PE[LJIAMEHT (EO) Ne 648/2004 HA EBPOIEMCKUS APJIAMEHT U HA
CBBETA

ot 31 mapt 2004 ronuna
OTHOCHO JeTepreHTuTe
(TexcT ot 3HaueHue 3a EUI)
EBPOIIEMCKUAT HAPJIAMEHT U ChbBETHT HA EBPOIIEMCKUS ChIO3,

KaTo B3exa mpeaBun JloroBopa 3a ch3maBaHe Ha EBporeiickata OOIIHOCT, U MO-CHEIMAIHO
qjieH 95 0T HeTo,

KaTo B3eXa IpeBU/ Ipe uiokeHrneTo Ha Komucusta,
KaTO B3eXa MPe/IBH/] CTAHOBUINETO Ha MIKOHOMMYECKHUS U COLMATICH KOMHTET ©,
B CHOTBETCTBHE C MPOLE/ypaTa, IpeaBieHa B uieH 251 ot Jlorosopa 2,

KaToO UMAT MpeaBUL, Ue:

(1) Aupextusa 73/404/ENO Ha CbBeTa 0T 22 HoeMBpU 1973 I. OTHOCHO COJIMKABaHETO
HA 3AKOHOJATEJCTBATA HA [bPKABHTE-UICHKH OTHOCHO JeTepTeHTHTe °, J{MpeKTiBa
73/405/EMO nHa CepBeta oT 22 HoemBpu 1973 T. OTHOCHO COJIKaBaAHETO Ha
3aKOHOJATEJICTBATA HA JbP)KABUTE-UJICHKU, CBBP3aHM C METOJIUTE 32 M3MHTBAHE
6HOpasrPa/MMOCTIA HA AHHOHHHUTE IOBHPXHOCTHOAKTHBHM BemecTsa’, J(Mpextusa
82/242/EMO nHa CeBera ot 31 mapt 1982 1. oTHOCHO cOMMWKaBaHETO Ha
3aKOHOJATEeJICTBATA HA [JbPXKABUTC-UJICHKHA, CBBP3aHM C METOJAUTE 32 W3IUTBAHE
6HOpa3rpaMMOCTTA Ha HeHOHOTEHHHTE TIOBHPXHOCTHOAKTHBHH BelecTBa’, J{MpekTiBa
82/243/ENO Ha CeBeta oT 31 mapT 1982 1., 3a m3menenue Ha JupextnBa 73/405/EMO
OTHOCHO COJIIDKaBaHETO Ha 3aKOHOJATENICTBATA HA IbPIKaBUTE-UJICHKH, CBBP3AHHU C
METOJUTe 32 M3MHMTBaHe OHOPa3IPaJMMOCTIA HAa AaHHOHHHTE NOBBPXHOCTHOAKTUBHHU
BemecTBa °, HupextaBa 86/94/EMMO Ha CwBeta oT 10 mapt 1986 r., oTHOCHO
U3MEHEHUe 3a BTOpH IbT Ha [lupextuBa 73/404/ENO na ChbBeTa 3a cOJIMDKABAHETO Ha
3aKOHOJATENICTBATA HA JIBPKABUTE-UJICHKH OTHOCHO [ETEPTeHTHTE , OfXa 3HAUHTEIHO
M3MEHSHH HAKOJIKO IbTH. JKenaTeHo e 3a 1a MMa CHOTa U e eKTHBHOCT, BBIIPOCHUTE
pasnopeson a2 O0baaT npepaboTeHHM W CHOpaHM B eQuH o0m TekcT. [Ipenopbka
89/542/EMO wa Kommcmsita ot 13 centemspn 1989 8, oTHocHO pasmopemGuTe,

1 OB B 95, 23.04.2003 ., crp. 24.

2 CranoBume Ha EBporneiickust mapiament ot 10 anpun 2003 r. (Bce omie HemyOauKyBaHO B Oduyuanen
secmuuk), obma no3urws Ha CpBeta ot 4 HoemBpu 2003 1. (OB C 305 E , 16.12.2003 r., crp. 11) u mo3uius Ha
Esponeiickust mapiaament or 14 sinyapu 2004 r. (Bce oure HemyOnukyBana B Oguyuanen éecmuuk) u P emenue
Ha CwBera ot 11 mapT 2004 1.

30BL 347, 17.12.1973 r., crp. 51. lupextuBa, nmocienHo mmeHeHa ¢ Permament (EO) Ne 807/2003 (OB L 122
16.5.2003 r., crp. 36).

4 OB L 347, 17.12.1973 r., c1p. 53. JlupektuBa, mociexHo m3MeHeHa ¢ JupexktuBa 82/243/EVO (OB L 109 ,
22.4.1982 r., crp. 18).

OB L 109, 22.4.1982 1., cmp. 1.

© OB L 109, 22.4.1982 r., cmp. 18.

" OB L 80, 25.3.1986 ., cip. 51.

8 OB L 291, 10.10.1989 ., crp. 55.
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CBBP3aHU C €CTUKECTUPAHETO HA ACTCPICHTUTE U HA MOYUCTBALIUTE Ipe€napaT, CbIIO ou
'IpSI6BaJ'IO Ja 6’[),He BKJIFOY€HA B CIMHHUSA TEKCT.

(2) Twif kaTo TeJITAa HA HACTOSIIMS PETIIAMEHT, & UIMEHHO M3TPAXKJAHETO Ha BHTPEITHUS
naszap 3a JCTepreHTH, HE MOXe Ja ObJe peam3upaHa MO 3aJ0BOJIUTENICH HAYUH OT
JIbPYKABUTE-YJICHKH, aKO HE CHIIECTBYBAT TEXHUYCCKU KPUTEPUHU, KOUTO J1a ca O0IIH 32
BCHYKH cTpaHu Ha OOIIHOCTTIa W Ye TI MOXe Ja ObJe OChIIecTBEHa IMO-Iobpe Ha
HuBoTO Ha OOmHOCTTa, OOImHOCTTa MOXE Ja B3eME€ MEPKU CHIVIACHO NPHUHIUNA Ha
CyOCHIMAapHOCT, M3JI0KEH B uJieH 5 oT JloroBopa. B choTBeTCTBHE ¢ mpuHIMNA Ha
MPOTOPIMOHAHOCT, Taka KaKTO ¢ NeMHUPAH B TOCOYCHUS 4JICH, JCHCTBUETO Ha
HAaCTOSIIUS PETNIAMEHT Ce OTpaHWYaBa caMo C HEOOX0IMMOTO 3a TMOCTHUTAHETO Ha Tas3u
nes. PeraMeHThT MpejacTaBiisiBa CHOTBETCTBAIL MPAaBEH HHCTPYMEHT, 3al0TO TOW
HaJlara MpsKO Ha MPOW3BOAUTEINIMTE ONPECIICHN TOYHNA M3UCKBaHUs, KOUTO TpsOBa Jia
ObJIaT U3ITBIHCHN B €JIMH U C'HIIl MOMEHT U 110 €/IMH U ChIIl HAYKMH HA IsJ1aTa TS PUTOP sl
Ha OOmHOCTIA; B 00JacTra Ha TEXHUYECKOTO 3aKOHOJATEJCTBO €JHO3HAYHOTO
npUjaraHe Ha pas3nopesduTe OT CTpaHa Ha JAbPXKABHTC-UYJICHKH € HEOOXOIUMO U MOXKE
Jla Ce TapaHTUpa CaMo Ype3 periiaMeHT.

(3) HeoGxoqumo € HOBO OlpeiesieHre 3a JeTepIeHTHTE, 3a J1a C€ BKJIFOYAT MPOyKTUTEe
C €KBUBAJICHTHA YTIOTpeOa 1 ce B3eMe 1101 BHUMAaHHE Pa3BUTHETO, KOETO € HACTHITHIIO B
pPaMKHUTE Ha JIbpKaBUTE -UJICHKH.

(4) HeoOxomumo e g ce BbBEJE ONpeJieseHIe 3a MOBbPXHOCTHOAKTHBHHUTE BEILECTBA,
KOETO JIMIICBA B CHIIECTBYBAMIOTO 3aKOHO JATEIICTBO.

(5) BaxHo e 1a ce qajie ACHO M TOYHO OTNHMCAHKME Ha THITOBETE OMOPA3IPaMMOCT, KOMTO
TpsiOBa Jia ce B3eMAT 101 BHUIMAHHE .

(6) HeoOxomumo € a ce mpreMaT MepKU OTHOCHO JETEPTeHTUTE ¢ LeJ TapaHTHPaHEe Ha
NPaBHIHOTO (yHKIMOHMpPAHe HA BHTPCIIHUS MMa3ap W WU30ATBaHEe HAa OTPAHMYCHHUSTA
[IPY KOHKYPEHIUsATa B paMkute Ha OOIIHOCTTA.

(7) Kakto ce motBbpkaaBa oT bsyata xaura Ha Komwucusita, otHocHO CrpaTterust 3a
ObJelaTa MOJUTHKA B 00JaCTTa Ha XMMHYHHTE BEIISCTBA, B3EMAHETO HA CHOTBETHH
MEpKHU N0 OTHOIIEHHE Ha JNETEPreHTHTe OU CIIE/IBAJIO Ja OCUTYpPH BHCOKA CTCIICH HA
3alIMTa HAa OKOJIHATA Cpelia M MO-CIIeMaHO Ha BOJHATA CpeJa.

(8) JleteprenTnTe Beye ca mMpeAMET Ha HsAKoW pasmopendu Ha OOLIHOCTTA OTHOCHO
IIPOM3BO ICTBOTO, MAHHMITY IUPAHETO, YOTpeOaTa 1 € THKETUPAHETO, 110 -CHIELUAIHO Te3U
ot [Ipenopwka 89/542/ENO na Komucusita u IIpenoprka 98/480/EO Ha Komucusita ot
22 romu 1998 r. oTHOCHO ch3aaBaHeTo Ha Koneke Ha qoOpaTa MpakTHKa MO OTHOLICHHUE
HA OKOJHATA CPeJia B OOJACTTA HA JOMAKMHCKUTE NCPUJIHH MOYHCTBAIIN NPENapaTH
3a neTepreHTute ce npuiara Jupextisa 1999/45/EO Ha EBpornelickus mapJiaMeHT U Ha
CoBeta oT 31 Mai 1999 r. 0THOCHO COJIMDKaBaHETO HAa 3aKOHHUTE, ITOJ3aKOHOBUTE H
aJMUHUCTPATHBHHUTE pa3nope0M Ha IbpKaBHUTC-YJCHKH [0 OTHOINCHWE Ha
KJ1aCH(UIEPAHETO,, OTIAKOBAHETO M STHKETUPAHETO HA OTIACHH TPENapaTh 2.

(9) dumemun-muoktagenun-amonueBuiaT xiopun (DTDMAC) u HOHMIGDEHONLT
(BKITFOUMTETHO TPOM3BOAHHTE HA STOKCHIATHTE — €TOKCHMIA3M Ha alKuideHon) ca

1 OB L 215, 01.08.1998 r., crp. 73.
20B L 200, 30.07.1999 ., crp. 1. dupexruBa, nocienHo mmeneHa ¢ Pernmament (EO) Ne 1882/2003 (OB L 284,
31.10.2003 r., c1p. 1).
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MIPUOPUTETHH BEIIECTBA, KOUTO B paMkuTe Ha OOLIHOCTTA ca MpeIMeT Ha JEHHOCTH 0
OlleHKa Ha pucka, ceriuacHo Permament (EMO) Ne 793/93 na CeBeta ot 23 mapt 1993
I. 33 OUECHKA M KOHTPOJ HA PHCKOBETC OT ChIIECTBYBAIIMTE BELICCTBA -, W IPH
HEOOXOJAMMOCT ca TMpeAMET Ha CBOTBETHHUTE CTPATEIHMH, LEJSIIM Ja OrpaHHYaT
PHCKOBETe, CBBP3aHH C M3JTaraHe Ha BB3JCHCTBHE HAa Te3U BEILECTBA, Taka 4e Te Ou
Tpsi0Bajio 1a ObJAT MPENOPBHUBAHH M NMPUJIATAHM B paMKHTE Ha JPYTH Pas3nopendu Ha
OO6uiHOCTTA.

(10) CrpmectByBamoTO  3aKOHOJATEJCTBO OTHOCHO OMOpasrpaaiuMocTra  Ha
MTOBBPXHOCTHOAKTUBHUTE BEIECTBA, KOUTO C€ CHABPXKAT B JCTEPTEHTHTE, BKIFOYBA
caMo THPBUYHATA GHOPA3rPAIUMOCT 2 M Ce MPUJIATA CAMO KbM AHHOHHHTE ° M KbM
HEWOHOTEHHUTE ~ IOBBPXHOCTHOAKTUBHH BEUICCTBA; CJICJOBATEIHO € HEOOXOIMMO TO
na ObIe 3aMEHCHO OT HOBO 3aKOHAJATCJICTBO, KOCTO Aa aKLICHTHpPA BBPXy KpailHaTa
Gdaza Ha OwuopasrpaxkIaHe M Ja OTFOBOPH HAa BaXKHUTE NPOOJIEMH, CBBP3aHU C
MO TEHIMAIHATA TOKCHYHOCT Ha MEPCUCTCHTHUTE META00 I TH.

(11) Topa Hanara BbBEXJaHETO Ha HOBA IpyIla M3IMHMTAHUI, OCHOBAHH Ha CTAH/APTUTE
ISO EN wu Ha Bojemmte npuHOMnNU Ha OpraHuzaiusaTa 3a HKOHOMHYECKO
CHTPYAHHUYECTBO M Pa3BUTHE, M OT TEXHUS PE3yJITAT L€ 3ABUCH NPSAKOTO pa3pelleHue
3a IyCKaHe Ha Ia3apa Ha JeTepIeHTUTe.

(12) 3a na ObAE OCUTYpEeHO BUCOKO HMBO Ha 3AIIMTA HA OKOJIHATA Cpela, IeTEpIeHTUTE,
KOWTO HE OTrOBApSAT Ha NPEIBHICHATC B HACTOSIIMS PEIIAMCHT M3MCKBAHMS, HE OU
TpsiOBaso 1a ObJAT MyCKAaHH Ha Ma3apa.

(13) Ha 25 noemBpu 1999 r., HayqHHASIT KOMHTET [0 TOKCUYHOCT, €KOTOKCUIHOCT H
OKOJIHA cpeia TMpeJCTaBM CTAHOBMINE OTHOCHO  OHWoOpasrpaguMocTIa  Ha
HOBBPXHOCTHOAKTUBHUTE BEIECTBA, KOUTO CE€ CHABPKAT B ACTEPICHTUTE U OTHOCHO
NPUTOHOCTTA HA METOJUTC HAa TECTOBH H3IMTAHUS, W3IOJ3BAHA 32 HOPMATHBEH
KOHTPOJI B TA3U O0JIACT.

(14) CemecTByBanuTe W3MCKBAaHUS OTHOCHO IThpBHUYHATA OHMOpasrpauMocT Ou
Tps6Bajo ma ObJAT HOIBPKAHU HA BTOPO HepapXUyHO HUBO, U OU TpaOBaso 1a ObJAT
KOMIUIEKTyBaHU C AONBJIHHUTENHA OLIEHKA 33 PHCKOBE IPU MOBBPXHOCTHOAKTUBHUTE
BelllecTBa, KOUTO HE OTrOBapsIT Ha M3UCKBAHMSATA NPU M3IMHUTAHIATA 3a KpaiiHaTta (asza
Ha OMOpasrpaJMOCT, OCBEH TOBA INOBBPXHOCTHOAKTHBHHUTE BEIIECTBA, KOUTO HE ca
ITOKa3ajM 3aJ0BOJIMTENICH Pe3yJITaT NPH M3IHMTAHMATA 33 IIBPBUYHO OHMOpasrpaxmgaHe
He Ou TpsA0Bajo Ja IOJydaT paspellicHUe 3a IyCKaHe Ha Ia3apa upe3 NpuiaraHe Ha
0CBOOOK]ABaHE OT U3 CKBAHUATA.

(15) HeoOxoanMo € na ce pasmmpsT M3UCKBAHIATA 32 I'BPBUYHA OMOPA3rpaiuMoCT U
€ Ia 00XBaHAT BCHUYKHU TIOBbPXHOCTHOAKTHUBHU BCIICCTBA, IIO-CNICIIUAJIHO KAaTUOHHUTE
1 aM(OTepHHATE TAKHBA, KATO C€ INPeJBUAN €ITHOBPEMEHHO C TOBAa BBH3MOXKHOCTTA 32
M3BBPIIBAHE HA AHANM3M C IOMONITA Ha amapatypa, B CIy4aHTe KOTaTo
noJycrne M UIHUTE METO U CE OKaXXaT HEeIlo X0 IS IIH.

1 OB L 84, 05.04.1993 ., ctp. 1. Pernmamenrt, mmenen ¢ Permament (EO) Ne 1882/2003.
2 Jupexrusu 73/404/EVO u 86/94/ENO.

® NMupexrusu 73/405/EVIO u 82/243/EUO.

* Ilupexrura 82/242/EVIO (OB L 109, 22. 4.1982 1., cip. 1).
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(16) OmpenensgHeTo HA METOJUTE 32 KOHTPOJ Ha OHOpasrpaMMOCTIa U BOJCHETO Ha
CIHMCHUY HAa JIOMYCHATOTO OCBOOOXKJaBaHE OT HM3UCKBAHMATA TPEICTABISIBAT
TeXHHYECKH ONepalud, KOUTO Ou 1TpsdBaso nAa OBJAT aJanTHPaHU CIPSIMO
TEXHUYECKOTO W HAy4YHO pa3BUTHE, KAKTO W CIPSIMO YCBHBBPIICHCTBAHETO Ha
HOpMaTMBHATA ypeaoa.

(17) Metomute 3a KOHTpoNl OW TpsOBalio Ja TPENOCTABAT NAaHHU, KOHWTO [aBaT
JOCTATHYHO CUTypHa MH(pOpMamys 3a OHOpasrpaauMOoCTIa NpPH aepoOHH YCIIOBHS Ha
IIOBBPXHOCTHOAKTUBHUTE BEIECTBA, KOUTO CE ChIbPKAT B JETCPICHTUTE.

(18) MeTtommTe, TmpuiaraHd 32 KOHTPOJ HAa  OHOpasrpaJuMoOCTra  Ha
ITOBBPXHOCTHOAKTUBHATE BEIIECTBA, KOMTO C€ CHIOBPKAT B ACTEPreHTHTE, MOTAT Ja
IIPENOCTABAT NMPOMEHJIMBH pe3yiTaTd. B TakuBa ciydam Te O TpsiOBano ma ObIAT
KOMIUIEKTYy BAHH C JOMBJHUTEIHH OLCHKH C LEJ J]d Ce ONpeJessIT PUCKOBETE, KOUTO
CBHIICCTBYBAT IPH NPO IbJDKABAHE HA TAXHATA yNOTpeOa.

(19) HeoOxoaumo € chIIO Taka Jia ce MPEeIBUIST pasnopel0u, KOUTO MO3BOJISBAT B
U3KITIOYUTEIHA CJIydad Ja Ce MyCKAaT Ha Ta3apa MOBBPXHOCTHOAKTHBHH BEIICCTBA,
KOMTO C€ ChAbPKAT B JETEPTEHTH W KOWTO HE YCIABAT Ja H3ALPKAT TECTOBETE 3a
KpaiiHa OWOpasrpaMMOCT, KaTO TOBa CTaBa BH3 OCHOBA Ha IJaTa pejieBaHTHA
nHopManys, MO3BOJSIBAILIA OCUTYPSBAaHE HA OTIA3BAHETO HA OKOJHATA Cpejid U NpHU
pasriek IaHe Ha BCEKH CJIydai Mo OTAEIHO.

(20) Mepxute, HEOOXOAMMH 3a MPWIATAHETO HA HACTOSIIIMS PETNIAMEHT, Clie/Ba Ja
ObaaT npueTH B cbotBeTCTBHE ¢ Pemmenue 1999/468/EO na Cheta o1 28 roHu 1999 1.,
KOSTO OIpejesii HAuMHUTE Ha YyOpaXHsABaHe HAa JajeHuTe Ha KomucwusTa
W3I'BJIHUTETHA TPABOMOLLIHS

(21) HeoOxoaumo e 1a ce HANlOMHH, Y€ CHPSMO MOBBPXHOCTHOAKTHBHUTE BEILECTBA,
KOMTO C€ CBIbPXKAT B JACTCPIEHTHTC, C€ MpUiaraT M JAPYTH XOPHU30HTAJHHU
3aKOHOIATeJIHH aKTOBE, Mo-crienuanto Jupextusa 76/769/EMO na ChBeta oT 27 1071
1976 T. 0THOCHO COJIIDKaBaHETO Ha 32KOHOBHTE, T10132KOHOBHTE H 8 IMUHUCTPATHBHUTE
pasnopeiOn Ha JAbp)KaBHTE-4JICHKH, OTHOCHO OIPAaHMYEHUSTA 3a MyCKAaHETO Ha Ma3apa
M ynotpe6aTa Ha HSKOM ONACHM BEIIECTBA M NPENApaTd 2, ¢ KOSATO MyCKAHETO Ha
rmazapa M ymnoTpedaTa Ha ONAcHW BEILECTBA, BJIM3ALIM B MPHIOKHOTO TNOJE Ha
HACTOSIMS peryiaMeHT, Ou Mora na Obae 3abpaHeHa WM OorpaHWYeHa, J[MpekTHBa
67/548/EMO na Copeeta ot 27 1oHn 1967 1. OTHOCHO COIKaBaHETO Ha 3aKOHOBHTE,
1013 KOHOBHTE M A IMUHUCTPATHBHUTE pas3nope 0 Ha Obp>KaBUTE-UJICHKH, CBEP3aHU C
KIaCHUKAIMATA, ONAKOBAHETO M CTHKCTHPAHETO HA ONACHMTE Bemectsa (),
JupextuBa 93/67/ENO na Komucusara ot 20 romm 1993 r., ¢ KOsTO ce yCTAHOBSBAT
MIPUHIUIIMTE 32 OLCHKA Ha PHCKOBETE 3a YOBEKA M OKOJHATA Cpelid, Ch3IaBaHH OT
BemiecTBATa, HOTHhHIMpaHH chbraacHo JlupektuBa 67/548/EMO wa Cobeera *,
Pernmament (EMMO) Ne 793/93 u Pernament (EO) Ne 1488/94 na Komucusita ot 28 1oHU
1994 r., 32 ycTaHOBsIBaHE NPHUHIMIIMTE 32 OLEHKA Ha PHCKOBETE 32 XOpaTa U OKOJHATA
cpema, OT CHINECTBYBAIUTE BEIIECTBA 5 HupektuBa 98/8/EO Ha Esponeiickus

1 OB L 184, 17.7.1999 r., c1p. 23.

20BL 262, 27.9.1976 r., c1p. 201. JupektuBa, nocieano mmeHena ¢ JJupekrusa 2004/21/EO na Komucmsita
(OB L 57, 25.2.2004 r., cip. 4).

0B 19, 16.8.1967 ., crp. 1. {upektuBa, mocinenno mMmeHeHa ¢ Permament (EO) Ne 807/2003 (OB L 122,
16.5.2003 r., crp. 36).

4 OB L 227, 8.9.1993 r., cip. 9.

® OB L 161, 29.6.1994 ., cmp. 3.
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napyiaMeHT U Ha CbBeTa oT 16 deBpyapu 1998 r. 0THOCHO IMycKaHeTO Ha Ha3apa Ha
OMOLIMIHN TIPO Iy KTU Y JupextuBa 2004/10/EO na EBpomeiickus mapiaMeHT M Ha
CoBeta ot 11 d¢eBpyapu 2004 1. OTHOCHO CODKABAHETO HAa 3aKOHOBHTE,
MOJ3AKOHOBHTE U aIMUHUCTPATHBHUTE paslope10n Ha JbpIKABUTE-UJICHKU, CBbP3aHH C
NpUJAraHETO HA NMPUHLUIKUTE Ha NOOpuTe JabOopaTOpHHU NPAKTAKH M HAa KOHTPOJIA TIO
TAXHOTO MPHJATAHE NPH M3MHTAHKS HA XAMHYHY BEIecTBa (Ko Iu(HIMpaHa Bepcns) 2,
Hupextusa 2004/9/EO na EBporneiickus napyiament 1 Ha ChBeTa ot 11 dpeBpyapu 2004
I. OTHOCHO MHCIIEKTUPAHETO M NpoBepKaTa Ha NoOpuTe Jadopatopuu npaxtiku (JJIIT)
(ko U MIUpanHa Bepeus) 3 KakTo u JupextuBa 86/609/ENO na CpBeta oT 24 HOeMBpHU
1986 r. OTHOCHO COJIIKaBaHETO HAa 3AKOHOBUTE, 11013 KOHOBHUTE U aIMUHUCTPATUBHUTE
pasnopeiOM Ha [Obp)KaBUTE-YJCHKH, CBBP3aHM CBC 3allUTaTa Ha SKMBOTHHTE,
VM3M0JT3BAHHN 33 €KCTIGPHMEHTAJIHH LIeJH HIIM 33 JPYTH HAyqHH Hem .

(22) Ha mpousBoauTens ce Iaja OTTOBOPHOCTTA Ja C€ BB3IbpPKA OT THPTOBHUS C
JeTepreHTH, KOUTO HEe OTrOBapsAT Ha HACTOSIIMSA PETNIAMEHT, M Ja JBbpPKH Ha
pasmoNIo’KeHHE HAa HAIIMOHAJHUTE BJIACTH TC XHUUYECKUTE JOCHETa HAa BCHUKH BElIECTBA
U IpernapaTd, KOUTO €a 4acT OT NPHJIOKHOTO IOJIe Ha HACTOALIMS PEIIaMEHT; TOBa
npaBuiio Ou TpsiOBajo Ja ce MpUJara ChIIO Taka U CHPSIMO MOBBPXHOCTHOAKTUBHHTE
BeIllecTBa, KOUTO HE OTroBapsiT Ha W3UCKBAHMATA HA M3IHUTAHMATA, NPEIBUACHH B
npuiioxenue 111

(23) IIpousBomTenuTe Ce/Ba @ MOTAT Ja UCKAT NPHUJIATAHETO Ha OCBOOOXK IaBaHE OT
n3uckBaHusATa OoT KoMmmucusTa, KOATO cCieBa Ja MMa Bb3MOXKHOCTIA J1a MM TH
paspeliaBa B ChOTBETCTBUE C TIPOLIEypaTa, MpeIBuIcHa B 4ieH 12, maparpad 2.

(24) KoMmeTeHTHHTE BIACTA HA JbPXKABUTE-YJICHKH CJIS/BA [d MMAT Bb3MOXXHOCT Ja
[pUJIATAT MEPKUTE 33 KOHTPOJ Ha IyCHATHTE Ha Ia3apa JETepIeHTH, HO ClelBa Ja
n30ArBAT MOBTAPSHE HA TECTOBUTE W3IUTAHKS, W3BBPIICHH OT KOMIICTCHTHUTE
1a00paTOpPUH.

(25) LienecroOpazHo € ma OBOAT 3ama3eHu pas3rnopeONTe, CBEP3aHU C € THKETHPAHETO
Ha JICTEPTEHTHTE, BKIFOUHMTEIJIHO U Te3H, KOUTo ¢purypupart B [Ipenopbka 89/542/ENO u
ca BKJIIOYCHH B HACTOSIIMSA PETVIAMEHT C IeJ1 IIOCTUTAaHe Ha OCHBPEMEHSBaHE Ha
IIpaBUJIATa OTHOCHO JeTepreHTuTe. BbBexa ce crelmduIHO eTUKETUpaHe, 3a Ja ce
nHGoOpMUpAT NOTpeOUTENUTE 32 apOMATH3MpAIIUTe BEUIECTBA M 33 KOHCEPBAHTHUTE,
KOHMTO BJIM3AT B ChCTaBa Ha JICTEPreHTHTE. Me MIUHCKUAT MEPCOHAI CIe/IBa Ja MOXeE
Jla TIOJly4d O MCKaHe, OT MPOM3BOMUTENNTE ITBJICH CIIUCHK Ha ChCTABKUTE Ha JAleH
JIEeTepIeHT, 3a J1a MOXKe 1]a Ce OTpeJeiId €BEHTYaIHOTO ChIECTBYBAaHE Ha IPHUYHMHHO-
CJIEJICTBEHAa BpbB3Ka MEXJy IOSBaTa Ha OMNpEJeJieHa aJepruiyHa peakuus OT eJHa
CTpaHa, U W3NATaHEeTO Ha BB3ACHCTBHETO HAa MAlCHO XUMHMYHO BEUIECTBO OT IpyTa
CTpaHa, U AbPKaBUTE-YJICHKU CJEABAa [l MOIAT J]a M3UCKBAT TAKHB CIMCHK Ja ObIe
NPEIOCTABEH ChIIO TaKa Ha CrleUU(UYCH IyOJMYeH OpraH, HATOBapeH Ja choOInaBa
TAKbB TUI HHYOpMAIIKsS Ha METULIUHCKHS TIEPCOHAIT.

(26) Ot ropeusnoxeHUTe CHOOPaKEHHS CTaBa SICHO, Ye € OlpaBJaHa 3aMsHATA Ha
CBIIECTBYBAlllOTO 3aKOHOJATEJICTBO C HOBO 3aKOHOJATEJICTBO. Bbmpexku ToBa 3a

1 OB L 123, 24.4.1998 ., crp. 1. lupexTusa, n3meHena ¢ Pernament (EO) Ne 1882/2003.

2 OB L 50, 20. 2.2004 r., crp. 44.

3 OB L 50, 20.2.2004 r., cp. 28.

40OB L 358, 18.12.1986 1., ctp. 1. dupekTtrBa, mmenena ¢ J{upextusa 2003/65/EO Ha EBporneiickust mapiamMeHT
u Ha CeBera (OB L 230, 16.9.2003 1., c1p. 32).
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HU3BECTCH IMEPUOA OT BPEME IObPKABUTC-YJICHKHW MOTaT Jia NpOoALJDKAT Oda Ipujarat
CBOE€TO CHIIECTBY BAIllO0 3aKOHOJIATEJICTBO.

(27) TexHu4ecKHTE MPUIIOKECHUS KbM HACTOSAIIMS PEIIAMEHT OU TpaOBaio Ja ObIat
aJIATITUPaHY B paMKHTE Ha MPOIielypaTa, IpeABiAcHa B ulieH 12, maparpad 2.

(28) JletepreHTHTE, KOWUTO OTrOBapAT HAa W3WUCKBAHMATA HAa HACTOSIIIUS pETJaMEHT
cJesBa Jia MOTAT Jja ce MycKaT Ha Iasapa, 0e3 J1a ce HapyllaBaT IpyTHUTE pa3nopeIou Ha
OO0mHoCTTa B Ta3u 001acT.

(29) C men ocurypsBaHe TpeaNa3BaHETO HA XOpaTa M OKOJHATA Cpela Cperry
HeNpeJBUIECHH PHCKOBE, CBBP3aHH C NETCPIEHTHTE, HEOOXOOUMO € [a ce BKIIOYH
IIpeIa3Ha Kiaysa.

(30) HWznurtaHuwsTa, TpeNBHUIECHW 3a ONpeJeiIssHE HAa OuopasrpaguMoOCTIa Ha
HOBBPXHOCTHOAKTUBHUTE BEIIECTBA OM TpsiOBaJIO Ja ce M3BBLPIUBAT B JIaOOpaTOpUH,
KOMTO OTrOBapsT Ha MPHU3HATUS MexayHapoaeH ctanmapt EN/ISO/IEC/17025, unu Ha
INPUHIUIINTE Ha J0OpuTe 1a0opaTOpHU NpakTHKU. He € ompaBmaHO Ja ce H3UCKBA
IpUJaraHeT0 Ha  TOBa  IOCJEJAHO  H3UCKBAHE  CHPSMO  CBHIIECTBYBAaLIUTE
MTOBBPXHOCTHOAKTUBHY BEIIECTBA, NPU MOJOXKEHHWE, Ye Te ca NPEeMHUHATHM IIpe3
M3NUTAHUATA, KOUTO CHINECTBYBaXa IPEJU BIM3AHETO B CHJIA HAa [OPEHOCOYEHUS
CTAaH/@APT, ¥ KOIATO Te3H M3MHUTAHMS NPOJBJDKABAT Ja Ipe/jlaraT eKBUBAJICHTHO HHBO
Ha HAyYHOTO KAueCTBO.

(31) Bemnpocute CBBp3aHH C OHOpAa3rpajiMMOCTIA TPH AHACPOOHH YCIOBHS, C
Ouopa3rpaAuMOCTIa Ha OCHOBHUTE OPTAaHUYHU HEMOBBPXHOCTHOAKTUBHU CHCTABKU Ha
JEeTePTeHTUTE, KAKTO M ChC ChABbPKAHMETO Ha (ocdaTH, KOUTO He ce pasmiexaaT B
HACTOSIUS perViaMeHT, O TpsbBajo na ce pasmiemat oT KoMmwucusita u mnpu
HeoOXoAUMOCT OU TpsOBAJIO ]a ce HalpaBH MpeyiokeHue 10 EBponeiickus mapjiamMeHT
u 10 CpBeta. B ouakBaHe Ha Mo-ro/siMa CTENICH HA XapMOHH3UPAHE IbPIKABUTE -4 JIC HKU
MOTAT Ja 0 UIbPIKAT HIIH Ja MPHEeMAaT HAI[HO HAaJHH pa3lopeiou Mo Te3H BBIIPOCH.

(32) lletre mupextrBu U mpenopbkaTa Ha Komucwsta, otOensizanu B choOpakenue 1,
KOHTO C€ 3aMEHAT OT HACTOSIUS PEIVIAMEHT, CJIe/jBa Ja C€ OTMEHSIT,

IMTPUEXA HACTOAIIMA PEIJIAMEHT:
Ynen 1
Hesn u odxBaT

1. HacTosmmusT perisaMeHT ompenessi MpaBUjiaTa, KOMTO HMAaT 3a I€J1 Ja OCUTYpAT
CBOOOZHOTO JBIDKEHHE B paMKUTe Ha BBTPCIIHUS Masp HAa JETepreHTH W Ha
MTOBBPXHOCTHOAKTUBHHY BEIECTBA, NPEJHA3HAUYSHN ]2 BJSI3AT B ChCTaBa Ha JETEPICHTH, KAaTO
ChILEBPEMEHHO OCHTYpsBa BHCOKa CTEICH Ha 3allMTa HA OKOJIHATA CPeJida U Ha 3/IpaBEeTO Ha
Y4OBEKA.

2. 3a Ta3u LeJ peTNIaMeHThT XapMOHN3UPA CJICJHUTE TPaBUIa OTHOCHO IyCKaHETO Ha Tasapa

Ha NCTCPTCHTH U HA MOBBPXHOCTHOAKTUBHHU BCUICCTBA, IPCAHA3HAYCHH JIa BJA3aT B ChCTaBa
Ha JICTCPICHTU:
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- 6H0p331"paZ[I/INIOCT Ha NOBBPXHOCTHOAKTUBHUTE BCIICCTBA,

- orpaHMueHMs WM 3a0paHd, KOMTO C€ [pHJAraT CHOPsIMO H3MO0JI3BAHETO Ha
MOBBPXHO CTHOAKTHBHUTE BEILIECTBA, IO MPHYMUHU CBBP3aHU ¢ OMOpa3rpaMMocTTa,

- JOMBJIHUTEJIHO €TUKECTUPAHEC Ha ACTEPTCHTUTE, BKIIFOUHUTEJIHO U 32 apOMATHUTE, KOUTO MOIaT
Ja NPEAN3BUKAT aJICPTUA; U

- uHbopManus, KOSTO NPOU3BOAUTENMTE TpsOBa Ja NPENOCTaBIT HA PA3MOJIOKCHUE HA
KOMIIETECHTHUTE BJIACTU U MEJULMHCKUS IEPCOHAT Ha TbPXKABUTE-UJICHKHU.

Ynen 2
OnpeneJieHust
3a [enMTe Ha HACTOSIIMS PETraMeHT:

1) “neTepreHT’ 03HayaBa BCAKO BEIIECTBO WJM MpeEMNapaT, KOETO ChIbpXa CAaIlyHU W/HIU
JpYyTU NOBBPXHOCTHOAKTMBHU BELIECTBA, IPEJHA3HAUYECHHU Ja y4acTBAT B IPOLIECH, CBbP3aHU C
U3MHBAaHE WM TOYNCTBaHE. J[eTepreHTHTe MOTaT Ja OBJAT MPEACTABEHM IIOJ BCAKAKBA
¢dopma (TeqHOCT, Tpax, Kaima, NpbTOBUHN 3aTOTOBKH, KATBIH, U3MATH HOPMH, OJIOKIETa, U
T. H) U Ja 0bJaT IyCHaTH Ha 7a3apa MM U3HOJI3BAHU 3a JOMAIIHU, YUPEXKICHCKU WU
MIPOMHUILIEHU LEJIH.

JpyTH IpoayKTH, KOUTO C€ CUMTAT 3a AE€TEpIeHTH, ca:

- “IIOMOIIHM TpermapaTd 3a IMpaHe”, MpeJHa3HAueHW 32 HaKWCcBaHe (MpeAarnpane), 3a
M3IUTAKBAaHE WK 32 H30eJIBaHe Ha IPeXd, JOMAIIHO 0eJbo, U T. H.,

- “oMeKoTHTeH 32 0eJIb0”, IpeHA3HAYEHH Jla IPOMEHSIT YCEIIAHETO TPH JOIHUP Ha ThKAaHHUTE
IIPU MPOLECHUTE, KOUTO JIOMIBJIBAT IPAHETO HA ThKaHH,

- “IIoYMCTBAINM TIpenapaT’, POAyKTH, peaHa3HadeH! 32 JOMAaKHHCKa TIO0IPHKKA OT THITA
“yHHUBepcaliHa yrnoTpe0a” H/MiaM TPOJIyKTH 3a TOYKMCTBAHE HA JPYTH TOBBPXHOCTH (KAaTO
Hanpumep: oOopy/BaHe, apTUKyJM, MAalIMHH, MEXAHWYHH MHCTAJALMH, TPAHCIOPTHU
CpeICTBa M CBBP3aHHU C TSI X CHOPHKECHUSI, HHCTPYMEHTH, YPEH, U T. H.),

- “Ipyru npenapaTy 3a IOYUCTBaHE U MUEHE”, IPE/IHA3HAUYEHH 33 BCAKAKBM JAPYTH ONEpalUu
10 MOYKCTBAHE Y MUEHE;

2) “muene (u3nupane)’ 03HavaBa MOYHCTBAHE Ha OEJbO, ThKAHU, MOCYAa U JAPYTH TBBPAU
MOBBPXHOCTH;

3) “nouncTBane” 03Ha4YaBa AciHOCT, onpeenena B cranaapT EN ISO 862;
4) mon “BemecTBa’ ce WMa MPEABHUA XAMUYHUTE €JEMEHTH W TeXHHTE CHEIUHEHHS B

€CTECTBCHO CHbCTOSHUC HUJIM MOJYYCHU YPE€3 KAKbBTO U Ja € NPOLEC, BKIIIOYUTEIJIHO BCAKaKBa
,H06aBKa, H606XOZ[I/IN[€I 3a 3ara3BaHCTO Ha ycmﬁthocna Ha NpOoAyKTUTE U BCAKaKbB IPHUMEC,
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KOWTO € pe3yaTaT OT U3BBPULICHUA MNPOLEC, HO HE U C€BEHTYaJIHUTEC PA3TBOPUTEIIU, KOHUTO
MOTIaT Ja ¢c€ OTACIIAT oe3 HapyliaBaHEC Ha ycml?mmaocna Ha BCUIECTBOTO UJIM NPOMEHAHE Ha
HEIOBHA CbCTaB;

5) “npenapat’ 03HaUYaBa CMEC UJM Pa3TBOP, ChCTABCH OT JIBE MJIM MOBEYE BELIECTBA;

6) “TOBBPXHOCTHOAKTMBHO BEHIECTBO” O3HA4YaBa BCAKO OPTaHMYHO BEIICCTBO W/WIU
Iperapar, U3I0J3BaH B ChCTABA HA JETEPTEHTHTE, KOWTO MPUTEkKaBa IOBBPXHOCTHOAKTHBHU
CBOMCTBA M C€ CHCTOU OT €JHA MM HIKOJKO XUAPO(IWIHU IPYIU U OT €JHA WM HIKOJKO
xuapo(oOHH TPYIH OT TAKOBA €CTECTBO U C TAKbB pasMep, e € B ChCTOSIHHE Ja HAMalH
MTOBBPXHOCTHOTO HaJSIraHe Ha BOJATA M Ja 00pa3yBa MOHOMOJIEKYJIHH CJIOE€BE C TOKPUBEH
M azcopOmpain eeKT Ha KOHTAKTHATa MOBBPXHOCT MEX/y BOJATa M Bb3IyXa, KAKTO U Ja
o0pa3yBa eMyJICHH, /UM MUKPOEMYJICUH, W/UIIM MULIEJH, ¥ Jia TIO3BOJIABA aJcopOLMsaTa Ha
KOHTAKTHATA MOBBPXHOCTMEXK/Iy BOJATA M TBBPIUTE TeJIa;

7) “mppBUYHO OHOpasrpakjaHe” O3HauaBa CTPYKTypHaTa MpoMsHa (TpaHchopmarims) Ha
HOBBPXHOCTHOAKTHBHO BEIIECTBO YPE3 MUKPOOPTAHHM3MH, B PE3yJTaT HA KOETO TO IyOmn
HOBBPXHOCTHOAKTUBHHUTE CH CBOICTBA MOPAIH PAa3rpakjaHe HA ITbPBOHAYAIHOTO BEIIECTBO U
BCJIC/CTBAEC Ha TOBa 3ary0Ba MOBBPXHOCTHOAKTUBHOTO CH CBOWCTBO, KOETO CE H3MepBa
[TOCPE/ICTBOM TECTOBUTE METO AU, BU3HPAHHU B IpuioxeHue 11

8) “xpaiiHo OuopasrpaxaaHe B aepoOHU yCJIOBHSA™~ O03Ha4aBa CTCHECHTA HAa OUOpa3rpaxkJaHe,
[OJIyueHa KOraTo MOBBPXHOCTHOAKTMBHOTO BEIIECTBO € HANBIHO pas3rpajieHo upes
MHUKPOOPTaHH3MH TpPH HadUe HAa KHUCJOPOJ, B PE3yNTaT HAa KOETO TO C€ pa3jara Ha
BBINIEPOJCH AMOKCHI, BOJA M MHHEPAHM COJM Ha BCEKM OT APYTUTE HAJMIHH €IeMEHTH
(MuHepaIm3amys), KOATO Ce M3MepBa 0 TeCTOBHTE METO U, BU3HpaHU B mpunoxenue 111, n
Ha HOBH KJIETHYHH MHUKPOOHM KOMIIOHEHTH (OnoMaca);

9) “myckaHe Ha nmazapa’” O3HauaBa BbBEXJAHE Ha JaJicH MPOJIyKT Ha nazapa Ha OOLIHOCTTA U
HETOBOTO NPEJOCTABIHE HA TPETH JHI@A N0 Bb3ME3ACH WM 0e3Bb3Me3[cH HauuH. Bcexu BHOC
Ha MHTHHYecKaTa Teputopust Ha OOIIHOCTTA ce CUMTA 33 IyCKaHe Ha Ma3apa;

10) “npoussoauTes’” 03HaYaBa (HU3MIECKOTO HIIM FOPUIUIECCKOTO JIMIIE, KOETO € HATOBAPEHO C
IyCKaHETO Ha Ia3apa Ha AETEePIeHT WM MOBBPXHOCTHOAKTHBHO BEIIECTBO, PEAHA3HAUCHO
Ja ObJe 4acT OT ChCTaBa Ha JCTEPIEHT; MO-CNEIUAIHO 33 TAKbB CE CUUTA MPOHU3BOAUTEILIT,
BHOCHUTEJHST, ONAKOBYMKBT, KOUTO PabOTAT 3a CBOS COOCTBEHA CMETKA, WJIM BCAKO JIHILE,
KOETO TPOMEHs XapaKTepUCTHKHTe HAa JaJeH JACTePICHT MM Ha IOBBPXHOCTHOAKTHBHO
BEILECTBO, NPEAHA3HAYCHO Ja O'bJIe 9acT OT ChCTaBa Ha JSTCPICHT, HIM KOETO Ch3aBa MM
NpoMEeHd eTUKeTHpaHeto My. JuctpuOyTop, KOWTO HE NPOMEHS XapaKTepUCTUKUTE,
STUKETHPAHETO HJIM OINMAKOBAaHETO Ha JaJieH JACTEPreHT WM Ha IOBBPXHOCTHOAKTHBHO
BEILECTBO, NpEIHA3HAYEHO Ja OBbJe YacT OT ChCTaBa Ha JETEPIEHT, HE Ce CUMTA 3a
IIPOM3BO IUTEJI, OCBEH aKO He AeiiCTBA M KATO BHOCUTET,

11) “MenuuHCKYN TepcoHa)’ O3HAa4yaBa IUIIJIOMHUpAH JieKap WIIHM JHIE, KOeTo padoTH 1o
PBKOBOJICTBOTO Ha JUILIOMHpAH JieKap, KOUTO UMAT IPaBo Jia OKa3BaT MEAULUHCKU IPIDKH,
Jia U3BBPIIBAT AUATHOCTUKA MU Ja MPENUCBAT JIEYeHNE U KOUTO ca OOBBP3aHU C ONAa3BaHE
Ha JIeKapcKa TaiHa;

12) “meTepreHT 3a MPOMHUIIUICHU W YUPEKACHCKH LEJIN~ O3HavyaBa JIETEPTEHT 32 MHUEHE W

MIOYHNCTBAHE, YyIIOTPEOsSBAH U3BHH JOMAKHHCTBOTO OT CIEILMaJU3HPaH IepCcoHa, H3I0II3BaI]
crienupUYHH MPO Iy KTH.
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Ynen 3
IIyckane Ha ma3apa

1. KoraTto ca mycHaTH Ha ma3apa, BU3UPaHUTE B YJieH | IeTepreHTH U MOBBPXHOCTHOAKTHBHH
BEILeCTBA, IPeIHA3HAUYCHH 13 O'bJIAT YacT OT ChCTABA HA ICTEPTEHTH, TPsAOBa J1a OTrOBapsT Ha
YCIIOBHSTA, XapaKTEPUCTHKUTE W NPENEIHHTE CTOMHOCTH, ONPEICJIeHH B HACTOSIIVS
peTIaMeHT M HETOBHUTE NPWIOKEHMs, a ChIO Taka NpH HeoOXoauMocT Ha JlmpekTuBa
98/8/EO wm  Bceku  apyr  JokymMeHT OT  OOIIHOCTHOTO  3aKOHOJATEJICTBO.
TTOBBPXHOCTHOAKTUBHUTE BEIECTBA, KOUTO Ca CHIIO AKTHBHU BEHIECTBA MO CMUCHJA HA
HupextuBa 98/8/EO M KOMTO ce HM3MOJ3BAT KaTO JC3MH(EKTAHTH, C€ OCBOOOXKIaBaT OT
M3UCKBaHMATA Ha pasnopenoute Ha npuioxenus 11, I, IV u IX xbM HacTOSALMS perjaMeHT
TIPH TIOJIOKEHHE Y€

a) purypupar B CIMChKa, npeicTaBeH B npuioxeHue [ nm [ A xem Jupextusa 98/8/EO, nnn

0) ca cbCTaBKM Ha OMOLUUAHU NPOJYKTH, KOUTO Ca Pas3pellleHH MO CHjIaTa Ha WieH 15,
naparpad 1w naparpad 2 ot Jupextusa 98/8/EO, nnu

B) Ca CbCTaBKH Ha 6I/IOLII/I,Z[I—H/I NpO Oy KTH, KOUTO Ca pa3pClICHU I10 CHUJIaTa Ha MPEXOAHU MEPKH,

WU Ca CBBP3AHU C JIECETrOJMIIHATA paboTHA IpoIpaMa CHIVIACHO ujeH 16 oT JupextuBa
98/8/EO.

Te3n NOBBPXHOCTHOAKTUBHU BEIIECTBA BCHIIHOCT C€ CYMTAT KAaTO Je3MH(DEKTAHTH U
JIEeTepTeHTUTE, KOUTO TH ChIbPXKAT, TpSOBa Ja OTroBapsT Ha pasnopeONTe 3a eTHKETHPaHe
Ha Je3uH(peKTaHTHTe, B puiioxkeHue VII A.

2. TlpousBogWTelmMTe Ha JeTepPTCHTH W/MIM Ha TOBBPXHOCTHOAKTHBHM BEIIECTBA,
Ipe/Ha3HAueHH Ja ObJAT 4acT OT ChCTAaBA Ha JCTCPICHTH, TpsOBa Ja ca ce YCTAHOBMIJIM Ha
TepuTOpHATa HA OOIIHOCTTA.

3. IlpousBoaurteimTe  HOCAT  OTTOBOPHOCT 3a  TOBa  JETEPICHTATe  W/WiHA
[MOBBPXHOCTHOAKTHBHUTE BCIIECTBA, MNpCAHA3HAYCHH Ja OBJAT 4YacT OT ChCTABA Ha
JIeTepreHTH, Jla ChOTBETCTBAT HA PA3lOpEI0OMTE HA HACTOSIUMS PETVIAMEHT M Ha HETOBHUTE
MIPHUIIOKE HUSL.

Ynen 4

OrpaHdveHus, OCHOBAHH HA GHOPA3rPaIHMO0CTTA HA MOBHPXHOC THOAKTHBHHTE
BeleCTBA

1. TTo cunata Ha HaCTOSALIUS PETVIAMEHT, TIOBBPXHOCTHOAKTUBHUTE BEIIECTBA U JICTCPIEHTHTE,
ChIBbPIKAIIH MOBBPXHOCTHOAKTHBHU BELIECTBA, KOMTO OTrOBAPSIT HA KPUTEPHHUTE 33 KpaWHO
OGuopasrpakJiaHe B aepoOHH YCJIOBHS, KaKTO € rocodyeHo B npusoxenue I, moraT na 6pmat
IyCKaHH Ha masapa 0e3 Apyro oIpaHH4YeHHe, CBbP3AHO C OHOPa3rpauMOCTTa.

2. AKO JaJleH JEeTepreHT ChbAbPXKA IMOBBPXHOCTHOAKTMBHU BELIECTBA, YUATO CTENEH HA
KpaiiHo OuopasrpaxjaHe B aepOOHU YCJIOBUS € HMO-HHUCKA OT IlocodeHaTa B npunoxenue I,
MIPOM3BOJUTEIIMTE Ha JETEPTEHTH 3a INPOMMIIEHM M YYPEXKACHCKH LEIH, ChIbPKAIIH
MTOBBPXHOCTHOAKTHBHHN BEIIECTBA W/HIM MOBBPXHOCTHOAKTHBHM BEIIECTBA, IPEIHA3HAYCHH
Ja ObJaT 4acT OT ChCTABA HA JCTCPIEeHTH 3a MPOMUILICHU U YUPEXJSHCKU LEJIM, MOIAT Ja
IOUCKAT IpUJaTaHe Ha OCBOOOXKJABaHE OT M3UCKBAHUATA. MckaHMATa 3a JOIyCKaHE Ha
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TaKOBa OCBOOOXK/aBaHE Ce MPEACTABAT M MO TIX CE W3[aBa PEIICHHE B CHOTBETCTBHE C
yjeHoBe 5,6 u 9.

3. CreneHTa Ha IbPBUYHATA OHOPA3rPaJUMOCT CE U3MEPBA 32 BCUUKHU NOBBPXHOCTHOAKTHBHU
BEILIECTBA, ChABPIKAIIY CC B ICTEPTEHTH, KOUTO HE OTrOBAPST HA KPUTEPUHTE HA TECTOBETE 3a
KpaitHo 6uopasrpaxjaHe B aepoOHHU ycioBus. He ce mpenoctaBs reporanus OT U3UCKBAHUATA
32 TNOBBPXHOCTHOAKTHBHHMTE BEUIECTBA Ha JIETEPTCHTH, CTENEHTa Ha IIbPBUYHA
OGuopasrpauMOoCT Ha KOMTO € MO-HUCKA OT MOCOoYeHaTa B npuiiokeHue 11

Ynen 5
IIpexocTaBsiHe Ha Aeporauus

1. VckaHeTo 3a mpejoCTaBsiHE Ha Jeporaius, ce MpaBu Ypes3 M3MpallaHe Ha 3asiBJICHHE 10
KOMIIETEHTHHSI OpTaH Ha ChOTBETHATA JIbprKaBa-4JIeHKa, YIIOMEHAT B WieH §, maparpad 1 u
1o Komucusita, kaTo mpeAcTaBs JOKa3aTeNICTBA, CBbP3aHU C KPUTEPHUUTE, IOCOUYEHH B WiCH 6,
naparpad 1. IpprkaBUTe-4JICHKY MOTAT /1a IOUCKAT HCKAaHETO 3a MPEOCTABsIHE HAa JepOTalyst
Ja ObJe mpeIMeT Ha 3alljallaHe Ha TaKca Ha KOMIIETCHTHHS OpTaH Ha AbpKaBaTa-uJIeHKA.
Tasu Takca HAMa AUCKPUMMHALMOHEH XapakTep M He HaJXBbPJIA pa3XxoauTe 1o obpaboTkaTta
Ha 3aBJICHHUETO.

2. 3asBieHHATA Ce TPUAPYKABAT OT TEXHHYECKA [OKYMCHTALWMS, ChIbpPXKAIA BCHYKU
uHpOpMAIMK ¥ OOOCHOBKHM, KOUTO Ca HEOOXOAMMH 3a MpPELCHKA HAa ACNEKTHTE OTHOCHO
0e30MacHOCTTa, CBBP3AHH CBhC ChHCIMPUYHATA YNOTpeOa HA MOBBPXHOCTHOAKTUBHHTE
BEIIECTBA, BIM3AIIM B ChCTAaBa Ha [CTCPICHTH, KOMTO HE OTIOBapsAT Ha IMpPEACIHHUTE
[oKa3aTeln 3a GHOpas3rpaJMMOCT, TAKA KAaKTO ca ocoueHH B npuiokerue 111

OcBeH pesynTaTdTe OT MpeJBUICHUTE TecToBe B npuioxenue III, TexHudeckaTa
JOKyMEHTAI[Hs Tpsi0Ba Jia ChAbpKa MHQOpPMAIMATA M pe3yATaTUTE OT TeCTOBETE, PE B ICHH
B npunoxkenus 11 u IV.

VsnuTaHnsATa, OTpeNelicHn B IpuioxkeHwe 1V, Toduka 4, ce U3BBpIIBAT C HpHJIaTaHe Ha
CTBIANOBHACH TOAx0J]. CTHIANOBUIHUAT MOAXOJ IIe OBbJEe OIpeleleH B NOKYMEHT C
TeXHUUECKH yKa3aHus, KOMTO TpsOBa a ce mpueMe Hail-kbcHO a0 8 ampun 2007 r. cnopen
npoleaypata, IocoyeHa B ujieH 12, maparpad 2. B 1okyMeHTa ¢ TeXHUYECKUTE YKa3aHU 1Ie
0BbJaT yTOUHEHH CBINO TaKa, aKO TOBA € HEOOXOINMMO, M3MHTAHIATA, OTHOCHO KOUTO TpsiOBa
Jla ce TpuaraT NPUHIMITNTE Ha 100paTa JabopaTopHA MPaKTAKA.

3. KoMneTeHTHHAT OpraH Ha [JbpKaBaTa-4ieHKa, KOHTO IpueMa 3asiBIEHHATA 3a
MpeJoCTaBiHE Ha JepoTralysi, B ChOTBETCTBME C maparpadu 1 u 2, pasmiexja MCKaHUATA,
IpelneHsABa My OTroBapsT Ha YCJIOBUATA 32 NPEJOCTABSIHE HAa Jeporaiys, ¥ WHMopMmupa
Komucusata 3a pesyiarata OT TIXHOTO pasmIeKJAHE B CPOK OT IIECT Mecena Clex
[0JIy4aBaHETO HAa KOMIUIEKTOBAHOTO 3asiBJICHHUE.

AKO KOMIIETEHTHUSAT OpIaH Ha [JbpiKaBaTa-djeHKa CMETHE 3a HEeoOXOJUMO ¢ Lel
IpeLeHABaHEe Ha PUCKA, KOUTO MOJXKE Jla PpeJU3BUKa JaJICHO BEIIECTBO W/HIIM Ipenapar, Toi
U3UCKBA B CPOK OT TpM Mecela clieJ NOJy4yaBaHEeTO HAa WCKAHETO, JONbJIHUTECIIHA
uHpopMalysd, NPOBEPKA H/MIM MOTBLPAUTCIHM TECTOBE OTHOCHO TE3H BEIIECTBA U/HIIH
TIpernapaTy MM IPOAYKTH OT TAXHATA MpepadoTKa, KOUTO ca My OWJIM HOTH(OUIMPAH WX 32
KOHMTO TOH € IoJy 9niI HHpOopManysl NpH NpHIaraHeTo Ha HACTOSIIUS peTyiaMeHT. [leprnopT,
KOMTO C€ M3MCKBA 3a Pa3[VIEXKJAHETO HA JOCHETO OT KOMIETCHTHUsS OpTaH HAa AbpiKaBaTa-
YJIeHKA, 3all04Ba Ja Teue e]Ba CJeJ] KaTo JOCHETO ObJie KOMIUIEKTOBAHO C JOINBJIHUTEIHATA
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uHbopManmsi. AKO MCKaHaTa MH(pOpMAaLKs He € MPeJCTaBeHa B CPOK OT ABaHAJECeT Mecelia,
HCKaHEeTO Ce CUMTA 32 HeMBJIHO M CJIeJ0BATEITHO 332 HEBAJMAHO. B To3u ciiyvail He ce mpuiara
uneH 6, maparpad 2.

AKO ce TbPCH JOIBbJIHUTEIHA HHPOpMaIHs 3a MeTaboIMTUTe, O TPAOBANO J1a Ce M3MOJ3BaT
[OSTAIIHM CTpaTerHy Ha EKCIIEPUMEHTHpaHe, 33 a MOXKe Ja Ce rapaHTHpa MaKCHMAaJTHO
NpuOSTBaHE [0 eKCIepUMEHTAJHUTE MeToAd in Vitro u [0 JgpyruTe MeToad Ha
eKcIlepuMeHTHpaHe 6e3 H3M0I3BaHe Ha SKMBOTHH.

4. B3 OCHOBA MO-CICIMATHO HA OLCHKATa, U3BBPIICHA OT JbPXKaBUTE-4JICHKH, KoMmucusta
MOXKE Jida paspenrs ocBOOOXJaBaHE OT M3HUCKBAaHMATA B CHOTBETCTBHE C IPOILEIypaTta,
npeaBuacHa B uieH 12, maparpad 2. [Ipu HE0OX0MMOCT NpeIu Jia U3aajiec pelieHHe 32 TOBa
0CBOOOXKIABaHE, T WH3BBPIIBA JONBIHMTEIHA OLECHKA HAa CBEACHHUSTa, YNOMEHAaTH B
naparpad 3 Ha HacTosMs 4ieH. TS B3eMa pelleHHe B CPOK OT ABaHAIECET Mecelid Cle.
MmoJlydyaBaHe Ha pe3yJiTaTa OT OlCHKAaTa, NpelaJeHa OT Jbp)KaBaTa-uJieHKa, OCBEH aKko ce
npunara uieH 5, maparpadu 4 u 6 ot Pemenue 1999/468/EO, kaTo B TO3U Cilydail CPOKBT €
18 mecena.

5. B moctaHOBEHHTE OCBOOOKJaBaHKs OT CIIa3BaHe Ha M3UCKBAHMATA MOXKE [a CE Pa3pellu,
Ja ce TMOCTABH CPOK MJM Ja CE€ OIPaHMYM CTPOTO MyCKAHETO HA Ia3apa ¥ W3IO0J3BAHETO Ha
HOBBPXHOCTHOAKTUBHU BELIECTBA B KAYECTBOTO KM Ha ChCTABKA HA JETEPIEHTH, B
3aBUCHMOCT OT PE3YJITATATE OT JIONBJIHHUTEJHATA OLCHKA HA PUCKOBETE, TAKA KAKTO TS €
omucana B npuiokenue [V. B TIX MOKe J1a ce mpeIBK 1A IIEPHO | HA TIOCTEIIEHHO M3TEIIIHE
OT Masapa W M3M0J3BAHETO HA IOBLPXHOCTHOAKTHBHHU BEIIECTBA, KOMTO CE€ ChABPXKAT B
JETEPTEHTATE KATO TEXHU ChCTaBKH. KOMUCHATA MOXKE a IpepasIiieia ONpeIeIeHO pelIeH e
3a 0CBOOOK JABaHE LIOM pa3loJjara ¢ JAHHU, KOUTO OIPaBJaBaT M3BBPLIBAHE HA 3HAYMTEJIHO
PEBU3MPAHE HA TEXHUYECKOTO AOCHE, NPUIPYKABAIIO UCKAHETO 33 OCBOOOXKIABAaHE. 3a Ta3u
LeJl NPOM3BOJUTENAT MPENOCTaBs Ha KOMHUCHATA 1O HEMHO HCKaHE, aKTyaM3upaHa
TEXHUYECKA JOKYMEHTAMs 0 OTHOLICHUE HAa CBEJICHUSTA, OTOE/A3aHU B Hpuiiokenue [V,
Touka 2. Bp3 ocHOBa Ha Te3u akTyanusupaHu JaHHM, KoMmucusTa MOXe Ja pemmd Ja
[IPOJILJDKHY CPOKA Ha OCBOOOK JaBaHETO, Ja IO MPOMEHH MJIM Ja T0 npekpatd. Ilaparpadu ot 1
10 4 ¥ 6 Ha HACTOSIIMS YJIEH, KAKTO M 4JieH 6 ce mprarat mutatis mutandis.

6. Komucusita myOnuMKyBa CIHCHK HAa IHMOBBPXHOCTHOAKTMBHHTE BELIECTBA, HA KOUTO €
IpelocTaBeHa Jeporauus, KaTo yTOYHSABA CHOTBETHUTE YCJIOBUS HIJIM OIPAHUYEHUS 3a
U3M0JI3BAHETO MM, ChIJIACHO IPHUIIOKEHUE V.

Ynen 6

YcioBusi 32 mpeocTaBsIHE HA € POr alust

1. Korato Komucusata 0OMHCIS MPEeIOCTABIHETO HA JEPOTAlHs, T U3BbPILIBA TOBA ChHINIACHO
mpolelypaTta, npeiBUJcHa B uieH 12, maparpad 2, 1 Bb3 OCHOBA Ha CJICTHUTE KPUTEPHH:

- aKO ce M3IO0J3BAT [0-CKOPO B MPHJIOKEHHS, KOUTO MMaT ciaba ynotpeba Ha aucnepcws,
OTKOJIKOTO B IIPHJIOKEHUS ChC 3HAUHTEIIHA YIIOTpeOa Ha JucIiepCus,

- aKo ce M3MO0JI3BAT EJMHCTBEHO 33 MPOMULUICHH LEJM WWIM 32 CHeNu(UYHM LeJd B
yUpex e HUS,

- aKO PHCKbT, KOWTO IPEJICTaBIsBAT 3a OKOJHATA Cpela W 3a 31paBeTo 00EeMBT Ha
NPOJIKOUTE MM HAYMHBT HAa ynoTpeba B pamkute Ha OOIIHOCTTA, € OTPaHUYEH CHPSIMO
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COMAJITHUTC U MKOHOMUYECKU NpEeAUMCTBA, KATO TOBa CE€ OTHACAd U OO0 0e30MacHOCTTa Ha
XPaHUTE UJIM 10 XUTUCHHUTE HOPMHU.

2. Noxato Komucusita He ce € mpou3Hecsa Mo ONpeiesieH0 HCKaHe 3a JepoTralys, MyCKaHeTo
Ha masapa 4 ynotpebaTa Ha JaJICHO MOBBPXHOCTHOAKTHBHO BEIIECTBO MOTAT Jia MPOABIDKAT,
MIPH YCJIOBHE Y€ MPOM3BOUTEIISIT MOXKE JIa JIOKAXKE, Y€ MOBBPXHOCTHOAKTUBHOTO BEIIECTBO €
Ouio Bewe W3MOJI3BaHO Ha maszapa Ha OOIMHOCTTa KbM JaTaTa HAa BJM3aHE B CHJA HA
HACTOSIIUS PETVIAMEHT U Ye MCKAHEeTO 3a MPEJOCTABSHE HA JCPOTalis € BHECEHO B MEPHOJA
OT IBETE TOAMHU CJIe]] Ta3H JaTa.

3. Axo Komwucusta oTKake TpeJocTaBsHE Ha [eporanms, T H3BBPIIBA TOBAa B CPOK OT
JIBAHAJIECET Mecella CJie]l MoJlydaBaHe Ha pesyJiTaTa OT OLCHKATAa, NMPEIBHUJCHA B YJieH 5,
naparpad 3, mpeiazieHa OT Jbp)KaBaTa-4JIeHKa, OCBEH aKO HE ce NMpuJiara 4ieH 5, naparpadu
4 u 6 ot Pemmenne 1999/468/EO, xato B T03U ciy4yail cpoksT ¢ 18 mecema. Ts moxe na
OTIpeici TPEXOJICH TEPHO/T, B KOMTO MOCTEMEHHO Ilie Ce MPEKpPaTH IMyCKaHETO Ha Ta3apa u
M3M0JI3BAHETO HA BBIIPOCHOTO MOBBPXHOCTHOAKTHBHO BEIECTBO. TO3M MPEXOJICH MEPHO| He
MOJKe J]a Ha/IBHILIaBa JIBe TOAMHH OT e HA, B KoiiTo KoMucusTa B3eMe CBOETO pelICHHE.

4. Komucwsita my6GnukyBa B npuiioxenre VI CIIUCHK Ha MOBBPXHOCTHOAKTUBHUTE BEILIECTBA,
3a KOMTO € YCTAHOBEHO, Y€ HE OTrOBapsT Ha M3MCKBAHHUSTA HA HACTOSIIIHS PETJIAM CHT.

Ynen 7
M3nuTanusi HAa MOBHPXHOCTHOAKTHBHHUTE BEINECTBA

Bewdaku w3nutanms, npeaBuaeHn B wieHoBe 3 u 4 u B npunokenus 11, 11, IV u IX, ce
MIPOBEX JAT CHIVIACHO NOCOYEHHUTE CTAHJAPTH B MpuiokeHHUe I, Touka 1, 1 B chOTBETCTBHE C
M3UCKBAHMATA OTHOCHO M3NHUTaHMATA, NpeaBuiueHu B uieH 10, maparpad 5 ot PermameHt
(EMO) Ne 793/95. 3a Ta3u nen e AocTaTbuHO Ja ce npuiara uin ctangapt EN ISO/IEC, wiu
MPUHIMIUTE HA JoOpaTa JlabopaTopHa MPaKTUKa, C U3KIIFOYCHNE Ha U3IHUTAHHUSATA, 33 KOUTO
MIPUHIUIIATE Ha JoOpaTta jgabopaTopHa MpakTUKa ca CTAHAJIM 3alb/DKUTENIHU. B ciywaure
KOTATO NMOBBbPXHOCTHOAKTHBHHUTE BEIIECTBA CE M3IOJ3BAT B JCTEPTEHTH, IIyCHATH Ha Ia3apa
Npeay BIIM3aHETO B CHJIA HAa TOPENOCOYEHHUsS CTAHJAPT, ChILECTBYBAIH TECTOBE, KOUTO ca
0w POBEJICHU C M3IIOJI3BaHE Ha Hai-I0OpUTEe HAyYHH JOCTIDKCHHUS M ChIVIACHO CTAHIAPT,
KOMTO € ChIIOCTABHUM C OCOUEHHUTE B MpUJIOkKeHHe [, MoraT aa ObAaT mpueMaHu, KaTo TOBa Ce
M3BBPIIBA 32 BCEKH Cilydail mooTaesHo. IIpou3BomTe AT Wil JbpKaBaTa-4ieHKA MOXKE Ja
npeactaBu Ha KomucusTa 3a pasmiexzaHe BCEKH Cllydail, KOUTO MOpaXxJa ChMHEHUS WIN
criop. Torasa ce B3eMa pellieHHe ChINIACHO MPOTIelypaTa, NpeBUcHa B ulieH 12, maparpad 2.

Ynen 8
3agbinKeHHSI HA IbPiK aBUTE-4JIe HKH

1. I'bpkaBUTe-UICHKN OTPEeAT KOMICTCHTHHUS MM KOMIICTCHTHHUTE OpTaH/M, HATOBapeHH
Ja cboOLIaBaT U pa3MeHIT HHOpMaLKs, CBbP3aHA C IPUIATAHETO HA HACTOSIIMA PEIVIAMEHT,
U cpoOmaBaT Ha KoMucusiTa MMeTo ¥ IBJIHUSA aJpeC Ha Te3U OPTaHH.

2. Besika rbprxaBa-diieHKa TpsiOBa Jia ChOOIM Ha JPYTUTE IbpXKABU-UJIEHKH U Ha Komucusata
CIIMCBKA Ha 0J00peHHTE JTab0paTOPHH, C UIMETO U ITBJIHHS MM aJpec, KOUTO MMaT IpaBo | ca
KOMIIETEHTHH Jia U3BBPIIBAT TECTOBETE, PENHUCAHU OT HACTOSLIUA pernaMeHT. [IbpxkaBuTe-
YyJeHKU Tps6Ba Ja MNpeICTaBiAT J0KA3aTeJicTBAa 3a KOMIIETEHTHOCTIA Ha IOPENOCOYEHUTE
nabopatopun cbrnacHo ctangapT EN ISO/IEC 17025, nocoyen B mpuioxenue I, Touka 1.
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CMmsiTa ce, 4e ToBa U3MCKBAHE € U3ITBJHEHO, aKO Ibp)KaBaTa-4JeHKa € MPOBEpHUJA ClIa3BaHETO
OT CTpaHa Ha JJabOpaTOpHUTe Ha MPHHIMIIKTE Ha I00paTa 1adopaTopHa MPAKTHKA ChINIACHO
ugneH 2 ot dupextusa 2004/9/EO.

3. Korato KOMIIETEHTHHSAT OpTaH Ha JaJieHa Abp)kaBa-uJIeHKa MMa OCHOBAaHHME Ja CUMTA, 4e
ompezieneHa 0100peHa JlabopaTopus HE NPHUTE)KaBa KOMIIETEHTHOCTIA, IpeIBUICHA B
maparpad 2, 1 ce3upa Komwureta, Bu3mpaH B uiieH 12. Axo Komucusta mpeuenwu, ue
TabopaTopusiTa He NPHTE)XaBa HEOOX0AUMAaTa KOMIIETEHTHOCT, HEHHOTO MMe Ce M3BaXKJa OT
cIMCBKa, npeasuaeH B maparpad 4. Ilpumara ce uneH 15, maparpad 2, ¢ M3KIIOUEHHE Ha
ciydas Ha JIaOOpaTOpHU, KOMTO 3asBABaT, Ue OTrOBapsAT Ha HM3UCKBAaHMATA Ha AOOpUTE
7abopaTOpPHU NPaKTUKH, 32 KOUTO B CIy4yail Ha HEClla3BaHETO UM C€ MPHJIATAT pasnoperonuTe
Ha unieHoBe 5 u 6 ot [{upextBa 2004/9/EO.

4. Komucusita myOmMKyBa €IUH IbT B roauHata B Oduyuanen secmuux Ha Esponetickus
Cbl03 CIHChKA HAa KOMIICTCHTHUTC OpTaHM, NMpeABHICHM B maparpad 1, W cmuchbka Ha
0100peHuTe 1ab0paTOp UK, BU3UPAHH B raparpad 2, KOraTo ¥Ma HACThIHIIH IPOMEHH.

Ynen 9
HNudopmanus, npegocTaBsgHa 0T NPOU3BOJIUTEINTE

1. Be3s ma ce HapymaBaT pasmopenbute Ha wineH 17 ot Jupexkmusa 1999/45/EO,
IIPOU3BO IUTEJIUTE, KOUTO MyCKAT Ha Ma3apa BEeLIeCTBATa WU NpenapaTuTe, KOUTO BIU3AT B
HPHIIOKHOTO TI0JIe Ha HACTOSIIUSA PETIIAMEHT, Tps0Ba Ja TMPEeN0CTABAT HAa Pa3IoNoKEHNE Ha
KOMIIeTEHTHHTE BJIACTH HA JbpKaBHUTE -UJICHKH:

- uHQOpMAIMA 32 €IUH WM HAKOJIKO OT PE3yiTaTHTe OT H3NUTAHUATA, NPEJBUICHU B
npunoxenue 111,

- 3a TIOBbPXHOCTHOAKTHBHUTC BCIICCTBA, KOWUTO HE OTroBapsAT Ha H3UCKBaAHUATA IIPU
HNPOBEXKJAAHEC Ha MNPEJABUIACHUTE B MNPUIIOKEHHUC Il u3nuTaHus U 3a KOUTO € JACTIO3MpaHO
HCKaHEC 3a MpeA0CTaBAHE Ha ACporanusd, CbIJIaCHO YJICH 5:

(i) TexHUYecKa NOKYMEHTAIUS 32 PE3yITATUTC OT U3MHUTAHUSITA, IPEIBUJICHA B TP UIIOKCHHUE
I,

(il) Texamuecka MOKyMEHTAIMS 3a pE3yJITATHTE OT HU3MWTAHHWSATA W HWHPOPMAINMsITa,
npeaBUicHa B ipuioxxeHue [V.

2. OT MOMeHTa, B KOHTO BeIeCTBATAa W/HIIH NpErapaTHTe, KOUTO BIM3AT B NPIJIOKHOTO TOJIE
Ha HACTOSINMS PEINIAMEHT, Ceé IyCHAT Ha Iasapa, MPOM3BOAUTEIIT HOCH OTFOBOPHOCT 3a
MPAaBUIHOTO M3BBPIIBAHE HAa CHOTBETHUTE IOPENIOCOYEHH TeCTOBE. TOM ABbPIKU CBHIO TaKa Ha
pas3moJioKeHne NOKYMEHTALMS 3a U3BBPIIEHHTE TECTOBE, 3a JA JOKKE, 4e NPOMYKTHTE
OTroBapsT Ha pEIIAMEHTa | Y€ € OTOPHU3HPAH Ja ce BB3MOJ3Ba OT IpaBaTa Ha COOCTBEHOCT IO
OTHOIICHNE Ha Pe3yNITATUTEe OT M3MHTAHKATA, H3BBH PE3yNTATHTE OT M3MUTAHMATA, KOUTO ca
Beue OOLIECTBEHO JOCTOSHHE U U3IO0I3BAHETO UM € CBOOO THO.

3. IlpousBoiuTenuTe, KOUTO IyCKaT Ha Iasapa IpemapaTd, BIM3AIM B o0xBaTa Ha
HACTOSIIMSA PETIaMeHT, TpsA0Ba Ja TpeACTaBAT He3abaBHO W OE3IIATHO HA BCEKH WJIEH OT
MEIUIMHCKUSA MEepCOHaN, KOHTO MoWCcKa ToBa, GUII HAa CBCTABKUTE, CHITACHO MPHIIOKEHHE
VIII, uact B.
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Tosa He HapyimiaBa IpaBOTO Ha ONPECACJICHA ObpXXaBa-4JICHKa Ja MOHCKa TaKbB (1)I/IIH Ja 6’[),&6
npe€aaacH Ha Crieuain3upaH 06HI€CTBCH OopIaH, KOHTO Trop€ynoMeHaTaTa OAbpiKaBa-4JICHKA €
HaTOBapuJjia C Npe€A0CTaBAHETO HA TAKBB THUIL I/IH(l)OpMaIII/Iﬂ Ha M€ JMIUHCKH IIEPCOHAJL.

Hudopmanysta, koda1o Gurypupa BbB (uia, ce chbxpaHsBa 0T CHELUAIM3UPAH 00 IECTBEH
OpTaH ¥ OT MEJMIIMHCKHS ITePCOHAI KaTO MOBEPHUTEIHA, U Ce M3I0JI3Ba CaMO 3a MEIUITHHCKH
I[eJIH.

Ynen 10
MepkHu 3a KOHT PO

1. AkO KOMIIETCHTHHUTEC BJIACTH Ha [AbPKABUTE-UICHKU, MOTAT [a IpUJAraT, akrato e
LeJecbo0pa3Ho BCHUKUM HEOOXOIMMHU KOHTPOJHM MEPKM CIPAMO IIyCHaTHTE Ha Ia3apa
JEeTepreHTH, KOUTO MO3BOJLIBAT J1a C€ OCUIYPU COTBETCTBHETO HA NPOAYKTa C U3HCKBAHMATA
Ha HAcTOSIIMSA peraMeHT. ETajloHHMTe MeTOonu ca METoJuTe Ha TeCTBAaHE U aHAJM3,
npeBuaeH B npunoxenue IX. Tesu Mepku 3a KOHTPOJI HE 3aAbJDKABAT IIPOU3BOJUTEIIUTE JA
HOBTAPSAT U3MUTAHUATA, U3BBPIICHU OT JAOOpPATOPUUTE, KOUTO OTrOBApSAT HA IOCOUYEHUTE
ycnoBus B 4ieH 8, maparpad 2, HUTO Oa IURMIAT 32 MOBTApPSIHE Ha TECTOBETE MM 34
U3BBPIIBAHE HA JIONBJIHUTEJHM TaKHBAa, aKO ITbPBOHAYaJHOTO TECTOBO M3IHMTAHHE €
1I0Ka3ajJo, 4e JETepIeHTUTe MM HOBBPXHOCTHOAKTUBHMUTE BEIIECTBA, U3IOJI3BAHU KATO
CbCTAaBKH B JIETEPIeHTUTE, OTTOBAPAT Ha Pa3HopeJ0UTe HA HACTOSIILHS PEIVIAMEHT.

2. Ao ¥Ma OCHOBaHME Ja C€ CMSTA, Y€ JaJIeH TeCT, KOMTO € M3BBPILICH ChIIACHO METO/a,
npeapuaeH B npriiokerus I, I, IV umu VIII, e gan norpemiHo MoJIoKUTEHH pe3yITaTH,
KOMIIETEHTHUTE BJIACTH HA JIbpKaBUTE-wIeHKHM HMHPopMmupaT KoMmmucusta 3a TOBa U Ti, B
ChOTBETCTBHE C TpOIEypaTa, NpeaBuaeHa B ujeH 12, maparpad 2, nmpoBepsiBa BbIIPOCHUTE
pe3yaTaTd U B3eMa HE0O X0 JUMHUTE MEPKH.
Ynen 11
Eruxerunpane
1. PasnopeOute Ha HACTOSIIMSA YJIEH CE NMpUiarat, 0e3 Ja ce HapyllaBaT MpeAlMCaHUATa,
CBBP3AHU C KJIACH(PUIIMPAHETO, ONAKOBAHETO M ETHKETHMPAHETO Ha OINACHUTE BEIIECTBA U

npenapaTy, Taka kakTto Te Gurypupat B Jupextusu 67/548/ EVIO u 1999/45/EO.

2. Cneguute ykazaHus TpsiOBa Jia GUIypHpaT ¢ YCTIMBH, BUIUMH M HEH3TpUBaEMU OyKBH
BBPXY OMAKOBKUTE, B KOUTO JAETEPTEHTHTE Ce IMyCKaT B PO Jak0a Ha KpalHUS HOTPEOUTe:

a) HAMMEHOBaHHUETO ¥ (pabpHUUHATA UM THPTOBCKO HAMMEHOBAHHE Ha MPO Iy KTa;

0) HaUMMEHOBAHMETO MM THPIOBCKOTO HAUMEHOBAHUE HJIHM THPIOBCKATA Mapka U II'bJHUS
anpec, KakTo 1 Tesie) OHHMSI HOMep Ha JIMIETO, OTroBapsIIIo 33 MyCKaHEeTO Ha 1asapa;

B) aJpec’hT, €BEHTYaHUAT aJIpec Ha EJICKTPOHHATA IOMIa U Teje()OHHUSIT HOMEp, OTKbAETO
MOXe J1a ObJie noJlyyeH QUIIbT, BU3UPAH B 4JieH 9, maparpad 3.
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Copuata Ta3u wuHbopMamus TpaOBa ga (urypupa BBPXy BCHYKH JOKYMEHTH, KOMTO
MPUJPYXKABAT ACTEPTSHTHTE, IPEBO3BAHH B HACUITHO CHCTOSTHHE .

3. Bepxy omakoBKaTa Ha JETepICHTUTE TPsOBa Ja ce MOCOYBA ChIABPKAHHETO CBHITACHO
NpeIBUCHNTE crerpuKaiyu B npiokenue VI, uact A. Bepxy Hes ce yka3sa CBIIO Taka
HAUMHBT HA W3MOJI3BAHE W TPH HEOOXOJMMOCT, CIICHHAJHUTE INpeIrnasHd MEpKH, KOHTO
TpsiOBa Ja ce B3eMarT.

4. OcBeH ToBa Ha OIIAKOBKATA HA JETEPIEHTUTE, KOUTO CE MPOJaBaT Ha MAacOBUS NOTPEOUTE,
IIpeHa3HaYeHH 3a yHoTpeda KaTo NMEepHIIHK JIeTepIeHTH TpsOBa Ma GUIypHpaT yKa3aHUATA,
npeBuAeHA B puiiokerne VI gactb.
5. Axo B eJHa Ibp)KaBa-4JieHKa ChLICCTBYBAa 3aJbJDKCHHE MO CHJIATA HA HAILMOHAJHHUTE
pasmnope 0 eTUKeTHpaHeTo Ja ObJe W3BHPIICHO HAa HAMOHATHUA(UTE) €3UK(e3WIn),
IPOU3BOJUTEISAT U AUCTPUOYTOPHT TpsAOBa Ja HU3NBIHAT TOBAa 3aJbJDKCHHE OTHOCHO
uHpopManmsiTa, yTouHeHa B naparpadu 3 u 4.
6. ITaparpadu ot 1 10 5 He HapyImIaBaT CHUIECTBYBAIIMTE HALIMOHAJIHU PA3NoOpesOH, CTIOpE ]
KOMTO TpapuaHOTO M300pa3sBaHe Ha IUIOJOBE, KOETO OM MO0 Ia 3a0JlyH HOTpeOHTels
OTHOCHO ynoTpebaTa Ha TeYHUTE HPOJyKTH, HE TpsOBa Ja (GUIypUpa BbPXYy ONAKOBKATA, B
KOSITO IETEpreHTUTE ca IIyCHATU B NPOAaK0a Ha KpaiHUs NOTpeOUTe .

Ynen 12

Komurer

1. Komucusta ce mnoamnomMara OT KOMUTET.

2. Korato ce mpaBu 1o30BaBaHe Ha HACTOAIIMS Maparpad, ce Mpuiarat 4jeHoBe 5 U 7 oT
Perienne 1999/468/EO, kato ce B3eMaT MpeABHI pa3nopeJ0HTe Ha YJieH 8 OT HEeTO.

TlepuoabT, peBHCH B uJjieH 5, naparpad 6 ot Pemenne 1999/468/EO ce onpenels Ha Tpu
Mecela.

3. KomuTeThT IpHEMa CBOI MpoLie AypeH NpaBUITHHK.
Ynen 13

AnanTupaHe Ha MPUJIOKeHUS
1. HeoOxomumuTe M3MEHEHUS 3a aJalTHPAHETO Ha NPHJIOKEHUS ce IpHUEeMaT ChITACHO
npolelypaTa, npeJBU/cHa B 4JieH 12, maparpad 2, kKaTo ce W3M0JI3BAT B MAKCUMaJIHA CTENCH
€BPONEHCKUTE CTAaHAPTH.
2. ITo-cnennaiHoO U3MEHEHUATA UM 10 0aBKHUTE, HEOOX0IUMHU 3a MPUJIATaHeTO Ha MpaBUIIATa
Ha HACTOSIIMS PEIJIAMEHT CIPSAMO JETePIeHTUTe Ha OCHOBATA HAa Pa3TBOPUTENHM, CE MpUEMaT
B ChOTBETCTBUE C IPOLIEJypaTa, IpeiBUicHa B uieH 12, maparpad 2.

Ynen 14

Kunay3a 3a ¢cB00OTHO ABIKEeHIE
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I['Lp)l(aBI/ITe-'-IJ'IeHKI/I HEC cJICBa Ja 3a6paHﬂBaT, OIpaHHWYaBaT UJIK BB3NPCIKITCTBAT ITYCKaHETO
Ha nasapa Ha JICTCPIreHTHU H/WIH NOBBPXHOCTHOAKTHBHU BEIICCTBA, IPEJHA3HAYCHHU [1a BJIN3AT
B CbCTaBa Ha ACTCPICHTU, KOTATO TE3U NPOAYKTH OTroBapAT Ha M3UCKBaAHHATA HA HACTO ALIUA
PEeriIaMEHT, Ha OCHOBAHUA IIOCOYCHHU B HETO.

B ouakBaHe Ha MO-HATATHIIHO XAPMOHH3HMPAHE, IBPIKABATC-UJICHKH MOTAT [a IIOIBPXKAT
WM [a TpreMaT HalHOHAJHH pa3nopes0M OTHOCHO H3IOJ3BaHeT0 Ha Qochatn B
JeTepreHTHTE.

Ynen 15
IIpennasna kiaaysa

1. Axo enHa ObpKaBa-dJIeHKa UMa OCHOBAHME Ja CUMTA, Y€ JaJeH JeTCpPreHT, BhIPEKHU de
OTroBapsl Ha M3UCKBAaHUATA HA HACTOSIIMS pEINIAMEHT, IIPEJCTABIIIBA PUCK 3a 0€3011aCHOCTTA
HJIM 33 37paBETO Ha XOpaTa MM Ha XMBOTHHUTE, MJIM KPHE PHMCK 33 OKOJIHATA CPEJa, TI MOXKE
Ja 3a0paHu BPEMEHHO IIyCKaHETO Ha Ma3apa Ha TO3U JETEePreHT BbPXY LLIATa CH TCPUTOpUs,
WU J]a HAIIpaBH BPEMEHHO CYOEKT Ha CIELUAJIHU YCIIOBHUS.

Tasu mepxaBa mHbOpMHpa He3a0aBHO OCTAHAIUTE IbpKAaBHU-uJeHKH M KoMmwucusrta, KaTto
YTOUHsBa MOTUBHTE 32 CBOETO PEIICHHUE.

2. Cnex KOHCYNTHpaHE C Ibp)KaBHTE-WJICHKH, HJIM TPU HEOOXOIMMOCT C KOMIICTCHTHHS
Te XHHUECKH MJIM HAy4YeH KOMHUTeT Ha KoMucusTa, ce mprueMa pelieHue B CPOK OT ICBETASCET
JIHH, CBIJIACHO TpOLIeAypaTa, MpeJBUACHa B usieH 12, maparpad 2.

Ynen 16
IIpepasraexaane

1. Haii-xecHo 1o 8 ampui 2007 1. Komucusita TpssOBa /ia M3BBPIIM OLCHKA U Jia TPEJICTABH
JOKJIAJ ¥ TIPH HEOOXOAUMOCT J]a HAIIPaBH NP JIOKEHHE 32 IPOMSIHA HA 3aKOHOJIATEJICTBOTO
OTHOCHO ymoTpebata Ha (ocdhaTd B MEepCreKTHBATA 3a MOCTCNICHHATA MM 3a0paHa WM 3a
OTpaHMYaBaHE HA M3MOJI3BAHETO UM CaMO 32 CHeUM(pUIHY IEIIH.

2. Haii-xecuo 10 8 ampun 2009 r. Komucusita TpsioBa 1a HampaBy Hperyie]] Ha MpUjiaraHeTo
Ha HACTOSIIVS PeriaMeHT, KaTo 00phIa [0 -CHeNalHO BHIMAHKe Ha OMOpas3rpaAuMocTTa Ha
MOBbPXHOCTHOAKTBHUTE BEIICCTBA, H3BBPIIBA OICHKA W TMPEJCTABS JOKJIAN, M TPHU
HE0OX0JUMOCT, PaBHU MPEAIOXKEHUS 32 MPOMSIHA Ha 32KOHOIATEJICTBOTO OTHOCHO:

- GuopasrpakJIAHeTO B aHAEPOOHU yCIIOBUS,

- OHOpasrpaXJaHEeTO Ha OCHOBHUTE OPTAHMYHH HEMOBBPXHOCTHOAKTHBHH CBHCTABKH HA
JIeTepreHTUTe.

Ynen 17

3akoHOIaTEICTBOTO, KOETO TPSIOBa 1a ce OTMEHH
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1. CnegHuTe AUPEKTUBU CE€ OTMEHSAT, CAUTAHO OT 8 okTOMBpH 2005 T.:
- iupexTuna 73/404/EH10O,

- AupextuBa 73/405/ENO,

- AupextuBa 82/242/EN0O,

- Nupextusa 82/243/ENO u

- npexTBa 86/94/EHO.

2. IIpenopska 89/542/ENIO ce oT™MeHs, cuuTaHO OT 8 okToMBpHu 2005 T.

3. TTo3oBaBaHMSATA KbM OTM €HEHUTE JUPCKTUBU CC€ CUUTAT 3a IMO30BaBaHUA KBM HACTOAIIUA
PErIaMeHT.

4. B neHs Ha BIM3aHE B CHWJIa HA HACTOSINUS PEIIAMEHT, JbP)KABUTC-UJICHKH OTMCHST
3aKOHOBHUTE, TOI3aKOHOBUTC W AIMHUHHUCTPATABHUTE CH pa3nopei0H, MPHUETH ChINIACHO
JUPEKTUBUTE, IpeJBUACHN B naparpad 1, wimm Ha npenopbkaTa, mocoyeHa B naparpad 2.
Ynen 18
CaHkuun

1. Hait-xbcHO 10 8 oxtomBpu 2005 T. 1bprKaBUTE-4JICHKH TPsIOBa Ja IpHEMAT:

- 3aKOHOBU WJIM aJMUHUCTPATUBHN MEPKHU, KOUTO C€ IpHUjiaraT B cnyqaﬁ Ha HapyIlIlaBaHC Ha
HaCTOAINA PETIIAMEHT, U

- pazyOexaaBaiiy, eheKTHBHU U PO NOPIIMOHAHY CAHKIIUH, KOMTO Ce IPUJIAraT B cJydaid Ha
HapylIleHHe.

ToBa BKIOUYBA MEpKH, TO3BOJIMIBAlM MM [Ja 3aAbpiKaT MPAaTKU OT ACTEPTCHTU, KOUTO HE
OTroBapsAT Ha U3UCKBAHUATA HA HACTOALIMA PETIIAMCHT.

2. Te nezabaBHO nHPpOpMupaT KoMucusiTa 3a ToBa.
Ynen 19
Bun3zane B cuiia
HacTosmusiT peritamenT Bimza B cvuia Ha 8 oktomBpu 2005 T.

HaCTO?H.I.lI/IﬂT PEIIIaMCHT € 3aIbJDKUTCJICH B CBOSTA LAJIOCT U CC IpUJjiara npsikoO BbB BCHUYKH
AbPIKaBU-4JICHKU.

ConcrtaBeno B CtpacOypr ma 31 mapt 2004 ro quHa.

3a Esponetickus naprameHm: 3a Cveema:
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Ilpeoceoamen Tlpeoceoamen

P.COX D. ROCHE
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ITPHJIO’KEHHUE |
Crangapru 3a akpeJUTHpaHe HA T100pUTe JAG0PATOPHU NPAKTHKH U 3a1UTA HA
JKUBOTHUTE, IPUJIAT AHH CTIPSIM 0 JIAGOPAaTOPHH, KOUTO €A KOMIIETEHTHH U 0100peHH 32
U3BBPLIBAHE HA YCJIYTHTe, HEOOXOI UM H 32 IPOBEPKATA HA ChOTBETCTBHETO HA
AeTepreHTHTe B OOLIHOCTTA M0 OTHOIIEHHE HA MPeANUCAHNUATA HA HACTOSI IS
perjaMeHT M HAa HETOBHTe MPHII0OKe HUSI

1. Cmawnoapmu, npunaeanu Ha HUBO 1abOpamopuu.:

EN ISO/IEC 17025, O61mu mpe/mricatisi OTHOCHO KOMIIETEHTHOCTTa Ha JlabopaTopuuTe 3a
STAJOHUPAHE W U3BBPIUBAHE HA TECTOBH HU3IMTAHHS.

Hupextusa 2004/10/EO.
JupextuBa 86/609/ENO.

2. Cmanoapmu, npunazawu Ha HUGO Op2aHU 3d AKPeOUMAyuss U OpeaHu, HAMOBAPEHU C
KOHmMpPON Ha 006pume 1a6opamop Hu NPaAKMUKU :

EN 45003, CuctemMu 3a axkpedTupaHe Ha JabopaTopuu 3a TECTOBH U3INUTAHUSA U
eTajoHupane - OO K IpeIUCaHus 3a yIPaBICHUE U IPU3HABAHE.

JupextnBa 2004/9/EO.

32004r0648 - LII1P- pepaxtupan



IIPUJIOKEHUE 11

METOAHU 3A KOHTPOJI HA TbPBUYHATA BUOPA3TPAIMMOCT HA
HOBBPXHOCTHOAKTUBHUTE BEHIECTBA, CbABPKAIIIU CEB
JAETEPTEHTUTE

II'spBruHaTa GHOpa3rpaIMMOCT Ce U3MEpBa Ype3 ONpeiesiIHe B OMOpa3rpaieHd TeYHOCTH, Ha
OCTATPYHOTO HMBO HAa ITbPBOHAYAJIHO NPHUCHCTBALIUTE NOBBPXHOCTHOAKTHBHU BEIIECTBA.
HacTosmoTo NpuioxeHue 3aouBa ChC CIMCHK HA METOJUTE 3a TECTOBU U3IUTAHUSA, KOUTO
ca o01IM 332 BCUYKH KJIACOBE MOBBPXHOCTHOAKTUBHH BEIIECTBA; CJIE/I TOBA B 3aIVIaBHs OT A [0
I' ce n30posBAT aHAIMTUIHUTE TECTOBH NPOLEIYPH, KOUTO ca crelnpUIHN 3a BCEKU Kiac
TIOBBPXHOCTHOAKTUBHHU BEI[ECTBA.

Kputepuii 3a ycrnenHo mokpuBaHe Ha TecTa 32 IbPBUYHA OMOPAsrpaJMMOCT € JOCTUTaHETO
Ha HUBO OT MUHUMYM 80 %, U3MEpEeHO cIope]| ONMHCAHUTE TO-I0Jly METOJU Ha TECTOBU
U3MUTAHUS.

EtanoHHMAT MeToA, M30paH B HACTOAIMS PENIAMEHT 32 TECTOBUTC M3MUTAHMUS Ha
IIOBBPXHOCTHOAKTUBHUTE BEILECTBA B JAOOpaTOpHs, C€ OCHOBABA Ha “IpolLeypaTa Ha TecTa
3a MOTBBPXKJAaBaHe” OT MeToJa Ha OpraHu3alUATa 32 MKOHOMMYECKO CHTPYIHUYECTBO U
pa3BuTHe, onucaHa B mpuioxkeHue IX, Touka 1. MoraT na ce u3BBpIIBAT U3MEHEHUA B
poleypaTa Ha TeCTa 3a NOTBBPXKJABAHE, IPU YCJIOBUE Y€ Te CHOTBETCTBAT HA CTAaHIApTA
EN ISO 11733.

MeToau HA TeCTOBU M3NMUTAHUS

(1) Metoast Ha OUCP, nmy6nukyBaH B Te xundeckust gokiag va OUCP ot 11 roun 1976 1.
otHocHo “Proposed Method for the Determination of the Biodegradability of
Surfactants in synthetic Detergents”.

(2) MeToapT, n3no.3BaH BbB Opaniys, € 0J00peH C MoCTaHOBIEHUE OT 24 nexemBpu 1987
r., nyosnukysaHo B Joumal officiel de la Ritpublique franzaise ot 30 nexemBpu 1987 r., c1p.
15385, n ot ctanmapt NF 73-260 ot ronu 1981 1., mu3manen ot Association franzaise de
normalisation (AFNOR).

(3) MeTtompT, n3mos3Ban B ['epmanust, ¢ yetanoseH oT “Verordnung uber die Abbaubarkeit
anionischer und nichtionischer grenzflnchenaktiver Stoffe in Wasch- und Reinigungs mitteln”
ot 30 suyapu 1977 r., ny6nukyBan B Bundesgesetzblatt ot 1977 r., yact I, cip. 244,
ompeieieH B perjlaMeHTa 3a U3MEHEHHE Ha periaMeHTa oT 4 roHu 1986 r., myOnuKkyBaH B
Bundesgesetzblatt ot 1986 1., wact I, c1p. 706.

(4) MetomsT, KOHTO € B cuia B OOeMHEHOTO KpaJicTBO, HapeueH “Porous Pot Test”, e
omucaH B Te xunueckus nokmaa Ne 70 (1978) na Water Research Centre.

(5) “TecTsT 3a moTBBpKIABaHe” OoT MeToia Ha OVICP, otmcan B mpunoxenue X, touka 1
(BKJIFOUMTEJIHO W €BEHTyaJIHUTE M3MEHEHHMS Ha YCJIOBUATA HA NMpHJATaHE, MPEJUIOKECHU OT
ctanaapT EN ISO 11733). ToBa cblo Taka € €TAJIOHHHUAT METO I, U3M0JI3BAH 32 pa3pellaBaHe
Ha CHIOPHUTE BBIIPOCH.
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A.METOJI 3A AHAJIN3 HA AHMOHHUTE ITOBLPXHOCTHOA KTUBHU
BEIIIECTBA

ITo Bpeme Ha TeCTOBUTC HM3MUTAHMS, ONPEACISIHETO HA AHUOHHUTE MOBBPXHOCTHOAKTUBHU
BEILECTBA CE H3BBPIIBA UPE3 aHAIN3 Ha METHJICHOBO CHHBO aKTUBHO Bemectso (MBAS),
cropen Kputepumte, ompereidern B npmiokeHne VI, Touka 2. 3a aHMOHHHUTE
MTOBBPXHOCTHOAKTUBHHY BEIIECTBA, KOMTO HE pearupaTt Ha ropecrnomenatis meox (MBAS),
WM aKo ce CMETHE 3a HeoOXOOuMO Iopax HyXZaTa OT IMO-ToJisiMa e(eKTUBHOCT WM
TOYHOCT, MOXe€ Jla ce IPHUOErHe 10 M3MO0JI3BaHE HA amapaTypa 3a U3BbPIIBaHE HA CHOTBETHU
crennpUYHN aHAJIM3M, KaTo TeuyHa xpomartorpadus noj Bucoko HansraHe (CLHP) wim
razoBa xpomatorpapus (CG). Ilpm mnouckBane oOpasid OT BBIPOCHOTO YHUCTO
MTOBBPXHOCTHOAKTUBHO BEIIECTBO C€ NPEJOCTABSAT OT NPOW3BOIUTENSI HA KOMIETCHTHHTE
OpTaHM Ha TbpPyKaBUTE-UJICHKH.

b. METOJIY 3A AHAJIM3 HA HEMOHOT EHHUTE ITOBbPXHOCTHOA KTUBHU
BEIIIECTBA

Ilo Bpeme Ha  TecTOBUTE  U3INUTAHHUSA  OMNpPEJEJIHETO  Ha  HEHOHOTEHHUTE
MTOBBPXHOCTHOAKTUBHH BEIECTBA C€ HM3BBPIIBA CIOPEJ] METOJA HAa aKTUBHO BEIECTBO HA
o6ucmyT (BiAS), chrilacHO mpolieAypaTta 3a aHam3, onpeaeseHa B npuioxkenue VI, touka 3.

3a HEHOHOTEHHHTE IOBBPXHOCTHOAKTHBHM  BEIIECTBA, KOUTO HE pearupaT Ha
ropecnoMmeHatis Meoa BiAS, nimm ako ce cMeTHe 3a HEOOX0AUMO MOpaJy HyXXJaTa OT IO-
rosMa eeKTUBHOCT MJIM TOYHOCT, MOXKE Jia ce NMpHOeTHe N0 M3IIOJI3BaHE Ha amapaTypa 3a
M3BBPIIBAHE HA CHOTBETHH CIIEHU(UIHM aHAJM3H, KaTO TeYHa XpoMaTorpadus MOa BHCOKO
Haymarane (CLHP) wumm raszosa xpomatorpadpus (CG). Ilpm mnouckBane oOpasim oOT
BBIIPOCHOTO YHCTO MOBBPXHOCTHOAKTHBHO BELIECTBO CE€ MPEJOCTABST OT MPOU3BOAUTENS HA
KOMIIETCHTHUTE BJIACTH HA IBPIKABUTE -UJICHKH.

B. METO/IM 3A AHAJIN3 HA KATUOHHUTE [TOBLPXHOCTHOA KTUBHU
BEILIECTBA

ITo BpeMe Ha TeCTOBHUTE U3NUTAHUS ONPEIECIIHETO HA KATUOHHUTE IOBBPXHOCTHOAKTUBHU
BEILECTBA C€ U3BBPIIBA UPE3 aHAIN3 HA UCYJI(PUHOBO CUHBO aKTUBHO BemectBo (DBAS),
cbriiacHo ciiennute DBA S npoue nypu:

MeTonpT, KOHTO € B cuia BB Denepanna PemyOmmka ['epmanms, (1989) DIN 38 409 —
n3nanue: 1989-07.

3a KaTHOHHUTE NOBBPXHOCTHOAKTHBHU BEILECTBA, KOUTO HE pearupaT IpH TOpecroMeHaTUTe
TECTOBH M3MUTAHUS, WM aKO C€ CMETHE 3a HeoOXOIMMO MOpaju HyXJaTa OT IO-ToJsMa
e(pEeKTHBHOCT WM TOYHOCT, MOXE Ja ce MNpuOerHe 10 M3MOJ3BAaHE HA amapatypa 3a
M3BBPIIBAHE HA CHOTBETHU CHCHU(DHUYHU aHAJM3U, KATO TeYHA XpOMAaTorpadus MoJ| BUCOKO
namirane (CLHP) wmm razosa xpomatorpadpms (CG). Ilpm moumckBane oOpas3im oOT
BBIIPOCHOTO YHCTO MOBBPXHOCTHOAKTUBHO BELIECTBO CE€ MPEJOCTABSAT OT MPOM3BOAUTENS HA
KOMIIETCHTHUTE BJIACTH Ha IbP)KaBHUTE -UJICHKH.

I'. METOJIA 3A AHAJIN3 HA AM®OTEPHUTE ITOBLPXHOCTHOA KTUBHU
BEILIECTBA

Ilo BpEME€ Ha TCCTOBHUTE MU3IUTAHUA ONPECACIAHETO HA aM(bOTBpHI/ITe TNOBBPXHOCTHOAKTUBHU
BEIICCTBA C€ U3BHPIIBA IO CJICIHUTE MCTO AN :
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1) [Ipu OTChCTBHE HA KATHOHHH MOBBPXHOCTHOAKTHBHH BEIIECTBA - [0 METOJa, KOUTO € B
cuia BB Denepanna Penyoimka lepmanus, (1989) DIN 38 409 — Yacr 20.

2) B npotuseH ciyuaii - mo metona Orange II (Boiteux, 1984).

3a amMpOTpHUTe TOBBPXHOCTHOAKTHBHHM  BEIECTBA, KOMTO HE pearupat INpH
TOPECTIOMEHATUTE TECTOBH M3IHMTAHMS, HIIM aKO CE€ CMETHE 3a HEOOX0IMMO Mopagu HyXIaTa
OT MO-TOJIsIMa € EKTUBHOCT HJIM TOYHOCT (KaTO TOBa ObJ€ HAAJIC)KHO MOTHBHPAHO ), MOXKE Jia
ce mpubeTHe [0 HW3MO0JI3BAHE HA amapatypa 33 H3BBpIIBaHE Ha CHOTBETHH CHeHUPUIHU
aHaJM3M, KaTo TeuyHa xpoMmatorpadus mox Bucoko HajsraHe (CLHP) wumm rasosa
xpomatorpadpus  (CG). Tlpum  moumckeaHe  00pasgd  OT  BBOPOCHOTO  YHCTO
MOBBPXHOCTHOAKTHBHO BEIIECTBO C€ NMPEIOCTABAT OT NMPOM3BOAUTENST HA KOMIETCHTHHTE
BJIACTH HA JbP)KABUTE-UJICHKH.
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ITPHJIOKEHUE 111

METO/H 3A KOHTPOJI HA KPAYMIHATA BUOPA3IPAIJUMOCT
(MUHEPAJIN3ALIUA) HA TIOBBPXHOCTHOAKTUBHUTE BEIIECTBA,
CBABbPXALIU CEB IETEPTEHTUTE

A. EranoHHuAT MeToA, n30paH B HACTOSMIMS PEIVIAMEHT 3a JIa0OpaTOPHHUTE H3IHTAHUS
OTHOCHO KpaiiHaTa OHopa3rpaMMOCT Ha 110 BBPXHOCTHOAKTUBHUTE BEIECTBA, CE OCHOBABa Ha
ctangapT EN ISO 14593: 1999 (u3nutanue ¢ CO2 B ropHaTa 4acT Ha KOJIOHA).

ITOBBPXHOCTHOAKTHBHUTE BELIECTBA, KOMTO CE CHABPKAT B JCTCPTEHTUTE, CE CMSITAT 3a
OuopasrpaJ My, aK0 HUBOTO Ha OHOPa3rpaJuMOCT (MUHEPAJM3aIUs ), ©3MEPEHO C MOMOIITA
Ha e€{H OT CJIeJHHUTE MET TeCTa 1, e He no-mMaJko oT 60 % 3a mepros OT JBaIECeT M OCEM JHHU:

1) Cranmapt EN 1SO 14593: 1999. KauectBo Ha Bojata. - OueHsBaHE BbB BOJIHA CpeJia Ha
KpaiiHa 6HOpa3rpauMoCT B aepOOHH YCIIOBHS HA OPTAHUYHHTE CheIMHEeHUst — MeTon upes
aHAJM3 Ha HEOPTAHWYCH BHINIEPO B XEPMETHICCKU 3aTBOPEHU ChIOBE (TECTOBO U3MUTAHUE C
CO; B ropHata yacT Ha KoJioHa). /la He ce mpubsrea A0 NpeaBapHUTEIHO NPHUBEKAAHE 0
paboTHa Temrepatypa. He ce mpuiara HNpHHIUIIBT 32 MEXIUHEH MHTEPBAJl OT JIECET JHU.
(Etanonen meTon.)

2) Meton, nocouen B Jupextusa 67/548/ENO, npunoxenue V.B.4.B [OcBoboxnaBane Ha
BbpreposeH auokcun (COz) Moaupuiypano TecTOBO M3NUTAHME THI Sturm]: ga He ce
npuoOsTBA 70 TpeABAPHTENHO TPHBEXIAHE N0 paboTHAa Temmepatypa. He ce mpmmara
TPUHIAITHT 32 MEX ITHEH HHTEPBAI OT IECEeT JHU (€TAJIOHEH METO ).

3) Meton, nocoueH B upektuBa 67/548/ENO, npunoxenue V.B.4.J (3atBOpeHa koi0a): na
He ce NpuOsrBa [0 MpeJBapHUTENHO NPUBSXKIaHE N0 paboTHa Temmepatypa. He ce mpuiara
MPUHIMUIIBT 38 MEXKAMHEH UHTSPBAJ OT JECET THU .

4) Meton, nocoueH B JupektuBa 67/548/EMO, npunoxenue V.B.4.T' (MaHoMeTpuuHa
pecrpoMeTpusi): Ia He ce NpubsreBa 10 TPeIBapUTEIHO MPHBEKIAHE [0 pabdoTHA
TemMIiepaTypa. He ce mpuiara np MHOMITET 38 MEKIUHEH HHTEPBAJ OT I€CET THH .

5) Meton, nocouen B Jupextusa 67/548/ ENO, npunoxenue V.B.4.E (MITL: Munuctepctso
Ha MEXIyHapoJHATA ThPTOBUSA M HA MPOMHMIICHOCTTa — SITOHMA): 1a He ce MpuOATrBa 10
IpeBapuTeIIHO TIPHMBEXIaHe 10 paboTHa TemmepaTypa. He ce mpmmara NpUHIWITBT 3a
MEKIMHEH HHTEPBAJI OT IeCeT OHH .

B. B 3aBHCUMOCT OT (PU3HUECKUTE XAPAKTCPHCTUKU Ha MOBBPXHOCTHOAKTHBHOTO BEIIECTBO,
MOJKE Ja C€ M3IM0JI3Ba €AMHUAT UM APYTHAT OT METOJUTe, KOUTO (UTYpUPAT MO-I0JY, aKO
ToBa ObJe 00OCHOBAHO IO aJekBaTeH HauMH “. HeoOxoquMo ma ce 0TOeNeKH, Ye KpUTEPUsIT
3a yCIEIHO NMpEeMHUHAaBaHE Ha TecToBeTe OT MUHUMYM 70 % mpu Te3u MeToau, TpsOBa Ja ce
CUHTA 3d EKBUBAJCHTCH HA KPUTEPUS 32 YCIICNTHO NMPEMUHABAHE HA TECTOBETE OT M MHUMYM
60 %, KbM KOMTO ce NpaBu NO30BaBaHE B N30POEHHUTE B TOUKA A METOIH.

! Tesu ner Tecra ce ONpeAesAT KaTo Hail-IOAXOJAIIH 32 NOBbPXHOCTHOAKTUBHUTE BEIECTBA.

2 Meroaure, CBBP3aHU C PA3TBOPEHUS OPraHMYEH BBIJICPOJ, OMXa MOIVIM Ja JaJaT PEe3yJITaTH 3a CTENCHTA Ha
0cBOOOXK 1aBAHE B OKOJIHATA CPEJa, a HE 3a KpailHOTO OHopasrpakjaHe. MaHOMETpUYHATA PECIUPOMETPHUI U
metoastT MITI B mikom coydyanm He Ouxa OMIM MOJXOIANIHM, 3aIIOTO BHCOKATa HauyalHA KOHLCHTPAIMA TPH
TECTOBOTO M3IIHTaHHE OM MOIJIA 1A NPEeAN3BHKA HHXHOUTOPEH e(eKT.
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IenecbobOpa3HocTra Ha wn30Opa Ha OTOEISI3aHMTE IO-IOJIy METOJIM Ce IpeleHsABa dYpes
MOTBBbPIK/IaBAHE HA BCEKH CJlydyald IOOTIEJIHO, B CHOTBETCTBHE C YJIEH 5 OT HACTOSIIMA
periamMeHT.

1) Merton, mocouen B Jupektura 67/548/ENO, npunoxenuve V.B.4.A (AHuxunanus Ha
pa3tBopeH opranndeH Bbriiepon (POB): na He ce NpUOATBa [0 TpeIBapUTEITHO NPUBEXK IaHE
1o paboTHa Temriepatypa. He ce npuiara NpUHIOMITBT 38 MEXAWHEH MHTEPBAJI OT JIECET JHU
(etanmonen Meton). Kato kputepwuii 3a ycremHa OHopasrpaJuMOCT, U3MEpeHa CIope]] TeCTa,
ce mpueMa pesyntatT oTMuHUMYM 70 % 3a gBasieceT U OCeM JTHHU.

2) Meton mocoueH B JupektuBa 67/548/EMO, npunoxenune V.B.4.b (CkpHHHHTOBO
nscnensane, nameneHo ot OV CP) — aHuxumamus Ha pa3TBOPCH OPTaHUYCH BBIVICPO: Aa HE
ce mpubATBA 10 TpEeABapUTEIHO TNMpHUBEXIaHEe A0 paboTHa Temmepatypa. He ce mpumara
OPUHLUITBT 32 MEKJIMHEH WHTepBal OT AeceT JHH (eTasoHeH Metona). Kato kputepuii 3a
ycrenmHa 6uopasrpa M ocCT, U3MepeHa CIope.]l TeCTa, ¢e MpueMa pe3ytat oTM uHuMyM 70 %
3a IBAJECET U OCEM JHHU.

N.B.: 3a Bcuuku 010OeI3aHI 0-TOpE METOAM, B3eTH OT J{upektiBa 67/548/ENO, Moxe cbII0
Jla ce HalpaBH KOHCYJTAaIMs B myOymkarmsTa “Kinacupukanus, onakoBaHe U eTHKETUPaHE Ha
omacHHTe BemectBa B EBpomeiickus cpro3”. YacT 2: “MeTomu Ha TECTOBU HM3MUTAHUA.”
EBpomneiicka komucus 1997. ISBN 92-828-0076-8.
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ITPHJIOKEHUE IV

JOIIBbJITHUTETHA OIIEHKA HA PUCKOBETE, KOUTO KPUSAT
HOBBPXHOCTHOAKTUBHUTE BEIHIECTBA, CbABP/KAIIIU CEB
JAETEPTEHTUTE

B ciyuante, KOTaTO Ce pasmosara ¢ OlleHKa Ha PUCKOBETE 3a OKOJIHATA CPe/ia B KOHTEKCTA Ha
HupextuBa 93/67/ENO, Ha Pernament (EMIO) Ne 793/93, na Pernament (EO) Ne 1488/94 unu
Ha JOKyMEHTUTE ¢ TeXHUYCCKHUTE yKa3aHMUs, OLICHKATA HA PUCKOBETE ce B3eMa IO BHUMaHUE
3a€HO C JOMBJHHTCJHATA OLCHKA HA PHCKOBETE, U3BBpIICHA B PAMKUTC HA HACTOSIIUS
PETIaMeHT.

JloIbIHNTEIHATA OLEHKA HA PHCKOBETE, M3BbPIIEHA B PAMKUTE Ha HACTOSIIHUS PEIVIAMEHT B
ciydaif, KOTaTo € BepOSTHO 00pa3yBaHETO Ha YCTOWYMBH Ha Bb3ACHCTBHE METAOOJHUTH, ce
B3eMa I10J] BHUMaHHE B KOHTEKCTa Ha H3BBPIICHHTE OLECHKH Bb3 OCHOBAa Ha JlmpekthBa
93/67/EVO nnu va Permament (EMO) Ne 793/93. Tasu oueHka TpsOBa Ja ce M3BHPLIM 32
BCEKH CJly4ail MOOTAEIHO U M0 -CNeLMaIHO Ha 6a3aTa Ha MOJIyYEHHUTE PEe3yITaATH OT TeCTOBHUTE
W3MUTAHKS, TIPEIBUJICHH B 4acT 3.

H3cnensareTo TpsA6Ba Ja BKIIEOYBA BOJHHA CHCTABCH KOMIIOHEHT HA OKOJIHATA cpera. Jpyra
uHpopMaLysd, CBbP3aHa CbC CHeLM(pUIHUTE NPOOIEMHU 10 OLEHKATA HA PUCKOBETE, MOXKE Ja
0b1e nouckaHa oT KomuteTa, BU3upaH B 4iieH 12, KaTo TOBa ce U3BBPIIBA 33 BCEKH CIy4ail
nootaeaHo. JlonbnHuTeHaTa MHbOpMaIyd O MOIVIA Ja c€ OTHACS IO JPYIU ChCTABKU Ha
OKOJHATA cpelia, KaTo yTaMKMTe OT IPEYMUCTBAHETO M mNouBeHaTa cpeja. Ilpuema ce
CTHIIANOBHIHHAT MOAXOJ IO OTHONICHWE Ha WH(OpMAIWMATA, M3MCKBAHA 3a TEXHHYECKOTO
Jocue, mpeaBUJIEHO B 4ieHoBe 5 M 9. JlokyMeHTanusaTa Tps6Ba Ja CbhIObpXKa Hal-Mallko
uHpOPMAIMITA, KOSTO € MpeIBHIeHa B TOUKH 1, 2 1 3 mo-noy.

Bbopekn TOBa 3a cBeXJaHE NO MUHUMYM HAa TECTOBUTE M3MUTAHUS, U IMO-CHELHUAIHO 3
U30sArBaHe HAa U3JIMIIHM M3NMTAHUSA BBPXYy OJKMBOTHHM, WH30poeHHMTe B Touka 4.2.2.
JONbJIHUTENIHM H3cielBaHuss Oum 1TpsAbBano Ja ObJAT M3UCKBAHU €JUHCTBEHO AaKO
nHbOpPMAIATAa OT TIX € HeoOX0IMMa ¥ NPOTNOPIIMOHANHA HA HM3clie[BaHeTo. B ciydail Ha
CHOp 3a pa3Mepa Ha JONTBIHUTETHO M3MCKBaHATA MH(OpPMAIWS, MOXE Ja Ce B3eMe pelIcHUe
ChIVIACHO MpOIelypaTa, NpeBUeHa B uJieH 12, maparpad 2.

Kakro ce mocouBa B 4ieH 13, ynmoMeHaTUTe IIaBHU HACOKUM B HACTOSALIOTO IIPHIIOKECHHE
OTHOCHO pPEIICHMATA 32 OCBOOOXKJABaHE OT M3WCKBAHMATA MOTAT, ako € HeoOXOoamMo, Ja
OBbaT aJANTHPaHU B3 OCHOBA HA HATPY ITAHWSA OTIUT.

1. Hoemwmuunocm Ha NOEBPXHOCMHOAKMUSHOMO Gewjecmeo (8 Cbomgemcmeue ¢
pasnopedbume, ycmanosenu om npunoxcenue VI, wvacm A kom Jupexmusa 67/548/EHO)

1.1. HaumeHoBaHue
1.1.1. OGo3Hauenne B HoMeHKIaTypaTa IUPAK
1.1.2. Ipyru HauMeHO BaHUS

1.1.3. Homep CAS u HaumenoBanne CA S (ako uMa TaKiBa)
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1.1.4. Homepa EINECS ! m ELINCS 2 (axo uMa TakuBa)

1.2. MousiekyJiHa 1 CTpyKTypHa Gopmyiia

1.3. CbcTaB Ha HOBBPXHOCTHOAKTUBHOTO BEILECTBO

2. Ungpopmayus 3a nosbpxXHoCmHOAKMUBHOMO BEWye Cmeo

2.1. KonudecTtBa OT HOBBPXHOCTHOAKTUBHOTO BEIIECTBO, U3MOJI3BAHH B ICTCPICHTUTE

2.2. Nudopmanmsata 32 HAYMHATE HA M3MOJI3BAHE, KOSTO € JaJIeHa B HACTOSIIIUS pasnei, Ou
TpsibBajio na ObJe DOCTATHYHA, 32 1a C€ HAlpaBH NPUOJM3UTENIHA, HO peajHa NpeleHKa 3a
JNEeHCTBHETO M MOCJEIUINTE OT BIM3aHETO My B KOHTAKT C OKOJHATA CPeJa, CBBP3aHU C
M3MOJI3BAHETO HAa TMOBBPXHOCTHOAKTHBHOTO BEIIECTBO B CHhCTABa Ha JeTepreHTHTE. Ta3u
nHopManys TpsOBa a BKIIOYBA CJICTHATE €JIeMEHTH:

- 3HAYMMOCT Ha NP HJIOKEHHETO MY (0OILECTBEHA CTOWHOCT),

- YCJIOBUS 32 M3MOJI3BaHE (CLIEHApUH 33 OCBOOOXK IaBaHE OT HETO),

- U3I10JI3BaH 00€eM,

- HAQJMYHOCT M aJICKBATHOCT HA 3aMECTBAIIMTE PELICHUsS (ChOOPaKEHHsI OT TEXHHYECKU U
WKOHOMHYECKH XapaKTep),

- OIICHKA Ha Ba)kKHATA HH(OPMAIHs, CBBP3aHa C OKOJIHATA CPEJia.

3. Ungpopmayus 3a nomenyuannume ycmouyusy Ha 8b30elcmsue mMemaboiumu

Heobxomumo e ma ce mpemocTaBu HMHPOpPMAIUS 3a TOKCHYHOCTIA HA TEYHOCTHTE, KOUTO
NIPEMUHABAT TECTOBUTE H3MUTaHUA. AKO He Cce paslojiara ¢ HUKaKBA JaHHA 32
MICHTMYHOCTTA Ha OTIAJHUTE BELIECTBA, B 3aBHCUMOCT OT NOTEHIMAHUS PHCK, KAKTO U OT
Ba)XHOCTTA M KOJHMYECTBOTO HA IIOBBPXHOCTHOAKTUBHOTO BEIECTBO, H3MOJ3BAHO BHB
JEeTepTeHTUTE, MOXKe Ja ObJic NOUCKaHa MH(pOpMaLMsITa, IpeBHuIcHa B Touka 4.2.1. B ciyyaii
Ha KOH(JIMKT, CBbP3aH € Ta3u HHpOpMalus, MOXE Ja Ce B3eME€ pEIICHHE CBITACHO
npolielypaTta, npeiBuJicHa B ulicH 12, maparpad 2.

4. Jlonwanumennu uscie08aHusl

4.1. TecToBM U3NUTAaHUS 32 OHOpa3rpaUMOCT

4.1.1. TTocsiBka, npuBeieHa 0 paboTHA TeMIiepaTypa

Bcsiko €HO OT TeCTOBHTE HM3MMTAHHS, ONMMCaHH B Npuiokenue I, Moxe &ma ce mposene ¢
IIpeIBapUTEeIIHO JOBeJieHa JI0 paboTHA TeMIlepaTypa MOCsBKa, 33 Jia e JIOKa)Ke BaKHOCTTA HA
IPUBEXJAHETO JI0 pabOTHA TeMIepaTypa Ha MOBBPXHOCTHOAKTUBHOTO BELIECTBO.

4.1.2. TecToBY U3NMTAHUS 32 BHTPELUIHONPUCHIIA OUOPA3rpaguMOCT

Te 1pstOBa M2 BKIIOYBAT HAH-MAaJIKO €HO OT IIOCOYEHUTE 0 -0JTy U3ITHTAHIS

1 >

EBpOl'le]/ICKH WHBCHTAPCH CITMCBK Ha CHIIECTBYBAUIUTE ITYCHATH B npozlaxcﬁa BCIICCTBA.
2 .

EBpOHeI/ICKI/I CIIMCBK Ha HOTI/Id)I/lLII/IpaHI/ITe XVMHUYHU BCIICCTBA.
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- Mmerton, nocoueH B JupextuBa 67/548/EMO, npunoxenne V.B.12 (Momipunmpano
m3nutanue SCAS),

- MeTo, iocoueH B [lupektusa 67/548/ENO, npunoxenune V.B.9 (Zahn-Wellens).
OTpumaTeneH  pe3ysTaT, NOJy4YeH TpU  HM3NHTAHMATA 332  BHIPEIIHONPUCHINA
Ouopa3rpaAuMOoCT, OM MpeACTABISIBAJ IOKAa3aTel 38 YCTOHYNBOCT, KOMTO IO NPHHIIMIT MOXKE
Ja Cce CuMTa KaTo JOCTaTbueH 3a 3a0paHsiBaHE IIyCKAHETO Ha Iasapa Ha ToBa
IOBBPXHOCTHOAKTUBHO BELIECTBO, OCBEH KOIaTO KPUTEPUUTE, IOCOUECHH B UJIEH 6, IOKA3BaT
4e 0TKa3bT 32 M3aBaHe Ha pas3pelleHre 3a 0CBOOOK JaBaHe OT H3UCKBAHIITA € HEOTIPABIAH.
4.1.3. VznuTaHus 3a CUMYJMpaHe Ha OMOpas3rpamMMOCTIa Ha aKTHBHUTE Y TAHKH

Te TpsiOBa 12 BKIFOYBAT HOCOUSHHUTE TO-0Jy M3MHTAHMUS:

- Metona, mocoueH B [upextuBa 67/548/EMO, mnpunoxenne V.B.10 (BkiItounTesHo
€BEHTyaJIHUTE TIPOMEHU Ha yCJIOBUATA Ha () YHKIMOHUpaHe, npe yioxkeH: B ctanaapT EN ISO
11733).

OTpunaTencH pe3yITaT, HOIydeH NP U3NUTAHUETO 33 CUMYJMpaHe Ha OMOpas3rpaiuMocTIa
Ha aKTUBHHTE yTaiKu, OM MOTbJ Ja NMOKaxe, 4ye oOpaboTkaTta Ha OTpabOTeHHUTE Pa3TBOPHU
€BEHTYaJIHO € B ChCTOSIHHUE Jia OCBOOO M METa00MTH, KOETO MOXKE JIa C& CUMTA IO MNP UHIUII

KaTO JOKa3aTCJICTBO, Y€ € HeO6XOI(I/IMO H3BBPIIBAHC HA IO -IIbJIHA OLICHKA Ha PUCKOBCTE.

4.2. KoHTpon 32 TOKCHMYHOCTTA HA TEYHOCTHTE, IIOJy4YeHH TIPH M3MHTAHUATA 32
OGuopasrpaumMocT

MHpopmanus 32 TOKCHYHOCTTA HA TEYHOCTUTE, MOJyYSHH NMPH U3NHUTAHMATA, TPsOBa na Obae
IPeJOCTABEHA OTHOCHO!

4.2.1. ®U3UKO-XUM HIECKHATE JAHHH, KATO:
- BUJIa Ha MeTabomMTa (M CIIOCOOUTE 3a aHaJU3, C KOUTO TOH € OTIpeeicH),

- OCHOBHHTE ()M3MYCCKH M XMMHYHH CBOMNCTBA (Pa3TBOPUMOCT BBB BOJ@A, KOCHHUIMEHT Ha
pasmnpeeneHue oktanon/Boaa (Log Po/w, u 1. H.).

4.2.2. BnusHus BbPXy opraHuzMure: M3nuTaHusA, KOHTO c€ W3BBPIIBAT CHIJIACHO
MPUHIUIUTE Ha JOOpHTE JTabOpaTOPHHU MPAKTUKH.

Puba: mpenopbpuaHoTO H3CieaBaHE € IocovyeHo B mnprioxkeHue V.B.1 kbpM JlupektuBa
67/548/E1O.

JabHus: mpenopbyaHOTO M3NMTAHWE € MOCOYeHOo B mnpmioxeHune V.B.2 kM JupexTnsa
67/548/E1O.

Bopopacnu: npenopbhYaHOTO M3MUTAHUE € 1ocoyeHo B npuiiokeHue V.B.3 kM JlupektrBa
67/548/ENO.

Bakrtepuu: npenoppuaHoTo M3NUTAHKUE € NocoyeHo B npuiioxkeHue V.B.11 kem JlupektuBa
67/548/ENO.
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4.2.3. PasrpaxiaHe:

BruoTMuHO: nMpenopbhuaHOTO M3MHUTAHUE € MOCOoYeHO B mpwioxenue V.B.5 kem Jupextna
67/548/E1O.

AOHOTHYHO: TIPETIOPBUAHHAT TECT € MpocodeH B mnpmioxenue V.B.7 keMm Jupextnsa
67/548/ENO. Hudopmarmsata, KOATO TpsiOBa Ja ce MpeJOCTaBH, CE€ OTHACS KaKTO IO
HNOTEeHIMANIa 32 OMOKOHIICHTpalKs Ha MeTabOMTUTe, TaKa U JO pas3npelieieHUeTO UM BbB
(dazaTa Ha yTasBaHe.

OcBeH TOBa ako 3a HAKOM METAOOJMTH MMa CBbMHEHHWS, Y€ NPEIU3BUKBAT CMYILICHUS B
SHIOKPUHHATA CHUCTEMA, € MPENOPBUMUTESIHO 1A CE ONpeJesM Jaji MOTAaT Ja NpeIn3BHKAT
obpateH e exT, BeHara OM ObJAT Ha Pa3MOJIOKEHHE 0J00pPEHNUTE IIPOTOKOJIM OT TeCTa 3a
OILICHSIBAHE HA TO3W 00paTeH e eKT.

NB: - 3a BCHMYKM HM3MUTAHHS MOXE CHIIO Ja CE HANpaBW CIpaBKa B MyOJIMKAIMATA

“Knacuduxanus, onakoBaHe U €THKETHPAHE Ha OMAacHUTE BemiecTBa B EBpomneiickus cbpro3’.
Yact 2 “MeToau Ha TecToBM M3nuTanus.” EBponeiicka komucus 1997. ISBN 92-828-0076-8.
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IIPUJIO’KEHUE N

CIIMCBbK HA NIOBBbPXHOCTHOAKTUBHUTE BEHIECTBA, 3A KOUTO E
JOITIYCHATA JEPOI'ANUSA

Ciie THUTE TIOBBPXHOCTHOAKTHBHHU BEIIECTBA, KOMTO CE ChABPXKAT B IETEPIEHTUTE ¥ KOUTO Ca
TIOKPUJM TECTOBETe, OMNpeJesieHd B mnpuioxkenue I, HO He ca NOKPHUIM TeCTOBETe,
omnpereneHn B npuioxenue III, Morat ma ObIaT NMycHATH Ha Iasapa C paspeleHHeTo 3a
0CBOOOXKIABaHE OT U3HCKBAaHUATA, IOCOYEHO B WieH 5, U B CHOTBETCTBHE C HpoLEaypaTta,
yCTaHOBeHa B uJieH 12, maparpad 2:

HawmvenoBanue 1o Howmep o EINECS winu Howmep mo CAS u OrpaHnyeHnst
nomenknarypa lUPAK ELINCS HaumenoBanue mo CAS

“EINECS” e mHBeHTapHU3allMOHEH CIIMCHhK HAa EBporeiickaTta 0OIHOCT Ha ChIIECTBY BAIIUTE
ThPTOBCKM XM HMYHHM BemlecTBa. ToH ChAbpKa OKOHYATESHHS CIMChK HA BCHYKH BEIICCTBA,
3a KOUTO CE CUMTA, Ue IPUCHCTBAT HA Nazapa Ha O6mmHocTra KM 18 cenmempu 1981 T.

“ELINCS” e cmuChbKhT Ha HOBHTE BellecTBa, mo cMmuchia Ha [upektna 92/32/EMO Ha
Coeeta ot 30 ampun 1992 r., oTHOCHO ceamMoTo HM3MeHeHue Ha JupektuBa 67/548/ENO
OTHOCHO COJIM)KaBaHE Ha 3aKOHOBHUTE, MOJ3aKOHOBHMTE U aJIMHHHCTPATHUBHUTE Pa3nope;:[6y1
OTHOCHO KJacH(HUIIUPAHETO, OIAKOBAHETO U €TUKETUPAHETO HA ONACHU BElllecTBa .

OB L 154, 5.6.1992 1., crp. 1.
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ITPHJIOKEHHUE VI

CIIMCBK HA IOBbPXHOCTHOAKTUBHUTE BEII ECTBA, YUETO
MN3HOJIBBAHE B CbCTABA HA JTETEPI'EHTUTE E3ABPAHEHO WIHN
OI'PAHUYEHO

CIIG,Z[HI/ITE NOBBPXHOCTHOAKTHBHU BEIIECTBA C€ ONPEACHT KAaTO HCOTroBapslid Ha
pa3n0pen61/ITe Ha HaCTOAII YA PETIIAMCHT:

Haunmenosanue no
Homenkiarypa |lUPAK

Homep no EINECS unu
ELINCS

Homep no CAS u
HauMeHoBanue 1o CAS

OrpannueHus

“EINECS” e wHBeHTapH3allHOHEH CTIMCHhK Ha EBporeiickata OOIIHOCT Ha ChHINECTBY BAIUTE
THPTOBCKM XM HUYHHU BelllecTBa. TOM ChIbpika OKOHYATECTHHS CIMChK Ha BCHYKH BEIECTBA,
3a KOUTO CE CUMTA, Ye NPUCHCTBAT HA Nazapa Ha O6mHocTra KkbM 18 cenremBpu 1981 1.

“ELINCS” e ciMChbKbT Ha HOBHTE BEIIECTBa, IO cMUCha Ha JJupextura 92/32/ENO.
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IIPUJIO>KEHHUE VI
ETUKETUPAHE U UH® OPMAIIMOHEH ® UIll 3A CbCTABKUTE
A. ErukeTHpaHe Ha ChIbpPKAHUETO

CrietauTe pasnope0M OTHOCHO €THKETMPAHETO Ca B CHJIA 3a ONAKOBKUTE Ha JETEPICHTH,
PO IaBaHU 33 LIUPOKO MOTpeOIeH e,

M3non3saT ce ciaeTHUTE AUATNa30HU, U3Pa3eHU B MPOICHTH:
- mo-mMayko ot 5 %,

-5 % wiM oBeye, HO Mo-MaJjko oT 15 %,

-15 % wm moBeye, HO mo-Manko oT 30 %,

- 30 % u noseue

3a yKa3BaHC HA HAJMUYMETO HAa W30POCHHUTE TMO-0JIy KOMIIOHCHTH, aKO Te ca J00aBEeHU B
KOHIIeHTpauus, Haapumasaia 0,2 % ot obmarta maca:

- ¢hocdatu,

- hocdonaTy,

- AaHUOHHH TIOBBPXHOCTHOAKTUBHH BEILECTBA,

- KaTHOHHU NOBBPXHOCTHOAKTHBHHU BCIICCTBA,

- aMpOTepHH HOBBPXHOCTHOAKTUBHH BEIIECTBA,

- HeHOHOTeHHH 10 BbP XHO CTHOAKTHBHH BEIIECTBa,

- KHCJIOPOJHU NMOBBPXHOCTHOAKTUBHH BEIIECTBA 32 H30CIIBAHE,
- XTOpHH MOBBPXHOCTHOAKTHBHY BELIECTBA 3a M30eBaHe,
- EDTA (eTiiieH-quaM MH-TP U-XMIP OO KCH alleTaT) U COJIH,
- NTA (HUTpUTPHUOLIETHA KHCEIIMHA) U COJIH,

- (heHOJIH U XaJIOTCHUpaHH ()CHOJH,

- Iapa uxIopoOeH3eH,

- apOMATHH BBINICBOIOPOIH,

- anmuaTHH BHIJICBOIOPOIH,

- XaJIOT€HUpaHU BBIVIEBOIOPO U,
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- canyH,
- 3€0JIHTH,
- OJIMKApPOOKCHITATH.

Vka3zBa ce KJIachT Ha CJCIHUTE CbCTaBKH, 4aKO Ca HpI/I6aBeHI/I, HE3aBUCUMO OT
KOHICHTpausATa UM:

- SH3UMH,
- ne3uH(EeKTaHTH,

- OTITHYHHU N30SI TEIIN
- nappomu.

Axo wuma mnpubaBeHHM KOHCEPBAaHTHM BEIIECTBA, TE CE€ I[OCOYBAT, HE3aBUCUMO OT
KOHLEHTpAMsITa MM, KaTOo C€ H3M0J3Ba BBHB BB3MOXHO Haii-roysiMa CTelleH oO0IaTa
HOMEHKJIATypa, u3paboTeHa chracHo uiieH 8 ot JupektuBa 76/768/EMO Ha ChBeta OT 27
o 1976 1., OTHOCHO COJIDKABaHETO HAa 3aKOHOJATEJICTBATA HA JIbP)KaBHUTE-UJICHKH,
CBBP3AHHU C KO3METHYHH POy KTH *.

AKko mMa npu0aBeHH apoMaTH, KOMTO MOTAT Ja NPEeAW3BHKAT aJeprusi, B KOHIEHTpAIUU
mamumasamu 0,01 % oT TermoTo, W aKO Te NMPUCHCTBAT B CHMCHKAa HAa BEIIecTBaTA B
npuioxxenue 11, wact I ma {upextuBa 76/768/EVO kaTo pe3yntaT OT HEHHOTO U3MEHEHHE C
HupexktuBa 2003/15/EO na EBpormeiickus mnapiameHT W Ha ChbBeta 2 Ja ce BKIOYAT
apOMaTHHTE aJlepreHHH BEIECTBA OT CIHChKAa, MBPBOHAYANHO YCTaHOBEH OT HayuHwus
KOMHTET 10 KO3METHYHHUTE cpeactBa M HexpaHutesHute npoayktd (SCCNFP) B coeto
ctanopuie SCCNFP/0017/98, Te3u apomami ce yKa3BaT ¢ MOMOIITA HA HOMCHKJIATYypaTa Ha
rOpecroMeHaTaTa JMPEKTHBa, KATO TOBA C& OTHACS W 32 BCAKO JPYTO apoOMaTHO BEILECTBO,
nobaBeHo mo-kbcHO B mpruiokenue III, wact I ma dupektuBa 76/768/EO B pamkute Ha
aJANITHPAHETO HA TOBA NPHJIOKEHUE KbM TeXHHY €CKHS IPOTpec.

Korato B 3aBucumoct oT pucka srnocieactsue oT SCCNFP ca ycTaHoBeHH MHOMBUIyalHU
Ipe/ieIHU CTOMHOCTH Ha KOHLEHTpaius, Komucusta npeanara ja ce U3BBbPIIN IPUEMAHETO,
chbIilacHO 4ieH 12, maparpad 2, Ha Te3W MpPEICSHU CTOWHOCTH, KOMTO 3aMEHST MPeIUIIHATA
npeaenHa ctoitnocT 0T 0,01 %.

3a meTepreHTHTe, KOUTO Ca MpeJHA3HAYCHH Ja C€ W3MOJ3BAT €MHCTBEHO B MPOMHUIILICHHSI
ceKTop, 0e3 Jia ce Mpo/aBaT 3a MIHUPOKO NOTPeOJeHHE, HE € HEOOX0AMMO Jia ce ChOJIoIaBaT
TOPEMOCOYCHUTE HW3UCKBAHMSI, aKO CHOTBETHATA HMHMOPMAIMsi € MpPEAOCTABCHA Ype3
Te XHHUEeCKH (GHIIOBe, GUIIOBE 32 6€30MACHOCT MIIH M0 APYT HOJOOCH HAuMH.

b. EruxkeTnpane Ha uHg opManuuTe 3a 103MPOBKATA

B cprotBeTCTBHE C mpeamucaHuATa Ha wieH 11, maparpad 4, cieaHuTe pasnopendu OTHOCHO
CTUKETUPAHETO Ce MPUJAraT 3a OMAaKOBKUTC HA [CTCPIEHTHTE, MPOJABAHM 33 HIUPOKO

1 OB L 262, 27.7.1976 ., crp. 169. Jupexrusa, nocieano mmeneHa ¢ Jupexrusa 2003/83/EO na Komucusira
(OB L 238, 25.9.2003 1., ctp. 23).
2 OB L 66, 11.3.2003 r., cIp. 26.
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HOTpe6J'IeHI/I€. OnakoBKHTE Ha JETCPICHTUTE, KOUTO C€ IMPOJaBaT 3a IIUPOKO 1'[01pe6neHHe u
Ca Np€AHAa3HAY€HU 3a U3NHMPAHC HAa TbKaHU, ”[pf[6Ba Jia CbAbpKaT CJICJHUTE JaHHU:

- IPETIOPBUUTETHUTE KOJIMUECTBA W/ UM yKa3aHUs 3a JO3UpaHe, U3pa3eHH B MIIMIMTPU HIIH
B IpaMoOBe, CHOTBETCTBAIIM HA HOPMAIHOTO HATOBapBaHE HA €JHA IepajiHa MallMHA, 3a
W3M0JI3BAHE C MEKa, CPEeIHO TBBPJia U TBHPJA BOJA, KAKTO M YKa3aHWS 3a €JUH WU J(BA
LMKbJIA HA TIpaHe,

- Opu “KJIACHUYECKOTO” IpaHe - OpOosAT Ha CTAHAAPTHUTC 3apeKJaHUA HAa €JHa IepajHa
MalllMHa ¢ “HOPMAJIHO 3aMBPCEHK’ TEKCTUJIHM U3AEIHA, a IpU NpaHe Ha (QUHU TEKCTUIHU
n3zienus - OposIT Ha CTAaHIAPTHUTE 3apekJAHUSA Ha €J(Ha MepajHa MAIliHa C JeKO 3aMBPCCHH
TeKCTUJIHH U3/, KOUTO MOTaT fa Ob1aT U3MPaHU ChC ChIBPKAHMETO HA €/IHA OIIAKOBKA,
MPH U3MOJI3BaHE HA BOJIA ChC CPEJIHA TBBPIOCT, OTroBapsma Ha 2,5 mummona CaCOg/1,

- aKO 3a€JHO C INpOoAyKTa C€ IpEAoCTaBd OO03aTOpHa 4Yalllka, HeliHaTa BMECTUMOCT Ce
0TOCIsI3Ba ChIIO B MUJIMJINTPU UJIK B TPaAMOBE, U CC IOCOUBAT YKa3aHUA 3a J03aTa ACTCPICHT,
CBOTBETCTBAIl 3a HOPMAJIHOTO KOJIMYECCTBO APEXHU 3a €JHO U3INHPAaHEC C II€paiHa MalllHa,
CbOTBETHO IIPHU U3IIOJI3BAHE HA MCKa, CPETHO TBBPJAa U TBBPJa BOJaA.

HopmannoTo Terno apexu 3a eQHO M3NMpaHe ¢ MepajiHa MamuHa € 4.5 Kr CyX TeKCTUJ Ipu
“KJIacHuecko” mpaHe, M 2.5 KI CyX TEeKCTW1 NpH “CHelMaliHi’ BHUJOBE IpaHE, CIOPEN
omnpezeneHuaTa, gajenu B Pemenue 1999/476/EO na Komucusara ot 10 ronu 1999 r.,
OTHOCHO YCTAHOBSIBAHE Ha EKOJOTMYHUTE KPUTEPUM 3a INPEJOCTABIHE HAa EKOCTHKET Ha
OO61IHOCTTA 32 TIEPHJIHUTE JeTePTeHTH ! Nanen JIETEPTEeHT CE€ CUMTA 3a “KIACUIECKH , OCBEH
KOTaTo TPOW3BOIMUTEIMIT NPEIBIKIA NpeIMMHO yroTpeba Ha J[eTepreHTa, INPH KOSTO
ThKaHUTE C€ AT, HApUMEp NpaHe IIpM HUCKAa TeMIiepaTtypa, NPH HEKHU M IBETHU
MaTepuu.

B. Undopmanmonen ¢puu 3a cbCTaBKUTE

IIpunarat ce cieaHUTe pasnopenOy NpU W30OPOSIBAHETO HA ChCTABKHTE B HH()OPMAIIFOHHUS
(v, Bu3upaH B WieH 9, maparpad 3.

HNudopmanmonHuaT ¢um nocouBa HAUMEHOBAHHETO Ha JETePIeHTa M HMETO Ha
IIPOU3BO TUTEIIA.

Bcuuku cbCcTaBKM TpsiOBa Aa ObJAT OTOEISI3aHM; Te Ce WM30pPOSBAT B HHU3XOJSAIL pejll Ha
KOHICHTpAIMATA UM, M CIUCHKBT C€ TOJpa3lefsi B CICAHUTE AMANA30HU OT CTOMHOCTH,
H3Pa3eHH B IPOLICHTH OT TeTJIOTO:

- 10 % unu noseue,

- 1 % unu noBeye, HO mo-Majko oT 10 %,

- 0,1 % wam moBede, HO Mo-MaJiko ot 1 %,

- mo-manko ot 0,1 %.

HpI/IMeCI/ITC HC C€ CUMTAT 3a CbCTABKH.

1oB L 187, 20.7.1999 r., crp. 52. Peuienne, nocienno mmenenue ¢ Pemenne 2003/200/EO (OB L 76 ,
22.3.2003 r., crp. 25).
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3a BCEKU CHCTABEH KOMIIOHEHT CE MOCOYBAT OOIIOTPHUETOTO XAMHYHO MME HIIM UMETO IO
IUPAK 1, HOMepbT Mo CAS, U KOTaTo MMa TakuBa, HanMeHoBaHueTo o INCI 2 4 umemo ©
koeTo Te purypupat B EBporneiickata ¢papmakornes.

I'. lly0aukyBaHe Ha CIMChKA HA CbCTABKHUTE

IIpousBoauTesmte TpsidBa a MyOIMKyBaT Ha HHTEPHET-CAMNT () MIa, KOMTO ChIOppiKa CHUCHKA
Ha 0TOEJsI3aHHUTE MO-TOpe CHCTABKH, C H3KIIIOUSHUE Ha CJieTHATA HH(OpMaIs:

- Auana3oHUTE OT CTOMHOCTH, U3Pa3eHH B IPOLEHTH OT TeNIOTO,

- CbCTABKUTE HA apPOMATHTE M €TEPUIHUTE MaCIa,

- CbCTABKUTE Ha OLIBETUTEIIUTE.

ToBa 3ambIDKEHHE He ce MpUiIara CIpsAMO JeTePTeHTHTE 3a NMPOMUIIICHH MIH YUPEeX ACHCKU
eI,  KOUTO  CHABPXKAT  IOBBPXHOCTHOAKTUBHM  BENIECTBA,  HUTO  CIPSAMO
HOBBPXHOCTHOAKTUBHUTE BEIUIECTBA, NMPEAHA3HAUYEHH 32 JETCPICHTH 33 IPOMHUIIJICHU HIIH

VUPEXKICHCKA [EJIM, 332 KOMTO HMa Ha pas3MoJIOKCHHEe TeXHHYecKd (uin nim ¢Gumr 3a
0€30MacHOCT.

! MexayHapo/ieH ChI03 M0 YNCTA U MPUIIOKHA XUMUSL.
2 International Nomenclature Cosmetic Ingredient.
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TIPUJIO’KEHHUEVIII
METOJU 3A N3TIIMTAHUSA U 3A AHAJIN3

Onucanute no-1oJy METOAU 33 M3MUTAHUS U aHAIM3 Ce MpuiaraT OpU HPOLEaypUTe,
M3BBPIIBAHU OT AbPKaBUTE-YJICHKH 3a KOHTPOJI Ha IIPOJABAHATE HA Ia3apa JETEPreHTH.

1. EranoneH meTof (TecT 32 IOTBHKAaBaHe)
1.1. Onpeoenenue

To3u MeTox onucBa JabopaTopeH MO/ Ha MHCTANAIMsi 32 aKTHBHA yTalika + BTOpHYCH
YTaHUK, KOMTO € MpPOCKTUpaH Jia CUMYJIMpa CHCTeMa 3a 00paboTka Ha OTIAJHUTE BOJM.
VcnoBusta ca ONMUCAHH B JAUPEKTUBUTE, KOUTO MPEIX0XKJAT HACTOAIIUA periaMeHT. B
chotBeTcTBHE ChC cTaHmapT EN ISO 11733 mpu 103u TectoBHM MeTon MoraT jga Obaat
M3MO0JI3BaHU 110100p €HU ChBPEMEHHH YCJIOBHS Ha () YHKIIHOHHUpAHE.

1.2. Heobxooumo o6opyosare

MeTobT 3a H3MEpBaHe M3MO0JI3BA MHCTAJNAIMS C AKTHBHA YTaiKa, PeCTABEHA CXeMaTUIHO
BBB (urypa 1 u no-noapodHo — BuB purypa 2.

OO0opy/BaHeTO BKIIOYBA ChJA A, MpeaHa3HAYCH Ja CHOUpa OTHAJAHUTE CHHTETUYHU BOJH,
no3upaina nomma B, cba 3a aepanus C, cba 3a aekaHTHpaHe D, nmomma 3a crbcTeH Bb3AyX E,
KOSITO TO3BOJISIBA BTOpPMYHA 00pa0OTKa Ha aKTHBHATA yTaiika, 1 KoJektop F, mpennasHaueH
na crOupa 06paboTeHust 0TpabOTeH pa3TBOp.

Copnosete A u F mpsibBa na 6BJAT OT CTHKIIO WJIM OT MO X0 AAM IJIACTMACOB MATEpHAI H Jid
UMAaT BMECTUMOCT Haii-MaJKo JBajeceT W 4eTupu jmtpa. [lomnata B TpsibBa ma ocurypsisa
paBHOMEpHO 3aXpaHBaHE Ha ChJa 33 aepalusi ChC CHHTCTHYHHS OTpaOOTEH pas3TBOp; MpHU
HOpMaJHa paboTa TO3M CbJ TpsAOBa 1Ha cbOupa Tpu JUTIpa cMec. DPUTOBAHO CTHKIO
(mopro3er ¢untep) G, mpeaHa3HAuUEHO 33 aepalusTa, € okadeHo B chja C Ha BBpXa Ha
BBTPEIIHAS My KoHyc. KoJIMuecTBOTO Ha BKapaHHs BB3IyX OT YCTPOWCTBOTO 32 aepanus ce
KOHTpOJIHpa oT gedbutomep H.

1.3. Cunmemuyen ompabomeH pasmeop

3a u3BBpIIBAHE HAa TOBA TCCTOBO M3NMHMTAHHS CE M30JI3Ba CHHTETHYCH OTPabOTCH pasTBop.
Pa3tBapsiT ce B IMH JIMTHP BOJA OT BOAONPOBOIHATA MPEXKa:

- 160 mg mentoH,

- 110 mg exctpat oTMECO,

- 30 mg ypea (kapbamux), CO(NH2),

- 7 mg natpueB xiopua, NaCl;

- 4 mg xamues x1opun, CaCly.,H20,

- 2 mg marne3ueB cyndat, MgSO,.7H,0,

- 28 mg aukanueB xunporeHpocdat, KoHPO,,
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- 10+ 1 mg OT HOBBPXHOCTHOAKTUBHOTO BEILECTBO.
CHHTeTHYHUAT OTPaOOTEH Pa3TBOP CE MPUTOTBS €XKEeTHEBHO.
1.4. I[Ipuecomesne Ha npobume

TToBBPXHOCTHOAKTUBHUTE BEIIECTBA, KOUTO HE ca 0003HaYeHH ¢ HOPMYIIH, Ce H3CIIeBAT, BHB
BUJA B KOMTO ca. AKTUBHOTO ChIObpXKaHHE HA MNPOOHWTE HA TIOBHPXHOCTHOAKTUBHOTO
BEILECTBO TPpsiOBa Ja ObJe ONIpeeeHO, 3a Jia Ce NPUTOTBU CHHTETUUHUSA OTpabOTEeH Pa3TBop

(1.3).
1.5. leticmsue na uncmanayusima

IIspBo ce HambiiBa chOBT 3a aepaiust C M CHABT 3a JAeKaHTHpaHe D CbC CHHTCTHYHHS
oTpaboteH paztBop. ChABT 32 AekaHTUpaHe D TpsbBa fa ce 3aKpeny Ha TaKaBa BHCOYMHA, Ue
cbabT 3a aepauuss C ma cbappka Tpu JnuTpa. Brapsat ce 3 ml oT BTOpuueH OTpabOTeH
pasTBOp ¢ A0OPO KayecTBO, MPSICHO B3ET OT MHCTANAIMs 32 00paboTKa HAa MpeMMHO OUTOBU
otnaaHu Boau. OTpaOOTeHHUST pa3TBOp TpsOBa Jla ce MOINbpXKa B aepoOHH YCJIOBUS BbB
BpEMeTo OT B3eMaHeTo Ha npobata 7o u3nossBaneTo. Cnel ToBa ce 3alelicTBa YCTPOWCTBOTO
3a aepauus G, noMnaTa 3a crbcTeH Bb3AyX E u momnarta 3a nosupaHe B. CuHTeTMUHMAT
0TpaboTeH pa3TBop TpsAOBa Ja npeMuHe B chaa 3a acpaums C npu eOUT OT €IUH JIUTHP Ha
Jac, KOETO MPaBH CPEIHO BpEME Ha 3aIbpKaHe OT TPU daca.

[TpoTiyaHeTO Ha aepanusiTa TPsIOBA Ja Ce perysmpa N0 TAKbB HAYHH, Y€ ChIbPKAHUETO Ha
chpa C ma e MOCTOSIHHO B CHCTOSIHHE Ha CYCIIEH3MS M ChAbPKAHUETO Ha Pa3TBOPEHUS
kuciopon na 0vne muanmym 2 mg/l. TpssOBa na ce mompedn Ha oOpa3yBaHETO HA TsHA C
noaxo iy cpeactsa. He 1psibBa ma ce m3moa3BaT obaue BeHIECTBAa NPOTHB IIsiHA, KOUTO
UMaT WHXUOUTOPHO JEHCTBUE BBPXy aKTUBHATA YyTalka MM KOUTO ChIBPXKAT
MOBBPXHOCTHOAKTHBHU BellecTBa. [lomnata E 1psiGBa ma O peryimpaHa 1o TaKbB Ha4WH,
4e B chJa 3a aepanus C 1a NpoTHda HENPEKbCHATO PABHOMEPHO PELMKIIMpaHe Ha aKTHBHATA
yTalika OT ChJa 32 JCKaHTHpaHe. YTalkata, KOATO Ce € HaTpylaJia Ha Bbpxa B CHJA 3
aepauust C, Ha JIBHOTO Ha ChJA 3a JieKaHTUpaHe D MM 1o Kpbra Ha IMPKyJanus TpsOBa a
ObJie BpbIllaHA B IIUPKYJIAIUs Hali-MaJKo €JMH IbT JHEBHO Ype3 OTHEMAaHE C YETKH HIIU IO
JpYT mojaxoAasil HaunH. KoraTo akTMBHATA yTalika He JEKaHTHpA, ACKAHTALMATA MOXE Ja ce
IIO/MIOMOTHE 4pe3 JoOaBsHe, KOeTo IPH He0OX0IMMOCT ce OBTapsl, Ha acTH oT1o 2 ml 5 %
Pa3TBOP OT XKeJe3eH XIOPHU.

BojaTa, KOSITO M3JIM3a OT ChJa 32 IekaHTHpaHe D, ce crOupa B kosiekTopa F B po abDkeHue
Ha JBaJeceT M YETHPH dYaca, ClieJl ToBa Ce B3eMa mpoba, Cliefl KATO Ce H3BbpIIU
XoMoreHu3upaHe Ha cMecta. [Tocie konektopsT F TpsibBa 12 Ob/1e IpKIMBO HOYHCTEH.

1.6. Koumpon ma usmepseamenHomo 060pyosame

KonuecTtBOTO Ha MOBBPXHOCTHOAKTHBHOTO BelecTBO (B mg/l) B cHHTeTHYHMS OTpabOTeH
Pa3TBOP Ce OIpe el HENOCPEACTBEHO MPeId MOMEHTA Ha U3IO0JI3BAHE.

KonnuecTBOTO Ha MOBBPXHOCTHOAKTUBHOTO BemlecTBo (B mg/l) B oTnanHata BoJa, chOpaHa
3a [BaJieceT M YSTUPH Yaca B KoJiekTopa F, TpsOBa na ce ompeneny aHaJMTAYHO MO CBHITHS
MEeTOJI, BeJJHara cJie]] B3eMaHeTo Ha mpodaTta: ako HE MOXKE Ja CTaHe BeJHara, npoOHTe ce
KOHCEpBHpaT, 3a  NpeJIoYMTaHe  ype3  3ampaziBaHe.  KoHueHTpamusita  Ha
MOBBPXHO CTHOTOAKTHBHO BEIIECTBO TPsiOBA Ja ce onpeaerm ¢ TounocT 1o 0,1 mg/L.
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3a ;a ce mpoBepH JOOPOTO MPOTHYAHE Ha ONepalysATa, Hail-MaJKo JBa IBTH CEIMUYIHO CE
u3MepBa XMMUYHATA TNOTpeOHOCT OT Kuciopon (XIIK) wmm pa3TtBOpeHHs OpraHHYCH
BbITIepoA (POB) BB huntpupanus BpxXy CTHKJICHH BIAKHA OTpaOOTEH pa3TBOp, HATPYNAH B
kosnekTopa F, n BbB GUNTpUpaHus CUHTETUYEH OTPaOOTeH Pa3TBOpP, KOWTO € B CHOMpaTeIHUS
CbIOA.

HamansBaneto Ha XIIK miam Ha POB TpsibBa ma ce cTabmiiM3upa, KOTaTO €XKEIHEBHOTO
OuopasrpakJjaHe Ha IOBBPXHOCTHOAKTUBHOTO BEIECTBO € IPHUOIM3UTETIHO pPaBHOMEPHO,
TOECT B Kpas Ha Ha4yaJHUs MepHo 1, IOCOYeH BBB Gurypa 3.

ChIOBp)KAHHETO Ha CyXd MHHEPAJHH BEIICCTBA B aKTMBHATA yTalika, ce0paHa B ChIa 3a
aepais, TpsOBa Ja ce ompejess aBa MbTH ceaMU4HO B g/l Axo To HaaBumaga 2,5 g/l, e
HEO0OX0IMMO J1a ce OTCTPAHH M3IHIIBKHT OT aKTHBHATA yTaliKa.

V3scnenpaHeto 3a OHOpasIpaXJaHe Cce M3BbPLIBA IPH CTAliHA TeMmIepaTypa; TasH
TeMmepatypa TpsOBa ja ObJe paBHOMEpHa U Ja Ce MOJUIbpXKa B rpaHuuUTe Mexay 19 u 24
°C.

1.7. H3uucnsasane na cmenenma Ha 6UOpasepaduMocm

IpoueHTPT Ha OMOpas3rpaXkjaHe Ha MOBBPXHOCTHOAKTHBHOTO BEIICCTBO TpsiOBa 13 ce
M3YHCIIBA ©KEJIHEBHO Bh3 OCHOBA Ha ChIBPKAHMETO HA TIOBBPXHOCTHOAKTUBHO BEIIECTBO,
u3paszeHo B mg/l, B CHHTCTHMYHHS OTpabOTeH pa3TBOP M B CHOTBETHATA OTIAZHA BOJA,
cbOpana B koJiekTopa F.

TTonydyenute Mo Ta3w HaYMH CTOWHOCTH TPsOBa na ObJAT rpadmdHO M300pa3eHH, KaKTO €
mocoveHo Ha Qurypa 3.

buopasrpazuMocTra Ha MOBBPXHOCTHOAKTMBHOTO BEIIECTBO C€ HM3UMCIIABA, KATO CE B3EMeE
CpeJIHO apUTMETHYHOTO YUCJIO HA MOJIyY€HUTe CTOMHOCTH Mpe3 MEepPHo/ia OT IBAJIECET U €MH
JIHH ClIeJl HauaJHUA MepUo I Ha aJANTalus, CPOK Ipe3 KoiiTo 61opasrpaauMocTra TpsioBa 1a e
MIpOTHYAJia PABHOMEPHO M MHCTaJalMsATa Ja € paboTwia 6e3 cMyeHus. B HUKaKbB cilydai
IPOABIDKUTENHOCTTA HAa HA4YaJIHYS IepHO He TpsIOBa Ja HaJBUINABA IIECT CEIMUILIH.

ExxenHeBHHTE CTOMHOCTH Ha OHOpasrpajguMocTTIa TpsiOBa Aa ObJAT M3YHCIIIBAHU C TOYHOCT
no 0,1 %, HO KpaiHHAT pe3yNTaT ce Oompelessl 4pe3 3aKpbINIHE 10 Hai-0JIM3KOTO ILIO
YHUCIIO.

B nsakou Cllyyan 4Ye€CTOTaTa Ha B3€MaHE Ha l'[p06I/I MOXE Ja 6’[:,&6 HaMaJIcCHa, HO 3a
H3YHMCIBAHCTO HA CpE€aHaTa CTOHHOCT "IpHGBa Ja C€ MU3IO0JI3BAT PE3YJITaTUTE OT HaK-MaJKo
YCTUPUHAACCCT B3EMaHU A HA lTpO6I/I, pas3npeacicHu B I€puoaa OT ABAACCCT U €JUH OHU CJIET
HavYaJIHUA MIEPHO A.

2. Onpe;:(e.mme HA AHHOHHHUTEC MNOBBHPXHOCTHOAKTHBHH BeIECTBA IIPH TECTOBUTE
MU3IUTAHUA 3a 6n0pasrpazmM oCT

2.1. IIpunyun
MeToabpT ce ocHOBaBa Ha (hakTa, Y& KATHOHHUAT OIBETHTEN, KOWTO € METHICHOBO CHHBO,

B3aMMO/IEIiCTBA C aHHOHHUTE ITOBbPXHOCTHOAKTUBHY BemectBa (MABS) u naBa cunu couy,
KOMTO MOTAT JIa C€ U3BJIEKAT C MIOMOIITA HA XTopodopM. 3a aa ce u3derHaT HHTepG epeHInH,
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U3BIIMYAHETO CE W3BBPINBA OTHAYAJO OT AJKAJICH PAa3TBOP M €KCTAKTHT CE pasKialla Clie]l
TOBAa B KHCEIMHCH pa3TBOP HA METUICHOBOTO CHHbO. I[lOMNIbIIAHETO HA OTHEJICHATA
opraHuuHa ¢aza ce uamepsa upe3 HOoTOMETpUs P MAKCUMAITHA [bJDKHUHA HA MOTTBIIAHE HA
BbJHaTa 0T 650 nm.

2.2. Peakxmueu u anapamypa

2.2.1. By¢pepen pazteop pH 10

PastBapsaT ce 24 g HatpueB OukapOoHat, NaHCO3 3a ananu3 u 27 g Ge3BOJieH HaTpUeB
kapboHaT (NapCO3) 3a aHanmu3 B iefioHM3Mpana Boa U ce paspexaat B 1000 ml.

2.2.2. HeyTpasieH pa3TtBop Ha METHIICHOBO CUHBO

PastBapst ce 0,35 g¢ METHJICHOBO CHHBO 33 aHalH3 B JCHOHM3UpAaHA BOJA U CE paspexia B
1000 ml. Pa3tBOpBT ce MPUTOTBS Hai-Manko ABaJieceT M YeTHPH Yaca Mpeau Ja ce M3IM0I3Ba.
ITormemaneTo Ha (azata Ha XTOPOPOPMa MPU KOHTPOJHOTO M3CJIE[BAHE, CPABHEHA C Ta3U HA
yuctus x1opodopm, He TpsdBa na Haxsumasa 0,015 npu 1 cm nebenuna Ha cios mpu 650
nm.

2.2.3. KuiceJIMHEH pa3TBOp Ha METUIIEHOBOTO CUHBO

PastBapsarce 0,35 g MeTHIIeHOBO CUHBO 3a aHam3 B 500 ml nelioHM3UpaHa BoJla U ce CMecBa
¢ 6,5 ml H,SO,4 (d = 1,84 g/ml). Paspexna ce no 1000 ml ¢ nefionnsupana Boma. Pa3tBopbT
ce TPUTOTBS Haif-MaJIko JBaJieCeT M YETHPH daca Ipely Ia ce M3MoJ3Ba. [lomrpinaHeTo Ha
¢dazata Ha x10pod)opMa HpH KOHTPOJIHOTO H3CICJBAHE, CPaBHEHA C Ta3W HA YHCTUS
xopodopM, He TpsoBa na Haasumaga 0,015 npu 1 cm neGemmua Ha ciost ipu 650 nm.

2.2.4. XnopodopM (TpUXI0poOMETaH) 3a aHaJIN3, MPICHO JECTUIHUPaH

2.2.5. loneumiabeH3eH-METHIIOB eCTep Ha CyJip OHOBATA KHCEIIMHA

2.2.6. Pa3tBOp Ha kanueB xuapokcua B etanos, KOH 0,1 M

2.2.7. Yucr etanon, C;HsOH

2.2.8. Capna kucenuna, HySO4 0,5 M

2.2.9. PaztBop Ha (eHoN} Tane

PaztBaps ce 1 g penond ranenn B 50 ml etanon u ce nodass 50 ml nelioHn3upana BoJa, KaTo
ce paskiaia HernpekbcHaTo. Upes huirtpupane ce OTCTpaHsBa BCsiKa HOJy4eHa yTalka.

2.2.10. XnopoBoopojaHa (COJiHA) KHCelInHAa W MeTaHoT: 250 ml KOHUEHTpHpaHa COJIHA
KHCeJIMHa 3a aHauu3 1 750 ml MmeTano

2.2.11. JlexanTtaiuonHa koJida ot 250 ml
2.2.12. MepwuTtenna kosba ¢ odbem 50 ml

2.2.13. Meputenna xosba ¢ obem 500 ml
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2.2.14. MepuTtenna kosba ¢ obem 1000 ml

2.2.15. O6yoapHHA K0JI0a ¢ ThpJio Ha HLIUd, 0OpaTeH x1aaHuK (nedaemmartop) ¢ obem 250
ml; TpaHyJIM 3a yJIECHSIBAHE HA KUIIEHETO

2.2.16. Ypen 3a uamepsane va pH (pH-mep)

2.2.17. ®oToMeThp 3a U3MEpBAHE NPH JIbJDKUHA 0T 650 nm, ¢ Baru oT 1 10 5 cm

2.2.18. OunThpHa XapTUs 32 KAYECTBEH XUMHYEH aHAJIU3

2.3. Memoo

IIpoOuTe, KOUTO ca MpeAHA3HAUCHU 3a aHaJM3, He Tps0Ba Jia ce B3eMaT Mpe3 MIACT OT IIsTHA.

Cnen rpk/IMBOTO TOYUCTBAHE C BOJA, amapaTypaTa, U3MOJI3BaHA 3a aHAIM3a, TpsiOBa Ja ce
U3IUIAKHE M3ILUI0 C Pa3TBOpP OT COJIHA KUCEIHMHA U MeTaHoT (2.2.10), a mpe a1 U3M0JI3BaHeTo i
- ¢ IelfoHN3UpaHa BOJA.

W3BbpmiBa ce ¢puntpupaHe Ha 0TpabOTEHHS pa3TBOP HA BXOJA M M3X0Ja HAa MHCTAJALMATA 32
aKTMBHA yTalika, KOHTO Ill€ CE TeCTBa HEMOCPEJICTBEHO CJieJ| B3eMaHeTo Ha mpolbaTa.
OtctpansBar ce HayanHuTe 100 ml oT puntpaTTe.

ITocTaBs ce euH U3MepeH 00eM OT IpobaTa, KOATO € Hey TpaJM3upaHa Ipu HEOOXOAUMOCT, B
JeKaHTAIlMOHHA K0J10a 0T 250 ml (2.2.11). O6eMbT Ha mpodaTa TpsiOBa 1a Chabpika Mexay 20
n 150 ug or MBAS. Tlpu no-Hucko chappkanne Ha MBA S, moxe na ce usnonssar 1o 100
ml oT npo6ata. Korato ot Hest ce u3nonseat no-mMainko ot 100 ml, ce paspexna mo 100 ml ¢
neronu3upana Bosa. Kem npobata ce npubassat 10 ml ot 6ydepnus pasmop (2.2.1), 5 ml ot
HEyTpaJHUs Pa3TBOp Ha METUICHOBO CHHBO (2.2.2) u 15 ml ot xnopodopma (2.2.4). Cmecta
ce pasKjalla PaBHOMEPHO M HE NPEKaJeHO CHIHO B MPOABLIDKCHHE HAa eIHa MuHyTa. Cien
pasnmersiHe Ha (asure, cJOAT Ha XiopodopMma ce NPexBHPJl BbB BTOpPa JEeKaHTAMOHHA
kosiba, chappxkama 110 ml geifoHu3upana Boja u 5 ml OT KHCEJMHEH pas3TBOp Ha
MeTHJIEHOBO chHBO (2.2.3). CMmecTa ce pa3kiama B IpOAbJDKEHHE Ha eqHa MUHyTa. CIIosT OT
xiopodopM mpemuHaBa mpe3 GUATHP OT XUAPOGUIEH HaMyK, NPeIBAPUTENIHO H3MHUT ChC
CIIMPT U HATIOCH C XTOPOPOPM, U Ce MPEXBHPIIS B TpaIy upana kojba (2.2.12).

W3BBpuIBa ce TPUKpaTHO H3BJIMYAHE Ha aJKaJIHATE W KUCEIMHHHUTE Pa3TBOPH, KATO Ce
n3nomBa 10 ml ot x10podopMa no BpeMe Ha BTOPOTO M HA TPETOTO M3BJIMYaHe. Duntpupat
ce KOMOMHMpaHUTE X10PO(OPMHHU EKCTPAKTH INPe3 ChUUs GUITHD OT XUAPOPHUIEH MAMYK 1
ce paspexJa B KojbaTa 10 yepTata, otoessspama 50 ml (2.2.12) ¢ xnopodopma, U3M0I3BaH
32 TOBTOPHOTO H3MHUBaHE Ha XuUAPOGWIHMI IaMyk. l3vepBa ce NOTIBIIAHETO Ha
x110pohOpMHHS pas3TBOp ¢ NMomolnm Ha poTomeTsp npu 650 nm BB BaHU OT 1 /10 5 cm, KaTo
ce cpaBHsBa MONIBIIAHETO ¢ TOBA Ha YHUCTHS X1opodopm. [IpaBu ce emMH TeCT 32 KOHTPOIIHO
n3MepBaHe Ha J03aTa 10 BpeMe Ha NMPHJAraHeTo Ha MeToIa.

2.4. Kpusa Ha emanoHupate
IIpurotBs ce pa3rtBOp 3a €TajJOHUpAaHE OT €TAJOHHATA CyOCTAHLMSA OT JOJACHHJIOCH3CH-

METHJIOB ecTep Ha cyJipoHoBaTa KrcenuHa (TetpanponuieH un PM 340) cien ocamnyHBaHe B
kameBa cost. MBAS ce n3uncisiBa BbB BUJ] HA HATPHEB JI0 Ae M0 eH3eH cyidonat (PM 348).
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Narernar ce 400 no 450 mg moxemiIOEH3CH-METAJIIOB €CTep Ha CYJI)OHOBATA KHUCEJIMHA
(2.2.5) ¢ Tounoct o 0,1 mg B oOnogpHHA KoJOa  ce nobaBat 50 ml pa3tBOp Ha KaiueB
XUOpoKcHa U eTaHos (2.2.6) W HAKOJKO IpaHylu 3a yJecHsBaHe Ha kumeneto. Cren
MOHTHPAaHETO Ha 00paTHUS XIaJHUK (nedierMaTop), ce U3BbPIIBA BAPEHE B MPO IbDKCHIE HA
enuH vac. CrieJ oxina)xJaaHe 0OpaTHUAT XIaJHUK U HTM(OBAHOTO TBPJIO CE U3MHUBAT C OKOJIO
30 ml eTaHOT W Te3u OTMHBKH ce N00AaBAT KbM ChIbPKaHHETO Ha Kosibata. Pa3tBOphT ce
THTPYBa ChC CSpHATA KUCEJHMHA 10 oOe3nBeTsiBaHe Ha (eHonpTamiHa. To3u pasmBop ce
MpeXBbpJs B MepuTesHa koyiba ¢ ooem 1000 ml (2.2.14), paspexa ce 0 yepTaTa Ha Tas3u
BMECTUMOCT C JIcHOHM3KMpaHa BOJA U CE pa3MecBa.

Cnen ToBa ce paspexJa OTHOBO €JHA YacT OT TO3M Pa3TBOP HA IMOBBPXHOCTHOAKTUBHOTO
BenrectBo. Otaenat ce 25 ml 1 ce npexBBPJIST B MepUTesHa KoJyiba ¢ odem 500 ml (2.2.13),
pa3pexJaT ce 0 YepTaTa Ha Ta3H BMECTHMOCTC IcHOHM3MpaHa BOJA M Jia CE pa3Mecsa.

To3u eTaslOHEH Pa3TBOP ChABPIKA:

Ex1,023mgMBASperml
20000

E npeacraBnsiBa MacaTta Ha mpodaTa B mg.

3a ompejelsiHEe HA KpUBATA HA €TaJIOHUPAHE ce B3eMaT Mpodu ChOTBETHO OT 1, 2, 4, 6 u 8 ml
OT €TAJIOHHHUS PAa3TBOP U ce paspexxza Beska oT T1X 10 100 ml ¢ nefionusupana Bona. Cren
TOBa Ce M3BBpILIBA MPOIEIypaTa, ykazaHa B Touka 2.3 (BKJIIOUMTENHO KaTO CE M3BBPILUBA U
€JIMH TeCT 32 KOHTPOJIHO U3MEPBaHE Ha JI03aTa).

2.5. H3uucnasamne Ha pesynimamume

KpuBata Ha ertamonmpane (2.4) moka3Ba KOJHYECTBOTO AHHOHHO IIOBBPXHOCTHOAKTHBHO

BemtectBo (MBAS), xoeTo ce chappka B npobata. Ceabpikanueto Ha MBAS B mpo0Oata ce
U34HCIIIBA 10 popMyIaTa:

mgMBASXL000

= MBASmg/I
\Y

KbJIeTO: V=00eMbT B ml Ha U3N0J3BaHaTa mpoda.

Pesynratute ce u3pas3sBaT BbB BHJI HA HATPUEB JI0JeliiiOeH3eH cydonat (PM 348).
2.6. Uspasasane na pesynmamume

Pesyntatute ce uspasssat B MBA S mg/l, ¢ Tounoct 10 0,1 mg.

3. M3mepBaHe Ha 103UTe HA HEH{OHOTeHHUTE MOBLPXHOCTHOAKTHBHM BelleCTBA MNpPH
TeCTOBM M3NMUTAHUS 32 OMOPA3rpask/1aHe

3.1. Illpunyun
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TTOBBPXHOCTHOAKTUBHHTE BELICCTBA CE KOHICHTPUPAT U M30JMPAT Upe3 Tra30BO W3BJIMYaHe. B
M3M0J13BaHaTa Mpoba KOJMYECTBOTO HAa HEHOHOTEHHOTO MOBBPXHOCTHOAKTUBHO BEIIECTBO
TpsiOBa a Ob1e B mopsiabka oT 250-800 pg.

H3B1€4eHOTO MOBBPXHOCTHOAKTHBHO BEIIECTBO CE Pa3TBAps B THJIALICTAT.

Cnen pasgemsHeTo Ha (asure M HM3MAPEHHETO HA PA3TBOPHUTENs, HEHOHOTEHHOTO
MTOBBPXHOCTHOAKTUBHO BEIIECTBO CE yTasiBa BbB BOJCH PAa3TBOP C MOAU(DHUIMPAH pEakTHB HA
Hparennopd, (KBils + BaCl, + neeHa oneTHa KuceqmHa).

VTaiikata ce ¢ uiaTpHpa, MPOMHUBA Ce C JIeGHATa OLETHA KUCEJIMHA 1 Ce Pa3TBapsi B pa3TBOp
OT aMOHHEB TapTapaT. BHCMyThT, KOHTO € B pa3TBOpa, ce IO3Mpa MOTEHIHOMETPHIHO C
pasTBOp OT MHUpOJMANHEeMTHOKapOamaT ¢ pH 4-5, kaTo ce n3Mo3Ba HHIUKATOPEH €JIEKTPO T
OT TOJHMpaHa IUJATHHA W CTaJOHEH eJeKTPOJ OT KajoMel (MEpKypoOXIOpHI) WU
cpebpo/cpedbper x1opua. MeTobT ce Ipujiara KbM HeHOHOTEHHUTE MOBBPXHOCTHOAKTHBHU
BEIIECTBA, ChIbpKaI 6-30 rpynu ajaKuieHOB OKCHI.

Pe3yntaTbT OT M3MEpPBAHETO HA JI03aTa CE YMHOXKaBa C eMITMpUYEH KoepuIueHT 54, Taka 4e
na O'bJie KOHBepTHpaH B KoHeH3upaH HOHmIPeHo ¢ 10 mona etuneHoB okcuya (NP 10).

3.2. Peakxmusu u anapamypa

PeaxtuBuTe TpsA6Ba 14 ce MPUTOTBSAT B JeHOHU3UPaHA BOJA.
3.2.1. YncT et alieTaT, MpsICHO Jie C THITHPaH

3.2.2. Hatpues 6ukapoonatr NaHCOs 3a aHanus

3.2.3. Pa3penena comna kucenuna (HCI) [20 ml koHneHTpupaHa coJHA KUCEJIMHA 32 aHAJIU3,
pastBopena 10 1000 ml ¢ Bona]

3.2.4. MeTaHOJ 32 aHAJHM3, TIPSCHO JECTIIUPAH, ChbXpaHEeH B CTHKICH QIIakoH

3.2.5. ITypnyp Ha Gpomkpe3son (0,1 g B 100 ml meTaHOT)

3.2.6. CpencTBo 3a yTassBaHE: CPEACTBOTO 3a yTasiBaHE IPECTAaBIsIBA CMEC, ChIbPIKAIA JBa
obema oT pa3tBop A u eaun o0em oT pa3tBop B. CMecTa ce 3ama3sa B CThKICH KadsiB ¢ JIakoH
1 MOJe Jia 0'bJie M3I0JI3BaHa B CPOK [0 €]1Ha CEAMMIIA OT IIPUTOTBSHETO .

3.2.6.1. PaztBOp A

PastBapsar ce 1,7 g GucmyToB HuTpaT 3a aHanu3 (BiONO3.H0) B 20 ml nenena omnertHa
KHCEeJIMHA U ce JnombiBa ¢ BoJa 7o 100 ml. PastapsT ce ciien ToBa 65 g KanueB Hoaun 3a
anaym3 B 200 ml Boga. /IBata pa3tBopa ce cMeCBaT B MepHTesHa KoJioa ¢ obem ot 1000 ml,
nob6assat ce 200 ml sieieHa onetHa kicenuHa (3.2.7) u ce gombiBa ¢ Boga go 1000 ml.

3.2.6.2. PazmBOp B

PastBapstce 290 g 6apues xiopun (BaClp.2H20) 3a ananus B 1000 ml Boza.

3.2.7. Jlenena onetna kucesmua 99-100 % (MO-HUCKU KOHIICHTPAIIMHU HE Ca O IXO0 SN ).
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3.2.8. Pa3mBop OT aMOHHEB TapTapaT: cMecBat ce 12,4 g TapTapaTHa (BHHEHA) KMCEIIMHA 32
anam3 ¥ 12,4 ml amonsiueH BoieH pa3tBop 3a anams3 (d = 0,910 g/ml), u ce monmbaBa ¢ Boaa
1o 1000 ml (unu ce u3mo3Ba KOJMIECTBO, KOETO € €KBHBAJICHTHO HA aMOHHEBHSI TapTapart 3a
aHaJmM3).

3.2.9. Paspexxiane Ha amoHsika: paspexgat ce 40 ml amonsik 3a anams (d = 0,910 g/ml) ¢
Bozma o 1000 ml.

3.2.10. AnetateH OydepeH pa3tBop: pa3tBapsTce 40 g TBBpA HATPUEB XUAPOKCH]I 32 aHAJIU3
B 500 ml Boa B GexepoBa yama u ce oxtaxaa. Jlodbasar ce 120 ml neneHa oeTHa KucemMHa
(3.2.7). Pa3mecBa ce no0pe, oX1axJa ce U ce IpeXBbpJiisi B MepUTeliHa KoJiba ¢ ooem ot 1000
ml, KaTo ce W3PpaBHU JI0 YepTaTa Ha Ta3H BMECTIMOCT C BOJIA.

3.2.11. Pa3tBOp OT NUPOJMIAMHAUTHOKAapOaMaT (1M0-110Jly Hapu4yaH 3a KpaTKoCT “kKapbamaTteH
pa3tBop”): pa3mapar ce 103 mg HatpueB muposuauHauTHOKap 6amat (CsHgNNaS,.2H,0) B
okoJio 500 ml Bona, nobassatce 10 ml n-amunos crupT 3a aHanu3 u 0,5 g NaHCO;3; 3a ananus
U ce JombiBa ¢ Boja 1o 1000 ml.

3.2.12. Pa3tBOp oTMeieH cydar (3a etasionupane Ha 3.2.11).

KOHIUEHTPHUPAH PA3TBOP

PastBapsarce 1249 g menen cyndar 3za ananus (CuSO4.5H0) ¢ 50 ml 0,5 M cspHa kucenmHa
U ce JombpiBa ¢ Boma 1o 1000 ml.

ETAJIOHEH PA3TBOP

Cmecsat ce 50 ml konuentpupan pazmop ¢ 10 ml 0,5 M H,SO4 u ce nmomeiiBa ¢ Boja 1o
1000 ml.

3.2.13. HatpueB XI10pu/I 3a aHAJA3
3.2.14. Anapat 3a eKcTpaxupaHe Ha MOBbPXHOCTHOAKTHBHU BelllecTBa (BIK Gurypa 5).

JuametepbT Ha (puToBamusi IUCK (HOphO3HUS (UATBP) Tpsi6Ba ma ObAC pPaBEH Ha
BBTPEIIHAS AUaMEThp Ha MUIMHABPA.

3.2.15. lexantuparna koyi6a ot 250 ml.
3.2.16. MarauuTHa KIaTauHa MallWHA ¢ MAarHuT ot 25 - 30 mm.
3.2.17. Turen va I'y4, quameTsp Ha MOPHO3HUS QUITEP = 25 mm, Tun G4.

3.2.18. Kpbru puntpu oT HUOpOCTHKIO ¢ AMaMeThp 27 mm; quaMeThp Ha BiakHata : 0,3-
1,5 pm.

3.2.19. JIBe koy10H 3a BAKYyM C HACTaBKH M Kay4yKOB HaKpalHHK, ¢ 00eM cboTBeTHO OT 500
ml u 250 ml.

3.2.20. Peructpupani MNOTCHIMOMETHP, 00OpPY/JBAaH C OTYMUTAIL EJEKTPOJ OT IOJMpaHa
MJIATHHA U €TAJIOHEH €JIEKTPO/J] OT KaJloMeJ (MEepKypoXIOpHa) MM cpedpo/cpedbpeH X1opus,
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KOMTO MO3BOJIIBA M3MeEpBaTesieH Muana3oH oT 250 mV, u ¢ aBTomaMyHa OropeTa ¢ 06eM ot
20-25 ml, (aBTOMaTHYHO peryJiMpaHe Ha HyJIeBaTa TOYKA) HJIM C PBYHO YCTPOHCTBO.

3.3. Memoo
3.3.1. KoHneHTpanus u cemaparus Ha TT0BbPXHOCTHO AKTHBHOTO BEIIIECTBO

Bomnata mpoba ce ¢uiatpupa mnpe3 QUATEpHA XapTHS 32 KAaueCTBEH XAMUYECH aHAJM3.
OtctpansBat ce HavasiHuTe 100 ml oT puntpaTa.

B amapaTa 3a ekcTpaxupane, KOWTO MpeaBapUTEIIHO € U3IUIAKHAT C eTHJIALETaT, C€ MOCTaBs
HM3MEPEHO MO TaKbB HAYHH KOJHMYECTBO OT MpobaTa, ue T Ja Chappika Mexay 250 et 800 pg
HEeHOHOTEHHO TIOBHXHO CTHOAKTHBHO BEIECTBO.

3a nma ce nmooOpu cenapauusita, ce 106asat 100 g HatpueB x10puI U 5 g cota OUKapOOHAT.

Axo obembT Ha mpoOata Haapumasa 500 ml, Te3u comu ce noGaBAT B TBBpIA hopma B
amapaTa 3a SKCTpaxXdpaHe M Ce Pas3TBApsT Ype3 MpeKapBaHE HA a30T WM Ha BB3AYX Ipe3
amapata.

AKko ce u3m013Ba Ipoda ¢ mo-pegynupas obem, conute ce pazmsapar B 400 ml Bona, cnen
TOBa ce NpUOABAT B allapaTta 3a €KCTpaxupaHe.

JobaBs ce BOJ@, TOKATO HUBOTO AOCTUTHE [0 TOPHOTO KpaHYE.
Hobapst ce BaumatenHo 100 ml etrnaneTat Ha MOBBPXHOCTTA Ha BOHATA (paza.

HanbnBa ce 10 1Be-TpeTd MPOMHUBHOTO LIMIICHIE 32 NPOIyCKaHEe Ha rasza (a30T WM Bb3IYX)
C eTHJIALIETaT.

B amapata ce npomycka ra3 ¢ ae6ut ot 30-60 1/u; npernopbuBa ce U3MOJI3BaHE HA JISOUTOMED.
B HauajoTo CTeNeHTA Ha aepanys TpsAOBa Ja HApacTBa MOCTENeHHO. JIeOUTHT Ha rasra ce
peryJmpa 1o TaKbB Ha4WH, 4e (ha3uTe Ja ce 3amas3sT paslelieHH, Taka de Jia ce OTPaHuYHU IO
MUHUMYM CMECBaHETO Ha (hasuTe U Ha eTuianeTaTa BbB BoJaTa. IlogaBaHeTo Ha ras ce
IPEKbCBa CJe] IeTMUHY TH.

AKo 00eMBbT Ha opraHndHaTa (aza cragse ¢ nosede ot 20 % mopanu pa3TBapsiHe BbB BOJATA,
oIepanusTa ce MoBTapsl, KATO Ce BHUMaBa 0COOSHO MHOTO 3a JIeOMTa Ha I10JABaHMUS ra3.

OprannuHaTta (aza ce W3IMBA B JEKAHTAIMOHHA Koyiba. B amapaTa 3a ekcTpaxupaHe ce
MpeJIBa OTHOBO BOJIATA OT BOJIHATA (ha3a, KOATO ce OKas3Ba B JICKaHTAIIMOHHATA KOJi0a (He Ou
TpsbOBano na uMma moBedye OoT Hikosko ml). EmmnanetatHata ¢aza ce ¢puntpupa mpes cyx
xapTHeH QUITHD 32 KAUeCTBEH XM MUCH aHAIN3 B OexepoBa vaiia ¢ o6em ot 250 ml.

HamBaT ce otHoBo 100 ml emmameraT B amapaTa 3a eKCTpaXMpaHe M Mpe3 amapata ce
IpeKapBa a30T WIN Bb3AyX B IPOAbDKCHNE HA MeTM uHy TU. OpraHuYHaTa (a3 ce NpesuBa B
JeKaHTAIlMOHHATA KOJ0a, 3M0JI3BaHa 3a I'bpBaTa ceNapalys, OTCTpaHsiBa ce BoJHATa dasza u
opranuuHaTa (asa ce mpekapsa Ipe3 chIuus GUIThp. JeKkaHTaMOHHATA K0J0a U QUATHPBT
ce M3MIakBaT ¢ okojo 20 ml eTnmaneTaT.
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EmunanetaToBUAT €KCTPAKT ce M3MapsiBa Ha BoJHA OaHs (JabopaTopHa cMyKaTeJHa KaMUHA)
JI0 IBJHO u3cyliaBaHe. HacouBa ce jeko BB3/yIIHO TeUYEHHE IO TIOBbPXHOCTIA Ha pa3TBOpa,
3a J]a ce yCKOPHU M3MapEHHUETO.

3.3.2. YTasBaHe u puntpupane

PaztBaps ce cyxusT ocTaThK, BU3UpaH B Touka 3.3.1, B 5 ml MmeTano, no6aBsT ce 40 ml Boa
u 0,5 ml paspenena HCI (3.2.3), u cMecTa ce pa3kJiaiia ¢ MATHATHA KJIATAYHA MAIHHA.

KbM TO3M paszmBop ce ngobamiat 30 ml or yraiikata (3.2.6) ¢ moMomTa Ha IpajyHpaHa
enpyBeTka. YTaiikata ce oOpasyBa upe3 paskiamane. Crex paskialiaHe B IPOIbIDKEHIE Ha
JieceT MUHY TH, CMECTa C€ OCTABs Ja € YCIOKOH 32 He I0-MaJIKO OT ITeT M HHY TH.

Cmecta ce ¢untpupa B THren Ha I'yd, OCHOBaTa Ha KOWTO € MOKPHUTA C (QHUATBP OT
dhudbpocThKIO. [IBpBO Ce M3MUBA GHUITHPHT MOCPEACTBOM M3CMYKBaHE C OKoJsio 2 ml neneHa
oneTtHa kucenuHa. Cien ToBa OexepoBaTa yalla, MAarHUTHATA NPBYKA U TUTEIBT C€ U3MHUBAT
nobpe ¢ nesieHa oueTHa KucennHa (okoJsio 40-50 ml). He e HeoOxoaumo BepXy ¢ uinThbpa za ce
OPexXBBPIl LAJOTO KOJMYIECTBO HA yTaliKkaTa, KOSTO IIOJIENBAa IO CTCHUTE Ha OexepoBaTa
Yaiia, 3a0i0TO Pa3TBOPHT Ha yTalKaTta, NpeaHa3’HaYeH 32 TUTPYBAaHETO, CE€ BpBIIA B
M3M0J13BaHATA 32 yTasiBaHe OexepoBa yala, KaTo OCTABAIATa YTaiKa Clie]] TOBa ce pa3Bapsi.

3.3.3. Pa3tBapsiHe Ha yTaiikata

Vraiikata BB QUATpHpAIIHS TUTEN ce pas3tBaps upe3 pobaBsiHe Ha 3arpsaT (okosio 80 °C)
pastBop Ha amoHueB TapTapart (3.2.8) Ha Tpu ppakuuu o 10 ml. Besika Gpakuus ce octaps
Jla ce YCIIOKOHU 33 HAKOJIKO MUHYTH B TUTEJIa, IPEJIH Ja CE M3BBPIIU (UITPHPAHE B KOJOATA.

W3nuBa ce chAbpKAHHETO HA (GUITpUpalaTa KoJiba B OexepoBaTa dalia, M3MOJ3BaHA 32
yTasiBaneTo. CTeHHTE Ha OexepoBaTa yaiia ce u3maksat ¢ 20 ml ¢ TapTapaTeH pa3TBop, 3a Ja
Ce pa3TBOPAT OCTATHLMTE OT yTaiKaTa.

Ture pT, HACTABKUTE W QUIATPHpPAIIATA KOJOA Ce M3MHUBAT IPKINBO ¢be 150-200 ml Boa,
KaTO BOJATA OT M3IJJAKBAaHETO Ce BP’BIa B OeXepoBaTa yalla, U3I0JI3BaHa 32 y TAsBAHETO.

3.3.4. TutpyBaHe

Pa3tBOpBT ce paskmama ¢ MarHuTHA KJjaTtadHa mMammHa (3.2.16), 1006aBIT ce HAKOJIKO KalKu
mypyp Ha 6pomKipesou (3.2.5) u paspenenus amonsueH pa3mop (3.2.9) mo moiyyaBaHe Ha
BHOJICTOBO OILBETsBaHE (OTHAYaNO pA3TBOPHT € JICKO KHCEIMHEH MNOpaJd OCTAThKA OT
OlIETHATA KHCEITHHA, H3M0JI3BaHa TIPU U3IJIAKBAHETO ).

Cnienn ToBa ce no6assat 10 ml Oy¢epen auneraten pazrsop (3.2.10), HOTAIAT Ce SISKTPOUTE B
pasTBOpa U Ce JI03Mpa MOTSHIIMOMETPHYHO C eTaJOHHUS “KapbamaTteH pasteop” (3.2.11), kato
KpasT Ha OlopeTaTa € OTOTeH B pa3TBOpa.

CkopocTra Ha THTpyBaHe He TpsA0Ba Ja HaJaBUIIaBa 2 ml/min.

ToukaTa Ha €KBUBAJICHTHOCT mpeacTaBisiBa MACTOTO Ha INPECHYaHC HAa TAHICHTUTE Ha JABCTC
YJacTh Ha KpUBaTa Ha IMOTCHIHAJA.

32004r0648 - LII1P- pepaxtupan



IToHsikoTa ce KOHCTATHpPA, Ye OIbBAHETO HAa KPUBATA HAa MOTCHIMAJNIA 3all0YBa Jia HAMAISIBa,
KaTo TOBa MOXeE Ja ce M30ErHe upe3 IPWKIIMBO MOYKCTBAHE HA IUIATHHEHHUS €NeKTPoA (upes
ToJMpaHe ¢ abpa3uBHA XapTHs).

3.3.5. KoHTpoHO u3MepBaHe Ha Jo3aTa

EnHOBpeMEHHO ce M3BBPIIBA €IHO KOHTPOJHO HM3MEpBaHE Ha JI03aTA, KATO C€ CHOJIOJaBa
nesmat Mmeoa ¢ 5 ml metaHoa u 40 ml Boja, criope/ yKa3aHUsITA, OCOUYCHH B Touka 3.3.2.
Kon1ponmHoTO M3MepBaHe Ha [03aTa TpAOBa Ja Jajie pe3ynrar nox 1 ml, B mpoTuBeH ciyuait
ynucToTaTa Ha peaktusute (3.2.3, 3.2.7,3.2.8, 3.2.9, 3.2.10) ¢ cbMHUTeNHA (IO CTICIMATHO O
OTHOIICHHWE HA CHABP)KAHHETO MM Ha TEXKKH METANH) M Ie ObJe HEOOXOAMMO TIXHOTO
3aMeHsHe. [Ipy H34uncIIBaHeTO Ha pe3yITaTUTe TPSIOBa Ia ce AbP)KH CMETKa 32 H3BBPIICHOTO
KOHTPOJIHO M3MEpBaHe Ha [03aTa.

3.3.6. KoHTpoJ1 Ha KoedHuIHeHTa Ha “KapOamaTHHs pa3TBoOp”

Bcexu neH koeuimeHThT Ha KapOamMaTHHS Pa3TBOP e U3IUCISIBA MpeH ynoTpeda. 3a nesnra
ce u3mepea go3ata B 10 ml ot etanonnus paztBop Ha MezaeH cyidar (3.2.12) ¢ “xapbamaTHus

pastBop” cien nobassiie Ha 100 ml Boga u 10 ml ot O6ydepuus aneraten pasmop (3.2.10).
AKO M3I0JI3BAHOTO KOJIMYECTBO € paBHO Ha a ml, koepumeHTsT f ce moJydaBa KaKTo Clie/Ba:

f==
a

7 BCHYKH Pe3yJITaTH OT U3MEPBaHETO Ha JIO3UTE C& YMHOXKABAT IT0 TO3H KOS UIIHEHT.

3.4. Usuucnseane Ha pesynmamume

Bcsiko HEHOHOTEHHO TOBBPXHOCTHOAKTHBHO BEIIECTBO IPUTEXkKaBa CBOM COOCTBEH
KOe(UIUEeHT B 3aBUCUMOCT OT CBOSI CBCTAB, U MO-CNIEIMAIHO OT AbJDKMHATA Ha BepUraTa Ha
ANKUIICHOBUS okcul. KOHIIEHTpanuuTe B HEHOHOTEHHU MOBBPXHOCTHOAKTUBHU BEILECTBA CE
M3pa3sBaT MO OTHOIICHHWE HA €/JHA STAJIOHHA CyOCTAHIMS - HOHWI(EHOJ C JeceT ¢IUHULIN

etiuieHOB okcu (NP 10) - 3a k05110 KoepUIIEHTHT Ha KOHBEepTHpaHe € paBeH Ha (,054.

KonnuecTBOTO Ha NMOBBPXHOCTHOAKTHBHO BEIIECTBO B MPOOATa Ce M3pa3siBa C MOMOIITA Ha
TO3U KOC(UIIMEHT KaKTO CIIe/IBa:

(b-c) xfx 0,054 = mg HeWOHOTEHHO MOBBPXHOCTHOAKTHBHO BEIIECTBO, M3PA3eHO B Mg OT
exBuBajeHT NP 10

KBJCTO:
b =o06embT Ha “KapOamaTHUsI pa3TBOP”, U3MOJI3BaH 3a mpobaTa (ml),

C = 00eMbT Ha “KapOaMaTHUA Pa3TBOP” M3IOJI3BAH 32 KOHTPOJHOTO ONpelesisiHe Ha J03aTa

(ml),
f=koepuureHT Ha “KapOamaTHHS pa3TBOpP”.
3.5. Uspasseane Ha pesynimamume

Pesynratute ce uspassapaT B mg/l, BbB Buj Ha exkBuBaieHT NP 10 ¢ Tounoct 10 0,1 mg.
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4. TlpenBaputeqiHa 00pad0oTKAa HA ONpedeJIeHATE 32 TECTOBO WM3NHTBAaHEe AHHOHHU
NOBBHPXHOCTHOAKTUBHH BellleCTBA

4.1. YVeoonu benecku
4.1.1. O6paboTka Ha IpoOHTE
W3BbpumiBa ce cieaHata 00paboTka Ha AHUOHHUTE IMOBBPXHOCTHOAKTUBHM BELIECTBA M Ha

JACTCPTCHTUTE, MPEAU ONPCIACIAHCTO Ha IIbpBUYHATA 6H0p33rpa,£[I/IMOCT Upe3 TeCTa 3a
TTOTBBPKIaBaHE

IIpoaykTu O6paboTka

HeloHOreHHU OB bPXHOCTHOAKTHBHU BELIECTBA Hsma

JlerepreHTi ExcrpaxupaHe Ha CIHPTa, MOCIEABAHO OT ceraparys
Ha TMOBBPXHOCTHOAKTHBHUTE aHWOHHU BELIECTBA Ype3
00OMEH Ha MOHHM

IlenTa Ha ekCTpaXMpaHETO HA CIIMPTA € Ja CE OTCTPAHAT OT IIYCHATUTE B MPOJax0a IpoJyKTH
HEpa3TBOPUMHUTE M HEOPTAHWYHU CHCTABHH E€JIEMEHTH, KOMTO MOTAT MNPH ONpeJeieHH
o0cTosATEeNICTBA 1A KOMIIPOMETUPAT TeCTa 3a OHOpasrpauMocCT.

4.1.2. Ilponenypa Ha OOMeEH HA HOHU

3a TOYHOCTTAa Ha TECTOBETE 3a 6Hopa3r‘pa/:[m\40m € H606XOI[I/HV[0 Ja C€ U30JMpaT U OTACIAT
AHAOHHUTC NMOBBPXHOCTHOAKTHBHU BEUIECTBA OT CallyHa U OT HEHOHOTCHHHUTE M KaTHOHHUTE
IMMOBbPXHOCTHOAKTUBHHU BEIICCTBA.

To3u pesynTaT ce moiydaBa OyarofapeHne Ha NPIJIOKEHHETO HA TeXHHKaTa Ha OOMEH Ha
HOHM, HM3MOJ3BAIlA aHHOHHOOOMEHHa MaKpolopecTa CMOJia M CHOTBETHHTE BEIIECTBA 34
eJyupaHe, MO3BOJISABAINM H3BBPIIBAHETO Ha (pakIMOHHO ellyupaHe. Taka camyHbT U
AQHHOHHHUTE U HEHOHOTCHHUTE MOBBPXHOCTHOAKTHBHHU BEILECTBA CE OKAa3BAT M30JIMPAHU C
U3BBPIIBAHE HA €/1HA OIeparys.

4.1.3. AHanuTiaeH KOHTPOJI
ChIBpP)KAHUETO B CUHTETUYHMS JI€TEPTEHT HAa aHMOHHHU IOBBPXHOCTHOAKTHBHHU BEIIECTBA CE
ompeniessl Cliel XOMOTEeHU3AIMsI, crope] MeToJa 3a aHann3 Ha MBAS. Ceabpxanueto Ha

CaIlyH c€ onpe e i1 crope i CbOTBETHUA aHAJIUTHICH METO .

To3u aHamM3 HA POAYKTATE € HAJIOXKUTEICH 33 H34HCICHACTO HA HEOO X0 MMM HTE KOJIMYECTBA
3a IPHUTOTBSHETO Ha (paKINKTE, IPEIHAZHAYCHH 38 M3CJICABaHISITA 32 OHOPA3rpaIMOCT.

He ce Hanara konm4ecTBEHO €KCTpaxupaHe; BBIPEKH TOBa TPsOBa Jia ce SKCTaxXupaT Haii-
Mainko 80 % OT aHHOHHUTE MOBHPXHOCTHOAKTUBHU BelecTBa. OOMKHOBEHO CE €KCTpaxupaT
90 % u moBeYe OT TIAX.

4.2. [punyun

Ot xoMoreHHa Tpoba (mpaxooOpa3Hu BEIIeCTBA, KAIIM M U3CYIIEHH TEYHOCTH), Ce TIOJlydaBa

€KCTPaKT C €TaHOJ, KOWTO ChAbpPKA INOBHPXHOCTHOAKTUBHUTE BEILIECTBA, CallyHA U JPYTH
Pa3TBOPUMU B CIIUPT CbCTABKH OT IIpobaTa Ha JAeTepICHTA.
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EKCTpakThT ¢ €TAaHOJ Ce H3MapsBa M pas3TBaps B CMEC OT H30MPOINAHOJ W BOJIA; Taka
MOJIyYSHISIT Pa3TBOP Ce MpeKapBa Mpe3 CMECEHO YCTPOICTBO 32 CHIIHO KHCEJIMHEH 0OMEH Ha
KaTiHOHW/MaKpoTIOpecT 0OMeH Ha aHuOHH, npu TeMmriepatypa oT 50 °C. Tasu Temnepatypa e
HeoOxouMa, 3a Ja TIOTIPEYH Ha yTasBaHETO Ha MAaCTHUTE KHCEJIMHH B KHCEJIa CPea.
HeiioHOTe HHHTE TIOBBPXHOCTHOAKTHBHH BEIIECTBA OCTABAT B OTPAOOTEHHS Pa3TBOp.
MacTHUTe KUCEeIHMHM Ha CallyHa ce OTIEJIT Ype3 eKCTpaxupane ¢ eTaHou, chappxam CO;.
ToraBa ce moJiyuaBaT aHHOHHUTE TMOBBPXHOCTHOAKTHBHU BELIECTBA BBB BUJ HA aMOHHEBU
COJIM Ype3 elyUpaHe C pa3IBOP Ha aMOHUEB OMKapOOHAT B CMeC OT M3OMPOMNAHOI U BOJA.
Te3n aMOHHMEBH COJIM CE U3MOJI3BAT NPH TecTa 3a OHOpas3rpa uMocT.

KaTOHHHTE MOBBPXHOCTHOAKTHBHM BEIECTBA, KOUTO Ca B CHCTOSHHE Ja KOMIPOMETHPAT
TecTa 3a OMOpa3rpauMOCT M AHAJMTUYHATA POLIEIypa, C& OTCTPaHABAT Upe3 OOMEHHHKA Ha
KaTHOHH, IOCTABEH Ha/1 0OMEHHUKA Ha aHUOHH.

4.3. Xumuyecku npoOykmu u anapamypa

4.3.1. leiionn3upana Boia

4.3.2. Etanon 95 % (v/v) C;HsOH (nomycTiMu JeHaTypaTd: METHIIC THIIKS TOH WM METAHOT)
4.3.3. Cmec ot nzonponaso u Boaa (50/50 viv):

- 50 wac uzonponanos (CH3CHOH.CHj3),

- 50 vactu Boma (4.3.1).

4.3.4. Pa3tBOp Ha BBIVIEPOJCH AMOKCH] B eTaHo 1 (mpubmsutenso 0,1 % CO»): ¢ nomomnita
Ha TpaHcepHa TpbOa, cHableHa ¢ BIPAJICHO (PUTOBAHO CTHKJIO, BHIVICPOJHUAT JHOKCH]L
(CO2) ce mpekapsa npe3 eTaHo (4.3.2) B IPOIbIDKEHIE Ha JECET M HHY TH. Pa3TBOpBT TpsOBa

Jla € IPUTOTBEH HETIOCPEACTBEHO NPEeau yrnoTpedaTa My.

4.3.5. PastBop oT amonueB 6ukapbonat (60/40 viv): 0,3 mol NHsHCO3 B 1000 ml cmec ot
M30MPOTIAHOJ U BOJIA, B ChoTHOIIEHHE 0T 60 yacTtu u3onponanos u 40 vactu Boga (4.3.1)

4.3.6. O6mennuk Ha katnoHHu (KAT), criHo KucesuHeH, yctoians Ha crupT (50-100 mesh)

4.3.7. Oobmennuk Ha anuonu (AAT), makponopect, Merck Lewatit MP 7080 (70-150 mesh)
WM €KBUBAJICHTCH

4.3.8. Cousina kucemna, 10 % HCI (p/p)

4.3.9. O6bnogpaHa koyiba ¢ obem 2000 ml ¢ KOHYCOBHIHO T'bpJO W OOpaTeH XIaTHHK
(medp rermatop)

4.3.10. ®untepHa Qynus ¢ ametsp 90 mm (KosiTo MOXe Jia O'bJie 3arpsBaHa) 32 XapTUEHU
¢dbuntpu

4.3.11. Bakyymuu koJou ¢ o6em ot 2000 ml
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4.3.12. OOMEeHHHU KOJIOHH ChC 3aIpsiBalll KOXKyX M KpaH4e: BbTpellHa Tpbba ¢ auameTsp 60
mm u BucouyrHa 450 mm (Bmx durypa 4)

4.3.13. Boana Gans

4.3.14. BakyyMeH CylIuJeH mkad
4.3.15. TepmocTat

4.3.16. PoTtaTiBeH U3napute

4.4, Iloozomoska na eKcmpakma u cenapayusi Ha NOB8bPXHOCMHOAKMUSHUME aAHUOHHU
sewecmesa

4.4.1. TTogroToBKa Ha EKCTPaKTa

KosnaecTBOTO Ha MOBBPXHOCTHOAKTUBHUTE BEIIECTBA, HEOOXOIMMO 32 TECTBOTO M3MUTAHUE
3a Oropasrpaxiane, € otkosio 50 g MBAS.

HopMmanHo KoJIM4ecTBOTO Ha MPOAYKTa 3a eKCTpaxupaHe He HajsumiaBa 1000 g, HO MoXke 1a
Ce HaJlOXKM [1a C€ CKCTpaxupaT MOMbIHHUTEIHH KOJM4YecTBa OT mpobata. Ilo mpuyuHU OT
OPAKTHYECKH XapakKTep MO BPEeMe HA MPHUTOTBSIHETO HA CKCTPAKTUTE 33 TECTOBUTE U3MUTAHUS
3a GHOPa3rpajUMOCT, KOJIMYIECTBOTO Ha M3MOJ3BaHUs MPOJAYKT B MOBEYSTO OT ClydauTe Ou
TpsiOBa ma Obxe orpanudeHo 1o 5000 g.

OnureT HoOKa3Ba, 4€ € 3a MpPEeINoYMTaHE WU3BbPIIBAHETO HA CEepUs OT OIPAHUYEHU
eKCTpaxXUpaHusd, IpeJ H3BBPIIBAHETO HA CIHO-CAMHCTBEHO EKCIPAXMpaHe Ha TOIKIMO
KOJM4eCcTBO OT mpoaykra. Illo ce oTHacs 10 0OMEHHMLIUTE, Te ca NpeIBUACHHU 3a padoTa ¢
komaectsa 0T 600 1o 700 mmol moBBPXHOCTHOAKTMBHM BEIECTBA U CAIlyH.

4.4.2. I30/mpaHe Ha pa3TBOPUMUTE B CIIUPT ChCTABHU €JIEMEHTH

HoGapsat ce 250 g oT neTepreHTa 3a m3cieaBane B 1250 ml eTaHo u cMecTa ce 3arpsiBa 0
KUIIEHe, CpeJl TOBa ce MOJJjara Ha OTBPBLIAHE B NPOJbIDKEHME HA €JIUH dac, KaTo ce
paskiama. TommsaT coupTeH pa3TBop ce Guiatpupa BbB GUATbPHA QYHUS C MIUPOKU HOPH,
3arpsita 0 Temmnepatypa oT 50 °C, kaTo ce W3BBpIIBA CHJIHO 3acMykBaHe. Konbata u
¢duntepHaTa QyHH ce u3mMuBatT ¢ okosio 200 ml 3arpsT eTaHo. PUATPATHT U TIPOMHUBKATA OT
¢untepa ce chbupa BEB BAKYyMHa KoJida.

Korato mpoaykrtrTe, KOUTO Ille Ce aHAJM3UpaT, ca BbB BHJI Ha Kallla UM TEYHOCT, TpsAOBa 1a
ce MpoBepW Jaiu mpobaTa HE ChAbPXKA MOBEYEC OT 55 g aHMOHHH TMOBBPXHOCTHOAKTHBHHU
BEIIECTBA, HUTO ToBeue OT 35 g camyH. Tasu mpetersieHa mpoba ce M3mapsBa J0 IbJIHO
nscymapate. OcTaThbKbT ce pa3tBaps B 2000 ml eTaHOT M ce mpoueupa KakTo € MOCOYEHO
mo-rope.

B cnywaii Ha mpaxooOpasHu BemlecTBa CbC cyiaba BuauMa IUTbTHOCT (< 300 g/l), ce
IpenopbyBa Jia Ce yBEJMYM YacTra Ha eTaHoja B choTHoweHue 20:1. EranonmnusT ¢ uitpar
ce U3MapsiBa 10 I'bJIHO M3CYIIaBaHE, 33 MPEANOYMTAHE C MOMOINTA Ha POTATUBEH U3MAPUTEIL.
OrmepamusiTa ce TOBTAPSI, aKO € HEOOX0 IUMO TIO-TOJISIMO KOJIMYECTBO eKCTpaKkT. OCTATHKBT ce
pastBaps B 5000 ml cMec 0T H30TIPONIAHOI U BOJIA.

4.4.3. I[ToarotoBKa Ha HOHHOOOMEHHHUTE KOJIOHU
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KOJIOHA 3A OBMEH HA KATHMOHU

ITocTaBs ce 600 ml katTmoHHOOOMEHHa cMona (4.3.6) B GexepoBa yama ¢ o6em ot 3000 ml u
T4 C€ MOKPHBA W3IJIO C TeYHOCT, Kato ce mpubasiaT 2000 ml conna xucemHa (4.3.8).
Pa3TBOPBHT ce OCTaBs Jia ce YCTIOKOM 3a TIEPHO T OT Hall-MaJIKo J[Ba 9aca, KaTo Ce pasKialia OT
BpeEMe Ha BpeMe.

KucenuHata ce nexaHtHpa W cMojaTa ce NpexBbpis B KosoHata (4.3.12) ¢ momomra Ha
neroHu3MpaHa BoJa. B konoHaTa TpsidBa 1a MMa TAMIIOH OT CTHKJICHA BaTa.

KosioHaTta ce u3muBa ¢ jnerioHusupana Boja ¢ aAeOuT ot 10-30 ml/min, [oKaTo enyaThT ce
0CBOOOIM OT XITOPUJIA.

Bonata ce mpemecta ¢ momomt Ha 2000 ml cmec oT u3onponanon u Boja (4.3.3) mpu
ne6ut ot 10-30 ml/min. KonoHata 32 0OMEH Ha KATHOHU € TOTOBA 33 M3I0JI3BAHE.

KOJIOHA 3A OBMEH HA AHMOHUA

TTocTaBs ce 600 ml annoHHOOOMEHHa cMoa (4.3.7) B 6exeposa 4aima ¢ o6em ot 3000 ml u T
ce TOKPUBA U3IAJIO C TeUHOCT, KaTo ce npubasu 2000 ml nelioHu3MpaHa Boa.

OcTaBs ce 0OOMeHHaTa cMoJia Jja HaOBOHE B IMPOABDKEHUE HA Hali-MaJIKo JBa 4aca.

C momomTa Ha AEHOHM3MpAHATA BOJA CMOJIATA CE MPEXBBPJI B KOJOHaTa. B KOJOHATA
Tpsi0Ba a2 UMa TAMIIOH OT CThKJICHA BaTa.

Kononata ce w3vmBa ¢ pasmop ot 0,3 M amonmeB OukapOonat (4.3.5), moxato T4 ce
0CBOOOIM OT XIOpH/A, KATO ToBa M3uckBa 0kosio 5000 ml paztBop. Cnen ToBa ce M3BBPIIBA
namuBaHe ¢ 2000 ml refionusupana Boaa. BonaTa ce nmpemectsa ¢ nomomnyta Ha 2000 ml cmec
oT u3omnponanoy u Boma (4.3.3) npu nebut ot 10-30 ml/min. Kononata 3a oOMeH Ha aHUOHU
cera e B cecTosiHMe OH M € roToBa 32 M3M0JI3BaHE.

4.4.4. TTpouerypa o oOMeH Ha HOHH

OOMEHHHTE KOJIOHU CE MOHTHPAT TaKa, ue KOJIOHATA 32 OOMEH Ha KATHOHH Jia C€ HaAMHUpa HaJl
KOJIOHATa 32 0OMEH Ha aHHOHH.

Kounonute ce 3arpsiat 1o temnepatypa 50 °C, kaTo ce M310J13Ba TePMOCTAT.

3arpsBat ce 5000 ml oT pasztBopa, nojydeH no Touka 4.4.2 no 60 °C, u Toii ce npekapBsa npe3
rpymata oT ooOMeHHuIuTe npu Ae6ut ot 20 ml/min. Kononunte ce m3amusat ¢ 1000 ml 3arpsita
CMecC OT U30TIponaHoI ¥ Boja (4.3.3).

3a ma ce mMoJlydaT aHMOHHWTE CUHTETHYHH NOBBPXHOCTHOAKTHBHHM BemiectBa (MBAS),
koJyioHata KAT Tpsi0Ba na Obsie AeMOHTHpaHa. MacTHUTE KUCEJMHU Ha CalyHa Ce M3BJIMYAT
ype3 eiayupaHe oT kojoHata KAT c¢ nomomm nHa 5000 ml pasmop Ha eTaHow/CO; c
temnepatypa oT 50 °C (4.3.4). EnyaTbT ce u3xBbpI.

Crienn ToBa ce u3Bimmyat upes enyupane MBAS ot kononata AAT ¢ nomomita Ha 5000 ml

pastBop Ha amoHueB OukapOoHaT (4.3.5). EnyarpT ce u3napsiBa 10 M3CylllaBaHe Ha NapHa
0aHs WM B POTATUBEH U3MAPUTEIL.
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Octatpumte chappkar MBAS (BbB BHJI Ha aMOHHMEBA COJI) M  €BEHTYaJIHO
HEMOBbPXHOCTHOAKTABHA AHHOHHM NPOJYKTH, KOHTO HE BpesT Ha TecTa 3a
6uopasrpaguMoct. JlobaBs ce IeloHM3MpaHa BOJa, JOKATO CE€ AOCTHTHE A0 OHpeJeNICHUs
obeM u ce onpeenu chbabpxkaHueTo Ha MBAS B annkBoTHaTa yacT. Pa3tBOpBT Ce M3nomn3ea
KaTO €TaJOHEH 32 AHHOHHHTE JIETEPTeHTH NMPH TECTOBOTO M3IHTAHHME 332 OHOPA3rpaaiMOCT.
PaztBOpBT Tps16Ba 12 ce momapprxKa npu Temmepatypa mox S °C.

4.4.5. PerenepupaHe Ha HOHHOOOM EHHHUTE CMOJIA

OOMEHHHKBT Ha KATHOHH C€ U3XBBPJIA CJIe/l U3MOI3BaHE.

AHHOHHOOOMEHHATA CMOJIa Ce pereHepupa, KaTo Npe3 KOJIOHATA Ce MpeKapa [0 TbJIHUTEIHO
KOJIMYECTBO pa3TBOp Ha amoHHeB OukapOoHaT (4.3.5) ¢ nebut ot oxono 10 ml/min, noxato
eJIyaThT c€ 0CBOOO M OT AHHOHHHUTE MOBBPXHOCTHOAKTHBHH BELIECTBA (TECTOBO U3MUTAHUE C

METHJIEHOBO CHHEO ).

Criennt ToBa OOMEGHHHKBT Ha aHHOHU ce u3MuBa cbe cmec oT 2000 ml uzonponanos U Bojaa
(4.3.3). OOMEHHUKBT HA aHHOHU MOXE Jia C€ M3I0JI3Ba OTHOBO.

5. HpenBapnTeJma oﬁpaﬁoTKa Ha omnpeaeieHUTe 3a MU3CJIeABaHe HeHOHOre HHI
NOBBbPXHOCTHOAKTUBHHU BE€IIECTBA

5.1. VeooHu benexcru
5.1.1. O6paboT1ka Ha poOuTe
W3BbpiiBa ce creqHata 00padoTka Ha He HOHOTEHHUTE 10 BB XHO CTHOAKTHBHH BELICCTBA U HA

JETepreHTUTe, MPeau ONPEJC/BIHETO HAa MBPBAYHATA OHMOPA3rpauMOCT 4Ype3 TeCT 3a
MO TBBPK IaBaAHE :

IIpoaykTi O6paboTka

HelioHOTreHHU OBbPXHOCTHOAKTUBHHM BEIIECTBA Hsma

Jeteprentu Exkcrpaxupane Ha cnupTa, MOCIENABAHO OT cemaparus
Ha NOBBPXHOCTHOAKTMBHHMTE HEHOHOr€HHM BeEIlECTBa
upe3 00OMEH Ha HOHH

IlenTa Ha EKCTPAXUPAHETO HA CIIMPTA € Jid CE OTCTPAHAT OT IIyCHATHTE B MPOJAXK0a IPOLyKTH
HEePa3TBOPUMUTE U HEOPTAHMYHM CHCTABHH EJEMEHTH, KOMTO MOTAT MHPHU OMNPEIeNCHH
o0cTosITeNCTBA 1 KOMIIPOMETHPAT TeCTa 32 GHOPa3rpaMOCT.

5.1.2. Ilpouenypa mo oOmMeH Ha HoHM

3a TOYHOCTTAa Ha TECTOBETE 3a OHMOPA3rPaJMMOCT € HEOOXOIMMO Jia C€ U30JMPAT U OTACIAT
HEHOHOTCHHHUTE TOBBPXHOCTHOAKTHBHH BEIIECTBA OT CallyHa M OT AHUOHHUTE U KaTHOHHUTE
MOBBPXHO CTHOAKTHBHU BEIIECCTBA.

To3u pe3ynTat ce nojy4yaBa 0JaroJapeHue Ha NPHIJIOKEHHETO HAa TeXHMKAaTa Ha oOMEH Ha
WOHM, M3IM0JI3BAllla aHUOHHOOOMEHHAa MakpoIlopecTa CMOJIA U ChOTBETHUTE BEIECTBA 34
eJlyupaHe, II03BOJIABAINM H3BBPUIBAHETO Ha (PpakIMOHHO esyupaHe. Taka camyHbT U
AHHOHHHUTE U HEHOHOTCHHHUTE MOBBPXHOCTHOAKTMBHHU BEIECTBA CE OKA3BAT M30JIMPAHH C
U3BBPIIBAHE HA €/1HA OIepallys.
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5.1.3. AHAaTUTAYCH KOHTPOI
Crnex XOMOTEHH3MpaHEe C€ H3BbPLIBA ONpEJC/IHE Ha ChIABPKAHUETO B JIETEPIeHTA HA
AHHOHHHM W HEHOHOTCHHHU INMOBBPXHOCTHOAKTHBHH BEILECTBA, CIOPE] METOJA 3a aHAJIHU3 Ha

MBAS u na BiAS. CpappxaHHeTo Ha CallyH ce Ompejeli CIOope ChOTBETHUS aHAJIMTHICH
METOA.

To3u aHanM3 HAa OPOJYKTA € HAJIOXKUTEJIEH 33 M3YUCICHUETO HA HEOOXOAUMUTE KOJIMYECTBA
3a IPUTOTBAHETO Ha (paKIMKTE, MPETHAZHAYECHH 3a H3CTIeABaHMATA 3a GHOpas3rpa uMOCT.

He ce Hamara KOJMYECTBEHO eKCTpaxupaHe; BRIPEKH TOBa TpsiOBa na Haii-manko 80 % ot
HEHOHOTEHHHTE TNOBBPXHOCTHOAKTMBHM BellecTBa. OOMKHOBeHO ce ekctpaxupar 90 % u
IIOBCYEC OT TAX.

5.2. llpunyun

Ot xomoreHHa mpoda (mpaxooOpa3HW BeUIECTBAa, Kallld W MpPEABAPUTEIHO H3CYICHU
TEYHOCTH), CE IOJIyuaBa EKCTIPAKT C €TaHOJ, KOHTO ChAbp)Ka NOBBPXHOCTHOAKTHBHUTE
BEILECTBA, CallyHa W APYTH Pa3TBOPUMHU B CIIUPT CHCTABKH OT NIpo0OaTa Ha JeTepreHTa.
ExcTpakThT C eTaHON ce u3NapsBa M pas3rBaps B CMEC OT M30INPONAHOJ W BOJA; Taka
MOJIYYEHUAT Pa3TBOp CE MpPEKapBa Ipe3 CMECEHO YCTPOMCTBO 3a CHIIHO KHUCEJIMHEH 0OMEH Ha
KaTHOHW/MaKpoTnopecT 0OMeH Ha aHHOHH, npu Temnepatypa oT 50 °C. Ta3u Temnepatypa e
HeoOxoMMa, 3a Jla IONpeYr Ha yTasBAaHETO HAa MAcCTHUTE KHCEJIMHM B KHCEJa Cpela.
HelloHOTeHHUTE TTOBBPXHOCTHOAKTHBHH BEIECTBA CE EKCTPAXUPAT OT OTPAOOTECHUS Pa3TBOP
4ype3 u3napsBaHe.

KaTnOoHHUTE MOBBPXHOCTHOAKTHBHH BELIECTBA, KOUTO Ca B CHCTOSHHE Ja KOMIPOMETHPAT
TecTa 3a OHOpa3rpaIuMOCT ¥ AHAJMTUYHATA NPOLEAypa, C€ OTCTpaHABAT Upe3 OOMEHHHKA Ha
KaTHOHHU, IIOCTABCH HAQ O6MCHHI/IKa HA aHUOHH.

5.3. Xumuuecku npooykmu u anapamypa

5.3.1. JlefioHu3upaHa BoJa

5.3.2. Eranon (CaHsOH) 95 % (v/v) (momycTiMu JeHAaTypaHTH: METHIETHIKETOH WA
METaHOJT)

5.3.3. Cmec ot u3onpomnano 1 Boja (50/50 viv):

- 50 wac uzonponanos (CH3CHOH.CHj3),

- 50 vactu Boga (5.3.1).

5.3.4. PastBOp oT amonreB GukapGonat (60/40 V/Iv):

0,3 mol NH4HCO3 B 1000 ml cMec oT M30TpomaHoI U BOJA, B ChOTHOIIEHHE OT 60 yacTu
uzonponanoa u 40 yacta Boga (5.3.1)

5.3.5. O6mennuk Ha katroru (KAT), cCHuHO KucennHeH, yeToians Ha ciupT (50-100 mesh)
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5.3.6. Obmennunk Ha annoHu (AAT), makponopect, Merck Lewatit MP 7080 (70-150 mesh)
WJIM SKBUBAJICHTCH

5.3.7. Conna kucesmHa, 10 % HCI (p/p)

5.3.8. O6nompHHa KoJba ¢ obem 2000 ml ¢ KOHYCOBHAHO TBHPJO W OOpaTeH XiaTHHK
(medp rermaTop)

5.3.9. ®unrtepHa QyHus ¢ auameTsp 90 mm (KOsITO MOXKE Jia ObJie 3arpsiBaHa) 3a XapTUCHU
dburtpu

5.3.10. BakyymH# ko10u ¢ 06em ot 2000 ml

5.3.11. OGMeHHH KOJIOHM ChC 3aIpsBalll KOXKYX M KpaHue: BbIpemHa Tpbrba ¢ auameTsp 60
mm u BucouyrHa 450 mm (Bmwk durypa 4)

5.3.12. Bosna Gans

5.3.13. BakyyMeH cy1iuieH mkag
5.3.14. TepmocTar

5.3.15. PoTaTuBEH H3MAapUTE

5.4. Iloozomoska Ha excmpakma u cenapayust Had no6vbpxXHOCMHOAKMUBHUME Hello HO2eHHU
seuecmesa

5.4.1. TToaroToBKa Ha EKCTPaKTa

KonmaecTBOTO Ha MOBBPXHOCTHOAKTUBHUTE BEIIECTBA, HEOOXOIMMO 32 TECTBOTO M3MUTAHUE
3a Omopasrpaxiane, e 0TkoJo 25 g BiAS.

ITo BpemMe Ha IPHUTOTBAHETO HAa EKCTPAKTUTE 3a TECTOBUTE M3IMTAHUSA 3a OHOpa3rpauMOCT,
KOJIMYECTBOTO HA M3M0JI3BAHUs MPOAYKT ce oIpaHu4asa 10 MmakcumyM 2000 g. I[Topagu ToBa
me O0bJe HeoOX0AUMO OTIepaIlATa Jia CE 3aroYBa OTHOBO HAKOJIKO MBTH, JIO TOJydaBaHETO
Ha KOJIMIECTBO, KOETO Ja € JOCTAThYHO 3a M3MUTAHUETO 32 OHOpa3rpa iMOCT.

OnuThT MOKa3Ba, 4€ € 3a MPEANOYMTAHE H3BBPIIBAHETO HA CEpPUi OT OTPaHUYEHHU
eKCTpaxupaHus, Npej H3BBPLUIBAHETO Ha €IHO-C/IMHCTBEHO EeKCTpaxupaHe Ha TIOJsIMO
KOJIMYECTBO OT IPOIYKTA.

5.4.2. 30/mpane Ha pa3TBOPUMUTE B CIIUPT ChCTABHU €JIEMEHTH

HoGapsat ce 250 g oT neTepreHTa 3a m3cieaBane B 1250 ml eTaHoNm u cMecTa ce 3arpsBa 10
KHIICHe, CpeJ TOBAa Ce IoJulara Ha OTBPBIAHE B IPOJNBIDKEHHE Ha €JWH 4ac, KaTo ce
paskiama. TommMAT coUpTeH pa3TBOp ce Guiatpupa BbB (GUATbPHA QYHUS C MIUPOKU HOPH,
3arpsita 1o Temmnepatypa oT 50 °C, kaTo ce W3BBpLIBA CHJIHO 3acMykBaHe. Konbata u
¢untepHaTa GyHUsA ce u3mMuBat ¢ okoao 200 ml zarpsT eTanos. GuUATPaThT U IPOMUBKATA OT
¢untepa ce chbrpa BB BAKYyMHa KoJida.

Korato NpOayKTUTE, KOUTO IIC CE€ aHAJIM3UpaT, Ca BbB BU/] Ha Kalla WA TCYHOCT, "Ipﬂ6Ba Ja
C€ IMPOBEPU HaJin np06a1a HE CbIbpiKa IOBEYE OT 25 £ AaHWOHHU NOBBPXHOCTHOAKTUBHHU
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BelleCTBa, HUTO ToBeue oT 35 g camyH. Tasu mpetersieHa mpoba ce M3mapsBa [0 ITbJIHO
n3cymaBane. OcTaTbKbT ce pa3tBaps B 500 ml eTaHOJ 1 ce mpoleaupa KaKTo € MOCOYEHO I10-
rope. B ciyuaii Ha mpaxooOpa3Hu BemecTBa che ciaba BuguMa miabTHOCT (< 300 g/l), ce
Ipenop’byBa Ja Ce yBeJIMYH YacTra Ha €TaHoJIa B choTHOIIeHue 20:1.

ETaHONHUAT QUITPAT ce M3NApsiBa JIO ITBIHO M3CYIIaBaHe, 32 MPEANOYHTAHE C TIOMOIITA HA
poTtatuBeH m3naputels. OnepanusiTa ce MOBTaps, ako € HEOOXOIUMO IMO-TOJBIMO KOJIMIECTBO
ekcTpakT. OcTaThKbT ce pa3tBaps B 5000 ml cmec oT H30TIPOTIAHOJT U BOJIA.

5.4.3. IToaroToBKa Ha HOHHOOOMEHHUTE KOJIOHHU
KOJIOHA 3A OBMEH HA KA THMOHU

TTocTaBst ce 600 ml katmonHOOOMeEHHa cMoua (5.3.5) B GexepoBa yama ¢ o6em ot 3000 ml u
T4 Ce MOKPWBA H3IUJIO C TEYHOCT, Kato ce mpubasatT 2000 ml conna kucemmna (5.3.7).
Pa3tBOPBT ce OCTaBs Jla ce yCTIIOKOM 3a IIEPHO ] OT Hal-MaJKo J[Ba 4aca, KaTo Ce pa3KJiaIia oT
BpeMe Ha BpeMe.

Kucenunata ce nexkanTpa m cMojata ce npexBbpJrl B kKosionata (5.3.2011) ¢ momomm Ha
JeioHnsnpaHa Bola. B konoHaTta TpsOBa Ja MMa TaMIIOH OT CThKJIeHa Bata. KonoHaTta ce
U3MHUBa C AedoHu3MpaHa Boja ¢ ae6ut ot 10-30 ml/min, nokaTto enyaTbT ce 0cBOOOAM OT
XJI0pHUIA.

Bopata ce mpemectsa ¢ nomomita Ha 2000 ml cmec oT u3omnponanoa u Boga (5.3.3) mpu
ne6ut ot 10-30 ml/min. KonoHata 32 0OMeH Ha KATHOHU € TOTOBA 33 M3MOJI3BaHE.

KOJIOHA 3A OBMEH HA AHMOHU

IToctaBs ce 600 ml annonHooOMeHHa cMmoma (5.3.6) B OexepoBa uamia M T ce MOKpHUBA
U3ISI0 ¢ TeYHOCT, kaTo ce mpubasu 2000 ml nerionmsupana Boga. OcTaBsi ce 0OMEHHATa
cMoJia Jia HabbOHe B IPO/(bJDKEHNE HA Hal-MaJko jiBa yaca. C OMOIITA Ha JeHOHU3UpaHATa
BOJI2 CMOJIaTa e MPEXBBPJI B KOJOHATA. B KosoHAaTa TpsiOBa Ja MMa TAMIOH OT CThKJCHA
BaTa.

Kononata ce u3vupa c¢ pasmop ot 0,3 M amonueB OukapOonat (4.30.4), nokato T ce
0CBOOOM OT XIOpH/Ia, KaTO TOBa M3HCKBa 0Kojo 5000 ml paztBop. Cren ToBa ce M3BBHPILBA
m3muBaHe ¢ 2000 ml gefioHn3upana Boa.

Bopgata ce mpemectsa ¢ nomomra Ha 2000 ml cmec ot u3onponanos u Boja (5.3.3) mpu
neout ot 10-30 ml/min. KononaTa 3a oOMeH Ha aHHOHH cera € B cheTossHue OH 1 e roToBa 3a
M3IM0JI3BaHE.

5.4.4. Tlpoueaypa no oOMeH Ha HoHU

OOMeHHHTE KOJIOHH Ce MOHTHpAT TaKa, 4e KOJIOHATA 32 OOMEH Ha KATHOHH Ja Ce HaMHUpa HaJl
KOJIOHaTa 32 oOMeH Ha aHMOHM. KonoHuTe ce zarpsBat no temmepatypa 50 °C, kato ce
u3non3ea tepmoctat. 3arpsasatce 5000 ml ot pa3tBopa, nojyyeH no touka 5.4.2 no 60 °C, u
TOH ce IpekapBa Ipe3 Ipynata oT oOMeHHunuTe mpu 1e6ut ot 20 ml/min. Kononute ce
mmuBat c 1000 ml 3arpsTa cmec oT uzonponanos u Boma (5.3.3).

3a Jla c€ 1oJiy4yaT HEMOHOTEHHUTE TNOBBbPXHOCTHOAKTHBHU BELIICCTBA, CE c1>61/1paT d)HJ'ITpaTa u
IMpOMHBKaTa Ha (I)I/IJ'ITLpa 1 CC U3NapAT A0 MI'bJHO MU3CYIIaBaHE, 3a MPEANOYUTAHE C TIOMOIITAa
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Ha poTtatMBeH usmaputes. OcTaTbKbT chabpka BiAS. JloGaBs ce aefioHM3MpaHa BOJa,
JIOKaTO Ce JOCTUTHE N0 OmIpejeleHus o0eM M ce OmpeleNu ChabpkaHueTo Ha BiAS B
aJMKBOTHATA dYacT. Pa3TBOpPBT ce H3MOJ3Ba KATO ETAJlOHEH 33 HEHOHOTCHHUTE
IOBBPXHOCTHOAKTUBHU BEIIECTBA MPH TECTOBOTO H3MNUTAHUME 32 OHOPasrpaJuMOCT.
Pa3tBopbT Tps0Ba 1a ce moaabpxa mpu Temnepatypa noa S °C.

5.4.5. Perenepupane Ha HOHHOOOMEHHUTE CMOJII

OOMEHHHKBT HA KATHOHH C€ U3XBBPJIA CJIe] U3I0JI3BAHE.

AHNOHHOOOMEHHATa CMOJIa Ce pereHepHpa, KaTo mpe3 KoJioHaTa ce npekapa ot 5000 zo 6000
ml pastBop Ha amonmeB GukapboHaT (5.3.4) ¢ nebut ot okos0 10 ml/min, TOKATO €JIyaThT CE
0CcBOOOIM OT AQHHOHHWTE IOBBPXHOCTHOAKTHBHH BeIIECTBA (TECTOBO M3MHTBAHE C
METHJIEHOBO CHHBO). Ciesl ToBa OOMEHHUKbT Ha aHMOHHU ce M3MuBa cbc cMec oT 2000 ml
n3onponaHoa v Boaa (5.3.3). OOMEHHUKbT Ha aHHOHH MOXeE JIa CE U3I10JI3Ba OTHOBO.

Queypa 1

MucTananuus 3a akTHBHA ylafn(a: 06H.[ iKINI(SPI

A. CpbupateseH cbJl

B. o3aTopHa nomna

C. Cpbj 3a aepaiys (BMECTUMOCT: TPH JIUTPA)
D. Cpp 3a nexantupane

E. [Tomna 3a crbCTeH Bb31yX

F. Konextop

G. Aepatop (hppuTOBaHO CTHKIIO)
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H. 1e6utomep 3a Bb3IyX
L. Be3ny x

Queypa 2

WNHcTananus 3a akTMBHA yTalKa: IeTailn

(pasmepu 6 munumempu,)

A . HuBo Ha TeyHOCTTa
B. Twpyo PVC
C. CThKJIO WJIH IJIACTM 2COB MaTepHall, ycToituns Ha Boja (18epao0 PVC)

Queypa 3

M3uncmsiBare Ha OnopasrpaguMocTra - TecT 3a Mo TBBPIK ICHHE
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A . HavaneH nepuon

B. Ilepuo 1, n3non3saH 3a U3HUCICHUETO (ABAJCCET U €AMH JIHH )
C. Jlecno 6mopasrpaamMo MoBbPXHOCTHOAKTHBHO BEIIECTBO

D. TpyaHO GHOpa3rpa Mo MO0 BbPXHO CTHOAKTHBHO BEIIIECTBO
E. Buopasrpaxgane (%)

F. Bpeme (aum)

Queypa 4
TommooOMeHHa KOJIOHa

(pasmepu 6 munumempu)
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Queypa 5

Ar[apaT 3a AerasupaHe

(pasmepu 6 muaumempu)
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pasMepH B
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MUJAMETP U
Chepuuna s
BPB3Ka ion E B 24
< S
=
: 5
~~~~~ I
CTHKJICHUIA C
o6em 100 ml i ETra
e neTaT
EmnaneTat, - ..( Formatted: Font: 12 pt, Russian (Russia)
Ountep OT 2
¢ puToBaHO 60 Tpo6a,
CEBIIIO — xosato ce
(oppo3eH aHamM3Mpa
¢untep) GL -
!
Duarep ot
(hpuToBaHO
CTBKJIO
(mopro3eH
¢duntep) GL
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