COUNCIL OF EUROPE o o . .
edonme ) Levodropropizine impurity B

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3naBane: 01/01/2025 [larta Ha pepaxuusita: 03/06/2025 3amens Bepcusra ot: 01/01/2025 Bepcewus: 2.0

PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMeCTA M HA IPY:KeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HanmeHoBaHue Ha BEIIECTBOTO . Levodropropizine impurity B
XHUMHYECKO HANMEHOBAHHUE :1-Phenylpiperazine

EO Ne 1 202-165-6

CAS Ne 1 92-54-6

Kon Ha npoxykra 1202400621

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
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 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 3 H301
Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 2 H310
Koposus/npasnene Ha koxara, Kareropus 1, ITonkareropus 1B H314
CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 1 H318

3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HebaaronpusiTHn GU3NKOXUMIYHHA e(peKTH U HeOJIAronpHATHY edeKTH 32 3APaBeTo HAa YOBEKA W OKOJHATA cpeia

Toxcuaen npu normbiane. CMBPTOHOCEH TIPH KOHTAKT ¢ KokaTa. [IpHYMHABA TEXKKH M3rapsHUs Ha KOKaTa M CEPHO3HO YBPEK/IaHE HA OUHTE.
2.2. EnemeHTH Ha eTHKeTa

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

IMTukrorpamu 3a onacHoct (CLP)

b

GHSO05 GHS06
Curnanna gyma (CLP) : OmacHo
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Levodropropizine impurity B

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

Ipenynpexnenus 3a onacHoct (CLP) : H301 - ToxcuueH npu noriabLIaHe.
H310 - CMBpPTOHOCEH ITPU KOHTAKT € KOXKaTa.
H314 - [IpuunHsBa TEXKU MU3rapsiHUS HA KOXKAaTa U CEPUO3HO YBPEXKIAHE HA OYMTE.

Ipenopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiiTe npax/mymiex/ra3/ium/n3mapeHust/aepo30ii.
P264 - Jla ce u3mue pbleTe 10 JIAKTUTE U JIMLETO CTAPATEIHO ClIe/l ynoTpeda.
P270 - la He ce siae, nue Wiy MMy npy ynorpeba Ha NpoayKTa.
P280 - U3nomn3Baiite npeanasnu phKaBHUIH/IPEINa3Ho 00IEKIO/MPpeAna3Hi Ounia/mpena3ia Macka
3a JIMLE/TIPEAIa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.
P301+P310 - ITPY ITOT'JIBIIAHE: He3a6asno ce obanere B LEHTHP 10 TOKCUKOJIOI' U min
Ha JIeKap.
P301+P330+P331 - [TPU ITOI'JIBILJAHE: n3nnakuere ycrata. HE npean3BukBaiiTe HoBpbIIaHe.
P302+P352 - [TIPU KOHTAKT C KOXATA: V3muiite 00uIHO ¢ BoAa.
P304+P340 - [TPU BAWILIBAHE: 13Benere NUIETO HAa YUCT BB3AYX M IO OCTABETE B MO3UIIMSA,
yJIECHsBAIIA AUIIAHETO.
P305+P351+P338 - [IP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOJA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIIH, aKO MMa TAKHBA U JOKOJIKOTO TOBA € Bb3MOXKHO.
[poabkere ¢ U3MIAKBAHETO.
P310 - Heza6agno ce o6anere B LIEHTHP I10 TOKCUKOJIOT' A niu Ha nekap.
P321 - CneunanusupaHo jgeyeHue (BxkK. AOMbIHUTEIHA MHCTPYKIMS 3a IbPBa IIOMOLI Ha TO3U
€THUKET).
P330 - M3nnakuere ycrara.
P361+P364 - HezabaBHO cBajieTe LJIOTO 3aMbPCEHO 00JIEKIIO U TO U3IEPETe MpeId MOBTOPHA
ymotpeba.
P405 - Ta ce chxpaHsiBa 1oJ KJIH04.
P501 - CpapprxkaHueTo/chabT Aa ce U3XBBPIH B MYHKT 33 ChOMPaHE HA OMACHU MU CIICHUATHI
OTHajblH, B CbOTBETCTBHE C MECTHHTE, PETHMOHAIIHY, HALIMOHAIIHY H/UIN MEXILyHapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBHUE C: M3KiIIOUCHNMS 32 BBTPEIIHM OMAKOBKH, KOTaTo ChAbPXKaHUETO He npeBuiiasa 10 ml.

S &£F

GHS06 GHSO05

IMuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHocTH

Jlpyra nadopmarys : BHHMMaHHe - BEECTBO, KOETO BCE OIIE HE € M3MUTAHO HAITBIIHO.

PA3JIEJI 3: ChcraB/mndopmanus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]

1-Phenylpiperazine CAS Ne: 92-54-6 <100 Acute Tox. 3 (opanna), H301 (ATE=210
EO Ne: 202-165-6 mg/kg TenecHo Terio)

Acute Tox. 2 (nepmainna), H310 (ATE=149
mg/kg TenecHo TerIo)

Skin Corr. 1B, H314

Eye Dam. 1, H318

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

PA3/IEJI 4: Mepku 3a NbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOL

H’pra moMo1f - 061111/1 MEpPKHU . B®B Bcnukn CjIydyanu Ha CbMHEHUE, WJIH aKO CUMIITOMUTE IPOABIIKABAT, IIOTHPCETE MEAUIIUHCKA
TTOMO1II.
H’BpBa TIOMOII TP BAUIIIBAHE : I/I3BCHBTC JIMOETO HAa YUCT BB3AYX U I'O IIOCTABETE B IMO3UIINS, YIE€CHABAIIA JUITAHETO. I[a C€ oCTaBH

TIoCTpagaIns 1a CU NOUYNHE. TTocwBeTBaiiTe ce ¢ JICKap aKO JUXATCIHUTE 3aTPYAHCHUS IIPOABJKaBaT.
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Levodropropizine impurity B

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ITbpBa MOMOII IPK KOHTAKT C KOXKaTa : HesabaBHo cBaieTe I7I0TO 3aMBPCEHO 001ek10. Jla ce n3Mue BeHara OOMIHO ¢ BOJA U a ce
M3BBPIIN KOHCYJITALHS C JIeKap.

IIbpBa HOMOIIL TPY KOHTAKT C OYUTE . MznnakHere He3a0aBHO M CTapaTEIHO C BOJIA, KATO ABPXKUTE KICHaYuTe HIMPOKO OTBOPEHHU (B
IpOABIDKEHHE Ha OoHe 15 MuHyTH). CBajeTe KOHTAKTHUTE JIEIIH, aKO HIMa TaKHBa U JOKOJIKOTO TOBA
€ Bb3MOXHO. [Ipoxbinkere ¢ u3miakBaHero. [la ce u3BbpiIM He3a0aBeH mperiie] oT 0(hTaaIMOIor.

[IppBa noOMoOIL IPY MOTITBIAHE . HMznnakuHere ycrara ¢ Bojia (CaMo aKko MOCTPalalIvAT € B Ch3HaHKe). Hukora He gaBaiiTe HUIIO 1pe3
ycraTa Ha 4oBeK B Oe3ch3HaHue. Hesabasno ce obanere B IEHTBP I10 TOKCUKOJIOT' U /va
JeKap.

4.2. Hali-chbIieCTBEeHH OCTPH M HACTHIIBAIIH CJIeJ H3BECTEH MepPHO/] OT BpeMe CHMITOMH U eheKTH

CI/IMHTOMI/I/S(I)CKTI/I CJICa BAUIIBAHE : Moxe na Npean3BHKa 3abXBaHE, YCCIUIAHE 3a TEKECT B I'BPAUTE, APA3HEHE HA I'bPJIOTO U KAILUJTMLIA.
Cumrnromu/ S(I)CKTI/I CJIC KOHTAKT C KOXKaTa : CM'prOHOCCH IIpA KOHTAKT C KOKaTa. Hpe;msBm(Ba TCKKHU U3rapsaHus.

CI/IMHTOMI/I/eq)CKTI/I CJIC] KOHTAKT C OUUTE : HpC,ZlPBBI/IKBa CEPHO3HO YBPEKIAHE HA OUUTE. 33‘{CpBﬂBaHI/Iﬂ, Gosika.

CI/IMHTOMI/I/eq)CKTI/I CJIE MOrJIbIIaHe : I/ISFapﬂHl/lﬂ Ha CTOMAIIHO-YPEBHUTE JIMTaBULIH.

4.3. Yka3aHnue 3a He00X0UMOCTTA OT BCAKAKBH HEOTIO0KHN MeINIHHCKH TPUKHA U CNICLIUAJTHO JIeYEeHU e

Hsma HanuyHa AONBIHUTEIHA I/IH(i)OpMaI.II/IH

PA3JIEJI 5: IIpoTHBOMOKAPHH MEPKH

5.1. Cpeacrsa 3a raceHe Ha moxap

IMoaxo 1K TT0KaporacHTENTHN CPE/ICTBA : Jla ce m3mon3Bat cpeJicTBa, MOAXOMAAIIN 3a TaCEHE Ha MOXKapH B ChCEJCTBO. BhriieposeH arokcu.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OI'bHsI.
Henoaxosmy moxaporacuTelIH| CpeJicTBa : Jla He ce n3non3Ba CHIIHA BOJHA CTPYSI.

5.2. Oco0eHn 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIECTBOTO HJIH CMECTa

OnacHu MIPOAYKTH Ha pasnagaHe B cnyqaﬁ Ha mmoxap . HemwiHOTO TOpEHE OCBOGO)KI[aBa OIIaCc€H BBITIEPOCH OKHC, BBITIEPOJACH ABYOKHUC U APYT'H TOKCUIHU
razoBe. Bp3MOXKHO € OT/IeNTHETO Ha TOKCHYHU nu3napeHus.

5.3. CbBeTH 32 O’KaAPHUKApHUTe

HHcTpyKuuy 3a raceHe Ha IoKapu : Jla He ce IomycKka H3MOI3BaHaTa B OopOaTa ¢ Imoxapa BoJa Jia 3aMbPCH OKOJHATa Cpefa.
3amuTa Ipy raceHe Ha Ioxap : Jla He ce mpeanpreMa HaMeca 0e3 MOAXOSIIO 3alUTHO 000pyABaHe. ABTOHOMEH H H30IHPAI]
amapar 3a AuxaTelHa 3ammTa. [IeiHa 3amura Ha TAI0TO.

PA3IEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1. JInuHM NpeANa3sHU MePKH, NPeANa3HH CPeCTBA U NPOLEeAYPHU NPHU CHEUIHH CJIy4Yau
OO0y Mepku . Jla ce u30srBa KOHTAKT C KOXKaTa, OUUTE U IPEXUTE.

3a nepcoHaJ1, KOITO He 0TTOBAPS 32 CIEUIHU CJIy4an

ABapuiiHy I1aHOBE : Jla ce OTCTpaHU HEHYKHUSI IEPCOHAIL.

3a JIMIATAa, OTTOBOPHH 32 CIICIIHH CJIyYan

3aluTHU CpeacTBa . /Jla He ce npennpuema Hameca 6e3 MOAXOSIIO 3aUTHO 000pyIBaHe. 3a noBeve HHpopManus,
BrokTe paszen §: "KoHTpon Ha ekcro3uimsITa/ TMYHA Mpe/Ina3Hu cpeactsa’.

6.2. [Ipeama3Hu MepKH 32 oNMa3BaHe HA OKOJIHATA cpefa
Jla ce u3bsrea usnmyckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIIECTBEHUTE BOIH.

6.3. MeToau u MaTepHaJId 32 OrpaHu4YaBaHe U NMMOYUCTBAHE

3a 3aAbpKaHE : Tlonwmiite ¢ HHEPTEH MaTCpHUal U IOCTABETE B IOAXOIAILL KOHTCﬁHep 3a OGCSBpe)KZ[aHC Ha OTHaabliu.
Metoau 3a Mo4rcTBaHe . Ilouucrere 3aMBPCEHUTE IIOBBPXHOCTU 0OHITHO ¢ Boza. [TouncTBane ¢ momira Ha JACTEPreHT.

6.4. Ilo30BaBaHe HA APYTH pa3ien

Bwxre Pasnen 13 otHOCHO HH(pOpManust 32 00e3BpeKIaHe Ha OTIABLUTE.
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Levodropropizine impurity B

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

Ipenna3uu mepku 3a Ge3omnacHa pabora : Jla ce u30sirBa BCsAKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha paGOTHOTO
MSICTO.
XUTrueHH! MEpKH : Jla He ce siae, e WK IMyLIH P yrnoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00J1eKII0 U3BBH PabOTHOTO MoMeleHHe. Jla ce U3MHUAT PhLEeTe IPEIH OYNBKHTE U IS
MPUKJIIOYBAHE HAa paboTaTa.

7.2. YciioBusi 3a 6e€30aCHO CbXpaHABaHEe, BKINYUTEJIHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : )_'[a C€ CbXpaHsBa HA z[06pe TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : )_'[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa ONBIHUTEIHA P[H(‘bOpMaI.II/IH

PA3/IEJI 8: KoHTpoOJI Ha eKCIIO3UIUATA/TUYHHN MPeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/[H(t)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3uIHUATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasig HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu HOGPO IPOBETPsABAHE HA pa60THOT0 Mmsicto. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlUA, TaKa U BEHTUJIAllUA Ha 001110TO
nomenienue. C Marepuaia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHrHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH npeanasHu cpeacrea

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCST npeamnasHu ounna. [Ipeanasuu ounna cse crpannyna 3amura. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKaTa M TAJIOTO:
Jla ce HOoCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npectiika. (EN 13034)

3ammuTa Ha pBueTe:
Jla ce HOCST MOAXOISIIIM PhKABULM. XUMHUYECKH YCTONYMBY npeanasuu pekasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTE MbTHINA:
B ciyuaii Ha eKCIO3HIMS Ha MBIJIA, CIIpel Hiu aepo3onu: Anapat 3a aumane ¢ ¢puntsp (P3). IIpu puck oT 06pa3yBaHEeTO Ha HPEKAICHO KOIMYECTBO H3MAPEHUS
J1a ce HOCH aIleKBaTHA MacKa .

PA3IEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PM3UYHU U XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : Teunoct
st . He e HannuHo
MonekyiHa maca : 163.2 g/mol
Mupuc : He e Hannuno
I'panunara Ha Mupuca . He e Hanuuno
Touka Ha ToreHe : =18°C
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KUIIEHEe : He e Hanuuno
3anmanuMocT : He e HannuHo
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Levodropropizine impurity B

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

JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e nanmnuno
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e nanuuno
IInamua Temnepatypa : 140°C
Temneparypa Ha camo3anajiBaHe : He e Hanuuno
Temneparypa Ha pa3yaraHe : He e Hanuyno
pH : He e Hanuuno
Buckosurer, kunemaruueH : He e HanuyHo
PastBOpHUMOCT : He e Hanuuno
Koeduient na pasnpezpenenue: n-okranon/soga (Log  : He e namudno
Kow)

Hansrane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hamu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIIHA IITBTHOCT : He e Hanu4HO
OTHOCHUTENHA IUIBTHOCT Ha napute npu 20°C : He e Hanu4HO
XapaKTepUCTHKH Ha YaCTULIUTE : He e npunoxumo

Hsima HanmuHa JOMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma panuyna gonenHUTENH HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOOpMATHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuuHa TOMBJIHUTETHA HH(bOpMaI.II/Iﬂ

PA3JIEJI 11: TokcukoJoruyna HqupmaumI

Octpa TOKCHYHOCT (OpajiHa) : TOKCHYEH IIpH MOTJIbLIAHE.
OcTtpa TOKCHYHOCT (IepMaliHa) : CMBPTOHOCEH IIPH KOHTAKT C KOXKaTa.
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)

1-Phenylpiperazine (92-54-6)

LD50 opanao mbx 210 mg/kg (RTECS Ne TM2625000)

LDS50 nepmainHo rrbx 149 mg/kg
KoposuBHoct/npa3HeHe Ha KoxaTa : IlpuunHsABa TEXKKH M3rapsiHAS Ha KOXKara.
Cepno3HO yBpesk/laHe Ha OUHTE/IpasHEHE Ha OUNTe : Ilpenu3BrKBa cepro3HO YBPEXIaHE HA OUHTE.
Cencubunusanys Ha AUXaTeIHUTE IBTUINA WK Koxkata : He ce xmacudunupa (Jlumncar qaHam)
MyTareHHOCT Ha 3apOAUIIHUTE KIETKU . He ce xnacuduuupa (JIuncsar 1aHam)
Kanmeporensoct : He ce knacu¢umpa (Jlunceat nanxm)
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Levodropropizine impurity B

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

TokcHuYHOCT 32 PEIPOLYKIHATA . He ce xnacuduuupa (JIuncear jaHHmN)
CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICICHU : He ce knacu¢umpa (Jlunceat nanxu)
OpraHu) — €JHOKPATHA EKCTIO3ULIUS

CTOO (cnenn@uyHa TOKCHYHOCT 3a OIPEIEICHA . He ce xnacudunupa (JIunceat nanam)
OpraHu) — IOBTapsIIIa Ce eKCIO3UIIHs

OmnacHOCT IIpU BAUIIBaHE : He ce xnacudunupa (Jluncsar nanxm)

Hsima Hanu4Ha qOMbIHUTENHA HHOOPMATHS

PA3JIEJI 12: E ru4yHa nHpopmanus

OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUHa (0CTpa) : He ce xnacudunupa (Jluncat nanxm)
OmacHo 3a BogHATa cpefia, JbITOCPOUYHA (XPOHUYHA) : He ce xnacudunupa (Jluncat nanxm)

1-Phenylpiperazine (92-54-6)

YcToiYMBOCT U pa3rpaiuMocT He ce pasrpaxna 6sp30

Hsima Hanmu4Ha TOMBIHUTENHA HHOpMAIHS

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3JIEJI 13: O0e3BE aHe Ha OTHAJbLUTE

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKALNOHEH HOMEP

UN 2922 UN 2922 UN 2922

14.2. TouHo HauMeHOBaHHE HA paTKaTa no cnucbka Ha OOH

KOPO3MOHHA TEYHOCT, TOKCHUYHA, H.V K. CORROSIVE LIQUID, TOXIC, N.O.S. Corrosive liquid, toxic, n.o.s.
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Levodropropizine impurity B

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR IMDG TIATA
Onucal—me Ha TPAHCIIOPTHUTE TOKYMEHTH
UN 2922 KOPO3UOHHA TEUHOCT, UN 2922 CORROSIVE LIQUID, TOXIC, N.O.S., 8 | UN 2922 Corrosive liquid, toxic, n.o.s., 8 (6.1), II
TOKCHYHA, HY K., 8 (6.1), IL, (E) 6.1), 11

14.3. Kiiac(oBe) Ha 0IacCHOCT NPH TPAHCIOPTHPaHe

8(6.1)

8(6.1)

&

8

C23

6

14.4. OnakopbYHa rpyna

I ‘

1I

I

14.5. OnacHocTH 32 0KOJIHATA cpea

OnacHo 3a okonHata cpena: He

OnacHo 3a okosHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (TToxap): F-A
EmS-Ne (Pa3nuB): S-B

OnacHo 3a okonHaTa cpena: He

Hsma JOITBJIHUTECITHA HAJTUIHA I/IHCbO]Z)MaI_II/IH

14.6. CnenuajiHy npeana3Hu MepKH 3a NOTpe0UTeuTe

CyXombTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cneranau pasnopenou (ADR)

Orpannuenu xonndectsa (ADR)

Hskimouenn xonmdectsa (ADR)

OmnakoBbuHH HHCTPYKIMH (ADR)

Cmecenn onakoBku (ADR)

WHCTpyKINHM 3a IPEHOCUMH IIUCTEPHU U KOHTEHHEepH 3a
HacunHu ToBapu (ADR)

Creruanau pa3nopenou OTHOCHO IIPEHOCUMU ITUCTEPHU
1 KOHTeiiHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPEeACTBO 3a IPEBO3 B IIUCTEPHU
Tpaucnoprra kareropust (ADR)

Creruanau pa3nopenou 3a IPeBo3 - TOBapeHe,
pasroBapBane u o0pabotka (ADR)
Wpnentudukanuonex Homep 3a onacHocT (Kemuep No.)
OpamxeBu Tabenu

Kox 3a tynennu orpannuenus (ADR)

TpancnopTt 1o Mope

Creruanuau pasnopen6ou (IMDG)
Orpannuenu xonmdecrsa (IMDG)
Wskimouenn xonmdectsa (IMDG)
OmnaxoBsuny uHCTpyKImH (IMDG)
IBC onakosbunu uacTpykiuu (IMDG)
Wnctpyxnuu 3a nucrepru ( IMDG)
Creruanau pasnopen6ou otHocHo nucrepau (IMDG)
Kareropust Ha ToBapere ( IMDG)
Cxmanupase u o6padorka (IMDG)
CaotictBa u Habmonenus (IMDG)

CTI

274

11

E2

P001, IBCO2
MP15

T7

TP2

L4BN

AT

2
CV13,CV28

86

86
2922

274
1L
E2
P001
IBC02
T7
TP2

B
SwW2

Causes burns to skin, eyes and mucous membranes. Toxic if swallowed, by skin contact or by

inhalation.

03/06/2025 ([lata Ha penakuusTa)

BG (6barapckn)

7/13



Levodropropizine impurity B

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

Bob3ayumien Tpancnopt

PCA Uskinrouenu konmuecta (IATA) . E2
PCA OrpaHuueHu KOJIMuecTBa MbTHUYECKH CaMOJIET 1 : Y840
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPaHUYEHO : 0.5L
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuuy 3a OnakoBaHe MbTHUYECKH camoneT 1 : 851
kapro (IATA)

PCA MaxkcuManHO HETHO KOJIHYECTBO IbTHUYECKU : 1L

camouet u kapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) . 855
MakcumanaHo HeTHO KosmuecTBo camo kapro (IATA) : 30L
Crienmanuu pasnopendu (IATA) 1 A3, A4, AS03
ERG xox (IATA) . 8P

14.7. MOPCKH TPAHCHOPT HA TOBAPHU B HACUITHO CHbCTOSAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouﬂaTa MOpPCKa opraHu3anus

He e npunoxxumo

PA3JIEJI 15: U opmanust OTHOCHO HOpMaTHBHATa ypenda

15.1. CietppvyHH 32 BEIECTBOTO HJIH CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTtn Ha EC

REACH, IIpuiaoxenue XVII (YciaoBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, IIpuinoxenue XIV (Cnuchbk Ha BeliecTBaTa 3a pa3peLiaBaHe)

He ¢urypupa B [lpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BemecTsa

PersiaMeHT OTHOCHO BelllecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B ciucbKa ¢ BeLeCTBa, KOMTO HapyaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 3a u3esmsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BbBex/JaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AEHOCT M TpaH3UTa Ha U3JEIHs U TEXHOIOTHH C JBOHHA yrmoTpeba.

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

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnunuTe BemecTtsa (Permament EO 273/2004 0oTHOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha ra3apa Ha OIPE/ICICHH BEIIECTBA, N3MOI3BAHM 32 HE3aKOHHO [IPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Ouenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4dHa QOMBJIHATENHA HHQOpMALHS

PA3JIEJI 16: Ipyra ungopmanus

Nnaukanus 3a NMPOMEHHU

Pasnen IIpomenen eeMeHT KomenTtapu
OOH Ne (RID) JobaBeHo
Bpoii cunn konycu/cBernuau (ADN) Jlo6aBeno
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Levodropropizine impurity B

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
Benrmnamus (ADN) JlobaBeHo
3agsmmkuTenHo odopyasane (ADN) JobaBeHo
TIpeBo3sT € paspemien (ADN) JobaBeHo
W3kmrouenu konmmuectsa (ADN) Jlo6aBeno
Orpannuenu konuectsa (ADN) JlobaBeHo
Etuxern 3a onacaoct (ADN) Jlo6aBeno
Krnacudpukanuonen xox (ADN) JlobaBeHo
Touno npeBo3HO HauMeHoBaHue (RID) JobaBeHo
Wnentudukanuonex Homep 3a onacHoct (RID) JobaBeHo
Excnpecnu npartku (RID) Jlo6aBeno
Crenpansy pasnopeoM 3a mpeBo3 - TOBapeHe, JlobaBeno
pa3toBapBaHe 1 0OpabdoTka (RID)

Tpancnoprra kareropus (RID) JlobaBeHo
Konose Ha muctepnu 3a RID nucrepru (RID) JlobaBeHo
Crienmaiiiy pa3nopedy OTHOCHO MPEHOCHMH JobaBeHo
LICTEPHH U KOHTCHHEPH 32 HACHIIHU TOBApU

(RID)

MHcTpykumu 3a IpeHOCUMU LIUCTEPHU U JlobaBeHo
KOHTeHHepH 3a HacuiHu ToBapu (RID)

Cwmecenn onakoBku (RID) Jlo6aBeno
OnakoBbyny HHCTPYKIHH (RID) JobaBeHo
Uskmouenu xonmdectsa (RID) JlobaBeHo
Orpannuenu konudectsa (RID) JobaBeHo
Crennanau pasnopeadu (RID) JobaBeHo
OnakosbyHa rpyna (RID) JobaBeHo
Krnacugukannonen xox (RID) Jlo6aBeno
ERG kox (IATA) JobaBeHo
Crenmanuu pasnopenou (IATA) Jlo6aBeHo
MaxkcumaaHO HETHO KOJMYECTBO CaMO Kapro JlobaBeHo
(IATA)

Mucrpykuunn 3a onakoaHe camo kapro (IATA) JobaBeHo
PCA MaxkcrMaiaHO HETHO KOJIMYECTBO Jlo6aBeno
nbTHUYECKU camolieT u kapro (IATA)

PCA MHcTpyKiuu 3a 0I1akoBaHe MbTHUYECKH JloGaBeno
camortet u kapro (IATA)

PCA MaxkcuMaiaHO HETHO KOJIMYECTBO 3a Jlo6aBeno
OTpaHHYEHO KOJIMYECTBO IETHUYECKH CaMOoJIeT U

xapro (IATA)

PCA OrpanndeHn KOIH4eCTBa TbTHHYECKU JobaBeHo
camouiet u kapro (IATA)

PCA Uskinrouenn konuuectsa (IATA) JobaBeHo
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Levodropropizine impurity B

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
Etuxern 3a onacuoct (IATA) Jlob6aBeHo
Touno npeBo3Ho HanMeHoBaHue (IATA) JobaBeHo
Caoiicta 1 HabmoaeHus (IMDG) JobaBeHo
Touno npeo3Ho HaumeHnosanue (IMDG) Jlo6aBeno
Etuxeru 3a onacuoct (IMDG) JlobaBeHo
EmS-Ne (Pa3nus) Jlob6aBeHo
EmS-Ne (TToxap) Jlob6aBeHo
Orpannuenu konuuectsa (IMDG) JobaBeHo
Cknanupane u oopadorka (IMDG) JobaBeHo
Kareropus na toBapene (IMDG) Jlo6aBeno
Crenuaisu pa3nopeoy OTHOCHO LIMCTEPHU Jlo6aBeno
(IMDG)
Wnctpyxnuu 3a nucrepran (IMDG) Jlob6aBeHo
IBC onaxosbunu uacrpyknun (IMDG) Jlo6aBeHo
N3karouenu konmmuecta (IMDG) JobaBeHo
Crnenunanau pasnopenou (IMDG) Jlo6aBeno
Crenaniiu pa3nopeaou 3a NpeBo3 - TOBapeHe, JobaBeHo
pasroBapBaHe 1 00paboTtka (ADR)
Konose 3a nucreprau (ADR) Jlo6aBeHno
Crienualiiy pa3nopeidu OTHOCHO IPEHOCHMHU Jlo6aBeno
LICTEPHH U KOHTEHHEPH 32 HACHIIHU TOBApU
(ADR)
WHCTpyKIuH 3a IPEHOCUMH ITUCTEPHU U Jlo6aBeno
KOHTeiHepH 3a HacurHu ToBapu (ADR)
Cwmecenn omnakoBku (ADR) Jlo6aBeno
OnakoBbuHU HHCTpYKLIUH (ADR) Jlo6aBeno
IIpeBo3HO CPEACTBO 3a MPEBO3 B LINCTEPHU Jlo6aBeno
3aMeHs BepcusTa OT JlobaBeHo
Jlata Ha pegakuuara Jlob6aBeHo
Jlata Ha n3naBane IIpomeneno

1.2 OrpanuueHus 3a ynorpeba IIpomeneno

1.2 VYnorpeba Ha BEleCTBOTO/CMECTa IIpomeneno

1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnaro

2.1 Heb6naronpusitHu QU3HKOXUMHUIHH e(DEKTH 1 IIpomeneno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJTHaTa cpena

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

2.2 TIpenopbku 3a 6e3onmacHoct (CLP) IIpomeneno

2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno

2.2 Iuxrorpamu 3a onacuoct (CLP) IIpomeneno
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Levodropropizine impurity B

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
2.2 Curnanna gyma (CLP) IIpomeneno
2.3 Jpyra unpopmanus JobaBeHo
4.1 IIppBa oMol npu NOrTbIAHE JobaBeHo
4.1 IIppBa nomo1 pu BIUIIBaHE JobaBeHo
4.1 IIppBa nomol - 00K MEPKH JlobaBeHo
4.1 IIppBa noMoIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa mOMOIL TP KOHTAKT C O4UTE IIpomeneno
4.2 Cumnromu/eheKTy cie]] BAUIIBaHE Jlo6aBeHo
4.2 Cumnromu/eheKTy ciel] MorabliaHe Jlo6aBeno
4.2 Cumnromu/eeKTd ciesy KOHTAKT C OYUTe Jlob6aBeHo
4.2 Cumrnitomu/e)eKTH Cliei KOHTAKT ¢ KoXkKarta JlodaBeno
5.1 Henoaxonsmu noxaporacuTesHu CpecTBa Jlo6aBeHo
5.1 IToaxomsiuy mo>kaporacUTEIHN CPeICTBA IIpomeneno
5.2 OnacHu IPOAYKTH Ha pa3NajaHe B CiIyyai Ha JobaBeHo
oXap
5.2 OnacHOCT OT moXxap IIpemaxnarto
53 3amuTa npy raceHe Ha moxap JobaBeHo
53 VHCTpyKIMHM 32 TaceHe Ha IoKapu ITpomeneno
6.1 3aluTHY CpecTBa JobaBeHo
6.1 OO0 Mepku Jlo6aBeHo
6.1 ABapuiiHy IIaHOBE IIpomeneno
6.2 IIpeana3uu Mepky 3a orna3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBAHE JlobaBeHo
6.4 Tlo3oBaBaHe Ha apyru paznen (8, 13) Jlo6aBeHno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa JobaBeHo
7.1 XUrueHHH MEPKH JobaBeHo
7.2 OnakoBbYHU MaTepUaIH JlobaBeHo
7.2 YcnoBus 3a cbXpaHsBaHe JlobaBeHo
7.3 Crenuduye KpaifHu yroTpeon IIpemaxunarto
8.2 3amuTa Ha OYUTE Jlo6aBeHo
8.2 3amura Ha JUXaTeITHUTE IIBTUIA Jlo6aBeno
8.2 3amura Ha ppLeTe IIpomeneno
8.2 Tloaxoasii HHKEHEPEeH KOHTPOJI IIpomeneno
8.2 3amura Ha Ko)karta U TAJI0TO ITpomeneno
9 MonekyiaHa Maca JlobaBeHo
9 Touka Ha TOTICHE Jlo6aBeHo
9 IInamua Temneparypa JobaBeHo
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Levodropropizine impurity B

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
10.1 Peakionna criocoOHOCT IIpemaxnaro
10.3 BB3MOXKHOCT 32 OITACHU PEaKLUH IIpemaxHarto
10.5 HecwsBmecTumu marepuanu IIpemaxnarto
10.6 OnacHu NPOAYKTH Ha pa3nagaHe IIpemaxnaro
11.1 LD50 nepmanHo mibx JlodaBeno
11.1 ATE CLP (nzepmaiina) Jlo6aBeno
11.1 ATE CLP (opainna) IIpomeneno
11.1 LD50 opanHo maex IIpomeneno
14.1 OOH Ne (ADN) JobaBeHo
14.1 OOH Ne (IMDG) Jlo6aBeno
14.1 OOH Ne (IATA) JlobaBeHo
14.1 OOH Ne (ADR) JobaBeHo
14.2 Touno npeBo3Ho HanmeHoBaHHE (ADN) Jlob6aBeHo
14.2 Touno npeBo3Ho HauMeHoBaHKe (ADR) JobaBeHo
14.3 Etukeru 3a onacuoct (RID) Jlo6aBeno
14.3 Erukern 3a onacuoct (ADR) Jlo6aBeno
14.3 Knac (ADR) Jlo6aBeHo
14.4 OmnakoBbyHa rpyna (ADN) Jlob6aBeHo
14.4 OmnakoBbuna rpymna (IATA) Jlo6aBeno
14.4 OnakoBbyHa rpymna (IMDG) JobaBeHo
14.4 OnakoBbyHa rpymna (ADR) JobaBeHo
14.6 Crenuanuu pasnopenou (ADN) JobaBeHo
14.6 OmnakoBbuny nHCTpYKIWMH (IMDG) JobaBeHo
14.6 Tpancnoprra kareropust (ADR) JlobaBeHo
14.6 Crienmanau pasnopendou (ADR) JobaBeHo
14.6 W3skrouenu konmmuectBa (ADR) JobaBeHo
14.6 Orpanunuenu konuuectsa (ADR) Jlob6aBeHo
14.6 Kon 3a tynennu orpannuenus (ADR) Jlo6aBeHo
14.6 WnentudukanpioneH Homep 3a onacHocT (Kemuiep | lo6aBeHo
No.)
14.6 Krnacudukanuonen xox (ADR) Jlob6aBeHo
Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0nacHOCT:
Acute Tox. 2 (zepmaiiHa) Octpa Tokcu4HocT (1epmainna), Kareropus 2
Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 3
Eye Dam. 1 Cepuo3HO yBpexaaHe/ipa3Here Ha ounte, Kareropus 1
H301 TokcHyeH npy NOINTbILAHE.
H310 CMBPTOHOCEH IPU KOHTAKT C KOXKaTa.
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Levodropropizine impurity B

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:

H314 IpyuKHsABa TEXKKH H3rapsiHUS HA KOXKAaTa M CEPUO3HO YBPEKIaHE HA OUHTE.
H318 IIpenu3BuKBa CEprO3HO yBpEeXKJaHE Ha OUUTE.
Skin Corr. 1B Koposust/npasuene na xoxara, Kareropus 1, Iloaxareropus 1B

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MHopMaIoneH JMcT 3a 6€30MacHOCT, € MOJIy4eHa OT H3TOYHHIIN, KOUTO CMSITaMe 3a

HaOCK/THHA. BLHpeKI/I TOBAQ, I/IH(l)OpMaI_lI/I}IT'd C€ npeaocTaBsa 0e3 HUKaKBa TapaHuys, U3puiHa Ui r[o;[pa361/[pa111a C€, OTHOCHO HeliHaTa KOPEKTHOCT. VYcnoBusiTa unm

MCTOOUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpeGa nin 0663Bpe)KZ[aHC Ha MPpOAYKTa Ca NU3BBH HAIIM KOHTPOJ XU MOXKE J1a Ca U3BBH HAallaTa KOMIETEHTHOCT. Hopa;u/I

Tasyu U APYTHU IMIPUYNHA, HUC HE ITOEMaME OTTOBOPHOCT U U3PUIHO CE OTKa3BaMe€ OT OTTOBOPHOCT 3a 3'dl"y6I/I, LIETH WKW pa3Xoau, NPpOU3TUYAIIH OT WU CBBP3aHU

110 HAKaKbB HA4YUH C pa60TaTa, CbXpPaHCHUETO, yHOTp€6aT'd JSa1e%8 0683Bpe)KZ[aHeTO Ha IpOAYyKTa. To3mu I/IH(i)OpMaI_II/IOHBH JIUCT 3a 0€301MaCHOCT € U3TOTBEH U Tpﬂ6Ba

Ja Ce U3MoJj3Ba caMo 3a TO3U MPOAYKT. Axo MIPOAYKTHT C€ U3IIOJI3BA KAaTO ChbCTAaBKa HA APYT'yd NPOAYKTH, HATUIHATA I/IHd)OpMaLH/I}I Ou Mora J1a CC OKaxe
HCETIPUIOXKUMA. Tasu I/IHCl)OpMaLH/I}I CC OCHOBaBa HAa HAIINTC TCKYIIH MMO3HAHUS U € IPCAHA3HAYUCHA J1a 1a/I€ ONMMCAaHNEC Ha MPOAYKTa CaMO 3a LCIUTE Ha
3ApaBCOMa3sBaHECTO, 0e30MacHOCTTa M OKOJIHATA cpena. Hopa;m TOBa, T4 HE Tp?[6Ba Jla C€ ThIIKYBA KaTO rapaHIys 3a CBOMCTBaTa Ha NpOAYKTa.
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