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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo

HauMmeHoBaHMe Ha BEIIECTBOTO : Testosterone enantate impurity H
XHUMHYECKO HANMEHOBAHHUE : Androst-5-ene-3beta, 1 7beta-diyl diheptanoate
CAS Ne 1 162890-98-4

Kon na npoxykra : 202400290

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

1.2.1. UnenTuduuupanu ynorpeon

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeHa3HAYCH 3a U3CICBAHNS, aHATN3H U HAYy4YHO-00pa30BaTEIHU LEIIH.
VYnorpeba Ha BelecTBOTO/cMecTa : Camo 3a mpodecronanHa ynorpeda
DyHKIHS WK KaTeropus Ha yrnoTpeba : JlaGopaTOpHH XUMHKAITH

1.2.2. Ynorpeou, KouTo He ce NPenopbLYBaT

OrpannueHns 3a ynorpeda : Jla ne ce uznonssa : [lormemane, Baumsane, [lepmanso

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 1 +33(0)390215608

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacudunupasne Ha BemecTBOTO UJIH CMeCTa

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

Ocrtpa TokcnuHocT (opainHa), Kareropus 4 H302
Kanueporennoct, Kareropus 2 H351
ToxcnunocT 3a penpoxykuusTa, Kareropus 1B H360FD
TOKCHYHOCT 32 PENPOLYKIMATA, TOMBIHHTEIHA KAaTeTOpHs, €PEKTH BBPXY HIN H362

4pe3 JIaKTaluaTa
OnacHo 3a BoJIHaTa cpejja — XpOHUYHA ONACHOCT, KaTeropus 4 H413
3a meanud TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMH'1Hl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKA3aTCJICTBA.
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO07 GHSO08
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHocT (CLP) : H302 - Bpenen npu noraslnase.

H351 - TIpeamnornara ce, 4e IPUYHHSIBA PaK.
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

H360FD - Moske na yBpeau OImIoAnTeIHaTa ciocoOHoCT. Moe 1a yBpeau 1mioaa.
H362 - Moxe na Ob/1e BpesieH 3a KbpMauerTa.
H413 - Moxe /1a IpU4uHM IbIATOTPACH Bpe/ieH eeKT 3a BOJHUTE OPraHU3MHU.
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.
P273 - Jla ce n36srBa n3mycKkane B OKOJIIHATA Cpea.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JIMIe/TIPEANa3HU CPEACTBA 3a 3allUTa Ha CIIyXa.
P301+P312 - [1PU [TIOTJIBLIAHE: I1pu nepasmonoxenue ce obanere B LIEHTBP I10
TOKCHKOJIOT' M unu Ha nexap.
P308+P313 - [1PU siBHa niu npeamnonaraemMa ekcro3uuust: [loTbpcere MEAUIMHCKH ChBET/TTIOMOLI.
P330 - M3nnakuere ycrara.
P405 - Ta ce chxpaHsiBa 1oJ| KJIHo4.
P501 - CpapprxaHneTo/chabT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALMOHAIIHY H/MJIN MEX/ILyHapOIHU
pasnopenou.
Ertukernpane B choTBeTCTBHUE ¢: M3KiIIOUCHNMS 32 BBTPEIIHM ONAKOBKH, KOTaTo ChABPXKAaHHETO HE NpeBuirasa 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. [Ipyru onacHoCTH
Hsima HanuaHa JOITBJIHUTECITHA I/IH(bOpMaI.II/IH
PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKHUTE
3.1. BemectBa
HaumenoBanue HNnenTuduxarop Ha % Kaacudukanus B cbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Androst-5-ene-3beta, 1 7beta-diyl diheptanoate CAS Ne: 162890-98-4 <100 Acute Tox. 4 (opanna), H302
Carc. 2, H351
Repr. 1B, H360FD
Lact., H362

Aquatic Chronic 4, H413

3a neinnus Teker Ha H- 1 EUH-nipenynpexaenusta 3a onacHoOCT: BX. pazjen 16

3.2. Cmecu

He e npunoxumo

PA3/IEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHTE 32 MbPBa MOMOIL

ITbpBa MOMOLL IPH BAHIIBAHE . TIpemecTeTe moCTpafamus Ha YUCT Bb3AyX. OCHTypeTe CBEX BB3IYX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOLI PH KOHTAKT € KOXKaTa : Ja ce OTCTpaHM MaKCHMAaJIHO Ype3 H30BpcBaHe (C 9ICTa M MeKa IONHBaNia kspra). Ja ce n3mue
OOMITHO C BOJIA B KOATO € IIPUOABEH AETEPTeHT.

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

ITbpBa MOMOLI IPH MOTITbIAHE : Mznmaksere ycrata. Moxke 1a 6B/l MPENOPBYaHO TPOABIKUTENHO METHIIMHCKO HAOIIOICHHE.
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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 . Henocrarb4Hu naHHH.

HOT’prCTC MEAUIUHCKHA ChBET/ TIoOMO1I. HpH BB3MOXKHOCT [1a CC€ ITOKAXXC HACTOALMSA JIMCT, 4 aKO HE € Ha PA3II0JIOKCHHUE, a CC IMOKAXKE OITaKOBKaTa WJIA €THUKETA.

PA3JIEJI 5: [IpoTuBONOXKAPHU MEPKH

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

OmacHOCT OT ToXap . Bwx maparpad 2.2.

HHCTPYKIIPIPI 3a raceHe Ha I10Xapu : Jla ce usnona3par CpE€aCTBA, MOAXOISIIN 32 TAaCEHE Ha IT0XKapH B CbCEIACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

OO0 Mepku : Jla ce n304rBa npekus KOHTAKT ¢ nmpoaykra. He BaumBaiite

mpax/myieK/ras/ M/ u3napeH¥s/aepo30IIH.

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

ABapHﬁHPI TTAaHOBE : I[a C€ HOCH IMOAXOAAIIO NPEAIIa3HO 06J'ICKJIO, PBKaBUIU U 3aIUTHU CPEACTBA 38 OUNUTE UIIH JIULETO.

6.1.2. 3a iMnaTa, OTTOBOPHM 32 CHICIIHH CJIy4Yan

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

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

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3/IE]

: PaGoTa u chxpaHneHue

JIOITBJIHUTEIHE OTIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpebGuresns 1a ce 00bpHe BHUMaHHE 3a PUCKOBETE, CBEHTYAIIHO CBBP3aHH C U3IOJI3BAHETO Ha
MPOJYKTA 3a JAPYTH LIEIIH, PA3JIMYHH OT TE3H, 3a KOUTO € IPeIHa3HAYCH.

Tlpeanasuu mepku 3a Ge3onacHa pabora : C marepuaia TpsioBa 1a ce paboTn BHUMAaTesHO. [la ce n30srBa npekust KOHTaKT ¢ npoaykra. C
Marepuaia TpsAbBa Jia ce paboTH MoJ JTabopaTopHa KaMKHa, JJOKOJIKOTO TOBa € Bb3MOXKHO.

XHUrueHHH MEpKU : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMATA Ha J0OpaTa POMHUIIIICHA XUTHEHA U POLIEIypUTe 3a
6e301acHOCT.

TexHU4ecKH MEpKH : /Jla ce ca3Bat NPMIIOXKHMHTE Pa3openon.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

YcnoBust 3a cbXpaHsiBaHe : Jla ce cbxpaHsBa 10J1 KJII0Y.
7.3. Cneuuduuna(n) kpaiina(u) ynorpeoda(u)

Bk maparpad 1.

PA3JIEJI 8: KoHTpoJI Ha eKCIIO3UIMATA/IMYHM NPeANAa3HU CPelCcTBa

8.1. [TapameTpu Ha KOHTPO.JI
8.1.1 HanmoHaJHH rPAHUYHHU CTOHHOCTH HA MPO(ECHOHAJIHA eKCIO3ULHUS ¥ OMOJIOTHYHY IPAHMYHM CTOHHOCTH
Hsma Hann4Ha I0MBJIHUTETHA HHOPMALIUS

8.1.2. IIpenopb4uTEeIHH NIPOLEAYPH 32 HAOIIOCHHE

Hsima HanuyHa AONBIHUTEIHA I/IH(bOpMaI.IPIH

8.1.3. 3ambpcuTeH Ha Bb3yXa, 00pa3yBaHH 110 BpeMe Ha NpeAnucaHaTa ynorpeda

Hsma Hanu4Ha DOMBIHUTENTHA HHOPMAIUST

8.1.4. DNEL u PNEC

Hsma HanuyHa AOMBIHUTEIHA I/IH(bOpMaI.II/IH

8.1.5. Peryimpane upe3 o6xsatu (control banding)

Hsma HanuyHa I0MBIHUTENTHA HHOPMAIUST

8.2. KoHTpo. Ha eKco3uIUATA

8.2.1. Ioaxoasiuy MH:KEHEPEeH KOHTPOJI

IMoaxoasiu HH:KEHEPEH KOHTPOI:
Jla ce cpxpansiBa B JoOpe NPOBETPUBO MoMelieHue. Jla ce H3Ion3yBa eAMHCTBEHO B CMyKaTelHa KabrHa ¢ MHTerpupaH Gpuirsp. Bucokoedekruser GpuiTsp 3a
vyactuun (HEPA ¢untep).

8.2.2. JIM4HM npena3Hu cpecTBa
8.2.2.1. 3amuTa HA 0YMTE U JIMLETO

3ammuTa Ha ounTe:
Ipeanasuu oumna. DIN EN 166

8.2.2.2. 3ammuTa HA KoOKaTa

3ammTa Ha KOKaTa U TAJIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obnekio. DIN EN 13034

3ammuTa Ha pbIleTe:
XuMHUYeCKH yCTOHUUBHU Npena3Hu pbkasuiy. ISO 374-1

8.2.2.3. 3amuTa Ha IUXAaTEJHUTE MbTHIA

3ammTa Ha AMXATEIHATE MbTHINA:
Ortzensne Ha npax: npoTuBomnpaxosa Macka ¢ puiatep P3. DIN EN 140 & 149. Teuen npoaykr : AHTHaepo3onHa Macka. Hocere muxaresnen anapar, ako cTe
N3JI0KEHHU Ha Mapy/IIpaxoBe/aepo30iIu

8.2.2.4. TepMuyHHM ONACHOCTH

Hsma HannyHa nombiHUTETHA HHGOPMALUS

8.2.3. KoHTpOJI Ha eKCIIO3HIHUATA HA OKOJIHATA cpeaa

Hsima Hanmanaa JOITBJIHUTEITHA I/[H(bOpMaI.IPIFI

PA3JIEJI 9: ®u3uyHA U XUMHYHH CBOMCTBA

9.1. UndopManusi 0THOCHO OCHOBHHMTE (U3HYHM M XMMUYHH CBOICTBA

ArperaTtHo CbCTOSIHHE : TBBpIO BELIECTBO
LBsar . He e HannuHo
Mupuc : He e npunoxumo.
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

I'pannmara Ha Mupuca : He e Hanuuno
Touka Ha ToneHe : He e HamuuHO
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KuIIeHe : He e Hanuuno
3amanuMocT : He e Hanuyno
I'paHuIM Ha EKCIUIO3UBHOCT : He e npunoxumo
JloJHa TpaHMIIa Ha KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha EKCIUIO3UBHOCT : He e npunoxumo
IInamua Temneparypa : He e npunoxumo
Temneparypa Ha camMo3amnajBaHe : He e npunoxumo
Temneparypa Ha pasiaraHe : He e Hann4HO
pH : He e Hamu4HO
pH pastBop : He e HanmuuHO
Buckosurer, kunemaruueH : He e npunoxumo
PazrBopumoct : He e Hanu4HO
Koedunuent na pasnpeneneuue: n-okranon/soga (Log  : He e HamuHO
Kow)

Hansrane Ha napure : He e Hanu4HO
Haunsrane 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 Hanmu4HO

9.2.1. Unpopmanusi BbB BPb3Ka ¢ KiIacoBeTe HAa GU3UYHA ONIACHOCT

Hsima Hanu4Ha qOonbIHUTENHA HHDOpMAIHS

9.2.2. JIpyru XapaKTepuCTHKH 32 0€30MacHOCT

Hsima HanmuHa OMIBJIHUTETHA nthopmaum

PA3JIEJI 10: CTaGHIHOCT U PEAKTHBHOCT

CrabuieH Ipu HOPMAaJTHH YCIIOBHSL.

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

Hsima HanmM4HA TOBIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBIHUTENHA HHOOPMAIIHS

Hsima nipu Hopmanua ynorpe6a. Buoxre Paznen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakaaHe OTACJIA OIIaCHU U3NapCHUA.

PA3JIEJI 11: ToxkcuxojioruuHa nHgopmanus

Octpa TOKCHYHOCT (OpajHa) . BpeneH npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (JIunceat nanHu)
OcTpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢mmpa (JIunceat nanuu)
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WNudopmannoHeH JUcT 3a 6€301MacHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

KoposuBHocT/mpasHene Ha Koxara : He ce knacu¢uupa (Jlunceat nanHu)

CepHo3HO yBpexJaHe Ha OYHTE/Apa3HEeHe Ha OYHUTE : He ce xknacu¢umpa (JIunceat nanum)

Cencubunysanys Ha IUXaTelHATE MbTUINA WK koxkata  : He ce kimacuduumpa (JIuncpar nannam)

MyTareHHOCT Ha 3aPOUIIHUTE KIETKA . He ce knacudunupa (B3 0CHOBa Ha HAJIMYHUTE JAHHY HE Ca M3ITBIHEHH KPUTEPUHTE 32
KIacu(pHIIpaHe)

Kanrneporennocr : Ilpeanonara ce, ye MPUYUHABA PAK.

TOKCHYHOCT 3a peNPOAyKIHATA : Moxe 1a yBpeau OIUIOMTENHATa CIocOOHOCT. Moske a yBpeau 1miona. Moske a 6b/ie BpesieH 3a
KbpMayera.

CTOO (cnennduyHa TOKCHYHOCT 3a OLPEIEICHN . He ce xnacu¢uupa (JIunceat nanxm)

OpraHu) — €JHOKpPaTHA eKCIIO3ULIHS
CTOO (cnenuduyHa TOKCHYHOCT 32 OIPEIEIeHU : He ce xnacudunupa (JIuncsat nanam)
OpraHu) — MOBTAPSIIIA CE eKCIO3ULMS

OmnacHOCT IIpU BAUIIBaHE . He ce xnacudunupa (TexHHYeCKa HEBB3MOXKHOCT 3a MOTy4YaBaHe Ha JAHHH)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

A3IEJI 12: ExoJioruuna nngopmanus
Exonorus - o010 : OmnacHu ortnaabuy. [la ce u3noa3yBaT NOAXOASAIIN KOHTSHHEPH 32 OTNAJAHUTE MPOYKTH.
OmnacHo 3a BoJHaTa cpejia, KpaTkocpoyHa (ocTpa) : He ce xnacu¢uimpa (Bb3 ocHOBa Ha HATMYHHUTE JAHHH HE Ca U3MBIHCHH KPUTEPHUTE 32
KIacupHIEpaHe)
OmnacHo 3a BoJHAaTa cpejia, IbIrocpoyHa (XpoHHYHA) : Moxe 1a IpHYNHU JBJITOTPAcH BpeIeH e(eKT 3a BOJHUTE OPraHH3MH.
He ce pasrpaxna 6bp30

Hsima HanmuHa JOMIBIIHUTETHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1onbIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha nOMbIHUTENHA HHDOpMATHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

AHEC HA OTHHAAbIIY

Perunonanuu pasrlopez(ﬁu 3a OTHAABLIUTE : I{a C€ U3XBBPJH 110 6e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HallMOHATIHU pa3r10pe;[614.

PA3JIEJI 14: UndgopManysi OTHOCHO TPAHC IpaHeTo

B cporBercTere ¢ ADR / IMDG / IATA
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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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Testosterone enantate impurity H

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

II'bnen Texker Ha H- u EUH-npenynpeskieHusiTa 3a onacHocT:

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

Aquatic Chronic 4 OmacHo 3a BoIHATA cpefia — XPOHHYHA OIMACHOCT, KaTeropus 4

Carc. 2 Kanueporennoct, Kareropus 2

H302 Bpenen npu nornsluase.

H351 IIpeamnonara ce, ye NPUUUHSABA PaK.

H360FD Moske 1a yBpeu OIUIOAUTENIHATA CIIOCOOHOCT. MojKe 1a yBpeau IIoza.
H362 Mosxke 1a Ob/ie BpelieH 3a KbpMauera.

H413 Mozke 1a IPHYMHA JBITOTPacH BpeieH e(eKT 3a BOJHUTE OPTaHH3MH.
Lact. TOKCHYHOCT 3a PEHPOAYKLHATA, JONBIHUTEIHA KATCropus, epeKTH BbPXY HJIM 4pe3 JIaKTalusTa
Repr. 1B TokcuuHocT 3a penpoaykuusata, Kareropus 1B

Nudpopmannonen simer 3a 6ezonacuoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaila ce B To3u MHdopmaroneH uct 3a 6e30MacHoCT, € MoJy4eHa OT H3TOYHHLIM, KOUTO CMsTaMe 3a

Ha/eXKIHU. Bbrpeku ToBa, nHGopManusTa ce npeaocTaBs 0€3 HUKaKBa rapaHiys, U3pUIHa WK 1101pa30upalia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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