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ɂɡɦɟɧɟɧɢɹ: - § 4, 5, 15 
ɍɞɚɥɟɧɢɹ: - §   

LIAISON® Аɞɟɧɨɜɢɪɭɫ (Кɚɬ. ʋ 318950) 
 

1. ПРЕДНАЗНАЧЕННОЕ ПРИМЕНЕНИЕ 
ɇɚɛɨɪ ɞɥɹ ɤɨɥɢɱɟɫɬɜɟɧɧɨɝɨ  ɚɧɚɥɢɡɚ ɚɞɟɧɨɜɢɪɭɫɚ DiaSorin LIAISON® ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ 
ɞɢɚɝɧɨɫɬɢɱɟɫɤɢɣ ɯɟɦɢɥɸɦɢɧɟɫɰɟɧɬɧɵɣ ɢɦɦɭɧɨɚɧɚɥɢɡ in vitro (CLIA), ɩɪɟɞɧɚɡɧɚɱɟɧɧɵɣ ɞɥɹ 
ɤɚɱɟɫɬɜɟɧɧɨɝɨ ɨɩɪɟɞɟɥɟɧɢɹ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ ɜ ɨɛɪɚɡɰɚɯ ɤɚɥɚ ɱɟɥɨɜɟɤɚ. ɗɬɨɬ ɬɟɫɬ 
ɢɫɩɨɥɶɡɭɟɬɫɹ ɜ ɨɫɧɨɜɧɨɦ ɜ ɤɚɱɟɫɬɜɟ ɩɨɦɨɳɢ ɩɪɢ ɞɢɚɝɧɨɫɬɢɤɟ ɨɫɬɪɨɝɨ ɜɢɪɭɫɧɨɝɨ 
ɝɚɫɬɪɨɷɧɬɟɪɢɬɚ. Ɋɟɡɭɥɶɬɚɬɵ ɬɟɫɬɚ ɞɨɥɠɧɵ ɪɚɫɫɦɚɬɪɢɜɚɬɶɫɹ ɜ ɫɨɱɟɬɚɧɢɢ ɫ ɢɧɮɨɪɦɚɰɢɟɣ, 
ɩɨɥɭɱɟɧɧɨɣ ɢɡ ɤɥɢɧɢɱɟɫɤɨɣ ɨɰɟɧɤɢ ɩɚɰɢɟɧɬɚ ɢ ɞɪɭɝɢɯ ɞɢɚɝɧɨɫɬɢɱɟɫɤɢɯ ɩɪɨɰɟɞɭɪ. ɗɬɨɬ 
ɚɧɚɥɢɡ ɩɪɨɜɨɞɹɬ ɧɚ ɚɧɚɥɢɡɚɬɨɪɚɯ ɥɢɧɟɣɧɨɣ ɦɚɪɤɢ ɤɨɦɩɚɧɢɢ LIAISON® *. 
 

2. РЕЗɘМЕ И ОБОСНОВАНИЕ ТЕСТА 

ɑɟɥɨɜɟɱɟɫɤɢɟ ɚɞɟɧɨɜɢɪɭɫɵ - ɷɬɨ ɩɨɜɫɟɦɟɫɬɧɨ ɪɚɫɩɪɨɫɬɪɚɧɟɧɧɵɟ ɜɢɪɭɫɵ, ɫɨɫɬɨɹɳɢɟ ɤɚɤ 
ɦɢɧɢɦɭɦ ɢɡ 57 ɪɚɡɥɢɱɧɵɯ ɬɢɩɨɜ, ɤɨɬɨɪɵɟ ɜɵɡɵɜɚɸɬ ɲɢɪɨɤɢɣ ɫɩɟɤɬɪ ɡɚɛɨɥɟɜɚɧɢɣ ɱɟɥɨɜɟɤɚ, 
ɜɤɥɸɱɚɹ ɪɟɫɩɢɪɚɬɨɪɧɵɟ ɡɚɛɨɥɟɜɚɧɢɹ ɢ ɝɚɫɬɪɨɷɧɬɟɪɢɬ (1). ɋɟɪɨɬɢɩɵ ɚɞɟɧɨɜɢɪɭɫɚ 
ɤɥɚɫɫɢɮɢɰɢɪɨɜɚɧɵ ɜ ɩɪɟɞɟɥɚɯ 7 ɢɡɜɟɫɬɧɵɯ ɜɢɞɨɜ, A - G (1), ɝɞɟ ɜɢɞɵ B1, C ɢ E ɜ ɨɫɧɨɜɧɨɦ 
ɜɵɡɵɜɚɸɬ ɪɟɫɩɢɪɚɬɨɪɧɵɟ ɡɚɛɨɥɟɜɚɧɢɹ, ɜɢɞɵ B, D ɢ E ɨɬɜɟɬɫɬɜɟɧɧɵ ɡɚ ɝɥɚɡɧɵɟ ɡɚɛɨɥɟɜɚɧɢɹ, 
ɚ ɜɢɞɵ B2 ɜɵɡɵɜɚɸɬ ɢɧɮɟɤɰɢɢ ɩɨɱɟɤ ɢ ɦɨɱɟɜɵɜɨɞɹɳɢɯ ɩɭɬɟɣ (2). Вɢɞ F ɫɨɞɟɪɠɢɬ ɫɟɪɨɬɢɩɵ 
40 ɢ 41, ɜ ɩɟɪɜɭɸ ɨɱɟɪɟɞɶ ɨɬɜɟɬɫɬɜɟɧɧɵɦɢ ɡɚ ɝɚɫɬɪɨɷɧɬɟɪɢɬ, ɨɞɧɚɤɨ ɢ ɞɪɭɝɢɟ ɫɟɪɨɬɢɩɵ ɛɵɥɢ 
ɨɛɧɚɪɭɠɟɧɵ ɜ ɤɚɥɟ ɜ ɦɟɧɶɲɟɣ ɫɬɟɩɟɧɢ. 
Бɨɥɶɲɢɧɫɬɜɨ ɞɢɚɪɟɣɧɵɯ ɡɚɛɨɥɟɜɚɧɢɣ ɢɦɟɸɬ ɜɢɪɭɫɧɨɟ ɩɪɨɢɫɯɨɠɞɟɧɢɟ. В ɩɪɨɦɵɲɥɟɧɧɨ 
ɪɚɡɜɢɬɵɯ ɫɬɪɚɧɚɯ ɜɢɪɭɫɧɵɣ ɝɚɫɬɪɨɷɧɬɟɪɢɬ ɹɜɥɹɟɬɫɹ ɪɚɫɩɪɨɫɬɪɚɧɟɧɧɨɣ ɩɪɢɱɢɧɨɣ 
ɡɚɛɨɥɟɜɚɧɢɣ, ɜ ɬɨ ɜɪɟɦɹ ɤɚɤ ɜɨ ɜɫɟɦ ɦɢɪɟ ɜɢɪɭɫɧɵɣ ɝɚɫɬɪɨɷɧɬɟɪɢɬ ɹɜɥɹɟɬɫɹ ɩɪɢɱɢɧɨɣ 
ɧɟɫɤɨɥɶɤɢɯ ɦɢɥɥɢɨɧɨɜ ɫɦɟɪɬɟɣ ɜ ɝɨɞ. Ɋɨɬɚɜɢɪɭɫ, ɤɚɥɢɰɢɜɢɪɭɫ, ɚɫɬɪɨɜɢɪɭɫ ɢ ɚɞɟɧɨɜɢɪɭɫ 
ɹɜɥɹɸɬɫɹ 4 ɩɟɪɜɢɱɧɵɦɢ ɜɢɪɭɫɚɦɢ, ɨɬɜɟɬɫɬɜɟɧɧɵɦɢ ɡɚ ɜɩɥɨɬɶ ɞɨ 15% ɞɢɚɪɟɣɧɵɯ 
ɡɚɛɨɥɟɜɚɧɢɣ ɜɢɪɭɫɧɨɝɨ ɝɚɫɬɪɨɷɧɬɟɪɢɬɚ ɜɨ ɜɫɟɦ ɦɢɪɟ, ɜɵɡɜɚɧɧɵɯ ɚɞɟɧɨɜɢɪɭɫɨɦ (3). 

Аɞɟɧɨɜɢɪɭɫɵ ɫɨɞɟɪɠɚɬ ɞɜɭɯɰɟɩɨɱɟɱɧɵɣ ɝɟɧɨɦ ДɇɄ, ɫɨɞɟɪɠɚɳɢɣɫɹ ɜ ɢɤɨɫɚɷɞɪɢɱɟɫɤɨɦ 
ɤɚɩɫɢɞɟ ɛɟɡ ɨɛɨɥɨɱɤɢ. Ʉɚɩɫɢɞ ɫɨɞɟɪɠɢɬ 240 ɝɟɤɫɨɧɨɜɵɯ ɛɟɥɤɨɜ, ɪɚɫɩɨɥɨɠɟɧɧɵɯ ɧɚ ɝɪɚɧɹɯ ɢ 
ɤɪɚɹɯ ɤɚɩɫɢɞɚ. Гɟɤɫɨɧɨɜɵɣ ɛɟɥɨɤ ɹɜɥɹɟɬɫɹ ɨɫɧɨɜɧɵɦ ɤɨɦɩɨɧɟɧɬɨɦ ɤɚɩɫɢɞɚ ɢ ɢɝɪɚɟɬ ɜɚɠɧɭɸ 
ɪɨɥɶ ɜ ɢɦɦɭɧɧɨɦ ɨɬɜɟɬɟ (2). Аɧɚɥɢɡ ɧɚ ɚɞɟɧɨɜɢɪɭɫ LIAISON® ɜɵɹɜɥɹɟɬ ɝɪɭɩɩɨɜɨɣ 
ɪɟɚɤɬɢɜɧɵɣ ɝɟɤɫɨɧɨɜɵɣ ɚɧɬɢɝɟɧ, ɨɛɳɢɣ ɞɥɹ ɚɞɟɧɨɜɢɪɭɫɨɜ ɱɟɥɨɜɟɤɚ ɢ ɞɪɭɝɢɯ ɩɨɡɜɨɧɨɱɧɵɯ. 
 

*(LIAISON® ɢ LIAISON® XL)
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3. ПРИНЦИП ПРОЦЕДУРɕ 
Аɧɚɥɢɡ ɧɚ ɨɩɪɟɞɟɥɟɧɢɟ ɚɞɟɧɨɜɢɪɭɫɚ LIAISON® ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɣ 
ɞɜɭɯɷɬɚɩɧɵɣ ɫɷɧɞɜɢɱ-ɚɧɚɥɢɡ ɞɥɹ ɜɵɹɜɥɟɧɢɹ ɝɪɭɩɩɨɜɨɝɨ ɝɟɤɫɨɧɨɜɨɝɨ ɪɟɚɤɬɢɜɧɨɝɨ ɛɟɥɤɚ. В 
ɚɧɚɥɢɡɟ ɢɫɩɨɥɶɡɭɟɬɫɹ 1 ɦɨɧɨɤɥɨɧɚɥɶɧɨɟ ɚɧɬɢɬɟɥɨ ɞɥɹ ɡɚɯɜɚɬɚ ɢ ɨɛɧɚɪɭɠɟɧɢɹ ɝɟɤɫɨɧɨɜɨɝɨ 
ɚɧɬɢɝɟɧɚ. В ɚɧɚɥɢɡɟ ɢɫɩɨɥɶɡɭɸɬ 100 Pɥ ɨɛɪɚɡɰɚ, ɫɨɫɬɨɹɳɟɝɨ ɢɡ ɫɦɟɫɢ ɪɚɡɛɚɜɢɬɟɥɹ ɞɥɹ 
ɨɛɪɚɡɰɚ ɢ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ, ɜɵɞɟɥɟɧɧɨɝɨ ɢɡ ɤɚɥɚ, ɤɨɬɨɪɵɣ ɢɧɤɭɛɢɪɭɸɬ ɫ ɚɧɬɢɬɟɥɨɦ, 
ɤɨɧɴɸɝɢɪɨɜɚɧɧɵɦ ɫ ɢɡɨɥɸɦɢɧɨɥɨɦ. ɉɨɫɥɟ ɢɧɤɭɛɚɰɢɢ ɩɚɪɚɦɚɝɧɢɬɧɵɟ ɱɚɫɬɢɰɵ, ɩɨɤɪɵɬɵɟ 
ɚɧɬɢɬɟɥɨɦ ɞɥɹ ɡɚɯɜɚɬɚ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ, ɞɨɛɚɜɥɹɸɬ ɤ ɪɟɚɤɰɢɢ ɢ ɢɧɤɭɛɢɪɭɸɬ. ɉɨɫɥɟ 
ɜɬɨɪɨɣ ɢɧɤɭɛɚɰɢɢ ɧɟɫɜɹɡɚɧɧɵɣ ɦɚɬɟɪɢɚɥ ɭɞɚɥɹɸɬ ɜ ɰɢɤɥɟ ɨɬɦɵɜɚɧɢɹ. Дɚɥɟɟ ɞɨɛɚɜɥɹɸɬ 
ɫɬɚɪɬɟɪɧɵɟ ɪɟɚɝɟɧɬɵ ɢ, ɬɚɤɢɦ ɨɛɪɚɡɨɦ, ɢɧɞɭɰɢɪɭɸɬ ɦɝɧɨɜɟɧɧɭɸ ɪɟɚɤɰɢɸ 
ɯɟɦɨɥɸɦɢɧɟɫɰɟɧɰɢɢ. ɋɜɟɬɨɜɨɣ ɫɢɝɧɚɥ ɢɡɦɟɪɹɸɬ ɧɚ ɮɨɬɨɭɦɧɨɠɢɬɟɥɟ ɜ ɜɢɞɟ ɨɬɧɨɫɢɬɟɥɶɧɵɯ 
ɫɜɟɬɨɜɵɯ ɟɞɢɧɢɰ (RLU), ɢ ɨɧ ɩɪɨɩɨɪɰɢɨɧɚɥɟɧ ɤɨɧɰɟɧɬɪɚɰɢɢ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ, 
ɩɪɢɫɭɬɫɬɜɭɸɳɟɝɨ ɜ ɤɚɥɢɛɪɚɬɨɪɚɯ, ɤɨɧɬɪɨɥɹɯ ɢɥɢ ɨɛɪɚɡɰɚɯ. 
 

 

4. ПОСТАВЛəЕМɕЕ МАТЕРИАЛɕ 
Пɪɟɞɫɬɚɜɥɟɧɧɵɟ ɜ ɧɚɛɨɪɟ ɪɟɚɝɟɧɬɵ 

Ɇɚɝɧɢɬɧɵɟ 
ɱɚɫɬɢɰɵ 
(2,4 ɦɥ ) 

|SORB| Ɇɚɝɧɢɬɧɵɟ ɱɚɫɬɢɰɵ, ɩɨɤɪɵɬɵɟ ɦɨɧɨɤɥɨɧɚɥɶɧɵɦ ɚɧɬɢɬɟɥɨɦ 
ɩɪɨɬɢɜ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ ɜ ɮɨɫɮɚɬɧɨɦ ɛɭɮɟɪɟ, БɋА, 
ɩɨɜɟɪɯɧɨɫɬɧɨ-ɚɤɬɢɜɧɨɟ ɜɟɳɟɫɬɜɨ, 0,1% ProClin® 300 ɢ 0,05% 
ɝɟɧɬɚɦɢɰɢɧɚ ɫɭɥɶɮɚɬɚ.  

Ʉɨɧɴɸɝɚɬ 
(23,5 ɦɥ ) 

|CONJ| Ɇɨɧɨɤɥɨɧɚɥɶɧɵɟ ɚɧɬɢɬɟɥɚ ɩɪɨɬɢɜ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ, 
ɤɨɧɴɸɝɢɪɨɜɚɧɧɨɟ ɫ ɩɪɨɢɡɜɨɞɧɵɦ ɢɡɨɥɸɦɢɧɨɥɚ, ɜ ɮɨɫɮɚɬɧɨɦ 
ɛɭɮɟɪɟ, БɋА, ɩɨɜɟɪɯɧɨɫɬɧɨ-ɚɤɬɢɜɧɨɟ ɜɟɳɟɫɬɜɨ, 0,1% 
ProClin® 300 ɢ 0,05% ɝɟɧɬɚɦɢɰɢɧɚ ɫɭɥɶɮɚɬɚ. 

Ʉɨɥɢɱɟɫɬɜɨ ɢɫɩɵɬɚɧɢɣ 100 

ProClin ɹɜɥɹɟɬɫɹ ɬɨɜɚɪɧɵɦ ɡɧɚɤɨɦ  ɤɨɦɩɚɧɢɢ Dow Chemical Company (Dow) ɢɥɢ ɞɨɱɟɪɧɟɣ 
ɤɨɦɩɚɧɢɢ Dow. 
Вɫɟ ɪɟɚɝɟɧɬɵ ɩɨɫɬɚɜɥɹɸɬɫɹ ɜ ɝɨɬɨɜɨɦ ɞɥɹ ɭɩɨɬɪɟɛɥɟɧɢɹ ɜɢɞɟ. ɉɨɪɹɞɨɤ ɪɟɚɝɟɧɬɨɜ ɨɬɪɚɠɚɟɬ 
ɢɯ ɪɚɫɩɨɥɨɠɟɧɢɟ ɜ ɭɩɚɤɨɜɤɚɯ ɧɚɛɨɪɚ ɪɟɚɝɟɧɬɨɜ.  
 
Дɨɩɨɥɧɢɬɟɥɶɧɵɟ ɤɨɦɩɨɧɟɧɬɵ, ɧɟ ɜɯɨɞɹɳɢɟ ɜ ɫɨɫɬɚɜ ɧɚɛɨɪɚ ɪɟɚɝɟɧɬɨɜ 
Ʉɚɥɢɛɪɚɬɨɪ 1 
3 x 1 ɦɥ 
ɥɢɨɮɢɥɢɡɢɪɨɜɚɧɧɵɣ 

|CAL|1| ɂɧɚɤɬɢɜɢɪɨɜɚɧɧɵɣ ɚɞɟɧɨɜɢɪɭɫ, БɋА, ɩɨɜɟɪɯɧɨɫɬɧɨ-
ɚɤɬɢɜɧɨɟ ɜɟɳɟɫɬɜɨ, 0,1% ProClin® 300 ɢ 0,05% 
ɝɟɧɬɚɦɢɰɢɧɚ ɫɭɥɶɮɚɬɚ. Вɨɫɫɬɚɧɚɜɥɢɜɚɸɬ ɜ 1 ɦɥ 
ɞɢɫɬɢɥɥɢɪɨɜɚɧɧɨɣ ɢɥɢ ɞɟɢɨɧɢɡɢɪɨɜɚɧɧɨɣ ɜɨɞɵ. 

Ʉɚɥɢɛɪɚɬɨɪ 2 
3 x 1 ɦɥ 
ɥɢɨɮɢɥɢɡɢɪɨɜɚɧɧɵɣ 

|CAL|2| ɂɧɚɤɬɢɜɢɪɨɜɚɧɧɵɣ ɚɞɟɧɨɜɢɪɭɫ, БɋА, ɩɨɜɟɪɯɧɨɫɬɧɨ-
ɚɤɬɢɜɧɨɟ ɜɟɳɟɫɬɜɨ, 0,1% ProClin® 300 ɢ 0,05% 
ɝɟɧɬɚɦɢɰɢɧɚ ɫɭɥɶɮɚɬɚ. Вɨɫɫɬɚɧɚɜɥɢɜɚɸɬ ɜ 1 ɦɥ 
ɞɢɫɬɢɥɥɢɪɨɜɚɧɧɨɣ ɢɥɢ ɞɟɢɨɧɢɡɢɪɨɜɚɧɧɨɣ ɜɨɞɵ. 

Ɋɨɬɚ/Аɞɟɧɨ 
Ɋɚɡɛɚɜɢɬɟɥɶ ɞɥɹ 
ɨɛɪɚɡɰɚ 1 x 105 ɦɥ 

|DIL|SPE| БɋА, ɩɨɜɟɪɯɧɨɫɬɧɨ-ɚɤɬɢɜɧɨɟ ɜɟɳɟɫɬɜɨ,0,1% ProClin® 
300 ɢ 0,05% ɝɟɧɬɚɦɢɰɢɧɚ ɫɭɥɶɮɚɬɚ. ɉɨɫɥɟ ɜɫɤɪɵɬɢɹ 
ɪɚɡɛɚɜɢɬɟɥɶ ɞɥɹ ɨɛɪɚɡɰɚ ɫɬɚɛɢɥɟɧ ɜ ɬɟɱɟɧɢɟ 10 ɧɟɞɟɥɶ 
ɩɪɢ ɯɪɚɧɟɧɢɢ ɩɪɢ 2-8 ° C. 

2 x 50 ɤɚɠɞɵɣ |PIPETTOR| ɉɢɩɟɬɨɱɧɵɟ ɞɨɡɚɬɨɪɵ ɞɥɹ ɠɢɞɤɨɝɨ ɤɚɥɚ (| Ʉɚɬ. ʋ | X0031) 
4 x 25 ɤɚɠɞɚɹ |LOOP| ɂɧɨɤɭɥɹɰɢɨɧɧɵɟ ɩɟɬɥɢ 
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ɍɫɬɪɨɣɫɬɜɚ ɞɥɹ 
ɷɤɫɬɪɚɤɰɢɢ ɤɚɥɚ 
LIAISON®*  
2 x 50 ɤɚɠɞɚɹ ɞɟɬɚɥɶ 

|TUBES| 
|FILTERS| 
|CAPS| 

ɉɨɥɢɩɪɨɩɢɥɟɧɨɜɚɹ ɩɪɨɛɢɪɤɚ ɞɥɹ ɫɦɟɲɢɜɚɧɢɹ, 
ɤɨɧɢɱɟɫɤɚɹ ɩɪɨɛɢɪɤɚ ɢ ɫɢɧɢɣ ɤɨɥɩɚɱɨɤ, ɫ ɫɢɧɢɦ 
ɮɢɥɶɬɪɭɸɳɢɦ ɷɥɟɦɟɧɬɨɦ ɢɡ ɩɨɥɢɷɬɢɥɟɧɚ ɜɵɫɨɤɨɣ 
ɩɥɨɬɧɨɫɬɢ (ɉВɉ). 

* ɍɫɬɪɨɣɫɬɜɨ ɧɟ ɫɨɞɟɪɠɢɬ ɛɢɫɮɟɧɨɥ A (BPA), ɥɚɬɟɤɫ ɢɥɢ ɞɢ (2-ɷɬɢɥɝɟɤɫɢɥ) ɮɬɚɥɚɬ (DEHP). 
ɋɬɚɧɞɚɪɬɢɡɚɰɢɹ: ɤɨɧɰɟɧɬɪɚɰɢɢ ɤɚɥɢɛɪɚɬɨɪɚ ɨɬɧɨɫɹɬɫɹ ɤ ɜɧɭɬɪɟɧɧɟɦɭ ɫɬɚɧɞɚɪɬɧɨɦɭ 
ɩɪɟɩɚɪɚɬɭ ɤɨɦɩɚɧɢɢ. 

 

Мɚɬɟɪɢɚɥɵ ɬɪɟɛɭɟɦɵɟ, ɧɨ ɧɟ ɩɨɫɬɚɜɥɹɟɦɵɟ 

Аɧɚɥɢɡɚɬɨɪɵ LIAISON® XL  Аɧɚɥɢɡɚɬɨɪɵ LIAISON®  

ɋɢɫɬɟɦɚ ɨɬɦɵɜɤɢ/ɠɢɞɤɨɫɬɧɚɹ ɫɢɫɬɟɦɚ 
LIAISON® (Ʉɚɬ. ʋ 319100). 
Ɇɟɲɤɢ ɞɥɹ ɨɬɯɨɞɨɜ LIAISON® XL (Ʉɚɬ. ʋ 
X0025). 
Ʉɸɜɟɬɵ LIAISON® XL (Ʉɚɬ. ʋ X0016). 
ɇɚɛɨɪ ɫɬɚɪɬɟɪɨɜ LIAISON® XL (Ʉɚɬ. ʋ 
319200). 
Ɉɞɧɨɪɚɡɨɜɵɟ ɧɚɤɨɧɟɱɧɢɤɢ LIAISON® XL (Ʉɚɬ. 
ʋ X0015). 
 
 

ɋɢɫɬɟɦɚ ɨɬɦɵɜɤɢ/ɠɢɞɤɨɫɬɧɚɹ ɫɢɫɬɟɦɚ LIAISON® 
(Ʉɚɬ. ʋ 319100). 
Ɇɟɲɤɢ ɞɥɹ ɨɬɯɨɞɨɜ LIAISON® (ɤɨɞ 450003). 
Ɇɨɞɭɥɶ LIAISON® (Ʉɚɬ. ʋ 319130). 
ɇɚɛɨɪ ɫɬɚɪɬɟɪɨɜ LIAISON® (Ʉɚɬ. ʋ 319102)  
ɇɚɛɨɪ ɫɬɚɪɬɟɪɨɜ LIAISON® XL (Ʉɚɬ. ʋ 319200). 
ɇɚɛɨɪ ɞɥɹ ɱɢɫɬɤɢ LIAISON® (ɤɨɞ 310990). 
Ʉɨɧɬɪɨɥɶ ɫɜɟɬɚ 12 LIAISON® (Ʉɚɬ. ʋ 319150). 
 

 
Дɨɩɨɥɧɢɬɟɥɶɧɨ ɬɪɟɛɭɟɦɵɟ ɦɚɬɟɪɢɚɥɵ  

ɇɚɛɨɪ ɤɨɧɬɪɨɥɟɣ ɞɥɹ LIAISON® Аɞɟɧɨɜɢɪɭɫ (Ʉɚɬ. ʋ 318951) 
 
Дɨɩɨɥɧɢɬɟɥɶɧɵɟ ɥɚɛɨɪɚɬɨɪɧɵɟ ɩɪɢɧɚɞɥɟɠɧɨɫɬɢ ɨɬ DiaSorin 
ɉɢɩɟɬɤɢ ɞɥɹ ɠɢɞɤɨɝɨ ɤɚɥɚ (Ʉɚɬ. ʋ X0031) 

 
 

5. ПРЕДУПРЕЖДЕНИə И ПРЕДОСТОРОЖНОСТИ 
ДЛə ДИАГНОСТИЧЕСКОГО ИСПОЛɖЗОВАНИə IN VITRO - Нɟ ɞɥɹ ɜɧɭɬɪɟɧɧɟɝɨ 
ɢɥɢ ɧɚɪɭɠɧɨɝɨ ɩɪɢɦɟɧɟɧɢɹ ɭ ɥɸɞɟɣ ɢɥɢ ɠɢɜɨɬɧɵɯ. 
ОБЩАə БЕЗОПАСНОСТɖ: 
• Вɫɟ ɨɛɪɚɡɰɵ, ɛɢɨɥɨɝɢɱɟɫɤɢɟ ɪɟɚɝɟɧɬɵ ɢ ɦɚɬɟɪɢɚɥɵ, ɢɫɩɨɥɶɡɭɟɦɵɟ ɜ ɚɧɚɥɢɡɟ, ɞɨɥɠɧɵ 
ɫɱɢɬɚɬɶɫɹ ɩɨɬɟɧɰɢɚɥɶɧɨ ɫɩɨɫɨɛɧɵɦɢ ɩɟɪɟɞɚɜɚɬɶ ɢɧɮɟɤɰɢɨɧɧɵɟ ɜɨɡɛɭɞɢɬɟɥɢ. ɂɡɛɟɝɚɬɶ 
ɤɨɧɬɚɤɬɚ ɫ ɤɨɠɟɣ, ɝɥɚɡɚɦɢ ɢɥɢ ɫɥɢɡɢɫɬɵɦɢ ɨɛɨɥɨɱɤɚɦɢ. ɉɪɢ ɩɪɨɜɟɞɟɧɢɢ ɬɟɫɬɢɪɨɜɚɧɢɹ 
ɫɨɛɥɸɞɚɣɬɟ ɩɪɚɜɢɥɚ ɝɢɝɢɟɧɵ ɬɪɭɞɚ. 

• ɇɟɥɶɡɹ ɩɪɢɧɢɦɚɬɶ ɩɢɳɭ, ɩɢɬɶ, ɤɭɪɢɬɶ ɢ ɩɪɢɦɟɧɹɬɶ ɤɨɫɦɟɬɢɤɭ ɜ ɚɧɚɥɢɬɢɱɟɫɤɨɣ 
ɥɚɛɨɪɚɬɨɪɢɢ. 
• ɇɟ ɧɚɛɢɪɚɬɶ ɪɚɫɬɜɨɪɵ ɩɢɩɟɬɤɨɣ ɪɬɨɦ. 
• ɂɡɛɟɝɚɬɶ ɩɪɹɦɨɝɨ ɤɨɧɬɚɤɬɚ ɫɨ ɜɫɟɦɢ ɩɨɬɟɧɰɢɚɥɶɧɨ ɢɧɮɟɤɰɢɨɧɧɵɦɢ ɦɚɬɟɪɢɚɥɚɦɢ, ɧɚɞɟɜɚɹ 
ɥɚɛɨɪɚɬɨɪɧɵɣ ɯɚɥɚɬ, ɡɚɳɢɬɵ ɞɥɹ ɥɢɰɚ/ɡɚɳɢɬɧɵɟ ɨɱɤɢ ɢ ɨɞɧɨɪɚɡɨɜɵɟ ɩɟɪɱɚɬɤɢ. 
• Ɍɳɚɬɟɥɶɧɨ ɦɵɬɶ ɪɭɤɢ ɜ ɤɨɧɰɟ ɤɚɠɞɨɝɨ ɚɧɚɥɢɡɚ. 
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• ɂɡɛɟɝɚɬɶ ɪɚɡɛɪɵɡɝɢɜɚɧɢɹ ɢ ɨɛɪɚɡɨɜɚɧɢɹ ɚɷɪɨɡɨɥɟɣ ɩɪɢ ɨɛɪɚɛɨɬɤɟ, ɪɚɡɛɚɜɥɟɧɢɢ ɢɥɢ 
ɩɟɪɟɧɨɫɟ ɨɛɪɚɡɰɨɜ ɢɥɢ ɪɟɚɝɟɧɬɨɜ. Ʌɸɛɵɟ ɪɚɡɥɢɜɵ ɪɟɚɝɟɧɬɚ ɞɨɥɠɧɵ ɛɵɬɶ ɨɛɟɡɡɚɪɚɠɟɧɵ 10%-
ɧɵɦ ɪɚɫɬɜɨɪɨɦ ɨɬɛɟɥɢɜɚɬɟɥɹ (ɫɨɞɟɪɠɚɳɢɦ 0,5% ɝɢɩɨɯɥɨɪɢɬɚ ɧɚɬɪɢɹ) ɢ ɭɬɢɥɢɡɢɪɨɜɚɧɵ ɤɚɤ 
ɩɨɬɟɧɰɢɚɥɶɧɨ ɢɧɮɢɰɢɪɨɜɚɧɧɵɟ. 
• Ɉɬɪɚɛɨɬɚɧɧɵɟ ɦɚɬɟɪɢɚɥɵ ɫɥɟɞɭɟɬ ɭɬɢɥɢɡɢɪɨɜɚɬɶ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɞɟɣɫɬɜɭɸɳɢɦɢ 
ɩɪɚɜɢɥɚɦɢ ɢ ɢɧɫɬɪɭɤɰɢɹɦɢ ɭɱɪɟɠɞɟɧɢɣ, ɨɛɥɚɞɚɸɳɢɯ ɸɪɢɫɞɢɤɰɢɟɣ ɧɚɞ ɥɚɛɨɪɚɬɨɪɢɟɣ, ɢ 
ɡɚɤɨɧɨɞɚɬɟɥɶɧɵɦɢ ɩɪɚɜɢɥɚɦɢ ɤɚɠɞɨɣ ɫɬɪɚɧɵ. 
• ɇɟɥɶɡɹ ɢɫɩɨɥɶɡɨɜɚɬɶ ɧɚɛɨɪɵ ɢɥɢ ɤɨɦɩɨɧɟɧɬɵ ɩɨɫɥɟ ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ ɝɨɞɧɨɫɬɢ, ɭɤɚɡɚɧɧɨɝɨ 
ɧɚ ɷɬɢɤɟɬɤɟ. 
ИНФОРМАЦИə О ХИМИЧЕСКОЙ ОПАСНОСТИ И БЕЗОПАСНОСТИ: Ɋɟɚɝɟɧɬɵ ɜ 
ɷɬɨɦ ɧɚɛɨɪɟ ɤɥɚɫɫɢɮɢɰɢɪɭɸɬɫɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɚɦɟɪɢɤɚɧɫɤɢɦ ɫɬɚɧɞɚɪɬɨɦ OSHA ɩɨ 
ɢɧɮɨɪɦɢɪɨɜɚɧɢɸ ɨɛ ɨɩɚɫɧɨɫɬɢ; ɨɬɞɟɥɶɧɵɦɢ ɡɚɤɨɧɚɦɢ ɋɒА ɨ ɩɪɚɜɟ ɧɚ ɢɧɮɨɪɦɚɰɢɸ; 
Ɋɟɝɥɚɦɟɧɬɨɦ Ʉɚɧɚɞɫɤɨɝɨ ɰɟɧɬɪɚ ɩɨ ɝɢɝɢɟɧɟ ɬɪɭɞɚ ɢ ɬɟɯɧɢɤɟ ɛɟɡɨɩɚɫɧɨɫɬɢ; ɢ ɩɪɢɦɟɧɢɦɵɦɢ 
ɞɢɪɟɤɬɢɜɚɦɢ Еɜɪɨɩɟɣɫɤɨɝɨ ɋɨɸɡɚ (ɞɥɹ ɩɨɥɭɱɟɧɢɹ ɞɨɩɨɥɧɢɬɟɥɶɧɨɣ ɢɧɮɨɪɦɚɰɢɢ ɫɦ. ɉɚɫɩɨɪɬ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɦɚɬɟɪɢɚɥɚ). 
 

 
GHS (Гɥɨɛɚɥɶɧɚɹ ɝɚɪɦɨɧɢɡɢɪɨɜɚɧɧɚɹ ɫɢɫɬɟɦɚ ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɯɢɦɢɱɟɫɤɨɣ 
ɩɪɨɞɭɤɰɢɢ, ɫɨɫɬɨɹɳɚɹ ɢɡ ɫɢɫɬɟɦɵ ɤɥɚɫɫɢɮɢɤɚɰɢɢ, ɦɚɪɤɢɪɨɜɤɢ ɢ ɩɚɫɩɨɪɬɨɜ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɯɢɦɢɱɟɫɤɨɣ ɩɪɨɞɭɤɰɢɢ) /CLP (Ʉɥɚɫɫɢɮɢɤɚɰɢɹ, ɦɚɪɤɢɪɨɜɤɚ ɢ ɭɩɚɤɨɜɤɚ): 
 ProClin® 
CAS ʋ: 55965-84-9 
Ɋɟɚɝɟɧɬɵ: |SORB| 

|CONJ| 
|CAL|1| 
|CAL|2| 
[DIL|SPE| 

Ʉɥɚɫɫɢɮɢɤɚɰɢɹ: Ʉɨɠɧɵɣ ɫɟɧɫɢɛɢɥɢɡɚɬɨɪ, Ʉɚɬɟɝɨɪɢɹ 1 
ɋɢɝɧɚɥɶɧɨɟ ɫɥɨɜɨ: ɉɪɟɞɭɩɪɟɠɞɟɧɢɟ 

ɉɢɤɬɨɝɪɚɦɦɚ: 

GHS07 - Вɨɫɤɥɢɰɚɬɟɥɶɧɵɣ ɡɧɚɤ 

Ɏɪɚɡɵ ɪɢɫɤɚ: H317 Ɇɨɠɟɬ ɜɵɡɜɚɬɶ ɚɥɥɟɪɝɢɱɟɫɤɭɸ ɤɨɠɧɭɸ ɪɟɚɤɰɢɸ. 
ɉɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɟ 
ɮɪɚɡɵ: 

P261 - ɂɡɛɟɝɚɬɶ ɜɞɵɯɚɧɢɹ ɩɚɪɨɜ  ɢɥɢ ɚɷɪɨɡɨɥɹ. 
P272 - Ɂɚɝɪɹɡɧɟɧɧɭɸ ɪɚɛɨɱɭɸ ɨɞɟɠɞɭ ɧɟɥɶɡɹ ɨɫɬɚɜɥɹɬɶ ɧɚ ɪɚɛɨɱɟɦ 
ɦɟɫɬɟ. 
P280 - ɇɚɞɟɜɚɬɶ ɡɚɳɢɬɧɵɟ ɩɟɪɱɚɬɤɢ ɢ ɨɞɟɠɞɭ ɢ ɫɪɟɞɫɬɜɚ ɡɚɳɢɬɵ 
ɝɥɚɡ. 
 

 

 

6. ПРИГОТОВЛЕНИЕ РЕАГЕНТОВ НАБОРА 
ɉɨɠɚɥɭɣɫɬɚ, ɨɛɪɚɬɢɬɟ ɜɧɢɦɚɧɢɟ ɧɚ ɫɥɟɞɭɸɳɢɟ ɜɚɠɧɵɟ ɦɟɪɵ ɩɪɟɞɨɫɬɨɪɨɠɧɨɫɬɢ ɩɪɢ 
ɨɛɪɚɳɟɧɢɢ ɫ ɪɟɚɝɟɧɬɚɦɢ: 

https://www.multitran.com/m.exe?s=%D0%A0%D0%B0%D0%B7%D1%80%D0%B0%D0%B1%D0%BE%D1%82%D0%B0%D0%BD%D0%BD%D0%B0%D1%8F+%D0%BF%D0%BE%D0%B4+%D1%8D%D0%B3%D0%B8%D0%B4%D0%BE%D0%B9+%D0%9E%D0%9E%D0%9D+%D0%93%D0%BB%D0%BE%D0%B1%D0%B0%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F+%D0%B3%D0%B0%D1%80%D0%BC%D0%BE%D0%BD%D0%B8%D0%B7%D0%B8%D1%80%D0%BE%D0%B2%D0%B0%D0%BD%D0%BD%D0%B0%D1%8F+%D1%81%D0%B8%D1%81%D1%82%D0%B5%D0%BC%D0%B0+%D0%B8%D0%BD%D1%84%D0%BE%D1%80%D0%BC%D0%B0%D1%86%D0%B8%D0%B8+%D0%BF%D0%BE+%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8+%D1%85%D0%B8%D0%BC%D0%B8%D1%87%D0%B5%D1%81&t1=5839999&l1=2&l2=1
https://www.multitran.com/m.exe?s=%D0%A0%D0%B0%D0%B7%D1%80%D0%B0%D0%B1%D0%BE%D1%82%D0%B0%D0%BD%D0%BD%D0%B0%D1%8F+%D0%BF%D0%BE%D0%B4+%D1%8D%D0%B3%D0%B8%D0%B4%D0%BE%D0%B9+%D0%9E%D0%9E%D0%9D+%D0%93%D0%BB%D0%BE%D0%B1%D0%B0%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F+%D0%B3%D0%B0%D1%80%D0%BC%D0%BE%D0%BD%D0%B8%D0%B7%D0%B8%D1%80%D0%BE%D0%B2%D0%B0%D0%BD%D0%BD%D0%B0%D1%8F+%D1%81%D0%B8%D1%81%D1%82%D0%B5%D0%BC%D0%B0+%D0%B8%D0%BD%D1%84%D0%BE%D1%80%D0%BC%D0%B0%D1%86%D0%B8%D0%B8+%D0%BF%D0%BE+%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8+%D1%85%D0%B8%D0%BC%D0%B8%D1%87%D0%B5%D1%81&t1=5839999&l1=2&l2=1
https://www.multitran.com/m.exe?s=%D0%A0%D0%B0%D0%B7%D1%80%D0%B0%D0%B1%D0%BE%D1%82%D0%B0%D0%BD%D0%BD%D0%B0%D1%8F+%D0%BF%D0%BE%D0%B4+%D1%8D%D0%B3%D0%B8%D0%B4%D0%BE%D0%B9+%D0%9E%D0%9E%D0%9D+%D0%93%D0%BB%D0%BE%D0%B1%D0%B0%D0%BB%D1%8C%D0%BD%D0%B0%D1%8F+%D0%B3%D0%B0%D1%80%D0%BC%D0%BE%D0%BD%D0%B8%D0%B7%D0%B8%D1%80%D0%BE%D0%B2%D0%B0%D0%BD%D0%BD%D0%B0%D1%8F+%D1%81%D0%B8%D1%81%D1%82%D0%B5%D0%BC%D0%B0+%D0%B8%D0%BD%D1%84%D0%BE%D1%80%D0%BC%D0%B0%D1%86%D0%B8%D0%B8+%D0%BF%D0%BE+%D0%B1%D0%B5%D0%B7%D0%BE%D0%BF%D0%B0%D1%81%D0%BD%D0%BE%D1%81%D1%82%D0%B8+%D1%85%D0%B8%D0%BC%D0%B8%D1%87%D0%B5%D1%81&t1=5839999&l1=2&l2=1
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Рɟɫɭɫɩɟɧɞɢɪɨɜɚɧɢɟ ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰ 
6.1. Ɇɚɝɧɢɬɧɵɟ ɱɚɫɬɢɰɵ ɞɨɥɠɧɵ ɛɵɬɶ ɩɨɥɧɨɫɬɶɸ ɪɟɫɭɫɩɟɧɞɢɪɨɜɚɧɵ ɩɟɪɟɞ ɬɟɦ, ɤɚɤ ɧɚɛɨɪ 
ɩɨɦɟɳɚɸɬ ɧɚ ɩɪɢɛɨɪ. ɋɥɟɞɭɣɬɟ ɭɤɚɡɚɧɧɵɦ ɧɢɠɟ ɲɚɝɚɦ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɩɨɥɧɨɝɨ 
ɪɟɫɭɫɩɟɧɞɢɪɨɜɚɧɢɹ: 
• ɉɟɪɟɞ ɭɞɚɥɟɧɢɟɦ ɝɟɪɦɟɬɢɱɧɨɝɨ ɩɨɤɪɵɬɢɹ ɜɪɚɳɚɸɬ ɦɚɥɟɧɶɤɨɟ ɤɨɥɟɫɨ ɜ ɨɬɞɟɥɟɧɢɢ ɫ 
ɦɚɝɧɢɬɧɵɦɢ ɱɚɫɬɢɰɚɦɢ ɞɨ ɬɟɯ ɩɨɪ, ɩɨɤɚ ɰɜɟɬ ɫɭɫɩɟɧɡɢɢ ɧɟ ɢɡɦɟɧɢɬɫɹ ɧɚ ɤɨɪɢɱɧɟɜɵɣ. 
Ɉɫɬɨɪɨɠɧɨɟ ɢ ɬɳɚɬɟɥɶɧɨɟ ɩɟɪɟɦɟɲɢɜɚɧɢɟ ɩɭɬɟɦ ɧɚɤɥɨɧɚ ɢɡ ɫɬɨɪɨɧɵ ɜ ɫɬɨɪɨɧɭ ɦɨɠɟɬ 
ɫɩɨɫɨɛɫɬɜɨɜɚɬɶ ɨɛɪɚɡɨɜɚɧɢɸ ɫɭɫɩɟɧɡɢɢ ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰ (ɧɟɨɛɯɨɞɢɦɨ ɢɡɛɟɝɚɬɶ ɩɨɹɜɥɟɧɢɹ 
ɩɟɧɵ). Вɢɡɭɚɥɶɧɨ ɩɪɨɜɟɪɹɸɬ ɞɧɨ ɮɥɚɤɨɧɚ ɫ ɦɚɝɧɢɬɧɵɦɢ ɱɚɫɬɢɰɚɦɢ ɞɥɹ ɩɨɞɬɜɟɪɠɞɟɧɢɹ ɬɨɝɨ, 
ɱɬɨ ɜɫɟ ɨɫɟɜɲɢɟ ɦɚɝɧɢɬɧɵɟ ɱɚɫɬɢɰɵ ɪɟɫɭɫɩɟɧɞɢɪɨɜɚɧɵ.  
• ɉɨɜɬɨɪɹɸɬ ɩɪɢ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɞɨ ɩɨɥɧɨɝɨ ɪɟɫɭɫɩɟɧɞɢɪɨɜɚɧɢɹ ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰ.  
• ɉɨɫɥɟ ɭɞɚɥɟɧɢɹ ɝɟɪɦɟɬɢɱɧɨɝɨ ɩɨɤɪɵɬɢɹ ɬɳɚɬɟɥɶɧɨ ɩɪɨɬɢɪɚɸɬ ɩɨɜɟɪɯɧɨɫɬɶ ɤɚɠɞɨɣ 
ɦɟɦɛɪɚɧɵ, ɱɬɨɛɵ ɭɞɚɥɢɬɶ ɨɫɬɚɬɤɢ ɠɢɞɤɨɫɬɢ, ɟɫɥɢ ɷɬɨ ɧɟɨɛɯɨɞɢɦɨ. 
 

6.2. Вɫɩɟɧɢɜɚɧɢɟ ɪɟɚɝɟɧɬɨɜ 
Дɥɹ ɝɚɪɚɧɬɢɪɨɜɚɧɢɹ ɨɩɬɢɦɚɥɶɧɨɣ ɪɚɛɨɬɵ ɧɚɛɨɪɚ ɫɥɟɞɭɟɬ ɢɡɛɟɝɚɬɶ ɜɫɩɟɧɢɜɚɧɢɹ ɪɟɚɝɟɧɬɨɜ. 
Дɥɹ ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ ɷɬɨɝɨ ɫɥɟɞɭɸɬ ɭɤɚɡɚɧɧɵɦ ɧɢɠɟ ɪɟɤɨɦɟɧɞɚɰɢɹɦ: 
• Вɢɡɭɚɥɶɧɨ ɨɛɫɥɟɞɭɸɬ ɪɟɚɝɟɧɬɵ ɞɥɹ ɝɚɪɚɧɬɢɪɨɜɚɧɢɹ ɬɨɝɨ, ɱɬɨ ɩɟɪɟɞ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɧɚɛɨɪɚ 
ɜɫɩɟɧɢɜɚɧɢɟ ɨɬɫɭɬɫɬɜɭɟɬ. Еɫɥɢ ɜɫɩɟɧɢɜɚɧɢɟ ɢɦɟɟɬ ɦɟɫɬɨ ɩɨɫɥɟ ɪɟɫɭɫɩɟɧɞɢɪɨɜɚɧɢɹ 
ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰ, ɬɨ ɩɨɦɟɳɚɸɬ ɧɚɛɨɪ ɧɚ ɩɪɢɛɨɪ ɢ ɨɫɬɚɜɥɹɸɬ ɞɨ ɢɫɱɟɡɧɨɜɟɧɢɹ ɩɟɧɵ. ɇɚɛɨɪ 
ɝɨɬɨɜ ɤ ɭɩɨɬɪɟɛɥɟɧɢɸ, ɟɫɥɢ ɩɟɧɚ ɢɫɱɟɡɥɚ, ɢ ɧɚɛɨɪ ɧɚɯɨɞɢɬɫɹ ɧɚ ɩɚɧɟɥɢ ɩɪɢɛɨɪɚ ɢ 
ɩɟɪɟɦɟɲɚɧ.  

6.3. Пɨɦɟɳɟɧɢɟ ɧɚɛɨɪɚ ɜ ɨɛɥɚɫɬɶ ɪɟɚɝɟɧɬɨɜ 
Аɧɚɥɢɡɚɬɨɪ LIAISON®  
• ɉɟɪɟɞ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɩɨɦɟɳɚɸɬ ɧɚɛɨɪ ɜ ɨɛɥɚɫɬɶ ɞɥɹ ɪɟɚɝɟɧɬɨɜ ɚɧɚɥɢɡɚɬɨɪɚ ɫ ɷɬɢɤɟɬɤɨɣ 
ɫɨ ɲɬɪɢɯɨɜɵɦ ɤɨɞɨɦ, ɧɚɩɪɚɜɥɟɧɧɨɣ ɧɚɥɟɜɨ, ɢ ɨɫɬɚɜɥɹɸɬ ɟɝɨ ɧɚ 30 ɦɢɧɭɬ. Аɧɚɥɢɡɚɬɨɪ 
ɚɜɬɨɦɚɬɢɱɟɫɤɢ ɩɪɨɢɡɜɨɞɢɬ ɩɟɪɟɦɟɲɢɜɚɧɢɟ ɢ ɩɨɥɧɨɫɬɶɸ ɪɟɫɭɫɩɟɧɞɢɪɭɟɬ ɦɚɝɧɢɬɧɵɟ ɱɚɫɬɢɰɵ. 
• ɋɥɟɞɭɸɬ ɪɭɤɨɜɨɞɫɬɜɭ ɩɨ ɷɤɫɩɥɭɚɬɚɰɢɢ ɚɧɚɥɢɡɚɬɨɪɚ ɞɥɹ ɜɧɟɫɟɧɢɹ ɨɛɪɚɡɰɨɜ ɢ ɧɚɱɢɧɚɸɬ 
ɩɪɨɝɨɧ. 

Аɧɚɥɢɡɚɬɨɪ LIAISON® XL 
• Аɧɚɥɢɡɚɬɨɪ LIAISON® XL ɨɛɨɪɭɞɨɜɚɧ ɜɫɬɪɨɟɧɧɵɦ ɩɨɥɭɩɪɨɜɨɞɧɢɤɨɜɵɦ ɦɚɝɧɢɬɧɵɦ 
ɭɫɬɪɨɣɫɬɜɨɦ, ɤɨɬɨɪɨɟ ɫɩɨɫɨɛɫɬɜɭɟɬ ɩɨɥɭɱɟɧɢɸ ɞɢɫɩɟɪɫɢɢ ɦɢɤɪɨɱɚɫɬɢɰ ɞɨ ɪɚɡɦɟɳɟɧɢɹ 
ɧɚɛɨɪɚ ɪɟɚɝɟɧɬɨɜ ɜ ɨɛɥɚɫɬɶ ɞɥɹ ɪɟɚɝɟɧɬɨɜ ɚɧɚɥɢɡɚɬɨɪɚ. Дɥɹ ɩɨɥɭɱɟɧɢɹ ɞɟɬɚɥɶɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɨɛɪɚɬɢɬɟɫɶ ɤ ɪɭɤɨɜɨɞɫɬɜɭ ɩɨ ɷɤɫɩɥɭɚɬɚɰɢɢ ɚɧɚɥɢɡɚɬɨɪɚ. 
a. Вɫɬɚɜɥɹɸɬ ɧɚɛɨɪ ɪɟɚɝɟɧɬɨɜ ɜ ɧɭɠɧɭɸ ɳɟɥɶ. 
b.  Дɚɸɬ ɧɚɛɨɪɭ ɪɟɚɝɟɧɬɨɜ ɨɫɬɚɜɚɬɶɫɹ ɜ ɩɨɥɭɩɪɨɜɨɞɧɢɤɨɜɨɦ ɦɚɝɧɢɬɧɨɦ ɭɫɬɪɨɣɫɬɜɟ ɜ ɬɟɱɟɧɢɟ 
ɧɟ ɦɟɧɟɟ 30 ɫɟɤɭɧɞ (ɜɩɥɨɬɶ ɞɨ ɧɟɫɤɨɥɶɤɢɯ ɦɢɧɭɬ). ɉɪɢ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɩɨɜɬɨɪɹɸɬ. 
• ɉɟɪɟɞ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɩɨɦɟɳɚɸɬ ɧɚɛɨɪ ɜ ɨɛɥɚɫɬɶ ɪɟɚɝɟɧɬɨɜ ɚɧɚɥɢɡɚɬɨɪɚ ɫ ɷɬɢɤɟɬɤɨɣ ɫɨ 
ɲɬɪɢɯɨɜɵɦ ɤɨɞɨɦ, ɧɚɩɪɚɜɥɟɧɧɨɣ ɧɚɥɟɜɨ, ɢ ɨɫɬɚɜɥɹɸɬ ɟɝɨ ɧɚ 15 ɦɢɧɭɬ. Аɧɚɥɢɡɚɬɨɪ 
ɚɜɬɨɦɚɬɢɱɟɫɤɢ ɩɪɨɢɡɜɨɞɢɬ ɩɟɪɟɦɟɲɢɜɚɧɢɟ ɢ ɩɨɥɧɨɫɬɶɸ ɪɟɫɭɫɩɟɧɞɢɪɭɟɬ ɦɚɝɧɢɬɧɵɟ ɱɚɫɬɢɰɵ. 
• ɋɥɟɞɭɸɬ ɪɭɤɨɜɨɞɫɬɜɭ ɩɨ ɷɤɫɩɥɭɚɬɚɰɢɢ ɚɧɚɥɢɡɚɬɨɪɚ ɞɥɹ ɜɧɟɫɟɧɢɹ ɨɛɪɚɡɰɨɜ ɢ ɧɚɱɢɧɚɸɬ 
ɩɪɨɝɨɧ. 
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7. ХРАНЕНИЕ И СТАБИЛɖНОСТɖ РЕАГЕНТОВ НАБОРА 
ɉɨɫɥɟ ɩɨɥɭɱɟɧɢɹ ɧɚɛɨɪ ɪɟɚɝɟɧɬɨɜ ɞɨɥɠɟɧ ɯɪɚɧɢɬɶɫɹ ɜ ɜɟɪɬɢɤɚɥɶɧɨɦ ɩɨɥɨɠɟɧɢɢ ɞɥɹ 
ɨɛɥɟɝɱɟɧɢɹ ɩɨɜɬɨɪɧɨɝɨ ɪɟɫɭɫɩɟɧɞɢɪɨɜɚɧɢɹ ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰ. Ʉɨɝɞɚ ɧɚɛɨɪ ɪɟɚɝɟɧɬɨɜ 
ɯɪɚɧɢɬɫɹ ɜ ɧɟɪɚɫɩɟɱɚɬɚɧɧɨɦ ɜɢɞɟ, ɪɟɚɝɟɧɬɵ ɫɬɚɛɢɥɶɧɵ ɩɪɢ ɬɟɦɩɟɪɚɬɭɪɟ 2-8° ɋ ɞɨ ɢɫɬɟɱɟɧɢɹ 
ɫɪɨɤɚ ɝɨɞɧɨɫɬɢ. ɇɟ ɡɚɦɨɪɚɠɢɜɚɬɶ. ɇɚɛɨɪ ɪɟɚɝɟɧɬɨɜ ɧɟ ɞɨɥɠɟɧ ɢɫɩɨɥɶɡɨɜɚɬɶɫɹ ɩɨɫɥɟ 
ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ ɝɨɞɧɨɫɬɢ, ɭɤɚɡɚɧɧɨɣ ɧɚ ɧɚɛɨɪɟ ɢ ɧɚ ɷɬɢɤɟɬɤɚɯ ɧɚɛɨɪɚ ɪɟɚɝɟɧɬɨɜ. ɉɨɫɥɟ 
ɜɫɤɪɵɬɢɹ ɧɚɛɨɪ ɪɟɚɝɟɧɬɨɜ ɦɨɠɟɬ ɛɵɬɶ  ɜɨɡɜɪɚɳɟɧ ɜ ɤɨɪɨɛɤɭ ɧɚɛɨɪɚ ɢ ɯɪɚɧɢɬɶɫɹ ɜ 
ɜɟɪɬɢɤɚɥɶɧɨɦ ɩɨɥɨɠɟɧɢɢ ɩɪɢ 2-8° C ɢɥɢ ɯɪɚɧɢɬɶɫɹ ɧɚ ɚɧɚɥɢɡɚɬɨɪɟ. ɉɪɢ ɩɪɚɜɢɥɶɧɨɦ 
ɯɪɚɧɟɧɢɢ ɧɚɛɨɪ ɪɟɚɝɟɧɬɨɜ ɜ ɨɬɤɪɵɬɨɦ ɜɢɞɟ ɫɬɚɛɢɥɟɧ ɜ ɬɟɱɟɧɢɟ  8 ɧɟɞɟɥɶ. Ɉɛɪɚɬɢɬɟɫɶ ɤ 
ɪɚɡɞɟɥɭ 11 ɡɚ ɢɧɮɨɪɦɚɰɢɟɣ ɨɛ ɢɧɬɟɪɜɚɥɚɯ ɤɚɥɢɛɪɨɜɚɧɢɹ. 

 

8. ОТБОР И ХРАНЕНИЕ ОБРАЗЦОВ 
Ɉɬɛɟɪɢɬɟ ɨɛɪɚɡɰɵ ɤɚɥɚ ɜ ɱɢɫɬɵɣ ɜɨɡɞɭɯɨɧɟɩɪɨɧɢɰɚɟɦɵɣ ɤɨɧɬɟɣɧɟɪ ɛɟɡ ɤɨɧɫɟɪɜɚɧɬɚ. 
Ɉɛɪɚɡɰɵ ɞɨɥɠɧɵ ɯɪɚɧɢɬɶɫɹ ɩɪɢ ɬɟɦɩɟɪɚɬɭɪɟ 2-8° C ɢ ɬɟɫɬɢɪɨɜɚɬɶɫɹ ɤɚɤ ɦɨɠɧɨ ɫɤɨɪɟɟ ɩɨɫɥɟ 
ɩɨɥɭɱɟɧɢɹ, ɨɞɧɚɤɨ ɞɨɩɭɫɤɚɟɬɫɹ ɯɪɚɧɟɧɢɟ ɩɪɢ 2-8° C ɜɩɥɨɬɶ ɞɨ 48 ɱɚɫɨɜ. Еɫɥɢ ɨɛɪɚɡɰɵ ɧɟ 
ɛɭɞɭɬ ɩɪɨɜɟɪɟɧɵ ɞɨ 48 ɱɚɫɨɜ, ɬɨ ɫɪɚɡɭ ɩɨɫɥɟ ɨɬɛɨɪɚ ɨɧɢ ɞɨɥɠɧɵ ɯɪɚɧɢɬɶɫɹ ɜ ɡɚɦɨɪɨɠɟɧɧɨɦ 
ɜɢɞɟ ɩɪɢ ɬɟɦɩɟɪɚɬɭɪɟ -20 ° C ɢɥɢ ɧɢɠɟ. ɉɟɪɟɞ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɞɚɸɬ ɨɛɪɚɡɰɚɦ ɤɚɥɚ 
ɧɚɝɪɟɬɶɫɹ ɞɨ ɤɨɦɧɚɬɧɨɣ ɬɟɦɩɟɪɚɬɭɪɵ ɢ ɬɳɚɬɟɥɶɧɨ ɩɟɪɟɦɟɲɢɜɚɸɬ. ɇɟɨɛɯɨɞɢɦɨ ɢɡɛɟɝɚɬɶ 
ɩɨɜɬɨɪɧɵɯ ɰɢɤɥɨɜ ɡɚɦɨɪɚɠɢɜɚɧɢɹ/ɨɬɬɚɢɜɚɧɢɹ. 
 

9. ХРАНЕНИЕ ɗКСТРАКТА ОБРАЗЦА 
ɗɤɫɬɪɚɤɬɵ ɨɛɪɚɡɰɨɜ ɤɚɥɚ ɞɨ ɬɟɫɬɢɪɨɜɚɧɢɹ ɫɬɚɛɢɥɶɧɵ ɜ ɬɟɱɟɧɢɟ 8 ɱɚɫɨɜ ɩɪɢ ɤɨɦɧɚɬɧɨɣ 
ɬɟɦɩɟɪɚɬɭɪɟ (18 -- 25 ° C), 72 ɱɚɫɚ ɩɪɢ 2-8 ° C ɢɥɢ 12 ɧɟɞɟɥɶ ɩɪɢ -20 ° C. Ɂɚɦɨɪɨɠɟɧɧɵɟ 
ɷɤɫɬɪɚɤɬɵ ɤɚɥɚ ɫɬɚɛɢɥɶɧɵ ɜ ɬɟɱɟɧɢɟ ɞɜɭɯ ɰɢɤɥɨɜ ɡɚɦɨɪɚɠɢɜɚɧɢɹ-ɨɬɬɚɢɜɚɧɢɹ. ɉɟɪɟɞ 
ɞɥɢɬɟɥɶɧɵɦ ɯɪɚɧɟɧɢɟɦ ɜ ɯɨɥɨɞɢɥɶɧɢɤɟ ɢɥɢ ɦɨɪɨɡɢɥɶɧɨɣ ɤɚɦɟɪɟ ɢɥɢ ɜɨ ɜɪɟɦɹ 
ɬɪɚɧɫɩɨɪɬɢɪɨɜɤɢ ɧɟɨɛɯɨɞɢɦɨ ɭɞɚɥɢɬɶ ɢɡ ɷɤɫɬɪɚɤɬɚ ɜɢɞɢɦɵɣ ɦɭɫɨɪ, ɤɨɬɨɪɵɣ ɦɨɠɟɬ 
ɩɪɢɫɭɬɫɬɜɨɜɚɬɶ ɧɚ ɞɧɟ ɤɨɧɢɱɟɫɤɨɣ ɩɪɨɛɢɪɤɢ. ɉɟɪɟɧɟɫɢɬɟ ɷɤɫɬɪɚɤɬ ɜ ɞɪɭɝɭɸ ɩɪɨɛɢɪɤɭ, ɧɟ 
ɫɦɟɲɢɜɚɣɬɟ ɫ ɷɤɫɬɪɚɤɬɨɦ ɜɢɞɢɦɵɣ ɦɭɫɨɪ ɧɚ ɞɧɟ ɤɨɧɢɱɟɫɤɨɣ ɩɪɨɛɢɪɤɢ. 
 

10. КАЛИБРАТОРɕ УРОВНə 1 И 2 
Ʉɚɥɢɛɪɚɬɨɪɵ ɧɚɛɨɪɚ LIAISON ® Аɞɟɧɨɜɢɪɭɫ  ɩɨɫɬɚɜɥɹɸɬɫɹ ɜ ɥɢɨɮɢɥɢɡɢɪɨɜɚɧɧɨɦ ɜɢɞɟ. 
Вɨɫɫɬɚɧɚɜɥɢɜɚɸɬ ɤɚɠɞɵɣ ɮɥɚɤɨɧ ɫ ɩɨɦɨɳɶɸ 1,0 ɦɥ ɞɢɫɬɢɥɥɢɪɨɜɚɧɧɨɣ ɢɥɢ 
ɞɟɢɨɧɢɡɢɪɨɜɚɧɧɨɣ ɜɨɞɵ. Ɉɫɬɚɜɥɹɸɬ ɩɪɨɛɢɪɤɢ ɧɚ 5 ɦɢɧɭɬ ɩɪɢ ɤɨɦɧɚɬɧɨɣ ɬɟɦɩɟɪɚɬɭɪɟ ɞɥɹ 
ɪɚɫɬɜɨɪɟɧɢɹ. Ɍɳɚɬɟɥɶɧɨ ɩɟɪɟɦɟɲɢɜɚɸɬ ɜ ɬɟɱɟɧɢɟ ɦɢɧɢɦɭɦ 10 ɦɢɧɭɬ ɩɭɬɟɦ ɨɫɬɨɪɨɠɧɨɝɨ 
ɩɟɪɟɜɨɪɚɱɢɜɚɧɢɹ, ɱɬɨɛɵ ɨɛɟɫɩɟɱɢɬɶ ɩɨɥɧɨɟ ɜɨɫɫɬɚɧɨɜɥɟɧɢɟ. ɉɟɪɟɧɨɫɹɬ ɦɢɧɢɦɭɦ 600 Pɥ 
(ɬɪɨɣɧɨɟ ɤɚɥɢɛɪɨɜɚɧɢɟ) ɜ ɫɬɟɤɥɹɧɧɭɸ ɢɥɢ ɩɥɚɫɬɢɤɨɜɭɸ ɩɪɨɛɢɪɤɭ. ɉɪɢɤɪɟɩɥɹɸɬ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɭɸ ɷɬɢɤɟɬɤɭ ɫɨ ɲɬɪɢɯ-ɤɨɞɨɦ ɤ ɩɪɨɛɢɪɤɟ, ɩɨɦɟɳɚɸɬ ɜ ɲɬɚɬɢɜ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɝɨ ɪɚɡɦɟɪɚ ɢ ɡɚɝɪɭɠɚɸɬ ɜ ɚɧɚɥɢɡɚɬɨɪ. ɉɪɨɜɨɞɹɬ ɤɚɥɢɛɪɨɜɚɧɢɟ ɚɧɚɥɢɡɚ, ɤɚɤ 
ɨɩɢɫɚɧɨ ɜ ɪɭɤɨɜɨɞɫɬɜɟ ɩɨ ɷɤɫɩɥɭɚɬɚɰɢɢ. Бɵɥɨ ɩɨɤɚɡɚɧɨ, ɱɬɨ ɤɚɥɢɛɪɚɬɨɪɵ  ɞɥɹ ɧɚɛɨɪɚ 
LIAISON® Аɞɟɧɨɜɢɪɭɫ  ɫɬɚɛɢɥɶɧɵ ɜ ɬɟɱɟɧɢɟ 6 ɱɚɫɨɜ ɩɪɢ ɯɪɚɧɟɧɢɢ ɩɪɢ ɤɨɦɧɚɬɧɨɣ 
ɬɟɦɩɟɪɚɬɭɪɟ (18 -- 25 ° C). 
ɇɨɦɟɪ ɫɟɪɢɢ ɧɚɛɨɪɚ  ɤɚɥɢɛɪɚɬɨɪɨɜ ɢ ɪɟɚɝɟɧɬɨɜ ɹɜɥɹɟɬɫɹ ɫɩɟɰɢɮɢɱɟɫɤɢɦ ɞɥɹ ɫɟɪɢɢ. ɇɟ 
ɢɫɩɨɥɶɡɭɣɬɟ ɜ ɨɞɧɨɦ ɢ ɬɨɦ ɠɟ ɚɧɚɥɢɡɟ ɤɚɥɢɛɪɚɬɨɪɵ, ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɟ ɞɪɭɝɨɣ ɫɟɪɢɢ 
ɪɟɚɝɟɧɬɨɜ. 

Аɧɚɥɢɡɚɬɨɪ LIAISON®: 
ɉɟɪɟɧɨɫɹɬ ɩɪɨɛɢɪɤɭ ɜ ɲɬɚɬɢɜ «A» ɚɧɚɥɢɡɚɬɨɪɚ LIAISON® ɫɨ ɲɬɪɢɯ-ɤɨɞɨɦ, ɜɢɞɧɵɦ 
ɫɧɚɪɭɠɢ, ɢ ɜɫɬɚɜɥɹɸɬ ɲɬɚɬɢɜ ɜ ɨɛɥɚɫɬɶ ɨɛɪɚɡɰɚ ɚɧɚɥɢɡɚɬɨɪɚ LIAISON®. 
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Аɧɚɥɢɡɚɬɨɪ LIAISON® XL: 
ɉɟɪɟɧɨɫɹɬ ɩɪɨɛɢɪɤɭ ɜ ɲɬɚɬɢɜ «A» ɚɧɚɥɢɡɚɬɨɪɚ LIAISON® XL ɫɨ ɲɬɪɢɯ-ɤɨɞɨɦ, ɜɢɞɧɵɦ 
ɫɧɚɪɭɠɢ, ɢ ɜɫɬɚɜɥɹɸɬ ɲɬɚɬɢɜ ɜ ɨɛɥɚɫɬɶ ɨɛɪɚɡɰɚ ɚɧɚɥɢɡɚɬɨɪɚ LIAISON® XL. 
 

11. КАЛИБРОВАНИЕ 
Ɉɬɞɟɥɶɧɵɟ ɪɟɚɝɟɧɬɵ ɧɚɛɨɪɚ ɞɥɹ ɨɩɪɟɞɟɥɟɧɢɹ ɚɞɟɧɨɜɢɪɭɫɚ LIAISON® ɫɨɞɟɪɠɚɬ ɤɨɧɤɪɟɬɧɭɸ 
ɢɧɮɨɪɦɚɰɢɸ ɞɥɹ ɤɚɥɢɛɪɨɜɚɧɢɹ ɤɨɧɤɪɟɬɧɨɣ ɫɟɪɢɢ ɪɟɚɝɟɧɬɨɜ ɧɚɛɨɪɚ. Ɉɛɧɨɜɥɟɧɢɟ 
ɤɚɥɢɛɪɨɜɚɧɢɹ ɬɪɟɛɭɟɬɫɹ: 

• ɋ ɤɚɠɞɨɣ ɧɨɜɨɣ ɫɟɪɢɟɣ ɪɟɚɝɟɧɬɨɜ (ɧɚɛɨɪɚ ɪɟɚɝɟɧɬɨɜ ɢɥɢ ɧɚɛɨɪɚ ɫɬɚɪɬɟɪɨɜ). 

• Ʉɚɠɞɵɟ 28 ɞɧɟɣ, ɟɫɥɢ ɯɪɚɧɟɧɢɟ ɩɪɨɜɨɞɹɬ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɢɧɫɬɪɭɤɰɢɹɦɢ ɜ ɪɚɡɞɟɥɟ 7. 

• ɉɨɫɥɟ ɤɚɠɞɨɝɨ ɫɟɪɜɢɫɧɨɝɨ ɨɛɫɥɭɠɢɜɚɧɢɹ ɚɧɚɥɢɡɚɬɨɪɚ. 

• Еɫɥɢ ɪɟɡɭɥɶɬɚɬɵ ɤɨɧɬɪɨɥɹ ɤɚɱɟɫɬɜɚ ɜɵɯɨɞɹɬ ɡɚ ɞɨɩɭɫɬɢɦɵɟ ɩɪɟɞɟɥɵ. 

 

12. ПОДГОТОВКА ОБРАЗЦОВ 
Иɫɩɨɥɶɡɨɜɚɧɢɟ ɭɫɬɪɨɣɫɬɜɚ ɞɥɹ ɢɡɜɥɟɱɟɧɢɹ ɤɚɥɚ DiaSorin LIAISON®: 
1. Дɨɛɚɜɥɹɸɬ 1,0 ɦɥ ɪɚɡɛɚɜɢɬɟɥɹ ɞɥɹ ɨɛɪɚɡɰɨɜ LIAISON® Ɋɨɬɚ/Аɞɟɧɨ ɜ ɩɪɨɛɢɪɤɭ ɞɥɹ 
ɫɦɟɲɢɜɚɧɢɹ LIAISON® ɞɥɹ ɷɤɫɬɪɚɤɰɢɢ ɤɚɥɚ. 
2. ɉɨɞɝɨɬɨɜɤɚ ɤɚɥɚ: ɩɟɪɟɞ ɨɬɛɨɪɨɦ ɨɛɪɚɡɰɚ ɧɚɫɤɨɥɶɤɨ ɜɨɡɦɨɠɧɨ ɬɳɚɬɟɥɶɧɨ ɩɟɪɟɦɟɲɢɜɚɸɬ 
ɤɚɥ. 
а. Жидкий или полɭɬвердɵй кал: ɫ ɩɨɦɨɳɶɸ ɨɞɧɨɪɚɡɨɜɨɝɨ ɞɨɡɚɬɨɪɚ ɞɥɹ ɠɢɞɤɨɝɨ ɤɚɥɚ 
ɨɬɦɟɪɹɸɬ 20 Pɥ ɤɚɥɚ ɞɨ ɩɟɪɜɨɣ ɨɬɦɟɬɤɢ ɞɨɡɚɬɨɪɚ, ɤɚɤ ɩɨɤɚɡɚɧɨ ɧɚ ɪɢɫɭɧɤɟ ɧɢɠɟ, ɢ ɩɟɪɟɧɨɫɹɬ 
ɷɬɨɬ ɨɛɴɟɦ ɤɚɥɚ ɜ ɩɪɨɛɢɪɤɭ ɞɥɹ ɫɦɟɲɢɜɚɧɢɹ LIAISON® ɜ ɭɫɬɪɨɣɫɬɜɟ ɞɥɹ ɷɤɫɬɪɚɤɰɢɢ ɤɚɥɚ, 
ɫɨɞɟɪɠɚɳɭɸ ɪɚɡɛɚɜɢɬɟɥɶ ɞɥɹ ɨɛɪɚɡɰɚ. ɉɪɢ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɩɪɨɦɵɜɚɸɬ ɞɨɡɚɬɨɪ ɫɦɟɫɶɸ 
ɫɭɫɩɟɧɡɢɢ ɤɚɥɚ, ɱɬɨɛɵ ɭɛɟɞɢɬɶɫɹ, ɱɬɨ ɢɡ ɞɨɡɚɬɨɪɚ ɞɥɹ ɠɢɞɤɨɝɨ ɤɚɥɚ ɩɟɪɟɧɟɫɟɧɨ ɤɚɤ ɦɨɠɧɨ 
ɛɨɥɶɲɟ ɨɛɪɚɡɰɚ. 
 

 
c. Твердɵй кал: ɂɫɩɨɥɶɡɭɹ ɩɟɬɥɸ ɞɥɹ ɢɧɨɤɭɥɹɰɢɢ, ɞɨɛɚɜɥɹɸɬ ɨɛɪɚɡɟɰ ɤɚɥɚ ɞɢɚɦɟɬɪɨɦ ɫ 
ɝɨɥɨɜɤɭ ɩɟɬɥɢ, ɤɚɤ ɩɨɤɚɡɚɧɨ ɧɚ ɪɢɫɭɧɤɚɯ ɧɢɠɟ, ɜ ɩɪɨɛɢɪɤɭ ɞɥɹ ɫɦɟɲɢɜɚɧɢɹ, ɫɨɞɟɪɠɚɳɭɸ 
ɪɚɡɛɚɜɢɬɟɥɶ ɨɛɪɚɡɰɚ LIAISON® Ɋɨɬɚ/Аɞɟɧɨ. Ɍɜɟɪɞɵɣ ɤɚɥ ɧɚ ɩɟɬɥɟ ɫɥɟɞɭɟɬ ɯɨɪɨɲɨ ɫɦɟɲɚɬɶ 
ɫ ɪɚɡɛɚɜɢɬɟɥɟɦ ɞɥɹ ɨɛɪɚɡɰɚ, ɱɬɨɛɵ ɬɜɟɪɞɵɣ ɨɫɚɞɨɤ ɛɵɥ ɫɦɵɬ ɫ ɩɟɬɥɢ ɜ ɪɚɡɛɚɜɢɬɟɥɶ ɞɥɹ 
ɨɛɪɚɡɰɚ. 

Вɢɞ ɫɜɟɪɯɭ ɛɟɡ ɤɚɥɚ 

 
Вɢɞ ɫɛɨɤɭ ɫ ɤɚɥɨɦ 

 
 

3. ɇɚɞɟɠɧɨ ɩɪɢɤɪɭɱɢɜɚɸɬ ɤɨɧɢɱɟɫɤɢɣ ɫɢɧɢɣ ɮɢɥɶɬɪ ɧɚ ɩɪɨɛɢɪɤɭ ɞɥɹ ɫɦɟɲɢɜɚɧɢɹ. 
4. ɗɧɟɪɝɢɱɧɨ ɜɫɬɪɹɯɢɜɚɸɬ ɜ ɬɟɱɟɧɢɟ 20 ɫɟɤɭɧɞ, ɱɬɨɛɵ ɬɳɚɬɟɥɶɧɨ ɩɟɪɟɦɟɲɚɬɶ ɤɚɥ. 
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5. ɐɟɧɬɪɢɮɭɝɢɪɭɸɬ ɩɪɨɛɢɪɤɭ ɜ ɰɟɧɬɪɢɮɭɝɟ ɫ ɤɚɱɚɸɳɢɦɫɹ ɤɪɨɧɲɬɟɣɧɨɦ ɫɨ ɫɤɨɪɨɫɬɶɸ t 
2000 ɯ g* ɜ ɬɟɱɟɧɢɟ 5 ɦɢɧɭɬ ɩɪɢ ɬɟɦɩɟɪɚɬɭɪɟ ɨɤɪɭɠɚɸɳɟɣ ɫɪɟɞɵ ɫ ɤɨɧɢɱɟɫɤɢɦ ɤɨɧɰɨɦ 
ɩɪɨɛɢɪɤɢ, ɧɚɩɪɚɜɥɟɧɧɵɦ ВНИЗ. 
6. Ɉɬɤɪɭɱɢɜɚɸɬ ɩɪɨɛɢɪɤɭ ɞɥɹ ɩɟɪɟɦɟɲɢɜɚɧɢɹ ɢ ɭɫɬɪɨɣɫɬɜɨ ɫɢɧɟɝɨ ɮɢɥɶɬɪɚ ɢ ɜɵɛɪɚɫɵɜɚɸɬ ɜ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɭɸ ɟɦɤɨɫɬɶ ɞɥɹ ɛɢɨɥɨɝɢɱɟɫɤɢ ɨɩɚɫɧɵɯ ɨɬɯɨɞɨɜ. 
ɂɫɫɥɟɞɭɸɬ ɠɢɞɤɭɸ ɧɚɞɨɫɚɞɨɱɧɭɸ ɠɢɞɤɨɫɬɶ ɜ ɤɨɧɢɱɟɫɤɨɣ ɩɪɨɛɢɪɤɟ, ɧɚɞɨɫɚɞɨɱɧɚɹ ɠɢɞɤɨɫɬɶ 
ɤɚɥɚ ɦɨɠɟɬ ɛɵɬɶ ɦɭɬɧɨɣ, ɧɨ ɧɟ ɞɨɥɠɧɨ ɩɪɢɫɭɬɫɬɜɨɜɚɬɶ ɧɢɤɚɤɢɯ ɜɢɞɢɦɵɯ ɡɚɝɪɹɡɧɟɧɢɣ ɢɥɢ 
ɩɭɡɵɪɶɤɨɜ. 
7. ɉɨɦɟɳɚɸɬ ɤɨɧɢɱɟɫɤɭɸ ɩɪɨɛɢɪɤɭ ɜ ɲɬɚɬɢɜ ɞɥɹ ɚɧɚɥɢɡɚɬɨɪɚ LIAISON® ɬɢɩɚ «S» ɢɥɢ ɜ 
ɲɬɚɬɢɜ ɞɥɹ ɚɧɚɥɢɡɚɬɨɪɚ LIAISON® XL ɬɢɩɚ «H» ɫ ɚɞɚɩɬɟɪɨɦ. Ɂɚɝɪɭɠɚɸɬ ɲɬɚɬɢɜ ɜ 
ɚɧɚɥɢɡɚɬɨɪ ɞɥɹ ɩɪɨɜɟɞɟɧɢɹ ɬɟɫɬɢɪɨɜɚɧɢɹ. 
8. Ɉɱɢɳɚɸɬ ɪɚɛɨɱɭɸ ɡɨɧɭ 10% ɪɚɫɬɜɨɪɨɦ ɨɬɛɟɥɢɜɚɬɟɥɹ (0,5% ɝɢɩɨɯɥɨɪɢɬɚ ɧɚɬɪɢɹ). 
ɋɯɟɦɵ, ɢɥɥɸɫɬɪɢɪɭɸɳɢɟ ɩɪɨɰɟɞɭɪɭ ɩɪɢɝɨɬɨɜɥɟɧɢɹ ɤɚɥɚ ɫ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɭɫɬɪɨɣɫɬɜɚ ɞɥɹ 
ɢɡɜɥɟɱɟɧɢɹ ɤɚɥɚ DiaSorin LIAISON®, ɩɪɢɜɟɞɟɧɵ ɜ ɤɨɧɰɟ ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɩɪɢɦɟɧɟɧɢɸ. 
 

13. ПРОЦЕДУРА АНАЛИЗА 
Дɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɧɚɞɥɟɠɚɳɟɝɨ ɜɵɩɨɥɧɟɧɢɹ ɬɟɫɬɚ ɫɬɪɨɝɨ ɫɨɛɥɸɞɚɣɬɟ ɢɧɫɬɪɭɤɰɢɸ ɩɨ 
ɷɤɫɩɥɭɚɬɚɰɢɢ ɚɧɚɥɢɡɚɬɨɪɚ. 
Аɧɚɥɢɡɚɬɨɪɵ LIAISON®. Ʉɚɠɞɵɣ ɢɫɩɵɬɭɟɦɵɣ ɩɚɪɚɦɟɬɪ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧ ɧɚ ɲɬɪɢɯ-
ɤɨɞɚɯ ɧɚ ɷɬɢɤɟɬɤɟ ɧɚɛɨɪɚ ɪɟɚɝɟɧɬɨɜ. В ɫɥɭɱɚɟ, ɟɫɥɢ ɚɧɚɥɢɡɚɬɨɪ ɧɟ ɦɨɠɟɬ ɩɪɨɱɢɬɚɬɶ ɷɬɢɤɟɬɤɭ 
ɫɨ ɲɬɪɢɯ-ɤɨɞɨɦ, ɧɚɛɨɪ ɧɟɥɶɡɹ ɢɫɩɨɥɶɡɨɜɚɬɶ. ɇɟ ɜɵɛɪɚɫɵɜɚɣɬɟ ɧɚɛɨɪ ɫ ɪɟɚɝɟɧɬɚɦɢ; 
ɨɛɪɚɬɢɬɟɫɶ ɜ ɦɟɫɬɧɭɸ ɬɟɯɧɢɱɟɫɤɭɸ ɩɨɞɞɟɪɠɤɭ DiaSorin ɡɚ ɩɨɥɭɱɟɧɢɟɦ ɢɧɫɬɪɭɤɰɢɣ.  

Аɧɚɥɢɡɚɬɨɪɵ LIAISON® XL. Ʉɚɠɞɵɣ ɢɫɩɵɬɭɟɦɵɣ ɩɚɪɚɦɟɬɪ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧ ɫɨɝɥɚɫɧɨ 
ɢɧɮɨɪɦɚɰɢɢ, ɡɚɲɢɮɪɨɜɚɧɧɨɣ ɧɚ ɷɬɢɤɟɬɤɟ ɢɞɟɧɬɢɮɢɤɚɬɨɪɚ ɪɚɞɢɨɱɚɫɬɨɬɧɨɝɨ ɪɟɬɪɚɧɫɥɹɬɨɪɚ 
(ɷɬɢɤɟɬɤɚ RFID). В ɫɥɭɱɚɟ, ɟɫɥɢ RFID ɷɬɢɤɟɬɤɚ ɧɟ ɦɨɠɟɬ ɛɵɬɶ ɩɪɨɱɢɬɚɧɚ, ɧɚɛɨɪ ɧɟɥɶɡɹ 
ɢɫɩɨɥɶɡɨɜɚɬɶ. ɇɟ ɜɵɛɪɚɫɵɜɚɣɬɟ ɧɚɛɨɪ ɫ ɪɟɚɝɟɧɬɚɦɢ; ɨɛɪɚɬɢɬɟɫɶ ɜ ɦɟɫɬɧɭɸ ɬɟɯɧɢɱɟɫɤɭɸ 
ɩɨɞɞɟɪɠɤɭ DiaSorin ɡɚ ɩɨɥɭɱɟɧɢɟɦ ɢɧɫɬɪɭɤɰɢɣ.  

 Ɉɩɟɪɚɰɢɢ, ɜɵɩɨɥɧɹɟɦɵɟ ɚɧɚɥɢɡɚɬɨɪɨɦ, ɫɥɟɞɭɸɳɢɟ: 
1. Вɧɨɫɢɬɶ ɤɚɥɢɛɪɚɬɨɪɵ, ɤɨɧɬɪɨɥɢ ɢɥɢ ɨɛɪɚɡɰɵ ɜ ɪɟɚɤɰɢɨɧɧɵɣ ɦɨɞɭɥɶ. 
2. Вɧɨɫɢɬɶ ɤɨɧɴɸɝɚɬ ɜ ɪɟɚɤɰɢɨɧɧɵɣ ɦɨɞɭɥɶ. 
3. ɂɧɤɭɛɢɪɨɜɚɬɶ. 
4. Вɧɨɫɢɬɶ ɩɨɤɪɵɬɵɟ ɦɚɝɧɢɬɧɵɟ ɱɚɫɬɢɰɵ ɜ ɪɟɚɤɰɢɨɧɧɵɣ ɦɨɞɭɥɶ. 
5. ɂɧɤɭɛɢɪɨɜɚɬɶ. 
6. Ɉɬɦɵɜɚɬɶ ɠɢɞɤɨɣ ɫɢɫɬɟɦɨɣ ɨɬɦɵɜɤɢ. 
7. Дɨɛɚɜɥɹɬɶ ɫɬɚɪɬɟɪɧɵɟ ɪɟɚɝɟɧɬɵ ɢ ɢɡɦɟɪɹɬɶ ɢɡɥɭɱɚɟɦɵɣ ɫɜɟɬ. 
ɇɚ ɪɟɡɭɥɶɬɚɬɵ ɢɦɦɭɧɨɚɧɚɥɢɡɚ ɦɨɝɭɬ ɜɥɢɹɬɶ ɤɨɥɟɛɚɧɢɹ ɬɟɦɩɟɪɚɬɭɪɵ. ɉɨɥɶɡɨɜɚɬɟɥɢ ɞɨɥɠɧɵ 
ɡɧɚɬɶ ɨɛ ɢɡɦɟɧɟɧɢɹɯ ɜ ɫɜɨɟɣ ɥɚɛɨɪɚɬɨɪɧɨɣ ɫɪɟɞɟ; ɦɨɠɟɬ ɩɨɬɪɟɛɨɜɚɬɶɫɹ ɛɨɥɟɟ ɱɚɫɬɨɟ 
ɢɫɩɨɥɶɡɨɜɚɧɢɟ ɤɨɧɬɪɨɥɟɣ ɢ ɩɨɫɥɟɞɭɸɳɟɟ ɩɨɜɬɨɪɧɨɟ ɤɚɥɢɛɪɨɜɚɧɢɟ. 

*g = (1118 x 10-8) (ɪɚɞɢɭɫ ɜ ɫɦ) (ɨɛ/ɦɢɧ) 2 
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14. КОНТРОЛɖ КАЧЕСТВА 
Ʉɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ ɞɨɥɠɟɧ ɜɵɩɨɥɧɹɬɶɫɹ ɨɞɢɧ ɪɚɡ ɜ ɞɟɧɶ ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɢɥɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɪɭɤɨɜɨɞɹɳɢɦɢ ɩɪɢɧɰɢɩɚɦɢ ɢɥɢ ɬɪɟɛɨɜɚɧɢɹɦɢ ɦɟɫɬɧɵɯ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜ ɢɥɢ 
ɚɤɤɪɟɞɢɬɨɜɚɧɧɵɯ ɨɪɝɚɧɢɡɚɰɢɣ. Ɋɟɤɨɦɟɧɞɭɟɬɫɹ, ɱɬɨɛɵ ɩɨɥɶɡɨɜɚɬɟɥɶ ɨɛɪɚɳɚɥɫɹ ɤ CLSI C24-
A3 (4) ɢ 42 CFR 493.1256 (c) ɡɚ ɪɟɤɨɦɟɧɞɚɰɢɹɦɢ ɩɨ ɧɚɞɥɟɠɚɳɟɣ ɩɪɚɤɬɢɤɟ ɤɨɧɬɪɨɥɹ ɤɚɱɟɫɬɜɚ. 
ɇɚɛɨɪ ɤɨɧɬɪɨɥɟɣ LIAISON® Аɞɟɧɨɜɢɪɭɫ (| Ʉɚɬ. ʋ | 318951) ɩɪɟɞɧɚɡɧɚɱɟɧ ɞɥɹ ɦɨɧɢɬɨɪɢɧɝɚ 
ɫɟɪɶɟɡɧɨɝɨ ɨɬɤɚɡɚ ɪɚɛɨɬɵ ɪɟɚɝɟɧɬɨɜ. Дɥɹ ɤɨɧɬɪɨɥɹ ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɚɧɚɥɢɡɚ ɤɨɧɬɪɨɥɢ 
LIAISON® ɫɥɟɞɭɟɬ ɡɚɩɭɫɤɚɬɶ ɜ ɨɞɧɨɣ ɩɨɜɬɨɪɧɨɫɬɢ. Еɫɥɢ ɤɨɧɬɪɨɥɶɧɵɟ ɡɧɚɱɟɧɢɹ ɧɚɯɨɞɹɬɫɹ ɜ 
ɨɠɢɞɚɟɦɵɯ ɞɢɚɩɚɡɨɧɚɯ, ɭɤɚɡɚɧɧɵɯ ɜ ɫɟɪɬɢɮɢɤɚɬɟ ɚɧɚɥɢɡɚ, ɢɫɩɵɬɚɧɢɟ ɫɱɢɬɚɟɬɫɹ ɩɪɨɲɟɞɲɢɦ 
ɜɚɥɢɞɚɰɢɸ. Вɫɹɤɢɣ ɪɚɡ, ɤɨɝɞɚ ɤɨɧɬɪɨɥɢ ɜɵɯɨɞɹɬ ɡɚ ɩɪɟɞɟɥɵ ɨɠɢɞɚɟɦɵɯ ɞɢɚɩɚɡɨɧɨɜ, 
ɤɚɥɢɛɪɨɜɚɧɢɟ ɫɥɟɞɭɟɬ ɩɨɜɬɨɪɹɬɶ, ɚ ɤɨɧɬɪɨɥɢ ɢ ɨɛɪɚɡɰɵ ɬɟɫɬɢɪɨɜɚɬɶ ɩɨɜɬɨɪɧɨ. Ɋɟɡɭɥɶɬɚɬɵ 
ɩɚɰɢɟɧɬɚ ɦɨɝɭɬ ɛɵɬɶ ɫɨɨɛɳɟɧɵ ɬɨɥɶɤɨ ɬɨɝɞɚ, ɤɨɝɞɚ ɪɟɡɭɥɶɬɚɬɵ ɤɨɧɬɪɨɥɹ ɧɚɯɨɞɹɬɫɹ ɜ 
ɨɠɢɞɚɟɦɵɯ ɩɪɟɞɟɥɚɯ. 
ɗɮɮɟɤɬɢɜɧɨɫɬɶ ɞɪɭɝɢɯ ɤɨɧɬɪɨɥɟɣ ɩɟɪɟɞ ɢɯ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɞɨɥɠɧɚ ɨɰɟɧɢɜɚɬɶɫɹ ɧɚ 
ɫɨɜɦɟɫɬɢɦɨɫɬɶ ɫ ɞɚɧɧɵɦ ɚɧɚɥɢɡɨɦ. Дɥɹ ɜɫɟɯ ɢɫɩɨɥɶɡɭɟɦɵɯ ɦɚɬɟɪɢɚɥɨɜ ɤɨɧɬɪɨɥɹ ɤɚɱɟɫɬɜɚ 
ɞɨɥɠɧɵ ɛɵɬɶ ɭɫɬɚɧɨɜɥɟɧɵ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɟ ɞɢɚɩɚɡɨɧɵ ɡɧɚɱɟɧɢɣ. 
Дɢɚɩɚɡɨɧ ɤɨɧɰɟɧɬɪɚɰɢɣ ɤɚɠɞɨɝɨ ɤɨɧɬɪɨɥɹ ɫɨɨɛɳɟɧ ɜ ɫɟɪɬɢɮɢɤɚɬɟ ɚɧɚɥɢɡɚ ɢ ɭɤɚɡɵɜɚɟɬ 
ɩɪɟɞɟɥɵ, ɭɫɬɚɧɨɜɥɟɧɧɵɟ DiaSorin ɞɥɹ ɤɨɧɬɪɨɥɶɧɵɯ ɡɧɚɱɟɧɢɣ, ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɛɵɬɶ ɩɨɥɭɱɟɧɵ 
ɜ ɯɨɞɟ ɧɚɞɟɠɧɨɝɨ ɩɪɨɜɟɞɟɧɢɹ ɚɧɚɥɢɡɚ. 

 

15. ИНТЕРПРЕТАЦИə РЕЗУЛɖТАТОВ 
Аɧɚɥɢɡɚɬɨɪ ɚɜɬɨɦɚɬɢɱɟɫɤɢ ɪɚɫɫɱɢɬɵɜɚɟɬ ɭɪɨɜɧɢ ɚɧɬɢɝɟɧɨɜ ɚɞɟɧɨɜɢɪɭɫɚ, ɜɵɪɚɠɟɧɧɵɟ ɜ ɜɢɞɟ 
ɢɧɞɟɤɫɧɵɯ ɡɧɚɱɟɧɢɣ, ɢ ɨɰɟɧɢɜɚɟɬ ɪɟɡɭɥɶɬɚɬɵ. Дɥɹ ɩɨɥɭɱɟɧɢɹ ɞɟɬɚɥɶɧɵɯ ɢɧɫɬɪɭɤɰɢɣ 
ɨɛɪɚɬɢɬɟɫɶ ɤ ɪɭɤɨɜɨɞɫɬɜɭ ɩɨ ɷɤɫɩɥɭɚɬɚɰɢɢ ɚɧɚɥɢɡɚɬɨɪɚ. 
Ɉɬɫɟɤɚɟɦɵɟ ɡɧɚɱɟɧɢɹ ɞɥɹ ɚɧɚɥɢɡɚ ɚɞɟɧɨɜɢɪɭɫɚ LIAISON® ɛɵɥɢ ɨɩɪɟɞɟɥɟɧɵ ɧɚ ɨɫɧɨɜɟ 
ɪɟɡɭɥɶɬɚɬɨɜ ɬɟɫɬɢɪɨɜɚɧɢɹ ɨɛɪɚɡɰɨɜ, ɤɨɬɨɪɵɟ ɩɪɟɞɫɬɚɜɥɹɥɢ ɩɨɩɭɥɹɰɢɢ ɩɚɰɢɟɧɬɨɜ, 
ɨɬɪɢɰɚɬɟɥɶɧɵɟ ɢ ɩɨɥɨɠɢɬɟɥɶɧɵɟ ɜ ɨɬɧɨɲɟɧɢɢ ɚɞɟɧɨɜɢɪɭɫɚ. 
Ɉɛɪɚɡɰɵ ɬɟɫɬɢɪɨɜɚɥɢ ɩɚɪɚɥɥɟɥɶɧɨ ɫ ɩɨɦɨɳɶɸ ɢɦɟɸɳɟɝɨɫɹ ɜ ɩɪɨɞɚɠɟ ɚɧɚɥɢɡɚ ɧɚ  
ɚɞɟɧɨɜɢɪɭɫ ɢ ɚɧɚɥɢɡɚ LIAISON® Аɞɟɧɨɜɢɪɭɫ. 

Бɵɥɨ ɭɫɬɚɧɨɜɥɟɧɨ, ɱɬɨ ɩɨɪɨɝɨɜɨɟ (ɨɬɫɟɤɚɟɦɨɟ) ɡɧɚɱɟɧɢɟ, ɪɚɡɥɢɱɚɸɳɟɟ ɧɚɥɢɱɢɟ ɢ ɨɬɫɭɬɫɬɜɢɟ 
ɚɞɟɧɨɜɢɪɭɫɚ, ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ ɢɧɞɟɤɫ, ɪɚɜɧɵɣ 1,0. 

Пɪɟɞɭɩɪɟɠɞɟɧɢɟ. Еɫɥɢ ɜ ɪɟɡɭɥɶɬɚɬɟ ɨɛɪɚɛɨɬɤɢ ɨɛɪɚɡɰɚ ɨɬɨɛɪɚɠɚɟɬɫɹ 
«ɧɟɞɟɣɫɬɜɢɬɟɥɶɧɵɣ RLU» ɢ ɮɥɚɠɨɤ ɫ ɜɨɫɤɥɢɰɚɬɟɥɶɧɵɦ ɡɧɚɤɨɦ (!), ɬɨ ɩɨɥɭɱɟɧɧɵɣ 
ɪɟɡɭɥɶɬɚɬ ɧɚɯɨɞɢɬɫɹ ɧɢɠɟ ɫɢɝɧɚɥɶɧɨɝɨ ɞɢɚɩɚɡɨɧɚ ɚɧɚɥɢɡɚ. Оɛɪɚɡɟɰ ɞɨɥɠɟɧ ɛɵɬɶ 
ɩɪɨɬɟɫɬɢɪɨɜɚɧ ɩɨɜɬɨɪɧɨ. Еɫɥɢ ɨɛɪɚɡɟɰ ɩɨɫɥɟ ɩɨɜɬɨɪɧɨɝɨ ɬɟɫɬɢɪɨɜɚɧɢɹ ɜɫɟ ɟɳɟ 
ɨɬɨɛɪɚɠɚɟɬ «ɧɟɞɟɣɫɬɜɢɬɟɥɶɧɵɣ RLU», ɨɛɪɚɬɢɬɟɫɶ ɜ ɫɥɭɠɛɭ ɬɟɯɧɢɱɟɫɤɨɣ ɩɨɞɞɟɪɠɤɢ 
DiaSorin. 

Ɋɟɡɭɥɶɬɚɬɵ ɩɚɰɢɟɧɬɚ ɫɥɟɞɭɟɬ ɢɧɬɟɪɩɪɟɬɢɪɨɜɚɬɶ ɫɥɟɞɭɸɳɢɦ ɨɛɪɚɡɨɦ: 
 
ɂɧɞɟɤɫ Ɋɟɡɭɥɶɬɚɬɵ ɂɧɬɟɪɩɪɟɬɚɰɢɹ 
< 0,90 Ɉɬɪɢɰɚɬɟɥɶɧɵɣ ɍɤɚɡɵɜɚɟɬ ɧɚ ɨɬɫɭɬɫɬɜɢɟ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ (ɢɥɢ ɭɪɨɜɟɧɶ ɚɞɟɧɨɜɢɪɭɫɚ 

ɧɢɠɟ ɬɨɝɨ, ɤɨɬɨɪɵɣ ɦɨɠɟɬ ɛɵɬɶ ɨɛɧɚɪɭɠɟɧ ɚɧɚɥɢɡɨɦ) 
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t 0,90 
ɢ 
< 1,10 

ɇɟɨɩɪɟɞɟɥɟɧɧɵɣ ɇɟɨɩɪɟɞɟɥɟɧɧɵɟ ɨɛɪɚɡɰɵ ɞɨɥɠɧɵ ɛɵɬɶ ɩɨɜɬɨɪɧɨ ɩɪɨɬɟɫɬɢɪɨɜɚɧɵ ɫ 
ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɧɨɜɨɣ ɷɤɫɬɪɚɤɰɢɢ ɢɡ ɢɫɯɨɞɧɨɝɨ ɨɛɪɚɡɰɚ, ɱɬɨɛɵ ɩɨɞɬɜɟɪɞɢɬɶ 
ɩɟɪɜɨɧɚɱɚɥɶɧɵɣ ɪɟɡɭɥɶɬɚɬ. 
Ɉɛɪɚɡɰɵ, ɤɨɬɨɪɵɟ ɹɜɥɹɸɬɫɹ ɩɨɥɨɠɢɬɟɥɶɧɵɦɢ (t 1,10) ɩɨ ɜɬɨɪɨɦɭ ɬɟɫɬɭ, 
ɫɥɟɞɭɟɬ ɫɱɢɬɚɬɶ ɩɨɥɨɠɢɬɟɥɶɧɵɦɢ. 
Ɉɛɪɚɡɰɵ, ɤɨɬɨɪɵɟ ɹɜɥɹɸɬɫɹ ɨɬɪɢɰɚɬɟɥɶɧɵɦɢ (<0,90) ɩɨ ɜɬɨɪɨɦɭ ɬɟɫɬɭ 
ɫɥɟɞɭɟɬ ɫɱɢɬɚɬɶ ɨɬɪɢɰɚɬɟɥɶɧɵɦɢ. 
Дɥɹ ɨɛɪɚɡɰɨɜ, ɤɨɬɨɪɵɟ ɧɟ ɨɩɪɟɞɟɥɟɧɵ ɩɪɢ ɩɨɜɬɨɪɧɨɦ ɬɟɫɬɢɪɨɜɚɧɢɢ; 
ɧɨɜɵɣ ɨɛɪɚɡɟɰ ɞɨɥɠɟɧ ɛɵɬɶ ɨɬɨɛɪɚɧ ɢ ɩɪɨɜɟɪɟɧ. 

t 1,10 ɉɨɥɨɠɢɬɟɥɶɧɵɣ ɍɤɚɡɵɜɚɟɬ ɧɚ ɧɚɥɢɱɢɟ ɨɛɧɚɪɭɠɢɜɚɟɦɨɝɨ ɚɞɟɧɨɜɢɪɭɫɧɨɝɨ ɚɧɬɢɝɟɧɚ. 

 

16. ОГРАНИЧЕНИə ПРОЦЕДУРɕ 
1. Ɋɟɡɭɥɶɬɚɬɵ ɚɧɚɥɢɡɚ ɞɨɥɠɧɵ ɢɫɩɨɥɶɡɨɜɚɬɶɫɹ ɜ ɫɨɱɟɬɚɧɢɢ ɫ ɞɪɭɝɢɦɢ ɤɥɢɧɢɱɟɫɤɢɦɢ ɢ 
ɥɚɛɨɪɚɬɨɪɧɵɦɢ ɞɚɧɧɵɦɢ, ɱɬɨɛɵ ɩɨɦɨɱɶ ɤɥɢɧɢɰɢɫɬɭ ɩɪɢɧɢɦɚɬɶ ɢɧɞɢɜɢɞɭɚɥɶɧɵɟ ɪɟɲɟɧɢɹ ɩɨ 
ɜɟɞɟɧɢɸ ɩɚɰɢɟɧɬɨɜ. 
2. Дɥɹ ɩɨɥɭɱɟɧɢɹ ɧɚɞɟɠɧɵɯ ɪɟɡɭɥɶɬɚɬɨɜ ɧɟɨɛɯɨɞɢɦɵ ɤɜɚɥɢɮɢɰɢɪɨɜɚɧɧɵɣ ɩɨɞɯɨɞ ɢ ɫɬɪɨɝɚɹ 
ɩɪɢɜɟɪɠɟɧɧɨɫɬɶ ɢɧɫɬɪɭɤɰɢɹɦ.   
3. ɇɟ ɞɨɩɭɫɤɚɟɬɫɹ ɨɛɦɟɧ ɧɚɛɨɪɚɦɢ ɦɟɠɞɭ ɪɚɡɧɵɦɢ ɬɢɩɚɦɢ ɚɧɚɥɢɡɚɬɨɪɨɜ (LIAISON® ɢ 
LIAISON® XL). Еɫɥɢ ɧɚɛɨɪ ɛɵɥ ɜɜɟɞɟɧ ɜ ɨɩɪɟɞɟɥɟɧɧɵɣ ɬɢɩ ɚɧɚɥɢɡɚɬɨɪɚ, ɬɨ ɟɝɨ ɜɫɟɝɞɚ, ɞɨ 
ɤɨɧɰɚ ɢɫɩɨɥɶɡɨɜɚɧɢɹ, ɫɥɟɞɭɟɬ ɢɫɩɨɥɶɡɨɜɚɬɶ ɧɚ ɷɬɨɦ ɚɧɚɥɢɡɚɬɨɪɟ.  
4. ɂɡ-ɡɚ ɩɪɨɛɥɟɦ ɩɪɨɫɥɟɠɢɜɚɟɦɨɫɬɢ, ɜɵɬɟɤɚɸɳɢɯ ɢɡ ɜɵɲɟɩɪɢɜɟɞɟɧɧɨɝɨ ɭɬɜɟɪɠɞɟɧɢɹ, 
ɩɨɫɥɟɞɭɸɳɢɟ ɧɚɛɥɸɞɟɧɢɹ ɡɚ ɩɚɰɢɟɧɬɚɦɢ ɦɨɝɭɬ ɧɟ ɛɵɬɶ ɩɪɨɜɟɞɟɧɵ ɩɪɢ ɢɫɩɨɥɶɡɨɜɚɧɢɢ 
ɪɚɡɥɢɱɧɵɯ ɬɢɩɨɜ ɚɧɚɥɢɡɚɬɨɪɨɜ. Вɫɟ ɢɫɩɵɬɚɧɢɹ ɞɨɥɠɧɵ ɛɵɬɶ ɜɵɩɨɥɧɟɧɵ ɧɚ ɨɞɧɨɦ 
ɤɨɧɤɪɟɬɧɨɦ ɬɢɩɟ ɚɧɚɥɢɡɚɬɨɪɚ (ɥɢɛɨ LIAISON®, ɥɢɛɨ LIAISON® XL).  
 

17. ОЖИДАЕМɕЕ ЗНАЧЕНИə 
Ɍɟɫɬ-ɧɚɛɨɪ LIAISON® Аɞɟɧɨɜɢɪɭɫ ɜɵɹɜɥɹɟɬ ɩɪɢɫɭɬɫɬɜɢɟ ɝɪɭɩɩɨɜɨɝɨ ɪɟɚɤɬɢɜɧɨɝɨ 
ɝɟɤɫɨɧɨɜɨɝɨ ɚɧɬɢɝɟɧɚ. ɍɪɨɜɟɧɶ ɩɨɥɨɠɢɬɟɥɶɧɨɫɬɢ ɦɨɠɟɬ ɜɚɪɶɢɪɨɜɚɬɶɫɹ ɜ ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ 
ɜɨɡɪɚɫɬɚ ɩɚɰɢɟɧɬɚ, ɝɟɨɝɪɚɮɢɱɟɫɤɨɝɨ ɩɨɥɨɠɟɧɢɹ, ɦɟɬɨɞɚ ɨɬɛɨɪɚ ɨɛɪɚɡɰɨɜ, ɨɛɪɚɳɟɧɢɹ ɫ 
ɨɛɪɚɡɰɚɦɢ ɢ ɬɟɫɬɚ, ɢɫɩɨɥɶɡɭɟɦɨɝɨ ɞɥɹ ɞɢɚɝɧɨɫɬɢɤɢ; ɩɨɷɬɨɦɭ ɤɚɠɞɚɹ ɥɚɛɨɪɚɬɨɪɢɹ ɞɨɥɠɧɚ 
ɨɩɪɟɞɟɥɢɬɶ ɨɠɢɞɚɟɦɵɟ ɡɧɚɱɟɧɢɹ ɞɥɹ ɤɚɠɞɨɣ ɩɨɩɭɥɹɰɢɢ. 
 

18. СПЕЦИФИЧЕСКИЕ РАБОЧИЕ ХАРАКТЕРИСТИКИ 

18.1 Сɪɚɜɧɟɧɢɟ ɦɟɬɨɞɨɜ: 

Вɫɟɝɨ ɫ ɩɨɦɨɳɶɸ ɚɧɚɥɢɡɚ LIAISON® Аɞɟɧɨɜɢɪɭɫ ɢ ɢɦɟɸɳɟɝɨɫɹ ɜ ɩɪɨɞɚɠɟ ɚɧɚɥɢɡɚ ELISA 
ɧɚ ɚɞɟɧɨɜɢɪɭɫ ɛɵɥɨ ɩɪɨɚɧɚɥɢɡɢɪɨɜɚɧɨ 188 ɨɛɪɚɡɰɨɜ ɤɚɥɚ. Ɋɟɡɭɥɶɬɚɬɵ ɨɛɨɛɳɟɧɵ ɜ ɬɚɛɥɢɰɟ 
ɧɢɠɟ. 
 
 Ʉɨɦɩɚɪɚɬɨɪ Аɞɟɧɨɜɢɪɭɫ EIA 

LIAISON® Аɞɟɧɨɜɢɪɭɫ ɉɨɥɨɠɢɬɟɥɶɧɵɣ ɇɟɨɩɪɟɞɟɥɟɧɧɵɣ Ɉɬɪɢɰɚɬɟɥɶɧɵɣ Вɫɟɝɨ 
ɉɨɥɨɠɢɬɟɥɶɧɵɣ 41 0 0 41 
ɇɟɨɩɪɟɞɟɥɟɧɧɵɣ 0 0 0 0 
Ɉɬɪɢɰɚɬɟɥɶɧɵɣ 1 0 146 147 
Вɫɟɝɨ 42 0 146 188 
ɉɨɥɨɠɢɬɟɥɶɧɚɹ ɫɨɝɥɚɫɨɜɚɧɧɨɫɬɶ = (41/42) 97,6% 95% Дɂ (87,7 - 99,4%) 
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Ɉɬɪɢɰɚɬɟɥɶɧɚɹ ɫɨɝɥɚɫɨɜɚɧɧɨɫɬɶ = (146/146) 100% 95% Дɂ (97,5 - 100%) 
Ɉɛɳɚɹ ɫɨɝɥɚɫɨɜɚɧɧɨɫɬɶ = (187/188) 99,5% 95% Дɂ (97,1 - 99,9%) 

  

18.2 Пɪɟɰɢɡɢɨɧɧɨɫɬɶ: 
Аɧɚɥɢɡɚɬɨɪ LIAISON®: 2 ɧɚɛɨɪɚ ɤɨɧɬɪɨɥɟɣ ɢ 6 ɨɛɪɚɡɰɨɜ ɧɚ ɨɫɧɨɜɟ ɛɭɮɟɪɚ ɫ 
ɚɞɟɧɨɜɢɪɭɫɧɵɦ ɚɧɬɢɝɟɧɨɦ ɛɵɥɢ ɩɨɞɝɨɬɨɜɥɟɧɵ ɢ ɩɪɨɜɟɪɟɧɵ ɜ ɤɨɦɩɚɧɢɢ «DiaSorin Inc.» ɞɜɚ 
ɪɚɡɚ ɜ ɞɟɧɶ ɜ ɞɜɭɯ ɩɨɜɬɨɪɧɨɫɬɹɯ, ɜ ɬɟɱɟɧɢɟ 12 ɪɚɛɨɱɢɯ ɞɧɟɣ ɧɚ 1 ɚɧɚɥɢɡɚɬɨɪɟ LIAISON®, ɩɪɢ 
ɷɬɨɦ 2 ɫɩɟɰɢɚɥɢɫɬɚ ɢɫɩɨɥɶɡɨɜɚɥɢ 1 ɫɟɪɢɸ ɪɟɚɝɟɧɬɨɜ ɞɥɹ ɨɩɪɟɞɟɥɟɧɢɹ ɩɨɜɬɨɪɹɟɦɨɫɬɢ ɢ 
ɜɨɫɩɪɨɢɡɜɨɞɢɦɨɫɬɢ ɚɧɚɥɢɡɚ LIAISON® Аɞɟɧɨɜɢɪɭɫ. Ɉɛɪɚɡɰɵ ɛɵɥɢ ɩɨɞɝɨɬɨɜɥɟɧɵ ɫɨ 
ɫɥɟɞɭɸɳɢɦɢ ɭɪɨɜɧɹɦɢ: 2 ɨɬɪɢɰɚɬɟɥɶɧɵɯ, 1 ɨɛɪɚɡɟɰ ɫ ɨɬɫɟɤɚɟɦɵɦ ɡɧɚɱɟɧɢɟɦ ɢ 3 
ɩɨɥɨɠɢɬɟɥɶɧɵɯ ɨɛɪɚɡɰɚ. Ɍɟɫɬɢɪɨɜɚɧɢɟ ɩɪɨɜɨɞɢɥɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ CLSI EP5-A2 (5). 

                                                        ɉɨɜɬɨɪɹɟɦɨɫɬɶ 
Ɉɛɪɚɡɟɰ Ɉɬɪ. 

KC 
ɉɨɥ. 
KC 

1 2 3 4 5 6 

Ʉɨɥɢɱɟɫɬɜɨ ɨɩɪɟɞɟɥɟɧɢɣ 48 48 48 48 48 48 48 48 
ɋɪɟɞɧɟɟ (ɂɧɞɟɤɫ) 0,03 4,72 0,34 0,75 0,96 1,24 4,70 15,67 

ɋɪɟɞɧɟɤɜɚɞɪɚɬɢɱɧɨɟ ɨɬɤɥɨɧɟɧɢɟ 
(ɂɧɞɟɤɫ) 

0,00 0,06 0,01 0,01 0,02 0,03 0,09 0,23 

Ʉɨɷɮɮɢɰɢɟɧɬ ɜɚɪɢɚɰɢɢ 
(% CV) 

9,49 1,34 1,97 1,97 2,00 2,21 1,82 1,48 

  

                                                        Вɨɫɩɪɨɢɡɜɨɞɢɦɨɫɬɶ 
Ɉɛɪɚɡɟɰ Ɉɬɪ. 

KC 
ɉɨɥ. 
KC 

1 2 3 4 5 6 

Ʉɨɥɢɱɟɫɬɜɨ ɨɩɪɟɞɟɥɟɧɢɣ 48 48 48 48 48 48 48 48 
ɋɪɟɞɧɟɟ (ɂɧɞɟɤɫ) 0,03 4,72 0,34 0,75 0,96 1,24 4,70 15,67 

ɋɪɟɞɧɟɤɜɚɞɪɚɬɢɱɧɨɟ 
ɨɬɤɥɨɧɟɧɢɟ (ɂɧɞɟɤɫ) 

0,00 0,12 0,01 0,03 0,03 0,04 0,19 0,48 

Ʉɨɷɮɮɢɰɢɟɧɬ ɜɚɪɢɚɰɢɢ 
(% CV) 

9,49 2,58 4,02 4,18 3,62 3,60 4,02 3,05 

 

Аɧɚɥɢɡɚɬɨɪ LIAISON® XL: 2 ɧɚɛɨɪɚ ɤɨɧɬɪɨɥɟɣ ɢ 6 ɨɛɪɚɡɰɨɜ ɧɚ ɨɫɧɨɜɟ ɛɭɮɟɪɚ ɫ 
ɚɞɟɧɨɜɢɪɭɫɧɵɦ ɚɧɬɢɝɟɧɨɦ ɛɵɥɢ ɩɨɞɝɨɬɨɜɥɟɧɵ ɢ ɢɫɩɵɬɚɧɵ ɜ DiaSorin Inc. ɞɜɚ ɪɚɡɚ ɜ ɞɟɧɶ ɜ 
ɞɜɭɯ ɩɨɜɬɨɪɧɨɫɬɹɯ, ɜ ɬɟɱɟɧɢɟ 12 ɪɚɛɨɱɢɯ ɞɧɟɣ ɧɚ 1 ɚɧɚɥɢɡɚɬɨɪɟ LIAISON XL, ɩɪɢ ɷɬɨɦ 2 
ɫɩɟɰɢɚɥɢɫɬɚ ɢɫɩɨɥɶɡɨɜɚɥɢ 1 ɫɟɪɢɸ ɪɟɚɝɟɧɬɨɜ ɞɥɹ ɨɩɪɟɞɟɥɟɧɢɹ ɩɨɜɬɨɪɹɟɦɨɫɬɢ ɢ 
ɜɨɫɩɪɨɢɡɜɨɞɢɦɨɫɬɢ ɚɧɚɥɢɡɚ LIAISON® Аɞɟɧɨɜɢɪɭɫ. Ɉɛɪɚɡɰɵ ɛɵɥɢ ɩɨɞɝɨɬɨɜɥɟɧɵ ɫɨ 
ɫɥɟɞɭɸɳɢɦɢ ɭɪɨɜɧɹɦɢ: 2 ɨɬɪɢɰɚɬɟɥɶɧɵɯ, 1 ɨɛɪɚɡɟɰ ɫ ɨɬɫɟɤɚɟɦɵɦ ɡɧɚɱɟɧɢɟɦ ɢ 3 
ɩɨɥɨɠɢɬɟɥɶɧɵɯ ɨɛɪɚɡɰɚ. Ɍɟɫɬɢɪɨɜɚɧɢɟ ɩɪɨɜɨɞɢɥɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ CLSI EP5-A2 (5). 

                                                     ɉɨɜɬɨɪɹɟɦɨɫɬɶ 
Ɉɛɪɚɡɟɰ Ɉɬɪ. 

KC 
ɉɨɥ. 
KC 

1 2 3 4 5 6 

Ʉɨɥɢɱɟɫɬɜɨ ɨɩɪɟɞɟɥɟɧɢɣ 48 48 48 48 48 48 48 48 
ɋɪɟɞɧɟɟ (ɂɧɞɟɤɫ) 0,04 4,54 0,33 0,73 0,93 1,20 4,51 14,96 

ɋɪɟɞɧɟɤɜɚɞɪɚɬɢɱɧɨɟ 
ɨɬɤɥɨɧɟɧɢɟ (ɂɧɞɟɤɫ) 

0,01 0,09 0,01 0,01 0,02 0,02 0,05 0,24 
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Ʉɨɷɮɮɢɰɢɟɧɬ ɜɚɪɢɚɰɢɢ 
(% CV) 

14,38 1,88 1,72 1,43 1,64 1,66 1,17 1,59 

  

 

                                                        Вɨɫɩɪɨɢɡɜɨɞɢɦɨɫɬɶ 
Ɉɛɪɚɡɟɰ Ɉɬɪ. 

KC 
ɉɨɥ. 
KC 

1 2 3 4 5 6 

Ʉɨɥɢɱɟɫɬɜɨ ɨɩɪɟɞɟɥɟɧɢɣ 48 48 48 48 48 48 48 48 
ɋɪɟɞɧɟɟ (ɂɧɞɟɤɫ) 0,04 4,54 0,33 0,73 0,93 1,20 4,51 14,96 

ɋɪɟɞɧɟɤɜɚɞɪɚɬɢɱɧɨɟ 
ɨɬɤɥɨɧɟɧɢɟ (ɂɧɞɟɤɫ) 

0,01 0,32 0,02 0,05 0,07 0,10 0,31 0,90 

Ʉɨɷɮɮɢɰɢɟɧɬ ɜɚɪɢɚɰɢɢ 
(% CV) 

24,03 7,11 7,36 6,87 7,99 8,18 6,82 6,00 

 

18.3 Вɧɨɫɹɳɢɟ ɩɨɦɟɯɢ ɜɟɳɟɫɬɜɚ. Ʉɨɧɬɪɨɥɢɪɭɟɦɵɟ ɢɫɫɥɟɞɨɜɚɧɢɹ ɩɨɬɟɧɰɢɚɥɶɧɨ ɜɧɨɫɹɳɢɯ 
ɩɨɦɟɯɢ ɜɟɳɟɫɬɜ, ɜɤɥɸɱɟɧɧɵɯ ɜ ɨɛɪɚɡɰɵ ɤɚɥɚ ɫ ɧɢɡɤɢɦ ɩɨɥɨɠɢɬɟɥɶɧɵɦ ɢ ɜɵɫɨɤɢɦ 
ɨɬɪɢɰɚɬɟɥɶɧɵɦ ɫɨɞɟɪɠɚɧɢɟɦ ɚɞɟɧɨɜɢɪɭɫɚ, ɜ ɚɧɚɥɢɡɟ LIAISON ® Аɞɟɧɨɜɢɪɭɫ ɧɟ ɜɵɹɜɢɥɢ 
ɜɥɢɹɧɢɹ ɩɪɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɤɚɠɞɨɝɨ ɜɟɳɟɫɬɜɚ, ɭɤɚɡɚɧɧɨɝɨ ɧɢɠɟ. 
 

Вɟɳɟɫɬɜɨ Ʉɨɧɰɟɧɬɪɚɰɢɹ 
Tested Гɟɦɨɝɥɨɛɢɧ 3,2 ɦɝ/ɦɥ 

ɐɟɥɶɧɚɹ ɤɪɨɜɶ 25% 
Ʌɟɣɤɨɰɢɬɵ 5% 

ɋɭɥɶɮɚɬ ɛɚɪɢɹ 5,0 ɦɝ/ɦɥ 
ɋɬɟɚɪɢɧɨɜɚɹ ɤɢɫɥɨɬɚ 2,65 ɦɝ/ɦɥ 

ɉɚɥɶɦɢɬɢɧɨɜɚɹ ɤɢɫɥɨɬɚ 1,3 ɦɝ/ɦɥ 
Ɇɭɰɢɧ 3,33 ɦɝ/ɦɥ 

Ɇɟɬɪɨɧɢɞɚɡɨɥ 12,5 ɦɝ/ɦɥ 
Вɚɧɤɨɦɢɰɢɧɚ ɝɢɞɪɨɯɥɨɪɢɞ 2,5 ɦɝ/ɦɥ 

ɂɦɨɞɢɭɦ AD® 6,67x10-3 ɦɝ/ɦɥ 
Вɢɫɦɭɬɚ ɫɭɛɫɚɥɢɰɢɥɚɬ 0,87 ɦɝ/ɦɥ 

ɉɟɩɬɨ Бɢɫɦɨɥ ® 
 

0,87 ɦɝ/ɦɥ 
ɉɪɢɥɨɫɟɤ ® 0,5 ɦɝ/ɦɥ 

Гɚɡ-X® 0,625 ɦɝ/ɦɥ 
Ɍɚɦɫ® 0,5 ɦɝ/ɦɥ 

Ɍɚɝɚɦɟɬ 0,5 ɦɝ/ɦɥ 
Ɇɚɚɥɨɤɫ® 4,2 ɦɝ/ɦɥ 

ɆɢɪɚɅАɄɋ® 79,05 ɦɝ/ɦɥ 
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18.4 Пɟɪɟɤɪɟɫɬɧɚɹ ɪɟɚɤɬɢɜɧɨɫɬɶ 
ɋɩɟɰɢɮɢɱɧɨɫɬɶ ɚɧɚɥɢɡɚ LIAISON® Аɞɟɧɨɜɢɪɭɫ ɨɩɪɟɞɟɥɹɥɢ ɩɭɬɟɦ ɬɟɫɬɢɪɨɜɚɧɢɹ ɭɤɚɡɚɧɧɵɯ 
ɧɢɠɟ ɦɢɤɪɨɨɪɝɚɧɢɡɦɨɜ. 
В ɨɛɪɚɡɰɵ ɤɚɥɚ ɫ ɧɢɡɤɢɦ ɩɨɥɨɠɢɬɟɥɶɧɵɦ ɢ ɜɵɫɨɤɢɦ ɨɬɪɢɰɚɬɟɥɶɧɵɦ ɫɨɞɟɪɠɚɧɢɟɦ 
ɚɞɟɧɨɜɢɪɭɫɚ ɛɵɥɢ ɜɤɥɸɱɟɧɵ ɤɚɠɞɵɣ ɦɢɤɪɨɨɪɝɚɧɢɡɦ ɢ ɩɪɨɬɟɫɬɢɪɨɜɚɧɵ ɫ ɩɨɦɨɳɶɸ ɚɧɚɥɢɡɚ 
LIAISON® Аɞɟɧɨɜɢɪɭɫ. ɇɢ ɨɞɢɧ ɢɡ ɨɪɝɚɧɢɡɦɨɜ ɧɟ ɨɤɚɡɚɥ ɜɥɢɹɧɢɹ ɧɚ ɩɨɥɨɠɢɬɟɥɶɧɵɟ ɢɥɢ 
ɨɬɪɢɰɚɬɟɥɶɧɵɟ ɪɟɡɭɥɶɬɚɬɵ ɬɟɫɬɚ. 
 

Мɢɤɪɨɨɪɝɚɧɢɡɦ 
(ɜ ɚɥɮɚɜɢɬɧɨɦ ɩɨɪɹɞɤɟ) 

Кɨɧɟɱɧɚɹ 
ɤɨɧɰɟɧɬɪɚɰɢɹ 

ɜɚɪɢɚɧɬɚ ɜ 
ɨɛɪɚɡɰɟ 

 Мɢɤɪɨɨɪɝɚɧɢɡɦ 
(ɜ ɚɥɮɚɜɢɬɧɨɦ ɩɨɪɹɞɤɟ) 

Кɨɧɟɱɧɚɹ 
ɤɨɧɰɟɧɬɪɚɰɢɹ 

ɜɚɪɢɚɧɬɚ ɜ ɨɛɪɚɡɰɟ 
Acinetobacter Iwoffi 1,2 x 108 ɄɈЕ/ɦɥ  Salmonella Гɪɭɩɩɚ A 1,2 x 108 ɄɈЕ/ɦɥ 
Aeromonas hydrophila 1,2 x 108 ɄɈЕ/ɦɥ  Salmonella Гɪɭɩɩɚ B 1,2 x 108 ɄɈЕ/ɦɥ 
Campylobacter coli 1,2 x 108 ɄɈЕ/ɦɥ  Salmonella Гɪɭɩɩɚ C 1,2 x 108 ɄɈЕ/ɦɥ 
Campylobacter fetus 1,2 x 108 ɄɈЕ/ɦɥ  Salmonella Гɪɭɩɩɚ D 1,2 x 108 ɄɈЕ/ɦɥ 
Campylobacter jejuni 1,2 x 108 ɄɈЕ/ɦɥ  Salmonella Гɪɭɩɩɚ E 1,2 x 108 ɄɈЕ/ɦɥ 
Candida albicans 1,2 x 108 ɄɈЕ/ɦɥ  Serratia liquefaciens 1,2 x 108 ɄɈЕ/ɦɥ 
Citrobacter freundii 1,2 x 108 ɄɈЕ/ɦɥ  Serratia marcescens 1,2 x 108 ɄɈЕ/ɦɥ 
Clostridium difficile 1,2 x 108 ɄɈЕ/ɦɥ  Shigella boydii 1,2 x 108 ɄɈЕ/ɦɥ 
Clostridium perfringens Тиɩ 
A 

1,2 x 108 ɄɈЕ/ɦɥ  Shigella flexneri 1,2 x 108 ɄɈЕ/ɦɥ 

Clostridium perfringens Тиɩ 
B 

1,2 x 108 ɄɈЕ/ɦɥ  Shigella sonnei 1,2 x 108 ɄɈЕ/ɦɥ 

Clostridium perfringens Тиɩ 
D 

1,2 x 108 ɄɈЕ/ɦɥ  Staphylococcus aureus 1,2 x 108 ɄɈЕ/ɦɥ 

Clostridium perfringens Тиɩ 
E 

1,2 x 108 ɄɈЕ/ɦɥ  Staphylococcus aureus 
(Cowans) 

1,2 x 108 ɄɈЕ/ɦɥ 

Clostridium sordellii 1,2 x 108 ɄɈЕ/ɦɥ  Staphylococcus epidermidis 1,2 x 108 ɄɈЕ/ɦɥ 
Clostridium sporogenes 1,2 x 108 ɄɈЕ/ɦɥ  Streptococcus agalactiae 1,2 x 108 ɄɈЕ/ɦɥ 
Enterobacter aerogenes 1,2 x 108 ɄɈЕ/ɦɥ  Streptococcus dysgalactiae 1,2 x 108 ɄɈЕ/ɦɥ 
Enterobacter cloacae 1,2 x 108 ɄɈЕ/ɦɥ  Streptococcus uberis 1,2 x 108 ɄɈЕ/ɦɥ 
Enterococcus faecalis 1,2 x 108 ɄɈЕ/ɦɥ  Veillonella parvula 1,2 x 108 ɄɈЕ/ɦɥ 
Enterococcus faecium 1,2 x 108 ɄɈЕ/ɦɥ  Yersinia enterocolitica 1,2 x 108 ɄɈЕ/ɦɥ 
Escherichia coli 1,2 x 108 ɄɈЕ/ɦɥ  Chlamydia trachomatis 1 x 103,75 ɐɉД50/ɦɥ 
Escherichia fergusonii 1,2 x 108 ɄɈЕ/ɦɥ  Вɢɪɭɫ Ʉɨɤɫɚɤɢ A9 1 x 105,34 ɐɉД50/ɦɥ 
Escherichia hermannii 1,2 x 108 ɄɈЕ/ɦɥ  Вɢɪɭɫ Ʉɨɤɫɚɤɢ B3 1 x 104,70 ɐɉД50/ɦɥ 
Helicobacter pylori 1,2 x 108 ɄɈЕ/ɦɥ  Вɢɪɭɫ Ʉɨɤɫɚɤɢ B4 1 x 108,68 ɐɉД50/ɦɥ 
Klebsiella pneumoniae 1,2 x 108 ɄɈЕ/ɦɥ  Ʉɨɪɨɧɚɜɢɪɭɫ 1 x 104,15 ɐɉД50/ɦɥ 
Lactobacillus leichmannii 1,2 x 108 ɄɈЕ/ɦɥ  ɐɢɬɨɦɟɝɚɥɨɜɢɪɭɫ 1 x 105,34 ɐɉД50/ɦɥ 
Lactococcus lactis 1,2 x 108 ɄɈЕ/ɦɥ  ɗɯɨɜɢɪɭɫ 30 1 x 106,93 ɐɉД50/ɦɥ 
Listeria innocua 1,2 x 108 ɄɈЕ/ɦɥ  Гɪɢɩɩ B 1 x 104,15 ɐɉД50/ɦɥ 
Listeria monocytogenes 1,2 x 108 ɄɈЕ/ɦɥ  Ʉɨɪɶ 1 x 105,66 ɐɉД50/ɦɥ 
Morganella morganii 1,2 x 108 ɄɈЕ/ɦɥ  ɇɨɪɨɜɢɪɭɫ Гɪɭɩɩɚ I 1 x 104,62 ɐɉД50/ɦɥ 
Peptostreptococcus 
anaerobius 

1,2 x 108 ɄɈЕ/ɦɥ  ɇɨɪɨɜɢɪɭɫ Гɪɭɩɩɚ II 1 x 104,15 ɐɉД50/ɦɥ 

Plesiomonas shigelloides 1,2 x 108 ɄɈЕ/ɦɥ  Вɢɪɭɫ ɩɚɪɚɝɪɢɩɩɚ Ɍɢɩ 1 1 x 106,06 ɐɉД50/ɦɥ 
Porphyromonas 
asaccharolytica 

1,2 x 108 ɄɈЕ/ɦɥ  Ɋɟɨɜɢɪɭɫ 3 1 x 107,75 ɐɉД50/ɦɥ 

Proteus mirabilis 1,2 x 108 ɄɈЕ/ɦɥ  Ɋɢɧɨɜɢɪɭɫ Ɍɢɩ 1A 1 x 105,10 ɐɉД50/ɦɥ 
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Proteus vulgaris 1,2 x 108 ɄɈЕ/ɦɥ  Ɋɨɬɚɜɢɪɭɫ 1 x 107,25 ɐɉД50/ɦɥ 
Providencia stuartii 1,2 x 108 ɄɈЕ/ɦɥ  Ɋɟɫɩɢɪɚɬɨɪɧɨ-

ɫɢɧɰɢɬɢɚɥɶɧɵɣ ɜɢɪɭɫ B 
1 x 105,58 ɐɉД50/ɦɥ 

Pseudomonas aeruginosa 1,2 x 108 ɄɈЕ/ɦɥ  Вɢɪɭɫ ɨɛɟɡɶɹɧ 40 1 x 104,25 ɐɉД50/ɦɥ 
Pseudomonas fluorescens 1,2 x 108 ɄɈЕ/ɦɥ  Вɟɬɪɹɧɚɹ ɨɫɩɚ 1 x 104,39 ɐɉД50/ɦɥ 
Pseudomonas putida 1,2 x 108 ɄɈЕ/ɦɥ    

 

18.5 Пɟɪɟɧɨɫ 
Ɍɟɫɬɢɪɨɜɚɧɢɟ ɩɪɨɜɨɞɢɥɢ ɞɥɹ ɨɩɪɟɞɟɥɟɧɢɹ ɜɨɡɦɨɠɧɨɝɨ ɩɟɪɟɧɨɫɚ ɩɪɢ ɪɚɛɨɬɟ ɧɚ ɚɧɚɥɢɡɚɬɨɪɟ 
LIAISON®. ɉɨɥɭɱɟɧɧɵɟ ɪɟɡɭɥɶɬɚɬɵ ɧɟ ɩɨɤɚɡɚɥɢ ɢɡɦɟɧɟɧɢɣ ɜ ɨɠɢɞɚɟɦɨɦ ɡɧɚɱɟɧɢɢ; 
ɫɥɟɞɨɜɚɬɟɥɶɧɨ, ɪɟɡɭɥɶɬɚɬɵ ɞɟɦɨɧɫɬɪɢɪɭɸɬ, ɱɬɨ ɜ ɨɛɪɚɡɰɚɯ ɤɚɥɚ ɩɪɢ ɚɧɚɥɢɡɟ LIAISON® 
Аɞɟɧɨɜɢɪɭɫ  ɧɚ ɚɧɚɥɢɡɚɬɨɪɟ LIAISON® ɧɟ ɧɚɛɥɸɞɚɟɬɫɹ ɩɟɪɟɧɨɫɚ. 
ɉɟɪɟɧɨɫ ɧɟ ɩɪɢɦɟɧɢɦ ɤ ɚɧɚɥɢɡɚɬɨɪɭ LIAISON® XL, ɩɨɫɤɨɥɶɤɭ ɞɥɹ ɜɧɟɫɟɧɢɹ ɩɢɩɟɬɤɨɣ 
ɨɛɪɚɡɰɨɜ ɢɫɩɨɥɶɡɭɸɬɫɹ ɨɞɧɨɪɚɡɨɜɵɟ ɧɚɤɨɧɟɱɧɢɤɢ. 
 

19. Лɢɬɟɪɚɬɭɪɚ 
1. Buckwalter SP, Teo R, Espy MJ, Sloan LM, Smith TF, Pritt, BS. Real-Time Qualitatvie 

PCR for 57 Human Adenovirus Types from Multiple Specimen Sources. Journal of Clinical 
Microbiology. 2012 Mar; 50(3):766-71. 

2. Russell WC. Adenovirus: update on structure and function. Journal of General Virology. 
2009; 90:1-20. 

3. Clark B, McKendrick M. A review of viral gastroenteritis. Current Opinion in Ifectious 
Diseases. 2004,17:461-469. 

4. Clinical and Laboratory Standards Institute (CLSI) C24-A3, Vol.26, No.25, Statistical 
Quality Control for Quantitative Measurements: Principles and Definitions; Approved 
Guideline – Third Edition. 

5. Clinical and Laboratory Standards Institute (CLSI) EP5-A2, Vol.24, No.25, Evaluation of 
Precision Performance of Quantitative Measurement Methods; Approved Guideline – 
Second Edition. 
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1. ɉɨɞɝɨɬɨɜɤɚ ɨɛɪɚɡɰɨɜ ɞɥɹ LIAISON® Аɞɟɧɨɜɢɪɭɫ ɫ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɭɫɬɪɨɣɫɬɜɚ ɞɥɹ ɷɤɫɬɪɚɤɰɢɢ ɤɚɥɚ 
LIAISON® 

 

Дɨɛɚɜɥɹɸɬ 1,0 ɦɥ 
ɪɚɡɛɚɜɢɬɟɥɹ ɞɥɹ 
ɨɛɪɚɡɰɨɜ 
Рɨɬɚ/Аɞɟɧɨ: ɜ 
ɩɪɨɛɢɪɤɭ ɞɥɹ 
ɫɦɟɲɢɜɚɧɢɹ 

 
 
 
 
 

 
  

Дɨɛɚɜɥɹɸɬ ɨɛɪɚɡɟɰ: 
Жɢɞɤɢɣ ɢɥɢ ɩɨɥɭɬɜɟɪɞɵɣ ɤɚɥ: 
ɂɫɩɨɥɶɡɭɹ ɨɞɧɨɪɚɡɨɜɵɣ ɞɨɡɚɬɨɪ 
ɞɥɹ ɠɢɞɤɨɝɨ ɤɚɥɚ, ɨɬɦɟɪɹɸɬ 20 Pɥ 
ɞɨ ɩɟɪɜɨɣ ɨɬɦɟɬɤɢ ɞɨɡɚɬɨɪɚ, ɫɦ. 
ɫɯɟɦɭ. 
Тɜɟɪɞɵɣ ɤɚɥ: ɂɫɩɨɥɶɡɭɹ 
ɢɧɨɤɭɥɹɰɢɨɧɧɭɸ ɩɟɬɥɸ, 
ɨɬɦɟɪɹɸɬ ɤɚɥ ɜ ɞɢɚɦɟɬɪ ɝɨɥɨɜɤɢ 
ɩɟɬɥɢ, ɫɦ. ɫɯɟɦɭ ɜɢɞ ɫɛɨɤɭ ɫ 
ɤɚɥɨɦ. 
Пɟɪɟɧɟɫɬɢ ɤɚɥ ɜ ɩɪɨɛɢɪɤɭ ɞɥɹ 
ɫɦɟɲɢɜɚɧɢɹ 

2. ɋɛɨɪɤɚ ɭɫɬɪɨɣɫɬɜɚ 

 

ɉɊɈɑɇɕɆ 
ɈБɊАɁɈɆ 
ɡɚɤɪɭɱɢɜɚɸɬ 
ɤɨɧɢɱɟɫɤɢɣ ɫɢɧɢɣ 
ɮɢɥɶɬɪ ɧɚ 
ɩɪɨɛɢɪɤɭ ɞɥɹ 
ɫɦɟɲɢɜɚɧɢɹ. 
Вɫɟ ɜɧɟɲɧɢɟ ɤɪɚɹ 
ɞɨɥɠɧɵ ɛɵɬɶ 
ɡɚɬɪɨɧɭɬɵ. 
ПРИМЕЧАНИЕ. 
ɉɪɢ ɩɪɚɜɢɥɶɧɨɣ 
ɫɛɨɪɤɟ ɭɫɬɪɨɣɫɬɜɚ 
ɧɟ ɞɨɥɠɧɨ ɛɵɬɶ 
ɜɢɞɢɦɵɯ ɡɚɡɨɪɨɜ. 

 

ɉɪɚɜɢɥɶɧɨ: ɇɟɬ 
ɡɚɡɨɪɨɜ 

 

ɇɟɩɪɚɜɢɥɶɧɨ: 
Вɢɞɢɦɵɣ ɡɚɡɨɪ 

3. ɋɦɟɲɢɜɚɧɢɟ 4. ɐɟɧɬɪɢɮɭɝɢɪɨɜɚɧɢɟ 

 

Вɫɬɪɹɯɢɜɚɸɬ ɷɧɟɪɝɢɱɧɨ ɜ ɬɟɱɟɧɢɟ 20 
ɫɟɤɭɧɞ, ɱɬɨɛɵ ɬɳɚɬɟɥɶɧɨ ɩɟɪɟɦɟɲɚɬɶ 
ɨɛɪɚɡɟɰ. 

 

ɐɟɧɬɪɢɮɭɝɢɪɭɸɬ ɩɪɨɛɢɪɤɭ ɜ 
ɰɟɧɬɪɢɮɭɝɟ ɫ ɤɚɱɚɸɳɢɦɫɹ 
ɤɪɨɧɲɬɟɣɧɨɦ ɫɨ ɫɤɨɪɨɫɬɶɸ t 
2000 ɯ g* ɜ ɬɟɱɟɧɢɟ 5 ɦɢɧɭɬ ɫ 
ɤɨɧɢɱɟɫɤɢɦ ɤɨɧɰɨɦ ɩɪɨɛɢɪɤɢ, 
ɧɚɩɪɚɜɥɟɧɧɵɦ ɜɧɢɡ. 
 

5. ɂɫɫɥɟɞɨɜɚɧɢɟ ɢ ɬɟɫɬɢɪɨɜɚɧɢɟ 

 

Ɉɬɤɪɭɱɢɜɚɸɬ ɤɨɧɢɱɟɫɤɭɸ ɩɪɨɛɢɪɤɭ ɨɬ ɭɫɬɪɨɣɫɬɜɚ.  
Вɵɛɪɚɫɵɜɚɸɬ ɩɪɨɛɢɪɤɭ ɞɥɹ ɩɟɪɟɦɟɲɢɜɚɧɢɹ ɢ 
ɭɫɬɪɨɣɫɬɜɨ ɫɢɧɟɝɨ ɮɢɥɶɬɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɭɸɳɭɸ ɟɦɤɨɫɬɶ 
ɞɥɹ ɛɢɨɥɨɝɢɱɟɫɤɢ ɨɩɚɫɧɵɯ ɨɬɯɨɞɨɜ ɫɨɝɥɚɫɧɨ ɦɟɫɬɧɵɦ 
ɡɚɤɨɧɨɞɚɬɟɥɶɧɵɦ ɩɨɫɬɚɧɨɜɥɟɧɢɹɦ. 

ɂɫɫɥɟɞɭɸɬ ɧɚɞɨɫɚɞɨɱɧɭɸ ɠɢɞɤɨɫɬɶ. ɇɚɞɨɫɚɞɨɱɧɚɹ 
ɠɢɞɤɨɫɬɶ ɦɨɠɟɬ ɛɵɬɶ ɦɭɬɧɨɣ, ɧɨ ɧɟ ɞɨɥɠɧɨ 
ɩɪɢɫɭɬɫɬɜɨɜɚɬɶ ɧɢɤɚɤɢɯ ɜɢɞɢɦɵɯ ɡɚɝɪɹɡɧɟɧɢɣ ɢɥɢ 
ɩɭɡɵɪɶɤɨɜ. 
 

ɉɨɦɟɳɚɸɬ ɤɨɧɢɱɟɫɤɭɸ ɩɪɨɛɢɪɤɭ 
ɜ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɣ ɚɧɚɥɢɡɚɬɨɪ 
DiaSorin ɞɥɹ ɬɟɫɬɢɪɨɜɚɧɢɹ ɢɥɢ ɫɦ. 
ɪɚɡɞɟɥ 9 «ɂɧɫɬɪɭɤɰɢɢ ɞɥɹ 
ɪɟɤɨɦɟɧɞɭɟɦɨɝɨ ɯɪɚɧɟɧɢɹ». 
 
Ɉɱɢɳɚɸɬ ɪɚɛɨɱɭɸ ɡɨɧɭ 10% 
ɪɚɫɬɜɨɪɨɦ ɨɬɛɟɥɢɜɚɬɟɥɹ (0,5% 
ɪɚɫɬɜɨɪ  ɝɢɩɨɯɥɨɪɢɬɚ ɧɚɬɪɢɹ). 
 

Бɢɨɥɨɝɢɱɟɫɤɚɹ 
ɨɩɚɫɧɨɫɬɶ 
ɍɫɬɪɨɣɫɬɜɨ ɞɥɹ ɨɞɧɨɪɚɡɨɜɨɝɨ 
ɩɪɢɦɟɧɟɧɢɹ 

 


