/TSE 	 BSE/TSE Pes 
la apestfthe 	desunle data 	 del 	La Information not MM any 

ihe linel ure/ 
etodUet 

sonc slab) 	 sentare:odeti 	produltod. 	 All speci:1.0ms are as pronded by the original manirfacturer. Thiry*/ 
sope il Oparimo non vl »moreno dalfobblIpo di Identakare o conlrollare Il prodom 	exemption dum MenlifyIng rod IrspontIng os product balon) Us utre, 
mirna ~hube. Ledozieee del prodotil e dl consetwanza riso correto MAI !Loss] 	beins fullv resoonsible for the adoolion and the [Sred tamle 01 the 
a0n0 fele, la letele neeponsebele dell ulil 	Dee 

DIrettere tecnico / Technical clIrector 
Giovannummantt 

Spezlo rIsareato alta Formula 

	

DATA RICEZIONE: 	 NR. INTERNO: 	  NR DDT/FATTURA: 

	

DATA VOTILIZZO: 	DATA FINE LITILG20: 	 QIJANTITA': 

	

COSTO: 	 PREZZO AL PODBLICO: 	 SIGLA RESPIAB: 

FAMmi. MOR SO 
Head Mike Vis Potrdi.. 21)11a od_ • ;60;2 Csnera d Inigis (BQ • tul, 
Lopi Mad offlte Vla Oboda" 5? • 76012 Ceneta d1 Popa (0i) ludy 
Rapettntadte etike Vil Palenno. 23 TOMO Amato (1-10 - Itaty 
COAMIlled•IllArr.411713 • PlOW140/22•tap Ser-( )60.000.001.e. 

"Or,.  o3(OO$lllt7Bltt  
19 0811) MAMIM 

F•Ir 	300 025708 
inloflarmcdahotit 

Web 	rte* larmalaks It 

ta~strom • 
atmoulestudir ~on. 
reespn 

nametima 
Na tamtawit 

V.10 
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