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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa : Cmec
HauMmeHoBaHKe Ha MPOLYKTa : Atorvastatin impurity mixture
Kox Ha mpoaykra : 202200029

1.2. UnenTuduuupanu BUI0Be YNIOTPeda HA BeLIECTBOTO WM CMECTA, KOUTO A OT 3HA4YeHHe, H BU/I0Be yNoTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
VYnorpeba Ha BeleCTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYNKA HA HHPOPMAIHOHHMUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

TeneoHeH HOMEp TIPU CICLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

Kaacupukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

Kanneporennoct, Kateropus 1B H350
ToxcuuaHoCT 3a penpoxykuusra, Kareropus 1B H360FD
ToKCHYHOCT 32 PEeNPOLYKIHNATA, JOMBIHATEIHA KaTETOPHs, PEeKTU BBPXY WIH H362

9pe3 JIAKTAIHATa
OmacHo 3a BoJHATa cpesia — XpOHHYHA OIIaCHOCT, KaTeropus 4 H413
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OMacHOCT: BX. paszen 16

Hebuaaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
Onpe/:[enﬂﬂe Ype3 CKCIIEPTHO MHEHHUEC U 110 CHUJIaTa Ha JOKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

Erukerupane B crorBercTBHE ¢ Periiament (EO) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHS08
Curnanna nyma (CLP) : OmnacHo
Chabpika . (3S,5S)-7-[2-(4-fluorophenyl)-3-phenyl-4-(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]-3,5-
dihydroxyheptanoic acid
Ipenynpexaenus 3a onacuoct (CLP) : H350 - Moske ia npuduHE pak.

H360FD - Moske a yBpeau OIUIOAUTEIHATA CIIOCOOHOCT. MOXe [1a yBpequ IIoaa.
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H362 - Moxe 1a 6b11e BpeaeH 3a KbpMaueTa.
H413 - Moxxe 1a IpHYMHU TBITOTPaeH BpeJeH eeKT 3a BOJHUTE OPraHU3MH.

Ipenopsku 3a 6e3omacHocT (CLP) : P201 - IIpenu ynoTpeba ce cHab/eTe ChC CICNUATHE HHCTPYKIIUH.
P202 - He u3nomn3Baiite npeau fa cTe IpodYeIn U pa3dpanu BCHUKY IIpeIIa3Hu MEpKH 3a
Oe3omacHoCT.
P260 - He BaumBaiite mpax/mymmek/ra3/ (uM/u3napeHns/aepo30Im.
P263 - Jla ce n30srBa KOHTAKT 110 BpeMe Ha OPEMEHHOCT U IIPH KbpPMEHe.
P264 - Ta ce u3Mue polieTe 0 JaKTUTE U JIUIETO CTAPATEIHO CIIe/ yrnoTpeoa.
P270 - [1a e ce size, mie Wi MyIIH IPU ymoTpeOa Ha MPOAYKTa.
P273 - Jla ce u3bsrea u3myckaHe B OKOJIHATA CPeJIa.
P280 - N3non3Baiite npeamnasHu prKaBULI/IPEINA3HO 00IEKIO/IPeNa3Hi OYnIa/Ipe/na3Ha Macka
3a JMIe/IpeAa3HU CPEACTBA 3 3allUTa Ha CIIyXa.
P308+P313 - [1PU siBHa win mpemoiaaraema excro3umust: [loTbpceTe MeJUIMHCKH CHBET/TIOMOIIL.
P405 - J1a ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT [ CE U3XBBPIIH B IIYHKT 3a CHOMUpaHe Ha OTMACHH HJIH CIIELHATHA
OTHabLH, B ChOTBETCTBHUE C MECTHHUTE, PETHOHAIHH, HALIMOHATHY H/HITH MEKIyHAPOJHH
pasnopenou.

EtukeTrpaHe B ChOTBETCTBHE C: H3KIIIOUCHHMS 38 BBTPELIHN OIIAKOBKH, KOTaTo ChABPKAHUETO He mpeBumasa 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08
OmnacH# ChCTaBKU : (3S,5S)-7-[2-(4-fluorophenyl)-3-phenyl-4-(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]-3,5-
dihydroxyheptanoic acid

2.3. Ipyru onacHocTH

He cpappixa PBT/vPvB Bemectsa > 0.1%, onenenu B cbotBercTBHe ¢ [Ipunoxenne XIII vHa Permamenr REACH

CMecTa He ChIBpPIKA BEIIECTBO(a), BKIIIOUEHO(H) B CIIUCHKA, H3TOTBEH B choTBeTCcTBHE ¢ WwieH 59(1), maparpad 1 or REACH, 3a npuTexaBaHeTO Ha CBOICTBA,
HapymaBamy GyHKIUHTE HA eHIOKPHHHATA CHCTEMa, MIIH 32 KOeTO/KOUTO HE € YCTAHOBEHO, Ye UMa(T) CBOHCTBA, HapyIIaBamy GYHKIUHATE Ha €HIOKPUHHATA
CHCTeMa, B CbOTBETCTBHE ¢ KpuTepunTe, onpenenenu B Jenerupan Permament (EC) 2017/2100 na Komucusita mmu Pernmament (EC) 2018/605 na Komucusita B
KOHILICHTpAIIXs, paBHa WK N0-Brucoka oT 0,1 TeraoBeH %.

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTa Permament (EO) Ne 1272/2008 [CLP]

(3S,5S)-7-[2-(4-fluorophenyl)-3-phenyl-4- - 66.6 Carc. 1B, H350

(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]-3,5- Repr. 1B, H360FD

dihydroxyheptanoic acid Lact., H362

(4R,6R)-6-[2-[2-(4-fluorophenyl)-3-phenyl-4- - 334 Aquatic Chronic 4, H413

(phenylcarbamoyl)-5-(propan-2-yl)-1H-pyrrol-1-yl]ethyl]-

4-hydroxyoxan-2-one

3a menuus TekeT Ha H- 1 EUH-nipeaynpexaenusTa 3a onacHoOCT: BX. paszen 16

PA3JIEJI 4: Mepku 3a MbpBa IOMOIIL

4.1. OnucaHue Ha MEPKHUTE 32 IbPBA MOMOIIY

IIbpBa nomo1 pu BIMIIBAHE . Jla ce ocTaBM MOCTpajiaiks Ha YUCT BB3yX. OCUrypeTe CBeX Bb3/yX Ha 3aCErHATOTO JIMIIE.
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IIppBa MOMOII P KOHTAKT € KOXKarta . Jla ce OTCTpaHM MaKCUMAaJIHO Ype3 H30bpcBaHe (C 4UCTa M MeKa HoMBalla Kbpra). [la ce u3mue
OOMIIHO ¢ BOJA B KOSATO € IPHOABEH JICTEPreHT.

H'pra TIOMOIII TPU KOHTAKT C OYUTE . M3nnakueTte ¢ BO/1a, KaTO IBbPXKUTEC OYUTEC MIUPOKO OTBOPEHU.

IIspBa oMol py MOrTbIIaHe : Usmnakuere ycrata. Moske qa Ob/ie IPEnopbYaHO IPOABIDKATEIHO MEAUIMHCKO HAOIOACHHE.

Cumnromu/eextn : Bb3MoxHH ca 3aKbCHENIH e()eKTH.
Cumnromu/eheKTn ClIe BANIIBAHE . HenocraTpunu JaHHH.
CumnTomu/e(heKTH ClIex KOHTAKT C KOXKara . HepocraTpunu 1aHHH.
CumnTomu/e(eKTH ClIex KOHTAKT C OYUTE : HepocraTsunu jaHHMU.

HOT’BpCCTe MCIUIUHCKA chbBeT/ TIOMOILI. HpI/I BB3MOKHOCT [1a C€ MOKAXXE HACTOALIMA JIUCT, @ aKO HE € Ha PA3I0JIOKECHHUE, a CE NMOKAXKE OIMaKOBKAaTa WJIA €TUKETA.

PA3JIEJI 5: IIpoTuBONOXKAPHU MEPKH

TToaxopsuu TI0XKapoTraCUTCIIHN CPEACTBA . Opesuto 3a 3aracsiHe Ha Or'bHSI.

OnacHocT OT Hoxap : Bwx naparpad 2.2.

I/IHCT‘pyKHHI/I 3a raceHe Ha IoXxapu . I{a C€ U3M0J13BaT CPEACTBA, IIOAXOAAIIHN 3a rACCHE Ha I10)KapH B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn . Jla ce m304rBa NIpeKns KOHTAKT ¢ MpoxykTa. He BrumBaiite

TIpax/IyIeK/Ta3/ MM/ U3 IapeHns/aepo30ITH.

6.1.1. 3a mepcoHaJ1, KOiTO He OTrOBaps 32 CHEIIHH CJIyYau

ABapPIﬁHPI IJIAHOBC . I[a C€ HOCH MMOAXOAIIO NPEANasHO 06JICK.TIO, PBKaBULK U 3AIATHU CPEACTBA 3a OUYUTEC WUIIH JIMLETO.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIHHU CIy4Yan

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsawma manmuuaa JOMBJIHUTCTHA HHq)OpMaIIPISI

MeToau 3a HOYHCTBAHE © Yb6enere ce, 4e oTmaabLIHTE ca CHOPAHU U CE ChXPAHABAT Ha CUTYPHO MsicTo. [Touncrere
crapaTenHo. Jla ce n3Mue HechOupaeMust OCTaThK C : Pa3TBOp OT HATPHEB XUIIOXJIOPUT.

Hsima Hanu4Ha qONBIHUTENHA UHOOPMATIHS

EJI 7: O6pa6oTka 1 cbXpaHeHuUe

JIOITBJIHUTEIHY ONIACHOCTH 10 BpeMe Ha 00paboTka : Ha norpeburens na ce 00bpHE BHUMAaHHE 32 PUCKOBETE, CBEHTYaIHO CBHP3aHHU C H30I3BAHETO HA

HPOJYKTa 3a APYTH LIEIH, PA3IUYHHU OT TE3H, 38 KOUTO € Ipe/JHa3HAYCH.
IIpenmasuu mMepku 3a Oe3omacHa paboTa : C martepuaia TpsioBa na ce paboTu BHuMatenHo. [la ce u30sArsa npekus KOHTAaKT ¢ npoaykra. C
MaTepHaia TpsioBa 1a ce paboTu o 1abopaTtopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.
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Atorvastatin impurity mixture

NudopmanroneH aucT 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

XurueHHu MEpKH . Jla ce paboTH B CHOTBETCTBHE C M3UCKBAHUSITA HA TOOpATa MPOMHUIIUIEHA XUTHEHA U TIPOIIEyPHUTE 32
06e30MacHOCT.

7.2. YcnoBusi 3a 6€301aCHO ChbXpaHsIBaHe, BKJIIYNTETHO HECHBMECTHMOCTH

TexHuueCKn MEPKH . /Jla ce ca3BaT NpHIOKUMHUTE Pa3IOPeaOH.
YcnoBust 3a chbXpaHsBaHe : Jla ce cbxpaHsBa MOJ KJII0Y.

7.3. Cneunduuna(u) kpaiina(u) ynorpeoa(i)

Bux maparpad 1.

31EJI 8: KoHTpo.1 HA eKCIIO3UIMATA/JIMYHM NPEeANa3HH CPEICTBA

8.1. [lapameTpH Ha KOHTPOJX

8.1.1 HanMoHAa/IHU TPAHUYHH CTOIHOCTH HA NMPO()eCHOHATHA eKCIO3HIMS M OHOJIOTHYHH IPAHHYHHI CTOHHOCTH
HsiMa Hanu4YHA JOMBIHUTENIHA HHGOPMALHS

8.1.2. IIpenopbuMTEIHH NPOLEAYPH 32 HAOII0/IEHUE

Hsma HannuHa 10mbJIHUTETHA MHGOPMALUs

8.1.3. O6pa3yBat ce 3aMBPCHTEIH HA BB3AyXa

HsiMa Hanu4YHA JOMBIHUTENIHA HHGOPMALHS

8.1.4. DNEL u PNEC

Hsma HannuHa 10ombJIHUTETHA MHGOPMALUs

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo.1 Ha eKCIO3NIUATA

8.2.1. Ioaxoasi| TeXHUYECKH KOHTPO.I

Hoxxoasi TeXHHYECKH KOHTPOT:
Jla ce cpxpaHsaBa B JoOpe MPOBETPUBO MoMeIeHne. Jla ce H3Mmoi3yBa eIHHCTBEHO B CMyKaTeIHa KaOHHa ¢ HHTerpHpaH GpuiThp. BucokoedekTusen puarsp 3a
yactuiy (HEPA ¢untep).

8.2.2. JIM4HM npena3sHu cpeIcTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3amMTa HA KOKATA M TAJOTO:
Jla ce u3noszyBa XUMHUYECKH YCTOHYMBO 3a1uTHO o6iekio. DIN EN 13034

3amuTa Ha phIleTe:
XuMHUYECKH yCTOHUMBH mpeana3Hu pbkasuiy. 1SO 374-1

8.2.2.3. 3ammTa HA JUXATEJHUTE IIHTHIIA

3ammuTa HA UXaTeTHHTE ITBTHIIA

OtnensiHe Ha npax: npoTuBonpaxosa Macka ¢ Gpunrbp P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oiaHa Macka. HoceTte auxateneH anapar, ako cte
M3JI0’KEHHU Ha Mapy/TpaxoBe/aepo30iu

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanmuna JOITBJIHUTEITHA PIH(bOpMaLII/ISI

8.2.3. KoHTpOI Ha eKCIO3HIMSITA B OKOJIHATA Cpeaa

Hsma HanuyHa DOMBJIHUTENTHA MHBOPMALUs
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HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

JIEJI 9: ®u3nyHu ¥ XUMHYHHA CBOMCTBA

ArperaTtHo CbCTOSHHE : TBBpIO BELIECTBO
LBsT . He e nanuuno
Mupuc © He e npunosxumo.
I'panunara Ha mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KunEHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHuIM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonmHa rpaHHMIIA HAa eKCITIO3UBHOCT : He e npunoxumo
T'opHa rpanuna Ha eKCIUIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3narane © He e npunoxumo
TeMneparypa Ha camo3ananaBaHe © He e npunoxumo
Temneparypa Ha pa3nagaHe . He e nanuuno
pH . He e mamuuno
pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHuCH : He e npunoxumo
Pasteopumoct . He e nanuuno
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e nanuuno
OtHocuTenHa IWIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. Uudopmanus BLB BPb3Ka ¢ KJacoBeTe HA (PU3NYHA ONACHOCT

Hsawma mamuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

9.2.2. JIpyru XapaKTepUCTHKH 32 6€30IaCHOCT

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/I}I

Cra0uiieH Ipy HOPMAJIHU YCIOBHSL.

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTETHA I/IH(i)OpMaI.IP[}I

Hsawma manmuanaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsma npu Hopmanna ynotpe6a. Buokre Pasnen 7.

Hpn 3arpsiBaHe 10 TOYKaTa Ha pasrpakK1aHe OTICJIA OITaCHU U3IIapCHUA.
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HH(bOpMaIII/IOHeH JINCT 3a 0€30IacHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

OKCHKOJIOTHYHAa IlH(l)OpMaIIHH

Octpa TOKCHYHOCT (OpayHa) : He ce knacudunupa
OcTpa TOKCHYHOCT (iepMaiHa) : He ce knacudunupa
OcTpa TOKCHYHOCT (BIAMIIBAHE) : He ce xnacudummpa
KoposusHoct/apasHeHe Ha KoxkaTa : He ce xnacudumpa
Cepno3HO yBpek/JjaHe Ha OUHTe/IpasHeHe Ha OYnTe : He ce xnacudummpa
CeHcnbuM3anys Ha IMXaTeIHUTE IbTUINA WK Koxkata . He ce ximacudunmpa
MyTareHHOCT Ha 3apOUIIHATE KICTKU : He ce xnacudummpa
Kanneporennoct : Moxe a IpHYNHU PaK.
TOKCHYHOCT 3a pEeNpoAyKIHATa © Moske a yBpeau OIIOAUTENHATA cocobHOCT. Moske Ja yBpeau mioxa. Moxe na 6bJe BpeJieH 3a
KbpMadyera.
CTOO (cneunduyHa TOKCHIHOCT 32 OIPEACICHU : He ce xnacugumupa

OpraHM) — €HOKpPATHA eKCIO3ULIHS
CTOO (cnenu¢puyHa TOKCHIHOCT 32 OTIPEJIEIeHH . He ce kmacudummpa
OpraHy) — HOBTapsIIIa ce eKCIO3UIHS

OmnacHOCT IIpH BAUIIBAaHE : He ce knacudummpa

Hsima Hanu4Ha qOnbIHUTENHA UHYOPMALHS

PA3JIEJI 12: Exosiornyna nHpopmanus

Exosorust - 06110 : Omnachu otnagbeuy. Jla ce U3I0I3yBaT MOAXOISIIHN KOHTEHHEPH 3a OTIAJHNTE IPOIYKTH.
OnacHo 3a BOJHATa cpefia, KpaTkocpodHa (ocTpa) : He ce knacudummpa
OnacHo 3a BOJHATA CPeJIa, BIrOCPOUHA (XPOHUYHA) © Moske 1a IPUYNHY ABITOTPACH BpeACH e()EKT 3a BOJHUTE OPraHU3MH.

He ce pasrpaxna 6bp30

Hsima HanmuuHa JOMIBIHUTETHA I/IH(l)OpMaIII/I}I

Hsima HanmuHa JOMIBIHUTETHA I/IHq)OpMaI.II/ISI

Hsima HanmuHa JOMIBIHUTETHA I/IH(I)OpMaI.II/IH

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsima Hanu4Ha qOMBIHUTENHA HHOOPMAIHS

PA3JIEJI 13: O6e3Bpe:kaaHe Ha OTHAXbIUTE

MecTHO 3aKOHOIATENCTBO (OTIAABIIN) . Jla ce M3XBBPIH [0 6E30MaCeH HAYKMH B CHOTBETCTBHE C MECTHUTE / HAIMOHAITHU Pa3nopenoi.

03/04/2023 ([lata Ha u3aBane) BG (6warapeku) 6/8



Atorvastatin impurity mixture

NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PA3JIEJI 14: UHdopmanusi OTHOCHO TPAHCHIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH wiu uaeHTH(PUKAIINOHEH HOMEP

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.2. Touno HaMMeHOBaHHe HA NMpaTKaTa no cnucbka Ha OOH

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCTOPTHPAHE

He e npunoxumo ‘ He e npunoxumo | He e mpunoxumo

14.4. OnakoBb4yHa rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxumo ‘ He e nmpunoxumo ‘ He e mpunoxumo

Hsma orbaHuTeNHA HATMYHA MHBOpMaLUs

14.6. Cneuna/aHu mpeana3H MepKH 3a MOTpeOUTeIHTe

CyxonbTeH TPAHCIIOPT
He e nmpunoxumo

TpaHcnopT 1o Mope
He e npunoxumo

Bb3ayumieH TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOIHATa MOPCKA OPraHU3anus

He e npunoxumo

PA3JIEJI 15: WHdopManusi 0THOCHO HOPpMATHBHATA ypenda

15.1. CnenuuyHu 32 BEeNIECTBOTO UJIW CMECTA HOPMATHBHA ypen0a/3aKOHOAATeJICTBO OTHOCHO (e30MaCHOCTTA, 3IPABETO H OKOJHATA
cpena

15.1.1. Pernamentn Ha EC

REACH Ipuaoxenne XVII (YenoBus 3a orpannyaBaHe)

He cpappxa BemecTBo(a), BkarodeHo(n) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpaHndaBaHe)

REACH, Ilpuioxenne XIV (Cnuchbk Ha BellecTBaTa 3a pa3pemiaBane)

He cpappixa BemecTso(a), BrirtodeHo(n) B [Ipunoxenne X1V va REACH (Crmchk Ha BelecTBaTa 3a pa3pelniaBaHe)

REACH Cnucbk ¢ kanauaat-semrectsa (SVHC)

He cpappixa BemecTo(a), BkitoueHo(n) B cniuchka Ha REACH ¢ kanauaar-BeriecTsa
Pernament PIC (EC 649/2012, IIpeaBapuTeiHO 000CHOBAHO ChIJIacHe)
Henpunoxumo.

Pernament otHocHo YO3 (EC 2019/1021, YcToiiunBH OPraHM4HU 3aMBPCUTEIH)
Henpunoxumo.

PeryiaMeHT 0THOCHO BelecTBa, KOUTO HapymaBaT 03o0HoBuUs cJoii (EC 1005/2009)

He cpappika BemecTBo(a), BKIIOYEHO(H) B CIIHCHKA ¢ BEIeCTBa, KOUTO HapymasaT 030HOBHs cioi (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO

HapyLIaBaT 030HOBUSI CJIOH)
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Atorvastatin impurity mixture

NudopmanroneH aucT 3a 6€30macHOCT
B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

PersiameHT 0THOCHO NpeKkypcopuTe Ha B3puBHM BemecTa (EC 2019/1148)

He cpappika BemecTBo(a), BKIFOYEHO(M) B CIUCHKA ¢ MIpeKypcopH Ha B3puBHU BenecTBa (Pernmament EC 2019/1148 3a npenaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopUTe HA HAPKOTUYHHU BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOUYEHO(M) B criuchbka ¢ [Ipekypcopu Ha HapkoTudyHuTe Beuiectsa (Pernament EO 273/2004 0THOCHO NPOU3BOJICTBOTO U ITYCKAHETO
Ha a3apa Ha OIpeJIeJICHU BEIIECTBA, U3II0JI3BAaHU 38 HE3aKOHHO MPOU3BOACTBO HA HAPKOTHYHU HJIH TICHXOTPOITHH BELIECTBA)

15.1.2. Hanuona/Hu pasnopenou

Hsma HanuuHa 10onbJIHUTETHA MHGOPMALUs

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIeCTBO HJIH CMeC

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra ungopmanus

II'bnen Texer na H- 1 EUH-npenynpeskienusiTa 3a oacHocT:

Aquatic Chronic 4 OmacHo 3a BogHATa cpefia — XPOHHYHA OIAcHOCT, KaTeropus 4

Carc. 1B Kanneporenunoct, Kareropus 1B

H350 Moske 1a IPHIHHA PaK.

H360FD Moske 1a yBpeau OIUIOAUTENIHATA CIIOCOOHOCT. MoXKe 1a yBpeau IUoa.

H362 Mosxe na Ob/ie BpelieH 3a KbpMayera.

H413 Moske 1a TPUYUHY IBITOTPACH BPelieH ePEKT 32 BOAHUTE OPraHM3MH.

Lact. TOKCHYHOCT 3a PEHPOAYKLMATA, JOMBIHATEIHA KATEropys, eeKTH BbPXY HIIH 4Pe3 JIaKTaLusITa
Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

Kaacuduuupane u npoueaypa, H3no/i3BaHa 3a NoJy4aBaHe Ha KJIacHPUKANUATA 32 cMecH cbriiacHO Pernament (EO) Ne 1272/2008
[CLP]:

Carc. 1B H350 W3uncnureneH METoO
Repr. 1B H360FD W3uncnureneH METoI
Lact. H362 M34nciuTeNeH MeTOI
Aquatic Chronic 4 H413 W3uncnurenes MeTox

Nudpopmannonen et 3a 6esonacuoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT HupopmarnusTa, chirbpikaiia ce B To31 MH(pOpMaMOHEH JIMCT 3a 6€30MaCHOCT, € MOTyYeHa OT U3TOUHUIH, KOUTO CMsTaMe 3a
HaJexIHU. Beripeku ToBa, mHpOpManusTa ce npeaocrans 03 HUKaKBa rapaHIys, U3pUYHa WM opa30upalia ce, OTHOCHO HelHaTa KOPEKTHOCT
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