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Polysorbates

Kolb Distribution Ltd.
Maienbrunnenstrasse 1
8908 Hedingen, Switzerland

Monograph Name

Grade

Production Standard

CAS No.

Form

Meets the Specifications of the Ph. Eur. Monograph

Meets the Specifications of the USP Monograph

Meets the Specifications of the ChP Monograph

Meets the Specifications of the JP Monograph

TAMC (CFU/g) – release Parameter on CoA

TYMC (CFU/g) – release Parameter on CoA

Bacterial Endotoxins (IU/g) – release Parameter on CoA

DEG/EG

CEP Available

NMPA Registration (CDMF)

Packaging

Production Site

Hedjuvan-PS20

Polysorbate 20

Excipient

GMP EXCiPACT / IPEC GMP

9005-64-5

Liquid

Yes

Yes

Yes

n.a.

≤ 100

≤ 10

≤ 12

≤ 0.01%*

In preparation

FA20230000060

1 kg bottle
5 kg can

25 kg can
200 kg drum
950 kg IBC

Switzerland

Hedjuvan-PS60

Polysorbate 60

Excipient

GMP EXCiPACT / IPEC GMP

9005-67-8

Liquid

Yes

-

-

n.a

-

-

-

≤ 0.01%**

In preparation

In preparation

25 kg can
200 kg drum

Switzerland

Hedjuvan-PS80

Polysorbate 80

Excipient

GMP EXCiPACT / IPEC GMP

9005-65-6

Liquid

Yes

Yes

Yes

Yes

≤ 100

≤ 10

≤ 12

≤ 0.01%*

R0-CEP 2020-048-Rev 00

F20190000592

1 kg bottle
5 kg can

25 kg can
200 kg drum
950 kg IBC

Switzerland
* release parameter on CoA
** statement available


