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HNudopmanronen aucT 3a 6€30mMacHOCT
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European Directorate  Direction européenne
for the Quality  de la qualité
of Medicines  du médicament
& HealthCare | & soins de santé CONSEIL DE 'EUROPE

PA3JIEJI 1: MnenTudUKANHSA HA BelIeCTBOTO/CMeCTa U HA APYKECTBOTO/MPEeANPUSITHETO

1.1. UnenTudukaTop Ha NPOAYKTA

dopma Ha IpoIyKTa : BemiectBo

HanMmeHoBaHMe Ha BELIECTBOTO . (52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5- phenylpentyl]cyclopentyl]hept-5-enoic
acid

Kon Ha mpoaykra : 201900140

1.2. MnenTuduuupann BUI0Be YIOTPeda HA BeLIECTBOTO WM CMeCTa, KOUTO ¢a OT 3Ha4YeHHe, U BH/I0Be yNoTpeda, KOMTO He ce
Nnpenopb4YBaTt

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha ynorpeba : IIpoayKThT € mpeJHAa3HAYCH 3a N3CIICIBAHNS, AaHATIN3H U HAYYHO-00pa30BaTEITHN LEIIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WK KaTeropus Ha yrorpeba : JlaGopaTopHH XMMHUKAII

1.2.2. Ynorpeou, KOMTO He ce MPeNnopb4BaT

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

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHUS 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. TenedoHeH HOMep NPH CHEINHH CIy4an

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

PA3JIEJI 2: Onucanue Ha OMACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacupuxauus B crorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

ToxcuaHOCT 3a penpoaykimsita, Kareropus 1B H360D
3a meanus Teker Ha H- u EUH-nipenynpexnenusiTa 3a onacHoOCT: BX. pasnen 16

HeﬁnaronpnﬂTHn ¢H3MKOX"MI/I'{H" e(l)eKTI/l )/ HeﬁnaronpnﬂTHn ed]eKTP[ 34 3ApaBe€TO Ha Y0BE€Ka M OKOJIHATa cpeaa
OHpeneJ‘mHe YUpe3 EKCNIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. E1leMeHTH HA eTHKeTa

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

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna gyma (CLP) : Omnacuo
Ipenynpesxnenus 3a omacHocT (CLP) : H360D - Moxe ma yBpeau mioaa.
Ipenopsku 3a 6e3omacuoct (CLP) : P202 - He u3non3gaiite npeau a cTe MpOYeiId U pa3Opaii BCHYKH IPEIIasHi MEPKH 3a
6e30macHoCT.

P308+P313 - [1PU siBHa K mpeanonaracMa eKCro3unus: [10ThpceTe MEUIIMHCKH ChBET/IIOMOIII.
ETHKeTHpaHe B ChOTBETCTBHUE C: U3KIIOUEHHS 32 BHTPEIIHM ONAKOBKH, KOTaToO ChIbPXKAHUETO He TpeBumasa 10 ml
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

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

IMukrorpamu 3a onacHoct (CLP)

GHSO08

2.3. JIpyru onacHOCTH

Hsima HanmuuHa JONBIHUTEIHA I/IH(I)OpMaLlI/ISI

PA3JIEJI 3: CbcraB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B cbOTBETCTBHE C
MPOAYKTA Peraament (EQ) Ne 1272/2008 [CLP]

(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-
5- phenylpentyl]cyclopentyl]hept-5-enoic acid

<100 Repr. 1B, H360D

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

3.2. Cmecn

He e npunoxumo

PA3JIEJI 4: Mepku 3a mbpBa OMOII]

4.1. Onucanne Ha MePKHUTE 32 MHPBA MOMOL

[TspBa oMol IpH BANIIBAHE . Jla ce octaBu HocTpajanus Ha YUCT Bb3AyX. OCHIypeTe CBEX Bb3IyX Ha 3aCETHATOTO JIULE.

[IppBa HOMOII IPHU KOHTAKT € KOXKATA : Jla ce oTcTpaHM MakCUMAJIHO upe3 U30bpcBaHe (¢ yucTa M MeKa nonusaiia kepma). /la ce usmue
OOMIIHO C BOJA B KOSITO € NIPUOABEH JETCPTEHT.

ITbpBa MOMOII P KOHTAKT C OYUTE . Usmakuere ¢ Boja, KaTo ABPXKUTE OUUTE IIIMPOKO OTBOPEHH.

ITbpBa MOMOII IIPH MOTTBIAHE . Usmiakuere ycrata. Mosxe ia Ob/ie IPENOPbYaHO MPOIBIDKUTEIHO MEIUIIMHCKO HAOJOICHHE.

4.2. Haii-chIecTBEHH OCTPH U HACTBHIBAIIY CJIe/l H3BECTEH MEepPHo/l OT BpeMe CHMIITOMH H e eKTH

Cummromu/edextu : Bb3MoxHH ca 3aKbCHENH eheKTH.
CumnroMu/epexTd ciell BAUIIBaHEe : Henmocrarbunu JaHHH.
CumnroMu/eeKTd ciel KOHTAKT C KOXKaTa . Hepmocrarbunu JaHHH.
Cumnromu/eeKTd cie] KOHTAKT C OUUTE . Hepmocrarbunu JaHHH.

4.3. Yka3aHue 3a HEOOXOTMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JIeYeHH e

Ho*n;pceTe MCIUIUHCKH C'I:Be’l‘/l'[OMOH.I. HpH BB3MOJKHOCT [1a C€ ITOKaXXE HACTOSAIINA JIMCT, & aKO HE € Ha Pa3IIOJIOKECHHUE, a CE IMTOKaXKe OITaKOBKaTa MJIN €TUKETA.

PA3JIEJI S: IIpOoTHBONOKAPHU MEPKH

5.1. Cpeacrsa 3a racene Ha moxkap

TTonxonsmm TI0’)KapOTracUTEIHA CPEACTBA : Opesuto 3a 3aracsiHe Ha OI'bHSI.

5.2. Ocobenn OIMMACHOCTH, KOUTO MPOU3THYAT OT BEIECTBOTO UJIN CMECTa

OnacHocT OT moxap : Bwx maparpad 2.2.

5.3. CbBeTH 32 O:KAPHUKAPHUTE

I/IHCprKI.II/II/I 3a raCc€HC Ha IoXXapu . I[a C€ U3MI0JI3BAT CPEACTBA, IIOAXOAAINHN 3a raCeHE Ha I10XKapH B CHCEIICTBO.
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

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

PA3JIEJI 6: Mepku npyu aBapHiiHO H3IIyCKAaHe

6.1. JInuHM npeanasHu MEPKH, NPeINa3Hu CPeACTBA U NMPOLEeIYPH NPH CHELIHH CIIy4Yau

OO0y Mepku . Ja ce u30srea npekus KOHTAKT ¢ npoaykra. He BaumBaiite
npax/myIex/ra3/ ium/u3napeHus/aepo3ou.

6.1.1. 3a mepcoHaJ1, KOITO He OTTOBaPSI 32 CHEILHHU CIy4an

ABaprIHPI IIJTAaHOBC . I[a C€ HOCH ITOAXOAAII0 ITPEeANa3sHO O6JI€KJIO, PBKAaBUIH U 3aAIIUTHU CPEACTBA 34 OUUTE UIIH JIULIETO.

6.1.2. 3a 1MIaTa, OTTOBOPHH 32 CHIEIHH CJIy4YaH

Hsima HanmuuHa JONBIHUTEIHA I/IH(I)OpMaLIHSI

6.2. IIpeama3sHu MepKH 3a ona3BaHe HAa OKOJHATA cpeaa

Hsima HanmuuHa JOBbIHUTEIHA I/IH(I)OpMaLIHSI

6.3. MeToau u MaTepuaJIH 32 OrpaHUYABaHe H MOYHCTBAHE

MeTtoau 3a OYHUCTBAHE : VY6exnere ce, e OTHAABLKTE Ca CHOPAHH U CEe ChbXPaHsBAT Ha CUTYPHO MsicTo. [louncrere
craparento. [la ce u3mMue HechOUpaeMusi OCTAaThK ¢ : Pa3TBOp OT HATPUEB XUIIOXJIOPHT.

6.4. Ilo3oBaBaHe HAa APYTH pa3ieau

HsiMa Haim4YHa TOIBIHATENHA HHGOPMALTUS

PA3JIEJI 7: O6pa0oTka 1 cCbXpaHeHue

7.1. llpenma3nu MepKH 3a G6e3onacHa pagora

JIOITBJTHATENHH ONIACHOCTH 110 BpeMe Ha 00paboTka . Ha norpeGurens 1a ce 00bpHE BHIMaHHE 32 PUCKOBETE, CBEHTYAIIHO CBBP3aHHU C U3IOJI3BAHETO Ha
[IPOJIYKTA 3a APYTH LIEJIH, PA3IHYHU OT TE3H, 3a KOMTO € IPeIHA3HAYCH.

IMpenma3an Mepku 3a 6e3omacHa pabora : C matepuaina Tpsi6Ba a ce paboTH BHUMaTENHO. [la ce H30arBa NpeKust KOHTaKT ¢ npoxykTa. C
MaTepuana TpsioBa Ja ce paboTH moj JlabopaTopHa KaMUHa, JOKOJIKOTO TOBA € Bb3MOXKHO.

XHTHEeHHH MEPKH : Jla ce paboTH B CHOTBETCTBHE C H3MCKBAHMATA Ha J0OpaTa MPOMHUIIIICHA XUTHEHA U [POLSIYPHUTE 33
0e30macHoOCT.

7.2. YcnoBus 3a 6€30macHo CbXpaHfiBaHe, BRKIKYUTEIHO HECbBMECTUMOCTH

TeXHHUYECKH MEPKH . Jla ce cria3BaT NPHIIOKUMHTE Pa3Hopeaou.
VcnoBus 3a chbXpaHsBaHe . Jla ce chXpaHsiBa MOJ KIJIHOY.

7.3. Cnieunduuna(u) kpaiina(u) ynorpe6a(u)

Bux maparpag 1.

PA3IEJI 8: KoHTPOJI HA eKCIIO3MIMATA/JIMYHH MPeINa3Hu CpeAcTBa

8.1. ITapameTpu HA KOHTPOJI

8.1.1 HauuoHAaIHH rPAHMYHH CTOHHOCTH HA NMPO(ECHOHATHA eKCIIO3UIHST H OHOJTOTHYHH FPAHHYHHI CTOHHOCTH
Hsma Hanm4yHa TOMBIHUTENTHA HHPOPMAIHSL

8.1.2. IlpenopbYNTEIHH NPOLEAYPH 32 HAGIIOIEHHE

HsimMa HalM4YHa JOMbIHUTENHA HHOpMAIS

8.1.3. OGpa3yBart ce 3aMbPCHTEJIN HA Bb3IyXa

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.II/IF[

8.1.4. DNEL u PNEC

Hsma HanmmvHa JONbIHUTENTHA HHOPMALUS
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

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

8.1.5. Perysupane upe3 o6xBatu (control banding)

Hsima HanmuuHa JONBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2. KoHTpo.1 Ha ekcno3uIusTa
8.2.1. Ioaxoasi TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYeCKH KOHTPOT:
Jla ce cpxpaHsBa B 100pe IPOBETPUBO HOMeIIeHHe. Jla ce H3Mon3yBa eIMHCTBEHO B CMyKaTelIHa KaOUHA ¢ HHTerpupaH GunTep. BucokoedexTuser Gpunrsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JINuHH Npeana3Hu CPeaCcTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha ouMTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3amuTa Ha KOKATA H TSAJIOTO:
Jla ce n3nonzyBa XuMU4ecKH ycToiunBo 3amutHo obaekio. DIN EN 13034

3ammra Ha pbLeTe:
XuUMUYecKn yCTOHYMBHY NpeAnasHu pekapuny. ISO 374-1
8.2.2.3. 3amuTa Ha IMXaTeJHUTE IILTHLIA

3amuTa HA JUXaTeTHHTE NbTHINA:
Ortzensne Ha npax: npotusomnpaxosa Macka ¢ uintsp P3. DIN EN 140 & 149. Teuen nponykT : AHTHaepo3onHa Macka. Hocere quxarenen amapar, ako cTe
H3JI0)KEHU Ha Iapu/IIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

8.2.3. KoHTpoJ1 Ha eKCcNno3uIMsATa B 0KOJHATA Cpea

Hsima Hanmmana JOI'BJIHUTCITHA PIH(pOpMaI_II/IH

PA3IEJI 9: ®u3u4yHu 1 XMMUYHH CBOHCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHM U XHMHYHHU CBOHCTBA

ArperatHo ChCTOSIHHE . Teuno

st . He e HanuuHo
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'paHuIyM Ha EKCIUIO3UBHOCT . He e nanmnuno
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT . He e nannuno
T'opHa rpanuna Ha €KCIIO3UBHOCT © He e Hannuno
Temneparypa Ha pa3naraHe : He e Hannuno
TeMneparypa Ha camo3ananBaHe . He e nanuuno
Temneparypa Ha pasnagaHe . He e nanuuno
pH . He e nanuuno
Buckoszuter, kuaemMaTuueH : He e manuuno
PastBOpuMOCT . He e nanuuno
KoedunuenT Ha pa3npenenenue: n-okranoin/Boga (Log  : He e nammuuno
Kow)

Hansarane na napure : He e nanuuno
Hansrane na napute npu 50°C : He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT . He e mHanuuno
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

OTHOCHTENHA MITBTHOCT Ha mapuTe npu 20°C . He e nanuuno
XapakTepUCTUKU HA YaCTULIUTE : He e npunoxumo

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (PU3MYHA ONACHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacHOCT

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

PA3JIEJI 10: CTaOM/JIHOCT U PEAKTHBHOCT

Cra0uieH npy HOPMAJIHHU YCIIOBHS.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmaHa gombIHHTENHA HHOOPMALUS

Hsma npu HopmanHa ynorpe6a. Brokre Pasnen 7.

HpI/I 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIsI OITaCHU HU3IIapECHUS.

PA3JIEJI 11: Toxcukosoruuna nHgopmanus

OcTtpa TOKCHYHOCT (OpajHa) . He ce xnmacudunmnpa
OcTpa TOKCHYHOCT (AepMajHa) : He ce xnacudunnpa
OcTpa TOKCUYHOCT (BJIUIIIBAHE) . He ce xnacudunnpa
Koposusroct/npasnene Ha koxara : He ce xmacuduumpa
Cepno3HO yBpesK/jaHe Ha OUHTe/IpasHEeHe Ha OUUTe : He ce xmacuduumpa
Cencnbmnmsanus Ha JUXaTeIHATE MBTUINA Wik koxkata . He ce ximacugpummpa
MyTareHHOCT Ha 3apOUIITHATE KJIETKA : He ce xmacugpummpa
Kanneporennoct : He ce xmacuduunpa
ToKcUYHOCT 3a PEIpOLYKIMATA : Moxe na yBpeau mioza.
CTOO (crenn@uaHa TOKCHYHOCT 3a OIPEIEICHI : He ce xmacuduumpa

OpraHM) — eJHOKpATHA eKCIO3ULIHS
CTOO (crennuvHa TOKCHYHOCT 3a OIPEIEICHI . He ce xnacuduumnpa
OpraHH) — MOBTApSIIIA CE CKCIIO3UIHS

OmnacHOCT NpH BJMIIIBaHE : He ce xmacuduumpa

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

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

PA3JIEJI 12: Exojiornyna nHpopmanus

12.1. TokcuuHOCT

Exororust - 0010 . Omnachu oTnaabiy. [la ce M3M0I3yBaT MOAXOASAIIN KOHTEHHEPH 32 OTIAJHUTE MPOLYKTH.
OnacHo 3a BOJHATa cpejia, KpaTKocpouHa (ocTpa) : He ce knacuduimpa
OnacHo 3a BOJHATA CPeJa, AbIrOCPOUHA (XPOHHYHA) . He ce xnacudunupa

12.2. YcToiYMBOCT H pa3srpaiuMocT

Hsima HanmuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

12.3. Buoakymy.JIMpaIna crnocooHoCT

Hsima HanuuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

12.4. IIpeHocuMOCT B MOYBATA

HsiMa HaimM4YHa TOMBJIHATENHA HHQOpMALHS

12.5. Pesyaratu ot onenkara Ha PBT u vPvB

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

12.6. CBoiicTBa, HapymaBamy GyHKIHUTE HA €HIOKPHHHATA CHCTEMA

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

12.7. Ipyru Heb1aronpusiTHu eheKTH

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

PA3JIEJI 13: OGe3BpexaaHe Ha OTHAIbLIMTE

13.1. MeTtoau 32 TpeTHPaHe HA OTHAXBIHU

MecTHO 3aKOHOATENCTBO (OTMAIBIIN) . Jla ce u3XBBpIH 10 6€30MaCeH HAYMH B CHOTBETCTBHE C MECTHUTE / HAIIMOHAIHU Pa3nopea0H.

PA3IEJI 14: UudopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH win naeHTHGUKALOHEH HOMEP

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HaMMeHOBaHHE HA MpaTKaTa Mo cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

14.3. Knac(oBe) Ha ONMACHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

Hsma nombiHMTEIHA HAMYHA MHOOpMALUs
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

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

14.6. Cniequa/Hyu mpeana3Hl MepKH 32 MOTPeOHTeINTe

CyxonbTeH TPAaHCIIOPT
He e npunoxumo

Tpancnopt o Mmope
He e npunoxxumo

Bb3aymien Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MEKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxxumo

PA3IEJI 15: UHpopManusi OTHOCHO HOPMATHBHATA ypenda

15.1. Cneunduyanu 3a BeHIeCTBOTO HJIH CMeCTa HOPMATHBHA YPea0a/3aKoHOATeICTBO OTHOCHO (e30MACHOCTTA, 3APABETO H OKOJIHATA
cpena

15.1.1. Peranamentu Ha EC

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

REACH, ITpuaoxenue XIV (Cimchbk Ha BeliecTBaTa 3a pa3pelniaBaHe)

He ¢urypupa B [punoxenune XIV na REACH (Crucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaat-semectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kangunaT-emectsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIJIacHe)

Henpunoxumo.

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

Henpunosxumo.

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

He ¢urypupa B crivcbKa ¢ BelecTa, KOUTO Hapyiasat 03oHoBus cioil (Permament EO 1005/2009): (52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

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

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeanaraneTo Ha masapa u yrnorpebara Ha
[IPEKyPCOpH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe HAa HAapKOTH4YHHU BewecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIoYeHO(H) B ciuchka ¢ [Ipexypcopu Ha HapkoTnuruTe BemecTa (Pernmament EO 273/2004 0THOCHO POM3BOACTBOTO U MYCKAHETO
Ha 1a3apa Ha OIPE/ICIICHH BEIIECTBa, U3MOJI3BAaHU 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIECTBA)

15.1.2. HanuoHaJ HU pa3nopendu

Hsima Hanmmana JOIbJIHUTCITHA I/IH(i)OpMaI.II/ISI

15.2. Onenka Ha 6€30MaCHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

PA3/IEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npeaynpeskieHusiTa 3a OIACHOCT:

H360D ’ Moxe 1a yBpenu mioaa.
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(52)-7-[(1R,2R,3R,5S)-3,5-dihydroxy-2-[(3R)-3-hydroxy-5-
phenylpentyl]cyclopentyl]hept-5-enoic acid

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

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

Repr. 1B ToxcuuHocT 3a penponykuusita, Kareropus 1B

NudpopmanmoneH sucr 3a 6e3onacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHpopMamoHeH JIucT 3a 6e301acHOCT, € MOJIy4eHa OT U3TOYHUIM, KOUTO CMsITaMe 3a

HaJICKIHHA. B'h]lpC}\'H TOBA, HII(I)OpNILlI[HS{'I a CC MpeaocTaBs 0¢3 HUKaKBa rapatHuys, U3puvHa Ui I[O,’IPH'BGH]’JLHIIH ce, OTHOCHO HelHaTa KOPEKTHOCT

03/04/2023 ([aTa Ha u31aBaHe) BG (6barapcku)
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