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ɨ ɩɪɟɞɥɨɠɟɧɢɹɯ, ɩɨɫɬɭɩɢɜɲɢɯ ɜ ɯɨɞɟ ɩɪɨɜɟɞɟɧɢɹ ɩɭɛɥɢɱɧɨɝɨ ɨɛɫɭɠɞɟɧɢɹ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ 

ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ ɜ ɪɚɦɤɚɯ ɨɰɟɧɤɢ ɪɟɝɭɥɢɪɭɸɳɟɝɨ ɜɨɡɞɟɣɫɬɜɢɹ 

 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ:  
«Ɉ ɜɧɟɫɟɧɢɢ ɢɡɦɟɧɟɧɢɣ ɜ ɉɪɚɜɢɥɚ ɧɚɞɥɟɠɚɳɟɣ ɩɪɚɤɬɢɤɢ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ» 

 

ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

1. ɇɚɥɢɱɢɟ ɤɚɤɨɣ ɩɪɨɛɥɟɦɵ 
ɨɛɭɫɥɨɜɢɥɨ ɩɪɢɧɹɬɢɟ 

ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ? 

ɇɚɫɤɨɥɶɤɨ ɬɨɱɧɨ ɨɩɪɟɞɟɥɟɧɚ 
ɩɪɨɛɥɟɦɚ, ɞɥɹ ɪɟɲɟɧɢɹ 
ɤɨɬɨɪɨɣ ɧɟɨɛɯɨɞɢɦɨ 
ɜɜɟɞɟɧɢɟ ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɧɚ 
ɭɪɨɜɧɟ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ? 

ɉɪɢɧɹɬɢɟ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ ɨɛɭɫɥɨɜɢɥɢ 
ɫɥɟɞɭɸɳɢɟ ɩɪɨɛɥɟɦɵ: 

ȼ ɪɚɦɤɚɯ ɨɛɪɚɳɟɧɢɹ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ (Ʌɉ) ɟɫɬɶ ɪɢɫɤ 
ɜɨɡɧɢɤɧɨɜɟɧɢɹ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɢ ɷɮɮɟɤɬɨɜ, 
ɩɪɢɱɢɧɹɸɳɢɯ ɜɪɟɞ ɡɞɨɪɨɜɶɸ ɱɟɥɨɜɟɤɚ, ɫɥɭɱɚɟɜ 
ɧɟɷɮɮɟɤɬɢɜɧɨɫɬɢ Ʌɉ, ɩɪɟɞɫɬɚɜɥɹɸɳɢɯ ɭɝɪɨɡɭ 
ɠɢɡɧɢ ɢ ɡɞɨɪɨɜɶɸ ɱɟɥɨɜɟɤɚ. ɉɪɨɛɥɟɦɚ ɨɩɪɟɞɟɥɟɧɚ 
ɬɨɱɧɨ. 

Ɍɨɪɝɨɜɨ-

ɩɪɨɦɵɲɥɟɧɧɚɹ ɩɚɥɚɬɚ 
Ɋɨɫɫɢɣɫɤɨɣ Ɏɟɞɟɪɚɰɢɢ 

ɇɚɰɢɨɧɚɥɶɧɚɹ 
ɚɫɫɨɰɢɚɰɢɹ «ȺɉɎ» 

Ⱦɚɪɚɝɚɧ ɇɚɞɟɠɞɚ 
Ʉɨɧɫɬɚɧɬɢɧɨɜɧɚ 

ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 

2. ɇɚɫɤɨɥɶɤɨ ɰɟɥɶ 
ɪɚɡɪɚɛɨɬɤɢ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ 
ȿɗɄ (ɰɟɥɶ ɪɟɝɭɥɢɪɨɜɚɧɢɹ) 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɫɥɨɠɢɜɲɟɣɫɹ 
ɩɪɨɛɥɟɦɧɨɣ ɫɢɬɭɚɰɢɢ? 
Ɉɛɨɫɧɭɣɬɟ ɫɜɨɸ ɩɨɡɢɰɢɸ 

ɐɟɥɶ ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɩɪɨɛɥɟɦɟ. ȼ 
ɧɚɫɬɨɹɳɟɟ ɜɪɟɦɹ ɞɥɹ ɪɟɲɟɧɢɹ ɩɟɪɟɱɢɫɥɟɧɧɵɯ 
ɩɪɨɛɥɟɦ, ɧɟɨɛɯɨɞɢɦɚ ɝɚɪɦɨɧɢɡɚɰɢɹ 
ɦɟɬɨɞɨɥɨɝɢɱɟɫɤɢɯ ɩɨɞɯɨɞɨɜ ɤ ɜɵɹɜɥɟɧɢɸ ɪɟɞɤɢɯ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɷɮɮɟɤɬɨɜ, ɭɝɪɨɠɚɸɳɢɯ ɠɢɡɧɢ ɢ 
ɡɞɨɪɨɜɶɸ ɱɟɥɨɜɟɤɚ, ɫɜɹɡɚɧɧɵɯ ɫ ɪɢɫɤɚɦɢ ɨɛɪɚɳɟɧɢɹ 

ɢ ɩɪɢɦɟɧɟɧɢɹ ɭɠɟ ɢɡɜɟɫɬɧɵɯ Ʌɉ, ɜɵɹɜɥɟɧɢɹ ɧɚ 
ɪɵɧɤɟ Ʌɋ ɧɟɷɮɮɟɤɬɢɜɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, ɚ ɬɚɤɠɟ 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
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ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɭɫɬɚɧɨɜɥɟɧɢɟ ɟɞɢɧɵɯ ɬɪɟɛɨɜɚɧɢɣ ɤ ɨɰɟɧɤɟ 
ɛɟɡɨɩɚɫɧɨɫɬɢ Ʌɉ. 

3. ɇɚɫɤɨɥɶɤɨ ɬɨɱɧɨ 
ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ ɨɩɪɟɞɟɥɟɧɚ 

ɝɪɭɩɩɚ ɥɢɰ, ɧɚ ɡɚɳɢɬɭ 
ɢɧɬɟɪɟɫɨɜ ɤɨɬɨɪɵɯ 
ɧɚɩɪɚɜɥɟɧ ɩɪɨɟɤɬ ɪɟɲɟɧɢɹ 
ȿɗɄ, ɚ ɬɚɤɠɟ ɚɞɪɟɫɚɬɵ 

ɪɟɝɭɥɢɪɨɜɚɧɢɹ, ɢɧɬɟɪɟɫɵ 
ɤɨɬɨɪɵɯ ɛɭɞɭɬ ɡɚɬɪɨɧɭɬɵ 
ɩɪɟɞɥɚɝɚɟɦɵɦ 
ɪɟɝɭɥɢɪɨɜɚɧɢɟɦ, ɜ ɬɨɦ ɱɢɫɥɟ 
ɫɭɛɴɟɤɬɵ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ? ɉɪɢ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɭɤɚɠɢɬɟ 
ɧɟɞɨɫɬɚɸɳɢɯ ɥɢɰ, ɧɚ 
ɡɚɳɢɬɭ ɢɧɬɟɪɟɫɨɜ ɤɨɬɨɪɵɯ 
ɧɚɩɪɚɜɥɟɧ ɩɪɨɟɤɬ ɪɟɲɟɧɢɹ, 
ɢ ɚɞɪɟɫɚɬɨɜ ɪɟɝɭɥɢɪɨɜɚɧɢɹ. 

Ƚɪɭɩɩɚ ɥɢɰ, ɧɚ ɡɚɳɢɬɭ ɢɧɬɟɪɟɫɨɜ ɤɨɬɨɪɵɯ 
ɧɚɩɪɚɜɥɟɧ ɩɪɨɟɤɬ ɪɟɲɟɧɢɹ ȿɗɄ, ɚ ɬɚɤɠɟ ɚɞɪɟɫɚɬɵ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɨɩɪɟɞɟɥɟɧɵ ɩɨɥɧɨ ɢ ɬɨɱɧɨ. 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 

4.ɍɤɚɠɢɬɟ ɫɨɞɟɪɠɚɧɢɟ 
ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɯ 
ɨɝɪɚɧɢɱɟɧɢɣ (ɨɛɹɡɚɬɟɥɶɧɵɯ 

ɩɪɚɜɢɥ ɩɨɜɟɞɟɧɢɹ) ɞɥɹ 

Ɉɛɹɡɚɬɟɥɶɧɵɟ ɩɪɚɜɢɥɚ ɩɨɜɟɞɟɧɢɹ ɚɞɪɟɫɚɬɨɜ ɞɥɹ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ: 

ɫɨɡɞɚɧɢɟ ɤɚɠɞɵɦ ɢɡ ɩɪɨɢɡɜɨɞɢɬɟɥɟɣ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ ɫɩɟɰɢɚɥɶɧɨɝɨ ɩɨɞɪɚɡɞɟɥɟɧɢɹ 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
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1 2 3 4 

ɚɞɪɟɫɚɬɨɜ ɪɟɝɭɥɢɪɨɜɚɧɢɹ 
ɬɚɤ, ɤɚɤ ȼɵ ɟɝɨ ɩɨɧɢɦɚɟɬɟ. 
Ʉɚɤɢɟ ɛɭɞɭɬ ɩɨɫɥɟɞɫɬɜɢɹ ɨɬ 
ɜɜɟɞɟɧɢɹ ɩɪɟɞɥɚɝɚɟɦɨɝɨ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɧɚ ɭɪɨɜɧɟ 
ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ (ɜ 
ɬɨɦ ɱɢɫɥɟ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ 
ɪɟɝɭɥɢɪɨɜɚɧɢɟɦ, 
ɞɟɣɫɬɜɭɸɳɢɦ ɜ ɝɨɫɭɞɚɪɫɬɜɟ 
– ɱɥɟɧɟ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ)? ɉɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɩɪɢɜɟɞɢɬɟ 
ɩɪɢɦɟɪɵ ɬɚɤɢɯ ɩɨɫɥɟɞɫɬɜɢɣ. 

ɢɥɢ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɫɩɟɰɢɚɥɢɫɬɨɜ, ɤɨɬɨɪɵɟ ɜ ɫɜɨɸ 
ɨɱɟɪɟɞɶ ɛɭɞɭɬ ɩɪɨɜɨɞɢɬɶ ɫɛɨɪ, ɨɛɪɚɛɨɬɤɭ ɢ ɚɧɚɥɢɡ 
ɫɜɟɞɟɧɢɣ ɨɬɧɨɫɢɬɟɥɶɧɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ, ɜɵɩɭɫɤɚɟɦɵɯ ɢɦɢ Ʌɉ, ɜ ɭɫɥɨɜɢɹɯ 
ɪɟɚɥɶɧɨɝɨ ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɩɨɬɪɟɛɢɬɟɥɹɦɢ; 

ɩɪɨɜɟɞɟɧɢɟ ɢɧɫɩɟɤɰɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 

5. əɜɥɹɟɬɫɹ ɥɢ 
ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɣ ɩɪɨɟɤɬɨɦ 
ɪɟɲɟɧɢɹ ȿɗɄ ɜɚɪɢɚɧɬ 

ɪɟɲɟɧɢɹ ɩɪɨɛɥɟɦɵ ɧɚɢɛɨɥɟɟ 
ɨɩɬɢɦɚɥɶɧɵɦ ɢɡ ɱɢɫɥɚ 
ɪɚɫɫɦɨɬɪɟɧɧɵɯ 
ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ ɜɚɪɢɚɧɬɨɜ ɫ 
ɬɨɱɤɢ ɡɪɟɧɢɹ ɟɝɨ ɜɥɢɹɧɢɹ ɧɚ 

ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 

ɉɪɟɞɭɫɦɨɬɪɟɧɧɵɣ ɩɪɨɟɤɬɨɦ ɪɟɲɟɧɢɟ ȿɗɄ ɜɚɪɢɚɧɬ 
ɪɟɲɟɧɢɹ ɩɪɨɛɥɟɦɵ ɹɜɥɹɟɬɫɹ ɧɚɢɛɨɥɟɟ ɨɩɬɢɦɚɥɶɧɵɦ 
ɢɡ ɱɢɫɥɚ ɪɚɫɫɦɨɬɪɟɧɧɵɯ ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ ɜɚɪɢɚɧɬɨɜ. ɂɧɵɯ ɜɚɪɢɚɧɬɨɜ ɧɟ 
ɜɵɹɜɥɟɧɨ. 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɞɟɹɬɟɥɶɧɨɫɬɢ (ɜ ɬɨɦ ɱɢɫɥɟ 
ɜɵɝɨɞ ɢ ɢɡɞɟɪɠɟɤ ɫɭɛɴɟɤɬɨɜ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ)?  
Ɉɰɟɧɢɬɟ, ɫɭɳɟɫɬɜɭɸɬ ɥɢ 
ɢɧɵɟ ɜɚɪɢɚɧɬɵ ɞɨɫɬɢɠɟɧɢɹ 
ɰɟɥɟɣ ɪɟɝɭɥɢɪɨɜɚɧɢɹ. ȿɫɥɢ 
ɬɚɤɢɟ ɢɦɟɸɬɫɹ, ɬɨ ɩɪɢɜɟɞɢɬɟ 
ɬɨɬ ɢɡ ɧɢɯ, ɤɨɬɨɪɵɣ ɛɵɥ ɛɵ 

ɧɚɢɛɨɥɟɟ ɨɩɬɢɦɚɥɶɧɵɦ ɫ 
ɬɨɱɤɢ ɡɪɟɧɢɹ ɜɥɢɹɧɢɹ ɧɚ 
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. 
6. Ʉɚɤɢɟ ɩɨɥɨɠɟɧɢɹ ɩɪɨɟɤɬɚ 
ɪɟɲɟɧɢɹ ȿɗɄ ɨɤɚɡɵɜɚɸɬ 
ɢɥɢ ɦɨɝɭɬ ɨɤɚɡɚɬɶ 
ɧɟɝɚɬɢɜɧɨɟ ɜɥɢɹɧɢɟ ɧɚ 
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɜ ɬɨɦ ɱɢɫɥɟ 
ɧɟɨɛɨɫɧɨɜɚɧɧɨ ɡɚɬɪɭɞɧɢɬɶ 

ɜɟɞɟɧɢɟ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɚ ɬɚɤɠɟ 

ɉɨɥɨɠɟɧɢɣ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ, ɤɨɬɨɪɵɟ 
ɨɤɚɡɵɜɚɸɬ ɢɥɢ ɦɨɝɭɬ ɨɤɚɡɚɬɶ ɧɟɝɚɬɢɜɧɨɟ ɜɥɢɹɧɢɟ ɧɚ 
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɜ ɬɨɦ ɱɢɫɥɟ ɧɟɨɛɨɫɧɨɜɚɧɧɨ ɡɚɬɪɭɞɧɢɬɶ 
ɜɟɞɟɧɢɟ ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ, ɚ ɬɚɤɠɟ 
ɫɨɡɞɚɬɶ ɛɚɪɶɟɪɵ ɞɥɹ ɫɜɨɛɨɞɧɨɝɨ ɞɜɢɠɟɧɢɹ ɬɨɜɚɪɨɜ, 
ɭɫɥɭɝ, ɤɚɩɢɬɚɥɚ ɢ ɪɚɛɨɱɟɣ ɫɢɥɵ ɧɚ ɬɟɪɪɢɬɨɪɢɢ 
ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ, ɧɟ ɜɵɹɜɥɟɧɨ. 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɫɨɡɞɚɬɶ ɛɚɪɶɟɪɵ ɞɥɹ 
ɫɜɨɛɨɞɧɨɝɨ ɞɜɢɠɟɧɢɹ 
ɬɨɜɚɪɨɜ, ɭɫɥɭɝ, ɤɚɩɢɬɚɥɚ ɢ 
ɪɚɛɨɱɟɣ ɫɢɥɵ ɧɚ ɬɟɪɪɢɬɨɪɢɢ 
ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ? 

7. Ɉɛɟɫɩɟɱɢɜɚɟɬ ɥɢ 

ɦɟɯɚɧɢɡɦ ɪɟɲɟɧɢɹ 
ɩɪɨɛɥɟɦɵ, ɩɪɟɞɥɨɠɟɧɧɵɣ ɜ 
ɩɪɨɟɤɬɟ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɞɨɫɬɢɠɟɧɢɟ ɰɟɥɢ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ? 

ɉɪɟɞɥɨɠɟɧɧɵɣ ɜ ɩɪɨɟɤɬɟ ɦɟɯɚɧɢɡɦ ɪɚɡɪɟɲɟɧɢɹ 
ɩɪɨɛɥɟɦɵ, ɨɛɟɫɩɟɱɢɜɚɟɬ ɞɨɫɬɢɠɟɧɢɟ ɰɟɥɢ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ. 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 

8. ɇɟɨɛɯɨɞɢɦ ɥɢ 
ɩɟɪɟɯɨɞɧɵɣ ɩɟɪɢɨɞ ɞɥɹ 
ɜɫɬɭɩɥɟɧɢɹ ɜ ɫɢɥɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿɗɄ ɢɥɢ ɟɝɨ 
ɨɬɞɟɥɶɧɵɯ ɩɨɥɨɠɟɧɢɣ ɞɥɹ 
ɚɞɚɩɬɚɰɢɢ ɫɭɛɴɟɤɬɨɜ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɤ ɟɝɨ (ɢɯ) 
ɜɜɟɞɟɧɢɸ ɜ ɞɟɣɫɬɜɢɟ? ȿɫɥɢ 
ɞɚ, ɬɨ ɤɚɤɨɣ ɩɟɪɟɯɨɞɧɵɣ 
ɩɟɪɢɨɞ ɧɟɨɛɯɨɞɢɦ ɢ 
ɩɨɱɟɦɭ? 

ɇɚ ɨɫɧɨɜɚɧɢɢ ɢɧɮɨɪɦɚɰɢɨɧɧɨ-ɚɧɚɥɢɬɢɱɟɫɤɨɣ 
ɫɩɪɚɜɤɢ ɩɪɟɞɥɚɝɚɟɦɵɟ ɫɪɨɤɢ ɜɫɬɭɩɥɟɧɢɹ ɜ ɫɢɥɭ 
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ ɜ ɫɢɥɭ - 6 ɦɟɫɹɰɟɜ ɩɨɫɥɟ ɞɚɬɵ 
ɨɮɢɰɢɚɥɶɧɨɝɨ ɨɩɭɛɥɢɤɨɜɚɧɢɹ, ɞɚɧɧɨɝɨ ɫɪɨɤɚ 
ɞɨɫɬɚɬɨɱɧɨ ɞɥɹ ɚɞɚɩɬɚɰɢɢ ɫɭɛɴɟɤɬɨɜ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ. 

 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

9. ɂɦɟɸɬɫɹ ɥɢ ɭ ȼɚɫ ɢɧɵɟ 
ɩɪɟɞɥɨɠɟɧɢɹ (ɡɚɦɟɱɚɧɢɹ) ɤ 
ɩɪɨɟɤɬɭ ɪɟɲɟɧɢɹ ȿɗɄ? ȿɫɥɢ 
ɢɦɟɸɬɫɹ, ɢɡɥɨɠɢɬɟ ɢɯ, 

ɩɨɠɚɥɭɣɫɬɚ, ɫ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦ 
ɨɛɨɫɧɨɜɚɧɢɟɦ 

ɂɦɟɸɬɫɹ ɫɥɟɞɭɸɳɢɟ ɩɪɟɞɥɨɠɟɧɢɹ ɤ ɩɪɨɟɤɬɭ 
ɪɟɲɟɧɢɹ ȿɗɄ: 
1. ɋɨɡɞɚɧɢɟ ɟɞɢɧɨɣ ɮɨɪɦɵ ɞɨɤɭɦɟɧɬɚ ɧɚ ɩɪɟɞɦɟɬ 

ɡɚɩɨɥɧɟɧɢɹ ɩɨɫɥɟ ɩɨɥɭɱɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɨ 
ɧɟɩɪɟɞɜɢɞɟɧɧɨɣ ɪɟɚɤɰɢɢ. 
2. ɋɨɡɞɚɧɢɟ ɩɨɞɪɨɛɧɨɝɨ ɩɟɪɟɱɧɹ ɬɪɟɛɨɜɚɧɢɣ ɤ 

ɫɨɫɬɚɜɥɟɧɢɸ ɞɨɤɭɦɟɧɬɚ ɩɨ ɨɩɢɫɚɧɢɸ ɛɨɥɟɟ ɩɨɥɧɨɝɨ 
ɚɧɚɦɧɟɡɚ ɡɚɛɨɥɟɜɚɧɢɹ ɩɪɢ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɨɪɹɞɨɤ 
ɪɟɩɨɪɬɢɪɨɜɚɧɢɹ ɫɜɟɞɟɧɢɣ ɜ 
ɨɛɳɭɸ ɫɢɫɬɟɦɭ ɋɨɸɡɚ 
ɭɫɬɚɧɨɜɥɟɧ Ɋɟɲɟɧɢɟɦ 
ɋɨɜɟɬɚ Ʉɨɦɢɫɫɢɢ ɨɬ 
03.11.2016 ɝ. № 84. ɉɪɢ ɷɬɨɦ 
ɫɜɟɞɟɧɢɹ, ɩɪɟɞɫɬɚɜɥɹɟɦɵɟ ɜ 
ɮɨɪɦɚɯ ɫɨɨɛɳɟɧɢɣ ɨ 
ɩɨɞɨɡɪɟɜɚɟɦɵɯ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ 

ɭɫɬɚɧɚɜɥɢɜɚɟɬɫɹ ɧɚ ɭɪɨɜɧɟ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜ 
– ɱɥɟɧɨɜ ɋɨɸɡɚ, ɢɫɯɨɞɹ ɢɡ 
ɫɬɚɧɞɚɪɬɨɜ ɨɤɚɡɚɧɢɹ 
ɦɟɞɢɰɢɧɫɤɨɣ ɩɨɦɨɳɢ. 
Ɋɟɮɟɪɟɧɬɧɵɦ ɞɨɤɭɦɟɧɬɨɦ 
ɉɪɚɜɢɥ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɚɤɬɢɤɢ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ȿɋ ɧɟ ɩɪɟɞɭɫɦɚɬɪɢɜɚɟɬɫɹ 
ɟɞɢɧɚɹ ɞɥɹ ɜɫɟɯ ɫɬɪɚɧ ɮɨɪɦɚ 
ɪɟɩɨɪɬɢɪɨɜɚɧɢɹ 
ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ, 
ɝɨɫɭɞɚɪɫɬɜɚɦɢ-ɱɥɟɧɚɦɢ 
ɋɨɸɡɚ ɬɚɤɠɟ ɧɟ 
ɩɪɢɧɢɦɚɥɨɫɶ ɞɚɧɧɨɟ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɪɟɲɟɧɢɟ 

10. ɂɧɵɟ ɜɨɩɪɨɫɵ, 
ɜɤɥɸɱɟɧɧɵɟ ɜ ɨɩɪɨɫɧɵɣ 
ɥɢɫɬ ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ 

Ɉɬɫɭɬɫɬɜɭɸɬ  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

11. ɋɱɢɬɚɟɬɟ ɥɢ ȼɵ ɧɨɪɦɵ 
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ 

ɹɫɧɵɦɢ ɢ ɨɞɧɨɡɧɚɱɧɵɦɢ ɞɥɹ 
ɬɨɥɤɨɜɚɧɢɹ ɢ ɩɪɢɦɟɧɟɧɢɹ? 
(ȿɫɥɢ ɧɟɬ, ɬɨ ɭɤɚɠɢɬɟ 
ɤɨɧɤɪɟɬɧɵɟ ɩɨɥɨɠɟɧɢɹ 
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɹɜɥɹɸɳɢɟɫɹ 
ɧɟɨɩɪɟɞɟɥɟɧɧɵɦɢ, ɚ ɬɚɤɠɟ 
ɨɛɴɹɫɧɢɬɟ, ɜ ɱɟɦ ɫɨɫɬɨɢɬ ɢɯ 
ɧɟɨɩɪɟɞɟɥɟɧɧɨɫɬɶ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

12. ɇɚɡɨɜɢɬɟ ɨɛɥɚɫɬɶ 
ɷɤɨɧɨɦɢɱɟɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɧɚ ɤɨɬɨɪɭɸ 
ɪɚɫɩɪɨɫɬɪɚɧɹɟɬɫɹ ɩɪɨɟɤɬ 
ɪɟɲɟɧɢɹ ȿɗɄ, ɢ ɟɟ ɨɫɧɨɜɧɵɯ 
ɭɱɚɫɬɧɢɤɨɜ (ɤɪɭɝ ɥɢɰ, 
ɢɧɬɟɪɟɫɵ ɤɨɬɨɪɵɯ 
ɡɚɬɪɚɝɢɜɚɟɬ), ɚ ɬɚɤɠɟ ɩɨ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɜɨɡɦɨɠɧɨɫɬɢ ɩɪɢɜɟɞɢɬɟ ɢɯ 
ɤɨɥɢɱɟɫɬɜɟɧɧɭɸ ɨɰɟɧɤɭ 

13. ɉɪɟɞɨɫɬɚɜɶɬɟ, 
ɩɨɠɚɥɭɣɫɬɚ, ɩɪɟɞɥɨɠɟɧɢɹ ɩɨ 
ɤɚɠɞɨɦɭ ɩɨɥɨɠɟɧɢɸ  
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɨɬɧɟɫɟɧɧɨɦɭ ȼɚɦɢ ɤ 
ɧɟɝɚɬɢɜɧɨ ɜɥɢɹɸɳɢɦ ɧɚ  
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. ɉɪɢɜɟɞɢɬɟ 
ɨɨɛɨɫɧɨɜɚɧɢɟ ɩɨ ɤɚɠɞɨɦɭ 
ɬɚɤɨɦɭ ɩɨɥɨɠɟɧɢɸ, ɩɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɨɰɟɧɢɜ ɟɝɨ 
ɜɥɢɹɧɢɟ ɤɨɥɢɱɟɫɬɜɟɧɧɨ (ɜ 
ɞɟɧɟɠɧɵɯ ɫɪɟɞɫɬɜɚɯ ɢɥɢ 
ɬɪɭɞɨɡɚɬɪɚɬɚɯ (ɱɟɥɨɜɟɤɨ-

ɱɚɫɚɯ), ɤɨɬɨɪɵɟ ɛɭɞɭɬ 
ɧɟɨɛɯɨɞɢɦɵ ɞɥɹ ɜɵɩɨɥɧɟɧɢɹ 
ɬɪɟɛɨɜɚɧɢɣ, ɢ ɬ.ɩ.).  
Ɉɰɟɧɢɬɟ ɩɨ ɜɨɡɦɨɠɧɨɫɬɢ, 
ɤɚɤɢɟ ɢɡɞɟɪɠɤɢ ɩɨɧɟɫɭɬ 
ɫɭɛɴɟɤɬɵ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɜ ɫɜɹɡɢ ɫ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɩɪɢɧɹɬɢɟɦ ɩɪɨɟɤɬɚ  
ɪɟɲɟɧɢɹ ȿɗɄ (ɭɤɪɭɩɧɟɧɧɨ, 
ɜ ɞɟɧɟɠɧɨɦ ɷɤɜɢɜɚɥɟɧɬɟ – 

ɜɢɞɵ ɢɡɞɟɪɠɟɤ ɢ ɤɨɥɢɱɟɫɬɜɨ 
ɬɚɤɢɯ ɨɩɟɪɚɰɢɣ ɜ ɝɨɞ). Ʉɚɤɢɟ 
ɢɡ ɭɤɚɡɚɧɧɵɯ ɢɡɞɟɪɠɟɤ ȼɵ 
ɫɱɢɬɚɟɬɟ ɧɟɨɛɨɫɧɨɜɚɧɧɵɦɢ 

(ɜ ɬɨɦ ɱɢɫɥɟ ɢɡɛɵɬɨɱɧɵɦɢ 
ɢɥɢ ɞɭɛɥɢɪɭɸɳɢɦɢ)? 

14. ȼ ɨɬɧɨɲɟɧɢɢ 
ɩɨɥɨɠɟɧɢɣ, ɭɤɚɡɚɧɧɵɯ ȼɚɦɢ 
ɜ ɩɭɧɤɬɟ 13 ɨɩɪɨɫɧɨɝɨ 
ɥɢɫɬɚ, ɩɨɠɚɥɭɣɫɬɚ, ɜɵɛɟɪɢɬɟ 
ɫɥɟɞɭɸɳɟɟ: 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

1. ɇɚɥɢɱɢɟ ɤɚɤɨɣ ɩɪɨɛɥɟɦɵ 
ɨɛɭɫɥɨɜɢɥɨ ɩɪɢɧɹɬɢɟ 

ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ? 

ɇɚɫɤɨɥɶɤɨ ɬɨɱɧɨ ɨɩɪɟɞɟɥɟɧɚ 
ɩɪɨɛɥɟɦɚ, ɞɥɹ ɪɟɲɟɧɢɹ 
ɤɨɬɨɪɨɣ ɧɟɨɛɯɨɞɢɦɨ 
ɜɜɟɞɟɧɢɟ ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɧɚ 
ɭɪɨɜɧɟ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ? 

 Ƚɚɥɟɟɜɚ  
Ⱥɥɶɦɢɪɚ Ⱥɜɯɚɞɢɟɜɧɚ 

Ⱥɫɫɨɰɢɚɰɢɹ 
ɦɟɠɞɭɧɚɪɨɞɧɵɯ 

ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɯ 
ɩɪɨɢɡɜɨɞɢɬɟɥɟɣ (AIPM) 

ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

2. ɇɚɫɤɨɥɶɤɨ ɰɟɥɶ 
ɪɚɡɪɚɛɨɬɤɢ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ȿɗɄ (ɰɟɥɶ ɪɟɝɭɥɢɪɨɜɚɧɢɹ) 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɫɥɨɠɢɜɲɟɣɫɹ 
ɩɪɨɛɥɟɦɧɨɣ ɫɢɬɭɚɰɢɢ? 
Ɉɛɨɫɧɭɣɬɟ ɫɜɨɸ ɩɨɡɢɰɢɸ 

3. ɇɚɫɤɨɥɶɤɨ ɬɨɱɧɨ 
ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ ɨɩɪɟɞɟɥɟɧɚ 

ɝɪɭɩɩɚ ɥɢɰ, ɧɚ ɡɚɳɢɬɭ 
ɢɧɬɟɪɟɫɨɜ ɤɨɬɨɪɵɯ 
ɧɚɩɪɚɜɥɟɧ ɩɪɨɟɤɬ ɪɟɲɟɧɢɹ 
ȿɗɄ, ɚ ɬɚɤɠɟ ɚɞɪɟɫɚɬɵ 

ɪɟɝɭɥɢɪɨɜɚɧɢɹ, ɢɧɬɟɪɟɫɵ 
ɤɨɬɨɪɵɯ ɛɭɞɭɬ ɡɚɬɪɨɧɭɬɵ 
ɩɪɟɞɥɚɝɚɟɦɵɦ 
ɪɟɝɭɥɢɪɨɜɚɧɢɟɦ, ɜ ɬɨɦ ɱɢɫɥɟ 
ɫɭɛɴɟɤɬɵ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ? ɉɪɢ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɭɤɚɠɢɬɟ 
ɧɟɞɨɫɬɚɸɳɢɯ ɥɢɰ, ɧɚ 
ɡɚɳɢɬɭ ɢɧɬɟɪɟɫɨɜ ɤɨɬɨɪɵɯ 
ɧɚɩɪɚɜɥɟɧ ɩɪɨɟɤɬ ɪɟɲɟɧɢɹ, 
ɢ ɚɞɪɟɫɚɬɨɜ ɪɟɝɭɥɢɪɨɜɚɧɢɹ. 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

4.ɍɤɚɠɢɬɟ ɫɨɞɟɪɠɚɧɢɟ 
ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɯ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɨɝɪɚɧɢɱɟɧɢɣ (ɨɛɹɡɚɬɟɥɶɧɵɯ 

ɩɪɚɜɢɥ ɩɨɜɟɞɟɧɢɹ) ɞɥɹ 
ɚɞɪɟɫɚɬɨɜ ɪɟɝɭɥɢɪɨɜɚɧɢɹ 
ɬɚɤ, ɤɚɤ ȼɵ ɟɝɨ ɩɨɧɢɦɚɟɬɟ. 
Ʉɚɤɢɟ ɛɭɞɭɬ ɩɨɫɥɟɞɫɬɜɢɹ ɨɬ 
ɜɜɟɞɟɧɢɹ ɩɪɟɞɥɚɝɚɟɦɨɝɨ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɧɚ ɭɪɨɜɧɟ 
ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ (ɜ 
ɬɨɦ ɱɢɫɥɟ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ 
ɪɟɝɭɥɢɪɨɜɚɧɢɟɦ, 
ɞɟɣɫɬɜɭɸɳɢɦ ɜ ɝɨɫɭɞɚɪɫɬɜɟ 
– ɱɥɟɧɟ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ)? ɉɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɩɪɢɜɟɞɢɬɟ 
ɩɪɢɦɟɪɵ ɬɚɤɢɯ ɩɨɫɥɟɞɫɬɜɢɣ. 
5. əɜɥɹɟɬɫɹ ɥɢ 
ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɣ ɩɪɨɟɤɬɨɦ 
ɪɟɲɟɧɢɹ ȿɗɄ ɜɚɪɢɚɧɬ 

ɪɟɲɟɧɢɹ ɩɪɨɛɥɟɦɵ ɧɚɢɛɨɥɟɟ 
ɨɩɬɢɦɚɥɶɧɵɦ ɢɡ ɱɢɫɥɚ 
ɪɚɫɫɦɨɬɪɟɧɧɵɯ 
ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ ɜɚɪɢɚɧɬɨɜ ɫ 
ɬɨɱɤɢ ɡɪɟɧɢɹ ɟɝɨ ɜɥɢɹɧɢɹ ɧɚ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ (ɜ ɬɨɦ ɱɢɫɥɟ 
ɜɵɝɨɞ ɢ ɢɡɞɟɪɠɟɤ ɫɭɛɴɟɤɬɨɜ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ)?  
Ɉɰɟɧɢɬɟ, ɫɭɳɟɫɬɜɭɸɬ ɥɢ 
ɢɧɵɟ ɜɚɪɢɚɧɬɵ ɞɨɫɬɢɠɟɧɢɹ 
ɰɟɥɟɣ ɪɟɝɭɥɢɪɨɜɚɧɢɹ. ȿɫɥɢ 
ɬɚɤɢɟ ɢɦɟɸɬɫɹ, ɬɨ ɩɪɢɜɟɞɢɬɟ 
ɬɨɬ ɢɡ ɧɢɯ, ɤɨɬɨɪɵɣ ɛɵɥ ɛɵ 

ɧɚɢɛɨɥɟɟ ɨɩɬɢɦɚɥɶɧɵɦ ɫ 
ɬɨɱɤɢ ɡɪɟɧɢɹ ɜɥɢɹɧɢɹ ɧɚ 
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. 
6. Ʉɚɤɢɟ ɩɨɥɨɠɟɧɢɹ ɩɪɨɟɤɬɚ 
ɪɟɲɟɧɢɹ ȿɗɄ ɨɤɚɡɵɜɚɸɬ 
ɢɥɢ ɦɨɝɭɬ ɨɤɚɡɚɬɶ 
ɧɟɝɚɬɢɜɧɨɟ ɜɥɢɹɧɢɟ ɧɚ 
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɜ ɬɨɦ ɱɢɫɥɟ 
ɧɟɨɛɨɫɧɨɜɚɧɧɨ ɡɚɬɪɭɞɧɢɬɶ 

ɜɟɞɟɧɢɟ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɚ ɬɚɤɠɟ 
ɫɨɡɞɚɬɶ ɛɚɪɶɟɪɵ ɞɥɹ 
ɫɜɨɛɨɞɧɨɝɨ ɞɜɢɠɟɧɢɹ 
ɬɨɜɚɪɨɜ, ɭɫɥɭɝ, ɤɚɩɢɬɚɥɚ ɢ 
ɪɚɛɨɱɟɣ ɫɢɥɵ ɧɚ ɬɟɪɪɢɬɨɪɢɢ 
ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ? 

7. Ɉɛɟɫɩɟɱɢɜɚɟɬ ɥɢ 

ɦɟɯɚɧɢɡɦ ɪɟɲɟɧɢɹ 
ɩɪɨɛɥɟɦɵ, ɩɪɟɞɥɨɠɟɧɧɵɣ ɜ 
ɩɪɨɟɤɬɟ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɞɨɫɬɢɠɟɧɢɟ ɰɟɥɢ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ? 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

8. ɇɟɨɛɯɨɞɢɦ ɥɢ 
ɩɟɪɟɯɨɞɧɵɣ ɩɟɪɢɨɞ ɞɥɹ 
ɜɫɬɭɩɥɟɧɢɹ ɜ ɫɢɥɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿɗɄ ɢɥɢ ɟɝɨ 
ɨɬɞɟɥɶɧɵɯ ɩɨɥɨɠɟɧɢɣ ɞɥɹ 
ɚɞɚɩɬɚɰɢɢ ɫɭɛɴɟɤɬɨɜ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɤ ɟɝɨ (ɢɯ) 
ɜɜɟɞɟɧɢɸ ɜ ɞɟɣɫɬɜɢɟ? ȿɫɥɢ 
ɞɚ, ɬɨ ɤɚɤɨɣ ɩɟɪɟɯɨɞɧɵɣ 
ɩɟɪɢɨɞ ɧɟɨɛɯɨɞɢɦ ɢ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɩɨɱɟɦɭ? 

9. ɂɦɟɸɬɫɹ ɥɢ ɭ ȼɚɫ ɢɧɵɟ 
ɩɪɟɞɥɨɠɟɧɢɹ (ɡɚɦɟɱɚɧɢɹ) ɤ 
ɩɪɨɟɤɬɭ ɪɟɲɟɧɢɹ ȿɗɄ? ȿɫɥɢ 
ɢɦɟɸɬɫɹ, ɢɡɥɨɠɢɬɟ ɢɯ, 

ɩɨɠɚɥɭɣɫɬɚ, ɫ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦ 
ɨɛɨɫɧɨɜɚɧɢɟɦ 

ɉɨɥɨɠɟɧɢɟ 
ɩɪɨɟɤɬɚ 

ɞɨɤɭɦɟɧɬɚ - 
ɢɫɯɨɞɧɚɹ 
ɪɟɞɚɤɰɢɹ 

ɉɪɟɞɥɨɠɟɧɧɚɹ 
ɪɟɞɚɤɰɢɹ 

Ʉɨɦɦɟɧɬɚɪɢɢ 

 

 ȼɫɟ ɡɚɦɟɱɚɧɢɹ ɢ ɩɪɟɞɥɨɠɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɧɢɠɟ ɨɬ 
Ⱥɫɫɨɰɢɚɰɢɢ ɦɟɠɞɭɧɚɪɨɞɧɵɯ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɯ 
ɩɪɨɢɡɜɨɞɢɬɟɥɟɣ 

10. ɂɧɵɟ ɜɨɩɪɨɫɵ, 
ɜɤɥɸɱɟɧɧɵɟ ɜ ɨɩɪɨɫɧɵɣ 
ɥɢɫɬ ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ 

ɇɟɬ ɤɨɦɦɟɧɬɚɪɢɟɜ  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

11. ɋɱɢɬɚɟɬɟ ɥɢ ȼɵ ɧɨɪɦɵ 
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ 

ɹɫɧɵɦɢ ɢ ɨɞɧɨɡɧɚɱɧɵɦɢ ɞɥɹ 
ɬɨɥɤɨɜɚɧɢɹ ɢ ɩɪɢɦɟɧɟɧɢɹ? 
(ȿɫɥɢ ɧɟɬ, ɬɨ ɭɤɚɠɢɬɟ 
ɤɨɧɤɪɟɬɧɵɟ ɩɨɥɨɠɟɧɢɹ 
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɹɜɥɹɸɳɢɟɫɹ 
ɧɟɨɩɪɟɞɟɥɟɧɧɵɦɢ, ɚ ɬɚɤɠɟ 
ɨɛɴɹɫɧɢɬɟ, ɜ ɱɟɦ ɫɨɫɬɨɢɬ ɢɯ 
ɧɟɨɩɪɟɞɟɥɟɧɧɨɫɬɶ 

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

12. ɇɚɡɨɜɢɬɟ ɨɛɥɚɫɬɶ 
ɷɤɨɧɨɦɢɱɟɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɧɚ ɤɨɬɨɪɭɸ 
ɪɚɫɩɪɨɫɬɪɚɧɹɟɬɫɹ ɩɪɨɟɤɬ 
ɪɟɲɟɧɢɹ ȿɗɄ, ɢ ɟɟ ɨɫɧɨɜɧɵɯ 
ɭɱɚɫɬɧɢɤɨɜ (ɤɪɭɝ ɥɢɰ, 
ɢɧɬɟɪɟɫɵ ɤɨɬɨɪɵɯ 
ɡɚɬɪɚɝɢɜɚɟɬ), ɚ ɬɚɤɠɟ ɩɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɩɪɢɜɟɞɢɬɟ ɢɯ 
ɤɨɥɢɱɟɫɬɜɟɧɧɭɸ ɨɰɟɧɤɭ 

ɋɭɛɴɟɤɬɵ ɨɛɪɚɳɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 

13. ɉɪɟɞɨɫɬɚɜɶɬɟ, 
ɩɨɠɚɥɭɣɫɬɚ, ɩɪɟɞɥɨɠɟɧɢɹ ɩɨ 
ɤɚɠɞɨɦɭ ɩɨɥɨɠɟɧɢɸ  
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɨɬɧɟɫɟɧɧɨɦɭ ȼɚɦɢ ɤ 
ɧɟɝɚɬɢɜɧɨ ɜɥɢɹɸɳɢɦ ɧɚ  
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. ɉɪɢɜɟɞɢɬɟ 
ɨɨɛɨɫɧɨɜɚɧɢɟ ɩɨ ɤɚɠɞɨɦɭ 
ɬɚɤɨɦɭ ɩɨɥɨɠɟɧɢɸ, ɩɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɨɰɟɧɢɜ ɟɝɨ 
ɜɥɢɹɧɢɟ ɤɨɥɢɱɟɫɬɜɟɧɧɨ (ɜ 
ɞɟɧɟɠɧɵɯ ɫɪɟɞɫɬɜɚɯ ɢɥɢ 
ɬɪɭɞɨɡɚɬɪɚɬɚɯ (ɱɟɥɨɜɟɤɨ-

  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɱɚɫɚɯ), ɤɨɬɨɪɵɟ ɛɭɞɭɬ 
ɧɟɨɛɯɨɞɢɦɵ ɞɥɹ ɜɵɩɨɥɧɟɧɢɹ 
ɬɪɟɛɨɜɚɧɢɣ, ɢ ɬ.ɩ.).  
Ɉɰɟɧɢɬɟ ɩɨ ɜɨɡɦɨɠɧɨɫɬɢ, 
ɤɚɤɢɟ ɢɡɞɟɪɠɤɢ ɩɨɧɟɫɭɬ 
ɫɭɛɴɟɤɬɵ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɜ ɫɜɹɡɢ ɫ 
ɩɪɢɧɹɬɢɟɦ ɩɪɨɟɤɬɚ  
ɪɟɲɟɧɢɹ ȿɗɄ (ɭɤɪɭɩɧɟɧɧɨ, 
ɜ ɞɟɧɟɠɧɨɦ ɷɤɜɢɜɚɥɟɧɬɟ – 

ɜɢɞɵ ɢɡɞɟɪɠɟɤ ɢ ɤɨɥɢɱɟɫɬɜɨ 
ɬɚɤɢɯ ɨɩɟɪɚɰɢɣ ɜ ɝɨɞ). Ʉɚɤɢɟ 
ɢɡ ɭɤɚɡɚɧɧɵɯ ɢɡɞɟɪɠɟɤ ȼɵ 
ɫɱɢɬɚɟɬɟ ɧɟɨɛɨɫɧɨɜɚɧɧɵɦɢ 

(ɜ ɬɨɦ ɱɢɫɥɟ ɢɡɛɵɬɨɱɧɵɦɢ 
ɢɥɢ ɞɭɛɥɢɪɭɸɳɢɦɢ)? 

14. ȼ ɨɬɧɨɲɟɧɢɢ 
ɩɨɥɨɠɟɧɢɣ, ɭɤɚɡɚɧɧɵɯ ȼɚɦɢ 
ɜ ɩɭɧɤɬɟ 13 ɨɩɪɨɫɧɨɝɨ 
ɥɢɫɬɚ, ɩɨɠɚɥɭɣɫɬɚ, ɜɵɛɟɪɢɬɟ 
ɫɥɟɞɭɸɳɟɟ: 

 ɭɤɚɡɚɧɧɨɟ ɩɨɥɨɠɟɧɢɟ ɩɪɨɬɢɜɨɪɟɱɢɬ ɰɟɥɹɦ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɢɥɢ ɫɭɳɟɫɬɜɭɸɳɟɣ ɩɪɨɛɥɟɦɟ 
ɥɢɛɨ ɧɟ ɫɩɨɫɨɛɫɬɜɭɟɬ ɞɨɫɬɢɠɟɧɢɸ ɰɟɥɟɣ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ; 

V  ɢɦɟɟɬ ɯɚɪɚɤɬɟɪ ɬɟɯɧɢɱɟɫɤɨɣ ɨɲɢɛɤɢ, ɫɨɡɞɚɟɬ 
ɩɪɚɜɨɜɭɸ ɧɟɨɩɪɟɞɟɥɟɧɧɨɫɬɶ ɢɥɢ ɫɨɞɟɪɠɢɬ 
ɫɦɵɫɥɨɜɨɟ (ɥɨɝɢɱɟɫɤɨɟ) ɩɪɨɬɢɜɨɪɟɱɢɟ; 

V ɩɪɢɜɨɞɢɬ ɤ ɢɡɛɵɬɨɱɧɵɦ ɞɟɣɫɬɜɢɹɦ ɢɥɢ, 

 Ɉɬɤɥɨɧɟɧɨ. Ɋɟɞɚɤɰɢɹ 
ɩɪɨɟɤɬɚ ɨɬɜɟɱɚɟɬ 
ɫɥɨɠɢɜɲɢɦɫɹ ɩɨɞɯɨɞɚɦ 
ȿɜɪɨɩɟɣɫɤɨɝɨ ɋɨɸɡɚ ɢ ȼɈɁ ɜ 
ɱɚɫɬɢ ɧɚɞɡɨɪɚ ɡɚ 
ɛɟɡɨɩɚɫɧɨɫɬɶɸ ɨɛɪɚɳɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ, ɚ 
ɬɚɤɠɟ ɩɨɞɝɨɬɨɜɥɟɧɚ ɫ ɭɱɟɬɨɦ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɧɚɨɛɨɪɨɬ, ɧɟɨɛɨɫɧɨɜɚɧɧɨ ɨɝɪɚɧɢɱɢɜɚɟɬ 
ɞɟɣɫɬɜɢɹ ɫɭɛɴɟɤɬɨɜ ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ; 

 ɫɨɡɞɚɟɬ ɫɭɳɟɫɬɜɟɧɧɵɟ ɪɢɫɤɢ ɞɥɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ; 

 ɫɩɨɫɨɛɫɬɜɭɟɬ ɜɨɡɧɢɤɧɨɜɟɧɢɸ ɧɟɨɛɨɫɧɨɜɚɧɧɵɯ 
ɩɪɚɜ ɨɪɝɚɧɨɜ ɜɥɚɫɬɢ ɢɥɢ ɢɯ ɞɨɥɠɧɨɫɬɧɵɯ ɥɢɰ 
ɥɢɛɨ ɞɨɩɭɫɤɚɟɬ ɜɨɡɦɨɠɧɨɫɬɶ ɢɡɛɢɪɚɬɟɥɶɧɨɝɨ 
ɩɪɢɦɟɧɟɧɢɹ ɩɪɚɜɨɜɵɯ ɧɨɪɦ ɩɨ ɢɯ 
ɭɫɦɨɬɪɟɧɢɸ; 

 ɩɪɢɜɨɞɢɬ ɤ ɧɟɜɨɡɦɨɠɧɨɫɬɢ ɫɨɜɟɪɲɟɧɢɹ 
ɫɭɛɴɟɤɬɚɦɢ ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɞɟɣɫɬɜɢɣ ɩɨ ɜɵɩɨɥɧɟɧɢɸ 
ɨɛɹɡɚɬɟɥɶɧɵɯ ɬɪɟɛɨɜɚɧɢɣ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ 
ȿɗɄ (ɧɚɩɪɢɦɟɪ, ɜ ɫɜɹɡɢ ɫ ɨɬɫɭɬɫɬɜɢɟɦ 
ɢɧɮɪɚɫɬɪɭɤɬɭɪɵ, ɨɪɝɚɧɢɡɚɰɢɨɧɧɵɯ ɢɥɢ 
ɬɟɯɧɢɱɟɫɤɢɯ ɭɫɥɨɜɢɣ, ɢɧɮɨɪɦɚɰɢɨɧɧɵɯ 
ɬɟɯɧɨɥɨɝɢɣ) ɥɢɛɨ ɩɪɟɞɭɫɦɚɬɪɢɜɚɟɬ 
ɢɫɩɨɥɧɟɧɢɟ ɪɟɝɭɥɹɬɨɪɧɵɯ ɬɪɟɛɨɜɚɧɢɣ ɧɟ 
ɫɚɦɵɦ ɨɩɬɢɦɚɥɶɧɵɦ ɫɩɨɫɨɛɨɦ (ɧɚɩɪɢɦɟɪ, ɧɚ 
ɛɭɦɚɠɧɨɦ ɧɨɫɢɬɟɥɟ, ɚ ɧɟ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ); 

 ɫɩɨɫɨɛɫɬɜɭɟɬ ɧɟɨɛɨɫɧɨɜɚɧɧɨɦɭ ɢɡɦɟɧɟɧɢɸ 
ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɫɢɬɭɚɰɢɢ ɜ ɤɚɤɨɣ-ɥɢɛɨ ɨɬɪɚɫɥɢ 
ɢɥɢ ɧɟɫɤɨɥɶɤɢɯ ɫɜɹɡɚɧɧɵɯ ɨɬɪɚɫɥɹɯ; 

V ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɨɛɵɱɚɹɦ ɞɟɥɨɜɨɝɨ ɨɛɨɪɨɬɚ, 

5-ɥɟɬɧɟɝɨ ɨɩɵɬɚ ɪɚɛɨɬɵ 
ɧɚɰɢɨɧɚɥɶɧɵɯ ɫɢɫɬɟɦ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɝɨɫɭɞɚɪɫɬɜ-

ɱɥɟɧɨɜ ɋɨɸɡɚ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɫɥɨɠɢɜɲɢɦɫɹ ɜ ɨɬɪɚɫɥɢ, ɥɢɛɨ ɫɭɳɟɫɬɜɭɸɳɢɦ 
ɦɟɠɞɭɧɚɪɨɞɧɵɦ ɩɪɚɤɬɢɤɚɦ ɪɟɝɭɥɢɪɨɜɚɧɢɹ 
ɜɟɞɟɧɢɹ ɛɢɡɧɟɫɚ. 

 

1. ɇɚɥɢɱɢɟ ɤɚɤɨɣ ɩɪɨɛɥɟɦɵ 
ɨɛɭɫɥɨɜɢɥɨ ɩɪɢɧɹɬɢɟ 

ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ? 

ɇɚɫɤɨɥɶɤɨ ɬɨɱɧɨ ɨɩɪɟɞɟɥɟɧɚ 
ɩɪɨɛɥɟɦɚ, ɞɥɹ ɪɟɲɟɧɢɹ 
ɤɨɬɨɪɨɣ ɧɟɨɛɯɨɞɢɦɨ 
ɜɜɟɞɟɧɢɟ ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɧɚ 
ɭɪɨɜɧɟ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ? 

ɉɪɨɟɤɬ ɪɟɲɟɧɢɹ ɧɟ ɫɜɹɡɚɧ ɫ ɜɜɟɞɟɧɢɟɦ ɧɨɜɨɝɨ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ, ɧɨ ɤɚɫɚɟɬɫɹ ɫɨɜɟɪɲɟɧɫɬɜɨɜɚɧɢɹ 
ɞɟɣɫɬɜɭɸɳɟɝɨ ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɧɚ ɨɫɧɨɜɟ 
ɫɨɜɪɟɦɟɧɧɵɯ ɧɚɭɱɧɵɯ ɡɧɚɧɢɣ ɢ ɜɨɡɦɨɠɧɨɫɬɟɣ ɢ 
ɭɫɬɪɚɧɟɧɢɟ ɜɧɭɬɪɟɧɧɢɯ ɩɪɨɬɢɜɨɪɟɱɢɣ ɦɟɠɞɭ 
ɭɫɬɚɧɨɜɥɟɧɧɵɦɢ ɬɪɟɛɨɜɚɧɢɹɦɢ, ɩɪɨɹɫɧɟɧɢɟ 
ɩɨɥɨɠɟɧɢɣ. 

ɑɭɞɚɤɨɜ  
ȿɜɝɟɧɢɣ ɘɪɶɟɜɢɱ,  

ɈɈɈ «Ⱥɦɞɠɟɧ» 

ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 

2. ɇɚɫɤɨɥɶɤɨ ɰɟɥɶ 
ɪɚɡɪɚɛɨɬɤɢ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ 
ȿɗɄ (ɰɟɥɶ ɪɟɝɭɥɢɪɨɜɚɧɢɹ) 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɫɥɨɠɢɜɲɟɣɫɹ 
ɩɪɨɛɥɟɦɧɨɣ ɫɢɬɭɚɰɢɢ? 
Ɉɛɨɫɧɭɣɬɟ ɫɜɨɸ ɩɨɡɢɰɢɸ 

ɐɟɥɶ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɩɪɨɛɥɟɦɧɨɣ ɫɢɬɭɚɰɢɢ, ɩɨɫɤɨɥɶɤɭ 
ɫɨɜɪɟɦɟɧɧɵɟ ɩɨɞɯɨɞɵ ɤ ɨɛɟɫɩɟɱɟɧɢɸ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɮɚɪɦɚɤɨɬɟɪɚɩɢɢ ɩɪɟɬɟɪɩɟɥɢ ɢɡɦɟɧɟɧɢɹ ɫ ɦɨɦɟɧɬɚ 
ɭɬɜɟɪɠɞɟɧɢɹ ɩɟɪɜɨɣ ɪɟɞɚɤɰɢɢ. 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 

3. ɇɚɫɤɨɥɶɤɨ ɬɨɱɧɨ 
ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ ɨɩɪɟɞɟɥɟɧɚ 

ɝɪɭɩɩɚ ɥɢɰ, ɧɚ ɡɚɳɢɬɭ 
ɢɧɬɟɪɟɫɨɜ ɤɨɬɨɪɵɯ 
ɧɚɩɪɚɜɥɟɧ ɩɪɨɟɤɬ ɪɟɲɟɧɢɹ 
ȿɗɄ, ɚ ɬɚɤɠɟ ɚɞɪɟɫɚɬɵ 

Ƚɪɭɩɩɚ ɥɢɰ ɢ ɚɞɪɟɫɚɬɵ ɨɩɪɟɞɟɥɟɧɵ ɬɨɱɧɨ 

 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɪɟɝɭɥɢɪɨɜɚɧɢɹ, ɢɧɬɟɪɟɫɵ 
ɤɨɬɨɪɵɯ ɛɭɞɭɬ ɡɚɬɪɨɧɭɬɵ 
ɩɪɟɞɥɚɝɚɟɦɵɦ 
ɪɟɝɭɥɢɪɨɜɚɧɢɟɦ, ɜ ɬɨɦ ɱɢɫɥɟ 
ɫɭɛɴɟɤɬɵ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ? ɉɪɢ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɭɤɚɠɢɬɟ 
ɧɟɞɨɫɬɚɸɳɢɯ ɥɢɰ, ɧɚ 
ɡɚɳɢɬɭ ɢɧɬɟɪɟɫɨɜ ɤɨɬɨɪɵɯ 
ɧɚɩɪɚɜɥɟɧ ɩɪɨɟɤɬ ɪɟɲɟɧɢɹ, 
ɢ ɚɞɪɟɫɚɬɨɜ ɪɟɝɭɥɢɪɨɜɚɧɢɹ. 
4.ɍɤɚɠɢɬɟ ɫɨɞɟɪɠɚɧɢɟ 
ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɯ 
ɨɝɪɚɧɢɱɟɧɢɣ (ɨɛɹɡɚɬɟɥɶɧɵɯ 

ɩɪɚɜɢɥ ɩɨɜɟɞɟɧɢɹ) ɞɥɹ 
ɚɞɪɟɫɚɬɨɜ ɪɟɝɭɥɢɪɨɜɚɧɢɹ 
ɬɚɤ, ɤɚɤ ȼɵ ɟɝɨ ɩɨɧɢɦɚɟɬɟ. 
Ʉɚɤɢɟ ɛɭɞɭɬ ɩɨɫɥɟɞɫɬɜɢɹ ɨɬ 
ɜɜɟɞɟɧɢɹ ɩɪɟɞɥɚɝɚɟɦɨɝɨ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɧɚ ɭɪɨɜɧɟ 
ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ (ɜ 
ɬɨɦ ɱɢɫɥɟ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ 
ɪɟɝɭɥɢɪɨɜɚɧɢɟɦ, 

ȼ ɲɢɪɨɤɨɦ ɫɦɵɫɥɟ ɧɨɜɵɟ ɨɝɪɚɧɢɱɟɧɢɹ ɧɟ 
ɭɫɬɚɧɚɜɥɢɜɚɸɬɫɹ, ɧɨ ɩɪɟɬɟɪɩɟɜɚɸɬ ɢɡɦɟɧɟɧɢɹ ɢ 
ɭɬɨɱɧɟɧɢɹ ɜ ɱɚɫɬɢ ɢɯ ɪɟɚɥɢɡɚɰɢɢ, ɤɨɬɨɪɵɟ, ɤɚɤ 
ɨɠɢɞɚɟɬɫɹ, ɩɨɜɵɫɹɬ ɷɮɮɟɤɬɢɜɧɨɫɬɶ ɢ ɤɚɱɟɫɬɜɨ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɨɛɟɫɩɟɱɟɧɢɸ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɩɚɰɢɟɧɬɨɜ. 

 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɞɟɣɫɬɜɭɸɳɢɦ ɜ ɝɨɫɭɞɚɪɫɬɜɟ 
– ɱɥɟɧɟ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ)? ɉɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɩɪɢɜɟɞɢɬɟ 
ɩɪɢɦɟɪɵ ɬɚɤɢɯ ɩɨɫɥɟɞɫɬɜɢɣ. 
5. əɜɥɹɟɬɫɹ ɥɢ 
ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɣ ɩɪɨɟɤɬɨɦ 
ɪɟɲɟɧɢɹ ȿɗɄ ɜɚɪɢɚɧɬ 

ɪɟɲɟɧɢɹ ɩɪɨɛɥɟɦɵ ɧɚɢɛɨɥɟɟ 
ɨɩɬɢɦɚɥɶɧɵɦ ɢɡ ɱɢɫɥɚ 
ɪɚɫɫɦɨɬɪɟɧɧɵɯ 
ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɪɚɡɪɚɛɨɬɱɢɤɨɦ ɜɚɪɢɚɧɬɨɜ ɫ 
ɬɨɱɤɢ ɡɪɟɧɢɹ ɟɝɨ ɜɥɢɹɧɢɹ ɧɚ 

ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ (ɜ ɬɨɦ ɱɢɫɥɟ 
ɜɵɝɨɞ ɢ ɢɡɞɟɪɠɟɤ ɫɭɛɴɟɤɬɨɜ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ)?  
Ɉɰɟɧɢɬɟ, ɫɭɳɟɫɬɜɭɸɬ ɥɢ 
ɢɧɵɟ ɜɚɪɢɚɧɬɵ ɞɨɫɬɢɠɟɧɢɹ 
ɰɟɥɟɣ ɪɟɝɭɥɢɪɨɜɚɧɢɹ. ȿɫɥɢ 
ɬɚɤɢɟ ɢɦɟɸɬɫɹ, ɬɨ ɩɪɢɜɟɞɢɬɟ 
ɬɨɬ ɢɡ ɧɢɯ, ɤɨɬɨɪɵɣ ɛɵɥ ɛɵ 

ɉɪɟɞɥɚɝɚɟɦɵɣ ɜɚɪɢɚɧɬ ɹɜɥɹɟɬɫɹ ɨɩɬɢɦɚɥɶɧɵɦ, 
ɨɬɪɚɛɨɬɚɧɧɵɦ ɜ ɦɟɠɞɭɧɚɪɨɞɧɨɣ ɩɪɚɤɬɢɤɟ ɢ 
ɭɱɢɬɵɜɚɸɳɢɦ ɨɫɨɛɟɧɧɨɫɬɢ ɨɛɳɟɝɨ ɪɵɧɤɚ ɋɨɸɡɚ 

 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɧɚɢɛɨɥɟɟ ɨɩɬɢɦɚɥɶɧɵɦ ɫ 
ɬɨɱɤɢ ɡɪɟɧɢɹ ɜɥɢɹɧɢɹ ɧɚ 
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. 
6. Ʉɚɤɢɟ ɩɨɥɨɠɟɧɢɹ ɩɪɨɟɤɬɚ 
ɪɟɲɟɧɢɹ ȿɗɄ ɨɤɚɡɵɜɚɸɬ 
ɢɥɢ ɦɨɝɭɬ ɨɤɚɡɚɬɶ 
ɧɟɝɚɬɢɜɧɨɟ ɜɥɢɹɧɢɟ ɧɚ 
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɜ ɬɨɦ ɱɢɫɥɟ 
ɧɟɨɛɨɫɧɨɜɚɧɧɨ ɡɚɬɪɭɞɧɢɬɶ 

ɜɟɞɟɧɢɟ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɚ ɬɚɤɠɟ 
ɫɨɡɞɚɬɶ ɛɚɪɶɟɪɵ ɞɥɹ 
ɫɜɨɛɨɞɧɨɝɨ ɞɜɢɠɟɧɢɹ 
ɬɨɜɚɪɨɜ, ɭɫɥɭɝ, ɤɚɩɢɬɚɥɚ ɢ 
ɪɚɛɨɱɟɣ ɫɢɥɵ ɧɚ ɬɟɪɪɢɬɨɪɢɢ 
ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ? 

Ʉɨɦɦɟɧɬɚɪɢɢ ɩɨ ɨɬɞɟɥɶɧɵɦ ɩɭɧɤɬɚɦ ɩɪɨɟɤɬɚ 
ɩɪɟɞɫɬɚɜɥɟɧɵ ɜ ɩɪɢɥɨɠɟɧɢɢ ɤ ɷɬɨɦɭ ɨɩɪɨɫɧɨɦɭ 
ɥɢɫɬɭ (ɩɪɢɜɟɞɟɧɵ ɧɢɠɟ) 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 

7. Ɉɛɟɫɩɟɱɢɜɚɟɬ ɥɢ 

ɦɟɯɚɧɢɡɦ ɪɟɲɟɧɢɹ 
ɩɪɨɛɥɟɦɵ, ɩɪɟɞɥɨɠɟɧɧɵɣ ɜ 

Ɉɛɟɫɩɟɱɢɜɚɟɬ 

 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɩɪɨɟɤɬɟ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɞɨɫɬɢɠɟɧɢɟ ɰɟɥɢ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ? 

8. ɇɟɨɛɯɨɞɢɦ ɥɢ 
ɩɟɪɟɯɨɞɧɵɣ ɩɟɪɢɨɞ ɞɥɹ 
ɜɫɬɭɩɥɟɧɢɹ ɜ ɫɢɥɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿɗɄ ɢɥɢ ɟɝɨ 
ɨɬɞɟɥɶɧɵɯ ɩɨɥɨɠɟɧɢɣ ɞɥɹ 
ɚɞɚɩɬɚɰɢɢ ɫɭɛɴɟɤɬɨɜ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɤ ɟɝɨ (ɢɯ) 
ɜɜɟɞɟɧɢɸ ɜ ɞɟɣɫɬɜɢɟ? ȿɫɥɢ 
ɞɚ, ɬɨ ɤɚɤɨɣ ɩɟɪɟɯɨɞɧɵɣ 
ɩɟɪɢɨɞ ɧɟɨɛɯɨɞɢɦ ɢ 
ɩɨɱɟɦɭ? 

ɉɪɟɞɥɚɝɚɟɦ ɭɫɬɚɧɨɜɢɬɶ ɨɬɥɨɠɟɧɧɨɟ ɜɫɬɭɩɥɟɧɢɟ ɜ 
ɫɢɥɭ ɬɪɟɛɨɜɚɧɢɣ Ɋɚɡɞɟɥɚ 9.2.4 (Ɇɨɧɢɬɨɪɢɧɝ ɛɚɡɵ 
ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɋɨɸɡɚ) ɩɨɫɥɟ 
ɪɚɡɪɚɛɨɬɤɢ ɬɟɯɧɢɱɟɫɤɢɯ ɢɧɫɬɪɭɦɟɧɬɨɜ, 
ɦɟɬɨɞɢɱɟɫɤɨɝɨ ɪɭɤɨɜɨɞɫɬɜɚ ɩɨ ɦɨɧɢɬɨɪɢɧɝɭ ɛɚɡɵ 
ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɋɨɸɡɚ ɜ ɰɟɥɹɯ 
ɜɵɹɜɥɟɧɢɹ ɫɢɝɧɚɥɨɜ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ Ɋɭɤɨɜɨɞɫɬɜɚ 
ɩɨɥɶɡɨɜɚɬɟɥɹ ɛɚɡɨɣ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ 
ɋɨɸɡɚ. ȼ ɨɬɧɨɲɟɧɢɢ ɨɫɬɚɥɶɧɵɯ ɩɨɥɨɠɟɧɢɣ ɪɟɲɟɧɢɹ 
ɭɫɬɚɧɨɜɥɟɧɢɹ ɩɟɪɟɯɨɞɧɨɝɨ ɩɟɪɢɨɞɚ ɧɟ ɬɪɟɛɭɟɬɫɹ. 

 

 ɍɱɬɟɧɨ. 

9. ɂɦɟɸɬɫɹ ɥɢ ɭ ȼɚɫ ɢɧɵɟ 
ɩɪɟɞɥɨɠɟɧɢɹ (ɡɚɦɟɱɚɧɢɹ) ɤ 
ɩɪɨɟɤɬɭ ɪɟɲɟɧɢɹ ȿɗɄ? ȿɫɥɢ 
ɢɦɟɸɬɫɹ, ɢɡɥɨɠɢɬɟ ɢɯ, 

ɩɨɠɚɥɭɣɫɬɚ, ɫ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦ 
ɨɛɨɫɧɨɜɚɧɢɟɦ 

ɇɟɬ 

 

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 

10. ɂɧɵɟ ɜɨɩɪɨɫɵ, 
ɜɤɥɸɱɟɧɧɵɟ ɜ ɨɩɪɨɫɧɵɣ 
ɥɢɫɬ ɞɟɩɚɪɬɚɦɟɧɬɨɦ-

ɇɟ ɩɪɢɦɟɧɢɦɨ  ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɪɚɡɪɚɛɨɬɱɢɤɨɦ 

11. ɋɱɢɬɚɟɬɟ ɥɢ ȼɵ ɧɨɪɦɵ 
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ 

ɹɫɧɵɦɢ ɢ ɨɞɧɨɡɧɚɱɧɵɦɢ ɞɥɹ 
ɬɨɥɤɨɜɚɧɢɹ ɢ ɩɪɢɦɟɧɟɧɢɹ? 
(ȿɫɥɢ ɧɟɬ, ɬɨ ɭɤɚɠɢɬɟ 
ɤɨɧɤɪɟɬɧɵɟ ɩɨɥɨɠɟɧɢɹ 
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɹɜɥɹɸɳɢɟɫɹ 
ɧɟɨɩɪɟɞɟɥɟɧɧɵɦɢ, ɚ ɬɚɤɠɟ 
ɨɛɴɹɫɧɢɬɟ, ɜ ɱɟɦ ɫɨɫɬɨɢɬ ɢɯ 
ɧɟɨɩɪɟɞɟɥɟɧɧɨɫɬɶ 

   

12. ɇɚɡɨɜɢɬɟ ɨɛɥɚɫɬɶ 
ɷɤɨɧɨɦɢɱɟɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɧɚ ɤɨɬɨɪɭɸ 
ɪɚɫɩɪɨɫɬɪɚɧɹɟɬɫɹ ɩɪɨɟɤɬ 
ɪɟɲɟɧɢɹ ȿɗɄ, ɢ ɟɟ ɨɫɧɨɜɧɵɯ 
ɭɱɚɫɬɧɢɤɨɜ (ɤɪɭɝ ɥɢɰ, 
ɢɧɬɟɪɟɫɵ ɤɨɬɨɪɵɯ 
ɡɚɬɪɚɝɢɜɚɟɬ), ɚ ɬɚɤɠɟ ɩɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɩɪɢɜɟɞɢɬɟ ɢɯ 
ɤɨɥɢɱɟɫɬɜɟɧɧɭɸ ɨɰɟɧɤɭ 

   

13. ɉɪɟɞɨɫɬɚɜɶɬɟ, 
ɩɨɠɚɥɭɣɫɬɚ, ɩɪɟɞɥɨɠɟɧɢɹ ɩɨ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɤɚɠɞɨɦɭ ɩɨɥɨɠɟɧɢɸ  
ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿɗɄ, 

ɨɬɧɟɫɟɧɧɨɦɭ ȼɚɦɢ ɤ 
ɧɟɝɚɬɢɜɧɨ ɜɥɢɹɸɳɢɦ ɧɚ  
ɭɫɥɨɜɢɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. ɉɪɢɜɟɞɢɬɟ 
ɨɨɛɨɫɧɨɜɚɧɢɟ ɩɨ ɤɚɠɞɨɦɭ 
ɬɚɤɨɦɭ ɩɨɥɨɠɟɧɢɸ, ɩɨ 
ɜɨɡɦɨɠɧɨɫɬɢ ɨɰɟɧɢɜ ɟɝɨ 
ɜɥɢɹɧɢɟ ɤɨɥɢɱɟɫɬɜɟɧɧɨ (ɜ 
ɞɟɧɟɠɧɵɯ ɫɪɟɞɫɬɜɚɯ ɢɥɢ 
ɬɪɭɞɨɡɚɬɪɚɬɚɯ (ɱɟɥɨɜɟɤɨ-

ɱɚɫɚɯ), ɤɨɬɨɪɵɟ ɛɭɞɭɬ 
ɧɟɨɛɯɨɞɢɦɵ ɞɥɹ ɜɵɩɨɥɧɟɧɢɹ 
ɬɪɟɛɨɜɚɧɢɣ, ɢ ɬ.ɩ.).  
Ɉɰɟɧɢɬɟ ɩɨ ɜɨɡɦɨɠɧɨɫɬɢ, 
ɤɚɤɢɟ ɢɡɞɟɪɠɤɢ ɩɨɧɟɫɭɬ 
ɫɭɛɴɟɤɬɵ 

ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɜ ɫɜɹɡɢ ɫ 
ɩɪɢɧɹɬɢɟɦ ɩɪɨɟɤɬɚ  
ɪɟɲɟɧɢɹ ȿɗɄ (ɭɤɪɭɩɧɟɧɧɨ, 
ɜ ɞɟɧɟɠɧɨɦ ɷɤɜɢɜɚɥɟɧɬɟ – 

ɜɢɞɵ ɢɡɞɟɪɠɟɤ ɢ ɤɨɥɢɱɟɫɬɜɨ 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

ɬɚɤɢɯ ɨɩɟɪɚɰɢɣ ɜ ɝɨɞ). Ʉɚɤɢɟ 
ɢɡ ɭɤɚɡɚɧɧɵɯ ɢɡɞɟɪɠɟɤ ȼɵ 
ɫɱɢɬɚɟɬɟ ɧɟɨɛɨɫɧɨɜɚɧɧɵɦɢ 

(ɜ ɬɨɦ ɱɢɫɥɟ ɢɡɛɵɬɨɱɧɵɦɢ 
ɢɥɢ ɞɭɛɥɢɪɭɸɳɢɦɢ)? 

14. ȼ ɨɬɧɨɲɟɧɢɢ ɩɨɥɨɠɟɧɢɣ, 
ɭɤɚɡɚɧɧɵɯ ȼɚɦɢ ɜ ɩɭɧɤɬɟ 13 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ, 
ɩɨɠɚɥɭɣɫɬɚ, ɜɵɛɟɪɢɬɟ 
ɫɥɟɞɭɸɳɟɟ: 

 ɭɤɚɡɚɧɧɨɟ ɩɨɥɨɠɟɧɢɟ ɩɪɨɬɢɜɨɪɟɱɢɬ ɰɟɥɹɦ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɢɥɢ ɫɭɳɟɫɬɜɭɸɳɟɣ ɩɪɨɛɥɟɦɟ 
ɥɢɛɨ ɧɟ ɫɩɨɫɨɛɫɬɜɭɟɬ ɞɨɫɬɢɠɟɧɢɸ ɰɟɥɟɣ 
ɪɟɝɭɥɢɪɨɜɚɧɢɹ; 

 ɢɦɟɟɬ ɯɚɪɚɤɬɟɪ ɬɟɯɧɢɱɟɫɤɨɣ ɨɲɢɛɤɢ, ɫɨɡɞɚɟɬ 
ɩɪɚɜɨɜɭɸ ɧɟɨɩɪɟɞɟɥɟɧɧɨɫɬɶ ɢɥɢ ɫɨɞɟɪɠɢɬ 
ɫɦɵɫɥɨɜɨɟ (ɥɨɝɢɱɟɫɤɨɟ) ɩɪɨɬɢɜɨɪɟɱɢɟ; 

 ɩɪɢɜɨɞɢɬ ɤ ɢɡɛɵɬɨɱɧɵɦ ɞɟɣɫɬɜɢɹɦ ɢɥɢ, 

ɧɚɨɛɨɪɨɬ, ɧɟɨɛɨɫɧɨɜɚɧɧɨ ɨɝɪɚɧɢɱɢɜɚɟɬ 
ɞɟɣɫɬɜɢɹ ɫɭɛɴɟɤɬɨɜ ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ; 

 ɫɨɡɞɚɟɬ ɫɭɳɟɫɬɜɟɧɧɵɟ ɪɢɫɤɢ ɞɥɹ ɜɟɞɟɧɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ; 

 ɫɩɨɫɨɛɫɬɜɭɟɬ ɜɨɡɧɢɤɧɨɜɟɧɢɸ ɧɟɨɛɨɫɧɨɜɚɧɧɵɯ 
ɩɪɚɜ ɨɪɝɚɧɨɜ ɜɥɚɫɬɢ ɢɥɢ ɢɯ ɞɨɥɠɧɨɫɬɧɵɯ ɥɢɰ 
ɥɢɛɨ ɞɨɩɭɫɤɚɟɬ ɜɨɡɦɨɠɧɨɫɬɶ ɢɡɛɢɪɚɬɟɥɶɧɨɝɨ 
ɩɪɢɦɟɧɟɧɢɹ ɩɪɚɜɨɜɵɯ ɧɨɪɦ ɩɨ ɢɯ 
ɭɫɦɨɬɪɟɧɢɸ; 

 ɩɪɢɜɨɞɢɬ ɤ ɧɟɜɨɡɦɨɠɧɨɫɬɢ ɫɨɜɟɪɲɟɧɢɹ 
ɫɭɛɴɟɤɬɚɦɢ ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ  

 ɇɟ ɬɪɟɛɭɟɬ ɤɨɦɦɟɧɬɚɪɢɹ. 
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ɇɨɦɟɪ ɜɨɩɪɨɫɚ ɢ ɟɝɨ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɫɨɝɥɚɫɧɨ 

ɨɩɪɨɫɧɨɦɭ ɥɢɫɬɭ 

ɋɨɞɟɪɠɚɧɢɟ ɨɬɜɟɬɚ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɡɚɩɨɥɧɢɜɲɟɦ 

ɨɩɪɨɫɧɵɣ ɥɢɫɬ, ɚ 
ɬɚɤɠɟ ɫɩɨɫɨɛɟ 
ɧɚɩɪɚɜɥɟɧɢɹ 
ɡɚɩɨɥɧɟɧɧɨɝɨ 

ɨɩɪɨɫɧɨɝɨ ɥɢɫɬɚ  

Ʉɨɦɦɟɧɬɚɪɢɣ 
ɞɟɩɚɪɬɚɦɟɧɬɚ, 

ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɪɚɡɪɚɛɨɬɤɭ ɩɪɨɟɤɬɚ 

ɪɟɲɟɧɢɹ ȿЭɄ 

1 2 3 4 

 ɞɟɹɬɟɥɶɧɨɫɬɢ ɞɟɣɫɬɜɢɣ ɩɨ ɜɵɩɨɥɧɟɧɢɸ 
ɨɛɹɡɚɬɟɥɶɧɵɯ ɬɪɟɛɨɜɚɧɢɣ ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ 
ȿɗɄ (ɧɚɩɪɢɦɟɪ, ɜ ɫɜɹɡɢ ɫ ɨɬɫɭɬɫɬɜɢɟɦ 
ɢɧɮɪɚɫɬɪɭɤɬɭɪɵ, ɨɪɝɚɧɢɡɚɰɢɨɧɧɵɯ ɢɥɢ 
ɬɟɯɧɢɱɟɫɤɢɯ ɭɫɥɨɜɢɣ, ɢɧɮɨɪɦɚɰɢɨɧɧɵɯ 
ɬɟɯɧɨɥɨɝɢɣ) ɥɢɛɨ ɩɪɟɞɭɫɦɚɬɪɢɜɚɟɬ 
ɢɫɩɨɥɧɟɧɢɟ ɪɟɝɭɥɹɬɨɪɧɵɯ ɬɪɟɛɨɜɚɧɢɣ ɧɟ 
ɫɚɦɵɦ ɨɩɬɢɦɚɥɶɧɵɦ ɫɩɨɫɨɛɨɦ (ɧɚɩɪɢɦɟɪ, ɧɚ 
ɛɭɦɚɠɧɨɦ ɧɨɫɢɬɟɥɟ, ɚ ɧɟ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ); 

 ɫɩɨɫɨɛɫɬɜɭɟɬ ɧɟɨɛɨɫɧɨɜɚɧɧɨɦɭ ɢɡɦɟɧɟɧɢɸ 
ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɫɢɬɭɚɰɢɢ ɜ ɤɚɤɨɣ-ɥɢɛɨ ɨɬɪɚɫɥɢ 
ɢɥɢ ɧɟɫɤɨɥɶɤɢɯ ɫɜɹɡɚɧɧɵɯ ɨɬɪɚɫɥɹɯ; 

V ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɨɛɵɱɚɹɦ ɞɟɥɨɜɨɝɨ ɨɛɨɪɨɬɚ, 
ɫɥɨɠɢɜɲɢɦɫɹ ɜ ɨɬɪɚɫɥɢ, ɥɢɛɨ ɫɭɳɟɫɬɜɭɸɳɢɦ 
ɦɟɠɞɭɧɚɪɨɞɧɵɦ ɩɪɚɤɬɢɤɚɦ ɪɟɝɭɥɢɪɨɜɚɧɢɹ 
ɜɟɞɟɧɢɹ ɛɢɡɧɟɫɚ. 

 



ɂɧɵɟ ɩɪɟɞɥɨɠɟɧɢɹ ɤ 
ɩɪɨɟɤɬɭ ɪɟɲɟɧɢɹ ȿЭɄ ɢ 
(ɢɥɢ) ɢɧɮɨɪɦɚɰɢɨɧɧɨ-

ɚɧɚɥɢɬɢɱɟɫɤɨɣ ɫɩɪɚɜɤɟ 
(ɭɤɚɡɵɜɚɟɬɫɹ ɫɬɪɭɤɬɭɪɧɵɣ 

ɷɥɟɦɟɧɬ - ɪɚɡɞɟɥ, ɩɭɧɤɬ, 
ɩɨɞɩɭɧɤɬ, ɚɛɡɚɰ ɢ ɞɪ.) 

ɋɨɞɟɪɠɚɧɢɟ ɧɚɩɪɚɜɥɟɧɧɨɝɨ ɩɪɟɞɥɨɠɟɧɢɹ ɂɧɮɨɪɦɚɰɢɹ ɨ ɥɢɰɟ, 
ɧɚɩɪɚɜɢɜɲɟɦ 

ɩɪɟɞɥɨɠɟɧɢɟ, ɚ ɬɚɤɠɟ 
ɫɩɨɫɨɛɟ ɧɚɩɪɚɜɥɟɧɢɹ 

ɩɪɟɞɥɨɠɟɧɢɹ 

ɂɧɮɨɪɦɚɰɢɹ ɞɟɩɚɪɬɚɦɟɧɬɚ, 
ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ ɩɨɞɝɨɬɨɜɤɭ 

ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ ȿЭɄ,  
ɨɛ ɭɱɟɬɟ (ɱɚɫɬɢɱɧɨɦ ɭɱɟɬɟ) 

ɩɪɟɞɫɬɚɜɥɟɧɧɨɝɨ 
ɩɪɟɞɥɨɠɟɧɢɹ ɥɢɛɨ ɨɛ 

ɨɬɤɥɨɧɟɧɢɢ (ɫ ɨɛɨɫɧɨɜɚɧɢɟɦ 
ɱɚɫɬɢɱɧɨɝɨ ɭɱɟɬɚ ɢɥɢ 

ɨɬɤɥɨɧɟɧɢɹ) 
5 6 7 8 

ɉɩ.3.4.7.3 ɉɨɞɩɭɧɤɬɨɦ 3.4.7.3 ɩɪɨɟɤɬɚ ɢɡɦɟɧɟɧɢɣ 
ɩɪɟɞɭɫɦɨɬɪɟɧɵ ɬɪɟɛɨɜɚɧɢɹ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ 
ɫɢɫɬɟɦ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɫ ɨɛɹɡɚɬɟɥɶɧɨɣ 
ɢɧɮɨɪɦɚɰɢɟɣ ɨɛ ɚɭɞɢɬɟ ɫɢɫɬɟɦɵ ɨɛɟɫɩɟɱɟɧɢɹ 
ɤɚɱɟɫɬɜɚ ɜ ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɤɨɬɨɪɚɹ 
ɞɨɥɠɧɚ ɛɵɬɶ ɜɤɥɸɱɟɧɚ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ȼ ɩɪɢɥɨɠɟɧɢɟ ɧɟɨɛɯɨɞɢɦɨ 
ɜɤɥɸɱɢɬɶ ɨɩɢɫɚɧɢɟ ɦɟɬɨɞɚ ɩɥɚɧɢɪɨɜɚɧɢɹ ɚɭɞɢɬɨɜ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɢ ɦɟɯɚɧɢɡɦɨɜ ɨɬɱɟɬɧɨɫɬɢ, 
ɚ ɬɚɤɠɟ ɬɟɤɭɳɢɣ ɩɟɪɟɱɟɧɶ ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɯ ɢ 
ɡɚɜɟɪɲɟɧɧɵɯ ɚɭɞɢɬɨɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, 
ɜɤɥɸɱɚɟɦɵɣ ɜ ɩɪɢɥɨɠɟɧɢɟ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ. Ⱦɚɧɧɵɣ 
ɩɟɪɟɱɟɧɶ ɞɨɥɠɟɧ ɫɨɞɟɪɠɚɬɶ ɞɚɬɵ ɩɪɨɜɟɞɟɧɢɹ 
ɚɭɞɢɬɨɜ ɢ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɨɬɱɟɬɨɜ ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ 
ɚɭɞɢɬɨɜ, ɨɛɥɚɫɬɶ ɨɰɟɧɤɢ ɢ ɫɨɫɬɨɹɧɢɟ ɜɵɩɨɥɧɟɧɢɹ 
ɚɭɞɢɬɨɜ ɩɪɨɜɚɣɞɟɪɚɦɢ ɭɫɥɭɝ, ɫɩɟɰɢɮɢɱɟɫɤɢɟ ɜɢɞɵ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɥɢ ɦɟɫɬɚ 
ɜɵɩɨɥɧɟɧɢɹ ɮɭɧɤɰɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɚ ɬɚɤɠɟ 
ɨɩɟɪɚɰɢɨɧɧɵɟ ɨɛɥɚɫɬɢ ɜɡɚɢɦɨɞɟɣɫɬɜɢɹ, ɢɦɟɸɳɢɟ 
ɨɬɧɨɲɟɧɢɟ ɤ ɜɵɩɨɥɧɟɧɢɸ ɨɛɹɡɚɬɟɥɶɫɬɜ. ɉɟɪɟɱɟɧɶ 
ɞɨɥɠɟɧ ɜɤɥɸɱɚɬɶ ɞɚɧɧɵɟ ɡɚ ɩɟɪɢɨɞ 
ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶɸ 5 ɥɟɬ. 

ɇɟɨɛɯɨɞɢɦɨ ɨɬɦɟɬɢɬɶ, ɱɬɨ ɩɪɨɢɡɜɨɞɢɬɟɥɸ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɞɟɪɠɚɬɟɥɸ 

Ⱦɟɩɚɪɬɚɦɟɧɬ ɪɚɡɜɢɬɢɹ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɶɫɤɨɣ 

ɞɟɹɬɟɥɶɧɨɫɬɢ 

Ɉɬɤɥɨɧɟɧɨ. Ɇɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɧɟ 
ɹɜɥɹɟɬɫɹ ɭɧɢɤɚɥɶɧɵɦ ɢ 
ɨɮɨɪɦɥɹɟɬɫɹ ɧɟ ɞɥɹ ɤɚɠɞɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɚ 
ɞɥɹ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɜ ɰɟɥɨɦ. 
ɉɨɷɬɨɦɭ ɞɚɠɟ ɞɥɹ ɧɨɜɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɦɚɫɬɟɪ-ɮɚɣɥ ɩɪɨɢɡɜɨɞɢɬɟɥɹ 
ɛɭɞɟɬ ɫɨɞɟɪɠɚɬɶ ɞɚɧɧɵɟ ɨ 
ɜɵɩɨɥɧɟɧɧɵɯ ɚɭɞɢɬɚɯ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ.  
 

 

 

 

 

 

 

 

Ɉɬɤɥɨɧɟɧɨ. Ⱥɭɞɢɬ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɧɟ 
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ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ) ɩɪɢ ɡɚɩɭɫɤɟ 
ɩɪɨɢɡɜɨɞɫɬɜɚ ɧɨɜɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɧɟɜɨɡɦɨɠɧɨ ɛɭɞɟɬ ɩɪɟɞɫɬɚɜɢɬɶ ɨɛɹɡɚɬɟɥɶɧɵɟ 
ɬɪɟɛɨɜɚɧɢɹ, ɜɤɥɸɱɟɧɧɵɟ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ ɫ ɞɚɧɧɵɦɢ 
ɩɪɢɥɚɝɚɟɦɨɝɨ ɩɟɪɟɱɧɹ ɡɚ ɩɟɪɢɨɞ 
ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶɸ 5 ɥɟɬ. 

ɋɱɢɬɚɟɦ, ɱɬɨ ɜɤɥɸɱɟɧɢɟ ɭɤɚɡɚɧɧɵɯ ɬɪɟɛɨɜɚɧɢɣ 
ɧɭɠɞɚɟɬɫɹ ɜ ɨɛɨɫɧɨɜɚɧɢɢ ɜ ɱɚɫɬɢ ɭɫɬɚɧɨɜɥɟɧɢɹ 
ɭɤɚɡɚɧɧɨɝɨ ɩɟɪɢɨɞɚ ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶɸ 5 ɥɟɬ. 

ɜɵɩɨɥɧɹɟɬɫɹ ɜ ɪɚɦɤɚɯ ɨɰɟɧɤɢ 
ɧɨɜɵɯ ɡɚɹɜɥɟɧɢɣ ɧɚ 
ɪɟɝɢɫɬɪɚɰɢɸ, ɩɨɷɬɨɦɭ 
ɫɫɵɥɤɚ ɧɚ ɡɚɩɪɨɫ ɦɚɫɬɟɪ-

ɮɚɣɥɚ ɧɟ ɭɦɟɫɬɧɚ. 

 Ʉɪɨɦɟ ɬɨɝɨ, ɩɨɞɩɭɧɤɬ 3.4.7.3 ɩɪɨɟɤɬɚ ɢɡɦɟɧɟɧɢɣ 
ɧɟɨɛɯɨɞɢɦɨ ɞɨɩɨɥɧɢɬɶ ɫɫɵɥɤɨɣ ɧɚ ɩɨɞɩɭɧɤɬ 3.8.4 
ɩɪɨɟɤɬɚ ɢɡɦɟɧɟɧɢɣ, ɤɨɬɨɪɵɦ ɩɪɟɞɭɫɦɨɬɪɟɧɨ, ɱɬɨ 
ɦɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɤɚɤ ɩɪɚɜɢɥɨ, 
ɧɟ ɡɚɩɪɚɲɢɜɚɟɬɫɹ ɜ ɯɨɞɟ ɩɪɨɜɟɞɟɧɢɹ ɨɰɟɧɤɢ ɧɨɜɵɯ 
ɡɚɹɜɥɟɧɢɣ ɧɚ ɩɨɥɭɱɟɧɢɟ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. 

 Ɉɬɤɥɨɧɟɧɨ. Ⱥɭɞɢɬ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜɵɩɨɥɧɹɟɬɫɹ 
ɩɪɢɦɟɧɢɬɟɥɶɧɨ ɤ 
ɫɭɳɟɫɬɜɭɸɳɟɣ ɫɢɫɬɟɦɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ (ɧɟ ɫɜɹɡɚɧ ɫ 
ɡɚɩɭɫɤɨɦ ɩɪɨɢɡɜɨɞɫɬɜɚ 
ɧɨɜɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɧɚ ɤɚɤɨɣ-ɥɢɛɨ 
ɩɥɨɳɚɞɤɟ). ɉɟɪɢɨɞ ɜ 5 ɥɟɬ 
ɝɚɪɦɨɧɢɡɢɪɨɜɚɧ ɫ 
ɬɪɟɛɨɜɚɧɢɹɦɢ ɉɪɚɜɢɥ 
ɧɚɞɥɟɠɚɳɟɣ ɩɪɚɤɬɢɤɢ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ȿɋ. ȼ ɫɥɭɱɚɟ 
ɟɫɥɢ ɜɪɟɦɹ ɫɭɳɟɫɬɜɨɜɚɧɢɹ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɦɟɧɟɟ 5 ɥɟɬ, 
ɩɪɟɞɫɬɚɜɥɹɸɬɫɹ ɡɚ ɦɟɧɶɲɢɣ 
ɫɪɨɤ, ɟɫɥɢ ɛɨɥɟɟ 5 ɥɟɬ – 
ɬɚɤɠɟ ɡɚ 5 ɥɟɬ. 

 Ʉɪɨɦɟ ɬɨɝɨ, ɚɧɚɥɨɝɢɱɧɵɟ ɡɚɦɟɱɚɧɢɹ 
ɪɚɫɩɪɨɫɬɪɚɧɹɸɬɫɹ ɧɚ ɩɨɞɩɭɧɤɬ ɩɪɨɟɤɬɚ ɢɡɦɟɧɟɧɢɣ 

 Ɉɬɤɥɨɧɟɧɨ. Ɇɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɧɟ 
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3.4.8, ɤɨɬɨɪɵɦ ɩɪɟɞɭɫɦɨɬɪɟɧɵ ɬɪɟɛɨɜɚɧɢɹ ɤ 
ɩɪɢɥɨɠɟɧɢɸ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ: 
«ɫɩɢɫɨɤ ɜɫɟɯ ɡɚɜɟɪɲɟɧɧɵɯ ɡɚ 5-ɥɟɬɧɢɣ ɩɟɪɢɨɞ 
ɚɭɞɢɬɨɜ ɢ ɫɩɢɫɨɤ ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɯ ɚɭɞɢɬɨɜ»; 

«ɠɭɪɧɚɥ ɪɟɝɢɫɬɪɚɰɢɢ ɜɫɟɯ ɢɡɦɟɧɟɧɢɣ, ɜɧɟɫɟɧɧɵɯ 
ɜ ɫɨɞɟɪɠɚɧɢɟ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɡɚ ɩɨɫɥɟɞɧɢɟ 5 ɥɟɬ, ɡɚ ɢɫɤɥɸɱɟɧɢɟɦ 
ɢɧɮɨɪɦɚɰɢɢ ɜ ɱɚɫɬɢ ɬɪɟɛɨɜɚɧɢɣ ɚɛɡɚɰɟɜ 3-6 

ɩɨɞɩɭɧɤɬɚ 3.4.1 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɢ ɢɧɮɨɪɦɚɰɢɢ, 
ɜɤɥɸɱɚɟɦɨɣ ɜ ɩɪɢɥɨɠɟɧɢɹ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ɂɧɮɨɪɦɚɰɢɹ ɩɨ ɢɡɦɟɧɟɧɢɸ ɞɨɥɠɧɚ 
ɜɤɥɸɱɚɬɶ ɭɤɚɡɚɧɢɟ ɞɚɬɵ ɢɡɦɟɧɟɧɢɹ, ɥɢɰɚ, 
ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ ɢɡɦɟɧɟɧɢɟ ɢ ɨɩɢɫɚɧɢɟ ɜɧɟɫɟɧɧɨɝɨ 
ɢɡɦɟɧɟɧɢɹ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ». 

ɹɜɥɹɟɬɫɹ ɭɧɢɤɚɥɶɧɵɦ ɢ 
ɨɮɨɪɦɥɹɟɬɫɹ ɧɟ ɞɥɹ ɤɚɠɞɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɚ 
ɞɥɹ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɜ ɰɟɥɨɦ. 
ɉɨɷɬɨɦɭ ɞɚɠɟ ɞɥɹ ɧɨɜɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɦɚɫɬɟɪ-ɮɚɣɥ ɩɪɨɢɡɜɨɞɢɬɟɥɹ 
ɛɭɞɟɬ ɫɨɞɟɪɠɚɬɶ ɞɚɧɧɵɟ ɨ 
ɜɵɩɨɥɧɟɧɧɵɯ ɚɭɞɢɬɚɯ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

ɉɨ ɜɫɟɦɭ ɬɟɤɫɬɭ ɉɪɨɟɤɬ ɢɡɦɟɧɟɧɢɣ ɫɨɞɟɪɠɢɬ ɛɨɥɶɲɨɟ ɤɨɥɢɱɟɫɬɜɨ 
ɨɬɫɵɥɨɱɧɨ-ɛɥɚɧɤɟɬɧɵɯ ɧɨɪɦ ɤ ɧɚɰɢɨɧɚɥɶɧɨɦɭ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɭ ɝɨɫɭɞɚɪɫɬɜ - ɱɥɟɧɨɜ ɋɨɸɡɚ, 
ɧɚɩɪɢɦɟɪ: 

«ɨɫɭɳɟɫɬɜɥɟɧɢɟ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɞɚɧɧɵɯ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɜ ɛɚɡɵ ɞɚɧɧɵɯ ɝɨɫɭɞɚɪɫɬɜ-

ɱɥɟɧɨɜ ɢ ɋɨɸɡɚ ɜ ɫɪɨɤɢ, ɭɫɬɚɧɨɜɥɟɧɧɵɟ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɨɦ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ, 
ɦɟɠɞɭɧɚɪɨɞɧɵɦɢ ɞɨɝɨɜɨɪɚɦɢ ɢ ɚɤɬɚɦɢ, 
ɫɨɫɬɚɜɥɹɸɳɢɦɢ ɩɪɚɜɨ ɋɨɸɡɚ» (ɚɛɡɚɰ ɜɬɨɪɨɣ 
ɩɨɞɩɭɧɤɬɚ 2.18.1); 

«ɦɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɩɪɟɞɧɚɡɧɚɱɟɧ ɞɥɹ ɨɩɢɫɚɧɢɹ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ ɞɨɤɭɦɟɧɬɢɪɨɜɚɧɧɨɝɨ 
ɩɨɞɬɜɟɪɠɞɟɧɢɹ ɟɟ ɫɨɨɬɜɟɬɫɬɜɢɹ ɬɪɟɛɨɜɚɧɢɹɦ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ, 
ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ 
ɩɪɚɜɨ ɋɨɸɡɚ.» (ɩɨɞɩɭɧɤɬ 3.1.1); 

«ɜ ɧɚɥɢɱɢɢ ɞɨɥɠɧɵ ɛɵɬɶ ɩɢɫɶɦɟɧɧɵɟ ɫɨɝɥɚɲɟɧɢɹ 

 Ɉɬɤɥɨɧɟɧɨ. ɇɚ ɬɟɪɪɢɬɨɪɢɢ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɨɛɪɚɳɟɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɨɝɨ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɨɦ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɋɨɸɡɚ 
ɫɨɯɪɚɧɹɟɬɫɹ ɞɨ 31 ɞɟɤɚɛɪɹ 
2025 ɝ. ɉɪɨɰɟɫɫɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɨ ɬɚɤɢɦ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɚɦ 
ɜɵɩɨɥɧɹɸɬɫɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ. Ɍɨɝɞɚ ɤɚɤ 
ɜ ɫɯɟɦɚɯ ɥɟɤɚɪɫɬɜɟɧɧɨɣ 
ɬɟɪɚɩɢɢ ɷɬɢ ɩɪɟɩɚɪɚɬɵ ɦɨɝɭɬ 
ɩɪɢɦɟɧɹɬɶɫɹ ɜɦɟɫɬɟ ɫ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦɢ 
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ɫ ɨɩɢɫɚɧɢɟɦ ɮɭɧɤɰɢɣ ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ ɦɚɫɬɟɪ-

ɮɚɣɥɭ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɟɝɨ ɩɪɟɞɫɬɚɜɥɟɧɢɸ 
ɢ ɩɨɞɞɟɪɠɚɧɢɸ, ɚ ɬɚɤɠɟ ɨɫɭɳɟɫɬɜɥɟɧɢɸ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ» (ɚɛɡɚɰ 8 
ɩɨɞɩɭɧɤɬɚ 3.3); 

«Ɂɚɞɟɪɠɤɚ ɥɢɛɨ ɭɩɭɳɟɧɢɹ ɜ ɩɪɟɞɫɬɚɜɥɟɧɢɢ 
ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɬɪɟɛɨɜɚɧɢɹɦɢ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜɚ-

ɱɥɟɧɚ ɢ ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ ɚɤɬɨɜ, 
ɫɨɫɬɚɜɥɹɸɳɢɯ ɩɪɚɜɨ ɋɨɸɡɚ» (ɚɛɡɚɰ 2 ɩɨɞɩɭɧɤɬɚ 
4.2.1.2.2.2); 

«ɫɚɧɤɰɢɢ ɢ ɪɟɝɭɥɹɬɨɪɧɵɟ ɢɥɢ ɩɪɢɧɭɞɢɬɟɥɶɧɵɟ 
ɦɟɪɵ ɜ ɫɥɭɱɚɟ ɫɟɪɶɟɡɧɨɝɨ ɧɟɫɨɛɥɸɞɟɧɢɹ 

ɬɪɟɛɨɜɚɧɢɣ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 
ɢ ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ» (ɩɟɪɟɱɢɫɥɟɧɢɟ «ɦ» ɩɨɞɩɭɧɤɬɚ 
4.2.5.2). 

ɉɪɟɞɫɬɚɜɥɹɟɬɫɹ, ɱɬɨ ɡɧɚɱɢɬɟɥɶɧɨɟ ɤɨɥɢɱɟɫɬɜɨ 
ɬɚɤɢɯ ɧɨɪɦ ɩɪɢɜɨɞɢɬ ɤ ɭɫɬɚɧɨɜɥɟɧɢɸ ɪɚɡɥɢɱɧɵɯ 
ɫɩɟɰɢɮɢɱɟɫɤɢɯ ɬɪɟɛɨɜɚɧɢɣ ɧɚ ɧɚɰɢɨɧɚɥɶɧɨɦ 
ɭɪɨɜɧɟ. 

ȼ ɷɬɨɣ ɫɜɹɡɢ ɩɪɟɞɥɚɝɚɟɬɫɹ ɩɪɨɪɚɛɨɬɚɬɶ ɜɨɩɪɨɫ 
ɨ ɫɨɤɪɚɳɟɧɢɢ ɭɤɚɡɚɧɧɵɯ ɨɬɫɵɥɨɱɧɨ-ɛɥɚɧɤɟɬɧɵɯ 
ɧɨɪɦ ɢ ɭɫɬɚɧɨɜɥɟɧɢɢ ɟɞɢɧɵɯ ɬɪɟɛɨɜɚɧɢɣ ɤ 
ɩɪɨɰɟɞɭɪɚɦ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ ɪɚɦɤɚɯ ɋɨɸɡɚ. 
Ɉɛɪɚɳɚɟɦ ɜɧɢɦɚɧɢɟ ɧɚ ɧɟɞɨɩɭɫɬɢɦɨɫɬɶ 
ɪɚɫɲɢɪɟɧɢɹ ɩɪɨɟɤɬɨɦ ɢɡɦɟɧɟɧɢɣ ɱɢɫɥɚ 
ɨɬɫɵɥɨɱɧɨ-ɛɥɚɧɤɟɬɧɵɯ ɧɨɪɦ ɤ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɭ 
ɝɨɫɭɞɚɪɫɬɜ – ɱɥɟɧɨɜ ɋɨɸɡɚ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ 
ɞɟɣɫɬɜɭɸɳɟɣ ɪɟɞɚɤɰɢɟɣ ɉɪɚɜɢɥ. 

ɩɪɟɩɚɪɚɬɚɦɢ, 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɦɢ ɧɚ 
ɪɵɧɤɟ ɋɨɸɡɚ. ȼ ɷɬɨɣ ɫɜɹɡɢ, 
ɞɨ ɨɤɨɧɱɚɧɢɹ ɩɟɪɟɯɨɞɧɨɝɨ 
ɩɟɪɢɨɞɚ (31.12.2025 ɝ.) 
ɭɞɚɥɟɧɢɟ ɫɫɵɥɨɤ ɧɚ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɨ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ 
ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ 
ɧɟɰɟɥɟɫɨɨɛɪɚɡɧɵɦ. 

ɉɨ ɜɫɟɦɭ ɬɟɤɫɬɭ ɋɥɟɞɭɟɬ ɨɬɦɟɬɢɬɶ, ɱɬɨ ɬɟɤɫɬ ɩɪɨɟɤɬɚ ɢɡɦɟɧɟɧɢɣ 
ɫɨɞɟɪɠɢɬ ɩɨɥɨɠɟɧɢɹ ɪɟɤɨɦɟɧɞɚɬɟɥɶɧɨɝɨ ɯɚɪɚɤɬɟɪɚ, 
ɚ ɮɨɪɦɭɥɢɪɨɜɤɢ ɩɨɥɨɠɟɧɢɣ ɩɪɨɟɤɬɚ ɢɡɦɟɧɟɧɢɣ 
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ɧɟɪɟɞɤɨ ɹɜɥɹɸɬɫɹ ɨɛɳɢɦɢ ɢ ɧɟɱɟɬɤɢɦɢ, ɧɚɩɪɢɦɟɪ: 

 «ɧɢɡɤɨɟ ɤɚɱɟɫɬɜɨ ɩɪɟɞɫɬɚɜɥɹɟɦɵɯ ɞɚɧɧɵɯ ɢɥɢ 
ɢɯ ɧɟɧɚɞɥɟɠɚɳɟɟ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɩɨ ɡɚɩɪɨɫɚɦ ɨɬ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɨ 
ɩɪɟɞɫɬɚɜɥɟɧɢɢ ɢɧɮɨɪɦɚɰɢɢ» (ɚɛɡɚɰ 3 ɩɨɞɩɭɧɤɬɚ 
4.2.1.2.2.3) (153); 

 ɍɱɬɟɧɨ. ɋɥɨɜɨ «ɧɢɡɤɨɟ» 
ɡɚɦɟɧɟɧɨ ɧɚ «ɧɟɧɚɞɥɟɠɚɳɟɟ» 

 «ɩɪɟɞɩɨɥɚɝɚɟɬɫɹ, ɱɬɨ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɞɚɧɧɨɝɨ 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ 
ɪɟɝɢɫɬɪɚɰɢɢ (ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ) ɛɭɞɟɬ 
ɩɪɢɛɥɢɡɢɬɟɥɶɧɨ ɱɟɪɟɡ 8-9 ɥɟɬ ɩɨɫɥɟ ɩɨɥɭɱɟɧɢɹ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɜ ɬɨ ɜɪɟɦɹ, ɤɨɝɞɚ 
ɦɨɠɟɬ ɧɚɱɢɧɚɬɶɫɹ ɪɚɫɫɦɨɬɪɟɧɢɟ ɡɚɹɜɥɟɧɢɣ ɧɚ 
ɪɟɝɢɫɬɪɚɰɢɸ ɜɨɫɩɪɨɢɡɜɟɞɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɝɨ ɚɤɬɢɜɧɨɝɨ ɜɟɳɟɫɬɜɚ (232). 

 ɍɱɬɟɧɨ. Ʉɨɪɪɟɤɬɢɪɨɜɤɚ 
ɮɨɪɦɭɥɢɪɨɜɤɢ: ɫɥɨɜɨ 
«ɩɪɢɛɥɢɡɢɬɟɥɶɧɨ» ɭɞɚɥɟɧɨ, 
ɜɵɩɨɥɧɟɧɨ ɭɬɨɱɧɟɧɢɟ: 
ɉɪɟɞɩɨɥɚɝɚɟɬɫɹ, ɱɬɨ 
ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɞɚɧɧɨɝɨ 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ 
ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ 
ɩɨɞɬɜɟɪɠɞɟɧɢɹ 
ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɭɫɬɚɧɨɜɥɟɧɧɵɦ ɝɪɚɮɢɤɨɦ 
ɩɨɞɚɱɢ (ɨɪɢɟɧɬɢɪɨɜɨɱɧɨ 
ɱɟɪɟɡ 8 – 9 ɥɟɬ ɩɨɫɥɟ 
ɩɨɥɭɱɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ) 

 Ɍɚɤɢɦ ɨɛɪɚɡɨɦ, ɩɪɟɞɩɨɥɚɝɚɟɬɫɹ, ɱɬɨ ɤ ɞɚɧɧɨɦɭ 
ɦɨɦɟɧɬɭ ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɜɟɪɨɹɬɧɨ, ɛɭɞɟɬ ɞɨɫɬɚɬɨɱɧɨ ɯɨɪɨɲɨ 
ɨɯɚɪɚɤɬɟɪɢɡɨɜɚɧ, ɱɬɨɛɵ ɨɛɟɫɩɟɱɢɬɶ ɤɪɢɬɢɱɟɫɤɭɸ 
ɨɰɟɧɤɭ ɢ ɨɛɧɨɜɥɟɧɢɟ ɩɟɪɟɱɧɹ ɩɪɨɛɥɟɦ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ.» (ɚɛɡɚɰ 7 ɩɨɞɩɭɧɤɬ 6.2.2.1)(232); 

 ɍɱɬɟɧɨ. ɋɥɨɜɚ 
«ɩɪɟɞɩɨɥɚɝɚɟɬɫɹ» ɭɞɚɥɟɧɨ ɢ 
«ɜɟɪɨɹɬɧɨ» ɡɚɦɟɧɟɧɨ ɧɚ «ɜ 
ɛɨɥɶɲɢɧɫɬɜɟ ɫɥɭɱɚɟɜ» 

 

 «ɜ ɧɟɤɨɬɨɪɵɯ ɫɥɭɱɚɹɯ ɫɢɝɧɚɥɵ ɧɟɨɛɯɨɞɢɦɨ 
ɨɰɟɧɢɜɚɬɶ ɫɨɝɥɚɫɧɨ ɬɟɪɚɩɟɜɬɢɱɟɫɤɨɦɭ ɭɪɨɜɧɸ ɢɥɢ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɪɟɞɫɬɚɜɥɟɧɢɟ 
ɢɫɱɟɪɩɵɜɚɸɳɟɝɨ ɩɟɪɟɱɧɹ 
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ɤɥɚɫɫɭ ɫɢɫɬɟɦɵ ɨɪɝɚɧɨɜ ɥɢɛɨ ɧɚ ɭɪɨɜɧɟ 
ɫɬɚɧɞɚɪɬɢɡɢɪɨɜɚɧɧɨɝɨ ɡɚɩɪɨɫɚ (ɩɪɢ ɢɫɩɨɥɶɡɨɜɚɧɢɢ 
ɫɥɨɜɚɪɹ ɦɟɞɢɰɢɧɫɤɨɣ ɬɟɪɦɢɧɨɥɨɝɢɢ MedDRA). 

ɫɥɭɱɚɟɜ ɧɟɜɨɡɦɨɠɧɨ, ɜ ɜɢɞɭ 
ɛɨɥɶɲɨɝɨ ɤɨɥɢɱɟɫɬɜɚ 
ɫɨɱɟɬɚɧɢɣ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ, ɩɪɢɦɟɧɹɟɦɵɯ ɜ 
ɤɨɦɛɢɧɢɪɨɜɚɧɧɨɣ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɬɟɪɚɩɢɢ. 

 ɉɨɢɫɤ ɢɧɮɨɪɦɚɰɢɢ ɦɨɠɟɬ ɩɨɬɪɟɛɨɜɚɬɶ 

ɜɤɥɸɱɟɧɢɹ ɞɪɭɝɢɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɨɞɧɨɝɨ 
ɤɥɚɫɫɚ ɢ ɞɪɭɝɢɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ, ɧɚɩɪɢɦɟɪ, 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɞɪɭɝɢɯ ɬɟɪɦɢɧɨɜ, ɢɦɟɸɳɢɯ 
ɨɬɧɨɲɟɧɢɟ ɤ ɫɥɨɠɧɨɦɭ ɡɚɛɨɥɟɜɚɧɢɸ (ɧɚɩɪɢɦɟɪ, 
ɧɟɜɪɢɬ ɡɪɢɬɟɥɶɧɨɝɨ ɧɟɪɜɚ ɤɚɤ ɜɨɡɦɨɠɧɵɣ ɩɟɪɜɵɣ 
ɩɪɢɡɧɚɤ ɦɧɨɠɟɫɬɜɟɧɧɨɝɨ ɫɤɥɟɪɨɡɚ), ɪɚɧɧɟɣ ɫɬɚɞɢɢ 
ɪɟɚɤɰɢɢ (ɧɚɩɪɢɦɟɪ, ɭɞɥɢɧɟɧɢɟ ɢɧɬɟɪɜɚɥɚ QT) ɢɥɢ 
ɤɥɢɧɢɱɟɫɤɢɦ ɨɫɥɨɠɧɟɧɢɹɦ ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɣ 
ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ (ɧɚɩɪɢɦɟɪ, ɨɛɟɡɜɨɠɢɜɚɧɢɟ 
ɢɥɢ ɨɫɬɪɚɹ ɩɨɱɟɱɧɚɹ ɧɟɞɨɫɬɚɬɨɱɧɨɫɬɶ).» (ɩɨɞɩɭɧɤɬ 
9.1.3.5.2) (729). 

 Ɉɬɤɥɨɧɟɧɨ. ȼ ɞɚɧɧɨɦ ɩɭɧɤɬɟ 
ɜ ɫɤɨɛɤɚɯ ɩɟɪɟɱɢɫɥɟɧɵ 
ɧɟɤɨɬɨɪɵɟ ɢɡ ɩɪɢɦɟɪɨɜ. 

 ȼ ɩɪɨɟɤɬɟ ɢɡɦɟɧɟɧɢɣ ɱɚɫɬɨ ɢɫɩɨɥɶɡɭɸɬɫɹ 
ɤɚɬɟɝɨɪɢɢ ɨɰɟɧɨɱɧɨɝɨ ɢ ɞɢɫɤɪɟɰɢɨɧɧɨɝɨ ɯɚɪɚɤɬɟɪɚ, 
ɧɚɩɪɢɦɟɪ: 

«ɦɨɠɟɬ» – «Ʉɚɬɟɝɨɪɢɹ ɨɬɩɭɫɤɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɩɪɢ ɤɨɬɨɪɨɦ ɜɜɨɞɢɬɫɹ ɤɨɧɬɪɨɥɶ ɭɫɥɨɜɢɣ 
ɟɝɨ ɨɬɩɭɫɤɚ ɧɚɫɟɥɟɧɢɸ, ɦɨɠɟɬ ɩɨɦɨɱɶ ɫɧɢɡɢɬɶ 
ɪɢɫɤɢ, ɫɜɹɡɚɧɧɵɟ ɫ ɟɝɨ ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɢɥɢ 
ɧɟɩɪɚɜɢɥɶɧɵɦ ɩɪɢɦɟɧɟɧɢɟɦ. ɗɬɨ ɦɨɠɟɬ ɛɵɬɶ 
ɞɨɫɬɢɝɧɭɬɨ ɩɭɬɟɦ ɪɟɝɭɥɢɪɨɜɚɧɢɹ ɭɫɥɨɜɢɣ, ɩɪɢ 
ɤɨɬɨɪɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɦɨɠɟɬ ɛɵɬɶ 

ɧɚɡɧɚɱɟɧ, ɢɥɢ ɭɫɥɨɜɢɣ, ɩɪɢ ɤɨɬɨɪɵɯ ɩɚɰɢɟɧɬ ɦɨɠɟɬ 
ɩɨɥɭɱɢɬɶ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ.» (ɩɨɞɩɭɧɤɬ 
6.2.5.5.1), «Ⱦɟɪɠɚɬɟɥɶ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɞɨɥɠɟɧ ɨɰɟɧɢɬɶ ɢ 
ɩɪɨɤɨɦɦɟɧɬɢɪɨɜɚɬɶ ɜ ɩɥɚɧɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 

 Ɉɬɤɥɨɧɟɧɨ. Ɏɚɪɦɚɤɨɧɚɞɡɨɪ 
ɫɜɹɡɚɧ ɫ ɨɰɟɧɤɨɣ 
ɧɟɠɟɥɚɬɟɥɶɧɨɝɨ ɞɟɣɫɬɜɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, 
ɤɨɬɨɪɨɟ ɜɫɟɝɞɚ ɩɪɢɫɭɬɫɬɜɭɟɬ 
ɭ ɥɸɛɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɜɟɳɟɫɬɜɚ. Ɂɚɦɟɧɚ ɜ 
ɩɪɨɰɟɞɭɪɚɯ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɤɚɬɟɝɨɪɢɣ ɨɰɟɧɨɱɧɨɝɨ ɢ 
ɞɢɫɤɪɟɰɢɨɧɧɨɝɨ ɯɚɪɚɤɬɟɪɚ ɧɚ 
ɚɛɫɨɥɸɬɧɵɟ ɮɨɪɦɭɥɢɪɨɜɤɢ 
ɩɪɢɜɟɞɟɬ ɤ ɢɡɴɹɬɢɸ ɢɡ 
ɨɛɪɚɳɟɧɢɹ ɜɫɟɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, 
ɡɚɩɪɟɬɭ ɧɚ ɩɪɢɦɟɧɟɧɢɟ ɜɫɟɯ 



33 
 

ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɜɜɟɞɟɧɢɹ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɢɥɢ ɢɧɵɯ 
ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ ɩɨ ɤɚɠɞɨɣ 
ɩɪɨɛɥɟɦɟ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢɥɢ, ɢɫɯɨɞɹ ɢɡ 
ɜɵɩɨɥɧɟɧɧɨɣ ɨɰɟɧɤɢ, ɦɟɪɵ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ 
(ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ) ɦɨɝɭɬ ɛɵɬɶ ɢɫɤɥɸɱɟɧɵ ɢɡ ɩɥɚɧɚ, 
ɧɚɩɪɢɦɟɪ, ɤɨɝɞɚ ɦɟɪɵ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ ɫɬɚɥɢ 
ɱɚɫɬɶɸ ɫɬɚɧɞɚɪɬɧɨɣ ɤɥɢɧɢɱɟɫɤɨɣ ɩɪɚɤɬɢɤɢ. ȼ 
ɨɩɪɟɞɟɥɟɧɧɵɯ ɫɥɭɱɚɹɯ ɜ ɪɟɡɭɥɶɬɚɬɟ ɨɰɟɧɤɢ 
ɫɬɪɚɬɟɝɢɢ ɦɨɠɟɬ ɛɵɬɶ ɫɞɟɥɚɧ ɜɵɜɨɞ, ɱɬɨ 
ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ ɧɟ ɦɨɝɭɬ 
ɤɨɧɬɪɨɥɢɪɨɜɚɬɶ ɪɢɫɤɢ ɜ ɬɪɟɛɭɟɦɨɣ ɫɬɟɩɟɧɢ ɞɥɹ 
ɨɛɟɫɩɟɱɟɧɢɹ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɩɪɢ ɩɪɟɜɵɲɟɧɢɢ ɩɨɥɶɡɵ ɧɚɞ ɪɢɫɤɨɦ, ɱɬɨ ɨɡɧɚɱɚɟɬ 
ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɨɬɡɵɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫ 
ɪɵɧɤɚ ɢɥɢ ɨɝɪɚɧɢɱɟɧɢɹ ɟɝɨ ɩɪɢɦɟɧɟɧɢɹ ɬɨɥɶɤɨ ɬɨɣ 
ɩɨɞɝɪɭɩɩɨɣ ɩɚɰɢɟɧɬɨɜ, ɜ ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɨɣ ɩɨɥɶɡɚ 
ɩɟɪɟɜɟɲɢɜɚɟɬ ɪɢɫɤɢ.» (ɩɨɞɩɭɧɤɬ 6.2.5.5.2); 

«ɜɨɡɦɨɠɧɨ» - «Ɉɰɟɧɤɭ ɩɨɞɨɡɪɟɜɚɟɦɨɣ ɩɟɪɟɞɚɱɢ 
ɢɧɮɟɤɰɢɨɧɧɨɝɨ ɚɝɟɧɬɚ ɩɨɫɪɟɞɫɬɜɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɫɥɟɞɭɟɬ ɩɪɨɜɨɞɢɬɶ ɫ ɨɫɨɛɨɣ 
ɨɫɬɨɪɨɠɧɨɫɬɶɸ ɢ ɨɛɟɫɩɟɱɢɜɚɬɶ, ɧɚɫɤɨɥɶɤɨ ɷɬɨ 
ɜɨɡɦɨɠɧɨ, ɪɚɡɝɪɚɧɢɱɟɧɢɟ ɩɪɢɱɢɧ ɢɧɮɢɰɢɪɨɜɚɧɢɹ 
(ɧɚɩɪɢɦɟɪ, ɢɧɴɟɤɰɢɹ ɢɥɢ ɩɪɢɟɦ), ɢɫɬɨɱɧɢɤɚ 
ɢɧɮɟɤɰɢɢ (ɧɚɩɪɢɦɟɪ, ɤɨɧɬɚɦɢɧɚɰɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ) ɢ ɤɥɢɧɢɱɟɫɤɨɝɨ ɫɨɫɬɨɹɧɢɹ ɩɚɰɢɟɧɬɚ ɧɚ 
ɦɨɦɟɧɬ ɩɪɟɞɩɨɥɚɝɚɟɦɨɝɨ ɢɧɮɢɰɢɪɨɜɚɧɢɹ 
(ɢɦɦɭɧɨɞɟɩɪɟɫɫɢɜɧɨɟ ɫɨɫɬɨɹɧɢɟ ɢɥɢ 

ɩɪɟɞɲɟɫɬɜɭɸɳɚɹ ɜɚɤɰɢɧɚɰɢɹ).» (ɩɨɞɩɭɧɤɬ 7.2.2.5), 
«ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɨ 
ɪɢɫɤɚɯ ɫ ɭɱɟɬɨɦ ɨɛɳɟɣ ɨɰɟɧɤɢ ɩɨɥɶɡɵ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜɤɥɸɱɚɹ ɞɨɫɬɭɩɧɵɟ ɢ 
ɚɤɬɭɚɥɶɧɵɟ ɫɜɟɞɟɧɢɹ ɨ ɫɟɪɶɟɡɧɨɫɬɢ, ɫɬɟɩɟɧɢ 
ɬɹɠɟɫɬɢ, ɱɚɫɬɨɬɟ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ, ɮɚɤɬɨɪɚɯ 

ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɢ 
ɩɪɟɤɪɚɳɟɧɢɸ ɨɤɚɡɚɧɢɹ 
ɦɟɞɢɰɢɧɫɤɨɣ ɩɨɦɨɳɢ 
ɧɚɫɟɥɟɧɢɸ. 
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ɪɢɫɤɚ ɢɯ ɪɚɡɜɢɬɢɹ, ɜɪɟɦɟɧɢ ɧɚɱɚɥɚ, ɨɛɪɚɬɢɦɨɫɬɢ ɢ, 
ɟɫɥɢ ɜɨɡɦɨɠɧɨ, ɩɪɟɞɩɨɥɚɝɚɟɦɨɦ ɩɟɪɢɨɞɟ 
ɜɨɫɫɬɚɧɨɜɥɟɧɢɹ;» (ɩɨɞɩɭɧɤɬ 11.1.2); 

«ɨɛɵɱɧɨ» - «ɉɪɨɝɪɚɦɦɚ ɚɭɞɢɬɚ ɩɪɟɞɫɬɚɜɥɹɟɬ 
ɫɨɛɨɣ ɩɟɪɟɱɟɧɶ ɚɭɞɢɬɨɜ, ɫɨɫɬɨɹɳɢɣ ɢɡ ɨɞɧɨɝɨ ɢɥɢ 
ɧɟɫɤɨɥɶɤɢɯ ɚɭɞɢɬɨɜ, ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɯ ɧɚ 
ɤɨɧɤɪɟɬɧɵɣ ɫɪɨɤ, ɨɛɵɱɧɨ ɧɚ 1 ɝɨɞ» (ɩɨɞɩɭɧɤɬ 
5.1.2.2.1); 

«ɞɨɫɬɚɬɨɱɧɨ» - «ɐɟɥɶɸ ɞɚɧɧɨɣ ɱɚɫɬɢ ɹɜɥɹɟɬɫɹ 
ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɤɪɚɬɤɨɝɨ ɨɛɡɨɪɚ ɩɪɨɮɢɥɹ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫ ɭɤɚɡɚɧɢɟɦ 
ɢɡɜɟɫɬɧɨɣ ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɚ ɬɚɤɠɟ 
ɨɩɪɟɞɟɥɟɧɢɹ ɪɚɡɞɟɥɨɜ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɩɨ 
ɤɨɬɨɪɵɦ ɛɟɡɨɩɚɫɧɨɫɬɶ ɧɟ ɹɜɥɹɟɬɫɹ ɞɨɫɬɚɬɨɱɧɨ 

ɢɡɭɱɟɧɧɨɣ.» (ɩɨɞɩɭɧɤɬ 6.2.5.2), «ɇɚɥɢɱɢɟ 1 
ɫɨɨɛɳɟɧɢɹ ɨ ɫɟɪɶɟɡɧɨɣ ɢɥɢ ɬɹɠɟɥɨɣ ɧɟɠɟɥɚɬɟɥɶɧɨɣ 
ɪɟɚɤɰɢɢ (ɧɚɩɪɢɦɟɪ, ɨɛ ɚɧɚɮɢɥɚɤɬɢɱɟɫɤɨɦ ɲɨɤɟ) 
ɦɨɠɟɬ ɛɵɬɶ ɞɨɫɬɚɬɨɱɧɨ ɞɥɹ ɬɨɝɨ, ɱɬɨɛɵ ɨɛɪɚɬɢɬɶ 
ɧɚ ɷɬɨ ɫɨɨɛɳɟɧɢɟ ɜɧɢɦɚɧɢɟ ɢ ɩɪɟɞɩɪɢɧɹɬɶ 
ɞɚɥɶɧɟɣɲɢɟ ɞɟɣɫɬɜɢɹ.» (ɩɨɞɩɭɧɤɬ 9.1.3.2.2.1). 

ȼ ɷɬɨɣ ɫɜɹɡɢ ɩɪɟɞɥɚɝɚɟɬɫɹ ɞɨɪɚɛɨɬɚɬɶ ɭɤɚɡɚɧɧɵɟ 
ɩɨɥɨɠɟɧɢɹ ɜ ɱɚɫɬɢ ɢɯ ɭɬɨɱɧɟɧɢɹ (ɤɨɧɤɪɟɬɢɡɚɰɢɢ) 
ɥɢɛɨ ɢɫɤɥɸɱɢɬɶ ɢɯ ɢɡ ɩɪɨɟɤɬɚ ɢɡɦɟɧɟɧɢɣ. 

Ɉɞɧɨɜɪɟɦɟɧɧɨ ɢɧɮɨɪɦɢɪɭɟɦ, ɱɬɨ ɭɤɚɡɚɧɧɵɟ 
ɡɚɦɟɱɚɧɢɹ ɢ ɩɪɟɞɥɨɠɟɧɢɹ ɫɜɨɞɧɨɝɨ ɞɟɩɚɪɬɚɦɟɧɬɚ 
ɹɜɥɹɸɬɫɹ ɩɪɟɞɜɚɪɢɬɟɥɶɧɵɦɢ ɢ ɢɯ ɩɟɪɟɱɟɧɶ ɦɨɠɟɬ 
ɛɵɬɶ ɞɨɩɨɥɧɟɧ ɢ (ɢɥɢ) ɢɡɦɟɧɟɧ ɜ ɪɚɦɤɚɯ ɷɬɚɩɚ 
ɢɬɨɝɨɜɨɣ ɨɰɟɧɤɢ ɪɟɝɭɥɢɪɭɸɳɟɝɨ ɜɨɡɞɟɣɫɬɜɢɹ. 

ɉɨ ɜɫɟɦɭ ɬɟɤɫɬɭ ȼ ɨɩɪɟɞɟɥɟɧɢɢ ɩɨɧɹɬɢɹ «ɤɪɢɡɢɫɧɚɹ ɫɢɬɭɚɰɢɹ» 
(ɚɛɡɚɰ 28 ɪɚɡɞɟɥɚ 1, ɫɬɪ. 7) ɢ ɜ ɚɛɡɚɰɟ 2 ɩɭɧɤɬɚ 
6.2.5.3.2 ɉɪɚɜɢɥ (ɫɬɪ. 151) ɢɫɩɨɥɶɡɭɟɬɫɹ 
ɮɨɪɦɭɥɢɪɨɜɤɚ «ɡɚɤɨɧɨɞɚɬɟɥɶɧɵɦ ɚɤɬɚɦ ɋɨɸɡɚ». 
ɍɱɢɬɵɜɚɹ, ɱɬɨ ɜ ɩɪɚɜɟ ɋɨɸɡɚ ɨɬɫɭɬɫɬɜɭɸɬ 

Ⱦɟɩɚɪɬɚɦɟɧɬ ɪɚɡɜɢɬɢɹ 
ɢɧɬɟɝɪɚɰɢɢ 

ɍɱɬɟɧɨ, ɩɨ ɜɫɟɦɭ ɬɟɤɫɬɭ. 
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ɡɚɤɨɧɨɞɚɬɟɥɶɧɵɟ ɚɤɬɵ (ɫɬɚɬɶɹ 6 Ⱦɨɝɨɜɨɪɚ ɨ 
ȿɜɪɚɡɢɣɫɤɨɦ ɷɤɨɧɨɦɢɱɟɫɤɨɦ ɫɨɸɡɟ ɨɬ 29 ɦɚɹ 2014 
ɝ.), ɩɪɟɞɥɚɝɚɟɦ ɢɫɩɨɥɶɡɨɜɚɬɶ ɮɨɪɦɭɥɢɪɨɜɤɭ «ɩɪɚɜɨ 
ɋɨɸɡɚ» ɢɥɢ «ɦɟɠɞɭɧɚɪɨɞɧɵɟ ɞɨɝɨɜɨɪɵ ɢ ɚɤɬɵ, 
ɫɨɫɬɚɜɥɹɸɳɢɟ ɩɪɚɜɨ ɋɨɸɡɚ» 

 Ɋɟɤɨɦɟɧɞɭɟɦ ɫɤɨɪɪɟɤɬɢɪɨɜɚɬɶ ɧɭɦɟɪɚɰɢɸ ɩɭɧɤɬɨɜ 
ɉɪɚɜɢɥ, ɬɚɤ ɤɚɤ: 

ɩɨɫɥɟ ɩɭɧɤɬɚ 2.21.3 ɜɤɥɸɱɟɧ ɩɭɧɤɬ 2.20.4; 
ɨɬɫɭɬɫɬɜɭɟɬ ɩɭɧɤɬ 2.22.1 (ɧɭɦɟɪɚɰɢɹ ɧɚɱɢɧɚɟɬɫɹ ɫ 

ɩɭɧɤɬɚ 2.22.2); 
ɨɬɫɭɬɫɬɜɭɟɬ ɩɭɧɤɬ 3.5.3 (ɩɨɫɥɟ ɩɭɧɤɬɚ 3.5.2 

ɜɤɥɸɱɟɧ ɩɭɧɤɬ 3.5.4 (ɫɬɪ. 81-82)); 

ɩɨɫɥɟ ɩɭɧɤɬɚ 6.2.5.3.2 ɜɤɥɸɱɟɧ ɩɭɧɤɬ 6.2.5.2.1 (ɫɬɪ. 
151-152); 

ɜ ɉɪɚɜɢɥɚɯ ɫɨɞɟɪɠɚɬɫɹ ɩɭɧɤɬɵ ɫ ɢɞɟɧɬɢɱɧɨɣ 
ɧɭɦɟɪɚɰɢɟɣ: ɧɚ ɫɬɪ. 150-151 ɩɭɧɤɬɵ 6.2.5.3, 
6.2.5.3.1, 6.2.5.3.2 ɤɚɫɚɸɬɫɹ ɜɨɫɩɪɨɢɡɜɟɞɟɧɧɵɯ ɢ 
ɜɵɫɨɤɨɬɟɯɧɨɥɨɝɢɱɟɫɤɢɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ, ɧɚ ɫɬɪ. 168-171 ɩɭɧɤɬɵ ɫ ɬɚɤɨɣ ɠɟ 
ɧɭɦɟɪɚɰɢɟɣ ɪɚɫɤɪɵɜɚɸɬ ɫɨɞɟɪɠɚɧɢɟ ɑɚɫɬɢ III 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 

 ɍɱɬɟɧɨ. ȼɜɟɞɟɧɚ ɫɤɜɨɡɧɚɹ 
ɧɭɦɟɪɚɰɢɹ ɩɭɧɤɬɨɜ. 

 ɫɨɞɟɪɠɚɧɢɟ ɩɟɪɜɨɝɨ ɩɪɟɞɥɨɠɟɧɢɹ ɚɛɡɚɰɚ 19 
(ɩɨɫɥɟɞɧɢɣ) ɩɭɧɤɬɚ 3.4.8 (120) ɉɪɚɜɢɥ (ɫɬɪ. 80) ɜ 
ɱɚɫɬɢ ɫɨɞɟɪɠɚɧɢɹ ɠɭɪɧɚɥɚ ɪɟɝɢɫɬɪɚɰɢɢ ɜɫɟɯ 
ɢɡɦɟɧɟɧɢɣ ɱɚɫɬɢɱɧɨ ɞɭɛɥɢɪɭɟɬ ɫɨɞɟɪɠɚɧɢɟ ɚɛɡɚɰɚ 
1 ɩɭɧɤɬɚ 3.5.2 (123) ɉɪɚɜɢɥ (ɫɬɪ. 81) 

 Ɉɬɤɥɨɧɟɧɨ. ȼ ɩ.3.4.8 (120) 
ɪɟɱɶ ɢɞɟɬ ɨ ɠɭɪɧɚɥɟ 
ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɜ 
ɫɨɞɟɪɠɚɧɢɟ ɦɚɫɬɟɪ-ɮɚɣɥɚ. ȼ 
ɩ.3.5.2 (123) ɨ ɠɭɪɧɚɥɟ 
ɢɡɦɟɧɟɧɢɣ ɜ ɫɚɦ ɦɚɫɬɟɪ-

ɮɚɣɥ. 
 ɜ ɩɨɞɩɭɧɤɬɟ «ɚ» ɩɭɧɤɬɚ 4.2.6 (174) ɉɪɚɜɢɥ (ɫɬɪ. 

112) ɢɫɤɥɸɱɢɬɶ ɫɥɨɜɨ «ɞɟɣɫɬɜɢɣ» 

 ɍɱɬɟɧɨ. 

 ɧɚ ɫɬɪ. 142 ɚɛɡɚɰɵ 3, 7-14 ɩɭɧɤɬɚ 6.2.4 (236) (ɜ 
ɱɚɫɬɢ ɢɧɮɨɪɦɚɰɢɢ ɨ ɩɨɞɪɚɡɞɟɥɟɧɢɢ ɑɚɫɬɢ II 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɧɚ ɧɟɫɤɨɥɶɤɨ ɦɨɞɭɥɟɣ 

 ɍɱɬɟɧɨ. ȼ ɩ. 6.2.5.2 (246) 
ɜɫɬɚɜɥɟɧɚ ɩɟɪɟɤɪɟɫɬɧɚɹ 
ɫɫɵɥɤɚ ɧɚ ɩ.6.2.4 (236). 
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ɢ ɩɟɪɟɱɢɫɥɟɧɢɢ ɧɚɡɜɚɧɢɣ ɷɬɢɯ ɦɨɞɭɥɟɣ) 
ɩɪɨɞɭɛɥɢɪɨɜɚɧɵ ɜ ɚɛɡɚɰɚɯ 3, 6-11 ɩɭɧɤɬɚ 6.2.5.2 

(246) ɉɪɚɜɢɥ (ɫɬɪ. 150).  
 Ɍɚɤɠɟ ɨɬɦɟɱɚɟɦ, ɱɬɨ ɩɨ ɬɟɤɫɬɭ ɉɪɚɜɢɥ 

ɢɫɩɨɥɶɡɭɸɬɫɹ ɪɚɡɧɵɟ ɧɚɡɜɚɧɢɹ ɑɚɫɬɢ II - 

«ɫɩɟɰɢɮɢɤɚɰɢɹ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ» (ɫɬɪ. 142, 150) ɢ 
«ɫɩɟɰɢɮɢɤɚɰɢɹ ɛɟɡɨɩɚɫɧɨɫɬɢ» (ɫɬɪ. 150). 
ɉɪɟɞɥɚɝɚɟɦ ɢɫɩɨɥɶɡɨɜɚɬɶ ɟɞɢɧɭɸ ɬɟɪɦɢɧɨɥɨɝɢɸ 

 ɍɱɬɟɧɨ. ɉɨ ɜɫɟɦɭ ɞɨɤɭɦɟɧɬɭ 
ɢɫɩɨɥɶɡɨɜɚɧ ɬɟɪɦɢɧ 
«ɫɩɟɰɢɮɢɤɚɰɢɹ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ» 

 

 ɩɪɟɞɥɚɝɚɟɦ ɞɚɬɶ ɪɚɫɲɢɮɪɨɜɤɭ ɫɨɤɪɚɳɟɧɢɹ 
«ɷɈɌȾ» ɩɪɢ ɟɝɨ ɩɟɪɜɨɧɚɱɚɥɶɧɨɦ ɢɫɩɨɥɶɡɨɜɚɧɢɢ ɜ 
ɩɭɧɤɬɟ 6.2.5.7.1 ɉɪɚɜɢɥ, ɫɬɪ. 184 (ɚ ɧɟ ɜ ɩɭɧɤɬɟ 
6.3.3 ɧɚ ɫɬɪ. 206). Ɍɚɤɠɟ ɩɪɟɞɥɚɝɚɟɦ ɞɚɬɶ 
ɪɚɫɲɢɮɪɨɜɤɭ ɫɨɤɪɚɳɟɧɢɹ «ɟɈɌȾ» (ɩɭɧɤɬ 
6.2.5.7.7 ɉɪɚɜɢɥ, ɫɬɪ. 189) 

 ɍɱɬɟɧɨ. ɋɨɤɪɚɳɟɧɢɹ ɧɟ 
ɢɫɩɨɥɶɡɭɸɬɫɹ. 

 ɚɛɡɚɰ 6 ɩɭɧɤɬɚ 6.2.5.7.8 ɉɪɚɜɢɥ (ɫɬɪ. 189) 
ɩɪɟɞɥɚɝɚɟɦ ɫɞɟɥɚɬɶ ɩɭɧɤɬɨɦ 6.2.5.7.9, ɬɚɤ ɤɚɤ ɨɧ 
ɤɚɫɚɟɬɫɹ ɩɪɢɥɨɠɟɧɢɹ № 9 ɤ ɩɥɚɧɭ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ, ɜ ɬɨ ɜɪɟɦɹ ɤɚɤ ɚɛɡɚɰɵ 1-5 ɩɭɧɤɬɚ 6.2.5.7.8 
ɫɨɞɟɪɠɚɬ ɢɧɮɨɪɦɚɰɢɸ, ɨɬɧɨɫɹɳɭɸɫɹ ɤ 
ɩɪɢɥɨɠɟɧɢɸ № 8 ɤ ɩɥɚɧɭ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 
Ʉɪɨɦɟ ɬɨɝɨ, ɧɟɨɛɯɨɞɢɦɨ ɩɨɹɫɧɟɧɢɟ: ɤ ɤɚɤɨɦɭ ɢɡ 
ɭɤɚɡɚɧɧɵɯ ɜ ɩɭɧɤɬɟ 6.2.5.7.8 ɉɪɚɜɢɥ ɩɪɢɥɨɠɟɧɢɣ 
ɨɬɧɨɫɢɬɫɹ ɚɛɡɚɰ 7 ɩɭɧɤɬɚ 6.2.5.7.8 ɉɪɚɜɢɥ (ɫɬɪ. 
189): ɤ ɩɪɢɥɨɠɟɧɢɸ № 8 ɤ ɩɥɚɧɭ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɢɥɢ ɤ ɩɪɢɥɨɠɟɧɢɸ № 9 ɤ ɭɤɚɡɚɧɧɨɦɭ 
ɩɥɚɧɭ 

 ɍɱɬɟɧɨ. ɂɡɦɟɧɟɧɢɟ ɨɛɳɟɣ 
ɧɭɦɟɪɚɰɢɢ ɧɚ ɫɤɜɨɡɧɭɸ 
ɭɫɬɪɚɧɢɥɨ ɜɨɡɦɨɠɧɨɫɬɶ 
ɨɛɳɟɝɨ ɧɟɞɨɩɨɧɢɦɚɧɢɹ 
ɬɟɤɫɬɚ, ɢɦɟɜɲɭɸ ɦɟɫɬɨ ɜ 
ɞɚɧɧɨɦ ɫɥɭɱɚɟ. 

 ɢɫɤɥɸɱɢɬɶ ɢɡ ɚɛɡɚɰɚ 2 ɩɭɧɤɬɚ 7.2.2.8 (491) 
ɉɪɚɜɢɥ (ɫɬɪ. 259) ɫɥɨɜɚ «ɫɨɫɬɚɜɥɟɧɢɹ ɨɬɱɟɬɨɜ» 

 ɍɱɬɟɧɨ. 

 ɢɫɤɥɸɱɢɬɶ ɢɡ ɚɛɡɚɰɚ 2 ɩɭɧɤɬɚ 8.4.1 ɉɪɚɜɢɥ 

(ɫɬɪ.305) ɫɨɤɪɚɳɟɧɢɟ «(ɈɂȻɄ)», ɬɚɤ ɤɚɤ ɩɨ ɬɟɤɫɬɭ 
ɉɪɚɜɢɥ ɨɧɨ ɧɟ ɢɫɩɨɥɶɡɭɟɬɫɹ 

 ɍɱɬɟɧɨ. 

 ɩɪɟɞɥɚɝɚɟɦ ɜ ɩɭɧɤɬɟ 10.6.3.2.2 (840) ɉɪɚɜɢɥ (ɫɬɪ. 
427) ɫɥɨɜɚ «ɜ ɩɪɟɞɫɬɚɜɥɟɧɧɨɦ ɧɢɠɟ ɮɨɪɦɚɬɟ» 

 ɍɱɬɟɧɨ. 
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ɡɚɦɟɧɢɬɶ ɫɥɨɜɚɦɢ «ɜ ɮɨɪɦɚɬɟ, ɭɤɚɡɚɧɧɨɦ ɜ ɩɭɧɤɬɟ 
10.6.3.3 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ» 

 ɪɚɫɲɢɮɪɨɜɚɬɶ ɫɨɤɪɚɳɟɧɢɹ «ɈɏɅɉ» (ɚɛɡɚɰ 4 
ɩɭɧɤɬɚ 12.2.2.1 ɉɪɚɜɢɥ, ɫɬɪ. 468) ɢ «ɂɆɉ (Ʌȼ)» 
(ɚɛɡɚɰ 4 ɩɭɧɤɬɚ 12.2.2.1 ɉɪɚɜɢɥ, ɫɬɪ. 468) 

 ɍɱɬɟɧɨ. 

ɉ. 1 (2), ɚɛɡ. 2 ɨɩɪɟɞɟɥɟɧɢɹ 
«ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣ 
ɪɢɫɤ» 

ɉɪɢɦɟɪɵ ɜɤɥɸɱɚɸɬ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɪɟɚɤɰɢɢ, 
ɞɨɫɬɨɜɟɪɧɨ ɩɨɞɬɜɟɪɠɞɟɧɧɵɟ 

ɩɪɨɞɟɦɨɧɫɬɪɢɪɨɜɚɧɧɵɟ ɜ ɞɨɤɥɢɧɢɱɟɫɤɢɯ 
ɢɫɫɥɟɞɨɜɚɧɢɹɯ ɢ ɩɨɞɬɜɟɪɠɞɟɧɧɵɟ ɞɚɧɧɵɦɢ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ;….. 

Ɏɟɞɟɪɚɥɶɧɚɹ ɫɥɭɠɛɚ ɩɨ 
ɧɚɞɡɨɪɭ ɜ ɫɮɟɪɟ 
ɡɞɪɚɜɨɨɯɪɚɧɟɧɢɹ 

ɍɱɬɟɧɨ. 

ɨɩɪɟɞɟɥɟɧɢɟ «ɧɟɠɟɥɚɬɟɥɶɧɚɹ 
ɪɟɚɤɰɢɹ»  

 

ȼ ɫɥɭɱɚɟ ɩɨɥɭɱɟɧɢɹ ɫɩɨɧɬɚɧɧɨɝɨ ɫɨɨɛɳɟɧɢɹ ɨ 
ɪɚɡɜɢɬɢɢ ɧɟɠɟɥɚɬɟɥɶɧɨɝɨ ɹɜɥɟɧɢɹ (ɪɟɚɤɰɢɢ), ɜ 
ɤɨɬɨɪɨɦ ɩɪɢɱɢɧɧɨ-ɫɥɟɞɫɬɜɟɧɧɚɹ ɫɜɹɡɶ ɧɟɢɡɜɟɫɬɧɚ 
ɢɥɢ ɧɟ ɭɤɚɡɚɧɚ ɪɚɛɨɬɧɢɤɨɦ ɫɢɫɬɟɦɵ 
ɡɞɪɚɜɨɨɯɪɚɧɟɧɢɹ ɢɥɢ ɩɨɬɪɟɛɢɬɟɥɟɦ, ɹɜɥɹɸɳɢɦɫɹ 
ɩɟɪɜɨɢɫɬɨɱɧɢɤɨɦ, ɞɚɧɧɨɟ ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ 
ɪɚɫɫɦɚɬɪɢɜɚɟɬɫɹ ɤɚɤ ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ… 

 ɍɱɬɟɧɨ. 

 ɋɥɭɱɚɢ ɩɪɢɦɟɧɟɧɢɹ ɫ ɧɚɪɭɲɟɧɢɟɦ ɨɞɨɛɪɟɧɧɵɯ 
ɭɫɥɨɜɢɣ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɜɤɥɸɱɚɸɬ ɜ ɫɟɛɹ ɩɪɢɦɟɧɟɧɢɟ ɧɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɨɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɢɥɢ ɢɧɫɬɪɭɤɰɢɟɣ ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ, 
ɩɟɪɟɞɨɡɢɪɨɜɤɭ, ɡɥɨɭɩɨɬɪɟɛɥɟɧɢɟ, ɧɟɩɪɚɜɢɥɶɧɨɟ 
ɩɪɢɦɟɧɟɧɢɟ ɢ ɨɲɢɛɤɢ ɩɪɢɦɟɧɟɧɢɹ 

 ɍɱɬɟɧɨ 

ɨɩɪɟɞɟɥɟɧɢɟ «ɧɟɩɪɚɜɢɥɶɧɨɟ 
ɩɪɢɦɟɧɟɧɢɟ» 

…..ɧɚɦɟɪɟɧɧɨɟ ɢ ɧɟɧɚɞɥɟɠɚɳɟɟ ɩɪɢɦɟɧɟɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɧɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɭɫɥɨɜɢɹɦɢ, ɭɫɬɚɧɨɜɥɟɧɧɵɦɢ ɩɪɢ ɪɟɝɢɫɬɪɚɰɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

ɤɨɬɨɪɨɟ ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɞɟɣɫɬɜɭɸɳɟɣ ɨɛɳɟɣ 
ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ 

ɍɬɨɱɧɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɨɩɪɟɞɟɥɟɧɢɟɦ ɜ 

ɩɟɪɜɨɢɫɬɨɱɧɢɤɟ: Situations where a medicinal product 

 ɍɱɬɟɧɨ. 
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is intentionally and inappropriately used not in 

accordance with the terms of the marketing 

authorisation. 

ɨɩɪɟɞɟɥɟɧɢɹ «ɨɫɧɨɜɧɵɟ 
ɞɚɧɧɵɟ ɩɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ 
ɫɪɟɞɫɬɜɭ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ» (МoЦpКЧв 
МorО НКЭК sСООЭ) ɢ «ɨɫɧɨɜɧɚɹ 
ɢɧɮɨɪɦɚɰɢɹ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɈɂȻɄ» 
(ɫompany core safety 

information 

Ⱦɜɚɠɞɵ ɞɚɧɨ ɨɩɪɟɞɟɥɟɧɢɟ «МoЦpКЧв МorО НКЭК 
sСООЭ» 

 

 Ɉɬɤɥɨɧɟɧɨ. ɉɪɢɜɟɞɟɧɵ ɞɜɚ 

ɪɚɡɧɵɯ ɨɩɪɟɞɟɥɟɧɢɹ: 

company core data sheet, 

company core safety 

information. 

 

ɨɩɪɟɞɟɥɟɧɢɟ 
«ɩɨɫɬɜɚɤɰɢɧɚɥɶɧɨɟ 
ɨɫɥɨɠɧɟɧɢɟ» 

 

«ɇɟɠɟɥɚɬɟɥɶɧɨɟ ɩɪɨɹɜɥɟɧɢɟ ɩɨɫɥɟ 
ɢɦɦɭɧɢɡɚɰɢɢɩɨɫɬɜɚɤɰɢɧɚɥɶɧɨɟ ɨɫɥɨɠɧɟɧɢɟ» 
(adverse event following immunization) - ɥɸɛɨɟ 
ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ, ɪɚɡɜɢɜɲɟɟɫɹ ɩɨɫɥɟ 
ɢɦɦɭɧɢɡɚɰɢɢ, ɜɧɟ ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ ɧɚɥɢɱɢɹ ɢɥɢ 
ɨɬɫɭɬɫɬɜɢɹ ɜɡɚɢɦɨɫɜɹɡɢ ɫ ɩɪɢɦɟɧɟɧɢɟɦ ɜɚɤɰɢɧɵ;  

Ɂɚɦɟɧɢɬɶ ɫɚɦ ɬɟɪɦɢɧ ɧɚ «ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ 
ɩɨɫɥɟ ɢɦɦɭɧɢɡɚɰɢɢ» 

 ɍɱɬɟɧɨ. 
 

ɨɩɪɟɞɟɥɟɧɢɟ 
«ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ» 

…ɜɚɥɢɞɢɪɨɜɚɧɧɵɣ ɫɢɝɧɚɥ, ɩɨɥɭɱɟɧɧɵɣ ɢɡ 
ɫɢɫɬɟɦɵ ɫɛɨɪɚ ɫɩɨɧɬɚɧɧɵɯ ɫɨɨɛɳɟɧɢɣ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ;…. 

 

 Ɉɬɤɥɨɧɟɧɨ. ɉɨɫɤɨɥɶɤɭ ɷɬɨɬ 
ɤɪɢɬɟɪɢɣ ɡɚɥɨɠɟɧ ɜ 
ɨɩɪɟɞɟɥɟɧɢɢ 
ɩɨɬɟɧɰɢɚɥɶɧɨɝɨ ɪɢɫɤɚ: 
«ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ» 
(potential risk) – 

ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɩɨɫɥɟɞɫɬɜɢɟ 
ɮɚɪɦɚɤɨɬɟɪɚɩɢɢ, ɜ 
ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɨɝɨ 
ɢɦɟɸɬɫɹ ɨɫɧɨɜɚɧɢɹ ɞɥɹ 
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ɩɨɞɨɡɪɟɧɢɣ ɧɚ ɧɚɥɢɱɢɟ 
ɜɡɚɢɦɨɫɜɹɡɢ ɫ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɨɦ, 

ɨɞɧɚɤɨ ɞɚɧɧɚɹ ɜɡɚɢɦɨɫɜɹɡɶ 
ɧɚɞɥɟɠɚɳɢɦ ɨɛɪɚɡɨɦ ɧɟ 
ɛɵɥɚ ɩɨɞɬɜɟɪɠɞɟɧɚ. 

 ɪɢɫɤ ɹɜɥɟɧɢɟ ɜ ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɨɝɨ ɢɡɜɟɫɬɧɚ ɫɜɹɡɶ 
ɫ ɞɪɭɝɢɦɢ ɞɟɣɫɬɜɭɸɳɢɦɢ ɜɟɳɟɫɬɜɚɦɢ ɜ ɩɪɟɞɟɥɚɯ 
ɨɞɧɨɝɨ ɤɥɚɫɫɚ, ɢɥɢ ɪɚɡɜɢɬɢɟ ɤɨɬɨɪɨɝɨ ɩɪɟɞɩɨɥɚɝɚɟɬɫɹ 
ɧɚ ɨɫɧɨɜɚɧɢɢ ɫɜɨɣɫɬɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ; 

 ɍɱɬɟɧɨ. 

ɨɩɪɟɞɟɥɟɧɢɟ «ɩɪɨɛɥɟɦɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ» 

«ɩɪɨɛɥɟɦɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ» (sКПОЭв МoЧМОrЧ) – 

ɜɚɠɧɵɣ ɢɞɟɧɬɢɮɢɰɢɪɭɟɦɵɣ ɪɢɫɤ, ɜɚɠɧɵɣ 
ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ ɢɥɢ ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ 
ɢɧɮɨɪɦɚɰɢɹ 

 ɍɱɬɟɧɨ. 

ɨɩɪɟɞɟɥɟɧɢɟ «ɫɟɪɶɟɡɧɚɹ 
ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ» 

«ɫɟɪɶɟɡɧɚɹ ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ» (sОrТoЮs 
adverse reaction) – ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ, ɤɨɬɨɪɚɹ 
ɩɪɢɜɨɞɢɬ ɤ ɫɦɟɪɬɢ, ɩɪɟɞɫɬɚɜɥɹɟɬ ɭɝɪɨɡɭ ɞɥɹ ɠɢɡɧɢ, 
ɬɪɟɛɭɟɬ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ ɩɚɰɢɟɧɬɚ ɢɥɢ ɟɟ ɩɪɨɞɥɟɧɢɹ, 
ɩɪɢɜɨɞɢɬ ɤ ɫɬɨɣɤɨɣ ɥɢɛɨ ɜɵɪɚɠɟɧɧɨɣ 
ɧɟɬɪɭɞɨɫɩɨɫɨɛɧɨɫɬɢ ɢɥɢ ɢɧɜɚɥɢɞɧɨɫɬɢ, ɤ 
ɜɪɨɠɞɟɧɧɵɦ ɚɧɨɦɚɥɢɹɦ ɢɥɢ ɩɨɪɨɤɚɦ ɪɚɡɜɢɬɢɹ. 
ɬɪɟɛɭɟɬ ɦɟɞɢɰɢɧɫɤɨɝɨ ɜɦɟɲɚɬɟɥɶɫɬɜɚ ɞɥɹ 
ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ ɪɚɡɜɢɬɢɹ ɩɟɪɟɱɢɫɥɟɧɧɵɯ ɫɨɫɬɨɹɧɢɣ. 

ɉɨɞ ɫɨɫɬɨɹɧɢɟɦ, ɩɪɟɞɫɬɚɜɥɹɸɳɢɦ ɭɝɪɨɡɭ ɞɥɹ 
ɠɢɡɧɢ, ɜ ɞɚɧɧɨɦ ɤɨɧɬɟɤɫɬɟ ɩɨɧɢɦɚɟɬɫɹ ɪɟɚɤɰɢɹ, ɩɪɢ 
ɤɨɬɨɪɨɣ ɩɚɰɢɟɧɬ ɩɨɞɜɟɪɝɚɥɫɹ ɪɢɫɤɭ ɫɦɟɪɬɢ 
ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨ ɩɪɢ ɪɚɡɜɢɬɢɢ ɧɟɠɟɥɚɬɟɥɶɧɨɣ 

ɪɟɚɤɰɢɢ; ɞɚɧɧɨɟ ɫɨɫɬɨɹɧɢɟ ɧɟ ɨɬɧɨɫɢɬɫɹ ɤ ɪɟɚɤɰɢɢ, 
ɤɨɬɨɪɚɹ ɝɢɩɨɬɟɬɢɱɟɫɤɢ ɦɨɝɥɚ ɛɵ ɜɵɡɜɚɬɶ ɫɦɟɪɬɶ, 
ɟɫɥɢ ɛɵ ɨɧɚ ɛɵɥɚ ɛɨɥɟɟ ɫɟɪɶɟɡɧɨɣ.  

Ɋɟɲɟɧɢɟ ɨɬɧɨɫɢɬɟɥɶɧɨ ɨɬɧɟɫɟɧɢɹ ɢɧɵɯ ɫɢɬɭɚɰɢɣ ɤ 
ɱɢɫɥɭ ɫɟɪɶɟɡɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ, ɧɚɩɪɢɦɟɪ, 
ɜɚɠɧɵɯ ɫ ɦɟɞɢɰɢɧɫɤɨɣ ɬɨɱɤɢ ɡɪɟɧɢɹ ɫɨɛɵɬɢɣ, 

 ɍɱɬɟɧɨ. 
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ɤɨɬɨɪɵɟ ɧɟ ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɭɸ 
ɭɝɪɨɡɭ ɞɥɹ ɠɢɡɧɢ ɩɚɰɢɟɧɬɚ, ɧɟ ɩɪɢɜɨɞɹɬ ɤ ɫɦɟɪɬɢ 
ɢɥɢ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, ɧɨ ɩɨɞɜɟɪɝɚɸɬ ɩɚɰɢɟɧɬɚ ɪɢɫɤɭ 
ɢɥɢ ɬɪɟɛɭɸɬ ɜɦɟɲɚɬɟɥɶɫɬɜɚ ɞɥɹ ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ 
ɨɞɧɨɝɨ ɢɡ ɢɫɯɨɞɨɜ, ɩɪɢɜɟɞɟɧɧɵɯ ɜ ɜɵɲɟɭɤɚɡɚɧɧɨɦ 
ɨɩɪɟɞɟɥɟɧɢɢ, ɩɪɢɧɢɦɚɟɬɫɹ ɧɚ ɨɫɧɨɜɟ ɦɟɞɢɰɢɧɫɤɨɣ ɢ 
ɧɚɭɱɧɨɣ ɨɰɟɧɤɢ. ɉɪɢɦɟɪɚɦɢ ɩɨɞɨɛɧɵɯ ɫɢɬɭɚɰɢɣ 
ɹɜɥɹɸɬɫɹ ɫɨɫɬɨɹɧɢɹ, ɬɪɟɛɭɸɳɢɟ ɨɤɚɡɚɧɢɹ 
ɷɤɫɬɪɟɧɧɨɣ ɦɟɞɢɰɢɧɫɤɨɣ ɩɨɦɨɳɢ ɜ ɭɫɥɨɜɢɹɯ 
ɢɧɬɟɧɫɢɜɧɨɣ ɬɟɪɚɩɢɢ ɢɥɢ ɜ ɞɨɦɚɲɧɢɯ ɭɫɥɨɜɢɹɯ ɩɪɢ 
ɚɥɥɟɪɝɢɱɟɫɤɨɦ ɛɪɨɧɯɨɫɩɚɡɦɟ ɢɥɢ ɫɭɞɨɪɨɝɚɯ, 
ɤɨɬɨɪɵɟ ɧɟ ɩɪɢɜɨɞɹɬ ɤ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, ɚ ɬɚɤɠɟ 
ɪɚɡɜɢɬɢɟ ɡɚɜɢɫɢɦɨɫɬɢ ɢɥɢ ɡɥɨɭɩɨɬɪɟɛɥɟɧɢɹ. 
ɉɨɞɨɛɧɵɟ ɫɥɭɱɚɢ ɨɛɵɱɧɨ ɬɚɤɠɟ ɫɥɟɞɭɟɬ ɫɱɢɬɚɬɶ 
ɫɟɪɶɟɡɧɵɦɢ ɧɟɠɟɥɚɬɟɥɶɧɵɦɢ ɹɜɥɟɧɢɹɦɢ. 

Ʌɸɛɚɹ ɧɟɩɪɟɞɧɚɦɟɪɟɧɧɚɹ ɩɨɞɨɡɪɟɜɚɟɦɚɹ ɩɟɪɟɞɚɱɚ 
ɢɧɮɟɤɰɢɨɧɧɨɝɨ ɚɝɟɧɬɚ ɱɟɪɟɡ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ ɬɚɤɠɟ ɫɱɢɬɚɟɬɫɹ ɫɟɪɶɟɡɧɨɣ ɧɟɠɟɥɚɬɟɥɶɧɨɣ 
ɪɟɚɤɰɢɟɣ. 

Ⱦɨɩɨɥɧɢɬɶ ɪɚɡɴɹɫɧɟɧɢɟɦ ɩɨ ɢɧɵɦ ɫɨɫɬɨɹɧɢɟɦ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ GVP ɢ ICH-E2D:  

ɉɨɞ ɫɨɫɬɨɹɧɢɟɦ, ɩɪɟɞɫɬɚɜɥɹɸɳɢɦ ɭɝɪɨɡɭ ɞɥɹ 
ɠɢɡɧɢ, ɜ ɞɚɧɧɨɦ ɤɨɧɬɟɤɫɬɟ ɩɨɧɢɦɚɟɬɫɹ ɪɟɚɤɰɢɹ, 
ɩɪɢ ɤɨɬɨɪɨɣ ɩɚɰɢɟɧɬ ɩɨɞɜɟɪɝɚɥɫɹ ɪɢɫɤɭ ɫɦɟɪɬɢ 
ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨ ɩɪɢ ɪɚɡɜɢɬɢɢ ɧɟɠɟɥɚɬɟɥɶɧɨɣ 

ɪɟɚɤɰɢɹ; ɞɚɧɧɨɟ ɫɨɫɬɨɹɧɢɟ ɧɟ ɨɬɧɨɫɢɬɫɹ ɤ 
ɪɟɚɤɰɢɢ, ɤɨɬɨɪɚɹ ɝɢɩɨɬɟɬɢɱɟɫɤɢ ɦɨɝɥɚ ɛɵ ɜɵɡɜɚɬɶ 
ɫɦɟɪɬɶ, ɟɫɥɢ ɛɵ ɨɧɚ ɛɵɥɚ ɛɨɥɟɟ ɫɟɪɶɟɡɧɨɣ.  

Ɋɟɲɟɧɢɟ ɨɬɧɨɫɢɬɟɥɶɧɨ ɨɬɧɟɫɟɧɢɹ ɢɧɵɯ ɫɢɬɭɚɰɢɣ 
ɤ ɱɢɫɥɭ ɫɟɪɶɟɡɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ, 
ɧɚɩɪɢɦɟɪ ɜɚɠɧɵɯ ɫ ɦɟɞɢɰɢɧɫɤɨɣ ɬɨɱɤɢ ɡɪɟɧɢɹ 
ɫɨɛɵɬɢɣ, ɤɨɬɨɪɵɟ ɧɟ ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ 
ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɭɸ ɭɝɪɨɡɭ ɞɥɹ ɠɢɡɧɢ ɩɚɰɢɟɧɬɚ, ɧɟ 
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ɩɪɢɜɨɞɹɬ ɤ ɫɦɟɪɬɢ ɢɥɢ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, ɧɨ 
ɩɨɞɜɟɪɝɚɸɬ ɩɚɰɢɟɧɬɚ ɪɢɫɤɭ ɢɥɢ ɬɪɟɛɭɸɬ 
ɜɦɟɲɚɬɟɥɶɫɬɜɚ ɞɥɹ ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ ɨɞɧɨɝɨ ɢɡ 
ɢɫɯɨɞɨɜ, ɩɪɢɜɟɞɟɧɧɵɯ ɜ ɜɵɲɟɭɤɚɡɚɧɧɨɦ ɨɩɪɟɞɟɥɟɧɢɢ, 
ɩɪɢɧɢɦɚɟɬɫɹ ɧɚ ɨɫɧɨɜɟ ɦɟɞɢɰɢɧɫɤɨɣ ɢ ɧɚɭɱɧɨɣ 
ɨɰɟɧɤɢ. ɉɪɢɦɟɪɚɦɢ ɩɨɞɨɛɧɵɯ ɫɢɬɭɚɰɢɣ ɹɜɥɹɸɬɫɹ 
ɫɨɫɬɨɹɧɢɹ, ɬɪɟɛɭɸɳɢɟ ɨɤɚɡɚɧɢɹ ɷɤɫɬɪɟɧɧɨɣ 
ɦɟɞɢɰɢɧɫɤɨɣ ɩɨɦɨɳɢ ɜ ɭɫɥɨɜɢɹɯ ɢɧɬɟɧɫɢɜɧɨɣ 
ɬɟɪɚɩɢɢ ɢɥɢ ɜ ɞɨɦɚɲɧɢɯ ɭɫɥɨɜɢɹɯ ɩɪɢ ɚɥɥɟɪɝɢɱɟɫɤɨɦ 
ɛɪɨɧɯɨɫɩɚɡɦɟ ɢɥɢ ɫɭɞɨɪɨɝɚɯ, ɤɨɬɨɪɵɟ ɧɟ ɩɪɢɜɨɞɹɬ ɤ 
ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, ɚ ɬɚɤɠɟ ɪɚɡɜɢɬɢɟ 

ɡɚɜɢɫɢɦɨɫɬɢ ɢɥɢ ɡɥɨɭɩɨɬɪɟɛɥɟɧɢɹ. ɉɨɞɨɛɧɵɟ 
ɫɥɭɱɚɢ ɨɛɵɱɧɨ ɬɚɤɠɟ ɫɥɟɞɭɟɬ ɫɱɢɬɚɬɶ ɫɟɪɶɟɡɧɵɦɢ 
ɧɟɠɟɥɚɬɟɥɶɧɵɦɢ ɹɜɥɟɧɢɹɦɢ. 

ɨɩɪɟɞɟɥɟɧɢɟ «ɷɤɫɬɪɟɧɧɚɹ 
ɩɪɨɛɥɟɦɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ» 

 

«ɷɤɫɬɪɟɧɧɚɹ ɩɪɨɛɥɟɦɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ» (ОЦОrРТЧР 
safety issue) - ɩɪɨɛɥɟɦɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɨɰɟɧɟɧɧɚɹ 
ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɤɚɤ 
ɬɪɟɛɭɸɳɚɹ ɫɪɨɱɧɨɝɨ ɜɧɢɦɚɧɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ 
ɨɪɝɚɧɚ ɩɨ ɩɪɢɱɢɧɟ ɩɨɬɟɧɰɢɚɥɶɧɨɝɨ ɡɧɚɱɢɬɟɥɶɧɨɝɨ 
ɜɥɢɹɧɢɹ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ ɩɨɥɶɡɚ-ɪɢɫɤ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɢ (ɢɥɢ) ɧɚ ɡɞɨɪɨɜɶɟ ɩɚɰɢɟɧɬɨɜ ɢɥɢ 
ɧɚɫɟɥɟɧɢɹ ɢ ɩɨ ɩɪɢɱɢɧɟ ɩɨɬɟɧɰɢɚɥɶɧɨɣ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɧɟɡɚɦɟɞɥɢɬɟɥɶɧɨɝɨ ɩɪɢɧɹɬɢɹ 
ɪɟɝɭɥɹɬɨɪɧɵɯ ɞɟɣɫɬɜɢɣ ɢ ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ 
ɩɚɰɢɟɧɬɨɜ ɢ ɫɩɟɰɢɚɥɢɫɬɨɜ ɫɢɫɬɟɦɵ ɡɞɪɚɜɨɨɯɪɚɧɟɧɢɹ 

Ⱦɨɩɨɥɧɟɧɢɟ ɞɥɹ ɭɥɭɱɲɟɧɢɹ ɜɨɫɩɪɢɹɬɢɹ 

 ɍɱɬɟɧɨ. 

ɉ.59 ɍɅɎ ɞɨɥɠɧɨ ɩɪɨɠɢɜɚɬɶ ɢ ɪɚɛɨɬɚɬɶ ɜ ɨɞɧɨɦ ɢɡ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. – ɡɚɦɟɧɢɬɶ ɧɚ «Ʌɢɰɨ, 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɧɚ ɜɵɩɨɥɧɟɧɢɟ ɮɭɧɤɰɢɣ ɍɅɎ ɧɚ 
ɬɟɪɪɢɬɨɪɢɢ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ȿȺЭɋ, ɞɨɥɠɧɨ 
ɩɪɨɠɢɜɚɬɶ ɢ ɪɚɛɨɬɚɬɶ ɜ ɨɞɧɨɦ ɢɡ ɝɨɫɭɞɚɪɫɬɜ-

ɱɥɟɧɨɜ» 

 ɍɱɬɟɧɨ. 
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ɉ.6.2.1(225) ...ɜɚɠɧɵɟ ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ ɦɨɝɭɬ ɛɵɬɶ 
ɢɫɤɥɸɱɟɧɵ ɢɡ ɫɩɟɰɢɮɢɤɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ (ɧɚɩɪɢɦɟɪ, ɜ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ 
ɧɚɤɨɩɥɟɧɧɵɟ ɧɚɭɱɧɵɟ ɢ ɤɥɢɧɢɱɟɫɤɢɟ ɞɚɧɧɵɟ ɧɟ 
ɩɨɞɞɟɪɠɢɜɚɸɬ ɩɟɪɜɨɧɚɱɚɥɶɧɨɟ ɩɪɟɞɩɨɥɨɠɟɧɢɟ 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɫɬɟɩɟɧɢ ɜɨɡɞɟɣɫɬɜɢɹɜɥɢɹɧɢɹ ɧɚ 
ɱɟɥɨɜɟɤɚ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ ɧɟ ɦɨɠɟɬ 
ɨɰɟɧɢɜɚɬɶɫɹ ɤɚɤ ɜɚɠɧɵɣ; ɜ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ ɧɟɬ 
ɨɫɧɨɜɚɧɢɣ ɩɨɥɚɝɚɬɶ, ɱɬɨ ɥɸɛɚɹ ɞɟɹɬɟɥɶɧɨɫɬɶ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɦɨɠɟɬ ɞɚɥɟɟ ɞɨɩɨɥɧɹɬɶ ɢɦɟɸɳɢɟɫɹ 
ɞɚɧɧɵɟ ɩɨ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɪɢɫɤɚ) ɢɥɢ ɦɨɠɟɬ ɛɵɬɶ 
ɢɡɦɟɧɟɧɚ ɢɯ ɤɥɚɫɫɢɮɢɤɚɰɢɹ ɫ ɨɬɧɟɫɟɧɢɟɦ ɤ ɜɚɠɧɵɦ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɦ ɪɢɫɤɚɦ (ɧɚɩɪɢɦɟɪ, ɟɫɥɢ 
ɧɚɭɱɧɵɟ ɢ ɤɥɢɧɢɱɟɫɤɢɟ ɞɚɧɧɵɟ ɭɫɢɥɢɜɚɸɬ 
ɞɨɤɚɡɚɬɟɥɶɧɭɸ ɛɚɡɭ ɩɨ ɩɨɞɬɜɟɪɠɞɟɧɢɸ ɜɡɚɢɦɨɫɜɹɡɢ 
ɦɟɠɞɭ ɪɢɫɤɨɦ ɢ ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɨɦ);… 

 ɍɱɬɟɧɨ. 

Ɋɚɡɞɟɥ 6 (VI) ɋɢɫɬɟɦɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɧɚ ɛɵɬɶ 
ɩɪɨɩɨɪɰɢɨɧɚɥɶɧɚ (ɝɞɟ-ɬɨ «ɫɨɪɚɡɦɟɪɧɚ») ɪɢɫɤɚɦ, ɚ 
ɬɚɤɠɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɩɨɥɭɱɟɧɢɹ ɞɚɧɧɵɯ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ.  

Ɂɚɦɟɧɢɬɶ «ɩɪɨɩɨɪɰɢɨɧɚɥɶɧɚ» ɢɥɢ «ɫɨɪɚɡɦɟɪɧɚ» ɧɚ 
«ɫɨɩɨɫɬɚɜɢɦɚ» 

 Ɉɬɤɥɨɧɟɧɨ. 
ɇɟ ɢɡɦɟɧɹɟɬ ɫɦɵɫɥɚ 
(ɨɬɥɢɱɢɟ ɧɨɫɢɬ 
ɫɭɛɴɟɤɬɢɜɧɵɣ 
ɫɬɢɥɢɫɬɢɱɟɫɤɢ-

ɮɢɥɨɥɨɝɢɱɟɫɤɢɣ ɯɚɪɚɤɬɟɪ) 
 Ɂɚɦɟɧɢɬɶ «ɢɡɦɟɧɟɧɢɟ ɤɥɚɫɫɢɮɢɤɚɰɢɨɧɧɨɝɨ 

ɨɬɧɟɫɟɧɢɹ ɪɢɫɤɚ» ɧɚ «ɪɟɤɥɚɫɫɢɮɢɤɚɰɢɸ» ɢɥɢ 
«ɢɡɦɟɧɟɧɢɟ ɫɬɚɬɭɫɚ» 

 Ɉɬɤɥɨɧɟɧɨ. 
ɇɟ ɢɡɦɟɧɹɟɬ ɫɦɵɫɥɚ 
(ɨɬɥɢɱɢɟ ɧɨɫɢɬ 
ɫɭɛɴɟɤɬɢɜɧɵɣ 
ɫɬɢɥɢɫɬɢɱɟɫɤɢ-

ɮɢɥɨɥɨɝɢɱɟɫɤɢɣ ɯɚɪɚɤɬɟɪ) 
 Ⱦɨɩɨɥɧɢɬɶ ɪɚɡɞɟɥ (ɭɩɭɳɟɧɚ ɜ ɧɨɜɨɣ ɪɟɞɚɤɰɢɢ 

ɜɚɠɧɚɹ ɱɚɫɬɶ ɩɨɞɪɚɡɞɟɥɚ): 
ɇɚɞɥɟɠɚɳɟɟ ɩɥɚɧɢɪɨɜɚɧɢɟ ɫɢɫɬɟɦɵ ɭɩɪɚɜɥɟɧɢɹ 

ɪɢɫɤɚɦɢ ɞɨɥɠɧɨ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧɨ ɧɚ ɩɪɨɬɹɠɟɧɢɢ 
ɜɫɟɝɨ ɠɢɡɧɟɧɧɨɝɨ ɰɢɤɥɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 

 ɍɱɬɟɧɨ. Ɋɚɡɦɟɳɟɧɨ ɜ ɩ. 224-

226 ɫɨɝɥɚɫɧɨ ɨɛɧɨɜɥɟɧɧɨɣ 
ɧɭɦɟɪɚɰɢɢ. 
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ɋɢɫɬɟɦɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɧɚ ɛɵɬɶ 
ɩɪɨɩɨɪɰɢɨɧɚɥɶɧɚ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɦ ɪɢɫɤɚɦ ɢ 
ɩɨɬɟɧɰɢɚɥɶɧɵɦ ɪɢɫɤɚɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɚ 
ɬɚɤɠɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɩɨɥɭɱɟɧɢɹ ɞɚɧɧɵɯ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɧɚ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɷɬɚɩɟ. 

ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ (ɉɍɊ) ɞɨɥɠɟɧ ɛɵɬɶ 
ɫɨɫɪɟɞɨɬɨɱɟɧ ɧɚ ɬɟɯ ɪɢɫɤɚɯ, ɤɨɬɨɪɵɟ ɢɦɟɸɬ 
ɨɬɧɨɲɟɧɢɟ ɤ ɦɟɪɨɩɪɢɹɬɢɹɦ ɩɨ ɭɩɪɚɜɥɟɧɢɸ ɪɢɫɤɚɦɢ, 
ɫɜɹɡɚɧɧɵɦɢ ɫ ɩɪɢɦɟɧɟɧɢɟɦ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 

ɂɡ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɨɜ, ɫɜɹɡɚɧɧɵɯ ɫ 
ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɉɍɊ 
ɞɨɥɠɧɵ ɪɚɫɫɦɚɬɪɢɜɚɬɶɫɹ ɪɢɫɤɢ, ɤɨɬɨɪɵɟ ɫɜɹɡɚɧɵ ɫ 
ɧɟɠɟɥɚɬɟɥɶɧɵɦɢ ɤɥɢɧɢɱɟɫɤɢɦɢ ɢɫɯɨɞɚɦɢ, ɢ ɞɥɹ 
ɤɨɬɨɪɵɯ ɢɦɟɟɬɫɹ ɞɨɫɬɚɬɨɱɧɨɟ ɤɨɥɢɱɟɫɬɜɨ ɧɚɭɱɧɵɯ 
ɞɨɤɚɡɚɬɟɥɶɫɬɜ ɬɨɝɨ, ɱɬɨ ɨɧɢ ɫɜɹɡɚɧɵ ɫ 
ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɨɛɳɟɧɢɹ 
ɨ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɦɨɝɭɬ ɛɵɬɶ ɩɨɥɭɱɟɧɵ ɢɡ 
ɦɧɨɝɨɱɢɫɥɟɧɧɵɯ ɢɫɬɨɱɧɢɤɨɜ, ɬɚɤɢɯ ɤɚɤ 
ɞɨɤɥɢɧɢɱɟɫɤɢɟ ɞɚɧɧɵɟ, ɩɨɞɬɜɟɪɠɞɟɧɧɵɟ 
ɤɥɢɧɢɱɟɫɤɢɦɢ ɞɚɧɧɵɦɢ, ɤɥɢɧɢɱɟɫɤɢɟ ɢɫɫɥɟɞɨɜɚɧɢɹ, 
ɷɩɢɞɟɦɢɨɥɨɝɢɱɟɫɤɢɟ ɢɫɫɥɟɞɨɜɚɧɢɹ ɢ ɢɫɬɨɱɧɢɤɢ 
ɫɩɨɧɬɚɧɧɵɯ ɫɨɨɛɳɟɧɢɣ, ɜɤɥɸɱɚɹ ɞɚɧɧɵɟ, 
ɨɩɭɛɥɢɤɨɜɚɧɧɵɟ ɜ ɦɟɞɢɰɢɧɫɤɨɣ ɥɢɬɟɪɚɬɭɪɟ. 
ɂɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɪɢɫɤɢ ɦɨɝɭɬ ɛɵɬɶ ɫɜɹɡɚɧɵ ɫ 
ɬɚɤɢɦɢ ɫɢɬɭɚɰɢɹɦɢ, ɤɚɤ ɩɪɢɦɟɧɟɧɢɟ ɧɟ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɈɏɅɉ ɢɥɢ ɂɆɉ, ɨɲɢɛɤɚɦɢ 
ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɜɡɚɢɦɨɞɟɣɫɬɜɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ. ɇɟ 
ɜɫɟ ɫɨɨɛɳɚɟɦɵɟ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɪɟɚɤɰɢɢ 
ɨɛɹɡɚɬɟɥɶɧɨ ɨɰɟɧɢɜɚɸɬɫɹ ɤɚɤ ɪɢɫɤ, ɫɜɹɡɚɧɧɵɣ ɫ 
ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ 
ɨɩɪɟɞɟɥɟɧɧɨɦ ɬɟɪɚɩɟɜɬɢɱɟɫɤɨɦ ɤɨɧɬɟɤɫɬɟ. 
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ɂɡ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ, ɫɜɹɡɚɧɧɵɯ ɫ 
ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɉɍɊ 
ɞɨɥɠɧɵ ɪɚɫɫɦɚɬɪɢɜɚɬɶɫɹ ɬɨɥɶɤɨ ɪɢɫɤɢ, ɤɨɬɨɪɵɟ 
ɹɜɥɹɸɬɫɹ ɧɟɠɟɥɚɬɟɥɶɧɵɦɢ ɤɥɢɧɢɱɟɫɤɢɦɢ ɢɫɯɨɞɚɦɢ, 
ɢ ɜ ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɵɯ ɢɦɟɸɬɫɹ ɧɚɭɱɧɵɟ ɞɚɧɧɵɟ, 
ɩɨɡɜɨɥɹɸɳɢɟ ɩɨɞɨɡɪɟɜɚɬɶ ɜɨɡɦɨɠɧɨɫɬɶ ɧɚɥɢɱɢɹ 
ɩɪɢɱɢɧɧɨ-ɫɥɟɞɫɬɜɟɧɧɨɣ ɫɜɹɡɢ ɫ ɥɟɤɚɪɫɬɜɟɧɧɵɦ 
ɩɪɟɩɚɪɚɬɨɦ, ɧɨ ɜ ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɵɯ ɜ ɧɚɫɬɨɹɳɟɟ 
ɜɪɟɦɹ ɢɦɟɟɬɫɹ ɧɟɞɨɫɬɚɬɨɱɧɨ ɞɨɤɚɡɚɬɟɥɶɫɬɜ ɞɥɹ 
ɡɚɤɥɸɱɟɧɢɹ ɨ ɩɨɞɬɜɟɪɠɞɟɧɢɢ ɧɚɥɢɱɢɹ ɩɪɢɱɢɧɧɨ-

ɫɥɟɞɫɬɜɟɧɧɨɣ ɫɜɹɡɢ. 
ȼ ɉɍɊ ɨɫɧɨɜɧɨɟ ɜɧɢɦɚɧɢɟ ɞɨɥɠɧɨ ɛɵɬɶ 

ɧɚɩɪɚɜɥɟɧɨ ɧɚ ɜɚɠɧɵɟ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɪɢɫɤɢ, 
ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɨɤɚɡɚɬɶ ɜɥɢɹɧɢɟ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ 
ɩɨɥɶɡɚ-ɪɢɫɤ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ȼ 
ɨɬɧɨɲɟɧɢɢ ɜɚɠɧɨɝɨ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɨɝɨ ɪɢɫɤɚ, 
ɤɨɬɨɪɵɣ ɞɨɥɠɟɧ ɛɵɬɶ ɜɤɥɸɱɟɧ ɜ ɉɍɊ, ɨɛɵɱɧɨ 
ɧɟɨɛɯɨɞɢɦɨ: 

- ɜɵɩɨɥɧɟɧɢɟ ɩɨɫɥɟɞɭɸɳɟɣ ɨɰɟɧɤɢ ɜ ɪɚɦɤɚɯ ɩɥɚɧɚ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ (ɧɚɩɪɢɦɟɪ, ɞɥɹ ɢɡɭɱɟɧɢɹ 
ɱɚɫɬɨɬɵ, ɫɬɟɩɟɧɢ ɬɹɠɟɫɬɢ, ɫɟɪɶɟɡɧɨɫɬɢ ɢ ɢɫɯɨɞɨɜ 
ɞɚɧɧɨɝɨ ɪɢɫɤɚ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɜ ɭɫɥɨɜɢɹɯ ɪɭɬɢɧɧɨɣ 
ɩɪɚɤɬɢɤɢ, ɚ ɬɚɤɠɟ ɩɨɩɭɥɹɰɢɣ, ɧɚɢɛɨɥɟɟ 
ɩɨɞɜɟɪɠɟɧɧɵɯ ɪɢɫɤɭ); 

- ɪɟɚɥɢɡɚɰɢɢ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ: 
ɜɤɥɸɱɟɧɢɟ ɜ ɢɧɮɨɪɦɚɰɢɸ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦ 
ɩɪɟɩɚɪɚɬɟ ɪɟɤɨɦɟɧɞɚɰɢɣ ɨɬɧɨɫɢɬɟɥɶɧɨ 
ɨɩɪɟɞɟɥɟɧɧɵɯ ɤɥɢɧɢɱɟɫɤɢɯ ɞɟɣɫɬɜɢɣ, ɤɨɬɨɪɵɟ 
ɧɟɨɛɯɨɞɢɦɨ ɩɪɟɞɩɪɢɧɹɬɶ ɞɥɹ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, 
ɢɥɢ ɜɵɩɨɥɧɟɧɢɟ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ 
ɪɢɫɤɚ. 

ȼɚɠɧɵɦɢ ɩɨɬɟɧɰɢɚɥɶɧɵɦɢ ɪɢɫɤɚɦɢ, ɤɨɬɨɪɵɟ 
ɞɨɥɠɧɵ ɛɵɬɶ ɜɤɥɸɱɟɧɵ ɜ ɉɍɊ, ɹɜɥɹɸɬɫɹ ɪɢɫɤɢ, 
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ɤɨɬɨɪɵɟ ɩɪɢ ɩɨɫɥɟɞɭɸɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɢ 
ɩɨɞɬɜɟɪɠɞɟɧɢɢ ɦɨɝɭɬ ɨɤɚɡɚɬɶ ɜɥɢɹɧɢɟ ɧɚ 
ɫɨɨɬɧɨɲɟɧɢɟ ɩɨɥɶɡɚ-ɪɢɫɤ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. ȼ ɬɟɯ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ ɫɭɳɟɫɬɜɭɟɬ 
ɧɚɭɱɧɨɟ ɨɛɨɫɧɨɜɚɧɢɟ ɬɨɝɨ, ɱɬɨ ɧɟɠɟɥɚɬɟɥɶɧɵɣ 
ɤɥɢɧɢɱɟɫɤɢɣ ɪɟɡɭɥɶɬɚɬ ɦɨɠɟɬ ɛɵɬɶ ɫɜɹɡɚɧ ɫ 
ɩɪɢɦɟɧɟɧɢɟɦ ɧɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɈɏɅɉ ɢɥɢ ɂɆɉ, 
ɩɪɢɦɟɧɟɧɢɟɦ ɜ ɩɨɩɭɥɹɰɢɹɯ, ɧɟ ɢɡɭɱɟɧɧɵɯ ɜ ɯɨɞɟ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ, ɢɥɢ ɜ ɪɟɡɭɥɶɬɚɬɟ 
ɞɥɢɬɟɥɶɧɨɝɨ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, 
ɧɟɠɟɥɚɬɟɥɶɧɭɸ ɪɟɚɤɰɢɸ ɫɥɟɞɭɟɬ ɪɚɫɫɦɚɬɪɢɜɚɬɶ 
ɤɚɤ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, ɢ, ɟɫɥɢ ɨɧ ɫɱɢɬɚɟɬɫɹ 
ɜɚɠɧɵɦ, ɟɝɨ ɫɥɟɞɭɟɬ ɜɤɥɸɱɢɬɶ ɜ ɩɟɪɟɱɟɧɶ ɩɪɨɛɥɟɦ 
ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɤɚɤ ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ. 
ȼɚɠɧɵɟ ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ, ɜɤɥɸɱɟɧɧɵɟ ɜ ɉɍɊ, 
ɤɚɤ ɩɪɚɜɢɥɨ, ɬɪɟɛɭɸɬ ɩɨɫɥɟɞɭɸɳɟɣ ɨɰɟɧɤɢ ɜ ɪɚɦɤɚɯ 
ɩɥɚɧɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 

Ɉɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ, ɢɦɟɸɳɚɹ 
ɨɬɧɨɲɟɧɢɟ ɤ ɩɥɚɧɢɪɨɜɚɧɢɸ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, 
ɨɫɧɨɜɵɜɚɟɬɫɹ ɧɚ ɨɛɥɚɫɬɢ ɨɬɫɭɬɫɬɜɭɸɳɢɯ ɡɧɚɧɢɣ ɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɞɥɹ 
ɨɩɪɟɞɟɥɟɧɧɨɝɨ ɩɪɟɞɩɨɥɚɝɚɟɦɨɝɨ ɩɪɢɦɟɧɟɧɢɹ 
(ɧɚɩɪɢɦɟɪ, ɞɥɢɬɟɥɶɧɨɟ ɩɪɢɦɟɧɟɧɢɟ) ɢɥɢ ɞɥɹ 
ɩɪɢɦɟɧɟɧɢɹ ɭ ɤɨɧɤɪɟɬɧɵɯ ɩɨɩɭɥɹɰɢɣ ɩɚɰɢɟɧɬɨɜ, ɞɥɹ 
ɤɨɬɨɪɵɯ ɧɟɞɨɫɬɚɬɨɱɧɨ ɡɧɚɧɢɣ ɞɥɹ ɨɩɪɟɞɟɥɟɧɢɹ 
ɬɨɝɨ, ɨɬɥɢɱɚɟɬɫɹ ɥɢ ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ ɨɬ 
ɨɯɚɪɚɤɬɟɪɢɡɨɜɚɧɧɨɝɨ ɧɚ ɞɚɧɧɵɣ ɦɨɦɟɧɬ ɩɪɨɮɢɥɹ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 
Ɉɬɫɭɬɫɬɜɢɟ ɫɚɦɢɯ ɞɚɧɧɵɯ (ɧɚɩɪɢɦɟɪ, ɢɫɤɥɸɱɟɧɢɟ 
ɩɨɩɭɥɹɰɢɢ ɢɡ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ) ɧɟ ɨɡɧɚɱɚɟɬ 
ɨɛɹɡɚɬɟɥɶɧɨɟ ɨɬɧɟɫɟɧɢɟ ɤ ɩɪɨɛɥɟɦɟ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ. ɉɥɚɧɢɪɨɜɚɧɢɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɜ 
ɱɚɫɬɢ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɞɨɥɠɧɨ ɛɵɬɶ 
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ɫɨɫɪɟɞɨɬɨɱɟɧɨ ɧɚ ɚɫɩɟɤɬɚɯ ɩɪɢɦɟɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɤɨɬɨɪɨɟ ɦɨɠɟɬ 
ɯɚɪɚɤɬɟɪɢɡɨɜɚɬɶɫɹ ɨɬɥɢɱɢɟɦ ɨɬ ɢɡɜɟɫɬɧɨɝɨ 
ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 
ɇɟɨɛɯɨɞɢɦɨ ɧɚɭɱɧɨɟ ɨɛɨɫɧɨɜɚɧɢɟ ɞɥɹ ɜɤɥɸɱɟɧɢɹ 
ɨɩɪɟɞɟɥɟɧɧɨɣ ɩɨɩɭɥɹɰɢɢ ɢɥɢ ɚɫɩɟɤɬɚ ɩɪɢɦɟɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɉɍɊ ɜ ɤɚɱɟɫɬɜɟ 
ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ. 

ɉ.178 ɞɥɢɬɟɥɶɧɨ ɢɫɩɨɥɶɡɭɟɦɵɟ ɜɵɩɨɥɧɹɟɦɵɯ ɪɟɝɢɫɬɪɨɵɜ   Ɉɬɤɥɨɧɟɧɨ. Ɋɟɝɢɫɬɪɵ ɜɟɞɭɬ, 
ɜ ɞɚɧɧɨɦ ɫɥɭɱɚɟ 

ɩɪɢɦɟɧɢɬɟɥɶɧɨ ɤ ɦɟɬɨɞɚɦ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɪɟɝɢɫɬɪ – 

ɤɚɤ ɜɢɞ 
ɷɩɢɞɟɦɢɨɥɨɝɢɱɟɫɤɨɝɨ 
ɢɫɫɥɟɞɨɜɚɧɢɹ, ɟɝɨ ɧɭɠɧɨ 
ɚɤɬɢɜɧɨ ɜɟɫɬɢ. Ɂɚɦɟɧɚ ɫɥɨɜɚ 
«ɜɵɩɨɥɧɹɟɦɵɣ» ɧɚ 
«ɢɫɩɨɥɶɡɭɟɦɵɣ» ɧɟ 
ɩɨɞɯɨɞɢɬ (ɧɚɩɪɢɦɟɪ, ɞɥɹ 
ɪɟɝɢɫɬɪɚ ɛɟɪɟɦɟɧɧɵɯ) 

ɉ.6.2.2.1 (232) …ɜ ɩɟɪɢɨɞ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɩɟɪɜɨɝɨ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ 
ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ ɪɟɝɢɫɬɪɚɰɢɢ 
(ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ)  

Ɂɧɚɱɢɦɚɹ ɨɲɢɛɤɚ, ɜɨɡɦɨɠɧɨ ɜɜɢɞɭ ɚɜɬɨɡɚɦɟɧɵ ɧɚ 
ɤɚɤɨɦ-ɬɨ ɷɬɚɩɟ 

 ɍɱɬɟɧɨ. 

 ɂɫɤɥɸɱɢɬɶ «ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɞɚɧɧɨɝɨ 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ 
ɪɟɝɢɫɬɪɚɰɢɢ (ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ) ɛɭɞɟɬ 
ɩɪɢɛɥɢɡɢɬɟɥɶɧɨ ɱɟɪɟɡ 8-9 ɥɟɬ» ɜɜɢɞɭ ɨɬɫɭɬɫɬɜɢɹ 
ɞɚɧɧɵɯ ɫɪɨɤɨɜ ɜ ɝɪɚɮɢɤɟ ɩɪɟɞɫɬɚɜɥɟɧɢɹ 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɵɟ ɫɪɨɤɢ 
ɞɥɹ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɟɫɬɶ: ɷɬɨ 5 + 3 

ɥɟɬ ɞɥɹ ɨɪɢɝɢɧɚɬɨɪɨɜ 
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ɛɟɡɨɩɚɫɧɨɫɬɢ 

ɉ.230 ɩɩ.ɞ) ɞ) ɨɛɟɫɩɟɱɟɧɢɟ ɩɪɢɧɹɬɢɹ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ ɦɟɪ 
ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ (ɩɪɢ ɢɯ ɨɩɪɟɞɟɥɟɧɢɢ 

ɜɜɟɞɟɧɢɢ)…» 

 ɍɱɬɟɧɨ. 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɩɨɞɪɚɡɞɟɥɚ 
(6.2.3.) 

ɐɟɥɢ Ɂɚɞɚɱɢ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 

 

 ɍɱɬɟɧɨ. 

ɉ. 6.2.3.2. (235 ɩɩ. ɛ)) ɭɤɚɡɚɧɢɟ, ɤɚɤɨɜɚ ɫɬɟɩɟɧɶ ɭɜɟɪɟɧɧɨɫɬɢ ɜ ɬɨɦ, ɱɬɨ 
ɷɮɮɟɤɬɢɜɧɨɫɬɶ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, 
ɩɪɨɞɟɦɨɧɫɬɪɢɪɨɜɚɧɧɚɹ ɭ ɰɟɥɟɜɵɯ ɩɨɩɭɥɹɰɢɣ ɩɪɢ 
ɩɪɨɜɟɞɟɧɢɢ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ, ɛɭɞɟɬ 
ɞɨɫɬɢɝɚɬɶɫɹ ɜ ɩɨɜɫɟɞɧɟɜɧɨɣ ɦɟɞɢɰɢɧɫɤɨɣ ɩɪɚɤɬɢɤɟ, 
ɢ ɞɨɤɭɦɟɧɬɚɥɶɧɨ ɩɨɞɬɜɟɪɠɞɚɬɶ ɜɨɡɦɨɠɧɭɸ 
ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɢɫɫɥɟɞɨɜɚɧɢɣ ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɜ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɩɟɪɢɨɞɟ; 
ȼ ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɧɵ ɛɵɬɶ ɜɤɥɸɱɟɧɵ 

ɭɤɚɡɚɧɢɹ, ɤɚɤɨɜɚ ɫɬɟɩɟɧɶ ɭɜɟɪɟɧɧɨɫɬɢ ɜ ɬɨɦ, ɱɬɨ 
ɷɮɮɟɤɬɢɜɧɨɫɬɶ ɩɪɟɩɚɪɚɬɚ ɛɭɞɟɬ ɬɚɤɚɹ ɠɟ, ɤɚɤ ɜ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɹɯ 

 ɍɱɬɟɧɨ. 
ɉɨɥɧɨɫɬɶɸ ɡɚɦɟɧɟɧɚ ɫɬɚɪɚɹ 
ɪɟɞɚɤɰɢɹ ɩɭɧɤɬɚ 

ɉ.240 …ɫ ɚɤɰɟɧɬɨɦ ɧɚ ɧɚɢɛɨɥɟɟ ɜɚɠɧɵɯ ɪɢɫɤɚɯ  Ɉɬɤɥɨɧɟɧɨ. ɋɨɨɬɜɟɬɫɬɜɭɟɬ 
ɩɟɪɜɨɢɫɬɨɱɧɢɤɭ, ɨɩɪɟɞɟɥɹɟɬ 
ɚɤɰɟɧɬɵ, ɧɟ ɜɥɢɹɟɬ ɧɚ 
ɬɟɪɦɢɧɨɥɨɝɢɸ 

ɉ.6 2 4 (243) ..ɫɨɝɥɚɫɧɨ ɩɭɧɤɬɭ 6.2.5 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɜ V.B.4 

ɞɚɟɬ ɪɟɤɨɦɟɧɞɚɰɢɢ… 

 ɍɱɬɟɧɨ. 

ɉ.6 2 4 (243) ɉɨɫɤɨɥɶɤɭ ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɹɜɥɹɟɬɫɹ 
ɱɚɫɬɶɸ ɧɚɭɱɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, 
ɜɫɹ ɩɪɟɞɫɬɚɜɥɟɧɧɚɹ ɜ ɞɨɤɭɦɟɧɬɟ ɢɧɮɨɪɦɚɰɢɹ, 
ɩɪɟɞɫɬɚɜɥɟɧɧɚɹ ɜ ɞɨɤɭɦɟɧɬɟ, ɞɨɥɠɧɚ ɛɵɬɶ ɧɚɭɱɧɨ 
ɨɛɨɫɧɨɜɚɧɚ, ɧɟ ɞɨɩɭɫɤɚɟɬɫɹ ɜɤɥɸɱɟɧɢɟ ɷɥɟɦɟɧɬɨɜ 
ɢɧɮɨɪɦɚɰɢɢ ɪɟɤɥɚɦɧɨɝɨ ɯɚɪɚɤɬɟɪɚ 

ɉɪɨɩɭɳɟɧɨ ɫɥɨɜɨ 

 ɍɱɬɟɧɨ. 
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ɉɨ ɜɫɟɦɭ ɬɟɤɫɬɭ Ⱦɚɬɶ ɨɩɪɟɞɟɥɟɧɢɟ «ɪɟɮɟɪɟɧɬɧɨɟ ɝɨɫɭɞɚɪɫɬɜɨ», 
ɩɪɨɰɟɞɭɪɚ ɪɟɝɢɫɬɪɚɰɢɢ (ɜɡɚɢɦɧɨɝɨ ɩɪɢɡɧɚɧɢɹ, 
ɞɟɰɟɧɬɪɚɥɢɡɨɜɚɧɧɚɹ, ɧɚɰɢɨɧɚɥɶɧɚɹ) 

 Ɉɬɤɥɨɧɟɧɨ. Ɉɩɪɟɞɟɥɟɧɢɟ 
ɭɤɚɡɚɧɧɵɯ ɬɟɪɦɢɧɨɜ 
ɩɪɢɜɨɞɢɬɫɹ ɜ Ɋɟɲɟɧɢɢ 
ɋɨɜɟɬɚ ȿɗɄ ɨɬ 3 ɧɨɹɛɪɹ 
2016 ɝ. № 78. 

 ɇɟɬ ɩɪɢɦɟɪɨɜ «ɜɵɫɨɤɨɬɟɯɧɨɥɨɝɢɱɟɫɤɢɯ Ʌɋ», 
ɫɫɵɥɨɤ ɧɚ ɧɨɪɦɵ ɋɨɸɡɚ 

 Ɉɬɤɥɨɧɟɧɨ. Ɉɩɪɟɞɟɥɟɧɢɟ 
ɭɤɚɡɚɧɧɵɯ ɬɟɪɦɢɧɨɜ 
ɩɪɢɜɨɞɢɬɫɹ ɜ Ɋɟɲɟɧɢɢ 
ɋɨɜɟɬɚ ȿɗɄ ɨɬ 3 ɧɨɹɛɪɹ 
2016 ɝ. № 78 

 «ɗɩɢɞɟɦɢɨɥɨɝɢɹ ɩɨɤɚɡɚɧɢɣ» ɡɚɦɟɧɢɬɶ ɧɚ 
«ɷɩɢɞɟɦɢɨɥɨɝɢɱɟɫɤɢɟ ɩɨɤɚɡɚɧɢɹ» 

 Ɉɬɤɥɨɧɟɧɨ. ɇɚɡɜɚɧɢɟ 
ɩɪɚɜɢɥɶɧɨ ɨɬɪɚɠɚɟɬ 
ɬɪɟɛɨɜɚɧɢɹ ɤ 
ɩɪɟɞɫɬɚɜɥɹɟɦɨɣ 
ɢɧɮɨɪɦɚɰɢɢ: ɨɩɢɫɚɧɢɟ 
ɷɩɢɞɟɦɢɨɥɨɝɢɢ ɩɨ ɤɚɠɞɨɦɭ 
ɩɨɤɚɡɚɧɢɸ 

 Ɉɛɳɢɣ ɬɟɯɧɢɱɟɫɤɢɣ ɞɨɤɭɦɟɧɬ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ, 
ɜ ɧɟɤɨɬɨɪɵɯ ɦɟɫɬɚɯ «ɈɌȾ» ɢɥɢ «ɷɈɌȾ» - 

ɜɜɟɫɬɢ ɨɩɪɟɞɟɥɟɧɢɟ ɈɌȾ, ɈɏɅɉ 

 ɍɱɬɟɧɨ.  

ɉ.253 ȼ ɦɨɞɭɥɶ ɜɤɥɸɱɚɟɬɫɹ ɢɧɮɨɪɦɚɰɢɹ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɹɯ, ɤɨɬɨɪɵɟ ɨɠɢɞɚɸɬɫɹ (ɩɪɢ 
ɨɬɫɭɬɫɬɜɢɢ ɥɟɱɟɧɢɹ) ɭ ɰɟɥɟɜɨɣ ɩɨɩɭɥɹɰɢɢ, ɜɤɥɸɱɚɹ 
ɱɚɫɬɨɬɭ ɢ ɯɚɪɚɤɬɟɪɢɫɬɢɤɭ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɣ 

ɍɛɪɚɬɶ ɫɤɨɛɤɢ ɜ ɩɪɟɞɥɨɠɟɧɢɢ 

 Ɉɬɤɥɨɧɟɧɨ. ɋɨɨɬɜɟɬɫɬɜɭɟɬ 

ɨɪɢɝɢɧɚɥɶɧɨɦɭ ɢɫɬɨɱɧɢɤɭ: 

This RMP module should 

include incidence, prevalence, 

outcome of the (untreated) 

target disease (i.e.indications) 

and relevant co-morbidity. 

ɢ ɧɟɫɤɨɥɶɤɨ ɦɟɧɹɟɬ ɫɦɵɫɥ, 
ɩɨɫɤɨɥɶɤɭ ɩɨɞɪɚɡɭɦɟɜɚɟɬɫɹ 
ɥɟɱɟɧɢɟ ɢɦɟɧɧɨ 
ɪɚɫɫɦɚɬɪɢɜɚɟɦɵɦ 
ɩɪɟɩɚɪɚɬɨɦ, ɧɨ ɦɨɠɟɬ ɛɵɬɶ 
ɢɧɨɟ ɥɟɱɟɧɢɟ 
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ɉ.242 Ⱦɚɧɧɵɟ ɨɛɳɟɝɨ ɬɟɯɧɢɱɟɫɤɨɝɨ ɞɨɤɭɦɟɧɬɚ ɨɬɧɨɫɹɬɫɹ 
ɤ ɫɥɭɱɚɹɦ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ ɞɨɫɶɟ ɫ 
ɜɤɥɸɱɟɧɧɵɦ ɜ ɱɢɫɥɨ ɞɨɤɭɦɟɧɬɨɜ ɩɥɚɧɚ ɩɥɚɧɨɦ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ (ɧɚɩɪɢɦɟɪ, ɡɚɹɜɥɟɧɢɹ ɧɚ 
ɩɨɥɭɱɟɧɢɟ ɩɟɪɜɢɱɧɨɣ ɪɟɝɢɫɬɪɚɰɢɢ ɢɥɢ ɜɧɟɫɟɧɢɸ 

ɜɧɟɫɟɧɢɟ ɫɭɳɟɫɬɜɟɧɧɵɯ ɢɡɦɟɧɟɧɢɣ), ɥɢɛɨ ɨɬɧɨɫɹɬɫɹ 
ɤ ɪɚɧɟɟ ɩɪɟɞɫɬɚɜɥɟɧɧɵɦ ɜ ɞɨɫɶɟ ɞɚɧɧɵɦ. 

ɇɟ ɩɨɧɹɬɧɚ ɮɨɪɦɭɥɢɪɨɜɤɚ 

 ɍɱɬɟɧɨ. 

ɉ.264 ɂɬɨɝɨɜɵɟ ɪɟɡɭɥɶɬɚɬɵ ɞɨɥɠɧɵ ɩɪɟɞɫɬɚɜɥɹɬɶɫɹ ɜ 
ɤɨɧɰɟ ɤɚɠɞɨɣ ɬɚɛɥɢɰɵ ɢɥɢ ɞɢɚɝɪɚɦɦɵ (ɩɨ ɦɟɪɟ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ). 

ɇɟ ɩɨɧɹɬɧɨ ɬɪɟɛɨɜɚɧɢɟ 

 ɍɱɬɟɧɨ. ɉɪɟɞɥɨɠɟɧɢɟ 
ɭɞɚɥɟɧɨ. 

ɉ.269 ȼ ɞɚɧɧɨɦ ɪɚɡɞɟɥɟ ɩɪɟɞɫɬɚɜɥɹɸɬɫɹ ɞɨɫɬɭɩɧɵɟ 
ɞɚɧɧɵɟ ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɩɪɢɦɟɧɟɧɢɹ ɧɚ ɬɟɪɪɢɬɨɪɢɢ ɫɬɪɚɧ, ɝɞɟ ɞɚɧɧɵɣ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ. 
ɂɧɮɨɪɦɚɰɢɹ ɜ ɪɚɡɞɟɥɟ ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɨɫɬɚɜɥɟɧɚ ɜ 
ɮɨɪɦɟ ɨɛɡɨɪɚ ɨɩɵɬɚ ɩɪɢɦɟɧɟɧɢɹ ɧɚ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɷɬɚɩɟ, ɤɨɬɨɪɵɣ ɦɨɠɟɬ ɛɵɬɶ 
ɩɨɥɟɡɟɧ ɞɥɹ ɰɟɥɟɣ ɩɥɚɧɢɪɨɜɚɧɢɹ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ. Ⱦɚɧɧɵɟ, ɩɪɟɞɫɬɚɜɥɹɟɦɵɟ ɜ ɪɚɡɞɟɥɟ, ɧɟ 
ɞɨɥɠɧɵ ɜ ɩɨɥɧɨɦ ɨɛɴɟɦɟ ɞɭɛɥɢɪɨɜɚɬɶ ɢɧɮɨɪɦɚɰɢɸ 
ɢɡ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ. 

Ⱦɨɩɨɥɧɢɬɶ, ɩɨɫɤɨɥɶɤɭ ɧɟɤɨɬɨɪɵɟ ɭɤɚɡɵɜɚɟɦɵɟ 
ɩɨɤɚɡɚɬɟɥɢ ɦɨɝɭɬ ɞɭɛɥɢɪɨɜɚɬɶɫɹ 

 ɍɱɬɟɧɨ. 

ɉ.267 Ɉɝɪɚɧɢɱɟɧɢɹ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ ɬɚɤɠɟ 
ɞɨɥɠɧɵ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɵ ɫ ɬɨɱɤɢ ɡɪɟɧɢɹ 
ɪɟɥɟɜɚɧɬɧɨɫɬɢ ɤɪɢɬɟɪɢɟɜ ɜɤɥɸɱɟɧɢɹ ɢ ɧɟɜɤɥɸɱɟɧɢɹ 
ɜ ɨɬɧɨɲɟɧɢɢ ɰɟɥɟɜɵɯ ɩɨɩɭɥɹɰɢɣ, ɚ ɬɚɤɠɟ ɪɚɡɥɢɱɢɣ, 
ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɜɨɡɧɢɤɧɭɬɶ ɜ ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ 
ɩɚɪɚɦɟɬɪɨɜ ɢɫɫɥɟɞɨɜɚɧɢɣ (ɧɚɩɪɢɦɟɪ, ɛɨɥɶɧɢɱɧɚɹ 

 ɍɱɬɟɧɨ. 
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ɢɥɢ ɨɛɳɚɹ ɩɪɚɤɬɢɤɚ). ɜ ɫɬɚɰɢɨɧɚɪɧɨɣ ɢɥɢ 
ɚɦɛɭɥɚɬɨɪɧɨɣ ɩɪɚɤɬɢɤɟ) 

ɉ. 6.2.5.2.4. (267) «Ʉɥɢɧɢɱɟɫɤɚɹ ɪɚɡɪɚɛɨɬɤɚ» ɡɚɦɟɧɢɬɶ ɧɚ 
«ɤɥɢɧɢɱɟɫɤɨɟ ɢɫɫɥɟɞɨɜɚɧɢɟ» 

 Ɉɬɤɥɨɧɟɧɨ. Ʉɥɢɧɢɱɟɫɤɚɹ 
ɪɚɡɪɚɛɨɬɤɚ ɧɟ ɷɤɜɢɜɚɥɟɧɬ 
ɤɥɢɧɢɱɟɫɤɨɦɭ ɢɫɫɥɟɞɨɜɚɧɢɸ 
ɢ ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ 
ɫɬɪɚɬɟɝɢɸ ɢɫɫɥɟɞɨɜɚɧɢɹ 
ɩɪɟɩɚɪɚɬɚ ɧɚ ɞɨ- ɢ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɷɬɚɩɟ, 
ɫɨɫɬɨɹɳɭɸ ɢɡ ɫɨɜɨɤɭɩɧɨɫɬɢ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ 

ɉ. 6.2.5.2.7.1. 
(ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɚɡɞɟɥɚ 
ɩɟɪɟɞ ɩ.278) 

Ɇɨɞɭɥɶ ɋVII ɉɍɊ. Ɋɚɡɞɟɥ «ɉɪɨɛɥɟɦɵ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ ɛɵɥɢ ɭɫɬɚɧɨɜɥɟɧɵ ɞɥɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ ɩɪɟɩɚɪɚɬɚ ɩɪɢ ɩɟɪɜɢɱɧɨɣ 
ɩɨɞɚɱɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ» 

 ɍɱɬɟɧɨ. 

6.2.5.2.7.1.2.( ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɪɚɡɞɟɥɚ ɩɟɪɟɞ ɩ.279) 

Ɇɨɞɭɥɶ ɋVII ɉɍɊ. Ɋɚɡɞɟɥ «Ɋɢɫɤɢ, ɨɰɟɧɢɜɚɟɦɵɟ 

ɤɚɤ ɜɚɠɧɵɟ ɞɥɹ ɜɤɥɸɱɟɧɢɹ ɜ ɱɢɫɥɨ ɩɟɪɟɱɟɧɶ 

ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ» ɢ «Ɋɢɫɤɢ, ɧɟ 
ɨɰɟɧɢɜɚɟɦɵɟ ɤɚɤ ɜɚɠɧɵɟ ɞɥɹ ɜɤɥɸɱɟɧɢɹ ɜ ɱɢɫɥɨ 

ɩɟɪɟɱɟɧɶ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ». 

 ɍɱɬɟɧɨ. 

6.2.5.2.7.3.( ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɪɚɡɞɟɥɚ ɩɟɪɟɞ ɩ.281) 

Ɇɨɞɭɥɶ ɋVII ɉɍɊ. Ɋɚɡɞɟɥ «ɇɨɜɵɟ ɩɪɨɛɥɟɦɵ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ ɢɡɦɟɧɟɧɢɟ ɤɥɚɫɫɢɮɢɤɚɰɢɨɧɧɨɝɨ 
ɨɬɧɟɫɟɧɢɹ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ ɨɛɧɨɜɥɟɧɢɢ 

ɨɛɧɨɜɥɟɧɧɨɣ ɜɟɪɫɢɢ ɉɍɊ». 

 ɍɱɬɟɧɨ. 

6.2.5.2.7.4. (ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɪɚɡɞɟɥɚ ɩɟɪɟɞ ɩ.283) 

Ɇɨɞɭɥɶ ɋVII ɉɍɊ. Ɋɚɡɞɟɥ «ɉɨɞɪɨɛɧɚɹ 
ɢɧɮɨɪɦɚɰɢɹ ɨ ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ, ɢ 

ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɚɯ ɢ ɜɚɠɧɨɣ 

ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ»…. 

 ɍɱɬɟɧɨ. 

 ɉɨɞɪɨɛɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɨ ɏɚɪɚɤɬɟɪɢɫɬɢɤɚ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ 
ɪɢɫɤɚɯ ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɨɫɤɨɥɶɤɭ 
ɪɚɡɞɟɥ ɜɤɥɸɱɚɟɬ ɢ ɜɚɠɧɭɸ 
ɨɬɫɭɬɫɬɜɭɸɳɭɸ 
ɢɧɮɨɪɦɚɰɢɸ, ɭɤɚɡɚɧɢɟ 
«ɩɨɞɪɨɛɧɚɹ ɢɧɮɨɪɦɚɰɢɹ» 
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ɛɨɥɟɟ ɩɪɢɦɟɧɢɦɨ ɞɥɹ ɜɫɟɯ 
ɩɪɟɞɫɬɚɜɥɹɟɦɵɯ ɞɚɧɧɵɯ 
(ɪɢɫɤɨɜ ɢ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ) 

6.2.5.2.7.4. (ɉ.284) ɩɪɟɞɨɬɜɪɚɬɢɦɨɫɬɶ (ɬɨ ɟɫɬɶ ɩɪɟɞɫɤɚɡɭɟɦɨɫɬɶ) 
ɪɢɫɤɨɜ – ɧɟ ɹɜɥɹɟɬɫɹ ɫɢɧɨɧɢɦɚɦɢ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɨɫɤɨɥɶɤɭ 
ɜɵɞɟɪɧɭɬɨ ɢɡ ɤɨɧɬɟɤɫɬɚ, ɝɞɟ 
ɪɚɫɤɪɵɜɚɟɬɫɹ ɞɚɧɧɨɟ 
ɤɨɦɩɥɟɤɫɧɨɟ ɩɨɧɹɬɢɟ, ɤɚɤ 
ɱɚɫɬɶ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ. 
Ⱦɨɩɨɥɧɟɧɨ ɩɪɨɩɭɳɟɧɧɨɣ 
ɫɤɨɛɤɨɣ ɜ ɤɨɧɰɟ 
ɩɪɟɞɥɨɠɟɧɢɹ. 

6.2.5.2.7.4. (ɉ.284) …ɩɪɟɞɨɬɜɪɚɬɢɦɨɫɬɶ (ɬɨ ɟɫɬɶ ɩɪɟɞɫɤɚɡɭɟɦɨɫɬɶ ɪɢɫɤɚ; 
ɧɚɥɢɱɢɟ ɭɫɬɚɧɨɜɥɟɧɧɵɯ ɮɚɤɬɨɪɨɜ ɪɢɫɤɚ, ɤɨɬɨɪɵɟ 
ɦɨɝɭɬ ɛɵɬɶ ɦɢɧɢɦɢɡɢɪɨɜɚɧɵ ɩɨɫɪɟɞɫɬɜɨɦ ɪɭɬɢɧɧɵɯ 
ɢɥɢ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, 
ɩɨɦɢɦɨ ɮɨɪɦɢɪɨɜɚɧɢɹ ɜ ɰɟɥɨɦ ɨɫɜɟɞɨɦɥɟɧɧɨɫɬɢ 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɪɢɫɤɚ ɩɭɬɟɦ ɜɤɥɸɱɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɈɏɅɉ ɢɥɢ ɂɆɉ; ɜɨɡɦɨɠɧɨɫɬɶ ɜɵɹɜɥɟɧɢɹ ɪɢɫɤɚ ɧɚ 
ɧɚɱɚɥɶɧɨɦ ɷɬɚɩɟ ɪɟɚɥɢɡɚɰɢɢ, ɱɬɨ ɦɨɠɟɬ ɩɨɡɜɨɥɢɬɶ 
ɫɧɢɡɢɬɶ ɫɬɟɩɟɧɶ ɬɹɠɟɫɬɢ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ);  
ɜɥɢɹɧɢɟ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ ɩɨɥɶɡɚ-ɪɢɫɤ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ; 

ɜɨɡɞɟɣɫɬɜɢɟ ɧɚ ɡɞɨɪɨɜɶɟ ɧɚɫɟɥɟɧɢɹ… 

Ⱦɨɩɨɥɧɢɬɶ ɩɪɨɩɭɳɟɧɧɵɣ ɚɛɡɚɰ 

 ɍɱɬɟɧɨ. 
 

ɉ. 6.2.5.3. (288) ɉɥɚɧ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɧɟ ɞɨɥɠɟɧ ɜɤɥɸɱɚɬɶ 
ɦɟɪɨɩɪɢɹɬɢɹ, ɧɚɩɪɚɜɥɟɧɧɵɟ ɧɚ ɫɧɢɠɟɧɢɟ, 
ɩɪɟɞɨɬɜɪɚɳɟɧɢɟ ɢɥɢ ɭɩɪɚɜɥɟɧɢɟ ɪɢɫɤɚɦɢ. 
ɇɟɫɨɝɥɚɫɨɜɚɧɧɨɫɬɶ ɩɚɞɟɠɟɣ 

 Ɉɬɤɥɨɧɟɧɨ. Ȼɭɞɟɬ 
ɩɪɨɪɚɛɨɬɚɧɨ ɜ ɪɚɦɤɚɯ 
ɩɪɚɜɨɜɨɝɨ ɪɟɞɚɤɬɢɪɨɜɚɧɢɹ. 

ɉ.291 ɇɚɫɬɨɹɳɢɣ ɪɚɡɞɟɥ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
ɞɨɥɠɟɧ ɜɤɥɸɱɚɬɶ ɨɩɢɫɚɧɢɟ ɬɨɥɶɤɨ ɬɨɣ ɱɚɫɬɢ 
ɪɭɬɢɧɧɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɤɨɬɨɪɚɹ 

 ɍɱɬɟɧɨ. 
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ɜɵɯɨɞɢɬ ɡɚ ɩɪɟɞɟɥɵ ɜɵɩɨɥɧɹɟɦɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ 
ɪɚɛɨɬɟ ɫ ɫɨɨɛɳɟɧɢɹɦɢ ɨ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɢ 
ɨɛɧɚɪɭɠɟɧɢɸ ɫɢɝɧɚɥɚ. 

ɉ.292 .. ɧɟɨɛɯɨɞɢɦɨ ɨɩɢɫɚɬɶ ɢɫɩɨɥɶɡɨɜɚɧɢɟ ɧɚɫɬɨɹɳɢɯ 
ɦɚɬɟɪɢɚɥɨɜ ɜ ɪɚɦɤɚɯ ɪɭɬɢɧɧɵɯ ɦɟɪɨɩɪɢɹɬɢɹɯ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ ɩɪɟɞɫɬɚɜɢɬɶ ɤɨɩɢɢ ɩɪɨɟɤɬɵ 

ɞɚɧɧɵɯ ɨɩɪɨɫɧɢɤɨɜ ɜ ɩɪɢɥɨɠɟɧɢɢ 4 ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 

 ɍɱɬɟɧɨ. 

ɉ.296 Ʉ ɞɨɩɨɥɧɢɬɟɥɶɧɵɦ ɦɟɪɨɩɪɢɹɬɢɹɦ ɩɨ 

ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɨɬɧɨɫɢɬɫɹ ɞɟɹɬɟɥɶɧɨɫɬɶ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɤɨɬɨɪɚɹ ɧɟ ɹɜɥɹɟɬɫɹ ɪɭɬɢɧɧɨɣ 

ɂɫɤɥɸɱɢɬɶ, ɥɢɲɧɹɹ ɢɧɮɨɪɦɚɰɢɹ 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɨɟ 
ɩɨɥɨɠɟɧɢɟ ɨɞɧɨɡɧɚɱɧɨ 
ɨɩɪɟɞɟɥɹɟɬ ɪɚɡɞɟɥɟɧɢɟ ɦɟɪ 
ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, ɞɚɧɧɵɣ 
ɩɨɞɯɨɞ ɧɟ ɹɜɥɹɟɬɫɹ 
ɨɞɧɨɡɧɚɱɧɨ ɨɱɟɜɢɞɧɵɦ ɞɥɹ 
ɜɫɟɯ ɫɬɨɪɨɧ 

6.2.5.5. (ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɩɨɞɪɚɡɞɟɥɚ) (ɩɟɪɟɞ ɩ.306) 

ɑɚɫɬɶ V ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ – ɦɟɪɵ ɩɨ 

ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ (ɜɤɥɸɱɚɹ ɨɰɟɧɤɭ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ). 

 ɍɱɬɟɧɨ. 

6.2.5.5.1.(ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɪɚɡɞɟɥɚ) 

ɑɚɫɬɶ V ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. Ɋɚɡɞɟɥ 
«Ɋɭɬɢɧɧɵɟ ɦɟɪɵ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ». 

 ɍɱɬɟɧɨ,  ɩɨ ɜɫɟɦɭ ɬɟɤɫɬɭ. 

 Ɋɭɬɢɧɧɵɟ ɦɟɪɵ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ ɜɤɥɸɱɚɸɬ 
ɜ ɫɟɛɹ ɦɟɪɨɩɪɢɹɬɢɹ (ɞɟɣɫɬɜɢɹ), ɤɨɬɨɪɵɟ ɩɪɨɜɨɞɹɬɫɹ 
ɜ ɨɬɧɨɲɟɧɢɢ ɤɚɠɞɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. … 

 ɍɱɬɟɧɨ,  ɩɨ ɜɫɟɦɭ ɬɟɤɫɬɭ. 

307 ..ɱɚɫɬɶ БII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 12 ɉɪɚɜɢɥ 
ɇɉɎ 

 ɍɱɬɟɧɨ. 

ɉ.310 …ɤɨɪɪɟɤɬɢɪɨɜɤɚ ɞɨɡɵ ɢɥɢ ɩɪɟɤɪɚɳɟɧɢɟ ɥɟɱɟɧɢɹ 
ɩɪɢ ɜɨɡɧɢɤɧɨɜɟɧɢɢ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɣ ɢɥɢ 
ɢɡɦɟɧɟɧɢɢ ɥɚɛɨɪɚɬɨɪɧɵɯ ɩɚɪɚɦɟɬɪɨɜ; 

ɜɨɡɞɟɣɫɬɜɢɟ ɧɚ ɮɚɤɬɨɪɵ ɪɢɫɤɚ, ɤɨɬɨɪɵɟ ɦɨɝɭɬ 
ɩɪɢɜɟɫɬɢ ɤ ɧɟɠɟɥɚɬɟɥɶɧɨɦɭ ɹɜɥɟɧɢɹ ɧɟɠɟɥɚɬɟɥɶɧɨɣ 
ɪɟɚɤɰɢɢ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ; 

ɪɟɤɨɦɟɧɞɚɰɢɢ ɨ ɞɥɢɬɟɥɶɧɨɦ ɩɨɫɥɟɞɭɸɳɟɦ 
ɤɥɢɧɢɱɟɫɤɨɦ ɧɚɛɥɸɞɟɧɢɢ ɞɥɹ ɜɵɹɜɥɟɧɢɹ ɧɚ ɪɚɧɧɢɯ 

 ɍɱɬɟɧɨ. 
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ɫɬɚɞɢɹɯ ɨɬɫɪɨɱɟɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɣ 

ɪɟɚɤɰɢɣ. 

ɍɬɨɱɧɟɧɢɟ ɬɟɪɦɢɧɚ 

6.2.5.5.2.ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɩɨɞɪɚɡɞɟɥɚ 

ɑɚɫɬɶ V ɉɍɊ. Ɋɚɡɞɟɥ «Ⱦɨɩɨɥɧɢɬɟɥɶɧɵɟ 
ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɦɟɪɵ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ». 

 ɍɱɬɟɧɨ, ɩɨ ɜɫɟɦɭ ɬɟɤɫɬɭ. 

ɉ 6.2.5.5.2.(228,229) Ⱦɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɦɟɪɵ 

ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤ… 

 ɍɱɬɟɧɨ, ɩɨ ɜɫɟɦɭ ɬɟɤɫɬɭ. 

ɉ 6.2.5.5.2.(228,229) Ⱦɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɦɟɪɵ 

ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ ɩɨɫɥɟ ɢɯ ɫɨɝɥɚɫɨɜɚɧɢɹ ɫ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɨɦ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 
ɫɬɚɧɨɜɹɬɫɹ ɭɫɥɨɜɢɟɦ ɞɥɹ ɩɨɥɭɱɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɥɢɛɨ ɫɨɯɪɚɧɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɫɬɚɬɭɫɚ.  

ȼ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ ɫɥɭɱɚɹɯ ɩɨɥɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɨ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɹɯ ɩɨ ɦɟɪɚɯ 

ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɜ 
ɩɪɢɥɨɠɟɧɢɢ № 9 6 ɤ ɉɍɊ «Ⱦɟɬɚɥɶɧɨɟ ɨɩɢɫɚɧɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ 
ɪɢɫɤɚ». Ɍɪɟɛɨɜɚɧɢɹ ɢ ɪɟɤɨɦɟɧɞɚɰɢɢ ɩɨ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɦ ɦɟɪɚɦ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ 
ɨɩɪɟɞɟɥɹɸɬɫɹ ɜ ɪɚɡɞɟɥɟ БII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ. 

 ɍɱɬɟɧɨ, ɩɨ ɜɫɟɦɭ ɬɟɤɫɬɭ. 

6.2.5.5.3 (320) Ɏɨɪɦɚɬ ɩɥɚɧɚ ɩɨ ɉɥɚɧ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ  ɍɱɬɟɧɨ. 

ɉ. 234 ..ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɦɟɪɵ 

ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ (ɟɫɥɢ ɢɦɟɸɬɫɹ), ɜɤɥɸɱɚɹ 
ɡɚɞɚɱɢ ɩɨ ɤɚɠɞɨɦɭ ɞɨɩɨɥɧɢɬɟɥɶɧɨɦɭ ɦɟɪɨɩɪɢɹɬɢɸ, 
ɢ ɨɛɨɫɧɨɜɚɧɢɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɢ ɫɩɨɫɨɛ ɨɰɟɧɤɢ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ 
ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ; 

 ɍɱɬɟɧɨ. 

6.2.5.7.2.(ɧɚɢɦɟɧɨɜɚɧɢɢ 
ɩɨɞɪɚɡɞɟɥɚ) 

ɉɪɢɥɨɠɟɧɢɟ ɩɪɢɥɨɠɟɧɢɟ № 2 ɤ ɩɥɚɧɭ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ: Ʉɪɚɬɤɢɣ ɨɛɡɨɪ ɩɥɚɧɢɪɭɟɦɵɯ, ɜɵɩɨɥɧɹɟɦɵɯ 
ɢ ɡɚɜɟɪɲɟɧɧɵɯ ɩɪɨɝɪɚɦɦ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ 

 ɍɱɬɟɧɨ. 
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Ɉɛɨɛɳɟɧɧɵɟ ɞɚɧɧɵɟ ɩɨ ɩɥɚɧɢɪɭɟɦɵɦ, 
ɜɵɩɨɥɧɹɟɦɵɦ ɢ ɡɚɜɟɪɲɟɧɧɵɦ ɢɫɫɥɟɞɨɜɚɧɢɹɦ ɩɥɚɧɚ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ ɬɚɛɥɢɱɧɨɣ ɮɨɪɦɟ; 

6.2.5.7.4 ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɩɨɞɪɚɡɞɟɥɚ 

ɋɩɟɰɢɚɥɶɧɵɟ ɮɨɪɦɵ ɩɨɫɥɟɞɭɸɳɟɝɨ ɫɛɨɪɚ 
ɢɧɮɨɪɦɚɰɢɢ ɨ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɹɯ ɪɟɚɤɰɢɹɯ. 

ɍɬɨɱɧɟɧɢɟ ɬɟɪɦɢɧɚ 

 ɍɱɬɟɧɨ. 

ɉ.336 Ɏɨɪɦɵ ɩɨɫɥɟɞɭɸɳɟɝɨ ɫɛɨɪɚ ɢɧɮɨɪɦɚɰɢɢ, ɤɨɬɨɪɵɟ 
ɞɨɥɠɧɵ ɛɵɬɶ ɜɤɥɸɱɟɧɵ ɜ ɧɚɫɬɨɹɳɟɟ ɩɪɢɥɨɠɟɧɢɟ, 
ɦɨɝɭɬ ɬɚɤɠɟ ɧɚɡɵɜɚɬɶɫɹ «ɨɩɪɨɫɧɢɤɚɦɢ ɩɨ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɦ ɞɚɧɧɵɦ ɩɨ ɧɟɠɟɥɚɬɟɥɶɧɵɦ 
ɹɜɥɟɧɢɹɦ ɪɟɚɤɰɢɹɦ», «ɮɨɪɦɚ ɫɛɨɪɚ ɞɚɧɧɵɯ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɹɯ ɪɟɚɤɰɢɹɯ» ɢɥɢ «ɮɨɪɦɨɣ 
ɩɨɫɥɟɞɭɸɳɟɝɨ ɫɛɨɪɚ ɞɚɧɧɵɯ ɨ ɧɟɠɟɥɚɬɟɥɶɧɨɣ 
ɪɟɚɤɰɢɢ». 

ɍɬɨɱɧɟɧɢɟ ɬɟɪɦɢɧɚ 

 ɍɱɬɟɧɨ. 

6.2.6.(344) ȼ ɫɥɟɞɭɸɳɢɯ ɪɚɡɞɟɥɚɯ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɩɪɟɞɫɬɚɜɥɹɟɦɚɹ ɢɧɮɨɪɦɚɰɢɹ 
ɞɨɥɠɧɚ ɛɵɬɶ ɫɨɝɥɚɫɨɜɚɧɧɨɣ, ɧɨ ɦɨɠɟɬ ɨɬɥɢɱɚɬɶɫɹ ɩɨ 
ɮɨɪɦɚɬɭ: ɑɚɫɬɶ II, ɦɨɞɭɥɶ CVII 
«ɂɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ» ɢ 
ɱɚɫɬɶ II, ɦɨɞɭɥɶ SVIII - «Ʉɪɚɬɤɚɹ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚ 
ɩɪɨɛɥɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ» ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ 
ɩɨɞɪɚɡɞɟɥ 16.1 «Ʉɪɚɬɤɢɟ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɩɪɨɛɥɟɦ 
ɛɟɡɨɩɚɫɧɨɫɬɢ» ɢ 16.4 «ɏɚɪɚɤɬɟɪɢɫɬɢɤɚ ɪɢɫɤɨɜ» 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ; 

 Ɉɬɤɥɨɧɟɧɨ. ȼ 

ɩɟɪɜɨɢɫɬɨɱɧɢɤɟ: Periodic 
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be in identical format and may 

not be interchangeable) 

 

6.2.6.(344) ɑɚɫɬɶ II, ɦɨɞɭɥɶ CVII «ɂɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɢ 
ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ» ɢ ɱɚɫɬɶ II, ɦɨɞɭɥɶ SɋVIII - 

«Ʉɪɚɬɤɚɹ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚ ɩɪɨɛɥɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ» 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ ɩɨɞɪɚɡɞɟɥ 16.1 
«Ʉɪɚɬɤɢɟ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɩɪɨɛɥɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ» ɢ 

 ɍɱɬɟɧɨ. 
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16.4 «ɏɚɪɚɤɬɟɪɢɫɬɢɤɚ ɪɢɫɤɨɜ» ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ; 

ɉ.346 ɉɪɢ ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ ɢ 
ɩɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɩɥɚɧɚ ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɫ ɨɩɢɫɚɧɢɟɦ ɫɢɫɬɟɦɵ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ 
ɪɟɡɸɦɟ ɩɥɚɧɚ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɞɥɹ ɜɫɟɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ. 

 ɍɱɬɟɧɨ. 

ɉ.347 ɉɪɢ ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɩɪɢɜɟɞɟɧɢɟ ɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 

ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɋɨɸɡɚ 

 ɍɱɬɟɧɨ. 

ɉ.348 ɩɪɢ ɜɧɟɫɟɧɢɢ ɢɡɦɟɧɟɧɢɣ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɟ ɞɨɫɶɟ 
ɞɟɣɫɬɜɭɸɳɟɣ ɪɟɝɢɫɬɪɚɰɢɢ, ɤɨɬɨɪɵɟ 
ɫɨɩɪɨɜɨɠɞɚɸɬɫɹ ɢɡɦɟɧɟɧɢɟɦ ɩɟɪɟɱɧɹ ɩɪɨɛɥɟɦ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɥɢɛɨ ɩɨɹɜɥɟɧɢɟɦ ɧɨɜɵɯ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, 
ɥɢɛɨ ɧɟɨɛɯɨɞɢɦɨɫɬɶɸ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɜ 
ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ. 

 ɍɱɬɟɧɨ. 

6.3.2. (363) Ɉɛɧɨɜɥɟɧɢɹ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 
ȿɫɥɢ ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɛɵɥ ɪɚɧɟɟ 

ɩɪɟɞɫɬɚɜɥɟɧ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɩɪɢ ɩɪɨɰɟɞɭɪɟ ɪɟɝɢɫɬɪɚɰɢɢ ɞɥɹ 
ɞɟɣɫɬɜɭɸɳɟɝɨ ɜɟɳɟɫɬɜɚ, ɥɸɛɵɟ ɩɨɫɥɟɞɭɸɳɢɟ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɞɨɥɠɧɵ ɩɨɞɚɜɚɬɶɫɹ ɜ ɜɢɞɟ 
ɨɛɧɨɜɥɟɧɢɹ ɡɚ ɢɫɤɥɸɱɟɧɢɟɦ ɫɥɭɱɚɟɜ, ɤɨɝɞɚ 
ɨɝɨɜɚɪɢɜɚɥɢɫɶ ɢɧɵɟ ɬɪɟɛɨɜɚɧɢɹ. Ʉɚɠɞɨɟ 
ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɧɨ 
ɢɦɟɬɶ ɱɟɬɤɢɣ ɧɨɦɟɪ ɜɟɪɫɢɢ ɢ ɛɵɬɶ ɞɚɬɢɪɨɜɚɧɨ. ɗɬɨ 
ɨɬɧɨɫɢɬɫɹ ɤ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɩɨɥɧɨɫɬɶɸ ɢɥɢ ɬɨɥɶɤɨ ɤ ɟɝɨ ɱɚɫɬɢ ɢɥɢ 
ɦɨɞɭɥɸ. ȼɟɪɫɢɢ ɫ ɢɡɦɟɧɟɧɢɹɦɢ, ɢɦɟɸɳɢɟ 
ɢɞɟɧɬɢɮɢɰɢɪɭɸɳɭɸ ɢɧɮɨɪɦɚɰɢɸ, ɞɨɥɠɧɵ ɛɵɬɶ 
ɩɪɟɞɫɬɚɜɥɟɧɵ ɜɦɟɫɬɟ ɫ ɫɨɩɪɨɜɨɞɢɬɟɥɶɧɵɦ ɩɢɫɶɦɨɦ, 
ɜɤɥɸɱɚɸɳɢɦ ɩɨɞɪɨɛɧɨɟ ɨɩɢɫɚɧɢɟ ɢɡɦɟɧɟɧɢɣ ɫ 

 ɍɱɬɟɧɨ. 
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ɦɨɦɟɧɬɚ ɩɨɫɥɟɞɧɟɣ ɩɪɟɞɫɬɚɜɥɟɧɧɨɣ ɜɟɪɫɢɢ. 
ɂɫɤɥɸɱɢɬɶ – ɨɬɫɭɬɫɬɜɭɟɬ ɜ ɧɨɜɨɣ ɜɟɪɫɢɢ 

6.3.3.(362) ɉɪɟɞɫɬɚɜɥɟɧɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. 

ɉɪɢ ɩɟɪɜɢɱɧɨɣ ɩɨɞɚɱɟ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧ ɤɚɤ 
ɱɚɫɬɶ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ. ɉɪɢ ɩɪɟɞɫɬɚɜɥɟɧɢɢ 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɜ ɫɨɫɬɚɜɟ ɨɛɳɟɝɨ 
ɬɟɯɧɢɱɟɫɤɨɝɨ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ (ɷɈɌȾ), 
ɞɨɤɭɦɟɧɬ ɮɨɪɦɢɪɭɟɬɫɹ ɜ ɜɢɞɟ ɮɚɣɥɨɜ PDF ɥɢɛɨ 
ɢɧɨɦ ɷɥɟɤɬɪɨɧɧɨɦ ɮɨɪɦɚɬɟ, ɨɩɪɟɞɟɥɹɟɦɨɦ 
ɬɪɟɛɨɜɚɧɢɹɦɢ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-

ɱɥɟɧɨɜ ɤ ɷɥɟɤɬɪɨɧɧɨɦɭ ɮɨɪɦɚɬɭ ɞɨɤɭɦɟɧɬɨɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɜɵɩɨɥɧɹɟɦɨɣ ɩɪɨɰɟɞɭɪɨɣ ɪɟɝɢɫɬɪɚɰɢɢ. 

ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɧɚ 
ɪɭɫɫɤɨɦ ɹɡɵɤɟ, ɟɫɥɢ ɧɚɰɢɨɧɚɥɶɧɵɦ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɨɦ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɧɟ 
ɨɩɪɟɞɟɥɟɧɵ ɞɪɭɝɢɟ ɬɪɟɛɨɜɚɧɢɹ. 

 ɍɱɬɟɧɨ. ɋɞɟɥɚɧɚ ɨɬɫɵɥɤɚ ɜ 
ɱɚɫɬɢ ɹɡɵɤɨɜɵɯ ɬɪɟɛɨɜɚɧɢɣ 
ɧɚ ɉɪɚɜɢɥɚ ɪɟɝɢɫɬɪɚɰɢɢ ɢ 
ɷɤɫɩɟɪɬɢɡɵ (Ɋɟɲɟɧɢɟ ɋɨɜɟɬɚ 
ɨɬ 03.11.2016 № 78). 

 6.3.2. Ɉɛɧɨɜɥɟɧɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 

ɋɛɢɬɚ ɧɭɦɟɪɚɰɢɹ, ɢ ɬɚɤ ɞɚɥɟɟ 

 ɍɱɬɟɧɨ. ȼɜɟɞɟɧɚ ɫɤɜɨɡɧɚɹ 
ɧɭɦɟɪɚɰɢɹ 

ɉ.367 ȿɫɥɢ ɬɪɟɛɨɜɚɧɢɹɦɢ ɧɟ ɨɩɪɟɞɟɥɟɧɨ ɢɧɨɟ, ɞɨɤɭɦɟɧɬ 
ɫ ɨɬɨɛɪɚɠɟɧɢɟɦ ɢɡɦɟɧɟɧɢɣ, ɜɧɟɫɟɧɧɵɯ ɜ ɩɨɫɥɟɞɧɟɟ 
ɨɛɧɨɜɥɟɧɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ (ɟɫɥɢ 
ɩɪɢɦɟɧɢɦɨ), ɞɨɥɠɟɧ ɛɵɬɶ ɜɤɥɸɱɟɧ ɜ ɤɚɠɞɨɟ 
ɩɪɟɞɫɬɚɜɥɹɟɦɨɟ ɨɛɧɨɜɥɟɧɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ, ɚ ɬɚɤɠɟ ɢɡɦɟɧɟɧɢɣ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ 
ɬɟɤɭɳɟɣ ɨɞɨɛɪɟɧɧɨɣ ɜɟɪɫɢɟɣ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ 

ɂɫɤɥɸɱɢɬɶ ɢɥɢ ɩɨɹɫɧɢɬɶ 

 ɍɱɬɟɧɨ. ȼɜɟɞɟɧɨ ɩɨɹɫɧɟɧɢɟ 
ɨɛ ɨɬɨɛɪɚɠɟɧɢɢ ɜɧɨɫɢɦɵɯ 
ɢɡɦɟɧɟɧɢɣ ɜ ɬɚɛɥɢɱɧɨɦ 
ɜɢɞɟ. 
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ɉ.370 ɇɚ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɷɬɚɩɟ ɩɨɪɹɞɨɤ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɧɨɜɨɝɨ ɢɥɢ ɨɛɧɨɜɥɟɧɧɨɝɨ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɡɚ ɪɚɦɤɚɦɢ ɞɪɭɝɨɣ 
ɪɟɝɭɥɹɬɨɪɧɨɣ ɩɪɨɰɟɞɭɪɵ ɪɟɝɭɥɢɪɭɟɬɫɹ ɩɪɨɰɟɞɭɪɨɣ 
ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɟ ɞɨɫɶɟ. 

ɂɫɤɥɸɱɢɬɶ ɢɥɢ ɩɨɹɫɧɢɬɶ 

 ɍɱɬɟɧɨ. 
ɉɟɪɟɮɨɪɦɭɥɢɪɨɜɚɧɨ ɫ 
ɩɨɹɫɧɟɧɢɟɦ ɩɨ ɩɨɪɹɞɤɭ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɫ ɨɬɫɵɥɤɨɣ ɧɚ 
ɩɪɢɥɨɠɟɧɢɹ №№ 19-20, 

ɉɪɚɜɢɥ ɪɟɝɢɫɬɪɚɰɢɢ ɢ 
ɷɤɫɩɟɪɬɢɡɵ (Ɋɟɲɟɧɢɟ ɋɨɜɟɬɚ 
ɨɬ 03.11.2016 № 78). 

6.3.6.(378) Ɋɟɡɸɦɟ ɞɨɥɠɧɨ ɜɤɥɸɱɚɬɶ ɤɥɸɱɟɜɵɟ ɷɥɟɦɟɧɬɵ 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɫ ɨɫɨɛɵɦ ɜɵɞɟɥɟɧɢɟɦ 
ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ. 
ɍɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɞɨɥɠɧɵ 
ɩɪɟɞɨɫɬɚɜɢɬɶ ɨɛɳɟɫɬɜɟɧɧɵɣ ɞɨɫɬɭɩ ɤ ɪɟɡɸɦɟ 
ɨɞɨɛɪɟɧɧɵɯ ɩɥɚɧɨɜ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɫ ɩɨɦɨɳɶɸ 
ɢɧɬɟɪɧɟɬ-ɩɨɪɬɚɥɨɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. Ⱦɟɪɠɚɬɟɥɶ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɟ ɩɪɟɞɫɬɚɜɥɹɟɬ ɪɟɡɸɦɟ ɉɍɊ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨ ɜ ɮɨɪɦɟ ɨɬɞɟɥɶɧɨɝɨ ɞɨɤɭɦɟɧɬɚ ɜ 
ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɫ ɰɟɥɶɸ ɩɨɫɥɟɞɭɸɳɟɝɨ 
ɪɚɡɦɟɳɟɧɢɹ ɧɚ ɫɚɣɬɟ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɞɥɹ ɩɭɛɥɢɱɧɨɝɨ ɞɨɫɬɭɩɚ. 

Ⱦɨɩɨɥɧɟɧɢɟ ɜ ɫɜɹɡɢ ɫ ɜɨɡɦɨɠɧɵɦɢ ɸɪɢɞɢɱɟɫɤɢɦɢ ɢ 
ɬɟɯɧɢɱɟɫɤɢɦɢ ɜɨɩɪɨɫɚɦɢ ɩɪɢ ɨɛɟɫɩɟɱɟɧɢɢ 
ɩɭɛɥɢɱɧɨɝɨ ɞɨɫɬɭɩɚ 

 ɍɱɬɟɧɨ. 
 

8.4.1 (583) 

 

ȼ ɫɥɭɱɚɟ, ɟɫɥɢ ɩɟɪɟɱɧɹ ɩɟɪɟɱɟɧɶ ɨɫɧɨɜɧɵɯ ɞɚɧɧɵɯ 
ɩɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɫɪɟɞɫɬɜɭ ɧɟ ɜɤɥɸɱɚɟɬ 
ɢɧɮɨɪɦɚɰɢɸ ɨɛ ɨɞɨɛɪɟɧɧɵɯ ɩɨɤɚɡɚɧɢɹɯ ɤ 
ɩɪɢɦɟɧɟɧɢɸ, ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɦɨɠɟɬ ɛɵɬɶ ɨɩɪɟɞɟɥɟɧ ɢ ɭɤɚɡɚɧ ɢɧɨɣ 
ɞɨɤɭɦɟɧɬ, ɤɨɬɨɪɵɣ ɢɫɩɨɥɶɡɨɜɚɥɫɹ ɩɨ ɞɚɧɧɨɦɭ 
ɪɚɡɞɟɥɭ ɫɩɪɚɜɨɱɧɨɣ ɢɧɮɨɪɦɚɰɢɢ 

 ɍɱɬɟɧɨ. 

8.4.1(580) 

 

ȼ ɬɟɯ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ ɫɩɪɚɜɨɱɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɜ 
ɱɚɫɬɢ ɨɞɨɛɪɟɧɧɵɯ ɩɨɤɚɡɚɧɢɣ ɤ ɩɪɢɦɟɧɟɧɢɸ 

 ɍɱɬɟɧɨ 
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ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ ɨɬɞɟɥɶɧɵɣ ɨɬ ɫɩɪɚɜɨɱɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɨɤɭɦɟɧɬ, 
ɞɟɣɫɬɜɭɸɳɚɹ ɜɟɪɫɢɹ ɞɚɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ, ɧɚɢɛɨɥɟɟ 
ɩɪɢɛɥɢɠɟɧɧɚɹ ɤ ɤɨɧɰɭ ɨɬɱɟɬɧɨɝɨ ɩɟɪɢɨɞɚ 
ɞɨɤɭɦɟɧɬɚ, ɞɨɥɠɧɚ ɛɵɬɶ ɜɤɥɸɱɟɧɚ ɜ ɩɟɪɢɨɞɢɱɟɫɤɢɣ 
ɨɛɧɨɜɥɹɟɦɵɣ ɨɬɱɟɬ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ ɤɚɱɟɫɬɜɟ 
ɩɪɢɥɨɠɟɧɢɹ 

ɇɟɧɭɠɧɨɟ ɩɨɜɬɨɪɟɧɢɟ 

8.5.1(587) 

 

ɉɟɪɟɱɟɧɶ ɢɫɬɨɱɧɢɤɨɜ ɢɫɩɨɥɶɡɨɜɚɧɧɨɣ ɩɪɢ 
ɩɨɞɝɨɬɨɜɤɟ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɢɧɮɨɪɦɚɰɢɢ ɦɨɠɟɬ ɞɨɥɠɟɧ ɛɵɬɶ 
ɩɪɟɞɫɬɚɜɥɟɧ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɜ ɩɪɢɥɨɠɟɧɢɢ ɤ ɞɨɤɭɦɟɧɬɭ. 

Ɉɩɪɟɞɟɥɟɧɢɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɨɛɹɡɚɬɟɥɶɧɨɝɨ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɢɫɬɨɱɧɢɤɨɜ ɢɧɮɨɪɦɚɰɢɢ 

 ɍɱɬɟɧɨ. 

8.5.2.16 (589) ɇɟɞɨɫɬɚɬɨɱɧɚɹ ɬɟɪɚɩɟɜɬɢɱɟɫɤɚɹ ɷɮɮɟɤɬɢɜɧɨɫɬɶ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɭɫɬɚɧɨɜɥɟɧɧɚɹ ɜ 
ɤɨɧɬɪɨɥɢɪɭɟɦɵɯ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɹɯ 

 ɍɱɬɟɧɨ. 

8.6.5.1 (603) 

 

Ⱦɚɧɧɵɣ ɩɨɞɪɚɡɞɟɥ ɩ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ 
ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɨɥɠɟɧ ɫɨɞɟɪɠɚɬɶ 
ɫɥɟɞɭɸɳɭɸ ɢɧɮɨɪɦɚɰɢɸ ɨ ɩɚɰɢɟɧɬɚɯ, ɜɤɥɸɱɟɧɧɵɯ 
ɜ ɤɥɢɧɢɱɟɫɤɢɟ ɢɫɫɥɟɞɨɜɚɧɢɹ, ɫɩɨɧɫɨɪɨɦ ɤɨɬɨɪɵɯ 
ɹɜɥɹɥɫɹ ɞɟɪɠɚɬɟɥɶ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
(ɪɟɤɨɦɟɧɞɭɟɬɫɹ ɢɫɩɨɥɶɡɨɜɚɬɶ ɬɚɛɥɢɱɧɵɣ ɮɨɪɦɚɬ): 

Ɉɩɢɫɤɚ 

 ɍɱɬɟɧɨ 

8.6.5.2.1 (605) 

 

Ⱦɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɨɛɳɚɹ ɨɰɟɧɤɚ. Ⱦɚɧɧɵɟ 
ɞɨɥɠɧɵ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɵ ɫ ɪɚɡɛɢɜɤɨɣ ɩɨ ɩɨɥɭ, 
ɜɨɡɪɚɫɬɭ, ɩɨɤɚɡɚɧɢɹɦ, ɞɨɡɚɦ ɞɨɡɢɪɨɜɤɚɦ, ɮɨɪɦɚɦ 
ɜɵɩɭɫɤɚ ɢ ɪɟɝɢɨɧɚɦ, ɟɫɥɢ ɷɬɨ ɩɪɢɦɟɧɢɦɨ. 

 ɍɱɬɟɧɨ. 

8.6.5.2.3. (608) 

 

Ʉ ɱɢɫɥɭ ɬɚɤɢɯ ɨɫɨɛɟɧɧɨɫɬɟɣ ɨɬɧɨɫɢɬɫɹ ɨɬɧɨɫɹɬɫɹ, ɜ 

ɱɚɫɬɧɨɫɬɢ, ɩɟɪɟɞɨɡɢɪɨɜɤɚ, ɪɚɡɜɢɬɢɟ ɡɚɜɢɫɢɦɨɫɬɢ, 
ɧɟɩɪɚɜɢɥɶɧɨɟ ɩɪɢɦɟɧɟɧɢɟ, ɩɪɢɦɟɧɟɧɢɟ 

 ɍɱɬɟɧɨ 
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ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɦɟɞɢɰɢɧɫɤɨɣ ɩɪɚɤɬɢɤɟ 
ɩɨ ɩɨɤɚɡɚɧɢɹɦ, ɧɟ ɜɤɥɸɱɟɧɧɵɦ ɜ ɱɢɫɥɨ ɨɞɨɛɪɟɧɧɵɯ 
(ɧɚɩɪɢɦɟɪ, ɩɪɢɦɟɧɟɧɢɟ ɩɪɨɬɢɜɨɷɩɢɥɟɩɬɢɱɟɫɤɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ ɫ ɰɟɥɶɸ ɤɭɩɢɪɨɜɚɧɢɹ 
ɧɟɣɪɨɩɚɬɢɱɟɫɤɨɣ ɛɨɥɢ ɢɥɢ ɩɪɨɮɢɥɚɤɬɢɤɚ ɝɨɥɨɜɧɨɣ 
ɛɨɥɢ ɩɪɢ ɦɢɝɪɟɧɢ). 

8.6.6 (610) 

 

ɐɟɥɶɸ ɞɚɧɧɨɝɨ ɪɚɡɞɟɥɚ ɹɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɟɧɢɟ 
ɞɚɧɧɵɯ ɨ ɫɟɪɶɟɡɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɢ 
ɹɜɥɟɧɢɹɯ, ɜɵɹɜɥɟɧɧɵɯ ɜ ɯɨɞɟ ɤɥɢɧɢɱɟɫɤɢɯ 
ɢɫɫɥɟɞɨɜɚɧɢɣ, ɚ ɬɚɤɠɟ ɧɚ ɷɬɚɩɟ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɩɪɢɦɟɧɟɧɢɹ ɜ ɮɨɪɦɟ 
ɨɛɨɛɳɟɧɧɵɯ ɬɚɛɥɢɱɧɵɯ ɞɚɧɧɵɯ. Ⱦɚɧɧɵɟ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɩɪɢɦɟɧɟɧɢɹ ɦɨɝɭɬ ɜɤɥɸɱɚɬɶ  
ɫɩɨɧɬɚɧɧɵɟ ɫɨɨɛɳɟɧɢɹ ɨ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ 
(ɜɤɥɸɱɚɹ ɫɨɨɛɳɟɧɢɹ ɨɬ ɫɩɟɰɢɚɥɢɫɬɨɜ ɫɢɫɬɟɦɵ 
ɡɞɪɚɜɨɨɯɪɚɧɟɧɢɹ, ɩɨɬɪɟɛɢɬɟɥɟɣ), ɩɭɛɥɢɤɚɰɢɢ ɜ 
ɦɟɞɢɰɢɧɫɤɨɣ ɧɚɭɱɧɨɣ ɥɢɬɟɪɚɬɭɪɟ, ɞɚɧɧɵɟ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ ɫɬɪɚɧ ɦɢɪɚ, ɚ ɬɚɤɠɟ 
ɞɚɧɧɵɟ, ɩɨɥɭɱɟɧɧɵɟ ɩɪɢ ɩɪɨɜɟɞɟɧɢɢ 
ɧɟɢɧɬɟɪɜɟɧɰɢɨɧɧɵɯ ɢɫɫɥɟɞɨɜɚɧɢɣ ɢ ɞɪɭɝɢɯ 
ɩɪɨɝɪɚɦɦ ɨɪɝɚɧɢɡɨɜɚɧɧɨɝɨ ɫɛɨɪɚ ɞɚɧɧɵɯ. 

Ɋɚɡɞɟɥɟɧɢɟ ɩɪɟɞɥɨɠɟɧɢɹ ɧɚ ɞɜɟ ɱɚɫɬɢ ɫ ɰɟɥɶɸ 
ɨɛɥɟɝɱɟɧɢɹ ɜɨɫɩɪɢɹɬɢɹ 

 ɍɱɬɟɧɨ.  
 

ɉ. 8.6.15 (640) 
 

ɐɟɥɶɸ ɞɚɧɧɨɝɨ ɪɚɡɞɟɥɚ ɹɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɟɧɢɟ 
ɦɚɤɫɢɦɚɥɶɧɨ ɩɨɥɧɨɝɨ ɨɛɡɨɪɚ ɜɵɹɜɥɟɧɧɵɯ ɫɢɝɧɚɥɨɜ, 
ɫɢɝɧɚɥɨɜ, ɤɨɬɨɪɵɟ ɩɨɥɭɱɟɧɵ ɜ ɩɟɪɢɨɞ ɩɪɨɜɟɞɟɧɢɹ 
ɨɰɟɧɤɢ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ, ɚ ɬɚɤɠɟ ɫɢɝɧɚɥɨɜ ɡɚ 
ɨɬɱɟɬɧɵɣ ɩɟɪɢɨɞ, ɨɰɟɧɤɚ ɤɨɬɨɪɵɯ ɭɠɟ ɡɚɜɟɪɲɟɧɚ 

Ɉɫɬɚɥɨɫɶ ɡɚɱɟɪɤɢɜɚɧɢɟ 

 ɍɱɬɟɧɨ. 

ɩɭɧɤɬ 8.6.15 (640) 
 

…..ɩɪɟɞɩɨɥɚɝɚɟɬɫɹ ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɜɧɟɫɟɧɢɹ 
ɞɨɩɨɥɧɟɧɢɣ ɜ ɫɥɭɱɚɟ ɩɨɞɬɜɟɪɠɞɟɧɢɹ 
ɩɨɬɟɧɰɢɚɥɶɧɨɝɨ ɪɢɫɤɚ ɜ ɩɪɟɞɨɫɬɟɪɟɠɟɧɢɹ ɢɥɢ 

 ɍɱɬɟɧɨ. 
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ɨɫɨɛɵɟ ɭɤɚɡɚɧɢɹ, ɩɪɨɬɢɜɨɩɨɤɚɡɚɧɢɹ, ɜɧɟɫɟɧɢɟ 
ɨɝɪɚɧɢɱɟɧɢɣ ɜ ɩɨɤɚɡɚɧɢɹ ɢɥɢ ɰɟɥɟɜɵɟ ɩɨɩɭɥɹɰɢɢ, 
ɥɢɛɨ ɩɪɢɧɹɬɢɟ ɢɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ. 

ɉɪɨɩɭɳɟɧɨ ɫɥɨɜɨ 

8.6.16.4.1(659) 

 

ȼ ɫɥɭɱɚɟ, ɟɫɥɢ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ 
ɨɰɟɧɢɜɚɟɬɫɹ ɤɚɤ ɜɚɠɧɵɣ ɪɢɫɤ ɜɚɠɧɚɹ, ɞɚɧɧɵɣ ɚɫɩɟɤɬ 
ɨɬɫɭɬɫɬɜɭɸɳɢɯ ɞɚɧɧɵɯ ɜɤɥɸɱɚɟɬɫɹ ɜ ɩɟɪɟɱɟɧɶ 
ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ. 

ɍɬɨɱɧɟɧɢɟ (ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ ɧɟ 
ɜɫɟɝɞɚ ɪɢɫɤ) 

 ɍɱɬɟɧɨ 

8.6.17.1 (664) 

 

ȼ ɩɨɞɪɚɡɞɟɥɟ ɫɭɦɦɢɪɭɟɬɫɹ ɨɫɧɨɜɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ 

ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɯɨɞɟ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ ɢ ɷɮɮɟɤɬɢɜɧɨɫɬɶ, 
ɩɪɨɞɟɦɨɧɫɬɪɢɪɨɜɚɧɧɚɹ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ 

ɜ ɦɟɞɢɰɢɧɫɤɨɣ ɩɪɚɤɬɢɤɟ ɨɬ ɧɚɱɚɥɚ ɧɚ ɧɚɱɚɥɨ 

ɨɬɱɟɬɧɨɝɨ ɩɟɪɢɨɞɚ. 
ɍɬɨɱɧɟɧɢɟ 

 ɍɱɬɟɧɨ. 

8.6.17.3. (668) 

 

Ɉɬɞɟɥɶɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ ɞɨɤɚɡɚɬɟɥɶɧɨɣ ɛɚɡɟ ɜ 
ɨɬɧɨɲɟɧɢɢ ɧɟɨɞɨɛɪɟɧɧɵɯ ɩɨɤɚɡɚɧɢɣ ɩɨ ɩɪɢɦɟɧɟɧɢɸ 
ɧɟ ɜɤɥɸɱɚɟɬɫɹ ɜ ɪɚɡɞɟɥ ɜ ɫɥɭɱɚɟ, ɡɚ ɢɫɤɥɸɱɟɧɢɟɦ 
ɫɥɭɱɚɟɜ, ɟɫɥɢ ɷɬɨ ɢɦɟɟɬ ɨɬɧɨɲɟɧɢɟ ɤ ɨɰɟɧɤɟ 
ɫɨɨɬɧɨɲɟɧɢɹ «ɩɨɥɶɡɚ - ɪɢɫɤ». 
ɂɫɤɥɸɱɢɬɶ ɞɜɨɣɧɨɟ ɨɬɪɢɰɚɧɢɟ 

 ɍɱɬɟɧɨ. 

8.6.17.3 (669) 

 

Ɉɫɨɛɨɟ ɜɧɢɦɚɧɢɟ ɜ ɩɨɞɪɚɡɞɟɥɟ ɭɞɟɥɹɟɬɫɹ ɜɚɤɰɢɧɚɦ, 
ɚɧɬɢɢɧɮɟɤɰɢɨɧɧɵɦ ɩɪɨɬɢɜɨɦɢɤɪɨɛɧɵɦ ɢ ɢɧɵɦ 
ɩɪɟɩɚɪɚɬɚɦ, ɞɥɹ ɤɨɬɨɪɵɯ ɢɡɦɟɧɟɧɢɹ ɬɟɪɚɩɟɜɬɢɱɟɫɤɨɣ 
ɫɪɟɞɵ ɦɨɝɭɬ ɩɨɜɥɢɹɬɶ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ «ɩɨɥɶɡɚ - 

ɪɢɫɤ» ɫ ɬɟɱɟɧɢɟɦ ɜɪɟɦɟɧɢ. 
Ɂɚɦɟɧɚ ɬɟɪɦɢɧɚ 

 ɍɱɬɟɧɨ. 

8.6.18.1(675) ȼ ɩɨɞɪɚɡɞɟɥɟ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɤɪɚɬɤɨɟ ɨɩɢɫɚɧɢɟ 
ɦɟɞɢɰɢɧɫɤɨɣ ɩɨɬɪɟɛɧɨɫɬɢ ɜ ɥɟɤɚɪɫɬɜɟɧɧɨɦ 

 ɍɱɬɟɧɨ. 
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ɩɪɟɩɚɪɚɬɟ ɩɨ ɨɞɨɛɪɟɧɧɵɦ ɩɨɤɚɡɚɧɢɹɦ ɢ 
ɫɭɦɦɢɪɨɜɚɧɨ ɩɨ ɚɥɶɬɟɪɧɚɬɢɜɚɦ (ɦɟɞɢɤɚɦɟɧɬɨɡɧɵɦ, 
ɯɢɪɭɪɝɢɱɟɫɤɢɦ ɢɥɢ ɢɧɵɦ ɩɨɤɚɡɚɧɢɹɦ ɦɟɬɨɞɚɦ, 

ɜɤɥɸɱɚɹ ɨɬɫɭɬɫɬɜɢɟ ɥɟɱɟɧɢɹ). 
Ʉɨɪɪɟɤɬɢɪɨɜɤɚ ɨɲɢɛɤɢ 

8.7.(689) ɇɚɞɥɟɠɚɳɚɹ ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɞɨɥɠɧɚ ɢɫɤɥɸɱɢɬɶ 
ɪɢɫɤ ɧɟɜɵɩɨɥɧɟɧɢɹ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɬɪɟɛɨɜɚɧɢɣ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ, ɬɚɤɢɯ 

ɬɚɤɨɝɨ ɤɚɤ: 
Ʉɨɪɪɟɤɬɢɪɨɜɤɚ ɫ ɰɟɥɶɸ ɩɪɚɜɢɥɶɧɨɝɨ ɨɬɧɟɫɟɧɢɹ 

ɩɟɪɟɱɢɫɥɟɧɢɹ (ɤ ɪɢɫɤɭ ɧɟɜɵɩɨɥɧɟɧɢɹ, ɚ ɧɟ 
ɬɪɟɛɨɜɚɧɢɹɦ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ) 

 ɍɱɬɟɧɨ. 

ɉ.2 ɩɪɨɟɤɬɚ ɪɟɲɟɧɢɹ 2. ɇɚɫɬɨɹɳɟɟ Ɋɟɲɟɧɢɟ (ɡɚ ɢɫɤɥɸɱɟɧɢɟɦ ɪɚɡɞɟɥɚ 
9.2.4) ɜɫɬɭɩɚɟɬ ɜ ɫɢɥɭ ɩɨ ɢɫɬɟɱɟɧɢɢ 180 ɤɚɥɟɧɞɚɪɧɵɯ 
ɞɧɟɣ ɫ ɞɚɬɵ ɟɝɨ ɨɮɢɰɢɚɥɶɧɨɝɨ ɨɩɭɛɥɢɤɨɜɚɧɢɹ 

3. ɍɫɬɚɧɨɜɢɬɶ, ɱɬɨ Ɋɚɡɞɟɥ 9.2.4 (Ɇɨɧɢɬɨɪɢɧɝ ɛɚɡɵ 
ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɋɨɸɡɚ) ɜɫɬɭɩɚɟɬ ɜ 
ɫɢɥɭ ɩɨɫɥɟ ɭɬɜɟɪɠɞɟɧɢɹ Ɋɭɤɨɜɨɞɫɬɜɚ ɩɨ 
ɦɨɧɢɬɨɪɢɧɝɭ ɛɚɡɵ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ 
ɋɨɸɡɚ ɜ ɰɟɥɹɯ ɜɵɹɜɥɟɧɢɹ ɫɢɝɧɚɥɨɜ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 

Ɉɛɹɡɚɬɟɥɶɫɬɜɨ ȾɊɍ ɩɨ ɦɨɧɢɬɨɪɢɧɝɭ ɛɚɡɵ ɞɚɧɧɵɯ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɪɟɝɭɥɹɬɨɪɚ 
(EuНrКVТРТХКnМО) ɧɚ ɩɪɟɞɦɟɬ ɜɵɹɜɥɟɧɢɹ ɢ 
ɩɪɟɞɨɫɬɚɜɥɟɧɢɹ ɫɢɝɧɚɥɨɜ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɛɵɥɨ 
ɜɧɟɞɪɟɧɨ ɜ ɩɪɚɤɬɢɤɭ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ ȿɜɪɨɋɨɸɡɟ ɜ 
ɜɢɞɟ ɩɢɥɨɬɧɨɝɨ ɩɪɨɟɤɬɚ ɜ ɮɟɜɪɚɥɟ 2018 ɞɥɹ 
ɨɝɪɚɧɢɱɟɧɧɨɝɨ ɤɨɥɢɱɟɫɬɜɚ ɚɤɬɢɜɧɵɯ ɜɟɳɟɫɬɜ.  

ȼ ɞɟɤɚɛɪɟ 2019 ɛɵɥɨ ɩɪɢɧɹɬɨ ɪɟɲɟɧɢɟ ɨ ɩɪɨɞɥɟɧɢɢ 
ɩɢɥɨɬɧɨɣ ɮɚɡɵ ɞɨ ɤɨɧɰɚ 2021 ɝɨɞɚ, ɫɩɢɫɨɤ ɚɤɬɢɜɧɵɯ 
ɜɟɳɟɫɬɜ, ɩɨɞɥɟɠɚɳɢɯ ɦɨɧɢɬɨɪɢɧɝɭ, ɩɨ-ɩɪɟɠɧɟɦɭ 
ɨɝɪɚɧɢɱɟɧ. 

Ⱥɫɫɨɰɢɚɰɢɹ 
ɦɟɠɞɭɧɚɪɨɞɧɵɯ 

ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɯ 
ɩɪɨɢɡɜɨɞɢɬɟɥɟɣ 

(AIPM) 

ɍɱɬɟɧɨ. ɉɪɢɧɢɦɚɹ ɜɨ 
ɜɧɢɦɚɧɢɟ ɧɟɨɛɯɨɞɢɦɨɫɬɶ 
ɞɨɪɚɛɨɬɤɢ ɢɦɟɸɳɟɣɫɹ ɛɚɡɵ 
ɞɚɧɧɵɯ ɞɨ ɫɨɨɬɜɟɬɫɬɜɢɹ 
ɬɪɟɛɨɜɚɧɢɹɦ ɭɫɬɚɧɨɜɥɟɧɧɵɦ 
ɪɭɤɨɜɨɞɫɬɜɨɦ ICH 
«ɍɩɪɚɜɥɟɧɢɟ ɞɚɧɧɵɦɢ ɩɨ 
ɤɥɢɧɢɱɟɫɤɨɣ ɛɟɡɨɩɚɫɧɨɫɬɢ. 
ɗɥɟɦɟɧɬɵ ɞɚɧɧɵɯ ɞɥɹ 
ɩɟɪɟɞɚɱɢ ɫɨɨɛɳɟɧɢɣ ɨɛ 
ɢɧɞɢɜɢɞɭɚɥɶɧɵɯ ɫɥɭɱɚɹɯ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ» 
(E2B(R3))» ɩɪɟɞɭɫɦɨɬɪɟɧɨ 
ɜɫɬɭɩɥɟɧɢɟ ɜ ɫɢɥɭ ɞɚɧɧɨɝɨ 
ɬɪɟɛɨɜɚɧɢɹ ɫ ɞɚɬɵ ɜɧɟɫɟɧɢɹ 
ɢɡɦɟɧɟɧɢɣ ɜ Ɋɟɲɟɧɢɟ 
Ʉɨɥɥɟɝɢɢ ɨɬ 25.10.2016 ɝ.  
№ 125 ɫɜɹɡɚɧɧɨɝɨ ɫ 
ɩɟɪɟɯɨɞɨɦ ɛɚɡɵ ɞɚɧɧɵɯ ɫ 



62 
 

Ɍɚɤɠɟ, ɩɨɦɢɦɨ ɬɪɟɛɨɜɚɧɢɣ ɤ ȾɊɍ, ɨɩɢɫɚɧɧɵɯ ɜ EU 

GVP Module XI, ɛɵɥɢ ɪɚɡɪɚɛɨɬɚɧɵ ɫɩɟɰɢɚɥɶɧɵɟ 
ɢɧɫɬɪɭɦɟɧɬɵ ɞɥɹ ɚɜɬɨɦɚɬɢɡɢɪɨɜɚɧɧɨɣ ɪɚɛɨɬɵ ɩɨ 
ɜɵɹɜɥɟɧɢɸ ɫɢɝɧɚɥɨɜ ɜ ɛɚɡɟ ɞɚɧɧɵɯ (ОХОМtronТМ 
RОКМtТon MonТtorТnР RОport (ОRMR) ɢ EuНrКVТРТХКnМО 
DКtК AnКХвsТs SвstОm (EVDAS)), ɢɡɞɚɧɵ  

ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɬɨɞɢɱɟɫɤɢɟ ɪɭɤɨɜɨɞɫɬɜɚ ɢ 
Ɋɭɤɨɜɨɞɫɬɜɚ ɩɨɥɶɡɨɜɚɬɟɥɹ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦɢ 
ɢɧɫɬɪɭɦɟɧɬɚɦɢ, ɩɪɨɜɨɞɢɬɫɹ ɨɛɭɱɟɧɢɟ ȾɊɍ. 

ȼɵɩɨɥɧɟɧɢɟ ɚɧɚɥɨɝɢɱɧɨɝɨ ɬɪɟɛɨɜɚɧɢɹ ɜ ȿȺЭɋ ɜ 
ɧɚɫɬɨɹɳɟɟ ɜɪɟɦɹ ɧɟ ɹɜɥɹɟɬɫɹ ɜɨɡɦɨɠɧɵɦ ɩɨ ɪɹɞɭ 
ɩɪɢɱɢɧ:  
ɧɟ ɨɩɪɟɞɟɥɟɧɵ ɤɥɸɱɟɜɵɟ ɬɟɯɧɢɱɟɫɤɢɟ ɩɚɪɚɦɟɬɪɵ 
ɪɚɛɨɬɵ ɫ ɛɚɡɨɣ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ 
ɋɨɸɡɚ ɞɥɹ ȾɊɍ, ɚ ɢɦɟɧɧɨ ɩɨɪɹɞɨɤ ɩɪɟɞɨɫɬɚɜɥɟɧɢɟ 

ɞɨɫɬɭɩɚ ȾɊɍ ɤ ɛɚɡɟ ɞɚɧɧɵɯ, ɨɛɴɟɦ ɞɨɫɬɭɩɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ; ɧɟ ɪɚɡɪɚɛɨɬɚɧɵ ɪɭɤɨɜɨɞɫɬɜɚ ɞɥɹ 
ɩɨɥɶɡɨɜɚɬɟɥɟɣ 

ɇɟ ɨɩɪɟɞɟɥɟɧɵ ɤɥɸɱɟɜɵɟ ɤɪɢɬɟɪɢɢ ɜɵɝɪɭɡɤɢ 
ɫɨɨɛɳɟɧɢɣ ɨ ɇɊ ɢɡ ɛɚɡɵ ɞɚɧɧɵɯ ɋɨɸɡɚ (ɢɫɬɨɱɧɢɤɢ 
ɫɨɨɛɳɟɧɢɣ, ɜɵɝɪɭɡɤɚ ɩɨ ɂɇɇ ɢɥɢ ɬɨɪɝɨɜɨɦɭ 
ɧɚɢɦɟɧɨɜɚɧɢɸ, ɦɟɬɨɞɢɱɟɫɤɢɟ ɪɟɤɨɦɟɧɞɚɰɢɢ, ɞɪ.)  

Ɉɬɫɭɬɫɬɜɭɸɬ ɬɟɯɧɢɱɟɫɤɢɟ 
ɪɟɲɟɧɢɹ/ɢɧɫɬɪɭɦɟɧɬɵ, ɩɨɡɜɨɥɹɸɳɢɯ ɨɫɭɳɟɫɬɜɥɹɬɶ 
ɜɵɝɪɭɡɤɭ ɫɨɨɛɳɟɧɢɣ, ɢɯ ɩɟɪɟɧɨɫ ɜ ɛɚɡɵ ɞɚɧɧɵɯ ȾɊɍ 
ɢ ɩɟɪɟɜɨɞ ɤɥɸɱɟɜɨɣ ɢɧɮɨɪɦɚɰɢɢ, ɜ ɬɨɦ ɱɢɫɥɟ 
ɬɟɪɦɢɧɨɜ ɇɊ, ɧɚ ɞɪɭɝɢɟ ɹɡɵɤɢ, ɜ ɚɜɬɨɦɚɬɢɱɟɫɤɨɦ 
ɪɟɠɢɦɟ 

Ɉɬɫɭɬɫɬɜɢɟ ɭɤɚɡɚɧɧɵɯ ɜɵɲɟ ɷɥɟɦɟɧɬɨɜ ɨɡɧɚɱɚɟɬ 
ɞɥɹ ȾɊɍ «ɜ ɪɭɱɧɨɦ ɪɟɠɢɦɟ» ɜɵɹɜɥɹɬɶ 
ɢɧɞɢɜɢɞɭɚɥɶɧɵɟ ɫɨɨɛɳɟɧɢɹ ɨ ɇɊ ɢ ɪɟɝɢɫɬɪɢɪɨɜɚɬɶ 
ɢɯ ɜ ɛɚɡɟ ɞɚɧɧɵɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ȾɊɍ, ɢ ɞɚɥɟɟ 
ɜɤɥɸɱɚɬɶ ɜ ɪɚɛɨɬɭ ɩɨ ɧɟɩɪɟɪɵɜɧɨɦɭ ɜɵɹɜɥɟɧɢɸ 

ɮɨɪɦɚɬɚ ɞɚɧɧɵɯ E2B(R2) ɧɚ 
E2B(R3). 
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ɫɢɝɧɚɥɨɜ ɧɚ ɨɫɧɨɜɚɧɢɢ ɜɫɟɯ ɫɨɜɨɤɭɩɧɨɫɬɢ ɫɨɨɛɳɟɧɢɣ 
ɜ ɛɚɡɟ ɞɚɧɧɵɯ ȾɊɍ. Ⱦɚɧɧɚɹ ɪɚɛɨɬɚ ɭɠɟ ɩɪɨɜɨɞɢɬɫɹ 
ȾɊɍ ɜ ɪɚɦɤɚɯ ɩɪɨɰɟɫɫɚ ɩɨ ɭɩɪɚɜɥɟɧɢɸ ɫɢɝɧɚɥɚɦɢ.  

ɉɪɟɞɥɚɝɚɟɬɫɹ ɨɬɥɨɠɢɬɶ ɜɫɬɭɩɥɟɧɢɟ ɜ ɫɢɥɭ 
ɞɚɧɧɨɝɨ ɪɚɡɞɟɥɚ ɞɨ ɪɚɡɪɚɛɨɬɤɢ ɬɟɯɧɢɱɟɫɤɢɯ 
ɢɧɫɬɪɭɦɟɧɬɨɜ, ɦɟɬɨɞɢɱɟɫɤɨɝɨ ɪɭɤɨɜɨɞɫɬɜɚ ɩɨ 
ɦɨɧɢɬɨɪɢɧɝɭ ɛɚɡɵ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ 
ɋɨɸɡɚ ɜ ɰɟɥɹɯ ɜɵɹɜɥɟɧɢɹ ɫɢɝɧɚɥɨɜ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ 
Ɋɭɤɨɜɨɞɫɬɜɚ ɩɨɥɶɡɨɜɚɬɟɥɹ ɛɚɡɨɣ ɞɚɧɧɵɯ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɋɨɸɡɚ ɞɥɹ ȾɊɍ. 

 ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ» – ɡɧɚɱɢɦɵɟ 
ɩɪɨɛɟɥɵ ɜ ɢɦɟɸɳɢɯɫɹ ɡɧɚɧɢɹɯ ɨɛ ɨɩɪɟɞɟɥɟɧɧɵɯ 
ɚɫɩɟɤɬɚɯ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɢɥɢ ɝɪɭɩɩɚɯ ɩɚɰɢɟɧɬɨɜ, ɤɨɬɨɪɵɦ ɧɚɡɧɚɱɚɟɬɫɹ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 

ɍɞɚɥɢɬɶ. ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP 

Annex I Definitions Rev.4 (It is noted that there is an 

ICH definition for important missing information, which 

is: critical gaps in knowledge for specific safety issues or 

populations that use the marketed product (see GVP 

Annex IV, ICH-E2C(R2) Guideline). The change of the 

EU tОrm, to nКmО tСТs МonМОpt “mТssТnР ТnПormКtТon” 
rather than “ТmportКnt mТssТnР ТnПormКtТon”, Тs to ЛО 
clear that in the EU a marketing authorisation cannot be 

granted if there are unacceptable gaps in knowledge, in 

accordance with Article 12 of REG (EC) No 726/2004 a 

marketing authorisation shall be refused if the quality, 

safety or efficacy are not properly or sufficiently 

demonstrated.)Ɍɟɪɦɢɧ «ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ 

ɢɧɮɨɪɦɚɰɢɹ» ɛɨɥɟɟ ɧɟ ɢɫɩɨɥɶɡɭɟɬɫɹ ɜ ɩɪɨɰɟɫɫɚɯ ɢ 

ɞɨɤɭɦɟɧɬɚɯ ɩɨ Ɏɇ.  

Ɉɫɬɚɥɫɹ ɨɛɳɢɣ ɬɟɪɦɢɧ «ɨɬɫɭɬɫɬɜɭɸɳɚɹ 

 ɍɱɬɟɧɨ. 
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ɢɧɮɨɪɦɚɰɢɹ», ɤɨɬɨɪɵɣ ɭɠɟ ɟɫɬɶ ɜ ɇɚɞɥɟɠɚɳɟɣ 
ɉɪɚɤɬɢɤɟ. 

 «ɜɵɹɜɥɟɧɢɟ ɫɢɝɧɚɥɚ» (sТРЧКХ НОЭОМЭТoЧ) – ɩɪɨɰɟɫɫ 
ɩɨɢɫɤɚ ɢ (ɢɥɢ) ɢɞɟɧɬɢɮɢɤɚɰɢɢ ɫɢɝɧɚɥɨɜ ɫ 
ɢɫɩɨɥɶɡɨɜɚɧɢɟɦ ɥɸɛɵɯ ɢɫɬɨɱɧɢɤɨɜ ɞɚɧɧɵɯ ɨ 
ɫɢɝɧɚɥɚɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ; 

ɂɦɟɸɬɫɹ ɜ ɜɢɞɭ ɧɟ ɞɚɧɧɵɟ ɨ ɫɢɝɧɚɥɚɯ, ɚ ɞɚɧɧɵɟ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

EU GVP Module V, rev.2.0: 

:The process of looking for and/or identifying signals 

using data from any source 

 ɍɱɬɟɧɨ. 

 «ɦɢɧɢɦɚɥɶɧɵɟ ɬɪɟɛɨɜɚɧɢɹ ɤ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɫɨɨɛɳɟɧɢɢ ɨ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ» (ЦТЧТЦЮЦ 
criteria for reporting) – ɦɢɧɢɦɚɥɶɧɵɟ ɞɚɧɧɵɟ ɩɪɢ 
ɩɪɟɞɫɬɚɜɥɟɧɢɢ ɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɫɥɭɱɚɟɜ 
ɩɨɞɨɡɪɟɜɚɟɦɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɜɤɥɸɱɚɸɬ 
ɢɞɟɧɬɢɮɢɰɢɪɭɟɦɨɝɨ ɪɟɩɨɪɬɟɪɚ, ɢɞɟɧɬɢɮɢɰɢɪɭɟɦɨɝɨ 
ɩɚɰɢɟɧɬɚ, ɧɟɠɟɥɚɬɟɥɶɧɭɸ ɪɟɚɤɰɢɸ ɢ ɩɨɞɨɡɪɟɜɚɟɦɵɣ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 

ȼɚɠɧɨɟ ɭɬɨɱɧɟɧɢɟ, ɬ.ɤ. ɬɚɤɢɟ ɦɢɧɢɦɚɥɶɧɵɟ 
ɤɪɢɬɟɪɢɢ ɧɟ ɞɨɥɠɧɵ ɜɥɢɹɬɶ ɧɚ ɫɛɨɪ ɢ ɩɨɫɥɟɞɭɸɳɭɸ 
ɪɚɛɨɬɭ ɫ ɫɨɨɛɳɟɧɢɹɦɢ ɞɟɪɠɚɬɟɥɹɦɢ Ɋɍ. Эɬɢ 
ɤɪɢɬɟɪɢɢ ɜɥɢɹɸɬ ɬɨɥɶɤɨ ɧɚ ɧɚɩɪɚɜɥɟɧɢɟ ɨɬɱɟɬɨɜ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ. 

 ɍɱɬɟɧɨ. 

 «ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ» (КНЯОrsО rОКМЭТoЧ) – … 
ɋɥɭɱɚɢ ɩɪɢɦɟɧɟɧɢɹ ɫ ɧɚɪɭɲɟɧɢɟɦ ɨɞɨɛɪɟɧɧɵɯ 
ɭɫɥɨɜɢɣ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɜɤɥɸɱɚɸɬ ɜ ɫɟɛɹ ɩɪɢɦɟɧɟɧɢɟ ɧɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɨɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɢɥɢ ɢɧɫɬɪɭɤɰɢɟɣ ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ, 
ɩɟɪɟɞɨɡɢɪɨɜɤɭ, ɡɥɨɭɩɨɬɪɟɛɥɟɧɢɟ, ɧɟɩɪɚɜɢɥɶɧɨɟ 
ɩɪɢɦɟɧɟɧɢɟ, ɨɲɢɛɤɢ ɩɪɢɦɟɧɟɧɢɹ 

 ɍɱɬɟɧɨ. 
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ɉɪɨɩɭɳɟɧɚ ɡɚɩɹɬɚɹ ɜ ɨɩɪɟɞɟɥɟɧɢɢ 

 «ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ» (КНЯОrsО ОЯОЧЭ) – ɥɸɛɨɟ 
ɧɟɛɥɚɝɨɩɪɢɹɬɧɨɟ ɢɡɦɟɧɟɧɢɟ ɜ ɫɨɫɬɨɹɧɢɢ ɡɞɨɪɨɜɶɹ 
ɩɚɰɢɟɧɬɚ ɢɥɢ ɫɭɛɴɟɤɬɚ ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɫɫɥɟɞɨɜɚɧɢɹ, 
ɩɪɨɢɡɨɲɟɞɲɟɟ ɩɨɫɥɟ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɧɟɡɚɜɢɫɢɦɨ ɨɬ ɩɪɢɱɢɧɧɨ-ɫɥɟɞɫɬɜɟɧɧɨɣ 
ɫɜɹɡɢ ɫ ɟɝɨ ɩɪɢɦɟɧɟɧɢɟɦ 

Ɏɚɤɬ ɩɪɢɦɟɧɟɧɢɹ Ʌɉ ɧɟ ɜɫɟɝɞɚ ɤɨɪɪɟɥɢɪɭɟɬ ɫ 
ɮɚɤɬɨɦ ɟɝɨ ɧɚɡɧɚɱɟɧɢɹ 

 ɍɱɬɟɧɨ. 

 «ɧɟɩɪɟɞɜɢɞɟɧɧɚɹ ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ» 
(ЮЧОбpОМЭОН КНЯОrsО rОКМЭТoЧ) – ɧɟɠɟɥɚɬɟɥɶɧɚɹ 
ɪɟɚɤɰɢɹ, ɯɚɪɚɤɬɟɪ, ɫɬɟɩɟɧɶ ɬɹɠɟɫɬɢ ɢɥɢ ɢɫɯɨɞ 
ɤɨɬɨɪɨɣ ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɢɧɮɨɪɦɚɰɢɢ, 
ɫɨɞɟɪɠɚɳɟɣɫɹ ɜ ɞɟɣɫɬɜɭɸɳɟɣ ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɥɢɛɨ ɜ ɛɪɨɲɸɪɟ 
ɢɫɫɥɟɞɨɜɚɬɟɥɹ ɞɥɹ ɧɟɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ.  
ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

ȼ ɞɚɧɧɨɦ ɨɩɪɟɞɟɥɟɧɢɢ ɝɨɜɨɪɢɬɫɹ ɨ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɚɯ. 
EU GVP, Annex 1: 

An adverse reaction, the nature, severity or outcome of 

which is not consistent with the summary of product 

characteristics 

 ɍɱɬɟɧɨ. ɉɪɢɜɟɞɟɧɨ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɞɟɣɫɬɜɭɸɳɟɣ 
ɬɟɪɦɢɧɨɥɨɝɢɟɣ 

 «ɇɨɜɵɣ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣ ɜɵɹɜɥɟɧɧɵɣ 

ɫɢɝɧɚɥ» 

Чɬɨɛɵ ɧɟ ɩɭɬɚɬɶ ɫ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɦ 
ɫɢɝɧɚɥɨɦ 

 ɍɱɬɟɧɨ. 

 «ɨɫɧɨɜɧɵɟ ɞɚɧɧɵɟ ɩɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɫɪɟɞɫɬɜɭ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ» 
(company core data sheet) – ɞɨɤɭɦɟɧɬ, ɪɚɡɪɚɛɨɬɚɧɧɵɣ 

 ɍɱɬɟɧɨ ɱɚɫɬɢɱɧɨ. ɍɞɚɥɟɧ 
ɞɭɛɥɢɪɭɸɳɢɣ ɬɟɪɦɢɧ 
«ɩɟɪɟɱɟɧɶ ɨɫɧɨɜɧɵɯ ɞɚɧɧɵɯ 
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ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɢ 
ɫɨɞɟɪɠɚɳɢɣ ɢɧɮɨɪɦɚɰɢɸ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, 
ɩɨɤɚɡɚɧɢɹɦ ɤ ɩɪɢɦɟɧɟɧɢɸ, ɪɟɠɢɦɭ ɞɨɡɢɪɨɜɚɧɢɹ, 
ɮɚɪɦɚɤɨɥɨɝɢɱɟɫɤɢɦ ɫɜɨɣɫɬɜɚɦ ɢ ɞɪɭɝɭɸ 
ɢɧɮɨɪɦɚɰɢɸ, ɤɚɫɚɸɳɭɸɫɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ; 

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

Ⱦɭɛɥɢɪɨɜɚɧɢɟ ɬɟɪɦɢɧɚ Company core data sheet.  

ɍɞɚɥɢɬɶ «ɨɫɧɨɜɧɵɟ ɞɚɧɧɵɟ ɩɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ 
ɫɪɟɞɫɬɜɭ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ» ɢ ɨɫɬɚɜɢɬɶ ɬɨɥɶɤɨ ɨɞɢɧ - «ɩɟɪɟɱɟɧɶ 
ɨɫɧɨɜɧɵɯ ɞɚɧɧɵɯ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, 
ɉɈȾɅɋ» (ɫompКnв ɫorО НКtК sСООt (CCDS)) 

ɩɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ 
ɩɪɟɩɚɪɚɬɭ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ», ɨɫɬɚɜɥɟɧ 
ɛɨɥɟɟ ɩɪɚɜɢɥɶɧɵɣ – 

ɨɫɧɨɜɧɵɟ ɞɚɧɧɵɟ ɩɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɫɪɟɞɫɬɜɭ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

 

 «ɇɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ ɩɨɫɥɟ 
ɢɦɦɭɧɢɡɚɰɢɢ/ɜɚɤɰɢɧɚɰɢɢ» (КНЯОrsО ОЯОЧЭ ПoХХoаТЧР 
immunization) – ɥɸɛɨɟ ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ, 
ɪɚɡɜɢɜɲɟɟɫɹ ɩɨɫɥɟ ɢɦɦɭɧɢɡɚɰɢɢ, ɜɧɟ ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ 
ɧɚɥɢɱɢɹ ɢɥɢ ɨɬɫɭɬɫɬɜɢɹ ɜɡɚɢɦɨɫɜɹɡɢ ɫ ɩɪɢɦɟɧɟɧɢɟɦ 
ɜɚɤɰɢɧɵ; ɉɨɫɬɜɚɤɰɢɧɚɥɶɧɨɟ ɨɫɥɨɠɧɟɧɢɟ 

ɇɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ ɩɨɫɥɟ 
ɢɦɦɭɧɢɡɚɰɢɢ/ɜɚɤɰɢɧɚɰɢɢ ɦɨɠɟɬ ɩɪɟɞɫɬɚɜɥɹɬɶ 
ɫɨɛɨɣ ɥɸɛɨɟ ɧɟɛɥɚɝɨɩɪɢɹɬɧɨɟ ɢ ɧɟɩɪɟɞɧɚɦɟɪɟɧɧɨɟ 
ɢɡɦɟɧɟɧɢɟ (ɜ ɬɨɦ ɱɢɫɥɟ ɨɬɤɥɨɧɟɧɢɟ ɥɚɛɨɪɚɬɨɪɧɨɝɨ 
ɩɨɤɚɡɚɬɟɥɹ ɨɬ ɧɨɪɦɵ), ɫɢɦɩɬɨɦ ɢɥɢ ɡɚɛɨɥɟɜɚɧɢɟ; 
(ɬɚɤɠɟ ɫɦɨɬɪɢ ɪɟɚɤɰɢɹ, ɨɛɭɫɥɨɜɥɟɧɧɚɹ 
ɛɟɫɩɨɤɨɣɫɬɜɨɦ ɩɨ ɩɨɜɨɞɭ ɢɦɦɭɧɢɡɚɰɢɢ» 
(immunisation anxiety-rОХКЭОН rОКМЭТoЧ) ɢ 
ɩɨɫɬɜɚɤɰɢɧɚɥɶɧɨɟ ɨɫɥɨɠɧɟɧɢɟ).  

ɉɨɫɬɜɚɤɰɢɧɚɥɶɧɨɟ ɨɫɥɨɠɧɟɧɢɟ –ɧɟɠɟɥɚɬɟɥɶɧɨɟ 
ɹɜɥɟɧɢɟ, ɪɚɡɜɢɜɲɟɟɫɹ ɩɨɫɥɟ ɢɦɦɭɧɢɡɚɰɢɢ, ɞɥɹ 
ɤɨɬɨɪɨɝɨ ɢɦɟɟɬɫɹ ɩɨɞɬɜɟɪɠɞɟɧɢɟ ɜɡɚɢɦɨɫɜɹɡɶ ɫ 
ɩɪɢɦɟɧɟɧɢɟɦ ɜɚɤɰɢɧɵ; (ɬɚɤɠɟ ɫɦɨɬɪɢ ɪɟɚɤɰɢɹ, 

 ɇɟ ɬɪɟɛɭɟɬ ɭɱɟɬɚ. ɂɡɦɟɧɟɧɨ 
ɜɵɲɟ ɩɨ ɡɚɦɟɱɚɧɢɹɦ 
Ɋɨɫɡɞɪɚɜɧɚɞɡɨɪɚ 
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ɨɛɭɫɥɨɜɥɟɧɧɚɹ ɛɟɫɩɨɤɨɣɫɬɜɨɦ ɩɨ ɩɨɜɨɞɭ 
ɢɦɦɭɧɢɡɚɰɢɢ» (ТЦЦЮЧТsКЭТoЧ КЧбТОЭв-related reaction) 

ɢ ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ ɩɨɫɥɟ 
ɢɦɦɭɧɢɡɚɰɢɢ/ɜɚɤɰɢɧɚɰɢɢ (КНЯОrsО ОЯОЧЭ ПoХХoаТЧР 
immunization)). 

«ɪɟɚɤɰɢɹ, ɨɛɭɫɥɨɜɥɟɧɧɚɹ ɛɟɫɩɨɤɨɣɫɬɜɨɦ ɩɨ ɩɨɜɨɞɭ 
ɢɦɦɭɧɢɡɚɰɢɢ» (ТЦЦЮЧТsКЭТoЧ КЧбТОЭв-related reaction) 

– ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ ɩɨɫɥɟ ɢɦɦɭɧɢɡɚɰɢɢ, 
ɪɚɡɜɢɜɚɸɳɟɟɫɹ ɜɫɥɟɞɫɬɜɢɟ ɛɟɫɩɨɤɨɣɫɬɜɚ ɩɨ ɩɨɜɨɞɭ 
ɢɦɦɭɧɢɡɚɰɢɢ; (ɬɚɤɠɟ ɫɦɨɬɪɢ ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ 
ɩɨɫɥɟ ɢɦɦɭɧɢɡɚɰɢɢ/ɜɚɤɰɢɧɚɰɢɢ (КНЯОrsО ОЯОЧЭ 
ПoХХoаТЧР ТЦЦЮЧТгКЭТoЧ) ɢ ɩɨɫɬɜɚɤɰɢɧɚɥɶɧɨɟ 
ɨɫɥɨɠɧɟɧɢɟ) 

1ɣ ɚɫɩɟɤɬ ɩɪɨɛɥɟɦɵ – ɧɚɡɜɚɧɢɟ ɬɟɪɦɢɧɚ 
«ɩɨɫɬɜɚɤɰɢɧɚɥɶɧɵɟ ɨɫɥɨɠɧɟɧɢɟ» ɧɟ 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɨɩɪɟɞɟɥɟɧɢɸ. 

Ɍɟɪɦɢɧ «ɩɨɫɬɜɚɤɰɢɧɚɥɶɧɵɟ ɨɫɥɨɠɧɟɧɢɹ». 
Ɉɩɪɟɞɟɥɟɧɢɟ ɩɪɨɬɢɜɨɪɟɱɢɜɨ («ɨɫɥɨɠɧɟɧɢɟ» 
ɩɨɞɪɚɡɭɦɟɜɚɟɬ ɩɪɢɱɢɧɧɨ-ɫɥɟɞɫɬɜɟɧɧɭɸ ɫɜɹɡɶ ɫ 
ɩɪɢɦɟɧɟɧɢɟɦ ɜɚɤɰɢɧɵ), ɚ «ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ» ɜ 
ɨɩɪɟɞɟɥɟɧɢɢ ɫɨɞɟɪɠɢɬ ɬɨɥɶɤɨ ɫɜɹɡɶ ɩɨ ɜɪɟɦɟɧɢ. 
ɉɪɢ ɪɭɫɫɤɨɹɡɵɱɧɨɦ ɧɚɡɜɚɧɢɢ «ɩɨɫɬɜɚɤɰɢɧɚɥɶɧɵɟ 
ɨɫɥɨɠɧɟɧɢɹ» 1) ɩɪɢɜɨɞɢɬɫɹ ɦɟɠɞɭɧɚɪɨɞɧɵɣ 
ɬɟɪɦɢɧ «КНvОrsО ОvОnts ПoХХoаТnР ТmmunТгКtТon» 2) ɢ 
ɨɩɪɟɞɟɥɟɧɢɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɫɭɬɢ «КНvОrsО ОvОnts 
ПoХХoаТnР ТmmunТгКtТon» ɢ ɟɝɨ ɪɭɫɫɤɨɹɡɵɱɧɨɦɭ 
ɷɤɜɢɜɚɥɟɧɬɭ «ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ ɩɨɫɥɟ 
ɢɦɦɭɧɢɡɚɰɢɢ/ɜɚɤɰɢɧɚɰɢɢ» (MОНDRA TОrm 10069520 
Adverse events following immunization/vaccination / 

ɇɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ ɩɨɫɥɟ 
ɢɦɦɭɧɢɡɚɰɢɢ/ɜɚɤɰɢɧɚɰɢɢ), ɢ ɨɩɪɟɞɟɥɟɧɢɟ 
ɩɪɨɬɢɜɨɪɟɱɢɬ ɩɪɢɪɨɞɟ/ɡɧɚɱɟɧɢɸ ɫɥɨɜɚ 
«ɨɫɥɨɠɧɟɧɢɟ». 
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2ɣ ɚɫɩɟɤɬ ɩɪɨɛɥɟɦɵ: ɨɬɫɭɬɫɬɜɢɟ ɩɟɪɟɤɪɟɫɬɧɵɯ 
ɫɫɵɥɨɤ ɦɟɠɞɭ ɬɟɪɦɢɧɚɦɢ, ɫɜɹɡɚɧɧɵɦɢ ɫ 
ɜɚɤɰɢɧɚɰɢɟɣ. 

 Ɍɟɪɦɢɧ MОНDRA “SвsЭОЦ OrРКЧ CХКss” – EN ɢ 
«ɋɢɫɬɟɦɧɨ-ɨɪɝɚɧɧɵɣ ɤɥɚɫɫ» RU ɢɫɩɨɥɶɡɭɟɬɫɹ ɤɚɤ 
«Ɉɪɝɚɧɨ-ɮɭɧɤɰɢɨɧɚɥɶɧɵɣ ɤɥɚɫɫ»/ «Ɉɪɝɚɧɨ-

ɫɢɫɬɟɦɧɵɣ ɤɥɚɫɫ», ɱɬɨ ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ 1) ɪɭɫɫɤɨɣ 
ɜɟɪɫɢɢ MОНDRA ɢ 2) ɪɟɲɟɧɢɸ 88 ȿɚɗɋ,  
ɉɪɢɥɨɠɟɧɢɟ 4 

ɂɫɩɨɥɶɡɨɜɚɬɶ «ɋɢɫɬɟɦɧɨ-ɨɪɝɚɧɧɵɣ ɤɥɚɫɫ» ɜ 
ɪɚɡɞɟɥɚɯ/ɧɚ ɫɬɪɚɧɢɰɚɯ  

8.6.6 ɫɬɪ 320.  
8.6.6.2 ɫɬɪ 321  
8.6.6.3 ɫɬɪ 324 

Ʉɨɦɦɟɧɬɚɪɢɣ: ɢɫɩɨɥɶɡɨɜɚɧɢɟ ɬɟɪɦɢɧɚ ɞɨɥɠɧɨ 
ɛɵɬɶ ɟɞɢɧɨɨɛɪɚɡɧɨ 

 ɍɱɬɟɧɨ. 

 Loа LОЯОХ TОrЦ(s) EN / Ɍɟɪɦɢɧ(ɵ) ɇɢɠɧɟɝɨ 
ɍɪɨɜɧɹ RU ɩɟɪɟɜɟɞɟɧɵ ɤɚɤ «ɬɟɪɦɢɧɵ ɧɢɠɧɟɝɨ 
ɭɪɨɜɧɹ», ɚ ɬɚɤɠɟ ɤɚɤ «ɬɟɪɦɢɧɨɥɨɝɢɹ ɧɢɠɧɟɝɨ 
ɭɪɨɜɧɹ».  

ɂɫɩɪɚɜɢɬɶ ɧɚ «ɬɟɪɦɢɧɵ ɧɢɠɧɟɝɨ ɭɪɨɜɧɹ» ɜ 
ɪɚɡɞɟɥɚɯ: 

7.3.3 ɫɬɪ 267 

7.3.12.4 ɫɬɪ 286 

7.3.12.5.1 ɫɬɪ 287 

7.3.12.5.2 ɫɬɪ 288 

7.3.12.6 ɫɬɪ 289 

Ʌɨɝɢɱɟɫɤɨɣ ɨɲɢɛɤɢ ɧɟɬ, ɧɨ ɟɞɢɧɨɨɛɪɚɡɢɟ 
ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɬɟɪɦɢɧɨɜ ɩɨɥɟɡɧɨ, ɜ ɞɚɧɧɨɦ ɫɥɭɱɚɟ 
ɭɩɪɨɳɚɟɬ ɩɨɧɢɦɚɧɢɟ. 

 ɍɱɬɟɧɨ. 

 ɉɪɚɜɢɥɚ ɇɚɞɥɟɠɚɳɟɣ ɉɪɚɤɬɢɤɢ Ɏɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɤɚɤ ɞɨɤɭɦɟɧɬ ɧɟ ɢɦɟɟɬ ɨɝɥɚɜɥɟɧɢɹ ɢ ɬɪɭɞɧɨ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɪɚɜɢɥɚɦɢ 
ɞɨɤɭɦɟɧɬɨɨɛɨɪɨɬɚ Ʉɨɦɢɫɫɢɢ 
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ɨɪɢɟɧɬɢɪɨɜɚɬɶɫɹ ɜ ɞɨɤɭɦɟɧɬɟ. 
ɋɞɟɥɚɬɶ ɨɝɥɚɜɥɟɧɢɟ ɫ ɭɤɚɡɚɧɢɟɦ ɤɚɤ ɦɢɧɢɦɭɦ 2 

ɭɪɨɜɧɟɣ ɡɚɝɨɥɨɜɤɨɜ ɢ ɜɵɧɟɫɬɢ ɟɝɨ ɜ ɧɚɱɚɥɨ 
ɞɨɤɭɦɟɧɬɚ ɢ (ɨɩɬɢɦɚɥɶɧɨ) ɫɞɟɥɚɬɶ «ɠɢɜɨɣ» PDF 
ɞɨɤɭɦɟɧɬ. Ɍɟɦ ɫɚɦɵɦ ɞɨɤɭɦɟɧɬ ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ 
ɬɪɟɛɨɜɚɧɢɹɦ ɤ ɤɚɱɟɫɬɜɭ ɫɢɫɬɟɦɵ Ɏɇ (ɧɚɩɪɢɦɟɪ, 
ɤɚɤ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ) 

ɧɟ ɩɪɟɞɭɫɦɨɬɪɟɧɨ 
ɮɨɪɦɢɪɨɜɚɧɢɟ ɨɝɥɚɜɥɟɧɢɣ ɤ 
ɧɨɪɦɚɬɢɜɧɵɦ ɚɤɬɚɦ. 
ɍɤɚɡɚɧɧɚɹ ɪɚɛɨɬɚ, ɩɪɢ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ, ɦɨɠɟɬ 
ɜɵɩɨɥɧɹɬɶɫɹ ɩɨɥɶɡɨɜɚɬɟɥɹɦɢ 
ɞɨɤɭɦɟɧɬɨɜ ɜ ɪɚɛɨɱɟɦ 
ɪɟɠɢɦɟ, ɩɨɫɥɟ ɢɯ 
ɨɮɢɰɢɚɥɶɧɨɣ ɩɭɛɥɢɤɚɰɢɢ. 

 «ɩɪɨɛɥɟɦɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ» (sКПОЭв МoЧМОrЧ) – 

ɜɚɠɧɵɣ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣɪɭɟɦɵɣ ɪɢɫɤ, 
ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ ɢɥɢ ɜɚɠɧɚɹ 

ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ; 
ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Annex I 

Definitions Rev.4: 

Missing information - Gaps in knowledge about a 

medicinal product, related to safety or use in particular 

patient populations, which could be clinically 

significant. It is noted that there is an ICH definition for 

important missing information, which is: critical gaps in 

knowledge for specific safety issues or populations that 

use the marketed product (see GVP Annex IV, ICH-

E2C(R2) Guideline). The change of the EU term, to 

nКmО tСТs МonМОpt “mТssТnР ТnПormКtТon” rКtСОr tСКn 
“ТmportКnt mТssТnР ТnПormКtТon”, Тs to ЛО МХОКr tСКt Тn 
the EU a marketing authorisation cannot be granted if 

there are unacceptable gaps in knowledge, in 

accordance with Article 12 of REG (EC) No 726/2004 a 

marketing authorisation shall be refused if the quality, 

safety or efficacy are not properly or sufficiently 

demonstrated. Ɍɟɪɦɢɧ «ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ 
ɢɧɮɨɪɦɚɰɢɹ» ɛɨɥɟɟ ɧɟ ɢɫɩɨɥɶɡɭɟɬɫɹ ɜ ɩɪɨɰɟɫɫɚɯ ɢ 
ɞɨɤɭɦɟɧɬɚɯ ɩɨ Ɏɇ. Ɉɫɬɚɥɫɹ ɨɛɳɢɣ ɬɟɪɦɢɧ 

 ɍɱɬɟɧɨ, ɜ ɱɚɫɬɢ ɧɚɡɜɚɧɢɹ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɨɝɨ ɪɢɫɤɚ 
ɢ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ 
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«ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ». 

 «ɩɪɨɞɨɥɠɚɸɳɟɟɫɹ ɤɥɢɧɢɱɟɫɤɨɟ ɢɫɫɥɟɞɨɜɚɧɢɟ» – 

ɢɫɫɥɟɞɨɜɚɧɢɟ, ɜ ɤɨɬɨɪɨɟ ɤɨɬɨɪɨɦ ɧɚɱɚɥɨɫɶ 
ɜɤɥɸɱɟɧɢɟ ɩɚɰɢɟɧɬɨɜ, ɞɚɠɟ ɟɫɥɢ ɢɫɫɥɟɞɨɜɚɧɢɟ 
ɩɪɢɨɫɬɚɧɨɜɥɟɧɨ ɢɥɢ ɟɝɨ ɚɧɚɥɢɡ ɡɚɜɟɪɲɟɧ, ɧɨ 
ɢɬɨɝɨɜɵɣ ɨɬɱɟɬ ɨ ɧɟɦ ɨɬɫɭɬɫɬɜɭɟɬ;ɥɢɛɨ ɤɨɬɨɪɨɟ 
ɩɪɨɜɨɞɢɬɫɹ ɧɚ ɬɟɤɭɳɢɣ ɦɨɦɟɧɬ ɜɪɟɦɟɧɢ, ɥɢɛɨ ɩɨ 
ɤɨɬɨɪɨɦɭ ɡɚɜɟɪɲɟɧ ɚɧɚɥɢɡ, ɧɨ ɢɬɨrɨɜɨrɨ ɨɬɱɟɬɚ ɨ 
ɤɥɢɧɢɱɟɫɤɨɦ ɢɫɫɥɟɞɨɜɚɧɢɢ ɧɟ ɢɦɟɟɬɫɹ; 

ɇɟɤɨɪɪɟɤɬɧɨɫɬɶ ɨɩɪɟɞɟɥɟɧɢɹ ɭɫɬɪɚɧɟɧɚ, 
ɩɨɜɵɲɟɧɚ ɬɨɱɧɨɫɬɶ ɩɟɪɟɜɨɞɚ 

 ɍɱɬɟɧɨ. 

 «ɫɟɪɶɟɡɧɚɹ ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ» (sОrТoЮs КНЯОrsО 
rОКМЭТoЧ) – ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ, ɤɨɬɨɪɚɹ ɩɪɢɜɨɞɢɬ 
ɤ ɫɦɟɪɬɢ, ɩɪɟɞɫɬɚɜɥɹɟɬ ɭɝɪɨɡɭ ɞɥɹ ɠɢɡɧɢ ɩɚɰɢɟɧɬɚ, 
ɬɪɟɛɭɟɬ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ ɩɚɰɢɟɧɬɚ ɢɥɢ ɟɟ ɩɪɨɞɥɟɧɢɹ, 
ɩɪɢɜɨɞɢɬ ɤ ɫɬɨɣɤɨɣ ɥɢɛɨ ɜɵɪɚɠɟɧɧɨɣ 
ɧɟɬɪɭɞɨɫɩɨɫɨɛɧɨɫɬɢ ɢɥɢ ɢɧɜɚɥɢɞɧɨɫɬɢ, ɤ 
ɜɪɨɠɞɟɧɧɵɦ ɚɧɨɦɚɥɢɹɦ ɢɥɢ ɩɨɪɨɤɚɦ ɪɚɡɜɢɬɢɹ, 
ɬɪɟɛɭɟɬ ɦɟɞɢɰɢɧɫɤɨɝɨ ɜɦɟɲɚɬɟɥɶɫɬɜɚ ɞɥɹ 
ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ ɪɚɡɜɢɬɢɹ ɩɟɪɟɱɢɫɥɟɧɧɵɯ ɫɨɫɬɨɹɧɢɣ.  

ȼ ɷɬɨɦ ɤɨɧɬɟɤɫɬɟ «ɩɪɟɞɫɬɚɜɥɹɟɬ ɭɝɪɨɡɭ ɞɥɹ ɠɢɡɧɢ 
ɩɚɰɢɟɧɬɚ» ɨɬɧɨɫɢɬɫɹ ɤ ɪɟɚɤɰɢɢ, ɩɪɢ ɤɨɬɨɪɨɣ ɠɢɡɧɶ 
ɩɚɰɢɟɧɬɚ ɧɚɯɨɞɢɥɚɫɶ ɩɨɞ ɭɝɪɨɡɨɣ ɧɚ ɦɨɦɟɧɬ 
ɪɚɡɜɢɬɢɹ ɪɟɚɤɰɢɢ. ɗɬɨ ɧɟ ɨɬɧɨɫɢɬɫɹ ɤ ɪɟɚɤɰɢɢ, 
ɤɨɬɨɪɚɹ ɝɢɩɨɬɟɬɢɱɟɫɤɢ ɦɨɝɥɚ ɛɵ ɩɪɢɜɟɫɬɢ ɤ ɫɦɟɪɬɢ 
ɩɚɰɢɟɧɬɚ ɜ ɫɥɭɱɚɟ ɛɨɥɟɟ ɬɹɠɟɥɨɝɨ ɬɟɱɟɧɢɹ. 

ɉɪɢ ɪɟɲɟɧɢɢ ɜɨɩɪɨɫɚ ɨ ɬɨɦ, ɫɱɢɬɚɬɶ ɥɢ ɞɪɭɝɢɟ 
ɫɢɬɭɚɰɢɢ ɫɟɪɶɟɡɧɵɦɢ, ɬɪɟɛɭɟɬɫɹ ɦɟɞɢɰɢɧɫɤɨɟ ɢ 
ɧɚɭɱɧɨɟ ɫɭɠɞɟɧɢɟ, ɧɚɩɪɢɦɟɪ, ɜ ɫɥɭɱɚɟ ɡɧɚɱɢɦɵɯ 
ɦɟɞɢɰɢɧɫɤɢɯ ɫɨɛɵɬɢɣ, ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɧɟ ɛɵɬɶ 
ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨ ɭɝɪɨɠɚɸɳɢɦɢ ɠɢɡɧɢ ɢɥɢ 
ɥɟɬɚɥɶɧɵɦɢ ɢ ɧɟ ɩɨɬɪɟɛɨɜɚɬɶ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, ɧɨ 

 ɍɱɬɟɧɨ. 
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ɦɨɝɭɬ ɩɪɟɞɫɬɚɜɥɹɬɶ ɭɝɪɨɡɭ ɞɥɹ ɩɚɰɢɟɧɬɚ ɢɥɢ 
ɩɨɬɪɟɛɨɜɚɬɶ ɜɦɟɲɚɬɟɥɶɫɬɜɚ ɞɥɹ ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ 
ɨɞɧɨɝɨ ɢɡ ɢɫɯɨɞɨɜ, ɩɟɪɟɱɢɫɥɟɧɧɵɯ ɜɵɲɟ. 
ɉɪɢɦɟɪɚɦɢ ɬɚɤɢɯ ɫɨɛɵɬɢɣ ɹɜɥɹɸɬɫɹ ɢɧɬɟɧɫɢɜɧɚɹ 
ɬɟɪɚɩɢɹ ɜ ɩɪɢɟɦɧɨɦ ɨɬɞɟɥɟɧɢɢ ɢɥɢ ɞɨɦɚ ɩɪɢ 
ɪɚɡɜɢɬɢɢ ɚɥɥɟɪɝɢɱɟɫɤɨɝɨ ɛɪɨɧɯɨɫɩɚɡɦɚ, ɪɟɚɤɰɢɢ 
ɝɢɩɟɪɱɭɜɫɬɜɢɬɟɥɶɧɨɫɬɢ ɧɟɦɟɞɥɟɧɧɨɝɨ ɬɢɩɚ ɢɥɢ 
ɫɭɞɨɪɨɝɢ, ɤɨɬɨɪɵɟ ɧɟ ɩɪɢɜɟɥɢ ɤ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, 
ɪɚɡɜɢɬɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɡɚɜɢɫɢɦɨɫɬɢ ɢɥɢ 
ɡɥɨɭɩɨɬɪɟɛɥɟɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɨɦ.  

Ʌɸɛɚɹ ɧɟɩɪɟɞɧɚɦɟɪɟɧɧɚɹ ɩɨɞɨɡɪɟɜɚɟɦɚɹ ɩɟɪɟɞɚɱɚ 
ɢɧɮɟɤɰɢɨɧɧɨɝɨ ɚɝɟɧɬɚ ɱɟɪɟɡ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 
ɬɚɤɠɟ ɫɱɢɬɚɟɬɫɹ ɫɟɪɶɟɡɧɨɣ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɟɣ; 

ɉɪɟɞɥɚɝɚɟɬɫɹ ɝɚɪɦɨɧɢɡɢɪɨɜɚɬɶ ɨɩɪɟɞɟɥɟɧɢɟ ɫ EU 

GVP Annex 1: 

An adverse reaction which results in death, is life-

threatening, requires in-patient hospitalisation or 

prolongation of existing hospitalisation, results in 

persistent or significant disability or incapacity, or is a 

congenital anomaly/birth defect  

Life-threatening in this context refers to a reaction in 

which the patient was at risk of death at the time of the 

reaction; it does not refer to a reaction that 

hypothetically might have caused death if more severe. 

Medical and scientific judgement should be exercised 

in deciding whether other situations should be 

considered serious, such as important medical events 

that might not be immediately life-threatening or result 

in death or hospitalisation but might jeopardise the 

patient or might require intervention to prevent one of 

the other outcomes listed in the definition above. 

Examples of such events are intensive treatment in an 

emergency room or at home for allergic bronchospasm, 
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blood dyscrasias or convulsions that do not result in 

hospitalisation or development of dependency or abuse.  

Any suspected transmission via a medicinal product of 

an infectious agent is also considered a serious adverse 

reaction. 

 «ɫɭɳɟɫɬɜɟɧɧɵɟ ɢɡɦɟɧɟɧɢɹ ɩɨɤɚɡɚɧɢɣ ɤ 
ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ» – ɢɡɦɟɧɟɧɢɹ ɩɨɤɚɡɚɧɢɣ 
ɤ ɩɪɢɦɟɧɟɧɢɸ, ɤɨɬɨɪɵɟ ɜɤɥɸɱɚɸɬ ɜ ɫɟɛɹ ɢɡɦɟɧɟɧɢɟ 
ɪɚɡɪɟɲɟɧɧɵɯ ɩɨɤɚɡɚɧɢɣ ɤ ɩɪɢɦɟɧɟɧɢɸ 
ɥɟɤɚɪɫɬɜɟɧɧɨrɨ ɩɪɟɩɚɪɚɬɚ, ɩɪɢ ɤɨɬɨɪɨɦ ɧɨɜɚɹ 
ɰɟɥɟɜɚɹ ɩɨɩɭɥɹɰɢɹ ɫɭɳɟɫɬɜɟɧɧɨ ɨɬɥɢɱɚɟɬɫɹ ɨɬ ɬɨɣ, 
ɞɥɹ ɤɨɬɨɪɨɣ ɩɟɪɜɨɧɚɱɚɥɶɧɨ ɛɵɥɨ ɪɚɡɪɟɲɟɧɨ 
ɩɪɢɦɟɧɟɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜɤɥɸɱɟɧɢɟ 
ɧɨɜɨɝɨ ɧɨɡɨɥɨɝɢɱɟɫɤɨɝɨ ɩɨɤɚɡɚɧɢɹ ɤ ɩɪɢɦɟɧɟɧɢɸ, 
ɧɨɜɨɣ ɜɨɡɪɚɫɬɧɨɣ ɝɪɭɩɩɵ (ɧɚɩɪɢɦɟɪ, 
ɩɟɞɢɚɬɪɢɱɟɫɤɢɟ ɩɨɤɚɡɚɧɢɹ), ɢɡɦɟɧɟɧɢɟ ɫɬɟɩɟɧɢ 
ɬɹɠɟɫɬɢ ɩɨɤɚɡɚɧɢɹ ɨɬ ɛɨɥɟɟ ɬɹɠɟɥɨɝɨ ɫɨɫɬɨɹɧɢɹ ɤ 
ɦɟɧɟɟ ɬɹɠɟɥɨɦɭ, ɩɟɪɟɯɨɞ ɨɬ ɜɬɨɪɨɣ ɥɢɧɢɢ ɬɟɪɚɩɢɢ ɤ 
ɩɟɪɜɨɣ ɥɢɧɢɢ ɢ ɢɧɵɟ ɢɡɦɟɧɟɧɢɹ, ɫɭɳɟɫɬɜɟɧɧɨ 
ɜɥɢɹɸɳɢɟ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ «ɩɨɥɶɡɚ – ɪɢɫɤ» 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ; 

ɂɫɤɥɸɱɢɬɶ ɢɡ ɩɪɨɟɤɬɚ. ɉɪɟɞɫɬɚɜɥɟɧɧɵɣ ɬɟɪɦɢɧ 
ɧɟ ɢɫɩɨɥɶɡɭɟɬɫɹ ɜ ɩɪɨɟɤɬɟ ɉɪɚɜɢɥ 

 ɍɱɬɟɧɨ, (ɧɟ ɢɫɩɨɥɶɡɭɟɬɫɹ ɜ 
ɧɨɜɨɣ ɪɟɞɚɤɰɢɢ) 

2.1.1 (2) ɋɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɹɜɥɹɟɬɫɹ ɧɟɨɬɴɟɦɥɟɦɨɣ 
ɫɨɫɬɚɜɥɹɸɳɟɣ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 
ɉɪɢɦɟɧɢɬɟɥɶɧɨ ɤ ɧɚɞɥɟɠɚɳɟɣ ɩɪɚɤɬɢɤɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɨɩɪɟɞɟɥɹɸɳɟɣ ɬɪɟɛɨɜɚɧɢɹ ɤ 
ɫɬɪɭɤɬɭɪɟ ɢ ɩɪɨɰɟɫɫɚɦ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, 
ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɨ ɨɩɪɟɞɟɥɹɟɬɫɹ ɤɚɤ ɩɪɟɞɫɬɚɜɥɹɟɬ 

ɫɨɛɨɣ ɫɨɜɨɤɭɩɧɨɫɬɶ ɯɚɪɚɤɬɟɪɢɫɬɢɤ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɩɨɡɜɨɥɹɸɳɢɯ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɩɪɟɞɩɨɥɚɝɚɟɦɨɣ ɜɟɪɨɹɬɧɨɫɬɶɸ ɞɨɫɬɢɝɚɬɶ ɪɟɡɭɥɶɬɚɬɨɜ 
ɪɚɛɨɬɵ ɫɢɫɬɟɦɵ, ɫɨɝɥɚɫɭɸɳɢɯɫɹ ɫ ɰɟɥɹɦɢ 

 ɍɱɬɟɧɨ. 
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ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ɇɟɨɛɯɨɞɢɦɨɫɬɶ ɨɰɟɧɤɢ ɫɬɟɩɟɧɢ 
ɞɨɫɬɢɠɟɧɢɹ ɬɪɟɛɭɟɦɨɝɨ ɭɪɨɜɧɹ ɤɚɱɟɫɬɜɚ ɫɢɫɬɟɦɵ 
ɨɩɪɟɞɟɥɹɟɬ ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɧɚɥɢɱɢɹ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨ 
ɨɩɪɟɞɟɥɹɟɦɵɯ ɬɪɟɛɨɜɚɧɢɣ ɤ ɤɚɱɟɫɬɜɭ. Ɍɪɟɛɨɜɚɧɢɹ ɤ 
ɤɚɱɟɫɬɜɭ ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɟ 
ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɫɢɫɬɟɦɵ, ɜɵɩɨɥɧɟɧɢɟ ɤɨɬɨɪɵɯ ɫ 
ɨɩɪɟɞɟɥɟɧɧɨɣ ɜɟɪɨɹɬɧɨɫɬɶɸ ɩɨɡɜɨɥɹɟɬ ɞɨɫɬɢrɚɬɶ 
ɩɥɚɧɢɪɭɟɦɵɯ ɪɟɡɭɥɶɬɚɬɨɜ, ɬɨ ɟɫɬɶ ɢɥɢ ɰɟɥɟɣ 
ɫɢɫɬɟɦɵ ɩɨ ɤɚɱɟɫɬɜɭ. Ɉɛɳɢɟ ɰɟɥɢ ɩɨ ɫɢɫɬɟɦɵ 

ɤɚɱɟɫɬɜɭ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɨɩɪɟɞɟɥɹɸɬɫɹ ɜ 
ɩɭɧɤɬɟ 2.1.3 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ. ɋɩɟɰɢɮɢɱɟɫɤɢɟ 
ɰɟɥɢ ɢ ɬɪɟɛɨɜɚɧɢɹ ɩɨ ɤɚɱɟɫɬɜɭ ɞɥɹ ɨɬɞɟɥɶɧɵɯ 
ɫɬɪɭɤɬɭɪ ɢ ɩɪɨɰɟɫɫɨɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɨɩɪɟɞɟɥɹɸɬɫɹ ɜ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ ɝɥɚɜɚɯ ɉɪɚɜɢɥ. 

Ɋɟɱɶ ɢɞɟɬ ɢɦɟɧɧɨ ɨ ɤɚɱɟɫɬɜɟ ɤɚɤ ɨ ɩɨɧɹɬɢɢ, ɚ ɧɟ ɨ 
ɫɢɫɬɟɦɟ ɤɚɱɟɫɬɜɚ, ɬ.ɤ. ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɹɜɥɹɟɬɫɹ 
ɱɚɫɬɶɸ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ ɩɨɷɬɨɦɭ ɧɟ 
ɦɨɠɟɬ ɨɞɧɨɜɪɟɦɟɧɧɨ ɩɪɟɞɫɬɚɜɥɹɬɶ ɫɨɛɨɣ 
ɫɨɜɨɤɭɩɧɨɫɬɶ ɯɚɪɚɤɬɟɪɢɫɬɢɤ ɩɨɫɥɟɞɧɟɣ. 

ɉɥɚɧɢɪɭɟɦɵɟ ɪɟɡɭɥɶɬɚɬɵ = ɰɟɥɢ ɩɨ ɤɚɱɟɫɬɜɭ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ȼ ɩɨɫɥɟɞɧɢɯ ɞɜɭɯ 
ɩɪɟɞɥɨɠɟɧɢɹɯ ɪɟɱɶ ɢɞɟɬ ɨɛ ɨɛɳɢɯ ɢ ɫɩɟɰɢɮɢɱɟɫɤɢɯ 
(ɱɚɫɬɧɵɯ) ɰɟɥɹɯ ɩɨ ɤɚɱɟɫɬɜɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɚ ɧɟ ɰɟɥɹɯ ɞɜɭɯ ɫɢɫɬɟɦ. 

EU GVP Module 1, I.B.2 

The quality of a pharmacovigilance system can be 

defined as all the characteristics of the system which are 

considered to produce, according to estimated 

likelihoods, outcomes relevant to the objectives of 

pharmacovigilance. Quality requirements are those 

characteristics of a system that are likely to produce the 

desired outcome, or quality objectives. The overall 

quality objectives for pharmacovigilance systems are 



74 
 

provided under I.B.4. 

2.1.2.(4) ɋɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɩɪɟɞɭɫɦɚɬɪɢɜɚɟɬ ɰɢɤɥɢɱɧɨɫɬɶ 
ɫɥɟɞɭɸɳɢɯ ɦɟɪɨɩɪɢɹɬɢɣ: 
ɫɨɡɞɚɧɢɟ ɫɬɪɭɤɬɭɪɵ ɫɢɫɬɟɦɵ ɢ ɩɥɚɧɢɪɨɜɚɧɢɟ 
ɢɧɬɟɝɪɢɪɨɜɚɧɧɵɯ ɢ ɫɨɝɥɚɫɨɜɚɧɧɵɯ ɩɪɨɰɟɫɫɨɜ 
(ɩɥɚɧɢɪɨɜɚɧɢɟ ɤɚɱɟɫɬɜɚ); 
ɜɵɩɨɥɧɟɧɢɟ ɡɚɞɚɱ ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ 

ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɩɨ ɤɚɱɟɫɬɜɭ 
(ɩɪɢɜɟɪɠɟɧɧɨɫɬɶ ɤɚɱɟɫɬɜɭ); 
ɦɨɧɢɬɨɪɢɧɝ ɢ ɨɰɟɧɤɭ ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɨɪɝɚɧɢɡɚɰɢɢ ɢ 
ɪɚɛɨɬɵ ɫɬɪɭɤɬɭɪ ɢ ɩɪɨɰɟɫɫɨɜ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ 

(ɤɨɧɬɪɨɥɶ ɢ ɨɛɟɫɩɟɱɟɧɢɟ ɤɚɱɟɫɬɜɚ); 
ɤɨɪɪɟɤɬɢɪɨɜɤɭ ɢ ɭɥɭɱɲɟɧɢɟ ɫɬɪɭɤɬɭɪɵ ɢ ɩɪɨɰɟɫɫɨɜ 
ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ (ɭɥɭɱɲɟɧɢɟ ɤɚɱɟɫɬɜɚ).  

ɉɨɞɪɚɡɭɦɟɜɚɸɬɫɹ ɡɚɞɚɱɢ ɢ ɨɛɹɡɚɧɧɨɫɬɢ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɬ.ɤ. ɧɚ ɧɢɯ ɧɚɰɟɥɟɧɚ ɫɢɫɬɟɦɚ 
ɤɚɱɟɫɬɜɚ, ɚ ɧɟ ɫɚɦɚ ɧɚ ɫɟɛɹ. Ɍɚɤɠɟ ɜɚɠɧɨ, ɱɬɨ ɪɟɱɶ 
ɢɞɟɬ ɢɦɟɧɧɨ ɨ ɰɢɤɥɟ ɩɨɜɵɲɟɧɢɹ ɤɚɱɟɫɬɜɚ – 

ɩɥɚɧɢɪɨɜɚɧɢɟ, ɢɫɩɨɥɧɟɧɢɟ, ɨɰɟɧɤɚ, ɭɥɭɱɲɟɧɢɟ. 
EU GVP Module 1, I.B.3 

The quality system shall be based on all of the 

following activities: 

quality planning: establishing structures and planning 

integrated and consistent processes; 

quality adherence: carrying out tasks and 

responsibilities in accordance with quality 

requirements; 

quality control and assurance: monitoring and 

evaluating how effectively the structures and 

processes have been established and how effectively 

the processes are being carried out; and 

quality improvements: correcting and improving the 

 ɍɱɬɟɧɨ. 
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structures and processes where necessary. 

2.1.3.(5) Ɉɛɳɢɦɢ ɰɟɥɹɦɢ ɩɨ ɤɚɱɟɫɬɜɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɹɜɥɹɸɬɫɹ: 

ɜɵɩɨɥɧɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɨɦ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ, ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ 
ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ ɩɪɚɜɨ ɋɨɸɡɚ, ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ; 

ɩɪɟɞɨɬɜɪɚɳɟɧɢɟ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɩɨɫɥɟɞɫɬɜɢɣ 
ɩɪɢɦɟɧɟɧɢɹ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ; 
ɨɛɟɫɩɟɱɟɧɢɟ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ 
ɩɪɢ ɩɪɟɜɵɲɟɧɢɢ ɩɨɥɶɡɵ ɧɚɞ ɪɢɫɤɨɦ; 
ɫɨɞɟɣɫɬɜɢɟ ɡɚɳɢɬɟ ɡɞɨɪɨɜɶɹ ɩɚɰɢɟɧɬɨɜ ɢ 
ɨɛɳɟɫɬɜɟɧɧɨɝɨ ɡɞɨɪɨɜɶɹ. 

1. Ɋɟɱɶ ɢɞɟɬ ɨɛ ɨɛɳɢɯ ɰɟɥɹɯ ɩɨ ɤɚɱɟɫɬɜɭ ɜɫɟɣ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɱɚɫɬɶɸ ɤɨɬɨɪɨɣ 
ɹɜɥɹɟɬɫɹ ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ, ɬ.ɤ., ɧɚɩɪɢɦɟɪ, 
ɩɪɟɞɨɬɜɪɚɳɟɧɢɟ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɩɨɫɥɟɞɫɬɜɢɣ – ɷɬɨ 
ɰɟɥɶ ɫɢɫɬɟɦɵ ɜɫɟɣ Ɏɇ. 

2. ȼɨ ɜɬɨɪɨɦ ɚɛɡɚɰɟ ɱɚɫɬɶ «ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ» ɩɟɪɟɧɟɫɟɧɚ ɜ ɧɚɱɚɥɨ ɩɪɟɞɥɨɠɟɧɢɹ, 
ɬ.ɤ. ɨɧɚ ɨɬɧɨɫɢɬɫɹ ɢ ɤ «ɜɵɩɨɥɧɟɧɢɸ ɬɪɟɛɨɜɚɧɢɹɦ». 

EU GVP Module 1, I.B.4 

I.B.4. Overall quality objectives for 

pharmacovigilance 

The overall quality objectives of a pharmacovigilance 

system are: 

complying with the legal requirements for 

pharmacovigilance tasks and responsibilities; 

preventing harm from adverse reactions in humans 

arising from the use of authorised medicinal 

 ɍɱɬɟɧɨ. 
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products within or outside the terms of marketing 

authorisation or from occupational exposure; 

promoting the safe and effective use of medicinal 

products, in particular through providing timely 

information about the safety of medicinal products to 

patients, healthcare professionals and the 

public; and МontrТЛutТnР to tСО protОМtТon oП pКtТОnts’ 
and public health. 

2.2.1, 2ɣ ɚɛɡɚɰ (6) 
 

ɨɛɟɫɩɟɱɟɧɢɟ ɭɞɨɜɥɟɬɜɨɪɟɧɢɹ ɩɨɬɪɟɛɧɨɫɬɟɣ 
ɬɪɟɛɨɜɚɧɢɣ ɩɚɰɢɟɧɬɨɜ, ɦɟɞɢɰɢɧɫɤɢɯ ɪɚɛɨɬɧɢɤɨɜ ɢ 
ɨɛɳɟɫɬɜɚ ɜ ɰɟɥɨɦ ɜ ɨɬɧɨɲɟɧɢɢ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ; 
Ʌɢɧɝɜɢɫɬɢɱɟɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ. 

2.2.1, 3ɣ ɚɛɡɚɰ (6) 

 

 

ɨɛɟɫɩɟɱɟɧɢɟ ɷɮɮɟɤɬɢɜɧɨɝɨ ɪɭɤɨɜɨɞɫɬɜɚ ɩɨ 
ɜɧɟɞɪɟɧɢɸ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɢ ɦɨɬɢɜɚɰɢɢ ɩɟɪɫɨɧɚɥɚ 
ɜ ɨɬɧɨɲɟɧɢɢ ɰɟɥɟɣ ɩɨ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɭ; 
Ɍɨ ɠɟ, ɱɬɨ ɜɵɲɟ ɩɪɨ ɰɟɥɢ ɩɨ ɤɚɱɟɫɬɜɭ 

 ɍɱɬɟɧɨ. 

2.2.1, 5ɣ ɚɛɡɚɰ (6) 

 

 

ɜɨɜɥɟɱɟɧɢɟ ɜɫɟɯ ɫɨɬɪɭɞɧɢɤɨɜ ɨɪɝɚɧɢɡɚɰɢɢ 
(ɩɪɟɞɩɪɢɹɬɢɹ) ɜ ɩɨɫɬɨɹɧɧɵɣ ɩɪɨɰɟɫɫ ɩɨɜɵɲɟɧɢɹ 
ɤɚɱɟɫɬɜɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɫɨɝɥɚɫɧɨ 
ɰɢɤɥɢɱɧɨɫɬɢ ɦɟɪɨɩɪɢɹɬɢɣ, ɭɤɚɡɚɧɧɵɯ ɜ ɩ. 2.1.2 

 ɍɱɬɟɧɨ. 

2.3.1.(7) Ɂɚ ɨɛɟɫɩɟɱɟɧɢɟ ɪɚɛɨɬɵ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɤ ɫɢɫɬɟɦɟ ɤɚɱɟɫɬɜɚ 
ɧɟɫɭɬ ɨɬɜɟɬɫɬɜɟɧɧɨɫɬɶ ɜɫɟ ɫɩɟɰɢɚɥɢɫɬɵ, 
ɜɵɩɨɥɧɹɸɳɢɟ ɪɚɛɨɬɭ ɩɨ ɨɪɝɚɧɢɡɚɰɢɢ ɫɢɫɬɟɦɵ 
ɤɚɱɟɫɬɜɚ. ɇɟɨɛɯɨɞɢɦɨ ɨɛɟɫɩɟɱɢɬɶ ɫɢɫɬɟɦɧɵɣ ɩɨɞɯɨɞ 
ɤ ɜɧɟɞɪɟɧɢɸ ɢ ɩɨɞɞɟɪɠɚɧɢɸ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɧɚ 
ɧɚɞɥɟɠɚɳɟɦ ɭɪɨɜɧɟ. Ɉɪɝɚɧɢɡɚɰɢɹ ɞɨɥɠɧɚ 
ɨɛɟɫɩɟɱɢɬɶ ɞɨɫɬɚɬɨɱɧɨɟ ɤɨɥɢɱɟɫɬɜɨ ɤɨɦɩɟɬɟɧɬɧɵɯ ɢ 
ɨɛɭɱɟɧɧɵɯ ɫɩɟɰɢɚɥɢɫɬɨɜ, ɢɦɟɸɳɢɯ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɭɸ ɩɪɨɮɟɫɫɢɨɧɚɥɶɧɭɸ ɩɨɞɝɨɬɨɜɤɭ, 
ɞɥɹ ɜɵɩɨɥɧɟɧɢɹ ɬɪɟɛɭɟɦɨɝɨ ɨɛɴɟɦɚ ɪɚɛɨɬ ɩɨ 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɵɣ ɩɭɧɤɬ 
ɩɨɹɫɧɹɟɬ ɢ ɪɚɫɤɪɵɜɚɟɬ 
ɧɨɪɦɭ ɫɥɟɞɭɸɳɟɝɨ ɩɭɧɤɬɚ. 
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ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɧɚ ɧɚɞɥɟɠɚɳɟɦ ɭɪɨɜɧɟ. ȼ ɢɯ 
ɨɛɹɡɚɧɧɨɫɬɢ ɞɨɥɠɧɨ ɜɯɨɞɢɬɶ ɫɨɛɥɸɞɟɧɢɟ 
ɩɪɢɧɰɢɩɨɜ, ɢɡɥɨɠɟɧɧɵɯ ɜ ɩɭɧɤɬɟ 2.2.1. 

ɉɟɪɜɚɹ ɱɚɫɬɶ ɞɭɛɥɢɪɭɟɬ ɫɨɞɟɪɠɚɧɢɟ 2.3.2. 
2.3.2.(8) Ɋɭɤɨɜɨɞɢɬɟɥɹɦɢ ɨɪɝɚɧɢɡɚɰɢɢ ɞɨɥɠɟɧ ɛɵɬɶ 

ɨɛɟɫɩɟɱɟɧ ɫɢɫɬɟɦɧɵɣ ɩɨɞɯɨɞ ɤ ɨɛɟɫɩɟɱɟɧɢɸ 
ɤɚɱɟɫɬɜɚ, ɩɨɷɬɨɦɭ ɨɧɢ . Ɋɭɤɨɜɨɞɢɬɟɥɢ ɨɪɝɚɧɢɡɚɰɢɣ ɜ 
ɪɚɦɤɚɯ ɜɵɩɨɥɧɟɧɢɹ ɮɭɧɤɰɢɣ ɩɨ ɨɛɟɫɩɟɱɟɧɢɸ 
ɫɢɫɬɟɦɧɨɝɨ ɩɨɞɯɨɞɚ ɧɟɫɭɬ ɨɬɜɟɬɫɬɜɟɧɧɨɫɬɶ ɡɚ 
ɨɛɟɫɩɟɱɟɧɢɟ: 

ɞɨɤɭɦɟɧɬɢɪɨɜɚɧɢɹ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ; 

ɧɚɞɥɟɠɚɳɟɝɨ ɤɨɧɬɪɨɥɹ ɠɢɡɧɟɧɧɨɝɨ ɰɢɤɥɚ 
ɞɨɤɭɦɟɧɬɨɜ (ɫɨɡɞɚɧɢɟ, ɩɟɪɟɫɦɨɬɪ, ɭɬɜɟɪɠɞɟɧɢɟ, 
ɜɧɟɞɪɟɧɢɟ), ɨɩɢɫɵɜɚɸɳɢɯ ɫɢɫɬɟɦɭ ɤɚɱɟɫɬɜɚ ɢ 
ɞɨɤɭɦɟɧɬɢɪɨɜɚɧɢɹ ɜɫɟɯ ɢɡɦɟɧɟɧɢɣ ɜ ɫɢɫɬɟɦɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ ɫɢɫɬɟɦɟ ɤɚɱɟɫɬɜɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ; 

ɬɪɟɛɭɟɦɵɦɢ ɱɟɥɨɜɟɱɟɫɤɢɦɢ ɪɟɫɭɪɫɚɦɢ ɢ ɞɥɹ 

ɧɚɞɥɟɠɚɳɟɝɨ ɨɛɭɱɟɧɢɹ; 
ɬɪɟɛɭɟɦɵɦɢ ɪɟɫɭɪɫɚɦɢ (ɜ ɬɨɦ ɱɢɫɥɟ 

ɧɟɨɛɯɨɞɢɦɵɦɢ ɩɨɦɟɳɟɧɢɹɦɢ, ɨɛɨɪɭɞɨɜɚɧɢɟɦ ɢ ɬ. 
Ⱦ.); 

ɧɚɞɥɟɠɚɳɟɝɨ ɭɩɪɚɜɥɟɧɢɹ ɫɨɨɬɜɟɬɫɬɜɢɟɦ 
ɬɪɟɛɨɜɚɧɢɹɦ;  

ɧɚɞɥɟɠɚɳɟɝɨ ɭɩɪɚɜɥɟɧɢɹ ɡɚɩɢɫɹɦɢ; 
ɜɵɩɨɥɧɟɧɢɹ ɪɟɝɭɥɹɪɧɨɣ ɨɰɟɧɤɢ ɪɚɛɨɬɵ ɫɢɫɬɟɦɵ 

ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜɤɥɸɱɚɹ ɢɧɬɟɝɪɢɪɨɜɚɧɧɭɸ ɫɢɫɬɟɦɭ 
ɤɚɱɟɫɬɜɚ, ɧɚ ɨɫɧɨɜɟ ɪɢɫɤ-ɨɪɢɟɧɬɢɪɨɜɚɧɧɨɝɨ ɩɨɞɯɨɞɚ 
ɞɥɹ ɩɨɞɬɜɟɪɠɞɟɧɢɹ ɟɟ ɷɮɮɟɤɬɢɜɧɨɫɬɢ. ɉɪɢ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɞɨɥɠɧɵ ɪɟɚɥɢɡɨɜɵɜɚɬɶɫɹ 
ɤɨɪɪɟɤɬɢɪɨɜɨɱɧɵɟ ɢ ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɟ 
ɦɟɪɨɩɪɢɹɬɢɹ; 

ɧɚɥɢɱɢɹ ɷɮɮɟɤɬɢɜɧɨɝɨ ɦɟɯɚɧɢɡɦɚ ɪɟɚɥɢɡɚɰɢɢ 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɵɟ 
ɩɪɟɞɥɨɠɟɧɢɹ ɜɡɚɢɦɧɨ 
ɩɨɹɫɧɹɸɬ ɢ ɪɚɫɤɪɵɜɚɸɬ 
ɧɨɪɦɭ. 
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ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ ɦɟɪ ɜ ɫɥɭɱɚɟ ɜɵɹɜɥɟɧɢɹ ɢɡɦɟɧɟɧɢɣ 
ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ ɪɚɡɪɚɛɚɬɵɜɚɟɦɵɯ ɢ 
ɜɵɩɭɫɤɚɟɦɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ; 

ɫɜɨɟɜɪɟɦɟɧɧɨɝɨ ɜɵɹɜɥɟɧɢɹ ɢ ɩɪɢɧɹɬɢɹ ɩɪɢ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɤɨɪɪɟɤɬɢɪɨɜɨɱɧɵɯ ɢ 
ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɦɟɪ ɜ ɫɥɭɱɚɟ ɧɟɫɨɛɥɸɞɟɧɢɹ 
ɬɪɟɛɨɜɚɧɢɣ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɢ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ; 

ɩɪɨɜɟɞɟɧɢɹ ɪɟɝɭɥɹɪɧɵɯ ɚɭɞɢɬɨɜ ɫɢɫɬɟɦɵ. 
ɍɞɚɥɟɧɢɟ ɞɭɛɥɢɪɭɸɳɢɯ ɩɨɥɨɠɟɧɢɣ ɢ ɩɪɢɜɟɞɟɧɢɟ ɜ 

ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module 1 I.B.6: 

I.B.4. Overall quality objectives for pharmacovigilance 

The overall quality objectives of a pharmacovigilance 

system are: 

complying with the legal requirements for 

pharmacovigilance tasks and responsibilities; 

preventing harm from adverse reactions in humans 

arising from the use of authorised medicinal 

products within or outside the terms of marketing 

authorisation or from occupational exposure; 

promoting the safe and effective use of medicinal 

products, in particular through providing timely 

information about the safety of medicinal products to 

patients, healthcare professionals and the 

public; and 

contributing to tСО protОМtТon oП pКtТОnts’ КnН puЛХТМ 
health. 

2.4.2, 2ɣ ɚɛɡɚɰ (11) 
 

ȼɫɟ ɫɩɟɰɢɚɥɢɫɬɵ ɫɨɬɪɭɞɧɢɤɢ ɞɨɥɠɧɵ ɛɵɬɶ 
ɨɛɭɱɟɧɵ ɜɵɩɨɥɧɟɧɢɸ ɢ ɩɨɢɫɤɭ ɩɪɨɰɟɞɭɪ, 
ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɯ ɩɪɢ ɩɨɥɭɱɟɧɢɢ ɢɧɮɨɪɦɚɰɢɢ ɨ 
ɩɪɨɛɥɟɦɟ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜɵɹɜɥɟɧɢɢ ɢɡɦɟɧɟɧɢɣ 
ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ. 

 ɍɱɬɟɧɨ. 
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1. ɋɥɨɜɨ «ɫɩɟɰɢɚɥɢɫɬɵ» ɨɝɪɚɧɢɱɢɜɚɟɬ ɡɧɚɱɟɧɢɟ, 
ɩɨ-ɜɢɞɢɦɨɦɭ, ɫɨɬɪɭɞɧɢɤɚɦɢ ɨɬɞɟɥɚ Ɏɇ, ɜ ɬɨ ɜɪɟɦɹ 
ɤɚɤ ɩɪɢɧɰɢɩ ɡɚɤɥɸɱɚɟɬɫɹ ɜ ɬɨɦ, ɱɬɨ ɥɸɛɨɣ 
ɫɨɬɪɭɞɧɢɤ ɞɨɥɠɟɧ ɡɧɚɬɶ, ɤɚɤ ɩɨɫɬɭɩɢɬɶ ɜ 
ɪɚɫɫɦɚɬɪɢɜɚɟɦɨɣ ɫɢɬɭɚɰɢɢ. 

2. Ɍɟɪɦɢɧ «ɩɪɨɛɥɟɦɚ ɛɟɡɨɩɚɫɧɨɫɬɢ» ɬɨɱɧɟɟ 
ɨɬɪɚɠɚɟɬ ɫɦɵɫɥ ɬɪɟɛɨɜɚɧɢɹ, ɬ.ɤ. ɫɨɬɪɭɞɧɢɤɢ 
ɨɬɞɟɥɨɜ ɜɧɟ Ɏɇ ɦɨɝɭɬ ɧɟ ɡɧɚɬɶ, ɢɡɦɟɧɹɟɬ ɥɢ 
ɩɨɥɭɱɟɧɧɚɹ ɢɦɢ ɢɧɮɨɪɦɚɰɢɹ ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ. 
ɉɨɷɬɨɦɭ ɫɨɬɪɭɞɧɢɤɢ ɞɨɥɠɧɵ ɡɧɚɬɶ, ɱɬɨ ɞɟɥɚɬɶ 
ɩɪɢ ɥɸɛɵɯ ɩɪɨɛɥɟɦɚɯ ɢɥɢ ɨɡɚɛɨɱɟɧɧɨɫɬɢ ɩɨ ɩɨɜɨɞɭ 
ɛɟɡɨɩɚɫɧɨɫɬɢ.  

EU GVP Module 1, I.B.7 

All staff members of the organisation should receive 

and be able to seek information about what to do if they 

become aware of a safety concern. 

2.7.1, 5ɣ ɚɛɡɚɰ (17) 
 

ɷɮɮɟɤɬɢɜɧɨɝɨ ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ ɢɧɮɨɪɦɚɰɢɨɧɧɨɝɨ 
ɜɡɚɢɦɨɞɟɣɫɬɜɢɹ ɫ ɩɚɰɢɟɧɬɚɦɢ, ɦɟɞɢɰɢɧɫɤɢɦɢ 
ɪɚɛɨɬɧɢɤɚɦɢ, ɞɟɪɠɚɬɟɥɹɦɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɢ ɨɛɳɟɫɬɜɨɦ ɜ ɰɟɥɨɦ; 
Ⱦɨɥɠɧɚ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧɚ ɞɜɭɫɬɨɪɨɧɧɹɹ ɫɜɹɡɶ, ɚ ɧɟ 
ɩɪɨɫɬɨ ɢɧɮɨɪɦɢɪɨɜɚɧɢɟ. EU GVP Module 1, I.B.9.2 

ensuring effective communication with patients, 

healthcare professionals, marketing authorization 

holders and the general public 

 ɍɱɬɟɧɨ. 

2.8.3, 1ɣ ɚɛɡɚɰ (21) 
 

Ⱦɟɪɠɚɬɟɥɶ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɞɚɥɟɟ – ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ) ɞɨɥɠɟɧ 
ɨɛɟɫɩɟɱɢɬɶ ɧɚɞɥɟɠɚɳɟɟ ɞɨɤɭɦɟɧɬɢɪɨɜɚɧɢɟ, 
ɨɛɪɚɳɟɧɢɟ ɢ ɯɪɚɧɟɧɢɟ ɜɫɟɣ ɢɧɮɨɪɦɚɰɢɢ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɫ ɰɟɥɶɸ ɜɵɩɨɥɧɟɧɢɹ ɩɪɨɰɟɞɭɪ 
ɬɨɱɧɨɝɨ ɪɟɩɨɪɬɢɪɨɜɚɧɢɹ, ɢɧɬɟɪɩɪɟɬɚɰɢɢ ɢ 

 ɍɱɬɟɧɨ. 
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ɜɟɪɢɮɢɤɚɰɢɢ ɞɚɧɧɵɯ. Ⱦɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɞɨɥɠɧɚ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧɚ ɫɢɫɬɟɦɚ 
ɩɪɨɫɥɟɠɢɜɚɟɦɨɫɬɢ ɢ ɩɨɫɥɟɞɭɸɳɟɝɨ ɧɚɛɥɸɞɟɧɢɹ 
ɨɰɟɧɤɢ ɫɨɨɛɳɟɧɢɣ ɨ ɡɚ ɧɟɠɟɥɚɬɟɥɶɧɵɦɢ ɪɟɚɤɰɢɹɦɢ. 

Ɋɟɱɶ ɢɞɟɬ ɨ ɬɨɦ, ɱɬɨ ɩɪɨɫɥɟɠɢɜɚɟɦɨɫɬɶ ɧɭɠɧɚ 
ɞɥɹ ɩɨɫɥɟɞɭɸɳɟɝɨ ɧɚɛɥɸɞɟɧɢɹ (follow up), ɩɨɥɭɱɟɧɢɹ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨɣ ɢɧɮɨɪɦɚɰɢɢ. Ɉɰɟɧɤɚ ɇɅɊ ɡɞɟɫɶ 
ɜɵɩɚɞɚɟɬ ɢɡ ɤɨɧɬɟɤɫɬɚ ɤɚɱɟɫɬɜɟɧɧɵɯ ɡɚɩɢɫɟɣ ɢ 
ɩɪɨɫɥɟɠɢɜɚɟɦɨɫɬɢ. EU GVP Module 1, I.B.10 

In addition, marketing authorisation holders shall 

establish mechanisms enabling the traceability and 

follow-up of adverse reaction reports 

2.8.4 (23) 2.8.4. ɋɢɫɬɟɦɚ ɭɩɪɚɜɥɟɧɢɹ ɞɨɤɭɦɟɧɬɚɰɢɟɣ ɞɨɥɠɧɚ 
ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ ɤɨɦɩɥɟɤɫ ɦɟɪ ɩɨ ɨɛɟɫɩɟɱɟɧɢɸ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ ɤɨɧɮɢɞɟɧɰɢɚɥɶɧɨɫɬɢ ɞɚɧɧɵɯ ɜ ɰɟɥɹɯ 
ɜɵɩɨɥɧɟɧɢɹ ɬɪɟɛɨɜɚɧɢɣ ɩɨ ɡɚɳɢɬɟ ɩɟɪɫɨɧɚɥɶɧɵɯ 
ɞɚɧɧɵɯ ɩɚɰɢɟɧɬɨɜ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ 
ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ. ɋɢɫɬɟɦɚ 
ɭɩɪɚɜɥɟɧɢɹ ɞɨɤɭɦɟɧɬɚɰɢɟɣ ɞɨɥɠɧɚ ɩɪɟɞɭɫɦɚɬɪɢɜɚɬɶ 
ɫɩɟɰɢɚɥɶɧɵɟ ɦɟɪɵ ɧɚ ɤɚɠɞɨɦ ɷɬɚɩɟ ɯɪɚɧɟɧɢɹ, 
ɨɛɪɚɛɨɬɤɢ ɢ ɩɟɪɟɞɚɱɢ ɞɚɧɧɵɯ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɫ 
ɨɛɟɫɩɟɱɟɧɢɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ ɤɨɧɮɢɞɟɧɰɢɚɥɶɧɨɫɬɢ 
ɞɚɧɧɵɯ. ɍɤɚɡɚɧɧɵɟ ɦɟɪɵ ɞɨɥɠɧɵ ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ 
ɫɬɪɨɝɨɟ ɨɝɪɚɧɢɱɟɧɢɟ ɞɨɫɬɭɩɚ ɤ ɞɚɧɧɵɦ, ɫɨɝɥɚɫɧɨ 
ɤɨɬɨɪɨɦɭ ɞɨɫɬɭɩ ɤ ɞɨɤɭɦɟɧɬɚɰɢɢ ɢ ɛɚɡɚɦ ɞɚɧɧɵɯ 
ɞɨɥɠɟɧ ɛɵɬɶ ɨɝɪɚɧɢɱɟɧ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ 

ɚɜɬɨɪɢɡɨɜɚɧɧɵɦɢ ɥɢɰɚɦɢ 

ɉɪɟɞɥɚɝɚɟɬɫɹ ɜɧɟɫɬɢ ɢɡɦɟɧɟɧɢɟ ɜɨ ɢɡɛɟɠɚɧɢɟ 
ɩɭɬɚɧɢɰɵ ɫ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɥɢɰɨɦ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 

 ɍɱɬɟɧɨ. 

2.9.2, 2ɣ ɚɛɡɚɰ (28) Ⱦɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɫɢɫɬɟɦɧɨɝɨ ɩɨɞɯɨɞɚ ɩɪɢ 
ɩɥɚɧɢɪɨɜɚɧɢɢ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɨɪɝɚɧɢɡɚɰɢɹ ɞɨɥɠɧɚ 

 ɍɱɬɟɧɨ. 
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ɨɩɪɟɞɟɥɢɬɶ: 
ɰɟɥɢ ɜ ɨɛɥɚɫɬɢ ɤɚɱɟɫɬɜɚ ɞɥɹ ɨɪɝɚɧɢɡɚɰɢɢ ɜ 

ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɨɛɳɢɦɢ ɰɟɥɹɦɢ ɫɢɫɬɟɦɵ ɩɨ ɤɚɱɟɫɬɜɭ 
ɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɫɨɝɥɚɫɧɨ ɩɭɧɤɬɭ 2.1.3 

ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɢ ɫɩɟɰɢɮɢɱɟɫɤɢɦɢ ɞɥɹ ɨɬɞɟɥɶɧɵɯ 
ɫɬɪɭɤɬɭɪ ɢ ɩɪɨɰɟɫɫɨɜ ɰɟɥɹɦ ɜ ɨɛɥɚɫɬɢ ɤɚɱɟɫɬɜɚ 
ɫɨɝɥɚɫɧɨ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦ ɪɚɡɞɟɥɚɦ ɧɚɫɬɨɹɳɢɯ 
ɉɪɚɜɢɥ; 

ȼ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɪɟɞɚɤɰɢɹɦɢ, ɩɪɟɞɥɨɠɟɧɧɵɦɢ 
ɜɵɲɟ ɞɨɥɠɧɨ ɢɫɩɨɥɶɡɨɜɚɬɶɫɹ ɨɞɧɨ ɢ ɬɨ ɠɟ 
ɩɨɧɹɬɢɟ: ɨɛɳɢɟ ɰɟɥɢ ɩɨ ɤɚɱɟɫɬɜɭ EU GVP Module 1, 

I.B.11  

In order to have a systematic approach, the 

organisation should define in advance: 

quality objectives specific to their organisations in 

accordance with the overall quality objectives 

provided under I.B.4. and the structure- and process-

specific quality objectives in accordance with each 

Module of GVP; and 

2.9.3, 1ɣ ɚɛɡɚɰ (29) 
 

ɋɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɞɨɥɠɧɚ ɛɵɬɶ ɨɬɪɚɠɟɧɚ ɜ 
ɫɥɟɞɭɸɳɢɯ ɞɨɤɭɦɟɧɬɚɯ: 

ɇɚɥɢɱɢɟ ɢ ɪɚɛɨɬɚ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɞɨɥɠɧɚ 

ɞɨɤɭɦɟɧɬɢɪɭɟɬɫɹ ɫ ɩɨɦɨɳɶɸ ɛɵɬɶ ɨɬɪɚɠɟɧɚ ɜ 
ɫɥɟɞɭɸɳɢɯ ɞɨɤɭɦɟɧɬɚɯ: 

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɨɞɧɨɡɧɚɱɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ 
ɢɫɯɨɞɧɨɣ ɪɟɞɚɤɰɢɢ 

EU GVP Module 1, I.B.11 

The quality system shall be documented by: 

 ɍɱɬɟɧɨ. 

2.9.3, 3ɣ ɚɛɡɚɰ (29) 

 

ɩɥɚɧɵ ɨɛɭɱɟɧɢɹ ɢ ɨɬɱɟɬɵ ɩɨ ɩɪɨɜɟɞɟɧɧɨɦɭ 
ɨɛɭɱɟɧɢɸ; 

ɩɥɚɧɵ ɨɛɭɱɟɧɢɹ ɢ ɡɚɩɢɫɢ ɨ ɩɪɨɜɟɞɟɧɧɨɦ ɨɛɭɱɟɧɢɢ; 
Ɉɬɱɟɬɵ ɢ ɡɚɩɢɫɢ – ɪɚɡɧɵɟ ɞɨɤɭɦɟɧɬɵ. Ɉɬɱɟɬ – 

 ɍɱɬɟɧɨ. 
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ɜɬɨɪɢɱɧɵɣ ɞɨɤɭɦɟɧɬ, ɨɫɧɨɜɵɜɚɟɬɫɹ ɧɚ ɩɟɪɜɢɱɧɵɯ. 
Ɂɚɩɢɫɶ ɨɛ ɨɛɭɱɟɧɢɢ ɹɜɥɹɟɬɫɹ ɩɟɪɜɢɱɧɵɦ ɞɨɤɭɦɟɧɬɨɦ 
(ɧɚɩɪ., ɩɨɞɩɢɫɧɵɟ ɥɢɫɬɵ ɨɛ ɨɛɭɱɟɧɢɢ). 

2.9.3, 4ɣ ɚɛɡɚɰ (29) 

 

ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɫɨɨɬɜɟɬɫɬɜɢɸ ɩɪɨɰɟɫɫɨɜ 
ɭɩɪɚɜɥɟɧɢɹ; 

ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɩɪɨɰɟɫɫɚɦ ɭɩɪɚɜɥɟɧɢɹ ɫɨɨɬɜɟɬɫɬɜɢɹ 
ɬɪɟɛɨɜɚɧɢɹɦ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ;  

ɋɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɞɨɥɠɧɚ ɨɛɟɫɩɟɱɢɜɚɬɶ 
ɫɨɛɥɸɞɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɟɟ ɰɟɥɹɦɢ. ɇɟɬɨɱɧɵɣ ɩɟɪɟɜɨɞ 

ɩɨɥɨɠɟɧɢɹ. 

EU GVP Module 1, I.B.11 

 training plans and records 

 ɍɱɬɟɧɨ. 

2.9.3, 5ɣ ɚɛɡɚɰ (29) 

 

ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɤɪɢɬɢɱɟɫɤɢɦ ɩɪɨɰɟɫɫɚɦ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜɤɥɸɱɚɹ ɨɛɟɫɩɟɱɟɧɢɟ 
ɧɟɩɪɟɪɵɜɧɨɫɬɢ ɩɪɨɰɟɫɫɚ; ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɩɪɨɰɟɫɫɚɦ, 
ɪɟɚɥɢɡɭɟɦɵɦ ɜ ɭɫɥɨɜɢɹɯ ɱɪɟɡɜɵɱɚɣɧɨɣ ɫɢɬɭɚɰɢɢ, 
ɜɤɥɸɱɚɹ ɩɪɨɰɟɞɭɪɵ ɨɛɟɫɩɟɱɟɧɢɹ ɧɟɩɪɟɪɵɜɧɨɫɬɢ 
ɞɟɹɬɟɥɶɧɨɫɬɢ;  

Ⱦɭɛɥɢɪɭɸɳɚɹ ɮɨɪɦɭɥɢɪɨɜɤɚ, ɩɨ-ɜɢɞɢɦɨɦɭ, ɧɟ 
ɭɞɚɥɟɧɧɚɹ ɜɨ ɜɪɟɦɹ ɩɪɟɞɵɞɭɳɟɣ ɪɟɞɚɤɰɢɢ 

EU GVP Module 1, I.B.11 

appropriate instructions on the processes to be used in 

case of urgency, including business continuity 

 ɍɱɬɟɧɨ. 

2.9.4.(30) Ⱦɨɤɭɦɟɧɬɚɰɢɹ ɩɨ ɫɢɫɬɟɦɟ ɤɚɱɟɫɬɜɚ ɞɨɥɠɧɚ ɬɚɤɠɟ 
ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ: 

Ɇɟɬɨɞɵ ɦɨɧɢɬɨɪɢɪɨɜɚɧɢɹ ɦɨɧɢɬɨɪɢɧɝɚ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɮɭɧɤɰɢɨɧɢɪɨɜɚɧɢɹ ɫɢɫɬɟɦɵ 
ɤɚɱɟɫɬɜɚ ɢ, ɜ ɱɚɫɬɧɨɫɬɢ, ɟɟ ɫɩɨɫɨɛɧɨɫɬɢ ɞɨɫɬɢɝɚɬɶ 
ɜɵɩɨɥɧɟɧɢɹ ɡɚɞɚɱ ɫɢɫɬɟɦɵ ɰɟɥɟɣ ɩɨ ɤɚɱɟɫɬɜɭ; 

ɩɨɥɢɬɢɤɭ ɭɩɪɚɜɥɟɧɢɹ ɞɨɤɭɦɟɧɬɚɰɢɟɣ; 
ɨɬɱɟɬɵ ɞɨɤɭɦɟɧɬɵ ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ ɜɵɩɨɥɧɟɧɧɵɯ 

 ɍɱɬɟɧɨ. 
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ɩɪɨɰɟɞɭɪ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɩɨɞɬɜɟɪɠɞɚɸɳɢɟ 
ɜɵɩɨɥɧɟɧɢɟ ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɯ ɷɬɚɩɨɜ ɢ ɞɟɣɫɬɜɢɣ; 

ɞɨɤɭɦɟɧɬɵ ɢ ɨɬɱɟɬɵ ɩɨ ɫɪɟɞɫɬɜɚɦ ɢ 
ɨɛɨɪɭɞɨɜɚɧɢɸ, ɜɤɥɸɱɚɹ ɩɪɨɜɟɪɤɭ ɮɭɧɤɰɢɨɧɚɥɶɧɵɯ 
ɫɜɨɣɫɬɜ, ɞɟɹɬɟɥɶɧɨɫɬɶ ɩɨ ɤɜɚɥɢɮɢɤɚɰɢɢ ɢ ɜɚɥɢɞɚɰɢɢ, 
ɤɨɬɨɪɵɟ ɩɨɞɬɜɟɪɠɞɚɸɬ ɜɵɩɨɥɧɟɧɢɟ ɜɫɟɯ ɫɬɚɞɢɣ, 
ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɯ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦɢ ɬɪɟɛɨɜɚɧɢɹɦɢ, 
ɩɪɨɬɨɤɨɥɚɦɢ ɢ ɩɪɨɰɟɞɭɪɚɦɢ; 

ɞɨɤɭɦɟɧɬɵ ɨɬɱɟɬɵ, ɩɨɞɬɜɟɪɠɞɚɸɳɢɟ ɤɨɧɬɪɨɥɶ 
ɧɟɞɨɫɬɚɬɤɨɜ ɢ ɨɬɤɥɨɧɟɧɢɣ ɨɬ ɭɫɬɚɧɨɜɥɟɧɧɨɣ ɫɢɫɬɟɦɵ 
ɤɚɱɟɫɬɜɚ, ɩɪɢɧɹɬɢɟ ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɢ 
ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɦɟɪɨɩɪɢɹɬɢɣ, ɨɰɟɧɤɭ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɩɪɢɧɹɬɵɯ ɦɟɪ. 

ɍɬɨɱɧɟɧɢɟ ɢ ɭɩɪɨɳɟɧɢɟ ɮɨɪɦɭɥɢɪɨɜɤɢ. ȼɚɠɧɨ, 
ɱɬɨɛɵ ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɩɨɦɨɝɚɥɚ ɞɨɫɬɢɝɚɬɶ ɰɟɥɟɣ 
ɩɨ ɤɚɱɟɫɬɜɭ, ɚ ɧɟ ɩɪɨɫɬɨ ɜɵɩɨɥɧɹɬɶ ɡɚɞɚɱɢ. 

ɇɟ ɤɚɠɞɵɣ ɞɨɤɭɦɟɧɬ ɹɜɥɹɟɬɫɹ ɨɬɱɟɬɨɦ, ɤɚɤ 
ɤɨɦɦɟɧɬɢɪɨɜɚɥɨɫɶ ɜɵɲɟ. ɉɨ ɪɟɡɭɥɶɬɚɬɚɦ 
ɜɵɩɨɥɧɟɧɢɹ ɩɪɨɰɟɞɭɪ ɱɚɳɟ ɫɨɡɞɚɸɬɫɹ ɡɚɩɢɫɢ ɢɥɢ 
ɞɨɤɭɦɟɧɬɵ, ɤɨɬɨɪɵɟ ɩɨɞɬɜɟɪɠɞɚɸɬ ɜɵɩɨɥɧɟɧɢɟ 
ɞɟɣɫɬɜɢɣ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module I: 

It is recommended that the documentation of the 

quality system also includes: 

the methods of monitoring the efficient operation of 

the quality system and, in particular, its ability to fulfil 

the quality objectives; 

a record management policy; 

records created as a result of pharmacovigilance 

processes which demonstrate that key steps for the 

defined procedures have been taken; 

records and reports relating to the facilities and 

equipment including functionality checks, qualification 
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and validation activities which demonstrate that all steps 

required by the applicable requirements, protocols and 

procedures have been taken; 

records to demonstrate that deficiencies and 

deviations from the established quality system are 

monitored, that corrective and preventive actions have 

been taken, that solutions have been applied to 

deviations or deficiencies and that the effectiveness of 

the actions taken has been verified. 

2.12.1, 12ɣ ɚɛɡɚɰ (33) 
 

ɜɵɩɨɥɧɟɧɢɟ ɜɫɟɯ ɬɪɟɛɭɟɦɵɯ ɞɟɣɫɬɜɢɣ ɜ ɫɥɭɱɚɟ 
ɢɡɦɟɧɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɫɬɚɬɭɫɚ ɩɨ ɩɪɢɱɢɧɟ 
ɩɟɪɟɫɦɨɬɪɚ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ 

Ɋɟɚɥɢɡɚɰɢɹ ɢɡɦɟɧɟɧɢɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɩɨ 
ɩɪɢɱɢɧɟ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɧɟɨɛɯɨɞɢɦɨɣ 
ɫɪɨɱɧɨɫɬɶɸ ɜɫɟɯ ɬɪɟɛɭɟɦɵɯ ɞɟɣɫɬɜɢɣ ɜ ɫɥɭɱɚɟ 
ɢɡɦɟɧɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɫɬɚɬɭɫɚ ɩɨ ɩɪɢɱɢɧɟ 
ɩɟɪɟɫɦɨɬɪɚ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ 

ȼ ɬɟɤɭɳɟɣ ɪɟɞɚɤɰɢɢ ɩɟɪɟɩɭɬɚɧɵ ɩɪɢɱɢɧɚ ɢ 
ɫɥɟɞɫɬɜɢɟ ɢ ɜɟɪɨɹɬɧɵ ɡɚɞɟɪɠɤɢ ɜ ɩɪɢɧɹɬɢɢ ɦɟɪ ɩɨ 
ɨɛɟɫɩɟɱɟɧɢɸ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɬ.ɤ. ɬɟɤɭɳɚɹ ɪɟɞɚɤɰɢɹ 
ɩɨɞɪɚɡɭɦɟɜɚɟɬ ɩɪɢɧɹɬɢɟ ɦɟɪ «ɜ ɫɥɭɱɚɟ ɢɡɦɟɧɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɫɬɚɬɭɫɚ», ɬ.ɟ. ɩɨɫɥɟ ɩɪɢɧɹɬɢɹ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɝɨ ɪɟɲɟɧɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ 
ɨɪɝɚɧɨɦ. ȼ ɞɟɣɫɬɜɢɬɟɥɶɧɨɫɬɢ, ȾɊɍ ɞɨɥɠɧɵ 
ɩɪɢɧɢɦɚɬɶ ɦɟɪɵ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɜ 
ɬɨɦ ɱɢɫɥɟ – ɢɧɢɰɢɢɪɨɜɚɬɶ ɜɧɟɫɟɧɢɟ ɢɡɦɟɧɟɧɢɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɢ ɜ ɞɚɧɧɨɦ ɩɭɧɤɬɟ ɪɟɱɶ ɢɞɟɬ ɢɦɟɧɧɨ 
ɨɛ ɷɬɨɦ, ɫɨɝɥɚɫɧɨ EU GVP Module 1, I.B.11.3:  

EU GVP Module 1, I.B.11.3  

implementation of variations to marketing authorisations 

for safety reasons according to the urgency required. 

 ɍɱɬɟɧɨ, ɫ ɤɨɪɪɟɤɬɢɪɨɜɤɨɣ 
ɪɟɞɚɤɰɢɢ 

2.12.2.(34) ɉɥɚɧ ɨɛɟɫɩɟɱɟɧɢɹ ɧɟɩɪɟɪɵɜɧɨɫɬɢ ɩɪɨɰɟɫɫɨɜ 
ɞɨɥɠɟɧ ɫɨɡɞɚɜɚɬɶɫɹ ɧɚ ɨɫɧɨɜɟ ɪɢɫɤ-

 ɍɱɬɟɧɨ. 
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ɨɪɢɟɧɬɢɪɨɜɚɧɧɨɝɨ ɩɨɞɯɨɞɚ ɢ ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ: 
ɨɩɪɟɞɟɥɟɧɢɟ ɫɨɛɵɬɢɣ, ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɫɭɳɟɫɬɜɟɧɧɨ 

ɩɨɜɥɢɹɬɶ ɧɚ ɩɟɪɫɨɧɚɥ ɨɪɝɚɧɢɡɚɰɢɢ ɢ ɢɧɮɪɚɫɬɪɭɤɬɭɪɭ 
ɜ ɰɟɥɨɦ ɥɢɛɨ ɧɚ ɫɬɪɭɤɬɭɪɵ ɢ ɩɪɨɰɟɫɫɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ ɱɚɫɬɧɨɫɬɢ; 

ɪɟɡɟɪɜɧɵɟ ɫɢɫɬɟɦɵ ɧɚ ɫɥɭɱɚɣ ɧɟɨɛɯɨɞɢɦɨɫɬɢ 
ɷɤɫɬɪɟɧɧɨɝɨ ɨɛɦɟɧɚ ɢɧɮɨɪɦɚɰɢɟɣ ɜɧɭɬɪɢ 
ɨɪɝɚɧɢɡɚɰɢɢ, ɫ ɞɪɭɝɢɦɢ ɨɪɝɚɧɢɡɚɰɢɹɦɢ, 
ɜɵɩɨɥɧɹɸɳɢɦɢ ɮɭɧɤɰɢɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɫ 
ɞɪɭɝɢɦɢ ɪɚɡɪɚɛɨɬɱɢɤɚɦɢ, ɞɟɪɠɚɬɟɥɹɦɢ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɢ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. 

ɍɬɨɱɧɟɧɢɟ 

EU GVP Module 1, I.B.11.3 

Business continuity plans should be established in a 

risk-based manner and should include: 

2.13.3.(38) Ⱥɭɞɢɬ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ, ɨɫɧɨɜɚɧɧɵɣ ɧɚ ɨɰɟɧɤɟ 
ɪɢɫɤɚ, ɞɨɥɠɟɧ ɜɵɩɨɥɧɹɬɶɫɹ ɪɟɝɭɥɹɪɧɨ ɱɟɪɟɡ 
ɨɩɪɟɞɟɥɟɧɧɵɟ ɢɧɬɟɪɜɚɥɵ ɜɪɟɦɟɧɢ ɫ ɰɟɥɶɸ 
ɩɨɞɬɜɟɪɠɞɟɧɢɹ ɫɨɨɬɜɟɬɫɬɜɢɹ ɭɫɬɚɧɨɜɥɟɧɧɵɦ 
ɬɪɟɛɨɜɚɧɢɹɦ ɤ ɤɚɱɟɫɬɜɭ ɢ ɨɩɪɟɞɟɥɟɧɢɹ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ. Ⱥɭɞɢɬ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɞɨɥɠɟɧ 
ɜɤɥɸɱɚɬɶ ɚɭɞɢɬ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɤɨɬɨɪɚɹ 
ɹɜɥɹɟɬɫɹ ɩɪɟɞɦɟɬɨɦ ɢɦɟɸɳɟɣ ɢɧɬɟɝɪɢɪɨɜɚɧɧɭɸ 

ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ. Ɋɟɤɨɦɟɧɞɚɰɢɢ ɩɨ ɦɟɬɨɞɚɦ ɢ 
ɩɪɨɰɟɫɫɚɦ ɚɭɞɢɬɚ ɜɤɥɸɱɟɧɵ ɜ ɪɚɡɞɟɥ 5 ɧɚɫɬɨɹɳɢɯ 
ɉɪɚɜɢɥ. ɉɨ ɪɟɡɭɥɶɬɚɬɚɦ ɤɚɠɞɨɝɨ ɚɭɞɢɬɚ ɫɢɫɬɟɦɵ 
ɤɚɱɟɫɬɜɚ ɢ ɩɨɫɥɟɞɭɸɳɟɝɨ ɚɭɞɢɬɚ ɞɨɥɠɟɧ 
ɫɨɫɬɚɜɥɹɬɶɫɹ ɨɬɱɟɬ, ɩɨɞɥɟɠɚɳɢɣ ɨɰɟɧɤɟ ɥɢɰɚɦɢ, 
ɨɬɜɟɬɫɬɜɟɧɧɵɦɢ ɡɚ ɨɪɝɚɧɢɡɚɰɢɸ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ 
ɚɭɞɢɪɭɟɦɵɯ ɩɪɨɰɟɫɫɨɜ. Ɉɬɱɟɬ ɞɨɥɠɟɧ ɜɤɥɸɱɚɬɶ 
ɪɟɡɭɥɶɬɚɬɵ ɚɭɞɢɬɚ ɨɪɝɚɧɢɡɚɰɢɣ ɢɥɢ ɥɢɰ, ɤɨɬɨɪɵɦ 
ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɛɵɥɢ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɪɚɜɤɚ 
ɩɪɢɜɨɞɢɬ ɤ ɧɟɱɢɬɚɟɦɨɫɬɢ 
ɩɪɟɞɥɨɠɟɧɢɹ, ɚ ɬɚɤɠɟ 
ɦɟɧɹɟɬ ɩɪɟɞɦɟɬ ɢ ɫɭɛɴɟɤɬ 
ɦɟɫɬɚɦɢ. 
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ɞɟɥɟɝɢɪɨɜɚɧɵ ɮɭɧɤɰɢɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, 
ɩɨɫɤɨɥɶɤɭ ɨɧɢ ɹɜɥɹɸɬɫɹ ɱɚɫɬɶɸ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ.  

Ɋɟɞɚɤɬɨɪɫɤɚɹ ɩɪɚɜɤɚ 

2.13.3(39) ɉɨ ɪɟɡɭɥɶɬɚɬɚɦ ɜɵɩɨɥɧɟɧɢɹ ɦɨɧɢɬɨɪɢɧɝɚ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜɤɥɸɱɚɹ ɪɟɡɭɥɶɬɚɬɵ ɚɭɞɢɬɨɜ, ɜ 
ɫɥɭɱɚɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɫɥɟɞɭɟɬ ɪɚɡɪɚɛɚɬɵɜɚɬɶ ɢ 
ɜɧɟɞɪɹɬɶ ɤɨɪɪɟɤɬɢɪɭɸɳɢɟ ɢ ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɟ 
ɦɟɪɵ 

Ɋɟɞɚɤɬɨɪɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ. 

2.15.4(48) ȼ ɞɨɩɨɥɧɟɧɢɟ ɤ ɧɚɡɧɚɱɟɧɢɸ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɜɩɪɚɜɟ ɬɪɟɛɨɜɚɬɶ ɧɚɡɧɚɱɟɧɢɹ 
ɤɨɧɬɚɤɬɧɨɝɨ ɥɢɰɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɩɨɞɨɬɱɟɬɧɨɝɨ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ ɥɢɰɭ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 
ɉɨɞɨɬɱɟɬɧɨɫɬɶ ɜ ɞɚɧɧɨɦ ɫɥɭɱɚɟ ɨɬɧɨɫɢɬɫɹ ɤ 
ɡɚɞɚɱɚɦ ɢ ɨɛɹɡɚɧɧɨɫɬɹɦ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ ɧɟ 
ɨɛɹɡɚɬɟɥɶɧɨ ɨɡɧɚɱɚɟɬ ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨɟ 
ɩɨɞɱɢɧɟɧɢɟ.  

Ȼɨɥɟɟ ɬɨɱɧɵɣ ɩɟɪɟɜɨɞ: ɫɨɬɪɭɞɧɢɤɢ ɜ ɪɚɡɧɵɯ 
ɫɬɪɚɧɚɯ ȿȺЭɋ ɦɨɝɭɬ ɧɟ ɢɦɟɬɶ ɥɢɧɟɣɧɨɝɨ/ 
ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨɝɨ ɩɨɞɱɢɧɟɧɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ 
ɥɢɰɭ, ɧɨ ɞɨɥɠɧɵ ɛɵɬɶ ɟɦɭ ɩɨɞɨɬɱɟɬɧɵ. 

Эɬɨ ɫɨɝɥɚɫɭɟɬɫɹ ɫ EU GVP Module V, rev.2.0: 

In addition to the QPPV, competent authorities in 

Member States are legally provided with the option to 

request the nomination of a pharmacovigilance contact 

person at national level reporting to the QPPV. 

Reporting in this context relates to pharmacovigilance 

tasks and responsibilities and not necessarily to line 

 ɍɱɬɟɧɨ. 
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management 

2.15.6(50) Ⱦɟɪɠɚɬɟɥɶ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɨɛɟɫɩɟɱɢɜɚɟɬ ɧɚɥɢɱɢɟ ɜɫɟɯ ɫɢɫɬɟɦ ɢ ɩɪɨɰɟɫɫɨɜ, 
ɩɨɡɜɨɥɹɸɳɢɯ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ ɥɢɰɭ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜɵɩɨɥɧɹɬɶ ɜɨɡɥɨɠɟɧɧɵɟ ɧɚ ɧɟɝɨ 
ɨɛɹɡɚɧɧɨɫɬɢ. ɋ ɷɬɨɣ ɰɟɥɶɸ ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɪɚɡɪɚɛɚɬɵɜɚɟɬ 
ɦɟɯɚɧɢɡɦɵ, ɩɪɢ ɩɨɦɨɳɢ ɤɨɬɨɪɵɯ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ 
ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɦɟɟɬ ɞɨɫɬɭɩ ɤɨ ɜɫɟɦ 
ɞɚɧɧɵɦ, ɤɨɬɨɪɵɟ ɟɦɭ ɦɨɝɭɬ ɩɨɬɪɟɛɨɜɚɬɶɫɹ ɢ 
ɩɨɥɭɱɚɟɬ ɜɫɸ ɧɟɨɛɯɨɞɢɦɭɸ ɢɧɮɨɪɦɚɰɢɸ, ɧɚɩɪɢɦɟɪ: 

ɨ ɱɪɟɡɜɵɱɚɣɧɵɯ ɫɢɬɭɚɰɢɹɯ ɩɨ ɢɡɦɟɧɟɧɢɹɦ 
ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ ɞɪɭɝɚɹ ɢɧɮɨɪɦɚɰɢɹ 

ɞɪɭɝɨɣ ɢɧɮɨɪɦɚɰɢɢ ɜ ɨɬɧɨɲɟɧɢɢ ɨɰɟɧɤɢ 
ɫɨɨɬɧɨɲɟɧɢɹ «ɩɨɥɶɡɚ – ɪɢɫɤ» ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ, ɧɚ ɤɨɬɨɪɵɟ ɪɚɫɩɪɨɫɬɪɚɧɹɟɬɫɹ ɫɢɫɬɟɦɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ; 

ɨ ɩɪɨɞɨɥɠɚɸɳɢɯɫɹ ɢ ɡɚɤɨɧɱɢɜɲɢɯɫɹ 

ɡɚɜɟɪɲɟɧɧɵɯ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɹɯ ɢ ɩɪɨɱɢɯ 
ɢɫɫɥɟɞɨɜɚɧɢɹɯ, ɨ ɤɨɬɨɪɵɯ ɡɧɚɟɬ ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɢ ɤɨɬɨɪɵɟ ɦɨɝɭɬ 
ɢɦɟɬɶ ɨɬɧɨɲɟɧɢɟ ɤ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ; 

ɢɡ ɢɧɵɯ ɢɫɬɨɱɧɢɤɨɜ, ɤɪɨɦɟ ɢɫɬɨɱɧɢɤɨɜ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɧɚɩɪɢɦɟɪ, 
ɢɫɬɨɱɧɢɤɨɜ, ɫ ɤɨɬɨɪɵɦɢ ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɢɦɟɟɬ ɤɨɧɬɪɚɤɬɧɵɟ 
ɞɨɝɨɜɨɪɟɧɧɨɫɬɢ;  

ɨ ɩɪɨɰɟɞɭɪɚɯ, ɢɦɟɸɳɢɯ ɡɧɚɱɟɧɢɟ ɞɥɹ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɤɨɬɨɪɵɟ ɪɚɡɪɚɛɚɬɵɜɚɟɬ ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɚ ɤɚɠɞɨɦ ɭɪɨɜɧɟ 
ɫ ɰɟɥɶɸ ɨɛɟɫɩɟɱɟɧɢɹ ɫɨɝɥɚɫɨɜɚɧɧɨɫɬɢ ɢ ɫɨɛɥɸɞɟɧɢɹ 

 ɍɱɬɟɧɨ. 



88 
 

ɬɪɟɛɨɜɚɧɢɣ ɜ ɩɪɟɞɟɥɚɯ ɨɪɝɚɧɢɡɚɰɢɢ. 
Ɋɟɞɚɤɬɨɪɫɤɚɹ ɩɪɚɜɤɚ ɢ ɩɪɢɜɟɞɟɧɢɟ ɜ 

ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɨɩɪɟɞɟɥɟɧɢɹɦɢ ɬɟɪɦɢɧɨɜ, 
ɩɪɢɜɟɞёɧɧɵɯ ɜ ɪɚɡɞɟɥɟ 1  

ɍɬɨɱɧɟɧɢɟ ɨɬɧɨɫɢɬɟɥɶɧɨ ɩɪɨɰɟɞɭɪ ȾɊɍ - ɍɅɎ 
ɞɨɥɠɟɧ ɛɵɬɶ ɢɡɜɟɳɟɧ ɧɟ ɬɨɥɶɤɨ ɨ ɩɪɨɰɟɞɭɪɚɯ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɧɨ ɢ ɢɧɵɯ ɩɪɨɰɟɞɭɪɚɯ, ɢɦɟɸɳɢɯ 
ɨɬɧɨɲɟɧɢɟ ɤ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ   

(ɧɚɩɪ., ɩɪɨɜɟɞɟɧɢɹ ɩɪɨɝɪɚɦɦ ɩɨɞɞɟɪɠɤɢ 
ɩɚɰɢɟɧɬɨɜ, ɦɚɪɤɟɬɢɧɝɨɜɵɯ ɢɫɫɥɟɞɨɜɚɧɢɣ, ɪɚɛɨɬɚ ɫ 
ɠɚɥɨɛɚɦɢ ɤɨ ɤɚɱɟɫɬɜɭ, ɢ ɬ.ɞ.) 

2.15.7.(52) ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɩɨɥɭɱɚɟɬ ɢɧɮɨɪɦɚɰɢɸ ɨɬ ɪɭɤɨɜɨɞɹɳɟɝɨ ɩɟɪɫɨɧɚɥɚ ɨ 
ɪɟɡɭɥɶɬɚɬɚɯ ɩɨɫɬɨɹɧɧɵɯ ɨɛɡɨɪɨɜ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɢ 
ɩɪɟɞɩɪɢɧɹɬɵɯ ɦɟɪɚɯ, ɞɚɧɧɵɟ ɨ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɬɪɟɛɨɜɚɧɢɹɦ, ɩɥɚɧɢɪɭɟɦɵɦ ɚɭɞɢɬɚɦ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɦɟɟɬ ɩɨɥɧɨɦɨɱɢɹ ɢɧɢɰɢɢɪɨɜɚɬɶ 
ɚɭɞɢɬ ɜ ɫɥɭɱɚɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ. Ɋɭɤɨɜɨɞɹɳɢɣ 
ɩɟɪɫɨɧɚɥ ɩɪɟɞɨɫɬɚɜɥɹɟɬ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ ɥɢɰɭ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɤɨɩɢɸ ɩɥɚɧɚ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɢ 
ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨɫɥɟ ɤɚɠɞɨɝɨ 
ɚɭɞɢɬɚ, ɢɦɟɸɳɟɝɨ ɡɧɚɱɟɧɢɟ ɞɥɹ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɱɬɨɛɵ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɦɨɝɥɨ ɭɛɟɞɢɬɶɫɹ ɜ ɩɪɢɧɹɬɢɢ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɦɟɪɨɩɪɢɹɬɢɣ. 

ɂɫɯɨɞɧɚɹ ɮɨɪɦɭɥɢɪɨɜɤɚ ɦɨɠɟɬ ɬɪɚɤɬɨɜɚɬɶɫɹ 
ɤɚɤ ɤɚɫɚɸɳɚɹɫɹ ɥɸɛɨɝɨ ɚɭɞɢɬɚ (ɩɨ ɤɚɱɟɫɬɜɭ, 
ɮɢɧɚɧɫɨɜɨɝɨ ɢ ɬ.ɩ.), ɜ ɬɨ ɜɪɟɦɹ ɤɚɤ ɪɟɱɶ ɢɞɟɬ 
ɬɨɥɶɤɨ ɨɛ ɢɦɟɸɳɢɯ ɨɬɧɨɲɟɧɢɟ ɤ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module I: 

The managerial staff should also inform the QPPV of 
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scheduled pharmacovigilance audits. The QPPV should 

be able to trigger an audit where appropriate. The 

managerial staff should provide the QPPV with a copy 

of the corrective and preventive action plan following 

each audit relevant to the pharmacovigilance system 

the QPPV is responsible for, so that the QPPV can 

assure that appropriate corrective actions are 

implemented. 

2.17.2 (59) ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, 
ɧɚɡɧɚɱɟɧɧɨɟ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ, ɞɨɥɠɧɨ ɢɦɟɬɶ ɤɜɚɥɢɮɢɤɚɰɢɸ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɭɧɤɬɨɦ 2.16 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɢ 
ɛɵɬɶ ɜ ɩɨɫɬɨɹɧɧɨɦ ɪɚɫɩɨɪɹɠɟɧɢɢ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ. ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ 
ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ ɩɪɨɠɢɜɚɬɶ ɢ 
ɪɚɛɨɬɚɬɶ ɜ ɨɞɧɨɦ ɢɡ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. Ⱦɟɪɠɚɬɟɥɟɦ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɞɨɥɠɧɨ ɛɵɬɶ 
ɨɛɟɫɩɟɱɟɧɨ ɧɚɥɢɱɢɟ ɪɟɡɟɪɜɧɨɝɨ ɫɨɝɥɚɲɟɧɢɹ ɧɚ 
ɫɥɭɱɚɣ ɜɪɟɦɟɧɧɨɝɨ ɨɬɫɭɬɫɬɜɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ 
ɥɢɰɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɫ ɨɩɪɟɞɟɥɟɧɢɟɦ ɥɢɰɚ, 
ɜɵɩɨɥɧɹɸɳɟɝɨ ɨɛɹɡɚɧɧɨɫɬɢ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɩɪɢ ɟɝɨ ɨɬɫɭɬɫɬɜɢɢ.  

 ɍɱɬɟɧɨ. 

 Ⱦɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɞɨɥɠɧɚ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧɚ ɜɨɡɦɨɠɧɨɫɬɶ ɜɵɩɨɥɧɟɧɢɹ 
ɥɢɰɨɦ, ɡɚɦɟɳɚɸɳɢɦ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɚ 
ɬɚɤɠɟ ɞɨɫɬɭɩɧɨɫɬɶ ɞɚɧɧɨɝɨ ɥɢɰɚ ɩɪɢ 
ɢɫɩɨɥɶɡɨɜɚɧɢɢ ɤɨɧɬɚɤɬɧɵɯ ɞɚɧɧɵɯ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɩɪɢ 
ɧɟɞɨɫɬɭɩɧɨɫɬɢ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ  

Ⱦɥɹ ɥɢɰɚ, ɡɚɦɟɳɚɸɳɟɝɨ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ, 
ɞɨɫɬɚɬɨɱɧɨ ɛɵɬɶ ɜ ɩɨɫɬɨɹɧɧɨɦ ɞɨɫɬɭɩɟ, ɧɨ ɢɦɟɬɶ 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɚɹ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɩɨɡɜɨɥɹɟɬ 
ɦɢɧɢɦɢɡɢɪɨɜɚɬɶ ɫɛɨɢ ɜ 
ɩɟɪɟɞɚɱɟ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɬɪɟɛɨɜɚɧɢɹɦ ɤ 
ɞɨɫɬɭɩɧɨɫɬɢ ɡɚɦɟɳɚɸɳɟɝɨ 
ɍɅɎ ɥɢɰɚ: 
BКМФ-Юp proМОНЮrОs ТЧ ЭСО МКsО 
oП КЛsОЧМО oП ЭСО QPPV 
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ɫɨɛɫɬɜɟɧɧɵɟ ɤɨɧɬɚɤɬɧɵɟ ɞɚɧɧɵɟ. Ʉɨɧɬɚɤɬɧɵɟ 
ɞɚɧɧɵɟ ɡɚɦɟɫɬɢɬɟɥɟɣ ɜɤɥɸɱɟɧɵ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ ɩɪɟɞɨɫɬɚɜɥɹɸɬɫɹ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɚɦ. 

ɂɫɩɨɥɶɡɨɜɚɧɢɟ ɨɞɧɢɯ ɢ ɬɟɯ ɠɟ ɤɨɧɬɚɤɬɧɵɯ 
ɞɚɧɧɵɯ ɞɥɹ ɍɅɎ ɢ ɟɝɨ ɡɚɦɟɫɬɢɬɟɥɹ (ɬɟɥɟɮɨɧ, ɚɞɪɟɫ 
ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ) ɫɨɡɞɚɸɬ ɨɩɪɟɞɟɥɟɧɧɵɟ 
ɥɨɝɢɫɬɢɱɟɫɤɢɟ ɬɪɭɞɧɨɫɬɢ, ɚ ɬɚɤɠɟ ɩɪɨɬɢɜɨɪɟɱɚɬ 
ɬɪɟɛɨɜɚɧɢɹɦ ɫɨɛɥɸɞɟɧɢɹ ɤɨɧɮɢɞɟɧɰɢɚɥɶɧɨɫɬɢ 
ɩɟɪɫɨɧɚɥɶɧɵɯ ɞɚɧɧɵɯ. ɉɪɟɞɥɚɝɚɟɬɫɹ ɨɛɹɡɚɬɶ ȾɊɍ 
ɨɛɟɫɩɟɱɢɬɶ ɞɨɫɬɭɩɧɨɫɬɶ ɡɚɦɟɫɬɢɬɟɥɹ ɍɅɎ ɜ 
ɩɟɪɢɨɞ ɨɬɫɭɬɫɬɜɢɹ ɍɅɎ, ɥɸɛɵɦ ɞɨɫɬɭɩɧɵɦɢ 
ɫɪɟɞɫɬɜɚɦɢ, ɛɟɡ ɬɪɟɛɨɜɚɧɢɹ ɢɫɩɨɥɶɡɨɜɚɬɶ 
ɤɨɧɬɚɤɬɧɵɟ ɞɚɧɧɵɟ ɍɅɎ. ȼ ɱɚɫɬɧɨɫɬɢ, ȾɊɍ 
ɦɨɠɟɬ ɩɪɟɞɨɫɬɚɜɥɹɬɶ ɤɨɧɬɚɤɬɧɵɟ ɞɚɧɧɵɟ 
ɡɚɦɟɫɬɢɬɟɥɹ ɍɅɎ ɩɭɬɟɦ ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ (ɜ ɬɨɦ 
ɱɢɫɥɟ ɚɜɬɨɦɚɬɢɱɟɫɤɨɝɨ), ɚ ɬɚɤɠɟ ɜɤɥɸɱɟɧɢɹ ɷɬɢɯ 
ɞɚɧɧɵɯ ɜ ɆɎɋɎ. 

КММОssТЛХО ЭСroЮРС ЭСО QPPV’s 
МoЧЭКМЭ НОЭКТХs. 

2.17.3. (61) ȼ ɨɬɧɨɲɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, ɧɚ 
ɤɨɬɨɪɵɟ ɪɚɫɩɪɨɫɬɪɚɧɹɟɬɫɹ ɫɢɫɬɟɦɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ, 
ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɦɟɟɬ 
ɫɥɟɞɭɸɳɢɟ ɨɛɹɡɚɧɧɨɫɬɢ: 

ɜɵɩɨɥɧɹɬɶ ɢɦɟɬɶ ɨɛɡɨɪ ɩɪɨɮɢɥɟɣ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɢ ɜɵɹɜɥɹɟɦɵɯ ɩɪɨɛɥɟɦ 
ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ; …… 

ɞɨɩɨɥɧɹɬɶ ɩɥɚɧɵ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɜɥɚɞɟɬɶ 
ɢɧɮɨɪɦɚɰɢɟɣ ɨ ɫɨɞɟɪɠɚɧɢɢ ɩɥɚɧɨɜ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɢ ɢɦɟɬɶ ɞɨɫɬɚɬɨɱɧɵɟ ɩɨɥɧɨɦɨɱɢɹ ɞɥɹ 
ɜɧɟɫɟɧɢɹ ɜ ɧɢɯ ɢɡɦɟɧɟɧɢɣ… 

ɨɛɟɫɩɟɱɢɜɚɬɶ ɜɵɩɨɥɧɟɧɢɟ ɮɭɧɤɰɢɣ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ ɩɪɟɞɫɬɚɜɥɹɬɶ ɩɪɟɞɨɫɬɚɜɥɟɧɢɟ 

ɜɫɟ ɞɨɤɭɦɟɧɬɵ ɜɫɟɯ ɞɨɤɭɦɟɧɬɨɜ, ɢɦɟɸɳɢɟ 

 ɍɱɬɟɧɨ. 
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ɢɦɟɸɳɢɯ ɨɬɧɨɲɟɧɢɟ ɤ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɫɨɝɥɚɫɧɨ 
ɬɪɟɛɨɜɚɧɢɹɦ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ, 
ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ 
ɩɪɚɜɨ ɋɨɸɡɚ… 

ɩɪɟɞɫɬɚɜɥɹɬɶ ɨɛɟɫɩɟɱɢɜɚɬɶ ɩɪɟɞɫɬɚɜɥɟɧɢɟ 
ɩɨɥɧɵɟ ɢ ɫɜɨɟɜɪɟɦɟɧɧɵɟ ɨɬɜɟɬɵ ɩɨɥɧɵɯ ɢ 
ɫɜɨɟɜɪɟɦɟɧɧɵɯ ɨɬɜɟɬɨɜ ɧɚ ɡɚɩɪɨɫɵ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ 
ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɨ ɩɪɟɞɫɬɚɜɥɟɧɢɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨɣ ɢɧɮɨɪɦɚɰɢɢ, ɧɟɨɛɯɨɞɢɦɨɣ ɞɥɹ 
ɨɰɟɧɤɢ ɩɨɥɶɡɵ ɢ ɪɢɫɤɚ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ;  

ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɧɟ ɨɛɹɡɚɧɨ ɫɚɦɨɥɢɱɧɨ 
ɜɵɩɨɥɧɹɬɶ, ɭɤɚɡɚɧɧɵɟ ɞɟɣɫɬɜɢɹ. Ɂɚɞɚɱɚ ɍɅɎ 
ɡɚɤɥɸɱɚɟɬ ɜ ɨɛɟɫɩɟɱɟɧɢɢ ɜɵɩɨɥɧɟɧɢɹ ɭɤɚɡɚɧɧɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɢ ɧɚɞɥɟɠɚɳɟɝɨ ɤɨɧɬɪɨɥɹ ɡɚ 
ɜɵɩɨɥɧɟɧɢɟɦ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module I: 

In relation to the medicinal products covered by the 

pharmacovigilance system, specific additional 

responsibilities of the QPPV should include: 

having an overview of medicinal product safety 

profiles and any emerging safety concerns; 

being aware of and having sufficient authority over 

the content of risk management plans; 

ensuring conduct of pharmacovigilance and 

submission of all pharmacovigilance-related documents 

in accordance with the legal requirements and GVP 

ensuring a full and prompt response to any request 

from the competent authorities in Members States and 

from the Agency for the provision of additional 

information necessary for the benefit-risk evaluation of a 

medicinal product 

2.17.4 (62) ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɨɫɭɳɟɫɬɜɥɹɟɬ ɤɨɧɬɪɨɥɶ ɮɭɧɤɰɢɨɧɢɪɨɜɚɧɢɹ ɜɫɟɯ 

 ɍɱɬɟɧɨ. 
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ɚɫɩɟɤɬɨɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜɤɥɸɱɚɹ ɟɟ 
ɫɢɫɬɟɦɭ ɤɚɱɟɫɬɜɚ (ɧɚɩɪɢɦɟɪ, ɫɬɚɧɞɚɪɬɧɵɟ 
ɨɩɟɪɚɰɢɨɧɧɵɟ ɩɪɨɰɟɞɭɪɵ, ɤɨɧɬɪɚɤɬɧɵɟ 
ɞɨɝɨɜɨɪɟɧɧɨɫɬɢ, ɨɩɟɪɚɰɢɢ ɩɨ ɛɚɡɟ ɞɚɧɧɵɯ, 
ɜɵɩɨɥɧɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ, 
ɫɨɛɥɸɞɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ ɤ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɞɚɧɧɵɯ ɜ 
ɱɚɫɬɢ ɩɨɥɧɨɬɵ ɢ ɫɜɨɟɜɪɟɦɟɧɧɨɫɬɢ, ɩɪɟɞɫɬɚɜɥɟɧɢɸ 
ɩɟɪɢɨɞɢɱɟɫɤɢɯ ɨɛɧɨɜɥɹɟɦɵɯ ɨɬɱɟɬɨɜ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɨɬɱɟɬɨɜ ɨɬɱɟɬɵ ɨɛ ɚɭɞɢɬɚɯ ɢ ɩɨ 
ɨɛɭɱɟɧɢɸ ɩɟɪɫɨɧɚɥɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ). 
ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ 
ɪɚɫɩɨɥɚɝɚɬɶ ɢɧɮɨɪɦɚɰɢɟɣ ɨ ɜɚɥɢɞɚɰɢɨɧɧɨɦ ɫɬɚɬɭɫɟ 
ɛɚɡɵ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɟ ɩɪɟɩɚɪɚɬɵ, ɜɤɥɸɱɚɹ ɜɫɟ ɜɵɹɜɥɟɧɧɵɟ 
ɜ ɯɨɞɟ ɜɚɥɢɞɚɰɢɢ ɧɟɞɨɱɟɬɵ ɢ ɩɪɟɞɩɪɢɧɹɬɵɟ 
ɤɨɪɪɟɤɬɢɪɭɸɳɢɟ ɞɟɣɫɬɜɢɹ. ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɬɚɤɠɟ ɞɨɥɠɧɨ ɪɚɫɩɨɥɚɝɚɬɶ 
ɢɧɮɨɪɦɚɰɢɟɣ ɨ ɜɫɟɯ ɫɭɳɟɫɬɜɟɧɧɵɯ ɢɡɦɟɧɟɧɢɹɯ, 
ɜɧɟɫɟɧɧɵɯ ɜ ɛɚɡɭ ɞɚɧɧɵɯ (ɧɚɩɪɢɦɟɪ, ɢɡɦɟɧɟɧɢɹ, 
ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɨɤɚɡɚɬɶ ɜɥɢɹɧɢɟ ɧɚ ɞɟɹɬɟɥɶɧɨɫɬɶ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ). 

Ɋɟɞɚɤɬɨɪɫɤɚɹ ɩɪɚɜɤɚ 

3.2.1(85) Ʉɪɚɬɤɚɹ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɨɥɠɧɚ ɜɤɥɸɱɚɬɶ ɫɥɟɞɭɸɳɢɟ ɷɥɟɦɟɧɬɵ: 

ɩɢɫɶɦɟɧɧɨɟ ɩɨɞɬɜɟɪɠɞɟɧɢɟ ɞɟɪɠɚɬɟɥɟɦ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɮɚɤɬɚ ɧɚɥɢɱɢɹ ɜ 
ɟɝɨ ɪɚɫɩɨɪɹɠɟɧɢɢ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. ȿɫɥɢ ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ 
ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɧɟ ɧɚɯɨɞɢɬɫɹ ɧɚ 
ɬɟɪɪɢɬɨɪɢɢ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ, ɬɚɤɠɟ ɧɟɨɛɯɨɞɢɦɨ 
ɩɨɞɬɜɟɪɠɞɟɧɢɟ ɨ ɧɚɥɢɱɢɢ ɤɨɧɬɚɤɬɧɨɝɨ ɥɢɰɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɧɚ ɬɟɪɪɢɬɨɪɢɢ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ 

 ɍɱɬɟɧɨ, ɫ ɢɫɤɥɸɱɟɧɢɟɦ 
ɩɪɟɞɥɨɠɟɧɢɹ (ɩɨɫɤɨɥɶɤɭ 
ɬɪɟɛɨɜɚɧɢɟ ɨ ɞɚɧɧɵɯ ɩɨ 
ɤɨɧɬɚɤɬɧɨɦɭ ɥɢɰɭ 
ɩɪɟɞɫɬɚɜɥɟɧɵ ɧɢɠɟ) 
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(ɟɫɥɢ ɩɪɢɦɟɧɢɦɨ); 
ɭɤɚɡɚɧɢɟ ɝɨɫɭɞɚɪɫɬɜɚ, ɜ ɤɨɬɨɪɨɦ ɩɪɨɠɢɜɚɟɬ ɢ 

ɜɵɩɨɥɧɹɟɬ ɫɜɨɢ ɮɭɧɤɰɢɢ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ; 

ɤɨɧɬɚɤɬɧɵɟ ɞɚɧɧɵɟ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɢ 
ɤɨɧɬɚɤɬɧɨɝɨ ɥɢɰɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ (ɟɫɥɢ 
ɩɪɢɦɟɧɢɦɨ); 

ɡɚɹɜɥɟɧɢɟ (ɞɟɤɥɚɪɚɰɢɹ), ɩɨɞɩɢɫɚɧɧɨɟ ɞɟɪɠɚɬɟɥɟɦ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɨ ɬɨɦ, ɱɬɨ ɨɧ 
ɨɛɹɡɭɟɬɫɹ ɜɵɩɨɥɧɹɬɶ ɡɚɞɚɱɢ ɢ ɨɛɹɡɚɧɧɨɫɬɢ, 
ɨɩɪɟɞɟɥɹɟɦɵɟ ɧɚɫɬɨɹɳɢɦɢ ɉɪɚɜɢɥɚɦɢ; 

ɭɤɚɡɚɧɢɟ ɦɟɫɬɨɧɚɯɨɠɞɟɧɢɹ (ɚɞɪɟɫ) ɦɚɫɬɟɪ-ɮɚɣɥɚ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 

ɍɬɨɱɧɟɧɢɟ – ɧɚɥɢɱɢɟ ɤɨɧɬɚɤɬɧɨɝɨ ɥɢɰɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɨɩɪɟɞɟɥɹɟɬɫɹ ɧɚɥɢɱɢɟɦ ɢɥɢ 
ɨɬɫɭɬɫɬɜɢɟɦ ɍɅɎ ɜ ɬɨɣ ɠɟ ɫɬɪɚɧɟ, ɚ ɧɟ ɦɟɫɬɨɦ 
ɪɚɫɩɨɥɨɠɟɧɢɹ ȾɊɍ 

3.2.2, 1ɟ ɩɪɟɞɥɨɠɟɧɢɟ (86) 
 

Ɇɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɟɧ 
ɧɚɯɨɞɢɬɶɫɹ ɧɚ ɬɟɪɪɢɬɨɪɢɢ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚɨɜ, 

ɥɢɛɨ ɜ ɦɟɫɬɟ ɜɵɩɨɥɧɟɧɢɹ ɨɫɧɨɜɧɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɥɢɛɨ ɜ ɦɟɫɬɟ, ɜ ɤɨɬɨɪɨɦ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɨɫɭɳɟɫɬɜɥɹɟɬ ɫɜɨɸ ɞɟɹɬɟɥɶɧɨɫɬɶ, ɧɟɡɚɜɢɫɢɦɨ ɨɬ 
ɮɨɪɦɚɬɚ (ɛɭɦɚɠɧɵɣ ɢɥɢ ɷɥɟɤɬɪɨɧɧɵɣ). 
ɍɬɨɱɧɹɸɳɢɟ ɞɨɩɨɥɧɟɧɢɹ 

 ɍɱɬɟɧɨ. 

3.2.2, 3ɟ ɩɪɟɞɥɨɠɟɧɢɟ (86) 
 

ɉɨɞ ɢɧɮɨɪɦɚɰɢɟɣ ɨ Ɍɪɟɛɭɟɦɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ 

ɪɚɫɩɨɥɨɠɟɧɢɢ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɩɨɧɢɦɚɟɬɫɹ ɜɤɥɸɱɚɟɬ ɜ 
ɫɟɛɹ ɭɤɚɡɚɧɢɟ ɧɚ ɦɟɫɬɨɧɚɯɨɠɞɟɧɢɟ ɮɚɤɬɢɱɟɫɤɨɝɨ 
ɚɞɪɟɫɚ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɢɥɢ ɬɪɟɬɶɟɣ ɫɬɨɪɨɧɵ ɩɨ ɫɨɝɥɚɲɟɧɢɸ, ɩɨ ɤɨɬɨɪɨɦɭ 
ɪɚɫɩɨɥɨɠɟɧ ɦɚɫɬɟɪ-ɮɚɣɥ. 

Ʉɨɪɪɟɤɬɢɪɨɜɤɚ ɫɦɵɫɥɚ ɜɨ ɢɡɛɟɠɚɧɢɟ 

 Ɉɬɤɥɨɧɟɧɨ. ɍɫɬɪɚɧɹɟɬɫɹ 
ɧɨɪɦɚ ɨ ɬɨɦ, ɱɬɨ ɞɚɧɧɚɹ 
ɢɧɮɨɪɦɚɰɢɹ ɹɜɥɹɟɬɫɹ 
ɨɛɹɡɚɬɟɥɶɧɨɣ. 
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ɧɟɨɞɧɨɡɧɚɱɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ ɢɫɯɨɞɧɨɣ ɮɨɪɦɭɥɢɪɨɜɤɢ 
«ɜɤɥɸɱɚɟɬ ɭɤɚɡɚɧɢɟ ɧɚ ɦɟɫɬɨɧɚɯɨɠɞɟɧɢɟ ȾɊɍ», 
ɬ.ɤ. ɧɟ ɷɬɨ ɩɨɞɪɚɡɭɦɟɜɚɟɬɫɹ. 

3.2.3.1 

3ɣ ɚɛɡɚɰ (87) 
 

ɞɨɛɚɜɥɟɧɢɟ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɢ (ɢɥɢ) 
ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ (ɧɚɩɪɢɦɟɪ, ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ 
ɩɪɨɜɟɞɟɧɢɹ ɚɭɞɢɬɨɜ ɢ ɢɧɫɩɟɤɰɢɣ); ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ 
ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ ɢɦɟɬɶ ɞɨɫɬɭɩ ɤ 
ɢɧɮɨɪɦɚɰɢɢ ɨɛ ɨɬɤɥɨɧɟɧɢɹɯ ɨɬ ɩɪɨɰɟɫɫɨɜ, 
ɜɵɹɜɥɟɧɧɵɯ ɜ ɫɢɫɬɟɦɟ ɭɩɪɚɜɥɟɧɢɹ ɤɚɱɟɫɬɜɨɦ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ Ɉɛ ɬɚɤɢɯ ɨɬɤɥɨɧɟɧɢɹɯ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɧɟ ɭɜɟɞɨɦɥɹɟɬɫɹ, ɧɨ ɢɦɟɟɬ ɤ 
ɧɢɦ ɞɨɫɬɭɩ ɩɪɢ ɧɟɨɛɯɨɞɢɦɨɫɬɢ. 

EU GVP Module 1, I.C.1.1. The managerial staff 

should provide the QPPV with a copy of the corrective 

and preventive action plan following each audit relevant 

to the pharmacovigilance system the QPPV is 

responsible for, so that the QPPV can assure that 

appropriate corrective actions are implemented. 

 ɍɱɬɟɧɨ. TСО КННТtТon oП 
МorrОМtТvО КnН/or prОvОntКtТvО 
КМtТons to tСО PSMF (О.Р. 
ПoХХoаТnР КuНТts КnН 

ТnspОМtТons). TСО QPPV sСouХН 
КХso ЛО КЛХО to КММОss 
ТnПormКtТon КЛout НОvТКtТons 
Пrom tСО 

proМОssОs НОПТnОН Тn tСО quКХТtв 
mКnКРОmОnt sвstОm Пor 
pСКrmКМovТРТХКnМО; 

3.2.3.2(88) ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ 
ɜ ɩɢɫɶɦɟɧɧɨɦ ɜɢɞɟ ɩɨɞɬɜɟɪɞɢɬɶ ɩɨɥɭɱɟɧɢɟ 
ɨɛɹɡɚɧɧɨɫɬɟɣ ɟrɨ ɭɜɟɞɨɦɥɟɧɢɟ ɜ ɨɬɧɨɲɟɧɢɢ 
ɢɡɦɟɧɟɧɢɣ ɩɨ ɩɟɪɟɞɚɱɟ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ ɫɢɫɬɟɦɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ ɥɢɰɭ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 

ȼɚɠɧɨ, ɱɬɨ ɢɦɟɧɧɨ ɩɪɢɧɢɦɚɸɳɚɹ ɫɬɨɪɨɧɚ 
ɞɨɥɠɧɚ ɪɚɫɩɢɫɚɬɶɫɹ ɜ ɩɪɢɧɹɬɢɢ ɨɬɜɟɬɫɬɜɟɧɧɨɫɬɢ 
ɩɨ ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

 ɍɱɬɟɧɨ. 

3.3, 1ɣ ɚɛɡɚɰ (89) ȼ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɧɚ 
ɛɵɬɶ ɨɩɢɫɚɧɚ ɫɢɫɬɟɦɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 1 ɢɥɢ ɛɨɥɟɟ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ. Ʉ ɪɚɡɧɵɦ 

 ɍɱɬɟɧɨ. 
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ɤɚɬɟɝɨɪɢɹɦ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɦɨɠɟɬ ɩɪɢɦɟɧɹɬɶ 
ɪɚɡɧɵɟ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. Ʉɚɠɞɚɹ ɬɚɤɚɹ 
ɫɢɫɬɟɦɚ ɞɨɥɠɧɚ ɛɵɬɶ ɨɩɢɫɚɧɚ ɜ ɨɬɞɟɥɶɧɨɦ ɦɚɫɬɟɪ-

ɮɚɣɥɟ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. Ɇɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɟɧ ɜ ɰɟɥɨɦ Эɬɢ 
ɦɚɫɬɟɪ-ɮɚɣɥɵ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɫɨɜɦɟɫɬɧɨ ɞɨɥɠɧɵ ɨɯɜɚɬɵɜɚɬɶ ɜɫɟ ɥɟɤɚɪɫɬɜɟɧɧɵɟ 
ɩɪɟɩɚɪɚɬɵ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ, ɧɚ ɤɨɬɨɪɵɟ ɜɵɞɚɧɨ ɭɞɨɫɬɨɜɟɪɟɧɢɟ ɨ 
ɝɨɫɭɞɚɪɫɬɜɟɧɧɨɣ ɪɟɝɢɫɬɪɚɰɢɢ. 

ɂɫɩɪɚɜɥɟɧɨ 4-ɟ ɩɪɟɞɥɨɠɟɧɢɟ, ɱɬɨɛɵ ɧɟ 
ɩɪɨɬɢɜɨɪɟɱɢɥɨ ɩɟɪɜɨɦɭ ɢ ɫɨɨɬɜɟɬɫɬɜɨɜɚɥɚ 
ɤɨɧɬɟɤɫɬɭ: ȾɊɍ ɦɨɠɟɬ ɢɦɟɬɶ ɧɟɫɤɨɥɶɤɨ ɦɚɫɬɟɪ-

ɮɚɣɥɨɜ, ɧɨ ɜɫɟ ɨɧɢ ɞɨɥɠɧɵ ɨɯɜɚɬɵɜɚɬɶ ɜɫɟ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɟ ɩɪɟɩɚɪɚɬɵ. 

3.3, 2ɣ ɚɛɡɚɰ ȼ ɫɥɭɱɚɟ ɟɫɥɢ ɭ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɮɭɧɤɰɢɨɧɢɪɭɟɬ ɛɨɥɟɟ ɱɟɦ 1 ɫɢɫɬɟɦɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɧɚɩɪɢɦɟɪ, ɫɩɟɰɢɮɢɱɟɫɤɢɟ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɥɹ ɨɩɪɟɞɟɥɟɧɧɵɯ ɜɢɞɨɜ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ (ɜɚɤɰɢɧɵ, ɫɚɧɢɬɚɪɧɨ-

ɝɢɝɢɟɧɢɱɟɫɤɚɹ ɩɪɨɞɭɤɰɢɹ ɢ ɬ. ɞ.) ɢɥɢ ɫɢɫɬɟɦɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɨɯɜɚɬɵɜɚɟɬ ɥɟɤɚɪɫɬɜɟɧɧɵɟ 
ɩɪɟɩɚɪɚɬɵ ɛɨɥɟɟ 1 ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ, ɫɨɫɬɚɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ 

ɨɬɞɟɥɶɧɵɣ ɦɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɥɹ ɤɚɠɞɨɣ ɫɢɫɬɟɦɵ.  

ȼ ɞɚɧɧɨɦ ɚɛɡɚɰɟ ɧɟ ɢɞɟɬ ɪɟɱɶ ɨ ɩɪɟɞɫɬɚɜɥɟɧɢɢ 
ɦɚɫɬɟɪ-ɮɚɣɥɚ, ɚ ɨ ɬɨɦ, ɱɬɨ ɨɧ ɞɨɥɠɟɧ 
ɫɭɳɟɫɬɜɨɜɚɬɶ. Ɍɚɤɠɟ ɬɟɤɫɬ ɜ ɨɬɧɨɲɟɧɢɢ 
ɨɬɞɟɥɶɧɵɯ ɦɚɫɬɟɪ-ɮɚɣɥɨɜ ɭɬɨɱɧɟɧ ɜɨ ɢɡɛɟɠɚɧɢɟ 
ɧɟɨɞɧɨɡɧɚɱɧɨɣ ɬɪɚɤɬɨɜɤɢ ɬɪɟɛɨɜɚɧɢɹ 

 ɍɱɬɟɧɨ. 
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3.4.1, 5ɣ ɚɛɡɚɰ (99) 
 

ɤɨɧɬɚɤɬɧɭɸ ɢɧɮɨɪɦɚɰɢɸ ɨɛ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦ 
ɥɢɰɟ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɤɨɬɨɪɚɹ ɞɨɥɠɧɚ ɜɤɥɸɱɚɬɶ ɜ 
ɫɟɛɹ ɮɚɦɢɥɢɸ, ɢɦɹ, ɨɬɱɟɫɬɜɨ (ɩɪɢ ɧɚɥɢɱɢɢ), ɞɚɧɧɵɟ 
ɨ ɦɟɫɬɟ ɪɚɛɨɬɵ: ɩɨɱɬɨɜɵɣ ɚɞɪɟɫ ɦɟɫɬɚ 
ɩɪɟɛɵɜɚɧɢɹ, ɧɨɦɟɪɚ ɬɟɥɟɮɨɧɨɜ, ɮɚɤɫɚ, ɚɞɪɟɫ 
ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ ɢ ɩɨɱɬɨɜɵɣ ɚɞɪɟɫ ɦɟɫɬɚ 
ɪɚɛɨɬɵ;  

Ʉɨɧɬɚɤɬɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɨɬɧɨɫɢɬɶɫɹ 
ɬɨɥɶɤɨ ɤ ɦɟɫɬɭ ɪɚɛɨɬɵ 

 ɍɱɬɟɧɨ (ɜ ɱɚɫɬɢ ɦɟɫɬɚ 
ɩɪɟɛɵɜɚɧɢɹ). 
Ɉɬɤɥɨɧɟɧɨ (ɜ ɱɚɫɬɢ ɦɟɫɬɚ 
ɪɚɛɨɬɵ). Ɋɚɧɟɟ ɛɵɥɚ ɜɜɟɞɟɧɚ 
ɧɨɪɦɚ ɨ ɜɨɡɦɨɠɧɨɫɬɢ 
ɷɤɫɬɟɪɪɢɬɨɪɢɚɥɶɧɨɝɨ ɩɨ 
ɨɬɧɨɲɟɧɢɸ ɤ ɞɟɪɠɚɬɟɥɸ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɪɚɫɩɨɥɨɠɟɧɢɹ 
ɍɅɎ. Ɍɪɟɛɨɜɚɧɢɟ ɩɨ 
ɭɤɚɡɚɧɢɸ ɚɞɪɟɫɚ ɦɟɫɬɚ 
ɪɚɛɨɬɵ ɍɅɎ ɹɜɥɹɟɬɫɹ 
ɨɛɹɡɚɬɟɥɶɧɵɦ 

3.4.2.2.2., 1ɟ ɩɪɟɞɥ.(100) ɂɧɮɨɪɦɚɰɢɹ ɜ ɪɚɡɞɟɥɟ ɞɨɥɠɧɚ ɤɪɚɬɤɨ ɫɨɞɟɪɠɚɬɶ 
ɩɨɞɬɜɟɪɠɞɟɧɢɟ ɨɩɢɫɵɜɚɬɶ ɜɡɚɢɦɨɫɜɹɡɢ ɫ ɞɪɭɝɢɦɢ 
ɨɪrɚɧɢɡɚɰɢɨɧɧɵɦɢ ɫɬɪɭɤɬɭɪɚɦɢ ɨɪɝɚɧɢɡɚɰɢɹɦɢ 
(ɧɚɩɪɢɦɟɪ, ɜ ɫɜɹɡɢ ɫ ɫɨɝɥɚɲɟɧɢɟɦ ɨ ɫɨɜɦɟɫɬɧɨɦ 
ɦɚɪɤɟɬɢɧɝɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɫɨɝɥɚɲɟɧɢɟɦ 
ɨ ɜɵɩɨɥɧɟɧɢɢ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɩɨɞɪɹɞɱɢɤɚɦɢ, ɚ ɬɚɤɠɟ ɢɧɵɦɢ ɤɨɦɦɟɪɱɟɫɤɢɦɢ 
ɫɨɝɥɚɲɟɧɢɹɦɢ). 

ȼ ɢɫɯɨɞɧɨɣ ɪɟɞɚɤɰɢɢ ɦɨɠɧɨ ɧɟɜɟɪɧɨ ɢɫɬɨɥɤɨɜɚɬɶ, 
ɱɬɨ ɧɟɨɛɯɨɞɢɦɨ ɩɪɟɞɫɬɚɜɥɹɬɶ ɩɟɪɟɱɢɫɥɟɧɧɵɟ 
ɫɨɝɥɚɲɟɧɢɹ, ɱɬɨɛɵ ɩɨɞɬɜɟɪɞɢɬɶ ɧɚɥɢɱɢɟ ɬɚɤɢɯ 
ɜɡɚɢɦɨɫɜɹɡɟɣ. Ɍɚɤɚɹ ɬɪɚɤɬɨɜɤɚ ɦɨɠɟɬ ɩɪɢɜɟɫɬɢ ɤ 
ɧɟɤɨɪɪɟɤɬɧɨɦɭ ɮɨɪɦɢɪɨɜɚɧɢɸ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɢ 
ɢɡɛɵɬɨɱɧɨɦɭ ɟɝɨ ɧɚɩɨɥɧɟɧɢɸ ɞɨɝɨɜɨɪɚɦɢ, ɱɬɨ 
ɫɭɳɟɫɬɜɟɧɧɨ ɡɚɬɪɭɞɧɢɬ ɜɵɩɨɥɧɟɧɢɟ ɡɚɞɚɱ, ɞɥɹ 
ɤɨɬɨɪɵɯ ɩɪɟɞɧɚɡɧɚɱɟɧ ɦɚɫɬɟɪ-ɮɚɣɥ. Ʉɪɨɦɟ ɬɨɝɨ, 
ɪɟɱɶ ɢɞɟɬ ɢɦɟɧɧɨ ɨ ɫɬɨɪɨɧɧɢɯ ɨɪɝɚɧɢɡɚɰɢɹɯ, ɚ ɧɟ 
ɨɪɝɚɧɢɡɚɰɢɨɧɧɵɯ ɫɬɪɭɤɬɭɪɚɯ ɨɞɧɨɣ ɢ ɬɨɣ ɠɟ 
ɨɪɝɚɧɢɡɚɰɢɢ. Ⱦɚɧɧɚɹ ɮɨɪɦɭɥɢɪɨɜɤɚ ɬɚɤɠɟ 
ɫɨɝɥɚɫɭɟɬɫɹ ɫ ɨɫɬɚɥɶɧɨɣ ɱɚɫɬɶɸ ɩɭɧɤɬɚ 3.4.2.2.2, 

 ɍɱɬɟɧɨ. 
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ɫɨɝɥɚɫɧɨ ɤɨɬɨɪɨɣ ɨɬɞɟɥɶɧɵɟ ɫɨɝɥɚɲɟɧɢɟ ɦɨɝɭɬ 
ɛɵɬɶ ɡɚɩɪɨɲɟɧɵ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ ɜɨ 
ɜɪɟɦɹ ɢɧɫɩɟɤɰɢɢ. 

EU GVP Module II, II.B.4.2 

Links with other organisations, such as co-marketing 

agreements and contracting of pharmacovigilance 

activities should be outlined 

3.4.3.1, 2ɟ ɩɪɟɞɥ.(103) ȼ ɨɩɢɫɚɧɢɟ ɞɨɥɠɧɵ ɛɵɬɶ ɜɤɥɸɱɟɧɵ ɦɟɫɬɚ 
ɧɚɯɨɠɞɟɧɢɹ ɨɬɞɟɥɨɜ ɦɟɞɢɰɢɧɫɤɨɣ ɢɧɮɨɪɦɚɰɢɢ, ɚ 
ɬɚɤɠɟ ɞɨɱɟɪɧɢɟ ɨɮɢɫɵ ɨɪɝɚɧɢɡɚɰɢɢ. 

ɍɬɨɱɧɟɧɢɟ, ɱɬɨ ɩɨɞɪɚɡɭɦɟɜɚɸɬɫɹ ɨɬɞɟɥɵ, ɚ ɧɟ 
ɞɨɤɭɦɟɧɬɵ 

 ɍɱɬɟɧɨ. 

3.4.4.1.(105) ȼ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɧɨ 
ɛɵɬɶ ɨɩɢɫɚɧɨ ɪɚɫɩɨɥɨɠɟɧɢɟ, ɮɭɧɤɰɢɨɧɚɥɶɧɵɟ 
ɜɨɡɦɨɠɧɨɫɬɢ ɢ ɷɤɫɩɥɭɚɬɚɰɢɨɧɧɚɹ ɨɬɜɟɬɫɬɜɟɧɧɨɫɬɶ ɡɚ 
ɤɨɦɩɶɸɬɟɪɢɡɢɪɨɜɚɧɧɵɟ ɫɢɫɬɟɦɵ ɢ ɛɚɡɵ ɞɚɧɧɵɯ, 
ɢɫɩɨɥɶɡɭɟɦɵɟ ɞɥɹ ɩɨɥɭɱɟɧɢɹ, ɜɟɪɢɮɢɤɚɰɢɢ, 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ 
ɨɰɟɧɤɢ ɟɟ/ ɢɯ ɫɨɨɬɜɟɬɫɬɜɢɹ ɩɨɫɬɚɜɥɟɧɧɵɦ ɡɚɞɚɱɚɦ. 

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɜɟɪɧɨɝɨ ɩɪɨɱɬɟɧɢɹ: ɨɰɟɧɢɜɚɟɬɫɹ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɤɨɦɩɶɸɬɟɪɧɵɯ ɫɢɫɬɟɦ ɢ ɛɚɡ ɞɚɧɧɵɯ, 
ɚ ɧɟ ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ. 

 ɍɱɬɟɧɨ. 

3.4.6, 6ɣ ɚɛɡɚɰ (112) 
 

ɚɧɚɥɢɡ ɦɟɬɨɞɨɜ, ɢɫɩɨɥɶɡɭɟɦɵɯ ɞɥɹ ɨɰɟɧɤɢ 

ɫɜɨɟɜɪɟɦɟɧɧɨɫɬɢ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɦɢ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ ɤɨɧɟɱɧɵɦɢ ɫɪɨɤɚɦɢ, 
ɜɤɥɸɱɚɹ ɨɩɢɫɚɧɢɟ ɧɟɨɛɯɨɞɢɦɵɯ ɢɡɦɟɧɟɧɢɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ ɛɵɥɢ ɜɵɹɜɥɟɧɵ, ɧɨ ɟɳɟ ɧɟ 
ɛɵɥɢ ɩɨɞɚɧɵ ɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ; 

ɚɧɚɥɢɡ ɦɟɬɨɞɨɜ, ɢɫɩɨɥɶɡɭɟɦɵɯ ɞɥɹ ɨɰɟɧɤɢ 
ɫɜɨɟɜɪɟɦɟɧɧɨɫɬɢ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɦɢ 

 ɍɱɬɟɧɨ. 
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ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ ɤɨɧɟɱɧɵɦɢ ɫɪɨɤɚɦɢ, 
ɜɤɥɸɱɚɹ ɦɟɬɨɞ ɤɨɧɬɪɨɥɹ ɜɧɟɫɟɧɢɹ ɧɟɨɛɯɨɞɢɦɵɯ 
ɢɡɦɟɧɟɧɢɣ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ ɛɵɥɢ 
ɜɵɹɜɥɟɧɵ, ɧɨ ɟɳɟ ɧɟ ɛɵɥɢ ɩɨɞɚɧɵ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ; 

ȼ ɢɫɯɨɞɧɨɣ ɪɟɞɚɤɰɢɢ ɪɟɱɶ ɢɞɟɬ ɨɛ ɨɩɢɫɚɧɢɢ 
ɢɡɦɟɧɟɧɢɣ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ ɛɵɥɢ 
ɜɵɹɜɥɟɧɵ. Ɉɞɧɚɤɨ ɞɚɧɧɵɣ ɪɚɡɞɟɥ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɧɟ 
ɩɪɟɞɧɚɡɧɚɱɟɧ ɞɥɹ ɢɧɮɨɪɦɚɰɢɢ, ɨɬɧɨɫɹɳɟɣɫɹ ɤ 
ɤɨɧɤɪɟɬɧɵɦ ɩɪɟɩɚɪɚɬɚɦ, ɢ ɩɨɞɪɚɡɭɦɟɜɚɟɬɫɹ ɦɟɬɨɞ 
ɢɥɢ ɩɪɨɰɟɫɫ ɤɨɧɬɪɨɥɹ/ɨɬɫɥɟɠɢɜɚɧɢɹ ɜɧɟɫɟɧɢɹ ɬɚɤɢɯ 
ɢɡɦɟɧɟɧɢɣ.  

3.4.7.3 (117) 

 

ɂɧɮɨɪɦɚɰɢɹ ɨɛ ɚɭɞɢɬɟ ɫɢɫɬɟɦɵ ɨɛɟɫɩɟɱɟɧɢɹ 
ɤɚɱɟɫɬɜɚ ɜ ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɧɚ ɛɵɬɶ 
ɜɤɥɸɱɟɧɚ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ȼ 
ɩɪɢɥɨɠɟɧɢɟ ɧɟɨɛɯɨɞɢɦɨ ɜɤɥɸɱɢɬɶ ɨɩɢɫɚɧɢɟ ɦɟɬɨɞɚ 
ɩɥɚɧɢɪɨɜɚɧɢɹ ɚɭɞɢɬɨɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɢ 
ɦɟɯɚɧɢɡɦɨɜ ɨɬɱɟɬɧɨɫɬɢ, ɚ ɬɚɤɠɟ ɬɟɤɭɳɢɣ ɩɟɪɟɱɟɧɶ 
ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɯ ɢ ɡɚɜɟɪɲɟɧɧɵɯ ɚɭɞɢɬɨɜ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜɤɥɸɱɚɟɦɵɣ ɜ ɩɪɢɥɨɠɟɧɢɟ ɤ 
ɦɚɫɬɟɪ- ɮɚɣɥɭ. Ⱦɚɧɧɵɣ ɩɟɪɟɱɟɧɶ ɞɨɥɠɟɧ ɫɨɞɟɪɠɚɬɶ 
ɞɚɬɵ ɩɪɨɜɟɞɟɧɢɹ ɚɭɞɢɬɨɜ ɢ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɨɬɱɟɬɨɜ 
ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ ɚɭɞɢɬɨɜ, ɨɛɥɚɫɬɶ ɨɰɟɧɤɢ ɢ ɫɨɫɬɨɹɧɢɟ 
ɜɵɩɨɥɧɟɧɢɹ ɚɭɞɢɬɨɜ ɩɪɨɜɚɣɞɟɪɨɜ ɭɫɥɭɝ, ɨɬɞɟɥɶɧɵɯ 
ɜɢɞɨɜ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɥɢ ɦɟɫɬ 
ɜɵɩɨɥɧɟɧɢɹ ɮɭɧɤɰɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɚ ɬɚɤɠɟ 
ɨɩɟɪɚɰɢɨɧɧɵɟ ɨɛɥɚɫɬɢ ɜɡɚɢɦɨɞɟɣɫɬɜɢɹ ɷɬɢɯ 
ɩɨɞɪɚɡɞɟɥɟɧɢɣ ɢɥɢ ɫɬɪɭɤɬɭɪ, ɢɦɟɸɳɢɟ ɨɬɧɨɲɟɧɢɟ 
ɤ ɜɵɩɨɥɧɟɧɢɸ ɨɛɹɡɚɬɟɥɶɫɬɜ. ɉɟɪɟɱɟɧɶ ɞɨɥɠɟɧ 
ɜɤɥɸɱɚɬɶ ɞɚɧɧɵɟ ɡɚ ɩɟɪɢɨɞ ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶɸ 5 
ɥɟɬ. 

ɂɫɯɨɞɧɚɹ ɪɟɞɚɤɰɢɹ ɜɵɯɨɞɢɬ ɡɚ ɪɚɦɤɢ ɤɨɧɬɟɤɫɬɚ 

 ɍɱɬɟɧɨ. 
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ɨɛ ɚɭɞɢɬɟ. Ɋɟɱɶ ɢɞɟɬ ɢɫɤɥɸɱɢɬɟɥɶɧɨ ɨ ɫɬɚɬɭɫɟ 
ɚɭɞɢɬɚ, ɤɚɫɚɸɳɟɦɫɹ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ 
ɩɪɨɜɟɞɟɧɧɨɝɨ ɜ ɨɬɧɨɲɟɧɢɢ: ɤɨɧɤɪɟɬɧɵɯ 
ɩɨɫɬɚɜɳɢɤɨɜ, ɤɨɧɤɪɟɬɧɵɯ ɩɪɨɰɟɫɫɨɜ/ɧɚɩɪɚɜɥɟɧɢɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɤɨɧɤɪɟɬɧɵɯ ɰɟɧɬɪɨɜ ɨɫɭɳɟɫɬɜɥɟɧɢɹ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. 

EU GVP II.B.4.7 

Information about quality assurance auditing of the 

pharmacovigilance system should be included in 

the PSMF. A description of the approach used to plan 

audits of the pharmacovigilance system and the 

reporting mechanism and timelines should be 

provided, with a current list of the scheduled and 

completed audits concerning the pharmacovigilance 

system maintained in the annex referred to 

II.B.4.8. This list should describe the date(s) (of 

conduct and of report), scope and completion status of 

audits of service providers, specific pharmacovigilance 

activities or sites undertaking pharmacovigilance and 

their operational interfaces relevant to the fulfilment of 

the obligations in the and cover a rolling 5 year period. 

3.4.8. ɉɪɢɥɨɠɟɧɢɟ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

ɉɪɢɥɨɠɟɧɢɟ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɧɨ ɫɨɞɟɪɠɚɬɶ ɫɥɟɞɭɸɳɢɟ 
ɞɨɤɭɦɟɧɬɵ:… 

      ɬɪɟɬɶɢ ɫɬɪɚɧɵ, ɜ ɤɨɬɨɪɵɯ ɩɪɟɩɚɪɚɬ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ ɢɥɢ ɩɪɢɫɭɬɫɬɜɭɟɬ ɧɚ ɪɵɧɤɟ (ɟɫɥɢ 
ɩɪɢɦɟɧɢɦɨ, ɜ ɫɥɭɱɚɟ ɩɪɢɦɟɧɟɧɢɹ ɞɚɧɧɨɝɨ ɦɚɫɬɟɪ-

ɮɚɣɥɚ ɜ ɬɪɟɬɶɢɯ ɫɬɪɚɧɚɯ) 
…ɩɟɪɟɱɟɧɶ ɧɚɯɨɞɹɳɢɯɫɹ ɜ ɜɟɞɟɧɢɢ ɞɟɪɠɚɬɟɥɹ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɞɪɭɝɢɯ ɦɚɫɬɟɪ-

ɮɚɣɥɨɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ (ɤɨɝɞɚ ɷɬɨ 

 Ɉɬɤɥɨɧɟɧɨ. Ɇɚɫɬɟɪ-ɮɚɣɥ 
ɞɨɥɠɟɧ ɨɩɢɫɵɜɚɬɶ ɫɢɫɬɟɦɭ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
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ɩɪɢɦɟɧɢɦɨ); 
ɩɟɪɟɱɟɧɶ ɢɧɵɯ ɦɚɫɬɟɪ-ɮɚɣɥɨɜ ɞɟɪɠɚɬɟɥɹ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ (ɟɫɥɢ 
ɩɪɢɦɟɧɢɦɨ).  

ɍɬɨɱɧɟɧɢɟ – ɜ ɫɥɭɱɚɟ, ɟɫɥɢ ɦɚɫɬɟɪ-ɮɚɣɥ 
ɩɪɢɦɟɧɹɟɬɫɹ ɬɨɥɶɤɨ ɧɚ ɬɟɪɪɢɬɨɪɢɢ ȿȺЭɋ, ɩɟɪɟɱɟɧɶ 
ɬɪɟɬɶɢɯ ɫɬɪɚɧ, ɜ ɤɨɬɨɪɵɯ ɩɪɟɩɚɪɚɬ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ, ɧɟ ɹɜɥɹɟɬɫɹ ɨɛɹɡɚɬɟɥɶɧɵɦ 

ɍɞɚɥɟɧɢɟ ɞɭɛɥɢɪɭɸɳɢɯ ɩɭɧɤɬɨɜ ɨ ɢɧɵɯ ɦɚɫɬɟɪ-

ɮɚɣɥɚɯ ȾɊɍ 

 

ɍɱɬɟɧɨ. 

3.6, 2 ɟ) (127) 
 

ɍɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɚɦ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 
ɞɨɥɠɟɧ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧ ɩɨɫɬɨɹɧɧɵɣ ɞɨɫɬɭɩ ɤ ɦɚɫɬɟɪ-

ɮɚɣɥɭ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɨ ɡɚɩɪɨɫɭ.  
ɇɟ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɜɨɡɦɨɠɧɵɦ ɢ ɰɟɥɟɫɨɨɛɪɚɡɧɵɦ 

ɨɛɟɫɩɟɱɢɜɚɬɶ ɩɨɫɬɨɹɧɧɵɣ ɞɨɫɬɭɩ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ 
ɨɪɝɚɧɨɜ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ; ɬɚɤɠɟ ɷɬɨ ɧɟ 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɤɨɧɰɟɩɰɢɢ: ɥɢɛɨ ɩɨɫɬɨɹɧɧɵɣ 
ɞɨɫɬɭɩ, ɥɢɛɨ ɩɨ ɡɚɩɪɨɫɭ. ɉɟɪɜɵɣ ɩɪɟɞɧɚɡɧɚɱɟɧ ɞɥɹ 
QPPV, ɜɬɨɪɨɣ – ɞɥɹ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ. 

EU GVP II.B.6 

The PSMF shall be continuously accessible to the 

QPPV and to the competent authorities on request 

 ɍɱɬɟɧɨ. 

 Ɋɚɡɞɟɥ 6. ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ.  
Ɉɩɪɟɞɟɥɟɧɢɹ ɜ ɪɚɡɞɟɥɟ 1 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɬɚɤɠɟ 

ɩɪɢɦɟɧɢɦɵ ɤ ɪɚɡɞɟɥɭ 6. Ɉɞɧɚɤɨ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ ɫɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ ɬɟɯ ɪɢɫɤɚɯ, 
ɤɨɬɨɪɵɟ ɫɜɹɡɚɧɵ ɫ ɞɟɹɬɟɥɶɧɨɫɬɶɸ ɩɨ ɭɩɪɚɜɥɟɧɢɸ 
ɪɢɫɤɚɦɢ ɞɥɹ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ.  

ɂɡ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɨɜ ɞɥɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
ɞɨɥɠɟɧ ɨɩɢɫɵɜɚɬɶ ɬɨɥɶɤɨ ɬɟ, ɤɨɬɨɪɵɟ ɩɪɟɞɫɬɚɜɥɹɸɬ 

 ɍɱɬɟɧɨ. ɋɦ. ɤɨɦɦɟɧɬɚɪɢɣ 
ɪɚɧɟɟ ɧɚ ɡɚɦɟɱɚɧɢɟ 
Ɋɨɫɡɞɪɚɜɧɚɞɡɨɪɚ ɢ ɬɟɤɫɬ ɜ 
ɩɩ. 224-226. 
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ɫɨɛɨɣ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɢɫɯɨɞɵ ɢ ɜ ɨɬɧɨɲɟɧɢɢ 
ɤɨɬɨɪɵɯ ɢɦɟɸɬɫɹ ɞɨɫɬɚɬɨɱɧɵɟ ɧɚɭɱɧɵɟ 
ɞɨɤɚɡɚɬɟɥɶɫɬɜɚ ɧɚɥɢɱɢɹ ɜɡɚɢɦɨɫɜɹɡɢ ɫ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɨɦ. ɋɨɨɛɳɟɧɢɹ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɦɨɝɭɬ ɩɨɫɬɭɩɚɬɶ ɢɡ 
ɦɧɨɠɟɫɬɜɟɧɧɵɯ ɢɫɬɨɱɧɢɤɨɜ, ɬɚɤɢɯ ɤɚɤ ɞɚɧɧɵɟ 
ɞɨɤɥɢɧɢɱɟɫɤɢɯ (ɧɟɤɥɢɧɢɱɟɫɤɢɯИ ɢɫɫɥɟɞɨɜɚɧɢɣ, 
ɩɨɞɬɜɟɪɠɞɟɧɧɵɟ ɤɥɢɧɢɱɟɫɤɢɦɢ ɞɚɧɧɵɦɢ, 
ɤɥɢɧɢɱɟɫɤɢɟ ɢɫɫɥɟɞɨɜɚɧɢɹ, ɷɩɢɞɟɦɢɨɥɨɝɢɱɟɫɤɢɟ 
ɢɫɫɥɟɞɨɜɚɧɢɹ ɢ ɢɫɬɨɱɧɢɤɢ ɫɩɨɧɬɚɧɧɵɯ ɫɨɨɛɳɟɧɢɣ, 
ɜɤɥɸɱɚɹ ɩɭɛɥɢɤɚɰɢɢ. Ɉɧɢ ɦɨɝɭɬ ɛɵɬɶ ɫɜɹɡɚɧɵ ɫ 
ɬɚɤɢɦɢ ɫɢɬɭɚɰɢɹɦɢ ɤɚɤ ɩɪɢɦɟɧɟɧɢɟ “ɜɧɟ 
ɢɧɫɬɪɭɤɰɢɢ”, ɨɲɢɛɤɢ ɩɪɢɦɟɧɟɧɢɹ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɥɟɤɚɪɫɬɜɟɧɧɵɟ ɜɡɚɢɦɨɞɟɣɫɬɜɢɹ. ɇɟ ɜɫɟ 
ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɪɟɚɤɰɢɢ ɜ ɨɛɹɡɚɬɟɥɶɧɨɦ ɩɨɪɹɞɤɟ 
ɪɚɫɰɟɧɢɜɚɸɬɫɹ ɤɚɤ ɪɢɫɤ ɩɪɢɦɟɧɟɧɢɹ ɩɪɟɩɚɪɚɬɚ ɜ 
ɤɨɧɤɪɟɬɧɨɦ ɤɥɢɧɢɱɟɫɤɨɦ ɤɨɧɬɟɤɫɬɟ.  

ɂɡ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ ɞɥɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ 
ɨɩɢɫɵɜɚɬɶ ɬɨɥɶɤɨ ɬɟ, ɤɨɬɨɪɵɟ ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ 
ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɢɫɯɨɞɵ ɢ ɜ ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɵɯ 
ɢɦɟɸɬɫɹ ɧɚɭɱɧɵɟ ɞɚɧɧɵɟ, ɩɨɡɜɨɥɹɸɳɢɟ ɩɨɞɨɡɪɟɜɚɬɶ 
ɜɨɡɦɨɠɧɨɫɬɶ ɧɚɥɢɱɢɹ ɜɡɚɢɦɨɫɜɹɡɢ ɫ ɥɟɤɚɪɫɬɜɟɧɧɵɦ 
ɩɪɟɩɚɪɚɬɨɦ, ɧɨ ɜ ɧɚɫɬɨɹɳɟɟ ɜɪɟɦɹ ɧɟɞɨɫɬɚɬɨɱɧɨ 
ɞɨɤɚɡɚɬɟɥɶɫɬɜ, ɱɬɨɛɵ ɫɞɟɥɚɬɶ ɡɚɤɥɸɱɟɧɢɟ ɨ 
ɩɪɢɱɢɧɧɨ-ɫɥɟɞɫɬɜɟɧɧɨɣ ɜɡɚɢɦɨɫɜɹɡɢ. 

ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ 
ɫɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ 
ɪɢɫɤɚɯ, ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɨɤɚɡɵɜɚɬɶ ɜɥɢɹɧɢɟ ɧɚ 
ɫɨɨɬɧɨɲɟɧɢɟ ɪɢɫɤ-ɩɨɥɶɡɚ ɩɪɟɩɚɪɚɬɚ.  

ȼɚɠɧɵɣ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ 
ɜɤɥɸɱɚɟɬɫɹ ɜ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ, ɤɚɤ 
ɩɪɚɜɢɥɨ, ɹɜɥɹɬɶɫɹ ɨɫɧɨɜɚɧɢɟɦ: 
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- ɞɥɹ ɞɚɥɶɧɟɣɲɟɣ ɨɰɟɧɤɢ ɜ ɪɚɦɤɚɯ ɩɥɚɧɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ (ɧɚɩɪɢɦɟɪ, ɢɡɭɱɚɬɶ ɱɚɫɬɨɬɭ, ɫɬɟɩɟɧɶ 
ɬɹɠɟɫɬɢ, ɫɟɪɶɟɡɧɨɫɬɶ ɢ ɢɫɯɨɞ ɪɢɫɤɚ ɩɪɢ ɨɛɵɱɧɵɯ 
ɭɫɥɨɜɢɹɯ ɩɪɢɦɟɧɟɧɢɹ, ɤɚɤɢɟ ɩɨɩɭɥɹɰɢɢ ɨɫɨɛɟɧɧɨ 
ɩɨɞɜɟɪɝɚɸɬɫɹ ɪɢɫɤɭ); 

- ɞɥɹ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ: ɈɏɅɉ 
ɪɟɤɨɦɟɧɞɭɟɬ ɫɩɟɰɢɚɥɶɧɵɟ ɤɥɢɧɢɱɟɫɤɢɟ ɦɟɪɨɩɪɢɹɬɢɹ 
ɫ ɰɟɥɶɸ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ ɢɥɢ ɜɜɟɞɟɧɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ.  

ȼɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ ɜɤɥɸɱɚɟɬɫɹ 
ɜ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɷɬɨ ɬɚɤɨɣ ɜɚɠɧɵɣ 
ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ ɩɨɫɥɟ ɬɨɝɨ, ɤɚɤ 
ɨɯɚɪɚɤɬɟɪɢɡɨɜɚɧ ɢ ɟɫɥɢ ɩɨɞɬɜɟɪɠɞɟɧ, ɬɨ ɢɦɟɥ ɛɵ 
ɜɥɢɹɧɢɟ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ ɪɢɫɤ-ɩɨɥɶɡɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ.  

ȿɫɥɢ ɟɫɬɶ ɧɚɭɱɧɨɟ ɨɛɨɫɧɨɜɚɧɢɟ ɬɨɝɨ, ɱɬɨ 
ɧɟɛɥɚɝɨɩɪɢɹɬɧɵɣ ɤɥɢɧɢɱɟɫɤɢɣ ɢɫɯɨɞ ɦɨɝ ɛɵɬɶ 
ɫɜɹɡɚɧ ɫ ɩɪɢɦɟɧɟɧɢɟɦ ɩɪɟɩɚɪɚɬɚ «ɜɧɟ ɢɧɫɬɪɭɤɰɢɢ», 
ɩɪɢɦɟɧɟɧɢɟɦ ɭ ɧɟɢɡɭɱɟɧɧɵɯ ɩɨɩɭɥɹɰɢɣ ɢɥɢ 
ɞɥɢɬɟɥɶɧɵɦ ɩɪɢɦɟɧɟɧɢɟɦ ɩɪɟɩɚɪɚɬɚ, 
ɧɟɠɟɥɚɬɟɥɶɧɭɸ ɪɟɚɤɰɢɸ ɫɥɟɞɭɟɬ ɪɚɫɫɦɚɬɪɢɜɚɬɶ ɤɚɤ 
ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ ɢ, ɟɫɥɢ ɨɧ ɪɚɫɰɟɧɢɜɚɟɬɫɹ ɤɚɤ 
ɜɚɠɧɵɣ, ɬɨ ɞɨɥɠɟɧ ɛɵɬɶ ɜɤɥɸɱɟɧ ɜ ɫɩɢɫɨɤ ɩɪɨɛɥɟɦ 
ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɤɚɤ ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ.  

ȼɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ ɜɤɥɸɱɚɟɬɫɹ 
ɜ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɤɚɤ ɩɪɚɜɢɥɨ, ɬɪɟɛɭɟɬ 
ɞɚɥɶɧɟɣɲɟɣ ɨɰɟɧɤɢ ɜ ɪɚɦɤɚɯ ɩɥɚɧɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 

ȼɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ, ɨɬɧɨɫɹɳɚɹɫɹ 
ɤ ɩɥɚɧɢɪɨɜɚɧɢɸ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɩɪɟɞɫɬɚɜɥɹɟɬ 
ɫɨɛɨɣ ɩɪɨɛɟɥɵ ɜ ɡɧɚɧɢɹɯ ɨɛ ɚɫɩɟɤɬɚɯ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɪɢ ɨɩɪɟɞɟɥɟɧɧɨɦ 
ɩɪɨɝɧɨɡɢɪɭɟɦɨɦ ɩɪɢɦɟɧɟɧɢɢ (ɧɚɩɪɢɦɟɪ, ɩɪɢ 
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ɞɥɢɬɟɥɶɧɨɦ ɩɪɢɦɟɧɟɧɢɢ) ɢɥɢ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɭ 
ɨɩɪɟɞɟɥɟɧɧɵɯ ɩɨɩɭɥɹɰɢɣ ɩɚɰɢɟɧɬɨɜ, ɩɨ ɤɨɬɨɪɵɦ 
ɧɟɞɨɫɬɚɬɨɱɧɨ ɡɧɚɧɢɣ, ɱɬɨɛɵ ɨɩɪɟɞɟɥɢɬɶ ɨɬɥɢɱɚɟɬɫɹ 
ɥɢ ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ ɷɬɢɯ ɩɨɩɭɥɹɰɢɹɯ ɨɬ ɭɠɟ 
ɭɫɬɚɧɨɜɥɟɧɧɨɝɨ. Ɉɬɫɭɬɫɬɜɢɟ ɞɚɧɧɵɯ ɤɚɤ ɬɚɤɨɜɨɟ 
(ɧɚɩɪɢɦɟɪ, ɧɟɜɤɥɸɱɟɧɢɟ ɩɨɩɭɥɹɰɢɢ ɜ ɤɥɢɧɢɱɟɫɤɢɟ 
ɢɫɫɥɟɞɨɜɚɧɢɹ) ɧɟ ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ ɚɜɬɨɦɚɬɢɱɟɫɤɢ 
ɩɪɨɛɥɟɦɭ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ. 

ȼɦɟɫɬɨ ɷɬɨɝɨ ɩɥɚɧɢɪɨɜɚɧɢɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
ɞɨɥɠɧɨ ɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ ɫɢɬɭɚɰɢɹɯ, ɤɨɝɞɚ 
ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ ɦɨɠɟɬ ɨɬɥɢɱɚɬɶɫɹ ɨɬ ɭɠɟ 
ɢɡɜɟɫɬɧɨɝɨ. Ɍɪɟɛɭɟɬɫɹ ɧɚɭɱɧɨɟ ɨɛɨɫɧɨɜɚɧɢɟ, ɱɬɨɛɵ 
ɨɬɧɟɫɬɢ ɬɚɤɭɸ ɩɨɩɭɥɹɰɢɸ ɤ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ ɜ ɉɥɚɧɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ.  

ɉɪɨɩɭɳɟɧɚ ɱɚɫɬɶ ɬɟɤɫɬɚ, ɤɨɬɨɪɚɹ ɤɪɚɣɧɟ ɜɚɠɧɚ 
ɞɥɹ ɨɛɧɨɜɥɟɧɧɨɣ ɤɨɧɰɟɩɰɢɢ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ: ɨɩɪɟɞɟɥɟɧɢɹ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɥɹ 
ɜɤɥɸɱɟɧɢɹ ɢɯ ɜ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ.  

ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ ɮɨɤɭɫɢɪɨɜɚɬɶɫɹ 
ɧɚ ɧɚɢɛɨɥɟɟ ɫɭɳɟɫɬɜɟɧɧɵɯ ɩɪɨɛɥɟɦɚɯ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ (ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ 
ɪɢɫɤɚɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɚɯ ɢ 
ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ): ɧɟ ɜɫɟ ɢɡ ɧɢɯ 
ɹɜɥɹɸɬɫɹ ɩɪɟɞɦɟɬɨɦ ɞɥɹ ɨɩɢɫɚɧɢɹ ɜ ɩɥɚɧɟ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɚ ɩɪɟɢɦɭɳɟɫɬɜɟɧɧɨ ɬɪɟɛɭɸɳɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ. ɉɪɢ 
ɷɬɨɦ ɩɨɥɧɵɣ ɫɩɢɫɨɤ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɨɛɫɭɠɞɚɸɬɫɹ ɜ ɪɚɦɤɚɯ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ (ɫ ɭɱɟɬɨɦ 
ɬɨɝɨ, ɱɬɨ ɰɟɥɢ ɉɍɊ ɢ ɉɈɈȻ ɪɚɡɧɵɟ). 

Ⱦɨɛɚɜɢɬɶ ɬɟɤɫɬ.  

EMA GVP, Module V, The definitions from GVP 
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Annex I apply also for the purpose of this GVP Module. 

However, the RMP should focus on those risks that are 

relevant for the risk management activities for the 

authorised medicinal product. From the identified risks 

of the medicinal product, the RMP should address only 

the risks that are undesirable clinical outcomes and for 

which there is sufficient scientific evidence that they are 

caused by the medicinal product. Reports of adverse 

reactions may be derived from multiple sources such as 

non-clinical findings confirmed by clinical data, clinical 

trials, epidemiological studies, and spontaneous data 

sources, including published literature. They may be 

linked to situations such as off label use, medication 

errors or drug interactions. Not all reported adverse 

reactions are necessarily considered a relevant risk of 

the product in a given therapeutic context. From the 

potential risks of the medicinal product, the RMP should 

address only the risks that are undesirable clinical 

outcomes and for which there is scientific evidence to 

suspect the possibility of a causal relationship with the 

medicinal product, but where there is currently 

insufficient evidence to conclude that this association is 

causal.  

The RMP should focus on the important identified 

risks that are likely to have an impact on the risk-benefit 

balance of the product. An important identified risk to be 

included in the RMP would usually warrant:  

Further evaluation as part of the pharmacovigilance 

plan (e.g. to investigate frequency, severity, seriousness 

and outcome of this risk under normal conditions of use, 

which populations are particularly at risk);  

Risk minimisation activities: product information 

advising on specific clinical actions to be taken to 
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minimise the risk (see V.B.8.), or additional risk 

minimisation activities.  

The important potential risks to be included in the 

RMP are those important potential risks that, when 

further characterised and if confirmed, would have an 

impact on the risk-benefit balance of the medicinal 

product.  

Where there is a scientific rationale that an adverse 

clinical outcome might be associated with off-label use, 

use in populations not studied, or resulting from the 

long-term use of the product, the adverse reaction 

should be considered a potential risk, and if deemed 

important, should be included in the list of safety 

concerns as an important potential risk. Important 

potential risks included in the RMP would usually 

require further evaluation as part of the 

pharmacovigilance plan.  

Missing information relevant to the risk management 

planning refers to gaps in knowledge about the safety of 

a medicinal product for certain anticipated utilisation 

(e.g. long-term use) or for use in particular patient 

populations, for which there is insufficient knowledge to 

determine whether the safety profile differs from that 

characterised so far. The absence of data itself (e.g. 

exclusion of a population from clinical studies) does not 

automatically constitute a safety concern. Instead, the 

risk management planning should focus on situations 

that might differ from the known safety profile. A 

scientific rationale is needed for the inclusion of that 

population as missing information in the RMP. 

3.6.1 (128) … ɧɚ ɬɢɬɭɥɶɧɨɣ ɫɬɪɚɧɢɰɟ ɞɨɥɠɧɵ ɛɵɬɶ ɭɤɚɡɚɧɵ 
ɧɨɦɟɪɚ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
(ɟɫɥɢ ɩɪɢɦɟɧɢɦɨ), ɧɚɢɦɟɧɨɜɚɧɢɟ ɞɟɪɠɚɬɟɥɹ 

 ɍɱɬɟɧɨ. 
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ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ 
ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɨɬɜɟɬɫɬɜɟɧɧɨɟ ɡɚ 
ɨɩɢɫɚɧɧɭɸ ɫɢɫɬɟɦɭ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɞɪɭɝɢɯ ɞɟɪɠɚɬɟɥɟɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ 
(ɩɪɢɦɟɧɹɸɳɢɯ ɞɚɧɧɭɸ ɫɢɫɬɟɦɭ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ), 
ɩɟɪɟɱɟɧɶ ɦɚɫɬɟɪ-ɮɚɣɥɨɜ ɞɥɹ ɞɟɪɠɚɬɟɥɟɣ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ (ɞɥɹ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ ɫ ɞɪɭɝɨɣ ɫɢɫɬɟɦɨɣ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ), ɞɚɬɚ 
ɩɨɞɝɨɬɨɜɤɢ ɢɥɢ ɩɨɫɥɟɞɧɟɝɨ ɨɛɧɨɜɥɟɧɢɹ ɦɚɫɬɟɪ-

ɮɚɣɥɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

ɇɚɞɥɟɠɚɳɚɹ ɉɪɚɤɬɢɤɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ȿȺЭɋ 
ɢ ɉɪɚɜɢɥɚ ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ȿȺЭɋ ɧɟ 
ɨɩɢɫɵɜɚɸɬ ɩɪɨɰɟɞɭɪɭ ɩɪɢɫɜɨɟɧɢɹ ɧɨɦɟɪɚ ɦɚɫɬɟɪ-

ɮɚɣɥɚ. ȼ ɫɜɹɡɢ ɫ ɷɬɢɦ ɭɤɚɡɚɧɢɟ ɧɨɦɟɪɚ ɦɚɫɬɟɪ-

ɮɚɣɥɚ ɧɟ ɩɪɢɦɟɧɢɦɨ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɚɦ ȿȺЭɋ. 
3.6.1, 5ɣ ɚɛɡɚɰ (128) 
 

ɩɟɪɟɱɟɧɶ ɡɚɞɚɱ, ɞɟɥɟɝɢɪɨɜɚɧɧɵɯ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ 

ɥɢɰɨɦ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɢɥɢ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɣ 
ɩɪɨɰɟɞɭɪɧɵɣ ɞɨɤɭɦɟɧɬ; 

ȼ ɷɬɨɦ ɩɪɢɥɨɠɟɧɢɢ ɭɤɚɡɵɜɚɟɬɫɹ, ɱɬɨ ɛɵɥɨ 
ɞɟɥɟɝɢɪɨɜɚɧɨ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɥɢɰɨɦ. 

 ɍɱɬɟɧɨ. 

6.2.1 (232) ɉɨɦɢɦɨ ɜɵɲɟɭɤɚɡɚɧɧɵɯ ɭɫɥɨɜɢɣ, ɪɟɤɨɦɟɧɞɭɟɬɫɹ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨ ɞɜɚ ɧɢɠɟɭɤɚɡɚɧɧɵɯ ɷɬɚɩɚ ɩɟɪɟɫɦɨɬɪɚ 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɟ 
ɩɪɟɩɚɪɚɬɵ, ɨɞɨɛɪɟɧɧɵɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɡɚɹɜɥɟɧɢɟɦ 
ɧɚ ɩɨɥɭɱɟɧɢɟ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ  
ɩɨ ɩɟɪɜɢɱɧɨɦɭ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɩɨɥɧɨɝɨ ɞɨɫɶɟ, ɫ 
ɨɬɪɚɠɟɧɢɟɦ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɜ 
ɫɩɟɰɢɮɢɤɚɰɢɸ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɚ ɬɚɤɠɟ 
ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɟ ɢ ɬɟɤɭɳɢɟ ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ ɦɟɪɵ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ: 

ɩɪɢ ɩɨɞɬɜɟɪɠɞɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɢ (ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ) 
ɱɟɪɟɡ 5 ɥɟɬ ɩɨɫɥɟ ɪɟɝɢɫɬɪɚɰɢɢ; 

 ɍɱɬɟɧɨ ɢ ɭɬɨɱɧɟɧɨ. 
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ɜ ɩɟɪɢɨɞ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɩɟɪɜɨɝɨ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ 
ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ. 

ɉɪɟɞɩɨɥɚɝɚɟɬɫɹ, ɱɬɨ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɞɚɧɧɨɝɨ 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ 

ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ ɛɭɞɟɬ ɩɪɢɛɥɢɡɢɬɟɥɶɧɨ ɱɟɪɟɡ 8 – 9 

ɥɟɬ ɩɨɫɥɟ ɩɨɥɭɱɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ, 

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

ȼ ɬɟɤɫɬɟ ɨɬɦɟɱɚɸɬɫɹ «ɞɜɚ ɷɬɚɩɚ», ɬ.ɟ., (1) ɩɪɢ 
ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ ɢ (2) ɩɪɢ ɩɨɞɚɱɟ ɉɈɈȻ ɩɨɫɥɟ 
ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ. 

Эɬɨ ɫɨɝɥɚɫɭɟɬɫɹ ɫ EU GVP Module V, rev.2.0: 

In addition, there are two specific milestones when the 

marketing authorisation holders of products approved 

following full initial marketing authorisation 

applications are advised to reflect on the need to review 

the list of safety concerns and the planned and ongoing 

pharmacovigilance and risk minimisation activities:  

with the (first) 5-year renewal;  

in the time period when the first PSUR following the 

first 5 year renewal is due for submission. It is 

anticipated that this PSUR submission would occur 

approximately 8-9 years following the granting of the 

marketing authorisation, 

3.7.1.1, 2ɟ ɩɪɟɞɥɨɠɟɧɢɟ 

 

Ɉɧɢ ɬɚɤɠɟ ɨɬɜɟɱɚɸɬ ɡɚ ɫɨɡɞɚɧɢɟ ɢ ɩɨɞɞɟɪɠɚɧɢɟ 
ɦɚɫɬɟɪ-ɮɚɣɥɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜ ɤɨɬɨɪɨɦ 

ɨɩɢɫɚɧɚ ɫɢɫɬɟɦɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɨɫɭɳɟɫɬɜɥɹɟɬɫɹ 
ɪɟɝɢɫɬɪɚɰɢɹ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ 
ɨɬɧɨɲɟɧɢɢ ɨɞɧɨɝɨ ɢɥɢ ɛɨɥɟɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ. 

 ɍɱɬɟɧɨ. 
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ȼ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɧɟ ɪɟɝɢɫɬɪɢɪɭɟɬɫɹ ɞɟɹɬɟɥɶɧɨɫɬɶ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɬ.ɤ. ɨɧ ɞɥɹ ɷɬɨɝɨ ɧɟ 
ɩɪɟɞɧɚɡɧɚɱɟɧ. ȼ ɧɟɦ ɮɢɤɫɢɪɭɟɬɫɹ ɨɩɢɫɚɧɢɟ 
ɞɟɣɫɬɜɭɸɳɟɣ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɨ 
ɩɪɟɩɚɪɚɬɭ. 

EU GVP II.C.1.1 

They are also responsible for 

introducing and maintaining a PSMF that records the 

pharmacovigilance system in place with regard to one 

or more authorised products 

4.1.1, ɩɨɫɥɟɞɧɟɟ 
ɩɪɟɞɥɨɠɟɧɢɟ (140) 
 

Ⱦɟɪɠɚɬɟɥɶ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɨɛɹɡɚɧ ɩɨ ɬɪɟɛɨɜɚɧɢɸ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɩɪɟɞɫɬɚɜɥɹɬɶ ɦɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɤɨɬɨɪɵɣ ɛɭɞɟɬ 
ɢɫɩɨɥɶɡɨɜɚɬɶɫɹ ɤɚɤ ɢɫɬɨɱɧɢɤ ɢɧɮɨɪɦɚɰɢɢ ɩɪɢ ɞɥɹ 
ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ ɨ ɩɪɨɜɟɞɟɧɢɢ ɢɧɫɩɟɤɰɢɣ. 

Ɇɚɫɬɟɪ-ɮɚɣɥ ɧɟ ɫɥɭɠɢɬ ɞɥɹ ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ ɨ 
ɩɪɨɜɟɞɟɧɢɢ ɢɧɫɩɟɤɰɢɢ, ɧɨ ɹɜɥɹɟɬɫɹ ɢɫɬɨɱɧɢɤɨɦ 
ɢɧɮɨɪɦɚɰɢɢ, ɱɬɨɛɵ ɧɚɩɪɚɜɢɬɶ ɢɧɫɩɟɤɰɢɸ, ɥɢɛɨ 
ɨɛɟɫɩɟɱɢɬɶ ɩɨɧɢɦɚɧɢɟ ɢɧɫɩɟɤɬɨɪɚɦɢ ɤɨɧɤɪɟɬɧɨɣ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 

 ɍɱɬɟɧɨ. 

4.2.1.2.2.1, 3ɣ ɚɛɡɚɰ (151) 
 

ɡɚɞɟɪɠɤɚ ɜ ɜɵɩɨɥɧɟɧɢɢ, ɥɢɛɨ ɧɟɧɚɞɥɟɠɚɳɟɟ 
ɜɵɩɨɥɧɟɧɢɟ ɩɪɨɰɟɞɭɪɵ ɜɵɹɜɥɟɧɢɹ ɪɢɫɤɚ ɢɥɢ 
ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ ɨɛ ɢɡɦɟɧɟɧɢɢ ɫɨɨɬɧɨɲɟɧɢɹ «ɩɨɥɶɡɚ 
– ɪɢɫɤ», ɥɢɛɨ ɧɟɜɵɩɨɥɧɟɧɢɟ ɞɚɧɧɨɣ ɩɪɨɰɟɞɭɪɵ; 

ɍɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɜ ɪɟɚɥɶɧɨɣ ɪɭɬɢɧɧɨɣ 
ɩɪɚɤɬɢɤɟ ɧɟ ɫɦɨɝɭɬ ɜɵɹɜɢɬɶ ɧɟɧɚɞɥɟɠɚɳɟɟ 
ɜɵɩɨɥɧɟɧɢɟ ɩɪɨɰɟɞɭɪɵ. Ɍɚɤɨɟ ɦɨɠɧɨ ɫɞɟɥɚɬɶ 
ɬɨɥɶɤɨ ɜɨ ɜɪɟɦɹ ɢɧɫɩɟɤɰɢɢ. ȼ ɬɨ ɠɟ ɜɪɟɦɹ, ɞɥɹ 
ɢɧɢɰɢɚɰɢɢ ɜɧɟɩɥɚɧɨɜɨɣ ɢɧɫɩɟɤɰɢɢ ɜɵɹɜɥɟɧɢɟ ɮɚɤɬɨɜ 
ɡɚɞɟɪɠɤɢ ɢɥɢ ɧɟɜɵɩɨɥɧɟɧɢɹ ɩɪɨɰɟɞɭɪɵ ɜɨɡɦɨɠɧɨ. 
EU GVP III.B.1.2 

 Ɉɬɤɥɨɧɟɧɨ. ɇɟɧɚɞɥɟɠɚɳɢɦ 
ɜɵɩɨɥɧɟɧɢɟɦ ɹɜɥɹɟɬɫɹ 
ɧɚɪɭɲɟɧɢɟ ɤɚɱɟɫɬɜɚ 
ɢɧɮɨɪɦɚɰɢɢ, 
ɩɪɟɞɫɬɚɜɥɹɟɦɨɣ ɨɛ ɨɰɟɧɤɟ 
ɪɢɫɤɚ. 
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delays or failure to identify or communicate a risk or a 

change in the risk-benefit balance; 

4.2.1.2.2.2. Ɏɚɤɬɨɪɵ ɜ ɱɚɫɬɢ ɨɛɹɡɚɬɟɥɶɫɬɜ ɩɨ ɩɪɟɞɫɬɚɜɥɟɧɢɸ 
ɢɧɮɨɪɦɚɰɢɢ ɜ ɮɨɪɦɟ ɨɬɱɟɬɨɜ (ɫɪɨɱɧɵɯ ɢ 
ɩɟɪɢɨɞɢɱɟɫɤɢɯ): 

ɡɚɞɟɪɠɤɚ ɥɢɛɨ ɭɩɭɳɟɧɢɹ ɜ ɩɪɟɞɫɬɚɜɥɟɧɢɢ 
ɢɧɮɨɪɦɚɰɢɢ (ɨɬɱɟɬɨɜ) ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɢ ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ 
ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ ɩɪɚɜɨ ɋɨɸɡɚ; 

ɧɢɡɤɨɟ ɤɚɱɟɫɬɜɨ (ɜ ɬɨɦ ɱɢɫɥɟ ɧɟɬɨɱɧɨɫɬɶ, 
ɧɟɩɪɨɫɥɟɠɢɜɚɟɦɨɫɬɶ, ɨɬɫɭɬɫɬɜɢɟ ɰɟɥɨɫɬɧɨɫɬɢ) ɥɢɛɨ 
ɧɟɩɨɥɧɨɬɚ ɩɪɟɞɫɬɚɜɥɹɟɦɨɣ ɢɧɮɨɪɦɚɰɢɢ (ɨɬɱɟɬɨɜ); 

ɧɟɫɨɨɬɜɟɬɫɬɜɢɟ ɦɟɠɞɭ ɩɪɟɞɫɬɚɜɥɹɟɦɨɣ 
ɢɧɮɨɪɦɚɰɢɟɣ (ɜ ɨɬɱɟɬɚɯ) ɢ ɞɪɭɝɢɦɢ ɢɫɬɨɱɧɢɤɚɦɢ 
ɢɧɮɨɪɦɚɰɢɢ. 

Ɂɞɟɫɶ ɨɩɹɬɶ ɠɟ ɩɨɞɪɚɡɭɦɟɜɚɟɬɫɹ ɤɨɧɤɪɟɬɧɨɟ 
ɧɚɩɪɚɜɥɟɧɢɟ ɞɟɹɬɟɥɶɧɨɫɬɢ, ɩɨ ɤɨɬɨɪɨɦɭ 

ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɦɨɝɭɬ ɫɦɨɝɭɬ ɩɪɨɜɨɞɢɬɶ 
ɜɵɹɜɥɟɧɢɟ ɩɪɨɛɥɟɦ ɢ ɧɟɫɨɨɬɜɟɬɫɬɜɢɣ: 
ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɂɋɇɊ ɢ ɉɈȻ. 
EU GVP III.B.1.2 

reporting obligations (expedited and periodic): 

− delays or omissions in reporting; 

− poor quality or incomplete reports; 

− inconsistencies between reports and other information 

sources; 

 Ɉɬɤɥɨɧɟɧɨ. ɇɟɫɨɨɬɜɟɬɫɬɜɢɟ 
ɦɨɠɟɬ ɤɚɫɚɬɶɫɹ ɜɫɟɯ ɜɢɞɨɜ 
ɢɧɮɨɪɦɚɰɢɢ, ɚ ɧɟ ɬɨɥɶɤɨ 
ɭɤɚɡɵɜɚɟɦɨɣ ɜ ɨɬɱɟɬɚɯ. 

4.2.1.3.2 (159) 

 

ɜ) ɜɵɞɚɱɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɟ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɫ 
ɪɟɤɨɦɟɧɞɚɰɢɟɣ ɩɪɨɜɟɞɟɧɢɹ ɢɧɫɩɟɤɰɢɢ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɧɚ ɪɚɧɧɟɦ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ 
ɷɬɚɩɟ. Ɉɝɪɚɧɢɱɟɧɢɟ ɩɟɪɢɨɞɚ ɜɪɟɦɟɧɢ ɩɪɢ ɜɤɥɸɱɟɧɢɢ 
ɩɨɜɬɨɪɧɨɣ ɢɧɫɩɟɤɰɢɢ ɜ ɩɥɚɧ ɩɪɨɜɟɞɟɧɢɹ ɩɥɚɧɨɜɵɯ 
ɢɧɫɩɟɤɰɢɣ ɨɩɪɟɞɟɥɹɟɬɫɹ ɧɚ ɨɫɧɨɜɚɧɢɢ ɨɰɟɧɤɢ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɪɟɞɥɚɝɚɟɦɚɹ 
ɩɪɚɜɤɚ ɩɨɥɧɨɫɬɶɸ ɦɟɧɹɸɬ 
ɚɤɰɟɧɬ ɧɨɪɦɵ 
ɨɩɪɟɞɟɥɹɸɳɟɣ, ɱɬɨ ɪɟɱɶ 
ɢɞɟɬ ɨɛ ɨɝɪɚɧɢɱɟɧɢɢ 
ɜɪɟɦɟɧɢ ɞɨ ɩɪɨɜɟɞɟɧɢɹ 
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ɧɟɫɨɨɬɜɟɬɫɬɜɢɣ ɢ ɢɯ ɜɥɢɹɧɢɹ ɧɚ ɜɵɩɨɥɧɟɧɢɟ 
ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɨɛɹɡɚɬɟɥɶɫɬɜ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ; 

ɜ) ɜɵɞɚɱɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɫ 
ɪɟɤɨɦɟɧɞɚɰɢɟɣ ɩɪɨɜɟɞɟɧɢɹ ɢɧɫɩɟɤɰɢɢ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɧɚ ɪɚɧɧɟɦ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ 
ɷɬɚɩɟ. Ɉɰɟɧɤɚ ɧɟɫɨɨɬɜɟɬɫɬɜɢɣ ɢ ɢɯ ɜɥɢɹɧɢɹ ɧɚ 
ɜɵɩɨɥɧɟɧɢɟ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 

ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɨɛɹɡɚɬɟɥɶɫɬɜ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɭɱɢɬɵɜɚɸɬɫɹ ɩɪɢ ɨɩɪɟɞɟɥɟɧɢɢ ɫɪɨɤɚ ɢ ɜɤɥɸɱɟɧɢɢ 
ɩɨɜɬɨɪɧɨɣ ɩɥɚɧɨɜɨɣ ɢɧɫɩɟɤɰɢɢ ɜ ɩɥɚɧ ɩɪɨɜɟɞɟɧɢɹ 
ɩɥɚɧɨɜɵɯ ɢɧɫɩɟɤɰɢɣ; 

ɍɬɨɱɧɟɧɢɟ ɮɨɪɦɭɥɢɪɨɜɤɢ, ɬ.ɤ. «ɨɝɪɚɧɢɱɟɧɢɟ 
ɫɪɨɤɚ» ɦɨɠɟɬ ɬɨɥɤɨɜɚɬɶɫɹ ɧɟɨɞɧɨɡɧɚɱɧɨ 

EU GVP III.B.1.3 

granting of the marketing authorisation with the 

recommendation to perform an early postauthorisation 

pharmacovigilance inspection. In this case, the findings 

would influence the timing of 

an inspection conducted as part of the EU routine 

programme of pharmacovigilance inspections 

ɨɱɟɪɟɞɧɨɣ ɢɧɫɩɟɤɰɢɢ. 

4.2.2.2, 6ɣ ɚɛɡɚɰ (165) 
 

ɪɟɝɢɫɬɪɚɰɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɞɥɹ 
ɤɨɬɨɪɨɝɨ ɧɚɡɧɚɱɟɧɵ ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɨɩɪɢɹɬɢɹ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɥɢ ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ 
ɦɟɪɨɩɪɢɹɬɢɹ, ɧɚɩɪɚɜɥɟɧɧɵɟ ɧɚ ɦɢɧɢɦɢɡɚɰɢɸ 
ɪɢɫɤɨɜ; 

ɧɚɥɢɱɢɟ ɞɟɣɫɬɜɭɸɳɟɝɨ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ, ɞɥɹ 
ɤɨɬɨɪɨɝɨ ɧɚɡɧɚɱɟɧɵ ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɨɩɪɢɹɬɢɹ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɥɢ ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ 
ɦɟɪɨɩɪɢɹɬɢɹ, ɧɚɩɪɚɜɥɟɧɧɵɟ ɧɚ ɦɢɧɢɦɢɡɚɰɢɸ 
ɪɢɫɤɨɜ; 

 ɍɱɬɟɧɨ. 
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ɇɟ ɬɨɥɶɤɨ ɮɚɤɬ ɪɟɝɢɫɬɪɚɰɢɢ ɜɥɢɹɟɬ ɧɚ ɜɤɥɸɱɟɧɢɟ 
ɜ ɩɥɚɧ ɢɧɫɩɟɤɰɢɢ, ɧɨ ɢ ɫɚɦ ɮɚɤɬ ɧɚɥɢɱɢɹ 
ɞɟɣɫɬɜɭɸɳɟɝɨ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɚ 
ɩɪɟɩɚɪɚɬ ɫ ɞɨɩɨɥɧɢɬɟɥɶɧɵɦɢ ɦɟɪɨɩɪɢɹɬɢɹɦɢ ɩɨ 
Ɏɇ. 

EU GVP III.B.2 

product related: 

− product with additional pharmacovigilance 

activities or risk-minimisation activities; 

4.2.2.2, 8ɣ ɚɛɡɚɰ (165) 
 

ɪɟɝɢɫɬɪɚɰɢɹ ɢ ɩɨɫɬɚɜɤɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɫ ɛɨɥɶɲɢɦ ɨɛɴɟɦɨɦ ɩɪɨɞɚɠ, ɬɨ ɟɫɬɶ ɫ ɩɨɬɟɧɰɢɚɥɶɧɨ 
ɡɧɚɱɢɦɵɦ ɜɨɡɞɟɣɫɬɜɢɟɦ ɧɚ ɛɨɥɶɲɭɸ ɩɨɩɭɥɹɰɢɸ 
ɩɚɰɢɟɧɬɨɜ 

Ȼɨɥɶɲɢɟ ɨɛɴɟɦɵ ɩɪɨɞɚɠ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ ɋɨɸɡɚ, ɬɨ ɟɫɬɶ ɫ 
ɩɨɬɟɧɰɢɚɥɶɧɨ ɡɧɚɱɢɦɨɟ ɜɨɡɞɟɣɫɬɜɢɟ ɧɚ ɛɨɥɶɲɭɸ 
ɩɨɩɭɥɹɰɢɸ ɩɚɰɢɟɧɬɨɜ 

ɋɚɦ ɮɚɤɬ ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɩɨɫɬɚɜɤɢ ɩɪɟɩɚɪɚɬɚ, 
ɩɪɨɞɚɸɳɟɝɨɫɹ ɜ ɛɨɥɶɲɢɯ ɨɛɴɟɦɚɯ ɜ ɞɪɭɝɢɯ ɫɬɪɚɧɚɯ, 
ɧɟ ɫɜɢɞɟɬɟɥɶɫɬɜɭɟɬ ɨ ɜɵɫɨɤɨɦ ɪɢɫɤɟ ɞɥɹ ɩɚɰɢɟɧɬɨɜ 
ɜ ɋɨɸɡɟ. ɉɨɷɬɨɦɭ ɪɟɱɶ ɢɦɟɧɧɨ ɢɞɟɬ ɨ ɬɟɯ 
ɫɢɬɭɚɰɢɹɯ, ɤɨɝɞɚ ɞɨɫɬɢɝɚɸɬɫɹ ɨɩɪɟɞɟɥɟɧɧɵɟ 
ɨɛɴɟɦɵ ɩɪɨɞɚɠ ɤɨɧɤɪɟɬɧɨ ɜ ɫɬɪɚɧɚɯ ɋɨɸɡɚ. 

EU GVP III.B.2 

product(s) with large sales volume, i.e. products 

associated with large patient exposure in the EU 

 Ɉɬɤɥɨɧɟɧɨ. Ʌɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ ɦɨɠɟɬ ɨɛɥɚɞɚɬɶ 
ɡɧɚɱɢɦɵɦ ɜɨɡɞɟɣɫɬɜɢɟɦ ɧɚ 
ɩɨɩɭɥɹɰɢɸ ɢ ɛɨɥɶɲɢɦɢ 
ɨɛɴɟɦɚɦɢ ɩɨɫɬɚɜɨɤ, ɩɪɢ 
ɢɫɤɭɫɫɬɜɟɧɧɨ ɡɚɧɢɠɟɧɧɵɯ 
ɩɨɫɬɚɜɤɚɯ ɜ ɋɨɸɡ. 

4.2.4 

 

ɛ) ɢɧɮɨɪɦɚɰɢɸ ɨ ɮɭɧɤɰɢɨɧɢɪɨɜɚɧɢɢ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɧɚɩɪɢɦɟɪ, ɞɚɧɧɵɟ ɨ ɫɨɛɥɸɞɟɧɢɢ 
ɬɪɟɛɨɜɚɧɢɣ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɢɫɬɟɦɵ, ɢɦɟɸɳɢɟɫɹ ɭ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ;  

ɍɬɨɱɧɟɧɢɟ, ɬ.ɤ. «ɫɨɨɬɜɟɬɫɬɜɢɟ ɫɢɫɬɟɦɵ» 
ɦɨɠɟɬ ɬɨɥɤɨɜɚɬɶɫɹ ɩɨ-ɪɚɡɧɨɦɭ 

 Ɉɬɤɥɨɧɟɧɨ. ɍɞɚɥɟɧɨ 
ɫɥɨɜɨɫɨɱɟɬɚɧɢɟ 
«ɫɨɛɥɸɞɟɧɢɢ ɬɪɟɛɨɜɚɧɢɣ» ɢ 
ɞɨɩɨɥɧɟɧɨ ɩɨɹɫɧɟɧɢɟɦ: 
«ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ» 
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4.2.4.1. (169) ɋɬɚɧɞɚɪɬɧɵɟ ɢɧɫɩɟɤɰɢɢ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 
ȼ ɩɪɨɰɟɫɫɟ ɩɪɨɜɟɞɟɧɢɹ ɫɬɚɧɞɚɪɬɧɵɯ ɢɧɫɩɟɤɰɢɣ 

ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɪɨɜɟɪɹɟɬɫɹ ɫɨɛɥɸɞɟɧɢɟ 
ɬɪɟɛɨɜɚɧɢɣ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ rɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɢ 
ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨrɨɜɨɪɨɜ ɢ ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ 
ɩɪɚɜɨ ɋɨɸɡɚ, ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. ȿɫɥɢ ɷɬɨ  
ɩɪɢɦɟɧɢɦɨ, ɢɧɫɩɟɤɬɢɪɨɜɚɧɢɟ ɞɨɥɠɧɨ ɜɤɥɸɱɚɬɶ 
ɨɰɟɧɤɭ ɫɥɟɞɭɸɳɢɯ ɷɥɟɦɟɧɬɨɜ ɫɢɫɬɟɦɵ: 

ɉɥɚɧɨɜɵɟ ɢɧɫɩɟɤɰɢɢ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 
ȼ ɩɪɨɰɟɫɫɟ ɩɪɨɜɟɞɟɧɢɹ ɩɥɚɧɨɜɵɯ ɢɧɫɩɟɤɰɢɣ 

ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɪɨɜɟɪɹɟɬɫɹ  
ɫɨɛɥɸɞɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɢ ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ 
ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ ɩɪɚɜɨ ɋɨɸɡɚ, ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. ȿɫɥɢ ɷɬɨ  ɩɪɢɦɟɧɢɦɨ, 
ɢɧɫɩɟɤɬɢɪɨɜɚɧɢɟ ɞɨɥɠɧɨ ɜɤɥɸɱɚɬɶ ɨɰɟɧɤɭ 
ɫɥɟɞɭɸɳɢɯ ɷɥɟɦɟɧɬɨɜ ɫɢɫɬɟɦɵ: 

ɋɨɝɥɚɫɨɜɚɧɢɟ ɬɟɪɦɢɧɨɥɨɝɢɢ: ɫɨɝɥɚɫɧɨ ɩ. 4.2.1.2 
ɬɚɤɢɟ ɢɧɫɩɟɤɰɢɢ ɧɚɡɵɜɚɸɬɫɹ ɩɥɚɧɨɜɵɦɢ.  

EU GVP III.B.4 Inspection scope 

information concerning the functioning of the 

pharmacovigilance system, e.g. compliance data 

available from the Agency such as EudraVigilance 

reporting and data quality audits; 

 ɍɱɬɟɧɨ. 

4.2.7.2 (176) 

 

ɟ) ɞɟɣɫɬɜɢɹ ɜ ɨɬɧɨɲɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɢɥɢ ɡɚɹɜɥɟɧɢɹ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɧɚɩɪɢɦɟɪ: 

ɷɤɫɬɪɟɧɧɨɟ ɜɜɟɞɟɧɢɟ ɨɝɪɚɧɢɱɟɧɢɣ, ɫɜɹɡɚɧɧɵɯ ɫ 
ɩɪɨɮɢɥɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ; 

ɜɧɟɫɟɧɢɟ ɢɡɦɟɧɟɧɢɣ ɜ ɞɨɤɭɦɟɧɬɵ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ; 

ɩɪɢɨɫɬɚɧɨɜɤɚ ɢɥɢ ɚɧɧɭɥɢɪɨɜɚɧɢɟ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 

 ɍɱɬɟɧɨ. 
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ɩɪɟɩɚɪɚɬɚ; 
ɩɪɢɨɫɬɚɧɨɜɤɚ ɪɚɫɫɦɨɬɪɟɧɢɹ ɧɨɜɵɯ ɡɚɹɜɥɟɧɢɣ ɧɚ 
ɩɨɥɭɱɟɧɢɟ ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɨ ɝɨɫɭɞɚɪɫɬɜɟɧɧɨɣ 
ɪɟɝɢɫɬɪɚɰɢɢ ɞɨ ɪɟɚɥɢɡɚɰɢɢ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɢ 
ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɞɟɣɫɬɜɢɣ; 
ɧɚɡɧɚɱɟɧɢɟ ɞɨɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɢɧɫɩɟɤɰɢɣ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ; 

ɉɪɨɩɭɳɟɧɧɵɣ ɩɭɧɤɬ 

EU GVP III.B.7 

actions against a marketing authorisation(s) or 

authorisation application(s) e.g. 

Urgent Safety Restriction; 

variation of the marketing authorisation; 
suspension or revocation of the marketing 

authorisation; 

delays in approvals of new marketing authorisation 

applications until corrective and preventive 

actions have been implemented or the addition of 

safety conditions to new authorisations; 

requests for pre-authorisation inspections; 

5.1.2.3.1., 1ɣ ɚɛɡɚɰ (198) 

 

ɉɥɚɧɢɪɨɜɚɧɢɟ ɢ ɫɛɨɪ ɞɚɧɧɵɯ ɧɚ ɦɟɫɬɚɯ. 
Ɉɪɝɚɧɢɡɚɰɢɹ ɞɨɥɠɧɚ ɜɧɟɞɪɢɬɶ ɩɢɫɶɦɟɧɧɵɟ 

ɩɪɨɰɟɞɭɪɵ ɩɨ ɩɥɚɧɢɪɨɜɚɧɢɸ ɢ ɩɪɨɜɟɞɟɧɢɸ 
ɨɬɞɟɥɶɧɵɯ ɚɭɞɢɬɨɜ. ɋɪɨɤɢ ɪɟɚɥɢɡɚɰɢɢ ɜɫɟɯ ɦɟɪ, 
ɧɟɨɛɯɨɞɢɦɵɯ ɞɥɹ ɜɵɩɨɥɧɟɧɢɹ ɨɬɞɟɥɶɧɨɝɨ ɚɭɞɢɬɚ, 
ɞɨɥɠɧɵ ɛɵɬɶ ɭɫɬɚɧɨɜɥɟɧɵ ɜ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ 
ɩɪɨɰɟɞɭɪɚɯ, ɫɜɹɡɚɧɧɵɯ ɫ ɩɪɨɜɟɞɟɧɢɟɦ ɚɭɞɢɬɚ. 
Ɉɪɝɚɧɢɡɚɰɢɹ ɞɨɥɠɧɚ ɨɛɟɫɩɟɱɢɬɶ ɩɪɨɜɟɞɟɧɢɟ ɚɭɞɢɬɨɜ 
ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɷɬɢɦɢ ɩɪɨɰɟɞɭɪɚɦɢ ɫɨɝɥɚɫɧɨ 
ɧɚɫɬɨɹɳɟɦɭ ɪɚɡɞɟɥɭ.  

ɍɬɨɱɧɟɧɢɟ ɮɨɪɦɭɥɢɪɨɜɤɢ 

 ɍɱɬɟɧɨ. 
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5.1.2.3.2., 2ɟ ɩɪɟɞɥɨɠɟɧɢɟ 
(200) 

 

ɉɪɨɰɟɫɫ ɚɭɞɢɬɚ ɞɨɥɠɟɧ ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ 
ɦɟɯɚɧɢɡɦɵ ɩɟɪɟɞɚɱɢ ɜɵɜɨɞɨɜ ɚɭɞɢɬɚ ɚɭɞɢɪɭɟɦɨɣ 
ɫɬɨɪɨɧɟ, ɩɨɥɭɱɟɧɢɹ ɨɛɪɚɬɧɨɣ ɫɜɹɡɢ ɢ ɩɪɟɞɫɬɚɜɥɟɧɢɹ 
ɚɭɞɢɬɨɪɫɤɨɣ ɨɬɱɟɬɧɨɫɬɢ ɪɭɤɨɜɨɞɫɬɜɭ ɢ 
ɡɚɢɧɬɟɪɟɫɨɜɚɧɧɵɦ ɫɬɨɪɨɧɚɦ, ɜ ɬɨɦ ɱɢɫɥɟ ɥɢɰɚɦ,  
ɨɬɜɟɬɫɬɜɟɧɧɵɦ ɡɚ ɫɢɫɬɟɦɭ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ,  
ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɢ ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ 
ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ ɩɪɚɜɨ ɋɨɸɡɚ, ɢ 
ɪɟɤɨɦɟɧɞɚɰɢɹɦɢ ɩɨ ɚɭɞɢɬɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɜɟɪɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ ɨɛɴɟɤɬɨɜ, 
ɫɭɛɴɟɤɬɨɜ ɢ ɩɪɟɞɦɟɬɨɜ ɚɭɞɢɬɚ 

 ɍɱɬɟɧɨ. 

5.1.3.1.3. (208) Ɉɰɟɧɤɚ ɤɚɱɟɫɬɜɚ ɚɭɞɢɬɨɪɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ. 
Ɉɰɟɧɤɚ ɤɚɱɟɫɬɜɚ ɚɭɞɢɬɨɪɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ ɦɨɠɟɬ 

ɨɫɭɳɟɫɬɜɥɹɬɶɫɹ ɩɨɫɪɟɞɫɬɜɨɦ ɬɟɤɭɳɟɣ ɢ 
ɩɟɪɢɨɞɢɱɟɫɤɨɣ ɨɰɟɧɤɢ ɜɫɟɣ ɚɭɞɢɬɨɪɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɨɬɡɵɜɨɜ ɚɭɞɢɪɭɟɦɨɣ ɫɬɨɪɨɧɵ ɢ 
ɫɚɦɨɨɰɟɧɤɢ ɚɭɞɢɬɨɪɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ (ɧɚɩɪɢɦɟɪ, 
ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ ɚɭɞɢɬɨɪɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ, 
ɫɨɛɥɸɞɟɧɢɟ ɤɨɞɟɤɫɚ ɩɨɜɟɞɟɧɢɹ, ɩɪɨɝɪɚɦɦ ɚɭɞɢɬɚ ɢ 
ɚɭɞɢɬɨɪɫɤɢɯ ɩɪɨɰɟɞɭɪ). 

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɜɟɪɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ ɨɛɴɟɤɬɨɜ, 
ɫɭɛɴɟɤɬɨɜ ɢ ɩɪɟɞɦɟɬɨɜ ɚɭɞɢɬɚ 

 ɍɱɬɟɧɨ. 

5.2.1.1.1(212) Ʌɢɰɨ, ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ 
ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ. 

Ɉɛɹɡɚɧɧɨɫɬɢ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ ɨɬɧɨɲɟɧɢɢ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ 
ɚɭɞɢɬɭ ɨɩɪɟɞɟɥɟɧɵ ɜ ɪɚɡɞɟɥɟ 2 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ. 
Ʌɢɰɨ, ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ 
ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ, ɞɨɥɠɧɨ ɩɨɥɭɱɚɬɶ ɨɬɱɟɬɵ ɨ 
ɪɟɡɭɥɶɬɚɬɚɯ ɚɭɞɢɬɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɚ 

 ɍɱɬɟɧɨ. 



115 
 

ɬɚɤɠɟ ɩɪɟɞɫɬɚɜɥɹɬɶ ɢɧɮɨɪɦɚɰɢɸ ɚɭɞɢɬɨɪɚɦ, 
ɢɦɟɸɳɭɸ ɨɬɧɨɲɟɧɢɟ ɤ ɨɰɟɧɤɟ ɪɢɫɤɨɜ, ɜɤɥɸɱɚɹ 
ɫɜɟɞɟɧɢɹ ɨ ɫɨɫɬɨɹɧɢɢ ɜɵɩɨɥɧɟɧɢɹ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ 
ɢ ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ. Ʌɢɰɨ, 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ-

ɱɥɟɧɚɯ, ɞɨɥɠɧɨ ɩɨɥɭɱɚɬɶ ɢɧɮɨɪɦɚɰɢɸ ɨ ɪɟɡɭɥɶɬɚɬɚɯ 
ɥɸɛɨɝɨ ɚɭɞɢɬɚ, ɢɦɟɸɳɟɝɨ ɨɬɧɨɲɟɧɢɟ ɤ ɫɢɫɬɟɦɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ, ɜɧɟ 
ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ ɦɟɫɬɚ ɟɝɨ ɩɪɨɜɟɞɟɧɢɹ. 
Ʉɨɪɪɟɤɰɢɹ ɫɨɝɥɚɫɨɜɚɧɢɹ 

6.1 (222) Ɍɪɟɛɨɜɚɧɢɹ ɤ ɮɨɪɦɚɬɭ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɞɚɧɧɵɯ ɜ 
ɩɥɚɧɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɨɩɪɟɞɟɥɹɸɬɫɹ ɜ 
ɩɪɢɥɨɠɟɧɢɢ 1 ɤ Ɍɪɟɛɨɜɚɧɢɹɦ ɤ ɨɰɟɧɤɟ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 

ɍɬɨɱɧɢɬɶ ɧɚɡɜɚɧɢɟ ɞɨɤɭɦɟɧɬɚ, ɤ ɤɨɬɨɪɨɦɭ ɛɭɞɟɬ 
ɫɨɫɬɚɜɥɟɧɨ ɉɪɢɥɨɠɟɧɢɟ 1 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɨ ɭɬɜɟɪɠɞɟɧɢɹ 
ɞɨɤɭɦɟɧɬɚ ɟɝɨ ɧɚɡɜɚɧɢɟɦ 
ɜɜɨɞɢɬɫɹ ɜ ɬɟɤɫɬ ɫ ɦɚɥɨɣ 
ɛɭɤɜɵ, ɫɨɝɥɚɫɧɨ ɉɪɚɜɢɥɚɦ 
ɞɨɤɭɦɟɧɬɨɨɛɨɪɨɬɚ 
Ʉɨɦɢɫɫɢɢ. 

6.2.1 (228) ɜɚɠɧɵɟ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɪɢɫɤɢ ɦɨɝɭɬ ɛɵɬɶ 
ɢɫɤɥɸɱɟɧɵ ɢɡ ɫɩɟɰɢɮɢɤɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɪɢ 
ɨɩɪɟɞɟɥɟɧɧɵɯ ɨɛɫɬɨɹɬɟɥɶɫɬɜɚɯ, ɤɨrɞɚ ɦɨɠɟɬ ɛɵɬɶ 
ɩɨɞɬɜɟɪɠɞɟɧɨ, ɱɬɨ ɪɢɫɤ ɩɨɥɧɨɫɬɶɸ ɨɯɚɪɚɤɬɟɪɢɡɨɜɚɧ 
ɢ ɧɚɞɥɟɠɚɳɢɦ ɨɛɪɚɡɨɦ ɭɩɪɚɜɥɹɟɬɫɹ (ɧɚɩɪɢɦɟɪ, ɜ 
ɨɬɧɨɲɟɧɢɢ ɞɥɹ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, 
ɢɫɩɨɥɶɡɭɟɦɵɯ ɜ ɬɟɱɟɧɢɟ ɞɥɢɬɟɥɶɧɨrɨ ɜɪɟɦɟɧɢ, ɜ 
ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɵɯ ɧɚ ɬɟɤɭɳɟɦ ɷɬɚɩɟ ɧɟ 
ɩɪɢɦɟɧɹɸɬɫɹ ɤɚɤɢɟ-ɥɢɛɨ ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ 
ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ (ɢɥɢ) 
ɪɟɤɨɦɟɧɞɭɟɦɵɟ ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ 
ɫɬɚɥɢ ɩɨɥɧɨɫɬɶɸ ɢɧɬɟɝɪɢɪɨɜɚɧɧɵɦɢ ɜ ɫɬɚɧɞɚɪɬɧɭɸ 
ɤɥɢɧɢɱɟɫɤɭɸ ɩɪɚɤɬɢɤɭ, ɧɚɩɪɢɦɟɪ ɛɵɥɢ ɜɤɥɸɱɟɧɵ ɜ 
ɩɪɨɬɨɤɨɥɵ ɥɟɱɟɧɢɹ ɢɥɢ ɤɥɢɧɢɱɟɫɤɢɟ ɪɟɤɨɦɟɧɞɚɰɢɢ);  

ɋɬɢɥɢɫɬɢɱɟɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ.  
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6.2.1 (228) ɫɨɨɬɧɨɲɟɧɢɹ ɩɨɥɶɡɚ-ɪɢɫɤ ɞɥɹ ɨɩɪɟɞɟɥɟɧɧɵɯ 
ɩɨɩɭɥɹɰɢɣ, ɧɟ ɜɤɥɸɱɟɧɧɵɯ ɜ ɩɪɨɝɪɚɦɦɭ ɢɡɭɱɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɧɚ ɞɨɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ 

ɷɬɚɩɟ, ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɟ ɚɫɩɟɤɬɵ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ ɦɨɝɭɬ ɢɫɤɥɸɱɚɬɶɫɹ ɢɡ ɪɚɡɞɟɥɚ 
ɫɩɟɰɢɮɢɤɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨ ɦɟɪɟ  
ɩɨɥɭɱɟɧɢɹ ɞɚɧɧɵɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɧɚ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɷɬɚɩɟ, ɥɢɛɨ ɜ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ 
ɧɟɬ ɨɫɧɨɜɚɧɢɣ ɩɨɥɚɝɚɬɶ, ɱɬɨ ɞɨɫɬɭɩɧɵɟ ɜ ɧɚɫɬɨɹɳɟɟ 
ɜɪɟɦɹ ɢɥɢ ɜ ɛɭɞɭɳɟɦ ɦɟɬɨɞɵ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɦɨɝɭɬ ɞɨɩɨɥɧɢɬɶ ɢɦɟɸɳɢɟɫɹ  ɞɚɧɧɵɟ ɩɨ 
ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɪɢɫɤɚ ɜ ɨɬɧɨɲɟɧɢɢ ɨɛɥɚɫɬɟɣ 
ɧɟɞɨɫɬɚɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɭɱɢɬɵɜɚɹ ɤɨɧɟɱɧɭɸ ɰɟɥɶ-

ɩɨɥɭɱɢɬɶ ɛɨɥɶɲɟ ɢɧɮɨɪɦɚɰɢɢ ɨɬɧɨɫɢɬɟɥɶɧɨ 
ɫɨɨɬɧɨɲɟɧɢɹ ɩɨɥɶɡɚ-ɪɢɫɤ ɞɥɹ ɨɩɪɟɞɟɥɟɧɧɵɯ 
ɩɨɩɭɥɹɰɢɣ, ɧɟ ɜɤɥɸɱɟɧɧɵɯ ɜ ɩɪɨɝɪɚɦɦɭ ɢɡɭɱɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɧɚ ɞɨɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ 

ɷɬɚɩɟ, ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɟ ɚɫɩɟɤɬɵ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ ɦɨɝɭɬ ɢɫɤɥɸɱɚɬɶɫɹ ɢɡ ɪɚɡɞɟɥɚ 
ɫɩɟɰɢɮɢɤɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨ ɦɟɪɟ ɩɨɥɭɱɟɧɢɹ 
ɞɚɧɧɵɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɧɚ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ 
ɷɬɚɩɟ, ɥɢɛɨ ɜ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ ɧɟɬ ɨɫɧɨɜɚɧɢɣ ɩɨɥɚɝɚɬɶ, 
ɱɬɨ ɞɨɫɬɭɩɧɚɹ ɜ ɧɚɫɬɨɹɳɟɟ ɜɪɟɦɹ ɢɥɢ ɜ ɛɭɞɭɳɟɦ 
ɞɟɹɬɟɥɶɧɨɫɬɶ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɦɨɠɟɬ ɞɨɩɨɥɧɢɬɶ 
ɢɦɟɸɳɢɟɫɹ ɞɚɧɧɵɟ ɩɨ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɪɢɫɤɚ ɜ 
ɨɬɧɨɲɟɧɢɢ ɨɛɥɚɫɬɟɣ ɧɟɞɨɫɬɚɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ 

ɋɬɢɥɢɫɬɢɱɟɫɤɚɹ ɩɪɚɜɤɚ. 

 Ɉɬɤɥɨɧɟɧɨ. Ɂɚɦɟɱɚɧɢɟ 
ɹɜɥɹɟɬɫɹ ɜɚɪɢɚɧɬɨɦ 
ɢɡɥɨɠɟɧɢɹ ɬɟɤɫɬɚ, 
ɨɬɥɢɱɚɸɳɢɦɫɹ 
ɢɫɤɥɸɱɢɬɟɥɶɧɨ 
ɫɬɢɥɢɫɬɢɱɟɫɤɢ-

ɮɢɥɨɥɨɝɢɱɟɫɤɢɦ 
ɜɨɫɩɪɢɹɬɢɟɦ. 

6.2.1 (229) Ɂɚ ɢɫɤɥɸɱɟɧɢɟɦ ɨɩɪɟɞɟɥɟɧɧɵɯ ɞɥɢɬɟɥɶɧɨ 
ɜɵɩɨɥɧɹɟɦɵɯ ɪɟɝɢɫɬɪɨɜ ɩɚɰɢɟɧɬɨɜ, ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ 
ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɦɨɝɭɬ ɢɫɤɥɸɱɚɬɶɫɹ 
ɢɡ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɩɨ ɦɟɪɟ ɜɵɩɨɥɧɟɧɢɹ. 

Ⱦɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɛɭɞɭɬ ɢɫɤɥɸɱɚɬɶɫɹ ɢɡ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɩɨ 
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ɦɟɪɟ ɜɵɩɨɥɧɟɧɢɹ, ɡɚ ɢɫɤɥɸɱɟɧɢɟɦ ɧɟɤɨɬɨɪɵɯ 
ɪɟɝɢɫɬɪɨɜ ɩɚɰɢɟɧɬɨɜ. 

EU GVP: With the exception of some patient 

registries, it is expected that over time the additional 

pharmacovigilance activities in the RMP will be 

completed and thus removed from the RMP. 

6.2.1 (232) ɉɨɦɢɦɨ ɜɵɲɟɭɤɚɡɚɧɧɵɯ ɭɫɥɨɜɢɣ, ɪɟɤɨɦɟɧɞɭɟɬɫɹ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨ ɞɜɚ ɧɢɠɟɭɤɚɡɚɧɧɵɯ ɷɬɚɩɚ ɩɟɪɟɫɦɨɬɪɚ 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɟ 
ɩɪɟɩɚɪɚɬɵ, ɨɞɨɛɪɟɧɧɵɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɡɚɹɜɥɟɧɢɟɦ 
ɧɚ ɩɨɥɭɱɟɧɢɟ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɩɨ 
ɩɟɪɜɢɱɧɨɦɭ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɩɨɥɧɨɝɨ ɞɨɫɶɟ, ɫ 
ɨɬɪɚɠɟɧɢɟɦ ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɜ 
ɫɩɟɰɢɮɢɤɚɰɢɸ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɚ ɬɚɤɠɟ 
ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɟ ɢ ɬɟɤɭɳɢɟ ɦɟɪɨɩɪɢɹɬɢɹ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ ɦɟɪɵ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ: 

ɩɪɢ ɩɨɞɬɜɟɪɠɞɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɢ (ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ) 
ɱɟɪɟɡ 5 ɥɟɬ ɩɨɫɥɟ ɪɟɝɢɫɬɪɚɰɢɢ; 

ɜ ɩɟɪɢɨɞ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɩɟɪɜɨɝɨ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ 
ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ ɪɟɝɢɫɬɪɚɰɢɢ 
(ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ). 

ɉɪɟɞɩɨɥɚɝɚɟɬɫɹ, ɱɬɨ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɞɚɧɧɨɝɨ 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ 
ɪɟɝɢɫɬɪɚɰɢɢ (ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ) ɛɭɞɟɬ 
ɩɪɢɛɥɢɡɢɬɟɥɶɧɨ ɱɟɪɟɡ 8 – 9 ɥɟɬ ɩɨɫɥɟ ɩɨɥɭɱɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, 

Иɫɩɪавɥɟɧиɟ/ɭɬɨчɧɟɧиɟ 
ȼ ɬɟɤɫɬɟ ɨɬɦɟɱɚɸɬɫɹ «ɞɜɚ ɷɬɚɩɚ», ɬ.ɟ., (1) ɩɪɢ 

ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ ɢ (2) ɩɪɢ ɩɨɞɚɱɟ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ. 

 ɍɱɬɟɧɨ ɱɚɫɬɢɱɧɨ. ȼ 
ɱɟɬɜɟɪɬɨɦ ɚɛɡɚɰɟ ɭɤɚɡɚɧɵ 
ɜɫɟ ɜɚɪɢɚɧɬɵ ɩɪɨɰɟɞɭɪ ɜ 
ɫɜɹɡɢ ɫ ɜɨɡɦɨɠɧɨɫɬɶɸ 
ɩɨɥɭɱɟɧɢɹ ɛɟɫɫɪɨɱɧɵɯ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɞɥɹ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, 

ɤɨɬɨɪɵɟ ɨɛɪɚɳɚɥɢɫɶ ɧɚ 
ɪɵɧɤɟ 3 ɝɨɫɭɞɚɪɫɬɜ ɧɟ ɦɟɧɟɟ 
10 ɥɟɬ. 
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Эɬɨ ɫɨɝɥɚɫɭɟɬɫɹ ɫ EU GVP Module V, rev.2.0: 

In addition, there are two specific milestones when the 

marketing authorisation holders of products approved 

following full initial marketing authorisation 

applications are advised to reflect on the need to  

review the list of safety concerns and the planned and 

ongoing pharmacovigilance and risk minimisation 

activities:  

 with the (first) 5-year renewal;  in the time period 

when the first PSUR following the first 5 year renewal is 

due for submission. It is anticipated that  

this PSUR submission would occur approximately 8-9 

years following the granting of the marketing 

authorisation, 

6.2.2.1 (232) ɜ ɩɟɪɢɨɞ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɩɟɪɜɨɝɨ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 

ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ 
ɩɪɨɯɨɠɞɟɧɢɹ ɩɪɨɰɟɞɭɪɵ ɪɟɝɢɫɬɪɚɰɢɢ 

(ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ) 

 Ɉɬɤɥɨɧɟɧɨ. ɉɪɨɬɢɜɨɪɟɱɢɬ 
ɩɪɟɞɵɞɭɳɟɦɭ ɡɚɦɟɱɚɧɢɸ. 
ɇɨɪɦɚ ɫɨɨɬɜɟɬɫɬɜɭɟɬ 
ɪɟɤɨɦɟɧɞɚɰɢɹɦ ɩɨ 
ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɨɛɧɨɜɥɟɧɢɹ 

6.2.2.1 (232) ɉɪɟɞɩɨɥɚɝɚɟɬɫɹ, ɱɬɨ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɞɚɧɧɨɝɨ 

ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨɫɥɟ ɩɪɨɯɨɠɞɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɢ 

(ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ) ɛɭɞɟɬ ɩɪɢɛɥɢɡɢɬɟɥɶɧɨ ɱɟɪɟɡ 8 – 9 

ɥɟɬ ɩɨɫɥɟ ɩɨɥɭɱɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 

ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɪɨɬɢɜɨɪɟɱɢɬ 
ɩɪɟɞɵɞɭɳɟɦɭ ɡɚɦɟɱɚɧɢɸ. 
ɇɨɪɦɚ ɫɨɨɬɜɟɬɫɬɜɭɟɬ 
ɪɟɤɨɦɟɧɞɚɰɢɹɦ ɩɨ 
ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɨɛɧɨɜɥɟɧɢɹ 

6.2.3.2 (235) Ⱦɥɹ ɜɵɩɨɥɧɟɧɢɹ ɬɪɟɛɨɜɚɧɢɣ, ɭɤɚɡɚɧɧɵɯ ɜ ɩɭɧɤɬɟ 
6.2.3.1 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ, ɜ ɢɧɮɨɪɦɚɰɢɸ, 
ɫɨɞɟɪɠɚɳɭɸɫɹ ɜ ɩɥɚɧɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɞɨɥɠɧɵ 
ɛɵɬɶ ɜɤɥɸɱɟɧɵ: 

ɚ) ɨɩɢɫɚɧɢɟ ɢɡɜɟɫɬɧɨɣ ɢ ɧɟɢɡɜɟɫɬɧɨɣ 

ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɨ ɩɪɨɮɢɥɟ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ;  

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɩɪɢɧɹɬɨɣ 
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ɬɟɪɦɢɧɨɥɨɝɢɟɣ 

6.2.3.2 (249) ȼɵɫɨɤɨɬɟɯɧɨɥɨɝɢɱɟɫɤɢɟ ɥɟɤɚɪɫɬɜɟɧɧɵɟ ɩɪɟɩɚɪɚɬɵ, 
ɫɨɝɥɚɫɧɨ ɡɚɤɨɧɨɞɚɬɟɥɶɧɵɦ ɚɤɬɚɦ ɋɨɸɡɚ, ɜɤɥɸɱɚɸɬ 
ɝɟɧɨɬɟɪɚɩɟɜɬɢɱɟɫɤɢɟ ɥɟɤɚɪɫɬɜɟɧɧɵɟ ɩɪɟɩɚɪɚɬɵ ɞɥɹ 
ɝɟɧɧɨɣ ɬɟɪɚɩɢɢ, ɥɟɤɚɪɫɬɜɟɧɧɵɟ ɩɪɟɩɚɪɚɬɵ ɧɚ ɨɫɧɨɜɟ 
ɫɨɦɚɬɢɱɟɫɤɢɯ ɤɥɟɬɨɤ ɢ ɩɪɟɩɚɪɚɬɵ ɬɤɚɧɟɜɨɣ 
ɢɧɠɟɧɟɪɢɢ. 

ɋɬɢɥɢɫɬɢɱɟɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ. 

6.2.3.2 (250) Ⱦɥɹ ɜɵɫɨɤɨɬɟɯɧɨɥɨɝɢɱɟɫɤɢɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ ɜɜɢɞɭ ɫɩɟɰɢɮɢɱɟɫɤɨɣ ɩɪɢɪɨɞɵ 
ɯɚɪɚɤɬɟɪɧɵ ɨɫɨɛɵɟ ɪɢɫɤɢ, ɤɚɤ ɩɪɚɜɢɥɨ, ɧɟ 
ɹɜɥɹɸɳɢɟɫɹ ɩɪɢɫɭɳɢɦɢ ɧɟ ɩɪɢɫɭɳɢɟ ɞɪɭɝɢɦ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɚɦ. 

ɋɬɢɥɢɫɬɢɱɟɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ. 

6.2.4. (236) 6.2.4. Ɉɛɡɨɪ ɮɨɪɦɚɬɚ ɢ ɫɨɞɟɪɠɚɧɢɹ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 

ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɫɨɫɬɨɢɬ ɢɡ 7 ɱɚɫɬɟɣ. 
ɉɪɟɞɫɬɚɜɥɹɟɦɵɣ ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ 
ɫɨɨɬɜɟɬɫɬɜɨɜɚɬɶ ɲɚɛɥɨɧɭ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
(ɩɪɢɥɨɠɟɧɢɟ 1 ɤ Ɍɪɟɛɨɜɚɧɢɹɦ ɤ ɨɰɟɧɤɟ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ). 

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

ɍɬɨɱɧɢɬɶ ɧɚɡɜɚɧɢɟ ɞɨɤɭɦɟɧɬɚ, ɤ ɤɨɬɨɪɨɦɭ ɛɭɞɟɬ 
ɫɨɫɬɚɜɥɟɧɨ ɉɪɢɥɨɠɟɧɢɟ 1 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɨ ɭɬɜɟɪɠɞɟɧɢɹ 
ɞɨɤɭɦɟɧɬɚ ɟɝɨ ɧɚɡɜɚɧɢɟɦ 
ɜɜɨɞɢɬɫɹ ɜ ɬɟɤɫɬ ɫ ɦɚɥɨɣ 
ɛɭɤɜɵ, ɫɨɝɥɚɫɧɨ ɉɪɚɜɢɥɚɦ 
ɞɨɤɭɦɟɧɬɨɨɛɨɪɨɬɚ 
Ʉɨɦɢɫɫɢɢ. 

6.2.4 (236) ɦɨɞɭɥɶ ɋIII – ɜɨɡɞɟɣɫɬɜɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɯɨɞɟ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ; 

ɦɨɞɭɥɶ ɋIII – ɷɤɫɩɨɡɢɰɢɹ ɩɪɟɩɚɪɚɬɨɦ ɜ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɹɯ 

 ɍɱɬɟɧɨ. 

6.2.4 (241) ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ: ɱɚɫɬɶ II ɦɨɞɭɥɶ ɋIII 
ȼɨɡɞɟɣɫɬɜɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨrɨ ɩɪɟɩɚɪɚɬɚ ɜ ɯɨɞɟ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ – Ɉɛɳɢɣ ɬɟɯɧɢɱɟɫɤɢɣ 

 ɍɱɬɟɧɨ. 
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ɞɨɤɭɦɟɧɬ: ɦɨɞɭɥɶ 2.7 Ɋɟɡɸɦɟ ɤɥɢɧɢɱɟɫɤɢɯ ɞɚɧɧɵɯ, 
ɦɨɞɭɥɶ 5 Ɉɬɱɟɬɵ ɨ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɹɯ; 

ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ: ɱɚɫɬɶ II ɦɨɞɭɥɶ ɋIII 
ɗɤɫɩɨɡɢɰɢɹ ɩɪɟɩɚɪɚɬɨɦ ɜ ɤɥɢɧɢɱɟɫɤɢɯ 
ɢɫɫɥɟɞɨɜɚɧɢɹɯ – Ɉɛɳɢɣ ɬɟɯɧɢɱɟɫɤɢɣ ɞɨɤɭɦɟɧɬ: 
ɦɨɞɭɥɶ 2.7 Ɋɟɡɸɦɟ ɤɥɢɧɢɱɟɫɤɢɯ ɞɚɧɧɵɯ, ɦɨɞɭɥɶ 5 
Ɉɬɱɟɬɵ ɨ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɹɯ; 

6.2.4 (243) Ɉɩɢɫɚɧɢɟ ɫɨɞɟɪɠɚɧɢɹ ɪɚɡɞɟɥɨɜ ɢ ɦɨɞɭɥɟɣ ɩɥɚɧɚ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɫɨɝɥɚɫɧɨ ɩɭɧɤɬɭ 6.2.5 
ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɜ V.B.4. ɞɚɟɬ ɪɟɤɨɦɟɧɞɚɰɢɢ ɩɨ 
ɨɫɧɨɜɧɵɦ ɞɚɧɧɵɦ, ɤɨɬɨɪɵɟ ɞɨɥɠɧɵ ɛɵɬɶ 
ɩɪɟɞɫɬɚɜɥɟɧɵ ɜ ɞɨɤɭɦɟɧɬɟ. 

ɉɪɨɜɟɪɢɬɶ ɩɪɚɜɢɥɶɧɨɫɬɶ ɫɫɵɥɤɢ ɧɚ ɩɭɧɤɬ V.B.4 ɜ 
ɩɭɧɤɬɟ 6.2.5 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ, ɩɨɫɤɨɥɶɤɭ ɬɚɤɨɝɨ 
ɪɚɡɞɟɥɚ ɜ ɞɨɤɭɦɟɧɬɟ ɧɟɬ. ɉɪɟɞɥɚɝɚɟɬɫɹ ɭɞɚɥɢɬɶ 

 ɍɱɬɟɧɨ. 

6.2.5.1. (245) ɉɪɟɞɫɬɚɜɥɹɟɦɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɛɵɬɶ 
ɚɤɬɭɚɥɢɡɢɪɨɜɚɧɚ ɢ ɬɨɱɧɨ ɨɬɪɚɠɚɬɶ ɭɫɥɨɜɢɹ 
ɩɨɞɚɱɢ ɫɨɝɥɚɫɧɨ ɜɵɩɨɥɧɹɟɦɨɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɣ 
ɩɪɨɰɟɞɭɪɵ ɚɤɬɭɚɥɶɧɨɣ ɢ ɬɨɱɧɨɣ ɜ ɨɬɧɨɲɟɧɢɢ 
ɬɟɤɭɳɟɣ ɡɚɹɜɤɢ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ, ɬɚɤ ɤɚɤ ɨɠɢɞɚɟɬɫɹ, 
ɱɬɨ ɞɚɧɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɛɭɞɟɬ ɨɬɪɚɠɟɧɚ ɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɭɞɨɫɬɨɜɟɪɟɧɢɢ 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP: The 

information presented should be current and accurate in 

relation to the ongoing application as it is anticipated to 

appear in the marketing authorisation. 

 ɍɱɬɟɧɨ. 

6.2.5.1 (245 ɟ) ɍɤɚɡɚɧɧɚɹ ɱɚɫɬɶ ɞɨɥɠɧɚ ɫɨɞɟɪɠɚɬɶ ɫɥɟɞɭɸɳɭɸ 
ɢɧɮɨɪɦɚɰɢɸ: 

ɤɪɚɬɤɨɟ ɨɩɢɫɚɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
(ɜɤɥɸɱɚɸɳɟɟ ɜ ɫɟɛɹ: ɯɢɦɢɱɟɫɤɢɣ ɤɥɚɫɫ ɤɥɚɫɫ 
ɯɢɦɢɱɟɫɤɢɯ ɫɨɟɞɢɧɟɧɢɣ, ɤɪɚɬɤɨɟ ɨɩɢɫɚɧɢɟ 
ɦɟɯɚɧɢɡɦɚ ɞɟɣɫɬɜɢɹ, ɜɚɠɧɭɸ ɢɧɮɨɪɦɚɰɢɸ ɨ ɟɝɨ 

 ɍɱɬɟɧɨ. 
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ɫɨɫɬɚɜɟ...  
ɍɬɨɱɧɟɧɢɟ ɬɟɪɦɢɧɨɥɨɝɢɢ 

6.2.5.3 ɢ ɩɨɫɥɟɞɭɸɳɢɟ 
ɪɚɡɞɟɥɵ 

ɉɨɫɥɟ ɪɚɡɞɟɥɚ 6.2.5.3.2 ɧɚɪɭɲɟɧɚ ɧɭɦɟɪɚɰɢɹ 
ɩɨɫɥɟɞɭɸɳɢɯ ɪɚɡɞɟɥɨɜ (ɧɚɱɢɧɚɟɬɫɹ ɪɚɡɞɟɥ 6.2.5.2.1.)  

ɇɟɨɛɯɨɞɢɦɨ ɜɨɫɫɬɚɧɨɜɢɬɶ ɩɪɚɜɢɥɶɧɵɣ ɩɨɪɹɞɨɤ 
ɧɭɦɟɪɚɰɢɢ ɪɚɡɞɟɥɨɜ ɜ ɞɚɧɧɨɣ ɝɥɚɜɟ 

 ɍɱɬɟɧɨ. ȼɜɟɞɟɧɚ ɫɤɜɨɡɧɚɹ 
ɧɭɦɟɪɚɰɢɹ. 

6.2.5.2.1. (253) 6.2.5.2.1. Ɇɨɞɭɥɶ ɋI  
ȼ ɦɨɞɭɥɶ ɜɤɥɸɱɚɟɬɫɹ ɢɧɮɨɪɦɚɰɢɹ ɨ ɡɧɚɱɢɦɵɯ 

ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɹɯ, ɤɨɬɨɪɵɟ ɨɠɢɞɚɸɬɫɹ (ɩɪɢ 
ɨɬɫɭɬɫɬɜɢɢ ɥɟɱɟɧɢɹ) ɭ ɰɟɥɟɜɨɣ ɩɨɩɭɥɹɰɢɢ, ɜɤɥɸɱɚɹ 
ɱɚɫɬɨɬɭ ɢ ɯɚɪɚɤɬɟɪɢɫɬɢɤɭ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɣ. 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

This section should also describe the relevant adverse 

events to be anticipated in the (untreated) target 

population in EU, their frequency and characteristics. 

 ɍɱɬɟɧɨ. 

6.2.5.2. (246) ɐɟɥɶɸ ɞɚɧɧɨɣ ɱɚɫɬɢ ɹɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɟɧɢɟ 
ɤɪɚɬɤɨɝɨ ɨɛɡɨɪɚ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫ ɭɤɚɡɚɧɢɟɦ ɢɡɜɟɫɬɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɚ ɬɚɤɠɟ ɨɩɪɟɞɟɥɟɧɢɹ 
ɪɚɡɞɟɥɨɜ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɩɨ ɤɨɬɨɪɵɦ 
ɛɟɡɨɩɚɫɧɨɫɬɶ ɧɟ ɹɜɥɹɟɬɫɹ ɞɨɫɬɚɬɨɱɧɨ ɢɡɭɱɟɧɧɨɣ 

ɮɨɤɭɫɨɦ ɧɚ ɬɟɯ ɚɫɩɟɤɬɚɯ, ɤɨɬɨɪɵɟ ɬɪɟɛɭɸɬ 
ɞɚɥɶɧɟɣɲɢɯ ɞɟɣɫɬɜɢɣ ɩɨ ɭɩɪɚɜɥɟɧɢɸ ɪɢɫɤɚɦɢ.……. 

ɋɩɟɰɢɮɢɤɚɰɢɹ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɨɥɠɧɚ 
ɩɪɟɞɫɬɚɜɥɹɬɶ ɫɨɛɨɣ ɪɟɡɸɦɟ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɨɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ ɢ ɜɚɠɧɨɣ 

ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ. 
ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ ɮɨɤɭɫɢɪɨɜɚɬɶɫɹ 

ɧɚ ɧɚɢɛɨɥɟɟ ɫɭɳɟɫɬɜɟɧɧɵɯ ɩɪɨɛɥɟɦɚɯ ɩɨ 

 ɍɱɬɟɧɨ, ɫ ɪɟɞɚɤɬɨɪɫɤɨɣ 
ɩɪɚɜɤɨɣ 
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ɛɟɡɨɩɚɫɧɨɫɬɢ (ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ 
ɪɢɫɤɚɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɚɯ ɢ 
ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ): ɧɟ ɜɫɟ ɢɡ ɧɢɯ 
ɹɜɥɹɸɬɫɹ ɩɪɟɞɦɟɬɨɦ ɞɥɹ ɨɩɢɫɚɧɢɹ ɜ ɩɥɚɧɟ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɚ ɩɪɟɢɦɭɳɟɫɬɜɟɧɧɨ ɬɪɟɛɭɸɳɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ. ɉɪɢ 
ɷɬɨɦ ɩɨɥɧɵɣ ɫɩɢɫɨɤ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɨɛɫɭɠɞɚɸɬɫɹ ɜ ɪɚɦɤɚɯ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ (ɫ ɭɱɟɬɨɦ 
ɬɨɝɨ, ɱɬɨ ɰɟɥɢ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ 
ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɧɨɫɬɢ ɪɚɡɧɵɟ). 

Эɬɨ ɫɨɝɥɚɫɭɟɬɫɹ ɫ EU GVP Module V, rev.2.0: 

The purpose of the safety specification is to provide an 

adequate discussion on the safety profile of the 

medicinal product(s), with focus on those aspects that 

need further risk management activities 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

It should include a summary of the important 

identified risks of a medicinal product, important 

potential risks, and missing information. 

6.5.2.2.(255) Ɂɧɚɱɢɦɨɫɬɶ ɞɚɧɧɵɯ ɨɩɪɟɞɟɥɹɟɬɫɹ ɩɪɢɦɟɧɢɬɟɥɶɧɨ ɤ 
ɫɜɨɣɫɬɜɚɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɨɫɨɛɟɧɧɨɫɬɹɦ 
ɰɟɥɟɜɨɣ ɩɨɩɭɥɹɰɢɢ ɢ ɨɩɵɬɭ ɩɪɢɦɟɧɟɧɢɹ  
ɩɨɞɨɛɧɵɯ ɫɨɟɞɢɧɟɧɢɣ ɢɥɢ ɩɨɞɯɨɞɨɜ ɤ ɬɟɪɚɩɢɢ  
ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɬɨɣ ɠɟ 
ɝɪɭɩɩɵ. ɇɟɨɛɯɨɞɢɦɨ ɨɬɪɚɡɢɬɶ ɭɫɬɚɧɨɜɥɟɧɧɵɟ 
ɡɧɚɱɢɦɵɟ ɧɚɩɪɚɜɥɟɧɢɹ ɬɨɤɫɢɱɟɫɤɨɝɨ ɜɨɡɞɟɣɫɬɜɢɹ (ɩɨ 
ɰɟɥɟɜɵɦ ɫɢɫɬɟɦɚɦ ɢ ɨɪɝɚɧɚɦ) ɢ ɨɛɨɫɧɨɜɚɧɧɭɸ 
ɨɰɟɧɤɭ ɡɧɚɱɢɦɨɫɬɢ ɩɨɥɭɱɟɧɧɵɯ ɞɚɧɧɵɯ ɩɨ 
ɬɨɤɫɢɱɧɨɫɬɢ ɞɥɹ ɱɟɥɨɜɟɤɚ. ɉɨɦɢɦɨ ɷɬɨɝɨ, ɞɨɥɠɧɵ 

 ɍɱɬɟɧɨ. 



123 
 

ɨɛɫɭɠɞɚɬɶɫɹ ɚɫɩɟɤɬɵ ɤɚɱɟɫɬɜɚ, ɜ ɫɥɭɱɚɟ  
ɟɫɥɢ ɨɧɢ ɦɨɝɭɬ ɡɧɚɱɢɦɨ ɨɬɪɚɡɢɬɶɫɹ ɧɚ ɩɪɨɮɢɥɟ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɜ 
ɱɚɫɬɧɨɫɬɢ, ɜɚɠɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɨɛ ɚɤɬɢɜɧɨɦ 
ɜɟɳɟɫɬɜɟ ɢɥɢ ɟɝɨ ɩɪɢɦɟɫɹɯ, ɧɚɩɪɢɦɟɪ, 
ɝɟɧɨɬɨɤɫɢɱɟɫɤɢɯ ɩɪɢɦɟɫɹɯ). 

Ɂɧɚɱɢɦɨɫɬɶ ɞɚɧɧɵɯ ɛɭɞɟɬ ɡɚɜɢɫɟɬɶ ɨɬ ɫɜɨɣɫɬɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɨɫɨɛɟɧɧɨɫɬɟɣ ɰɟɥɟɜɨɣ 
ɩɨɩɭɥɹɰɢɢ ɢ ɨɩɵɬɚ ɩɪɢɦɟɧɟɧɢɹ ɩɨɞɨɛɧɵɯ 
ɫɨɟɞɢɧɟɧɢɣ ɢɥɢ ɩɨɞɯɨɞɨɜ ɤ ɬɟɪɚɩɢɢ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɬɨɣ ɠɟ ɝɪɭɩɩɵ. 
ɇɟɨɛɯɨɞɢɦɨ ɨɬɪɚɡɢɬɶ ɭɫɬɚɧɨɜɥɟɧɧɵɟ ɡɧɚɱɢɦɵɟ 
ɧɚɩɪɚɜɥɟɧɢɹ ɬɨɤɫɢɱɟɫɤɨɝɨ ɜɨɡɞɟɣɫɬɜɢɹ (ɩɨ ɰɟɥɟɜɵɦ 
ɫɢɫɬɟɦɚɦ ɢ ɨɪɝɚɧɚɦ) ɢ ɨɛɨɫɧɨɜɚɧɧɭɸ ɨɰɟɧɤɭ 
ɩɨɥɭɱɟɧɧɵɯ ɞɚɧɧɵɯ ɩɨ ɬɨɤɫɢɱɧɨɫɬɢ ɞɥɹ ɱɟɥɨɜɟɤɚ. 
ɉɨɦɢɦɨ ɷɬɨɝɨ, ɞɨɥɠɧɵ ɨɛɫɭɠɞɚɬɶɫɹ ɚɫɩɟɤɬɵ 
ɤɚɱɟɫɬɜɚ, ɜ ɫɥɭɱɚɟ ɟɫɥɢ ɨɧɢ ɦɨɝɭɬ  
ɡɧɚɱɢɬɟɥɶɧɨ ɨɬɪɚɡɢɬɶɫɹ ɧɚ ɩɪɨɮɢɥɟ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɜ ɱɚɫɬɧɨɫɬɢ, ɜɚɠɧɚɹ 
ɢɧɮɨɪɦɚɰɢɹ ɨɛ ɚɤɬɢɜɧɨɦ ɜɟɳɟɫɬɜɟ ɢɥɢ ɟɝɨ 
ɩɪɢɦɟɫɹɯ, ɧɚɩɪɢɦɟɪ, ɝɟɧɨɬɨɤɫɢɱɟɫɤɢɟ ɩɪɢɦɟɫɹɯ). 

6.2.5.2.3. (263) 6.2.5.2.3. Ɇɨɞɭɥɶ ɋIII. ȼ ɫɥɭɱɚɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ 
ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɢɧɮɨɪɦɚɰɢɹ ɨɛ ɢɡɭɱɟɧɢɢ 
ɜɨɡɞɟɣɫɬɜɢɹ ɧɚ ɨɬɞɟɥɶɧɵɟ ɩɨɩɭɥɹɰɢɨɧɧɵɟ ɝɪɭɩɩɵ 
(ɛɟɪɟɦɟɧɧɵɟ ɠɟɧɳɢɧɵ, ɤɨɪɦɹɳɢɟ ɦɚɬɟɪɢ, ɩɚɰɢɟɧɬɵ 
ɫ ɩɨɱɟɱɧɨɣ ɧɟɞɨɫɬɚɬɨɱɧɨɫɬɶɸ, ɩɟɱɟɧɨɱɧɨɣ 
ɧɟɞɨɫɬɚɬɨɱɧɨɫɬɶɸ, ɧɚɪɭɲɟɧɢɹɦɢ ɫɟɪɞɟɱɧɨ-

ɫɨɫɭɞɢɫɬɨɣ ɫɢɫɬɟɦɵ, ɩɨɞɝɪɭɩɩɵ ɧɚɫɟɥɟɧɢɹ ɫ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦ ɝɟɧɟɬɢɱɟɫɤɢɦ ɩɨɥɢɦɨɪɮɢɡɦɨɦ). 
Ɍɚɤɠɟ ɞɨɥɠɧɚ ɛɵɬɶ ɭɤɚɡɚɧɚ ɫɬɟɩɟɧɶ ɬɹɠɟɫɬɢ 
ɧɚɪɭɲɟɧɢɹ ɮɭɧɤɰɢɢ ɩɨɱɟɤ, ɩɟɱɟɧɢ ɢɥɢ ɫɟɪɞɟɱɧɨ-

ɫɨɫɭɞɢɫɬɨɣ ɫɢɫɬɟɦɵ, ɚ ɬɚɤɠɟ ɝɟɧɟɬɢɱɟɫɤɨɝɨ 
ɩɨɥɢɦɨɪɮɢɡɦɚ). 

 ɍɱɬɟɧɨ. 
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ɍɞɚɥɢɬɶ ɩɚɪɚɝɪɚɮ, ɬɚɤ ɤɚɤ ɜɵɲɟ ɟɫɬɶ ɭɤɚɡɚɧɢɟ, 
ɱɬɨ «ɫɬɪɚɬɢɮɢɤɚɰɢɹ ɩɨ ɢɧɵɦ ɤɪɢɬɟɪɢɹɦ ɦɨɠɟɬ 
ɛɵɬɶ ɩɪɢɜɟɞɟɧɚ ɜ ɫɥɭɱɚɟ ɡɧɚɱɢɦɨɫɬɢ ɞɥɹ 
ɩɥɚɧɢɪɨɜɚɧɢɹ ɫɢɫɬɟɦɵ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
(ɧɚɩɪɢɦɟɪ, ɪɚɫɨɜɨɟ ɩɪɨɢɫɯɨɠɞɟɧɢɟ).» 

Ⱦɚɧɧɨɝɨ ɩɨɥɨɠɟɧɢɹ ɧɟɬ ɜ EU GVP Module V, rev.2.0 

6.2.5.2.7. (275-276) 6.2.5.2.7. Ɇɨɞɭɥɶ ɋVII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 
«ɂɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ». 

ȼ ɨɬɧɨɲɟɧɢɢ ɫɥɟɞɭɸɳɢɯ ɚɫɩɟɤɬɨɜ ɩɪɨɮɢɥɹ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɬɪɟɛɭɟɬɫɹ ɜɵɩɨɥɧɟɧɢɟ ɨɫɨɛɨɣ ɨɰɟɧɤɢ 
ɩɪɢɦɟɧɢɬɟɥɶɧɨ ɤ ɨɩɪɟɞɟɥɟɧɢɸ ɪɢɫɤɨɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɫ ɩɪɟɞɫɬɚɜɥɟɧɢɟɦ ɞɚɧɧɨɣ 
ɨɰɟɧɤɢ ɜ ɪɚɡɞɟɥɟ ɜ ɫɥɭɱɚɟ, ɟɫɥɢ ɨɧɢ ɩɪɢɜɨɞɹɬ ɤ 
ɪɢɫɤɚɦ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɩɪɟɩɚɪɚɬɚ:… 

В ɫɥɭɱɚɟ, ɟɫɥɢ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɟ ɩɪɟɞɫɬɚɜɥɟɧɚ ɨɰɟɧɤɚ 
ɜɵɲɟɭɤɚɡɚɧɧɵɯ ɪɢɫɤɨɜ ɢ ɧɟ ɫɞɟɥɚɧɵ 
ɤɨɦɦɟɧɬɚɪɢɢ ɨɬɧɨɫɢɬɟɥɶɧɨ ɨɛɨɫɧɨɜɚɧɧɨɫɬɢ 
ɢɫɤɥɸɱɟɧɢɹ ɞɚɧɧɵɯ ɪɢɫɤɨɜ ɢɡ ɱɢɫɥɚ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɢɥɢ ɜɚɠɧɵɯ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ, ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ 
ɜɩɪɚɜɟ ɫɞɟɥɚɬɶ ɡɚɩɪɨɫ ɨ ɞɨɩɨɥɧɟɧɢɢ ɪɚɡɞɟɥɚ 
ɨɰɟɧɤɨɣ ɞɚɧɧɵɯ ɪɢɫɤɨɜ.  

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

EU GVP Module V, rev.2.0: 

The following safety topics derived from specific 

situations/data sources are thought to be of particular 

interest for the risk identification discussion in module 

SVII, and should be discussed when they lead to risks of 

the product: 

Ʉɚɤ ɭɤɚɡɚɧɨ ɜɵɲɟ, ɨɰɟɧɤɚ ɩɨ ɷɬɢɦ ɚɫɩɟɤɬɚɦ 
ɩɪɟɞɨɫɬɚɜɥɹɟɬɫɹ, ɟɫɥɢ ɨɧɢ ɩɪɢɜɨɞɹɬ ɤ ɪɢɫɤɚɦ. 

  

 

 

ɍɱɬɟɧɨ. 
 

 

 

 

Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɚɹ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɧɟ 
ɩɪɟɞɭɫɦɚɬɪɢɜɚɟɬ 
ɨɛɹɡɚɬɟɥɶɧɨɫɬɢ ɡɚɩɪɨɫɚ. 
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Ʉɨɦɦɟɧɬɚɪɢɢ ɩɨ ɜɫɟɦ ɷɬɢɦ ɫɢɬɭɚɰɢɹɦ ɜ 
ɨɛɹɡɚɬɟɥɶɧɨɦ ɩɨɪɹɞɤɟ ɧɟ ɬɪɟɛɭɸɬɫɹ. 

Ⱦɚɧɧɨɝɨ ɩɨɥɨɠɟɧɢɹ ɧɟɬ ɜ EU GVP Module V, 

rev.2.0. 

6.2.5.2.7.3 (281) ɂɧɮɨɪɦɚɰɢɹ ɜ ɞɚɧɧɨɣ ɱɚɫɬɢ ɬɪɟɛɨɜɚɧɢɣ ɦɨɠɟɬ 
ɢɦɟɬɶ ɮɨɪɦɭ ɡɚɹɜɥɟɧɢɹ, ɨɩɢɫɵɜɚɸɳɟrɨ 
ɩɪɟɞɲɟɫɬɜɭɸɳɢɣ ɪɟrɭɥɹɬɨɪɧɵɣ ɡɚɩɪɨɫ, ɫɨ ɫɫɵɥɤɨɣ 
ɧɚ ɩɪɨɰɟɞɭɪɭ, ɟɫɥɢ ɬɚɤɨɣ ɡɚɩɪɨɫ ɛɵɥ ɫɨɫɬɚɜɥɟɧ. 

ɂɧɮɨɪɦɚɰɢɹ ɜ ɞɚɧɧɨɦ ɪɚɡɞɟɥɟ ɦɨɠɟɬ ɢɦɟɬɶ 
ɮɨɪɦɭ ɡɚɹɜɥɟɧɢɹ, ɨɩɢɫɵɜɚɸɳɟrɨ 
ɩɪɟɞɲɟɫɬɜɭɸɳɢɣ ɪɟrɭɥɹɬɨɪɧɵɣ ɡɚɩɪɨɫ ɛɵɬɶ 
ɩɪɟɞɫɬɚɜɥɟɧɚ ɜ ɜɢɞɟ ɨɩɢɫɚɧɢɹ ɩɪɟɞɲɟɫɬɜɭɸɳɟɝɨ 
ɪɟɝɭɥɹɬɨɪɧɨɝɨ ɡɚɩɪɨɫɚ, ɫɨ ɫɫɵɥɤɨɣ ɧɚ ɩɪɨɰɟɞɭɪɭ, ɜ 
ɯɨɞɟ ɤɨɬɨɪɨɣ ɬɚɤɨɣ ɡɚɩɪɨɫ ɛɵɥ ɫɨɫɬɚɜɥɟɧ. 

EU GVP: The information included in this section may 

take the form of a statement describing a previous 

regulatory request, with a reference to the procedure 

where such request was formulated. 

 ɍɱɬɟɧɨ. 
 

6.2.5.2.7.4 (282) Ɇɨɞɭɥɶ ɋVII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. Ɋɚɡɞɟɥ 
«ɉɨɞɪɨɛɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɨ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ 
ɪɢɫɤɚɯ ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ».  

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

RMP pКrt II, moНuХО SVII sОМtТon “DОtКТХs oП 
important identified risks, important potential risks, and 

missing information” 

 ɍɱɬɟɧɨ. 

6.2.5.2.7.4 (283) …ɩɪɟɞɨɬɜɪɚɬɢɦɨɫɬɶ (ɬɨ ɟɫɬɶ ɩɪɟɞɫɤɚɡɭɟɦɨɫɬɶ ɢɥɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, ɩɨɦɢɦɨ 
ɮɨɪɦɢɪɨɜɚɧɢɹ ɜ ɰɟɥɨɦ ɨɫɜɟɞɨɦɥɟɧɧɨɫɬɢ 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɪɢɫɤɚ ɩɭɬɟɦ ɜɤɥɸɱɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ; 

 ɍɱɬɟɧɨ. 
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ɜɨɡɦɨɠɧɨɫɬɶ ɜɵɹɜɥɟɧɢɹ ɪɢɫɤɚ ɧɚ ɧɚɱɚɥɶɧɨɦ ɷɬɚɩɟ 
ɪɟɚɥɢɡɚɰɢɢ, ɱɬɨ ɦɨɠɟɬ ɩɨɡɜɨɥɢɬɶ ɫɧɢɡɢɬɶ ɫɬɟɩɟɧɶ 
ɬɹɠɟɫɬɢ ɫɟɪɶɟɡɧɨɫɬɶ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ; 

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

EU GVP Module V, rev.2.0: 

preventability (i.e. predictability of a risk; whether 

risk factors have been identified that can be minimised 

by routine or additional risk minimisation activities 

other than general awareness using the PI; possibility of 

detection at an early stage which could mitigate 

seriousness); 

6.2.5.2.8 (285) Ɇɨɞɭɥɶ ɋVIII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ – 

ɨɛɨɛɳɟɧɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ ɩɪɨɛɥɟɦɚɦ 
ɛɟɡɨɩɚɫɧɨɫɬɢ. 

ȼ ɦɨɞɭɥɟ ɭɤɚɡɵɜɚɟɬɫɹ ɨɛɨɛɳɟɧɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ 
ɨɩɪɟɞɟɥɹɟɦɵɦ ɩɪɨɛɥɟɦɚɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ 
ɤɥɚɫɫɢɮɢɰɢɪɭɟɬɫɹ ɩɨ ɫɥɟɞɭɸɳɢɦ ɤɚɬɟɝɨɪɢɹɦ: 

ɚ) ɜɚɠɧɵɣ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣ ɪɢɫɤ; 
ɛ) ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ; 
ɜ) ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

RMP pКrt II, moНuХО SVII sОМtТon “DОtКТХs oП 
important identified risks, important potential risks, and 

missing information” 

 ɍɱɬɟɧɨ. 

6.2.5.3. (286) ɑɚɫɬɶ III ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ – ɩɥɚɧ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 

ɐɟɥɶɸ ɩɥɚɧɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɹɜɥɹɟɬɫɹ 
ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɨɛɡɨɪɚ ɢ ɨɛɨɫɧɨɜɚɧɢɹ 
ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɯ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɞɟɣɫɬɜɢɣ ɩɨ ɞɚɥɶɧɟɣɲɟɣ 
ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, 
ɜɤɥɸɱɟɧɧɵɯ ɜ ɫɩɟɰɢɮɢɤɚɰɢɸ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ. ɉɥɚɧ 

 ɍɱɬɟɧɨ.   
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ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ 
ɫɬɪɭɤɬɭɪɢɪɨɜɚɧɧɵɣ ɩɥɚɧ, ɪɚɡɪɚɛɨɬɚɧɧɵɣ ɫ ɰɟɥɶɸ:… 

ɨɩɪɟɞɟɥɟɧɢɹ ɦɟɬɨɞɨɜ ɩɨɥɭɱɟɧɢɹ ɜɚɠɧɨɣ 

ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ; 
ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: RMP pКrt II, moНuХО SVII sОМtТon “DОtКТХs oП 
important identified risks, important potential risks, and 

missing information” 

6.2.5.2.7.  (274-275) Ɇɨɞɭɥɶ ɋVII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 
«ɂɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ». 

ȼ ɨɬɧɨɲɟɧɢɢ ɫɥɟɞɭɸɳɢɯ ɚɫɩɟɤɬɨɜ ɩɪɨɮɢɥɹ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɬɪɟɛɭɟɬɫɹ ɜɵɩɨɥɧɟɧɢɟ ɨɫɨɛɨɣ ɨɰɟɧɤɢ 
ɩɪɢɦɟɧɢɬɟɥɶɧɨ ɤ ɨɩɪɟɞɟɥɟɧɢɸ ɪɢɫɤɨɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɫ ɩɪɟɞɫɬɚɜɥɟɧɢɟɦ ɞɚɧɧɨɣ 
ɨɰɟɧɤɢ ɜ ɪɚɡɞɟɥɟ ɜ ɫɥɭɱɚɟ, ɟɫɥɢ ɨɧɢ ɩɪɢɜɨɞɹɬ ɤ 
ɪɢɫɤɚɦ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɩɪɟɩɚɪɚɬɚ:….. 

В ɫɥɭɱɚɟ, ɟɫɥɢ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɟ ɩɪɟɞɫɬɚɜɥɟɧɚ ɨɰɟɧɤɚ 
ɜɵɲɟɭɤɚɡɚɧɧɵɯ ɪɢɫɤɨɜ ɢ ɧɟ ɫɞɟɥɚɧɵ 
ɤɨɦɦɟɧɬɚɪɢɢ ɨɬɧɨɫɢɬɟɥɶɧɨ ɨɛɨɫɧɨɜɚɧɧɨɫɬɢ 
ɢɫɤɥɸɱɟɧɢɹ ɞɚɧɧɵɯ ɪɢɫɤɨɜ ɢɡ ɱɢɫɥɚ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɢɥɢ ɜɚɠɧɵɯ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ, ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ 
ɜɩɪɚɜɟ ɫɞɟɥɚɬɶ ɡɚɩɪɨɫ ɨ ɞɨɩɨɥɧɟɧɢɢ ɪɚɡɞɟɥɚ 
ɨɰɟɧɤɨɣ ɞɚɧɧɵɯ ɪɢɫɤɨɜ.  

EU GVP Module V, rev.2.0: 

The following safety topics derived from specific 

situations/data sources are thought to be of particular 

interest for the risk identification discussion in module 

SVII, and should be discussed when they lead to risks of 

Ʉɚɤ ɭɤɚɡɚɧɨ ɜɵɲɟ, ɨɰɟɧɤɚ ɩɨ ɷɬɢɦ ɚɫɩɟɤɬɚɦ 

ɩɪɟɞɨɫɬɚɜɥɹɟɬɫɹ, ɟɫɥɢ ɨɧɢ ɩɪɢɜɨɞɹɬ ɤ ɪɢɫɤɚɦ. 

  

 

ɍɱɬɟɧɨ. 
 

 

 

 

 

Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɚɹ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɧɟ 
ɩɪɟɞɭɫɦɚɬɪɢɜɚɟɬ 
ɨɛɹɡɚɬɟɥɶɧɨɫɬɢ ɡɚɩɪɨɫɚ. 
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Ʉɨɦɦɟɧɬɚɪɢɢ ɩɨ ɜɫɟɦ ɷɬɢɦ ɫɢɬɭɚɰɢɹɦ ɜ 
ɨɛɹɡɚɬɟɥɶɧɨɦ ɩɨɪɹɞɤɟ ɧɟ ɬɪɟɛɭɸɬɫɹ. 

Ⱦɚɧɧɨɝɨ ɩɨɥɨɠɟɧɢɹ ɧɟɬ ɜ EU GVP Module V, 

rev.2.0. 

the product: 

6.2.5.2.7.4.  (283) Ɇɨɞɭɥɶ ɋVII… 

ɩɪɟɞɨɬɜɪɚɬɢɦɨɫɬɶ (ɬɨ ɟɫɬɶ ɩɪɟɞɫɤɚɡɭɟɦɨɫɬɶ ɢɥɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, ɩɨɦɢɦɨ 
ɮɨɪɦɢɪɨɜɚɧɢɹ ɜ ɰɟɥɨɦ ɨɫɜɟɞɨɦɥɟɧɧɨɫɬɢ 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɪɢɫɤɚ ɩɭɬɟɦ ɜɤɥɸɱɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ; 
ɜɨɡɦɨɠɧɨɫɬɶ ɜɵɹɜɥɟɧɢɹ ɪɢɫɤɚ ɧɚ ɧɚɱɚɥɶɧɨɦ ɷɬɚɩɟ 
ɪɟɚɥɢɡɚɰɢɢ, ɱɬɨ ɦɨɠɟɬ ɩɨɡɜɨɥɢɬɶ ɫɧɢɡɢɬɶ ɫɬɟɩɟɧɶ 
ɬɹɠɟɫɬɢ ɫɟɪɶɟɡɧɨɫɬɶ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ; 

EU GVP Module V, rev.2.0: 

preventability (i.e. predictability of a risk; whether 

risk factors have been identified that can be minimised 

by routine or additional risk minimisation activities 

other than general awareness using the PI; possibility of 

detection at an early stage which could mitigate 

seriousness); 

Ɏɪɚɡɚ ɧɟɩɨɧɹɬɧɚ: «ɢ ɩɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɫ ɨɩɢɫɚɧɢɟɦ ɫɢɫɬɟɦɵ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ ɪɟɡɸɦɟ ɩɥɚɧɚ.». ȼ ɰɟɥɨɦ, 
ɬɪɟɛɨɜɚɧɢɹ ɜ ɩɭɧɤɬɟ ɢɡɥɨɠɟɧɵ ɧɟɞɨɫɬɚɬɨɱɧɨ 
ɩɨɧɹɬɧɨ.  

Ⱦɥɹ ɥɭɱɲɟɝɨ ɜɨɫɩɪɢɹɬɢɹ ɩɪɟɞɥɚɝɚɟɬɫɹ ɪɚɡɧɟɫɬɢ 
ɧɚ ɞɜɚ ɩɨɞɩɭɧɤɬɚ ɩɪɟɞɨɫɬɚɜɥɟɧɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɩɪɢ (1) ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ ɢ 
(2) ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɩɪɢɜɟɞɟɧɢɟ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ 
ɬɪɟɛɨɜɚɧɢɹɦɢ ɋɨɸɡɚ. ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɩɪɚɜɢɥɶɧɨɝɨ 

 ɍɱɬɟɧɨ. 
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ɬɨɥɤɨɜɚɧɢɹ, ɩɪɟɞɥɚɝɚɟɬɫɹ ɭɬɨɱɧɢɬɶ «ɜ 
ɪɟɮɟɪɟɧɬɧɨɦ ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ», ɬ.ɤ. ɨɰɟɧɤɭ 
ɞɨɤɭɦɟɧɬɨɜ ɩɪɨɜɨɞɹɬ ɜɫɟ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɵ, ɧɨ 
ɨɫɧɨɜɧɭɸ ɨɰɟɧɤɭ ɩɪɨɜɨɞɢɬ ɢɦɟɧɧɨ ɪɟɮɟɪɟɧɬɧɨɟ 
ɝɨɫɭɞɚɪɫɬɜɨ-ɱɥɟɧ. ɋɥɨɜɨ «ɞɨɩɨɥɧиɬɟɥɶɧɵɯ» 
ɨɬɧɨɫɢɬɫɹ ɢ ɤ ɦɟɪɨɩɪɢɹɬɢɹɦ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɢ 
ɤ ɦɟɪɨɩɪɢɹɬɦɢ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ.  
ȼɨ ɢɡɛɟɠɜɚɧɢɟ ɧɟɩɪɚɜɢɥɶɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ, 
ɩɪɟɞɥɚɝɚɟɬɫɹ ɞɨɛɚɜɢɬɶ ɟɝɨ ɜɬɨɪɨɣ ɪɚɡ ɞɥɹ 
ɭɬɨɱɧɟɧɢɹ. Эɬɨ ɭɬɨɱɧɟɧɢɟ ɨɱɟɧɶ ɜɚɠɧɨ, ɩɨɫɤɨɥɶɤɭ ɤ 
ɪɭɬɢɧɧɵɦɢ ɦɟɪɨɩɪɢɹɬɢɹɦ ɞɚɧɧɨɟ ɬɪɟɛɨɜɚɧɢɟ ɧɟ 
ɨɬɧɨɫɢɬɫɹ. ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɩɪɚɜɢɥɶɧɨɝɨ 
ɬɨɥɤɨɜɚɧɢɹ, ɞɨɛɚɜɢɬɶ ɮɪɚɡɭ ɩɪɨ ɞɪɭɝɢɟ ɫɢɬɭɚɰɢɢ, 
ɢɧɚɱɟ ɬɪɟɛɨɜɚɧɢɹ ɩɨ ɧɢɦ ɱɟɬɤɨ ɧɟ ɨɛɨɡɧɚɱɟɧɵ. 

6.2.5.3.3. (302) 6.2.5.3.3. ɑɚɫɬɶ III ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 
Ɋɚɡɞɟɥ «ɋɜɨɞɧɚɹ ɬɚɛɥɢɰɚ ɩɨ ɞɨɩɨɥɧɢɬɟɥɶɧɵɦ 
ɦɟɪɨɩɪɢɹɬɢɹɦ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ».…  

ȿɫɥɢ ɭɫɬɚɧɨɜɥɟɧɧɵɟ ɭɫɥɨɜɢɟ ɢɥɢ ɨɛɹɡɚɬɟɥɶɫɬɜɨ 
ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ ɧɟɢɧɬɟɪɜɟɧɰɢɨɧɧɨɟ 
ɢɫɫɥɟɞɨɜɚɧɢɟ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɜɵɩɨɥɧɟɧɢɟ ɞɚɧɧɨɝɨ 
ɢɫɫɥɟɞɨɜɚɧɢɹ ɩɨɞɥɟɠɢɬ ɤɨɧɬɪɨɥɸ ɫɨ ɫɬɨɪɨɧɵ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ ɢ ɩɪɢ ɩɥɚɧɢɪɨɜɚɧɢɢ ɢ 
ɩɪɨɜɟɞɟɧɢɢ ɢɫɫɥɟɞɨɜɚɧɢɹ ɞɟɪɠɚɬɟɥɟɦ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɞɨɥɠɧɨ ɛɵɬɶ 
ɨɛɟɫɩɟɱɟɧɨ ɜɵɩɨɥɧɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ, ɨɩɪɟɞɟɥɹɟɦɵɯ ɜ 
ɱɚɫɬɢ VIII ɪɚɡɞɟɥɟ 10 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ. 

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

ɉɪɨɜɟɪɢɬɶ: ɜɟɪɨɹɬɧɨ, ɢɦɟɟɬɫɹ ɜ ɜɢɞɭ ɪɚɡɞɟɥ 10, 
ɝɞɟ ɨɩɢɫɚɧɵ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɵɟ ɢɫɫɥɟɞɨɜɚɧɢɹ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ (?) 

 ɍɱɬɟɧɨ. 

6.2.5.5 (309) ɑɚɫɬɶ V ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ – ɦɟɪɵ ɩɨ 
ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ… 

Ⱦɟɪɠɚɬɟɥɹɦɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ 

 ɍɱɬɟɧɨ. 
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ɞɨɥɠɧɚ ɜɵɩɨɥɧɹɬɶɫɹ ɩɟɪɢɨɞɢɱɟɫɤɚɹ ɨɰɟɧɤɚ 
ɧɟɨɛɯɨɞɢɦɨɫɬɢ ɩɪɨɞɨɥɠɟɧɢɹ ɜɵɩɨɥɧɟɧɢɹ 
ɭɫɬɚɧɨɜɥɟɧɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, ɚ ɬɚɤɠɟ 
ɜɵɩɨɥɧɹɬɶɫɹ ɨɰɟɧɤɚ ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ 
ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ. Ɋɭɤɨɜɨɞɫɬɜɨ ɩɨ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɦ ɦɟɪɚɦ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ ɢ 
ɨɰɟɧɤɟ ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɦɟɪ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ 
ɩɪɟɞɫɬɚɜɥɟɧɨ ɜ ɱɚɫɬɢ XII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ  

ɇɟɨɛɯɨɞɢɦɨ ɩɪɨɜɟɪɢɬɶ ɩɪɚɜɢɥɶɧɨɫɬɶ ɫɫɵɥɤɢ ɧɚ «ɜ 
ɱɚɫɬɢ БII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ», ɩɨɫɤɨɥɶɤɭ 
ɬɚɤɨɝɨ ɪɚɡɞɟɥɚ ɜ ɩɥɚɧɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɧɟɬ.  
ȼ ɫɥɭɱɚɟ ɨɬɫɭɬɫɬɜɢɹ ɭɤɚɡɚɧɧɨɝɨ ɫɩɪɚɜɨɱɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ ɩɪɟɞɥɨɠɟɧɢɟ ɫɥɟɞɭɟɬ ɭɞɚɥɢɬɶ 

6.2.6 ȼɡɚɢɦɨɫɜɹɡɶ ɦɟɠɞɭ ɩɥɚɧɨɦ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ 
ɩɟɪɢɨɞɢɱɟɫɤɢɦ ɨɛɧɨɜɥɹɟɦɵɦ ɨɬɱɟɬɨɦ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ… 

ɑɚɫɬɶ II, ɦɨɞɭɥɶ ɋVII «ɂɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɢ 
ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ» ɢ ɱɚɫɬɶ II, ɦɨɞɭɥɶ SɋVIII – 

«Ʉɪɚɬɤɚɹ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚ ɩɪɨɛɥɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ» 

ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ ɩɨɞɪɚɡɞɟɥ 16.1 
«Ʉɪɚɬɤɢɟ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɩɪɨɛɥɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ» ɢ 
16.4 «ɏɚɪɚɤɬɟɪɢɫɬɢɤɚ ɪɢɫɤɨɜ» ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ;  
ɂɫɩɪɚɜɥɟɧɢɟ ɧɭɦɟɪɚɰɢɢ ɪɚɡɞɟɥɨɜ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ 

 ɍɱɬɟɧɨ. 

6.3 (349) Ɍɪɟɛɨɜɚɧɢɹ ɤ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ.  

ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɩɨɞɥɟɠɢɬ ɩɨɞɚɱɟ ɜ 
ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɫ ɜɨɡɦɨɠɧɨɫɬɶɸ ɬɟɤɫɬɨɜɨɝɨ 
ɩɨɢɫɤɚ ɧɚ ɪɭɫɫɤɨɦ ɹɡɵɤɟ ɢɥɢ ɧɚ ɚɧɝɥɢɣɫɤɨɦ ɹɡɵɤɟ ɫ 
ɩɟɪɟɜɨɞɨɦ ɨɬɞɟɥɶɧɵɯ ɱɚɫɬɟɣ. 

 ɍɱɬɟɧɨ ɱɚɫɬɢɱɧɨ. əɡɵɤ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɭɤɚɡɚɧ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɞɟɣɫɬɜɭɸɳɟɣ 
ɪɟɞɚɤɰɢɟɣ Ɋɟɲɟɧɢɹ ɋɨɜɟɬɚ 
№ 78 ɨɬ 03.11.16 
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Ⱦɨɛɚɜɢɬɶ ɜɨɡɦɨɠɧɨɫɬɶ ɩɨɞɚɱɢ ɧɚ ɚɧɝɥɢɣɫɤɨɦ 
ɹɡɵɤɟ ɫ ɱɚɫɬɢɱɧɵɦ ɩɟɪɟɜɨɞɨɦ ɧɚ ɪɭɫɫɤɢɣ. 
Ƚɚɪɦɨɧɢɡɚɰɢɹ ɫ «ɉɪɚɜɢɥɚɦɢ ɪɟɝɢɫɬɪɚɰɢɢ» 

6.3.1 (349-351) Ɍɪɟɛɨɜɚɧɢɹ ɤ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɞɥɹ ɞɟɪɠɚɬɟɥɟɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɩɪɢ ɩɨɞɚɱɟ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ. 

ɉɪɢ ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ ɢ 
ɩɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɫ ɨɩɢɫɚɧɢɟɦ ɫɢɫɬɟɦɵ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɢ ɪɟɡɸɦɟ ɩɥɚɧɚ ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɞɥɹ ɜɫɟɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ.  

ɉɪɢ ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɩɪɢɜɟɞɟɧɢɟ  
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 

ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɋɨɸɡɚ:  

- ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɞɟɣɫɬɜɭɸɳɟɟ 
ɜɟɳɟɫɬɜɨ ɤɨɬɨɪɨɝɨ ɯɨɪɨɲɨ ɢɡɭɱɟɧɨ ɜ ɯɨɞɟ 
ɦɟɞɢɰɢɧɫɤɨɝɨ ɩɪɢɦɟɧɟɧɢɹ, ɩɪɢ ɷɬɨɦ ɩɪɢɡɧɚɧɵ  
ɟɝɨ ɷɮɮɟɤɬɢɜɧɨɫɬɶ ɢ ɩɪɢɟɦɥɟɦɚɹ ɫɬɟɩɟɧɶ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɢ ɩɪɨɲɥɨ ɧɟ ɦɟɧɟɟ 10 ɥɟɬ ɫ  
ɞɚɬɵ ɩɟɪɜɨɝɨ ɫɢɫɬɟɦɚɬɢɱɟɫɤɨɝɨ ɢ 
ɞɨɤɭɦɟɧɬɢɪɨɜɚɧɧɨɝɨ ɩɪɢɦɟɧɟɧɢɹ ɞɟɣɫɬɜɭɸɳɟɝɨ 
ɜɟɳɟɫɬɜɚ (ɞɟɣɫɬɜɭɸɳɢɯ ɜɟɳɟɫɬɜ) ɞɚɧɧɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɪɟɮɟɪɟɧɬɧɨɦ 

ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ, ɨɫɭɳɟɫɬɜɥɹɸɳɟɦ ɨɰɟɧɤɭ 
ɡɚɹɜɥɟɧɢɹ ɧɚ ɩɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɢ ɭ ɤɨɬɨɪɨɝɨ 
ɨɬɫɭɬɫɬɜɭɟɬ ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɧɚ ɦɨɦɟɧɬ 
ɩɪɢɜɟɞɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ; 

- ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, 

ɤɨɬɨɪɵɣ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɤɪɢɬɟɪɢɹɦ ɩɪɟɞɫɬɚɜɥɟɧɢɹ 
ɭɩɪɨɳɟɧɧɨɝɨ ɞɨɫɶɟ;  

- ɝɨɦɟɨɩɚɬɢɱɟɫɤɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, 
ɤɨɬɨɪɵɣ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɤɪɢɬɟɪɢɹɦ ɩɪɟɞɫɬɚɜɥɟɧɢɹ 

 ɍɱɬɟɧɨ. ɉɭɧɤɬ 
ɩɟɪɟɮɨɪɦɭɥɢɪɨɜɚɧ ɞɥɹ 
ɥɭɱɲɟɝɨ ɩɨɧɢɦɚɧɢɹ (ɩɩ.349-

351). 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Ɉɬɤɥɨɧɟɧɨ. ɉɍɊ ɜɯɨɞɢɬ ɜ 
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ɭɩɪɨɳɟɧɧɨɝɨ ɞɨɫɶɟ; 
ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɬɨɥɶɤɨ ɜ 

ɫɥɭɱɚɟ ɜɧɟɫɟɧɢɹ ɧɨɜɨɝɨ ɩɨɤɚɡɚɧɢɹ ɤ ɩɪɢɦɟɧɟɧɢɸ, 
ɩɪɢ ɜɨɡɧɢɤɧɨɜɟɧɢɢ ɩɪɨɛɥɟɦɵ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, 
ɨɤɚɡɵɜɚɸɳɟɣ ɜɥɢɹɧɢɟ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ  
«ɩɨɥɶɡɚ – ɪɢɫɤ» ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɢɥɢ ɜ 
ɢɧɵɯ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ ɨɛɟɫɩɟɱɟɧɢɟ ɩɪɢɦɟɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɪɢ ɩɪɟɜɵɲɟɧɢɢ  
ɩɨɥɶɡɵ ɧɚɞ ɪɢɫɤɨɦ ɬɪɟɛɭɟɬ ɜɜɟɞɟɧɢɹ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɢɥɢ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ 
ɪɢɫɤɨɜ. 

В ɞɪɭɝɢɯ ɫɢɬɭɚɰɢɹɯ ɩɪɢ ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ 
ɩɪɢɜɟɞɟɧɢɟ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ 
ɬɪɟɛɨɜɚɧɢɹɦɢ ɋɨɸɡɚ ɬɪɟɛɭɟɬɫɹ ɩɪɟɞɨɫɬɚɜɥɟɧɢɟ 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 

Ɏɪɚɡɚ ɧɟɩɨɧɹɬɧɚ: «ɢ ɩɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ 
ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɫ ɨɩɢɫɚɧɢɟɦ ɫɢɫɬɟɦɵ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ ɪɟɡɸɦɟ ɩɥɚɧɚ.» 

ȼ ɰɟɥɨɦ, ɬɪɟɛɨɜɚɧɢɹ ɜ ɩɭɧɤɬɟ ɢɡɥɨɠɟɧɵ 
ɧɟɞɨɫɬɚɬɨɱɧɨ ɩɨɧɹɬɧɨ.  

Ⱦɥɹ ɥɭɱɲɟɝɨ ɜɨɫɩɪɢɹɬɢɹ ɩɪɟɞɥɚɝɚɟɬɫɹ ɪɚɡɧɟɫɬɢ 
ɧɚ ɞɜɚ ɩɨɞɩɭɧɤɬɚ ɩɪɟɞɨɫɬɚɜɥɟɧɢɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɩɪɢ (1) ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ ɢ 
(2) ɩɨɞɚɱɟ ɡɚɹɜɥɟɧɢɹ ɧɚ ɩɪɢɜɟɞɟɧɢɟ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ 
ɬɪɟɛɨɜɚɧɢɹɦɢ ɋɨɸɡɚ.  

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɩɪɚɜɢɥɶɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ, 
ɩɪɟɞɥɚɝɚɟɬɫɹ ɭɬɨɱɧɢɬɶ «ɜ ɪɟɮɟɪɟɧɬɧɨɦ 
ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ», ɬ.ɤ. ɨɰɟɧɤɭ ɞɨɤɭɦɟɧɬɨɜ 
ɩɪɨɜɨɞɹɬ ɜɫɟ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɵ, ɧɨ ɨɫɧɨɜɧɭɸ 

 

 

 

 

 

 

ɍɱɬɟɧɨ (ɜ ɱɚɫɬɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ 
ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ) 
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ɨɰɟɧɤɭ ɩɪɨɜɨɞɢɬ ɢɦɟɧɧɨ ɪɟɮɟɪɟɧɬɧɨɟ ɝɨɫɭɞɚɪɫɬɜɨ-

ɱɥɟɧ. ɋɥɨɜɨ «ɞɨɩɨɥɧиɬɟɥɶɧɵɯ» ɨɬɧɨɫɢɬɫɹ ɢ ɤ 
ɦɟɪɨɩɪɢɹɬɢɹɦ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɢ ɤ ɦɟɪɨɩɪɢɹɬɦɢ 
ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ. ȼɨ ɢɡɛɟɠɜɚɧɢɟ 
ɧɟɩɪɚɜɢɥɶɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ, ɩɪɟɞɥɚɝɚɟɬɫɹ ɞɨɛɚɜɢɬɶ 
ɟɝɨ ɜɬɨɪɨɣ ɪɚɡ ɞɥɹ ɭɬɨɱɧɟɧɢɹ. Эɬɨ ɭɬɨɱɧɟɧɢɟ ɨɱɟɧɶ 
ɜɚɠɧɨ, ɩɨɫɤɨɥɶɤɭ ɤ ɪɭɬɢɧɧɵɦɢ ɦɟɪɨɩɪɢɹɬɢɹɦ 
ɞɚɧɧɨɟ ɬɪɟɛɨɜɚɧɢɟ ɧɟ ɨɬɧɨɫɢɬɫɹ. 

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɩɪɚɜɢɥɶɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ, 
ɞɨɛɚɜɢɬɶ ɮɪɚɡɭ ɩɪɨ ɞɪɭɝɢɟ ɫɢɬɭɚɰɢɢ, ɢɧɚɱɟ 
ɬɪɟɛɨɜɚɧɢɹ ɩɨ ɧɢɦ ɱɟɬɤɨ ɧɟ ɨɛɨɡɧɚɱɟɧɵ. 

6.3.1.1.2. (353) ɉɨɞɚɱɚ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ ɜɨɫɩɪɨɢɡɜɟɞɟɧɧɵɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ… 

ȼ ɦɨɞɭɥɟ ɋVII ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ 
ɤɪɢɬɢɱɟɫɤɚɹ ɨɰɟɧɤɚ ɢɦɟɸɳɟɣɫɹ ɢɧɮɨɪɦɚɰɢɢ  
ɩɨ ɪɢɫɤɚɦ, ɫɜɹɡɚɧɧɵɦ ɫ ɩɪɢɦɟɧɟɧɢɟɦ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɧɚɩɪɢɦɟɪ, ɞɚɧɧɵɟ 
ɞɨɤɥɢɧɢɱɟɫɤɨɝɨ ɢ ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɡɭɱɟɧɢɹ, ɧɚɭɱɧɨɣ 
ɥɢɬɟɪɚɬɭɪɵ, ɢɧɮɨɪɦɚɰɢɹ ɪɚɡɪɚɛɨɬɱɢɤɚ ɪɟɮɟɪɟɧɬɧɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ) ɢ ɩɪɟɞɥɨɠɟɧ  
ɩɟɪɟɱɟɧɶ ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɢ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ, ɚ ɬɚɤɠɟ ɜɚɠɧɨɣ 

ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ.  
ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

…. MoНuХО SVII sСouХН МrТtТМКХХв КnКХвsО КvКТХКЛХО 
relevant information (e.g. own pre-clinical and clinical 

data, scientific literature, originКtor proНuМt’s proНuМt 
information) and propose a list of important identified 

and potential risks as well as missing information. 

 ɍɱɬɟɧɨ. 

6.3.2. (359-360) ɋɭɳɟɫɬɜɟɧɧɵɟ ɢɡɦɟɧɟɧɢɹ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ 
ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ ɦɨɠɟɬ ɛɵɬɶ 
ɫɜɹɡɚɧɨ, ɧɚɩɪɢɦɟɪ, ɫ ɞɨɩɨɥɧɟɧɢɟɦ ɨɛɪɚɡɨɜɚɬɟɥɶɧɵɯ 

 ɇȿ ɬɪɟɛɭɟɬ ɭɱɟɬɚ. ɇɟ 
ɫɨɞɟɪɠɢɬ ɩɪɟɞɥɨɠɟɧɢɣ ɢ 
ɡɚɦɟɱɚɧɢɣ 
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ɦɚɬɟɪɢɚɥɨɜ ɧɨɜɨɣ ɩɪɨɛɥɟɦɨɣ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ,  
ɱɬɨ ɬɚɤɠɟ ɨɬɪɚɠɚɟɬɫɹ ɜ ɞɪɭɝɢɯ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ 
ɪɚɡɞɟɥɚɯ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 

6.3.2.1. , 6.3.3. ,7.1.7.2 ɢ 
ɞɚɥɟɟ 

ɉɪɟɞɫɬɚɜɥɟɧɢɟ ɧɨɜɵɯ ɩɥɚɧɨɜ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
ɩɨ ɡɚɩɪɨɫɭ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-

ɱɥɟɧɨɜ ɜ ɫɜɹɡɢ ɫ ɜɵɹɜɥɟɧɧɨɣ ɩɪɨɛɥɟɦɨɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ… 

6.3.2.12. Ⱦɨɛɪɨɜɨɥɶɧɨɟ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɧɨɜɵɯ 
ɩɥɚɧɨɜ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɩɨɫɥɟ ɩɪɨɯɨɠɞɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɢ 

ȼɨɫɫɬɚɧɨɜɥɟɧɚ ɩɪɚɜɢɥɶɧɚɹ ɧɭɦɟɪɚɰɢɹ ɪɚɡɞɟɥɨɜ … 

 ɍɱɬɟɧɨ. ȼɜɟɞɟɧɚ ɫɤɜɨɡɧɚɹ 
ɧɭɦɟɪɚɰɢɹ. 

7.2.2.7. (490-491) ɉɪɟɞɫɬɚɜɥɟɧɢɟ ɫɨɨɛɳɟɧɢɣ ɨ ɧɟɠɟɥɚɬɟɥɶɧɵɯ 
ɪɟɚɤɰɢɹɯ ɜ ɩɟɪɢɨɞ ɦɟɠɞɭ ɩɨɞɚɱɟɣ ɡɚɹɜɥɟɧɢɹ ɧɚ 
ɝɨɫɭɞɚɪɫɬɜɟɧɧɭɸ ɪɟɝɢɫɬɪɚɰɢɸ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɢ ɩɨɥɭɱɟɧɢɟɦ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɨ ɟɝɨ 
ɝɨɫɭɞɚɪɫɬɜɟɧɧɨɣ ɪɟɝɢɫɬɪɚɰɢɢ. 

ȼ ɫɥɭɱɚɟ ɩɨɥɭɱɟɧɢɹ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɫɜɟɞɟɧɢɣ ɨ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ, 
ɜɵɹɜɥɟɧɧɵɯ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɧɚ ɬɟɪɪɢɬɨɪɢɢ ɞɪɭɝɢɯ ɫɬɪɚɧ, ɜɚɥɢɞɧɵɟ 
ɢɧɞɢɜɢɞɭɚɥɶɧɵɟ ɫɨɨɛɳɟɧɢɹ ɨ ɧɟɠɟɥɚɬɟɥɶɧɵɯ 
ɪɟɚɤɰɢɹɯ ɢ ɢɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɩɨɞɥɟɠɢɬ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ 
ɫɨɝɥɚɫɧɨ ɩɭɧɤɬɭ 7.1.7.1 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ. 

(Ⱦɚɧɧɨɟ ɩɨɥɨɠɟɧɢɟ ɜɫɬɭɩɚɟɬ ɜ ɫɢɥɭ ɩɨɫɥɟ 
ɜɧɟɞɪɟɧɢɹ ɟɞɢɧɨɣ ɛɚɡɵ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ 
ɪɟɚɤɰɢɣ ɋɨɸɡɚ ɫ ɜɨɡɦɨɠɧɨɫɬɶɸ ɩɟɪɟɞɚɱɢ 
ɫɨɨɛɳɟɧɢɣ ɱɟɪɟɡ ɲɥɸɡ (E2B)). 

1) ȼ ɉɪɚɜɢɥɚɯ ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ ɧɟ ɩɪɟɞɭɫɦɨɬɪɟɧɚ 
ɩɪɨɰɟɞɭɪɚ ɩɪɟɞɨɫɬɚɜɥɟɧɢɹ ɞɨɩɨɥɧɢɬɟɥɶɧɨɣ (ɧɨɜɨɣ) 
ɢɧɮɨɪɦɚɰɢɢ ɜ ɩɪɨɰɟɫɫɟ ɪɟɝɢɫɬɪɚɰɢɢ ɩɪɟɩɚɪɚɬɚ. 

 ɍɱɬɟɧɨ. 
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ɇɟɨɛɯɨɞɢɦɨ ɨɩɢɫɚɬɶ ɬɚɤɭɸ ɩɪɨɰɟɞɭɪɭ ɜ ɉɪɚɜɢɥɚɯ 
ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ, 
ɢɧɚɱɟ ɜɵɩɨɥɧɟɧɢɟ ɞɚɧɧɨɝɨ ɩɭɧɤɬɚ ɧɟɜɨɡɦɨɠɧɨ ɞɥɹ 
ɞɟɪɠɚɬɟɥɟɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ. 

2) ɉɪɟɞɥɚɝɚɟɬɫɹ ɨɬɥɨɠɢɬɶ ɜɜɟɞɟɧɢɟ ɜ ɞɟɣɫɬɜɢɟ 
ɞɚɧɧɨɝɨ ɩɭɧɤɬɚ ɞɨ ɪɟɲɟɧɢɹ ɩɪɚɤɬɢɱɟɫɤɢɯ ɜɨɩɪɨɫɨɜ ɫ 
ɛɚɡɚɦɢ ɞɚɧɧɵɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ 
ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɢ E2B: 

ɩɪɢ ɨɬɫɭɬɫɬɜɢɢ E2B ɩɟɪɟɞɚɱɢ ɫɨɨɛɳɟɧɢɣ (ɲɥɸɡɚ) 
ɪɚɫɫɵɥɤɚ ɜɨɡɦɨɠɧɚ ɬɨɥɶɤɨ ɜ ɜɢɞɟ CIOMS-I ɮɨɪɦ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɩɨ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɟ, ɱɬɨ 
ɞɟɥɚɟɬ ɧɟɜɨɡɦɨɠɧɵɦ ɚɞɟɤɜɚɬɧɭɸ ɨɰɟɧɤɭ 
ɫɨɨɛɳɟɧɢɣ. Ɋɚɫɫɦɨɬɪɟɧɢɟ ɢɧɮɨɪɦɚɰɢɢ, ɤɚɠɞɵɦ 
ɝɨɫɭɞɚɪɫɬɜɨɦ-ɱɥɟɧɨɦ ɜ «ɪɭɱɧɨɦ» ɪɟɠɢɦɟ 
ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɦɚɥɨɷɮɮɟɤɬɢɜɧɵɦ ɢ ɡɚɬɪɚɬɧɵɦ ɜ 
ɨɬɧɨɲɟɧɢɢ ɪɟɫɭɪɫɨɜ.  

ɩɪɢ ɨɬɫɭɬɫɬɜɢɢ ɟɞɢɧɨɣ ɛɚɡɵ ɋɨɸɡɚ ɪɚɫɫɵɥɤɚ 
ɞɨɥɠɧɚ ɩɪɨɢɡɜɨɞɢɬɶɫɹ ɩɨ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɟ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɜɫɟɯ 5 ɫɬɪɚɧ, ɱɬɨ 
ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɧɟɪɚɰɢɨɧɚɥɶɧɵɦ ɫ ɬɨɱɤɢ ɪɟɧɢɹ 
ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɪɟɫɭɪɫɨɜ.  

ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɪɹɞɚ ɫɬɪɚɧ ȿȺЭɋ ɩɪɨɫɹɬ 
ɨɝɪɚɧɢɱɢɬɶ ɪɚɫɫɵɥɤɭ ɫɪɨɱɧɵɯ ɫɨɨɛɳɟɧɢɣ ɩɨ 
ɡɚɪɭɛɟɠɧɵɦ ɫɥɭɱɚɹɦ, ɞɚɠɟ ɩɨ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɦ 
ɩɪɟɩɚɪɚɬɚɦ (Ʉɚɡɚɯɫɬɚɧ, Ʉɵɪɝɵɡɫɬɚɧ). 

ɫɨɨɛɳɟɧɢɹ ɩɨ ɡɚɪɭɛɟɠɧɵɦ ɫɥɭɱɚɹɦ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɜɫɟɯ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 
ɦɨɝɭɬ ɩɪɨɜɟɪɹɬɶ ɜ ɛɚɡɟ ɍɩɩɫɚɥɶɫɤɨɝɨ ɰɟɧɬɪɚ 
ɦɨɧɢɬɨɪɢɧɝɚ (VigLyze, VigiBase). 

7.2.2.10. (502) ɉɪɟɞɫɬɚɜɥɟɧɢɟ ɫɨɨɛɳɟɧɢɣ ɨ ɫɥɭɱɚɹɯ ɩɪɢɦɟɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɧɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɨɛɳɟɣ 
ɯɚɪɚɤɬɟɪɢɫɬɢɤɨɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɢɧɫɬɪɭɤɰɢɟɣ ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ.… 

 ɍɱɬɟɧɨ. 
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ȼ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɪɚɡɞɟɥɨɦ V 6 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ 
ɩɪɢ ɧɚɥɢɱɢɢ ɧɚɭɱɧɨ-ɨɛɨɫɧɨɜɚɧɧɵɯ ɨɫɧɨɜɚɧɢɣ 
ɩɨɞɬɜɟɪɠɞɟɧɢɹ ɜɡɚɢɦɨɫɜɹɡɢ ɦɟɠɞɭ ɪɚɡɜɢɬɢɟɦ 
ɤɥɢɧɢɱɟɫɤɢɯ ɧɟɛɥɚɝɨɩɪɢɹɬɧɵɯ ɢɫɯɨɞɨɜ ɢ 
ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɧɟ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɨɣ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ ɢɧɫɬɪɭɤɰɢɟɣ  
ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ, ɧɟɠɟɥɚɬɟɥɶɧɚɹ 
ɪɟɚɤɰɢɹ ɦɨɠɟɬ ɨɰɟɧɢɜɚɬɶɫɹ ɤɚɤ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, 
ɥɢɛɨ, ɜ ɫɥɭɱɚɟ ɫɨɨɬɜɟɬɫɬɜɢɹ ɤɪɢɬɟɪɢɹɦ ɜɚɠɧɨɣ 
ɩɪɨɛɥɟɦɵ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɚɤ ɜɚɠɧɵɣ 
ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ ɫ ɜɤɥɸɱɟɧɢɟɦ ɜ ɫɩɟɰɢɮɢɤɚɰɢɸ 
ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 

ɇɟɨɛɯɨɞɢɦɨ ɩɪɨɜɟɪɢɬɶ ɩɪɚɜɢɥɶɧɨɫɬɶ ɫɫɵɥɤɢ ɧɚ «ɫ 
ɪɚɡɞɟɥɨɦ V ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ», ɩɨɫɤɨɥɶɤɭ ɪɚɡɞɟɥɚ V 

ɜ ɞɨɤɭɦɟɧɬɟ ɧɟɬ. ȼɨɡɦɨɠɧɨ, ɪɟɱɶ ɢɞɟɬ ɨ ɪɚɡɞɟɥɟ 6 
ɋɢɫɬɟɦɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 

7.3.12.5.2 (556) ɜ ɪɚɡɞɟɥɟ «Ⱦɨɩɨɥɧɢɬɟɥɶɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ» ɜɵɛɢɪɚɟɬɫɹ ɷɥɟɦɟɧɬ 
ɫɬɪɭɤɬɭɪɢɪɨɜɚɧɧɵɯ ɞɚɧɧɵɯ 

«Ɏɚɥɶɫɢɮɢɤɚɬ» ɜ ɫɥɭɱɚɟ ɧɚɥɢɱɢɹ ɩɨɞɨɡɪɟɧɢɹ ɢɥɢ 
ɩɨɞɬɜɟɪɠɞɟɧɢɹ ɮɚɤɬɚ ɩɪɢɦɟɧɟɧɢɹ 
ɮɚɥɶɫɢɮɢɰɢɪɨɜɚɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ: 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɩɨɫɥɟ ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ 
ɜɨɞɧɨɫɬɢ, ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ ɫɟɪɢɢ ɢ ɩɚɪɬɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɨɞɬɜɟɪɞɢɥ ɫɨɨɬɜɟɬɫɬɜɢɟ 
ɬɪɟɛɨɜɚɧɢɹɦ ɫɩɟɰɢɮɢɤɚɰɢɢ, ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ 
ɫɟɪɢɢ ɢ ɩɚɪɬɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɩɨɞɬɜɟɪɞɢɥ ɧɟɫɨɨɬɜɟɬɫɬɜɢɟ ɬɪɟɛɨɜɚɧɢɹɦ 
ɫɩɟɰɢɮɢɤɚɰɢɢ; 

ɜ ɪɚɡɞɟɥɟ «Ⱦɨɩɨɥɧɢɬɟɥɶɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ» ɜɵɛɢɪɚɟɬɫɹ ɷɥɟɦɟɧɬ 
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ɫɬɪɭɤɬɭɪɢɪɨɜɚɧɧɵɯ ɞɚɧɧɵɯ 

«Ɏɚɥɶɫɢɮɢɤɚɬ» ɜ ɫɥɭɱɚɟ ɧɚɥɢɱɢɹ ɩɨɞɨɡɪɟɧɢɹ ɢɥɢ 
ɩɨɞɬɜɟɪɠɞɟɧɢɹ ɮɚɤɬɚ ɩɪɢɦɟɧɟɧɢɹ 
ɮɚɥɶɫɢɮɢɰɢɪɨɜɚɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

DКtК ОХОmОnt G.Ф.10.r ‘AННТtТonКХ InПormation on 

DruР (МoНОН)’ sСouХН ЛО МompХОtОН usТnР tСО ПoХХoаТnР 
vКХuО ‘CountОrПОТt’. TСО vКХuО sСouХН ЛО usОН аСОrО tСО 
medicine is suspected or confirmed to be a falsified 

medicinal product. 

ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɩɨɫɥɟ ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ 
ɜɨɞɧɨɫɬɢ ɧɟ ɨɬɧɨɫɢɬɫɹ ɤ ɮɚɥɶɫɢɮɢɤɚɬɭ? 

Ɉɬɧɟɫɟɧɢɟ ɤ ɮɚɥɶɫɢɮɢɤɚɬɭ ɩɪɨɛɥɟɦ ɫ ɤɚɱɟɫɬɜɨɦ 
ɢ ɠɚɥɨɛ ɧɚ ɩɪɟɩɚɪɚɬ ɧɟ ɤɨɪɪɟɤɬɟɧ. 

8.5.3 (591) Ɍɢɬɭɥɶɧɵɣ ɥɢɫɬ. 
ɇɚ ɬɢɬɭɥɶɧɨɦ ɥɢɫɬɟ ɞɨɥɠɧɵ ɛɵɬɶ ɭɤɚɡɚɧɢɟ 

ɧɨɦɟɪɚ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ (ɨɬɱɟɬɵ ɞɨɥɠɧɵ ɢɦɟɬɶ 
ɩɨɫɥɟɞɨɜɚɬɟɥɶɧɭɸ ɧɭɦɟɪɚɰɢɸ), ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢ ɞɟɣɫɬɜɭɸɳɟɝɨ 
ɜɟɳɟɫɬɜɚ, ɦɟɠɞɭɧɚɪɨɞɧɚɹ ɞɚɬɚ ɪɟɝɢɫɬɪɚɰɢɢ, 
ɨɬɱɟɬɧɵɣ ɩɟɪɢɨɞ (ɥɢɛɨ ɭɤɚɡɚɧɢɟ ɧɚ ɜɧɟɨɱɟɪɟɞɧɨɣ 
ɩɨɪɹɞɨɤ ɩɨɞɚɱɢ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ 
ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨ ɡɚɩɪɨɫɭ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ), ɞɚɬɚ 
ɫɨɫɬɚɜɥɟɧɢɹ ɨɬɱɟɬɚ, ɞɚɧɧɵɟ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɢ ɭɤɚɡɚɧɢɟ ɧɚ 
ɤɨɧɮɢɞɟɧɰɢɚɥɶɧɨɫɬɶ ɢɧɮɨɪɦɚɰɢɢ, ɜɤɥɸɱɟɧɧɨɣ ɜ 
ɩɟɪɢɨɞɢɱɟɫɤɢɣ ɨɛɧɨɜɥɹɟɦɵɣ ɨɬɱɟɬ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ. 

ɍɞɚɥɟɧɨ ɬɪɟɛɨɜɚɧɢɟ ɧɭɦɟɪɚɰɢɢ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

The title page should include the name of the medicinal 
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product(s) and substance, international birth date (IBD) 

(the date of the first marketing authorisation for any 

product containing the active substance granted to any 

company in any country in the world), reporting 

interval, date of the report, marketing authorisation 

holder details and statement of confidentiality of the 

information included in the PSUR. 

8.5.4 (592) Ʉɪɚɬɤɨɟ ɢɡɥɨɠɟɧɢɟ (ɪɟɡɸɦɟ) ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ.  

… Ⱦɚɧɧɵɣ ɪɚɡɞɟɥ ɞɨɥɠɟɧ ɜɤɥɸɱɚɬɶ ɫɥɟɞɭɸɳɭɸ 
ɢɧɮɨɪɦɚɰɢɸ: 

ɜɜɟɞɟɧɢɟ, ɭɤɚɡɚɧɢɟ ɧɨɦɟɪɚ ɨɬɱɟɬɚ ɢ ɨɬɱɟɬɧɨɝɨ 
ɩɟɪɢɨɞɚ; 

ɍɞɚɥɟɧɨ ɬɪɟɛɨɜɚɧɢɟ ɧɭɦɟɪɚɰɢɢ ɉɈɈȻ 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

… The purpose of the executive summary is to provide 

a concise summary of the content and the most important 

information in the PSUR and should contain the 

following information:    

 introduction and reporting interval;  

medicinal product(s), therapeutic class(es), 

mechanism(s) of action, indication(s), pharmaceutical 

formulation(s), dose(s) and route(s) of administration;  

estimated cumulative clinical trials exposure;  

estimated interval and cumulative exposure from 

marketing experience;  

number of countries in which the medicinal product is 

authorised;  

summary of the overall benefit-risk analysis evaluation 

(based on sub-sОМtТon 18.2 “ЛОnОПТt-risk analysis 

ОvКХuКtТon” oП tСО PSUR);  
 actions taken and proposed for safety reasons, (e.g. 

significant changes to the reference product information, 
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or other risk minimisation activities);  

conclusions 

8.6.1 (594) Ɋɚɡɞɟɥ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ «ȼɜɟɞɟɧɢɟ». 

ȼɜɟɞɟɧɢɟ ɞɨɥɠɧɨ ɫɨɞɟɪɠɚɬɶ ɫɥɟɞɭɸɳɭɸ 
ɢɧɮɨɪɦɚɰɢɸ: 

ɦɟɠɞɭɧɚɪɨɞɧɚɹ ɞɚɬɚ ɪɟɝɢɫɬɪɚɰɢɢ, ɨɬɱɟɬɧɵɣ ɩɟɪɢɨɞ 
ɢ ɩɨɪɹɞɤɨɜɵɣ ɧɨɦɟɪ ɨɬɱɟɬɚ; 

ɍɞɚɥɟɧɨ ɬɪɟɛɨɜɚɧɢɟ ɧɭɦɟɪɚɰɢɢ ɉɈɈȻ 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sОМtТon “IntroНuМtТon” TСО mКrФОtТnР 
authorisation holder should briefly introduce the 

proНuМt(s) so tСКt tСО PSUR “stКnНs КХonО” Лut Тt Тs КХso 
placed in perspective relative to previous PSURs and 

circumstances. The introduction should contain the 

following information:  

IBD, and reporting interval;  

medicinal product(s), therapeutic class(es), 

mechanism(s) of action, authorised indication(s), 

pharmaceutical form(s), dose(s) and route(s) of 

administration;  

a brief description of the population(s) being treated 

and studied; 

 ɍɱɬɟɧɨ. 

8.6.2 (595) Ɋɚɡɞɟɥ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ «Ɋɟɝɢɫɬɪɚɰɢɨɧɧɵɣ ɫɬɚɬɭɫ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɦɢɪɟ». 

ȼ ɞɚɧɧɨɦ ɪɚɡɞɟɥɟ ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɤɪɚɬɤɚɹ 
ɨɛɡɨɪɧɚɹ ɢɧɮɨɪɦɚɰɢɹ, ɜɤɥɸɱɚɸɳɚɹ: ɞɚɬɵ ɩɟɪɜɢɱɧɵɯ 
ɪɟɝɢɫɬɪɚɰɢɣ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ ɞɚɬɭ ɩɟɪɜɢɱɧɨɣ 
ɪɟɝɢɫɬɪɚɰɢɢ ɜ ɥɸɛɨɣ ɫɬɪɚɧɟ ɦɢɪɚ, ɨɞɨɛɪɟɧɧɵɟ 
ɩɨɤɚɡɚɧɢɹ ɤ ɩɪɢɦɟɧɟɧɢɸ, ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɟ ɮɨɪɦɵ 
ɜɵɩɭɫɤɚ ɢ ɞɨɡɢɪɨɜɤɢ ɫ ɭɤɚɡɚɧɢɟɦ ɞɟɣɫɬɜɭɸɳɢɯ 
ɪɟɝɢɫɬɪɚɰɢɣ ɧɚ ɞɚɬɭ ɩɨɞɝɨɬɨɜɤɢ ɨɬɱɟɬɚ ɢ ɭɤɚɡɚɧɢɟ 

 ɍɱɬɟɧɨ 
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ɫɬɪɚɧ, ɜ ɤɨɬɨɪɵɯ ɩɪɟɩɚɪɚɬ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ. 
ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sОМtТon “АorХНаТНО mКrФОtТnР КutСorТsКtТon 
status" This section of the PSUR should contain a brief 

narrative overview including: date of the first 

authorisation worldwide, indications(s), authorised 

dose(s), and where authorised. 

8.6.16 (646) Ɋɚɡɞɟɥ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ «ɋɢɝɧɚɥɵ ɢ ɨɰɟɧɤɚ ɪɢɫɤɚ». 

ɐɟɥɶɸ ɞɚɧɧɨɝɨ ɪɚɡɞɟɥɚ ɹɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɟɧɢɟ: 
ɤɪɚɬɤɨɝɨ ɪɟɡɸɦɟ ɩɨ ɢɡɜɟɫɬɧɵɦ ɢ ɧɟɢɡɜɟɫɬɧɵɦ 

ɚɫɩɟɤɬɚɦ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ 
ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɫɨɫɬɨɹɧɢɸ 
ɧɚ ɧɚɱɚɥɨ ɨɬɱɟɬɧɨɝɨ ɩɟɪɢɨɞɚ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ; 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

The purpose of this section of the PSUR is to provide:  

A succinct summary of what is known about important 

identified and potential risks and missing information at 

the beginning of the reporting interval covered by the 

report 

 ɍɱɬɟɧɨ. 

8.6.16.1.2 (649) Ɉɛɨɛɳɚɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɩɪɟɞɫɬɚɜɥɹɬɶ 
ɢɦɟɸɳɢɟɫɹ ɫɜɟɞɟɧɢɹ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɨ ɫɨɫɬɨɹɧɢɸ ɧɚ ɧɚɱɚɥɨ 
ɨɬɱɟɬɧɨɝɨ ɩɟɪɢɨɞɚ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ 
ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ ɨɬɪɚɠɚɬɶ: 

ȼɚɠɧɵɟ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɪɢɫɤɢ; 
ɜɚɠɧɵɟ ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ; 
ɜɚɠɧɭɸ ɨɬɫɭɬɫɬɜɭɸɳɭɸ ɢɧɮɨɪɦɚɰɢɸ. 
ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sub-sОМtТon “SummКrв oП sКПОtв МonМОrns” TСО 

 ɍɱɬɟɧɨ. 
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purpose of this sub-section is to provide a summary of 

important safety concerns at the beginning of the 

reporting interval, against which new information and 

evaluations can be made. For products with an existing 

safety specification, this section can be either the same 

as, or derived from the safety specification summary18 

that is current at the start of the reporting interval of the 

PSUR. It should provide the following safety 

information:  

important identified risks;  

important potential risks; and  

missing information. 

8.6.16.1.3 (651) ȼ ɨɬɧɨɲɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, ɧɟ 
ɢɦɟɸɳɢɯ ɫɩɟɰɢɮɢɤɚɰɢɸ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɞɚɧɧɵɣ 
ɩɨɞɪɚɡɞɟɥ ɞɨɥɠɟɧ ɩɪɟɞɫɬɚɜɥɹɬɶ ɢɧɮɨɪɦɚɰɢɸ ɨ 
ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɯ 
ɪɢɫɤɚɯ ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ, 
ɫɜɹɡɚɧɧɨɣ ɫ ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɧɚ ɨɫɧɨɜɚɧɢɢ ɞɚɧɧɵɯ ɩɪɟɞɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɢ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɩɟɪɢɨɞɚ. … 

Ɉɛɨɛɳɟɧɢɟ ɩɨ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ ɞɨɥɠɧɨ ɨɰɟɧɢɬɶ ɤɪɢɬɢɱɧɨɫɬɶ 
ɧɟɞɨɫɬɚɬɤɨɜ ɜ ɢɦɟɸɳɢɯɫɹ ɡɧɚɧɢɹɯ ɩɨ ɨɩɪɟɞɟɥɟɧɧɵɦ 
ɚɫɩɟɤɬɚɦ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɥɹ ɰɟɥɟɜɵɯ 
ɩɨɩɭɥɹɰɢɣ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

For products without an existing safety specification, 

this section should provide information on the important 

identified and potential risks and missing information 

associated with use of the product, based on pre- and 

post-КutСorТsКtТon ОбpОrТОnМО. … 

The summary on missing information should take into 

account whether there are critical gaps in knowledge for 

 ɍɱɬɟɧɨ. 
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specific safety issues or populations that use the 

medicinal product 

8.6.16.3 (654) ɉɨɞɪɚɡɞɟɥ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ 
ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ «Ɉɰɟɧɤɚ ɪɢɫɤɨɜ ɢ ɧɨɜɨɣ 
ɢɧɮɨɪɦɚɰɢɢ».… 

ɇɨɜɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɩɨ 
ɫɥɟɞɭɸɳɢɦ ɪɚɡɞɟɥɚɦ:… 

ɨɛɧɨɜɥɟɧɢɟ ɩɨ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sub-sОМtТon “EvКХuКtТon oП rТsФs КnН nОа 
ТnПormКtТon”  

… NОа ТnПormКtТon МКn ЛО orРКnТsОН Кs ПoХХoаs: … 

5. Update on missing information. 

 ɍɱɬɟɧɨ. 

8.6.16.4. (658) ɉɨɞɪɚɡɞɟɥ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ 
ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ «ɏɚɪɚɤɬɟɪɢɫɬɢɤɚ ɪɢɫɤɨɜ». 

ȼ ɩɨɞɪɚɡɞɟɥɟ ɞɚɟɬɫɹ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɨɜ ɢ ɜɚɠɧɵɯ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ ɧɚ ɨɫɧɨɜɚɧɢɢ ɤɭɦɭɥɹɬɢɜɧɵɯ 
ɞɚɧɧɵɯ (ɜ ɬɨɦ ɱɢɫɥɟ ɧɟ ɨɝɪɚɧɢɱɢɜɚɟɦɵɯ ɨɬɱɟɬɧɵɦ 
ɩɟɪɢɨɞɨɦ) ɢ ɨɩɢɫɵɜɚɟɬɫɹ ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ 
ɢɧɮɨɪɦɚɰɢɹ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sub-sОМtТon “CСКrКМtОrТsКtТon oП rТsФs”  
This sub-section should characterise important 

identified and potential risks based on cumulative data 

(i.e. not restricted to the reporting interval), and 

describe missing information. 

 ɍɱɬɟɧɨ 

8.6.16. (646) Ɋɚɡɞɟɥ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ «ɋɢɝɧɚɥɵ ɢ ɨɰɟɧɤɚ ɪɢɫɤɚ». 

ɐɟɥɶɸ ɞɚɧɧɨɝɨ ɪɚɡɞɟɥɚ ɹɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɟɧɢɟ: 
ɤɪɚɬɤɨɝɨ ɪɟɡɸɦɟ ɩɨ ɢɡɜɟɫɬɧɵɦ ɢ ɧɟɢɡɜɟɫɬɧɵɦ 

 ɍɱɬɟɧɨ 
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ɚɫɩɟɤɬɚɦ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ 
ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɫɨɫɬɨɹɧɢɸ 
ɧɚ ɧɚɱɚɥɨ ɨɬɱɟɬɧɨɝɨ ɩɟɪɢɨɞɚ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ; 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

The purpose of this section of the PSUR is to provide:  

A succinct summary of what is known about important 

identified and potential risks and missing information at 

the beginning of the reporting interval covered by the 

report 

8.6.18.2.1 (677) ɨɰɟɧɢɜɚɟɬɫɹ ɤɨɧɬɟɤɫɬ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ (ɢɡɥɟɱɟɧɢɟ, ɩɪɨɮɢɥɚɤɬɢɤɚ, ɞɢɚɝɧɨɫɬɢɤɚ), 
ɫɬɟɩɟɧɶ ɬɹɠɟɫɬɢ ɢ ɫɟɪɶɟɡɧɨɫɬɶ ɡɚɛɨɥɟɜɚɧɢɹ, ɰɟɥɟɜɚɹ 
ɩɨɩɭɥɹɰɢɹ (ɨɬɧɨɫɢɬɟɥɶɧɨ ɡɞɨɪɨɜɵɟ, ɯɪɨɧɢɱɟɫɤɢɟ 
ɡɚɛɨɥɟɜɚɧɢɹ, ɪɟɞɤɢɟ ɫɨɫɬɨɹɧɢɹ);  

Consider the context of use of the me6icinal product: 

the condition to be treated, prevented, or diagnosed; its 

severity and seriousness; and the population to be 

treated (relatively healthy; chronic illness, rare 

conditions). 

 ɍɱɬɟɧɨ.  

8.6.18.2.1 (678) ȼ ɫɥɭɱɚɟ ɟɫɥɢ ɡɚ ɨɬɱɟɬɧɵɣ ɩɟɪɢɨɞ ɛɵɥɚ ɩɨɥɭɱɟɧɚ 

ɧɟɡɧɚɱɢɬɟɥɶɧɚɹ ɧɨɜɚɹ ɢɧɮɨɪɦɚɰɢɹ, ɨɫɧɨɜɧɚɹ 
ɧɚɩɪɚɜɥɟɧɧɨɫɬɶ ɨɰɟɧɤɢ ɫɨɨɬɧɨɲɟɧɢɹ «ɩɨɥɶɡɚ- ɪɢɫɤ» 
ɞɨɥɠɧɚ ɛɵɬɶ ɧɚ ɨɛɧɨɜɥɟɧɢɟ ɨɰɟɧɤɢ ɩɪɨɮɢɥɹ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɧɚ ɨɰɟɧɤɭ 
ɨɛɧɨɜɥɟɧɧɵɯ ɞɚɧɧɵɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɩɨɥɭɱɟɧɧɵɯ 
ɡɚ ɨɬɱɟɬɧɵɣ ɩɟɪɢɨɞ 

where little new information has become available 

during the reporting interval, the primary focus of the 

benefit-risk evaluation might consist of an evaluation of 

updated interval safety data. 

 ɍɱɬɟɧɨ. 
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9.2.3 (752) ɗɤɫɬɪɟɧɧɵɟ ɩɪɨɛɥɟɦɵ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ. 
ȼ ɫɥɭɱɚɟ ɩɨɥɭɱɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɩɨ 

ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ, ɤɨɬɨɪɚɹ ɫɨɨɬɜɟɬɫɬɜɭɟɬ 
ɤɪɢɬɟɪɢɹɦ ɷɤɫɬɪɟɧɧɨɣ ɩɪɨɛɥɟɦɵ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɫɨɝɥɚɫɧɨ ɪɚɡɞɟɥɭ I ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɷɤɫɬɪɟɧɧɨɣ 
ɩɪɨɛɥɟɦɵ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɞɟɪɠɚɬɟɥɶ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɨɛɟɫɩɟɱɢɜɚɟɬ 
ɢɧɮɨɪɦɢɪɨɜɚɧɢɟ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ, ɧɚ ɬɟɪɪɢɬɨɪɢɢ ɤɨɬɨɪɵɯ ɞɚɧɧɵɣ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ, ɜ 
ɩɢɫɶɦɟɧɧɨɦ ɜɢɞɟ ɢɥɢ ɩɨ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɟ. 
ɂɧɮɨɪɦɚɰɢɹ ɨɬɧɨɫɢɬɟɥɶɧɨ ɷɤɫɬɪɟɧɧɨɣ ɩɪɨɛɥɟɦɵ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɜ ɦɢɧɢɦɚɥɶɧɨ 
ɜɨɡɦɨɠɧɵɣ ɫɪɨɤ, ɧɨ ɧɟ ɩɨɡɞɧɟɟ, ɱɟɦ ɜ ɬɟɱɟɧɢɟ 3 
ɪɚɛɨɱɢɯ ɞɧɟɣ ɩɨɫɥɟ ɬɨɝɨ, ɤɚɤ ɛɵɥɨ ɭɫɬɚɧɨɜɥɟɧɨ, ɱɬɨ 
ɜɚɥɢɞɢɪɨɜɚɧɧɵɣ ɫɢɝɧɚɥ ɢɥɢ ɩɪɨɛɥɟɦɚ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɢɡ ɤɚɤɨɝɨ-ɥɢɛɨ ɢɫɬɨɱɧɢɤɚ ɫɨɨɬɜɟɬɫɬɜɭɸɬ 
ɨɩɪɟɞɟɥɟɧɢɸ ɷɤɫɬɪɟɧɧɨɣ ɩɪɨɛɥɟɦɵ ɛɟɡɨɩɚɫɧɨɫɬɢ. 
ȿɫɥɢ ɩɪɢɦɟɧɢɦɨ, ɬɨ ɩɨɞɪɨɛɧɵɣ ɩɟɪɟɜɨɞ ɢɧɮɨɪɦɚɰɢɢ 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɷɤɫɬɪɟɧɧɨɣ ɩɪɨɛɥɟɦɵ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɩɪɟɞɨɫɬɚɜɥɟɧɧɨɣ ɜ ɬɟɱɟɧɢɟ 3 ɪɚɛɨɱɢɯ 
ɞɧɟɣ ɧɚ ɚɧɝɥɢɣɫɤɨɦ ɹɡɵɤɟ ɫ ɤɪɚɬɤɢɦ ɨɩɢɫɚɧɢɟɦ 
ɩɪɨɛɥɟɦɵ ɧɚ ɪɭɫɫɤɨɦ ɹɡɵɤɟ, ɦɨɠɟɬ ɛɵɬɶ ɩɟɪɟɞɚɧ ɜ 
ɬɟɱɟɧɢɟ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ 10 ɪɚɛɨɱɢɯ ɞɧɟɣ. 

ɍɬɨɱɧɟɧɢɟ ɮɨɪɦɭɥɢɪɨɜɤɢ 

ɉɪɟɞɭɫɦɨɬɪɟɬɶ ɞɨɩɨɥɧɢɬɟɥɶɧɨɟ ɜɪɟɦɹ ɞɥɹ 
ɩɨɞɪɨɛɧɨɝɨ ɩɟɪɟɜɨɞɚ ɢɧɮɨɪɦɚɰɢɢ ɧɚ ɚɧɝɥɢɣɫɤɢɣ 
ɹɡɵɤ, ɫ ɭɱɟɬɨɦ ɤɪɚɣɧɟ ɫɠɚɬɵɯ ɫɪɨɤɨɜ (3 ɪɚɛɨɱɢɯ 
ɞɧɹ). 

 ɍɱɬɟɧɨ. 
ɉɟɪɟɮɨɪɦɭɥɢɪɨɜɚɧɨ. 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Ɉɬɤɥɨɧɟɧɨ. Ɋɚɛɨɱɢɦ 
ɹɡɵɤɨɦ ɹɜɥɹɟɬɫɹ ɪɭɫɫɤɢɣ. 
ɉɪɟɞɫɬɚɜɥɟɧɢɟ ɞɨɤɭɦɟɧɬɨɜ 
ɧɚ ɚɧɝɥɢɣɫɤɨɦ ɹɡɵɤɟ ɧɟ 
ɩɪɟɞɭɫɦɨɬɪɟɧɨ. 

9.2.4 (759-760) Ɇɨɧɢɬɨɪɢɧɝ ɛɚɡɵ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ 
ɋɨɸɡɚ 

ɍɫɬɚɧɨɜɢɬɶ ɜ Ɋɟɲɟɧɢɢ ɢɥɢ ɜ ɪɚɡɞɟɥɟ 9.2.4, ɱɬɨ 
Ɋɚɡɞɟɥ 9.2.4 (Ɇɨɧɢɬɨɪɢɧɝ ɛɚɡɵ ɞɚɧɧɵɯ 

 ɍɱɬɟɧɨ. ɉɨɞɪɨɛɧɨɟ 
ɩɨɹɫɧɟɧɢɟ ɩɨ ɞɚɧɧɨɦɭ 
ɡɚɦɟɱɚɧɢɸ ɫɞɟɥɚɧɨ ɜɵɲɟ. 
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ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɋɨɸɡɚ) ɜɫɬɭɩɚɟɬ ɜ ɫɢɥɭ 
ɩɨɫɥɟ ɭɬɜɟɪɠɞɟɧɢɹ Ɋɭɤɨɜɨɞɫɬɜɚ ɩɨ ɦɨɧɢɬɨɪɢɧɝɭ 
ɛɚɡɵ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɋɨɸɡɚ ɜ 
ɰɟɥɹɯ ɜɵɹɜɥɟɧɢɹ ɫɢɝɧɚɥɨɜ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 

ɉɪɟɞɥɚɝɚɟɬɫɹ ɨɬɥɨɠɢɬɶ ɜɫɬɭɩɥɟɧɢɟ ɜ ɫɢɥɭ 
ɞɚɧɧɨɝɨ ɪɚɡɞɟɥɚ ɞɨ ɪɚɡɪɚɛɨɬɤɢ Ɋɭɤɨɜɨɞɫɬɜɚ ɩɨ 
ɦɨɧɢɬɨɪɢɧɝɭ ɛɚɡɵ ɞɚɧɧɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ 
ɋɨɸɡɚ ɜ ɰɟɥɹɯ ɜɵɹɜɥɟɧɢɹ ɫɢɝɧɚɥɨɜ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ 
Ɋɭɤɨɜɨɞɫɬɜɚ ɩɨɥɶɡɨɜɚɬɟɥɹ ɛɚɡɨɣ ɞɚɧɧɵɯ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɋɨɸɡɚ ɞɥɹ ȾɊɍ.  

9.2.5 (769) «… ɫɢɝɧɚɥ ɹɜɥɹɟɬɫɹ ɧɨɜɵɦ ɪɢɫɤɨɦ…»  
Ɉɩɟɱɚɬɤɚ ɜ «…ɫɢɝɧɚɥ ɹɜɥɹɟɬɫɹ ɧɨɜɵɦ ɪɢɫɨɦ…» 

 ɍɱɬɟɧɨ. 

10.3 (793) Ɍɟɪɦɢɧɨɥɨɝɢɹ 

«ɤɨɧɟɰ ɫɛɨɪɚ ɞɚɧɧɵɯ» – ɞɚɬɚ, ɤɨɝɞɚ ɜɩɟɪɜɵɟ 
ɩɨɥɧɨɫɬɶɸ ɞɨɫɬɭɩɧɚ ɛɚɡɚ ɫɛɨɪɚ ɞɚɧɧɵɯ; 

ɉɨ ɚɧɚɥɨɝɢɢ ɫ ɨɩɪɟɞɟɥɟɧɢɟɦ «ɧɚɱɚɥɨ ɫɛɨɪɚ 
ɞɚɧɧɵɯ». 

 ɍɱɬɟɧɨ. 
ɉɟɪɟɮɨɪɦɭɥɢɪɨɜɚɧɨ. 

10.4.2. (802) Ɋɟɝɢɫɬɪɚɰɢɹ ɢɫɫɥɟɞɨɜɚɧɢɹ 

ɇɟɢɧɬɟɪɜɟɧɰɢɨɧɧɵɟ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɵɟ 
ɢɫɫɥɟɞɨɜɚɧɢɹ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɩɪɨɜɟɞɟɧɢɟ ɤɨɬɨɪɵɯ 
ɹɜɥɹɟɬɫɹ ɱɚɫɬɶɸ ɨɛɹɡɚɬɟɥɶɫɬɜ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɭɫɬɚɧɨɜɥɟɧɧɵɯ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɨɦ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ, 
ɩɨɞɥɟɠɚɬ ɪɟɝɢɫɬɪɚɰɢɢ ɜ ɷɥɟɤɬɪɨɧɧɨɦ  
ɪɟɟɫɬɪɟ ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɢɫɫɥɟɞɨɜɚɧɢɣ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ (ɞɚɥɟɟ – ɪɟɝɢɫɬɪ), ɪɚɡɦɟɳɟɧɧɨɦ 
ɧɚ ɜɟɛ-ɩɨɪɬɚɥɟ ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɝɨ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ 
ɨɪɝɚɧɚ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɩɪɨɰɟɞɭɪɨɣ ɭɬɜɟɪɠɞёɧɧɨɣ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɨɦ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ. 

ɇɟɨɛɯɨɞɢɦɚ ɢɧɮɨɪɦɚɰɢɹ ɨ ɬɨɦ, ɤɚɤ ɢɦɟɧɧɨ 

 ɍɱɬɟɧɨ. 
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ɜɧɨɫɢɬɶ ɢɧɮɨɪɦɚɰɢɸ ɜ ɪɟɟɫɬɪ, ɝɞɟ ɨɧ ɧɚɯɨɞɢɬɫɹ, 
ɤɬɨ ɢɦɟɟɬ ɞɨɫɬɭɩ ɢ ɬ.ɞ. 

Registration procedure is not clear for Non 

interventional Post Authorization Safety Study 

10.6.2. (831) ɉɨɞɨɡɪɟɜɚɟɦɵɟ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɪɟɚɤɰɢɢ ɢ 
ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɹɜɥɟɧɢɹ ɩɨɞɥɟɠɚɳɢɟ ɫɪɨɱɧɨɦɭ 
ɩɪɟɞɫɬɚɜɥɟɧɢɸ. 

ɂɧɮɨɪɦɚɰɢɹ ɩɨ ɫɟɪɶɟɡɧɵɦ ɧɟɩɪɟɞɜɢɞɟɧɧɵɦ 
ɧɟɠɟɥɚɬɟɥɶɧɵɦ ɪɟɚɤɰɢɹɦ ɞɨɥɠɧɚ ɩɪɟɞɫɬɚɜɥɹɬɶɫɹ ɜ 
ɫɪɨɱɧɨɦ ɩɨɪɹɞɤɟ ɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ 
ɪɚɡɞɟɥɚ VII 7 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ 

ɇɟɨɛɯɨɞɢɦɨ ɩɪɨɜɟɪɢɬɶ ɩɪɚɜɢɥɶɧɨɫɬɶ ɫɫɵɥɤɢ ɧɚ 
«ɪɚɡɞɟɥɚ VII ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ», ɩɨɫɤɨɥɶɤɭ ɪɚɡɞɟɥɚ 
VII ɜ ɞɨɤɭɦɟɧɬɟ ɧɟɬ. ȼɨɡɦɨɠɧɨ, ɪɟɱɶ ɢɞɟɬ ɨ ɪɚɡɞɟɥɟ 
7 Ɉɪɝɚɧɢɡɚɰɢɹ ɪɚɛɨɬɵ ɫ ɢɧɮɨɪɦɚɰɢɟɣ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɟ 
ɩɪɟɩɚɪɚɬɵ 

 ɇɭɦɟɪɚɰɢɹ ɫɜɟɪɟɧɚ. 

10.6.3.2.10. (843, ɩɩ. ɤ)) Ɋɟɡɭɥɶɬɚɬɵ:…. 
ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɹɜɥɟɧɢɹ ɢ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɪɟɚɤɰɢɢ: 

ɭɩɪɚɜɥɟɧɢɟ ɞɚɧɧɵɦɢ ɢ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɢɧɮɨɪɦɚɰɢɢ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɹɜɥɟɧɢɹɯ ɢ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ 
ɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɪɚɡɞɟɥɚ VII 7 
ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ.  

ɇɟɨɛɯɨɞɢɦɨ ɩɪɨɜɟɪɢɬɶ ɩɪɚɜɢɥɶɧɨɫɬɶ ɫɫɵɥɤɢ ɧɚ 
«ɪɚɡɞɟɥɚ VII ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ», ɩɨɫɤɨɥɶɤɭ ɪɚɡɞɟɥɚ 
VII ɜ ɞɨɤɭɦɟɧɬɟ ɧɟɬ. ȼɨɡɦɨɠɧɨ, ɪɟɱɶ ɢɞɟɬ ɨ ɪɚɡɞɟɥɟ 
7 Ɉɪɝɚɧɢɡɚɰɢɹ ɪɚɛɨɬɵ ɫ ɢɧɮɨɪɦɚɰɢɟɣ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɟ 
ɩɪɟɩɚɪɚɬɵ 

 ɇɭɦɟɪɚɰɢɹ ɫɜɟɪɟɧɚ. 

10.12.2. (858) ɍɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ.… 

ɉɨ ɡɚɜɟɪɲɟɧɢɢ ɢɫɫɥɟɞɨɜɚɧɢɹ ɞɟɪɠɚɬɟɥɶ 
 ɍɱɬɟɧɨ.  
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ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɩɪɟɞɫɬɚɜɥɹɟɬ 
ɢɬɨɝɨɜɵɣ ɨɬɱɟɬ ɨɛ ɢɫɫɥɟɞɨɜɚɧɢɢ, ɜɤɥɸɱɚɹ ɪɟɡɸɦɟ 
ɢɫɫɥɟɞɨɜɚɧɢɹ ɢɬɨɝɨɜɨɝɨ ɨɬɱɟɬɚ ɞɥɹ ɩɭɛɥɢɤɚɰɢɢ, ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ…. 

ɉɪɢɜɟɞɟɧɢɟ ɬɟɪɦɢɧɨɥɨɝɢɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɨɫɬɚɥɶɧɵɦɢ ɩɨɞɪɚɡɞɟɥɚɦɢ ɪɚɡɞɟɥɚ 10 ɇɚɞɥɟɠɚɳɟɣ 
ɉɪɚɤɬɢɤɢ 

11.1.5.1.2. (884) ɋɢɬɭɚɰɢɢ, ɩɪɢ ɤɨɬɨɪɵɯ ɞɨɥɠɧɚ ɪɚɫɫɦɚɬɪɢɜɚɬɶɫɹ 
ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨɝɨ ɨɛɪɚɳɟɧɢɹ ɤ 
ɪɚɛɨɬɧɢɤɚɦ ɫɢɫɬɟɦɵ ɡɞɪɚɜɨɨɯɪɚɧɟɧɢɹ:… 

ɧɨɜɵɟ ɪɟɤɨɦɟɧɞɚɰɢɢ ɩɨ ɩɪɟɞɨɬɜɪɚɳɟɧɢɸ 
ɪɚɡɜɢɬɢɹ, ɢɥɢ ɤɭɩɢɪɨɜɚɧɢɸ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ 
ɥɢɛɨ ɡɥɨɭɩɨɬɪɟɛɥɟɧɢɣ, ɢɥɢ ɫɧɢɠɟɧɢɸ ɪɢɫɤɚ 
ɦɟɞɢɰɢɧɫɤɢɯ ɨɲɢɛɨɤ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ;… 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɪɭɫɫɤɨɹɡɵɱɧɵɦ 
ɬɟɪɦɢɧɨɦ medication error ɜ ɪɚɡɞɟɥɟ 1 

 ɍɱɬɟɧɨ.  

12.1 (917) Ȼɨɥɶɲɢɧɫɬɜɨ ɩɪɨɛɥɟɦ, ɫɜɹɡɚɧɧɵɯ ɫ 
ɛɟɡɨɩɚɫɧɨɫɬɶɸ, ɦɨɝɭɬ ɛɵɬɶ ɧɚɞɥɟɠɚɳɢɦ ɨɛɪɚɡɨɦ 
ɭɩɪɚɜɥɹɬɶɫɹ ɪɭɬɢɧɧɵɦɢ ɦɟɪɚɦɢ ɦɢɧɢɦɢɡɚɰɢɢ  
ɪɢɫɤɚ, ɨɞɧɚɤɨ ɜ ɨɬɧɨɲɟɧɢɢ ɧɟɤɨɬɨɪɵɯ ɪɢɫɤɨɜ 
ɪɭɬɢɧɧɵɟ ɦɟɪɵ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ ɦɨɝɭɬ ɛɵɬɶ 
ɧɟɞɨɫɬɚɬɨɱɧɵɦɢ, ɢ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɧɚɞɥɟɠɚɳɟɝɨ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ (ɢɥɢ) ɭɥɭɱɲɟɧɢɹ 
ɫɨɨɬɧɨɲɟɧɢɹ «ɩɨɥɶɡɚ – ɪɢɫɤ» ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɩɨɧɚɞɨɛɹɬɫɹ ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɵ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 

 ɍɱɬɟɧɨ. 

12.2.3 (957) ɇɚɩɪɢɦɟɪ, ɨɞɧɨɤɪɚɬɧɨɟ ɜɵɩɨɥɧɟɧɢɟ 

ɪɚɫɩɪɨɫɬɪɚɧɟɧɢɟ ɨɛɪɚɡɨɜɚɬɟɥɶɧɵɯ ɢɧɫɬɪɭɦɟɧɬɨɜ 
ɦɨɠɟɬ ɛɵɬɶ ɧɟɞɨɫɬɚɬɨɱɧɵɦ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɬɨɝɨ, 
ɱɬɨɛɵ ɨɯɜɚɬɢɬɶ ɢɧɮɨɪɦɚɰɢɟɣ ɜɫɟɯ ɦɟɞɢɰɢɧɫɤɢɯ 
ɫɨɬɪɭɞɧɢɤɨɜ, ɩɨɬɟɧɰɢɚɥɶɧɨ ɜɵɩɢɫɵɜɚɸɳɢɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ, ɢ (ɢɥɢ) ɩɨɬɪɟɛɢɬɟɥɟɣ, ɜ ɬɨɦ 

 ɍɱɬɟɧɨ.  
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ɱɢɫɥɟ ɧɨɜɵɯ ɦɟɞɢɰɢɧɫɤɢɯ ɪɚɛɨɬɧɢɤɨɜ ɢ 
ɩɨɬɪɟɛɢɬɟɥɟɣ…… 

ɇɚɞɥɟɠɚɳɟɟ ɜɧɢɦɚɧɢɟ ɞɨɥɠɧɨ ɭɞɟɥɹɬɶɫɹ ɨɛɳɟɦɭ 
ɮɨɪɦɚɬɭ ɨɛɪɚɡɨɜɚɬɟɥɶɧɵɯ ɢɧɫɬɪɭɦɟɧɬɨɜ ɢɥɢ 
ɦɟɬɨɞɨɜ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɱɟɬɤɨɝɨ ɪɚɡɥɢɱɢɹ ɫ 
ɥɸɛɵɦɢ ɪɟɤɥɚɦɧɵɦɢ ɦɚɬɟɪɢɚɥɚɦɢ. 

12.2.6 (991) Ɉɬɫɥɟɠɢɜɚɟɦɵɟ ɜɟɪɫɢɢ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
ɞɨɥɠɧɵ ɛɵɬɶ ɩɟɪɟɞɚɧɵ ɞɥɹ ɪɚɫɫɦɨɬɪɟɧɢɹ ɢ 
ɜɵɩɨɥɧɟɧɢɹ ɨɰɟɧɤɢ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. Ɉɬɱɟɬɵ Ⱦɚɧɧɵɟ ɞɨɤɭɦɟɧɬɵ,  

ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ ɜɤɥɸɱɟɧɧɵɟ ɜ ɩɥɚɧ 
ɫɢɫɬɟɦɵ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɚ ɬɚɤɠɟ ɥɸɛɵɟ 
ɞɨɤɭɦɟɧɬɵ ɜ ɨɬɧɨɲɟɧɢɢ ɦɟɪ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ 
ɦɨɝɭɬ ɩɨɞɜɟɪɝɚɬɶɫɹ ɚɭɞɢɬɭ ɢɥɢ ɢɧɫɩɟɤɬɢɪɨɜɚɧɢɸ.  

Tracked versions of the RMP should be submitted to 

facilitate regulatory assessment. These records, the RMP 

and the associated risk management systems, as well as 

any documents on risk minimisation measures may be 

subject to audit or inspection 

 ɍɱɬɟɧɨ. 

12.3 (998) Ɉɬɜɟɬɫɬɜɟɧɧɨɫɬɶ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ 

ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 

ȼ ɫɥɭɱɚɟ, ɟɫɥɢ ɩɚɦɹɬɤɚ ɞɥɹ ɩɚɰɢɟɧɬɚ ɜɤɥɸɱɟɧɚ ɜ 
ɧɚɪɭɠɧɭɸ ɭɩɚɤɨɜɤɭ, ɞɚɧɧɚɹ ɩɚɦɹɬɤɚ ɞɥɹ ɩɚɰɢɟɧɬɚ 
ɫɱɢɬɚɟɬɫɹ ɱɚɫɬɶɸ ɦɚɪɤɢɪɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɢ ɩɨɞɥɟɠɢɬ ɫɨɝɥɚɫɨɜɚɧɢɸ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɨɦ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ. 

ȼɤɥɸɱɟɧɢɟ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɩɟɱɚɬɧɵɯ ɦɚɬɟɪɢɚɥɨɜ 
(ɩɨɦɢɦɨ ɥɢɫɬɤɚ-ɜɤɥɚɞɵɲɚ) ɧɟ ɩɪɟɞɭɫɦɨɬɪɟɧɨ 
ɩɪɨɰɟɞɭɪɚɦɢ ɪɟɝɢɫɬɪɚɰɢɢ. ɇɟɨɛɯɨɞɢɦɨ ɜɤɥɸɱɢɬɶ 
ɜɨɡɦɨɠɧɨɫɬɶ ɪɚɡɦɟɳɟɧɢɹ ɩɚɦɹɬɤɢ ɞɥɹ ɩɚɰɢɟɧɬɨɜ 
ɜɨ ɜɬɨɪɢɱɧɨɣ ɭɩɚɤɨɜɤɟ ɢ ɩɪɨɰɟɫɫ ɫɨɝɥɚɫɨɜɚɧɢɹ ɷɬɢɯ 
ɦɚɬɟɪɢɚɥɨɜ ɜɨ ɜɪɟɦɹ ɪɟɝɢɫɬɪɚɰɢɢ ɜ ɉɪɚɜɢɥɚ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɨ 
ɨɩɪɟɞɟɥɟɧɢɸ ɞɚɧɧɨɝɨ 
ɩɭɧɤɬɚ – ɩɚɦɹɬɤɚ ɜɯɨɞɢɬ ɜ 
ɦɚɪɤɢɪɨɜɤɭ, ɩɨɫɤɨɥɶɤɭ 
ɹɜɥɹɟɬɫɹ ɱɚɫɬɶɸ ɧɚɪɭɠɧɨɣ 
(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ. 
ɉɨɷɬɨɦɭ ɧɢɤɚɤɢɯ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɜɤɥɸɱɟɧɢɣ 
ɭɤɚɡɚɧɢɣ ɧɟ ɬɪɟɛɭɟɬɫɹ. 
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ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ 
ɞɥɹ ɦɟɞɢɰɢɧɫɤɨɝɨ ɩɪɢɦɟɧɟɧɢɹ – ɢɥɢ ɭɞɚɥɢɬɶ ɞɚɧɧɵɣ 
ɩɚɪɚɝɪɚɮ ɢɡ ɉɪɚɜɢɥ ɧɚɞɥɟɠɚɳɟɣ ɩɪɚɤɬɢɤɢ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

12.7 (1016) ɍɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 
ɨɛɟɫɩɟɱɢɜɚɸɬ ɩɪɨɡɪɚɱɧɨɫɬɶ ɢ ɞɨɫɬɭɩɧɨɫɬɶ 
ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɜɜɟɞɟɧɧɵɦ ɦɟɪɚɦ ɦɢɧɢɦɢɡɚɰɢɢ 
ɪɢɫɤɚ ɩɭɬɟɦ ɢɯ ɪɚɡɦɟɳɟɧɢɹ ɧɚ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ 
ɢɧɬɟɪɧɟɬ-ɩɨɪɬɚɥɚɯ ɫɥɟɞɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ: 
ɞɟɣɫɬɜɭɸɳɟɣ ɪɟɞɚɤɰɢɢ ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɪɟɡɸɦɟ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɫ ɭɤɚɡɚɧɢɟɦ ɜɜɟɞɟɧɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ 
ɪɢɫɤɚ. 

 ɍɱɬɟɧɨ. 

ɉ.1 ɨɩɪɟɞɟɥɟɧɢɹ ȼɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ» – ɡɧɚɱɢɦɵɟ 
ɩɪɨɛɟɥɵ ɜ ɢɦɟɸɳɢɯɫɹ ɡɧɚɧɢɹɯ ɨɛ ɨɩɪɟɞɟɥɟɧɧɵɯ 
ɚɫɩɟɤɬɚɯ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɢɥɢ ɝɪɭɩɩɚɯ ɩɚɰɢɟɧɬɨɜ, ɤɨɬɨɪɵɦ ɧɚɡɧɚɱɚɟɬɫɹ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 

Ɍɟɪɦɢɧ «ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ» 
ɛɨɥɟɟ ɧɟ ɢɫɩɨɥɶɡɭɟɬɫɹ ɜ ɩɪɨɰɟɫɫɚɯ ɢ ɞɨɤɭɦɟɧɬɚɯ ɩɨ 
Ɏɇ. Ɉɫɬɚɥɫɹ ɨɛɳɢɣ ɬɟɪɦɢɧ «ɨɬɫɭɬɫɬɜɭɸɳɚɹ 
ɢɧɮɨɪɦɚɰɢɹ», ɤɨɬɨɪɵɣ ɭɠɟ ɟɫɬɶ ɜ ɇɚɞɥɟɠɚɳɟɣ 
ɉɪɚɤɬɢɤɟ. ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP 

Annex I Definitions Rev.4 (It is noted that there is an 

ICH definition for important missing information, which 

is: critical gaps in knowledge for specific safety issues or 

populations that use the marketed product. The change 

oП tСО tОrm, to nКmО tСТs МonМОpt “mТssТnР ТnПormКtТon” 
rКtСОr tСКn “ТmportКnt mТssТnР ТnПormКtТon”, Тs to ЛО 
clear that a marketing authorisation cannot be granted if 

there are unacceptable gaps in knowledge. 

ɑɭɞɚɤɨɜ ȿɜɝɟɧɢɣ 
ɘɪɶɟɜɢɱ, ɈɈɈ 

«Ⱥɦɞɠɟɧ» 

ɍɱɬɟɧɨ. 



150 
 

 «ɦɢɧɢɦɚɥɶɧɵɟ ɬɪɟɛɨɜɚɧɢɹ ɤ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɫɨɨɛɳɟɧɢɢ ɨ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ» (ЦТЧТЦЮЦ 
criteria for reporting) – ɦɢɧɢɦɚɥɶɧɵɟ ɞɚɧɧɵɟ ɩɪɢ 
ɩɪɟɞɫɬɚɜɥɟɧɢɢ ɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɫɥɭɱɚɟɜ 
ɩɨɞɨɡɪɟɜɚɟɦɵɯ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɣ ɜɤɥɸɱɚɸɬ 
ɢɞɟɧɬɢɮɢɰɢɪɭɟɦɨɝɨ ɪɟɩɨɪɬɟɪɚ, ɢɞɟɧɬɢɮɢɰɢɪɭɟɦɨɝɨ 
ɩɚɰɢɟɧɬɚ, ɧɟɠɟɥɚɬɟɥɶɧɭɸ ɪɟɚɤɰɢɸ ɢ ɩɨɞɨɡɪɟɜɚɟɦɵɣ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 

ȼɚɠɧɨɟ ɭɬɨɱɧɟɧɢɟ, ɬ.ɤ. ɬɚɤɢɟ ɦɢɧɢɦɚɥɶɧɵɟ 
ɤɪɢɬɟɪɢɢ ɧɟ ɞɨɥɠɧɵ ɜɥɢɹɬɶ ɧɚ ɫɛɨɪ ɢ ɩɨɫɥɟɞɭɸɳɭɸ 
ɪɚɛɨɬɭ ɫ ɫɨɨɛɳɟɧɢɹɦɢ ɞɟɪɠɚɬɟɥɹɦɢ Ɋɍ. Эɬɢ 
ɤɪɢɬɟɪɢɢ ɜɥɢɹɸɬ ɬɨɥɶɤɨ ɧɚ ɧɚɩɪɚɜɥɟɧɢɟ ɨɬɱɟɬɨɜ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ. 

 ɍɱɬɟɧɨ. 

 ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ» (adverse event) – ɥɸɛɨɟ 
ɧɟɛɥɚɝɨɩɪɢɹɬɧɨɟ ɢɡɦɟɧɟɧɢɟ ɜ ɫɨɫɬɨɹɧɢɢ ɡɞɨɪɨɜɶɹ 
ɩɚɰɢɟɧɬɚ ɢɥɢ ɫɭɛɴɟɤɬɚ ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɫɫɥɟɞɨɜɚɧɢɹ, 
ɩɪɨɢɡɨɲɟɞɲɟɟ ɩɨɫɥɟ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɤɨɬɨɪɨɦɭ ɧɚɡɧɚɱɚɥɫɹ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ, ɧɟɡɚɜɢɫɢɦɨ ɨɬ ɩɪɢɱɢɧɧɨ-ɫɥɟɞɫɬɜɟɧɧɨɣ 
ɫɜɹɡɢ ɫ ɟɝɨ ɩɪɢɦɟɧɟɧɢɟɦ  

Ɏɚɤɬ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɧɟ 
ɜɫɟɝɞɚ ɤɨɪɪɟɥɢɪɭɟɬ ɫ ɮɚɤɬɨɦ ɟɝɨ ɧɚɡɧɚɱɟɧɢɹ, 
ɩɨɷɬɨɦɭ ɧɟɠɟɥɚɬɟɥɶɧɨɟ ɹɜɥɟɧɢɟ – ɬɨɥɶɤɨ ɫɨɛɵɬɢɹ 
ɩɨɫɥɟ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɧɨ ɧɟ 
ɧɚɡɧɚɱɟɧɢɹ 

 ɍɱɬɟɧɨ. 

 «ɩɪɨɛɥɟɦɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ» (sКПОЭв concern) – 

ɜɚɠɧɵɣ ɢɞɟɧɬɢɮɢɰɢɪɭɟɦɵɣ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣ 

ɪɢɫɤ, ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ ɢɥɢ 
ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ; 

Ɍɟɪɦɢɧ «ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ» 
ɛɨɥɟɟ ɧɟ ɢɫɩɨɥɶɡɭɟɬɫɹ ɜ ɩɪɨɰɟɫɫɚɯ ɢ ɞɨɤɭɦɟɧɬɚɯ ɩɨ 

 ɍɱɬɟɧɨ. 
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Ɏɇ. Ɉɫɬɚɥɫɹ ɨɛɳɢɣ ɬɟɪɦɢɧ «ɨɬɫɭɬɫɬɜɭɸɳɚɹ 
ɢɧɮɨɪɦɚɰɢɹ», ɤɨɬɨɪɵɣ ɭɠɟ ɟɫɬɶ ɜ ɇɚɞɥɟɠɚɳɟɣ 
ɉɪɚɤɬɢɤɟ. ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP 

Annex I Definitions Rev.4 (It is noted that there is an 

ICH definition for important missing information, which 

is: critical gaps in knowledge for specific safety issues or 

populations that use the marketed product. The change 

of the term, to name tСТs МonМОpt “mТssТnР ТnПormКtТon” 
rКtСОr tСКn “ТmportКnt mТssТnР ТnПormКtТon”, Тs to ЛО 
clear that a marketing authorisation cannot be granted if 

there are unacceptable gaps in knowledge. 

 «ɫɟɪɶɟɡɧɚɹ ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ» (sОrТoЮs 
КНЯОrsО rОКМЭТoЧ) – ɧɟɠɟɥɚɬɟɥɶɧɚɹ ɪɟɚɤɰɢɹ, ɤɨɬɨɪɚɹ 
ɩɪɢɜɨɞɢɬ ɤ ɫɦɟɪɬɢ, ɩɪɟɞɫɬɚɜɥɹɟɬ ɭɝɪɨɡɭ ɞɥɹ ɠɢɡɧɢ 
ɩɚɰɢɟɧɬɚ, ɬɪɟɛɭɟɬ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ ɩɚɰɢɟɧɬɚ ɢɥɢ ɟɟ 
ɩɪɨɞɥɟɧɢɹ, ɩɪɢɜɨɞɢɬ ɤ ɫɬɨɣɤɨɣ ɥɢɛɨ ɜɵɪɚɠɟɧɧɨɣ 
ɧɟɬɪɭɞɨɫɩɨɫɨɛɧɨɫɬɢ ɢɥɢ ɢɧɜɚɥɢɞɧɨɫɬɢ, ɤ 
ɜɪɨɠɞɟɧɧɵɦ ɚɧɨɦɚɥɢɹɦ ɢɥɢ ɩɨɪɨɤɚɦ ɪɚɡɜɢɬɢɹ, 
ɬɪɟɛɭɟɬ ɦɟɞɢɰɢɧɫɤɨɝɨ ɜɦɟɲɚɬɟɥɶɫɬɜɚ ɞɥɹ 
ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ ɪɚɡɜɢɬɢɹ ɩɟɪɟɱɢɫɥɟɧɧɵɯ 
ɫɨɫɬɨɹɧɢɣ..  

В ɷɬɨɦ ɤɨɧɬɟɤɫɬɟ «ɩɪɟɞɫɬɚɜɥɹɟɬ ɭɝɪɨɡɭ ɞɥɹ 
ɠɢɡɧɢ ɩɚɰɢɟɧɬɚ» ɨɬɧɨɫɢɬɫɹ ɤ ɪɟɚɤɰɢɢ, ɩɪɢ 
ɤɨɬɨɪɨɣ ɠɢɡɧɶ ɩɚɰɢɟɧɬɚ ɧɚɯɨɞɢɥɚɫɶ ɩɨɞ ɭɝɪɨɡɨɣ 
ɧɚ ɦɨɦɟɧɬ ɪɚɡɜɢɬɢɹ ɪɟɚɤɰɢɢ. Эɬɨ ɧɟ ɨɬɧɨɫɢɬɫɹ ɤ 
ɪɟɚɤɰɢɢ, ɤɨɬɨɪɚɹ ɝɢɩɨɬɟɬɢɱɟɫɤɢ ɦɨɝɥɚ ɛɵ 
ɩɪɢɜɟɫɬɢ ɤ ɫɦɟɪɬɢ ɩɚɰɢɟɧɬɚ ɜ ɫɥɭɱɚɟ ɛɨɥɟɟ 
ɬɹɠɟɥɨɝɨ ɬɟɱɟɧɢɹ. ɉɪɢ ɪɟɲɟɧɢɢ ɜɨɩɪɨɫɚ ɨ ɬɨɦ, 
ɫɱɢɬɚɬɶ ɥɢ ɞɪɭɝɢɟ ɫɢɬɭɚɰɢɢ ɫɟɪɶɟɡɧɵɦɢ, 
ɬɪɟɛɭɟɬɫɹ ɦɟɞɢɰɢɧɫɤɨɟ ɢ ɧɚɭɱɧɨɟ ɫɭɠɞɟɧɢɟ, 
ɧɚɩɪɢɦɟɪ, ɜ ɫɥɭɱɚɟ ɡɧɚɱɢɦɵɯ ɦɟɞɢɰɢɧɫɤɢɯ 
ɫɨɛɵɬɢɣ, ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɧɟ ɛɵɬɶ ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨ 
ɭɝɪɨɠɚɸɳɢɦɢ ɠɢɡɧɢ ɢɥɢ ɥɟɬɚɥɶɧɵɦɢ ɢ ɧɟ 

 ɍɱɬɟɧɨ ɪɚɧɟɟ, ɜ ɪɟɞɚɤɰɢɢ ɩɨ 
ɩɪɟɞɥɨɠɟɧɢɹɦ 
Ɋɨɫɡɞɪɚɜɧɚɞɡɨɪɚ. 
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ɩɨɬɪɟɛɨɜɚɬɶ ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, ɧɨ ɦɨɝɭɬ 
ɩɪɟɞɫɬɚɜɥɹɬɶ ɭɝɪɨɡɭ ɞɥɹ ɩɚɰɢɟɧɬɚ ɢɥɢ 
ɩɨɬɪɟɛɨɜɚɬɶ ɜɦɟɲɚɬɟɥɶɫɬɜɚ ɞɥɹ ɩɪɟɞɨɬɜɪɚɳɟɧɢɹ 
ɨɞɧɨɝɨ ɢɡ ɢɫɯɨɞɨɜ, ɩɟɪɟɱɢɫɥɟɧɧɵɯ ɜɵɲɟ. 
ɉɪɢɦɟɪɚɦɢ ɬɚɤɢɯ ɫɨɛɵɬɢɣ ɹɜɥɹɸɬɫɹ 
ɢɧɬɟɧɫɢɜɧɚɹ ɬɟɪɚɩɢɹ ɜ ɩɪɢɟɦɧɨɦ ɨɬɞɟɥɟɧɢɢ ɢɥɢ 
ɞɨɦɚ ɩɪɢ ɪɚɡɜɢɬɢɢ ɚɥɥɟɪɝɢɱɟɫɤɨɝɨ ɛɪɨɧɯɨɫɩɚɡɦɚ, 
ɪɟɚɤɰɢɢ ɝɢɩɟɪɱɭɜɫɬɜɢɬɟɥɶɧɨɫɬɢ ɧɟɦɟɞɥɟɧɧɨɝɨ 
ɬɢɩɚ ɢɥɢ ɫɭɞɨɪɨɝɢ, ɤɨɬɨɪɵɟ ɧɟ ɩɪɢɜɟɥɢ ɤ 
ɝɨɫɩɢɬɚɥɢɡɚɰɢɢ, ɪɚɡɜɢɬɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɣ 
ɡɚɜɢɫɢɦɨɫɬɢ ɢɥɢ ɡɥɨɭɩɨɬɪɟɛɥɟɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɨɦ. Ʌɸɛɚɹ 
ɧɟɩɪɟɞɧɚɦɟɪɟɧɧɚɹ ɩɨɞɨɡɪɟɜɚɟɦɚɹ ɩɟɪɟɞɚɱɚ 
ɢɧɮɟɤɰɢɨɧɧɨɝɨ ɚɝɟɧɬɚ ɱɟɪɟɡ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 
ɬɚɤɠɟ ɫɱɢɬɚɟɬɫɹ ɫɟɪɶɟɡɧɨɣ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɟɣ; 

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ. 
ɉɪɟɞɥɚɝɚɟɬɫɹ ɝɚɪɦɨɧɢɡɢɪɨɜɚɬɶ ɨɩɪɟɞɟɥɟɧɢɟ ɫ EU 

GVP Annex 1: 

An adverse reaction which results in death, is life-

threatening, requires in-patient hospitalisation or 

prolongation of existing hospitalisation, results in 

persistent or significant disability or incapacity, or is a 

congenital anomaly/birth defect  

Life-threatening in this context refers to a reaction in 

which the patient was at risk of death at the time of the 

reaction; it does not refer to a reaction that 

hypothetically might have caused death if more severe. 

Medical and scientific judgement should be exercised in 

deciding whether other situations should be considered 

serious, such as important medical events that might not 

be immediately life-threatening or result in death or 

hospitalisation but might jeopardise the patient or might 
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require intervention to prevent one of the other outcomes 

listed in the definition above. Examples of such events 

are intensive treatment in an emergency room or at 

home for allergic bronchospasm, blood dyscrasias or 

convulsions that do not result in hospitalisation or 

development of dependency or abuse.  

Any suspected transmission via a medicinal product of 

an infectious agent is also considered a serious adverse 

reaction. 

ɉ.2.1.1(2) ɋɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɹɜɥɹɟɬɫɹ ɧɟɨɬɴɟɦɥɟɦɨɣ 
ɫɨɫɬɚɜɥɹɸɳɟɣ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 
ɉɪɢɦɟɧɢɬɟɥɶɧɨ ɤ ɧɚɞɥɟɠɚɳɟɣ ɩɪɚɤɬɢɤɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɨɩɪɟɞɟɥɹɸɳɟɣ ɬɪɟɛɨɜɚɧɢɹ ɤ 
ɫɬɪɭɤɬɭɪɟ ɢ ɩɪɨɰɟɫɫɚɦ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, 
ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɨ ɨɩɪɟɞɟɥɹɟɬɫɹ ɤɚɤ ɩɪɟɞɫɬɚɜɥɹɟɬ 

ɫɨɛɨɣ ɫɨɜɨɤɭɩɧɨɫɬɶ ɯɚɪɚɤɬɟɪɢɫɬɢɤ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɩɨɡɜɨɥɹɸɳɢɯ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɩɪɟɞɩɨɥɚɝɚɟɦɨɣ ɜɟɪɨɹɬɧɨɫɬɶɸ ɞɨɫɬɢɝɚɬɶ ɪɟɡɭɥɶɬɚɬɨɜ 
ɪɚɛɨɬɵ ɫɢɫɬɟɦɵ, ɫɨɝɥɚɫɭɸɳɢɯɫɹ ɫ ɰɟɥɹɦɢ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ɇɟɨɛɯɨɞɢɦɨɫɬɶ ɨɰɟɧɤɢ ɫɬɟɩɟɧɢ 
ɞɨɫɬɢɠɟɧɢɹ ɬɪɟɛɭɟɦɨɝɨ ɭɪɨɜɧɹ ɤɚɱɟɫɬɜɚ ɫɢɫɬɟɦɵ 

ɨɩɪɟɞɟɥɹɟɬ ɧɟɨɛɯɨɞɢɦɨɫɬɶ ɧɚɥɢɱɢɹ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨ 
ɨɩɪɟɞɟɥɹɟɦɵɯ ɬɪɟɛɨɜɚɧɢɣ ɤ ɤɚɱɟɫɬɜɭ. Ɍɪɟɛɨɜɚɧɢɹ ɤ 
ɤɚɱɟɫɬɜɭ ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɟ 
ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɫɢɫɬɟɦɵ, ɜɵɩɨɥɧɟɧɢɟ ɤɨɬɨɪɵɯ ɫ 
ɨɩɪɟɞɟɥɟɧɧɨɣ ɜɟɪɨɹɬɧɨɫɬɶɸ ɩɨɡɜɨɥɹɟɬ ɞɨɫɬɢɝɚɬɶ 
ɩɥɚɧɢɪɭɟɦɵɯ ɪɟɡɭɥɶɬɚɬɨɜ, ɬɨ ɟɫɬɶ ɢɥɢ ɰɟɥɟɣ 
ɫɢɫɬɟɦɵ ɩɨ ɤɚɱɟɫɬɜɭ. Ɉɛɳɢɟ ɰɟɥɢ ɩɨ ɫɢɫɬɟɦɵ 

ɤɚɱɟɫɬɜɭ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɨɩɪɟɞɟɥɹɸɬɫɹ ɜ 
ɩɭɧɤɬɟ 2.1.3 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ. ɋɩɟɰɢɮɢɱɟɫɤɢɟ 
ɰɟɥɢ ɢ ɬɪɟɛɨɜɚɧɢɹ ɩɨ ɤɚɱɟɫɬɜɭ ɞɥɹ ɨɬɞɟɥɶɧɵɯ 
ɫɬɪɭɤɬɭɪ ɢ ɩɪɨɰɟɫɫɨɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɨɩɪɟɞɟɥɹɸɬɫɹ ɜ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ ɝɥɚɜɚɯ ɉɪɚɜɢɥ.  
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Ɋɟɱɶ ɢɞɟɬ ɢɦɟɧɧɨ ɨ ɤɚɱɟɫɬɜɟ ɤɚɤ ɨ ɩɨɧɹɬɢɢ, ɚ ɧɟ ɨ 
ɫɢɫɬɟɦɟ ɤɚɱɟɫɬɜɚ, ɬ.ɤ. ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɹɜɥɹɟɬɫɹ 
ɱɚɫɬɶɸ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ ɩɨɷɬɨɦɭ ɧɟ 
ɦɨɠɟɬ ɨɞɧɨɜɪɟɦɟɧɧɨ ɩɪɟɞɫɬɚɜɥɹɬɶ ɫɨɛɨɣ 
ɫɨɜɨɤɭɩɧɨɫɬɶ ɯɚɪɚɤɬɟɪɢɫɬɢɤ ɩɨɫɥɟɞɧɟɣ. 

ɉɥɚɧɢɪɭɟɦɵɟ ɪɟɡɭɥɶɬɚɬɵ = ɰɟɥɢ ɩɨ ɤɚɱɟɫɬɜɭ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

ȼ ɩɨɫɥɟɞɧɢɯ ɞɜɭɯ ɩɪɟɞɥɨɠɟɧɢɹɯ ɪɟɱɶ ɢɞɟɬ ɨɛ 
ɨɛɳɢɯ ɢ ɫɩɟɰɢɮɢɱɟɫɤɢɯ (ɱɚɫɬɧɵɯ) ɰɟɥɹɯ ɩɨ ɤɚɱɟɫɬɜɭ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɚ ɧɟ ɰɟɥɹɯ ɞɜɭɯ ɫɢɫɬɟɦ. 

EU GVP Module 1, I.B.2 

The quality of a pharmacovigilance system can be 

defined as all the characteristics of the system which are 

considered to produce, according to estimated 

likelihoods, outcomes relevant to the objectives of 

pharmacovigilance. 

Quality requirements are 

those characteristics of a system that are likely to 

produce the desired outcome, or quality objectives. 

The overall quality objectives for pharmacovigilance 

systems are provided under I.B.4. 

ɉ. 2.1.2 (4) ɋɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɩɪɟɞɭɫɦɚɬɪɢɜɚɟɬ ɰɢɤɥɢɱɧɨɫɬɶ 
ɫɥɟɞɭɸɳɢɯ ɦɟɪɨɩɪɢɹɬɢɣ: 

ɫɨɡɞɚɧɢɟ ɫɬɪɭɤɬɭɪɵ ɫɢɫɬɟɦɵ ɢ ɩɥɚɧɢɪɨɜɚɧɢɟ 
ɢɧɬɟɝɪɢɪɨɜɚɧɧɵɯ ɢ ɫɨɝɥɚɫɨɜɚɧɧɵɯ ɩɪɨɰɟɫɫɨɜ 
(ɩɥɚɧɢɪɨɜɚɧɢɟ ɤɚɱɟɫɬɜɚ);… 

ɜɵɩɨɥɧɟɧɢɟ ɡɚɞɚɱ ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ ɫɢɫɬɟɦɵ 
ɤɚɱɟɫɬɜɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɩɨ ɤɚɱɟɫɬɜɭ 
(ɩɪɢɜɟɪɠɟɧɧɨɫɬɶ ɤɚɱɟɫɬɜɭ); 

ɦɨɧɢɬɨɪɢɧɝ ɢ ɨɰɟɧɤɭ ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɨɪɝɚɧɢɡɚɰɢɢ 
ɢ ɪɚɛɨɬɵ ɫɬɪɭɤɬɭɪ ɢ ɩɪɨɰɟɫɫɨɜ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ 

(ɤɨɧɬɪɨɥɶ ɢ ɨɛɟɫɩɟɱɟɧɢɟ ɤɚɱɟɫɬɜɚ); 
ɤɨɪɪɟɤɬɢɪɨɜɤɭ ɢ ɭɥɭɱɲɟɧɢɟ ɫɬɪɭɤɬɭɪɵ ɢ 
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ɩɪɨɰɟɫɫɨɜ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ (ɭɥɭɱɲɟɧɢɟ ɤɚɱɟɫɬɜɚ). 
ɉɨɞɪɚɡɭɦɟɜɚɸɬɫɹ ɡɚɞɚɱɢ ɢ ɨɛɹɡɚɧɧɨɫɬɢ ɫɢɫɬɟɦɵ 

ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɬ.ɤ. ɧɚ ɧɢɯ ɧɚɰɟɥɟɧɚ ɫɢɫɬɟɦɚ 
ɤɚɱɟɫɬɜɚ, ɚ ɧɟ ɫɚɦɚ ɧɚ ɫɟɛɹ. Ɍɚɤɠɟ ɜɚɠɧɨ, ɱɬɨ ɪɟɱɶ 
ɢɞɟɬ ɢɦɟɧɧɨ ɨ ɰɢɤɥɟ ɩɨɜɵɲɟɧɢɹ ɤɚɱɟɫɬɜɚ – 

ɩɥɚɧɢɪɨɜɚɧɢɟ, ɢɫɩɨɥɧɟɧɢɟ, ɨɰɟɧɤɚ, ɭɥɭɱɲɟɧɢɟ. 
EU GVP Module 1, I.B.3 

The quality system shall be based on all of the 

following activities: 

quality planning: establishing structures and planning 

integrated and consistent processes; 

quality adherence: carrying out tasks and 

responsibilities in accordance with quality requirements; 

quality control and assurance: monitoring and 

evaluating how effectively the structures and 

processes have been established and how effectively 

the processes are being carried out; and 

quality improvements: correcting and improving the 

structures and processes where necessary. 

ɉ.2.1.3 (5) Ɉɛɳɢɦɢ ɰɟɥɹɦɢ ɩɨ ɤɚɱɟɫɬɜɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɹɜɥɹɸɬɫɹ: 

ɜɵɩɨɥɧɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɨɦ 
ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ, ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ 
ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ ɩɪɚɜɨ ɋɨɸɡɚ, ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ; 

ɩɪɟɞɨɬɜɪɚɳɟɧɢɟ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɩɨɫɥɟɞɫɬɜɢɣ 
ɩɪɢɦɟɧɟɧɢɹ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ; 

ɨɛɟɫɩɟɱɟɧɢɟ ɩɪɢɦɟɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ ɩɪɢ ɩɪɟɜɵɲɟɧɢɢ ɩɨɥɶɡɵ ɧɚɞ ɪɢɫɤɨɦ; 

ɫɨɞɟɣɫɬɜɢɟ ɡɚɳɢɬɟ ɡɞɨɪɨɜɶɹ ɩɚɰɢɟɧɬɨɜ ɢ 
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ɨɛɳɟɫɬɜɟɧɧɨɝɨ ɡɞɨɪɨɜɶɹ.  

Ɋɟɱɶ ɢɞɟɬ ɨɛ ɨɛɳɢɯ ɰɟɥɹɯ ɩɨ ɤɚɱɟɫɬɜɭ ɜɫɟɣ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɱɚɫɬɶɸ ɤɨɬɨɪɨɣ 
ɹɜɥɹɟɬɫɹ ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ, ɬ.ɤ., ɧɚɩɪɢɦɟɪ, 
ɩɪɟɞɨɬɜɪɚɳɟɧɢɟ ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɩɨɫɥɟɞɫɬɜɢɣ – ɷɬɨ 
ɰɟɥɶ ɫɢɫɬɟɦɵ ɜɫɟɣ Ɏɇ. 

ȼɨ ɜɬɨɪɨɦ ɚɛɡɚɰɟ ɱɚɫɬɶ «ɢ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ» ɩɟɪɟɧɟɫɟɧɚ ɜ ɧɚɱɚɥɨ ɩɪɟɞɥɨɠɟɧɢɹ, 
ɬ.ɤ. ɨɧɚ ɨɬɧɨɫɢɬɫɹ ɢ ɤ «ɜɵɩɨɥɧɟɧɢɸ ɬɪɟɛɨɜɚɧɢɹɦ». 

EU GVP Module 1, I.B.4 

I.B.4 Overall quality objectives for pharmacovigilance 

The overall quality objectives of a pharmacovigilance 

system are: 

complying with the legal requirements for 

pharmacovigilance tasks and responsibilities; 

preventing harm from adverse reactions in humans 

arising from the use of authorised medicinal 

products within or outside the terms of marketing 

authorisation or from occupational exposure; 

promoting the safe and effective use of medicinal 

products, in particular through providing timely 

information about the safety of medicinal products to 

patients, healthcare professionals and the 

public; and 

МontrТЛutТnР to tСО protОМtТon oП pКtТОnts’ КnН puЛХТМ 
health. 

2.2.1 (6) 

 

ɨɛɟɫɩɟɱɟɧɢɟ ɷɮɮɟɤɬɢɜɧɨɝɨ ɪɭɤɨɜɨɞɫɬɜɚ ɩɨ 
ɜɧɟɞɪɟɧɢɸ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɢ ɦɨɬɢɜɚɰɢɢ ɩɟɪɫɨɧɚɥɚ 
ɜ ɨɬɧɨɲɟɧɢɢ ɰɟɥɟɣ ɩɨ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɭ;  

Ɍɨ ɠɟ, ɱɬɨ ɜɵɲɟ ɩɪɨ ɰɟɥɢ ɩɨ ɤɚɱɟɫɬɜɭ 

 ɍɱɬɟɧɨ. 

2.2.1, (6) 5ɣ ɚɛɡɚɰ ɜɨɜɥɟɱɟɧɢɟ ɜɫɟɯ ɫɨɬɪɭɞɧɢɤɨɜ ɨɪɝɚɧɢɡɚɰɢɢ 
(ɩɪɟɞɩɪɢɹɬɢɹ) ɜ ɩɨɫɬɨɹɧɧɵɣ ɩɪɨɰɟɫɫ ɩɨɜɵɲɟɧɢɹ 

 ɍɱɬɟɧɨ. 
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ɤɚɱɟɫɬɜɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɫɨɝɥɚɫɧɨ 
ɰɢɤɥɢɱɧɨɫɬɢ ɦɟɪɨɩɪɢɹɬɢɣ, ɭɤɚɡɚɧɧɵɯ ɜ ɩ. 2.1.2 

ɍɬɨɱɧɹɟɬɫɹ, ɤɚɤ ɨɛɪɚɡɨɦ ɜɨɜɥɟɤɚɸɬɫɹ 
ɫɨɬɪɭɞɧɢɤɢ ɞɥɹ ɩɨɜɵɲɟɧɢɹ ɤɚɱɟɫɬɜɚ 

ɉ. 2.3.1.(7) Ɂɚ ɨɛɟɫɩɟɱɟɧɢɟ ɪɚɛɨɬɵ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɤ 
ɫɢɫɬɟɦɟ ɤɚɱɟɫɬɜɚ ɧɟɫɭɬ ɨɬɜɟɬɫɬɜɟɧɧɨɫɬɶ ɜɫɟ 
ɫɩɟɰɢɚɥɢɫɬɵ, ɜɵɩɨɥɧɹɸɳɢɟ ɪɚɛɨɬɭ ɩɨ 
ɨɪɝɚɧɢɡɚɰɢɢ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ. ɇɟɨɛɯɨɞɢɦɨ 
ɨɛɟɫɩɟɱɢɬɶ ɫɢɫɬɟɦɧɵɣ ɩɨɞɯɨɞ ɤ ɜɧɟɞɪɟɧɢɸ ɢ 
ɩɨɞɞɟɪɠɚɧɢɸ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɧɚ ɧɚɞɥɟɠɚɳɟɦ 
ɭɪɨɜɧɟ. Ɉɪɝɚɧɢɡɚɰɢɹ ɞɨɥɠɧɚ ɨɛɟɫɩɟɱɢɬɶ 
ɞɨɫɬɚɬɨɱɧɨɟ ɤɨɥɢɱɟɫɬɜɨ ɤɨɦɩɟɬɟɧɬɧɵɯ ɢ ɨɛɭɱɟɧɧɵɯ 
ɫɩɟɰɢɚɥɢɫɬɨɜ, ɢɦɟɸɳɢɯ ɫɨɨɬɜɟɬɫɬɜɭɸɳɭɸ 
ɩɪɨɮɟɫɫɢɨɧɚɥɶɧɭɸ ɩɨɞɝɨɬɨɜɤɭ, ɞɥɹ ɜɵɩɨɥɧɟɧɢɹ 
ɬɪɟɛɭɟɦɨɝɨ ɨɛɴɟɦɚ ɪɚɛɨɬ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɧɚ 
ɧɚɞɥɟɠɚɳɟɦ ɭɪɨɜɧɟ. ȼ ɢɯ ɨɛɹɡɚɧɧɨɫɬɢ ɞɨɥɠɧɨ 
ɜɯɨɞɢɬɶ ɫɨɛɥɸɞɟɧɢɟ ɩɪɢɧɰɢɩɨɜ, ɢɡɥɨɠɟɧɧɵɯ ɜ 
ɩɭɧɤɬɟ 2.2.1.  

ɉɟɪɜɚɹ ɱɚɫɬɶ ɞɭɛɥɢɪɭɟɬ ɫɨɞɟɪɠɚɧɢɟ 2.3.2. 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɵɣ ɩɭɧɤɬ 
ɩɨɹɫɧɹɟɬ ɢ ɪɚɫɤɪɵɜɚɟɬ 
ɧɨɪɦɭ ɫɥɟɞɭɸɳɟɝɨ ɩɭɧɤɬɚ. 

ɉ. 2.4.2, 2ɣ ɚɛɡɚɰ (11) ȼɫɟ ɫɩɟɰɢɚɥɢɫɬɵ ɫɨɬɪɭɞɧɢɤɢ ɞɨɥɠɧɵ ɛɵɬɶ 
ɨɛɭɱɟɧɵ ɜɵɩɨɥɧɟɧɢɸ ɢ ɩɨɢɫɤɭ ɩɪɨɰɟɞɭɪ, 
ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɯ ɩɪɢ ɜɵɹɜɥɟɧɢɢ ɢɡɦɟɧɟɧɢɣ 
ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ ɩɨɥɭɱɟɧɢɢ ɢɧɮɨɪɦɚɰɢɢ ɨ ɩɪɨɛɥɟɦɟ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ.  

ɋɥɨɜɨ «ɫɩɟɰɢɚɥɢɫɬɵ» ɨɝɪɚɧɢɱɢɜɚɟɬ ɡɧɚɱɟɧɢɟ, ɩɨ-

ɜɢɞɢɦɨɦɭ, ɫɨɬɪɭɞɧɢɤɚɦɢ ɨɬɞɟɥɚ Ɏɇ, ɜ ɬɨ ɜɪɟɦɹ ɤɚɤ 
ɩɪɢɧɰɢɩ ɡɚɤɥɸɱɚɟɬɫɹ ɜ ɬɨɦ, ɱɬɨ ɥɸɛɨɣ ɫɨɬɪɭɞɧɢɤ 
ɞɨɥɠɟɧ ɡɧɚɬɶ, ɤɚɤ ɩɨɫɬɭɩɢɬɶ ɜ ɪɚɫɫɦɚɬɪɢɜɚɟɦɨɣ 
ɫɢɬɭɚɰɢɢ. Ɍɟɪɦɢɧ «ɩɪɨɛɥɟɦɚ ɛɟɡɨɩɚɫɧɨɫɬɢ» ɬɨɱɧɟɟ 
ɨɬɪɚɠɚɟɬ ɫɦɵɫɥ ɬɪɟɛɨɜɚɧɢɹ, ɬ.ɤ. ɫɨɬɪɭɞɧɢɤɢ 

 ɍɱɬɟɧɨ. 
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ɨɬɞɟɥɨɜ ɜɧɟ ɨɬɞɟɥɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɦɨɝɭɬ ɧɟ 
ɡɧɚɬɶ, ɢɡɦɟɧɹɟɬ ɥɢ ɩɨɥɭɱɟɧɧɚɹ ɢɦɢ ɢɧɮɨɪɦɚɰɢɹ 
ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ. ɉɨɷɬɨɦɭ ɫɨɬɪɭɞɧɢɤɢ 
ɞɨɥɠɧɵ ɡɧɚɬɶ, ɱɬɨ ɞɟɥɚɬɶ ɩɪɢ ɥɸɛɵɯ ɩɪɨɛɥɟɦɚɯ 
ɢɥɢ ɨɡɚɛɨɱɟɧɧɨɫɬɢ ɩɨ ɩɨɜɨɞɭ ɛɟɡɨɩɚɫɧɨɫɬɢ.  

EU GVP Module 1, I.B.7 

All staff members of the organisation should receive 

and be able to seek information about what to do if they 

become aware of a safety concern. 

ɉ. 2.7.1, 5ɣ ɚɛɡɚɰ (17) 

 

ɷɮɮɟɤɬɢɜɧɨɝɨ ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ ɩɚɰɢɟɧɬɨɜ, 
ɦɟɞɢɰɢɧɫɤɢɯ ɪɚɛɨɬɧɢɤɨɜ, ɞɟɪɠɚɬɟɥɟɣ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɢ ɨɛɳɟɫɬɜɚ ɜ 
ɰɟɥɨɦ; ɷɮɮɟɤɬɢɜɧɨɝɨ ɢɧɮɨɪɦɚɰɢɨɧɧɨɝɨ 
ɜɡɚɢɦɨɞɟɣɫɬɜɢɹ ɫ ɩɚɰɢɟɧɬɚɦɢ, ɦɟɞɢɰɢɧɫɤɢɦɢ 
ɪɚɛɨɬɧɢɤɚɦɢ, ɞɟɪɠɚɬɟɥɹɦɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɢ ɨɛɳɟɫɬɜɨɦ ɜ ɰɟɥɨɦ; 

Ⱦɨɥɠɧɚ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧɚ ɞɜɭɫɬɨɪɨɧɧɹɹ ɫɜɹɡɶ, ɚ ɧɟ 
ɩɪɨɫɬɨ ɢɧɮɨɪɦɢɪɨɜɚɧɢɟ 

EU GVP Module 1, I.B.9.2 – ensuring effective 

communication with patients, healthcare professionals, 

marketing authorization holders and the general public 

 ɍɱɬɟɧɨ. 

ɉ. 2.9.2, 2ɣ ɚɛɡɚɰ (28) Ⱦɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɫɢɫɬɟɦɧɨɝɨ ɩɨɞɯɨɞɚ ɩɪɢ 
ɩɥɚɧɢɪɨɜɚɧɢɢ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɨɪɝɚɧɢɡɚɰɢɹ ɞɨɥɠɧɚ 
ɨɩɪɟɞɟɥɢɬɶ: 

ɰɟɥɢ ɜ ɨɛɥɚɫɬɢ ɤɚɱɟɫɬɜɚ ɞɥɹ ɨɪɝɚɧɢɡɚɰɢɢ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɨɛɳɢɦɢ ɰɟɥɹɦɢ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɜ 
ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɨ ɤɚɱɟɫɬɜɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɫɨɝɥɚɫɧɨ ɩɭɧɤɬɭ 2.1.3 ɧɚɫɬɨɹɳɢɯ 
ɉɪɚɜɢɥ ɢ ɫɩɟɰɢɮɢɱɟɫɤɢɦɢ ɞɥɹ ɨɬɞɟɥɶɧɵɯ ɫɬɪɭɤɬɭɪ ɢ 
ɩɪɨɰɟɫɫɨɜ ɰɟɥɹɦ ɜ ɨɛɥɚɫɬɢ ɤɚɱɟɫɬɜɚ ɫɨɝɥɚɫɧɨ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦ ɪɚɡɞɟɥɚɦ ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ; 

ȼ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɪɟɞɚɤɰɢɹɦɢ, ɩɪɟɞɥɨɠɟɧɧɵɦɢ 

 ɍɱɬɟɧɨ. 
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ɜɵɲɟ ɞɨɥɠɧɨ ɢɫɩɨɥɶɡɨɜɚɬɶɫɹ ɨɞɧɨ ɢ ɬɨ ɠɟ 
ɩɨɧɹɬɢɟ: ɨɛɳɢɟ ɰɟɥɢ ɩɨ ɤɚɱɟɫɬɜɭ 

EU GVP Module 1, I.B.11 

In order to have a systematic approach, the 

organisation should define in advance: 

quality objectives specific to their organisations in 

accordance with the overall quality objectives 

provided under I.B.4. and the structure- and process-

specific quality objectives in accordance with each 

Module of GVP; and.. 

ɉ. 2.9.3, 4ɣ ɚɛɡɚɰ (29) 

 

ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɫɨɨɬɜɟɬɫɬɜɢɸ ɩɪɨɰɟɫɫɨɜ 
ɭɩɪɚɜɥɟɧɢɹ; 

ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɩɪɨɰɟɫɫɚɦ ɭɩɪɚɜɥɟɧɢɹ 
ɫɨɨɬɜɟɬɫɬɜɢɹ ɬɪɟɛɨɜɚɧɢɹɦ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ; 

ɋɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɞɨɥɠɧɚ ɨɛɟɫɩɟɱɢɜɚɬɶ 
ɫɨɛɥɸɞɟɧɢɟ ɬɪɟɛɨɜɚɧɢɣ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɟɟ ɰɟɥɹɦɢ. ɇɟɬɨɱɧɵɣ ɩɟɪɟɜɨɞ 
ɩɨɥɨɠɟɧɢɹ. 

 ɍɱɬɟɧɨ. 

ɉ. 2.9.4.(30) Ⱦɨɤɭɦɟɧɬɚɰɢɹ ɩɨ ɫɢɫɬɟɦɟ ɤɚɱɟɫɬɜɚ ɞɨɥɠɧɚ ɬɚɤɠɟ 
ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ: 

Ɇɟɬɨɞɵ ɦɨɧɢɬɨɪɢɪɨɜɚɧɢɹ ɦɨɧɢɬɨɪɢɧɝɚ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɮɭɧɤɰɢɨɧɢɪɨɜɚɧɢɹ ɫɢɫɬɟɦɵ 
ɤɚɱɟɫɬɜɚ ɢ, ɜ ɱɚɫɬɧɨɫɬɢ, ɟɟ ɫɩɨɫɨɛɧɨɫɬɶ ɫɩɨɫɨɛɧɨɫɬɢ 
ɞɨɫɬɢɝɚɬɶ ɜɵɩɨɥɧɟɧɢɹ ɡɚɞɚɱ ɫɢɫɬɟɦɵ ɰɟɥɟɣ ɩɨ 
ɤɚɱɟɫɬɜɭ; 

ɩɨɥɢɬɢɤɭ ɭɩɪɚɜɥɟɧɢɹ ɞɨɤɭɦɟɧɬɚɰɢɟɣ; 
ɨɬɱɟɬɵ ɞɨɤɭɦɟɧɬɵ ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ ɜɵɩɨɥɧɟɧɧɵɯ 

ɩɪɨɰɟɞɭɪ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɩɨɞɬɜɟɪɠɞɚɸɳɢɟ 
ɜɵɩɨɥɧɟɧɢɟ ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɯ ɷɬɚɩɨɜ ɢ ɞɟɣɫɬɜɢɣ; 

ɞɨɤɭɦɟɧɬɵ ɢ ɨɬɱɟɬɵ ɩɨ ɫɪɟɞɫɬɜɚɦ ɢ 
ɨɛɨɪɭɞɨɜɚɧɢɸ, ɜɤɥɸɱɚɹ ɩɪɨɜɟɪɤɭ ɮɭɧɤɰɢɨɧɚɥɶɧɵɯ 
ɫɜɨɣɫɬɜ, ɞɟɹɬɟɥɶɧɨɫɬɶ ɩɨ ɤɜɚɥɢɮɢɤɚɰɢɢ ɢ ɜɚɥɢɞɚɰɢɢ, 
ɤɨɬɨɪɵɟ ɩɨɞɬɜɟɪɠɞɚɸɬ ɜɵɩɨɥɧɟɧɢɟ ɜɫɟɯ ɫɬɚɞɢɣ, 
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ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɯ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦɢ ɬɪɟɛɨɜɚɧɢɹɦɢ, 
ɩɪɨɬɨɤɨɥɚɦɢ ɢ ɩɪɨɰɟɞɭɪɚɦɢ; 

ɞɨɤɭɦɟɧɬɵ ɨɬɱɟɬɵ, ɩɨɞɬɜɟɪɠɞɚɸɳɢɟ ɤɨɧɬɪɨɥɶ 
ɧɟɞɨɫɬɚɬɤɨɜ ɢ ɨɬɤɥɨɧɟɧɢɣ ɨɬ ɭɫɬɚɧɨɜɥɟɧɧɨɣ ɫɢɫɬɟɦɵ 
ɤɚɱɟɫɬɜɚ, ɩɪɢɧɹɬɢɟ ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɢ 
ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɦɟɪɨɩɪɢɹɬɢɣ, ɨɰɟɧɤɭ 
ɷɮɮɟɤɬɢɜɧɨɫɬɢ ɩɪɢɧɹɬɵɯ ɦɟɪ. 

ɍɬɨɱɧɟɧɢɟ ɢ ɭɩɪɨɳɟɧɢɟ ɮɨɪɦɭɥɢɪɨɜɤɢ. ȼɚɠɧɨ, 
ɱɬɨɛɵ ɫɢɫɬɟɦɚ ɤɚɱɟɫɬɜɚ ɩɨɦɨɝɚɥɚ ɞɨɫɬɢɝɚɬɶ ɰɟɥɟɣ 
ɩɨ ɤɚɱɟɫɬɜɭ, ɚ ɧɟ ɩɪɨɫɬɨ ɜɵɩɨɥɧɹɬɶ ɡɚɞɚɱɢ. 

ɇɟ ɤɚɠɞɵɣ ɞɨɤɭɦɟɧɬ ɹɜɥɹɟɬɫɹ ɨɬɱɟɬɨɦ, ɤɚɤ 
ɤɨɦɦɟɧɬɢɪɨɜɚɥɨɫɶ ɜɵɲɟ. ɉɨ ɪɟɡɭɥɶɬɚɬɚɦ 
ɜɵɩɨɥɧɟɧɢɹ ɩɪɨɰɟɞɭɪ ɱɚɳɟ ɫɨɡɞɚɸɬɫɹ ɡɚɩɢɫɢ ɢɥɢ 
ɞɨɤɭɦɟɧɬɵ, ɤɨɬɨɪɵɟ ɩɨɞɬɜɟɪɠɞɚɸɬ ɜɵɩɨɥɧɟɧɢɟ 
ɞɟɣɫɬɜɢɣ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module I: 

It is recommended that the documentation of the 

quality system also includes:  

the methods of monitoring the efficient operation of 

the quality system and, in particular, its ability to fulfil 

the quality objectives;  

a record management policy;  

records created as a result of pharmacovigilance 

processes which demonstrate that key steps for the 

defined procedures have been taken;  

records and reports relating to the facilities and 

equipment including functionality checks, qualification 

and validation activities which demonstrate that all steps 

required by the applicable requirements, protocols and 

procedures have been taken;  

records to demonstrate that deficiencies and 

deviations from the established quality system are 

monitored, that corrective and preventive actions have 
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been taken, that solutions have been applied to 

deviations or deficiencies and that the effectiveness of 

the actions taken has been verified. 

ɉ. 2.12.1, 12ɣ ɚɛɡɚɰ (33) 

 

ɜɵɩɨɥɧɟɧɢɟ ɜɫɟɯ ɬɪɟɛɭɟɦɵɯ ɞɟɣɫɬɜɢɣ ɜ ɫɥɭɱɚɟ 
ɢɡɦɟɧɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɫɬɚɬɭɫɚ ɩɨ ɩɪɢɱɢɧɟ 
ɩɟɪɟɫɦɨɬɪɚ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ 

Ɋɟɚɥɢɡɚɰɢɹ ɢɡɦɟɧɟɧɢɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 
ɩɨ ɩɪɢɱɢɧɟ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɧɟɨɛɯɨɞɢɦɨɣ ɫɪɨɱɧɨɫɬɶɸ 

ȼ ɬɟɤɭɳɟɣ ɪɟɞɚɤɰɢɢ ɩɟɪɟɩɭɬɚɧɵ ɩɪɢɱɢɧɚ ɢ 
ɫɥɟɞɫɬɜɢɟ, ɢ ɜɟɪɨɹɬɧɵ ɡɚɞɟɪɠɤɢ ɜ ɩɪɢɧɹɬɢɢ ɦɟɪ ɩɨ 
ɨɛɟɫɩɟɱɟɧɢɸ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɬ.ɤ. ɬɟɤɭɳɚɹ ɪɟɞɚɤɰɢɹ 
ɩɨɞɪɚɡɭɦɟɜɚɟɬ ɩɪɢɧɹɬɢɟ ɦɟɪ «ɜ ɫɥɭɱɚɟ ɢɡɦɟɧɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɫɬɚɬɭɫɚ», ɬ.ɟ. ɩɨɫɥɟ ɩɪɢɧɹɬɢɹ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɝɨ ɪɟɲɟɧɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ 
ɨɪɝɚɧɨɦ. ȼ ɞɟɣɫɬɜɢɬɟɥɶɧɨɫɬɢ, ȾɊɍ ɞɨɥɠɧɵ 
ɩɪɢɧɢɦɚɬɶ ɦɟɪɵ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɜ 
ɬɨɦ ɱɢɫɥɟ – ɢɧɢɰɢɢɪɨɜɚɬɶ ɜɧɟɫɟɧɢɟ ɢɡɦɟɧɟɧɢɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɢ ɜ ɞɚɧɧɨɦ ɩɭɧɤɬɟ ɪɟɱɶ ɢɞɟɬ ɢɦɟɧɧɨ 
ɨɛ ɷɬɨɦ, ɫɨɝɥɚɫɧɨ EU GVP Module 1, I.B.11.3: EU 

GVP Module 1, I.B.11.3: implementation of variations to 

marketing authorisations for safety reasons according to 

the urgency required. 

 ɍɱɬɟɧɨ, ɫ ɤɨɪɪɟɤɬɢɪɨɜɤɨɣ 
ɪɟɞɚɤɰɢɢ 

ɉ. 2.15.4 (48) ȼ ɞɨɩɨɥɧɟɧɢɟ ɤ ɧɚɡɧɚɱɟɧɢɸ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɜɩɪɚɜɟ ɬɪɟɛɨɜɚɬɶ ɧɚɡɧɚɱɟɧɢɹ 
ɤɨɧɬɚɤɬɧɨɝɨ ɥɢɰɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɩɨɞɱɢɧɟɧɧɨɝɨ 
ɩɨɞɨɬɱɟɬɧɨɝɨ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ ɥɢɰɭ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. ɉɨɞɨɬɱɟɬɧɨɫɬɶ ɜ ɞɚɧɧɨɦ ɫɥɭɱɚɟ 
ɨɬɧɨɫɢɬɫɹ ɤ ɡɚɞɚɱɚɦ ɢ ɨɛɹɡɚɧɧɨɫɬɹɦ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ ɧɟ ɨɛɹɡɚɬɟɥɶɧɨ ɨɡɧɚɱɚɟɬ 
ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨɟ ɩɨɞɱɢɧɟɧɢɟ. 

 ɍɱɬɟɧɨ. 
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Ȼɨɥɟɟ ɬɨɱɧɵɣ ɩɟɪɟɜɨɞ: ɫɨɬɪɭɞɧɢɤɢ ɜ ɪɚɡɧɵɯ 
ɫɬɪɚɧɚɯ ȿȺЭɋ ɦɨɝɭɬ ɧɟ ɢɦɟɬɶ ɥɢɧɟɣɧɨɝɨ/ 
ɧɟɩɨɫɪɟɞɫɬɜɟɧɧɨɝɨ ɩɨɞɱɢɧɟɧɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ 
ɥɢɰɭ, ɧɨ ɞɨɥɠɧɵ ɛɵɬɶ ɟɦɭ ɩɨɞɨɬɱɟɬɧɵ. 

Эɬɨ ɫɨɝɥɚɫɭɟɬɫɹ ɫ EU GVP Module V, rev.2.0: 

In addition to the QPPV, competent authorities in 

Member States are legally provided with the option to 

request the nomination of a pharmacovigilance contact 

person at national level reporting to the QPPV. 

Reporting in this context relates to pharmacovigilance 

tasks and responsibilities and not necessarily to line 

management 

ɉ. 2.15.7 (52) ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɩɨɥɭɱɚɟɬ ɢɧɮɨɪɦɚɰɢɸ ɨɬ ɪɭɤɨɜɨɞɹɳɟɝɨ ɩɟɪɫɨɧɚɥɚ ɨ 
ɪɟɡɭɥɶɬɚɬɚɯ ɩɨɫɬɨɹɧɧɵɯ ɨɛɡɨɪɨɜ ɫɢɫɬɟɦɵ ɤɚɱɟɫɬɜɚ ɢ 
ɩɪɟɞɩɪɢɧɹɬɵɯ ɦɟɪɚɯ, ɞɚɧɧɵɟ ɨ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɬɪɟɛɨɜɚɧɢɹɦ, ɩɥɚɧɢɪɭɟɦɵɦ ɚɭɞɢɬɚɦ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɦɟɟɬ ɩɨɥɧɨɦɨɱɢɹ ɢɧɢɰɢɢɪɨɜɚɬɶ 
ɚɭɞɢɬ ɜ ɫɥɭɱɚɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ. Ɋɭɤɨɜɨɞɹɳɢɣ 
ɩɟɪɫɨɧɚɥ ɩɪɟɞɨɫɬɚɜɥɹɟɬ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ ɥɢɰɭ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɤɨɩɢɸ ɩɥɚɧɚ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɢ 
ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨɫɥɟ ɤɚɠɞɨɝɨ 
ɚɭɞɢɬɚ, ɢɦɟɸɳɟɝɨ ɡɧɚɱɟɧɢɟ ɞɥɹ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɱɬɨɛɵ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɦɨɝɥɨ ɭɛɟɞɢɬɶɫɹ ɜ ɩɪɢɧɹɬɢɢ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɯ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɦɟɪɨɩɪɢɹɬɢɣ. 

ɂɫɯɨɞɧɚɹ ɮɨɪɦɭɥɢɪɨɜɤɚ ɦɨɠɟɬ ɬɪɚɤɬɨɜɚɬɶɫɹ 
ɤɚɤ ɤɚɫɚɸɳɚɹɫɹ ɥɸɛɨɝɨ ɚɭɞɢɬɚ (ɩɨ ɤɚɱɟɫɬɜɭ, 
ɮɢɧɚɧɫɨɜɨɝɨ ɢ ɬ.ɩ.), ɜ ɬɨ ɜɪɟɦɹ ɤɚɤ ɪɟɱɶ ɢɞɟɬ 
ɬɨɥɶɤɨ ɨɛ ɢɦɟɸɳɢɯ ɨɬɧɨɲɟɧɢɟ ɤ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module I: 

The managerial staff should also inform the QPPV of 

 ɍɱɬɟɧɨ 
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scheduled pharmacovigilance audits. The QPPV should 

be able to trigger an audit where appropriate. The 

managerial staff should provide the QPPV with a copy 

of the corrective and preventive action plan following 

each audit relevant to the pharmacovigilance system 

the QPPV is responsible for, so that the QPPV can 

assure that appropriate corrective actions are 

implemented. 

ɉ. 2.17.2 (59) ɍɩɨɥɧɨɦɨɱɟɧɧɵɟɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, 
ɧɚɡɧɚɱɟɧɧɨɟ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ 
ɭɞɨɫɬɨɜɟɪɟɧɢɣ, ɞɨɥɠɧɨ ɢɦɟɬɶ ɤɜɚɥɢɮɢɤɚɰɢɸ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɭɧɤɬɨɦ 2.16 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ ɢ 
ɛɵɬɶ ɜ ɩɨɫɬɨɹɧɧɨɦ ɪɚɫɩɨɪɹɠɟɧɢɢ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ. ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ 
ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ ɩɪɨɠɢɜɚɬɶ ɢ 
ɪɚɛɨɬɚɬɶ ɜ ɨɞɧɨɦ ɢɡ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. 

 ɍɱɬɟɧɨ. 

 Ⱦɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɞɨɥɠɧɨ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧɨ ɧɚɥɢɱɢɟ ɪɟɡɟɪɜɧɨɝɨ 
ɫɨɝɥɚɲɟɧɢɹ ɪɟɡɟɪɜɧɵɯ ɩɪɨɰɟɞɭɪ ɧɚ ɫɥɭɱɚɣ 
ɜɪɟɦɟɧɧɨɝɨ ɨɬɫɭɬɫɬɜɢɹ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɫ ɨɩɪɟɞɟɥɟɧɢɟɦ ɥɢɰɚ, 
ɜɵɩɨɥɧɹɸɳɟɝɨ ɨɛɹɡɚɧɧɨɫɬɢ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɩɪɢ ɟɝɨ ɨɬɫɭɬɫɬɜɢɢ. 

 ɍɱɬɟɧɨ. 

 Ⱦɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɞɨɥɠɧɚ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧɚ ɜɨɡɦɨɠɧɨɫɬɶ ɜɵɩɨɥɧɟɧɢɹ 
ɥɢɰɨɦ, ɡɚɦɟɳɚɸɳɢɦ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɚ 
ɬɚɤɠɟ ɞɨɫɬɭɩɧɨɫɬɶ ɞɚɧɧɨɝɨ ɥɢɰɚ ɩɪɢ 
ɢɫɩɨɥɶɡɨɜɚɧɢɢ ɤɨɧɬɚɤɬɧɵɯ ɞɚɧɧɵɯ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɩɪɢ 
ɧɟɞɨɫɬɭɩɧɨɫɬɢ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 

 Ɉɬɤɥɨɧɟɧɨ. Ⱦɚɧɧɚɹ 
ɮɨɪɦɭɥɢɪɨɜɤɚ ɩɨɡɜɨɥɹɟɬ 
ɦɢɧɢɦɢɡɢɪɨɜɚɬɶ ɫɛɨɢ ɜ 
ɩɟɪɟɞɚɱɟ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɬɪɟɛɨɜɚɧɢɹɦ ɤ 
ɞɨɫɬɭɩɧɨɫɬɢ ɡɚɦɟɳɚɸɳɟɝɨ 
ɍɅɎ ɥɢɰɚ: 
BКМФ-Юp proМОНЮrОs ТЧ ЭСО МКsО 
oП КЛsОЧМО oП ЭСО QPPV 
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Ⱦɥɹ ɥɢɰɚ, ɡɚɦɟɳɚɸɳɟɝɨ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ, 
ɞɨɫɬɚɬɨɱɧɨ ɛɵɬɶ ɜ ɩɨɫɬɨɹɧɧɨɦ ɞɨɫɬɭɩɟ, ɧɨ ɢɦɟɬɶ 
ɫɨɛɫɬɜɟɧɧɵɟ ɤɨɧɬɚɤɬɧɵɟ ɞɚɧɧɵɟ. Ʉɨɧɬɚɤɬɧɵɟ 
ɞɚɧɧɵɟ ɡɚɦɟɫɬɢɬɟɥɟɣ ɜɤɥɸɱɟɧɵ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ ɩɪɟɞɨɫɬɚɜɥɹɸɬɫɹ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɚɦ. ɂɫɩɨɥɶɡɨɜɚɧɢɟ ɨɞɧɢɯ ɢ 
ɬɟɯ ɠɟ ɤɨɧɬɚɤɬɧɵɯ ɞɚɧɧɵɯ ɞɥɹ ɍɅɎ ɢ ɟɝɨ 
ɡɚɦɟɫɬɢɬɟɥɹ (ɬɟɥɟɮɨɧ, ɚɞɪɟɫ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ) 
ɫɨɡɞɚɸɬ ɨɩɪɟɞɟɥɟɧɧɵɟ ɥɨɝɢɫɬɢɱɟɫɤɢɟ ɬɪɭɞɧɨɫɬɢ, ɚ 
ɬɚɤɠɟ ɩɪɨɬɢɜɨɪɟɱɚɬ ɬɪɟɛɨɜɚɧɢɹɦ ɫɨɛɥɸɞɟɧɢɹ  
ɤɨɧɮɢɞɟɧɰɢɚɥɶɧɨɫɬɢ ɩɟɪɫɨɧɚɥɶɧɵɯ ɞɚɧɧɵɯ. 
ɉɪɟɞɥɚɝɚɟɬɫɹ ɨɛɹɡɚɬɶ ȾɊɍ ɨɛɟɫɩɟɱɢɬɶ 
ɞɨɫɬɭɩɧɨɫɬɶ ɡɚɦɟɫɬɢɬɟɥɹ ɍɅɎ ɜ ɩɟɪɢɨɞ 
ɨɬɫɭɬɫɬɜɢɹ ɍɅɎ, ɥɸɛɵɦ ɞɨɫɬɭɩɧɵɦɢ ɫɪɟɞɫɬɜɚɦɢ, 
ɛɟɡ ɬɪɟɛɨɜɚɧɢɹ ɢɫɩɨɥɶɡɨɜɚɬɶ ɤɨɧɬɚɤɬɧɵɟ ɞɚɧɧɵɟ 
ɍɅɎ. ȼ ɱɚɫɬɧɨɫɬɢ, ȾɊɍ ɦɨɠɟɬ ɩɪɟɞɨɫɬɚɜɥɹɬɶ 
ɤɨɧɬɚɤɬɧɵɟ ɞɚɧɧɵɟ ɡɚɦɟɫɬɢɬɟɥɹ ɍɅɎ ɩɭɬɟɦ 
ɢɧɮɨɪɦɢɪɨɜɚɧɢɹ (ɜ ɬɨɦ ɱɢɫɥɟ ɚɜɬɨɦɚɬɢɱɟɫɤɨɝɨ), ɚ 
ɬɚɤɠɟ ɜɤɥɸɱɟɧɢɹ ɷɬɢɯ ɞɚɧɧɵɯ ɜ ɆɎɋɎ. 

sСКХХ ЛО ТЧ pХКМО КЧН sСoЮХН ЛО 
КММОssТЛХО ЭСroЮРС ЭСО QPPV’s 
МoЧЭКМЭ НОЭКТХs. 

ɉ. 2.17.3. (61) ȼ ɨɬɧɨɲɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, ɧɚ 
ɤɨɬɨɪɵɟ ɪɚɫɩɪɨɫɬɪɚɧɹɟɬɫɹ ɫɢɫɬɟɦɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɭɞɨɫɬɨɜɟɪɟɧɢɣ, 
ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɦɟɟɬ 
ɫɥɟɞɭɸɳɢɟ ɨɛɹɡɚɧɧɨɫɬɢ: 

ɜɵɩɨɥɧɹɬɶ ɢɦɟɬɶ ɨɛɡɨɪ ɩɪɨɮɢɥɟɣ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɢ ɜɵɹɜɥɹɟɦɵɯ ɩɪɨɛɥɟɦ 
ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ; … 

ɞɨɩɨɥɧɹɬɶ ɩɥɚɧɵ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ;  
ɜɥɚɞɟɬɶ ɢɧɮɨɪɦɚɰɢɟɣ ɨ ɫɨɞɟɪɠɚɧɢɢ ɩɥɚɧɨɜ 

ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ ɢɦɟɬɶ ɞɨɫɬɚɬɨɱɧɵɟ 
ɩɨɥɧɨɦɨɱɢɹ ɞɥɹ ɜɧɟɫɟɧɢɹ ɜ ɧɢɯ ɢɡɦɟɧɟɧɢɣ… 

ɨɛɟɫɩɟɱɢɜɚɬɶ ɜɵɩɨɥɧɟɧɢɟ ɮɭɧɤɰɢɣ ɩɨ 

 ɍɱɬɟɧɨ. 
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ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ ɩɪɟɞɫɬɚɜɥɹɬɶ ɜɫɟ ɞɨɤɭɦɟɧɬɵ, 
ɢɦɟɸɳɢɟ ɩɪɟɞɨɫɬɚɜɥɟɧɢɟ ɜɫɟɯ ɞɨɤɭɦɟɧɬɨɜ, 

ɢɦɟɸɳɢɯ ɨɬɧɨɲɟɧɢɟ ɤ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɫɨɝɥɚɫɧɨ 
ɬɪɟɛɨɜɚɧɢɹɦ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ, 
ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ 
ɩɪɚɜɨ ɋɨɸɡɚ … 

ɩɪɟɞɫɬɚɜɥɹɬɶ ɩɨɥɧɵɟ ɢ ɫɜɨɟɜɪɟɦɟɧɧɵɟ ɨɬɜɟɬɵ 
ɨɛɟɫɩɟɱɢɜɚɬɶ ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɩɨɥɧɵɯ ɢ 
ɫɜɨɟɜɪɟɦɟɧɧɵɯ ɨɬɜɟɬɨɜ ɧɚ ɡɚɩɪɨɫɵ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ 
ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɨ ɩɪɟɞɫɬɚɜɥɟɧɢɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨɣ ɢɧɮɨɪɦɚɰɢɢ, ɧɟɨɛɯɨɞɢɦɨɣ ɞɥɹ 
ɨɰɟɧɤɢ ɩɨɥɶɡɵ ɢ ɪɢɫɤɚ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ; 

ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɧɟ ɨɛɹɡɚɧɨ ɫɚɦɨɥɢɱɧɨ 
ɜɵɩɨɥɧɹɬɶ ɭɤɚɡɚɧɧɵɟ ɞɟɣɫɬɜɢɹ. Ɂɚɞɚɱɚ ɍɅɎ 
ɡɚɤɥɸɱɚɟɬ ɜ ɨɛɟɫɩɟɱɟɧɢɢ ɜɵɩɨɥɧɟɧɢɹ ɭɤɚɡɚɧɧɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ ɢ ɧɚɞɥɟɠɚɳɟɝɨ ɤɨɧɬɪɨɥɹ ɡɚ 
ɜɵɩɨɥɧɟɧɢɟɦ 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module I: 

In relation to the medicinal products covered by the 

pharmacovigilance system, specific additional 

responsibilities of the QPPV should include: 

having an overview of medicinal product safety 

proПТХОs КnН Кnв ОmОrРТnР sКПОtв МonМОrns;… 

being aware of and having sufficient authority over 

tСО МontОnt oП rТsФ mКnКРОmОnt pХКns;… 

ensuring conduct of pharmacovigilance and 

submission of all pharmacovigilance-related documents 

Тn КММorНКnМО аТtС tСО ХОРКХ rОquТrОmОnts КnН GVP… 

ensuring a full and prompt response to any request 

from the competent authorities in Members States and 

from the Agency for the provision of additional 

information necessary for the benefit-risk evaluation of a 

medicinal product 
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ɉ. 3.2.2, 1ɟ ɩɪɟɞɥɨɠɟɧɢɟ (86) 

 

Ɇɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɟɧ 
ɧɚɯɨɞɢɬɶɫɹ ɧɚ ɬɟɪɪɢɬɨɪɢɢ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚɨɜ, 
ɥɢɛɨ ɜ ɦɟɫɬɟ ɜɵɩɨɥɧɟɧɢɹ ɨɫɧɨɜɧɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɥɢɛɨ ɜ ɦɟɫɬɟ, ɜ ɤɨɬɨɪɨɦ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɨɫɭɳɟɫɬɜɥɹɟɬ ɫɜɨɸ ɞɟɹɬɟɥɶɧɨɫɬɶ, ɧɟɡɚɜɢɫɢɦɨ ɨɬ 
ɮɨɪɦɚɬɚ (ɛɭɦɚɠɧɵɣ ɢɥɢ ɷɥɟɤɬɪɨɧɧɵɣ).  

ɍɬɨɱɧɹɸɳɢɟ ɞɨɩɨɥɧɟɧɢɹ 

 ɍɱɬɟɧɨ. 

ɉ. 3.2.2, 3ɟ ɩɪɟɞɥɨɠɟɧɢɟ (86) 

 

Ɍɪɟɛɭɟɦɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ ɪɚɫɩɨɥɨɠɟɧɢɸ ɦɚɫɬɟɪ-

ɮɚɣɥɚ ɜɤɥɸɱɚɟɬ ɜ ɫɟɛɹ ɭɤɚɡɚɧɢɟ ɧɚ ɦɟɫɬɨɧɚɯɨɠɞɟɧɢɟ 
(ɚɞɪɟɫ) ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɢɥɢ ɬɪɟɬɶɟɣ ɫɬɨɪɨɧɵ ɩɨ ɫɨɝɥɚɲɟɧɢɸ.  

ɉɨɞ ɢɧɮɨɪɦɚɰɢɟɣ ɨ ɪɚɫɩɨɥɨɠɟɧɢɢ ɦɚɫɬɟɪ-

ɮɚɣɥɚ ɩɨɧɢɦɚɟɬɫɹ ɭɤɚɡɚɧɢɟ ɮɚɤɬɢɱɟɫɤɨɝɨ ɚɞɪɟɫɚ 
ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ  ɢɥɢ 
ɬɪɟɬɶɟɣ ɫɬɨɪɨɧɵ ɩɨ ɫɨɝɥɚɲɟɧɢɸ, ɩɨ ɤɨɬɨɪɨɦɭ 
ɪɚɫɩɨɥɨɠɟɧ ɦɚɫɬɟɪ-ɮɚɣɥ.  

Ʉɨɪɪɟɤɬɢɪɨɜɤɚ ɫɦɵɫɥɚ ɜɨ ɢɡɛɟɠɚɧɢɟ 
ɧɟɨɞɧɨɡɧɚɱɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ ɢɫɯɨɞɧɨɣ ɮɨɪɦɭɥɢɪɨɜɤɢ 
«ɜɤɥɸɱɚɟɬ ɭɤɚɡɚɧɢɟ ɧɚ ɦɟɫɬɨɧɚɯɨɠɞɟɧɢɟ ȾɊɍ», 
ɬ.ɤ. ɧɟ ɷɬɨ ɩɨɞɪɚɡɭɦɟɜɚɟɬɫɹ. 

 Ɉɬɤɥɨɧɟɧɨ. ɍɫɬɪɚɧɹɟɬɫɹ 
ɧɨɪɦɚ ɨ ɬɨɦ, ɱɬɨ ɞɚɧɧɚɹ 
ɢɧɮɨɪɦɚɰɢɹ ɹɜɥɹɟɬɫɹ 
ɨɛɹɡɚɬɟɥɶɧɨɣ. 

ɉ. 3.2.3.1, 3ɣ ɚɛɡɚɰ (87) ɞɨɛɚɜɥɟɧɢɟ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɢ (ɢɥɢ) 
ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ (ɧɚɩɪɢɦɟɪ, ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ 
ɩɪɨɜɟɞɟɧɢɹ ɚɭɞɢɬɨɜ ɢ ɢɧɫɩɟɤɰɢɣ); ɢ ɭɩɪɚɜɥɟɧɢɟ 
ɨɬɤɥɨɧɟɧɢɹɦɢ ɨɬ ɩɪɨɰɟɫɫɨɜ, ɜɵɹɜɥɟɧɧɵɯ ɜ ɫɢɫɬɟɦɟ 
ɭɩɪɚɜɥɟɧɢɹ ɤɚɱɟɫɬɜɨɦ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ 
ɢɦɟɬɶ ɞɨɫɬɭɩ ɤ ɢɧɮɨɪɦɚɰɢɢ ɨɛ ɨɬɤɥɨɧɟɧɢɹɯ ɨɬ 
ɩɪɨɰɟɫɫɨɜ, ɜɵɹɜɥɟɧɧɵɯ ɜ ɫɢɫɬɟɦɟ ɭɩɪɚɜɥɟɧɢɹ 
ɤɚɱɟɫɬɜɨɦ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. 

Ɉɛ ɬɚɤɢɯ ɨɬɤɥɨɧɟɧɢɹɯ ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɧɟ 
ɭɜɟɞɨɦɥɹɟɬɫɹ, ɧɨ ɢɦɟɟɬ ɤ ɧɢɦ ɞɨɫɬɭɩ ɩɪɢ 

 ɍɱɬɟɧɨ. 
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ɧɟɨɛɯɨɞɢɦɨɫɬɢ. 
EU GVP Module 1, I.C.1.1 

The managerial staff should provide the QPPV with a 

copy of the corrective and preventive action plan 

following each audit relevant to the pharmacovigilance 

system the QPPV is responsible for, so that the QPPV 

can assure that appropriate corrective actions are 

implemented. 

ɉ. 3.2.3.2. (88) ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ 
ɜ ɩɢɫɶɦɟɧɧɨɦ ɜɢɞɟ ɩɨɞɬɜɟɪɞɢɬɶ ɟɝɨ ɭɜɟɞɨɦɥɟɧɢɟ ɜ 
ɨɬɧɨɲɟɧɢɢ ɢɡɦɟɧɟɧɢɣ ɩɨ ɩɟɪɟɞɚɱɟ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ 
ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ ɥɢɰɭ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. ɍɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɞɨɥɠɧɨ ɜ ɩɢɫɶɦɟɧɧɨɦ ɜɢɞɟ 
ɩɨɞɬɜɟɪɞɢɬɶ ɩɨɥɭɱɟɧɢɟ ɨɛɹɡɚɧɧɨɫɬɟɣ ɩɨ ɫɢɫɬɟɦɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ.  

ȼɚɠɧɨ, ɱɬɨ ɢɦɟɧɧɨ ɩɪɢɧɢɦɚɸɳɚɹ ɫɬɨɪɨɧɚ 
ɞɨɥɠɧɚ ɪɚɫɩɢɫɚɬɶɫɹ ɜ ɩɪɢɧɹɬɢɢ ɨɬɜɟɬɫɬɜɟɧɧɨɫɬɢ 
ɩɨ ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

 ɍɱɬɟɧɨ. 

ɉ. 3.4.1, 5ɣ ɚɛɡɚɰ (99) 

 

ɤɨɧɬɚɤɬɧɭɸ ɢɧɮɨɪɦɚɰɢɸ ɨɛ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦ ɥɢɰɟ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɤɨɬɨɪɚɹ ɞɨɥɠɧɚ ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ 
ɮɚɦɢɥɢɸ, ɢɦɹ, ɨɬɱɟɫɬɜɨ (ɩɪɢ ɧɚɥɢɱɢɢ), ɩɨɱɬɨɜɵɣ 
ɚɞɪɟɫ ɦɟɫɬɚ ɩɪɟɛɵɜɚɧɢɹ, ɧɨɦɟɪɚ ɬɟɥɟɮɨɧɨɜ, ɮɚɤɫɚ, 
ɚɞɪɟɫ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ ɢ ɩɨɱɬɨɜɵɣ ɚɞɪɟɫ ɦɟɫɬɚ 
ɪɚɛɨɬɵ; ɞɚɧɧɵɟ ɨ ɦɟɫɬɟ ɪɚɛɨɬɵ: ɩɨɱɬɨɜɵɣ ɚɞɪɟɫ, 
ɧɨɦɟɪɚ ɬɟɥɟɮɨɧɨɜ, ɮɚɤɫɚ, ɚɞɪɟɫ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ; 

Ʉɨɧɬɚɤɬɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɨɬɧɨɫɢɬɶɫɹ 
ɬɨɥɶɤɨ ɤ ɦɟɫɬɭ ɪɚɛɨɬɵ 

 ɍɱɬɟɧɨ (ɜ ɱɚɫɬɢ ɦɟɫɬɚ 
ɩɪɟɛɵɜɚɧɢɹ). 
Ɉɬɤɥɨɧɟɧɨ (ɜ ɱɚɫɬɢ ɦɟɫɬɚ 
ɪɚɛɨɬɵ). Ɋɚɧɟɟ ɛɵɥɚ ɜɜɟɞɟɧɚ 
ɧɨɪɦɚ ɨ ɜɨɡɦɨɠɧɨɫɬɢ 
ɷɤɫɬɟɪɪɢɬɨɪɢɚɥɶɧɨɝɨ ɩɨ 
ɨɬɧɨɲɟɧɢɸ ɤ ɞɟɪɠɚɬɟɥɸ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɪɚɫɩɨɥɨɠɟɧɢɹ 
ɍɅɎ. Ɍɪɟɛɨɜɚɧɢɟ ɩɨ 
ɭɤɚɡɚɧɢɸ ɚɞɪɟɫɚ ɦɟɫɬɚ 
ɪɚɛɨɬɵ ɍɅɎ ɹɜɥɹɟɬɫɹ 
ɨɛɹɡɚɬɟɥɶɧɵɦ 
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ɉ. 3.4.2.2.2., 1ɟ ɩɪɟɞɥɨɠɟɧɢɟ 
(102) 

 

ɂɧɮɨɪɦɚɰɢɹ ɜ ɪɚɡɞɟɥɟ ɞɨɥɠɧɚ ɫɨɞɟɪɠɚɬɶ 
ɩɨɞɬɜɟɪɠɞɟɧɢɟ ɜɡɚɢɦɨɫɜɹɡɢ ɫ ɞɪɭɝɢɦɢ 
ɨɪɝɚɧɢɡɚɰɢɨɧɧɵɦɢ ɫɬɪɭɤɬɭɪɚɦɢ (ɧɚɩɪɢɦɟɪ, 
ɫɨɝɥɚɲɟɧɢɟ ɨ ɫɨɜɦɟɫɬɧɨɦ ɦɚɪɤɟɬɢɧɝɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɫɨɝɥɚɲɟɧɢɟ ɨ 
ɜɵɩɨɥɧɟɧɢɢ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɩɨɞɪɹɞɱɢɤɚɦɢ, ɚ ɬɚɤɠɟ ɢɧɵɟ ɤɨɦɦɟɪɱɟɫɤɢɟ 
ɫɨɝɥɚɲɟɧɢɹ). ɂɧɮɨɪɦɚɰɢɹ ɜ ɪɚɡɞɟɥɟ ɞɨɥɠɧɚ ɤɪɚɬɤɨ 
ɨɩɢɫɵɜɚɬɶ ɜɡɚɢɦɨɫɜɹɡɢ ɫ ɞɪɭɝɢɦɢ ɨɪɝɚɧɢɡɚɰɢɹɦɢ 

(ɧɚɩɪɢɦɟɪ, ɜ ɫɜɹɡɢ ɫ ɫɨɝɥɚɲɟɧɢɟɦ ɨ ɫɨɜɦɟɫɬɧɨɦ 
ɦɚɪɤɟɬɢɧɝɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɫɨɝɥɚɲɟɧɢɟɦ 
ɨ ɜɵɩɨɥɧɟɧɢɢ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɩɨɞɪɹɞɱɢɤɚɦɢ, ɚ ɬɚɤɠɟ ɢɧɵɦɢ ɤɨɦɦɟɪɱɟɫɤɢɦɢ 
ɫɨɝɥɚɲɟɧɢɹɦɢ). 

ȼ ɢɫɯɨɞɧɨɣ ɪɟɞɚɤɰɢɢ ɦɨɠɧɨ ɧɟɜɟɪɧɨ ɢɫɬɨɥɤɨɜɚɬɶ, 
ɱɬɨ ɧɟɨɛɯɨɞɢɦɨ ɩɪɟɞɫɬɚɜɥɹɬɶ ɩɟɪɟɱɢɫɥɟɧɧɵɟ 
ɫɨɝɥɚɲɟɧɢɹ, ɱɬɨɛɵ ɩɨɞɬɜɟɪɞɢɬɶ ɧɚɥɢɱɢɟ ɬɚɤɢɯ 
ɜɡɚɢɦɨɫɜɹɡɟɣ. Ɍɚɤɚɹ ɬɪɚɤɬɨɜɤɚ ɦɨɠɟɬ ɩɪɢɜɟɫɬɢ ɤ 
ɧɟɤɨɪɪɟɤɬɧɨɦɭ ɮɨɪɦɢɪɨɜɚɧɢɸ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɢ 
ɢɡɛɵɬɨɱɧɨɦɭ ɟɝɨ ɧɚɩɨɥɧɟɧɢɸ ɞɨɝɨɜɨɪɚɦɢ, ɱɬɨ 
ɫɭɳɟɫɬɜɟɧɧɨ ɡɚɬɪɭɞɧɢɬ ɜɵɩɨɥɧɟɧɢɟ ɡɚɞɚɱ, ɞɥɹ 
ɤɨɬɨɪɵɯ ɩɪɟɞɧɚɡɧɚɱɟɧ ɦɚɫɬɟɪ-ɮɚɣɥ. Ʉɪɨɦɟ ɬɨɝɨ, 
ɪɟɱɶ ɢɞɟɬ ɢɦɟɧɧɨ ɨ ɫɬɨɪɨɧɧɢɯ ɨɪɝɚɧɢɡɚɰɢɹɯ, ɚ ɧɟ 
ɨɪɝɚɧɢɡɚɰɢɨɧɧɵɯ ɫɬɪɭɤɬɭɪɚɯ ɨɞɧɨɣ ɢ ɬɨɣ ɠɟ 
ɨɪɝɚɧɢɡɚɰɢɢ. Ⱦɚɧɧɚɹ ɮɨɪɦɭɥɢɪɨɜɤɚ ɬɚɤɠɟ 
ɫɨɝɥɚɫɭɟɬɫɹ ɫ ɨɫɬɚɥɶɧɨɣ ɱɚɫɬɶɸ ɩɭɧɤɬɚ 3.4.2.2.2, 
ɫɨɝɥɚɫɧɨ ɤɨɬɨɪɨɣ ɨɬɞɟɥɶɧɵɟ ɫɨɝɥɚɲɟɧɢɟ ɦɨɝɭɬ 
ɛɵɬɶ ɡɚɩɪɨɲɟɧɵ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ ɜɨ 
ɜɪɟɦɹ ɢɧɫɩɟɤɰɢɢ. 

EU GVP Module II, II.B.4.2 

Links with other organisations, such as co-marketing 

agreements and contracting of pharmacovigilance 

 ɍɱɬɟɧɨ. 
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activities should be outlined 

ɉ. 3.4.3.1, 2ɟ ɩɪɟɞɥɨɠɟɧɢɟ 
(103) 

 

ȼ ɨɩɢɫɚɧɢɟ ɞɨɥɠɧɵ ɛɵɬɶ ɜɤɥɸɱɟɧɵ ɦɟɫɬɚ 
ɧɚɯɨɠɞɟɧɢɹ ɨɬɞɟɥɨɜ ɦɟɞɢɰɢɧɫɤɨɣ ɢɧɮɨɪɦɚɰɢɢ, ɚ 
ɬɚɤɠɟ ɞɨɱɟɪɧɢɟ ɨɮɢɫɵ ɨɪɝɚɧɢɡɚɰɢɢ. 

ɍɬɨɱɧɟɧɢɟ, ɱɬɨ ɩɨɞɪɚɡɭɦɟɜɚɸɬɫɹ ɨɬɞɟɥɵ, ɚ ɧɟ 
ɞɨɤɭɦɟɧɬɵ 

 ɍɱɬɟɧɨ. 

ɉ. 3.4.6, 6ɣ ɚɛɡɚɰ (112) 

 

ɚɧɚɥɢɡ ɦɟɬɨɞɨɜ, ɢɫɩɨɥɶɡɭɟɦɵɯ ɞɥɹ ɨɰɟɧɤɢ 
ɫɜɨɟɜɪɟɦɟɧɧɨɫɬɢ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨ ɫɪɚɜɧɟɧɢɸ ɫ ɭɫɬɚɧɚɜɥɢɜɚɟɦɵɦɢ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ ɤɨɧɟɱɧɵɦɢ ɫɪɨɤɚɦɢ, 
ɜɤɥɸɱɚɹ ɨɩɢɫɚɧɢɟ ɧɟɨɛɯɨɞɢɦɵɯ ɢɡɦɟɧɟɧɢɣ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ, ɦɟɬɨɞ ɤɨɧɬɪɨɥɹ ɜɧɟɫɟɧɢɹ 
ɧɟɨɛɯɨɞɢɦɵɯ ɢɡɦɟɧɟɧɢɣ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ 
ɛɵɥɢ ɜɵɹɜɥɟɧɵ, ɧɨ ɟɳɟ ɧɟ ɛɵɥɢ ɩɨɞɚɧɵ ɜ 
ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ; 

ȼ ɢɫɯɨɞɧɨɣ ɪɟɞɚɤɰɢɢ ɪɟɱɶ ɢɞɟɬ ɨɛ ɨɩɢɫɚɧɢɢ 
ɢɡɦɟɧɟɧɢɣ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ ɛɵɥɢ 
ɜɵɹɜɥɟɧɵ. Ɉɞɧɚɤɨ ɞɚɧɧɵɣ ɪɚɡɞɟɥ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɧɟ 
ɩɪɟɞɧɚɡɧɚɱɟɧ ɞɥɹ ɢɧɮɨɪɦɚɰɢɢ, ɨɬɧɨɫɹɳɟɣɫɹ ɤ 
ɤɨɧɤɪɟɬɧɵɦ ɩɪɟɩɚɪɚɬɚɦ, ɢ ɩɨɞɪɚɡɭɦɟɜɚɟɬɫɹ ɦɟɬɨɞ 
ɢɥɢ ɩɪɨɰɟɫɫ ɤɨɧɬɪɨɥɹ/ɨɬɫɥɟɠɢɜɚɧɢɹ ɜɧɟɫɟɧɢɹ ɬɚɤɢɯ 
ɢɡɦɟɧɟɧɢɣ.  

 ɍɱɬɟɧɨ. 

ɉ. 3.4.7.3 (117) 

 

ɂɧɮɨɪɦɚɰɢɹ ɨɛ ɚɭɞɢɬɟ ɫɢɫɬɟɦɵ ɨɛɟɫɩɟɱɟɧɢɹ 
ɤɚɱɟɫɬɜɚ ɜ ɫɢɫɬɟɦɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɞɨɥɠɧɚ ɛɵɬɶ 
ɜɤɥɸɱɟɧɚ ɜ ɦɚɫɬɟɪ-ɮɚɣɥ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ȼ 
ɩɪɢɥɨɠɟɧɢɟ ɧɟɨɛɯɨɞɢɦɨ ɜɤɥɸɱɢɬɶ ɨɩɢɫɚɧɢɟ ɦɟɬɨɞɚ 
ɩɥɚɧɢɪɨɜɚɧɢɹ ɚɭɞɢɬɨɜ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɢ 
ɦɟɯɚɧɢɡɦɨɜ ɨɬɱɟɬɧɨɫɬɢ, ɚ ɬɚɤɠɟ ɬɟɤɭɳɢɣ ɩɟɪɟɱɟɧɶ 
ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɯ ɢ ɡɚɜɟɪɲɟɧɧɵɯ ɚɭɞɢɬɨɜ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜɤɥɸɱɚɟɦɵɣ ɜ ɩɪɢɥɨɠɟɧɢɟ ɤ 
ɦɚɫɬɟɪ- ɮɚɣɥɭ. Ⱦɚɧɧɵɣ ɩɟɪɟɱɟɧɶ ɞɨɥɠɟɧ ɫɨɞɟɪɠɚɬɶ 

 ɍɱɬɟɧɨ. 
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ɞɚɬɵ ɩɪɨɜɟɞɟɧɢɹ ɚɭɞɢɬɨɜ ɢ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɨɬɱɟɬɨɜ 
ɩɨ ɪɟɡɭɥɶɬɚɬɚɦ ɚɭɞɢɬɨɜ, ɨɛɥɚɫɬɶ ɨɰɟɧɤɢ ɢ ɫɨɫɬɨɹɧɢɟ 
ɜɵɩɨɥɧɟɧɢɹ ɚɭɞɢɬɨɜ ɩɪɨɜɚɣɞɟɪɚɦɢ ɩɪɨɜɚɣɞɟɪɨɜ 

ɭɫɥɭɝ, ɫɩɟɰɢɮɢɱɟɫɤɢɟ ɜɢɞɵ ɨɬɞɟɥɶɧɵɯ ɜɢɞɨɜ 

ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢɥɢ ɦɟɫɬ 
ɜɵɩɨɥɧɟɧɢɹ ɮɭɧɤɰɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɚ ɬɚɤɠɟ 
ɨɩɟɪɚɰɢɨɧɧɵɟ ɨɛɥɚɫɬɢ ɜɡɚɢɦɨɞɟɣɫɬɜɢɹ ɷɬɢɯ 
ɩɨɞɪɚɡɞɟɥɟɧɢɣ ɢɥɢ ɫɬɪɭɤɬɭɪ, ɢɦɟɸɳɢɟ ɨɬɧɨɲɟɧɢɟ 
ɤ ɜɵɩɨɥɧɟɧɢɸ ɨɛɹɡɚɬɟɥɶɫɬɜ. ɉɟɪɟɱɟɧɶ ɞɨɥɠɟɧ 
ɜɤɥɸɱɚɬɶ ɞɚɧɧɵɟ ɡɚ ɩɟɪɢɨɞ ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶɸ 5 
ɥɟɬ. 

ɂɫɯɨɞɧɚɹ ɪɟɞɚɤɰɢɹ ɜɵɯɨɞɢɬ ɡɚ ɪɚɦɤɢ ɤɨɧɬɟɤɫɬɚ 
ɨɛ ɚɭɞɢɬɟ. Ɋɟɱɶ ɢɞɟɬ ɢɫɤɥɸɱɢɬɟɥɶɧɨ ɨ ɫɬɚɬɭɫɟ 
ɚɭɞɢɬɚ, ɤɚɫɚɸɳɟɦɫɹ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɢ 
ɩɪɨɜɟɞɟɧɧɨɝɨ ɜ ɨɬɧɨɲɟɧɢɢ: ɤɨɧɤɪɟɬɧɵɯ 
ɩɨɫɬɚɜɳɢɤɨɜ, ɤɨɧɤɪɟɬɧɵɯ ɩɪɨɰɟɫɫɨɜ/ɧɚɩɪɚɜɥɟɧɢɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɤɨɧɤɪɟɬɧɵɯ ɰɟɧɬɪɨɜ ɨɫɭɳɟɫɬɜɥɟɧɢɹ 
ɞɟɹɬɟɥɶɧɨɫɬɢ. 

EU GVP II.B.4.7 

Information about quality assurance auditing of the 

pharmacovigilance system should be included in 

the PSMF. A description of the approach used to plan 

audits of the pharmacovigilance system and the 

reporting mechanism and timelines should be 

provided, with a current list of the scheduled and 

completed audits concerning the pharmacovigilance 

system maintained in the annex referred to 

II.B.4.8. This list should describe the date(s) (of 

conduct and of report), scope and completion status of 

audits of service providers, specific pharmacovigilance 

activities or sites undertaking pharmacovigilance and 

their operational interfaces relevant to the fulfilment of 

the obligations in the and cover a rolling 5 year period. 
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ɉ. 3.6, 2ɟ ɩɪɟɞɥɨɠɟɧɢɟ (127) 

 

ɍɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɚɦ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 
ɞɨɥɠɟɧ ɛɵɬɶ ɨɛɟɫɩɟɱɟɧ ɩɨɫɬɨɹɧɧɵɣ ɞɨɫɬɭɩ ɤ ɦɚɫɬɟɪ-

ɮɚɣɥɭ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɨ ɡɚɩɪɨɫɭ. 
ɇɟ ɩɪɟɞɫɬɚɜɥɹɟɬɫɹ ɜɨɡɦɨɠɧɵɦ ɢ ɰɟɥɟɫɨɨɛɪɚɡɧɵɦ 
ɨɛɟɫɩɟɱɢɜɚɬɶ ɩɨɫɬɨɹɧɧɵɣ ɞɨɫɬɭɩ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ 
ɨɪɝɚɧɨɜ ɤ ɦɚɫɬɟɪ-ɮɚɣɥɭ; ɬɚɤɠɟ ɷɬɨ ɧɟ 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɤɨɧɰɟɩɰɢɢ: ɥɢɛɨ ɩɨɫɬɨɹɧɧɵɣ 
ɞɨɫɬɭɩ, ɥɢɛɨ ɩɨ ɡɚɩɪɨɫɭ. ɉɟɪɜɵɣ ɩɪɟɞɧɚɡɧɚɱɟɧ ɞɥɹ 

ɍɅɎ, ɜɬɨɪɨɣ – ɞɥɹ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ ɨɪɝɚɧɨɜ. 

EU GVP II.B.6 The PSMF shall be continuously 

accessible to the QPPV and to the competent authorities 

on request 

 ɍɱɬɟɧɨ. 

ɉ. 3.6.1, 5ɣ ɚɛɡɚɰ (128) ɩɟɪɟɱɟɧɶ ɡɚɞɚɱ, ɞɟɥɟɝɢɪɨɜɚɧɧɵɯ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦɭ 
ɥɢɰɭ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɥɢɰɨɦ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, 

ɢɥɢ ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɣ ɩɪɨɰɟɞɭɪɧɵɣ ɞɨɤɭɦɟɧɬ;  
ȼ ɷɬɨɦ ɩɪɢɥɨɠɟɧɢɢ ɭɤɚɡɵɜɚɟɬɫɹ, ɱɬɨ ɛɵɥɨ 

ɞɟɥɟɝɢɪɨɜɚɧɨ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɥɢɰɨɦ. 

 ɍɱɬɟɧɨ. 

ɉ. 3.7.1.1, 2ɟ 
ɩɪɟɞɥɨɠɟɧɢɟ(129) 

 

Ɉɧɢ ɬɚɤɠɟ ɨɬɜɟɱɚɸɬ ɡɚ ɫɨɡɞɚɧɢɟ ɢ ɩɨɞɞɟɪɠɚɧɢɟ 
ɦɚɫɬɟɪ-ɮɚɣɥɚ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜ ɤɨɬɨɪɨɦ 
ɨɫɭɳɟɫɬɜɥɹɟɬɫɹ ɪɟɝɢɫɬɪɚɰɢɹ ɞɟɹɬɟɥɶɧɨɫɬɢ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɜ ɨɬɧɨɲɟɧɢɢ ɨɞɧɨɝɨ ɢɥɢ ɛɨɥɟɟ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ. ɜ 
ɤɨɬɨɪɨɦ ɨɩɢɫɚɧɚ ɫɢɫɬɟɦɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɜ 
ɨɬɧɨɲɟɧɢɢ ɨɞɧɨɝɨ ɢɥɢ ɛɨɥɟɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ. 

ȼ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɧɟ ɪɟɝɢɫɬɪɢɪɭɟɬɫɹ ɞɟɹɬɟɥɶɧɨɫɬɶ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ, ɬ.ɤ. ɨɧ ɞɥɹ ɷɬɨɝɨ ɧɟ 
ɩɪɟɞɧɚɡɧɚɱɟɧ. ȼ ɧɟɦ ɮɢɤɫɢɪɭɟɬɫɹ ɨɩɢɫɚɧɢɟ 
ɞɟɣɫɬɜɭɸɳɟɣ ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ ɩɨ 
ɩɪɟɩɚɪɚɬɭ. 

EU GVP II.C.1.1 

They are also responsible for 

 ɍɱɬɟɧɨ. 
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introducing and maintaining a PSMF that records the 

pharmacovigilance system in place with regard to one 

or more authorised products 

ɉ. 4.2.2.2, 8ɣ ɚɛɡɚɰ (165, ɩɩ. 
ɛ)) 

 

ɪɟɝɢɫɬɪɚɰɢɹ ɢ ɩɨɫɬɚɜɤɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫ 
ɛɨɥɶɲɢɦ ɨɛɴɟɦɨɦ ɩɪɨɞɚɠ, ɬɨ ɟɫɬɶ ɫ ɩɨɬɟɧɰɢɚɥɶɧɨ 
ɡɧɚɱɢɦɵɦ ɜɨɡɞɟɣɫɬɜɢɟɦ ɧɚ ɛɨɥɶɲɭɸ ɩɨɩɭɥɹɰɢɸ 
ɩɚɰɢɟɧɬɨɜ Ȼɨɥɶɲɢɟ ɨɛɴɟɦɵ ɩɪɨɞɚɠ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ ɋɨɸɡɚ, ɬɨ ɟɫɬɶ ɫ 
ɩɨɬɟɧɰɢɚɥɶɧɨ ɡɧɚɱɢɦɨɟ ɜɨɡɞɟɣɫɬɜɢɟ ɧɚ ɛɨɥɶɲɭɸ 
ɩɨɩɭɥɹɰɢɸ ɩɚɰɢɟɧɬɨɜ 

ɋɚɦ ɮɚɤɬ ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɩɨɫɬɚɜɤɢ ɩɪɟɩɚɪɚɬɚ, 
ɩɪɨɞɚɸɳɟɝɨɫɹ ɜ ɛɨɥɶɲɢɯ ɨɛɴɟɦɚɯ ɜ ɞɪɭɝɢɯ ɫɬɪɚɧɚɯ, 
ɧɟ ɫɜɢɞɟɬɟɥɶɫɬɜɭɟɬ ɨ ɜɵɫɨɤɨɦ ɪɢɫɤɟ ɞɥɹ ɩɚɰɢɟɧɬɨɜ 
ɜ ɋɨɸɡɟ. ɉɨɷɬɨɦɭ ɪɟɱɶ ɢɦɟɧɧɨ ɢɞɟɬ ɨ ɬɟɯ 
ɫɢɬɭɚɰɢɹɯ, ɤɨɝɞɚ ɞɨɫɬɢɝɚɸɬɫɹ ɨɩɪɟɞɟɥɟɧɧɵɟ 
ɨɛɴɟɦɵ ɩɪɨɞɚɠ ɤɨɧɤɪɟɬɧɨ ɜ ɫɬɪɚɧɚɯ ɋɨɸɡɚ. 
ɉɪɟɞɥɚɝɚɟɦɚɹ ɪɟɞɚɤɰɢɹ ɩɨɜɵɫɢɬ ɷɮɮɟɤɬɢɜɧɨɫɬɶ 
ɪɢɫɤ-ɨɪɢɟɧɬɢɪɨɜɚɧɧɨɝɨ ɩɨɞɯɨɞɚ ɩɪɢ ɫɨɫɬɚɜɥɟɧɢɢ 
ɩɪɨɝɪɚɦɦɵ ɢɧɫɩɟɤɰɢɣ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɨɦ. 
EU GVP III.B.2 

product(s) with large sales volume, i.e. products 

associated with large patient exposure in the EU 

 Ɉɬɤɥɨɧɟɧɨ. Ʌɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ ɦɨɠɟɬ ɨɛɥɚɞɚɬɶ 
ɡɧɚɱɢɦɵɦ ɜɨɡɞɟɣɫɬɜɢɟɦ ɧɚ 
ɩɨɩɭɥɹɰɢɸ ɢ ɛɨɥɶɲɢɦɢ 
ɨɛɴɟɦɚɦɢ ɩɨɫɬɚɜɨɤ, ɩɪɢ 
ɢɫɤɭɫɫɬɜɟɧɧɨ ɡɚɧɢɠɟɧɧɵɯ 
ɩɨɫɬɚɜɤɚɯ ɜ ɋɨɸɡ. 

ɉ. 4.2.7.2 (176, ɩɩ. ɟ)) 

 

ɟ) ɞɟɣɫɬɜɢɹ ɜ ɨɬɧɨɲɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɢɥɢ ɡɚɹɜɥɟɧɢɹ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɧɚɩɪɢɦɟɪ: 

ɷɤɫɬɪɟɧɧɨɟ ɜɜɟɞɟɧɢɟ ɨɝɪɚɧɢɱɟɧɢɣ, ɫɜɹɡɚɧɧɵɯ ɫ 
ɩɪɨɮɢɥɟɦ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ; 

ɜɧɟɫɟɧɢɟ ɢɡɦɟɧɟɧɢɣ ɜ ɞɨɤɭɦɟɧɬɵ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ; 

ɩɪɢɨɫɬɚɧɨɜɤɚ ɢɥɢ ɚɧɧɭɥɢɪɨɜɚɧɢɟ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ; 

ɩɪɢɨɫɬɚɧɨɜɤɚ ɪɚɫɫɦɨɬɪɟɧɢɹ ɧɨɜɵɯ ɡɚɹɜɥɟɧɢɣ ɧɚ 

 ɍɱɬɟɧɨ. 
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ɩɨɥɭɱɟɧɢɟ ɭɞɨɫɬɨɜɟɪɟɧɢɣ ɨ ɝɨɫɭɞɚɪɫɬɜɟɧɧɨɣ 
ɪɟɝɢɫɬɪɚɰɢɢ ɞɨ ɪɟɚɥɢɡɚɰɢɢ ɤɨɪɪɟɤɬɢɪɭɸɳɢɯ ɢ 
ɩɪɟɞɭɩɪɟɞɢɬɟɥɶɧɵɯ ɞɟɣɫɬɜɢɣ; 

ɧɚɡɧɚɱɟɧɢɟ ɞɨɪɟɝɢɫɬɪɚɰɢɨɧɧɵɯ ɢɧɫɩɟɤɰɢɣ 
ɫɢɫɬɟɦɵ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ; 

ɉɪɨɩɭɳɟɧɧɵɣ ɩɭɧɤɬ 

EU GVP III.B.7 

actions against a marketing authorisation(s) or 

authorisation application(s) e.g. 

− Urgent Safety Restriction; 

− variation of the marketing authorisation; 
− suspension or revocation of the marketing 

authorisation; 

− delays in approvals of new marketing authorisation 

applications until corrective and preventive 

actions have been implemented or the addition of 

safety conditions to new authorisations; 

− requests for pre-authorisation inspections; 

ɉ. 5.1.2.3.2., 2ɟ ɩɪɟɞɥɨɠɟɧɢɟ 
(200) 

 

ɉɪɨɰɟɫɫ ɚɭɞɢɬɚ ɞɨɥɠɟɧ ɜɤɥɸɱɚɬɶ ɜ ɫɟɛɹ 
ɦɟɯɚɧɢɡɦɵ ɩɟɪɟɞɚɱɢ ɜɵɜɨɞɨɜ ɚɭɞɢɬɚ ɨɛɴɟɤɬɭ ɚɭɞɢɬɚ 

ɚɭɞɢɪɭɟɦɨɣ ɫɬɨɪɨɧɟ, ɩɨɥɭɱɟɧɢɹ ɨɛɪɚɬɧɨɣ ɫɜɹɡɢ ɢ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɚɭɞɢɬɨɪɫɤɨɣ ɨɬɱɟɬɧɨɫɬɢ ɪɭɤɨɜɨɞɫɬɜɭ 
ɢ ɡɚɢɧɬɟɪɟɫɨɜɚɧɧɵɦ ɫɬɨɪɨɧɚɦ, ɜ ɬɨɦ ɱɢɫɥɟ ɥɢɰɚɦ, 
ɨɬɜɟɬɫɬɜɟɧɧɵɦ ɡɚ ɫɢɫɬɟɦɭ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ, ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɡɚɤɨɧɨɞɚɬɟɥɶɫɬɜɚ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɢ ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɞɨɝɨɜɨɪɨɜ ɢ 
ɚɤɬɨɜ, ɫɨɫɬɚɜɥɹɸɳɢɯ ɩɪɚɜɨ ɋɨɸɡɚ, ɢ 
ɪɟɤɨɦɟɧɞɚɰɢɹɦɢ ɩɨ ɚɭɞɢɬɭ ɫɢɫɬɟɦɵ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ.  

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɜɟɪɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ ɨɛɴɟɤɬɨɜ, 
ɫɭɛɴɟɤɬɨɜ ɢ ɩɪɟɞɦɟɬɨɜ ɚɭɞɢɬɚ 

 ɍɱɬɟɧɨ. 
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ɉ. 5.1.3.1.3.(208) Ɉɰɟɧɤɚ ɤɚɱɟɫɬɜɚ ɚɭɞɢɬɨɪɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ ɦɨɠɟɬ 
ɨɫɭɳɟɫɬɜɥɹɬɶɫɹ ɩɨɫɪɟɞɫɬɜɨɦ ɬɟɤɭɳɟɣ ɢ 
ɩɟɪɢɨɞɢɱɟɫɤɨɣ ɨɰɟɧɤɢ ɜɫɟɣ ɚɭɞɢɬɨɪɫɤɨɣ 
ɞɟɹɬɟɥɶɧɨɫɬɢ, ɨɬɡɵɜɨɜ ɨɛɴɟɤɬɚ ɚɭɞɢɬɚ ɚɭɞɢɪɭɟɦɨɣ 
ɫɬɨɪɨɧɵ ɢ ɫɚɦɨɨɰɟɧɤɢ ɚɭɞɢɬɨɪɫɤɨɣ ɞɟɹɬɟɥɶɧɨɫɬɢ 
(ɧɚɩɪɢɦɟɪ, ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ ɚɭɞɢɬɨɪɫɤɨɣ 

ɞɟɹɬɟɥɶɧɨɫɬɢ, ɫɨɛɥɸɞɟɧɢɟ ɤɨɞɟɤɫɚ ɩɨɜɟɞɟɧɢɹ, 
ɩɪɨɝɪɚɦɦ ɚɭɞɢɬɚ ɢ ɚɭɞɢɬɨɪɫɤɢɯ ɩɪɨɰɟɞɭɪ). 

ȼɨ ɢɡɛɟɠɚɧɢɟ ɧɟɜɟɪɧɨɝɨ ɬɨɥɤɨɜɚɧɢɹ ɨɛɴɟɤɬɨɜ, 
ɫɭɛɴɟɤɬɨɜ ɢ ɩɪɟɞɦɟɬɨɜ ɚɭɞɢɬɚ 

 ɍɱɬɟɧɨ. 

Ɋɚɡɞɟɥ 6 (224-226) Ɋɚɡɞɟɥ 6. ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ.  
Ɉɩɪɟɞɟɥɟɧɢɹ ɜ ɪɚɡɞɟɥɟ 1 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ 
ɬɚɤɠɟ ɩɪɢɦɟɧɢɦɵ ɤ ɪɚɡɞɟɥɭ 6. Ɉɞɧɚɤɨ ɉɥɚɧ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ ɫɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ 
ɬɟɯ ɪɢɫɤɚɯ, ɤɨɬɨɪɵɟ ɫɜɹɡɚɧɵ ɫ ɞɟɹɬɟɥɶɧɨɫɬɶɸ ɩɨ 
ɭɩɪɚɜɥɟɧɢɸ ɪɢɫɤɚɦɢ ɞɥɹ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ.  
ɂɡ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɨɜ ɞɥɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ ɨɩɢɫɵɜɚɬɶ ɬɨɥɶɤɨ ɬɟ, ɤɨɬɨɪɵɟ 
ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɢɫɯɨɞɵ ɢ ɜ 
ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɵɯ ɢɦɟɸɬɫɹ ɞɨɫɬɚɬɨɱɧɵɟ 
ɧɚɭɱɧɵɟ ɞɨɤɚɡɚɬɟɥɶɫɬɜɚ ɧɚɥɢɱɢɹ ɜɡɚɢɦɨɫɜɹɡɢ ɫ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɨɦ. ɋɨɨɛɳɟɧɢɹ ɨ 
ɧɟɠɟɥɚɬɟɥɶɧɵɯ ɪɟɚɤɰɢɹɯ ɦɨɝɭɬ ɩɨɫɬɭɩɚɬɶ ɢɡ 
ɦɧɨɠɟɫɬɜɟɧɧɵɯ ɢɫɬɨɱɧɢɤɨɜ, ɬɚɤɢɯ ɤɚɤ ɞɚɧɧɵɟ 
ɞɨɤɥɢɧɢɱɟɫɤɢɯ (ɧɟɤɥɢɧɢɱɟɫɤɢɯИ ɢɫɫɥɟɞɨɜɚɧɢɣ, 
ɩɨɞɬɜɟɪɠɞɟɧɧɵɟ ɤɥɢɧɢɱɟɫɤɢɦɢ ɞɚɧɧɵɦɢ, 
ɤɥɢɧɢɱɟɫɤɢɟ ɢɫɫɥɟɞɨɜɚɧɢɹ, ɷɩɢɞɟɦɢɨɥɨɝɢɱɟɫɤɢɟ 
ɢɫɫɥɟɞɨɜɚɧɢɹ ɢ ɢɫɬɨɱɧɢɤɢ ɫɩɨɧɬɚɧɧɵɯ 
ɫɨɨɛɳɟɧɢɣ, ɜɤɥɸɱɚɹ ɩɭɛɥɢɤɚɰɢɢ. Ɉɧɢ ɦɨɝɭɬ 
ɛɵɬɶ ɫɜɹɡɚɧɵ ɫ ɬɚɤɢɦɢ ɫɢɬɭɚɰɢɹɦɢ ɤɚɤ 
ɩɪɢɦɟɧɟɧɢɟ “ɜɧɟ ɢɧɫɬɪɭɤɰɢɢ”, ɨɲɢɛɤɢ 

 ɍɱɬɟɧɨ ɪɚɧɟɟ, ɜ ɪɟɞɚɤɰɢɢ ɩɨ 
ɩɪɟɞɥɨɠɟɧɢɹɦ 
Ɋɨɫɡɞɪɚɜɧɚɞɡɨɪɚ. 
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ɩɪɢɦɟɧɟɧɢɹ ɩɪɟɩɚɪɚɬɚ ɢɥɢ ɥɟɤɚɪɫɬɜɟɧɧɵɟ 
ɜɡɚɢɦɨɞɟɣɫɬɜɢɹ. ɇɟ ɜɫɟ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɪɟɚɤɰɢɢ ɜ 
ɨɛɹɡɚɬɟɥɶɧɨɦ ɩɨɪɹɞɤɟ ɪɚɫɰɟɧɢɜɚɸɬɫɹ ɤɚɤ ɪɢɫɤ 
ɩɪɢɦɟɧɟɧɢɹ ɩɪɟɩɚɪɚɬɚ ɜ ɤɨɧɤɪɟɬɧɨɦ 
ɤɥɢɧɢɱɟɫɤɨɦ ɤɨɧɬɟɤɫɬɟ.  

ɂɡ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ ɞɥɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ 
ɨɩɢɫɵɜɚɬɶ ɬɨɥɶɤɨ ɬɟ, ɤɨɬɨɪɵɟ ɩɪɟɞɫɬɚɜɥɹɸɬ 
ɫɨɛɨɣ ɧɟɠɟɥɚɬɟɥɶɧɵɟ ɢɫɯɨɞɵ ɢ ɜ ɨɬɧɨɲɟɧɢɢ 
ɤɨɬɨɪɵɯ ɢɦɟɸɬɫɹ ɧɚɭɱɧɵɟ ɞɚɧɧɵɟ, ɩɨɡɜɨɥɹɸɳɢɟ 
ɩɨɞɨɡɪɟɜɚɬɶ  ɜɨɡɦɨɠɧɨɫɬɶ ɧɚɥɢɱɢɹ ɜɡɚɢɦɨɫɜɹɡɢ ɫ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɨɦ, ɧɨ ɜ ɧɚɫɬɨɹɳɟɟ 
ɜɪɟɦɹ ɧɟɞɨɫɬɚɬɨɱɧɨ ɞɨɤɚɡɚɬɟɥɶɫɬɜ, ɱɬɨɛɵ ɫɞɟɥɚɬɶ 
ɡɚɤɥɸɱɟɧɢɟ ɨ ɩɪɢɱɢɧɧɨ-ɫɥɟɞɫɬɜɟɧɧɨɣ 
ɜɡɚɢɦɨɫɜɹɡɢ. 
ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ 
ɫɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɚɯ, ɤɨɬɨɪɵɟ ɦɨɝɭɬ 
ɨɤɚɡɵɜɚɬɶ ɜɥɢɹɧɢɟ ɧɚ ɫɨɨɬɧɨɲɟɧɢɟ ɪɢɫɤ-ɩɨɥɶɡɚ 
ɩɪɟɩɚɪɚɬɚ.  

Вɚɠɧɵɣ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ 
ɜɤɥɸɱɚɟɬɫɹ ɜ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɞɨɥɠɟɧ, 
ɤɚɤ ɩɪɚɜɢɥɨ, ɹɜɥɹɬɶɫɹ ɨɫɧɨɜɚɧɢɟɦ: 

-ɞɥɹ ɞɚɥɶɧɟɣɲɟɣ ɨɰɟɧɤɢ ɜ ɪɚɦɤɚɯ ɩɥɚɧɚ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ (ɧɚɩɪɢɦɟɪ, ɢɡɭɱɚɬɶ ɱɚɫɬɨɬɭ, 
ɫɬɟɩɟɧɶ ɬɹɠɟɫɬɢ, ɫɟɪɶɟɡɧɨɫɬɶ ɢ ɢɫɯɨɞ ɪɢɫɤɚ ɩɪɢ 
ɨɛɵɱɧɵɯ ɭɫɥɨɜɢɹɯ ɩɪɢɦɟɧɟɧɢɹ, ɤɚɤɢɟ ɩɨɩɭɥɹɰɢɢ 
ɨɫɨɛɟɧɧɨ ɩɨɞɜɟɪɝɚɸɬɫɹ ɪɢɫɤɭ); 

-ɞɥɹ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ: ɈɏɅɉ 
ɪɟɤɨɦɟɧɞɭɟɬ ɫɩɟɰɢɚɥɶɧɵɟ ɤɥɢɧɢɱɟɫɤɢɟ 
ɦɟɪɨɩɪɢɹɬɢɹ ɫ ɰɟɥɶɸ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ ɢɥɢ 
ɜɜɟɞɟɧɢɟ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ 
ɪɢɫɤɨɜ.  



176 
 

Вɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ 
ɜɤɥɸɱɚɟɬɫɹ ɜ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɷɬɨ 
ɬɚɤɨɣ ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ 
ɩɨɫɥɟ ɬɨɝɨ, ɤɚɤ ɨɯɚɪɚɤɬɟɪɢɡɨɜɚɧ ɢ ɟɫɥɢ 
ɩɨɞɬɜɟɪɠɞɟɧ, ɬɨ ɢɦɟɥ ɛɵ ɜɥɢɹɧɢɟ ɧɚ 
ɫɨɨɬɧɨɲɟɧɢɟ ɪɢɫɤ-ɩɨɥɶɡɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ.  

ȿɫɥɢ ɟɫɬɶ ɧɚɭɱɧɨɟ ɨɛɨɫɧɨɜɚɧɢɟ ɬɨɝɨ, ɱɬɨ 
ɧɟɛɥɚɝɨɩɪɢɹɬɧɵɣ ɤɥɢɧɢɱɟɫɤɢɣ ɢɫɯɨɞ ɦɨɝ ɛɵɬɶ 
ɫɜɹɡɚɧ ɫ ɩɪɢɦɟɧɟɧɢɟɦ ɩɪɟɩɚɪɚɬɚ «ɜɧɟ 
ɢɧɫɬɪɭɤɰɢɢ», ɩɪɢɦɟɧɟɧɢɟɦ ɭ ɧɟɢɡɭɱɟɧɧɵɯ 
ɩɨɩɭɥɹɰɢɣ ɢɥɢ ɞɥɢɬɟɥɶɧɵɦ ɩɪɢɦɟɧɟɧɢɟɦ 
ɩɪɟɩɚɪɚɬɚ, ɧɟɠɟɥɚɬɟɥɶɧɭɸ ɪɟɚɤɰɢɸ ɫɥɟɞɭɟɬ 
ɪɚɫɫɦɚɬɪɢɜɚɬɶ ɤɚɤ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ ɢ, ɟɫɥɢ 
ɨɧ ɪɚɫɰɟɧɢɜɚɟɬɫɹ ɤɚɤ ɜɚɠɧɵɣ, ɬɨ ɞɨɥɠɟɧ ɛɵɬɶ 
ɜɤɥɸɱɟɧ ɜ ɫɩɢɫɨɤ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɤɚɤ 
ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ.  

Вɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ, ɤɨɬɨɪɵɣ 
ɜɤɥɸɱɚɟɬɫɹ ɜ ɉɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɤɚɤ 
ɩɪɚɜɢɥɨ, ɬɪɟɛɭɟɬ ɞɚɥɶɧɟɣɲɟɣ ɨɰɟɧɤɢ ɜ ɪɚɦɤɚɯ 
ɩɥɚɧɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 
Вɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ, 
ɨɬɧɨɫɹɳɚɹɫɹ ɤ ɩɥɚɧɢɪɨɜɚɧɢɸ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ, ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ ɩɪɨɛɟɥɵ ɜ ɡɧɚɧɢɹɯ 
ɨɛ ɚɫɩɟɤɬɚɯ ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɩɪɢ ɨɩɪɟɞɟɥɟɧɧɨɦ ɩɪɨɝɧɨɡɢɪɭɟɦɨɦ 
ɩɪɢɦɟɧɟɧɢɢ (ɧɚɩɪɢɦɟɪ, ɩɪɢ ɞɥɢɬɟɥɶɧɨɦ 
ɩɪɢɦɟɧɟɧɢɢ) ɢɥɢ ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɭ 
ɨɩɪɟɞɟɥɟɧɧɵɯ ɩɨɩɭɥɹɰɢɣ ɩɚɰɢɟɧɬɨɜ, ɩɨ ɤɨɬɨɪɵɦ 
ɧɟɞɨɫɬɚɬɨɱɧɨ ɡɧɚɧɢɣ, ɱɬɨɛɵ ɨɩɪɟɞɟɥɢɬɶ 
ɨɬɥɢɱɚɟɬɫɹ ɥɢ ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ ɜ ɷɬɢɯ 
ɩɨɩɭɥɹɰɢɹɯ ɨɬ ɭɠɟ ɭɫɬɚɧɨɜɥɟɧɧɨɝɨ. Ɉɬɫɭɬɫɬɜɢɟ 
ɞɚɧɧɵɯ ɤɚɤ ɬɚɤɨɜɨɟ (ɧɚɩɪɢɦɟɪ, ɧɟ ɜɤɥɸɱɟɧɢɟ 



177 
 

ɩɨɩɭɥɹɰɢɢ ɜ ɤɥɢɧɢɱɟɫɤɢɟ ɢɫɫɥɟɞɨɜɚɧɢɹ) ɧɟ 
ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ ɚɜɬɨɦɚɬɢɱɟɫɤɢ ɩɪɨɛɥɟɦɭ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ. 

Вɦɟɫɬɨ ɷɬɨɝɨ ɩɥɚɧɢɪɨɜɚɧɢɟ ɭɩɪɚɜɥɟɧɢɹ 
ɪɢɫɤɚɦɢ ɞɨɥɠɧɨ ɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ ɫɢɬɭɚɰɢɹɯ, 
ɤɨɝɞɚ ɩɪɨɮɢɥɶ ɛɟɡɨɩɚɫɧɨɫɬɢ ɦɨɠɟɬ ɨɬɥɢɱɚɬɶɫɹ ɨɬ 
ɭɠɟ ɢɡɜɟɫɬɧɨɝɨ. 

Ɍɪɟɛɭɟɬɫɹ ɧɚɭɱɧɨɟ ɨɛɨɫɧɨɜɚɧɢɟ, ɱɬɨɛɵ ɨɬɧɟɫɬɢ 
ɬɚɤɭɸ ɩɨɩɭɥɹɰɢɸ ɤ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ ɜ ɉɥɚɧɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ.  

ɉɪɨɩɭɳɟɧɚ ɱɚɫɬɶ ɬɟɤɫɬɚ, ɤɨɬɨɪɚɹ ɤɪɚɣɧɟ ɜɚɠɧɚ 
ɞɥɹ ɨɛɧɨɜɥɟɧɧɨɣ ɤɨɧɰɟɩɰɢɢ ɉɍɊ: ɨɩɪɟɞɟɥɟɧɢɹ 
ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɥɹ ɜɤɥɸɱɟɧɢɹ ɢɯ ɜ ɉɥɚɧ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ.  

ɉɍɊ ɞɨɥɠɟɧ ɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ ɧɚɢɛɨɥɟɟ 
ɫɭɳɟɫɬɜɟɧɧɵɯ ɩɪɨɛɥɟɦɚɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ (ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɚɯ, ɜɚɠɧɵɯ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɚɯ ɢ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ): ɧɟ ɜɫɟ ɢɡ ɧɢɯ ɹɜɥɹɸɬɫɹ ɩɪɟɞɦɟɬɨɦ ɞɥɹ 
ɨɩɢɫɚɧɢɹ ɜ ɉɍɊ, ɚ ɩɪɟɢɦɭɳɟɫɬɜɟɧɧɨ ɬɪɟɛɭɸɳɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ. ɉɪɢ 
ɷɬɨɦ ɩɨɥɧɵɣ ɫɩɢɫɨɤ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɨɛɫɭɠɞɚɸɬɫɹ ɜ ɪɚɦɤɚɯ ɉɈɈȻ (ɫ ɭɱɟɬɨɦ ɬɨɝɨ, ɱɬɨ 
ɰɟɥɢ ɉɍɊ ɢ ɉɈɈȻ ɪɚɡɧɵɟ). 

Ⱦɨɛɚɜɢɬɶ ɬɟɤɫɬ.  

EMA GVP, Module V, The definitions from GVP 

Annex I apply also for the purpose of this GVP Module. 

However, the RMP should focus on those risks that are 

relevant for the risk management activities for the 

authorised medicinal product. From the identified risks 

of the medicinal product, the RMP should address only 

the risks that are undesirable clinical outcomes and for 
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which there is sufficient scientific evidence that they are 

caused by the medicinal product. Reports of adverse 

reactions may be derived from multiple sources such as 

non-clinical findings confirmed by clinical data, clinical 

trials, epidemiological studies, and spontaneous data 

sources, including published literature. They may be 

linked to situations such as off label use, medication 

errors or drug interactions. Not all reported adverse 

reactions are necessarily considered a relevant risk of 

the product in a given therapeutic context. From the 

potential risks of the medicinal product, the RMP should 

address only the risks that are undesirable clinical 

outcomes and for which there is scientific evidence to 

suspect the possibility of a causal relationship with the 

medicinal product, but where there is currently 

insufficient evidence to conclude that this association is 

causal.  

The RMP should focus on the important identified 

risks that are likely to have an impact on the risk-benefit 

balance of the product. An important identified risk to be 

included in the RMP would usually warrant:  

Further evaluation as part of the pharmacovigilance 

plan (e.g. to investigate frequency, severity, seriousness 

and outcome of this risk under normal conditions of use, 

which populations are particularly at risk);  

Risk minimisation activities: product information 

advising on specific clinical actions to be taken to 

minimise the risk (see V.B.8.), or additional risk 

minimisation activities.  

The important potential risks to be included in the 

RMP are those important potential risks that, when 

further characterised and if confirmed, would have an 

impact on the risk-benefit balance of the medicinal 
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product.  

Where there is a scientific rationale that an adverse 

clinical outcome might be associated with off-label use, 

use in populations not studied, or resulting from the 

long-term use of the product, the adverse reaction 

should be considered a potential risk, and if deemed 

important, should be included in the list of safety 

concerns as an important potential risk. Important 

potential risks included in the RMP would usually 

require further evaluation as part of the 

pharmacovigilance plan.  

Missing information relevant to the risk management 

planning refers to gaps in knowledge about the safety of 

a medicinal product for certain anticipated utilisation 

(e.g. long-term use) or for use in particular patient 

populations, for which there is insufficient knowledge to 

determine whether the safety profile differs from that 

characterised so far. The absence of data itself (e.g. 

exclusion of a population from clinical studies) does not 

automatically constitute a safety concern. Instead, the 

risk management planning should focus on situations 

that might differ from the known safety profile. A 

scientific rationale is needed for the inclusion of that 

population as missing information in the RMP. 

ɉ. 6.2.1(228) ɩɪɢɧɢɦɚɹ ɜɨ ɜɧɢɦɚɧɢɟ ɨɛɳɭɸ ɰɟɥɶ ɭɱɢɬɵɜɚɹ 
ɤɨɧɟɱɧɭɸ ɰɟɥɶ - ɩɨɥɭɱɢɬɶ ɛɨɥɶɲɟ ɢɧɮɨɪɦɚɰɢɢ 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɫɨɨɬɧɨɲɟɧɢɹ ɩɨɥɶɡɚ-ɪɢɫɤ ɞɥɹ 
ɨɩɪɟɞɟɥɟɧɧɵɯ ɩɨɩɭɥɹɰɢɣ, ɧɟ ɜɤɥɸɱɟɧɧɵɯ ɜ 
ɩɪɨɝɪɚɦɦɭ ɢɡɭɱɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɧɚ 
ɞɨɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɷɬɚɩɟ, ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɟ ɚɫɩɟɤɬɵ 
ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɦɨɝɭɬ ɢɫɤɥɸɱɚɬɶɫɹ ɢɡ 
ɪɚɡɞɟɥɚ ɫɩɟɰɢɮɢɤɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɩɨ ɦɟɪɟ 
ɩɨɥɭɱɟɧɢɹ ɞɚɧɧɵɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɧɚ 

 ɍɱɬɟɧɨ. 
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ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɷɬɚɩɟ, ɥɢɛɨ ɜ ɫɥɭɱɚɹɯ, ɤɨɝɞɚ 
ɧɟɬ ɨɫɧɨɜɚɧɢɣ ɩɨɥɚɝɚɬɶ, ɱɬɨ ɞɨɫɬɭɩɧɵɟ ɜ ɧɚɫɬɨɹɳɟɟ 
ɜɪɟɦɹ ɢɥɢ ɜ ɛɭɞɭɳɟɦ ɦɟɬɨɞɵ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ 
ɦɨɝɭɬ ɱɬɨ ɞɨɫɬɭɩɧɚɹ ɜ ɧɚɫɬɨɹɳɟɟ ɜɪɟɦɹ ɢɥɢ ɜ 
ɛɭɞɭɳɟɦ ɞɟɹɬɟɥɶɧɨɫɬɶ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɦɨɠɟɬ 
ɞɨɩɨɥɧɢɬɶ ɢɦɟɸɳɢɟɫɹ ɞɚɧɧɵɟ ɩɨ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ 
ɪɢɫɤɚ ɜ ɨɬɧɨɲɟɧɢɢ ɨɛɥɚɫɬɟɣ ɧɟɞɨɫɬɚɸɳɟɣ 

ɢɧɮɨɪɦɚɰɢɢ. 
ɋɬɢɥɢɫɬɢɱɟɫɤɚɹ ɩɪɚɜɤɚ 

ɉ. 6.2.3.2(235) Ⱦɥɹ ɜɵɩɨɥɧɟɧɢɹ ɬɪɟɛɨɜɚɧɢɣ, ɭɤɚɡɚɧɧɵɯ ɜ ɩɭɧɤɬɟ 
6.2.3.1 ɧɚɫɬɨɹɳɢɯ ɉɪɚɜɢɥ, ɜ ɢɧɮɨɪɦɚɰɢɸ, 
ɫɨɞɟɪɠɚɳɭɸɫɹ ɜ ɩɥɚɧɟ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɞɨɥɠɧɵ 
ɛɵɬɶ ɜɤɥɸɱɟɧɵ: 
ɚ) ɨɩɢɫɚɧɢɟ ɢɡɜɟɫɬɧɨɣ ɢ ɧɟɢɡɜɟɫɬɧɨɣ 
ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɨ ɩɪɨɮɢɥɟ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ; 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɩɪɢɧɹɬɨɣ 
ɬɟɪɦɢɧɨɥɨɝɢɟɣ 

 ɇɟ ɬɪɟɛɭɟɬ ɭɱɟɬɚ. Ɋɟɞɚɤɰɢɹ 
ɩɭɧɤɬɚ ɩɨɥɧɨɫɬɶɸ ɢɡɦɟɧɟɧɚ, 

ɜɫɟ ɩɭɧɤɬɵ ɚ-ɜ ɭɞɚɥɟɧɵ ɢ 
ɭɤɚɡɚɧɚ ɪɟɞɚɤɰɢɹ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɡɚɦɟɱɚɧɢɟɦ 
ɧɚ ɫɬɪ. 47 ɞɚɧɧɨɣ ɫɜɨɞɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ. 

ɉ. 6.2.5.1.(245) ɉɪɟɞɫɬɚɜɥɹɟɦɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɛɵɬɶ 
ɚɤɬɭɚɥɢɡɢɪɨɜɚɧɚ ɢ ɬɨɱɧɨ ɨɬɪɚɠɚɬɶ ɭɫɥɨɜɢɹ ɩɨɞɚɱɢ 
ɫɨɝɥɚɫɧɨ ɜɵɩɨɥɧɹɟɦɨɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɣ ɩɪɨɰɟɞɭɪɵ 

ɚɤɬɭɚɥɶɧɨɣ ɢ ɬɨɱɧɨɣ ɜ ɨɬɧɨɲɟɧɢɢ ɬɟɤɭɳɟɣ 
ɡɚɹɜɤɢ ɧɚ ɪɟɝɢɫɬɪɚɰɢɸ, ɬɚɤ ɤɚɤ ɨɠɢɞɚɟɬɫɹ, ɱɬɨ 
ɞɚɧɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɛɭɞɟɬ ɨɬɪɚɠɟɧɚ ɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɭɞɨɫɬɨɜɟɪɟɧɢɢ  

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP: The 

information presented should be current and accurate in 

relation to the ongoing application as it is anticipated to 

appear in the marketing authorisation. 

 ɍɱɬɟɧɨ.  

6.2.5.1(245) ɍɤɚɡɚɧɧɚɹ ɱɚɫɬɶ ɞɨɥɠɧɚ ɫɨɞɟɪɠɚɬɶ ɫɥɟɞɭɸɳɭɸ 
ɢɧɮɨɪɦɚɰɢɸ: 
ɤɪɚɬɤɨɟ ɨɩɢɫɚɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

 ɍɱɬɟɧɨ. 
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(ɜɤɥɸɱɚɸɳɟɟ ɜ ɫɟɛɹ: ɯɢɦɢɱɟɫɤɢɣ ɤɥɚɫɫ, ɤɥɚɫɫ 
ɯɢɦɢɱɟɫɤɢɯ ɫɨɟɞɢɧɟɧɢɣ, ɤɪɚɬɤɨɟ ɨɩɢɫɚɧɢɟ 
ɦɟɯɚɧɢɡɦɚ ɞɟɣɫɬɜɢɹ, ɜɚɠɧɭɸ ɢɧɮɨɪɦɚɰɢɸ ɨ ɟɝɨ 
ɫɨɫɬɚɜɟ... 

ɍɬɨɱɧɟɧɢɟ ɬɟɪɦɢɧɨɥɨɝɢɢ 

ɉ. 6.2.5.2(246) ɐɟɥɶɸ ɞɚɧɧɨɣ ɱɚɫɬɢ ɹɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɟɧɢɟ 
ɤɪɚɬɤɨɝɨ ɨɛɡɨɪɚ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫ ɫ ɭɤɚɡɚɧɢɟɦ ɢɡɜɟɫɬɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɚ ɬɚɤɠɟ ɨɩɪɟɞɟɥɟɧɢɹ 
ɪɚɡɞɟɥɨɜ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɩɨ ɤɨɬɨɪɵɦ 
ɛɟɡɨɩɚɫɧɨɫɬɶ ɧɟ ɹɜɥɹɟɬɫɹ ɞɨɫɬɚɬɨɱɧɨ ɢɡɭɱɟɧɧɨɣ. 

ɮɨɤɭɫɨɦ ɧɚ ɬɟɯ ɚɫɩɟɤɬɚɯ, ɤɨɬɨɪɵɟ ɬɪɟɛɭɸɬ 
ɞɚɥɶɧɟɣɲɢɯ ɞɟɣɫɬɜɢɣ ɩɨ ɭɩɪɚɜɥɟɧɢɸ 
ɪɢɫɤɚɦɢ.……. 

 ɍɱɬɟɧɨ.  

 ɋɩɟɰɢɮɢɤɚɰɢɹ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɨɥɠɧɚ 
ɩɪɟɞɫɬɚɜɥɹɬɶ ɫɨɛɨɣ ɪɟɡɸɦɟ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɨɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ ɢ ɜɚɠɧɨɣ 
ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ. 

 ɍɱɬɟɧɨ. 

ɉɍɊ ɞɨɥɠɟɧ ɮɨɤɭɫɢɪɨɜɚɬɶɫɹ ɧɚ ɧɚɢɛɨɥɟɟ 
ɫɭɳɟɫɬɜɟɧɧɵɯ ɩɪɨɛɥɟɦɚɯ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ (ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɚɯ, ɜɚɠɧɵɯ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɚɯ ɢ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ): ɧɟ ɜɫɟ ɢɡ ɧɢɯ ɹɜɥɹɸɬɫɹ ɩɪɟɞɦɟɬɨɦ ɞɥɹ 
ɨɩɢɫɚɧɢɹ ɜ ɉɍɊ, ɚ ɩɪɟɢɦɭɳɟɫɬɜɟɧɧɨ ɬɪɟɛɭɸɳɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪɨɩɪɢɹɬɢɣ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ. ɉɪɢ 
ɷɬɨɦ ɩɨɥɧɵɣ ɫɩɢɫɨɤ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɨɛɫɭɠɞɚɸɬɫɹ ɜ ɪɚɦɤɚɯ ɉɈɈȻ (ɫ ɭɱɟɬɨɦ ɬɨɝɨ, ɱɬɨ 
ɰɟɥɢ ɉɍɊ ɢ ɉɈɈȻ ɪɚɡɧɵɟ). 

Эɬɨ ɫɨɝɥɚɫɭɟɬɫɹ ɫ EU GVP Module V, rev.2.0: 

The purpose of the safety specification is to provide an 
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adequate discussion on the safety profile of the 

medicinal product(s), with focus on those aspects that 

need further risk management activities 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

It should include a summary of the important 

identified risks of a medicinal product, important 

potential risks, and missing information. 

ɉ. 6.2.3.2 (249) Ⱦɥɹ ɜɵɫɨɤɨɬɟɯɧɨɥɨɝɢɱɟɫɤɢɯ 

ɜɵɫɨɤɨɬɟɯɧɨɥɨɝɢɱɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ 
ɜɜɢɞɭ ɫɩɟɰɢɮɢɱɟɫɤɨɣ ɩɪɢɪɨɞɵ ɯɚɪɚɤɬɟɪɧɵ ɨɫɨɛɵɟ 
ɪɢɫɤɢ, ɤɚɤ ɩɪɚɜɢɥɨ, ɧɟ ɩɪɢɫɭɳɢɟ ɞɪɭɝɢɦ 
ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɚɦ. 

ɋɬɢɥɢɫɬɢɱɟɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ. 

ɉ. 6.2.5.2.3(263) 6.2.5.2.3. Ɇɨɞɭɥɶ ɋIII. В ɫɥɭɱɚɟ ɧɟɨɛɯɨɞɢɦɨɫɬɢ 
ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɢɧɮɨɪɦɚɰɢɹ ɨɛ 
ɢɡɭɱɟɧɢɢ ɜɨɡɞɟɣɫɬɜɢɹ ɧɚ ɨɬɞɟɥɶɧɵɟ 
ɩɨɩɭɥɹɰɢɨɧɧɵɟ ɝɪɭɩɩɵ (ɛɟɪɟɦɟɧɧɵɟ ɠɟɧɳɢɧɵ, 
ɤɨɪɦɹɳɢɟ ɦɚɬɟɪɢ, ɩɚɰɢɟɧɬɵ ɫ ɩɨɱɟɱɧɨɣ 
ɧɟɞɨɫɬɚɬɨɱɧɨɫɬɶɸ, ɩɟɱɟɧɨɱɧɨɣ 
ɧɟɞɨɫɬɚɬɨɱɧɨɫɬɶɸ, ɧɚɪɭɲɟɧɢɹɦɢ ɫɟɪɞɟɱɧɨ-

ɫɨɫɭɞɢɫɬɨɣ ɫɢɫɬɟɦɵ, ɩɨɞɝɪɭɩɩɵ ɧɚɫɟɥɟɧɢɹ ɫ 
ɫɨɨɬɜɟɬɫɬɜɭɸɳɢɦ ɝɟɧɟɬɢɱɟɫɤɢɦ 
ɩɨɥɢɦɨɪɮɢɡɦɨɦ). Ɍɚɤɠɟ ɞɨɥɠɧɚ ɛɵɬɶ ɭɤɚɡɚɧɚ 
ɫɬɟɩɟɧɶ ɬɹɠɟɫɬɢ ɧɚɪɭɲɟɧɢɹ ɮɭɧɤɰɢɢ ɩɨɱɟɤ, 
ɩɟɱɟɧɢ ɢɥɢ ɫɟɪɞɟɱɧɨ-ɫɨɫɭɞɢɫɬɨɣ ɫɢɫɬɟɦɵ, ɚ ɬɚɤɠɟ 
ɝɟɧɟɬɢɱɟɫɤɨɝɨ ɩɨɥɢɦɨɪɮɢɡɦɚ). 

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

ɍɞɚɥɢɬɶ ɩɚɪɚɝɪɚɮ, ɬɚɤ ɤɚɤ ɜɵɲɟ ɟɫɬɶ ɭɤɚɡɚɧɢɟ, 
ɱɬɨ «ɫɬɪɚɬɢɮɢɤɚɰɢɹ ɩɨ ɢɧɵɦ ɤɪɢɬɟɪɢɹɦ ɦɨɠɟɬ 
ɛɵɬɶ ɩɪɢɜɟɞɟɧɚ ɜ ɫɥɭɱɚɟ ɡɧɚɱɢɦɨɫɬɢ ɞɥɹ 
ɩɥɚɧɢɪɨɜɚɧɢɹ ɫɢɫɬɟɦɵ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 

 ɍɱɬɟɧɨ. 
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(ɧɚɩɪɢɦɟɪ, ɪɚɫɨɜɨɟ ɩɪɨɢɫɯɨɠɞɟɧɢɟ).» 

Ⱦɚɧɧɨɝɨ ɩɨɥɨɠɟɧɢɹ ɧɟɬ ɜ EU GVP Module V, 

rev.2.0 

ɉ. 6.2.5.2.7.4(ɩɟɪɟɞ ɩ.283) Ɇɨɞɭɥɶ ɋVII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. Ɋɚɡɞɟɥ 
«ɉɨɞɪɨɛɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɨ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ 
ɪɢɫɤɚɯ ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ». 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

RMP pКrt II, moНuХО SVII sОМtТon “DОtКТХs oП 
important identified risks, important potential risks, and 

missing information” 

  

ɉ. 6.2.5.2.8 (285) Ɇɨɞɭɥɶ ɋVIII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ – 

ɨɛɨɛɳɟɧɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ ɩɪɨɛɥɟɦɚɦ 
ɛɟɡɨɩɚɫɧɨɫɬɢ. 

ȼ ɦɨɞɭɥɟ ɭɤɚɡɵɜɚɟɬɫɹ ɨɛɨɛɳɟɧɧɚɹ ɢɧɮɨɪɦɚɰɢɹ ɩɨ 
ɨɩɪɟɞɟɥɹɟɦɵɦ ɩɪɨɛɥɟɦɚɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɤɨɬɨɪɵɟ 
ɤɥɚɫɫɢɮɢɰɢɪɭɟɬɫɹ ɩɨ ɫɥɟɞɭɸɳɢɦ ɤɚɬɟɝɨɪɢɹɦ: 

ɚ) ɜɚɠɧɵɣ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɣ ɪɢɫɤ; 
ɛ) ɜɚɠɧɵɣ ɩɨɬɟɧɰɢɚɥɶɧɵɣ ɪɢɫɤ; 
ɜ) ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ  

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

RMP pКrt II, moНuХО SVII sОМtТon “DОtКТХs oП 
important identified risks, important potential risks, and 

missing information” 

 ɍɱɬɟɧɨ. 

ɉ. 6.2.5.3 (287) ɑɚɫɬɶ III ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ – ɩɥɚɧ ɩɨ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ. 

ɐɟɥɶɸ ɩɥɚɧɚ ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɹɜɥɹɟɬɫɹ 
ɩɪɟɞɫɬɚɜɥɟɧɢɟ ɨɛɡɨɪɚ ɢ ɨɛɨɫɧɨɜɚɧɢɹ 
ɡɚɩɥɚɧɢɪɨɜɚɧɧɵɯ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɞɟɣɫɬɜɢɣ ɩɨ ɞɚɥɶɧɟɣɲɟɣ 

 ɍɱɬɟɧɨ. 
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ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɩɪɨɛɥɟɦ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, 
ɜɤɥɸɱɟɧɧɵɯ ɜ ɫɩɟɰɢɮɢɤɚɰɢɸ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ. ɉɥɚɧ 
ɩɨ ɮɚɪɦɚɤɨɧɚɞɡɨɪɭ ɩɪɟɞɫɬɚɜɥɹɟɬ ɫɨɛɨɣ 
ɫɬɪɭɤɬɭɪɢɪɨɜɚɧɧɵɣ ɩɥɚɧ, ɪɚɡɪɚɛɨɬɚɧɧɵɣ ɫ ɰɟɥɶɸ:… 

ɨɩɪɟɞɟɥɟɧɢɹ ɦɟɬɨɞɨɜ ɩɨɥɭɱɟɧɢɹ ɜɚɠɧɨɣ 

ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ; 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

RMP pКrt II, moНuХО SVII sОМtТon “DОtКТХs oП 
important identified risks, important potential risks, and 

missing information” 

ɉ. 6.2.5.2.7 (275) Ɇɨɞɭɥɶ ɋVII ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 
«ɂɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɟ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɟ ɪɢɫɤɢ». 

ȼ ɨɬɧɨɲɟɧɢɢ ɫɥɟɞɭɸɳɢɯ ɚɫɩɟɤɬɨɜ ɩɪɨɮɢɥɹ 
ɛɟɡɨɩɚɫɧɨɫɬɢ ɬɪɟɛɭɟɬɫɹ ɜɵɩɨɥɧɟɧɢɟ ɨɫɨɛɨɣ ɨɰɟɧɤɢ 
ɩɪɢɦɟɧɢɬɟɥɶɧɨ ɤ ɨɩɪɟɞɟɥɟɧɢɸ ɪɢɫɤɨɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɫ ɩɪɟɞɫɬɚɜɥɟɧɢɟɦ ɞɚɧɧɨɣ 
ɨɰɟɧɤɢ ɜ ɪɚɡɞɟɥɟ ɜ ɫɥɭɱɚɟ, ɟɫɥɢ ɞɚɧɧɵɣ ɪɢɫɤ 
ɭɫɬɚɧɚɜɥɢɜɚɟɬɫɹ: ɟɫɥɢ ɨɧɢ ɩɪɢɜɨɞɹɬ ɤ ɪɢɫɤɚɦ 
ɩɪɢ ɩɪɢɦɟɧɟɧɢɢ ɩɪɟɩɚɪɚɬɚ:… 

В ɫɥɭɱɚɟ, ɟɫɥɢ ɞɟɪɠɚɬɟɥɟɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɟ ɩɪɟɞɫɬɚɜɥɟɧɚ ɨɰɟɧɤɚ 
ɜɵɲɟɭɤɚɡɚɧɧɵɯ ɪɢɫɤɨɜ ɢ ɧɟ ɫɞɟɥɚɧɵ 
ɤɨɦɦɟɧɬɚɪɢɢ ɨɬɧɨɫɢɬɟɥɶɧɨ ɨɛɨɫɧɨɜɚɧɧɨɫɬɢ 
ɢɫɤɥɸɱɟɧɢɹ ɞɚɧɧɵɯ ɪɢɫɤɨɜ ɢɡ ɱɢɫɥɚ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɢɥɢ ɜɚɠɧɵɯ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ, ɭɩɨɥɧɨɦɨɱɟɧɧɵɣ ɨɪɝɚɧ 
ɜɩɪɚɜɟ ɫɞɟɥɚɬɶ ɡɚɩɪɨɫ ɨ ɞɨɩɨɥɧɟɧɢɢ ɪɚɡɞɟɥɚ 
ɨɰɟɧɤɨɣ ɞɚɧɧɵɯ ɪɢɫɤɨɜ.  

ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ 

EU GVP Module V, rev.2.0: 

The following safety topics derived from specific 

 ɍɱɬɟɧɨ. 
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situations/data sources are thought to be of particular 

interest for the risk identification discussion in module 

SVII, and should be discussed when they lead to risks of 

the product: 

Ʉɚɤ ɭɤɚɡɚɧɨ ɜɵɲɟ, ɨɰɟɧɤɚ ɩɨ ɷɬɢɦ ɚɫɩɟɤɬɚɦ 
ɩɪɟɞɨɫɬɚɜɥɹɟɬɫɹ, ɟɫɥɢ ɨɧɢ ɩɪɢɜɨɞɹɬ ɤ ɪɢɫɤɚɦ. 
Ʉɨɦɦɟɧɬɚɪɢɢ ɩɨ ɜɫɟɦ ɷɬɢɦ ɫɢɬɭɚɰɢɹɦ ɜ 
ɨɛɹɡɚɬɟɥɶɧɨɦ ɩɨɪɹɞɤɟ ɧɟ ɬɪɟɛɭɸɬɫɹ. 

Ⱦɚɧɧɨɝɨ ɩɨɥɨɠɟɧɢɹ ɧɟɬ ɜ EU GVP Module V, 

rev.2.0. 

ɉ. 6.2.5.2.7.3 (282) ɂɧɮɨɪɦɚɰɢɹ ɜ ɞɚɧɧɨɣ ɱɚɫɬɢ ɬɪɟɛɨɜɚɧɢɣ ɦɨɠɟɬ 
ɢɦɟɬɶ ɮɨɪɦɭ ɡɚɹɜɥɟɧɢɹ, ɨɩɢɫɵɜɚɸɳɟɝɨ 
ɩɪɟɞɲɟɫɬɜɭɸɳɢɣ ɪɟɝɭɥɹɬɨɪɧɵɣ ɡɚɩɪɨɫ, ɫɨ ɫɫɵɥɤɨɣ 
ɧɚ ɩɪɨɰɟɞɭɪɭ, ɟɫɥɢ ɬɚɤɨɣ ɡɚɩɪɨɫ ɛɵɥ ɫɨɫɬɚɜɥɟɧ. 
ɞɚɧɧɨɦ ɪɚɡɞɟɥɟ ɦɨɠɟɬ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɜ ɜɢɞɟ 
ɨɩɢɫɚɧɢɹ ɩɪɟɞɲɟɫɬɜɭɸɳɟɝɨ ɪɟɝɭɥɹɬɨɪɧɨɝɨ 
ɡɚɩɪɨɫɚ, ɫɨ ɫɫɵɥɤɨɣ ɧɚ ɩɪɨɰɟɞɭɪɭ, ɜ ɯɨɞɟ ɤɨɬɨɪɨɣ 
ɬɚɤɨɣ ɡɚɩɪɨɫ ɛɵɥ ɫɨɫɬɚɜɥɟɧ. 

EU GVP: The information included in this section may 

take the form of a statement describing a previous 

regulatory request, with a reference to the procedure 

where such request was formulated. 

 ɍɱɬɟɧɨ. 

ɉ. 6.2.5.2.7.4. (284) Ɇɨɞɭɥɶ ɋVII… 

ɩɪɟɞɨɬɜɪɚɬɢɦɨɫɬɶ (ɬɨ ɟɫɬɶ ɩɪɟɞɫɤɚɡɭɟɦɨɫɬɶ ɢɥɢ 
ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, ɩɨɦɢɦɨ 
ɮɨɪɦɢɪɨɜɚɧɢɹ ɜ ɰɟɥɨɦ ɨɫɜɟɞɨɦɥɟɧɧɨɫɬɢ 
ɨɬɧɨɫɢɬɟɥɶɧɨ ɪɢɫɤɚ ɩɭɬɟɦ ɜɤɥɸɱɟɧɢɹ ɢɧɮɨɪɦɚɰɢɢ ɜ 
ɨɛɳɟɣ ɯɚɪɚɤɬɟɪɢɫɬɢɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɢɧɫɬɪɭɤɰɢɢ ɩɨ ɦɟɞɢɰɢɧɫɤɨɦɭ ɩɪɢɦɟɧɟɧɢɸ; 
ɜɨɡɦɨɠɧɨɫɬɶ ɜɵɹɜɥɟɧɢɹ ɪɢɫɤɚ ɧɚ ɧɚɱɚɥɶɧɨɦ ɷɬɚɩɟ 
ɪɟɚɥɢɡɚɰɢɢ, ɱɬɨ ɦɨɠɟɬ ɩɨɡɜɨɥɢɬɶ ɫɬɟɩɟɧɶ ɬɹɠɟɫɬɢ 

ɫɧɢɡɢɬɶ ɫɟɪɶɟɡɧɨɫɬɶ ɧɟɠɟɥɚɬɟɥɶɧɨɣ ɪɟɚɤɰɢɢ; 

 ɍɱɬɟɧɨ 
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ɂɫɩɪɚɜɥɟɧɢɟ/ɭɬɨɱɧɟɧɢɟ. EU GVP Module V, rev.2.0: 

preventability (i.e. predictability of a risk; whether 

risk factors have been identified that can be minimised 

by routine or additional risk minimisation activities 

other than general awareness using the PI; possibility of 

detection at an early stage which could mitigate 

seriousness); 

ɉ. 6.3.1.1.2 (354) 
 

….ȼ ɦɨɞɭɥɟ ɋVII ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ 
ɤɪɢɬɢɱɟɫɤɚɹ ɨɰɟɧɤɚ ɢɦɟɸɳɟɣɫɹ ɢɧɮɨɪɦɚɰɢɢ ɩɨ 
ɪɢɫɤɚɦ, ɫɜɹɡɚɧɧɵɦ ɫ ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ (ɧɚɩɪɢɦɟɪ, ɞɚɧɧɵɟ ɞɨɤɥɢɧɢɱɟɫɤɨɝɨ ɢ 
ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɡɭɱɟɧɢɹ, ɧɚɭɱɧɨɣ ɥɢɬɟɪɚɬɭɪɵ, 
ɢɧɮɨɪɦɚɰɢɹ ɪɚɡɪɚɛɨɬɱɢɤɚ ɪɟɮɟɪɟɧɬɧɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ) ɢ ɩɪɟɞɥɨɠɟɧ ɩɟɪɟɱɟɧɶ 
ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɯ 
ɪɢɫɤɨɜ, ɚ ɬɚɤɠɟ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ. 

ɉɪɢɜɟɞɟɧɢɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module V, 

rev.2.0: 

…. MoНuХО SVII sСouХН МrТtТМКХХв КnКХвsО available 

relevant information (e.g. own pre-clinical and clinical 

НКtК, sМТОntТПТМ ХТtОrКturО, orТРТnКtor proНuМt’s proНuМt 
information) and propose a list of important identified 

and potential risks as well as missing information. 

 ɍɱɬɟɧɨ. 

ɉ. 8.6.2 (595) ȼ ɞɚɧɧɨɦ ɪɚɡɞɟɥɟ ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɤɪɚɬɤɚɹ 
ɨɛɡɨɪɧɚɹ ɢɧɮɨɪɦɚɰɢɹ, ɜɤɥɸɱɚɸɳɚɹ: ɞɚɬɵ ɩɟɪɜɢɱɧɵɯ 
ɪɟɝɢɫɬɪɚɰɢɣ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ, ɞɚɬɭ ɩɟɪɜɢɱɧɨɣ 
ɪɟɝɢɫɬɪɚɰɢɢ ɜ ɥɸɛɨɣ ɫɬɪɚɧɟ ɦɢɪɚ, ɨɞɨɛɪɟɧɧɵɟ 
ɩɨɤɚɡɚɧɢɹ ɤ ɩɪɢɦɟɧɟɧɢɸ, ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɟ ɮɨɪɦɵ 
ɜɵɩɭɫɤɚ ɢ ɞɨɡɢɪɨɜɤɢ ɫ ɭɤɚɡɚɧɢɟɦ ɞɟɣɫɬɜɭɸɳɢɯ 
ɪɟɝɢɫɬɪɚɰɢɣ ɧɚ ɞɚɬɭ ɩɨɞɝɨɬɨɜɤɢ ɨɬɱɟɬɚ ɢ ɭɤɚɡɚɧɢɟ 
ɫɬɪɚɧ, ɜ ɤɨɬɨɪɵɯ ɩɪɟɩɚɪɚɬ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ. 

 ɍɱɬɟɧɨ. 
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ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR section “АorХНаТНО mКrФОtТnР КutСorТsКtТon 
status" This section of the PSUR should contain a brief 

narrative overview including: date of the first 

authorisation worldwide, indications(s), authorised 

dose(s), and where authorised. 

ɉ. 8.6.16 (646) Ɋɚɡɞɟɥ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ 
ɛɟɡɨɩɚɫɧɨɫɬɢ «ɋɢɝɧɚɥɵ ɢ ɨɰɟɧɤɚ ɪɢɫɤɚ». 

ɐɟɥɶɸ ɞɚɧɧɨɝɨ ɪɚɡɞɟɥɚ ɹɜɥɹɟɬɫɹ ɩɪɟɞɫɬɚɜɥɟɧɢɟ: 
ɤɪɚɬɤɨɝɨ ɪɟɡɸɦɟ ɩɨ ɢɡɜɟɫɬɧɵɦ ɢ ɧɟɢɡɜɟɫɬɧɵɦ 

ɚɫɩɟɤɬɚɦ ɯɚɪɚɤɬɟɪɢɫɬɢɤɢ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ, ɜɚɠɧɵɯ ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ 
ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ ɩɨ ɫɨɫɬɨɹɧɢɸ 
ɧɚ ɧɚɱɚɥɨ ɨɬɱɟɬɧɨɝɨ ɩɟɪɢɨɞɚ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ 
ɨɛɧɨɜɥɹɟɦɨɝɨ ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ; 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

The purpose of this section of the PSUR is to provide:  

A succinct summary of what is known about important 

identified and potential risks and missing information at 

the beginning of the reporting interval covered by the 

report 

 ɍɱɬɟɧɨ. 

ɉ. 8.6.16.1.2 (649) Ɉɛɨɛɳɚɸɳɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɩɪɟɞɫɬɚɜɥɹɬɶ 
ɢɦɟɸɳɢɟɫɹ ɫɜɟɞɟɧɢɹ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɨ ɫɨɫɬɨɹɧɢɸ ɧɚ ɧɚɱɚɥɨ 
ɨɬɱɟɬɧɨɝɨ ɩɟɪɢɨɞɚ ɩɟɪɢɨɞɢɱɟɫɤɨɝɨ ɨɛɧɨɜɥɹɟɦɨɝɨ 
ɨɬɱɟɬɚ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ ɢ ɨɬɪɚɠɚɬɶ:….. 

ɜɚɠɧɭɸ ɨɬɫɭɬɫɬɜɭɸɳɭɸ ɢɧɮɨɪɦɚɰɢɸ. 
ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sub-sОМtТon “SummКrв oП sКПОtв МonМОrns” TСО 
purpose of this sub-section is to provide a summary of 

important safety concerns at the beginning of the 

reporting interval, against which new information and 

 ɍɱɬɟɧɨ. 
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evaluations can be made. For products with an existing 

safety specification, this section can be either the same 

as, or derived from the safety specification summary18 

that is current at the start of the reporting interval of the 

PSUR. It should provide the following safety 

information:  

important identified risks;  

important potential risks; and  

missing information. 

8.6.16.1.3 (651) ȼ ɨɬɧɨɲɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ, ɧɟ 
ɢɦɟɸɳɢɯ ɫɩɟɰɢɮɢɤɚɰɢɸ ɩɨ ɛɟɡɨɩɚɫɧɨɫɬɢ, ɞɚɧɧɵɣ 
ɩɨɞɪɚɡɞɟɥ ɞɨɥɠɟɧ ɩɪɟɞɫɬɚɜɥɹɬɶ ɢɧɮɨɪɦɚɰɢɸ ɨ 
ɜɚɠɧɵɯ ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɢ ɩɨɬɟɧɰɢɚɥɶɧɵɯ 
ɪɢɫɤɚɯ ɢ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ ɢɧɮɨɪɦɚɰɢɢ, 
ɫɜɹɡɚɧɧɨɣ ɫ ɩɪɢɦɟɧɟɧɢɟɦ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɧɚ ɨɫɧɨɜɚɧɢɢ ɞɚɧɧɵɯ ɩɪɟɞɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɢ 
ɩɨɫɬɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɩɟɪɢɨɞɚ. … 

Ɉɛɨɛɳɟɧɢɟ ɩɨ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ ɞɨɥɠɧɨ ɨɰɟɧɢɬɶ ɤɪɢɬɢɱɧɨɫɬɶ 
ɧɟɞɨɫɬɚɬɤɨɜ ɜ ɢɦɟɸɳɢɯɫɹ ɡɧɚɧɢɹɯ ɩɨ ɨɩɪɟɞɟɥɟɧɧɵɦ 
ɚɫɩɟɤɬɚɦ ɩɪɨɮɢɥɹ ɛɟɡɨɩɚɫɧɨɫɬɢ ɞɥɹ ɰɟɥɟɜɵɯ 
ɩɨɩɭɥɹɰɢɣ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

For products without an existing safety specification, 

this section should provide information on the important 

identified and potential risks and missing information 

associated with use of the product, based on pre- and 

post-authorisation experТОnМО. … 

The summary on missing information should take into 

account whether there are critical gaps in knowledge for 

specific safety issues or populations that use the 

medicinal product 

 ɍɱɬɟɧɨ. 
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ɉ. 8.6.16.3(655) ɇɨɜɚɹ ɢɧɮɨɪɦɚɰɢɹ ɞɨɥɠɧɚ ɛɵɬɶ ɩɪɟɞɫɬɚɜɥɟɧɚ ɩɨ 
ɫɥɟɞɭɸɳɢɦ ɪɚɡɞɟɥɚɦ:… 

ɨɛɧɨɜɥɟɧɢɟ ɩɨ ɜɚɠɧɨɣ ɨɬɫɭɬɫɬɜɭɸɳɟɣ 
ɢɧɮɨɪɦɚɰɢɢ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sub-sОМtТon “EvКХuКtТon oП rТsФs КnН nОа 
ТnПormКtТon”  

NОа ТnПormКtТon МКn ЛО orРКnТsОН Кs ПoХХoаs: … 

5. Update on missing information. 

 ɍɱɬɟɧɨ. 

ɉ. 8.6.16.4 (658) ȼ ɩɨɞɪɚɡɞɟɥɟ ɞɚɟɬɫɹ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚ ɜɚɠɧɵɯ 
ɢɞɟɧɬɢɮɢɰɢɪɨɜɚɧɧɵɯ ɪɢɫɤɨɜ ɢ ɜɚɠɧɵɯ 
ɩɨɬɟɧɰɢɚɥɶɧɵɯ ɪɢɫɤɨɜ ɧɚ ɨɫɧɨɜɚɧɢɢ ɤɭɦɭɥɹɬɢɜɧɵɯ 
ɞɚɧɧɵɯ (ɜ ɬɨɦ ɱɢɫɥɟ ɧɟ ɨɝɪɚɧɢɱɢɜɚɟɦɵɯ ɨɬɱɟɬɧɵɦ 
ɩɟɪɢɨɞɨɦ) ɢ ɨɩɢɫɵɜɚɟɬɫɹ ɜɚɠɧɚɹ ɨɬɫɭɬɫɬɜɭɸɳɚɹ 
ɢɧɮɨɪɦɚɰɢɹ. 

ɉɪɢɜɟɞɟɧɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ EU GVP Module VII: 

PSUR sub-sОМtТon “CСКrКМtОrТsКtТon oП rТsФs”  
This sub-section should characterise important 

identified and potential risks based on cumulative data 

(i.e. not restricted to the reporting interval), and 

describe missing information. 

 ɍɱɬɟɧɨ. 

ɉ. 12.1(917) Ȼɨɥɶɲɢɧɫɬɜɨ ɩɪɨɛɥɟɦ, ɫɜɹɡɚɧɧɵɯ ɫ 
ɛɟɡɨɩɚɫɧɨɫɬɶɸ, ɦɨɝɭɬ ɛɵɬɶ ɧɚɞɥɟɠɚɳɢɦ ɨɛɪɚɡɨɦ 
ɭɩɪɚɜɥɹɬɶɫɹ ɪɭɬɢɧɧɵɦɢ ɦɟɪɚɦɢ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ, 
ɨɞɧɚɤɨ ɜ ɨɬɧɨɲɟɧɢɢ ɧɟɤɨɬɨɪɵɯ ɪɢɫɤɨɜ ɪɭɬɢɧɧɵɟ 
ɦɟɪɵ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ ɦɨɝɭɬ ɛɵɬɶ 
ɧɟɞɨɫɬɚɬɨɱɧɵɦɢ, ɢ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɧɚɞɥɟɠɚɳɟɝɨ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ (ɢɥɢ) ɭɥɭɱɲɟɧɢɹ 
ɫɨɨɬɧɨɲɟɧɢɹ «ɩɨɥɶɡɚ – ɪɢɫɤ» ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɩɨɧɚɞɨɛɹɬɫɹ ɞɨɩɨɥɧɢɬɟɥɶɧɵɟ ɦɟɪɵ 
ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ. 

Ɋɟɞɚɤɬɨɪɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ. 
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ɉ. 12.2.3 (957) ȼɵɩɨɥɧɟɧɢɟ Вɧɟɞɪɟɧɢɟ ɦɟɪ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɨɜ  ɍɱɬɟɧɨ. 

 ɇɚɩɪɢɦɟɪ, ɨɞɧɨɤɪɚɬɧɨɟ ɜɵɩɨɥɧɟɧɢɟ 

ɪɚɫɩɪɨɫɬɪɚɧɟɧɢɟ ɨɛɪɚɡɨɜɚɬɟɥɶɧɵɯ ɢɧɫɬɪɭɦɟɧɬɨɜ 
ɦɨɠɟɬ ɛɵɬɶ ɧɟɞɨɫɬɚɬɨɱɧɵɦ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɬɨɝɨ, 
ɱɬɨɛɵ ɨɯɜɚɬɢɬɶ ɢɧɮɨɪɦɚɰɢɟɣ ɜɫɟɯ ɦɟɞɢɰɢɧɫɤɢɯ 
ɫɨɬɪɭɞɧɢɤɨɜ, ɩɨɬɟɧɰɢɚɥɶɧɨ ɜɵɩɢɫɵɜɚɸɳɢɯ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ, ɢ (ɢɥɢ) ɩɨɬɪɟɛɢɬɟɥɟɣ, ɜ ɬɨɦ 
ɱɢɫɥɟ ɧɨɜɵɯ ɦɟɞɢɰɢɧɫɤɢɯ ɪɚɛɨɬɧɢɤɨɜ ɢ 
ɩɨɬɪɟɛɢɬɟɥɟɣ 

 ɍɱɬɟɧɨ, ɫ ɪɟɞɚɤɬɨɪɫɤɨɣ 
ɩɪɚɜɤɨɣ 

 ɇɚɞɥɟɠɚɳɟɟ ɜɧɢɦɚɧɢɟ ɞɨɥɠɧɨ ɭɞɟɥɹɬɶɫɹ ɨɛɳɟɦɭ 
ɮɨɪɦɚɬɭ ɨɛɪɚɡɨɜɚɬɟɥɶɧɵɯ ɢɧɫɬɪɭɦɟɧɬɨɜ ɢɥɢ 
ɦɟɬɨɞɨɜ ɞɥɹ ɨɛɟɫɩɟɱɟɧɢɹ ɱɟɬɤɨɝɨ ɪɚɡɥɢɱɢɹ ɫ 
ɪɚɡɥɢɱɧɵɦɢ ɥɸɛɵɦɢ ɪɟɤɥɚɦɧɵɦɢ ɦɚɬɟɪɢɚɥɚɦɢ.  

Ɋɟɞɚɤɬɨɪɫɤɚɹ ɩɪɚɜɤɚ 

 ɍɱɬɟɧɨ. 

ɉ. 12.2.6 (991) Ɉɬɫɥɟɠɢɜɚɟɦɵɟ ɜɟɪɫɢɢ ɩɥɚɧɚ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ 
ɞɨɥɠɧɵ ɛɵɬɶ ɩɟɪɟɞɚɧɵ ɞɥɹ ɪɚɫɫɦɨɬɪɟɧɢɹ ɢ 
ɜɵɩɨɥɧɟɧɢɹ ɨɰɟɧɤɢ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦɢ ɨɪɝɚɧɚɦɢ 
ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ. Ɉɬɱɟɬɵ, Ⱦɚɧɧɵɟ ɞɨɤɭɦɟɧɬɵ, 
ɩɥɚɧ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ ɢ ɜɤɥɸɱɟɧɧɵɟ ɜ ɩɥɚɧ 
ɫɢɫɬɟɦɵ ɭɩɪɚɜɥɟɧɢɹ ɪɢɫɤɚɦɢ, ɚ ɬɚɤɠɟ ɥɸɛɵɟ 
ɞɨɤɭɦɟɧɬɵ ɜ ɨɬɧɨɲɟɧɢɢ ɦɟɪ ɩɨ ɦɢɧɢɦɢɡɚɰɢɢ ɪɢɫɤɚ 
ɦɨɝɭɬ ɩɨɞɜɟɪɝɚɬɶɫɹ ɚɭɞɢɬɭ ɢɥɢ ɢɧɫɩɟɤɬɢɪɨɜɚɧɢɸ.  

ɍɬɨɱɧɟɧɢɟ 

Tracked versions of the RMP should be submitted to 

facilitate regulatory assessment. These records, the RMP 

and the associated risk management systems, as well as 

any documents on risk minimisation measures may be 

subject to audit or inspection 

 ɍɱɬɟɧɨ. 

12.3(998) Ɉɬɜɟɬɫɬɜɟɧɧɨɫɬɶ ɭɩɨɥɧɨɦɨɱɟɧɧɵɯ 

ɨɪɝɚɧɨɜ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ 

 Ɉɬɤɥɨɧɟɧɨ. ɉɨ 
ɨɩɪɟɞɟɥɟɧɢɸ ɞɚɧɧɨɝɨ 
ɩɭɧɤɬɚ – ɩɚɦɹɬɤɚ ɜɯɨɞɢɬ ɜ 




