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REF PF1051-K       IVD Дɥɹ ɞɢɚɝɧɨɫɬɢɤɢ in vitro 

P A T H F A S T TM  D-Dimer
<РЕАГЕНТЫ ДЛЯ PATHFAST> 

60 ɨɩɪедеɥеɧиɣ  

Назнаɱение 
PATHFAST D-Dimer - ɧɚɛɨɪ ɪɟɚɝɟɧɬɨɜ ɞɥɹ in vitro ɞɢɚɝɧɨɫɬɢɤɢ ɧɚ ɚɧɚɥɢɡɚɬɨɪɟ 
PATHFAST, ɫɥɭɠɢɬ ɞɥɹ ɤɨɥɢɱɟɫɬɜɟɧɧɨɝɨ ɨɩɪɟɞɟɥɟɧɢɹ ɤɨɧɰɟɧɬɪɚɰɢɢ D-
ɞɢɦɟɪɚ ɜ ɝɟɩɚɪɢɧɢɡɢɪɨɜɚɧɧɨɣ ɢɥɢ ɰɢɬɪɚɬɧɨɣ ɰɟɥɶɧɨɣ ɤɪɨɜɢ ɢ ɩɥɚɡɦɟ. 
Ɋɟɡɭɥɶɬɚɬ ɚɧɚɥɢɡɚ ɢɫɩɨɥɶɡɭɟɬɫɹ ɞɥɹ ɩɨɦɨɳɢ ɜ ɞɢɚɝɧɨɫɬɢɤɟ, ɨɫɨɛɟɧɧɨ ɞɥɹ 
ɢɫɤɥɸɱɟɧɢɹ ɞɢɚɝɧɨɡɚ ɬɪɨɦɛɨɡɚ ɝɥɭɛɨɤɢɯ ɜɟɧ (ɌГВ) ɢ ɥɟɝɨɱɧɨɣ ɷɦɛɨɥɢɢ (Лɗ). 

Описание 
D-ɞɢɦɟɪ, ɫɨɞɟɪɠɚɳɢɣ ɮɪɚɝɦɟɧɬɵ ɞɟɝɪɚɞɚɰɢɢ ɮɢɛɪɢɧɚ (XDP), ɜɵɞɟɥɹɟɬɫɹ, 
ɤɨɝɞɚ ɩɟɪɟɤɪɟɫɬɧɨ ɫɲɢɬɵɣ ɮɢɛɪɢɧ ɪɚɫɳɟɩɥɹɟɬɫɹ ɩɥɚɡɦɢɧɨɦ. D-ɞɢɦɟɪ - 
ɫɩɟɰɢɮɢɱɟɫɤɢɣ ɦɚɪɤɟɪ ɞɟɝɪɚɞɚɰɢɢ ɮɢɛɪɢɧɨɜɨɝɨ ɫɝɭɫɬɤɚ ɢ ɤɨɫɜɟɧɧɵɣ ɦɚɪɤɟɪ 
ɨɛɪɚɡɨɜɚɧɢɹ ɫɝɭɫɬɤɚ. D-ɞɢɦɟɪ ɩɨɜɵɲɚɟɬɫɹ ɩɪɢ ɧɟɤɨɬɨɪɵɯ ɤɥɢɧɢɱɟɫɤɢɯ 
ɫɨɫɬɨɹɧɢɹɯ, ɜɤɥɸɱɚɹ ɌГВ, Лɗ, ɢ ɫɢɧɞɪɨɦ ɞɢɫɫɟɦɢɧɢɪɨɜɚɧɧɨɝɨ 
ɜɧɭɬɪɢɫɨɫɭɞɢɫɬɨɝɨ ɫɜɟɪɬɵɜɚɧɢɹ (ДВɋ)1-4. Иɫɤɥɸɱɢɬɶ ɞɢɚɝɧɨɡ ɌГВ ɢɥɢ Лɗ 
ɜɨɡɦɨɠɧɨ, ɟɫɥɢ ɤɨɧɰɟɧɬɪɚɰɢɹ D-ɞɢɦɟɪɚ ɧɢɠɟ ɭɫɬɚɧɨɜɥɟɧɧɨɝɨ ɫɬɪɨɝɢɦɢ 
ɤɥɢɧɢɱɟɫɤɢɦɢ ɢɫɫɥɟɞɨɜɚɧɢɹɦɢ ɩɨɝɪɚɧɢɱɧɨɝɨ (cutoff) ɭɪɨɜɧɹ5,6. Иɡɦɟɪɟɧɢɟ D-
ɞɢɦɟɪɚ ɦɨɠɟɬ ɬɚɤɠɟ ɢɫɩɨɥɶɡɨɜɚɬɶɫɹ ɞɥɹ ɞɢɚɝɧɨɫɬɢɤɢ ДВɋ-ɫɢɧɞɪɨɦɚ2. 

PATHFAST D-Dimer ɹɜɥɹɟɬɫɹ ɚɧɚɥɢɡɨɦ ɞɥɹ ɤɨɥɢɱɟɫɬɜɟɧɧɨɝɨ ɢɡɦɟɪɟɧɢɹ D-
ɞɢɦɟɪɚ ɜ ɮɨɪɦɚɬɟ ɯɟɦɢɥɸɦɢɧɢɫɰɟɧɬɧɨɝɨ ɢɦɦɧɭɧɨɮɟɪɦɟɧɬɧɨɝɨ ɚɧɚɥɢɡɚ 
(CLEIA). Вɫɟ ɧɟɨɛɯɨɞɢɦɵɟ ɞɥɹ ɩɪɨɜɟɞɟɧɢɹ ɬɟɫɬɢɪɨɜɚɧɢɹ ɤɨɦɩɨɧɟɧɬɵ 
ɭɩɚɤɨɜɚɧɵ ɜ ɨɞɧɨɦ ɤɚɪɬɪɢɞɠɟ. ɉɨɫɥɟ ɡɚɝɪɭɡɤɢ ɤɚɪɬɪɢɞɠɚ PATHFAST D-
Dimer ɜ ɞɢɚɝɧɨɫɬɢɱɟɫɤɢɣ ɚɧɚɥɢɡɚɬɨɪ in vitro PATHFAST, ɤɨɥɢɱɟɫɬɜɟɧɧɵɣ 
ɪɟɡɭɥɶɬɚɬ ɦɨɠɟɬ ɛɵɬɶ ɩɨɥɭɱɟɧ ɱɟɪɟɡ 15 ɦɢɧɭɬ. 

Состав набора 
Кɚɪɬɪɢɞɠɢ ɫ ɪɟɚɝɟɧɬɚɦɢ:   6 ɤɚɪɬɪɢɞɠɟɣ x 10 ɤɨɪɨɛɨɤ. 
Кɚɪɬɪɢɞɠ ɫ ɪɟɚɝɟɧɬɚɦɢ ɫɨɫɬɨɢɬ ɢɡ 16 ɥɭɧɨɤ. Вɫɟ ɥɭɧɤɢ ɤɪɨɦɟ ɥɭɧɤɢ ɞɥɹ 
ɨɛɪɚɡɰɚ (ʋ1) ɢ ɥɭɧɤɢ ɞɥɹ ɫɱɢɬɵɜɚɧɢɹ (ʋ10) ɡɚɩɟɱɚɬɚɧɵ ɚɥɸɦɢɧɢɟɜɨɣ 
ɮɨɥɶɝɨɣ ɫɨ ɲɬɪɢɯ-ɤɨɞɨɦ.. Кɚɠɞɚɹ ɥɭɧɤɚ ɤɚɪɬɪɢɞɠɚ ɡɚɩɨɥɧɟɧɚ ɪɟɚɝɟɧɬɚɦɢ ɞɥɹ 
ɬɟɫɬɢɪɨɜɚɧɢɹ. 
Лɭɧɤɢ Ɏɨɪɦɚ ɋɨɫɬɚɜ Кɨɥɢɱ

ɟɫɬɜɨ 
Иɫɬɨɱɧɢɤ 

ʋ2 Жɢɞɤɚɹ ɓɟɥɨɱɧɚɹ ɮɨɫɮɚɬɚɡɚ, 
ɤɨɧɴɸɝɢɪɨɜɚɧɧɚɹ ɫ 
MoAb* ɤ D-ɞɢɦɟɪɭ 
MOPS Бɭɮɟɪ 
Нɚɬɪɢɹ ɚɡɢɞ 

50 ɦɤɥ 

< 0,1% 

Кɢɲɟɱɧɢɤ ɬɟɥɟɧɤɚ 

Мɵɲɶ  

ʋ7 Жɢɞɤɚɹ MoAb*ɤ D-ɞɢɦɟɪɭ ɧɚ 
ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰɚɯ 

50 ɦɤɥ Мɵɲɶ  

ʋ13 Жɢɞɤɚɹ ɏɟɦɢɥɸɦɢɧɢɫɰɟɧɬɧɵɣ 
ɫɭɛɫɬɪɚɬ CDP-Star® 

100 ɦɤɥ 

ʋ11 Жɢɞɤɚɹ Бɭɮɟɪ ɞɥɹ ɪɚɡɜɟɞɟɧɢɹ 
ɨɛɪɚɡɰɨɜ  
Ɍɪɢɫ-ɛɭɮɟɪ 
Нɚɬɪɢɹ ɚɡɢɞ 

50 ɦɤɥ 

< 0,1% 
ʋ3,  
4, 
5 

Жɢɞɤɚɹ ɉɪɨɦɵɜɨɱɧɵɣ ɛɭɮɟɪ 
Ɍɪɢɫ-ɛɭɮɟɪ 
Нɚɬɪɢɹ ɚɡɢɞ 

400 ɦɤɥ 

< 0,1% 
*MoAb - ɦɨɧɨɤɥɨɧɚɥɶɧɵɟ ɚɧɬɢɬɟɥɚ
ʋʋ 1, 6, 8, 9, 10, 12, 14, 15, 16 – ɩɭɫɬɵɟ ɹɱɟɣɤɢ 
CDP-Star® - ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɚɹ ɬɨɪɝɨɜɚɹ ɦɚɪɤɚ Applied Biosystems 

Кɚɥɢɛɪɚɬɨɪɵ 
1. Кɚɥɢɛɪɚɬɨɪ 1 (CAL-1) 1,0 ɦɥ x 2 ɮɥɚɤɨɧɚ (ɠɢɞɤɢɣ.) 
2. Кɚɥɢɛɪɚɬɨɪ 2 (CAL-2) ɞɥɹ 1,0 ɦɥ x 2 ɮɥɚɤɨɧɚ (ɥɢɨɮɢɥɢɡ.) 
3. Ɋɚɡɛɚɜɢɬɟɥɶ ɞɥɹ ɤɚɥɢɛɪɚɬɨɪɚ 2 ɮɥɚɤɨɧɚ (ɠɢɞɤɢɣ) Кɨɥ-ɜɨ ɦɥ! 

Кɚɪɬɚ MC ENTRY CARD 1 ɲɬɭɤɚ 
Иɧɫɬɪɭɤɰɢɹ  1 ɲɬɭɤɚ 

Необходимɵе, но не поставлɹемɵе материалɵ и оборудование 
Аɧɚɥɢɡɚɬɨɪ PATHFASTTM ɢ ɪɚɫɯɨɞɧɵɟ ɦɚɬɟɪɢɚɥɵ 
Кɨɧɬɪɨɥɶɧɵɟ ɦɚɬɟɪɢɚɥɵ ɞɥɹ D-ɞɢɦɟɪɚ 

Принɰип анализа 
ɉɪɨɰɟɞɭɪɚ ɩɪɨɜɟɞɟɧɢɹ ɚɧɚɥɢɡɚ PATHFAST D-Dimer ɨɫɧɨɜɚɧɚ ɧɚ ɦɟɬɨɞɟ 
CLEIA ɫ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɬɟɯɧɨɥɨɝɢɢ MAGTRATION®. В ɷɬɨɣ ɩɪɨɰɟɞɭɪɟ 
ɳɟɥɨɱɧɚɹ ɮɨɫɮɚɬɚɡɚ, ɦɟɱɟɧɧɚɹ ɦɨɧɨɤɥɨɧɚɥɶɧɵɦɢ ɚɧɬɢɬɟɥɚɦɢ ɤ D-ɞɢɦɟɪɭ ɢ 
ɦɨɧɨɤɥɨɧɚɥɶɧɵɟ ɚɧɬɢɬɟɥɚ ɤ D-ɞɢɦɟɪɭ ɧɚ ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰɚɯ ɫɦɟɲɢɜɚɸɬɫɹ ɫ 
ɨɛɪɚɡɰɚɦɢ ɝɟɩɚɪɢɧɢɡɢɪɨɜɚɧɧɨɣ ɤɪɨɜɢ ɢɥɢ ɩɥɚɡɦɵ. D-ɞɢɦɟɪ ɨɛɪɚɡɰɚ 
ɫɜɹɡɵɜɚɟɬɫɹ ɫ ɚɧɬɢɬɟɥɚɦɢ ɤ D-ɞɢɦɟɪɭ, ɨɛɪɚɡɭɹ ɢɦɦɭɧɨɤɨɦɩɥɟɤɫ ɫ ɦɟɱɟɧɵɦɢ 

ɮɟɪɦɟɧɬɨɦ ɚɧɬɢɬɟɥɚɦɢ ɢ ɚɧɬɢɬɟɥɚɦɢ ɧɚ ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰɚɯ. ɉɨɫɥɟ 
ɭɞɚɥɟɧɢɹ ɧɟɫɜɹɡɚɜɲɢɯɫɹ ɦɟɱɟɧɵɯ ɮɟɪɦɟɧɬɨɦ ɚɧɬɢɬɟɥ ɤ ɢɦɦɭɧɧɨɦɭ 
ɤɨɦɩɥɟɤɫɭ ɞɨɛɚɜɥɹɟɬɫɹ ɯɟɦɢɥɸɦɢɧɟɫɰɟɧɬɧɵɣ ɫɭɛɫɬɪɚɬ. ɉɨɫɥɟ ɤɨɪɨɬɤɨɣ 
ɢɧɤɭɛɚɰɢɢ ɩɨɞ ɜɨɡɞɟɣɫɬɜɢɟɦ ɮɟɪɦɟɧɬɧɨɣ ɪɟɚɤɰɢɢ ɜ ɫɦɟɫɢ ɧɚɱɢɧɚɟɬɫɹ 
ɥɸɦɢɧɟɫɰɟɧɰɢɹ, ɢɧɬɟɧɫɢɜɧɨɫɬɶ ɤɨɬɨɪɨɣ ɡɚɜɢɫɢɬ ɨɬ ɤɨɧɰɟɧɬɪɚɰɢɢ D-ɞɢɦɟɪɚ 
ɜ ɨɛɪɚɡɰɟ. Ɋɚɫɱɟɬ ɪɟɡɭɥɶɬɚɬɚ ɩɪɨɜɨɞɢɬɫɹ ɩɨ ɫɬɚɧɞɚɪɬɧɨɣ ɤɚɥɢɛɪɨɜɨɱɧɨɣ 
ɤɪɢɜɨɣ. 
*MAGTRATION® - ɬɟɯɧɨɥɨɝɢɹ ɪɚɡɞɟɥɟɧɢɹ B/F (ɫɜɹɡɚɧɧɨɝɨ/ɫɜɨɛɨɞɧɨɝɨ), ɫ
ɩɪɨɦɵɜɤɨɣ ɦɚɝɧɢɬɧɵɯ ɱɚɫɬɢɰ ɜ ɧɚɤɨɧɟɱɧɢɤɚɯ. Ɍɟɯɧɨɥɨɝɢɹ ɹɜɥɹɟɬɫɹ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɨɣ ɬɨɪɝɨɜɨɣ ɦɚɪɤɨɣ Precision System Science. 

Мерɵ предосторожности
Кɚɪɬɪɢɞɠɢ ɫ ɪɟɚɝɟɧɬɚɦɢ 
1. Нɟ ɢɫɩɨɥɶɡɨɜɚɬɶ ɪɟɚɝɟɧɬɵ ɩɨ ɨɤɨɧɱɚɧɢɢ ɫɪɨɤɚ ɯɪɚɧɟɧɢɹ. 
2. Нɟ ɢɫɩɨɥɶɡɨɜɚɬɶ ɤɚɪɬɪɢɞɠɢ ɩɨɜɬɨɪɧɨ, ɷɬɨ ɨɞɧɨɪɚɡɨɜɵɟ ɪɚɫɯɨɞɧɵɟ 

ɦɚɬɟɪɢɚɥɵ. 
3. Нɟ ɫɧɢɦɚɬɶ ɚɥɸɦɢɧɢɟɜɭɸ ɮɨɥɶɝɭ ɫ ɤɚɪɬɪɢɞɠɚ. 
4. Дɟɪɠɚɬɶ ɤɚɪɬɪɢɞɠ ɬɨɥɶɤɨ ɡɚ ɤɪɚɣ ɢ ɧɟ ɤɚɫɚɬɶɫɹ ɩɚɥɶɰɚɦɢ ɚɥɸɦɢɧɢɟɜɨɝɨ 

ɩɨɤɪɵɬɢɹ ɢ ɱɟɪɧɨɣ ɫɱɟɬɧɨɣ ɹɱɟɣɤɢ. 
5. Нɟ ɩɨɥɶɡɨɜɚɬɶɫɹ ɩɨɜɪɟɠɞɟɧɧɵɦɢ ɤɚɪɬɪɢɞɠɚɦɢ. 
6. Иɡɛɟɝɚɬɶ ɩɨɩɚɞɚɧɢɹ ɫɥɸɧɵ ɜ ɱɟɪɧɭɸ ɫɱɟɬɧɭɸ ɹɱɟɣɤɭ.
7. Иɡɛɟɝɚɬɶ ɡɚɝɪɹɡɧɟɧɢɹ ɪɟɚɝɟɧɬɨɜ ɢ ɢɯ ɷɤɫɩɨɡɢɰɢɢ ɧɚ ɩɪɹɦɨɦ ɫɨɥɧɟɱɧɨɦ 

ɫɜɟɬɭ.
8. ɉɪɢ ɧɟɤɨɬɨɪɵɯ ɭɫɥɨɜɢɹɯ ɯɪɚɧɟɧɢɹ ɢ ɬɪɚɧɫɩɨɪɬɢɪɨɜɤɢ ɦɨɠɟɬ 

ɧɚɛɥɸɞɚɬɶɫɹ ɫɥɢɩɚɧɢɟ ɚɥɸɦɢɧɢɟɜɨɝɨ ɩɨɤɪɵɬɢɹ ɤɚɪɬɪɢɞɠɟɣ. Еɫɥɢ ɬɚɤɨɟ 
ɧɚɛɥɸɞɚɟɬɫɹ, ɚɤɤɭɪɚɬɧɨ ɪɚɡɞɟɥɢɬɟ ɤɚɪɬɪɢɞɠɢ ɧɚ ɫɬɨɥɟ.

9. Аɡɢɞ ɧɚɬɪɢɹ, ɫɨɞɟɪɠɚɳɢɣɫɹ ɜ ɪɟɚɝɟɧɬɚɯ, ɦɨɠɟɬ ɜɫɬɭɩɚɬɶ ɜ ɪɟɚɤɰɢɸ ɫ 
ɦɟɞɶɸ ɢ ɫɜɢɧɰɨɦ ɜ ɜɨɞɨɩɪɨɜɨɞɧɵɯ ɫɢɫɬɟɦɚɯ ɫ ɨɛɪɚɡɨɜɚɧɢɟɦ 
ɜɡɪɵɜɨɨɩɚɫɧɵɯ ɫɨɥɟɣ. ɋɨɞɟɪɠɚɧɢɟ ɷɬɨɝɨ ɜɟɳɟɫɬɜɚ ɜ ɪɟɚɝɟɧɬɚɯ ɤɪɚɣɧɟ 
ɦɚɥɨ, ɧɨ, ɬɟɦ ɧɟ ɦɟɧɟɟ, ɩɪɢ ɭɬɢɥɢɡɚɰɢɢ ɚɡɢɞ-ɫɨɞɟɪɠɚɳɢɯ ɦɚɬɟɪɢɚɥɨɜ, 
ɨɧɢ ɞɨɥɠɧɵ ɫɦɵɜɚɬɶɫɹ ɛɨɥɶɲɢɦ ɤɨɥɢɱɟɫɬɜɨɦ ɜɨɞɵ. 

10. ɍɬɢɥɢɡɢɪɨɜɚɬɶ ɨɬɯɨɞɵ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɧɚɰɢɨɧɚɥɶɧɵɦɢ ɩɪɚɜɢɥɚɦɢ
ɭɬɢɥɢɡɚɰɢɢ ɛɢɨɥɨɝɢɱɟɫɤɢɯ ɨɬɯɨɞɨɜ. ɋɨɛɥɸɞɚɬɶ ɨɛɳɢɟ ɦɟɪɵ 
ɩɪɟɞɨɫɬɨɪɨɠɧɨɫɬɢ ɢ ɨɛɪɚɳɚɬɶɫɹ ɫɨ ɜɫɟɦɢ ɤɨɦɩɨɧɟɧɬɚɦɢ ɤɚɤ ɫ 
ɩɨɬɟɧɰɢɚɥɶɧɨ ɢɧɮɟɤɰɢɨɧɧɵɦɢ ɚɝɟɧɬɚɦɢ. 

Условиɹ хранениɹ 
ɏɪɚɧɢɬɶ ɩɪɢ +2 +8ºɋ. Нɟ ɨɬɤɪɵɜɚɬɶ ɤɚɪɬɪɢɞɠ ɞɨ ɢɫɩɨɥɶɡɨɜɚɧɢɹ. 

Срок хранениɹ 
ɋɪɨɤ ɯɪɚɧɟɧɢɹ ɭɤɚɡɚɧ ɧɚ ɤɚɪɬɪɢɞɠɟ, ɤɨɪɨɛɤɟ ɢ ɭɩɚɤɨɜɤɟ. 

Сбор проб 
1. Иɫɩɨɥɶɡɨɜɚɬɶ ɰɟɥɶɧɭɸ ɤɪɨɜɶ ɢɥɢ ɩɥɚɡɦɭ, ɫɨɛɪɚɧɧɵɟ ɞɨɥɠɧɵɦ ɨɛɪɚɡɨɦ ɜ 

ɩɪɨɛɢɪɤɢ ɫ ɧɚɬɪɢɹ ɝɟɩɚɪɢɧɚɬɨɦ, ɥɢɬɢɹ ɝɟɩɚɪɢɧɚɬɨɦ ɢɥɢ ɧɚɬɪɢɹ ɰɢɬɪɚɬɨɦ.
2. Ɉɛɪɚɡɰɵ ɰɟɥɶɧɨɣ ɤɪɨɜɢ ɞɨɥɠɧɵ ɛɵɬɶ ɩɪɨɚɧɚɥɢɡɢɪɨɜɚɧɵ ɜ ɬɟɱɟɧɢɟ 4

ɱɚɫɨɜ ɩɨɫɥɟ ɫɛɨɪɚ. 
3. ɉɟɪɟɞ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɨɛɪɚɡɰɚ ɫɥɟɞɭɟɬ ɭɛɟɞɢɬɶɫɹ, ɱɬɨ ɨɧɚ ɧɟ ɫɨɞɟɪɠɢɬ

ɮɢɛɪɢɧɨɜɵɯ ɧɢɬɟɣ ɢ ɞɪɭɝɢɯ ɧɟɪɚɫɬɜɨɪɢɦɵɯ ɱɚɫɬɢɰ, ɜ ɩɪɨɬɢɜɧɨɦ ɫɥɭɱɚɟ 
ɨɛɪɚɡɟɰ ɧɟɨɛɯɨɞɢɦɨ ɨɫɜɟɬɥɢɬɶ ɰɟɧɬɪɢɮɭɝɢɪɨɜɚɧɢɟɦ ɢɥɢ ɮɢɥɶɬɪɚɰɢɟɣ.

4. ɉɥɚɡɦɭ ɯɪɚɧɢɬɶ ɩɪɢ ɬɟɦɩɟɪɚɬɭɪɟ -20ɨɋ. Ɉɛɪɚɡɰɵ ɧɟ ɡɚɦɨɪɚɠɢɜɚɬɶ 
ɩɨɜɬɨɪɧɨ. 

Подготовка реагентов и проведение анализа 
Подготовка реагентов 
1. Кɚɪɬɪɢɞɠ ɫ ɪɟɚɝɟɧɬɚɦɢ 

Гɨɬɨɜ ɤ ɢɫɩɨɥɶɡɨɜɚɧɢɸ. 
2. Кɚɥɢɛɪɚɬɨɪ CAL-1

Гɨɬɨɜ ɤ ɢɫɩɨɥɶɡɨɜɚɧɢɸ. 
3. Кɚɥɢɛɪɚɬɨɪ CAL-2

Вɨɫɫɬɚɧɨɜɢɬɶ ɮɥɚɤɨɧ ɫ ɤɚɥɢɛɪɚɬɨɪɨɦ CAL-2 ɞɨ ɩɨɥɧɨɝɨ ɨɛɴɟɦɚ ɩɪɢ 
ɩɨɦɨɳɢ ɞɨɛɚɜɥɟɧɢɹ ɫɨɞɟɪɠɢɦɨɝɨ ɨɞɧɨɝɨ ɮɥɚɤɨɧɚ ɪɚɡɛɚɜɢɬɟɥɹ ɞɥɹ
ɤɚɥɢɛɪɚɬɨɪɚ (1 ɦɥ). Вɨɫɫɬɚɧɨɜɥɟɧɧɵɣ ɤɚɥɢɛɪɚɬɨɪ ɫɨɯɪɚɧɹɟɬ ɫɬɚɛɢɥɶɧɨɫɬɶ 
ɜ ɬɟɱɟɧɢɟ 3 ɞɧɟɣ ɩɪɢ 2-8º ɋ ɢɥɢ 1 ɦɟɫɹɰ ɩɪɢ –20º C. 
ɉɊИМЕɑАНИЕ: ɉɪɢ ɜɨɫɫɬɚɧɨɜɥɟɧɢɢ ɤɚɥɢɛɪɚɬɨɪɚ ɢɫɩɨɥɶɡɭɣɬɟ
ɨɞɢɧɚɤɨɜɵɟ ɥɨɬɵ CAL-2 ɢ ɪɚɡɛɚɜɢɬɟɥɹ ɞɥɹ ɤɚɥɢɛɪɚɬɨɪɚ. Нɢɤɨɝɞɚ ɧɟ 
ɫɦɟɲɢɜɚɣɬɟ ɪɚɡɧɵɟ ɥɨɬɵ ɤɚɥɢɛɪɚɬɨɪɚ ɢ ɪɚɡɛɚɜɢɬɟɥɹ.

Установка основной калибровоɱной кривой 
1. ɍɫɬɚɧɨɜɤɚ ɩɪɨɜɨɞɢɬɫɹ ɤɚɠɞɵɣ ɪɚɡ ɩɪɢ ɧɚɱɚɥɟ ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɧɨɜɨɝɨ ɥɨɬɚ

ɪɟɚɝɟɧɬɨɜ.
2. ɍɫɬɚɧɨɜɤɚ ɨɫɧɨɜɧɨɣ ɤɚɥɢɛɪɨɜɨɱɧɨɣ ɤɪɢɜɨɣ ɩɪɨɢɡɜɨɞɢɬɫɹ ɩɭɬɟɦ 

ɫɱɢɬɵɜɚɧɢɹ ɲɬɪɢɯ-ɤɨɞɚ ɧɚ ɤɚɪɬɟ MC ENTRY CARD, ɤɨɬɨɪɚɹ 



PF1051-K D-Dimer веɪɫиɹ 5 
ɜɤɥɚɞɵɜɚɟɬɫɹ ɜ ɤɚɠɞɭɸ ɭɩɚɤɨɜɤɭ, ɪɭɱɧɵɦ ɫɱɢɬɵɜɚɬɟɥɟɦ ɲɬɪɢɯ-ɤɨɞɨɜ ɞɥɹ 
PATHFAST. Бɨɥɟɟ ɩɨɞɪɨɛɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɚɧɚ ɜ ɪɭɤɨɜɨɞɫɬɜɟ ɩɨɥɶɡɨɜɚɬɟɥɹ 
ɞɥɹ ɩɪɢɛɨɪɚ PATHFAST. 

ɉɨɥɶɡɨɜɚɬɟɥɶɫɤɚɹ ɤɚɥɢɛɪɨɜɤɚ 
1. Ɋɟɡɭɥɶɬɚɬ PATHFAST D-Dimer ɜɵɜɨɞɢɬɫɹ ɜ ɦɤɝ/ɦɥ ɎɗЕ (ɮɢɛɪɢɧɨɝɟɧ-

ɷɤɜɢɜɚɥɟɧɬɧɵɯ ɟɞɢɧɢɰ). Ɉɞɧɚ ɎɗЕ ɜ ɦɤɝ/ɦɥ ɷɤɜɢɜɚɥɟɧɬɧɚ ɨɞɧɨɣ ɎɗЕ ɜ 
ɦɝ/ɥ, ɚ ɨɞɧɚ ɎɗЕ ɜ ɦɤɝ/ɦɥ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɨɞɧɨɣ ɎɗЕ ɜ ɧɝ/ɦɥ x 1,000. 
Ɋɟɡɭɥɶɬɚɬ ɦɨɠɟɬ ɛɵɬɶ ɩɟɪɟɜɟɞɟɧ ɜ ɦɤɝ/ɦɥ ɩɭɬɟɦ ɭɦɧɨɠɟɧɢɹ ɧɚ 
ɤɨɷɮɮɢɰɢɟɧɬ 0,5.

2. ɉɨɥɶɡɨɜɚɬɟɥɶɫɤɚɹ ɤɚɥɢɛɪɨɜɤɚ ɧɟɨɛɯɨɞɢɦɚ, ɤɨɝɞɚ ɧɚɱɢɧɚɟɬ ɢɫɩɨɥɶɡɨɜɚɬɶɫɹ 
ɧɨɜɵɣ ɥɨɬ ɪɟɚɝɟɧɬɨɜ, ɩɨɫɥɟ ɭɫɬɚɧɨɜɤɢ ɨɫɧɨɜɧɨɣ ɤɚɥɢɛɪɨɜɨɱɧɨɣ ɤɪɢɜɨɣ ɩɨ
MC ENTRY CARD. 

3. ɉɨɥɶɡɨɜɚɬɟɥɶɫɤɭɸ ɤɚɥɢɛɪɨɜɤɭ ɧɟɨɛɯɨɞɢɦɨ ɨɛɧɨɜɥɹɬɶ ɤɚɠɞɵɟ 4 ɧɟɞɟɥɢ
ɩɨɫɥɟ ɩɪɨɜɟɞɟɧɢɹ ɩɟɪɜɨɣ ɤɚɥɢɛɪɨɜɤɢ (MC ENTRY CARD ɞɥɹ ɷɬɨɝɨ ɧɟ
ɧɭɠɧɚ).

4. Дɨɥɠɧɵ ɛɵɬɶ ɩɪɨɬɟɫɬɢɪɨɜɚɧɵ ɨɛɚ ɤɚɥɢɛɪɚɬɨɪɚ, CAL-1 ɢ CAL-2, ɜ ɞɭɛɥɹɯ.
ɋɥɟɞɨɜɚɬɟɥɶɧɨ, ɞɥɹ ɩɪɨɜɟɞɟɧɢɹ ɤɚɥɢɛɪɨɜɤɢ ɬɪɟɛɭɸɬɫɹ 4 ɤɚɪɬɪɢɞɠɚ, ɞɜɚ ɞɥɹ
CAL-1 ɢ ɞɜɚ ɞɥɹ CAL-2.

5. ɍɫɬɚɧɨɜɢɬɟ ɪɟɚɝɟɧɬɧɵɟ ɤɚɪɬɪɢɞɠɢ ɜ ɤɚɫɫɟɬɭ ɞɥɹ ɤɚɪɬɪɢɞɠɟɣ, ɩɨɬɨɦ 
ɜɧɟɫɢɬɟ ɩɪɢɦɟɪɧɨ ɩɨ 100 ɦɤɥ CAL-1 ɢ CAL-2 ɜ ɥɭɧɤɢ ɞɥɹ ɨɛɪɚɡɰɚ ɢ 
ɡɚɩɭɫɬɢɬɟ ɩɪɢɛɨɪ PATHFAST.

6. Вɵɩɨɥɧɢɬɟ ɩɨɥɶɡɨɜɚɬɟɥɶɫɤɭɸ ɤɚɥɢɛɪɨɜɤɭ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɪɭɤɨɜɨɞɫɬɜɨɦ 
ɩɨɥɶɡɨɜɚɬɟɥɹ ɞɥɹ ɩɪɢɛɨɪɚ PATHFAST.

Контролɶ каɱества 
1. ɋɦɨɬɪɢɬɟ ɪɭɤɨɜɨɞɫɬɜɨ ɩɨɥɶɡɨɜɚɬɟɥɹ ɞɥɹ ɩɪɢɛɨɪɚ PATHFAST. Кɨɧɬɪɨɥɶ 

ɤɚɱɟɫɬɜɚ ɩɪɨɜɨɞɢɬɫɹ ɩɨɫɥɟ ɤɚɠɞɨɣ ɤɚɥɢɛɪɨɜɤɢ, ɱɬɨɛɵ ɩɪɨɜɟɪɢɬɶ 
ɤɚɥɢɛɪɨɜɨɱɧɵɟ ɤɪɢɜɵɟ ɢ ɫɨɯɪɚɧɢɬɶ ɞɚɧɧɵɟ ɤɨɧɬɪɨɥɶɧɵɯ ɨɛɪɚɡɰɨɜ ɞɥɹ 
ɤɨɧɬɪɨɥɹ ɤɚɱɟɫɬɜɚ ɚɧɚɥɢɡɨɜ. Кɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ ɨɛɹɡɚɬɟɥɟɧ ɞɥɹ ɝɚɪɚɧɬɢɢ 
ɬɨɱɧɨɫɬɢ ɪɟɡɭɥɶɬɚɬɨɜ. ɉɨɫɥɟ ɤɚɠɞɨɣ ɤɚɥɢɛɪɨɜɤɢ, ɜ ɤɚɠɞɨɣ ɧɨɜɨɣ ɩɚɪɬɢɢ
ɪɚɧɟɟ ɤɚɥɢɛɪɨɜɚɧɧɨɝɨ ɬɟɫɬɨɜɨɝɨ ɧɚɛɨɪɚ ɪɟɚɝɟɧɬɨɜ, ɢɥɢ ɜɫɹɤɢɣ ɪɚɡ, ɤɨɝɞɚ 
ɧɟɨɛɯɨɞɢɦɨ ɩɪɨɜɟɪɢɬɶ ɬɨɱɧɨɫɬɶ ɪɟɡɭɥɶɬɚɬɨɜ, ɧɭɠɧɨ ɫɪɚɜɧɢɬɶ ɨɛɚ ɭɪɨɜɧɹ
ɦɚɬɟɪɢɚɥɨɜ ɤɨɧɬɪɨɥɹ ɤɚɱɟɫɬɜɚ ɫ ɢɡɜɟɫɬɧɵɦɢ ɭɪɨɜɧɹɦɢ D-ɞɢɦɟɪɚ. 

2. ɉɪɚɜɢɥɚ GLP (Нɚɞɥɟɠɚɳɟɣ ɥɚɛɨɪɚɬɨɪɧɨɣ ɩɪɚɤɬɢɤɢ) ɪɟɤɨɦɟɧɞɭɸɬ
ɢɫɩɨɥɶɡɨɜɚɧɢɟ ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɝɨ ɤɨɧɬɪɨɥɹ ɤɚɱɟɫɬɜɚ. Дɥɹ ɤɨɧɬɪɨɥɹ 
ɤɚɱɟɫɬɜɚ ɪɟɤɨɦɟɧɞɭɟɬɫɹ ɫɨɛɥɸɞɚɬɶ ɩɨɥɨɠɟɧɢɹ ɮɟɞɟɪɚɥɶɧɵɯ, ɨɛɥɚɫɬɧɵɯ ɢ 
ɦɟɫɬɧɵɯ ɩɪɚɜɢɥ. Еɫɥɢ ɤɨɧɬɪɨɥɶ ɧɟ ɩɪɨɜɨɞɢɬɫɹ ɧɚɞɥɟɠɚɳɢɦ ɨɛɪɚɡɨɦ, ɧɟ 
ɢɫɩɨɥɶɡɭɣɬɟ ɪɟɡɭɥɶɬɚɬɵ ɬɟɫɬɨɜ. ɉɨɜɬɨɪɢɬɟ ɬɟɫɬ ɢɥɢ ɨɛɪɚɬɢɬɟɫɶ ɤ ɜɚɲɟɦɭ 
ɚɜɬɨɪɢɡɨɜɚɧɧɨɦɭ ɞɢɫɬɪɢɛɶɸɬɨɪɭ PATHFAST ɞɥɹ ɬɟɯɧɢɱɟɫɤɨɣ ɩɨɞɞɟɪɠɤɢ. 

Проɰедура тестированиɹ образɰов 
1. Иɫɩɨɥɶɡɭɣɬɟ ɝɟɩɚɪɢɧɢɡɢɪɨɜɚɧɧɭɸ ɢɥɢ ɰɢɬɪɚɬɧɭɸ ɰɟɥɶɧɭɸ ɤɪɨɜɶ ɢɥɢ 

ɩɥɚɡɦɭ (ɧɚɬɪɢɹ ɝɟɩɚɪɢɧɚɬ, ɥɢɬɢɹ ɝɟɩɚɪɢɧɚɬ, ɧɚɬɪɢɹ ɰɢɬɪɚɬ) ɜ ɤɚɱɟɫɬɜɟ 
ɨɛɪɚɡɰɚ. 

2. ɍɫɬɚɧɨɜɢɬɟ ɪɟɚɝɟɧɬɧɵɣ ɤɚɪɬɪɢɞɠ ɜ ɤɚɫɫɟɬɭ ɞɥɹ ɤɚɪɬɪɢɞɠɟɣ, ɩɨɬɨɦ ɜɧɟɫɢɬɟ 
ɩɪɢɦɟɪɧɨ 100 ɦɤɥ ɨɛɪɚɡɰɚ ɜ ɥɭɧɤɭ ɞɥɹ ɨɛɪɚɡɰɚ ɧɚ ɤɚɪɬɪɢɞɠɟ ɢ ɡɚɩɭɫɬɢɬɟ
ɩɪɢɛɨɪ PATHFAST.

3. ɉɪɨɜɟɞɢɬɟ ɬɟɫɬɢɪɨɜɚɧɢɟ ɫɨɝɥɚɫɧɨ ɢɧɫɬɪɭɤɰɢɢ ɩɨɥɶɡɨɜɚɬɟɥɹ ɞɥɹ ɩɪɢɛɨɪɚ.
ɉɪɢɦɟɱɚɧɢɹ: 
1. ɉɪɢ ɢɫɩɨɥɶɡɨɜɚɧɢɢ ɰɟɥɶɧɨɣ ɤɪɨɜɢ ɜɜɨɞ ɡɧɚɱɟɧɢɹ ɝɟɦɚɬɨɤɪɢɬɚ ɨɛɪɚɡɰɚ ɜ 

PATHFAST ɹɜɥɹɟɬɫɹ ɞɨɩɨɥɧɢɬɟɥɶɧɨɣ ɨɩɰɢɟɣ. ɋɦɨɬɪɢɬɟ ɪɭɤɨɜɨɞɫɬɜɨ 
ɩɨɥɶɡɨɜɚɬɟɥɹ ɞɥɹ PATHFAST.

2. Ɉɛɪɚɡɰɵ ɫ ɤɨɧɰɟɧɬɪɚɰɢɟɣ D-ɞɢɦɟɪɚ >5 ɦɤɝ/ɦɥ ɎɗЕ ɫɥɟɞɭɟɬ ɪɚɡɜɟɫɬɢ 
ɪɚɡɛɚɜɢɬɟɥɟɦ ɞɥɹ ɨɛɪɚɡɰɚ (ɤɚɬ. ʋ PF03D) ɢɥɢ ɮɢɡɪɚɫɬɜɨɪɨɦ ɢ
ɩɪɨɬɟɫɬɢɪɨɜɚɬɶ ɩɨɜɬɨɪɧɨ ɞɥɹ ɩɨɥɭɱɟɧɢɹ ɬɨɱɧɨɝɨ ɪɟɡɭɥɶɬɚɬɚ. ɉɪɢ ɷɬɨɦ 
ɧɟɨɛɯɨɞɢɦɨ ɭɱɢɬɵɜɚɬɶ ɤɨɷɮɮɢɰɢɟɧɬ ɪɚɡɜɟɞɟɧɢɹ. 

Референтнɵе уровни 
1. Ɋɟɮɟɪɟɧɬɧɵɟ ɭɪɨɜɧɢ ɦɨɝɭɬ ɨɬɥɢɱɚɬɶɫɹ ɨɬ ɥɚɛɨɪɚɬɨɪɢɢ ɤ ɥɚɛɨɪɚɬɨɪɢɢ, ɨɬ 

ɫɬɪɚɧɵ ɤ ɫɬɪɚɧɟ ɜ ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ ɦɧɨɠɟɫɬɜɚ ɮɚɤɬɨɪɨɜ. ɉɨɷɬɨɦɭ ɤɚɠɞɨɣ
ɥɚɛɨɪɚɬɨɪɢɢ ɪɟɤɨɦɟɧɞɭɟɬɫɹ ɭɫɬɚɧɚɜɥɢɜɚɬɶ ɫɨɛɫɬɜɟɧɧɵɟ ɪɟɮɟɪɟɧɬɧɵɟ 
ɭɪɨɜɧɢ.

2. Ɋɟɮɟɪɟɧɬɧɵɣ ɢɧɬɟɪɜɚɥ ɞɥɹ ɬɟɫɬɚ PATHFAST D-Dimer ɛɵɥ ɨɩɪɟɞɟɥɟɧ ɧɚ 73 
ɡɞɨɪɨɜɵɯ ɢɧɞɢɜɢɞɚɯ. ɍɪɨɜɟɧɶ D-ɞɢɦɟɪɚ ɫɨɫɬɚɜɢɥ 0,063-0,701 ɦɤɝ/ɦɥ ɎɗЕ 
(ɱɬɨ ɫɨɨɬɜɟɬɫɬɜɭɟɬ 32-350 ɧɝ/ɦɥ) ɜ 95% ɞɨɜɟɪɢɬɟɥɶɧɨɦ ɢɧɬɟɪɜɚɥɟ (ɜ
ɞɢɚɩɚɡɨɧɟ ɨɬ 2,5 ɞɨ 97,5%). Иɡɦɟɪɟɧɧɵɟ ɭɪɨɜɧɢ D-ɞɢɦɟɪɚ ɧɚɯɨɞɢɥɢɫɶ ɜ 
ɞɢɚɩɚɡɨɧɟ ɨɬ 0,036 ɦɤɝ/ɦɥ ɎɗЕ (18 ɧɝ/ɦɥ) ɞɨ 0,708 ɦɤɝ/ɦɥ ɎɗЕ (354 ɧɝ/ɦɥ)
ɫɨ ɫɪɟɞɧɢɦ ɡɧɚɱɟɧɢɟɦ 0,239 ɦɤɝ/ɦɥ ɎɗЕ (120 ɧɝ/ɦɥ).

Спеɰифиɱеские рабоɱие характеристики теста 
Ɋɚɛɨɱɢɟ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ PATHFAST ɩɪɟɞɫɬɚɜɥɟɧɵ ɧɢɠɟ. 
1. Дɢɚɩɚɡɨɧ ɪɟɡɭɥɶɬɚɬɨɜ: 0,005 -5 ɦɤɝ/ɦɥ ɎɗЕ. 
2. ɋɪɚɜɧɟɧɢɟ ɫ ɞɪɭɝɢɦɢ ɦɟɬɨɞɚɦɢ (ɨɛɪɚɡɰɵ ɩɥɚɡɦɵ) 

y=0,99x + 0,198, r=0,913, n=113
(y - ɞɚɧɧɵɣ ɦɟɬɨɞ, x - Dade Behring Stratus® CS D-Dimer (Stratus ® - 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɚɹ ɬɨɪɝɨɜɚɹ ɦɚɪɤɚ Dade Behring Inc.), n – ɤɨɥɢɱɟɫɬɜɨ 
ɢɫɩɵɬɚɧɢɣ). 

3. Кɨɪɪɟɥɹɰɢɹ ɦɟɠɞɭ ɪɟɡɭɥɶɬɚɬɚɦɢ PATHFAST ɩɨ ɰɟɥɶɧɨɣ ɤɪɨɜɢ ɢ ɩɥɚɡɦɟ 
y=1,01x + 0,003, r=0,994, n=68
(y – ɝɟɩɚɪɢɧɢɡɢɪɨɜɚɧɧɚɹ ɰɟɥɶɧɚɹ ɤɪɨɜɶ, x – ɝɟɩɚɪɢɧɢɡɢɪɨɜɚɧɧɚɹ ɩɥɚɡɦɚ) 
y=1,10x - 0,012, r=0,996, n=68 
(y – ɰɢɬɪɚɬɧɚɹ ɰɟɥɶɧɚɹ ɤɪɨɜɶ, x – ɰɢɬɪɚɬɧɚɹ ɩɥɚɡɦɚ) 
y=0,90x + 0,0002, r=0,989, n=68
(y – ɰɢɬɪɚɬɧɚɹ ɰɟɥɶɧɚɹ ɤɪɨɜɶ, x – ɝɟɩɚɪɢɧɢɡɢɪɨɜɚɧɧɚɹ ɰɟɥɶɧɚɹ ɤɪɨɜɶ) 

4. ɋɬɚɧɞɚɪɬɢɡɚɰɢɹ 
Кɚɥɢɛɪɚɬɨɪɵ ɞɥɹ PATHFAST D-Dimer ɫɨɫɬɨɹɬ ɢɡ ɜɵɫɨɤɨɦɨɥɟɤɭɥɹɪɧɨɣ 
ɮɪɚɤɰɢɢ ɩɪɨɞɭɤɬɨɜ ɞɟɝɪɚɞɚɰɢɢ ɩɟɪɟɤɪɟɫɬɧɨ-ɫɲɢɬɨɝɨ ɮɢɛɪɢɧɚ, 
ɩɨɥɭɱɟɧɧɵɯ ɫ ɩɨɦɨɳɶɸ ɪɚɫɳɟɩɥɟɧɢɹ ɩɥɚɡɦɢɧɨɦ.

5. Ɍɨɱɧɨɫɬɶ ɢɡɦɟɪɟɧɢɣ 
Вɨɫɩɪɨɢɡɜɨɞɢɦɨɫɬɶ ɨɩɪɟɞɟɥɹɥɚɫɶ ɫ ɩɨɦɨɳɶɸ ɧɚɫɬɨɹɳɟɝɨ ɦɟɬɨɞɚ ɧɚ 3 
ɤɨɧɬɪɨɥɶɧɵɯ ɦɚɬɟɪɢɚɥɚɯ ɩɨ ɫɥɟɞɭɸɳɟɦɭ ɩɪɨɬɨɤɨɥɭ: ɤɚɠɞɵɣ ɢɡ ɬɪɟɯ 
ɨɛɪɚɡɰɨɜ ɩɥɚɡɦɵ ɢɫɫɥɟɞɨɜɚɥɫɹ ɜ ɞɭɛɥɹɯ ɜ ɬɟɱɟɧɢɟ 20 ɫɥɭɱɚɣɧɵɯ ɞɧɟɣ.
Вɧɭɬɪɢɬɟɫɬɨɜɵɟ ɢ ɨɛɳɢɟ ɫɬɚɧɞɚɪɬɧɵɟ ɨɬɤɥɨɧɟɧɢɹ ɪɚɫɫɱɢɬɵɜɚɥɢɫɶ ɩɨ 
ɩɪɨɬɨɤɨɥɭ NCCLS EP-5A. Бɵɥɢ ɩɨɥɭɱɟɧɵ ɫɥɟɞɭɸɳɢɟ ɪɟɡɭɥɶɬɚɬɵ. 

S.D. – ɫɬɚɧɞɚɪɬɧɨɟ ɨɬɤɥɨɧɟɧɢɟ, ɋ.V. – ɤɨɷɮɮɢɰɢɟɧɬ ɜɚɪɢɚɰɢɢ. 
6. ɉɪɟɞɟɥ ɱɭɜɫɬɜɢɬɟɥɶɧɨɫɬɢ: 0,005 ɦɤɝ/ɦɥ ɎɗЕ.

ɍɫɬɚɧɨɜɥɟɧ ɤɚɤ ɫɚɦɚɹ ɧɢɡɤɚɹ ɚɧɚɥɢɡɢɪɭɟɦɚɹ ɤɨɧɰɟɧɬɪɚɰɢɹ ɩɥɸɫ 2 
ɫɬɚɧɞɚɪɬɧɵɯ ɨɬɤɥɨɧɟɧɢɹ ɨɬ ɫɪɟɞɧɟɝɨ ɡɧɚɱɟɧɢɹ ɧɭɥɟɜɨɝɨ ɤɚɥɢɛɪɚɬɨɪɚ.

Возможнɵе взаимодействиɹ 
Кɚɤ ɛɵɥɨ ɨɛɧɚɪɭɠɟɧɨ, ɫɥɟɞɭɸɳɢɟ ɜɟɳɟɫɬɜɚ ɜ ɧɢɠɟɭɤɚɡɚɧɧɵɯ 
ɤɨɧɰɟɧɬɪɚɰɢɹɯ ɨɤɚɡɵɜɚɥɢ ɜɥɢɹɧɢɟ ɦɟɧɟɟ 10% ɧɚ ɪɟɡɭɥɶɬɚɬɵ ɬɟɫɬɢɪɨɜɚɧɢɹ. 
ɋɜɨɛɨɞɧɵɣ ɛɢɥɢɪɭɛɢɧ (60 ɦɝ/ɞɥ) 
ɋɜɹɡɚɧɧɵɣ ɛɢɥɢɪɭɛɢɧ (60 ɦɝ/ɞɥ) 
Ɍɪɢɝɥɢɰɟɪɢɞɵ, ɥɢɩɟɦɢɹ ɨɛɪɚɡɰɚ  (1000 ɦɝ/ɞɥ) 
Гɟɦɨɝɥɨɛɢɧ (ɩɪɢ ɝɟɦɨɥɢɡɟ) (Hb 1000 ɦɝ/ɞɥ) 
Ɋɟɜɦɚɬɨɢɞɧɵɣ ɮɚɤɬɨɪ  (500 МЕ/ɦɥ) 
Вɵɫɨɤɚɹ ɤɨɧɰɟɧɬɪɚɰɢɹ E-ɮɪɚɝɦɟɧɬɨɜ, ɬɚɤɢɯ ɤɚɤɢɟ ɨɛɧɚɪɭɠɢɜɚɸɬɫɹ ɭ 
ɩɚɰɢɟɧɬɨɜ, ɩɨɥɭɱɚɸɳɢɯ ɬɪɨɦɛɨɥɢɬɢɱɟɫɤɭɸ ɬɟɪɚɩɢɸ, ɦɨɠɟɬ ɩɪɢɜɨɞɢɬɶ ɤ 
ɡɚɧɢɠɟɧɧɵɦ ɪɟɡɭɥɶɬɚɬɚɦ. 

Ограниɱениɹ проɰедурɵ 
1. ɋɢɫɬɟɦɚ ɨɩɨɜɟɳɟɧɢɹ ɨɛ ɨɲɢɛɤɚɯ ɜ ɩɪɢɛɨɪɟ ɫɨɞɟɪɠɢɬ ɤɨɞɨɜɵɟ 

ɨɛɨɡɧɚɱɟɧɢɹ ɨɲɢɛɨɤ ɞɥɹ ɩɪɟɞɭɩɪɟɠɞɟɧɢɹ ɩɟɪɫɨɧɚɥɚ ɨ ɧɟɢɫɩɪɚɜɧɨɫɬɹɯ. 
Лɸɛɨɣ ɨɬɱɟɬ ɨɛ ɨɲɢɛɤɟ, ɫɨɞɟɪɠɚɳɢɣ ɬɚɤɢɟ ɤɨɞɵ, ɞɨɥɠɟɧ ɛɵɬɶ ɫɨɯɪɚɧɟɧ. 
ɋɦɨɬɪɢɬɟ ɪɭɤɨɜɨɞɫɬɜɨ ɩɨɥɶɡɨɜɚɬɟɥɹ ɞɥɹ  PATHFAST.

2. Ɉɛɪɚɡɰɵ ɩɚɰɢɟɧɬɨɜ ɦɨɝɭɬ ɫɨɞɟɪɠɚɬɶ ɝɟɬɟɪɨɮɢɥɶɧɵɟ ɚɧɬɢɬɟɥɚ, ɤɨɬɨɪɵɟ 
ɦɨɝɭɬ ɜɫɬɭɩɚɬɶ ɜ ɢɦɦɭɧɧɭɸ ɪɟɚɤɰɢɸ ɢ ɬɚɤɢɦ ɨɛɪɚɡɨɦ ɜɥɢɹɬɶ ɧɚ 
ɪɟɡɭɥɶɬɚɬɵ, ɤɚɤ ɡɚɜɵɲɚɹ, ɬɚɤ ɢ ɡɚɧɢɠɚɹ ɢɯ. ɗɬɨɬ ɬɟɫɬ ɛɵɥ ɪɚɡɪɚɛɨɬɚɧ ɬɚɤ, 
ɱɬɨɛɵ ɦɢɧɢɦɢɡɢɪɨɜɚɬɶ ɬɚɤɢɟ ɜɥɢɹɧɢɹ. Ɍɟɦ ɧɟ ɦɟɧɟɟ, ɩɨɥɧɚɹ ɡɚɳɢɬɚ ɨɬ 
ɬɚɤɨɝɨ ɜɥɢɹɧɢɹ ɧɟ ɦɨɠɟɬ ɛɵɬɶ ɝɚɪɚɧɬɢɪɨɜɚɧɚ. Ɋɟɡɭɥɶɬɚɬ ɬɟɫɬɚ, ɧɟ 
ɫɨɝɥɚɫɭɸɳɢɣɫɹ ɫ ɨɛɳɟɣ ɤɥɢɧɢɱɟɫɤɨɣ ɤɚɪɬɢɧɨɣ ɢ ɚɧɚɦɧɟɡɨɦ ɞɨɥɠɟɧ
ɢɧɬɟɪɩɪɟɬɢɪɨɜɚɬɶɫɹ ɫ ɨɫɬɨɪɨɠɧɨɫɬɶɸ. 
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Сиɦвɨлɵ 
ɋɨɨɬɜɟɬɫɬɜɢɟ ɟɜɪɨɩɟɣɫɤɢɦ ɬɪɟɛɨɜɚɧɢɹɦ 
Дɥɹ in vitro ɞɢɚɝɧɨɫɬɢɤɢ 
Нɨɦɟɪ ɥɨɬɚ  

Кɚɬɚɥɨɠɧɵɣ ɧɨɦɟɪ ɩɪɨɞɭɤɬɚ 

ɉɪɨɢɡɜɨɞɢɬɟɥɶ 

ɍɩɨɥɧɨɦɨɱɟɧɧɵɣ ɩɪɟɞɫɬɚɜɢɬɟɥɶ 

ɋɨɞɟɪɠɢɦɨɝɨ ɞɨɫɬɚɬɨɱɧɨ ɞɥɹ 

Ɍɟɦɩɟɪɚɬɭɪɧɵɟ ɨɝɪɚɧɢɱɟɧɢɹ 

Вɧɭɬɪɢɬɟɫɬɨɜɚɹ 
ɜɚɪɢɚɛɟɥɶɧɨɫɬɶ 

Мɟɠɬɟɫɬɨɜɚɹ 
ɜɚɪɢɚɛɟɥɶɧɨɫɬɶ 

Ɉɛɪɚɡɟɰ ɋɪɟɞɧɟɟ 
(ɦɤɝ/ɦɥ 
ɎɗЕ) 

S.D. 
(ɦɤɝ/ɦɥ 
ɎɗЕ) 

C.V 
(%) 

S.D. 
(ɦɤɝ/ɦɥ 
ɎɗЕ) 

C.V 
(%) 

QC-L 0,024 0,001 3,9 1,002 6,9 
QC-M 0,249 0,007 2,9 0,015 6,0 
QC-H 2,448 0,120 4,9 0,174 7,1 



PF1051-K D-Dimer веɪɫиɹ 5 
ɋɪɨɤ ɯɪɚɧɟɧɢɹ 

Ɉɛɪɚɬɢɬɟ ɜɧɢɦɚɧɢɟ ɧɚ ɫɩɪɚɜɨɱɧɭɸ ɞɨɤɭɦɟɧɬɚɰɢɸ 

ɋɥɟɞɭɣɬɟ ɢɧɫɬɪɭɤɰɢɢ 

Кɚɥɢɛɪɚɬɨɪ 1 

Кɚɥɢɛɪɚɬɨɪ 2 

Ɋɚɡɛɚɜɢɬɟɥɶ 

* PATHFASTTM – ɬɨɪɝɨɜɚɹ ɦɚɪɤɚ LSI Medience Corporation. 


