ALIUD® PHARMA GmbH & Co.KG D-89150 Laichingen, Germany

YKA3SAHME 3A YIIOTPEBA A A 4
Nitrendipin AL 20 Ji
Hutpenganan AJl 20 OOOBPEHO!
(Pmwmvmpasn Tabnerky o 20 mg) AATA 0840&&“’

CKbnH NANHERTH,

MeJs, npoyerere BHIMATENN0 HACTOAIETO YKA3AHNE 32 yHOTpeda, TRl KAaT0 TO CHALPMXKA
BazxHa undopMaHH% 0THOCHO TOBAa, KAKBO TpsidBa Aa celaiogaBaTe HpH NPHIOKEHHETO
Ha JeKapCTBeHds HPOAYKT. AKO MMaTe BLOPOCH, Mo 00bpHeTe ce KbM Bammms Jiexap
HJIH ($papMaInesT.

Nitrendipin AL 20
Hurpenpunua AJI 20

Jlexapcerseno BemectBo: Nitrendipine 20 mg 3a Besaka drunvupana TableTka

Cocinag Ha HEKAPCIBERILA RPOOYKIN:

Besxa unmupana TabIeTKa ChABPKA: -

Jlexapcreeno semiectso: 20 mg Nitrendipine

Ilomomuy Beniectra: Microcrystaline cellulose, Glycerol, Magnesium stearate, Maize strach, D-
manitol, Povidone, Hydroxypropyl methylcellulose, Polysorbate 80, Sucrose, Coloidal
anhydrous silica, Colorants E 171, E 172 - MukpokpucTanHia Heiya03a, IIHIEpPOll, MaTHe3wesn
cTeapar, NapeBHYHO HUOIECTS, JI-MaHWTON, NOBHIOH, XHIPOKCHIPOIII METHIIENyI03a,
nomicop6ar 80, 3aXapo3a, BUCOKORHCTIEPCEH CHITHIMEB AMOKCHN, ouserurend E 171, E172.

Wndopmarus 3a nuabermim: Besxa ¢uamupana Tabmetka Nitrendipin AL 20 coappxa
BETHCXMAPATH, CKBHBANEHTHH Ha I0-Maiko oT 0,01 BerinexyiapaTHy OOMEHHM THHIIH.

Jexapcmeena popma u onakoska:

Opyrenanza onmakoeka o 20 ¢rnvupasy TabneTkn

OpureHanHa onakoska o 50 ¢unmupany TabneTku

OpureHanHa onakoska ot 100 dumvupany TabneTkn

dapmaxoTepaneBTHIHa rpyna: 1,4-AuXuIponupHAMHOB KAIIHUEB aHTarOHHCT

TIpure:xaren Ha pa3spemicHHETO 3a YHIOTpeba:

ALIUD® PHARMA GmbH & Co.KG
Gottlieb-Daimler-Str. 19, D-89150 Laichingen, Germany
Internet: http://www.aliud.de; e-mail: info@alind.de

HHoxazarnusa:
3a ;medeHHE Ha BUCOKO KPBBHO HANsATaHe, KOETO He ce ALIDKH Ha OpraHMyHu 3a00saBaHHd
(ecennpantia XHIEPTOHY).

Hpomusonoxasanusn:

Kora ne Tpadsa sa nupuemare Nitrendipin AL 20?
Nitrendipin AL 20 re TpsA0Ba a ce H3I0N3Ba IIPH CICHHATE ChCTOMHHIA:
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* YCTaHOBEHZ Be4e CBPBXYYBCTBHTENHOCT -KbM  HHIDEHAWIAN, ApyrH  1,4-
JAXWPOTMPUANH KaIHEBH aHTarOHMCTH HIIH KbM HAKOS OT IIOMOIIHHTE BEIecTBa Ha
JICKapCTBEHHSA MPOAYKT.

* KapIHOBAaCKyJapeH IIOK

* BHCOKa CTElIeH HA 40PTHA WM Cy0aopTHa KiIalHa CTEH03a

*  OCTBp MHOKapJieH HHOapKT (Hpe3 nbprure 4 CeaMuIIA)

* HecraOuima aHTHHA IEKTOPHC

*  H3pa3¢Ha XHIIOTOHHA (CHCTONHYHO Haarane o 90 mm Hg)

* OpeMeHHOCT H KbpMEHE

Kora mozxe aa mznonssare Nitrendipin AL 20 camo caen koncyarannd ¢ Bawms gexap?
Cumyayuume, onucanu myx, ce omuacam 00 onpedeneny ycnoeus, npu koumo Nitrendipin
AL 20 moxce da ce npuema camo ¢ ocobena npeonasnusocm. Obcwvdeme ¢ nexyeawus Bu nexap,
QKO HAKOW OM ONUCARUME CLCMOAHUA CA Cpewjany no-paro npy Bac.

Oco0eHO BHHMATENHO JIeKapcko HaOMOZeHHe e HeoOXOMUMO IpH NAUHEHTH ¢ HEaneKBaTHO
JIEKyBaHa ChPAESTHA HeOCTATHYHOCT (KOHTECTHRBHA ChpIeTHa HelOCTATBYHOCT).

Kaxso tpadBa xa cp0ar0aaBaTe mo BpeMe Ha GpeMeHHOCT B KbpMeHe?

Ilo Bpeme Ha Opemennoct jdederme ¢ Nitrendipin AL 20 me Tpabea Aa ce mpoBexzda, T.K.
eKCIIepHMEHTANHHA MPOYYBaHKA ¢ BHCOKH AO3H NOKA3BaT yBpexuam roxa edexr. Jlvncea ot
€ MRHON3BAHETO Ha JIEKApPCTBOTO IO BPeMe Ha OpeMeHHOCT.

Manky xXonHdecTBa HUTPEeHIHUIINH, JIEKapCTBEHOTO BENIECTRO Ha IPOAYKTA, C€ eKCKPETHPAT B
Mal9HHOTO MISIKO. THil XaTo JMIICBa ONWT 332 BHL3MOXKHO BB3ACHCTBHE BBPXY KbPMAadera,
KBpMeEHETO Tpsa0OBa Jia ce IpeyCTaHOBH, axo jiedermero ¢ Nitrendipin AL 20 no Bpeme Ha
KbPMEHE € HeoOX0auMo.

Kakso Tps6Ba na MMaTe NpegBHj, KOraTo peliagaTe Aa U3N0A3BaTe TOBA JIEKAPCTBO IpPH
JAeXAa Wd XPU Xopa B HapeaHAJIAa Bb3pact?
BeszonacHocT, KakTo # eQEKTHBHOCT YIpH Hela He € YCTaHOBEHa.

Ilpeonasnu mepxu npu ynompeba u npeoynpexicoenus:

Kaxen npeanazan Mepxu Tpa6Ba aa ceimmoaasare?

EnroBpeMesHOTO HHTPaBEHO3HO IpIUIarane Ha 6era-penenropan 6noxepu M Nitrendipin AL 20
Tpa0Ba fa ce u3bsarRa.

IIpn nanueHTH ¢ XpOHWYHH YepHOAPOOHH 3a00iaBaHs, 0c00EHO HpH NAllUeHTH B HaNpefHala
BB3PAcT, € BH3MOXKHO PasrpakJaHeT0 Ha JeKapCTBOTO Ja ce 3a0aBH, KOETO f[a pe3yiTHpa B
HekelaHo CHIIHO IOHMKaBaHe Ha KPHBRHOTO HaArane. J(03Upasero NIpy Te3H NAIMEHTH II0 TA3H
oppamHa TpabBa Ja 3anodde B Hadanoro ¢ 1/2 ¢unmmpana tabnerka Nitrendipin AL 20,
(cvotBeTcTRanIo Ha 10 mg Nitrendipine), pupy>KeHO OT Y€CT KOHTPOJ HAa KPHBHOTO HalIATaHe.
AKO KPBBHOTO HANATAHE CHANHE TBHPJE CHIHO, € HEoGX0AMMO JEKapCTBOTO Ja O5/ie 3aMEHEHO
¢ IPYT0, NO-TIOXOIINO.

Kaxpo Tps0Ba ga cniiogaBaTe OIpH yyacTHe B YIHMHOTO ABH:KCHUE, KAKTO # OpH padoTa
¢ MallHRH B Rpu padoTa 0e3 cArypHa onopa?

Jlewenmero Ha BHCOKO KPHBHO HANSTAHE ¢ HUTPEHMIMH H3MCKBA PEIOBEH NEKAPCKH KOHTPOJL.
HupuBrpyansMTe peakipy KbM JIEKapCTBOTO MOTaT Aa HaMansT CIOCODHOCTTa 32 aKTHBHO

Y94CTHE B YIIMYHOTO ABHUKEHHE, paboTa ¢ MammaH, vk paboTa 6e3 curypsa omopa. ToBa Baxu
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B YBCIHMYCHA CICIICH B HAYANOTO Ha JIEUCHHUOTO HIIH IIPH YBCHHYaBaHC Ha HO03aTa, CMAHA Ha
JIEKapCTBOTO, KAKTO H IIpH €SHOBPEMEHHO IIPHEMAHE Ha allK0XO0J.

Jlexapcmeenu é3aumodeicmeun:

Kou apyra JeKapcTBend NPOAYKTH € H3BeCTHO, Ye HMoBauseaT edekra ma Nitrendipin
AL 207

Viudopmupaiite Bammis xexap 3a BCHIKH JIEKapCTBa, KOMTO DpHEMare.

EdexrsT Ha HaMangBaHe Ha KppBHOTO HaLarare Ha Nitrendipin AL 20 Moxe #a ce yBeIHIH OT
IOpPYTH JISKapCTBa 3a MOHMXKECHHE Ha KphBHOTO Haimrade. [Ipuemanero Ha Nexapcrpa, BIHsCIH
BEPXY LEHTpaliHata HEpBHA CHCTeMa KaTO TPHUMKIMIHM AHTHAENPECAHTH, HEBPOIECTITHIIH
3aciiIBa edekTa Ha MOHMIKEHHE Ha KPBBHOTO HAIATaHe.

EmHoBpemennoTo uanomssaie Ha Nitrendipin AL 20 u Gera-perenTopHu GIOKEpH H3HCKBA
PETyJLIpHO ClefleHe Ha YIallMeHTa, T.K. TasH KOMOHHAIlMs MOXE #a JOBENE O YBEIMIEHO
CrIamaHe Ha KPBBHOTO HAMTAHE, M B PeJIKH CIy9aH JIa c€ Pa3BHE CHPHETIHA HEJIOCTATEYHOCT.

KoMOuBmMpaneTo Ha MHTpaBeRO3kH OeTa-penienrropy 6iokepH 1 Nitrendipin AL 20 1pabsa pa
ce u3barBa.

IInMeTHANH MOXKE [a YBCIMYH KOHNEHYpAUMATA HA HHUTPEHAMIMH B Ia3MaTa ¥ Ja YCHIH
HETOBHSA SPEKT. )

Bs3 ocHoB2 Ha omuTa ¢ Rubenunua (Apyr KallHEB aHTarOHHCT), MOXKE Ja c& 0YakBa, 9€
pHAMIHIME Bb3 OCHOBa HA CBOETO EH3MM-MBAYIMPANIO AEHCTRIE YCKOPSBa Pasrpak/iaHeTo Ha
HUTpeRHnuH. 10 TO3M HAa9uH MOXE Ja ce HaMamd e(heKTHBHOCTIZ Ha HHTPEHIHIMH.
EHOBPEMEHHOTO H3ON3BAHE Ha pHOAMITAIHH 10 TA3H IPHIMHA MO /2 HAI0XKY AIalTAPAHE
Ha JI03aTa Ha HUTPEHTUITHE, ¥ IPH HEOOXOTHUMOCT Jia CE Ha3HATH FOUBIHUTENHO JICJCHHE.

Cox or rpefindpyT HHxuHOHpa OKUCIHTEABOTO PasrpAKAAHe Ha HUTPEHAHIMH. ToBa pesylTHpa
B yBeJHYABAHE Ha IUIa3MEHATa KOHIEHTPAI¥si, KOeTo ITBK MOXe Jia JoBele N0 YBCIHIaBaHe Ha
CHOAJAHETO Ha KPEBHOTO HANATAHE.

Kou apyrn Nexapcreeny NPOXYKTH ce HoBianaBat 0T Nitrendipin AL 207
EiHOBpeMEHHOTO M3IION3BAHE Ha JUTONCHH MOXE Nia IOBEJE A0 YBEIMYABaHE KOHIEHTDANHATA
Ha [asMeHws JUroxcHH. ETo 3amo TpsbBa Ja ce BHHMABa 332 CHMIITOMH Ha JMTOKCHHOBO
Ipefo3Hpane i ako e HeoOX0IuMO Za ce ONpEAeny KOHIEHTpAlFIra Ha JMrOKCHH B IUIa3Mara.
IIpu HeoOXoAUMOCT Aa Ce HaMAlIM [103aTa Ha TIMKO3KIA.

KamiHeBHTEe aHTaroOHHCTH MOTAT Ja yBe/lmdaT edeKTHT Ha IIOTHCKAaHE CBHKpaTHMOCTTa Ha
CBPIETHHA MYCKYJ HA AHTHAPHTMUYHHUTE JIeKapcTBa (KaTo Hamlp. aMHONAPOH H XHHHIMH) H Ja

JIOBEZIAYT A0 CHHYCOB apecT (bIokupaHe) ¥ NpeacspaHo-KaMepeH ONok.

E@em;r Ha HAKOM MYCKYITHH PEaKCAHTH (maBKypoHHEB OPOMHA, BEKYPOHHEB GPOMHJ) MOXE
Iia C& YIUBIDKH.

ERHOBpEMEHHOTO H3MION3BAHE Ha Ipa303dH MOXKe Ha JOBeJie J0 3HaYHTEIHO MOHIDKAaBAaHE Ha
KPEBHOTO HallITaHe.

,ZIOS’HP(IHE U npuiodcenue, npo:)wmcumerwocm Ra mepanuama:
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Tesu unHcmpyryui éaxcam camo ako Bawusm nexap ne e npednucan Opyeo no omHouienue Ha
nexapcmeomo Nitrendipin AL 20. Mons, cnazeaiime yxazanHuama 3a npuiodceHue, i mes,
dadenu om nexyeawus aexap, muii kamo & npomuser cayuaii Nitrendipin AL 20 nwama 0a uma
HyJcHuA ediexm u Gesonacrocin!

B xaxeu kojJEvyecTBa H K0JIKO 4ecTo TpadBsa Na npuemare Nitrendipin AL 20 dbrnvupanu
TadaeTkn? ' )

Jleuenuero Tpabea Na ce IpoBeJEe 110 HHAWBHAYAIHO JO3MpaHE B 3aBHCHMOCT OT CTEIlEHTa Ha
3a00aBaHeTo. AKO APYrO HE € NPENHcaHo, ce NPEeOPBIRa CIIeTHOTO JO3UPAHE:

Enuy et JHeBHO 110 eaHa Gunvupana Tabnerka Nitrendipin AL 20 (cyTpuH)(eKBHBAIEHTHO Ha
20 mg nitrendipine/nem).

AXO criafaHeTo Ha KPEBHOTO HANSATAHE € HEAJEKBATHO, JHEBHATA JI038 MOXKE MOCTENeHHO fa ce
noBrnmH 1o 1 ¢mmvupana Tabnerka Nitrendipin AL 20 gBa OBTH Ha A€H (eKBHBaleHTHO Ha
40 mg nitrendipine/new).

MaxcumManHaTa gaeBHa Jo3a e 40 mg nitrendipine Ha JicH.

IIpn namyeHTH ¢ XpOHFIHHE JepHOAPOOHH 3a00ILIBaHIL, 0COOCHO NPH NAIMEHTH B HanpenHana
BB3PAcT € BB3MOXKHO pasrpakAaHEeTO Ha AEKAPCTBOTO Ja ce 3a0amM, KOETO Aa pesynrHpa B
HEXENaHo CHIIHO crajaHe Ha KPBBHOTO Hanarase. JIosHpaHETO NpH TE3H IAlMEHTH M0 Ta3H
IpH4IyHA TpaAOBa ZJa 3amouHe B Hadanoro ¢ 10 mg nitrendipine, (cpoTBercTRamo Ha 1/2
¢umvupara Tabmerka Nitrendipin AL 20), npuapyXeHO OT HecT KOHIPON HA KPBBHOTO
Hansgrage. AKO KPpBHOTO HAIIATAHE CHAJHe TBBpAE CHIHO, ¢ He0OX0UMO JIEKApCTBOTO Ja Obje
3aMeHEHO C APYIo, IO-HOAXOAANI0.

Kaxk u xora Tpsaésa na npuemare Nitrendipin AL 20?

OrmvupaHuTe TabNeTKH TPAOBa Aa ce mpHEeMAT NENH, ¢ A0CTATHYHO KONHIECTBO T€UHOCT, CIEH
xpaueHe. TaGleTxkute He TpsaORa Jja ce MPHEMAT CBC COK OT IpeHndpyT, ThH XaTo T0BA MOXE fla
yeermar edexra ya Nitrendipin AL 20 (smx "JlekapcTBeHyn B3aHMOAEHCTBHA ' ).

Kouxo xenro moxe g2 upnemare Nitrendipin AL 20?
TpoAsXUTEAHOCTTA HA ISIEHAETO IHe pelid JCKyBaltug JeKap.

Ilpedosupane u opyzu zpetuxy nPU NPUIONCERUEINO

Kakso Tpsdea ma cniagaBate, ako CTe NPUAOKHAH TBEPAE IOIAMO KOIHYECTBO OT
Nitrendipin AL 20 (HapoHo 1iIu ciy4aiiHo Hpef03UPaHe HA HPOOYKTa)?

Axo mpeamonarate, W€ CT€ Ipeko3npany NeKapcTBOTO, YBENOMETE JIEKyBan(ud nekap, Oes
omiarane.. To¥ Hie penm KakBH He0OX0 MM MEPKH Ja ce NPETIPHEMAT, Ch00pasHo U3pazeHNTe
CHMIITOMH.

Ilpu ocTpo mpefo3upaHe CHMITOMITE €4 MHTEH3MBHO 3a4epBABaHE Ha JMIETO, INIABOOOIHE,
3HA9UTENHO CIaJaHe HA KPHBHOTO HajnsATaHe, 3a0aBeH ¥ YCKOPEH CBpIEYEH DHTBM,
3aMBTIIHBaHE Ha CH3HAHMETO HO 3aryda Ha CH3HaHHETO.

Kakso TpaGBa 13 HANPABMTE, AKO CTE NPUENH MO-MalKo OT HPEJIACAHOTO KOIHIECTRO
Nitrendipin AY, 20 uin cTe NpoRycHANH eAHH Opuem?

He npremaiite meoiina moza dunmripany tabnerku Nitrendipin AL 20 npy cnenpaniis npueM, a
[IPONEIDKETE JIEHEHHUETO TaKa, KAKTO € NPeAmICcaHo.
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Kaxgso Tpsa6sa 12 35a€Te, aK0 NPEKBLCHETe HIIM CPETE NEYCHAETO HPeKAeBpeMenHo?
He 1psabsa na npexscBate JIEYEHHETO KK [a IPOMEHATE J03aTa C HIKIEOYEHUE IO NEKAPCKO
TIPeAIHCAHAE.

Heycenanu 1eKapcmeenit peaxyun

Kaxsy He;xellaHH NEKAPCTBEHH PEAKHAM MOTAT 4a ce NPOABAT NPM NPHICKEHHETO HA
Nitrendipin AL 20?

OcobeHo B HA9aNoOTO Ha JICYEHMETO, HAUEHTHTE WeCTO C¢ OIUIakBaT OT IIaBoGole,
3a9epBABaHE Ha IMIIETO, DECHEKTHBHO 33YepBfABAHE HA KOXKATA, HO TE3W OINIAKBAHHA
HOCTENSHHO 0T3BYJaBar.

Ilpe3 mepBara ceAMMIA Ha NEYEHMETO NHEBHOTO KONMYECTBO OTHENEHA yPHHA MOXE Aa ce
YBETH9H.

INomsixora Moxe J1a e TOMY9H CBETORBPTEXK, YMOpPa MM CTOMAIHO-IPEBHH CMYIIEHH (TafeHe,
IIOBpEINaHe, TYBCTBO Ha IIPECHTEHOCT, AWApHs), INaBobONHe, CHNCGH CIAX Ha KPHBHOTO
HanmArane ("XMIOTOHHIHA IHPKYJaTOpHA pPerynamusa’), H3TPHUBAHHS Ha pPBLETe U KpakaTta
(mapecTesmn), YCKOpeHa ChPACYHA HECTOTa (TaxMKkapyws), chpueOueHe (TAIMNTAINL) H OTOK B
JOIHAaTa YacT Ha Kpakarta, Jb/DKall ce Ha pasmIHpsBaHe Ha KPbBOHOCHHTE CBIOBE.

Tlonskora, 0coDEHO B HAYANOTO HA JICICHHETO, TATHEHTHTE MOTAT A MOAY9aT AHIHHA TIEKTOPHC
(rppaHa Oomka) MIH NIPH NANWEHTH CBC CHINECTBYBAl[Z AHTHHA NEKTOPMC Ja Ce€ BIOIH
CBCTOSHFIETO MM, JIa CE YBEIHMYM YeCTOTATa M HPOABIDKHTEIHOCTITa Ha atakaTa. ChHiecTBYBaT
H30/IMPAHA CHOOMIEHHA 32 MHOKapAeH HH)APKT.

Crmecreypar peikd CBOOIIEHMA 32 HEPBHOCT M ANEPTHIHE KOMXHH pEakiiy, BKIIOYBAINH
cBpbex (IpypuTyC), YPTHKapHS, KoxeH o6pus.

Oco0OeHo mpH BUCOKM /103K MMa PElIKK ChOOINEHAS 3a MyCKYIHE 00Ky (MHaITHT), Tpenepere
Ha NPECTATE H ClIabH, IPeXOXHH NPOMEHH B 3PHTETHOTO BE3IPHATHE.

Tlpy npOIBIGKATEINHO IICICHAE B eIHHATHHE CllyJaH MOXE Ja C6 I0IyqaT NMPOMEHH BBB BEHIMTE
(THErEBaHA XMIEPILIA3HsA), KOHTO IPEMHHABAT HAIIBAHO CIE) CIpPaHe Ha NEKApCTBOTO.

Mgoro pAako ce cpemar choOINEHNs, IAaBHO IPH NPONL/DKUTEIHO JSJCHHE HA MAIHEHTH B
HanpenHana BB3PACT, 32 THHEKOMAacTHA (YBEIHICHHE HA MIICHYHHTE JKIE3H IIPH MBXE), KOATO
NPEMHHABA HAITBIHO CIEJ CHHPAaHe Ha JIeKapCTBOTO.

JledenneTo ¢ HUTPESHAUIHH PAIKO € CBBP3aHO ¢ YBEJMICHNE Ha celu(pHUHATE TePHOAPOOHH
ensuMy (ankanHa docdaraza w/mma SGOT, SGPT), koero or3ByqaBa Cliel] MPEYCTAHOBABANE Ha
JICTECHHETO.

Axo npu Bac ce cpewHam HedCenanu NEKAPCMOSHU PpeaKyuy, KOWMO HE Ca ORUCAHU 6
Hacmodwomo YKazauue 3a ynompeba, cwobweme moeéd, MO, HA JEKyawus JRexap uiu
dapmayesm.

Cpox Ha reJHOCT U CTAOHIHOCT:

Jarata ma w3TMYAaHE Ha CPOKA HA TOJHOCT € OTNEYaTaHa Ha OiucTepa W Ha KapTOHEHaTa
OTIAKOBKA.

He nsnonzpatiTe NeKapcTBEHUA TPOIYKT Clej Ta3y Aara!
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Kax TpsdBa a ce coxpanspa Nitrendipin AL 20?
Ja ce masu ot creTnmAal

H3roresiHe Ha HHMOPMANHATA
o1y, 2000

Jla ce cpXpaHaBa Ha MACTO, HEXOCTHIHO 3a Nexa!l
Apyra xo3upany opMA U rojieMHUHA Ha ONIAKOBKETE:
Nitrendipin AL 10 Hurpexmmma AJI 10

OpurrranHa onaxopka or 20 dunMupanu TadneTka
Opurananya onakoska ot 50 QuaMipany Tabnerkn

Opnrunansga orrakoska ot 100 gunMupany ra0nerku

Per. Ne ’
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