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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 : Trazodone hydrochloride
XHUMHYECKO HANMEHOBAHHUE : Trazodone hydrochloride
EO Ne 1 246-855-5

CAS Ne 1 25332-39-2

Kon Ha npoxykra : 202000372

1.2. UneHTHUIMPAHH BUI0OBE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTPeda, KOMTO He ce
NpenopbLYBaT

Hpentndunupann ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH H3NUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTopus Ha ynoTpeda : JIabopaTOpHU XUMUKAIN

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpe6a

1.3. IlogpoOHM JaHHM 32 JOCTABYMKA HA HHPOPMALMOHHHUS JIHCT 32 6€30aCHOCT
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7, Allée Kastner, CS30026
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France

T +33(0)388412035, F +33(0)388412771
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3IEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Kanneporennoct, Kateropus 2 H351
3a meanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a OacHOCT: BXK. pasjen 16

HeﬁnaronpnﬂTHu (l)l/[3l/lKOXPlMH'{Hl/l eq)eKT]/I H Heﬁnaronpuﬂnm e(beKTl/l 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Bpenen npu nornsiane. IIpeanonara ce, ye npuunHsABa pak.
2.2. EneMeHTH Ha eTHKETa

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norisliase.

H351 - IIpeamnornara ce, 4e IPUYHHSIBA PaK.

31/07/2024 (data Ha pepakuusra) BG (6barapckn) 1/9


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

Trazodone hydrochloride

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

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He uznon3BaiiTe npeay Aa CTe MpoYeau U pa3dpaii BCHYKH NPeIa3Hu MEPKH 32
0e30MacHOCT.
P264 - Jla ce u3mue pbLeTe 10 JIAKTUTE U JIMLETO CTAPATENIHO clie]] ynoTpeda.
P270 - [la He ce sine, nmue WK MyIId Opy ynoTpeda Ha MpoayKTa.
P280 - U3mon3Baiite npeAna3Hu PbKaBULK/TPEANA3HO OOICKIO/MPEeANa3Hy OYIIa/Ipeana3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [TPU ITOT'JTBIIAHE: IIpu nepasnonoxenue ce odanere B LIEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa min mpeAnonaracMa eKCrno3unus: I10Tbpcete MeANINHCKH ChBET/IOMOLI.
P330 - M3mnakHere ycrara.
P405 - [la ce cbxpaHsiBa 1oJ KIIroy.
P501 - CbappxaHHETO/ChIBT 1A CE M3XBBPIIH B ITYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUSHNS 32 BHTPEIIHH OMTAKOBKH, KOTaTO ChbPKAHUETO He mpeBumrasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Jlpyra napopmarms : AKTHBHO BemeCTBO (BbB (hapManeBTHYHN HPOJYKTH).
BHuMaHMe - BENECTBO, KOETO BCE OIIE HE € M3IHMTAHO HAIBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Trazodone hydrochloride CAS Ne: 25332-39-2 <100 Acute Tox. 4 (opanna), H302 (ATE=690
EO Ne: 246-855-5 mg/kg TenecHo Terio)
Carc. 2, H351

3a meinnus Teker Ha H- u EUH-nipenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIL

ITepBa oMol - 00IIH MEpKU : BBB BCHUKH Cllydan Ha CbMHEHHUE, WM aKO CHMITOMUTE IIPOABIDKABAT, IOTHPCETE MEANLMHCKA
TIOMOIII.

ITepBa OMOLI IPH BANIIBAHE : U3Benere nMULeTo Ha YHCT BB3/yX M IO IIOCTABETE B O3MINS, yJIeCHsBaIA AuinaneTo. [la ce ocraBu
MOCTpaJalIkis 1a CU mo4yrHe. B ciyuaii Ha npunomasane: [ToThpceTe MEANIIMHCKH ChBET/IOMOIIL.

ITbpBa oMo IPH KOHTAKT € KOXKaTa : Jla ce cBany 3aMBbPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCThK OT KOXKaTa Ja Ce M3MHUE C MEK CalyH
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITbpBa MOMOII TP KOHTAKT C OYHTE : HsmiakueTte ¢ BoJa, KaToO ABPIKUTE OUUTE NIUPOKO OTBOPEHH. [[0ThpceTe MeIUIIMHCKA TTOMOIIL, aKO
6oJKaTa, MUTAHETO WK 3aUePBSIBAHETO TIPOJBIDKAT.

ITbpBa MOMOIIL TIPU MOTITBIIAHE : Usmiaknere ycrara ¢ Boja (caMo ako IOCTpaJalusT ¢ B Ch3HaHKe). Hukora He aBaiiTe HUMLIO 1pe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. HesabaBHo ce obanere B IEHTHP I10 TOKCUKOJIOT USl/Ha
JeKap.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM cJIe]l H3BeCTeH MepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma HanuvHa I0MBJIHUTETHA HHOPMALIUS

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBY HEOT/I05KHH MEAMIMHCKH FPUAKHU H CIIELHATHO JieYeHue

Hsma HannyHa n0mbIHUTENTHA HHOPMALUS
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Trazodone hydrochloride

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

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

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

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

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKAHE

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

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

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

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

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

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

JIOITBJIHUTEIHY ONACHOCTH 110 BpeMe Ha 00padoTKa : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCo3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npy ynotpeba Ha npoaykTa. Jla He ce M3HaCsA 3aMbPCEHO PabOTHO

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

Vcnosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsABa HA I[O6p€ TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsiKa CIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ
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Trazodone hydrochloride

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

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

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

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

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

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

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

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

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
LBsar . He e HanmuHO
BrwHiieH Bug : Os1. GenesHnkaB. KpucraneH mpax.
Mupuc : He e manuuno
I'pannnaTa Ha Mupuca : He e manuuno
Touxa Ha ToneHe 1 222-228°C
Touka Ha 3aMpb3BaHe : He e nanmmuno
Touka Ha KHUIIEHE . He e nannuno
3ananuMocT : He e nanmuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepaTypa . He e npunoxumo
Temmeparypa Ha camo3amnaaBaHe . He e npunoxumo
Temmeparypa Ha pa3narase . He e nanmuuno
pH . He e nanuuno
pH pasrBop : He e nanuuno
Bucko3uteT, KHHEMaTHICH . He e npunoxumo
Pa3tBOpUMOCT : Boma:>1g/l
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute : He e nanuuno
Hansraune Ha napute npu 50°C : He e nanuuno
IImsTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT . He e Hanmuuno
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. /pyra undopmanus

Hsma HanuyHa n0ombIHUTETHA HHOPMAIUS
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Trazodone hydrochloride

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

PA3JEJI 10: CTa0WJIHOCT U PEaKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

1IKOJIOT'MYHA IIHq)OpMaIIHH

OcTtpa TOKCUYHOCT (OpainHa) : Bpenen npu norieiiae.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jluncat nanxm)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)

Trazodone hydrochloride (25332-39-2)

LD50 opanHo mrex 690 mg/kg

KoposusHoct/npasHene Ha Koxara : He ce xnacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHECHU KPUTCPUHTE 3a
KIacu(HIIpaHe)

Cepro3HO yBpesK/jaHe Ha OUHTe/IpasHEeHe Ha OUnuTe . He ce xinacudunupa (Bb3 ocHOBa Ha HAJIMYHUTE JAHHH HE €A U3IIBIHCHNW KPUTEPUUTE 32
KkiIacubHIEpane)

CeHcubuM3anys Ha JUXaTelHUTE MbTUIA WK koxkata  : He ce kiacuduumnpa (B3 0cHOBa Ha HAIMYHNTE JaHHU HE Ca M3IBIHEHH KPUTEPHUHTE 32
KIacupHIIpaHe)

MyTareHHOCT Ha 3apOJUIIHUTE KIETKA : He ce kacudumupa (Bb3 ocHOBa Ha HAJIMYHWUTE JAHHH HE Ca W3IIBIHEHA KPUTEPUHTE 32
KIacu(pHIIpaHe)

Kanrmeporenunocr : Ilpexnomara ce, 4e NIPUYNHABA PaK.

TOKCHYHOCT 3a PENPOAYKIHUATA . He ce xnacudunmpa (Bp3 ocHOBa Ha HATMYHUTE TaHHU HE CA U3ITBIHEHH KPUTEPUHTE 38
KkinacuuIupane)

CTOO (cnenupuyHa TOKCHYHOCT 3a ONPEIEICHI : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JJAHHH HE CA U3IIBIHEHN KPUTEPUHTE 32

OpraHu) — eIHOKpPATHA EKCIIO3ULIUS KIacupHIEpaHe)

CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHN : He ce xnacudunupa (JIunceat nanam)

OpFaHH) — IOBTapsIa C€ €KCIo3uus

OmacHOCT I BAUIIIBAaHE : He ce xnacudunupa (Texaudecka HeBB3MOXKHOCT 3a IIOTyYaBaHE Ha JaHHH)

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

ExoJioruyna nngopmanus

OmacHo 3a BogHaTa cpejia, KpaTKOCPOUHa (0CTpa) . He ce xnacuduuupa (JIuncsar 1aHHm)

OmacHo 3a BogHAaTa cpefia, JbITOCPOUYHA (XPOHUYHA) . He ce xnacuduuupa (JIuncsar 1aHHm)
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Trazodone hydrochloride

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

Trazodone hydrochloride (25332-39-2)

Y CTOHYMBOCT M pasrpajuMoCT | Pasrpaxna ce 65p30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

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

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He e mpunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxxumo He e npunoxumo

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt o Mope
He e npunoxumo
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Trazodone hydrochloride

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

Bb3ayumien Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOIHATa MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: WndopMmanusi OTHOCHO HOPpMAaTHBHATa ypenaoda

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

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

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

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

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xaHannar-BemecTsa

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

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiiameHT 3a u3enusTa c aBoiiHa ynorpeoa (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe peskuM Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKkepcKkaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOHA yrnoTpeda.

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

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

Per;1aMeHT 0THOCHO MpeKypCOpHTe Ha HAapKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/ieNICHH BEIECTBA, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

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

Hsma HannyHa nombIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra ungopmanus

Nuanxanus 3a npoMeHn
Paznen IIpomeHeHn eneMeHT KomenTapu
3aMeHs BepcHsATa OT Jlob6aBeHo
Jata Ha pemaxknusiTa Jlo6aBeno
Jlata Ha u3naBane IIpomeneno
1.1 EO Ne Jlo6aBeno
1.1 CAS Ne Jlo6aBeHo
1.1 HaumenoBanue IIpomeneno
1.2 OrpanuueHus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BeIecTBOTO/CMeCTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeba IIpemaxuarto
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Trazodone hydrochloride

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
2.1 Heb6naronpusithu QU3HKOXUMHUYHH e(DEKTH 1 IIpomeneno
HeOIaronpusITHY e()eKTH 3a 3APABETO HA YOBEKA U
OKOJIHATa cpejia
2.3 Jpyra unpopmanus JobaBeHo
4.1 II'ppBa oMol npu NOrITbIAHE JobaBeHo
4.1 IIppBa nomo1 npu BIUIIBAHE JobaBeHo
4.1 [TppBa nomouy - 00IIM MEpPKU Jlob6aBeHo
4.1 IIppBa noMoILL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIbpBa mOMOIL TP KOHTAKT C O4UTE IIpomeneno
5.1 Henoxxonsuy noxaporacuTenHu CPEACTBA Jlo6aBeHo
5.1 TToaxozasiiy nokaporacUTENHU CPECTBA IIpomeneno
5.2 OnacHY NPOAYKTH Ha paslajiaHe B cilyyaid Ha Jlob6aBeHo
oxap
52 OmnacHOCT OT noXap ITpemaxunato
5.2 PeaxTuBHOCT B cityuaii Ha 1oxap IIpemaxnaro
53 3amuTa Ipy raceHe Ha IoXKap Jlo6aBeno
53 MucTtpyxuuu 3a racene Ha MoXxapu IIpomeneno
6.1 3aluTHU cpecTBa Jlo6aBeHo
6.1 OO0y Mepku Jlo6aBeno
6.1 ABapuiinu raHoBe IIpomeneno
6.2 IIpeanasHu Mepku 3a ona3BaHe Ha OKoyHaTa cpea | JlobaBeHo
6.3 3a 3agbpikaHe Jlo6aBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeno
6.4 Tlo3oBaBaHe Ha apyru paznen (8, 13) JobaBeHo
7.1 JIOIbJIHUTEITHY ONTACHOCTH T10 BPEME Ha Jlo6aBeno
obpaboTka
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa Jlo6aBeno
7.1 XUTHEeHHU MEPKH Jlob6aBeHo
7.2 OnakoBbYHU MaTepUaIl JlobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.3 CreuuduyH KpaiHu yrnoTpeou IIpemaxuato
8.2 3amuTa Ha ouuTe Jlo6aBeHo
8.2 3amuTa Ha AUXATEITHUTE IIBTUILA JlobaBeHo
8.2 3amura Ha phIeTe IIpomeneno
8.2 Tloaxoasi HHKEHEPEH KOHTPOJT IIpomeneno
8.2 3aluTa Ha Ko)KaTa U TSUIOTO IIpomeneno
10.1 Peakimonna criocoOHOCT IIpemaxnaro
10.3 BB3MOXKHOCT 32 OIIaCHH PEAKIMU ITpemaxnato
10.5 HecwsBmecTumu Matepuanu IIpemaxnarto
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Trazodone hydrochloride

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
10.6 OmnacHy IPOIYKTH HA pa3lafaHe IIpemaxuato
11.1 ATE CLP (opanna) IIpomeneno

II'bnen Texer na H- u EUH-npegynpesxaeHusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opaina), Kareropus 4
Carc. 2 Kanneporennoct, Kateropus 2

H302 Bpenen npu norneinane.

H351 IIpennonara ce, ye NpUUNHABA PAK.

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MH)opMaoneH JucT 3a 6€30MacHOCT, € MOIy4eHa OT H3TOYHHIIN, KOUTO CMSTaMe 3a
HaJeKIHHU. Bbopeku ToBa, HHpopMaIMsITa ce IPeA0CcTaBs 0e3 HUKAKBa rapaHIus, N3pHYHA WK [0/pa30upalia ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHATA WX
MeToauTe 3a paboTa, ChbXpaHeHHe, yrnoTpeba 1k 00e3BperxkIaHe Ha MPOLYKTa Ca W3BBH HAIIIHs KOHTPOJI X MOJKE [ja ca M3BBH HalllaTa KOMIIETCHTHOCT. [lopagu
Tasu U APYTU OPUYHHU, HUE HE TIOEMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PAa3XO/IH, IPOU3TUYALIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, ChXPAHCHHETO, yIoTpeOaTa Hin 00e3BpexIaHeTo Ha mpoaykta. To3n MH]opmarmoHneH anct 3a 6€30MacHOCT € H3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO MPOIYKTHT CE U3MON3BA KaTO ChCTABKa Ha APYTH MPOLYKTH, HAJTNYHATa MH(OpPMALHs O1 MOTJIa /ia ce OKake
Henpuiokuma. Ta3u HHpopMaIMst ce OCHOBaBa Ha HAIIMTE TEKYI[HM MO3HAHNS U € NPEAHA3HAYCHA JIa []ajie ONMCAHKE Ha MPOYKTa CaMo 3a LEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOIHATa cpena. [lopamau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 33 CBOMCTBATA HA MPOMYKTA.
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