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Product code Description
E8240 Enzytec™ Liquid D-/L-Lactic Acid
Components:
E8240E11 Enzytec™ Liquid D-/L-Lactic Acid Reagent 1
E8240E12

Enzytec™ Liquid D-/L-Lactic Acid Reagent 2
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JaTa Ha oTnevaTtBaHe: 12.08.2022 npepaboTteHo Ha: 12.08.2022
Homep Ha BepcuaTa 2.0 (3amecTtBa Bepeus 1.0)

PA3OEN 1: UpeHTdmKauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopm Ha npoaykra
Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 1

Homep Ha apTtukyna: E8240E11

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCcTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpeéu, KOUTo He ce npenopbYBaT

HsimMa HanuuHu Opyrv BaxkHu CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM faHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecdoHeH HOMep NpPU CNeLLUHN cry4vau:

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

Additional worldwide local emergency numbers refer to section 16.

| PA3QEN 2: Onucanme Ha onacHocTuTe

2.1 KnacudmumpaHe Ha BewecTBOTO U CMeCTa

Knacudmkaums B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

MpenapaTbT He e KnacuduumpaH cnopes perfaMmeHTa OTHOCHO KnacuguumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETukeTtupaHe B chotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHoCT oTnaga

CurHanHa ayma oTtnaga

MpepynpexaeHus 3a onacHOCT oTnaza

OonbnHUTENHU faHHU:

EUH210 HdopmaumnoHeH nucT 3a 6e3onacHoCT Wwe 6bae NpeacTaBeH npy NoucKBaHe.
2.3 Apyrn onacHocTH

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHpopmauusa 3a cbCTaBKUTE

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

OnacHM cbCTaBHMU BelecTBa:

CAS: 7783-20-2 ammonium sulphate 2,5-5%
EINECS: 231-984-1 BelLlecTBO C rpaHuuUM Ha ekcno3muymsa Ha paboTHOTO MACTO B

pamknTe Ha O6LHoCcTTa
CAS: 616-29-5 1,3-diaminopropan-2-ol 2,5-5%
EINECS: 210-474-2 <> Skin Irrit. 2, H315; Eye Irrit. 2, H319; STOT SE 3, H335

(mpoabmKkeHne Ha cTp.2)
BG
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Tbproscko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 1

(npoabmkeHue ot cTp.1)
OonbnHUTENHU yKa3aHus:
dopMynmpoBKaTa Ha M3NOXeHUTE ykasaHusi 3a 6e3onacHOCT ga ce B3eme oT [naea 16.

\ PA3EN 4: Mepku 3a nbpBa nomMoLy

4.1 OnucaHmne Ha MepKuTe 3a NbpBa NoMoLy,

Cnepn BauwBaHe: [ogaBaHe Ha YMCT Bb3A4yX, MPU OnakBaHMs oOpbLuaHe KbM fekap.

Cnea KOHTaKT ¢ Koxarta: HesabaBHO M3MUBaHe ¢ Boda M canyH U 0OUIHO nannakeaHe.

Cnea KOHTaKT C ounTe:

M3nnakBaHe Ha ounTe Npu OTBOPEHU Krenayum ¢ Tevalla Boaa B NPOABLIMKEHME HA HAKONKO MUHYTHU.
Cnea nornblaHe: MNpy npoabmkaBally ONnakBaHUsl fa ce KoOHCyNTMpa nekap.

4.2 Han-cbLecTBEHM OCTPU M HacTbNBaWM crnej U3BeCTeH nepmon oT BpeMe CUMNTOMMU U
ecekTn

HsimMa HanuuHu Opyru BaxkHu CBeAeHUs.

4.3 Yka3zaHue 3a Heo6x04MMOCTTa OT BCAKAKBU HEOTNOXHM MEeAULIMHCKMU FPUXMU U cneuuanHo
nevyexHue

Hsima HanuuHu Apyrv BaXkHu CBeAeHUs.

\ PA3EN 5: NMpoTtuBonoxapHu MepKu

5.1 NoxaporacutenHu cpeacTea

Mopxoaswm racAwm cpencrea:

CwobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noXxapa C OKornHaTa cpega.
5.2 OcobeHn onacHOCTU, KOUTO NPOMU3TUYAT OT BELECTBOTO UM CMecTa
Hama HanuyHu gpyrv BakHW CBeAeHMS.

5.3 CbBeTU 3a noXxXapHUKapuTe

CneumnanHu 3aWwmMTHU cpeacTea: He ca Heobxoanmu cneunantHn Mepku.

\ PA3ENN 6: Mepku npu aBapumnHO U3nyckKaHe

6.1 JInuHm npeanasHu Mepkun, npeanasHU cpeacTsa U npoueaypu Npu cnewHn cnyyam
[a ce Hocu nu4HO NpeanasHo obnekno

6.2 NpeanasHn mepku 3a onasBaHe Ha OKOJIHaTa cpeaa:

[la ce paspean ¢ oOMNHO KONNM4YeCTBO BOAA.

[a He ce gonycka nonagaHeTo B kKaHanM3aumaTa/MoOBbPXHOCTHY BOAW/MOAMNOYBEHN BOAM.
6.3 MeToam n matepuanu 3a orpaHu4yaBaHe U NOYUCTBaHe:

[a ce nonue ¢ xurpockonuyeH maTtepuan (NACbK, KN3enryp, CBbpP3BaLl0 KMCENNHU BeLLeCTBO,
YHMBEpCanHo CBbpP3BalLlo BELLECTBO, AbPBEHU CTbPrOTUHM).

6.4 No3oBaBaHe Ha Apyru pasgenu

3a nHgpopmauua 3a 6e30nacHOTO MaHMNynupaHe BUX rnasa 7.

3a nHdopmauua 3a NMYHUTE NpeanasHu cpeacTsa BuxX rnasa 8.

3a nHopmaums 3a OTCTpaHABaAHETO BWX rnaea 13.

\ PA3OENN 7: PaboTa n cbxpaHeHue

7.1 NMpeana3Hu Mmepku 3a 6e3onacHa paboTa
BHuMaTenHo oTBapsiHe Ha pe3epBoapuTe U MaHWUMynMpaHe.
Mpu HagnexHo M3non3BaHe He ca HeobXxoaUMM cneLmanHu MepKu.

Yka3aHusn 3a npegoTBpaTtsiBaHe Ha NoXap U eKCnio3uun: He ca HGOGXO,D.VIMVI cneynarnHmn MepKku.
(npogbmkeHne Ha cTp.3)
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Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 1

(NpoabmkeHue ot cTp.2)

7.2 YcnoBusa 3a 6e3o0nacHO cbXxpaHsiBaHe, BKITOYUTENTHO HECHBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMsA KbM CKIlagoBUTe NOMeLLEHUs U pe3epBoapuTe: HsamMa cneunanHy 3MckBaHus.
Yka3aHusa npu obwo cbxpaHeHue: He e Heobxooumo.

Opyrn paHHU OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmnyHa(n) kparmHa(u) ynotpeba(mn) Hama Hann4Hu gpyrn BakHU CBEOEHWS.

\ PA3ENN 8: KoHTpon Ha eKkcno3uuuaTa/nMyYHu npeanasHyn cpeacTsBa

8.1 NapameTpu Ha KOHTpON

CbCTaBHM 4acTu CbC CBbpP3aHMU ¢ paboTHUTe MecTa, Noasiexalwm Ha crnegeHe rpaHUyYHn
CTOMHOCTMU:

7783-20-2 ammonium sulphate
'C lpaHnyHM cTorHocTh 8 vaca: 10,0 mr/m?
JonbnHUTEeNnHM ykasaHua: Kato ocHoBa crnyxuxa BanuaHuTe Npyu CbCTaBAHETO JINCTU.

8.2 KoHTpon Ha eKkcno3nuusTa

MoaxoAasiy nHXeHepeH KOHTpon Hama apyrn AaHHK, BUX Touka 7.
JInuHm npeanasHu cpeacrtea:

O6wWwu npeAnasHU U XUITMEHHU MEepPKU:

Mpeam noumBkMTE M NpU NPUKNOYBaHe Ha paboTa pbLeTe Aa ce M3MMBAT.
OuxatenHa 3awumra: He e Heob6xoammo.

3awmTa Ha pbueTe:

3alWmMTHN pbKaBuLM

MaTepuansT Ha pbkaBuuaTa TpsabBa ga € HENPONyCKNUB U YyCTOWYUB cpelly npoaykta /
BeLLecTBOTO / npenapara.

N36op Ha maTepuana 3a pbkaBuLM C ornes Ha BpeMeHaTa 3a npobus, cTeneHTa Ha NPoOHUKBaHE 1
JerpagaumsTa.

MaTtepuan 3a pbkaBuLMn

N36opbT Ha noaxoasiwa pbkaBuua 3aBMCU HE CaMO OT MaTepuana, a u oT Apyru KayecTBeHu
XapakTepUCTUKN U e pasfnumyeH Npu pasnuyHute npoumsBoauTenun. Tbil KaTo NPOAYKTHT
npeacTasnsiBa npenapart OT HAKOMKO BELLeCcTBa, YCTOMYMBOCTTA HA MaTepranuTe 3a pbkaBuLm He e
npeasvavMMa 1 nopaau Tosa Tpsabsa Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHMKBaHe Ha MaTepuarna 3a pbKaBuum

TouHOTO Bpeme Ha NnpobuB cneensa fa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuLM U fa ce
cnassa.

3a npoAbJIXNUTENeH KOHTAKT ca NoaXoAAWM pbKaBuMLM, NPOU3BEAEHU OT CliefHuUTe
mMaTtepuanu:

HuTpunkay4yk

MpenopbuntenHa gebenunHa Ha matepuana: > 0,11 mm

CTOMHOCT 3a NPOHMKBAHETO: HMBO < 480

KaTto 3awmTa cpely NpbLCKM ca noaxoaswM pbKkaBULU, NPON3BEeAEHU OT crieaHuTe
mMaTtepuanu:

HuTpunkayuyk

MpenopbuntenHa gebennHa Ha matepuana: > 0,11 mm

CTOMHOCT 3a NpoHMKBaHeTo: HMBO < 480

(npoabmkeHne Ha cTp.4)
BG
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3awuTa Ha ouunTe:
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MnbTHO npunenBaLly 3allUTHN o4vnna

(npoabmkeHue ot cTp.3)

\ PA3EJ 9: ®u3n4HM n XMMN4YHM CBOUCTBA

9.1 UHdopmaLss OTHOCHO OCHOBHUTE (hU3NYHMN U XMMUYHU CBOUCTBA

O6wu gaHHU

ArperatHo cbCTOsIHUE

UssaT

Mupwuc:

MpaHuua Ha mupuca:

Touka Ha ToneHe/To4ka Ha 3aMpb3BaHe:
Touka Ha KuneHe u MHTepBarn Ha KUNeHe:

3ananumocT (TBbPAO BeLLecTBO, ras):
[onHa v ropHa rpaH1ua Ha eKCNNno3nBHOCT
OdonHa:

FNopHa:

Touka Ha Bb3nJslaMeHsIBaHe:
TemnepaTtypa Ha camo3anarnBaHe:
TemnepaTtypa Ha pa3naraHe:
pH-cTonHocT npm 20 °C:

Buckosurer:

KnHemaTtuyeH Buckosurter
AVNHaAMWUYEH:

PasTBopumocT

Bopa:

KoedwmuuneHT Ha pasnpegeneHue: n-oktaHon/

BoAa:
Hansrane Ha napuTte npu 20 °C:

MNBbTHOCT M/MNKM OTHOCUTENHA NITLTHOCT
MnbTHOCT Npwm 20 °C:

OTHOCUTENHa NITbTHOCT

MnbTHOCT Ha napuTe

9.2 fipyra nHcpopmauus
BbHWweH BYA:
®Popwma:

BaxHu paHHM 3a ona3BaHe Ha 34paBeTo U

OKOJIHaTa cpefa, KaKTo U 3a CUTypHOCTTa
Ekcnno3neBHM cBOMCTBA:

CbAbpKaHMe Ha pa3TBoOpUTENn:

Bopa:

CbAabpKaHMe Ha TBbPAO BeLlecTBO:

TEYHO

6esuBeTHO

XapakTepHo

He e onpegeneHo.

He e onpegeneHo

100 °C (7732-18-5 water, distilled, conductivity or
of similarpurity)

HENPUNOXMMO

He e onpegeneHo.

He e onpegeneHo.
HEMNpPUNOXMMO

MpooyKTbT HE e caMmo3ananum.
He e onpegeneHo.

9,3-9,65

He e onpegeneHo.
He e onpegeneHo.

Hanb/IHO CMeCuMo

He e onpegeneHo.
23 ralla (7732-18-5 water, distilled, conductivity or
of similarpurity)

1,04006 r/cm?
He e onpegeneHo.
He e onpegeneHo.

TEeYHO

MpoayKTbT He e B3pMBOOMNAaceH.
90,8 %
9,2 %

(mpoabmkeHne Ha cTp.5)
BG
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NMpomsiHa Ha cbCTOAAHUETO
CKOpOCT Ha usnapsiBaHe He e onpegeneHo.

UHdopmaumna BbB Bpb3Ka € KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmm Te4HOCTH oTnaga
3ananumu TBBLPAM BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTBa n cmecu, oTAenAwWM 3ananmmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTHU oTnaga
Okcugupawm TBbpAUY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga
BewecTtBa unu cmecu, KOPO3MBHU 3a MeTanu otnaga
DeceHCMOUNM3NpPaHN eKCnno3nBu oTnaga

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHMS.

10.2 XuMmu4yHa ctabunHocrt

TepMuyHoO pasnaraHe /ycnoBusi, KOUTO TpAGBa Aa ce N3dArear:

Hawma pasnaraHe npu n3nonasaHe no npegHasHavyeHne

10.3 Bb3MOXHOCT 3a onacHu peakuum He ca n3BecTHM onacHun peakuum.

10.4 YcnoBus, Kouto TpsibBa Aa ce n3bsareat Hama HanuyHu Apyru BaXKHW CBEAEHUS.
10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4HW Apyry BaXXHU CBeOEHUS.

10.6 OnacHu NpoAyKTU Ha pa3nagaHe: He ca n3BecTHM onacHU NpoayKTN Ha pasnaraHeTo.

\ PA3[MEJ 11: Tokcukonorm4yHa nHcpopmaums

11.1 UHcpopmaumsna 3a TOKCUKONOrn4yHUTE echekTn
OcTpa TOKCUYHOCT
Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.

PeneBaHTHM 3a KaTeropusauusaTa cTonHocTtn Ha LD/LC50 (netanHa po3a/netanHa
KOHLIEeHTpauus)

7783-20-2 ammonium sulphate
OpanHo  LD50 4.250 mr/kr (rat)
HepmanHo LD50 > 2.000 mr/kr (rat)

Kopo3uBHocT/apa3HeHe Ha KoxaTta
B3 ocHOBa Ha HanM4yHUTE JaHHW HE Ca U3MbITHEHM KpUTEPUUTE 3a knacuduumnpaHe.
Cepuno3HO yBpexaaHe Ha ounTe/gpasHeHe Ha ounTe

Bb3 ocHOBa Ha HanM4HUTE AJaHHU HE Ca U3NbJTIHEHU KpUTEPUNTE 3a Knacmd)vlumpaHe.
(npoabmkeHne Ha cTp.6)
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CeHcnbunusaumsa Ha guxaTtenHuTe NbTULLA UTN KOXaTa
Bb3 ocHOBa Ha Hanu4HUTE JaHHWU He ca U3MbIHEHN KpUTepunTe 3a KnacudguumpaHe.
MyTareHHOCT Ha 3apOOULUHUTE KIEeTKU
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
KaHueporeHHOCT
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
PenpoaykTuBHa TOKCUYHOCT
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
CTOO (cneuuduryHa TOKCUYHOCT 3a onpeaersieHn opraHu) - e4HOKpaTHa eKCno3nyus
Bb3 ocHOBa Ha Hanu4HWUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a knacuduumpaHe.
CTOO (cneuundryHa TOKCUYHOCT 3a onpeaerieHM opraHu) - NOBTapsLla ce eKCno3nyus
Bb3 ocHOBa Ha Hanu4HUTE JaHHW He ca U3MbIHEHN KpUTepunTe 3a KnacuduumpaHe.
OnacHocCT npu BAuLIBaHe
Bb3 ocHOBa Ha Hanu4HWUTE JaHHWU He ca U3MbIHEHN KpUTepUnTe 3a KnacuduumpaHe.
11.2 Uucbopmaumsa 3a Apyrm onacHocTH

CeoiicTBa, HapylaBawm (PyHKLUUUTE Ha eHAOKPMHHaTa cucTemMa
He e n3bpoeHo HUTO eHO OT CbhabpPXalLLMTE ce BelecTea

\ PA3[EJ 12: Ekonorn4yHa nHcpopmauus

12.1 ToKkcu4HoOCT

AKBaTU4YHa TOKCUYHOCT:

7783-20-2 ammonium sulphate

LC50/964. 53 mr/n (Fish)

EC50/484. 121,7 mr/n (aquatic invertebrates)

12.2 YcTOM4YMBOCT M pa3rpagMMocT HsiMa HanuyHu Apyru BaXXHU CBELAEHWS.

12.3 Bnoakymynupaiia cnocobHoOCT Hsima Hanu4Hu Apyru BaXKHW CBEAEHUS.

12.4 NMpeHocMocCT B noyBaTta HamMa Hanu4Hu Apyri BaXXHU CBEOEHUS.

12.5 PeaynTtatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

12.6 CBoMcTBa, HapywaBawy pyHKLMMTE Ha eHAOKPUHHATa cucTtema

MpoaykTbT HEe CbabpXKa BellecTBa CbC CBOMCTBA, paspyLlaBalln eHOOKpUHHaTa cuctema.

12.7 Opyrv HeGnaronpuaTHu edhekTn

LOpyrn eKoNnornyHn yKkasaHusa:

O6wWwu ykasaHus:

Knac Ha 3ambpcaBaHe Ha Boaute 3 (cobcTBeHa kKnacudukaums): CUNHO 3aMbpCsBaLLo BoaUTe.

[a He ce ponycka nonagaHe B NOANOYBEHUTE BOAW, BOAHM BacenHn nnu B kaHanusauusata, Jopu B
Marnku KonmyecTBaa.

3ambpcaBaHe Ha NuTenHaTa BoJa AOPU MpW U3TUYAHETO Ha Han-Manku KonumyecTBa B
noAnoYBEHMS CION.

\ PA3[EJ 13: Obe3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbuM

MpenoptbkKa:

He GuBa pa ce m3xBbpns 3aegHo ¢ buTtoBuTe oTnagbun. [la He ce gonycka nonagaHe B
KaHanusauusTa.

OTCTpaHﬂBaHe B CbOTBETCTBME C NpeanncaHnaTa Ha KOMNneTeHTHUTEe BegOoMCTBa.
(npoabrmkeHne Ha cTp.7)
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HenouncTeHn onakoBKu:

Mpenoptka: OTcTpaHsiBaHe B CbOTBETCTBUE C NpeanucaHnsaiTa Ha KOMNeTeHTHUTEe Be4OMCTBA.
MpenopbyBaHO NOYMUCTBALLO CPEACTBO:

Bopna, eBeHTyanHo ¢ go6aBka Ha MoYncTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TpaHCNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 To4yHO Ha HaMMeHOBaHWe Ha npaTkaTta no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT nNpu TpaHCNopTUpaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBbYHa rpyna

ADR, IMDG, IATA oTtnaga

14.5 OnacHocTu 3a OKonHaTta cpeaa: HenpUINoXumo

14.6 CneuunanHu npeanasHyM MepKu 3a
notpeéutenurte HEeMNpUNoOXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSAHUE
cbrnacHo aHekc Il kbm MARPOL u Kogekca

IBC HEMNpUNoOXmmMo
TpaHcnopT / Apyrv AaHHU: He e onaceH maTepuan no ropHuTe Hapeaobw.
UN "Model regulation™: oTnaga

\ PA3[MEJ 15: UHcpopmauma OTHOCHO HOpMaTUBHaTa ypeaba

15.1 CneuncmnyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3zakoHogaTencTBo
OTHOCHO 6e30MacHOCTTa, 34paBeTo U OKoNnHarta cpega

OupekTtusa 2012/18/EC

MoumeHHO Nnoco4yeHu onacHu BewecTBa - MPUNTOXEHUE |

He e n3bpoeHo HUTO eaHO OT CbabpXKalmTe ce BewecTsa

PEINTAMEHT (EO) Ne 1907/2006 MPUNOXXEHUWE XVII Ycnosus Ha orpaHnyeHmve: 65

OupektnBa 2011/65/EC OTHOCHO OorpaHM4YeHMeTO 3a ynotpebarta Ha onpeferieHu onacHu
BeleCcTBa B eJIeKTPMYECKOTO U eNeKTPOHHOTO obopyaBaHe - MpunoxeHue Il

He e n3bpoeHo HUTO eAHO OT ChAbPXKAaLLUTE Ce BellecTsa
PETMAMEHT (EC) 2019/1148

NMpunoxeHue | - MPEKYPCOPU HA B3PUBHUW BELWLECTBA NOO OrPAHUYEHUE
(MakcumanHo gonycTtuma CTOMHOCT 3a LiefiuTe Ha usgaBaHe Ha pa3peLlleHUst CbrnacHo YneH
5, naparpad 3)

He e n3bpoeHo HUTO e4HO OT CbAbpXKaLLMTe Ce BellecTBa

Mpunoxenue Il - MTPEKYPCOPU HA B3PUBHU BELLECTBA, NOANEXALLU HA OOKINALOBAHE

He e n3bpoeHo HUTO eAHO OT ChAbPXKAaLLUTE Ce BellecTsa

(npoabmkeHne Ha cTp.8)
BG



<
rbiopharm” !/‘

Ctpanuua: 8/9
UH¢opmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo 1907/2006/EO, YneH 31

JaTa Ha oTnevaTtBaHe: 12.08.2022 npepaboTteHo Ha: 12.08.2022
Homep Ha BepcuaTa 2.0 (3amecTtBa Bepeus 1.0)

Tbproscko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 1

(npoabmkeHue ot cTp.7)
PernameHT (EO) Ne 273/2004 0THOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa
He e n3bpoeHo HUTO e4HO OT ChAbpXKaLlMTe ce BelecTBa
PernamenT (EO) 111/2005 3a onpeaensiHe Ha NpaBuiia 3a MOHUTOPUHI Ha TbProBUsiTa MexXxay
O6uwHoCcTTa U TPETU CTPaHM B 06nacTTa Ha NnpekypcopuTte
He e n3bpoeHo HUTO efHO OT CbAbpXaLLMTe Ce BelecTBa

HaumnoHanHm npeanncaHua:

Knac Ha 3ambpcsiBaHe Ha BogaTa:

Knac Ha 3ambpcsBaHe Ha BoguTe 3(cobOCTBEHa Knacndukaumsl): CUITHO 3aMbpPCSBaLLIO BOOUTE.
15.2 OueHka Ha 6e30NacHOCT Ha XUMUYHO BeLLeCTBO UIN CMeC:

Xnmmnyecka 6€30MacHOCT 3a OLEHKa He € N3BbpLUEHa.

\ PA3OEN 16: Opyra nucgpopmauus

[laHHMTEe noumnBaT Ha HACTOALLOTO paBHULLE Ha NMO3HAHNATA HN, HO T€ He npeacTaBnAaBaT rapaHuua
3a cBoWCTBaTa Ha npoaykra n He obocHoBaBaTt 00roBOpPHO NpaBOOTHOLUEHME.

M3paBallo nucTta ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a KoHTakTU: QS 0049-6151-8102-0
MecTHU CBETOBHM HOMepa 3a CNeLlHU crny4vau:
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
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 Italian Local (City) Milan Europe 39-0245557031 800-789-767
Japan Japanese Local (City) Tokyo Asia 81-345209637
(npoabmkeHne Ha cTp.9)
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Homep Ha BepcuaTa 2.0 (3amecTtBa Bepeus 1.0)

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 1

(npoabmkeHue ot cTp.8)
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 Italian 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
Homep Ha npeauwHaTta Bepcua : 1.0
CbKpalweHUst 1 aKpOHUMMU:
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)
LC50: Lethal concentration, 50 percent
LD50: Lethal dose, 50 percent
PBT: Persistent, Bioaccumulative and Toxic
vPVB: very Persistent and very Bioaccumulative
Skin Irrit. 2: Kopo3usa/gpa3sHeHe Ha koxaTta — Kateropusi 2
Eye Irrit. 2: Cepno3sHo yBpexaaHe/gpasHeHe Ha ounTe — KaTteropus 2
STOT SE 3: CneumndmryHa TOKCUYHOCT 3a onpeferneHy opraHn (egHoKkpaTHa ekcrnoauums) — Kateropus 3
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Homep Ha BepcuaTa 2.0 (3amecTtBa Bepeus 1.0)

PA3OEN 1: UpeHTdmKauma Ha BewwecTBoTo/cMecTa U Ha APYXKeCTBOTO/
npeanpusaTMeTo

1.1 UpeHTndpnkaTopm Ha npoaykra
TbproeBcko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 2

Homep Ha apTtukyna: E8240E12

1.2 NpeHTncmumpaHm ynotpebm Ha BewecTBOTO UJIM CMeCcTa, KOUTO ca OT 3Ha4YeHue u
ynoTtpeéu, KOUTo He ce npenopbYBaT

HsimMa HanuuHu Opyrv BaxkHu CBeAeHUs.

MpunoxeHune Ha BewecTBOTO / Ha NpUroToBrieHneTo In vitro

1.3 MNogpo6HM faHHM 3a focTaBYMKa HAa MH(POPMALMOHHMA NUCT 3a 6e30MacHOCT
MpousBoauTen/nocraBYmK:

R-Biopharm AG

An der neuen Bergstralie 17

D-64297 Darmstadt

[aBalio nHopmauua HanpaBneHue: e-mail: info@r-biopharm.de
1.4 TenecdoHeH HOMep NpPU CNeLLUHN cry4vau:

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 U CMeCTa

Knacudmkaums B crotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008

MpenapaTbT He e KnacuduumpaH cnopes perfaMmeHTa OTHOCHO KnacuguumpaHeTo, eTUKUPaHeTo n
onakoBaHeTo (CLP).

2.2 EnemeHTM Ha eTUKeTa

ETtuketupaHe B cbotBeTcTBUE ¢ PernameHT (EO) Ne 1272/2008 otnaga
MukTorpamm 3a onacHoCT oTnaga

CurHanHa ayma oTtnaga

MpepynpexaeHus 3a onacHOCT oTnaza

2.3 Apyrn onacHocTu

Pesyntatu ot oueHkata Ha PBT u vPvB

PBT: Henpunoxmmo

vPVB: Henpunoxumo

\ PA3OEN 3: CbcTaB/MHpopmauusa 3a cbCcTaBKUTe

3.2 Xumunyecka xapakrepuctuka: Cmecu
OnucaHue: CMec 0T NoCoYeHUTE NO-A0NY BeLlecTBa ¢ 6e3onacHu npumeci.

OnacHu cbCTaBHM BelwecTBa: oTrnaga
JonbNHUTENHU yKa3aHus:
dopMynmpoBKaTa Ha U3NOXeHUTe yka3aHus 3a 6esonacHoCT Aa ce B3eme oT [nasa 16.

\ PA3[EJ1 4: Mepku 3a nbpBa nomMmoLy,

4.1 OnucaHue Ha MepKUTe 3a NbpBa NOMOLY,
O6wu ykazaHusa: He ca Heobxoanmm cneumanty Mepku.
Cnep BauwBaHe: [MogaBaHe Ha YACT Bb34yX, NpW onnakBaHus obpbluaHe KbM Jiekap.

Cnep KOHTAKT ¢ KoxaTta: He3abaBHO M3MmBaHe ¢ Boga u canyH u 00OWNHO n3nnakeBaHe.
(npoabmKkeHne Ha cTp.2)
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Tbproscko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 2

(npoabmkeHue ot cTp.1)
Cne,q KOHTaKT C o4uTe:
M3nnakBaHe Ha ounte Nnpn OTBOPEHU Knenayn ¢ Tevalla Boga B npoabJnKeHNe Ha HAKOJTKO MUHYTU.
Cnep nornbuwade: Npy npoabkasally ONnakBaHUS Aa ce KOHCynTMpa nekap.
4.2 Haﬁ-c‘bu.l,eCTBeHM OCTpPpU U HacTbNnBalWlu cneg M3BecTteH nepuoa oT Bpeme CUMINTOMU U
ecekTn
Hama HanuyHu Opyrn BakxHn ceeeHus.
4.3 YKasaHue 3a HeoﬁXOAMMOCTI'a OT BCAKAaKBU HEOTNOXHN MeONLMNHCKN TPUXN N cneynanHo
ne4vyeHue
Hama HanuyHu Opyrn BakxHn ceeeHus.

\ PA3EN 5: NMpoTuBonoxapHu MepKu

5.1 NoxxaporacuTtesnHu cpeacTsBa

Mopxoaswm racsAwm cpencrea:

CbobpassiBaHe Ha MepKkuTe 3a NoTyLlaBaHe Ha noXxapa C okonHata cpega.
5.2 Oco6eHn onacHOCTU, KOUTO NPOU3THYAT OT BELLECTBOTO UITN CMecTa
Hama HanuyHu apyrv BaXkHW CBEAEHMS.

5.3 CbBeTH 3a NoXapHUKapuTe

CneumnanHu 3awWwmTHM cpepcTBa: He ca Heobxoanmu cneunanin Mepku.

\ PA3[MEJ 6: Mepku npy aBapMnHO U3nyCKaHe

6.1 JlnyHn npegnasHyu Mepku, NnpeanasHu cpeacTea v npoueaypuv Npy 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 MeToau u matepuanu 3a orpaHuyaBaHe U NOYUCTBaHeE:

[a ce nonue c xurpockonuyeH matepman (MACbK, KU3enryp, CBbp3BaLlo KNCENMWHU BELecTBO,
YHMBEPCAIHO CBbP3BaLLO BELLECTBO, JbPBEHN CTbProTUHM).

6.4 NMo3oBaBaHe Ha Apyru pasgenu

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

3a nHdopmaumsa 3a nM4HUTE NpeanasHu cpeacTsa BuK rnasa 8.

3a nHgopmauus 3a OTCTpaHABaAHETO BUX rnasa 13.

\ PA3ENN 7: PaboTta n cbxpaHeHue

7.1 Npeana3Hn mepku 3a 6e3onacHa paboTta He ca HEOOX0AMMM CneumanHy MepKU.
YKa3aHuA 3a npeaoTBpaTABaHe Ha noXxap U ekcnnosuu: He ca Heob6xoaMmm cneLmanHu MepKu.

7.2 YcnoBusA 3a 6e30nacHO CbXxpaHsiBaHe, BKITIOYUTENHO HECbBMECTUMOCTHU
CbxpaHeHue:

M3uckBaHMA KbM CKNagoBUTe NOMeLLeHUs U pesepBoapuTe: Hama cneumanHm n3anckBaHus.
Yka3zaHusa npu obuo cbxpaHeHue: He e Heobxoaumo.

Opyrv paHHu OTHOCHO ycrnoBusiTa B cknagoBeTe: Hama.

7.3 CneundmyHa(n) kpanHa(m) ynorpeba(n) Hama HanmyHn opyrn BaXKHN CBEOEHMS.
BG
(npoabmkeHne Ha cTp.3)
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\ PA3ENN 8: KoHTpon Ha eKkcno3uuuaTa/nMyYHu npeanasHyu cpeacTsBa

8.1 NapameTpu Ha KOHTpON

CbCTaBHM HYacTu CbC CBLP3aHM ¢ paboTHUTEe MecTa, noAaJiexalm Ha criegeHe rpaHuYyHu
CTOWHOCTMH:

MpoOykTbT He CbAbpXa peneBaHTHM KONMYEeCcTBa BelecTBa CbC CBbp3aHn ¢ paboTHUTE MecTa
noanexatuy Ha cnefgeHe rpaHUYHN CTOMHOCTMW.

JonbnHUTeNnHM ykasaHua: Kato ocHoBa crnyxuxa BanuaHuTe Npy CbCTaBAHETO JINCTU.

8.2 KoHTpon Ha eKkcno3nuusita

MoaxoAasiy nHXeHepeH KOHTpon Hama apyrn AaHHK, BUX Todka 7.

JInuHm npeanasHu cpeacrtea:

O6wWwu npeAnasHU U XUITMEHHU MEepPKU:

Cnenga na ce cvbnogasaT obnyanHnTe npegoxpaHUTenHU Mepkun npu pabota ¢ Xumukanm.
OuxatenHa 3awumra: He e Heob6xoammo.

3awmTa Ha pbuerTe:

MaTtepuansT Ha pbkaBuuaTa TpsabBa Oa e HENPONYCKNUB U YyCTOWYUB cpelly npoaykra /
BeLLecTBOTO / npenapara.

Mopaau nunca Ha TecToBe He MOXe Aa 6bJe AafeHa Npenopbka 3a MaTepuana Ha pbkaBuuuTe 3a
npoaykta / npenapara / cMecTa OT XUMUKarnMu.

N36op Ha maTepuana 3a pbkaBuLM C ornes Ha BpeMeHaTa 3a npobus, cTeneHTa Ha NPoOHUKBaHE 1
JerpagaumsTa.

MaTtepuan 3a pbkaBuLMn

N36opbT Ha noaxoasiua pbkaBuua 3aBMCU HE CaMO OT MaTepuana, a u oT Apyru KayeCcTBeHu
XapakTepUCTUKN U e pasfnumyeH Npu pasnuyHute npomsBoauTenun. Tbil KaTo NPOAYKTHT
npeacTasnsiBa npenapart OT HAKOMKO BeLLecTBa, YCTOMYMBOCTTA Ha MaTepranuTe 3a pbkaBuLm He e
npeasvavMMa 1 nopaau Toea Tpsabsa Aa 6bae npoBepsiBaHa npeau ynotpebarta um.

Bpeme 3a npoHuKBaHe Ha maTtepuarna 3a pbkaBuuu

TouHOTO Bpeme Ha NnpobuB cneeasa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuULM U a ce
cnassa.

3a npoAbIXUTENIEeH KOHTAKT ca NoAXoAslM pbKaBuMLM, NPOU3BeAEHU OT crneagHuTe
MaTtepwuanu:

To4uHOTO Bpeme Ha NnpobuB cneeasa Aa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuLM U fa ce
cnassa.

KaTo 3awmTa cpelly NpbCKM ca noaxoAswy pbKaBuLW, NPpOM3BeAEeHU OT creaHuTe
MaTtepuanu:

TouHOTO Bpeme Ha NnpobuB cneeasa fa ce y3Hae OT NPOU3BOAMTENS Ha 3alUTHU pbKaBuULM U Aa ce
cnassa.

3awmTa Ha ouute: [Mpu NpecuneBaHe ca NPeNOPbYNTENHUN 3ALUUTHU OYMna.

\ PA3OEN 9: ®U3M4YHM U XMMUYHU CBONCTBA

9.1 UHdopmaLss OTHOCHO OCHOBHUTE (hU3UYHU U XMUMUYHU CBOUCTBA

O6wu gaHHU

ArperaTtHo cbCTOsiHUe TEYHO

Usar 0e3uBeTHO

Mwupuc: XapakTepHo

FpaHuua Ha Mupuca: He e onpegeneHo.

Touka Ha ToneHe/To4YKa Ha 3aMpb3BaHe: 0°C

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

3ananumocT (TBbPAO BeLLecTBO, ras): HEeNpPUIOXNMo

(npogbmkeHne Ha cTp.4)
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OonHau ropHa rpaHvua Ha eKCJ1IO3UBHOCT

DonHa: He e onpegeneHo.

MNopHa: He e onpegeneHo.

Touka Ha Bb3nnamMeHsiBaHe: HEMpPUIOXMMO

TemnepaTtypa Ha camo3anarnBaHe: MpoaykTbT HE e camo3ananmm.
Temnepatypa Ha pa3naraHe: He e onpegeneHo.
pH-cTonHocT npum 20 °C: 25-3

BuckosurerT:

KnHemaTtn4yeH BUcCKo3uTeT He e onpegeneHo.
AWHaMmu4eH npum 20 °C: 0,952 mPas

PastBOopumocT

Bopa: HaNb/IHO CMECUMO
KoedmuuneHT Ha pasnpeaeneHue: n-oktaHon/

BopAa: He e onpegeneHo.

HansraHe Ha napute npu 20 °C: 23 ralla (7732-18-5 water, distilled, conductivity or

of similarpurity)
MNBbTHOCT W/UNK OTHOCUTENHA NNTbLTHOCT

MnbTHOCT NpM 20 °C: 0,97988 r/cm?®
OTHOCUTEeNHa NN bTHOCT He e onpegeneHo.
MnbTHOCT Ha napuTe He e onpegeneHo.

9.2 ipyra uHdopmaumsa

BtHweH BuA:

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

Ekcnno3nBHu cBOMCTBA: IMpoOyKkTbT HE € B3pMBOOMNAaCEH.
CbAabpKaHMe Ha pa3TBOpUTEN:

Bopa: 97,3 %

CbAabpKaHMe Ha TBBbPAO BellecTBO: 2,7 %

NMpomsiHa Ha cbCTOAAHUETO

CKOpOCT Ha usnapsiBaHe He e onpegeneHo.

UHdopmaumna BbB Bpb3Ka C KlacoBeTe Ha
¢pn3amyHa onacHocT

Ekcnnosusu oTnaga
3ananumu rasose oTnaga
Aeposonu oTnaga
Okcuagupalum rasoBe oTnaga
Fa3oBe nop HansiraHe oTnaga
3ananuMmm Te4HOCTH oTnaga
3ananumu TBbpPAU BelecTBa oTnaga
CamoakTuBMpalym ce BellecTBa U cMecu oTnaga
MupodopHU TeyHoCTU oTnaga
MupodopHu TBHLPAU BewecTBa oTnaga
CamoHarpsiBalum ce BelecTBa U cMecu oTnaga
BewecTtBa n cmecu, oTAenAwWM 3ananmmMmm

rasoBe Npu KOHTaKT ¢ BoAa oTnaga
Okcuaupalum Te4HOCTH oTnaga
Okcugupawm TBbpAUY BellecTBa oTnaga
OpraHu4HM nepokcuaun oTnaga

BelwecTBa unu cmecwm, KOPO3UBHM 3a MeTanu otnaga

(npoabrmkeHne Ha cTp.5)
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HeceHCMOUNM3MpPaHN eKCno3nBu oTnaga

\ PA3OEN 10: CtabunHOCT U peakTUBHOCT

10.1 PeakTMBHOCT HAMa HannyHW Apyrn BaKHU CBEAEHMS.

10.2 XuMu4yHa ctabunHocrt

TepMuyHO pasnaraHe /ycnoBusi, KOUTO TpAGBa Aa ce U3dArear:

Hawma pasnaraHe npu nanonasaHe no npegHasHavyeHne

10.3 Bb3MOXHOCT 3a onacHu peakuum He ca n3BecTHM onacHun peakuum.

10.4 YcnoBus, Kouto TpsioBa Aa ce n3bsareat Hama HanuyHu Apyru BaXKHW CBEAEHUS.
10.5 HecbBMmecTUMM MaTepuanu: Hama Hanu4yHu Apyry BaXXHU CBeOEHUS.

10.6 OnacHu NpoAyKTU Ha pa3nagaHe: He ca n3BecTHM onacHU NpoayKTN Ha pasnaraHeTo.

\ PA3[MEJ 11: Tokcukonorm4yHa nHcopmauus

11.1 UHcpopmaumna 3a TOKCUKONOrnyHuTe echekTn

OcTpa TOKCUYHOCT

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
Kopo3uBHocT/Apa3HeHe Ha KoxaTta

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
Cepuo3Ho yBpexaaHe Ha ounTe/gapasHeHe Ha ouuTe

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

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW HEe Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
MyTareHHOCT Ha 3apOAULUHUTE KIEeTKU

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He ca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
KaHueporeHHOCT

Bb3 ocHOBa Ha HanmM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
PenpoaykTuBHa TOKCUYHOCT

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

Bb3 ocHOBa Ha HanM4yHUTE JaHHW He Cca U3MbJTHEHM KpUTepunTe 3a knacuduymnpaHe.
11.2 Uucbopmaumsa 3a apyrm onacHocTH

CeoiicTBa, HapylaBawm (OyHKLUUUTE Ha eHAOKPMHHaTa cucTemMa
He e n3bpoeHo HUTO eaHO OT CbhabpPXalLLMTE Ce BelecTea

\ PA3[EJ 12: EkonornyHa nHcpopmauus

12.1 TokcuyHocT

AKBaTM4YHa TOKCUYHOCT: HAMa Hanu4Hu apyrv BakHW CBeOEHMS.

12.2 YcToMumBOCT U pa3rpaguMocT Hsama HanuyHu apyru BaKHU CBEAEHUS.
12.3 Buoakymynupatia cnoco6HOCT HAmMa HanMyHu Opyrn BaXKHU CBEOEHWS.
12.4 NMpeHocMocT B noyBaTta HaMa Hanu4Hu Apyri BaxkHu CBEOEHUS.

12.5 Pe3yntatu oT oueHkaTta Ha PBT n vPvB

PBT: Henpunoxmmo
(npoabmkeHne Ha cTp.6)
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vPVB: Henpunoxumo
12.6 CBoucTBa, HapylwaBawm PyHKUMMTE HA eHAOKPUHHATa cucTema
MpoayKkThT He cbabpXKa BellecTBa CbC CBOMCTBA, paspyLlasalln eHAoKpuHHaTa cuctemMa.
12.7 Opyrun HebnaronpuaTHu ecdekTun
[Opyrn eKonornyHu yKkasaHua:
O6wu ykazaHus: B obLwms cnyyan He 3acTpallaBa BOAnUTe

\ PA3ENN 13: O6e3BpexaaHe Ha oTnagbLUTe

13.1 MeToau 3a TpeTupaHe Ha oTnagbLMU
Mpenopbka: OTcTpaHsaBaHe B CbOTBETCTBUE C NpeanMcaHmsaTa Ha KOMNeTeHTHUTE Be4OMCTBA.

HenouucTteHn onakoBKM:

Mpenopbka: OTcTpaHsBaHe B CbOTBETCTBME C NpeanucaHmsiTa Ha KOMNETEHTHUTE BEOOMCTBA.
MpenopbyYBaHO NOYUCTBALLO CPEACTBO:

Boaa, eBeHTyanHo ¢ gobaska Ha NoYMCTBaLLM NpenapaTu.

\ PA3OEN 14: UHdopmauma OTHOCHO TPaHCMNOPTUPAHETO

14.1 Homep no cnucbka Ha OOH

ADR, ADN, IMDG, IATA oTnaga
14.2 ToyHo Ha HaMMeHOBaHWe Ha npaTkaTta no cnucbka Ha OOH
ADR, ADN, IMDG, IATA oTnaga

14.3 Knac(oBe) Ha onacHOCT npu TpaHCNopTUupaHe
ADR, ADN, IMDG, IATA

Knac oTnaga
14.4 OnakoBBb4Ha rpyna

ADR, IMDG, IATA oTnaga

14.5 OnacHOCTM 3a OKONHaTta cpepa: HeNpUIOXNMo

14.6 CneuunanHu npeanasHU MepKu 3a
noTpeburtenute HenpuNoXmmMo

14.7 TpaHcnopTupaHe B HafIMBHO CbCTOSIHME
cbrnacHo aHekc Il kbm MARPOL u Kopekca

IBC HEeNpPUIOXMMo
TpaHcnopT / Apyru AaHHU: He e onaceH maTepuan no ropHMTe Hapeaow.
UN "Model regulation™: oTtnaga

BG
(npogbmkeHne Ha cTp.7)
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\ PA3OEN 15: UHdopmauma oTHOCHO HOpMaTUBHaTa ypenba

15.1 CneuncpumyHm 3a BewecTBOTO UM CMecTa HOpMaTMBHa ypeaba/3zakoHopaTencTBo
OTHOCHO 6e3onacHOCTTa, 3ApaBeTo U OKONHaTa cpeaa

OupekTtuBa 2012/18/EC
MoumeHHO Nnoco4yeHu onacHu BewecTBa - MPUNTOXEHUE |
He e n3bpoeHo HUTO egHO OT CbAbpPXKaLLUMTE Ce BELLECTBA

OupektuBa 2011/65/EC oTHOCHO orpaHM4YeHUeTO 3a ynotpebaTta Ha onpeaerieHn onacHu
BellecTBa B €IeKTPUYECKOTO U eNeKTPOHHOTO obopyaBaHe - NMpunoxeHue Il

He e n3bpoeHo HNTO eqHO OT CbabpXKaLLMTe Ce BellecTBa

PEMAMEHT (EC) 2019/1148

NpunoxeHue | - NIPEKYPCOPU HA B3PUBHUW BEWECTBA nNoad OrPAHUYEHUE
(MakcumanHo gonycTumMa CTOMHOCT 3a LienuTe Ha U3gaBaHe Ha pa3peLleHus CbINacHo YneH
5, naparpad 3)

He e n3bpoeHo HNTO egHO OT CbAbpXKalLMTe ce BelecTBa

MpunoxeHwue Il - NIPEKYPCOPU HA B3PMBHU BELLECTBA, NOANEXALLUM HA OOKNAOBAHE
He e n3bpoeHo HNTO eqHO OT CbAbpXKalLMTE Ce BellecTBa

PernameHT (EO) Ne 273/2004 0THOCHO NpeKypcopuTe Ha HAPKOTUYHUTE BellecTBa

He e n3bpoeHo HUTO e4HO OT ChAbpXKallMTe ce BelecTBa

PernamenT (EO) 111/2005 3a onpeaensiHe Ha NpaBuiia 3a MOHUTOPUHI Ha TbProBUsiTa MexXxay
O6uwHoCcTTa U TPETU CTPaHM B 06nacTTa Ha NnpekypcopuTte

He e n3bpoeHo HUTO e4HO OT CbAbpXaLLMTe Ce BelecTsa

HaunoHanHm npeanncaHua:

Knac Ha 3ambpcsaBaHe Ha BogaTa: [1o npuMHUuMN He 3acTpaluaBa BoAauTe.
15.2 OueHka Ha 6e3onacHOCT Ha XUMUYHO BeLlecTBO U CMec:
Xnmmnyecka 6€30MacHOCT 3a OLEHKa He € M3BbpLUEHa.

\ PA3OEN 16: Opyra nicgpopmauus

[laHHMTEe nounBaT Ha HACTOALLOTO paBHULLE Ha NMO3HAHNATA HN, HO T€ HE npeacTaBnAaABaT rapaHuua
3a cBoWCTBaTa Ha npoaykra n He obocHoBaBaTt 00roBOpPHO NpaBOOTHOLUEHME.

M3paBallo nucTta ¢ gaHHM HanpaBneHue: QS 0049-6151-8102-0
MapTHbOp 3a KoHTakTU: QS 0049-6151-8102-0

MecTHU CBETOBHM HOMepa 3a CNeLHU crny4vau:

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

(npoabmkeHne Ha cTp.8)
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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
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 Italian 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 Italian 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
Homep Ha npeauwHaTta Bepcua : 1.0
ChbKpalleHUs 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

(npoabmkeHne Ha cTp.9)
BG



N

Irbiopharm” |( * )

Ctpanuua: 9/9

UH¢opmaumoHeH nucT 3a 6e3onacHocT
cbrnacHo 1907/2006/EO, YneH 31

JaTa Ha oTnevaTtBaHe: 12.08.2022 npepaboTteHo Ha: 12.08.2022
Homep Ha BepcuaTa 2.0 (3amecTtBa Bepeus 1.0)

Tbproecko HaumeHoBaHue: Enzytec™ Liquid D-/L-Lactic Acid Reagent 2

(npoabmkeHue ot cTp.8)
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
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