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e i gyl Dorzolamide impurity A

HNudopmanmoneH aucT 3a 6€301macHOCT
of Medicines | du médicament

& HealthCare | & soins de santé CONSEIL DE U EUROPE B chotBeTcTBHE ¢ Pernament REACH (EO) 1907/2006, nsmenen ¢ Pernament (EC) 2020/878
[ara Ha usnasane: 31/01/2023 Bepcwusi: 1.0

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

1.1. UnenTudukaTop Ha NPOIYKTA

®dopma Ha NPOIYKTa . BemectBo

HauMmeHoBaHKe Ha BELIECTBOTO . Dorzolamide impurity A

XHUMHYECKO HAMMEHOBAHKE . (4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno-[2,3-b]thiopyran-2-sulfonamide 7,7-
dioxide

Kox Ha mpoaykra : 202200440

1.2. UnenTuduIMpaHu BHI0BE YNIOTPeda HA BEIECTBOTO WM CMECTa, KOUTO €A OT 3HaUYeHHe,  BU/I0Be yNOTpPeda, KOMTO He ce
Npenopb4YBar

1.2.1. UnenTHUOUPAHN yIOTPeOH

OcHOBHA KaTeropusi Ha yrnorpeba : TIpomyKThT € peHA3HAYEH 32 U3CIIEIBAHMS, AHAIM3H U HAYIHO-00Pa30BATEIHH IIENH.
Ynorpeba Ha BelecTBOTO/CMECTa : Camo 3a nmpodecronanHa ymnorpeda
OyYHKIMSA WK KaTETOPHs HA yIOTpeda : JlabopaTopHU XUMUKAIH

1.2.2. Ynorpeou, KOUTO He ce NPenopbyBaT

Orpannyenus 3a ynorpeba . Jla He ce usnonssa : [Tornbuiane, Bauimsane, Jlepmanto

1.3. Iloxpo6HY AaHHHM 32 JOCTABYHKA HA HHGOPMAIMOHHHUS JHUCT 32 6€30IaCHOCT
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1.4. TeaedoHeH HOMEDP NPH CHENIHH CIIyYaH

TeneoHeH HOMEp TIPU CHCLIHU CITyYan : +33(0)390215608

PA3JIEJI 2: Onucanue Ha ONACHOC

2.1. Knacupuuupane Ha BeMIECTBOTO HJIM CMECTA

Kaacudpukanus B cborBercTBHE ¢ Permament (EQ) Ne 1272/2008 [CLP]

Ocrtpa ToxcuuHOCT (opanHa), Kareropus 4 H302
CreruuIHa TOKCHYHOCT 3a OIpeJeTIeHN OPTaHH — IIOBTAPAIa e eKCIO3HIIHS, H373
Kareropus 2

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

Hebnaronpusatau GU3MKOXUMUYHH eeKTH M He01aronpusATHH edeKTH 32 3APaBeTo HA YOBEKAa H OKO0JIHATA cpeJa

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) : H302 - Bpeznen npu morislnaHe.

H373 - Moxe ma npuunnn yBpexaane Ha opradute (Other:Central nervous system, Gastrointestinal
tract, Bone, Blood, Bladder) nmpu npoab/okuTenHa niti moBTapsiiia e eKCIo3UIHs.

Ipemopbku 3a 6e3omacHoct (CLP) : P260 - He BaumBaiite npax/myIek/ras/anM/u3napeHuns/aepo30Jiu.
P264 - Jla ce uamue pbLeTe A0 JAKTUTE U JUIETO CTAPATEIHO CIIe/ yrnoTpeba.
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Dorzolamide impurity A

HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

P270 - Jla He ce sime, ue MM MyLIM IPU yHOTpeOa Ha IPOIYKTA.
P301+P312 - ITPU TTIOI' JIBILAHE: npu Hepasnonoxenue ce o6axere 8 LIEHTHP I10
TOKCHKOJIOT' VS unu Ha nekap.
P314 - TIpu Hepa3HoI0KEeHHE MOTHPCETE MEANIUHCKHI CHBET/TIOMOLIL.
P330 - M3mnakuere ycrara.
P501 - CpappkaHREeTO/CHABT 1A CE M3XBBPIIH B IyHKT 3a ChOMpPaHe HA OITACHH MITH CIIEIUATHA
OTIHA/bLH, B CbOTBETCTBHE C MECTHUTE, PETHOHAIIHH, HALIMOHATHU H/HIIH MEXILYHAPOIHI
pasnopenou.

ETtnkerupane B CbOTBETCTBUE C: M3KIIOUEHHUS 33 BbTPEIIHH OIAKOBKH, KOTaTO ChAbPIKaHHETO He npeBuiuasa 10 ml

ITnxrorpamu 3a omacuoct (CLP) :

GHS08

Hsma nanudHa 1OTBIHATETHA HHPOPMAIIHS

3: ChcraB/uHopManys 3a CbCTABKATE

HaumeHnoBanue HNnenTuduxarop Ha % Kaacudukauus B cboTBeTCTBHE C
NMPOAYKTa Peraament (EO) Ne 1272/2008 [CLP]

(4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno- | - <100 Acute Tox. 4 (opanna), H302

[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide STOT RE 2, H373

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

He e npunoxumo

PA3JIEJI 4: Mepku 3a nbpBa NOMOII|

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

H’pra TIOMOII MPU KOHTAKT C OYUTE . M3nmakHeTe O4YHTE C BO/IA KATO npearnasna Msapka.

Hsima HanmMuHa JOMIBJIHUTETHA I/IH(l)OpMaIII/DI

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

PA3JIEJI 5: IIpoTuBONOKAPHU MEPKH

Tonxomsum TI0KapoOTaCcUTECIIHU CPEACTBA : Opesuto 3a 3aracsiHe Ha OTI'bHSI.

OmnacHOCT 0T moXxap : Bwx naparpad 2.2.

I/IHCprKIII/II/I 3a racCHe Ha I1oXKapu . I{a C€ U3I0JI3BaT CPEACTBA, IIOAXOAAIIHN 3a rAaCCHE Ha I10)KapH B CBCEACTBO.
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HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

PA3JIEJI 6: Mepku n1py aBapUiHO M3IIyCKAaHe

6.1.1. 3a mepcoHaJ1, KOHTO He OTrOBapsI 32 CIIEUIHH CJIyYau

ABaprIHH IJIaHOBE . I{a ce u30srBa BCSIKAaKBa U3JIMIIHA CKCIIO3ULIHA.

6.1.2. 3a 1MnaTa, OTTOBOPHH 32 CHEINHHU CIy4an

Hsima Hanu4Ha JONBIHUTENHA UHYOPMALIHS

Hsma nanudHa 1OTBIHATETHA HHPOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

PA3JIEJI 7: PaGoTra u cbXpaHeHuUe

Hsima HanmuHa JOMIBJIHUTEIHA PIH(bOpMaI.IHS[

Hsma nanuyHa noneiHUTeNHAa HHGOPMAUSL

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

8.1.1 HanMoHAa/IHH rPAHUYHH CTOHOCTH HA NMPO(ECHOHATHA eKCIO3HIMS ¥ OHOJOTHYHH FPAHUYHH CTOHOCTH

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

8.1.2. TIpenopbYNTEIHH NPOLEAYPH 32 HAOTIOIEHUE
Hsima Hanu4Ha qONMBIHUTENHA HHYOPMAIIHS

8.1.3. OGpa3yBat ce 3aMBbPCHTEIH HA BB3AyXa
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. Iloxxoasin TEXHUYECKH KOHTPOJI

Tloaxoasing TeXHUYECKH KOHTPOJI:
,Z[a C€ CbXpaHsBa B z[o6pe IIPOBETPUBO ITOMELICHUE. OOWKHOBEHO CEe N3UCKBAT KAKTO MECTHA CMyKaTeJIHa BEHTUIIAlMsA, TaKa U BEHTHJIAlU Ha 00110TO
TIOMEUICHHUE.
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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. Tlpeana3BaHe Ha KoOKaTa

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. TepMHYHH ONIACHOCTH

Hsma HannuHa 1onbJIHUTETHA MHBOPMALUs

8.2.3. KoHTpo1 Ha eKCNo3uIMsITa B OKOJIHATA 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
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 KHIICHE : He e nanuuno
3amanuMocT : He e nanuuno
I'paHnnm Ha €KCIIO3UBHOCT : He e npunoxumo
JlonHa rpaHuIa Ha €KCIUIO3UBHOCT : He e npunoxumo
I'opHa rpanuIa 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, KHuHEMaTHYEH : He e npunoxumo
PastBOpUMOCT : He e nanuuno
Koedumuent Ha pasnpenenenue: n-okranon/soga (Log  : He e nanuuao
Kow)

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

9.2. ipyra undopmaunus

9.2.1. Undopmanusi BbB BPb3Ka ¢ KJIacoBeTe Ha (U3n4yHa onacHoCT

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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HH(bOpMaIII/IOHeH JIUCT 3a 6630HaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

PA3/IEJI 10: CTaONJIHOCT M peaKTHBHOCT

CrabuieH Ipy HOPMAJTHH YCIOBUSL.

Hsima Hanu4Ha qONbIHUTENHA UHOOPMALIHS

He e uszBectHo.

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

Hsma npy Hopmainna ynotpe6a. Buokre Pasnen 7.

HpPI 3arpsiBaHe 10 TOYKaTa Ha pasrpaxJaHe OTACJIsI OITAaCHU U3IIapEeHUs.

PA3JIEJI 11: Tokcukosoruuna nugpopmManus

OcTpa TOKCHYHOCT (OpasHa) . Bpenen npwu norneiane.
OcTpa TOKCHYHOCT (IepMaiHa) : He ce xnacudumupa (Jlunceamm jaHam)
OcTpa TOKCHYHOCT (BIMIIBAHE) . He ce xnacudumupa (JIunceamm jaHam)

(4R,6R)-4-(ethylamino)-6-methyl-5,6-dihydro-4H-thieno-[2,3-b]thiopyran-2-sulfonamide 7,7-dioxide

LD50 opanso mrbx 300 — 2000 mg/kg
KoposuBHOCT/ipa3HeHe Ha Koxkata . He ce xnacudummpa (Jlunceamm jaHam)
CepHO3HO yBpexJaHe Ha OUHUTE/Ipa3sHEeHe Ha OUUTE : He ce xmacudummpa (Jlunceamm jaHam)
Cencubunusanms Ha AUXaTeIHUTE IBTUIA WK Koxkata  © He ce knacuduuunpa (JIumncaruy 1aHHm)
MyTareHHOCT Ha 3apOJUIIHUTE KIETKU : He ce knacudumpa (Jluncpanm qaHum)
KanneporenHoct . He ce xnacudummpa (JIunceaum qaHum)
TOKCHYHOCT 3a penpOAyKIHUATA : He ce xnmacudummpa (JIuncsamu naHamN)
CTOO (cmenuduuHa TOKCHIHOCT 33 OIPEACICHI : He ce xmacudummpa (Jlunceamm gaHam)

OpraHn) — eAHOKPATHA CKCIO3UIHS
CTOO (cnenu¢puyHa TOKCHYHOCT 3a ONpPEJICICHH © Moske ja IPHYMHY YBPEXAaHE HA OPTaHUTE NPH MPOABIDKUTEITHA HITH TIOBTAPSIIA CE CKCIIO3UIIHS.
OpraHu) — IOBTaPsIIIA CE CKCIO3UIUS

OnacHOCT IpH BANIIBaHE : He ce knacuduimpa (TexHndecka HeBb3MOXKHOCT 3 M0JTy4aBaHE Ha JaHHN)

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

PA3EJI 12: Exojioru4yHa uH(popmanus

Exounorust - 0010 : He npepcrasisiBa KOHKpPETHa OIIACHOCT 3@ OKOJIHATA CPEJaA.
OmacHo 3a BoJHaTa cpeja, KpaTkocpodHa (octpa) . He ce xnacudummpa (Jlunceanm jaHam)
OmacHo 3a BoJHaTa cpejia, JbIr0CpPOYHa (XPOHUIHA) . He ce xnacu¢ummpa (Jlunceanm jaHam)

He ce pasrpaxna 66p30

Hsima HanmuHa JOMIBIHUTEIHA I/IH(l)OpMaI.II/ISI
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HH(bOpMaIII/IOHeH JIUCT 3a 6C3OHaCHOCT
B ceorBercTBHE ¢ Pernament REACH (EO) 1907/2006, usmenen ¢ Pernament (EC) 2020/878

Hsma HanuvHa 1OOBIHUTENHA HHGOPMALIUS

Hsima Hanu4Ha JONBIHUTENHA UHDOPMALIHS

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUST

Hsma nanuvHa 1onbIHUTENHA HHGOPMALUS

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

PA3IEJI 13: O0e3BpeskiaHe HA OTHAAbLUTE

Hsma nanuyHa noneiHuTeNHAa HHGOPMAUSL

PA3IEJI 14: UadopManusa 0THOCHO TPAHCIIOPTHPAHETO

B cvorBerctBre ¢ ADR / IMDG / IATA
ADR IMDG IATA

14.1. Homep no cniucbka Ha OOH niu uaeHTHGUKAUOHEH HOMeP

He e npunoxumo He e npunoxumo He e npunoxumo

14.2. Touno HaMMeHOBaHHe HA MPaTKaTa no cnucbka Ha OOH

He e npunoxumo He e npunoxxumo He e npunoxumo

14.3. Kinac(oBe) Ha OMAaCHOCT MPH TPAHCIOPTHPaHe

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

14.4. OnakoBb4YHa rpyna

He e npunoxxumo ‘ He e npunoxxumo | He e npunoxumo

14.5. OnacHocTH 32 OKOJIHATA Cpena

He e npunoxumo ‘ He e npunoxumo | He e npunoxumo

Hsma nonbiHUTENHA HaNMYHA UHHOPMAIIHS

CyxonbTeH TPAHCHIOPT
He e npunoxumo

Tpancnopt no mope
He e npunoxumo

Bob3gymien Tpancnopr
He e npunoxxumo

He e npunoxumo
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Nudopmanronen muct 3a 6€30macHOCT
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PA3JIEJI 15: Uadopmanusi 0OTHOCHO HOPMATHBHATA ypeaoda

15.1. Cnenu¢uyHu 32 BeNIECTBOTO UM CMECTA HOPMATHBHA ypen6a/3aKOHOAATEICTBO OTHOCHO (€30MaCHOCTTA, 3IPABETO U OKOJIHATA
cpeaa

15.1.1. Pernamentu Ha EC

REACH Ilpuao:xenne XVII (YcinoBus 3a orpannyaBaHe)

He ¢urypupa B [lpunoxenue XVII nra REACH

REACH, Ilpuioxenne XIV (Cniucbk Ha BelllecTBAaTa 3a pa3pemiaBaHe)

He ¢urypupa B IIpunoxenne XIV na REACH (Crucbk Ha BelecTBaTa 3a pa3peliaBaHe)

REACH Cnucbk ¢ kanauaart-seectsa (SVHC)

He ¢urypupa B cinceka Ha REACH ¢ xanannar-BemecTsa

Pernament PIC (EC 649/2012, IIpeaBapuTe1H0 000CHOBAHO ChIJIacHe)

Henpunoxumo.

Peraament otHocHo YO3 (EC 2019/1021, YcToliuuBY OPraHuYHU 3aMbPCUTEIN)

Henpunoxumo.

PeriiaMeHT 0THOCHO BellecTBa, KOUTO HapymaBat o30HoBus cJoii (EC 1005/2009)

He ¢urypupa B ciuchka ¢ BeIIecTBa, KOUTO HapymaBat o30HoBuUs cioil (Permament EO 1005/2009): Dorzolamide impurity A

PersiaMeHT 0THOCHO NpekypcopuTe Ha B3puBHM BeuectBa (EC 2019/1148)

He cpappika BewecTBo(a), BKIIOYEHO(H) B CIUCHKA ¢ IPeKypcopH Ha B3puBHU BemecTBa (Pernmament EC 2019/1148 3a npeiaraneto Ha nasapa u ynorpebara Ha
HPEKYPCOPHU Ha B3PUBHH BEIIECTBA)

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

He cpappaxa BemecTBo(a), BKIIOUEHO(H) B ciUchKa ¢ [Ipexypcopu Ha HapkoTnuHuTe BemecTBa (Permament EO 273/2004 0THOCHO IPOU3BOACTBOTO H ITyCKAHETO
Ha Ta3apa Ha OIpeJIe]IeHH BEIeCTBa, H3MI0I3BaHH 32 HE3aKOHHO IIPOU3BOACTBO HA HAPKOTUYHU UITH IICHXOTPOITHHU BEIIECTBA)

15.1.2. Hannonauu pasnopenou

Hsima Hanu4yHa ZOMBIHUTEIHA HH(bOpMaL[I/IH

15.2. Onenka Ha 0e30MacHOCT HA XHMHYHOTO BElIecTBO HJIH CMeC

Hsima Hanu4yHa JOMBIHUTEIIHA HH(bOpMaL[I/IH

PA3/IEJI 16: Apyra unadgopmanus

II'bnen Texer na H- 1 EUH-npenynpeskieHusiTa 3a oacHoCT:

Acute Tox. 4 (opanHa) Ocrtpa TokcuuHOCT (OpainHa), Kareropus 4

H302 Bpezen npu moriblaHe.

H373 Mooxe 1a IPUYMHM YBPEkK/aHE Ha OPTaHNUTE MPHU MPOJBIDKUTEHA UM MOBTAPAIIA CC SKCIIO3HIIMSL.
STOT RE 2 CreruduyHa TOKCHYHOCT 32 ONpe/IeJIeHH OpraHy — MoBTapsiia ce ekcrosuius, Kareropus 2

Nudopmannonen et 3a 6esonachoct (MJIb), EC

OTKA3 OT OTTOBOPHOCT Hu¢popmarnusTa, chirbpikaiia ce B To3u MH(pOpMaMOHEH JIMCT 3a 6€30MaCHOCT, € MOIyYeHa OT U3TOUHUIH, KOUTO CMsTaMe 3a
HaJexIHU. Beripeku ToBa, nHpOpManusTa ce npeaocrans 63 HUKaKBa rapaHiys, H3pUUHa WM 1oJjpa3duparia ce, OTHOCHO HeifHaTa KOPEKTHOCT
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