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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Nimesulide

Kox Ha mpoaykra : 201600637

CHHOHUMH : Nimesulide, salts, hydrates, isomers and impurities where applicable

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHNS, AHAIM3H U HAYYHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Ja ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

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. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan :© +33(0)390215608

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

Ocrtpa TokcuuHOCT (opanHa), Kareropus 3 H301
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebnaronpusatau GU3HKOXUMHUYHH eeKTH M He01aronpusaTHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJHATA cpela

Onpez[enm—le 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha 1OKa3aTeJICTBA.

2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

S

IMuxrorpamu 3a onacuoct (CLP)

GHS06
Curnanna nyma (CLP) : OmnacHo
Ipenynpexaenus 3a onacuoct (CLP) : H301 - Tokcuyer npu morTbIIaHE.
Ipemopbku 3a 6e3omacHocT (CLP) : P301+P310 - IIPU ITIOT'JTBILIAHE: He3abaBHo ce obaznere Ha jeKap.

ETuxetnpaHe B CbOTBETCTBHE C: M3KIIOUCHHS 32 BETPELIHH OIIAKOBKH, KOTaTO ChAbPKaHUETO He IpeBumaBa 10 ml

S
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Nimesulide

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

GHS06

Hsma HanuvHa 1OTBIHUTENHA HHGOPMALIUS

PA3JIEJI 3: CneraB/mH(poOpManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBETCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Nimesulide - <100 Acute Tox. 3 (opannxa), H301 (ATE=50 mg/kg
TEJIECHO TETJIO)

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

IIbpBa oMol npy BAMIIBAHE : Jla ce octaBu mocTpajanus Ha YUCT Bb3AyX. OCHIypeTe CBEX Bb3/yX Ha 3aCErHATOTO JIULE.

IIbpBa noMoII MPH KOHTAKT € KOXkKaTa : Jla ce oTCTpaHH MaKCHMANHO upe3 U30bpcBaHe (C YMCcTa M MeKa IoIuBalla Kbpra). M3muiite o6unHo
cBoza/....

IIbpBa moMoII MPH KOHTAKT € OYUTE : Usmiaksere ¢ BOJa, KATO ABPXKUTE OUHTE MIUPOKO OTBOPCHH.

IIppBa momoII Npu NOTTbIAHE . Wsmnakuere ycrata. Hezab6aeno ce o6anere B IEHTHP 11O TOKCHUKOJIOT USl/Ha nekap.

CrienmanHo JeKapcKo HaOIoIeHUe.

Cumnromu/eeKTH ciiel BAUIIBAaHE . HemoctarhyHu JaHHH.
Cumnromu/eeKTH ciiey KOHTAKT ¢ KOXKaTa . HemoctarhyHu JaHHH.
Cumnromu/eeKTH ciie[y KOHTAKT C OYUTE . HemoctarhyHu JaHHH.
Cumnromu/eeKTH ciie] MOrTblaHe . CuMnromuTe MOraT Aa ObaT 3aMaiiBaHus, TI1aBOOOIHE, raficHe U 3ary0a Ha KOOpAHHALIHS.

TloTspcere MeauuuHCKH chBeT/moMont. [Ipn BE3MOXKHOCT J1a ce MOKa)kKe HACTOSIIMS JIHCT, a aKO HE € Ha Pa3MOoI0KEeHHE, J]a Ce TIOKaXKE OMTAKOBKATa MM €THKETa.
AxrtuBartop. dapMaleBTHIEH MPOLYKT.

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT OT HoXxap : Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a racCHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIH 32 rAaCCHE Ha I10Kapu B CBhCEACTBO.
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Nimesulide

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKaHe

O6mu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ npoxykra. He BaumBaiite

[pax/MmyIek/ra3/ anM/u3napeHus/aepo30Iu.

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsI 32 CIIEIIHH CJIyYan

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

6.1.2. 3a 1unaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha nOnbIHUTENHA UHOOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Mertoau 3a HoYHCTBaHE . Y6e/:leTe C€, 4€ OTHaabLHUTE Ca C’L6paHI/l 1 C€ CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere

CTapaTeyiHo.

Hsima HanmuHa JOMBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3JIEJI 7: O0pa0oTKka B cCbXpaHeHUe

JIOITBJIHUTEIIHY ONIACHOCTH 110 BpeMe Ha 00paboTka . Ha norpeGures na ce 00bpHe BHUMaHKE 32 PUCKOBETE, €BEHTYAJIHO CBbP3aHHU C H3I0JI3BAHETO HA
MPOJYKTA 3a JAPYTH LIEJIH, PA3JIMYHH OT TE3H, 38 KOUTO € TIPeJHA3HAYCH.

Tlpeanasuu mepku 3a Ge3onacHa pabora . C marepuaia TpsiOBa 1a ce paboTu BHUMaTenHo. [la ce n30sArsa peKust KOHTaKT ¢ HPOJIYKTa.

XHUrueHHH MepKU : Jla ce paGoTH B CHOTBETCTBHE C M3UCKBAHUATA HA 100paTa NPOMHILICHA XUIHEHa U POLIEypPUTE 3a
6E30I1acHOCT.

TexHu4ecKr MepKH 1 Jla ce cra3BaT IPHIIOKUMUTE Pa3HoOpeaOH.
Ycnosus 3a cbXpaHsBaHE . Jla ce cpXpaHsaBa 0] KJIIOY.

Bwx maparpad 1.

PA3JIEJI 8: KoHTpOJI Ha eKCNIO3UIMATA/TUYHHU NMPeANa3sHu cpeacTBa

8.1.1 HanMoHAa/IHH rPAHNYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OUOJOTHYHH FPAHUYHH CTOHOCTH

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsma nannuna nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS

8.1.5. Peryaupane upe3 o6xBartu (control banding)

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.lI/Iﬂ
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Nimesulide

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo.I HA eKCO3NIUATA

8.2.1. Iloxxoasin TEXHUYECKH KOHTPOJI

IMoaxoasiiy TeXHHYECKH KOHTPOJI:
Jla ce cpxpansBa B 10Ope MpOBETPUBO MoMeIeHre. Jla ce u3mon3yBa eqUHCTBEHO B CMyKaTeHa KabnHa ¢ HHTerpupan Guirsp. Bucokoedextusen Guarsp 3a
gactuun (HEPA ¢untep).

8.2.2. JIMYHHU Npeana3Hu CPeACTBA
8.2.2.1. 3amuTa HA 0YHTE U JHUIETO

3ammuTa HA OYHTE:
[pennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH yCTOiuMBO 3amutHO obnekino. DIN EN 13034

3ammuTa Ha pBLeTe:
XuMHYECKH yCTOHUMBH npeanazHu pbkasuiy. 1SO 374-1
8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

3amuTa HAa AUXATETHATE IBTHINA:
Otaensne Ha npax: npotuBonpaxoBa Macka ¢ Guarsp P3. DIN EN 140 & 149. Teuen npoaykT : AuTHaepo3osiHa Macka. Hocere anxaresneH amapar, ako cTe
U3JI0)KEHHU Ha Tapy/IpaxoBe/aepo30iu

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

8.2.3. KOHTpOJI Ha eKCIIO3HIHATA B OKOJIHATA cpeJa

Hsima Hanu4yHa JOIBIHUTEIIHA HH(bOpMaLH/Iﬂ

3AEJI 9: ®u3u4yHU 1 XMMHYHH CBOHCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHMTE (PM3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo ChCTOSTHUE . TBBPIIO BEIIECTBO
IBsT . He ¢ HamuunO
BrbHiieH Busx  IIpax.

Mupuc : He e npunoxumo.
I'panuuaTa Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KUIIEeHE : He e nanuuno
3ananuMocT : He e nanuuno
I'paHniy Ha eKCIIIO3MBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCILIO3UBHOCT . He e npunoxumo
I'opHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe . He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3najgaHe . He e Hanmnuno
pH . He e Hanmnuno
pH pasrBop : He e nanuuno
Bucko3uter, KHHEMaTH4EH : He e npunoxumo
PastBopumocT : Boma:<0.19/
KoeduimeHT Ha pasnpenesnenue: n-okranoi/soga (Log  : He e HannuHO
Kow)

Hansrane Ha napure © He e Hanuuno
Hansrane Ha napure npu 50°C © He e Hanuuno
InsTHOCT © He e Hanuuno
OTHOCHUTENHA ITBTHOCT : He e Hannuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e HannuHo
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Nimesulide

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (PU3NYHA ONACHOCT

Hsima HanmuHa JONIBIHUTEIHA I/IH(I)OpMaI.II/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IaCHOCT

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

10: CTaOMIHOCT M PEAKTHBHOCT

CrabuieH Ipy HOPMAJHH YCIOBUSL.

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsma npu Hopmanua ynorpe6a. Buxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxaaHe OTACJIA OITaCHU U3IIapCHUS.

PA3JIEJI 11: Toxcs Oru4yHa HH(popManus

OcTtpa TOKCHYHOCT (OpanHa) : ToKCHYEH NpH HOTTbIIAHE.

OcTpa TOKCHYHOCT (iepMaiHa) . He ce knacudumupa

OcTpa TOKCUYHOCT (BIUIIIBAHE) . He ce knacudumupa

KoposuBHocT/ipasnene Ha Koara : He ce knacudummpa (Jluncsanm qaHam)

CepHo3HO yBpeXkIaHe HA OYUTE/APA3HEHE HA OYUTE : He ce xnacudumpa (Jluncpanm qaHam)

CeHcubMIM3anys Ha JUXaTeIHUTE TbTUINA WK Koxkata . He ce kimacuduuupa (B3 0cHOBa Ha HaJIMYHUTE JJAHHHU HE €A M3ITBIIHCHU KPUTEPUUTE 32
KJIacHpHIMpaHe)

MyTareHHOCT Ha 3apOJMIIHUTE KIETKU . He ce xmacudumupa (JIunceamm jaHam)

Kanneporennoct : He ce xmacudummpa (Jlunceamm jaHam)

TOKCHYHOCT 3a PENPOAYKIHUATA  He ce knacudpummpa (Ipyru ykazanus: Octpa TOKCHIHOCT)

CTOO (cnenupuyHa TOKCHYHOCT 3a ONpPEJICICHH : He ce xnacudumpa (JlanuuTe ca yoeuTeNnHN, HO HEJOCTATHYHM 32 JIa CC HAMPABH KJIACH(UKALINS)

OpraHu) — eIHOKPATHA EKCIO3UIIUS

CTOO (crnenn¢puyHa TOKCHIHOCT 32 OTIPEJIEIeHH . He ce xkmacudummpa (Apyrn ykazarus: OcTpa TOKCHIHOCT)

OpraHu) — TIOBTapsIIIa CE EKCIO3NIHS

OmnacHOCT IpH BANIIBaHE : He ce xnacu¢urmpa (Bs3 ocHOBa Ha HAJTMYHHTE JAaHHU HE Ca H3IBIHEHH KPHTEPUUTE 3a
KIacHHIIpaHe)

Hsima Hanu4Ha JONBIHUTENHA HHYOPMAIHS
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Nimesulide

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 12: Exonoru4ysa ungopmanus

Exomnorus - 00mmo : OmnacHu oTnagsuy. Jla ce H3M0NI3yBaT MOAXOAANIN KOHTEHHEPH 3a OTIAJHUTE IPOIYKTH.
OmacHo 3a BogHATa cpeja, KPaTKocpodHa (0cTpa) : He ce xknacudumnupa
OmnacHo 3a BogHATa cpeia, JbITOCPOUYHA (XPOHUIHA) : He ce xnacudummpa

Hsima Hanu4Ha JONBIHUTENHA UHOOPMALIHS

Hsima HanmuuHa JOMIBJIHUTETHA I/IH(I)OpMaI.lI/Iﬂ

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(l)OpMaI.II/ISI

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

PA3JIEJI 13: O0e3Bpeskaane HA OTHAABIUTE

MecTHO 3aKOHOATENCTBO (OTIIAIBIIN) : Jla ce M3XBBPIIHN IO 6e30IacCeH HAYMH B CHOTBETCTBHE C MECTHHUTE / HAIMOHAIIHU Pa3Hopen0H.

IIpenopsku 3a 00e3BpexkIaHe HA MPOAYKTa/omakoBkaTa  : Jla He ce H3XBBPIAT OTMAABLUTE B KaHAIM3AUATA. 3XBbpIIeTe TO3H MaTepHal H HeTOBHS
KOHTeIfHep B ICHTHD 3a ChOHpaHe Ha ONACHU U CIIEIHAIHH OTIAIbIIH.

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBHE ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cincbka Ha OOH niu naeHTHGUKATNOHEH HOMEDP

UN 2811 UN 2811 UN 2811

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPJO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI’AHNYHO, H.V .K.

Onucanne Ha TPAHCNOPTHUTE JOKYMEHTH

UN 2811 TOKCUMYHO TBBHPJI0O BEHIECTBO, UN 2811 TOXIC SOLID, ORGANIC, N.O.S,, 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
OPI'AHMYHO, H.Y K., 6.1, 111, (E) 11

14.3. Kinac(oBe) Ha ONACHOCT MPH TPAHCHOPTHPAHE

6.1 6.1 6.1
23 E2S
6 6
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Nimesulide

Nudopmanronen muct 3a 6€30macHOCT

B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

ADR

IMDG

IATA

14.4. OnakoBbuHa rpyna

14.5. OnacHocTH 32 OKOJIHATA Ccpea

OmnacHo 3a okonHaTa cpena: He

OmnacHo 3a oxonHaTa cpena: He
Mopcku 3ambpeuten: He

OmnacHo 3a okonHaTa cpexa: He

Hsma JOITBJIHUTECIIHA HAJIUMIHA I/IHCI)OpMaI_H/Iﬂ

14.6. CnenuaJiHy mpeana3sHu MePKH 32 MOTPeONTeTuTe

CyxonbTeH TPaHCIIOPT

Knacugpukamonen xox (ADR)

Crnieunanuu pasnopenou (ADR)

Orpannuenu konuyectsa (ADR)

Wskimovenu koiuuectBa (ADR)

OnakoBb4HH UHCTPYKLMK (ADR)

CriennaiHy onakoBb4HH pasnopendu (ADR)

Cwmecenu onakoBku (ADR)

WHCTpyKIUHM 32 IPEHOCHMH LIUCTEPHU U KOHTEIHepH 3a
Hacunuu ToBapu (ADR)

CriennaiHy pasnopendy OTHOCHO IPEHOCUMH LUCTEPHU
1 KOHTeiHepH 3a HacurHu ToBapu (ADR)

Konose 3a uucrepuu (ADR)

Crenuanuu pasnopenbu oTHocHO nuctepuu (ADR)
IIpeBO3HO CPEACTBO 3a NPEBO3 B LIUCTCPHU
Tpancnoprha kareropus (ADR)

CreruanHu pasnopenbu 3a npeso3 - Hacumzo
cberosiHue (ADR)

CreruanHu pasnopenou 3a IPeBo3 - TOBapeHe,
pasroBapBaHe 1 o6paboTka (ADR)

CreruanHu pa3nopeadu 3a IPeBo3 — ONepaTHBHU
n3ucksanus (ADR)

Vnentudukannonen Homep 3a onacHoct (Kemnep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpannuenus (ADR)

Tpancnopt no Mope

Crnennanuu pasnopenou (IMDG)
Orpannuenu konuuectsa (IMDG)
Wzkirouenn konnyecta (IMDG)
Onakobunu uHcTpyKuu (IMDG)
IBC onakopwsunu uacTpykipu (IMDG)
IBC cneunannu pasnopendou (IMDG)
WHcrpykuun 3a nuctepau ( IMDG)
Cnermanuau pasnopentu otaocuo uucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pasnus)

Kareropus Ha ToBapene ( IMDG)
ITnamua temneparypa (IMDG)
CaotictBa 1 Habmonenus (IMDG)

Bb3aywmeH TpaHcnopT

PCA Mskimouenu konmdecrsa (IATA)

PCA Orpanndenu KojanyecTBa ITbTHUYECKH CaMOJIET 1
xapro (IATA)

T2

274,614

5kg

El

P002, 1IBCO8, LP02, R001
B3

MP10

T1

TP33

SGAH, L4BH
TU15, TE19

AT

2
VC1, VC2, AP7

CV13,Cv28

S9

60

60
2811

223,274
5kg

El

P002
1BCO8
B3

T1
TP33

Toxic if swallowed, by skin contact or by inhalation.

El
Y645
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Nimesulide

Nudopmanronen muct 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PCA MakcuManHO HeTHO KOJIHYECTBO 332 OTPaHUYCHO : 10kg
KOJIMYECTBO IbTHHYECKH camoieT U kapro (IATA)

PCA MHcTpyKuuy 3a OIIakoBaHe MbTHUYECKH camoieTru : 670
xapro (IATA)

PCA MakcuMaHO HETHO KOJHYECTBO IBTHUYECKU : 100kg
camortet u kapro (IATA)

WHcTpyknuu 3a onakoBaHe camo kapro (IATA) T 677
MakcuMaHO HETHO KosimuecTBO camo kapro (IATA) : 200kg
Cnermanuau pasnopentu (IATA) : A3, A5
ERG xog (IATA) © 6L

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUIIHO CHbCTOSAHUE CHIJIACHO HHCTPYMEHTH Ha Memnyﬂapo;maTa MOPCKa OpraHusanus

He e mpunoxumo

PA3JIEJI 15: UHndopmanusi OTHOCHO HOPpMaTHBHATa ypenoda

15.1. CienpvyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPe10a/3aK0H0AATEICTBO OTHOCHO (G€30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenune XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenne XVII nra REACH

REACH, IIpunoxenue XIV (Ciucbk Ha BellecTBaTAa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxernne XIV na REACH (Cnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cnceka Ha REACH ¢ xanannar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIACHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToliuuBY OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

PernaMeHT 0THOCHO BellecTBa, KONTO HapymaBat o3oHoBus cJioii (EC 1005/2009)

He ¢urypupa B cmuchKa ¢ BeIIeCTBa, KOUTO HapymIaBaT 030HoBuUs cioil (Permament EO 1005/2009): Nimesulide

PeriaMeHT OTHOCHO mpeKypcopuTe Ha B3puBHHU BemecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(M) B CIUCHKA ¢ MPpeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npenaraneto Ha na3apa 1 ynorpebara Ha
HPEKYPCOPU Ha B3PUBHH BEIIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewlecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B cichKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha T1a3apa Ha OIpeJIe]IeHH BEIeCTBa, H3MI0I3BAaHHU 32 HE3aKOHHO IIPOM3BOCTBO HAa HAPKOTUYHH MM ICHXOTPOIIHH BEIIECTBA)

15.1.2. Hannonauu pasnopenou

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hammana JOITBJIHUTEITHA HH(bOpMaHHﬂ

PA3JIEJI 16: Ipyra undgopmanus

[I'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHoCT:

Acute Tox. 3 (opanma) Octpa Tokcu4HocT (opanHa), Kateropus 3

H301 ToKcuueH npy HOrTbLIAHE.

Nudopmannonen et 3a 6esonacuoct (MJ1b), EC
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Nimesulide

Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

OTKA3 OT OTTOBOPHOCT UupopmarnusTa, chrbpikaiia ce B To3u MHOpMAIMOHEH JIUCT 3a O€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMsTaMe 3a
asiexHU. Brnpeku ToBa, nHGOpMaLHATa ce IpeJocTaBs 0e3 HUKaKBa FapaHIlHsl, H3pHYHA WK I0Apa3dupaia ce, OTHOCHO HefHaTa KOPEKTHOCT
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