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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
CAS Ne 1 170570-01-1

Kon na npoxykra : 202300086

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 uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

ToxcnunocT 3a penpoxykuusTa, Kareropus 1B H360D
CreniyHa TOKCHYHOCT 3a OTIPE/IENICHN OpraHy — noBTapsma ce  H373
excnozunus, Kateropus 2

OnacHo 3a BoJIHaTa cpejja — XPOHWYHA ONACHOCT, KaTeropus 1 H410

3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'{Hl/l eq)eKT]/l u HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

CHIIHO TOKCHYEH 32 BOJHUTE OPTaHH3MH, C JbIroTpacH eexT. Moxke aa yBpeau miona. Moxe a IpUYHHY yBPEeXKIaHe Ha OPraHUTE MPH IPOIBIDKUTENIHA HIN
MOBTapSIIIA Ce eKCIIO3ULIHS.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

$ )

GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
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Celecoxib impurity A

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

Ipenynpexnenus 3a onacHoct (CLP) : H360D - Moxe na yBpenu mioja.
H373 - Moxe J1a Ipu4uHM YBPEXAaHe Ha OPraHUTE MPH IPOABIDKUTEIHA WIN MOBTapsIa ce
EKCIIO3UIIHSL.
H410 - CunHO TOKCHYEH 3a BOAHUTE OPraHU3MU, C IBITOTPAcH e(eKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynorpebda ce cHabaeTe ChC CHELUATHU HHCTPYKLUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCHUKH MPEANIa3HA MEPKH 3a
6e30macHoOCT.
P260 - He BaumuBaiite mpax/myuiex/ra3/ ium/u3napeHust/acpo30ii.
P273 - la ce u30sirBa u3myckaHe B OKOJIHATA CPEAA.
P280 - U3nomn3Baiite npeana3ny pbKaBHUIH/IPEINa3Ho 00IEKIO/MPeAna3Hi OUnia/mpena3ia Macka
3a JIMIe/TIPEANa3HN CPEACTBA 3a 3allUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHne MOThPCETe MEAUIIMHCKH CHBET/TOMOLI.
P391 - Cpbepere pazasroro.
P405 - JTa ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpoapprkaHueTo/ChaBT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETuxernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChbPKAHHETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. JIpyru onacHoOCTH

Jlpyra napopmarus : BHHMMaHue - BEECTBO, KOETO BCE OIIE HE € M3UTAHO HAITBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
4-(5-(m-Toly)-3-(trifluoromethyl)-1H-pyrazol-1- CAS Ne: 170570-01-1 <100 Repr. 1B, H360D
yl)benzenesulfonamide STOT RE 2, H373
Aquatic Chronic 1, H410

3a meinnus Teker Ha H- u EUH-npenynpexaeHusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H‘pra moMo1f - 061111/1 MEpKHU . BBB Bcnukn CJIy4an Ha CbMHCHHE, HJIK aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
TIOMO1II.
H'I)pBa TIoMoII Ipyu BAUIIBAHE . W3Benere nuiiero Ha 9ucT BB3AYX U I'0 [TIOCTABETE B MO3ULINA, YJIICCHABAIIA AUITAHETO. }Ia C€ oCTaBH

MOCTpaalikis 1a CU mo4yrHe. B ciyuaii Ha npunomasane: [ToThpceTe MEANIIMHCKH CHBET/IOMOIIL.

IIppBa HOMOII TPY KOHTAKT C KOXKAaTa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U U3JIOKEHUST YUacThK OT KOXKaTa Jia ce H3MHE ¢ MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIppBa HOMOII TPY KOHTAKT C OYUTE : WsmiakHere ¢ BoJa, KaTO JbPXKHUTE OYUTE MIMPOKO OTBOPeHH. [I0ThpceTe MEMIIMHCKA TIOMOILL, aKO
0oJKaTa, MUTAHETO MJIM 3aUepPBSIBAHETO MPOIBIIKAT.

IIppBa NOMOIIL NIPH TOTITBIAHE : Msmakuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycrara Ha 4OBeK B Oe3ch3HaHMe. He3a0aBHO OTHpceTe MEIUIIMHCKY ChBET/IIOMOLI.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTBIIBAILM cJIe]l H3BeCTeH MepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma HanuvHa I0MBJIHUTETHA HHOPMALIUS

4.3. Yka3anue 3a He00XOAHMOCTTA OT BCIKAKBY HEOT/I05KHH MEAMIMHCKH FPUAKHU H CIIELHATHO JieYeHue

Hsma HannyHa n0mbIHUTENTHA HHOPMALUS
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Celecoxib impurity A

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Tloxxozsmy noxkaporacHTENHN CPEACTBA : Jla ce M3MON3BAT CPE/CTBA, MOAXO/IAIIM 32 FACEHE HA MTOXKAaPU B ChCECTBO. BbriaeposieH AMOKCH .
Bopnen cnpeii. Cyx npax. Oeso 3a 3aracsiHe Ha OI'bHsL.
Henonaxosimy moxaporacuTelIHI CPeICTBA : Jla He ce M3MI0JI13Ba CUITHA BOJIHA CTPYSI.

OnacHu IPOAYKTH Ha pasnaJaHe B cnyl{aﬁ Ha 1moxxap : HenwiHoTo TropeHe OCBOGO)KI[aBa OITIaCE€H BBIVIEPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTId TOKCUIHHU
ra3oBe. Bb3MOXKHO € OTAEIISIHETO HAa TOKCHYHH H3MapCHus.

HHCprKHP[H 3a racCHe Ha IOXKapu : I{a HE C€ I0ITyCKa U3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BoJa J1a 3aMbpPCH OKOJIHATa cpeaa.
3ammra IIpU raceHe Ha I10XKap : )_Ia HE c€ IpearpueMa Hameca 6e3 NOAXOIAIIO 3alIUTHO oGopyz[BaHe. ABTOHOMEH U H30JIMpany
arnapar 3a 1uxaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKAHE

O6mm Mepkn : Jla ce M30srBa KOHTAKT C KOXKATa, OYUTE U JIPEXHTE.

3a mepconai, KOWTO He 0TTOBaPsI 32 CHEIIHH CIyYan

ABapHitHH IIJTaHOBE : Jla ce OTCTpaHU HEHYKHHUS IIEPCOHAI.

3a JMIATa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3aImuTHY CpeacTBa : Ja He ce npexnpuema Hameca Oe3 MOAXO/ANIO 3aIMTHO 06opyIBaHe. 3a IoBede HHpOpMAIHS,
BIDKTe paszen 8: "KonTpon Ha ekcriosuimsTa/ TMYHA IpeAIa3Hu cpejicTpa’.

Jla ce n30srea usnyckaHe B OKOJIHATa cpefa. [IpeoTBpaTeTe HaBIM3aHETO B KAHAIM3ALUATA U B OOIIECTBEHUTE BOJIH.

3a 3agpprkane : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B MOAXOIAMN] KOHTEHHEp 3a 00e3BpeKIaHe Ha OTIAIbIIN.
Mertoau 3a mouncTBaHe : Tlouncrere 3aMBpCeHUTE HOBBPXHOCTH OOMIIHO ¢ Boza. [louncTBane ¢ MOMIITA HA JETEPreHT.

Bmxre Pazznen 13 otrocHo nnbopMarms 3a 06e3BpekaaHe Ha OTIAIBIHTE.

PA3JIEJI 7: PaGoTa u cbXpaHeHue

JIOITBITHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE )KEHH MIIH KbPMAUKHUTE.

Ipenmnasxn Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCsAKaKBa M3IMIIHA eKCo3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, mue WM IMynM npy ynotpeba Ha npoaykTa. Jla He ce M3HaCsA 3aMbPCEHO PabOTHO

00JIEKIIO H3BBH pa6OTHOT0 TIOMEUICHHUE. I[a C€ UBMMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

Vcnosus 3a CbhXpaHsBaHE : I{a C€ CbXpaHsABa HA I[O6p€ TIPOBETPUBO MSCTO. CpabT 12 ce CbXpaHsABa IIBTHO 3aTBOPEH. I[a ce
T1a3u OT TOIUIMHA U IpsiKa CIbHYEBA CBETINHA.
OrnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHMHAIIHUTE KOHTCﬁHCpH.

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IHﬂ
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Celecoxib impurity A

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

31EJI 8: KoHTpo.1 Ha eKCIIO3ULMATA/JIMYHH NPEeANa3HH CPeICTBA

8.1. [TapameTpu HA KOHTPOJI

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALHS

8.2. KoHTpo. Ha eKCIO3HIMATA

TIMoaxoasig HH’KEHEPEeH KOHTPOJI

Tloaxoasiiy MHKeHepPeH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKaTeJIHA BEHTUIIAIMS, TaKa U BEHTUIIALKS Ha 00IIOTO
nomemenue. C MaTeprana TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuTa HA OYUTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanazau ounia. [IpeanasHu ounna cbe crpaHuyHa 3amuTa. (EN 166)
3amuTa Ha KOKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HOCH OAXOAAMIO Ipeana3Ho obnekno. Jlaboparopra ynorpeba : JlaboparopHa npectmka. (EN 13034)

3ammuTa Ha pbLeTe:
Jla ce HOCAT MOAXOISIY PhKABULIU. XUMHUYECKH YCTONUNBY npena3nu pbkasunu. (EN 374)

3ammura Ha JAUXATEJTHUTE IMIbTUILA

3amuTa Ha AMXATEJIHATE MTHINA:
B ciyuait Ha oOpa3yBaHe Ha IIpax jia ce W3II0JI3Ba anapar 3a aumane ¢ puiarsp: P3

PA3JIEJI 9: ®u3nynu 1 XMMHUYHHA CBOMCTBA

9.1. UudopManusi 0THOCHO OCHOBHHMTE (U3UYHM M XMMHYHH CBOHCTBA

ArperatHo ChCTOSHHE : TeBpmo BemecTBO
IBsT . He e mamuuno
Mupuc : He e nanuuno
I'pannnara Ha Mupuca : He e nanuuno
Touka Ha TONIEHE . He e HannmuHO
Touka Ha 3aMpb3BaHe . He e HanuuHo
Touka Ha KUTIEHE . He e HannuHO
3anmanmumocT . He e HanuuHo
JloHa rpaHuUIla Ha €KCIUIO3UBHOCT . He e npunoxumo
T'opHa rpaHuia Ha EKCIIO3UBHOCT . He e npunoxumo
ITnamua Temneparypa . He e npunoxumo
Temmneparypa Ha camo3anajiBaHe . He e npunoxumo
Temneparypa Ha pa3jiaraHe . He e HannuHo
pH . He e HannuHo
pH pastBop . He e HannuHO
Bucko3uTer, KHHEMaTH4eH . He e npunoxumo
Pa3tBOpuMOCT : Boma: Crabo pa3ropum
Koedunuenr Ha pasnpenenenue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansarane Ha napute . He e HannmuHo
Hansrane na napute npu 50°C : He e HannmuHO
IImpTHOCT . He e HannuHO
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHTeNHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha uactuiure . He e HannuHo
9.2. Ipyra uapopmanusi

Hsma HanuyHa I0MBJIHUTENTHA HHOPMAIUS
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Celecoxib impurity A

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

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

PA3JIEJI 11: Toxcukosiornuna nugopmanus

OcTpa TOKCHYHOCT (OpaiHa) : He ce xnacudunupa (Jlunceat nanHam)
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduuupa (JIuncsat faHam)
OcTpa TOKCUYHOCT (BIMIIBAHE) . He ce xnacuduuupa (JIuncsat 1aHHm)
KoposusHocT/mpasnene Ha Koxara : He ce xnacudunupa (Jlunceat naHH")
CepHo3HO yBpexJaHe Ha OYMTE/Apa3HEeHe Ha OYUTE : He ce knacu¢umpa (JIunceat nanxu)
CeHcnbuIM3anys Ha JUXaTeHATE IBTULIA WK Koxkata  : He ce kiacu¢uumpa (JIuncsar 1aHam)
MyTareHHOCT Ha 3apOJULIHUTE KIETKU : He ce xnacudunupa (Jluncat nanxm)
Kanneporennoct . He ce xnacudunupa (Jlumnceat naHHm)
TOKCHYHOCT 3a peNpOAyKIHATA : Moxe 1a yBpeau 1mioja.

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : He ce xknacu¢uupa (JIunceat nanam)

OpraHu) — €JIHOKPATHA EKCIIO3HIINS

CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : Moske f1a IpHYMHE yBpeXkIaHe HAa OPTaHHUTE IPU IIPObIDKUTEIIHA WK IIOBTAPSINA CC eKCIO3HIIHS.
OpraHu) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT IIpU BAUIIBAHE : He ce xnacudunupa (Texaudecka HeBB3MOXKHOCT 3a IIOTyYaBaHE HA JAHHH)

Hsima HanmuuHa TOMBJIHUTETHA HH(bOpMaI.II/Iﬂ

PA3IEJI 12: ExosioruuHa uHgopmanus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce knacuduupa (JIuncear qaHHm)
OnacHo 3a BOJHATA CpeJia, BIrOCPOUHA (XPOHHYHA) : CHIJIHO TOKCHYECH 3a BOJHUTE OPraHU3MHU, C JIbJITOTPAcH eeKT.

4-(5-(m-Toly)-3-(trifluoromethyl)-1H-pyrazol-1-yl)benzenesulfonamide (170570-01-1)

YceToWIMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIHS
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Celecoxib impurity A

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

PA3EJI 14: Uudopmanyst OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciimcbka Ha OOH niu upeHTHGUKALHOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. Touno HauMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

BEILIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBP/IO, H.V K. SUBSTANCE, SOLID, N.O.S.

Onucanne Ha TPAHCHOPTHUTE NIOKYMEHTH

UN 3077 BEILIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, 11
POLLUTANT

14.3. K1ac(oBe) Ha omacHOCT MPHU TPAHCHOPTHPAaHe

14.4. OnakoBb4Ha rpyna

1II 1II 1II

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a okonHata cpena: Jla OnacHo 3a okonHara cpeza: [la OnacHo 3a okonHata cpena: Jla
Mopcku 3ambpeuten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Pasnug): S-F

Hsima nombiHHTENIHA HANTMYHA HHq)OpMaHHﬂ

CyxonbTeH TPAHCIIOPT
Knacupuxannonen xox (ADR) . M7
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Celecoxib impurity A

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Crnenmanau pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmyectBa (ADR)

OnakoBbuHu uHCTpyKuK (ADR)

Crienmaniu onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

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

CriennaiHy pa3nopedy OTHOCHO PEHOCHMH LIUCTEPHU
U KOHTeiHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

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

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

Crienpaiiay pasnopedu 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR)

TpaucnopT no mope

Crennanuu pasnopenou (IMDG)

Orpannuenu konuuectsa (IMDG)

W3kirouenu konmyecta (IMDG)

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

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

Cknagupane u oopadorka (IMDG)

Bb3ayumien Tpancnopt

PCA Uzkmiouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumasaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)
PCA MHcTpyKuuny 3a ONakoBaHe IbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IbTHUYECKH
camoutet u kapro (IATA)

WHcerpykuuu 3a onakoaHe camo kapro (IATA)
MakcuManaHO HeTHO KosmuecTBo camo kapro (IATA)
Crnennanuu pasnopendu (IATA)

ERG xox (IATA)

14.7. MopckH TPAaHCIOPT 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, 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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Celecoxib impurity A

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

Pernamentn na EC

REACH, IIpuiaoxenue XVII (YcioBus 32 orpaHuyaBaHe)
He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnucbk Ha BelecTBara 3a pa3pelaBaHe)
REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapymasat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnrcbKa ¢ BeLIeCTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiameHT 3a u3jesMsiTa ¢ ABoiiHa ynorpeda (428/2009)

He ¢urypupa B PETJIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BBex/IaHe pexxuM Ha OOIMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckara JISHHOCT U TPaH3UTa Ha U3JIENHUs U TEXHOJIOTHH C JIBOWHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
IPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHM BemecTBa (EO 273/2004)

He cbabpika BemecTBo(a), BKIOYEeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkoTruHuTe Benecta (Perimament EO 273/2004 0THOCHO ITPOM3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpeJICJICHN BELIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HA HAPKOTUYHH MJIM TICUXOTPOIIHH BEILECTBA)

15.2. OuneHka Ha 0€30NMaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsma Hanu4Ha I0MBJIHUTETHA HHPOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

HNHaukanms 3a npoMeHun

Paznen IIpomeHeH eneMeHT KomenTapu
3aMeHs BepcusTa OT JobaBeHo
Jlara Ha penakiusara Jlo6aBeHno
Jlata Ha n3naBane IIpomeneno
1.1 CAS Ne Jlo6aBeHo
1.2 Orpanuuenus 3a ynorpeba IIpomeneno
1.2 VYnorpeba Ha BeleCTBOTO/CMECTa IIpomeneno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxunarto
2.1 Heb6naronpusithu QU3HKOXUMHUYHY e(DeKTH 1 IIpomeneno

HeﬁﬂaI‘OHpI/IﬂTHH e(beKTI/I 3a 34paBE€TO Ha Y0BEKa U
OKOJIHaTa cpeaa

2.3 Jpyra uadopmaruys Jlo6aBeno
4.1 IIppBa nomoi - 001K MEPKH JobaBeHo
4.1 IIppBa moMoIIL IPU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomol pu BIUIIBAHE IIpomeneno
4.1 ITspBa nomon Npy MorabIjaHe IIpomeneno
4.1 ITspBa moMonI IpH KOHTAKT C OUHTE Ipomeneno
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Celecoxib impurity A

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
4.2 Cunmnromu/edextn IIpemaxnaro
4.2 CuMnToMu/eexTH ciell KOHTAKT ¢ KOXKaTa IIpemaxHarto
4.2 Cumnromu/eheKTy cie]] BAUIIBaHE IIpemaxnarto
4.2 Cumnromu/e(peKTH ciell KOHTaKT C OYUTE IIpemaxnaro
4.3 Jlpyro MeIUIHCKO CTAaHOBHIIE WU JCUCHUE IIpemaxunaTo
5.1 Hemnoxxoasimy 1o)xaporacuTelIHN CpesicTBa JlobaBeno
5.1 Tloaxoasmu noxkaporacuTeIHA CpeCcTBa IIpomeneno
5.2 OnacHu IPOAYKTH Ha pa3NajiaHe B cilyyaid Ha JobaBeHo
oXap
5.2 OnacHOCT OT MmoXxap IIpemaxnarto
53 3amuTa Npy raceHe Ha Mmoxap Jlob6aBeHo
53 VHCTpyKIMHM 32 TaceHe Ha IoKapu ITIpomeneno
6.1 3aluTHY CpecTBa JlobaBeHo
6.1 ABapuiiHy 1aHoBe IIpomeneno
6.1 OO0 Mepku IIpomeneno
6.2 IIpeana3Hu Mepky 3a orna3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JobaBeHo
6.3 MeToau 3a HOUNCTBaHE ITpomeneno
6.4 Tlo3oBaBaHe Ha apyru paszneint (8, 13) JobaBeHo
7.1 JIOI'BJIHUTENTHY OMIACHOCTH T10 BpeMe Ha paboTta IIpomeneno
7.1 TIpenna3uu mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrMeHHH MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JlobaBeHo
7.2 TexXHU4YeCKH MEPKH IIpemaxunarto
7.2 YcnoBus 3a CbXpaHsIBaHE IIpomeneno
7.3 CriennuyHM KpaifHu ynotpedu IIpemaxHarto
8.2 3amura Ha JUXaTeIHUTE IIHTUIA IIpomeneno
8.2 3amura Ha ppleTe IIpomeneno
8.2 3amura Ha OuHTe IlIpomeneno
8.2 TToxxomsiy MHXKEHEPEH KOHTPOI IIpomeneno
8.2 3ammra Ha KOKaTa U TSUIOTO IIpomeneno
9 Mupuc IIpemaxnarto
10.1 Peaknmonna cnocoOHoCT IIpemaxnarto
10.5 HecwsBmecTumu marepuanu IIpemaxnarto
10.6 OmnacHy NPOIYKTH Ha pa3anaHe ITpemaxnaro
12.1 Exosorust - 061110 IIpemaxunarto
13.1 Pernonannu pasnopenou 3a OTIabIHTE IIpemaxunaro
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Celecoxib impurity A

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:

Aquatic Chronic 1

OracHo 3a BojiHaTa cpea — XpOHUYHA OIMaCHOCT, KaTCropus 1

H360D Mosxe J1a yBpeau IIoja.

H373 Mozke 1a IpHYNHA YBPEXKIaHe Ha OPTraHHUTE IIPU IPOIBIDKUTEIHA WIH IIOBTAPAIIA C& CKCIIO3HIHS.
H410 CHITHO TOKCHYEH 33 BOJHUTE OPTAHM3MH, C IBJITOTPacH e(eKT.

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

STOT RE 2 CrerudryHa TOKCHYHOCT 32 ONpeIeSIieHH OpraHu — MOoBTapsiia ce ekcrosuius, Kareropus 2

Wupopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpkamnia ce B To3u MHpopMauoHeH JucT 3a 6e30MacHoCT, € HOJIyYeHa OT H3TOYHUIHI, KOUTO CMsTaMe 3a

HageKAHH. Bblpexn ToBa, nHGpopManusTa ce npefocTans 0e3 HUKaKBa rapaHLus, H3pUYHA WK Hopa3dupalia ce, OTHOCHO HelHaTa KOPEKTHOCT. Y CIIOBUSTA HIIH

MeToxuTe 32 paboTa, ChbXpaHeHHe, yrorpebda 1 00e3BpekaaHe Ha MPOAYKTa ca H3BBH HAIIUsI KOHTPOJ M MOJKE Jia ca M3BbH HalaTa komnereHTHoct. [Topaan

Tasu U Apyru NpuIuHU, HUEC HE ITIOEMaME€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 3ary6n, LICTH WK pa3Xoau, NPOU3TUYAIIH OT WU CBBP3aHU

0 HAKAaKbB HAUMH ¢ paboTaTa, ChXpaHEHHETO, yroTpedaTa uin 00e3BpexkIaHeTo Ha poaykTa. To3u MH(popMalnoHeH JIMCT 3a 6€30MacHOCT € U3rOTBEH U TpsiOBa

Ja Ce€ U3I0JI3Ba CaMo 3a TO3U NMPOAYKT. Ako NPOAYKTHT C€ U3II0JI3BA KAaTO ChbCTaBKa Ha APYTryd NPOAYKTH, HAJIMYHATa I/IHCbOpMaLU/IH 6u MorJia Jla CC OKaxe
HETIPUIOXKUMaA. Tasu I/IH(bOpMaLU/IH C€ OCHOBaBa Ha HAIWUTE TCKYIIH IO3HAHUS U € IPCAHA3HAYCHA J1a 1aJl€ ONMMCAaHUE Ha MPOAYKTa caMO 3a LCIUTE Ha
3/1paBC€oIa3BaHEeTO, 0e30IacHOCTTa M OKOJIHATA cpena. Hopazm TOBa, T4 HE TpﬂﬁBa Jla C€ ThIIKYBA KaTo rapaHuus 3a CBOMCTBaTa Ha NpoayKTa.
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