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PA3JIEJI 1: UnenTudukanus HA BeLIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa : Cmec
HauMmeHoBaHKe Ha MPOLYKTa : Phenytoin for system suitability
Kox Ha mpoaykra : 202200206

1.2. UnenTHduUIMpaHu BHI0BE YIIOTPeda HA BeIECTBOTO WM CMECTa, KOUTO A OT 3HA4YeHHe, U BU/I0Be yNoTpeda, KOUTO He ce
NpenopbL4YBar

1.2.1. UnenTHUOUPAHN YIOTPeOH

OcHOBHA KaTeropusi Ha ynorpeba : TIpomyKThT € mpeHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00PA30BATEIHH IIENH.
VYnorpeba Ha BeleCTBOTO/CMECTa : Camo 3a mpodecronanHa yrnorpeda
OyYHKIMSA WK KaTETOPHs HA yIoTpeda : JlabopaTopHU XUMHUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce uznonssa : [Tornbuiane, Bauisane, [lepmanto

1.3. Iloxpo6HN AaHHHM 32 JOCTABYNKA HA HHPOPMAIHOHHMUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHELIHH CIIyYaH

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

PA3JIEJI 2: Onucanue Ha ONACHOCTUTE

2.1. Knacupuumupane Ha BEMIECTBOTO HJIM CMeECTA

Kaacupukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
Kanneporennoct, Kareropus 2 H351
ToxcuuaHOCT 3a penpoxykuusra, Kareropus 1B H360D

3a mpauus TekeT Ha H- n EUH-npenynpesxeHnsaTa 3a OIacHOCT: BXK. pa3fen 16

Hebuaronpusitiu pU3aNKOXMMUYHY ePeKTH U HeOJIArONPHUATHH e()eKTH 32 3IPaBETO HA YOBEKAa M OKOJIHATA cpejia
OrmpeiensiHe Upe3 eKCEPTHO MHEHUE U 110 CHJIaTa Ha J0Ka3aTelICTRa.

2.2. EneMeHTH Ha eTHKETA

Etuxerupane B chorBercTBHE ¢ Pernament (EOQ) Ne 1272/2008 [CLP]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07 GHS08
Curnanna gyma (CLP) : OmnacHo
Chabpixka . Phenytoin sodium
Ipenynpexaenus 3a onacuoct (CLP) : H302 - Bpeznen npu morislnaHe.

H351 - [Ipenmosnara ce, 4e MPUYHHSIBA PaK.
H360D - Mosxe aa yBpeau mioja.
Ipenopbku 3a 6e3omacuoct (CLP) : P201 - Ilpenu ynotpeda ce cHabmeTe ChC CICHUATHI HHCTPYKIIMH.
P202 - He u3non3Baiite mpeau [a cte MpoYesn U pa3dpain BCHIKHU MPEeIIa3Hi MEPKH 32
6e30acHOCT.
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Phenytoin for system suitability

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

P264 - [Ta ce u3mue pwlieTe A0 JaKTUTE U JIUIETO CTAPATEIHO CIIe/ yroTpeda.
P270 - J1a He ce sine, mue Wiy MyIIH IPX yIoTpeOa Ha MPOTYKTa.
P280 - M3non3Baiite npeana3sHu phKaBULIH/TIPEANA3HO 00IEKIO/IpeNa3Hy OYnIa/Ipena3Ha Macka
3a JIMIE/Ipe/Na3Hy CPeCTBA 3a 3alIUTa Ha CIIyXa.
P301+P312 - ITPU IIOT'JIBIIAHE: npu uepa3nonoxenue ce odaznere B IIEHTHP I10
TOKCHKOJIOT' VS unu Ha nekap.
P308+P313 - ITPU siBHa miu mpeamnoaraeMa eKcrno3uius: [1oTbpcere MeJUIMHCKH CHBET/TIOMOII.
P330 - M3mnakuere ycrara.
P405 - Ja ce cbxpaHsiBa MO/ KITIOY.
P501 - CpabpikaHHETO/CHABT a CE U3XBBPIIH B IIYHKT 3a CHOMUpaHe Ha OMACHH WM CIICIIHAITHA
OTIaIbIH, B ChOTBETCTBHE C MECTHUTE, PETHOHAIHH, HAIIMOHAITHH H/MIH MEKTyHAPOIHI
pasnopenou.

ETukeTrpane B ChOTBETCTBHE C: H3KITIOUCHUS 32 BHTPEIIHH OIIAKOBKH, KOTATO ChBPKAHHETO He mpesumana 10 ml

IMuxrorpamu 3a onacuoct (CLP)

GHS08
OmnacH# ChCTaBKU : Phenytoin sodium

2.3. Ipyru onacHoCcTH

He cpappixa PBT/vPvB Bemectsa > 0.1%, onenenu B cbotBercTBHe ¢ [Ipunoxenne XIII nHa Pernamenr REACH
CwMecra He ChIbpiKa BEIeCTBO(a), BKIIOYEHO(1) B CIIUCHKA, M3TOTBEH B ChoTBeTCTBHE C wieH 59(1), maparpad 1 or REACH, 3a nmputexaBaHeTo Ha CBOWCTBA,
HapyIaBaiy (pyHKIUNTE HAa CHAOKPHHHATA CHCTEMA, WIIH 32 KOGTO/KOHTO HE € yCTaHOBEHO, Y€ nMa(T) CBOMCTBA, HapyIuaBamy (yHKIUNATE Ha eHIOKPHHHATA

cUCTeMa, B ChOTBETCTBUE ¢ KpuTepuute, onpenenenu B Jlenerupaun Pernament (EC) 2017/2100 na Komucusra nnu Pernament (EC) 2018/605 na Komucusita B
KOHLICHTpAIIXs, paBHa WK N0-Brucoka oT 0,1 TeraoseH %.

PA3JIEJI 3: CbcraB/mHpopManusi 3a CbCTABKHUTE

3.1. BemecrBa

He e npunoxumo

3.2. Cmecn

HaumenoBanue HUnentuduxarop Ha % Knacudukanus B CbOTBETCTBHE C
MPOAYKTA Permament (EO) Ne 1272/2008 [CLP]

Phenytoin sodium - =99.1 Acute Tox. 4 (opanna), H302 (ATE=500
mg/kg TelxecHo Tero)

Carc. 2, H351

Repr. 1B, H360D

2-(carbamoylamino)-2,2-diphenylacetic acid - =0.5 Acute Tox. 4 (opanna), H302 (ATE=500
mg/Kg TenecHo Terio)

Carc. 2, H351

Repr. 2, H361d

3a mennus TekeT Ha H- 1 EUH-nipeaynpexaenusTa 3a onacHoOCT: BX. paszaen 16

PA3JIEJI 4: Mepku 3a mbpBa MOMOIIL

4.1. OnucaHue Ha MEPKHUTE 32 MbPBA MOMOIIY

ITbpBa MOMOLIL IIPH BIHILIBAHE . Jla ce 0CTaBH NOCTpPajays Ha YHCT BB3AYX. OCUrypeTe CBEK BB3/lyX HA 3aCETHATOTO JIHIIE.

ITbpBa MOMOLL NPH KOHTAKT € KOXKATa . Jla ce OTCTpaHH MaKCHMAaJIHO Ype3 H30bpeBaHe (C YiCTa M MeKa HoIMBalla Kbprna). la ce u3mue
OOMITHO C BOJIA B KOSATO € IPHOABEH JIeTEPreHT.

ITbpBa MOMOIIL IPH KOHTAKT C OYHTE . 3mmaksere ¢ BoJa, KaTo ABbPXKHTE OUHTE IIMPOKO OTBOPSHH.

ITbpBa MOMOLIL IPH MOTITbIAHE . Mznnakrere ycrata. Moxe J1a 6b/ie IPENopbyaHo NMPOIBIKUTEIHO MEIHIMHCKO HAaGI0IeHHE.
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HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Cumnromu/eextn © Bb3MOXHH ca 3aKbCHENN e)EKTH.
Cumnromu/eeKTH ciie] BAUIIBaHE . HegocraTbunu maHHU.
Cumnromu/eeKTH ciiel] KOHTAKT C KOXKaTa . Hemocrarpunu nanuu.
Cumnromu/epeKTH clie[] KOHTAKT C OUUTE . Hemocrarpunu nanuu.

HOT’BpCeTe MCIUIUHCKA CchbBeET/ IIOMOIIL. HpPI BB3MOKHOCT J1a C€ MOKaXXE€ HACTOAIINA JIUCT, & aKO HE € Ha PA3IIOJI0KCHUE, 1a CC MTOKAXXEC OMaKOBKaTa WA €TUKETA.

HHOKapHHU MEPKH

TToaxopsuu TI0XKapoTaCUTCIIHN CPEACTBA : Opesuto 3a 3aracsiHe Ha Or'bHSI.

OnacHocT OT Hoxap : Bwx naparpad 2.2.

I/IHCT‘pyKHHI/I 3a racCHe Ha I1OXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CbCEACTBO.

PA3JIEJI 6: Mepku npu aBapuiiHO U3IIyCKaHe

O6mm Mepkn . Jla ce m304rBa NIpexnst KOHTAKT ¢ IpoaykTa. He BrumBaiite

TIpax/IyIek/Ta3/ MM/ U3 IapeHns/aepo30ITi.

6.1.1. 3a mepcoHaJ1, KOiTO He OTrOBaps 32 CHEIIHH CJIyYau

ABapHﬁHH IJIAHOBC . I[a C€ HOCH MMOAXOAIIO NIPEANasHO 06JICK.TIO, PBKAaBUIH U 3alIMTHUA CPEACTBA 38 OYUTE WIIN JULICTO.

6.1.2. 3a 1MuaTa, OTTOBOPHH 32 CHEIIHHU CJIy4Yan

Hsawma mamuuaa JOMBJIHUTETHA HHq)OpMaIIPISI

Hsawma manmuunaa JOMBJIHUTCTHA HHq)OpMaIIPISI

Meroau 3a nouncTBaHe © Y0enerte ce, ye OTHAIBIMTE ca CHOPAHU U CE ChXPAHIBAT HA CUTYPHO MsicTo. [Touncrere
craparenHo. Jla ce n3Mue HechbOUpaeMus OCTaThK ¢ : Pa3TBOp OT HATPUEB XUIOXIIOPUT.

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

PA3JIEJI

: O0padoTka ¥ cCbXpaHeHue

JIOITBJIHUTEITHY ONIACHOCTH 110 BpeMe Ha 00paboTka : Ha norpeburens qa ce 00bpHe BHUMAaHHE 3a PUCKOBETE, CBEHTYAIHO CBHP3aHHU C H3MOI3BAHETO HA
HPOJYKTa 3a APYTH LICIH, Pa3INYHH OT TE3H, 38 KOUTO € MPeJHa3HAYCH.

IIpenmasuu mMepku 3a Oe3omacHa paboTa : C martepuaia TpsioBa na ce paboTu BHuMatenHo. [la ce u30srsa npekus KOHTAaKT ¢ npoaykra. C
MatepHaia TpsioBa 1a ce paboTu o 1abopaTtopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MEpPKU : Jla ce paboTH B CHOTBETCTBHE C H3UCKBAHMATA HA 10OpaTa MPOMHIIICHA XMUTHEHA U IPOLCYPUTE 32
6e30MacHOCT.

TexHHYIECKH MEPKH : Jla ce cra3BaT IPHUIOKUMUTE Pa3HopenoH.
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

VYcnoBus 3a CbXpaHsIBaHE . I[a C€ CbXpaHsBa 110 KIIIOY.

7.3. Cnennduuna(u) kpaiina(u) ynorpe6a(i)

Bux maparpad 1.

PA3J/IEJI 8: KoHTpPOJI HA eKCIIO3MIUSITA/THYHH IPeJNa3HH CPeACTBa

8.1. TlapameTpH HA KOHTPOJI
8.1.1 HanmoHaTHU rPAHUYHH CTOHHOCTH HA NPOQeCHOHATHA eKCIIO3UIUS H OMOJIOTHYHN FPAHUYHH CTOHOCTH
Hsma Hanu4Ha ONbIHUTETHA HHPOPMALHs

8.1.2. IIpenopbYMTEIHH NPOLEAYPH 32 HAGIOIEHUE
Hsma HannuHa 10mbJIHUTETHA MHBOPMALUs

8.1.3. OGpa3yBat ce 3aMBPCHTEIH HA BB3AyXa

HsiMa Hanu4YHA JOIBIHUTENHA HHGOPMALHS

8.1.4. DNEL u PNEC

Hsma HannuHa 1ombJIHUTETHA MHBOPMALUs

8.1.5. Perysinpane upe3 o6xBatu (control banding)

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2. KoHTpo. Ha eKCO3NIUATA

8.2.1. Iloaxoasi TEXHUYECKH KOHTPO.I

Hoxxoasii TeXHHYECKH KOHTPOI:
Jla ce cbxpaHsiBa B 100pe IPOBETPUBO MoMenieHue. Jla ce u3mnon3yBa eJMHCTBEHO B CMyKaTellHa KabMHa ¢ MHTerpupaH Gpuitbp. BucokoedexkTusen Gpuirbp 3a
yvactuuu (HEPA ¢untsp).

8.2.2. JIM4HM npena3sHu cpecTBa
8.2.2.1. 3amuTa HA OYMTE U JIMIETO

3ammTa Ha OUYHTE:
Ipennasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKaTa

3ammuTa HA KOXKATA U TAJIOTO:
Jla ce u3nonzyBa XUMHUYECKH YCTOHYMBO 3aiuTHO o6aekino. DIN EN 13034

3amuTa Ha pbleTe:
XUMHYECKH YCTOHYHNBY IpeAna3ny pbkasumy. 1SO 374-1
8.2.2.3. 3amuTa Ha AMXATEJHUTE ITHTULIA

3amuTa Ha AMXATEJIHATE THINA
OtaensHe Ha npax: npotuBonpaxoBa Macka ¢ Gunrsp P3. DIN EN 140 & 149. Teuen npoaykt : AnTHaepo3osiHa Macka. Hocere auxareineH amapar, ako cTe
U3JI0’KEHHU Ha Mapy/IpaxoBe/aepo30Iiu

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanmmana JOITBJIHUTEITHA HH(bOpMaHHﬂ

8.2.3. KoHTpo1 Ha eKCNO3UIMSATA B OKOJIHATA cpela

Hsma HanuuHa DOMbJIHUTETHA MHBOPMALUs

PA3JIEJI 9: ®u3nynu 1 XMMMYHHM CBOMCTBA

9.1. Mndopmauusi OTHOCHO OCHOBHUTE (PU3BHYHHM U XMMHYHHU CBOiCTBA

ArperaTtHo CbCTOSHUE : TBBpmo BemecTBo
st : He e nanuuno
Mupuc : He e npunoxumo.
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Phenytoin for system suitability

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

I'pannnara Ha mupHca . He e nanuuno
Touka Ha TonEeHE : He e nanuuno
Touka Ha 3aMpB3BaHe . He e nanuuno
Touka Ha KuIIEHE . He e nanuuno
3amanuMocT . He e Hanmuno
I'paHnIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpaHuna Ha €KCIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3narane © He e npunoxumo
TeMneparypa Ha camo3ananaBaHe © He e npunoxumo
Temneparypa Ha pa3nagaHe . He e nanuuno
pH . He e manmuuno
pH pastBop : He e nanuuno
Bucko3urer, KuHeMaTHYCH : He e npunoxxumo
Pasreopumoct : He e nanuuno
Koebuiment na pasnpenenenne: n-okranon/soga (Log  : He e nammano
Kow)

Hansrane na napure : He e nanuuno
Hansirane na mapute npu 50°C . He e nanuuno
IInpTHOCT : He e nanuuno
OTHOCHTENHA ITBTHOCT : He e nanuuno
OtHocuTenHa IIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pasmep Ha yacTunure : He e nanuuno

9.2.1. UudopmManusi BbB BPb3Ka ¢ KJacoBeTe Ha (GU3MYHA ONACHOCT

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

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IacHOCT

Hsima Hanu4Ha qOMBIHUTENHA UHOPMAIIHS

PA3JEJI 10: CTa0uJIHOCT U PeaKTHBHOCT

Cra0uiieH Ipy HOPMAJIHU YCIOBHSL.

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

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

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

Hsma nipur Hopmanua ynorpe6a. Bukxre Paznen 7.

Tlpu 3arpsiBaHe 10 TOYKaTa Ha pasrpaXkAaHe OTACIS OMACHU H3MaPCHHS.

ruyHa uagopmanus

Octpa TOKCHYHOCT (OpayHa) © BpeneH npu norisiiase.
OcTpa TOKCHYHOCT (iepMaiHa) © He ce knacudunupa (Bs3 0cHOBa Ha HANWYHHUTE JAHHH HE Ca M3IIBJIHEHH KPUTEPUUTE 32
KJIacuuIupane)
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Phenytoin for system suitability

Nudopmanronen muct 3a 6€30macHOCT

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

OcTpa TOKCHYHOCT (BAMIIBAHE)

He ce xnacu¢umupa (Bb3 ocHOBa Ha HAIMYHHUTE JAaHHU HE Ca H3ITBIHEHH KPHUTEPUUTE 3a
KIacuHIIpaHe)

Phenytoin for system suitability

ATE CLP (opanna)

‘ 504.541 mg/kg TenecHo Terio

Phenytoin sodium

LD50 opanHo murbx

‘ 300 — 2000 mg/kg

Kopo3uBHOCT/ Ipa3HeHe Ha KoXKaTa

Cepuro3HO yBpeXK/IaHe Ha OYUTE/JPa3HEHE HA OYHUTE
CeHcuOunm3anus Ha JUXaTeIHNUTE ITbTHINA WK KOXKATa
MyTareHHOCT Ha 3apOAUIIHUTE KICTKH

Kanueporennoct

TOKCHYHOCT 32 PENPOLYKIHITA

CTOO (cnenuduyHa TOKCHYHOCT 32 ONPEIeIICHN
OpraHu) — €IHOKpaTHA KCIIO3UIIHS

CTOO (cnenuduyHa TOKCHYHOCT 33 ONPEIEIICHN
Oprafu) — MOBTaPSIIIa CE eKCIIO3HIIHS

OnacHOCT NpH BAUILIBaHE

11.2. Uudopmanusi 3a JPyrd ONaACHOCTH

Hsima HanuuHa JONBIHUTENHA HHGOPMALHS

He ce xiacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHY HE Ca M3IIBIHEHN KPUTEPUHTE 32
KnacupuIupaHe)

He ce xiacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHU HE Ca W3IIBIHEHN KPUTEPUHTE 32
KIacuHIIpaHe)

He ce xmacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHYU HE Ca W3IIBIHCHN KPUTEPUUTE 32
KIacuduupane)

He ce xiacuduuupa (B3 ocHOBa Ha HAJIMYHUTE JAHHHU HE Ca U3IIBIHCHU KPUTEPUUTE 32
KIacupHIEpaHe)

Ilpeanoara ce, ye NPUYNHABA PaK.

Mosxe na yBpeau mioja.

He ce xiacuduuupa (B3 0cHOBa Ha HAJIMYHUTE JAHHY HE Ca M3IIBJIHCHH KPUTEPUHTE 32
KIacuHIIpaHe)

He ce xnacuduuupa (B3 0CHOBa Ha HaJIMYHUTE JAHHH HE Ca U3MBIHCHN KPUTEPUUTE 32
KIacudumpane)

He ce xiacuduuupa (TexHHYeCKa HEBB3MOXKHOCT 3a I10JTy4aBaHe Ha JaHHU)

PA3JIEJI 12: ExosiornyHa nHpopManusi

12.1. TokcuuHOCT

Exosorust - 061110
OrnacHo 3a BOJHATa cpejia, KpaTkocpouHa (ocTpa)

OrnacHo 3a BOJ{HATA CPE/ia, AbJIrOCPOIHA (XPOHHYHA)

He ce pasrpaxna 6bp30

12.2. YcTOoWYNBOCT H pa3rpauMocT

Hsima Hanmana JOITBJIHUTEITHA I/IH(i)OpMaI_H/IS[

12.3. BuoakyMy.JIHpaIna crnocooHoCT

Hsima Hanmana JOITBJIHUTEITHA I/IH(i)OpMaI_H/IS[

12.4. TIpeHocuMOCT B MOYBATA

Hsma nanmana JOIIBJIHUTCITHA I/IHq)OpMaHI/I}I

12.5. Pe3yaTartu ot ouenkarta Ha PBT u vPvB

Hsma nanmana JOIIBJIHUTCITHA I/IHq)OpMaHI/I}I

OmnacHu oTHagbIH. [la ce H3MoI3yBaT MOAXO/AIIM KOHTEHHEPH 3a OTNaAHUTE IPOLYKTH.
He ce knacuduimpa (Bb3 0cHOBa Ha HATMYHUTE JaHHH HE Ca U3ITBJIHCHN KPUTEPUHTE 32
KnacupuIupaHe)
He ce knacuduimpa (Bb3 0cHOBa Ha HATMYHHUTE JAaHHH HE Ca U3ITBJIHCHH KPHTEPUHTE 3a
knacupuImpaHe)

12.6. CpoiicTBa, HapymaBany GyHKIHUTE HA eHAOKPHHHATA CHCTEMA

HsiMa HanuuHA JOMBIHUTENHA HHGOPMALHS

12.7. Ipyru He41aronpusiTHu epekTH

Hsma HanuyHa 1OMbJIHUTENTHA HHBOPMALUs
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Phenytoin for system suitability

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

PA3JIEJI 13: OGe3BpeskaaHe Ha OTHATBIUTE

13.1. MeToau 3a TpeTHPaHe HA OTHAXBIH

MecTHO 3aKOHOJATENCTBO (OTIAIBLIN) : Jla ce u3xBBpH N0 O€30MaceH HAYMH B CHOTBETCTBHE C MECTHUTE / HALIMOHAIHHU pa3nopeou.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B crotBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cucbka Ha OOH nan naenTudgukannoneH HoMep

He e npunoxumo ‘ He e npunoxumo | He e nmpunoxumo

14.2. Touno HaMMeHOBaHHe HAa MpaTKaTa no cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo ‘ He e npunoxumo

14.3. Knac(oBe) Ha OMACHOCT MPH TPAHCHIOPTHPAHE

He e npunoxumo ‘ He e npunoxumo ‘ He e mpunoxumo

14.4. OnakoBb4Ha rpyna

He e npunoxumo ‘ He e npunoxumo ‘ He e nmpunoxumo

14.5. OmacHocTH 32 OKOJIHATA cpeaa

He e npunoxxumo ‘ He e npunoxumo ‘ He e npunoxxumo

Hsima onbyiHUTEIHA HAJTMYHA PIH(bOpMaHI/IH

14.6. Cnenna;THu Mpena3HA MEPKH 3a MOTPeOUTeINTE

CyXombTeH TPaHCIIOPT
He e npunoxumo

TpaHncnopT no Mmope
He e npunoxumo

Bb3aywmen TpancnopT
He e npunoxumo

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHHE ChIVIACHO HHCTPYMEHTH Ha MeKIyHApOIHATa MOPCKA OPraHU3anus

He e npunoxumo

PA3JIEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypenoda

15.1. CnenuuyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKoHOIATEJICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpexa

15.1.1. Pernamentn Ha EC

REACH Ipuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He cpappixa Bemecto(a), BritoueHo(n) B [Ipunoxenne XVII Ha REACH (YcnoBus 3a orpaHuuaBaHe)

REACH, Ilpuiosxenne XIV (Cnuchbk Ha BelecTBaTa 3a pa3peliaBaHe)

He cpappixa BemecTso(a), BriodeHo(n) B [Ipunoxenne X1V va REACH (Crmcek Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucsbk ¢ kanauaat-semectsa (SVHC)

He cpappixa BemecTo(a), BritoueHo(n) B ciucbka Ha REACH ¢ kanauaar-BeriecTsa

Persnament PIC (EC 649/2012, IlpeaBapuTe/iHO 000CHOBAHO ChIJIacHe)

Henpunoxumo.
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Phenytoin for system suitability

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

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)
Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KOMTO HapywaBat 030HoBus caoii (EC 1005/2009)

He cpappaxa BemecTBo(a), BKIIOYEHO(H) B CIIICHKA ¢ BEIeCTBa, KOUTO HapymasaT 030HOBHs cioit (Permament EO 1005/2009 oTHOCHO BemecTBa, KOUTO
HapylIaBaT 030HOBUS CJIOH)

PersiaMeHT OTHOCHO NpeKypcopuTe Ha B3puBHM BemecTBa (EC 2019/1148)

He cpappixa BemecTBo(a), BKIFOYEHO(M) B CIUCHKA ¢ MpeKypcopu Ha B3puBHU BemectBa (Pernmament EC 2019/1148 3a npeanaranero Ha masapa u ynotpebara Ha
HPEKYPCOPHU Ha B3PUBHHU BEIIECTBA)

PerjiaMeHT 0THOCHO NPeKypPCOPUTE HA HAPKOTUYHHU BewecTBa (EO 273/2004)

He cpabpaxa BemecTBo(a), BKIIOUEHO(H) B cichKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha ra3apa Ha OIPE/ICIICHH BEIECTBa, U3MOJI3BAaHHU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou
Hsma Hannyna JOITBJIHUTECIIHA PIH(bOpMaL[I/IH
15.2. Onenka Ha 0e30mMacHOCT HA XHMHYHOTO BEIeCTBO HJIH CMeC

Hsima Hanu4yHa JONBIHUTEIIHA PIH(bOpMaLlI/IH

PA3JIEJI 16: Apyra uagopmanus

Wnpukanus 3a MPOMeHH
Kracudurimpane Ha BEIIECTBOTO HJIH CMECTA.

[I'bnen Ttexker na H- u EUH-npenynpeskieHusiTa 3a 0IacHOCT:

Acute Tox. 4 (opajHa) Octpa Tokcu4HoCT (opanHa), Kateropus 4
Carc. 2 Kanneporernnoct, Kateropus 2

H302 Bpenen npu nornsiasxe.

H351 TIpenmnonara ce, ye NPUYMHABA PAK.

H360D Moske @ yBpeau miona.

H361d Ipennonara ce, 4ye yBpex/aa miona.

Repr. 1B TokcuunocT 3a penpoaykuusaTa, Kareropus 1B
Repr. 2 TokcuuHocCT 3a penpoaykuusTa, Kateropus 2

Kaacuduuupane u npoueaypa, u3noj3BaHa 3a Mojiy4aBaHe Ha KJIacH(UKANUATA 32 cMecH cbriiacHo Perament (EO) Ne 1272/2008
[CLP]:

Acute Tox. 4 (opanHa) H302 M3zuncnurenen Metoxn
Carc. 2 H351 W3uncnureneH METO
Repr. 1B H360D W3uncnureneH METoO

Hndopmannonen muct 3a 6ezonacuoct (UJIB), EC

OTKA3 OT OTTOBOPHOCT UupopmarusTa, chrbpikaiia ce B To3u MHOpMaIMOHEH JIUCT 3a 6€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMsTaMe 3a
HaJeKIHH. Brpeku ToBa, HHpOpMaNusTa ce IpefoCcTaBs 0e3 HIKaKBa TapaHIis, H3PHYHA HIIH HOoApa3dupalia ce, OTHOCHO HelfHaTa KOPEKTHOCT
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