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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa Bemectso

HaunmeHoBaHue Ha BEIIECTBOTO

XUMHYECKO HANMEHOBaHHE Paclitaxel
CAS Ne 33069-62-4
Kon na npoxykra 202400137

Paclitaxel semi-synthetic for peak identification

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce

NpenopbL4YBar

1.2.1. UnenTuduuupanu ynorpeon
OcHOBHa KaTeropus Ha ynorpeda

VYnorpeba Ha BelecTBOTO/cMecTa

ODyHKIMS WK KaTeTOpHs Ha yoTpeda

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHus 3a ynorpeda

TIpoayKThT ¢ npeaHa3HAYCH 3a U3CICABAHMS, AHAIM3H 1 HAyYHO-00PA30BATCIHH LIC/IH.
Camo 3a npodecronansa ynorpeba
JlabopaTopHu XUMHKAIN

Jla He ce usnonssa : [lorneimane, Baumisane, Jlepmanto

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JIHCT 32 6€30NACHOCT
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1.4. Tenedonen HOMep NPH CHELIHU CIYyYaH

Tenedonen HoMep IPH CHEHIHH CITydau +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

Kaacupuxanus B crorBercTBue ¢ Peraament (EO) Ne 1272/2008 [CLP]

MyTareHHoCT 3a 3apoJUIIHNU KieTku, Kateropus 1B

Kanueporennoct, Kareropus 2

ToxcnunocT 3a penpoxykuusTa, Kareropus 1B

TOKCHYHOCT 3a PENPOAyKIHATA, JOIBIHUTEIHA KaTeropus, epeKTH BbpXy Hin
9pe3 JaKTaluATa

CrrenniyHa TOKCHYHOCT 3a ONPEIENICHN OpTaHy — MOBTApPSINA Ce SKCIIO3HIHS,
Kareropus 1

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

H340
H351
H360
H362

H372

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKT]/l H HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3PaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

OnpenenﬂHe Ype3 EKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKA3aTEJICTBA.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08

Curnanna gyma (CLP) OmacHo
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Paclitaxel semi-synthetic for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : H340 - Mose 1a npu4MHU T€HETUYHH 1e(EKTH.
H351 - IIpeamnonara ce, 4e NpUYMHABA PAK.
H360 - Moxe 1a yBpe OIUIOIUTENIHATA CIIOCOOHOCT MIIH IUIOAA.
H362 - Moxe na Ob1e BpeieH 3a KbpMauerTa.
H372 - [IpuunHsiBa yBpeXaaHe Ha OPraHUTE MIOCPEICTBOM MPOIBIDKUTEIIHA WM MOBTAPSIIIA CE
CKCIO3ULIHS.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHU HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesu U pa3dpaiu BCHUKH MPEANIa3HA MEPKH 3a
6e30macHOCT.
P260 - He BaumuBaiite npax/myuex/ra3/ ium/u3napeHust/acpo30ii.
P263 - Jla ce n36srBa KOHTAKT IO BpeMe Ha OPEMEHHOCT U MPU KbpPMEHE.
P264 - Jla ce u3mue phlieTe 10 JaKTUTE U JHIETO CTapaTesIHo Clel yrnoTpeba.
P270 - [la He ce e, mye WK MyIId Ipy ynoTpeda Ha MpoayKTa.
P280 - U3nomn3Baiite npeanasHu pbKaBUIH/IPEINa3Ho 00IEKIO/MPeAna3Hi Ounia/mpena3Ha Macka
3a JIMIe/TPEAIa3HU CPECTBA 32 3allUTa Ha CIIyXa.
P314 - [Ipu Hepa3mnonoKeHHe NOThPCETE MEUIIMHCKU CHBET/TIOMOIII.
P405 - [Ta ce chxpaHsiBa 1oJ| KJIt04.
P501 - CoapprxaHneTo/chabT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.
ETuxerupane B CbOTBETCTBHE C: M3KITIOUCHNS 32 BBTPEIIHH OMTAKOBKH, KOTaTO ChAbPKAHUETO He mpeBumasa 10 ml.
Iuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

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

PA3JIEJI 3: CbcTaB/mH(popManusi 32 CbCTABKUTE

3.1. BemecrBa

HaumenoBanue HNnentuduxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

Paclitaxel CAS Ne: 33069-62-4 <100 Muta. 1B, H340
Carc. 2, H351
Repr. 1B, H360
Lact., H362

STOT RE 1, H372

3a meinnus Teker Ha H- u EUH-nipenynpexaenusta 3a onacHoOCT: BX. paszjen 16

3.2. Cmecu

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

ITbpBa MOMOLLL IIPH BAHIIBAHE . TIpemecTeTe moCTpanamus Ha YUCT Bb3AyX. OCHTypeTe CBEX BB3IYX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOL IPH KOHTAKT C KOXKaTa : Jla ce OTCTpaHM MaKCHMAaJIHO Ype3 H30BpcBaHe (C 9ICTa M MeKa IONHBaNia kspra). Ja ce n3mue
OOMITHO C BOJIA B KOSATO € IIPUOABEH AETEPTreHT.

ITbpBa MOMOLI IPH KOHTAKT € OYHTE : M3mmaksere ¢ BoJa, KaTO IBbPIKUTE OUUTE LIMPOKO OTBOPEHH.

ITbpBa MOMOLI MPH MOTITbIAHE : Mznmaksere ycrara. CrienpanHo Jekapcko HaGmoneHne. Moxke a Gbie MpernopsyaHo

TIPOABIKUTEIIHO MEAUIIUHCKO Ha6moz[eHne.
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Paclitaxel semi-synthetic for peak identification

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

Cumnromu/edextn : BB3MOXHE ca 3aKbCHENH ePEKTH.

CumnroMu/e(peKTH clie/l BAUIIBaHe . HenocraTb4Hu HaHHH.

CumnroMu/eeKTH clie/i KOHTAKT ¢ KoXKara . Henocrarb4Hu naHHH.

CuMnToMu/epeKTH Clie/t KOHTAKT C OUUTE . Hepmocrarbunu naHnu.

CumnroMu/eeKTH cliel HOrTbIIaHe : Cummromure Morar Ja Obiar 3aMaiiBaHus, TJ1aBo0OJINe, rajieHe U 3aryba Ha KOOPAHHALHSL.

TloTspcere MeauuuHCKH chBeT/momont. I[Ipn BE3MOMKHOCT J1a ce MOKaXKe HACTOSIIMSA JIUCT, a aKO HE € Ha Pa3IoJI0KEHHE, J1a Ce MOKaKe ONaKOBKAaTa MM CTHKETA.
AxrtuBatop. dapMaleBTHYCH MPOIYKT.

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

TTonxonsum TI0KapOTaCUTCIIHU CPEACTBA : OI[CSIJIO 3a 3aracsH€ Ha OI'bHA.

OmacHOCT OT Moap : Bmx maparpad 2.2.

I/IHCpr'KIII/II/I 3a raCCHE Ha MOoXapu : Ja ce usnon3par CpeacTBa, MOAXOIAIIH 3a TaCCHE Ha IM0Xapu B CbCEIICTBO.

€pPKH IIpH aBaf

O06mu Mepku : Jla ce n30sTBa IpeKUst KOHTAKT ¢ MpoAyKTa. He aumBaiite
pax/ImyIek/ras/ M/ u3napeHus/acpo30u.

6.1.1. 3a mepcoHaJ, KOHTO He OTTOBApPsI 32 CIIELIHH CJIy4aH

ABapHﬁHH TTAaHOBE : I[a C€ HOCH IMOJAXOIAIIO NPLEAIa3HO 06J'ICKIIO, PBKAaBUIU U 3aIUTHU CPEACTBA 32 OUNUTE UJIH JIULETO.

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHICUIHH CJIy4Yan

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIHS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

Mertoau 3a HOYHCTBAHE : Y6ez[eTe CC, 4€ OTIaaAbLHUTE Ca c1>6paHn M CC ChbXpaHABAT HA CUTYPHO MACTO. TTouuncrere
CTapaTeiHo. I[a CC U3MHUC HeC’BGHpaCMHﬂ OCTaTBK C : PaSTBOp OT HAaTPUEB XUIIOXITIOPHUT.

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 7: PaGoTa u chXpaHeHue

JIOITBJIHUTEITHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebGuresns 1a ce 00bpHe BHUMaHHE 3a PUCKOBETE, CBEHTYAIIHO CBBP3aHH C U3MOJI3BAHETO HA
[IPOJIYKTA 3a JAPYTH LIEIIH, PA3JIMYHHU OT TE3H, 38 KOUTO € IIPeIHa3HAYCH.

Tlpenmnasuu mepku 3a Ge3onacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMatesHO. [la ce n30srBa npekust KOHTaKT ¢ npoykra. C
Marepraia TpsAbBa Jia ce paboTH MoJ TabopaTtopHa KaMHHa, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTy B CHOTBETCTBHE C H3UCKBAHMATA Ha J0OpaTa POMHUIIICHA XUTHEHA U IPOLEypPUTE 32
6e30MacHOCT.
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Paclitaxel semi-synthetic for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

7.2. YcnoBus 3a 6e30MacHO ChbXpaHsBaHe, BKIKYHTEIHO HECHBMECTHMOCTH

TeXHU4YeCKH MEPKH : /Jla ce cia3BaT NPHIOKUMUTE PA3OPEAOH.
VYcnoBus 3a chXpaHsBaHe . /Jla ce chxpaHsiBa O/ KIIIOY.

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

Bk maparpag 1.

PA3IEJI 8: KoHTpoJI Ha eKCIIO3UIMATA/JIMYHM NPEANAa3HU CPecTBa

8.1. [TapameTpu Ha KOHTPO.JI
8.1.1 HanmoHnajHu rpaHNYHH CTOHHOCTH HA NMPO(eCHOHATHA eKCIIO3UIINS ¥ OMOJIOTHYHH TPAHUYHH CTOHHOCTH
Hsma HanuyHa D0MbIHUTENTHA HHOPMAIUS

8.1.2. IIpenopb4HTEHH NPOLEIYPH 32 HAGII0eHHe

Hsma Hanu4Ha JOIBIHUTETHA HHPOPMAIHSL

8.1.3. 3ambpcuTean HAa Bb31yXa, 00pa3yBaHHu M0 BpeMe Ha NMpeJNucaHaTa ynorpeda
Hsima Hanu4Ha JOMBIHUTENIHA HHPOPMALHSL

8.1.4. DNEL u PNEC

Hsima HanmaHaa JIOITBJIHUTEITHA MH(tJOpMaI.II/IFI

8.1.5. Perympane upe3 o6xsatu (control banding)

Hsma HannyHa nombeiHUTETHA HHOPMAIUS

8.2. KoHTpoa Ha eKCIO3HIMATA

8.2.1. Ioaxoasiuy MH:KEHepPeH KOHTPOJX

IMoaxoasiuy HH:KEHEPEH KOHTPOI:
Jla ce chxpansiBa B JoOpe MPOBETPUBO HoMeleHue. Jla ce H3IoN3yBa eAMHCTBEHO B CMyKaTe/lHa KabHHa ¢ HHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuuy (HEPA ¢untsp).

8.2.2. JInuHH NpeanasHu CPeAcTBa
8.2.2.1. 3amuTa Ha OYHUTE U JIMLETO

3amuTa Ha ounTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. 3amuTa HA KOKaTa

3amuTa HA KOKATA M TAJI0TO:
Jla ce n3non3yBa XUMHYECKH YCTOITUmBO 3amuTHO obnexo. DIN EN 13034

3ammuTa Ha pBueTe:
XUMHYECKH YyCTOHUMBY npeanasHu pbkasuuu. [SO 374-1

8.2.2.3. 3amuTa Ha AUXaTEJHUTE MbTHIA

3ammTa Ha TUXaTeTHHTE MbTHINA:

OrtaensiHe Ha npax: potuBonpaxosa Macka ¢ puitep P3. DIN EN 140 & 149. Teuen npoxykT : AnTHaepo3onHa Macka. Hocere nuxarerneH amapar, ako cTe
M3JI0’KEHHU Ha Mapu/TIpaxoBe/aepo30iu

8.2.2.4. TepMHYHH ONIACHOCTH

HsiMa Hann4yHa JOMBIHATETHA HHQOPMALIHS

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA HA OKOJHATA cpeAa

Hsima Hanmana JOIIBJIHUTCITHA P[HCbOpMaLIPI}I
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Paclitaxel semi-synthetic for peak identification

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

PA3IEJI 9: ®u3u4yHN 1 XUMHUYHU CBOMCTBA

ArperatHo CbCTOSTHHE : TBBPAO BELIECTBO
st . He e nanuuno
BroHIIeH BUL . Ilpax.

Mupuc : He e npunoxumo.
I'panunara Ha mupuca : He e Hanu4HO
Touka Ha TOTIEHE . He e nanmuuno
Touka Ha 3aMpb3BaHe . He e nanmuuno
Touka Ha KUTICHE . He e nanmuuno
3anaauMoct . He e nanmuuno
I'paHUIHM HAa EKCIIO3HBHOCT . He e npunoxumo
JlonHa rpaHuIa Ha KCIIO3UBHOCT . He e npunoxumo
l'opHa rpaHHMIia Ha eKCIUIO3UBHOCT . He e npunoxumo
[Tnamua TemMnepaTypa : He e npunoxumo
Temmneparypa Ha camo3amnajiBaHe . He e npunoxumo
Temmeparypa Ha pa3iaraHe : He e nanuuno
pH : He e Hannuno
pH pasrBop . He e Hannuno
Buckosuter, kuHeMaTHIeH . He e npunoxumo
PazrBopumocT : Boma: <0.1 g/l
Koeduiment Ha pasnpeznenenue: n-okranon/soga (Log @ He e nanmuuno
Kow)

Hansrane Ha napure . He e HamnuHO
Hansrane Ha napure npu 50°C : He e Hanuuno
IInpTHOCT . He e HannuHO
OTHOCHTENHA ITBTHOCT . He e nanuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yacTunure . He e HannuHO

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacOBeTe HA (PU3HYHA ONACHOCT

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

9.2.2. JIpyru XapaKkTepuCTHKH 32 6€30MacHOCT

Hsima HanmuHa JOMIBIIHUTEIHA PIH(I)OpMaI.IHﬂ

PA3IEJI 10: Cta0HIHOCT U PeaKTHBHOCT

CrabuieH npy HOPMAJTHU YCIIOBHS.

Hsima Hanu4Ha qOonbIHUTENHA HHOOpMALHS

Hsma nanuvHa HOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa JOMBIHUTETHA HHPOPMAIIUS

Hsma mpu HopmanHa ynotpe6a. Buokre Pasmen 7.

Hpﬂ 3arpsiBaHe 10 TO4YKaTa Ha pasrpaxaaHe OTACJIA OIaCHU U3NapCHUs.

o
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Paclitaxel semi-synthetic for peak identification

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

JIEJI 11: ToxcukoJorndHa MHpopManus

11.1. Uudopmanusi 3a KJIacoBeTe HA OMACHOCT, onpenejeHd B Permavent (EO) Ne 1272/2008

Octpa TOKCHYHOCT (OpanHa) : He ce knacuduupa (Jluncear nanxm)

OcTpa TOKCUYHOCT (iepMaiHa) : He ce knacuduupa (Jlunceat nanxu)

OcTpa TOKCHUYHOCT (BJIUILIBAHE) : He ce knacu¢uupa (Jlunceat nanxu)

Kopo3suBHOCT/ipa3HeHe Ha KOKaTa : He ce xnacudumupa (JIuncear nanHm)

CepHO3HO yBpex/JaHe Ha OUHTE/Apa3HEeHe Ha OUHUTE . He ce xnacu¢mummpa (JIuncsat nanxm)

Cencubunusanys Ha IUXaTeIHUTE IBTUINA WK Koxkata : He ce kmacudunupa (Jlumncsar qaHam)

MyTareHHOCT Ha 3apOAMIIHUTE KJIETKH : Mosxe 1a MpUYMHY TeHETHYHU Je(eKTh.

KanneporeHHocTt . Ilpenmonara ce, 4e MpUYUHSIBA PaK.

TOKCHYHOCT 32 penpoAyKIHATa : Moske 1a yBpeH OIUIOAUTETHATA CIIOCOOHOCT MITH Tioza. Moxe 1a Ob/ie BpeJieH 3a KbpMadeTa.
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHU . He ce xnacu¢mumpa (JIunceat nanxm)

OpraHy) — eIHOKPAaTHA eKCIIO3UIIUS
CTOO (cnenuduyHa TOKCHIHOCT 32 OIPEIEIeHU : IlpuunHsABa yBpeKAaHe HA OPTAHUTE MOCPEACTBOM MPOIBKUTENHA MIIH OBTAPAIIA CE€ €KCIO3UIIMS.
OpraHn) — IOBTaPSIIIA CE EKCIO3UIIN

OnacHOCT NpH BAUIIBaHE : He ce knacu¢uimpa (TexHnuecka HEBb3MOXKHOCT 3a MMOJTy4YaBaHe Ha JTAHHH)

11.2. Undopmanust 3a Ipyrd ONaCHOCTH

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 12: ExoJjiornyna nHpopManust

12.1. TokcHYHOCT

Exosorus - 06110 : Omnachu otnaxpuy. Jla ce M3M0I3yBaT MOAXOASIIN KOHTCHHEPH 32 OTHAAHUTE HPOJYKTH.
OrnacHo 3a BoJHaTa cpejia, KpaTkocpouHa (ocTpa) : He ce knacudumpa (HeyOenurennu nanum)
OrnacHo 3a BOJHATa CpeJia, ABIr0CPOYHA (XPOHHYHA) : He ce knacudumpa (HeyOenurennu nanum)

12.2. YcTOHYMBOCT M pa3srpagiuMoct

Hsima Hammaaa JOITBJIHUTECITHA I/[H(t)OpMaI_II/ISI

12.3. BuoakymyJiMpania crocooHoOCT

Hsima Hanmana JOIIBJIHUTCITHA HH(I)OpMaLIPI}I

12.4. IlpeHocumocT B IOYBaTA

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUSI

12.5. Pe3yararu ot ounenkara Ha PBT u vPvB

Hsma HannyHa n0mbIHUTETHA HHOOPMALUS

12.6. CoiicTBa, HapymaBamy GyHKOIHHTE HA €eHAOKPHHHATA CHCTEMA

HsiMa Hann4yHa JOMBIHATENHA HHQOPMALHS

12.7. Apyru He4IaronpusTHU edexTH

Hsima HanuyHa AONMBIHUTEIHA m—[(bopMaum

PA3JEJI 13: O0e3BpeskaaHe HA OTHAABUUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAABIH

Peruonanuu pa3r[opeu6n 3a OTHAABLIUTE : I[a C€ U3XBBPJH 110 0e301aceH HaYMH B ChOTBETCTBUE C MECTHHUTE / HALMOHATIHHI pasnopenﬁn.

PA3JIEJI 14: WH¢dopManusi 0OTHOCHO TPAHCIOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
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Paclitaxel semi-synthetic for peak identification

WNudopmannoHeH JUcT 3a 6€301MacHOCT
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

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

He e npunoxumo | He e npunoxumo | He e npunoxumo

14.3. Kitac(oBe) Ha onIacHOCT NPH TPAHCIOPTHPaHe

He e npunoxxumo | He e npunoxumo | He e npunoxumo

14.4. OnakoBbuHa rpyna

He e mpunoxumo | He e mpunoxumo | He e nmpunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e npunoxxumo He e npunoxumo | He e npunoxumo

Hsma JOITBJIHUTECITHA HAJTUYHA I/[H(i)OpMaLIHSI

14.6. Cnenua oy npeana3sHu MepKH 3a NOTpe0UTeIuTe

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxumo

14.7. MopckH TPaHCHOPT HA TOBAPU B HACHIIHO ChCTOSIHME CHIVIACHO MHCTPYMEHTH Ha MesKIyHapoaHATa MOPCKA OPraHu3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenn¢uyaHY 32 BENIECTBOTO WM CMECTA HOPMATHBHA ypen6a/3aK0HOAATEeJICTBO OTHOCHO 6€30NMaCHOCTTA, 3[PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ilpuao:xenne XVII (YciaoBus 3a orpaHnyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnincbk Ha BellleCTBATA 32 pa3peliaBane)

He durypupa B [Ipunoxenne XIV na REACH (Cnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanguaat-pemrecrsa (SVHC)

He ¢urypupa B cnuceka Ha REACH ¢ kananpar-Bemecrsa

Pernament PIC (EC 649/2012, IIpenBapuTeiHO 000CHOBAHO ChIIacHe)

Henpunoxxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat 030HoBus cioii (EC 1005/2009)

He durypupa B cniucbka ¢ BelecTBa, KOUTO HapyiaBat 030HoBus cioii (Permament EO 1005/2009)

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)
He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha

HPEKYPCOPH Ha B3PUBHH BEIIECTBA)
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Paclitaxel semi-synthetic for peak identification

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)

15.1.2. HanmonasaHu pasnopeaou

HsiMa Hann4dHa qOMBIHATENTHA HHQOPMALHS

15.2. OneHka Ha 0€30IMACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa JOMBIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra ungopmanus

HNuankanus 3a NMPOMEHHU

Paznen IIpomeHeH eneMeHT IIpomsina Komenrapn
3ameHs BepcHATa OT JlobaBeHo
Jlara Ha penakuusta JlobGaBeHo

1.1 Unentudukarop Ha mpoaykra Jlo6aBeno

II'bnen Texer Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:

Carc. 2 Kanneporennoct, Kateropus 2

H340 Moske J1a MPUYMHYA TCHETHYHU Je(eKTH.

H351 IIpenmnonara ce, ye NPUYUHSABA PAK.

H360 Mosxe 1a yBpeay OIUIOUTENIHATA CIOCOOHOCT MITH TUI0JA.

H362 Mosxe a Ob/ie BpelieH 3a KbpMayeTa.

H372 ITpyuunsBa yBpexaaHe HA OPraHUTE MOCPEICTBOM MPOJBIKUTENIHA HIIU OBTAPSIIA CE EKCIIO3HIIHS.
Lact. TokcuaHOCT 32 PEHPOAYKIHATA, JOMBIHATEIHA KaTETOPHs, epeKTH BbPXY HIN Upe3 JIAKTallUITa
Muta. 1B MyTareHHOCT 3a 3apoauIIHy KieTku, Kateropus 1B

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

STOTRE 1 Creruduyaa TOKCHYHOCT 32 ONpe/ieJIeHH OpraHy — IoBTapsiia ce ekcrosuius, Kareropus 1

Nudopmanmonen uct 3a 6e3onacuoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusTa, chabpikamia ce B To3u MHpOpMamoHeH JucT 3a 6e30MacHOCT, € HOJIyYeHa OT H3TOYHHUIIN, KOUTO CMsITaMe 3a

HaJeKIHA. Bhrpekn ToBa, MHpOpMAINUATa ce MpeocTaBs 0e3 HUKaKBa rapaHiiys, M3pudHa WK nojpasduparia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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