3AKOH 3A 3AIIUMTA OT BPEJHOTO Bb3JEMCTBUE HA
XUMUYHUTE BEHIECTBA U IIPEITAPATH (BAI'JI. U3M. - /1B,
bP.114 OT 2003 TI'., B CHUJIA OT 31.01.20041'.)

B cuna om 05.02.2002 2.

Oo6n. JIB. 6p.10 om 4 ®espyapu 2000e., uzm. /[B. 6p.91 om 25
Cenmemepu 20022., uzm. J{B. 6p.86 om 30 Cenmemepu 20032., uzm. JIB.
op.114 om 30 /lexkemepu 20032., uzm. /B. 6p.100 om 13 Jexemspu 2005e.,
usm. /[B. op.101 om 16 /exemspu 20052., uzm. JB. 6p.30 om 11 Anpun
2006e., uzm. /IB. 6p.34 om 25 Anpun 2006e., uzm. /[AB. 6p.95 om 24
Hoemspu 2006e., uzm. J[B. 6p.82 om 12 Oxmomepu 20072., uzm. J[B.
op.110 om 30 Hexemspu 2008e.

I'maBa mbpBa.
OB TTOJIOKEHUA

Yn. 1. (U3wm. - IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r., u3m. - 1B, Op. 82 ot
2007 r.) To3u 3akoH ypexaa:

l. mpaBata W 3aAbDKEHHATa HAa (U3MYECKUTE U IOPUIMUYECKUTE JIHLA, KOHTO
NPOM3BEXK/IAT, IyCKaT Ha Ia3zapa, ynoTpeOsBaT, ChbXpaHsABaT U U3HACAT XUMUYHU BELIECTBA U
npenapaTH ¢ LeJ 3alluTa Ha YOBEIIKOTO 3/JpaBe M ONa3BaHe HA OKOJIHATA CPE/a;

2. mpaBOMOUIMATAa Ha JbpPKABHUTE OPraHH, OCBHIUIECTBABAIIM KOHTPOJ BBPXY
IPOM3BOJICTBOTO, IyCKAHETO HA Iasapa, yrnoTpedara, CbXpaHsIBAHETO UM U3HOCA HA XUMHUYHU
BEIIIECTBA U MIPEapaTH;

3. mepkute mo mpwiaraHeto Ha: Permament (EO) No 850/2004 na EBpomelickus
napiaaMeHT W Ha CbBeTa OTHOCHO YCTOMUMBUTE OPraHWYHM 3aMbPCUTENM M H3MEHSI]
Hupextua 79/117 ENO; Pernament (EO) Ne 648/2004 na EBpomneiickus mapiamMeHT U Ha
CoBera otHOocHO aereprentute; Permament (EO) Ne 2032/2003 na Kommcusatra OTHOCHO
BTOparta ¢aza Ha l0-rogumrHata paboTHa mporpama, mocoyeHa B uwi. 16, maparpad 2 ot
Hupextusa 98/8/EO na EBpornelickus napiaamMeHT 1 Ha CbBeTa OTHOCHO ITYCKaHETO Ha Ias3apa
Ha Owormuan M 3a m3MeHeHne Ha Pernmament (EO) Ne 1896/2000; Permament (EO) Ne
1907/2006 na EBpomnelickus mapiameHT U Ha CbBeTa OTHOCHO PETUCTpalMsTa, OICHKArTa,
paspeniaBaneTo u orpannvaBaHeTo Ha xumukaaun (REACH), 3a ch3naBane Ha EBpomeiicka
areHIys Mo XUMHKanuTe, 3a u3MeHenue Ha JlupektuBa 1999/45/EO m 3a oTMsiHa Ha
Pernmament (EMO) Ne 793/93 na CoBera u Pernament (EO) Ne 1488/94 na Komucusita, KakTo
u Ha [{upextusa 76/769/EVO Ha CwvBera u nupextusu 91/155/EVO, 93/67/ENO, 93/105/EO u
2000/21/EO na Komucusra; Permament (EO) Ne 304/2003 na EBponeiickust nmapaaMeHT U Ha
CpBeTa OTHOCHO M3HOCAa M BHOCA Ha ONACHU XMMMKaJId, HAPHUYAHHM I0-HATAaTBK CHOTBETHO
"Permament 850/2004", "PermamenTt 648/2004", "Permament 2032/2003", "PermameHt
1907/2006" u "Pernament 304/2003".

Un. 2. (U3m. - IIB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) OnacHu XUMHYHU



BEIIECTBA WM MpermapaTH ca XMMHYHUTE BEIIECTBA M IMpemnapard, KOUTO ce Kiacupuuupar B
e/lHa WJIH T0BEYE OT CJIICAHUTE KaTETOPHHU:
1. eKCIINIO3UBHU,
. OKCHIMpAIIIH;
. MBKJTFOYUTEITHO 3aMajnMH;
. (m3m. - [IB, 6p. 114 ot 2003 r., B cuma ot 31.01.2004 r.) mecHO 3anainmMu;
. 3aMauMH;
. CHJIHO TOKCUYHH;
. TOKCUYHH;
. BpEeIlHU;
. (m3m. - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r.) KOpO3UBHY;
10. npazueny;
11. cencubunm3upamu;
12. xaHLIEpOT€HHY;
13. TOKCHYHU 32 PENPOAYKIMATA;
14. myrarennu;
15. onacHu 3a OKOJIHATa cpefa.

O 0 1O\ L B W

Un. 3. (U3wm. - IB, 6p. 114 ot 2003 r., B cuia ot 31.01.2004 r., u3m. - /1B, 6p. 82 ot
2007 r.) To3u 3ak0H He ce ImpuJlara 3a BELIECTBa U IperapaTy, IyCKaHeTO Ha a3apa, BHOCHT,
W3HOCHT, CHXPAHEHHETO U yHnoTpedara Ha KOMTO MOJIEKAT Ha ypenda B CelHUalHu 3aKOHH,
KaTo:

1. (u3m. - 1B, 6p. 114 o1 2003 1., B cuna ot 31.01.2004 r., u3m. - /1B, 6p. 82 ot 2007
r.) JEKapcTBEHUTE NPOAYKTH B XyMaHHAaTa MEIWIIMHA M BETEPUHAPHOMEIAHIIMHCKHUTE
TIPOLyKTH;

2. KO3METUYHUTE MPOTyKTH;

3. (u3m. - IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., mom. - 1B, 6p. 95 ot 2006
r., B cuia ot 24.11.2006 r.) xpanute U A0OABKUTE B XpaHWUTE, MpEAHA3HAYEHU 32 XOpa U
JKHBOTHU,

4. paIMOaKTUBHUTE BEIIECTBA U OTIAIbBIIN U SAPEHUTE MaTepUAIIH;

5. (ot™. - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 1.)

6. (m3m. - /1B, 6p. 114 ot 2003 1., B cuma ot 31.01.2004 r.) oTnagpuute;

7. (m3m. - [IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) TpaH3UTHO MPEBO3BAHUTE
npe3 teputopusta Ha PemyOmuka beiarapus XMMUYHM BelIeCTBAa M MperapaTH, KOUTO HE Ce
00paboTBat wiu mpepaboTBaT Ha TEPUTOPHUSITA HA CTPAHATA,

8. (moBa - JIB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) onmacHUTEe XHUMHYHU
BEIIIECTBA U MpEeIapaTh, MPEBO3BAHU C JKEJIE30MbTEH TPAHCIIOPT, 10 MOPE UJIH MO BB3AYX WU
M0 JIPYTH CYXO3€MHH WJIU BOJHU ITBTHUIIIA,

9. (woBa - /1B, 6p. 114 o1 2003 1., B cuna ot 31.01.2004 r., mom. - /1B, 6p. 95 ot 2006
r., B cuna ot 24.11.2006 r., u3m. - JIB, 6p. 110 ot 2008 r.) MEIUIIMHCKY WU3JIETHS IO CMHUCHIIA
Ha 3aKOHa 32 MEIUIIUHCKUTE U3JICIHS.

10. (woBa - IB, Op. 95 ot 2006 1., B cuna ot 24.11.2006 r., ot™. - [IB, 6p. 82 ot 2007

T.)
r.)

11. (moBa - JIB, Op. 95 ot 2006 1., B cuna ot 24.11.2006 r., ot™. - [IB, 6p. 82 ot 2007

12. (woBa - JIB, Op. 95 o1 2006 1., B cuna ot 24.11.2006 r., ot™. - [IB, 6p. 82 ot 2007



r.)

Un. 4. (U3wm. - IB, 6p. 114 ot 2003 r., B cuia ot 31.01.2004 r., u3m. - 1B, 6p. 95 ot
2006 r., B cmia ot 24.11.2006 r.) 3abpaHsiBa ce peKIaMHUPAHETO Ha ONACHH XUMHUYHHU
BeIlecTBa, 0e3 Ja € MOCoYeHa B peKiiaMara TsXHaTa KaTeropusl Ha OMacHOCT ChIVIACHO 4Jl. 2.

Un. 4a. (Hos - IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r., u3m. - [IB, 6p. 82 oT
2007 r.) MUHHMCTBPBT Ha OKOJIHATA CPEA U BOJAUTE € KOMIIETEHTEH OpraH 110 CMUCHIJIA HA 4Jl.
15 ot Permament 850/2004.

Un. 46. (HoB - [IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) 3abpansiBa ce
NPOU3BOJICTBOTO, IYCKAaHETO Ha TMa3apa W ynorpebaTra Ha YCTOMYMBH OpraHHUYHU
3aM’BPCUTEITH, HE3aBUCUMO JIaJIH Ca B CAMOCTOSITEIHA (hopMa WITH C€ ChIbPIKAT B IMPEapaTH.

(2) (OtMm. - ]IB, Op. 82 o1 2007 1.)

(3) (O™m. - [IB, 6p. 82 o1 2007 1.)

Un. 48. (Hos - [IB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r.) Ilputexarenst Ha
CKJIaJI0BA HAJTMYHOCT OT YCTOWYMBU OPTaHUYHU 3aMBPCUTEIN B cCaMOCTOsTeNHA (hopma Win B
mpernapaTd  yhpaBiisiBAa Ta3W CKJIaJ0Ba HAJIMYHOCT KAaTO OTHAAbK B CHOTBETCTBHE C
M3HCKBAHUATA HA 3aKOHA 32 YIpaBlIeHUE HAa OTHAABIIUTE.

Un. 4r. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) MUHUCTBPBT Ha
OKOJIHATa cpela M BOAUTE M3roTBss HanumoHaneH maH 3a JA€HCTBHE IO YOPAaBJIEHUE Ha
YCTOHYMBUTE OPraHUYHU 3aMBPCUTEIN U B CbOTBETCTBUE ChC 3aIbJDKEHHUATA CH 11O 4. 8, T. 2
ot Pernmament (EO) Ne 850/2004 na EBpomeiickus mapiamednT u CbhbBeTa IO HM3MOpaiia 10
EBpomnelickara KOMUCHS U 10 ABbPKABUTE - YWICHKU Ha EBpONEeNCKuUs Chb1O3.

I'nmaBa BTOpA.
KITACUOUIINPAHE, OITAKOBAHE U ETUKETUPAHE HA
OITACHUTE XMMMWYHU BEIIECTBA U ITPEITAPATHU (3AI'JI. U3M. -
JB, BP. 114 OT 2003 I'., B C1UJIA OT 31.01.2004 T".)

Yn. 5. (Usm. - IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) (1) (HU3m. - JIB, Op.
95 ot 2006 1., B cuina ot 24.11.2006 r.) Besko nume, koeTo nmycka Ha Ia3apa XUMHUYHO
BEIIIECTBO WJIM Tperapar, € JUIbXHO Ja To Kiacuuuupa Bb3 OCHOBA Ha HETOBHUTE (PH3HMKO-
XUMHUYHH, TOKCUKOJIOTUYHU U €KOTOKCUKOJIOTHYHH CBOHCTBA.

(2) PenbT M HauMHBT Ha KiIacH(PHUIUpPaHE, OMAKOBAHE M CTHKETHpPaHEe HAa XMMUYHU
BEIIIECTBA U MIPErapaTu ce ONpeseNarT ¢ Hape0a Ha MUHUCTEPCKHS ChBET.

(3) (U3m. - [IB, 6p. 95 ot 2006 r., B cumna ot 24.11.2006 1.) Koraro BemiecTBOTO UIN
npenaparbT ce KIacCU(PHUIMPAT B €IHA WIM MOBEYE KaTErOpuu Ha OMACHOCT MO Wi. 2, JMIiaTa
no air 1 ca JUBXKHH Ja TH OIAKOBaT W CTUKETHPAT CIOpEeA OIlpelelieHaTa Ipu
KJIacU(UIIUPAHETO KaTeropusi/KaTeropuu Ha OMACHOCT.



(4) (M3m. - OB, op. 95 ot 2006 r., B cuma or 24.11.2006 r.) JlaGopaTopHu
U3NHUTBAHUS 3a OINpEACNsHE Ha CBOMCTBaTa MO ajid. 1 ce W3BbpIIBAT B CHOTBETCTBUE C
npuHuunure Ha JlobpaTta mabopaTopHa IpaKkTHKA.

(5) (U3wm. - [IB, 6p. 100 ot 2005 r., B cuna ot 14.01.2006 r., u3m. - [IB, 6p. 95 oT
2006 r., B cuna ot 24.11.2006 r.) Cna3Banero Ha npuHuunure Ha JloOpara maGoparopHa
NpakTUKa OT JabopaTopuHTE Cce YAOCTOBepsBa OT M3mbiaHuTenHara areHuus "bwiarapcka
cnyx0a 3a akpeauranus" NpU YCIOBUATAa Ha Hapenbata mo ajn. 6 W Ha Mpolenypara Ha
areHIUATa 3a MHCIIEKIUS Ha JTAaOOpaTOPUUTE U OJUTHTE HA M3CICABAHHATA, IPOBEKIAHU OT
TAX WIM OT HAlMOHAJIHWUTE OpraHu Ha CTpaHUTE - WIEHKM Ha EBpomneiickus cbro3 U Ha
EBponeiickoTo MKOHOMHUYECKO MPOCTPAHCTBO, HOTU(UIMpanu Ha EBponeiickara KOMUCHS B
cpoTBeTcTBUE C Wi. 3, T. 1 ot upektusa 2004/10/EO na EBponeiickus napnament u CbBera.

(6) Ilpunnunure, WHCHEKIMATa W yhocToBepsiBanero Ha JloOpata maboparopHa
NPaKTUKa ce ONpeAessAT ¢ Hapeada Ha MUHUCTEPCKUS ChBET.

(7) (Homa - JIB, 6p. 100 ot 2005 r., B cuma ot 14.01.2006 r.) /leiiHocTHTE TIO
yIIOCTOBEpSBaHE HAa CHOTBETCTBUETO C MpuUHUUNMTE Ha J[oOpara mabopaTopHa HpakTHUKa OT
W3nbnautenna arennus "bwiarapcka ciyxk0a 3a akpeauTanus' ce 3aruiamar Mo IeHH,
ONpEAEIeHN 0 pela Ha wi. 26 oT 3akoHa 3a akpeAUTalMATa, U3BbpILIBaHA OT bbirapckara
ciyx0a 3a akpeauTaIus.

UYn. 5a. (Hos - IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 1., usm. - /IB, 6p. 101 ot
2005 r., ot™m. - JIB, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 1.)

UYn. 56. (Hos - JIB, 6p. 95 ot 2006 t., B cuna ot 01.01.2007 1.) (1) [TomyuaBaneto Ha
pasperieHre 3a OcCBOOOKIaBaHE OT HM3UCKBAHMATA 33 HHUBOTO Ha IMpsKara OHOJOTHMYHA
pasrpaiuMOCT Ha JETepreHTH 3a [POMHUIUIEHH W YUPEeXKACHCKH LeId  W/HIu
NOBbPXHOCTHOAKTHUBHU BemecTBa ([TAB), npennazHaueHu 3a JAE€TEpreHTH 3a MPOMUIUICHU U
YUPEXIEHCKHU LIeNH, ce U3BbpIIBa 1o pena Ha Permament (EO) Ne 648/2004 na EBponelickus
napiaameHT 1 CbBeTa.

(2) 3a mosryuaBaHe Ha pa3pelIeHUe 3a 0CBOOOXKIaBaHEe OT U3UCKBAHUATA 32 HUBOTO Ha
npskata OMOJIOTHYHA PA3rpaJUMOCT MPOU3BOAUTENIUTE HA JIETEPreHTH 3a MPOMUIICHH U
yupexaeHcku 1enu, ceappkamm [IAB w/mnim ITAB, npeanasHaueHu 3a JAeTEpreHTH 3a
IIPOMHUIIUIEHN M YYPEXKIEHCKH LEIH, MOAABAT MUCMEHO 3asBICHUE 10 MMHHCTEPCTBOTO Ha
OKOJIHATa cpefia ¥ BoAUTE U 10 EBponeiickaTa KOMHUCHS.

(3) (O™m. - [IB, 6p. 82 oT 2007 1.)

(4) (Ot™m. - 1B, 6p. 82 o1 2007 1.)

(5) M3mpaaurennata areHnus "bbiarapcka cimyx0a 3a akpeauTanua' IpeaocTaBs Ha
EBponelickata KOMHCHS M Ha JIbp)KaBUTE - WICHKM Ha EBponeickus Cblo3, CIUCBK Ha
nabopaTopuuTe, KOMIIETEHTHM Ja U3BBPUIBAT U3NMUTBaHUA Ha JerepreHTH u [IAB,
npeIHa3HaYeHH 3a JACTEPreHTH, B ChOTBETCTBUE ¢ Wil. 7 oT Permament (EO) Ne 648/2004 na
EBpomnelickus napiameHT 1 CbBeTa.

Yn. 6. (1) (Ilpenummen Texer Ha wi. 6, u3m. - JIB, 6p. 114 ot 2003 r., B cuna ot
31.01.2004 r.) OmakoBkara Ha ONACHUTE XMUMHMYHHM BeLIeCTBa W INpenapaTd TpsOBa na
OTrOBapsl Ha CIIEAHUTE MUHUMAIIHU U3UCKBAHUSA:

1. (mom. - JIB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r.) omakoBkaTa TpsiOBa Aa



ObZe KOHCTpYHpaHa IO HAYMH, KOWTO /Ja HE IMO3BOJSIBA pa3NWIiBaHE WIM pasiMBaHe Ha
ChIBP)KAHUETO U, OCBEH B CIy4yaWTe, KOTaTO C€ M3UCKBAT CICI[HATHU MPHUCIIOCOOJICHHS 3a
0€301acHOCT, OTIpeieNIeH! B Hapendara 1o ui. 5, ai. 2;

2. omaxkoBKaTa W MPUCIIOCOOJICHUATA 3a 3aTBapsHE TPsAOBa na ObaaT u3pabOTEHU OT
MaTepHalii, KOUTO HE B3aMMO/ICHCTBAT ChC ChABPKAHUETO HA OMAKOBKATa;

3. omakoBKaTa M NPUCIOCOOJECHMATA 3a 3aTBapsHETO W TpsAOBa Ja M3IbpKAT
HOpMAaJIHUTE HATOBApBAaHUS IPU TPAHCIIOPTHUPAHE U IPU paboTa ¢ THIX;

4. KOHTelHepuTe, CHAOJICHH ChC 3aMEHUMH MPUCIIOCOOICHUS 3a 3aTBapsHe, TpsOBa
Jla UMaT TaKUBa MPUCIOCOOJICHUS, KOUTO MOTaT J]a Ce 3aTsraTr MOBTOPHO, 0€3 ChAbPKaHUETO
UM J1a ce pa3Mnuiiee Win pasiee.

5. (oM. - [IB, 6p. 114 ot 2003 ., B cua ot 31.01.2004 1.)

6. (ot™. - /1B, 6p. 114 ot 2003 ., B cua ot 31.01.2004 1.)

(2) (Hosa - IB, 6p. 114 o1 2003 r., B cuia ot 31.01.2004 r.) XumMu4HHUTE TIpemapaTH,
KOUTO HE ce Kiacu(uuupaT Karo OMacHU, HO BBIPEKH TOBa MOTraT Ja MpeAcTaBisBaT
crienr(puYHa OMACHOCT, C€ OMAKOBAT B ChOTBETCTBUE C M3UCKBAaHUATA Ha ail. 1.

(3) (HoBa - /IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) [dombiHUTETHH
M3MCKBAaHUS KbM ONAKOBKUTE Ha HAKOU BEIIECTBA M IpenapaTH ce ONpeAessaT ¢ Hapeadara mo
ui. 5, an. 2.

Un. 7. (U3m. - 1B, 6p. 114 ot 2003 r., B cuma ot 31.01.2004 r.) (1) Ha erukera Ha
OTIACHUTE XMMHYHU BEI[ECTBA W IMpemnapaTH Ce M3MHCBA CleHaTa MUHUMaTHa WHGOpMaIus
Ha OBJITAPCKU €3HK:

1. (mom. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) HAUMEHOBAaHUE CHIIIACHO
M3HMCKBAHUATA HAa Hapendara o 4i. 5, ai. 2;

2. (gom. - 1B, Op. 95 ot 2006 1., B cmiia ot 24.11.2006 r.) 32 nmpenapaTuTe - XUMUYHO
HAaUMEHOBaHME Ha OMACHOTO BEIIECTBO WJIM HAa OMACHUTE XUMUYHH BEIIECTBA B ChCTaBa Ha
mpernapaTa ChIJIaCHO U3UCKBAaHUATA HA Hapen0ara 1o 4. 5, an. 2;

3. UMETO W MBIHUAT aJIpeC, BKIIOUUTEIHO Tele(OHHUST HOMEP Ha JIUIETO, KOETO
MyCKa XUMUYHOTO BEIIECTBO WIIM Mpenapar Ha mas3apa;

4. CUMBOJIM U 3HAIIM 32 OTACHOCT, ONpeAesIeHU C HapeabaTa 1o 4i. 5, an. 2;

5. R-¢pa3u - cTaHmapTHH TEKCTOBE, MPEAyNMpekKIaBalld 3a PHUCKA, CBbP3aH C
M3MOJI3BAHETO Ha OMACHOTO XMMHYHO BEIIECTBO WJIH Mperapar;

6. S-¢pa3u - cTaHIApPTHU TEKCTOBE, JABAIllM ChBETU 3a 0€30MACHOTO ChXpAaHEHUE U
M3MOJI3BaHE HA OMACHOTO XMMHUYHO BEIIECTBO HIIM Tperapar.

(2) 3abpaHsiBa ce TMOCTaBSIHETO HAa ETHUKETa WM OMAKOBKaTa Ha HAAMUCH, KOUTO
OTpUYAT €IHO WJIM MOBEYE OT OMACHUTE CBOWMCTBA Ha XMMHUYHOTO BEIIECTBO WJIM Mperapara
WM BOJIAT JI0 MOJIICHSIBAaHE HAa OTIACHOCTHUTE, KOUTO T€ MPEACTABISBAT.

(3) C napenbata mo ui. 5, aj. 2 ce MOCTaBIT U MOMBJIHUTEIIHU M3UCKBAHUS KbM
CTUKETUTE Ha OTpeeNieHN XUMUYHH BEI[ECTBA U MpenapaTu.

(4) (Jom. - 1B, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) XuMUYHUTE MIpemapaTH,
KOUTO HE ce KiIacupuIMpar KaTo OMAacHU, HO BBIPEKH TOBA MOraT Ja MpEACTaBIsBAT
crnenuuIHa OMAacHOCT, c€ eTHUKeTHpaT mo aid. 1, T. 1 u 3, u ChriIacHO H3UCKBAHUSATA,
oIpeieNieHu ¢ Hapeaobara o ui. 5, ai. 2.



Un. 7a. (Hos - IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 1., usm. - 1B, 6p. 82 ot
2007 r.) Ilpu noroBopu 3a mpogaxOa oT paszcrossHue 1Mo wi. 48 oT 3akoHa 3a 3amuTa Ha
MOTPEOUTENNTE, TPEUIOKCHUETO TpsAOBAa Ja ChIbpXKA KaTErOpUsATa WIW KATETOPHUHUTE
OTIACHOCT Ha BEIIECTBOTO WUJIU Mpemnapara.

UYn. 76. (Hos - [IB, 6p. 114 ot 2003 ., B cua ot 31.01.2004 r., u3m. - /IB, 6p. 82 ot
2007 r.) M3roTBsSHETO M MNPEIOCTaBSIHETO Ha WHGOPMALMOHEH JUCT 3a OE€30MacHOCT ce
OCBILECTBSBA 110 PEA Ha IJ1aBa YETBBPTA U B cbOoTBeTCTBUE C [Ipunoxenue Il na Permamenr

1907/2006.

UYn. 78. (Hos - [IB, 6p. 114 ot 2003 r., B cmia ot 31.01.2004 1.) (1) (Hom. - B, Op.
95 ot 2006 r., B cuna ot 24.11.2006 r., u3m. - /IB, 6p. 82 ot 2007 r.) Koraro u3anucBaneto
BbPXY €THKETa WM BBPXYy HH(OOPMAIMOHHUS JHCT 3a 0€30IMacHOCT Ha XUMUYHOTO
HAUMEHOBAHME Ha BEIIECTBO, BJIM3AIN0 B ChCTaBa Ha Mpemnapara, HaKbpHsSBA MPABOTO Ha
MHTEJIEKTYyaJIHA COOCTBEHOCT Ha JIMIIETO, KOETO MMyCKa 3a MbPBU BT HA Ma3apa TO3H Ipemapar,
TO MOXE J1a U3IHUIIe TAKOBa HAMMEHOBAHHWE HAa XMMUYHOTO BEILIECTBO, KOETO UACHTU(DUIIIpa
Hal-BaXHUTE (YHKIIMOHATHU XUMUYHH TpPYIH, KAKTO H Ja U3MHIIE alTePHATUBHO
HAUMEHOBAaHME Ha eTUKeTa CIlieJ ToJlydaBaHE Ha pas3pelieHrue OT MHUHUCTbpa Ha
3/1paBeOI1a3BaHETO WM OT ONMPABOMOIIEHO OT HETO AJIbKHOCTHO JIHIIE.

(2) M3nucBane Ha anTepHATUBHO HAMMEHOBAHHME HAa €THKETa C€ pa3peliaBa camo B
ClIydauTe, KOTaTO BEUIECTBOTO B ChCTaBa Ha Ipemapara ce Kiacuduimpa B €IHa WIH MTOBEUe
OT CJIETHUTE KaTeTOPHH:

1. mpa3Henio - ¢ U3KIOYEHUE Ha Te3H, 03HaueHH ¢ R-dpaza "R41: puck ot ceprnosHo
YBpeXKIaHe Ha ouuTe", WIM Jpa3Helld, B KOMOMHAIMS C €JHO WM TOBeYe OT CIICTHUTE
CBOMCTBA: €KCIUIO3MBHH, OKCUANPAIITH, U3KITIOUUTETHO 3aMaJiMHI, JIECHO3AMATUMU, 3alaliMH,
OTIACHHM 3a OKOJIHATA Cpefa;

2. BpPEHO C OCTBp JieTaJeH €(EeKT WM BPEJHO B KOMOWHAIMS C JIpa3HEIIo W/WIH C
€IHO WJIM MOBEYEe CBOMCTBA MO T. | ¢ OCTHp JeTajeH eekT.

(3) Kputepuute 3a n300p Ha alTepHATUBHO HANMEHOBAHUE HA €TUKETA CE OTPEACIST
¢ Hapenbara mo 4. 5, am. 2.

Yn. 7r. (Hos - IB, 6p. 114 ot 2003 ., B cuna ot 31.01.2004 1.) (1) (Hom. - B, Op.
95 ot 2006 r., B cuia ot 24.11.2006 r.) 3a mosiyyaBaHe Ha pa3pelIeHUETo No wi. 7B, ail. 1
JIMIIETO, KOETO IMyCcKa 3a IbPBM IBT HAa Ma3apa OMaceH XHMHYCH IMperapar, MojaBa B
MHUHHUCTEPCTBOTO Ha 37paBeola3BaHETO 3asBJICHHE MO0 oOpasell, OmpeeNieH ¢ Hapendara 1o
un. 5, an. 2.

(2) MUHUCTBPBT Ha 3IpaBEONa3BaHETO MOKE Ja HW3MCKBA W JOIBIHUTEIHA
uHpopMaIrs, He00X0MMa, 3a Jia IPEICHH OCHOBATEIHOCTTA Ha 3asiBJICHUETO.

(3) (M3m. - 1B, Op. 82 ot 2007 r.) MHUHHCTHPBT Ha 3[IPABEOINA3BAHETO WJIH
OIIPaBOMOILIEHO OT HETO JUTHKHOCTHO JiHIie B 60-THEBEH CPOK OT TMO/IaBaHE Ha 3asBICHUETO IO



an. | Wi oT mosydyaBaHETO Ha JONBJIHUTETHATa MHPOpPMaLuUs MO al. 2 W3/aBa pa3pelieHue
HJIM IpaBU MOTUBHPAH OTKAa3.

(4) (U3m. - 1B, 6p. 30 or 2006 ., B cuma ot 12.07.2006 r.) Otka3spT mo am. 3
MO/IJIe)KH Ha 0OKaJIBaHe 1Mo peia Ha AJIMUHHUCTPATUBHOIPOLIECYATHHS KOJICKC.

(5) (Homa - 1B, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) Jlunero mo amn. 1
MPEIOCTaBs KOMUE Ha U3JIaJICHOTO pa3pelieHre Ha KOMIIETEHTHUTE OpPraHu Ha BCsKa IbpKaBa
- yIeHKa Ha EBponeickus ¢blo3, Ha TEPUTOPUATA HA KOSATO Bb3HAMEPSBA J1a IyCHE XUMUYHUSA
mpermapar.

Un. 7a. (Hos - JIB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r., mom. - /IB, 6p. 95 ot
2006 r., B cuna ot 24.11.2006 r.) Pasnopenbara Ha wi. 7B HE ce MIpwiara 3a XUMHYHHU
BEILECTBA, 3@ KOUTO B EBpONENCKUs CbIO3 Ca IPUETU TPAHUYHU CTOMHOCTH HA €KCIIO3ULUA.

Yn. 7e. (Hos - 1B, 6p. 114 ot 2003 ., B cuna ot 31.01.2004 r.) (1) (dom. - JIB, 6p.
95 ot 2006 r., B cuna ot 24.11.2006 r., gom. - /IB, 6p. 82 ot 2007 r.) JIumero, KoeTo mycka Ha
naszapa OuoOLMJ W/WIM XMMHUYEH TNpenapar, Kiacu(uiupaH KaTro OmaceH Bb3 OCHOBA Ha
(U3HKO-XUMUYHUTE U TOKCUKOJOTUYHUTE CH CBOMCTBa, M3Mpamia B MHHHCTEPCTBOTO Ha
3/IpaBeora3BaHeTo HMH(OpPMALKS HAa EJNEeKTPOHEH W XapTUEH HOCUTENl OTHOCHO XUMHUYHHUS
ChCTaB, PUBUKO-XUMUIHHUTE U TOKCHKOJIOTUYHUTE MY CBOKCTBA.

(2) (M3m. - 1B, 6p. 82 ot 2007 r.) Uudopmanusara nmo an. 1 ce mpenoctaBs Ha
nedeOHO 3aBe/ICHHE, ONIPEICIICHO ChC 3all0Be]] HA MUHHUCTHPA Ha 3[IpaBeONa3BaHEeToO.

(3) (U3m. - 1B, 6p. 82 ot 2007 r.) MHUHHCTEPCTBOTO Ha 3/IPaBEOMA3BAHETO H
7edeOHOTO 3aBelieHUe Mo all. 2 W3Moa3BarT uHpopManusaTa mo ai. | 3a 3amura Ha )KMBOTA U
3JIpaBETO Ha XOpaTa U 3a MIIaHUpaHe Ha TPEBAHTUBHU MEPKH U JICUCHHE.

(4) (U3m. - 1B, 6p. 82 ot 2007 r.) MHUHHCTEPCTBOTO Ha 3/IPaBEOIMA3BAHETO H
7edeOHOTO 3aBeeHHWE MO ai. 2 3ama3BaT MPOU3BOJCTBEHATAa W THProBCKaTa TailHa Ha
noJrydeHata uapopmanus."

(5) (Homa - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 ., ot™. - JIB, 6p. 82 ot 2007
r., B cuia ot 01.06.2008 r.)

(6) (Hosa - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 ., ot™. - JIB, 6p. 82 ot 2007
r., B cua ot 01.06.2008 r.)

(7) (HoBa - JIB, O6p. 82 ot 2007 r.) JleueOHuTe 3aBeAeHUsA H3MpamiaT a0
pETMOHANIHUTE IICHTPOBE IO 37paBeolNasBaHe W JO JIEYeOHOTO 3aBeAeHHE MO aj. 2
uH(pOpMalKA 32 BCEKHU CITydail Ha OTpaBsiHE WM ChbMHEHHE 32 OTPaBsSHE C XUMUYHH BEIECTBA,
npemnapaTy ¥ OMOLIUIH.

(8) (Homa - IB, Op. 82 ot 2007 r.) JleueOHOTO 3aBeleHHE MO ald. 2 HW3Mpalia
€XKeroJHO 10 MMHHCTEPCTBOTO Ha 3[paBeola3BaHETO O0000IIEH TOKIa[ 3a ClydauTe Ha
OTpaBsIHE UJIM ChMHEHUE 32 OTPaBSHE C XUMHUYHHU BEIIECTBA, IpenapaTH U OUOLIUIH.

(9) (HoBa - JIB, 6p. 82 ot 2007 r.) YcnoBusta U pedpT 3a MPEIOCTaBsHE Ha
uHpopmanuaTa o ajn. 1, 7 u 8 ce onpenensar ¢ Hapeada Ha MUHUCTBPA Ha 3/IpaBEONa3BaHETO.

['naBa tpera.
HOTUOUIIMPAHE HA HOBU XMMMNYHHM BEIIIECTBA



Un. 8. (M3wm. - IB, 6p. 114 ot 2003 r., B cmiia ot 31.01.2004 r., ot™. - IB, 6p. 82 ot
2007 r., B cuna ot 01.06.2008 r.)

Un. 9. (U3wm. - IB, 6p. 114 ot 2003 r., B cmta ot 31.01.2004 r., ot™. - JIB, 6p. 82 ot
2007 r., B cuna ot 01.06.2008 r.)

Y. 10. (U3wm. - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 ., ot™m. - /IB, Op. 82 ot
2007 r., B cuna ot 01.06.2008 r.)

Y. 10a. (Hos - JIB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., ot™. - [IB, Op. 82 ot
2007 r., B cuna ot 01.06.2008 r.)

UYn. 106. (Hos - 1B, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., ot™. - /1B, 6p. 82 ot
2007 r., B cuna ot 01.06.2008 r.)

Y. 10B. (Hos - IB, 6p. 114 ot 2003 ., B cuna ot 31.01.2004 r., oT™. - 1B, 6p. 82 oT
2007 r., B cuna ot 01.06.2008 r.)

Y. 10r. (Hos - [IB, 6p. 114 o1 2003 r., B cuma ot 31.01.2004 r., ot™. - IB, 6p. 82 oT
2007 r., B cuna ot 01.06.2008 r.)

Y. 11. (M3m. - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 ., ot™m. - JIB, 6p. 82 oT
2007 r., B cuna ot 01.08.2008 r.)

Yn. 12. (M3m. - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 ., ot™m. - JIB, 6p. 82 oT
2007 r., B cuna ot 01.08.2008 r.)

Y. 12a. (Hos - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., ot™m. - 1B, 6p. 82 ot
2007 r., B cuna ot 01.08.2008 r.)

Un. 126. (Hos - [IB, 6p. 114 o1 2003 r., B crna ot 31.01.2004 1., ot™. - [IB, 6p. 82 ot
2007 r., B cuna ot 01.08.2008 r.)

Uin. 12B. (Hos - IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., ot™. - [IB, 6p. 82 ot
2007 r., B cuna ot 01.08.2008 1.)

Un. 13. (U3m. - IB, 6p. 114 ot 2003 ., B cuma ot 31.01.2004 . , ot™m. - [IB, 6p. 82 ot
2007 r., B cuna ot 01.08.2008 1.)

I'naBa werBBpTAa.



ITYCKAHE HA ITA3APA HA bMOLU N (OTM. - /IB, BP. 91 OT 2002
I'., HOBA - IB, bP. 114 OT 2003 I"., B CMJIA OT 01.01.2007 I'., OTM.,
HOBA - JIB, BP. 95 OT 2006 I'., B CUJIA OT 24.11.2006 I".)

Paznen L.
O6mmm nonoxxenus (Hos - /IB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 T.)

Yn. 14. (Hos - JIB, 6p. 95 ot 2006 r., B cuma ot 24.11.2006 r.) (1) buonunuute
IpenapaTH ce IycKaT Ha raszapa M ce YHoTpeOsBaT, KOTaTo 3a TSIX UMa M3/1aJIeHO pa3pelieHne
OT MHUHUCTBPA Ha 3/IPaBEOIa3BaHETO.

(2) buonuaHuTe NpenapaTu ¢ HUCBK PUCK CE IyCKaT Ha Ia3apa, Koraro 3a TAX UMa
U3Ja/ICHO yJJOCTOBEPEHHE 32 PErUCTpalis OT MUHUCTbPA Ha 3/[paBEOIa3BaHETo.

(3) OcHoBHHTE BellecTBa c€ IMycKaT Ha Ta3apa W C€ HW3MOJI3BAT 3a OHWOIUAHA
ynotpeba, koraro ca BiiIodeHM B CrHHMCbhbKka Ha OCHOBHUTE BEILIECTBA, pPa3pelICHU B
EBpomneiickust cb103, 1 OTTOBAPAT HA U3UCKBAHUATA, IIOCOYCHH B TO3U CIHCBHK.

(4) MUHHMCTBPBT Ha 3APaBEONA3BAHETO YTBBPK/1aBa ChC 3alI0BE] CIUCHIIM HA:

1. aKkTUBHHTE BeIECTBa, pa3peuieHu B EBponelickus chi03 3a BKIIOYBAHE B ChCTABA
Ha OMOLMIHU TIpenapaTH, BKIFOYUTEIHO U3UCKBAHUATA KbM THX;

2. aKTUBHHUTE BEIIECTBA, pa3peuieHn B EBponeilickus Chi03 3a BKIIOYBAHE B ChCTABa
Ha OMOLIMIHM IIPENapaTé ¢ HUCHK PUCK, BKIOYUTEITHO U3UCKBAHUATA KbM THX;

3. OCHOBHHUTE BEILECTBa, paspemieHH B EBpomneiickus Cbi03, BKIIOYUTEIHO
U3MCKBAHUATA KBM THX;

4. (m3m. - 1B, 6p. 82 ot 2007 1.) aKTUBHUTE BEIIECTBA, 32 KOUTO MMa pEIICHUE Ha
EBpomneiickata KOMUCHS 32 HEBKIIIOYBAHE B CIIUCHIMTE 1O T. 1, 2 n/unm 3.

5. (ot™. - [IB, 6p. 82 ot 2007 1.)

6. (ot™. - /1B, 6p. 82 oT 2007 1.)

(5) 3anoBenute no an. 4 ce oOHapoaBaT B "J[bpikaBeH BECTHUK" U ce MyOJUKyBaT Ha
cTpaHHIaTa Ha MUHHCTEPCTBOTO Ha 37jpaBeoria3BaHeTo B IHTepHeT.

UYn. 14a. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) YcnoBusita u
pensT 3a MyCKaHe Ha ma3apa Ha OUOIUIN ce OTpeelisaT ¢ Hapeada Ha MUHUCTEPCKUS ChBET.

(2) C mapenbara no an. 1 ce onmpenenar u:

1. ¢opmara u CHIBPKAHHETO HA TEXHUYECKOTO JOCHE M JOKYMEHTHTE, KOUTO
3assBUTENSAT MPECTaBs 3a:

a) U37aBaHe Ha pa3pelIeHHe 3a MyCKaHe Ha Ma3apa Ha OWOIHICH Ipernapar;

0) W3maBaHe Ha YAOCTOBEPEHHE 3a PETUCTpallus Ha OMOIMIEH MpernapaT C HUCHK
PHCK;

B) BKJIFOYBAHE HAa aKTHMBHO BEIIECTBO B CIIMCHIUTE MO WI. 14, an. 4, 1. 1,2 u 3;

2. ¢hopmara U CHABPKAHUETO HA U3JABAHUTE pa3pelleHUs U Ha yIOCTOBEPEHUITA 32
perucTparnus;

3. JONIBTHUTETHUTE U3UCKBAHUS 32 ONAKOBAHE U €TUKETUPaHe Ha OMOLIUINTE;

4. BuoBeTe (TPYMH U MOATPYIH) OUOIININ;

5. OCHOBHHUTE MPUHIIMIIH 32 OLIEHKA Ha TEXHUYECKUTE IOCHETa HAa OHOIUANTE.



Un. 146. (Hos - IB, Op. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) buomuaure ce
KJIACU(UIMPAT, OTIAKOBAT U €TUKETHPAT B CHOTBETCTBUE C pa3ope0UTEe Ha TaBa BTOpa.

(2) JlombIHUTETHUTE W3MCKBAHUS 3a OTMAKOBAaHE W €TUKETHPAHE Ha OMOLUIUTE Ce
ompenenAT ¢ HapenOara 1o 4i. 14a.

Un. 14B. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) MuHHCTBPBT Ha
3/IpaBEOIAa3BaHETO BOAM MyOJIMYHU PETUCTPHU Ha!

1. pa3perieHuTe OHMOIUIHY NpenapaTH;

2. perucTpupanuTe OUOIMIHU IPETapaTH ¢ HUCHK PUCK.

(2) CpapprkanmeTo Ha perucTpure mo an. 1 ce ompenens ¢ Hapenbdara mo wi. 14a.

Un. 14r. (Hos - IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) MUHUCTBPBT Ha
3paBEONa3BaHETO Ch3/JaBa ChC 3amoBes ExcriepTeH chBeT MO OMOIHIH.

(2) B ExcnieptHus chBeT 10 OMOIMAN y4acTBAT MPEICTABUTENN HA MUHUCTEPCTBOTO
Ha 3/1paBeona3BaHeTo, MUHHUCTEPCTBOTO HAa OKOJHATA cpefa U BoauTe, HanroHanHusa HEeHThp
[0 oma3BaHe Ha OOLIECTBEHOTO 3ApaBe M HanumoHamHWS LEHTHP MO 3apa3HU U Mapa3UTHU
Oonectu.

(3) MuHHCTBPBT Ha 3[pPaBEOINA3BAHETO MOXKE Jla MPUBJIMYA IPU HEOOXOIUMOCT B
paborara Ha CbBeTa M JPYrd CIEUUAIUCTH MO TOKCHKOJOTHS, €KOTOKCHUKOJOTHUS, XUMHS,
Ouo0JI0rUsl, MUKpPOOHOJIOTHSI, BUPYCOJIOT U, TAPA3UTOJIOT U U BETePHUHAPHA MEAUIIHA.

(4) ExcriepTHUAT ChBET MO OMOLMIM U3BBPIIBA OIICHKA HAa IIBJIHOTATa HA BHECEHUTE
OT 3asiBUTENSI TOKYMEHTHU 1o wi. 14a, an. 2, T. | 1 olleHKa Ha pucKa 3a YOBEKa, ’KUBOTHUTE U
OKOJIHaTa cpesia M Ha OuosiornuyHaTa e()eKTUBHOCT Bb3 OCHOBA Ha JJAHHUTE B TAX.

(5) Bp3 ocHoBa Ha oneHkaTta nmo aj. 4 EKCHepTHUSAT CbBET MO OMOLMIU TpPaBH
IIPEI0OKEHNE 10 MUHUCTBPA Ha 3/IpaBEOIAa3BaHETO 34!

1. paspemaBaHe win 3a0paHa Ha MPOBEXKJAHETO HA HAYYHU H3CIEIABAHUSA WIIH
pasBoiiHa aeiHocT 1o wi. 156;

2. u3aBaHe Ha paspeleHue no wi. 158, an. 5 uiu 3abpana 1o 4i. 151 3a npoBexaaHe
Ha ONWTH, IPU KOUTO B OKOJHATA cpela ce OCBOOOXKJaBa MM MOXeE Ja ce O0CBOOOIU
OMOIMIeH Mpenapar Wik aKTUBHO BEILECTBO;

3. u3aBaHe Ha pa3pelleHue 3a MyCKaHe Ha Mazapa Ha OMOIMIEH IpernapaT Uiu 0TKa3
no wi. 1706, an. 1 unm npekpaTsiBaHe Ha MpoueaypaTa 1o ui. 176, an. 2;

4. n3naBaHe Ha YJ0CTOBEPEHHUE 3a PErUCTpalus Ha OMOLUAEH IpenapaT ¢ HUChK PUCK
WJIM OTKa3 1o 4uil. 171, an. 12 wim npekpatsiBaHe Ha npouenypara rno wi. 17x, an. 13;

5. OTMsIHa Ha pa3pelLIeHHEeTO 3a IMyCKaHe Ha Ia3apa Ha OMOIMJEH MpenapaT Mo 4.
173, an. 2 nim no uin. 173, an. 6;

6. 3ajMyaBaHe PEerUCTpaIUATa HAa OMOLM/CH Mpenapar ¢ HUChK PUCK 1Mo 4. 173, amn. 3
wim o wi. 173, an. 7;

7. mpoMsiHA Ha pa3pelIeHHeTo 3a MMyCKaHe Ha Ma3apa Ha OMOLMJEH IpenapaT Wid Ha
YIIOCTOBEPEHUETO 3a PErucTpanus Ha OMOLUAEH Ipernapar ¢ HUChK PUCK MM OTKa3 MO YJl.
17w, an. 7, nnn npexkparsBaHe Ha npoueaypara no wi. 17u, an. 5;

8. M31aBaHe HA HOBO paspemieHHe no 4wi. 17k, an. 9 uiam npekparsBaHe Ha
npoueaypara no wi. 17k, ain. §;



9. u31aBaHe Ha HOBO yJJOCTOBEPEHHE 33 PErucTpanus Ha OHOLUACH MpenapaT ¢ HUCHK
puck no wi. 17k, an. 10 nnm npekparsiBaHe Ha nmpoueaypara mno 4i. 17k, ai. §;

10. oTKa3 3a MOJHOBSIBaHE Ha Pa3peIICHUETO 3a MyCKaHe Ha Ia3zapa Ha OuoLMIeH
Ipernapar Wi Ha yIOCTOBEPEHUETO 33 PETUCTpaIMsd Ha OMOLUICH Mpernapar ¢ HUCHK PUCK IO
yn. 17k, am. 11;

11. ycranoBsiBaHe Ha pamKoBa hopMyranus mo wi. 17H;

12. u3naBaHe Ha pa3pellieHre 3a MyCKaHe Ha Mas3apa Ha OMOLUACH MpenapaT Wik Ha
yIOCTOBEpEHHE 3a pPErucTpanusi Ha OWOLHMICH TNpernapaT ¢ HUCBK PUCK Bb3 OCHOBA Ha
yCTaHOBEHA paMKoBa (Gopmynamus 1o wi. 170, an. 10 wnu npekpaTsBaHe Ha mpoleaypara mo
1. 170, an. 9;

13. mpu3HaBaHe MBIHOTATA HA JOCHETaTa Ha Ouonuan mo 4wi. 18, amn. 3;

14. usroTBaHe Ha mnpemnopbka nmo wi. 18, am. 9 no EBpomnelickara xomucus 3a
BKJIFOYBAHE MJIM HEBKIIIOYBAHE HA aKTUBHO BEIISCTBO B COMCHIUTE 1O wi. 14, am. 4, T. 1, 2 nuim
3;

15. u3gaBane Ha BPEMEHHO pa3pellieHNEe WIN YAOCTOBEPEHUE 3a PErMCTpalus 110 4.
18B, an. 2 1 yrbiKaBaHe Ha CPOKOBETE UM 110 wi. 18B, an. 5;

16. n3naBaHe Ha paspelleHUE 110 B3aUMHO NpU3HaBaHe 1o wi. 19r, an. 6, npomsaHa Ha
yCIOBUATAa HAa M3/1aBAaHOTO paspeuieHue no wi. 191, an. 1 winm oTka3, wiM HajgaraHe Ha
orpaHuyeHus no ui. 19e, ain. 1;

17. oTka3 3a u3aBaHe Ha pa3pellieHne 3a MycKaHe Ha Ma3apa Ha OMOIMJEH MpenapaT
0 B3aMMHO NpU3HaBaHe 1o 4. 19e, an. 4;

18. n3naBaHe Ha YAOCTOBEPEHME 3a PETUCTpaIMs Ha OMOLMICH MpenapaT ¢ HUCHK
PUCK IO B3aMMHO IpHU3HaBaHe Mo wi. 19%k, an. 5, mpoMsHa Ha ycloBUATa Ha M3JaBaHOTO
ynocToBepeHue no wi. 193, an. 1 unu Hamepenue 3a otkas mo wi. 19u, an. 1 wiam no un. 19k,
am. 1;

19. oTka3 3a perucrpanus Ha OHOLMIEH MpernapaT ¢ HUCHK PUCK IO B3aMMHO
npu3HaBaHe no ui. 19, an. 1;

20. nznaBaHe Ha paspelieHue 1o 4i. 191, an. 5 wim npekparsBaHe Ha MpoLexypara
mo ui. 197, an. 4;

21. mpoMsHa Ha paszpemieHue no wi. 19y, an. 2 uiam oTMsIHA Ha pa3pelieHue Mo 4il.
19¢, an. 1;

22. (m3m. - 1B, 6p. 82 ot 2007 r.) nu3gaBaHe Ha HOBO pa3pelleHHE 3a IycKaHe Ha
nmazapa Ha OWOIMIEH TMpenapaT WIM Ha YJOCTOBEpEHHE 3a perucTpaius Ha OHOIMIEH
IIpenapaT ¢ HUCBbK PUCK, IPOMSHA WIA OTMsSIHA Ha M3Ja/ICHU Pa3pelIeHMs B CIydauTe O 4Jl.
19x, an. 2.

23. (ot™. - IB, 6p. 82 ot 2007 1.)

Un. 14n. (Hos - 1B, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) 3acenanusita Ha
ExcniepTHHS chBET IO OMOILIM/IU CE CMSITAT 33 PEIOBHO MPOBEACHU, KOTaTO MPUCHCTBAT MOBEYE
OT IMOJIOBUHATA OT YJICHOBETE MY.

(2) ExcriepTHUAT chBET MO OMONMAM MPaBU MpPESIOKEHHSITa Mo wi. 14r, ai. 5 BB3
OCHOBA Ha pEIICHUs, TPUETH ¢ OOUMKHOBEHO MHO3UMHCTBO OT MPHUCHCTBALIUTE HA 3aCEIaHUETO
YJICHOBE.

(3) UnenoBere Ha ExcrmepTHUs CBhBET MO OMOLMIM ca JUTHKHU Ja HE pas3riacsBar
uH(popManKATa, CTaHAIA UM W3BECTHA IMPH WU IO MOBOJ M3MbIHEHHE Ha CiIyx0aTta, KOSTO
MpeCcTaBisiBa MPOU3BOJACTBEHA WM THProBcka TaiiHa. Te moamucBar JAekiapanus 3a



MOBEPUTEIHOCT HA JJAHHUTE.
(4) Paborata Ha ExcrnepTHus chBeT Mo OMOIMAM ce 0Oe3leuaBa ChC CPEICTBA OT
cbOpaHuTe TakCH 1o ui. 19m.
(5) MuHHCTBPBT Ha 3PaBEONA3BAHETO W3/laBa MPABWIHUK 3a OpPraHU3aluATa |
neitHocTTa Ha EKcriepTHHS ChBET IO OMOLIUIH.

Paznen I1.
HayunouscnenoBaresncka u pa3BoitHa aeitHoct (Hos - JIB, 6p. 95 ot 2006
r., B cuia ot 24.11.2006 1.)

Y. 15. (Hos - B, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r.) Pa3zpemenue no 4.
14, an. 1 wiu ygocToBepeHue 3a peructpanus mo wi. 14, an. 2 He ce u3gaBa 3a OMOLUIHU
mpernapaTy, MpeIHa3HAuCHU 3a:

1. HayyHOM3CIIeIOBATENICKA IEHHOCT;

2. pa3BoiiHa AEMHOCT;

3. mpoBeXAaHe Ha OINUTH, MPU KOUTO B OKOJHATA CPElla C€ OCBOOOXKIaBa MM MOXKE
na ce 0cB00O M OMOLIMICH MpenapaT Wik aKTUBHO BEIIECTBO.

Y. 15a. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) Jluuero, koeTo
nycka Ha nasapa OHOLMACH IMpernapaT WM AaKTUBHO BEIIECTBO, IpeJHA3HAuYeHH 3a
IIPOBEXJAaHE HAa HAay4YHOU3CJENIOBATENICKA JEHHOCT, € JUIBXKHO J1a ChbXpaHsBa M NPEAOCTaBs
IIpY TIOMCKBAHE OT MUHUCTBHPA Ha 3PaBEOIa3BaHETO JAHHU 33 UIAEHTUYHOCTTA U MPOU3X0Ja
Ha OMOLMIHMS IpenapaT WiIM 32 aKTHBHOTO BEILECTBO, 32 €TUKETHPAHETO, 33 JIOCTABSHUTE
KOJIMYECTBA, CIIMUCHK C HMMEHATa W aJpecuTe Ha JMIAaTa, KOUTO MOJydaBaT OMOIMIHUS
Ipernapar WM aKTUBHOTO BEIIECTBO, KAKTO M JIOCHE, CBABPKAILIO HAJUYHUTE JIaHHU 3a
BB3MOKHHU €(EKTH BBPXY 37paBETO Ha YOBEKA WM )KMBOTHHUTE WIIM BbPXY OKOJIHATA CpeJia.

(2) JInuero, xoero mycka Ha ma3apa OMOLMICH NpenapaT WM aKTUBHO BEIIECTBO,
IIpEHA3HAYEHN 3a MPOBEXKJAHE HA pa3BOilHA JEHHOCT, € MIbXKHO Ja MpEeJoCTaBU B
MuHHCTEpCTBOTO Ha 3JpaBeona3BaHeTo MH(opMmamusaTa mo aji. | mpeau 3amo4yBaHETO Ha
pa3BoiiHaTa IEUHOCT.

Yn. 156. (HoB - B, 6p. 95 ot 2006 r., B cuma ot 24.11.2006 r.) Korato
MPOBEXKIAHETO HA HAayYyHU H3CJE/BAHUSA WM pa3BOiHA JEHHOCT MOXE Ja OKaXe BPETHO
BB3JICHCTBHE BBHPXY 37]PaBETO HA YOBEKA WM KUBOTHHUTE WM HEONArOMPHUSITHO BB3ICHCTBHE
BBPXY OKOJIHATa cpela, MUHUCTBPHT Ha 3[[paBeolla3BaHETO TW pa3pelliaBa WK T'M 3a0paHsBa
IpHU OMpENeleHH YCIOBUS C 1€l NPeJoTBpaTsABaHE HAa BPEIHUTE WJIM HEOIArOMpUSTHUTE
BB3/ICHCTBUS.

Yn. 158. (Hos - IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) (U3m. - IB, Op.
82 ot 2007 r.) IIpoBexkaaneTo Ha ONMUTH C OMOLUIHM MTpenapaTi WK aKTUBHHU BEIIEeCTBa, MPH
KOHUTO B OKOJIHATa cpeJia ce 0CBOOOYXK1aBa WIIM MOXKeE J1a ce 0CBOOO 1M OMOLMACH IpenapaT Hiu
aKTUBHO BEILECTBO, C€ pas3pellaBa CJIEJ HW3aBaHE Ha paspelleHue OT MHUHHCThpa Ha
3/IpaBeOIa3BaHETO WM OT OIIPABOMOILEHO OT HETO JUIbKHOCTHO JIULIE.

(2) 3a u31aBaHe Ha pa3peLICHUETO IO all. | MPOU3BOAUTENAT WM BHOCUTEIIAT MOJaBa



B MUHUCTEPCTBOTO Ha 37paBEONa3BaHETO 3asiBICHHUE, KbM KOETO IpHiIara:

1. akTyaTHO yAOCTOBEpEHHE 3a BIIMCBAHE B THPTOBCKHSI PETUCTHP MM €KBUBAJICHTHA
perucrpanms Mo CMUCHJIa Ha 3aKOHOJATEICTBOTO Ha JbpiKaBa - 4WieHKa Ha EBpomeiickus
ChIO3, WM TIO 3aKOHOJATEIICTBOTO HAa Jpyra abpkaBa - crpaHa no Cropa3yMeHHETO 3a
EBpomneicko NKOHOMUYECKO MPOCTPAHCTBO;

2. nanHute mo wi. 15a, an. 1 u uHbOpMAaIMs 32 MecTaTa, KbJIETO 1€ CE MPOBEKIAT
OTIMTHUTE, ¥ 32 KOJMYECTBAaTa OMOIUAN, KOUTO C€ OCBOOOKIABAT UM MOTaT JIa C€ OCBOOOIAT;

3. JaHHM 3a TPYNUTE HACETCHHE, KOUTO MOraT Jla ObJaT eKCIIOHUPAHH, U IbTHUIIATA
Ha EKCIO3UIIHS;

4. undopmanus 3a KOMIIOHEHTHUTE Ha OKOJHATa cpelaa, KOMTO MOrar jaa ObaaT
W3JI0’)KEHH Ha BH3JCHCTBUE, U HAUMHUTE Ha Pa3lPOCTPAHCHUE;

5. MepKH 3a MpelOoTBpaTsIBaHE U KOHTPOJ HAa EKCIIO3UIMATAa HAa YOBEKAa M OKOJHATa
cpena.

(3) Ilpu KoHCTaTHpaHe Ha HEMBIHOTH B INpPEICTaBEHHUTE JOKYMEHTU B 30-1HEBeH
CPOK OT JaTaTa Ha MOCTHIIBAHETO UM MUHHUCTBHPHT HA 3/IPABEOMA3BAHETO M3MCKBA OT JIMIIATa
1o ai. 2 uHpopManusATa, KOATO TpAOBa J1a MPEAOCTABAT.

(4) MuHUCTBPBT Ha 3[paBEOIAa3BaHETO MOKE MOTHBHPAHO J1a M3MUCKA OT JIMLATA IO
an. 2 npombiHUTENHAa HMH(OpMaNMs 32 BB3MOXKHU €(PEKTH BBPXY 3[paBETO HAa 4YOBEKa,
KUBOTHHUTE WJIM OKOJIHATA Cpefa.

(5) (U3m. - JIB, Op. 82 ot 2007 r.) MUHHCTBPBHT Ha 3/paBEONMAa3BAHETO WIIH
OTIPaBOMOIIEHO OT HETO JIBKHOCTHO JIUIIEe U3/aBa pa3perieHnero mo ai. 1 B cpok 60 auu ot
JaTata Ha MOoJaBaHe Ha 3asiBJICHUETO WM OT OTCTpaHSIBaHE Ha HEMBIHOTUTE B JOKYMEHTHUTE
1o aj. 3, u/WiM OT MpelocTaBsiHe Ha HH(opManusiTa 1o ai. 4.

(6) C pazpemienuero mo an. 1 ce onmpeaensT KoJudecTBara OUOIH, MecTara, KbJETO
e ce MPOBEXIAT OMHTUTE, M JIPYTH YCIOBHUSA, CBbP3aHH C MPEAOTBpaTsIBAHE HAa BPEAHH
BB3JICHCTBUS BHPXY YOBEKA, )KUBOTHUTE U/UITU OKOJTHATA Cpe/ia.

Yn. 15r. (Hos - IB, Op. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) Koraro
MPOBEXKAAHETO HA OMUTUTE 1O 4. 15B MOXKE Ja OKa)ke BPEJHO BB3CHCTBUE BHPXY 3PABETO
Ha YOBEKa, KUBOTHHUTE WM BBPXY OKOJHATa Cpela, MUHUCTHPBHT HA 3/IPaBEONAa3BAHETO TH
3a0paHsiBa.

(2) B cnydaure mo an. | MUHUCTBHPHT Ha 3[IpaBEOIa3BaHETO H3/laBa MOTHBHpaHA
3amoBe.

(3) 3BamoBeara mo am. 2 TOANEXH Ha oOOXamBaHe MO pega  Ha
AJIMUHHMCTPAaTUBHOIIPOIIECYaTTHUS KOJIEKC.

Paznen III.
N3uckBanus 3a myckaHe Ha naszapa Ha ouonuau (Hos - JIB, 6p. 95 ot 2006
r., B cwia ot 01.01.2007 r.)

Yn. 16. (Hos - IAB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) buouugau
npenaparu ce MycKaT Ha ma3apa, KOraTo ChIbp)KaT aKTHBHO BEIIECTBO ChOTBETHO AKTUBHU
BEIL[ECTBA, BKIIIOYEHHU B CIUCHLUUTE 1O 4. 14, an. 4, 1. 1 1 2, u OTroBapsT Ha U3UCKBAHUSITA,
ONpEACNICHU B T€3U CIUCBHIIU.

(2) buonmanuTe mpemapaTH Mo an. | ce MyckaT Ha mas3apa, KOrato H3BbplIeHATa



OLIEHKa Ha MPEJCTaBEHUTE TIOKYMEHTH ITOKa3Ba, Ye:

1. GuorMIHUTE MpenapaTu ca JOCTaTh4YHO e(hEeKTUBHU;

2. OMOUMAHWUTE TpenapaTH HsAMAT HEOJAronpuaTHH €(PEeKTH BBPXY OpPraHU3MHTE,
KOUTO ca 00EKT Ha mpejsiaranata ynorpe0a, KaTo pe3sMCTEHTHOCT WJIM HEHYXHO CTpaJlaHhe U
0oJKa rpu rpbOHaYHUTE )KUBOTHU;

3. OMOIMAHUTE TMpernapaTd WIM OCTaThYHUTE MM KOJMYECTBA HAMAT NPEKUd WU
KOCBEHH HEOJIaronpusTHU e(EeKTH:

a) BbpPXY 3[paBETO HA YOBEKa WJIM >KUBOTHUTE, HApUMEp uYpe3 HHUTEHHaTa BOJa,
XpaHara uid ¢pypaxa, Bb3ayXa B IOMELICHUTA HJIM Ha paOOTHOTO MSCTO, HIIH

0) BbpXY MOBBPXHOCTHHUTE U TIOJI3EMHUTE BOJIH;

4. OuouMAHMUTE TpPEenapaTH I OCTAaThYHUTE UM KOJIMYECTBA HAMAT HEOIaronpusTHO
BB3/ICHCTBUE BbPXY OKOJIHATA Cpefia, 0COOEHO MO0 OTHOIIEHHUE Ha!

a) MOBEJICHHETO W PA3MpPOCTPAHEHHETO UM B KOMIIOHEHTHUTE Ha OKOJIHATa Cpena,
BKJIFOUMTEIIHO B IOBBPXHOCTHUTE, MTOJI3EMHUTE U MUTEHHUTE BOIH;

0) eekTUTE BBPXY OPraHU3MHUTE, KOUTO HE ca 0OEKT Ha MpejlaraHaTta ynorpeoa;

5. ca pa3pa0OTEeHH aHATUTHYHU METOAM 3a ONpeAesIHE BHUJA M KOJUYECTBOTO Ha
aKTMBHOTO BEILECTBO/aKTUBHUTE BEIIECTBA B ChCTaBa MM, OCTaThbYHUTE UM KOJIMYECTBA,
MPUMECHUTE U ChbCTABKUTE C TOKCUKOJIOTUYHO U €KOTOKCUKOJIOTHYHO 3HAaYCHHUE;

6. hu3MYHUTE M XUMUYHUTE CBOMCTBA HAa OMOIIMIHUTE MIPETaparu ca ONpeesieH! U €
YCTaHOBEHO, Y€ ca MOJXOAAIIM 3a HayMHAa Ha YyHorpeba, obiacTra Ha MPHIIOKEHHE,
ChXPAHIBAaHETO U TPAHCIOPTA UM.

(3) Ouenkara no an. 2 ce U3BbpIIBA Bb3 OCHOBA HA HAYYHO-TEXHUUYECKUTE ITO3HAHUS
U OTYHTA!

1. BCHYKHM TpeNBUICHMU YCIOBUS, NPU KOUTO OWOLMIHHUTE MpernapaTd Ie ce
yInoTpeosBar;

2. BB3IEHCTBHATA, CBBp3aHU C yrHoTpedara U OOE3BPEKIAHETO Ha OMOLUIHHUTE
npernapary;

3. HauuHa Ha ynoTpeba Ha MaTepuanuTe, TPETUPAHHU ¢ OUOLMIHUTE TIpenapaTH.

(4) buoummnute mnpenapaTH, KIacU(UIMPAHU KaTo TOKCHYHHU, CHIHOTOKCHYHH,
KaHIEpOTeHHH (II'bpBa W BTOpa KaTeropus), MyTareHHH (I'bpBa W BTOpa KaTeropus) u
TOKCHUYHU 3a pENpoAyKIHsTa (IbpBa M BTOpa KaTeropus), ce paspeuiaBar camo 3a
npogecroHaiHa ynorpeoa.

(5) UM3paBanuTe paspeuieHus 3a IycKaHe Ha Ma3apa Ha OWMOLMIHM IpernapaTtd H
yIOCTOBEpEHHs] 3a pErucrpanus Ha OHOLMIHU TpernapaTd C HUCBK PHUCK ChABPXKAT
M3MCKBAHUS 3a MyCKaHETO Ha Ma3apa M ynorpebara Ha mpernapaTrute, 0COOCHO MO OTHOLICHUE
Ha eTUKETHpaHe, 00JacT Ha MPUJIOKEHUE U HAYMH Ha yroTpeda, Koraro ToBa € He0OX0IuMO 32
U3ITbJIHEHUE HA U3UCKBaHMsTA HA al. 1 u 2.

(6) B cmydaute, Korato Ipyrd HOPMaTHUBHH AaKTOBE ChABPXKAT M3UCKBAHUS, KOUTO
UMaT OTHOIIEHHWE KbM YCIOBHATa Ha H3JaBAaHOTO pa3pelIeHHE WM YJOCTOBEPEHHETO 3a
perucTpanus, 1 ako 4pe3 TAX Ce OCHUT'ypsiBa 3alllMTa Ha 3/IpaBeTO Ha XOparta, )KUBOTHUTE U
Olla3BaHe Ha OKOJIHATA Cpefa:

1. Te3u u3uckBaHus TpsiOBa Ja ce MMAT MPEIBU NPU HU3/laBaHEe Ha pa3pelIeHUueTo 3a
IyCKaHe Ha Ma3apa Ha OWOLMJEH NpernapaT WiIM Ha YAOCTOBEPEHMETO 3a PErucTpanus Ha
OMOIMIeH Mpernapar ¢ HUChK PUCK, U

2. KOrato € HeO0OXOJMMO, pa3pelIeHHeTO 3a IIyCKaHe Ha Ia3apa Ha OHOIMIeH
npernapar Wid yIOCTOBEPEHUETO 3a perucTpanus Ha OMOLMIEH IMpernapar ¢ HUCHK PHUCK ce
U3rOTBS B CbOTBETCTBUE C TE3U U3MCKBAHUS.



Paznen IV.
N3naBane Ha pa3penieHune 3a MyCKaHe Ha Ma3apa Ha OMOIMICH Mpermapar,
KOWTO ChJIbpa aKTUBHH BEIIECTBA, BKIOUEHU B CIUCHKA MO Wi. 14, ai. 4,
T. 1 (HoB - IB, 6p. 95 o1 2006 r., B cwa ot 01.01.2007 1.)

Y. 17. (Hos - IB, 6p. 95 ot 2006 T., B cuna ot 01.01.2007 1.) (1) (M3m. - /1B, 6p. 82
ot 2007 r.) 3a u3gaBaHe Ha pa3pelIeHHe 3a MyCKaHe Ha Ma3apa Ha OMOLM/CH Mpernapar, KOHTo
ChAbp>Ka aKTUBHU BEIIECTBA, BKIOYEHHU B CMUCHKa 1o wi. 14, an. 4, 1. 1, B MuHUCTEPCTBOTO
Ha 3]]paBeONa3BaHETO CE M0JaBa 3asBJICHUE OT JIMUIIETO, KOETO MyCKa 3a MMbpPBH BT HA Ma3apa
OMOLIMTHUS MPeTnapar, WK OT OTIPABOMOIIIEH HETOB MPEICTABUTEIL.

(2) Jluuero mo an. 1, HapuyaHO MO-HATaTHK "3asBUTEN', MOJABa 3asBJICHHUE IO
oOpasern, YIBbpJCH OT MHHHUCTBpPa Ha 3apaBeornazBaHero. OOpasenbT HA 3asABICHHETO CE
nyOIMKyBa Ha CTpaHMIIaTa HA MUHHCTEPCTBOTO Ha 3[paBeora3BaHeTo B IHTepHeT.

(3) KbMm 3asiBiieHHETO CE mpuiiarar:

1. akTyaJlHO YOCTOBEpEHHE 32 BIMCBAHE B ThPIOBCKUSL PETUCTHP HIIM €KBUBAJICHTHA
perucTpanus Mo CMHUChJIA Ha 3aKOHOJATEJICTBOTO Ha Jbp)KaBa - wieHka Ha EBponeickus
ChIO3, WJIM IO 3aKOHOJIATEJICTBOTO HA JApyra abpkaBa - cTpaHa no CrnopazyMeHHETO 3a
EBpomneickoTo MKOHOMUYECKO MPOCTPAHCTBO;

2. TEXHMYECKO JOCHe 3a OWONMIHUS Tpernapar WiId IeKiIapanus 3a TOoJ3BaHe Ha
uHpopMaIus;

3. TEXHHUYECKO JIOCHE 3a BCAKO OT PA3pEIICHUTE AKTUBHMU BELIECTBA, BKIIOUEHU B
ChCTaBa Ha OMOIMIHUS Mpenapar, WM AeKJIapalys 3a IoJ3BaHe Ha HHPOPMAIHS;

4. IOKYMEHT 3a IUIaT€Ha JIbpKaBHA Takca mo wi. 19m, an. 1, 1. 1 3a oueHka Ha
II'bJIHOTATA HA JAHHUTE BbB BHECEHUTE JTOKYMEHTH.

(4) JoxymeHnTuTe 1o an. 2 u 3 ce MpeAcTaBsIT Ha OBITAPCKU €3UK B TPU EK3EMILISIpa
Ha XapTUEH U €JIEKTPOHEH HOCUTEI.

UYn. 17a. (Hos - [IB, 6p. 95 o1 2006 r., B cuna ot 01.01.2007 r.) (1) B 90-nHEeBeH cpok
OT JlaTaTa Ha MOCTHIIBAHE HA 3asBIICHHETO W MPUIPYKABAIIUTE TO JOKYMEHTH EKcriepTHUAT
CHBET IO OMOIIKM/IM U3BBPIIIBA OIICHKA Ha ITBJIHOTATA HA JAHHUTE B TSX.

(2) Tlpu KoHCTaTHpaHE HA HEIMBJIHOTH B MPEJICTABEHUTE JOKYMEHTH MUHUCTBHPHT Ha
3[paBEOTa3BaHETO YBEIOMSBA IHUCMEHO 3asBHTEIsI W OMNPEIeNs CPOK 3a TAXHOTO
OTCTpaHsIBaHe.

(3) MUHUCTBPBT Ha 3/IpaBEONA3BAHETO MOXKE Jla YABDKH CpOKa MO al. 2, KOraro
3asBUTEIAT NPEACTaBU 000CHOBAHO MCKAHE 3a TOBA.

(4) Koraro He ca yYCTaHOBCHHM HEI'BJIHOTH WM HEMBIHOTHUTE Ca OTCTPAaHCHH,
MUHHCTBPBT Ha 3]JpaBEONa3BaHETO YBEJOMSIBA TUCMEHO 3asiBUTEIISL.

(5) B cinyuaure mno ai. 4 3agBUTENAT NpeACTaBs B MUHUCTEPCTBOTO Ha
3/IpaBeONa3BaHeTO JOKYMEHT 3a IIaTeHa Ibp)KaBHA Takca mo wi. 19, ai. 1, T. 2 3a orjeHKa Ha
pHCKa 3a YOBEKa, )KUBOTHUTE M OKOJIHATA Cpe/Ia.

(6) MUHHCTBPBT Ha 3IPaBEOTIA3BAHETO MOXKE Jla U3UCKA OT 3asIBUTEJIS J1a IPEIOCTABU
JIOTIBJTHUTENIHA WH(POPMAIIUS, BKIFOYUTEITHO TaHHU M PE3YJITaTH OT M3IMMTBAHUS, KOTaTO TOBA
¢ HeoOXOJMMO 3a OIICHKATa Ha PHCKA 332 YOBEKA, )KUBOTHUTE U OKOJIHATA Cpelia.

(7) B cayyaure mo an. 6 MHHHUCTBPBT Ha 3pPABEOINA3BaHETO OMPENENsS CPOK 3a
NpE0CTaBsIHE HA IOMMbJIHUTEIHATA HH(DOPMAIIHS.



(8) MuHHCTBPBT Ha 3/1paBEOIa3BAaHETO MOXKE J1a YABJDKM CpoKa MO an. 7, KOraro
3assBUTEISAT NMPECTaBU 000CHOBAHO MCKaHE 32 TOBA.

(9) MuHHCTBPBT Ha 3/IpaBEONA3BAHETO MOXKE Ja WM3UCKBA MOCTPU OT OHMOIUICH
npenapar 1 HeTOBUTE ChCTaBKH 32 MPOBEPKa Ha CbOTBETCTBUETO ChC:

1. u3uckBanugTa Ha Ui, 16, an. 1, 2 u 4;

2. mauHuTe mo wi. 17, an. 3, 1. 2 u 3.

Un. 176. (Hos - B, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 1.) (1) MUHHCTBPBT Ha
3/IpaBeONa3BaHETO M3/laBa pa3pelleHue 3a MyCcKaHe Ha Maszapa Ha OMOLMJIEH Ipernapar, KOHTo
ChAbpKa AaKTHMBHU BEIIECTBA, BKIIOYEHM B coucbka mo wi. 14, an. 4, 1. 1, unu npaBu
MOTHMBHUpPAH OTKa3 B CpoK |2 mecena OT Jarara Ha MOJAaBaHE Ha 3asBJIEHUETO MO ui. 17,
ChOTBETHO OT OTCTpAHSIBaHE HAa HEN'BJIHOTUTE B JOKyMEHTHTE No wi. 17a, an. 2 u/umm ot
IpeJOCTaBsHE Ha JOIbIHUTENHATa HH(popMalus rmo wi. 17a, an. 6.

(2) Koraro 3asiBUTENAT HE OTCTPAHH HEMBIHOTUTE B JOKYMEHTHTE B CpOKa IO 4Jl.
17a, an. 2 iy He NpeAOCTaBH AONBJIHUTEIHATA HH(POPMAIHI B cpoKa 1o wi. 17a, an. 7, unu
HE BHEceE Takcara 1o wi. 17a, ai. 5, npouenypara 1o pa3peliaBaHe ce IpeKpaTsBa.

Un. 178. (Hos - IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) Pa3pemennero 3a
MyCKaHe Ha Ma3apa Ha OWOIMACH MpemapaT ce M3JgaBa 3a MakcuMalleH cpok 10 roguHu OT
JlaTaTa Ha IbPBOTO WJIM MOCJEIBAIIOTO BKJIFOUBAHE HAa AKTUBHOTO BEILLIECTBO B CIIMCHKA IO 4.
14, an. 4, 1. 1, KaTo TO3U CPOK HE MOXKE /12 € MO-IABIBI OT CPOKA MO TO3U CIUCHK.

Paznen V.
Peructparus Ha OMOIMACH MperapaT ¢ HUIChK PUCK, KOUTO ChIbpKa
AKTHUBHU BEIECTBA, BKIIIOYEHHU B CIIUCHKA 110 wi. 14, an. 4, 1. 2 (Hos - /1B,
op. 95 o1 2006 ., B cmuta ot 01.01.2007 r.)

Yn. 17r. (Hos - AB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) buonunaen npenapat
C HHCBK PHCK CE€ PErHCTpUpa, KOrato OTroBaps Ha M3MCKBaHUATA Ha wi. 16, an. 1 u 2 u He
ChIIbpKa PUCKOBHU BEILIECTBA.

UYn. 17xn. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) (M3m. - JIB, 6p.
82 ot 2007 r.) 3a u3aBaHE Ha yJOCTOBEpEHHE 3a PErucTpanus Ha OMOLUAEH Mpemnapar c
HUCBHK pUCK 10 wi. 14, an. 2 B MUHUCTEPCTBOTO Ha 3/IpaBEOMa3BaHETO CE MOJaBa 3asBICHHE
OT JIUIETO, KOETO IMycKa 3a IIbPBU BT Ha Ma3apa OMOLUIHUS Tpernapar, Wik OT ONPaBOMOIIEH
HETOB MPEICTaBUTEIL.

(2) Jlumero mo an. 1, HapuyaHO TO-HATaTHK '"3asgBUTEN", TMOJaBa 3asABICHHE IIO
oOpasern, yTBBpJEH OT MHHUCTBPA Ha 3[paBeornazBaHero. OOpasenbT Ha 3asABICHHETO CE
nyOIHMKyBa Ha CTpaHUIlaTa HA MUHHUCTEPCTBOTO Ha 3]jpaBeora3BaHeTo B IHTepHeT.

(3) KM 3asBNI€HHETO CE MpUIIarar:

1. akTyaJlHO yJIOCTOBEpEHHUE 3a BIIMCBAHE B THPTOBCKUS PETUCTHP WM €KBUBAJICHTHA
perucTpamus Mo CMHUCHJIa Ha 3aKOHOAATEICTBOTO Ha AbpiKaBa - 4wieHka Ha EBpomeiickus
ChIO3, MJM MO0 3aKOHOJATEJIICTBOTO Ha Jpyra abpkaBa - crpaHa no Cropa3yMeHHETO 3a



EBpomneickoTo NKOHOMUYECKO IPOCTPAHCTBO;

2. TEXHUYECKO JOCHE 3a BCSAKO OT PAa3pEUICHUTE aKTHBHHU BEIIECTBA, BKIIOYEHHU B
ChbCTaBa Ha OWOIMAHMSA Tpenapar ¢ HHUCHK PHUCK, WIW JeKiIapaius 3a TOJ3BaHE Ha
uHpOpMaIns;

3. nocue Ha OMOLMIHUSA TPENapaT ¢ HUCHK PUCK, KOETO ChIbp)Ka CICIHUTE JaHHU:

a) UM€ U aJIpec Ha 3asiBUTEIS;

0) uMe 1 ajipec Ha MPOU3BOAMUTENS HA OMOLIMIHUS IPENapaT ¢ HUCHK PUCK;

B) UME U aJpec Ha MPOU3BOAUTENS HA aKTUBHOTO BELIECTBO;

') ThPTOBCKO HAMMEHOBAHHUE U ChCTaB HA OMOLIMIHUS Tpenapar ¢ HUCHhK PUCK;

1) NaHHU 32 (QU3UYHU U XUMHUYHH CBOWCTBA, HEOOXOAMMH, 32 Ja C€ OICHU JalH ca
MOJIXOSIIM 32 HAYMHA Ha yrnoTpeda, 06JacTTa Ha IPUIOKEHNE, ChbXPaHIBAHETO U TPAHCIIOpTa
Ha OMOIMHHUTE MIPeTapaTH;

e) BuJ (moarpymna) Ha npemnapara, o0J1acT Ha IPUJI0KEHUE U HAUMH Ha yroTpeoa;

) KaTeropus Ha MOTPeOUTENNTE;

3) AaHHU 3a €()EeKTUBHOCT;

¥) AaHAIMTUYHA METOJM 3a OIpeJeNsHe Ha aKTUBHOTO BEIIECTBO B OMOLMIHUS
rpenapar ¢ HUChbK PUCK U OCTaThbYHUTE MY KOJIMYECTBA;

K) JaHHU 3a KiIacupuiMpaHe, ONMaKOBaHE U €TUKETHPAHE, BKIIIOUUTEIHO MPOEKT Ha
ETHKET;

1) “H(pOPMAIIMOHEH JIUCT 3a 6€30MacHOCT 1o . 70;

M) JIeKJIapalnus 3a noja3BaHe Ha HHPOPMaLKs, KOraro € Heo0X0IMMO;

4. IOKYMEHT 3a IUIaTeHa IbpKaBHA Takca mo wi. 19m, an. 1, T. 3 3a oueHka Ha
I'BJIHOTATa Ha JAHHUTE BB BHECEHUTE IOKYMEHTH.

(4) HoxymeHTHTe O all. 2 U 3 ce MPEACTaBAT Ha OBIArapcKu €3UK B TPHU EK3EeMILIIpa
Ha XapTUEH U €JIEKTPOHEH HOCUTEIL.

(5) Ilpu KoOHCTaTHpaHe Ha HEMBIHOTH B INPEJICTaBEHUTE JOKYMEHTH B 30-1HEBEH
CPOK OT JaTaTa Ha IIOCTHIIBAHETO UM MUHUCTBPBT Ha 3[PAaBEOINA3BAaHETO YBEAOMSBA IIMCMEHO
3asBUTENIS 32 TOBA U ONPEIEIIs CPOK 3a TAXHOTO OTCTPaHsIBAaHE.

(6) MuHHCTBPBT Ha 3/paBEOIa3BAaHETO MOXKE J1a YABJDKM CpOKa MO al. 5, KOoraro
3asBUTENAT NpeACTaBU 000CHOBAHO HCKAHE 3a TOBA.

(7) Koraro He ca YCTaHOBEHM HEMBJIHOTH WM HEMBIHOTHTE Ca OTCTPAaHEHH,
MUHHUCTBPBT Ha 3/IpaBEOINa3BaHETO YBEIOMABA TUCMEHO 3asIBUTEIS.

(8) B cmyuaure mo am. 7 3agBUTENAT MpeAcTaBs B MUHUCTEPCTBOTO Ha
3/IpaBeoIa3BaHETO JOKYMEHT 3a IUIaT€Ha AbpKaBHA Takca 1o wi. 19my, an. 1, 1. 4 3a onjeHka Ha
pHCKa 3a YOBEKA, ’KUBOTHUTE U OKOJIHATA CPEJa.

(9) MuHHCTBPBT Ha 3/IpaBeONa3BaHETO MOXKE J]a U3UCKA OT 3asiBUTENS J1a IPEIOCTaBU
JTOMBIHUTENIHA HHPOPMAIIHSI, BKIIOYUTEIHO JaHHU U PE3YJTaTH OT U3MHUTBAHMS, KOTaTO TOBA
€ He0OX0JMMO 3a OIIEHKATa Ha PHCKa 3a YOBEKa, )KUBOTHUTE U OKOJIHATA CpeJia.

(10) B cmyvaute mo an. 9 MHUHHCTHPBT Ha 3[PABEOINA3BAHETO OMpPENENS CPOK 3a
MPEIOCTaBsIHE HA JOMBIHUTETHATa HH(OPMALIUS.

(11) MuHHCTBPBT Ha 37paBEONa3BaHETO MOXKE Ja YABDKH cpoka 1o ain. 10, korato
3asBUTENAT NPEeACTaBU 0OOCHOBAHO MCKAHE 3a TOBA.

(12) MuUHHCTBPBT Ha 3paBEOINAa3BaHETO U3/1aBa yIOCTOBEPEHUE 3a PETUCTpALMs HA
OMOLMJICH MpernapaTr ¢ HUChK PUCK WM MPaBU MOTHBHPAH OTKAa3 B CPOK JBa Mecella OT Jarara
Ha T0JaBaHE Ha 3asABJIEHUETO IO ajl. 1, CbOTBETHO OT OTCTPAHABAHE HA HEI'BIHOTUTE B
JOKYMEHTHUTE 110 aJl. 5 /UM Mpe/ICTaBsIHE Ha JOIIbJIHUTENIHATa HHpOpMaLus 1o ai. 9.

(13) Koraro 3asBUTENAT HE OTCTPAHU HEMBIHOTHUTE B JIOKYMEHTHTE B CpOKa IO ail. 5



WM HE MPEAOCTaBU JOMBIHUTENHATAa HHPOpMAIHs B cpoka mo an. 10, win He BHece Takcara
1o ai. §, mpoueaypara o perucTpaius ce npeKparsina.

(14) MuUHHCTBPBT Ha 3PABEONA3BAHETO MOXKE Ja M3UCKBA MOCTPU OT OHMOIUIHUS
rpenapar ¢ HUChbK PUCK M HETOBUTE ChCTAaBKU 32 MIPOBEPKA HA ChOTBETCTBUETO ChC:

1. ycnoBusita o un. 16, an. 1 u 2;

2. mauHuTe mo wi. 17m, an. 3, 7. 2 u 3.

Un. 17e. (Hos - JIB, 6p. 95 ot 2006 r., B cuia ot 01.01.2007 r.) Y nocroBepenue 3a
perucrpanus Ha OMOIM/IEH Tperapar ¢ HUChK PUCK ce U3/laBa 3a MakcuMaleH cpok 10 roaunu
OT JlaTaTa Ha MIBPBOTO HIIM MOCIIEIBANIOTO BKIOYBAHE HA aKTMBHOTO BEIIECTBO B CIHCHKA TIO
yi. 14, an. 4, T. 2, KaTo TO3U CPOK HE MOXKE Ja € MO-ABJIBI OT CPOKA MO TO3U CIHUCHK.

Paznmen VI
Hosa undopmarms (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 1.)

Un. 17x. (Hos - IB, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 r.) (1) Ilpurexarenst
Ha pa3pellieHue 3a MyCKaHe Ha ma3apa Ha OWOIMJACH mpemapaT mo 4i. 170, am. 1 winu Ha
YIOCTOBEpEHHUE 3a PETUCTpallvs Ha OWMOIMIEH mperapar ¢ HUCHK pUCK mo wi. 17x, am. 12
yBEeIOMsIBa HE3a0aBHO MUHUCTHPA Ha 3/IPaBEOIA3BaHETO 32 BCSAKAa HOBA MH(OpPMAIIUs, C KOSITO
pasnojara M KOSITO MOXE Ja JOBEJAE /10 MPOMsHA WA OTMSHA Ha Pa3pelICeHUETO WU 0
MPOMsIHA WJIM 3a]IMYaBaHe Ha YJOCTOBEPEHUETO 33 PErUCTpalrsl, OTHACALIA CE J10:

1. HOBM naHHM 3a e(deKkTuTe Ha aKTHMBHOTO BEIIECTBO WM OMOIMIHUS Tpernapar
BbPXY YOBEKa WUJIM OKOJIHATA CPEAA;

2. IPOMEHU B MTPOU3X0/1a UM ChCTaBa HA AKTUBHOTO BEIIECTBO;

3. MpOMEHU B ChCcTaBa Ha OMOIUIHUS TIpemapar;

4. pa3BUTHE Ha PE3UCTEHTHOCT HA O0EKTa CIPSMO MpuUlaraHus OMOIUICH Mpenapar;

5. mpoMsiHa Ha OTIaKOBKaTa;

6. mpoMsiHa B TBHProBCKaTa pEruCTpalus Ha JIMIETO, KOETO Iycka Ha I[asapa
OMOLIMIeH Mpenapar;

7. OCTaThYHHUTE KOJIMYECTBA OT OMOIUAHUS MpenapaT, MPUMECH U IPYTU ChCTaBKU.

(2) MuUHHCTBPBT Ha 37paBEeONa3BaHETO HE3a0ABHO yBEIOMSBA JAPYTUTE ABPKABH -
yiieHkn Ha EBpomneiickus cpio3, 1 EBponeiickaTa KOMUCHS 3a BCSKa MOJydeHa WHOOpMAIIHs
OTHOCHO BB3MOXHHUTE BpeAHH €(DEeKTH 3a YOBEKa U OKOJIHATA Cpefa WJIM 32 HOBHUS CHhCTAaB Ha
OMOLMIHMS TIpermapaT, 3a HErOBUTE AKTUBHHM BEIIECTBA, OCTATHYHUTE KOJIUYECTBA OT
OMOLMIHUS Tpenapar, IPUMECH, ChbCTaBKH U APYTH.

Pa3znen VIL
[IpomsiHa unm OTMsIHA Ha pa3pelIeHHe 3a MyCKaHe Ha Ma3apa Ha OUOIuIeH
npenapaT ¥ IpoMsHA WK 3aJIMYaBaHe HAa pEerucTpanusaTa Ha OHOIUIeH
npenapat ¢ Huchbk puck (Hos - JIB, Op. 95 ot 2006 t., B cuna ot 01.01.2007

r.)

UYn. 173. (Hos - IB, 6p. 95 ot 2006 1., B cua ot 01.01.2007 r.) (1) MuHHUCTBPBT Ha



3paBeoOa3BaHETO MOXKE Ja Tpepasriena paspemenuero mno wi. 170, am 1 wm
YIOCTOBEPEHHUETO 3a perucTpanus 1o 4i. 171, an. 12 no BcsAko BpemMe B CpoKa, 3a KOMTO Te ca
U3/1a7ICHHU.

(2) MUHUCTBPBT Ha 3/IpaBEOIa3BaHETO OTMEHS M3MIQJICHOTO pa3pelieHue mo 4i. 170,
an. 1, xoraro:

1. GMOIMIHUSAT Mpenapar CbIbpPkKa AKTUBHO BELIECTBO, KOETO € 3AJIMYEHO OT CIIUCHKA
mo uwi. 14, an. 4, 1. 1, nim

2. aKTHBHOTO BEUIECTBO B ChCTaBa Ha OWOIMIHMS TNpenapaT HE € BKIIOYCHO B
cnuchKa 1o 4i. 14, an. 4, 1. 1 3a BCUUKU NOATPYIH, 3a KOUTO TOH € pa3pelleH, Win

3. OMOIMAHUAT MpernapaT Beye He OTroBapsl Ha M3MCKBaHMATA Ha wi. 16, an. 1 u 2,
W

4. 3aBUTEIIAT € TPEJAOCTABUII HEBEPHU /WM 3a0yXK/1aBalllM JaHHU 3a U3JaBaHe Ha
pa3peleHUeTo.

(3) MuHUCTBPBT Ha 3APaABEONA3BAHETO 3aJMuYaBa pPETHCTpalusITa Ha OHOLUICH
IpenapaT ¢ HUChbK pUCK o wi. 171, an. 12, korato:

1. OmouMIHMAT mpemapar C HUCBK PUCK ChABPKA AaKTUBHO BEIIECTBO, KOETO €
3aJIMYCHO OT CIMCHKA 110 4. 14, am. 4, T. 2, wiu

2. aKTMBHOTO BEIECTBO B ChCTaBa HAa OMOLMIHHUS Ipernapar C HUCHK PUCK HE €
BKJIIOUEHO B CIIMCBHKA 10 Wi. 14, an. 4, T. 2 32 BCUUKH NOATPYIH, 32 KOUTO TOM € pEruCTpUpaH,
W

3. OMOLUAHUAT MpenapaT ¢ HUCHhK PUCK BeUe HE OTroBaps Ha M3UCKBAHUATA Ha 4Jl.
16, an. 1 u 2, unu

4. 3aBUTEINIAT € MPEJOCTaBUI HEBEPHU /MM 3a0yX/1aBallld JaHHU 3a U3JaBaHe Ha
YIOCTOBEPEHHUETO 33 PETUCTPALIUS.

(4) Ilpenn oTMsIHA Ha pa3pelICeHUETO MO all. 2 WIK 3aJIMYaBaHe Ha perucrpanusiTa mno
aJl. 3 MUHHCTBPBT Ha 3[PABEOINA3BAHETO YBEAOMsABA INPUTEKATENd Ha Pa3pelICHUETO WIN
YIOCTOBEPEHHUETO 3a PETUCTPALUA M My J1aBa BB3MOXKHOCT Jja IPEJOCTAaBH JOIBIHUTEIIHA
uHpopManysa BbB BPb3Ka C OCHOBAHMSATA 32 OTMSHA Ha pa3pellleHUEeTO WM 3ajJMYaBaHe Ha
perucTpanmsTa.

(5) B ciyuaute no an. 2 u 3 MUHUCTBPBT Ha 3[PABEOINA3BAHETO ONPENEN CPOK 3a
o0e3BpexJaHe MM ChXpaHsABaHe, ynorpeda W pa3poCTpaHeHHWE HAa HAIMYHHUTE KOJHMUYECTBa
OuOIMIeH Ipernapar.

(6) MUHHUCTBPBT HA 3PAaBEOIA3BAHETO MOJKE J1a OTMEHH Pa3peLICHUETO 3a IyCKaHe
Ha Ma3zapa Ha OMOLIMJICH IMpernapar Npu MOCTHINIO MOTUBUPAHO UCKaHE OT IMPUTEKATEINS MY.

(7) MuHUCTBPBT Ha 3ApPABEOINA3BAHETO MOXKE JAa 3aJMYd  PErUCTpalUsITa Ha
OuoIMIeH Mpenapar ¢ HUChK PUCK IPU MOCTHIIMIO MOTUBHUPAHO MUCKAHE OT MPUTEKATENs Ha
YIOCTOBEPEHUETO 33 PETUCTPALIUS.

Un. 17u. (Hos - 1B, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 r.) (1) MUHHCTBPBT Ha
3/IpaBEONAa3BaHETO MOXKE Jla M3MEHHM M3/aJCHOTO paspelieHue mno wi. 176, am. 1 wumm
yIIOCTOBEPEHUE 3a perucTpanus no wi. 17x, an. 12, xoraro:

1. mpenocraBeHara uHpopMmarus o wi. 17k U3MCKBa MPOMsSIHA HA YCIOBHUATA Ha
U3JIaJICHOTO pa3pelleHne WIN yJOCTOBEPEHHE 3a PETUCTPALINS;

2. ca YCTaHOBEHM HOBUM HAyYHM W TEXHUYECKU [aHHU, M3UCKBAILM NPOMSHA B
M3II0JI3BAHUTE KOJIMYECTBA OMOIMJIEH MpenapaT U B HauMHA Ha ynoTpeda, ¢ I 3aluTa Ha
3JIPaBETO HA YOBEKA U OKOJIHATA CPeAa;



3. aKTUBHOTO BEIIECTBO B ChCTaBa Ha OMOLMIHUS IIpenapaT Bede HE € BKIIOUYEHO B
cnucbuuTe no wi. 14, an. 4, 1. 1 niam 2 3a HAKOSA OT MOATPYIUTE, 3a KOUTO TOW € pa3pelieH
WM PETUCTPUPAH;

4. e MOCTBHIIMIIO MOTUBHUPAHO MCKAHE OT MPHUTEXKATENS HA pa3pelienue no i. 170, an.
1 unm Ha ynocToBepeHue 3a perucrpanus no wi. 17x, an. 12.

(2) B cinyuaure mo an. 1, T. 4 KbM 3asBJICHMETO 3a MU3MEHEHHUE HA H3AaJICHOTO
pasperienue o wi. 176, an. 1 nim Ha yJOCTOBEpEHHUETO 3a perucrpauus no 4i. 174, an. 12 ce
npusarar:

1. akTyalnHO yAOCTOBEPEHHE 3a BIIUCBAHE B THPIOBCKHSI PETUCTHP WM €KBUBAJIEHTHA
perucrpanys 1o CMUChJIa Ha 3aKOHOJATEICTBOTO Ha Abp)KaBa - 4WiIeHKa Ha EBpomneickus
ChbIO3, WM IO 3aKOHOJATEJICTBOTO Ha Jpyra abpikaBa - crpaHa no Crnopa3yMEeHHMETO 3a
EBpomneickoTo MKOHOMUYECKO IPOCTPAHCTBO;

2. TaHHU OT JOKYMEHTHUTE, OIpeiesieHH ¢ HapeaOaTa 1o ui. 14a, KoUTo ce OTHACAT 3a
MCKaHaTa MPOMSIHA M ca He0OXOJUMHU 3a OllIeHKaTa Ha M3UCKBaHUATA 1O Wi 16, an. 1 u 2;

3. JOKYMEHT 3a IUIaTeHa JAbpKaBHa Takca 1o wi. 19my, an. 1, 1. 5.

(3) Hoxkymenture mo ai. 2, T. 2 ce NPEACTaBIT B TPU E€K3EMIUIIpa Ha XapTUEH U
€JIEKTPOHEH HOCUTEIL.

(4) B cayuaute nmo aj. 2 MHUHMCTBPBT Ha 3/paBEONA3BAHETO MOXKE Jla HM3UCKa
JOI'BJIHUTENTHA UH(POPMAIIMS U J1a OTIPEJIesId CPOK 38 HEHHOTO MPEIOCTaBsHE.

(5) Ilpun HempenocTaBsiHe Ha JOMBJIHUTENHATa WHGpOpMalus B cpoka mo ai. 4
IpoLeaypara Mo U3MEHEHUETO Ha Pa3pelIeHUETO WM YIOCTOBEPEHHUETO 3a PETUCTPALUS CE
IIpeKpatsBa.

(6) B caydanTe, KOrato 3asBIEHHETO 1O ajl. 2 ChABP)KA MCKaHE 3a paslINpsBaHEe Ha
o0JacTTa Ha NPUJIOKEHHUE, Pa3pEICHUETO WK yIO0CTOBEPEHHETO 3a PETUCTpAIMs ce U3MEHS
P CHa3BaHE HAa M3UCKBaHUATA, IPHU KOUTO BCSIKO AKTUBHO BEIIECTBO B CbhCTaBa Ha
OMOIMIHUS TIpernapaT WK Ha OMOIMIHUS MpenapaT ¢ HUChK PUCK € BKJIIOYEHO B CIUCHIUTE
mo ui. 14, an. 4, 1. 1 wm 2.

(7) MUHHCTBPBT Ha 3IpaBEONa3BAHETO U3MEHS PA3pPEIICHUETO U YAOCTOBEPEHUETO
3a perucTpauus WIA IpaBM MOTHBHMpAH OTKa3 B CpOK 6 Mecela OT jJaraTa Ha IOJaBaHE Ha
3adBJICHUETO 10 ajl. 2, CBOTBETHO OT Jarara Ha IPEACTaBsSHE Ha JONBbJIHUTEIHATA
uHpopmanus 1o ai. 4.

(8) Ilpenm mpomsiHa Ha pa3pelICHUETO WM YJOCTOBEPEHMETO 3a PETUCTpalus B
ciydauTe mo ai. 1, T. 1 MUHHUCTBPBT Ha 3paBEONa3BaHETO MOXKE J1a M3HUCKA JOIBJIHUTEIIHA
uHpopMaIMs BbB Bpb3Ka C OCHOBAHHUSATA 3a MPOMSIHA HA PA3PEILICHUETO WU YAOCTOBEPEHUETO
3a perucTpanusl.

(9) Ilpenn npomsiHa Ha pa3pelICHUETO WM YIOCTOBEPEHHMETO 3a PETUCTpalus B
ciydaute 1o ain. 1, T. 1 U 2 MUHUCTBPBT Ha 3/IpaBeOINa3BaHETO yYBEIOMSIBA IIPUTEKATENS Ha
pa3pelIeHUETO WM YJOCTOBEPEHHETO 3a PETUCTpALs 3a OCHOBAHUATA 3a NPOMSAHA Ha
pa3peleHNETO UM YIOCTOBEPEHUETO 38 PETUCTPALIUS.

(10) IIpomMsiHa Ha pa3peLIEHUETO WU YAOCTOBEPEHUETO 3a PETUCTpALMs, CBbP3aHa C
IIPOMSIHA HA YCJIIOBMSATA, ONPEAEIEHH 32 AKTUBHOTO BEILIECTBO BB BPB3Ka C BKIIOYBAHETO MY
B cruchbka no wi. 14, an. 4, 1. 1 unu B cnuckbka no 4ui. 14, an. 4, T. 2, MOXKe J1a C€ U3BBPIIU
CJIe]] OLIEHKAa Ha aKkTUBHOTO BELIECTBO 110 pea Ha 4. 18.

(11) ITpomsiHa Ha pa3pelIeHUeTo WIK Ha yIOCTOBEPEHHUETO 3a perucrpauus no ai. 1
CE U3BBPILIBA IIPU ClIa3BaHE N3MCKBaHUATA HA Wil 16.

(12) (Homa - /B, 6p. 82 ot 2007 r.) B caydaute mo amx. 1 MHHHUCTBPBT Ha
3paBeOIa3BaHETO MOXKE J1a OINPEeIis CPOK 3a ChXpaHsABaHE, yOoTpeda WK pa3npocTpaHeHue



Ha HAJIMYHUTC KOJIMYCCTBA 6HOL[I/IIICH mnpemnapar.

Pasznen VIIL
[TonHOBsIBaHE HA W3/1aJICHOTO pa3pelleHUE 3a TyCKaHe Ha Ma3apa Ha
OuMoLM/IEH MpernapaT U Ha yJIOCTOBEPEHHUE 33 PErucTpalys Ha OUOLUIECH
npenapar ¢ Hucbk puck (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007

r.)

Un. 17. (Hos - /IB, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 r.) (1) [IpuTexkarenst Ha
paspelieHre 3a IMyckaHe Ha Tas3apa Ha OMOIMIeH npenapar 1no wi. 176, an. 1 Moxe aa nogane
3asBJICHUE 32 MOJAHOBABAHETO MY Hall-KbCHO 12 Mecena npeau M3TUYaHETO Ha CPOKa IO 4il.
178.

(2) TlputexarensaT Ha yIOCTOBEpEHHE 3a PErHCTpalus Ha OMOLMICH Iperapar C
HUCBK pUCK 1O wi. 177, ann. 12 Moxe na nojaze 3asBiI€HUE 3a IOJHOBSIBAHETO MYy Hail-KbCHO
JIBa Mecella IIPeId N3THYaHETO Ha CpoKa 1o 1. 17e.

(3) Pazpemenuero mo ui. 176, an. 1 uiaM yIOCTOBEPEHUETO 3a PETUCTpAIMs 10 YJl.
177, an. 12 ce mogHOBSIBA, KOrarTo:

l. KXbM MOMEHTa Ha MOJaBaHE HAa 3asABJICHUETO IMOCOYCHHUAT B HEro OUOIMICH
npenapar € WACHTUYEH C paspelleHrs OMOIMAEH Mpernapar Wik ¢ perucTpupaHus OMOIUIeH
IIpenapaT ¢ HUChK PUCK;

2. ca U3NbJIHCHH U3UCKBAHUATA HA WL 16, an. 1,2 u 4.

(4) Kbm 3asBienuero no ain. 1 unu 2 ce npunarar:

1. akTyalnHO yAOCTOBEPEHHE 3a BIIUCBAHE B THPIOBCKUSI PETUCTHP MIIM €KBUBAJIEHTHA
perucrpanys Mo CMUChJIa Ha 3aKOHOAATEICTBOTO Ha JAbp)KaBa - 4WieHKa Ha EBpomnelckus
ChbI03, WM IO 3aKOHOJATEJICTBOTO HAa Jpyra JabpikaBa - crpaHa no Cropa3yMEHHMETO 3a
EBpornelickoTo NKOHOMHYECKO IPOCTPaHCTBO;

2. TOKyMEHTH, KOUTO ca HEOOXOJMMH 32 OIIEHKA Ha CIa3BaHETO HA M3MCKBAHUATA Ha
ai. 3;

3. IOKyMEHT 3a IJIaTeHa JAbpKaBHA Takca o wi. 191, an. 1, 1. 6 3a moagHOBsIBaHE Ha
paspelieHre 3a IMycKaHe Ha ma3apa Ha OMOILMJIeH Mpernapar, ChOTBETHO mo wi. 191, an. 1, 1. 7
3a MOJJHOBSIBAHE Ha YIOCTOBEPEHUE 3a perucTpanus Ha OMOLM/ICH pernapaT ¢ HUCHK PUCK.

(5) Heo6xoaumuTe JOKYMEHTH 1O ajl. 4, T. 2 ce onpeaensT ¢ HapeabaTa no wi. 14a u
CE MPEACTABAT B TPU €K3EMIUISIPA HA XapTUEH U €JIEKTPOHEH HOCUTEI.

(6) Korato monaseHuTe MOKYMEHTH MO aj. 4 ca HEMbJIHU WM ca HEJOCTaThYHU 3a
OIICHKaTa Ha W3MUCKBaHMATA 1o wi. 16, an. 1, 2 u 4, MUHUCTBPBT Ha 3APaBEONA3BAHETO
YBEIOMsIBA ITMCMEHO JIMLIETO 32 TOBA M ONPENEN CPOK 3a BHACSHE Ha JIMIICBAIlaTa WIM Ha
JOITBJIHUTENIHATa HH(POPMALIHSL.

(7) Cpok®sT 3a BHACsIHE Ha JIMIICBAIlATa WIM Ha AOMBIHUTEIHATA HHPOPMALIUS O ajl.
6 € He moBeue OT €]lHa FOJIMHA OT JaTaTa Ha MU3THYaHE CPOKa Ha U3JAaJEHOTO pa3pelieHHe 10
yi1. 170, an. 1 uiau Ha yI0CTOBEPEHUETO 3a perucTpauus no wi. 174, an. 12.

(8) Koraro B cpoka mo aiy. 6 3asBUTENAT HE OTCTPAHU HEI'BJIHOTUTE B JOKYMEHTHUTE
W/WIKM HE TPEeIOoCTaBH JONBJIHUTENHATa MH(pOpMaIMs, Mpoleaypara MO pa3peliaBaHe HIU
perucTpanus ce npeKparsBa.

(9) MuHHCTBPBT Ha 3ApaBEONa3BaHETO HM37aBa HOBOTO pa3pellieHue B CPOK €HA



roJiiHa OT I0JIaBaHE Ha 3asBJICHMETO IO al. 1, CbOTBETHO OT BHACSHE Ha JIMIICBAILATa WUIIU
JOIBJIHUTETHATA HHPOpMAIus 110 ai. 6.

(10) MuHHCTBPBT Ha 3JpaBEONa3BaHETO H3JaBa HOBOTO YAOCTOBEpEHHE 3a
perucTpanys B CpoK JiBa Mecela OT II0JJaBaHE Ha 3asBJICHUETO 10 al. 2, CbOTBETHO OT BHACSHE
Ha JIMTICBAIATa WIH JOIbJIHUTEIHATAa HHPOPMAIHUS 110 ajl. 6.

(11) MuHMCTBPBT Ha 3/IpaBEOIIa3BaHETO IIPaBU MOTUBHUPAH OTKa3 3a IOJAHOBABAaHE Ha
pasperierneTo o wi. 176, an. 1 uin Ha yJOCTOBEPEHHUETO 3a perucrpauus no 4i. 17x, an. 12,
KOraTo:

1. He ca U3IBJIHCHU U3UCKBAHMATA Ha uil. 16, an. 1, 2 u 4, u/unu

2. KbM MOMEHTAa Ha IOJIaBaHE Ha 3asBJICHUETO IOCOYEHHAT B HEro OHOIMIEH
mpernapar He € HWACHTHYEH C pas3pelleHUs OWOIUAEH MpenapaTr WIH C PErucTpUpaHus
OuoIMIeH TpenapaT ¢ HUIChK PUCK, 0COOEHO 10 OTHOUICHHWE HA MPOM3BOAUTEIIS Ha IpenapaTa
U CbCTaBa, KIACU(PHUIMPAHETO U  ETHUKETHPAHETO My, KOJHYECTBOTO  AKTHUBHO
BEIIIECTBO/aKTUBHU BEIIECTBA, HETOBATa/TEXHUTE MUHUMAIIHA/U CTEIIEH/H Ha YUCTOTa, BUJ U
MaKCHMAaJIHO ChABbP)KaHUE HA IIPUMECH.

(12) M3pnanenoro paspelieHne Wil yI0CTOBEPEHHUE 3a PErUCTPALUs € BAIUIHO J0:

1. n31aBaHe HA HOBOTO pa3pellIEHUE UM YJOCTOBEPEHHE 3a PErHCTpaLys;

2. mpekpaTrsBaHe Ha IPOLEAYPUTE 110 all. 8, UK

3. uU37aBaHe HAa MOTHUBHMpAH OTKa3 3a MOJHOBSBAaHE Ha pa3peLICHUETO WIM Ha
YJIOCTOBEPEHHUETO 33 PETUCTPALIUS.

Y. 171. (Hos - [IB, 6p. 95 ot 2006 r., B cuia ot 01.01.2007 r.) (1) MuHUCTEpCTBOTO
Ha 37JpaBeOINa3BaHETO ChXPaHsIBA JOKYMEHTUTE, CBbP3aHU ChC:

1. u3maBaHe, MpoMsHA WJIM OTMSHA Ha pa3pelleHHsTa 3a MyCcKaHe Ha Ta3apa Ha
OouonuIHY npenapaty no wi. 176, an. 1;

2. W3/1aBaHe, MPOMSHA WU 3aJIMYaBaHe Ha YIOCTOBEPEHUSTA 32 PErHCTpaIys Mo 4.
177, an. 12.

(2) HoxymenTtutre mo ai. | BKIIOYBAT 3aJbJDKUTENHO KOMHE OT MOJaJCHUTE
3asIBJICHUS, U3/IAJICHUTE aIMUHUCTPATUBHH aKTOBE U PE3IOME Ha MPEACTABEHUTE JIOCUETA.

(3) Ilpu nmnouckBaHe MHUHUCTBHPBT Ha 3APaBEONA3BaHETO TMPEAOCTaBI Ha
KOMIIETEHTHUTE OpraHd Ha Jpyra JIbp)kaBa - ujeHka Ha EBpomeiickus cbio3, W Ha
EBpormeiickara KoMuUCHSI JOKYMEHTHTE IO aj. 2, KaKTO U OCHUTYpsiBa MPEJOCTaBSIHETO OT
CTpaHa Ha 3asBUTENS HA KOMUE OT TEXHUUYECKUTE Jocuera mo wi. 17, an. 3, T. 2 u 3 u mo 4.
171, an. 3, 1.2 1 3.

(4) IIpu mouckBaHe 3asBUTENAT MPEIOCTaBsi HA KOMIETEHTHUTE OpPraHd Ha Jpyra
ObpkaBa - ujeHka Ha EBponelickus cbio3, u Ha EBpomeiickaTa KOMHCHS KOINHE OT
TEXHUYECKUTE Aocuera o wi. 17, an. 3, 7. 2u3umo um 171, an. 3, 1. 2 u 3.

Paznen IX.
PamkoBa dhopmynanus (Hos - [IB, 6p. 95 ot 2006 r., B cuia ot 01.01.2007

T.)

Yn. 17m. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) 3asBnenuero 3a
M3/laBaHe Ha paspelleHue 3a MyCKaHe Ha Ma3apa Ha OuonuieH npemnapar no wi. 17, an. 1 wim
3a perucrpanus Ha OHUOIMACH MpemapaT ¢ HUCBHK pUCK mo ui. 174, am. 1 moxe ga ce



npUIpy’kaBa OT MOJI0a 3a yCTaHOBSIBaHE HAa pPaMKOBa (pOpMyJariusl.

(2) 3a ycranoBsiBaHe Ha paMKOBa (popMysanus 3assBUTENAT NPEACTaBs JaHHU:

1. 3a cnerudukanuuTe Ha OUOIMIHUTE MPerapaT, KOUTO MOTAT Jia Ce pa3perar Win
perucTpupar Bb3 OCHOBA Ha paMKOBaTa (OpMyIalus;

2. 71OoKa3Baly, 4ye MpeylaraHuTe B paMKoBaTa (hopMysanus OTKIOHEHUS OT ChCTaBa
Ha 3asBEHMs 3a paspellaBaHe MM PErucTpanys OHOIUAEH Mpernapar He BIHSAT BbPXY
e(eKTUBHOCTTA U CBBP3aHMs C yHOTpeOaTa pucK.

(3) Mannute no an. 2 ce NpPeACTaBIT B TPU €K3EMIUIApa Ha XapTHEH U E€JIEKTPOHEH
HOCHTEIL.

Un. 178. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) PamkoBa
(dopmynanus ce ycTaHOBsIBA, KOraTo:

1. ca u3nbIHEHU M3HMCKBaHUATA Ha wi. 16, an. 1 u 2 3a 3asiBeHUs 3a pa3pellaBaHe
OMOIM/IeH MpernapaT WK 3a 3asBEHUS 3a pEerucTpanus OHOIUIEH penapaT ¢ HUIChK PHCK;

2. OTKJIOHEHUSTAa OT ChCTaBa Ha 3asBEHHS 3a pa3pellaBaHe OMOLMICH IMpenapar Wiu
3a peructpanus OHOLUICH Mpenapar ¢ HUChK PUCK BKIIOYBAT HAMaJsBaHE HA MPOLEHTHOTO
ChIbp)KaHUE HA aKTUBHOTO BEIECTBO W/WJIM MPOMSHA B MPOLEHTHOTO ChABPKAHHE HA €IHO
WIM HIKOJIKO HEAaKTHUBHM BEILECTBAa, W/WIM 3aMsHAa HAa €IUH WIM IOBEeYe HUTMEHTH, OOH,
apoMaTU3UPALLY CbCTABKH C IPYTU ChC CHIIUS WIN C O-HUCHK PUCK;

3. mpu oOlEHKaTa Ha JAHHUTE C€ YCTaHOBM, Y€ IpEeAJaraHuTe B paMKoBaTa
(dbopmynanus OTKIOHEHHs OT ChCTaBa Ha 3asBEHHUs 3a pa3pellaBaHe OMOLMJICH MpenapaTr WiH
3a perucrpanus OHOLUAEH NIpenapaT C HUCHK PUCK HE BIUSAAT BbPXY €(EKTUBHOCTTA M
CBBp3aHUs C yroTpedaTa puck.

(2) MuHHCTBPBT HaA 3]paBeONa3BaHETO MHCMEHO YBEIOMsBa 3asBUTENS 3a
yCTaHOBEHaTa paMKoBa (hopMyanus.

Un. 170. (Hos - IB, 6p. 95 ot 2006 t., B cuna ot 01.01.2007 r.) (1) Pa3zpemenue 3a
MyCKaHe Ha Ma3apa Ha OMOLMJEH Tpernapar Wil yI0CTOBEPEHHE 3a PETUCTPALUs Ha OHOIUIICH
mpernapaT ¢ HHCHbK PHCK Bb3 OCHOBA Ha yCTaHOBEHa pamMKoBa (GopMynanus ce u3/IaBa OT
MUHHCTBpA Ha 3/[paBEONa3BaHETO.

(2) 3a m3gaBaHe Ha paspelieHue Mo an. 1 3asgBUTENAT mojgaBa B MUHUCTEPCTBOTO Ha
3/IpaBEOIa3BaHETO 3asBJICHHUE, KbM KOETO CE€ IpuJiarar:

1. akTyaJlHO YIOCTOBEpEHHE 32 BIMCBAHE B ThPIOBCKUSI PETUCTHP WIIM €KBUBAJICHTHA
perucTpanusi Mo CMHUChJIA Ha 3aKOHOJATEJICTBOTO Ha Jbp)KaBa - wieHka Ha EBpomneinckus
ChIO3, WJIM IO 3aKOHOJIATEJICTBOTO HA JApyra AbpkaBa - crpaHa no Crnopa3yMeHHEeTo 3a
EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO;

2. nokymeHTHTe 1o wi. 17, an. 3, T. 2 u 3 Ha OBATApPCKH €3UK B TPU €K3eMIUIIpa Ha
XapTUEH U €JIEKTPOHEH HOCHUTEIL;

3. IOKYMEHT 3a IJIaTeHa JIbpKaBHA Takca mo wi. 19mi, am. 1, T. 8§ 3a omeHka Ha
II'bJIHOTATA HA JAHHUTE BbB BHECEHUTE JOKYMEHTH.

(3) 3a u3gaBaHe Ha yIOCTOBEPEHHUE 3a pPErucTpauus mo aj. | 3asBUTENAT mojaBa B
MuHUCTEPCTBOTO Ha 3PAaBEOIA3BAHETO 3asABJICHUE, KbM KOETO C€ Mpujarar:

1. akTyaJlHO yAOCTOBEpEHHE 32 BOMCBAHE B ThPIOBCKUSL PETUCTHP WIIM €KBUBAJIEHTHA
perucTpanus no CMHUChJIA Ha 3aKOHOJATEJICTBOTO Ha Jbp)KaBa - wieHka Ha EBponeickus
ChI03, WM IO 3aKOHOJATEJICTBOTO Ha Apyra AbpxkaBa - cTpaHa no Crnopa3yMeHHETO 3a
EBponeiickoTo MKOHOMHYECKO MPOCTPAHCTBO;



2. noxkymeHTure 1o wi. 174, an. 3, 1. 2 u 3 Ha OBATAPCKU €3MK B TPH €K3eMIUIApa Ha
XapTHEH U €JIEKTPOHEH HOCUTEN;

3. IOKYMEHT 3a IJIaTe€Ha JIbp>KaBHA Takca mo wi. 19mi, am. 1, T. 9 3a oneHka Ha
II'BJIHOTATa HAa JAHHUTE BbB BHECEHUTE IOKYMEHTH.

(4) Pazpemnienue 3a myckaHe Ha ma3zapa Ha OMOIMICH INpernapar WiH yIOCTOBEpEHUE
3a perucTpanus Ha OMOIMIEH Mpenapar ¢ HUChbK PUCK Bb3 OCHOBA HAa YCTAaHOBEHA paMKOBa
¢dopmymnaius ce uzgaBa, KOraro:

l. mpu oLeHKara Ha BHECEHUTE NOKYMEHTH C€ YCTAaHOBM, Y€ OTKJIOHEHUSTa OT
ChCTaBa Ha pa3pelIeHus] OMOLUACH IpenapaT WM Ha PEeruCTpUpaHus OMOIMIEH Mpernapar ¢
HUCBHK PHCK ChOTBETCTBAT Ha TE3U, [IOCOYCHU B YCTAHOBEHATa PaMKOBa (popMyarus;

2. 3asBUTENAT 1O ajl. 2 WM 3 e IpUTeKaTell Ha yCTaHOBEHaTa paMKoBa (opMymnanus
WIN NIPUTEKaBa JeKIapalus 3a 1oJi3BaHe Ha HH(pOpMalus.

(5) Ilpu koHcTaTMpaHE Ha HEN'BIHOTH B IPEIACTABEHUTE JOKYMEHTH MO al. 2,
CbOTBETHO M0 ain. 3, B 30-gHEBEH CpPOK OT Jarara Ha IMOCTBIIBAHETO UM MHUHHUCTBPBT Ha
3/IpaBEOIa3BaHETO YBEJOMIBA IMCMEHO 3asIBUTENS M OIPEIEIS CPOK 32 OTCTPAHSIBAHETO UM.

(6) Koraro He ca yCTaHOBEHM HEMBJIHOTH WM HENBIHOTHTE Ca OTCTPAaHECHH,
MUHUCTBPBT Ha 3/IpaBEOINa3BaHETO YBEIOMABA IUCMEHO 3asIBUTEIS.

(7) B cnyuaure mno an. 6 3agBUTENAT MpeAcTaBs B MUHUCTEPCTBOTO Ha
3/IpaBeOIa3BaHETO JJOKYMEHT 3a IUlaTeHa AbpaBHa Takca 1o wi. 19my, an. 1, 1. 10, cboTBETHO
o wi. 191, an. 1, 1. 11, 3a o1leHKa Ha pHcKa 3a YOBEKA, )KMBOTHUTE U OKOJIHATA CpeJa.

(8) MuHHCTBPBT Ha 37paBEONa3BaHETO MOXeE Ja MH3HCKAa JONbIHUTEIHA
uHpopManusi, HeoOXoJuMa 3a OllEHKaTa Ha MPEJICTABEHUTE JaHHU, M ONpENeNs CPOK 3a
IIPEIOCTABSIHETO M.

(9) Koraro 3asBUTENST HE OTCTPaHU HEMBIHOTHTE B IOKyMEHTHTE B CpOKa IO aj. 5
WIM HE NMPEeJ0CTaBU JONbIHUTEIHATAa HH(POPMaLUs B CPOKa 10 aj. 8, WM HE BHECE TaKcara 110
aJl. 7, mpolueaypara o paspellaBaHe Uil perucTpanys ce NpeKparssa.

(10) MuHuCTBPBT Ha 34paBEOINA3BAHETO U3JaBa pa3pelICHME 3a IIyCKaHE Ha Iasapa
Ha OMOIM/IEH Mpenapar Uik yAOCTOBEPEHUE 3a PEerucTpanus Ha OHOLUACH Mpernapar ¢ HUChK
PHCK Bb3 OCHOBAa Ha YCTaHOBEHA paMKoBa (opMmynalus B CPOK JBa Mecella OT JaTara Ha
[I0/1aBaHE Ha 3asBJICHUETO IO . 2 WIN 3, CbOTBETHO OT OTCTPAHSBAHE HA HEMBIHOTUTE B
JOKYMEHTHUTE 110 aJl. 5 /UK OT MpeloCcTaBsiHEe Ha TOMbIHUTENHATa HH(OpMAIHs 1o aj. 8.

(11) Paspemenuero 3a myckaHe Ha [a3apa Ha OHOUWACH Ipemapar WM
YIIOCTOBEPEHHUETO 32 PEruCTpalus Ha OMOIMAEH Mpenapar ¢ HUChK PUCK CE€ M3/1aBa 3a CPOK,
OTroBapsll Ha CPOKA HA Pa3pelICHUETO WIN YAOCTOBEPEHUETO 3a PETUCTPALMA Ha Mpenapara,
Bb3 OCHOBA Ha KOETO € YCTAaHOBEHA paMKoBaTa (hopMyJIarus.

(12) Ilpum paspemaBaHero Ha OuWOLMIECH npenapaT Bb3 OCHOBAa HA paMKOBa
dbopmynanus TpsOBa Ja ce MMa MpeIBU U3BbPIICHA IPOMIHA WIK OTMSIHA HA Pa3pelieHHeTo,
IIPY U3JaBaHETO Ha KOETO € YCTAHOBEHA paMKoBaTa (hopMymamus.

(13) Ilpu peructpauuara Ha OHOLMAEH NpenapaT ¢ HUCHbK PUCK Bb3 OCHOBA Ha
pamkoBa (opmynanus TpsOBa Ja ce uMa MpeABHUI U3BBPILEHA MPOMSHA WIN 3aJMYaBaHE HA
YIIOCTOBEPEHUETO 3a pErucTpanysi, IpU H3JaBaHETO Ha KOETO € YCTAaHOBEHAa paMKoBaTa
dbopmynarus.

Pa3znen X.
BxarouBaHe Ha aKTMBHO BEIIIECTBO B CIMChIIMTE 1o 4. 14, an. 4, 1. 1, 2



wm 3 (Hos - JIB, 6p. 95 o1 2006 ., B cuiia ot 01.01.2007 1.)

UYn. 18. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) BrirouBanero Ha
AKTUBHO BELIECTBO B COUCHIMUTE MO Wi. 14, an. 4, T. 1, 2 wnu 3 wiu nocieaBaiy NpoMeHu Ha
YCIIOBHUSATA, NIPU KOUTO TO € BKJIKOYEHO B TE3U CIIUCHIM, CE€ M3BBPILUBA CIEJ IPEICTABSHE B
MUHHCTEPCTBOTO Ha 3APAaBEONA3BAHETO HA CIEIHUTE TOKYMEHTHU:

1. 3asBneHue no oo6pasel, yrBbpJCH OT MHHUCTBPA HA 3/IpaBeOla3BaHETO; 00pa3ebT
Ha 3asBJICHUETO ce MyOJIMKyBa Ha CTpaHMLaTa HA MUHHCTEPCTBOTO Ha 3][PaBEONa3BaHETO B
WNHurepHer;

2. M€ ¥ aJipec Ha 3asiBUTENS;

3. mocHe Ha aKTUBHOTO BEILIECTBO;

4. nocue Hal-MalKO Ha €IUH OMOIMJIEH Mperapar, KOHTO ChABPKAa AKTUBHOTO
BELIECTBO;

5. IOKyMEHT 3a IUIaTeHa JbpKaBHA Takca mo wi. 19m1, am. 1, T. 12 3a oueHka Ha
II'BJIHOTATa Ha BHECEHUTE JOKYMEHTH.

(2) Hoxymenture mo an. 1 ce mpeacTaBAT B TPU EK3EMIUIApa HAa XapTHEH U
€JIEKTPOHEH HOCHUTEIL.

(3) MuHHCTBPBT Ha 3/paBeoNa3BaHETO H3BBPILIBA MPOBEPKA Ha IBJIHOTATAa Ha
IIPEICTAaBEHUTE JOCHETAa U NPU YCTAHOBSABAHE HAa I'bJIHOTaTa MM YBEIOMSBA 3asBUTENS 3a
CBOETO ChIJIACUE 3asBUTEIAT Ja MPEACTaBU pe3loMe Ha Jocuerata Ha EBponelickara KoMucus
Y Ha JPYTUTE IbPKABU - YWICHKHU Ha EBponenckus Cblo3.

(4) IIpu KoHCTaTHUpaHEe HA HEMBIHOTH B MPEJICTABCHUTE JOKYMEHTH MUHUCTBPBHT Ha
3/IpaBEOINa3BaHETO U3UCKBA OT 3asiBUTEN HE0OX0AMMaTa HH(GOpMaIHs.

(5) Cnen mnpusHaBaHe mBJIHOTATa Ha JocueraTa oT EBpomeiickara KomucHA
MUHUCTBPBT Ha 3/IpaBEOIa3BaHETO U3BBPILBA OIICHKA HA JOCHETaTa.

(6) MuUHUCTBPBT Ha 3ApaBEONa3BaHETO MOXE Jla M3UCKBA JIOIBIHUTEIHA
uHopMalys, HeoOX0J1MMa 3a OlleHKaTa Ha JoCHeTaTa.

(7) B cayyaure mno ai. 6 MUHUCTBPBT Ha 3/paBeOla3BaHETO YBEJIOMSBA
EBpornelickata KOMUCHUS U JPYTUTE IbprKaBH - WICHKH Ha EBponelckus cbro3.

(8) Ouenkara no an. 5 ce U3BbPLIBA B CPOK [0 €JHA F'OJIMHA OT JaTaTa Ha IpU3HaBaHE
Ha NBbJIHOTaTa Ha JOCUETaTa, CbOTBETHO OT JaraTra Ha INpEeACTaBsSHE Ha JONBIHHUTEIHATa
uHpopManus 1o ai. 6.

(9) ExzeMIutsip oT olLleHKaTa 10 aj. 5 ¥ Mpenopbka 3a BKIIOYBAHE HJIM HEBKIIIOUBAHE
Ha aKTHUBHUTE BeIleCTBa B cnuchiuTe mo uwi. 14, an. 4, 1. 1, 2 unu 3 ce u3mpama Ha
EBporneiickara KOMUCHS, Ha APYTrMTE Ibp)KAaBH - WIEHKM Ha EBpomelickus cbo3, U Ha
3asBUTEIIA.

(10) Bp3 ocHoBa Ha pemienue Ha EBponeiickaTa KOMUCHsI OLIEHKATa 110 all. 5 MOXe Ja
Cc€ M3BBPIIM OT Jpyra Jbp)KaBa - WIEHKa Ha EBponeickus Cbr03, HE3aBUCUMO OT
00CTOATENICTBOTO, Y€ TMpOBEpKaTa M IMPHU3HABAHETO HA IMBJIHOTaTa Ha JOCHeTaTa €
OCBIIIECTBEHO OT MUHUCTBpA Ha 3/jpaBeornas3BaneTo Ha Pemybiuka bbarapus.

(11) Bp3 ocHoBa Ha pemienue Ha EBpomeiickara KOMHCHS OLEHKaTa 1o ai. 5 ce
U3BBPIIBA OT MUHUCTBpa Ha 3/paBeona3BaHeTo Ha PemyOnmka bbeiarapus He3aBUCUMO OT
00CTOATENICTBOTO, Y€ MpOBEpKaTa M IMPU3HABAHETO HA IMBJIHOTaTa Ha JOCHeTaTa €
OCBIIECTBEHO OT KOMIIETEHTHHSI OPraH Ha JIpyra JbprkaBa - 4jieHKa Ha EBponelickus cbro3.

(12) B cayuaute mo an. 11 3asgBUTENSAT BHACS JbpikaBHA Takca 1o wi. 19m, an. 1, T.
13 3a n3BbBpIIBaHE HA OLIEHKATA 110 all. 5.



Pa3zngen XI.
Vci1oBHs 3a BKIIOYBAHE HA aKTUBHO BEIECTBO B CIIMCBIIUTE 110 4. 14, ail.
4,1.1,2um 3 (Hos - JIB, 6p. 95 ot 2006 1., B cruta ot 01.01.2007 1.)

Un. 18a. (Hos - JIB, 6p. 95 ot 2006 r., B cuma ot 01.01.2007 r.) (1) AxkTUBHO
BEILECTBO C€ BKJIIOUBA 32 CPOK HE MO-ABABI OT 10 roauHu B cnuchbuute no ui. 14, an. 4, 1. 1,
2 wnm 3, Tpu yCcIIOBUE Y€ OMOLMIHUAT MpernapaT Wik OMOIUAHUAT Tpenapar ¢ HUChK PHUCK, B
KOWUTO 1mIe OB/Je BKIIOYEHO AKTUBHOTO BEIIECTBO, M OCHOBHOTO BEIIECTBO OTTOBapsAT Ha
HM3UCKBaHMATA HA wi. 16, an. 2.

(2) AKTMBHO BEIIECTBO HE MOXE Jla C€ BKJIIOYM B CIHUCHKA 1Mo wi. 14, am. 4, T. 2,
KOTaTo:

1. e kacuuIKpaHo B €IHA WIHM TIOBEYE OT CIEAHUTE KATETOPUHU HA OMACHOCT MO YJI.
2:

a) KaHIIePOTeHHHU;

0) MyTareHHH;

B) TOKCUYHH 32 PEIPOLYKIIHATA;

I') CCHCUOMIM3HpPAIIIH;

2. OMoaKyMynupa U € TPYAHO Pa3rpagumo.

(3) Koraro e nmoaxoasiio, Ipy BKJIFOUBAHE HA aKTUBHOTO BEILIECTBO B CIIUCHKA IO 4.
14, an. 4, T. 2 ce onpenenaT rpaHUYHUTE CTOWHOCTH HA KOHIEHTPALUUTE, B KOUTO TO TpsiOBa
Jla ce mpuJiara.

(4) Ilpu BKIIFOUBAHETO HA AKTUBHOTO BELIECTBO B CHUCHIMUTE 1o wi. 14, an. 4, 1. 1, 2
WIH 3 ce OICHABAT H:

1. MEHHMAIHA CTEIICH HA YHCTOTA;

2. BUJ U MAKCUMAJIHO ChIbP>KaHHME HA IPUMECH;

3. Bux (moArpyma) Ha OMOLMIHUTE Tpernapatv, B YMHTO CbCTaB MOXe Ja Oble
BKIIFOUCHO aKTUBHOTO BEILIECTBO;

4. HauWH Ha yrnoTpebda U 00IacT Ha MPUIIOKECHHE;

5. KaTteropus Ha MOTPEOUTETUTE;

6. TOTTyCTUMHU CTOMHOCTH Ha €KCIIO3UIIMS TTPU paboTa, KOraTo € He0OX0AUMO;

7. nomycThMa JHEBHA J03a 32 XOpa M MaKCUMaJIHM CTOMHOCTH Ha OCTaThbYHU
KOJIMYECTBA, KOTraTo € He00X0IUMO;

8. pa3npocTpaHeHHE U NTOBEJEHUE B OKOJIHATA Cpefa;

9. BB3IIEHCTBUE BHPXY OpraHU3MUTE, KOUTO HE ca O0EKT Ha MpeAaraHara yrnorpeoa.

(5) AKTUBHOTO BEIIIECTBO CE€ BKJIFOYBA B CIIUCHIUTE MO wi. 14, ai. 4, 1. 1, 2 nim 3 3a
Te3W BHUAOBE (MOArpyNH) OWOLMIHU TMpemapaTH, 3a KOUTO ca MpeJCTaBeHW HaHHHU B
CHOTBETCTBHE C M3MCKBAHUATA HA HapeabaTa mo wi. 14a.

(6) BxirouBaHeTO Ha aKTUBHOTO BEILIECTBO B CHUCHIUTE MO wi. 14, an. 4, T. 1, 2 uimn
3 MoXe Ja ce MOAHOBSIBA 3a MNepuoad He no-Abard ot 10 roaunu. [IbpBOHAYATHOTO
BKIIIOUBaHE, KaKTO U MOJAHOBSIBAHETO, MOXKE Jla ObJe MpepasriielaHo Mo BCAKO BpeMe, KOTaTo
MMa JJaHHU, Y€ €JIHO WM MOBEYE OT YCJIOBUSATA IO aj. 1, 2 wiu 3 ca HapyIlIeHH.

(7) Koraro 3asBHTENAT € IOAad 3asBJICHHEC 3a IIOJHOBSBAaHE BKJIIOYBAHETO Ha
aKTUBHOTO BEIIECTBO B CHUCHIUTE TOo wi. 14, an. 4, 1. 1, 2 unu 3, npu HEOOXOAUMOCT TO
MOXKe Ja OBJe pa3pelieHo camMo 3a IMEepHoJi, HeOOXOIUM 3a M3BBPIIBAHE HAa MPOBEPKA U
OIICHKA Ha JJOCHETaTa B ChbOTBETCTBUE C Wi. 18, ai. 5.



(8) BximrouBaHeTo Ha aKTUBHOTO BEILIECTBO B CIIUCHIMTE MO Wi. 14, an. 4, 1. 1, 2 unu
3 Moxke na ObJe OTKAa3aHO WM BEIIECTBOTO MOXE Ja OBbJie M3KIIOUEHO OT TE3H CIUCHIIH,
KoTarto:

1. ouenkata mo ui. 18, an. 5 moka3Ba, ye MpU HOPMAJIHHUTE YCIOBHS Ha yrmoTpeda
AKTUBHOTO BEIECTBO MOKE Jia MPEJCTABIISIBA PUCK 32 3[[PABETO HA YOBEKA W/WUITU 32 OKOJHATA
cpena;

2. B ciuchka o wi. 14, an. 4, 1. 1 3a chiuus BuA (moArpymna) OMOLUAEH Mpenapar €
BKJIFOYEHO JPYro aKTUBHO BEIIECTBO, KOETO Ch3/aBa 3HAYUTEIHO MO-MaTBbK PUCK 3a 3[PaBETO
Ha YOBEKAa W/WUJIM 32 OKOJIHATA Cpe/a.

(9) B cinywaure mo an. 8, T. 2 ce U3BbpILIBA OIEHKA Ha €IHO WU TOBEYE
ITepHATUBHU aKTUBHU BEIIECTBA, 32 J]a CE YCTaHOBH, Y€ T€:

l. umar chpuus ePeKT BbPXY OpPraHU3MHUTE, KOUTO ca OOEKT Ha MpeajaraHara
ynotpeoa;

2. HE BOJISIT JI0 CHIIECTBEHU BPEIU 32 MOTPEOUTETS;

3. He BOJAT JI0 MOBUILIEH PUCK 3a 3[PABETO HA YOBEKA MJIM OKOJIHATA Cpeja.

(10) Onenkara o ai. 9 ce u3BBpIIBA M0 peaa Ha wi. 18.

(11) Ilpu B3eMaHe Ha pelIeHHE 3a OTKa3 3a BKJIIOYBAHE WJIM 3a WU3KIIOUBAHE Ha
aKTHBHO BEILECTBO OT crnuchluTe 1o wi. 14, an. 4, 1. 1, 2 unu 3 ce uMar npeaBu CICTHUTE
YCIIOBHSI:

1. pazHOOOpa3ueTo B XUMHUYHATA CTPYKTYpa Ha aKTUBHHUTE BEIeCTBa TpsiOBa /1a Oble
JIOCTaThYHO TOJSIMO, 32 JIa C€ CBEJAT JO Bb3MOXKHHUS MUHUMYM CIy4auT€ HAa PE3UCTEHTHOCT
IIpU OpPraHU3MHUTE, KOUTO ca OOCKT Ha MpeajiaraHaTa ynorpeoa;

2. pemieHHEeTO TpsOBa Ja Cce OTHAcCsd caMO 3a aKTHBHU BEIIECTBA, KOUTO MPHU
HOPMaJHH YCIIOBHUSI Ha ymoTpebda B ChCTaBa Ha pa3pelieHU OWOIMIHU Tpenapatd Ch3aaBatr
3HAUYMMHU Pa3JINyuvs B HUBATa Ha PUCKa;

3. pemieHreTo TpsOBa Ja ce OTHACS CaMoO 3a aKTUBHHU BEIIECTBA, MpPEIHA3HAUYCHU 3a
yrnoTpeda B OMOIMIHY MTpenapaTu OT eIUH U ChII BU (OATpYyMa);

4. pemeHueTO TpsOBaA Ja ce B3eMe, Ciell KaTo MPU HEOOXOIUMOCT € IMpeloCTaBeHa
BB3MOXKHOCT 32 HATPYNBAHE HA MPAKTUUYECKU OMUT OT U3MOJI3BAHETO Ha aKTUBHOTO BEIIECTBO,
KOraTO TaKbB BCE OIIIE€ HE € HAJMIIE;

5. Ha EBpomeiickata KOMHCHS Ca MPENOCTaBEHH IMBIHUTE JOCHETa, HEOOXOIUMU 3a
OllCHKATa 3a BKJIIOYBAHE B COUCHIUTE 1O Wi 14, an. 4, T. 1, 2 nim 3.

(12) PemenueTo 3a u3KI0UYBaHe OT CIUCHKA MO Wwi. 14, an. 4, T. 1 Bau3a B cuia clien
MepUOJ HE MO-AbIBI OT 4 TOJAUHU OT 1aTaTa Ha B3EMAHETO MY.

Paznen XII.
[Tyckane Ha ma3apa Ha aktuBHU BeniectBa (Hos - JIB, 6p. 95 ot 2006 1., B
cuia ot 01.01.2007 1.)

Yn. 186. (Hos - B, 6p. 95 ot 2006 r., B cuma ot 01.01.2007 r.) (1) AxkTUBHO
BEIIIECTBO, KOETO HE € OMJI0 ImycHaTo Ha masapa npeau 14 mait 2000 r., ce mycka Ha nasapa 3a
BKJIIOYBAHE B ChCTaBa Ha OMOILIMIHY MpenapaTu, KoraTo:

1. Ha KOMIIETEHTHMs OpraH Ha Jbp)KaBa - wWieHKa Ha EBpomnelickus cbrlo3, ca
MpeAcTaBeHu Jocuerara no wi. 18, an. 1, 1. 3 u 4;

2. e U3BBpILICHA NIPOBEPKA U € PU3HATA IIBJIHOTATa Ha IOCUETATa o T. 1;



3. pe3oMe Ha JocHeTaTta € u3lpaTeHo Ha EBporelickaTa KOMUCHUS M Ha JPYTUTE
IbPKaBU - YWICHKU Ha EBponeickus cpro3;

4. e mpencraBeHa JeKiapalds, Y€ aKTUBHOTO BELIECTBO € NPEIBUACHO 3a
MIPOU3BOJICTBO HA OTPE/IENieH BU OUOIH/ICH Mperapar;

5. e knacuduIMpaHo, OMAKOBAHO U €TUKETUPAHO B CHOTBETCTBUE C pa3nopenoure Ha
rJiaBa BTOpA.

(2) U3uckBanusita Ha ajl. | He ce OTHACAT 3a aKTMBHM BEIIECTBA, MPEIHA3HAYCHH 3a
Hay4YHOMU3CIIEIOBATENICKA M pa3BOMHA JEMHOCT M 3a ONMUTH, NPU KOUTO B OKOJIHATA Cpela ce
0CBO0O’KIaBa WIM MOJKE 1a C€ 0CBOOOIH aKTUBHO BEILIECTBO.

Paznen XIII.
BpemenHo pasperniaBane Ha OMOIMICH MpemapaT Wik perucTpaus Ha
ouornmaeH npemnapat ¢ HUCHK puck (Hos - JIB, 6p. 95 ot 2006 r., B cmiia ot
01.01.2007 r.)

UYn. 188. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) Homycka ce
M3/laBaHe HAa BPEMEHHO pa3pellieHre 3a MyCKaHe Ha Ia3apa Ha OWOIMJCH Mpenapar Wid Ha
YIOCTOBEPEHHUE 3a perucTpalys Ha OUOIMACH Mpenapar ¢ HUCHK PUCK, CHABPKAIIN aKTHBHU
BEIIIECTBA, KOUTO HE ca:

1. BKIIrOYeHH B cnuchiuTe 1Mo il 14, an. 4, 1. 1 u 2;

2. Ownmm mycHatu Ha maszapa npeau 14 wmait 2000 r. 3a apyru eI OCBEH 3a
Hay4YHOM3CJIEI0OBATEIICKA U pa3BOMHA IEMHOCT.

(2) BpemenHo paspemieHue 3a IMyckaHe Ha Ta3zapa Ha OWOLMIEH MpemapaT WIH
YIOCTOBEPEHHUE 3a PErucTpalus Ha OMOIMACH MpemnapaT ¢ HUChK PUCK CEe M3JaBa, KOraTo €
M3BBPILIEHA TPOBEPKA U OIIEHKA Ha JOCHUETAaTa Mo peja Ha ui. 18, KoATo nokasBa, ue:

1. aKTUBHOTO BEIIECTBO OTrOBaps HAa U3UCKBaHUATA Ha 4. 18a;

2. GMOLIMIHUAT TIpernapar OTroBaps Ha U3UCKBAaHMATA Ha WI. 16, an. 2;

3. HsMa BB3pa)k€HUE OT Jpyra JIbpkaBa - 4ieHKa Ha EBpomelckusi cbio3, OTHOCHO
II'BJIHOTATA HA MPEACTABEHOTO JIOCHE.

(3) BpemenHoTo pa3pelieHue WM YJOCTOBEPEHHME 3a PETUCTpalusi c€ U3JaBa OT
MUHHCTBpA Ha 3/[paBEONa3BAHETO 3a CPOK HE MO-IBIBI OT TPU T'OJIUHU.

(4) Koraro EBpormelickata KOMUCHSI yCTAaHOBH, Y€ HE Ca M3MBIIHEHU U3MCKBAHUATA HA
ywi. 18a, MHUHHCTBPBT Ha 3JPABEONA3BAHETO OTMEHS BPEMEHHOTO pa3pelleHue WIN
YAOCTOBEPEHUE 32 PErUCTPALIMSL.

(5) Korato cpoxsT 1o ai. 3 u3Tede u OIEHKaTa Ha JOCHETO Ha aKTMBHOTO BEUIECTBO
BbB Bpb3Ka C BKIIOYBAHETO MYy B CIUCBHUUTE NO 4. 14, an. 4, T. 1 u 2 He e mpUKIOYNIIa,
MUHHUCTBPBT Ha 3/pPABEOINA3BAHETO MOXE Ja YABDKM CpPOKa Ha M3JAACHOTO BPEMEHHO
paspelnieHne Wil yA0CTOBEPEHUE 3a PErUCTpalksl Hall-MHOTO C €Ha TOJMHA, IIPU YCJIOBHUE Ye
AKTUBHOTO BEILECTBO OTTOBapsl HAa M3MCKBAaHUATA Ha 4. 18a.

(6) B ciydauTe mo an. 5 MUHUCTBPBT Ha 3[IPaBEOMA3BAHETO YBEIOMSBA OCTAHAIIUTE
JUbPKaBH - 4JIeHKU Ha EBporielickus cbro3, U1 EBponerickata KOMUCHSL.

(7) 3asgBuTenAT 3aruiamia Abp:KaBHA Takca mo wi. 19mi, am. 1, T. 14 3a u3gaBane Ha
BPEMEHHO pa3pelieHue, CbOTBETHO Mo wi. 19m, an. 1, 1. 15 3a u3naBaHe Ha BPEMEHHO
YAOCTOBEPEHUE 32 PErUCTPALIMSL.

(8) Koraro akTuBHHMTE BellecTBa B ChCTaBa Ha OWONUAHMUS Tpenapar Obaar



BKJIIOYEHH B cnuchuute mo wi. 14, an. 4, 1. 1 wim 2, ce u3gaBa HOBO pa3pellieHUE WIH
YAOCTOBEPEHUE 32 PErUCTPALIHSL.

(9) 3a n3naBaHe Ha Pa3pEUICHUETO WIM YAOCTOBEPEHUETO 3a PErHcTpauys Mo ai. 8
3asIBUTENSAT MMOAaBa B MMHHCTEPCTBOTO Ha 3/IPaBEOIAa3BaHETO JOKYMEHTH, OIPEACIICHU C
HapenOara mo 4. 14a.

(10) 3asiBuTensT 3ariamia Ibp)kaBHa Takca mo wi. 19m1, an. 1, T. 16 3a u3naBane Ha
pa3peleHneTo Mo an. §, CbOTBETHO Mo Wwi. 1911, an. 1, T. 17 3a u3naBaHe Ha yJOCTOBEPEHUETO
1o ai. 8.

Paznen XIV.

[lon3BaHe HAa NaHHUTE OT JOCHETAaTa 3a U3JaBaHe Ha pa3pelicHue 3a
MyCKaHe Ha Mma3apa Ha OMOLM/IEH TIpenapar Wi Ha yI0CTOBEPEHUE 3a
perucTparys Ha OMOIM/ICH MpenapaT ¢ HUChbK PUCK Ha BTOPHU UJIH
nocyenar 3assureln (Hos - JIB, 6p. 95 ot 2006 1., B cuia ot 01.01.2007

r.)

UYn. 18r. (Hos - IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) MuHUCTBPBT Ha
3JIpaBEONa3BaHETO OCUTYPsIBA 3allMTa HA JAHHUTE OT JOCUETaTa 3a OMOLMINTE, IPEAOCTABEHU
3a pa3pelllaBaHe, perucTpanus Win 3a olleHKara 1o wi. 18.

(2) ManHuTe 3a aKTHBHO BEIIECTBO, KOETO HE € IIYCHATO Ha masapa mpeau 14 maii
2000 r., ce 3amuTaBar 3a Cpok 15 roauHu oT Aarata Ha IbPBOTO MY BKJIIOYBAHE B CIIUCBIIUTE
mo ui. 14, an. 4, 1. 1 wm 2.

(3) Jannure 3a ChLIECTBYBAIO AKTUBHO BEIIECTBO, MIPEIOCTABCHU 32 IIEIUTE HA TO3U
3aKOH, ce 3amuTaBar 3a cpok 10 rogunu cuntaso ot 14 mait 2000 r.

(4) HanHuTE 3a CBHIIECTBYBAIO aKTMBHO BEILECTBO, NMPEJIOCTABEHH 32 IPBU BT BHB
BpB3Ka C IbPBOTO BKJIIOYBAHE HA AKTUBHOTO BEIIECTBO B CIIUCBHIUTE 1O Wil. 14, an. 4, T. 1 nnmn
2 Uiy BBB Bpb3Ka C BKIIIOYBAHETO Ha JOMBIHUTENEH BU (OArpyma) mpenapar, B KOWTO MOKe
Jla ce ChbIbpXa TOBa aKTUBHO BEIIECTBO, CE€ 3alluTaBaT 3a cpok 10 roguHuM OT Aarara Ha
BKJIFOUBAHETO HA aKTMBHOTO BEILECTBO B CIUCHIUTE IO 4. 14, an. 4, T. 1 winm 2.

(5) JombaHuTeNnHUTE JaHHH, IPEJOCTABEHU 3a MMPOMSIHA HA YCIOBHATA 32 BKIIOYBAHE
Ha AaKTUBHOTO BEILIECTBO B CHUCHLUUTE IO 4i. 14, am. 4, 1. 1 wim 2 win 3a NOAHOBSIBaHE
BKJIFOUBAHETO HA aKTMBHOTO BEIECTBO B TE3U CIUCHIN, CE 3alUTaBaT 3a CPOK 5 TOAMHU OT
Jatata Ha peuIeHueTo, MOCIeIBANIO IPEIOCTaBIHETO Ha JOMIBJIHUTEIHATA HH(POpMAIHS.

(6) B ciiyyante, KOraTto CpOKBT MO . 5 € MO-KpaThK OT CpoKa 1o ai. 2, 3 u 4, Toii ce
yIBJKaBa 0 JaTaTa Ha U3TUYAaHE HA CPOKOBETE M0 all. 2, 3 u 4.

UYn. 18x. (Hos - IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 1.) (1) MUHUCTBPBT Ha
3[paBEONa3BaHETO OCUTYpsiBa 3alUTa Ha JJAHHUTE OT JIOCHeTaTa Ha OMOLUIHUTE IMpernapartu,
IIPEIOCTABEHU 3a pa3pelllaBaHe, PErUCTpalys WK 3a OLICHKaTa 1o 4. 18.

(2) Hannute 3a 6MOLMCH Mpenapar, KOWUTO ChAbp)Ka aKTUBHO BELIECTBO, KOETO HE €
nycHaTo Ha nasapa npeau 14 mait 2000 r., ce 3ammuTaBaT 3a cpok 10 roguHu oT gartara Ha
II'BPBOTO pa3pelllaBaHe Ha Mpernapara B Ibpkasa - WiIeHKa Ha EBponeiickus cbro3.

(3) B caywaure, koraro OMOIMIEH HpenapaT CbIbp)Ka CHIIECTBYBALO AKTUBHO
BELIECTBO:



1. maHHWTEe, MPENOCTAaBEHM 3a LIEUTE Ha TO3M 3aKOH, CE€ 3aluTaBar 3a cpok 10
roauHu cuutano ot 14 mait 2000 1.;

2. NaHHUTE, NMPEJOCTAaBEHHU 32 MIbPBU BT BbB BPb3Ka C BKIIOYBAHETO HA AKTUBHOTO
BEILIECTBO B cnuchiuTe mo wi. 14, an. 4, 1. 1 win 2 unu BbB Bpb3Ka C BKIIOYBAHETO Ha
JNOMBJIHUTENEH BHUJ (MOATpYIa) Mpenapar, B KOMTO MOXeE Ja C€ ChAbpkKa TOBA AKTHUBHO
BEILIECTBO, C€ 3amuTaBar 3a cpok 10 roaMHuM OT Aarara Ha BKIIOYBAHE Ha AKTUBHOTO
BEIIECTBO B CIIUCHIUTE 1O 4. 14, am. 4, T. 1 uou 2.

(4) JlonbJHUTENHUTE JAAHHU, NPEJOCTAaBEHM 3a NPOMsSHA Ha YCIOBHATA 3a
paspeniaBaHe Ha OWOLMIHUS Tpenapar Wi 3a MOJAHOBSBAHE BKIIFOUBAHETO HA AKTHBHOTO
BEILIECTBO B T€3U CHUCHIIM, CE 3AIIUTABAT 32 CPOK 5 TOJAMHU OT JaTara Ha MPEAOCTABIHETO UM.

(5) B coyuaute, koraro CpoksT 10 ajl. 4 € O-KpaThK OT CpOKa o ain. 2 u 3, ToH ce
yABbJKaBa JI0 J1aTaTta Ha U3THYaHE Ha CPOKOBETE MO aj. 2 u 3.

Un. 18e. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) MuUHUCTBPBT Ha
3/1paBeOIa3BaHETO MOE Ja M3MOJ3Ba AaHHUTE 1Mo wi. 18r m 181 B mon3a Ha BTOpU WIH
IOCJICABAII 3asIBUTE], KOraTo:

1. BTOpUSAT WM BCEKH IMOCIIENBAILl 3asBUTEN MPEACTaBU JACKJIapalus 3a MOJ3BaHETO
Ha UHPOpMAIUATA, IPEIOCTaBEHA OT IbPBUS 3aIBUTEN, U

2. ca U3TEKIU cpokoBeTe 1o ui. 18r u 18x.

Yn. 18x. (Hos - IB, 6p. 95 o1 2006 1., B cuna ot 01.01.2007 r.) Jlanaute no 4. 18r
u 181 Morar ma ce um3mon3Bar oT EBpormelickara KOMHUCHS, OT HAYYHUTE KOHCYITATUBHH
KOMHUCHUU KbM HES U OT IbpKaBUTE - WICHKH Ha EBpomeicKkus chi03, IpH B3EMaHETO Ha
pemenus o 4i. 18a, an. 11.

Yn. 19. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) 3a GuonmaeH
npemnapar, 3a KONTO Bede MMa M3JaJICHO pa3pellicHHe WM YIOCTOBEPCHUE 3a PErHCTpaius,
MUHHCTBPBHT Ha 3/pABEONa3BaHETO MOXE Jia pa3pelld Ha IMOCTEABAIIMs 3asBUTET Ja Ce
M030B€ Ha JTAaHHUTE, MPEIOCTABEHU OT IbPBHSI 3asIBUTEIN, aKO MPEICTaBH JaHHH, JIOKA3BaIllH,
qe:

1. 3asiBeHHUAT OMOIIMJICH Mpenapar € Mo 00CH Ha Beue pa3pellicHUs Wi PErHCTPUpaH
OMOIIMICH ITpeTapar;

2. akTUBHUTE BEIIECTBA B ChCTaBa Ha 3asBEHUS OMOIMICH IPENapar, BKIOYUTEITHO
CTEIEeHTa Ha YMCTOTA U BUJIa HA MIPUMECHTE, Ca UICHTHYHH C Te3W HA BEUYC pa3pelICHUs WU
perucTpupanus OUOIMICH IIperapar.

(2) B cnyuaute mo an. 1 ce cnaspar paznopenodure Ha wi. 18e.

Y. 19a. (Hos - JIB, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 r.) (1) Korato ce nanara
Ja ObJaT M3BBPIICHU OMUTH C IPbOHAYHHM KUBOTHH, MPEIU TAXHOTO IMPOBEXKJIAHE JHIIETO,
KOETO Bb3HAMEpsBa Ja MOJAJe 3asiBJICHUE 3a pa3pellaBaHe WM pPEerucTpaius Ha OMOIMIEH
npenapar, mojasa B MUHHUCTEPCTBOTO Ha 3/1paBeoa3BaHETo:

1. 3anUTBaHE OTHOCHO HAJIMYME HA pa3pelIeHNEe WIN YIOCTOBEPEHHUE 3a PETUCTPALIHS
Ha 10100eH OMOLK/IeH Mpernapar;

2. WCKaHe 3a NojydaBaHe Ha MH(pOpMAIMs 32 UMETO M aJpeca Ha MpUTeXarens Ha
pa3peIIeHneTo WK YA0CTOBEPEHHUETO 33 PErUCTpaLusl.



(2) 3anurBanero mo an. 1, T. 1 TpsAOBa na ObAe MPUAPYKEHO OT JAEKIaparys, 4ye
aumero mo an. 1 Bb3HaMepsiBa 1a MOAAJC 3asBICHHE 33 Pa3pelleHHE WM PErucTparus Ha
OuoIMIeH TpenapaT 1 ue pasioJiara ¢ ocraHaiata uHdopmaius B gfocuerara mno wi. 17, an. 3,
T.2u 3w un. 170, am. 3, 7. 2 u 3.

(3) Koraro ca u3mbJIHEHW YCIOBHATA MO aj. 2, MUHUCTBPBT Ha 3/JpaBEOINA3BAHETO
yBeJIOMsIBa:

1. mocnenBamus 3asBUTEIN 32 UMETO U apeca Ha IPUTEKATENs Ha pa3pelieHUETO UIH
YIIOCTOBEPEHHUETO 32 PETUCTPALIHS;

2. mpuUTeXaTess Ha Pa3pelieHueTO WM YAOCTOBEPEHUETO 3a PETUCTPALHS 32 UMETO U
azipeca Ha MOCJICABALIMS 3asiBUTEI.

Yn. 196. (Hos - B, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) 3a uzbsrBane
MMOBTOPCHUCTO HAa BCUC U3BBPUICHU OIIUTHU C FpB6Ha‘-IHI/I JKHUBOTHHU:

1. mpuTexxaTensT Ha pa3pelIeHMETO WM YIAOCTOBEPEHHMETO 3a pEerucTpanus U
ImocijaeaBamuAaAT 3a4ABUTCII CJICABAa Oda IIOCTUIHAT CbhIJIACHUE 3a CBBMCCTHO H3IIOJI3BAHC Ha
uHpOpMaLKATA 32 pE3yATaTUTE OT U3MUTBAHUATA HA OMOLUAA, U

2. TPUTSKATEIAT HA Pa3peIICHHETO WM YAOCTOBEPCHHUETO 3a PEruCTpaIus
ACKJIaprpa, 4€ NpeaoCTaBsd Ha NMOCICABAIIUA 3adBUTCII PE3YITATUTC OT U3IIUTBAHUATA HA BCUC
pa3peLIeHUs] I PErUCTPUPAHUsT OHOIHI.

Y. 198. (Hos - JIB, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 r.) B cny4aute no 4.
196 mocneaBamuAT 3asBUTEN CE€ IO30BaBa Ha PE3YIATaTUTE OT HW3MHUTBAHMUSTA HA BEUe
pa3peleH Wik perucTpupaH OUOIHI.

Paznen XV.
B3anMHO npu3HaBaHe Ha pa3pelieHue 3a MyCKaHe Ha Ma3apa Ha OUOIuIeH
npenapar ¥ Ha yA0CTOBEPEHHE 3a perucTpals Ha OMOIUICH mpenapar ¢
HUcwHK puck (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 1.)

Yn. 19r. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) buonunex
npemnapar, paspelleH B Jbp)kaBa - WwieHka Ha EBponeiickus cbio3, ce pa3pemiaBa B Pernyommka
bearapus upe3 B3aMMHO NPU3HABAHE HA PA3PELIEHHETO, KOraro aKTHMBHOTO BEIIECTBO €
BKJIIOUEHO B CIUCBHKA MO wi. 14, an. 4, . 1 u oTroBaps Ha U3MCKBAHMATA, IOCOYEHU B TO3U
CIIMCBK.

(2) 3a wu3gaBaHe Ha pa3pelieHMeTO Mo ajd. | 3adBUTENAT TMpPEACTaBs B
MUHHUCTEPCTBOTO Ha 37paBEONAa3BAHETO 3asIBICHHUE, KbM KOETO IIpUjIara:

1. naHHU 3a OMOLIMIHUS MpenapaTt, onpeaeieHu ¢ HapeabaTa mo ui. 14a;

2. KONHME HAa Pa3pelIEHUETO, M3JaJE€HO OT KOMIIETEHTHMSI OpPraH Ha CbOTBETHaTa
Ibp)KaBa - 4ieHKa Ha EBporeiickust cbio3, B KOSATO OMOIMIHMAT Ipernapar € pa3peuieH 3a
OBbPBU IBT; KOMMETO TpsOBa Ja € 3aBepeHO OT KOMIIETEHTHHS OpraH, KOWTO € H34aj
pa3pelIeHueTo, U 1a € NPUIPYKEHO OT NMPEBOJ Ha OBIrapCKU €3UK, U3BBPILICH OT 3aKJIET
IIpeBoiay;

3. JOKYMEHT 3a IUIaTeHa AbpKaBHa Takca 1o wi. 19m, an. 1, 1. 18.

(3) Jannute mo am. 2, T. 1 ce mpeaCTaBAT B TPHU EK3EMIUIIpa Ha XapTHEH U



€JIEKTPOHEH HOCHUTEIL.

(4) Ilpym KOHcTaTHMpaHe Ha HENBIHOTU B IPEJICTAaBEHUTE JOKYMEHTH B 60-qHEBEH
CPOK OT JaraTa Ha IMOCTBIIBAHETO MM MHUHUCTHBPBT Ha 3/paBEONA3BAaHETO H3UCKBA OT
3asgBHUTENSI HE0OX0AUMaTa HH(POPMAIIHSL.

(5) MuHHCTBPBT Ha 37paBEONAa3BaHETO MOXKE Jla M3UCKA MPEJOCTaBsSIHE Ha
JOI'BJIHUTENHA MHPOPMAaLKs chriaacHo wi. 171, an. 3, HeoOXoMMa 3a OIleHKa Ha JIaHHUTE 110
am 2, 1. 1.

(6) MuHuCTBPBT Ha 3[paBEOIAa3BaHETO H3/aBa paspelieHueTo no ai. 1 B cpok 4
Mecela OT JaraTa Ha I10/aBaHE Ha 3asBJICHUETO IO all. 2, CbOTBETHO OT OTCTPAHSIBAaHE Ha
HEI'BJIHOTUTE B JOKYMEHTHUTE NO al. 4 W/WiM OT NPeAOoCTaBIHE Ha JONBJIHUTEIHATA
uHpopManus 1o ai. 5.

(7) B ciyuaute, Korato ApyrM HOPMATHBHU aKTOBE CHIBPXKAT MU3UCKBAHUS, KOUTO
MMaT OTHOILICHHE KbM YCIOBHUATA HAa M3JaBAHOTO pa3pelIeHue, U OCOOCHO aKo 4pe3 TAX ce
OCHTypsIBa 3alllUTa Ha 3/IpaBETO HA XOpara:

1. Te3u u3MCKBaHM TPsAOBA Ja ce UMAT NPEABHU P U3aBaHE HA Pa3pelIeHUETO 110
am 1, u

2. KoraTo € HeoOXO0MMO, Pa3peIeHUEeTO Mo al. 1 ce U3roTBsl B ChOTBETCTBHE C TE3U
M3HCKBaHUS.

(8) Paszpemenuero mo anm. 1 ce u3gaBa 3a CpPOK, CHOTBETCTBAIl Ha CpOKa Ha
pa3peleHneTo, U3JaJieH0 OT ChOTBETHATa Jbp)kKaBaTa - WieHKa Ha EBpomnelickus cbro3, B
KOSITO OMOIIMTHUST MIPETapar € pa3pelieH 3a IbpPBH ITbT.

Un. 19a. (Hos - 1B, 6p. 95 o1 2006 1., B cuna ot 01.01.2007 1.) (1) C ornen cna3Bane
W3KCKBAHUATA HAa WI. 16 MUHUCTBPBT Ha 3[[PaBEONa3BAHETO MOJXKE Jia POMEHHU YCIOBHSTA Ha
U3JIAaBAHOTO Pa3peIICHUE U CTUKETUPAHETO Ha OUOIMIHUS MpernapaT, OTHACSIIHU CE J0:

1. HaunHa Ha ynotpeba - pabOTHU pa3TBOPH, Pa3XxoHA HOPMA;

2. TAHHUTE 32 Bb3MOXKHU HEKEJIAHU MPEKU UM KOCBEHH CTPAHUYHU CPCKTH;

3. MepKHTE 3a OKa3BaHEe Ha II'bPBa MIOMOII] ¥ aHTHJIOT, KOTATO UMa TaKbB;

4. ykazaHusATa 3a 0€30MacHO 00€3BpekIaHe Ha OMOLMIHUS MpenapaT ¥ ONaKoOBKaTa
My, KaKTO M TP HEOOXOIUMOCT - 3a0paHa 3a MOBTOPHO M3IOJI3BaHE HA OMAaKOBKATA,;

5. maHHM 3a crenu(UYHA ONTACHOCTH 3a OKOJIHATA CPella, BKIIOYUTEIHO 3a 3allluTaTa
Ha OpraHu3MH, KOUTO HE ca OOEKT Ha mpeJiaraHara ymnorpeba, W NpPeIOTBpATSBaHE
3aM’bPCSABAHETO HA BOJIUTE;

6. BpEMETO Ha BB3ACHUCTBUEC W WHTEpBala OT BpeMe, KOWTO TpsOBa Ja ce cras3Ba
MEXTY:

a) OTJEITHUTE NMPUJIOKCHUS Ha OUOLIMIHUS TIpenapar, u/uin

0) nmpuaaraHeTo Ha OMOLMIHUS MpenapaT U ynorpedaTa Ha TPETUPAHUTE MPOIYKTH,
u/unm

B) ymoTpebara Ha OMOUMAHMS Mpernapar M JOCThIIa HAa XOpa WM YKMBOTHH JI0
TPETUPAHUTE 30HH, KATO CE€ TIOCOYBAT W CPEICTBA W MEpPKH 3a 00e3BpeKIaHe,
NPOABDKUTEIIHOCTTA HA MPOBETPSBAHE HA TE3M 30HM W YKa3aHUs 3a IOYHMCTBAaHE Ha
o0opy/BaHETO;

7. TpedrasHUTE MEPKH MpHU ynorpeda, TPAHCIOPT W ChXpaHSIBAHE, BKIFOUUTEIHO
CpelCTBa 3a KOJICKTMBHA W JIMYHA 3allUTa, MPOTHUBOTIOKAPHH MEPKH, MOKpUBaHE Ha
MeOeIMpoBKaTa WM 000PYIBaHETO, OTCTPAHSIBAHE HA XPaHU 32 XOpa M KUBOTHH U YKa3aHUS
3a PEJ0TBPATABAHE CKCIIO3UITUATA Ha YXUBOTHHU.



(2) [Ipomsinata mo an. 1 Moxe Aa ce U3BBPILU, KOraTo ChrilacHO 4wi. 16:

1. ce ycTtaHoBH, ye OpOST Ha MPEACTABUTEIUTE HA OPraHU3MHUTE, KOUTO ca OOCKT Ha
npeyiaranaTa ynotpeda, He € TOCTaThueH 3a MosBaTa Ha BpeaeH eeKT;

2. € ycTaHOBEHA PE3UCTEHTHOCT Ha OPraHU3MHUTE, KOUTO ca OOEKT Ha MpejiaraHara
ynotpeba, KbM OMOLIMIHUS Mpenapar, Uiu

3. ycimoBusita Ha ymnoTpeba, HampuMmep KIMMATHYHUTE  YCJIOBUS — WIH
Pa3MHOXXHUTETHHAT MMEPUOJI HAa OPTaHU3MHUTE, KOUTO ca OOEKT Ha Mpejajaranara yrnorpeoda, ce
pa3nuyaBar ChIIECTBEHO OT TE3W B JbpiKaBaTa - WieHKa Ha EBpomeiickus Chio3, KBIETO €
W3MIaZICHO TBPBOTO pa3pellieHre Ha OMOLMIHUS Mpenapar, ¥ W3/1aBaHETO Ha Pa3pelIeHUE B
HENPOMEHEH BHUJ MOXE Ja Ch37a/ie HEJONMYCTUMO BHCOK PHCK 3a XOpaTa WU 3a OKOJHATa
cpena.

Un. 19e. (HoB - JIB, 6p. 95 ot 2006 r., B cuma ot 01.01.2007 r.) (1) Koraro ce
YCTaHOBH, Y€ U3MCKBAHMTA HA Wwi. 16, an. 1 u 2 He Morar na 6bAaT U3MBIHEHH U TPsAOBa Ja
ObJle OTKa3aHO pa3pellaBaHETO Ha OWOUMIHWS TpermapaT WM Ja ObJaT HaIOXKCHH
OTpaHMYEHUs NPU H3/1aBAHETO HA pa3pelICHUETO, MUHUCTBPBT Ha 3ApPaBEONAa3BaHETO
yBegomsaBa EBponeinckara KOMHUCHs, APYrUTE AbPXKAaBU - WICHKU HAa EBponeickus Cbro3, U
3asBUTEIIA.

(2) B cinydaute no an. 1 MUHMCTBPBT Ha 37paBEONa3BaHETO MPEAOCTaBs IUCMEHA
000CHOBKA, ChIbpKallla HAMMEHOBAHWETO HAa OMOLMAHUS Tpernapar, crlelu(ukanusira My u
OCHOBaHUATA 33 HAMEPEHHMETO 3a OTKa3 3a M3/1aBaHE Ha pa3pellieHHe WM 3a HajaraHe Ha
OTpaHMYEHUS IIPU U3aBaHE Ha Pa3pEIICHUETO.

(3) B caydauTe 1o an. 1| MUHUCTBPBT Ha 3[paBeONa3BaHETO U3/aBa pa3pelieHue UiH
IIPaBU MOTHUBHpPAH OTKAa3, UM HaJlara OrpaHUYEeHMs [IPU U3JaBaHE Ha Pa3peIIEHUETO ChIVIACHO
pemeHnero Ha EBponeiickata KOMHUCHSL.

(4) UzBbH cmyyante mo 4i. 19r, an. | MHHHCTHPBT Ha 37ApaBEONAa3BAHETO MOXKE Ja
OTKaXKe Jia M3/ajJe pa3pelleHue 3a OMOoIMJIeH Ipenapar, pa3pelieH B JbpikaBa - YJICHKa Ha
EBponeiickust cbio3, korato Ononuauuar npemnapat e ot [loarpyna 15. ABunuau, Iloarpyna
17. Tectuuam u [oarpyna 23. Ipenapatu 3a 6opda ¢ 1pyru rpbOHAauYHU )KUBOTHH.

(5) B cayyaure mno an. 4 MUHUCTBPBT Ha 3/paBeOlNa3BaHETO YBEJIOMSBA
EBponeiickara KOMUCUSL U JPYrUTE€ IbpPXKABU - YICHKM Ha EBponeickus CbrO3, KaTo UM
npezcTaBs NUCMEeHa 000CHOBKA 3a PEILIEHHETO CH.

Un. 19%. (Hos - 1B, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) buounnen
npenapar ¢ HHUCBK PHUCK, PErMCTpPUpaH B JIbp)KaBa - 4ieHKa Ha EBpomelickusi cbio3, ce
peructpupa B PenyOnuka bbarapust upe3 B3auMHO MpU3HABAHE HA PETUCTPALIUATA, KOTATO:

1. aKTMBHOTO BELIECTBO € BKJIIOYEHO B COUCHKA MO wi. 14, an. 4, T. 2 1 oTroBaps Ha
W3UCKBAHUSATA, ONPECICHHU B TO3U CIHUCHK;

2. HEe ChIbPKA PUCKOBH BEIIECTBA;

3. mpu mpaBuUiHA yrnoTpebda ch3gaBa HUCHK PUCK 3a XOpaTa, )KUBOTHUTE M OKOJHATa
cpena.

(2) 3a u3maBaHe Ha yJOCTOBEPEHHE 3a PETUCTpAIUS Ha OMOIUICH Mpenapar ¢ HUCHK
PUCK 3aBUTENAT NMpeACTaBs B MUHHCTEPCTBOTO HA 3paBEONa3BaHETO 3asBICHHUE, KbM KOETO
npuiara:

1. maHHu 3a OWMOLMIHUS MpernapaT ¢ HUCHK PUCK, OMpeIeNieHH ¢ Hapeadara mo ui.
14a;



2. KOIHE Ha YJOCTOBEPEHHUETO 3a PETUCTpaLUs, U3JaIEHO OT KOMIIETEHTHHSI OpraH Ha
ChOTBETHATa JbpXKaBa - WieHKAa Ha EBpOMNEHCKUs ChI03, B KOATO OMOUMAHUAT Ipenapar e
PETUCTPUPAH 32 IIbPBH ITBT; KOIHMETO TPSIOBA J1a € 3aBEPEHO OT KOMIIETEHTHHS OpraH, KOWTO €
U37all YAOCTOBEPEHUETO 32 PETUCTpaLys, ¥ J1a € IPUIPYKEHO OT MPEeBOJ Ha OBJITapCKH €3UK
OT 3aKJIET IPEBOJIAY;

3. IOKYMEHT 3a IJIaTeHa AbpaBHa Takca no wi. 19, an. 1, . 19.

(3) Ilpu KOHCTaTHpaHe Ha HEMBJIHOTH B INpPEICTaBEHUTE NOKYMEeHTU B 30-1HEBeH
CPOK OT JaraTa Ha IMOCTBIIBAHETO MM MHUHUCTBPBT Ha 3/paBEONA3BAHETO M3UCKBA OT
3asiBUTENS HeoOxoruMaTa nH(opMaIus.

(4) MuHHCTBPBT Ha 37paBEONa3BaHETO MOXKE Ja MH3UCKA MPEJOCTaBSHE Ha
JOI'BJIHUTENHA MHPOPMAaLUs chriaacHo 4i. 171, an. 3, HeoOXoaMMa 3a OIleHKa Ha JIaHHUTE 110
am 2, 1. 1.

(5) MuHUCTBPBT Ha 3paBEONa3BaHETO U3/1aBA YIOCTOBEPEHUETO 332 PETUCTPALHS 1O
an. 1 B cpok 60 nHM OT jgaTaTa Ha MOJABaHE HA 3asBICHUETO MO ajl. 2, ChOTBETHO OT
OTCTpaHsBaHE Ha HEMBJIHOTHTE B JOKYMEHTUTE MO ajl. 3 W/HMIM OT MpeJoCTaBsHE Ha
JOIBJIHUTETHATA HHPOpMAIUS 110 ai. 4.

(6) B ciyuaute, KOrato Apyrn HOPMAaTHBHU aKTOBE CHIBPXKAT M3UCKBAHUS, KOUTO
UMaT OTHOILIEHHE KbM YCJIOBHATA HA YJOCTOBEPEHUETO 32 PErucTpaLusi, U 0COOEHO aKo 4pe3
TSX CE€ OCUTYpsIBa 3alllUTa Ha 3[PaBETO HA XOpaTa:

1. Te3u U3UCKBaHM TPsAOBa JAa ce UMAT MPEABUI NPU U3/1aBaHE Ha yJOCTOBEPEHHUETO
3a perucrpanus 1o ai. 1, u

2. KOraTto € HeoOXOJMMO, yIOCTOBEPEHHETO 3a perucTpanus mo ai. 1 ce u3roTss B
CBHOTBETCTBHUE C TE€3H N3UCKBaHUS.

(7) YocToBepeHHETO 3a pEerucTpalys ce n3jlaBa 3a CpoK, ChOTBETCTBAIl HA CPOKa Ha
YIOCTOBEPEHUETO 3a perucTpanus, M3JaJeHO OT CBhOTBETHAaTa JbpXKaBa - UIEHKa Ha
EBpomneiickust cb103, B KOATO OMOLUIHUSAT IIpenapar € perucTpupaH 3a MbPBH IIbT.

Y. 193. (Hos - IB, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 r.) (1) C ornen cna3pane
M3MCKBAHUATA HAa 4. 16 MUHUCTBPBT Ha 3[[paBEONa3BAHETO MOXKE Ja IPOMEHHU yCIOBHSTA Ha
YIIOCTOBEPEHUETO 3a PErucCTpalisl U €TUKETUPAHETO Ha OMOIMAHUS MpenapaT ¢ HUChK PUCK,
OTHACHILH C€ JI0:

1. HaunHa Ha ynotpeba - pabOTHHU pa3TBOPH, Pa3xoaHa HOPMA;

2. TaHHUTE 32 Bb3MOKHU HEXKEJIaHU NMPEKU UM KOCBEHH CTPAHUYHU €PEeKTH;

3. MepKkuTe 32 OKa3BaHEe Ha II'bPBa MOMOII M aHTHJIOT, KOTaTO UMa TaKbB;

4. ykazaHusTa 3a 6e30macHO 00e3BpeXxaaHe Ha OMOIMIHUS MTpenapaT ¢ HUCHK PUCK U
OlIaKOBKaTa My, KakTO M NIpH HeoOXoAuMocT - 3a0paHa 3a MOBTOPHO H3IIOJ3BaHE Ha
OIIaKOBKATa;

5. TaHHHU 3a cueur(UYHU OMACHOCTH 32 OKOJIHATA CpeJla, BKIIOYUTENIHO 3a 3aIluTaTa
Ha OpraHu3MH, KOMUTO He ca OOEKT Ha mpeylaraHata ymnorpebda, W NpedoTBpaTsSBaHE
3aM’bpPCSBAHETO HA BOJUTE;

6. BpeMeTO Ha BB3ACHUCTBUE U MHTEpBajla OT BpeMe, KOWTo TpsbBa ja ce cmas3Ba
MEXY:

a) OTJICJIHUTE MPUIIOKEHUS Ha OMOLIMIHUS TpenapaT ¢ HUChK PUCK, W/WIN

0) mnpwiaraHeto Ha OWOLMIHUS HpenapaT ¢ HUCBK PHUCK U ymoTpebara Ha
TPETUPAHUTE MPOJIYKTH, U/UIH

B) ynorpebara Ha OMOLMAHHUS MpenapaT ¢ HUCHK PUCK M JOCTbIIa HA XOpa WU



KMBOTHH JI0 TPETUPAaHUTE 30HU, KaTO CE IMOCOYBAT U CPEJCTBA, M MEPKU 3a 00e3BpeXkKIaHe,
NPOABIDKUTEIIHOCTTA HA MPOBETPSIBAaHE HA TE3M 30HM W YKa3aHUs 3a IOYHCTBAaHE Ha
000pyABaHETO;

7. mpedrasHUTEe MEpKH IMpHU ynorpeda, TPAHCIOPT U ChbXpaHIBaHE, BKIIOUUTEITHO
CpeACTBa 3a KOJIEKTMBHA M JIMYHA 3allMTa, NPOTUBOMIOXAPHH MEpPKH, MOKpUBaHE Ha
MeOeIpoBKaTa WM 000PyIBaHETO, OTCTPAHIBAHE HAa XPaHU 3a XOpa M KUBOTHHU U yKa3aHUS
3a MPEJOTBPATABAHE SKCIIO3UIIUATA Ha )KUBOTHHU.

(2) IIpomsinaTa no ann. 1 Moxke a ce U3BBPIIM, KOraTo ChIJIacHO 4. 16:

1. ce ycraHOBH, 4e OpOSAT HA MPEJACTABUTEINTE HA OPraHU3MHTE, KOUTO ca 0OEKT Ha
npejyiaranaTa ynorpeba, He € JOCTaThUeH 3a M0sBa Ha BPE/IeH e(eKT;

2. e yCTaHOBEHa PE3UCTEHTHOCT Ha OPraHU3MMTE, KOUTO ca OOEKT Ha IpeaaraHara
ynotpeba, KbM OMOLMIHUS MTpenapaT ¢ HUChK PUCK, WIH

3. ycimoBusTa Ha ynorpeba, Hampumep KIMMATHYHUTE  YCIOBUS  WJIH
PasMHOXKHUTEIHUAT TIEPHO]] Ha OPraHU3MUTE, KOUTO ca 00EKT Ha mpeijiaranara ynorpeba, ce
pasin4aBaT CHIIECTBEHO OT TE€3M B Jbp)KaBaTa - WieHKa Ha EBpomeickusi cbio3, KbAETO €
perucTpupan 3a OBPBU BT OHOLMAHUAT MpenapaT ¢ HUCHK PHUCK, M H3/1aBAaHETO Ha
yIOCTOBEpEHHE 32 PErUCTpalsl B HEIIPOMEHEH BUJ MOXeE Ja Ch3J1a/Ieé HEJOMYCTUMO BHUCOK
PHCK 3a XOpaTa WM 3a OKOJIHATa cpeja.

Un. 19u. (HoB - IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) Korato npu
OllIEHKaTa Ha JaHHWUTE 1o Wwi. 19k, an. 2, T. 1 ce ycraHOBH, Yye OMOIMIHUAT Mpernapar ¢ HUCHK
PUCK HE OTroBaps Ha M3UCKBaHMATA Ha wi. 19%k, an. 1, MUHUCTBPBT Ha 34PAaBEOINA3BAHETO
MO’KE€ BPEMEHHO J1a OTKaXKe perucTpaiuara Ha OMOIMIHHS ITpenapar.

(2) B cayyaure mno aix. 1 MUHHCTBPBT Ha 3]paBEOINA3BAHETO YBEIOMSBA
KOMIIETEHTHHMSI OpraH Ha JbprKaBaTa - 4IeHKa Ha EBponeiickus cplo3, perucrpupania 3a IbpBU
IbT OMOIMIHUS Npenapar ¢ HUChK PUCK.

(3) Korato B cpok 90 aHM OT jaraTa Ha YBEJOMSIBAHETO MO all. 2 HE C€ MOCTUTHE
CIIOpa3yMEHHME MEXKJYy MUHUCTBpPAa Ha 3ApaBEOIa3BaHETO M KOMIIETEHTHUS OpraH Ha
CbOTBETHAaTa IbpXKaBa - 4JEHKa Ha EBponeiickus cplo3, ce yBenomsaBa EBpormelickara
KOMHUCHS.

(4) MuHMCTBPBT Ha 3/paBeOla3BaHETO HM3/aBa yJOCTOBEPEHHME 3a PErHCTpalUs Ha
OuomMIeH mpenapaT ¢ HUChK pUCK No an. 1 B ciaydaute, korato EBpomeiickara KOMUCHS
MOTBBPU YIOCTOBEPEHHUETO 33 PETUCTpaLMsl, U3AaEHO OT ChOTBETHATA AbPKaBa - YJICHKA Ha
EBpomneiickust cb103, B KOATO OMOLUIHUSAT MIpenapar € perucTpupaH 3a MbPBH IIbT.

Yn. 19x. (HoB - IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) (1) Korato ce
YCTaHOBH, Y€ U3UCKBaHMTA Ha wi. 16, an. 1 u 2 He Morar na ObAaT U3MBIHEHH U TPSOBa 1a
ObJe OTKa3aHa perucTpanusaTa Ha OHOIMIHUS Tpernapar ¢ HUCHK PHUCK WIM Ja ObaaT
HAJIO0KEHU OTPAHUYCHUS TPU U3JaBAHETO HA yJOCTOBEPEHHUETO 3a PErHCTpallysi, MUHUCTBPBT
Ha 3[[paBeola3BaHEeTO yBenomsiBa EBpomeiickaTa KOMHCHS, IPYTUTE ObpPKABU - WICHKU Ha
EBporneiickus Cbr03, U 3asIBUTEII.

(2) B ciyuaute mo an. 1 MHHHCTHPBT Ha 37paBeOla3BaHETO MPEAOCTaBsl MHUCMEHA
000CHOBKA, ChIbpKAallla HAMMEHOBAHUETO Ha MpemnapaTa, cienudukanusaTa My 1 OCHOBaHUATA
3a HAMEpPEHHETO 3a HallaraHe Ha OTPAaHWYCHUS TMPH HU3JIaBaHE Ha YIOCTOBEPEHHETO 3a
perucTparys Uiy 3a 0TKa3 3a PerucTpalusl.

(3) B cnydaute mo an. | MHHHCTBPBT Ha 3/IpaBEOINA3BAaHETO M3/laBa yIOCTOBEPEHUE



3a perucrpaiusi, MpaBM MOTHUBUpPAH OTKAa3 WM Hajara OrpaHUYECHHUs NpU H3JaBaHE Ha
YAOCTOBEPEHUETO 32 PErUCTpalvs ChIVIACHO pellieHneTo Ha EBpormneiickaTta koMmucus.

Y. 191. (Hos - [IB, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 1.) (1) U3BBH ciyuaute
mo 4ia. 19k, an. 1 MUHHCTBPBT Ha 3APAaBEONA3BAHETO MOXKE J1a OTKA)KE€ PETUCTpaLusATa Ha
OuoIHMIeH TpenapaT ¢ HUCHK PHCK, pETUCTPUPaH B AbpKaBa - 4ieHka Ha EBpomnelickus cbio3,
KOTraTto OMOLUAHUSAT Ipernapar ¢ HUCBHK puck ¢ oT [loarpyma 15. ABununu, Iloarpyma 17.
[Mectuunmm u [oarpyna 23. Ipenapatu 3a 6op0a ¢ Apyru rpbOHAYHH KUBOTHHU.

(2) B cayyaure mno aix. 1 MUHHCTBPBT Ha 3paBEOINA3BAHETO YBEIOMSBA
EBpomnelickara KOMUCUS U IPYTMTE AbPKAaBU - WICHKUM Ha EBpPONEHCKHS CBIO3, KaTO UM
npezcTaBs NUCMEeHa 000CHOBKA 3a PEILICHHETO CH.

Un. 19m. (Hos - 1B, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) U3naBanero Ha
paspemieHus no wi. 19r, an. 6 U Ha ygocToBepeHUs 3a perucrpauusd no wi. 19k, am. 5 ce
U3BBPILIBA [IPU ClIa3BaHE U3UCKBaHMATA HA pa3nen XIV ot tasu rnasa.

Paznen XVI.
O6mMmen Ha undopmarms (Hos - /1B, 6p. 95 ot 2006 1., B cujia ot
01.01.2007 .)

UYn. 191. (Hos - 1B, 6p. 95 ot 2006 1., B cuna ot 01.01.2007 r.) (1) MUHHCTBPBT Ha
3/[paBeoIa3BaHeTO0 MH(POPMHUPA OCTAHATIUTE IbpPKABU - WICHKH Ha EBpOMECKus Chbro3, H
EBpormelickata KOMUCHUS B CPOK €IMH MeCeI] clie]] Kpasi Ha BCSAKO TPUMECEUHe 3a:

1. u3gameHuTe paspenieHus 3a MyCKaHe Ha Ma3apa Ha OMOIMIHU IpermapaTH Mo 4.
176, an. 1 unu 3a npekparsiBaHe Ha mpolexypara no 4wi. 176, an. 2;

2. W3JaJICHUTE yJOCTOBEPEHMS 3a PETUCTpalvs Ha OWMOLMIHU TpermapaTd C HUCHK
puck 1o uwi. 177, an. 12 nnm 3a npekpaTsaBaHe Ha poueaypara o 4i. 17x, an. 13;

3. OTMEHEHHTE pa3pelleHus 3a MyCKaHe Ha ma3apa Ha OWOIMIHU MpemnapaTd Mo 4.
173, an. 2 wu o wi. 173, ain. 6;

4. 3aMMYaBaHETO HA PETUCTPAIlUU HA OMOIUIHY MpenapaT ¢ HUCHK PUCK Mo wi. 173,
aln. 3w o wi. 173, an. 7;

5. HampaBEeHUTE W3MEHEHHUs Ha pa3pelleHHs 3a MycKaHe Ha Maszapa Ha OWOIMIHU
mpemnapaTy Win YAOCTOBEPEHHUS 32 PETUCTpalus Ha OUOIMIHU TpermapaTH ¢ HUCHK PUCK WIIH
HaIlpaBeHUTE OTKAa3M 1o wi. 17u, an. 7;

6. IOJTHOBSIBAHE Ha pa3pelleHus 3a MyCKaHe Ha Ma3apa Ha OMOLMIHU MpenapaTH Win
Ha YIOCTOBEPEHHS 32 PETUCTpalUs Ha OMOIUIHY MpenapaTi ¢ HUCHhK PUCK, MIPEKpaTsIBaHe Ha
mpoleaypaTa Wik 0TKa3 3a MOJHOBSBAHE Ha pa3pellieHus 3a MyCKaHe Ha ma3apa Ha OUOIUIHH
MpernapaTy WK Ha yIOCTOBEPEHHS 3a PETUCTpallns Ha OMOLMIHY MpenapaTu ¢ HUCHK PUCK 11O
. 17x;

7. W3OaleHUuTe pa3pellieHus 3a MycKaHe Ha Mas3apa Ha OMONUIHU TpemapaTH WIH
YIOCTOBEPEHHUsI 3a perucTpamus Ha OWOIMIHM TpermapaTH ¢ HUCHK PUCK Bb3 OCHOBA Ha
ycTaHOBeHa paMkoBa (opmynarus mo wi. 170, an. 10 wim 3a mpekpaTsiBaHe Ha Mpoleaypara
o wi. 170, ain. 9;

8. M3maJeHNTe BPEMEHHH Pa3pellieHus] WK YAOCTOBEPEHUS 3a PErUCTpalus MO Yil.



18B, an. 2 u 3a yabpKaBaHE CPOKa Ha TE€3HM pa3pelleHUs] WU yIOCTOBEPEHHUS 3a pErUCTpaLus
mo uwi. 188, an. 5;

9. n3naneHnTe pa3pelieHus o B3aMMHO IIpU3HaBaHe 1o 4i. 19r, ain. 6;

10. HanpaBeHUTE OTKA3M 3a U3/1aBaHE Ha pa3pelIeHUs 110 B3aMMHO IPU3HABAHE 110 4Jl.
19e, an. 4;

11. u3ganeHuTe yaoCTOBEpEHHS 3a pEerucTpanvs Ha OMOIMAEH IpenapaT ¢ HUCHK
PHUCK IO B3aUMHO NIPU3HaBaHe 1o wi. 19k, an. 5;

12. HanpaBeHHUTE OTKa3W 3a PEruCTpalys Ha OHOIUAEH Mpernapar ¢ HUCHK PUCK IO
. 19m, an. 1.

(2) Uudopmarmsra no an. 1 chabpxa ClIeJHUTE JaHHU:

1. ©METO WIM HAaMMEHOBAHUETO Ha 3asIBUTEIN WM MPUTEXKATEIS HA Pa3pEIICHUETO
WIHM PETUCTPALMATA;

2. THProBCKOTO HAMMEHOBAaHUE HAa OMOLIMIHUS IIpenapar;

3. HAMMEHOBAHMUETO M KOJIMYECTBOTO HA BCSKO AKTUBHO BEILIECTBO, KOETO CE ChAbpKaA
B OMOLMAHUS TpenapaT, KakTO W HAUMEHOBAHUETO M KOJUYECTBOTO HA BCSAKO OIACHO
BEIIECTBO U KIacu(uKanusaTa My;

4. Buja Ha mpemnapara (IIOArpyNa) U paszpelieHara Uik perucTpupaHara o0yacT Ha
IIPUIIOKEHHUE;

5. BUJa Ha IIpenapara;

6. IONyCTUMHUTE TPAHULM HA OCTAaThYHH KOJMYECTBA, KOUTO Ca YCTAHOBEHH;

7. ycloBHUATA 32 pa3pellaBaHe WM PErHCTPalis U KOraTo € He0OX0IMMO, TPUYUHUTE
32 IpOMsHA WIM OTMsSHAa Ha pa3pelleHUEeT0 WM IMpOMSHA WM 3aJIMYaBaHE Ha
YJIOCTOBEPEHUETO 3a PETUCTPALIUS;

8. naHHU 3a crienuduyueH BUJ Mpenapar, Karo OMOIM/IEH IpenapaT ¢ HUIChK PUCK Bb3
OCHOBa Ha paMKoOBa (hopMyranus.

(3) Koraro MUHHCTBPBT Ha 31paBEONa3BaHETO IMOJY4YM PE3IOME Ha JOCHETaTa B
CbOTBETCTBUE C wi. 18, am. 3 ¥ MMa OCHOBaTelHa NpPUYMHA Jla CMsTa, Y€ JIoCHeTara ca
HEI'bJIHU, TOH He3abaBHO MH(OPMHUpPAa KOMIIETEHTHHUTE OpPraHd, OTTOBOPHU 3a OLIEHKaTa Ha
JocueraTa, JpyruTe Ibp’KaBU - WIEHKH Ha EBponeiickus cpro3, 1 EBponelickara komucus 3a
ChOOpakeHUsTAa CH.

(4) MUHHCTBPBT Ha 37PaBEOINA3BAHETO M3TOTBS €KET0/IeH CHUCHK Ha pa3pelIeHnuTe
WIM PETUCTPUpPAHUTE OMOLIMIHU MPENapaTd U T'o MpeloCTaBs Ha JPYrUTe AbP)KaBU - YICHKU
Ha EBpomnelickus cbro3, 1 Ha EBpornielickara KOMUCHS.

Pa3zngen XVIL
M3naBaHe Ha pa3pelIcHUE 3a ITyCKaHe Ha 1a3apa Ha OMOIUJICH Ipernapar,
ChABPIKaIl] ChIICCTBYBAIIM aKTHBHH BEIICCTBA, BKIIFOUCHH B [IpunoxeHue
IT ma Pernament 2032/2003 (Hos - JIB, 6p. 95 ot 2006 1., B crita 110
14.05.2010 r., m3m. - JIB, 6p. 82 ot 2007 r.)

UYn. 190. (Hos - IB, 6p. 95 ot 2006 r., B cuna o 14.05.2010 r.) (1) (U3m. - JIB, 6p.
82 ot 2007 r.) Jlomycka ce m3naBaHe Ha pa3pelleHHe 3a MyCKaHe Ha Ia3apa Ha OMOLHMJCH
mpernapar, ChIbpKalll ChIIECTBYBAIlO AKTUBHO BEIIECTBO/CHIIECTBYBAIlM AKTUBHU BEIIECTBA,
KOUTO HE Ca BKJIIOYEHH B CIUCHUUTE 1O 4. 14, an. 4, T. 1 unu 2 uiu He ca BKIIOYEHU B TE3U



CHHCHIIN 32 OTIpeIeNieH BU/I (MMOATpyNa) OMOIHMICH IMpernapar.

(2) (U3m. - [IB, Op. 82 ot 2007 r.) B ciny4yante mo an. 1 OHOIMIHUAT mpemapar ce
paszpelasa, KOraro:

1. chlnecTByBallUTEe AKTUBHU BEIECTBA B ChCTaBa HAa OMOLMIHMS IIperapar ca
BkitoueHu B Ilpunoxenue Il Ha Permament 2032/2003 u Hsama pemeHue Ha EBpomneiickara
KOMMCHS 32 HEBKJIIOUBAHETO UM B CIIUCBHLMTE No wi. 14, ain. 4, 1. 1, 2 unu 3;

2. moxarpymnata OuouuaeH mpenapar e BkiaoueHa B Ilpunoxenue Il Ha PermameHt
2032/2003 u Hsima penienne Ha EBpomeiickaTa KOMUCHS 32 HEBKJIFOUBAHETO i B CIUCHIIUTE T10
un. 14, an. 4, 1. 1, 2 unnm 3.

(3) buommagnure mnpemnapatu, KiIacH(PUIUMPAHW KATO TOKCUYHM, CHUIHO TOKCHYHH,
KaHIEpOTeHHH (IIbpBa W BTOpa KaTeropusi), MyTareHHH (I'bpBa W BTOpa KaTeropHs) W
TOKCHUYHU 33 pENpoAyKIHsATa (IbpBa M BTOpa KaTeropus), ce paspeliaBar camo 3a
npoecronaiHa ynorpeoa.

Y. 19m. (Hos - IB, 6p. 95 ot 2006 r., B cuna a0 14.05.2010 r.) YcioBusita u peasT
3a MyCKaHe Ha a3apa Ha OMouuaHu mpenapaTtu no 4i. 19o, an. 1 ce onpeaensaT ¢ Hapendata
o uwi. 14a.

Yn. 19p. (Hos - JIB, 6p. 95 ot 2006 r., B cuna mo 14.05.2010 r.) (1) buouunnuure
npermapatd no 4i. 190 ce kimacupuuupar, OMakoBaT M ETUKETHPAT B CHOTBETCTBHE C
pasnopendouTe Ha riaBa BTOpa.

(2) JombIHUTETHUTE U3UCKBAHUS 32 ETHKETHPAHE Ce ONpeNessIT ¢ HapenbaTa mo 4.
14a.

UYn. 19c. (Hos - IB, 6p. 95 ot 2006 r., B cuna ao 14.05.2010 r.) (1) 3a uzgaBane Ha
paspemieHue no 4i. 190 B MUHHCTEPCTBOTO Ha 3/IpaBEOIa3BAaHETO C€ MOJaBa 3asBJICHUE OT
JUIIETO, KOETO MyCKa Ha ma3zapa OUOoIM/IeH Impemnapar.

(2) Jlumero mo an. 1, HApUYAHO MO-HATATHK '"3asBUTEN", MOAAaBa 3asBIICHUE, KbM
KOETO MpuJiara CJlIeIHUTE JOKYMEHTH:

1. akTyaJlHO YAOCTOBEpEHHE 32 BIMCBAHE B ThPIOBCKUSI PETUCTHP WM €KBUBAJICHTHA
perucTpanus Mo CMHUChJIA Ha 3aKOHOJATEJICTBOTO Ha Jbp)KaBa - wieHka Ha EBponeickus
ChI03, WM IO 3aKOHOJATEJICTBOTO Ha Apyra AbpxkaBa - cTpaHa no Crnopa3yMeHHETO 3a
EBpomneiicko HKOHOMUYECKO POCTPAHCTBO;

2. TEXHHYECKO JOCHE Ha OMOLIMIHUS Mpenapar, ChIbPKAIIO CICTHUTE TaHHU:

a) ThPrOBCKO HAUMEHOBAaHWE Ha OMOLIUIHUS TIpeTapar;

0) XMUMUYHO HaWMEHOBAaHUE HA aKTUBHOTO BEIIECTBO M JIaHHU 3a KIacU(PUIIMPAHETO
My;

B) ChCTaB Ha OMOIUIHUS MIPETapar;

r) QU3NYHYU U XUMUYHH CBOWCTBA HA OWMOIMIHUS TIpErapar;

Jl) aHAJTUTHYEH METOJ 3a OMpeelisiHe KOHIIEHTpAaIUsATa Ha aKTHBHOTO BEIIECTBO B



OMOIMIHUS TIpenapar;

€) BUJ HAa OMOTIMIHMSI TTpenapaT U 00JIACTH Ha MIPUIOKECHUE;

) TAaHHU 32 €(PEKTUBHOCT U PE3UCTEHTHOCT;

3) Ha4MH Ha ynoTtpeoa;

1) KaTeropus Ha MOTpeOUTENnTE;

K) pe3loMe€ Ha TOKCHUKOJIOTUYHHUTE M EKOTOKCHUKOJOTMYHUTE JAaHHH 32 aKTUBHOTO
BEIIIECTBO;

J1) TOKCUKOJIOTMYHH JAHHU 332 OMOLIMIHUS TIperapar;

M) JJaHHH 3a OTIaKOBKaTa;

H) MPOEKT HA €THKET;

3. uHpOpMAaLMOHEH JIUCT 3a 6E30MaCHOCT 10 wil. 70;

4. TOKYMEHT 3a IUIaTeHa JbprKaBHA Takca no wi. 19, an. 1, 1. 20.

(3) dokymeHnTtuTe 1o ai. 2, T. 2 u 3 ce NpeAcTaBAT B TPH €K3eMIUIsIpa Ha XapTUEH U
eJIEKTPOHEH HOCUTEIL.

Un. 191. (Hos - JIB, 6p. 95 ot 2006 1., B cuna go 14.05.2010 r.) (1) B 45-nHeBen
CPOK OT JlaTaTa Ha IOCTBIIBAHE HAa JOKYMEHTHUTE 10 wi. 19¢, an. 2 ce mpoBepsBa IbIHOTATa Ha
JTAHHUTE B TAX.

(2) Ilpu KoHCTaTUpaHE HA HEMBIHOTH B NPEICTABCHUTE JOKYMEHTH MUHUCTBPBHT Ha
3/IpaBEOIa3BaHETO YBEIOMSIBA 3asIBUTENS U ONIPENIENsl CPOK 332 OTCTPAHSBAHETO UM.

(3) MuHHUCTBPBT Ha 3/1paBEOINA3BAHETO MOXKE J1a YABJDKM CpPOKa MO al. 2, KOraro
3asBUTENIAT NpeACTaBU 000CHOBAHO HCKAHE 3a TOBA.

(4) Koraro 3asBUTENAT HE OTCTPAaHU HEMBIHOTUTE B JOKYMEHTHTE B CPOKa IO al. 2,
IIpoLeaypaTa Mo pa3pelliaBale ce IPEeKpaTsBa.

(5) (U3m. - 1B, 6p. 82 ot 2007 r.) MUHHCTBPBT Ha 3/paBEOMAa3BAHETO WIH
ONPaBOMOLIEHO OT HETO JIBKHOCTHO JIMIIE M3/1aBa pa3pellieHHE 3a NycKaHe Ha Ia3apa Ha
OuornmeH npenapar B 60-1HEBEH CPOK OT JaraTa Ha MojaBaHe Ha JOKyMeHTuTe rmo wi. 19c,
aJl. 2, ChOTBETHO OT JaTaTa Ha MoJydyaBaHe Ha HHpOpMaLuUsITa 1o ai. 2.

Un. 19y. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) MUHHCTBPBT Ha
3[paBeoMa3BaHETO MPepasriex/ia U3/1aJCHOTO pa3pelieHe B Cily4yail Ha:

1. HanMuYMe HAa HOBM JAaHHU 3a €(PEeKTUTE Ha aKTMBHOTO BELIECTBO MM OHUOIIMIHUS
mpernapaT BbpXy YOBEKa UM OKOJTHATA Cpelia;

2. UCKaHe OT CTpaHa Ha 3asBUTEIS;

3. mpomsiHa B TBHPrOBCKaTa pErucTpalus Ha JHMIETO, KOETO IIycKka Ha Ia3apa
OMOIMIEH ITpernapar;

4. mpoMsiHA Ha OTAKOBKATa.

(2) (Usm. - B, 6p. 82 ot 2007 r.) B cnydaure mo amx. 1 MUHUCTBPBT Ha
3paBEOMAa3BaHETO WJIM ONPABOMOILEHOTO OT HEro JUIBKHOCTHO JIMIE MOXE Ja HM3UCKBA
JIOITBJIHUTENIHA UH(OPMALIHS U 1a IPOMEHHU YCIOBUATA HA U3/1aJICHOTO pa3pellieHue.

(3) M3meHeHue Ha pa3pelIeHUeTo Ce W3BBPILIBA NPHU CMa3BaHE W3UCKBAHUATA HA Il
190.

(4) (Hosa - JIB, 6p. 82 ot 2007 r.) IIpu u3mMeHeHHe Ha M3IaJAECHO pa3pelIeHue 3a
IyCKaHe Ha Ma3apa Ha OMOLMJAEH INpernapar MUHUCTBPBHT Ha 37paBEOINa3BaHETO MOXKE Ja
ormpenens CpoK 3a ChXpaHsBaHe, YHOTpebda WM pa3pOCTpaHEHUE HAa HATUYHHUTE KOJUYECTBA
Ouo1MIeH mpernapar.



Y. 19¢. (Hos - IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) MUHHCTBPBT Ha
3[paBEOIa3BaHETO OTMEHS Pa3pEeLICHHETO 3a IMyCKaHe Ha Maszapa Ha OMOIMJIEH Iperapar,
KOTraro:

1. 3asBUTENAT € MpeICTaBUI HEBEPHH W/HIM 3a0yX/IaBalllk JaHHM 3a M3JaBaHE Ha
pazperienue no wi. 19o;

2. aKTUBHOTO BeUIECTBO € 3a0paHeHO 3a IycKaHe Ha ma3apa U ymnorpeba B
EBponerickus cbo3;

3. € MOCTBHIMIIO MOTUBUPAHO UCKAHE OT MPUTEkKATEIS Ha Pa3peIICHUETO.

(2) Ilpenn oTMsiHa Ha pa3pelIEHUETO MO al. | MUHUCTBPBHT Ha 3PABEONA3BAHETO
yBEOMSIBA MIPUTEXKATENS HA Pa3pPEIICHUETO.

(3) (M3m. - IB, 6p. 82 ot 2007 r.) C oTMsHaTa Ha pa3pelIEeHUETO MUHHCTBPHT Ha
3/IpaBEONa3BaHETO OINpeAes CPOK 3a ChXpaHsABaHE, ymoTpeda MM pa3mpoCTpaHEHUE Ha
HAJIMYHUTE KOJMYECTBA OMOIM/IEH Ipernapart.

Pazgen XVIIL
BxitouBaHe Wi HEBKJIIOYBAHE HA CHIECTBYBAIO AKTUBHO BEIIECTBO B
criucbruTe 1o wi. 14, an. 4, 1. 1 umu 2 (Hos - JIB, 6p. 95 or 2006 1., B cuia
ot 24.11.2006 r.)

Y. 19x. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r., usm. - /IB, 6p. 82 ot
2007 r.) (1) Koraro mma pemenue Ha EBpomeiickata KOMHUCHS 3a BKIIOYBAHE WIH
HEBKJIIOYBAHE Ha ChILECTBYBAIIO AKTUBHO BEIIECTBO B cHUChUUTE To wi. 14, an. 4,
MUHHCTBHPBT Ha 3/IpaBEOINa3BaHETO M3/laBa HOBO pa3pelleHUE 3a IyCKaHEe Ha Ma3zapa Ha
OMOLM/ICH TpenapaT WM yJOCTOBEPEHHUE 3a PErucTpanus Ha OMOIUICH MpenapaT ¢ HUCHK
PHUCK, IPOMEHS WM OTMEHSI U3JaICHUTE pa3peleHus mno wi. 19o.

(2) U3pmaBaneTo Ha HOBO pa3pelICHHWE WM YJOCTOBEPEHHE 3a PErucTpauus Ha
OHMOLM/eH TpernapaT ¢ HUChK PUCK, MPOMSHA WJIM OTMSHA HAa U3JaJICHUTE Pa3pelIeHus 1Mo 4.
190 ce u3BBpIIBA B CHOTBETCTBUE C PEUIEHUETO 32 BKIOYBAHE WJIM HEBKIIIOUBAHE HA AKTUBHO
BEILIECTBO B CIIMCHIUTE 10 4. 14, ain. 4.

Un. 19u. (Hos - [IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r., u3m. - JIB, 6p. 82 ot
2007 r.) (1) Koraro chliecTByBanio aKTHBHO BELIECTBO OBb/€ BKIIOUEHO B 3aMOBEATA O 4.
14, an. 4, 1. 1 w/mnm 2, MUHUCTBPBT Ha 3/paBeOla3BaHETO WJIM OINPABOMOILEHO OT HETO
JUTBKHOCTHO JUIlE B 14-THEBEH CPOK OT JaTaTa Ha OOHApOJBAHETO Ha 3alOBEATa YBEIOMSBA
MUCMEHO TPUTEXKATENs Ha paspelleHre 3a MyCKaHe Ha Ta3apa Ha OWOIMICH mperapaTr u
MocoyBa pela M CpoKa 3a NoJaBaHE B MMHHUCTEPCTBOTO Ha 3ApaBEONa3BaHETO Ha
JOKyMeHTUTe 1o Wwi. 17 wiu 177 3a GuomuaeH mpenapar ¢ HUChK PUCK.

(2) B ciyuaute, KoraTo OMOIMAHUAT Mpenapar ChAbpKa MOHE €IHO CHIIECTBYBAIIO
aKTHBHO BEIIECTBO, KOETO € BKIIOUEHO B clUChKa 1o wi. 14, am. 4, T. 1, ce u3naBa HOBO
paspelienue 1o peaa Ha paszzaen IV ot ra3u riasa.

(3) B cnyyante, korato OMOIMIHHUAT MpemapaT ChIbpP)Ka CHIIECTBYBAIIO AKTHBHO
BEII[ECTBO/CHIIECTBYBAIIN aKTHBHU BEIIECTBA, KOMTO Ca BKJIIOUEHU B CIUCHKA MO wi. 14, am.
4, 1. 2, ce U3aBa yIOCTOBEPEHUE 3a PErUCTpaLus MO pelia Ha pa3aen V OT Tasu IiiaBa.

(4) Koraro mma pemenne Ha EBpomelickata KOMUCHS 3a HEBKJIIOYBAHE Ha



CBIIIECTBYBAILIO AKTUBHO BEILIECTBO B CIUCHLUTE MO Wwi. 14, an. 4, 1. 1, 2 unu 3 3a onpezaeneHu
WIM 32 BCUYKH HOTUQDUIMPAHH TOATPYNH OWONMIM, MUHHCTBPBT Ha 3pPaBEONa3BaHETO
IIPOMEHSI WJIM OTMEHS H31aZeHOTO o wi. 190 paspelieHue B CbOTBETCTBHE € 4. 4 (2) OoT
Permament 2032/2003.

(5) B cnydaute no an. 4 MUHUCTBPBT Ha 3APABEOINA3BAHETO MOXKE J]a OMPEAEIsi CPOK
3a ChXpaHsBaHe, yrnoTpeba WM pa3NpOCTpaHEHHE Ha HAJTMYHUTE KOJUYECTBA OHMOLUICH
npenapar.

Paznen XIX.
[ToBeputennoct Ha nanuute (Hos - JIB, 6p. 95 ot 2006 r., B cuia ot
24.11.2006 1.)

Y. 194. (Hos - 1B, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r.) (1) JIunero, xoetro
mycka Ha TMaszapa OWONMIEH IMpemnapar, MojJaBa J0 MHUHHUCTHPA HA 3paBEOIa3BaHETO
000CHOBAaHO UCKaHE 3a 00sBsIBaHE HA IaHHU OT TEXHUYECKOTO JOCHE Ha OMOLMIHUS Tpenapar
32 KOH(UIASHIMAIHY C 1]l 3aIMTa HAa TPOMUIIUICHUTE WK ThPrOBCKUTE My HHTEPECH.

(2) Cnen m3naBaHe Ha pa3pelICHUETO 3a MMyCKaHEe Ha Ma3apa Ha OMOIMJEH Iperapar
WIA Ha YAOCTOBEPEHHE 3a perucTpanus Ha OWOLHMICH HIpenapaT ¢ HUCBK PHCK HE ca
MIPOM3BO/ICTBEHA U THPrOBCKA TaifHa:

1. uMeTo U aApechT Ha JIMLETO, KOETO MyCKa Ha Mazapa OMOLUACH Npenapart;

2. UMETO M aJpechT Ha MPOU3BOAMTENS HAa OMOLMICH IpemaparT U Ha AKTUBHO
BELIECTBO;

3. HAaUMEHOBAaHMETO M OTHOCUTEIHMAT [5JI HAa AKTUBHOTO BEIECTBO/aKTUBHUTE
BEIIECTBA B OMOIMIHUS TTpermapaT 1 HANMEHOBAHUETO HAa OMOLIMIHUS Mpenapar;

4. HAMMEHOBAHUETO Ha OMACHU XMMHUYHH BEIeCTBA B OMOIMIHMS Tpernapar, KOUTO
MMaT 3HAYCeHHUE 3a KIacu(UIIMPAHETO HA TIperapaTta;

5. naHHuTe 3a QU3NYHUTE M XUMUYHHUTE CBOWMCTBA Ha aKTMBHOTO BELIECTBO M Ha
OMOLIMTHUS TIpenapar;

6. HaUMHHTE 32 00Ee3BpEXKAaHe Ha AKTUBHOTO BEIIECTBO MJIM OMOLIMAHMS Ipenapar;

7. pe3loMe Ha pe3yiTaTUTe OT M3MMTBAHUATA 3a OLEHKAa Ha e(pEeKTMBHOCTTa Ha
aKTUBHOTO BELIECTBO MJIM OHMOLMIOHUS Ipernapar, eQeKTUTe BBbPXY UYOBEKa, >KUBOTHUTE,
OKOJIHATa cpesia M Bb3MOXKHOCTUTE 32 Pa3BUTHE HA PE3UCTEHTHOCT;

8. mpenoppUYBaHUTE W TMPEANA3HUTE MEPKH 3a HaMajsBaHE Ha ONACHOCTTa MpHU
IIPOM3BOJICTBO, ChbXpaHsIBaHe, TPAHCIIOPT, ynoTpeda, moxap u Apyru;

9. naHHuTe, NpeACTaBEH! B MH(OPMAILIMOHHUS JIMCT 3a 0€30MacHOCT 1o 4. 70;

10. MeTouTe 3a aHAJIM3K HA AKTUBHOTO BEIIECTBO/aKTUBHUTE BEILIECTBA B ChCTaBa Ha
OMOLMIHMS TIpernapaT, Ha OCTaThYHHTE MY KOJIMYECTBA, NPUMECUTE U CHCTABKHUTE C
TOKCHKOJIOTHYHO U €KOTOKCUKOJIOTUYHO 3HaUCHUE;

11. meToauTe 3a 006€3BpEKIAHE;

12. mMepkuTe 3a OKa3BaHE Ha MbpBa MOMOI U MEAUIMHCKA CHBETH B Cllyyail Ha
WHIUJICHT.

(3) Hannute mo an. 1, mpuetn 3a KOH(UIEHIMATHM, MUCMEHO ce 00O3HauyaBaT C
Hajanuc "3a ciyxeOHo moi3BaHe".

(4) Koraro nuuero, koero mycka Ha Mmas3apa Ououuj, oOsSBM yacT WIM IisulaTa
unpopmanus mo an. | 3a HeKOH(HIEHIMATHA, YyBEIOMSBA MUCMEHO MUHHUCTbpa Ha



3ApaBCOIa3BaHCTO.

Paznen XX.
Pexnama (Hos - [IB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 T.)

Un. 19m. (Hos - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) Pexnamara Ha
OuoIMIHUS Mpenapar TpsaOBa /1a BKIIOUBA CIETHUTE TEKCTOBE, KOUTO Ja U3IIBKBAT Ha (poHA HA
Is1aTa pexiama:

1. "M3non3Baiite buonmaHus rpenapar 6e30macHo";

2. "llpean ymoTpeba BHUMATEIHO NpOYETETe ETHKETa M HHpOpMausITa 3a
npenapara'.

(2) Junero, xoero mycka Ha Ma3apa OMOIMAEH Ipenapar, MOXKe Ja 3aMEHU JTyMHTE
"OuormneH mnpemapar' B pekiIaMara ¢ TOYHOTO ONHMCAaHWE HA BUJA Ha pPEKIaMHUpPaHUs
OuoIMIeH Ipernapar.

(3) Peknamara He TpsOBa 1a BOJM 10 MOALICHSBAaHE HA PUCKA 3a YOBEKA U OKOJIHATA
cpena.

(4) He ce paspemaBa pekjiamMMpaHeTo Ha OHMOLUAHUS Tpernapar Karo "OuoluIaeH
npenapar ¢ HUChbK puck", "HeTokcudeH", "0e3BpeneH" U Apyru.

Y. 19m. (Hos - B, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) (1) C Tapudara no
1. 46 oT 3aKoHa 3a 31paBeTO0 MUHUCTEPCKUAT CHbBET ONPEIEIIS TAKCH 3a:

1. oueHka Ha IBJIHOTATa HA JIaHHUTE B JOKYMEHTHUTE 32 M3/1aBaHE Ha pa3pelIeHue 3a
IycKaHe Ha ma3apa Ha OmouuzeH npenapart rno wi. 176, a. 1;

2. OlLlEHKAa Ha pHUCKAa 3a YOBEKa, >KMUBOTHUTE M OKOJIHATA CpelJa MO JaHHUTE B
JOKYMEHTHTE 3a M3/1aBaHEe Ha paspellleHHe 3a MycKaHe Ha Ma3apa Ha OMOIMIEH Impernapar 1o
. 170, an. 1;

3. olleHKa Ha MBJIHOTAaTa Ha JAHHUTE B JIOKyMEHTHUTE 32 M3/1aBaHE Ha yJOCTOBEpEHHE
3a perucrpanus Ha OMOLUAEH IpenapaT ¢ HUChK pHUCK o wi. 171, an. 12;

4. olleHKa Ha pUCKAa 3a YOBEKa, >KMUBOTHUTE M OKOJIHATA CpelJa MO JaHHUTE B
JOKYMEHTUTE 3a H3/laBaHe Ha YJOCTOBEPEHHME 3a PEruCTpals Ha OMOIMJEH Ipernapar C
HUCBK pUCK no wi. 17x, an. 12;

5. mpoMsiHa Ha pa3pelleHue 3a MyCKaHe Ha Iaszapa Ha OMOLMJAEH Ipernapar Wik Ha
yIIOCTOBEPEHHE 3a perucTpanys Ha OMOLUICH penapaT ¢ HUCHK PHUCK 1o wi. 17u, an. 7;

6. IOJIHOBSIBaHE HA pa3pelIeHUeTo 3a MTyCKaHe Ha Ma3apa Ha OMOLUIEH MpenapaT Mo
yi1. 17k, ain. 9;

7. IOAHOBSIBAaHE Ha yJOCTOBEPEHHE 3a PErUCTpalsl Ha OMOIMIEH Mpernapar ¢ HUCHK
puck no ui. 17k, an. 10;

8. OlLIeHKAa Ha ITBJIHOTATA Ha JAHHUTE B JOKYMEHTHUTE 3a M3/laBaHE Ha pa3pelleHre Ha
OuoIMIeH Mpenapar Bb3 OCHOBA Ha YCTaHOBEHA paMKoOBa (opMyIalus;

9. olleHKa Ha MBJIHOTATa HAa JAHHUTE B JOKyMEHTUTE 32 M3/1aBaHE Ha yJOCTOBEPEHHE
3a peructpanys Ha OMOLMJIEH INpenapar ¢ HUChbK PUCK Bb3 OCHOBA Ha YCTAaHOBEHA paMKOBa
dbopmynarus;

10. oueHka Ha pUCKa 3a YOBEKa, JKUBOTHUTE M OKOJIHATa Cpela IO JaHHUTE B
JIOKYMEHTHTE 3a M3/1aBaHe Ha paspellieHHe 3a MycKaHe Ha Ma3apa Ha OMOIMIEH Ipernapar 1o
yn. 170, an. 10;



11. omenka Ha pHCKa 3a 4YOBEKA, JKUBOTHUTE M OKOJIHATa Cpeja IO JAHHUTE B
JOKYMEHTUTE 3a M3[aBaHE Ha YJAOCTOBEPEHHE 3a PEerucCTpalys Ha OWOIMIEH Mpernapar C
HUCBHK puck o wi. 170, an. 10;

12. oueHka Ha IIBJIHOTaTa Ha BHECEHUTE JOKYMEHTH 3a BKJIIOYBAaHE HAa aKTUBHOTO
BEILIECTBO B cnuchbliuTe 1o wi. 14, an. 4, 1. 1, 2 mum 3;

13. U3roTBsHE OIICHKA Ha JOCHETaTa Ha aKTUBHH BelllecTBa 110 WiI. 18, ai. 5;

14. u3naBaHe Ha BpEMEHHO pas3pelleHue 1o 4i. 18s, ai. 1;

15. n3naBane Ha BpEMEHHO yJIOCTOBEPEHME 3a perucrpauus 1o 4i. 18s, an. 1;

16. n3naBaHe Ha HOBO pa3pelleHue no wi. 18, ai. §;

17. n3naBaHe Ha HOBO YIOCTOBEPEHUE 3a perucTpanus no 4wi. 18s, ai. §;

18. u3naBane Ha paspelenue no wi. 19r, an. 6;

19. u3naBaHe Ha y10CTOBEPEHUE 3a perucrpauus no wi. 19x, an. 1;

20. u3gaBaHe Ha pa3pelIeHHe 3a MyCKaHe Ha Ma3zapa Ha OMOIMJEH Ipenapat 1o 4.
190;

21. (ot™. - IB, 6p. 82 o1 2007 1.)

22. (ot™. - 1B, 6p. 82 ot 2007 1.)

23. (ot™. - IB, 6p. 82 o1 2007 1.)

24. (ot™. - IB, 6p. 82 o1 2007 1.)

25. (ot™. - IB, 6p. 82 ot 2007 1.)

26. n3gaBaHe Ha BpeMEHHO paszpemienue no wi. 30, an. 5.

(2) CpenctBara OT TakcuTe MO al. | ce BHACAT Karo MPUXOA MO Orokera Ha
MUHHUCTEPCTBOTO Ha 3APaBEONa3BAHETO.

['maBa mera.
MEPKMU I10 ITPUJIAT'AHE HA PETJIAMEHT 1907/2006 (HOBA - JIB,
bP. 82 OT 2007 T".)

Yn. 20. (Hos - IB, 6p. 82 ot 2007 r.) MUHHUCTBPBHT Ha OKOJIHATA Cpelia U BOAUTE €
KOMIIETEHTEH OpraH no cMuchia Ha wi. 121 ot Pernament 1907/2006.

UYn. 21. (Hos - IB, 6p. 82 ot 2007 r.) (1) MUHHCTHPBT Ha OKOJHATA CPEA U BOJUTE
ChC 3aIl0Be]] Ch3JaBa ExcIiepTeH ChBET 3a OLIEHKA HAa IPUOPUTETHU BEILIECTBA [0 CMUCHIIA HA
. 45 BbB Bpb3ka ¢ wi. 46, 47 u 48 ot Permament 1907/2006, HapuuaH MO-HATaTBHK
"eKcrepTHHSI ChbBET'.

(2) B excriepTHUS CHBET y4acTBAT MPEACTaBUTENN HA MUHUCTEPCTBOTO HA OKOJIHATA
cpela ¥ BoaUTe M Ha MUHUCTEPCTBOTO HA 3APaBEOINAa3BAHETO.

(3) MUHHMCTBPBT Ha OKOJIHATA CPEAa U BOJUTE M3/aBa MPaBUIIHUK 32 OpraHU3aLusATa
U IEMHOCTTA Ha €KCIEPTHUS ChBET.

(4) MuHUCTBPBT Ha OKOJHAaTa cpeJa M BOJUTE NP HEOOXOIUMOCT MOXKE Ja
IpUBIMYA B paboTaTa Ha EKCIEPTHUS CHBET M JPYrd CIHELHUAIUCTU IO PEJl, ONpeNesieH C
IIPaBWJIHUKA 110 all. 3.

(5) B caywante no un. 45 (4) or Pernmament 1907/2006 MUHUCTBHPBT Ha OKOJHATA
cpella U BOJWTE Bb3Jara CbC 3al0BEJ HA EKCIEPTHHSI ChbBET M3BBPIIBAHETO HAa OLIEHKA HA
IPUOPUTETHHU BEIleCTBa, BKItoYeHU B [lonpobHus mutan 3a aelictue Ha OOmHOCTTA M0 4. 44
(2) oT pernamenTa.



(6) B cpoka mo wi. 46 (4) ot Pernmament 1907/2006 ekcriepTHHUST ChbBET MU3BBHPIIBA
OLIEHKa U MPEJICTaBsl HA MUHUCTHPA Ha OKOJIHATA CpeJlla U BOAUTE MPOEKT Ha peIlIeHHe.

(7) Bp3 ocHOBa Ha MPOEKTA Ha pelleHKE MO ajl. 6 MUHUCTBPBT HA OKOJIHATA Cpela U
BOJMTE WU ONPABOMOIIICHO OT HEro JIBKHOCTHO JIMIE yBeoMsiBa EBporelickaTa areHIus 1o
XHMUKaJIUTE 10 pena Ha ui. 48 ot Pernament 1907/2006.

Un. 2la. (HoB - JIB, 6p. 82 ot 2007 r.) (1) B cporBerctBUe ¢ wi. 117 (1) or
Pernament 1907/2006 MUHUCTBPBT HA OKOJIHATA Cpella M BOJUTE WM OTIPABOMOILEHO OT HEro
JUTbKHOCTHO JIMLE TOJATOTBS JOKJIAJ 32 M3IBIHEHUETO Ha perjiaMeHTa W ro NpeicTaBs Ha
EBpomneiickara KOMHUCUSA 110 YCTaHOBEHMS DPEJ 3a B3aUMOJCHCTBHE C HHCTUTYLIMUTE Ha
EBponeickus cbro3.

(2) 3a menuTe Ha MOKJIAIBAHETO MO ajl. | MUHHCTHPBT HA OKOJHATA CPEJa W BOIUTE
WA OTIPAaBOMOIIIEHO OT HETO JUIbKHOCTHO JIMIIE MOKE Ja U3ucKBa uHpopmarus mno ui. 127 or
Pernament 1907/2006 oT MMHUCTBpa Ha 3/ApaBeOIa3BaHETO, U3IIBIHUTEIHHUS AUPEKTOP Ha
W3nbanuTenHa arenuus "I’ maBHa HHCIEKUMs 10 Tpyna", qupekropa Ha AreHuus "MutHunn"
U OT U3IIBJIHUTENHUSA 1UupeKTop Ha HaronanHara areHuus 3a IpuxoauTe.

I'maBa miecra.
MEPKMU I10 ITPUJIATAHE HA PETJIAMEHT 304/2003 (3AT'JI. U3M. -
B, BP. 114 OT 2003 T'., B CJIA OT 31.01.2004 I"., U3M. - JIB, BP. 82
OT 2007 T.)

Un. 22. (U3wm. - JIB, 6p. 82 ot 2007 r.) MUHUCTBPBT Ha OKOJIHATA CPEAa U BOJTUTE €
KOMIIETEHTEH OpraH o cMuchia Ha Wwi. 4 ot Permament 304/2003.

UYn. 22a. (Hos - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., u3m. - /1B, 6p. 82 ot
2007 1.) (1) Ilpean mbpBHSA 3a roJMHATa W3HOC HA XMMUYHO BELIECTBO WM Mpenapar OT
[Tpunoxenue I na Pernament 304/2003 uzHocuTensT nojasa B MUHMCTEPCTBOTO HA OKOJTHATA
cpella U BOAWTE YBEJOMIICHUE 3a U3HOC HAa XapTUEH U €JIEKTPOHEH HOCHUTEN M0 peaa Ha uil. 7
(1) ot pernamenra.

(2) KM yBegomiienuero o ain. 1 ce npunarar:

1. uHpOpPMAaLIMOHEH JIUCT 3a 0E30MAaCHOCT Ha XUMUYHOTO BEIIECTBO WJIM Mpernapar;

2. TOKYMEHT 3a IUIaTE€Ha Takca 10 WI. 72 OT 3aKOHa 3a Olla3BaHE Ha OKOJIHATA Cpeaa.

(3) IIpu nomycHaTH rpelIKM U HEMBJIHOTU B YBEIOMJIEHHETO M0 ajl. | MUHUCTBPBT Ha
OKOJIHATa CpeJia ¥ BOAUTE WU ONPABOMOIIEHO OT HETO JJIBKHOCTHO JIMLE YBEOMSIBA 3a TOBA
W3HOCUTEINA B 5-THEBEH CPOK OT JaTaTa Ha IOJaBaHE HAa JOKYMEHTUTE U OIpPENENs CPOK 3a
OTCTPAHSBAHETO UM.

Yn. 226. (Hos - 1B, 6p. 114 o1 2003 1., B cuna ot 31.01.2004 r., u3m. - /IB, 6p. 82 ot
2007 r1.) (1) MuHHUCTBPBT Ha OKOJHATa Cpela M BOJUTE WU OIPABOMOIICHO OT HETO
JUTHKHOCTHO JIMIIE M3JaBa CTAHOBUIIIE 332 U3HOC, KAKTO CJIe/IBA:

1. 3a BemiecTBa WM Npenaparu, BkiItoueHu B yacT 1 Ha [Ipunoxenue I Ha Pernament
304/2003 - mpenu u3THYaHETO Ha cpokoBete o wi. 7 (1) oT pernamenTa;



2. 3a BellecTBa WM npenapaTd oT 4yactu 2 u 3 Ha Ilpunoxenue I Ha Pernament
304/2003 - B TpUAHEBEH CPOK Cle TMOJY4aBaHETO Ha MHCMEHO ChIJIaCHE€ OT CTpaHaTa
BHOCHTEIL.

(2) CranoBuiuero 1o an. 1 Baxxu 10 Kpast Ha KaJleHAapHaTa 'oIMHA, ¢ U3KIIIOUEHUE Ha
ciydaute mo wi. 7 (3) oT perinamenTa.

Un. 228. (Hos - IB, 6p. 114 ot 2003 ., B cuna ot 31.01.2004 r., u3m. - IB, 6p. 82 ot
2007 r.) U3HOCHUTENUTE HA ONACHM XMMMYHU BEIleCcTBa WK npenapatu ot Ilpunoxenue I Ha
Pernament 304/2003 npeacTaBsAT NpH MOMCKBaHE OT MUTHUYECKUTE OPraHU CTAaHOBHILETO 32
U3HOC 110 4. 220.

Un. 22r. (Hos - [IB, 6p. 114 ot 2003 1., B cuma ot 31.01.2004 r., u3m. - IB, 6p. 82 ot
2007 r.) (1) MuHUCTBPBT Ha OKOJIHATA CpPeda U BOJUTE WJIM OIPABOMOILEHO OT HEro
JUTHKHOCTHO JIUIIE TIOJTOTBSI M MPEACTaBs JOKIAJ 3a u3biHeHneto Ha Permament 304/2003
10 peaa Ha wil. 21 oT peryiaMeHTa.

(2) 3a nenute Ha jnokiaaBaHeTo Mo ai. 1 AreHuus "MutHuIM" TpeaocTaBs IpHU
IIOMCKBAaHE OT MUHUCTbpPAa Ha OKOJHATa CpeJa W BOJUTE WM OT ONPABOMOLIEHO OT HEro
JUTBXKHOCTHO Ju1ie nHpopmanus no wi. 17 ot Permament 304/2003.

(3) Uudopmarusita o an. 2 cpabpka JaHHH 3a:

1. U3HECeHH OT M BHECEHM HAa MHUTHHYECKaTa TepuTopus Ha PemyOnuka bviarapus
XMMHYHU BemlecTBa u npemnaparu ot [Ipunoxenue I Ha Permament 304/2003 3a noknaaBaHus
NEpUOJ;

2. WJIGHTUYHOCT HA M3HOCHUTENS W/WIM BHOCUTENS HAa XMMUYHU BEIIECTBA W/WIU
npenaparu 1o T. 1;

3. perucTpupaHu cirydyaud Ha HEChOTBETCTBUE C pa3nopeaduTe Ha uil. 7 v Ha wi. 13 (6)
ot Pernmament 304/2003 npu u3HOC HA XUMUYHU BellecTBa U npemnaparu ot [Ipunoxenue I Ha
periaameHra.

Un. 2271. (Hos - 1B, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., ot™m. - /1B, 6p. 82 ot
2007 r.)

Un. 22e. (Hos - [IB, 6p. 114 ot 2003 1., B cumna ot 31.01.2004 r., ot™. - [IB, 6p. 82 ot
2007 r.)

Un. 22x. (Hos - [IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r., oT™. - [IB, 6p. 82
o1 2007 1.)

Y. 223. (Hos - IB, 6p. 114 ot 2003 r., B cuia ot 31.01.2004 r., ot™. - IB, 6p. 82 oT
2007 r.)

UYn. 22u. (Hos - /1B, 6p. 114 o1 2003 r., B cuna ot 31.01.2004 r., ot™. - [IB, 6p. 82 oT
2007 r.)



Un. 22k. (Hos - IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., ot™. - IB, 6p. 82 oT
2007 r.)

Un. 23. (U3wm. - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., ot™m. - /IB, Op. 82 ot
2007 r., B cuna ot 01.06.2009 r.)

Un. 24. (U3wm. - [1B, 6p. 114 ot 2003 ., B cuna ot 31.01.2004 1., usm. - /IB, 6p. 95 ot
2006 r., B cuia ot 24.11.2006 r.) IIpu n3HOC Ha ONMAaCHM XMMHUYHU BEIIECTBA U IpENapaTH
JMLAaTa ca JTbKHU J1a:

1. (mom. - JIB, 6p. 82 ot 2007 r.) TM OMaKOBAaT U E€TUKETUPAT B CHOTBETCTBHE C
M3MCKBAHUATA HA TJIaBa BTOPA WU YETBBPTA;

2. cna3BaT M3UCKBaHMATAa Ha CTpaHaTa BHOCHTEJ, aKO TOBAa HE MPOTHUBOPEYM Ha
MEXIyHApOJAHHU JOTOBOPH, 1o KouTo Penybnuka bbarapus e ctpana.

Y. 24a. (Hos - /IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 r., u3m. - /1B, 6p. 82 ot
2007 r.) JInnara, KOUTO MPOU3BEKIAT, ITyCKAT HA Ma3zapa, YIoTpeOsBaT, CbXpaHsIBaT, U3HACAT
XMMUYHHU BEIIECTBA U MIPENapaTH, ca JITbKHH Ja:

1. cbXpaHsABaT XMMHUYHHUTE BEIIECTBA M MPENapaTd B ChOTBETCTBHE C M3MCKBAHUATA,
MOCOYEHH B MH(OPMAIIMOHHMS JIUCT 32 0€30MacHOCT 1o uil. 70;

2. ocurypsiBaT CBOOOJEH JOCTBII Ha OPraHuTe N0 Wi 27 10 NpPeANpHITHATA U
00eKTUTe, OCBIIECTBSABAIIM IPOU3BOJICTBO, MyCKaHE Ha Masapa, yrnoTpeda, CbXpaHEHHE U
M3HOC HA XUMHYHH BEIECTBA U Mpernapary;

3. moIbpKAT U NPEAOCTABIT HHPOPMALIUA 1 TOKYMEHTH 3a:

a) MPOM3BOJCTBOTO, IIYCKAHETO Ha Ma3apa, ynorpedarta, ChbXpaHEHUETO W U3HOCA Ha
XMMUYHU BEIIECTBA W MpENapaTd, BKIIOUUTEIHO 3a KOJUYECTBAaTa MPOU3BEICHU, BHECCHH,
M3HECeHH, YNOTpeOSHH U MyCHATH Ha Ma3apa XMMUYHH BELIeCTBA U NpenapaTy;

0) UAEHTUYHOCTTA Ha TEXHUTE TOCTABYMIIM U MOTPEOUTENH 110 BEpUTaTa Ha JIOCTABKH
Ha XMMHYHUTE BEIIECTBA U MIperaparu.

I'nmaBa ceqma.
KOHTPOJI BbPXY XUMWYHUTE BELIECTBA U ITPEITAPATH
(BAI'JI. U3SM. - IB, BP. 114 OT 2003 I"., B CWJIA OT 31.01.2004 T".)

Yn. 25. (U3m. - [IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) Ha xoHTpon
MO JUIeXkKAT:

1. XHMUYHHTE BEUIECTBA W IMpernapaTuTe MO OTHOIIEHHWE Ha KIaCH(PHUIMPAHETO,
OIIAaKOBAHETO U €TUKETUPAHETO UM;

2. (ot™m. - /IB, 6p. 82 ot 2007 1., B cuna ot 01.06.2008 r.)

3. (ot™. - 1B, 6p. 82 o1 2007 r., B cuna ot 01.06.2008 r.)

4. (ot™m. - JIB, 6p. 82 ot 2007 1., B cuna ot 01.06.2009 r.)

5. (ot™. - 1B, 6p. 82 o1 2007 r., B cuna ot 01.06.2009 r.)

6. (m3m. - JIB, Op. 82 or 2007 r.) omacHUTE XMMHYHHU BELIECTBA U MpenapaTH OT
[Ipunoxenue I na Pernament 304/2003 no oTHOIIEHHE HA TEXHUSI BHOC U U3HOC;

7. yCIOBHUsATA 32 CbXpAaHEHUE, IOCOUEHH OT MPOU3BOIUTENS B UH(POPMALIMOHHUS JIUCT



3a 0€30I1aCHOCT;

8. (HoBa - JIB, 6p. 101 ot 2005 r., u3m. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006
r.) nereprentute u I1AB, mpenHasHaueHH 3a JETEPreHTH, MO OTHOIIEHHE CHAa3BAaHETO Ha
M3MCKBAHUATA 32 ITyCKaHe Ha ma3apa;

9. (noBa - [IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) nereprentute u [1AB,
NpeHa3HAYeHU 3a JETEPreHTH, 0 OTHOLIEHHE Ha OMOJIOTMYHATA Pa3rpauMOCT;

10. (aoBa - IB, Op. 95 ot 2006 1., B cuna ot 24.11.2006 r., u3m. - JIB, 6p. 82 ot 2007
I.) ONACHUTE XMMHYHH BEIIECTBA U MpPENapaTH - MpeaIMeT Ha U3UCKBaHMS 33 M3HOC MO 4. 7,
13 u 16 ot Permament 304/2003;

11. (noBa - /IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) ycTOMYMBUTE OpraHUYHH
3aMBbPCUTEIN TI0 OTHOIICHKE Ha 3a0paHara 3a POU3BOJICTBO;

12. (noBa - /IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) ycTOMYMBUTE OpraHUYHH
3aMBbPCUTEIIM TI0 OTHOLIEHHE Ha 3a0paHaTa 3a MyCKaHe Ha Ia3apa u ynorpeoa;

13. (moBa - [IB, Op. 95 ot 2006 r., B cuma ot 24.11.2006 r.) Ouommawure,
BKJIFOYMTETHO U OCHOBHHTE BEIIECTBA, [0 OTHOILICHHE CIAa3BaHETO Ha H3MCKBAaHUATA 32
IyCKaHe Ha ma3apa;

14. (woBa - JIB, Op. 95 ot 2006 r., B cuia ot 24.11.2006 r.) cna3BaHeTo Ha
U3MCKBAHUATA 3a TPOBEXKJAHE Ha HAyYHOM3CIEAOBATENCKa M pa3BOMHA JEWHOCT,
BKJIFOYMTEITHO 32 POBEKIAHETO HA OMUTH, IIPU KOMTO B OKOJIHATA Cpelia ce OCBOOOXK1aBa MIIN
MOKE J1a ce 0CBOOOM OMOIMIEH Mpernapar Wik akTUBHO BEIIECTBO;

15. (oBa - JIB, Op. 95 ot 2006 1., B cuna ot 24.11.2006 r., u3m. - JIB, 6p. 82 ot 2007
I.) IPeAOCTaBsIHETO HA MH(OpPMAIHS T10:

a) uieH 7e, an. 1;

0) unen 24a, 1. 3;

16. (noBa - /IB, 6p. 82 ot 2007 r.) mycKkaHeTO Ha Ma3apa Ha XMMUYHU BEIECTBA B
CaMOCTOSITEJIEH BHJ, B MpenapaTd WIA B U3JCIUs M MYCKaHETO Ha Ia3zapa Ha Ipernaparu
chriacHo u3nuckBaHusaTa Ha Permament 1907/2006 ¢ men 3amuTa Ha 3IpaBeTo;

17. (noBa - /IB, 6p. 82 ot 2007 r.) mpou3BOACTBOTO M ynoTpebaTa Ha XMUMHUYHH
BEIIIECTBA B CAMOCTOSITENICH BMJI, B MpenapaTd WIM B U3ZIEIHUs ChITIACHO M3UCKBAHMATA Ha
Pernament 1907/2006 ¢ 1ien oma3BaHe Ha OKOJIHATA CPEAA;

18. (noBa - /IB, 6p. 82 ot 2007 r.) mpenocTaBsHEeTO Ha WHGpOpPMALMS 32 XUMUYHU
BEIIIECTBA B CAaMOCTOATENEH BHJ, B IpenapaTd WIM B H3AEIHMS Ha pabOTEIIMTE CBHITIACHO
M3UCKBaHMATA Ha r1aBa 4 oT Pernmament 1907/2006;

19. (noBa - /1B, 6p. 82 ot 2007 r.) XUMHUYHHUTE BEIIECTBA U MpENapaTH MO OTHOILICHHE
Ha U3MCKBaHUATA Ha 4wi. 3 oT Permament 850/2004;

20. (noBa - 1B, 6p. 82 ot 2007 r.) npenoctaBsHeTo Ha HHPOPMALUSI B CbOTBETCTBUE
c 4. 5 (2) ot Pernament 850/2004.

Y. 26. (1) KoHTpobT ce u3BbpIIBA:

1. B cmy4ail Ha CbMHEHHE,

2. TeKyl1o;

3. 6e3 mpeaBapUTETHO YBEIOMSIBAHE.

4. (ot™. - /1B, 6p. 114 o1 2003 r., B cuna ot 31.01.2004 r.)

(2) KoHTpOBT c€ CbCTOU B MPOBEPKH IO U3MBIHEHUETO Ha pa3nopenduTe Ha TO3U
3aKOH.



Un. 27. (U3m. - 1B, 6p. 114 ot 2003 ., B cuna ot 31.01.2004 r.) (1) (M3m. - /IB, 6p.
95 ot 2006 r., B cuna ot 24.11.2006 r., u3m. - 1B, Op. 82 ot 2007 r.) MHHUCTBPBT Ha
OKOJIHATa Cpefa W BOJUTE WJIM ONPABOMOIIEHU OT HErO UThKHOCTHU JIHMIIA YIPAKHSIBAT
KOHTpOJ B cirydaute o wi. 25, 1. 3,6, 7,9, 10, 11, 15, 6yksa "6", 17, 19 u 20 ¢ uen ona3BaHe
Ha OKOJIHATa cpeja.

(2) (U3m. - 1B, 6p. 101 ot 2005 r., m3m. - [IB, 6p. 95 ot 2006 r., B cuma ot
24.11.2006 r., u3m. - 1B, ©p. 82 ot 2007 r.) MUHUCTBPBT Ha 3APaBEONA3BAHETO WU
OTIPAaBOMOIIEHH OT HETO JUTHKHOCTHU JIMIA YIPAKHIABAT KOHTPOJI B CAydauTe 1mo 4i. 25, T. 1,
2,4,5,8,12,13, 14, 15, 6ykBa "a" u 16 ¢ 1en oma3BaHe 3JpaBeTo Ha HACEICHUETO.

(3) Opranure Ha JbpKaBHUS KOHTPOJ IO 3akOHAa 3a 3allUTa Ha pacTEHMsTa
OCBIIECTBSABAT KOHTPOJIA BHPXY ITyCHATUTE Ha MMa3apa MpernapaTu 3a pacCTUTEIHA 3alIuTa.

(4) (Homa - JIB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r., uzm. - JIB, 6p. 82 ot 2007
r.) KourpossT mo wim. 25, 1. 6 ce ocwuiectBsaBa OT AreHuus "MwutHunu" mno pena Ha
Pernament (EMO) Ne 2913/92 na CbBeTa OTHOCHO Ch3JlaBaHe Ha MHTHHYECKH KOJCKC Ha
O6mnocrra u Pernament (EO) Ne 2454/93 na KomucusTa 3a onpenensHe Ha pa3nopeadu 3a
npunarane Ha Pernmament (EMO) Ne 2913/92 na CbBeta OTHOCHO Ch3/1aBaHe HA MUTHHUYECKU
Kojekc Ha OOIHOCTTA.

(5) (Homa - /IB, 6p. 82 ot 2007 r.) KonTpoasT mo ui. 25, 1. 18 ce ochlecTBsiBa OT
W3nbanutenHa areHuus "I'maBHa MHCIEKIMs 1O TpyAa' KbM MHUHUCTBbpAa Ha Tpylda H
colpaiHaTa MoJUTHKA chriacHo Kozgekca Ha Tpyaa ¥ 3akoHa 3a 3paBOCIOBHU M 0€30TIaCHH
YCIIOBUS Ha TPY/I.

Yn. 28. (U3m. - [IB, 6p. 114 ot 2003 1., B cuna ot 31.01.2004 1., usm. - /IB, 6p. 82 ot
2007 r.) (1) Opranure mo ui. 27, an. 1 u 2 umat npaso:

1. Ha CBOOOJEH JOCTBI JIO MPEeNnpuUATUsATa U OOEKTUTE, OCBIIECTBABAIIN
IPOU3BOJICTBO, MyCKaHE Ha Masapa, ynorpeba, ChbXpaHEHHE M M3HOC Ha OMACHU XUMHYHU
BELIECTBA U IIpeNapaTH;

2. na u3McKBaT MHpOpPMalMsi U JOKYMEHTH M Ja B3emar HpoOu 3a j1abopaTopHU
aHaJM31 BBB BPbB3Ka C MPOU3BOJCTBOTO, yCKAHETO HA IMa3apa, ynorpedaTra, CbXpaHEHUETO U
M3HOCA Ha ONaCHU XMMHUYHU BELIECTBA U IIPENapaTy;

3. ma u3uCKBaT MHGOPMALMSA 332 KOJMYECTBAaTa MPOU3BEJCHM, BHECEHH, M3HECEHHU,
ynoTpeOeH! U IMyCHATH Ha Ma3apa XMMUYHU BEIleCTBa U IpenapaTH;

4. na wu3uckBaT HH(OpPMaLUs OT MPOU3BOAUTENH, BHOCUTENH, W3HOCHUTENH,
noTpeOuTeNn MO BepUrata MW AUCTPUOYTOpM HA XMMHUYHHM BeLIecTBa M IIpernapatd 3a
UJCHTUYHOCTTa HAa TEXHWUTE JOCTaBYMIIM M IOTPEOUTENM IO Bepurara Ha JOCTaBKH Ha
XMMHYHU BEUIECTBA U IIpenapaTH.

(2) IIpu KoHCTaTMpaHe HAa HApYyLICHHs OpraHMTe MO aj. | JaBaT 3aIbJKUTEIHU
IIPEINUCaHus 32 OTCTPaHIBAaHETO UM.

(3) Opranst no ui. 27, an. 4 uMa Ipago:

1. ma m3KMCKBa NOKYMEHTH M HMH(pOpMaunus U Ja B3eMa NpoOu 3a J1abopaTOpHU
QHWIN3M BBB Bpb3Ka C BHOCA M M3HOCA HA ONACHM XMMMYHHU BEIIECTBA W IpEnapaTtu OT
[Tpunoxenue I Ha Permament 304/2003;

2. Ipu CbMHEHHUE 3a HapylleHHUs Ha 3a0paHUTe W/WIM OTPAaHUYCHHUATA, TIOCOYCHU B
[Ipunoxenue I unu B Ilpunoxxenue V Ha Pernament (EO) Ne 304/2003 - na 3aabprka cTokara



70 TIOJdy4YaBaHE Ha CTAaHOBMILE OT MHUHHUCTbpA Ha OKOJHATa cpeja M BOJIUTE WIH OT
ONPAaBOMOILIEHO OT HETO AJIBKHOCTHO JIMLE, a TP KOHCTaTUPAaHE Ha HapyYIIEHMs - Ja BPbILIA
BEIlleCTBaTa, NpenapaTHUTe WIM NMPOJYKTUTE 32 CMETKAa Ha W3HOCHUTENS/BHOCHTENS WIM Ha
OTIPaBOMOILIEHOTO 33 M3HOCA/BHOCA JIULIE.

(4) Opranure mo wi. 27 ca ATBXKHHU Ja HE pasriacsBaT HMHPOpMaNusATa, KOATO
IIPEJICTaBIIsIBA IPOU3BOACTBEHA UM THProBCKA TailHa.

Un. 29. (Ilpequmen teker Ha wi. 30, usm. - JIB, Op. 114 ot 2003 r., B cuna ot
31.01.2004 r.) bpkaBeH opraH He MOke Ja 3a0paHu, OTpPaHWYM WM BB3NPEMSITCTBA
MyCKaHETO Ha Ta3apa Ha OMACHM XMMHUYHHU BEIIECTBA M MpEnapaTH, KOUTO OTroBapsAT Ha
M3MCKBAHUATA HA TO3U 3aKOH.

Un. 30. (1) (Ilpeaumien Texer Ha wi. 29, usMm. - JIB, 6p. 114 ot 2003 r., B cuna or
31.01.2004 r.) Ilpu Hamuuue Ha HOBa MH(OpPMAIMA, Ye XUMHUYHHM BEIECTBA WM MpErapaT,
KOUTO CBHOTBETCTBAT HA pa3MopeOUTEe HAa TO3W 3aKOH, MPEACTABISABAT HEMOCPEICTBEHA H
rojsiMa OTIACHOCT 3a YOBEIIKOTO 3/IpaBe W/WJIM 33 OKOJHATa Cpefa, OPraHuTe Mo 4Wwi. 27 MoraT
BPEMEHHO J1a 3a0paHsT MyCKaHETO UM Ha ma3apa.

(2) (HoBa - 1B, 6p. 95 ot 2006 r., B cuma ot 24.11.2006 r.) MUHUCTBPBT Ha
3/IpaBEOIMa3BaHETO U MUHUCTBHPHT HA OKOJHATA CPEla U BOJIUTE B CHOTBETCTBUE CHC CBOUTE
MIPABOMOIIIHSI MOTaT BPEMEHHO J1a 3a0paHsT MyCKaHEeTO Ha Ma3apa Ha JETepPreHT, 3a KOUTO uMa
OCHOBAHHE J]a C€ CMsATa, Y€ BBIPEKU 4ye OTroBaps Ha m3uckBaHusTa Ha Permament (EO) Ne
648/2004 na EBponeiickus napaameHt u CbBeTa, MPEICTaBIsABA PUCK 32 0€301aCHOCTTA WU
3[IPaBETO Ha XOpaTa WM KHBOTHUTE WJIM 32 OKOJIHATA CPeia, KAaKTO U Jia HaJl0KaT BPEMEHHO
W3IBITHEHUETO Ha CIICHUATHH YCIOBHS.

(3) (HoBa - 1B, 6p. 95 ot 2006 r., B cuma ot 24.11.2006 r.) MUHUCTBPBT Ha
3/IpaBeOIa3BaHETO U MUHUCTHPHT HA OKOJHATA CPEela U BOJIUTE B CHOTBETCTBUE CHC CBOUTE
MIPABOMOIIIHSI MOTaT BPEMEHHO Ja 3a0paHsT WK Ja OrpaHuyaT yrnoTpedaTa WU ThProBHITA
Ha pas3pelleH OMONHEH MpenapaT WM PEeTUCTpUpaH OMOIUICH Mpernapar ¢ HUCHK PHCK, 3a
KOWTO WMa OCHOBAaHHE Jla C€ CMATa, Y€ MPEJCTaBIsiBA PUCK 3a 3[PaBETO HA XOpara WU
JKUBOTHHTE WJIM 32 OKOJIHATA Cpe/a.

(4) (Homa - JIB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r., uzm. - JIB, 6p. 82 ot 2007
r.) [Ipu Hanarane Ha Msipka 1o an. 1, 2 u 3 MUHHCTHPBT HA 3APAaBEONIA3BAHETO U MUHUCTBPBT
Ha OKOJIHATA Cpela U BoauTe HezabaBHO MHGopMupaT EBpormnelickara KOMUCHS U IbpPKABUTE -
yieHku Ha EBponeiickus chio3, KaTo u3naraT MOTUBUTE 3a CBOETO PEIICHHE.

(5) (Ilpegumina an. 2, usm. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) Ipu
BB3HHKBAaHE HA HETMOCPEACTBEHA OMACHOCT 3a YOBEKA W/WJIM OKOJHATa Cpelia, KOSITO He MOXKe
na Obae OTCTpaHeHa 4Ype3 JApPYrd CpEeACTBa, MHUHHCTHPHT HA 3paBEONa3BaHETO IIO0
M3KIIIOUEHUE MOXKE Jla pa3pelld IMyCKaHeTO Ha Maszapa Ha OMOIUICH Mperapar, KOHUTO He
OTroBaps Ha H3HWCKBaHUATA Ha TjaBa YETBbpPTA. BHOLMTHUAT mpemapaT ce paspeliaBa
BPEMEHHO 3a cpok 110 120 aHM mpH yCIOBUS HAa KOHTPOJIMPaHa U OTpaHruYeHa ynorpeoa.

(6) (Homa - [IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) Pa3spemenuero mo an. 5
ce W3AaBa Mo npejokeHne Ha ExcrnepTHHs chbBET Mo OMOIUAM BH3 OCHOBA Ha OIICHKU Ha
OuonornyHarta e(eKTUBHOCT Ha OWOUMIHMA Tpernapar ¥  TOKCUKOJOTHUYHUTE U
€KOTOKCUKOJIOTUYHUTE MY CBOWCTBA, IPUETO C €AUHOTYIIIHE.

(7) (Hosa - IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) ChabpkaHueTo Ha
HEOOXOUMUTE JOKYMEHTH 3a M3J]aBaHe Ha pa3pelIeHrueTo Mo al. 5 ce ompeens ¢ Hapeadara



o ui. 14a.

(8) (Hosa - JIB, Op. 95 ot 2006 r., B cuna ot 24.11.2006 r.) 3a u3gaBaHe Ha
paspelieHre 1o al. 5 3asBUTENAT 3arialla Takca cbriracHo tapudara mo wi. 19, an. 1, 1. 26.

(9) (Homa - [IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) B cnygaute mo an. 5
MUHHUCTBPBT Ha 3[paBeora3BaHeTO He3a0aBHO yBeZoMsBa EBporelickaTa KOMHCHS U IPYTUTE
IbpKaBU - WiIeHKU Ha EBponeiickus chio3, KaTo UM IpeaocTaBsi 000CHOBKA.

(10) (Homa - 1B, 6p. 95 ot 2006 ., B cuna ot 01.01.2007 r.) B3 ocHOBa Ha pelieHue
Ha EBpomneiickata KOMUCHS CPOKBT Ha M3JAICHOTO pa3pelieHue Moxe Jia ObAe yAbIKEH WM
pasperIeHneTo Moxe /1a Ob/ie OJHOBEHO MIIM OTMEHEHO.

Y. 31. (Otm. - IB, 6p. 91 o1 2002 1.)

I'maBa ocma.
AJIMNMHNCTPATUBHOHAKA3ATEJIHA PA3IIOPEIBA

Paznen 1.
[IpuHyuTEIIHN AIMUHUCTPATUBHA MEPKHU

Yn. 32. (U3m. - IB, 6p. 82 ot 2007 r.) 3a mpeoTBpaTsBaHEe U MPEYCTAHOBSBAHE HA
aIMUHUCTPAaTUBHUTE HApYIIEHUS 110 TO3M 3aKOH, KaKTO M 3a IMpeJoTBpaTsBaHe U
[PEyCTAaHOBSIBAHE HA BPEAHUTE TOCIACOUIM OT TIX KOMIETEHTHUTE OpraHu HIU
ONIPaBOMOIIEHH OT TAX JIMLA NMPUIAraT NPUHYAUTEIHA aIMUHUCTPATUBHU MEPKH 10 pefa Ha

1. 33.

Un. 33. (1) (U3m. - IB, 6p. 114 ot 2003 ., B cuna ot 31.01.2004 1., u3m. - /1B, 6p. 82
ot 2007 r.) MUHUCTBPBT Ha 34paBEOIAa3BAHETO U MUHUCTHPBHT HA OKOJIHATA CPEla U BOJUTE
WIA ONPABOMOIICHUTE OT TSX JUIHKHOCTHHU JIMIIA B CHOTBETCTBHE ChC CBOMTE MPABOMOIIUS
crniipar yrnoTpebara, MyCKaHETO Ha Ma3apa 1 BHOCAa Ha XMMHUYHH BEIIECTBA U IIperapaTy.

(2) (U3m. - 1B, 6p. 114 o1 2003 r., B cuna ot 31.01.2004 r.) CnimpaHeTo Ha JEHHOCTH
no an. 1 Moxe Ja ObJe 3a CpOK 10 OTCTpaHsBaHE Ha NMpPUYMHATA, JOBEJA J0 HajaraHe Ha
NPUHYIUTETHATa aIMUHUCTPATUBHA MSPKa.

Yn. 34. (U3m. - /]IB, 6p. 30 ot 2006 r., B cuna ot 12.07.2006 r.) Ilpunyaurennure
aJIMUHHCTPATUBHU MepKHU Morat hitc} ce oOxanBaT o pena Ha
AJIMUHHUCTPAaTUBHOIIPOLIECYATHHS KOJIEKC.

Paznen 1.
AJIMUHUCTPATHUBHU HAPYIICHUS U HAKa3aHUS

Yn. 35. (1) (U3m. - [IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) Haka3a ce
JIUIIE, KOETO:
1. He kiacuduuupa, OMAKOBAa W CTUKETHPAa XHMHUYHO BEIIECTBO WJIH Iperapar



CBIJIACHO U3MCKBAHUATA HA TO3U 3aKOH;

2. Hapylld H3HMCKBaHMATA 3a IyCKaHE HA IMa3apa Ha XMMHUYHO BEILIECTBO WU
npemnapar;

3. (mm. - [IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) pexiiamMmupa XUMHYHO
BELIECTBO WJIM Npenapar B HapyleHue Ha 4i. 4 u 19u;

4. (ot™m. - /IB, 6p. 82 ot 2007 1., B crna ot 01.06.2008 1.)

5. (mwm. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r., m3m. - IB, 6p. 82 ot 2007
I.) HE U3II'BJIHM 3aIJDKCHUATA CH 110 Wwi. 70, wi. 7e, an. 1, . 15a u un. 24a, 1. 3;

6. (ot™. - 1B, 6p. 82 ot 2007 r., B cuna ot 01.06.2009 r.)

7. (ot™. - [IB, 6p. 82 ot 2007 1.)

8. HE M3MBJHU 33JBJDKCHUATA CU KbM OPraHUTE Ha IbPXKABHHUS KOHTPOJI CHITIACHO
M3HUCKBaHMATA Ha wi. 28, ai. 1;

9. He cnas3Ba YCIIOBUSTA HAa ChXpPaHEHHUE, MOCOYEHU OT MPOU3BOIMUTENS B JIMCTA 3a
0€30I1acHOCT;

10. (aoBa - JIB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r., u3m. - JIB, 6p. 82 ot 2007
I.) HapyIIX U3UCKBaHUATA HAa Wi 3 u 5 ot Pernament 850/2004;

11. (moBa - [IB, 6p. 95 ot 2006 r., B cuma ot 24.11.2006 T1.) HE U3IBIHH
3aIbDKEHUATA CH 110 4L 40;

12. (moBa - JIB, Op. 95 ot 2006 r., B cuna ot 24.11.2006 r.) mycka Ha ma3zapa
OouonuIeH npemnapat 6e3 u3AaaeHO pa3pelieHue;

13. (woBa - JIB, Op. 95 ot 2006 ., B cuna ot 24.11.2006 r.) mycka Ha ma3zapa
OUoIIMIeH Mpenapar ¢ HUChK pUCK 0€3 U3/1aIeHO YI0CTOBEPEHHUE 3a PEruCTparys;

14. (HoBa - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) mycka Ha masapa 3a
OuoruHa ynorpeda OCHOBHH BELIECTBA, KOUTO HE ca BKJIIOYEHU B CIIMCHKA 1O Wwi. 14, an. 4, T.
3;

15. (noBa - JIB, 6p. 95 ot 2006 r., B cuia ot 24.11.2006 T.) npoBexaa ONUTH, MPH
KOHUTO B OKOJIHATa cpeJia ce 0CBOOOXk1aBa MIIM MOXKe Jla ce 0CBOOO M OMOIUIEH TpenapaT UilH
aKTHBHO BEIIECTBO, 0€3 U3/1a/IeHO pa3pelIeHue;

16. (noBa - IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) mycka Ha na3apa akTUBHH
BEIIIECTBA B HApYIIEHUE HAa N3MCKBaHUATA Ha Wil. 180;

17. (woBa - JIB, Op. 95 ot 2006 1., B cuna ot 24.11.2006 r.) mycka Ha mazapa
OuoruieH npenapaT UM OMOLUACH Ipernapar ¢ HUChK PUCK B HAapyIICHUE Ha YCIOBHATA Ha
U3JaJICHOTO pa3pelleHne WM YI0CTOBEPEHHUE 3a PETUCTpallts;

18. (noBa - IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) HapylIu U3MCKBaHUATA 3a
ycKaHe Ha maszapa Ha jereprenture u [IAB, npeaHasHaueHu 3a 1eTepreHTy;

19. (noBa - /1B, 6p. 95 o1 2006 1., B cuna ot 24.11.2006 r.) HapyIIK U3MCKBAaHUATA 110
OTHOILIEHHE Ha OMOJIOTMYHATa pa3rpaguMocT Ha aerepreHTute U IIAB, mpeanaznauenu 3a
JeTEepPreHTH;

20. (noBa - /IB, 6p. 95 o1 2006 1., B cuina ot 01.01.2007 r.) He npegocTaBu HE3a0ABHO
U Oe3MIaTHO MpH MOMCKBaHE HA MEJUIMHCKU JHIAa MH(OPMAIMOHEH JIUCT 3a ChCTAaBKUTE
cernacHo mpuiokeHue Ne 7, gact C Ha Permament (EO) No 648/2004 na EBpomeiickus
napnaMeHT 1 CbBeTa;

21. (woBa - /B, Op. 95 or 2006 r., B cuma ot 01.01.2007 r.) He U3TBIHU
3abJDKEHUATA cU 1o wi. 171, ai. 4;

22. (uoBa - JIB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r., ot™. - [IB, 6p. 82 ot 2007
r.)

23. (woBa - /1B, 6p. 82 ot 2007 r.) HapylmM H3UCKBAHUATA 3a HMPOMU3BOJCTBO M



MyCKaHEe Ha Ma3apa Ha XUMHUYHU BEIIECTBA B CAMOCTOSTENICH BU/I, B TIPEMIApaTH WU B U3ICITHS
ceriaacHo wi. 5 ot Pernmament 1907/2006;

24. (aoBa - JIB, O6p. 82 ot 2007 r.) HE U3MBJIHYU 3aABIDKCHUATA CH:

a) 3a perucTpanys Ha XUMUYHH BEIIECTBA B CAMOCTOSTENICH BUJ, B TIPENapaTy WU B
maaenwst o wi. 7 (3), wi. 8 (2), wi. 9 (6) u un. 14 (1), (6) u (7) ot Pernament 1907/2006;

0) 3a M3TOTBSHE Ha JOKYMEHTH U TpPEJOCTaBsHE HA WH(OpMANMs MO Bepurara Ha
nocraBku 1o 4. 31 (1), (2), (3), (7) u (9), wn. 32 (1) u (3), wn. 33 (1), wn. 34, un. 35, un. 37
(4), (5), (6)u (7), an. 38 (1), (3) u (4) u . 39 (1) u (2) ot Pernmament 1907/2006;

B) IO OIICHKAa Ha JIOCHETA, BEIIEeCTBA U MEKIUHHU MPpoaykTH mo 4wi. 40 (3) u wr 50
(4) ot Pernament 1907/2006;

T') MO pa3peliaBaHe Ha XHMHYHU BEIIECTBA B CAMOCTOSITENICH BU/I, B IPEMapaTu WIH B
uznenust o wi. 56 (1) u (2), wi. 60 (10) u . 65 ot Permament 1907/2006;

Il) IO OTpaHM4YaBaHe HA MPOM3BOJICTBOTO, YIOTpebaTa WM MyCKaHETO HA Ma3apa Ha
XMMHYHU BEIIECTBA B CAMOCTOSITENICH BHUJ, B Mpemnapatd wid B m3aenus no wi. 67 (1) ot
Pernament 1907/2006;

25. (aoBa - JIB, O6p. 82 ot 2007 r.) HE U3MBJIHU 33ABIDKCHHSITA CH:

a) 3a perucTpanys Ha XUMUYHH BEIIECTBA B CAMOCTOSATENICH BUJ, B MpENapaTy Wiu B
manenusi 1o wi. 6 (1) u (3), wn. 7 (1), 2) u (5), un. 8 (3), wn. 9 (2), wn. 11 (1), wn. 13 (1), 2) u
(3), wn. 17 (1), an. 18 (1), um. 19 (1), un. 22 (1), (2) u (4) u un. 24 (2) or Pernamenr
1907/2006;

0) 32 0OMEH Ha TaHHU U MPOBEXJIAHE HA U3MHUTBAHUS BHPXY IPHOHAYHU KUBOTHH TIO
Wt 25 (1) u (2), un. 26 (1) u (3) mw un. 30 (1), (2) u (6) ot Pernament 1907/2006;

B) 3a M3TOTBSIHE Ha JIOKYMEHTH W TPENOCTaBsHE Ha WHMOpMAIMs MO BepHurara Ha
noctaBku 1o wi. 31 (5) u (8), wi. 32 (2), un. 36 (1) u (2) u uwn. 37 (2) u (3) or Permament
1907/2006;

T') 10 OILIEHKA Ha JOCHETa, BEIIeCTBa U MEXKIUHHU MPOAYKTH 10 Wi. 40 (4), un. 41 (4),
qi1. 46 (2), un. 49 u un. 50 (2) u (3) ot Pernament 1907/2006;

1) IO pa3pelaBaHe Ha XUMUYHH BEIIECTBA B CAMOCTOSITENICH BUJI, B TIperapaTy Ui B
uznenust o wi. 61 (1) u un. 66 (1) or Permament 1907/2006;

€) 3a nmpepocTaBsHe Ha MH(popMalws 3a Kiacupukays 1 eTukerupane mno wi. 113 (1)
u (3) ot Permament 1907/2006;

26. (HoBa - JIB, Op. 82 ot 2007 r.) HE U3M'BJIHU 33aIBIDKEHUSTA CH 32 YBEIOMSBaHE
IIPY U3HOC Ha OMACHU XMMUYHU BeIleCTBa U IpenapaTu 1o wi. 7 ot Permament 304/2003;

27. (woBa - JIB, Op. 82 ot 2007 r.) He cma3u OOMBIHUTEIHUTE W3UCKBAHUS U
OTpaHUYCHHUATA 32 U3HOC HA OTIACHHM XMMHYHHU BEIIeCTBa U MpemnapaTy 1o 4wi. 13 ot Permament
304/2003;

28. (noBa - /1B, 6p. 82 ot 2007 r.) He cna3u 3abpaHuTe 3a U3HOC MO 4i. 14 OT
Pernament 304/2003;

29. (uoBa - JIB, 6p. 82 ot 2007 r.) HE U3MBIHU 3aABDKCHUATA 32 MPEIOCTaBSHE HA
uHpopmanus 1o ui. 9, 15 u 16 or Pernament 304/2003.

(2) (U3m. - 1B, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) 3a HapymieHus mo an. 1
riobara, ChbOTBETHO MMYILIECTBEHATA CAHKIIHS, € B pa3Mep, KaKTo CJe/Ba:

1. (u3m. - IB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 1., u3m. u gom. - /B, 6p. 82 ot
2007r.)mnoT. 1,2,4, 6,12, 13, 14, 15, 16, 23 u 24 - ot 10 000 10 100 000 n1B.;

2. (u3m. - [IB, 6p. 82 o1 2007 1.) mo T. 5, 25, 26, 27 u 28 - o1 5000 1m0 50 000 1B.;

3. (u3m. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r., u3m. - JIB, 6p. 82 ot 2007
r)morT.3,8,9,10,11, 17, 18, 19, 20, 21 u 29 - ot 4000 no 40 000 1B.



(3) Ilpu moBTOpHO HapylIeHHUE TII00aTa, CHOTBETHO MMYIIECTBEHATa CAHKIIUS IO ajl.
2, ce HaJlara B JIBOCH pa3mep.

Un. 36. (1) (M3wm. - [IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) Hapymenusita
mo 4ia. 35 ce ycTaHOBSIBaT C aKT Ha JJIBKHOCTHO JIMLE, ONPEAEICHO OT MUHHMCThpa Ha
3/IpaBeOIa3BaHETO WM OT MUHUCTBHPA HA OKOJIHATA CPela U BOAUTE B CHOTBETCTBUE C TEXHUTE
MIPABOMOIITHSL.

(2) (U3wm. - [IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r., u3m. - [IB, 6p. 82 oT
2007 r.) HakazaTenHuTe IOCTAHOBJIEHUS CE U3aBaT OT MUHUCTHPA HA 3/[PaBEOINA3BAaHETO WM
OT MHHHCTBpa Ha OKOJIHATA CPE/ia U BOJUTE B CHOTBETCTBUE C TEXHHUTE MPABOMOIIUS HIIH OT
ONPaBOMOLIEHH OT TSX JIMIIA.

Un. 37. YcraHOBSBAaHETO Ha HAPYILICHUSITA, ChCTaBSAHETO HA AKTOBE, W3/IaBAHETO,
00KaNBaHETO W W3ITBIHEHHETO HA HAKA3aTEeIHU IMOCTAHOBIICHUS CE M3BBPIIBAT MO pela Ha
3akoHa 3a aIMUHUCTPATUBHUTE HAPYILICHUS U HAKA3aHMUSI.

JlombJIHUTETHU pa3nopeaou

§ 1. (U3wm. - IB, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r.) ITo cmucshia Ha TO3U
3aKOH:

1. "XuMu4uHU BeliecTBa" ca XUMHUYHU €JIEMEHTH U TEXHU CHEOUHEHUSI B €CTECTBEHO
CBhCTOSIHUE WM TMIOJIyY€HU Ype3 MPOUW3BOACTBEH IMPOLEC, KOWUTO BKIOYBA U J00OaBKH,
HE0OX0UMU 3a CTaOWIM3aIUsl Ha MPOIYKTUTE, U MPUMECH, BH3HUKHAIU MPHU H3MOJI3BAHUSI
MIPOU3BOJICTBEH MPOIIEC, HO U3KIIFOUBA BCEKU PA3TBOPUTEIN, KOWTO MOXe Aa Obje oTAelNeH, 6e3
TOBA J1a MOBJIMSC HA CTAOMITHOCTTA HA BEIIECTBOTO WJIU Ja TPOMEHU HETOBUS ChCTAaB.

2. "llpenaparu" ca cMecu WM pa3TBOPU, CbCTABEHU OT JIBE WJIM IIOBEYE XUMHUYHU

BCII[CCTBA.

3. (m3wm. - /IB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r., ot™. - /IB, 6p. 82 oT 2007
r.)

4. "CepbllecTByBalllM XMMHYHU BEIIECTBA" ca XMMUYHUTE BEIIECTBA, BKIIOUEHU B
WHBEHTapHU3alMOHHUs CIIUCHK Ha EBporeiickara OOIIHOCT Ha CHIIECTBYBAIIUTE THPTOBCKH
xuMu4HH BemecTBa 10 18 cenremBpu 1981 r. (EINECS).

5. "HoBu XMMHYHU BellecTBa" ca TE3HM, KOUTO HE Ca BKIIOYCHH B CIIMCHKA 1O T. 4.

6. "OnacHy XMMHMYHU BELIECTBA U IIPENapaTH' ca XMMUYHUTE BELIECTBA U IIpENapaTH,
KOUTO ca:

a) eKCIUIO3UBHH - TBBPIU, TEUHHU, MACTOOOpAa3HU WM TeNI000pa3sHU XUMUIHHU
BEIIIECTBA U MperapaTH, KOUTO MOTAaT Jla pearupar eK30TepMUIHoO 0e3 aTMochepeH KUCIOPOI,
KaTo MpH TOBa OBP30 OTAEIAT ra30Be, M KOUTO MPU OTPEAEIICHH YCIOBHsI CE€ B3pUBSIBAT, OypHO
M3rapsAT WK MPU HArpsiBaHe €KCIUIOUPAT, KOraTo ca YaCTUYHO 3aTBOPEHU;

0) okcuAMpamy - XMMUYHH BEIIECTBA M IMpEmapaTH, KOWUTO MOPaKIAT CHIIHA
€K30TEepPMHYHA PeaKIUsl MPU KOHTAKT C APYTH BEIIECTBA, 0COOEHO ChC 3aMaIMU BEIIECTBA,

B) WM3KIIOYUTEIHO 3alajliMU - TEYHU XUMUYHHU BEIIeCTBA W TMpenapatd C
M3KJIIOYUTEIHO HHUCKA TeMIlepaTypa Ha Bb3IUIAMEHSIBAHE M HUCKA TEMIIEpaTypa Ha KUIIEHE U
ra3oo0pa3Hy XMMHYHU BEIIECTBA M MpemapaTH, KOUTO CE€ BB3IUIAMEHSBAT HAa BB3AYX MpPH
0OMKHOBEHA TEMIIEpaTypa U HaJsTaHe,



T) JIECHO 3alajuMu:

- XMMHWYHM BELIECTBA M IMpenapard, KOUTO MOrar Ja c€ HaropemsT U Ja ce
BB3IJIAMEHAT TPU KOHTAKT C BB3AyXa NpU OOMKHOBEHa TeMmIeparypa, 0e3 mpuiaraHe Ha
EHEepTHs;

- XMMHUYHHU BEILIECTBA U TMpenapaTH, KOUTO MPU KOHTAKT C BOJA WM BIIAKEH Bb3AYyX
OT/IEJISAT B OMACHU KOJIMYECTBA JIECHO BB3IJIAMEHUMHU Ta30B€;

- TBBPJIM XUMUYHU BEUIECTBA U IMpenapaTv, KOUTO MOraT JECHO Ja CE Bb3IIAMEHST
MIPU KPAaThK KOHTAKT C U3TOYHHUK HA OT'bH U KOUTO MPObJKABAT Ja TOPAT UK /1A TIEST Clel
OTCTPAHSIBAHETO HA U3TOYHHUKA HA OI'bH;

- TeYHU XUMHUYHH BEIIECTBA U MpenapaTy, KOUTO KMaT MHOT'O HHCKa TeMIlepaTypa Ha
BB3IJIaMEHSBAHE;

1) 3amajuMu - TEYHHM XUMHUYHHM BEIIECTBA M IpemapaTH, KOUTO HUMaT HHUCKA
TeMIlepaTypa Ha 3anajiBaHe;

€) CHJIHO TOKCHYHHM - XMMHUYHH BEIIECTBA W MperapaTtd, KOUTO B MHOTO MAJIKH
KOJIMYECTBA MPHU BAMIIBAHE, NOTIBIIAHE WIM MPOHUKBAHE MPE3 KOXkKaTa MOraT Ja MPUUUHSIT
CMBPT WJIK OCTPU U XPOHUYHHU YBPEKJAHUS HA 3/IpABETO;

’K) TOKCUYHH - XMMHYHU BEIIECTBA U IpemapaTH, KOUTO B MAJIKH KOJIHYECTBA MPHU
BJIMILIBaHE, MOTIIbILIAHE WU MPOHUKBAHE MPE3 KOoXKaTa MOTar Jja MPUUMHSIT CMbPT UJIM OCTPU U
XPOHUYHU YBPEKJIAHUsS HA 3IPABETO;

3) BpeIHH - XMMHYHHU BEUIECTBA U Mpenapary, KOUTO MPH BAUIIBAHE, MOTIIBIIAHE UITU
MIPOHUKBAHE MPE3 KOKAaTa MOTaT J1a MPUYUHAT CMBPT WK OCTPU U XPOHUUYHHU YBPEKIAHUS Ha
3]IpaBETO;

1) KOPO3WBHHU - XUMUYHH BEIECTBA U MPENapaTu, KOUTO MPU KOHTAKT C )KUBHU ThKaHU
MoraT /1a TH pa3pyllar;

K) JIpa3Held - HEKOPO3WBHU XUMHUYHH BEIIECTBA U TMpernapard, KOUTo mpu OBp3,
MPOABIKUTEIECH UIIA MOBTAPSAI] C€ KOHTAKT C KOKaTa WJIM JIMTABUIIUTE MOTaT Ja MpeIu3BUKAT
Bb3IAJICHUE;

7) CEHCUOMIIM3UpAILY - XHMUYHU BEIIECTBA U MpenapaT, KOUTO MPU BAUIIBAHE WU
IIpy MPOHUKBAHE MpPE3 KOXKaTa MOrar Ja MPeJU3BUKAT PEaKIUs Ha CBPbXUYBCTBUTEIHOCT,
Taka 4e MpHU cle[Balla €KCHO3UIMS Ha XMMHYHOTO BELIECTBO WM Mpernapar MNpUYMHSABAT
XapaKTEepPHH BPETHHU ePEeKTH;

M) KaHIIEpOT€HHUW - XUMHUYHH BEIIeCTBa M IMpemnapaTH, KOUTO TpU BJMIIBAHE,
MOTJIBIIAHE WJIM MPOHUKBAHE Mpe3 KOo)KaTa MOrar Ja Npeau3BUKAT pak WM Ja MOBHILIAT
YecToTaTa Ha PaKOBHUTE 3a00IsIBaHUS;

H) TOKCUYHU 32 PENpOYKIHITa - XMMHUYHU BEIIECTBA W TpEmapaTH, KOUTO IPH
B/IMILIBaHE, MOIIbIIAHE WJM TMPOHUKBAHE Mpe3 Ko)Kara MoraT Ja NpeAu3BUKAT WIM Ja
MOBUIIIAT YECTOTAaTa HA HEHACIEACTBEHHM YBPEXKJAaHUS HA MOTOMCTBOTO W/WIIM J1a YBPEAST
MBKKaTa U )KEHCKaTa BH3MPOU3BOAUTENHA (DYHKIIHS MM CIOCOOHOCT;

0) MyTareHHU - XUMUYHHU BEIIeCTBA U Mpenaparu, KOUTO MpU BAUIIBAHE, TOTIBIIAHE
WM TIPOHHUKBAHE Mpe3 Ko)KaTa MOTaT Ja MPeIu3BUKAT HACTIEACTBEHU T€HETHYHU JePEKTH WU
Jla TOBUIIAT Y€CTOTATa UM;

1) OMacHU 3a OKOJIHATA Cpela - XMMHUYHM BEIIECTBAa M TMpernapatu, KOUTO, KaTo
MOMa HAT B OKOJIHATA CpeJia, MPEACTABIsABAT WM MOTaT Ja MPeACTaBIsIBAT BEAHAra WIH CJe]
BpEMe OIMAaCHOCT 3a €MH WJIK TOBEYE OT KOMIIOHEHTUTE Ha OKOJIHATA Cpefa.

7. "Knacudummpane" e mporenypara, 4pe3 KOATO C€ HU3BBPIIBA OICHKA Jalld
XUMUYHOTO BELIECTBO M MpernapaT NpUTEKaBa €IHO WM IMOBEYE ONAacHU CBOMCTBA, KaTo B
3aBUCUMOCT OT TOBa C€ OTHACS KbM ONpE/EIeHa KaTeropus.



8. "ETukerupane" ca BCHUYKHM TEKCTOBE, 0003HAYEHUS, N300paKeHUS U 3HAIM, KOUTO
ca HAHECEHU BBPXY ONAKOBKAaTa Ha XMMHUYHO BEILLECTBO M INpemnapaTr U OTpas3sBaT HAJINYUETO
Ha MOTEHLMAJIHA OMACHOCT ChOOPA3HO KIACH(PULIUPAHETO.

9. (ot™m. - [IB, 6p. 82 oT 2007 1.)

10. (ot™. - IB, 6p. 82 ot 2007 1.)

11. (ot™. - IB, 6p. 82 ot 2007 1.)

12. "TakTmiieH 3Hak" e 0003HaUeHUE, 0CE3aeMO MPU JOKOCBAHE, MPEAHA3HAYEHO 32
HE3psIIH JULA.

13. "CpxpaHeHue" € BCEKM HAuMH Ha CKJIAJUPAaHE HAa XUMHUYHM BELIECTBA WM
npernapaTty Npean U3Moa3BaHeTo, 00paboTkara, mpepaboTKaTa WM IPEBO3a HM.

14. "IloBTOpHO HapyuleHue" € HapyluleHHE, U3BbPUIEHO B €IHOTOAMILIEH CPOK OT
BJIM3aHETO B CHMJIa HA HAKa3aTEJIHOTO IIOCTAHOBJIEHUE, C KOETO HAPYLIMTENAT € HakKa3zaH 3a
HapyLIEHUE OT ChUIMS BUI.

15. (ot™. - IB, 6p. 82 ot 2007 1.)

16. (mom. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) "Ilyckane Ha ma3zapa" e
BCSIKO MPEJOCTAaBsIHE Ha XMMUYHO BEIIECTBO MJIM Mperapar cpelly 3arjamate Wi 6e31IaTHo
3a pasnpocTpaHeHue u/uim ynorpeda. BHOCHT ce cMsTa 3a ImyckaHe Ha rasapa.

17. (m3m. - IB, 6p. 95 ot 2006 r., B cuna ot 01.01.2007 r.) "IIpodecnonancu
notpeOuten" € BCAKO OBJIrapcKo WM UYYXKIECTPaHHO (DU3NYECKO WM IOPHIUYECKO JIHIIE,
KOETO € PETUCTPUPAHO MO T'BProBCKUS 3aKOH WX 10 HALIMOHAIHOTO CU 3aKOHOJATENICTBO WU
KOETO yNpakHsABa CBOOOHA IMpodechs Mo CMUCHIa Ha 3aKOHA 3a JaHBIHUTE BbPXY JAOXOAUTE
Ha (PU3UYECKUTE JINIA, KOETO YIOoTpedsBa U/WiM MycKa Ha Ma3apa OMacHU XUMUYHHU BEIeCTBa
U TpenapaTi.

18. "Ilpodecnonanna ynorpeda" ca neifHOCTUTE, U3BBPIIBAHM OT JHLATa 1O T. 17.

19. "Buonua" e akTUBHO BELIECTBO WM OMOLUACH Mpenapar. buonuanusat npenapat
ChIbpKa €IHO WM TOBeYe AaKTHMBHM BelleCTBa BBB (opma, roroBa 3a ymorpeoa,
NpeHa3HayeH Ja YHUINO)KaBa, 3aJbpka, 00e3Bpekaa WIM Ipeana3sBa OT JeHCTBUETO Ha
BpEIHU OPTraHU3MH Ype3 XMMUYHU WM OMOJIOTUYHU METO/IH.

20. "Bpenen opranu3bpM" € BCEKM OpraHU3bM, YUETO IPUCHCTBUE € HEKEIATEITHO WU
KONTO ympaxKHsBa BpeieH e(eKT BbPXY XOopara, TEXHUTE AEHHOCTU WM MPOAYKTHTE, KOUTO
TE€ MPOU3BEXKIAT WM YHOTPeOsSBAT, MM BbPXY )KMBOTHHUTE HJIM OKOJIHATa CpeJa.

21. "AKTHBHO BELIECTBO" € XUMUYHO BEIIECTBO WM MUKPOOPTaHU3bM, BKIFOUUTEIIHO
BUPYCH U (DyHTH, C 0010 UIIH CIEM(PUYHO AEUCTBHE BbPXY MM CpEIly BPEAHU OPraHU3MHU.

22. (m3m. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r., ot™. - [IB, 6p. 82 ot 2007
r.)

23. (m3Mm. - JIB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r.) "Pa3Boiina neiiHocT" €
nocjenBailo pa3paboTBaHEe Ha JAJCHO BEIIECTBO 3a H3CleBaHEe Ha OOJacTUTE MY Ha
NPUIIOKEHHUE MPU U3MOJI3BaHE HA ONMTHU MHCTAJTALMU WIK MPU MPOBEXKJAaHE HA OMUTH MPH
IIPOU3BOJICTBEHU YCIIOBHUS.

24. (m3m. - 1B, 6p. 101 ot 2005 r., otm. - IB, 6p. 95 ot 2006 r., B cuna oT
01.01.2007 r.)

25. "buouueH npenapar ¢ HUChbK pUCK' € OMOIUAeH npenapaT, KOITO ChIbpiKa €HO
WIN TI0BEUE PA3pELIEHU aKTUBHHU BEILIECTBA U HE ChIBPKA PUCKOBU BelecTsa. [Ipu npaBunna
ynoTpeba OMOLMIHMUAT IMpenapar Ch3AaBa HUCHK PUCK 3a XOpaTa, KMBOTHUTE M OKOJHATA
cpena.

26. (u3m. - JIB, 6p. 95 ot 2006 r., B cuna ot 24.11.2006 r.) "OcHOBHO BemiecTBO" €
BEIIECTBO, BKJIIOYEHO B CIIUCHKA 10 Wwi. 14, an. 4, T. 3, yusiTo OCHOBHA ynoTpeda He € 3a 6opOa



C BpPEJHU OpPraHM3MH M HE Ce MpojJaBa 3a AMPEKTHA OWOIMAHA ymoTpeda, HO B HM3BECTHH
Cllydau Ce€ M3I0JI3Ba KaTo OWOIMA TUPEKTHO WIM B KOMOWHAIUS C pa3peiuTeN, KOUTO He ce
OTHAcCsl KbM PUCKOBHTE BEILIECTBA.

27. "PuckoBo BemiecTBO" € BEUIECTBO, pA3JIMYHO OT AaKTUBHOTO, KOETO UMa
CIOCOOHOCTTA J1a MPUYUHHU BPEIHH €PEeKTH Ha XOopaTa, )KUBOTHUTE WM OKOJIHATA Cpela H
MPUCHhCTBA WM ce oOpa3dyBa B OWOIMAHMS MpermapaT B KOHIICHTpAIMs, IOCTaThbyHa Ja
npenus3Buka TakbB edekT. ToBa BemecTBO MoOXe Ja ce Kiacupuiupa B €IHa WX MOBEYE
KaTeropuu Ha OMACHOCT MO WiI. 2 M aKO C€ ChAbPKA B OMOLMIHUS MpermapaT B OMpeeieHa
KOHIIEHTpAIIKs, BOJH JI0 KIACH(PUIIUPAHETO Ha OMOLUIHUS Tperapar KaTo OnaceH.

28. "OcTarpyHHM KoJIMYECTBA" ca KOJHMYECTBaTa OT €IHO WM IIOBEYE BEIECTBA,
ChIBpIKAIIH CEe B JaJeH OMOIMICH Iperapar, KOUTO OCTaBaT B pe3yiTar Ha ymorpebaTta my,
BKIIFOUUTEIIHO OT META0OIMTHUTE HAa TE€3H BEIIECTBA, KAKTO M OT MPOAYKTUTE OT pa3maja WiH
B3aMMOJICICTBUETO UM.

29. "PamkoBa (opmynanua" e crnenupuKkanys 3a rpyna OMOUUIN OT €AWH U ChILl BUT
U C eHa U Chllla ynoTpeda u kareropus norpedutenu. Ilpenaparure ot rpynara TpsOBa na
CHhABPKAT €IHU M CHIIM AKTHBHU BEIIECTBA C €IHAKBU CHenuduKanuu. TeXHUSAT XUMUYCH
ChCcTaB TpsAOBa J1a MPEJCTABIIsIBA CAMO BapHallvs Ha ChCTaBa Ha BeYe pa3pelieH OWOIuaeH
npemapaT. OTKIOHEHHATa OT MHPBOHAYAIIHUSA CBHCTAaB HE TPsAOBAa J1a BIUSAAT BBPXY
e(EeKTUBHOCTTa U CBBpP3aHHS C ymoTpebara pUCK. B TO3M CMHUCHI BapHallMUTE MOTaT Ja
MPEJCTaBIsIBAT: HAMAJIIBaHEe HA MPOIEHTHOTO ChAbPKAHME HAa AKTUBHOTO BEIIECTBO W/WIH
MPOMSIHA B MPOILIEHTHOTO ChIbpP)KAHWE HA €THO WM HIKOJIKO HEaKTUBHU BEIIECTBA, W/WIIU
3aMsiHa Ha €WH WJIM MOBeYe MUTMEHTH, 00U, apOMaTH3UPAIH ChbCTABKH C APYTH CHC CHIIH
WJIH C TIO-HUCHK PUCK, KOETO HE BOJAM JI0 MOHIKaBaHe Ha e()eKTUBHOCTTA.

30. "[exmapanus 3a mosi3BaHe Ha HH(popMmanusa" € JOKYMEHT, MOJANHCaH OT
coOCTBEHMKAa WM COOCTBEHUIUTE Ha WHOpMAIMs, 3allUTeHAa KAaTo TOBEPUTENIHA OT
pasnopenduTe Ha TO3W 3aKOH, YAOCTOBEpsBaIl, y¢ MHHHCTEPCTBOTO Ha 3/paBEeONa3BaHETO
MO>K€ J1a 51 U3TMO0J3Ba MIPH pa3pellaBaHe WM PErucTpalus Ha Apyr OMOIUICH penapar.

31. "lomyctuMa nHEBHa 033" € KOJIMYECTBOTO BEIECTBO, KOETO MOXe na Obiae
MOEMaHO JHEBHO C XpaHaTa B MPOJBJDKEHUE Ha IIeNUs JKMBOT O€3 PUCK 3a 3ApaBEeTO Ha
YOBEKA.

32. "I'pannuHa CTOMHOCT" € U3MepeHara cpejHa CTOMHOCT Ha AaJ€H XUMUYEH arcHT
WIM Tpax BbB BB3AyXa Ha [AMXaTeTHaTa 30HA Ha paboTemuss Ha pPabOTHOTO MSCTO 3a
ONpeJIeTIeH EPUO]T OT BPEME.

33. (ot™. - /IB, 6p. 82 ot 2007 1.)

34. (ot™. - /IB, 6p. 82 ot 2007 1.)

35. (ot™. - /IB, 6p. 82 ot 2007 1.)

36. "Excno3uuus" € wu3jgaraHe Ha YOBEIIKUS OpPraHU3bM U KOMIIOHEHTUTE Ha
OKOJIHATA CpeJia Ha Bh3/ICHCTBUETO HA XUMUYHH BEIIECTBA, MPENapaTu U OUOIMIHN.

37. (woBa - 1B, 6p. 101 ot 2005 r., otm. - JIB, Op. 95 ot 2006 r., B cuna oT
01.01.2007 r.)

38. (noBa - /IB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r., ot™. - [IB, 6p. 82 o1 2007
r.)

39. (noBa - J/IB, Op. 95 ot 2006 r., B cuna ot 24.11.2006 r.) "I[lyckane Ha na3apa Ha
Oouonuau" e BCsAKa JOCTaBKa Cpelly 3aruiamlane Wik 0e31IaTHO MPH MOCIeIBaI0 ChXpaHEHHe,
C M3KIIOYEHHE Ha CBhXPAaHEHHE, IIOCJIEABAHO OT EKCIEOULUs U3BBbH TEPUTOpUITA HA
OO0mHOCTTa UK 00€3BpeKIaHe KaTo OTMaAbK. BHOCHT ce cMsITa 3a IMycKaHe Ha ma3apa.

40. (noBa - JIB, 6p. 95 ot 2006 1., B cuna ot 24.11.2006 r.) "YcToitunBy OpraHuuHU



3aMbpcUTeNU" ca ONMAacHM XMMHYHHU BEIECTBA, HE3aBUCHMO Jalll B CaMOCTOSITENTHA (popma
WIM B IIpenapard, KOWTO C€ IPEHACAT IMpe3 MEXIAYHApOJHWUTE TIpaHULU Jajede OT
M3TOYHULUTE UM U Ca YCTOMYMBH B OKOJHATa Cpela, HAaTPYIBAT CE€ B OPraHU3MHUTE 4pe3
XpaHUTEIHATa BEpUra 1 3acTpallaBaT YOBELIKOTO 3paBe U OKOJIHATA CPEaa.

[Ipexomuu 1 3aKTIOYUTETHU pa3nope10u

§ 2. Jlumara, KOUTO OCBIIECTBSABAT JAEWHOCTHM MO WI. 1, 3a KOWTO C€ HM3HUCKBa
perucTpaius mno pejia Ha rjiaBa 4eTBbPTa, [10aBaT 3asIBJICHUE 32 PETUCTPALMS B CPOK JO LIECT
Mecella cjej] BAM3aHeTo B CUJia Ha 3aKOHa.

§ 3. (U3m. - 1B, 6p. 114 ot 2003 r., B cuma ot 31.01.2004 r.) MUHHCTHPBT Ha
3/IpaBEOIAa3BaHETO U MUHUCTHPHT HA OKOJHATA CPEe/a U BOJMTE MOTAT Ja MPEIOCTaBAT CBOH
(GbyHKIMY, TIpaBa ¥ 3aIbJDKEHUS 110 TO3HM 3aKOH HA 3aMECTHUIIUTE CH M Ha JAPYTU IITbKHOCTHH
JUIIa B CHCTEMAaTa Ha ChOTBETHUTE MUHUCTEPCTBA.

§ 4. 3akoHBT BIM3a B CWJIa JIBE TOJAMHU ciell oOHapoaBaHeTo My B "JlbpikaBeH
BECTHUK'.

§ 5. (U3wm. - 1B, 6p. 114 ot 2003 r., B cuna ot 31.01.2004 r., usm. - JIB, 6p. 82 ot
2007 r.) W3nbiHeHMeTo Ha 3aKOHA CE€ Bb3Jlara Ha MUHUCThpa Ha 3€MEIEIHETO U
MIPOJIOBOJICTBUETO, HA MUHUCTHPA HA 3[[PaBEOINa3BaHETO U HA MUHUCTHpPA HA OKOJIHATA Cpe/ia
U BOJMTE.

§ 6. (HoB - IB, 6p. 82 ot 2007 r.) MHUHHCTBPBT Ha OKOJIHATA Cpela U BOIUTE,
MUHUCTBPBT Ha 3/IPABEOMA3BaHETO M MUHHCTHPHT HAa TPyJa M COLMAIHATA TOJUTHKA B
paMKHTE Ha CBOMTE KOMIIETEHIIMM J1aBaT yKa3aHHs Mo npuiaradeto Ha Permament 1907/2006,
Pernament 304/2003, Permament 850/2004 u Ha Pernament 2032/2003.

3akonbT € npuer or XXXVIII Hapogno cwnOpanume Ha 20 stHyapu 2000 r. u e
noJneyaTan ¢ odpunuanuus neyar Ha HapoaHoTto ceOpanue.

[Ipexoaau u 3aKITIOUYUTEITHN Pa3IopeI0n
KBM 3AKOHA 3A U3MEHEHME U IOITBJIHEHUE HA
3AKOHA 3A 3AILIMTA OT BPEJHOTO BB3JIEMICTBUE HA
XUMWYHUTE BEIIECTBA, [TPETIAPATH U IIPOJIYKTHU

(OBH. - 1B, BP. 114 OT 2003 T"., B C1JIA OT 31.01.2003T".)

§ 40. MuHHCTEpCKUAT ChBET NpreMa Hapeaoute no wi. 11, 13 u . 16, an. 1 B cpok
JI0 €/1Ha TO/IMHA OT JIeHs] Ha 0OHApOJIBAHETO HA TO3M 3aKOH B "JIbpikaBeH BECTHUK".



§ 42. (1) To3u 3akoH BIM3a B CHJIAa €IMH Mecel] clie[] OOHApOJBAHETO MY B
"JIbp>)kaBeH BECTHHMK', C HW3KIIOYEHHWE Ha pa3NopeadOuTe Ha TIjaBa 4YeTBBpTa, pasznen |
"VcnoBus U pel 3a MyCKaHe Ha Ma3apa Ha akTUBHU BEILECTBAa U OMOIMIHU IpenapaT'', KOUTO
BIU3aT B cuia ot 1 ssayapu 2007 r.

(2) Pasnopen6ure Ha riaBa ueTBBpTa, pasnen Il "YcnoBus u pen 3a myckaHe Ha
nazapa Ha OuouuaHu npenapatu’ ce npuiarar 1o 1 sayapu 2007 r.

[Ipexoauu 1 3aKTIOYUTETHU pa3nopeou
KbM 3AKOHA 3A AKPEJUTALIATA, U3BBBPIIBAHA OT
BBJITAPCKATA CIIYXBA 3A AKPEJUTALIA

(OBH. - IB, BP. 100 OT 2005 T'., B CHJIA OT 14.01.2006I'.)

§ 5. 3akoHBT BIM3a B CHJIA €IMH MECEl ClieJ Jarara Ha OOHapOJBAaHETO MYy B
"JIbp>kaBeH BECTHUK'.

[Ipexoaau 1 3aKIIOUYUTEITHN Pa3opeI0n
KBM 3AKOHA 3A U3MEHEHME U JIOITHJIHEHUE HA
3AKOHA 3A 3AILIUTA OT BPEJIHOTO BB3JIEICTBUE HA
XUMWYHUTE BEIIECTBA U TIPETIAPATU

(OBH. - JIB, BP. 101 OT 2005 T.)

§ 5. MUHHCTEpCKUAT CbBET IpuUeMa Hapendara Mo wi. 5a B TpUMECEUeH CPOK OT
BJIM3aHETO B CWJIA HA TO3U 3aKOH.

[Ipexoaau 1 3aKIIOUYUTEITHN Pa3IopeI0n
KbM AIMMUHUCTPATHUBHOITIPOLECY AJIHUA KOJEKC

(OBH. - 1B, BP. 30 OT 2006 I'., B CWJIA OT 12.07.2006 I".)

§ 142. KogekchT BiM3a B CHJa TPH Mecera ciies] ooHapoBaHeTo My B "/IbpxaBeH
BECTHHK", C U3KJIIOUEHHE Ha:

1. gsin tpetu, § 2, 7. 1 m § 2, T. 2 - OTHOCHO OTMsIHATa Ha IJaBa TpeTa, pasnen Il
"O6xanBane o cpaeden pen”, § 9, . 1u2, § 11, 7. 1mu2,§ 15§44, 7. 1u2,§51,1. 1, § 53,
T.1,8§ 61, 1.1,§ 66, 7.3,§ 76, 1. 1 -3,§78,§79,8§ 83, 1.1, § 84, 1. 1mu2,§ 89, 1.1 -4,§
101, 1.1, § 102, 1. 1, § 107, § 117, 7. 1 m 2, § 125,§ 128, 7. 1 mu 2, § 132, 1. 2 u § 136, 1. 1,
kakto u § 34, 8§35, 1.2, 8§43, 1.2,§62, 1.1,§ 66, T.21u4,§ 97, 7.2 1 § 125, T. 1 - 0OTHOCHO
3aMsiHaTa Ha JAymaTta "OKpBXKHHMSA' C "aIMUHUCTpAaTUBHHUA" W 3aMsfHaTa Ha JyMHUTE
"Coduiickus rpanacku cpa" ¢ "AnMuHucTpaTuBHUS ChI - Tpag Codus", KOUTO BIU3AT B CHIIA
ot 1 mapt 2007 r.;

2. maparpa¢ 120, xoiiTo Biau3a B cuna ot 1 ssuyapu 2007 r.;



3. maparpa¢ 3, KOWTO BiIM3a B CHJa OT J€HS Ha OOHApOJBAHETO Ha KOJEKCa B
"JIbp>kaBeH BECTHUK .

[Ipexoanu u 3aKIOYUTENHU pa3nopeaou
KbM 3AKOHA 3A ThPT'OBCKUA PETUICTbP

(OBH. - B, BP. 34 OT 2006 I'"., U3M. - IB, BP. 80 OT 2006 I'., U3M. - /1B, bP. 53
OT 2007 T'., B CWJIA OT 01.01.2008 I".)

§ 56. (U3m. - IB, 6p. 80 ot 2006 T., u3m. - JIB, 6p. 53 ot 2007 r.) To3u 3akoH Biu3a B
cuna ot 1 syapu 2008 r., ¢ u3kimoueHue Ha § 2 u § 3, KOMTO BAM3AT B CWJIa OT JCHS Ha
oOHapo/IBaHETO Ha 3aKoHa B "/[bpKaBeH BEeCTHUK'.

[Ipexoauu 1 3aKTIOYUTETHU pa3nope1ou
KBM 3AKOHA 3A U3MEHEHME U JIOITHJIHEHUE HA
3AKOHA 3A 3AIIMTA OT BPEJIHOTO BB3JIEICTBUE HA
XUMWYHUTE BEIIECTBA U TIPETIAPATU

(OBH. - JIB, BP. 95 OT 2006 I"., B CUJIA OT 24.11.2006 I"., U3M. - /IB, bP. 82 OT
2007T.)

§ 22. MuHHCTEpCKHAT ChBET MpHeMa Hapendata mo wi. 14a B TpuMeceueH CpoK OT
BJIM3aHETO B CHUJIA HA TO3U 3aKOH.

§ 23. (1) (U3m. - IB, 6p. 82 ot 2007 r.) MUHUCTHPBHT Ha 3/IpaBEOINA3BAaHETO OTMEHS
WIM U3MEHs U3aJJeHOTO MpEear BIM3aHETO B CHJIa HA TO3HM 3aKOH pa3pellieHHe 3a IycKaHe Ha
nazapa Ha OMOLMIeH IpenapaT B cboTBETCTBHE C Wi 4 (2) ot Permament 2032/2003.

(2) (U3m. - B, 6p. 82 ot 2007 r.) C oTMsaHaTta Ha pa3pemieHHeTo Mo an. |
MUHHCTBPBT Ha 3[paBEONa3BaHETO OIpeneNs CpPOK 3a ChbXpaHsBaHE, YINOTpeda WU
pa3npoCTpaHeHNe Ha HAIMYHUTE KOJIMYEeCTBAa OMOIM/ICH Mpernapar.

§ 24. (dom. - 1B, Op. 82 ot 2007 r.) 3a pa3perieHuTe Mpeau BIW3aHETO B CHJa Ha
TO3H 3aKOH OMOIMJIHY MIpernapaTy U3BbH ciydauTe 1o § 23 ce npuiarat pasnopenodute Ha 190,
an. 3, un. 19y, 19¢ u pasnen XVIII Ha HOBaTa riaBa 4eTBbpTA.

§ 25. Ot geHs Ha BiM3aHe B cuia Ha JloroBopa 3a mpucheauHsBaHe Ha PemyOnuka
bearapus xeM EBpomeiickus cbro3 mo oTHoueHue Ha aerepreHture u [IAB ce npunarar
nepununuute mo wi. 2 ot Permament (EO) Ne 648/2004 na EBpomeiickus mapiamMeHT U
Cobaera.

§ 26. To3m 3aKkoH BIM3a B CWJIA OT JieHd Ha oOHaponBaHeTo My B "JlbpikaBeH
BECTHHUK", ¢ M3K/It0ueHue Ha § 4 oTHOCHO WiI. 41, § 6, § 7, § 11, T. 2 oTHOCHO aj. 5 Ha . 7T, §



15 orHOCHO HOBaTa ry1aBa uyeTBbpTa, pazaenu I - XVI, § 19, 1. 3 otHocHO an. 9 u 10 Ha uJ.
30, § 20, T. 1, 6ykBa "B" otHOCcHO T. 20 1 21 Ha wn. 35, an. 1 u § 21, T. 4 U 6 OTHOCHO T. 24 U
37 Ha § 1 oT mombBIHMTENHATA pa3nopenda, KOUTO BIM3AT B CHJIA OT JCHS Ha BIM3aHE B CHJIA
Ha JloroBopa 3a nmpuchenuHsBaHe Ha PenyOnuka bearapus keM EBporneiickust cbro3.

§ 27. Paznopendute Ha pazgen XVII ot HOBaTa riaBa 4eTBBPTA, C U3KIIOYCHUE HA
1. 19y u 19¢, ce npunarat no 14 maii 2010 .

[Ipexoauu 1 3aKTIOYUTETHU pa3nope1ou
KBM 3AKOHA 3A JJAHBLUTE BHPXY JOXOJUTE HA
®U3NYECKUTE JIUIA

(OBH. - IB, BP. 95 OT 2006 I'., B CJIA OT 01.01.2007 I'.)

§ 21. 3axkonsT Bin3a B cwia ot 1 suyapu 2007 r., ¢ n3knrouenue Ha § 10, koito
BJIM3a B CHJIA OT JICHS Ha 0OHapo/ABaHETO Ha 3aKoHa B "JIbpikaBeH BECTHUK".

JlombIHUTENHU pa3nopeadu
KbM 3AKOHA 3A USMEHEHHUE 1 JOITBJIHEHUE HA
3AKOHA 3A 3AIUTA OT BPEJJHOTO BB3/IEMCTBUE HA
XUMHWYHUTE BEIIECTBA U ITPEITAPATHU

(OBH. - 1B, BP. 82 OT 2007 T.)

"yobiaHOMOIIEHO", "yIbJIHOMOIIEHH" |

§ 40. HaBcskbae B 3aKOHa JAyMHUTE
"onpaBomoleHu" u

"yIIbIHOMOUIIEHUTE" CE€ 3aMEHAT CBOTBETHO C "ONPABOMOILEHO',
"onpaBoMollleHUTE", a JAyMHUTE "MUHUCTBbpAa Ha 3€MENEIMETO U ropuTe" ce 3aMeHAT ¢

"MUHUCTBpA Ha 3€MEEIUETO U MPOJAOBOJICTBUETO" .

[Ipexoaan u 3aKIIOUYUTEITHN Pa3IopeI0n
KBM 3AKOHA 3A U3MEHEHUE U1 IOITBJIHEHUE HA
3AKOHA 3A 3AILIMTA OT BPEJHOTO BB3JIEMICTBUE HA
XUMWYHUTE BELIECTBA U TIPETIAPATU

(OBH. - 1B, BP. 82 OT 2007 T.)

§ 41. U3panenure no pena Ha wi. 22, an. 4 y1oCTOBEPEHUS 3a pErUCTpalis Ha U3HOCa
Ha ONaCHU XMMHYHU BEILECTBA U Mpenaparu ca BanuaHu a0 31 aexkemspu 2007 r.



§ 43. Paznopenoure Ha § 8, 1. 3,89, § 32, 1. 1 u § 36, 7. 1, OykBa "a" Bnu3aT B cuia
ot 1 rouu 2008 r.

§ 44. Pasznopenbara Ha § 10 Bim3a B cuna ot 1 aBryct 2008 1.

§ 45. Paznopendure Ha § 29, § 32, 1. 2 u § 36, 1. 1, OykBa "B" BimM3aT B cuia ot 1
roHu 2009 1.

PenesantHu akToBe 0T EBpONECKOTO 3aKOHOAATEICTBO

JIMPEKTUBA 2004/10/EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA ChBETA
or 11 ¢epyapu 2004 roauHa OTHOCHO XapMOHHU3HMpAaHE Ha 3aKOHUTE, PETJIAMEHTUTE H
aJIMUHUCTPAaTUBHUTE pa3nopendu, CBBbP3aHM C MPWIATAaHETO Ha NPUHIMIIMTE Ha J00pa
nabopaTopHa MPAKTUKAa U YIOCTOBEPSBAHETO HA TAXHOTO NpUJIaraHe NMpPU HM3MHUTBAHUS Ha
XMUMHMUYECKHU BELIECTBA

JINPEKTUBA 1999/45/EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA ChBETA
or 31 maii 1999 roauHa OTHOCHO COJIIDKAaBAaHETO Ha 3aKOHOBHUTE, II0J3aKOHOBUTE U
aIMUHUCTPAaTUBHUTE  pa3nopendM  Ha  Jbp)KABUTE-WICHKM IO  OTHOLICHHE  Ha
KJIacu(UIIMPaHETO, OMTAKOBAHETO U €TUKETUPAHETO HA OMACHU MpernapaTu

JUPEKTUBA 98/24/EO HA CBBETA ot 7 anpun 1998 roauna 3a oma3BaHe Ha
3IpaBeTO U 0E30MacHOCTTa HAa PAaOOTHHULIUTE OT PUCKOBE, CBBP3aHU C XMMHMYHH areHTH Ha
pabOTHOTO MSICTO

JIUPEKTHUBA 98/8/EO HA EBPOIIEMCKUS ITAPJIAMEHT U HA CHBETA or
16 deBpyapu 1998 rogrna 0THOCHO MyCKaHETO Ha Ma3apa Ha OHOIUAN

JANPEKTHUBA 76/769/EMO HA CBBETA ot 27 wmu 1976 roaumHa OTHOCHO
CONMM)KaBaHETO Ha 3aKOHOBUTE, TOA3AaKOHOBM U aJMHHHUCTPATUBHU pas3nopendn Ha
Jbp)KaBUTE-UICHKH OTHOCHO OI'PaHMYEHUSATA 3a IIyCKaHETO Ha Ma3apa U yrnoTpedata Ha HAKOU
OTIACHHU BELIECTBA U IIpenapaTu

PETJIAMEHT (EO) Ne 648/2004 HA EBPOIIEMCKMS ITAPJIAMEHT U HA
CBBETA ot 31 mapt 2004 roguHa OTHOCHO I€TEPrEHTUTE

[IOIIPABKA HA PEIJIAMEHT (EO) Ne 850/2004 HA EBPOIIEMCKUSA
ITAPJIAMEHT U CBbBETA ot 29 anpun 2004 roguHa OTHOCHO YCTOMYMBUTE OPraHUYHU
3aMBbpPCUTENH U 3a u3MeHeHue Ha [{upextusa 79/117/EO

PEI'JTAMEHT HA KOMUCHUSATA (EO) Ne 2032/2003 ot 4 HoemBpu 2003 roguHa
3a BropaTa (pa3a Ha 10-rogumrHara paboTHa mporpama, MocovyeHa B wieH 16, maparpad 2 ot
Jupektusa 98/8/EO na EBponelickus napiaameHT 1 Ha CbBeTa OTHOCHO ITyCKaHETO Ha ras3apa
Ha OMOIUIHM MTPOAYKTH, U 3a u3MeHeHnue Ha Pernament (EO) Ne 1896/2000



