European Directorate  Direction européenne

e om eyl Quetiapine

HNudopmanronen aucT 3a 6€30macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B crotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, u3menen ¢ Permament (EC) 2020/878
Jlara na uznaBane: 03/04/2023 Bepcwus: 1.0

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

1.1. UnentudukaTop Ha NPOAYKTA

®dopma Ha IPOIYKTa : BemecTBo

HaumMeHoBaHMe Ha BEIIECTBOTO : Quetiapine

Kon Ha mponyxra : 201600780

CHHOHUME : Quetiapine, 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 32 H3CIICIBAHNS, AHAIM3H U HAYIHO-00PA30BATEHH IIEITH.
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 : [lormsiane, Baumsane, 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 4 H302
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]

IMukrorpamu 3a omacHoct (CLP)

GHS07
Curnanna gyma (CLP) . BuHumanue
Ipenynpexnenus 3a onacuoct (CLP) : H302 - Bpenen npu noribsiuane.
H336 - Moyke 1a Ipean3BHKa CHHIMBOCT HIIA CBETOBBPTEXK.
Ipenopsku 3a 6e3omacHoct (CLP) : P261 - V30srBaiiTe BAUIIBAaHE HA IIPax.

P301+P312 - ITPU ITOTJIBIIAHE: npu Hepa3nonoxeHue ce 00aneTe Ha JieKap.
ErtnkeTnpane B CbOTBETCTBHE C: H3KIIIOUCHHUSI 32 BBTPEIIHH OMAKOBKH, KOTaTO ChAbPKaHUETO He npesumasa 10 ml
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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

HanmeHnoBanne Hnentnduxarop Ha % Kaacndukanusi B cboTBeTCTBHE €
MPOAYKTA Pernament (EO) Ne 1272/2008 [CLP]
Quetiapine - <100 Acute Tox. 4 (opanna), H302 (ATE=300

mg/kg TeTecHO TerIo)
STOT SE 3, H336

3a memHua Texet Ha H- m EUH-nipenynpexaennsaTa 3a omacHOCT: BiK. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 32 mbpBa NOMOIL
IIppBa oMol pH KOHTAKT C KOXkKaTa : /Jla ce oTCTpaHn MakCHMAJIHO Upe3 N30bpcBaHe (C YMCTa U MeKa MONMBAIA KbPIIa).
H’BpBa TIOMOII IIPU KOHTAKT C OYUTE : W3miakaere ounte ¢ BoJa KaTto TIpearnasHa Mspka.

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

TToaxoasiu TIOKapoOTaCUTEIIHA CPEACTBA : Opesiy1o 3a 3aracsiHe Ha OTHHSL.

OmnacHOCT OT IoXkap : Bmx maparpad 2.2.

I/IHCprKHPIPI 3a raceHe Ha IoXKapu : I[a C€ U3M0JI3BAT CPEACTBA, MOAXOAAIIHN 3a raCeHE Ha I10XKapHu B CHCEIICTBO.

PA3IEJI 6: Mepku npu aBapMiiHO H3IIyCKaHe

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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I/IH(l)OpMaHI/IOHeH JIUCT 3a 6C3OHaCHOCT
B cpotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

Hsma nammana nomsmauTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma nammana nomsmanTenHa HHGOPMAIHs

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

Bk maparpad 1.

8.1.1 HanuoHAaTHU rPAHHYHH CTOMHOCTH HA NMPO(eCHOHATHA eKCIIO3HIHA H OHOJIOTHYHI FPAHHYHH CTOHOCTH

Hsma HanmuvHa AOMBIHUTENHA HHPOPMALIUS

8.1.2. IlpenopbYNTETHH NPOLETYPH 32 HAGII0OeHHE
Hsma nammana nomsiauTeHa HHGOPMAIHS

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

8.1.4. DNEL n PNEC

Hsma HanmdHa KOBIHHUTENHA HHOOPMALUS

8.1.5. Perysnupane upe3 ooxBatu (control banding)

Hsma HanmuvHa JOMBIHUTENHA HHPOPMAIIUS

8.2.1. Iloaxoasiiy TeXHUYECKH KOHTPOJI

Tloaxoasiy TeXHHYECKH KOHTPOJI:
Jla ce cpxpansiBa B 100pe npoBeTpuBo nomenieHne. OGMKHOBEHO ce M3UCKBAT KAKTO MECTHA CMYyKATElIHA BEHTIIALMS, TaKa M BEHTHIANUS Ha 001IOTO
MOMEIIEHHE.

8.2.2. JImuHun npeana3sHu cpeacTBa

8.2.2.1. 3amuTa HA OYMTE W JIHIETO

Hsima HasmuHa TObIHATETHA HHOOPMALHS
8.2.2.2. Ilpeana3BaHe HA KOKATA

3ammuTa HA KOXKATA U TSIOTO:
JlaGoparopHa mpecTiika

3auuTa Ha pblETe:
3aIUTHA PHKaBULIN
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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 Hanmm4Ha JOMBIHUTENTHA HHOPMALIUS

8.2.3. KoHTpo.1 Ha eKCIO3HIUATA B OKOJHATA cpela

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
BroHIeH By : IIpax.

Mupuc : He e Hanuuno
I'panunata Ha Mupuca : He e Hanuuno
Touka Ha ToneHe . He e Hanuuno
Touka Ha 3aMpb3BaHe : He e Hanuuno
Touka Ha KuIIEeHe . He e Hanuuno
3anmanumocT . He e Hanuuno
I'paHuIy Ha €KCIUIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIia Ha eKCIUIO3UBHOCT : He e npunoxumo
T'opHa rpanuLa Ha €KCITIO3UBHOCT : He e npunoxumo
Temneparypa Ha pa3naraHe © He e npunoxumo
Temneparypa Ha camo3arnajiBaHe : He e npunoxumo
Temneparypa Ha pasnagaHe : He e Hanuuno
pH . He e nanuuno
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 Hannuno
Hansraune na napute npu 50°C © He e Hannuno
ITnsTHOCT : He e Hanuuno
OTHOCHTENHA ITBTHOCT : He e Hanuuno
OTHOCHUTENHA IUTBTHOCT Ha napute npu 20°C © He e npunoxumo
Pasmep Ha yacTunure . He e nanmnuno

9.2. ipyra undopmanus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJacoBeTe HA (U3MYHA ONMACHOCT

Hsima Hammana JOITBJIHUTECITHA I/IHq)OpMaLII/ISl

9.2.2. /Ipyru XapaKTepHCTHKH 32 6€30NacCHOCT

HsiMa HaiM4YHa TOMBIHATENHA HHQOPMALIHS

31EJI 10: CTa0nIHOCT ¥ peaKTUBHOCT

10.1. PeaknmoHHa cOCOOHOCT

CraOwiIeH npy HOPMATHH YCIIOBHS.

10.2. XumMu4HA CTAOMIHOCT

Hsima HanmMuHa JOTBIHUTEIHA PIH(bOpMaI.II/Iﬂ

10.3. Bb3MOKHOCT 32 OMACHH PeaKuu

He e u3BectHo.
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NudopmanroneH aucT 3a 6e300acHOCT

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 pasrpakJaaHe OTACII ONTaCHUA U3IIapEeHUS.

CUKOJOI'm4Ha HH(l)OpMaIIHH

Octpa ToKCHYHOCT (OpajHa)
OcTpa TOKCHYHOCT (IepMajiHa)
OcTpa TOKCHYHOCT (BAUIIBAHE)

BpezieH npu norisiaxe.
He ce knacuduimpa
He ce knacuduimpa

Quetiapine

LD50 opanHo ursx

300 — 2000 mg/kg

Koposusnoct/npasuene Ha koxara
Cepuo3HO yBpesK/jaHe Ha OUMTe/IpasHEeHe Ha OUHuTe

CCHCI/I6I/IJ'II/I33.LII/ISI Ha JUXATCIIHUTE IIbTUIIA UJIA KOXaTa

MyTareHHOCT Ha 3apOJHIITHATE KJIETKU
KanneporenHocr

TOKCHYHOCT 3a PEHPOAYKILHATA

CTOO (cnenuuyHa TOKCHYHOCT 3a OINPEICICHH
OpraHu) — eHOKPATHA CKCTIO3ULIUS

CTOO (cennduyHa TOKCHYHOCT 32 OIPEIEICHI
OpraHu) — ITOBTaPSIIIA CE EKCIO3UIHS

OmnacHocT pu BAUIIBAHE

He ce knacudunupa (Jlunceamy gaHHm)

He ce xiacuduumnpa (Jlanuure ca yoeanTeIHH, HO HEAOCTAThYHY 3a JIa CE HAIPaBU KilacU(HKaIHs)
He ce xiacu¢uumpa (B3 0CHOBa Ha HAIMYHUTE JAHHU HE Ca M3IBJIHCHU KPUTEPUUTE 32
KIacuHIIpaHe)

He ce xnacudunupa (Jluncpamy naHHam)

He ce xnacudunupa (Jluncpamy naHHm)

He ce xnacuduumnpa (JIpyru ykasanus: Octpa TOKCHYHOCT)

Mosxe na Npeau3BUKa CbHIUBOCT UJIH CBETOBBPTEK.

He ce xnacudunupa (Jpyrn ykazanus: CTOO (cnerupmiaaa TOKCHYHOCT 32 ONPEIEIeHN OPraHi) —
€IJHOKPATHA SKCIIO3UILIHS)

He ce knacuduimpa (Bb3 ocHOBa Ha HAIMYHUTE JaHHH HE Ca M3IIBIHCHH KPHTEPHHUTE 33
KIIacH(HIIpaHe)

Hsima HaymaHa TOMTBJIHUTETHA HH(l)OpMaI.IHH

PA3JIEJI 12: ExosnoruyHa ungopmanus

Exomnorus - o61mo
OmnacHo 3a BofHAaTa cpefia, KpaTKOCPOUuHa (0CTpa)
OmnacHo 3a BoAHATa cpefia, IbITOCPOYHA (XPOHUYHA)

He npe/icTaBisiBa KOHKPETHA OMACHOCT 3a OKOJIHATA CpeIa.
He ce xnacu¢puumpa
He ce xnacu¢puumpa

Hsma HanmuvHa TOMBIHUTETHA HHPOPMAIIUS

Hsima Hanmm4aHa TOMBIHATEIHA HHGOPMAIHS

Hsima Hanmm4aHa TOmBIHATEIHA HHGOPMAIHS

Hsima Haym4Ha TOMTBJIHUTETHA PIH(l)OpMaI.IHiI
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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

HsiMa Hanu4YHA JOIBIHUTENIHA HH(OPMALUS

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 no 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 cpela

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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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 (Cricbk Ha BelliecTBaTa 3a pasperiaBaHe)

REACH Cnucbk ¢ kanauaat-seirectsa (SVHC)

He ¢urypupa B cnmcska Ha REACH ¢ kanannat-BemecTsa

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

Henpunoxumo.

Peraament orHocHo YO3 (EC 2019/1021, YcToiiuuBH OPraHuYHU 3aMbPCHTEIH)

Henpunoxumo.

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

He ¢urypupa B criicbka ¢ BelecTBa, KOUTO HapymiaBat 030HoBus cioit (Permament EO 1005/2009): Quetiapine

PeryiaMeHT OTHOCHO mpeKypcopuTe Ha B3puBHH 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 HAapKOTH4YHHM BemecTBa (EO 273/2004)

He cpabpixa BemecTBo(a), BKIItoueHO(H) B ciuchbka ¢ [Ipexypcopu Ha HaproTuuauTe BemecTa (Pernmament EO 273/2004 0THOCHO IPOM3BOICTBOTO U IIYCKAHETO
Ha [1a3apa Ha OIPE/ICIICHH BEIECTBa, U3I0JI3BaHU 32 HE3aKOHHO POM3BOJICTBO HA HAPKOTHUYHH MIIH IICUXOTPOIHH BEIIECTBA)

15.1.2. HanuoHaJ HU pa3nopendu

Hsima Hanmmana JOI'BJIHUTCITHA anpopMauns{

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

Hsima Hanmmanaa JOIBJIHUTCITHA anpopMauns{

PA3JIEJI 16: Apyra uadopmanus

IIbaen Teker Ha H- 1 EUH-npeaynpe:kaeHusiTa 3a oacHoCT:

Acute Tox. 4 (opasHa) Ocrtpa TokcuunocT (opaina), Kareropus 4

H302 Bpenen npu morasIane.

H336 Mosxe 11a mpean3BUKa CHHIMBOCT HIIH CBETOBBPTEK.

STOT SE 3 CrrennidHa TOKCHYHOCT 3 ONPEJIeTIeHN OpraHy — €IHOKpaTHa ekcrio3nnus, Kareropus 3, HapkoTnaan edextn

Nudopmarmonen iucr 3a 6e3onacuoct (MJIB), EC

OTKA3 OT OTTOBOPHOCT UupopmarnumsTa, Chabpikaiia ce B To3u MHOpMaIMOHEH JIMCT 3a 6€30MacHOCT, € MOIyYeHa OT U3TOUHHIN, KOUTO CMsITaMe 3a
HaJISKIHU. Bhrpeku ToBa, HH(OpMAIHsATA ce TIPEI0CTaBs 0e3 HUKAaKBa TapaHIlys, M3pHYHA WK 10pa3dupalia ce, OTHOCHO HeliHaTa KOPEKTHOCT
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