
PRoDUcT SPEclFlcAтloNS SHEET

SUNSoRB@ р 425 _SoRBlToL
Definition

Product паmе: SUNSoRB@ Р 425 - SoRBIToL POWDER

D-GLUсIToL(D_SoRBITOL) (Ер). D_

GLUсITOL (NF).
INCI : SORBITOL
CAS No. 50-70-4

Specifications

APPEARANCE
SOLUBILITY

White оr almost white, сrуstаlliпе роwdеr.

Vеrу soluble in wаtеr, ргасtiсаllу insoluble iп ethanol (96Оlо).

IDENTIFICATION TEST_A

IDENTIFIсATIoN TEST-A( * )

IDENTIFICATION TEST_B

IDENTIFICATION TEST-C
IDENTIFICATION TEST-C
IDENTIFICATION TEST-D

Ер

NF

NF

Ер

NF

Ер

Complies

complieS

Complies

complies
Complies

complieS

D-SORBITOL ОП DS

D-SORBITOL ОП DS

APPEARANCE IN SOLUTION

CONDUCTIVITY

рН

RESIDUE ON IGNITION

REDUCING SUGARS

:lEDUcING sUGARS

WATER CONTENT

MELTING POINT

Ер

NF

Ер

Ер

NF

NF

Ер

NF

ЕрlNF

GB/T 617, JEсFA

97.0 - 102.0 о/о

91,0 - 100.5 о/о

Сlеаr, colourless

20 miсrоS/сm mах.

з.5 - 7,0

0.1 о/о mЭх.
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PRoDUCT SPEclFlcATloNS SHEET

SUNSoRB@ р 425 -SoRBlToL

RELATED SUBSTANCES:

- IMPURITY А: D-MANNITOL
- IMPURITY в: D-IDrTOL

- IMPURITY с: D-MALTIToL

- AMOUNT ОF RELATED SUBSTANCES

NIсKEL( * * )

PARTICLE SIZE(SIEVE):

- RESIDUE ON 425 miсrопs

- RESIDUE oN 1оо microns

MICROBIOLOGICAL VALUES:

- ToTAL AERoBIc MIсRoBIAL соUlчт1**1

- ToTAL YEASTS AND MoULDs coUNT(t,*)

- ESсHERIсHIA coLI(**)

- SALMoNELLA1**1

Comments

Ер

Ер

Ер

Ер

NF

ЕрlNF

EPlNF
Ер

Ер

2,0 о/о mах,

2.0 о/о max.

2,0 о/о mпх,

3.0 о/о maX.

1 mg/kg max.

5 о/о mnx.

75 о/о miп.

1000 CFU/g max.

100 СFU/g mах.

Not detected in 1 9

Not detected iп 10 g

Not intended fоr use in mапufасtчrе of раrепtеrаl dosage forms.

Methods used Ьу Sчпаr Mtstr mау Ье the Рhаrmасороеiа methods оr alternative validated methods which have Ьееп compared to the
Pharmacopoeia methods.

caption

-"ЕР" stands for Ечrореап Рhаrmасороеiа

-"NF" stands fоr Nationa| Fоrmчlаrу frоm USP-NF

-(*) Compliance data - Tests not performed

-(**) Мопitоriпg рlап

Сопfоrmitу

Сопfоrms to the requirementý of the счrrепt mопоgrарh

- European Pharmacopoeia SoRBITOL (0435)

- National Fоrmчlаrу from USР-NF SoRBITOL

Please contact us fоr any Statement rеgаrdiпg compliance to the Gепеrаl Сhарtеrs (elemental impurities, rеsidчаl Solvents, оrgапiс
volatile impurities, metal catalyst, meta| rеаgепt).
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PRoDUcT SPEclFlcATloNS SHEET

SUNSoRB@ р 425 -SoRBIToL

Stora9e

Ехрirу date is mапчfасtчriпg date + 2 уеаrS, in its Unopened packaging.

Best Ьеfоrе date ls manufacturin9 date +1уеаr, in its чпорепеd packaging.

- These dates аrе indicative and may чаrу according to packaging type, manufacturing рlапt апd stоrаgе conditions. Рrореr

information is shown оп labelling and СоА.

- We rесоmmепd рrеsеrчiпg the product iп its чпорепеd оrigiпаl packaging, рrеfеrаЬlу protected frоm wide variations of tеmреrаtчrе
and humidity.

- Store in а well ventilated, сlеап апd dгу епчirопmепt, away frоm odorous materia|s, at < 60 О/о relative humidity at ambient

tеmреrаturе. Avoid рrеssчrе оп the bags. The pallets must поt Ье piled чр too high,

- То minimize the рrоЬlеm of product-lumping, it is hi9hly rесоmmепdеd to avoid the stacking of pallets.

Disc!aimer

The iпfоrmаtiоп provided iп this Рrоdчсt Specification Sheet relates опlу to the specific product designated and may not Ье applicable
when such prodUct is used iп combination With other materialS оr in апу process.

All information and instructions provided in this Product Specification Sheet аrе based on the счrrепt state of очr knowledge at the

latest rечisiоп date indicated. It is the responsibility of the чsеr to Ье аWаrе of and to follow the regulations applying to очr product fоr

its possession, handling апd use.

Notes: All the dates аrе formatted like DD/MM/YYW.

-Жо"tu"
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