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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 : Fluoxetine impurity A

XHUMHYECKO HANMEHOBAHHUE : (1RS)-3-(methylamino)-1-phenylpropan-1-ol
EO Ne 1 255-679-8

CAS Ne 1 42142-52-9

Kon Ha npoxykra : 201900180

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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sds@edgm.eu, www.edgm.eu

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

Heﬁnaronpnﬂn—m (l)l)l3l/lKOXPlMPl'1Hl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l e(beKTl/l 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Bpenen npu nornsiuane.
2.2. EneMeHTH HAa eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) : Buumanue
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpenen npu norislnase.
IMpenopsku 3a 6e3omacuHoct (CLP) : P264 - Jla ce m3Mue phlieTe 10 JaKTHTE H JIMLETO CTAPATEeNHO Clie]] yrnoTpeoa.

P270 - a He ce e, MUe WK MY IPH YHOTpeOa Ha IPOIYKTa.
P301+P312 - ITPU ITIOI'JIBIIIAHE: I1pu nepa3znonoxenue ce odanere B LIEHTBP I10
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Fluoxetine impurity A

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

TOKCHKOJIOT' M unu Ha nexap.
P330 - M3nnakuere ycrara.
P501 - CoapprkaHneTo/ChIbT Aa Ce U3XBBPIIH B MyHKT 33 CHOMPaHe HA OMACHU WU CIICIUATHI
OTHajbliH, B ChOTBETCTBHE C MECTHHTE, PETHOHAIIHY, HALIMOHAIHY H/WJIN MEX/LyHapOIHU
pasnopenou.

Etukerupane B cboTBeTCTBHUE C: V3KIII0YEHHS 32 BBTPELIHU ONAKOBKHU, KOTaTO ChIbPXKAaHUETO He npeBuiasa 10 ml.

He ce u3nuckBa eTuKeTHpaHe

2.3. [Ipyru onacHoOCTH

I[pyra PIH(bOpMaLH/Iﬂ . Buumanue - BCIIECTBO, KOETO BCEC OLIC HE € U3IUTAHO HAII'BJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTuduxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

(1RS)-3-(methylamino)-1-phenylpropan-1-ol CAS Ne: 42142-52-9 <100 Acute Tox. 4 (opanna), H302 (ATE=300
EO Ne: 255-679-8 mg/kg TexecHo Terio)

3a mennus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBA MOMOLI

ITepBa oMot - 00N MEpKU : BbB BcuukH ciydan Ha CbMHEHHE, WM aKO CHMIITOMUTE IPOABIDKABAT, HOTHPCETE MEUIIMHCKA
TIOMOIII.

ITepBa nomon1 IpH BAUIIBaHE : M3Bezmere IMIETO Ha YHCT BB3YX U I'O IIOCTaBeTE B IIO3MIIMS, YIIECHIBAIA AUNIaHeTo. [la ce octaBu
NOCTpaJialivs 1a CU oduHe. B cirydaii Ha npuinomasane: IToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa noMoLI IPH KOHTAKT € KOXKaTa : Jla ce cBanmy 3aMBPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIacThK OT KOXKAaTa J1a Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOTUIA BOAA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miakHere ¢ BoJa, KaTo AbPXKUTE OYUTE MINPOKO OTBOpeHH. [loThpceTe MeauIMHCKa OMOL, aKO
0oJkaTa, MUTaHETO MM 3a4ePBSBAHETO IIPOJBIDKAT.

ITspBa HOMOLI IPH MOTTBIIAHE : Msnnaksere ycraTa ¢ Bozia (caMo aKo IIOCTpaJalusaT € B Ch3HaHKe). Hukora He aBaiite HUIIO TIpe3
ycrara Ha 4oBek B Oe3ch3Hanne. HesabasHo ce obanere B LIEHTBP I[10 TOKCUKOJIOI' S /Ha
neKap.

4.2. Hajli-chbIecTBeH! OCTPH M HACTBIIBALIHU CJIe/I U3BECTEH NEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmanaa JOIIBJIHUTCITHA I/[H(I)OPM&LIPI}I

4.3. Yka3anue 3a He00X0AMMOCTTA OT BCIKAKBY HEOT/I0KHH MEAMIUHCKH IPUAKHU H CIIELHATHO JieYeHue

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUSI

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoKap

IMoaXo/sIIH T0XKAPOTACUTEIIHI CPECTBA : Jla ce u3mon3Bat cpecTBa, MOAXOMALIM 3a FACCHE HA MOXKapH B ChCEACTBO. BhriepoaeH arokcus.
Bonen crpeii. Cyx npax. Ozesiio 3a 3aracsiHe Ha OT'bHSI.
Hernoaxosiuy moxaporacuTeIH| CPeICTBa : Jla He ce n3mon3Ba CUIHA BOJHA CTPYSL.

5.2. Ocob0eHn 0NMACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OnacHH NPOJYKTH Ha paslafiaHe B Clyd4ail Ha moxap : HenbiHOTO ropese 0cBo00k/1aBa OMaceH BbIIIEPOJICH OKHC, BbIICPOACH JIBYOKHC U APYT'H TOKCHYHH
ra3oBe. Bb3MOXKHO € OTAEIISHETO Ha TOKCHYHH M3ITAPEHHUSL.

5.3. CbBeTH 32 NMOKapHHKAPHTE

I/IHC’I‘pyKLIHI/I 3a racCHe Ha MoXapu : Z[a HE C€ I0IMyCKa U3II0JI3BaHaTa B 6opGaTa C I10’Kapa BOJa [1a 3aMbpPCH OKOJIHATa Cpea.
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Fluoxetine impurity A

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

3amuTa Ipy raceHe Ha Ioxap : Jla He ce npeanpreMa Hameca 0e3 MOAXOIAII0 3aIUTHO 000pyABaHe. ABTOHOMEH U H30JIMPaILl
amapar 3a AuxaTeiHa 3ammTa. [IeiHa 3amura Ha TA10TO.

PA3JIEJI 6: Mepku npu aBpapHiiHO H3ITyCKAHe

OGH.II/I MEpPKH . I[a ce u30srea KOHTAKT C KOXKaTa, O4YUTE U APEXUTE.

3a nepconaJi, KOWTO He O0TroBaps 3a CHEellHHU cJIydyan

ABapuiiHH IIIaHOBE : Jla ce OTCTpaHU HEHYKHUS NIEPCOHAI.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4an

3alIUTHA CpeACTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 060pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KOHTpoi Ha eKCro3uLusaTa/ MMYHU MpeIna3Hu cpeactna’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpKaHE : Ilonwmiite ¢ HHEPTEH MaTCpHAT U ITIOCTABETE B ITOAXOIAIIL KOHTeﬁHCp 3a oﬁesnpemaﬂe Ha OTHaablu.
Meroau 3a HoYHCTBaHE . Ilouucrere 3aMBPCEHUTE IIOBBPXHOCTH 0OHMITHO ¢ Boza. [TouncTBane c rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 06e3BpexkIaHe Ha OTIAAbLUTE.

PA3IEJI 7: PaGoTa u chbXpaHeHHe

TIpennasuu Mepku 3a 6e3omacHa pabora : Jla ce n30srBa BCSIKaKkBa M3JIMIIHA eKCIIO3uLusL. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pPabOTHOTO
MSICTO.
XUrueHHu MEpKH . Jla He ce siae, MHe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMbPCEHO pabOTHO

00JIEeKII0 N3BBH pabOTHOTO MoMmenieHue. [la ce U3MUAT phleTe NPeay MOYUBKUTE H CIIET
IPUKIIOYBAHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsBa Ha 100pe mpoBeTpuBo MscTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUIHHA U IPSIKa CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTMHAIHUTE KOHTCHHEPH.

Hsma HanuvHa ZOTBIHUTENHA HHPOPMAIIUS

J1 HA EKCHO3]’[1[l’lﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJI

IMoaxoasi HH:KeHEPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMYKAaTEJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00II0TO
nomemenue. C Matepraina TpsioBa Ja ce paboTH Mo 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.
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Fluoxetine impurity A

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

JIn4YHM npeana3sHu cpeacTBa

3ammTa HA OYMTe U JHIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npemasHu ouma. [Ipeanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KoOKaTa

3amuTa Ha KOXKATa H TSAJIOTO:
Jla ce Hocu moaxoasIIo npennasHo ooaekio. Jlaboparopua ynorpebda : JlJabopatopHa npectuika. (EN 13034)

3amuTa Ha pbueTe:

Jla ce HOCSAT MOAXOMAIM PhKAaBULM. XUMHYECKH YCTOMUMBH Npeana3nu ppkasuuy. (EN 374)
3amuTa Ha AMXATEJHUTE ITBTHINA

3ammTa Ha TUXATeTHHTE MbTHINA:

B ciyqait Ha o6pa3yBaHe Ha ITpax Jia ce W3II0NI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3uyHU U XUMHYHH CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (M3HYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOsSIHHE : TBBpIO BELIECTBO
IBsar . He e HannmuHO
MornekyiHa Maca 1 165,23 g/mol
Mupuc : He e nanuuno
I'panunara Ha Mupuca : He e nanuuno
Touka Ha ToneHe 1 =64°C

Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuIIEHE : He e nanuuno
3amanuMocT : He e nanuuno
JlonmHa rpaHHMIa Ha eKCIIO3HBHOCT : He e npunoxxumo
I'opHa rpanuLa Ha EKCIJIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
TeMneparypa Ha pa3naraHe : He e nanuuno
pH : He e nanuuno
pH pastsop : He e manmuuno
Bucko3uter, KuHeMaTuueH : He e npunoxumo
PastBOpUMOCT . He e mHannuHo
KoedumuenT Ha pasnpenenenue: n-okranon/soga (Log  : He e nammuno
Kow)

Hansarane na napute : He e Hannuno
Hamnsraune na napute mpu 50°C : He e nanuuno
IIrpTHOCT . He e Hannuno
OTHOCHTENHA ITBTHOCT : He e manuuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha uactuiure . He e naauuno
9.2. Ipyra undopmanus

HsiMa Hann4yHa JOMBIHATENTHA HHQOpPMALHS

31EJ 10: CTa0HJIHOCT U PEAKTHBHOCT

10.1. PeakunonHa crnocooHocT
Hsma HanmnuHa JOITbJIHUTECIIHA I/IH(l)OpMaLI]/IH
10.2. XuMH4YHA CTA0MIHOCT

Hsima HanuyHa AONBIHUTEIHA P[H(bOpMaI.II/IH
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Fluoxetine impurity A

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 11: TokcukoJsioruyHa nHgopmManus

OcTpa TOKCHYHOCT (OpasHa) : Bpenen npu normsuiane.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudunupa (Jluncsat nanxm)
OcTpa TOKCHYHOCT (BJMIIBAHE) : He ce xnacudunupa (Jluncsat nanxm)

(1RS)-3-(methylamino)-1-phenylpropan-1-ol (42142-52-9)

LD50 opanHo mrsx > 300 — < 2000 mg/kg (mporHo3Ha cToHHOCT)

KoposzusHocT/ipa3sHene Ha Koxarta : He ce xnacudunupa (Heybenurennu qaHam)

CepHO3HO yBpexJaHe Ha OUNTE/Apa3HEeHe Ha OUHUTE : He ce xnacudunupa (Jluncsat nanxm)

Cencubunu3anus Ha AUXaTeIHATE TBTUIIA WK Kokata : He ce knacuduuupa (JIumncsar qaHH#)

MyTareHHOCT Ha 3apOJHUIIHUTE KICTKN : He ce knacudumpa (Bb3 ocHOBa Ha HATUYHKUTE JAHHH, HE Ca U3IBJIHCHH KPUTEPHUHUTE 32
KIacupHIIpaHe)

Kanneporennocr : He ce xkmacudumupa (Bb3 ocHOBa Ha HANTMYHNUTE JITAHHH, HE Ca M3ITBJIHEHH KPUTEPHHUTE 32
KIacu(pHIIpaHe)

ToKcHIHOCT 32 PEIPOLYKIHATA : He ce xnacudunupa (JIuncsat nanam)

CTOO (crnenuprdHa TOKCHYHOCT 3a OMPEACTICHI . He ce xnacuduuupa (JIuncsat 1aHH#)

OpraHy) — eIHOKPAaTHA eKCIIO3ULIUS
CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHU . He ce xnacudunupa (Jlunceat nanHmn)
OpraH{) — MOBTapsIIa CE CKCIO3ULHS

OmnacHOCT IpY BAUIIBAHE : He ce knacu¢umpa (JIunceat nanxu)

Hsima HanmuHa JOMIBJIHUTEHA I/IHq)OpMaI.IHﬂ

PA3EJI 12: ExojioruuHa uH(popmanus

OmacHo 3a BoHAaTa cpejia, KpaTKOCpoUuHa (0cTpa) : He ce xnacudunupa (Jluncsat nanxm)
OmacHo 3a BogHATa cpefia, IBIrOCpPOUYHa (XPOHHYHA) : He ce xnacudunupa (Jluncsat nanxm)

(1RS)-3-(methylamino)-1-phenylpropan-1-ol (42142-52-9)

YcToiuMBOCT U pasrpaguMocT He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBIIHUTETHA PIH(I)OpMaI.IHFI

Hswma Hanmuyaa JOITBJIHUTECITHA I/IH(i)OpMaI.II/[SI
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Fluoxetine impurity A

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

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Oo0e3BpexaaHe HA OTHIATbIHUTE

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBHEe ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu uaeHTHGUKATHOHEH HOMEP

He e o6exT Ha Hapen6uTe 3a TpaHCTIOPT

14.2. Touno HauMeHOBaHHe HAa MpaTKaTa mo cnucbka Ha OOH

He ce perymnupa He ce perynupa He ce perynupa

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He ce perynupa He ce perynupa He ce perynupa

14.4. Onakopb4Ha rpyna

He ce perymnupa He ce perynupa He ce perymnupa

14.5. OnacHocTH 32 OKOJIHATA cpeja

He ce perynupa He ce perynupa He ce perynupa

Hsma nompanuTenHa HaTMYIHA HHPOPMALIHS

CyxonmbTeH TPAHCIIOPT
He ce perymnupa

Tpancnopt no mope
He ce perymnupa

Bb3aynien Tpancnopt
He ce perymnupa

He e npunoxumo
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Fluoxetine impurity A

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PeriiaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOWHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha U3Jeus ¢ JBOHHA yroTpeba.

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH Bemectsa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIO4YeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkotruHuTe Beniecta (Perimament EO 273/2004 0THOCHO ITPOMU3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpe/IeJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HAa HAPKOTUYHH MJIM IICUXOTPOIIHH BEILECTBA)

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma HannvHa I0MbIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

Mnaukanus 3a IpoMeHU

Paznen IIpomeHeH eneMeHT KomenTapn
3amMeHs BepcusTa OT JobaBeHo
Jlara Ha penakmusara Jlo6aBeno
JlaTa Ha uznaBane IIpomeneno
1.1 CAS Ne Jlo6aBeHo
1.1 HaumenoBanue IIpomeneno
1.1 EO Ne Jlo6aBeHo
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunarto
1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno
1.2 Orpanudenus 3a ynorpeda IIpomeneno
2.1 Heobnaronpustan Gpu3nkoXxuMuyHu eHexT 1 IIpomeneno
HeOnaronpusaTHU e(PeKTH 3a 37paBeTo Ha YOBEKA U
OKOJIHATa cpeja
2.2 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneno
23 Jpyra uapopmarms JlobaBeHo
4.1 ITspBa nomou1 NpH KOHTAKT € KOKaTa ITpomeneno
4.1 IIppBa nomo1 npu BIUIIBAHE Jlo6aBeno
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Fluoxetine impurity A

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
4.1 IIppBa noMo1L pU MOIITbIAHE JlobaBeHo
4.1 II'ppBa nomo1 - 00K MEPKH JobaBeHo
4.1 IIppBa nOMOIIL TP KOHTAKT C OYUTE IIpomeneno
5.1 Toaxoasmu no>xaporacuTeHA CpeCcTBa IIpomeneno
5.1 Hermoaxoasimy mojxaporacuTesIHu CpeicTBa Jlo6aBeno
5.2 OnacHocT OT noxap IIpemaxunaro
52 OmnacHu IPOIYKTH Ha paslajiaHe B cIydail Ha JlobaBeHo
oxap

53 MucTpyxuuu 3a racene Ha MOXapH IIpomeneno
53 3amuTa Npy raceHe Ha moxap JobaBeHo
6.1 O0mum Mepku Jlob6aBeHo
6.1 3aluTHY cpelicTBa Jlob6aBeHo
6.1 ABapuiiHu I1aHoBe IIpomeneno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoJIHaTa cpena | JlobaBeHo
6.3 3a 3aabpiKaHe Jlo6aBeHo
6.3 MeTtoau 3a mouncTBaHe Jlo6aBeno
6.4 ITo3oBaBaHe Ha apyru pasznen (8, 13) JobaBeHo
7.1 XHUIrueHHH MEPKH Jlo6aBeno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa Jlo6aBeno
72 OnakoBBbYHHE MaTepHAIN JobaBeHo
7.2 VYcnoBust 3a chXpaHsIBaHe JobaBeHo
7.3 Crenuduyay KpaiHu yrnoTpeon IIpemaxnarto
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amuTa Ha OunTe Jlo6aBeno
8.2 Toaxoasi HHKEHEPEH KOHTPOII IIpomeneno
8.2 3aluTa Ha KO’KaTa U TSIOTO IIpomeneno
8.2 3amura Ha JUXaTeIHUTE IIHTUIA Jlo6aBeno

9 MornekyiHa Maca JlobaBeHo

9 Touka Ha TONIEHE Jlo6aBeHo
10.1 PeakonHa criocoOHOCT IIpemaxunarto
10.3 BB3MOKHOCT 3a OIIaCHU peakLuu IIpemaxunarto
10.5 HecwsBmecTumu marepuanu IIpemaxnarto
10.6 OnacHu NPOAYKTH Ha pasmnagaHe IIpemaxnarto
11.1 LD50 opanHo mex JlobaBeHo
11.1 ATE CLP (opaina) IIpomeneno
12.1 Exosorust - 061110 IIpemaxunarto
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Fluoxetine impurity A

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

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

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

H302 Bpenen npu norneiane.

Wudopmarmonen mauct 3a 6e3omacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamnia ce B To3u MHpopMauoHeH IUCT 3a 6€301acHOCT, € MOIy4eHa OT H3TOYHUIH, KOUTO CMITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHGOpMaIuATa ce IpeaocTaBs 6e3 HUKAaKBa TapaHIns, H3pUYHA MU [I0Apa30upaa ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHSATA WIII
MeToauTe 3a paboTa, ChXpaHeHHe, yIoTpeda Wi 00e3BpexkJaHe Ha IPOAyKTa ca H3BBH HAIIKS KOHTPOI U MOXE J1a ca U3BBH Hallata KoMreTeHTHOCT. [Topanu
Ta3W U JPYTU OPHYMHY, HHE He II0eMaMe OTTOBOPHOCT M H3PHYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IEeTH MIN Pa3XOJH, IPOM3THYAINHN OT WIH CBbP3aHI
110 HAKAKBB HAUMH ¢ paboTaTa, CbXpaHEHUETO, yHoTpedaTa Wi 00e3BpexkIaHeTo Ha poaykTa. To3u MH(popMannoHeH IUcT 3a 6e30IaCHOCT € U3TOTBEH U TPSIOBa
J1a ce M3MO0JI3Ba CaMo 3a TO3H HPOAYKT. AKO IIPOJYKTHT C€ U3II0I3BA KATO ChCTAaBKA HA APYTH NPOLYKTH, HATMYHATA HH(GOPMaNUs OH MOTJIa J1a Ce OKaKe
HenpmiokuMa. Ta3u nHdopMals ce 0OCHOBaBa Ha HAIIUTE TEKyIH IO3HAHNS H € IIPeAHa3HaYeHa J1a 1a/ie OIICaHNe Ha IPOLYKTa caMo 3a LEeIUTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa M OKOJIHATa cpena. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIIMs 32 CBOHCTBATA HA MPOMYKTA.
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