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PA3IEJI 1: UnenTudukanus HA BeIeCTBOTO/CMECTA M HA IPYKeCTBOTO/NPeANPUATHETO

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Risperidone

Kon Ha mponyxra : 201600799

CHHOHUME . Risperidone, 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
3a meHus Texet Ha H- m EUH-nipeynpexiennsaTa 3a ormacHOCT: BK. paszen 16

HebaaronpusiTHy GpU3HKOXHMUYHH e()eKTH U HeOIATONPHSITHH e)eKTH 32 31PaBeTO HA Y0BEKa H 0KOJHATA cpeJa

OHpCHeJ'IﬂHC 9pe3 CKCIIEPTHO MHCHUE U 10 CHJIaTa Ha JOKAa3aTeJICTBA.

2.2. EleMeHTH Ha eTHKeTa

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

S

IMukrorpamu 3a omacHoct (CLP)

GHS06
Curnanna gyma (CLP) . OmacHo
Ipenynpexnenus 3a onacHoct (CLP) : H301 - TokcuyeH npu MorbIIane.
Ipenopsku 3a 6e3onacHoct (CLP) : P264 - 1a ce u3mue pblieTe 10 JAKTHTE H JIMLETO CTAPATENHO Clie]] ynoTpeoa.

P270 - Jla He ce sime, mue WM ML OpH yotpeba Ha MpoIyKTa.

P301+P310 - ITPU ITOTJIBIIIAHE: He3abaBHo ce obanere Ha Jekap.

P321 - Cniennanm3upaHo jedeHue (BX. JOMBIHHTEIHA HHCTPYKIHS 33 ITbPBA IIOMOII] Ha TO3H
CTHKET).

P330 - Usmiakuere ycrara.

P405 - Jla ce cpxpaHsiBa IOJ KJIOY.
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Risperidone

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

P501 - CpabprkaHHETO/CHABT Jla Ce H3XBBPIIH B IYHKT 32 ChOMpaHe Ha OIACHU WM CIICI[HATHN
OTIaABIY, B CHOTBETCTBUE C MECTHHUTE, PETHOHAIIHH, HAIIMOHATHH H/WIH MEKIyHAPOJHU
pasnopendu.

ETuxernpaHe B ChOTBETCTBHUE C: H3KIIOUEHHUS 32 BETPEIIHH OIAKOBKH, KOTaTo ChAbPKaHUETO He mpeBumasa 10 ml

S

GHS06

IMukrorpamu 3a onacHoct (CLP)

2.3. JIpyru onacHoOCTH

Hsima Hanmmana qOMBIHUTETHA I/IH(l)OpMaI_II/ISI

PA3J/IEJI 3: CbcraB/mH(popManusi 3a CbCTaBKHTE

3.1. BemecrBa

HaumenoBanue HUnentuduxatop Ha % Knacudukanus B CbOTBETCTBHE C
NPOayKTA Peranament (EOQ) Ne 1272/2008 [CLP]
Risperidone - <100 Acute Tox. 3 (opanna), H301 (ATE=100
mg/kg TeIecHo TerIo)

3a menHuA Texet Ha H- 1 EUH-nipeynpexiennsaTa 3a oracHOCT: BiK. paszen 16

3.2. Cmecn

He e npunoxumo

PA3IEJI 4. Mepku 32 mbpBa MOMOIIL

4.1. Onucanue Ha MEPKHUTE 32 IIbPBa MOMOIIL

ITbpBa MOMOIIL IPH BAHUIIBAaHE . Ja ce ocTaBM IIOCTpajaiys Ha YUCT BB3TyX. OCUrypeTe CBEX BB3IYX Ha 3aCETHATOTO JIHIIE.

ITbpBa MOMOIIL IPH KOHTAKT C KOXKaTa : Jla ce OTCTpaHH MakCHMAJHO upe3 H30bpcBaHe (¢ YMCTa M MeKa MOMMBaIla Kbpra). Jla ce u3mue
OOMITHO C BOJIA B KOSITO € IPUOABEH JETEPTreHT.

ITbpBa MOMOIIL IPH KOHTAKT € OYHTE . 3miakuere ¢ BoJa, KaTO IBPXKUTE OUUTE IHPOKO OTBOPEHH.

ITepBa MOMOII IIPH MOTITBINAHE . Usnnaknere ycrata. He3abasHo ce o6aznere B IEHTBP ITO TOKCHUKOJIOI MSl/na nexap.

CrieniratHo JeKapcko HaOMIoAeHue.

4.2. Haii-checTBeHn OCTPH U HACTBIIBALIIM CJie/l U3BECTECH MEPUOJ OT BpeMe CUMIITOMU U e(l)eKTPl

CumrroMu/epexTd ciell BAUIIBaHEe . Hepmocrarbunu JaHHH.
CumnroMu/eeKTd ciel KOHTAKT C KOXaTa . Hepmocrarbunu JaHHH.
CumnroMu/eeKTa ciiel KOHTAKT C OYUTE . Hepmocrarbunu JaHHH.
CumroMu/epexTd ciie MorTbInane : CummnromuTe MOTaT 1a ObJaT 3aMaiiBaHus, [1aBOOOIHE, TaeHe i 3aryba Ha KOOpAHHAIIHUSL.

4.3. Yka3aHue 3a HEOOXOTMMOCTTA OT BCAKAKBH HEOTIOKHH METHITNHCKH TPUKA U CIIEIUATHO JIeYeHH e

IMoTbpceTe MEANIIMHCKH ChBET/IIOMOII. [IpH BE3MOXHOCT Jla Ce MOKa)Ke HACTOSIINS JIHCT, a aKO HE € Ha Pa3MoJIOKEHHUE, 11a Ce MIOKaXe OMAaKOBKATa WM eTHKETa.
Axtusarop. @apMaleBTUUEH OPOTYKT.

PA3JIEJI S: IIpoTHBONOKAPHU MEPKH

5.1. CpencrBa 3a raceHe Ha moxap

Toaxonsmun TIOKapOTaCUTEIIHA CPEICTBA . OILCSIJ'IO 3a 3aracCsgHe Ha OT'bHI.

5.2. Oco0enu 0nacHOCTH, KOUTO MPOU3THYAT OT BEIeCTBOTO HJIU CMeCTa

OmnacHOCT OT IoXap : Bwx nmaparpad 2.2.
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Risperidone

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

I/IHCprKI.IHH 3a raceHe Ha IoXapu : Ja ce usznonssar CpPEaCTBA, IIOAXOJAIIN 32 TACEHE Ha MOKapu B ChCEIACTBO.

PA3JIEJI 6: Mepku nnpu aBapuiiHo

O6mm MepKkH : Jla ce n30srBa Npekus KOHTAKT ¢ MpoxykTa. He BaumBaiite
Ipax/Iymex/ra3/ M/ u3napeHus/aepo30iH.

6.1.1. 3a mepcoHas, KOWTO He OTrOBapsI 32 CIIEUIHH CJIyYan

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

6.1.2. 3a TunaTa, OTTOBOPHH 32 CHEINHHU CJIy4Yan

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Meroau 3a MOYKCTBAHE . YGC,I[CTC C€C, 4€ OTIIaabLHUTE Ca C’L6paHI/I 1 C€ CbXpaHABAT HA CUTYPHO MSACTO. TTouuncrere
CTapaTeiHoO.

Hsma HanmuvHa ZOMBIHUTENHA HHPOPMAIIUS

PA3JIEJI 7: O0pa6oTka U CbXpaHeHHne

JIOIBbJIHKTENHH ONIACHOCTH O BpeMe Ha 06paboTka . Ha notpe6urens ga ce 06bpHE BHUMAHHUE 3@ PHUCKOBETE, EBEHTYAIHO CBBP3aHU C U3II0JI3BAHETO HA
MPOJIYKTA 3a JAPYTH IIE]H, PA3JIUYHHU OT TE3H, 38 KOMTO € IPeHA3HAYEH.

Tpennasuu mMepku 3a Ge3omacHa paboTa : C marepuaina Tps0OBa Ja ce paboT BHUMATENHO. Jla ce M30srBa MpeKust KOHTAKT C MPOYKTa.

XUrueHHH MEPKU . Jla ce paboTH B CHOTBETCTBUE C M3UCKBAHUATA HA J0OpATa MPOMHUIILIEHA XUTHEHA U TIPOLIELYPHTE 32
6e30MacHOCT.

TexHUYECKN MEPKH : Jla ce cna3BaT NPIIIOKUMHTE Pa3IOpenoOn.

VYcenosus 3a CbXpaHsBaHE : I[a C€ ChXpaHsBa IIOJ KIHY.

Bmx maparpag 1.

PA3JIEJI 8: KoHTpo.1 HA eKCNO3NIMATA/JIMYHU NPEeANa3sHU CPeIcTBa

8.1.1 Hauuonaanu TpaHUYHHU CTOIHOCTH HA npo(l)ecuonam-la eKCIO3ULMS H OMOJIOTHYHH TPAaHUYHH CTOWHOCTH

Hsma HanmuvHa TOMBIHUTENHA HHOOPMAIIUS

8.1.2. [lpenopbUYNTETHH NMPOLETYPH 32 HAGIIOIeHHE

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI

8.1.3. OGpa3yBar ce 3aMbPCHTEJIN HA BB3yXa

Hsma HanmuvHa TOMBIHUTETHA HHOOPMAIIHS

8.1.4. DNEL u PNEC

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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Risperidone

Nudopmanronen auct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Pernament (EC) 2020/878

8.1.5. Perysiupane upe3s o6xBaru (control banding)

Hsima HanuuHa JOBIHUTEIHA ]/IH(I)OpMaLlI/ISI

8.2. KoHTpo.1 Ha eKcno3uIusATA

8.2.1. Ioaxoasil TEXHUYECKH KOHTPOJI

Ioaxoasiy TEXHMYECKH KOHTPOT:
Jla ce cpxpansiBa B 100pe IPOBETPUBO HOMelIeHHe. J]a ce U3M0I3yBa SAMHCTBEHO B CMyKaTelIHa KabKuHa ¢ nHTerpupan Gpuirsbp. BucokoedekruBeH Gpuirsp 3a
yactuun (HEPA ¢untsp).

8.2.2. JInuHM npeana3Hu CpeacTBa
8.2.2.1. 3amuTa HA OYHTE U JIHIETO

3ammTa Ha oumTe:
Ipennasuu ounna. DIN EN 166

8.2.2.2. Ilpeana3BaHe HA KOKATA

3anmTa Ha KOKaTa H TSIOTO:
Jla ce n3non3yBa XUMHYECKH YCTOIUMBO 3amuTHO obiekio. DIN EN 13034

3amuTa Ha pBIETe:
XUMHUYECKH YCTONYHBY npe/nasuu pbkasunu. SO 374-1

8.2.2.3. 3amuTa HA TUXATETHUTE MHTHIIA

3anmTa HA AMXATeIHHTE TbTHILA
Ortzensne Ha npax: npotusomnpaxosa Macka ¢ puntsp P3. DIN EN 140 & 149. Teuen npoxykt : ArTHaepo3onna Macka. Hocere muxarenen anapar, ako cte
H3JI0KEHU Ha Iapu/TIpaxoBe/aepo30iH

8.2.2.4. TepMUYHH ONIACHOCTH

HsiMa HaimM4YHa TOMBJIHATENHA HHQOPMALHS

8.2.3. KoHTpOJ1 Ha eKCNOo3HIMsATA B OKOJIHATA Cpeaa

Hsima Hanmmanaa JOIBJIHUTCITHA PIH(pOpMaI_II/IH

PA3IEJI 9: ®u3uyHu 1 XMMHYHH CBOHCTBA

9.1. MndopmManusi OTHOCHO OCHOBHHUTE (PUBHYHM U XHMHYHHU CBOiiCTBA

ArperaTtHo ChCTOSHHE : TBBpHo BemecTBO
IBsT . He e HanmuHo
BrHieH Bug » IIpax.

Mupuc . He e npunoxumo.
I'panniaTa Ha Mupuca . He e manmuuno
Touka Ha ToneHe : He e nannuno
Touka Ha 3aMpB3BaHe . He e nHamano
Touka Ha KHUIIEeHe : He e nannuno
3anmammmocT . He e nHamano
I'paHHIM Ha eKCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCINIO3UBHOCT : He e npunoxumo
I'opHa rpaHHIIa Ha €KCIUIO3UBHOCT : He e npunoxumo
Temmeparypa Ha pa3naraHe : He e npunoxumo
Temmnepartypa Ha camo3amnajaBaHe . He e npunoxumo
Temneparypa Ha pasnajgaHe . He e manuuno
pH . He e nHamnuno
pH pasrBop : He e nanuuno
Bucko3uteT, KHHEMaTHYEH . He e npunoxumo
PasrBopumocT : Boma:<0,1¢/l
KoeduumenT Ha pasnpenenenue: n-okranoin/sona (Log  : He e HammaHO
Kow)

Hansarane na napute . He e manuuno
Hansrane na napute npu 50°C : He e nanuuno
ITneTHOCT . He e manuuno
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Risperidone

NudopmanroneH aucT 3a 6e300acHOCT

B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878

OTHOCHTENHA ITBTHOCT
OTHOCHTENHA INTBTHOCT Ha mapute npu 20°C
Pasmep Ha yactunure

He e nammuno
He e npunoxumo
He e nanmmuno

9.2.1. Undopmanusi BB BPb3Ka ¢ KJIacoBeTe Ha (GU3NYHA OIACHOCT

Hsma HanuvHa AOMBIHUTENHA HHPOPMALIUS

9.2.2. /Ipyru XapaKTepHCTHKH 32 §6€30MacHOCT

Hsma nammana nomsmanTenHa HHGOPMAIHs

PA3JEJI 10: CTa0HJIHOCT H PEaKTUBHOCT

CrabueH npy HOPMATHHU YCIIOBHS.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma npu HopmanHa yrotpe6a. Buokre Pasnern 7.

TIpu 3arpsBane 10 ToUKaTa HA PasTPaXAaHE OTAENS ONACHU U3MAPEHHs.

YHA HHpoOpManus

Ocrtpa ToKkcHYHOCT (OpaiHa)
OcTpa TOKCHYHOCT (iepMaiHa)
OcTpa TOKCHYHOCT (BJHILIBAHE)

KoposzuBHOCT/ipa3sHeHe Ha KoXkaTa

CepHO3HO yBpeXIaHe Ha OUMTE/ApasHEeHe HA OYHTE
CeHcHOWIN3AIHS HA AUXATETHATE IBTUILA WIIH KOXKaTa
MyTareHHOCT Ha 3apOANIIHUTE KIIETKH
Kanneporennoct

ToKcHIHOCT 32 PENPONYKIHATA

CTOO (crenuduvHa TOKCHYHOCT 3a OIPEIEIeHI
OpraHu) — €JHOKpaTHA €KCIIO3UIUS

CTOO (crnenmdudHa TOKCHIHOCT 3a OPEIETICHI
OpraHu) — MOBTapsIA C€ EKCIIO3UIUSL

OmnacHocT Hpu BAUIIIBAHE

Hsma HanMvHa TOBITHHUTENHA HHPOPMAIUS

Toxcuuen TIpH OTTbIIAHE.

He ce knacuduimpa
He ce knacuduimpa
He ce knacuduimpa
He ce xnacu¢puumpa
He ce xnacuduumpa
He ce knacuduimpa
He ce knacuduimpa
He ce knacuduimpa
He ce xnacuduumpa

He ce knacudmmpa

He ce xmacuduumpa
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Risperidone

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

PA3JIEJI 12: Exonornyna uHpopmManus

Exounorust - 06110 : Omnacu oTnagsiy. Jla ce U3MoI3yBaT MOAXOIAIIM KOHTEHHEPH 3a OTIaHNTE POLYKTH.
OmacHo 3a BoHATa cpesia, KpaTKOCPOUHa (0CTpa) . He ce xmacudunupa
OmnacHo 3a BOAHATa cpesia, IITOCPOUHA (XPOHUYHA) . He ce xmacudunupa

Hsma nanmgHa JOIBIHUTENTHA HHPOPMAIHL

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanuvHa AOMBIHUTENHA HHOOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa HOMBIHATETHA HHPOPMAIIUS

Hsma HanmuaHa gonmbIHHUTENHA HHOOPMAUS

PA3JIEJI 13: O0e3Bpe:xaane Ha OTHAABIUTE

MecTHO 3aKOHOIATEIICTBO (OTHa,I['BHH) : I[a C€ U3XBBPJIK 110 0e30IMaceH HaurH B ChOTBETCTBUE C MECTHHUTE / HALIMOHATIHHI pasnopeJ:(GH.

HpeHOp’LKPI 3a 06€3BPC)KI[3HC Ha r[poz[yKTa/ OIlaKkOBKaTa : 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 0THOCHO TPAHCIIOPTHPAHETO

B cporBercTBre ¢ 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 0omacHOCT NPH TPAHCIIOPTHPaHe

6.1 6.1 6.1
£22 £25
6 6
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Risperidone

Nudopmanronen auct 3a 6€30macHOCT

B croTBeTCTBHE ¢ Permament REACH (EO) 1907/2006, uzmenen ¢ Pernmament (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 orpannyenus (ADR)

Tpancnoprt no Mope

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

EmS-Ne (Pa3nuB)

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

Bb3aymen Tpancnopt

PCA Uzkirouenu konuuectBa (IATA)

PCA OrpaHuueHH KOJINYECTBA IBTHUYECKH CAMOJIET U
kapro (IATA)

PCA MakcumaimHO HETHO KOJIMYECTBO 32 OTPaHHYCHO
KOJINYECTBO ITbTHUUECKU camoneT U kapro (IATA)

o T2

274,614

5kg

El

P002, IBC08, LP02, RO01
B3

MP10

Tl

. 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

10kg
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Risperidone

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

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

PCA MaxkcuMaitHo HETHO KOJIMYECTBO IIbTHHIECKU : 100kg
camornet u Kapro (IATA)

WHcrpykuunu 3a onakoBaHe camo kapro (IATA) 1677
MakcuMaaHO HeTHO KosnuecTBO camo kapro (IATA) : 200kg
Crernanau 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 UM CMECTA HOPMATHBHA ypen0a/3aK0HOIATEICTBO OTHOCHO 0€30IaCHOCTTA, 3APABETO U OKOJTHATA
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 BelllecTBATAa 3a pa3peliaBaHe)

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

REACH Cnucbk ¢ kanauaar-seiectsa (SVHC)

He ¢urypupa B cnncpka Ha REACH ¢ kananzaar-BemecTsa

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

Henpunosxumo.

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

Henpunoxumo.

PersiaMeHT 0THOCHO BelecTBa, KOMTO Hapywmasat 030HoBus cJoii (EC 1005/2009)

He ¢urypupa B crimcbKa ¢ BelecTsa, KOUTO HapymaBaT o30HoBH: cioit (Permament EO 1005/2009): Risperidone

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 mpemnaraneto Ha ma3apa u ynorpebara Ha
HPEKYPCOPH Ha B3PUBHH BEIECTBA)

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

He cpappika BemecTBo(a), BKIIFOUEHO(H) B ciuchbka ¢ IIpexypcopu Ha HapkoTnuHHTe BemecTsa (Permament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIyCKaHETO
Ha T1a3apa Ha ONpEJIETIeHH BEIIECTBA, U3IONI3BAHN 32 HE3aKOHHO IPOM3BOJICTBO HA HAPKOTUYHH M TICHXOTPOITHH BEIIECTBA)

15.1.2. HauuoHaHu pa3nopeaou

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

15.2. Onenka Ha 6€30MacHOCT HA XHMHYHOTO BEIIeCTBO HJIH CMeC

HsiMa Haim4YHa TOMBIHATENHA HHQOpMALIHS

PA3JIEJI 16: Apyra uadopmanus

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

Acute Tox. 3 (opanHa) Ocrtpa TokcnuHocT (opainHa), Kareropus 3

H301 ToxcuueH mpy NOTIIBIIAHE.

Nudopmanuonen auct 3a 6esonacuoct (MUJ1b), EC

OTKA3 OT OTTOBOPHOCT Undpopmanusta, cpabpxaiia ce B To3u VH(opMamoneH JucT 3a 6€30MacHOCT, € MOTy4eHa OT U3TOUHHIIU, KOUTO CMSTaMe 3a
Ha/IeKIHH. Bhrpexn ToBa, HHGOpManusiTa ce npegocTasst 0¢3 HUKaKBa rapaHI[ysl, M3pHYHA WIH T0Apa3dHparia ce, OTHOCHO HefHaTa KOPEKTHOCT
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