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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHoBaHuUE Ha BELECTBOTO : Olanzapine

Kox Ha mpoaykra : 201600655

CHHOHUMH : Olanzapine, salts, hydrates, isomers and impurities where applicable

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 U3CIIEIBAHNS, AHAIM3H 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 : Ja 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

sds@edgm.eu - www.edgm.eu

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]

Ocrtpa TokcuuHOCT (opanHa), Kareropus 3 H301
Koxna cencubmmmzanus, Kareropus 1 H317
ToKCHYHOCT 32 PEeNPOLYKIHUATA, JOMBIHATEIHA KATETOPHs, €PEeKTU BBPXY HIN H362

9pe3 JIAKTaIIATa
CreruuyHa TOKCHYHOCT 3a OIpeIeIeHN OPTaH — ¢JHOKPATHA eKCIO3HIIHS, H336
Kareropust 3, HapKOTHYHH eeKTn

CreruuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIIA e eKCIO3HIIHS, H373
Kareropus 2

3a mpauus TekeT Ha H- n EUH-npenynpesxaeHnsaTa 3a OIacHOCT: BX. paszen 16

Hebnaronpusatan GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H 0KOJIHATA cpeaa

Onpez[enm—le Ype3 CKCIIEPTHO MHEHHUE U I10 CHUJIaTa Ha JOKa3aTeJICTBA.

2.2. EneMeHTH HA eTHKeTa

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

S

GHS06 GHSO08
Curnanna nyma (CLP) : OmnacHo

IMuxrorpamu 3a onacuoct (CLP)
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Olanzapine

Nudopmanronen muct 3a 6€30macHOCT

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

Ipenynpexnenus 3a onacHocT (CLP)

Ipenopsku 3a 6e3omacHocT (CLP)

H301 - TokcuueH npu HOTTBIIAHE.

H317 - Moxke 1a IpHYMHY alepTHYHa KOXKHA PEaKIIHs.

H336 - Moxe 1a npenu3BrKa ChbHIMBOCT WIN CBETOBBPTEK.

H362 - Moxe 1a 6b1e BpeaeH 3a KbpMadeTa.

H373 - Moxke 1a npH4InHU yBpeXKAaHEe Ha OpPraHUTE IIPU NPOABIDKHTEIHA HIIH IIOBTApSIa ce
€KCIIO3UIHL.

P201 - IIpenu ynorpeda ce cHabeTe ChC CIICNUAIHE HHCTPYKIIHH.

P260 - He BaumBaiite mpax/mymek/ra3/ (iumM/u3napeHnsy/aepo30Im.

P263 - la ce n30srBa KOHTAKT IO BpeMe Ha OPEMEHHOCT U IIPU KbpPMEHE.

P264 - [la ce u3mue phlieTe A0 JaKTUTE U JIULETO CTAPATENHO ClIe/ ynoTpeoa.

P270 - [1a He ce sine, 1€ WK IyLIH IPU ynoTpebda Ha NPOyKTa.

P271 - [la ce u3mon3Ba caMo Ha OTKPUTO WK HA J0Ope NPOBETPHBO MSCTO.

P272 - [1a He ce u3HACs 3aMBPCEHO PAOOTHO 00JIEKIIO U3BBH PAOOTHOTO MOMEICHHUE.

P280 - M3non3BaiiTe npeana3Hyu pbKaBULM/IPeINa3HO 00JIEKIIO/IPeANa3HU OUuIa/Ipeana3Ha Macka
3a JMIe/IpeAa3HU CPEACTBA 3 3allUTa Ha CIIyXa.

P301+P310 - TTPU ITIOT JIBILIAHE: He3a6asuo ce o6anere 8 IEHTBP 110 TOKCUKOJIOT U5 wiu
Ha JIeKap.

P302+P352 - [IP11 KOHTAKT C KOXATA: 13muiite 0OUIHO C BOAA.

P304+P340 - I[TPU BJJUIIIBAHE: V3BeneTe IMLETO HA YUCT BB3AYX U IO MIOCTABETE B MO3HLIMS,
yJIECHsIBAIIA AULIAHETO.

P308+P313 - [1PU siBHa nnu mpeamnoiaraemMa ekcrno3umus: [lorbpcere MeJUIMHCKY ChBET/TIOMOLL.
P312 - TIpu wepasnonoxenue ce odbanere B IEHTHP I10 TOKCUKOJIOT M unu Ha nexap.
P321 - Cneunanusupano JieueHue (BK. JOMBIHUTEHA HHCTPYKIMS 32 IbPBA IIOMOLL] Ha TO3U
€THKET).

P330 - U3nnakueTe ycrata.

P333+P313 - [Ipu nosiBa Ha KOXKHO Jipa3HeHe Mk 0OpHB Ha Koxara: [loThpcere MeANIIMHCKH
CBBET/IIOMOIII.

P362+P364 - Casiere 3aMbpPCEHOTO OOJIEKIIO U IO M3NIEpeTe NMPEar MOBTOPHA yHOTpeOa.
P403+P233 - [la ce chxpansBa Ha Jo0Ope npoBeTpuBO MscTO. CHIBT J1a C€ ChbXpaHsABA IUTBTHO
3aTBOPCH.

P405 - JTa ce chxpaHsiBa MO KIIIOY.

P501 - CpabpikaHHETO/CHIBT J1a C€ U3XBBPIIM B MYHKT 3a ChOMpaHEe Ha ONACHU WM CHICIUATHA
OTHabI, B CbOTBETCTBHUE C MECTHHUTE, PCTHOHAIHY, HALIMOHAIHY H/HIIH MEX/LyHApOIHI
pasnopenou.

ETI/IKCTI/IpaHe B CbOTBETCTBHUEC C: U3KIIIOYEHU 3a BRTPCIIHU OIIAKOBKH, KOTAaTO ChAbPKAHUETO HE IIPEBUIIABA 10 ml

IMuxrorpamu 3a onacuoct (CLP)

2.3. Ipyr" OacHOCTH

Hsma nanmana JOIIBJIHUTCITHA I/IH(i)OpM&IIHH

b

GHS06 GHS08

PA3JIEJI 3: CbcraB/mH(popManusi 3a CbCTABKHUTE

3.1. BemecTBa

HaumeHoBaHue HUnenTugukarop Ha % Knacupukanusi B CbOTBeTCTBHE €
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Olanzapine - <100 Acute Tox. 3 (opamsa), H301 (ATE=100

mg/kg TeIecHO Tero)
Skin Sens. 1, H317
Lact., H362

STOT SE 3, H336
STOT RE 2, H373

3a mpauus TekeT Ha H- n EUH-npenynpesxIeHusaTa 3a OIacHOCT: BX. paszen 16
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Olanzapine

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

He e npunoxumo

IIppBa oMol npu BAUIIBaHE : Jla ce ocTaBu mocTpananus Ha 4uCT Bb3AyX. OCUrypeTe CBeX Bb3IyX Ha 3aCErHATOTO JIUIIE.

IIppBa mOMOII IPH KOHTAKT C KOXKAaTa : Jla ce oTCTpaHM MakCUMaJIHO upe3 u30bpcBaHe (C ykcTa M MeKa nonusaina kepmna). la ce nusmue
OOMITHO € BO/Ia B KOSITO € MPUOABEH IETEPreHT.

IIppBa momo1I Py KOHTAKT C OYUTE . W3mnaksere ¢ Boaa, KaTO ABPIKUTE OYUTE [IUPOKO OTBOPEHU.

IIbpBa MoOMOIIL NIPH NOTJTBILAHE . Wsmnakuere ycrata. Hesab6aeno ce o6anere B IEHTHP I10 TOKCHUKOJIOT MSl/na nexap. Moxe na

6’1:,2[6 NPEenopbYaHO NPOABIDKHUTEIIHO MEAULIUHCKO HaGJ’I}OI[CHPIe.

Cumnromu/edextu : Bb3MoxHH ca 3aKbCHENH e)eKTH.
CumnroMu/e(eKTa ciie| BAMIIBaHe . Hepmocrarbunu raHnu.
CumnroMu/edeKTd ciell KOHTaKT ¢ KoXara . Hepmocrarbunu paHnu.
CumnroMu/eeKTH ciiesf KOHTAKT C OYHUTe . Hepmocrarpunu naHnu.

HOT’LPCCTC MEIUIUHCKA C’I:BCT/HOMOH.I. HpI/I BB3MOJKHOCT J1a C€ ITOKAXXE HACTOALLMA JIUCT, @ aKO HE € Ha Pa3II0JIOKEHHUE, 1a CC IIOKaXXE OITaKOBKaTa WJIM €TUKETA.

apHU MepPKH

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

OmacHOCT OT HoXxap © Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a raCCHE Ha IToXapu . )Ia C€ U3M0JI3BaT CPEACTBA, INOAXOAAIIH 3a rAaCCHE Ha IT0)Kapu B CBCEACTBO.

Aepku npu aBapuiiHO U3IIyCKaHe

O6mu Mepku : Jla ce u30srBa MpeKust KOHTAKT ¢ Ipoxykra. He BaumBaiite

Ipax/ITymeK/Ta3/ AuM/U3IapeHIs/aepO30IH.

6.1.1. 3a mepcoHaJ1, KOMTO He OTrOBapsi 32 CHIEMIHH CJIy4Yan

ABapHﬁHH TJIaHOBC . I{a C€ HOCH IOAXOAIO0 IPEAIa3sHO 06JICKJ'IO, PBKaBUIU U 3alIIUTHU CPEACTBA 32 OUUTE WIIH JIMLETO.

6.1.2. 3a TMnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

Hsima Hanu4HA JONBIHUTENHA UHYOPMAIIHS

Mertoau 3a HOYHCTBAHE © VY6exnerte ce, e OTMAABIHUTE Ca CHOPAHH M CE CHXPAHSBAT HA CUT'YPHO MscTo. [louncrere
craparenHo. /la ce n3mMue HeChOHUPaeMust OCTATHK C : Pa3TBOP OT HATPHEB XUIIOXJIOPHT.
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Olanzapine

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

6.4. [To3oBaBaHe HA IPYTH pa3aean

Hsma HannuHa noneiHUTETHA MHGOPMaLUs

PA3JIEJI 7: O0pa6oTKka U CbXpaHeHue

7.1. Ilpeana3Hu MepKH 3a Ge3omacHa padora

JIOITBJIHUTEIHY OMTACHOCTH 10 BpeMe Ha 00paboTka : Ha notpeburens qa ce 00bpHE BHUMAHHE 32 PUCKOBETE, CBEHTYAIHO CBBP3aHMU C H3I0I3BAHETO HA
[IPOJYKTA 3a APYTH LIEIH, PA3IUYHHU OT TE3H, 38 KOUTO € IPeJHa3HAYCH.

Ipenna3uu mMepku 3a 6e3omacHa padoTa . C marepwuana TpsiOBa 1a ce paboti BHUMATeNHO. [la ce u30srBa npekust KOHTAaKT ¢ npoaykra. C
Marepuana TpsioBa qa ce paboTH 1o 1adopaTopHa KaMUHA, JOKOJIKOTO TOBA € BE3MOXKHO.

XHUrueHHH MEPKU : Jla ce paboTH B CHOTBETCTBHE C U3UCKBAHUATA HA J0OpaTa MPOMHIIIICHA XMIHEHA U IPOLEAYPUTE 3a
6€30MacHOCT.

7.2. YcnoBus 3a 6e30nacHO CbXpaHsiBaHe, BKIKYUTEIHO HECbBMECTUMOCTH

TexXHUYeCKH MEPKH : /Jla ce ca3BaT NpHIOKUMUTE Pa3nopeadH.
VYcnoBust 3a cbXpaHsBaHe . /Jla ce chxpaHsBa MO KJIIOY.

7.3. Cneunguuna(u) kpaiina(u) ynorpeéa(i)

Bwx nmaparpag 1.

PA3J/IEJI 8: KoHTPOJI Ha eKCIIO3UIUATA/TUYHH MPeINa3HH CPeACTBa

8.1. [lapameTpn Ha KOHTPOJX
8.1.1 HanMoHaJHH IPAHUYHHU CTOHOCTH HA PO EeCHOHATHA eKCIIO3HIUS U OMOJIOTHYHY TPAHMYHM CTOHHOCTH

Hsma HanuvHa DOMBJIHUTETHA HHPOPMALUS

8.1.2. IIpenopbunTEeIHH NPOLEAYPH 32 HAOII0/IeHUEe

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/Iﬂ

8.1.3. O6pa3yBat ce 3aMBPCHTEIH HA BB3AyXa

Hsma HannvHa DOMBJIHUTETHA HHPOPMALUS

8.1.4. DNEL u PNEC

Hsima Hanu4yHa ZONBIHUTEIIHA HH(bOpMaHP[H

8.1.5. Perysiupane upe3 o6xBatu (control banding)

Hsma HannvHa DOMBJIHUTETHA HHPOPMALUS

8.2. KoHTpO.I HA eKCIO3UIUATA

8.2.1. Tloaxoasiuy TeXHUYECKH KOHTPOJI

Ioxxoasiiy TEXHHYECKH KOHTPOT:
Jla ce chxpaHsBa B JoOpe MPOBETPUBO MOMeIleHHe. Jla ce H3M0N3yBa SANHCTBEHO B CMyKaTelIHa KabuHa ¢ MHTerpupan GpuiTbp. Bucokoedexrusen punrsbp 3a
vqactuud (HEPA ¢untep).

8.2.2. JInuHM npena3Hu CPeacTBa
8.2.2.1. 3ammTa HA OYHTE H JHIETO

3ammuTa Ha ouHTe:
Ipeanasuu ounna. DIN EN 166

8.2.2.2. IlpennazBaHe Ha KOKATA

3amMTa HA KOKATA M TAJOTO:
Jla ce n3non3yBa XUMHYECKH ycTOiYMBO 3amurtHO obnekno. DIN EN 13034

3ammuTa Ha pbLeTe:
XUMHYECKH YCTOHYMBY Hpeanasnu pbkasuy. [SO 374-1
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Olanzapine

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

3amuTa HA AMXATEJTHATE IbTHINA
OtnensiHe Ha pax: npoTuBonpaxosa Macka ¢ Gunrbp P3. DIN EN 140 & 149. Teuen npoaykT : AHTHaepo3oiHa Macka. HoceTe auxateneH anapar, ako cTe
M3JI0’KEHHU Ha Mapy/IpaxoBe/aepo30iu

8.2.2.4. TepMUYHH ONIACHOCTH

Hsima Hanu4Ha JOIBIHUTEIIHA PIH(bOpMaLH/IH

8.2.3. KoHTpo1 Ha eKCIO3HIMSITA B OKOJIHATA Cpea

Hsma HanuuHa DOMBJIHUTENHA HHPOPMALUS

3JIEJI 9: ®u3uyHu U XUMHYHH CBOMCTBA

9.1. Mudopmauusi OTHOCHO OCHOBHUTE (PUBHYHM U XMMHYHHU CBOiiCTBA

ArperatHo ChCTOSIHHE : TBBpIO BELIECTBO
st . He e namuuno
BrbHuieH Bux © Ilpax.

Mupuc © He e npunoxumo.
I'panuuara Ha Mupuca © He e Hanuuno
Touka Ha ToneHe : He e Hannuno
Touka Ha 3aMpb3BaHe © He e Hanuuno
Touka Ha KuTIeHE : He e Hanmnuno
3ananuMocT : He e Hanmnuno
I'paHuLM HA EKCIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCIIIIO3UBHOCT : He e npunoxumo
Temneparypa Ha pas3yiarane : He e npunoxumo
Temneparypa Ha camo3anajiBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe © He e Hanuuno
pH © He e Hannuno
pH pastBop © He e Hanuuno
Buckosuter, KuHEMaTHueH : He e npunoxumo
PasztBopumMocCT : Boma:<0.1g/l
Koedunuenr Ha pasnpezneneHue: n-okranon/soga (Log  : He e HanuuHo
Kow)

Hansrane Ha napure © He e Hanuuno
Hansrane na napure npu 50°C © He e Hanuuno
ITnbTHOCT : He e HanmuunO
OTHOCHUTeNNHA ITBTHOCT : He e Hanmuuno
OTHOCHUTENHA IUIBTHOCT Ha mapute npu 20°C : He e npunoxumo
Pa3mep Ha yactuimre . He e naninuno

9.2. Ipyra undopmanus

9.2.1. Hudopmanusi BbB BPb3Ka ¢ KJacoBeTe HA GU3MYHA ONACHOCT

Hsma HanuvHa ZOMBJIHUTETHA HHPOPMALUS

9.2.2. JIpyru XapaKkTepHCTHKH 32 0€3011acCHOCT

Hsima Hanu4yHa JOMBIHUTEIHA I/IH(l)OpMaLlI/Iﬂ

3AEJI 10: CTaOUJIHOCT U PeaKTHBHOCT

10.1. PeaknmoHHA CIIOCOOHOCT

Cra0uiieH Ipy HOPMaJIHU YCIOBUSL.

10.2. XuMHu4HA CTA0OMIHOCT

Hsima Hanmana JOITBJIHUTEITHA PIH(bOpMaL[I/ISI
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Olanzapine

HNudopmanmoneH aucT 3a 6€30MacHOCT

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

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma npu Hopmania ynotpe6a. Buokre Pasmen 7.

HpPI 3arpsiBaHe [0 TOYKAaTa Ha pasrpakaaHe OTACJIA OITaCHU U3IIapCHUA.

PA3JIEJI 11: Toxkcuko

rH4Ha uHopmanus

Ocrpa TOKCHYHOCT (OpaiHa)

OcTpa TOKCHYHOCT (IepMaiHa)

OcTpa TOKCUYHOCT (BIMILIBAHE)
KoposzusHoCT/ipa3Hene Ha Koxkata

CepHO3HO yBpeXIaHe HA OYUTE/APA3HEHE HA OUUTE
CeHcubUIM3aLys Ha JUXaTeIHUTE IBTUIIA WM KOXKaTa
MyTareHHOCT Ha 3apOJMIIHUTE KICTKU
Kanneporennocr

ToKCHYHOCT 3a penpoOAyKLHUATA

CTOO (crennduvHa TOKCHIHOCT 32 OIPEICICHI
OpraHu) — €IHOKpaTHA EKCIIO3UIIHS

CTOO (creunduuHa TOKCHIHOCT 32 ONPEACICHI
OpraHu) — IOBTapsIIIA CE CKCIO3UIHS

OmnacHocT IIpU BAUIIIBAHE

ToKCHYEH IPH MOTIIBIIAHE.

He ce knacudunupa

He ce knacudunupa

He ce xnacu¢umupa

He ce xmacuduuunpa (Janaute ca yoequTenHi, HO HEIOCTATHYHH 3a 14 C€ HAPABU KITACH(HUKALIHS)
Moske 1a MPUYHHE anepruvHa KOXHA PeaKius.

He ce xnacudummpa

He ce knacudunupa

Mosxe na ObJe BpeeH 3a KbpMadera.

Moxe na NpEeaAn3BUKa CbHIMBOCT WJIK CBETOBBPTEK.
Moske na TIPUYUHU YBPECKIAHEC HA OPTaHUTE NPHU NMPOAB/DKUTECIHA WIA IOBTApAIIa C€ CKCIIO3ULIUA.

He ce xnacudunmpa

Hsima HanmuHa JOMIBIHUTETHA I/IH(l)OpMaI.II/Ii[

A3JIEJI 0JIOTMYHA HH(pOpMaLUs

Exomnorus - o6mo
OmacHo 3a BoJHaTa cpejia, KpaTkocpodHa (ocTpa)
OrmnacHo 3a BOJHATA CPeJIa, BITOCPOYHA (XPOHUYHA)

Onacuu oTHaxbly. Jla ce U3MoN3yBaT MOAXOAIIM KOHTEHHEPH 3a OTIIA[HUTE IIPOXYKTH.
He ce xnacudunmpa
He ce xmacudunmpa

Hsawma manmuanaa JOMBJIHUTETHA I/IH(i)OpMaI.II/ISI

Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

Hsima Hanu4HA JONBIHUTENHA UHYOPMAIHS

Hsma HanuvHa TOTBIHUTENHA HHOOPMALIUS

Hsima HanmuHa JOMIBJIHUTETHA I/IHq)OpMa].II/IH
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Olanzapine

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

12.7. Ipyru HeG1aronpusTHH epeKTH

Hsma HanuyHa DOMBJIHUTENTHA MHGOPMALUs

PA3JIEJI 13: OGe3BpexnaHe HA OTHATBLIUTE

13.1. MeTto/u 3a TpeTHPAaHE HA OTHAXbIH

MecTHO 3aKOHOJATENCTBO (OTIAIBLIN) : Jla ce u3XBBpIH 10 Oe30maceH HAYMH B CbOTBETCTBHE C MECTHUTE / HALIMOHAJIHU pa3nopenou.

IIpenopbku 3a 06e3BpekaaHe HAa IPOAYKTa/ONaKkoBKaTa © Jla He ce U3XBBPIIAT OTNAJbIKTE B KaHAIM3aNUATa. [I3XBBpieTe To3U MaTepHall U HETOBUS
KOHTeIfHep B LICHTHD 3a ChOHpaHe Ha ONACHU U CIEIHAIHH OTIAIBIH.

PA3JIEJI 14: Undopmanusi OTHOCHO TPAHCIIOPTHPAHETO

B cvoterctBue ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cmucbka Ha OOH nan naenTudgukannoneH HoMep

UN 2811 UN 2811 UN 2811

14.2. Touno HaMMeHOBaHHeE HA MpaTKaTa no cnucbka Ha OOH

TOKCHUYHO TBBP1O BELIECTBO, TOXIC SOLID, ORGANIC, N.O.S. Toxic solid, organic, n.o.s.
OPT'TAHMYHO, H.V K.

Onucanue Ha TPAHCIOPTHHTE JOKYMEHTH

UN 2811 TOKCHUYHO TBBP/IO BEIECTBO, | UN 2811 TOXIC SOLID, ORGANIC, N.O.S., 6.1, UN 2811 Toxic solid, organic, n.o.s., 6.1, Il
OPTAHMYHO, HY K., 6.1, 111, (E) m

14.3. Knac(oBe) Ha 0ONIACHOCT MPH TPaHCHIOPTHPaHe

6.1 6.1 6.1
6 6
14.4. OnakoBpb4Ha Tpyna
11 11 1|
14.5. OnacHocTH 32 OKOJTHATA cpe/a
OmnacHo 3a okoiHaTa cpena: He OnacHo 3a okosHaTa cpena: He OnacHo 3a okosHaTa cpena: He

Mopcku 3ambpeuten: He

Hsma JOITBJIHUTECIIHA HAJIMYHA HH(bOpMaHHﬂ

14.6. Cnenua,iHu MpeAna3Hu MEPKH 32 MOTPeONTETUTE

CyxonbTeH TPAHCHOPT

Knacudukanuonen xox (ADR) © T2

Cneruanau pasnopenou (ADR) 1 274,614

Orpannuenn konmuectsa (ADR) . 5kg

W3kiroyenu koaryectsa (ADR) . El

OmnakoBb4HH HHCTPYKIKH (ADR) . P002, IBC08, LP02, RO01
CreluaiHy onakoBbuHM paznopenou (ADR) : B3

Cwmecenu onakoBku (ADR) . MP10

WHCTpyKLHH 32 IPEHOCHMH LIUCTEPHHU U KOHTeiHepu 3a @ T1

HacunHu ToBapu (ADR)

CrenuanHu pa3nopeads OTHOCHO IPEHOCHMH LiucTepHn @ TP33

U KOHTeiHepH 3a HacutHu ToBapu (ADR)

Kogoge 3a uucrepuu (ADR) . SGAH, L4BH
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Crermanau pasnopenbu oTHoCHO nuctepHu (ADR)
ITpeBO3HO CPEeACTBO 3a MPEBO3 B IUCTEPHHU
Tpaucnoptaa kareropust (ADR)

Crermanau paznopen6u 3a npesos - Hacumxo
cecrosiHEe (ADR)

CrermanHu pasnopen0H 3a IPeBo3 - TOBapeHe,
pasroBapBane u o0padotka (ADR)

CreruanHu pasnopen0H 3a IPeBo3 — ONePaTHBHU
nzucksanusg (ADR)

Wpnentudukanuonen Homep 3a onacHoct (Kemiep No.)
OpamxeBu Tabenu

Kox 3a tynennu orpanudenus (ADR)

TpancnopT no mope

Cnenuanuu pasnopen6u (IMDG)
Orpannyenu xonmdectsa (IMDG)
Wskirouenn konryectsa (IMDG)
OmnaxoBbuHH HHCTpYKIMH (IMDG)
IBC onakosbunu nacTpykuuu (IMDG)
IBC cnenunannu pasnopenou (IMDG)
Wncrpykuuu 3a nucrepuu ( IMDG)
Cneruanau pasnopenou otHocHo uucrepuu (IMDG)
EmS-Ne (IToxxap)

EmS-Ne (Pa3nus)

Kareropust Ha ToBapene ( IMDG)
ITnamua temueparypa (IMDG)
CgoiictBa u HabmoaeHus (IMDG)

Bn3gymien Tpancnopt

PCA Uzkmouenn kommaectsa (IATA)

PCA OrpaHuyeHH KOJIMYeCTBa MbTHUYECKH CAMOJIET U
kapro (IATA)

PCA MakcuMaaHO HETHO KOJIMYECTBO 32 OTPAaHUYEHO
KOJIMYECTBO IIbTHUUYECKU camouieT U Kapro (IATA)
PCA MHcTpyKuuu 3a ONakoBaHEe MbTHUYECKH CAMOJIET U
kapro (IATA)

PCA MakcuManHO HeTHO KOJTHYECTBO MbTHUUECKU
camoret u kapro (IATA)

Wucrpykuun 3a onakoBaHe camo kapro (IATA)
MakcuManHo HeTHO KosmyecTBo camo kapro (IATA)
Crnennanuu pasnopendu (IATA)

ERG xox (IATA)

AT

TU15, TE19

2

: VC1, VC2, AP7

CV13,Cv2s

S9

60

223,274
5kg

E1l

P002
1BCO8

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

Y645

10kg

670

100kg

677
200kg

© A3,A5

6L

14.7. MopcKH TPAHCIIOPT HA TOBAPH B HACHITHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeKIyHAPOIHATA MOPCKA OPraHu3alus

He e npunoxumo

PA3JIEJI 15: Undopmanusi OTHOCHO HOpMaTHBHATa ypeada

15.1. Cneunqmqﬂn 3a BEeIeCTBOTO UJIM CMeCTa HOPpMAaTUBHA ypeuﬁa/salconouaTeﬂcnao OTHOCHO 6830]130]-!00’1'[‘2, 3APaBE€TO U OKOJIHATa

cpexa

15.1.1. Peranamentu Ha EC

REACH Ilpuioxenue XVII (YcioBust 3a orpaHn4yaBaHe)

He ¢urypupa B IIpunoxernne XVII nra REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BelllecTBATA 32 pa3peliaBaHe)

He ¢urypupa B [Ipunoxenune XIV nHa REACH (Cnuchk Ha BemiecTBara 3a pa3pelaBaHe)
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REACH Cnucbk ¢ kanauaat-seurectsa (SVHC)

He ¢urypupa B cnucska Ha REACH ¢ kanangar-BenecTsa

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

Henpunoxumo.

Peraament ornocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEH)

Henpunoxumo.

PersiaMeHT 0THOCHO BellecTBa, KONTO Hapymasat o3oHoBus cJoii (EC 1005/2009)

He ¢urypupa B ciuchKa ¢ BelIeCTBa, KOUTO HapymaBat 030HoBUs cioil (Permament EO 1005/2009): Olanzapine

PersiaMeHT 0THOCHO NpeKypcopuTe Ha B3puBHM BemecTsa (EC 2019/1148)

He cpappika BemecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IpeKypcopH Ha B3puBHU BemecTsa (Pernament EC 2019/1148 3a npeanaranero Ha nma3apa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

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

He cpabpaxa BemecTBo(a), BKIIOUEHO(H) B cIUChKa ¢ [Ipexypcopu Ha HapkoTuuHuTe BemecTBa (Permament EO 273/2004 oTHOCHO IPOH3BOACTBOTO M ITyCKAHETO
Ha [asapa Ha OIPE/ICICHH BEIECTBa, U3MOJI3BAaHMU 3a HE3aKOHHO IPOM3BOICTBO HA HAPKOTHYHH HIIH IICHXOTPOIHH BEIIECTBA)

15.1.2. HanmonaHu pasnopenou
Hsima Hannyna JOITBJIHUTECIIHA PIH(bOpMaL[I/IH
15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4yHa JOIBIHUTEIIHA PIH(bOpMaLlI/IH

3AEJI 16: Ipyra ungopmanus

Wnpukanus 3a MPOMeHH
Kracuduimpane Ha BEIIECTBOTO HJIH CMECTA.

[I'bnen Texker Ha H- 1 EUH-npenynpeskieHusiTa 3a oacHoOCT:

Acute Tox. 3 (opasHa) Octpa Tokcu4HOCT (opanHa), Kateropus 3

H301 ToKCHYEH NpH MOTITBILAHE.

H317 Moxe 1a IPUYMHY aJepruyHa KOKHA PEeaKIys.

H336 Moske 1a IpeIu3BHKa CHHIHBOCT HJIM CBETOBBPTEXK.

H362 Moske a Ob1e BpeIeH 3a KbpMayera.

H373 Mooxe 1a NPUYMHM YBPEK/IaHE Ha OPTaHUTE MPHU MPOIBIDKUTEIIHA WM OBTapAINA Ce CKCIIO3HIIHS.
Lact. TOKCHYHOCT 3a PEHPOIYKIHATA, JOMBIHATEIHA KATEropHs, e)eKTH BbPXY HIIH 4pe3 JIAKTAlUsITa
Skin Sens. 1 Koxna cencnbnimzanus, Kareropus 1

STOT RE 2 CrerududHa TOKCHYHOCT 32 OIpeJeIeHH OpTaHH — IIOBTapsIa ce ekcro3uims, Kareropus 2
STOT SE 3 CrerdudaHa TOKCHYHOCT 3 ONpPE/IeTICHH OPTraHy — eAHOKpaTHa ekcro3uims, Kareropus 3, HApKOTHYHH e(hEeKTH

Mudopmanuonen auct 3a 6esonacuoct (MUJIb), EC

OTKA3 OT OTI'OBOPHOCT HudopmanusaTa, cbabpskama ce B To3u MHpopMaImoHeH IucT 3a 0€30acHOCT, € HOoydyeHa OT U3TOUHUIIM, KOUTO CMSTaMe 3a

HaaCKIHHA. B'hl'lpCKI/l TOBAa, ml(l)opmumma Ce npeaocTaBs 0¢3 HUKaKBa rapannus, u3puiHa uin nonpafﬁ()wpama ce, OTHOCHO HeiHaTa KOPEKTHOCT
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