European Directorate  Direction européenne

eom  Ereg Acexamic acid

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepcwus: 1.0

3AEJI 1: UnenTudukanus Ha BeleCTBOTO/CMeCTAa M Ha IPYKeCTBOTO/NMpeANPHATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Acexamic acid

Kon Ha mponyxra : 201600016

CHHOHUME : Acexamic acid, salts, hydrates, isomers and impurities where applicable

1.2. MnenTuduuupanu BUI0Be YIOTPe6a HA BeLIECTBOTO WM CMeCTa, KOUTO Ca OT 3Ha4YeHHe, U BH/I0Be yI0oTpeda, KOMTO He ce
Npenopb4YBaT

1.2.1. UnenTndunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda : TIpomyKThT € mpeqHA3HAYEH 3a H3CIICIBAHMS, AHAIM3H U HAYIHO-00PA30BATEHH IIETH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
OyHKIHS WM KaTeropusi Ha yrorpeba : JlaGopaTopHH XMMHUKAIII

1.2.2. Ynorpedu, KoMTO He ce MPeNnopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce usnoinssa : [lormbinane, Baumane, JlepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH()OPMAIMOHHHS 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. TesedoHeH HOMEP NPH CHELIHH CIIY4aH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B chorBercTBHe ¢ Persament (EO) Ne 1272/2008 [CLP]

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

Hebnaronpusitau pusnkoxumMuyHu edexT U HedIaronpusATHH eheKTH 3a 3APaBeTO HA YOBEKA M OKOJIHATA cpe/a
OnpenenﬂHe 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

Erukerupane B choTBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHuMmanue
Ipenynpexnenus 3a onacHoct (CLP) : H319 - [Ipean3BukBa cepruo3HO Apa3HEHE HA OUYHTE.
Ipenopsku 3a 6e3onacHoct (CLP) : P280 - M3non3Baiite npenasHy o4mia, IpeAna3Hi PhKaBUIIH.

P305+P351+P338 - ITP11 KOHTAKT C OUYUTE: [IpomuBaiiTe BHUMATEIIHO C BOJA B IPOBIDKCHHUE

Ha HAKOJIKO MUHYTH. CBajieTe KOHTAKTHHTE JIEIM, aKO Ma TaKMBa U JIOKOJIKOTO TOBA € Bh3MOXKHO.

IIponbikasaiiTe 1a mpoMuBare.

P337+P313 - Ilpu npoab/DKUTETHO IpasHeHe Ha ounte: IloTbpceTe MEIUIIMHCKU CHBET/TIOMOIL.
EtHkeTnpaHe B ChOTBETCTBHUE C: U3KIIOUCHHS 3a BBTPEIIHH ONAKOBKH, KOTaTo ChABPKaHUETO He Tpepumasa 10 ml
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Acexamic acid

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

He ce n3uckBa €TUKEeTHPaHe

Hsma nammana nomsmanTenHa HHGOpMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 3a CbCTaBKHTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Acexamic acid - <100 Eye Irrit. 2, H319

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

He e npunoxumo

PA3JIEJI 4: Mepku 32 MbpBa NOMOIL
IIppBa MoMoII IpH KOHTAKT C KOXKaTa . /Jla ce oTCTpaHM MakCHMAJHO Upe3 N30bpcBaHe (C YMCTa U MeKa MONMBAIIA KbPIIa).
H‘I:pBa TIOMOIII ITPY KOHTAKT C OUYUTE : W3miakaere ounte ¢ Boja KaTto TNpearasHa MspkKa.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMAIIUS

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKHU

TToaxoasu TI0KapoOTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCTPYKHPIPI 3a raceHe Ha IoXxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CbCEIICTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3NyCKaHe

6.1.1. 3a mepcoHaJ, KOiiTO He OTrOBapsi 32 CIEIIHH CJIyYan

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

6.1.2. 3a aunaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

Hsima HayM4Ha TOTBJIHUTEIHA I/IH(I)OpMaI.H/ISI
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Acexamic acid

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 7: O6pa6oTka 1 CbXpaHeHHne

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

0J1 HA eKCIO3UIUSATA/IUIHI npeanasHu CpeacTrea

8.1.1 HanuoHaIHU TPAHMYHH CTOHHOCTH Ha MPO(eCHOHATHA eKCIIO3HINA M OHOJIOTHYHYI FPAHHYHH CTOHHOCTH

Hsima HaymuHa JONMBIHUTEIHA HHPOPMALHS

8.1.2. [IpenopbYNTETHYU MPOLETYPH 32 HAGIIOIeHHE
Hsima HaymuHa JOMBJIHUTENHA HHPOPMALHSL

8.1.3. OGpa3yBart ce 3aMbPCHTEJIH HA Bh3yXa
Hsima HaymuHa JONMBIHUTEIHA HHPOPMALHS

8.1.4. DNEL n PNEC

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.5. Peryiupane upe3 o6xBatu (control banding)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

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

8.2.2. JImuHuM mpeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE H JIHIETO

Hsima HanmaHa ToBIIHATETHA HHGOPMALIHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa Ha KOKATA H TSJIOTO:
JlaboparopHa nmpecTrika

3ammTa Ha pbIeTe:
3aIUTHA PHKaBUIN

8.2.2.3. 3amuTa HA AMXATEJHATE IBLTHIA

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Acexamic acid

I/IH(l)OpMaHI/IOHeH JIMCT 3a 0€301acHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.2.3. KoHTpoJI Ha eKCIIO3HIHSATA B OKOJIHATA CpeJa

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

PA3JIEJI 9: ®u3u4yHu U XUMUYHHU CBOMCTBA

ArperaTtHo CbCTOSIHHE : TBBpPIO BELIECTBO
st . He e Hanmmuno
BroHIleH BU : Ilpax.

Mupuc : He e HanmuuHO
I'panunara Ha MupHca : He e HanmuuHO
Touka Ha ToneHe : He e HamuuHO
Touka Ha 3aMpb3BaHe : He e HanmuuHO
Touka Ha KUIIEeHe : He e HanmuuHO
3ananumoct : He e HamuuHO
I'panuy Ha €KCIUIO3UBHOCT . He e npuioxumo
JlonHa rpaHuia Ha eKCIUIO3UBHOCT . He e npuioxumo
T'opHa rpan¥ua Ha eKCILIO3UBHOCT . He e npmioxumo
Temmepatypa Ha pa3naraHe . He e npuioxumo
Temmeparypa Ha camo3amnaiBaHe : He e npmioxumo
Temmeparypa Ha pa3nagane . He e nanuuno
pH . He e nanuuno
pH pasrBop : He e HanmuyHO
Buckosurer, KHHEMAaTHICH : He e npmioxumo
PasreopumocT : Bopma: 33,3100 g/l
Koedurent Ha pasnpenenenue: n-oktanon/soga (Log  : He e Hamuyno
Kow)

Haunsirane Ha napure . He e HanmuyHO
Hansrane na napure npu 50°C . He e Hanuuno
IIeTHOCT : He e HanmuyHO
OTHOCHTENHA TTBTHOCT . He e nanuuno
OtHocuTeNHa IWTBTHOCT Ha mapute mpu 20°C . He e npunoxumo
Pasmep Ha yactunure : He e HanmuyHO

9.2.1. Undopmannsi BB BPb3Ka ¢ KJIacoBeTe HA (PM3HYHA ONMACHOCT

Hstma HaymmaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

PA3JIEJI 10: CTaOMJIHOCT U PEAKTHBHOCT

CraOuiteH Ipu HOPMAJIHH YCIOBHSL.

Hsima HayM4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

He e u3BectHO.

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

Hsima nipu Hopmansa ynotpe6a. Broxre Pazmen 7.

03/04/2023 (Jata Ha u3naBaHe) BG (6warapckn) 47



Acexamic acid

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

HpH 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

PA3JIEJI 11: Toxkcnkonoruyna nagopmManus

1.1, Mupopwaes: 5a snacoere na onacuoct, onpercacnn » Persavent () Ne 12722008

Ocrtpa ToKCHYHOCT (OpaiHa) . He ce xnacudunupa (Jluncsamu naHHN)

OcTpa TOKCUYHOCT (JepMaiHa) . He ce xnacudunupa (Jluncsamy nanHam)

OcTpa TOKCHYHOCT (BJHIIIBAHE) : He ce xnacudunupa (Jluncsamy nanHm)

KoposzuBHoCT/ipa3HeHe Ha Koxkarta . He ce xnacudunupa (Jluncpamy naHH")

CepHo3HO yBpeK/jaHE Ha OUHMTE/IPasHEHE Ha OUHTE : IlpenusBUKBa CEPHO3HO APa3HEHE HAa OUMTE.

Cencubunusanus Ha JUXaTeHUTE MbTUINA nin koxxata . He ce ximacuummpa (JIuncpanm nanam)

MyTareHHOCT Ha 3apOJUILIHUTE KIETKU : He ce xnacudunupa (Jluncsamy nanHam)

Kanneporennoct : He ce xnacudunupa (JIuncsamu naHHN)

TOKCHYHOCT 3a PENpPOAYKLHUATA : He ce xnacudunupa (Jlumncsamy nanHm)

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEICICHH : He ce xnacudunupa (Jluncsamy nanH")

OpraHu) — eHOKPATHA CKCTIO3ULIUS

CTOO (cennduyHa TOKCHYHOCT 3a OIPEIEICHI . He ce xiacudunupa (Bb3 ocHOBa Ha HAUIMYHUTE TaHHY HE ca U3IIBIHEHU KPUTEPUHTE 32

OpraHy) — MOBTapSIIIa C€ EKCIIO3UIUS KIIacu(HIIpaHe)

OmnacHOCT NpH BAMIIIBaHE : He ce xnmacu¢unmnpa (B3 ocHOBa Ha HaIMYHUTE JaHHU HE Ca M3ITBIHEHH KPUTEPHHTE 32
KIIacu(HIIpaHe)

Hsma HanmaHa gonmbIHHUTENHA HHOOPMALUS

PA3JIEJI 12: Exonoruysa ungopmanus

Exonorus - 0610 . He npezncrapisiBa KOHKpETHA ONACHOCT 33 OKOJIHATA CpPeIa.
OmnacHo 3a BogHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumnpa
OmnacHo 3a BOAHATa cpefia, IbITOCPOYHA (XPOHUYHA) : He ce xmacuduumpa

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIUS

Hsma HanmdHa KOBIHHUTENHA HHOOPMAIUS

Hsma HanuvHa TONBIHHUTENHA HHPOPMAIIUS

Hsma HanuvHa HOITBITHHUTETHA HHPOPMAIIUS

3
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Acexamic acid

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

PA3JIEJI 13: OGe3BpexkaaHe HAa OTHABLIMTE

13.1. Mertoau 3a TpeTHpPaHe HA OTHAXBIH

Hsma HanmmvHa JONBIHUTENTHA HHOPMALUs

PA3JIEJI 14: UndopManusi OTHOCHO TPAHCHOPTHPAHETO

B crorBerctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH nan upentTugukanuoneH Homep

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. TouHno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCIIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHAa rpyna

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.5. OnacHocTH 3a OKOJIHATA cpeaa

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

HsiMa nombiHHTeIHA HATMYHA HHQOPMALHS

14.6. CienquaaHu mpeAna3sHA MepPKH 32 MOTpeduTeINTE

CyxonmbTeH TPAHCNIOPT
He e npunoxumo

TpauncnopT no mope
He e npunoxumo

Bu3aymen Tpancnopt
He e npunoxxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHITHO CbCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHU3alus

He e npunoxxumo

PA3JIEJI 15: WHpopmManusi 0THOCHO HOPMATHBHATA ypenda

15.1. Cneunduynu 3a BeHIeCTBOTO WJIH CMeCTa HOPMATHBHA ypea0a/3aK0HOIATEeJCTBO OTHOCHO (€30MACHOCTTA, 3[PABETO H OKOIHATA
cpena

15.1.1. Periiamentu Ha EC

REACH Ilpuio:xenne XVII (YciioBus 3a orpannyaBaHe)

He ¢urypupa B Ipunoxenne XVII ra REACH

REACH, ITpnaoxenue XIV (Ciucbk Ha BellecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Criichk Ha BelecTBaTa 3a pa3pelaBaHe)
REACH Chucbk ¢ kanauaar-seirectsa (SVHC)

He ¢urypupa B crimcpka Ha REACH ¢ kananmar-Bemectsa

Peraament PIC (EC 649/2012, IIpeaBapuTesiHO 000CHOBAHO ChIIacHe)

Henpunoxumo.
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Acexamic acid

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

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuMBH OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO Hapymasat 030HoBus cioii (EC 1005/2009)

He ¢urypupa B ciuchbKa ¢ BeIecTBa, KOUTO Hapymasat 030HoBuA cioii (Permament EO 1005/2009): Acexamic acid

PersiameHT 0THOCHO npeKypcopuTe Ha B3puBHH BeulecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYSHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeecTBa (Pernmament EC 2019/1148 3a npeanaranero Ha nasapa u yrnorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIIECTBA)

PernameHT 0THOCHO MpeKypcopHTe HA HapKoTHYHHM BemecTBa (EO 273/2004)

He cpabpika BemecTBo(a), BKIOYEHO(1) B ciuckKa ¢ [Ipekypcopu Ha HapkoTuyHuTe Beniecta (Pernament EO 273/2004 0THOCHO MPOU3BOACTBOTO U ITyCKaHETO
Ha a3apa Ha OIPEJICJICH! BEIIECTBa, U3I0JI3BaHM 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU HJIHM TICUXOTPOITHH BELIECTBA)

15.1.2. HauuoHa oM pa3nopeaon

Hsima HanmMuHa JOBIHUTEIHA I/IH(l)OpMaLIHSI

15.2. Onenka Ha 0€301aCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMEC

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

PA3EJI 16: Ipyra nngopmanus

II'bnen Texer Ha H- u EUH-npegynpesxkaeHusiTa 3a OIAaCHOCT:

Eye Irrit. 2 Cepro3HO yBpexIaHe/npa3HeHe Ha ounte, Kareropus 2

H319 IIpennsBuKBa CEpHO3HO Jpa3HEHE HA OUUTE.

Wudopmanunonen et 3a 6ezonacHoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT Hupopmanusra, chabprkama ce B To3u MHpopMannoHeH iuct 3a 6e3011acHOCT, € IoTy4eHa OT H3TOYHHIM, KOHTO CMsATaMe 3a
HaIeXIHU. Belpexu ToBa, HHpopManusTa ce npefocTaBs 0e3 HUKaKBa rapaHIys, N3pHIHA MM IT0pa30oupalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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