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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO . Hexylaminolevulinate impurity C
XHUMHYECKO HANMEHOBAHHUE : Dihexyl 3,3'-(pyrazine-2,5-diyl)dipropionate
CAS Ne 1 1241800-33-8

Kon na npoxykra : 202500582

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Ocrtpa TokcnuHoOCT (nepmaiHa), Kareropus 4 H312
Ocrtpa TokcnuHoCT (MHXan.), Kareropus 4 H332

3a meanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a OacHOCT: BXK. pasjen 16

He0naronpuaTay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela
Bpenen npu nornsinane. Bpenen mpu KOHTakT ¢ KokaTa. Bpenen npu BauIiBasxe.

2.2. EneMeHTH Ha eTHKETa

Erukerupane B crorBercTBHe ¢ Persiament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP)

GHSO07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302+H312+H332 - Bpenen npu norirblmane, Ipyu KOHTAKT ¢ KOXKATa MU IIPH BUIIBaHE.
IMpenopsku 3a 6e3omacuHoct (CLP) : P261 - 306srBaiiTe BAUIIBaHEe Ha Mpax/IMyIIeK/Ta3/IuM/H3apeHHs/aepO30H.

P264 - Jla ce u3Mue phleTe 0 JTAKTUTE U JILETO CTAPATEIHO CIIe/ ynoTpeba.

07/08/2025 ([daTa Ha n3naBaHe) BG (6barapckn) 1/8


mailto:sds@edqm.eu
http://www.edqm.eu/

Hexylaminolevulinate impurity C

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P270 - [la He ce sae, mue Wi MyIId Ipy ynotpeda Ha MpoayKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MSCTO.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPeIna3Hy OYIIa/Ipeana3Ha Macka
3a JIMLe/TIPEeANa3HN CPEACTBA 32 3aIUTa Ha CIIyXa.
P301+P312 - [TPU ITOI'JTBIIAHE: Ilpu nepasznonoxenue ce odanere B LIEHTBP I10
TOKCHKOJIOT' M unu Ha nexap.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00WIHO ¢ Boza.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIeCHsBAIIA AULIAHETO.
P312 - Ilpu Hepasnonoxenue ce obanere B IEHTBHP 10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - Cnenuanu3upano je4eHue (BxK. JOMBbIHUTEIHA HHCTPYKIUS 32 IIbPBa MOMOIIL HAa TO3H
€THUKET).
P330 - M3nnakHere ycrara.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETE NpeIy OBTOPHA yroTpeda.
P501 - CpappixaHHETO/ChIBT 1A CC M3XBBPIIH B IYHKT 33 ChOMPaHe HA ONMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETuxernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChbPKAHHETO He mpeBumasa 10 ml.

He ce u3nckBa eTuKeTHpaHe

2.3. JIpyru onacHoOCTH

Jlpyra napopmarus : BHHMMaHue - BEECTBO, KOETO BCE OIIE HE € M3IUTaHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTAa Peraament (EO) Ne 1272/2008 [CLP]

Dihexyl 3,3'-(pyrazine-2,5-diyl)dipropionate CAS Ne: 1241800-33-8 <100 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg)

Acute Tox. 4 (nepmanna), H312 (ATE=1100
mg/kg)

Acute Tox. 4 (uaxananuonHa), H332
(ATE=1,5 mg/l/4h)

3a meianus TekeT Ha H- 1 EUH-nipenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOLIL

ITepBa romol - 00K MEpKU : BBB BCHUKH Cllydan Ha CbMHEHHUE, WM aKO CHMITOMUTE IIPOABIDKABAT, IOTHPCETE MEANIMHCKA
IOMOLI.

ITepBa 1OMOLI IPH BANIIBAHE : U3Benere nUIETO Ha YNCT BB3/yX M IO IIOCTABETE B O3MINS, yJIeCHsBaIA AuiIaHeTo. [la ce octaBu
noctpajanus 1a cu nounse. Hesab6asuo ce obanere B IIEHTBP ITO TOKCUKOJIOI' MSl/Ha nexap.

ITepBa MOMOLI P KOHTAKT C KOXara : Caasiere 3aMbpceHOTO 00Jeki1o. Jla ce u3Mue 0OMIHO KOXara ChC callyH 1 Boza. HezabaBHo
HOTBPCETE MEANIMHCKH CHBET/TIOMOLLL.

ITepBa MOMOLI P KOHTAKT C OYUTE : U3miaksere ¢ BoJa, KaTo ABPXKUTE OYUTE LIMPOKO OTBOpeHH. [ToThpceTe MEANIMHCKA TOMOLLL, aKO
6oJIKaTa, MUTAHETO WIIM 3a4EPBSBAHETO IPOLABIDKAT.

ITepBa MOMOLI [IPH MOTITBIIAHE : U3miaksere ycrara ¢ Boza (caMo ako IOCTpaJalusT € B Ch3HaHKe). HuKora He JaBaiiTe HULIO 1Ipe3
ycraTa Ha 4oBeK B Oe3ch3Hanue. HesabaBHo ce obanere B IEHTBP I10 TOKCUKOJIOT USl/Ha
JIeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM CJ1e]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH H edeKTH

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUSI

4.3. Yka3anue 3a He00X0AHMMOCTTA OT BCIKAKBY HEOTI0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HannyHa nombiHUTETHA HHOPMALUS
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PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3IEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.
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Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCIO3ULHs. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XHUrueHHH MEPKU : Jla He ce sze, MUe WM MyIIX IpH ynoTpeba Ha MpoaykTa. Jla He ce M3HACsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMCUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcenosus 3a CbXpaHsBaHE : I{a C€ CbXpaHsaBa HaA I[OGpC TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IUIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsIKa CJIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA I/IH(I)OpMaI.IHﬂ
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciydait Ha ekcrio3uuus Ha MBI, Cripeil uim aeposonu: Anapar 3a aumane ¢ puintsp (P3). ITpu puck ot 06pazyBaHeTo Ha NPEKAICHO KOJIUYECTBO U3MAPEHUs
Jla ce HOCH a/IeKBaTHA MacKa .

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHMTE (U3HYHM M XMMUYHH CBOICTBA

ArperaTtHo ChCTOSHHE : Teunocr
LBsar . He e HannmuHO
MonekynHa Maca 1 392,53 g/mol
Mupuc : He e manuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KUTIEHE . He e HannuHo
3ananuMocT : He e manmuuno
JlonHa rpaHuIa Ha €KCILIO3UBHOCT : He e nanmuuno
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT : He e nanmuuno
ITnamua TemMnepaTypa : He e nanmuuno
Temneparypa Ha camo3anaiaBaHe : He e nanmuuno
Temmeparypa Ha pa3naraHe : He e nanmuuno
pH : He e nanuuno
Bucko3uteT, KHHEMaTHICH : He e manmuuno
Pa3ztBopumocT . He e HannmuHo
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHO
Kow)

Hansarane Ha napute : He e HannmuHO
Hansraune na napute npu 50°C : He e nanuuno
IImsTHOCT : He e HannmuHO
OTHOCHTENHA ITBTHOCT . He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e nanuuno
XapaKTepuCTUKU Ha YaCTHUIUTE . He e npunoxumo
9.2. /pyra undopmanus

Hsma HanuyHa n0ombIHUTETHA HHOPMAIUS
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JEJI 10: CTa0WJIHOCT U PEaKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.
OcTpa TOKCUYHOCT (iepMaiHa) : BpeneH npu KOHTaKT ¢ KoOXKara.
OcTpa TOKCUYHOCT (BIUILIBAHE) : Bpenen npu BauiiBaHe.
Dihexyl 3,3'-(pyrazine-2,5-diyl)dipropionate (1241800-33-8)
LD50 opanHo mrex > 300 — <2000 mg/kg (IporHo3Ha CTOHHOCT)
LD50 nepmanHo mbx > 1000 — <2000 mg/kg (mporHo3Ha CTOHHOCT)
LC50 Baumsasne - ITnbx (IIpax/mbria) > 1 —<5 mg/l/4h (nporrosua croitHocT)
KoposusHocT/ipasnene Ha Koxara : He ce knacu¢umpa (Jlunceat nanxu)
CepHo3HO yBpex/JaHe Ha OUHTe/Apa3HeHe Ha OUUTe : He ce xnacu¢uupa (JIunceat nanau)
Cencubunusanys Ha IUXaTeTHATE MTUINA WK Koxkata  : He ce kmacudunupa (JIuncsat nannam)
MyTareHHOCT Ha 3apOAUIIHUTE KICTKU : He ce xnacudunupa (Jluncat nanxm)
Kanueporensoct . He ce xnacudunupa (Jlunceat naHHmn)
TOKCHYHOCT 32 peNpOAyKIHATa . He ce xnacudunmpa (JIuncpar jaHam)
CTOO (cnenmduyHa TOKCHYHOCT 3a OIPEIEICHU . He ce xnacu¢umpa (JIuncsat nanam)

OpraHu) — €JHOKpATHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEICICHU : He ce xnacudunupa (JIuncsat nanam)
OpraHu) — IMOBTApSIIA C& SKCTIO3UIHS

OmnacHOCT NI BAUIIBaHE . He ce xnacudunupa (Jlumnceat nanHm)

Hsma HanuvHa 1ONBIHUTETHA HHPOPMAIIUS

PA3IEJI 12: ExosioruuHa uH@opmanusi

OmacHo 3a BoJHaTa cpelia, KpaTkocpouHa (octpa) : He ce knacu¢mumpa (JIunceat nanxu)
OmnacHo 3a BogHaTa cpesia, IbIrocpoyHa (XpOHHYHA) : He ce knacu¢umpa (JIunceat nanxu)
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Dihexyl 3,3'-(pyrazine-2,5-diyl)dipropionate (1241800-33-8)

YcToiuMBOCT U pa3rpaiuMocT | He ce pa3rpaxna 6sp30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

Hsima HanmuHa JOMIBIIHUTETHA I/IH(l)OpMaI.IHFI

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e obexT Ha HapenbuTe 3a TpaHCTIOPT

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He ce perymupa He ce perymupa He ce perymupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. Onakopb4Ha rpyna

He ce perymnupa He ce perynupa He ce perynupa

14.5. OnacHocTH 32 0KOJIHATA cpela

He ce perynupa He ce perynupa He ce perynupa

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He ce perymnupa

TpancnopTt o Mope
He ce perynupa
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Bb3ayumien Tpancnopt
He ce perynupa

14.7. Mopcku TPAaHCHOPT HA TOBAPH B HACHITHO CHCTOSIHHE CHIJIACHO HHCTPYMeHTH Ha MeKIyHAPOAHATA MOPCKA OPraHU3anust

He e npunoxxumo

PA3JIEJI 15: WndopMmanusi OTHOCHO HOPpMAaTHBHATa ypenaoda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0OH0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpuniaoxenue XIV (CiucbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xanannar-BemecTsa

Per;iaMeHT 0THOCHO BellecTBa, KOUTO HapymaBaTt o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)

Pernament (EC) Ha CbBeTa 32 KOHTPOJI HA U3/1eJIHS C IBOIHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha U3Je1us ¢ JBOHHA yrnoTpeba.

PernameHT 0THOCHO MpekypcopuTe Ha B3puBHH BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

Per;iaMeHT 0THOCHO MpeKypcOpHTe Ha HAapKOTHYHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIO4YEeHO(H) B ciuckka ¢ [Ipekypcopu Ha HapkotryHuTe Beuecta (Perimament EO 273/2004 0THOCHO IPOU3BOJCTBOTO M IIyCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOCTBO HAa HAPKOTUYHHM MJIH ICUXOTPOITHH BEILECTBA)

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma HannyHa n0mbIHUTETHA HHOPMALUS

3AEJI 16: Ipyra nngopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0ONacHOCT:
Acute Tox. 4 (zepmanna) Ocrtpa TokcnuHocT (nepmanna), Kareropus 4
Acute Tox. 4 Ocrtpa TokcnuHOCT (MHXaN. ), Kateropus 4
(MHXAaJaMOHHA)

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHoCT (opanna), Kareropus 4
H302 Bpenen npu nornsiaxe.

H312 BpeneH npu KOHTaKT ¢ KOXkaTa.

H332 Bpenen npu BauiBasxe.

Nudopmanmonen uct 3a 6e3zonacuoct (UJIB), EC
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Hexylaminolevulinate impurity C

WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC OKaKe
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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