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3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumenoBaHue Ha BEIeCTBOTO . Dinoprost

Kon Ha mponyxra : 201600300

CHHOHUME . Dinoprost, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormsiane, Baumsane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS JIHCT 32 6€30MacHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F- 67081 Strashourg

France

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

sds@edgm.eu - www.edgm.eu

1.4. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

Octpa ToxcndHoCT (opanHa), Kateropus 4 H302
TokcuaHOCT 3a penponykimsaTa, Kareropns 1A H360
3a meaHus TekeT Ha H- 1 EUH-npenynpesxnenusTa 3a omacHOCT: BX. pasnern 16

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH ehekTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpea
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U IO CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Etuxernpane B cborBercTBHE ¢ Pernament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS07 GHS08
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.
H360 - Moyke 1a yBpeIy OIUIOAUTENHATA CIIOCOOHOCT WM ILIOAA.
Ipenopsku 3a 6e3onacHoct (CLP) : P202 - He u3non3BaiiTe nmpeay aa cTe MpoveNy U pa3dpaiy BCHYKH Npeara3Hi MepKH 3a
6e30MacHOCT.

P308+P313 - IIPU siBHa MM mpeamonaraeMa eKcro3unus: [1oTeppcere MeTUIIMHCKH CHBET/IIOMOLII.
ErtnkeTnpane B CbOTBETCTBHE C: H3KIIFOUCHHUS 32 BETPEIIHH ONAKOBKH, KOTaTO ChAbP)KaHUETO He npesumasa 10 ml
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Dinoprost

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

IMukrorpamu 3a onacHoct (CLP)

GHS08

2.3. JIpyru onacHOCTH

Hsima HanmmdHa qOMBIHATETHA I/IH(l)OpMaI_II/ISI

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTaBKUTE

3.1. BemecrBa

HaumenoBanue Hnentuduxarop Ha % Knacudukanus B cboTBeTCTBHE C
NPOAYyKTA Permament (EO) Ne 1272/2008 [CLP]
Dinoprost - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TeIecHO TerIo)
Repr. 1A, H360

3a memHuA Texet Ha H- 1 EUH-nipeynpexiennsaTa 3a oracHOCT: BK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3IEJI 4: Mepku 32 mbpBa oMo

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

[TepBa MOMOLL [IPH BANIIBAHE . Jla ce ocTaBH MOCTpaJaius Ha YHCT Bh3ayX. OCHI'ypeTe CBEX BB3IyX Ha 3aCErHATOTO JIULE.

ITepBa MOMOLI [IPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MaKCHMAJIHO 4pe3 H30bpCBaHe (C YMCTa M MeKa IIoIMBaIa Kbpra). M3muiite 061z
¢ BOAA/....

[TepBa MOMOLI [P KOHTAKT C OYUTE . U3mmakHere ¢ BoJa, KaTo IBPXKUTE OYUTE IIMPOKO OTBOPEHH.

ITepBa MOMOLI [IPH MOTITBIIAHE . Usmnakuere ycrata. CrieniualiHO JeKapcko HaburoqeHne. Mosxe /ia 6b/1e npernopbyaHo

TIPOABIDKUTEITHO METUITTHCKO HaGJ’IIOJICHHe.

4.2. Haii-chuecTBeHn OCTPHU U HACTBIIBALIIM CJie/l U3BECTECH MEPUOI OT BpeMe CUMIITOMU U e(l)eKT]/l

Cummromu/edextn : Bb3MoxHH ca 3aKbCHENH ePeKTH.

CumnroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu 1aHHH.

CumroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hepmocrarbunu JaHHH.

Cumnromu/eeKTd cie] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

CumroMu/epeKTd Ciie MorTbInane : CummnromuTe MOTaT Aa ObJaT 3aMaiiBaHus, [1aB00OIHE, TaeHe i 3aryba Ha KOOpAHHAIIUSL.

4.3. Yka3aHue 3a HEOOXOIMMOCTTA OT BCAIKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JICYeHH e

IMoTbpceTe MEAUIIMHCKH ChBET/IOMOI. [Ipn BE3MOXKHOCT Jia Ce MOKaKe HACTOSIIMS JIHCT, a aKO HE € Ha PA3MONIOKEHHE, []a Ce MIOKaKe OMTAKOBKATa MM €THKETA.
AxruBarop. @apMaleBTUUEH TPOIYKT.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmun TI0KapoTaCUTEIIHA CPECTBA . OILCSIJ'IO 3a 3araCsgHe Ha OT'bHI.

5.2. Oco6enu 0nacHOCTH, KOUTO MPOU3THYAT OT BEIeCTBOTO HJIU CMeCTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.
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Dinoprost

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce usznonssar CpEaCTBA, INOAXOIAIIH 32 TaCEHE Ha OXKapu B ChCEACTBO.

PA3JIEJI 6: Mepku nnpu aBapuiiHo

O6mm MepKkH : Jla ce n30srBa npekus KOHTAKT ¢ npoxykTa. He BaumBaiite
Ipax/Iymex/ra3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

ABapPIﬁH.H IIJTAaHOBE . I[a C€ HOCH IOAXOAIILO NPEANasHO 06JICKJ'IO, PBKAaBULU U 3aIHUTHU CPEACTBA 3a OUUTE UIIHN JIULIETO.

6.1.2. 3a TuuaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC CC, 4€ OTIIaAbLMUTE Ca C’LGpaHI/I 1 CE CbXPaHABAT HA CUTYPHO MSICTO. TTouuncrere
CTapaTeiHoO. I[a CC U3MHE HCC’LGPIpaeMPIﬂ OCTaTbK C : PaSTBOp OT HATPUEB XUIIOXJIOPHUT.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

HOH’LJ’IHHTCJ’[HI/I ONAaCHOCTHU 110 BpEME Ha 06pa60TKa : Ha HO’I’peGI/ITCJIﬂ Jace o6’5pHe BHMMAaHUE 32 PUCKOBETE, CBEHTYAJIHO CBbP3aHU C U3IIOJI3BAHETO HA

MPOJIYKTA 3a JAPYTH 1IEH, PA3JIUYHHU OT TE3H, 38 KOMTO € IPeJHA3HAYEH.

Tpennasuu mMepku 3a Ge3onacHa pabora : C marepuana Tps0OBa Ja ce paboT BHUMATENHO. Jla ce u30srBa npekust KOHTaKT ¢ npojaykra. C
Marepuana TpsAbBa [a ce paboTH Mojl JTabopaTopHa KaMKHA, JIOKOJIKOTO TOBa € Bb3MOXKHO.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA 0OpaTa IPOMHUIILIEHA XUTHEHA U TIPOLIEYPHTE 32
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pas3IOPenon.
YcnoBus 3a chXpaHsBaHe : Jla ce cbxpaHsBa O] KITFOY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3MIMATA/JIMYHU NPEeANa3sHU CPeCcTBa

8.1.1 Hauuonaanu TpaHUYHH CTOIHOCTH HA npo(l)ecuonam-la eKCIO3ULHS H OMOJIOTHYHH TPAaHUYHH CTOWHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIHS

8.1.2. [lpenopbYNTETHH NMPOLETYPH 32 HAGTIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.3. OGpa3syBar ce 3aMbPCHTEJIH HA BB3yXa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Dinoprost

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

8.1.4. DNEL u PNEC

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.1.5. Perysnupane upe3 ooxsatu (control banding)

Hsima manmmana JOITBJIHUTCIIHA I/IH(l)OpMaI_II/ISI

8.2. KoHTpo.I Ha eKCro3uIusTA

8.2.1. Ioaxoasiuy TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe poBETpUBO HoMemeHre. Jla ce H3Mmon3yBa eIMHCTBEHO B CMyKaTelIHa KaOiHa ¢ HHTerpupa GmiITsp. BrucokoedekTuser GpuiTsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JIM4HH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIULETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Tlpeana3BaHe HA KOKaTa

3ammTa Ha KOKaTa U THAJIOTO:
Jla ce n3non3zyBa XuMH4eCKH ycToiunBo 3amuTHO 0o6sekno. DIN EN 13034

3ammra Ha pbLeTe:
XUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. 3amuTa Ha JUXaTeJHUTE MHTUIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA

Otaensne Ha pax: mpoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykt : AHTHaepo3onHa macka. Hocere quxareneH amapat, ako cTe
U3JI0XKEHHU Ha Mapu/mpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

3JAEJI 9: ®u3uyHu 1 XUMHUYHH CBOMCTBA

9.1. Undopmanust 0OTHOCHO OCHOBHHUTE (PM3MYHM H XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HanuuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunara Ha Mupuca © He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIIeHe . He e Hanuuno
3amanumocT . He e Hanuuno
I'paHuIM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e npunoxumo
I'opHa rpanuia Ha €KCIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pasnarase . He e npunoxumo
TeMneparypa Ha camo3ananBaHe : He e npunoxumo
TeMneparypa Ha pasnagaHe . He e nanuuno
pH . He e nanuuno
pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PazrBopumocT : Boma: >1000 g/l
KoedunuenT Ha pa3npenenenue: n-okranon/Boga (Log  : He e namuano
Kow)

Hansarane na napure . He e nanuuno
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Dinoprost

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

Hansrane na mapure npu 50°C : He e HanmuyuO
IInsTHOCT : He e Hanuyno
OTHOCHTENHA ITBTHOCT . He e nanuano
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha wactunure : He e Hanuyno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

JIEJI 10: Ctaduan

CraOuileH Ipu HOPMAJIHH YCIOBHSL.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIs OITaCHU HU3IIapECHUs.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

Ocrtpa ToKcHYHOCT (OpaiHa) . Bpenen npu normsmane.
OcTpa TOKCHYHOCT (iepMaiHa) . He ce xmacudunmpa
OcTpa TOKCHYHOCT (BJHILIBAHE) : He ce xmacudunmpa
Dinoprost
LD50 opanHo mrbx 300 — 2000 mg/kg
KoposzuBHOCT/ipa3sHeHe Ha KoXkaTta . He ce xnmacudunupa (JInrcpamy naHHw)
CepHo3HO yBpexJaHe Ha OUNTe/ApasHEeHe Ha OUHTE : He ce xnmacudunupa (JInrcpamy nanHm)
CeHcnbunu3anys Ha AMXaTEIHUTE MBTUIA Wik KoxkaTa  © He ce knacuduuupa (Bs3 ocHOBa Ha HATMYHUTE JAHHU HE ca H3IBJIHCHH KPUTEPHHUTE 3a
KIacuHIpane)
MyTareHHOCT Ha 3apOAUIIHATE KIETKU : He ce xnacuduunpa (JIuncpanum gaHH)
Kanneporennoct : He ce xnacuduunpa (JIuncpanum gaHH)
TokcHYHOCT 3a PENPOAYKIHATA : Moxe 1a yBpeau OIIoJUTENIHATa CIIOCOOHOCT MU TUIOJIA.
CTOO (crienn(puyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xmacudunmpa
OpraHn) — eJJHOKPATHA EKCTIO3HIINS
CTOO (crenuprdHa TOKCHYHOCT 3a OMPEICTICHH : He ce xacuduunpa
OpraHn) — IOBTaPsIIA CC CKCIO3UIIHS
OmnacHOCT NP BAUIIIBAaHE . He ce xnacuduunpa (B3 0cHOBa Ha HAIMYHUTE JAaHHHU HE Ca M3IIBIHCHHU KPUTCPHUUTE 32
KIacuHIpanHe)
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Dinoprost

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

PA3JIEJI 12: Exonornyna nHpopmManus

Exonorust - 06110 . Omnacuu oTagbiy. Jla ce n3mon3yBaT MOAXOISIIM KOHTEHHEPH 32 OTIIAHUTE MPOXYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, JBITOCPOUHA (XPOHHYHA) . He ce xmacudunupa

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTETHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

Hsma HanmaHa gonbIHHUTENHA HHOOPMALUS

PA3JIEJI 13: OGe3Bpexnane HA OTHAAbLIUTE

MecTHO 3aKOHOIATEIICTBO (omanxun) : I[a C€ U3XBBPIIH 110 0e30MaceH HaYMH B ChOTBETCTBUE C MECTHHTE / HaluOHAJTHU pa3nope116n.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cpotBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMED

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HAa MPaTKaTa No cnucbka Ha OOH

He e npunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha 0MacHOCT MPH TPAaHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBBbYHa rpyna

He e mpunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpeaa

He e mpunoxumo He e npunoxumo He e npunoxumo
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Dinoprost

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

ADR IMDG IATA

Hsima onbiHUTEIHA HAJIMYHA I/IH(I)OpMaLII/ISI

14.6. CnenuaiHu mpeANa3Hu MEPKH 32 MOTPeOUTETUTE

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt 1o Mmope
He e npunoxumo

Bb3aywmeH TpaHcnopT
He e npunoxxumo

14.7. Mopcku TPAaHCHOPT HA TOBAPH B HACHIIHO ChCTOSIHHE CHIJIACHO HHCTPYMEHTH Ha MeKIyHApPOIHATA MOPCKA OPraHH3aIUs

He e npunoxumo

PA3EJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 32 BeHIECTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOJATEeJCTBO OTHOCHO (€30IMACHOCTTA, 3[PABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

REACH IIpuaosxenune XVII (YcaoBus 3a orpaHn4aBaHe)
He ¢urypupa B [Tpunoxernne XVII na REACH

REACH, ITpuaoxenue XIV (Cimchbk Ha BelecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [punoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-semectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kangunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)
Henpunoxumo.

Persament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHUYHU 3aMbPCUTEIH)

Henpunosxumo.

PersiaMmeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cjoii (EC 1005/2009)

He ¢urypupa B cricbKa ¢ BelecTa, KOUTO HapyniaBaT 030HoBHs cioil (Permament EO 1005/2009): Dinoprost

PersiaMmeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeecTBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeyraraneto Ha masapa H yrorpebara Ha

HPEKypCopHU Ha B3pUBHU BEIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOYeHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuruTe BemecTa (Pernmament EO 273/2004 0THOCHO POM3BOCTBOTO U MYCKAHETO
Ha fa3apa Ha OMPE/ICICHH BEIIECTBa, U3MOJI3BAHN 32 HE3aKOHHO MPOM3BOICTBO HA HAPKOTUYHH HIIM IICHXOTPOITHH BEIECTBA)

15.1.2. HanuoHaJ HU pa3nopenou
Hsima Hammuna JOITbJIHUTCIITHA I/IH(i)OpMaI.II/IF[
15.2. Onenka Ha 6€30MaACHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsma Hanm4Ha JOMBIHUTENTHA HHPOPMALIUS
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Dinoprost

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTCTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Permament (EC) 2020/878

PA3JIEJI 16: Apyra uadopmanus

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

Acute Tox. 4 (opaiHa)

Ocrtpa TokcuunocT (opaina), Kareropus 4

H302 Bpenen npu norislaHe.
H360 Moske fa yBpeau OIUIOAUTENHATA CIOCOOHOCT MITH III0A.
Repr. 1A ToxcuuHoCT 32 penpoxykiusTa, Kareropus 1A

WudopmanuoneH juct 3a 6e3onacuoct (UJI1B), EC

OTKA3 OT OTTOBOPHOCT UupopmanusTa, chabpkaiia ce B To3u NHOpMaIMOHEeH JIUCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOYHHIM, KOUTO CMsITaMe 3a

HaOCKTHU. BBHpeKI/I TOBAa, HHd)OpN{aHHﬂTa CE€ MPEAOCTaBsA 0e3 HUKaKBa TapaHuys, U3puIHa U no:{paxﬁnpama C€, OTHOCHO HeliHaTa KOPEKTHOCT

03/04/2023 ([aTa Ha u31aBaHe)

BG (6warapckn)
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