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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 : Meloxicam impurity B
XUMHYECKO HaMEHOBaHHE : 2-aMHMHO-5-METHIITHA30J1
EO unpgexc Ne : 613-308-00-0

EO Ne 1 423-800-5

CAS Ne 1 7305-71-7

Kon na npoxykra 1202400414

1.2. UneHTHUIMPAHH BUI0BE 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 U3IUTBAHUS U AaHAITH3U
Camo 3a npodecronanHa ynorpeba

ODyHKIMS WK KaTeTOpHs Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOMTO He ce MPenopbYBaT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMamiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT

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@edgqm.eu, www.edgm.eu

1.4. Tenedonen HoMep NPH CHELIHU CIYYAH

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

PA3IEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BelecTBOTO UJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
CrrenniyHa TOKCHYHOCT 3a OTIPE/IeNIeHN OpraHy — noBTapsma ce  H373
excnoszunus, Kateropus 2

OnacHo 3a BOJHaTa cpejia — OCTpa OMACHOCT, KaTteropus 1 H400
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(l]eKTl/l 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu normsuiane. CHIHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, € JbIToTpacH edexT. Morke fa IpHYMHY YBPeXJaHe HAa OPTaHUTe IPU NPOIbIDKUTEIHA UIH
MOBTapSIIIA Ce eKCIIO3ULHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omnacHoct (CLP)

$
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Meloxicam impurity B

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

GHSO08 GHSO07 GHS09
Curnanna gyma (CLP) : Buumanue
Mpenynpexnenus 3a onacHoct (CLP) : H302 - Bpezaen npu noribliase.

H373 - Moxe J1a IpU4MHM YBPEXAaHe Ha OPTaHUTE MPH IPOABIDKUTEIHA WK MOBTapsIla ce
eKCIIO3ULIHS.
H410 - CunHO TOKCHYEH 3a BOAHUTE OPraHU3MU, C IBITOTPACH e(EeKT.
Ipenopbku 3a 6e3omacuoct (CLP) : P260 - He BaumBaiite mpax/mymiex/ra3/ium/u3mapeHust/acpo30ii.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIHLETO CTAPATEIHO ClIe/ ynoTpeda.
P270 - la He ce sae, mue Wiy My Npy ynorpeba Ha NpoayKTa.
P273 - la ce u30sirBa u3myckaHe B OKOJIHATA CPEAA.
P301+P312 - ITPU ITOT'JIBLILIAHE: Ilpu Hepasnonoxenue ce obagere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P314 - Ilpu Hepa3monoKeHne MOThbpPceTe MEAUIIMHCKH ChBET/MTOMOLI.
P330 - U3nnakuere ycrara.
P391 - Cpbepere pazasToro.
P501 - CbapprkaHueTo/ChaBT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.
ETukernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChAbPKAHUETO He mpeBumasa 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Jlpyra napopmarus : BHHMMaHue - BEECTBO, KOETO BCE OIIE HE € H3IUTAHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
2-aMHUHO-5-MEeTHIITHA30J1 CAS Ne: 7305-71-7 <100 Acute Tox. 4 (opaxnna), H302 (ATE=688
EO Ne: 423-800-5 mg/kg TenecHo Terio)
EO unzexc Ne: 613-308-00-0 STOT RE 2, H373
Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a meanud TekceT Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pa3jen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIIL

ITpBa oMot - 00N MEPKU : BbB BcHUKH Ccllyyan Ha ChMHEHHE, UM aKO CHMITTOMHUTE MPOIBIDKABAT, IOTHPCETE MEUIIMHCKA
TIOMOIII.

[TbpBa mOMOII NPH BIUIIIBAHE : H3BezeTe MMIETO HA YHCT BB3/yX U IO MOCTABETE B TIO3MIIHS, YIIECHSBAIA JUITaHeTO. [[a ce octaBu
MOCTpaalKis 1a CU rmo4yrHe. B ciyuaii Ha npuiomasane: [IoThpceTe MEANIIMHCKH ChBET/IOMOIIL.

ITbpBa mOMoNI IPH KOHTAKT C KOXKATa : Jla ce cBanm 3aMBbPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCThK OT KOJKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

ITbpBa MOMOII TIPYU KOHTAKT C OYHTE : Hsmiakuerte ¢ BoJa, KaTO ABPIKUTE OUUTE NIUPOKO OTBOPEHH. [I0ThpceTe MEIUIIMHCKA TTOMOIIL, KO
6oJKaTa, MUTAHETO HITH 3aUePBSIBAHETO TIPOJIBIDKAT.

ITbpBa MOMOII TIPU MOTITBIIAHE : U3miaksere ycrara ¢ Boza (caMo ako IOCTpaJaiusT ¢ B Ch3HaHKe). HUKora He JaBaiiTe HUMLIO 1Ipe3
ycTaTa Ha 4oBeK B Oe3ch3Hanue. HezabaBHo ce ob6anere B IEHTBP I10 TOKCUKOJIOT Usl/Ha
JeKap.
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Meloxicam impurity B

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

IToaxonsum no)aporacuTeNH| CpeICTBa : Jla ce U3Mon3BaT CpeCTBA, MOAXOAAIIM 32 TaCeHe Ha I0KapU B ChCEICTBO. BBIiepoJieH IMOKCH .
Bonen cnpeii. Cyx mpax. Oznesuio 3a 3aracsiHe Ha OT'bHSL.
Henoaxonsmu moxaporacuTesIH! CpeicTBa : Jla He ce n3MoON3Ba CHIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasnaJaHe B cnyqaﬁ Ha 11okap : HensiiHOTO TOpeHE 0CBOOOX/1aBa OMIACCH BBIJTIEPOJICH OKHUC, BBIUICPOACH ABYOKHC U APYI'H TOKCUYIHH

TazoBe. Bb3MOXKHO € OTJeNsIHeTO Ha TOKCHYHI H3napeHus.

MHcTpykuny 3a raceHe Ha Moxapu : Jla He ce [0mycKa n3mon3BaHaTa B GopbaTa ¢ mokapa BoJa J1a 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha moxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aluTa. [b1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

OO0y Mepku . Jla ce n304rBa KOHTAKT C KOXKaTa, OUUTE U JIPEXUTE.

3a nepconaJ, KOITO He O0TroBaps 3a CHEIIHU CJaydYan

ABapuiiHH IITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a JHUIAaTa, OTTOBOPHH 32 CHEIIHH CJIy4Yau

3aIUTHY CpeCcTBa : Jla He ce mpeanpreMa HaMeca 6e3 MOAXOIAMIO 3al[UTHO 000pyABaHe. 3a moBede HHpOpMaNus,
BiokTe pasznen 8: "KoHTpour Ha ekcrio3uiusita/ TMYHU IPEeAa3Hu cpeacTaa’.

Jla ce u3bsrBa u3myckane B okonHara cpena. [IpenoTBpaTeTe HaBIM3aHETO B KAHAIM3ALMATA U B OOIICCTBEHUTE BOH.

3a 3agbppiKane : Tlonwiite ¢ HHEPTEH MaTepUal i MOCTABETE B MOJXO/IAI] KOHTEHHED 3a 00e3BpeKIane Ha OTIAIbIIH.
Mertou 3a MOYKCTBaHE : IlouncTeTe 3aMbpCEHHUTE OBBPXHOCTH OOKIHO C Bojia. [104YnCTBaHE ¢ MOMILTA HA JETEPIEHT.

Bmxre Pazznen 13 otHocHO nHboOpMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.

: PaGoTa u chxpaHeHue

Tpenmnaszun mepku 3a 6e3onmacHa padora : Jla ce m304rBa BCAKAKBA M3NMIITHA eKCIIo3uIHs. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.
XWUrneHHH MEpKN . Jla e ce sze, mue uim mymm npu ynotpeba Ha npoaykra. Jla He ce n3HacsA 3aMBPCEHO PabOTHO

00JICKIIO U3BBH pa60THOT0 TIOMELICHUE. ,Z[a C€ UBMMUAT PBUETE NIPEAU ITOYUBKUTE U CIIET
TIPUKIIIOYBAHE HA paﬁoTaTa.
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Meloxicam impurity B

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

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

VYcnoBus 3a chXpaHsBaHe . /Jla ce cpxpansiBa Ha 100pe nMpoBeTpuBO MACTO. ChIBT J1a Ce ChXpaHsiBa IUIBTHO 3aTBOpEH. Jla ce
a3 OT TOIUIMHA U NpsKa CITbHYEBA CBETIIMHA.
OnakoBbYHU MaTepUaIN . Jla ce chXxpaHsiBa B OpUTMHAIHUTE KOHTEHHEPH.

7.3. Cneuudpuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanuyHa A0NMBIHUTEIHA m—[(bopMaum

PA3IEJI 8: KoHTpoJI Ha eKCIIO3ULMATA/JIMYHM NPEANAa3HHU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI

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

8.2. KoHTpo.1 Ha eKCo3uIHUATA

HO)]XO)]ﬂH.l HHKEHEPEH KOHTPOJI

Hoaxoasii HHKEHEPEH KOHTPOJI:
Jla ce ocurypu 10o6po mpoBeTpsiBaHe Ha paboTHOTO MsIcTO0. OOMKHOBEHO CE H3MCKBAT KAKTO MECTHA CMyKaTe/IHA BEHTHIAINS, TaKa M BEHTUIALHS Ha 00LIOTO
nomerenue. C Matepuana TpsOBa a ce paboTH o1 1abopaTopHa KaMHHa, JOKOJIKOTO TOBA € Bh3MOXKHO.

JIMYHH Npena3sHy cpeacTBa

3amMTa HA 0YMTE M JULETO

3amura Ha ouMTe:

Jla ce HocsIT peanazHu ounta. [IpeanasHu oumna cbe crpannyna 3ammra. (EN 166)
3amuTa Ha KokKaTa

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : Jlaboparopua npecrtisika. (EN 13034)

3ammuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBY Npeana3Hu pprasuiy. (EN 374)

3ammTa HA qUXATEJHUTE IHTHIA

3ammuTa Ha TUXATeTHHTE MbTHINA:
B ciyuait Ha 06pa3yBaHe Ha IIpax Jia ce H3I0JI3Ba anapar 3a qumane ¢ Guirsp: P3

PA3IEJI 9: ®u3nynu 1 XMMUYHHA CBOHCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTe (pM3UYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st . He e HannuHo
Mupuc : He e nanuuno
I'panunaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe 1 =93°C

Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuIIEHE : He e nanuuno
3anmanuMocT : He e manmuuno
JlonHa rpaHHIia Ha eKCIIO3UBHOCT : He e npunoxxumo
T'opHa rpanuIa Ha eKCIIIO3UBHOCT : He e npuoxxumo
IInamua remnepatypa : He e npunoxxumo
Temmneparypa Ha camo3anajaBaHe : He e npunoxxumo
Temmnepatypa Ha paznaraHe : He e Hannuno

pH : He e HannuHo

pH pastBop : He e HannuHo
Buckosuter, kuHeMaTuueH : He e npunoxumo
PazrBOopumocT : Boma: 10-33.3 g/l
Koeduuuenr Ha pasnpenenenue: n-okranon/Boga (Log  : He e Hanuuno
Kow)
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Meloxicam impurity B

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

Hansirane na mapute : He e Hanuuno
Hansirane na napute npu 50°C : He e nanuuno
IInsTHOCT : He e HamuunO
OTHOCHUTENHA IUIBTHOCT : He e Hanuuno
OtHocuTeNnHa IIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e HanuyHO

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IHﬂ

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

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMATHS

Hsma HanmuvHA TOTBITHUTETHA HHOOPMAIIHS

Hsma HanuvHa KOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 11: HKO0JIOTHYHA HHpOpManus

Ocrpa TOKCHYHOCT (OpasHa) : Bpenen npu norieliate.

OcTpa TOKCHYHOCT (IepMaltHa) . He ce xnacudunupa (Bb3 ocHOBa Ha HAJIMYHUTE JAHHHU HE €A U3IIbIHCHW KPUTEPUHTE 32
KIacubHIEpaHe)

OcTpa TOKCHYHOCT (BMILIBAHE) : He ce xnacudunupa (Jlunceat gaHH")

2-amMuHO-5-MeTHIITHA30. (7305-71-7)

LD50 opanso mrbx 688 mg/kg
LD50 mepmanHo mrbx > 2000 mg/kg
KoposusHoct/npa3Hene Ha KoxaTa : He ce knacuduimpa (Bb3 ocHOBa Ha HATMYHKUTE JAHHH HE CA U3IIBIHCHU KPUTEPUMTE 32
KIacupHIIpaHe)
Cepno3HO yBpesk/IaHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xmacudumupa (Bb3 ocHOBa Ha HATMYHNUTE JIAHHH HE Ca W3IIBIHEHN KPUTEPUHTE 32
KIacu(pHIIpaHe)
CeHcnbunu3anys Ha IUXaTeIHATE MBTUIA Wi Koxkata  : He ce kiacu¢uumnpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca H3IBIHCHH KPUTEPHHUTE 3a
KJIacudupane)
MyTareHHOCT Ha 3apOAUIIHUTE KICTKU : He ce xnmacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHU HE CA U3IIBIHEHU KPUTCPUHTE 3a
KnacuHImpaHe)
Kanneporensoct : He ce knacu¢uupa (JIunceat nanxu)
TOKCHYHOCT 32 penpoAyKIHATa : He ce xnacudunmpa (JIuncpar janam)
CTOO (cnenuduyHa TOKCHYHOCT 3a OIPEIEIeHN : He ce xnacu¢mumpa (JIuncsat nanxm)

OpraHy) — eIHOKPAaTHA eKCIIO3UIUS
CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEICHU : Moxe n1a npU4MHH yBpEXkKJaHEe HAa OPraHUTE NP MPOJBIKUTENHA UIH HOBTAPAIIA CE€ €KCIO3ULIMA.
OpraHy) — HOBTapsIIIa ce eKCIO3UIUL
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Meloxicam impurity B

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

OmnacHOCT IIpU BAUIIBaHE . He ce xnacudunupa (TexHHYeCKa HEBB3MOXKHOCT 3a MOTy4aBaHe Ha JAHHH)

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: Exojioruusa uHgopmanus

OrnacHo 3a BojiHATa cpena, KpaTKoCcpodHa (OCTpa) : CWJIHO TOKCHYEH 32 BOJAHUTE OpraHu3MH.
OrnacHo 3a BojiHATa cpena, ApJIrocpo4yHa (XpOHI/I‘{Ha) : CWIHO TOKCHYEH 32 BOJAHUTE OpraHu3MHu, ¢ AbJIroTpacH e(beKT.

2-aMHHO-5-MeTHIATHA30. (7305-71-7)

LC50 - Pubu [1] 190 mg/1 (96 uaca, Brachydanio rerio ( puba 3e6pa )) (Meron 3a usnurane Ha EC C.1)
EC50 - Pakoo6pasuu [1] 0.7 mg/1 (48 4aca, Daphnia magna (Boxua 6s1xa)) (meroq OECD 202)

ErC50 Bomopacnu 136.2 mg/1 (72 yaca, Desmodesmus subspicatus) (Meronx 3a u3nurBane na EC C.3)
NOEC xponnuna Bogopaciu 10.6 mg/1 (72 gaca, Desmodesmus subspicatus) (Merox 3a m3nurBane Ha EC C.3)

2-aMuHO-5-MeTHATHA30.1 (7305-71-7)

YCToiYMBOCT U pa3rpaauMocT He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

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

Hsama Hamnyaa JOITIBJIHUTCITHA I/IH(i)OpMaLII/ISI

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha [OonbIHUTENHA HHOPMATHS

JI 13: OGe3BpeskaaHe HA OTHAABIUTE

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

B crorBercTBre ¢ ADR / IMDG / IATA

ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH niu ugeHTH(PUKALMOHEH HOMEP

UN 3077 UN 3077 UN 3077
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Meloxicam impurity B

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

ADR

IMDG

IATA

14.2. TouHo HANMEHOBAHUE HA IPATKATA II0 CII

ucbka Ha OOH

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

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

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

Onucanue Ha TPAHCHOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9, 111, (-)

UN 3077 ENVIRONMENTALLY HAZARDOUS

SUBSTANCE, SOLID, N.O.S., 9, IlI, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance,

solid, n.o.s., 9, III

14.3. Kiiac(oBe) Ha OaCHOCT NPH TPAHCHOPTHPAaHe

14.4. OnakoBb4Ha rpyna

111

1

111

14.5. OnacHocTH 32 0KOJIHATA cpelia

OmacHo 3a okonHara cpexaa: la

OmnacHo 3a okonHaTa cpeza: Ja
Mopcku 3ambpeunten: Jla
EmS-Ne (TToxxap): F-A
EmS-Ne (Paznus): S-F

OmacHo 3a okonHata cpeaa: la

HsiMa mompiHuTeIHA HaNHYHA HHQOPMALHS

14.6. Cnenma,THu npeana3Hu MePKH 3a MOTPedUTeINTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR) . M7

Crniennanuu pasnopenou (ADR) . 274,335, 375, 601
Orpannuenu konmuectsa (ADR) . Skg

W3kiroyenu konmyectsa (ADR) . El

OnakoBbuHU uHCTpyKLIUK (ADR) : P002, IBC0O8, LP02, ROO1
CreluaiHu onakoBb4HH pasnopenou (ADR) . PP12,B3

Cwmecenu onakoBku (ADR) : MP10

VIHCTpyKIHH 32 IPEHOCHUMH LIUCTEPHU U KOHTEHHEepH 3a
HacunHu ToBapu (ADR)

. T1, BK1, BK2, BK3

CrieninaliHy pa3nopeoy OTHOCHO NPEeHOCUMH Luctepan @ TP33

U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR) : SGAV, LGBV
IIpeBo3HO CpesCTBO 3a PEBO3 B LIUCTEPHHU T AT
TpancnoptHa kateropust (ADR) 03
Crenuaniu pasnopenou 3a npesosa - Onakosku (ADR) @ VI3
Creruanuu pasnopenou 3a npesos - Hacumxo : VCI, VC2
cberosiHue (ADR)

CrernuanHu pa3nopenou 3a IpeBo3 - TOBapeHe, : CVI3
pasroBapBane 1 06paboTka (ADR)

Vnentudukannoner HoMep 3a onacHoct (Kemnep No.) @ 90

OpamxeBHu Tabenn

Kon 3a TyHennu orpanudenus (ADR)

TpancnopT 1o mope
Cnenuanuu pasnopenou (IMDG)
Orpannyenu konudectsa (IMDG)

90
3077

1 274,335, 966, 967, 969
Skg
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Meloxicam impurity B
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W3kimrouenu konmyecta (IMDG) El
Onakobunu uHcTpykuuu (IMDG) LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) PP12

IBC onakopwsunu uncrpykuuu (IMDG) IBCO8

IBC cneunanuu pasnopendou (IMDG) B3

Wucrpykuuu 3a nucrepuu ( IMDG)
Crienmaniu pasnopendou otHocHo nucrepuu (IMDG)

BK1, BK2, BK3, T1
TP33

A

Kareropus na toBapene ( IMDG)

Critagupane u o6pabotka (IMDG) SW23
Bb3ayuied Tpancnopr

PCA Uskmrouenu konuuecta (IATA) El
PCA OrpaHuueHu KoJMuecTBa MbTHUYECKH CaMOJIET U Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO 30kgG
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKuny 3a OnakoBaHe IbTHUYECKH CaMOJIET U 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camoutet u kapro (IATA)

WHerpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcuMaaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg

Crienmanuu pasnopendu (IATA) 1 A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. Cuienuynm 32 BEMIECTBOTO HJIH CMECTA HOPMATHBHA Ypea0a/3aKOHO0AATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YcioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuinoxenue XIV (Cnucbk Ha BellecTBaTa 3a pa3peLiaBaHe)

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

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT OTHOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusI cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ aBoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ACHHOCT M TpaH3UTA Ha U3JEIIHs U TEXHOIOTHH C JBOWHHA yrnoTpeba.

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

He cpappixa BemmecTBo(a), BKIIIOYEHO(M) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa 1 ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKOoTH4YHHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30MaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBIHATENTHA HHQOpMALHS
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Meloxicam impurity B
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EJI 16: ipyra nadopmanus
I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoOCT:
Acute Tox. 4 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 4
Aquatic Acute 1 OmnacHo 3a BoJIHaTa cpejia — 0CTpa OMACHOCT, Kareropus |
Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYIHA OIIACHOCT, KaTeropus 1
H302 Bpenen npu nornsiuaxe.
H373 Moske 1a IPUYMHU YBPEXKAAaHE HA OPTaHUTE MPU MPOABIDKUTEIHA WK TTOBTAPSILA C€ EKCIIO3ULIMSL.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.
H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.
STOT RE 2 Creru$uaaa TOKCHIHOCT 32 OIpeJielIeHH OpTaHy — IIOBTapsIa ce excrosuius, Kareropus 2

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, Chabpkaiia ce B To3u MHGOpMaIMOHEH JIMCT 3a 0€30IIaCHOCT, € MOJIy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXIHU. Berpeku ToBa, HHGOpMaIuUATa ce IpeaocTaBs 0e3 HUKAaKBa TapaHIns, H3pUYHA HIN [I0Apa30upama ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHATA WIII
MeTozauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wi 00e3BpexkJaHe Ha IPOAyKTa ca H3BBH HAIIMS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrneTeHTHoCT. [Topanu
Ta3W U JPYTU OPHUYMHY, HHE He II0eMaMe OTTOBOPHOCT M H3PHYHO C€ OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IEeTH HIN Pa3XOJH, IPOM3THYAINH OT WIH CBHP3aHH
110 HAKAKBB HAUUH ¢ paboTaTa, CbXpaHEHUEeTo, yHoTpedaTa Wi 00e3BpexkIaHeTo Ha IpoaykTa. To3u Mudopmannonen ucT 3a 6e301aCHOCT € U3TOTBEH U TPSIOBa
J1a ce U3I0I3BA CaMo 3a TO3H IPOIYKT. AKO IPOLYKTHT CE U3IIOI3BA KATO CHCTAaBKA HA APYTH IPOIYKTH, HaMUIHaTa HH(GOpMaNus OH MOTJIa Ja Ce OKaXe
HenpmiokuMa. Ta3u nHdopMals ce 0OCHOBaBa Ha HAIIMTE TEKyIIH IIO3HAHNS H ¢ IIpeAHa3HadeHa 1a 1aJ¢ OMICaHIe Ha IPOLyKTa caMo 3a LEeINUTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa H OKOIHATA cpera. [lopaau ToBa, TS He TPsIOBa [Ja ce THIKYBa KaTO FapaHIIHs 32 CBOHCTBATA HA MPOMYKTA.

21/08/2024 ([lata Ha u3naBane) BG (6warapckn) 9/9



