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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 : Dydrogesterone
XHUMUYECKO HAaMMEHOBAHUE : Dydrogesterone
EO Ne 1 205-806-8

CAS Ne 1 152-62-5

Kon Ha npoxykra : 201600331

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, KOUTO He ce MPEenopPbHYBAT

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
EDQM, Council of Europe

7, Allée Kastner, CS30026

F 67081 Strasbourg

France

T +33(0)388412035, F +33(0)388412771

sds@edgm.eu, www.edgm.eu

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]

EHIOKpHHEH HapyLIMTEI 110 OTHOIIEHHE HA OKOJIHATA CPEJa, EUH431
Kareropus 2

EHIIOKpHHEH HapyLIUTE 110 OTHOILEHHE HA 3/IpaBETO HA YOBEKA, EUH380
Kareropus 1

Kanneporennoct, Kateropus 2 H351
CrenniyHa TOKCHYHOCT 3a ONpEJieNIeHN Oprany — noprapsima ce  H372
excnoszunus, Kareropus 1

OnacHo 3a BoJHaTa cpejja — XpOHUYHA ONACHOCT, KaTeropus 2 H411

3a nmbanus Texct Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pasjen 16

Heﬁnaronpuﬂnm q)“3l/lKOXPlMPI'1Hl/l eq)eKTPl H HeﬁJ’laFOl’lpl/lﬂTHl/l e(l]eKTl/l 3a 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa

ToxkcH4eH 3a BOAHUTE OPraHU3MH, C ABIroTpacH edekt. IIpeamnonara ce, ye npuuuHsBa pak. [IpudnHsBa yBpexkaaHe HAa OPraHUTE MOCPEACTBOM MPOIBIKHTEIHA
WM TOBTApsIIIa c€ eKCIO3HIIHS.
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Dydrogesterone

HH(I)OpMaHI/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

2.2. EleMeHTH HAa €THKETAa

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

IMTukrorpamu 3a onacHoct (CLP)

GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : EUH380 - Mosxe fa npH4IMHY HapyIIeHHe Ha (GYHKIIUUTE Ha CHIOKPUHHATA CUCTEMa B YOBEIIKHUS
OpraHU3bM.

EUH431 - BeposiTHO IpHYHHsBA HapyIIeHHe Ha (PyHKIMUTE Ha €HIOKPUHHATA CHCTEMa B OKOJIHATA
cpena.
H351 - IIpennonara ce, 4e IPUINHSBA PaK.
H372 - IIpuunnsBa yBpexxIaHe Ha OPraHHUTe (CHIOKPHHHA CHCTEMa) IIOCPEACTBOM IPOABIDKUTEIHA
WITH TIOBTapsIIIa Ce eKCIO3HIIHS.
H411 - ToxcuueH 3a BOTHHTE OPTaHU3MU, C ABITOTPACH e(EKT.
IMpenopsku 3a 6e3omacuHoct (CLP) : P201 - IIpenn ynotpeba ce cHabaeTe ChC CHEIMATHU HHCTPYKIUH.
P202 - He n3non3Baiite npeau 1a cTe IPOYESIH U pa3dpaly BCHUKH IPeANa3HH MEPKH 3a
6e30macHOCT.
P260 - He aumBaiiTe mpax/IyIex/ras/auM/U3IapeHus/aepo30iIH.
P263 - Jla ce n304rpa KOHTAKT [0 BpeMe Ha OPEMEHHOCT M IIPH KbPMEHE.
P264 - Jla ce m3mue pbueTe 10 TaKTUTE U JHIETO CTapaTelHo Clel yIoTpeoa.
P270 - [la He ce sne, MHe WIK IIyIIX OIpH YIOTpeOa Ha IPOIYKTa.
P273 - Jla ce u304rBa U3IyckaHe B OKOJIHATA Cpeia.
P280 - M3non3BaiiTe npeana3sHu pbKaBULU/IPENa3HO 00ICKIO/MPena3Hi OYriIa/Ipea3Ha Macka
3a JIMIe/Ipea3Hu CPeICTBA 3a 3alllUTa Ha CIIyXa.
P314 - TIpu Hepa3MnoI0KEHUE MOTHPCETE MEAUIIMHCKH CHBET/TIOMOIII.
P391 - Cpbepete pasniaroro.
P405 - Jla ce cbxpaHsiBa 1o KJIrou.
P501 - CbabprkaHHeTO/CHABT J1a CE M3XBBPIIHN B IIYHKT 3a ChOMpaHe Ha OMACHU WU CIICIUATHI
OTIaABIY, B ChOTBETCTBUE C MECTHHTE, PETHOHAIHY, HAIIMOHAIHH /M MEKIyHAPOJHI
pasnopenou.
ETuxernpaHe B ChOTBETCTBHE C: MI3KII0UCHNS 32 BETPEIIHH OIIAKOBKH, KOTATO ChAbPKAaHUETO He IpeBumasa 10 ml.
IMuxrorpamu 3a onacuoct (CLP)

GHS08

2.3. /Ipyru onacHocTH

BelecTBOTO € BKIIOYEHO B CIMCHKA, M3TOTBEH B ChOTBETCTBUE ¢ wieH 59, naparpad 1 or REACH, 3a npurexxaBaHe Ha CBOICTBa, HapylIaBaly QyHKIMUTE HA
CHIOKPHHHATA CUCTEMA, WK € MACHTU(UIIMPAHO KAaTO MIPUTEXKABAIIO CBOICTBA, HApyIIaBaiy (yHKIUNTE Ha €HIOKPHHHATA CHCTEMA, B ChOTBETCTBHE C
kpurepuute, onpenenenu B Jlenerupan Pernament (EC) 2017/2100 na Komucusra nnu B Pernament (EC) 2018/605 na Komucusita
Jlpyra undopmarus : AKTHBHO BelecTBO (BbB (hapMalleBTHIHH IPOTYKTH).

BHuMaHue - BEIeCTBO, KOETO BCE OILE HE € H3MHUTAHO HAITBIIHO.

PA3JIEJI 3: CbcraB/mH(popManusi 32 CbCTABKHTE

3.1. BemecTBa

HaumenoBanue HUpentuduxarop Ha % Kaacuduxauus B cboTBeTCTBHE C
NPOAYKTa Pernament (EOQ) Ne 1272/2008 [CLP]
Dydrogesterone CAS Ne: 152-62-5 <100 ED ENV 2, EUH431
BEIIECTBO, HACHTH(HUIMPAHO KaTo MpUTexasaiio cBoiictea | EO Ne: 205-806-8 ED HH 1, EUH380
nia HapyiaBa GpyHKIMHTE Ha €HIOKPUHHATA CHCTEMa Carc. 2, H351
STOT RE 1, H372
Aquatic Chronic 2, H411

3a mennus Teker Ha H- u EUH-nipenynpexaeHusta 3a onacHOCT: BX. pazjen 16
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Dydrogesterone

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

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

4.1. Onucanne Ha MepPKHUTe 32 MPBA MOMOL

ITspBa momou - 001 MEpKH : BbB BcHUKH Cllyyan Ha CbMHEHHUE, WM aKO CUMITOMUTE TIPOBIDKABAT, IOThPCETE MEANIIMHCKA
HOMOIII.

ITspBa oMol Ipy BAUIIBAHE : M3Benere nuieTo Ha YUCT BB3/yX U IO IIOCTABETE B MO3MINS, y/IleCcHsABaIla AuinaHeTo. [la ce octaBu
MOCTpaJaiys 1a Cu movnHe. B ciydaii Ha npuiomaBane: [loTbpceTe MEAUIMHCKH ChBET/IIOMOLL.

ITbpBa oMol IPK KOHTAKT C KOXKaTta : Jla ce cBanmy 3aMbPCEHOTO OOJICKIIO U U3JIOKEHUSAT Y4acThK OT KOXKaTa Ja Ce M3MHUE C MEK CallyH
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

ITbpBa oMo IPH KOHTAKT C OYUTE : Usmiakuere ¢ BoJa, KaTo AbPKUTE OUUTE MIMPOKO 0TBOpeHH. [ToThpceTe MEANIMHCKA TOMOLLL, aKO
60JIKaTa, MUT'AHETO WIIM 3a4EPBABAHETO MPOABIKAT.

ITbpBa MOMOLI IPH MOTTBIIAHE : Msmiaksere ycraTa ¢ Boa (caMo aKo IOCTpaJalusaT ¢ B Ch3HaHKe). Hukora He aBaiiTe HULIO Tpe3

ycTaTa Ha YOBCK B 6e3ch3nanue. HezabaBHo MOTBPCETEC MEAULIUHCKA CHBET/TIOMOIII.

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

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

4.3. Yka3aHue 32 He00X0AUMOCTTA OT BCAKAKBH HEOTJI0KHU MeINIMHCKH TPUKHA U CNICLIMATHO JIeYeHHUue

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

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacTBa 3a raceHe Ha MoKap

TToaXO/ISIIIH TT0XKAPOTACHTEIIHHU CPE/ICTBA : Jla ce u3mon3Bar cpecTBa, MOAXOMSIIN 3a FACEHE Ha [IOXKapH B ChCEICTBO. BhriiepoeH AHoKCH .
Bogen crpeii. Cyx npax. Ozesij1o 3a 3aracsiHe Ha OI'BHSL.
HermoaxoIs1iu moxaporacuTelIHA CpeCTBA : Jla He ce U3MoN3Ba CHIIHA BOJHA CTPYSL.

5.2. Oco0eHH 0NIACHOCTH, KOUTO MPOU3THYAT OT BELIeCTBOTO HJIM CMECTa

Onacau MPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1oxap . HemwmaoOTO TOpCHE oc13060>1<,ua13a OITaCE€H BBIJICPOJICH OKHC, BBIVICPOACH JABYOKHUC U IPYTU TOKCUIHU
razoBe. B3MOXKHO € OTAENIHETO Ha TOKCHYHU U3IIapCHUs.

5.3. CbBeTH 32 O’KAPHUKApHUTe

WHCTpyKIHUH 3a TaceHe Ha MOXKapu : Jla He ce IOIycKa HU3MOJI3BaHaTa B 6opbara ¢ moxapa Boja 1a 3aMbPCH OKOJIHATA Cpe/Ia.
3amuTa Npy raceHe Ha moxap . Jla He ce npennpremMa HaMmeca 03 MOAXOISIIO 3alUTHO 000pyIBaHe. ABTOHOMEH U W30JIMPAL]
amapar 3a AuxareiHa 3ammTa. [IbiHa 3amura Ha TSI0TO.

PA3JIEJI 6: Mepku npu aBapHMiiHO H3IyCKaHe

6.1. JIuuHM NpeANa3sHA MePKH, NPEANIa3HH CPeJCTBA U NPOLEeAYPHU NPHU CHEUIHH CJIy4Yau
OO0y Mepku : Jla ce u30srBa KOHTAKT C KOXKATa, OYUTE H APEXHTE.

3a nepconaJi, KOWTO He 0TroBaps 3a CHEeLIHH CIy4Yan

ABapuifHu TIIaHOBE : Jla ce oTCTpaHH HEHY)KHUS ITEPCOHAIL.

3a JIMIATAa, OTTOBOPHH 32 CIICIIHH CJIyYan

3alUTHU CpeacTBa : Jla He ce mpeanpreMa Hameca 0e3 MOAXO/ISIIO 3AMTHO 060pyABaHe. 3a moBede nHdopMarus,
BrokTe paszaen §: "KoHTpon Ha ekcro3uiusITa/ THYHU Mpe/na3Hu cpeacTsa’.

6.2. l'[pezmaslm MEPKH 32 Olla3BaHE HA OKOJIHATA cpeaa
I[a ce u3bsrea HU3IIyCKaHE B OKOJIHATa Cpeaa. HpCZlOTBpaTeTC HABJIM3aHETO B KaHAJIM3alUATa U B 06].LICCTB€HI/IT6 BOOH.

6.3. MeToau u MaTepHaJid 3a OorpaHnv4yaBaHe M MNOYUCTBaHE

3a 3abprKaHe : ITlonwmiite ¢ HHEPTEH MaTCpHUal U ITIOCTABETE B ITOAXOIAIIL KOHTeﬁHep 3a o6e33pe>1<z[aHe Ha OTnaablu.
Metoau 3a Mo4YncTBaHe . Ilouucrere 3aMBbPCEHUTE IIOBBPXHOCTU 00mITHO ¢ Boza. [TouncTBaHe ¢ MOMINTa Ha JACTEPIeHT.
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Dydrogesterone

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

6.4. Ilo3oBaBaHe HA APYTH pa3esn

Bwkre Pasnen 13 otHocHO HHpOpManust 3a 00e3BpekIane Ha 0T bIUTE.

PA3JIEJI 7: PaGoTa u chbXxpaHeHHne

7.1. Ilpenna3uu MepkH 3a 6e30macHa padora

JIOITBIIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce n3nmarat GpEMEHHUTE KEHH HIIH KbPMAUuKHTE.

IMpenmnasuu Mepku 3a 6e3omacHa padboTa : Jla ce n30srBa BCsAKaKBa M3IMIIHA eKcro3uLus. Jla ce ocurypu 100po mpoBeTpsiBaHe Ha pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce sze, MUe WM IyLy Opy ynoTpeba Ha npoaykTa. Jla He ce u3HaCs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 TIOMCUICHHUE. I[a C€ UBMUAT PBUETE NPEAU NOYUBKUTE U CIET
TIPUKITIOYBAHE HA pa60TaTa.

7.2. YciioBusi 3a 6e301aCHO CbXpaHsABaHe, BKIKNYUTEJITHO HECbBMECTUMOCTH

Vcenosus 3a CbXpaHsBaHE : I[a C€ CbXpaHsBa Ha I[OGpC TIPOBETPUBO MSCTO. CpabT 51a ce ChbXpaHsABa INIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U IIpsIKa CJIbHYCBA CBETIINHA.
OmakoBbYHU MaTepuain : lla C€ CbXpaHsABa B OPUTHHAIIHUTE KOHTeﬁHepH.

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

Hsima Hanmanaa JOIIBJIHUTCITHA I/[H(t)OpMaI_II/ISI

PA3JIEJI 8: KoHTpoJI HA eKCIO3UIMSATA/JIMYHH MPeANAa3Hu CpecTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmana JOITBJIHUTCITHA I/IH(I)OpMaI_II/ISI

8.2. KoHTpo.1 Ha ekcno3uIMATA

IMoaxoasi HH:KeHePeH KOHTPO.I

Toaxoasig HHKEHEPEH KOHTPOJI:
I[a Cce ocurypu z[oﬁpo IIPOBETPsAIBAHE HA paGOTHOTO Mmsicto. OOMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlUA, TaKa U BEHTUJIALU Ha 001110TO
nomenienue. C Marepuaia TpﬂGBa Ja ce paﬁom noxn na60paTopHa KaMHnHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHu npeamnasHu cpeacrsa

3ammTa HA 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Ja ce HocsT npeanasznu ouna. [Ipeanasuu ounna cbe crpannyna 3ammuta. (EN 166)
3ammuTa Ha KozKaTa

3ammTa Ha KOXKATa H TSIOTO:
Jla ce HOoCH mOAXOMAMIO HpeanasHo obieko. JlabopatopHa ynorpe6a : JlaboparopHa npecrmika. (EN 13034)

3amura Ha pbLeTe:
Jla ce HOCST MOAXOSIIIN PhKABULM. XUMUUYECKH YCTONYMBY npenasau pbkasuny. (EN 374)

3amura Ha JAUXATCJITHUTE MbTHIIA

3amuTa Ha AMXATEJIHATE BTHINA:
B ciyuaii Ha 0Opa3yBaHe Ha Ipax Jja ce U3I0JI3Ba anapar 3a auiane ¢ Guarsp: P3

3JIEJI 9: ®u3uyHu U XHMHYHH CBOMCTBA

9.1. Uudopmanusi 0THOCHO OCHOBHHTE (M3UYHN M XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE . TBBpIO BELIECTBO
LBsat . White. mouru Gsut.
BoHIIeH BUA : Crystalline powder.
MonekyiHa Maca : 312,5 g/mol
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Dydrogesterone

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

Mupuc : He e Hanuuno
I'panumara Ha Mupuca : He e nanuuno
Touka Ha ToneHe : 169-170°C
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuNIeHe : He e nanuuno
3anmanuMocT : He e Hanuuno
JloJHa TpaHMIIa Ha KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuIa Ha EKCIUIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : 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 : Boma: <0,1 g/l
Koedunuent na pasnpenencnue: n-okranon/soga (Log @ <4

Kow)

Hansrane na nmapute : He e Hanuuno
Haunsrane Ha napure npu 50°C : He e Hanu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e HannyHo
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C . He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IHﬂ

U PeaKTHBH

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

Hswma Hammyaa JOITBJIHUTCITHA I/IH(i)OpMaLII/ISI

Hsima HanmM4HA TONBIHUTENHA HHDOpMAIHS

Hsma HanuvHa TOTBITHUTENHA HHOOPMAIIHS

Hsma HanuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsma HanuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3JEJI 11: Toxkcuxosoruuda nHgopmanus

Octpa TOKCHYHOCT (OpajiHa) . He ce knacu¢unupa (B3 0cHOBA Ha HANTMYHUTE JAHHH, HE Ca U3ITBJIHCHH KPHTCPUHTE 32
KIacupHIIpaHe)

OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (JIunceat nanxu)

OcTpa TOKCHYHOCT (BIMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)
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Dydrogesterone

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Dydrogesterone (152-62-5)

LD50 opanHo rurex

> 4640 mg/kg (RTECS Ne TU3671000)

Kopo3uBHOCT/Ipa3HEeHEe Ha KOXKaTa
Cepuro3HO yBpeKJaHe Ha OYMTE/IPA3HEHE HA OYHUTE
Cencnbunu3anys Ha AUXaTeIHUTE IBTUILA WIH KOXKaTa

MyTal"eHHOCT Ha 3apOAUIIHUTE KIICTKH

KanueporenHoct

He ce xnacu¢unupa (Bb3 ocHOBa Ha HAIMYHUTE NaHHH, HE Ca H3IBIHEHH KPUTEPHUTE 32
KIacupHIIpaHe)

He ce knacudunupa (Jluncsar nanxu)

He ce knacuduuupa (Jlunceat ganHm)

He ce knacudunypa (Bb3 ocHOBa Ha HATMYHUTE JaHHH, HE Ca U3IIBIIHEHH KPUTEPHUTE 3
KJIacupHIIpaHe)

Hpe;[nonara C€, 4€ NpUINHsBA PaK.

Dydrogesterone (152-62-5)

IARC rpyna

2B - Moxe na 0be KaHLIEePOTreHEeH 3a Y0BeKa

ToKCHYHOCT 32 PENPONYKIHATA

CTOO (cneuuduyHa TOKCHYHOCT 3a ONPEICICHN
OpraHy) — eIHOKPATHA eKCIIO3UIUS

CTOO (cnenuduyHa TOKCHYHOCT 3a ONPEICICHN
Opranu) — MOBTAPSIIIa Ce EKCITIO3UIIHSI

OnacHOCT NpH BAMIIBaHE

11.2. Uudopmanust 3a Ipyrd ONacCHOCTH

He ce knacudunupa (HeyOeauTenHu nanHmn)

He ce xnacu¢unupa (Jluncat nanxm)

ITpruuHsABa yBpeskaHe Ha OpraHuTe (€HAOKPUHHA CHCTEMa) IOCPEICTBOM MPOIbIDKUTEIHA U
MOBTapSIIIA Ce eKCIO3UIIHA.

He ce knacuduuupa (Jlunceat gaHH")

CBOﬁCTBa, HapymaBauu (byHK]_ll/ll/lTe Ha €eHJJOKpUHHATa CUCTEMA

HeO6naronpusaTHU MOCIEANIHN 32 3APaBETO, TPUINHEHH
OT CBOICTBa, HapylIaBally (yHKIMUATE HA
€HJIOKpHHHATA CHCTEMa

ma eHIOKpHHEH MEXaHH3bM Ha JefcTBHE, T.¢. MPOMEHs (yHKIHATA/(QyHKINATE Ha €HIOKPHHHATA

cucremMa

PA3/IEJI 12: Exosiornyna uH(popmManust

12.1. TokcH4HOCT

OnacHo 3a BOJHATa cpeja, KpaTkocpouHa (ocTpa)

OnacHo 3a BOJHATa cpefa, IbIAroCpoyHa (XPOHUYHA)

He ce xnacuduumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3IIBIHEHH KPHUTEPUUTE 32
KJacuuIpane)
TokcHYeH 32 BOAHUTE OPraHU3MH, C ABITOTPACH eEeKT.

Dydrogesterone (152-62-5)

LC50 - Pu6u [1]

4,8 mg/1 (96 gaca, Danio rerio(puba 3¢6pa)

EC50 - Pakoo6pa3nu [1]

5,2 mg/l (48 uaca, Daphnia magna (Boana 0bi1xa))

EC50 72h - Bogopaciu [1]

8,9 mg/l (72 gaca, Bogopacin)

12.2. YcTOHYHMBOCT H Pa3rpauMoOCT

Dydrogesterone (152-62-5)

YcTOHYMBOCT U pa3srpaiuMocT

He ce pasrpaxzaa 6bp3o

12.3. BuoakymyJIMpaIna cnocogoHoCT

Dydrogesterone (152-62-5)

Koedunument Ha pasnpeneneHue: n-okranon/soja (Log
Kow)

<4

12.4. [IpeHocuMocT B OYBATA
Hsima Hanmaaa JOITBJIHUTECITHA HH(bOpMaLII/ISI
12.5. Pe3yararu ot ouenkara Ha PBT u vPvB

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMaI_II/ISI
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Dydrogesterone

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

12.6. CBoiicTBa, HapymaBamy GyHKIHHTE HA eHAOKPHHHATA CHCTEMa

HebnaronpusTHY MOCIEIHIM 3a OKOJIHATA CPEAa, : Vma eHJOKpUHEH MEXaHH3bM Ha JIeiiCTBHE, T.€. IpoMeHs QyHKIMATa/DyHKIUNTE Ha €HIOKPUHHATA
IPUYMHEHH OT CBOMCTBA, HapylIaBamy QyHKIUUTE HA cHucTeMa.
€HJJOKpHHHATa CHCTeMa

12.7. Ipyru He41aronpusTHU edexTH

Hsima HanuyHa A0NMBIHUTEIHA m—[(bopMaum

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAAbLUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAABIH

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

PA3/IEJI 14: WH¢popManusi OTHOCHO TPAHCIOPTHPAHETO

B crotBerctBue ¢ ADR / IMDG / IATA
ADR IMDG TIATA

14.1. Homep no cnucbka Ha OOH wian naeHTHUKATUOHEH HOMEP

UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

BEIIECTBO, OITACHO 3A OKOJIHATA ENVIRONMENTALLY HAZARDOUS Environmentally hazardous substance, solid, n.o.s.
CPEJIA, TBBPIO, H.Y.K. SUBSTANCE, SOLID, N.O.S.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 3077 BEILIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, III
POLLUTANT

14.3. Kiiac(oBe) Ha OACHOCT NPH TPAHCHOPTHPAaHE

14.4. OnakoBb4Ha rpyna

111 1 111

14.5. OnacHocTH 32 0KOJIHATA cpeaa

OmacHo 3a okonHata cpeza: Ja OmnacHo 3a okonHaTa cpeza: Ja OmacHo 3a okonHata cpeza: Ja
Mopcku 3ambpeuten: Jla
EmS-Ne (TToxap): F-A
EmS-Ne (PaznuB): S-F

HsiMa mompiHuTeIHA HaNMHYHA HHQOPMALHS

14.6. CnennaTHu NpeANa3sHA MePKH 32 MOTPeOUTeINTe

CyxonbTeH TPAHCIIOPT

Knacudukanmonen xox (ADR) . M7

Cneruanau pasnopenou (ADR) . 274,335, 375,601
Orpannuenn xonnyectsa (ADR) . Skg

W3kirouenu kosmuectsa (ADR) . El

OmnakoBb4HH HHCTPYKIMH (ADR) . P002, IBC08, LP02, ROO1
CreruaiHu onakoBb4HH paznopenou (ADR) : PP12,B3
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Dydrogesterone

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

Cwmecenu onakoBku (ADR) : MP10
WHcTpykuuu 3a IpeHOCHMU LcTepHu U KouTeiiHepu 3a : T1, BK1, BK2, BK3
Hacunuu ToBapu (ADR)

CrienpaiHy pa3nopendy OTHOCHO MPEHOCHMH Lyctepun @ TP33

U KOHTeitHepH 3a HacunHu ToBapu (ADR)

Konose 3a nucrepun (ADR) : SGAV, LGBV
IIpeBo3HO CpencTBO 3a MPEBO3 B LIUCTEPHH AT
Tpancnoprha kareropus (ADR) : 3

Crienmaniu pasnopendu 3a npesosa - OnakoBku (ADR) : V13
Crienmaniu pasnopendu 3a npeo3 - HacumnHo : VCI, VC2
cwerosiaue (ADR)

Crienpaiiu pasnopeadu 3a npeBo3 - TOBapeHe, : CVI13

pasroBapBate 1 o6pabotka (ADR)
Unentudukaunonen Homep 3a onacHoct (Kemnep No.)
OpanxeBu Tabenu

Kon 3a TyHennu orpanudenus (ADR) Do

TpaucnopT no mope

Crnennanau pasnopenou (IMDG) 1 274,335, 375,966, 967, 969
Orpannuenu konuuectsa (IMDG) . Skg

Wzkirouenu konmyecta (IMDG) . El

Onakobunu uHcTpykuuu (IMDG) : LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) : PPI12

IBC onakopwsunu uncrpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopendou (IMDG) : B3

Wucerpykuuu 3a nucrepuu ( IMDG) : BKI, BK2,BK3, T1
Crienmaniu pasnopendou otHocHo uucrepuu (IMDG) . TP33

Kareropus na toBapene ( IMDG) DA

Cknagupane u oopadorka (IMDG) : SW23

Bb3aymen Tpancnoprt

PCA WUzkmrouenu konuuecta (IATA) : El
PCA OrpaHuueHu KoJMuecTBa MbTHUYECKH CaMOJIET U : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPaHUYEHO : 30kegG
KOJIMYECTBO IIbTHUYECKH camoneT U kapro (IATA)

PCA MHcTpykuuny 3a OnakoBaHe MbTHUYECKH camoieT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camouter u kapro (IATA)

Wucerpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcumanaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Crenmanuu pasnopendu (IATA) 1 A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

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

He e npunoxumo

PA3JIEJI 15: WHdopmanusi 0THOCHO HOPMATHBHATA ypeaoda

15.1. Cuienuynm 32 BEMIECTBOTO WJIH CMECTA HOPMATHBHA Ypea0a/3aKOHO0AATEICTBO OTHOCHO 0€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpexa

Peramamentn Ha EC

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

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

REACH, IIpuao:xenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peliaBane)

He ¢urypupa B Ilpunoxenne XIV sva REACH (Crichk Ha BelecTBara 3a pa3pelniaBaHe)

REACH, Cnucsk ¢ kanguaaTt-semrecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o3o0HoBus cjoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTa, KOUTO HapymaBaT 030H0BH: cioii (Permament EO 1005/2009)

Peraament (EC) Ha ChBeTa 3a KOHTPOJI Ha U3/1eJIUs ¢ IBOIiHA ynoTpeda

He ¢urypupa 8 PETJTAMEHTA HA CBBETA (EC) 3a KoHTpoJ1 Ha U3/ieius ¢ ABOMHA yroTpeda.

PersiaMeHT 0THOCHO npekypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IIpeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha ma3apa u ynorpe6ara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha ra3apa Ha OIpE/ICICHH BEIECTBA, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH MM IICUXOTPOITHHU BEIIECTBA)

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

Hsima HanuyHa AONMBIHUTEIHA I/IH(bOpMaLII/Iﬂ

PA3JIEJI 16: [Ipyra ungopmanus

HNuankanus 3a NMPOMEHHU

Pazpnen IIpomeHeH eneMeHT KomenTapn
OOH Ne (RID) Jlob6aBeHo
Bpoii cunn konycu/cBernunu (ADN) JobaBeHo
3anwmkuTesHo odopyasaHe (ADN) Jlo6aBeHo
IIpeBo3sT € paspenter (ADN) Jlo6aBeno
W3kirouenu konmuuectsa (ADN) Jlo6aBeno
Orpannuenu konudectsa (ADN) Jlo6aBeno
Etukeru 3a onacuoct (ADN) JobaBeHo
Knacudukamuonen kox (ADN) JobaBeHo
Touno npeBo3Ho HaumeHoBaHKe (RID) Jlo6aBeHo
Wnentuduxannonen HoMmep 3a onacHoct (RID) JobaBeHo
Excnpecuu npatku (RID) JlobaBeHo
CrienpaiiHy pa3nopeadu 3a mpeBo3 - TOBapeHe, JobaBeHo

pastoBapsaHe H 00paboTka (RID)

Crienpaiiau pasnopendu 3a npeBos - HacunHo JobaBeHo
cberosinue (RID)

Crerpanau pasnopenou 3a npesosa - Onakosku | lo6aBeHo

(RID)

Tpancnopraa kareropus (RID) JlobaBeHo
Konose Ha muctepuu 3a RID nncrepru (RID) Jlo6aBeno
Crienmaiiiy pa3nopeidu OTHOCHO MPEHOCHMH JobaBeHo
LICTEPHU U KOHTEHHEPH 3a HACHIIHU TOBApU

(RID)

MucTpyxunu 3a NpeHOCUMU LIUCTEPHU U JobaBeHo

KOHTeHHepH 3a HacuHu ToBapu (RID)
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WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nnaukanus 3a NMPOMEHHU

pastoBapBaHe 1 00paboTka (ADR)

Paznen IIpomeHen eneMeHT KomenTapu
Cwmecenu onakoBku (RID) Jlo6aBeHo
Creranau onakoBbuHH pasnopenodu (RID) JobaBeHo
OnakoBb4HHu uHCTpYKIuH (RID) JobaBeHo
M3kmrouenu konmuuectsa (RID) Jlo6aBeno
Orpannuenu konunuectsa (RID) JlobaBeHo
Crienmanau pasnopenou (RID) JobaBeHo
OmnakoBbyHa rpymna (RID) JlobaBeHo
Knacudukarmonen kop (RID) JobaBeHo
ERG kon (IATA) JobaBeHo
Crenuanuu pasnopenou (IATA) Jlo6aBeno
MakcuMa HO HETHO KOJIMYECTBO CaMO Kapro JlobaBeHo
(IATA)

Wuctpykuunu 3a onakoBane camo kapro (IATA) Jlo6aBeHo
PCA MakcuMaaHO HETHO KOJIMYECTBO Jlo6aBeHo
II'BTHUYECKH camoneT u kapro (IATA)

PCA MHcTpyKUMM 3a ONaKOBaHE MbTHUYECKH JobaBeHo
camouiet u kapro (IATA)

PCA MakcuMaaHO HETHO KOJMYECTBO 3a Jlo6aBeHo
OrpaHUYCHO KOJIMYECTBO MBTHUYECKH CaMOJIET U

kapro (IATA)

PCA OrpaHuueHn Koln4ecTBa MbTHUYECKU JlobaBeHo
camoutet 1 kapro (IATA)

PCA Uzkmouenu xonnyectsa (IATA) Jlo6aBeno
Etuxern 3a onacuoct (IATA) JlobaBeHo
Touno npeBo3Ho HanMeHoBaHue (IATA) JobaBeHo
Touno npeo3Ho HaumeHnosanue (IMDG) JobaBeHo
Etukeru 3a onacuoct (IMDG) Jlo6aBeHo
EmS-Ne (PaznuB) JlobaBeHo
EmS-Ne (TToxap) JlobaBeHo
Orpannuenu xonudectsa (IMDG) JlobaBeHo
Cknanupane u oopadotka (IMDG) JobaBeHo
Kareropus na toapene (IMDG) JobaBeHo
Crerpaiiy pa3nopeoy OTHOCHO LIUCTEPHU JlobaBeHo
(IMDG)

Wncrpyxnun 3a uucreprn (IMDG) Jlo6aBeno
IBC cnieunanuu pasnopenou (IMDG) JobaBeHo
IBC onaxosbunu uncrpyknun (IMDG) Jlo6aBeno
W3krouenu konmmuecta (IMDG) JobaBeHo
Crenunanau pasnopenou (IMDG) Jlo6aBeno
Crenuaniu pa3nopenou 3a NpeBo3 - TOBapeHe, JlobaBeHo
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Dydrogesterone

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

Nnaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu
Crienmaiiiy pasnopendu 3a npeos - HacunHo Jlo6aBeHo
cecrosaue (ADR)

Creranau pasnopenou 3a npesosa - Onakosku | JlobaBeHo
(ADR)

Kopnoge 3a nucrepau (ADR) JobaBeHo
Crienpaliiy pa3nopeou OTHOCHO NPEHOCHMHU JobaBeHo
LUCTEPHU U KOHTEHHEPH 3a HACHIIHU TOBAapU

(ADR)

VIHCTpyKIMH 33 IPEHOCUMH LIUCTEPHU U Jlo6aBeno
KOHTeitHepH 3a HacumHu ToBapu (ADR)

Cwmecenn onakoBkd (ADR) Jlo6aBeno
CreranrHu onakoBb4HH pasznopenou (ADR) Jlob6aBeHo
OnakoBb4HHU uHCTpYKIuK (ADR) JobaBeHo
IIpeBo3HO cpeacTBO 3a MPEBO3 B LIUCTEPHU JobaBeHo
He6naronpusiTHH MOCIEIHLM 32 3PABETO, Jlo6aBeHo
MIPUYMHEHH OT CBOMCTBA, HApyIlaBally

(yHKUMNTE HAa €HIOKPUHHATA CHCTEMA

3aMeHs BepcusTa OT JlobaBeHo
Jlara Ha penakmusara Jlo6aBeno

1.1 EO Ne JobaBeHo

1.1 CAS Ne Jlo6aBeno

1.1 CHHOHUMH IIpemaxnarto

1.2 Orpanunuenus 3a ynorpeba IIpomeneno

1.2 VYnorpeba Ha BelecTBOTO/CMeCTa IIpomeneno

1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnarto

2.1 Hebnaronpusatan Gpu3NKOXUMHYHU eHEKTH 1 IIpomeneno
HeOIaronpusaTHY e()eKTH 3a 3APAaBETO HA JOBEKA U
OKOIIHATa cpejia

2.1 Knacudukamus B cborBerctBre ¢ Pernament (EO) | [Ipomeneno
Ne 1272/2008 [CLP]

2.2 Ipenynpexnenus 3a onacHoct (CLP) IIpomeneno

2.2 ITuxrorpamu 3a onacHoct (CLP) IIpomeneno

2.2 TIpenopbku 3a 6e3omacHoct (CLP) IIpomeneno

2.3 Jpyra uadopmarnus JlobaBeHo

4.1 II'ppBa nomo1 - 00K MEPKH JobaBeHo

4.1 IIppBa mOMOIIL IPHU KOHTAKT € KOXKaTa IIpomeneno

4.1 IIppBa nomo1 npu BIUIIBAHE IIpomeneno

4.1 ITspBa oMo Npu MOrIbIIAHE ITIpomeneno

4.1 IIbpBa noMo1I NP KOHTAKT C O4UTE IIpomeneno

4.2 Cumnromu/edextn IIpemaxunaro

4.2 Cumnromu/eheKTH ciel] MorabliaHe IIpemaxuarto
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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
4.2 CumMnromu/eexTH ciell KOHTAaKT ¢ KoXKaTa IIpemaxnaro
4.2 Cumnromu/eheKTH cie]] BAUIIBaHE IIpemaxHarto
4.2 Cumnromu/e(eKT ciel] KOHTaKT C OYUTE IIpemaxnarto
43 Jlpyro MeMIMHCKO CTAHOBUILE WU JICYEHUE IIpemaxnaro
5.1 Hermoaxoasimy mojxaporacuTesIHu CpeicTBa Jlo6aBeno
5.1 TToaxoasimu noxaporacuTesIHA CpecTBa IIpomeneno
52 OmnacHu IPOIYKTH Ha paslajiaHe B cIydail Ha JlobaBeHo
oxap
5.2 OnacHOCT OT MoXap IIpemaxHarto
53 3amuTa Npy raceHe Ha moxap JobaBeHo
53 MHcTpykuunu 3a raceHe Ha moxapu IIpomeneno
6.1 3aluTHY cpelicTBa Jlob6aBeHo
6.1 ABapuiiHu I1aHoBe IIpomeneno
6.1 O0mu Mepku IIpomeneno
6.2 TIpenna3Hu Mepku 3a ona3BaHe Ha OKONHATa cpeaa | JlobaBeHo
6.3 3a 3aabpKaHe Jlo6aBeno
6.3 MeTou 3a moYncTBaHe IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru pasznen (8, 13) JobaBeHo
7.1 JIOI'BJIHUTEITHY OMIACHOCTH T10 BpeMe Ha pabora IIpomeneno
7.1 TIpenna3uu Mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUrHeHHH MEPKH IIpomeneno
7.2 YcnoBust 3a chXpaHsIBaHe IIpomeneno
7.2 OnakoBbYHU MaTepUaIl JlobaBeHo
7.2 TexXHU4YeCKH MEPKH IIpemaxunarto
7.3 Creru$uaan KpaifHu yIoTpeon IIpemaxnaro
8.2 3amura Ha JUXaTeTHUTE IIbTUIA IIpomeneno
8.2 3amura Ha pbLeTe IIpomeneno
8.2 3alura Ha OYUTE IIpomeneno
8.2 Tloaxoasi HHKEHEPEH KOHTPOII IIpomeneno
8.2 3amuMTa Ha KoXKara U TAI0TO IIpomeneno
9 MonekynHa maca Jlo6aBeno
9 st Jlo6aBeno
9 BroHIeH Bug IIpomeneno
9 Touka Ha TONEHE Jlo6aBeno
9 KoeduimenT Ha pa3npeneneHue: n-okranoi/soga | lo6aBeHo
(Log Kow)
9 Mupuc IIpemaxnaro
10.1 Peakimonna criocoOHOCT IIpemaxunarto
10.5 HecwsBmecTumu marepuanu IIpemaxuarto
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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
10.6 OmnacHy IPOIYKTH HA pa3lafaHe IIpemaxnaro
11.1 IARC rpymna Jlo6aBeno
11.1 LDS50 opanHo maex IIpomeneno
12.1 EC50 72h - Bogopaciu [1] Jlo6aBeno
12.1 EC50 - Pakoo6pasuu [1] Jlo6aBeHo
12.1 LC50 - Pubm [1] JobaBeHo
12.1 Exomnorust - 061mo IIpemaxnaro
12.6 HeOnaronpusTHu nmocneauiy 3a okonHara cpeaa, | JlobaBeHo

MIPHYMHEHH OT CBOKCTBA, HApyIIaBaIly

(GyHKIMUTE Ha eHAOKPUHHATA CHCTEMA
13.1 Pernonanuu pasnopendu 3a OTHagbIHUTE IIpemaxuarto
14.1 OOH Ne (ADN) Jlo6aBeno
14.1 OOH Ne (IMDG) Jlo6aBeno
14.1 OOH Ne (IATA) JlobaBeno
14.1 OOH Ne (ADR) Jlob6aBeHo
14.2 Touno npeBo3Ho HauMeHoBaHKe (ADN) JobaBeHo
14.2 TouHo npeBo3Ho HauMeHoBaHKe (ADR) JobaBeHo
14.3 Ertukern 3a onacuoct (RID) Jlo6aBeno
14.3 Erukern 3a onacuoct (ADR) Jlo6aBeHo
14.3 Kiac (ADR) JlobaBeHo
14.4 OmakoBbyHa rpyna (ADN) Jlo6aBeno
14.4 OnakosbyHa rpyna (IATA) JobaBeHo
14.4 OnakosbyHa rpyna (IMDG) JobaBeHo
14.4 OmnakoBbyHa rpyna (ADR) Jlo6aBeHo
14.6 JlonbiaHuTenHN n3uckBaHus/3adenexku (ADN) JobaBeHo
14.6 Crienmanau pasnopenou (ADN) Jlo6aBeno
14.6 Crienmaniu pasnopendu 3a onakosane (IMDG) JobaBeHo
14.6 OnakoBbunu uHcTpykuuu (IMDG) JobaBeHo
14.6 TpancnoprHa kareropus (ADR) JlobaBeHo
14.6 Crenuanau pasnopenou (ADR) JlobaBeHo
14.6 Wsxmouenn xonmdectsa (ADR) JlobaBeHo
14.6 Orpannuenu konudectsa (ADR) Jlob6aBeHo
14.6 Kon 3a Tynennu orpanudenus (ADR) JobaBeHo
14.6 Wnentuduxkanyonex Homep 3a onacHocT (Kemnep | lo6aBeHo

No.)
14.6 Krnacugukaunonen xox (ADR) Jlo6aBeHo
II'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHocT:
Aquatic Chronic 2 OmacHo 3a BogHATa cpefia — XPOHHYHA OIMACHOCT, KaTeropus 2
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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:

Carc. 2 Kanneporennoct, Kateropus 2

ED ENV 2 EHI0KpHHEH HapylIIHUTEN [0 OTHOILICHUE Ha OKOJIHATA cpena, Kareropus 2

EDHH 1 EnnoxpuHeH HapyIIATeI 10 OTHOIICHHUE Ha 37[paBeTO HAa YoBeKka, Kateropus 1

EUH380 Moske /1a IPHYHHA HApyIIeHHe Ha GYHKIMUTE HA CHIOKPUHHATA CHCTEMA B YOBEIIKHUSI OPTaHU3bM.

EUH431 BeposTHO mpuunHsIBa HApyLICHHE Ha (YHKIMUTE HA CHAOKPUHHATA CHCTEMA B OKOJIHATA Cpea.

H351 IIpeamnonara ce, ye NPUUUHSABA PaAK.

H372 [MprunHsBa yBpexxaHe Ha OpraHUTe (CHAOKPHHHA CHCTEMa) IOCPECTBOM IIPOIBIKUTEIHA HIIU OBTAPSIIIA Ce SKCIIO3HIIHS.
H411 TOKCHYCH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH eEKT.

STOTRE 1 Creruduyaa TOKCHYHOCT 32 ONpeielIeHH OpTaHH — IIOBTapsIa ce excrosuius, Kareropus 1

Wudopmanmonen muct 3a 6ezonacHoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHdopMaoneH ucT 3a 6€30MacHOCT, € MOIy4eHa OT U3TOYHUIIN, KOUTO CMsTaMe 3a
HaJeKIHHU. Bbopeku ToBa, HHpOpMaIMsITa ce IPeaoCcTaBs 0e3 HUKAKBa rapaHIus, N3pHYHA WK [0/pa30upalia ce, OTHOCHO HeWHATa KOPEKTHOCT. Y CIIOBHATA HIN
MeToauTe 3a paboTa, ChbXpaHeHHe, yrnoTpeba 1k 00e3BperkIaHe Ha MPOIYKTa Ca H3BBH HAIIIHs KOHTPOJI X MOJKE [ja ca M3BBH HalllaTa KOMIIETCHTHOCT. [lopagu
Ta3u ¥ APYTH IPUYUHH, HUE HE TOEMaMe OTTOBOPHOCT U H3PUYHO CC OTKa3BaMe OT OTTOBOPHOCT 3a 3aryOH, LICTH HJIM Pa3sXO/1, IPOU3THYAIN OT WX CBBP3aHN
110 HAKaKbB HAYMH C pab0TaTa, ChXPAHCHHETO, yIOoTpeOaTa Hin 00e3BpeKIaHeTo Ha mpoaykta. To3u MH(opMmarmoHneH anct 3a 6€30macHOCT € H3TOTBEH U TpsiOBa
Jla ce M3I0JI3Ba CaMo 3a TO3H MPOAYKT. AKO MPOAYKTHT CE H3I0I3BA KATO ChCTaBKa HA APYTU HPOAYKTH, HATHYHATA HH(pOpPMAIs OU MOTTIa [1a Ce OKaKe
Henpuiokuma. Ta3u HHpopMaIMst ce OCHOBaBa Ha HAIIMTE TEKYI[H MO3HAHNS U € NPEAHA3HAYCHA JIa [ajie ONMCAHKE Ha MPOYKTa CaMo 3a LEINTE Ha
3[paBeona3BaHeTo, 0e30IIaCHOCTTa M OKOJIHATa cpena. [lopaau ToBa, Ts He TPsIOBa J1a ce THIKYBa KaTO FapaHIMs 33 CBOHCTBATA HA MPOMYKTA.
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