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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 : Celecoxib impurity A

XUMHYECKO HANMEHOBaHHE : 4-(5-(m-Toly)-3-(trifluoromethyl)- 1 H-pyrazol-1-yl)benzenesulfonamide
Kon na npoxykra : 202300086

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

1.2.1. UnenTuduuupanu ynorpeoun

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT e mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
OyHKIMS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAIIH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Ja ne ce uznonssa : [lormemane, Baumsane, [lepmanso

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NaCHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupasne Ha BemecTBOTO WJIH CMeCTa

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

TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1B H360D
CrernupuaHa TOKCHIHOCT 32 ONpee]IeHH OpraHy — IIOBTapsIia ce ekcrosums,  H373
Kareropus 2

OnacHo 3a BoJIHaTa cpejja — XpOHWYHA ONACHOCT, KaTeropus 1 H410
3a meanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpnﬂTHu (l)l)l3l/lKOXPIMM‘IHl/l eq)eKTl/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTu 34 3PaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 CKCIEPTHO MHCHUE U IO CHJIaTa Ha 1OKAa3aTCJICTBA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

$ )

GHS08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H360D - Moxe na yBpenu mwiona.

H373 - Moxe J1a IpUYMHH YBPEXKIaHEe Ha OPTaHUTE TPH IPOABIDKATEITHA WK MTOBTapsIa Ce
€KCIIO3HLIHSL.
H410 - CuiiHO TOKCHYEH 33 BOIHUTE OPraHU3MH, C IBITOTPAcH e(EeKT.
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Celecoxib impurity A

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

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He u3non3gaiite npeau a CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumuBaiite npax/myniex/ras/ ium/u3mapeHust/acpo30ii.
P273 - Jla ce n30sirBa u3nyckaHe B OKOJIHATa Cpeja.
P280 - U3nomn3Baiite npeanasHu phKaBHUIH/IPEINA3HO 0OIEKIO/MPEAna3Hi OUnia/Ipena3Ha Macka
3a JIMLe/TIPEAIa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P314 - [1pu Hepa3nonoKeHue MOThPCETe MEULIUHCKU CHBET/TIOMOLI.
P391 - Cpbepere pazasToro.
P405 - a ce chxpaHsiBa 1moJ KJI04.
P501 - CbappixkaHHETO/ChIBT 1A CC U3XBBPIIH B IMYHKT 33 ChOMPAHEe HA OMACHU MU CTICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PCTMOHAIIHY, HALMOHAIIHY H/HJIN MEXILyHapOIHU
pasnopenou.

EtukeTHpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHMS 32 BBTPEIIHH ONAKOBKH, KOraTo ChAbPXKAHUETO He npeBuiiasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. [Ipyru onacHoCTH

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHTE

3.1. BemecrBa

HaumenoBanue HNnentuduxarop Ha % Kaacuduxauus B cboTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
4-(5-(m-Toly)-3-(trifluoromethyl)-1H-pyrazol-1- - <100 Repr. 1B, H360D
yl)benzenesulfonamide STOT RE 2, H373
Aquatic Chronic 1, H410

3a mennus Teker Ha H- 1 EUH-nipenynpexaenusta 3a onacHOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 MbPBA MOMOL

ITbpBa MOMOLLL IPH BAHIIBAHE : Jla ce 0CTaBH NOCTPAJANKs HA YHCT Bh3yX. OCUTypeTe CBEkK BB3yX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOLI PH KOHTAKT C KOXKaTa : Ja ce OTCTpaHM MaKCHMAaJIHO Ype3 N30bpcBaHe (C 4ICTa M MeKa IONHBaNia kspra). Ja ce n3mue
OOMITHO C BOJIA B KOSATO € IIPUOABEH JAETEPreHT.

ITbpBa MOMOLIL TP KOHTAKT € OYHTE : 3miaksere ¢ BoJa, KaTO ABbPIKUTE OUUTE LIMPOKO OTBOPEHH.

ITbpBa MOMOLLL IIPH MOTITbIIAHE : Mznnaksere ycrata. Moske 1a Gb/ie MPENOPBYAHO TIPOIBIKUTENHO METHIIMHCKO HAaOIII0IeHHE.

4.2. Hali-chIecTBeH! OCTPH M HACTBIIBALIIU CJIe/Il U3BECTEH INEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Cumnromu/edextn : Bb3MoxHH ca 3aKbCHENH eheKTH.
CumMnromu/edexTu cie]l BAUIIBaHE : Henocrarpunu naHHu.
CumMnromu/edeKTu cielf KOHTAaKT ¢ KoxKaTa : Henocrarpunu raHHM.
CuMnromu/edeKTu ciies] KOHTaKT C O9UTe : Henocrarpunu naHHM.

4.3. Yka3anue 3a He00X0AHMMOCTTA OT BCIKAKBH HEOT/I0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

HOT’preTe MCIUOHUHCKHA C’bBeT/HOMOIl[. HpI/I BB3MOXKHOCT J1a C€ MOKaXE€ HACTOAIIMA JIUCT, & aKO HE € Ha PA3IIOJI0KCHUE, Ja CC IMTOKaXXE OMMaKOBKaTa UJIM €TUKETA.
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Celecoxib impurity A

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

3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TToaxoasiuu TIOKapOTaCUTCIIHA CPEACTBA : Opesiyio 3a 3aracsiHe Ha OTbHS.

OnacHocT OT noxap : Bwx maparpad 2.2.

HHCprKHP[PI 3a racCHe Ha I1oXKapu : )_Ia C€ U3no0J13BaT CPEeACTBA, IIOAXOAAIINHU 3a raCEHE Ha I10KapHu B CbCEACTBO.

PA3EJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

06 Mepku : Jla ce u30srBa Npekus KOHTAKT ¢ Npoxykra. He BanmBaiite
Ipax/ITyIeK/ra3/ M/ U3IapeH s /aepo30IIH.

6.1.1. 3a mepcoHaJ, KOWTO He 0TTrOBAPS 32 CNCIIHN CIy4Yan

ABapPIﬁHH ITaHOBE N I[a C€ HOCH MMOAXOJAIIO MPEANa3sHO 06J'leKJIO, PBKABULH U 3AIIUTHU CPEACTBA 34 OYMUTEC UJIH JIULECTO.

6.1.2. 3a iMnaTa, OTrOBOPHM 32 CHEUIHH CJIy4Yan

Hsawma Hammyaa JOITBJIHUTECITHA I/IH(i)OpMaLII/ISI

Hsima Hanu4Ha TOMBIHUTENHA HHOpMALHS

Mertomu 3a MOYHUCTBAHE : VY6enere ce, 4e OTHAABIATE Ca CHOPAHHU U CE ChXPAHABAT HAa CUTYPHO MsicTo. [louncrere

crapatenHo. Jla ce n3Mue HeChOMpaeMust OCTaThK C : Pa3TBOp OT HATPHUEB XUIIOXJIOPUT.

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

O0padoTka u ¢

JIOIBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTKa . Ha norpeGurenst 1a ce 00bpHE BHUMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO Ha
MPOJYKTA 3a APYTH LIEIH, PA3JIMYHHU OT T€3H, 38 KOMTO € IPeIHA3HAYCH.

Tpeanasuu mepku 3a 6e3onacHa padboTa : C marepuana TpsabBa 1a ce pabotu BHUMATENHO. [[a ce u30srBa npekust KOHTaKT ¢ npoaykra. C
Marepuaia TpsabBa Ja ce paboTH Mo JabopaTopHa KaMHHA, JTOKOJIKOTO TOBA € Bb3MOXKHO.

XUrueHHH MEpKU . Jla ce paboTH B ChOTBETCTBUE C M3MCKBAHHUATA HA 0OpaTa MPOMUIIIICHA XUTHEHA | MIPOLIEyPHTE 32
6E30I1acHOCT.

TexHuuecku MEpKH : Ila C€ crasBaT NPUIOKUMUTE pa3nope;[6n.
VYcnosus 3a CbXpaHsBaHE : Ila C€ ChXpaHsaBa NOJ KJIHY.

Bumx maparpag 1.
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Celecoxib impurity A

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

PA3J/IEJI 8: KoHTpPOJI HAa eKCIIO3MIUATA/THYHH NPeINAa3HU CPEeACTBA

8.1. [IapameTpn Ha KOHTPO.JI
8.1.1 HanmoHaJIHH rPAHUYHU CTOHHOCTH HA MPO(ECHOHAIHA eKCIO3ULUS ¥ OMOJIOTHYHY IPAHMYHM CTOHHOCTH
Hsma Hanmuuna JOITbJIHUTCIIHA I/IH(bOpMaLII/I}I

8.1.2. IIpenopb4uTEeIHH NPOLEAYPH 32 HAOIIOACHUE

HsiMa Hann4yHa JOMBJIHATETHA HHQOpMALHS

8.1.3. O6pasyBar ce 3aMbPCHTEIM HA Bb3/1yXa

Hsima Hanmana JOITBJIHUTCITHA HH(I)OpMaLIPI}I

8.1.4. DNEL u PNEC

Hsima HanuyHa AONBIHUTEIHA HH(bOpMa].IPIH

8.1.5. Pery.impane upe3 o6xsatu (control banding)

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

8.2. KoHTpo.1 Ha ekCo3uIHUATA

8.2.1. Tloaxoasin TEXHUYECKH KOHTPOJI

Hoxxoasii TeXHHYECKH KOHTPOI:
Jla ce cpxpaHsiBa B 100pe MPOBETPUBO MOMeEIIeHHE. J]a ce H3MoN3yBa eIMHCTBEHO B CMyKaTellHa KabuHa ¢ nHTerpupan Guitep. BucokoedekrnBen Gpuarsp 3a
yactuuy (HEPA ¢untsp).

8.2.2. JIM4HM npenasHu cpecTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMIETO

3amuTa Ha ouMTe:
Ipennasuu oumna. DIN EN 166

8.2.2.2. [Ipeana3BaHe Ha KoKaTa

3ammTa Ha KOXKATa M TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekito. DIN EN 13034

3ammTa Ha pbueTe:
XuMHUYECKH yCTONUMBH Npena3Hu pbkasuiy. ISO 374-1
8.2.2.3. BammTa Ha IUXaTEJHUTE NHTHIIA

3amuTa Ha AMXATEJIHATE TbTHINA:
OtaensHe Ha npax: npotuBonpaxosa Macka ¢ puintep P3. DIN EN 140 & 149. Teuen npoxykt : AHTHaepo3onHa Macka. Hocere nuxareneH anapar, ako cTe
U3JI0’KECHU Ha Mapu/IpaxoBe/aepo30IIH

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma Hanu4Ha IOMBJIHUTETHA HHPOPMAIUST

8.2.3. KoHTpOJI HAa eKCIIO3HLHUATA B OKOJIHATA Cpea

Hsma HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOHCTBA

9.1. MudopmManusi OTHOCHO OCHOBHUTE (PU3HYHN U XHMHYHHU CBOICTBA

ATperatHo CbCTOSTHUE

IBsT

Mupuc

I'pannuaTa Ha Mupuca
Touka Ha TONIEHE

Touka Ha 3aMpb3BaHe
Touka Ha KUIIEHE
3ananruMocT

I'pannuyM Ha €KCIUIO3UBHOCT

TBBprO BEECTBO
He e naymuno
He e npunoxumo.
He e naymuno
He e naymmuno
He e naymmuno
He e naymuno
He e naymmuno
He e npunoxumo
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Celecoxib impurity A

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

JlonHa rpaHHIa Ha eKCIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3yaraHe : He e Hanuyno
pH : He e Hanuuno
pH pastBop : He e HamuyHO
Buckosurer, kunemaruueH : He e npunoxumo
PastBOpuUMOCT : Bopa: Cnabo pasrBopum
Koeduient na pasnpepenenue: n-okranon/soga (Log @ He e namudno
Kow)

Hansrane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e HanmuuHO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

9.2.1. Unpopmanusi BB BPb3Ka ¢ KiIacoBeTe HA GU3NYHA ONIACHOCT

Hsima Hanu4Ha qonbiIHUTENHA HHDOpMALHS

9.2.2. JIpyru XapaKTepUCTHKH 32 0€30MacHOCT

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

CrabuiieH Ipu HOPMATHH YCIIOBHSL.

Hsima HanmmuHa TOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHDOpMATHS

Hsima nipu Hopmansa ynorpe6a. Broxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpak1aHe OTACJIA OIIaCHU U3NapCHUA.

Ocrpa ToKCHYHOCT (OpasHa) : He ce xnacudumpa (JIuncsaum 1anun)
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacu¢uimpa (JIluncsaum fanunm)
Octpa TOKCHYHOCT (BMILBAHE) : He ce xnacu¢uimpa (Jluncsaum fanun)
KoposuBHoCT/ipa3sHeHe Ha Koxara : He ce xnacu¢ummpa (JIuncsamm fanHn)
CepHO3HO yBpex/JaHe Ha OUHTe/Apa3HEeHe Ha OUUTE : He ce xnacudunupa (JIuncsamy nanHam)
Cencubunusanys Ha IUXaTeIHATE IBTUINA WK Koxkata  : He ce knacudunupa (Jluncsamy qaHam)
MyTareHHOCT Ha 3apOJUIIHUTE KIETKN . He ce ximacuduuupa (JIuncpanum gaHH)
Kanneporennocr : He ce xnacudummpa (JIunceamy naHHN)
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Celecoxib impurity A

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

TOKCHYHOCT 3a PENPOAYKIHMATA : Moxe na yBpeau miona.

CTOO (crnenuduyHa TOKCHYHOCT 3a ONPEICICHU : He ce xnacudumpa (JIluncsaum 1anum)

OpraHu) — €JHOKPATHA EKCTIO3ULIUS

CTOO (cnenn¢uvHa TOKCHYHOCT 3a ONPEIETCHI 1 Mosxe 1a IpUYMHN yBpEXKIaHE HAa OPraHUTE IPU IPOIBIDKUTEITHA HIIM MOBTAPSAIIA CE €KCIIO3HIINSL.
OpraHu) — IOBTapsIIIa Ce eKCIO3UIIHs

OmnacHOCT NpH BANIIIBaHE 1 He ce xnmacndunupa (TexHnuecka HEBB3MOKHOCT 3a IIOTy4YaBaHE HA JJTAHHH)

Hsima Hanu4Ha qOMbIHUTENHA HHOOPMATHS

Exosorust - 06110 : Omnacuu ornagsiy. Jla ce U3MOI3yBaT HOAXOMAIIN KOHTCHHEPH 3a OTHAJHUTE IPOLYKTH.
OmacHo 3a BogHAaTa cpefia, KpaTKOCPOUHa (0CTpa) : He ce xnacudunupa (Jluncsamy naHH")

OmacHo 3a BogHATa cpefia, IbITOCPOUYHA (XPOHUYHA) : CHJIHO TOKCHYCH 32 BOZHHUTE OPraHU3MH, C ABITOTPACH e(eKT.

He ce pasrpaxnaa 6bp3o

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

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

Hsma nanwyna qonbiIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qONMbIHUTENHA HHDOpMALHS

B cporBercTBre ¢ ADR / IMDG / IATA

ADR IMDG TATA

14.1. Homep no cnucbka Ha OOH niu uaeHTHPUKAIMOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HaMMeHOBaHHe HA NMpaTKaTa no cnucbka Ha OOH

BELIECTBO, OITACHO 3A ENVIRONMENTALLY Environmentally hazardous substance, solid, n.o.s.
OKOJIHATA CPEJIA, HAZARDOUS
TBBPIO, H.V K. SUBSTANCE, SOLID,
N.O.S.
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Celecoxib impurity A

WNudopmannoneH iuc

T 3a OE30IMaCHOCT

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

ADR IMDG IATA
Onucanue Ha TPAHCIIOPTHUTE JOKYMEHTH
UN 3077 BEIIECTBO, UN 3077 UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, II
OITACHO 3A OKOJIHATA ENVIRONMENTALLY
CPEJIA, TBBPJIO, H.V K., 9, HAZARDOUS
11, (-) SUBSTANCE, SOLID,
N.O.S,, 9, III, MARINE
POLLUTANT
14.3. Kitac(oBe) Ha onacHOCT NPH TPaHCIOPTHPaHe
9 9 9
alh. g,
14.4. OnakopbYHa rpyna
I ‘ 1 ‘ 1II
14.5. OnacHocTH 32 0KOJIHATA cpeja
OrnacHo 3a okoHata cpefa: | OnacHo 3a OKOJIHATA Cpefa: OnacHo 3a okosHara cpena: Jla
Ha Ha
Mopcku 3ambpeuTen: Jla
Hsma JOITBJIHUTECITHA HAJTUIHA P[HCbOpMaI_II/IH

14.6. CnenuajiHy npeana3sHu MepKH 3a NOTpeduTeuTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR)

Cnenuanuu pasnopenou (ADR)

Orpannuenn xonuyectsa (ADR)

Uskimtouenu xonmdectsa (ADR)

OnakoBbuHN HHCTPYKIHU (ADR)

CrienaiHu onakoBbuHH pasznopentu (ADR)

Cmecenn onakoBky (ADR)

VIHCTpyKIMH 3a IPEHOCHUMH [IUCTEPHU U KOHTEHHEepH 3a
HacumHu ToBapu (ADR)

CrienpiaiHu pas3nopeaoy OTHOCHO MPEHOCHMH LUCTEPHH
1 KOHTeiHepH 3a HacurHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

ITpeBo3HO CPECTBO 3a MPEBO3 B IUCTEPHH
TpancnoptHa kareropust (ADR)

Criennaiiiy pasrnopenou 3a npesosa - Onakoku (ADR)
Crenmanau pasnopenou 3a npeso3 - Hacumao
cberosiHue (ADR)

CrienaHu pas3nopeou 3a IpeBo3 - TOBapeHe,
pasroBapBaHe u oopaborka (ADR)
Wpnenrudukanpronex Homep 3a onacHocT (Kemuep No.)
OpamxeBu Tabenn

Kon 3a tynennu orpannuenus (ADR)

Tpancnoprt o Mope

Crennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
Wzkrouenu konmyecta (IMDG)
Onakobunu uHcTpykuuu (IMDG)

M7

274, 335, 375, 601

Skg

El

P002, IBCO8, LP02, R001
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
SGAV, LGBV
AT

3

Vi3

VCl, VC2
cvi3

90

90
3077

274,335, 966, 967, 969
Skg

El

LP02, P002
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Celecoxib impurity A

HudopmarmoneH aucT 3a 6€300acHOCT

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

Cnenuaniu pasnopenou 3a omaxkosane (IMDG) PP12
IBC onakopwsunu unctpykuuu (IMDG) IBCO8
IBC cnennannu pasnopendu (IMDG) B3
Wucrpykuuu 3a nucrepuu ( IMDG) BK1, BK2, BK3, T1
Cnenuanau pasnopenou otnocHo uucrepad (IMDG) TP33
EmS-Ne (TToxap) F-A
EmS-Ne (Pa3nuB) : S-F
Kareropust Ha ToBapene ( IMDG) A
Cknaaupate u oopadotka (IMDG) SW23
Bb3aywmeH TpaHCnoOpT

PCA Uzkmouennu xomumaectsa (IATA) El
PCA OrpanndeHn KOIH4eCcTBa IbTHHIECKU CAMOJET U Y956
xapro (IATA)

PCA MaxkcuManHO HETHO KOJIMYECTBO 332 OTPaHUYCHO 30kgG
KOJIMYECTBO ITBTHUUECKH caMoieT U kapro (IATA)

PCA HucTpykiuu 3a oIlakoBaHe IFTHUYECKH CaMOJIeT U 956
xapro (IATA)

PCA MaxcuManHO HETHO KOJIMYECTBO IIbTHUYECKU : 400kg
camortet u Kapro (IATA)

WucTpyxunu 3a onmakoBaHe camo kapro (IATA) 1 956
MaxkcuManHO HeTHO KoinudecTBo camo kapro (IATA) 1 400kg

Crnenmanau pasnopendu (IATA) : A97, A158, A179, A197, A215
ERG xop (IATA) : 9L

14.7. MopckH TPaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHME CHIJIACHO MHCTPYMEHTH Ha Me:KIyHapoIHATA MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Un¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. Cienuanm 32 BeNIeCTBOTO WJIH CMECTAa HOPMATHBHA Ypea0a/3aK0HO0IATEICTBO OTHOCHO (€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenue XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3peliaBaHe)
REACH Cnucbk ¢ kanauaar-seuiecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

Per;iaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cnrchKa ¢ BelecTBa, KOUTO HapymiaBat 030HoBusI cioii (Permament EO 1005/2009): Celecoxib impurity A

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

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npexnaranero Ha nma3apa u ynorpebara Ha
IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(I)OPM&LIPI}I
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Celecoxib impurity A

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

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

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

I'bnen Texker nHa H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Aquatic Chronic 1 OmacHo 3a BOAHATA cpefia — XPOHHYHA OIIACHOCT, KaTeropus 1

H360D Moske 1a yBpeau Iioza.

H373 Moske a IPUYMHH YBPEXKIaHe Ha OPraHUTE TIPH MPOJBIDKUTENIHA HIIH TTOBTAPSIIIA CE eKCIIO3HIIMSL.
H410 CHITHO TOKCHYEH 33 BOJHUTE OPTAaHU3MH, C IBITOTPacH e(eKT.

Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

STOT RE 2 CrenndiyHa TOKCHYHOCT 3a OIIPE/IENIeHN OpraHy — MOBTapsIla ce excrosuius, Kareropus 2

Wupopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTT'OBOPHOCT Hudopmanusra, cbabpikamnia ce B To3u MHpopMauoHeH JucT 3a 6€301acHOCT, € HOJIyYeHa OT H3TOYHUIH, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, HHpOpMaIusTa ce IpeaocTaBs 6e3 HUKaKBa TapaHIns, H3pUYHA MM Oo/pa30upalna ce, OTHOCHO HelfHaTa KOPEKTHOCT
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