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Prodotto - Product 1216 GLUCOSIO MONQIDRATO PH. EUR. - GLUCOSE MONOHYDRATE PH. EU.H-:'I}J:.,- i ;
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Lotta - Batch Number R1503766 A
Produttore - Manufacturer ROQUETTE - [talia<Italy | Batum greag
| Presledzl B
Data rititolazione - Retest date: 27/02/2020 | —
SCHEDA TECHICA TECHMICAL DATA SHEET | Bt pregleda e
PRODOTTO GLUCDSIO MONOIDRATS PH, EUR. PRODUCT GLUCOSE MONOHYDRATE PH, ELIR
NUMERO CAS 5095-10-1 £AS NUMBER S8%6-10-1
FORMULA MOLECOLARE CeH1Z08-HZ0 MOLECULAR FORMULA  CEH1Z08H20
PESO MOLECOLARE 198,17 MOLECULAR WEIGHT o817
TITGLD == 05 5% ASSAY == 88.5%
SINCNIMI [(+)-Glucepirancsa manaidrato. Destrosio monoidrate . OTHER NAMES {*}-D-Glucopyrancse monchydrate, Dexlrose
ﬂ'l":ll'thj'Iﬂ{-EtE
ORIGINE Ottanule par idrolisl dellfamida 4 mais ORIGIN Product derved from maize starch hydrodysis
TIFO I PRODOTTO ED  idones alluso alimentare TYPE OF PRODUCT AND Food grade
IMPIEGS USE
DESCRIZIONE D-glucoss punficals & enstalizzato, contenante una DESCRIPTION Furified and crystallized D-glucose, comaning a
malecala di acqua i cristallizzazione malecule of water of crystalization
ALLERGEMI Il prodetic non conbane: ceraali contenerti gluting; ALLERGENS The product doesn't comain: egge and products thereo?:
frotiosio; uava & denvall; latte @ prodatl casean. pesce e mi and dairy products; fish and products thereof
derivali; crostacel e dervatl; frutta; legumi & cenvat, crustaceans and products thereof; fruits; izgumes &ng
cacao. fievito: came (manze, carna di maizle, pelig), soia products thereal, cocoa, veast meal (beef, pork
& derivat, noci @ derivali; arachidi g derivals sesamo g chicken), saya and producls thereef. nuis and products
dervali, senape e derivati, molluschi & darivati; thereof, groundnut and praducts thereal, other nuts;
cangenvanti sorbat (E 200/E 203), benzoati (E 2100E sesame and products therec!. mustard and producls
2%3), parabeni {E 214/E 219}, galleli (E 310/ 312), thereot. moliuscs and praducts therecf, soroates (E
BHA/BHT (E 220/E 32 ); lattosio; saccaroaio; lupino & 200/E 203}, banzoates (E 210/E 213); parabenes (E
derivati; sadano e derivati; coriandola; carota; alire 214/E 219}, gallates (E 310/E 312), BHABHT (E
umpalifers; glutammato (E §20/525); gelating; vanilling; J201321); lactose, sucrosa; lupen and products thereof;
cannella; coloraml azotati (E 102/E 104/E 110/E 122/E celery and products thereal; coniander, carrat; others
123/E 124/E 128/E 151} umzelifers; glutamata (E 8200625}, gelating vanilling
cinnamon; 2zo colorants (E 102E 110E 122/E 123E
124/E 151)
Contene cervat dl mas It contains corn dervativas
GRANULOMETRRA Residun su 100 micron {140 mesn): ca. 55% P&RTICLE SIZE Rasidue on 100 micron {140 mash); approx. 55%
SOLUBILITA Liberamante solubile in acqua; scarsamentz solubile in SOLUBILITY Freely soluble in waler, sparingly soluble in ethanal
atanale (25%) [8&%]
pH 45 (50%) oH 4.5 (50%)
CARICA BATTERICA == 1000 ufely TOTAL BACTERLA == 1000 clu'g
LIEVITI E MUFFE == 100 ufcig YEASTS AND MOULDS a= 100 ofudig
PATOGENMI E. coll: assantesg PATHOGENS E. coli: negativelg
Salmonela: assente1og Salmanzlla: negative/10 g
CONSERVAZIONE Conservare in confenitan en chiusiin lugge fresco & STORAGE Stare in fightly closed containers in & cool. dry place
asciutta
Conservare al ripare call'emiging Keen proteciad from moisturs
Il prodatie ka tendanza a impaccare & causa della fine Dui to ite fina particle size, this praduct is lizole o
granulomeatriz pecome compactad
FROPRIETA Il glucosio & un carooidrato naturale 1@ o presenza nel  PROPERTIES The product is & nateral carbohydrats In the Blood whose
sangue e essenziale perla vita, Le somministrazione di prasence is essental for life. The administratan of
Glucoso fa aumentare la ghicemia e fornisce un apporino glucose increases the blaod sugar and it provides
calorco calanes
APPLICAZION! Usaie come deicficante APPLICATIONS Used as gwestener
Usate come jsotanizzante It 15 used as isotonic agent
Usale nei processi di compressione per migiiorare |2 Itis used in the processes of comprassion 1o improva the
: stabilita detle sostanze altve sensibili alfossdazions stability of the actve substances sensitive to oxdation
Usato corme leganie e diluenie nei process: di Itis used as a binder and diluent In the process af wat
granulazione ad umsde @ nella compressane diretta, in granulation and direct compressan, particularly in the
parlicolare nella formulazione di compresse masticabll farmulation of chewabls 1ablets
FARMALABRDR Sil Fhore  +38 ORR3 611 301 L3l anendale i i
Head office Via Pozeillo, zana ind. - 76043 Canasa di Puglia {Br) - Italy Fara +19 0RRY REA R74 tifeeatiats dalie eeithraran e i LA |
Legal head offite Via Oberdan. 52 - 76012 Canosa di Pughia (8) - ltaly Fau 400 0AS 708 preci e L%l
Representative office Via Palermo, 23 - 20030 Assago (Mi] - lraly E-mad info@farmalaboeit 150 $001; 2008 Cortim L e __,-’
COLAA g Bani - REA 0, 32773 - PLOSETEE10T22 - Cap. S0 € 350.000,00 wv, With voewevefarmalabonit 150 18007004 ’

Data di aporovazions - Date of aporoval 21.04.2015 V.07
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Produttore - Manufacturer

CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS

1216 GLUCOSIO MONOIDRATO PH. EUR. - GLUCOSE MONOHYDRATE PH. EUR.

R1503766

Data rititolazione - Retest date: 27/02/2020

ROQUETTE - Italia - Italy

AMALISI RAW MATERIAL
MATERIA PRIMA SPECIFICHE RISULTATI AMALISYS SPECIFICATIONS RESULTS
IDENTIFICAZIONE Test di identificazione A Conforme IDENTIFICATION ldentifcation fest A complas Comphes
cantarma (Ph. Eur.. USPINF) (Ph. Eur.. LISP/NF)}
Test di edentificazicne B: Ceonfgrme Identification &5t B: complies  Complies
canforme (Ph. Eur.) (Ph. Eur)
Test di identificazicne G Conforme |dantification fest C: complies  Complas
canforme (Ph, Eur,} (Ph. Eur.}
ASPETTO Palvare crisfallina Cuonfarmea APPEARAMCE Crystalline powder Complies
COLORE Bianco o quast kaanea Conforme COLOUR White ar almost white Comples
ODORE MNeutro Confarme ODCUR MNewtral Complies
ASPETTO DELLA Limpida e incclare {Ph. Eur)  Cenforme APPEARANCE OF Clear and calourtezs (Ph.Eur) Complies
SOLUZIONE SOLUTION
GRAMULOMETRLA Rasidud su 40 micras {400 0% PARTICLE SIZE Residus on 40 u (400 mash):  $0%
mish} == 85% min B6%%
Resideo 5u 315 micron (48 1.4% Residue on 315 micron {¢3 1 .4%
mash): == 3% mesh); <= 3%
ROTAZICNE SPECIFICA  =52,5°/=53.3" (Ph. Eur} +52.9% SPECIFIC ROTATION +52.6%+52,2" {Ph. Eur.} +52.8°
UMIDITA T8, 5% (Fh. Eur) ¥.95% WATER 7-8.5% {Ph. Eur) T.9%
CENERI SQOLFORICHE == 0.1% {Ph. Eur., USPINF)  <0,1% SULFATED ASH <= [01% (Fh. Eur. USP/NF]  =01%
METALLI PESANTI Pt == 0,5 ppm {Ph. Eur.} =05 HEAWY METALS Po == 0.5 ppm (Ph, Bur) =05
As <=1 ppm {Ph, Eur, =1 As == 1 ppm (Ph, Eur AL
USPINF) LUSPINF}
SOLFATI <= 200 ppm (Ph. Eur,, =10 SULFATES == 200 ppm (Ph. Eur, =10
USRINF) USPINF)
SOLFITI == 13 pom (Ph. Eur.) =15 SULFITES ==15ppm (Fh Eur) <15
CLORURI == 125 pprm (Ph. Eur., =5 CHLORIDES == 1256 ppm {Ph. Eur, “h
LSRMNF) LISP/NF)
CALCIC <= 200 ppm (Ph. Eur.} = 200 CALCIUM == 200 ppm {Ph, Eur.) =200
EARIC Canforma (Ph. Eur., USPINF} Conforme BARIUM Camplies ({Ph Eur, USPINF) Complies
ACIDITATALCALINITA NaOH 0,02 N == D,30 mi =030 ml ACIDITY ALCALINITY MaOH 0,02 N == 0,30 ml = 0,30 ml
(USPINF) [LFSP/NF)
IMPUREZZE Zucchen estrangl, amida Conforme IMPURITIES Fareign sugars, schubla starch, Complies
solubile, desiring: canforme dextrin; complies (Ph Eur)
{Ph, Eur)
CARICA BATTERICA = 1000/ Confarme TOTAL BACTERIA = 1000/ Complies
TOTALE
LIEVITI EMUFFE = 100/g Canforme YEASTS AND MOULDS = 100/g Compligs
PATOGEN! E. colil aszentey Canlorme FPATHOGENS E coli negativelg Complies
Salmoneila: assente’i0 g Canforme Saimanelia: negativalil g Complies
ANNOTAZIONI NOTES
NOTE Conforme a; Codex Stan 212-1828; Dir, 2001/911/CE; NOTES Complies with: Codex Stan 212-19%9; Dir. 2007111EC,
FCC in vigore; US code of Federal Regulations 21 FOC current edition; US code of Federal Regulations 21
CFRMEBR.111 CFR{1E8 111
Esanie da OGM (Reg. 1828-1830:2003/0E) GMOs-free {Reg 1829-1820/20037EC)
Procatlo certificato Kasher wosher cerlified
Esznie dal nschio BSETSE BSETSE fres
FARMACOPEE Confarme a Ph Eur. ad. vigente PHARMACOPOEIS Comphes with PR, Eur. current ed

Conforme a USFE ed. vigente

Compbes with USP current ed

FARMALABOR 51

Head affice Via Poszillo, zona ind. - 76012 Canasa di Fuglia (BE) - Italy
Legal head office Via Oberdan, 52 - 76012 Canosa di Fualia {Bt) - ltaly

Representative office Via Palermo, 23 - 20090 Assaeo [Mi) - ftaly

COIaA g Bas - REA M. 432773 - PLOSETES10722 - Cap. Soc. € 360.000.00 0w,

+35 0883 6N 3
+30 0BB3 BG4 224
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CERTIFICATO DI ANALISI - CERTIFICATE OF ANALYSIS
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Lotto - Batch Number R1503766

Produttore - Manufacturer ROQUETTE - Italia - ltaly

Data rititolazione - Retest date: 27/02/2020

Le specifiche scno state desunte dalle schede forniteci dai produtton. Le informazion Al specifcations are as provided by the original manufaciurer. They de nat imply any
sopsa riportate non vi esonerang dall'coblge didentificare e contrallare if pragatto axarmoban from igemifying and inspecting the product before its use, the final usar
prima dell'uso. L'adozione dei prodetti e di conseguenga |'uso corretto degli stessi being fully responsible for the adoption and 1he comect usage of the product

sana sollo |a iotale responsabilita dellutdizzatore.

Direttore tecnico / Technical director
Gr. Giovannigu mmnntq
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Spazio riservato allz Farmacia
DATA RICEZIONE: MR, INTERNC: MR DDT/IFATTURA
DATA 1°UTILIZZO; DATA FINE UTILIZZCO: QUANTITA"
CO3TO: PREZZ0 AL PUBBLICO, SIGLA RESP LAB:
FARMALABOR 5:1 ane +39 0BE3 611 30 b2 Quail amend e 0
Head office Via Pazzillo, zona ind. - 76012 Canosa di Puglia {BE) - Italy ie +39 D8R3 FE4 A24 gl Aol - T IR
Legal head office Via Oberdan, 52 - 76012 Canosa di Puglia (Br) - Italy Fa 200 085708 - |
Representative office Via Palermo, 23 - 20090 Assago (M) - ltaly wil info@faimalaborit 150 00Y- 2008 famlomin . 4
LCIAA di Basi - REA 0, 432773 - PIOSETEA10722 - Cap, Soc. € 360,000,001 wewefarmalaborit 150 1502004
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