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Mpema MPABUITHWK o cappxajy 6e36enHocHor nucta (bpoj: 110-00-27/2011-04)

BESBEAHOCHW NNNCT
Gentian Cystatin C Control Kit

MOTJIABJbE 1. UapeHTUdUKaLMja XxeMUKanuje n nogaum o nuuUy Koje ctaB/ba XeMUKanujy y npomer

1.1.

1.2

1.3.

1.4.

2.1.

2.2,

2.3.

NpeHTudukKaumja xemmkanumje

KomepuusinHo nme:
Opyrn Ha3snen/CMHOHUMN:

bp. nponssoaa:

Gentian Cystatin C Control Kit

Gentian Cystatin C Control Kit (1019B, 1019USA, 1026, 1026USA, A52765)

Gentian Cystatin C Control Low (1020, 1020A, 1024A, 1029, 1029A, 1029USA, 8020, 8020A,
8020N, 8020NA)

Gentian Cystatin C Control High (1021, 1021A, 1025A, 1030, 1030A, 1030USA, 8021, 8021A,
8021N, 8021NA)

1019

NpeHTUdUKOBaHMN HauMHU Kopuwhera xeMunKanmje u HaunHuU kopuwherwa Koju ce He npenopy4yjy

Ynotpeba
MaTtepujana/cmelue:

Ynotpebe kolie ce He
npenopy4yio:

MNopauu o cHabpeBavy
KomMmnaHusa n agpeca:

EnekTpoHcKa afpeca:

Hatym 6e36egHocHor
nucra:

Bep3us 6e36eaHocHOr
nncTa:

TNabopaTopuiicku
[l03BO/bEHO CaMo 3a NpodecroHanHo kopuiherse.

Hema nosHaTux.

Gentian AS

Bjgrnasveien 5

1596 Moss

Norway

+47 993 39 905
http://www.gentian.com/

info@gentian.no
10.4.2024.

1.0SR

Bpoj TenedpoHa 3a XuTHe cny4yajese

TenedoHckn 6polt xnutHe nomoc¢: 194

LexxypHu Tokcnkonor (24 cata gHesHo): +381 (11) 360 84 40

LleHTap 3a koHTpony TpoBaHA Ha BMA, Tten: +381 (11) 266 11 22, +381 (11) 266 27 55
Takode norneparite nornaebe 4 3a Mepe npee NOMoCu.

MOINABJbE 2. UaeHTUPUKaLMja onacHOCTU

Knacujukaumja xemukanuje
Huie knacnpukosaHo npema MpaBuaHKKY 0 KnacuburkaLumiiv, NakoBaHIo, 03Ha4aBaHo 1 ornawasaHto (Cn. rnacHuk PC,

105/13).

EnemeHTUN obenexxaBama

MunkTOrpam onacHoCTH:
Pey ynosopemba:

ObaBeLUTeH€e 0 ONACHOCTK:

ObaBeLUTere 0 MepamMa
NpPefoCTPOXHOCTY:

Onwme:
lMpeserHyuja:
Peazosarve:
Cknaduwmerve:;
Odnazarse:
OnacHe maTepuiie:

JopatHo obaBeluTeHE O
onacHocTu:

OcTane onacHocCTun

Huje npvmeHbMBO.
Huje npumeHsbuBo.
Huje npymeHbMBO.

Hema nosHaTtux.
Hwuje npumeHbrBO.

Gentian Cystatin C Control Kit
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Mpema MPABUITHWK o cappxajy 6e36enHocHor nucta (bpoj: 110-00-27/2011-04)

[opaTHa ynosopeHs: OBa cmella/npon3Boj, He CafpXXu CyrcTaHLe 3a Koiie ce cMaTpa Aa UCMyHSABato KpuTepuiome aa
6yny knacupukosaHu kao MBT n/nnu BMNBB.
OBaj Npon3Bop He CaapXun MaTepuje Koje ce cMaTpajy eHAOKPUHM ANCPYNTOPUMA Y CKnagy ca
KpuTepujymuma HasefeHnM y [lenernpaHoj ypeabu Komucuje (EY) 2017/2100 unu Ypeabun
Komucuje (EY) 2018/605.

MOTJIABJbE 3. Cactas / Noaawm o cactojunma

3.1. Mopauwm o cacTojumMma cyncraHue
Huje npumeHsbmBo. OBaj MPOM3BOA je MUKCTYpa.

3.2 Mopauum o cactojumma cmelue
He cagpyu HMKaKBe CyncTaHLe Koje je noTpebHO NpujaBnuTU

MornepanTe NOTNYHW TEKCT X-M3pasa y nornaere 16. FpaHULLe N3M0XEHOCTU TOKOM paAa HaBefeHe Cy y Nornassbe 8, aKo cy
LOCTyMHe.

OcTtanu nogaum
[1] EBpOMCKa rpaHuLa N3noxeHoCTV TOKOM paja.

MOTJIABJbE 4. Mepe npse nomohu

4.1. Onuc mepa npse nomohu

OnwTe MHPopMaLmje: YKONVKO e AnCaHiie HenpaBuUITHO, 1 SIBASIKO Ce MOCMAHOCT, FybUTak CBeCTU UNIW FpYeBN:
Mo3oBuTe 194 1 ogMax NoYHMTE ca MepamMa nomocu (Mpea NomMoc).
AKO YIMaTe CyMHIie y Be3u ca cTaHiniem nospedeHe ocobe nnm ako CUMATOMY NoTpato, obpaTuTe
ce nekapy. Hukan HecBecHo ocobu HemoliTe AaBaT BoAy UMW HEKO Apyro nuce.

Mocne yancama: Y ciyyato MyYHUHe: n3segute ocoby Ha CBeX BasgyX.
Y noampy ca Ko>xom: Y cnyyato vputauuine: ucnepute BoAoM. Y cslyyato yropHe nputauuine, NoTpaxunTe ieKapcky
nomoc.

HakoH KoHTakTa ca oumma: AKO OOCME Y O4YWN: NcnepuTe oum ca nyHO BoAe unu cnaHom sodom (20-30 °C) n HacTaBute
OOK npuTaumja He npecTtaHe. MI3BaauTe KOHTaKTHa Co4mMBa.

HakoH rytama: TemeninTo ncnepuTe 1 onepute ycta U KOH3ymMumpanTe BefinkKe KonnmdmnHe Boge. Y ciyyato
yMOpHe My4YHUMHEe: MOTPaXKnuTe MeaAnLMHCKY MoMOoC 1 MoHecuTe oBa 6e36eAHOCHN NNCT.
CaropeBaHliie: Huje npymeHbuBO.

»
N

HajBa)kHuju cumnTomu u epeKTun, akyTHU N OANI0XKEHN
Hema nosHaTux.

4.3. XvTHa MeanLMHcKa nomoh 1 noce6aH TpeTMaH
TpeTupajTe CMMMNTOMAaTCKW.

NHdopmauuiie 3a 3apaBcTBEHE pagHUKe
JoHecnTe 6e36e4HOCHO yNyTCTBO .

MOrJIABJbE 5. Mepe 3a rawiere noxapa

5.1. CpeacTBa 3a raiueme rnoxapa
O,n,roaapajyheM CpencTBy 3a rallere noXkapa: NneHa OTnopHa Ha ankoxorn, yrn|7|eH|/|L|Ha KUCennHa, npax, BogeHa marna.
Heoproeapajyhum cpefctBuMa 3a rallerse noxapa: He 61 Tpe6ano kopuctuty BogeHe MnasHuLe riep Mory npoLmpuTin
BaTpy.

5.2. Moce6He ONacHOCTM KOje MOry HacTaTu oA, CyNncTaHLM U cMmeLua
Moxap ¢e noBecTn A0 CTBapaHs ryctor AMma. ManaraHiie 3ananinemm npov3BoAMMA MOXe HaLLTeTUTV BalLeM 34paBlto.
3aTBOpeHe nocyne vsnoxeHe Batpu Tpebano 61 oxnaauTy BOLOM. He 03BONUTE Aa BOAA 3a ralleHiie noxapa gocne y
KaHann3auuto n obnuxHIne NOoBPLUMHCKE TOKOBE.

5.3. CaserT 3a BaTporacue
Hocute nsonaumoHn anapar 3a AncaHiie 1 3alITUTHY ofdecly pagm cnpeyaBaHs KOHTakTa. HakoH AMpeKTHOr usnaraHs
KOHTaKTMpalnTe HaumoHanHm LueHTap 3a KOHTPosy TpoBaHs Ha 6poii +381 (11) 360 84 40 (24 caTa AHEBHO) paan AOOUAHS
AoJaTHMX caseTa.
BaTtporacuu 6u Tpebano ga Hoce ogroBapatoCy NMUYHY 3aLLTUTHY ONpemy.

MOTrJIABJbE 6. Mepe y cny4ajy yaeca

6.1. JInuHe NPefoCTPOIKHOCTH, 3alUTUTHA oNpeMa 1 NOCTYNuM y ciyyajy yaeca
OcurypajTe agekBaTHy BeHTUNaLM]y, NocebHO y 3aTBOPEHVM NPOCTOPUMa.

Gentian Cystatin C Control Kit
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Mpema MPABUITHWK o cappxajy 6e36enHocHor nucta (bpoj: 110-00-27/2011-04)

KOHTaMI/IHI/IpaHI/I NpoCTOp MOXKe 6uTN KNN3aB.

MpenocTpPOXKHOCTU Koje ce OQHOCE Ha XXUBOTHY CPeauHy
MN36eraBanTe ncnyLwiTaHie y nesepa, NoToke, KaHanusauuie UTa.
HeoBnawwheHe ocobe gpxunTe nojarbe of U3nNnBamsa.

Mepe koje Tpe6a npeay3eTu u maTepujan 3a cnpeyaBame LLNPeHa U caHauujy

KopucTtuTe necak, 3emsto, BEPMUKYNUT, AMATOMENCKY 3eMto Aa brcTe 3aapyKanu 1 NoKynunm Hesananinuee ynusitoce
MaTepusne 1 CTaBuUTe y KOHTeNHep 3a ofgnaraxiie, y cknagy ca JIokaaHMM nponmcnuma.

YuwwceHite ce y Mepu y Kool e To Moryée o6aBns HopManHUM cpedcTBMMa 3a YnLceHite. M3beraBaliTe ynotpeby
pacTBapaya.

Ynyhusakwe Ha Apyra nornassba
MornepanTte nornassbe 13 ,,0anarame” y Be3n ca NOCTYNKOM 3a oTnag,
3a 3aWTnTHe Mepe norneganTe nornassbe 8 ,KOHTPOIa U3N0XKEHOCTU N INYHA 3aluTnUTa”.

MOrJIABJbE 7. PykoBake U CKNnaguluTewe

7.3.

MpenocTpoXXHOCTHU 3a 6e36eaHO pyKOoBatbe
MyLueHiie, 1 KOH3yMUpaHIiie XxpaHe 1 nuéa HUCY A03BONNEHN Y PaAHOM MPOCTOPY.
3a nHpopMaLyite 0 IMYHOW 3aLUTUTK MOrfefalTe nornassbe ,KOHTPONa N3NOXEHOCTM 1 NIMYHa 3aLUTHTa".

Ycnosu 3a 6e36eaHo cKnaguluTere, YKbyUuyjyhun Hekomnatué6unHoctun
Hucy notpebHn nocebHM ycnosu.

MpenopyyeHn MaTepujan 3a YBek vyBaliTe y ambanaxu of NCTor MaTepusina Kao v OPUTrMHANHN KOHTEHep.
CKnaguLTere:

TemnepaTtypa Hema nocebHux 3axTeBa
CKIaguLLTeHSs:

HekoMnatnbunHm flke KucenunHe

MaTtepujanu: flka okcnpaumoHa cpeacTea

MNoce6HU HaunHN Kopuwhemwa
OBall npousBof 6u Tpebano KopMCTUTN CaMo 3a NpUMeHe HaBefeHe y nornaesmne 1.2

MOTJIABJbE 8. KOHTpona N310)KeHOCTU 1 IMYHa 3alUuTUTa

8.1.

DNEL

PNEC

MapameTpu KOHTpPOJNE U3N0XXEHOCTUN

HaTpnjym asng,

[paHNYHa BpegHOCT U3MT0XEHOCTU Ha pagHoM MecTy (FBU) (mg/m3): 0.1

KpaTkoTpajHa rpaHunyHa BpegHocT usnoxeHoctu (KFBM) (mg/m3): 0.3

HanomeHe:

K = XeMujcknm maTepunjama Moxe LUTETHO AernoBaTu Ha KOXYy.

EU* = lHauKaT1BHE rpaHNYHe BpeOHOCTM U3NoxeHoCTn npema OAupekTren 2000/39/E3

MPABUIHWK O MPEBEHTUBHUM MEPAMA 3A BESBEJAH 1 3[1PAB PAL MNPV N3JTATAHY XEMUJCKUM MATEPUJAMA ("Cn.
rnacHuk PC", 6p. 106/2009, 117/2017 n 107/2021)

Hema OOCTYNHUX nogaTaka.

Hema goctynHux nogaTaka.

KoHTpona M3no)eHocTu 1 Nn4Ha 3awTuTta
MowToBaHiie yTBpdeHNX BPefHOCTY OrpaHNYeHs N3naraHs TOKOM paga 61 Tpe6ano pefoBHO KOHTPONMNCATU.

Onwte npenopyke: MyLieHlie, 1 KOH3yMMUpPaHiie xpaHe 1 Néa HUCY AO3BOMNEHN Y PaAHOM NPoOCTopy.

CueHapuiin nsnaraxs: 3a oBall MPON3BO/, HUCY UMMNIEMEHTUPAHU CLIeHaPUIAN N3MOXKEHOCTN.

[paHuLe n3naraHsa: MpodecroHanHM KOPUCHNLIM NOAMIEXY 3aKOHCKM YyTBPpdeHMM MaKCMManHNM KOHLEeHTpauusma
n3naraHsi TOkoM paga. [MornepanTe y TEKCTY U3HAA rPaHNYHe BPEAHOCTU XUTIieHe Ha paay.

Oprosapajyhv TeXHWUYKK dopmuparse nape Mopa 61T MUHUMANHO 1N NCNOA TPEHYTHUX FPaHUYHUX BPeOHOCTY (BUAN

ypehaju 3a ynpassbatbe: rope). MNpenopyuyje ce yrpafrba JIOKaJHOT U3[yBHOT CCTEMa ako HopMaJsiaH NPOTOK Basayxa y

pagHoj cobu Huje foBosbaH. MposepuTe Aa v je CNUparbe 0Ynjy 1 TyLUMparbe y XUTHAM
cny4vajeBMMa jaCHO O3Ha4eHo.

MpuMeHunTe CTaHAapAHe Mepe NPefoCTPOXHOCTY TOKOM ynoTpebe nponssoda. Visberasajte
yavcare ncnapema.

XuruiteHcke mepe: OnepuTe pyKe HaKoH yroTpebe.

Mepe cnpeyaBaHs Hema nocebHux 3axTeBa.
KOHTaKTa Ca XXMBOTHOM

Gentian Cystatin C Control Kit
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Mpema MPABUITHWK o cappxajy 6e36enHocHor nucta (bpoj: 110-00-27/2011-04)

cpeanHoM:

OnwiTe Mepe 3alUTUTE U XUTWjeHe

leHepanHo: KopuctuTe camo 3aluTUTHY onpemy ca 3Hakom CE.
3awTuTa gncajHux nyTesa:
PagHa cutyaums Tun Knaca bos CraHpapav
Ynotpeba kao PecnupatopHa
nabopaTopujcKy peareHc 3alUTWTa Huiie
notpebHa
Y cnyyajy HeagekBaTHe A Knaca 1 (Hu3ak Cmede EN14387

BeHTUNaunje

KanauuTer)

3awTuTa Tena:

PagHa cutyauus

Mpenopy4eHo

Tun / Kateropuja

CraHpapaun

Kapa nocToju onacHocT
0/, NpcKara/nospemeHor
n3narama

Posebna radna odeca -

3alTUTHe pyKe:

PagHa cutyauus Matepujan AebmbuHa Bpeme npoaupawa CraHpapaa
pykaBuue (MuHyTH)
Kapa nocToju onacHOCT  HUTPUMHU Kayyyk 0,11-0,14 (> 480 min) EN374-2
0/, NpcKaa/noBpemeHor
n3narama
3awTunTa o4njy/nuua:
PagHa cutyaums Typ CraHpapavn
Kapa nocTojy onacHoOCT — 3alTuUTHe Haovape ca 604YHNM EN166

of anKaH:a/nospeMeHor WTUTHNUMMa

n3narama

O= B= <

MOTJIABJbE 9. ®u3nyka n xemujcka cBojcTea

Mopaum o 0OCHOBHUM PpUBNYKUM U XEMUjCKUM CBOjCTBUMA XeMuUKanuje

WN3rnepgy - arperatHo CcTare:
boju:

Mwupwucy / Mpary mupuca
(ppm):

pH:

PenaTtnsHa ryctmHa (g/cm3):
KnHemMaTn4yka BUCKO3HOCT:
KapakTepucTuke yectmua:

da3He npomMeHe

Tauka Ton/bera / Tayka
MpxHera (°C):
Tauka/oncer oMeKLLaBakba
(°Q):

MoyeTHa Tayka Kibyyarba 1
oncer kby4dama (°C):
HanoH nape:

PenaTtnsHa ryctnHa nape:

TemnepaTypa pasnarara
(°Q):

3anasbMBoCT (4BPCTO,
racoBuTO):

TeyHo
Cmede

VcnuTuBaHite HWile peneBaHTHO UKW Huite Moryde 360r Nprpoae NPor3Boaa.

NcnntusaHiie HUile peneBaHTHO unu Huie moryce 36or nprpoae Nponssoaa.
WcnutrBaHiie HUite peneBaHTHO Unu Huie Moryce 360r Npupoae NPon3BoAa.
NcnntusaHiie Huile peneBaHTHO unu Huie moryce 36or npupoae Nponssoaa.

He ogHoCK ce Ha Te4YHOCTU

VicnuTuBaHiie HWile peneBaHTHO UK Huile Moryce 360r Nprpoae NPov3BoAa.

He ogHocK ce Ha Te4YHOCTU

NcnnTusaHiie HUile peneBaHTHO Uiy Hue moryce 36or nprpoae Nponssoaa.

WcnuTtrBaHiie HUite peneBaHTHO Unu Huie Moryce 360r Npupoae Npon3BoAa.
NcnnTtusaHiie HUile peneBaHTHO unu Hue moryce 36or nprpoae Nponssoaa.
WcnutrBaHiie HUile peneBaHTHO Unu Huie moryce 360r Npupoae Npon3BoAa.

Mopaum o onacHOCTMMa O, noXapau ekcnao3uiie
VicnuTuBaHie HWile peneBaHTHO UK HKile Morycée 360r Nprpoe NPou3BoAA.

Gentian Cystatin C Control Kit
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Mpema MPABUITHWK o cappxajy 6e36enHocHor nucta (bpoj: 110-00-27/2011-04)

Tauka naerba (°C): NcnutrBaHiie HUle peneBaHTHO UK Huile moryce 360r Nprpoae NPou3Boaa.
TemnepaTypa camonasbetba McnutusaHiie HMile pefieBaHTHO UK HKle Moryce 360r NpuMpoae Npov3BoAa.
(°O):

lopHba / AoHba rpaHuLa NcnutnsaHiie H1le peneBaHTHO Nnu Huile moryce 360r Npupoae NPou3BoAa.

3ana/buBOCTU NN
eKcnno3mBHocTK (%v/v):

PacTBop/buBocT
PacTBOpsbMBOCT y BOAA: NcnnTtusaHiie Huile peneBaHTHO UAu Huie moryce 36or nprpoae Nponssoaa.

KoeduumjeHT pacnogeney VcnuTuBaHe HWile peneBaHTHO UK Huile Morycée 360r Nprpoe Npov3Boaa.
CUCTEMY N-OKTaHOMN/BOAA

(LogKow):
PacTBOPNNNBOCT y MacTn NcnuTtnBaHine HUMe peneBaHTHO MAn Huiie Moryce 36or npupoge NponsBoaa.
(g/L):
9.2. Octanu nopgauun
OcTanu GpUsNYKN 1 Hema pocTynHux nopaTaka.
XeMWjCKM NapameTpu:
Okcnayjyha ceojcTsa: NcnutnsaHiie HUle peneBaHTHO 1K Huile moryce 360r Npupoae NPousBoAa.
MOrNABJbE 10. CTabUNHOCT U peaKTUBHOCT
10.1. PeakTuBHOCT

Hema AOCTYNHUX nogaTaka.

10.2. Xemwmjcka ctabunHocT
Mpoun3sop, e ctabunaH nog ycnoBuMa HaBegeHUM y ofeniiky 7 ,PykoBaHiie n cknaguwiteHine”.

10.3. MoryhHocT HacTaHKa onacHUX peakuuja
Hema nosHaTux.

10.4. YcnoBu Koje Tpeb6a nsberasatu
3aWwTUTNTN Of, CyH4YeBe CBETJIOCTU.
EkcTpeMHe TemnepaType

10.5. HekomMmnaTtuébunHun matepujanu
SiKe KucenmHe
fka okcnpaumoHa cpeacTaa

10.6. OnacHu npousBoAu pasrpagHe
Mpowussop, ce He pasrpadylie Kafa ce KOPUCTY Kao LUTO e HaBefeHo y nornaesme 1.

MOIJNIABJbE 11. TOKCMKONOLUKKN nogauu

11.1. Mopaum o TOKCMYHUM epeKTMMa
AKyTHa TOKCMYHOCT
XeMujcku Ha3unB HaTtpujym asupg,
Bpcre: MNauoB
Myt ekcnosuuuje: OpanHo
TecT: LD50
BpepHocT: 27 mg/kg
XeMujcku Ha3ne HaTtpujym a3sug
Bpcre: MNauos
MyT ekcnosuuuje: MHxanaumjckn
TecT: LC50 (4 catn)
BpenHocT: 0,054 - 0,52 mg/L

Kopo3usHo owtehemwe KoXe / nputaumja
Ha ocHoOBY goCTynHUX NofaTtaka, KpUTepunjyMm 3a Knacudukaumjy HACY NCMYHEHN.

Tewko owTteherwe oka / nputaumja oka
Ha ocHoBY AOCTYNHUX NofaTaka, KpUTepujymm 3a knacudbukaumnjy HACY NCAyHeHu.

CeH3nbunusaumja pecnupaTopHUX opraHa
Ha ocHoBy oCTYynHUX nodataka, KpuTepujyMu 3a knacudukaumjy HUCY NcnyreHu.

CeH3ubunusauymja Koxxe
Ha ocHoBy focTynHUx nogataka, KputepujyMu 3a Knacudukaumjy HUCY NCnyHeHW.

MyTareHocT repuHaTuBHux henuja

Gentian Cystatin C Control Kit
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Ha ocHoBY AOCTYMHUX NojaTaka, KputepujyMm 3a knacupukaLujy HIUCY UCMyHeHW.

KapuuHoreHocT
Ha ocHoOBY AOCTYNHUX NojaTaka, KpUTepujymm 3a knacudbukaumnjy HACY NCAyHeHN.

TOKCMYHOCT No penpoayKunjy
Ha ocHoBy OCTYNHUX NnodaTaka, KpuTepujyMu 3a knacudukaumjy HUCY NCnyreHu.

CI'IEU,VI(I)VI‘-IHa TOKCUYHOCT 3a LLWbHU opraH -je]J,HOKpaTHa N3N10XXeHOCT
Ha ocHoBY AOCTYMHUX NofaTaka, KpUTepujyMm 3a knacupukaLujy HIUCY UCMyHeHW.

CneunduyHa TOKCUYHOCT 3a LUJbHU OpraH - BULLEKpaTHa U3/10)KeHOCT
Ha ocHOBY fOCTYNHUX NofaTtaka, KpUTepujyMm 3a Knacudukaumjy HACY NCNyHEHN.

OnacHocCT of acnupauuje
Ha ocHoBY AOCTYNHUX NnofdaTaka, KpuTepmjyMu 3a knacudukaumjy HUCY NCnyreHu.

11.2. NHdopmaumje o gpyrmum onacHocTMMa

Dugorocni efekti
Hema nosHaTux.

Yrpo)kasa paj eHAOKPUHUX Xe3aa
OBa cMeLLla/nNpon3Bog, He cafpXXu HMKaKBe MaTepuje 3a Koje ce cMaTpa [a MMajy CBOjCTBa MU3a3nBatba XOPMOHCKOr
nopemehaja.

HopaTHe nH$opmauuiie
Hema nosHaTux.

MOINABJBE 12. EKOTOKCUKONOLLUKU nogaun

12.1. TOKCUYHOCT

XeMujcku HasunB HaTtpujym a3sug,

Bpcre: Punbe, Oncorhynchus mykiss

TecT: LC50

BpepHocT: 2,75 mg/L

XeMujckmn Hasme Hatpujym asng

Bpcre: Anre, Pseudokirchneriella subcapitata
TpasiHiie: 96 catn

TecT: EC50

BpenHocT: 0,35 mg/L

12.2. Mep3nCcTeHTHOCT 1 pasrpag/buBoCT
Ha ocHOBY AOCTYNHUX NojaTaka, KpUTepujymm 3a knacudbukaumnjy HACY NCNyHeHu.

12.3. NoTteHuwmjan 6uoakymynaumje
Ha ocHOBY fOCTynHUX NogaTaka, KpuTepujymu 3a knacudukaLlmjy HACY UCMyHEHU.

12.4. Mo6unHOCT y 3eM/bULLTY
Hema AOCTYNHUX nogaTtaka.

12.5. Pesyntatu NBT n BlMNBb6 npoueHe
OBa cMeLLa/nNpon3Bog He cagpXKin CyncTaHLe 3a Kole ce cMaTpa Aa UCNyHsBato Kputepuiome ga 6yay knacubukoBaHm Kao
MBT n/nnwn slsb.

12.6. YrpoxaBa paj €eHAOKPUHUNX Xne3aa
OBa cmeLLa/npoun3Bo/, He CaAPXKM HUKaKBe MaTepuje 3a Koje ce Kada ce Hafy YHyTap XVBOTHe cpefuHe cmaTpa Aa UMajy
CBOjCTBAa OMEeTaHa eHJOKPUHOT ChcTeMa.

12.7. Octanu wTeTHU epeKkTn
Hema nosHaTux.

MOIrNABJbE 13. Ognaramwe

13.1. MeTope TpeTmMaHa oTnafga
Mpoun3sopg, Huiie obyxBaceH NponncMMa o onacHoOM oTragy.
Ypenba komucuite (EY) 6p. 1357/2014 opn 18. neuembpa 2014. rognHe kosi 3ameHtoiie npunor MWW gnpektrnee 2008/98/E3
EBponckor napnamMmeHTa 1 caBeTa o0 0Tnagy.

Kdn eBponckor katanora 18 01 03* OTMaAu Ymje cakynbarbe 1 ogflarakbe nognexe nocebHMM 3axrteBnma 36or
oTtnaga (EWLL): cnpeyvaBarba NHdeKUmje
18 01 06* XeMuKanuje Koje ce cactoje oA U cagpyke onacHe cyncraHue

KOHTaMVIHVIpaHe am6anaxe
Ambanaxa Kosi Cafp>XXn OCTaTKe nponssoha Mopa ce OAJIOKUTN Ha UCTU Ha4YNH Kao 1 NMpon3Boa.

Gentian Cystatin C Control Kit
CrpaHa6op 8



gentian

Mpema MPABUITHWK o cappxajy 6e36enHocHor nucta (bpoj: 110-00-27/2011-04)

MOTNABJbE 14. NMoaaum o TpaHCNOPTY

14.1 14.2 14.3 14.4 14.5. OcTtanu
UN Ha3uB 3a TepeTt y TpaHCNoOpTy Knaca PG* Env**  nopauu:
ADR - - - - - -
IMDG - - - - - -
IATA - - - - - -

* [pyna nakoBama
** ONacHOCT MO XXMBOTHY CpeaViHy
HdopaTHe nH$opmauuiie
Huie onacHa po6a npema ADR, IATA n IMDG.
14.6. Noce6He NpefoCTPOXKHOCTY 32 KOPUCHUKA
Huje npnmeHsbMBO.
14.7. TpaHcnopT y pacytom ctakby (AHekcy U MeflyHapoaHe KOHBeHLMje 3a cnpeYyaBae 3araljerba us 6ponosa

n UBL, Uope)
Hema goctynHux nogaTaka.

MOTNIABJbE 15. PerynaTopHu nogaum

15.1. Mponucwu y Be3u ca 6e36eqHowhy, 3apaB/beM 1 XXMBOTHOM CPeAUHOM
OrpaHunyeHs 3a NnpyMmeHy:  [l103BO/beHO CaMo 3a NpodecnoHanHo Kopuwheme.

3axTeBwu 3a cneunduyHNM  Hema nocebHuX 3axTeBa.
obpasoBaHiiem:

"CEBECOQ" - KaTeropuja / Huje npumeHsbuBo.

OnacHe maTtepuje:

HopaTHe nHdopmauniie: Huje npumeHbMBO.

M3Bopu: MNMPABUMHWK o mepama 3a 6e36enaH v 34paB paf, 3anocieHe xeHe 3a BpeMe TpyaHohe,
nopoausbe 1 3anocneHe koja aoju gete (Cnyx6eHn rnacHuk PC, 102/2016)
MNMPABUMHWK o kaTeropujama, ncnutmBamy 1 knacuoukaumju otnaga (Cnyxb6eHu rnacHmk PC,
56/10)
MpaBuUnHUK 0 KNacndukaumjn, NakoBamy, obenexasarby 1 OrnallaBakby Xemukanumje n
opapeheHor npon3Boaa y cknagy ca FnobanHo xapMOHN30BaHUM CUCTEMOM 3a KnacuduKkaumjy n
obenexasare YH: 105/2013-16, 52/2017-73, 21/2019-208

15.2. MNpoueHa 6e36egHOCTM XeMUKanuje.
He

MOINABJBE 16. Octanu nogauun

CkpaheHuue n akpoHUMM
ADR = EBponcku cnopasym o medyHapoAHOM APYMCKOM MpeBo3y onacHe pobe
ATE = lNpoueHa akyTHe TOKCUYHOCTH
BCF = ®akTop 6uokoHLUeHTpauuite
CAS = Cny>kba XeMUINCKKX CaxxeTaka
CE = eBporicka ycarnaleHocT
CLP = Ypenba o knacudpukauminm, osHa4yaBaHo 1 nakosaHto [Ypenba (E3) 6p. 1272/2008]
CSA = lNpoueHa xemuiicke 6e3begHocTu
CSR = M3BewwTan o xemuiickol 6esbegHocTn
CTOT = CneumdunyHa unniHa TOKCUYHOCT OpraHa
DMEL = /i3BefeHN MUHMMANHN H1BO edekTa
DNEL = U3BepeHn HMBO 6e3 edekTa
EINECS = EBponckun nHBeHTap noctoneénx KoOMepLUsIHNX XeMUACKNX CyncTaHUm
ES = CueHapuno n3noxeHocTun
EUH izjava = UJ1N-cneundunyHa nssea o onacHocTn
EUPCS = EBponcku cuctem kaTeropmsaumje nponssoaa
EWL|, = EBponcku kaTanor oTnaaa
GHS = nobanHo ycknadeHn cucteM knacudukaumiie n obenexaBaHa XxeMUKanus
IARC = edyHapogHa areHums 3a UCTPaXMBaHe paka
IATA = MedyHapoaHo yapyxeHiie 3a Ba3fyLLHU caobpadait
IBC = CpefHin KoHTelHep 3a pacyTun TepeT
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IMDG = MedyHapogHa NoMOpCKa onacHa poba

LogPow = JlorapuTam koedpuumiieHTa pa3aBasiHi OKTaHO1/BOAA

MARPOL = MedyHapo/Ha KOHBEHLMS O cripevaBaHio 3aradeHs ca 6pogosa 13 1973. roanHe, nsMeHieHa NPOTOKONOM 13
1978. (,Marpol” = 3aradeHiie Mmopa)

OEL = OpraHun3saums 3a EkoHoMcky LiapagHio n [la3son

MBT = UcTpasiH, 6BrioakyMynatusaH 1 TOKCMYaH

PNEC = NpepsndeHa koHUeHTpaums 6e3 edpekTa

RID = Mponucu konn ce Ty MedyHapoaHOr NpeBo3a onacHe pobe xenesHnLomM

RRN = REACH peructpauunoHun 6pon

SCL = nma oppedeHy rpaHuLy KOHLIeHTpaLuiie.

SVHC = Beoma 3abpuHaBatole cyncTaHue

STOT-RE = CneunduyHa unninHa TOKCUYHOCT OpraHa - MoHaBAsHa U3naraHs

STOT-SE = CneundunyHa LmnnHa TOKCUYHOCT OpraHa - noieguHayvHa nsnaraHs

TWA = BpeMeHCKM NoHAepucaH npocek

UN = YieonHneHe Hauuine

UVBC = Hemno3HaT Unn NPOMEHIbMB CacTaBs, C/IOXKEHU NPOAYKTU peakuuje unv G1uonoLLKyu Matepujanu
VOC = HecTabuiHo opraHcko neguHiieHine

BMBB = Beoma TpaliHO 1 Bpno 6noakymynaTuBHO

[opaTtHe H$opmaumiie
Huje npumeHbMBO.

Be36epHOCHU nUcT notepdyie
Ecoonline AS - Regulatory Affairs

Octanu nogaun
MpomeHa (cpa3MepHO NoC/IeAHNON CYLLTUHCKON NpoMeHm (NpBa wudpa y Bep3ninn CAOC, nornegante nornasse 1))
obenexeHa e TPOYrioMm.
Mopauy y oBom 6e36efHOCHOM YMNyTCTBY OAHOCE Ce CaMO Ha oBaii oapedeHn NPou3Bog, (MOMeHyT y nornassbe 1) n HUCy
HY)>KHO TauHK 3a ynoTpeby ca Apyrum xemmkanusama/nponssoanma.
Mpenopyu4yiie ce aa oBo 6e36efHOCHO yMyTCTBO AaTe CTBapPHOM KOPUCHMKY Npou3Boga. MiHdpopmaumiie y oBoM
6e36efHOCHOM yMyTCTBY He MOTy Ce KOPUCTUTU Kao cneundurKaLlmiie Nnpons3sBogaa.
3eMsba-je3unk: RS-sr
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