
RESIDUAL  
IMPURITIES  
IN PHARMACEUTICAL & BIOPHARMACEUTICAL PRODUCTS

SGS has a wide range of state-of-the-art 

chromatography and mass spectrometry 

instrumentation, together with extensive 

method development experience which 

are utilized in the optimization of  

analytical method for the analysis of 

impurities. The optimized method can 

then be validated either as a limit test 

or full ICH Q2(R1) validation performed 

under GMP.

SGS has developed methods for the 

analysis of the impurities listed below:

UPSTREAM FERMENTATION: POTENTIAL RESIDUES

Antibiotics to control bacterial  

contamination or plasmid selectivity

Neomycin, Tobramycin,  Kanamycin,  

Ampicillin, Penicillin, Amphotericin B,  

Tetracycline, Gentamicin Sulphate,  

Hygromycin B, Plasmocin,  

Chloramphenicol

Antifoams
Pluronics, Antifoam A,B and C, TnBP, 

Mazu, Struktol

Growth promoter/expresser Insulin, IPTG

THROUgHOUT PROCESS:

Solubilization of fermentation output Guanidine, Urea

Redox reagents

Glutathione(G-S S-G),  Dithiothreitol (DTT)

Tris(2-carboxyethyl)phosphine (TCEP), 

Copper

Extractables and Leachables from valves 

tubing and storage vessels

Metals, Volatiles, Plasticisers ,  

Antioxidants, Detergents, Oligomers  

and Polymers

DOwNSTREAM PROCESSINg:

Detergents Polysorbate (Tween 20 and 80), Triton X

Process additives PEG, PPG

Chromatographic purification agents
Resin ligands, Nickel, Imidazole, Residual 

Solvents

This is not an exhaustive list, SGS has methods for many other residuals, and new methods can be developed 

upon request.



At any stage in the process the formula-

tion will be in contact with tubing, seals, 

filters, and storage containers any of 

which may contribute leachables to the 

formulation. Typically these may include 

plasticisers, phthalates, fatty acids and 

antioxidants from polymeric materials 

or metals from storage containers. The 

concentrations of these leachables can 

increase as the manufacturing process is 

repeated because of the harsh solvents 

and high temperatures involved. SGS 

also offers a comprehensive analytical 

program for the analysis of extractables 

from container/ closure systems and 

process equipment. 
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CONTACT INFORMATION

www.SgS.COM/BIOPHARMA  

EUROPE

BELgIUM
+32 10 42 11 11
be.pharmaqc@sgs.com

FRANCE (PARIS)
+33 1 41 06 95 93
fr.pharmaqc@sgs.com 

FRANCE (POITIERS)
+33 (0) 5 49 57 04 04
clinicalresearch@sgs.com 

gERMANY (BERLIN)
+49 30 3460 7500
de.pharmaqc@sgs.com

gERMANY (TAUNUSSTEIN)
+49 6128 744 245
de.pharmaqc@sgs.com

ITALY (LIVORNO)
+39 0586 852591
it.pharmaqc@sgs.com

SwITzERLAND (gENEVA)
+41 22 794 8374
ch.biopharma@sgs.com

UK (wOKINgHAM)
+44 118 912 1190
uk.biopharma@sgs.com

UK (gLASgOw)
+44 141 952 00220
biosafety@sgs.com

ASIA

INDIA (CHENNAI)
+91 44 2254 2601
in.pharmaqc@sgs.com

INDIA (MUMBAI)
+91 22 6457 2540 45
in.pharmaqc@sgs.com

SINgAPORE
+65 677 53 034
sg.pharmaqc@sgs.com

CHINA
+86 21 6115 2197
cn.pharmaqc@sgs.com

NORTH AMERICA

CANADA
+ 1 905 364 3757
ca.pharmaqc@sgs.com

USA (CARSON, CA)
+1 310 885 3792
us.pharmaqc@sgs.com 

USA (FAIRFIELD, NJ)
+1-973-244-2435
us.pharmaqc@sgs.com

USA (LINCOLNSHIRE, IL)
+1 847 821 8900
us.pharmaqc@sgs.com

USA (wEST CHESTER, PA)
+ 1 610 696 8210
us.biopharma@sgs.com


