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To3u 10KyMeHT e cpeicTBO 3a JOKYMEHTHPaHe U He 00BbP3Ba MHCTHTYLHHTE

> B PETJIAMEHT (EUQO) Ne 2377/90 HA CbBETA
ot 26 ouu 1990 roguna

OTHOCHO YCTAaHOBsiIBaHe Ha mpouexypa Ha OGIIHOCTTAa 3a ompelelisiHe HA MAaKCHMAJIHO
JONMYCTUMUTE TPAHHMIM HA OCTATHYHH BelIECTBA OT BeTEPUHAPHOMEIMIIMHCKH TPOAYKTH B
XpaHUTEe OT KUBOTHHCKHU MPOU3XO]

(OB L 224, 18.8.1990 r., ctp. 1)

W3meHeH ¢
OdunmaneH BECTHHK
Ne CTpaHHUIIa nara
»M1  Commission Regulation (EEC) No 675/92 of 18 March 1992 (*) L73 8 19.3.1992 r.
» M2 Pernmament (EMO) Ne 762/92 na Komucusra ot 27 mapt 1992 roquna L 83 14 28.3.1992 .
»M3 Commission Regulation (EEC) No 3093/92 of 27 October 1992 (*) L 311 18 28.10.1992 r.
» M4 Commission Regulation (EEC) No 895/93 of 16 April 1993 (¥) L 93 10 17.4.1993 .
» M5 Council Regulation (EEC) No 2901/93 of 18 October 1993 (*) L 264 1 23.10.1993 r.
»M6  Commission Regulation (EC) No 3425/93 of 14 December 1993 (*) L 312 12 15.12.1993 r.
»M7  Commission Regulation (EC) No 3426/93 of 14 December 1993 (*) L 312 15 15.12.1993 r.
» M8 Commission Regulation (EC) No 955/94 of 28 April 1994 (*) L 108 8 29.4.1994 r.
»M9  Commission Regulation (EC) No 1430/94 of 22 June 1994 (*) L 156 6 23.6.1994 r.
»M10 Pernament (EO) Ne 2701/94 na Komucusra ot 7 Hoemspu 1994 romuna L 287 7 8.11.1994 r.
»M11 Pernament (EO) Ne 2703/94 na Komucusra ot 7 HoemBpu 1994 rommna L 287 19 8.11.1994 r.
»M12 Pernament (EO) Ne 3059/94 ma Kommcusara or 15 nexemspu 1994 L 323 15 16.12.1994 r.
TOAMHA
»M13 Pernament (EO) Ne 1102/95 na Komucusara ot 16 maii 1995 roguna L 110 9 17.5.1995 r.
»M14 Pernament (EO) Ne 1441/95 na Komucusara or 26 ronu 1995 rommna L 143 22 27.6.1995 .
»M15 Pernament (EO) Ne 1442/95 ma Komucusara or 26 roru 1995 rommna L 143 26 27.6.1995 r.
»M16 Pernament (EO) Ne 1798/95 ma Komucusra ot 25 romu 1995 rogmna L 174 20 26.7.1995 r.
»M17 Pernament (EO) Ne 2796/95 na Kowmmcusita or 4 mexemspu 1995 L 290 1 5.12.1995 r.
ro/IHA
»M18 Pernament (EO) Ne 2804/95 na Kommcusita or 5 nmexemspu 1995 L 291 8 6.12.1995 r.
TOJIMHA
»M19 Pernament (EO) Ne 281/96 ma Komucmsara or 14 despyapu 1996 L 37 9 15.2.1996 r.
TOAMHA
»M20 Pernament (EO) Ne 282/96 ma Komucusara ot 14 despyapu 1996 L 37 12 15.2.1996 r.
roiIuHa
»M21 Pernament (EO) Ne 1140/96 na Komucusara ot 25 ronn 1996 roguna L 151 6 26.6.1996 r.
»M22 Pernament (EO) Ne 1147/96 na Komucusara ot 25 rorn 1996 rommna L 151 26 26.6.1996 r.
»M23 Pernament (EO) Ne 1311/96 ma Kommucusata ot 8 romu 1996 rommma L 170 4 9.7.1996 r.
»M24 Pernament (EO) Ne 1312/96 na KomucusTa ot 8 romu 1996 rogmna L 170 8 9.7.1996 r.
»M25 Pernament (EO) Ne 1433/96 ma Komucusara ot 23 romu 1996 roguna L 184 21 24.7.1996 r.
»>M26 Pernament (EO) Ne 1742/96 nma Kommcmsara or 6 cemrempu 1996 L 226 5 7.9.1996 r.
TOJIMHA

(*) HacrosimsT akT HUKOTa HE € MyOJMKYyBaH Ha OBJITapCKU €3MK
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> M27
> M28
> M29
> M30

»M31
> M32
»M33

> M34
> M35
> M36
> M37
> M3s

» M39
» M40
» M41

» M42
» M43

> Mdd
> Mds
> Md6
> Md7
> Mds
> M49
> M50
> M5!

> M52
> Ms3
> M54
> M55
> Ms6
> Ms7

> Ms8
> M59
> M60
> Mot
> M62
> M63
> Mod

Pernament (EO) No 1798/96 ma Kommcumsra or 17 centemspu 1996
TOAMHA

Pernament (EO) Ne 2010/96 na Komwucusta ot 21 okromBpu 1996
roJfHa

Permament (EO) Ne 2017/96 na Kowmwmcusita ot 22 oxromBpu 1996
rOJIMHA

Permament (EO) Ne 2034/96 nma Kowmwmcusta ot 24 oxromBpu 1996
roJHa

Pernament (EO) Ne 17/97 na Kommcusita ot 8 sHyapu 1997 romuna
Pernament (EO) Ne 211/97 na Komucusra ot 4 ¢pepyapu 1997 roauna

Pernament (EO) Ne 270/97 na Kowmmucusita ot 14 ¢espyapu 1997
TO/IMHA

Permament (EO) Ne 434/97 na CouBeta oT 3 Mapt 1997 roamHa

Pernament (EO) Ne 716/97 na Komucusita ot 23 anpun 1997 roxuna
Pernament (EO) Ne 748/97 na Komucusita ot 25 anpun 1997 roauna
Pernmament (EO) Ne 749/97 na Kowmwucusita ot 25 anpun 1997 roauna

Permament (EO) Ne 1836/97 na Kommcusra ot 24 centemBpu 1997
roJHa

Pernament (EO) Ne 1837/97 na Komwmcusita ot 24 centempu 1997
roJIfHa

Pernament (EO) No 1838/97 na Komwmcusita ot 24 centempu 1997
roJIHa

Pernament (EO) Ne 1850/97 na Kommucusita ot 25 centemBpu 1997
rO/INHA

Pernament (EO) Ne 121/98 na Kommcusita ot 16 ssHyapu 1998 romuna

Pernament (EO) No 426/98 na Komwmcusita or 23 deBpyapu 1998
roJfHa

Pernament (EO) Ne 613/98 na Kommucwusita or 18 mapr 1998 romuna
Pernmament (EO) Ne 1000/98 na Komucusra ot 13 mait 1998 roauna
Pernament (EO) Ne 1076/98 na Komucusra ot 27 maii 1998 roauna
Pernament (EO) Ne 1191/98 na Komwucusara or 9 ronu 1998 roamna
Commission Regulation (EC) No 1568/98 of 17 July 1998 (*)

Pernament (EO) Ne 1569/98 na Kommucusra ot 17 romu 1998 roxuna
Pernament (EO) Ne 1570/98 na Kommucwusta ot 17 roau 1998 roauna

Pernament (EO) Ne 1916/98 na Komwmcusita ot 9 centemBpu 1998
roJIMHa

Pernament (EO) Ne 1917/98 na Komwmcusita ot 9 centemBpu 1998
roJIHa

Permament (EO) Ne 1958/98 na Komwmcusra ot 15 cenremBpu 1998
rO/INHA

Pernament (EO) Ne 2560/98 wa Komwmcusita or 27 HoemBpu 1998
roInHA

Pernament (EO) Ne 2686/98 na Komucusara or 11 nmexemBpu 1998
roJfHa

Pernament (EO) Ne 2692/98 na Kommucusta or 14 nexemBpu 1998
rO/IMHA

Pernament (EO) Ne 2728/98 ma Komucmsta ot 17 mexemBpu 1998
TOJIHA

Pernament (EO) Ne 508/1999 na Komwmcusita ot 4 mapt 1999 roauna
Pernament (EO) Ne 804/1999 na Komucusra ot 16 anpun 1999 roauna
Pernmament (EO) Ne 953/1999 na Komucusita ot 5 mait 1999 roauna
Pernmament (EO) Ne 954/1999 na Kommcusita ot 5 mait 1999 roauna
Pernament (EO) Ne 997/1999 na Komucusra ot 11 mait 1999 roauna
Pernament (EO) Ne 998/1999 na Komucusra ot 11 mait 1999 roauna
Pernmament (EO) Ne 1308/1999 na CeBera ot 15 ronu 1999 roauna

L 236

L 269

L 270

L 272

L5
L 35
L 45

L 67
L 106
L 110
L 110
L 263

L 263

L 263

L 264

L 11
L 53

L 82

L 142
L 154
L 165
L 205
L 205
L 205
L 250

L 250

L 254

L 320

L 337

L 338

L 343

L 60
L 102
L 118
L 118
L 122
L 122
L 156

23

10
21
24

14

12

14
18
14

10

13

28

20

16
58
23
28
24
30

18.9.1996 r.

22.10.1996 r.

23.10.1996 r.

25.10.1996 r.

9.1.1997 r.
5.2.1997 r.
15.2.1997 1.

7.3.1997 r.
24.4.1997 r.
26.4.1997 r.
26.4.1997 r.
25.9.1997 r.

25.9.1997 r.

25.9.1997 r.

26.9.1997 r.

17.1.1998 r.
24.2.1998 r.

19.3.1998 r.
14.5.1998 r.
28.5.1998 r.
10.6.1998 r.
22.7.1998 r.
22.7.1998 r.
22.7.1998 r.
10.9.1998 r.

10.9.1998 r.

16.9.1998 r.

28.11.1998 r.

12.12.1998 r.

15.12.1998 r.

18.12.1998 r.

9.3.1999 r.
17.4.1999 r.
6.5.1999 r.
6.5.1999 r.
12.5.1999 r.
12.5.1999 r.
23.6.1999 r.
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> M65
> M66
> M67
> M8
> M69
> M70
> M71
> M72
> M73

> M74
» M75
» M76

> M77
> M78
> M79
> M8o

> Ms1
> Ms2
> Ms3
> Ms4
> Mss
> Ms6
> Ms7
> Mss

> M89
> M9
> Mot
> M92

> M93
> M4
> Mos
> M9%6
> Mo7

» M98
» M99

» M100

Pernament (EO) Ne 1931/1999 na Kommcusra ot 9 cenremspu 1999
ro/IMHA

Pernament (EO) Ne 1942/1999 na Komucusita ot 10 cenremBpu 1999
roJfHa

Pernmament (EC) Ne 1943/1999 na Komucusta ot 10 centempu 1999
rOJIMHA

Permament (EO) Ne 2385/1999 na Kommucumsata or 10 HOoemBpu 1999
roJHa

Pernament (EO) Ne 2393/1999 na Komucusita ot 11 HOemBpu 1999
ro/IMHA

Pernament (EO) Ne 2593/1999 na Kommucusra ot 8 nekemBpu 1999
roJfHa

Pernmament (EO) Ne 2728/1999 na Komwucusita ot 20 aexemBpu 1999
rO/IMHA

Pernament (EO) Ne 2757/1999 na Kommucusita ot 22 nekemBpu 1999
TOAMHA

Pernament (EO) Ne 2758/1999 na Komwmcusita ot 22 nexemBpu 1999
rojinHa

Pernament (EO) Ne 1286/2000 Ha Komucusita ot 19 roun 2000 roguna
Pernmament (EO) Ne 1295/2000 na Komucusra ot 20 roru 2000 roauna

Permament (EO) Ne 1960/2000 na Komucusita ot 15 centemspu 2000
roJHa

Pernament (EO) Ne 2338/2000 na Komwmcusta ot 20 oxtomepu 2000
rO/IMHA

Pernament (EO) Ne 2391/2000 na Komwucusita ot 27 oxtomBpu 2000
rO/IMHA

Pernmament (EO) Ne 2535/2000 na Komucusata ot 17 Hoemspu 2000
TOJIMHA

Pernament Ha Komwmcusita (EO) Ne 2908/2000 ot 29 mexemBpu 2000
TOJMHA

Pernament (EO) Ne 749/2001 na Komucwusita ot 18 anpun 2001 roauna
Pernament (EO) Ne 750/2001 na Komucwusita ot 18 anpun 2001 roguna
Pernmament (EO) Ne 807/2001 na Komucusita ot 25 anpun 2001 roauna
Pernament (EO) Ne 1274/2001 na Komucusra ot 27 rouu 2001 romuna
Pernament (EO) Ne 1322/2001 nHa Komucusita ot 29 rouu 2001 roguna
Pernament (EO) Ne 1478/2001 na Komucusra ot 18 ronm 2001 roguna
Permament (EO) Ne 1553/2001 na Kowmwucusita ot 30 romm 2001 roauna

Pernament (EO) Ne 1680/2001 wa Komwmcumsita or 22 asryct 2001
TOJMHA

Pernament (EO) Ne 1815/2001 na Komucusita ot 14 centemBpu 2001
rojiiHa

Pernament (EO) Ne 1879/2001 na Komucusrta ot 26 centemspu 2001
rojiuHa
Permament (EO) Ne 2162/2001 na Komwucusita ot 7 HoemBpu 2001
TO/IMHA

Pernament Ha CwBera (EO) Ne 2584/2001 or 19 nmexemBpu 2001
ro/INHA

Pernament (EO) Ne 77/2002 na Komucusita ot 17 ssuyapu 2002 roauna
Pernmament (EO) Ne 868/2002 na Komucusra ot 24 mait 2002 roguna
Pernament (EO) Ne 869/2002 na Komucusra ot 24 mait 2002 roauna
Pernament (EO) Ne 1181/2002 na Kowmmcusra ot 1 romm 2002 romuna

Pernmament (EO) Ne 1530/2002 na Komwucusta ot 27 asryct 2002
roJIHa

Pernament (EO) Ne 1752/2002 na Komucusita ot 1 oxtomspu 2002
roJIMHa

Permament (EO) Ne 1937/2002 na Komucusara ot 30 oxtomBpu 2002
TOJMHA

Pernament (EO) Ne 61/2003 na Komucusita ot 15 ssuyapu 2003 roauna

L 240

L 241

L 241

L 288

L 290

L 315

L 328

L 331

L 331

L 145
L 146
L 234

L 269

L 276

L 291

L 336

L 109
L 109
L 118
L 175
L 177
L 195
L 205
L 227

L 246

L 258

L 291

L 345

L 16
L 137
L 137
L 172
L 230

L 264

L 297

L 11

3

4

9

14

26

23

45

49

15
11

21

72

32
35

14
52
32
16
33

11

11

10
13

18

12

10.9.1999 r.

11.9.1999 r.

11.9.1999 r.

11.11.1999 r.

12.11.1999 r.

9.12.1999 r.

22.12.1999 r.

23.12.1999 r.

23.12.1999 r.

20.6.2000 r.
21.6.2000 r.
16.9.2000 r.

21.10.2000 r.

28.10.2000 r.

18.11.2000 r.

30.12.2000 r.

19.4.2001 r.
19.4.2001 r.
27.4.2001 r.
28.6.2001 r.
30.6.2001
19.7.2001
31.7.2001 r.
23.8.2001 r.

15.9.2001 r.

27.9.2001 r.

8.11.2001 r.

29.12.2001 r.

18.1.2002 r.
25.5.2002 r.
25.5.2002 r.
2.7.2002 r.
28.8.2002 r.

2.10.2002 r.

31.10.2002 r.

16.1.2003 r.
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> M101
> M102
> M103
> M104
> M105
> M106

» M107
» M108

> M109
> M110

> Mi111
> M112
»>M113

> M114
»M115
»M116

> Mi17
> M118
> M119
> M120
> Mi21

> M122
> M123
> M124

> M125
> M126

»M127
> M128

> M129
> M130
> M131
> M132

> M133
> M134
» M135

»M136

Pernament (EO) Ne 544/2003 na Komucusta ot 27 mapt 2003 romuna
Pernament (EO) Ne 665/2003 na Komucusta ot 11 anpun 2003 roauna
Pernament (EO) Ne 739/2003 na Komucusita ot 28 anpun 2003 roauna
Permament (EO) No 806/2003 nma CobBera or 14 ampun 2003 roauHa
Permament (EO) Ne 1029/2003 na Komucusra ot 16 rorm 2003 roguna

Pernament (EO) Ne 1490/2003 na Kommucusara ot 25 asrycr 2003
rojinHA

Pernmament (EO) Ne 1873/2003 na Komucusra ot 24 oxtomspu 2003
TOJIMHA

Permament (EO) Ne 2011/2003 ma Kommucusata ot 14 HoemBpu 2003
roJHa

Commission Regulation (EC) No 2145/2003 of 8 December 2003 (*)

Pernament (EO) Ne 324/2004 na Kommucusita ot 25 ¢epyapu 2004
roJIMHa

Pernmament (EO) Ne 546/2004 na Komucusra ot 24 mapt 2004 roguna
Pernament (EO) Ne 1101/2004 na Komucusta ot 10 rorn 2004 roguna

Pernament (EO) Ne 1646/2004 na Kommcusra ot 20 cenrremBpu 2004
rO/IMHA

Pernament (EO) Ne 1851/2004 na Komwmcusita ot 25 oxtomBpu 2004
roJfHa

Pernament (EO) Ne 1875/2004 na Komucusita or 28 oxromspu 2004
TOJIMHA

Permament (EO) Ne 2232/2004 ma Komwmcusta ot 23 mexemBpu 2004
roJMHa

Pernament (EO) Ne 75/2005 na Komucusra ot 18 suyapu 2005 roauna
Pernament (EO) Ne 712/2005 na Komucusra ot 11 mait 2005 roguna
Pernament (EO) Ne 869/2005 na Komucusita or 8 ronu 2005 roauHa
Pernament (EO) Ne 1148/2005 na Komucusta ot 15 romm 2005 romuna

Pernament (EO) Ne 1299/2005 na Komwmcumsita ot 8 asryct 2005
rojinHA

Pernmament (EO) Ne 1356/2005 na Komwucusta ot 18 asryct 2005
roJHa

Pernmament (EO) Ne 1518/2005 na Komucusita ot 19 centemspu 2005
roJHa

Pernament (EO) Ne 1911/2005 na Komucusta ot 23 HoemBpu 2005
TOJMHA

Pernament (EO) Ne 6/2006 Ha Komwucusita ot 5 stHyapu 2006 ronuHa

Pernament (EO) Ne 205/2006 na Komucusita or 6 ¢espyapu 2006
rO/IMHA

Pernament (EO) Ne 1055/2006 na Komucusita ot 12 ronmu 2006 roauna

Pernament (EO) Ne 1231/2006 wa Komwmcumsita or 16 asryct 2006
roIMHA

Pernament (EO) Ne 1451/2006 na Komucusita ot 29 cenrempu 2006
roJfHa

Pernament (EO) Ne 1729/2006 na Komucusita ot 23 nHoemBpu 2006
TO/IMHA

Pernament (EO) Ne 1805/2006 na Kommucusita or 7 nexemspu 2006
TOJIHA

Pernament (EO) Ne 1831/2006 na Komucusra ot 13 nexemBpu 2006
rojIiHA

Pernament (EO) Ne 287/2007 na Komucusra ot 16 mapt 2007 roauna
Pernmament (EO) Ne 703/2007 na Komwucusta ot 21 tonu 2007 rojauna

Permament (EO) Ne 1064/2007 na Komucusita ot 17 centemspu 2007
TOJMHA

Permament (EO) Ne 1323/2007 ma Kommucusata ot 12 HoemBpu 2007
rO/IMHA

L 81
L 96
L 106
L 122
L 149
L 214

L 275

L 297

L 322
L 58

L 87
L 211
L 296

L 323

L 326

L 379

L 15
L 120
L 145
L 185
L 206

L 214

L 244

L 305

L3
L 34

L 192
L 225

L 271

L 325

L 343

L 354

L 78
L 161
L 243

L 294

— O 3

15

15

16

19

71

19
20

11

30

21

37

66

13
28

11

28.3.2003 r.
12.4.2003 r.
29.4.2003 r.
16.5.2003 r.
17.6.2003 r.
26.8.2003 r.

25.10.2003 r.

15.11.2003 r.

9.12.2003 r.
26.2.2004 r.

25.3.2004 r.
12.6.2004 r.
21.9.2004 r.

26.10.2004 r.

29.10.2004 r.

24.12.2004 r.

19.1.2005 r.
12.5.2005 r.
9.6.2005 .
16.7.2005 r.
9.8.2005 r.

19.8.2005 r.

20.9.2005 r.

24.11.2005 r.

6.1.2006 r.
7.2.2006 .

13.7.2006 r.
17.8.2006 r.

30.9.2006 r.

24.11.2006 r.

8.12.2006 r.

14.12.2006 r.

17.3.2007 r.
22.6.2007 r.
18.9.2007 r.

13.11.2007 r.
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»M137

> M138
> M139
> Mi40
> M141
> M142
> M143
> Midd4

Pernament (EO) Ne 1353/2007 na Komucusara ot 20 Hoemspu 2007
rO/IMHA

Pernament (EO) Ne 61/2008 na Komucusita ot 24 snyapu 2008 roauHa
Pernament (EO) Ne 203/2008 na Komucusita ot 4 mapr 2008 roauHa
Pernmament (EO) Ne 542/2008 na Komwucusita ot 16 tonn 2008 roauna
Pernament (EO) Ne 478/2009 na Komwucusta ot 8 ronu 2009 roauna
Pernament (EO) Ne 485/2009 na Komwucusita ot 9 tonu 2009 roauna
Pernament (EO) Ne 581/2009 na Komwucusita or 3 romu 2009 ropuna
Pernament (EO) Ne 582/2009 na Komwucusita or 3 romu 2009 roxuna

IMonpasen c:

>Cl1

ITompaska, OB L 307, 18.11.2008 r., ctp. 21 (807/2001)

L 303

L 22
L 60
L 157
L 144
L 145
L 175
L 175

6

8
18
43
17
31

3

5

21.11.2007 r.

25.1.2008 r.
5.3.2008 r.
17.6.2008 r.
9.6.2009 r.
10.6.2009 r.
4.7.2000 r.
4.7.2009 r.
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PETJIAMEHT (EHO) Ne 2377/90 HA CBBETA
ot 26 rouu 1990 roguna

OTHOCHO YCTaHOBsiBaHE€ Ha mpoueaypa Ha O6mHocTTa 32

onpeaejasine Ha MAaKCHUMAaJIHO AONMYCTUMHUTE rpaHnviu Ha

OCTATBYHU BEIIECTBA OT BECTCPUHAPDHOMECIUIUHCKH IIPOAYKTH B
XpaHUTE OT KUBOTHHCKH IPOU3XO0/]

CBBETHT HA EBPOIEMCKHUTE OBIIHOCTH,

Kato B3e mpeaBun JloroBopa 3a ch3maBaHeTo Ha EBpomeiickata MKOHO-
MHYECKa OOIIHOCT, M IMO-CIIEIHAIHO 4jicH 43 OT Hero,

KaTo B3¢ MpeaBH[ mpemiokenneTo Ha Kommcusra (1),
KaTo B3€ IpPEABHJ CTaHOBHUIIETO Ha EBpomeiickus mapnament (2),

Karto B3¢ MPENBH] CTAHOBHINETO HAa VIKOHOMHYECKHS H COIHAJEH
kommurer (3),

KaTo HMa NpcaABuA, Y€ H3IO0JI3BAHETO Ha BCTCPUHAPHOMCIAMITUHCKHU
TIPOAYKTH TIIPU KUBOTHU, OTIJICKIAHU 3a TIPOU3BOACTBO Ha XpaHU,
MOXKE€ Ja J0Be€AC A0 HaJIW4Yue€ Ha OCTaTbYHH BCUIECTBA B XPAaHUTE,
TIOJIY4YEHH OT JICKYBAHUTC JKUBOTHH,

KaTo MMa IpeJBUJ, Y€ B PE3yJITaT Ha MOCTHKEHUATA HA HAYYHO-TEXHH-
YEeCKHs IPOrpec € Bb3MOXKHO Jla Ce OTKpHE HAJIMYMETO Ha BCE MO-MaJIKH
KOJIMYECTBA OCTaThbYHU BELIECTBA OT BETEPUHAPHOMEIULIMHCKHUTE
NPOAYKTH B XpaHWTE; KAaTO HMa MpPEIBHJ CJIEeOBATEIHO, Ye €
HEOOXOJIMMO J1a CE ONPEACIAT MaKCHUMAJIHO JOIyCTUMHUTE TPAHUIM Ha
OCTaThYHM BeIIecTBA OT (HapMaKOJIOTHYHOAKTUBHHUTE CyOCTaHIIUH,
W3MOJI3BaHU  BBB  BETCPUHAPHOMEIUIIMHCKUTE  TMPOAYKTH, IO
OTHOILIECHHE HAa BCUYKU XPaHU OT KMBOTUHCKH NPOU3XOJ, BKIFOUUTEIHO
MecoTo, prbara, MISIKOTO, sIlaTa U Meqa;

KaTo MMa MPEIBU, Y€ C Orie[ 3alldrara Ha OOMIECTBEHOTO 3/paBe
MaKCHMAJIHO JOMYCTUMHTE TPAHUIM HA OCTATHYHM BEIIECTBA OT BETe-
PUHAPHOMEIMIMHCKA MPOAYKTH TpPsOBa 1a Ce ONpeHeisiT B ChOT-
BETCTBHE C OONIONPUETHTE NPHUHIUIM 32 OlEeHKa Ha Oe30IacHOCTTa,
KaTo ce B3eMa I10Jl BHUMAaHHE BCsKa Jpyra HaydHa OLlCHKa 3a Oe3omac-
HOCTTa Ha BBIPOCHHUTE CYOCTaHIINH, KOSITO OW C€ M3BHPIIMIA OT MEXKIY-
HApOJHHU opraHuzaimu, no-cnenuanno Codex Alimentarius (Kopekc
AJTMMEHTApUYC) WK, KOTaTO Te3W CyOCTAHIMK CE W3ION3BAT 3a APYTH
eI OT JPYTH HAyYHH KOMHTETH, yupeneHu B OOIIHOCTTA,

KaTto #nMa IMpeaBua, 4C yHOTpe6aTa Ha BCTCPUHAPHOMCIANIIMHCKUTC
NpOAYKTH ¥HMa CBUICCTBEHO 3HAYCHHUE 3a CEJICKOCTOIIAHCKOTO IIPOU3-
BOJICTBO;, KaTro HWMa IMPEABHUI, Y€ ONPCACIIHETO Ha MaKCHMalTHO
JAOIMMYCTUMU T'paHHUIM Ha OCTaThYHU BCHICCTBA IIC YJECHU ITYCKaHETO
Ha Imasapa Ha XpaHWd OT XUBOTHHCKH ITPOMU3XO/,

KaTo uMa MNOpeaBUI, 4YC OINPCACIAHCTO Ha pas3jMdyHA MaKCUMaJIHO
JAOIMYCTUMU TI'paHUIIA Ha OCTAaTbYHH BCHICCTBA OT AbPIKABUTC-YIICHKH
MOXKE Ja BB3IPCIATCTBA CBOGO,Z[HOTO JABWI)KCHUE Ha XpaHUTC MU Ha
CaMUTE BETCPUHAPHOMEIUIIUHCKHA TIPOIYKTH,

KaTo UMa MPEBH/] CIECIOBATEIIHO, Y€ € HEOOXOIUMO Jia Ce YCTAaHOBU Ha
OOIIHOCTHO HHUBO TpOLEAypa 3a OIpeleNssHe Ha MaKCUMaJHO
JIOMYCTUMH TPaHHUIM 32 OCTaTbUHUTE BEIIECTBA OT BETEpUHAPHOMEIU-
IMHCKHA TPOAYKTH, BKITIOUBAIA €JMHHA HAaydHa OIIEHKAa 332 BBH3MOXKHO
Hal-BHCOKOTO KayecCTBO;

! C 61, 10.3.1989 r., ctp. 5.

(') OB
() OB C 96, 17.4.1990 r., c1p. 273.
() OB C 201, 7.8.1989 r., c1p. 1.
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KaTo MMa [peABUJA, Y€ HEOOXOAMMOCTTa Ja Cc€ ONpedensiT Ha
OOIIHOCTHO HHBO MaKCHMAJIHO JOMYCTUMH TpPaHHLIM Ha OCTaThYHHU
BEIIECTBA € MpHU3HaTa B npaBmiaTa Ha OOIIHOCTTa OTHOCHO ThPTOBCKHUS
0o0MeH Ha XpaHH OT >KUBOTHHCKH MPOU3XO;

KaTo MMa TpeABUJ, 4Ye TpsiOBa Ja ce mpuemar pasnopeadu C orien
CHCTEMHOTO OIpeJelisTHe Ha MaKCHMAITHO JIOITYCTHMH T'PaHUIM Ha OCTa-
THYHHUTE BEIIECTBA 3a HOBHTEC CYOCTAaHLUM, HPHTEXkKaBaum (apmako-
JOTUYHU KauyecTBa, MpeJHA3HAYEHH 3a TMpPEANUCBaHe Ha IKUBOTHH,
OTIVICK/IAHU 3a TPOM3BOJICTBO Ha XPAHH;

KaTo MMa IpeJBHJI, Y€ TPSOBaA CHILO J1a ce MpHUeMar pas3nopesion ¢ ories
OTIPEENSAHETO HAa MaKCHMAIHO JOMYCTHMH TPaHWIM Ha OCTaThYHH
BEIlleCTBA 3a CyOCTaHIMHMTE, KOMTO Bede OOMYAHO Ce HM3MON3BaT BbHB
BETEPUHAPHOMEIUIIMHCKUTE TPOAYKTH, MPEANNCBAHA HA KUBOTHH,
OTIJIOKIAHM 32 TPOU3BOJACTBO HA XpaHW, KAaTO HMa MpPEABUI, Ye
BBIIPEKN TOBA, MOPAAN CIOKHOCTTA Ha Ta3d MaTepHs M TOJeMHUsT Opoi
BBIIPOCHH CyOCTaHIINH, ca HEOOXOIMMH IBITH MPEXOJHU Pa3Iopenoun;

KaTo MMa TpeBH[, 4e Cliel HaydHa oleHka Ha Komurera 3a Berepu-
HAPHOMEUIIMHCKUTE TPOAYKTH MAKCUMAIHO JOMYCTUMHTE TPAHHIM Ha
OCTaThYHM BEIIECTBa TPsAOBa Jla c€ TpUeMarT ChIVIACHO Obp3a
mpoleaypa, KOATO OCHTYpsiBA TACHO  CBTPYJHHYECTBO  MEXKIY
Komucusra n nppkaBuTe-4ieHKH 4ype3 Kommrera, ydupeneH mo cuiata
Ha JlupextuBa 81/852/EMO na CwBera or 28 centemBpu 1981 r. 3a
cONMMmkaBaHETO Ha 3aKOHOJATEJCTBAaTa Ha JBbP)KABUTE-WICHKA OTHOCHO
AHAINTHIHATE,  (HAPMALEBTUYHO-TEXHOJOTUYHUTE W  KIHMHAYHHUTE
CTAQHIAPTH ¥ MPOTOKOJM [0 OTHONICHWE Ha HW3MUTBAHETO Ha BeTe-
puHapHW  JekapcTBeHw mpemapatu (1), TOCIETHO — M3MEHeHa ¢
Hupextua 87/20/EVO (%); karo MMa NpeBHJI, Ye CIIeHIHA MPOLeaypa
CBIO € HeoOXOoJuMa, 3a Jla Ce rapaHTupa OBP3HAT Mperies] Ha OTKIIO-
HEHUATa, KOUTO OMXa MOTIIM JIa C& OKakaT HEJOCTATHYHHU 3a 3alllUTaTa
Ha OOIIECTBEHOTO 3/IPaBe;

KaTo uMa npeaBuz, 4€ HMYHOJIOTUYHHUTE PpEaKUUMU, MNPEAU3BUKAHU OT
BCTCPUHAPHOMECIUIUHCKUTEC IIPOAYKTH, OOMKHOBEHO HE C€ OTIMYaBaT
OT TC3U, KOWTO BB3HUKBAT II0 C€CTCCTBCH IIBT, M Y€ HC Morar jaa
3aceruar HOTpeGI/ITeJ'H/ITC Ha XpaHW OT XUBOTHHCKH IIPOU3XOMI;

Kato uMa IpeaBHI, Ye MH(OpMaIusITa, He0OX0IUMa 3a OICHKa Ha 0e30-
MACHOCTTa Ha OCTAaThbUHHUTE BELIECTBA, OU TPAOBANO Ja Ce MPEACTaBs B
CHOTBETCTBHE C TPHUHIHUIUTE, ycTaHOBeHH B Jlupektua 81/852/EUO,

IMPUE HACTOALNSA PEIJTIAMEHT:

Ynen 1

1. TIlo cmuchbia Ha HacTOSIIUS PErJIAMEHT:

a) ,,0CTaThbYHU BEILECTBA OT BETEPUHAPHOMEIUIMHCKH IMPOAYKTH ca
BCHYKM (hapMaKOIOTMYHOAKTHBHE CyOCTAaHIINM, HE3aBUCHMO Jaiu
ca aKTUBHU OCHOBHM CyOCTaHIIMM, CKCLUUMNUEHTH WM MPOIYKTH OT
pasrpaxaaHe, KaKTO M TEXHHTE METaOONHUTH, KOHTO OCTaBaT B
XpaHUTE, NOJTYyYEHU OT KUBOTHM, Ha KOMTO BBIIPOCHUSAT BETEpUHAP-
HOMEJMLMHCKU MPOIYKT € HPEeAINCBaH;

0) ,,MaKCHMAaJHO [OIyCTHMa TPAaHHUIA” € MAKCHMAIHOTO ChIbpIKaHHE
Ha OCTATHYHM BEIIECTBA B PE3YNTAT OT M3IOJ3BAHETO HA BETEPHHAP-
HOMEIMIMHCKHS MpOAyKT (u3paszeHo B mg/kg wmm pg/kg na Gasza
TErJ0 B CYpPOBO ChcTOsiHHE), Koeto OOIIHOCTTa MOXe Jia
npreMe KaTo 3aKOHHO pa3pelieHO WIM KOeTO € MPH3HATO 3a
TOPHEMIIMBO BBB HJIM BBPXY XPaHHTE.

Tasmu rpaHuiia c€ OCHOBaBa Ha THUIIA U KOJIMYCCTBOTO HAa OCTATHbYHUTE
BCIIECTBA, 3a KOUTO CC€ CHUTA, Y€ HC IPCACTABIIABAT PUCKOBE OT

(') OB L 317, 6.11.1981 r., ctp. 16.
() OB L 15, 17.1.1987 r., ctp. 34.
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TOKCHUKOJIOTHYEH XapakTep 3a 37paBeTo Ha YOBeKa IMpPHU JOMyCTHMA
nHeBHa koHcymanus (JIJIK) wmm Bb3 ocHoBa Ha BpemenHa JIJIK, B
KOSITO € BKJIIOYEH JIOMBJIHUTENCH KOe(pHIUEeHT Ha Oe3omacHOCT. T
OTYHUTAa U JPYTH PUCKOBE 3a OOLIECCTBEHOTO 3[paBe, KAKTO M aCIEKTH
Ha TEXHOJIOTHSTA Ha XpaHUTE.

Korato ce ycraHOBsBa MaKCHMallHO JIONyCTUMa TpaHUIA Ha
ocratbuyHn BemiectBa (MZI'OB), ce B3emar moj BHHMaHHE CBHILIO
OCTaTBYHUTE BELIECTBA, KOUTO C€ OTKPUBAT B XpaHUTE OT
pacTHTENeH NPOU3XOA W/HIM KOWTO TIPOM3XOKAAT OT OKOJHATa
cpena. Ocsen ToBa MITOB moxe na Obiae HamanieHa, 3a jaa Oble
CBbBMECTHMA C JTOOpUTE MPAKTUKU B M3IIOJI3BAHETO Ha BETEPHHAPHO-
MEIUIMHCKA MPOAYKTH U JOKOJKOTO Ca HAJUYHU TNPAKTHYECKH
METO/X 3a aHaJIM3.

2.  HacrosmmsT permaMeHT He ce Ipuiiara 3a aKTUBHHTE CyOCTaHIHH
OT OMOJIOTHYEH IIPOU3XOJ], NMpPEJHA3HAYEeHU 3a Ch3JaBaHE Ha aKTHBEH
WIM TIaCMBEH HWMYHHUTET WM 3a JMarHoCcTHMKa Ha CbCTOSHUE Ha
WMYHUTET, H3MOJI3BAHH B HMYHOJIOTUYHU BETEPUHAPHOMEAUIIUHCKH
MIPOAYKTH.

Ynen 2

CHuChKBT Ha (papMaKOJOTUIHOAKTHBHUTE CYOCTAHIIMH, U3IIOJI3BAaHU BHB
BETEPUHAPHOMEAUIIMHCKUTE TPOAYKTH, 32 KOUTO ca OIpelelieHH
MaKCHMallHO JIOIMYCTUMH TpPaHHI Ha OCTaThYHU BEIIECTBa, Ce
ChABbpKA B TPHIOKEHHE I, KoeTo e ObJe MPUETO CHITIACHO IpOILe-
nypata, npeasuaeHa B wieH 8. OcBeH ako HE € MPEeIBHICHO JIPyro B
pasmopenduTe Ha wWieH 9, BCSIKO H3MEHEHHE Ha IpuioxkeHme 1 ce
IpueMa ChIIACHO ChIIaTa Mpoleaypa.

Ynen 3

Axo criex oreHkara Ha (HapMaKOIOTMYHOAKTUBHATA CYOCTAHITHS,
U3II0JI3BaHa BbB BETCPUHAPHOMEAUIIMHCKUTE TPOAYKTH, HE CC OKaKe,
4e e HeoOXOJMMO, 3a OlA3BAHETO Ha OOIIECTBEHOTO 3/paBe, 1a Ce
OTpe/ieNd MaKCHMAITHO JOMyCTUMa TpaHHIla Ha OCTAThYHH BEIIECTBA,
Ta3u CyOCTaHIMsl Ce BKIIIOYBA B CIHCBhKAa OT mpuioxkeHue II, koero
me ObAe NpUeTo CBIVIACHO IpoLeaypaTa, MHpeIBHACHA B WICH 8.
OcBeH ako HE € MPeIBUACHO JPYro B pasmopendure Ha wieH 9,
BCSAKO W3MEHEeHHe Ha mpwiokenue Il ce mpuema CBIVIACHO ChIIaTa
nporeaypa.

Ynen 4

Moxe na ce onpeaenu BpeMEHHAa MAaKCHUMAJIHO JIONYCTHMa IpaHHUIA Ha
ocTaTh4YHM  BemiecTBa 3a  (DapMakOJIOTMYHOAKTHBHA  CyOCTaHIHMSA,
W3M0JI3BaHa BbB BETEPHUHAPHOMEIUIIMHCKUTE MPOAYKTH KbM JlaTara Ha
BIIM3aHE B CHJIA HAa HACTOSIIHUS perjaMeHT, NpU YCJIOBHE ue HsIMa
OCHOBAaHHMS Jla CE CUuTa, Y€ OCTATbYHHUTE BELIECTBA OT BBIIPOCHATa
cyOCTaHIMsT B Ipe[JlaraHaTa TpaHWId MPEJCTaBIsIBAT PUCK 32
3IpaBeTO Ha IoTpeduTenuTe. BpeMeHHaTa MaKCHMAaJIHO IOIyCTHUMA
TpaHUIla Ha OCTaThYHU BEIIECTBAa CE€ IpWiara 3a OMNpEETeH INepuo,
KOWTO He TpsAOBa N1a HE HAAXBBpJA NEeT rofguHu. llociemaHusT moxe
na OblIe yIObDKaBaH caMO BEOHBXK, B M3KIIOUUTENHH CIydaw, C He
IoBeue OT [BE TOJUHU, aKO TOBa € IMOJE3HO 3a MNPUKIIOYBAHE HA
TEKyILIUTEe HAayYHHU H3CJIE/IBAaHUS.

B wu3BbHpenHH OOCTOSTENCTBA MOXKE Ja C€ OIpeleid BpeMEHHa
MaKCHUMAJHO JOIyCTUMa IpaHHla Ha OCTaThYHU BELIECTBA U 3a (dapma-
KOJIOTHYHOAKTUBHA CYOCTaHIIMS, KOSTO BCE OIIE HE € HM3IOJ3BaHA BEHB
BETCPUHAPHOMEIUIIMHCKU MPOJYKTH KbM JaTaTa Ha BIIM3aHE B CHJIa Ha
HACTOSILUS PErJIaMeHT, IPU yCJIOBHE 4e HAMa OCHOBAHHUS Jla Ce CMsATa,



1990R2377 — BG — 02.09.2009 — 060.001 — 9

4ye OCTaThbYHUTE BEIIECTBA OT BBIIPOCHATA CyOCTaHIMs B IpejylaraHara
TpaHMIa TMPECTaBIsBAT PHCK 3a 3APaBETO HA MOTPEOUTEIs.

CHuchKbT Ha (apMaKOJIOTUIHOAKTHBHUTE CYOCTAaHIIMH, U3IIOJI3BAaHU BHB
BETCPUHAPHOMEIUIIMHCKUTE TIPOJIYKTH, 3a KOUTO Ca OIpEICTICHU
BPEMEHHH MaKCHMAJIHO JOMYCTUMH TPAHHMIIM HAa OCTaThYHH BEIIECTBA,
ce chappka B npuitokenue 111, koero mie Ob/e NpUeTo CHINIACHO MPOIe-
nypara, npenBuaceHa B uieH 8. OCBeH ako HE € MPEIBHJICHO APYro B
pasmopendute Ha wieH 9, BCIKO W3MeHeHWe Ha npmioxeHwe I ce
nprUemMa ChIVIACHO ChIaTa IMporerypa.

Ynen 5

AKO ce OKaxe, 4Ye MaKCHMalHO MOIyCTUMaTa I'paHMIa Ha OCTATHYHU
BEII[ECTBA HE MOXKE J]a CE ONpPECIH M0 OTHONICHHE Ha (hapMaKoJIOrnd-
HOAKTHBHA CyOCTaHIMs, M3IOJ3BaHA BBHB BETEPUHAPHOMEAUIIMHCKHUTE
MIPOJYKTH, 3aIIOTO OCTATHYHUTE BEUIECTBA Ha BBIPOCHHUTE CyOCTaHIIUH,
HE3aBHCHUMO OT TSAXHATa I'PaHHIA, B XPAHUTE OT KMBOTHHCKU MPOHM3XOJL
MIPEACTaBIABAT PUCK 3a 37paBeTO Ha MOTPEOUTENs, Ta3u CyOCTaHIHUS ce
BKJIIOYBA B CIIMCHKA B INpuiioxkeHue [V, KoeTo e ce nmpueme ChriiacHO
nmpouenypara, mnpenasuaeHa B uieH 8. OCBeH ako HE € MPeIBHIEHO
IPYro B pasznopenduTe Ha wWieH 9, BCAKO W3MEHEHHE Ha TPIIIOKEHHE
IV ce mpuema chrioacHo cwiara mporenypa.

IpennucBanero Ha cyOcTaHIUUTE, W30pOCHHM B mpwioxkenune [V, 3a
JKMBOTHH, OTIVICKIAHU 3a TPOU3BOJCTBO Ha XpaHW, ¢ 3a0paHeHO B
msutata OOIHOCT.

VY Mé64
Ynen 6

1. 3a pma ce nmocturHe BkIrouBaHeTo B mpuioxxenus I, II u III na
(hapMakoJIOTHYHO aKTHBHA CyOCTaHIMs, TMpeIHa3Ha4YeHa 3a yrnoTpeda
BBB BETEPUHAPHOMEHMIIMHCKH IPOAYKTH 32 >KUBOTHH, W3IOJ3BAaHU 32
XpaHa, 3asBJICHME 3a YCTAaHOBSBAHE HA MAaKCHMAaJHO JOIyCTUMa
TpaHWIIa Ha OCTAaThYHO BEMIECTBO ce€ TomaBa a0 EBporefickarta
areHuus 3a OLEHKAa Ha JIEKapCTBEHUTE CPEICTBA, YyupeneHa ¢
Pernament (EMO) Ne 2309/93 na Coiera ('), Hapuyana 10- HaraTbk
,,AreHIusara“.

ToBa 3asBICHHE CHIbpKA AJIMHUHUACTPATHBHATA WHGOPMAIMS U JIOKY-
MCHTAIMsATa 3a OE30I1aCHOCTTAa, BU3UPAaHH B MPUWIOKEHHE V KbM
HACTOSIIIUS PETJIAMEHT, M € B ChOTBETCTBUE C IPUHIIAIINTE, YCTAHOBEHU
¢ HupextuBa 81/852/ENO.

2. Tlocouenoto B maparpad 1 3asBieHue TpsiOBa Ja ce MpUAPYkKaBa
OT JBJDKMMATa Takca Ha ATCHIHATA.

Ynen 7

1. KomuTersT 3a BETEpMHAPHOMEIUIMHCKUTE MPOJYKTH, ITOCOYEH B
gnen 27 ot Permament (EO) Ne 2309/93 (mapuuan mO-HATaThK
»KOMHUTETBT), oTroBaps 3a (GopMyJIHpaHe CTAaHOBHIIETO Ha
ATeHIUATa OTHOCHO KIacH(HKalMsATa Ha CyOCTaHIMHTE, 32 KOUTO Ce
otHacaT npunoxenud I, I, III u IV xbM HacTosus periameHr.

2. UYnenose 52 u 53 or Pernmament (EMO) Ne 2309/93 ce mpunarar 3a
[EJTUTE HAa HACTOSIIMS PETIaMeHT.

3.  AreHmwmsTa rapaHTHpa JaBaHe Ha craHoBmINe Ha Komurera B cpok
OT CTO W JBAJECET JHU CJeJ MOoJy4yaBaHE Ha PEIOBHO 3asiBJICHUE.

Axo NpeAOCTaBEHUTC OT 3asiABUTEC/IA HaHHU HE Ca AJOCTaTbYHU 3a
U3TOTBJAHC Ha TaKoBa CTaHOBHIIC, Komurersr MOXE Ja TpHKaHU

(') OB L 214, 24.8.1993 r., ctp. 1.
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V¥ Mo4

3asBUTENII 1@ [PEAOCTaBM B  ONPENENIeH CPOK  JOIBJIHHUTEIHA
nHpopMmanusa. CpoKbT 3a TpEACTaBsHE Ha CTAaHOBHINETO TOTaBa ce
yIbIDKaBa JI0 MPEJOCTaBsIHE Ha JIOMBIHUTETHATa WHPOPMAIIUS.

4. AreHnmsAra u3npania CTaHOBHUILETO CH JI0 3asBUTElNsA. B cpok ot 15
JHA OT IMOJydYaBaHE HA CTAHOBHIIETO 3asBUTEIIT MOXKE MHCMEHO na
yBeloMH AreHIHsTa 32 HAMEPEHHETO CH Ja oOxanBa. B To3u ciryuaii,
B CPOK OT ILECT/AECET IHH OT IOJlydaBaHe Ha CTaHOBHILIETO, TOH M3nmara
MoJPOOHN MOTHBH 3a CBOETO oOkayiBaHe o AreHmusita. B cpok ot
mIecCTACCeT [JHM OT IIOJy4aBaHe Ha MOTHBUTE 3a oOOKaJBaHE
KomurersT 0OMHUCTS Hamm TpsiOBa na mpepasriefa CTaHOBHIIETO CH,
KaTO NPUYMHUTE 3a IIOCTUTHATOTO 3aKIIOUEHUE IO O00XKaJBaHETO ce
mpuiIaraT KbM JI0OKJIaJa, BU3UpaH B maparpad 5.

5. AreHuusTa M3npama OKOHYaTeIHOTO cTaHoBuule Ha Komwurera 1o
Komucusara u o 3asButens B cpok ot 30 JHU cliel IPUEMAHETO MYy.
CraHOBHILIETO Cce MpUIpPY’KaBa OT JIOKJIAJA, KOWTO ONHCBA OIEHKAaTa Ha
Komurera 3a 6e3onacHocTTa Ha CcyOCTaHIMSATA, KaTo C€ HM3JlaraT OCHO-
BaHMSTA 32 HAIIPABEHUTE 3aKJIIOYEHUS.

6. Komucusita W3roTBsi MPOEKT HA TEKCT 3a MEPKH, KaTo B3eMa
IpeiBUJl 3aKOHOJATeNcTBOTO Ha OOIIHOCTTa M OTKpHBA IpOLELyparta,
npensuaeHa B wieH 8. KoMuTeThT, BH3UpaH B wieH §, MpUBEXKIa B
CHOTBETCTBHE CBOSI BHTPEIIEH IPABUIIHUK, 32 JIa B3eMe IMPEIBH]L Bb3IIO-
JKEHUTE MY 3aJa4d CBIVIACHO HACTOSIMS PETJIaMEHT.
VYM104
Ynen 8

1. Komwmcusata ce mommomara ot IIOCTOSSHHHUS KOMHUTET IO BETe-
PUHAPHU JISKApPCTBEHU CPEJCTBA.

2. Koraro ce mpaBu I030BaBaHE Ha HACTOSIIHS WICH, CE IpHarar
qnenoBe 5 u 7 ot Pemenne 1999/468/EO (V).

IMepuonasbT, npensuieH B wieH 5, maparpad 6 ot Pemenne 1999/468/EO,
ce oIpeselsi Ha TPH Mecella.

3. KomuterbT mpuema CBOH HPOLEAYPEH MPABHIHHUK.

Ynen 9

1. Koraro mppxaBa-uneHKa MpeLeHH, NPeABU HOBaTa HMH(OpPMAIHs
WM TIpEeOlleHKa Ha Bede ChHIIECTByBama HH(POPMAINS, Y€ CIICIIHO
TpAOBa na ce M3MEHAT pasnopendure Ha npuiokeHus —IV ¢ ornen
OIIa3BAHETO HA YOBEIIKOTO 3[paBe WM 3[PABETO HA SKUBOTHUTE U
HOPajy TOBA MCKA JIa CE IPUEMAT CHELIIHHM MEPKH, TS MOXKE BPEMEHHO
Jla TIpeyCTAaHOBM IIPMJIATaHETO Ha CHOTBETHATa pasmopenda Ha HeWHa
Tepuropus. B To3um ciyudail TS He3a0aBHO YyBEIOMSBA OCTaHAJIUTE
IObpkaBu-wieHkM M KowmucuaTra 3a mpueTMTE MEpKH, KaTo IOCOYBa
MOTHUBUTE 3a TOBA.

2. P M64 Kommcusra pasriexaa BbB Bb3MOKHO Hal-KPaThK CPOK
M3JI0KEHUTE OT 3aMHTEPecOoBaHATa IbpP:KABA-WICHKA MOTHBH W, CIEJ
koHcynTanus ¢ Komurera 3a BeTEpUHAPHOMEIULMHCKUATE HPOLYKTH,
U3ara CTAQHOBUILETO CH U TPEANpHEeMa CHOTBETHH MEPKH; OTTO-
BOPHUKBT II0 MPOAAKOUTE MOXe jJa ObAe NpUKaHEH Ja INPEAOCTaBH
Ha Komurera ycTHH wimm nucMeHu obOsacHenus. € Komwucusra
He3a0aBHO yBenoMsBa ChBeTa W IbP)KAaBHTE-WICHKH 3a BCSKA IMPHETA
MsIpKa. Besika nbprkaBa-ugeHKa Moxe Jia ce3upa CbBeTa 3a IPUETUTE OT
Kommucusita Mepku B CpPOK OT METHAAECET IHHU, CYUTAHO OT TOBA YBEIO-
MsBaHe. CBBETBT, KaTO C€ NMPOM3HACS C KBATH(DUIMPAHO MHO3HWHCTBO,
MOJKE Ja IMPUEMEe Pa3TUYHO PelIeHHe B CPOK OT TPUJIECET JHU, CUMTAHO
OT JaTaTa Ha CEe3MPAHETO.

(') OB L 184, 17.7.1999 r., ctp. 23.
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3. Koraro Komucusara mperneHu, 4e € HEOOXOJUMO Ja C€ HU3MEHHU
pasriexaaHata pasmnopenaba Ha mpwiaoxenus [—IV, 3a ma ce
paspemar mpoOiemMHTe, MOCOYeHM B Taparpad 1, m 3a ga ce
rapaHTHpa OINa3BaHETO HA YOBELIKOTO 37paBe, TSI OTKpUBA MPOLeaypaTa,
npensuaeHa B uwieH 10, ¢ omiex na mnpueMe TE3W  M3MEHEHHS.
JlbpkaBaTa-4JeHKa, KOATO BeYe € mpuenia nocoueHute B maparpad 1
MEpKH, MOXE€ Ia TPOIBDKH Ia TW Tnpuiara, aokato ChbBETHT WIH
Komucusita ce mpous3HecaT ChIVIACHO IIOCOYEHATa IO-rope IpoLexypa.

VYM104
Ynen 10

1. Komwmcusara ce momnmomara oT [IOCTOSIHHMS KOMHTET IO BeTe-
pPHHApPHHU JICKAPCTBEHU CPE/ICTBA.

2. Korato ce mpaBu Mmo3oBaBaHE Ha HACTOSIIHS WIEH, Ce MpujaraT
qneroBe 5 U 7 ot Pemenne 1999/468/EO.

IlepuoasbT, npensuaeH B wieH 5, maparpad 6 ot Pemenue 1999/468/EO,
ce ompeelns Ha METHAACCET JHHU.

Ynen 11

Bcnuky m3MeHeHHs, HEOOXOAMMH 3a aJalNTHpaHe KbM HAayYHO-TEXHH-
YecKHs MpOrpec Ha MPHIOKEHHe V, ce NpHeMaT B CHOTBETCTBHE C
mporeaypara, npeasuaeHa B wieH 2B ot dupexrusa 81/852/ENO.

VY M64
Ynen 12

B maii-xpatek cpok cien mamenenne Ha npwiokenus I, 11, 1T wmm IV
Komucusita mnyOnmukyBa KpaTka OIIGHKa 3a 0Oe30IacHOCTTa Ha
BBIIPOCHUTE CYOCTaHIIMM, KOUTO ca pa3riefand oT Komurera 3a Bere-
pUHApHOMETUIIUHCKUTE NpoaykTH. CHOMoaaBa ce MOBEPUTEITHOCTTa Ha
nuyHata uHQOpMalMsa. AreHIMsATa IpeJoCTaBs Ha KOMIICTEHTHHUTE
opranu 1 Ha KoMucusiTa mOAXO/SIIH METOIM 3a ONpeIeisiHe Ha (apma-
KOJIOTUMHO aKTHBHHUTE cyOcTaHuuM, 3a kouto B npwioxenus I u I ca
onpeneneHn MJII'OB (MakcUManHO JOMYCTHMH TPAHUIM HA OCTAThYHU
BEIIIECTBA).

Ynen 13

JIbpKaBUTE-4JICHKM HE MOrar Ja 3a0paHsBarT WM Ja BB3MPENSITCTBAT
MMyCKaHETO Ha Ta3apa Ha TIXHA TEPUTOPHS HA XPAHUTEIHU TMPOIYKTH
OT JKMBOTMHCKM IPOM3XOJ, MPOU3XOXKIAIIHA OT OCTAHAIUTE JIbpiKaBU-
YJIEHKH, Ha OCHOBaHUE, Y€ Te ChABP)KAT OCTATHhYHM BEIIECTBAa OT BETe-
PUHAPHOMEINIIUHCKU MPOTYKTH, aKO KOJIMYECTBOTO HA TE€3H OCTAaThUYHHU
BEIIECTBA HE IMPEBUIaBa MAaKCUMAaJHO JONyCTMMara TpaHuLa Ha
OCTaThYHU BEIECTBa, NpeaBuAcHa B npuioxkenus | mmm I, wim axo
BBIIPOCHATa CyOCTaHIUS ce ChIbpika B npuiiokeHue I1.

Ynen 14

Cuntano ot 1 suHyapu 1997 r. mpenmucBaHeTO Ha BETEPHHAPHOMEH-
IUHCKH TPOJIYKTH, ChIbpKalM (papMaKOJIOTHYHOAKTUBHU CyOCTaHIINH,
kouto He ¢urypupar B mpuinoxenus [, Il wmu III, Ha *XuBOTHH,
OTIJICKIIAHN 32 MPOM3BOJICTBO Ha XpaHu, ¢ 3abpaHeHo B OOIIHOCTTA,
OCBEH B CIydYauTe Ha KIMHUYHHM H3MUTBAHUS, KOUTO ca JOMYCHAaTH OT
KOMITETEHTHUTE HAI[MOHAIHH OpraHd, CIeJ YBEIOMSBAaHE MM
paspelieHue B CBOTBETCTBHE C JAEHCTBALIOTO 3aKOHOJATENICTBO, U
KOUTO HE TMpPEIU3BUKBAT B XpaHUTE, IOJYYeHH OT >KHBOTHH 32
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OTIJICKAaHE, IIOJJIOKCHU Ha TE3W UW3IWTBAHMA, o6pa3yBaHeTo Ha
OCTaTbYHHU BCHICCTBA, MPEACTABIIABAIIA PHUCK 32 YOBCIIKOTO 3/paBeE.

v M34
Brrpekn ToBa CPOKBT, MOCOUYESH B MPEIXOIHATA aluHes, MOXKe Ja Obie
OTJIOKEH 3a BEILECTBa, YMATO ynorpeda e Owia paspellieHa KbM Jarara
Ha BIM3aHE B CHJIa Ha HACTOSIIMS PErJIaMEHT, KaKTO M 3a KOWUTO ca
MO/IaICHN 3asBJICHUS 32 YCTAHOBSIBAHE HAa MAaKCHUMAaJHO JIOITyCTUMH
rpanuny B Komucusita unu EBporneiickara areHIus 3a olleHKa Ha JeKap-
cTBeHHUTE cpeacTa mpemu 1 sayapu 1996 r.:

V Mo4
— 1o 1 suyapu 1998 r. B ciyuail Ha NUPA30JMHOHM (BKJIFOYUTEIIHO
MUPA3OTUIMHUINOHN U (PeHWIOYTa30HU ), HUTPOUMHUIA30JIM U apca-
JMHUEBa KUCEIHHA, H
VYM34

— 10 1 snyapu 2000 r. 3a apyru cpeiucrsa.

AreHIusATa yOJIMKYBa CIIMCHK HA BHIIPOCHHUTE BEIECTBA MPEAU 7 FOHU
1997 r..

Ynen 15

HacTosmusT pernaMeHT no HUKaKbB HAYMH HE HAKbpHSBA MPHIIAraHEeTo
Ha OOIIHOCTHOTO 3aKOHOIATENICTBO, KOeTo 3albpaHsBa ymorpedaTa B
JKUBOTHOBBJIHUTE CTOTMAHCTBA HA HAKOUW CYOCTAHIIMH C XOPMOHAITHO
JefiCTBHE.

Huxost pasznopenda Ha HACTOSIIHMS PErJaMeHT HE HAaKbpPHSBA MEPKHUTE,
MPUETH OT JAbPXKABUTE-WICHKH, 3a NPEJOTBpATIBaHE Ha Hepas3pelieHara
ynoTpeba Ha BETEPUHAPHOMEAUIIMHCKH MPOIAYKTH.

Ynen 16

HacrosmusaT pernmamenT Biamu3a B cwiia ot 1 stHyapu 1992 r.

HaCTOSIIJ_[I/IHT PETIIAaMCHT € 3aAbJDKHUTCIICH B CBOsITA LSJIOCT M CE IIpUIara
MPsAKO BBB BCUYKU AbPIKABU-YJICHKHU.
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VM58
HIPUIIO)KEHUE 1V

CIIMCBK HA ®APMAKOJIOTHYHO AKTHUBHUTE CYBCTAHIUMU,
3A KOUTO HE MOXE JA CE OINPEJIEJSAT MAKCHUMAJIHO
JOIIYCTUMHU I'PAHULIM HA OCTATBYHHU BEHIECTBA (M/II'OB)

DapMakoIOrHYHO aKTHBHA/M CyOCTaHIUS/H

Aristolochia spp. U IPUTOTBEHUTE OT TSAX CPEJCTBA

XnopampeHnkon

Xnopodopm

XnopnpomMasuH

Colchicine

Dapsone

Jlnmerpunason

MeTtponunazon

Nitrofurans (Bxmountenno furazolidone)

Ponunazon
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HIPUIIO)KEHUE 'V

I/I]-[(l)OpMalIﬂﬂ U JaHHH, BKJ/JIOYEHH B 3asiBJICHHUETO 32 YCTAaHOBSIBAHE Ha

MaKCHUMAJIHO AOIMYCTUMH rpaHuuu Ha OCTAaThbYHHU BelecTrea Ha

(l)apMaKo.ﬂoruq}m AKTUBHHU cyﬁcramum, H3II0JI3BAaHHU BbB
BETCPUHAPHOMEIUIHUHCKHA IMPOAYKTH

AOmunucmpamusnu ceedenus

1. Wme nmm ¢pupMa U MOCTOSIHEH aipec Ha 3asBUTEII.
2. HanmeHnoBaHue Ha BeTEPUHAPHOMEIAUIIMHCKHS MPOIYKT.
3. KauecTBeH M KOJIMYECTBEH ChCTaB HA OCHOBHUTE aKTHBHM CyOCTaHIIUM C

00LI0 MEXIYHApOJHO HaMMEHOBaHHE, HpenopbuaHo oT CBeToBHaTa
3npaBHa opranmzanys (C30), Korato TakoBa HANMEHOBAHUE ChHIIECTBYBA.

4. PaspenmrenHo 3a MpOU3BOACTBO, aKO CHIIECTBYBA TAKOBA.

5. PaspemmTenHo 3a ThproBus, ako CHIIECTBYBAa TaKOBA.

6. PestoMe Ha  XapakTepUCTHUKHTE HA  BETEPUHAPHOMEIUIIMHCKHUS/TE
MPOJYKT/H, CHCTAaBEHO B CHOTBETCTBHE C wieH Sa ot JlupekruBa
81/851/EHO.

A. Jlokymenmayusi no 6ezonacnocmma

A.0. Joknan 3a exkcrepTuza
A.l.  Touna uaeHTH(UKAIMS HA BEIIECTBOTO, MIOCOYCHO B 3asBKaTa
1.1. MexyHapoJHO HemaTeHToBaHO HanmMeHoBaHHe (INN)

1.2,  HammeHoBaHue 1o MeXIyHapoIHHUs CHIO3 I10 TCOPETUYHA ¥ NPUIOKHA
xumus (IUPAC)

1.3. HaumenoBanue no Chemical Abstract Service (CAS)
1.4. Knacudukars:

— TepareBTUYHA;

— (apmMaxosIoruyuHa.
1.5. CHHOHMMH U CHKpPAIICHHSI.

1.6. CrpykTypHa (opmyia.
1.7.  Monekynna ¢opmyia.
1.8. MortekyHO TerJo.
1.9. CrereH Ha NpHUMecH.
1.10. KauecTBeH M KOJMYECTBEH CHCTAaB Ha MPHUMECHUTE.
1.11. Onucanue Ha (HU3NYHUTE CBOWCTBA:
— TOYKa Ha TOICHE;
— TOYKa Ha KHIICHE;
— HaJsraHe Ha Iapara;

— Pa3TBOPUMOCT BbB BOJA M OPraHUYHM PA3TBOPUTENH, U3Pa3eHHU B
rpaMoBe Ha JIUTHP, C TOCOYBAHE HA TEMIIEPaTypaTa;

— IUTBTHOCT;

— CIIEKThp Ha HpedylBaHe, pOTalMs U T.H.
A.2.  ®apMakoJOTHYHU H3CIICBAHUS IO TeMaTa
2.1. dapmakoMHAMUKA.
2.2. DapMaKOKHHETHKA.

A3. TOKCHKOJIOTHYHHA H3CIIEABAHUS

3.1. TokcHYHOCT IIpM e€AHOKpaTHA J103a.
3.2 TOKCHYHOCT NP MHOTOKpATEH IPHEM.
3.3. TonepaHc npu M3CIIEABAaHUTE MTOPOJH KUBOTHH.

3.4. PenpoaykTiBHA TOKCHYHOCT, BKIIOUUTEIHO TEPATOT€HHOCT
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3.4.1.
3.4.2.
3.5.
3.6.
A4
4.1.
4.2.
4.2.1.
4.2.2.

4.3.
b.

b.0.
b.1.

b.2.
2.1.

2.2.
2.3.
b.3.
3.1
3.2.
3.2.1.
3.2.2.
3.2.3.
3.2.4.
3.2.5.
3.2.6.
3.2.7.

W3ydaBaHe Ha e()eKTHTE BBPXY PEIPOLYKTHBHOCTTA.
EMOpHOTOKCHYHOCT/(heTOTOKCHYHOCT, BKITFOYUTEIHO TEPATOr€HHOCT
MyTareHHOCT

Kanneporensoct

WzyuaBane Ha apyru edexTu

HIMyHOTOKCHYHOCT.

MHUKpPOOHOIOTMYHN CBOICTBA Ha OCTATHUHHUTE BEIIECTBA:

BBPXY (hr1opaTa B uepBara Ha 4OBEKa;

BBPXY OPraHW3MHUTE U MHKPOOPTaHH3MHTE, U3IIOI3BAHK 33 IPOMUIIICHA
00paboTka Ha XpaHarta.

HaOmrogenus mpu xoparta.

Hoxymenmupane na ocmamvynume eewjecmed

Jlokunaz 3a ekcriepTuza

TouyHa HACHTH(HUKALHNS Ha BEIIECTBOTO, MIOCOYCHO B 3asBICHUETO.

Pasrnex1aHoTo BEIECTBO Cle/Ba Ja e MACHTH(UIUPA CHIJIACHO TOUKA
A.1l. B ciyyaure, Koraro 3asiBJI€HHETO C€ OTHACS 1O €IMH WM IOoBede
BETEPUHAPHOMEUIIMHCKU TPOAYKTH CaMHAT HPOIYKT cileiBa Ja ce
nIeHTH(OHIEpPA OAPOOHO, KAaTo Ce BKIIIOYAT:

— KAQ4YeCTBEH U KOIMYECTBEH CHCTAB;
— YHCTOTA;

— IIOCOYBAaHC Ha U3IIOJI3BaHAaTa ITPpU MU3CJICABaHUATA IapTUa Ha IIPOU3-
BOICTBO, OTHOICHUC KbM KpaﬁHHﬂ TIPOAYKT;

— crenu(uYHa aKTHBHOCT W PAIMOJOTHYHA YHCTOTA Ha OeIsi3aHuTe
BEIIECTBA,;

— pasnonaraHe Ha OeJs3aHUTE aTOMH B MOJICKyJara.

W3cnenBane Ha OCTaThYHUTE BELIECTBA

DapMaKOKHHETHKA

(abcopbuust, pasnpeneieHue, onorpanchopmarys, SITMMAHIPAHE).
W3uepnBane Ha OCTATHYHUTE KOJIUYECTBA

VYTouHsiBaHE Ha MaKCHUMaJHO JonyctuMute ocrarbuHu HuBa (MJIOH).
PyTHHEeH aHaNMTHYEH METOJ| 33 OTKPUBAHE HA OCTATHYHH BEIECTBA
Omnucanne Ha METOIa

[ToTBBpKAaBaHe Ha MeTOAA:

CelU(pUIHOCT;

TOYHOCT, B T.4. 4yBCTBUTEIHOCT;

MPELU3HOCT;

rpaHHlia Ha OTKPHUBAHE;

rpaHHlia HA KOJMYECTBEHO ONpPECIIsHE;

U3IBJIHAMOCT ¥ MPUJIOKEHUE NIPU HOPMAITHU JIAOOPATOPHHU YCIIOBHS;

IIOJATIMBOCT Ha HaMeca.



