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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 : Amlodipine for peak identification
XHUMHYECKO HANMEHOBAHHUE : Amlodipine besilate

CAS Ne 1 111470-99-6

Kon na npoxykra : 202500298

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
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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]

Ocrpa TokcnuHocT (opainHa), Kareropus 4 H302
Cepro3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
TokcuuHoCT 3a penpoaykuusTa, Kareropus 2 H361
OnacHo 3a BOJHaTa cpejia — OCTpa ONACHOCT, KaTteropus 1 H400
OnacHo 3a BoJIHaTa cpejja — XPOHWYHA ONAcHOCT, Kareropus 1 H410

3a mbanus Tekcet Ha H- n EUH-npenynpeskieHnsaTa 3a ONacHOCT: BXK. pa3jen 16

HeﬁnaronpuﬂTHu (l)l)[3l/lKOXPlMPl'1Hl/l eq)eKT]/l H HeﬁJ’laFOl’lpl/lﬂTHl/l ed)eKTn 34 3PaBE€TO HA YOBC€KA U OKOJIHATA Cpeaa

Bpenen npu nornbuiane. CUITHO TOKCUYEH 3a BOJHUTE OPraHU3MHU, ¢ ABJIroTpacH edekr. [Ipeanonara ce, 4e yBpexa OIUIOJUTENHATA CIIOCOOHOCT MM TIOAA.
[penu3BUKBa CEPHO3HO Ipa3HEHE HA OYHTE.

2.2. EneMeHTH HA €THKETA

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

IMTukrorpamu 3a omacHoct (CLP)

$

GHSO07 GHSO08 GHS09
Curnanna gyma (CLP) : Buumanmue
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Amlodipine for peak identification

WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Ipenynpexnenus 3a onacHoct (CLP) : H302 - BpezneH npu noribliase.
H319 - [Ipean3BuKBa CeprHO3HO Jpa3HEHE Ha OYMTE.
H361 - IIpeamnonara ce, 4ye yBpex/Ja OIUIOUTENIHATA CIIOCOOHOCT MJIH IUIOAA.
H410 - CunHO TOKCHYEH 3a BOAHUTE OPraHU3MU, C IBITOTPAcH e(eKT.

Ipenopbku 3a 6e3omacuoct (CLP) : P201 - IIpenu ynorpebda ce cHabaeTe ChC CHELUATHU HHCTPYKLUH.
P202 - He u3non3Baiite npeau Ja CTe Mpoyesy U pa3dpaiu BCHUKH MPEANIa3HA MEPKH 3a
0e30MMacHOCT.
P264 - Jla ce u3mue pbleTe 10 JAKTUTE U JIHLETO CTAPATEIHO ClIe/ ynoTpeda.
P270 - la He ce sae, nue Wiy My npy ynorpeba Ha IpoayKTa.
P273 - la ce u30sirBa u3myckaHe B OKOJIHATA CPEAA.
P280 - U3mon3Baiite npeAna3Hu pbKaBULM/TPEANA3HO OOICKIO/MPeAna3Hy OYiIa/Ipeana3Ha Macka
3a JTHLE/IPeINa3Hu CPeICTBA 3a 3alIUTa Ha CIIyXa.
P301+P312 - ITPU ITOI'JIBIIAHE: Ilpu Hepasnonoxenue ce obagaere 8 LLEHTHP I10
TOKCHKOJIOT' M unu Ha nexap.
P305+P351+P338 - [IP KOHTAKT C OUMTE: npoMuBaiiTe BHUMATEIIHO C BOAA B IPOIBIKEHUE
Ha HAKOJKO MUHYTH. CBasieTe KOHTAaKTHHUTE JICLH, aKO UMa TAKHBA H JTOKOJIKOTO TOBA € BH3MOXHO.
[poabikere ¢ U3MIAKBAHETO.
P308+P313 - [1PU siBHa niu npezmnonaraemMa ekcro3uuusi: [loTbpcere MEAUIMHCKH ChBET/ITIOMOLIL.
P330 - M3nnakuere ycrara.
P337+P313 - [Ipu npoabDKUTENHO Apa3HeHe Ha ounTe: [loThpceTe MEIUIMHCKNA CHBET/IOMOLII.
P391 - Cpbepere pazasToro.
P405 - Ta ce chxpaHsiBa 1oJ| KJIto4.
P501 - CpapprkaHueTo/chabT Aa ce U3XBBPIIH B MYHKT 33 CHOMPaHE HA OMACHU WU CIICHUATHI
OTMaAbLH, B ChOTBETCTBUE C MECTHUTE, PETHOHAIHH, HALIMOHATHH /WM MEKIYHAPOIHU
pasnopenou.

ETukerrpaHe B CbOTBETCTBHE C: M3KITIOUCHHS 32 BBTPEIIHH OMIAKOBKH, KOTaTO ChbPKAHUETO He mpeBumasa 10 ml.

IMuxrorpamu 3a onacHoct (CLP) :

GHS08

2.3. JIpyru onacHoCcTH

Hsma HanuyHa AONBIHUTEIHA I/IH(bOpMaI.II/IH

PA3JIEJI 3: CbcTaB/mH(popManus 3a CbCTABKHUTE

3.1. BemecrBa

HaumenoBanue HNnenTudguxarop Ha % Kaacuduxanus B cbOTBETCTBHE C
NMPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Amlodipine besilate CAS Ne: 111470-99-6 <100 Acute Tox. 4 (opanna), H302 (ATE=393

mg/kg TexecHo Terio)
Eye Irrit. 2, H319

Repr. 2, H361

Aquatic Acute 1, H400
Aquatic Chronic 1, H410

3a mennus Teker Ha H- u EUH-nipeaynpexaenusTa 3a onacHOCT: BX. pazjen 16

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue Ha MepPKHUTe 32 IbPBA MOMOL

H'BpBa moMo1f - 06HII/I MEpPKH . BBB Bcnukn CJIy4au Ha CbMHCHHE, WJIK aKO CUMIITOMHUTE IPOABIDKABAT, IOTHPCETE MEIUIIMHCKA
TTOMOIII.
H'BpBa oMol npy BAUIIBAHE . HM3Benere nuiiero Ha 9uCT BB3AYX U I'0 [IOCTABETE B MO3ULINA, YJIICCHABAIIA AUITAHETO. lIa C€ oCTaBH

TocTpazaius ja cu noure. B ciaywaii Ha npuiomasane: ITorbpcere MeMIMHCKH CHBET/IIOMOIIL.
ITepBa oMo IPK KOHTAKT C KOXKaTa : /Jla ce cBam 3aMbPCEHOTO 00JIEKIIO U U3JI0KEHUAT YUAaCTBK OT KOXKATa JIa Ce M3MHE C MEK CallyH H
BOJIa, KaTo CJIeJl TOBA C€ U3IUIAKHE C TOIIA BOJA.
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Amlodipine for peak identification

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

IIppBa MoOMoIIL IPH KOHTAKT C OYUTE . M3mnakHere He3a0aBHO M CTAPATEIHO C BOJA, KATO JHPIKUTE KIICMAYUTe IHPOKO OTBOPEHH (B
MpoIbJDKeHNe Ha oHe 15 MunyTH). CBasieTe KOHTAaKTHUTE JICIH, aKO UMa TAKHUBA U IOKOJIKOTO TOBA
e Bp3MOXkHO. [IpogbmkeTe ¢ m3ruakBaneTo. [10ThpceTe MEANIIMHCKA TIOMOII, aKO 00JIKaTa,
MHTaHETO WITH 3a4ePBSBAHETO MPOIBIDKAT.

IIppBa momol Npy NOrIbIIAHE : M3mnaknere ycrara ¢ BoAa (caMo ako IMOCTPaAalusT € B Ch3HaHue). Hukora He naBaiite HUILO Ipe3
ycrara Ha 4oBeK B 6e3ch3nanue. Hesabasno ce obanere 8 IEHTBP [10 TOKCUKOJIOI U Sl /Ha
JieKap.

CI/IMHTOMI/I/GQ)CKTI/I CJI€O KOHTAKT C OYUTC : Hpe/:[PISBI/lKBa CEPHO3HO APA3HCHE HAa OYHUTE. 3a‘lepB$lBaHPIﬂ, GoJka.

Hsima HanmuHa JOMIBJIHUTEHA PIH(bOpMaI.IPIﬂ

PA3JIEJI 5: IIpoTHBONOKAPHU MEPKH

Tlomxoasmy NoxaporacHTENHN CPEACTBA : Jla ce m3mon3Bat cpesicTBa, MOAXOAAIIN 3a FaCeHE Ha MOXKapH B ChCEJCTBO. BhrieponeH auokcus.
Bonen cnpeii. Cyx npax. Ojnesiio 3a 3aracsiHe Ha OT'bHS.
Henoxosmy mmoxkaporacuTesTHI CpeicTBa : Jla He ce n3non3Ba CHIIHA BOJHA CTPYSI.

OnacHU IPOJYKTH Ha pasNajaHe B CIydail Ha moxap . HembiHOTO TopeHe 0cBOOO0K/1aBa ONaceH BHITICPOICH OKHC, BEITIEPOCH IBYOKHUC U APYTH TOKCHIHU

Ta30Be. Bh3MOXHO € OTIeIISTHETO Ha TOKCUYHH u3MnapeHus.

MHcTpyKumny 3a raceHe Ha MoKapu : Jla He ce [0mycKa U3mon3BaHaTa B 6opbaTa ¢ moskapa Bo/a Jia 3aMbpPCH OKOJIHATA CPe/ia.
3amuTa Npy raceHe Ha mnoxap . Jla He ce mpeanpueMa Hameca 0e3 MOIXOIAIIO 3aUTHO 000pyABaHe. ABTOHOMEH U M30JIHpaI]
amapar 3a JuxareiHa 3aiuTa. [Ib1Ha 3a1mTa Ha TSUI0TO.

PA3JIEJI 6: Mepku npu aBap

OO0y Mepku : Jla ce n304rBa KOHTAKT C KOXaTa, OUUTE U JAPEXUTE.

3a nepconaJi, KOITO He 0TroBaps 3a CHEIIHHU CJaydYan

ABapHiitHH TITaHOBE : Jla ce oTCTpaHM HEHYKHHUS TIEPCOHAII.

3a unara, 0TTOBOPHH 32 CNEIIHHA CIyYan

3aIIUTHY CpeCTBA : Jla He ce mpeanpreMa Hameca 6e3 MOAXOAIIO 3aIIUTHO 000pyABaHe. 3a MoBede HHpopMaIHs,
BIDKTe paszaen 8: "KoHTpou Ha ekcrio3uiusita/ TMYHU IPeAna3Hu cpeacTaa’.

I[a ce u30srea H3IyCKAaHEC B OKOJIHATa cpeaa. HpCI[OTBpaTeTC HABJIM3aHETO B KaHAJIM3alUsiATa U B OGH.ICCTBCHI/ITC BOIH.

3a 3agbprKane : Ilonmiite ¢ HHEPTEH MaTEpHA U MIOCTABETE B MOAXO/SIL KOHTEHHED 3a 00e3BpexJaHe Ha OTHAABLIH.
Mero/u 3a MoYKCTBaHE : IlouncTeTe 3aMbpceHHUTE TOBBPXHOCTH OOMIHO C Bojia. [104YnCTBaHE ¢ HOMILTA HA JETEPrEHT.

Bmxre Pazznen 13 otHocHO nHbopMarys 3a 00e3BpekaaHe Ha OTIAIBLHTE.
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Amlodipine for peak identification

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

31EJI 7: PaGoTa u chbXpaHeHHe

7.1. llpenna3un Mepku 3a 6e30macHa padora

JIOIbIIHUTENHY ONTACHOCTH TI0 BpeMe Ha paboTa . /Jla He ce u3narat OpeMEHHHTE XKEHHU WM KbPMayKHTE.

Ipenna3suu mepku 3a Ge3omacHa pabora : Jla ce u30sirBa BCsKakBa U3IHIIHA eKcro3uims. Jla ce ocurypu 1o6po mpoBeTpsiBane Ha pabOTHOTO
MSICTO.

XUTueHHH MEPKH : Jla He ce siae, ve WK MyLIH Ipy ynoTpeda Ha npoaykra. [la He ce u3Hacs 3aMbpPCEHO PabOTHO

00JIeKII0 U3BBH PaOOTHOTO MOMeEIIeHHE. J]a ce H3MHAT PhLETE NPEIH MOYUBKHUTE H CICT
MPUKIIIOYBAHE Ha paboTaTa.

7.2. YciioBusi 3a 6€301aCHO CbXpaHABaHe, BKINYUTEJITHO HCCbBMECTUMOCTH

Vcnosus 3a CbXpaHsBaHE : )_'[a C€ CbXpaHsBa HA z[06pe TIPOBETPUBO MSACTO. CpabT 512 ce ChbXpaHsABa IUNIBTHO 3aTBOPCH. I[a ce
T1a3u OT TOIUIMHA U MpsIKa CIbHYCBA CBETJINHA.
OnakoBbYHU MaTepuain : )_'[a C€ CbXpaHsABa B OPUTHHAJIHUTE KOHTCI‘/‘IHCPH‘

7.3. Cneuupuuna(u) kpaiina(u) ynorpeda(u)

Hsima HanmaHa JOITBJIHUTEITHA I/[H(bOpMaLII/IH

PA3/IEJI 8: KoHTpPOJI Ha eKCIIO3UIUATA/TUYHHN NpeINa3Hu CpeACcTBa

8.1. [TapameTpu Ha KOHTPOJI

Hsima Hanmanaa JOITBJIHUTCITHA I/[H(i)OpMaI_II/ISI

8.2. KoHTpo.1 Ha eKCo3HIMATA

IMoaxoas HH:KeHEPeH KOHTPOJI

Moaxoasiug HHKEHEPEeH KOHTPOJI:
)_'[a Ce ocurypu HOGPO IIPOBETPsABAHE HA pa60THOT0 MmsicTo. OOGMKHOBEHO C€ M3MCKBAT KAKTO MECTHA CMyKaT€JIHa BEHTUJIAlKA, TaKa U BEHTUJIAUA Ha 0061110TO
nomenienue. C Marepuaia Tpﬂ6Ba Ja ce pa60m non na6opaT0pHa KaMHHa, JOKOJIKOTO TOBa € Bb3MOXHO.

JInuHH nmpeanasHu cpeacresa

3ammTa HAa 0YMTE M JUIETO

3ammuTa Ha o4HTe:

Jla ce HOCAT IpenmasHu oumna. [Ipeanasuu ounna cse crpannyna 3amuta. (EN 166)
3ammuTa Ha Ko:KaTa

3amuTa Ha KOXKATa M TAJIOTO:
Jla ce HOCH mOAXOMALIO NpeanasHo obiekno. Jlaboparopra ynorpeba : JlaboparopHa npecrtiika. (EN 13034)

3ammuTa Ha pBIeTe:
Jla ce HOCST MOAXOISIIIN PBKABULM. XUMHUYECKH YCTONYMBY npenasuu pbkasuny. (EN 374)

3amuTa Ha AUXATEJTHUTE MbTHIIA

3ammuTa Ha JUXaTeJIHHTe MbTHINA:
B ciyuait Ha 006pa3yBaHe Ha IIpax Jia ce H3M0JI3Ba anapar 3a qumane ¢ Guiarsp: P3

PA3IEJI 9: ®u3nynu 1 XMMMYHHA CBOHCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHMTE (PM3UYHU U XMMHYHH CBOICTBA

ArperaTtHo ChCTOSIHHE
st

BbHIeH Bux
MornekyiaHa Maca
Mupuc

I'panunara Ha Mupuca
Touka Ha ToreHe
Touka Ha 3aMpb3BaHe
Touka Ha KUIIEeHEe

TBBPIIO BELIECTBO
Osu1. TIOYTH 05T
Ipax.

567.1 g/mol

He e nanuuno

He e nanuuno

~ 180 °C

He e nanuuno

He e nanuuno
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Amlodipine for peak identification

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

3anmanuMocT : He e Hanuuno
JlonHa rpaHHIa Ha eKCIIIO3UBHOCT : He e npunoxumo
T'opHa rpanuIa Ha eKCIIO3UBHOCT : He e npunoxumo
IInamua Temnepatypa : He e npunoxumo
Temneparypa Ha camo3anajBaHe : He e npunoxumo
Temneparypa Ha pa3yiarane : He e Hanuuno
pH : He e HamuyHO
pH pastBop : He e HanuynO
Buckosurer, kunemaruueH : He e npunoxumo
PasrBopumocT : Boma: 1-10g/1
Koeduient Ha pasnpezpenenue: n-okranon/soga (Log @ He e Hamudno
Kow)

Hansirane na mapute : He e Hanuuno
Hansrane Ha napure npu 50°C : He e Hanu4HO
IInsTHOCT : He e Hanuuno
OTHOCHTEIHA IITBTHOCT : He e Hann4HO
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pazmep Ha yacTunuTe : He e Hanuuno

Hsima HanmMuHa JOMIBJIHUTEIHA PlH(l)OpMaI.IHﬂ

PA3IEJI 10: CTa0MIHOCT U PeaKTHBHOCT

Hsima HanmuHa JOMIBJIHUTEIHA HH(l)OpMaI.IPIﬂ

Hsima HanmuHa TOMIBIIHUTETHA I/IHq)OpMaI.IHﬂ

Hsma nanwyHa 1OMBIHUTENHA HHOOPMAIIUSL

Hsima Hanu4Ha qOMbIHUTENHA HHOpMATHS

Hsma HanuvHa TOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

rH4YHa HqupmaumI

Octpa TOKCHYHOCT (OpajiHa) . BpejeH npu noribiiase.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce knacu¢umpa (Jlunceat nanHu)
Octpa TOKCHYHOCT (BMILIBAHE) : He ce knacu¢umpa (Jlunceat nanxu)

Amlodipine besilate (111470-99-6)

LD50 opanno mibx 393 mg/kg (RTECS Ne US7967700)
KoposuBHOCT/ Ipa3HeHe Ha KoKaTta : He ce knacu¢umpa (Jlunceat nanHm)
Cepno3HO yBpesk/laHe Ha OUHTE/IpasHEHEe Ha OUNTe : Ilpenu3BHKBa cepruoO3HO JIpa3HEHE HA OUYHTE.
Cencubunysanys Ha IUXaTeHUTE MbTUINA niK koxkata  : He ce ximacuduumpa (JIuncsar 1annam)
MyTareHHOCT Ha 3apOJMILIHUTE KIETKH . He ce xnacuduuupa (Bb3 0cHOBa Ha HAJTUYHUTE JAHHM, HE Ca M3IIBIHEHH KPUTEPHHTE 33
KknacuuImpane)
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Amlodipine for peak identification

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

Kanneporensoct . He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JaHHH, HE CA U3ITBIHEHH KPHUTEPUUTE 32
KIacupHIEpaHe)

TOKCHYHOCT 32 PENPOAYKIHATA : Ilpenmoiara ce, ye yBpexaa OIIOANTEIHATA CIIOCOOHOCT MM IUIOAA.

CTOO (cnenn@uyHa TOKCHYHOCT 3a OIPEIEICHA : He ce knacu¢uupa (JIunceat nanam)

OpraHu) — €JHOKpaTHA eKCIIO3ULIHS
CTOO (cnennduyHa TOKCHYHOCT 32 OIPEIEICHU : He ce xnacudunupa (JIuncsat nanam)
OpraHM) — MOBTAPSIIIA CE eKCIIO3ULMS

OmnacHOCT I BAUIIBAHE : He ce xnacudunupa (Jluncat nanxm)

Hsma HanuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3IEJI 12: ExosioruuHa uHgopmanus

“

OnacHo 3a BoJHATa cpejia, KpaTkocpouHa (ocTpa) : CHIJIHO TOKCHYCH 3a BOJHUTC OPraHU3MHU.
OnacHo 3a BOJHATA CpeJia, ABIrOCPOUHA (XPOHHYHA) : CHIJIHO TOKCHYCH 3a BOJHUTE OPTaHU3MH, C JIBITOTPacH eeKT.

Amlodipine besilate (111470-99-6)

LC50 - Pubm [1] 14 mg/1 (96 gaca, Oncorhynchus mykiss ( lproBa mectspsa )) (Ciopen merox OECD)
EC50 - Pakoo6pasuu [1] 9.9 mg/l Daphnia magna (Boxua 0b1xa)
EC50 72h - Bogopaciu [1] 0.28 mg/l EbC3enenu Bogopaciu

Amlodipine besilate (111470-99-6)

YcToWYMBOCT U pa3rpaiuMocT He ce pasrpaxmaa 0bp30

Hsma nanuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IPIﬂ

Hsima HanmuHa JOMIBJIHUTETHA HH(l)OpMaI.IHﬂ

Hsawma mammyaa JOITBJIHUTECITHA I/IH(i)OpMaLIPISI

PA3JIEJI 13: O0e3Bpexaane Ha OTHAAbIUTE

Hsima Hanu4Ha TOMBIHUTENHA HHDOpMALHS

PA3JIEJI 14: Un¢opManus 0THOCHO TPAHCTIOPTHPAHETO

B cvotBerctBre ¢ ADR / IMDG / IATA
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Amlodipine for peak identification

I/IH(I)OpMaL[I/IOHCH JIUCT 3a 6C3OHaCHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

ADR IMDG IATA
14.1. Homep no cnucbka Ha OOH mim naeHTugHKALIOHEH HOMeEP
UN 3077 UN 3077 UN 3077

14.2. TouHo HaUMeHOBaHUeE Ha MpaTKaTa no cnucbka Ha OOH

BEHIECTBO, OITACHO 3A OKOJIHATA
CPEJIA, TBBPIO, H.V K.

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

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

Onucanue Ha TPAHCIOPTHUTE JOKYMEHTH

UN 3077 BELIECTBO, OITACHO 3A UN 3077 ENVIRONMENTALLY HAZARDOUS UN 3077 Environmentally hazardous substance,
OKOJIHATA CPEJIA, TBBPIO, H.Y K., 9,111, (-) | SUBSTANCE, SOLID, N.O.S., 9, III, MARINE solid, n.o.s., 9, III
POLLUTANT
14.3. Knac(oBe) Ha 0IACHOCT NP TPAHCIIOPTHPaHe
9 9 9

14.4. Onakopb4Ha rpymna

I

1II

I

14.5. OnacHocTH 32 OKOJIHATA cpeaa

OracHo 3a okosnHara cpena: [a

OnacHo 3a okosHara cpeza: [a
Mopcku 3ambpenten: Ha
EmS-Ne (IToxap): F-A
EmS-Ne (Pa3nus): S-F

OrmacHo 3a okomiHara cpena: [a

Hsma JOITBJIHUTCITHA HAJTMIHA I/IH(bOpMaI_II/ISI

14.6. Cnenuajiiy npeana3sHu MepKH 32 NOTPe0uTeuTe

CyxonmbTeH TPaHCIOPT

Knacudukanuonen kog (ADR)

Crnienmanuu pasnopendou (ADR)

Orpannuenu konuuectsa (ADR)

W3kirouenu konmmyectBa (ADR)

OnakoBbuHH nHCTpyKuuu (ADR)

CrienmanHy onakoBb4HU paznopenou (ADR)

Cwmecenu onakoBku (ADR)

MucTtpykuuu 3a NpeHOCUMU LIUCTEPHH U KOHTEHHEpH 3a
HacunHu ToBapu (ADR)

CrienpaiHy pa3nopedy OTHOCHO IPEHOCHMH LIUCTEPHU
U KOHTeitHepH 3a HacumHu ToBapu (ADR)

Konose 3a nucrepan (ADR)

ITpeBo3HO CPeACTBO 3a MPEBO3 B IIUCTEPHU
Tpancnoprha kareropus (ADR)

Crienmaniu pasnopendu 3a npesosa - Onakoku (ADR)
Crienmaniu pasnopendu 3a npeo3 - HacumHo
cwerosiaune (ADR)

Crienmaniu pasnopendu 3a npeBo3 - TOBapeHe,
pasroBapBane u oOpadotka (ADR)
Wnentudukanuonen Homep 3a onacHoct (Kemuep No.)
OpamxeBu Tabenu

Kon 3a TyHennu orpanndenus (ADR)

M7

274,335,375, 601

Skg

El

P002, IBCO8, LP02, RO0O1
PP12, B3

MP10

T1, BK1, BK2, BK3

TP33
. SGAV, LGBV
AT
3
V13
VCl1, VC2
CV13

90

90
3077
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WNudopmanroHeH JIucT 3a 6€30MacHOCT
B cvoTBeTcTBUE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

TpaucnopT no mope

Crnennanau pasnopendou (IMDG) . 274,335, 375,966, 967, 969
Orpannuenu konuuectsa (IMDG) : Skg

W3kmrouenu konmyectsa (IMDG) : El

Onakobunu uHcTpykuuu (IMDG) : LP02, P002
Crienmaniu pasnopendu 3a onakosane (IMDG) : PPI12

IBC onakopbunu unctpykuuu (IMDG) : IBCOS8

IBC cneunanuu pasnopenou (IMDG) : B3

Wucerpykuuu 3a nucrepuu ( IMDG) . BKI, BK2,BK3, T1
Criennanuu pasnopendu otHocHo nucrepuu (IMDG) . TP33

Kareropus na toBapene ( IMDG) A

Criagupane u ob6pabotka (IMDG) : SW23

Bb3aymen Tpancnoprt

PCA Uskimrouenu konmuecta (IATA) . El
PCA OrpaHuueHu KoJmuecTBa MbTHUYECKH CaMOJIET U : Y956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMUECTBO 32 OTPAaHUYEHO : 30kegG
KOJIMYECTBO IIbTHUYECKU camoneT u kapro (IATA)

PCA MHcTpyKuuny 3a OnakoBaHe MbTHUYECKH camoiieT 1 : 956
kapro (IATA)

PCA MakcumaaHO HETHO KOJIMYECTBO IIbTHUYECKH : 400kg
camouiet u kapro (IATA)

WHcerpykuuu 3a onakoaHe camo kapro (IATA) 1 956
MakcuManaHo HeTHO KosmuecTBo camo kapro (IATA) : 400kg
Criennanuu pasnopendu (IATA) : A97, A158, A179, A197, A215
ERG xox (IATA) : 9L

14.7. Mopclm TPAHCHOPT HA TOBAPU B HACUITHO CHbCTOAHUE CHIVIACHO HHCTPYMEHTH HA MemyﬂapouHaTa MOpPCKa opraHu3anus

He e npunoxumo

PA3JIEJI 15: Wudopmanusi 0OTHOCHO HOPMATHBHATA ypeada

15.1. Cienuanm 32 BENIECTBOTO WJIH CMECTA HOPMATHBHA YPea0a/3aK0HO0IATEICTBO OTHOCHO (€30MaCHOCTTA, 3APABETO H OKOJIHATA
cpeaa

Peramamentn Ha EC

REACH, Ilpuno:xenne XVII (¥YcioBus 3a orpaHuyaBaHne)

He ¢urypupa B [Ipunoxenne XVII za REACH

REACH, IIpuioxenue XIV (Cuucbk Ha BeliecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV nHa REACH (Cnncbk Ha BelecTBaTa 3a pasperiaBaHe)

REACH, Cnucsbk ¢ kanauaaTt-seurecrsa (SVHC)

He ¢urypupa B cnucpka Ha REACH ¢ kananaaT-BenecTsa

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

He ¢urypupa B ciucbKa ¢ BelecTBa, KOMTO HapymaBat 030HoBus cioii (Permament EO 1005/2009)

Perniamenr 3a uzgenusTa ¢ 1BoiiHa ynorpeoda (428/2009)

He ¢urypupa 8 PETJTAMEHT (EO) Ne 428/2009 HA CbBETA ot 5 maii 2009 roauna 3a BpBexxaAaHe pesxkxum Ha OOIIHOCTTA 32 KOHTPOJI HAa M3HOCA, TpaHcdepa,
Opokepckara ACHHOCT M TpaH3UTA Ha U3JEIHs U TEXHOIOTHH C JBOWHHA yrnoTpeba.

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeulectBa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIIOYEHO(H) B CIUCHKA ¢ IPeKypcopy Ha B3puBHH BemecTsa (Perimament EC 2019/1148 3a npemnaranero Ha masapa u ynorpebara Ha
IPEKypCOPH Ha B3PUBHU BEIIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcopuTe Ha HAapKOTH4YHH BemecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIIOYeHO(H) B cinchbka ¢ [Ipexypcopu Ha HaproTnuauTe Bemectsa (Permament EO 273/2004 0THOCHO POM3BOJCTBOTO H ITyCKAHETO
Ha rasapa Ha OIpPE/ICICHH BEIECTBA, U3MOI3BAHN 32 HE3aKOHHO [IPOM3BO/ICTBO HA HAPKOTHYHH MM IICHXOTPOITHHU BEIIECTBA)
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15.2. Onenka Ha 0€30IMaCHOCT HA XHMHUYHOTO BEIECTBO HJIH CMEC

HsiMa HannyHa qOMBIHATENTHA HHQOpMALHS

JIEJI 16: /Ipyra ungopmanust

I'bnen Texker nHa H- u EUH-npegynpeskieHusiTa 3a oacHocT:

Acute Tox. 4 (opanHa)

Ocrtpa TokcnuHocT (opainHa), Kareropus 4

Aquatic Acute 1

OmnacHo 3a BoJHATa Cpe/ia — 0CTPa OMAcHOCT, Kareropus 1

Aquatic Chronic 1

OnacHo 3a BoJJHaTa cpejia — XPOHUYHA OMACHOCT, KaTeropus 1

Eye Irrit. 2 Cepro3Ho yBpexaane/apa3HeHe Ha ounte, Kareropust 2

H302 Bpenen npu nornsluaxe.

H319 IIpean3BukBa CEpHO3HO Jpa3HEHE HA OUUTE.

H361 TIpearmnosara ce, 4e yBpex/aa OIUIOIUTEIIHATA CIIOCOOHOCT WITH TUIOJA.
H400 CHITHO TOKCHYCH 32 BOJHUTE OPTaHH3MH.

H410 CHITHO TOKCHYEH 33 BOIHUTE OPTAHM3MH, C IBITOTPacH e(eKT.

Repr. 2 TokcuyHoCT 3a penpoaykuusaTa, Kareropus 2

Mudopmanmnonen et 3a 6eszonacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT HupopmanusTa, chabpxaiia ce B To3u MHdopmaroneH juct 3a 6e301MacHoCT, € M0Jy4eHa OT H3TOYHUIIU, KOUTO CMsTaMe 3a
HaZeKAH. Bbipexn ToBa, nHGpopManusTa ce mpeocTans 0e3 HUKaKBa rapaHIus, H3pUYHA WK [opa3dupalia ce, OTHOCHO HeiHaTa KOPEKTHOCT. Y CIIOBUSITA HITH

MeTojuTe 3a paboTa, ChbXpaHeHue, ynorpeda i 00e3Bperk/iaHe Ha MPOJIyKTa ca U3BbH HAIINSA KOHTPOJ U MOJKE J1a Ca U3BbH Hallata KoMmrereHTHocT. [Tlopaau

Tasu v APpYyry NpUIuHU, HUE HE TIOEMaME OTTOBOPHOCT U U3PHUYHO CE€ OTKa3BaMe€ OT OTTOBOPHOCT 3a 3ary6n, LHICTU WJIK pa3xoau, IPOU3TUYAILU OT UJIU CBbP3aHU

I10 HAKAKbB HAYMH ¢ paboTaTa, CbXpaHEHHUETO, yroTpedara 1in 00e3BpeskIaHeTo Ha npoaykra. Tosn MH]opmannoneH aucT 3a 0€3011acHOCT € U3TOTBEH U TpsidBa

Jla ce U3M0JI3Ba CaMo 3a TO3H NPOJIYKT. AKO IIPOJYKTHT C€ U3II0JI3Ba KaTO ChCTaBKa Ha APYTH NPOILyKTH, HalnuHaTa MH(OpMalis O1 MOIJIa 11a Ce OKaXe

HENPUIIOKHUMA. Tasu uH(i)opmaum C€ OCHOBAaBa Ha HAIIUTC TCKYIIH IIO3HAHUA U € IPEAHA3HAYCHA J1a Ja/I€ OIMCAHUC HA IPOAYKTAa CaMO 3a LCJIUTE Ha

3/]paBeoIa3BaHeTo, 0e30I1acHOCTTa M OKoJIHAaTa cpena. [lopaau Toa, T He TPsAOBa J1a ce ThIKyBa KaTo rapaHIMs 3a CBOMCTBATa HA MPOIYKTA.
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