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Sodium hydroxide solutions for Biopharma

Biopharma companies manufacture pharmaceutical drugs extracted or semi-synthesised
from biological sources.

They are different from totally synthesised pharmaceuticals: they include vaccines,
blood, blood components, allergenics, somatic cells, gene therapies, tissues, recombinant
therapeutic proteins and living cells used in cell therapy. Biological components are
isolated from living sources—human, animal, plant, fungal, or microbial.

Sodium hydroxide is widely accepted for the following applications:

@ Facility and equipment sanitisation

@ Chromatography column resin cleaning, sanitisation and storage and pH adjustment
of process streams

The benefits of its use include efficacy, low cost and ease of detection, removal, and
disposal. Sodium hydroxide has been shown to be effective in removing proteins
and nucleic acids as well as in inactivating most viruses, bacteria, yeasts, fungi, and
endotoxins. It is common practice in industrial manufacturing to save time by adding a
salt, such as sodium chloride, to the sodium hydroxide solution to combine cleaning with
sanitisation.

We offer sodium hydroxide solutions produced under cGMP. Currently we provide a
range of concentrations of sodium hydroxide but we can manufacture any required
concentration.
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Different presentations are available: 1I, 25I, 200I, IBC 1000l ¢ D

Endotoxins level < 0.2 can be guaranteed
Microfiltered by 0.2 on request is available
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API's and excipients
of inorganic and organic salts
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Quality Chemicals offers a comprehensive portfolio of essential pharma ingredients. Dossier Library

These include APIs, intermediates, excipients, starting material, solvents and reagents.

One of our two plants, our GMP plant in Venta de Banos, has been operating since 2004 The pharma and biopharmaceutical industry calls for increasing transparency along the
and complies with European GMP guidelines ICH Q7-part Il. It mainly produces raw supply chain. There is growing demand to have complete documentation about the raw
material for the pharma, veterinary and biopharmaceuticals industries. materials supplied in this sector.

All our products suitable for use as excipients are produced under GMP conditions and
meet the requirements for excipients according to the joint IPEC-PQG GMP Guide for
pharmaceutical excipients.

GMP Products

@ Strict working conditions following ICH guideline Q7-part II
@ Customised solutions and tailored packaging to meet your needs

Our regulatory team offers you dedicated regulatory support for all our GMP products.

@ Change control For our products suitable for use as API, we offer access to:
@ Full traceability @ CEP Certificate of Suitability of the European Pharmacopeia
@ Supplier audits @ ASMF Active Substance Master Files

@ Dedicated regulatory support
@ Comprehensive dossiers in the international e-CTD format, acc. to ICH Module 3

Ctd Module _— Technical -
3 Index Description ASMF Package Basic
Low endotoxins / Parenteral grqde Product Quality Self Assesment N/A Q N/A
We manufacture “Parenteral grade” products using purified water with an endotoxins Supply Chain Information N/A © IQGMP N/A
limit lower than 0.25 EU/ml and a total aerobic count limit lower than 100 cfu/ml. Condnigon: CDA)
Most of the time mineral salts for injectable use need to have low endotoxin content. 3251 General Information
Pharmacopoeias would indicate the maximum level of endotoxins allowed depending on 32511 Nomenclature Q Q Q
the product. In other cases the level of endotoxins is specified by our customers. 32512 Structure o Q) ©
32513 General Properties Q Q Q
Quality Chemicals Range of API's 3252 Manufacture
P API Product List Code EUASMF CEP 32s2l Manufacturer Qe Qe Q
2 4 32822 Description of Manufacturing Process Q Q Flow Chart Simple
Calcium hydrogenphosphate anhydrous GMP 383410 Q 32523 Control of Materials Q N/A N/A
Cinc acetate 2-hydrate (parenteral) GMP 341414 Q 32524 Control of Critical Steps N/A N/A
Copper (Il) hydroxicarbonate (Malaquita) GMP 353510 Q 32525 Process Validation and/or Evaluation Q N/A N/A
Copper (Il) oxide GMP 352702 Q .
3.25.26 Manufacturing Process Development Q N/A N/A
Copper (Il) sulfate anhydrous GMP 382914 Q - ch terisati
2.58. aracterisation
Copper (Il) sulphate S-hydrate GMP 380214 Q
- - 3.2S5.31 Elucidation of Structure and Other Q N/A N/A
Di-sodium hydrogenphosphate 12-hydrate GMP 340010 Q Characteristics
L(»-Tartaric acid GMP 381414 ©) 32532 Impurities ) ICHQ3D  TSE/BSE+Allergens+
Magnesium acetate 4-hydrate GMP 340710 Q Halal+ Kosher+ Etc.
Magnesium hydroxide GMP 384514 Q 3254 Control of Drug Substance
Magnesium L-lactate 2-hydrate GMP 353414 @ 32541 Specification @ @ @
Manganese carbonate precipitated GMP 352310 Q 32542 Analytical Procedures Q Q Q
Potassium acetate (parenteral) GMP 340514 Q
Potassium bromide GMP 351814 Q 32543 Validation of Analytical Procedures @ N/A N/A
Potassium chlorate GMP 384610 Q 32544 Batch Analysis Q Q@ Q@
Phenol GMP 852610 Q 32545 Justification of Specification Q Q Q
Sodium acetate 3-hydrate (parenteral) GMP 340414 Q 3255 Reference Standards of Materials Q Q N/A
Sodium dihydrogenphosphate anhydrous GMP USP 382015 Q 3256 Container Closure System o ) )
Sodium dihydrogenphosphate 1-hydrate GMP 351015 @ 3257 Stabilit
2.8. abili
Sodium dihydrogenphosphate 2-hydrate (parenteral) GMP 340110 Q Y
- 32871 Stability Summary and Conclusions Q If Available Retest Date
Sodium molybdate 2-hydrate GMP 354010 Q Justification
Sodium selenite GMP 352514 Q 32872 Post-Approval Stability Protocol and Q@ N/A N/A
Sodium sulfate 10-hydrate GMP 380710 Q Stability Commitment
Urea GMP 381114 Q BI2ISVAS Stability Data Q N/A N/A



