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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 : Atorvastatin Calcium
XHUMHYECKO HANMEHOBAHHUE : Atorvastatin calcium trihydrate
CAS Ne 1 344423-98-9

Kon na npoxykra : 201600076

1.2. UneHTHUIMPAHH BUI0BE YIIOTPeda HA BELECTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYeHHUe, U BH/I0Be YIIOTpeda, KOMTO He ce
NMpenopbLYBaT

Hpentndunupanu ynorpeoun

VYnorpeba Ha BEIECTBOTO/CMECTa : Hayunu uscienBanus U pa3BUTHE
TexHUYecKH U3NUTBAHUS U AaHAITH3U
Camo 3a npodecronansa ynorpeba

ODyHKIMS WK KaTeTOpys Ha yoTpeda : JIabopaTOpHU XUMUKAIU

Ynorpedu, KOUTO He ce MPEeNoPbHYBAT

OrpanuyeHus 3a ynorpeba . He 3a xpana, jexapcTBa WM JoMaiiHa ynorpeba

1.3. IloagpoOHM JaHHM 32 JOCTABYMKA HA MHPOPMALMOHHHUS JHCT 32 0€30NaCHOCT

European Directorate for the Quality of Medicines & Healthcare
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1.4. Tenedonen HoMep NPH CHELIHU CIYyYaH

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

PA3JIEJI 2: Onucanue HA ONACHOCTUTE

2.1. Knacuduuupane Ha BeleCTBOTO UJIH CMeCTa

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

Kanneporennoct, Kateropus 2 H351
ToxcuunocT 3a penpoxykuusTa, Kareropus 1B H360
3a mbanus TekcT Ha H- n EUH-npenynpeskiennsaTa 3a ONacHOCT: BXK. pasjen 16

HeﬁnaronpuﬂTHu (l)l)lfﬂlKOXPlMPl‘lHl/l ed)elc"m )/ HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3APaBE€TO HA YOBCKA U OKOJIHATA Cpeaa
Ipennonara ce, ye npuyuHABa pak. Moxe J1a yBpeIu OIUIOIUTENIHATA CIIOCOOHOCT MIIH IUIOAA.
2.2. EneMenTH HAa €THKETA

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

IMTukrorpamu 3a onacHoct (CLP)

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

H360 - Mo>xe 1a yBpeau OIUIOAUTENHATA CIOCOOHOCT MIIH IUIOJA.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ipenu ynotpebda ce cHabAeTe ChC CHEUUATHN HHCTPYKIIUH.
P202 - He u3non3Baiite Ipeiu 1a CTe MpoYein U pa3opani BCHYKU HPEAIa3HI MEPKH 32
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Atorvastatin Calcium

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

06e30MacHOCT.
P280 - U3nomn3Baiite npeanasHu phKaBHUIH/IPENA3HO 0OIEKIO/MPeAna3Hi Ounia/mpena3Ha Macka
3a JTHIe/IPe/INa3Hu CPEeICTBA 3a 3alUTa Ha CITyXa.
P308+P313 - [1PU siBHa niu npezmonaraemMa ekcro3uuusi: [loTbpcere MEAUIMHCKH ChBET/ITOMOIIL.
P405 - [Ta ce chxpaHsiBa 1moJ KJIo4.
P501 - CoapprkaHneTo/ChabT Aa CC U3XBBPIIH B MMYHKT 33 CHOMPAHE HA OMACHH WU CIICHUATHI
OTMaJbLH, B ChOTBETCTBHE C MECTHUTE, PETHOHAITHH, HAIIMOHATHH /WA MEKIYHAPOIHI
pasnopenou.

ETukerupane B choTBeTCTBUE C: V3KIII0YEHHS 32 BBTPELIHU ONIAKOBKHU, KOTaTO ChIbPXKAHUETO HEe npeBuiasa 10 ml.

Iuxrorpamu 3a onacuoct (CLP)

GHSO08
2.3. [Ipyru onacHOCTH

Jlpyra napopmarms : AKTHBHO BEIEeCTBO (BbB (hapMaeBTHIHU HPOIYKTH).
BHuManme - BemecTBO, KOETO BCE OIIE HE € U3MUTAHO HaIIbJIHO.

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKUTE

3.1. BemecTBa

HaumenoBanue HNnenTudguxarop Ha % Kiaacudukanus B CbOTBETCTBHE C
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Atorvastatin calcium trihydrate CAS Ne: 344423-98-9 <100 Carc. 2, H351
Repr. 1B, H360

3a meinnus Teker Ha H- 1 EUH-nipenynpexenusta 3a onacHoOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mMbpBa MOMOIIL

4.1. OnucaHne Ha MepKHUTe 32 MbPBa MOMOLI

H'BpBa TmoMo1f - 061].[1/1 MEPKHU . B®B Bcnukn CJIy4au Ha CbMHCHHE, WX aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEJUIIMHCKA
TIOMOIII.
H'BpBa TioMoul Npyu BAUIIIBAHE . HM3Benere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B IO3ULINA, YJICCHABAIA AUIIAHETO. lIa C€ oCTaBH

NOCTpaJialiys Ja CU oduHe. B cirydaii Ha npuinomasane: I[ToTbpceTe MEIUIIMHCKY CHBET/IIOMOLL.

ITepBa noMoLI IPH KOHTAKT ¢ KOXKaTa : Jla ce cBanmy 3aMBbPCEHOTO OOJIEKIIO U U3IIOKEHUAT YIaCTBhK OT KOXKAaTa Ja Ce M3MHUE C MEK CallyH H
BOJIa, KaTO CJIeJ] TOBA CE M3IUIAKHE C TOIUIA BOAA.

ITepBa oMo IPH KOHTAKT C OYHTE : M3miaksere ¢ BoJa, KaTo ABPIKUTE OYUTE MINPOKO OTBOPeHH. [loThpceTe MequIMHCKa HOMOL, aK0
0oJkaTa, MUTaHETO MM 3aUCPBSIBAHETO IPOBIDKAT.

ITspBa HOMOII TIPH MOTJTBIAHE : Msnnaksere ycraTa ¢ Boza (caMo aKo IIOCTpaJalusaT € B ch3HaHHe). Hukora He aBaiite HUIIO TIpe3
ycTaTa Ha 4oBek B Oe3ch3HaHne. He3abaBHO MOTBpceTe MEANIIMHCKH CHBET/TIOMOII.

4.2. Hajli-chblecTBeH! OCTPH M HACTBIIBALIIHU CJIe/I U3BECTEH IEPUOJ OT BpeMe CUMIITOMHA U e(l)eKTll

Hsima Hammana JOIIBJIHUTCITHA HH(I)OpM&LIPI}I

4.3. Yka3anue 3a He00X0AMMOCTTA OT BCIKAKBY HEOTI0KHH MEAMIUHCKH IPUAKHU U CIIELHATHO JieYeHue

Hsma HanuvHa I0MBIHUTENTHA HHOOPMAIUS

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

5.1. CpeacrBa 3a raceHe Ha mo:kap

IMoaXO/SIIH TT0XKAPOTACUTEIIHI CPE/ICTBA : Jla ce u3mon3Bat cpecTBa, MOAXOMAIIM 3a FACCHE HA MOXKApH B ChCEACTBO. BhrieponeH auokcus.
Bonen crpeit. Cyx npax. Ozesio 3a 3aracsiHe Ha OT'bHSI.
Hernoaxosiuy moxaporacuTelIH| CPeICTBa : Jla He ce U3MoON3Ba CHIIHA BOJHA CTPYSL.
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Atorvastatin Calcium

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

OnacHu NPOAYKTH Ha pasnaJgaHe B cnyqaﬁ Ha 1moxxap . Hemwanoto TOpeHe OCBOGO)KI[aBa OmaceH BBIVIEPOJACH OKHUC, BBITIEPOJACH ABYOKHUC U APYTd TOKCUYHH
TazoBe. Bb3MOXKHO € OTJeNIHETO Ha TOKCHUHHU H3MIapCHUs.

MHcTpyKuunu 3a raceHe Ha HOXXapH : Jla He ce momycka U3moj3BaHaTa B 6opbara ¢ moxkapa BojJa Jia 3aMbpPCH OKOJIHATa Cpefa.
3aiyta Ipy raceHe Ha moxap : Jla He ce mpeanprema Hameca 0e3 MOAXOSIIO 3ALMTHO 000pyABaHe. ABTOHOMEH H H30JIHMPALL]
arapar 3a AuxaresHa 3aunmTa. [IeiHa 3amura Ha TI0TO.

PA3EJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

OGH.IH MEpPKH : I{a ce n30srBa KOHTAKT C KoOXaTa, O4UTE U APEXUTE.

3a nepcoHasl, KOWTO He 0TroBaps 3a CHEUIHH CJIy4Yan

ABapuiiHu Mm1aHOBE : Jla ce OTCTpaHu HEHYKHUS NIEPCOHA.

3a JMIATA, OTTOBOPHHU 32 CHELIHHU CJIy4Yau

3aImuTHY cpesicTBa : Jla He ce npenpremMa HaMmeca 6e3 IOAXO/ISIIO 3aIUTHO 060pyABaHe. 3a noBede HHMOpMALKs,
BIoKTe pasznen §: "KOHTpol Ha ekcro3uusITa/ IMYHU MpeJa3Hu cpeacTna’.

)Ia ce n3bsraa H3IIyCKaHE B OKOJIHaTa cpeaa. HpelIOTBpaTCT € HaBJIN3aHETO B KAHAJIU3AIMSTA M B OOIIECTBEHUTE BOJIHU.

3a 3agbpprkaHe : TlonuiiTe ¢ HHEpTeH MaTepual U IOCTaBeTe B IIOJXOIAI KOHTEHHEp 3a 00e3BpeK1aHe Ha OTIIAaIbIIH.

Meroau 3a noyncTBaHe . Ilouncrere 3aMBbPCEHUTE ITOBBPXHOCTU 00mITHO ¢ Boza. [ToyncTBaHe ¢ MOMINTA HA JICTCPICHT.

Bmxre Paznen 13 otHOcHO nHbOpMarus 3a 06e3BpekIaHe Ha OTIALBIHTE.

JIOITBJIHUTEIIHY ONACHOCTH 110 BpeMe Ha paboTa : Jla He ce u3naraT OPEMEHHHTE KEHHU MM KbPMadKHTE.

Tpenmasuu Mepku 3a 6e3omacHa pabora . Jla ce n30srBa BCSKaKBa M3NUIIHA eKCO3uLus. [la ce ocurypu 100po mpoBeTpsiBaHe HA pabOTHOTO
MSICTO.

XHUrueHHH MEPKU : Jla He ce siae, MUe WIK MyIIH IpH ynoTpeda Ha npoAykra. Jla He ce u3Hacs 3aMbPCEHO PabOTHO

00JIEKIIO U3BBH pa60THOT0 IIOMCHICHHC. I[a C€ UBMUAT PBUECTC NPECAU NOYUBKUTE U CICT
TIPUKITIOYBAaHC HA pa60TaTa.

Vcnosus 3a CbXpaHsABaHE : I{a C€ CbXpaHsABa HA I[OGPC TIPOBETPUBO MSACTO. CpabT 1a ce ChbXpaHsABa INIBTHO 3aTBOPECH. I[a ce
T1a3u OT TOIUIMHA U MpPsKa CJIbHYEBA CBETINHA.
OnakoBbYHU Marepuain : I{a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTBﬁHepH.

Hsima HanmuHa OMIBJIHUTETHA HH(l)OpMaLIPIﬂ

PA3JIEJI 8: KoHTpo. Ha eKCIO3UIMATA/INYHH NPeANa3Hu CPeACcTBA

Hsima HanmuHa JOMIBIIHUTEIHA I/IH(I)OpMaI.IHﬂ
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Atorvastatin Calcium

I/IH(I)OpMaHI/IOHCH JIUCT 3a 6e3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2. KoHTpo. Ha eKCIO3HIMATA

MMoaxoasig HHKEHEPEeH KOHTPOJI

TMoaxoasiiy MHKeHepPeH KOHTPOJI:
Jla ce ocurypu 100po npoBeTpsiBaHe Ha pabOTHOTO MsICTO. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMYKAaTeJIHA BEHTUIIAIMS, TaKa U BEHTUJIALKS Ha 00II0TO
nomemenue. C Marepraia TpsioBa ja ce paboTH HOJ 1abopaTopHa KaMHUHA, TOKOJIKOTO TOBA € BE3MOXKHO.

JInuHu npeamnasHu cpeacrsa

3ammuTa HA OYHTE U JHIETO

3ammuTa Ha ounTe:

Ja ce HocsT npeanasznu ounna. [Ipeanasuu ounna cbe crpannyHa 3amuTa. (EN 166)
3amuTa Ha KokKaTa

3amMTa HA KOKATA M TAJI0TO:
Jla ce HocH TOAXOAAIIO Tpena3Ho 06nekio. JlaboparopHa ynorpeba : JlabopatopHa npecriika. (EN 13034)

3amura Ha phLeTe:
Jla ce HOCST MOAXOISIY PHKABULY. XUMUYECKH YCTONUNBY npena3nu pbkasuny. (EN 374)

3ammTa HA UXATEJTHUTE MHTHIIA

3amuTa Ha AMXATEJHATE BTHINA:
B ciyuait Ha o6pa3yBaHe Ha IIpax jia ce W3I10JI3Ba arnapar 3a Aumane ¢ puiarsp: P3

PA3IEJI 9: ®u3nyHu 1 XMMMYHHM CBOMCTBA

9.1. Uudopmansi OTHOCHO OCHOBHHUTE (PM3HMYHHM U XUMHUYHHU CBOIHCTBA

ATrperatHo cbCTOSHUE : TBBpIO BELIECTBO
IBsT . He e Hanmuuno
BrbHiieH Bug : Ilpax.

Mupuc : He e Hanuuno
I'panunara Ha Mupuca : He e Hanuuno
Touka Ha TONIEHE . He e HannyHO
Touka Ha 3aMpb3BaHe . He e HamnuHO
Touka Ha KHIICHE . He e HamuunO
3amaaumoct . He e HannuHO
JlonHa rpaHuIa Ha €KCIIO3UBHOCT . He e npunoxumo
I'opHa rpaHHIIa HA €KCIUIO3UBHOCT . He e npunoxumo
ITnamua TeMnepatypa . He e npuoxumo
Temmeparypa Ha camo3amajBaHe . He e npuoxumo
Temmeparypa Ha pa3iaraHe . He e HannuHo
pH : He e manuuno
pH pastsop : He e manuuno
Bucko3uTer, KHHEMaTHYeH . He e npuoxumo
PazrBopumoct : Boma: 0.1 -1g/l
KoedummenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammuHO
Kow)

Hansrane na napure . He e mamuunO
Hansrane na mapute npu 50°C : He e manuuno
IIneTHOCT . He e mamuuno
OTHOCHUTENHA IUTBTHOCT . He e HanuuHo
OTHOCHUTENHA IUTBTHOCT Ha mapute npu 20°C . He e npunoxumo
Pa3mep Ha wactuiure . He e mamuuno
9.2. Ipyra unpopmanus

Hsima Hanmana JOITBJIHUTCITHA HH(I]OpMaI_II/ISI
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Atorvastatin Calcium

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

10: CTaOMJIHOCT M PEAKTHBHOCT

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

Hsima HanmMuHa OMIBJIHUTEIHA PlHd)OpMaI.IHﬂ

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaLIPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyna qoneiHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOoMbIHUTENHA HHOOPMALHS

JI 11: TokcukoJornyHa mHpopmManus

OcTpa TOKCHYHOCT (OpaiHa) He ce xnacudunupa (Bb3 ocHOBa Ha HAIMYHATE JAHHH, HE Ca H3IBIHEHH KPHTEPUUTE 32
KnacuHImpaHe)
OcTpa TOKCHYHOCT (IepMaiHa) He ce xnacuguumpa (B3 0CHOBa Ha HAIMYHUTE JAHHH, HE CA U3ITBIHEHH KPHUTEPUUTE 32
KinacuHImpaHe)

OcTpa TOKCHYHOCT (BIMIIBAHE) He ce knacu¢urmpa (JIuncsar nanun)

Atorvastatin calcium trihydrate (344423-98-9)

LD50 opanHo mrex > 5000 mg/kg

LD50 nepmanHo 3aek > 2000 mg/kg

KoposuBHocT/ipasnene Ha Koxara He ce knacuduumpa (Jlumncar 1aHau)

Cepno3HO yBpeskJlaHe Ha OUHTE/Ipa3sHEHEe Ha OUNTe He ce knacudummpa (Heybenurennu 1annm)

Cencubunmn3zanys Ha JUXaTeJIHuTe IHTUINA WK KoXKaTa He ce xnacudunmnpa (Heybenntennn faHam)

MyTareHHOCT Ha 3apOJULIHUTE KIETKU

Kanneporensoct

TOKCHYHOCT 32 PEIPOAYKIHATA

CTOO (crneunduyHa TOKCHYHOCT 32 OIPEIEICHU
OpraHy) — eIHOKPATHA EKCTIO3ULUS

CTOO (cnenn¢uyHa TOKCHYHOCT 3a ONpPEETeHI
OpraHu) — ITOBTapsIIA CE EKCIIO3ULHS

OmnacHOCT I BAUIIBAaHE

Hsma HanuvHa JOMBIHUTENHA HHPOPMAIIHS

JIEJI 12: Exosoruuna nndgopmanus

He ce xmacudunupa (B3 ocHOBa Ha HATUYHUTE JaHHY, HE Ca U3II'BIHCHU KPUTEPHUTE 32
KJacuuypane)

Ilpearnoara ce, 4e NPUYUHABA PAK.

Mosxe J1a yBpeaH OIUIOAUTENHATA CIIOCOOHOCT WX IUIOZA.

He ce xnacudunmpa (Jluncsar naHau)

He ce xnacudunupa (Jluncsar nanam)

He ce knacugunupa (TexHnuecka HEBB3MOXHOCT 3 TOJTy4aBaHEe Ha TAaHHH)

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa)
OnacHo 3a BOJHATA Cpe/ia, AbIrOCPOUHA (XPOHHYHA)

He ce xnacuduuupa (Jlumncsar q1aHam)
He ce xnacuduuupa (Jlumncsar qgaHau)
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Atorvastatin Calcium

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

Atorvastatin calcium trihydrate (344423-98-9)

Y CTOHYMBOCT M pasrpajuMoCT | Pasrpaxna ce 65p30

Hsima Hanu4Ha TOnbIHUTENHA HHDOpMALHS

Hsma HanmuvHa TOTBIHUTENHA HHPOPMAIIHS

Hsma HanmuvHa ZOTBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 13: O6e3Bpe:xaaHe HA OTHATbIHUTE

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

PA3EJI 14: UndopManysi OTHOCHO TPAHCIIOPTHPAHETO

B cpotBetcTBe ¢ ADR / IMDG / IATA
ADR IMDG TATA

14.1. Homep no cniucbka Ha OOH niau uaeHTHGUKATHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HauMeHOBaHHE Ha IpaTKaTa no cnucbka Ha OOH

He e mpunoxumo He e npunoxumo He e npunoxumo

14.3. Knac(oBe) Ha onacHOCT NPU TPAHCIIOPTHPaHe

He e npunoxumo He e npunoxumo He e npunoxumo

14.4. Onakopb4Ha rpyna

He e npunoxxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 0KOJIHATA cpela

He e npunoxumo He e npunoxxumo He e npunoxumo

Hsma nompianuTenHa HATMYIHA HHPOPMAIIHS

CyXonmbTeH TPAHCIIOPT
He e npunoxumo

TpancnopTt o Mope
He e npunoxumo
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Atorvastatin Calcium

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

Bb3ayumien Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeK/IyHAapOIHATa MOPCKA OPraHu3aIust

He e npunoxxumo

PA3JIEJI 15: WndopMmanusi OTHOCHO HOPpMAaTHBHATa ypenaoda

15.1. CienppvuHH 32 BEIECTBOTO HJIM CMECTA HOPMATHBHA YPen0a/3aK0OH0IATEICTBO OTHOCHO 6€301MaCHOCTTA, 3APABETO H OKOJIHATA
cpena

Pernamentn na EC

REACH, IIpuaoxenue XVII (YciioBus 32 orpaHu4YaBaHe)

He ¢urypupa B [Tpunoxenune XVII nva REACH

REACH, IIpuniaoxenue XIV (CiucbK Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B [lpunoxenne XIV na REACH (Crnuchk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH, Cnucsbk ¢ kanauaat-seurecrsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ xaHannar-BemecTsa

Per;iaMeHT 0THOCHO BellecTBa, KOUTO HapymaBaTt o30HoBus ciaoii (EC 1005/2009)

He ¢urypupa B cucbKa ¢ BeLeCTBa, KOUTO HapyLIaBat 030HoBusI cioii (Permament EO 1005/2009)
PersiiameHT 3a u3enusTa c aBoiiHa ynorpeoa (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CBbBETA or 5 mait 2009 roauna 3a BpBexxAaHe peskuM Ha OOIIHOCTTA 3a KOHTPOJI Ha M3HOCA, TpaHchepa,
OpoKkepcKkaTa ISHHOCT U TpaH3HTa Ha U3/ICNIUS U TEXHOJIOTHH C JBOHA yrnoTpeda.

PersiaMeHT 0THOCHO npeKkypcopuTe Ha B3puBHU BeuectBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIUCHKA ¢ IIpeKypcopy Ha B3puBHH BewecTsa (Perimament EC 2019/1148 3a npeanaranero Ha masapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

Per;1aMeHT 0THOCHO MpeKypCOpHTe Ha HAapKOTHYHM BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOUEHO(H) B ciuchbka ¢ [Ipekypcopu Ha HapkoTnunuTe BemecTsa (Permament EO 273/2004 0THOCHO IPOH3BOACTBOTO H ITyCKAHETO
Ha I1a3apa Ha OIIpe/ieNICHH BEIECTBA, H3IIOI3BaHU 32 He3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH MU IICHXOTPOIIHH BEIIECTBA)

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

Hsma HannyHa nombIHUTENTHA HHOPMALIUS

PA3JIEJI 16: Ipyra ungopmanus

Nuanxanus 3a npoMeHn
Paznen IIpomeHeHn eneMeHT KomenTapu
Jlara Ha penakmusara IIpomeneno
3ameHs BepcHATa OT Ilpomeneno
1.1 HaumenoBanue IIpomeneno
1.1 CAS Ne Jlo6aBeno
1.2 OcHOBHa KaTeropus Ha ynorpeda IIpemaxnarto
1.2 Orpannuenns 3a ynorpeda IIpomeneno
1.2 VYnorpeba Ha BelecTBOTO/CMecTa IIpomeneno
2.1 Heb6naronpustan QU3HKOXUMHUYHY e(DeKTH 1 IIpomeneno
HeOIaronpusaTHY e()eKTH 3a 3APABETO HA YOBEKA U
OKOIIHATa cpejia
2.3 Jpyra unpopmanus JobaBeHo
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Atorvastatin Calcium

WNudopmanroHeH JIucT 3a 6€30MacHOCT

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

Nuauxanus 3a NMPOMEHHU
Paznen IIpomeHen eneMeHT KomenTapu
4.1 IIbpBa noMoIL IPU KOHTAKT C O4UTE IIpomeneno
4.1 ITepBa momonI IpH KOHTAKT € KOXKaTa IIpomeneno
4.1 IIppBa oMol npu NOrTbIAHE IIpomeneno
4.1 IIppBa nomo1 pu BIUIIBaHE IIpomeneno
4.1 IIppBa nomol - 00K MEPKH JlobaBeHo
4.2 Cunmnromu/edexTn IIpemaxunaro
4.2 CumMnToMu/eeKTH ciejl MorTbIIaHe IIpemaxnaro
42 Cumnromu/eeKT ciel] KOHTaKT C KoyKara IIpemaxuarto
4.2 Cumnromu/eheKTy el BAUIIBaHE IIpemaxuarto
4.2 Cumnromu/eeKTd ciesy KOHTAKT C OYUTe IIpemaxuato
43 Jlpyro MeIUIHCKO CTAaHOBHILE WU JCUCHUE IIpemaxunato
5.1 TToxxomsiy mo>kaporacUTEHN CPeICTBA IIpomeneno
5.1 Henoaxonsmu noxaporacuTeHu cpeicTBa JlobaBeno
5.2 OnacHOCT OT moXxap IIpemaxuarto
5.2 OnacHM NPOAYKTH Ha pa3najiaHe B cilyyaid Ha JobaBeHo
moxap
53 MHcTpykuum 3a raceHe Ha 1oxapu IIpomeneno
53 3amuTa Npy raceHe Ha Moxap JobaBeHo
6.1 O0mu Mepku IIpomeneno
6.1 ABapuiiHu MIaHoBe IIpomeneno
6.1 3auuTHU cpeacTBa Jlo6aBeno
6.2 IIpeana3uu Mepky 3a orna3BaHe Ha OKoJHaTa cpeza | JlobaBeHo
6.3 3a 3aabpiKaHe JlobaBeHo
6.3 Meroau 3a MOYUCTBAHE IIpomeneno
6.4 Tlo3oBaBaHe Ha apyru paznen (8, 13) Jlo6aBeHno
7.1 JIOIBJIHUTENTHE ONIACHOCTH 110 BpeMe Ha padoTta IIpomeneno
7.1 TIpennasuu mepku 3a 6e3omacHa paboTa IIpomeneno
7.1 XUTrHeHHH MEPKH IIpomeneno
7.2 OnakoBbYHU MaTepUaIn JlobaBeHo
7.2 TexXHUYeCKH MEPKH IIpemaxunarto
72 YcnoBust 3a cbXpaHsIBaHE IIpomeneno
7.3 CriennbuyHM KpaiHu ynotpedu IIpemaxnarto
8.2 Toaxoasii HHKEHEPEH KOHTPOJI IIpomeneno
8.2 3amura Ha pbleTe IIpomeneno
8.2 3amura Ha Ko)karta U TAJI0TO ITpomeneno
8.2 3amuTa Ha OYUTE IIpomeneno
8.2 3ammra Ha IUXATETHUTE ITBTUIA IIpomeneno
9 Mupuc IIpemaxuarto
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Atorvastatin Calcium

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

HNuaukanus 3a NMPOMEHHU

Paznen IIpomeHen eneMeHT KomenTapu

10.1 Peakionna criocoOHOCT IIpemaxuato
10.5 HecpBMecTuMu MaTepuamu IIpemaxuato
10.6 OnacHu NPOAYKTH Ha pa3mnagaHe IIpemaxnarto
12.1 Exkonorus - 0010 IIpemaxnaro
13.1 Pernonanuu pasnopeaou 3a OTnaIbLHTe IIpemaxunaro

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

Carc. 2 Kanneporennoct, Kateropus 2

H351 IIpenmnonara ce, ye NPUUYMHSABA PAK.

H360 Mosxe /1a yBpeau OIUTOAUTENIHATA CIOCOOHOCT HJIH IUTOJA.
Repr. 1B TokcuuHocT 3a penpoaykuusaTa, Kareropus 1B

Wupopmarmonen auct 3a 6e3onacHoct (UJIB), EC

OTKA3 OT OTI'OBOPHOCT Hudopmanusra, cbabpikamnia ce B To3u MHpopMamoHeH JucT 3a 6e30MacHOCT, € HOJIy4eHa OT H3TOYHUIH, KOUTO CMsITaMe 3a

HaACK/THHU. B’bl’[peKI/I TOBa, I/IH(i)OpMaLII/IﬂTa C€ npeaocTaBs 06e3 HUKaKBa rapaHuys, U3puiHa Ui noz{pa36npama C€, OTHOCHO HeWHaTa KOPEKTHOCT. VcnoBusita uiau

METOIHUTE 3a pa60Ta, CbXpaHCHUE, yHOTpe6a NI 0663Bpe)l(£[aHe Ha MpoAYyKTa ca U3BBH HaIIWs KOHTPOJ U MOXKE J1a Ca U3BBH HallaTa KOMIIETCHTHOCT. Hopazm
Tasu U Apyryu NpuvIuHU, HUE HE TIOEMaME€ OTITOBOPHOCT U U3PUYHO CE€ OTKa3BaM€ OT OTTOBOPHOCT 3a 33Fy6I/I, LIETH WKW pa3Xoau, NPpOU3TUYaIIU OT WU CBBP3aHU

110 HAKaKbB HA4YUH C paGOTaTa, CbXpPaHCHUETO, yn()Tpe6aTa NI O6€3Bpe)KI[aHeTO Ha IIpoayKTa. To3u I/IH(i)OpMaLU/IOHCH JIACT 3a O€30IMaCHOCT € U3TOTBEH U Tpﬂ6Ba

Jla C€ U3II0JI3Ba CaMO 3a TO3U IIPOAYKT. Ako NPOAYKTHT C€ U3II0JI3BA KATO ChbCTaBKa Ha JAPYTryd NPOAYKTH, HAJIMYHATa HH(bOpMaLU/IS[ 6u MorJia Jla CE OKaxe
HETIPpUIOXKUMaA. Tasu I/IH(bO]i)MaLU/Ii[ C€ OCHOBaBa Ha HAIIUTE TECKYIIH IIO3HAHUS U € IPECTHA3HAYCHA J1a 1a/I€ OIMMCAaHUE Ha IPOJAYKTa caMO 3a LECIUTE Ha
3/1paBE€OIIa3BaHETO, 0e30IacHOCTTa M OKOJIHATA Ccpena. Hopaj:m TOBa, TS HE Tpil6Ba Jla C€ ThIIKYBA KaTo rapaHiys 3a CBOMCTBaTa Ha NpoayKTa.
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