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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Sertraline for system suitability
XHUMHYECKO HANMEHOBAHHUE : Sertraline hydrochloride

CAS Ne 1 79559-97-0

Kon na npoxykra 1202400411

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

Hpentndunupanu ynorpeoun

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

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361d
OnacHo 3a BOJIHaTa cpejia — OCTpa OMAcHOCT, KaTteropus 1 H400
OnacHo 3a BoJIHaTa cpejja — XPOHWYHA ONACHOCT, KaTeropus 1 H410

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

He6aaronpusiTHi GU3MKOXUMIYHHA e(peKTH U HeOJIAaronpHATHY edeKTH 32 3APaBeTo HAa Y0BEKAa W OKOJHATA cpela
Bpenen npu norasmane. CUIHO TOKCHYEH 3a BOJHHTE OPraHU3MHU, ¢ AbarorpaeH edekT. [Ipeanonara ce, ue yBpexaa mioza.
2.2. EnemeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

$

GHSO07 GHSO08 GHS09
Curnanna gyma (CLP) : Buumanue

19/08/2024 (daTa Ha n3naBaHe) BG (6barapckn) 1/9


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

Sertraline for system suitability

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

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H361d - IIpeanonara ce, ue yBpexaa rioja.
H410 - CuiHO TOKCHYEH 3a BOAHUTE OPraHU3MH, C IBITOTPACH e(eKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYean U pa3dpaiy BCHYKH NPEIIa3Hu MEPKH 32
0e30MacHOCT.
P264 - Jla ce u3amue pbLeTe 10 JIJAKTUTE U JIMIETO CTApaTENIHO clie]] ynoTpeda.
P270 - [la e ce sine, mue WK MyIIU OpU ynoTpeda Ha MPOoayKTa.
P273 - Jla ce n36srBa U3IycKane B OKOJIHATA Cpea.
P280 - U3mon3Baiite npeAna3Hu pbKaBULK/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/mpeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - ITPU ITOT'JIBLLIAHE: Ilpu Hepasnonoxenue ce obagaere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa miu mpeAnonaraeMa eKcrno3unus: I10Tbpcete MeANIMHCKH ChBET/IOMOLI.
P330 - UsmnakHere ycrara.
P391 - Cpbepere pazasroro.
P405 - [la ce cbxpaHsiBa 1o KJroy.
P501 - CbappixaHHETO/ChIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MIN MEX/LyHapOIHU
pasnopenou.

ETuxerupane B CbOTBETCTBHE C: M3KITIOUCHNS 32 BBTPEIIHH OMTAKOBKH, KOTaTO ChAbPKAHUETO He mpeBumasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Jlpyra nadopmanus : AKTHBHO BelecTBO (BB (hapMalleBTHIHH IPOILYKTH).
BHuMaHMe - BELIECTBO, KOETO BCE OLLE HE € U3MUTaHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Sertraline hydrochloride CAS Ne: 79559-97-0 <100 Acute Tox. 4 (opanna), H302 (ATE=1327

mg/kg TenecHo Terio)
Repr. 2, H361d

Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

IIppBa HOMOIIL - 00K MEPKU . B®B BcHuKH cilyuan Ha CbMHEHHE, WIIM aKO CHMIITOMUTE TPOIBbIDKABAT, IOTHPCETE MEAUIIMHCKA
TIOMOIII.

IIppBa OMOIIL TPU BIUIIIBAHE : H3BezeTe JMIIETO HA YKCT BB3/yX U IO MIOCTABETE B MO3KLMS, YJICCHSBAIIA AuIIaHeTo. [la ce ocTaBu
MOCTpagalyis J1a CU mo4yrHe. B ciyyaii Ha npuiomasane: [ToTbpceTe MEANIIMHCKH CHBET/IOMOIIL.

IIbpBa HOMOIIL TPY KOHTAKT C KOXKAaTa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHUST YUacThK OT KOXKaTa Jia ce H3MHE ¢ MK CallyH U
BOJIa, KaTO CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIppBa HOMOII TPY KOHTAKT C OYUTE . HMzmakHere ¢ BoJa, KaToO JBPXKHUTE OYUTE MIMPOKO OTBOPEeHH. [[0ThpCceTe MEAUIIMHCKA TIOMOIIL, aKO
0oJKaTa, MUTAHETO MJIH 3a4epPBSIBAHETO MPOIBIIKAT.

IIppBa HOMOII IPH TTOTITBIIAHE . HM3makHere ycrara ¢ Bojia (CaMo aKko MOCTPalNIUAT € B Ch3HaHKe). Hukora He AaBaiiTe HUIIO 1pe3
ycTaTa Ha 4oBeK B Oe3ch3Hanue. HeszabaBHo ce obanere B IEHTHP I10 TOKCUKOJIOT USl/Ha
JeKap.

19/08/2024 ([laTa Ha u3naBaHe) BG (6warapckn) 2/9



Sertraline for system suitability

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

IToaxonsum no)aporacuTeNH| CpeICTBa : Jla ce U3Mon3BaT CpeCTBA, MOAXOAAIIM 32 TaCeHe Ha I0KapU B ChCEICTBO. BBIiepoJieH IMOKCH .
Bonen cnpeii. Cyx npax. Oznesuio 3a 3aracsiHe Ha OT'bHSL.
Henoaxonsmu moxaporacuTesIH! CpeicTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasnaJaHe B cnyqaifl Ha 11okap : HenwsiHoTO TOpeHE 0CBOOOX/1aBa OMIACCH BBIJTIEPOJICH OKHUC, BBIUICPOACH ABYOKHC U APYI'H TOKCUYIHH

TazoBe. Bb3MOXKHO € OTJeNsIHeTO Ha TOKCHYHI H3napeHus.

MHcTpykuny 3a raceHe Ha Moxapu : Jla He ce [0mycKa n3mon3BaHaTa B GopbaTa ¢ mokapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

Aepku Ipu aBapuiiHO U3IIyCKaHe

OO0y Mepku . Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

3a nepconaJ, KOITO He O0TroBaps 3a CHEIIHU CJaydYan

ABapuiiHH IITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JHUIAaTa, OTTOBOPHH 32 CHEIIHH CJIy4Yau

3aIUTHY CpeCcTBa : Jla He ce mpeanpreMa HaMeca 6e3 MOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBede HHpOpMaNus,
BiokTe pasznen 8: "KoHTpour Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTaa’.

Jla ce u3bsrBa u3myckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIICCTBEHUTE BOH.

3a 3agbppiKane : Ilonmiite ¢ HHEPTEH MATEPHAI U IIOCTABETE B MOAXO/ISII KOHTEHHED 3a 00e3BpekJaHe Ha OTHAABLIH.
Mertou 3a MOYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE OBBPXHOCTH OOKIHO C Bojia. [104YnCTBaHE ¢ MOMILTA HA JETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

PA3JIEJI 7: PaGoTa u chXpaHeHue

HOH’I:J'IHPITCJ'IHP[ OITaCHOCTH II0 BpEME Ha 06pa60TI<a . )_Ia HE CC€ u3Jjiarat 6pCMCHHHTC KCHH WM KbpMAYKHUTE.

IIpenna3Hu Mepku 3a Oe3omacHa padbora : Jla ce u30srBa BesIKakBa U3JHIIHA eKCIO3HIMs. [{a ce ocurypu 1o6po npoBeTpsiBaHe Ha pabOTHOTO
MACTO.

XUTUEHHU MEPKH : Jla He ce sie, M€ WM ITyIIH NI yroTpeba Ha npoxykra. Jla He ce u3Hacs 3aMbpPCEHO PabOTHO

00JICKIIO U3BBH pa60THOT0 TIOMELICHUE. ,Z[a C€ UBMMUAT PBUETE NIPEAU ITOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA paﬁoTaTa.
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Sertraline for system suitability

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

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

VYcnoBus 3a chXpaHsBaHe . /Jla ce cpxpansiBa Ha 100pe nMpoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . Jla ce chXxpaHsiBa B OpUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa A0NMBIHUTEIHA m—[(bopMaum

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPEANAa3HHU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA P[H(‘bOpMaI.II/IH

8.2. KoHTpo.1 Ha eKCo3uIHUATA

HO)]XO)]ﬂH.l HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 10o6po mpoBeTpsiBaHe Ha paboTHOTO MsIcTO0. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTe/IHA BEHTHIAINS, TaKa M BEHTUIALHS Ha 00LIOTO
nomerenue. C Matepuana TpsOBa a ce paboTH o1 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JIMYHH Npena3sHy cpeacTBa

3amMTa HA 0YMTE M JULETO

3amura Ha ouMTe:

Jla ce HocsIT peanazHu ounta. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopua npecrtisika. (EN 13034)

3ammuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBY Npeana3Hu pprasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 06pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st . He e HannuHo
BobHIeH Bung . Ilpax.

Mupuc : He e nanuuno
I'panunara Ha Mupuca : He e nanuuno
Touxa Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha kuneHe : He e nanuuno
3amanuMocT : He e manmuuno
JlonmHa rpaHHIia Ha eKCIIO3UBHOCT : He e npuoxxumo
T'opHa rpanuIa Ha €KCIIIO3UBHOCT : He e npunoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxxumo
Temmnepatypa Ha paznaraHe : He e HannuHo
pH : He e HannuHo
pH pastBop : He e HannuHo
Bucko3uter, KuHEMaTuueH : He e npunoxumo
PastBOopuMOCT : Boma: 1-10g/1
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Sertraline for system suitability

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Koedunuent na pasnpeneneHue: n-oxranon/soaa (Log
Kow)

Hansrane Ha napure

Hansirane na napute npu 50°C

IInsTHOCT

OTHOCHTENHA ITBTHOCT
OtHocuTeNHa ITBTHOCT Ha mapute npu 20°C
Pa3mep Ha yacTunure

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

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

Hswma Hamuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/UI

Hsima Hanu4Ha TONBIHUTENHA HHOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

PA3JEJ 11:

Octpa TOKCHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BMILBAHE)

KCHKOJIOIr'M4YHa HHq)OpMaHHﬂ

He e nannuHo

He e nannuno
He e nannuno
He e nannuno
He e nannuno
He e npunoxumo
He e nannuHo

Bpexen npu normbiiane.
He ce xnacudunupa (Jlumncsar qaHam)
He ce xnacudunupa (Jluncsar q1aHau)

Sertraline hydrochloride (79559-97-0)

LD50 opanHo mex

1327 mg/kg

KoposusHoct/apa3HeHe Ha KoxkaTa
Cepno3HO yBpesk/[aHe Ha OUHTE/IpasHEHEe Ha OUNTe
CeHcnbunm3anys Ha JUXaTeHATE IBTHINA WK KOXKaTa

MyTareHHOCT Ha 3apOJULIHUTE KIETKU

Kanneporensoct

TOKCHYHOCT 33 peNpOIyKLHATA

CTOO (cnenn@uyHa TOKCHYHOCT 32 OIPEIEICHA
OpraHu) — eIHOKpATHA EKCIIO3HLIUS

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPEIETCHI
OpraHN) — IOBTapsIIa CE EKCIIO3ULIHS

OmnacHOCT NP BAUIIIBAaHE

He ce knacuduuupa (Jlumncar q1aHam)

He ce xnacudunmpa (Jluncsar qaHHu)

He ce xnacudunupa (Jluncsar naHam)

He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JAHHU HE Ca U3IBIHEHU KPUTEPUHTE 3a
KJIacuuypane)

He ce knacu¢urmpa (Bb3 ocHOBa Ha HATHYHUTE JaHHU HE Ca U3ITBIHCHH KPUTEPHUTE 3a
KIacupHIEpaHe)

Tlpenamnonara ce, ye yBpexaa miosa.

He ce xnacudunupa (Jluncsar naHam)

He ce xnacudunupa (Jluncsar nanam)

He ce xnacugunupa (TexHrnyecka HEBB3MOXHOCT 3 TOJTy4aBaHE Ha TAaHHH)
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Sertraline for system suitability

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 12: ExojioruuHa uH@opmanus

OrnacHo 3a BOJ(HATa Cpejia, KpaTKocpouHa (0cTpa) . CHJIHO TOKCHYEH 3a BOJAHHTE OPraHU3MHU.
OrnacHo 3a BOJIHATA CPefia, ABIrOCPOUHA (XPOHHYHA) : CHJIHO TOKCHYEH 3a BOJAHHTE OPraHU3MH, C ABJITOTPacH eeKT.
Sertraline hydrochloride (79559-97-0)
LC50 - Pubu [1] >0.1-<1mgl
EC50 - Pakoo6pasuu [1] >0.1-<1mg/l
ErC50 Bomopacnu >0.1 -<1mg/l
NOEC xponnuna putu >0.01 mg/l
NOEC xponnuna pakooOpa3Hu >0.01 mg/1
NOEC xponuyHa Bogopaciu >0.01 mg/l

Sertraline hydrochloride (79559-97-0)

YcToiuuBoCT U pa3srpaguMocT He ce pasrpaxna 6bp30

Hsma nanwyna qonbiHUTENHA HHPOPMAIIUSL

Hsima Hanu4Ha qOMBIHUTENHA HHOOpMATIHS

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

PA3IEJI 13: O0e3BpeskaaHe HA OTHAABLUUTE

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 14: Undopmauusi 0THOCHO TPAHCIIOPTUPAHETO

B cporBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnmucbka Ha OOH nian naenTuduKanuoHeH HoMep

UN 3077 UN 3077 UN 3077
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Sertraline for system suitability

I/IH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.2. Touno HauMeHOBaHHUe HA IPaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, H.Y K.

ENVIRONMENTALLY HAZARDOUS
SUBSTANCE, SOLID, N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS

SUBSTANCE, SOLID, N.O.S., 9, IlI, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,

solid, n.o.s., 9, III

14.3. Kiiac(oBe) Ha onacHOCT NPHU TPaHCIOPTHPaHe

14.4. OnakoBb4Ha rpyna

111

1

111

14.5. OnacHocTH 32 0KOJIHATA cpelia

OmacHo 3a okonHara cpexaa: la

OmnacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeunten: Jla
EmS-Ne (TToxxap): F-A
EmS-Ne (Paznus): S-F

OmacHo 3a okonHata cpeaa: la

HsiMa mompiHuTeIHA HaNHYHA HHQOPMALHS

14.6. Cnenma,THu npeana3Hu MePKH 3a MOTPedUTeINTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Crniennanuu pasnopenou (ADR)

Orpannuenu konmuectsa (ADR)

Wzkimouenu konmuectBa (ADR)

OnakoBbuHU uHCTpyKLIUK (ADR)

CrienaiHu onakoBbYHH pasnopendu (ADR)

Cwmecenu onakoBku (ADR)

VIHCTpyKIHH 32 IPEHOCHUMH LIUCTEPHU U KOHTEHHEepH 3a
HacunHu ToBapu (ADR)

CnenyanHu pa3nopeoy OTHOCHO IPEHOCUMH LIUCTEPHU
1 KOHTelfHepy 3a HacurHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPECTBO 3a MPEBO3 B UCTEPHH
TpancnoprHa kareropus (ADR)

Crenuaniu pasnopenou 3a npesosa - Onakosku (ADR)
Crienanau pasnopenou 3a npeso3 - Hacumso
cberosiHue (ADR)

CrienaHu pasnopeaou 3a IpeBo3 - TOBapeHe,
pasroBapBane 1 06paboTka (ADR)
Vnentudukannoner Homep 3a onacHoct (Kemuep No.)
OpamxeBHu Tabenn

Kon 3a TyHennu orpanudenus (ADR)

TpancnopT 1o mope
Crniennanuu pasnopenou (IMDG)
Orpannyenu konudectsa (IMDG)

M7

. 274,335,375, 601
. Skg

. El
: P002, IBCOS, LP02, ROO1
. PP12,B3

: MP10

. Tl1, BKI, BK2, BK3

. TP33

. SGAV, LGBV
. AT
03

: VI3

. VCI, vC2
: CVI3

;90

90
3077

1 274,335, 966, 967, 969
Skg
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Sertraline for system suitability

HudopmarmoneH aucT 3a 6€300acHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

W3kimrouenu konmyecta (IMDG) El
Onakobunu uHcTpykuuu (IMDG) LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) PP12

IBC onakopwsunu uncrpykuuu (IMDG) IBCO8

IBC cneunanuu pasnopendou (IMDG) B3

Wucrpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo nucrepuu (IMDG)

BK1, BK2, BK3, T1
TP33

A

Kareropus na toBapene ( IMDG)

Critagupane u o6pabotka (IMDG) SW23
Bb3ayuied Tpancnopr

PCA Uskmrouenu konuuecta (IATA) El
PCA OrpaHuueHu KoJMuecTBa MbTHUYECKH CaMOJIET U Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO 30kgG
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuny 3a OnakoBaHe IbTHUYECKH CaMOJIET U 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camoutet u kapro (IATA)

WHerpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcuMaaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crienmanuu pasnopendu (IATA) 1 A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. Cuienuynm 32 BEMIECTBOTO HJIH CMECTA HOPMATHBHA Ypea0a/3aKOHO0AATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YcioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuinoxenue XIV (Cnucbk Ha BellecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT OTHOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusI cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ aBoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ACHHOCT M TpaH3UTA Ha U3JEIIHs U TEXHOIOTHH C JBOWHHA yrnoTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemmecTBo(a), BKIIIOYEHO(M) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa 1 ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKOoTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30MaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATENTHA HHQOpMALHS
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Sertraline for system suitability

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

JIEJI 16: /Ipyra nadopmanus

I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoOCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4

Aquatic Acute 1 OmnacHo 3a BoJIHaTa cpejia — 0CTpa OMACHOCT, Kareropus |
Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYIHA OIIACHOCT, KaTeropus 1
H302 Bpenen npu nornsiuaxe.

H361d IIpenmnonara ce, 4e yBpexaa mioaa.

H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.
Repr. 2 Toxcuuanoct 3a penpoxaykiusra, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, Chabpkaiia ce B To3u MHGOpMaIMOHEH JIMCT 3a 0€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXIHU. Berpeku ToBa, HHGOpMaIuUATa ce IpeaocTaBs 0e3 HUKAaKBa TapaHIns, H3pUYHA HIN [I0Apa30upama ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHATA WIII
MeTozauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wi 00e3BpexkJaHe Ha IPOAyKTa ca H3BBH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrneTeHTHoCT. [Topanu
Ta3W U JPYTU OPHUYMHY, HHE He II0eMaMe OTTOBOPHOCT ¥ H3PHYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IEeTH MM Pa3XOJH, IPOU3THYAIIN OT WIH CBBP3aHI
110 HAKAKBB HAUUH ¢ paboTaTa, CbXpaHEHUEeTo, yHoTpedaTa Wi 00e3BpexkIaHeTo Ha IpoaykTa. To3u Mudopmannonen ucT 3a 6e301aCHOCT € U3TOTBEH U TPSIOBa
J1a ce U3I0I3BA CaMo 3a TO3H IPOIYKT. AKO IPOLYKTHT CE U3IIOI3BA KATO CHCTAaBKA HA APYTH IPOIYKTH, HaMUIHaTa HH(GOpMaNus OH MOTJIa Ja Ce OKaXe
HenpmiokuMa. Ta3u nHdopMals ce 0OCHOBaBa Ha HAIIMTE TEKyIIH IIO3HAHNS H ¢ IIpeAHa3HadeHa 1a 1aJ¢ OMICaHIe Ha IPOLyKTa caMo 3a LEeINUTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa H OKOIHATA cpera. [lopaau ToBa, TS He TPsIOBa [Ja ce THIKYBa KaTO FapaHIIHs 32 CBOHCTBATA HA MPOMYKTA.
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