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Cartificale of analysis /
Complisnce

Manufaciuring sits
AOOUETTE Fréres, Pue ds |8 Haute Loge, 52135, LESTREM, PAS-DE-CALALS, France
Acferences

Product name PEARLITOLE PF = MANNITOL FYROGEN FREE

GTIN/EAN 0IGDATL001E048

Material Code Se000oan0E

Ratch Number SQ&TET

Manufscturing Date 202303/ 26

Retast Dato 20260325

Sajus Ordar f Tuarm 1OEOL92E J 10

Biur Balerance i

Dealivery f TEam AOEL4215 7 900002

Your Relerence AR00IS1IET 14

Cugtomar rafgrenca IDDOITER
Product description

Aspact Crystalire powder

Colpuir Winite or aimost white
Results of Analysis / Compllanoe
Parameter Specification ramge Renait Unit Blatun
IGENWTIFICATION TEST & (ISP /NF) | Confarm Conform Guaraneed
IDENTIFICATION TEST C {EP} Confarm Conform Guaranieed
IDENTIFICATION TEST 1 (1P} Cenform Condarm Guararseed
HANNITOL [ON DS} 57,0 - 102,0 935 L [nepected
AFFEARANCE IN SOLUTION Confarm Corfarm [nspected
ACONFORMITYY
CONDUCTIVITY AT 20% (W/W) . om 320 1 USEm [rsmctend
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Cartificabe of analysis
Compliance

Paramater Spacification rangs Result Unit Sratus

HELTING POINT . 185 = 170 1687 b= Ensppcted
REDUCING SUMGARS (A5 [5) E o= 0,1 =0,1 % In=pected
SORDBITOL MANNITOL RATLO [=2.0%) - Configem Contorm Inspected
HALTITOL AND ISOMALT {<2.0% ) ON Cenfarm Conform tnspecied
:::i-}’uﬂ'-‘“"“ IMPURITY [« Cinfarmn Conform Inspected
TOTAL IMPURITIES {<1.0%) OM DS - Conferm Conform Inspected
HEAVY METALS L& 5 Corform malkg Guarardeed
HICKEL COMTENT = 1,0 Conform ma'kg Guarorieed
LOSE ON DRYING - == 05 =,k b [nspected
TOTAL COUNT ¥ == 100 0 i [nspected
YEASTS AND MOULDS " <= 100 o g [pecled
ESCHERTCHIA COLI IN 1g 4 Hat detected Conform Guarantesd
SALMDINELLAE TN 104q Mot debected Conform Guaranteed
BACTERIAL ENDOTOXINS (eufgl . = 3 = 115 au'g [ specte
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Cartificate of analysis [
Campliance

DOther batch complisnce;
Meeks the reguirements of the cerment managragh af
=« Eurcpean Pharmecoposs @ MANMTOL (0550]
= LISF-NF Pharmacopeia | HANNITOL
lnpansse Fharmpooposa - C-MANNITOL

Fiwg docurment has Bean produced aad signed sulamatizaiy frough @ vaiceted IT sysfem,

AU B ciles @re formarled B YTYRAMMADOD

AO2AOEAT

BARON Akexandre
FLANT CQUALITY MANAGER
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