Kolliphor® P 188 Bio
High purity poloxamer designed for biologics manufacturing

Culture of HEK293 cells for virus manufacturing requires stringent control in order to ensure high cell viability and consistent virus
quality and yield. For protection from shear stress, poloxamer 188 has a long publication history as well as documented use in
the manufacturing of approved biologics.

With over 50 years experience in EO/PO chemistry, BASF is committed to providing Kolliphor® P 188 Bio, which is designed
to meet your needs in quality, consistency, and performance in cell culture systems.

\/ Consistent performance lowers manufacturing risk \/ Enhanced packaging

\/ Validated RP-HPLC assay to ensure highest purity \/ Compendial grade with Drug Master File

Product Details

Brand/Trade name Kolliphor® P 188 Bio
Intended use Produced in accordance with IPEC-PQG GMP Guide for Pharmaceutical Excipients and 21 CFR Parts 210/211
cGMP quality cGMP
Monograph quality EP, USP, JPE
Documentation COA, Drug Master File, Third-party Audit Report, additional regulatory documents
500 g samples Double PE liners
Packaging 5 kg, 12.5 kg, 25 kg, 102 kg Tamper-evident seals
In HDPE drums
Validated cleaning process Stringent controls for highest purity
Endotoxin Cell culture growth and viability assay

Quality tests for cell culture

suitability Total yeast and mold count (TYMC) Analytical chemistry analysis

Total aerobic microbe count (TAMC)
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Exceptional Quality & Regulatory Support

The Pharma Solutions Regulatory Team has a global and regional
presence with a decades-long track record of enabling our Pharma
customers to register finished drug products worldwide. We do this
by efficiently offering high quality expert solutions through proactive
and transparent communication.

Our global Quality Team supports our customers worldwide with
regards to any quality related questions.

A regional footprint secures quick and regional specific solutions in
alignment with global standards for topics like audits, statements and
complaints.

In close exchange with authorities and international associations
we are constantly improving our quality systems to provide the best
service to our customers in more and more demanding markets.
For this purpose we cooperate closely with the production sites and
ensure GMP-compliant production and testing in accordance with
the latest requirements of the pharmaceutical authorities.

Access to standard quality and regulatory documentation is now more efficient than ever. Retrieve your
documents 24/7 from your World account or sign-up for new RegXellence™, your free online Quality &
Regulatory Assistant that provides a unified platform for compliance documents, filing assistance and
audit information.

Sign-up today at:
[in) https://info-mypharma.basf.com
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Contact us for pricing.
pharma-solutions@basf.com

This document, or any information provided herein does not constitute a legally binding obligation of BASF and has been prepared in good faith and is believed to be accurate as of the date of issuance. Unless expressly
agreed otherwise in writing in a supply contract or other written agreement between you and BASF:

(@) To the fullest extent not prohibited by the applicable laws, BASF EXPRESSLY DISCLAIMS ALLOTHER REPRESENTATIONS, WARRANTIES, CONDITIONS OR GUARANTEES OF ANY KIND,WHETHER EXPRESS OR
IMPLIED, WRITTEN OR ORAL, BY FACT OR LAW, INCLUDING ANYIMPLIED WARRANTIES, REPRESENTATIONS OR CONDITIONS OF MERCHANTABILITY,FITNESS FOR A PARTICULAR PURPOSE, SATISFACTORY
QUALITY, NON-INFRINGEMENT,AND ANY REPRESENTATIONS, WARRANTIES, CONDITIONS OR GUARANTEES, ARISINGFROM STATUTE, COURSE OF DEALING OR USAGE OF TRADE and BASF HEREBYEXPRESSLY
EXCLUDES AND DISCLAIMS ANY LIABILITY RESULTING FROM OR INCONNECTION WITH THIS DOCUMENT OR ANY INFORMATION PROVIDED HEREIN, including,without limitation, any liability for any direct,
consequential, special, or punitive damages relating toor arising therefrom, except in cases of (i) death or personal injury to the extent caused by BASF’ssole negligence, (i) BASF’s willful misconduct, fraud or fraudulent
misrepresentation or (iii) anymatter in respect of which it would be unlawful for BASF to exclude or restrict liability under theapplicable laws;

Any information provided herein can be changed at BASF’s sole discretion anytime andneither this document nor the information provided herein may be relied upon to satisfyfrom any and all obligations you may
have to undertake your own inspections andevaluations;

(c) BASF rejects any obligation to, and will not, automatically update this document and anyinformation provided herein, unless required by applicable law; and

(d) The user is responsible for confirming that the user has retrieved the most current versionof this document from BASF as appropriate
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Pharma Solutions.
Focusing on your needs with platform solutions.
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