
26thCongress of SCTM 

Sept. 20-23, 2023, Metropol Lake Resort, Ohrid, N. Macedonia 

Use of spectrometric techniques in the identification of 

mechanical impurities in solid pharmaceutical dosage forms 

B. Dimovska, K.S.Stojanoski, N.Kitanovska,*, О. Paneva, Е. Karadzinska, О. Kuzmanovska, 

М. Milanovska 

 

Аlkaloid AD Skopje, Aleksandar Makedonski Boulevard 12, 1000 Skopje, Republic of North 

Macedonia 

*nkitanovska@Alkaloid.com.mk 

 The manufacturer of the medicinal product must manufacture medicinal 

products to ensure that they are fit for their intended purpose; they comply with the 

requirements of the Marketing Authorization or Clinical Trial Protocol and do not 

place patients at risk due to inadequate safety, quality or efficiency.  

 In the study, a case of identification of mechanical impurities incorporated 

on the surface of the tablets was considered, which with the use of spectrometric 

techniques was proven to originate from microcrystalline cellulose (Avicel PH 102 

/Microcrystalline cellulose), which is used as an excipient in the formulation of solid 

pharmaceutical dosage forms. Impurities are manifested in the stage of the production 

process - tableting, as faintly visible black dots incorporated on the surface of the 

tablets. 

 The aim of the research in this study is the benefits of using an infrared 

(FTIR) spectrometric technique in the quick and precise identification of mechanical 

impurities in a product, which originate from incoming raw materials, and which have 

been proven by previous research to be a technologically unavoidable phenomenon as 

a consequence from the production process and the chemical composition of the raw 

material. 
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