European Directorate  Direction européenne

e g3 GINKGOLIC ACIDS

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament
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Jlara na uznaBane: 03/04/2023 Bepewsi: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo
HaumenoBaHue Ha BEIeCTBOTO : GINKGOLIC ACIDS
Kon na nponykra : 201700232

1.2. UnenTudnuupanu BUAOBE YHOTPe6a HA BeeCTBOTO HJIM CMeCTa, KOMTO ca OT 3HAYEHHE, H BHI0Be yIOTpe6a, KONTO He ce
NnpenopbL4YBaT

1.2.1. UnenTnunupanu ynorpeou

OcHOBHa KaTeropust Ha yrnorpeda . IIpoayKThT € mpeJHA3HAYCH 3a U3CIICBAHNS, AaHAJIN3H U HAyYHO-00pa30BaTEITHN LIEIIH.
VYnorpeba Ha BemecTBOTO/CMecTa : Camo 3a npodecroHanHa yrnorpeda
ODYHKIHS WK KATETOpusl Ha ymoTpeda : JlaGopaTOpHU XUMHUKAIH

1.2.2. Ynorpedu, KoMTO He ce MPenopb4BaT

Orpanunuenus 3a ynorpeba : Jla He ce u3noinssa : [lormbiane, Baumsane, lepmaiHo

1.3. logpo6Hu JaHHH 32 TOCTABYHKA HA HH(POPMALMOHHHUS 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
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1.4. TesedoHeH HOMEP NPH CHENIHH CIIY4YaH

TenedoHeH HOMEp TIPHU CIELIHU CIIyYan 1 +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOCTHUTE

2.1. Knacndunupane Ha BelIeCTBOTO HJIH CMeCTa

Kaacnpuxauus B crorBercTBHe ¢ Perament (EO) Ne 1272/2008 [CLP]

Koxna cencnbnmzanus, Kareropus 1B H317
3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

Hebnaronpusitau pusnkoxumMuyHu edpexTH U HedIaronpusTHN eheKTH 3a 3APaBeTO HA YOBEKA U OKOJIHATA cpe/ia
OnpenenﬂHe Ype3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha OKAa3aTeJICTBA.
2.2. EleMeHTH Ha eTHKeTa

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

IMTukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H317 - Moxe 1a IpUYMHY alepruiHa KOKHa PeaKIus.
IMpenopsku 3a 6e3omacuHoct (CLP) : P261 - V30srBaiiTe BAUIIBAaHE HA MPax.

P280 - M3non3BaiiTe nmpeana3Hyu pbKaBUIIM, IPEAIa3HO OOIEKIIO.
P302+P352 - IIP1 KOHTAKT C KOXATA: 13muiiTe 0OHIHO C CallyH M BOJa.
P333+P313 - Ilpu nosiBa Ha KOXKHO Jpa3HeHe WM 00pUB Ha Koxara: IloTbpceTe MeANIINHCKH
CBBET/IIOMOII.
Ertnkernpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbP)KaHHETO He mpesuimasa 10 ml
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GINKGOLIC ACIDS

HH(bOpMaHI/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

Bun Ha BemectBoTo : MHorocscTaBHO
HanmeHnoBanne Hnentnduxarop Ha % Kaacudukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
GINKGOLIC ACIDS - <100 Skin Sens. 1B, H317

3a memHua Texet Ha H- m EUH-nipenynpexaennsaTa 3a omacHOCT: BiK. paszen 16
Komentapu : IIpanpsar cimesk Ha cheraBkuTe HA UVCB He e n3BecTeH

He e npunoxumo

IIppBa momoI Mpu KOHTAKT ¢ KOXkKaTa : Jla ce oTcTpaHN MaKCHMAJIHO 4pe3 N30bpcBaHe (C YKMCTa M MeKa MONMBAMIA KbpIa).
IIppBa momoI pu KOHTAKT C OYHUTE : M3mmakHeTe ounTe ¢ Boja KaTo Mpe/a3Ha MApKa.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

TToaxomasu TI0KapoTaCUuTEIIHA CPEACTBA : Opesiyo 3a 3aracsiHe Ha OTbHSL.

OmnacHOCT OT IoXap : Bmx maparpad 2.2.

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

€pPKH IIPH aBapu

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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GINKGOLIC ACIDS

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

Hsma nammana nomsmauTenHa 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 HanmoHATHU rPAHHYHH CTOMHOCTH HA NMPO(eCHOHATHA eKCIO3HIHUS U GHOJIOTHYHU ITPAHUYHHU CTOIHOCTH

Hsima HammuHa nombiHUTeIHA HHGOPMALHS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

8.1.3. OGpa3yBaT ce 3aMBbPCHTEIH HA Bb3AyXa
Hsima HammuHa nombIHATEIHA HHGOPMALHS

8.1.4. DNEL n PNEC

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

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 mpoBeTpuBo momeneHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMyKaTelIHa BEHTHIAIMS, TAKA U BEHTIIAINS Ha OOIIOTO
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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GINKGOLIC ACIDS

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 I/IH(l)OpMaLIHSI

8.2.2.4. TepMHYHH ONIACHOCTH

Hsma HanmvHa JOMBIHUTENTHA HHPOPMALUs

8.2.3. KoHTpoJI Ha eKCIIO3MIHSITA B OKOJIHATA CpeJia

Hsima HanmuuHa JONBIHUTEIHA I/IH(l)OpMaLIHSI

31EJ 9: ®u3uyHu U XUHMHYHH CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHTE (PM3HYHH U XHMHYHHU CBOHCTBA

ArperaTtHo ChCTOSHUE . Teepno BemecTBo
Bsar . He e HanuuHO
Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hanuuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hannuno
Touka Ha KuIIeHe : He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIyM Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuna Ha €KCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe : He e npunoxumo
Temneparypa Ha camo3arnajiBaHe © He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hanuuno
pH . He e nanuusno
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)

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

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA OMACHOCT

Hsima Hanmmana JOIBJIHUTCITHA PIH(bOpMaLII/IS[

9.2.2. /Ipyru XapaKTepHCTHKH 32 (6€30NacCHOCT

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

T 1 PEAKTUBHOCT

10.1. PeaknuoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHHU YCIIOBHS.

10.2. XumMu4HAa CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA I/IH(i)OpMaI.IHF[

10.3. Bb3MOKHOCT 32 OMACHH PeaKuu

He e u3BectHo.
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GINKGOLIC ACIDS

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

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nipu Hopmansa ynorpe6a. Brkre Pazzgen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakIaHe OTACI ONTaCHU U3NIIapECHHUS.

CUKOJOI'm4Ha HH(l)OpMaIIHH

Octpa ToKCHYHOCT (OpajHa) . He ce xnacuduunpa
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacuduunpa
OcTpa TOKCHYHOCT (BAUIIBAHE) . He ce xnacuduunpa

GINKGOLIC ACIDS

LD50 opanto mrbx > 481 mg/kg

KoposuBHocT/ipa3Hene Ha KOXkaTa . He ce xnacudunupa (Jluncsamy naHH")

Cepuo3HO yBpesK/jaHe Ha OUMTe/IpasHEeHe Ha OUHuTe . He ce xinacuduumpa (JIuncpaum jaHH)

Cencnbunu3anus Ha AMXaTEIHUTE IBTUIA WK KoXkaTa  © Moxe Ja IPUYHHY alepruuHa KOKHA PEaKus.

MyTareHHOCT Ha 3apOAUIIHUTE KIETKH . He ce xnmacudunupa (Jluncpamy nanHm)

Kanneporennocr : He ce xnacudunupa (Jlnncpamy nanHm)

TOKCHYHOCT 3a PENpPOAYKLHUATA : He ce xnacudunupa (Jlumncsamy naHH")

CTOO (cnenuuyHa TOKCHYHOCT 3a OIPEACTICHI . He ce xnacudunupa (Jluncsamy naHH")

OpraHu) — eIHOKpPATHA CKCTIO3ULIUS

CTOO (crennduyHa TOKCHYHOCT 3a OIPEIEICHI : He ce xiacudunmpa (Bb3 ocHOBa Ha HAUIMYHUTE TaHHY HE ca U3IIBIHEHN KPUTEPUHTE 32

OpraHy) — MOBTapSIIIa C€ EKCIIO3UIUS KIIacu(HIIpaHe)

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

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: Exosnoru4yHa ungopmanus

Exororust - 0610 . He npencrasnsiBa KOHKpeTHa OIACHOCT 32 OKOJHATA CPefa.
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa) : He ce xmacuduumpa
OmnacHo 3a BoAHATa cpefia, JbITOCPOUYHA (XPOHUYHA) : He ce xmacuduumpa

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

Hsima Hanmm4Ha HOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4Ha TOMBIHATEIHA HHGOPMAIHS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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GINKGOLIC ACIDS

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

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHSL

PA3JIEJI 13: O0e3Bpeikaane HA OTHAABIUTE

Hsma nanmgHa JOMBIHUTENHA HHPOPMAIHST

PA3JIEJI 14: Uadopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian nneHTHGUKAINOHEH HOMEDP

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.2. Touno HanMeHOBaHHe HA MpaTKaTa nmo cnucbka Ha OOH

He e npunoxumo I He e npunoxumo l He e npunoxumo

14.3. Kinac(oBe) Ha OMACHOCT MPH TPAHCHOPTUPaHe

He e npunoxxumo ’ He e npunoxumo ‘ He e npunoxumo

14.4. OnakoBbYHa rpyna

He e npunoxumo | He e npunoxumo l He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpea

He e npunoxumo ’ He e npunoxumo ‘ He e npunoxumo

Hsma mombiHuTeTHA HATMYIHA HHOOPMAIIUS

CyxonbTeH TPAHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3ayumeH TpaHCHOpT
He e npunoxumo

He e npunoxumo

PA3JIEJI 15: UH(popmManusi OTHOCHO HOPMATHBHATA ypenda

15.1.1. Persiamentu na EC

REACH IIpuio:xenue XVII (¥YcioBus 3a orpaHu4yaBaHe)
He ¢urypupa B [punoxenne XVII na REACH
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GINKGOLIC ACIDS

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

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

He ¢urypupa B Ipunoxenne XIV na REACH (Cnucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannat-BemecTsa

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

Henpunoxumo.

Peranament orHocHo YO3 (EC 2019/1021, YcroituMBH OPraHu4YHM 3aMbPCUTEIHN)

Henpunoxumo.

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

He ¢urypupa B cnimcbKa ¢ BelecTBa, KOMTO HapymiaBat 03o0HoBusI cioii (Permament EO 1005/2009): GINKGOLIC ACIDS

PernameHnT oTHOCHO mpekypcopuTe Ha B3puBHHM BemecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOUEHO(H) B CIIUCHKA ¢ TIPeKypcopH Ha B3puBHU BemecTBa (Permament EC 2019/1148 3a npeiaraneto Ha ma3apa H yrnorpebara Ha
[IPEKyPCOPH Ha B3PUBHH BEILIECTBA)

PeryiaMeHT OTHOCHO NpeKypcopuTe Ha HAapKOoTH4YHH BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoYeHO(H) B ciuchbka ¢ [pexypcopu Ha HaproTnuauTe BemecTa (Pernmament EO 273/2004 0THOCHO POM3BOICTBOTO U IIYCKAHETO
Ha fa3apa Ha OIPE/ICIICHH BEIIECTBa, U3M0JI3BaHU 32 HE3aKOHHO IPOM3BOJICTBO HA HAPKOTUYHH HJIM IICHXOTPOITHHU BEIIECTBA)

15.1.2. HanuoHa HU pa3nopenou

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

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

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

ITbaen Texer Ha H- 1 EUH-npeaynpeskaieHusiTa 3a onacHocT:

H317 Moske fa MPUYHHK aJepPrudHa KOXKHA PEaKiisl.

Skin Sens. 1B Koxna cencubummzanus, Kareropus 1B

Nudopmanmonen auct 3a 6esonacuoct (M1J1b), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusta, chabpkaiia ce B To3u MHpopMannoneH auct 3a 0€30ImacHOCT, € MoJy4eHa OT U3TOYHUIIM, KOUTO CMsITaMe 3a
Ha/IeKIHH. Bhripexn ToBa, HHpOpManusaTa ce npeocTasst 0¢3 HUKaKBa rapaHIfys, M3pHYHA WIH T0Apa3dupaiia ce, OTHOCHO HeiHaTa KOPEKTHOCT
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