HAPEOBA

3a pega n Ha4nHa Ha BHOC U U3HOC Ha ONaCHU XMMU4YHU BellecTBa n

npenapaTtu Ha Teputopusita Ha Penybnuka Bbnrapus
(Mpueta ¢ NMMC Ne 161 ot 12.07.2004 r., o6H., B, 6p. 63 ot 20.07.2004 r., B cuna oT
1.01.2005r.)

[maBa nbpBa
ObLLUU NONOXEHUA

Ya. 1. C napenbara ce ypexaar pebT U HaYMHBT 32 BHOC M W3HOC HA OINpEAeNeHU
OITACHU XMMHYHU BEIIECTBA U MIperapaTH Ha TepuTopusTa Ha PenmyOimka beiarapus.

Yua. 2. C napenbdara ce onpeersr.

1. onacHWTEe XWMHYHHU BEIIECTBA M MpemapaTd ChIVIACHO MpmiokeHne Ne 1, kouto
MOJIJIeKaT Ha pa3pelieHne 3a BHOC,

2. yCIIOBHSITA 332 PETUCTPUPAHE HA H3HOCA HA OTIACHUTE XMMUYHU BEIIECTBA U IIPEIapaTH
cbriaacHo npuiioxkenue Ne 1 1 3a yBeioMsiBaHE Ha CTPAHUTE, KbM KOUTO € HACOYEH U3HOCHT;

3. ceappkaHuero W (¢opmara Ha JOKYMEHTHTE 3a pas3pelllaBaHe Ha BHOCA H
perucTpupaHe Ha U3HOCA HAa OMACHUTE XUMUYHH BEIIeCTBa U MpenapaTH ChbIIacHO MPUIOKEHHE
Ne 1;

4. onmacHUTEe XMMHUYHHU BEIECTBA WU MperapaTH, 3a0paHeHH 3a BHOC U U3HOC Ha U OT
TeputopusiTa Ha PenyOnuka bwirapus, chriacHo npuioxenue Ne 2;

5. ChbABpPKAHMETO Ha MYyOJWYHUS DPETUCTHP HA HU3HECEHUTE U BHECEHHUTE OMacHU
XUMHUYHH BEUIECTBA U MIPerapaT ChIIacHO npuioxerune Ne 1.

Ya. 3. (1) Hapenbarta ce mpuiara 3a OMAaCHUTE XMMHYHH BEHIECTBA WU TperapaTd
chriacHo nmpmioxkenue Ne 1, kouTo ca:

1. 3a0paHeHu WK CTPOTO OTPaHUYCHH B €JHA WU TIOBEYE MOJKAaTErOpHH Ha yroTpeoa,

2. 00eKT Ha mporeaypaTa 3a MpPeIBAPUTEIIHO 00OCHOBAHO CHIVIACHE B CHOTBETCTBHE C
KonBenmnusita OTHOCHO TpoleAypara 3a TMPEeABAPUTETHO OOOCHOBAaHO ChIVIacHE TpHU
MEXIYHapOJHATA THPTOBUS C ONPEICICHH ONACHU XHWMUYHH BEIIECTBA W TECTHIIHIU
(Porepmamcka KOHBEHIHs) , paTH(HIHpaHa cbC 3aKoH oT HapoaHoro cwopanue (JIB, 6p. 55 ot
2000r.);

3. ompeiesieHH 3a BKJIIOYBAHE B MPOIIelypaTa 3a MpeIBapuTeIHO 000CHOBAHO ChHITIACHE B
CchOTBETCTBUE C PoTepnaMckara KOHBEHITHS.

(2) CriuchkbT Ha cTpanuTe o PoTepaaMckaTa KOHBEHIMS, T OTTOBOP 3a BHOC Ha
OITACHU XMMHYHH BEIIECTBA U Ipernaparu 1o ai. 1, 1. 2, ce o0HapoaBa B ,, [IbpkaBeH BECTHHK" OT
MUHUCTBpA Ha OKOJIHATA CpeJia U BOJUTE.

Y. 4. (1) BHOCHT Ha OnTaCHM XMMHYHH BeIlleCTBa U mpenaparu mo wi. 3, ain. 1, . 1u 3,
KOHUTO Ca CTPOro OrpaHUYEHH 3a ynoTpeda, ce pa3pelaBa ciie]] H3JjaBaHe Ha pa3pelieHue 3a BHOC
1o oOpaszern cbriacHo nmpuioxenue Ne 3.

(2) He ce pa3peraBa BHOC Ha OTTAaCHM XMMHUYHH BEIIECTBA U MpenapaTy mo wi. 3, an. 1 ¢
1en yrnorpedara UM B 3a0paHeHa/u o KaTeropusi/u.

Y. 5. (1) BHOCHT Ha OlmacHM XUMHYHH BEIECTBA M Mpemapary mo wi. 3, ain. 1, 1. 2, 3a
kouto PemyOnmuka Bbiarapus e najia MOJIOKHTENEH OTrOBOpP 3a BHOC 1O wi. 3, al. 2 , ce
OChIIeCTBsIBA 03 M3JaBaHe Ha pa3pellleHue 3a BHOC U MPH CMa3BaHE Ha YCIOBUATA, IOCOYCHH B
OTTOBOpA.

(2) BHOCHT Ha OMacHW XMMHYHH BEIIECTBA M MpenapaTH 1mo wi. 3, ajl. 1, T. 2, 3a KOUTO
Penrybnuka briarapus He € 1ana OTroBOp 3a BHOC 110 9. 3, ajl. 2, C€ OCBIINECTBSIBA CIIE/I U3/1aBaHe
Ha pa3perieHue 3a BHOC.

Y. 6. (1) BHochT Ha OomMacHH XMMUYHHU BEIIECTBA U MPEMapaTu ChITIACHO MPUIOKCHUE
Ne 1 3a wuscnenoBaresncku, Hay4yHH, y4eOHH WM aHATUTHYHU 1enu 10 10 Kr egHOKpaTHO ce
ocChITlecTBsIBA O€3 M3aBaHe Ha pa3pelieHue 3a BHOC.




PA3PELUABAHE HA BHOC HA ONMACHU XUMWYHU BELLECTBA U NPEMNAPATU

(2) B ciiyuawnre 1o ain. 1 BHOCUTEJISIT 110/1aBa JO MUHKCThPA Ha OKOJIHATA CPeJia U BOJIUTE
JeKJapanus mo oopasell cbriacHo npuioxxenue Ne 4.

Ya. 7. (1) Beeku M3HOCHTEN HA ONTACHO XUMHYHO BEILIECTBO HIIH TIperapar mno 4. 3, ai. 1,
T. 1 ochlllecTBsBa MBPBUS U3HOC CIIE]] U3/IaBaHE HA YOCTOBEPEHHE 3a PETUCTPALMs Ha U3HOC TI0
oOpas3er| cbriacHo npusaoxenue Ne 5.

(2) Beeku crepari] U3HOC 110 ajl. 1 KbM ChIlIaTa CTpaHa Ce OCHIIECTBABA Oe3 U31aBaHe Ha
yIIOCTOBEPEHHE 3a PETUCTPAIIHSI HA H3HOC.

Y. 8. (1) U3HOCHT Ha OMacHHW XHUMHUYHH BEIECTBA U IpenapaTv mo wi. 3, an. 1, 1. 2, 3a
KOUTO MMa TOJIOKUTENIEH OTrOBOp 3a BHOC MO WiI. 3, ail. 2, ce OChIIECTBsIBA 0e3 M3/1aBaHe Ha
yIIOCTOBEPEHHUE 3a PETUCTPAllMsS Ha W3HOC U IPU CMa3BaHE Ha YCIOBUSTA 32 BHOC, IIOCOYEHU B
OTrOBOpA.

(2) Anunest 1 He ce mpmiara, KOraro KOMIETEHTHHST OpPraH Ha CTpaHaTa H3PUYHO
U3MCKBA PETHCTPHpAHE HA U3HOCA.

(3) M3HOCHT Ha ONAaCHU XMMHUYHH BEIIECTBA U MpenapaTy mo wi. 3, ai. 1, T. 2 3a cTpaHH,
KOMTO HE Ca Jajd OTrOBOp 3a BHOC MO WI. 3, . 2 , CE OCBIIECTBSBA CJeN H3/aBaHE Ha
yIIOCTOBEPEHUE 32 PEruCcTpaIus Ha U3HOC.

(4) V3nochT Ha OMAcCHM XMMHUYHHM BEUIECTBA M mpemapatd mo wi. 3, an. 1, 1. 3 ce
OCBIIIECTBSIBA ClIe]] M3JaBaHe Ha yIOCTOBEPEHHE 3a PEruCcTpaIis Ha U3HOC.

Y. 9. He ce pa3pemaBa BHOC M M3HOC HAa OMAacHW XMMHUYHH BEIIECTBA M IpETapary,
KOUTO Ca YCTOMYMBU OpraHUYHU 3aMbPCUTENH ChIIACHO MpUiokeHne Ne 2.

Y. 10. He ce pa3pemaBa BHOC U M3HOC Ha OMACHU XMMHUYHU BEIIECTBA M Iperaparu
cbriacHo npuioxenue Ne 1 mect Mecena rmpeiy U3THYaHe Ha CPOKA UM Ha TOAHOCT, KOraTo TaKbB
CPOK CBHIIECTBYBA WM MOKE J1a ObJIe ONpeNIeNieH OT AaTaTa Ha IPOU3BOICTBO.

Ya. 11. (1) OnacHuTe XUMUYHH BEIIECTBA U TpenapaTy chriacHo npuioxenue Ne 1 ce
OTMaKoOBaT M €THKETUPAT B CHOTBETCTBHE C M3MCKBAHMATAa Ha 3aKOHA 3a 3allUTa OT BPETHOTO
BB3JICHCTBIE HA XUMUYHKTE BeliecTBa U npemnapatu (33BBXBII).

(2) UndopmarmsTa Ha eTHKETa Ha OMTACHO XMUMHYHO BEIECTBO MJIM MPEnapaT ChIIacHO
npunoxkenue Ne 1 tpsioBa ga 6b/e npeBeeHa Ha OUITMATHUS €3UK WM Ha €IUH OT O(UILIMATHUTE
€3UIM Ha CTPaHaTa, 3a KOSATO € MpeIHAa3HAYeH U3HOCHT.

Y. 12. (1) IIpu u3HOC HA OMMACHO XMMHUYHO BEIIECTBO U MPENapar 1o wi. 7 1 4. 8, ai. 2,
3 ¥ 4 W3HOCHTENAT TNpHUjara KbM MHTHHYECKaTa JOKyMEHTAalHs HH(OpMAIMOHEH JHCT 3a
6e3omacHocT o wi. 76 ot 33BBXBII u konue Ha yA0CTOBEPEHUETO 3a PETUCTpaIus Ha U3HOC,
3aBepeHO OT MUHHUCTEPCTBOTO Ha OKOJIHATA CPea U BOJIUTE.

(2) B cayuauTe 1o ui. 8, an. 1 M3HOCHTENAT NMpujiara KbM MUTHUYECKATa JTOKYMCHTAIIHS
camo WH(OpPMAIMOHEH JIUCT 3a O6e3omacHocT 1o wi. 76 ot 33BBXBII.

(3) UudopMariioHHUAT JKCT 3a Oe30omacHoCT 1o aji. 1 u 2 TpsioBa ga Objie MpeBeacH Ha
ouIMaNHUS €3UK WM HA €WH OT OQHIMATHUTE €3UIM Ha CTpaHaTa, 3a KOSATO € MpeHa3HaYeH
U3HOCHT.

Y. 13. lo kpast Ha ITbPBOTO TPUMECEUHE Ha BCAKA KaJleHAapHa TOJJMHA BHOCUTEINTE U
M3HOCUTENIUTE HAa OMAacHM XMMHYHHU BEIIECTBAa WJIM MpenapaTd ChIIacHO mpuioxeHue Ne 1
npencTaBIT B MUHHCTEPCTBOTO Ha OKOJIHATAa cpela M BOAUTE MH(GOpMAIMs 3a MpeaxoHaTa
rOJIMHA ChIVIACHO MpuioxkeHue Ne 6.

Y. 14. MUHUCTBPHT Ha OKOJTHATA CPeJia M BOJIUTE BOIH MYOJIMYEH PETUCTBP MO 00pa3el
ChriaacHO mpuiiokeHne Ne 7 Ha W3HECEHHWTE M BHECEHHTE ONACHU XHMHYHU BEIIeCTBA W
npenaparu ot npuioxenue Ne 1.

[naBa BTOpa
PA3PELWLABAHE HA BHOC HA OINMACHU XUMW4YHU BELLECTBA U
NMPENAPATHU
Ya. 15. (1) BHocuTensaT Ha OmacH! XMMHUYHH BEIECTBA MJIM NIpenapary 1o 4i. 4, an. 1 u
1. 5, a1, 2 moAasa 10 MUHUCTbpa Ha OKOJIHATA CpeJia U BOANUTE (OpMYJISIp 3a pa3pelieHue 3a BHOC
1o o0Opaszer cbriracHo mpuioxenne Ne 3 B Tpu eK3eMIUIspa.
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HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

(2) KsM dpopmyispa o ai. 1 ce mpuarar u.

1. ymocToBepeHHe 3a aKTyalHO ChCTOSIHUE Ha ChJeOHATa pEerucTpalis Ha BHOCUTEIS, a
3a 4y)KJCCTPAHHUTE JIUIIA - IOKYMEHT, yIOCTOBEPsIBaIll IPABHUS CTATyC Ha BHOCUTEIIS, U31aJICH B
CHOTBETCTBHE C HAIIMOHAIIHOTO MY 3aKOHOATEIICTBO;

2. nadopMaImoHeH JUCT 3a 6e3omacHoCT 1o wi. 76 33BBXBII Ha Obnarapcku €3uk U B
OpUTHHAI,

3. IOKyMEHT 3a IJIaTeHa TaKca Mo Wi. 72 0T 3aKOHa 3a Olla3BaHe Ha OKOJIHATA CPeJia .

(3) Ilpu momycHAaTH TPEIIKM U HEMBJIHOTH B JOKYMEHTHTE MO ajl. 1 MUHUCTHPBHT Ha
OKOJIHATa Cpe/ia M BOAMTE B S5-IHEBEH CPOK YBEIOMSIBA 32 TOBA BHOCHUTEIIS.

Ya. 16. (1) MuUHHCTBPBT Ha OKOJHATA CpPe/ia U BOJUTE WM YI'BIIHOMOIICHO OT HETro
JUTHKHOCTHO JIMIIE M3Ipalia B 3-THEBEH CPOK JTIOKYMEHTHTE 110 wi. 15, ai. 1 u 2 3a mosry4aBaHe Ha
CTaHOBHIIE OT PETHOHATHATA WHCIIEKIIUS TI0 OKOJTHATA Cpejla U BOJUTE, HA YHSITO TEPUTOPHS Ce
HaMHpa MPEINPUIATHETO WU CKIIATbT HA BHOCHUTEITS.

(2) Pernonannara MHCIEKITHS 10 OKOJIHATA CpeJia U BOJUTE M3Mpalia B 5-THEBEH CPOK
CTaHOBHIIIE IO MUHUCTHPA Ha OKOJIHATA Cpe/ia U BOJIUTE.

Ya. 17. (1) MuHHCTBPBT Ha OKOJHATA CpPe/ia U BOJUTE WM YI'BIIHOMOIICHO OT HETrO
JUTBKHOCTHO Jiniie B 20-THEBEH CPOK OT JlaTaTa Ha MojlaBaHe Ha IOKYMeHTHTe o wi. 15, ain. 1u 2
WM OT JIaTaTta Ha ToJydaBaHe Ha KOPUTHPAHUTE U IOTTBIIHEHU JOKYMEHTH 1m0 wi. 15, an. 3 u3znasa
paspelnieHue 3a BHOC.

(2) PaspermienneTo mo an. 1 e BaauaHO JO Kpas Ha KaJeHJIapHaTa rojJdHa, B KOSTO €
U3/aJICHO.

Y. 18. Ilpu HacThIWIM NPOMEHM B chieOHaTa peructpamus mo wi. 15, am. 2, 1. 1
BHOCHUTEIIAT € JUTHKEH J1a YBEIOMA MUHHCThpPA Ha OKOJTHATA CPE/ia U BOJHTE.

[maBea TpeTa
PETUCTPUPAHE HA N3HOC U YBEOOMABAHE HA CTPAHUTE, KbM
KOUTO E HACOYEH U3HOCBT

Ya. 19. (1) Ilpeau ocwhliecTBABaHE HAa M3HOC HAa OMACHO XMMHUYHO BEIIECTBO WIIU
npenapar mo wi. 7, ain. 1 u 4. 8, an. 2, 3 u 4 U3HOCHUTENIAT 10/1aBa O MUHUCThPA Ha OKOJIHATA
cpelia ¥ BOJUTE 3asBJICHHE 32 PETHCTPAIls Ha U3HOC, KOETO ChIbpPXKa!

1. uMeTOo, CeaMIIeTOo U ajipeca Ha U3HOCHTEIS;

2. HAaWUMEHOBAaHUETO HA OMACHOTO XHMHYHO BEIIECTBO WJIM TIpernapar ChIVIACHO
npuioxenne Ne 1, koeto nmpencTou a Obe N3HECEHO,

3. cTpaHaTa, KbM KOSITO € HACOYEH U3HOCHT.

(2) KpM 3asBiieHuero mo ai. 1 ce mpujarar u.

1. ynocToBepeHue 3a aKTyallTHO ChCTOSIHUE Ha ChJIeOHATA PETUCTPALIAS HA H3HOCUTEIS, a
3a 9y)KJIECTPAaHHHTE JIUIA - IOKYMEHT, YJIOCTOBEPSBAII] IPABHHS CTATYC Ha U3HOCUTEIIS, H3/1aJICH
B ChOTBETCTBHE C HAIIMOHAITHOTO MY 3aKOHOATEIICTRO;

2. ”HPOPMAIIMOHEH JIUCT 32 U3HOC ChIIIACHO MpriiokeHune Ne 8;

3. IOKyMEHT 3a IJIaTeHa TaKca Mo Wi. /2 0T 3aKOHa 3a ONa3BaHe Ha OKOJIHATA CPeJia .

Y. 20. (1) UsHocuTeasT mogaBa JOKYMEHTHTE M0 wi. 19 10 MHHHCTBpa Ha OKOJIHATA
cpena u Bogute 30 THU Tpear U3HOCA.

(2) Tlpu momycHATH TPEIIKA M HEMBbJIHOTH B JOKYMEHTHTE MO ai. 1 MHUHUCTBPHT Ha
OKOJTHATA Cpe/ia U BOJUTE B S-THEBEH CPOK YBEIOMSBA 33 TOBA U3HOCHUTEIIS.

Ya. 21. MuHHCTBPBT Ha OKOJHATA Cpelia M BOJWTE WM YI'BIIHOMOIIEHO OT HETO
JUTHKHOCTHO JTUIe HHPOPMIpPAa KOMIIETCHTHOTO BEJOMCTBO Ha CTpPaHATa, KbM KOSTO € HaCOYCH
U3HOCHT Ha OMACHOTO XMMHYHO BEIIECTBO WJIM Tpenapata, B 15-7HEBEH cpok OT jarata Ha
MoJlaBaHe Ha JOKyMeHTHTe mo wi. 19 wminm or jmatara Ha ToJlydaBaHe Ha KOPHUTHPAHHUTE W
JOTIBJIHEHH JTIOKyMeHTH 110 4. 20, amn. 2.

Ya. 22. Tlpu nonyyaBaHe Ha ChIVIACHE 33 BHOC OT CTpaHATa, KbM KOSITO € HACOUYEH
U3HOCHT, MUHHCTHPBHT Ha OKOJTHATA CPE/ia M BOJUTE M3JlaBa YIOCTOBEPEHUE 332 PErHCTPAIUs Ha
M3HOC Ha OMTACHOTO XUMHUYHO BEIIECTBO HIIM IIperapara ChriacHo mpuiiokenne Ne 1.
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AOMBIIHUTENTHA PA3NOPELNBA

Y. 23. Ilpu nonydaBaHe Ha OTKa3 32 BHOC OT CTPaHAaTa, KbM KOSITO € HACOUEH MU3HOCHT,
MHUHHMCTBPBT Ha OKOJIHATA CpeJia U BOJUTE B S-THEBEH CPOK YBEIOMSBA 32 TOBA U3HOCUTEIIS.

Ya. 24. (1) Besika kanennapHa roauHa 15 nHu npenu ochbllecTBIBaHE Ha MbPBU U3HOC Ha
OMaCHO XHMMHYHO BEIIECTBO WJIM Mpermapar, 3a KOeTO MMa M3/aJeHO YIOCTOBEpEHHUE 3a
perucTpanys Ha U3HOC MO0 Wi. 22 , U3HOCHUTENAT MPEJICTaBs 10 MUHUCThpPA HAa OKOJTHATA cpena 1
BOJIUTE YBEJOMJIEHHE MO 00pa3zel ChIi1acHo npuiiokeHue Ne 9, npuapyxeHo ¢ nHpOopMalMoOHEH
aucT 3a 0ezonacHocT 1o wi. /6 ot 33BBXBII .

(2) MuHHCTBPBT Ha OKOJIHATA CPE/IA M BOIUTE YBEAOMSIBA KOMIIETEHTHOTO BEJOMCTBO Ha
CTpaHaTa, KbM KOSTO € HacouyeH W3HOCHT, B 10-7HEBEH CpOK ciex TpeAcTaBsHE Ha
YBEJIOMJIEHHETO 110 aj. 1.

Y. 25. Hoa peructpaiiyst Ha H3HOCa c€ U3BbPIIBA, KOraTo:

1. caen mbpBUS M3HOC ca HACTBHIMIM NMPOMEHH B 3aKOHOJATENICTBOTO Ha PemyOmmka
Bwarapus oTHOCHO TpeaMeTa Ha U3HOCA, ITYCKAaHEeTO Ha Ma3apa U yrnoTpedara Uil eTHKETHPAHETO
Ha ONACHUTE XMMHYHH BELIECTBA U MIPenapaTu chIylacHO npuioxenue Ne 1;

2. ChCTAaBBT Ha Tpernaparta € MPOMEHEH [0 TaKaBa CTEIEH, Y€ HErOBOTO ETHKETHpaHe
cJiefiBa Jja ce IPOMEHHU.

Y. 26. Paznopenodure Ha wi. 20 u 21 He ce mpuiaraT B CIIy4anTe, KOraTo 3a0aBsHETO Ha
U3HOCA MOJKE J1a IIOCTaBH B OMACHOCT ’KMBOTA U 3/[paBETO HA XOpaTa M OKOJIHATA CPefia U 3a TOBA
MMa ChIJIacue OT CTPaHaTa, KbM KOSITO € HACOYEH U3HOCHT.

OOMbINHUTENHA PA3IMNOPEOBA

8 1. ITo cmuchiIa Ha HapeaOara:

1. ,BHoc” e BBBeXIaHe Ha MUTHHYECKaTta Teputopus Ha PenyOnuka bwiarapus Ha
OMMAaCHU XHMMHUYHHU BEIECTBA U Tpernapatd CbhriaacHO mnpuioxkeHue Ne 1, mocTaBsHM TOJ
MUTHUYECKH PEXKUMH, PA3IMYHU OT TPAH3UTA.

2. ,Brocuten” e ¢uzmuecko WM IOPUIWYECKO JUIE, KOETO MO BpeMe Ha BHOC €
TBPTOBCKHUSAT MOJy4aTe)I Ha OMTACHOTO XUMHUYHO BEIIECTBO WIIH MpEnapar ChbIriIacHO MPHIOKECHHE
Ne 1.

3. ,3a0paHeHO OMacHO XMMHUYHO BEIIECTBO WIIM Tpenapar’ € TaKoBa ONMacHO XMMHYHO
BEIIECTBO WJIM Mpernapar, KOeTo Mopajiyd OMacHOCT 3a 3/IpaBeTO Ha XOpaTa M 3a OKOJHATa cpejia e
3a0paHeHo 3a yrnoTpeda chriiacHo mpunoxkeHus Ne 1 u 2.

4. ,VI3HOC” e MOCTOSTHHO WJIM BPEMEHHO HallyCKaHe Ha MUTHUYECKaTa TEpUTOpUS Ha
Penrybnuka beirapus Ha OonacHU XUMHUYHHU BEIIECTBA U MPENapaTy ChIriIacHO mpuiiokeHue Ne 1,
MOCTaBSIHU 110 MUTHUYECKH PEXUMH, Pa3IMUHU OT TPAH3UTA.

5. ,M3HocuTen” e Gpu3ndecko WM PUINIECKO JIUIE, OT UMETO Ha KOETO € ToJajcHa
MUTHHYECKaTa JEKJIapaius 3a U3HOC Ha OMacHO XMMHUYHO BEUIECTBO WJIM MIperapar ChIIacHO
npuioxenue Ne 1.

6., Ilectunuan” ca XUMUYHHU BEIIECTBA U TIPETIapaTH, KOUTO Ce pa3/ieysT B CIICAHHUTE JIBE
MOJIKATeTOPUH Ha yroTpeoda:

a) TMPOJYKTH 3a PaCcTUTEIIHA 3aII[HTa,;

0) OuoruIy.

7. ,IIpoMunuieHn XUMUYHHM BeEIIeCTBA W Tpenaparu’ ca XHUMHYHU BeIIeCTBA U
mperapaTy, IpeJHa3HAYCHH 3a TMPOMHUIIJIEHA yIoTpeda, KOUTO Ce pa3ieiisaT B CICIHUTE J[BE
MOJIKATETOPU U

a) XMMAYHH BEIIECTBA WJIH MpernapaTu 3a NpoQecroHaiHa yrnoTpeoa;

0) XUMHUYHHU BeIeCTBA WK MPEnapaT 3a MacoBa yrnorpeoa.

8. ,,CTporo orpaHrue€HO XUMHUYIHO BEIECTBO HJIM MperapaTr” € TaKOBa OMMACHO XMMHYHO
BEIIECTBO WJIM IpemnapaT ChbIiIacHo mpuioxkeHue Ne 1, koeTo mopaay OomacHOCT 3a 3/IpaBeTo Ha
Xopara M 3a OKOJHATa cpesia MPaKTUYeCKH € 3a0paHeHo 3a ynorpeba, HO 32 KOETO ONpeAeieHH
cnenuuYHN ynoTpeOu ocTaBaT pa3peuieHH.

9. ,IIpenBaputenHo 000CHOBAHO chIVIacue” € yCTaHOBeH ¢ PoTepmamckara KOHBEHITHS
MPUHIIMIT B MEKIyHApPOIHATa THPrOBHsI C OMACHU XMMHWYHU BEIIECTBA U MECTULIUIH, 3a0paHeHU
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HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

WIN CTPOTO OTPaHMWYEHU 3a ynorpeba, ¢ Iiell 3allUTa Ha YOBEIIKOTO 3[paBe M OKOJIHATA Cpefa,
CBIVIACHO KOMTO TEXHUAT BHOC C€ OCBILECTBSIBA CAMO IIPH MOJIOKUTENIEH OTTOBOP 3a BHOC, 1a/I€H
OT CTPaHHUTE 110 KOHBEHLIUATA, KbM KOUTO € HACOUYEH MU3HOCHT.

10. ,,Crpana no PotepmamckaTa KOHBEHIIUSI € Jbp)KaBa MM PETHOHAIHA OpraHU3alus
32 MKOHOMHYECKa MHTErpalys, KOSTO Ce € MPHCHhEIUHUIA KbM KOHBEHIHMATA H/WIN 33 KOSTO
KOHBEHIIUSATA € B CUJIA.

11.,,OtroBop 3a BHOC” € ChIVIacHe WIIM OTKa3 32 BHOC HAa OITACHU XMMHMYHH BEILleCTBa WIN
npenapaTt, 00eKT Ha IpoLeaypaTa 3a IpeJBapUTeIHO 0OOCHOBAHO ChIUIACHE, AAJI€HO OT CTpaHa
no PorepnamckaTa KOHBEHIIHS.

NMPEXOOHU U 3AKITIOYUTEJNTHU PA3NOPEOBU
§ 2. Hapenbara ce mpuema Ha ocHOBaHue Wi. 22, ail. 2 U 3 OT 3aKoHa 3a 3aIluTa OT
BPEIHOTO BB3/JCHCTBIE HA XMMUYHHUTE BEIIECTBA U TIPEMapaTH .
8§ 3. Hapenbara Biu3a B cuiia ot 1 suyapu 2005 T.
8 4. Pasnopendure Ha ui. 4, an. 2 3a anedaT U HuHEO, BKIIIOUECHH B CITUCHKA CHIIIACHO
npuioxenne Ne 1, Biuzar B cuna ot 1 suyapu 2007 T.




HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

CIINCBK
HA ONACHM XMMHMYHHM BellleCcTBAa M NpenapaTu, 3a0paHeHH UJIHu CTPOro

OrpaHUYeHH 32 ynoTpeda

IIpnioxenne Ne 1
KbM wiI. 2, T. 1

Tapudna Orpannye-
OnacHo XUMHYHO CAS No EINECS N MO3HIHS, HO}IKaTel"OpI/I:I HUe 3a
BellecTBo/mpenapar MOANMO3UIMS WK | Ha ynoTpeda (*) | ymorpeda
TapudeH HoMep (**)
1 2 3 4 5 6

OnacHy XUMUYHH BEIIECTBA U MPENapaTH, 3a0paHeH! WK CTPOTO OTPAHUYCHH B €THA WIIH TIOBEUYE
MoAKaTeropyu Ha yrmorpebda mo wi. 3, ain. 1, 1. 1

1,1,1-TpuxnopoeraH 71-55-6 200-756-3 290319100 n(2) 3
ApceHoBH
cbeauaenus(l) p(2) co
Asundpoc-eTrI 2642-71-9 220-147-6 293399900 p(1) 3
benzen(2) 71-43-2 200-753-7 290220000 (2) Cco
Kanmuii u serosure 8107
SH— 7440-43-9 | 2311528 1 356635000 n(1) co
u ap. u ap.
v Jp.

Borieponen
TETPaXJIOPHU]I 56-23-5 200-262-8 290314000 n(2) 3
(TeTpaxmopomMeTaH)
Xiopodopm 67-66-3 200-663-8 290313000 (2) 3
Kpeozor n 8001-58-9 232-287-5
HIPOMSBOIEH Ha 61789-28-4 | 263-047-8
KPeo30Ta BelecTBa

84650-04-4 283-484-8

90640-84-9 292-605-3

65996-901-0 | 2266-026-1 | 2707 ?1 000 n(2) 3

90640-80-5 292-602-7

65996-82-2 266-019-3

8021-39-4 232-419-1

122384-78-5 | 310-191-5
[{uxanorpux 68085-85-8 268-450-2 292690950 p(1) 3
1166
(mubyTHITKATACH 75113-37-0 401-040-5 293100950 (1) 3
XHIPOKCHOOPAT)
denBasepar 51630-58-1 257-326-3 292690950 p(1) 3
depbam 14484-64-1 238-484-2 293020000 p(1) 3
XekcaxJaopoeTaH 67-72-1 200-666-4 290319800 (1) co
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NMPUNOXEHUE Ne 1

a) ManenHoB
XHAPA3HI] U COJMTE
MY, OCBEH HETOBHUTE
XOJIMHOBH, KAJTHEBU U
HATPHEBHU COJTH

123-33-1

204-619-9

293399900

p(1)

0) XoauHOBH,
KaJMEeBH U HATPHEBH
COJIM Ha MaJEHHOBHS
XHUIPA3H/I,
ChJIbPIKAIIH ITOBEYE
ot 1 mg/kg cBoGoaeH
XHUJIpa3yH, U3YUCICH
Ha 0a3a Ha
KHCEITNHEH
€KBUBAJIEHT

51542-52-0

MoHOIMHYpOH

1746-81-2

217-129-5

292800900

p(1)

IIepmerpun

52645-53-1

258-067-9

291620000

p(1)

[Tpodam

122-42-9

204-542-0

292429950

p(1)

TpuopranokanaeHu
ChEIMHEHUS

293100950

p(2)-n(2)

CO-CO

HuHaeo

12122-67-7

235-180-1

382490900

p(1)

3

OnacHu XMMUYHHU BEILECTBA U NTpenapaTu - 00EKT Ha MpoLeAypaTa 3a MpeiBapUTEIIHO 0OOCHOBAHO

chIylacue, B ChOTBETCTBUE ¢ PoTepmaMckara KOHBEHITUS 10 4. 3, ail. 1, T. 2

1,2-JIlu6bpomoeTan

106-93-4 203-444-5 290330360 p(1) 3
(eTunen nubpomMu)
1,2-/lnxsropoerar 107-06-2 203-458-1 | 290315000 p(1)-1(2) 3-3
(eTunen auxmopH1I)
2,4,5T (2,4,5-tpu-
XJIOPOPEHOKCH-OIIET 93-76-5 202-273-3 291890900 p(1) 3
Ha KUCEITNHA)
A3SOCCTOBM BIAKHA: | 15001 984 | 310-127-6 252400 n(1)-n(2) 3-3
Kpokugonur
Amo3ut 12172-73-5 2524 00 n(1)-n(2) 3-3
AnToduIHT 77536-67-5 2524 00 n(1)-n(2) 3-3
AXTHHOJIUT 77536-66-4 2524 00 n(1)-n(2) 3-3
Tpemonur 77536-68-6 2524 00 n(1)-n(2) 3-3
bunanaxpuin 485-31-4 207-612-9 291619800 p(D-n(2) 3-3
Kamrradoun 2425-06-1 219-363-3 293090700 p(1)-p(2) 3-3
Xnopaumehopm 6164-98-3 228-200-5 292520000 p(1) 3
XnopoOeH3unar 510-15-6 208-110-2 291819800 p(2) 3




HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

JTHOK (auuuTpo-o-
KPE30JI) ¥ HETOBUTE
COJTH

534-52-1

208-601-1

290890000

p(1)

adMOHHCBA COJI

2980-64-5

KaJIueBa COJI

5787-96-2

HaTpueCBa COJ

2312-76-7

JlnHOoCce0, HeroBus
areTar M COJH

88-85-7 u np.

201-861-7un
Ap.

290890000
291539900

p(1)-n(2)

Etunen oxcung
(Oxcupan)

75-21-8

200-849-9

291010000

p(1)

dryopoarieTaMu;

640-19-7

211-363-1

292419000

p(1)

HCH
(xeKcaxI0pPOIHKIIO-
XEKCaH), ChIbpIKaIll
no-Majko ot 99,0%
OT Tama u3oMep

608-73-1

210-168-9

290351000

p(1)

Jurgan (y-HCH)

58-89-9

200-401-2

290351000

p(1)

JKuBaunu
ChEeIUHEHUS

10112-91-1,
21908-53-2 u

Ap.

p(D)-p(2)

3-CO

Metamunodoc (pas-
TBOPUMH T€YHHU (Op-
MyJIaliK Ha
BEIIECTBO TO,
ChIbPIKAIIH ITOBE- U
ot 600 g akTUBHO
BerectBo /1)

10265-92-6

233-606-0

380810400

p(1)

Metun-napaTuoH
(emynrupanm
KOHIIeH- TpaTH ¢ 19,5
%, 40 %, 50 %, 60 %
AKTHUBHO BEIIECTBO U
mpax, Cb- AbpIKaIl
1,5%,2%u3%
AKTHUBHO BEIIECTBO)

298-00-0

206-050-1

380810400

p(1)

MounokpoTodoc
(axTHBHO BEIIECTBO U
Pa3TBOPUMHU TCUHHU
dbopmynanuu Ha
Bellec- TBOTO,
ChIbPIKAIIH ITOBEUE
ot 600 g akTUB- HO
BerrecTBo /1)

6923-22-4

230-042-7

380810400
380890900

p(1)

[TapaTnon

56-38-2

200-271-7

292010000

p(1)




NMPUNOXEHUE Ne 1

IMenraxmopodenon(l

) 87-86-5 201-778-6 290810000 p(2) co
IIpaxoBu
dhopmynanuu,
ChIbPIKAIIH
KOMOHWHAIHA OT:
6enomuit > 7 %, 17804-35-2 241-775-7 293399900
0
Kapobypan =10%6 | 1563662 | 2163530 | 293299850
tupam > 15 % 137-26-8 205-286-2 293030000
dochamuaoH 13171-21-6
(pa3tBOpuMHU Teunu | (cmec, E- u Z-
bopmynamuu Ha Be- HU30MEpH)
HECTBOTO, 23783-98.4 | 236-1165 | -00010400 p(1) 3
380890900

ChabpKaiy moseue | (Z-uzomep)
ot 1000 g akTuBHO 297-99-4
Berecto/l) (E-u3omep)
[Tomubpomupanu 36355-01-8
oudennnmu (PBB) (xexca-)

21858-07-1 : 2903 69 90 0 (1) co

(oxTa-)
13654-09-6
(mexa-)

[Tonuxnopupanu e s
repdermum (PCT) 61788-33-8 262-968-2 290369900 (1) 3
Tpuc (2,3
JInGpomorporn) 126-72-7 204-799-9 291900900 (1) co
dbochar

OrnacHu XMMUYHU BEIIECTBA U MIpenaparH, ONpeiesieH! 3a BKIIOUBAHE B MPOIeAypaTa 3a

MpeABapUTEIIHO 000CHOBAHO ChIyIacue mo wi. 3, ail. 1, 1. 3

Amutpas 33089-61-1 251-375-4 292520000 p(1) co

ATtpaszun 1912-24-9 217-617-8 293369100 p(1) co

2Hagrumammaw | o9 gg g, | 202:080-4m | 5059 45000 n(1)-n(2) 3-3

HETOBHUTE COJIH ap.

A-Avmmodupennn u | g5 57 q o | 202717l 5051 49800 | n(1)-n(2) 3-3

HETOBHUTE COJIH ap.

4-Hutpobudenun 92-92-3 202-204-7 290420009 n(1)-n(2) 3-3

Anedar 30560-19-1 250-241-2 293090700 p(1) 3

Anaukap0 116-06-3 204-123-2 293090700 p(1) 3

A30ecToBH BJIaKHA! 12001-29-5

XpuzoTui W 310-127-6 2524 00 n(1)-n(2) 3-3
132207-32-0




HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

beusunun u

92-87-5 202-199-1 292159900 (1)-m(2) co-3
HETOBHTE COJIH
beusununosu i i () 5
MIPOM3BOIHU
Xnophenanup 122453-73-0 293399900 p(1) 3
XJ1030/1MHAT 84332-86-5 282-714-4 293499900 p(D) 3
Jukodod, chabprkalg
mo-Majko ot 78 %
p,p"-muxodon i 1 an. Nao.
o/kg JUIT 1 mpous- 115-32-2 204-082-0 290629000 p(2) 3
Bojuu Ha JIJIT
ChEMHCHHUS
Jluuotepo 1420-07-1 215-813-8 290890000 p(2) 3
deHTHH aneTar 900-95-8 212-984-0 293100950 p(1) 3
DeHTHH XUIPOKCH]T 76-87-9 200-990-0 293100950 p(D) 3
denTHOH 55-38-9 200-231-9 293090700 p(1) co
MoHnomeTu-
TuopoMoareHNIT
MmeTaH; ThProBcko 99688-47-8 401-210-1 290369900 (1) 3
HaMMEHOBaHHUE!
JIBBT
MonomeTni-
nuxopoaudeHun
MeTar; Tbproseko - 400-140-6 | 290369900 n(1)-n(2) 3-3
HaMMEHOBaHHE!
VYrunek 121 vnn
VYrunek 21
MonomeTni-
TETPaxXJI0POAUPEHUI
MeTaH; TbpProBcko 76253-60-6 278-404-3 290369900 n(1)-n(2) 3-3
HaMMEHOBaHHE!
VYrunek 141
Hurpoden 1836-75-5 217-406-0 290930900 p(2) 3
STI;?@OMO”“@GHHH 32536-52-0 | 251-087-9 | 290930380 n(1) co
EZ?:;@OMOM@GHH 30534-81-9 | 251-084-2 | 290930310 n(1) co
IMTupazodoc 13457-18-6 236-656-1 293359950 p(1) 3
Kynnrosen 82-68-8 201-435-0 290490850 p(1) 3
Cumasun 122-34-9 204-535-2 293369100 p(D) co
Honundenon
(CeHa(OH)CoHz) 25154-52-3 246-672-0 290713000 (1) co
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NMPUNOXEHUE Ne 1

Honundenon
€TOKCHIIAT
(C2H40)nC15H240)

p(1)-n(1)

3-CO

TexHaszen

117-18-0

204-178-2

290490850

p(1)

Terpaerni os10B0O

78-00-2

201-075-4

293100950

n(1)

Cco

TeTpaMCTI/IJ'I OJIOBO

75-74-1

200-897-0

293100950

(1)

(&10)

TpropranokanaeHu
ChEIMHCHHUS
(TpubyTHIKaTacHH
ChEIMHECHHUS, BKIL.
ouc u np.
(TpubyTHIKamacH)
OKCH/I)

56-35-9 u np.

200-268-0

293100950

p(2)

Cco

Tpuc-azupuaHmI-
dhochuHOKCH

545-55-1

208-892-5

293399900

n(1)

Cco

Jlerenna:

(*) loxkareropwust Ha yroTpeoda:

p(1) - mpoyKTH 3a pacTUTENHA 3aIUTa,
p(2) - ouonmawy;
(1) - npOMHUIITICHN XMMHYHHU BEIIECTBA WU MPenaparty 3a npopecuoHaina ynorpeoa,

1(2) - TpOMHIIICHN XUMHYHH BEIIECTBA HJIH MTpenapary 3a MacoBa yrnoTpeoa.
(**) Orpannuenue 3a ynotpeda B ChOTBETHATA MTOJIKATETOPHS HIIH TOIKATETOPHH:
CO - CTPOT'O OTPaHHUYCHHUE;

3 - 3a0paHa.
(1) Tlpm BHOC Ha OWOUMAHU TMpenapaTH, ChIbPXKAIIM KAaTO AKTUBHH BEIECTBA
IIOCOYCHUTE OMACHM XMMHYHH BEIIECTBA, KbM JOKYMEHTHTE 10 wi. 14, an. 1 ce mpuiara u Komue
Ha pa3peIleHUEeTO 3a MMyCKaHe Ha Ma3apa Ha OMOIU/IeH MpenapaT, U3AaeHO Mo peaa Ha paszaedn ||
Ha riaBa yeTBbpTa oT 33BBXBII.
(2) C m3ximoueHne Ha OeH3eHa B TEYHUTE IOpPHMBA 33 MOTOPHH NPEBO3HU CPEICTBA, B
cpoTBeTcTBHE ¢ Hapen0aTa 3a M3MCKBaHMATA 32 KAUECTBOTO HA TEYHHUTE TOPHBA, YCIOBUATA, Pea
¥ Ha4yMHAa 32 TeXHUs KOHTpoI1, npuera ¢ [loctanoBinenne Ne 156 na Munucrepckus cbeet ot 2003
r. (JIB, 6p. 66 or 2003 r.).
CAS Ne - Homep o O6mums peructbp Ha xumuyHute BemectBa (Chemical Abstracts

Service).

EINECS Ne - Homep no EBpornelickusi HHBEHTapU3aIllMOHEH CITUCHK Ha CHIECTBYBAIINTE
ThPrOBCKM XMMUYHHU BEIIECTBA.
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HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

CIINCBK

Mpunoxenue Ne 2
KbM 4WiI. 2, T. 4

HA ONACHUTE XUMHYHH BelIeCTBA U MPeNnapaTu, KOUTO €A YCTOWYNBH OPraHUYHI
3aMbPCHTEJIH H €A 3a0paHeHH 32 BHOC H H3HOC HA M OT TEPUTOPHUSATA HA

Peny6inka bparapus

XUMHYHO BelecTBO/mpenapar EC Ne CAS Ne Tapuden Ne
1. Anppun 206-215-8 309-00-2 290359900
2. Xnopnan 200-349-0 57-74-9 290359900
3. duennpun 200-484-5 60-57-1 291090000
gﬁf@iﬁiﬁéﬁﬁﬁﬁeﬁ;&z_ 200-024-3 50-29-3 2903 62 000
5. Enapun 200-775-7 72-20-8 291090000
6. Xernraxyop 200-962-3 76-44-8 290359900
7. XekcaxJIOpoOeH3eH 200-273-9 118-74-1 290362000
8. Mupexkc 219-196-6 2385-85-5 290359900
9. Tokcaden (kambexiop) 232-283-3 8001-35-2 380810200
10. IMomuxnopupanu oudeHmIm
(PCB), ¢ u3kitouenue Ha MOHO- U | 215-648-1wm np. | 1336-36-3 u jp. 290369900

TUXJIOpUpaHu OnudeHmm
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NMPUNOXEHWUE Ne 3

Hpunao:xenue Ne 3
KbpM 41. 4, aa. 1

Pa3peiienne 3a BHOC Ha ONIACHU XMMHYHH BelllecTBA U NpenapaTu

Bx. Nes MOCB: .ccovviveee. M3x. NeBMOCB: ..o

BHOCHTET: oovvvveevevvviereenen % K35 (61637 6 X)) SO,
BYJICTAT: .o 1007710119 ¢: IR
JaabueH Noi .....ooocveeeiien, CTpaHa: ....coovvveviveeeeeieenn,

Az[pec HA BHOCHUTECIIA: ....evvvenenes

TTOTPEOHTEIL ...vveeeiieeeieee sttt
BYJTICTAT: e
JTaHBYCH NO. ... e

AJPEC HA TIOTPEOUTEIIS. «evveeneeeenreerieesnreesseeeneesneesneesneeenns

HaumenoBanue
Ha OIMAacHOTO Paspemena 3abpaneHa/u
CAS | Tapuden P p KonuuectBo | Cpok Ha
XUMUYIHO MOJKATETOpHsL | TOAKATeropus/u
Ne HOMED (kg, ) TOJTHOCT
BEIIECTBO WIIH Ha yroTpeba Ha yroTpeba
npemnapar

VYcnoBus 3a BHOCA™ .

Anpec Ha IPON3BOJCTBEHOTO MIPEAIIPUATHE, 32 KOETO € IpeIHa3HaueH BHOCHT, /MM Ha CKJIaja,
KBJETO 1€ C€ ChXPaHsIBa OACHOTO XMMHUYHO BELIECTBO UJIM IIpenapar:

BraocuUTET: ..oevvv ) 03150 (<,
| 0711517 (cN (MOCB)
[leyat [Teyar nra MOCB
Tem: v,

*T'pachata ce monmbjBa OT KOMIIETEHTHUS OPraH.

IIpunoxenus:

1. YaocroBepeHue 3a akTyaaHO ChbCTOSIHUE Ha CheOHATa perucTpaiysi Ha BHOCUTENS, a
3a 4y’KJeCTpaHHUTE JINIIA - JOKYMEHT, yI0CTOBEPsIBaIll IPABHUS CTATyC Ha BHOCUTES, U3a/ICH B
CBHOTBETCTBUE C HAIIMOHAIIHOTO MY 3aKOHOJIATEJICTBO.

2. adopmaiimoHeH JIMCT 32 6€30MacHOCT.

3. JIokyMeHT 3a njaTeHa Takca.
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HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

IIpnioxenune Ne 4
KbM 4. 6, air. 2

Jexyiapanus Npu BHOC HA ONMACHU XHMHYHU BellleCTBA U/WJIM NMpenapaTu

CHIVIACHO MpHJIoKeHue Ne 1, BHeCeHH 3a U3CJIe0BaTEJICKH, HAYYHH, YUeOHH HJIH
AHAJIUTHYHH L eJTU

JIOMyOAIMCaHUusT
| 0 (U
(BHOCHTEN)
ATIPEC: ittt
(cemanmiie 1 aapec Ha BHOCUTEIIA)
BBb3HAMEPSABAM J1a BHECA 3.
|0 (S35 210 9107 ) X O
(yueOHO 3aBeneHHE, HAYYHOU3CIIEI0BATEIICKH HHCTHUTYT, 1TAOOpaToOpus)
AJIPEC HA KITHEHTA. +eevveerreereereeseesseessenseesseesseseens ,

CJICAHOTO OIIAaCHO XMMHNYHO BemeCTBO/npenapaT OT IIPUITOKCHHEC Ne 1:

(komM4ecTBO, KT)

I[eKJ'IapI/IpaM, 4€ II0COYCHOTO IIO-TOpPEC OIIAaCHO XHWUMHUYHO BeH_ICCTBO/HpCHapaT mIe 6’LI[€
N3II0JI3BAHO OT KIIMECHTA €AMHCTBCHO 3a LCIIHUTEC HA. .cuvuvninininininininiiararasassneesseessnssnnns

N3BecTHO MU €, 4e 3a HEBEPHU JaHHHU HOCS OTroBOpHOCT 1o wi. 313, an. 1 or Hakazarennus
KOJEKC.

IMonamuc: Nwme:
(cobcTBeHO, GamuHO U (haMHITHO)

Jata: oo,
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NMPUNOXEHWUE Ne 5

Hpunao:xenue Ne 5
KBM 4. 7, aia. 1

YaocToBepeHue 3a perucTpanus Ha U3HOC HA 3a0paHeHo WJIH CTPOro

OrPAHUYEHO ONACHO XMMHYHO BelleCTBO U Npenapar
Ne oo, (11 A

1. I3HoC Ha 3a0paHEHO WK CTPOTO OrPAaHUYEHO OMACHO XMMUYHO BEUIECTBO:

HaunmenoBanue/ss Ha XUMUIHOTO BCIECTBO: eiurueininrnrnrnrennsnss

CASNe: oo, tEINECSNe: .,

2. 3Hoc Ha nperapar, CbaAbpiKall €AHO WU ITOBCYC 336paHCHI/I HJIK CTPOT'O OIrpaHUYCHU OIIAaCHU
XMMHUYHU BCIIECTBA.

HanMeHOBaHHUE HA IPEIIAPATAL ....oevrvveeririe e

HaunmenoBanue/s Ha 3a6paHeHH HJIN CTPOTO OrpaHM4YCHU XWMHWYHU BCHICCTBA, BJIM3allld B
CbCTaBa Ha IIpenapara.

- % ChIBbpIKAHHE: ........... i CAS Ne: ... : EINECS Ne: ........

- % ChIBPKAHHE:. ........... i CAS Ne: ... : EINECS Ne: ........

CPOK HA TOITHOCT: .evvveresurreeeesurnneessnnsneessssneesssnnnes

1. Crpana, 3a KOSITO € IpeIHa3HAYeH U3HOCHT:
OuyakBaHa /1aTa HA IBPBUST U3HOC: ..eeervreerreeerreeesneeesnns

HanmenoBaHnne Ha KOMIICTEHTHOTO BCAOMCTBO Ha CTpaHaTa, 3a KOATO € NPCJIHA3ZHAYCH U3HOCHT.
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HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

| 163 (01035 16 L) CAN
IMoamuc: ............
ITeyar
Hara: ..............
IMoamuc: ...ocvvvevvvevnnnn.

ITeyatr za MOCB

[Tpunoxenus:

1. YocroBepeHue 3a akTyaJlHO ChbCTOSIHHE Ha CheOHATa perucTpanus Ha H3HOCUTES, a
3a yy)KJeCTpaHHUTE JIUIA - JOKYMEHT, Y0CTOBEPSIBAILl TPABHUS CTaTyC Ha U3HOCUTENS, U3a/ICH
B CbOTBETCTBHUE C HAIIMOHATHOTO MY 3aKOHOJIATEJICTBO.

2. UndopManmoHeH JucT 3a 6€30macHOCT.

3. JIOKyMeHT 3a miaTeHa Takca.
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NMPUNOXEHUE Ne 6

Hpunao:xenue Ne 6
KbM wi. 13

HNudopmanusi 3a BHeCEHNTE U U3HECEHUTE ONMACHH XMMHYHHU BeleCTBA U
npenaparu cbrijacHo npuios:kenue Ne 1 mpe3 20... r.

1. Uudopmarmst 3a BHOC Ha ONACHU XUMHYHH BEHICCTBA H/WIM Tpemapatd OT
npunoxenue Ne 1, ocemiectsen npes 20 ..... T. OT BHOCHTEIL. wevvvvnerrreerenns

(ume, ampec, TenedoH, hakc U eNEKTPOHHA MOIIA)

HaumenoBanue Ha Croana JlanHu 3a u3Hocurest (ume,
OIACHOTO XMMHUYHO P aapec, TeaedoHn, pakc u

M3HOCHTEJ
BellecTBo/ mpemnapar €JIeKTPOHHA MO0IIIA)

KoJumnuyecTBo

(ka. 1)

2. Vndpopmanus 3a WM3HOC Ha ONACHH XMMHYHM BEHIECTBa W/WJM TpemnapaTtd OT
npuioxenne Ne 1, ocbmiectBer npe3 20.....T. OT H3HOCHTEIL: ..oovvruverveennens

HauMmeHoBaHue Ha Croana JlanHu 3a BHOcUTeNs (MMe,
OIMACHOTO XUMHNYHO P aapec, teaedoH, pakc u

BHOCHUTEJI
BelIIeCTBO/ nmpemnapar CJICKTPOHHA noma)

KoanuecTBO

(ka, 1)

(ume, aapec, TenedoH, hakc U eICKTPOHHA TOIIA)
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HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

Ipnioxenune Ne 7
KbM 4. 14

Chabp:xaHue HA NyOJUMYHHUS PerUCTHP HA U3HECEHUTE U BHECEHHUTE ONACHHU
XHMHUYHH BellleCTBA M MPenapaTu CbIJIACHO Npuioxkenue Ne 1

1. Undopmarust 3a 0MTacCHOTO XMMHYHO BEIIECTBO OT mpuiioxenue Ne 1:

1.1. HauMeHOBaHHWE TI0 HOMEHKJIaTypara Ha MeXJIyHapoaHHs ChIO3 3a 4YHCTAa U
npuioxkHa xumus (IUPAC);

1.2. npyru HauMeHOBaHHs (TPUBHAIHM HAMMEHOBAHWsS, ThPrOBCKA HAMMEHOBAHHS U
aOpeBuaTypm);

1.3. EINECS nHomep u CAS HOMED;

1.4. rapuden nHomep nim CN xoz;

1.5. OCHOBHU TpUMECH Ha BEIIECTBOTO.

2. HaumeHoBaHMe Ha Tpernapara:

2.1. TBProBCKO HAUMEHOBAHKE U MPEJIHA3HAYCHUE Ha TIpenapaTra;

2.2. onycaHUE Ha OMACHUTE XMMUYHM BEIIECTBAa OT mpuioxkeHne Ne 1, Biam3amu B
ChCTaBa Ha Ipernapara.

3. Uadopmanus 3a u3HOCA:

3.1. ctpaHa BHOCHTET,

3.2. naTa Ha WBPBUS H3HOC TIPE3 TEKyIaTa roINHa,

3.3. ynotpeba B cTpaHaTa BHOCUTEN,

3.4. KOIIMYeCTBO HAa M3HECEHOTO BEIIECTBO MIIH Mpemapara;

3.5. 1aHHU 32 KOMITETEHTHUS OpPraH B CTpaHaTa BHOCUTEIL.

4. Nadopmanus 3a BHOCA!

4.1. ctpaHa U3HOCHUTEI;

4.2. natv Ha BHOCA Ipe3 TEKyIlaTa roJNHa;

4.3. ynotpeba B CTpaHara;

4.4. xonmM4ecTBO Ha BHECEHOTO BELIECTRO.

5. Kinacugukanus Ha 0OMacHOTO XMMHYHO BEIIECTBO WJIM Iperapara B ChbOTBETCTBHUE C
u3nckBanusaTa Ha Hapen6ara 3a pefa u HaunHa 3a KiacHpHUIMpaHe, ONTaKOBaHE U €TUKETUPaHE Ha
CBIIECTBYBAIIM ¥ HOBM XMMHYHH BEIIECTBA M Tpenaparty, npuera ¢ [loctanosnenne Ne 316 Ha
Munucrepckus cbet ot 2002 r. (JIB, Op. 5 ot 2003 r.), BKIIOYHTEIHO KaTErOPHs Ha OMACHOCT,
pPHUCKOBHU (pa3H U ChBETH 32 OE30MACHOCT.
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NMPUNOXEHWUE Ne 8

Hpunao:xenue Ne 8
KpM 91. 19, am. 2, 1. 2

NudopmanmoneH JucT 3a H3HOC

1. UneHTUYHOCT Ha OMTAaCHOTO XMMHUYHO BEIIECTBO, KOETO Ie O'b/Ie U3HACSIHO:

1.1. mamMeHOBaHWE IO HOMEHKJATypaTa Ha MEXKIyHapOIHUS CBHIO3 3a YUCTa U
npuioxuaa xumus (IUPAC);

1.2. npyru HauMeHOBaHHUs (TPUBHAIHU HAMMEHOBAHHUS, THPrOBCKHHAMMEHOBAHUS WU
abpeBHaTypn);

1.3. EINECS nomep u CAS HOMED);

1.4. rapucen nHomep mmm CN xop;

1.5. oCHOBHU TIpUMECH Ha OMACHOTO XUMHYHO BELIECTBO;

1.6. cpok Ha TOHOCT/aTa Ha MPOU3BOJICTRO.

2. IneHTHYHOCT Ha Tpernapara, KOUTo 11e 0b/ie U3HACSH:

2.1. HamMeHOBaHUE Ha TIpenapara;

2.2. IPOIEHTHO CHIbPXKAHUEC W HICHTHYHOCT HAa BCSAKO OMACHO XHMHUYHO BEIIECTBO
chritacHO npuiioxenne Ne 1, koeTo BM3a B ChCTaBa Ha Mperapara,

2.3. cpok Ha roiHOCT/aTa Ha MIPOU3BOICTBO.

3. Uudopmanms 3a nzHoCca:

3.1. ctpana, 3a KOSATO € peIHa3HAYeH BHOCHT;,

3.2. cTpaHa, OT KOSITO CE€ OCBIIECTBSIBA H3HOCHT;

3.3. ouakBaHa J1aTa Ha MEPBUS U3HOC MPE3 TEKYIaTa r'O/INHA;

3.4. ouakBaHa ynotpeba B CTpaHaTa, 3a KOSITO € peHa3HaueH BHOCHT;

3.5. ume, anmpec, tenedoH, ¢akc M eNEKTpOHHA MOIAa HA BHOCHTENS WM (upMaTa
BHOCHUTEI,

3.6. ume, anpec, tenedoH, (hakc W eIEKTPOHHA TOIIA HA W3HOCHTENS WU (upMaTa
WU3HOCHUTEIL.

4. HanmeHoBaHue, ajapec, TenedoH, Gakc WM eIeKTPOHHA IOIa Ha KOMIIETEHTHUTE
OpraHu B CTpaHaTa, KbM KOSITO € HACOYEH U3HOCHT.

5. MuadopMmarnus 3a mpeana3sHuTe MEpKH, KOUTO TpsiOBa JAa OBJAT B3E€TH, BKIFOUYUTEITHO
KaTeropus Ha OIMIACHOCT, PUCKOBH (hpa3u U ChBETH 3a 0€30MaCHOCT.

6. Pestome Ha (QUINKO-XUMHUYHHUTE, TOKCHKOJOTUYHUTE W EKOTOKCHKOJIOTHYHUTE
CBOMCTBA.

7. Ynorpeba Ha OITaCHOTO XMMUYHO BELIECTBO WM IIpenapaTa;

7.1. moxkaTeropusi/u ¥ OrpaHHYCHHUE HA ynoTpeda chriacHo mpuioxenue Ne 1, kosTo
MOJJIC)KW Ha 3a0paHa WM CTPOTO0 OTPAHUYCHHE 332 BCSIKO OMACHO XMMHYHO BEIIECTBO HIIU
npenapar mo wi. 3, an. 1, 7. 1u 3

7.2. moKareropus/u U OrpaHUYCHUE Ha yIOTpeda, KOUTO OCTABaT Pa3peIICHHU 3a BCSIKO
OTaCHO XMMHUYHO BEIISCTBO WX mpenapar mo wi. 3, an. 1, 1. 1u 3

7.3. xareropus Ha yrnotpeda M yCJIOBUS 32 BHOC Ha OIMMACHOTO XMMHYHO BEIIECTBO WIIH
npenapara 1o wi. 3, ai. 1, T. 2 B CbOTBETCTBHE ChC CIUCHKA MO WiI. 3, al. 2 .

8. ndopmarus 3a mpeanasHUTe MEPKH 32 HAMaJIIBaHE Ha €KCITO3UIUATA U EMUCHHTE Ha
OIMMACHOTO XMMHYHO BEIIECTBO WU Tpenapara.

9. Mudopmarnus 3a peryIaTopHATE OrPaHUYCHHS HA OMACHOTO XMMHUYHO BEIIECTBO MITH
npernapaT ¥ 3aKOHOJIATeITHH aKTOBE, KOUTO TH BhBEKIAT.
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HAPEOBA 3A PEOA U HAHUHA HA BHOC U USBHOC HA ONMACHU XUMUYHU
BELLECTBA U NPEMNAPATU HA TEPUTOPUATA HA PENYBJIUKA BbJITAPUA

Mpunoxenue Ne 9
KBbM WiI. 24, an. 1

YBenomJiieHne 3a MPeACTOSII H3HOC HA 3a0paHeHo WIH CTPOro OrPAaHUYEeHO
XMMHYHO BeIIeCTBO WJIM Mpenapar

1. I/IHGHTI/I‘-IHOCT Ha U3HACSIHOTO OIMaCHO XMMHUYHO BECIICCTBO MUIIX IIpeHapar.
1.1. HauMeHOBaHUE Ha OITACHOTO XMMHUYHO BCIICCTBO MJIM IIpeIiapara.

1.2. EC Ne: ........... : EINECS Ne: ............. i CASNe ..., X

TaPUPEH HOMED: ...eveveereeiinieesteeee s

1.3. OCHOBHHM IIPUMECH Ha OMACHOTO XHMUYHO BEIIECTBO:

1.4. cpok Ha TOHOCT/IATa HA MTPOU3BOICTBO: .eveeeereerreereeenenees

2. YI0CTOBEpEeHHE 3a PErucTpaiis Ha W3HOC Ha OMAaCHOTO XMMHYHO BEIIECTBO HIIH
mperapara:

No i § IUBPIKABA .evveeeerureeeessnreeeesnnnneeennns

3. MudopManus 3a MPEACTOSIIIUST UBHOC: ...eeveerurerreereeeseeesseesnns

3.1. CTPAHA UBHOCHTEIL: ..eevveerrvreeeueeessreesnseessnsnessnseeesns

3.2. CTPAHA BHOCHTEIL! ..vevvverreeuresnresreesesseesseenesseessesnns

3.3. OYAKBAHA 1ATA HA H3HOCA. .eeeeeerireirrrereeeeeseseiissrrseeeeens

3.4. ouakBaHa ynmoTpeda B CTPAHATA BHOCHUTEIL: ....cccveeruveereerrueesnne

3.5. HaumeHoBanue, aapec, TenedoH, Gakc W EIESKTPOHHA IOINa Ha BHOCHTENS HIIH
CTPAHATA BHOCHTEIL. .veuveeuveeseesueeesseessesssesssesssessnsesssns

3.6. HanMmeHoBaHUe, anpec, TenedoH, (akc W eIeKTPOHHA TOIa Ha W3HOCUTENS WU
CTPAHATA MBHOCHTEIL. ..veeuveersreesseesseeesseesseesssensssesssessnsenns

4. KoMITleTeHTeH OpraH Ha CTpaHaTa U3HOCHUTEIT:

Iogmuc: ................

Ileuar

Jara: ..o
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