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Feature No.11/04/22Batch Due Date

11/04/19Batch Production Date

27/06/17

Last Update Date

1190411  723Batch EV30467 EV 125 O SORBITAL T 80 PH

 

Product

Feature Description Analysis Method Unit of
Measure

Attribut Description
Max LimitMin. Limit

Value
In

Conformity

In Conformity POLYSORBATE 80PHARMACOPOEIA EUR 9.0 ED

 

In Conformity MA001 CLEAR OR LIGHTLY HAZY LIQUIDAPPEARANCE

In Conformity CLEAR OR SLIGHTLY OPALESCENT LIQUIDAPPEARANCE

3,86,0scala GardMA188COLOUR

In ConformityCONFORMEN.A.      MA211 PASSIR SPECTRUM

 EUR 2.2.24

2,63,0%         MA013 ON 1,00 GWATER K.F.

 EUR 2.5.12

1,02,0mgKOH/g   MA040 ON 5,0 GACID VALUE

 EUR 2.5.1

< 0,250,25%         MA232 ON 2,0 GASHES

 EUR 2.4.16

49,545 55mgKOH/g   MA042 ON 4,0 GSAPONIFICATION VALUE

 EUR 2.5.6
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Product

Feature Description Analysis Method Unit of
Measure

Attribut Description
Max LimitMin. Limit

Value
In

Conformity

78,165 80mgKOH/g   MA043HYDROXYL VALUE

 EUR 2.5.3 (A)

In ConformityCONFORME MA218 PASSIMPUREZZE ORGANICHE VOLATILI

 PHEUR GEN.NOTEORGANIC VOLATILE IMPURITIES

 METHOD IV

< 1010ppm       MA274DIOXAN

 EUR 2.2.28

< 11ppm       MA274ETHYLENE OXIDE

 EUR 2.2.28

< 5,05,0mmol/Kg   MA046 ON 10,0 GPEROXIDE VALUE

 PH.EUR.MONOGR.

In Conformity1,10g/ml      MA149 ABOUT 1,10 AT 25°CSPECIFIC GRAVITY

 PH.EUR.MONOGR.

In Conformity470mPAs      MA022 ABOUT 400 AT 25°CBROOKF. VISCOSITY

 PH.EUR.MONOGR.
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Product

Feature Description Analysis Method Unit of
Measure

Attribut Description
Max LimitMin. Limit

Value
In

Conformity

In ConformityCONFORME MA002 HOMOGENEUSSOLUBILITY

In Conformity PH.EUR.MONOGR. DISPERSIBLE IN WATER

%         GCFATTY ACID COMPOS.

3,35,0 EUR 2.4.22 (C)C 14

7,416,0 C 16

0,18,0 C 16:1

1,66,0 C 18

82,858,0 C 18:1

0,118,0 C 18:2

0,14,0 C 18:3

 

 MANUFACTURER:

 EIGENMANN & VERONELLI S.P.A.

 APPLIED CHEMICAL DIVISION

 VIA VIGEVANO 63/A
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Product

Feature Description Analysis Method Unit of
Measure

Attribut Description
Max LimitMin. Limit

Value
In

Conformity

 SAN MARTINO DI TRECATE (NOVARA)

 ITALY

 +39 02 93539425

LOT IN CONFORMITY ON SPECIFIC FEATURES BASED ON MANIFACTURER DATA
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