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31EJI 1: UnenTndukanus Ha BeeCTBOTO/CMECTA M Ha IPY’KeCTBOTO/IpeANPHATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo
HauMmeHoBaHKe Ha BELIECTBOTO : Ammonium glycyrrhizate
XHUMHYECKO HAMMEHOBAHKE : Ammonium glycyrrhizate
Kox Ha mpoaykra : 201700447

1.2. UnenTuduuupaHu BUI0Be YNOTPeda Ha BEHIECTBOTO WM CMECTa, KOUTO €A OT 3Ha4YeHHe,  BU/I0Be yNOTpeda, KOMTO He ce
NpenopbL4YBar

1.2.1. UnenTHUIUPAHN YIOTPeOH

OcHoBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AaHAIM3H U HAYYHO-00PA30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMeECTa : Camo 3a nmpodecronanHa ymnorpeda
OYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIN

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba : Jla ne ce usnonssa : [Tornbuiane, Baumsane, Jlepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT

European Directorate for the Quality of Medicines & Healthcare
EDQM, Council of Europe 7, Allée Kastner, CS30026

F— 67081 Strasbourg

France

T +33(0)388412035 - F +33(0)388412771
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onucanne Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMeECTA

Kaacudpukanus B cborBercTBHe ¢ Permament (EO) Ne 1272/2008 [CLP]

CepHo3HO yBpexgaHe/npa3HeHe Ha ounte, Kareropus 2 H319
3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebaaronpusitiu pu3anKoXuMuYHu epeKTH U HeOIATONPHATHH e(PeKTH 32 3/IPaBETO HA YOBEKA M OKOJIHATA cpe/ia
Onpe/:[enﬂﬂe 9Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha 1OKa3aTeJICTBA.
2.2. EneMeHTH HA eTHKeTa

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

IMukrorpamu 3a onacuoct (CLP)

GHSO07
Curnanna nyma (CLP) . Buumanue
Ipenynpexnenus 3a onacuoct (CLP) : H319 - [Ipenu3BuKBa ceprO3HO Ipa3HEHE HA OYHTE.
Ipenopbku 3a 6e3omacuoct (CLP) : P264 - Jla ce u3amue phleTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIeA yrnoTpeba.

P280 - N3non3Baiite npeanasHu prKaBULI/IPEINA3HO 00IEKIO/IPENa3Hi OYnIa/Ipe/na3Ha Macka
3a JIHIEe/TPE/INAa3Hu CPECTBA 3a 3alINTA Ha CIIyXa.

P305+P351+P338 - [IPU KOHTAKT C OUUTE: npomuBaiiTe BHUMATEIHO € BOJA B IPOABIIKCHIE
Ha HAKOJIKO MuHyTH. CBasleTe KOHTAKTHHUTE JICHIH, KO HMa TAKUBA H TOKOJIKOTO TOBA € BE3MOXKHO.
IIpoabmkeTe ¢ U3MIIAKBAHETO.

P337+P313 - [Ipu npoabDKUTENHO Apa3HeHe Ha ounte: [10ThpceTe MEANIUHCKH ChBET/IOMOLI.
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Ammonium glycyrrhizate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

ETI/IKeTI/IpaHC B CBOTBETCTBUE C: U3KJIIOUYCHUA 3a BBTPCIIHU OITAKOBKH, KOraTO ChbABPIKAHUETO HE IIPECBUIIIABA 10 ml
He ce u3uckBa €TUKETHPaHe

Hsima Hanu4Ha qONBIHUTENHA UHOOPMALIHS

PA3JIEJI 3: CheraB/mH(popManus 3a CbCTABKUTE

HaumeHnoBanue HNnenTuduxarop Ha % Kuaacudukauus B cboTBETCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]
Ammonium glycyrrhizate - <100 Eye Irrit. 2, H319

3a mpauus TekeT Ha H- n EUH-npenynpexaeHusaTa 3a OMacHOCT: BX. paszen 16

He e npunoxxumo

PA3JIEJI 4: Mepku 3a nbpBa IIOMOIIL

H’pra TIOMOIL TPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaHU MAaKCUMAJIHO 4YpE3 H36’LpCBaHe (C qrcCTa 1 MCKa IonuBama K’Bpl'[a).
H’pra TIOMOIIL TPU KOHTAKT C OYUTE . M3nuakHeTe O4YHTE C BO/A KATO npearnasna Msapka.

Hsima HanmuuHa JOMIBIHUTETHA I/IH(bOpMaIIH}I

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxopsum TI0KapOTaCcUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'bHSI.

OmacHOCT OT HoXap © Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a raCCHE Ha IToXapu . )Ia C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIH 3a rAaCCHE Ha ITOX)Kapu B CBCCIACTBO.

PA3JEJI 6: Mepku npu aBapuiiHO U3MyCKaHe

6.1.1. 3a mepconaJ1, KOHTO He OTrOBapsi 32 CHEUIHH CJIy4an

ABapHﬁHPl IJIaHOBC . I{a ce n30srBa BCIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEIIHHU CIy4Yan

Hsima Hanu4HA JONBIHUTENHA HHYOPMAIHS
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Ammonium glycyrrhizate

HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

PA3JIEJI 7. Pa6ora u ¢ HEeHHe

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

Hsima HanmuHa JOMIBJIHUTEIHA I/IHCI)OpMaI.IHSI

Bwx maparpad 1.

0JI HA CKCIIO3UIUA

8.1.1 HanuoHaIHU TPAHUYHH CTOMHOCTH HA NPO(eCHOHATHA eKCIIO3UIUA U OHOJOrHYHY TPAHHYHH CTOHOCTH

Hsima HanmmuHa nonsaHUTENHA HHOPMALHST

8.1.2. IlpenopbYMTETHH NPOLEAYPH 32 HAGII0JeHHE
Hsima nanmyna gonsaHUTENHA HHOPMALHST

8.1.3. O6pa3yBat ce 3aMBbPCHTE/IH HA Bh3yXa
Hsima HanmuHa nonsaHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsawma manmuunaa JOMBJIHUTETHA PIHq)OpMa.III/U{

8.1.5. Perysiupane upe3 o6xBatu (control banding)

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

8.2.1. Tloaxoasiuy TeEXHUYECKH KOHTPOJI

IMoaxoasin TeXHUYECKH KOHTPOJI:
I[a C€ CbXpaHsBa B I[O6p€ NIPOBETPUBO INOMCIICHHUE. OOUKHOBEHO CE€ M3HUCKBAT KAKTO MECTHA CMYyKaT€JIHa BCHTHUJIALMSA, TaKa U BEHTUJIallUA Ha 06H.IOT0
TIOMCUICHHUE.

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

Hsima HanmyHa JOMbIHUTEIHA HHPOPMALHS
8.2.2.2. IlpennazBaHe Ha KOKaTa

3amuTa HAa KOKATA U TAJIOTO:
JlaGopaTopHa npecTuika

3ammTa Ha pBUETe:
3alnTHA PbKABUIIN
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Ammonium glycyrrhizate

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

8.2.2.3. 3ammTa Ha JUXATEJTHUTE IHTHIA

Hsima Hanu4yHa ZONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.3. KoHTpo1 Ha eKCIO3UIMATA B OKOJIHATA cpeja

Hsma HannuHa 1onbJIHUTETHA MHBOPMaLUs

3JAEJI 9: ®u3uyHu U XMMHYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHMTE (PU3HYHH U XUMUYHU CBOHCTBA

ArperaTtHo CbCTOSHUE : Twepmo BemecTBo
IBsT . He e HamuunOo
BrbHuieH Buj © Xwat. 6s1. [Ipax.
Mupuc : He e nanuuno
I'panuua Ha Mupuca : He e nanuuno
Touka Ha ToneHe : He e nanuuno
Touka Ha 3aMpb3BaHe : He e nanuuno
Touka Ha KUIIEHE/HHTEPBaJl HA KUIICHE : He e nanmmuno
3ananuMocT : He e nanuuno
I’'paHuIM Ha EKCIUIO3MBHOCT : He e npunoxumo
JloJHa rpaHMIa Ha eKCILIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha eKCIIO3UBHOCT : He e npunoxumo
ITnamHa TemnepaTypa : He e npunoxumo
Temneparypa Ha camMo3arajiBaHe : He e npunoxumo
Temneparypa Ha pasafane : He e nanmmuno
pH . He e HanuuHo
pH pasrBop : He e nanuuno
Bucko3uTer, KHHEMaTHYEH : He e npunoxumo
PazrBopumoct : He e nanuuno
KoeduimenT Ha pasnpenenenue: n-okranoi/soga (Log  : He e HannuHO
Kow)

Hansrane Ha napure : He e nanuuno
Hansrane na napure npu 50°C : He e nanuuno
InsTHOCT : He e nanuuno
OTHOCHTEITHA ITBTHOCT : He e Hanmuuno
OTHOCUTENHA IUIBTHOCT Ha napute npu 20°C : He e npunoxumo
Pa3mep Ha yactuiure : He e nanuuno

9.2. Ipyra undopmanus

9.2.1. Uudopmanusi BbB BPb3Ka ¢ KJIacoBeTe HA (pU3n4yHa onacHoCT

Hsma HanuuHa DOMbJIHUTETHA MHBOPMALUs

9.2.2. JIpyru XxapaKTepHCTHKH 32 (6€30IacHOCT

Hsima Hanmmana JOITBJIHUTEITHA HH(bOpMaHHﬂ

T U PEAKTUBHOCT

10.1. PeaknuoHHa CIIOCOOHOCT

CrabuiieH Ipy HOPMAJTHH YCIOBUSL.

10.2. XuMu4yHa CTA0OMIHOCT

Hsima Hanmana JOIIBJIHUTCITHA I/IHq)OpMaIII/ISI

10.3. Bb3MOKHOCT 32 ONIACHH PEAKIINU

He e u3BectHo.
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Ammonium glycyrrhizate

Nudopmanronen muct 3a 6€30macHOCT

B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

10.4. YcenoBusi, KouTo TpsidBa 1a ce H30srBaT

Hsma HanuyHa DOMBJIHUTENTHA MHGOPMALUs

10.5. HechbBMeCTHMH MaTepUATH

Hsma npu HopmanHa ynorpe6a. Buxre Paznen 7.

10.6. OnacHu NPOAYKTH HA pa3najgaHe

Ilpu 3arpsiBaHe 10 TOUKATa Ha pa3rpaskJaHe OT/eNs OMACHH U3ITApCHHUSL.

PA3JEJI 11: ToxkcukoioruuHa nHopmManus

11.1. Uudopmanusi 3a KJIacoBeTe Ha ONACHOCT, onpeaeeHn B Perament (EQ) Ne 1272/2008

Octpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)
OcTpa TOKCUYHOCT (BIMILBAHE)

He ce knacudurmpa (Bb3 ocHOBa Ha HAIMYHUTE JAHHH HE Ca U3ITBJIHEHN KPUTEPUUTE 3a
KJIacuUIIpaHe)

He ce knacu¢unupa (JIuncpaum fanHm)

He ce knacu¢unupa (JIuncpaum 1anHm)

Ammonium glycyrrhizate

LD50 opanHo mibx

> 10000 mg/kg RTECS Ne

Kopo3uBHOCT/Apa3HeHe Ha KoKaTa

CepHOSHO YBpEXKIaHe Ha quTe/ﬂpameHe Ha OUUTC
CCHCHGI/IHPB&LH/I}I Ha IUXaTCJIHUTE ITbTUIIA UJIIA KOXKaTa

MyTareHHOCT Ha 3apOJHUIIHUTE KICTKH

KanueporenHoct

TOKCHYHOCT 32 PENPOLYKIHATA

CTOO (cneun$puyHa TOKCHIHOCT 32 ONPEICICHU
OpraHy) — eJHOKPATHA CKCIO3HIHS

CTOO (cnenuduuHa TOKCHYHOCT 32 ONPEIeIICHN
OpraHy) — HOBTapsIIla ce eKCIO3HUIHS

OmnacHOCT IIpH BAUIIBAHE

11.2. Mudopmaiysi 32 APYTH ONACHOCTH

Hsma HanuuHa DOMbJIHUTETHA MHBOPMALUs

He ce knacu¢ummpa (Bb3 0cHOBa Ha HAMMYHUTE JAHHH HE Ca U3IBIHCHH KPUTEPHHUTE 32
KIacupHIHEpaHe)

Ipenn3BrKBa CEpPHO3HO Jpa3HEHE HAa OUMTE.

He ce xnacudumupa (JIunceamm nanim)

He ce xnacuduuupa (B3 0cHOBa Ha HAIMYHUTE JAHHY HE Ca W3IIBIHCHN KPUTCPUUTE 32
KIacuduupane)

He ce knacudunupa (JIunceamu 1aHH)

He ce xnacudunupa (Jluncsamy gaHHN)

He ce knacudumupa (JIuncpaum 1aHnHm)

He ce xacudunupa (Jlumncsamy naHHm)

He ce xnacudumupa (Texandecka HeBB3MOXKHOCT 3 IIOTydYaBaHE HA JAHHN)

PA3JIEJI 12: ExoJsiornyHa nH(popManus

12.1. TokcuuHOCT

Exonorus - 06110
OnacHo 3a BOJHATa cpefia, KpaTkocpodHa (ocTpa)

He npezcrapisiBa KOHKPETHA ONMACHOCT 32 OKOJIHATA CPefa.
He ce knacudunupa (B3 ocHOBa Ha HATMYHKUTE JaHHU HE CA M3ITBJIHEHU KPUTEPUUTE 32

KJIacuduIupane)
OnacHo 3a BOAHATa cpela, IbIAroCpoYHa (XpOHUYHA) He ce knacudunmpa (B3 ocHOBa Ha HATMYHKUTE AAHHU HE CA M3ITBJIHEHH KPUTCPUUTE 3a
KJIacuduIupane)
Ammonium glycyrrhizate
EC50 - Pakoo6pazuu [1] > 100 mg/I
EC50 72h - Bogopacnu [1] > 100 mg/I
NOEC xpoHuuHa pakoobpazHu > 100 mg/I
NOEC xpoHu4Ha BOOpaciiu > 100 mg/I
12.2. YcTOWYUBOCT H pa3rpaiiMocT
HsimMa HaM4Ha TOIBIHATEIHA HHOpMALHUS
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Ammonium glycyrrhizate

HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

Hsima HanmuHa JOMIBJIHUTEIHA I/IH(I)OpMaI.II/ISI

PA3IEJI 13: O0e3BpeskiaHe HA OTHAAbLUTE

Hsma nanuyHa 1oneIHATENHA HHGOPMAIUS

PA3IEJI 14: UadopManusa 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cniucbka Ha OOH niu uaeHTHGUKAUOHEH HOMeP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MpaTKaTa no cnucbka Ha OOH

He e npunoxxumo He e npunoxxumo He e npunoxumo

14.3. Kinac(oBe) Ha OMAaCHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA Cpena

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsma nonbiHUTENHA HaNMYHA UHHOPMAIIHS

CyxonbTeH TPAHCHIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bob3gymien Tpancnopr
He e npunoxxumo

He e npunoxumo
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Ammonium glycyrrhizate

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

PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuduyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHOAATEICTBO OTHOCHO 0€30MAaCHOCTTA, 3[PABETO H OKOJIHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

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

He ¢urypupa B IIpunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

Peraament PIC (EC 649/2012, IIpeaBapuTe/iHO 000CHOBAHO ChIIACHE)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YceToliuuBY OPraHUYHU 3aMbPCUTEIH)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cuchKa ¢ BelIeCTBa, KOUTO HapymaBaT 030H0BUs cioil (Permament EO 1005/2009): Ammonium glycyrrhizate

PersiaMeHT 0THOCHO npeKypcopuTe Ha B3puBHH BeuectBa (EC 2019/1148)

He cpappika BewecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeiaraneto Ha nasapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

PerjiaMeHT 0THOCHO NpeKypcOpPUTe HA HAPKOTUYHH BewecTBa (EO 273/2004)

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIIpeJIe]ICHH BEIeCTBa, H3MI0I3BAaHNU 32 HE3aKOHHO IIPOM3BOCTBO Ha HAPKOTUYHH MU ICHXOTPOIIHH BEIIECTBA)

15.1.2. HaumonaHu pasnopenou

Hsima Hanu4yHa ZOMBIHUTEIHA HH(bOpMaL[I/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA HH(bOpMaL[I/IH

PA3/IEJI 16: Apyra unadgopmanus

I'bnen Texer na H- 1 EUH-npenynpeskieHusiTa 3a onacHoCT:

Eye Irrit. 2 Cepuo3Ho yBpexaaHe/apa3HeHe Ha ounte, Kareropus 2

H319 Ipenu3BUKBa CEPHO3HO Ipa3HEHE HA OYHTE.

Nudopmanuonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskama ce B To3u MupopMaImoHeH IucT 3a 6e301acHOCT, € HOoIydyeHa OT U3TOUHUIIM, KOUTO CMsTaMe 3a

HaaCKIHHA. B'bl'lpCKI/l TOBa, I/III(I)OpMélIIl/IﬂTa Ce npeaocTaBs 0¢3 HUKaKBa rapannus, u3puiHa uin I'l()ﬂp‘dfﬁGl/lpilIlI‘d ce, OTHOCHO HeiHaTa KOPEKTHOCT
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