
 

 

ЕȼɊАɁɂɃɋɄАə ЭɄɈɇɈɆɂɑЕɋɄАə ɄɈɆɂɋɋɂə 

ɄɈɅɅЕȽɂə 

 

 

Ɋ Е ɒ Е ɇ ɂ Е  
 

«  »                 ɝ.          №     ɝ. Ɇɨɫɤɜɚ 

 

Ɉ ɜɧеɫеɧɢɢ ɢɡɦеɧеɧɢɣ ɜ Ɋеɲеɧɢе Ʉɨɥɥеɝɢɢ Еɜɪɚɡɢɣɫɤɨɣ 
ɷɤɨɧɨɦɢɱеɫɤɨɣ ɤɨɦɢɫɫɢɢ ɨɬ 30 ɢɸɧɹ 2017 ɝ. № 79 

 

В ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɭɧɤɬɨɦ 11 ɉɪɨɬɨɤɨɥɚ ɨɛ ɢɧɮɨɪɦɚɰɢɨɧɧɨ-

ɤɨɦɦɭɧɢɤɚɰɢɨɧɧɵɯ ɬɟɯɧɨɥɨɝɢɹɯ ɢ ɢɧɮɨɪɦɚɰɢɨɧɧɨɦ ɜɡɚɢɦɨɞɟɣɫɬɜɢɢ  

ɜ ɪɚɦɤɚɯ ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ (ɩɪɢɥɨɠɟɧɢɟ № 3  

ɤ Ⱦɨɝɨɜɨɪɭ ɨ ȿɜɪɚɡɢɣɫɤɨɦ ɷɤɨɧɨɦɢɱɟɫɤɨɦ ɫɨɸɡɟ ɨɬ 29 ɦɚɹ 2014 ɝɨɞɚ) 

Кɨɥɥɟɝɢɹ ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ ɪ е ɲɢ ɥ ɚ: 

1. Вɧɟɫɬɢ ɜ Ɋɟɲɟɧɢɟ Кɨɥɥɟɝɢɢ ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ 

ɤɨɦɢɫɫɢɢ ɨɬ 30 ɢɸɧɹ 2017 ɝ. № 79 «Ɉ Тɪɟɛɨɜɚɧɢɹɯ ɤ ɷɥɟɤɬɪɨɧɧɨɦɭ ɜɢɞɭ 

ɡɚɹɜɥɟɧɢɣ ɢ ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ, ɩɪɟɞɫɬɚɜɥɹɟɦɵɯ ɩɪɢ 

ɨɫɭɳɟɫɬɜɥɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ 

ɞɥɹ ɦɟɞɢɰɢɧɫɤɨɝɨ ɩɪɢɦɟɧɟɧɢɹ» ɢɡɦɟɧɟɧɢɹ ɫɨɝɥɚɫɧɨ ɩɪɢɥɨɠɟɧɢɸ. 

2. ɇɚɫɬɨɹɳɟɟ Ɋɟɲɟɧɢɟ ɜɫɬɭɩɚɟɬ ɜ ɫɢɥɭ ɩɨ ɢɫɬɟɱɟɧɢɢ  

30 ɤɚɥɟɧɞɚɪɧɵɯ ɞɧɟɣ ɫ ɞɚɬɵ ɟɝɨ ɨɮɢɰɢɚɥɶɧɨɝɨ ɨɩɭɛɥɢɤɨɜɚɧɢɹ. 

 

ɉɪɟɞɫɟɞɚɬɟɥɶ Кɨɥɥɟɝɢɢ 

ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ 

 

Ɇ. Ɇɹɫɧɢɤɨɜɢɱ 
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ɉɊɂɅɈɀȿɇɂȿ 

ɤ Ɋɟɲɟɧɢɸ Ʉɨɥɥɟɝɢɢ  
ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ 

ɨɬ                        20   ɝ. №      

 
ɂ Ɂ Ɇ Е ɇ Е ɇ ɂ Я, 

ɜɧɨɫɢɦɵɟ ɜ Тɪɟɛɨɜɚɧɢя ɤ ɷɥɟɤɬɪɨɧɧɨɦɭ ɜɢɞɭ ɡɚяɜɥɟɧɢɣ ɢ 
ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ, ɩɪɟɞɫɬɚɜɥяɟɦɵɯ ɩɪɢ 
ɨɫɭщɟɫɬɜɥɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 

ɩɪɟɩɚɪɚɬɨɜ ɞɥя ɦɟɞɢɰɢɧɫɤɨɝɨ ɩɪɢɦɟɧɟɧɢя 
 

Ɍɪɟɛɨɜɚɧɢɹ ɤ ɷɥɟɤɬɪɨɧɧɨɦɭ ɜɢɞɭ ɡɚɹɜɥɟɧɢɣ ɢ ɞɨɤɭɦɟɧɬɨɜ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ, ɩɪɟɞɫɬɚɜɥɹɟɦɵɯ ɩɪɢ ɨɫɭɳɟɫɬɜɥɟɧɢɢ 

ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɞɥɹ ɦɟɞɢɰɢɧɫɤɨɝɨ 

ɩɪɢɦɟɧɟɧɢɹ ɢɡɥɨɠɢɬɶ ɜ ɫɥɟɞɭɸɳɟɣ ɪɟɞɚɤɰɢɢ: 

 

 ɍɌȼȿɊɀȾȿɇЫ 

 Ɋɟɲɟɧɢɟɦ Ʉɨɥɥɟɝɢɢ 

ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ 

ɨɬ 30 ɢɸɧɹ 2017 ɝ. № 79 

(ɜ ɪɟɞɚɤɰɢɢ Ɋɟɲɟɧɢɹ Ʉɨɥɥɟɝɢɢ 

ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ 

ɨɬ                         20     ɝ. №      )    
  

Т Р Е Ȼ Ɉ ȼ Ⱥ ɇ ИЯ  
ɤ ɷɥɟɤɬɪɨɧɧɨɦɭ ɜɢɞɭ ɡɚяɜɥɟɧɢɣ ɢ ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 

ɞɨɫɶɟ, ɩɪɟɞɫɬɚɜɥяɟɦɵɯ ɩɪɢ ɨɫɭщɟɫɬɜɥɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɢ ɢ 
ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɞɥя ɦɟɞɢɰɢɧɫɤɨɝɨ 

ɩɪɢɦɟɧɟɧɢя 

I. Ɉɛɳɢɟ ɩɨɥɨɠɟɧɢɹ 

1. ɇɚɫɬɨɹɳɢɟ Ɍɪɟɛɨɜɚɧɢɹ ɪɚɡɪɚɛɨɬɚɧɵ ɜ ɰɟɥɹɯ ɫɨɡɞɚɧɢɹ ɪɚɜɧɵɯ 

ɭɫɥɨɜɢɣ ɞɥɹ ɯɨɡɹɣɫɬɜɭɸɳɢɯ ɫɭɛɴɟɤɬɨɜ ɝɨɫɭɞɚɪɫɬɜ – ɱɥɟɧɨɜ 
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ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ (ɞɚɥɟɟ ɫɨɨɬɜɟɬɫɬɜɟɧɧɨ – 

ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɵ, ɋɨɸɡ) ɩɨ ɩɪɟɞɫɬɚɜɥɟɧɢɸ ɫɜɟɞɟɧɢɣ ɜ 

ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ (ɷɤɫɩɟɪɬɧɵɟ ɨɪɝɚɧɢɡɚɰɢɢ) ɜ 

ɫɮɟɪɟ ɨɛɪɚɳɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ ɩɪɢ ɨɫɭɳɟɫɬɜɥɟɧɢɢ 

ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɞɥɹ ɦɟɞɢɰɢɧɫɤɨɝɨ 

ɩɪɢɦɟɧɟɧɢɹ. 

2. ɉɨɧɹɬɢɹ, ɢɫɩɨɥɶɡɭɟɦɵɟ ɜ ɧɚɫɬɨɹɳɢɯ Ɍɪɟɛɨɜɚɧɢɹɯ, ɩɪɢɦɟɧɹɸɬɫɹ 

ɜ ɡɧɚɱɟɧɢɹɯ, ɨɩɪɟɞɟɥɟɧɧɵɯ ɉɪɨɬɨɤɨɥɨɦ ɨɛ ɢɧɮɨɪɦɚɰɢɨɧɧɨ-

ɤɨɦɦɭɧɢɤɚɰɢɨɧɧɵɯ ɬɟɯɧɨɥɨɝɢɹɯ ɢ ɢɧɮɨɪɦɚɰɢɨɧɧɨɦ ɜɡɚɢɦɨɞɟɣɫɬɜɢɢ ɜ 

ɪɚɦɤɚɯ ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ (ɩɪɢɥɨɠɟɧɢɟ № 3 ɤ 

Ⱦɨɝɨɜɨɪɭ ɨ ȿɜɪɚɡɢɣɫɤɨɦ ɷɤɨɧɨɦɢɱɟɫɤɨɦ ɫɨɸɡɟ ɨɬ 29 ɦɚɹ 2014 ɝɨɞɚ), 

ɉɪɚɜɢɥɚɦɢ ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ ɞɥɹ 

ɦɟɞɢɰɢɧɫɤɨɝɨ ɩɪɢɦɟɧɟɧɢɹ, ɭɬɜɟɪɠɞɟɧɧɵɦɢ Ɋɟɲɟɧɢɟɦ ɋɨɜɟɬɚ 

ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ ɨɬ 3 ɧɨɹɛɪɹ 2016 ɝ. № 78 (ɞɚɥɟɟ – 

ɉɪɚɜɢɥɚ ɪɟɝɢɫɬɪɚɰɢɢ), ɢ ɬɟɯɧɨɥɨɝɢɱɟɫɤɢɦɢ ɞɨɤɭɦɟɧɬɚɦɢ, 

ɪɟɝɥɚɦɟɧɬɢɪɭɸɳɢɦɢ ɢɧɮɨɪɦɚɰɢɨɧɧɨɟ ɜɡɚɢɦɨɞɟɣɫɬɜɢɟ ɩɪɢ ɪɟɚɥɢɡɚɰɢɢ 

ɫɪɟɞɫɬɜɚɦɢ ɢɧɬɟɝɪɢɪɨɜɚɧɧɨɣ ɢɧɮɨɪɦɚɰɢɨɧɧɨɣ ɫɢɫɬɟɦɵ ɜɧɟɲɧɟɣ ɢ 

ɜɡɚɢɦɧɨɣ ɬɨɪɝɨɜɥɢ ɨɛɳɟɝɨ ɩɪɨɰɟɫɫɚ «Ɏɨɪɦɢɪɨɜɚɧɢɟ, ɜɟɞɟɧɢɟ ɢ 

ɢɫɩɨɥɶɡɨɜɚɧɢɟ ɟɞɢɧɨɝɨ ɪɟɟɫɬɪɚ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 

ɫɪɟɞɫɬɜ ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ», ɭɬɜɟɪɠɞɟɧɧɵɦɢ 

Ɋɟɲɟɧɢɟɦ Ʉɨɥɥɟɝɢɢ ȿɜɪɚɡɢɣɫɤɨɣ ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ  

ɨɬ           ɝ. №    . 

3. ɇɚɫɬɨɹɳɢɟ Ɍɪɟɛɨɜɚɧɢɹ ɨɩɪɟɞɟɥɹɸɬ ɫɬɪɭɤɬɭɪɭ ɢ ɩɪɚɜɢɥɚ 

ɡɚɩɨɥɧɟɧɢɹ ɞɨɤɭɦɟɧɬɨɜ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ, ɩɪɟɞɫɬɚɜɥɹɟɦɵɯ 

ɡɚɹɜɢɬɟɥɟɦ ɜ ɭɩɨɥɧɨɦɨɱɟɧɧɵɟ ɨɪɝɚɧɵ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɩɪɢ 

ɜɵɩɨɥɧɟɧɢɢ ɩɪɨɰɟɞɭɪ, ɩɪɟɞɭɫɦɨɬɪɟɧɧɵɯ ɉɪɚɜɢɥɚɦɢ ɪɟɝɢɫɬɪɚɰɢɢ. 

4. ɋɬɪɭɤɬɭɪɚ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ ɨ 

ɡɚɹɜɥɟɧɢɢ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.017) 
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ɩɪɟɞɧɚɡɧɚɱɟɧɚ ɞɥɹ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɫɥɟɞɭɸɳɢɯ ɜɢɞɨɜ 

ɡɚɹɜɥɟɧɢɣ: 

ɚ) ɡɚɹɜɥɟɧɢɟ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɩɪɢɜɟɞɟɧɢɢ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ 

ɬɪɟɛɨɜɚɧɢɹɦɢ ɋɨɸɡɚ), ɩɪɟɞɫɬɚɜɥɹɟɦɨɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɪɚɡɞɟɥɨɦ I 

ɩɪɢɥɨɠɟɧɢɹ № 2 ɤ ɉɪɚɜɢɥɚɦ ɪɟɝɢɫɬɪɚɰɢɢ (ɞɚɥɟɟ – ɡɚɹɜɥɟɧɢɟ ɨ 

ɪɟɝɢɫɬɪɚɰɢɢ); 

ɛ) ɡɚɹɜɥɟɧɢɟ ɨ ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, 

ɩɪɟɞɫɬɚɜɥɹɟɦɨɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɪɚɡɞɟɥɨɦ II ɩɪɢɥɨɠɟɧɢɹ № 2 ɤ 

ɉɪɚɜɢɥɚɦ ɪɟɝɢɫɬɪɚɰɢɢ (ɞɚɥɟɟ – ɡɚɹɜɥɟɧɢɟ ɨ ɩɨɞɬɜɟɪɠɞɟɧɢɢ 

ɪɟɝɢɫɬɪɚɰɢɢ); 

ɜ) ɡɚɹɜɥɟɧɢɟ ɨ ɜɧɟɫɟɧɢɢ ɢɡɦɟɧɟɧɢɣ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɟ ɞɨɫɶɟ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɩɪɟɞɫɬɚɜɥɹɟɦɨɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ  

ɪɚɡɞɟɥɨɦ III ɩɪɢɥɨɠɟɧɢɹ № 2 ɤ ɉɪɚɜɢɥɚɦ ɪɟɝɢɫɬɪɚɰɢɢ (ɞɚɥɟɟ – 

ɡɚɹɜɥɟɧɢɟ ɨ ɜɧɟɫɟɧɢɢ ɢɡɦɟɧɟɧɢɣ). 

5. ɋɬɪɭɤɬɭɪɚ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 

ɩɪɟɩɚɪɚɬɚ» (R.022) ɩɪɟɞɧɚɡɧɚɱɟɧɚ ɞɥɹ ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɜ ɷɥɟɤɬɪɨɧɧɨɦ 

ɜɢɞɟ ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɪɢɥɨɠɟɧɢɹɦɢ № 4 ɢ 5 ɤ 

ɉɪɚɜɢɥɚɦ ɪɟɝɢɫɬɪɚɰɢɢ. 

6. ɉɟɪɟɱɟɧɶ ɩɪɟɞɫɬɚɜɥɹɟɦɵɯ ɡɚɹɜɢɬɟɥɟɦ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ 

ɞɨɤɭɦɟɧɬɨɜ ɨɩɪɟɞɟɥɹɟɬɫɹ ɉɪɚɜɢɥɚɦɢ ɪɟɝɢɫɬɪɚɰɢɢ. 

7. ɍɤɚɡɚɧɧɵɟ ɜ ɩɭɧɤɬɚɯ 4 ɢ 5 ɧɚɫɬɨɹɳɢɯ Ɍɪɟɛɨɜɚɧɢɣ ɞɨɤɭɦɟɧɬɵ ɜ 

ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɮɨɪɦɢɪɭɸɬɫɹ ɜ БML-ɮɨɪɦɚɬɟ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 

ɫɬɚɧɞɚɪɬɨɦ «EбЭОnsТЛХО MКrФЮp LКnРЮКРО (БML) 1.0 (FТПЭС EНТЭТon)» 

(ɨɩɭɛɥɢɤɨɜɚɧ ɜ ɢɧɮɨɪɦɚɰɢɨɧɧɨ-ɬɟɥɟɤɨɦɦɭɧɢɤɚɰɢɨɧɧɨɣ ɫɟɬɢ 

«ɂɧɬɟɪɧɟɬ» ɩɨ ɚɞɪɟɫɭ: http://www.w3.org/TR/REC-xml). 

http://www.w3.org/TR/2000/REC-xml-20001006
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8. ɍɤɚɡɚɧɧɵɟ ɜ ɩɭɧɤɬɚɯ 4 ɢ 5 ɧɚɫɬɨɹɳɢɯ Ɍɪɟɛɨɜɚɧɢɣ ɫɬɪɭɤɬɭɪɵ 

ɞɨɤɭɦɟɧɬɨɜ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɩɪɟɞɫɬɚɜɥɹɸɬ ɫɨɛɨɣ ɫɨɜɨɤɭɩɧɨɫɬɶ 

ɪɟɤɜɢɡɢɬɨɜ, ɪɚɫɩɨɥɨɠɟɧɧɵɯ ɜ ɢɟɪɚɪɯɢɱɟɫɤɨɦ ɜɢɞɟ. 

9. Ɉɩɢɫɚɧɢɟ ɫɬɪɭɤɬɭɪ ɞɨɤɭɦɟɧɬɨɜ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɢ ɩɪɚɜɢɥɚ 

ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɱɧɨɣ ɮɨɪɦɟ ɫ ɭɤɚɡɚɧɢɟɦ ɩɨɥɧɨɝɨ 

ɪɟɤɜɢɡɢɬɧɨɝɨ ɫɨɫɬɚɜɚ ɫ ɭɱɟɬɨɦ ɭɪɨɜɧɟɣ ɢɟɪɚɪɯɢɢ ɜɩɥɨɬɶ ɞɨ ɩɪɨɫɬɵɯ  

(ɚɬɨɦɚɪɧɵɯ) ɪɟɤɜɢɡɢɬɨɜ (ɬɚɛɥɢɰɵ 1 – 16 ɢ 19). 

10. Ⱦɥɹ ɭɤɚɡɚɧɢɹ ɨɛɹɡɚɬɟɥɶɧɨɫɬɢ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɨɜ 

ɢɫɩɨɥɶɡɭɸɬɫɹ ɫɥɟɞɭɸɳɢɟ ɨɛɨɡɧɚɱɟɧɢɹ ɜ ɝɪɚɮɟ «Ɇɧɨɠɟɫɬɜɟɧɧɨɫɬɶ» 

(«Ɇɧ.») ɜ ɬɚɛɥɢɰɚɯ 1 – 16 ɢ 19: 

0 –  ɪɟɤɜɢɡɢɬ ɧɟ ɡɚɩɨɥɧɹɟɬɫɹ; 

1 – ɪɟɤɜɢɡɢɬ ɨɛɹɡɚɬɟɥɟɧ;  

0..1 – ɪɟɤɜɢɡɢɬ ɨɩɰɢɨɧɚɥɟɧ, ɩɨɜɬɨɪɟɧɢɹ ɧɟ ɞɨɩɭɫɤɚɸɬɫɹ; 

0..* – ɪɟɤɜɢɡɢɬ ɨɩɰɢɨɧɚɥɟɧ, ɦɨɠɟɬ ɩɨɜɬɨɪɹɬɶɫɹ ɛɟɡ ɨɝɪɚɧɢɱɟɧɢɣ; 

1..* – ɪɟɤɜɢɡɢɬ ɨɛɹɡɚɬɟɥɟɧ, ɦɨɠɟɬ ɩɨɜɬɨɪɹɬɶɫɹ ɛɟɡ ɨɝɪɚɧɢɱɟɧɢɣ. 

11. ȼ ɝɪɚɮɟ «ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ» ɭɤɚɡɵɜɚɸɬɫɹ 

ɧɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ, ɚ ɬɚɤɠɟ ɜ ɫɤɨɛɤɚɯ ɧɚɡɜɚɧɢɟ ɫɨɨɬɜɟɬɫɬɜɭɸɳɟɝɨ 

ɟɦɭ ɷɥɟɦɟɧɬɚ ɞɚɧɧɵɯ ɜ ɬɟɯɧɢɱɟɫɤɨɣ ɫɯɟɦɟ ɫɬɪɭɤɬɭɪɵ ɞɨɤɭɦɟɧɬɚ ɜ 

ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɫ ɭɤɚɡɚɧɢɟɦ ɩɪɟɮɢɤɫɚ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ. 

12. Ɍɟɯɧɢɱɟɫɤɢɟ ɫɯɟɦɵ ɫɬɪɭɤɬɭɪ ɞɨɤɭɦɟɧɬɨɜ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ 

«ɋɜɟɞɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.022) ɢ «ɋɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ ɨ 

ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.017) ɜɟɞɭɬɫɹ ȿɜɪɚɡɢɣɫɤɨɣ 

ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɟɣ (ɞɚɥɟɟ – Ʉɨɦɢɫɫɢɹ) ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɢ 

ɪɚɡɦɟɳɚɸɬɫɹ ɜ ɪɟɟɫɬɪɟ ɫɬɪɭɤɬɭɪ ɷɥɟɤɬɪɨɧɧɵɯ ɞɨɤɭɦɟɧɬɨɜ ɢ ɫɜɟɞɟɧɢɣ, 

ɨɩɭɛɥɢɤɨɜɚɧɧɨɦ ɧɚ ɨɮɢɰɢɚɥɶɧɨɦ ɫɚɣɬɟ ɋɨɸɡɚ. 
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II. Ɍɪɟɛɨɜɚɧɢɹ ɤ ɫɬɪɭɤɬɭɪɟ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ  
ɨ ɡɚɹɜɥɟɧɢɢ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.017) 

13. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɫɬɪɭɤɬɭɪɵ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ 

«ɋɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

(R.017) ɢ ɨɛɳɢɟ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 1.  

14. Ɍɪɟɛɨɜɚɧɢɹ ɤ ɮɨɪɦɢɪɨɜɚɧɢɸ XML-ɞɨɤɭɦɟɧɬɨɜ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ 

ɫɨ ɫɬɪɭɤɬɭɪɨɣ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ ɨ 

ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.017) ɩɪɢɜɟɞɟɧɵ  

ɜ ɬɚɛɥɢɰɟ 1. 
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Ɍɚɛɥɢɰɚ 1 

ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɫɬɪɭɤɬɭɪɵ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ  
ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.017) 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) 
(csdo:EDocCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɪɟɟɫɬɪɨɦ ɫɬɪɭɤɬɭɪ ɷɥɟɤɬɪɨɧɧɵɯ ɞɨɤɭɦɟɧɬɨɜ ɢ ɫɜɟɞɟɧɢɣ 

1 

2. ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ 
(ɫɜɟɞɟɧɢɣ) 
(csdo:EDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɫɬɪɨɤɚ ɫɢɦɜɨɥɨɜ, ɨɞɧɨɡɧɚɱɧɨ ɢɞɟɧɬɢɮɢɰɢɪɭɸɳɚɹ ɷɥɟɤɬɪɨɧɧɵɣ ɞɨɤɭɦɟɧɬ 
(ɫɜɟɞɟɧɢɹ) 

1 

3. ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɢɫɯɨɞɧɨɝɨ ɷɥɟɤɬɪɨɧɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) 
(csdo:EDocRefId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ), ɜ ɨɬɜɟɬ ɧɚ ɤɨɬɨɪɵɣ ɛɵɥ 
ɫɮɨɪɦɢɪɨɜɚɧ ɞɚɧɧɵɣ ɷɥɟɤɬɪɨɧɧɵɣ ɞɨɤɭɦɟɧɬ (ɫɜɟɞɟɧɢɹ) 

0..1 

4. Ⱦɚɬɚ ɢ ɜɪɟɦɹ ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ 
(ɫɜɟɞɟɧɢɣ) 
(csdo:EDocDateTime) 

ɭɤɚɡɵɜɚɸɬɫɹ ɞɚɬɚ ɢ ɜɪɟɦɹ ɫɨɡɞɚɧɢɹ ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) 1 

5. ɋɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ ɨ ɪɟɝɢɫɬɪɚɰɢɢ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:RegisteredDrugApplicationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɨɛɳɢɟ ɫɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ 
ɞɪɭɝɢɯ ɩɪɨɰɟɞɭɪɚɯ, ɫɜɹɡɚɧɧɵɯ ɫ ɪɟɝɢɫɬɪɚɰɢɟɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ 
ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 5.1 – 5.4 

1 

 

5.1. ɇɨɦɟɪ ɡɚɹɜɥɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:ApplicationId) 

ɞɥɹ ɡɚɹɜɥɟɧɢɣ, ɩɨɞɚɜɚɟɦɵɯ ɜ ɝɨɫɭɞɚɪɫɬɜɚ ɩɪɢɡɧɚɧɢɹ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɡɚɹɜɥɟɧɢɹ, 
ɩɪɢɫɜɨɟɧɧɵɣ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɨɪɝɚɧɨɦ ɪɟɮɟɪɟɧɬɧɨɝɨ ɝɨɫɭɞɚɪɫɬɜɚ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 
ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 

5.2. Ⱦɚɬɚ ɩɨɞɚɱɢ ɡɚɹɜɥɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:ApplicationReceiptDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɩɨɞɚɱɢ ɡɚɹɜɥɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ ɞɪɭɝɢɯ 
ɩɪɨɰɟɞɭɪɚɯ, ɫɜɹɡɚɧɧɵɯ ɫ ɪɟɝɢɫɬɪɚɰɢɟɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ  
ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 

5.3. Ʉɨɞ ɜɢɞɚ ɡɚɹɜɥɟɧɢɹ 

(hcsdo:DrugApplicationKindV2Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɩɨɞɚɜɚɟɦɨɝɨ ɡɚɹɜɥɟɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ  

ɫ ɤɥɚɫɫɢɮɢɤɚɬɨɪɨɦ ɜɢɞɨɜ ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 5 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2058» 1 

 

5.4. Ʉɨɞ ɜɢɞɚ ɩɪɨɰɟɞɭɪɵ ɪɟɝɢɫɬɪɚɰɢɢ 

(hcsdo:RegistrationKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɩɪɨɰɟɞɭɪɵ ɪɟɝɢɫɬɪɚɰɢɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɩɪɨɰɟɞɭɪɚ ɜɡɚɢɦɧɨɝɨ ɩɪɢɡɧɚɧɢɹ; 
02 – ɞɟɰɟɧɬɪɚɥɢɡɨɜɚɧɧɚɹ ɩɪɨɰɟɞɭɪɚ  

1 

6. ɋɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɝɨɫɭɞɚɪɫɬɜɟ – ɱɥɟɧɟ 
ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ 

(hccdo:RegistrationCountryDetails) 

ɫɜɟɞɟɧɢɹ ɭɤɚɡɵɜɚɸɬɫɹ ɞɥɹ ɤɚɠɞɨɝɨ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ, ɜ ɤɨɬɨɪɨɟ ɩɨɞɚɟɬɫɹ ɡɚɹɜɥɟɧɢɟ, 
ɚ ɬɚɤɠɟ ɞɥɹ ɤɚɠɞɨɝɨ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ, ɜ ɤɨɬɨɪɨɦ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɭɠɟ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 6.1 – 6.7 

1..* 

 6.1. ɉɪɢɡɧɚɤ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɝɨɫɭɞɚɪɫɬɜɟ – ɱɥɟɧɟ 
ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ 

(hcsdo:RegistrationCountryIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ ɥɢ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɜ 
ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ: 
1 – ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɭɠɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ ɜ ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ, ɡɚɹɜɥɟɧɢɟ ɧɚ ɟɝɨ 
ɪɟɝɢɫɬɪɚɰɢɸ ɧɟ ɩɨɞɚɟɬɫɹ; 
0 – ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɧɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ ɜ ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ, ɩɨɞɚɟɬɫɹ ɡɚɹɜɥɟɧɢɟ 
ɧɚ ɟɝɨ ɪɟɝɢɫɬɪɚɰɢɸ 

1 

 6.2. Ʉɨɞ ɪɟɮɟɪɟɧɬɧɨɝɨ ɝɨɫɭɞɚɪɫɬɜɚ 

(hcsdo:ReferenceUnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɪɟɮɟɪɟɧɬɧɨɝɨ ɝɨɫɭɞɚɪɫɬɜɚ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ 
ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ 
ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

  ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 



8 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 6.3. Ʉɨɞ ɝɨɫɭɞɚɪɫɬɜɚ ɩɪɢɡɧɚɧɢɹ 

(hcsdo:RecognitionUnifiedCountryCode) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «2.2. Ʉɨɞ ɪɟɮɟɪɟɧɬɧɨɝɨ ɝɨɫɭɞɚɪɫɬɜɚ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ 
ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɝɨɫɭɞɚɪɫɬɜɚ ɩɪɢɡɧɚɧɢɹ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

 6.4. Ɍɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugTradeName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɬɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 6.5. ɇɨɦɟɪ ɧɨɪɦɚɬɢɜɧɨɝɨ ɞɨɤɭɦɟɧɬɚ ɩɨ 
ɤɚɱɟɫɬɜɭ 

(hcsdo:RegulatoryQualityDocId) 

ɟɫɥɢ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɭɠɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɧɨɪɦɚɬɢɜɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ ɩɨ ɤɚɱɟɫɬɜɭ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

 6.6. ɋɜɟɞɟɧɢɹ ɨ ɜɵɞɚɧɧɨɦ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɭɞɨɫɬɨɜɟɪɟɧɢɢ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 

(hccdo:IssuedRegistrationCertificateDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɜɵɞɚɧɧɨɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɭɞɨɫɬɨɜɟɪɟɧɢɢ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 6.6.1 – 6.6.4 

0..1 

  6.6.1. Ⱦɚɬɚ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugRegistrationDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ (ɟɫɥɢ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɭɠɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ) ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

  6.6.2. ɉɨɪɹɞɤɨɜɵɣ ɧɨɦɟɪ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:RegistrationNumberId) 

ɟɫɥɢ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ ɜ ɋɨɸɡɟ, ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɣ 
ɩɨɪɹɞɤɨɜɵɣ ɧɨɦɟɪ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 9 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

  6.6.3. ɇɨɦɟɪ ɧɚɰɢɨɧɚɥɶɧɨɝɨ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

ɜ ɫɥɭɱɚɟ ɡɚɩɨɥɧɟɧɢɹ ɡɚɹɜɥɟɧɢɹ ɨ ɩɪɢɜɟɞɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɟ ɫ ɬɪɟɛɨɜɚɧɢɹɦɢ ɋɨɸɡɚ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 

0..1 



9 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

(hcsdo:NationalRegistrationCertificateId) ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɡ ɧɚɰɢɨɧɚɥɶɧɨɝɨ ɪɟɟɫɬɪɚ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ 
ɢ ɬɚɛɭɥɹɰɢɢ 

  6.6.4. ɋɜɟɞɟɧɢɹ ɨ ɤɨɩɢɢ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugRegistrationCertificateCopy

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɨɩɢɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 2 

0..1 

 6.7. ɋɜɟɞɟɧɢɹ ɨɛ ɨɝɪɚɧɢɱɟɧɢɢ ɞɟɣɫɬɜɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

(hccdo:RestrictionDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɨɬɤɚɡɚɯ, ɨɬɡɵɜɚɯ ɢ ɩɪɢɨɫɬɚɧɨɜɥɟɧɢɢ ɞɟɣɫɬɜɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 
ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 6.7.1 – 6.7.5 

0..* 

  6.7.1. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 
ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

   ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

  6.7.2. Ʉɨɞ ɜɢɞɚ ɨɝɪɚɧɢɱɟɧɢɹ ɞɟɣɫɬɜɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

(hcsdo:RestrictionKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɨɝɪɚɧɢɱɟɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ 
ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɪɟɲɟɧɢɟ ɨ ɩɪɢɨɫɬɚɧɨɜɥɟɧɢɢ ɨɛɪɚɳɟɧɢɹ; 
02 – ɪɟɲɟɧɢɟ ɨɛ ɨɬɡɵɜɟ ɢɡ ɨɛɪɚɳɟɧɢɹ; 
03 – ɪɟɲɟɧɢɟ ɨ ɡɚɩɪɟɳɟɧɢɢ ɨɛɪɚɳɟɧɢɹ; 
04 – ɪɟɲɟɧɢɟ ɨɛ ɢɡɴɹɬɢɢ ɢɡ ɨɛɪɚɳɟɧɢɹ; 
05 – ɪɟɲɟɧɢɟ ɨ ɜɨɡɨɛɧɨɜɥɟɧɢɢ ɨɛɪɚɳɟɧɢɹ; 

06 – ɪɟɲɟɧɢɟ ɨ ɩɪɨɜɟɞɟɧɢɢ ɩɪɨɜɟɪɤɢ   

1 

  6.7.3. ɉɪɢɱɢɧɚ ɨɬɤɚɡɚ, ɨɬɡɵɜɚ ɢɥɢ 
ɩɪɢɨɫɬɚɧɨɜɥɟɧɢɹ ɞɟɣɫɬɜɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɩɪɢɱɢɧɵ ɨɬɤɚɡɚ, ɨɬɡɵɜɚ ɢɥɢ ɩɪɢɨɫɬɚɧɨɜɥɟɧɢɹ ɞɟɣɫɬɜɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 

1 



10 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:RestrictionCauseText) 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  6.7.4. ɋɪɨɤ ɨɝɪɚɧɢɱɟɧɢɹ ɞɟɣɫɬɜɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:RestrictionDuration) 

ɭɤɚɡɵɜɚɟɬɫɹ ɫɪɨɤ ɨɝɪɚɧɢɱɟɧɢɹ ɞɟɣɫɬɜɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

  6.7.5. Ⱦɚɬɚ ɩɪɢɧɹɬɢɹ ɪɟɲɟɧɢɹ ɨɛ 
ɨɝɪɚɧɢɱɟɧɢɢ ɞɟɣɫɬɜɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

(hcsdo:RestrictionDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɨɝɪɚɧɢɱɟɧɢɹ ɞɟɣɫɬɜɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

1 

7. ɉɪɢɡɧɚɤ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɬɪɚɧɟ ɩɪɨɢɡɜɨɞɢɬɟɥɹ 

(hcsdo:DrugRegistrationManufactureCountry

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɪɟɝɢɫɬɪɚɰɢɸ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɬɪɚɧɟ 
ɩɪɨɢɡɜɨɞɢɬɟɥɹ: 
1 – ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ; 
0 – ɧɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ 

1 

8. ɉɪɢɡɧɚɤ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɞɪɭɝɢɯ ɫɬɪɚɧɚɯ 

(hcsdo:DrugRegistrationOtherCountryIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɪɟɝɢɫɬɪɚɰɢɸ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɞɪɭɝɢɯ 
ɫɬɪɚɧɚɯ: 
1 – ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ; 
0 – ɧɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧ 

1 

9. ɋɜɟɞɟɧɢɹ ɨ ɞɟɪɠɚɬɟɥɟ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 

(hccdo:DrugRegistrationCertificateHolder

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɨɪɝɚɧɢɡɚɰɢɢ, ɤɨɬɨɪɚɹ ɹɜɥɹɟɬɫɹ (ɛɭɞɟɬ) ɞɟɪɠɚɬɟɥɟɦ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 
ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 9.1 – 9.3 

1 

 9.1. ɋɜɟɞɟɧɢɹ ɨ ɞɟɪɠɚɬɟɥɟ (ɡɚɹɜɢɬɟɥɟ) 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

(hccdo:RegistrationCertificateHolderDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɟɪɠɚɬɟɥɟ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɢɥɢ ɨ ɡɚɹɜɢɬɟɥɟ, 
ɩɨɞɚɜɲɟɦ ɡɚɹɜɥɟɧɢɟ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ 
ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 (ɫɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɞɥɹ ɫɥɨɠɧɨɝɨ 
ɪɟɤɜɢɡɢɬɚ «Ⱥɞɪɟɫ» ɩɪɢɜɨɞɢɬɫɹ ɜ ɪɚɫɲɢɪɟɧɧɨɣ ɪɟɞɚɤɰɢɢ) 

1 

 9.2. ɋɜɟɞɟɧɢɹ ɨɛ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦ ɥɢɰɟ, 
ɨɬɜɟɬɫɬɜɟɧɧɨɦ ɡɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪ 

(hccdo:PharmacovisionPersonDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɭɩɨɥɧɨɦɨɱɟɧɧɨɦ ɥɢɰɟ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɨɬɜɟɬɫɬɜɟɧɧɨɦ ɡɚ ɮɚɪɦɚɤɨɧɚɞɡɨɪ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ. Ɋɟɤɜɢɡɢɬ 
ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 9.2.1 – 9.2.4 

0..* 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  9.2.1. ɎɂɈ 

(ccdo:FullNameDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɮɚɦɢɥɢɹ, ɢɦɹ ɢ ɨɬɱɟɫɬɜɨ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ, ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 4 

1 

  9.2.2. ɉɪɢɡɧɚɤ ɨɬɜɟɬɫɬɜɟɧɧɨɫɬɢ ɡɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪ ɜɨ ɜɫɟɯ ɝɨɫɭɞɚɪɫɬɜɚɯ – 

ɱɥɟɧɚɯ ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ 
ɫɨɸɡɚ 

(hcsdo:UnionPharmacovisionPerson

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɩɪɢɧɚɞɥɟɠɧɨɫɬɶ ɤ ɝɨɫɭɞɚɪɫɬɜɚɦ-ɱɥɟɧɚɦ ɢɥɢ ɤ 
ɨɬɞɟɥɶɧɨɦɭ ɝɨɫɭɞɚɪɫɬɜɭ-ɱɥɟɧɭ: 
1 – ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɨɬɜɟɬɫɬɜɟɧɧɨɟ ɡɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪ ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ; 
0 – ɭɩɨɥɧɨɦɨɱɟɧɧɨɟ ɥɢɰɨ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɜ ɨɬɞɟɥɶɧɨɦ 
ɝɨɫɭɞɚɪɫɬɜɟ-ɱɥɟɧɟ ɞɥɹ ɨɫɭɳɟɫɬɜɥɟɧɢɹ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

1 

  9.2.3. Ⱥɞɪɟɫ 

(ccdo:SubjectAddressDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɚɞɪɟɫɟ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɥɢɰɚ, ɨɬɜɟɬɫɬɜɟɧɧɨɝɨ ɡɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 5 

1..* 

  9.2.4. Ʉɨɧɬɚɤɬɧɵɣ ɪɟɤɜɢɡɢɬ 

(ccdo:CommunicationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɫɩɨɫɨɛɟ ɫɜɹɡɢ ɫ ɭɩɨɥɧɨɦɨɱɟɧɧɵɦ ɥɢɰɨɦ, ɨɬɜɟɬɫɬɜɟɧɧɵɦ ɡɚ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪ (ɬɟɥɟɮɨɧ, ɚɞɪɟɫ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ ɢ ɬ. ɞ.). ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ 

ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 6 

1..* 

 9.3. ɋɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-ɮɚɣɥɟ 
ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ 

(hccdo:PharmacovisionMasterFileDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɮɚɪɦɚɤɨɧɚɞɡɨɪɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ 
ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 7 

1 

10. ɋɜɟɞɟɧɢɹ ɨ ɩɪɟɞɫɬɚɜɢɬɟɥɟ ɞɟɪɠɚɬɟɥɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ (ɡɚɹɜɢɬɟɥɟ, 
ɩɪɟɞɫɬɚɜɢɬɟɥɟ ɡɚɹɜɢɬɟɥɹ) 
(hccdo:DrugApplicantDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɟɞɫɬɚɜɢɬɟɥɟ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɟɫɥɢ 
ɨɧɢ ɨɬɥɢɱɚɸɬɫɹ ɨɬ ɫɜɟɞɟɧɢɣ ɨ ɞɟɪɠɚɬɟɥɟ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ.  
Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 10.1 – 10.4 

1..* 

 10.1. ɋɜɟɞɟɧɢɹ ɨ ɯɨɡɹɣɫɬɜɭɸɳɟɦ ɫɭɛɴɟɤɬɟ ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɨɪɝɚɧɢɡɚɰɢɢ – ɩɪɟɞɫɬɚɜɢɬɟɥɟ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ (ɡɚɹɜɢɬɟɥɟ, ɩɪɟɞɫɬɚɜɢɬɟɥɟ ɡɚɹɜɢɬɟɥɹ). ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ 

ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 

1 



13 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 10.2. Ʉɨɞ ɜɢɞɚ ɡɚɹɜɢɬɟɥɹ 

(hcsdo:DrugApplicantKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɡɚɹɜɢɬɟɥɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ 
ɡɧɚɱɟɧɢɣ: 
01 – ɩɪɟɞɫɬɚɜɢɬɟɥɶ ɞɟɪɠɚɬɟɥɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɩɪɢ ɪɟɝɢɫɬɪɚɰɢɢ; 
02 – ɩɪɟɞɫɬɚɜɢɬɟɥɶ ɡɚɹɜɢɬɟɥɹ ɩɨɫɥɟ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ  

1 

 10.3. ɋɜɟɞɟɧɢɹ ɨ ɫɨɬɪɭɞɧɢɤɟ ɨɪɝɚɧɢɡɚɰɢɢ, 
ɜɵɫɬɭɩɚɸɳɟɦ ɨɬ ɢɦɟɧɢ ɡɚɹɜɢɬɟɥɹ 

(hccdo:ApplicantEmployeeDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɫɨɬɪɭɞɧɢɤɟ ɨɪɝɚɧɢɡɚɰɢɢ, ɜɵɫɬɭɩɚɸɳɟɦ ɨɬ ɢɦɟɧɢ ɡɚɹɜɢɬɟɥɹ. 
Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 10.3.1 – 10.3.5 

1 

  10.3.1. ɎɂɈ 

(ccdo:FullNameDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɮɚɦɢɥɢɹ, ɢɦɹ ɢ ɨɬɱɟɫɬɜɨ ɫɨɬɪɭɞɧɢɤɚ ɨɪɝɚɧɢɡɚɰɢɢ, ɜɵɫɬɭɩɚɸɳɟɦ ɨɬ ɢɦɟɧɢ 
ɡɚɹɜɢɬɟɥɹ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 4 

1 

  10.3.2. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 
ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

   ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

  10.3.3. Ʉɨɞ ɞɨɥɠɧɨɫɬɢ 

(hcsdo:PositionCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɞɨɥɠɧɨɫɬɢ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɞɨɥɠɧɨɫɬɟɣ 
ɫɥɭɠɚɳɢɯ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

   ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2060» 1 

  10.3.4. ɇɚɢɦɟɧɨɜɚɧɢɟ ɞɨɥɠɧɨɫɬɢ 

(csdo:PositionName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «10.3.3. Ʉɨɞ ɞɨɥɠɧɨɫɬɢ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɞɨɥɠɧɨɫɬɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 



14 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  10.3.5. Ʉɨɧɬɚɤɬɧɵɣ ɪɟɤɜɢɡɢɬ 

(ccdo:CommunicationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɫɩɨɫɨɛɚɯ ɫɜɹɡɢ ɫ ɫɨɬɪɭɞɧɢɤɨɦ ɨɪɝɚɧɢɡɚɰɢɢ, ɜɵɫɬɭɩɚɸɳɟɦ ɨɬ 
ɢɦɟɧɢ ɡɚɹɜɢɬɟɥɹ (ɬɟɥɟɮɨɧ, ɚɞɪɟɫ ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ). Ɂɚɩɨɥɧɹɟɬɫɹ ɨɬɞɟɥɶɧɵɣ ɷɤɡɟɦɩɥɹɪ 
ɪɟɤɜɢɡɢɬɚ ɞɥɹ ɤɚɠɞɨɝɨ ɫɩɨɫɨɛɚ ɫɜɹɡɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 6 

0..* 



15 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 10.4. Ⱦɨɜɟɪɟɧɧɨɫɬɶ ɧɚ ɫɨɜɟɪɲɟɧɢɟ 
ɸɪɢɞɢɱɟɫɤɢ ɡɧɚɱɢɦɵɯ ɞɟɣɫɬɜɢɣ 

(hccdo:PowerAttorneyDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɜɟɪɟɧɧɨɫɬɢ ɧɚ ɫɨɜɟɪɲɟɧɢɟ ɸɪɢɞɢɱɟɫɤɢ ɡɧɚɱɢɦɵɯ ɞɟɣɫɬɜɢɣ. 
ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 2 

0..1 

11. ɋɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɢɪɭɟɦɨɦ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 

(hccdo:RegistratedDrugDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɢɪɭɟɦɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 
ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.1 – 11.9 

1 

 11.1. ɋɜɟɞɟɧɢɹ ɨ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚɯ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:RegisteredDrugCharacteristicDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɯɚɪɚɤɬɟɪɢɫɬɢɤɚɯ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 
Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.1.1 – 11.1.8 

1 

  11.1.1. Ʉɨɞ ɜɢɞɚ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:RegistrationDrugKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɨɪɢɝɢɧɚɥɶɧɵɣ; 
02 – ɜɨɫɩɪɨɢɡɜɟɞɟɧɧɵɣ; 
03 – ɛɢɨɚɧɚɥɨɝ; 
04 – ɝɢɛɪɢɞɧɵɣ; 
05 – ɯɨɪɨɲɨ ɢɡɭɱɟɧɧɵɣ; 
06 – ɤɨɦɛɢɧɢɪɨɜɚɧɧɵɣ; 
07 – ɪɟɮɟɪɟɧɬɧɵɣ  

1 

  11.1.2. ɋɜɟɞɟɧɢɹ ɨ ɞɨɩɨɥɧɢɬɟɥɶɧɨɦ 
ɩɪɢɡɧɚɤɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:RegisteredDrugAdditionalFeature

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɩɨɥɧɢɬɟɥɶɧɨɦ ɩɪɢɡɧɚɤɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.1.2.1 – 11.1.2.2 

1 

  11.1.2.1. Ʉɨɞ ɞɨɩɨɥɧɢɬɟɥɶɧɨɝɨ 
ɩɪɢɡɧɚɤɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugAdditionalFeatureCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɞɨɩɨɥɧɢɬɟɥɶɧɨɝɨ ɩɪɢɡɧɚɤɚ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɪɚɫɬɢɬɟɥɶɧɵɣ; 
02 – ɝɨɦɟɨɩɚɬɢɱɟɫɤɢɣ; 

0..1 



16 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

03 – ɪɚɞɢɨɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɣ; 
04 – ɜɵɫɨɤɨɬɟɯɧɨɥɨɝɢɱɧɵɣ; 
05 – ɛɢɨɬɟɯɧɨɥɨɝɢɱɟɫɤɢɣ; 
06 – ɢɦɦɭɧɨɥɨɝɢɱɟɫɤɢɣ; 
07 – ɩɪɟɩɚɪɚɬ ɩɥɚɡɦɵ ɤɪɨɜɢ;  

99 – ɞɪɭɝɨɟ  

  11.1.2.2. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨɝɨ ɩɪɢɡɧɚɤɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugAdditionalFeatureName) 

ɟɫɥɢ ɡɧɚɱɟɧɢɟ ɪɟɤɜɢɡɢɬɚ «11.1.2.1. Ʉɨɞ ɞɨɩɨɥɧɢɬɟɥɶɧɨɝɨ ɩɪɢɡɧɚɤɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ» ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɡɧɚɱɟɧɢɸ «ɞɪɭɝɨɟ», ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨɝɨ ɩɪɢɡɧɚɤɚ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 
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  11.1.3. ɋɜɟɞɟɧɢɹ ɨɛ ɨɪɢɝɢɧɚɥɶɧɨɦ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 

(hccdo:OriginalDrugDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɨɪɢɝɢɧɚɥɶɧɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 

ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.1.3.1 – 11.1.3.2 

0..1 

  11.1.3.1. ɉɪɢɡɧɚɤ ɛɢɨɥɨɝɢɱɟɫɤɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:BiologicalDrugIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɩɪɢɧɚɞɥɟɠɧɨɫɬɶ ɨɪɢɝɢɧɚɥɶɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɤ ɛɢɨɥɨɝɢɱɟɫɤɢɦ ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɚɦ: 
1 – ɛɢɨɥɨɝɢɱɟɫɤɢɣ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ; 
0 – ɞɪɭɝɨɣ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ 

1 

  11.1.3.2. ɉɪɢɡɧɚɤ ɧɚɥɢɱɢɹ ɧɨɜɨɣ 
ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ ɜ ɫɨɫɬɚɜɟ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:SubstanceNewIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɧɚɥɢɱɢɟ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ ɜ 
ɟɞɢɧɨɦ ɪɟɟɫɬɪɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ: 

1 – ɚɤɬɢɜɧɚɹ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɚɹ ɫɭɛɫɬɚɧɰɢɹ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɚ ɜ ɟɞɢɧɨɦ ɪɟɟɫɬɪɟ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ; 

0 – ɚɤɬɢɜɧɚɹ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɚɹ ɫɭɛɫɬɚɧɰɢɹ ɧɟ ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɚ ɜ ɟɞɢɧɨɦ ɪɟɟɫɬɪɟ 
ɡɚɪɟɝɢɫɬɪɢɪɨɜɚɧɧɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ 

1 

  11.1.4. ɉɪɢɡɧɚɤ ɦɧɨɝɨɤɨɦɩɨɧɟɧɬɧɨɫɬɢ 
ɜɨɫɩɪɨɢɡɜɟɞɟɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:MulticomponentIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɩɪɢɧɚɞɥɟɠɧɨɫɬɶ ɜɨɫɩɪɨɢɡɜɟɞɟɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɤ ɦɧɨɝɨɤɨɦɩɨɧɟɧɬɧɵɦ ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɩɪɟɩɚɪɚɬɚɦ: 
1 – ɦɧɨɝɨɤɨɦɩɨɧɟɧɬɧɵɣ; 
0 – ɨɞɧɨɤɨɦɩɨɧɟɧɬɧɵɣ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  11.1.5. ɉɪɢɡɧɚɤ ɧɨɜɨɣ ɤɨɦɛɢɧɚɰɢɢ 
ɚɤɬɢɜɧɵɯ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɯ 
ɫɭɛɫɬɚɧɰɢɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:CombinationNewIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɧɨɜɢɡɧɭ ɤɨɦɛɢɧɚɰɢɢ ɚɤɬɢɜɧɵɯ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɯ 
ɫɭɛɫɬɚɧɰɢɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ: 
1 – ɧɨɜɚɹ ɤɨɦɛɢɧɚɰɢɹ; 
0 – ɢɡɜɟɫɬɧɚɹ ɤɨɦɛɢɧɚɰɢɹ 

0..1 

  11.1.6. ɋɜɟɞɟɧɢɹ ɨ 
ɪɚɞɢɨɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɦ 
ɩɪɟɩɚɪɚɬɟ 

(hccdo:RadiopharmaceuticalDrugDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɪɚɞɢɨɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ ɢɥɢ 
ɩɪɟɤɭɪɫɨɪɟ ɪɚɞɢɨɧɭɤɥɢɞɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ  
11.1.6.1 – 11.1.6.3 
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  11.1.6.1. ɉɪɢɡɧɚɤ 
ɪɚɞɢɨɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɝɨ ɧɚɛɨɪɚ 

(hcsdo:RadiopharmaceuticalDrug

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɩɪɢɧɚɞɥɟɠɧɨɫɬɶ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɤ 
ɪɚɞɢɨɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɦɭ ɧɚɛɨɪɭ: 
1 – ɪɚɞɢɨɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɣ ɧɚɛɨɪ; 
0 – ɩɪɟɤɭɪɫɨɪ ɪɚɞɢɨɧɭɤɥɢɞɚ 

1 

  11.1.6.2. Ɉɩɢɫɚɧɢɟ ɢɫɬɨɱɧɢɤɚ 

ɪɚɞɢɨɧɭɤɥɢɞɚ 

(hcsdo:RadionuclideSourceText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɢɫɬɨɱɧɢɤɚ ɪɚɞɢɨɧɭɤɥɢɞɚ (ɩɟɪɜɢɱɧɨɝɨ ɢ ɜɬɨɪɢɱɧɨɝɨ) ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 
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  11.1.6.3. Ɉɩɢɫɚɧɢɟ ɝɟɧɟɪɚɬɨɪɚ 
ɪɚɞɢɨɧɭɤɥɢɞɚ 

(hcsdo:RadionuclideGeneratorText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɝɟɧɟɪɚɬɨɪɚ ɪɚɞɢɨɧɭɤɥɢɞɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
4 000 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

  11.1.7. ɉɪɢɡɧɚɤ ɧɨɜɨɝɨ 
ɝɨɦɟɨɩɚɬɢɱɟɫɤɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:HomeopathicDrugNewIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɨɬɫɭɬɫɬɜɢɟ ɝɨɦɟɨɩɚɬɢɱɟɫɤɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɮɚɪɦɚɤɨɩɟɹɯ ɢ ɦɨɧɨɝɪɚɮɢɹɯ: 
1 – ɧɨɜɵɣ ɝɨɦɟɨɩɚɬɢɱɟɫɤɢɣ ɩɪɟɩɚɪɚɬ, ɧɟ ɜɤɥɸɱɟɧɧɵɣ ɜ ɮɚɪɦɚɤɨɩɟɢ ɢ ɦɨɧɨɝɪɚɮɢɢ; 
0 – ɝɨɦɟɨɩɚɬɢɱɟɫɤɢɣ ɩɪɟɩɚɪɚɬ, ɜɤɥɸɱɟɧɧɵɣ ɜ ɮɚɪɦɚɤɨɩɟɢ ɢ ɦɨɧɨɝɪɚɮɢɢ 

0..1 

  11.1.8. ɋɜɟɞɟɧɢɹ ɨɛ ɨɪɮɚɧɧɨɦ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 

(hccdo:OrphanDrugDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɪɚɫɫɦɨɬɪɟɧɢɢ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɤɚɤ 

ɨɪɮɚɧɧɨɝɨ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.1.8.1 – 11.1.8.6 

0..* 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  11.1.8.1. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ, ɩɪɢɫɜɨɢɜɲɟɣ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫ 
ɨɪɮɚɧɧɨɝɨ, ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

  ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

  11.1.8.2. Ʉɨɞ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:OrphanDrugCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɩɪɢɫɜɨɟɧ ɫɬɚɬɭɫ ɨɪɮɚɧɧɨɝɨ; 
02 – ɧɟ ɩɪɢɫɜɨɟɧ ɫɬɚɬɭɫ ɨɪɮɚɧɧɨɝɨ; 
03 – ɜ ɩɪɨɰɟɫɫɟ ɪɚɫɫɦɨɬɪɟɧɢɹ  

1 

  11.1.8.3. Ⱦɚɬɚ ɩɪɢɫɜɨɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ 
ɨɪɮɚɧɧɨɝɨ 

(hcsdo:OrphanStatusDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɩɪɢɫɜɨɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

  11.1.8.4. ɇɨɦɟɪ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

(hcsdo:RegistrationCertificateId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɨɪɮɚɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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  11.1.8.5. ɋɜɟɞɟɧɢɹ ɨɛ ɨɬɤɚɡɟ ɜ 
ɩɪɢɫɜɨɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ 
ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ 

(hccdo:RefuseOrphanDrugDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɨɬɤɚɡɟ ɜ ɩɪɢɫɜɨɟɧɢɢ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɹ ɜɥɨɠɟɧɧɨɝɨ ɪɟɤɜɢɡɢɬɚ 11.1.8.5.1 – 11.1.8.5.3 

0..1 

   11.1.8.5.1. Ⱦɚɬɚ ɨɬɤɚɡɚ ɜ 
ɩɪɢɫɜɨɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ 
ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ 

(hcsdo:RefuseDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɨɬɤɚɡɚ ɜ ɩɪɢɫɜɨɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ  

ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.1.8.5.2. ɇɨɦɟɪ ɪɟɲɟɧɢɹ ɨɛ 
ɨɬɤɚɡɟ ɜ ɩɪɢɫɜɨɟɧɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ 
ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ 

(hcsdo:RefuseDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɪɟɲɟɧɢɹ ɨɛ ɨɬɤɚɡɟ ɜ ɩɪɢɫɜɨɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ 
ɨɪɮɚɧɧɨɝɨ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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   11.1.8.5.3. Ⱦɚɬɚ ɨɬɡɵɜɚ ɡɚɹɜɥɟɧɢɹ 
ɧɚ ɩɪɢɫɜɨɟɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ 
ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ ɨɪɮɚɧɧɨɝɨ 

(hcsdo:WithdrawalApplicationDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɨɬɡɵɜɚ ɡɚɹɜɥɟɧɢɹ ɧɚ ɩɪɢɫɜɨɟɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ 
ɨɪɮɚɧɧɨɝɨ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

   11.1.8.6. Ɋɟɲɟɧɢɟ ɨ ɩɪɢɫɜɨɟɧɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ 
ɨɪɮɚɧɧɨɝɨ 

(hccdo:OrphanStatusDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɪɟɲɟɧɢɢ ɨ ɩɪɢɫɜɨɟɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ ɫɬɚɬɭɫɚ 
ɨɪɮɚɧɧɨɝɨ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 2 
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 11.2. ɋɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 
ɫɪɚɜɧɟɧɢɹ (ɨɪɢɝɢɧɚɥɶɧɨɦ, ɪɟɮɟɪɟɧɬɧɨɦ) 
(hccdo:ComparisonDrugDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɨɪɢɝɢɧɚɥɶɧɨɦ ɢɥɢ ɪɟɮɟɪɟɧɬɧɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ, ɫ 
ɤɨɬɨɪɵɦ ɫɪɚɜɧɢɜɚɟɬɫɹ ɪɟɝɢɫɬɪɢɪɭɟɦɵɣ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ. Ɂɚɩɨɥɧɹɟɬɫɹ ɨɬɞɟɥɶɧɵɣ 
ɷɤɡɟɦɩɥɹɪ ɪɟɤɜɢɡɢɬɚ ɞɥɹ ɤɚɠɞɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ 
ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.2.1 – 11.2.8 
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  11.2.1. Ʉɨɞ ɜɢɞɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ 

(hcsdo:ComparisonDrugKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ 
ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɨɪɢɝɢɧɚɥɶɧɵɣ; 
02 – ɪɟɮɟɪɟɧɬɧɵɣ 
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  11.2.2. Ɍɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugTradeName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɬɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  11.2.3. ɋɜɟɞɟɧɢɹ ɨ ɞɨɡɢɪɨɜɤɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugDosageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɡɢɪɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 8 
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  11.2.4. ɋɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɟ 

(hccdo:DosageFormDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ. 
ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 14 
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  11.2.5. ɋɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ 

(hccdo:ComparisonDrugRegistration

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 9 

1 

  11.2.6. ɋɜɟɞɟɧɢɹ ɨ ɜɢɞɟ ɨɬɥɢɱɢɹ 
(ɢɡɦɟɧɟɧɢɹ) ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɨɬ ɨɪɢɝɢɧɚɥɶɧɨɝɨ (ɪɟɮɟɪɟɧɬɧɨɝɨ, 
ɢɡɦɟɧɹɟɦɨɝɨ) 
(hccdo:DistinctionDrugReferenceOriginal

KindDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɜɢɞɟ ɨɬɥɢɱɢɹ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɨɬ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ 
ɪɟɤɜɢɡɢɬɨɜ 11.2.6.1 – 11.2.6.2 
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   11.2.6.1. Ʉɨɞ ɜɢɞɚ ɨɬɥɢɱɢɹ 
(ɢɡɦɟɧɟɧɢɹ) ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɨɬ ɨɪɢɝɢɧɚɥɶɧɨɝɨ 
(ɪɟɮɟɪɟɧɬɧɨɝɨ, ɢɡɦɟɧɹɟɦɨɝɨ) 
(hcsdo:DistinctionDrugReference

OriginalKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɨɬɥɢɱɢɹ (ɢɡɦɟɧɟɧɢɹ) ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɨɬ 
ɨɪɢɝɢɧɚɥɶɧɨɝɨ (ɪɟɮɟɪɟɧɬɧɨɝɨ, ɢɡɦɟɧɹɟɦɨɝɨ) ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ 
ɡɧɚɱɟɧɢɣ: 
01 – ɪɚɡɥɢɱɢɹ ɜ ɢɫɯɨɞɧɵɯ ɦɚɬɟɪɢɚɥɚɯ; 
02 – ɪɚɡɥɢɱɢɹ ɜ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɦ ɩɪɨɰɟɫɫɟ; 
03 – ɪɚɡɥɢɱɢɹ ɜ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɟ; 
04 – ɞɪɭɝɢɟ ɞɨɡɢɪɨɜɤɢ (ɤɨɥɢɱɟɫɬɜɟɧɧɵɟ ɢɡɦɟɧɟɧɢɹ ɚɤɬɢɜɧɵɯ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɯ 
ɫɭɛɫɬɚɧɰɢɣ); 
05 – ɞɪɭɝɢɟ ɩɨɤɚɡɚɧɢɹ ɤ ɩɪɢɦɟɧɟɧɢɸ; 
06 – ɢɡɦɟɧɟɧɢɹ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ; 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

    07 – ɞɪɭɝɨɣ ɫɩɨɫɨɛ ɜɜɟɞɟɧɢɹ; 
08 – ɞɪɭɝɚɹ ɮɚɪɦɚɤɨɤɢɧɟɬɢɤɚ (ɜɤɥɸɱɚɹ ɞɪɭɝɭɸ ɛɢɨɞɨɫɬɭɩɧɨɫɬɶ); 
09 – ɞɪɭɝɢɟ ɨɬɥɢɱɢɹ 

 

   11.2.6.2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɨɬɥɢɱɢɹ (ɢɡɦɟɧɟɧɢɹ) 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɨɬ 
ɨɪɢɝɢɧɚɥɶɧɨɝɨ (ɪɟɮɟɪɟɧɬɧɨɝɨ, 
ɢɡɦɟɧɹɟɦɨɝɨ) 
(hcsdo:DistinctionDrugReference

OriginalKindName) 

ɟɫɥɢ ɡɧɚɱɟɧɢɟ ɪɟɤɜɢɡɢɬɚ «11.2.6.1. Ʉɨɞ ɜɢɞɚ ɨɬɥɢɱɢɹ (ɢɡɦɟɧɟɧɢɹ) ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɨɬ ɨɪɢɝɢɧɚɥɶɧɨɝɨ (ɪɟɮɟɪɟɧɬɧɨɝɨ, ɢɡɦɟɧɹɟɦɨɝɨ)» ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɡɧɚɱɟɧɢɸ 
«ɞɪɭɝɢɟ ɨɬɥɢɱɢɹ», ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ ɨɬɥɢɱɢɹ (ɢɡɦɟɧɟɧɢɹ) ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɨɬ ɨɪɢɝɢɧɚɥɶɧɨɝɨ (ɪɟɮɟɪɟɧɬɧɨɝɨ, ɢɡɦɟɧɹɟɦɨɝɨ) ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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  11.2.7. Ɉɛɨɫɧɨɜɚɧɢɟ ɢɫɩɨɥɶɡɨɜɚɧɢɹ 
ɪɟɮɟɪɟɧɬɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:UsageJustificationText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɨɛɨɫɧɨɜɚɧɢɹ ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɪɟɮɟɪɟɧɬɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɪɢ ɟɝɨ 
ɨɬɥɢɱɢɢ ɨɬ ɨɪɢɝɢɧɚɥɶɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 
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  11.2.8. Ɋɟɤɨɦɟɧɞɚɰɢɢ ɩɨ ɜɵɛɨɪɭ 
ɪɟɮɟɪɟɧɬɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:RecommendationReferenceDrug

Text) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɪɟɤɨɦɟɧɞɚɰɢɢ ɗɤɫɩɟɪɬɧɨɝɨ ɤɨɦɢɬɟɬɚ ɩɨ ɥɟɤɚɪɫɬɜɟɧɧɵɦ ɫɪɟɞɫɬɜɚɦ 

ɩɨ ɜɵɛɨɪɭ ɪɟɮɟɪɟɧɬɧɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
4 000 ɫɢɦɜɨɥɨɜ 
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 11.3. ɋɜɟɞɟɧɢɹ ɨ ɧɚɢɦɟɧɨɜɚɧɢɢ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:RegisteredDrugNameDetails) 

ɭɤɚɡɵɜɚɟɬɫɹ ɦɟɠɞɭɧɚɪɨɞɧɨɟ ɧɟɩɚɬɟɧɬɨɜɚɧɧɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ ɥɢɛɨ ɨɛɳɟɩɪɢɧɹɬɨɟ 
(ɝɪɭɩɩɢɪɨɜɨɱɧɨɟ) ɧɚɢɦɟɧɨɜɚɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɂɚɩɨɥɧɹɟɬɫɹ ɩɨ ɨɞɧɨɦɭ 
ɪɟɤɜɢɡɢɬɭ ɞɥɹ ɤɚɠɞɨɣ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ, ɜɯɨɞɹɳɟɣ ɜ ɫɨɫɬɚɜ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ  
11.3.1. – 11.3.3 
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  11.3.1. Ʉɨɞ ɧɚɢɦɟɧɨɜɚɧɢɹ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ 

(hcsdo:DrugCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɦɟɠɞɭɧɚɪɨɞɧɨɝɨ ɧɟɩɚɬɟɧɬɨɜɚɧɧɨɝɨ 
ɧɚɢɦɟɧɨɜɚɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɩɪɚɜɨɱɧɢɤɚɦɢ: 
«ɋɩɪɚɜɨɱɧɢɤ ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɧɟɩɚɬɟɧɬɨɜɚɧɧɵɯ ɧɚɢɦɟɧɨɜɚɧɢɣ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ»; 
«ɋɩɪɚɜɨɱɧɢɤ ɝɪɭɩɩɢɪɨɜɨɱɧɵɯ, ɨɛɳɟɩɪɢɧɹɬɵɯ ɢ ɯɢɦɢɱɟɫɤɢɯ ɧɚɢɦɟɧɨɜɚɧɢɣ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ»;  
«ɋɩɪɚɜɨɱɧɢɤ ɧɚɢɦɟɧɨɜɚɧɢɣ ɝɨɦɟɨɩɚɬɢɱɟɫɤɨɝɨ ɦɚɬɟɪɢɚɥɚ»;  
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

«ɋɩɪɚɜɨɱɧɢɤ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɫɵɪɶɹ» (ɞɥɹ ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɫɵɪɶɹ)  
ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

   ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɧɟɩɚɬɟɧɬɨɜɚɧɧɵɯ 
ɧɚɢɦɟɧɨɜɚɧɢɣ, ɫɩɪɚɜɨɱɧɢɤɚ ɝɪɭɩɩɢɪɨɜɨɱɧɵɯ, ɨɛɳɟɩɪɢɧɹɬɵɯ ɢ ɯɢɦɢɱɟɫɤɢɯ 
ɧɚɢɦɟɧɨɜɚɧɢɣ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ, ɫɩɪɚɜɨɱɧɢɤɚ ɧɚɢɦɟɧɨɜɚɧɢɣ ɝɨɦɟɨɩɚɬɢɱɟɫɤɨɝɨ 
ɦɚɬɟɪɢɚɥɚ ɢɥɢ ɫɩɪɚɜɨɱɧɢɤɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɫɵɪɶɹ ɜ ɫɢɫɬɟɦɟ ɟɞɢɧɨɣ 
ɧɨɪɦɚɬɢɜɧɨ-ɫɩɪɚɜɨɱɧɨɣ ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

  11.3.2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ 

(hcsdo:DrugName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «11.3.1. Ʉɨɞ ɧɚɢɦɟɧɨɜɚɧɢɹ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ» ɧɟ 
ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɨɛɳɟɩɪɢɧɹɬɨɟ (ɝɪɭɩɩɢɪɨɜɨɱɧɨɟ) ɧɚɢɦɟɧɨɜɚɧɢɟ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 
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  11.3.3. ɇɚɢɦɟɧɨɜɚɧɢɟ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ ɩɨ 
Ɏɚɪɦɚɤɨɩɟɟ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ 

(hcsdo:DrugPharmacopeiaName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ ɩɨ Ɏɚɪɦɚɤɨɩɟɟ 
ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ, ɮɚɪɦɚɤɨɩɟɹɦ ɝɨɫɭɞɚɪɫɬɜ-ɱɥɟɧɨɜ ɢɥɢ ɨɫɧɨɜɧɵɦ 
ɮɚɪɦɚɤɨɩɟɹɦ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɤɨɧɰɟɩɰɢɟɣ ɝɚɪɦɨɧɢɡɚɰɢɢ ɮɚɪɦɚɤɨɩɟɣ ɝɨɫɭɞɚɪɫɬɜ – 

ɱɥɟɧɨɜ ȿɜɪɚɡɢɣɫɤɨɝɨ ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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 11.4. ɋɜɟɞɟɧɢɹ ɨ ɤɥɚɫɫɢɮɢɤɚɰɢɢ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugClassificationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɥɚɫɫɢɮɢɤɚɰɢɢ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 
Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.4.1 – 11.4.3 
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  11.4.1. Ʉɨɞ ȺɌɏ 

(hcsdo:ATCCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɚɧɚɬɨɦɨ-ɬɟɪɚɩɟɜɬɢɱɟɫɤɨɣ-

ɯɢɦɢɱɟɫɤɨɣ ɤɥɚɫɫɢɮɢɤɚɰɢɟɣ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 7 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ. Ɏɨɪɦɚɬ ɤɨɞɚ – ɏDDYYDD, ɝɞɟ 
ɏ – ɛɭɤɜɚ ɥɚɬɢɧɫɤɨɝɨ ɚɥɮɚɜɢɬɚ ɢɡ ɩɟɪɟɱɧɹ: A, B, C, D, G, H, J, L, M, N, P, R, S, V; Y – 

ɥɸɛɚɹ ɡɚɝɥɚɜɧɚɹ ɛɭɤɜɚ ɥɚɬɢɧɫɤɨɝɨ ɚɥɮɚɜɢɬɚ; D – ɥɸɛɚɹ ɰɢɮɪɚ 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2039» 1 

  11.4.2. Ʉɨɞ ɮɚɪɦɚɤɨɬɟɪɚɩɟɜɬɢɱɟɫɤɨɣ 
ɝɪɭɩɩɵ 

(hcsdo:PharmacologicalGroupCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞ ɮɚɪɦɚɤɨɬɟɪɚɩɟɜɬɢɱɟɫɤɨɣ ɝɪɭɩɩɵ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɚɧɚɬɨɦɨ-

ɬɟɪɚɩɟɜɬɢɱɟɫɤɨɣ-ɯɢɦɢɱɟɫɤɨɣ ɤɥɚɫɫɢɮɢɤɚɰɢɟɣ ɢɡ ɚɧɚɬɨɦɨ-ɬɟɪɚɩɟɜɬɢɱɟɫɤɨɝɨ ɯɢɦɢɱɟɫɤɨɝɨ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ. Ɏɨɪɦɚɬ ɤɨɞɚ – ɏDD, ɝɞɟ ɏ – ɛɭɤɜɚ ɥɚɬɢɧɫɤɨɝɨ 
ɚɥɮɚɜɢɬɚ ɢɡ ɩɟɪɟɱɧɹ: A, B, C, D, G, H, J, L, M, N, P, R, S, V; D – ɥɸɛɚɹ ɰɢɮɪɚ 
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   ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2039» 1 

  11.4.3. ɉɪɢɡɧɚɤ ɩɨɞɚɱɢ ɡɚɹɜɤɢ ɧɚ 
ɩɪɢɫɜɨɟɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ ɩɪɟɩɚɪɚɬɭ 
ɤɨɞɚ ȺɌɏ 

(hcsdo:ATCIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɩɨɞɚɱɭ ɡɚɹɜɤɢ ɧɚ ɩɪɢɫɜɨɟɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɦɭ 
ɩɪɟɩɚɪɚɬɭ ɤɨɞɚ ȺɌɏ: 
1 – ɡɚɹɜɤɚ ɛɵɥɚ ɩɨɞɚɧɚ; 
0 – ɡɚɹɜɤɚ ɧɟ ɛɵɥɚ ɩɨɞɚɧɚ 
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 11.5. ɋɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɟ 

(hccdo:DosageFormDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 14 

1 

 11.6. ɋɜɟɞɟɧɢɹ ɨ ɮɨɪɦɟ ɜɵɩɭɫɤɚ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:RegisteredDrugPackageFormDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɮɨɪɦɟ ɜɵɩɭɫɤɚ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 
Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.1 – 11.6.4 

1..* 

  11.6.1. ɉɪɢɡɧɚɤ ɧɚɥɢɱɢɹ ɧɚɛɨɪɚ 
ɭɩɚɤɨɜɚɧɧɵɯ ɟɞɢɧɢɰ ɜɨ ɜɬɨɪɢɱɧɨɣ 
ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugSetIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ ɧɚɛɨɪɚ ɭɩɚɤɨɜɚɧɧɵɯ ɟɞɢɧɢɰ ɜɨ ɜɬɨɪɢɱɧɨɣ ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ: 
1 – ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɹɜɥɹɟɬɫɹ ɧɚɛɨɪɨɦ; 
0 – ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɧɟ ɹɜɥɹɟɬɫɹ ɧɚɛɨɪɨɦ 

1 

  11.6.2. ɉɪɢɡɧɚɤ ɧɟɪɚɫɮɚɫɨɜɚɧɧɨɣ 
ɩɪɨɞɭɤɰɢɢ (in bulk) 

ɩɪɢɡɧɚɤ ɧɟɪɚɫɮɚɫɨɜɚɧɧɨɣ ɩɪɨɞɭɤɰɢɢ (Тn ЛЮХФ): 
1 – ɩɪɨɞɭɤɰɢɹ ɹɜɥɹɟɬɫɹ ɧɟɪɚɫɮɚɫɨɜɚɧɧɨɣ; 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

(hcsdo:InbulkIndicator) 0 – ɩɪɨɞɭɤɰɢɹ ɧɟ ɹɜɥɹɟɬɫɹ ɧɟɪɚɫɮɚɫɨɜɚɧɧɨɣ 

  11.6.3. ɋɜɟɞɟɧɢɹ ɨɛ ɭɩɚɤɨɜɚɧɧɨɣ 
ɟɞɢɧɢɰɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:RegisteredDrugPackageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɚɠɞɨɣ ɟɞɢɧɢɰɟ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ, ɩɨɦɟɳɚɟɦɨɣ ɜ 
ɩɨɬɪɟɛɢɬɟɥɶɫɤɭɸ ɭɩɚɤɨɜɤɭ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ 
ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.3.1 – 11.6.3.8 

1..* 

   11.6.3.1. ɋɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɣ 
ɮɨɪɦɟ 

(hccdo:DosageFormDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 14 

1 

   11.6.3.2. ɋɜɟɞɟɧɢɹ ɨ ɞɨɡɢɪɨɜɤɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugDosageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɡɢɪɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ 
ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 8 

0..1 

   11.6.3.3. ɋɜɟɞɟɧɢɹ ɨ ɜɢɞɟ ɩɭɬɢ 
ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:IntendedSiteDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɜɢɞɟ ɩɭɬɢ ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ 
ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.3.3.1 – 11.6.3.3.2 

0..* 

    11.6.3.3.1. Ʉɨɞ ɜɢɞɚ ɩɭɬɢ 
ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:IntendedSiteCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɩɭɬɢ ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɢɡ ɫɩɪɚɜɨɱɧɢɤɚ ɩɭɬɟɣ ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɜ ɨɪɝɚɧɢɡɦ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

     ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «1029» 1 

    11.6.3.3.2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɩɭɬɢ ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:IntendedSiteName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «11.6.3.3.1. Ʉɨɞ ɜɢɞɚ ɩɭɬɢ ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɧɟ 
ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ ɩɭɬɢ ɜɜɟɞɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 250 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.6.3.4. ɋɜɟɞɟɧɢɹ ɨ ɩɟɪɜɢɱɧɨɣ 
ɭɩɚɤɨɜɤɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:PrimaryPackageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 

Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.3.4.1 – 11.6.3.4.5 

0..1 

    11.6.3.4.1. Ʉɨɞ ɜɢɞɚ ɩɟɪɜɢɱɧɨɣ 
ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugPackageKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɢ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ 
ɜɢɞɨɜ ɩɟɪɜɢɱɧɵɯ ɭɩɚɤɨɜɨɤ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 10 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ (ɤɥɚɫɫɢɮɢɤɚɰɢɨɧɧɵɣ ɤɨɞ) 

0..1 

     ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2045» 1 

    11.6.3.4.2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugPackageKindName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «11.6.3.4.1. Ʉɨɞ ɜɢɞɚ ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɧɟ 
ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

    11.6.3.4.3. Ɉɩɢɫɚɧɢɟ ɦɚɬɟɪɢɚɥɚ 
ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:PackageMaterialText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɦɚɬɟɪɢɚɥɚ, ɢɡ ɤɨɬɨɪɨɝɨ ɢɡɝɨɬɨɜɥɟɧɚ ɩɟɪɜɢɱɧɚɹ ɭɩɚɤɨɜɤɚ, ɫ 
ɭɤɚɡɚɧɢɟɦ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ ɫɜɨɣɫɬɜ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 

0..1 

    11.6.3.4.4. Ʉɨɥɢɱɟɫɬɜɨ ɜ ɭɩɚɤɨɜɤɟ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:PackageMeasureDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɨɥɢɱɟɫɬɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɭɩɚɤɨɜɤɟ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 16 

0..* 

    11.6.3.4.5. ɋɜɟɞɟɧɢɹ ɨɛ ɭɫɥɨɜɢɹɯ 
ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugStorageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɭɫɥɨɜɢɹɯ ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 10 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.6.3.5. ɋɜɟɞɟɧɢɹ ɨ ɩɪɨɦɟɠɭɬɨɱɧɨɣ 
ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:MiddlePackageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɨɦɟɠɭɬɨɱɧɨɣ ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ 
ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.3.5.1 – 11.6.3.5.3 

0..1 

   11.6.3.5.1. Ɉɩɢɫɚɧɢɟ 
ɩɪɨɦɟɠɭɬɨɱɧɨɣ ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:MiddlePackageText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɦɚɬɟɪɢɚɥɚ ɩɪɨɦɟɠɭɬɨɱɧɨɣ ɭɩɚɤɨɜɤɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
1 000 ɫɢɦɜɨɥɨɜ 

0..1 

   11.6.3.5.2. Ʉɨɥɢɱɟɫɬɜɨ ɜ ɭɩɚɤɨɜɤɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:PackageMeasureDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɨɥɢɱɟɫɬɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɭɩɚɤɨɜɚɧɧɵɯ ɟɞɢɧɢɰ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ) ɜ ɩɪɨɦɟɠɭɬɨɱɧɨɣ ɭɩɚɤɨɜɤɟ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ 
ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 16 

1 

   11.6.3.5.3. ɋɜɟɞɟɧɢɹ ɨɛ ɭɫɥɨɜɢɹɯ 
ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugStorageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɭɫɥɨɜɢɹɯ ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 10 

1 

   11.6.3.6. ɋɜɟɞɟɧɢɹ ɨ ɜɬɨɪɢɱɧɨɣ 
ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:SecondaryPackageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɜɬɨɪɢɱɧɨɣ (ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.3.6.1 – 11.6.3.6.4 

0..1 

   11.6.3.6.1. Ʉɨɞ ɜɢɞɚ ɜɬɨɪɢɱɧɨɣ 
(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugSecondaryPackageKind

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɜɬɨɪɢɱɧɨɣ (ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɜɢɞɨɜ ɜɬɨɪɢɱɧɵɯ (ɩɨɬɪɟɛɢɬɟɥɶɫɤɢɯ) 
ɭɩɚɤɨɜɨɤ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

    ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2046» 1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.6.3.6.2. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɜɢɞɚ ɜɬɨɪɢɱɧɨɣ 
(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugSecondary

PackageKindName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «11.6.3.6.1. Ʉɨɞ ɜɢɞɚ ɜɬɨɪɢɱɧɨɣ (ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ ɜɬɨɪɢɱɧɨɣ 
(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 
ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

   11.6.3.6.3. Ʉɨɥɢɱɟɫɬɜɨ ɜ 
ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:PackageMeasureDetail

s) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɥɢɱɟɫɬɜɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ (ɭɩɚɤɨɜɚɧɧɵɯ ɟɞɢɧɢɰ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ) ɜɨ ɜɬɨɪɢɱɧɨɣ ɭɩɚɤɨɜɤɟ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 16 

1 

   11.6.3.6.4. ɋɜɟɞɟɧɢɹ ɨɛ 
ɭɫɥɨɜɢɹɯ ɯɪɚɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugStorageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɭɫɥɨɜɢɹɯ ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 10 

1 

   11.6.3.7. ɋɜɟɞɟɧɢɹ ɨɛ ɭɤɭɩɨɪɨɱɧɨɣ 
ɫɢɫɬɟɦɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:ClosureSystemDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɭɤɭɩɨɪɨɱɧɨɣ ɫɢɫɬɟɦɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.3.7.1 – 11.6.3.7.2 

0..1 

   11.6.3.7.1. Ɉɩɢɫɚɧɢɟ ɭɤɭɩɨɪɨɱɧɨɣ 
ɫɢɫɬɟɦɵ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:ClosureSystemDescription

Text) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɭɤɭɩɨɪɨɱɧɨɣ ɫɢɫɬɟɦɵ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 

0..1 

   11.6.3.7.2. Ɇɚɬɟɪɢɚɥ ɢɡɝɨɬɨɜɥɟɧɢɹ 

ɭɤɭɩɨɪɨɱɧɨɣ ɫɢɫɬɟɦɵ 

(hcsdo:ClosureSystemMaterial

DescriptionText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɦɚɬɟɪɢɚɥɚ, ɢɡ ɤɨɬɨɪɨɝɨ ɢɡɝɨɬɨɜɥɟɧɚ ɭɤɭɩɨɪɨɱɧɚɹ ɫɢɫɬɟɦɚ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
4 000 ɫɢɦɜɨɥɨɜ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.6.3.8. ɋɜɟɞɟɧɢɹ ɨ 
ɤɨɦɩɥɟɤɬɭɸɳɟɦ ɭɫɬɪɨɣɫɬɜɟ ɜ 

ɫɨɫɬɚɜɟ ɜɬɨɪɢɱɧɨɣ 

(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:RegisteredDrugComponent

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɨɦɩɥɟɤɬɭɸɳɟɦ ɭɫɬɪɨɣɫɬɜɟ ɜ ɫɨɫɬɚɜɟ ɜɬɨɪɢɱɧɨɣ 

(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ 
ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.6.3.8.1 – 11.6.3.8.4 

0..* 

   11.6.3.8.1. Ʉɨɞ ɤɨɦɩɥɟɤɬɭɸɳɟɝɨ 

(hcsdo:ComponentCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɤɨɦɩɥɟɤɬɭɸɳɟɝɨ ɭɫɬɪɨɣɫɬɜɚ ɜ ɫɨɫɬɚɜɟ 
ɜɬɨɪɢɱɧɨɣ (ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɨɦ ɤɨɦɩɥɟɤɬɭɸɳɢɯ ɫɪɟɞɫɬɜ ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 6 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ  

0..1 

    ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2059» 1 

   11.6.3.8.2. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɤɨɦɩɥɟɤɬɭɸɳɟɝɨ 

(hcsdo:ComponentName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «11.6.3.8.1. Ʉɨɞ ɤɨɦɩɥɟɤɬɭɸɳɟɝɨ ɭɫɬɪɨɣɫɬɜɚ ɜ ɫɨɫɬɚɜɟ ɜɬɨɪɢɱɧɨɣ 
(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ 
ɧɚɢɦɟɧɨɜɚɧɢɟ ɤɨɦɩɥɟɤɬɭɸɳɟɝɨ ɭɫɬɪɨɣɫɬɜɚ ɜ ɫɨɫɬɚɜɟ ɜɬɨɪɢɱɧɨɣ (ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) 
ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 40 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

   11.6.3.8.3. Ʉɨɥɢɱɟɫɬɜɨ 
ɤɨɦɩɥɟɤɬɭɸɳɢɯ ɭɫɬɪɨɣɫɬɜ ɜ 
ɫɨɫɬɚɜɟ ɜɬɨɪɢɱɧɨɣ  

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɥɢɱɟɫɬɜɨ ɤɨɦɩɥɟɤɬɭɸɳɢɯ ɭɫɬɪɨɣɫɬɜ ɜ ɫɨɫɬɚɜɟ ɜɬɨɪɢɱɧɨɣ 

(ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɰɟɥɨɝɨ ɧɟɨɬɪɢɰɚɬɟɥɶɧɨɝɨ 
ɱɢɫɥɚ ɜ ɞɟɫɹɬɢɱɧɨɣ ɫɢɫɬɟɦɟ ɫɱɢɫɥɟɧɢɹ, ɫɨɞɟɪɠɚɳɟɝɨ ɧɟ ɛɨɥɟɟ 4 ɪɚɡɪɹɞɨɜ 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   (ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:ComponentQuantity) 

  

   11.6.3.8.4. Ɇɚɬɟɪɢɚɥ ɢɡɝɨɬɨɜɥɟɧɢɹ 
ɤɨɦɩɥɟɤɬɭɸɳɟɝɨ ɭɫɬɪɨɣɫɬɜɚ 

(hcsdo:ComponentMaterial

DescriptionText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɦɚɬɟɪɢɚɥɚ, ɢɡ ɤɨɬɨɪɨɝɨ ɢɡɝɨɬɨɜɥɟɧɨ ɤɨɦɩɥɟɤɬɭɸɳɟɟ ɭɫɬɪɨɣɫɬɜɨ ɜ 
ɫɨɫɬɚɜɟ ɜɬɨɪɢɱɧɨɣ (ɩɨɬɪɟɛɢɬɟɥɶɫɤɨɣ) ɭɩɚɤɨɜɤɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 
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   11.6.3.9. Ɍɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugTradeName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɬɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ ɭɩɚɤɨɜɚɧɧɨɣ ɟɞɢɧɢɰɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ 
ɤɨɬɨɪɵɣ ɜɧɨɫɹɬɫɹ ɢɡɦɟɧɟɧɢɹ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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  11.6.4. Ʉɨɞ ɤɚɬɟɝɨɪɢɢ ɨɬɩɭɫɤɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:PrescriptionKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɩɪɟɞɥɚɝɚɟɦɨɣ ɤɚɬɟɝɨɪɢɢ ɨɬɩɭɫɤɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɩɨ ɪɟɰɟɩɬɭ; 
02 – ɛɟɡ ɪɟɰɟɩɬɚ; 
03 – ɜ ɭɫɥɨɜɢɹɯ ɫɬɚɰɢɨɧɚɪɚ 
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 11.7. ɋɜɟɞɟɧɢɹ ɨ ɤɚɱɟɫɬɜɟɧɧɨɦ ɢ 
ɤɨɥɢɱɟɫɬɜɟɧɧɨɦ ɫɨɫɬɚɜɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugComponentsQuantitiesDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɚɱɟɫɬɜɟɧɧɨɦ ɢ ɤɨɥɢɱɟɫɬɜɟɧɧɨɦ ɫɨɫɬɚɜɟ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ  
11.7.1 – 11.7.2 
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  11.7.1. ɋɜɟɞɟɧɢɹ ɨ ɟɞɢɧɢɰɟ ɞɨɡɢɪɨɜɚɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugDosageUnitDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɟɞɢɧɢɰɟ ɧɚ ɤɨɬɨɪɭɸ ɩɪɢɜɟɞɟɧ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 
ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 11 
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  11.7.2. ɋɜɟɞɟɧɢɹ ɨ ɤɨɦɩɨɧɟɧɬɟ ɫɨɫɬɚɜɚ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugComponentDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɨɦɩɨɧɟɬɟ ɫɨɫɬɚɜɚ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 
Ɂɚɩɨɥɧɹɟɬɫɹ ɩɨ ɨɞɧɨɦɭ ɪɟɤɜɢɡɢɬɭ ɞɥɹ ɤɚɠɞɨɝɨ ɤɨɦɩɨɧɟɧɬɚ ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.7.2.1. – 11.7.2.7 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.7.2.1. ɋɜɟɞɟɧɢɹ ɨɛ ɢɧɝɪɟɞɢɟɧɬɟ, ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo: DrugSubstanceDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɢɧɝɪɟɞɢɟɧɬɟ, ɜɯɨɞɹɳɟɦ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 

ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 12 
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   11.7.2.2. ɋɜɟɞɟɧɢɹ ɨ ɮɚɪɦɚɤɨɩɟɣɧɨɣ 
ɫɬɚɬɶɟ (ɦɨɧɨɝɪɚɮɢɢ) ɤɨɦɩɨɧɟɧɬɚ 
ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:MonographyDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɮɚɪɦɚɤɨɩɟɣɧɨɣ ɫɬɚɬɶɟ (ɦɨɧɨɝɪɚɮɢɢ) ɤɨɦɩɨɧɟɧɬɚ ɫɨɫɬɚɜɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ  

11.7.2.2.1 – 11.7.2.2.2 
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    11.7.2.2.1. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɮɚɪɦɚɤɨɩɟɣɧɨɣ ɫɬɚɬɶɢ 
(ɦɨɧɨɝɪɚɮɢɢ) 
(hcsdo:MonographyName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɮɚɪɦɚɤɨɩɟɣɧɨɣ ɫɬɚɬɶɢ (ɦɨɧɨɝɪɚɮɢɢ) ɤɨɦɩɨɧɟɧɬɚ ɫɨɫɬɚɜɚ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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    11.7.2.2.2. ɇɨɦɟɪ ɮɚɪɦɚɤɨɩɟɣɧɨɣ 
ɫɬɚɬɶɢ (ɦɨɧɨɝɪɚɮɢɢ) 
(hcsdo:MonographyId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɮɚɪɦɚɤɨɩɟɣɧɨɣ ɫɬɚɬɶɢ (ɦɨɧɨɝɪɚɮɢɢ) ɤɨɦɩɨɧɟɧɬɚ ɫɨɫɬɚɜɚ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 
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   11.7.2.3. ɋɜɟɞɟɧɢɹ ɨ ɜɯɨɠɞɟɧɢɢ 
ɜɚɤɰɢɧɧɨɝɨ ɚɧɬɢɝɟɧɚ ɜ ɫɨɫɬɚɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:VaccineAntigenDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɜɯɨɠɞɟɧɢɢ ɜɚɤɰɢɧɧɨɝɨ ɚɧɬɢɝɟɧɚ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.7.2.3.1 – 11.7.2.3.2 
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   11.7.2.3.1. ɉɪɢɡɧɚɤ ɧɚɥɢɱɢɹ 
ɜɚɤɰɢɧɧɨɝɨ ɚɧɬɢɝɟɧɚ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:VaccineAntigenIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɹɜɥɹɟɬɫɹ ɥɢ ɤɨɦɩɨɧɟɧɬ ɫɨɫɬɚɜɚ ɜɚɤɰɢɧɧɵɦ 
ɚɧɬɢɝɟɧɨɦ: 
1 – ɹɜɥɹɟɬɫɹ ɜɚɤɰɢɧɧɵɦ ɚɧɬɢɝɟɧɨɦ; 
0 – ɧɟ ɹɜɥɹɟɬɫɹ ɜɚɤɰɢɧɧɵɦ ɚɧɬɢɝɟɧɨɦ 
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   11.7.2.3.2. ɋɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-

ɮɚɣɥɟ ɧɚ ɜɚɤɰɢɧɧɵɣ ɚɧɬɢɝɟɧ 

(hccdo:VaccineAntigenMasterFile

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɧɚ ɜɚɤɰɢɧɧɵɣ ɚɧɬɢɝɟɧ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ 
ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 7 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.7.2.4. ɋɜɟɞɟɧɢɹ ɨ ɜɯɨɠɞɟɧɢɢ 
ɩɥɚɡɦɵ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:PlasmaDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɜɯɨɠɞɟɧɢɢ ɩɥɚɡɦɵ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ 
ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.7.2.4.1 – 11.7.2.4.2 
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   11.7.2.4.1. ɉɪɢɡɧɚɤ ɧɚɥɢɱɢɹ 
ɩɥɚɡɦɵ ɜ ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:PlasmaIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɹɜɥɹɟɬɫɹ ɥɢ ɤɨɦɩɨɧɟɧɬ ɫɨɫɬɚɜɚ ɩɥɚɡɦɨɣ: 
1 – ɹɜɥɹɟɬɫɹ ɩɥɚɡɦɨɣ; 
0 – ɧɟ ɹɜɥɹɟɬɫɹ ɩɥɚɡɦɨɣ 
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   11.7.2.4.2. ɋɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-

ɮɚɣɥɟ ɧɚ ɩɥɚɡɦɭ 

(hccdo:PlasmaMasterFileDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɧɚ ɩɥɚɡɦɭ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ 
ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 7 
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   11.7.2.5. ɂɡɛɵɬɨɤ ɤɨɦɩɨɧɟɧɬɚ 
ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:SubstanceExcessMeasure) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɡɛɵɬɨɤ ɤɨɦɩɨɧɟɧɬɚ ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɱɢɫɥɚ ɜ 
ɞɟɫɹɬɢɱɧɨɣ ɫɢɫɬɟɦɟ ɫɱɢɫɥɟɧɢɹ, ɫɨɞɟɪɠɚɳɟɝɨ ɧɟ ɛɨɥɟɟ 24 ɪɚɡɪɹɞɨɜ, ɫ ɬɨɱɧɨɫɬɶɸ ɧɟ ɛɨɥɟɟ 
ɱɟɦ ɞɨ 6-ɝɨ ɡɧɚɤɚ 

0..1 

    ɚ) ɤɨɞ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ 
ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ 

(ɚɬɪɢɛɭɬ SubstanceMeasureCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɬɪɟɯɫɢɦɜɨɥɶɧɵɣ ɤɨɞ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɟɞɢɧɢɰ ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɞɟɣɫɬɜɭɸɳɢɯ ɜɟɳɟɫɬɜ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

    ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2044» 0..1 

    ɜ) ɧɚɢɦɟɧɨɜɚɧɢɟ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ 
ɤɨɧɰɟɧɬɪɚɰɢɢ 

(ɚɬɪɢɛɭɬ SubstanceMeasureName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «ɚ) ɤɨɞ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ» ɧɟ ɡɚɩɨɥɧɟɧ, 
ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

    ɝ) ɦɚɫɲɬɚɛ ɭɤɚɡɵɜɚɟɬɫɹ ɦɚɫɲɬɚɛ ɜɟɥɢɱɢɧɵ, ɩɪɟɞɫɬɚɜɥɟɧɧɵɣ ɜ ɜɢɞɟ ɩɨɤɚɡɚɬɟɥɹ ɫɬɟɩɟɧɢ ɱɢɫɥɚ 10, ɜ 0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

(ɚɬɪɢɛɭɬ ScaleNumber) ɜɢɞɟ ɞɜɭɡɧɚɱɧɨɝɨ ɰɟɥɨɝɨ ɱɢɫɥɚ 

    ɞ) ɤɨɞ ɬɢɩɚ ɜɟɥɢɱɢɧɵ ɞɨɡɢɪɨɜɤɢ 
(ɤɨɧɰɟɧɬɪɚɰɢɢ) 
(ɚɬɪɢɛɭɬ SubstanceMeasureType

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɫɢɦɜɨɥɶɧɵɣ ɤɨɞ ɬɢɩɚ ɜɟɥɢɱɢɧɵ ɞɨɡɢɪɨɜɤɢ (ɤɨɧɰɟɧɬɪɚɰɢɢ) ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ ɢɡ ɩɟɪɟɱɧɹ: 
01 – ɭɤɚɡɚɧɚ ɬɨɱɧɚɹ ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ; 
02 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɦɟɧɶɲɟ ɥɢɛɨ ɪɚɜɧɚ ɭɤɚɡɚɧɧɨɦɭ ɡɧɚɱɟɧɢɸ; 
03 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɛɨɥɶɲɟ ɥɢɛɨ ɪɚɜɧɚ ɭɤɚɡɚɧɧɨɦɭ ɡɧɚɱɟɧɢɸ; 
04 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɦɟɧɶɲɟ ɭɤɚɡɚɧɧɨɝɨ ɡɧɚɱɟɧɢɹ; 
05 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɛɨɥɶɲɟ ɭɤɚɡɚɧɧɨɝɨ ɡɧɚɱɟɧɢɹ 

0..1 

   11.7.2.6. ɋɜɟɞɟɧɢɹ ɨ ɦɚɬɟɪɢɚɥɟ 
ɠɢɜɨɬɧɨɝɨ ɢ (ɢɥɢ) ɱɟɥɨɜɟɱɟɫɤɨɝɨ 
ɩɪɨɢɫɯɨɠɞɟɧɢɹ 

(hccdo:DrugBioMaterialDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɦɚɬɟɪɢɚɥɟ ɠɢɜɨɬɧɨɝɨ ɢ (ɢɥɢ) ɱɟɥɨɜɟɱɟɫɤɨɝɨ ɩɪɨɢɫɯɨɠɞɟɧɢɹ, 
ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɢɥɢ ɢɫɩɨɥɶɡɭɟɦɨɝɨ ɜ ɩɪɨɰɟɫɫɟ ɟɝɨ 
ɩɪɨɢɡɜɨɞɫɬɜɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ  

11.7.2.6.1 – 11.7.2.6.3 

0..* 

    11.7.2.6.1. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɦɚɬɟɪɢɚɥɚ ɠɢɜɨɬɧɨɝɨ ɢ (ɢɥɢ) 
ɱɟɥɨɜɟɱɟɫɤɨɝɨ ɩɪɨɢɫɯɨɠɞɟɧɢɹ 

(hcsdo:DrugBioMaterialName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɦɚɬɟɪɢɚɥɚ ɠɢɜɨɬɧɨɝɨ ɢ (ɢɥɢ) ɱɟɥɨɜɟɱɟɫɤɨɝɨ ɩɪɨɢɫɯɨɠɞɟɧɢɹ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

    11.7.2.6.2. Ʉɨɞ ɜɢɞɚ 
ɩɪɨɢɫɯɨɠɞɟɧɢɹ ɤɨɦɩɨɧɟɧɬɚ 
ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:SubstanceOriginKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɩɪɨɢɫɯɨɠɞɟɧɢɹ ɤɨɦɩɨɧɟɧɬɚ ɫɨɫɬɚɜɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɨɬ ɠɢɜɨɬɧɵɯ, ɜɨɫɩɪɢɢɦɱɢɜɵɯ ɤ ɬɪɚɧɫɦɢɫɫɢɜɧɨɣ ɝɭɛɱɚɬɨɣ ɷɧɰɟɮɚɥɨɩɚɬɢɢ; 
02 – ɞɪɭɝɢɟ ɠɢɜɨɬɧɵɟ; 
03 – ɱɟɥɨɜɟɱɟɫɤɨɝɨ ɩɪɨɢɫɯɨɠɞɟɧɢɹ 

0..1 

    11.7.2.6.3. ɇɨɦɟɪ ɞɨɤɭɦɟɧɬɚ ɨ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ 
ɦɨɧɨɝɪɚɮɢɢ ȿɜɪɨɩɟɣɫɤɨɣ 
ɮɚɪɦɚɤɨɩɟɢ 

(hcsdo:CertificatePharmacopeiaDoc

Id) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɫɟɪɬɢɮɢɤɚɬɚ ɫɨɨɬɜɟɬɫɬɜɢɹ ȿɜɪɨɩɟɣɫɤɨɣ ɮɚɪɦɚɤɨɩɟɢ ɨɬɧɨɫɢɬɟɥɶɧɨ 
ɬɪɚɧɫɦɢɫɫɢɜɧɨɣ ɝɭɛɱɚɬɨɣ ɷɧɰɟɮɚɥɨɩɚɬɢɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

   11.7.2.7. ɋɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟ 
ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ 

(hccdo:SubstanceManufactureDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ. 
Ɂɚɩɨɥɧɹɟɬɫɹ ɞɥɹ ɤɨɦɩɨɧɟɧɬɨɜ ɫɨɫɬɚɜɚ, ɤɨɬɨɪɵɟ ɹɜɥɹɸɬɫɹ ɚɤɬɢɜɧɵɦɢ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɢɦɢ 
ɫɭɛɫɬɚɧɰɢɹɦɢ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 11.7.2.7.1 – 11.7.2.7.6 

0..1 

    11.7.2.7.1. ɋɜɟɞɟɧɢɹ ɨ 

ɩɪɨɢɡɜɨɞɢɬɟɥɟ 

(hccdo:Manufacturing

AuthorizationHolder

V2Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɩɪɨɢɡɜɨɞɢɬɟɥɟ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ, 

ɨɫɭɳɟɫɬɜɥɹɸɳɟɦ ɜɵɩɭɫɤɚɸɳɢɣ ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ 
ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 (ɫɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɞɥɹ ɫɥɨɠɧɨɝɨ ɪɟɤɜɢɡɢɬɚ «Ⱥɞɪɟɫ» 
ɩɪɢɜɨɞɢɬɫɹ ɜ ɪɚɫɲɢɪɟɧɧɨɣ ɪɟɞɚɤɰɢɢ) 

1..* 

     ɚ) Ʉɨɞ ɹɡɵɤɚ (ɚɬɪɢɛɭɬ 
languageCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɹɡɵɤɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ISO 639-1, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɤɨɬɨɪɵɦ ɡɚɩɨɥɧɟɧɵ ɫɜɟɞɟɧɢɹ 

0..1 

    11.7.2.7.2. ɋɜɟɞɟɧɢɹ ɨ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ 
ɩɥɨɳɚɞɤɟ, ɭɱɚɫɬɜɭɸɳɟɣ ɜ 
ɩɪɨɢɡɜɨɞɫɬɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ   
(hccdo:ManufacturingArea

GMPAccordanceDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɥɨɳɚɞɤɟ, ɭɱɚɫɬɜɭɸɳɟɣ ɜ ɩɪɨɢɡɜɨɞɫɬɜɟ 
ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ, ɜɤɥɸɱɚɹ ɫɜɟɞɟɧɢɹ ɨ ɫɨɨɬɜɟɬɫɬɜɢɢ ɬɪɟɛɜɨɚɧɢɹɦ 
ɧɚɞɥɟɠɚɳɟɣ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 13 

0..* 

    11.7.2.7.3. ɋɜɟɞɟɧɢɹ ɨ 
ɫɟɪɬɢɮɢɤɚɬɟ ɫɨɨɬɜɟɬɫɬɜɢɹ 
ɦɨɧɨɝɪɚɮɢɢ ȿɜɪɨɩɟɣɫɤɨɣ 

ɮɚɪɦɚɤɨɩɟɢ ɞɥɹ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ 

(hccdo:Certificate

PharmacopoeiaDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɫɟɪɬɢɮɢɤɚɬɟ ɫɨɨɬɜɟɬɫɬɜɢɹ ɦɨɧɨɝɪɚɮɢɢ ȿɜɪɨɩɟɣɫɤɨɣ ɮɚɪɦɚɤɨɩɟɢ 
ɞɥɹ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 7 

0..1 

    11.7.2.7.4. Ɂɚɹɜɥɟɧɢɟ ɨ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɩɪɨɢɡɜɨɞɫɬɜɚ 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ ɨ ɫɨɨɬɜɟɬɫɬɜɢɢ ɩɪɨɢɡɜɨɞɫɬɜɚ ɩɪɚɜɢɥɚɦ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

ɩɪɚɜɢɥɚɦ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ 

(hccdo:Application

GMPCorrespondenceDetails) 

ɬɚɛɥɢɰɟ 2 

    11.7.2.7.5. ɋɜɟɞɟɧɢɹ ɨ 
ɦɚɫɬɟɪ-ɮɚɣɥɟ 
ɩɪɨɢɡɜɨɞɢɬɟɥɹ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ 

(hccdo:SubstanceManufacture

MasterFileDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-ɮɚɣɥɟ ɩɪɨɢɡɜɨɞɢɬɟɥɹ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 7 

0..1 

 11.8. ɋɜɟɞɟɧɢɹ ɨ ɫɨɞɟɪɠɚɧɢɢ ɝɟɧɟɬɢɱɟɫɤɢ 
ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɯ ɩɪɨɞɭɤɬɨɜ ɜ 
ɪɟɝɢɫɬɪɢɪɭɟɦɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 

(hccdo:RegisteredDrugGMODetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɫɨɞɟɪɠɚɧɢɢ ɜ ɪɟɝɢɫɬɪɢɪɭɟɦɨɦ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 

ɝɟɧɟɬɢɱɟɫɤɢ ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɯ ɩɪɨɞɭɤɬɨɜ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ 
ɪɟɤɜɢɡɢɬɨɜ 11.8.1 – 11.8.2 

1 

  11.8.1. ɉɪɢɡɧɚɤ ɫɨɞɟɪɠɚɧɢɹ ɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ ɝɟɧɟɬɢɱɟɫɤɢ 
ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɯ ɨɪɝɚɧɢɡɦɨɜ 

(hcsdo:GMOIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɫɨɞɟɪɠɚɧɢɟ ɜ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ ɝɟɧɟɬɢɱɟɫɤɢ 
ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɯ ɨɪɝɚɧɢɡɦɨɜ: 
1 – ɟɫɬɶ ɝɟɧɟɬɢɱɟɫɤɢ ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɟ ɨɪɝɚɧɢɡɦɵ; 
0 – ɧɟɬ ɝɟɧɟɬɢɱɟɫɤɢ ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɯ ɨɪɝɚɧɢɡɦɨɜ 

1 

  11.8.2. ɉɪɢɡɧɚɤ ɫɨɨɬɜɟɬɫɬɜɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɭɫɬɚɧɨɜɥɟɧɧɵɦ ɬɪɟɛɨɜɚɧɢɹɦ ɜ ɫɥɭɱɚɟ 
ɧɚɥɢɱɢɹ ɜ ɧɟɦ ɝɟɧɟɬɢɱɟɫɤɢ 
ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɯ ɨɪɝɚɧɢɡɦɨɜ 

(hcsdo:CorrespondIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɫɨɨɬɜɟɬɫɬɜɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 
ɭɫɬɚɧɨɜɥɟɧɧɵɦ ɬɪɟɛɨɜɚɧɢɹɦ ɜ ɫɥɭɱɚɟ ɧɚɥɢɱɢɹ ɜ ɧɟɦ ɝɟɧɟɬɢɱɟɫɤɢ ɦɨɞɢɮɢɰɢɪɨɜɚɧɧɵɯ 
ɨɪɝɚɧɢɡɦɨɜ: 
1 – ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɬɪɟɛɨɜɚɧɢɹɦ; 
0 – ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɬɪɟɛɨɜɚɧɢɹɦ 

0..1 

12. ɋɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:ManufacturingDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 
ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 12.1 – 12.7 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 12.1. ɋɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɢɬɟɥɟ 

(hccdo:ManufacturingAuthorizationHolder

V2Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɩɪɨɢɡɜɨɞɢɬɟɥɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɨɬɜɟɱɚɸɳɟɦ ɡɚ 
ɜɵɩɭɫɤɚɸɳɢɣ ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ 
ɜ ɬɚɛɥɢɰɟ 3 (ɫɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɞɥɹ ɫɥɨɠɧɨɝɨ ɪɟɤɜɢɡɢɬɚ «Ⱥɞɪɟɫ» ɩɪɢɜɨɞɢɬɫɹ ɜ 
ɪɚɫɲɢɪɟɧɧɨɣ ɪɟɞɚɤɰɢɢ) 

1..* 

  ɚ) Ʉɨɞ ɹɡɵɤɚ 

(ɚɬɪɢɛɭɬ languageCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɹɡɵɤɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ISO 639-1, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɤɨɬɨɪɵɦ ɡɚɩɨɥɧɟɧɵ ɫɜɟɞɟɧɢɹ 

0..1 

 12.2. ɋɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ 
ɩɥɨɳɚɞɤɟ, ɭɱɚɫɬɜɭɸɳɟɣ ɜ ɩɪɨɢɡɜɨɞɫɬɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ 

(hccdo:ManufacturingAreaGMPAccordance

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɥɨɳɚɞɤɟ, ɭɱɚɫɬɜɭɸɳɟɣ ɜ ɩɪɨɢɡɜɨɞɫɬɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɬɨɦ ɱɢɫɥɟ ɨ ɟɟ ɫɨɨɬɜɟɬɫɬɜɢɢ ɬɪɟɛɨɜɚɧɢɹɦ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ 
ɬɚɛɥɢɰɟ 13 

0..* 

 12.3. ɋɜɟɞɟɧɢɹ ɨ ɫɯɟɦɟ ɷɬɚɩɨɜ 
ɩɪɨɢɡɜɨɞɫɬɜɚ 

(hccdo:ManufactureStageShemeDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɫɯɟɦɟ ɷɬɚɩɨɜ ɩɪɨɢɡɜɨɞɫɬɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 2 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 12.4. Ʌɚɛɨɪɚɬɨɪɢɹ, ɨɬɜɟɬɫɬɜɟɧɧɚɹ ɡɚ 
ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ 

(hccdo:LaboratoryQualityControlDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɥɚɛɨɪɚɬɨɪɢɢ ɫɬɪɚɧɵ-ɩɪɨɢɡɜɨɞɢɬɟɥɹ ɩɨ ɤɨɧɬɪɨɥɸ ɤɚɱɟɫɬɜɚ 
ɩɪɟɩɚɪɚɬɨɜ ɤɪɨɜɢ ɢ ɜɚɤɰɢɧ, ɨɬɜɟɬɫɬɜɟɧɧɨɣ ɡɚ ɤɨɧɬɪɨɥɶ ɤɚɱɟɫɬɜɚ (ɜɵɩɭɫɤ) ɫɟɪɢɢ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ 
ɬɚɛɥɢɰɟ 3 

0..* 

 12.5. Ɉɪɝɚɧɢɡɚɰɢɹ, ɨɬɜɟɬɫɬɜɟɧɧɚɹ ɡɚ 
ɪɚɛɨɬɭ ɫ ɪɟɤɥɚɦɚɰɢɹɦɢ 

(hccdo:ReclamationOrganizationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɭɩɨɥɧɨɦɨɱɟɧɧɨɣ ɨɪɝɚɧɢɡɚɰɢɢ, ɨɬɜɟɬɫɬɜɟɧɧɨɣ ɡɚ ɪɚɛɨɬɭ ɫ 
ɪɟɤɥɚɦɚɰɢɹɦɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 

0..* 

 12.6. ɋɜɟɞɟɧɢɹ ɨ ɤɥɢɧɢɱɟɫɤɨɦ 
ɢɫɫɥɟɞɨɜɚɧɢɢ 

(hccdo:ClinicalTrialDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɥɢɧɢɱɟɫɤɨɦ ɢɫɫɥɟɞɨɜɚɧɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ 
ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 12.7.1 – 12.7.5 

0..* 

  12.6.1. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɫɫɥɟɞɨɜɚɧɢɹ 

(hcsdo:ClinicalTrialName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɫɫɥɟɞɨɜɚɧɢɹ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

  12.6.2. Ʉɨɞɨɜɵɣ ɧɨɦɟɪ ɩɪɨɬɨɤɨɥɚ  

(hcsdo:ClinicalTrialProtocolDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɵɣ ɧɨɦɟɪ ɩɪɨɬɨɤɨɥɚ ɩɪɨɜɟɞɟɧɧɨɝɨ ɢɫɫɥɟɞɨɜɚɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 100 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

  12.6.3. ɇɨɦɟɪ ɤɥɢɧɢɱɟɫɤɨɝɨ 
ɢɫɫɥɟɞɨɜɚɧɢɹ ɜ ɛɚɡɟ ɞɚɧɧɵɯ 
ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ 
ȿɜɪɨɩɟɣɫɤɨɝɨ ɫɨɸɡɚ 

(hcsdo:EudraCTDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɫɫɥɟɞɨɜɚɧɢɹ ɜ ɛɚɡɟ ɞɚɧɧɵɯ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ 
ȿɜɪɨɩɟɣɫɤɨɝɨ ɫɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

  12.6.4. ɇɨɦɟɪ ɤɥɢɧɢɱɟɫɤɨɝɨ 
ɢɫɫɥɟɞɨɜɚɧɢɹ ɜ ɪɟɟɫɬɪɟ ɤɥɢɧɢɱɟɫɤɢɯ 
ɢɫɫɥɟɞɨɜɚɧɢɣ ȿɜɪɨɩɟɣɫɤɨɝɨ ɫɨɸɡɚ 

(hcsdo:ClinicalTrialDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɤɥɢɧɢɱɟɫɤɨɝɨ ɢɫɫɥɟɞɨɜɚɧɢɹ ɜ ɪɟɟɫɬɪɟ ɤɥɢɧɢɱɟɫɤɢɯ ɢɫɫɥɟɞɨɜɚɧɢɣ 

ȿɜɪɨɩɟɣɫɤɨɝɨ ɫɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  12.6.5. ɋɜɟɞɟɧɢɹ ɨ ɤɨɧɬɪɚɤɬɧɨɣ 
ɢɫɫɥɟɞɨɜɚɬɟɥɶɫɤɨɣ ɨɪɝɚɧɢɡɚɰɢɢ 

(hccdo:ContractResearchOrganization

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɨɧɬɪɚɤɬɧɨɣ ɢɫɫɥɟɞɨɜɚɬɟɥɶɫɤɨɣ ɨɪɝɚɧɢɡɚɰɢɢ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ 

ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 

1 

13. ɋɜɟɞɟɧɢɹ ɨ ɞɨɤɭɦɟɧɬɟ, ɩɨɞɬɜɟɪɠɞɚɸɳɟɦ 
ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ ɨɛɴɟɤɬɚ ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ 
ɫɨɛɫɬɜɟɧɧɨɫɬɢ 

(hccdo:IntellectualRightDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɤɭɦɟɧɬɟ, ɩɨɞɬɜɟɪɠɞɚɸɳɟɦ ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ ɨɛɴɟɤɬɚ 

ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ ɫɨɛɫɬɜɟɧɧɨɫɬɢ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 
13.1 – 13.8 

0..* 

 13.1. Ʉɨɞ ɜɢɞɚ ɞɨɤɭɦɟɧɬɚ, 
ɩɨɞɬɜɟɪɠɞɚɸɳɟɝɨ ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ 
ɨɛɴɟɤɬɚ ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ ɫɨɛɫɬɜɟɧɧɨɫɬɢ 

(hcsdo:IntellectualKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɨɯɪɚɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ ɧɚ ɨɛɴɟɤɬ ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ 
ɫɨɛɫɬɜɟɧɧɨɫɬɢ  ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɩɚɬɟɧɬ; 
02 – ɫɜɢɞɟɬɟɥɶɫɬɜɨ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɬɨɜɚɪɧɨɝɨ ɡɧɚɤɚ  

1 

 13.2. ɇɨɦɟɪ ɞɨɤɭɦɟɧɬɚ, ɩɨɞɬɜɟɪɠɞɚɸɳɟɝɨ 
ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ ɨɛɴɟɤɬɚ 
ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ ɫɨɛɫɬɜɟɧɧɨɫɬɢ 

(hcsdo:IntellectualRightDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɞɨɤɭɦɟɧɬɚ, ɩɨɞɬɜɟɪɠɞɚɸɳɟɝɨ ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ ɨɛɴɟɤɬɚ 
ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ ɫɨɛɫɬɜɟɧɧɨɫɬɢ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 13.3. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ, ɧɚ ɬɟɪɪɢɬɨɪɢɢ ɤɨɬɨɪɨɣ ɞɟɣɫɬɜɢɬɟɥɶɧɵ 
ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɵɟ ɩɪɚɜɚ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ, ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

1..* 

  ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

 13.4. Ⱦɚɬɚ ɜɵɞɚɱɢ ɞɨɤɭɦɟɧɬɚ, 
ɩɨɞɬɜɟɪɠɞɚɸɳɟɝɨ ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ 
ɨɛɴɟɤɬɚ ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ ɫɨɛɫɬɜɟɧɧɨɫɬɢ 

(hcsdo:IntellectualRightDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɜɵɞɚɱɢ ɞɨɤɭɦɟɧɬɚ, ɩɨɞɬɜɟɪɠɞɚɸɳɟɝɨ ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ ɨɛɴɟɤɬɚ 

ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ ɫɨɛɫɬɜɟɧɧɨɫɬɢ, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 13.5. Ⱦɚɬɚ ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ ɞɟɣɫɬɜɢɹ 
ɞɨɤɭɦɟɧɬɚ 

(csdo:DocValidityDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɨɤɨɧɱɚɧɢɹ ɞɟɣɫɬɜɢɹ ɞɨɤɭɦɟɧɬɚ, ɩɨɞɬɜɟɪɠɞɚɸɳɟɝɨ ɩɪɚɜɨɜɭɸ ɨɯɪɚɧɭ 
ɨɛɴɟɤɬɚ ɢɧɬɟɥɥɟɤɬɭɚɥɶɧɨɣ ɫɨɛɫɬɜɟɧɧɨɫɬɢ, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

1 

 13.6. ɇɚɢɦɟɧɨɜɚɧɢɟ ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ 
ɫɭɛɴɟɤɬɚ 

(csdo:BusinessEntityName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɨɥɧɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɥɚɞɟɥɶɰɚ ɩɚɬɟɧɬɚ ɢɥɢ ɩɪɚɜɨɨɛɥɚɞɚɬɟɥɹ ɬɨɜɚɪɧɨɝɨ 
ɡɧɚɤɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 13.7. ɋɜɟɞɟɧɢɹ ɨ ɤɨɩɢɢ ɩɚɬɟɧɬɚ ɢɥɢ 
ɫɜɢɞɟɬɟɥɶɫɬɜɚ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɬɨɜɚɪɧɨɝɨ 
ɡɧɚɤɚ 

(hccdo:IntellectualRightCopyDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɨɩɢɢ ɩɚɬɟɧɬɚ ɢɥɢ ɫɜɢɞɟɬɟɥɶɫɬɜɚ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɬɨɜɚɪɧɨɝɨ ɡɧɚɤɚ. 

ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 2 

0..1 

 13.8. ɉɢɫɶɦɨ ɨ ɧɟɧɚɪɭɲɟɧɢɢ ɩɪɚɜ ɬɪɟɬɶɢɯ 
ɥɢɰ, ɡɚɳɢɳɟɧɧɵɯ ɩɚɬɟɧɬɨɦ, ɢɥɢ ɤɨɩɢɹ 
ɥɢɰɟɧɡɢɨɧɧɨɝɨ ɞɨɝɨɜɨɪɚ ɩɪɟɞɨɫɬɚɜɥɟɧɢɹ 
ɩɪɚɜɚ ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɬɨɜɚɪɧɨɝɨ ɡɧɚɤɚ 

(hccdo:LicenseIntellectualRightDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɢɫɶɦɟ ɨ ɧɟɧɚɪɭɲɟɧɢɢ ɩɪɚɜ ɬɪɟɬɶɢɯ ɥɢɰ, ɡɚɳɢɳɟɧɧɵɯ ɩɚɬɟɧɬɨɦ, 
ɢɥɢ ɤɨɩɢɢ ɥɢɰɟɧɡɢɨɧɧɨɝɨ ɞɨɝɨɜɨɪɚ ɩɪɟɞɨɫɬɚɜɥɟɧɢɹ ɩɪɚɜɚ ɢɫɩɨɥɶɡɨɜɚɧɢɹ ɬɨɜɚɪɧɨɝɨ 
ɡɧɚɤɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 2 

0..1 

14. ɋɜɟɞɟɧɢɹ ɨɛ ɢɡɦɟɧɟɧɢɢ, ɬɪɟɛɭɸɳɟɦ 
ɧɨɜɨɣ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:ChangeNewRegistrationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɢɡɦɟɧɟɧɢɢ, ɬɪɟɛɭɸɳɟɦ ɧɨɜɨɣ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɡɚɩɨɥɧɹɟɬɫɹ ɬɨɥɶɤɨ ɞɥɹ ɡɚɹɜɥɟɧɢɣ ɧɚ ɜɧɟɫɟɧɢɟ ɢɡɦɟɧɟɧɢɣ. Ɋɟɤɜɢɡɢɬ 

ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 14.1 – 14.6 

0..* 

 14.1. Ʉɨɞ ɬɢɩɚ ɢɡɦɟɧɟɧɢɹ, ɬɪɟɛɭɸɳɟɝɨ 
ɧɨɜɨɣ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:ChangeNewRegistrationTypeCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɬɢɩɚ ɢɡɦɟɧɟɧɢɹ, ɬɪɟɛɭɸɳɟɝɨ ɧɨɜɨɣ 
ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɬɢɩɨɜ ɢɡɦɟɧɟɧɢɣ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɬɪɟɛɭɸɳɢɯ ɧɨɜɨɣ ɪɟɝɢɫɬɪɚɰɢɢ, ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 6 ɫɢɦɜɨɥɚ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

1..* 

  ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.MM.01.CLS.007» 1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 14.2. Ɍɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugTradeName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɬɨɪɝɨɜɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɤɨɬɨɪɵɣ ɜɧɨɫɹɬɫɹ 
ɢɡɦɟɧɟɧɢɹ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 14.3. ɋɜɟɞɟɧɢɹ ɨ ɞɨɡɢɪɨɜɤɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugDosageDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɡɢɪɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ 
ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 8 

0..1 

 14.4. Ʉɨɞ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ 

(hcsdo:DosageFormCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ ɢɡ ɧɨɦɟɧɤɥɚɬɭɪɵ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɮɨɪɦ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

  ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2057» 1 

 14.5. ɇɚɢɦɟɧɨɜɚɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ 

(hcsdo:DosageFormName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «14.4. Ʉɨɞ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 14.6. ɋɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ 

(hccdo:ComparisonDrugRegistrationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɤɨɬɨɪɵɣ ɜɧɨɫɹɬɫɹ 
ɢɡɦɟɧɟɧɢɹ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 9 

1 

15. ɋɜɟɞɟɧɢɹ ɨɛ ɢɡɦɟɧɟɧɢɢ ɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ 

(hccdo:ChangeDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɢɡɦɟɧɟɧɢɢ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ. Ɋɟɤɜɢɡɢɬ ɡɚɩɨɥɧɹɟɬɫɹ 
ɬɨɥɶɤɨ ɞɥɹ ɡɚɹɜɥɟɧɢɣ ɧɚ ɩɟɪɟɪɟɝɢɫɬɪɚɰɢɸ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɂɚɩɨɥɧɹɟɬɫɹ 1 

ɪɟɤɜɢɡɢɬ ɞɥɹ ɤɚɠɞɨɝɨ ɜɧɟɫɟɧɧɨɝɨ ɢɡɦɟɧɟɧɢɹ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ 
ɪɟɤɜɢɡɢɬɨɜ 15.1 – 15.7 

0..* 

 15.1. Ʉɨɞ ɬɢɩɚ ɢɡɦɟɧɟɧɢɹ ɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ 

(hcsdo:ChangeTypeCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɬɢɩɚ ɢɡɦɟɧɟɧɢɹ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɬɢɩɨɜ ɢɡɦɟɧɟɧɢɣ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 6 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.MM.01.CLS.007» 1 

 15.2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɬɢɩɚ ɢɡɦɟɧɟɧɢɹ ɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ 

(hcsdo:ChangeTypeName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «15.1. Ʉɨɞ ɬɢɩɚ ɢɡɦɟɧɟɧɢɹ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ» ɧɟ ɡɚɩɨɥɧɟɧ ɢɥɢ 
ɡɚɩɨɥɧɟɧ ɡɧɚɱɟɧɢɟɦ «ɞɪɭɝɨɟ», ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɬɢɩɚ ɢɡɦɟɧɟɧɢɹ ɜ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 15.3. Ʉɪɚɬɤɨɟ ɨɩɢɫɚɧɢɟ ɢɡɦɟɧɟɧɢɹ ɜ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦ ɞɨɫɶɟ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ 

(hcsdo:ChangeDescriptionText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɪɚɬɤɨɟ ɨɩɢɫɚɧɢɟ ɜɧɨɫɢɦɨɝɨ ɢɡɦɟɧɟɧɢɹ, ɭɬɜɟɪɠɞɟɧɧɨɝɨ ɢɡɦɟɧɟɧɢɹ ɢɥɢ 
ɢɡɦɟɧɟɧɢɹ, ɧɚɯɨɞɹɳɟɝɨɫɹ ɧɚ ɪɚɫɫɦɨɬɪɟɧɢɢ, ɤɨɬɨɪɨɟ ɛɵɥɨ ɫ ɦɨɦɟɧɬɚ ɜɵɞɚɱɢ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 

1 

 15.4. Ʉɨɞ ɪɚɡɞɟɥɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 

(hcsdo:DossierSectionCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɪɚɡɞɟɥɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɢɡ 
ɫɩɪɚɜɨɱɧɢɤɚ ɫɬɪɭɤɬɭɪɧɵɯ ɷɥɟɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

  ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «1030» 1 

 15.5. ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɚɡɞɟɥɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 

(hcsdo:DossierSectionName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «15.4. Ʉɨɞ ɪɚɡɞɟɥɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ 
ɧɚɢɦɟɧɨɜɚɧɢɟ ɪɚɡɞɟɥɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

 15.6. Ⱦɚɬɚ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɹ 

(hcsdo:DocExtensionDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɜɧɟɫɟɧɢɹ ɢɡɦɟɧɟɧɢɹ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɟ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

1 

 15.7. Ⱦɚɬɚ ɭɬɜɟɪɠɞɟɧɢɹ ɢɡɦɟɧɟɧɢɹ, 
ɜɧɟɫɟɧɧɨɝɨ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɟ ɞɨɫɶɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɭɬɜɟɪɠɞɟɧɢɹ ɢɡɦɟɧɟɧɢɹ, ɜɧɟɫɟɧɧɨɝɨ ɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɟ ɞɨɫɶɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

(hcsdo:ChangeApproveDate) 

16. ɋɜɟɞɟɧɢɹ ɨ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ 
ɤɨɧɫɭɥɶɬɚɰɢɢ 

(hccdo:PreviouslyConsultationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 
ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 16.1 – 16.3 

0..* 

 16.1. ɉɪɢɡɧɚɤ ɩɪɨɜɟɞɟɧɢɹ 
ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ ɜ 
ɷɤɫɩɟɪɬɧɨɦ ɤɨɦɢɬɟɬɟ 

(hcsdo:PreviouslyConsultationUnion

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɩɪɨɜɟɞɟɧɢɟ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ 
ɜ ɗɤɫɩɟɪɬɧɨɦ ɤɨɦɢɬɟɬɟ Ʉɨɦɢɫɫɢɢ: 
1 – ɩɪɨɜɟɞɟɧɚ ɩɪɟɞɜɚɪɢɬɟɥɶɧɚɹ ɧɚɭɱɧɚɹ ɤɨɧɫɭɥɶɬɚɰɢɹ; 
0 – ɧɟ ɩɪɨɜɟɞɟɧɚ ɩɪɟɞɜɚɪɢɬɟɥɶɧɚɹ ɧɚɭɱɧɚɹ ɤɨɧɫɭɥɶɬɚɰɢɹ 

0..1 

 16.2. ɉɪɢɡɧɚɤ ɩɪɨɜɟɞɟɧɢɹ 
ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ ɜ 
ɝɨɫɭɞɚɪɫɬɜɚɯ – ɱɥɟɧɚɯ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ 

(hcsdo:PreviouslyConsultationCountry

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɩɪɨɜɟɞɟɧɢɟ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ 
ɜ ɝɨɫɭɞɚɪɫɬɜɚɯ-ɱɥɟɧɚɯ: 

1 – ɩɪɨɜɟɞɟɧɚ ɩɪɟɞɜɚɪɢɬɟɥɶɧɚɹ ɧɚɭɱɧɚɹ ɤɨɧɫɭɥɶɬɚɰɢɹ; 
0 – ɧɟ ɩɪɨɜɟɞɟɧɚ ɩɪɟɞɜɚɪɢɬɟɥɶɧɚɹ ɧɚɭɱɧɚɹ ɤɨɧɫɭɥɶɬɚɰɢɹ 

0..1 

 16.3. ɋɜɟɞɟɧɢɹ ɨ ɪɟɡɭɥɶɬɚɬɟ 
ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ 

(hccdo:PreviouslyResultConsultationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɪɟɡɭɥɶɬɚɬɟ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ. Ɋɟɤɜɢɡɢɬ 
ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 16.3.1 – 16.3.3 

0..* 

  16.3.1. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ, ɜ ɤɨɬɨɪɨɣ ɩɪɨɜɨɞɢɥɚɫɶ ɩɪɟɞɜɚɪɢɬɟɥɶɧɚɹ ɧɚɭɱɧɚɹ 
ɤɨɧɫɭɥɶɬɚɰɢɹ ɨɬɧɨɫɢɬɟɥɶɧɨ ɪɟɝɢɫɬɪɢɪɭɟɦɨɝɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

   ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  16.3.2. Ⱦɚɬɚ ɩɪɨɜɟɞɟɧɢɹ 
ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ 

(hcsdo:PreviouslyConsultationDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɩɪɨɜɟɞɟɧɢɹ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

  16.3.3. Ɂɚɤɥɸɱɟɧɢɟ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ 
ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ 

(hcsdo:PreviouslyConsultationConclusion

Text) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɡɚɤɥɸɱɟɧɢɹ ɩɪɟɞɜɚɪɢɬɟɥɶɧɨɣ ɧɚɭɱɧɨɣ ɤɨɧɫɭɥɶɬɚɰɢɢ ɜ ɫɨɫɬɚɜɟ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 

0..1 
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Ɍɚɛɥɢɰɚ 2 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɞɨɤɭɦɟɧɬɟ,  
ɩɪɢɥɚɝɚɟɦɨɦ ɤ ɡɚɹɜɥɟɧɢɸ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ 

ɪɟɤɜɢɡɢɬɚ 
ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. ɇɨɦɟɪ ɞɨɤɭɦɟɧɬɚ 

(csdo:DocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ, ɩɪɢɫɜɚɟɜɚɟɦɵɣ ɩɪɢ ɪɟɝɢɫɬɪɚɰɢɢ 
ɞɨɤɭɦɟɧɬɚ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

2. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɞɨɤɭɦɟɧɬɚ 

(csdo:DocName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɞɨɤɭɦɟɧɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

3. Ⱦɚɬɚ ɞɨɤɭɦɟɧɬɚ 

(csdo:DocCreationDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɩɨɞɩɢɫɚɧɢɹ, ɭɬɜɟɪɠɞɟɧɢɹ ɢɥɢ 
ɪɟɝɢɫɬɪɚɰɢɢ ɞɨɤɭɦɟɧɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ  
ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

4. Ⱦɚɬɚ ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ 
ɞɟɣɫɬɜɢɹ ɞɨɤɭɦɟɧɬɚ 

(csdo:DocValidityDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɨɤɨɧɱɚɧɢɹ ɫɪɨɤɚ, ɜ ɬɟɱɟɧɢɟ ɤɨɬɨɪɨɝɨ 
ɞɨɤɭɦɟɧɬ ɢɦɟɟɬ ɫɢɥɭ, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ  
ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

5. ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ 
ɨɪɝɚɧɚ 

(csdo:AuthorityId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ, 
ɜɵɞɚɜɲɟɝɨ ɞɨɤɭɦɟɧɬ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

6. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ 
ɨɪɝɚɧɚ 

(csdo:AuthorityName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ, 
ɜɵɞɚɜɲɟɝɨ ɞɨɤɭɦɟɧɬ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

7. ɋɜɟɞɟɧɢɹ ɨ 
ɡɚɜɟɪɟɧɢɢ ɞɨɤɭɦɟɧɬɚ 

(hccdo:AffirmationDoc

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɡɚɜɟɪɟɧɢɢ ɞɨɤɭɦɟɧɬɚ. 

Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 
7.1 – 7.7 

0..1 

7.1. Ʉɨɞ ɫɬɟɩɟɧɢ 
ɩɨɞɥɢɧɧɨɫɬɢ 

ɞɨɤɭɦɟɧɬɚ 

(hcsdo:Affirmation

KindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɡɚɜɟɪɟɧɢɹ 
ɞɨɤɭɦɟɧɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ 
ɡɧɚɱɟɧɢɣ: 
01 – ɨɪɢɝɢɧɚɥ; 
02 – ɧɨɬɚɪɢɚɥɶɧɨ ɡɚɜɟɪɟɧɧɚɹ ɤɨɩɢɹ; 
03 – ɤɨɩɢɹ, ɡɚɜɟɪɟɧɧɚɹ ɨɪɝɚɧɢɡɚɰɢɟɣ, ɜɵɞɚɜɲɟɣ 
ɞɨɤɭɦɟɧɬ; 
04 – ɧɟɡɚɜɟɪɟɧɧɚɹ ɤɨɩɢɹ 

0..1 

7.2. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɫɬɟɩɟɧɢ ɩɨɞɥɢɧɧɨɫɬɢ 

ɞɨɤɭɦɟɧɬɚ 

(hcsdo:Affirmation

KindName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «7.1. Ʉɨɞ ɜɢɞɚ ɡɚɜɟɪɟɧɢɹ ɞɨɤɭɦɟɧɬɚ» ɧɟ 
ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ ɡɚɜɟɪɟɧɢɹ 
ɞɨɤɭɦɟɧɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ 

ɪɟɤɜɢɡɢɬɚ 
ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

7.3. ɋɜɟɞɟɧɢɹ ɨɛ 
ɨɪɝɚɧɢɡɚɰɢɢ, 
ɡɚɜɟɪɢɜɲɟɣ 
ɞɨɤɭɦɟɧɬ 

(hccdo:Affirmation

OrganizationDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɨɪɝɚɧɢɡɚɰɢɢ, ɡɚɜɟɪɢɜɲɟɣ 
ɞɨɤɭɦɟɧɬ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 

0..1 

7.4. ɎɂɈ 

(ccdo:FullName

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɮɚɦɢɥɢɹ, ɢɦɹ ɢ ɨɬɱɟɫɬɜɨ ɥɢɰɚ, 
ɡɚɜɟɪɢɜɲɟɝɨ ɞɨɤɭɦɟɧɬ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ 
ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 4 

0..1 

7.5. Ʉɨɞ ɞɨɥɠɧɨɫɬɢ 

(hcsdo:PositionCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɞɨɥɠɧɨɫɬɢ 
ɥɢɰɚ, ɡɚɜɟɪɢɜɲɟɝɨ ɞɨɤɭɦɟɧɬ, ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ 
ɞɨɥɠɧɨɫɬɟɣ ɫɥɭɠɚɳɢɯ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeList

Id) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2060» 1 

7.6. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɞɨɥɠɧɨɫɬɢ 

(csdo:PositionName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «7.5. Ʉɨɞ ɞɨɥɠɧɨɫɬɢ» ɧɟ ɡɚɩɨɥɧɟɧ, 
ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɞɨɥɠɧɨɫɬɢ ɥɢɰɚ, 
ɡɚɜɟɪɢɜɲɟɝɨ ɞɨɤɭɦɟɧɬ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

7.7. Ⱦɚɬɚ 

(csdo:EventDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɡɚɜɟɪɟɧɢɹ ɞɨɤɭɦɟɧɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

8. Ⱦɨɤɭɦɟɧɬ ɜ 
ɛɢɧɚɪɧɨɦ ɮɨɪɦɚɬɟ 

(hcsdo:DocCopyBinary

Text) 

ɭɤɚɡɵɜɚɟɬɫɹ ɫɤɚɧɢɪɨɜɚɧɧɚɹ ɤɨɩɢɹ ɞɨɤɭɦɟɧɬɚ ɜ ɜɢɞɟ 
ɤɨɧɟɱɧɨɣ ɩɨɫɥɟɞɨɜɚɬɟɥɶɧɨɫɬɢ ɞɜɨɢɱɧɵɯ ɨɤɬɟɬɨɜ 
(ɛɚɣɬɨɜ) 

0..1 

 ɚ) ɤɨɞ ɮɨɪɦɚɬɚ 
ɞɚɧɧɵɯ 

(ɚɬɪɢɛɭɬ mediaType

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɮɨɪɦɚɬɚ 
ɞɚɧɧɵɯ «*.pdf» 

1 
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Ɍɚɛɥɢɰɚ 3 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɯɨɡɹɣɫɬɜɭɸɳɟɦ ɫɭɛɴɟɤɬɟ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ 
ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

2. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ 

(csdo:BusinessEntityName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɨɥɧɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ 
ɫɭɛɴɟɤɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

3. Ʉɪɚɬɤɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ 

(csdo:BusinessEntityBrief

Name) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɪɚɬɤɨɟ ɢɥɢ ɮɢɪɦɟɧɧɨɟ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

4. Ʉɨɞ ɨɪɝɚɧɢɡɚɰɢɨɧɧɨ-

ɩɪɚɜɨɜɨɣ ɮɨɪɦɵ 

(csdo:BusinessEntityType

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ 

ɨɪɝɚɧɢɡɚɰɢɨɧɧɨ-ɩɪɚɜɨɜɨɣ ɮɨɪɦɵ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ 
ɨɪɝɚɧɢɡɚɰɢɨɧɧɨ-ɩɪɚɜɨɜɵɯ ɮɨɪɦ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ 
ɨɪɝɚɧɢɡɚɰɢɨɧɧɨ-ɩɪɚɜɨɜɵɯ ɮɨɪɦ ɜ ɫɢɫɬɟɦɟ ɟɞɢɧɨɣ 
ɧɨɪɦɚɬɢɜɧɨ-ɫɩɪɚɜɨɱɧɨɣ ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

5. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɨɪɝɚɧɢɡɚɰɢɨɧɧɨ-ɩɪɚɜɨɜɨɣ 
ɮɨɪɦɵ 

(csdo:BusinessEntityType

Name) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «4. Ʉɨɞ ɨɪɝɚɧɢɡɚɰɢɨɧɧɨ-ɩɪɚɜɨɜɨɣ 
ɮɨɪɦɵ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɨɪɝɚɧɢɡɚɰɢɨɧɧɨ-ɩɪɚɜɨɜɨɣ ɮɨɪɦɵ ɨɪɝɚɧɢɡɚɰɢɢ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

6. ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ 

(csdo:BusinessEntityId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ (ɤɨɞ) ɡɚɩɢɫɢ ɩɨ ɪɟɟɫɬɪɭ (ɪɟɝɢɫɬɪɭ) 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ, ɩɪɢɫɜɨɟɧɧɵɣ ɩɪɢ 
ɝɨɫɭɞɚɪɫɬɜɟɧɧɨɣ ɪɟɝɢɫɬɪɚɰɢɢ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 
ɧɟ ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

ɚ) ɦɟɬɨɞ 

ɢɞɟɧɬɢɮɢɤɚɰɢɢ 

(ɚɬɪɢɛɭɬ kindId) 

ɤɨɞ ɦɟɬɨɞɚ ɢɞɟɧɬɢɮɢɤɚɰɢɢ ɯɨɡɹɣɫɬɜɭɸɳɢɯ 
ɫɭɛɴɟɤɬɨɜ ɞɨ ɜɤɥɸɱɟɧɢɹ ɫɩɪɚɜɨɱɧɢɤɚ ɦɟɬɨɞɨɜ 
ɢɞɟɧɬɢɮɢɤɚɰɢɢ ɯɨɡɹɣɫɬɜɭɸɳɢɯ ɫɭɛɴɟɤɬɨɜ ɜ ɫɨɫɬɚɜ 
ɪɟɫɭɪɫɨɜ ɫɢɫɬɟɦɵ ɟɞɢɧɨɣ ɧɨɪɦɚɬɢɜɧɨ-ɫɩɪɚɜɨɱɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɭɤɚɡɵɜɚɟɬɫɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 

 

01 – Ȼɂɇ (ɛɢɡɧɟɫ-ɢɞɟɧɬɢɮɢɤɚɰɢɨɧɧɵɣ ɧɨɦɟɪ 
Ɋɟɫɩɭɛɥɢɤɢ Ʉɚɡɚɯɫɬɚɧ); 

02 – ȽɊɘɅ (ɤɨɞ ɝɨɫɭɞɚɪɫɬɜɟɧɧɨɣ ɪɟɝɢɫɬɪɚɰɢɢ 
ɸɪɢɞɢɱɟɫɤɢɯ ɥɢɰ Ɋɟɫɩɭɛɥɢɤɢ Ⱥɪɦɟɧɢɹ); 

03 – ɈȽɊɇ (ɨɫɧɨɜɧɨɣ ɝɨɫɭɞɚɪɫɬɜɟɧɧɵɣ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɣ ɧɨɦɟɪ ɜ Ɋɨɫɫɢɣɫɤɨɣ Ɏɟɞɟɪɚɰɢɢ); 

04 – ɈȽɊɇɂɉ (ɨɫɧɨɜɧɨɣ ɝɨɫɭɞɚɪɫɬɜɟɧɧɵɣ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɵɣ ɧɨɦɟɪ ɢɧɞɢɜɢɞɭɚɥɶɧɨɝɨ 
ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɹ ɜ Ɋɨɫɫɢɣɫɤɨɣ Ɏɟɞɟɪɚɰɢɢ); 

05 – ɈɄɈȽɍ ( ɤɨɞ Ɉɛɳɟɝɨɫɭɞɚɪɫɬɜɟɧɧɨɝɨ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ Ɋɟɫɩɭɛɥɢɤɢ Ȼɟɥɚɪɭɫɶ «Ɉɪɝɚɧɵ 
ɝɨɫɭɞɚɪɫɬɜɟɧɧɨɣ ɜɥɚɫɬɢ ɢ ɭɩɪɚɜɥɟɧɢɹ»); 

06 – ɈɄɉɈ (ɤɨɞ Ɉɛɳɟɪɟɫɩɭɛɥɢɤɚɧɫɤɨɝɨ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɩɪɟɞɩɪɢɹɬɢɣ ɢ ɨɪɝɚɧɢɡɚɰɢɣ 
Ʉɵɪɝɵɡɫɤɨɣ Ɋɟɫɩɭɛɥɢɤɢ); 

07 – ɈɄɘɅɉ (ɤɨɞ Ɉɛɳɟɝɨɫɭɞɚɪɫɬɜɟɧɧɨɝɨ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ Ɋɟɫɩɭɛɥɢɤɢ Ȼɟɥɚɪɭɫɶ «ɘɪɢɞɢɱɟɫɤɢɟ 
ɥɢɰɚ ɢ ɢɧɞɢɜɢɞɭɚɥɶɧɵɟ ɩɪɟɞɩɪɢɧɢɦɚɬɟɥɢ») 

1 

7. ɍɧɢɤɚɥɶɧɵɣ 
ɢɞɟɧɬɢɮɢɤɚɰɢɨɧɧɵɣ 
ɬɚɦɨɠɟɧɧɵɣ ɧɨɦɟɪ 

(csdo:UniqueCustoms

NumberId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɭɧɢɤɚɥɶɧɵɣ ɢɞɟɧɬɢɮɢɤɚɰɢɨɧɧɵɣ ɧɨɦɟɪ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ, ɩɪɟɞɧɚɡɧɚɱɟɧɧɵɣ ɞɥɹ 
ɰɟɥɟɣ ɬɚɦɨɠɟɧɧɨɝɨ ɤɨɧɬɪɨɥɹ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 
ɧɟ ɛɨɥɟɟ 17 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

8. ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɧɚɥɨɝɨɩɥɚɬɟɥɶɳɢɤɚ 

(csdo:TaxpayerId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ 
ɫɭɛɴɟɤɬɚ ɜ ɪɟɟɫɬɪɟ ɧɚɥɨɝɨɩɥɚɬɟɥɶɳɢɤɨɜ ɫɬɪɚɧɵ 
ɪɟɝɢɫɬɪɚɰɢɢ ɧɚɥɨɝɨɩɥɚɬɟɥɶɳɢɤɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

9. Ʉɨɞ ɩɪɢɱɢɧɵ 
ɩɨɫɬɚɧɨɜɤɢ ɧɚ ɭɱɟɬ 

(csdo:TaxRegistration

ReasonCode) 

ɭɤɚɡɵɜɚɟɬɫɹ 9-ɫɢɦɜɨɥɶɧɵɣ ɰɢɮɪɨɜɨɣ ɤɨɞ, 
ɢɞɟɧɬɢɮɢɰɢɪɭɸɳɢɣ ɩɪɢɱɢɧɭ ɩɨɫɬɚɧɨɜɤɢ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ ɫɭɛɴɟɤɬɚ ɧɚ ɧɚɥɨɝɨɜɵɣ ɭɱɟɬ ɜ 
Ɋɨɫɫɢɣɫɤɨɣ Ɏɟɞɟɪɚɰɢɢ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

10. Ⱥɞɪɟɫ ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 5 ɢɥɢ ɬɚɛɥɢɰɟ 15 (ɞɥɹ ɭɤɚɡɚɧɢɹ 
ɚɞɪɟɫɚ ɜ ɪɚɫɲɢɪɟɧɧɨɣ ɪɟɞɚɤɰɢɢ) 

0..* 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

11. Ʉɨɧɬɚɤɬɧɵɣ ɪɟɤɜɢɡɢɬ 

(ccdo:Communication

Details) 

ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 6 

0..* 

Ɍɚɛɥɢɰɚ 4 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɎɂɈ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. ɂɦɹ 

(csdo:FirstName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɦɹ ɫɨɬɪɭɞɧɢɤɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

2. Ɉɬɱɟɫɬɜɨ 

(csdo:MiddleName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɬɱɟɫɬɜɨ ɫɨɬɪɭɞɧɢɤɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

3. Ɏɚɦɢɥɢɹ 

(csdo:LastName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɮɚɦɢɥɢɹ ɫɨɬɪɭɞɧɢɤɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

Ɍɚɛɥɢɰɚ 5 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «Ⱥɞɪɟɫ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɜɢɞɚ ɚɞɪɟɫɚ 

(csdo:AddressKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞ ɜɢɞɚ ɚɞɪɟɫɚ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɜɢɞɨɜ 
ɚɞɪɟɫɨɜ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ 
ɡɧɚɱɟɧɢɣ: 
1 – ɚɞɪɟɫ ɪɟɝɢɫɬɪɚɰɢɢ; 
2 – ɮɚɤɬɢɱɟɫɤɢɣ ɚɞɪɟɫ; 
3 – ɩɨɱɬɨɜɵɣ ɚɞɪɟɫ 

0..1 

2. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountry

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 
ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

3. Ʉɨɞ ɬɟɪɪɢɬɨɪɢɢ 

(csdo:TerritoryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞ ɟɞɢɧɢɰɵ ɚɞɦɢɧɢɫɬɪɚɬɢɜɧɨ-

ɬɟɪɪɢɬɨɪɢɚɥɶɧɨɝɨ ɞɟɥɟɧɢɹ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 17 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

4. Ɋɟɝɢɨɧ 

(csdo:RegionName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɪɟɝɢɨɧɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

5. Ɋɚɣɨɧ 

(csdo:DistrictName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɪɚɣɨɧɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

6. Ƚɨɪɨɞ 

(csdo:CityName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɝɨɪɨɞɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

7. ɇɚɫɟɥɟɧɧɵɣ ɩɭɧɤɬ 

(csdo:SettlementName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «6. Ƚɨɪɨɞ» ɧɟ ɡɚɩɨɥɧɟɧ ɭɤɚɡɵɜɚɟɬɫɹ 
ɧɚɢɦɟɧɨɜɚɧɢɟ ɧɚɫɟɥɟɧɧɨɝɨ ɩɭɧɤɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

8. ɍɥɢɰɚ 

(csdo:StreetName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɭɥɢɰɵ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

9. ɇɨɦɟɪ ɞɨɦɚ 

(csdo:BuildingNumberId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɛɨɡɧɚɱɟɧɢɟ ɞɨɦɚ, ɤɨɪɩɭɫɚ, ɫɬɪɨɟɧɢɹ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

10. ɇɨɦɟɪ ɩɨɦɟɳɟɧɢɹ 

(csdo:RoomNumberId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɛɨɡɧɚɱɟɧɢɟ ɨɮɢɫɚ ɢɥɢ ɤɜɚɪɬɢɪɵ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

11. ɉɨɱɬɨɜɵɣ ɢɧɞɟɤɫ 

(csdo:PostCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɨɱɬɨɜɵɣ ɢɧɞɟɤɫ ɩɪɟɞɩɪɢɹɬɢɹ ɩɨɱɬɨɜɨɣ 
ɫɜɹɡɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ, ɫɨɫɬɨɹɳɟɣ ɢɡ 
ɡɚɝɥɚɜɧɵɯ ɛɭɤɜ ɥɚɬɢɧɫɤɨɝɨ ɚɥɮɚɜɢɬɚ ɢɥɢ ɰɢɮɪ, 
ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɪɚɡɞɟɥɹɬɶɫɹ ɞɟɮɢɫɨɦ  

0..1 

12. ɇɨɦɟɪ ɚɛɨɧɟɧɬɫɤɨɝɨ 
ɹɳɢɤɚ 

(csdo:PostOfficeBoxId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɚɛɨɧɟɧɬɫɤɨɝɨ ɹɳɢɤɚ ɧɚ 
ɩɪɟɞɩɪɢɹɬɢɢ ɩɨɱɬɨɜɨɣ ɫɜɹɡɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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Ɍɚɛɥɢɰɚ 6 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «Ʉɨɧɬɚɤɬɧɵɣ ɪɟɤɜɢɡɢɬ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɜɢɞɚ ɫɜɹɡɢ 

(csdo:Communication

ChannelCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞ ɨɞɧɨɝɨ ɢɡ ɜɢɞɨɜ ɫɜɹɡɢ («ɷɥɟɤɬɪɨɧɧɚɹ 
ɩɨɱɬɚ», «ɬɟɥɟɮɚɤɫ», «ɬɟɥɟɮɨɧ»)  ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 

ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
AO – ɚɞɪɟɫ ɫɚɣɬɚ ɜ ɫɟɬɢ ɂɧɬɟɪɧɟɬ; 
EM – ɷɥɟɤɬɪɨɧɧɚɹ ɩɨɱɬɚ; 
FX – ɬɟɥɟɮɚɤɫ; 
TE – ɬɟɥɟɮɨɧ; 
TG – ɬɟɥɟɝɪɚɮ; 
TL – ɬɟɥɟɤɫ 

0..1 

2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɫɜɹɡɢ 

(csdo:Communication

ChannelName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «1. Ʉɨɞ ɜɢɞɚ ɫɜɹɡɢ» ɧɟ ɡɚɩɨɥɧɟɧ, 
ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɨɞɧɨɝɨ ɢɡ ɜɢɞɨɜ ɫɜɹɡɢ  

(«ɷɥɟɤɬɪɨɧɧɚɹ ɩɨɱɬɚ», «ɬɟɥɟɮɚɤɫ», «ɬɟɥɟɮɨɧ» ɢ ɞɪ. ) ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

3. ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɤɚɧɚɥɚ ɫɜɹɡɢ 

(csdo:Communication

ChannelId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɬɟɥɟɮɨɧɚ, ɮɚɤɫɚ ɢɥɢ ɚɞɪɟɫ 
ɷɥɟɤɬɪɨɧɧɨɣ ɩɨɱɬɵ ɜ ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ ɭɤɚɡɚɧɧɨɝɨ ɜɢɞɚ 
ɫɜɹɡɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 1 000 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

1..* 

Ɍɚɛɥɢɰɚ 7 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɦɚɫɬɟɪ-ɮɚɣɥɟ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. ɇɨɦɟɪ ɦɚɫɬɟɪ-ɮɚɣɥɚ 

(hcsdo:MasterFileDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

2. Ⱥɞɪɟɫ 

(ccdo:SubjectAddressDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɚɞɪɟɫɟ 
ɧɚɯɨɠɞɟɧɢɹ ɦɚɫɬɟɪ-ɮɚɣɥɚ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ 
ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 5 

0..1 

3. ɇɚɢɦɟɧɨɜɚɧɢɟ ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ 
ɫɭɛɴɟɤɬɚ 

(csdo:BusinessEntityName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɨɪɝɚɧɢɡɚɰɢɢ-

ɞɟɪɠɚɬɟɥɹ ɦɚɫɬɟɪ-ɮɚɣɥɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 



50 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

4. ɋɜɟɞɟɧɢɹ ɨ ɫɟɪɬɢɮɢɤɚɬɟ ɧɚ 
ɦɚɫɬɟɪ-ɮɚɣɥ 

(hccdo:MasterFileCertificateDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɫɟɪɬɢɮɢɤɚɬɟ ɧɚ 
ɦɚɫɬɟɪ-ɮɚɣɥ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 
ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 4.1 – 4.2 

0..1 

4.1. ɇɨɦɟɪ ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ 

ɦɚɫɬɟɪ-ɮɚɣɥ 

(hcsdo:MasterFileCertificateDoc

Id) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ 
ɦɚɫɬɟɪ-ɮɚɣɥ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

4.2. Ⱦɚɬɚ ɭɬɜɟɪɠɞɟɧɢɹ ɢɥɢ 
ɩɨɫɥɟɞɧɟɝɨ ɩɟɪɟɫɦɨɬɪɚ 
ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ ɦɚɫɬɟɪ-ɮɚɣɥ 

(hcsdo:LastRevisionDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɭɬɜɟɪɠɞɟɧɢɹ ɢɥɢ 
ɩɨɫɥɟɞɧɟɝɨ ɩɟɪɟɫɦɨɬɪɚ ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ 
ɦɚɫɬɟɪ-ɮɚɣɥ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ  
ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

5. ɋɜɟɞɟɧɢɹ ɨ ɡɚɹɜɤɟ ɧɚ ɩɨɥɭɱɟɧɢɟ 
ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ ɦɚɫɬɟɪ-ɮɚɣɥ 

(hccdo:ApplicationMasterFile

CertificateDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɡɚɹɜɤɟ ɧɚ 
ɩɨɥɭɱɟɧɢɟ ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ ɦɚɫɬɟɪ-ɮɚɣɥ. 

Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ 
ɪɟɤɜɢɡɢɬɨɜ 5.1 – 5.2 

0..1 

5.1. ɇɨɦɟɪ ɡɚɹɜɤɢ ɧɚ ɩɨɥɭɱɟɧɢɟ 
ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ ɦɚɫɬɟɪ-ɮɚɣɥ 

(hcsdo:ApplicationMasterFile

CertificateDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɡɚɹɜɤɢ ɧɚ ɩɨɥɭɱɟɧɢɟ 
ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ ɦɚɫɬɟɪ-ɮɚɣɥ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

5.2. Ⱦɚɬɚ ɩɨɞɚɱɢ ɡɚɹɜɤɢ ɧɚ 
ɩɨɥɭɱɟɧɢɟ ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ 
ɦɚɫɬɟɪ-ɮɚɣɥ 

(hcsdo:ApplicationMasterFile

CertificateDocDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɩɨɞɚɱɢ ɡɚɹɜɤɢ ɧɚ 
ɩɨɥɭɱɟɧɢɟ ɫɟɪɬɢɮɢɤɚɬɚ ɧɚ ɦɚɫɬɟɪ-ɮɚɣɥ  

ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

Ɍɚɛɥɢɰɚ 8 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɞɨɡɢɪɨɜɤɟ  
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. ɋɜɟɞɟɧɢɹ ɨ ɟɞɢɧɢɰɟ 
ɞɨɡɢɪɨɜɚɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugDosageUnit

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɟɞɢɧɢɰɟ ɜɵɪɚɠɟɧɢɹ 
ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. ɋɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ 
ɜ ɬɚɛɥɢɰɟ 11 

0..1 



51 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

2. ɋɜɟɞɟɧɢɹ ɨɛ 
ɢɧɝɪɟɞɢɟɧɬɟ, ɜɯɨɞɹɳɟɦ ɜ 
ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hccdo:DrugSubstance

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɢɧɝɪɟɞɢɟɧɬɟ, 
ɜɯɨɞɹɳɟɦ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ.  

ȼ ɤɚɠɞɨɦ ɷɤɡɟɦɩɥɹɪɟ ɪɟɤɜɢɡɢɬɚ ɦɨɝɭɬ ɛɵɬɶ 
ɡɚɩɨɥɧɟɧɵ ɫɜɟɞɟɧɢɹ ɬɨɥɶɤɨ ɨɛ ɨɞɧɨɦ 
ɢɧɝɪɟɞɢɟɧɬɟ: ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ, ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɦ ɜɟɳɟɫɬɜɟ ɢɥɢ 
ɪɟɚɝɟɧɬɟ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ 
ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 12 

0..* 

Ɍɚɛɥɢɰɚ 9 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ  
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɫɪɚɜɧɟɧɢɹ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. ɋɜɟɞɟɧɢɹ ɨ ɞɟɪɠɚɬɟɥɟ 
(ɡɚɹɜɢɬɟɥɟ) 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

(hccdo:Registration

CertificateHolderDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɟɪɠɚɬɟɥɟ (ɡɚɹɜɢɬɟɥɟ) 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ 

ɢ ɩɪɚɜɢɥɚ ɢɯ ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 

1 

2. Ⱦɚɬɚ ɪɟɝɢɫɬɪɚɰɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugRegistration

Date) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

1 

3. ɇɨɦɟɪ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ 

(hcsdo:Registration

CertificateId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

4. Ʉɨɞ ɪɟɮɟɪɟɧɬɧɨɝɨ 
ɝɨɫɭɞɚɪɫɬɜɚ 

(hcsdo:ReferenceUnified

CountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɪɟɮɟɪɟɧɬɧɨɝɨ 
ɝɨɫɭɞɚɪɫɬɜɚ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ  
ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

5. Ʉɨɞ ɝɨɫɭɞɚɪɫɬɜɚ 
ɩɪɢɡɧɚɧɢɹ 

(hcsdo:Recognition

UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɝɨɫɭɞɚɪɫɬɜɚ 

ɩɪɢɡɧɚɧɢɹ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..* 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

Ɍɚɛɥɢɰɚ 10 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨɛ ɭɫɥɨɜɢɹɯ ɯɪɚɧɟɧɢɹ  

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. ɉɪɟɞɥɚɝɚɟɦɵɣ ɫɪɨɤ ɯɪɚɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:StorageDuration) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶ 
ɩɪɟɞɥɚɝɚɟɦɨɝɨ ɫɪɨɤɚ ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ  
8601–2001 

0..1 

2. ɉɪɟɞɥɚɝɚɟɦɵɣ ɫɪɨɤ ɯɪɚɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɨɫɥɟ 
ɩɟɪɜɨɝɨ ɜɫɤɪɵɬɢɹ ɭɩɚɤɨɜɤɢ 

(hcsdo:StorageOpenDuration) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶ 
ɩɪɟɞɥɚɝɚɟɦɨɝɨ ɫɪɨɤɚ ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɩɨɫɥɟ ɩɟɪɜɨɝɨ ɜɫɤɪɵɬɢɹ ɩɟɪɜɢɱɧɨɣ 
ɢɥɢ ɩɪɨɦɟɠɭɬɨɱɧɨɣ ɭɩɚɤɨɜɤɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ȽɈɋɌ ɂɋɈ 8601–2001 

0..1 

3. ɉɪɟɞɥɚɝɚɟɦɵɣ ɫɪɨɤ ɯɪɚɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɨɫɥɟ 
ɜɨɫɫɬɚɧɨɜɥɟɧɢɹ, ɪɚɫɬɜɨɪɟɧɢɹ 
ɢɥɢ ɪɚɡɜɟɞɟɧɢɹ 

(hcsdo:StorageRecoveryDuration) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɨɞɨɥɠɢɬɟɥɶɧɨɫɬɶ 
ɩɪɟɞɥɚɝɚɟɦɨɝɨ ɫɪɨɤɚ ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɩɨɫɥɟ ɜɨɫɫɬɚɧɨɜɥɟɧɢɹ (ɪɚɫɬɜɨɪɟɧɢɹ) 

ɢɥɢ ɪɚɡɜɟɞɟɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 
8601–2001 

0..1 

4. Ɉɩɢɫɚɧɢɟ ɩɪɟɞɥɚɝɚɟɦɵɯ 
ɭɫɥɨɜɢɣ ɯɪɚɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:StorageConditionText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɩɪɟɞɥɚɝɚɟɦɵɯ ɭɫɥɨɜɢɣ 
ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 1 000 ɫɢɦɜɨɥɨɜ 

0..1 

5. Ɉɩɢɫɚɧɢɟ ɩɪɟɞɥɚɝɚɟɦɵɯ 
ɭɫɥɨɜɢɣ ɯɪɚɧɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɨɫɥɟ 
ɩɟɪɜɨɝɨ ɜɫɤɪɵɬɢɹ ɭɩɚɤɨɜɤɢ 

(hcsdo:StorageConditionOpen

Text) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɩɪɟɞɥɚɝɚɟɦɵɯ ɭɫɥɨɜɢɣ 
ɯɪɚɧɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɩɨɫɥɟ 
ɩɟɪɜɨɝɨ ɜɫɤɪɵɬɢɹ ɩɟɪɜɢɱɧɨɣ ɢɥɢ 
ɩɪɨɦɟɠɭɬɨɱɧɨɣ ɭɩɚɤɨɜɤɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 1 000 ɫɢɦɜɨɥɨɜ 

0..1 

Ɍɚɛɥɢɰɚ 11 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɟɞɢɧɢɰɟ ɞɨɡɢɪɨɜɚɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɜɢɞɚ ɟɞɢɧɢɰɵ 
ɜɵɪɚɠɟɧɢɹ ɫɨɫɬɚɜɚ 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ 
ɟɞɢɧɢɰɵ ɜɵɪɚɠɟɧɢɹ ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugDosageUnitKind

Code) 

ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 2 ɫɢɦɜɨɥɚ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ ɢɡ ɩɟɪɟɱɧɹ: 
01 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ; 
02 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ ɞɨɡɢɪɨɜɚɧɢɹ; 
03 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ ɦɚɫɫɵ; 
04 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ ɨɛɴɟɦɚ; 
05 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɨɛɳɟɟ ɤɨɥɢɱɟɫɬɜɨ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ ɜ ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɟ; 
06 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ ɨɛɴɟɦɚ ɩɨɫɥɟ 
ɪɚɫɬɜɨɪɟɧɢɹ; 
07 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ ɨɛɴɟɦɚ ɩɟɪɟɞ 
ɪɚɡɜɟɞɟɧɢɟɦ; 
08 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ ɜɪɟɦɟɧɢ; 
09 – ɞɨɡɢɪɨɜɤɚ ɭɤɚɡɚɧɚ ɧɚ ɟɞɢɧɢɰɭ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ, ɫɨɜɩɚɞɚɸɳɭɸ ɫ ɟɞɢɧɢɰɟɣ 
ɞɨɡɢɪɨɜɚɧɢɹ; 

99 – ɞɪɭɝɨɟ 

2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɟɞɢɧɢɰɵ ɜɵɪɚɠɟɧɢɹ ɫɨɫɬɚɜɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DosageUnitKindName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «1. Ʉɨɞ ɜɢɞɚ ɟɞɢɧɢɰɵ ɜɵɪɚɠɟɧɢɹ 
ɫɨɫɬɚɜɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 
ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɡɧɚɱɟɧɢɸ «ɞɪɭɝɨɟ», ɭɤɚɡɵɜɚɟɬɫɹ 
ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ ɟɞɢɧɢɰɵ ɜɵɪɚɠɟɧɢɹ ɫɨɫɬɚɜɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 
ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

3. ȼɟɥɢɱɢɧɚ ɟɞɢɧɢɰɵ 
ɞɨɡɢɪɨɜɚɧɢɹ (ɤɨɧɰɟɧɬɪɚɰɢɢ) 
(hcsdo:DosageUnitMeasure) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɥɢɱɟɫɬɜɨ ɜɟɳɟɫɬɜɚ ɜ ɜɢɞɟ ɱɢɫɥɚ ɜ 
ɞɟɫɹɬɢɱɧɨɣ ɫɢɫɬɟɦɟ ɫɱɢɫɥɟɧɢɹ 

0..1 

 ɚ) ɤɨɞ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ 
ɤɨɧɰɟɧɬɪɚɰɢɢ 

(ɚɬɪɢɛɭɬ Substance

MeasureCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɬɪɟɯɫɢɦɜɨɥɶɧɵɣ ɤɨɞ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɟɞɢɧɢɰ ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ 
ɤɨɧɰɟɧɬɪɚɰɢɢ ɞɟɣɫɬɜɭɸɳɢɯ ɜɟɳɟɫɬɜ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2044» 0..1 

 ɜ) ɧɚɢɦɟɧɨɜɚɧɢɟ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ 
ɤɨɧɰɟɧɬɪɚɰɢɢ 

(ɚɬɪɢɛɭɬ Substance

MeasureName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «ɚ) ɤɨɞ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ 
ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ» ɧɟ ɡɚɩɨɥɧɟɧ, 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ 
ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 
ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɝ) ɦɚɫɲɬɚɛ ɭɤɚɡɵɜɚɟɬɫɹ ɦɚɫɲɬɚɛ ɜɟɥɢɱɢɧɵ, ɩɪɟɞɫɬɚɜɥɟɧɧɵɣ 0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

(ɚɬɪɢɛɭɬ ScaleNumber) ɜ ɜɢɞɟ ɩɨɤɚɡɚɬɟɥɹ ɫɬɟɩɟɧɢ ɱɢɫɥɚ 10, ɜ ɜɢɞɟ 
ɰɟɥɨɝɨ ɞɜɭɡɧɚɱɧɨɝɨ ɱɢɫɥɚ 

Ɍɚɛɥɢɰɚ 12 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨɛ ɢɧɝɪɟɞɢɟɧɬɟ, ɜɯɨɞɹɳɟɦ  
ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugSubstanceRoleCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ 
ɨɛɨɡɧɚɱɟɧɢɟ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ 
ɡɧɚɱɟɧɢɣ: 
01 – ɞɟɣɫɬɜɭɸɳɟɟ ɜɟɳɟɫɬɜɨ; 
02 – ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɟ ɜɟɳɟɫɬɜɨ; 
03 – ɪɟɚɝɟɧɬ 

0..1 

2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɮɭɧɤɰɢɢ 
ɢɧɝɪɟɞɢɟɧɬɚ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DrugSubstanceRoleName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «1. Ʉɨɞ ɮɭɧɤɰɢɢ 
ɢɧɝɪɟɞɢɟɧɬɚ ɜ ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ 
ɧɚɢɦɟɧɨɜɚɧɢɟ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

3. ɋɜɟɞɟɧɢɹ ɨɛ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:ActiveSubstanceDetails) 

ɡɚɩɨɥɧɹɟɬɫɹ ɜ ɫɥɭɱɚɟ, ɟɫɥɢ ɪɟɤɜɢɡɢɬ  
«1. Ʉɨɞ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɢɥɢ ɪɟɤɜɢɡɢɬ 
«2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 
ɡɚɩɨɥɧɟɧ ɡɧɚɱɟɧɢɟɦ «ɞɟɣɫɬɜɭɸɳɟɟ 
ɜɟɳɟɫɬɜɨ». ɍɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ 
ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. 

Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ 
ɪɟɤɜɢɡɢɬɨɜ 3.1 – 3.2 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 3.1. Ʉɨɞ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ 

(hcsdo:ActiveSubstanceCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ 
ɨɛɨɡɧɚɱɟɧɢɟ ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 
ɫɩɪɚɜɨɱɧɢɤɚɦɢ «ɋɩɪɚɜɨɱɧɢɤ 
ɦɟɠɞɭɧɚɪɨɞɧɵɯ ɧɟɩɚɬɟɧɬɨɜɚɧɧɵɯ 
ɧɚɢɦɟɧɨɜɚɧɢɣ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ», 
«ɋɩɪɚɜɨɱɧɢɤ ɝɪɭɩɩɢɪɨɜɨɱɧɵɯ, 
ɨɛɳɟɩɪɢɧɹɬɵɯ ɢ ɯɢɦɢɱɟɫɤɢɯ 
ɧɚɢɦɟɧɨɜɚɧɢɣ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ», 
«ɋɩɪɚɜɨɱɧɢɤ ɧɚɢɦɟɧɨɜɚɧɢɣ 
ɝɨɦɟɨɩɚɬɢɱɟɫɤɨɝɨ ɦɚɬɟɪɢɚɥɚ» ɢɥɢ 
«ɋɩɪɚɜɨɱɧɢɤ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɫɵɪɶɹ» (ɞɥɹ ɪɚɫɬɢɬɟɥɶɧɨɝɨ 
ɫɵɪɶɹ) ɜ ɫɢɫɬɟɦɟ ɟɞɢɧɨɣ ɧɨɪɦɚɬɢɜɧɨ-

ɫɩɪɚɜɨɱɧɨɣ ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɨɛɨɡɧɚɱɟɧɢɟ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ), ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɤɨɬɨɪɵɦ ɭɤɚɡɚɧ ɤɨɞ 

1 

 3.2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ 

(hcsdo:ActiveSubstanceName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «3.1. Ʉɨɞ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ» ɧɟ 
ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɚɤɬɢɜɧɨɣ ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ  

0..1 

4. ɋɜɟɞɟɧɢɹ ɨ ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɦ 
ɜɟɳɟɫɬɜɟ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hccdo:AuxiliarySubstanceDetails) 

ɡɚɩɨɥɧɹɟɬɫɹ ɜ ɫɥɭɱɚɟ, ɟɫɥɢ ɪɟɤɜɢɡɢɬ  
«1. Ʉɨɞ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɢɥɢ ɪɟɤɜɢɡɢɬ 
«2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

ɡɚɩɨɥɧɟɧ ɡɧɚɱɟɧɢɟɦ «ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɟ 
ɜɟɳɟɫɬɜɨ». ɍɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɦ ɜɟɳɟɫɬɜɟ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ 
ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 
4.1 – 4.4 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 4.1. Ʉɨɞ ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ 
ɜɟɳɟɫɬɜɚ, ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:AuxiliarySubstanceCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ 
ɨɛɨɡɧɚɱɟɧɢɟ ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ ɜɟɳɟɫɬɜɚ, 
ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɩɪɚɜɨɱɧɢɤɨɦ 
«ɋɩɪɚɜɨɱɧɢɤ ɝɪɭɩɩɢɪɨɜɨɱɧɵɯ, 
ɨɛɳɟɩɪɢɧɹɬɵɯ ɢ ɯɢɦɢɱɟɫɤɢɯ 
ɧɚɢɦɟɧɨɜɚɧɢɣ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ» ɢɥɢ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɨɦ «Ʉɥɚɫɫɢɮɢɤɚɬɨɪ ɜɢɞɨɜ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɵɯ ɜɟɳɟɫɬɜ» ɜ ɫɢɫɬɟɦɟ 
ɟɞɢɧɨɣ ɧɨɪɦɚɬɢɜɧɨ-ɫɩɪɚɜɨɱɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 
10 ɫɢɦɜɨɥɚ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɨɛɨɡɧɚɱɟɧɢɟ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ), ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɤɨɬɨɪɵɦ ɭɤɚɡɚɧ ɤɨɞ 

1 

 4.2. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ ɜɟɳɟɫɬɜɚ, 
ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:AuxiliarySubstance

Name) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «4.1. Ʉɨɞ ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ 
ɜɟɳɟɫɬɜɚ, ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɧɟ ɡɚɩɨɥɧɟɧ, 
ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ ɜɟɳɟɫɬɜɚ, ɜɯɨɞɹɳɟɝɨ ɜ 
ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 4.3. Ʉɨɞ ɮɭɧɤɰɢɨɧɚɥɶɧɨɝɨ 
ɧɚɡɧɚɱɟɧɢɹ ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ 
ɜɟɳɟɫɬɜɚ 

(hcsdo:FunctionalPurposeCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ 
ɨɛɨɡɧɚɱɟɧɢɟ ɮɭɧɤɰɢɨɧɚɥɶɧɨɝɨ ɧɚɡɧɚɱɟɧɢɹ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ ɜɟɳɟɫɬɜɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɫɨ ɫɩɪɚɜɨɱɧɢɤɨɦ «ɋɩɪɚɜɨɱɧɢɤ 
ɮɭɧɤɰɢɨɧɚɥɶɧɵɯ ɧɚɡɧɚɱɟɧɢɣ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɵɯ ɜɟɳɟɫɬɜ, ɢɫɩɨɥɶɡɭɟɦɵɯ 
ɩɪɢ ɩɪɨɢɡɜɨɞɫɬɜɟ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ» 

ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɞɨ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

  ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «1020» 1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 4.4. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɮɭɧɤɰɢɨɧɚɥɶɧɨɝɨ ɧɚɡɧɚɱɟɧɢɹ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ ɜɟɳɟɫɬɜɚ 

(hcsdo:FunctionalPurposeName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «4.3. Ʉɨɞ ɮɭɧɤɰɢɨɧɚɥɶɧɨɝɨ 
ɧɚɡɧɚɱɟɧɢɹ ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ ɜɟɳɟɫɬɜɚ» ɧɟ 
ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɮɭɧɤɰɢɨɧɚɥɶɧɨɝɨ ɧɚɡɧɚɱɟɧɢɹ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ ɜɟɳɟɫɬɜɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

5. ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɚɝɟɧɬɚ, 
ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:ReagentName) 

ɡɚɩɨɥɧɹɟɬɫɹ ɜ ɫɥɭɱɚɟ, ɟɫɥɢ ɪɟɤɜɢɡɢɬ  
«1. Ʉɨɞ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ ɫɨɫɬɚɜɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» ɢɥɢ ɪɟɤɜɢɡɢɬ 
«2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɮɭɧɤɰɢɢ ɢɧɝɪɟɞɢɟɧɬɚ ɜ 
ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 
ɡɚɩɨɥɧɟɧ ɡɧɚɱɟɧɢɟɦ «ɪɟɚɝɟɧɬ». 
ɍɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɪɟɚɝɟɧɬɚ, 
ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

6. Ⱦɨɡɢɪɨɜɤɚ (ɤɨɧɰɟɧɬɪɚɰɢɹ) 
(hcsdo:SubstanceMeasure) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɥɢɱɟɫɬɜɨ ɜɟɳɟɫɬɜɚ ɜ ɜɢɞɟ 
ɱɢɫɥɚ ɜ ɞɟɫɹɬɢɱɧɨɣ ɫɢɫɬɟɦɟ ɫɱɢɫɥɟɧɢɹ, 
ɫɨɞɟɪɠɚɳɟɝɨ ɧɟ ɛɨɥɟɟ 24 ɪɚɡɪɹɞɨɜ, ɫ 
ɬɨɱɧɨɫɬɶɸ ɧɟ ɛɨɥɟɟ ɱɟɦ ɞɨ 6-ɝɨ ɡɧɚɤɚ  

0..2 

 ɚ) ɤɨɞ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ 
ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ 

(ɚɬɪɢɛɭɬ SubstanceMeasure

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɬɪɟɯɫɢɦɜɨɥɶɧɵɣ ɤɨɞ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɟɞɢɧɢɰ ɢɡɦɟɪɟɧɢɹ 
ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɞɟɣɫɬɜɭɸɳɢɯ 
ɜɟɳɟɫɬɜ ɜ ɫɨɫɬɚɜɟ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2044» 0..1 

ɜ) ɧɚɢɦɟɧɨɜɚɧɢɟ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ 
ɤɨɧɰɟɧɬɪɚɰɢɢ 

(ɚɬɪɢɛɭɬ SubstanceMeasure

Name) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «ɚ) ɤɨɞ ɟɞɢɧɢɰɵ ɢɡɦɟɪɟɧɢɹ 
ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ» ɧɟ ɡɚɩɨɥɧɟɧ, 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɞɨɡɢɪɨɜɤɢ ɢ ɤɨɧɰɟɧɬɪɚɰɢɢ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

ɝ) ɦɚɫɲɬɚɛ 

(ɚɬɪɢɛɭɬ ScaleNumber) 

ɦɚɫɲɬɚɛ ɜɟɥɢɱɢɧɵ, ɩɪɟɞɫɬɚɜɥɟɧɧɵɣ ɜ ɜɢɞɟ 
ɩɨɤɚɡɚɬɟɥɹ ɫɬɟɩɟɧɢ ɱɢɫɥɚ 10 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

ɞ) ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɬɢɩɚ 
ɜɟɥɢɱɢɧɵ ɞɨɡɢɪɨɜɤɢ 
(ɤɨɧɰɟɧɬɪɚɰɢɢ) 
(ɚɬɪɢɛɭɬ 

SubstanceMeasureTypeCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɫɢɦɜɨɥɶɧɵɣ ɤɨɞ ɬɢɩɚ 
ɜɟɥɢɱɢɧɵ ɞɨɡɢɪɨɜɤɢ (ɤɨɧɰɟɧɬɪɚɰɢɢ): 
01 – ɭɤɚɡɚɧɚ ɬɨɱɧɚɹ ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ; 
02 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɦɟɧɶɲɟ ɥɢɛɨ 
ɪɚɜɧɚ ɭɤɚɡɚɧɧɨɦɭ ɡɧɚɱɟɧɢɸ; 
03 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɛɨɥɶɲɟ ɥɢɛɨ 
ɪɚɜɧɚ ɭɤɚɡɚɧɧɨɦɭ ɡɧɚɱɟɧɢɸ; 
04 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɦɟɧɶɲɟ 
ɭɤɚɡɚɧɧɨɝɨ ɡɧɚɱɟɧɢɹ; 
05 – ɜɟɥɢɱɢɧɚ ɞɨɡɢɪɨɜɤɢ ɛɨɥɶɲɟ 
ɭɤɚɡɚɧɧɨɝɨ ɡɧɚɱɟɧɢɹ 

0..1 

7. Ɉɩɢɫɚɧɢɟ ɞɨɡɢɪɨɜɤɢ 
(ɤɨɧɰɟɧɬɪɚɰɢɢ) 
(hcsdo:SubstanceText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɞɨɡɢɪɨɜɤɢ 
(ɤɨɧɰɟɧɬɪɚɰɢɢ) ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 

0..1 

Ɍɚɛɥɢɰɚ 13 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɥɨɳɚɞɤɟ, 
ɭɱɚɫɬɜɭɸɳɟɣ ɜ ɩɪɨɢɡɜɨɞɫɬɜɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. ɋɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ 
ɩɥɨɳɚɞɤɟ 

(hccdo:ManufacturingAreaDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ 
ɩɥɨɳɚɞɤɟ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ 
ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 1.1 – 1.2 

0..1 

1.1. ɋɜɟɞɟɧɢɹ ɨ 
ɯɨɡɹɣɫɬɜɭɸɳɟɦ ɫɭɛɴɟɤɬɟ 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ 
ɩɥɨɳɚɞɤɟ. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɩɪɚɜɢɥɚ ɢɯ 
ɡɚɩɨɥɧɟɧɢɹ ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 3 (ɫɨɫɬɚɜ 
ɪɟɤɜɢɡɢɬɨɜ ɞɥɹ ɫɥɨɠɧɨɝɨ ɪɟɤɜɢɡɢɬɚ «Ⱥɞɪɟɫ» 
ɩɪɢɜɨɞɢɬɫɹ ɜ ɪɚɫɲɢɪɟɧɧɨɣ ɪɟɞɚɤɰɢɢ) 

0..1 

1.2. ɋɜɟɞɟɧɢɹ ɨɛ ɷɬɚɩɟ 
ɩɪɨɢɡɜɨɞɫɬɜɚ 

(hccdo:ManufactureStage

Details) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɷɬɚɩɚɯ 
ɩɪɨɢɡɜɨɞɫɬɜɚ. Ⱦɥɹ ɤɚɠɞɨɝɨ ɷɬɚɩɚ 
ɩɪɨɢɡɜɨɞɫɬɜɚ ɡɚɩɨɥɧɹɟɬɫɹ ɨɬɞɟɥɶɧɵɣ 
ɷɤɡɟɦɩɥɹɪ ɪɟɤɜɢɡɢɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ 
ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 1.2.1 – 1.2.2 

1..* 

1.2.1. Ʉɨɞ ɷɬɚɩɚ 
ɩɪɨɢɡɜɨɞɫɬɜɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ 

(hcsdo:ManufacturingStage

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ 

ɷɬɚɩɚ ɩɪɨɢɡɜɨɞɫɬɜɚ ɢɡ ɩɟɪɟɱɧɹ ɷɬɚɩɨɜ 
(ɫɬɚɞɢɣ) ɩɪɨɢɡɜɨɞɫɬɜɚ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɫɪɟɞɫɬɜ 

ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 3 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «1018» 1 

1.2.2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɷɬɚɩɚ 
ɩɪɨɢɡɜɨɞɫɬɜɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ 

(hcsdo:ManufacturingStage

Name) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «1.2.1. Ʉɨɞ ɷɬɚɩɚ ɩɪɨɢɡɜɨɞɫɬɜɚ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɫɪɟɞɫɬɜɚ» ɧɟ ɡɚɩɨɥɧɟɧ, 
ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɷɬɚɩɚ 
ɩɪɨɢɡɜɨɞɫɬɜɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 
500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

2. ɋɜɟɞɟɧɢɹ ɨɛ ɢɧɫɩɟɤɰɢɢ ɧɚ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɬɪɟɛɨɜɚɧɢɹɦ 
ɧɚɞɥɟɠɚɳɟɣ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ 
ɩɪɚɤɬɢɤɢ 

(hccdo:GMPInspectionDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨɛ ɢɧɫɩɟɤɰɢɹɯ ɧɚ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɬɪɟɛɨɜɚɧɢɹɦ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ. Ⱦɥɹ ɤɚɠɞɨɣ 
ɢɧɫɩɟɤɰɢɢ ɧɚ ɫɨɨɬɜɟɬɫɬɜɢɟ ɬɪɟɛɨɜɚɧɢɹɦ 
ɧɚɞɥɟɠɚɳɟɣ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ 

ɡɚɩɨɥɧɹɟɬɫɹ ɨɬɞɟɥɶɧɵɣ ɷɤɡɟɦɩɥɹɪ ɪɟɤɜɢɡɢɬɚ. 
Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ 
ɪɟɤɜɢɡɢɬɨɜ 2.1 – 2.8 

0..* 

2.1. ɉɪɢɡɧɚɤ ɩɪɨɜɟɞɟɧɢɹ 

ɢɧɫɩɟɤɰɢɢ ɝɨɫɭɞɚɪɫɬɜɨɦ – 

ɱɥɟɧɨɦ ȿɜɪɚɡɢɣɫɤɨɝɨ 
ɷɤɨɧɨɦɢɱɟɫɤɨɝɨ ɫɨɸɡɚ 

(hcsdo:UnionInspection

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ 
ɩɪɨɜɟɞɟɧɢɟ ɢɧɫɩɟɤɰɢɢ ɝɨɫɭɞɚɪɫɬɜɨɦ-ɱɥɟɧɨɦ 
ɢɥɢ ɞɪɭɝɢɦ ɝɨɫɭɞɚɪɫɬɜɨɦ: 
1 – ɢɧɫɩɟɤɰɢɹ ɝɨɫɭɞɚɪɫɬɜɚ-ɱɥɟɧɚ; 
0 – ɢɧɫɩɟɤɰɢɹ ɞɪɭɝɨɝɨ ɝɨɫɭɞɚɪɫɬɜɚ 

1 

2.2. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 
ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

2.3. Ʉɨɞ ɬɢɩɚ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɢɧɫɩɟɤɰɢɢ 

(hcsdo:PharmaceuticalInspection

KindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɬɢɩɚ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɢɧɫɩɟɤɰɢɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɩɥɚɧɨɜɚɹ; 
02 – ɜɧɟɩɥɚɧɨɜɚɹ;  
03 – ɩɨɜɬɨɪɧɚɹ  

1 

2.4. Ⱦɚɬɚ ɩɪɨɜɟɞɟɧɢɹ 
ɩɨɫɥɟɞɧɟɣ ɢɧɫɩɟɤɰɢɢ ɧɚ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɬɪɟɛɨɜɚɧɢɹɦ 
ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ 

(hcsdo:LastGMPInspectionDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɩɪɨɜɟɞɟɧɢɹ ɩɨɫɥɟɞɧɟɣ 
ɢɧɫɩɟɤɰɢɢ ɧɚ ɫɨɨɬɜɟɬɫɬɜɢɟ ɬɪɟɛɨɜɚɧɢɹɦ 
ɧɚɞɥɟɠɚɳɟɣ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

2.5. ɇɚɢɦɟɧɨɜɚɧɢɟ ɤɚɬɟɝɨɪɢɢ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ 

(hcsdo:CategoryDrugName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɤɚɬɟɝɨɪɢɢ 
ɩɪɨɜɟɪɹɟɦɵɯ ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɩɪɟɩɚɪɚɬɨɜ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ 

ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1..* 

2.6. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ ɨɪɝɚɧɚ  
(csdo:AuthorityName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɭɩɨɥɧɨɦɨɱɟɧɧɨɝɨ 
ɨɪɝɚɧɚ, ɩɪɨɜɨɞɢɜɲɟɝɨ ɩɪɨɜɟɪɤɭ ɧɚ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɬɪɟɛɨɜɚɧɢɹɦ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

1 

2.7. ɉɪɢɡɧɚɤ ɫɨɨɬɜɟɬɫɬɜɢɹ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɥɨɳɚɞɤɢ 
ɬɪɟɛɨɜɚɧɢɹɦ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ 

(hcsdo:GMPCorrespond

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ 
ɫɨɨɬɜɟɬɫɬɜɢɟ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɥɨɳɚɞɤɢ 
ɬɪɟɛɨɜɚɧɢɹɦ ɧɚɞɥɟɠɚɳɟɣ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ 
ɩɪɚɤɬɢɤɢ: 
1 – ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɬɪɟɛɨɜɚɧɢɹɦ; 
0 – ɧɟ ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɬɪɟɛɨɜɚɧɢɹɦ 

1 

2.8. ɇɨɦɟɪ ɞɨɤɭɦɟɧɬɚ ɨ 
ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɥɨɳɚɞɤɢ 
ɬɪɟɛɨɜɚɧɢɹɦ ɧɚɞɥɟɠɚɳɟɣ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ 

(hcsdo:GMPCorrespondDoc

NumberId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɞɨɤɭɦɟɧɬɚ ɨ ɫɨɨɬɜɟɬɫɬɜɢɢ 
ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɥɨɳɚɞɤɢ ɬɪɟɛɨɜɚɧɢɹɦ 
ɧɚɞɥɟɠɚɳɟɣ ɩɪɨɢɡɜɨɞɫɬɜɟɧɧɨɣ ɩɪɚɤɬɢɤɢ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

Ɍɚɛɥɢɰɚ 14 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «ɋɜɟɞɟɧɢɹ ɨ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɟ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ 

(hcsdo:DosageFormCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ ɢɡ ɧɨɦɟɧɤɥɚɬɭɪɵ 
ɥɟɤɚɪɫɬɜɟɧɧɵɯ ɮɨɪɦ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɛ) ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ (ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ МoНОLТsЭIН) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2057» 1 

2. ɇɚɢɦɟɧɨɜɚɧɢɟ ɥɟɤɚɪɫɬɜɟɧɧɨɣ 
ɮɨɪɦɵ 

(hcsdo:DosageFormName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «1. Ʉɨɞ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ» 
ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 
ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

3. Ⱦɨɩɨɥɧɢɬɟɥɶɧɵɟ ɩɪɢɡɧɚɤɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ 

(hccdo:DosageFormAdditional

FeaturesDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɩɨɥɧɢɬɟɥɶɧɵɯ 
ɩɪɢɡɧɚɤɚɯ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ 
ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ ɪɟɤɜɢɡɢɬɨɜ 3.1 – 3.8 

0..1 

3.1. ɉɪɢɡɧɚɤ ɞɨɡɢɪɨɜɚɧɧɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ 

(hcsdo:DosedIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ 
ɞɨɡɢɪɨɜɚɧɧɨɫɬɶ ɥɟɤɚɪɫɬɜɟɧɧɨɣ ɮɨɪɦɵ: 
1 – ɥɟɤɚɪɫɬɜɟɧɧɚɹ ɮɨɪɦɚ ɞɨɡɢɪɨɜɚɧɚ; 
0 – ɥɟɤɚɪɫɬɜɟɧɧɚɹ ɮɨɪɦɚ ɧɟ ɞɨɡɢɪɨɜɚɧɚ 

0..1 

3.2. ɉɪɢɡɧɚɤ ɩɪɢɦɟɧɢɦɨɫɬɢ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɭ 
ɞɟɬɟɣ 

(hcsdo:ChildIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ 
ɩɪɢɦɟɧɢɦɨɫɬɶ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɭ 
ɞɟɬɟɣ: 
1 – ɩɪɢɦɟɧɹɟɬɫɹ ɭ ɞɟɬɟɣ; 
0 – ɧɟ ɩɪɢɦɟɧɹɟɬɫɹ ɭ ɞɟɬɟɣ 

0..1 

3.3. ɉɪɢɡɧɚɤ ɧɚɥɢɱɢɹ ɫɚɯɚɪɚ ɜ 
ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ 

(hcsdo:SugarIndicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ ɧɚɥɢɱɢɟ 
ɫɚɯɚɪɚ ɜ ɥɟɤɚɪɫɬɜɟɧɧɨɦ ɩɪɟɩɚɪɚɬɟ: 
1 – ɫɚɯɚɪ ɩɪɢɫɭɬɫɬɜɭɟɬ; 
0 – ɫɚɯɚɪ ɨɬɫɭɬɫɬɜɭɟɬ 

0..1 

3.4. Ɉɩɢɫɚɧɢɟ 
ɜɤɭɫɨɚɪɨɦɚɬɢɱɟɫɤɨɣ ɞɨɛɚɜɤɢ 

(hcsdo:TasteAromaAdditive

Text) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɜɤɭɫɨɚɪɨɦɚɬɢɱɟɫɤɨɣ 
ɞɨɛɚɜɤɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  

250 ɫɢɦɜɨɥɨɜ 

0..* 

3.5. Ɉɩɢɫɚɧɢɟ ɩɪɢɪɨɞɵ 
ɪɚɫɬɜɨɪɢɬɟɥɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:SolventText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɩɪɢɪɨɞɵ ɪɚɫɬɜɨɪɢɬɟɥɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 1 000 ɫɢɦɜɨɥɨɜ 

0..1 

3.6. Ɉɩɢɫɚɧɢɟ ɫɵɪɶɟɜɨɣ ɱɚɫɬɢ 
ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɢɧɝɪɟɞɢɟɧɬɚ 

(hcsdo:RawPartMaterialText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɫɵɪɶɟɜɨɣ ɱɚɫɬɢ 
ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɢɧɝɪɟɞɢɟɧɬɚ, ɜɯɨɞɹɳɟɝɨ ɜ 
ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 1 000 ɫɢɦɜɨɥɨɜ 

0..1 

3.7. Ʉɨɞ ɫɬɟɩɟɧɢ 
ɢɡɦɟɥɶɱɟɧɧɨɫɬɢ ɫɵɪɶɟɜɨɣ 
ɱɚɫɬɢ ɪɚɫɬɢɬɟɥɶɧɨɝɨ 
ɢɧɝɪɟɞɢɟɧɬɚ 

(hcsdo:DegreeRefinementRaw

MaterialCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɫɬɟɩɟɧɢ 
ɢɡɦɟɥɶɱɟɧɧɨɫɬɢ ɫɵɪɶɟɜɨɣ ɱɚɫɬɢ 
ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɢɧɝɪɟɞɢɟɧɬɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ 
ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01 – ɰɟɥɶɧɨɟ; 
02 – ɢɡɦɟɥɶɱɟɧɧɨɟ; 
03 – ɩɨɪɨɲɨɤ; 
99 – ɞɪɭɝɨɟ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

3.8. ɇɚɢɦɟɧɨɜɚɧɢɟ ɫɬɟɩɟɧɢ 
ɢɡɦɟɥɶɱɟɧɧɨɫɬɢ ɫɵɪɶɟɜɨɣ 
ɱɚɫɬɢ ɪɚɫɬɢɬɟɥɶɧɨɝɨ 
ɢɧɝɪɟɞɢɟɧɬɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:DegreeRefinementRaw

MaterialName) 

ɟɫɥɢ ɡɧɚɱɟɧɢɟ ɪɟɤɜɢɡɢɬɚ «3.7. Ʉɨɞ ɫɬɟɩɟɧɢ 
ɢɡɦɟɥɶɱɟɧɧɨɫɬɢ ɫɵɪɶɟɜɨɣ ɱɚɫɬɢ 
ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɢɧɝɪɟɞɢɟɧɬɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ» ɫɨɨɬɜɟɬɫɬɜɭɟɬ ɡɧɚɱɟɧɢɸ «ɞɪɭɝɨɟ», 
ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɫɬɟɩɟɧɢ 
ɢɡɦɟɥɶɱɟɧɧɨɫɬɢ ɫɵɪɶɟɜɨɣ ɱɚɫɬɢ 
ɪɚɫɬɢɬɟɥɶɧɨɝɨ ɢɧɝɪɟɞɢɟɧɬɚ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  

500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

Ɍɚɛɥɢɰɚ 15 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «Ⱥɞɪɟɫ» (ɪɚɫɲɢɪɟɧɧɚɹ ɪɟɞɚɤɰɢɹ) 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɜɢɞɚ ɚɞɪɟɫɚ 

(csdo:AddressKindCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞ ɜɢɞɚ ɚɞɪɟɫɚ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɜɢɞɨɜ 
ɚɞɪɟɫɨɜ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ 
ɡɧɚɱɟɧɢɣ: 
1 – ɚɞɪɟɫ ɪɟɝɢɫɬɪɚɰɢɢ; 
2 – ɮɚɤɬɢɱɟɫɤɢɣ ɚɞɪɟɫ; 
3 – ɩɨɱɬɨɜɵɣ ɚɞɪɟɫ 

0..1 

2. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountry

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ ɢɡ 
ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 
ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

3. Ʉɨɞ ɬɟɪɪɢɬɨɪɢɢ 

(csdo:TerritoryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞ ɟɞɢɧɢɰɵ ɚɞɦɢɧɢɫɬɪɚɬɢɜɧɨ-

ɬɟɪɪɢɬɨɪɢɚɥɶɧɨɝɨ ɞɟɥɟɧɢɹ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 17 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

4. Ɋɟɝɢɨɧ 

(csdo:RegionName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɪɟɝɢɨɧɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

5. Ɋɚɣɨɧ 

(csdo:DistrictName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɪɚɣɨɧɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

6. Ƚɨɪɨɞ 

(csdo:CityName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɝɨɪɨɞɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

7. ɇɚɫɟɥɟɧɧɵɣ ɩɭɧɤɬ 

(csdo:SettlementName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «6. Ƚɨɪɨɞ» ɧɟ ɡɚɩɨɥɧɟɧ ɭɤɚɡɵɜɚɟɬɫɹ 
ɧɚɢɦɟɧɨɜɚɧɢɟ ɧɚɫɟɥɟɧɧɨɝɨ ɩɭɧɤɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

8. ɍɥɢɰɚ 

(csdo:StreetName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɭɥɢɰɵ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 120 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ 
ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

9. ɇɨɦɟɪ ɞɨɦɚ 

(csdo:BuildingNumberId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɛɨɡɧɚɱɟɧɢɟ ɞɨɦɚ, ɤɨɪɩɭɫɚ, ɫɬɪɨɟɧɢɹ ɜ 
ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

10. ɇɨɦɟɪ ɩɨɦɟɳɟɧɢɹ 

(csdo:RoomNumberId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɛɨɡɧɚɱɟɧɢɟ ɨɮɢɫɚ ɢɥɢ ɤɜɚɪɬɢɪɵ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

11. ɉɨɱɬɨɜɵɣ ɢɧɞɟɤɫ 

(csdo:PostCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɨɱɬɨɜɵɣ ɢɧɞɟɤɫ ɩɪɟɞɩɪɢɹɬɢɹ ɩɨɱɬɨɜɨɣ 
ɫɜɹɡɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ, ɫɨɫɬɨɹɳɟɣ ɢɡ 
ɡɚɝɥɚɜɧɵɯ ɛɭɤɜ ɥɚɬɢɧɫɤɨɝɨ ɚɥɮɚɜɢɬɚ ɢɥɢ ɰɢɮɪ, 
ɤɨɬɨɪɵɟ ɦɨɝɭɬ ɪɚɡɞɟɥɹɬɶɫɹ ɞɟɮɢɫɨɦ  

0..1 

12. ɇɨɦɟɪ ɚɛɨɧɟɧɬɫɤɨɝɨ 
ɹɳɢɤɚ 

(csdo:PostOfficeBoxId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɚɛɨɧɟɧɬɫɤɨɝɨ ɹɳɢɤɚ ɧɚ 
ɩɪɟɞɩɪɢɹɬɢɢ ɩɨɱɬɨɜɨɣ ɫɜɹɡɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 20 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

13. Ⱥɞɪɟɫ ɜ ɬɟɤɫɬɨɜɨɣ 
ɮɨɪɦɟ 

(csdo:AddressText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɚɞɪɟɫ ɜ ɬɟɤɫɬɨɜɨɣ ɮɨɪɦɟ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 1 000 ɫɢɦɜɨɥɨɜ 

0..1 

Ɍɚɛɥɢɰɚ 16 

Ɉɩɢɫɚɧɢɟ ɫɨɫɬɚɜɚ ɪɟɤɜɢɡɢɬɚ «Ʉɨɥɢɱɟɫɬɜɨ ɜ ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɥɢɱɟɫɬɜɨ ɜ ɭɩɚɤɨɜɤɟ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:PackageMeasure) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɥɢɱɟɫɬɜɨ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ 
ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɟ ɜ ɜɢɞɟ ɱɢɫɥɚ ɜ ɞɟɫɹɬɢɱɧɨɣ 
ɫɢɫɬɟɦɟ ɫɱɢɫɥɟɧɢɹ, ɫɨɞɟɪɠɚɳɟɝɨ ɧɟ ɛɨɥɟɟ 24 
ɪɚɡɪɹɞɨɜ, ɫ ɬɨɱɧɨɫɬɶɸ ɧɟ ɛɨɥɟɟ ɱɟɦ ɞɨ 6-ɝɨ ɡɧɚɤɚ 

0..1 

 ɚ) ɟɞɢɧɢɰɚ ɢɡɦɟɪɟɧɢɹ 

(ɚɬɪɢɛɭɬ measurement

UnitCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɛɭɤɜɟɧɧɨ-ɰɢɮɪɨɜɨɣ ɤɨɞ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɤɥɚɫɫɢɮɢɤɚɬɨɪɨɦ ɟɞɢɧɢɰ 
ɢɡɦɟɪɟɧɢɹ ɈɈɇ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 ɛ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɟɞɢɧɢɰ 
ɢɡɦɟɪɟɧɢɹ ɜ ɫɢɫɬɟɦɟ ɟɞɢɧɨɣ ɧɨɪɦɚɬɢɜɧɨ-ɫɩɪɚɜɨɱɧɨɣ 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ measurement

UnitCodeListId) 

ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 
ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

2. ɇɢɠɧɹɹ ɝɪɚɧɢɰɚ 
ɢɧɬɟɪɜɚɥɚ ɤɨɥɢɱɟɫɬɜɚ ɜ 
ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:PackageLowerLimit

Measure) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɢɠɧɹɹ ɝɪɚɧɢɰɚ ɢɧɬɟɪɜɚɥɚ ɤɨɥɢɱɟɫɬɜɚ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɟ ɜ 
ɜɢɞɟ ɱɢɫɥɚ ɜ ɞɟɫɹɬɢɱɧɨɣ ɫɢɫɬɟɦɟ ɫɱɢɫɥɟɧɢɹ, 

ɫɨɞɟɪɠɚɳɟɝɨ ɧɟ ɛɨɥɟɟ 24 ɪɚɡɪɹɞɨɜ, ɫ ɬɨɱɧɨɫɬɶɸ ɧɟ 
ɛɨɥɟɟ ɱɟɦ ɞɨ 6-ɝɨ ɡɧɚɤɚ 

0..1 

 ɚ) ɟɞɢɧɢɰɚ ɢɡɦɟɪɟɧɢɹ 

(ɚɬɪɢɛɭɬ measurement

UnitCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɛɭɤɜɟɧɧɨ-ɰɢɮɪɨɜɨɣ ɤɨɞ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɤɥɚɫɫɢɮɢɤɚɬɨɪɨɦ ɟɞɢɧɢɰ 
ɢɡɦɟɪɟɧɢɹ ɈɈɇ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 ɛ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ measurement

UnitCodeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɟɞɢɧɢɰ 
ɢɡɦɟɪɟɧɢɹ ɜ ɫɢɫɬɟɦɟ ɟɞɢɧɨɣ ɧɨɪɦɚɬɢɜɧɨ-ɫɩɪɚɜɨɱɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 
ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

3. ȼɟɪɯɧɹɹ ɝɪɚɧɢɰɚ 
ɢɧɬɟɪɜɚɥɚ ɤɨɥɢɱɟɫɬɜɚ ɜ 
ɭɩɚɤɨɜɤɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:PackageUpperLimit

Measure) 

ɭɤɚɡɵɜɚɟɬɫɹ ɜɟɪɯɧɹɹ ɝɪɚɧɢɰɚ ɢɧɬɟɪɜɚɥɚ ɤɨɥɢɱɟɫɬɜɚ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɜ ɩɟɪɜɢɱɧɨɣ ɭɩɚɤɨɜɤɟ ɜ 
ɜɢɞɟ ɱɢɫɥɚ ɜ ɞɟɫɹɬɢɱɧɨɣ ɫɢɫɬɟɦɟ ɫɱɢɫɥɟɧɢɹ, 

ɫɨɞɟɪɠɚɳɟɝɨ ɧɟ ɛɨɥɟɟ 24 ɪɚɡɪɹɞɨɜ, ɫ ɬɨɱɧɨɫɬɶɸ ɧɟ 
ɛɨɥɟɟ ɱɟɦ ɞɨ 6-ɝɨ ɡɧɚɤɚ 

0..1 

 ɚ) ɟɞɢɧɢɰɚ ɢɡɦɟɪɟɧɢɹ 

(ɚɬɪɢɛɭɬ measurement

UnitCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɛɭɤɜɟɧɧɨ-ɰɢɮɪɨɜɨɣ ɤɨɞ ɟɞɢɧɢɰɵ 
ɢɡɦɟɪɟɧɢɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɤɥɚɫɫɢɮɢɤɚɬɨɪɨɦ ɟɞɢɧɢɰ 
ɢɡɦɟɪɟɧɢɹ ɈɈɇ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 ɛ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 
ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ measurement

UnitCodeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɟɞɢɧɢɰ 
ɢɡɦɟɪɟɧɢɹ ɜ ɫɢɫɬɟɦɟ ɟɞɢɧɨɣ ɧɨɪɦɚɬɢɜɧɨ-ɫɩɪɚɜɨɱɧɨɣ 
ɢɧɮɨɪɦɚɰɢɢ ɋɨɸɡɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 20 
ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

1 

 

Ɍɚɛɥɢɰɚ 17 

Ɍɪɟɛɨɜɚɧɢɹ ɤ ɮɨɪɦɢɪɨɜɚɧɢɸ БML-ɞɨɤɭɦɟɧɬɨɜ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ  
ɫɨ ɫɬɪɭɤɬɭɪɨɣ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ ɨ ɡɚɹɜɥɟɧɢɢ  

ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.017) 

№ 
ɩ/ɩ 

Ɉɛɨɡɧɚɱɟɧɢɟ ɷɥɟɦɟɧɬɚ Ɉɩɢɫɚɧɢɟ 
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№ 
ɩ/ɩ 

Ɉɛɨɡɧɚɱɟɧɢɟ ɷɥɟɦɟɧɬɚ Ɉɩɢɫɚɧɢɟ 

1 2 3 

1 Ʉɨɞ ɢɫɩɨɥɶɡɭɟɦɨɣ ɞɥɹ 
ɮɨɪɦɢɪɨɜɚɧɢɹ  
XML-ɞɨɤɭɦɟɧɬɚ ɫɬɪɭɤɬɭɪɵ 
ɷɥɟɤɬɪɨɧɧɵɯ ɞɨɤɭɦɟɧɬɨɜ (ɫɜɟɞɟɧɢɣ)  
ɜ ɪɟɟɫɬɪɟ ɫɬɪɭɤɬɭɪ ɷɥɟɤɬɪɨɧɧɵɯ 
ɞɨɤɭɦɟɧɬɨɜ ɢ ɫɜɟɞɟɧɢɣ 

R.017 

2 ɂɫɩɨɥɶɡɭɟɦɚɹ ɜɟɪɫɢɹ ɫɬɪɭɤɬɭɪɵ 
ɷɥɟɤɬɪɨɧɧɵɯ ɞɨɤɭɦɟɧɬɨɜ (ɫɜɟɞɟɧɢɣ) 

1.0.0 

3 Ʉɨɪɧɟɜɨɣ ɷɥɟɦɟɧɬ  
XML-ɞɨɤɭɦɟɧɬɚ 

DrugApplicationRegistrationDetails 

4 ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ 
XML-ɞɨɤɭɦɟɧɬɚ 

urn:EEC:R:DrugApplicationRegistrationDetai

ls:v1.0.0 

5 ɂɦɹ ɮɚɣɥɚ XML-ɫɯɟɦɵ EEC_R_ DrugApplicationRegistrationDetails 

_v1.0.0.xsd 

6 ɂɦɩɨɪɬɢɪɭɟɦɵɟ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ ɩɟɪɟɱɟɧɶ ɢɦɩɨɪɬɢɪɭɟɦɵɯ ɩɪɨɫɬɪɚɧɫɬɜ 
ɢɦɟɧ ɩɪɢɜɟɞɟɧ ɜ ɬɚɛɥɢɰɟ 18. 

ɋɢɦɜɨɥɵ «Б.Б.Б» ɜ ɢɦɩɨɪɬɢɪɭɟɦɵɯ 
ɩɪɨɫɬɪɚɧɫɬɜɚɯ ɢɦɟɧ ɫɨɨɬɜɟɬɫɬɜɭɸɬ 
ɧɨɦɟɪɚɦ ɜɟɪɫɢɣ ɛɚɡɢɫɧɨɣ ɦɨɞɟɥɢ ɞɚɧɧɵɯ 
ɢ ɦɨɞɟɥɢ ɞɚɧɧɵɯ ɩɪɟɞɦɟɬɧɨɣ ɨɛɥɚɫɬɢ, 
ɢɫɩɨɥɶɡɨɜɚɧɧɵɯ ɩɪɢ ɪɚɡɪɚɛɨɬɤɟ ɫɯɟɦ 
ɫɬɪɭɤɬɭɪɵ ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ 
(ɫɜɟɞɟɧɢɣ) ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɩɭɧɤɬɨɦ   Ɋɟɲɟɧɢɹ Ʉɨɥɥɟɝɢɢ ȿɜɪɚɡɢɣɫɤɨɣ 
ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ ɨɬ           ɝ. №     

Ɍɚɛɥɢɰɚ 18 

ɂɦɩɨɪɬɢɪɭɟɦɵɟ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ 

№ 

ɩ/ɩ 

ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ ɉɪɟɮɢɤɫ 

1 2 3 

1 urn:EEC:M:ComplexDataObjects:vX.X.X ccdo 

2 urn:EEC:M:HC:ComplexDataObjects:vX.X.X hccdo 

3 urn:EEC:M:HC:SimpleDataObjects:vX.X.X hcsdo 
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№ 

ɩ/ɩ 

ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ ɉɪɟɮɢɤɫ 

4 urn:EEC:M:SimpleDataObjects:vX.X.X csdo 

III. Ɍɪɟɛɨɜɚɧɢɹ ɤ ɫɬɪɭɤɬɭɪɟ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ  

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» (R.022) 

15. ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɢ ɨɛɳɢɟ ɬɪɟɛɨɜɚɧɢɹ ɤ ɡɚɩɨɥɧɟɧɢɸ 

ɪɟɤɜɢɡɢɬɨɜ ɫɬɪɭɤɬɭɪɵ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 

ɩɪɟɩɚɪɚɬɚ» ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 19.  

16. ɉɪɢ ɩɪɟɞɫɬɚɜɥɟɧɢɢ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ ɞɨɤɭɦɟɧɬɨɜ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ, ɞɥɹ ɤɨɬɨɪɵɯ ɧɟ ɨɩɪɟɞɟɥɟɧɵ ɬɪɟɛɨɜɚɧɢɹ ɤ 

ɫɬɪɭɤɬɭɪɟ, ɜɤɥɸɱɟɧɧɵɣ ɜ ɫɨɫɬɚɜ ɫɬɪɭɤɬɭɪɵ «ɋɜɟɞɟɧɢɹ 

ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 

ɩɪɟɩɚɪɚɬɚ» (R.022) ɮɚɣɥ ɜ ɮɨɪɦɚɬɟ *.pdf ɞɨɥɠɟɧ ɫɨɞɟɪɠɚɬɶ ɬɟɤɫɬɨɜɵɣ 

ɫɥɨɣ.  

17. Ɍɪɟɛɨɜɚɧɢɹ ɤ ɮɨɪɦɢɪɨɜɚɧɢɸ XML-ɞɨɤɭɦɟɧɬɚ, ɢɦɟɸɳɟɝɨ 

ɭɤɚɡɚɧɧɭɸ ɫɬɪɭɤɬɭɪɭ, ɩɪɢɜɟɞɟɧɵ ɜ ɬɚɛɥɢɰɟ 20. 

Ɍɚɛɥɢɰɚ 19 

ɋɨɫɬɚɜ ɪɟɤɜɢɡɢɬɨɜ ɫɬɪɭɤɬɭɪɵ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ  

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ» 

ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

1. Ʉɨɞ ɷɥɟɤɬɪɨɧɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) 
(csdo:EDocCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɷɥɟɤɬɪɨɧɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɪɟɟɫɬɪɨɦ 
ɫɬɪɭɤɬɭɪ ɷɥɟɤɬɪɨɧɧɵɯ ɞɨɤɭɦɟɧɬɨɜ ɢ ɫɜɟɞɟɧɢɣ 

1 

2. ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ 
(ɫɜɟɞɟɧɢɣ) 
(csdo:EDocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɫɬɪɨɤɚ ɫɢɦɜɨɥɨɜ, ɨɞɧɨɡɧɚɱɧɨ 
ɢɞɟɧɬɢɮɢɰɢɪɭɸɳɚɹ ɷɥɟɤɬɪɨɧɧɵɣ ɞɨɤɭɦɟɧɬ 
(ɫɜɟɞɟɧɢɹ) 

1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

3. ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɢɫɯɨɞɧɨɝɨ ɷɥɟɤɬɪɨɧɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) 
(csdo:EDocRefId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɢɞɟɧɬɢɮɢɤɚɬɨɪ ɷɥɟɤɬɪɨɧɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ), ɜ ɨɬɜɟɬ ɧɚ ɤɨɬɨɪɵɣ ɛɵɥ 
ɫɮɨɪɦɢɪɨɜɚɧ ɞɚɧɧɵɣ ɷɥɟɤɬɪɨɧɧɵɣ ɞɨɤɭɦɟɧɬ 
(ɫɜɟɞɟɧɢɹ) 

0..1 

4. Ⱦɚɬɚ ɢ ɜɪɟɦɹ 
ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ 
(ɫɜɟɞɟɧɢɣ) 
(csdo:EDocDateTime) 

ɭɤɚɡɵɜɚɸɬɫɹ ɞɚɬɚ ɢ ɜɪɟɦɹ ɫɨɡɞɚɧɢɹ ɷɥɟɤɬɪɨɧɧɨɝɨ 
ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) 

1 

5. Ʉɨɞ ɫɬɪɚɧɵ 

(csdo:UnifiedCountryCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɜɭɯɛɭɤɜɟɧɧɵɣ ɤɨɞ ɫɬɪɚɧɵ, 
ɧɚɩɪɚɜɢɜɲɟɣ ɞɨɤɭɦɟɧɬ, ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɫɬɪɚɧ 
ɦɢɪɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ ɫɬɚɧɞɚɪɬɨɦ ISO 3166-1 ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

1 

 ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «P.CLS.019» 1 

6. ɉɨɪɹɞɤɨɜɵɣ ɧɨɦɟɪ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:RegistrationNumber

Id) 

ɭɤɚɡɵɜɚɟɬɫɹ ɲɟɫɬɢɫɢɦɜɨɥɶɧɵɣ ɰɢɮɪɨɜɨɣ 
ɩɨɪɹɞɤɨɜɵɣ ɧɨɦɟɪ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɭɞɨɫɬɨɜɟɪɟɧɢɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ ɛɟɡ 
ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ 
ɬɚɛɭɥɹɰɢɢ 

0..1 

7. ɇɨɦɟɪ ɡɚɹɜɥɟɧɢɹ ɨ 

ɪɟɝɢɫɬɪɚɰɢɢ 

ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ 

(hcsdo:ApplicationId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɡɚɹɜɥɟɧɢɹ ɨ ɪɟɝɢɫɬɪɚɰɢɢ ɢɥɢ 
ɩɪɨɜɟɞɟɧɢɟ ɢɧɵɯ ɩɪɨɰɟɞɭɪ, ɫɜɹɡɚɧɧɵɯ ɫ 
ɪɟɝɢɫɬɪɚɰɢɟɣ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ ɩɪɟɩɚɪɚɬɚ, ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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8. Ʉɨɞ ɜɢɞɚ ɩɪɨɰɟɞɭɪɵ 
ɪɟɝɢɫɬɪɚɰɢɢ 

(hcsdo:RegistrationKind

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɩɪɨɰɟɞɭɪɵ 
ɪɟɝɢɫɬɪɚɰɢɢ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ 
ɡɧɚɱɟɧɢɣ: 
01 – ɩɪɨɰɟɞɭɪɚ ɜɡɚɢɦɧɨɝɨ ɩɪɢɡɧɚɧɢɹ; 
02 –ɞɟɰɟɧɬɪɚɥɢɡɨɜɚɧɧɚɹ ɩɪɨɰɟɞɭɪɚ 

0..1 

9. ɋɜɟɞɟɧɢɹ ɨ ɞɨɤɭɦɟɧɬɟ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 
(ɞɟɥɚ) 
(hccdo:RegistrationDossier

DocDetails) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɞɨɤɭɦɟɧɬɟ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɥɢɛɨ ɨ ɞɨɤɭɦɟɧɬɟ, 
ɨɮɨɪɦɥɟɧɧɨɦ ɩɪɢ ɪɚɫɫɦɨɬɪɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɞɨɫɶɟ. Ɋɟɤɜɢɡɢɬ ɫɨɫɬɨɢɬ ɢɡ ɡɧɚɱɟɧɢɣ ɜɥɨɠɟɧɧɵɯ 
ɪɟɤɜɢɡɢɬɨɜ 9.1 – 9.13 
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 9.1. ɉɪɢɡɧɚɤ 
ɩɪɢɧɚɞɥɟɠɧɨɫɬɢ 
ɞɨɤɭɦɟɧɬɚ ɤ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦɭ ɞɨɫɶɟ 

(hcsdo:RegistrationFile

Indicator) 

ɭɤɚɡɵɜɚɟɬɫɹ ɩɪɢɡɧɚɤ, ɨɩɪɟɞɟɥɹɸɳɢɣ 
ɩɪɢɧɚɞɥɟɠɧɨɫɬɶ ɞɨɤɭɦɟɧɬɚ ɤ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɦɭ 
ɞɨɫɶɟ: 
1 – ɞɨɤɭɦɟɧɬ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ; 
0 – ɞɨɤɭɦɟɧɬ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 9.2. ɇɨɦɟɪ ɞɨɤɭɦɟɧɬɚ 

(csdo:DocId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɨɦɟɪ ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɞɟɥɚ (ɞɨɫɶɟ) ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
50 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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 9.3. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɞɨɤɭɦɟɧɬɚ 

(csdo:DocName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɮɚɣɥɚ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ (ɞɨɫɶɟ) ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ. Ⱦɥɹ 
ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɮɨɪɦɚɬ 
ɧɚɢɦɟɧɨɜɚɧɢɹ: «name.ext», ɝɞɟ name – 

ɩɨɫɥɟɞɨɜɚɬɟɥɶɧɨɫɬɶ ɫɬɪɨɱɧɵɯ ɥɚɬɢɧɫɤɢɯ ɛɭɤɜ ɢ 
ɚɪɚɛɫɤɢɯ ɰɢɮɪ, ɩɨ ɧɟɨɛɯɨɞɢɦɨɫɬɢ  ɪɚɡɞɟɥɟɧɧɵɯ 
ɞɟɮɢɫɨɦ, ext – ɩɨɫɥɟɞɨɜɚɬɟɥɶɧɨɫɬɶ ɫɬɪɨɱɧɵɯ 
ɥɚɬɢɧɫɤɢɯ ɛɭɤɜ, ɨɩɢɫɵɜɚɸɳɢɯ ɪɚɫɲɢɪɟɧɢɟ ɮɚɣɥɚ 
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 9.4. Ʉɨɞ ɜɢɞɚ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 
ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ 

(hcsdo:DrugRegistration

DocCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ 
ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɢɡ ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ ɜɢɞɨɜ 
ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 10 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ. Ɂɧɚɱɟɧɢɟ ɤɨɞɚ ɜɢɞɚ 
ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɜ ɡɚɜɢɫɢɦɨɫɬɢ ɨɬ ɜɢɞɚ 
ɩɨɞɚɜɚɟɦɨɝɨ ɡɚɹɜɥɟɧɢɹ ɧɚ ɩɪɨɜɟɞɟɧɢɟ ɩɪɨɰɟɞɭɪ 
ɪɟɝɢɫɬɪɚɰɢɢ ɢ ɷɤɫɩɟɪɬɢɡɵ ɥɟɤɚɪɫɬɜɟɧɧɵɯ 
ɩɪɟɩɚɪɚɬɨɜ ɞɥɹ ɦɟɞɢɰɢɧɫɤɨɝɨ ɩɪɢɦɟɧɟɧɢɹ 

ɭɤɚɡɵɜɚɟɬɫɹ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ɉɪɚɜɢɥɚɦɢ 
ɪɟɝɢɫɬɪɚɰɢɢ 
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  ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2058» 1 

 9.5. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ 
ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ 

(hcsdo:DrugRegistration

DocName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «5.4. Ʉɨɞ ɜɢɞɚ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɜɢɞɚ ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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 9.6. Ʉɨɞ ɜɢɞɚ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ 
ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ 

(hcsdo:DrugRegistration

FileCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɰɢɮɪɨɜɨɟ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ 
ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɢɡ ɫɩɪɚɜɨɱɧɢɤɚ ɜɢɞɨɜ 
ɞɨɤɭɦɟɧɬɨɜ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ 5 

ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

  ɚ) ɢɞɟɧɬɢɮɢɤɚɬɨɪ 

ɫɩɪɚɜɨɱɧɢɤɚ 
(ɤɥɚɫɫɢɮɢɤɚɬɨɪɚ) 
(ɚɬɪɢɛɭɬ codeListId) 

ɭɤɚɡɵɜɚɟɬɫɹ ɡɧɚɱɟɧɢɟ «2058» 1 

 9.7. ɇɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ 
ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ 

(hcsdo:DrugRegistration

FileName) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «5.6. Ʉɨɞ ɜɢɞɚ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ 
ɩɪɟɩɚɪɚɬ» ɧɟ ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ 
ɜɢɞɚ ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ ɧɚ 
ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ 
ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, 
ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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 9.8. Ⱦɚɬɚ ɞɨɤɭɦɟɧɬɚ 

(csdo:DocCreationDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɜɵɞɚɱɢ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ (ɞɨɫɶɟ) ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ȽɈɋɌ ɂɋɈ 8601–2001 

1 

 9.9. Ⱦɚɬɚ ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ 
ɞɟɣɫɬɜɢɹ ɞɨɤɭɦɟɧɬɚ 

(csdo:DocValidityDate) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɚɬɚ ɢɫɬɟɱɟɧɢɹ ɫɪɨɤɚ ɞɟɣɫɬɜɢɹ 
ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ (ɞɨɫɶɟ) ɜ 
ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ ȽɈɋɌ ɂɋɈ 8601–2001 
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 9.10. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɯɨɡɹɣɫɬɜɭɸɳɟɝɨ 
ɫɭɛɴɟɤɬɚ 

(csdo:BusinessEntity

Name) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɨɪɝɚɧɢɡɚɰɢɢ, ɜɵɞɚɜɲɟɣ 
ɞɨɤɭɦɟɧɬ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ (ɞɨɫɶɟ) ɜ ɜɢɞɟ 

ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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 9.11. Ɉɩɢɫɚɧɢɟ ɷɥɟɦɟɧɬɚ 
ɞɨɤɭɦɟɧɬɚ  

(hcsdo:DrugAttribute

EnumText) 

ɭɤɚɡɵɜɚɟɬɫɹ ɨɩɢɫɚɧɢɟ ɞɨɩɨɥɧɢɬɟɥɶɧɨɝɨ ɩɪɢɡɧɚɤɚ 
ɞɨɤɭɦɟɧɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ  
4 000 ɫɢɦɜɨɥɨɜ 
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 ɚ) ɤɨɞ ɜɢɞɚ ɷɥɟɦɟɧɬɚ 
ɞɨɤɭɦɟɧɬɚ 

(ɚɬɪɢɛɭɬ DrugAttribute

KindEnumCode) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ 
ɞɨɩɨɥɧɢɬɟɥɶɧɨɝɨ ɩɪɢɡɧɚɤɚ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɢɥɢ ɞɨɤɭɦɟɧɬɚ, 
ɨɮɨɪɦɥɟɧɧɨɝɨ ɩɪɢ ɪɚɫɫɦɨɬɪɟɧɢɢ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ, ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫ 
ɩɟɪɟɱɧɟɦ ɜɨɡɦɨɠɧɵɯ ɡɧɚɱɟɧɢɣ: 
01  – ɫɪɨɤ ɨɬɜɟɬɚ ɧɚ ɡɚɩɪɨɫ; 
02  – ɧɨɦɟɪ ɞɨɤɭɦɟɧɬɚ ɨɫɧɨɜɚɧɢɹ; 
03  – ɜɢɞ ɞɨɤɭɦɟɧɬɚ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ, ɜ 
ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɨɝɨ ɧɚɩɪɚɜɥɹɟɬɫɹ ɡɚɩɪɨɫ; 
04 – ɜɢɞ ɞɨɤɭɦɟɧɬɚ, ɨɮɨɪɦɥɟɧɧɨɝɨ ɩɪɢ 
ɪɚɫɫɦɨɬɪɟɧɢɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ, ɜ 
ɨɬɧɨɲɟɧɢɢ ɤɨɬɨɪɨɝɨ ɧɚɩɪɚɜɥɹɟɬɫɹ ɡɚɩɪɨɫ; 
05 – ɩɭɬɶ ɤ ɮɚɣɥɭ ɜ ɫɬɪɭɤɬɭɪɟ ɞɨɫɶɟ; 
06 – ɢɦɹ ɡɚɦɟɧɹɟɦɨɝɨ ɮɚɣɥɚ; 
99  – ɞɪɭɝɨɟ 

0..1 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 ɛ) ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɷɥɟɦɟɧɬɚ ɞɨɤɭɦɟɧɬɚ 

(ɚɬɪɢɛɭɬ AttributeKind

Name) 

ɟɫɥɢ ɪɟɤɜɢɡɢɬ «ɚ) ɤɨɞ ɜɢɞɚ ɷɥɟɦɟɧɬɚ ɞɨɤɭɦɟɧɬɚ» ɧɟ 
ɡɚɩɨɥɧɟɧ, ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɢɞɚ 
ɷɥɟɦɟɧɬɚ ɞɨɤɭɦɟɧɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɫɢɦɜɨɥɨɜ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 9.12. Ⱦɨɤɭɦɟɧɬ ɜ 
ɛɢɧɚɪɧɨɦ ɮɨɪɦɚɬɟ 

(hcsdo: DocCopyBinary

Text) 

ɭɤɚɡɵɜɚɟɬɫɹ ɫɤɚɧɢɪɨɜɚɧɧɚɹ ɤɨɩɢɹ ɞɨɤɭɦɟɧɬɚ 
ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ (ɞɨɫɶɟ) ɜ ɜɢɞɟ ɤɨɧɟɱɧɨɣ 
ɩɨɫɥɟɞɨɜɚɬɟɥɶɧɨɫɬɢ ɞɜɨɢɱɧɵɯ ɨɤɬɟɬɨɜ (ɛɚɣɬɨɜ) 

0..1 

  ɚ) ɤɨɞ ɮɨɪɦɚɬɚ ɞɚɧɧɵɯ 

(ɚɬɪɢɛɭɬ mediaType

Code) 

ɭɤɚɡɵɜɚɟɬɫɹ ɤɨɞɨɜɨɟ ɨɛɨɡɧɚɱɟɧɢɟ ɜɢɞɚ ɮɨɪɦɚɬɚ 
ɞɚɧɧɵɯ «*.pdf» 

1 

 9.13. Ⱦɨɤɭɦɟɧɬ ɜ ɮɨɪɦɚɬɟ 
XML 

(ccdo:AnyDetails) 

ɭɤɚɡɵɜɚɟɬɫɹ ɞɨɤɭɦɟɧɬ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɟɥɚ 
(ɞɨɫɶɟ) ɜ ɮɨɪɦɚɬɟ XML ɜ ɜɢɞɟ ɤɨɧɟɱɧɨɣ 
ɩɨɫɥɟɞɨɜɚɬɟɥɶɧɨɫɬɢ ɞɜɨɢɱɧɵɯ ɨɤɬɟɬɨɜ (ɛɚɣɬɨɜ) 

0..1 

  9.13.1. XML-ɞɨɤɭɦɟɧɬ ɭɤɚɡɵɜɚɟɬɫɹ XML-ɞɨɤɭɦɟɧɬ ɩɪɨɢɡɜɨɥɶɧɨɣ 
ɫɬɪɭɤɬɭɪɵ 

1..* 

 9.14. ɉɨɫɥɟɞɨɜɚɬɟɥɶɧɨɫɬɶ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɞɨɫɶɟ 

(hcsdo:SubmissionSequenc

e) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɤɚɠɞɨɦ ɩɪɟɞɫɬɚɜɥɟɧɢɢ 
ɞɨɫɶɟ ɜ ɜɢɞɟ 4-ɯ ɚɪɚɛɫɤɢɯ ɰɢɮɪ, ɞɥɹ ɩɟɪɜɢɱɧɨɝɨ 
ɩɪɟɞɫɬɚɜɥɟɧɢɹ ɞɨɫɶɟ ɭɤɚɡɵɜɚɟɬɫɹ «0000» 

0..1 

 9.15. Ⱥɬɪɢɛɭɬ ɨɩɟɪɚɰɢɢ 

(hcsdo:OperationAtribute) 

ɭɤɚɡɵɜɚɸɬɫɹ ɫɜɟɞɟɧɢɹ ɨ ɜɵɩɨɥɧɹɟɦɨɣ ɧɚɞ 
ɞɨɤɭɦɟɧɬɨɦ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɨɩɟɪɚɰɢɢ 
ɫɨɝɥɚɫɧɨ ɩɟɪɟɱɧɸ ɡɧɚɱɟɧɢɣ, ɩɪɢɜɟɞɟɧɧɵɯ ɧɢɠɟ: 
new – ɧɨɜɵɣ ɮɚɣɥ; 
append – ɞɨɛɚɜɥɟɧɢɟ ɮɚɣɥɚ; 
replace – ɡɚɦɟɧɚ ɮɚɣɥɚ; 
delete – ɭɞɚɥɟɧɢɟ ɮɚɣɥɚ 

0..1 

 9.16. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ 
ɫɭɛɫɬɚɧɰɢɢ 

(hcsdo:ActiveSubstance

Name) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɚɤɬɢɜɧɨɣ 
ɮɚɪɦɚɰɟɜɬɢɱɟɫɤɨɣ ɫɭɛɫɬɚɧɰɢɢ ɜ ɜɢɞɟ ɫɬɪɨɤɢ 
ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 

 9.17. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ 
ɜɟɳɟɫɬɜɚ, ɜɯɨɞɹɳɟɝɨ ɜ 
ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:AuxiliarySubstance

Name) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɜɫɩɨɦɨɝɚɬɟɥɶɧɨɝɨ 
ɜɟɳɟɫɬɜɚ, ɜɯɨɞɹɳɟɝɨ ɜ ɫɨɫɬɚɜ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ, ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 500 
ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ 
ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 
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ɇɚɢɦɟɧɨɜɚɧɢɟ ɪɟɤɜɢɡɢɬɚ ɉɪɚɜɢɥɨ ɡɚɩɨɥɧɟɧɢɹ ɪɟɤɜɢɡɢɬɚ Ɇɧ. 

 9.18. ɇɚɡɜɚɧɢɟ 
ɪɚɫɬɜɨɪɢɬɟɥɹ 
ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ 

(hcsdo:SolventName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɡɜɚɧɢɟ ɪɚɫɬɜɨɪɢɬɟɥɹ ɥɟɤɚɪɫɬɜɟɧɧɨɝɨ 
ɩɪɟɩɚɪɚɬɚ ɜ ɜɢɞɟ ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 250 

ɫɢɦɜɨɥɨɜ 

0..1 

 9.19. Ɉɩɢɫɚɧɢɟ 
ɩɨɤɚɡɚɧɢɣ ɤ ɩɪɢɦɟɧɟɧɢɸ 

(hcsdo:IndicationText) 

ɭɤɚɡɵɜɚɸɬɫɹ ɩɨɤɚɡɚɧɢɹ ɤ ɩɪɢɦɟɧɟɧɢɸ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 4 000 ɫɢɦɜɨɥɨɜ 

0..1 

 9.20. ɇɚɢɦɟɧɨɜɚɧɢɟ 
ɫɭɛɴɟɤɬɚ 

(csdo:SubjectName) 

ɭɤɚɡɵɜɚɟɬɫɹ ɧɚɢɦɟɧɨɜɚɧɢɟ ɩɪɨɢɡɜɨɞɢɬɟɥɹ ɜ ɜɢɞɟ 
ɫɬɪɨɤɢ ɞɥɢɧɨɣ ɧɟ ɛɨɥɟɟ 300 ɫɢɦɜɨɥɨɜ ɛɟɡ ɫɢɦɜɨɥɨɜ 
ɪɚɡɪɵɜɚ ɫɬɪɨɤɢ, ɩɟɪɟɜɨɞɚ ɤɚɪɟɬɤɢ ɢ ɬɚɛɭɥɹɰɢɢ 

0..1 
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Ɍɚɛɥɢɰɚ 20 

Ɍɪɟɛɨɜɚɧɢɹ ɤ ɮɨɪɦɢɪɨɜɚɧɢɸ БML-ɞɨɤɭɦɟɧɬɚ ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ ɫɨ 
ɫɬɪɭɤɬɭɪɨɣ ɞɨɤɭɦɟɧɬɚ ɜ ɷɥɟɤɬɪɨɧɧɨɦ ɜɢɞɟ «ɋɜɟɞɟɧɢɹ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ 
ɞɟɥɚ ɢɥɢ ɪɟɝɢɫɬɪɚɰɢɨɧɧɨɝɨ ɞɨɫɶɟ ɧɚ ɥɟɤɚɪɫɬɜɟɧɧɵɣ ɩɪɟɩɚɪɚɬ» (R.022) 

№ 
ɩ/ɩ 

Ɉɛɨɡɧɚɱɟɧɢɟ ɷɥɟɦɟɧɬɚ Ɉɩɢɫɚɧɢɟ 

1 2 3 

1 Ʉɨɞ ɢɫɩɨɥɶɡɭɟɦɨɣ ɞɥɹ 
ɮɨɪɦɢɪɨɜɚɧɢɹ  
XML-ɞɨɤɭɦɟɧɬɚ 
ɫɬɪɭɤɬɭɪɵ ɷɥɟɤɬɪɨɧɧɵɯ 
ɞɨɤɭɦɟɧɬɨɜ (ɫɜɟɞɟɧɢɣ)  
ɜ ɪɟɟɫɬɪɟ ɫɬɪɭɤɬɭɪ 
ɷɥɟɤɬɪɨɧɧɵɯ ɞɨɤɭɦɟɧɬɨɜ 
ɢ ɫɜɟɞɟɧɢɣ 

R.022 

2 ɂɫɩɨɥɶɡɭɟɦɚɹ ɜɟɪɫɢɹ 
ɫɬɪɭɤɬɭɪɵ ɷɥɟɤɬɪɨɧɧɵɯ 
ɞɨɤɭɦɟɧɬɨɜ (ɫɜɟɞɟɧɢɣ) 

1.0.0 

3 Ʉɨɪɧɟɜɨɣ ɷɥɟɦɟɧɬ  
XML-ɞɨɤɭɦɟɧɬɚ 

DrugRegistrationDocDossierContentDetails 

4 ɂɞɟɧɬɢɮɢɤɚɬɨɪ 
ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ XML-

ɞɨɤɭɦɟɧɬɚ 

urn:EEC:R:DrugRegistrationDocDossierContentDetails: 

v1.0.0 

5 ɂɦɹ ɮɚɣɥɚ XML-ɫɯɟɦɵ EEC_R_DrugRegistrationDocDossierContentDetails 

_v1.0.0.xsd 

6 ɂɦɩɨɪɬɢɪɭɟɦɵɟ 
ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ 

ɩɟɪɟɱɟɧɶ ɢɦɩɨɪɬɢɪɭɟɦɵɯ ɩɪɨɫɬɪɚɧɫɬɜ ɢɦɟɧ ɩɪɢɜɟɞɟɧ 
ɜ ɬɚɛɥɢɰɟ 21. 

ɋɢɦɜɨɥɵ «Б.Б.Б» ɜ ɢɦɩɨɪɬɢɪɭɟɦɵɯ ɩɪɨɫɬɪɚɧɫɬɜɚɯ 
ɢɦɟɧ ɫɨɨɬɜɟɬɫɬɜɭɸɬ ɧɨɦɟɪɚɦ ɜɟɪɫɢɣ ɛɚɡɢɫɧɨɣ ɦɨɞɟɥɢ 
ɞɚɧɧɵɯ ɢ ɦɨɞɟɥɢ ɞɚɧɧɵɯ ɩɪɟɞɦɟɬɧɨɣ ɨɛɥɚɫɬɢ, 
ɢɫɩɨɥɶɡɨɜɚɧɧɵɯ ɩɪɢ ɪɚɡɪɚɛɨɬɤɟ ɫɯɟɦ ɫɬɪɭɤɬɭɪɵ 
ɷɥɟɤɬɪɨɧɧɨɝɨ ɞɨɤɭɦɟɧɬɚ (ɫɜɟɞɟɧɢɣ) ɜ ɫɨɨɬɜɟɬɫɬɜɢɢ  
ɫ ɩɭɧɤɬɨɦ   Ɋɟɲɟɧɢɹ Ʉɨɥɥɟɝɢɢ ȿɜɪɚɡɢɣɫɤɨɣ 
ɷɤɨɧɨɦɢɱɟɫɤɨɣ ɤɨɦɢɫɫɢɢ ɨɬ            ɝ. №     
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Ɍɚɛɥɢɰɚ 21 

ɂɦɩɨɪɬɢɪɭɟɦɵɟ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ 

№ 

ɩ/ɩ 

ɂɞɟɧɬɢɮɢɤɚɬɨɪ ɩɪɨɫɬɪɚɧɫɬɜɚ ɢɦɟɧ ɉɪɟɮɢɤɫ 

1 2 3 

1 urn:EEC:M:ComplexDataObjects:vX.X.X ccdo 

2 urn:EEC:M:HC:ComplexDataObjects:vX.X.X hccdo 

3 urn:EEC:M:HC:SimpleDataObjects:vX.X.X hcsdo 

4 urn:EEC:M:SimpleDataObjects:vX.X.X csdo 

 

 


