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PA3JEJI 1: UnenTudgukanus HA BeLIeCTBOTO/CMeCTA U HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO : Sulpiride impurity A

XHUMHYECKO HANMEHOBaHHUE . [(2RS)-1-Ethylpyrrolidin-2-ylJmethanamine
EO Ne 1 247-466-3

CAS Ne 1 26116-12-1

Kon Ha npoxykra 1202300243

CuHOHMMH : 2-(Aminomethyl)-1-ethylpyrrolidine

1.2. UneHTH(UIMPAHH BU/I0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYeCKH M3IUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

DyHKIMS WK KaTeTOpys Ha ynoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOMTO He ce MPenopbLYBaT

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

1.3. [logpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€301aCHOCT

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 CIYYaH

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

PA3JIEJI 2: Onucanue HAa ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

3ananumu teunocty, Kareropus 3 H226
Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OPraH! — €HOKPaTHa H335

excriozunus, Kareropus 3, npasHeHe Ha JUXaTEIHUTE IBTHIIA
3a mbanus TexcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

[penn3BukBa cepro3HO ApasHeHe Ha ounTe. [Ipean3BuKBa qpa3sHeHe Ha Koxarta. Moxe Ja Npeau3BUKa Jpa3sHEeHe Ha AUXATEIHUTE IbTUILA. 3aaTuMHU TEYHOCT U
napu.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)
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Sulpiride impurity A

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Curnanna gyma (CLP)

Mpenynpexnenus 3a onacHoct (CLP)

Ipenopbku 3a 6e3omacuoct (CLP)

GHS02 GHSO07
Buumanue

H226 - 3ananumu T€4HOCT ¥ HapH.

H315 - [Ipean3BukBa apa3sHeHe Ha KOXKaTa.

H319 - [Ipean3BuKBa CepHO3HO Jpa3HEHE Ha OYMTE.

H335 - Moxe 1a mpeAn3BUKa Apa3HEHE Ha TUXATEIHUTE IbTHIIA.

P210 - [la ce ma3u OT TOIUIMHA, HATOPEIIEHH TTOBBPXHOCTH, HCKPH, OTKPUT IUIAMbK U APYTU
M3TOYHMIM HA 3amajBaHe. TIOTIOHOMYIICHETO 3a0paHeHo.

P233 - CbabT 1a ce chXpaHsiBa INIBTHO 3aTBOPEH.

P240 - 3a3emsiBaHEe M €KBHUIIOTCHIMAIHA BPB3Ka HA ChJIa U IPUEMATETHOTO YCTPOMCTBO.

P241 - U3non3Baiite e1eKTpUIecKO/IPOBETPSBAILIO/OCBETUTEIHO 000pyABaHe, 00€30MaceHo cpemry
EKCIIIO3HSL.

P261 - U36srBaiite BAUIIBaHE Ha pax/MyIek/ra3/IuM/H3mapeHns/aepo30Iu.

P264 - Jla ce u3mue phleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.

P271 - Jla ce n3non3Ba caMo Ha OTKPUTO MJIM Ha 100pe MPOBETPUBO MSACTO.

P280 - U3non3Baiite npeAna3Hu pbKaBULM/TIPEANA3HO 0OIEKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMLe/TPEANa3HU CPEACTBA 32 3aIlUTa Ha CIIyXa.

P302+P352 - [TPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.

P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIECHsBAIIA AULIAHETO.

P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO € BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIM, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
IpoabinKeTe ¢ N3MIIAKBaHETO.

P312 - Ilpu Hepasnonoxxenue ce obanere B IEHTBP 10 TOKCUKOJIOI'US nnu Ha nekap.

P321 - Cnenuanu3supano je4eHue (BxK. JOMbIHUTEIHA HHCTPYKLUS 32 I'bPBa [IOMOIIL HAa TO3H
€THUKET).

P332+P313 - Ilpu mosiBa Ha KOXkKHO apasHene: [loTbpcere MeUIMHCKH CHBET/TIOMOIL.

P337+P313 - Ilpu nmpoaB/DKUTEIHO ApasHeHe Ha ounte: [loTbpcere MeJUIIMHCKU ChBET/TIOMOIL.
P362+P364 - CBanere 3aMbpCEHOTO 00JICKIIO M TO M3IEpeTe MPe/IH MOBTOPHA yIoTpeba.
P370+P378 - [Ipu noxap: U3non3Baiite cpeacTsa, pa3iiMuHu OT BOJA, 3a 12 3aracute.

P403+P233 - Jla ce chxpansiBa Ha 100pe MPOBETPHUBO MACTO. CHABT J1a Ce ChXpaHsBa IUITHO
3aTBOPCH.

P403+P235 - Jla ce chxpansiBa Ha 100pe IPOBETPHBO MsCTO. Jla ce ChXpaHsiBa Ha XJIaIHO.

P405 - [la ce cbxpaHsiBa 110 KJIr04.

P501 - CbabpixaHHETO/ChIBT J1a CC U3XBBPJIH B ITYHKT 33 ChOMPaHEe Ha OMACHU MU CIICLUATHI
OTHajbIH, B ChOTBETCTBHE C MECTHHTE, PETHOHAITHH, HALIMOHAITHY H/MIIN MEXTyHapOIHU
pasnopenou.

ETmceTupaHe B chOTBeTCTBHE C: M3K/II0ueHus 3a BBTPEIIHH ONIAKOBKH, KOTaTO CbABPKAHUETO HE IIPpeBUIIaBa 10 ml.

He ce n3uckBa eTuKeTHpPaHe
2.3. /Ipyru onacHocTH

Jlpyra undopmarus

Buumanue - BCIIECTBO, KOCTO BCC OLIC HE € M3IUTAHO HAIIBJIHO.

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHTE

3.1. BemecrBa

HaumenoBanue HUnentudurarop Ha % Knacudukanus B CbOTBeTCTBHE C
MPOAYKTa Pernament (EOQ) Ne 1272/2008 [CLP]
[(2RS)-1-Ethylpyrrolidin-2-ylJmethanamine CAS Ne: 26116-12-1 <100 Flam. Liq. 3, H226
EO Ne: 247-466-3 Skin Irrit. 2, H315

Eye Irrit. 2, H319
STOT SE 3, H335

3a meinus Teker Ha H- 1 EUH-nipenynpexaeHusta 3a onacHOCT: BX. paszjen 16
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Sulpiride impurity A

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

JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOLI

IIbpBa nomoii - 001K MEPKU : B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM aKO CUMIITOMUTE TPOIBIDKABAT, IOThPCETE MEAUIIMHCKA
TOMOIIL.
IIppBa oMol Mpu BIUILIBAHE : H3Besere nMLETO HA YUCT BB3/YX U IO MIOCTABETE B MO3MLIMU, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaJaiys aa Cu movnne. B ciydaii Ha npuiomasane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

ITbpBa oMol IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMbPCEHOTO OOJICKIIO U U3IIOKEHUAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIEJ] TOBA Ce M3IIAKHE C TOIUIAa BOJA. AKO JPAa3HEHETO Ha KOXKaTa MPO/IbIDKABa, 1a ce
HaIpaBK KOHCYJITALUS C JIeKap.

ITspBa oMo IPK KOHTAKT C OYUTE : MsmniakHete He3a0aBHO M CTAPATEIHO € BOAA, KAaTO JIBP)KHUTE KICMAuuTe MIHPOKO OTBOPECHH (B
HPObIDKEHNE Ha OHE 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIIHU, aKO MMA TAKMBA U JIOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipogbmkere ¢ u3miakBaneto. ITorbpceTe MeUIMHCKA TOMOIL, aKo OOJIKaTa,
MMTaHETO WIIM 3a4EPBSIBAHETO MPOJIBIDKAT.

ITspBa oMo IPH MOTTBIIAHE : Msnnakuere ycraTa ¢ Boa (caMo aKo IOCTpaJanusT € B Ch3HaHKe). Hukora He aBaiiTe HUIIO Tpe3
ycTaTa Ha 4OBeK B Oe3ch3HaHue. He3abaBHO MoThpceTe MEAHIMHCKH ChBET/IIOMOLIL.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKT]/l

CI/IMHTOMI/I/CQ)CKTI/I CJIe] BAUIIBAHE : Moxe na Npeau3BUKa IpasHEHE HA JUXATCIIHUTE IIbTHIA.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C KOXKaTa : HpeZ[HSBI/[KBa JIpa3HCHE Ha KoXKaTa.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHO3HO APAa3sHEHE Ha OYHUTE. 3a'{epB$[BaHH${, Gouika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH T'PUKHA U CICLIMATHO JIeYeHue

Hsima Hanmanaa JOITBJIHUTEITHA I/[H(bOpMaI_IPI}I

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

TToaXOISIIIH TT0KAPOTACHTEIIHU CPE/CTBA : Jla ce u3mon3Bat cpecTsa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEACTBO. BhIiepoeH AHOKCHA.
Bogen crpeii. Cyx npax. Ozesiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy mokaporacuTeNIHA CPeCTBA : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIM CMECTa

Omnacau IPOOYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oXxap : HemwmrOTO TOpCHE 0013060>K,ua3a OITIaCC€H BBIJICPOJICH OKHC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHU
razoBe. Bp3MOXKHO € OTAENSIHETO Ha TOKCHYHU HU3IIapCHUA.

5.3. CbBerH 32 NOKAPHUKApHUTE

WHCTpyKUHUH 3a TaceHe Ha M0XKapU : Jla He ce IOIycKa M3MoJ3BaHaTa B 6opbara ¢ moxapa Bojia 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha mnoxap . /Jla He ce npennpuema HaMmeca 0e3 MOAXOSIIO 3aUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPAIL]
amapar 3a AuxaresHa 3anmTa. [IbiHa 3amura Ha TSI0TO.

PA3JIEJI 6: Mepku npu aBapMiiHO H3IyCKaHe

6.1. JInyHH MpeANa3sHA MEPKH, PEANAa3HH CPEACTBA U MPOLEAYPH NPHU CHENIHA CJIyYan
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H JIPEXHTE.

3a nepcoHaJi, KOITO He O0TroBaps 3a CHEelIHHU CJaydYan

ABapwuifHu TI1aHOBE : Jla ce oTCTpaHHu HEHY>KHUS IIEPCOHAIL.

3a JIMIATAa, OTTOBOPHHU 32 CIICHIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AMTHO 06opyABaHe. 3a moBede HHdopMarus,
BrokTe paszaen §: "KoHTpon Ha ekcro3uimsITa/ MMYHU MpeIna3Hu cpeactsa’.

6.2. l'[pezmasml MEPKH 32 Olla3BaHE HA OKOJIHATA cpeaa

)_'[a ce u3bsrea HU3IIyCKaHE B OKOJIHATa cperaa. HpCZ[OTBpaTCTC HaBJIM3aHETO B KaHAJIM3alUsATa U B OﬁH.IeCTBeHI/ITC BOOH.
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Sulpiride impurity A

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

6.3. MeToan u MaTepuaJIy 32 OrpPAaHUYABAHE H MOYHCTBAHE

3a 3a1bpKaHe : TlonmiiTe ¢ HHEPTEH MATEPHAI U IIOCTABETE B MOAXO/SII KOHTEHHED 3a 00e3BpexkJaHe Ha OTIAABLIH.
MeTtoau 3a MOYMUCTBaHE : Tlouncrere 3aMbpCeHNUTE OBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ MOMIITA HA IETEPIeHT.

6.4. Tlo3oBaBaHe HA APYTH pa3esn

Bwkre Pasnen 13 otHocHO HHpOpManust 32 00e3BpeKIaHe Ha OTIAbLUTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

7.1. Ilpeana3Hu MepkH 3a 0e3omacHa padora

IMpennasun Mepkw 3a 6e3omacHa padoTa : Jla ce n304rBa BCAKAaKBA M3IMIITHA eKCIIo3uLus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XWTHEHHN MEPKH : Jla He ce sze, mue WM Imymm npu ynotpeba Ha npoaykTa. la He ce H3HAcsA 3aMBPCEHO PabOTHO

00JICKIIO H3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKIIIOYBAHE HA paﬁoTaTa.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsiBaHe, BKIKNYUTEJITHO HECbBMECTUMOCTH

VYcmoBus 3a CbXpaHsIBaHE : )Ia C€ ChXpaHsABa Ha I[O6p€ MIPOBETPUBO MSCTO. CT:)I[T)T Jla €€ ChXpaHsBa IJIBTHO 3aTBOPEH. )Ia ce
T1a3u OT TOIJIMHA U IIpsIKa CIbHYEBA CBETIIMHA.
OrnakoBbYHU Marepuain : )Ia C€ ChbXpaHsBa B OPUTHHAIIHUTE KOHTeﬁHepH.

7.3. Cneuudpuyna(u) kpaiina(u) ynorpeda(u)

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

PA3IEJI 8: KoHTpoJ1 Ha eKCIO3MIMSATA/JIMYHH MPEINAa3Hu CPecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsma HannvHa I0MBIHUTETHA HHOPMAIUS

8.2. KonTpoJ Ha eKcno3UIUsATA

IMoaxoas HH:KeHepeH KOHTPOJI

Ioaxoasiy MHKEHEPEH KOHTPOJI:
Jla ce ocurypu 106po npoBeTpsiBaHe Ha pabOTHOTO MsicTo. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMyKaTeTHAa BEHTUIIAIMS, TaKa U BEHTHJIALKS Ha 00II0TO
nomemenne. C Marepnana Tps6Ba ja ce paboTH 1101 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HA 0YHTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanaszuu ounia. [Ipeanasuu ounna cbe crpannyHa 3amuta. (EN 166)
3ammTa Ha KoKaTa

3ammTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH TIOAXOAIIO TIpea3Ho 00ekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amuTa Ha phLeTe:
Jla ce HOCSIT MOAXOMAIIM PhKaBHUIM. XUMHYCCKH YCTOMYUBH TIpena3Hu pprasuii. (EN 374)

3amura Ha JAUXATCJIHUTE MbTHINA

3amuTa Ha AMXaTeJHATE IMBTHINA:
B ciyuaii Ha eKCIO3HIMS HAa MBIJIA, CIIpel win aepo3ounu: Anapart 3a aumane ¢ Gpuitbp (P3). [Ipu puck oT 06pa3yBaHeTO Ha MPEKAICHO KOIHYECTBO H3MAPEHHUS
J1a ce HOCH aieKBaTHA MacKa .
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Sulpiride impurity A

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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHH CBOMCTBA

ArperaTtHo ChCTOSIHHE : Teunoct
st . He e nanuuno
Mornekynna maca : 128,2 g/mol
Mupuc : He e Hanu4HO
I'panunara Ha mupuca : He e HanuuHO
Touka Ha ToreHe : He e Hanu4HO
Touka Ha 3aMpb3BaHe : He e HanuyHO
Touka Ha KUIIeHe : =60°C
3ananumMocT : 3amajJuMu TEYHOCT H TapH.
JlonHa rpaHuIa Ha €KCIIO3UBHOCT : He e Hannuno
l'opHa rpaHHMIia Ha EKCIUIO3UBHOCT : He e nanuuno
[Inamua temneparypa 1 56°C
Temmneparypa Ha camo3amnajiBaHe . He e nanuuno
Temmeparypa Ha pa3iaraHe . He e nanuuno
pH : He e Hannuno
Buckosuter, kuHeMaTHYeH : He e nanuuno
PazrBopumoct : He e Hannuno
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log  : He e nanmudno
Kow)

Hausirane Ha napure : He e Hannuno
Hansrane Ha napure npu 50°C : He e Hannuno
ITeTHOCT . He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e Hanuuno
XapaKkTepuCTHKH Ha YaCTHIUTE . He e npunoxumo

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

PA3JIEJI 10: CTaGMIHOCT U PEAKTUBHOCT

3armajuMu TEYHOCT U apu.

Hsima Hanu4Ha TOMBIHUTENHA HHOOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHOOPMAIIHS

Hsma HanuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZONBIHUTENHA HHPOPMALIUS

Hsima HanmMuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

Ocrpa TOKCHYHOCT (OpaiHa) : He ce xnacu¢umpa (JIunceat nanau)
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Sulpiride impurity A

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

OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsar 1aHH#)

OcTpa TOKCUYHOCT (BIMILIBAHE) . He ce xnacudunupa (Jlumncsar naHHm)
KoposuBHOCT/Ipa3HEeHe Ha KOKaTa . Ilpenu3BukBa Jpa3HeHe Ha KoXara.

Cepno3HO yBpesk/laHe Ha OUHTE/IpasHEHEe Ha OUNTe : Ilpenu3BHKBa cepruoO3HO JIpa3HEHE HA OUYHTE.
Cencubunysanys Ha IUXaTeHUTE MbTUINA WK koxkata  : He ce kimacuduumpa (JIuncsar nannam)

MyTareHHOCT Ha 3apOJUIIHUTE KIETKU : He ce xnacudunupa (Jluncat nanxm)

Kanneporennoct . He ce xnacudunupa (Jlunceat gaHH")

TOKCHYHOCT 3a peNpOAyKIHATa : He ce xnmacudunmpa (JIuncpar jaHHmN)

CTOO (crnenn¢uvHa TOKCHYHOCT 3a ONpPEETeHI : Moske &1a Ipeqiu3BHKa JpasHEHE HA IUXATEITHATE TBTHINA.

OpraHu) — €JHOKpPaTHA eKCIIO3ULIHS
CTOO (cnenuguyHa TOKCHYHOCT 32 OIPEIeIeHU : He ce xnacudunupa (JIunceat nanHam)
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT NI BAUIIBaHE . He ce xnacuduuupa (JIuncsat 1aHHm)

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

A3IEJI 12: ExoJioruuna nangopmanus
OmnacHo 3a BOJ(HATa Cpejia, KpaTKocpouHa (0cTpa) . He ce knacudunupa (JIuncsar nanuu)
OmnacHo 3a BoJHAaTa cpejia, IbIrocpoyHa (XpoHHYHA) : He ce knacu¢umpa (Jlunceat nanxu)

[(2RS)-1-Ethylpyrrolidin-2-yljmethanamine (26116-12-1)

YceToWdMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

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

Hsama Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/ISI

PA3JIEJI 13: OGe3Bpexaane Ha OTHAABI

Hsima Hanu4Ha TOMBIHUTENHA HHQOpMALHS

B cvotBercTBre ¢ ADR / IMDG / IATA
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Sulpiride impurity A

WNudopmanroHeH JIucT 3a 6€30MacHOCT

B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, n3menen

¢ Pernament (EC) 2020/878

UN 1993 ‘

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH mim naeHTudHKALIOHEH HOMeEP
UN 1993 UN 1993

14.2. TouHo HaUMeHOBaHUE Ha MpaTKaTa no cnucbka Ha OOH

3AITAJIMMA TEYHOCT, H.V K. ‘

FLAMMABLE LIQUID, N.O.S.

Flammable liquid, n.o.s.

Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH

UN 1993 3ATIAJIIMA TEYHOCT, H.Y K., 3, III,
(D/E)

UN 1993 FLAMMABLE LIQUID, N.O.S., 3, I1I

UN 1993 Flammable liquid, n.o.s., 3, III

14.3. Knac(oBe) Ha 0IaCHOCT MPH TPAHCIIOPTHPaHe

3

14.4. Onakopb4Ha rpyna

I

1II

I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okosHaTa cpena: He

OnacHo 3a okosHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (IToxap): F-E
EmS-Ne (Pa3nmus): S-E

OnacHo 3a okosHaTa cpena: He

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/I}I

14.6. CnenpaTHu NpeANa3sHA MEPKH 32 NOTPeOuTeIMTe

CyxonmbTeH TPaHCIOPT

Knacudukanuonen xox (ADR)

Creranau pasnopenou (ADR)

Orpannuenu xonudectsa (ADR)

Wzkirouenu konmmyectBa (ADR)

OmnakoBbunH HHCTPYKIHH (ADR)

Cmecenn onakoBku (ADR)

MucTtpykuuu 3a NpeHOCUMH LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpaiHy pa3nopendy OTHOCHO PEHOCHMH LIUCTEPHH
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

ITpeBO3HO CPEACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeosa - Onakoku (ADR)
CrienpaiiHy pa3nopendu 3a nNpeBo3 — ONePaTHBHU
nzucksanus (ADR)

Wnentuduxanuonen Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tadbenu

Kox 3a tynennu orpannuenus (ADR)

TpaucnopT no mope

Creruanuau pasnopen6u (IMDG)
Orpannuenn xonndectsa (IMDG)
HUskmouenn xonmdectsa (IMDG)

Fl1

274, 601

51

El

P001, IBCO3, LPO1, R0OO1
MP19

T4

TP1, TP29

LGBF
FL

3

V12
S2

30

D/E

223,274, 955
5L
El
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Sulpiride impurity A

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

Onakobunu uHcTpykuuu (IMDG)

IBC onakopwsunu unctpykuuu (IMDG)
Wucerpykuuu 3a nucrepuu ( IMDG)

Crienmanuu pasnopendou otHocHo nucrepuu (IMDG)
Kareropus na toBapene ( IMDG)

Bb3ayuien Tpancnopr

PCA Uskimrouenu konuuecta (IATA)

PCA OrpaHuueHu KOJIMuecTBa MbTHUYECKH CaMOJIET 1
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKH camoneT U kapro (IATA)
PCA MHcTpyKuny 3a ONakoBaHe MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MaxkcuMaHO HETHO KOJIHYECTBO IIbTHUYECKU
camoutet u kapro (IATA)

Wucrpykuuu 3a onakoBaHe camo kapro (IATA)
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA)
Crennanuu pasnopendu (IATA)

ERG xox (IATA)

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOPCKa opraHu3anus

He e npunoxxumo

A

LPO1, POO1
IBCO03

T4

TP1, TP29

El
Y344

10L

355

60L

366
220L

: A3

3L

PA3JEJI 15: UndopManusi OTHOCHO HOpMATUBHATa ypenda

15.1. Cl'le[ll/l(l)ll‘ll-ll/l 3a BeIIeCTBOTO HJIK CMECTAa HOPMATHBHA ypenﬁa/salconoz[aTechTBo OTHOCHO 6630]’[aCHOCTTa, 3ApPaBe€TO U OKOJIHATA

cpexa

Peramamentn Ha EC

REACH, IIpuaoxenue XVII (YciaoBus 32 orpaHuYaBaHe)

He ¢urypupa B [Tpunoxenue XVII nva REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

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

REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BelleCTBAa, KOMTO HAPYIIABAT 030HOBHUS ¢J10ii (2024/590)

He ¢urypupa B ciucbka ¢ BeliecTBa, KOMTO Hapymasat o30HoBus cioit (Permament EO 2024/590)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI HA U3/1eJIUs ¢ IBOHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha H3[eus ¢ JBOHHA yroTpeba.

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

He ¢urypupa B crimcska ¢ npekypcopu Ha B3puBHH Bemectsa (EC)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKOTH4YHM BemecTBa (EO 273/2004)

He durypupa B cuchka ¢ IpeKypcopu Ha HapkoTH4IHE BemecTa (EC)

15.2. Ouenka Ha 0€30IMACHOCT HA XHMHUYHOTO BEIIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALIHS

PA3JIEJI 16: Ipyra ungopmanus

Nnaukanus 3a NMPOMEHHU

Pasnen IIpomenen eeMeHT KomenTapu
3amMeHs BepcusiTa OT JobaBeHo
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Sulpiride impurity A

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHeHn enemMeHT KomenTapu
JlaTa Ha penakusara Jlo6aBeHo
1.1 CHHOHUMU JobaBeHo
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeno
1.2 Orpanunuenus 3a ynorpeda ITpomeneno
1.2 VYmorpeba Ha BemecTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnaro
2.1 Heobnaronpusatan Gpu3NKOXUMUYHU eHEKTH 1 IIpomeneno
HeOnaronpusaTHU e()eKTH 3a 3[paBeTO Ha YOBEKa U
OKOIIHATa cpejia
2.3 Jpyra unpopmanus JobaBeHo
4.1 IIppBa nomoll npu MOrIIbIAHE Jlob6aBeHo
4.1 ITspBa oMo Npu BAMIIBAHE JlodaBeno
4.1 TI'ppBa OMOIII - OOLIM MEPKH Jlo6aBeHno
4.1 IIppBa NOMOIL TP KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa OMOIL IPHU KOHTAKT C OYUTE IIpomeneno
4.2 Cumnromu/ehexTy ciel| BAUIIBaHE Jlo6aBeno
4.2 CumnroMu/eeKTd ciell KOHTAKT ¢ KOXKaTa Jlo6aBeno
4.2 Cumrnitomu/eheKTH Clies KOHTAKT C OYNTE Jlo6aBeno
5.1 Henoaxonsmu noxaporacuTenHu cpecTsa Jlo6aBeHo
5.1 IToaxomsiuy mo>kaporacUTENIHN CPeICTBA IIpomeneno
5.2 OnacHM IPOAYKTH Ha pa3NajiaHe B cilyyaid Ha JobaBeHo
oXap
5.2 OnacHocT OT moXxap IIpemaxnaro
53 3amuTa Npy raceHe Ha Moxap JlobaBeHo
53 MHcTpykuuy 3a raceHe Ha 1oxxapu IIpomeneno
6.1 3anmTHA cpeacTBa Jlo6aBeHo
6.1 OO0 Mepku Jlo6aBeHo
6.1 ABapuiiHy IIaHOBE IIpomeneno
6.2 IIpeana3Hu Mepky 3a orna3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBAHE Jlob6aBeHo
6.4 Tlo3oBaBaHe Ha apyru pasznent (8, 13) JlobaBeno
7.1 TIpenna3uu mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUrHeHHH MEPKH JobaBeHo
7.2 OnakoBbYHU MaTepUaIl JlobaBeHo
7.2 YcnoBus 3a cbXpaHsIBaHE JobaBeHo
7.3 Crernu$uyan KpaifHu yroTpeou IIpemaxnaro
8.2 3ammra Ha OYUTE Jlo6aBeHo
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Sulpiride impurity A

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

HNuaukanms 3a NMPOMEHHU

Paznen IIpomeHeHn enemMeHT KomenTapu
8.2 3anura Ha AUXATEIHUTE IIBTUILA JobaBeHo
8.2 3amura Ha phIeTe IIpomeneno
8.2 Tloaxoasii nHKEHEPEH KOHTPOJI IIpomeneno
8.2 3alura Ha Ko)KaTa U TSUIOTO IIpomeneno
9 3anamuMoct Jlo6aBeHo

9 MornekyiHa Maca JobaBeHo

9 Touka Ha kuneHE Jlo6aBeno
10.1 PeaxumonHa criocoGHOCT IIpomeneno
10.3 BB3M0OXKHOCT 32 ONaCHU peakLuu IIpemaxuarto
10.5 HecwsBmecTumu marepuanu IIpemaxnaro
10.6 OnacHu NPOJYKTH Ha pa3najaHe IIpemaxunaro
12.1 Exomnorust - 061mo IIpemaxnarto

IIbaen Teker Ha H- 1 EUH-npenynpexieHnsaTa 3a 0HacHOCT:

Eye Irrit. 2 Cepro3HO yBpexaane/apa3HeHe Ha ounte, Kareropust 2

Flam. Liq. 3 3ananumu teunocty, Kareropus 3

Skin Irrit. 2 Koposusi/npasnene Ha xoxkara, Kareropus 2

STOT SE 3 Crienn(pryHa TOKCUIHOCT 3a ONPEIeIICHU OpraHu — €JHOKpaTHa eKcro3ulus, Kareropus 3, apa3HeHe Ha TUXaTeIHUTE IBTUILA
H226 3ananuMu TeYHOCT U MapH.

H315 TIpean3BuKBa apa3HEHe Ha KOXKaTa.

H319 IIpean3BuKBa CEpHO3HO JPa3HEHE HA OUUTE.

H335 Mosxe 1a peAn3BUKa Apa3HEeHEe Ha JUXaTeIHUTE IbTUILA.

Wupopmarmonen jauct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, cbabpikamnia ce B To3u MHpopMaroHeH JucT 3a 6e30macHoCT, € HOJIyYeHa OT H3TOYHUIIN, KOUTO CMsTaMe 3a

HaJeKIHH. Bblpexn ToBa, nHpopManusTa ce npeocTans 0e3 HUKaKBa rapaHIus, H3pUYHA WIH Hopa3dupalia ce, OTHOCHO HelHaTa KOPEKTHOCT. Y CIIOBUSITA HITH

MeTouTe 32 paboTa, ChbXpaHeHHe, yrotpeba 1K 00e3BpekaaHe Ha MPOIYKTa ca H3BBH HAIIWsI KOHTPOJ M MOJKE Jia ca M3BbH HallaTa komnereHTHoct. [Topaan

Tasu U Apyryu NpuvIuHU, HUE HE ITIOEMaME€ OTITOBOPHOCT U UBPUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 38[‘)/61/1, LICTH WK pasxoau, IPOU3THYAIIN OT UJIN CBbP3aHU

IO HAKAaKbB HAUMH ¢ paboTara, CbXpaHeHHETOo, yroTpedara Win 00e3BpexaaHeTo Ha npoaykTa. To3u MudopmanroneH IucT 3a 6€30IacCHOCT € U3rOTBeH U TpsOBa

Ja Cce U3I10JI3Ba CaMo 3a TO3U IMPOAYKT. Ako NPOAYKTHT CE€ U3I10JI3BA KaTO ChbCTAaBKa Ha APYIrd NPOAYKTH, HAJIMYHATA l/lHd)OpMaLll/I}l 614 MoOrJIa 1a C€ OKaxe
HETIPUIOXKUMaA. Tasu I/[Hd)OpMaLU/IH C€ OCHOBaBa Ha HAIUTE TCKYIIH IMO3HAHWs U € IPCAHA3HAYCHA J1a 1aJl€ ONMMCAaHUE Ha IMPOAYKTa caMO 3a LCIUTE Ha
31paBCoIIa3BaHETO, 0e30IacHOCTTa M OKOJIHATA cpena. Hopaz{n TOBa, T4 HE Tpﬂ6Ba Jla C€ ThJIIKYBaA KaTo rapaHiuus 3a CBOMCTBaTa Ha NpoayKTa.
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