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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 : Paroxetine impurity D
XUMHYECKO HAHMEHOBaHHE : (+)-trans-Paroxetine hydrochloride
CAS Ne 1 130855-30-0

Kon na npoxykra : 202100151

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

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscnenBaHus u pa3BUTHE
TexHUYecKH U3MUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpHs Ha ynoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEenopbHYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MH(POPMALMOHHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3IEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeliecTBOTO UJIH CMeCTa

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

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318
ToxcuunocT 3a penponykuusta, Kareropus 1B H360

ToKCHYHOCT 3a peNpOyKIMsATa, JOIBIHNTENHA KaTeropus, epektn  H362
BBPXY MIIM UPE3 JTAKTALMATA

CrrenniyHa TOKCHYHOCT 3a OIPE/IeNIeHN OpraHy — nopTapsma ce  H373
excnozunus, Kareropus 2

OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400
OnacHo 3a BoJiHaTa cpejja — XpOHWYHA ONACHOCT, Kareropus 1 H410

3a nmeanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)l/l3l/lKOXPlMPl‘lHl/l eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l e(])elcTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Bpenen npu normbuiane. CUITHO TOKCHYEH 32 BOJAHUTE OPTaHU3MH, C ABJITOTpacH edekt. Moxke J1a yBpeau OIUIoJUTENIHATa CIIOCOOHOCT WK mioaa. Moxe na
Obie BpeneH 3a KbpMadeTa. [Ipean3BrKBa CEpHO3HO yBpEKAaHe Ha ounTe. MoXke [1a IPUYHHH YBPEKIAHEe Ha OPraHUTE MPH MPOIBDKUATEHA HITH OBTAPSIIIa ce
€KCIIO3HUIIUSL.
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Paroxetine impurity D

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

2.2. EleMeHTH HAa €THKETA

Erukerupane B chorBercTBHE ¢ Perniament (EO) Ne 1272/2008 [CLP]

IMTukrorpamu 3a onacHoct (CLP) : : ‘ ‘

GHS05 GHS07 GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpeznen npu noribliage.

H318 - IIpean3BukBa CEpHO3HO YBPEKAAHE HA OUUTE.
H360 - Moxe 1a yBpeIu OIUIOJUTENIHATA CIIOCOOHOCT MIIH TUIOJA.
H362 - Mosxxe na Obze BpesieH 3a KbpMadeTa.
H373 - Mo>xe na MpUYMHE YBpexkJaHe Ha opraHute (KocT, MeTaboIi3pM) IpH IPOIBIDKATEIHA HITT
MIOBTapSIIIA Ce eKCIIO3UIS.
H410 - CuiiHO TOKCHYEH 3a BOIHUTE OPraHU3MH, C IBITOTPAcH e(EeKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - IIpenn ynotpeba ce cHabAeTe ChC CHEMATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a CTe IPOYESIH U pa3dpaly BCHUKH IPeANa3HH MEPKH 3a
0e30macHoCT.
P260 - He aumBaiiTe mpax/IyIex/ras/auM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rpa KOHTAKT [0 BpeMe Ha OPEMEHHOCT ¥ IIPH KbPMEHE.
P264 - Jla ce m3mue pbueTe 10 JTaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - Jla He ce sine, MHe WIH IIyIIU OpH YHOTpeOa Ha IPOIYKTa.
P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA cpeia.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPENa3HO 00ICKIO/MPena3Hu OYriIa/Ipena3Ha Macka
3a JIMLIE/TPEe/IITa3Hu CPE/ICTBA 3a 3alllUTa Ha CiIyXa.
P301+P312 - ITPU ITOI' JTBIIAHE: ITpu nepasznonoxenue ce obagere 8 LEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P305+P351+P338 - [TP1 KOHTAKT C OUYUTE: npomuBaiiTe BHUMATEIIHO C BOAA B MPOIBIDKCHUE
Ha HAKOJIKO MUHYTH. CBaJIeTe KOHTAaKTHUTE JICIH, aKO UMa TaKHBa U TOKOJIKOTO TOBA € Bh3MOXKHO.
IpoabkeTe ¢ U3MIIAKBAHETO.
P310 - Hezab6aBHo ce obanere B LIEHTBP [TO TOKCUKOJIOI' A nnu Ha nekap.
P314 - TIpu Hepa3oI0KEHNE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P330 - UsmnakHere ycrara.
P391 - Cpbepere pazasToro.
P405 - Jla ce cbxpaHsiBa 1o KIroy.
P501 - CbappxaHHETO/ChABT Aa CE€ U3XBBPIIH B IIyHKT 3a ChOMpPaHe Ha ONMACHH WU CIELHATHI
OTHaxbLH, B CbOTBETCTBHE C MECTHUTE, PETHOHAIHY, HALMOHAIHH W/UIM MEXIyHapOIHU
pasnopenou.

ETuxerupane B choTBeTcTBHE ¢: M3K/I104eHNs 32 BbTPEIIHU ONAKOBKH, KOTraTo ChAbpsKaHHeTo He npeBumasa 10 ml.

ITukrorpamu 3a onacHoct (CLP)

T

GHS05 GHS08

2.3. JIpyru onacHocTH

ToBa BemecTBo/cMec He oTroBapst Ha kpurepunte PBT na Permamenr REACH, Ilpunoxenne XIIT
ToBa BemmecTBo/cMec He oTroBapst Ha kpurepunte vPvB Ha Permamentr REACH, Ipunoxenne XIII

)Ipyra I/IHq)OpMaI_[I/Iﬂ . Buumanwe - BCIOICCTBO, KOCTO BCC OIIC HE € U3IIUTAHO HAITBJIHO.

28/04/2026 ([lata Ha penakuusTa) BG (6barapckn) 2/12



Paroxetine impurity D

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 Npentundukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
(+)-trans-Paroxetine hydrochloride CAS Ne: 130855-30-0 <100 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg)

Eye Dam. 1, H318

Repr. 1B, H360

Lact., H362

STOT RE 2, H373
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a mennus TekeT Ha H- u EUH-npenynpexxaeHusita 3a onacHOCT: BX. pazaen 16

PA3JIEJI 4: Mepku 3a nbpBa oMo

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

IIbpBa nomoii - 001K MEPKU . B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE TPOIBIDKABAT, IOThPCETE MEAUIIMHCKA
TTOMOIIL.
IIbpBa oMol Mpu BIUIIBAHE . H3Besere JMLIETO HA YUCT BB3/LyX U IO MIOCTABETE B MO3MLIMU, YJIECHABAILA AMIIaHeTO. [la ce ocTaBu

MOCTpaJaIys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOILL.

ITbpBa oMo IPK KOHTAKT C KOXKarta : Jla ce cBanmy 3aMbPCEHOTO OOJIEKIIO U U3JIOKEHUSAT Y4acThK OT KOXKaTa Ja ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

[IbpBa nOMOILL IPU KOHTAKT C OYUTE . MznnakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPKUTE KICHAYUTe HIMPOKO OTBOPEHU (B
HPObIDKCHNE Ha MOHE 15 MuHyTH). CBajeTe KOHTAKTHUTE JICIIHU, aKO MMa TAKHBA M JIOKOJIKOTO TOBA
€ Bb3MOXKHO. [Ipoabmkere ¢ u3iakBaneTo. Jla ce H3BBPIIN He3a0aBeH Mperiies OT OQTAIMOIIOT.

ITbpBa MOMOLI IPH MOTTBIIAHE : Msmiaksere ycraTa ¢ Boa (caMo aKo IOCTpaJanusaT ¢ B Ch3HaHKe). Hukora He JaBaiiTe HUIIO Tpe3
ycTaTa Ha 4oBeK B Oe3cp3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCUKOJIOT USl/Ha
JeKap.

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

CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[PBBI/[KBa CEPHO3HO YBPEKIAHE HA OUUTE. 3a‘ICpB${BaHPI5[, Gosika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIHMHCKH TPUKHA U CNICLIMATHO JIeYeHHU e

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

PA3J/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha MoOKap

TToaXO/ISIIIH TT0KAPOTACHTEIIHU CPE/ICTBA : Jla ce u3mon3Bat cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEICTBO. BhIiiepoieH AHOKCH .
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy moxaporacuTelIH| CpeCTBa : Jla He ce U3MON3Ba CHIIHA BOJHA CTPYSL.

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

Onacau IPOOYKTH Ha pasnajaHe B cnyqaﬁ Ha 1oxap . HemwmaOTO TOpCHE OCBOGO)KI[aBa OITACE€H BBIJICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U IPYTH TOKCUIHU
razoBe. B3MOXKHO € OTAENIHETO Ha TOKCHYHU U3IIapCHUs.

5.3. CbBeTH 32 NOKAPHUKAPHUTE

WHCTpyKIHUHK 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa H3MoJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 63 MOAXOISIIO 3aUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPALL]
amapar 3a AuxartesHa 3anmTa. [IbiHa 3amura Ha TII0To.
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Paroxetine impurity D

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEPKH N I[a ce u30srBa KOHTAKT C KoOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He O0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CPeACTBA : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3AMTHO 060pyaBaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha eKCro3uLusaTa/ TMYHU Mpena3Hu cpeacTsa’.

I[a ce u3bsrsa H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U ITIOCTABETE B ITOAXOIAILL KOHTeﬁHep 3a oGe3Bpe)K.uaHe Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCCHUTE IIOBBPXHOCTH 0OHITHO ¢ Boza. [TouncTBane ¢ momiira Ha JACTEPIeHT.

Bikre Pasnen 13 orHocHO nH(pOpMarus 32 06e3BpexkIaHe Ha OTIANbLUTE.

JIOITBJTHUTEITHY ONIACHOCTH 10 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU I KbPMAUIKUTE.

TIpennaszuu Mepku 3a 6e3omacHa pabora : Jla ce n30srea BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MHe WIK MyIIH IpH ynoTpeba Ha npoaykra. Jla He ce H3Hacsl 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MoMenieHue. [la ce U3MUAT phLETe NPeIu OYUBKUTE H CIIE]T
IPHUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHEe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MsicTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILUTHHA U IPSIKA CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAaIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

J1 HA EKCHO3llllllﬂTa/JIll‘lHH npeanmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEHA PlHd)OpMaI.IHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJI

IMoaxoasm HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3MCKBAT KAKTO MECTHA CMYKaTEIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH Mo 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrea

3ammTa HA OYHTE U JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasuu oura. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Paroxetine impurity D

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

3ammTa Ha Ko}KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOAIIO HpenasHo obieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmiika. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONUMBY npenasau pbkasuny. (EN 374)
3ammTa HAa UXaTeTHHTE IBTHINA

3amuTa HA AMXATEJHATE IIBTHINA:
B ciyuaii Ha 06pa3yBaHe Ha Ipax [a ce U3MO0JI3Ba anapar 3a quiaxe ¢ Gpuirsp: P3

PA3JIEJI 9: ®u3nyHy 1 XHMAYHHI CBOIiCTBA

ArperaTtHo ChCTOSTHUE : TBBPIO BEIIECTBO
st . He e HanuuHO
MornekynHa maca : 365,8 g/mol
Mupuc : He e Hannmuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE . He e HanuuHO
Touka Ha 3aMpb3BaHe . He e HanuuHO
Touka Ha KUIIEHE . He e HanuuHO
3anaauMoct . He e HanuuHO
JlonHa rpaHuLa Ha eKCIIO3UBHOCT . He e npunoxumo
T'opHa rpanua Ha eKCIUIO3UBHOCT . He e npunoxumo
Ilnamua Temmeparypa . He e npunoxumo
Temmepartypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo
pH : He e Hannuno
pH pasrBop : He e nannuno
Bucko3uTer, KHHEMaTHYEH . He e npunoxumo
PazrBopumoct . He e HanuuHO
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log @ He e Hanmuuno
Kow)

Hausirane Ha napure . He e HannuHO
Haunsrane Ha napure npu 50°C : He e nannuno
IlnsTHOCT . He e HannuHo
OTHOCHUTEIHA IUITBTHOCT . He e HannuHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yacTunure . He e HanuuHo

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qonbIHUTENHA HHOOPMAIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHDOpMATHS

Hsma HanmuvHA HOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS
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Paroxetine impurity D

HudopmarmoneH aucT 3a 6€300acHOCT

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

10.5. HecrBMecTHMH MaTepHAIN
HsiMa Hann4yHa JOMBIHATENHA HHQOpMALHS
10.6. OnacHu NPOAYKTH HA pa3najaHe

Hsima HanuuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 11: ToxcukonoruyHa uHGoOpManus

11.1. Madopmanus 3a K1acoBeTe HA ONACHOCT, onpeaeieHd B Pernament (EO) Ne 1272/2008

Ocrpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMIIBAHE)

BpezieH npu noribiaHe.
He ce knacu¢unupa (Jlunceat nanHu)
He ce knacu¢unupa (JIunceaT nanam)

(+)-trans-Paroxetine hydrochloride (130855-30-0)

LD50 opanHo mibx

> 300 — <2000 mg/kg (mporHo3Ha CTOMHOCT)

KOpOSI/IBHOCT/Z[paSHCHe Ha KoXara

Cepn03H0 YBpEXKIAAHE HA O‘II/ITe/I[pa3HCHe Ha OYUTEC

CencuOunu3aIys Ha AUXaTeIHATE IBTHINA MM KOXKaTa
MyTareHHOCT Ha 3apOJHUIIHUTE KICTKH

Kanmeporensoct

ToKCHYHOCT 32 PENPONYKIHATA

CTOO (cnenuduyHa TOKCHYHOCT 32 OMPE/ICIICHN
OpraHy) — eIHOKPAaTHA EKCIIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 33 OIPEICICHU
OpraHu) — MOBTAPSIIIa CE EKCITO3UIIHSI

OnacHOCT NpH BAMIIBaHE

11.2. Uudopmanus 3a Ipyrd ONacCHOCTH

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ

He ce xiacuduuupa (B3 0cHOBa Ha HAIMYHUTE JaHHU, HE Ca U3ITBIIHEHN KPUTEPUUTE 3a
KJIacu(pHIIpaHe)

Ipenu3BUKBa CEPHO3HO YBpEXkKIaHE HA OUHTE.

He ce xnacuguuupa (B3 0CHOBa Ha HATMYHUTE JAHHH, HE Ca U3ITBIHCHH KPHUTEPUUTE 32
KJIacuuIypane)

He ce knacudunupa (Bp3 ocHOBa Ha HANWYHUTE JAHHH, HE CA U3IIBIHEHH KPUTEPUUTE 3a
KiacuuLypane)

He ce knacu¢unupa (Jlunceat gaHHmn)

Mosxe na yBpean OTUIOAMTENIHATA CHOCOOHOCT M T101a. Moske /ja Ob/ie BpesieH 3a KbpMaera.

He ce xnacudumupa (Heybenurennu naunum)

Moske 1a IpHYMHY yBpeXKAaHe Ha OpraHute (kocT, MeTaboamu3bsM) Iy MPOIbIDKUTEIIHA UK
MOBTapSIIIA Ce eKCIIO3UIH.

He ce knacudumupa (Jlunceat ganHm)

PA3EJI 12: Exojioru4uHa uHgopmanus

12.1. TokcH4YHOCT

OrnacHo 3a BoJHaTa cpejia, KpaTKocpouHa (ocTpa)
OrmacHo 3a BOJHATa CpeJia, ABIr0CPOYHA (XPOHHYHA)

CHITHO TOKCHYEH 32 BOJIHUTE OpraHu3MH.
CHITHO TOKCHYEH 32 BOJIHUTE OpraHu3MH, ¢ ABJITOTpacH e(beKT.

(+)-trans-Paroxetine hydrochloride (130855-30-0)

EC50 96h - Bomopaciu [1]

<1 mg/l (96 uaca) (mporuo3Ha CTOHHOCT)

NOEC xponuyna pakoodpazHu

<1 mg/l (7 nuu) (IpOrHO3Ha CTOHHOCT)

12.2. YeToHYHBOCT M pa3rpajuMocT

(+)-trans-Paroxetine hydrochloride (130855-30-0)

YCTONUNBOCT M pa3rpaguMoCT

He ce pasrpaxmna 0bp30

12.3. BuoakymyJupania crnocooHOCT
HsiMa Hann4yHa JOMBIHATETHA HHQOpMALHS
12.4. [IpeHoCHMOCT B MOYBATA

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ
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Paroxetine impurity D

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

12.5. Pe3yaratu ot onenkara Ha PBT u vPvB

(+)-trans-Paroxetine hydrochloride (130855-30-0)

Toa BemectBo/cMec He otroBapst Ha kputepunte PBT na Pernament REACH, Ilpunoxenune XIII

Tosa BemecTBo/cMec He oTroBaps Ha kpurepuute vPvB Ha Permament REACH, Ilpunoxenune X111

12.6. CpolicTBa, HapymIapamu (P)yHKIHHTE HA €HAOKPHUHHATA CHCTEMA
Hsma HanuyHa nombiHUTETHA HHOPMALUS
12.7. Ipyru HeOnaronpusitHu edeKTH

HsiMa HannyHa JOMBJIHATENHA HHQOPMALIHS

PA3JIEJI 13: O0e3BpexaaHe HA OTHAABLUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIN

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum{

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA

ADR IMDG TATA
14.1. Homep no cnucbka Ha OOH niu uaeHTH(PUKALIMOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. Touno HauMeHOBaHUE HA MpaTKaTa no cnucbka Ha OOH

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

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

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

Onucanue Ha TPAHCHOPTHHTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A

POLLUTANT

UN 3077 ENVIRONMENTALLY HAZARDOU
OKOJIHATA CPEJIA, TBBPIIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, 11I, MARINE

UN 3077 Environmentally hazardous substance,
solid, n.o.s., 9, III

14.3. Kitac(oBe) Ha ONIaCHOCT NPH TPAHCIOPTHPaHe

14.4. OnakoBb4Ha rpyna

111 1

111

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OmacHo 3a okonHata cpeza: Ja OmacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeunten: Jla
EmS-Ne (IToxap): F-A

EmS-Ne (Paznus): S-F

OrmacHo 3a OKOJIHATa cpena: )Ia

Hsma nombaHUTENHA HATMYHA HHPOpMALUs

14.6. CnennaTHu NpeANa3HA MEPKH 32 MOTPeOUTeINTE

CyX0IbTeH TPAHCIIOPT
Krnacudukannonen xox (ADR) . M7
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Crnennanau pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kinrouenu konmmyectBa (ADR)

OnakoBb4Hu uHCTpyKIMK (ADR)

Crienmaniu onakoBb4HU pasnopenou (ADR)

Cwmecenu onakoBku (ADR)

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

CrienmanHy pa3nopedy OTHOCHO PEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepun (ADR)

ITpeBo3HO CpeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Criennaniu pasnopenou 3a npesosa - Onakosku (ADR)
Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

CrienpaiiHu pasnopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u o0padotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

TpaucnopT no mope

Crnennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

W3kirouenu konmyectsa (IMDG)

Onakobunu uHctpykuuu (IMDG)
Crienmanuu pasnopendu 3a onakosane (IMDG)
IBC onakopbsunu unctpykuuu (IMDG)

IBC cneunanuu pasnopendou (IMDG)
Wucerpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendu otHocHo nucrepuu (IMDG)
Kareropus na toBapene ( IMDG)

Cknagupane u oopadorka (IMDG)

Bb3ayumien Tpancnopt

PCA Uzkmiouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPAaHUYEHO
KOJIMYECTBO IIbTHUYECKH camoneT U kapro (IATA)
PCA MHcTpyKuuy 3a ONakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH
camoutet u kapro (IATA)

WHcerpykuun 3a onakoaHe camo kapro (IATA)
MakcuMaaHO HeTHO KosmuecTBo camo kapro (IATA)
Crnennanuu pasnopendu (IATA)

ERG xox (IATA)

14.7. MopckH TPAaHCHIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO MHCTPYMEHTH Ha MesKIyHApOIHATA MOPCKA OPraHU3aLus

He e npunoxumo

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
AT

3

V13

VCl1, VC2
CV13

90

90
3077

274,335, 375, 966, 967, 969
Skg

El

LP02, P002

PP12

IBCO8

B3

BK1, BK2, BK3, T1
TP33

A

SW23

El
Y956
30kgG
956
400kg
956
400kg

A97, A158, A179, A197, A215
9L
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO UJIH CMECTAa HOPMATHBHA ypen6a/3aKoH0AATEICTBO OTHOCHO 0€30MaCHOCTTA, 3IPABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHuyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BelllecTBATA 32 pa3peliaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanguaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemecta

PersiaMeHT 0THOCHO BellecTBa, KOMTO HAPYIIABAT 030HOBUS cJioii (2024/590)

He ¢urypupa B crrcbKa ¢ BelecTBa, KOUTO Hapymasat 030HoBus cioit (Permament EO 2024/590)

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

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a KoHTpOJ Ha U31eus ¢ JBOWHA yroTpeba.

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

He ¢urypupa B cnrcbka ¢ npekypcopu Ha B3puBHE Betectsa (EC)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He ¢urypupa B cnucbka ¢ Ipekypcopu Ha HapkoTH4IHE Bemtectsa (EC)

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

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUSI

PA3JIEJI 16: Ipyra uadgopmanus

Mnaukanus 3a IpoMeHH

Paznen IIpomeHeH eneMeHT KomenTapu
3amMeHs BepcusTa oT JlobaBeHo
JlaTa Ha peakusTa Jlo6aBeno
1.1 CAS Ne Jlo6aBeHo
1.1 HaumenoBanue IIpomeneno
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BElECTBOTO/CMECTA IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunaro
2.1 Heb6naronpusitau QU3HKOXUMHUYHH e(DeKTH 1 IIpomeneno

HeGJIaI‘OHpI/ISITHI/I e(beKTI/I 3a 34paBE€TO Ha YO0BEKA U
OKOJIHaTa cpeaa

2.1 Krnacudukanus B ceorBerctBre ¢ Permament (EO) | IIpomeneno
Ne 1272/2008 [CLP]

2.2 Ipenopsku 3a 6e3onacHoct (CLP) IIpomeneno
2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
23 Jlpyra nudopmarus JlobaBeHo

4.1 ITepBa momor - 00N MEepKn IIpomeneno
4.1 ITepBa moMomI IpH KOHTAKT € KOXKaTa ITpomeneno
4.1 IIppBa nomo1 npu BAUIIBAHE IIpomeneno
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Paroxetine impurity D

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
4.1 IIppBa nomo1L pH MOTITbIAHE IIpomeneno
4.1 ITepBa moMomI IpH KOHTAKT C OUHUTE IIpomeneno
4.2 Cumnromu/e(eKTH ciel] KOHTaKT C OYUTE IIpomeneno
4.2 Cumnromu/eheKTy ciel| oriabliaHe IIpemaxnaro
4.2 Cumnromu/edextn IIpemaxunato
4.2 CumMnromu/eexTH cirell KOHTAKT ¢ KoXKaTa IIpemaxunaro
4.2 CumMnromMu/eexTH ciejl BAUIIBaHE IIpemaxnaro
43 Jlpyro MeIUIIMHCKO CTAaHOBUIIE WU JICUCHUE IIpemaxuato
5.1 Henonxonsuy noxaporacuTenHu CPeACTBa Jlo6aBeno
5.1 Toaxoasmu noxkaporacuTesHu CpecTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pasliajlaHe B cilyyail Ha JlobaBeHo
oxap
52 OnacHoCT OT Mmoxap IIpemaxunarto
5.3 3amuTa Opy raceHe Ha IoXap JlobaBeHo
53 MucTtpyxuuu 3a racene Ha moxapu IIpomeneno
6.1 3aluTHU cpecTBa IIpomeneno
6.1 ABapuiiHy I1aHoBe IIpomeneno
6.1 O6mm MepkH ITpomeneno
6.2 IIpenna3Hu Mepku 3a ona3BaHe Ha okojHarta cpenia | /lobaBeHo
6.3 3a 3agbpikaHe Jlo6aBeHo
6.3 Metoau 3a mouncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznent (8, 13) JobaBeHo
7.1 JlobIIHUTEIHU ONIACHOCTH O BpeMe Ha paborta IIpomeneno
7.1 TIpenna3uu Mepku 3a 6e3omacHa pabora IIpomeneno
7.1 XUTHEeHHU MEPKH IIpomeneno
7.2 YcnoBust 3a chbXpaHsBaHE IIpomeneno
7.2 OnakoBbYHU MaTepUaIH JobaBeHo
7.2 TeXHUYEeCKH MEPKH IIpemaxnaro
7.3 Crennduynn KpaitHu yrnorpebu IIpemaxnato
8.2 3amuTa Ha JUXaTeTHUTE ITBTUIIA IIpomeneno
8.2 3amura Ha phIeTe IIpomeneno
8.2 3amura Ha OYUTE IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOIT IIpomeneno
8.2 3alura Ha Ko)KaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo
9 Mupuc IIpemaxnaro
10.1 PeakumonHa criocoGHOCT IIpemaxunarto
10.5 HecwsBmMecTumu Marepuanu IIpemaxuarto
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuaukanus 3a NMPOMEHHU

Paznen IIpomeHeHn enemMeHT KomenTapu
10.6 OmnacHy IPOXYKTH HA pa3lafaHe IIpemaxnaro
11.1 LD50 opanHo miex JobaBeHo
11.1 ATE CLP (opaina) IIpomeneno
12.1 EC50 96h - Bonopaciu [1] Jlo6aBeno
12.1 NOEC xpoHnyHa pakooOpazHH JlobaBeHo
12.1 Exosorust - 061110 IIpemaxuarto
13.1 Pernonannu pasnopenou 3a OTabIHTE IIpemaxnaro
14 OOH Ne (RID) JobaBeHo
14 Bpoii cunun konycu/csernuau (ADN) JobaBeHo
14 3agbmkuTesHo odbopyasase (ADN) Jlo6aBeno
14 IMpeBo3sT € pazpemen (ADN) JlobaBeno
14 Wskmouenn xonudectsa (ADN) JobaBeHo
14 Orpannuenu konudectsa (ADN) Jlob6aBeHo
14 Etukeru 3a onacuoct (ADN) Jlo6aBeno
14 Knacudukamuonen ko (ADN) Jlo6aBeno
14 Touno npeBo3Ho HauMeHoBaHue (RID) Jlo6aBeno
14 Wnentuduxannonen HoMep 3a onacHoct (RID) JobaBeHo
14 Excnpecuu npatku (RID) Jlob6aBeHo
14 Creranau pasnopenoy 3a IpeBo3 - TOBapeHe, JobaBeHo
pasroBapBane u o0padotka (RID)
14 Crienpaniu pasnopendu 3a npeBos - HacunHo JobaBeHo
cberosinue (RID)
14 Crienpaiiiu pasnopendu 3a npesosa - Onakosku | JlobaBeHo
(RID)
14 Tpancnopraa kareropus (RID) JlodaBeno
14 Konose Ha nuucrepuu 3a RID nucrepuu (RID) Jlo6aBeno
14 CrienMaiiiy pa3nopeidu OTHOCHO IPEHOCHMH Jlo6aBeHo
IICTEPHH U KOHTEHHEPH 32 HACHIIHU TOBApU
(RID)
14 MHcTpyKumy 3a IPEeHOCHMH LUCTEPHU U JobaBeHo
KOHTeHHepH 3a HacuHu ToBapu (RID)
14 Cwmecenn omakoBku (RID) Jlo6aBeno
14 Creruaniu onakoBs4HH pasnopendu (RID) Jlo6aBeHo
14 OmnakoBbynu HHCTPYKIMH (RID) JlobaBeHo
14 Wskimouenn xonmdectsa (RID) Jlob6aBeHo
14 Orpannuenu konudectsa (RID) Jlo6aBeno
14 Crnenunanau pasnopendu (RID) JobaBeHo
14 OnakosbyHa rpyna (RID) JlobaBeHo
14 Kracugpukaunonen xox (RID) Jlo6aBeno
14 Criennanau pasnopenou (IATA) IIpomeneno
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanms 3a NMPOMEHHU

Paznen IIpomeHeHn enemMeHT KomenTapu
14 Crienmanau pasnopenou (IMDG) IIpomeneno
14.1 OOH Ne (ADN) Jlo6aBeno
14.2 Touno npeBo3HO HauMeHoBaHHe (ADN) JobaBeHo
14.3 Etukeru 3a onacuoct (RID) Jlo6aBeno
14.4 OmnakoBbyHa rpyna (ADN) Jlo6aBeHo
14.6 JonsnauTtensn n3uckBanms/3abenexku (ADN) Jlo6aBeno
14.6 Crenmanau pasnopenou (ADN) JobaBeHo

IIbaen Texer Ha H- 1 EUH-npenynpexieHnsTa 3a 0NacHOCT:

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

Aquatic Acute 1 OnacHo 3a BoJiHaTa cpejia — OCTpa ONacHOCT, Kareropus 1

Aquatic Chronic 1 OrmacHo 3a BoJIHaTa cpejia — XpOHUYHA OTACHOCT, KaTteropus 1

Eye Dam. 1 Cepuo3HO yBpexaane/ipazHene Ha ounte, Kareropus 1

Lact. TOKCHYHOCT 3a PEHPOLYKLHATA, JONBIHUTEIHA KATErOpHst, €PeKTH BbPXY HJIM 4Pe3 JIaKTaLHsITa
Repr. 1B TokcuuHoCT 3a penpoaykuusata, Kareropus 1B

STOT RE 2 CreruuyHa TOKCHYHOCT 3a ONpe/ieSIieHH OpraHy — MOoBTapsiia ce ekcrnosuiusi, Kareropus 2
H302 Bpenen npu nornsiuaxe.

H318 IIpenn3BukBa cepro3HO yBpEkKIaHE HA OUUTE.

H360 Moske 1a yBpeay OIUIOJUTENIHATA CIIOCOOHOCT WITH TUIOJA.

H362 Moske n1a Obe BpelieH 3a KbpMayerTa.

H373 Moske J1a MPUUMHU YBPEXKAaHE Ha opraHuTte (Koct, MeTabonn3bpm) Ipyu MPOoIbKUTENIHA WK MOBTAPSIIA CE& €KCIIO3ULIMS.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 33 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Wupopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpskamnia ce B To3u MHpopMaoHeH JIucT 3a 6€301acHOCT, € HOJIy9eHa OT H3TOUHUIH, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaImsITa ce IpeaocTans 6e3 HUKAaKBa rapaHIys, H3pUYHA MM [0pa30upalia ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHSTA W
MeTozauTe 3a paboTa, ChXpaHeHHe, yIoTpeda Wik 00e3BperxkJaHe Ha IPOAyKTa ca H3BBH HAIIMS KOHTPOJ U MOXKE J1a ca U3BBH Halata KomreTeHTHoCT. [Topanu
Ta3W U APYT'H NPUYHHY, HUE He IoeMaMe OTTOBOPHOCT U U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 32 3aryOH, IETH WIH Pa3XO/y, IPOU3THYAIIN OT HIIU CBBP3aHU
I10 HSKAKbB HAUMH ¢ paboTaTa, CbXpaHEeHNUEeTo, ynoTpedaTa min 00e3BpexkIaHeTo Ha npoaykTa. To3u MHpopMannoHeH et 3a 6e3011aCHOCT € U3TOTBEH U TPsIOBa
JIa ce U3II0JI3Ba CaMo 3a TO3H IPOIYKT. AKO IPOAYKTHT C€ U3II0I3BA KATO CHCTAaBKa HAa APYTH IPOIYKTH, HAIMYHATAa HH(OpMaLus OM MOTJIa Ja ce OKaxe
HerpriokuMa. Ta3n nHdopMals ce 0OCHOBaBa Ha HAIIWTE TEKYIIH ITO3HAHMS U € IpeJHa3HauYeHa J1a JaJie OMHUCAHKe Ha IIPOYKTa caMo 3a IEJIUTEe Ha
3[paBeoIia3BaHeTo, Oe30IIaCHOCTTa M OKOJIHATa cpena. [lopaam ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIIMs 3a CBOMCTBATA HA POIYKTA.
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