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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HauMeHoBaH¥e Ha BELIECTBOTO . Nimesulide
XUMHYECKO HANMEHOBaHHE : Nimesulide
EO Ne . 257-431-4
CAS Ne : 51803-78-2
Kon Ha npoxykra : 201600637

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, KOUTO He ce MPEenopPbHYBAT

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
MyTareHHOCT 3a 3apOAMIIHY Ki1eTku, Kareropus 2 H341
ToxcnunocT 3a penpoxykuusTa, Kareropus 1B H360FD
CrrenniyHa TOKCHYHOCT 32 OTIPE/IENICHN OpPraH — €IHOKPaTHa H370

excnoszunus, Kareropus 1

CrenniyHa TOKCHYHOCT 3a ONpEJieNIeHN Oprany — noprapsima ce  H372
excnoszunus, Kareropus 1

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

Heﬁnaronpuﬂnm q)“3l/lKOXPlMPI'1Hl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3PaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Tokcuuen npu nornsinane. [pennonara ce, 4e npu4YMHABa TeHETHYHHU IedeKTH. Moxe a yBpeau OIJIOAUTENHATA CIOCOOHOCT. MoKe Aa yBpeau Iiona.
[puunHsiBa yBpexxaane Ha opranute. [[puunHsBa yBpeKaane Ha OPraHUTEe MOCPEACTBOM MPOABIDKUTEIHA UITH TIOBTAPAIIA CC CKCIIO3HLIHS.
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I/IH(I)OpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

2.2. EleMeHTH HAa €THKETAa

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

ok

IMTukrorpamu 3a onacHoct (CLP)

GHS06 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H301 - TokcudeH npu norbIIaHe.

H341 - IIpennonara ce, 4e IPHINHSIBA TCHETUIHN JE(HEKTH.
H360FD - Moxe na yBpeau OIUIoUTeNHaTa CIocOOHOCT. Mojke 1a yBpeau Iofa.
H370 - IIpuunnsBa yBpexxaaHe Ha OpraHuTe (IJeHTpallHa HepBHA CHCTEMa, XPaHOCMUIATeIHA
cucrema) (OpatHo).
H372 - IlpuunnsBa yBpexkaaHe Ha OPraHUTe (ChPACYHO-CHA0BA CHCTEMa, YepeH Apod, Ox0peny,
KO, IMyHHA CHCTEeMa) IOCPEACTBOM IMPOABIDKHTENHA MIIH ITOBTAPSINA Ce eKCIIO3UINS (OpaHo).
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ipenu ynotpebda ce cHabAeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He n3non3Baiite npeu 1a CTe IPOYESIH U pa3dpaiy BCHUKH IIPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/IyIex/ras/auM/U3IapeHis/aepo30iIH.
P264 - Jla ce m3mue pbueTe 40 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - [1a He ce sine, MHe WIK ITyIIX IPH YIOTpeOa Ha IPOIYKTa.
P280 - M3nomn3BaiiTe npeAna3Hyu phKaBUIN/IPEAIa3HO 00JICKI0/IpeIa3Hy OYIIa/Ipeana3Ha Macka
3a JIMIe/Ipea3HU CPeJICTBA 3a 3alllUTa Ha CIIyXa.
P301+P310 - ITPU ITOI' JTBIIAHE: He3abaBHo ce obanere Ha 1eKap.
P308+P311 - ITPU sBHa niu npeanonaraema excrnozunus: O6aznere ce 8 IEHTBP I10
TOKCHKOJIOT M4 nnu Ha nexap.
P314 - IIpu Hepa3monoKeHUe IOTHPCETE MEAUIIMHCKH CHBET/IIOMOLI.
P321 - Cnennanu3upaHo ge4eHue (BXK. JOIIbIHUTEIHA HHCTPYKIHS 32 IbPBa IIOMOIII HA TO3H
eTHUKET).
P330 - M3mnakueTe ycrara.
P405 - [la ce cpxpaHsBa OJ KIIOY.
P501 - CbappxaHHETO/ChABT Aa CE€ U3XBBPIH B IyHKT 3a ChOMpPaHe Ha OMACHH WU CIELHATHU
OTHajblH, B ChOTBETCTBHE C MECTHHTE, PETHOHAIIHH, HALIMOHAIHY H/MIN MEXIyHapOIHI
pasmopenou.
Ertuketnpane B ChOTBETCTBHUE ¢: M3KIIIOUCHNMS 32 BBTPEIIIHY OMAKOBKH, KOTaTo ChABPXKAHUETO He npesuurasa 10 ml.

IMukrorpamu 3a onacHocT (CLP)

GHS06 GHS08
2.3. /Ipyru onacHoCcTH

Jlpyra napopmarus : AKTHBHO BeIIECTBO (BbB (hapMaleBTHYHU HPOJYKTH).
BHuMaHue - BEIecTBO, KOETO BCe OIIE HE € M3MHUTAHO HAITBIIHO.

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HaumenoBanue HUpentuduxarop Ha % Kaacuduxauus B cboTBeTCTBHE C
NPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Nimesulide CAS Ne: 51803-78-2 <100 Acute Tox. 3 (opanna), H301 (ATE=200
EO Ne: 257-431-4 mg/kg TexecHo Terio)
Muta. 2, H341

Repr. 1B, H360FD
STOT SE 1, H370
STOT RE 1, H372

3a mennus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16
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Nimesulide

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

JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

[TpBa momour - 00IIH MEPKU : BbB Bcnuku ciyyan Ha CbMHEHHE, UM aKO CHMITTOMHUTE MPOABIDKABAT, MOTHPCETE MEIHIIMHCKA
TTOMOIII.

[TspBa oMo NPy BAHIIBAHE : M3Bezpere aMIeTO HA YHCT BB3AYX U IO IOCTABETE B MO3MLIMS, YIIECHsBAIA AULIaHeTo. [la ce octaBu
MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

ITppBa oMo IPH KOHTAKT € KOXKaTa : Jla ce cBaiy 3aMBPCEHOTO OOJIEKIIO U U3IOKEHUSIT YUACTBK OT KOXKATa J1a Ce H3MHE C MEK CalyH U
BOJIa, KaTo CJIe/l TOBA Ce M3IIAKHE C TOIUIA BOJA.

[TpBa moMoLI IPY KOHTAKT C OYHTE : W3mnakuere ¢ Boaa, KaTo AbPXKUTE OYUTE MIUPOKO OTBOPEHH. [loThpceTe MeUIMHCKa OMOLLL, aKO
Gonkata, MUTAHETO MM 3aUePBSIBAHETO MPOIBIDKAT.

[TpBa moMoLI IPU MOTJTBIIAHE : W3mnakuere ycrara ¢ Boja (caMo ako MOCTpagajusT € B cb3HaHue). Hukora He qaBaiiTe HULIO Hpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hezabasno ce obanere B LIEHTHP I10 TOKCHUKOJIOT Ul/Ha
nieKap.

4.2. Hali-chbIecTBeH! OCTPH M HACTBHIIBALIIU CJIe/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTl/l

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

4.3. Yka3aHue 3a He00X0AUMOCTTA OT BCAKAKBH HEOTJIO0KHU MeINIMHCKH TPUKHA U CICLIMATHO JIeYeHHUue

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.II/IFI

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHI CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhIiepoeH AHOKCH .
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy moxaporacuTelIHA CpeICTBa : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

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

Onacau NPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap . HemwmHOTO TOpEHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHUC, BBIVICPOACH ABYOKHUC U IPYTH TOKCUIHU
razoBe. B3MOXKHO € OTAENSIHETO Ha TOKCHYHU M3IIapCHUs.

5.3. CbBeTH 32 O’KaAPHUKApHUTE

WHCTpyKIHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa HU3MoJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpuemMa HaMmeca 03 MOAXOSIIO 3aUTHO 000pyIBaHEe. ABTOHOMEH U W30JIMPALL]
amapar 3a AuxartesHa 3anmTa. [IbiHa 3amura Ha TSII0TO.

PA3JIEJI 6: Mepku npu aBapHMiiHO H3IyCKaHe

6.1. JInyHH MpeANa3sHA MEPKH, PEANAa3HH CPEACTBA U MPOLEAYPH NPHU CHENIHA CJIyYan
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H APEXHTE.

3a nepcoHaJi, KOWTO He 0TroBaps 3a CHEeLIHH CIy4Yan

ABapuifHU TIIaHOBE : Jla ce oTCTpaHH HEHY)KHUS ITEPCOHAIL.

3a JIMIATa, OTTOBOPHH 32 CIICHIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXO/ISIIO 3AUMTHO 060py/ABaHe. 3a moBede nHdopMarus,
BrokTe paszaen §: "KoHTpoi Ha ekcro3uimsITa/ TMYHU pena3Hu cpeactsa’.

6.2. l'[pezmaslm MEPKH 32 OlIa3BaHE HA OKOJIHATA cpeaa
I[a ce u3bsrsa HU3IIyCKaHE B OKOJIHATa cpeaa. HpC,ZLOTBpaTeTC HaBJIM3aHETO B KaHAJIM3alUATa U B Oﬁ].LleCTBeHI/ITC BOOH.

6.3. MeToau u MaTepHaJid 32 OrpaHn4YaBaHe U NMOYUCTBAHE

3a 3abpKaHe : Ilonwmiire ¢ HHEPTEH MaTCpHUal U ITIOCTABETE B ITOAXOALIL KOHTeﬁHCp 3a o6e33pe>1<z[aHe Ha OTnaablu.
Metoau 3a Mo4YMCTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTU 00mITHO ¢ Boja. [TouncTBaHe ¢ MoMINTa Ha JACTEPIeHT.

16/07/2025 (daTa Ha pepakuusra) BG (6barapckn) 3/12



Nimesulide

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

6.4. Ilo3oBaBaHe HA APYTH pa3esn

Bwkre Pasnen 13 otHocHO HHpOpManust 3a 00e3BpekIane Ha 0T bIUTE.

PA3JIEJI 7: PaGoTa u chbXxpaHeHHne

7.1. Ilpenna3uu MepkH 3a 6e30macHa padora

JIOITBIIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE KEHH HIIH KbPMAUuKHTE.

IMpenmnasuu Mepku 3a 6e3omacHa padboTa : Jla ce n30srBa BCsAKaKBa M3IMIIHA eKcro3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, MUe WM IyLy Opy ynoTpeba Ha npoaykTa. Jla He ce u3HaCs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsABaHe, BKIKNYUTEJITHO HECbBMECTUMOCTH

Vcenosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa Ha I[OGpC TIPOBETPUBO MSCTO. CpabT 51a ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U IIpsIKa CJIbHYCBA CBETIINHA.
OmakoBbYHU MaTepuain : lla C€ CbXpaHsABa B OPUTHHAIIHUTE KOHTeﬁHepH.

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

Hsima Hanmanaa JOIIBJIHUTCITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 8: KoHTpoJI HA eKCIO3UIMSATA/JIMYHH MPeANAa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

8.2. KoHTpo.1 Ha ekcno3uIMATA

IMoaxoasi HH:KeHePeH KOHTPO.I

Toaxoasig HHKEHEPEH KOHTPOJI:
I[a Cce ocurypu z[oﬁpo IIPOBETPsAIBAHE HA paGOTHOTO Mmsicto. OOMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlUA, TaKa U BEHTUJIALU Ha 001110TO
nomenienue. C Marepuaia TpﬂGBa Ja ce paﬁom noxn na60paTopHa KaMHnHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HA 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Ja ce HocsT npeanasznu ouna. [Ipeanasuu ounna cbe crpannyna 3ammuta. (EN 166)
3ammuTa Ha KozKaTa

3ammTa Ha KOXKATa H TSIOTO:
Jla ce HOoCH mOAXOMAMIO HpeanasHo obieko. JlabopatopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3amura Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONYMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJIHATE BTHINA:
B ciyuaii Ha 0Opa3yBaHe Ha Ipax Jja ce U3I0JI3Ba anapar 3a auiane ¢ Guarsp: P3

3JIEJI 9: ®u3uyHu U XHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE . TBBpIO BELIECTBO
st : JKBJITCHHKAB.
BrbHuieH Bug . Kpucranen npax.
MonekyiHa Maca : 308.3 g/mol
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Nimesulide

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

Mupuc : He e Hanuuno
I'panunara Ha mupuca : He e nanuuno
Touka Ha ToneHe : =149°C

Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIeHe : He e Hanuyno
3anmanuMocT : He e Hanuuno
JloJHa TpaHMIIa Ha KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha EKCIUIO3UBHOCT : He e npunoxumo
IInamua Temneparypa : He e npunoxumo
Temneparypa Ha camMo3amnajBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hann4HO
pH : He e Hamu4HO
pH pastBop : He e HanmuuHO
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumocT : Boma: <0.1 g/l
Koedunuent na pasnpeneneuue: n-okranon/soga (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e Hanu4HO
Haunsrane Ha napure npu 50°C : He e Hanu4HO
ITeTHOCT : He e Hanu4HO
OTHOCHTEIHA IITBTHOCT : He e HannyHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pasmep Ha yactuiure : He e Hanmu4HO

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IH(l)OpMaI.IHFI

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/ISI

Hsima HanmM4HA TONBIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHOOPMAIIHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3JEJI 11: Toxkcuxosoruuda nHgopmanus

Octpa TOKCHYHOCT (OpajiHa) . TOKCHYEH IIPH MOTJIbLIAHE.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢mumpa (JIunceat nanxu)
OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce knacu¢uimpa (HeyOenurennu nanuu)

Nimesulide (51803-78-2)

LDS50 opanHo mrsx 200 mg/kg (RTECS Ne PB0970000)
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Nimesulide

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

KoposusHoct/apa3HeHe Ha KoxaTa . He ce xnacuduuupa (JIuncsar 1aHam)

Cepro3HO yBpesk/jaHe Ha OUMTE/IpasHEHEe Ha OUUTe : He ce xnacudumupa (JIuncear qaHHK)

CeHcubuIM3anys Ha JUXaTelHUTE MbTUINA i koxkata  : He ce kiacuduuupa (B3 0ocHOBa Ha HAIMYHNTE NaHHU, HE Ca U3ITBIHEHN KPUTEPUUTE 3a
KIacu(pHIIpaHe)

MyTareHHOCT Ha 3apOJUIIHUTE KIETKA : Ilpexnoiara ce, 4e NPUYNHSABA [EHETHYHH JS(EKTH.

Kanneporennoct : He ce xnacudunupa (Jluncat nanxm)

TOKCHYHOCT 3a PEHPOAYKIHATA : Mosxe fa yBpeau OIIouTeNIHaTa cCHocoOHOCT. MoXe fa yBpeau miosa.

CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONPEACICHI . IlpuunHsBa yBpexJaHe Ha opraHuTe (LCHTpaJHa HEPBHA CHCTEMa, XPAaHOCMHJIATEIIHA CUCTEMA)

OpraHy) — eIHOKPATHA EKCIIO3ULIUS (opasHo).

CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHN : IlpnumHsiBa yBpexaaHe Ha OpraHuTe (ChPAEYHO-CHI0BA CHCTEMa, YepeH Npod, OpOpeny, Koxa,

OpraHu) — IOBTapsIIIa Ce eKCIO3UIHs HMMyHHA CHCTEMa) TTOCPEICTBOM MPOJIBIKUTEHA MM MOBTAPSAIIA CE EKCTIO3HUIMS (OPATHO).

OmnacHOCT IIpH BAUIIIBaHE : He ce xnacudunupa (Jluncat nanxm)

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

OrMYHa m{q)opMamm

OmacHo 3a BogHaTa cpefia, KpaTKOCPOUHa (0CTpa) . He ce xnacudunupa (Jlunceat nanmHm)

OmnacHo 3a BogHATa cpefia, JbITOCPOUYHa (XPOHUYHA) . He ce xnacudunupa (Jlumncear nanmHm)

Nimesulide (51803-78-2)

YcToiuMBOCT U pa3srpagiuMocT | He ce pasrpaxna 6sp30

Hsima Hanu4Ha qOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa TOMBJIHUTETHA HH(bOpMaI.II/Iﬂ

Hsima HaymMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbLIHUTE

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

PA3JIEJI 14: Uudopmauus 0THOCHO TPAHCIIOPTUPAHETO

B cpotBetcTBre ¢ ADR /IMDG / IATA
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Nimesulide

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP
UN 2811 UN 2811 UN 2811

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

TOKCHWYHO TBBPJIO BELIECTBO,
OPT'TAHMYHO, H.V K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCIOPTHUTE JOKYMEHTH

UN 2811 TOKCUYHO TBBP/JIO BEILIECTBO, UN 2811 TOXIC SOLID, ORGANIC,N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, III

OPI’AHMYHO, H.V K., 6.1, 111, (E) 1II
14.3. Kiac(oBe) Ha 0IACHOCT MPH TPAHCIIOPTHPAaHe
6.1 6.1 6.1
6 6
14.4. Onakopb4Ha rpyna
I 1II I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OmnacHo 3a okoiHaTa cpena: He

OnacHo 3a okosHata cpena: He
Mopcku 3ambpeuten: He
EmS-Ne (IToxxap): F-A
EmS-Ne (Pa3nus): S-A

OmnacHo 3a okoiHaTa cpena: He

Hsma JOITBJIHUTCITHA HAJTUYHA I/IH(bOpMaI_II/ISI

14.6. Cnenua iy npeana3sHu MepKH 32 NOTpPe0uTeuTe

CyxonmbTeH TPaHCIOPT

Knacudukarmonen kog (ADR)

Crienmanuu pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmmyectBa (ADR)

OnakoBbuHu uHCTpyKuuu (ADR)

CrienpaHy onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

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

CrienpaiHy pa3nopedy OTHOCHO MTPEHOCHMH LIUCTEPHH
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

Crienmaniu pasnopendu oTHocHO nuctepHu (ADR)
ITpeBo3HO CPeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaune (ADR)

Crienpaniu pasnopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u o0padotka (ADR)

Crienpaiiiu pa3nopendu 3a NpeBo3 — ONEePaTHBHU
uzucksanus (ADR)

Wnentudukanuonen Homep 3a onacHoct (Kemuiep No.)
OpamxeBu Tabenu

AT

T2

274,614

Skg

El

P002, IBCO8, LP02, RO0O1
B3

MP10

Tl

TP33

SGAH, L4BH
TU1S5, TE19

2
VC1, VC2, AP7

CV13,CV28

S9

60

60
2811
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Kon 3a TyHennu orpanndenus (ADR) : E

TpaucnopT no mope

Crnennanuu pasnopendou (IMDG) 1 223,274
Orpannuenu konnuectsa (IMDG) : Skg
W3kirouenu konmyectsa (IMDG) . El
Onakobunu uHcTpykuuu (IMDG) : P002
IBC onakopwsunu unctpykuuu (IMDG) : IBCOS8
IBC cnieunanuu pasmnopexdu (IMDG) : B3
Wucerpykuuu 3a nucrepuu ( IMDG) ¢ Tl
Crienmanuu pasnopendu otHocHo nuucrepuu (IMDG) . TP33
Kareropus na toBapene ( IMDG) A
IInamua remneparypa (IMDG) :

CaoiictBa u Habmoaenus (IMDG) : Toxic if swallowed, by skin contact or by inhalation.

Bb3aynien Tpancnopr

PCA Uzkmrouenu konmuecta (IATA) . El
PCA OrpanuueHu KoJmuecTBa MbTHUYECKH CaMOJIET U 1 Y645
kapro (IATA)

PCA MakcumasaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO : 10kg
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)

PCA MHcTpykuuy 3a onakoBaHe MbTHUYECKH camoneT 1 : 670
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 100kg
camouter u kapro (IATA)

WHcerpykuun 3a onakoaHe camo kapro (IATA) 1 677
MakcuMaaHO HeTHO KosmuecTBo camo kapro (IATA) : 200kg
Criennanuu pasnopendu (IATA) 1 A3, AS
ERG xox (IATA) : 6L

14.7. Mopcml TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIJIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0OTHOCHO HOPMATHBHATA ypeada

15.1. Cienuanm 32 BEMIECTBOTO HJIH CMECTA HOPMATHBHA YPea0a/3aKOHO0IATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

Peramamentn Ha EC

REACH, Ilpuio:xenne XVII (¥YciaoBus 3a orpaHuyaBaHe)

He durypupa B [Ipunoxenne XVII za REACH

REACH, lIpuioxenue XIV (Cuucbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Crincbk Ha BeliecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BemecTsa

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

He ¢urypnpa B crimcbKa ¢ BemecTsa, KOUTO HapyniaBaT 030H0BH: cioii (Permament EO 1005/2009)

Persniamenr 3a uzgenusTa ¢ 1Boiina ynorpeoda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CbBETA ot 5 maii 2009 roauna 3a BpBexaAaHe pexxum Ha OOIIHOCTTA 32 KOHTPOJI HAa M3HOCA, TpaHchepa,
Opokepckara AEHHOCT M TpaH3UTA Ha U3JEIHs U TEXHOIOTHH C JBOWHA yrnoTpeba.

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

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C IPeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpe6ara Ha
IIPEKypCOPH Ha B3PUBHU BEIIECTBA)

PersiaMeHT 0THOCHO NpeKkypcopuTe Ha HapKOoTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HaproTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIIECTBA, H3MOI3BAHM 32 HE3aKOHHO MPOM3BOICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEILECTBA)
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15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuaukanus 3a MPOMEHHU

Paznen IIpomeHeH eneMeHT KomenTapu
OOH Ne (RID) JobaBeHo
Bpoii curn konycu/cBeriuan (ADN) JobaBeHo
3agbmkuTeaHo obopyasasne (ADN) JlobaBeHo
IIpeBo3sT ¢ paspenier (ADN) JobaBeHo
W3kirouenu konuuectsa (ADN) JobaBeHo
Orpannuenu konmuaectsa (ADN) Jlo6aBeno
Etuxern 3a omacuoct (ADN) Jlo6aBeno
Knacudukanuonen kox (ADN) JobaBeHo
Touno npeo3Ho HauMeHoBaHue (RID) JobaBeHo
Wnentuduxannonen HoMep 3a onacHoct (RID) JlobaBeHo
Excnpecun npatku (RID) JloGaBeno
CrienpaliHy pa3nopeadu 3a MpeBo3 - TOBapeHe, JobaBeHo

pasroBapBaHe u 06pabdoTka (RID)

Crenanau pasnopenou 3a npesos - Hacumno Jlo6aBeno
cectosuue (RID)

TpancnoprHa kareropus (RID) JobaBeHo

Creuuanuu pasnopen6u 3a RID muctepuu (RID) | lo6aBeno

Konose Ha muctepuu 3a RID mncrepru (RID) Jlo6aBeHo
CreruarHu pa3nopeoy OTHOCHO IIPEHOCUMU JlobaBeHo
LICTEPHH U KOHTEHHEPH 32 HACHIIHU TOBApU

(RID)

MHcTpyKuuy 3a IPeHOCUMH LUCTEPHU U Jlo6aBeno

KoHTeitHepH 3a HacunHu ToBapu (RID)

Cwmecenn onakoBku (RID) JobaBeHo
Crerpanuu onakoBs4HH pasnopendu (RID) JobaBeHo
OmnakoBbunu HHCTPYKIMH (RID) Jlo6aBeHo
W3kirouenu konmuectra (RID) Jlo6aBeno
Orpannuenu konmudectsa (RID) Jlo6aBeno
Crenmanau pasznopendu (RID) JobaBeHo
OnakosbyHa rpyna (RID) JobaBeHo
Kracupukaunonen xox (RID) Jlo6aBeHo
3aMeHs BepcusTa OT JlobaBeHo
Jlara Ha pefakuusTa JobaBeHo
1.1 EO Ne JobaBeHo
1.1 CAS Ne Jlo6aBeHo
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Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
1.1 CuHOHNME IIpemaxnaro
1.2 Orpanudenus 3a ynorpeda IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/cMecTa IIpomeneno
1.2 OcHoOBHa KaTeropus Ha ynorpeba IIpemaxnaro
2.1 Hebnaronpusathu QU3NKOXUMUYHH €EKTH 1 ITpomeneno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHaTa cpena
2.1 Knacudukarus B cborBerctre ¢ Pernament (EO) | Ilpomeneno
Ne 1272/2008 [CLP]
22 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.2 Tuxrorpamu 3a onacuoct (CLP) IIpomeneno
2.2 Ipenopsku 3a 6e3onacHoct (CLP) IIpomeneno
2.3 Jpyra unpopmarys Jlo6aBeno
4.1 ITppBa nomouy - 00K MEpKU Jlo6aBeHno
4.1 IIppBa mOMOIL IPHU KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa nomo1 npu BAUIIBAHE IIpomeneno
4.1 II'ppBa noMoII pH MOTITBIAHE IIpomeneno
4.1 IIbpBa mOMOIIL TP KOHTAKT C OYUTE IIpomeneno
4.2 CuMnToMu/epeKTH Ciell MorIblaHe IIpemaxuaTo
4.2 CuMnToMu/eeKTH cirell KOHTAKT ¢ KoXKaTa IIpemaxunaro
4.2 CumMnromu/eexTd ciel BAUIIBaHE IIpemaxnaro
4.2 CumMnromu/edeKTu ciesy KOHTaKT C OYUTe IIpemaxHarto
43 Jlpyro MeIMIMHCKO CTAHOBUILE WIIK JICYEHHUE IIpemaxnarto
5.1 Henonxonsuy noxaporacuTenHu CpeiACTBa Jlo6aBeno
5.1 Toaxoasmu noxkaporacuTeHU CpeIcTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3NajilaHe B cilyyail Ha Jlo6aBeno
oxap
52 OmacHOCT OT IoXKap IIpemaxunarto
53 3amuTa npy raceHe Ha moxap JlobaBeHo
53 MucTpyxuuu 3a racene Ha moxapu IIpomeneno
6.1 3aluTHU cpeicTBa Jlo6aBeno
6.1 ABapuiiny njaaHoBe Jlo6aBeno
6.1 O0mu Mepku IIpomeneno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoJIHATa cpenia | Jlo6aBeHo
6.3 3a 3aabpiKaHe Jlo6aBeno
6.3 MeTtoau 3a mouncTBaHe IIpomeneno
6.4 ITo3oBaBaHe Ha apyru pasznen (8, 13) JlobaBeHo
7.1 JlONIBbITHUTEHY OLIACHOCTH 110 BpeMe Ha paborta IIpomeneno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
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Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
7.1 XUTrHeHHU MEPKH IIpomeneno
72 YcnoBus 3a cbXpaHsABaHE IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JobaBeHo
7.2 TeXHUYEeCKH MEPKH IIpemaxnaro
7.3 Crennduynn KpaitHu yrnotpebu IIpemaxunato
8.2 3amyrta Ha JUMXaTeIHUTE IITUIIA IIpomeneno
8.2 3amura Ha phIeTe IIpomeneno
8.2 3amura Ha OYUTe IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3aluTa Ha KoKaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo

9 Touka Ha ToneHe JobaBeHo

9 IBsar JlobaBeno

9 BroHIeH Bug IIpomeneno
9 Mupuc IIpemaxnarto
10.1 Peakimonna criocoOHOCT IIpemaxnarto
10.5 HecsBmecTuMu MaTepuanu ITpemaxunato
10.6 OnacHy NpOAYKTH Ha pa3lagaHe IIpemaxnaro
11.1 LD50 opanHo mibx JobaBeHo
11.1 ATE CLP (opainna) IIpomeneno
12.1 Exomnorus - 0010 IIpemaxnaro
13.1 IIpenopbku 3a 00e3BpeKAaHE HA IIpemaxnaro

MPOJIYKTa/OMaKOBKATa

13.1 Pernonanuu pasnopenou 3a OTHabIHTE IIpemaxunarto
14.1 OOH Ne (ADN) Jlob6aBeHo
14.2 Touno npeBo3HO HauMeHoBaHHe (ADN) JobaBeHo
14.3 Etukeru 3a onacuoct (RID) Jlo6aBeno
14.4 OnakoBbyHa rpymna (ADN) Jlo6aBeHo
14.6 Cnenuanuu pasnopenou (ADN) JlobaBeHo

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

Acute Tox. 3 (opanna)

Octpa Tokcu4HocT (opanHa), Kateropus 3

H301 ToKCHYEH NpH NOTITbILAHE.

H341 Ipenmosara ce, ye IPUYNHABA TEHETUYHHU Ie(HEKTH.

H360FD Moske 1a yBpeH OIUIOAUTENIHATA CIIOCOOHOCT. MojKe 1a yBpeIH IIoJa.

H370 TIpuunHsBa yBpeKaaHe Ha OpraHuTe (LIEHTpaJlHa HEPBHA CUCTEMa, XPAHOCMUJIATENIHA CUCTEMa) (OPAaJIHO).

H372 IMpruunsBa yBpexxaaHe Ha OpraHuTe (ChpAEYHO-CHI0BA CHCTEMa, YepeH Apod, Ob0peny, Koxka, IMyHHA CHCTEMa) IOCPEICTBOM
MIPOABIDKUTEIHA WIH IIOBTAPAIIA e eKCIO3UIHS (OPalHo).

Muta. 2 MyTareHHOCT 3a 3apOJUIIHU KiIeTkH, Kateropus 2
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[I'baen Texker Ha H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

Repr. 1B ToxcnunocT 3a penpoaykuusaTa, Kareropus 1B
STOTRE 1 Crernuduyaa TOKCHIHOCT 32 OIIpeJie]IeHH OpTraHy — II0BTapsIa ce excrosuius, Kareropus 1
STOT SE 1 Crernu¢udaaa TOKCHIHOCT 32 ONpeielIeHH OpTaHH — eJHOKpaTHa excrosuius, Kareropus 1

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
HajekKIHU. Bbopeku ToBa, HHpOpMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa3oupalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WIIH
MeToauTe 3a paboTa, ChbXpaHeHue, yrnoTpeba mik 00e3BpexkIaHe Ha MPOIYKTa Ca W3BBH HAIIHs KOHTPOJI X MOJKE [ja ca M3BBH HalllaTa KOMIIETEHTHOCT. [lopagu
Tasu U APYTU HPUYHHH, HUE HE TI0EMaMe OTTOBOPHOCT M M3PHYHO CE OTKAa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM Pa3XO/IH, IPOU3TUYALIY OT WIH CBbP3aHH
110 HSKaKbB HAYMH C pabOTaTa, ChXPAHCHHETO, yIoTpeOaTa Win 00e3BpexIaHeTo Ha mpoaykra. To3n MHdopmarmoneH anct 3a 6€301macHOCT € H3TOTBEH U TpsiOBa
J1a ce M3I0JI3Ba CaMo 3a TO3H MPOIYKT. AKO MPOIYKTHT CE U3MOJI3BA KATO ChCTABKA HA APYTH MPOLYKTH, HaJTNYHATAa HH(OPMALHs O1 MOTJIa /1a Ce OKaxKe
Henpmiokuma. Ta3u HHpopMarMst ce OCHOBABA HA HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA Ja ajic ONMCAHHE Ha MPOYKTa CaMo 3a LEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOIHATa cpera. [lopaau ToBa, T He TPsIOBa [a ce THIKyBa KaTO FapaHIMs 32 CBOHCTBATA HA MPOMYKTA.
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