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Jlata Ha u3naBane: 18/06/2025 Bepcus: 1.0

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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HanmeHoBaHue Ha BEIIECTBOTO : Flurbiprofen impurity A
XHUMUYECKO HAaMMEHOBAHUE : Biprofen

CAS Ne 1 6341-72-6

Kon na npoxykra : 202500467

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]

Ocrpa TokcnuHocT (opainHa), Kareropus 3 H301
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360

CrenndiyHa TOKCHYHOCT 3a ONPEJieNIeHN Oprany — oprapsimia ce  H372
excnozunus, Kareropus 1

OnacHo 3a BoJIHaTa cpejla — XPOHWYHA ONACHOCT, KaTeropus 2 H411

3a mbanus TekcT Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (I)I)BI/IKOXHMPIWHM eq)eKTPl H HeﬁJ’lal"Ol’lpl/lﬂTHl/l ed)eKTn 34 3IPaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Toxcuuen npu norrbiiane. TOKCHYEH 3a BOAHUTE OPTraHU3MH, C IbIroTpaeH edext. Moske a yBpean OIUIOANTENIHATA CIOCOOHOCT i mioaa. [Ipean3suksa
CepHO3HO apa3HeHe Ha ounte. [IpuunHsiBa yBpekaaHe Ha OPraHUTEe MIOCPEICTBOM IIPOIBIDKUATEIIHA HITH OBTAPSIIA CE SKCIIO3HIIHS.

2.2. EneMeHTH HA €THKETA

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

Sk ¥

GHS06 GHSO08 GHS09

IMTukrorpamu 3a omnacHoct (CLP)
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Flurbiprofen impurity A

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

Curnanna gyma (CLP) : OmacHo

Mpenynpexnenus 3a onacHoct (CLP) : H301 - ToxcuueH npu noriablLIaHe.
H319 - [Ipean3BuKBa ceprHo3HO Jpa3HEHE Ha OYHTE.
H360 - Moxe 1a yBpeu OIUIOIUTENIHATA CIIOCOOHOCT MIIH IUIOAA.
H372 - [lpuunHsiBa yBpeXaaHe Ha OPraHUTE (XPaHOCMUJIATENIHA CUCTEMA, ChPACYHO-CHI0BA
CHCTEMa, [IMKOYHA CHCTEMA) TOCPEACTBOM HPO/IBIDKUTEIHA WM MOBTAPSIA CC CKCIIO3HIHS.
H411 - TokcuueH 3a BOIHUTE OPTaHU3MH, C ABJITOTPACH EEKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPEIa3Hu MEpKH 32
6e30macHOCT.
P260 - He BaumBaiiTe mpax/myIiex/ra3/anM/u3napeHs/acpo30iu.
P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P270 - [la He ce e, mye WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P273 - Jla ce u36srBa n3ImycKkane B OKOJIHATA Cpeia.
P280 - U3non3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOIEKIO/PeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEAIa3HU CPEACTBA 32 3allUTa Ha CIyXa.
P301+P310 - ITPU ITOT'JIBLIAHE: HesabasHo ce ob6aznere 8 LIEHTBP I10 TOKCHUKOJIOT WS unu
Ha JIeKap.
P305+P351+P338 - [IP1 KOHTAKT C OUYMTE: npomuBaiiTe BHUMATEIHO € BOAA B IPOIbIKEHUE
Ha HAKOJKO MUHYTH. CBajeTe KOHTAKTHHTE JICIH, aKO MM TAKHBA U JOKOJIIKOTO TOBA € Bb3MOKHO.
Ipoabkere ¢ U3MIAKBAHETO.
P314 - Ilpu Hepa3monoKeHNe MOThPCeTe MEAUIIMHCKH ChBET/TOMOLI.
P321 - Cnenuanu3upano je4eHue (BXK. JOMBbIHUTEIHA HHCTPYKLUS 32 I'bPBa IOMOIIL HAa TO3H
€THUKET).
P330 - M3miakHere ycrara.
P337+P313 - Ilpu mpoABDKUTEHO ApasHeHe Ha ounte: [loTbpceTe MeJUIIMHCKU ChBET/TIOMOIL.
P391 - Copbepete pasnsiToro.
P405 - [la ce cbxpaHsiBa 1oJ KIroy.
P501 - CbabpixaHHETO/ChIBT J1a Ce U3XBBPJIH B ITYHKT 33 ChOMPaHe Ha OMACHU MU CIICHUATHI
OTHajbIH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/HJIN MEXLyHAapOIHU
pasnopenou.

Ertukerupane B choTBeTCTBHUE C: M3KIIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChAbPXKaHHETO He npeBuiiasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS06 GHS08
2.3. JIpyru onacHocTH

Jlpyra napopmarys : BHuMaHUe - BEIIECTBO, KOETO BCE OLIE HE € U3IUTAHO HAIIbIIHO.

PA3JEJI 3: ChcraB/mndopmanus 3a CbCTAaBKUTE

3.1. BemecTBa

HaumenoBanue HMnenTudguxarop Ha % Kiaacudukauus B CbOTBETCTBHE C
MPOAYKTA Pernament (EOQ) Ne 1272/2008 [CLP]
Biprofen CAS Ne: 6341-72-6 <100 Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg)

Eye Irrit. 2, H319

Repr. 1B, H360

STOT RE 1, H372
Aquatic Chronic 2, H411

3a meaHUA TekeT Ha H- 1 EUH-npenynpexaenusTa 3a onacHoCT: BX. paszen 16
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Flurbiprofen impurity A

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

ITspBa momou - 001 MEpKH : BbB BcHUKH Cllyyan Ha CbMHEHHUE, WM aKO CUMITOMUTE TIPOBIDKABAT, IOThPCETE MEANIIMHCKA
HOMOIII.

ITspBa oMol Ipy BAUIIBAHE : M3Benere nuieTo Ha YUCT BB3/yX U IO IIOCTABETE B MO3MINS, y/IleCcHsABaIla AuinaHeTo. [la ce octaBu
MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

ITbpBa oMol IPK KOHTAKT C KOXKaTta : Jla ce cBanmy 3aMbPCEHOTO OOJICKIIO U U3JIOKEHUSAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

ITbpBa oMo IPH KOHTAKT C OYUTE : MsnnakHete He3a0aBHO M CTAPATEIHO € BOAA, KAaTO JBP)KHTE KIEMAuUTe MIHPOKO OTBOPCHH (B

MPOJIbIDKEHKE Ha NIoHe 15 MuHyTH). CBajleTe KOHTAKTHUTE JICIHU, aKO HMa TAKMBA M JJOKOJIKOTO TOBA
€ Bb3MOXkHO. [Ipopbimkere ¢ usiuiakBanero. [loThpcere MeUIMHCKA IOMOIL, aKO OOJIKATa,
MHTaHETO WIIH 3a4EePBABAHETO MPOJIBIDKAT.

[TbpBa MOMOLL [IPH MOTITBIIAHE : Usnnaksere ycrara ¢ Bojia (caMo ako IOCTpaJalusT ¢ B Ch3HaHue). HUKora He jaBaiiTe HULIO TIpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere B IEHTHP I10 TOKCHUKOJIOT Ul/Ha
JeKap.

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

CI/IMHTOMI/I/GQ)CKTI/I CJIE] KOHTAKT C OUUTE : HpeZ[HSBI/[KBa CEPHO3HO APAa3sHEHE Ha OYHUTE. 3a'{€pBﬂBaHH${, Gouika.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeINIMHCKH TPUKHA U CNIELIMATHO JIeYeHHUe

Hsima Hanmaaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

PA3/IEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHI CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEICTBO. BBIiepoieH HOKCH.
Bogen crpeii. Cyx npax. Ozesiiio 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIsIiu moxaporacuTelIHA CpeCTBa : Jla He ce n3moN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIM CMECTa

OmnacHu MPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oXxap : HemwmrOTO TOpCHE 0013060>K,ua13a OITaCCH BBIJICPOJICH OKHC, BBIVICPOACH ABYOKHUC U IPYTU TOKCUIHU
razoBe. B3MOXKHO € OTAENSIHETO Ha TOKCHYHU U3IIapCHUS.

5.3. CbBeTH 32 O’KAPHUKApHUTE

WHCTpyKIHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce npennprema HaMmeca 0e3 MOAXOSIIO 3aUTHO 000pyIBaHE. ABTOHOMEH U W30JIMPAII]
amapar 3a JuxartesHa 3anmTa. [IbiHa 3amura Ha TSII0TO.

PA3JIEJI 6: Mepku npu aBpapHiiHO H3IIyCKAHe

6.1. JInyHH MpeANa3sHA MEPKH, PEINA3HH CPEICTBA U MPONEAYPH NPHU CHENIHA CJIYYan
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H JIPEXHTE.

3a nepcoHaJi, KOIWTO He O0TroBaps 3a CHElIHHU CJydYan

ABapuifHu TIIaHOBE : Jla ce oTCTpaHH HEHY>KHUS ITEPCOHAIL.

3a JIMIATAa, OTTOBOPHH 32 CIICIIHH CJIyYan

3aluTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 060py/ABaHe. 3a moBede HHopMarus,
BrokTe paszaen §: "KoHTpoin Ha ekcro3uimsITa/ MMYHM Mpe/na3Hu cpeactsa’.

6.2. l'[pezmasfm MEPKH 32 OlIa3BaHE HA OKOJIHATA cpeaa
I[a ce n3bsrsa HU3IIyCKaHE B OKOJIHATa cpeaa. HpCZlOTBpaTeTC HAaBJIM3aHETO B KaHAJIM3alUATa U B Oﬁ].LleCTBeHI/ITC BOOH.
6.3. MeToau u MaTepHaJid 32 OrpaHnvYaBaHe U MMOYUCTBaAHE

3a 3abpKaHC : Ilonwmiite ¢ HHEPTEH MaTCpHUaAJl U TIOCTABETE B ITOAXO AL KOHTeﬁHep 3a OGCSBPG)KZ[aHC Ha OTIaabIu.
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Flurbiprofen impurity A

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

MeTtoau 3a MOYUCTBAHE : Tlouncrere 3aMbpCeHNUTE TOBBPXHOCTH OOMIHO ¢ Bojia. [louncTBaHe ¢ MOMIITA HA IETEPTreHT.

6.4. Ilo3oBaBaHe HA APYTH pa3ien

Bwkre Pasnen 13 otHocHO HHpOpManus 32 00e3BpekIaHe Ha 0TI IbIUTE.

PA3JIEJI 7: PaGoTa u chbXxpaHeHHne

7.1. Ilpenna3uu MepkH 3a 6e30macHa padora

JIOITBIIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3narat GpeMEHHUTE KEHH HIIH KbPMAuKHTE.

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

XHUrueHHH MEPKU : Jla He ce sze, MUe WM IyIIX IpH yrnoTpeba Ha MpoaykTa. la He ce M3HACsA 3aMBPCEHO PabOTHO

00JICKIIO H3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKIIIOYBAHE HA pa60TaTa.

7.2. YciioBusi 3a 6e€301aCHO CbXpaHsABaHe, BKIKNYUTEJITHO HECbBMECTUMOCTH

VYcnosus 3a CbhXpaHsBaHE : I[a C€ CbXpaHsBa Ha I[OGpC IIPOBETPUBO MSCTO. CpabT 512 ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsIKa CJIbHYCBA CBETIIMHA.
OmakoBbYHU MaTepuain : lla C€ CbXpaHsABa B OPUTHHAIIHUTE KOHTeﬁHepH.

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

Hsima Hanmaaa JOITBJIHUTECITHA I/[H(i)OpMaI_II/ISI

PA3IEJI 8: KoHTpoJI Ha eKCIO3UIMSATA/IMYHH MPeANAa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOIIBJIHUTCIIHA an)opMaum

8.2. KoHTpo.1 Ha ekco3uIMATA

IMoaxoasi HH:KeHePeH KOHTPOI

Toaxoasiug HHKEHEPEH KOHTPOJI:
I[a Ce ocurypu z[oﬁpo IIPOBETPsIBAHE HA paGOTHOTO Mmsicto. OOMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlUA, TaKa U BEHTUJIALU Ha 001110TO
nomenienue. C Marepuaia TpﬂGBa Ja ce paGOTI/I noxn na6opaTopHa KaMHHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HA 0YMTE U JUIETO

3amuTa Ha ounTe:

Ja ce HocsT npeanasznHu ouna. [Ipeanasuu ounna cbe crpannyHa 3ammuta. (EN 166)
3ammuTa Ha Ko:KaTa

3amMTa HA KOXKATA H TSIOTO:
Jla ce HOocH moAXOAAMIO HpeanasHo obieko. JlabopatopHa ynorpeba : JlaboparopHa npecrmika. (EN 13034)

3amuTa Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PBKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJHATE IIBTHINA:
B ciyuyaii Ha 0Opa3yBaHe Ha Ipax Jja ce U3I0JI3Ba anapar 3a Auiane ¢ Guarsp: P3

3JAEJI 9: ®u3uyHu 1 XHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHYHH CBOICTBA

ArperatHo ChCTOSIHHE : TBBpIO BELUIECTBO
Bsar . He e HannuHO
BbHIeH BT . IIpax.
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Flurbiprofen impurity A

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

MonexynHa maca

Mupuc

I'panunara Ha mupuca

Touka Ha ToneHe

Touka Ha 3aMpb3BaHe

Touka Ha KuIIeHEe

3amanuMocT

JloiHa TpaHMIla Ha eKCIUIO3UBHOCT
T'opHa rpaHuIa Ha EKCIUIO3UBHOCT
IInamua Temneparypa
Temneparypa Ha camo3amnajiBaHe
Temneparypa Ha pasiaraHe

226.3 g/mol

He e nanuuno
He e nanuuno

= 145°C

He e nanuuno
He e nanuuno
He e nanuuno
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e npunoxumo
He e HannuHo

pH He e HanuuHo
pH pastBop He e nanuuno
Buckosurer, kunemaruueH He e npunoxunmo
PazrBopumoct : He e Hanmu4HO
Koedunuent na pasnpeneneuue: n-okranon/soga (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e Hanu4HO
Hansrane 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 Hanu4HO

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IHﬂ

PA3JIEJI 10: CTaGMIHOCT U PEAKTUBHOCT

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

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/[SI

Hsima HanmM4Ha TONBIHUTENHA HHDOpMAIHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma nanuvHa 1ONBIHUTENHA HHPOPMAIIUS

rH4Ha HHq)OpMaHHSI

Octpa TOKCHYHOCT (OpajHa)
OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCHYHOCT (BIMILIBAHE)

TOKCHYEH IPH MOTTBIIAHE.
He ce xnacudunupa (Jluncsar q1aHHu)
He ce xnacuduumpa (Jluncsar q1aHHu)
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Flurbiprofen impurity A

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

Biprofen (6341-72-6)

LD50 opanHo mrex > 50 — < 30 mg/kg (mporHo3Ha CTOHHOCT)
KoposzuBHoCT/ipa3HeHe Ha KoXkaTa : He ce xnacudunupa (Jluncsat nanxm)
Cepro3HO yBpesKaHe Ha OUHMTE/IpasHEeHEe Ha OUUTE : Ilpenu3BHKBa CEPHO3HO Apa3HEHE Ha OYHTE.
Cencubunuzanys Ha IUXaTeJIHUTE MbTUIIA ik Koxata : He ce kiacuduuupa (JIuncsar nanuu)
MyTareHHOCT Ha 3apOJIUIITHUTE KICTKN : He ce xnacudumupa (JIuncear nanHm)
Kanneporennoct : He ce kmacudumupa (Bb3 0cHOBa Ha HATMYHWUTE JAHHH, HE Ca M3IIBJIHCHH KPUTEPHHUTE 33
KIacu(pHIIpaHe)
TOKCHYHOCT 3a PEHIPOMYKIHATA : Moxe 1a yBpeau OIIOAUTEIHATA CIOCOOHOCT HIIH ILIOJA.
CTOO (crnenuuyHa TOKCHYHOCT 3a OIPEACTCHI . He ce xnacudunupa (Jluncear nanmHm)
OpraHu) — CIHOKPATHA CKCIIO3ULIUS
CTOO (cnenupuyHa TOKCHYHOCT 3a ONPECICHI : IlpnuuHsBa yBpexaaHe Ha OpraHuTe (XpaHOCMUIIATENIHA CHCTEMA, ChPJICYHO-ChJI0BA CHCTEMA,
OpraHu) — MOBTapsIIa Ce eKCIO3ULHs MHMKOYHA CHCTEMa) TIOCPEACTBOM MPOIBIKUTETHA WM TOBTAPSIIA CE eKCITO3UIIHS.
OmnacHOCT I BAUIIIBAaHE : He ce xnacu¢uupa (JIunceat nanam)

Hswma Hanmmyaa JOIIBJIHUTCITHA I/IH(i)OpMaI.II/ISI

PA3EJI 12: ExonornyHa uH(popmManus

OmnacHo 3a BOJHATa cpefa, KpaTkocpouHa (ocTpa) : He ce xacugunupa (Bb3 0CHOBa Ha HAJIMYHUTE JIAaHHH, HE Ca M3ITBJIIHEHU KPUTEPUUTE 32
KJIacuuypane)
OnacHo 3a BOJHATA Cpe/ia, ABIrOCPOUHA (XPOHHYHA) . ToKCHYEH 3a BOJHHUTE OPTaHU3MH, C IBIATOTPACH e(eKT.

Biprofen (6341-72-6)

EC50 - Pakoo6pasuu [1] >1—-<10 mg/l (48 gaca) (mporHo3Ha CTOHHOCT)

Biprofen (6341-72-6)

YCToiYMBOCT U pasrpaauMocT He ce pasrpaxna 66p30

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna 1onbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nONMbIHUTENHA HHDOpMATHS

PA3JIEJI 13: O6e3Bpe:kaane Ha OTHAXbLHTE

Hsma HanuvHa TOTBIHUTENHA HHPOPMAIIUS
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Flurbiprofen impurity A

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 14: Un¢dopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crorerctBue ¢ ADR / IMDG / IATA

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

14.2. TouHo HaUMeHOBaHUe Ha MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBPJIO BELLIECTBO,
OPI'TAHWUYHO, H.V K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanne Ha TPAHCHOPTHHTE JOKYMEHTH

UN 2811 TOKCUYHO TBBPJIO 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.Y K., 6.1, 111, (E), OITACHO 3A III, MARINE ENVIRONMENTALLY HAZARDOUS
OKOJIHATA CPEJA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Knac(oBe) Ha 0IACHOCT NMPH TPAHCIIOPTHPAaHe
6.1 6.1 6.1

£23

6

¥

£33

6

)

14.4. Onakopb4Ha rpyna

I

1II

I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OnacHo 3a oxonHara cpeza: [la

OnacHo 3a okosHara cpeza: [la
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxxap): F-A
EmS-Ne (Pa3nus): S-A

OnacHo 3a okosHara cpeza: [la

Hsma JOIIBJIHUTCITHA HAJTUYHA I/IH(l)OpMaI_II/ISI

14.6. Cnenuajiay npeana3sHu MepKH 32 NOTPe0uTeIuTe

CyxonmbTeH TPaHCIOPT

Knacudukaruonen kog (ADR) T2

Creruanau pasnopenou (ADR) 274,614
Orpannuenu konuuectsa (ADR) Skg
Wzkirouenu konmmyectBa (ADR) El

OnakoBbuHu uHCTpyKuuu (ADR) P002, IBCO8, LP02, ROO1
CrienpanHy onakoBb4HU paznopenou (ADR) B3

Cwmecenu onakoBku (ADR) MP10
WHcTpyKuuu 3a MPEeHOCUMH LIUCTEPHU U KOoHTelHepu 3a @ T1

Hacunuu ToBapu (ADR)

CrienpaiiHy pa3nopeidy OTHOCHO PEHOCHMH LIUCTEPHU TP33

U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR) SGAH, L4BH
Crienmaniu pasnopendu oTHocHO nucrepHu (ADR) : TU15, TE19
IIpeBo3HO CpencTBO 3a MPEBO3 B LIUCTEPHU AT
Tpancnoprua kareropus (ADR) 2

Crienmaniu pasnopendu 3a npeo3 - HacumnHo VCl1, VC2, AP7
cwrerosinune (ADR)

Crienpaiiu pasnopeadu 3a npeBo3 - TOBapeHe, CV13,CV28
pasroBapBane u o0padotka (ADR)

Crienpaiiiy pa3nopeadu 3a NpeBo3 — ONEePaTHBHU S9

uzucksanus (ADR)
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Flurbiprofen impurity A

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

Wnentuduxanuonen Homep 3a onacHoct (Kemnep No.) @ 60
OpanxeBu Tabenu

Koz 3a tynennu orpannuenus (ADR) : E

TpaucnopT no mope

Crenuanuau pasnopen6u (IMDG) 1 223,274

Orpannuenn xonudectsa (IMDG) : Skg

HUskmouenn xonudecrsa (IMDG) : El

OmnakoBbuny uHCTpyKIuH (IMDG) : P002

IBC onaxosbunu uacTpykuuu (IMDG) : IBCO8

IBC cnennannu pasnopendu (IMDG) : B3

Wnctpyxunu 3a nucrepuu ( IMDG) ¢ Tl

Creruanuu pasnopen6ou otaocHo nucrepad (IMDG) : TP33

Kareropust Ha ToBapene ( IMDG) A

CgoiictBa 1 Habmoaenus (IMDG) . Toxic if swallowed, by skin contact or by inhalation.

Bb3ayumien TpaHcnopt

PCA Uzknrouenu konuuecta (IATA) : El
PCA OrpaHuueHn KOJIMuecTBa MbTHUYECKH CaMOJIET U 1 Y645
kapro (IATA)

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

PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH camoneTr 1 : 670
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO ITBTHUYECKH : 100kg
camouiet u kapro (IATA)

Wucrpykuuu 3a onakoaHe camo kapro (IATA) 1677
MakcumanHo HeTHO KonmuecTBo camo kapro (IATA) : 200kg
Crenmanuu pasnopendu (IATA) 1 A3,AS
ERG xox (IATA) : 6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHapOHATA MOPCKA OPraHu3alust

He e npunoxxumo

PA3JIEJI 15: UHndopmanusi OTHOCHO HOPpMaTHBHATa ypenda

15.1. CiepvyHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATEICTBO OTHOCHO G€30NMaCHOCTTA, 3PABETO H OKOJIHATA
cpexa

Pernamentn Ha EC

REACH, Ilpuioxenue XVII (YcaoBus 3a orpannyaBaHe)

He ¢urypupa B IIpunoxenne XVII za REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BellleCTBATA 32 pa3peliaBane)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnncbk Ha BeliecTBaTa 3a pa3periaBaHe)

REACH, Cnucsbk ¢ kanauaart-seurecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BelllecTBa, KOMTO HapymaBat 030HoBus cjioii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOMTO HapyLaBat 030HoBusI cioii (Permament EO 1005/2009)

PersiameHT 32 M3esMsiTa ¢ ABOIiHA ynoTpeba (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 mait 2009 roauHa 3a BpBex/JaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA H3HOCA, TpaHchepa,
Opokepckarta AEHHOCT M TpaH3UTa Ha U3JEIHs U TEXHOIOTHH C JBOHHA yroTpeba.

PersiameHT 0THOCHO npekypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA ¢ IPEeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)
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Flurbiprofen impurity A

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

PersiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKoTH4YHM BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTsa (Perimament EO 273/2004 0THOCHO IPOM3BOICTBOTO H ITyCKaHETO
Ha ra3apa Ha ONpeJIeIeHH BEIIECTBA, U3I0JI3BaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHHU BEIIECTBA)

15.2. OneHka Ha 0€30IaCHOCT HA XUMHUYHOTO BEeIIECTBO MJIH CMeC

Hsima Hanmana JOIIBJIHUTCITHA HH(bOpMaI.IPI}I

PA3/IEJI 16: Ipyra undgopmanus

II'bnen Texer na H- u EUH-npegynpesxaennsiTa 3a oIacHOCT:

Acute Tox. 3 (opanHa) Octpa TokcuuHocT (opanHa), Kareropus 3

Aquatic Chronic 2 OnacHo 3a BOJJHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 2

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kateropus 2

H301 ToxcuyeH npu MOTTbLIaHe.

H319 IIpeansBukBa ceproO3HO Apa3HEHE HA OUUTE.

H360 Moske 1a yBpeay OIUIOUTENIHATA CIOCOOHOCT WITH TUIOJA.

H372 IpuuuHsBa yBpekaaHe Ha OpraHUTe (XpaHOCMUIATENIHA CHCTEMa, ChPAEYHO-ChA0BA CHCTEMa, MMKOYHA CHCTEMA) TOCPEICTBOM
MPOABIDKUTEIHA WIH IOBTAPAIIA €€ EKCIIO3UIIMS.

H411 TokcuueH 3a BOIHUTE OPraHU3MH, C IBITOTPacH e(eKT.

Repr. 1B ToxcnunocT 3a penpoxykuusaTa, Kareropus 1B

STOTRE 1 Creru$uyaa TOKCHYHOCT 32 OIpeJielIeHH OpTaHy — II0BTapsIa ce excro3uius, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpkaiia ce B To3u MH(OpMaIoHeH JIUCT 3a 6€30IIaCHOCT, € MOJy4eHa OT U3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeXKIHU. Berpeku ToBa, nHGOpMaIuATa ce IpeaocTaBs 6e3 HUKAKBa TapaHIys, H3pUYHA HIN 0Apa30upama ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHATA WIII
MeToauTe 3a paboTa, ChbXpaHeHHe, yIoTpeda Wik 00e3BpexkIaHe Ha IPOAYKTa ca H3BBH HAIIKS KOHTPOI U MOXKE J1a ca U3BBH Hamata komrneTeHTHocT. [Topanu
Ta3W U JPYTU OPHINHY, HEE He TI0eMaMe OTTOBOPHOCT M H3PHYHO € OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, IETH MM Pa3XOJH, IPOM3THYAINHN OT WIH CBBP3aHI
110 HAKAKBB HAUMH ¢ paboTaTa, CbXpaHEHUETO, yIoTpedaTa Wik 00e3BpexkKIaHeTO Ha IpoaykTa. To3u MHdopMannoneH ucT 3a 6e30IMacHOCT € U3TOTBEH U TPSIOBa
J1a ce U3I0I3BA CaMo 3a TO3H MPOIYKT. AKO IPOLYKTHT C€ U3IOI3BA KATO CHCTAaBKa HAa APYTH IPOLYKTH, HaMUIHATa HH(GOpMaNisI OH MOTJIa Ja ce OKake
HenpmiokuMa. Ta3n nadopMals ce 0OCHOBaBa Ha HAIIUTE TEKyIIH IIO3HAHN H ¢ IIpeAHa3HadeHa J1a 1a/¢ OMICaHIe Ha IPOLyKTa caMo 3a LEeIUTe Ha
3[paBeoIa3BaHeTo, 0e30IIaCHOCTTa H OKOIHATA cpera. [lopaau ToBa, TS He TPsIOBa Ja ce THIKYBa KaTO FapaHIIMs 32 CBOHCTBATA HA MPOMYKTA.
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