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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HaumeHnoBaHue Ha BELIECTBOTO : Lorazepam

Kox Ha mpoaykra : 201600536

CHHOHUMH : Lorazepam, 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
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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]

ToxcuuaHoCT 3a penpoxykiusara, Kareropus 2 H361
ToKCHYHOCT 32 PEeNPOLYKIHNATA, JOMBIHATEIHA KaTETOPHs, PEeKTU BBPXY WIH H362
9pe3 JIAKTAIUATa

CrernuuyHa TOKCHYHOCT 3a OIpeeIeHN OPTaH — ¢AHOKPATHA eKCIO3HIIHS, H336
Kareropust 3, HapKOTHYHH eeKTn

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHnsaTa 3a OacHOCT: BX. paszen 16

Hebnaronpusatau GU3HKOXUMUYHH eeKTH M Hed1aronpusaTHH edeKTH 32 3IpaBeTO HA Y0BEKAa H 0KOJIHATA cpela

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]

IMuxrorpamu 3a onacuoct (CLP)

GHSO07 GHSO08
Curnanna nyma (CLP) . Buumanue
Ipenynpexaenus 3a onacuoct (CLP) : H336 - Moske ia npequ3BHKa CHHIMBOCT UM CBETOBBPTEK.
H361d - TIpeamnonara ce, ue yBpexaa Iioja.
Ipenopbku 3a 6e3omacuoct (CLP) : P202 - He n3monsBaiite mpeau qa cTe MPOUYeIn U pa3dpain BCHUKU MPeIrna3sHi MEePKH 3a
6e30acHOCT.
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

P261 - N36srBaiiTe BOUIIBaHE HA TIPax.

P308+P313 - [IPU siBHa wiu mipe/mnoiaraema ekcro3urust: [loTbpcere MeUIIMHCKH CHBET/TIOMOIIL.
EtukeTHpaHe B CHOTBETCTBHE C: H3KIIIOUCHMS 38 BBTPELIHN OIIAKOBKH, KOTaTo ChABPKAHUETO He mpesumasa 10 ml
ITnxrorpamu 3a omacuoct (CLP) :

GHS08

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

CncraB/uHpopmanms 3a CbCTABKE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBeTCTBHE C
MPOIAYKTa Peraament (EQ) Ne 1272/2008 [CLP]
Lorazepam - <100 Repr. 2, H361
Lact., H362
STOT SE 3, H336

3a mpauus TekeT Ha H- 1 EUH-npenynpesxaeHusaTa 3a OacHOCT: BXK. paszen 16

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa NoMouy

H’LpBa TIOMOII MTPU KOHTAKT C KOXKaTa . I[a C€ OTCTPaH!U MAaKCUMaJIHO 4YpE3 Pl36’prBaHe (C YuCTa 1 MCKa IMomnuBama K’Lpl’[a)‘

H’pra TIOMOIII MPU KOHTAKT C OYUTE . M3nmakHeTe O4YHMTE C BO/A KAaTO npearnasna Msapka.

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

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

TToaxopsum TI0KapOTaCUTCIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OT'BHSI.

OmacHOCT OT HoXap : Bmx nmaparpag 2.2.

I/IHCprKIII/II/I 3a racCHe Ha I1oXKapu . I{a C€ U3M0JI3BaT CPEACTBA, IIOAXOAAIIHN 32 rAaCCHE Ha IT0Kapu B CBHCEACTBO.
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HH(bOpMaIII/IOHeH JIUCT 3a 0€30I1acHOCT
B cpoTBeTcTBHE ¢ Permament REACH (EO) 1907/2006, usmenen ¢ Permament (EC) 2020/878

PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsi 32 CIIEIIHH CJIyYan

ABaprIHH IJIaHOBE . I{a ce n30srBa BCSIKAaKBa M3JIMIIHA CKCIIO3ULUs.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha qOnbIHUTENHA UHYOPMALHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

PA3JIEJI 7: PaGoTra u cbXpaHeHuUe

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

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

PA3J/IEJI 8: KoHTpPOJI HAa eKCIO3MIIUATA/JINYHYU NMPeANa3sHu CpeacTBa

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA MPO(ECHOHAIHA eKCIO3UIHS M GHOJOTHYHH IPAHUYHH CTOHHOCTH

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

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEJIH HA BB3yXa
Hsma nannuna nonsiHUTENHA HHOPMALHST

8.1.4. DNEL u PNEC

Hsima Hanu4Ha qONMBIHUTENHA HHOOPMAIHS

8.1.5. Perysiupane upe3 o6xBatu (control banding)

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

8.2.1. Iloxxoasil TEXHUYECKH KOHTPOJ

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B noﬁpe IIPOBETPUBO IIOMCIICHUE. OOHKHOBEHO CE€ N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlUsA, TaKa U BEHTUJIALU Ha 00110TO
TIOMEUICHHUE.
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Lorazepam

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

8.2.2. JIM4HM npeana3sHu cpeacTBa

8.2.2.1. 3ammTa HA OYUTE U JIUIETO

HsiMa HannyHa JOMBIHUTETHA HHOOPMALHS
8.2.2.2. Ilpeana3BaHe Ha KOKaTa

3amMTa HA KOKATA M TAJ0TO:
JlaGoparopHa mpecTtHika

3ammuTa Ha pBLeTe:

3aluTHY PbKAaBULIU

8.2.2.3. 3ammTa HA AUXATEJHUTE IIHTHIIA

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

8.2.2.4. TepMHUYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCIO3HIMSTA B 0KOJIHATA cpea

Hsima Hammana JOIIBJIHUTECITHA I/IHq)OpMaIII/ISI

PA3JEJI 9: ®u3nynu 1 XMMHUYHH CBOMCTBA

9.1. Uudopmanusi OTHOCHO OCHOBHHTE (PpM3WYHM U XMMUYHH CBOHCTBA

ArperaTtHo cbCTOSHHE : TBBpIO BELIECTBO
st : He e Hanuuno
BroHIIEH BUI : Ilpax.

Mupuc : He e nanuuno
I'panuna na mupuca : He e nanuuno
Touka Ha TonEeHe : He e nanuuno
Touka Ha 3aMpB3BaHe : He e nanuuno
Touka Ha KHIIeHe/HHTEPBA Ha KUIICHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnyM Ha €KCIIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpaHuIa Ha €KCIITIO3UBHOCT : He e npunoxumo
IInamua Temneparypa : He e npunoxumo
Temneparypa Ha camo3ananaBaHe : He e npunoxumo
Temneparypa Ha pa3nagaHe : He e nanuuno
pH : He e nanuuno
pH pastBop : He e nanuuno
Bucko3uter, KUHEMaTHYEH : He e npunoxumo
Pa3tBOpHMOCT : Boma:<0.19/l
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e Hamuuao
Kow)

Hansrane na napure : He e nanuuno
Hamnsrane na mapure mnpu 50°C : He e nanuuno
ITnsTHOCT : He e nanuuno
OTHOCHTENHA IITBTHOCT : He e Hammano
OtHocHuTeNHa ITBTHOCT Ha mapute mnpu 20°C : He e npunoxumo
Pa3mep Ha wactuiure . He e manmuuno

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (pU3n4yHa onacHoCcT

Hsima Hanu4yHa JONBIHUTEIIHA I/IH(l)OpMaLlI/ISI

9.2.2. JIpyru XapaKTepHCTHKH 32 6€30IaCHOCT

Hsima Hammana JOIIBJIHUTCITHA I/IHd)OpMaIII/ISI
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Lorazepam

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

PA3/IEJI 10: CTaONJIHOCT M peaKTHBHOCT

CrabuieH Ipy HOPMAJTHH YCIOBUSL.

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

He e uszBectHo.

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

Hsma npy Hopmainna ynotpe6a. Buokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpakxJaHe OTACJISA OIIaCHU U3IIapECHUs.

PA3JIEJI 11: Tokcukosoruuna nugpopmManus

OcTpa TOKCHYHOCT (OpasHa) . He ce kmacudummpa (Bb3 ocHOBa Ha HANMYHKUTE JJAHHK HE CA U3ITBIHEHN KPUTEPUNTE 3a
KIacuHIEpaHe)
OcTpa TOKCHYHOCT (IepMaiHa) . He ce xnacudumupa (JIunceamm jaHam)
OcTpa TOKCHYHOCT (BIMIIBAHE) . He ce xnacudurmpa (Jlunceamm jaHam)
Lorazepam
LD50 opaiiHo mrex 4500 mg/kg
KoposzuBHOCT/ipa3HeHe Ha Koxkata : He ce xnacudummpa (JIunceamm faHam)
CepHO3HO yBpexJaHe HA OUHUTE/Ipa3sHEeHe Ha OUUTE : He ce xnacudummpa (Jlunceamm gaHam)
Cencubunusanys Ha AUXaTeIHUTE IBTUIA WK Koxkata . He ce knacuduuupa (JIumncaruy 1aHHm)
MyTareHHOCT Ha 3apOJMIIHUTE KIETKU : He ce xnacudumpa (Jluncpanm qanam)
KanneporenHoct : He ce xnacudummpa (JIunceaum jaHum)
TOKCHYHOCT 32 PEIPOLYKIHATA . Ilpenmomnara ce, 4e yBpexk/1a OIIIOQUTEIHATA CIIOCOOHOCT MK TI0a. Moske /1a Ob/ie BpesieH 3a
KbpMadJeTa.
CTOO (cnenuduuHa TOKCHYHOCT 33 ONPEICIICHN © Moke 1a mpen3BHUKa ChbHIMBOCT MIJIM CBETOBBPTEXK.

OpraHy) — eJHOKPATHA eKCIO3UIHS
CTOO (creunduuHa TOKCHIHOCT 32 OIPEACICHI : He ce knacudummpa (Jluncsamm qaHam)
OpraHu) — IOBTapsIIIA CE CKCIO3UIHS

OnacHocT IIpU BAUIIIBAHE : Hece macndmunpa (TeXHPI‘{CCKa HCEBB3MOXKHOCT 3a I10JIyJYaBaHC Ha Z[aHHI/I)

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

PA3EJI 12: Exojioru4yHa uH(popmanus

Exoutorust - 061o . He npencraBisiBa KOHKpETHA ONIACHOCT 33 OKOJIHATA CPejia.

OmnacHo 3a BOJ(HATA CpeJia, KPaTKOCpOUHa (0CTpa) . He ce knacuduuupa (Bb3 0CHOBa Ha HAIMYHUTE JAHHH HE Ca M3IIBIHCHH KPUTEPHHTE 3a
KJIacHHIIpaHe)

OmacHo 3a BoJHaTa cpejia, JbIr0CpPOUYHa (XPOHUIHA) . He ce xnacu¢ummpa (Jlunceanm jaHam)
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Lorazepam

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

Lorazepam

LC50 - Pubwu [1] ‘ 500 mg/l (24h, Oncorhynchus mykiss ( [prosa nectbpsa )

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

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

Hsma nanuyHa noneiHATeNHAa HHGOPMAUSL

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsima Hanu4Ha JONMBIHUTENHA HHYOPMALIHS

Hsma nanuvHa 1oneIHUTENHA HHGOPMALUS

PA3JIEJI 13: O0e3BpeskaaHe HA OTHAABLUTE

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

PA3JIEJI 14: UudopManusi OTHOCHO TPAHCTIOPTUPAHETO

B crotBetcTBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cnucbka Ha OOH uian naeHTHUKANHOHEH HOMEP

He e npunoxxumo He e npunoxumo He e npunoxumo

14.2. TouHo HaMMeHOBaHHe HA MpaTKaTa 1o cnucbka Ha OOH

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.3. Kinac(oBe) Ha ONACHOCT MPH TPAHCIOPTHPaHe

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxumo

14.4. OnaxkoBb4Ha Tpyna

He e npunoxumo He e npunoxumo He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA cpelia

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsawma JOMBJIHUTEC/IHA HAJTHYHA I/IH(i)OpMaI.II/ISI

CyxonbTeH TPAHCHIOPT
He e npunoxxumo

Tpancnopt no Mope
He e npunoxumo
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Lorazepam

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

Bb3aywmeH TpaHcnopT
He e npunoxumo

14.7. MopcKH TPAaHCIIOPT HA TOBAPH B HACHIIHO ChCTOSIHME CHIVIACHO HHCTPYMEHTH Ha MeskIyHApOHATA MOPCKA OPraHU3alus

He e npunoxumo

PA3JEJI 15: Uudopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. CnenuduyHu 32 BENIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHO0IATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO H OKOJHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenune XVII (YcinoBus 3a orpannyaBaHe)
He ¢urypupa B [lpunoxenue XVII na REACH

REACH, Ilpuioxenne XIV (Cnucbk Ha BelecTBaTa 3a pa3peniaBane)

He ¢urypupa B IIpunoxenne XIV na REACH (Cricbk Ha BelecTBara 3a pa3pelaBaHe)

REACH Cnucbk ¢ kanauaat-seiectsa (SVHC)

He ¢urypupa B crincska Ha REACH ¢ xananmar-BeniecTsa

Pernament PIC (EC 649/2012, IIpenBapuTeiHO 000CHOBAHO ChIJIacHe)

Henpunoxumo.

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

Henpunoxumo.

PeriaMeHT 0THOCHO BellecTBa, KONTO Hapymaat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B cruchKa ¢ BelIecTBa, KOUTO HapymaBat 030HoBUs cioil (Permament EO 1005/2009): Lorazepam

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

He cpappika BemecTBo(a), BKJIOYEHO(M) B CIUCHKA € MPeKypcopH Ha B3puBHH BenecTa (Permament EC 2019/1148 3a npeanaranero Ha nasapa u ynorpedara Ha
MPEKYPCOPHU Ha B3PUBHHU BEIIIECTBA)

PerjiaMeHT OTHOCHO NpeKypcopuTe HA HAPKOTUYHH BemecTBa (EO 273/2004)

He cpappika BemecTBo(a), BKIOUYEHO(H) B criuchka ¢ [Ipekypcopu Ha HapkoTudyHuTe Benlectsa (Pernmament EO 273/2004 0THOCHO POU3BOJICTBOTO U ITYCKAHETO
Ha T1a3apa Ha OIIpeJIe]IeHH BEIeCTBa, H3II0I3BaHNU 32 HE3aKOHHO IIPOM3BO/ICTBO Ha HAPKOTHYHH HIIU IICUXOTPOIIHH BEIECTBA)

15.1.2. Hannona/Hu pasnopenoun

Hsma HanuyHa DOMbJIHUTETHA HHBOPMALUs

15.2. Onenka Ha 6e30MacHOCT HA XHMHYHOTO BelecTBO HJIH CMeC

Hsima Hanu4yHa ZOMBIHUTEIHA I/IH(l)OpMaLlI/IH

PA3/IEJI 16: Ipyra undgopmanus

I'bnen Ttexer na H- 1 EUH-npenynpeskienusiTa 3a oacHoCT:

H336 Moske 1a IpeU3BUKa CHHIIMBOCT HIIM CBETOBBPTEXK.

H361 TIpeamnonara ce, 4e yBpexk/a OIUIOJUTEITHATA CIIOCOOHOCT MM TLIOAA.

H362 Moske a ObIe BpeIeH 3a KbpMaveTa.

Lact. TOKCHYHOCT 32 PENPOAYKIHSATA, AOIBIHATEIHA KaTeropusi, eeKTH BbPXy WIIN Upe3 JaKTalusTa

Repr. 2 TokcuuHoCT 3a penpoaykuusaTa, Kareropus 2

STOT SE 3 CrenndiyHa TOKCHYHOCT 3a ONPEIENICHN OpTaHy — €IHOKpaTHa ekcrio3nnus, Kareropus 3, HapkoTnaHu edextn

Nudopmannonen et 3a 6ezonacuoct (UJ1B), EC
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Nudopmanronen muct 3a 6€30macHOCT
B ceotBeTcTBHE ¢ Permament REACH (EO) 1907/2006, n3menen ¢ Pernament (EC) 2020/878

OTKA3 OT OTTOBOPHOCT UupopmarnusTa, chrbpikaiia ce B To3u MHOpMaIMOHEH JIUCT 3a O€30MaCHOCT, € MOIyYeHa OT U3TOUHHIH, KOUTO CMSITaMe 3a
HajeKAHH. Bohpexu ToBa, mH(popManusTa ce mpeocTass 0e3 HUKaKBa rapaHIisl, N3pHYHA WIH II0Apa30Hpalia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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