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

1.1. UnenTudukaTop Ha NPOAYKTA

®dopma Ha NpoJyKTa . BemectBo
HanmeHoBaHue Ha BEIIECTBOTO : Norgestrel for system suitability
XHUMUYECKO HAaMMEHOBAHUE : Norgestrel
Kon na npoxykra : 202300271

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

Hsma HannyHa nombeiHUTETHA HHOPMALUS

1.2.2. Ynorpeou, KOUTo He ce NPenopbLYBAT

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

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MH(POPMALMOHHUS JHCT 32 6€30NACHOCT

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. TenedoHen HoOMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BemecTBOTO WJIH CMeCTa

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

Kanueporennoct, Kareropus 2 H351
TokcuuHoCT 3a penpoaykuusaTa, Kareropus 1A H360FD
TOKCHYHOCT 32 PENPONYKIMATA, TOBIHUTEIHA KATETOPHS, €PEKTH BBPXY HIN H362
4pe3 JIaKTaluATa

OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400
OnacHo 3a BoJIHaTa cpejja — XpOHWYHA ONACHOCT, KaTeropus 1 H410

3a meanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMM‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTu 34 3PaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Hsma HannyHa nombeiHUTETHA HHOPMAIUS
2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

$ )

GHSO08 GHS09
Curnanna gyma (CLP) : OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H351 - IIpexnonara ce, 4e IpUYHHSBA Pak.

H360FD - Mose na yBpeau OILIOAUTEIHATa CIOCOOHOCT. MOKe [ia yBpeau IUIoa.
H362 - Moxe 1a Ob/ie Bpe/ieH 3a KbpMauerTa.
H410 - CuiiHO TOKCHYEH 33 BOIHUTE OPraHU3MH, C IBITOTPAcH e(EeKT.
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Norgestrel for system suitability

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

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynotpebda ce cHabaeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He u3non3gaiite npeau a CTe Mpoyesy U pa3dpaiu BCUUKH MPEANIa3HA MEPKH 3a
0e30MacHOCT.
P260 - He BaumuBaiite npax/myniex/ras/ ium/u3mapeHust/acpo30ii.
P263 - Jla ce n30sirBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U IIPU KbPMEHE.
P264 - Jla ce u3mue pbleTe 10 JIAKTUTE U JIMLETO CTAPATEIHO ClIe/ ynoTpeda.
P270 - la He ce e, nue Wiy MyIy Npy ynoTpeba Ha IpOayKTa.
P273 - la ce n30sirBa u3nyckaHe B OKOJIHATa cCpeja.
P280 - U3nomn3Baiite npeanasnu pbKaBHUIH/IPEINa3Ho 00IEKIO/MPeAna3Hi OUnia/mpena3Ha Macka
3a JIMLE/TIPEAIa3HU CPEACTBA 32 3allUTa Ha CIIyXa.
P308+P313 - [1PU siBHa mim mpeAnonaracMa eKCrno3unus: I10Tbpcete MeANINHCKH ChBET/IOMOLI.
P391 - Cpbepere pazasroro.
P405 - Jla ce cbxpaHsiBa 1oJ KJIroy.
P501 - CoapprkaHueTo/chabT Aa Ce U3XBBPIIH B MYHKT 33 ChOMPaHe HA OMACHU MU CIICHUATHI
OTHajbliH, B CbOTBETCTBHE C MECTHHTE, PETMOHAIIHY, HALIMOHAIIHY H/MJIN MEX/LyHapOIHU
pasnopenou.

EtukeTHpaHe B ChOTBETCTBHUE C: U3KIIIOUCHHS 32 BBTPELIHH ONAKOBKH, KOraTo ChAbPXKAHUETO He npeBuiiasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08
2.3. JIpyru onacHoOCTH
Hsima HanuaHa JOITbJIHUTECIIHA m—[(bopMamm
PA3JEJI 3: CbcraB/mndopmanus 3a CbCTAaBKUTE
3.1. BemecTBa
HaumenoBanue HNnenTuduxarop Ha % Kaacuduxauus B cbOTBETCTBHE C
NMPOAYKTA Permament (EO) Ne 1272/2008 [CLP]
Norgestrel - 100 Carc. 2, H351
Repr. 1A, H360FD
Lact., H362

Aquatic Acute 1, H400
Aquatic Chronic 1, H410

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

3.2. Cmecu

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue Ha MepKHUTe 32 IbPBA MOMOL

Hsima Hanmanaa JIOITBJIHUTEITHA I/[H(bOpMaI.IPIH

4.2. Hali-chblecTBeH! OCTPM M HACTBIIBALIIHU CJIe/I U3BECTEH INEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hanmana JOITBJIHUTECITHA I/[H(bOpMaI_II/IH

4.3. Yka3aHue 3a He00X0JHMMOCTTA OT BCIKAKBHM HEOT/I0KHH MEAMIMHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HanuyHa 10mbIHUTETHA HHOPMALUSI
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Norgestrel for system suitability

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

PA3JIEJI 5: IIpoTHBONOXKAPHA MEPKH

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

PA3EJI 6: Mepku npu aBapuiiHO H3IIyCKaHe

6.1.1. 3a mepcoHaJ, KOWTO He 0TTOBAPS 32 CNCIIHN CIyYan

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIUS

6.1.2. 3a iMnarTa, OTTOBOPHM 32 CHIEUIHH CJIy4Yan

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

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

Hsma HanmuvHA TOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 7: PaGoTa u chbXpaHeHHe

Hsma HanmuvHa JONBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(bOpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA PIH(l)OpMaI.IPIﬂ

PA3JIEJI 8: KoHTpo. Ha eKCIO3UIMATA/INYHH NMPeANa3Hi CPeACcTBA

8.1.1 HanMoHa/IHU TPAHUYHH CTOHHOCTH HA NPO(ECHOHAIHA eKCIO3UIUs M OHOJIOTHYHA TPAHMYHH CTOHHOCTH

Hsma HanmuvHa JOTBIHUTETHA HHPOPMAIIUS

8.1.2. IIpenopbuyuTEeIHN NPOLEAYPH 32 HAGJII0/IEHUE
Hsma nannanaa gomsrHUTENHA HHOOPMAIHS
8.1.3. OGpa3yBaT ce 3aMbPCHTEJIN HA Bb3yXa

Hsima HanmuuHa JOMIBJIHUTETHA PlH(l)OpMaI.II/Iﬂ

8.1.4. DNEL u PNEC

Hswma mammyaa JOIIBJIHUTCITHA I/IH(i)OpMaLII/UI
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Norgestrel for system suitability

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

8.1.5. Perympane upe3 o6xBatu (control banding)
Hsima Hanmuuna JOITbJIHUTCIIHA I/[H(bOpMaI.II/IH
8.2. KoHTpo.1 Ha eKCO3HIMATA

8.2.1. Iloaxoasy HHKeHepeH KOHTPOJI

HsiMa Hann4yHa JOMBIHATENTHA HHQOPMALHS

8.2.2. JIn4HM npena3sHu cpecTBa

Hsima Hanmana JOIIBJIHUTCITHA I/[H(I)OpMaI_II/IH

8.2.3. KOHTpO./1 Ha eKCNO3HIMATA HA OKOJIHATA cpeaa

Hsima HanuyHa AONBIHUTEIHA HH(bOpMa].IPIH

PA3IEJI 9: ®u3nyHu U1 XMMMYHHM CBOMCTBA

9.1. Undopmanusi 0THOCHO OCHOBHHTE (U3UYHN M XMMHUYHH CBOICTBA

ArperaTtHo CbCTOSHHE . TBBpIO BELIECTBO
IpsT . He e HamuuHO
BrbHieH Bug : IIpax.

Mupuc : He e nannuno
I'panunara Ha Mupuca . He e Hanuuno
Touka Ha TONIEHE . He e HannuHO
Touka Ha 3aMpb3BaHe . He e HannuHO
Touka Ha KUIIEHE . He e HannuHO
3anaaumoct . He e HannuHo
I'paHuLM HA EKCIUIO3UBHOCT . He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha EKCIIO3UBHOCT : He e npunoxumo
ITnamua remneparypa : He e npunoxumo
Temneparypa Ha camo3anajaBaHe . He e npunoxumo
TeMneparypa Ha pa3yaraHe . He e HannuHO
pH . He e nanuuno
pH pastsop : He e manuuno
Bucko3uTeT, KHHEMaTHUEH . He e npunoxumo
PastBOpuMOCT : Bopma: <0,1 g/l (mpakTHYecKkn HEPa3TBOPUM)
KoeduimeHT Ha pasnpenenenue: n-okranoi/sona (Log  : He e HammuHO
Kow)

Hansrane na napure . He e HannuHO
Hansaraune na napute npu 50°C : He e manuuno
IIneTHOCT . He e HannuHo
OTHOCHUTENHA IUITBTHOCT . He e HanuuHo
OTHOCHTeINHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTuiure . He e HannuHo
9.2. Ipyra unpopmanus

9.2.1. Uudopmanusi BbB Bpb3Ka ¢ KJacoBeTe Ha (U3MYHA ONACHOCT

Hsima HanuyHa JONBIHUTEIHA HH(bOpMaLIPIH

9.2.2. JIpyru XapaKkTepuCTHKH 32 0e301acHOCT

Hsima Hanmana JOIIBJIHUTCITHA I/IH(I)OpMaI_II/IH

PA3JIEJI 10: Ctadu T M PEAKTHBHOCT

10.1. PeaknimoHHa CIOCOOHOCT
Hsma HanuvHa I0MBIHUTENTHA HHOPMAIUS
10.2. XyMHYHA CTA0OMITHOCT

Hsma HannyHa nombeiHUTETHA HHOPMAIUS
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Norgestrel for system suitability

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

Hsma HanmuvHa JOTBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa OMIBJIHUTEIHA PlH(bOpMaHHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

PA3JEJI 11: ‘ rH4Ha MHGpopmanus

OcTpa TOKCHYHOCT (OpaiHa) : He ce xnmacudunupa (Bp3 ocHOBa Ha HAIMYHUTE JaHHHU HE ca U3IIBIHEHU KPUTEPUHTE 32
KIacu(pHIIpaHe)
OcTpa TOKCHYHOCT (epMaiHa) : He ce xnacudunupa (JIuncsamy nanHam)
OcTpa TOKCUYHOCT (BIMIIBAHE) : He ce xnacudunupa (JIuncsamy naHHm)
Norgestrel
LD50 opanHo mrsx > 2000 mg/kg
KoposzusHoCT/ipa3sHene Ha KoXkarta : He ce xnacudunupa (JIuncsamy nanHm)
CepHO3HO yBpex/JaHe Ha OUHTE/ApasHeHe Ha OUUTe : He ce xnacudunupa (Jluncsamy naHH")
Cencubunu3aiys Ha AUXaTeIHATE IBTUIIA WK Kokata : He ce knacuduuupa (JIumncsamu 1aHH#N)
MyTareHHOCT Ha 3apOJUIITHUTE KICTKA : He ce xnacudumupa (JIunceamy naHem)
Kanneporennocr . Ilpenmonara ce, 4e MpUYMHSABA PaK.
TOKCHYHOCT 3a PeNpOAYKLHUATA : Moske 1a yBpeau OILIOAUTENHATA cHOCOOHOCT. Moske a yBpeau miozxa. Moxke na 6b1e BpesieH 3a
KbpMadvera.
CTOO (crnenuprdHa TOKCHYHOCT 3a OMPEACTICHI : He ce xnacuduuupa (JIuncpamum gaHHN)

OpraHy) — eIHOKPAaTHA eKCIIO3ULIUS
CTOO (crnenuduvHa TOKCHYHOCT 32 ONPEICICHU : He ce xnacudunupa (Jlunceamy ganHm)
OpraH{) — MOBTapsIIa CE CKCIO3ULHS

OmnacHoct IIpU BAUIIIBAHE : Hece Knacn(lmuupa (TCXHI/I‘ICCKa HEBB3MOXXHOCT 3a I10JIy4aBaHE Ha HaHHI/I)

Hsima HanmuHa JOMIBJIHUTEHA I/IHq)OpMaI.IHﬂ

PA3EJI 12: ExojioruuHa uH(popmanus

Exonorust - 061mo : Omnacuu otnagsiy. Jla ce U3M0II3yBaT MOAXOIAIIN KOHTEHHEPH 3a OTIaTHUTE MPOLYKTH.
OmacHo 3a BoHaTa cpesia, KpaTKOCpouHa (0cTpa) : CHIIHO TOKCHYCH 32 BOJHUTE OPTaHH3MH.

OmacHo 3a BoJHATa Cpefa, ABIr0CPOYHA (XPOHHIHA) : CHJTHO TOKCHYEH 32 BOJXHNTE OPraHU3MH, C ABITOTPACH eeKT.

He ce pasrpaxza 0bp30

Hsima Hanu4Ha nonbiaHUTENHA HHOOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS
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Norgestrel for system suitability

NupopmarmoneH 1ucT 3a 6e30macHoCT

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

12.5. Pe3yaratu ot onenkara Ha PBT u vPvB

Hsma nHanuyna JOIIbJIHUTEIIHA U

12.6. CoiicTBa, HapymaBamy GYHKIHHUTE HA €HAOKPHHHATA CHCTEMa

Hsima Hanu4yHa AONBIHUTENIHA U

HpopManust

HpopManus

12.7. Ipyru HedJJaronpusTHU edexTH

Hsima Hanu4yHa AONBIHUTENIHA U

HpopManus

PA3JIEJI 13: OGe3BpexIaHe HA OTHATBLUHUTE

13.1. MeToau 3a TpeTHpPaHe HA OTHAXbIHT

Hsima Hanmana JOITBJIHUTEITHA U

PA3/IEJI 14: WH¢popMaiusi OTHOCHO TPAHCIIOPTHPAHETO

H]popMmanus

B crotBercTBHe ¢ ADR / IMDG / IATA
ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH nin naeHTHUKATUOHEH HOMEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HauMeHOBaHHE HA IpaTKaTa o cnucbka Ha OOH

BEIIIECTBO, OITACHO 3A
OKOJIHATA CPEJIA,
TBBPAO, H.Y K.

ENVIRONMENTALLY
HAZARDOUS
SUBSTANCE, SOLID,
N.O.S.

Environmentally hazardous substance, solid, n.o.s.

Onucanue Ha TPAHCHOPTHUTE TOKYMEHTH

UN 3077 BEILIECTBO,
OITACHO 3A OKOJIHATA
CPEJIA, TBBPJIO, HY K., 9,
I, (-)

UN 3077
ENVIRONMENTALLY
HAZARDOUS
SUBSTANCE, SOLID,
N.O.S,, 9, III, MARINE
POLLUTANT

UN 3077 Environmentally hazardous substance, solid, n.o.s., 9, III

14.3. Knac(oBe) Ha omacHO

CT PH TPAHCIIOPTHPaHE

14.4. OnakoBb4yHa rpyna

1

| 1

1

14.5. OnacHOCTH 32 OKOJIH

aTa cpeaa

OracHo 3a OKOJIHATa cpena:

Ja

OmnacHo 3a OKOJIHATa Ccpejia:
Ja

Mopcku 3ambpeunten: da

OmnacHo 3a okonHata cpena: la

Hsima nombiHUTEIHA HAJTMYHA I/IH(.I)OpMaI.IPIﬂ
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Norgestrel for system suitability

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

14.6. CnenaJiHy NpeANa3sHA MEPKH 3a NOTpeduTeIuTe

CyxonbTeH TPAHCIIOPT

Knacudukaruonen kog (ADR)

Creranau pasnopendu (ADR)

Orpannuenu xonudectsa (ADR)

W3kirouenu kommuectBa (ADR)

OnakoBbuHHU HHCTpYKIuK (ADR)

CrienmaiHy onakoBb4HU pasznopenou (ADR)

Cwmecenu onakoBku (ADR)

WHCTPYKIHUH 32 IPEHOCHMH LIMCTEPHU U KOHTEIHEPH 3a
HacunHu ToBapu (ADR)

CrienpiaiHu pasnopeaoy OTHOCHO MPEHOCHMH [UCTEPHH
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

IIpeBO3HO CPEACTBO 3a MPEBO3 B LIUCTEPHH
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npeosa - OnakoBku (ADR)
Crienmaniu pasnopendu 3a npeBo3 - HacumHo
cwrcrosiaue (ADR)

Crienpaniu pa3nopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u o0padotka (ADR)
Wnentudukanuonex Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpanndenus (ADR)

TpaHcnopT no Mmope

Crienmainiu pasnopenou (IMDG)

Orpannuenu xonmdectsa (IMDG)

Wskimouenu xonmdectsa (IMDG)

OmnaxoBbuny uHCTpyKImH (IMDG)
Creranau pasnopenou 3a onaxkosaune (IMDG)
IBC onakosbunu nacTpykuuu (IMDG)

IBC cnienmnanuu pasmnopenou (IMDG)
Wuctpyxunu 3a nucrepru ( IMDG)
Creranau pasnopenou otHocHo mucrepad (IMDG)
EmS-Ne (TToxap)

EmS-Ne (Pa3nuB)

Kareropus na toBapene ( IMDG)

Cknanupane u oopadorka (IMDG)

Bb3ayumeH TpaHcnopT

PCA Uzkmouenu konudectsa (IATA)

PCA OrpaHuueHu KoJIMuecTBa MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMUECTBO 3a OTPaHUYEHO
KOJIMYECTBO IIbTHUUYECKU camoneT U kapro (IATA)
PCA MHcTpyK1iuy 3a ortakoBaHe MbTHUYECKH CaMOJIET U
kapro (IATA)

PCA MaxkcuMaiiHO HETHO KOJIMYECTBO IMbTHUYECKU
camoutet u kapro (IATA)

WHcTpykuuu 3a onakoBase camo kapro (IATA)
MaxkcHuMatHO HeTHO KondecTBo camo kapro (IATA)
Crnenmanuu pasnopenou (IATA)

ERG koj (IATA)

14.7. MopcKu TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeK/IlyHAapo/iHATa MOPCKA OPraHu3alus

He e npunoxumo

AT

M7

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33

SGAV, LGBV
3

V13

VC1, VC2

CV13

90

90
3077

274, 335, 966, 967, 969
S5kg

El

LP02, P002

PP12

IBC08

B3
BKI, BK2, BK3, T1
TP33

F-A

S-F

A

SW23

El
Y956

30kgG
956
400kg

956
400kg

A97, A158, A179, A197, A215

9L
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Norgestrel for system suitability

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

PA3JIEJI 15: UH¢dopmanusi OTHOCHO HOPpMATHBHATA ypenda

15.1. CnenuduyHu 3a BeNIeCTBOTO WK CMECTAa HOPMATHBHA ypen6a/3aKoHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3I[PABETO H OKOJIHATA
cpexa

15.1.1. Pernamentn na EC

REACH Ipuio:xenne XVII (YcioBusi 3a orpaHnyaBaHe)

He ¢urypupa B IIpunoxenne XVII na REACH

REACH, Ilpuioxenne XIV (Cnncbk Ha BellleCTBATA 32 pa3peniaBane)

He ¢urypupa B [Ipunoxenne XIV na REACH (Crnnchk Ha BelecTBaTa 3a pa3periaBaHe)

REACH Cnucbk ¢ kanauaar-seugecrsa (SVHC)

He ¢urypnpa B crimcska Ha REACH ¢ kanmunar-BemecTsa

Pernament PIC (EC 649/2012, IIpenBapute1Ho 000CHOBAHO ChIVIacHe)

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTE/IN)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapywmasat 030HoBus cjoii (EC 1005/2009)

He ¢urypupa B cnircbKa ¢ BelecTBa, KOUTO HapyiaBat 030HoBusI cioit (Permament EO 1005/2009)

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C IIPeKypcopH Ha B3puBHH BemecTsa (Permament EC 2019/1148 3a npemnaranero Ha nma3apa u ynorpebara Ha
[IPEKYPCOPH Ha B3PUBHH BEILIECTBA)

PeriameHT 0THOCHO MpeKypCOpHTe HA HApKOTHYHH BemecTBa (EO 273/2004)

He cpappixa BemmecTBo(a), BKIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTuunuTe Bemectsa (Perimament EO 273/2004 0THOCHO POM3BOICTBOTO H ITyCKAHETO
Ha [a3apa Ha OIpE/ICICHH BEIECTBA, U3MO0I3BAHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTUYHH HIIM IICUXOTPOITHHU BEIECTBA)

15.1.2. Haunonayinu pasnopeaou

Hsima Hanmanaa JOITBJIHUTCITHA HH(I)OpMaLIPI}I

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

Hsma Hanu4Ha IOMBIHUTENTHA HHOPMALUST

PA3JIEJI 16: Ipyra undgopmanus

II'bnen Texker na H- u EUH-npegynpeskaenusiTa 3a oacHocT:

Aquatic Acute 1 OnacHo 3a BoJiHaTa cpejia — 0CTpa ONAcHOCT, Kareropus 1

Aquatic Chronic 1 OrmacHo 3a BoJIHaTa cpejia — XpOHUYHA OMACHOCT, Kateropus 1

Carc. 2 Kanneporennoct, Kateropus 2

H351 IIpennonara ce, ye NPUYNHABA PaK.

H360FD Moske 1a yBpeay OIUIOUTENIHATA CIIOCOOHOCT. MoXe /1a yBpeIH Iioa.
H362 Moske a 6b1e BpeIeH 3a KbpMaieTa.

H400 CHITHO TOKCHYEH 33 BOJHUTE OPraHU3MHU.

H410 CHITHO TOKCHYEH 32 BOJHUTE OPTaHU3MH, C IBITOTPAcH e(eKT.

Lact. TokcruaHOCT 32 PENPONYKIHATA, OMBIHATEIHA KaTeTOPHs, epeKTH BbPXY WX Upe3 JIAKTallUsITa
Repr. 1A TokcuunoCT 32 penpoxykimsaTa, Kareropus 1A

Wudopmanmonen muct 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusta, chabpxaiia ce B To3u MHopMaoneH ucT 3a 6€30MacHOCT, € MOdy4eHa OT H3TOYHHIIN, KOUTO CMsITaMe 3a
HaJeKIHU. BbIpeku ToBa, HHpOpMALMsITa ce IpeAocTaBs 0e3 HUKAKBA rapaHIis, H3pUYHA WK MOpa30upalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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