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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HanmeHnoBaHue Ha BEIECTBOTO : Phenobarbital

Kon Ha mponyxra : 201600704

CHHOHUME : Phenobarbital, 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]

Ocrtpa TokcnuHoCT (opainHa), Kareropus 3 H301
CrenmdiyHa TOKCHYHOCT 3 OTPE/IETIEHN OpTaH! — €HOKPAaTHA EKCIIO3MIINS, H336
Kareropust 3, HApKOTHYIHH epeKTH

3a memHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BX. paszen 16

HebaaronpusTHi GU3HKOXHMUYHH e()eKTH H HeOIATONPUATHH e(eKTH 32 3IpaBeTO HA YOBEKAa M 0KO0JHATa cpeJa

OHpCHeJ'IﬂHC Ype3 CKCIIEPTHO MHCHUE U 110 CHJIaTa Ha JOKA3aTCJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

IMukrorpamu 3a omacHoct (CLP)

GHS06
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacuoct (CLP) : H301 - TokcuyeH npu MorbIIane.
H336 - Moyke 1a Ipean3BHKa CHHIMBOCT HIIA CBETOBBPTEXK.
Ipenopsku 3a 6e3omacHoct (CLP) : P301+P310 - ITPU IIOI'JIBILIAHE: He3a6aBHo ce 0baseTe Ha Jiekap.

P261 - 130srBaiite BAuIIBaHe Ha IIpax, H3IAPEHUSL.
ErtnkeTnpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbPKaHUETO He mpesumasa 10 ml
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Phenobarbital

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

S

GHS06

IMukrorpamu 3a onacHoct (CLP)

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JIEJI 3: CbrcraB/uHpopManus 32 CbCTABKHUTE

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Peraament (EO) Ne 1272/2008 [CLP]
Phenobarbital - <100 Acute Tox. 3 (opanna), H301 (ATE=50 mg/kg

TEJIECHO TETJIO)
STOT SE 3, H336

3a meaHus TekeT Ha H- 1 EUH-npenynpesxieHusTa 3a oacHOCT: BX. paszen 16

He e npunoxumo

3a MbpBa NMOMOIIY

ITspBa oMol Npy BAUIIBAHE : Jla ce ocTaBH mocTpagaivs Ha YMCT Bb3AyX. OCUrypeTe CBeX BB3/yX Ha 3aCErHAaTOTO JIMLIE.

ITbpBa OMOLL IIPH KOHTAKT C KOXKaTa : Jla ce oTcTpaHM MaKCHMAIIHO upe3 H30bpCBaHe (C YMCTa U MeKa IONUBAaIla Kbpiia). M3muiite oOuiIHO
¢ Boja/....

ITepBa oMol MpH KOHTAaKT C OYUTE : M3znnakHere ¢ BOzia, KaTo JBPIKUTE OUNTE MIHPOKO OTBOPEHU.

IIppBa momory npu MorIeIane . HMsmnaknere ycrara. Hesa6asHo ce obanere B LIEHTHP I10 TOKCUKOJIOI U Sl/Ha nekap.

CrieriatHo JeKapcKo HaOMIoAeHUe.

CI/IMHTOMI/I/C(l)eKTI/I CJIC BOAUIIBAHE . HemocraTbuHu manHu.
CI/IMHTOMI/I/C(l)eKTI/I CJIC] KOHTAKT C KOXKaTa . HemocraTbuHu manHu.
CI/IMHTOMI/I/C(l)eKTI/I CJIC] KOHTAKT C OYHTC . HemocraTbuHu manHu.
CI/IMHTOMI/I/C(l)eKTI/I CJIC IOIIbIIAHe : CUMIITOMHUTE MOTarT Ja 6’L,IlaT 3aMaﬁBaHHﬂ, FJ'IaBOGOJII/Ie, raacHe u 33.1"}763 Ha KOOpAWHAIIUA.

Tlorbpcere MeanuuHCKH chBeT/omMont. [Ipy B3MOXKHOCT A ce MOKa)Xe HACTOSIIHS JIUCT, @ aKO He € Ha Pa3IoJI0kKEHHE, /1a Ce MOKaXe OMaKOBKATa MM CTHKETA.
AxrtuBatop. PapMarieBTHYCH MPOIYKT.

PA3JIEJI 5: [IpoTuBONOKAPHU MEPKH

Tlomxopsmu noskaporacUTENHN CPEACTBA 1 Ogmesio 3a 3aracsHe Ha OTbHS.

OmnacHOCT OT IoXap : Bk maparpad 2.2.

I/IHCprKHPH/I 3a racCHe Ha oXxapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOIAIIM 3a TACEHE HA ITOXKapHu B CbCECACTBO.
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Phenobarbital

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

PA3JIEJI 6: Mepku npu aBapuiiHO U3IyCKAHe

O6mm MepKH : Jla ce n30srBa Npekus KOHTAKT ¢ poxykTa. He BaumBaiite
Ipax/IymeK/ras3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIELIHH CJIyYau

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

6.1.2. 3a MuHATa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€, 4€ OTIIaAbLHUTE Ca C’B6paHI/I 1 CE CbXpaHABAT HA CUTYPHO MSCTO. TTouuncrere

CTapaTeiHoO.

Hsma HanmuvHa ZOMBIHUTETHA HHPOPMALIUS

O0padoTKa U chbXpaHeHHe

JIOMbJIHUTENHH ONACHOCTH 110 BpeMe Ha 00paboTka . Ha norpe6urens na ce 00bpHE BHUMAHUE 38 PUCKOBETE, EBEHTYAIHO CBbP3aHH C M3II0JI3BAHETO HA
[POJLYKTA 3a APYTH LIE]H, PA3JIUYHU OT TE3H, 38 KOMTO € IPEeJHA3HAYCH.

Ilpenna3zuu Mepku 3a 6e3omacHa padbora . C marepuaia TpsOBa aa ce paboTu BHEMATENHO. J]a ce M30srBa MpeKusi KOHTAKT C MPOAYKTA.

XUrueHHH MEPKU : Jla ce paboTH B ChOTBETCTBUE C M3UCKBAHHUSATA HA 0OpaTa MPOMUIILIEHA XUIHEHa U NIPOLIEypUTE 3a
6e30MacHOCT.

TexHuuecku MEPKHU . I[a C€ cmasBart IMPUIT0KHUMHUTE pa3nope;[6n.
Vcnosus 3a CbXpaHsABaHC . I[a C€ ChXpaHsiBa MOJ KIK0Y.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 Ha eKCNO3MIMATA/IMYHU NPeANa3HH CPeACTBa

8.1.1 HanMoHAaIHH rPAHUYHH CTOMHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS H OHOJOTHYHH FPAHUYHH CTOHHOCTH

Hsma HanmuvHa JOMBIHUTENHA HHOOPMAIIUS

8.1.2. IlpenopbunTeTHN MPOIEYPH 32 HAOTI0CHHE

Hsima HayM4Ha TOTBJIHUTETHA I/IH(I)OpMaI.H/ISI

8.1.3. OGpa3yBar ce 3aMbPCHTEJIH HA BB3yXa

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIHS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaHHH

8.1.5. Perysupane upe3 o6xBaru (control banding)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Phenobarbital

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

8.2. KoHTpo.I HA eKCro3uIusATA

8.2.1. Ioaxoasi TEXHUYECKH KOHTPOJI

Hoaxoasiy TeXHHYeCKH KOHTPOT:
Jla ce cpxpansBa B 100pe poBETpUBO HoMemIeHue. Jla ce H3Mmon3yBa eMHCTBEHO B CMyKaTelIHa KaOMHa ¢ HHTerpHpaH GuiThp. BucokoedexTusen Gpuntsp 3a
gactuny (HEPA ¢untsp).

8.2.2. JINuHH Npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HAa OYUTE U JIHLETO

3ammTa Ha ouHTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKaTa

3ammTa HA KOKATA U TAJIOTO:
Jla ce u3non3yBa XUMHYECKH YCTOITYrBO 3amuTHO obnekito. DIN EN 13034

3ammra Ha pbleTe:
XuUMUYecKn yCTOHYMBHY NpeAnasHu pekapunu. ISO 374-1

8.2.2.3. BamuTa Ha qUXaTeJHUTE MHTHIIA

3amuTa Ha AUXATEJIHUTE IMBTUINA
Otaensne Ha npax: npoTtuBonpaxoBa Macka ¢ puntep P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oaHa Macka. Hocere auxaresien amapar, ako cTe
U3JI0XKEHHU Ha Mapu/IpaxoBe/acpo30Iiu

8.2.2.4. TepMU4HH ONIACHOCTH

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

8.2.3. KoHTpo.1 Ha eKCHO3HIUATA B OKOJHATA cpeia

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

3JAEJI 9: ®u3uyHu U XUMHUYHU CBOMCTBA

9.1. Undopmanusi OTHOCHO OCHOBHHUTE (PM3HYHH W XHMHYHH CBOHCTBA

ArperatHo ChCTOSIHHE . TBBpHO BEUIECTBO
st . He e HannuHo
BroHIeH By : Ilpax.

Mupuc : He e npunoxumo.
I'panunarta Ha Mupuca © He e Hannuno
Touka Ha ToneHe : He e Hanuuno
Touka Ha 3aMpb3BaHe © He e Hannuno
Touka Ha KuIeHe . He e Hanuuno
3amanumocT : He e Hanuuno
I'paHuIyM Ha EKCIUIO3UBHOCT © He e npunoxumo
JlonHa rpaHuIia Ha €KCIUIO3UBHOCT © He e npunoxumo
T'opHa rpanua Ha €KCIIO3UBHOCT © He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3anajiBaHe © He e npunoxumo
Temneparypa Ha pa3nagaHe © He e Hannuno
pH : He e Hannuno
pH pastBop . He e nanuuno
Buckosuter, kuHeMaTuueH : He e npunoxumo
PastBOpuMOCT : Boma: 0,1-1g/l
KoedunuenT Ha pa3npenenenue: n-okranoin/Boga (Log  : He e nammano
Kow)

Hansarane na napure . He e nanuuno
Hansrane na napute npu 50°C . He e nanuuno
IInsTHOCT . He e nanuuno
OTHOCHTENHA ITBTHOCT . He e mHanmuuno
OtHOCHTeNHA ITBTHOCT Ha mapute mpu 20°C : He e npunoxumo
Pa3mep Ha uactuiute . He e manmuuno
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Phenobarbital

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

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3HYHA OIACHOCT

Hsma HanuvHa JOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JEJI 10: CTa0UJIHOCT U PeaKTHBH

CrabuseH npy HOPMAHHU YCIIOBHS.

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma mpu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsiBane 10 ToUKaTa HA PasTPaKIAHE OTAENS ONACHU U3MAPEHHs.

OKCHKOJIOTHYHA IlH(l)OpMaIIHSI

Ocrtpa ToKCHYHOCT (OpaiHa) . TokcH4YeH IpH MOTITbINaHe.
OcTpa TOKCHYHOCT (epMaiHa) . He ce xacudunmpa
OcTpa TOKCHYHOCT (BJHILIBAHE) . He ce xmacudunmpa
KoposzuBHOCT/ipa3sHeHe Ha KoXkarta : He ce xnmacudunupa (JInrcamy nanHm)
Cepno3HO yBpesK/jaHe Ha OUHTE/IpasHEeHe Ha OUUTe . He ce xnmacuduunpa (JIuncpanum gaHH)
Cencnbunu3anys Ha AUXaTeIHUTE MBTUIA Wik koxkaTa  © He ce knacuduumpa (Bs3 0CHOBa Ha HAIMYHNTE JAHHU HE Ca M3IIBIHCHH KPUTEPHUUTE 32
KkinacuHIpane)
MyTareHHOCT Ha 3apOHUIITHATE KIETKU : He ce xmacuduumpa (JIumncpamnm nanam)
Kanmeporennoct : He ce xmacudunmpa (JlananuTe ca yObeanuTeTHH, HO HEAOCTATHYHH 3a JIa C€ HAIPaB! KilacH(HKaIs)
Phenobarbital
IARC rpyna 2B - Moxe na 6b/ie KaHIIEPOTeHEeH 3a Y0BeKa
TokcHYHOCT 3a PENpOTyKIHATA : He ce xmacuduumpa ([lpyrn ykasauns: OcTpa TOKCHYHOCT)
CTOO (crenn¢puvHa TOKCHYHOCT 3a ONpPEJIETeHI : Moxe 1a npenn3BIKa ChHINBOCT MITH CBETOBBPTEXK.
OpraHn) — eJJHOKPATHA EKCTIO3HIINS
CTOO (crenu¢pudHa TOKCHYHOCT 3a OMNPEICTCHH . He ce xnmacuduumpa (Jpyru ykasauust: CTOO (crennduyna TOKCHYHOCT 3a ONPEACICHN OpPraHn) —
OpraHu) — MOBTApsIA C€ EKCIIO3UIUSL €IHOKpaTHA EKCIIO3MIIHS)
OmnacHOCT NP BAUIIIBAaHE . He ce xnacu¢uunpa (B3 0cHOBa Ha HAIMYHUTE JAHHHU HE Ca M3IIBJIHCHHU KPUTEPHUHTE 32
KiIacuduImpane)

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS
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Phenobarbital

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

PA3JIEJI 12: Exonornyna uHpopmManus

Exounorust - 06110 . Onacuu oTagbiy. Jla ce M3Mon3yBar MOAXOASIIM KOHTCHHEPH 3a OTIAJHHUTE MPOLYKTH.
OmacHo 3a BOoHATa cpesia, KPaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA) . He ce xmacudunupa

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHL

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE
MectHO 3aKOHOIATEIICTBO (OTl'Ia,Z['LI.[PI) : I[a C€ U3XBBPJIK 110 0e30IMaceH HaYMH B ChOTBETCTBUE C MECTHHUTE / HalMOHATHA pa3nope)16n.

HpeHOp’LKPI 3a 0663BPC)KH3.H6 Ha npoz[yKTa/ OITaKkOBKaTa : I[a HE C€ U3XBBPJIIAT OTHAABIUTE B KaHAIU3alUATA. I/stm;pne're TO3U MaTepHal U HETOBUA
KOmeﬁHep B LICHTHD 3a C’L6P[paHe Ha OnaCHU U CIICUAIHU OTHaAbIIN.

PA3JIEJI 14: UndopManusa OTHOCHO TPAHCIIOPTHPAHETO

B crotBercTBHE ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no ciincbka Ha OOH nian naeHTHGUKAINOHEH HOMEDP

UN 2811 UN 2811 UN 2811

14.2. ToyHo HaUMeHOBaHHUe Ha MPaTKaTa No cnucbka Ha OOH

TOKCUYHO TBBHPO BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPI'AHMYHO, H.Y.K.

Onucanne HA TPAHCHOPTHHTE TOKYMEHTH

UN 2811 TOKCHMYHO TBBPJIO BEHIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, 11l
OPI'AHMYHO, H.Y K., 6.1, 111, (E) 1

14.3. Kinac(oBe) Ha OMaCHOCT MPH TPAHCIOPTHPaHe

6.1 6.1 6.1
£22 £25
6 6
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Phenobarbital

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

ADR

IMDG

IATA

14.4. OnakoBbYHA rpyna

14.5. OnacHocTH 32 OKOJIHATA Ccpea

OnacHo 3a okonHaTa cpena: He

OnacHo 3a okosiHara cpena: He
Mopcku 3ambpeuten: He

OnacHo 3a okosHata cpena: He

HsiMa nombiHHTEIHA HATMYHA HHOpMALHs

14.6. CiequaaHu MpeAna3sHA MepPKH 32 MOTpPednTeINTe

CyxonmbTeH TPAHCIIOPT

Krnacudpukaunonen xox (ADR)

Creuuanau pasnopendu (ADR)

Orpanunuenu konmuectsa (ADR)

W3kmouenu konmyectBa (ADR)

OnakoBbyHU uHCTpYKLMH (ADR)

Criennasiiy onakoBb4HU pasnopenou (ADR)

Cwmecenu onakoBku (ADR)

WHcTpyKuuy 3a IPEeHOCHUMH LIUCTEPHU M KOHTEHHEPH 3a
HacunHu ToBapu (ADR)

CrienMasiiy pa3nopeidn OTHOCHO MPEHOCHUMH LIUCTEPHU
U KOHTelHepH 3a HacunHu ToBapH (ADR)

Konose 3a nucrepau (ADR)

Crienmaniau pasnopendu oTHocHO uucrepHu (ADR)
IIpeBo3HO cpeacTBO 3a MPEBO3 B LIUCTCPHH
TpancnoprtHa kareropust (ADR)

Crienpaniau pasnopendu 3a npeso3 - HacunHo
cberosinue (ADR)

Crienpaiiiy pa3nopeadu 3a MpeBo3 - TOBapeHe,
pasTtoBapBane u oopadorka (ADR)

CrienpaliHy pa3nopesou 3a MpeBo3 — ONepaTHBHU
nzucksanus (ADR)

Unentudukannonen Homep 3a onacHoct (Kemmep No.)
OpanxeBu Tabenu

Kon 3a Tynennu orpanuyenust (ADR)

Tpancnoprt no Mope

Creranan pasnopenou (IMDG)
Orpannuenn xonmdectsa (IMDG)
Wzkirouenu konmuectsa (IMDG)
Onaxkospunn nacTpyknun (IMDG)
IBC omakosbuan nactpyknun (IMDG)
IBC crrenmanau pasnopentu (IMDG)
Wncrpyxnun 3a mucreprn ( IMDG)
Crerraau pasnopenou otHocHo mucrepau (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nuB)

Kateropus Ha ToBapene ( IMDG)
ITnamua remnepatypa (IMDG)
Caoiicta u Hadmoxenus (IMDG)

Bb3aymen Tpancnopt

PCA Uzkrouenu konuuecta (IATA)

PCA OrpaHuueHH KOJINYECTBA IBTHUYECKH CAMOJIET U
kapro (IATA)

o T2

274,614

5kg

El

P002, IBC08, LP02, RO01
B3

MP10

T1

. TP33

SGAH, L4BH

: TU15, TE19
AT

2

© VC1,VC2, AP7

CV13,Cv2s

S9

60

60
2811

223,274
5kg

El

P002
IBC0O8
B3

Tl
. TP33

F-A
S-A

A

: Toxic if swallowed, by skin contact or by inhalation.

El

© Y645
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Phenobarbital

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

PCA MaxkcuMaiHO HETHO KOJIMYECTBO 32 OTPaHHYCHO : 10kg
KOJIMYECTBO IBTHHYECKH camoiieT u kapro (IATA)

PCA MHcTpykiuu 3a ollakoBaHe IbTHUYECKH camoneTru @ 670
xapro (IATA)

PCA MaxkcuMaitHo HETHO KOJIMYECTBO IIbTHHYECKU : 100kg
camontet u kKapro (IATA)

WHcrpykuuu 3a onakoBaHe camo kapro (IATA) T 677
MakcuMa HO HeTHO KosimuecTBO camo kapro (IATA) : 200kg
Creranau pasnopenou (IATA) : A3, A5
ERG xox (IATA) © 6L

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

He e npunoxumo

PA3JIEJI 15: UHdopmanusi OTHOCHO HOpMATHBHATAa ypenda

15.1. CoenuguyHu 32 BeNIeCTBOTO WJIW CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJIHATA
cpena

15.1.1. Pernamentu Ha EC

REACH IIpuio:xenne XVII (YcioBus 3a orpannyaBaHe)

He ¢urypupa B [Ipunoxenne XVII na REACH

REACH, Ilpunoxenne XIV (Cnucbk Ha BelllecTBaTa 3a pa3peliaBaHe)

He ¢urypupa B ITpunoxenne XIV sra REACH (Crimchk Ha BemiecTBara 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncska Ha REACH ¢ kananaar-Bemectsa

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

Henpunosxumo.

Persnament orHocHo YO3 (EC 2019/1021, YcToiiuMBU OPraHuYHU 3aMbPCUTEIH)

Henpunoxumo.

PersiaMmeHT 0THOCHO BelecTBa, KOMTO Hapymasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapyniaBaT 030HOBH: cioit (Permament EO 1005/2009): Phenobarbital

PersiameHT 0THOCHO npeKkypcopuTe Ha B3puBHH BeutecTBa (EC 2019/1148)

He cpabpixa BemecTBo(a), BKIIIOYCHO(H) B CIIUCHKA C TIPeKypcopy Ha B3puBHU BeniecTBa (Permament EC 2019/1148 3a npemnaraneto Ha ma3apa u ynotpebara Ha
HPEKyPCOpH Ha B3PUBHH BEIECTBA)

PeryiaMeHT 0THOCHO NpeKypcopuTe Ha HApKOTU4YHH BewecTBa (EO 273/2004)

He cpappixa BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ [Ipexypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0THOCHO IPOM3BOACTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIETIeHH BEIIECTBA, U3IONI3BAHN 3a HE3aKOHHO IPOM3BOJICTBO HA HAPKOTUYHH M TICHXOTPOITHH BEIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBJIHATENHA HHQOpMALIHS

15.2. Onenka Ha 6€30MacCHOCT HA XHMHYHOTO BEIIECTBO HJIH CMeC

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

PA3JIEJI 16: /Ipyra undopmanus

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

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 3
H301 ToKcHYeH MpH MOTIIbIIAHE.
H336 Moxe 1a mpean3BUKa CHbHINBOCT UIIH CBETOBBPTEK.
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Phenobarbital

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

II'baen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a OacHoCT:

STOT SE 3 CreruuaHa TOKCHYHOCT 32 ONPEEIeHN OPraHy — eAHOKpaTHa ekcro3uius, Kateropus 3, HApKOTHYHH e(HeKTH

Mudopmannonen et 3a 6ezonacuoct (UJIb), EC

OTKA3 OT OTTOBOPHOCT Uupopmanusita, chabpxaiia ce B To3u MHpopMannoHeH et 3a 6e301acHOCT, € MOoJIy4eHa OT U3TOYHUIM, KOUTO CMsITaMe 3a
HajiexK1HU. Bpnpeku Toa, nHdopManusaTa ce npeocTaBs 0e3 HUKaKBa rapaHIiys, U3pHYHa WM 110Jpa3oupalia ce, OTHOCHO HelHaTa KOPEeKTHOCT
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