COUNCIL OF EUROPE

Estradiol valerate

Emv;;rg;zg;g;f; Bconpéee NHpopMaLmoHeH JIMCT 3a 6e30MacHOCT
e damet  CONSEIL DE LEUROPE B ChOTBETCTBHE ¢ Permament REACH (EO) 1907/2006, usvenen ¢ Pernament (EC) 2020/378

Jlara Ha u3naBane: 03/04/2023 Jlata Ha pepaxuusita: 17/02/2025 3amens Bepcusra ot: 03/04/2023 Bepcwus: 2.0

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

®dopma Ha NpoJyKTa . BemectBo
HaumeHnoBaHue Ha BEIECTBOTO . Estradiol valerate
XUMHUYECKO HAMMEHOBaHUE . Estradiol valerate
EO Ne : 213-559-2

CAS Ne : 979-32-8

Kopx Ha nponykra : 201600354

Hpentndunupann ynorpeoun

Ynorpeba Ha BelecTBOTO/CMECTa : Hayunu uscnenBanus u pa3BUTHE
TexHUYeCKH N3MUTBAHUS 1 aHATH3U
Camo 3a npodecroHanHa ynotpeba
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHM XUMHKAITH

Ynorpedu, KOUTO He ce MPEenopPbHYBAT

OrpannueHns 3a ynorpeda : He 3a xpana, JlekapcTBa MM JIOMAaIlTHa yrioTpeda

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@edqm.eu, www.edgm.eu

Tenedonen HoOMep IPH CHEHIHH CITydau 1 +33(0)390215608

PA3JIEJI 2: OnucaHue HA OMACHOCTHTE

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

Kanneporennoct, Kareropus 1A H350
TokcuuHocT 3a penpoaykuusaTa, Kareropus 1A H360
ToKCHYHOCT 32 PENPONYKIMATA, HOBIHUTEIHA KaTteropus, epektn  H362
BBPXY WM UPE3 JIAKTAIUATA

3a meiaHus Teket Ha H- n EUH-npenynpeskieHusTa 3a OHacHOCT: BXK. pa3jen 16

He0naronpuaTtay GpU3HKOXHMHYHHE e(DeKTH H HeOIATONPHATHH e()eKTH 32 31PABETO HA Y0BEKA H OKOJIHATA cpela

Moske na mpuurHE pak. Mosxe 1a yBpean OIUIOAUTENHATA CIOCOOHOCT WK mioa. Moxe ma 6be BpeeH 3a KbpMauera.

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

ITuxrorpamu 3a onacuoct (CLP)

GHSO08
Curnanna gyma (CLP) : OmacHo
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Estradiol valerate

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

Ipenynpexnenus 3a onacHoct (CLP) : H350 - Moske na npu4YuHU pak.
H360 - Moxe 1a yBpe OIUIOIUTENIHATA CIIOCOOHOCT MIIH IUIOAA.
H362 - Moxe na Ob1e BpesieH 3a KbpMauerTa.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumBaiite npax/myuex/ra3/ ium/u3napeHust/acpo30ii.
P263 - Jla ce n30sirBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U IPU KbPMEHE.
P264 - la ce u3Mue polieTe 10 JAKTHTE H JIULETO CTAPATEIHO Clie]] yroTpeoda.
P270 - la He ce sae, nue Wiy My nNpy ynotpeba Ha NpoayKTa.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HN CPEACTBA 32 3allUTa Ha CIIyXa.
P308+P313 - [1PU siBHa miu mpeAnonaraeMa eKcrno3unus: I10Tbpcete MeANIMHCKH ChBET/IOMOLIL.
P405 - [Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CboapprkaHueTo/ChIBT Aa Ce U3XBBPIIH B MMYHKT 33 ChOMPaHe HA OMACHU WU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHH, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

ETuxernpane B CbOTBETCTBHE C: M3KITIOUEHNS 32 BHTPELIHH OMTAKOBKH, KOTaTo ChbPKAHHETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. JIpyru onacHoOCTH

Jlpyra napopmarus . AKTHBHO BemEeCTBO (BbB (hapMaleBTHYHU HPOJYKTH).
BHuMaHuMe - BENECTBO, KOETO BCE OIIE HE € M3IHMTAHO HAITBIIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 32 CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Estradiol valerate CAS Ne: 979-32-8 <100 Carc. 1A, H350
EO Ne: 213-559-2 Repr. 1A, H360
Lact., H362

3a mennus Teker Ha H- u EUH-nipenynpexaenusTa 3a onacHoCT: BX. pazjen 16

PA3/IEJI 4: Mepku 3a mbpBa IOMOIIL

4.1. Onucanue Ha MEPKHTE 32 IbPBa MOMOIIL

H‘pra moMo1g - 061111/1 MEpKH . BBB Bcnukn CJIy4an Ha CbMHCHHE, HWJIX aKO CUMIITOMHUTE IIPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
TTOMO1II.
H'I)pBa TIoMOII IpyU BAUIIBAHE . W3Benere nuiiero Ha 9uCcT BB3AYX U I'0O IIOCTABETE B IMMO3UL U, YIICCHABAIA JUIIAHETO. )Ia C€ oCTaBH

MOCTpaIalikis Jia CU rmo4yrHe. B ciyuaii Ha npuiomasane: [ToThpceTe MEANIIMHCKH CHBET/IOMOIIL.

IIbpBa HOMOII TPY KOHTAKT C KOXKATa : Jla ce cBay 3aMBPCEHOTO OOJICKIIO U H3JIOKEHHUST YUacThK OT KOXKaTa Jia ce H3MHe C MK CallyH U
BOJIa, KaTo CIIeJl TOBa ce M3IUIAKHE C TOIUIA BOJA.

IIppBa HOMOII[ TPY KOHTAKT C OYUTE : W3makHere ¢ BoJa, KaTO JbPXKHUTE OYUTE NIMPOKO OTBOPeHH. [I0ThpceTe MEMIIMHCKA TIOMOIIL, aKO
0oJKaTa, MUTAHETO HJIM 3a4ePBSIBAHETO MPOJIBIIKAT.

IIppBa HOMOILL IPH TMOTITBIAHE . M3mrakuere ycrara ¢ Bozia (caMo ako NOCTpaJajInsT € B cb3HaHHe). Hukora He naBaiiTe HUIIO Ipe3
ycrara Ha 4oBeK B Oe3ch3HaHMe. He3abaBHO OTHpceTe MEIUIIMHCKY ChBET/IIOMOLI.

4.2. Haji-cbl1eCTBEHH OCTPH M HACTHIIBAILM cJIe]l H3BECTeH IepHo/l 0T BpeMe CHMITOMH U edeKTH

Hsma HannyHa 10mbIHUTETHA HHOPMALIUS
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Estradiol valerate

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.

: PadoTa u cbxpaHeHnue

JIOITBITHUTEITHY ONACHOCTH 110 BpeMe Ha paboTa : 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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Estradiol valerate

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

PA3J/IEJI 8: KoHTpPOJI Ha eKCIIO3MIUSAITA/THYHH NPeINa3HH CPEeACTBa

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. moutH Osu1. BesuBeTeH.
BroHien Bung : Kpucranen npax. Kpucramm.
MonekynHa Maca 1 356.5 g/mol
Mupuc : He e npunoxumo.
I'panunara Ha Mupuca . He e nanuuno
Touka Ha ToreHe 1 =145°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: <0.1 g/l
Koedunuenr Ha pasnpenenenue: n-okrason/Boga (Log  : He e HanuuHO
Kow)

Hansrane na napute : He e nanuuno
Hansraune na napute mpu 50°C : He e nanuuno
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Estradiol valerate

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 (OpajiHa) . He ce knacupuumpa (Bb3 ocHOBa Ha HAJIMYHHUTE JAHHH, HE CA M3IIBIHEHH KPUTEPHHTE 32
KIacubHIEpane)

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

OcTpa TOKCHYHOCT (BMILIBAHE) . He ce xnacudunupa (Jlunceat ganHm)

Estradiol valerate (979-32-8)

LD50 opanso mrbx > 2000 mg/kg (pOrHO3HA CTOWHOCT)
KoposuBHocT/mpasHene Ha Koxara . He ce xnacudunupa (Jlunceat nanHmn)
Cepno3HO yBpeskJ[aHe Ha OUHTE/IpasHEHEe Ha OUNTe : He ce xnacudumupa (JIuncear qaHHm)
CencuOmn3anys Ha IUXaTeJHUTE IBTUINA WK Koxkata : He ce xacudunupa (Jluncsar naHam)
MyTareHHOCT Ha 3aPOUIIHUTE KIETKN . He ce xnacuduuupa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHN KPUTEPUUTE 32
KJacuuypane)
Kanneporennoct : Moxe 1a IpUYKHH PaK.
TOKCHYHOCT 3a PeHPOAyKIHATA : Mosxe a yBpeau OIUIOMTENIHATA CHOCOOHOCT MK 1u1oaa. Moske fa Ob/ie BpE/ICH 3a KbpMaueTa.
CTOO (crnennduyHa TOKCHYHOCT 3a OIPEICICHU : He ce knacu¢umpa (JIunceat nanxu)

OpraHu) — €JHOKpPATHA eKCIIO3ULIHS
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanam)
OpraHy) — HOBTapsIIIa ce eKCIIO3UIUSL

OmnacHOCT IIpH BAUIIBAaHE : He ce xnacudunupa (Jluncsat nanxm)

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS
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Estradiol valerate

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

PA3JIEJI 12: ExonornyHa uH(popManus

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) . He ce ximacuduuupa (Jluncsat 1aHam)
OnacHo 3a BOJHATA CPe/ia, ABIrOCPOUHA (XPOHHYHA) . He ce xiacuduuupa (JIuncsar 1aHau)

Estradiol valerate (979-32-8)

YCeToW4YMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma HanuvHa TOTBIHUTETHA HHPOPMAIIHS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

Hsma HanmuvHa ZONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTETHA HH(bOpMaLIPIﬂ

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

PA3JIEJI 13: O0e3BpeskiaHe HA OTHaAbLUTE

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

PA3EJI 14: Uadopmanus 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no ciucbka Ha OOH niau uaeHTHGUKALHOHEH HOMEP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPAaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT IPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpea

He e mpunoxumo He e npunoxumo He e npunoxumo

Hsima mombiaHHTEIHA HANTUYHA PIH(bOpMaLII/Iﬂ
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Estradiol valerate

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

14.6. CnennaTHu NpeANa3HA MePKH 32 MOTPeOUTeINTE

CyXonmbTeH TPAHCIIOPT
He e npunoxxumo

Tpancnopt o Mope
He e npunoxxumo

Bb3aynien Tpancnopr
He e npunoxxumo

14.7. MOPCKH TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. CiepvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0H0IATE/ICTBO OTHOCHO 6€301aCHOCTTA, 3PABETO H OKOJIHATA
cpexa

PeramamenTn Ha EC

REACH, Ilpuio:xenne XVII (¥YciioBus 3a orpaHuyaBaHne)

He durypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cnuchbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [Ipunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a paspeliaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucbka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLecTBa, KOMTO HapylaBat 030HoBusl cioii (Permament EO 1005/2009)
Persniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa B PETJTIAMEHT (EO) Ne 428/2009 HA CBBETA ot 5 maii 2009 roausa 3a BbBexIaHe pexkuM Ha OOMIHOCTTA 32 KOHTPOI HA U3HOCA, TpaHchepa,
Opokepckara ISHHOCT U TPaH3UTa Ha U3/ENHUS U TEXHOJIOTHH C BOHHA ynoTpeba.

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

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA ¢ IIPEeKypcopy Ha B3puBHH BemecTBa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
MPEKypCOPH Ha B3PUBHU BEIIECTBA)

PerjiaMeHT 0THOCHO npeKypcopuTe Ha HapKoTH4YHM BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HapkoTnuauTe BemecTsa (Permament EO 273/2004 0THOCHO POM3BOCTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH M IICHXOTPOITHHU BEIIECTBA)

15.2. Onenka Ha 0€30MACHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa Hann4yHa JOMBJIHATETHA HHQOPMALHS

PA3JIEJI 16: Ipyra undgopmanus

HNuauxanus 3a npoMeHu

Paznen IIpomeHeH eneMeHT KomenTapu
3ameHs BepcHATa OT Jlo6aBeno
JlaTa Ha pegakmnusara Jlo6aBeHo

1.1 EO Ne Jlo6aBeno

1.1 CAS Ne Jlo6aBeHno

1.1 CHHOHMMU IIpemaxunaro
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Estradiol valerate

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
1.1 HaumenoBanne IIpomeneno
1.2 Orpanudenus 3a ynorpeda IIpomeneno
1.2 Ynorpeba Ha BelecTBOTO/cMecTa IIpomeneno
1.2 OcHoOBHa KaTeropus Ha ynorpeba IIpemaxnaro
2.1 Hebnaronpusathu QU3NKOXUMUYHH €EKTH 1 ITpomeneno
HeOIaronpusTHY e(heKTH 3a 3APABETO HA YOBEKA U
OKOJIHAaTa cpejia
2.1 Knacudukarus B cborBerctre ¢ Pernament (EO) | Ilpomeneno
Ne 1272/2008 [CLP]
2.2 TIpenopsku 3a 6e3omacHoct (CLP) IIpomeneno
2.2 Tpenynpexnenus 3a onacHoct (CLP) IIpomeneno
2.3 Jpyra undopmarms Jlo6aBeno
4.1 IIppBa nomol - 001K MEPKU JlobaBeHo
4.1 ITepBa nomou1 NpH KOHTAKT € KOKaTa ITIpomeneno
4.1 IIppBa nomor npu BIUIIBAHE IIpomeneno
4.1 IIppBa nomo1l Npy NOINIbIAHE IIpomeneno
4.1 IIppBa HOMOII IPKU KOHTAKT C OYUTE IIpomeneno
4.2 Cumnromu/epexTu IIpemaxHarto
4.2 CuMnToMu/epeKTH Ciell MorIblaHe IIpemaxuaTo
4.2 CuMnToMu/eeKTH cirell KOHTAKT ¢ KoXKaTa IIpemaxunaro
4.2 CumMnromu/eexTd ciel BAUIIBaHE IIpemaxnaro
4.2 CumMnromu/edeKTu ciesy KOHTaKT C OYUTe IIpemaxHarto
43 Jlpyro MeIMIMHCKO CTAHOBUILE WIIK JICYEHHUE IIpemaxnarto
5.1 Henonxonsuy noxaporacuTenHu CpeiACTBa Jlo6aBeno
5.1 Toaxoasmu noxkaporacuTeHU CpeIcTBa IIpomeneno
5.2 OnacHu NPOAYKTH Ha pa3NajilaHe B cilyyail Ha Jlo6aBeno
oxap
52 OmacHOCT OT IoXKap IIpemaxunarto
53 3amuTa npy raceHe Ha moxap JlobaBeHo
53 MucTpyxuuu 3a racene Ha moxapu IIpomeneno
6.1 3aluTHU cpeicTBa Jlo6aBeno
6.1 ABapuiiny njaaHoBe ITIpomeneno
6.1 O0mu Mepku IIpomeneno
6.2 Ipenma3sHu Mepku 3a oma3BaHe Ha OKoJIHATa cpenia | Jlo6aBeHo
6.3 3a 3aabpiKaHe Jlo6aBeno
6.3 MeTtoau 3a mouncTBaHe IIpomeneno
6.4 ITo3oBaBaHe Ha apyru pasznen (8, 13) JlobaBeHo
7.1 JlONIBbITHUTEHY OLIACHOCTH 110 BpeMe Ha paborta IIpomeneno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
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Estradiol valerate

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

HNuankanus 3a npoMeHu

Paznen IIpomeHen eneMeHT KomenTapu
7.1 XUTrHeHHU MEPKH IIpomeneno
72 OnakoBBbYHHE MaTepHAIN Jlo6aBeno
7.2 TexHuuecku MepKu IIpemaxnarto
7.2 VYcnoBust 3a chXpaHsIBaHe Ipomeneno
7.3 CrenuduyHy KpaiHu yrnoTpeon IIpemaxunaro
8.2 3amyrta Ha JUMXaTeIHUTE IITUIIA IIpomeneno
8.2 3amura Ha phIeTe IIpomeneno
8.2 3amuTa Ha OYUTE IIpomeneno
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3aluTa Ha KoKaTa U TSUIOTO IIpomeneno
9 MornekyiHa Maca JobaBeHo

9 Touka Ha TOTICHE Jlo6aBeHo

9 LBsit Jlo6aBeno

9 BroHIeH Bug IIpomeneno
10.1 Peakimonna cnocoOHOCT IIpemaxnarto
10.5 HecwsBmecTumu marepuanu IIpemaxnarto
10.6 OnacHu NPOAYKTH Ha pa3lagaHe IIpemaxunaro
11.1 LD50 opanHo mex IIpomeneno
12.1 Exomnorust - 061mo IIpemaxunaro
13.1 Pernonanuu pasnopendu 3a OTHaabIHUTE IIpemaxuarto
I'baen Texker nHa H- u EUH-npeaynpeskieHusiTa 3a oacHoCT:

Carc. 1A Kanneporennoct, Kateropus 1A

H350 Mosxe J1a MPUYUHHU paK.

H360 Moske 1a yBpeay OIUIOIUTENIHATA CIOCOOHOCT WITH TUIOJA.

H362 Mosxe n1a Obe BpesieH 3a KbpMayera.

Lact. ToKCHYHOCT 3a PEHPOLYKILHATA, JONBIHUTEIIHA KaTCropus, epeKTH BbPXy HJIM 4pe3 JIaKTalusITa
Repr. 1A TokcuuHocT 3a penpoaykuusaTa, Kareropus 1A

Wudopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpikamnia ce B To3u MHpOpMamoHeH JI1CT 3a 6€301acHOCT, € HOJIyYeHa OT H3TOYHUIHN, KOUTO CMsITaMe 3a

HaACK/THH. B’bl’[peKI/I TOBa, I/IHCbOpMaLII/IHTa C€ npeaocTaBs 06e3 HUKaKBa rapaHuys, U3puiHa Ui noz{pa36npama C€, OTHOCHO HeWHaTa KOPEKTHOCT. VcnoBusTa Win

METOIHUTE 3a pa60Ta, CbXpaHCHHUE, yHOTpe6a NI 06€3BpC)KI[aHe Ha MpOoAYyKTa ca U3BBH HaIIKs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETCHTHOCT. Hopazm

Tasu U Apyru NpuIuHU, HUE HE ITIOEMaME€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 321Fy6I/I, LICTH WU pa3Xoau, NPOU3TUYAIIU OT WJIU CBBP3aHU

0 HAKAaKbB HAUMH ¢ paboTaTa, ChXpaHEHHETO, yroTpedaTa uin 00e3BpexkIaHeTo Ha poaykTa. To3u MHpopMalnoHeH JIMCT 3a 6€30MacHOCT € U3rOTBEH U TpsiOBa

Jla C€ U3II0JI3Ba CaMO 3a TO3U IPOAYKT. Ako MPOAYKTHT C€ U3MOJI3BA KATO ChbCTaBKa Ha APYTryd NPOAYKTH, HAJIMYHATA I/IHCbOpMaLU/I}I 6u MorJia Jla CC OKaxe

HETIPUIOXKUMaA. Tasu I/IHCl)OpMaLU/ISI C€ OCHOBaBa Ha HAIIUTE TEKYIIU IMO3HAHUS U € IPEAHA3HAYCHA J1a 1a/I€ ONMMCAaHUE Ha IMPOJAYKTa caMO 3a LECIUTE Ha

3/1paBE€OoIIa3BaHETO, 0e301acHOCTTa M OKOJIHATA cpena. Hopa,un TOBa, TS HE Tp}lﬁBa Jla C€ ThIIKYBA KaTo rapaHuys 3a CBOMCTBaTa Ha NpoayKTa.
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