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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOAYKTa : BemectBoO

HanmeHoBaHKe Ha BEIIECTBOTO . Fosinopril impurity |

XUMHUECKO HANMEHOBAHHE . [(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy] (4-phenylbutyl)phosphoryl]acetic acid
EO unnexc Ne © 607-629-00-5

EO Ne © 419-270-1

CAS Ne 1 123599-82-6

Kox Ha mpoaykra . 201601055

1.2. UnenTuduuupann BUI0Be YIOTPeda HA BeeCTBOTO WJIH CMeCTa, KOUTO €A OT 3HAYeHHe, M BHI0BE YIOTpeda, KOUTO He ce
Nnpenopb4YBaT

1.2.1. UnenTudunupanu ynorpedn

OcHoOBHa KaTeropus Ha yrnorpeba . TIpomykThT € npeJHa3HA4YCH 32 U3CIICABAHMS, AHAIU3H M HAyYHO-00Pa30BaTEITHH LISIH.
VYnorpeba Ha BelecTBOTO/CMecTa : Camo 3a npodecroHa Ha ynorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTOopHH XMMHUKAIII

1.2.2. Ynorpeou, KOMTO He ce MPenopb4BaT

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

1.3. logpoGHu JaHHM 32 JOCTABYHKA HA HH(OPMAIMOHHUS JIUCT 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 CHENIHH CIIY4YaH

TenedoHeH HOMED TIPU CIELIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

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

CepHo3HO yBpexJaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a e Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edexTH U HedIaronpusATHH epeKTH 3a 3APaBETO HA YOBEKA M OKOJIHATA cpe/a
OHpC}]eJ'ISIHC Ype3 EKCIIEPTHO MHCHUE U IO CHJIaTa Ha 1OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMukrorpamu 3a onacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacHoct (CLP) : H319 - [Ipean3BukBa cepruo3HO Apa3HEHE HA OUYHTE.
Ipenopsku 3a 6e3omacHoct (CLP) : P280 - M3non3Baiite npeanasHu ovmia.

ETI/IKCTHpaHe B CbOTBETCTBUE C: U3KIHOYCHHUSA 3a BBTPCIIHN ONIAaKOBKH, KOI'aTO CHABPIKAHUETO HE NIPEBUILIaBa 10 ml
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HH(bOpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

He ce n3uckBa €TUKeTHUpaHe

Hsma nammana nomsmanTenHa HHGOpMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4- CAS Ne: 123599-82-6 <100 Eye Irrit. 2, H319
phenylbutyl)phosphoryl]acetic acid EO Ne: 419-270-1
EO nnzexc Ne: 607-629-00-5

3a memHua Texet Ha H- m EUH-nipenynpexaennsaTa 3a omacHOCT: BiK. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL
IIppBa oMol pH KOHTAKT C KOXkKaTa : /Jla ce oTCTpaHn MakCHMAJIHO Upe3 N30bpcBaHe (C YMCTa U MeKa MONMBAIA KbPIIa).
H’BpBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ BoJa Kato Tpeara3Ha MspKa.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa HOMBIHATETHA HHPOPMAIIUS

[IpoTnBoMOXXaPHH MEPKHU

TToaxoasiu TIOKapoOTaCUTEIIHA CPEACTBA : Opesiy1o 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPIPI 3a raceHe Ha ImoXxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CHCEIICTBO.

PA3IEJI 6: Mepku npu aBapMiiHO H3IIyCKaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapS 32 CIEIHH CJIy4an

ABapuiiHH IIIAHOBE : Jla ce n30srBa BCAKAKBa M3/IUIIHA €KCIO3HIIHS.

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH
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I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nammdana nomemanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

padoTKa u ¢

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

8.1.1 HanuoHAaTHU rPAHHYHH CTOMHOCTH HA NMPO(eCHOHATHA eKCIIO3HIHA H OHOJIOTHYHI FPAHHYHH CTOHOCTH

Hsima HammuHa nombiHUTeIHA HHGOPMALHS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsauTenHa HHGOPMANHs

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima Hamm4Ha nombIHATEIHA HHGOPMAIHS

8.1.4. DNEL n PNEC

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

8.1.5. Perysnupane upe3 ooxBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiny TeXHHYEeCKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMYyKATElIHA BEHTIIALMS, TaKa M BEHTHIANUS Ha 001IOTO
MOMEIIEHHE.

8.2.2. JImuHun npeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE W JIHIETO

Hsima HaymuHa TobIHATEIHA HHGOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOXKATA U TSIOTO:
JlaGoparopHa mpecTiika

3auuTa Ha pblETe:
3aIUTHA PHKaBULIN
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

Hsima HanuuHa JOBIHUTEIHA PIH(bOpMaI.II/Iﬂ

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUs

8.2.3. KoHTpo.1 Ha eKCIO3HIUATA B OKOJHATA cpela

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

31EJ 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Undopmanusi 0OTHOCHO OCHOBHHTE (PM3HYHH U XHMHYIHH CBOICTBA

ArperaTtHo ChCTOSHUE . Teepno BemecTBo
Bsar . He e HanuuHO
BroHIeH By : IIpax.

Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hanuuno
Touka Ha TOIEHE 1 895-91,4°C
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIEeHe . He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCITIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hanuuno
pH : 6,3(2-5¢9/L)

pH pasrBop : He e Hanuuno
Bucko3uter, KuHEMaTu4eH : He e npunoxumo
PazrBopumoct : He e Hanuuno
Koeduruent Ha pasnpenernenue: n-okranoi/soga (Log  : He e HamuuHO
Kow)

KoedurmenT Ha pasnpenesnenune: n-okranoi/soga (Log @ 1,81 at 20°C
Pow)

Hansrane na napute © He e Hannuno
Hansraune na napute npu 50°C : He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT . He e Hanuuno
OTHOCHUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nannuno

9.2. ipyra undopmanus

9.2.1. Undopmanus BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA OMACHOCT

Hsima Hammana JOIbJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30MacHOCT

Hsima Hanmmana JOIbJIHUTCITHA PIH(bOpMaLII/IS[

T U PEAKTUBHOCT

10.1. PeaknmoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHHU YCIIOBHS.

10.2. XumMu4HA CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[
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Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

10.3. Bb3MOKHOCT 32 OIACHH peaKuuu

He e u3BectHO.

10.4. YciaoBusi, KOUTO TPsidBa /1a ce H30SIrBaT

Hsima mammana JOIIbJIHUTCITHA I/IHd)OpMaI_II/Iﬂ

10.5. HechbBMecTHMH MaTepHATIH

Hsiva npu HopMaitHa yrotpe6a. Biokre Paznen 7.

10.6. OnacHu NpPOAYKTH Ha pa3najaHe

HpI/I 3arpsaBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACIIA OIaCHU MU3IIAapCHUS.

PA3JIEJI 11: TokcHKOJIOTHYHA HHPOPMALUS

11.1. Uudopmanus 3a KIacoBeTe HA OMACHOCT, onpenegeHn B Permament (EO) Ne 1272/2008

OcTtpa TOKCUYHOCT (OpaHa) . He ce knacuduimpa
OcTtpa TOKCUYHOCT (AepMajHa) . He ce knacudmuimpa
OcTpa TOKCUYHOCT (BJIUILIBAHE) . He ce knacuduimpa

[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)

LD50 nepmaiHo 3aek > 2000 mg/kg
LC50 Bauuisase - [hrbx > 2000 mg/kg
KoposuBHOCT/ Ipa3HeHe Ha Kokata : He ce knacudmuimpa
pH: 6,3 (2-5 g/L)
CepHo3HO yBpeXKIaHe Ha 04T/ Jpa3HEeHe Ha OUHTe . TIpenu3BHKBa CEpHO3HO APA3HEHE HA OUHTE.
pH: 6,3 (2-5g/L)
CencuOunu3alys Ha JUXaTeIHUTE IbTUIA WK Koxkata  ©  He ce knacuduimpa
MyTareHHOCT Ha 3apOAMIIHUTE KIETKH : He ce knacudwuimpa
KanueporenHoct : He ce knacuduimpa
TOKCHYHOCT 3a PENpOAYKIHUATA . He ce knacudmumpa
CTOO (crenn¢pudHa TOKCHYHOCT 3a OTIPEJIEIeHH . He ce xmacudummpa

OpraHM) — eIHOKPATHA eKCIIO3ULIHS
CTOO (crenn¢pudHa TOKCHYHOCT 3a OTPEJIEIeHH . He ce xmacudummpa
OpraHM) — TOBTApSIIIA CE CKCIIO3UIIHS

OnacHOCT NpH BAMIIIBAHE . He ce knacudwumpa

11.2. Undopmanus 3a Ipyra oNacHOCTH

HsiMa HaiM4YHa TOMBIHATENHA HHQOpMALIHS

PA3IEJI 12: Exojioru4yHa uH(popmanust

12.1. TokcHYHOCT

Exomnorus - o010 © He mpeacraBnsiBa KOHKpETHa OMACHOCT 3a OKOJHATA Cpefa.
OmacHo 3a BOAHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xnacudmumpa
OmnacHo 3a BOAHATA cpefia, JbITOCPOUHA (XPOHHYHA) . He ce xmacudmumpa

[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)

LC50 - Pubwu [1] > 87 mg/l LC50-96 Hour - fish

EC50 - Pakoo6pasuu [1] > 87 mg/l EC50 - 48 Hour - Daphnia magna
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I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)

Buopasrpaxnane ‘ 68

[(RS)-[(1SR)-2-methyl-1-(1-oxopropoxy)propoxy](4-phenylbutyl)phosphoryl]acetic acid (123599-82-6)

Koeduiment Ha pasnpenenesune: n-okranon/soga (Log 1,81 at 20°C
Pow)

Hsma nanmuana gomsnHUTENHA HHPOPMAIUST

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa HOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 13: O0e3BpexaaHe HA OTHIAIbIUTE

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBie ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKANNOHEH HOMEDP

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.2. ToyHo HaHMeHOBaHHUe HA MPaTKaTa No cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Kiac(oBe) Ha OMaCHOCT NPH TPAHCIIOPTHPAHE

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 3a OKOJTHATA cpesa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

Hsima monmbiaHHUTENIHA HATTMYHA PIH(l)OpMaHHiI

CyxonbTeH TPAaHCIIOPT
He e npunoxumo
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Nudopmanronen auct 3a 6€30macHOCT
B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (EC) 2020/878

Tpancnopt no mope
He e npunoxxumo

Bb3aymen Tpancnopt
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE CHIVIACHO HHCTPYMEHTH Ha MeXKIyHAPOHATA MOPCKA OPraHU3alusl

He e npunoxxumo

PA3JIEJI 15: UHpopManusi 0THOCHO HOPMATHBHATA ypenda

15.1. Cneuuduynm 32 BeUIeCTBOTO WJIM CMECTAa HOPMATHBHA YPea0a/3aK0H0JATEJCTBO OTHOCHO 0€30IACHOCTTA, 3/[PABETO H OKOJIHATA
cpena

15.1.1. Perinamentu Ha EC

REACH IIpuaosxenne XVII (YcaoBus 3a orpaHn4aBaHe)
He ¢urypupa B IIpunoxenne XVII nva REACH

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

He ¢urypupa B [punoxenue XIV na REACH (Crucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Chnucbk ¢ kanauaat-semiectsa (SVHC)

He ¢urypupa B crimcska Ha REACH ¢ kangunaT-emectsa

Peranament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIacHe)

Henpunoxumo.

Pernament oTHocHo YO3 (EC 2019/1021, YcToiiunBy OpranMyHu 3aMbPCHTENIH)

Henpunosxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cnimcbKa ¢ BelecTsa, KOUTO HapyiiaBar 030HoBus cioit (Permament EO 1005/2009): Fosinopril impurity I

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 npennaranero Ha masapa u yrnorpebara Ha
[IPEKyPCOpH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe HA HApKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIIIOYeHO(H) B ciuchka ¢ [Ipexypcopu Ha HapkoTnuruTe BemecTa (Pernmament EO 273/2004 0THOCHO MPOM3BOACTBOTO U MYCKAHETO
Ha 1a3apa Ha OIPE/ICIICHH BEIECTBa, U3MOJI3BAaHN 32 HE3aKOHHO MPOM3BOJICTBO HA HAPKOTHYHH MIIH IICHXOTPOIHH BEIECTBA)

15.1.2. HanuoHaJ HU pa3nopendu

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLIHS[

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

Hsima Hanmmana JOIbJIHUTCITHA PIH(bOpMaLIHS[

PA3JIEJI 16: Apyra uadopmanus

II'bnen Texer Ha H- u EUH-npeaynpesxkaeHusiTa 3a OIacHoOCT:

Eye Irrit. 2 CepunosHo yBpek/aaHe/ipasHeHe Ha ounte, Kateropus 2

H319 IIpenu3BuKBa CepHO3HO Apa3HEHE HAa OUHUTE.

Nupopmanmonen iuct 3a 6esonacuoct (UJ1B), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpxaiia ce B To3u MHpOpMaIMOHeH JUCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhrpexn ToBa, HHGOpManusaTa ce npegocTasst 0¢3 HUKaKBa rapaHI[ys, M3pHYHA WIH T0Apa3dHpalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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