e rmr @yl Fludarabine for peak identification

European Directorate | Direction européenne
for the Quality | delaqualité

WudopmarmoneH auct 3a 6€30MacHOCT
of Medicines | du médicament

&HealthCare | & soins de santé CONSEIL DE 'EUROPE B chotBeTcTBHE ¢ Pernmament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878
Jlara Ha u3naBane: 05/12/2024 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 : Fludarabine for peak identification
XHUMHYECKO HANMEHOBAHHUE : Fludarabine phosphate

CAS Ne 1 75607-67-9

Kon na npoxykra : 202400657

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]

MyTareHHOCT 3a 3apOAMIIHY Ki1eTku, Kareropus 2 H341
Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360Df

CrernupuaHa TOKCHYHOCT 32 ONpeJIe]IeHH OpraHy — moBrapsma ce  H372

excnozunus, Kareropus 1

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

He6naronpusatHn GU3HKOXHMHUYHH e()eKTH U HeGIATONPHATHH e(eKTH 32 3IPaBETO HA YOBEKA H OKOJIHATA cpeaa

Ipennonara ce, ye npuuuHsiBa pak. [Ipeanonara ce, ye NpUYMHABA reHeTHYHH AedekTu. Mosxe na yBpeau miona. [Ipennonara ce, 4e yBpexaa OIIIOAUTEIHATA
criocobHoCT. [IpudnHsiBa yBpexk/JaHe Ha OPraHUTE MOCPEACTBOM IPOABIDKUTEIHA HITH TIOBTAPSIIIA CE EKCIO3UIIHSL.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omacHoct (CLP)

GHS08
Curnanna gyma (CLP) : OmacHo
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Fludarabine for peak identification

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

Ipenynpexnenus 3a onacHoct (CLP) : H341 - IIpennonara ce, 4e NpU4MHIBAa TCHETUYHU Je(DEKTH.
H351 - IIpeamnonara ce, 4e NpUYMHABA PAK.
H360Df - Moske na yBpeau mwioza. [Ipeanonara ce, 4e yBpeska OIUIOAUTEIHATA CIOCOOHOCT.
H372 - [IpuunHsiBa yBpexaaHe Ha OpraHuTe (KOCTEH MO3bK) IOCPEACTBOM IIPOIBIKUTEIHA ITH
HOBTAPSLIA CC CKCIIO3HIIMS.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKLIUH.
P202 - He usnon3BaiiTe npeay Aa CTe MpoYean U pa3dpani BCHYKH NPeIa3Hid MEpKH 32
06e30MacHoOCT.
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.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P314 - Ilpu Hepa3monoKeHne MOThpPCeTe MEAUIIMHCKH ChBET/TOMOLI.
P405 - Jla ce cbxpaHsiBa 1o KIrou.
P501 - CbappixaHHETO/CHIBT /1A CE U3XBBPIIH B IYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETukernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChAbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. JIpyru onacHoOCTH

Jlpyra nadopmanys : AKTHBHO BelecTBO (BbB (hapMalleBTHIHH IPOILYKTH).
BHuMaHMe - BELIECTBO, KOETO BCE OLLE HE € U3MUTaHO HAIIBJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Fludarabine phosphate CAS Ne: 75607-67-9 <100 Muta. 2, H341
Carc. 2, H351

Repr. 1B, H360Df
STOT RE 1, H372

3a meanud TekceT Ha H- n EUH-npenynpeskennsaTa 3a ONacHOCT: BXK. pa3jen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIIL

H'I)pBa moMo1f - 061111/1 MEpPKU . B®B Bcnukn CjIydan Ha CbMHEHUE, WJIN aKO CUMIITOMUTE IPOABIDKABAT, IIOTHPCETE MEAUIITUHCKA
TTOMO1II.
H’BpBa TIoMo1I Ipyu BAUIIBAHE . W3Benere nuitero Ha 9uCT BB3AYX U I'O IIOCTABETE B IMO3UL U, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

MOCTpaalKis 1a CU rmo4yrHe. B ciyuaii Ha npuiomasane: [IoThpceTe MEANIIMHCKH ChBET/IOMOIIL.

IIppBa HOMOII TPY KOHTAKT C KOXKAaTa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHUST YUacThK OT KOXKaTa Jia ce H3MHe ¢ MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIbpBa HOMOIIL TPY KOHTAKT C OYUTE . HM3makHere ¢ BoJa, KaToO JbPXKUTE OYUTE MIMPOKO OTBOPEeHH. [I0ThpceTe MEMIIMHCKA TIOMOILL, aKO
0oJKaTa, MUTaHETO HJIH 3a4epPBSIBAHETO MPOIBIDKAT.

IIppBa HOMOIL IPH TOTITBIAHE . M3makuere ycrara ¢ Bozia (caMo ako NOCTpaJaIusT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycTara Ha 4OBeK B Oe3ch3HaHMe. He3abaBHO OTHpceTe MEUIIMHCKY CHBET/IIOMOII.

4.2. Haji-cb11eCTBEHH OCTPH M HACTBIIBAILM CJ1e]l H3BECTeH epHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma Hanu4Ha DOMBIHUTENTHA HHOPMAIUST
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Fludarabine for peak identification

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

PA3JIEJI 5: [IpoTuBONOKAPHUA MEPKH

Tloxxozsmy noxaporacHTeNHN CPEACTBA : Jla ce u3nonsBat cpecTBa, MOAXOAALIM 3a FACEHE HA MOXKapH B ChCEJACTBO. BbriepoeH auokcus.
Bopnen cnpeii. Cyx npax. Oneso 3a 3aracsiHe Ha OI'bHsL.
Henonxonsimy moxaporacuTelIH| CpeICTBa : Jla He ce n3Mon3Ba CUIIHA BOJHA CTPYSL.

Onacuu IIPOAYKTH Ha pasrnaJaHe B cnyl{aﬁ Ha 11oxxap : HenwiHoTO TOpeHE OCBOGO)KI[aBa OITaCE€H BBITICPOJICH OKHUC, BBIVIEPOACH ABYOKHUC U APYTd TOKCUIHHU
TazoBe. Bb3MOXKHO € OTJeNsIHEeTO Ha TOKCHYHHI H3MapeHus.

HHCTPYKHP[PI 3a racCHE Ha IoOXKapu : I{a HE C€ I0ITyCKa H3II0JI3BaHaTa B 60p6aTa C IT0’Kapa BOJa J1a 3aMbpPCH OKOJIHaTa cpea.
SammTa IIpHU rac€He Ha I10XKap : I{a HE c€ IIpearpueMa Hameca 0e3 NOAXOAIIO 3alIUTHO o6opyz[BaHe. ABTOHOMEH U H30JIMpant
arnapar 3a 1uXaTeiiHa 3aluTa. ITbnHa 3amuTa Ha TSIIOTO.

PA3EJI 6: Mepku npu aBapuiiHO U3MyCKaHe

OO0 Mepku . Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepcoHaJ1, KOITO He 0TrOBAps 32 CHEIUIHHU CIIy4an

ABapuitHH IJTaHOBE : Jla ce oTCTpaHM HEHYKHHUS IEPCOHAI.

3a JMIAaTa, OTTOBOPHH 32 CHELIHH CJIy4Yau

3auuTHU CpecTBa . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3alMTHO 000pyABaHe. 3a oBeye HHMOopMarws,
BroKTe paszgen §: "KoHTpol Ha eKCIIo3uIuATa/ TUYHH [IPeJIIa3Hu cpejcTBa.

Jla ce n30sTBa U3MIycKaHe B OKOIHATA cpefa. [IpenoTBpaTeTe HABIM3aHETO B KAHAIM3AIMATA U B OOIIECTBEHUTE BOJH.

3a 3aabpiKaHe : Tlonwmiire ¢ HHEPTEH MaTEpUa M MOCTABETE B MOJAXO/IAII KOHTEHHED 32 00e3BPEKIaHe Ha OTIIAIbIIH.
MerTou 3a OYKCTBaHE : Tlouncrere 3aMbpCeHUTE MOBBPXHOCTH OOMITHO ¢ Boza. [lourcTBane ¢ MOMIITA Ha JETEPreHT.

Bmxre Pazznen 13 otHocHO nHbopMarus 3a 06e3BpekaaHe Ha OTIAIbLHTE.

AaHEHHe

JIOITBITHUTEITHY ONACHOCTH 110 BpeMe Ha 00paboTKa : Jla He ce n3nmarat GpEMEHHUTE XKEHH MIIH KbPMAuKHTE.

Tpennasun Mepku 3a 6e3omacHa padoTa : Jla ce n304rBa BCAKAKBA M3IMIITHA eKcro3uus. Jla ce ocurypu 106po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEpPKN : Jla He ce sze, mue WM IMymy npy ynotpeba Ha npoaykTa. la He ce M3HACsA 3aMBPCEHO PabOTHO

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

VYcnosus 3a CbXpaHsBaHE : I{a C€ CbXpaHsBa Ha z[06pe TIPOBETPUBO MSCTO. C'I:Z['bT Jla c€ CbXpaHsBa IUIBTHO 3aTBOPCH. ,Z[a ce
T1a3u OT TOIUIMHA U IIpsIKa CIbHYEBA CBETJIMHA.
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Fludarabine for peak identification

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

OnakoBbYHH MaTepHaId : Jla ce cpXpaHsBa B OPUTHHAITHUTE KOHTEHHEPH.

7.3. Cnennduyna(n) kpaiina(u) ynorpeda(m)

HsiMa HannyHa JOMBIHATETHA HHQOPMALIHS

31EJI 8: KoHTpo.1 Ha eKCIIO3UIMATA/JINYHH MPEeANa3HH CPeICTBA

8.1. [TapameTpu Ha KOHTPO.JI

Hsima HanuyHa AONBIHUTEIHA m—[(bopMaum

8.2. KoHTpo.1 Ha eKCNO3NIUATA

Tloaxoasiuy MHKEHEPEH KOHTPOJ

Hoaxoasii HHKEHEPEH KOHTPOJI:
Ja ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsCTO. OOGMKHOBEHO CE M3UCKBAT KAKTO MECTHA CMYKAaTEIHA BEHTUIAIMS, TaKa ¥ BEHTUIIALKS Ha 00II0TO
nomemnienue. C marepuaina TpsOBa qa ce padoTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € Bb3MOXKHO.

JIn4yHH npeana3sHu cpeacTBa

3amuMTa HA OYUTE H JUIETO

3ammuTa Ha oumTe:

Jla ce HOCsT npemnasHu ouma. [peanasnu ounna cee crpannyna 3amura. (EN 166)
3ammTa Ha KOKaTa

3amuTa Ha KOXKATa H TSJIOTO:
Jla ce Hocu nmozaxosIIo npennasHo ooaekio. Jlaboparopua ynorpeba : JlJabopatopHa npecruinka. (EN 13034)

3amuTa Ha pbleTe:
Jla ce HOCAT MOAXOMAIM PhKaBULM. XUMHYECKH yCTOMUMBH peana3Hu perasuiy. (EN 374)

3ammTa HA JUXATEJHUTE IHTHIIA

3amuTa Ha AMXATEHATE MBTHINA:
B ciyuqait Ha 0Opa3yBaHe Ha IIpax Jia ce M3I0JI3Ba anapar 3a Juimane ¢ Guirsp: P3

PA3JIEJI 9: ®u3uyHA U XUMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3HYHM M XMMUYHH CBOHCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
st : Osu1. OEJIe3HUKAB.
BroHien Bung . Kpucranen mpax.
MonekynHa Maca 1 365.2 g/mol
Mupuc . He e nanuuno
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToreHe 1 195-202°C
Touka Ha 3aMpB3BaHE : He e nanuuno
Touka Ha KUIICHE : He e nanuuno
3anmanuMocT : He e nanuuno
JlonHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
I'opHa rpanuLa Ha EKCITIO3UBHOCT : He e npunoxumo
IInamua temneparypa : He e npunoxumo
Temneparypa Ha camo3anaaBaHe : He e npunoxumo
Temneparypa Ha pa3narane : He e nanuuno
pH : He e manmuuno
pH pastBop : He e nanuuno
Bucko3uter, kKuHEMaTuueH : He e npunoxumo
PastBOpUMOCT : Boma: 1-10g/1
Koedunuenr Ha pasnpenenenue: n-okrason/Boga (Log  : He e HanuuHO
Kow)

Hansarane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
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Fludarabine for peak identification

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

TlnbpTHOCT . He e nanmuuno
OTHOCHUTEIHA TUIBTHOCT . He e nanmuuno
OtHOcHTeNHa ITBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yactunure . He e HanuyHO

Hsma HanuvHa ZONBIHUTETHA HHPOPMALIUS

PA3IEJI 10: CTa0MIHOCT U PEAKTHBHOCT

Hsima HanmuHa JOMIBJIHUTETHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IHﬂ

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMAIHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMAIHS

Hsma HanuvHa HOTBIHUTENHA HHPOPMAIIUS

COJIOTMYIHA HHq)Op anus

Octpa TOKCHYHOCT (OpasHa) . He ce xnacudunupa (Jlunceat nanHmn)

OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacudunupa (Jlunceat nanHm)

OcTpa TOKCHYHOCT (BMILIBAHE) : He ce xnacudunupa (Jlunceat nanHm)

KoposusHocT/ipasHeHe Ha Koxara : He ce knacu¢mmpa (JIunceat nanuu)

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

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

MyTareHHOCT Ha 3aPOJUIIHUTE KIETKN : Ilpexanonara ce, ye MPUYNHSABA FEHETHYHH Je(HEKTH.

KanneporeHHocTt . Ilpenmonara ce, 4e MpUYUHSIBA PaK.

TOKCHYHOCT 32 penpOAyKIHATa : Moxe na yBpenu miona. Ilpenmonara ce, 4e yBpex/Ja OIUIOAUTENHATA CIIOCOOHOCT.
CTOO (cnennduyHa TOKCHYHOCT 3a OIPEIEICHU : He ce xnacudunupa (Jluncsat nanxm)

OpraHN) — €HOKPATHA EKCTIO3HIINS

CTOO (cnenuduyna TOKCHIHOCT 32 OIPEIEIeHU : IpuumnsBa yBpe)xaaHe Ha OpraHuTe (KOCTEH MO3BK) IIOCPEICTBOM IPOIBIDKUTEINIHA HIIH HOBTapsIIIa
OpraHu) — IOBTaPSIIIA CE EKCIO3UILHS Ce eKCIO3HLIHS.

OnacHOCT NpH B/NIIBAHE . He ce ximacuduuupa (JIuncsar 1aHam)

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

PA3JIEJI 12: Exojioru4Ha uHgopmanus

OmnacHo 3a BoJHaTa cpeia, KpaTkocpoyHa (ocTpa) : He ce xknacu¢umpa (JIunceat nanxu)
OmnacHo 3a BogHaTa cpesia, IbIrocpoyHa (XpOHHYHA) : He ce knacu¢umpa (JIunceat nanxu)
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Fludarabine for peak identification

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

Fludarabine phosphate (75607-67-9)

YcToiuMBOCT U pa3rpaiuMocT | He ce pa3rpaxna 6sp30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

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

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He e mpunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxxumo He e npunoxumo

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt o Mope
He e npunoxumo
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Fludarabine for peak identification

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

Bb3ayumien Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOIHATa MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: WndopMmanusi OTHOCHO HOPpMAaTHBHATa ypenaoda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0OH0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpuniaoxenue XIV (CiucbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xaHannar-BemecTsa

Per;iaMeHT 0THOCHO BellecTBa, KOUTO HapymaBaTt o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiiameHT 3a u3enusTa c aBoiiHa ynorpeoa (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe peskuM Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKkepcKkaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOHA yrnoTpeda.

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

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIUCHKA ¢ IIpeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

Per;1aMeHT 0THOCHO MpeKypCOpHTe Ha HAapKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/ieNICHH BEIECTBA, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

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

Hsma HannyHa nombIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra ungopmanus

Ibaen Teker Ha H- 1 EUH-npeaynpe:kaieHusiTa 3a 0OacHOCT:

Carc. 2 Kanueporennoct, Kareropus 2

H341 TIpeamnosara ce, ye NPUUYMHSABA TCHETUYHH AS(EKTH.

H351 Ipenmonara ce, 4e IPUYUHABA PaK.

H360Df Mosxke na yBpenu mioza. [Ipeanonara ce, ye yBpex/a OIUIOIUTEIHATA CIOCOOHOCT.

H372 IIpuunnsBa yBpexaaHe Ha OpraHuTe (KOCTEH MO3bK) IOCPEACTBOM MPOIBIDKUTENHA MM TIOBTAPSAIIA CE €KCIO3ULIUS.
Muta. 2 MyTareHHOCT 3a 3apoJUIIHU KiIeTkH, Kateropus 2

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

STOTRE 1 Creru$uyaa TOKCHIHOCT 32 OIIpeJie]IeHH OpTaHy — IIOBTapsIa ce excrosuius, Kareropus 1

Nudopmarmones suct 3a 6e3omnacuoct (UJIB), EC
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Fludarabine for peak identification

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

OTKA3 OT OTTOBOPHOCT Hudopmanusta, chabpxkaiia ce B To3u MHdopmaroneH juct 3a 6€30MacHOCT, € MoJdy4eHa OT H3TOYHHIIU, KOUTO CMsTaMe 3a
HajekK/HU. BbIpeku ToBa, HHpopMaIMsITa ce IpeaocTaBs 0e3 HUKAKBa rapaHIus, N3pUYHA WK [0/ipa30upalia ce, OTHOCHO HeHaTa KOPEKTHOCT. Y CIIOBHATA WK
MeTozuTe 3a paboTa, ChXpaHeHHe, ynoTpeda uii 00e3BpexIaHe Ha MPOAyKTa ca H3BBbH HAIIMS KOHTPOI U MOXKE 1a ca U3BBH Hamata komrneTeHTHocT. [Topaau
Tasu U APYrU HPUYHHU, HUE HE TI0eMaMe OTTOBOPHOCT M U3PHYHO CE OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOu, IETH WM PA3XO/IH, IPOU3TUYAIY OT WIH CBbP3aHH
110 HAKaKbB HAYMH C pabOTaTa, CbXPAHECHHETO, yroTpedaTa Hin 00e3BpexIaHeTo Ha mpoaykra. To3un MHdopmarmoneH anct 3a 0€301macHOCT € U3TOTBEH U TpsiOBa
J1a ce M3II0J13Ba CaMo 3a TO3H MPOAYKT. AKO IPOAYKTHT CE H3I0JI3BA KATO ChCTaBKa Ha APYTU HPOLYKTH, HATHYHATA HH(pOpPMAIMs OU MOTTIa [1a CC OKaKe
Henpuiokuma. Ta3u HHpopMaIMs ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHMS U € NPEAHA3HAYCHA A []aJic ONMCAHKE Ha MPOIYKTa CaMo 3a LICINTE Ha
3[paBeora3BaHeTo, 0e30IIacHOCTTa H OKOJIHATa cpera. [lopaau ToBa, T He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 3a CBOHCTBATA HA MPOAYKTA.
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