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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMmeHoBaHMe Ha BEIIECTBOTO : Ketoprofen
XHUMUYECKO HAaMMEHOBAHUE : Ketoprofen
Kon na npoxykra : 201600507

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

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 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]

Ocrtpa TokcnuHocT (opainHa), Kareropus 3 H301
Koposus/npa3nene Ha koxara, Kareropus 2 H315
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
Koxna cencnbmmmzanus, Kateropus 1 H317
ToxcuuHoCT 3a penpoaykuusra, Kareropus 2 H361
CreruuaHa TOKCHIHOCT 3 ONpeJIe]IeHH OPraHy — IIOBTapsIla ce ekcrnosuims,  H372

Kareropus 1
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

OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTCJICTBA.

2.2. EneMeHTH HA €THKETA

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

ok

IMTukrorpamu 3a onacHoct (CLP)

GHSO06 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H301 - TokcudeH npu MorIbINaHe.

H315 - IIpenu3BuKBa Ipa3HeHe Ha KOXKATa.
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Ketoprofen

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Ipenopbku 3a 6e3omacuoct (CLP)

H317 - Moxe /1a IpU4MHHM ajJepruyHa KOXKHa PeaKiys.

H319 - [Ipean3BuKBa CeprHO3HO Jpa3HEHE Ha OYMTE.

H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.

H372 - [lpuunHsBa yBpexaaHe Ha OPraHUTe (CTOMAIIHO-YPEBEH TPAKT, ChPJICYHO-ChJ0BA CHCTEMA)
[OCPECTBOM IPOIBIDKUTEIIHA MM OBTAPSIIIA CC eKCIIO3HIIUSL.

P201 - IIpeau ynotpeba ce cHabneTe ChC CIELHUAIHI HHCTPYKLIMH.

P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPeIa3Hid MEpKH 32
6e30macHOCT.

P260 - He BaumBaiite mpax/myIex/ras3/anM/u3napeHs/acpo30i.

P264 - Jla ce u3mue ppleTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel ynoTpeba.

P270 - [la He ce sae, Mue WK MyIIU Ipy ynoTpeda Ha MpoayKTa.

P272 - Jla He ce u3Hacs 3aMbPCCHO pabOTHO 00JIEKIO H3BBH PAOOTHOTO MOMEIICHHE.

P280 - U3non3Baiite npeAna3Hyu pbKaBULM/TPEANA3HO O0IEKI0/MPeAna3Hy OYrIa/Ipeana3Ha Macka
3a JIMIe/TIPEAa3HU CPEACTBA 3a 3aIlUTa Ha CIIyXa.

P301+P310 - ITPU ITOT'JIBIIAHE: HesabasHo ce ob6aznere 8 IEHTBP I10 TOKCUKOJIOT WS unu
Ha JIeKap.

P302+P352 - [IPU KOHTAKT C KOXATA: V3muiite 00uIHO € Boza.

P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO C BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHUTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabkere ¢ U3MIIAKBAHETO.

P314 - Ilpu Hepa3monoKeHNE MOTHPCETe MEAULIMHCKH ChBET/TOMOLI.

P321 - Cnenanu3upano je4eHue (BxK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).

P330 - M3mnakHere ycrara.

P332+P313 - Ilpu mosiBa Ha KOxKHO apasHene: [loTbpcere MEUIMHCKH CHBET/TIOMOIL.

P333+P313 - [Ipu nosiBa Ha KOXXHO JIpa3HEHe WK 0OpUB Ha KoxaTa: [loTbpcere MeTUIUMHCKU
CHBET/MOMOIII.

P337+P313 - Ilpu mpoAB/DKUTEIHO ApasHeHe Ha ounte: [loTbpcere MeUIIMHCKU CHBET/TIOMOLL.
P362+P364 - CBanere 3aMbpCEHOTO 0OJIEKIIO M TO M3IEpeTe MPeIH MOBTOPHA yIoTpeba.

P405 - Jla ce cbxpaHsiBa 10 KJIr04.

P501 - CbabpxaHHETO/ChIBT J1a CC U3XBBPJIH B ITYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATHI
OTHajbIIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/HJIN MEX/LyHapOIHU
pasnopenou.

ETI/IKCTI/IpaHC B CbOTBETCTBUE C: U3KIHOYCHHUS 32 BBTPCIIHN OIIAKOBKH, KOIaTO ChABPKAHUETO HE IPEBUIIIABA 10 ml

IMuxrorpamu 3a onacuoct (CLP)

2.3. JIpyru onacHoCcTH

Hsima HanuyHa AONMBIHUTEIHA P[H(i)OpMaI.II/IH

S

GHS06 GHS08

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HUpentuduxarop Ha % Kiaacudukanus B cbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Ketoprofen - <100 Acute Tox. 3 (opanna), H301 (ATE=62.4

mg/kg TerxecHo Terio)
Skin Irrit. 2, H315
Eye Irrit. 2, H319
Skin Sens. 1, H317
Repr. 2, H361

STOT RE 1, H372

3a meinnus Teker Ha H- 1 EUH-nipeaynpexaeHusTa 3a onacHoCT: BX. paszjen 16
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Ketoprofen

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

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa oMo

IIbpBa oMol npu BAMIIBaHE : Jla ce octaBu mocTpajanus Ha YMCT Bb3AyX. OCUrypeTe CBEX Bb3yX Ha 3aCEIHATOTO JIMLIE.

IIbpBa oMol NP KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHM MaKCHMMAIHO upe3 U30bpcBaHe (C YMCTa M MeKa IolBalla kepna). Jla ce usmue
OOMITHO C BOJIA B KOSATO € NIPUOABEH AETEPreHT.

IIppBa nmomoI P KOHTAKT C OYUTE : Msmiaksere ¢ BoJa, KaTo ABPKUTE OUUTE IITIUPOKO OTBOPEHH.

IIbpBa oMol Npy NOrIbIIAHE : Wsmnakuere ycrata. HesabaBno ce o6anere B LIEHTHP I10 TOKCHUKOJIOT U Sl/Ha nekap.
CrienpiatHo Jiekapcko HaOmoeHne. Moxe fa ObJie MPEHopbYaHO MPOIBIDKHTEIHO MEIHIIMHCKO
HabIIoIeHHE.

Cumnromu/edextn : Bb3MoxHH ca 3aKbCHENH eheKTH.

Cumnromu/e)eKTH Clie] BAUIIBaHE . Hemocrarpunu nanuu.

Cumrntomu/e(heKTH CIIe KOHTAKT ¢ KoXara . Hemocrarpunu naHuu.

CumrntoMu/e(heKTH ClIel KOHTAKT C 04NTe . Hemocrarpunu nanuu.

CumMnromu/edexT ciell MorIbiaHe : CumMnromuTe MoraT na ObaaT 3aMaiiBaHUs, II1aBOOOJINE, rajieHe U 3ary0a Ha KOOpAWHALUSL.

Honpce're MEUIIMHCKH CHBET/TIOMOIIL. HpI/I BB3MOKHOCT [J1a C€ ITOKaXXE€ HACTOAIIHU JIUCT, a aKO HE € Ha PA3II0JIOKEHHUE, /1a CE IIOKaXe OITaKOBKaTa WJIA €TUKETA.

AxrtuBarop. PapmareBTHIEH MPOIYKT.

PA3IEJI S: IIpoTHBONOXKAPHU MEPKH

IToaxonsmm TI0)KapOTaCUTECIIHA CPEIACTBA : Opesiyio 3a 3aracsiHe Ha OT'BHSI.

OnacHoCT OT moXkap : Bwx maparpad 2.2.

I/IHC’I‘pyKLII/IPI 3a racCHE Ha MOXKapu N I[a C€ U3MI0JI3BAaT CPEACTBA, MOAXOAAIIHN 32 FAaCCHE Ha IMOXKapu B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U

OO0y MepKu : Jla ce u30srBa mpeKust KOHTAKT ¢ Mpoaykrta. He BaumBaiite
npax/myIeK/ra3/anM/u3napeHus/aepo30im.

6.1.1. 3a nepcoHaJ1, KOITO He OTrOBapsl 32 CIIELIHHU CJIy4Yan

ABapuilHU TIIAHOBE : Jla ce HOCH ITOJXO/ISIIO MPEANa3HO 00IEKII0, PHKABULM U 3aIUTHI CPE/ICTBA 32 OYUTE MM JIHLETO.

6.1.2. 3a auuaTa, OTTOBOPHH 32 CHEIHHU CJIy4Yau

Hsima HaymMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa OMIBJIHUTEIHA HH(l)OpMaLIPIﬂ
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Ketoprofen

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

Mertoau 32 HOYHCTBAHE N Y662[6Te C€, 4€ OTIIaaAbLMUTE Ca c1>6paHn M CC CbXpaHABAT HA CUTYPHO MACTO. TTouuncrere
CTapaTeiHo. I[a CC U3MHUC HeC’BGI/IpaeM]/Iﬂ OCTaThK C : PaBTBOp OT HAaTPUEB XUIIOXTIOPHUT.

Hsima HanmMuHa OMIBJIHUTEIHA PlH(l)OpMaI.IHﬂ

PA3JIEJI 7: PaGoTa u cbXpaHeHue

JIOITBJIHUTEIIHI ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebGureis 1a ce 00bpHEe BHUMaHHE 32 PUCKOBETE, CBEHTYAIIHO CBBP3aHHU C U3IMOJI3BAHETO HA
MIPOJIYKTA 3a JAPYTH LIEIIH, PA3JIMYHHU OT TE3H, 38 KOUTO € IIPeIHA3HAYCH.

Tlpennasuu mepku 3a Ge3onacHa padbora : C marepuaia TpsioBa 1a ce paboTu BHUMAaTeHO. [la ce n30srBa npekust KOHTaKT ¢ npoaykra. C
Marepraia TpsAbBa Ja ce paboTH MoJ JabopaTopHa KaMHHa, JTOKOJIKOTO TOBa € Bb3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C H3MCKBAHMATA Ha J00paTa MPOMHUIIICHA XUTHEHA U IPOLIEypUTE 3a
6e30MacHOCT.

TexHU4ecKH MEPKH : Jla ce cria3BaT HPHIIOKHUMHUTE Pa3OpeOn.
YcnoBus 3a CbXpaHsBaHe : Jla ce cpXpaHsBa IOJ KJII0Y.

Bmx maparpad 1.

PA3J/IEJI 8: KoHTpPOJI HA eKCIO3MIIUATA/JINYHYU NPEINa3ZHU CpeacTBa

8.1.1 Hauumonaanu TPAaHUYHH CTOIHOCTH HA npoq)ecum-lam-la EeKCIO3UINS U OMOJIOTHYHH TpaHUYIHH CTOMHOCTH

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

8.1.2. IIpenopb4uTEeTHH NPOLEAYPH 32 HAOII0IeHUE

Hsima Hann4asa nonsaHuTeNHA HHGOPMALHS

8.1.3. 3ambpcuTeH HA Bb31yXa, 00pa3yBaHH 110 BpeMe Ha IpeJNUCAHATA YIIOTpeda
Hsma nanmana gonmbsiHATENHA HHOPMAIHS

8.1.4. DNEL u PNEC

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIUS

8.1.5. Peryimpane upe3 o6xBaru (control banding)

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

8.2.1. Tloaxoasii MH:KEHEPEeH KOHTPOJI

Toaxoasiuy MH:KEHEPEH KOHTPOJI:
Jla ce cpxpaHsiBa B 100pe IMPOBETPUBO MoMeleHue. Jla ce n3non3yBa eMHCTBEHO B CMyKaTellHa KaOuHa ¢ HHTerpupad GuiaTep. BucokoedekTusen Gpuirbp 3a
gactunu (HEPA ¢untep).

8.2.2. JInunHu npeanasHu cpeIcTBa
8.2.2.1. 3amuTa HA OYHTE U JTHIETO

3ammuTa Ha ouMTE:
IIpennasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKATA

3amuTa Ha KOXKATa H TAJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOIYKMBO 3amuTHO obnekito. DIN EN 13034
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Ketoprofen

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

3amuTa Ha phUeTe:
XUMHYeCKH YCTONYHBY Npena3Hy pbkasumu. ISO 374-1

8.2.2.3. 3amuTa Ha AUXATEJTHUTE MbTHINA

3ammuTa Ha JUXaTeTHHTE MbTHINA:
OrtaensHe Ha mpax: IpoTuBonpaxosa Macka ¢ Gpuitsp P3. DIN EN 140 & 149. Tedyen npoxykT : AnTHaepo3onHa Macka. Hocere auxarerneH amapar, ako cTe
U3JI0)KEHU Ha IapH/IIpaxoBe/aepo30iIn

8.2.2.4. TepMHYHH OTIACHOCTH

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

8.2.3. KoHTpOoJI Ha eKCIO3HIUATA HA OKOJHATA cpeaa

Hsma HanuyHa 10MbIHUTENTHA HHOPMALUS

PA3IEJI 9: ®u3nynu 1 XMMMYHHM CBOHCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (PM3HYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE : TBBpIO BeLECTBO
st . He e HannuHO
BbHIeH BUI . IIpax.

Mupuc : He e npunoxxumo.
I'panunara Ha Mupuca : He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe : He e HannuHo
Touka Ha KuIIeHe : He e Hanuuno
3ananuMocT : He e Hanuuno
I'paHuuyM Ha EKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT . He e npunoxumo
T'opHa rpanuLa Ha €KCIIIO3UBHOCT : He e npunoxumo
[Inamua remneparypa . He e npunoxumo
Temneparypa Ha camo3anajiBaHe . He e npunoxumo
Temneparypa Ha pasiaraHe : He e namuno
pH : He e Hanuuno
pH pasrBop : He e Hannuno
Bucko3uTer, KHHEMaTHYCH : He e npunoxumo
PastBOpuMOCT : Boma: <0.1 g/l
KoedurmenT Ha pasnpenesnenue: n-okranoi/soga (Log  : He e HamuuHO
Kow)

Hansraune Ha napure : He e Hanuuno
Hansrane na napute npu 50°C : He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTEIIHA IITBTHOCT : He e Hammuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTuIHTE : He e Hanuuno
9.2. Ipyra ungopmanus

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KjIacoBeTe Ha GU3UYHA ONIACHOCT

Hsma HannyHa nombIHUTENTHA HHOPMALUS

9.2.2. JIpyru XapaKTepuCTHKH 32 6€30MacHOCT

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

T U PEAKTUBHOCT

10.1. PeakniuoHHA CIIOCOOHOCT

CrabuiieH nmpy HOPMAJTHU YCIIOBHS.
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Ketoprofen

NupopmarmoneH 1ucT 3a 6e30macHoCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsma npu HopmaiHa ynorpe6a. Brokre Paspmen 7.

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTAEJISA OIIaCHU U3IIapCHUs.

PA3JIEJI 11: Toxcukosioruuna nHgpopmanus

OcTpa TOKCHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMIIBAHE)
JombaautenHa nHGOpMAIHs

TokcHYeH NpH MOTNTBIIAHE.

He ce xnacudunupa (Jluncsar nanam)

He ce xnacu¢unupa (Jluncsat nanxm)

OmnpenensHe 4pe3 eKCIIEPTHO MHEHHE U [0 CHJIAaTa Ha JOKA3aTeNICTBA

Ketoprofen

LD50 opanHo mrex

62.4 mg/kg (RTECS Ne UE7570000)

Kopo3uBHOCT/Ipa3HeHe Ha Koxarta

CepHoO3HO yBpeXkJaHe HA OYHTE/APa3HEHE HA OYHUTE
CeHCHOMIM3alIKs HA AMXATEIHATE IBTUILA HITH KOXKaTa
MyTareHHOCT Ha 3apOJUIIHUTE KIETKA

Kanneporennocr

TOKCHYHOCT 3a PenpOAyKLHUATA

CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICIeHU
OpraHu) — €JHOKPATHA EKCTIO3UIIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICICHU
OpraHu) — IOBTapsIIa Ce eKCIO3ULIHS

OmnacHoct Ipyu BAUIIBAHE

IIpenn3BukBa apa3sHeHe Ha KOXKaTa.

[penu3BUKBa CEPHO3HO Ipa3HEHE HA OYHTE.

Mose J1a IPUYKMHHM AJIePIUYHA KOKHA PEaKIIus.

He ce xnacudunmpa (Jluncsar naHam)

He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHUTE JAHHU HE Ca U3IIBIHEHN KPUTEPUHTE 3a
KIacu(pHIIpaHe)

IIpenmnonara ce, e yBpesk/a OILIOAUTEIHATA CIOCOOHOCT HIIU ILIOAA.

He ce knacuduuupa (Jlunceat ganHm)

TIpuumnnsBa yBpexaaHe Ha OPraHUTE (CTOMAITHO-YPEBEH TPAKT, ChPJEYHO-ChI0BA CUCTEMA)
HOCPEICTBOM NPOBIDKUTEITHA HIIM MOBTAPSIIA CE CKCIIO3HIINSL.

He ce KJ'IaCI/[(i)I/IHHpa (TeXHI/I‘-IeCKa HEBB3MOXKHOCT 3a I10JIyJaBaHE Ha HaHHI/I)

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

PA3JIEJI 12: Exonoruyna ungopmanus

Exomorust - 061110

OmacHo 3a BogHATa cpesia, KpaTKOCPOUHa (0CTpa)
OmacHo 3a BogHATa cpefia, JBITOCPOUYHa (XPOHHYHA)

Omnacuu otnagsiy. Jla ce H3M0MI3yBaT MOAXOASIIH KOHTCHHEPH 3a OTIAAHHUTE IPOTYKTH.
He ce xnacudunupa (Jluncat nanHm)
He ce xnacu¢unupa (JIlunceat nanxm)

Hsma HanuvHA TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS
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Ketoprofen

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.IPIﬂ

PA3JIEJI 13: O06e3Bpe:xaaHe Ha OTHHAIbUUTE

Pernonanuu pasmnopendu 3a OTmaabLUuTe : Jla ce U3XBBPIH O Ge30MaceH HAYHH B CbOTBETCTBHE C MECTHHTE / HALIMOHAIIHH PA3MOPenOH.

TIpenopwkw 3a o6e3BpekaanHe Ha MPoAyKTa/onakoBkarta : Jla He ce M3XBBPIAT OTHAABIMTE B KaHANM3auATa. VI3XBBbpIeTe To31 MaTepHal U HETOBHS
KOHTEHHEp B IIEHTH 3a CHOMPaHe Ha OMACHH U CICIUATHN OTIabIIH.

PA3EJI 14: Uadopmanus OTHOCHO TPAHCIIOPTHPAHETO

B cwotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cimcbka Ha OOH niu upeHTHGUKALHOHEH HOMeEP

UN 2811 UN 2811 UN 2811

14.2. Touno HaMMeHOBaHHe HAa MPAaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBHPJIO TOXIC SOLID, ORGANIC, Toxic solid, organic, n.o.s.
BEIIECTBO, N.O.S.
OPI'AHMYHO, H.V K.

Onucanne Ha TPAHCHOPTHUTE NIOKYMEHTH

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

TBBPIO BEILIECTBO, ORGANIC, N.O.S., 6.1, 11T

OPI'AHMYHO, HY K., 6.1,
111, (E)

14.3. Knac(oBe) Ha 0NAaCHOCT MPH TPAHCHIOPTHPaHe

6.1 6.1 6.1
6 6
14.4. OnakoBb4Ha rpyna
1T 1T 1T
14.5. OnacHocTH 32 OKOJIHATA cpeaa
OmacHo 3a OKOJIHaTa cpena: OmacHo 3a OKOJIHaTa cpena: OrmacHo 3a OKOJIHaTa cpena: He
He He

Mopcku 3ambpeuten: He

Hsima nombiHHTENIHA HANTUYHA HHq)OpMaHHﬂ
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I/IH(I)OpMaL[I/IOHeH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

14.6. CnenaJiHy NpeANa3sHA MEPKH 3a NOTpeduTeIuTe

CyxonbTeH TPAHCIIOPT

Knacudukaruonen kog (ADR) T2
Creranau pasnopendu (ADR) 1 274,614
Orpannuenu xonudectsa (ADR) . Skg
W3kirouenu kommuectBa (ADR) : El
OnakoBbuHHU HHCTpYKIuK (ADR) : P002, IBCOS, LP02, ROO1
CrienmaiHy onakoBb4HU pasznopenou (ADR) : B3
Cwmecenu onakoBku (ADR) : MP10
WHcTpyKuuu 3a MPEeHOCHMH LIUCTEPHU U KOHTelHepu 3a @ T1
HacunHu ToBapu (ADR)
CrienmaiHy pa3nopendy OTHOCHO MPEHOCHMHU muctepan  : TP33
U KOHTeitHepH 3a HacumHu ToBapu (ADR)
Konose 3a nucrepan (ADR) : SGAH, L4BH
Crienmaniu pasnopendu oTHocHO nuctepHu (ADR) : TU15, TE19
IIpeBo3HO cpeacTBO 3a MPEBO3 B LIUCTEPHU AT
Tpancnoprha kareropus (ADR) : 2
Crienmaniu pasnopendu 3a npeBo3 - HacumHo : VCI, VC2, AP7
cwrcrosiaue (ADR)
Crienpaniu pa3nopendu 3a npeBo3 - TOBapeHe, : CVI13,CV28
pasroBapBane u o0padotka (ADR)
CrienpaiiHy pa3nopendu 3a NpeBo3 — ONEePaTHBHU : S9
nzucksanus (ADR)
Wnentudukanuonen Homep 3a onacHocT (Kemnep No.) @ 60
OpamxeBu Tabenu :

60

2811

Kon 3a TyHennu orpanndenus (ADR) : E

TpaHcnopT no mope

Crienmainiu pasnopenou (IMDG) 1 223,274
Orparnuenu xonmdectsa (IMDG) : Skg
Uskimouenu xonmdectsa (IMDG) . El
OmnaxoBbuny uHCTpyKImH (IMDG) : P002
IBC onakosbunu naCTpyKIuu (IMDG) : IBCO8
IBC cnenmanau pasnopenou (IMDG) : B3
Wuctpyxnnu 3a nucrepru ( IMDG) ¢ Tl
Crienmaiiu pasrnopendu oTHocHo uucrepuu (IMDG) . TP33
EmS-Ne (TToxap) : F-A
EmS-Ne (Pa3nuB) : S-A
Kareropust Ha ToBapene ( IMDG) DA
CgoiictBa 1 HaOmoeHus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3aymien Tpancnopt

PCA Uzkmouenu konudectsa (IATA) . El
PCA OrpaHuueHu KoJImuecTBa MbTHUYECKH CaMOJIET U 1 Y645
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 3a OTPaHUYEHO . 10kg
KOJIMYECTBO IIbTHUYECKU camoneT U kapro (IATA)

PCA MHcTpyKiuy 3a ortakoBaHe MbTHUUECKH camonieTu : 670
kapro (IATA)

PCA MakcumasaHO HETHO KOJIMYECTBO ITbTHUYECKH : 100kg
camouter u kapro (IATA)

WHcrpyknun 3a onakoate camo kapro (IATA) 1677
MaxkcHuMatHO HeTHO Koin4ecTBo camo kapro (IATA) : 200kg
Cneruanuu pasnopenou (IATA) 1 A3, AS
ERG xon (IATA) : 6L

14.7. Mopcku TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXK/IyHapo/iHATa MOPCKA OPraHU3alus

He e npunoxumo
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (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

15.1.1. Pernamentn na 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 [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO ChIVIacHe)

Henpunoxumo.

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

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cjoii (EC 1005/2009)

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

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

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha nma3apa u ynorpebara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PeriameHT 0THOCHO MpeKypCOpHTe HA HApKOTHYHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MO0I3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICUXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA HH(I)OpMaLIPI}I

15.2. OneHka Ha 0€30MACHOCT HA XUMUYHOTO BEIIECTBO MJIH CMeC

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 16: Ipyra undgopmanus

HWNupnkanus 3a NMPOMEHHU

Paznen IIpomeHeH eneMeHT Ipomsina Komenrapn
IMprunHa 3a nurca Ha KIIacH(pUKaIms Jlo6aBeHO
3amMeHs BepcusiTa OT Jo6aBeno
Jlata Ha pemakuusTa JlobaBeHo

2.1 Knacudukamus B cborBercTBre ¢ Pernament (EO) | [IpomeneHo

Ne 1272/2008 [CLP]

2.2 Ipenopsku 3a 6e3omacuoct (CLP) IIpomeneHo
2.2 Curnanna gyma (CLP) IIpomeneHo
2.2 ITukrorpamu 3a onacHoct (CLP) IIpomeneHo
2.2 TIpenynpexnaenus 3a onacHoct (CLP) IIpomeneno
4.1 IIbpBa nomo1 npu BAUIIBAHE JlobaBeHo

4.1 II'ppBa noMoIIl IpK MOTITBILAHE JlobGaBeHo

4.1 IIppBa mOMOIIL TP KOHTAKT € KOXKaTa IIpomeneHo
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NupopmarmoneH 1ucT 3a 6e30macHoCT

B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT IIpomsina Komenrapn
4.1 IIbpBa noMoIL IPU KOHTAKT C O4UTE IIpomeneHo
4.2 Cumnromu/edextu JlobaBeHo
4.2 Cumnromu/eheKTy ciel] MorabliaHe JlobaBeHo
4.2 Cumnromu/eeKTd ciiey KOHTAKT C OYUTE JloGaseHo
4.2 CumnToMu/eexTy ciell BAUIIBaHE Jlo6aBeHo
4.2 Cumrniromu/eheKTH clies KOHTAKT ¢ KoXkKarta Jlo6aBeHO
43 Jpyro MEIMIMHCKO CTAHOBHIIIE WX JICUEHUE Jo6aBeno
6.1 O0mu Mepku JlobaBeHo
6.1 ABapuiiHu 1m1aHOBE IIpomeneno
6.3 MeTou 3a moyncTBaHe JloGaBeHo
7.1 JIOI'bIIHUTENHY ONIACHOCTH 110 BPEME Ha Jlo6aBeHo
obpaboTka
7.1 Ipenmasan Mepku 3a Ge3omacHa paboTa JlobaBeHo
7.1 XUTHEeHHH MEPKH JlobaBeHo
7.2 TeXHUYEeCKH MEPKH Jo6aBeno
7.2 YcnoBus 3a chXpaHsIBaHe Jlo6aBeno
8.2 3alura Ha JUXaTeIHUTE IIbTUIIA JloGaBeno
8.2 3aluTa Ha OYUTE Jlo6aBeHo
8.2 3amyra Ha phIeTe ITpomeneHo
8.2 Iloaxoasi nHKEHEPEH KOHTPOII IIpomeneHo
8.2 3amura Ha KO’KaTa U TSUIOTO IIpomeneHo
9.1 Mupuc Jlo6aBeno
9.1 PasrBopumocT BbB Boaa JlobaBeHo
11.1 IMprunHa 3a nurica Ha KIIacH(puKaIms Jlo6aBeHO
11.1 TIpuunna 3a naumnca Ha Kiacu(UKAIUs IIpomeneno
11.1 ATE CLP (opanna) IIpomeneHo
11.1 LDS50 opanHo maex IIpomeneno
12.1 Exomnorus - o010 IIpomeneHo
13.1 Ipenopbku 3a 00e3BpexkIaHE HA JlobaBeHo
MPOJIYKTa/OITaKOBKATa
13.1 Pernonanuu pasnopenou 3a OTHaIbIHUTE JlobaBeHo

IIbaen Teker Ha H- 1 EUH-npenynpe:xieHnsTa 3a 0NacHOCT:

Acute Tox. 3 (opanHa)

Octpa Tokcu4HocT (opanHa), Kareropus 3

Eye Irrit. 2 Cepro3HO yBpexaaHe/apa3HeHe Ha ounte, Kareropust 2
H301 ToKCHYEH NpH MOTITbILAHE.

H315 IIpenu3BukBa pa3HeHe HA KOXKaTa.

H317 Mosxe 1a IPUYMHH aJepruyHa KOXKHA PeaKIys.

H319 TIpean3BuKBa CEpHO3HO Apa3HEHE HA OUYUTE.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B chorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernamenr (EC) 2020/878

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0lacHOCT:

H361 Ipenmoiara ce, 4e yBpex/1a OIUIOAUTEIHATA CIIOCOOHOCT I TUIOZA.

H372 IMpruunsBa yBpexxaaHe Ha OpraHUTE MIOCPEICTBOM IIPOJBIDKUTEINIHA WM OBTaPSIIIa C€ eKCIIO3HIIHS.
Repr. 2 Tokcuuanoct 3a penpoxykmusra, Kareropus 2

Skin Irrit. 2 Koposust/mpasuene Ha koxara, Kareropus 2

Skin Sens. 1 Koxna cencubmmmzanust, Kateropus 1

STOTRE 1 Creruduyaa TOKCHYHOCT 32 ONpeJIe]IeHH OpraHy — IoBTapsa ce ekcrosuims, Kareropus 1

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. Bbrpexu ToBa, mHpopManusTa ce npefocTasst 0e3 HUKaKBa rapaHLys, H3pUYHA WIK HOoApa30upalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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