
PRoDUcT SPEclFlcATloNS SHEET

SUNSoRB@ р 425 -SoRB!ToL
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, crystalline роwdеr.

Vеrу soluble iп Wаtеr, practicallу 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

REDUCING SUGARS

WATER CONTENT

MELTING POINT

Ер

NF

Ер

Ер

NF

NF

Ер

NF

EPlNF

GB/T 617, JEсFA

97.0 - 102,0 0/о

91.0 - 100.5 о/о

Сlеаr, colourless

20 miсrоS/сm max.

з.5 _ 7.0

0,1 о/о mЭх.

0.2 о/о maX.

0.З о/о maX.

1.5 о/о mёх.

96_101 ос
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RELATED SUBSTANCES:

- IIt{PURITY А: D-MANNITOL
- IMPURITY В: D-IDIToL

- IMPuRITY с: D-MALTIToL

- АМОUNТ ОF RELATED SUBSTANCES
NIсKEL( * r, )

PARTICLE SIZE(SIEVE):

- RESIDUE oN 425 miсrопs

- RESIDUE ON 1оо miсrопs

MICROBIOLOGICAL VALUES:

- ToTAL AERoBIc MIcRoBIAL coUNT(**)

- ToTAL YEAsTs AND MoULDs соUtчт1**1

- EscHERIсHIA coLI(*,*)

- sALMoNELLA(**1

Comments

PRoDUGT SPEClFlcATloNS SHEET

SUNSoRB@ р 425 -SoRBlToL

Ер

Ер

Ер

Ер

NF

ЕрlNF

EPlNF
Ер

Ер

2,0 о/о mOX.

2.0 о/о maX.

2,0 о/о mnx,

3.0 о/о П?х.

1 mglkg max.

5 о/о ПЗх,

75 о/о miп.

1000 cFU/g max.

100 СFU/g mах.

Not detected iп 1 g

Not detected iп 10 9

Not intended fог use iп mапчfасtчrе of раrепtеrаl dosage forms.

Methods Used Ьу Sчпаr Mlstr may Ье the Рhаrmасороеiа methods оr alternative validated methods which have Ьееп соmраrеd to the
Рhаrmасороеiа methods.

Caption

-"ЕР" stands fоr Ечrореап Рhаrmасороеiа

-"NF" stands fоr National Fоrmчlаry frоm USP-NF

-(*) Соmрliапсе data - Tests поt реrfогmеd

-(**) Monitoring рlап

Conformity

Conforms to the requirements of the Gчrrепt mопоgrарh

- Ечrореап Pharmacopoeaa soRBIToL (0435)

- National Formulary from usP-NF SoRBITOL

Please contact us fоr апу Statement rеgаrdiпg соmрliапсе to the Gепеrаl Сhарtеrs (elemental impurities, residual Solvents, оrgапiс
volatile impurities, metal cata|yst, metal rеа9епt).
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PRoDUcT SPEclFlcATloNS SHEET

SUNSoRB@ р 425 -SoRBlToL

Stora9e

Expiry date is manufacturing date + 2 уеаrs, iп its чпорепеd packaging.

BeSt before date is mапчfасtчriпg date +1 уеаr, iп lts чпорепеd packaging.

- These dates аrе indicative апd may vary ассоrdiпg to packaging type, mапчfасtчriпg plant and Storage conditions. Рrореr
inFormation is shown on lаЬеlliпg апd СоА,

- We recommend рrеsеrviпg the product iп its uпорепеd original packaging, рrеfеrаЬ|у protected frоm wide variations of temperature
апd humidity.

- stоrе iп а well ventilated, сlеап and dry environment, away frоm odorous materials, at < бо gо rеlаtiче humidity at аmьiепt
temperature. Avoid рrеssчrе оп the bags. The pallets must not Ье piled чр too high.

- то minimize the рrоЬlеm of prodUct-lumping, it is highly rесоmmепdеd to avoid the stacking of pallets.

Disclaimer

The iпfогmаtiоп provided iп this Product Specification Sheet relates опlу to the specific product designated and mау not Ье applicable
when such product is used iп combination with other materials оr in апу ргосеss.

All iпfоrmаtiоп апd instructions provided iп this product specification sheet аrе based on the счrrепt state of our knowledge at the
latest rеvisiоп date indicated. It is the rеsропsiЬilitу of the USer to Ье аWаrе of апd to follow the regulations applying to очr рrоdчсt fоr
its possession, handling and use.

Notes: All the dates аrе formatted like DD/MM/YYYY,
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