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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 : Cabazitaxel impurity FP-A

XHUMHYECKO HANMEHOBAHHUE : 4-(acetyloxy)-1,13alpha-dihydroxy-7beta, 1 Obeta-dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-
yl benzoate

CAS Ne 1 183133-94-0

Kon Ha npoxykra : 202300167

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, KOMTO He ce MPenopbYBaT

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
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T +33(0)388412035, F +33(0)388412771
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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 4 H302
Ocrtpa TokcnuHOCT (nepmaiHa), Kareropus 3 H311
Kopo3sus/npa3nene Ha koxara, Kareropus 2 H315
MyTareHHOCT 3a 3apOAMINHY Ki1eTku, Kareropus 2 H341
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360

TOKCHYHOCT 3a penpoyKIMsATa, JOMBIHNTENHA KaTeropus, epektn  H362

BBPXY WM UpE3 JIAKTAIUATA

CrrenndiyHa TOKCHYHOCT 3a ONPEJIeNIeHN OpraHy — moprapsima ce  H372

excnoszunus, Kareropus 1

OmacHo 3a BOJHATa cpesia — 0CTpa OLaCHOCT, KaTeropus 1 H400

OrmacHo 3a BOIHATa cpesia — XpOHHYHA OIIACHOCT, KaTeropus 1 H410 (M=10)
3a meaHEA TekeT Ha H- 1 EUH-npenynpexaenusTa 3a omacHoCT: BX. paszen 16

HeﬁnaronpuﬂTHn q)l/l3l/ll(0XPlMPl‘lHl/l eq)eKTPl u HeﬁJ’laFOl’lpl/lﬂTHl/l e(])elcTn 34 3APaBE€TO HA YOBE€KA U OKOJIHATA Cpeaa

Bpenen npu norasiane. TOKCHYEH IPH KOHTAKT ¢ KoxkaTa. CHIIHO TOKCHYEH 3a BOJIHHUTE OPraHU3MH, ¢ AbiarotpacH epekt. [Ipeamnomnara ce, ye mpuynuHABa
reHeTH4HH geekTn. Moxke [a yBpeau OIUIOAUTENHATa CIOCOOHOCT MK T1oja. Moxe fa Obe BpeeH 3a KbpMadeTa. [Ipeu3BrkBa JpasHeHe Ha KOXKara.
IMpuyrHsBa yBpekiaHe Ha OpPraHUTE MOCPEICTBOM MPOIbIKUTEIHA UK IOBTAPSIIA CE eKCIIO3HIIHS.
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Cabazitaxel impurity FP-A

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

2.2. EleMeHTH HAa €THKETAa

ETnkerupane B cborBercTBHE ¢ Periament (EO) Ne 1272/2008 [CLP]

S ¥

IMTukrorpamu 3a onacHoct (CLP)

GHS06 GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H302 - Bpeznen npu noriabliase.

H311 - TokcHuYeH NpH KOHTAKT C KOXKaTa.
H315 - IIpean3BukBa Apa3HEeHE Ha KOXKaTa.
H341 - IIpennonara ce, 4e IPHINHSABA TeHETUIHN JS(EKTH.
H360 - Moxe 1a yBpeIu OIUIOJUTENIHATA CIIOCOOHOCT MIIH TUIOJA.
H362 - Moxxe na Obzie BpesieH 3a KbpMadeTa.
H372 - IIpuunHsBa yBpexkIaHe Ha OPraHuTe (YepeH Apo0) MOCPEICTBOM IIPOIBIDKUTEIHA UITH
TIOBTapSIIIa Ce eKCIIO3UIHS.
H410 - CuiiHO TOKCHYEH 3a BOIHUTE OPraHU3MH, C IBITOTPAcH e(EeKT.

IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - IIpenun ynotpeba ce cHabAeTe ChC CHEIMATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaiy BCHUKH MPeANa3HH MEPKH 3a
0e3omacHoCT.
P260 - He aumBaiiTe mpax/ImyIex/ras/AuM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rBa KOHTAKT II0 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce m3mue pbIeTe 10 TaKTUTE U IHIETO CTapaTelHo CIel yIoTpeoa.
P270 - [la He ce sine, Mxe WK U OpH YHOTpeOa Ha IPOIYKTa.
P273 - Jla ce n30srea u3nyckaHe B OKOJIHATa Cpeaa.
P280 - M3non3BaiiTe npennasHu pbKaBULU/TIPENa3HO 00ICKIO/MPena3Hu OYrIa/Ipena3Ha Macka
3a JHIe/IpeAna3Hy CPEeCTBA 3a 3aIIUTa Ha CIyXa.
P301+P312 - ITPU ITOI'JTBIIAHE: ITpu nepasznonoxenue ce obagere 8 LIEHTHP I1O
TOKCHUKOJIOI'S unu Ha nexap.
P302+P352 - ITPU KOHTAKT C KOXXATA: U3muiite 00MIHO ¢ BOAA.
P308+P313 - [IPU siBHa uim npeamonaraema excrno3uuus: [IoTepceTe MEANIIMHCKY CHBET/IOMOIIL.
P312 - Ilpu Hepasnonoxenue ce obanere B LIEHTHP 10 TOKCUKOJIOI'US nnu Ha nekap.
P321 - CnennanusupaHo ge4eHue (BXK. JOIIbIHUTEIHA HHCTPYKIHS 32 IbPBa IIOMOII HA TO3H
€THKET).
P330 - UsmnakHere ycrara.
P332+P313 - [Ipu mosiBa Ha KOXXHO Jpa3HeHe: [loTbpceTe MeANIIMHCKH ChBET/TIOMOIIL.
P361+P364 - He3abaBHO cBajeTe ISUIOTO 3aMbPCEHO 00JIEKIIO U TO M3MEPEeTe MPeau OBTOPHA
ynotpeba.
P362+P364 - Cpanere 3aMbpCEHOTO 00JIEKIIO M TO U3IEPETe NpeIu MOBTOPHA yrnoTpeda.
P391 - Cpbepere pazasaToro.
P405 - Jla ce cbxpaHsiBa 1oJ KIr04.
P501 - CbappxaHHETO/ChABT Aa CE U3XBBPIH B IIyHKT 3a ChOMpaHE Ha ONMACHH WU CIELHATHU
OTIaABLY, B ChOTBETCTBUE C MECTHUTE, PETHOHAIIHY, HAIIMOHAIHY H/HIH MEKIyHApPOJHU
pasnopenou.

ETnxernpaHe B ChOTBETCTBHE C: MI3KII0UCHNS 32 BBTPEIIHH OIIAKOBKH, KOTaTO ChAbPKaHUETO He IpeBumasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

GHS06 GHSO08

2.3. JIpyru onacHoCTH

,I[pyra I/IH(bOpMaL[I/IS( . Buumanmue - BCIIECTBO, KOETO BCC OLIC HE € U3IIUTAHO HAIIBJIHO.
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Cabazitaxel impurity FP-A

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

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HanmenoBanue Npentudukarop Ha % Knacudukanus B cboTBeTCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta- CAS Ne: 183133-94-0 <100 Acute Tox. 4 (opanna), H302 (ATE=500
dimethoxy-9-oxo-5beta,20-epoxytax-11-en-2alpha-yl mg/kg)

benzoate Acute Tox. 3 (mepmanna), H311 (ATE=300
mg/kg)

Skin Irrit. 2, H315

Muta. 2, H341

Repr. 1B, H360

Lact., H362

STOT RE 1, H372

Aquatic Acute 1, H400

Aquatic Chronic 1, H410 (M=10)

3a mennus Teker Ha H- 1 EUH-nipenynpexxaeHusita 3a onacHOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a nbpBa IOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

IIbpBa nomoii - 00K MEPKU : B®B Bcuuku ciyyan Ha CbMHEHHE, WIIM KO CUMIITOMUTE TPOIBIDKABAT, IOTHPCETE MEAUIIMHCKA
TTOMOIIL.
IIppBa oMol Mpu BIUIIBAHE . H3Besere nMLETO HA YUCT BB3/yX U IO MIOCTABETE B MO3MLIMS, YJIECHABAILA AMIIaHeTo. [la ce ocTaBu

MOCTpagaiys 1a cu movnne. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

[IbpBa HOMOIILL IPY KOHTAKT € KOXKATa . Caanere 3ambpceHoTo 00eki0. [la ce u3mMue oOMITHO KoXKaTa che caryH U Bojaa. HezabaBHo
HOTBPCETE MEANIMHCKH ChBET/TIOMOII. AKO Jpa3sHEHETO Ha KOXKaTa MPOIbIKaBa, ja ce HAallpaBu
KOHCYNTANUs C JIeKap.

[TbpBa MOMOLL P KOHTAKT C OYUTE . Usmiakuere ¢ BoJa, KaTo AbPXKUTE OUUTE LIUPOKO OTBOpeHH. [loThpceTe MeANIMHCKA TOMOLLL, aKO
60JIKaTa, MUTAHETO WM 3a4ePBIBAHETO MPOABIKAT.

[TbpBa MOMOLL [IPH MOTITBIIAHE . Usnnakuere ycrara ¢ Bozia (caMo ako MOCTpaJalusT ¢ B Ch3HaHue). HuKora He JaBaiiTe HULIO Tpe3
ycTaTa Ha 4oBeK B Oe3ch3nanue. Hesabasno ce obanere B IEHTHP I10 TOKCHUKOJIOT Ul/Ha
neKap.

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

CI/IMHTOMI/I/CQ)CKTI/I CJIE] KOHTAKT C KOXKaTa : HpeZ[HSBI/[KBa JIpa3HCHE Ha KOo)KaTa.

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJIOKHU MeIUIHMHCKH T'PUKHA U CNIELIMATHO JIeYeHUue

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

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha MoOKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3non3Bar cpecTBa, MOAXOMSIIN 3a FACCHE Ha [IOXKapH B ChCEICTBO. BBIiiepoieH HOKCHA.
Bogen crpeii. Cyx npax. Ozesijio 3a 3aracsiHe Ha OI'BHSL.
Hermoaxo sy moxaporacuTelIHA CpeCTBA : Jla He ce n3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHn 0NIACHOCTH, KOUTO NPOU3THYAT OT BELIeCTBOTO HJIH CMECTa

Onacau MPOAYKTH Ha pasnajgaHe B cnyqaﬁ Ha 1oxap : HemwmaoTO TOpCHE 0013060>K,ua13a OITaCC€H BBIJICPOJICH OKHUC, BBIVICPOACH JABYOKHUC U IPYTH TOKCUIHU
razoBe. Bp3MOXKHO € OTAENSIHETO Ha TOKCHYHU HU3IIapCHUA.

5.3. CbBeTH 32 O’KAPHUKApHUTE

WHCTpyKUHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa H3MoJ3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpremMa HaMmeca 0e3 MOAXOSIIO 3aUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxartesHa 3anmTa. [IbHa 3amuTa Ha TSI0TO.
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Cabazitaxel impurity FP-A

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

PA3JIEJI 6: Mepku npu aBapuiiHO H3IyCKaHe

OGH.II/I MEpPKH N I[a ce u30srBa KOHTAKT C KOXKaTa, O4YUTE U JPEXUTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHElIHHU cJIydyan

ABapuilHH IIIaHOBE : Jla ce OTCTpaHU HEHY KHUsI IEPCOHAIL.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CIy4Yan

3aIIUTHA CpeACTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXOISIIO 3aMTHO 000pyABaHe. 3a moBede HHopMarus,
BrokTe pazzaen §: "KoHTpoi Ha ekcro3uiusITa/ MMYHU MpeIna3Hu cpeactsa’.

I[a ce u3bsrea H3IIyCKaHC B OKOJIHATa cpeaa. HpCI[OTBpaTCTC HaBJIM3aHETO B KaHAJIU3alUATa U B 06H.ICCTBCHI/IT€ BOIH.

3a 3abpiKaHE : Ilonwmiire ¢ HHEPTEH MaTCpHaAJl U TIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a 0663BPG)KI[aHC Ha OTIaabIu.

Meroau 3a noYrcTBaHE . Ilouucrere 3aMBPCECHUTE IIOBBPXHOCTH O0OHITHO ¢ Boza. [TouncTBane ¢ rmomiira Ha JACTEPIeHT.

Bikre Pasnen 13 otHocHO nH(pOpMarus 32 00e3BpexkIaHe Ha OTIAAbLUTE.

JIOITBITHUTEITHY ONTACHOCTH 110 BpeMe Ha paboTa : Jla He ce m3naraT OpeMEHHUTE YKEHU UM KbPMAUIKUTE.

TIpennaszuu Mepku 3a Ge3omacHa pabora : Jla ce n30srBa BCIKaKkBa M3JIMIIHA eKCIIo3uLus. Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XUrueHHn MEPKH . Jla He ce siae, MUe WIK MyIIH IpH yroTpeba Ha npoaykra. Jla He ce u3Hacsi 3aMBbPCEHO pabOTHO

00JIEKII0 N3BBH pabOTHOTO MomenieHue. [la ce U3MUAT phleTe NPeIu MOYUBKUTE H CIIE]T
MPUKIIOYBaHE Ha paboTaTa.

VcnoBus 3a cbXpaHsIBaHe : Jla ce cpxpaHsaBa Ha 100pe mpoBeTpuBo MscTo. ChABT Ja ce ChbXpaHsBa ILIBTHO 3aTBOpeH. [la ce
a3y OT TOILTHHA U IPSIKa CTbHYEBA CBETINHA.
OnakoBbYHH MaTepHAIN : Jla ce cbXpaHsABa B OPHTHHAIHUTE KOHTCHHEPH.

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

J1 HA EKCHO3]’[1lllﬂTa/JIll‘lHH npeamnmasHu Cpeacrea

Hsima HanmMuHa OMIBJIHUTEIHA PIH(bOpMaHHﬂ

TMoaxoasiy HHKEHEPEH KOHTPOJ

IMoaxoas HH:KeHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKaTEJIHA BEHTUIIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemenue. C MaTeprana TpsioBa a ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOIKOTO TOBA € BE3MOXKHO.

JInuHu npeanasHu cpeacraa

3ammTa HA OYHTE H JIUIETO

3ammuTa Ha ouMTe:
[la ce HOCsT npennasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
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Cabazitaxel impurity FP-A

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

3ammTa Ha Ko})KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOMAMIO HpenasHo ooieko. JlaboparopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3ammuTa Ha pbIeTe:
Jla ce HOCST MOAXOSIIIN PhKABULHM. XUMUUYECKH YCTONYMBY npenasau pbkasumy. (EN 374)
3ammTa HAa UXaTeTHHTE IBTHIIA

3amuTa Ha AMXATEJHUTE IIBTHINA:
B cinyuaii Ha 06pa3yBaHe Ha Hpax Ja ce U3IO0JI3Ba anapar 3a quiaxe ¢ Gpuirsp: P3

PA3JIEJI 9: ®u3nyHy 1 XHMAYHHE CBOiCTBA

ATpEraTHo ChCTOSHHUE : TeBpmo BemecTBo
st . He e HannuHO
MornekynHa maca : 572,6 g/mol
Mupuc : He e Hannuno
I'panunara Ha Mupuca : He e Hannuno
Touka Ha ToneHe 1 >230°C

Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KUIIeHe : He e Hannuno
3ananuMocT : He e Hannuno
JloJHa rpaHMIia Ha eKCIUIO3HBHOCT : He e npunoxxumo
T'opHa rpaHMIa Ha EKCIUIO3UBHOCT : He e npunoxumo
IInamua TemMneparypa : He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hammuno
pH : He e Hannuno
pH pasrBop : He e Hannuno
Buckosurer, kunemaTuueH : He e npunoxumo
PasrBopumocT : Boma: <0,1 g/l
KoedunuenT na pasnpenenenue: n-okranon/sona (Log  : He e HammuHO
Kow)

Hausirane Ha napure : He e Hanuuno
Haunsrane Ha napure npu 50°C : He e Hanuuno
ITneTHOCT : He e nanuuno
OTHOCHTEIHA IITBTHOCT : He e naymuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pa3mep Ha yacTunure : He e nanuuno

Hsima HanmmuHa JOMTBIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JIEJI 10: Ctaduian

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS
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Cabazitaxel impurity FP-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.IHﬂ

H4YHA HHpOpMAaLUs

OcTpa TOKCHYHOCT (OpaJHa) . BpeneH npu norirbLiaxe.
OcTpa TOKCHYHOCT (IepMaliHa) : TokcuYeH Ipu KOHTAKT C KOXKaTa.
OcTpa TOKCHYHOCT (BIMIIBAHE) : He ce xnacu¢umpa (JIunceat nanam)

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-o0xo-5beta,20-epoxytax-11-en-2alpha-yl benzoate (183133-94-0)

LDS50 opanHo mrbx > 300 — <2000 mg/kg (mporHo3Ha CTOMHOCT)
LD50 nepmanHo mrbx >200 — < 1000 mg/kg (mporHo3Ha cToHHOCT)
KoposusHoct/npa3nene Ha koxara . Ilpenu3BuKBa Jpa3HEHe Ha KOXKaTa.
CepHO3HO yBpex/JaHe Ha OUHTe/ApasHeHe Ha OUUTe : He ce xnacudunupa (Jluncat nanxm)
Cencubunusanys Ha AUXaTeJIHATE IbTUINA WK KoxkaTta : He ce knacudunupa (Jluncsar qaHHu)
MyTareHHOCT Ha 3apOJUIIHUTE KICTKN : Ilpenmonara ce, 4e NPUYMHSIBA TEHETHYHU AC(DEKTH.
Kanneporensocr : He ce knacu¢umpa (JIunceat nanxu)
TOKCHYHOCT 3a PEeHpOIyKIHsITA : Mosxe 1a yBpenu OIUIOJNTENHATA CIOCOOHOCT MK 11oa. Moske fja Ob/1e BpesieH 3a KbpMadeTa.
CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : He ce xnacudunupa (Jluncsat nanHm)
OpraHu) — €IHOKpaTHA eKCTIO3UIHS
CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEACTICHI : IlpnunHsaBa yBpexaaHe Ha OpraHuTe (YepeH Apob) MOCpeICTBOM HPOIbIDKUTENIHA I HOBTApSIIA Ce
OpraH{) — MOBTapsIla Ce CKCIO3ULIHS CKCIO3ULIHS.
OnacHOCT NpH BJMIIBaHE : He ce knacudumupa (JIuncear nanHm)

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

PA3EJI 12: Exosioru4uHa uH(popmanus

OnacHo 3a BoJHATa cpeaa, KpaTKoCpo1Ha (ocrpa) . CHJIHO TOKCHYECH 32 BOJHHUTE OpraHu3MH.
OnacHo 3a BoJHATa cpena, IpJIrocpoyHa (XpOHI/I‘IHa) : CHJIHO TOKCHYECH 32 BOJHUTE OpraHu3MH, € ABJITOTpacH e(beKT.

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-oxo-Sbeta,20-epoxytax-11-en-2alpha-yl benzoate (183133-94-0)

ErC50 Bonmopaciu <1 mg/l (72 4yaca) (mporHo3Ha CTOIHOCT)

NOEC xponnuna pakooOpa3Hu >0,001 —<0,01 mg/l (21 nan) (IpOrHO3HA CTOHHOCT)

4-(acetyloxy)-1,13alpha-dihydroxy-7beta,10beta-dimethoxy-9-oxo-Sbeta,20-epoxytax-11-en-2alpha-yl benzoate (183133-94-0)

YCToiYMBOCT U pasrpaauMocT He ce pasrpaxma 66p30

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(bOpMaLIPIﬂ
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Cabazitaxel impurity FP-A

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

12.5. Pe3yaratu ot onenkara Ha PBT u vPvB

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

12.6. CoiicTBa, HapymaBamy GYHKIHHUTE HA €HAOKPHHHATA CHCTEMa

Hsima HanuyHa A0NBIHUTEIHA I/IH(bOpMaLII/Iﬂ

12.7. Ipyru HedJJaronpusTHU edexTH

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

PA3JIEJI 13: OGe3BpexIaHe HA OTHATBLUHUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIHT

Hsima Hanmana JOITBJIHUTECITHA I/[H(t)OpMaI_II/I}I

PA3/IEJI 14: WH¢popMaiusi OTHOCHO TPAHCIIOPTHPAHETO

B crorBerctBre ¢ ADR / IMDG / IATA

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nin naeHTHUKATUOHEH HOMEP
UN 2811 UN 2811 UN 2811

14.2. TouHo HauMeHOBaHHE HA IpaTKaTa o cnucbka Ha OOH

TOKCHUYHO TBBPAO BELECTBO,
OPI'’AHMYHO, H.Y K.

TOXIC SOLID, ORGANIC, N.O.S.

Toxic solid, organic, n.o.s.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 2811 TOKCHYHO TBBP/JIO BEHIECTBO,

UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1,

UN 2811 Toxic solid, organic, n.o.s., 6.1, 111,

OPI'AHMYHO, H.Y K., 6.1, III, (E), OTTACHO 3A 111, MARINE ENVIRONMENTALLY HAZARDOUS
OKOJIHATA CPEJIA POLLUTANT/ENVIRONMENTALLY
HAZARDOUS
14.3. Knac(oBe) Ha OIacCHOCT NIPH TPAHCHIOPTHPAaHe
6.1 6.1 6.1

14.4. OnakoBb4Ha rpyna

I

1T

I

14.5. OnacHocTu 32 0KOJIHATA cpeja

OmnacHo 3a okonHata cpena: Jla

OmnacHo 3a okonHara cpeza: [la
Mopcku 3ambpeuten: la
EmS-Ne (TToxap): F-A
EmS-Ne (Pa3nuB): S-A

OmnacHo 3a okonHata cpena: Jla

Hsima ombyiHUTEIHA HAJTMYHA PIH(bOpMaLIPIﬂ

14.6. CnenpaaHu NpeANa3sHH MepKHU 32 NOTPeOUTeIMTe

CyXombTeH TPAHCIIOPT
Knacudukanmonen xox (ADR)
Creruanuu pasnopenou (ADR)
Orpannuenn xonmmuectsa (ADR)

T2
1 274,614
Skg
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

W3kirouenu konmyectBa (ADR)

OnakoBb4HU uHCTpyKUuK (ADR)

Crienmaniy onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

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

CrienpaiiHy pa3nopedy OTHOCHO IPEHOCHMH LIUCTEPHH
U KOHTeiHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepuu (ADR)

Crienmaniu pasnopendu oTHocHO uucrepHu (ADR)
ITpeBo3HO CpeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeo3 - HacumnHo
cwerosiaue (ADR)

Crienpaiiiy pasnopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)

CrienpaiiHy pasnopendu 3a nNpeBo3 — ONepPaTHBHU
nzucksanus (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)
IBC onakopwsunu unctpykuuu (IMDG)
IBC cneunanuu pasnopendou (IMDG)
Wuerpykuuu 3a nucrepuu ( IMDG)
Criennanuu pasnopendu otHocHo uucrepuu (IMDG)
Kareropus na toBapene ( IMDG)
CgoiictBa 1 Habmoaenus (IMDG)

Bb3aymen Tpancnopr

PCA Uzkmiouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

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

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH
camouter u kapro (IATA)

WHcerpykuun 3a onakoaHe camo kapro (IATA)
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA)
Crennanuu pasnopendu (IATA)

ERG xon (IATA)

14.7. MopckH TPAaHCHIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO MHCTPYMEHTH Ha MesKIyHApOIHATA MOPCKA OPraHU3aLus

He e npunoxumo

El

P002, IBCO8, LP02, R0O01
B3

MP10

T1

TP33

SGAH, L4BH
TU1S5, TE19
AT

2

VC1, VC2, AP7
CV13,CV28

S9

60

60
2811

223,274
Skg

El

P002
IBCO8
B3

Tl

TP33

A

Toxic if swallowed, by skin contact or by inhalation.

El
Y645

10kg
670
100kg
677
200kg

A3, AS
6L

06/11/2025 (Jlata Ha penakuusTa)

BG (6barapckn)

8/11



Cabazitaxel impurity FP-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

PeriiaMeHT 0THOCHO BellecTBa, KOUTO Hapymasat 030HoBus cioii (EC 1005/2009)

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

Peraament (EC) Ha ChBeTa 32 KOHTPOJI HA U3/1eJIUs ¢ IBOWHA ynoTpeda

He ¢urypupa B PETJIAMEHTA HA CBBETA (EC) 3a koHTpOI Ha U3Jeus ¢ JBOHHA yroTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C IPEeKypcopy Ha B3puBHH BewecTBa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

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

He cpabpika BemecTBo(a), BKIO4YeHO(1) B criuchka ¢ [Ipekypcopu Ha HapkotruHuTe Beniecta (Perimament EO 273/2004 0THOCHO ITPOMU3BOJICTBOTO M ITYCKAHETO
Ha Ia3apa Ha OIpe/IeJICHN BEUIECTBa, N3I0JI3BaHH 32 HE3aKOHHO IIPOU3BOJICTBO HAa HAPKOTUYHH MJIM IICUXOTPOIIHH BEILECTBA)

15.2. OneHka Ha 0€30MaCHOCT HA XUMHUYHOTO BEIIECTBO MJIH CMeC

Hsma HannvHa I0MbIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra undgopmanus

Mnaukanus 3a IpoMeHU

Paznen IIpomeHeH eneMeHT KomenTapn
Jlara Ha pepakuusara IIpomeneno
3ameHs BepcHsATa OT IIpomeneno
Crienmaiiiu pasnopendu 3a npeBos - HacumnHo JobaBeHo

cecrosuue (RID)

TpancnoprtHa kareropus (RID) JobaBeHo

Crermanuu pasnopen6u 3a RID muctepau (RID) | lo6aBeHo

Konoge na muctepuu 3a RID nucrepuu (RID) Jlo6aBeHo
Crienaisu pas3nope oM OTHOCHO MPEHOCHMH Jlo6aBeno
IUCTEPHH W KOHTEHHEPH 3a HACUITHU TOBapH

(RID)

WHCTpyKINHM 3a TPEHOCHMH [UCTEPHU U JlobaBeno

KoHTeitHepH 3a HacunHu ToBapu (RID)

Cwmecenn onakoBku (RID) JobaBeHo
Crienpaiiiy onakoBb4HHU pasnopenou (RID) JobaBeHo
OnaxoBbyHU HHCTpYKUMH (RID) JobaBeHo
W3kirouenu konmuectra (RID) JlobaBeHo
Orpannuenn konmnuectsa (RID) JlobaBeHo
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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
Crienmanau pasnopenou (RID) Jlo6aBeHo
OmnakoBbuHa rpymna (RID) JobaBeHo
Knacudukarmonen ko (RID) Jlo6aBeHo
OOH Ne (RID) Jlo6aBeno
bpoit cuan xonycu/cBeriiHn (ADN) JlodaBeno
3ansikuTenHo odopyasane (ADN) Jlo6aBeno
IIpeBo3sT € paspenter (ADN) JlobaBeHo
W3zkrouenu konmuuectBa (ADN) JobaBeHo
Orpannuenu konuuectsa (ADN) JobaBeHo
Etukern 3a onacuoct (ADN) Jlo6aBeno
Krnacugpukannonen xox (ADN) Jlo6aBeHo
Touno npeBo3HO HanMeHoBaHue (RID) Jlo6aBeHo
Unentuduxanuonen HoMep 3a onacHocT (RID) Jlob6aBeHo
Excnpecuu npatku (RID) JobaBeHo
Crienpaiiiu pas3nopeadu 3a MpeBo3 - TOBapeHe, JobaBeHo
pa3sTtoBapBane u oopadotka (RID)

2.1 Krnacupukauus B ceorBerctue ¢ Pernament (EO) | [IpomeHeno
Ne 1272/2008 [CLP]

2.1 HebnaronpusaTau QU3NKOXUMUYHHE €)EKTH 1 ITpomeneno
HeOIaronpusTHE e(pEeKTH 3a 31PaBeTO Ha YOBEKa
OKOJIHaTa cpena

2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno

22 Ipenynpexnenus 3a omacuoct (CLP) IIpomeneno

2.3 Jpyra unpopmanus JobaBeHo

9 MornekyiHa Maca JobaBeHo

9 Touka Ha TOTIEHE Jlo6aBeno

9 PasrBopumocT BbB Boaa IIpomeneno

11.1 ATE CLP (nepmainna) IIpomeneno

11.1 LDS50 opanHo mibx IIpomeneno

11.1 LDS50 nepmanno mirbx IIpomeneno

11.1 ATE CLP (opasHa) IIpomeneno

12.1 NOEC xponuyHa pakooOpazHu JlobaBeHo

12.1 ErC50 Bomopaciu Jlo6aBeno

14.1 OOH Ne (ADN) JlobaBeHo

14.2 Touno npeBo3Ho HauMeHoBaHHe (ADN) JobaBeHo

14.3 Etukeru 3a onacuoct (RID) Jlo6aBeno

14.4 OnakoBbyHa rpymna (ADN) Jlo6aBeno

14.6 Crenuanuu pasnopenou (ADN) JobaBeHo
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Cabazitaxel impurity FP-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:

Acute Tox. 3 (nepmainHa) Ocrtpa TokcnuHoCT (nepmainHa), Kareropus 3

Acute Tox. 4 (opanHa) Octpa Tokcu4HoCT (opanHa), Kateropus 4

Aquatic Acute 1 OmacHo 3a BoAHATa cpefia — OCTPa OMAcHOCT, KaTeropus 1

Aquatic Chronic 1 OnacHo 3a BOJJHaTa cpejia — XPOHUYHA ONACHOCT, KaTeropus 1

H302 Bpenen npu nornsiuase.

H311 ToKCHUEH NPHU KOHTAKT C KOXaTa.

H315 Ipenu3BuKBa Jpa3sHEHE HA KOXKaTa.

H341 Ipenmonara ce, 4e NPUYNHABA TCHETUIHU Te(EKTH.

H360 Moske 1a yBpeAu OILIOAUTENIHATA CIOCOOHOCT M ILIOJA.

H362 Moske n1a Ob€e BpesieH 3a KbpMayera.

H372 [NpuurHsBa yBpexAaHe HA OpraHuTe (YepeH Apob) MOCPEACTBOM NPOABIDKUTEIHA HIIM MTOBTAPSIA CE CKCIIO3ULIUSL.
H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Lact. TokcruaHOCT 32 PENPOAYKIHATA, JOMBIHATEIHA KaTETOPHs, €pEeKTH BbPXY HIX Upe3 JIAKTallUsTa
Muta. 2 MyTareHHOCT 3a 3apOJIUIIHU KieTkH, Kateropus 2

Repr. 1B TokcuuHoCT 3a penpoaykiusaTa, Kareropus 1B

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

STOTRE 1 Crenudryaa TOKCHIHOCT 32 ONpeJielIeHH OpTraHy — IOBTapsa ce ekcrosuims, Kareropus 1

Wupopmarmonen iuct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpikamnia ce B To3u MHpOpMaoHeH JucT 3a 6e301acHOCT, € HOJIy4eHa OT H3TOYHUIH, KOUTO CMsITaMe 3a

HaACK/THH. B’preKI/I TOBa, I/IH(bO}’)MaLU/Ii[Ta C€ npeaocTaBs 06e3 HUKaKBa rapaHuys, U3puiHa Ui noz[pa36npama C€, OTHOCHO HeliHaTa KOPEKTHOCT. VcnoBusiTa uim

METOIHUTE 3a pa60Ta, CbXpaHEHHUE, yHOTpe6a NI 0663Bp€)KI[aHe Ha IIpoAYKTa ca U3BBH HaIIWs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETEHTHOCT. Hopa,:m

Tasu U Apyryu NpuIuHU, HUE HE IIOEMaM€E€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 321Fy6l/l, LIETHU WK pa3Xoau, IPpOU3TUYaIlu OT WJIN CBBbP3aHU

110 HAKaKbB HA4YUH C pa60TaTa, CbXpPaHCHUETO, ynoTpe6aTa W O6e3Bpe)KI[aHeTO Ha IIpoayKTa. To3u I/IH(bO}’)MaLH/IOHeH JIACT 3a OE€30ITaCHOCT € U3TOTBEH U Tpﬂ6Ba

Ja Cce€ U3I10JI3Ba CaMoO 3a TO3U NMPOAYKT. Ako IPOAYKTHT C€ U3II0JI3BA KATO ChbCTaBKa Ha APYTrd NPOAYKTH, HAJIMYHATa I/IH(bO}’)MaLU/I}I 6u MorJia Jla CC OKaxe
HETIPUIOKUMaA. Tasu I/IH(bO}’)MaLU/IH C€ OCHOBaBa Ha HAIUTE TCKYIIH IO3HAHUS U € IPEITHA3HAYUCHA J1a 1aJI€ OIMMCAaHUE Ha IMPOAYKTa caMO 3a LECIUTE Ha

3IpaBE€OoIIa3BaHETO, 0e301acHOCTTa M OKOJTHATA Ccpena. Hopann TOBa, TS HE Tpﬂ6Ba Jla C€ ThIIKYBaA KaTO rapaHiys 3a CBOMCTBaTa Ha NpoayKTa.
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