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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 hydrochloride for ID and assay
XHUMHYECKO HANMEHOBAHHUE : Fluoxetine hydrochloride

EO Ne 1 260-101-2

CAS Ne 1 56296-78-7

Kon Ha npoxykra : 201600404

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

European Directorate for the Quality of Medicines & Healthcare
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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
OcrTpa TOKCHYHOCT (MHXAJIAMOHHA: Ipax, Mbria), Kateropus 2 H330
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
TokcuuHoCT 3a penpoaykuusTa, Kareropus 2 H361
OnacHo 3a BOJHaTa cpejja — OCTpa OMACHOCT, KaTteropus 1 H400 (M=10)
OnacHo 3a BoJiHaTa cpejja — XPOHWYHA ONACHOCT, KaTeropus 1 H410

3a meanus Texcet Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKTPl H Heﬁnaronpuﬂnm e(])eKTn 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu normbiane. CMbpTOHOCEH NpH BaMIBaHe. CHIIHO TOKCHYEH 32 BOAHUTE OPraHU3MHU, C IbiroTpaeH edekr. [Ipeanonara ce, ye yBpexnaa
OILIOJUTENIHATA CIOCOOHOCT M 0. IIpeiu3BHKBa CEPHO3HO YBPEXKIAHE HA OUHTE.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP) : ‘ ‘ ‘ ‘
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Fluoxetine hydrochloride for ID and assay

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

GHSO05 GHSO06 GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Mpenynpexnenus 3a onacHoct (CLP) : H302 - Bpezaen npu noribliase.

H318 - [Ipean3BuKBa CeprHO3HO YBPEKAAHE HA OUUTE.
H330 - CMBbpPTOHOCEH IIPU BMIIBAHE.
H361 - IIpeamnonara ce, ye yBpex/ia OIUIOAUTEIHATA CHOCOOHOCT WIIH TUIOJA.
H410 - CuiHO TOKCHYEH 3a BOJHUTE OPraHU3MU, C IBITOTPACH e(eKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPEIa3Hu MEpKH 32
6e30macHOCT.
P260 - He BaumBaiiTe mpax/myIiex/ra3/anM/u3napeHs/acpo30iu.
P264 - Jla ce u3amue pbleTe J10 JIJAKTUTE U JMIETO CTAPATENIHO clie]] ynoTpeda.
P270 - [la He ce e, mye WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P271 - Jla ce n3non3Ba caMo Ha OTKPUTO HIIM Ha 100pe MPOBETPUBO MACTO.
P273 - Jla ce n30dsrea usnyckaHe B OKOJIHATa CPeaa.
P280 - U3non3BaiiTe npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeIna3Hy OYIIa/mpeana3Ha Macka
3a JIMLE/IPe/Na3Hu CPEJICTBA 32 3allUTa Ha CIIyXa.
P284 - Hocete cpencrsa 3a 3amyra Ha AMXATEIHUTE IBTUILA.
P301+P312 - [TPU ITIOT'JTBIIAHE: IIpu nepasnonoxenue ce odanere B LIEHTBP I10
TOKCHKOJIOT' S unu Ha nexap.
P304+P340 - [TPU BAWILIBAHE: 13Beaere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIUSA,
yJIecHsBaIla JUIIAHETO.
P305+P351+P338 - [IP1 KOHTAKT C OUYMUTE: npoMuBaiiTe BHUMATEIHO € BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bh3MOKHO.
[poabkere ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa miM mpeAnonaracMa eKcrno3uuust: I1oTbpcere MeANIHMHCKH ChBET/IOMOLIL.
P310 - He3a6asHo ce o6aznere B IEHTHP [10 TOKCUKOJIOT' M4 v Ha nekap.
P320 - Cnemna HyX1a OT CELUaIM3UPAHO JIeYeHHUE (BXK. AOMBIHUTEIHA MHCTPYKIIMS 3a IbpBa
TOMOIIl Ha TO3H €THKET).
P330 - U3miakHere ycrara.
P391 - Cpbepere pazasroro.
P403+P233 - Jla ce cbxpansiBa Ha 100pe MPOBETPHUBO MACTO. CHABT J1a Ce ChXpaHsBa IUIBTHO
3aTBOPCH.
P405 - [la ce cbxpaHsiBa 110 KJIr04.
P501 - CbabpixaHHETO/CHIBT 1A CE U3XBBPJIH B IIYHKT 33 ChOMPaHEe Ha ONMACHU WU CIICLUATHH
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHYU H/HJIN MEXyHapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaToO ChABPXKAaHUETO He npeBumrasa 10 ml.

b

GHS06 GHS08

IMuxrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHocTH

Jpyra nadopmanys : AKTHBHO BemecTBo (BB (hapManeBTHIHH NPpoayKTH) (IIcnxoTpomnHo BemecTso).
BHEMaHHE - BEIIECTBO, KOETO BCE OIIE HE € H3IMHUTAHO HAITBIIHO.
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Fluoxetine hydrochloride for ID and assay

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

Fluoxetine hydrochloride CAS Ne: 56296-78-7 <100 Acute Tox. 4 (opanna), H302 (ATE=452
EO Ne: 260-101-2 mg/kg TelxecHo Tero)

Acute Tox. 2 (MHXalanMOHHA: TIPaX, MbINA),
H330 (ATE=0,2 mg/l)

Eye Dam. 1, H318

Repr. 2, H361

Aquatic Acute 1, H400 (M=10)

Aquatic Chronic 1, H410

3a mennus Teker Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazaen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanue HAa MEPKHTE 32 MbPBa MOMOII]

[TpBa momox - 001N MEPKU : BbB Bcnuku ciyyan Ha CbMHEHHE, WM aKO CHMITTOMHUTE MPOABIDKABAT, OTHPCETE MEIUIIMHCKA
TTOMOIII.

[TspBa oMo Npy BAHIIBaHE : M3Bezmere AMIETO HA YHCT BB3YX U IO OCTABETE B MO3MIIMS, YIIECHsBAIlA AULIaHeTo. [la ce octaBu
noctpaganus aa cu nounne. Heza6asuo ce o6anere B IEHTBP [10 TOKCUKOJIOI USl/Ha nekap.

ITspBa oMo MPH KOHTAKT C KOXKaTa : Jla ce cBaiy 3aMBPCEHOTO OOJIEKIIO U U3IOKEHUSIT YUACTBK OT KOXKATa J1a Ce H3MHE C MK CalyH U

BOJIa, KaTo CJIE/l TOBA Ce M3IIAKHE C TOILIA BOJIA.

[IbpBa nOMOILL IPY KOHTAKT C OYUTE . MzmiakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHaYUTe HIMPOKO OTBOPEHU (B
MpoIbJDKeHUE Ha oHe 15 MuHyTH). CBasleTe KOHTAKTHUTE JICILH, aKO UMa TAKUBA U JIOKOJIKOTO TOBA
¢ Bp3MOXHO. [IpoabimkeTe ¢ m3rutakBaneTo. Ja ce u3BbpIin He3abaBeH mperiesn OT 0 TaIMOIOr.

[TpBa moMoOLI IPU MOTJTBIIAHE : M3makuere ycrara ¢ Boja (caMo ako MOCTpagajusiT ¢ B cb3HaHue). Hukora He qaBaiiTe HUIIO Hpe3
ycTaTa Ha 4oBeK B Oe3cp3nanue. Hesabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT USl/Ha
JieKap.

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

CI/IMHTOMI/I/CQ)CKTI/I CJIE BAUIIBAHE : CMT:pTOHOCCH TIpy BAUIIBAHE.
CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : Hpez[mBm(Ba CEPHO3HO YBPEKIAHE HA OUUTE. 3a‘IepBﬂBaHI/Iﬂ, Gosika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIHMHCKH T'PUKHA U CNIELIMAJTHO JIeYeHue

Hsima HanmaHa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IFI

5.1. CpeacTBa 3a raceHe Ha MoKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhriiepoeH AHoKCH .
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIs1iu moxaporacuTelIHA CpeCTBa : Jla He ce U3M0N3Ba CHIIHA BOJHA CTPYSL.

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

Onacau IIPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap . HemwmaOTO TOpCHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHU
razoBe. B3MOXKHO € OTAENsIHETO Ha TOKCHYHU U3IIapCHUs.

5.3. CbBeTH 32 O’KaAPHUKApHUTe

WHCTpyKIHUH 3a TaceHe Ha M0XKapu : Jla He ce IOIycKa H3MoJI3BaHaTa B 6opbara ¢ moxapa Bojia 1a 3aMbPCH OKOJIHATA CpPe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 0e3 MOAXOISIIO 3alUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxartesHa 3anmTa. [IsiHa 3amura Ha TSI0TO.
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Fluoxetine hydrochloride for ID and assay

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

3EJI 6: Mepku npu aBapuiiHO H3IyCKaHe

6.1. JInuHM MpeANa3sHH MePKH, MPEANa3HU CPeICTBA H MPOLeTyPH NPH CHEIIHH CIy9an

OO0y MepKku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H JIPEXHTE.

3a nepcoHaJi, KOIWTO He O0TroBaps 3a CHEIIHHU CJIydYan

ABapuifHu TIIaHOBE : Jla ce oTCTpaHH HEHY>KHUS IIEPCOHAIL.

3a JIMIATa, OTTOBOPHHU 32 CIICHIHH CJIyYan

3alUTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

6.2. l'[pezmasml MEPKH 32 Olla3BaHe HA OKOJIHATA cpeaa

)_'[a ce u3bsrea HM3IIyCKaHE B OKOJIHATa cpeaa. Hpe,Z[OTBpaTCTe HaBJIM3aHETO B KaHAJIU3alUATa U B OﬁH.IeCTBeHI/ITC BOOH.

6.3. MeToau u MaTepHaJId 32 OrpaHnv4yaBaHe U MNOYUCTBaAHE

3a 3abpiKaHC : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTCﬁHCp 3a OGCSBPG)KZ[aHe Ha OTIaabIu.
Metoau 3a Mo4YnCTBaHEe . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH 00mITHO ¢ Boja. [TouncTBaHe ¢ MOMINTA Ha JACTEPIeHT.

6.4. [To3oBaBaHe Ha APYrU pa3aean

Bxre Pasnen 13 orHOCHO HH(pOpMarust 3a 06e3BpexkIaHe Ha OTIAJBIUTE.

PA3JIEJI 7: Pa6oTa u cbXpaHeHuUe

7.1. Ilpennazuu MepkH 3a 0e3onacHa padora

JIOI'BIIHUTENHY ONTACHOCTH TI0 BpeMe Ha paboTa : Jla He ce u3naraT OpeMEHHHTE KEHHU WK KbPMauKHTe.

Ipeana3uu Mepku 3a 6e3omacHa paboTa : Jla ce u30srBa BCSIKAaKBa U3NHUINHA eKcrio3ulus. [la ce ocurypu 100po nmpoBeTpsiBaHe Ha pabOTHOTO
MSCTO.

XUTUEHHH MEPKH : Jla He ce sz, nHe WK IIyIIH OpH yrnoTpeda Ha nmpoaykra. Jla He ce n3Hacs 3aMbpCeHO pabOTHO

00JIeKII0 U3BBH pabOTHOTO MoMeleHue. Jla ce M3MUAT pblieTe NPy IOYUBKHUTE H CIEN
MPUKIIOYBaHE Ha paboTaTa.

7.2. YcinoBus 3a 0e301aCHO ChbXPAHSABAHE, BKJIKYHTEIHO HECbBMECTHMOCTH

VcnoBust 3a ChXpaHsSBaHEe : Jla ce cpxpaHsBa Ha 100pe mpoBeTpuBO MsicTo. ChABT Ja Ce ChbXpaHsiBa ILTFTHO 3aTBOPEH. Jla ce
a3y OT TOIUIMHA U IpsiKa CITbHYEBA CBETIIMHA.
OnakoBbYHN MaTepHAIH : Jla ce cpxpaHsBa B OpUTMHATHHTE KOHTCHHEPH.

7.3. Cnennduuana(n) kpaiina(u) ynorpe6a(m)

HsiMa Hann4yHa QOMBJIHATENHA HHQOpMALHS

31EJI 8: KoHTpo.1 Ha eKCIIO3UIMATA/JINYHH NPeANa3HH CPeICTBA

8.1. [ITapameTpn Ha KOHTPO.JI

Hsma HanuyHa AOMBIHUTEIHA I/IH(I)OpMaLH/IH

8.2. KoHTpo.1 Ha eKCIO3HIMATA

Tloaxoasiuy MHKEHEPEH KOHTPOJ

Ioaxoasy MHKEHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKaTEJIHA BEHTUIIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIMYHM npeana3sHu cpeacTBa

3ammTa HA OYHUTE U JIMLETO

3amuTa Ha ounTe:
Ja ce HocsT npeanaszHu ouna. [IpeanasHu oumna cbe crpaHnyHa 3amuTa. (EN 166)
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Fluoxetine hydrochloride for ID and assay

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

3ammTa Ha Ko})KaTa

3ammMTa Ha KOKaTa U TAJIOTO:
Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:
Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJHUTE IIBTHINA:
B ciyuaii Ha 0O6pa3yBaHe Ha IIpax [1a ce M3MOJI3Ba anapar 3a quiiane ¢ Guarsp: P3

PA3JIEJI 9: ®u3nyHu U XUMHYHU CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ATpEraTHo ChCTOSHHUE
Bsar

BbHIeH BHJT
MornekyiHa Maca
Mupuc

I'panuiaTa Ha MupHUca

TBBPIO BEIIECTBO
OsuU1. IOYTH OSLIT.
Kpucranen mpax.
345,79 g/mol

He e nannuno

He e nannuno

Touka Ha TONIEHE ~158°C
Touka Ha 3aMpb3BaHe He e nanuuno
Touka Ha KUIIEHE ~ 395

3ananumMocT

JloJIHa rpaHMIa Ha KCIUIO3HBHOCT
I'opHa rpaHuna Ha eKCIIO3UBHOCT
ITnamHa TemnepaTypa
Temneparypa Ha camo3amnajiBaHe
Temneparypa Ha pasiaraHe

pH

pH pasrBop

Bucko3uTer, KHHEMaTHYEH
PazrBopumoct

Koedunment Ha pasnpenenenue: n-okranon/soja (Log

Kow)

Hansrane Ha mapute
Hansrane na napure npu 50°C
ITnsTHOCT

OTHOCHTEIIHA ITBTHOCT

OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C

Pa3Mep Ha 4aCTULIUTE

9.2. Ipyra unpopmanus

He e nanuuno
He e npunoxxumo
He e npunoxxumo
He e npunoxxumo
He e npunoxxumo
He e nanuuno
4,5-6,5

He e Hanuuno
He e npunoxxumo
Boga: 10— 33,3 g/l
He e nanuuno

He e nanmmuno
He e nanmmuno
He e nanmuno
He e nanmmuno
He e npunoxxumo
He e nanmuno

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 10: CTaOMIHOCT U PpeaKTHBHOCT

10.1. PeakumnonHa crnocooHocT

Hsama nannuna JOIIbJIHUTCIIHA I/IH(bOpMaLII/I}I

10.2. XuMu4HA CTA0OMITHOCT

Hsima Hanu4Ha IOMBJIHUTETHA HHOPMAIUS

10.3. Bb3MOKHOCT 32 ONIACHH PeaKIUH

Hsma HannyHa nombeiHUTETHA HHOPMAIUS

10.4. YcnoBusi, KONTO TPsIOBa /1a ce H30SrBaT

HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
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Fluoxetine hydrochloride for ID and assay

HudopmarmoneH aucT 3a 6€300acHOCT

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

10.5. HecrBMecTHMH MaTepHAIH
HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS
10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuyHa A0NBIHUTEIHA I/IH(i)OpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGopManus

11.1. Madopmanusi 3a KIacoBeTe HA ONACHOCT, onpeaeaeHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpasHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)

BpezieH npy noribliaxe.
He ce knacu¢unupa (Jlunceat nanuu)
BuuuiBane: npax, Mbria: CMbPTOHOCEH IIPH BAUIIBAHE.

Fluoxetine hydrochloride (56296-78-7)

LD50 opanHo mibx

452 mg/kg (RTECS Ne UI14050000)

LC50 BaumBane - [Tnsx (IIpax/mbria)

0,2 mg/l/4h

Kopo3uBHOCT/ Ipa3HeHe Ha KOXKaTa
Cepuro3HO yBpeKJaHe Ha OYMTE/IPa3HEHE HA OUHMTE

CeHcuOMIM3anus Ha AUXATEITHUTE IBTUIIA HIIK KOXKATa

MyTaI‘eHHOCT Ha 3apOJUIITHUTE KJICTKH
KaHHepOTeHHOCT

TOKCHYHOCT 32 PEHPOAYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEICHU
OpraHu) — eIHOKPATHA EKCITO3UIIUS

CTOO (crneuuduvHa TOKCHYHOCT 32 ONPEICIeHN
OpraHu) — MNOBTAPSIIIa C€ EKCITIO3UIIHSI

OnacHocT TPy BAUIIBAHE

11.2. Uadopmanusi 3a APYryd ONACHOCTH

Hsima HanmaHa JOIIBJIHUTECITHA MH(iJOpMaLII/IH

He ce knacu¢unupa (HeyOenurennu nanum)

pH: 4,5-6,5

IIpenn3BukBa ceproO3HO yBpEXkKIaHE HA OUUTE.

pH:4,5-6,5

He ce knacudunupa (Jluncsar nanxu)

He ce knmacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIIHEHH KPUTEPUUTE 3
KIacupHIIpaHe)

He ce xnmacuduuupa (B3 0ocHOBa Ha HAIMYHUTE JaHHU, HE Ca U3ITBIHEHN KPUTEPUUTE 3a
KJIacH(pHIIpaHe)

IIpenmonara ce, 4e yBpexaa OIUIOJUTEIHATA CHOCOOHOCT HIIH ILIOJA.

He ce knacudunupa (Heydeanrennu nanHam)

He ce knacu¢umpa (Heybenurennu naHHm)

He ce knacudunupa (Jlunceat nanuu)

PA3/IEJI 12: ExoJjiornyHa nuH(popManus

12.1. ToxkcuuHOCT

OmacHo 3a BoJHaTa cpejia, KpaTKoCpouHa (ocTpa)
OrnacHo 3a BOJIHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA)

CHWIHO TOKCHYEH 3a BOJHUTE OpraHU3MHU.
CHJIHO TOKCHYEH 3a BOJHHUTE OpraHu3MH, C AbJIrOTPACH e(beKT.

Fluoxetine hydrochloride (56296-78-7)

LC50 - Pu6u [1]

0,16 mg/1 (96 yaca, Pimephales promelas)

ECS50 - Pakoo6pasau [1]

0,82 mg/1 (48 waca, Daphnia magna (BoxHa 65b11xa))

EC50 - Pakoo6pa3uu [2]

0,23 mg/1 (48 uaca, Ceriodaphnia dubia (BoxHa Obiixa))

ErC50 Bomopaciu

0,02 mg/1 (96 gaca)

NOEC xponnuHa pudbu

0,028 mg/l (21 nuu, Pimephales promelas)

12.2. YceTOHYHBOCT H Pa3rpajMocT

Fluoxetine hydrochloride (56296-78-7)

YcToiYMBOCT U pa3srpaiuMocT

He ce pa3rpaxna 65p30
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Fluoxetine hydrochloride for ID and assay

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(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbiHUTENHA HHOOPMAIIUSL

PA3JIEJI 13: OGe3Bpexaane Ha OTHAAbLIUTE

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B crorBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niu upeHTHGUKALHOHEH HOMep

UN 2811 UN 2811 UN 2811

14.2. TouHo HaUMeHOBaHHE HAa MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPAO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'’AHMYHO, H.Y K.

Onucanne HA TPAHCHOPTHHTE TOKYMEHTH

UN 2811 TOKCMYHO TBBPJIO BELIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, II,
OPI'AHMYHO, H.V K., 6.1, 11, (D/E), OTIACHO 1I, MARINE ENVIRONMENTALLY HAZARDOUS
3A OKOJIHATA CPEJIA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS

14.3. Kiac(oBe) Ha 0NaCHOCT MPH TPAHCIIOPTHPaHe

6.1

6

S
.

”

& Ah A&

14.4. OnakoBb4Ha rpyna

1I 1I 1I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okosHata cpena: Jla OnacHo 3a okosHara cpeza: [la OnacHo 3a okosHata cpena: Jla
Mopcku 3ambpeuten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Pa3nuB): S-A

Hsima nombiHHTENIHA HANTUYHA PIH(i)OpMaHH?I
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Fluoxetine hydrochloride for ID and assay

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

14.6. Cnenma;THu npeana3Hu MePKH 32 MOTPedUTeINTE

CyxonbTeH TPAHCIIOPT

Krnacudukannonen xox (ADR) T2
Criennanuu pasnopenou (ADR) 1 274,614
Orpannuenu konuuectsa (ADR) 1 500g
W3kmouenu konmyectsa (ADR) . E4
OnakoBbunu uHCTpyKLIuK (ADR) : P002, IBCOS
CriennanHy onakoBb4HU pasznopenou (ADR) . B4
Cwmecenu onakoBku (ADR) : MP10
WHcTpyKuuu 3a IPEeHOCUMH LIUCTEPHU U KOHTeHHepu 3a @ T3
HacunHu ToBapu (ADR)
CriennaiiHy pa3nopendy OTHOCHO NMPEHOCUMU Luctepan @ TP33
U KOHTelHepH 3a HacunHu ToBapu (ADR)
Konose 3a nucrepau (ADR) . SGAH, L4BH
Criennaniu pasnopendu oTHocHO uucrepHu (ADR) : TUI15, TEI9
IIpeBo3HO CpesCTBO 3a PEBO3 B LIUCTEPHHU T AT
Tpancnoprha kareropus (ADR) )
Criennaniu pasnopendu 3a npesosa - Onakosku (ADR) : V11
CriennaiiHy pasnopeou 3a peBo3 - TOBapeHe, : CVI13,CV28
pasroBapBane 1 oopaboTka (ADR)
CriennaiiHy pasnopendu 3a NpeBo3 — ONepaTUBHU : 89,819
n3zuckBanus (ADR)
Unentudukannonen Homep 3a onacHoct (Kemnep No.) @ 60
OpanxeBu Tabenu :

60

2811

Kon 3a TyHennu orpanudenus (ADR) : D/E

Tpancnopt no mope

Crnennanuu pasnopenou (IMDG) 1 274

Orpannuenu konuuectsa (IMDG) 1 500 ¢g

W3kmrouenu konuyecta (IMDG) . E4

Onakobunu uHcTpykuuu (IMDG) : P002

IBC onakopbunu unctpykuuu (IMDG) : IBCOS8

IBC cnennanuu pasnopendu (IMDG) : B21,B4

WHerpykuuu 3a nucrepuu ( IMDG) ¢ T3

Criennaniu pasnopenou otHocHo nuucrepuu (IMDG) . TP33

Kareropus na ToBapene ( IMDG) : B

CaoiictBa 1 Habmonenus (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

BLSI{yIIIeH TPpaHCHopT

PCA Uzkmouenu konudectsa (IATA) . E4
PCA OrpanuueHu KoJImuecTBa IbTHUYECKH CaMOJIET U : Y644
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3@ OTPaHUYEHO o lkg
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuuy 3a ONakoBaHe MbTHUYECKH caMoJIeT U : 669
kapro (IATA)

PCA MakcuMasaHO HETHO KOJIMYECTBO ITbTHUYECKH : 25kg
camouter u kapro (IATA)

HWHcrpyknun 3a onakosate camo kapro (IATA) 1 676
MaxkcHuMatHO HeTHO Koin4ecTBo camo kapro (IATA) : 100kg
Cnenuanuu pasnopenou (IATA) 1 A3, AS
ERG xon (IATA) : 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHApO/IHATA MOPCKA OPraHu3alus

He e npunoxumo
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Fluoxetine hydrochloride for ID and assay

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
OOH Ne (RID) JobaBeHo
Bpoii cunn konycwu/ceeriinan (ADN) Jlo6aBeno
3ansmkurenHo odopyasane (ADN) Jlo6aBeno
W3zkarouenu konmuuectBa (ADN) JobaBeHo
Orpannuenu konuuectsa (ADN) JobaBeHo
Etukern 3a onacuoct (ADN) Jlo6aBeHo
Kracudpukannonen xox (ADN) JobaBeHo
Touno npeBo3HO HanMeHoBaHue (RID) JobaBeHo
Wnentuduxannonen HoMmep 3a onacHocT (RID) Jlo6aBeno
Excnpecnu npartku (RID) JobaBeHo
Crenpaiiy pa3nopeaou 3a IpeBo3 - TOBapeHe, JobaBeHo
pastoBapBaHe 1 06pabotka (RID)
Crernuansu pasnopenou 3a npesosa - Onakosku | lo6aBeHo
(RID)
Tpancnoptra xateropus (RID) Jlo6aBeno
Creranau pasnopen6u 3a RID nucteprn (RID) | lo6aBeno
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Fluoxetine hydrochloride for ID and assay

I/IH(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
Konose Ha nucrepuu 3a RID nucrepuu (RID) JlobaBeno
Creruanrau pa3nopenos OTHOCHO IIPEHOCUMU JobaBeHo
LICTePHH U KOHTCHHEPH 3a HACHIIHU TOBApU
(RID)
MHucTpykuuu 3a NpeHOCUMU LIUCTEPHU U JobaBeHo
KOHTeHHepH 3a HacuHu ToBapu (RID)
Cwmecenn onakoBku (RID) Jlo6aBeHo
Crenuansu onakoBb4HH pasznopenou (RID) Jlo6aBeno
OmnakoBbunn nHCTPYKIHH (RID) Jlob6aBeHo
Wskmouenn xonmdectsa (RID) Jlo6aBeHo
Orpannuenu konuuectsa (RID) JobaBeHo
Crnenuanau pasnopendou (RID) JobaBeHo
OnakosbyHa rpyna (RID) Jlo6aBeHo
Krnacugukaunonen xox (RID) Jlo6aBeHno
3aMeHs BepcusATa OT JlobaBeHo
JaTa Ha pemaxkuusiTa Jlo6aBeno
1.1 EO Ne Jlo6aBeHo
1.1 CAS Ne Jlo6aBeHo
1.1 HaumenoBanue IIpomeneno
1.2 VYrorpeba Ha BelecTBOTO/CMecTa IIpomeneno
1.2 Orpannuenus 3a ynorpeda IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxHarto
2.1 Heobnaronpusatan Gpu3nKoXuMuyHU eHeKT 1 IIpomeneno
HeOnaronpusaTHU e()eKTH 3a 37paBeTo Ha YOBEKA U
OKOJIHATa cpejia
2.1 Knacudukarus B corBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]
2.2 ITuxrorpamu 3a onacHoct (CLP) IIpomeneno
2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno
22 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.3 Jpyra unpopmanus JobaBeHo
4.1 IIppBa HOMOIIL IPHU KOHTAKT € KOXKAaTa IIpomeneno
4.1 IIppBa oMol npu BIUIIBAHE IIpomeneno
4.1 ITspBa oMol Npu NMOrIbIIAHE ITIpomeneno
4.1 TIppBa noMoIII - 00LIH MEPKH IIpomeneno
4.1 IIbpBa moMoII TP KOHTAKT € O4UTE IIpomeneno
42 Cumnromu/e()eKT ciae] KOHTaKT C OYUTE IIpomeneno
4.2 Cumnromu/ehexTy ciel| BAUIIBaHE IIpomeneno
4.2 CuMnToMu/epeKTH Ciel MOrTbIaHe IIpemaxuato
4.2 Cunmnromu/edexTn IIpemaxunaro
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Fluoxetine hydrochloride for ID and assay

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
4.2 CumMnromu/eexTH ciell KOHTAaKT ¢ KoXKaTa IIpemaxnaro
43 Jpyro MeIUIIMHCKO CTAaHOBUIIE MU JICUCHUE IIpemaxuato
5.1 Henonxonsuy noxaporacuTenHu CPeACTBa Jlo6aBeHo
5.1 Toaxoasmu no>xaporacuTeHA CpeCcTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3lajiaHe B cilyyaid Ha JlobaBeHo
oxap
5.2 OnacHocT OT noxap IIpemaxunarto
53 3amuTa npy raceHe Ha Moxap Jlo6aBeHo
53 MucTpyxuuu 3a racene Ha MOXapH IIpomeneno
6.1 3amuTHU cpeacTBa IIpomeneno
6.1 ABapuiiHu I1aHOBE Jlob6aBeHo
6.1 061y Mepku ITpomeneno
6.2 Ipenma3sHu MepkH 3a ora3BaHe Ha OKoJIHaTa cpenia | JlobaBeHo
6.3 3a 3agpprkane JlobaBeHo
6.3 MeToau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JlobaBeHo
7.1 JlombIIHUTEIHN ONIACHOCTH 110 BpeMe Ha paborta IIpomeneno
7.1 XHUIrueHHH MEPKH ITpomeneno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
72 YcnoBus 3a cbXpaHsABaHE IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 TeXHUYEeCKH MEPKH IIpemaxnarto
7.3 CrenuuyHy KpaiHu ynoTpeou IIpemaxunarto
8.2 3amyrta Ha JUXaTeIHUTE IITUIIA IIpomeneno
8.2 3amurta Ha phIeTe IIpomeneno
8.2 3amura Ha OYUTe IIpomeneno
8.2 Tloaxoasii HHKEHEPEH KOHTPOJT IIpomeneno
8.2 3alura Ha Ko)KaTa U TSUIOTO IIpomeneno
9 st JlobaBeHo
9 pH Jlo6aBeno
9 MonekynHa maca Jlo6aBeno
9 Touka Ha TOTIEHE Jlo6aBeno
9 Touka Ha KUTICHE Jlo6aBeno
9 BroHIeH BHT IIpomeneno
9 Mupuc ITpemaxnaro
10.1 PeakonHa ciocoOHOCT IIpemaxnaro
10.5 HecwpBMmecTumu Marepuanu IIpemaxunaro
10.6 OnacHu NPOAYKTH Ha pa3nagaHe IIpemaxuarto
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Fluoxetine hydrochloride for ID and assay

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
11.1 ATE CLP (mpax, MbII1a) IIpomeneno
11.1 ATE CLP (opainna) IIpomeneno
11.1 LDS50 opanHo maex IIpomeneno
11.1 ATE CLP (u3napeHnus) IIpemaxnaro
11.1 ATE CLP (razose) IIpemaxunaro
12.1 NOEC xponuvHa puou Jlo6aBeno
12.1 ErC50 Bomopaciu JlobaBeHo
12.1 EC50 - PakooOpasuu [2] JobaBeHo
12.1 EC50 - PakooOpasuu [1] Jlo6aBeno
12.1 LC50 - Pubu [1] Jlo6aBeno
12.1 LC50 BaumBane - ITnex (Ilpax/mbria) Jlo6aBeHo
12.1 Exosorust - 061110 IIpemaxuarto
13.1 Ipenopbku 3a 00e3BpexgaHE HA IIpemaxnaro
MIPOAYKTa/ONaKOBKaTa

13.1 Pernonanuu pasnopendu 3a OTHaIbIHUTE IIpemaxuarto
14.1 OOH Ne (ADN) Jlo6aBeno
14.2 TouHo npeBo3HO HauMeHoBaHue (ADN) Jlo6aBeno
14.3 Erukeru 3a onacuoct (RID) Jlo6aBeHo
14.4 OmnakoBbyHa rpyna (ADN) JobaBeHo
14.6 Creranau pasnopen6ou (ADN) Jlo6aBeno

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a ONACHOCT:

Acute Tox. 2
(MHXaJalMOHHA: HpaXx,
MBbIJIa)

Octpa TOKCHYHOCT (MHXaJTallMOHHA: IIpax, Mbria), Kateropus 2

Acute Tox. 4 (opanna)

Ocrtpa TokcnuHocT (opainHa), Kareropus 4

Aquatic Acute 1

OracHo 3a BOJHATa Cpe€lia — OCTpa OMaCHOCT, KaTCTOpUs 1

Aquatic Chronic 1

OnacHo 3a BoJJHaTa cpejia — XPOHUYHA OMACHOCT, KaTeropus |

Eye Dam. 1 CepuosHo yBpexaane/npazHene Ha ounre, Kareropus 1

H302 Bpenen npu nornsiiaxe.

H318 IIpenn3BukBa cepro3HO yBpEXkKIaHE HA OUUTE.

H330 CMBPTOHOCEH IPU BJIMIIBAHE.

H361 Ipenmonara ce, 4e yBpexk/a OILIOAUTEIHATA CIIOCOOHOCT M ILIOAA.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 33 BOIHUTE OPTAHM3MH, C IBITOTPacH e(eKT.

Repr. 2 TokcuyHocT 3a penpoaykuusaTa, Kareropus 2

Nudpopmannonen smer 3a 6e3onacuoct (MJIB), EC

15/10/2025 (JlaTa Ha penakuusTa)

BG (6barapckn)

12/13




Fluoxetine hydrochloride for ID and assay

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

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Ta3u ¥ APYTH IPUYUHHU, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, MIETH HJIM Pa3XO/1, IIPOUSTHYAILN OT HJIN CBBP3aHN
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC OKaKe
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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