ITPOTOKOJI Ne 4.1

OT IIPCTIIE HAa TCXHUYCCKHUTE IPEIJIOKECHHUS Ha AOIIYCHATUTE A0 TO3HU €Tall Od)CpTH B OTKpHTa
IIpOoLICAYpa 3a Bb3JIaraHe Ha oO1iecTBeHA IIOPBYKa C IIPpEAMET:

»Pa3padoTBane ¥ BbBeKIaHEe HA METOIH 32 ONpe/e/isiHEe HA MPHOPHUTETHH U
cneuupUIHH OPraHNYHH BelleCTBA BbB BOJH, KOUTO J0Cera He ¢a OuIu aHAJIM3UPaAHH,
KaKTO H METO/IH 32 AaHAJIN3 HA NIPHOPHTETHH U crieliMpHYHH BelecTBa B CEAMMEHTH U
0MOTa M 3aKylyBaHe HA He0OX0MMATa TEXHHKA ¥ o0opyaBaHe' 1mo YeTUpPHU 000c00eHH

MO3HIIHH

Obocobena nosuyun Ne 1 ,,/locmagka, uncmanupane u eveexcoarne @ excnioamayus na | (edun) 6pou
meuna xpomamoepagpcka cucmema (HPLC/MS/MS) 3a Pecuonanna nabopamopus (PJI) - [nesen.
Paspabomeane u 6veescoane Ha Memoou 3a aHANU3 HA WUPOKA 2ama NONSAPHU CEOUHEHUS OM OONBIIHUMETHUSA
chucvk 3a Habnoodenue no Jupekmusa 2013/39/EC”

Obocobena nosuyua Ne 2, Jlocmaska na 1 (edun) 6poii 2asxpomamozpagpcka cucmema (GC/MS/MS) 3a
Pezuonanna nabopamopus (PJI) -Cmapa 3azopa, uncmanupare u evsesicoane 6 excnioamayus. Paspabomesane
U 6b6EIHCOAHE HA MEMOOU 3a AHANUSUPAHE HA OP2AHOKWIACHU CbeOUHEHUS. U HA MeMOOU 3a npobonood2omosKka u

aHQIU3 Ha onpedeneHu NPUOPUMemMHY 6eujecmea 6 cedumenmu u buoma u 060pydeane 3a nod20MosKa Ha
buoma 3a uznumeane”

Obocobena nosuyua Ne 3 ,, Jlocmasxka na 1 (edun) 6poii easxpomamoepaghcka cucmema (GC/MS/MS/NCI)
3a Pecuonanna nabopamopus (PJ1) -Ilnosdus, uncmanupane u éveexcoane 6 exchroamayus. Paspabomeane u
6b6eICOaHe Ha MemOoOu 3a ananus Ha nonubpomupanudugenunosu emepu (PBDE) ¢v6 600u u 6uoma u 3a C10-
13-xnopoankanu 6v6 600u u cedumenmu u obopydsane 3a Nod20moexa na buoma 3a usnumeane "

Obocobena nosuuus Ne 4 ,, 3axynysane, docmaska u uncmanupare na 3 (mpu) b6post asmomamuunu
cucmemu 3a mevpOoPaz06a excmpakyus. Ha 600HU npobu 3a Pezuonannu nabopamopuu Ilnesen, Cmapa 3azopa
u Pyce”

B nepuoaa or 21.08.2017 r. mo 14.09.2017 r. B crpagara Ha M3neiHUTEIHA areHIus
no oxonHa cpema /MAOC/, B m3nbianenue Ha 3amosen Ne 96 ot 27.03.2017 r. Ha M.
ManennuTenen aupekrop Ha MAOC u BBEB Bpb3ka ¢ Pemrenwe No 33 ot 26.08.2016 r. 3a
OTKpPHBAHE Ha IIpoueaypara ¢ ropenocodyeHus npeamMet u Pemenue Ne 06 ot 02.03.2017 r. 3a
0JI00psiBaHE HA M3MEHEHHE WM JONBIHUTENHA HHpOpMAalMs, Ha ocHOBanue wi.18, an.1, T.1
oT 3aKoHa 3a oOumectBenuTe nopbuku (30IT), ce mpoBenoxa 3aKPUTH 3aceiaHUs HA KOMHCHS
B ChCTaB:

I'Ipe,uce,ua’ren Ha KOMHCHUSTA.
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KomucusTa B onycanus creraB 3amoyna padora Ha 21.08.2017 r. KaTo Ha OCHOBAHHME
Wi.56, an.1 u 2 ot IITI30I1 npucthiu KM pasriesxiaHe Ha TeXHHYECKUTE IIpEJIOKEHUS Ha
JNOIIYCHATUTE IO TO3M €Tall YYaCTHHUIIH.

Crnen 3anosHaBaHe ¢ TEXHHYECKUTE NpPEUIOKEHHsS HA YYACTHHULMTE KOMHCHATA Ha
ocHoBaHue 4n.104, an.5 30Il pemm na wu3KMcka passiCHEHHS W/HIM JOMBIHHTEIHH
JI0Ka3aTeJICTBA 32 3asBE€HU JaHHU OT CJEAHUTE YYaCTHULIM:

1. 3a yyactauka "MUHOBAKOMEPC" EOO/ rp.Co¢us, npencrasui odepra 3a
yuactue 3a O6ocodenu mo3umuu Ne 1, No2 u Ne 3:

Crien mperniena Ha npezactaBeHoTo npemioxkenue Ha "MHOBAKOMEPC" EOO/I o
O6ocobena mosuius Ne3, KOMHCHATA pelld [a M3UCKA OT YYACTHHKA HA OCHOBAHHE yi1.104,
an.5 3011 na npencrasyu pa3siCHEHHUS WK JIOITBIHUTEIHH TOKA3aTeCTBA 34 CJIEIHOTO:

1. Kbze B Texuuueckoro nmpemioxkenue 3a O6ocobena mozumus Ne3 ce ChAbpPXKA
HHpOpMalMs OTHOCHO MOTBBPXKIABAHE M3IBIHEHHE W3UCKBAHETO Ha BB3I0KHTENs
nmoco4yeHo B ToM IlI, rimaBa YerswpTa, pasaen VI, T. 6.1.1 ot Texuuyecka cneurduKkanus Ha
Br3noxurens (ctp. 126 or nokymeHTaumsta) OTHOCHO ,, Onpedensie CHOBPAHCAHUCTNO HA
Junuou 8 buoma .

2. 3a yyacrauka "ACM 2" EOO/ rp.Codus - npencraBu odepra 3a ydyactue 3a
Ob6ocobenu mosummu Ne 1, No2, Ne3 u No 4

Komucnsta pemm Ha ocnosanue wi.104, an.5 3011 na usucka ot "ACM 2" EOOJI:

2.1. C ornen mpocneaMMocT Ha NEKIapHpPAaHUTE TEXHMYECKH XapaKTEPUCTHKU Ha
Mpe/UIOXEeHOTO obopynsane o O6ocobena moszunust Nel, na npecTaBH passiCHEHHS KbE B
MPUIOKEHUTE KbM TEXHHYECKOTO IPE/UIOKEHHE JOKYMEHTH (KaTalo3H, OpOIypH,
TEXHHYECKH CINEUH(QUKALMA /UK JPYrd JOKYMEHTH Ha IPOU3BOIHMTEN) CE ChIbPIKAT
JIOKa3aTeJICTBA 3a JCKJIAPUPAHHU OT yYaCTHUKA (yHKIIMOHATHH XapaKTEPUCTHKH:

- Ilony4aBanena cnextbp B pexuM Ha meaHo ckamupade (Fullscan) cnen
aKyMyJIMpaHe Ha WOHH B nocieanus MS (Q3)

- [TonmyyaBane Ha MS/MS cnexTbp Ha IPOIYKTOBH HOHH Cliej U30JIMpaHe Ha
MPEKypCcop B MbPBHA KBAJPYIIOJ, parMEeHTHPaHe B KOJTU3HOHHATA KJIETKA M aKyMyJIMpaHe Ha
IIPOJAYKTOBU UOHHU B TpeTHst MS

- MS/MS/MS B ananu3atopa, ¢ H30JMpaHe Ha IIPEKYpCOPEH HOH BHB BCSKA
cThlika Ha MS/MS

2.2.J1a peacTaBy Pa3sCHEHMs! MM JOIBIHUTEIHH JOKA3aTeNICTBA 3a CIEAHOTO: KbIe
B TCXHHYCCKOTO My npeuioxeHue 3a Obocobena mosumus Nel ce chabpika mH(OpMarms
OTHOCHO MOTBBpXXJAaBaHE H3NBIHEHHE H3UCKBAHETO Ha BB3mokuTeNs 3a J0CTaBKa Ha
obopynBaHe, HEOOXOAMMO 3a TPEIOKEHHTE METOAH 3a IPOGOIOATOTOBKA M IIPEYHCTBAHE HA
CEIMMEHTH U OMOTa, C KOETO HEe pasmojara BB3IoKuTeNns, KOeTo M3UCKBAHE CE ChIbpKa B
ToM I, rmasa Bropa, paszgen VI, T. 6.4 ot Texuuuecka cnenuduxanms Ha Be3noxurens (cTp.
93 OT HOKyMeHTAaIuATA);

2.3. Jla npencraBy pa3siCHEHUs! WK JOIBIHUTEIHH JOKA3aTeJICTRBA 34 CIICAHOTO"

- Keae B TexHmyeckoro My mnpemnoxenne 3a O6ocobena mosumus No2 ce
CHABPKA HHPOPMALUS OTHOCHO IOTBBPIKAABAHE M3IIBIHEHHE U3UCKBAHETO HAa BB3JIOKHTENS
32 JI0CTaBKa Ha 00OpynaBaHe, HEOOXOAUMO 3a NPEIUIOKEHUTE METOIM 33 MPOGONIOArOTOBKA H
MPEYUCTBAHE HA CEITUMEHTH M OHOTa, ¢ KOETO He pasmnoara Bb3jIoKuTe s, KOETO H3UCKBAHE




ce coabpxa B ToM III, rmaBa Tpera, paznen VI, 1. 6.3.4 ot Texuuuecka cnenudpukanys Ha
Bo3noxurens (ctp. 110 oT fokyMeHTanusATa);

" Kbae B TexHuuyeckute My mnpemioxeHue 3a O6ocobena mos3ummsa Ne2 ce
ChAbpKa UHPOPMALIUS OTHOCHO MOTBBPIKJIAaBaHE M3MTBJIHEHHE M3UCKBAHETO HA Bb3ioxurens
32 OCHUTypsBaHE€ Ha JOCTAaThbYHM KOJIMYECTBA OT BCHYKH HEOOXOJMMM MaTepuaid 3a
aJanTHpaHe Ha METOJIUTE U BHBEXIAHETO UM B €Kcruloatanus (Bepuduumpane), KakTo U 3a
u3paborBaneTo Ha MUHUMYM 500 aHanm3a, KOeTo M3UCKBaHe ce chabpxka B Tom III, riasa
Tpera, pazgen VI, 1. 6.1.7 (cTp.109), T.6.2.7 (c1p.110) 1 T.6.3.8 (cTp.111) oT Texuuyecka
crnenudukanus Ha Be3noxurens;

24511& NpEACTABH PA3iACHCHHUSA WX NOIIBJIHUTCIIHH J0Ka3aTCJICTBA 3a CJICJHOTO:

. Kpne B TexHuueckoTro My npeanoxkenue 3a OOocobena mosumms Ne3 ce
ChABpXKa HH(OpPMaLUsI OTHOCHO MOTBBPIK/IaBaHe U3IIBIHEHNE H3UCKBAHETO HA Bh3noxurens
3a JI0OCTaBKa Ha 00OpyaBaHe, HEOOXOAUMO 3a IPEAJIONKEHUTE METOIH 3a MPOOOIIOATOTOBKA U
[IPEYUCTBAHE HA CEAUMEHTH B OMOTa, C KOETO He pa3mojiara Bbu3noskuTenst, KOETO W3UCKBAHE
ce cpabpxka B ToM III, rmasa Yersspra, pazgen VI, T. 6.1.4 ot Texnudecka crnenudukays Ha
Bo3noxurens (ctp. 127 oT foKyMeHTalusITa);

. Kbpze B TexHuueckutre My npemioxeHue 3a OO0ocobOena mos3uums Ne3 ce
ChAbPkKaA UHPOpPMALUI OTHOCHO MOTBBPXKAaBaHe U3NBIHEHHE H3UCKBAHETO HA BB3I0XKUTENS |
32 OCHUTypsiBaHE Ha JOCTaThbYHH KOJMYECTBA OT BCHUYKHM HEOOXOJMMH MaTepuald 3a
aJlanTUpaHe Ha METOJIMTE M BHBEKIAHETO UM B eKCIuloaTauus (Bepudumupane), KakTo H 3a
u3paborBaneTo Ha MUHUMYM 500 aHamu3a, KOETO M3HMCKBaHe ce chabpxka B ToM III, rnasa
Yeropra, pasaen VI, T. 6.1.8 (ctp.127) u 1.6.2.7 (ctp.128) ot Texuuuecka cnenuduxanus Ha
Bo3noxurens;

o Kpne B TexuuueckoTro My npemnoxenune 3a O6ocobena mosuumst No3 ce
ChAbpKa HHPOPMALIUSI OTHOCHO TOTBBPIKIABaHE M3ITBbJIHEHUE U3UCKBAHETO HA Bh3oxurens
nmocoyero B ToM lII, rimasa Yerswpra, pasnen VI, 1. 6.1.1 ot Texuuuecka crnenuduxanus Ha
Be3noxurens (ctp. 126 or noxkymeHTanusita) OTHOCHO ,, Onpeoesisine CbObPICAHUCMO HA
Junuou 6 buoma

3. 3a yyacrauka "T.E.A.M." OO/] rp.Codus - npencraBui odepra 3a yyacTHe 3a
Ob6ocobenu no3uiuu Ne 1 u Ne 4

Komucusra pemn Ha ocHoBanue 4wi.104, an.5 3011 na usucka ot "T.E.A.M." OO/I:

3.1. C ornmen npocieruMocT Ha JACKIApHUPAHUTE TEXHUYECKH XapaKTEPUCTHKH Ha
peIoKeHoTO 0bopyaBane o O6ocobeHa nosumus Nel, na npeacTaBu pa3siCHEHHS KbIE B
MPUIOXKECHUTE KbM TEXHHYECKOTO TPEUIOKEHHE JIOKYMEHTH (KaTajio3d, OpoumypH,
TEXHUYECKH CIENM(UKAIMN W/WIM JPYyrd NOKYMEHTHM Ha IPOU3BOMUTEN) C€ ChIBPIKAT
J0Ka3aTeJICTBA 3a JAEKIapUpaHy OT YYaCTHUKA ()YHKIIMOHATHU XapaKTEPUCTHKH:

- B®3MoOXxHOCT 3a nopabpxaHe Ha MoTok Ha ESI
- Macosa pa3genurenHa cnocoOHOCT

- IlonmyyaBanena cnexTep B pexuM Ha nbelHO ckaHupane (Fullscan) cien
aKyMyJMpaHe Ha WOHU B nocienuus MS (Q3)

- llonyyaBane Ha MS/MS cnekTsp Ha NPOAYKTOBH HOHH CJI€[ M30JIHPAHE HA
MPEKYpPCOp B MBPBHS KBAAPYNoJ, PparMeHTHpaHe B KOJIH3HOHHATa KJIETKA U
aKyMyJMpaHe Ha IPOJyKTOBU HOHH B TpeTHs MS

3.2.J1a mpecTaBy pa3siCHEHUS WM JIOMBIHUTEIHH JOKa3aTeICTBA 3a CIETHOTO:

3.2.1. B . 3.2 or Texuuueckoro npemnoxenue 3a O6ocobena nosuuus Nel, Ha ctp. 8
B ,, [ apanyuonnume ycnoeus ca xkakmo cneoéa’ ca u3OpPOEHH INpeNaraHd TapaHIHOHHH
yclaoBus, KaTo B T. 6 € IIOCOYEHO, 4Ye€: ,AK0 6 OOKyMenmayusma CHNPOBOACOAUA
obopyosanemo unu cogpmyepuus nakem uma KiAy3u, KOUmMo no eOur umu Opye HA4uH




o2panuyasam 2apaHyuama Uiy 0me060pHOCMMA Ha NPOU3BO0Umens, mesu 02PAHUYCHUS Ce
cuumam 3a wacm om eapanyuonnume ycioeus Ha T.E.AM. OO/ ”. C ornea MUTHPaHUST
TEKCT € HEOOXOIMMO:

- YYacTHHUKBT ITOJIpOOHO J1a pa3siCHH TEKCTa.

- Y4YaCTHHUKBT Jla Pa3sCHUTE JalH IPEUIOKEHHUIT OT Hero B T.3.1. rapaHiiMoHeH
cpok or 60 Mecema 3a OO6ocobena mo3unmss Nel mie ce HamMaiu, ako B
JOKYMEHTalMsTa CBIIPOBOXKIAINa 000OpyaABAHETO WM COMTYEpHHS MAKET UMa
KJay3d, KOHUTO [0 €IuWH MM Jpyr HAa4yuH OrpaHWYaBaT rapaHIUaTa WIH
OTTOBOPHOCTTA HA MPOU3ZBOIUTEIIS?

3.2.2. B . 3.2 or Texnnueckoro npemnoxenue 3a O6ocobena mosunus Nel, na ctp.9
€ IOoCOo4YeHo [ apanyusma ce obescunea npu Oeghexmu, 6b3HUKHAIU 6CNEOCMEUE HA:
1. Henpasunna nooopwvoicka, nacmpoteane, xaiubpupane unu 6opasene om cmpana Ha
nonseamens.”. C Orjel Ha IOCTABEHO OT BB3IOXKUTENS H3UCKBaHE 3a OOy4YeHHE Ha
exkcrieptute HAa MAOC 3a pabora ¢ nocraBenara anaparypa (Koeto oOyueHue 6u ciieBa na
BKJJIOYBAa MPAaBUIIHO M3BBpPIUBAHE HA HMEHHO HM30pOCHHMTE B IHMTHpaHaTa T.1 AeiHOCTH),
YYaCTHUKBT CJI€/IBA JIa Pa3sCHH LIMTHPAHHUAT TEKCT AUDEpeHIrpa JIH CIIydyauTe, KOraro €
HaJWIe XUIIoTe3aTa B T.1, HO Bb3HHUKHANA B pe3yJITaT Ha HEMOAXOJSIIO WIH HEKAYECTBEHO
U3BBpPILEHO OT Bamu ciyxxurenu oOyueHue?

3.2.3. B 1. 3.2 or Texnuueckoro npemoxenue 3a Obocobena nozuuus Nel, c1p.9,
7.9 € NOoCoYeHo, Ye ,.J apanyuima He NOKPUBA NOOMAHA HA KOHCYMAMUGU 6 pPe3yimam Ha
HOPMAIIHO U3HOCBane ulu usyepnearne na pecypca um*. Karo ce uma mpenBuj, uye B
Texnuyeckara cienupuranus Ha Bb310xkuTeNsd 32 O60cobena nozumms Nel B pazgen I, T.10 e
M3UCKaHO J1a ce JNOCTaBAT ,,[abop om koncymamueu u pesepsHu uacmu, HeobXo0umu 3d
UHCMANAaYus U NYCKAHe 6 eKCNI0amayusi Ha 6CUYKU MOOYIU HA MeYHO Xpomamozpagckama
cucmema ¢ mpounokeaopynonen maccnekmpomemvp (HPLC/MS/MS), kakmo u 3a
oocnysceanemo U Nnpe3 UenuA 2apaHuuoOHeH _nepuod (¢pumu, macio 3a nomna,
KOHCYMAmMueu 3a eenepamopa u op.): - pasmeopument.....) Y4aCTHHKBT CJI€JBa Ja Pa3siCHU
MUTHPAHUAT TEKCT OT T.9 Ha ¢Tp.9 B TexHuueckoTo My npemioxenue 3a O6ocobeHa mo3uIs
Nel, kaTO U3PHUUYHO MOSICHM:

- llpexBuaun u € mpe3 Uelus MPeUIOKEH OT HEro rapaHimuoHeH CpoK oT 60
Mecella JoCTaBKaTa Ha Habopa OT KOHCYMAaTHBHM M PE3EPBHH 4acT CHIVIACHO
u3uckBanuaTa Ha pasgen I, 1.10 or Texuuveckara crneuumdukanus Ha
BB3JI0KHUTENA 32 O00ocobeHa mo3uiust Nel?

- B ciyyai, 4e € nmpeBUIMII BCHUKM KOHCYMAaTHBH U PE3€PBHU YacTH (CHIVIACHO
usuckBanusta Ha pasaen I, T.10 or Texnuyeckara cnenuduxanus Ha
BB3NOXKUTEN 3a OOocobena mosunus Nel), kakBo ce HMMa TNpeaBHI B
[IUTHPAHUS TEKCT OT T.9 Ha cTp.9 B TexXHUYECKOTO My IpeIoKEHUE 3a
Obocobena no3uiust Nel?

3.2.4. Kple B TeXHMYECKOTO My TNpEUIOKEHHE Ce ChIbpKa HH(GOpPMAIHs OTHOCHO
MOTBBPXKJAABaHE M3IBJIHEHHE HM3UCKBaHETO Ha Bb3noxurens mocoueno B tom III, riaBa
Bropa, pasgen VI, 1. 6.1 or Texnuuecka cneunbpuxauus Ha Bwsmoxurens (ctp. 92 ot
JOKYMEHTAIUATA) 32 BCHUKU U30pOEHHU BEIEeCTBA U MATPHIIH, BKIIFOYUTEIHO U JTUITHIH.

3.2.5. Kpme B TEXHHYECKOTO MY NpEITIOKEHHE Ce ChAbPKa MH(OPMALUS OTHOCHO
NOTBBPXKIaBaHE H3IIBJIHCHHE H3UCKBAHETO Ha Bwb3noxurens mocoueHo B tom III, rimasa
Bropa, pasnen VI, 1. 6.4 or Texnuyecka cneuuduxanus va Bwsnoxurens (ctp. 93 ot
JOKYMEHTAllMATa) 3a J0CTaBKa Ha oOopyABaHe, HEOOXOIUMO 3a IPENIOKEHUTE METOAM 3a
NMpoOONOArOTOBKA M IPEYHCTBAHE HA CEIUMEHTH M OHOTa, C KOETO He pasmoJjara
Bb3noxurens.




HacrosmuaT npotokon oTpa3saBa paborara Ha KoMucHsTa B eproza ot 21.08.2017 r.
no 14.09.2017 r. CnenBanioro 3acelaHWe Ha KOMHUCHSTA IIE€ CE CHBCTOHM 3a OIEHKAa Ha
TEXHUYECKUTE PEATIOKECHHUS HA JONIYCHATUTE YYACTHHIIH.
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