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Kit Components

Product code

Description

E8540 Enzytec™ Liquid D-3-Hydroxybutyric acid
Components:

E8540E11 Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1
E8540E12 Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2
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Ctpanuua: 1/8
UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

PA3OEN 1: UpeHTdMKauma Ha BelwecTBOTO/CMecTa U Ha APYXKEeCTBOTO
npeanpuaTUeTO

1.1 UpeHTUcpmMkaTopmn Ha npoaykra
Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1

Homep Ha apTukyna: ES8540E11

1.2 N peHTUdMLUMpaHU ynoTpebun Ha BeWwecTBOTO UJIM CMeCTa, KOMTO ca OT 3HaYeHue "
ynoTtpe6u, KouTo He ce npenopbyBaT

Hsima HanuuHu Opyrv BaXXHu CBeAeHUs.

lNMpunoxeHve Ha BelLLeCcTBOTO / Ha npurotoBneHueTo In vitro

1.3 Noapo6HM gaHHM 3a gocTaBYMKa Ha MH(POPMALMOHHUA NIUCT 3a 6e30MacHOCT
MpounsBoguTen/aocTaBYMK:

R-Biopharm AG

An der neuen BergstraBe 17

D-64297 Darmstadt

[aBauo nHdopmaumusa HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenedoHeH HOMepP NpU CMELIHN Cly4vyau:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[QEN 2: OnucaHue Ha onacHoCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO UIIU CMeCTa

Knacudmkaumsa B cborBeTcTBue ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT He e kKnacuduumpaH cnopes perfnaMmeHTa OTHOCHO KnacuuumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemMeHTM Ha eTUKeTa

ETuketupaHe B cbotBetcTBUe ¢ PernameHT (EO) Ne 1272/2008 otnaga
lMukTorpamm 3a onacHocCT oTnaaa

CurHanHa ayma oTnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTH

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxumo

vPVB: Henpunoxumo

\ PA3[EJ 3: ChcTtaB/MHpopmMaLus 3a CbCTaBKUTe

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: Cmec OT NoCoYeHUTE NO-A0NY BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BelwecTBa: oTnaga
JonbNHUTENHU yKasaHuA:
dopMynMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6esonacHoCT Aa ce B3eme oT [nasa 16.

\ PA3[EJ 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,
O6wu ykasaHus: He ca Heobxoaumm cneumanty Mepku.
Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3OyX, NPW onnakBaHus obpbliaHe KbM Jiekap.

Cnep KOHTAKT ¢ KoxaTta: He3abaBHO M3MMBaHe ¢ Boga u canyH u 00OWNHO n3nnakeBaHe.
(NpoabrmKkeHne Ha cTp.2)
BG
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Ctpanuua: 2/8
UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1

(npoabmkeHue ot cTp.1)
Cne,q KOHTaKT C o4uTe:
M3nnakBaHe Ha ounte Npn OTBOPEHU Knenayn c Tevalla Boga B npoablnKeHNEe Ha HAKOJTKO MUHYTU.
Cnep nornbuwade: Npy npoabkasally OnnakBaHUs Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPU U HacTbNBalWu cneg u3BecTteH nepuoa oT Bpeme CUMNTOMU U
ecekTn
Hama HanuyHu Opyrn BaxHn ceeeHus.
4.3 YKa3saHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXKN U cneuynanHo
ne4vyeHue
Hama HanuyHu Opyrn BaxxHn ceeeHus.

\ PA3[MEJ 5: NMpoTtuBonoxapHU MepKu

5.1 NoxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassBaHe Ha Mepk1Te 3a NOoTylLlaBaHe Ha noXapa C oKonHaTa cpefa.
5.2 OcobeHn onacHOCTU, KOUTO NPOM3TUYAT OT BELLECTBOTO UM CMecTa
Hama HanuyHu apyrv BaXkHW CBEAEHMS.

5.3 CbBeTH 3a NnoXXapHUKapuTe

CneumanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ1 6: Mepku npu aBapMnHO U3nycKaHe

6.1 JluyHn npegna3sHn Mepku, NnpeanasHu cpeacTsa v npoueaypuv nNpy cnewHu cnyyau
[a ce Hocu nnyHO npeanasHo obnekno

6.2 NMpeana3Hn mepkun 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONMYECTBO BOAA.

6.3 MeToan n maTepmanu 3a orpaHM4yaBaHe U NOYMUCTBaHe:

[a ce nonue c xurpockonuyeH matepman (MSCbK, KU3enryp, CBbp3BaLlO KNCENWHN BELecTBO,
YHMBEPCAITHO CBbP3BAaLLO BELLECTBO, JbPBEHN CTbPrOTUHNM).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

3a nHgopmauusa 3a 6e30nacHOTO MaHMNynNMpaHe BUX rnaea 7.

3a nHdopmauumsa 3a nMYHUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a oTCTpaHsABaHETO BUX rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NpeanasHn mepku 3a 6e3onacHa paboTta He ca Heobxoammum cneumanHn Mepku.
YKa3aHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xooMmMm cneLmanHun MepKu.

7.2 YcnoBusa 3a 6e30nacHO CbxpaHsiBaHe, BKITIOYUTENTHO HECbBMECTUMOCTH
CbxpaHeHue:

M3nckBaHMA KbM CKNaaoBUTE NOMELLEHUA U pe3epBoapuTe: Hsama cneuunanim n3MckBaHus.
Yka3zaHusa npu obuo cbxpaHeHue: He e Heobxoaumo.

[pyrv paHHu OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(un) ynorpeba(n) Hama HanmyHu opyrn BaXKHN CBEOEHMS.
BG
(npoabmkeHne Ha cTp.3)
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Ctpanuua: 3/8

UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1

(npogbmkeHune ot CTp.2)

PA3ENN 8: KoHTpon Ha eKcno3uuuAaTa/NnMYHU npeanasHyu cpeacTsBa

8.1 MNapameTpu Ha KOHTpOn

CbCcTaBHM 4YacTu CbC CBbpP3aHU ¢ paboTHUTE MecTa, NoAanexalwm Ha cnegeHe rpaHUYHU
CTOWHOCTMU:

MpoAyKTLT He CbAbpPXa peneBaHTHU KONMYeCTBa BellecTBa CbC CBbp3aHu ¢ paboTHUTE MecTa
noanexalum Ha cnefeHe rpaHnyYHU CTOMHOCTH.

JonbnHUTEeNnHM ykasaHua: Kato ocHoBa crnyuxa BanuaHuTe npyu CbCTaBAHETO JINCTU.

8.2 KoHTpon Ha ekcno3uuusTa

MoaxoAasiy nHXeHepeH KOHTpon Hama apyrn AaHHKU, BUX To4Yka 7.

JInuHm npeanasHu cpeacTBa:

O6wWwu npeAnasHU U XUITMEHHU MepPKHu:

Cneppa ga ce cbbntogaBat obnyaiHMTe NPeaoXpaHUTENHN MEPKM Npu paboTa ¢ XuMUkanu.
OuxarenHa 3awumTa: He e Heob6xoammo.

3awmTa Ha pbueTe:

MaTepuanbT Ha pbkaBuuaTa TpsibBa Aa e HEMPOMYCKMUB U YCTONYMB cpeLly npopykrta /
BELLECTBOTO / Npenapara.

Mopaam nunca Ha TecToBe He MOXe Aa Obae fafeHa Npenopbka 3a Matepuana Ha pbkaBuunuTe 3a
npoaykTa / npenaparta / cMecTa OT XMMUKanu.

N36op Ha maTepumana 3a pbkaBuuu C ornes Ha BpeMeHaTta 3a NpobuB, cTeneHTa Ha NPOHMKBAHE U
nerpagauusTa.

MaTtepuan 3a pbkaBuLMU

N36opbT Ha noaxoasia pbkaBuua 3aBUCU He CaMO OT MaTepuana, a U OT APYrY Ka4eCTBEHMU
XapaKTePUCTUKN M € pasfiMyeH Npu pasnuyHUTe Npou3BoaUTENU. TbI KATO NPOAYKTBLT
npeacTaBnsiBa npenapaT OT HSAKOMKO BELLECTBA, YCTOMYMBOCTTA HA MaTepuannTte 3a pbkaBuun He e
npeasvavMa u nopaam Toea TpsbBa ga 6bae npoBepsiBaHa npeam ynotpebara mnm.

Bpeme 3a npoHuKBaHe Ha maTtepuarna 3a pbkaBuuu

To4yHOTO BpeMe Ha NpobuB cneeaBa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3aLUUTHU pbKaBuLM U Aa ce
cnassa.

3a npoAbNXUTENIeH KOHTAKT ca noAxXxoAsiluM pbKaBuLM, NPOU3BeAEeHU OT crnegHuTe
MaTepwuanu:

To4yHOTO BpeMe Ha NpobuB creeaBa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3aLUUTHU pbKaBuLM U Aa ce
cnassa.

KaTo 3awmTa cpelly NnpbCKM ca noaxoaswy pbKaBuLW, NPpOM3BeAeHU OT creaHuTe
MaTtepwuanu:

To4yHOTO BpeMe Ha NpobuB cneeaBa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3aLUUTHU pbKaBuuM U Aa ce
cnassa.

3awmTa Ha ouumTe: [Mpu NpecunBaHe ca NPENOPBYMTENHM 3aLUTHU o4Una.

PA3OEN 9: ®U3M4YHM U XMMUYHU CBONCTBA

9.1 UHdopmaLsas OTHOCHO OCHOBHUTE (hU3NYHU U XMMUYHU CBOUCTBA

O6wu gaHHu

ArperaTtHo cbCTOsiHUe TEYHO

Usar 0e3uBeTHO

Mupwuc: HEeJonoBMMO

paHuua Ha Mmupuca: He e onpegeneHo.

Tou4ka Ha ToneHe/To4ka Ha 3aMpb3BaHe: 0°C

Touka Ha KuneHe U HTepBasn Ha KUNneHe: 100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

3ananumocT (TBBbPAO BellecTBo, ras): HenpUIoXMMo

(npoabrmkeHne Ha cTp.4)
BG
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Ctpanuua: 4/8

UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1

(npoabmkeHne ot cTp.3)

OonHau ropHa rpaHvua Ha eKCJ1I03UMBHOCT

DonHa: He e onpegeneHo.
MNopHa: He e onpegeneHo.
Touka Ha Bb3nnamMeHsiBaHe: HEMPUIOXMMO
Temnepatypa Ha pa3naraHe: He e onpegeneHo.
pH-cTonHocT npu 20 °C: 8,4

Buckosurer:

KuHemaTtn4yeH BUCKo3uTeT He e onpegeneHo.
AuHamunyeH npu 20 °C: 0,952 mPas
PastBOpumocT

Bopa: HaNMbIHO CMECUMO
KoedmuuneHT Ha pasnpeaeneHue: h-oktaHon/

BopAa: He e onpegeneHo.
HansiraHe Ha napuTe npum 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MnbTHOCT W/MNKM OoTHOCUTENHA NITBTHOCT

MnbTHOCT NpK 20 °C: 1,0097 r/cm?®
OTHOCHTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmauus

BbHweH BUA:

®dopma: TEYHO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa

TemnepaTtypa Ha Bb3nslaMeHsiBaHe: MpooyKTbT HE € caMmo3ananum.
Ekcnno3nBHu cBOMCTBA: IMpoOyKkTbT HE € B3pMBOOMNACEH.
CbAabpKaHue Ha pa3TBoOpUTen:

Bopa: 97,3 %

CbAbpxKaHMe Ha TBbPAO BelecTBO: 2,3 %

MonekynHa maca 18,02 r/mol

NMpomsiHa Ha cbCTOAHUETO

CKopoOCT Ha usnapsiBaHe He e onpegeneHo.

UHdopmaumna BbB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasose oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmm Te4HOCTH oTnaga
3ananumu TBBbpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BelwecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTtBa u cmecu, oTAenAWM 3ananmmMmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAMY BellecTBa oTnaga
OpraHu4Hu nepokcuaun oTnaga

BelwecTBa unm cmecwm, KOPO3UBHM 3a mMeTanu otnaga

(npoabrmkeHne Ha cTp.5)
BG
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UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1

(mpoabmkeHue ot cTp.4)

LeceHCMOUNM3MpaHN eKCnno3nBu oTnaga

\ PA3OEJ 10: CtabunHOCT 1 peakTUBHOCT

10.1 PeakTUBHOCT Hsima Hanu4Hu aApyru BaXKHW CBEOEHUS.

10.2 XuMmun4yHa ctabunHocr

TepMuUyYHO pasnaraHe /ycnoBusi, KOUTO TPsGBa Aa ce N3bArear:

Hawma pasnaraHe npu u3nonasaHe no npegHasHavyeHne

10.3 B1b3MOXKHOCT 3a onacHu peakuum He ca U3BECTHU OnacHW peakLuuu.

10.4 YcnoBus, kouto TpsibBa ga ce n3ésarear Hama Hanu4Hn apyri BaXKHW CBEAEHUS.
10.5 HecbBMecTMMM MaTepuanu: Hama HanuyHM Apyru BaXKHW CBEAEHUS.

10.6 OnacHu NpoAyKTU Ha pa3nagaHe: He ca U3BeCTHM onacHW NPOAYKTU Ha pasnaraHeTo.

\ PA3[MEJ 11: Tokcukonorm4yHa nHcpopmauus

11.1 UHbopmauus 3a TokcMkonornyHute echbekTun

OcTpa TOKCUYHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
MbpBUYHO gpa3HeHe:

Kopo3uBHoCT/Apa3HeHe Ha KoxaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
Cepuo3HO yBpexaaHe Ha ounTe/apasHeHe Ha ouuTe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CeHcnbunusaumsa Ha guxaTtenHuTe NbTULLA UTN KOXaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
MyTareHHOCT Ha 3apOAULUHUTE KIEeTKU

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
KaHueporeHHoOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
PenpoaykTMBHa TOKCUYHOCT

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneuuduryHa TOKCUYHOCT 3a onpeaersieHn opraHu) - eAHOKpaTHa eKcno3nyus
Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneuundryHa TOKCUYHOCT 3a onpeAersieHn opraHun) - NOBTapsLla ce eKCno3nyus
Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
OnacHocCT npu BAuLIBaHe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
11.2 UHbopmauums 3a Apyrm onacHoCTH

CeoiicTBa, HapylaBawm (OyHKLUUUTE Ha eHAOKPUMHHaTa cucTemMa
He e n3bpoeHo HUTO eaHO OT CbhabpPXalLMTE Ce BelecTsa

\ PA3[EJ 12: Ekonorn4yHa nHcpopmauus

12.1 Tokcu4HoCT

AKBaTM4YHa TOKCUYHOCT: HAMa Hanu4Hu apyrv BakHW CBeOEHMS.

12.2 YcTONYMBOCT M pasrpaguMocT Hama HanMyHu apyru BaKHN CBEAEHUS.
12.3 Bnoakymynupalia cnoco6HOCT Hama Hann4yHu gpyrn BaXkHU CBEOEHWS.
12.4 NpeHocuMocCT B nouBaTa Hsma HanuuHu gpyru BaxkHu CBeOEHUS.

12.5 Pe3ynTatu ot oueHkaTta Ha PBT n vPvB

PBT: Henpunoxumo
(npoabrmkeHne Ha cTp.6)
BG
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UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31
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Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1

(npoabmkeHue ot cTp.5)
vPVB: Henpunoxumo
12.6 CBouncTBa, HapylwaBawm pyHKUMUTE Ha eHAOKPUHHaTa cucTema
MpoayKkThT He cbabpXka BellecTBa CbC CBOMCTBA, paspyLlasallm eHAoKpUuHHaTa cuctemMa.
12.7 Opyru HebnaronpuaTHU edpeKkTn
[Opyrn eKonornyHu yKasaHua:
O6wu ykazaHus: B o6Lwms cnyyan He 3acTpallaBa BOAUTe

\ PA3ENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTMpaHe Ha oTnagbum
Mpenopbka: OTcTpaHaBaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yuncrteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCAHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbYBaHO NOYUCTBALLO CPEACTBO:

Bopaa, eBeHTyanHo ¢ gobaeka Ha noYMcTBaLLM NpenapaTu.

\ PA3OEN 14: UHdpopmaLuma OTHOCHO TPaHCMOPTUPAHETO

14.1 Homep no cnuckka Ha OOH

ADR, IMDG, IATA oTnaga
14.2 ToyHO Ha HaMMeHOBaHMe Ha npaTkaTta no cnucbka Ha OOH
ADR, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT Npu TpaHCNoOpTUpaHe
ADR, ADN, IMDG, IATA

Knac otnaga
14.4 OnakoBb4Ha rpyna

ADR, IMDG, IATA oTnaga

14.5 OnacHocTM 3a OKOJIHaTa cpepaa: HEMPUNOXUMO

14.6 CneuunanHu npegnasHu MepKu 3a
nortpeburtenute HenpuNoOXmmMo

14.7 TpaHcnopTUpaHe B HafIMBHO CbCTOSAAHUE
cbrnacHo aHekc Il kbm MARPOL v Kogekca

IBC HEMPUIOXMMO
TpaHcnopT / Apyrv AaHHU: He e onaceH maTepuan no ropH1MTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3[MEJ 15: UHcpopmaumsa oTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneumncdunyHM 3a BeWECTBOTO UJIN CMeCTa HOpMaTUBHA ypeaba/3akoHo4aTencTBo
OTHOCHO 6e3onacHocTTa, 34paBeTo M OKONHaTa cpeaa

OupekTtuBa 2012/18/EC
MoumeHHO NnocoyeHu onacHu BewlecTBa - MPUNOXXEHUE |
He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMUTE Ce BELLECTBA
(mpoabmKkeHue Ha cTp.7)
BG
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(npoabmkeHne ot cTp.6)

OupektnBa 2011/65/EC OTHOCHO OorpaHM4YeHMeTo 3a ynortpebarta Ha onpeferieHu onacHu
BeleCcTBa B eJIeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO e4HO OT ChAbpXKaLLMTe Cce BelecTBa

PEFMAMEHT (EC) 2019/1148

MpunoxeHue | - MTPEKYPCOPU HA B3PUBHUW BEWECTBA Nog OrPAHUYEHUE
(MakcumanHo gonyctuma CTOMHOCT 3a LienuTe Ha U3gaBaHe Ha pa3peLleHusi CbINacHo YfieH
5, naparpad 3)

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

MpunoxeHwue Il - MTPEKYPCOPU HA B3PBHU BELLECTBA, NOANEXALLUX HA OOKNAOBAHE
He e n3bpoeHo HUTO e4HO OT ChAbpXKaLLMTe Cce BelecTBa

PernamenT (EO) Ne 273/2004 0oTHOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

PernameHT (EO) 111/2005 3a onpeAensiHe Ha NpaBusia 3a MOHUTOPUHI Ha TbProBUsTa MeXxay
O6wWHOCTTa U TPETU CTPaHU B OBnacTTa Ha NpeKypcopuTe

He e n3bpoeHo HUTO efHO OT ChAbPXAaLLUTE Ce BellecTBa

HauunoHanHum npeanuncaHus:

Knac Ha 3ambpcsBaHe Ha BogaTa: 1o npuMHUuMN He 3acTpaluaBa BoauTe.
15.2 OueHka Ha 6e30NacHOCT Ha XMMUYHO BeLLeCcTBO USIU CMec:
Xnmmnyecka 6e30MacHOCT 3a OLeHKa He e U3BbpLUEeHa.

\ PA3MEJ 16: Opyra nicgpopmauus

[laHHUTe NoYMBaT Ha HACTOSLLOTO PABHULLE HA MO3HAHMSATA HU, HO TE He MPeACTaBnABaT rapaHums
3a cBOWCTBaTa Ha NpoaykTa U He 060CHOBaBaT AOTOBOPHO MPaBOOTHOLLEHME.

M3paBallo nucTa ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0

MapTHbOp 3a koHTakTU: QS 0049-6151-8102-0

MecTHM cCBETOBHM HOMeEpa 3a CMeLHU cryyau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449

Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359

Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039

Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165

(npoabmkeHne Ha cTp.8)
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Ctpanuua: 8/8
UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 1

(MpoabmkeHue ot cTp.7)
Guinea French Americas 224 660 71 03 00
Hong Kong Toll Free Asia 800-968-793
Hungary Hungarian Local (City) Budapest Europe 36-18088425
Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655
India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy ltalian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and ltalian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Darta Ha npeguwHa Bepcua: 13.09.2024
CbKpalleHUss U aKPOHUMM:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)

PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative

* laHHW, NPOMEHEeHU CnpPsAMO NpeauLIHaTa Bepcus.
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Ctpanuua: 1/8
UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

PA3OEN 1: UpeHTdMKauma Ha BelwecTBOTO/CMecTa U Ha APYXKEeCTBOTO
npeanpuaTUeTO

1.1 UpeHTUcpmMkaTopmn Ha npoaykra
Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2

Homep Ha apTukyna: ES8540E12

1.2 N peHTUdMLUMpaHU ynoTpebun Ha BeWwecTBOTO UJIM CMeCTa, KOMTO ca OT 3HaYeHue "
ynoTtpe6u, KouTo He ce npenopbyBaT

Hsima HanuuHu Opyrv BaXXHu CBeAeHUs.

lNMpunoxeHve Ha BelLLeCcTBOTO / Ha npurotoBneHueTo In vitro

1.3 Noapo6HM gaHHM 3a gocTaBYMKa Ha MH(POPMALMOHHUA NIUCT 3a 6e30MacHOCT
MpounsBoguTen/aocTaBYMK:

R-Biopharm AG

An der neuen BergstraBe 17

D-64297 Darmstadt

[aBauo nHdopmaumusa HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenedoHeH HOMepP NpU CMELIHN Cly4vyau:

CHEMTREC (worldwide): +1 703-741-5970 / 1-800-424-9300
CHEMTREC (Bulgaria): 359-32570104

Additional worldwide local emergency numbers refer to section 16.

| PA3[QEN 2: OnucaHue Ha onacHoCTUTe

2.1 KnacudmumpaHe Ha BewecTBOTO UIIU CMeCTa

Knacudmkaumsa B cborBeTcTBue ¢ PernameHT (EO) Ne 1272/2008

lMpenapaTbT He e kKnacuduumpaH cnopes perfnaMmeHTa OTHOCHO KnacuuumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemMeHTM Ha eTUKeTa

ETuketupaHe B cbotBetcTBUe ¢ PernameHT (EO) Ne 1272/2008 otnaga
lMukTorpamm 3a onacHocCT oTnaaa

CurHanHa ayma oTnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTH

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxumo

vPVB: Henpunoxumo

\ PA3[EJ 3: ChcTtaB/MHpopmMaLus 3a CbCTaBKUTe

3.2 Xumunuecka xapakrepuctuka: Cmecu
OnucaHue: Cmec OT NoCoYeHUTE NO-A0NY BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BelwecTBa: oTnaga
JonbNHUTENHU yKasaHuA:
dopMynMpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6esonacHoCT Aa ce B3eme oT [nasa 16.

\ PA3[EJ 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,
O6wu ykasaHus: He ca Heobxoaumm cneumanty Mepku.
Cnep BauwBaHe: [MogaBaHe Ha YACT Bb3OyX, NPW onnakBaHus obpbliaHe KbM Jiekap.

Cnep KOHTAKT ¢ KoxaTta: He3abaBHO M3MMBaHe ¢ Boga u canyH u 00OWNHO n3nnakeBaHe.
(NpoabrmKkeHne Ha cTp.2)
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Ctpanuua: 2/8
UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2

(npoabmkeHue ot cTp.1)
Cne,q KOHTaKT C o4uTe:
M3nnakBaHe Ha ounte Npn OTBOPEHU Knenayn c Tevalla Boga B npoablnKeHNEe Ha HAKOJTKO MUHYTU.
Cnep nornbuwade: Npy npoabkasally OnnakBaHUs Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPU U HacTbNBalWu cneg u3BecTteH nepuoa oT Bpeme CUMNTOMU U
ecekTn
Hama HanuyHu Opyrn BaxHn ceeeHus.
4.3 YKa3saHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXKN U cneuynanHo
ne4vyeHue
Hama HanuyHu Opyrn BaxxHn ceeeHus.

\ PA3[MEJ 5: NMpoTtuBonoxapHU MepKu

5.1 NoxaporacuTtenHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassBaHe Ha Mepk1Te 3a NOoTylLlaBaHe Ha noXapa C oKonHaTa cpefa.
5.2 OcobeHn onacHOCTU, KOUTO NPOM3TUYAT OT BELLECTBOTO UM CMecTa
Hama HanuyHu apyrv BaXkHW CBEAEHMS.

5.3 CbBeTH 3a NnoXXapHUKapuTe

CneumanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ1 6: Mepku npu aBapMnHO U3nycKaHe

6.1 JluyHn npegna3sHn Mepku, NnpeanasHu cpeacTsa v npoueaypuv nNpy cnewHu cnyyau
[a ce Hocu nnyHO npeanasHo obnekno

6.2 NMpeana3Hn mepkun 3a ona3BaHe Ha OKONHaTa cpeaa:

[a ce paspegu ¢ obunHO KONMYECTBO BOAA.

6.3 MeToan n maTepmanu 3a orpaHM4yaBaHe U NOYMUCTBaHe:

[a ce nonue c xurpockonuyeH matepman (MSCbK, KU3enryp, CBbp3BaLlO KNCENWHN BELecTBO,
YHMBEPCAITHO CBbP3BAaLLO BELLECTBO, JbPBEHN CTbPrOTUHNM).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

3a nHgopmauusa 3a 6e30nacHOTO MaHMNynNMpaHe BUX rnaea 7.

3a nHdopmauumsa 3a nMYHUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a oTCTpaHsABaHETO BUX rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 NpeanasHn mepku 3a 6e3onacHa paboTta He ca Heobxoammum cneumanHn Mepku.
YKa3aHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xooMmMm cneLmanHun MepKu.

7.2 YcnoBusa 3a 6e30nacHO CbxpaHsiBaHe, BKITIOYUTENTHO HECbBMECTUMOCTH
CbxpaHeHue:

M3nckBaHMA KbM CKNaaoBUTE NOMELLEHUA U pe3epBoapuTe: Hsama cneuunanim n3MckBaHus.
Yka3zaHusa npu obuo cbxpaHeHue: He e Heobxoaumo.

[pyrv paHHu OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(un) ynorpeba(n) Hama HanmyHu opyrn BaXKHN CBEOEHMS.
BG
(npoabmkeHne Ha cTp.3)
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Ctpanuua: 3/8

UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2

(npogbmkeHune ot CTp.2)

PA3ENN 8: KoHTpon Ha eKcno3uuuAaTa/NnMYHU npeanasHyu cpeacTsBa

8.1 MNapameTpu Ha KOHTpOn

CbCcTaBHM 4YacTu CbC CBbpP3aHU ¢ paboTHUTE MecTa, NoAanexalwm Ha cnegeHe rpaHUYHU
CTOWHOCTMU:

MpoAyKTLT He CbAbpPXa peneBaHTHU KONMYeCTBa BellecTBa CbC CBbp3aHu ¢ paboTHUTE MecTa
noanexalum Ha cnefeHe rpaHnyYHU CTOMHOCTH.

JonbnHUTEeNnHM ykasaHua: Kato ocHoBa crnyuxa BanuaHuTe npyu CbCTaBAHETO JINCTU.

8.2 KoHTpon Ha ekcno3uuusTa

MoaxoAasiy nHXeHepeH KOHTpon Hama apyrn AaHHKU, BUX To4Yka 7.

JInuHm npeanasHu cpeacTBa:

O6wWwu npeAnasHU U XUITMEHHU MepPKHu:

Cneppa ga ce cbbntogaBat obnyaiHMTe NPeaoXpaHUTENHN MEPKM Npu paboTa ¢ XuMUkanu.
OuxarenHa 3awumTa: He e Heob6xoammo.

3awmTa Ha pbueTe:

MaTepuanbT Ha pbkaBuuaTa TpsibBa Aa e HEMPOMYCKMUB U YCTONYMB cpeLly npopykrta /
BELLECTBOTO / Npenapara.

Mopaam nunca Ha TecToBe He MOXe Aa Obae fafeHa Npenopbka 3a Matepuana Ha pbkaBuunuTe 3a
npoaykTa / npenaparta / cMecTa OT XMMUKanu.

N36op Ha maTepumana 3a pbkaBuuu C ornes Ha BpeMeHaTta 3a NpobuB, cTeneHTa Ha NPOHMKBAHE U
nerpagauusTa.

MaTtepuan 3a pbkaBuLMU

N36opbT Ha noaxoasia pbkaBuua 3aBUCU He CaMO OT MaTepuana, a U OT APYrY Ka4eCTBEHMU
XapaKTePUCTUKN M € pasfiMyeH Npu pasnuyHUTe Npou3BoaUTENU. TbI KATO NPOAYKTBLT
npeacTaBnsiBa npenapaT OT HSAKOMKO BELLECTBA, YCTOMYMBOCTTA HA MaTepuannTte 3a pbkaBuun He e
npeasvavMa u nopaam Toea TpsbBa ga 6bae npoBepsiBaHa npeam ynotpebara mnm.

Bpeme 3a npoHuKBaHe Ha maTtepuarna 3a pbkaBuuu

To4yHOTO BpeMe Ha NpobuB cneeaBa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3aLUUTHU pbKaBuLM U Aa ce
cnassa.

3a npoAbNXUTENIeH KOHTAKT ca noAxXxoAsiluM pbKaBuLM, NPOU3BeAEeHU OT crnegHuTe
MaTepwuanu:

To4yHOTO BpeMe Ha NpobuB creeaBa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3aLUUTHU pbKaBuLM U Aa ce
cnassa.

KaTo 3awmTa cpelly NnpbCKM ca noaxoaswy pbKaBuLW, NPpOM3BeAeHU OT creaHuTe
MaTtepwuanu:

To4yHOTO BpeMe Ha NpobuB cneeaBa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3aLUUTHU pbKaBuuM U Aa ce
cnassa.

3awmTa Ha ouumTe: [Mpu NpecunBaHe ca NPENOPBYMTENHM 3aLUTHU o4Una.

PA3OEN 9: ®U3M4YHM U XMMUYHU CBONCTBA

9.1 UHdopmaLsas OTHOCHO OCHOBHUTE (hU3NYHU U XMMUYHU CBOUCTBA

O6wu gaHHu

ArperaTtHo cbCTOsiHUe TEYHO

Usar 0e3uBeTHO

Mupwuc: HEeJonoBMMO

paHuua Ha Mmupuca: He e onpegeneHo.

Tou4ka Ha ToneHe/To4ka Ha 3aMpb3BaHe: 0°C

Touka Ha KuneHe U HTepBasn Ha KUNneHe: 100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

3ananumocT (TBBbPAO BellecTBo, ras): HenpUIoXMMo

(npoabrmkeHne Ha cTp.4)
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Ctpanuua: 4/8

UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2

(npoabmkeHne ot cTp.3)

OonHau ropHa rpaHvua Ha eKCJ1I03UMBHOCT

DonHa: He e onpegeneHo.
MNopHa: He e onpegeneHo.
Touka Ha Bb3nnamMeHsiBaHe: HEMPUIOXMMO
Temnepatypa Ha pa3naraHe: He e onpegeneHo.
pH-cTonHocT npu 20 °C: 5

Buckosurer:

KuHemaTtn4yeH BUCKo3uTeT He e onpegeneHo.
AuHamunyeH npu 20 °C: 0,952 mPas
PastBOpumocT

Bopa: HaNMbIHO CMECUMO
KoedmuuneHT Ha pasnpeaeneHue: h-oktaHon/

BopAa: He e onpegeneHo.
HansiraHe Ha napuTe npum 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MnbTHOCT W/MNKM OoTHOCUTENHA NITBTHOCT

MnbTHOCT NpK 20 °C: 1,0075 r/cm?®
OTHOCHTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmauus

BbHweH BUA:

®dopma: TEYHO
BaxHu naHHM 3a ona3BaHe Ha 34paBeTo U
OKOJIHaTa cpepa, KaKTo U 3a CUrypHOCTTa

TemnepaTtypa Ha Bb3nslaMeHsiBaHe: MpooyKTbT HE € caMmo3ananum.
Ekcnno3nBHu cBOMCTBA: IMpoOyKkTbT HE € B3pMBOOMNACEH.
CbAabpKaHue Ha pa3TBoOpUTen:

Bopa: 98,0 %

CbAbpxKaHMe Ha TBbPAO BelecTBO: 2,3 %

MonekynHa maca 18,02 r/mol

NMpomsiHa Ha cbCTOAHUETO

CKopoOCT Ha usnapsiBaHe He e onpegeneHo.

UHdopmaumna BbB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasose oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmm Te4HOCTH oTnaga
3ananumu TBBbpPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BelwecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTtBa u cmecu, oTAenAWM 3ananmmMmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAMY BellecTBa oTnaga
OpraHu4Hu nepokcuaun oTnaga

BelwecTBa unm cmecwm, KOPO3UBHM 3a mMeTanu otnaga

(npoabrmkeHne Ha cTp.5)
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UH¢popmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo PernameHT (EO) Ne 1907/2006, YneH 31

fnarta Ha oTnevatBaHe: 30.09.2024 Homep Ha Bepcusita 1.0 npepabdoTeHo Ha: 30.09.2024

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2

(mpoabmkeHue ot cTp.4)

LeceHCMOUNM3MpaHN eKCnno3nBu oTnaga

\ PA3OEJ 10: CtabunHOCT 1 peakTUBHOCT

10.1 PeakTUBHOCT Hsima Hanu4Hu aApyru BaXKHW CBEOEHUS.

10.2 XuMmun4yHa ctabunHocr

TepMuUyYHO pasnaraHe /ycnoBusi, KOUTO TPsGBa Aa ce N3bArear:

Hawma pasnaraHe npu u3nonasaHe no npegHasHavyeHne

10.3 B1b3MOXKHOCT 3a onacHu peakuum He ca U3BECTHU OnacHW peakLuuu.

10.4 YcnoBus, kouto TpsibBa ga ce n3ésarear Hama Hanu4Hn apyri BaXKHW CBEAEHUS.
10.5 HecbBMecTMMM MaTepuanu: Hama HanuyHM Apyru BaXKHW CBEAEHUS.

10.6 OnacHu NpoAyKTU Ha pa3nagaHe: He ca U3BeCTHM onacHW NPOAYKTU Ha pasnaraHeTo.

\ PA3[MEJ 11: Tokcukonorm4yHa nHcpopmauus

11.1 UHbopmauus 3a TokcMkonornyHute echbekTun

OcTpa TOKCUYHOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
MbpBUYHO gpa3HeHe:

Kopo3uBHoCT/Apa3HeHe Ha KoxaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
Cepuo3HO yBpexaaHe Ha ounTe/apasHeHe Ha ouuTe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CeHcnbunusaumsa Ha guxaTtenHuTe NbTULLA UTN KOXaTa

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
MyTareHHOCT Ha 3apOAULUHUTE KIEeTKU

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
KaHueporeHHoOCT

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
PenpoaykTMBHa TOKCUYHOCT

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneuuduryHa TOKCUYHOCT 3a onpeaersieHn opraHu) - eAHOKpaTHa eKcno3nyus
Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
CTOO (cneuundryHa TOKCUYHOCT 3a onpeAersieHn opraHun) - NOBTapsLla ce eKCno3nyus
Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
OnacHocCT npu BAuLIBaHe

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
11.2 UHbopmauums 3a Apyrm onacHoCTH

CeoiicTBa, HapylaBawm (OyHKLUUUTE Ha eHAOKPUMHHaTa cucTemMa
He e n3bpoeHo HUTO eaHO OT CbhabpPXalLMTE Ce BelecTsa

\ PA3[EJ 12: Ekonorn4yHa nHcpopmauus

12.1 Tokcu4HoCT

AKBaTM4YHa TOKCUYHOCT: HAMa Hanu4Hu apyrv BakHW CBeOEHMS.

12.2 YcTONYMBOCT M pasrpaguMocT Hama HanMyHu apyru BaKHN CBEAEHUS.
12.3 Bnoakymynupalia cnoco6HOCT Hama Hann4yHu gpyrn BaXkHU CBEOEHWS.
12.4 NpeHocuMocCT B nouBaTa Hsma HanuuHu gpyru BaxkHu CBeOEHUS.

12.5 Pe3ynTatu ot oueHkaTta Ha PBT n vPvB

PBT: Henpunoxumo
(npoabrmkeHne Ha cTp.6)
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Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2

(npoabmkeHue ot cTp.5)
vPVB: Henpunoxumo
12.6 CBouncTBa, HapylwaBawm pyHKUMUTE Ha eHAOKPUHHaTa cucTema
MpoayKkThT He cbabpXka BellecTBa CbC CBOMCTBA, paspyLlasallm eHAoKpUuHHaTa cuctemMa.
12.7 Opyru HebnaronpuaTHU edpeKkTn
[Opyrn eKonornyHu yKasaHua:
O6wu ykazaHus: B o6Lwms cnyyan He 3acTpallaBa BOAUTe

\ PA3ENN 13: OGe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTMpaHe Ha oTnagbum
Mpenopbka: OTcTpaHaBaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

Heno4yuncrteHn onakoBKu:

Mpenopbka: OTcTpaHsiBaHe B CbOTBETCTBUE C NPeANUCAHNATA HA KOMNETEHTHUTE BEAOMCTBA.
MpenopbYBaHO NOYUCTBALLO CPEACTBO:

Bopaa, eBeHTyanHo ¢ gobaeka Ha noYMcTBaLLM NpenapaTu.

\ PA3OEN 14: UHdpopmaLuma OTHOCHO TPaHCMOPTUPAHETO

14.1 Homep no cnuckka Ha OOH

ADR, IMDG, IATA oTnaga
14.2 ToyHO Ha HaMMeHOBaHMe Ha npaTkaTta no cnucbka Ha OOH
ADR, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT Npu TpaHCNoOpTUpaHe
ADR, ADN, IMDG, IATA

Knac otnaga
14.4 OnakoBb4Ha rpyna

ADR, IMDG, IATA oTnaga

14.5 OnacHocTM 3a OKOJIHaTa cpepaa: HEMPUNOXUMO

14.6 CneuunanHu npegnasHu MepKu 3a
nortpeburtenute HenpuNoOXmmMo

14.7 TpaHcnopTUpaHe B HafIMBHO CbCTOSAAHUE
cbrnacHo aHekc Il kbm MARPOL v Kogekca

IBC HEMPUIOXMMO
TpaHcnopT / Apyrv AaHHU: He e onaceH maTepuan no ropH1MTe Hapeaow.
UN "Model regulation™: oTtnaga

\ PA3[MEJ 15: UHcpopmaumsa oTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneumncdunyHM 3a BeWECTBOTO UJIN CMeCTa HOpMaTUBHA ypeaba/3akoHo4aTencTBo
OTHOCHO 6e3onacHocTTa, 34paBeTo M OKONHaTa cpeaa

OupekTtuBa 2012/18/EC
MoumeHHO NnocoyeHu onacHu BewlecTBa - MPUNOXXEHUE |
He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMUTE Ce BELLECTBA
(mpoabmKkeHue Ha cTp.7)
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Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-3--Hydroxybutyric acid Reagent 2

(npoabmkeHne ot cTp.6)

OupektnBa 2011/65/EC OTHOCHO OorpaHM4YeHMeTo 3a ynortpebarta Ha onpeferieHu onacHu
BeleCcTBa B eJIeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO e4HO OT ChAbpXKaLLMTe Cce BelecTBa

PEFMAMEHT (EC) 2019/1148

MpunoxeHue | - MTPEKYPCOPU HA B3PUBHUW BEWECTBA Nog OrPAHUYEHUE
(MakcumanHo gonyctuma CTOMHOCT 3a LienuTe Ha U3gaBaHe Ha pa3peLleHusi CbINacHo YfieH
5, naparpad 3)

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

MpunoxeHwue Il - MTPEKYPCOPU HA B3PBHU BELLECTBA, NOANEXALLUX HA OOKNAOBAHE
He e n3bpoeHo HUTO e4HO OT ChAbpXKaLLMTe Cce BelecTBa

PernamenT (EO) Ne 273/2004 0oTHOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeHo HUTO eaHO OT CbabpXKalluTe ce BeLlecTBa

PernameHT (EO) 111/2005 3a onpeAensiHe Ha NpaBusia 3a MOHUTOPUHI Ha TbProBUsTa MeXxay
O6wWHOCTTa U TPETU CTPaHU B OBnacTTa Ha NpeKypcopuTe

He e n3bpoeHo HUTO efHO OT ChAbPXAaLLUTE Ce BellecTBa

HauunoHanHum npeanuncaHus:

Knac Ha 3ambpcsBaHe Ha BogaTa: 1o npuMHUuMN He 3acTpaluaBa BoauTe.
15.2 OueHka Ha 6e30NacHOCT Ha XMMUYHO BeLLeCcTBO USIU CMec:
Xnmmnyecka 6e30MacHOCT 3a OLeHKa He e U3BbpLUEeHa.

\ PA3MEJ 16: Opyra nicgpopmauus

[laHHUTe NoYMBaT Ha HACTOSLLOTO PABHULLE HA MO3HAHMSATA HU, HO TE He MPeACTaBnABaT rapaHums
3a cBOWCTBaTa Ha NpoaykTa U He 060CHOBaBaT AOTOBOPHO MPaBOOTHOLLEHME.

M3paBallo nucTa ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0

MapTHbOp 3a koHTakTU: QS 0049-6151-8102-0

MecTHM cCBETOBHM HOMeEpa 3a CMeLHU cryyau:

Argentina Spanish Local (City) Buenos Aires Americas 54-1159839431
Australia English Local (City) Sydney Oceania 61-290372994

Austria German Local (City) Vienna Europe 43-13649237

Belgium French Local (City) Brussels Europe 32-28083237

Brazil Portuguese Local (City) Rio De Janeiro Americas 55-2139581449

Brazil Portuguese Local (City) Sao Paulo Americas 55-1143491359

Brazil - Toll Free Portuguese Toll free Mobile-Enabled Americas 0800 892 0479
Bulgaria Bulgarian Local (City) Plovdiv Europe 359-32570104

Cayman Islands English Local (National) Americas 345-749-8392

Chile Spanish Local (City) Santiago Americas 56 2 2581 4934

China Mandarin Local (National) Asia 4001-204937

Colombia Spanish Toll Free Americas 01800-710-2151

Costa Rica Spanish Local (National) Americas 506-40003869

Croatia Croatian Local (City) Zagreb Europe 385-17776920

Czech Republic Czech Local (City) Prague Europe 420-228880039

Denmark Danish Local (National) Europe 45-69918573

Dominican Republic Spanish Local (City) Santo Domingo Americas (829) 956-7588
El Salvador Spanish Local (City) San Salvador Americas 503 2136 7633
Estonia Estonian Local (National) Europe 372-6681294

Finland Finnish Local (City) Helsinki Europe 358-942419014

France French National Europe 33-975181407

Germany German Local (City) Frankfurt Europe 49-69643508409 0800-181-7059
Greece Greek Local (City) Athens Europe 30-2111768478

Grenada English Local (City) St George Americas 1 (473) 230-0165

(npoabmkeHne Ha cTp.8)
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Guinea French Americas 224 660 71 03 00
Hong Kong Toll Free Asia 800-968-793
Hungary Hungarian Local (City) Budapest Europe 36-18088425
Iceland Icelandic Local (City) Reykjavik Europe 354 539 0655
India Hindi, Bengali, English Asia 000-800-100-7141
Indonesia Indonesian Toll Free Asia 001-803-017-9114
Ireland English Local (City) Dublin Europe 353-19014670
Israel Hebrew Local (City) Tel Aviv Asia 972-37630639
Italy ltalian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
Latvia Latvian Lettish Local (City) Riga Europe 371-66165504
Lithuania Lithuanian Local (City) Vilnius Europe 370-52140238
Luxembourg French and German Europe 352-20202416
Macedonia Macedonian Local (City) Skopje Europe 389 2 551 7456
Malaysia Malay Local (City) Kuala Lumpur Asia 60-39212579 41-800-815-308
Mexico Spanish Americas 01-800-681-9531
Netherlands Dutch Europe 31-858880596
New Zealand English Local (City) Auckland Oceania 64-98010034
Nigeria Hausa Local (City) Lagos Europe 234 1 227 8883
Panama Spanish Local (National) Americas 507-8322475
Peru Spanish Local (City) Lima Americas 51-17071295
Philippines Tagalog Local (City) Manila Asia 1-800-1-116-1020
Poland Polish Local (City) Warsaw Europe 48-223988029
Portugal Portuguese Local (National) Europe 351-308801773
Romania Romanian Local (National) Europe 40-37-6300026
Russia RussianToll Free Mobile-Enabled Asia 8-800-100-6346
Saudi Arabia Arabic and English CHEMTREC DID Only Asia 966-8111095861
Singapore English and Mandarin Asia 65-31581349 or 800-101-2201
Slovakia Slovak Local (City) Bratislava Europe 421-233057972
Slovenia Slovenian Local (City) Ljubljana Europe 38-618888016
South Africa English Toll Free Africa 0-800-983-611
South Korea Korean Toll Free Asia 003-0813-2549 and 080-822-1374
Spain Spanish Local (City) Barcelona Europe 34-931768545 and 900-868538
Sweden Swedish Local (City) Stockholm Europe 46-852503403
Switzerland German and French and ltalian Zurich Europe 41-435082011
Taiwan Mandarin Local (City) Taipei Asia 886-2-7741-4207 and 00801-14-8954
Thailand Thai Toll Free Asia 01-800-13-203-9987
Trinidad and Tobago English Local (National) Americas 1-868-224-5716
Turkey Turkish Local (City) Istanbul Europe 90-212-7055340
Ukraine Ukrainian Europe 380-947101374
United Kingdom English Local (City) London Europe 44-870-8200418 and 44-2038073798
Darta Ha npeguwHa Bepcua: 13.09.2024
CbKpalleHUss U aKPOHUMM:
ADR: Accord relatif au transport international des marchandises dangereuses par route (European Agreement Concerning
the International Carriage of Dangerous Goods by Road)
IMDG: International Maritime Code for Dangerous Goods
IATA: International Air Transport Association
GHS: Globally Harmonised System of Classification and Labelling of Chemicals
EINECS: European Inventory of Existing Commercial Chemical Substances
ELINCS: European List of Notified Chemical Substances
CAS: Chemical Abstracts Service (division of the American Chemical Society)

PBT: Persistent, Bioaccumulative and Toxic
vPvB: very Persistent and very Bioaccumulative

* laHHW, NPOMEHEeHU CnpPsAMO NpeauLIHaTa Bepcus.
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