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1. UME HA JIEKAPCTBEHHA HPOAYKT

Knaputaze 5 mg/120 mg TabneTku ¢ yabkeHo ocBoOOM A
Clarinase 5 mg/120 mg prolonged-release tablets

2. KAYECTBEH 1 KOJIHUYECTBEH CbCTAB

Besika Tabnerka Knapunase ceanpxa 5 mg nopataguH (loratadine) v 120 mg ncepnoedeApHHOB
cyndar (pseudoephedrine sulfate).

IloMOLLHY BELIECTBA ¢ U3BECTHO ASHCTBHE: KOIMUECTBATA 3aXap0o3a M JIaKT032 MOHOXU/IPAT BLB BCAKA
TabneTKa ¢ yIBDKEHO AeicTBUE ca choTBeTHO 173,23 mg u 156,80 mg.

33 MbJHHUA CMUCHK HA MOMOLLHUTE BELLECTBA BHXTe Touka 6. 1.

3. JEKAPCTBEHA ®OPMA

Tabnerka ¢ yaABIKEHO OCBODOKAABAHE
benn, Kpbriv, IBOCHHOU3NBKHANH, OOBUTH U rltTaaku TabneTkH

4. KIMHUYHH JAHHHA
4.1 TepaneBTHYHH MOKAZAHHA

Knapunaze TabsieTky ca npeHa3Ha4eHH 3a JICYEHHUE HA CUMITTOMUTE Ha CE30HEH aIePrUueH PUHMT,
NMPHAPYXKEH OT HA3AIHA KOHTIECTHUA.

4.2 J103MpOBKA H HAYHH HA MMPUIIOKEHHE

[lepopajiiHO npHUIOKEHHE.

Ho3upoeka

Bb3pacTHU W Aeta HaR |2-roauiiya Bb3pacT:

EnHa Tabnerka Knapusase aBa nbTH AHEBHO, ¢ yawia Boaa. Tabnerkara TpabBa Aa ce MOrbJHE Lsina
(Oe3 pna ce crpuBa, 4ynu Wiy AnBue). TabneTkaTa MOXKe Ja ce MpHEMa HE3aBMCHMO OT [PHEMA Ha
XpaHa.

Knapuna3se He ce npenopbusa 3a ynotpeba npu aeua noj 12-roauiiiHa Bb3pacT, Nopaau JIKNCa Ha
JAHHH 3a D€30MacHOCT KW €MKACHOCT.

[IpoabXKHTENHOCTTA Ha NeYeHUeTo TpAOBA 1a € Bb3MOXKHO Hail-KpaTKa M To He OMBa na NpoAb/KABa
ciiesl udesBaHe Ha cumnroMuTe. Ilpenopbusa ce npoaAbMKHUTETHOCTTA HA JIGYEHHETO 4a CE OrpaHHuuu
no okono 10 auu, TbH KaTo AEHCTBUETO Ha MCEeBAOEPEAPHH NMPU XPOHHUHA ynDTpeGa MOKE J1a

Hamanee. Ciiea nocryuraHe Ha NoAoOPEHNe Ha KOHINECTUBHOTO ChbCTOSHUE HA NIUIraBH
AMXATENIHY TBTHULLA, aKO € HEOOXOAUMO, TEUEHUETO MOXKE J1a MPOABLIKH CaAMO C Jpp

KoMOUHMpaHHUAT NexkapCcTBEH NPOAYKT He TpabBa fAa ce NpUeMa OT MALUEHTH f

Bb3pacT, a CbILO U OT nauueHTH ¢ 6b0peuHa UK yepHoApoOHa H@ﬂ{JCTaT'b‘IH =
Tnit kaTO TORA € NPOAYKT ¢ PUKCHpaHA KOMOMHALIMA U TO3UTE He morar aa 6% ‘ i
TUTpUpaHu, Kitapunase obukHoBeHO TpaOBa fa ce U30Area npH NaUKEHTH C T



HAPYUICHHE U TTPU NAUMEHTH C TEXKKO OLOpeuHo HapyluieHue, nan 6bbpeuna TyOynHa aumaosa (Bx.
Touka 4.4).

4.3 IIporuBonokazaHus

Kitapuna3se Tabnerky ca NpoTUBONOKA3aHU NPH NMALIHEHTH CbC CBPBXUYBCTBHTETHOCT HITH
HAUOCUHKPA3Hd KbM HAKOCS OT CbCTABKUTE HA NPOAYKTA, [IOMOLLHHTE BELIECTBA UM KbM
ajipeHEePruyHu cybOCcTaHUMY,

[lopanu cpabpxanmeTo Ha ncesaoedenpu, Kitapunase tabaerky ca npoTHBONOKA3aHU Y NIPH
NaUHUEHTH Ha NeyeHHe ¢ HeoOpaTuM HHXUOUTOp Ha MoHOaMHHookcKHaa3aTa (MAOHW) nnu no Bpeme Ha
ABYCEAMHUYHUS NEPUOJ CJIE] NPEKPATIBAHE HA TOBA ICUEHHE, KAKTO H NPH NaUUEHTH, CTPaAaLlH OT:

® 3aKPHTOBIBJIHA IN1aYKOMa,

® PETCHLIHA HA YpUHATA,

® ChpACHHO-CBAOBH 3a00NABAHUS KATO UCXEMHUYHA DONECT KA ChPLIETO, TAXHAPHTMHS WU TEXKKA
apTepyanHa XUNepToHUY,

® XHNEPTHPEOUIHU3IBM,

® NpeaUllIeH XeMOparu4eH MO3bUYHO-CHAOB HHUKMACHT WKW HalTHuHe Ha (PaKkTOpPH, KOUTO MOrar jJa
YBEJIMYAT PUCKA OT XeMoparuyueH HHCynT. Toea ce AbJKY Ha anda-MUMETHUHOTO NEHCTBUE Ha
ncesgoeepyt, B KOMOHHALKMA ¢ APYrM Ba30OKOHCTPHUKTOPH KaTo OPOMOKPHIITHH, NEPTrOui,
JIN3YPHA, KADEProaviH, eproTaMuH, IUXHAPOCProTaMHH WIH BCEKH APYT REKOHTECTAHT,
M3IOJI3BAH KATO HAa3aIeH AEKOHIECTAHT, NMPUIOKEH MEPOPATHO HIIHM HAZAIHO
(penmwnnponaHonaMum, benunedpnH, edepuH, OKCUMETA30JIHH, Hada3oNHH).

e Texcka XMMEPTOHUSA WK HEKOHTPOJIMPAHA XUITEPTOHUS

e Texxko oCTpO HAM XPOHUUHO OBOpeuHo 3abonsaBaHe/ObLOpeUHa HETOCTATHYHOCT.
4.4 CnenuajJHH NpeAYNPEXIACHNH H NIPEeANA3HH MEPKH NPH ynorpeda
Jla He ce npeBHIIaBa NMPENOPBLUYMTENHATA /1033 H NPOABLIKUTENHOCTTA HAa TeYeHHeTo (BK. Touka 4.2).

[ipu nauneHTH Ha 60 U NoBeYe roAIMHU UMA NMO-roaIMa BEPOATHOCT CHMOATHKOMHUMETHLIMTE 1A
NMPeU3BUKAT HEXENAHHW NeKapCTBEHH peakuuy. [lopaan HepocTaTbuHKM AaHHM 3a BE€30MacHOCTTA U
e(pMKaCHOCTTA NMPH Ta3u rpyna naudeHTH MPenopbkH 3a J03MPOBKATA HE MOTraT Aa 6bAaT JaacHHM.
CnenoBaresiHO, KOMOMHHUPAHHUAT MPOAYKT He TpsaOsa Aa ce rnpuema oT nauveHTH Hag 60-roauiuHa
Bbh3pacT.

b1rOpeuHo nnu uepHoIpoOHO RapyLIEHHE: NOpaaHn HEAOCTATHYHHU IaHHHK 34 O€30NacHOCTTA H
e(pUKaCHOCTTA NPH NAUMEHTH C HapylleHa ObOpeyuHa uny yepHoApoOHa hyHKLMS NPENOPHKY 3a
NO3HPOBKATa He Morar aa Objar pageHd. CrnenoBaTtenHo KOMOUHHPAHUAT IPOAYKT He TpaOBa aa ce
npyuema oT NnauMeHTH ¢ Hapyluena 60peuHa unu yepHoapoOHa dyHKUMS.

[lauveHrute TpadBa ga 6baaT HHGOPMUPAHH, UE JIEHEHUETO TPAOBA 1a ce NPeKbCHE TIPH Cllyyau Ha
XHMEPTOHUA, TAXUKAPAKA, CbPUEOHEHE UK CbPJACUHA APHTMHUSA, T2JIEHE WU JAPYIH HEBPOJIOrHUYHH
Npu3HaUM (kaTo riaBobonue UK 3acHNBallo ¢e rnasodonue).

CHMNaTHKOMUMETHUHTE MOTaT Ja NPUYUHAT CHMITTOMY Ha LIEHTpa/Ha BL30Yda, ¢ KOHBYJICHU WIIH
ChpPACUYHO-CHAOB KOMANC, NPHAPYKEHH OT XHNOTOHKUA. €34 edeKTU MOFAT Aa Bb3HHKHAT ¢ NO-FOJIsAMA
BEpOATHOCT MPH €L, NALHUEHTH B CTAPYECKA Bb3PACT WK NpH Npeao3upane (Bx. Touka 4.9).

[ToBHLIEHO BHUMAHHE € HEOOXOAMMO MPU NALMEHTH, NPUEMALLH IUTHTAITMCOBH INIMKO3UAM, NALIMEHTH
CbhC CbPACUHH apUTMHH, XHITEPTOHKUA, aHAMHE3a 3a UHGAPKT Ha MHOKapAaa, avader, 00
BE3UKAJTHWA LEPBUKC WIK NPH aHAMHeE3a 3a OpoHXOocnazbM.

IloBrInEeHO BHHUMaAHHE € HEODXOAUMO U NPU NAUHEHTHU CbC CTEHO3HpALlta NENTH
NUIOPOAYOAEHANHA CTEHO3a U OOCTPYKLMSA HA BE3UKATHUA LEPRUKC.




[Tepopanuuat npuemM Ha ncesaoedepyH B NpenopbUUTE/HE 1032 MOXKE Ja NPEeAU3BHKa APYTH
CHUMNAaTHKOMUMETHUHH e(dEeKTH KaTO NOBHULIARAHE HA APTEPHATHOTO HANATaHE, TAXUKAPAUS KK
Bb30YHH NposiBH OT cTpaHa Ha LIHC.

He ce npenopbuBa eqHOBpeMeHHa ynotpedba Ha CHMNaTUKOMUMETULH U 00OpaTHMU
MAQO-nuxubutopi (kaTo ArMHe30/iua [HecenekTurer ] H Moktobemun [MAQO-A cenektuseH].

[loBH1IEHO BHUMAHKE € H606XOHHMO H IIPH NIABRUCHTH, JICKYBAHH C APYTH CUMIIATHKOMHUMCTHLH,
BKJTIOUBAIIH ACKOHTE€CTAHTH, NOTHCKAUIH aneTUTA NCHXOCTHMYJIAHTH, NTCHXOCTHMYNAHTH OT
ﬂMCbET&MHHDB THIl, AHTHXKIICPTCHIUBHH aIrCHTU, TPULHUKIHYHHH aHTHACHPCCAHTHA U APYTH
dHTHUXHUCTAMHHMH.

[loBuIeHO BHHMAHHE € HED6XO,HHMO H I1IpH NMALKHCHTH, KOHUTO Cd HA JICHCHHC C CProaJiIKa/10MIHH
BA3OKOHCTPHKTOPH.

KakTo npy BCUUKH IPYTH CTUMYJIAHTH Ha LIEHTPAJIHATA HEPBHA CUCTEMA, NPHEMBT Ha
ncesaoedeApUHOB CYA(AaT HOCH PUCK OT 310ynoTpeba. YBenvMuaBaHeTo Ha 103aTa MOXeE Aa AOBEAE A0
TOKCUYHOCT. [IpoabikurenHara ynorpeda Moxe 1a nNpeanu3BUKa Pa3BHTUE HA TOJEPAHTHOCT KbM
JIEKAPCTBEHNA IPOAYKT, KOATO A2 AOBEAE A0 NOBULLEH PUCK OT Npeao3upaHe. bbp3oTo
NpeyCTaHOBABAHE HA MTPHEMA MOXKE Aa J0BEAC A0 NOABA HA JENPECHBHH ChCTOAHHUA,

Ynorpebara Ha HHXATATOPHU XATOr€HUPAHW AHECTETHLIM NO BPEME HA JIEYEHHE ¢ HHAUPEKTHU
CUMIMATUKOMHUMETHYHH areéHTH MOXE Aa A0BE/E 10 OCTPa NEPAONEPATHBHA XUTIEPTOHMUS.
(CnenoBaTtenHo, ako € NpeBWACHa XHPYPruiHa UHTEPBEHLUKA, 3a NPEANOYHTAHE € JIEYeHHETO Ja Obae
CNpRHO 24 yaca npean aHecTe3uATa.

CnoptucTtuTte TpabdBa na Obaat HHPOPMUpPaAHHU, Ye NpHeMbT Ha ncesaoedeApHH MOXKe Ja JoBede 10
NMOJIOYKUTE/THH PE3YNTATH MTPU JONMUHT-TECTOBE.

To3n nexkapcTBeH NPOAYKT CbABLPXA J1AKTO3a U 3aXapo3a. ETo 3a110 NALKEHTHUTE ¢ pefIKH
Hac/neACTBEHHU NpodIEMH KaTO HEMOHOCUMOCT KbM (DpyKTO3a, ranakrosa, Jlan-nakrazeH nedyumT,
MKOKO30-ranakTo3Ha Manadcopbims uan 3axapaso-M30ManTasHa HeJIOCTATBYHOCT He Tpabsa Aa
MpUeMarT TOBA JIEKAPCTRO.

[lpuembT Ha Knapunase TpaOsa na Obae npeycranosed noxe 48 yaca npein M3BbPILBAHE HA

ACPMATONIONHYHH TCCTOBEC 34 JUATHOCTHULHHPAHE Ha aJICPIriy, TbH KAaTO aHTUXUCTAMUHUTE MOraT Jd
npcaoTspaTAT Ui Ja OTCAA0AT NONOKUTETHHUTE PCAKUHHA KbM ﬂpﬂﬁHTB 3d KOXHa PCAKTHBHOCT.

CUHAPOM Ha 3aiHa o0paTtvmMa eHuedanonatua (posterior reversible encephalopathy syndrome, PRES)
U CUHAPOM Ha oOpartuMa uepebpaliHa BazokoHcTpHKUMA (reversible cerebral vasoconstriction
syndrome, RCVS)

Covobwenu ca cnyuan Ha PRES n RCVS npu ynotpeba Ha npoaykTi, chabpkally rceBgoedeapyH
(BK. Touka 4.8). PUCKBT € NOBULLEH NMPH NAUMEHTH C TEKKA UM HEKOHTPOAUPaHa XUTNIEPTOHUS WK C
TEKKO OCTPO HIH XpoHHW4HO 0B0peuHo 3abongaBane/6bOpetHa HeaoCTaTHYHOCT (BXK. Touka 4.3).
[TpuemsbT Ha nceBaoedenprH TpadBa 1a ce NPeyCcTaHOBMU M Aa C€ MOThPCH He3abaBHO JeKapcka
NOMOLL], aKO C€ MOABAT CJSAHHUTE CUMNTOMMU: BHE3AMHO CUNIHO N1aBo0OIHE WUNH ,,IPbMOTEBUYHO
riiapobosnde, raaeHe, NOBpslYaHe, 00bPKAHOCT, MEPUOBE H/UTH HapyLIEeHHa Ha 3peHueTo. [loseueTo
cpobuenn cnyyar Ha PRES v RCVS otiiymsasar cnea npeycraHoeaBaHe Ha ynotpebarta u
NOAXOAALO IEUEHHE,

TexKH KOKHH peakIiHuu

[Tpu ynotpeda Ha NpoayKTH, ChAbPKALIK NceBAoeeAPHH MOTAT Ja HACTBINAT T
pPeaKkliy, KaTO OCTpa reHepanu3upaHa eK3aHTeMaTo3Ha ycTyo3a (acute gener
pustulosis, AGEP). To3u ocTbp nycTynio3eH oOpuB MOXKE 1a C€ NOABH B paMKY
JIEYEHHETO, C MMOBULLEHA TEMNEPATYPa U MHOrOOPOHHH Manku, NpeauMHO Hed
Bb3HUKBALM BbPXY OOLLIUPEH €AEMaTO3EH EPUTEM M JIOKANU3UPAKK FJIaBHO B K



TOpCa U FOPHUTE KpaHUUM. [TauueHTHTE TpaOBRa Na ce HADNOAaBAT BHUMATENHO. AKO CE MOABAT
NPA3HALUU M CUMNTOMH KaTO MUPEKCHSA, EPUTEM WKW MHOXKECTBO MaKU NYCTY/H, NPHUIOKEHHETO Ha
KnapuHase TpabBa na ce npeycTaHoBH U ako € HeOOX0ANMO, Ja C€ B3eMaT MOAXOAALLN MEPKH

HNexeMHYEeH KOJIHT

CboOUIEHH ca cityuad Ha UCXEMUUEH KOJUT Mnpu ynotpeba Ha nceBaoedeapuH. AKO ce pa3BUe
BHE3aMHa kopeMHa 00MKa, peKTalHO KbPBEHE UK APYTH CHMITOMH Ha HCXEMHUYEH KOJIHT,
JIEYEHUETO ¢ NceBaoedenprH TpsOBa 1a Ce NPEYCTaHOBH H Ja C€ NOTbPCH KOHCY/ITAlUA C JIEKap.

HcxemMHyHA ONTHYHA HEBPONATHSA

[Tonyuenn ca cbobuieHKns 3a ciydyad Ha ICXEMHYHA ONTHYHA HEBPONATHUA NpH NcepaoedepyH.
[lcespoedenpun TpsabBa ga ce npekpaTu, ako ce NOSBYU BHe3anHa 3aryda Ha 3peHHe WK HamalieHHe Ha
3PUTENIHATA OCTPOTA, KaTO CKOTOMA.

4.5 B3anmojei#cTBHE ¢ APYIH JieKAPCTBEHH NPOAYKTH H APYrH ¢dopMH HA B3aHMoaeHCTBHE

EAHOBpEMEHHHAT NPUEM HA IOPATAANH C aNKOXON HAMA MOTeHLUpatl epexT, KoeTo € OMno
YCTAHOBEHO 4pe3 NCUXOMOTOPHH H3C/IeBaHUA.

CYP3A4 n CYP2D6 nuxnbutopy yBenu4apaT eKCno3MUMATA HA IOpaTaAuH U JecnopaTaaunH.
Bbnpeku ToBa nopaau WWHPOKUA TepareBTH4YEH MHAEKC HA JIOpaTaauH, HE CJIeBa Na C& OYaKBAT
KJIMHHYHO 3HAYMMH B3aUMOAEHCTBHA U TaKHUBa He ca Outu HabmogaBaHu 1o BpeMe Ha €IHOBPEMEHEH
NPUEM Ha EPUTPOMHULIUH, KETOKOHA3Z0 U UUMETHAUH NPY [IPOBEACHUTE KIIMHHHYHU NMPOyUYBaHHUA {BX.
TO4Ka 5.2).

Eanospemennara ynorpeba Ha MAQO-uuxnburopu (odpatumu nim HeoOpaTUMH) H
CHMNATHKOMHMETHLIM MOXE 1a NPUYHUHN KPUTH4HHO NOBULIABAHE HA KPBLBHOTO HANAraHe.

CuMnNaTHKOMHUMETH LHHUTC MOXKE 14 HAMAJTAT ECIJeKT& Hd aHTHXHIICPTEHIUBHHUTE JICKADCTBA.

He ce npenopbusaT KOMOUHALIHH C:
- OpOMOKPHITHH, KaGeprosauH, NM3ypuil, NEProinu: PUCK OT BA30KOHCTPHKLMS H MMOBULLIABAHE
Ha apTEPUATHOTO HaNsATaHe.

- ANXUAPOEPrOTAMMH, EProTaMMH, METHIEPrOMEPTHH: PUCK OT Ba3OKOHCTPUKIIUS U
NOBHILABAHE HA apTEPHUAIIHOTO HangraHe.

- obpatum(u) u HeobpatumM(n) MAQO-UHXHOUTOP(K): PUCK OT BAa30KOHCTPHKLHA M MOBHLLUABAHE
Ha apTEepHANHOTO HanAraHe.

- APYrH Ba30KOHCTPUKTOPHY areHTH, U3Nos3BaHy KaTo Ha3ajlHK JEeKOHIeCTAHTH, NPHII0MKEHH
NepopasTHO WK HazalHo (deHnnnponaHonaMun, peuunedpun, edeapuH, OKCMMETAZOIUH,
Ha(da30IHH...): PUCK OT BA30KOHCTPUKLIMAL.

AHTHALMANTE YBenn4dasaT abcopbumsta na ncesaoedheapHHOB cyadaT, KAONMUHBT 1 HaMalsBa.
4.6 depTHIANTET, DPEMEHHOCT H KbpMeHe

bpemeHHOCT
HM3cneaeaHusaTa Bbpxy )XMBOTHH HE Ca MOKA3aNM TEPATOreHeH €ekT HUTO Ha Nopar
KoMOHHalMaTa OT JlopaTaauH U ncesnoedeapuH. bezonacHocTTa Npu ynotpedara
BpeMe Ha OPEMEHHOCT HE € YCTAHOBCHA; BbIIPEKH TOBA, OMUTBT MIPH rofsm 6pot
OpeMEHHOCT C €KCNO3HLHMS HA IEKAPCTBOTO, HE MOKAa3Ba MOBUIUARAHE YECTOTAT
CpaBHEHHE ¢ 0011aTa nonynauus.




IToHexe NpoyuBaHUATA BbPXY PENPOAYKUUATA NPH KUBOTHU HEBUHATU MOTaT Aa PEABUIAT
OTrOBOpa NPK XOPa, U NPEABU Ba30KOHCTPUKTOPHUTE CBOHCTBA Ha rncesaoedeapyH, KnapuHase He
OuBa pa ce npuema nNo BpeMe Ha OpeMEHHOCT.

KupMene

JlopaTtaaun ¥ ncepaoedeapHH ce eKCKpeTupar B kbpmarta. [Ipu ynortpeba Ha ncesaoedepuH HMa
CLOOIUEHNS 3a CyUYad Ha HaMaliCHa NpOdYKLUHMS Ha MISKO npy KkbpMmaukd. CrneaoarenHo Knapuuase
He TpaOBa /1a Ce MPUEMa OT KbPMELLUH KEHH.

4.7 EdexTH BLpXY cnocoOHOCTTA 32 I10PHPANHE H paboTa ¢ MALIMHH

B npenopbunTenHara ao3a nopatanvH U ficesacedepiH He C€ O4aKBa Ja NMOBJHAAT CMOCOOHOCTTA 33
IoprpaHe uny pabora ¢ MalllMHU,

[To Bpeme Ha KIMHUYHM MPOYYBAHMSA, NPH KOWTO € M3CIeABaHa cnocoOHOCTTA 3a odupaHe npy
NPHEM Ha JIOpatalivH, He ca Oy HabAKAaBaHK HUKAKBH HapyWIeHUs. Benpeku ToBa, MHOrO pAKO,
ce Cb0OOILLABa 3a ChHJIMBOCT, KOATO MOXE 1a NOBJUAE cocoBHOCTTA 3a 1odupaHe U paboTa ¢
MALLMHH.

He cnensa ga ce ouaksa HeONarornpUATHO NOBIUABAHE HA NCHXOMOTOPHKATA OT NCeBAOEPEIPUHOR
cyJidar.

4.8 HexenaHu neKapcTBeHH peaKklHH

HexelaHH peakuuH OT KJIHHHYHH NPoy4YBaHHd ¢ S mg/120 mg tabieTKu ¢ YAbBIKEHO
0CBODOXKIABANE, 32 KOMTO Ce CLOOIIABA NO-4€CTO OTKOJKOTO NPH N1anedo
MHOro uectu (> 1/10); uectu (> 1/100, < 1/10); neuectu (> 1/1000, < 1/100);
peaku (> 1/10 000, < 1/1 000); mHoro peaku (< 1/10 000)

Hapymenna B MeTa00H3MA H B XPAHEHETO
YecTtu: Kaxna

IlcnxuyHy HApYHIEHHS

Yectn: HepBHoCT, CLHIMBOCT, AenpecHs, 6€3nokolcTBo,
aHOPEKCHS

MHoro yecru: be3cbHue

Hapymenus Ha HepBHATA CHCTEMA

HeuecTtn: OO0BLPKAHOCT, TPEMOP, MOBUIIEHO NOTEHE, TOTIH
BbJIHH, IPOMAHA Ha BKyca

YecTu: 3amMasHOCT

C HEeM3BeCTHA 4ECTOTA! CuHApOM Ha 3aaHa obpaTuma eHuUedanonaTus

(PRES) (Bx. Touka 4.4)
CuHapom Ha obpaTuMa UepebpaliHa
Ba30KOHCTpHKIUA (RCVS) (Bx. Touka 4.4)

HapyuwieHns HA oUHTE

HeuecTu: Chj3eHe

HapymeHnus Ha yXoTo 4 JaObHpHHTA

HeuecTu: Lllym B yurure

Copaevnn HAPYIICHNUS

HeuecTu: Cupuecbuene
Hecrn: Taxukapaus

PecnupaTopHHu, IpbLAHY H MEIHACTHHAJIHH

HAPYUICHHA

HeuecTu: Ernucrakcuc

YecTu: MAPHUHTUT, PUHUT

CroManmHO-4YpeBHH HAPYIIEHHSA
YecTh: 3anek, raaeHe, cyxoT




Hapyniesnus HA KOXKATA H NOAK0XKHATA ThKAH
HeuecTy;

Copbex

HapymeHus Ha 0B0peiuTe H NMKOYHHTE
NbLTHINA

Heuectn: HecTo ypHHHUpaHe W HapyLIEHUs! B YPUHHPAHETO
O0mn Hapymenus
YecrTu: [ mapoOonme, ymopa

HpyFry HexenaHu peakuuy, 3a KOUTO € O1Mno chodUIABAHO MHOTO PAAKO B NOCTMAPKETHHTOBUA

MepUO, Ca ONUCAHK B cligaHara Tabamua.

O0mu Hapymenns

PeakiiMn Ha CBpbXUYBCTBHUTEAHOCT (KaTo
aHaAPHIIAKTUYHH peaxluy, OOpUB, ypTHKApHS U
AHTUOEIEM)

HapymeHns Ha HepBHATA CHCTEMA

CBETOBBLPTENK, 'bPUOBE

CbpaedHH HAPYHIEHHA

Copacuna apuTmus

CbA0OBH HApYIIEHHS

XHNEePTOHUS

PecnupaTopHu, TpbAHY H MeIHACTHHAIHY

Katwnnna, OpoHxocnassm
HAPYUWICHHA

XenaToOHIHAPHH HAPYIIEHHS Hapywiena yeproapodHa PyHKLMS

HapymeHHs Ha KOXKATA H IIOAKOKHATA THKAH Anoneuus

Hapyuiennst Ha 0b0peunTe H MHKOYMHHTE

3
e a/lbp>KaHE HA YpUHA

C Hen3BecTHA 4ecToTa:

Hicienpannng Y BenueHo Terno

TexkH KOXHH peakunu, BIJIIOUHTENTHO OCTpa

reHepajin3upaHa eK3aHTeMaTo3Ha MyCcTyJ 1034
(AGEP)

HapynieHHs HA KOXKATA H NOAKOKHATA ThHKAH

CroManiHoO-9YpeBHH HAPYIIEHHS
HcxemuueH KOnuT

HapymeHns Ha ouuTe
McxemMuuHa onTHYHA HEBPONATHS

Hpyru HeKenaHu peakuH caMo 3a JIOpaTallub, 3a KOUTO € OHUII0 ChbODLIEHO B KIWHHYHY TTPOYyYBaAHUA
W NO BpeMe HA NOCTMAPKETHHIOBMSA NEPUO/I, Ca YBEIIMYABAHE HA aneTuTa, OOPHBH U racTpHT.

Ynorpebara Ha nceBAcePEAPUH Ce CRBP3Ba ¢ NOBHUWIEH CbPACHEH PUTHM U NOBHILIEHO KPBBHO
HaJIAraHe.

CrobuiaBaHe Ha NMOAQ3IUPAHU HEXKENaHU DEAKLIMH

CrobuaBaHeTo Ha NOAO3HPAHU HEXKENIAHW PeakLMK Clle/l pa3peluaBaHe 3a ynorpeda Ha NeKapCTBeHUS
MPOAYKT € BaXHO. 1 0Ba NO3BoIsARA Aa NPOABLIXKH HADNIOAEHHETO HA CLOTHOLEHHETO MON3a/PUCK 34
NEKAPCTBEHUA MPOAYKT. OT MEAULIMHCKUTE CNELHAIUCTH C€ U3UCKRA 1a ChOOLLIaBaT BCAKA
MOA03MPpaHa HEXEJIAHA peakuus 4pe3

H3nbaHuTeNIHa areHuus no JekapcTBara

yi. ,,Jamau ['pyeB” Ne 8

1303 Codusa, Ten.: +35928903417
yebcaidT: www.bda.bg.

4.9 Ilpeaozupane




CUMNTOMMTE Ha NpeaO3HPaHE Ca OCHOBHO OT CHMNATUKOMHMMETHYUEH XapaKTep, ¢ H3KJIYEHHE HA
cnabaTa cenauns, KOATO MOXKE NPEIM3BUKA T0PaTallHH, KOraTo € NPHET B MHOTOKPATHO MO-TOIMa
A03a OT npenopbunTenHata, CUMATOMKHTE MOrar ia Bapupar OT ACNPEeCHBHU NPOSBY OT CTpaHa Ha
LIHC (cenaums, anHes, NOHWXKEHA KOHUSHTPAaLUA, LHAHO3a, KOMA, KapJAMOBACKYJIAPEH KOMANC) No
pb30yaacnane Ha LIHC (OeschHue, xamourHauMu, TpeMop Wik rbpuyoBe) M eBeHTYyanHa cMbpT. J]pyru
MPU3HALK U CUMITTOMM MOTaT aa 6baaT: rinasobonune, TpeBOXKHOCT, 3aTPYIHEHUS NPH YPHHUpAHE,
MYCKYJIHa ¢1abocT UnM HanpernaTtocTt, eydopus, Bb30yaa, pecriupaTopHa HEAOCTATLYHOCT, ChpAeYHa
apuUTMUA, TaXUKApAUA, CbpUeOHEHe, Xaxa, U3NOTsABaHE, rajieHe, NosphilaHe, Hoska B obnacrra Ha
CbPLETO, CBETOBBLPTENK, WIYM B YILIWTE, aTAKCUS, 3aMbIJIEHO BUXKAAHE, XUINEPTOHHUS UIIH XUMTOTOHHUS.
B136ynaTa Ha LIHC ¢ Bp3moxkHa 0cobeHO Npu Agua, KaTo ce npossaBa ¢ aTpOnHHONOA00HN
CUMIMTOMM (CYXOTa B yCTaTa, HEMOABWXXHU U pasLLIMPEHU 3€HULIN, 3aUSpPBsARAHE, XUITIEPTEPMHUS H
CTOMALIHO-4YpE€BHU CUMITTOMH). [1pK HAkOM MalMeHTH MOTaT Aa ce Ha00AaBaT TOKCHUHH NICHXO3HU C
ACTHO3UH UK XaTOLUHALMH.

JleueHue: B cnyuait Ha npenosvpaHe ce npenopbysa He3abaBHO CHMNTOMATHYHO K NOAIBPIKALILO
JICYEHHE, KOETO NpOAbIKABa A0KATO € Heobdxoaumo. Moxxe na ce npueMe akTUBEH BBIJICH, PA3TBOPEH
BbB BOJA, KOMTO [1a aICOpOHpa OCTaHAIMA B CTOMAXa JIEKAPCTBEH NPOAYKT. [la ce U3BbpLiMu NpoMHBKA
Ha cTOMaxa ¢ Gy3HONOrHUYEH pasTBop, ocobeHo npu aeua. lipu Bb3pacTHU MOXKE 1a CE U3NON3BA
obukHoBeHa Boaa. I'lpeau Beska ciensaunia mpoMuBka TpAOBa 1a ce OTCTPaHH KOJIKOTO € Bh3MOXKHO
NOBEYe OT NPHETOTO KONMUYECTBO. JIopaTaauH HE Ce CIMMUHHMPA YPE3 XEMOUAH3A U HE € H3BECTHO
1any Moxe Aa Objie eNMMHUHUpaH Ype3 NnepyMToHeanHa auanusa. Cnea cnelHoTo JIEYEHHE NalUeHThT
TpaOBa na OCTaHe MO/ JeKapcKo HabNoaeHHE.

JleueHueTo Ha npeao3upaHe ¢ ncepaoedeapmH € CMMNTOMaTHUHO ¥ noaaspxkaiuo. He TpsOGBa na ce
M3N0J13BaT CTUMYNAHTH (AaHANENTHLIK). XUNEPTOHUATA MOXE Aa CE KOHTposiupa ¢ anda-6nokepu, a
TaxuKapauaTa ¢ OeTa-0iokepH. 3a KOHTPOJ Ha I'bPUOBETE MOraT Aa Obaat U3nonaisaHu 6apOUTYpaTH ¢
KpaTko BeUCTBye, AHazenam uiu napanaexua. [lpu xuneprepmus, ocobeHo npu aena, Aa ce UInonisa
K'bpRa, HAMoEeHa ¢ Xaaka BOAa WK XUNOTEepMHa 3aBrBKa (oaeano). [lpu anned, nauueHTUTE Ce
I0/U1araT Ha U3KYCTBEHO AMLIAHE.

5. ®APMAKOJOTHYHHU CBOUCTBA

3.1 dapmMakoIHHAMHYHH CBOICTBA

(PapmakorepanesTduHa rpyna; Hi-autaronunceru, ATC koa: RO6AX13.
(PapmakoTepaneBTHMHA rpyna: HazanHu nekoHrectadTH 3a crcremHa ynotpeba, ATC koa: ROIBAS2.

(dapmakonnHaMmukata Ha KnapuHase tabneTku € AUPEKTHO CBbP3aHa ¢ Ta3W HA HETOBUTE ChCTABKH.

JlopaTaguu € TPUHLUUKANUEH AHTHXHCTAMUH, AEWCTBAL CENIEKTUBHO BbpXy H-nepudepHuTe
peuenTopy. JlopaTaauH He OKa3Ba 3HaAUMMO BaUsHUE BHLPXY Ho.peuentopure. Toil He nHxubypa
3aXBalldHETO HA HOpaapeHallH U MPAKTHYECKH HAMA HUKAKBO JeHCTBUE BbPXY CbPACHHO-ChAOBHTE
(hYHKUMH WK BbPXY MPOBOAHATA CHCTEMA HA CHPUETO.

[1py nosedeTo NaLMEHTH NOPATAaAUH HE OKa3Ba KIIMHUYHO 3HAUYMM CEAaTHBEH WM AHTHXOIUHEPIHYEH
e(peKT, Koraro ce npuemMa B NpenopbLUKTENHATA N034.

[1o Bpeme Ha ABAroCpOHHO JIeYeHHE HAMa OTOSA3aHN KIIMHKYHO 3HAYMMU U3MEHEHHUA BHB BUTAJTHUTE
(hyHKLHH, 1aDOPATOPHUTE CTONHOCTH, KNIMHUYHKTE NPErJIEH WK EJEKTPOKADAUOTPAMUTE,

[lcesnoedenpunoBuar cyndar (d-uzoedeaprHoB cyidar) € CHMNAaTHKOMHUMETH

Ol-MUMETHYHO, OTKOJIKOTO [3-MHUMeTHUYHO aeicTeue. Criel nepopaiHo NPUiokKe
ncesaoeheApHHOBHAT CyN(aT OCUrypsiBa Ra3aCH ACKOHTECTUBEH e(eKT nop
BA30KOHCTPUKTOPHO ACHCTBHE. TOH HMa HENpPAK CUMMATHKOMUMETHUEH edek
OCHOBHO Ha OcBODOK1aBaHe HA aIpeHEPruiHK MEQHATOPH OT MOCTraHTTIHOHA
OKOHUYAHHKA.



5.2 @MdapMaAaKOKHHETHYHH CBOHCTBA

JlopataguH: Crnea nepopajHO NpUaoKeHHe JiopataguH ce abcopbupa 6bp30 1 nobpe, v npeThpngea
3HaYMTENEeH ¢(PEKT HA MbpBO NpeMyHaBane (first-pass) npe3 uepHus 1pod, OCHOBHO upe3
meTabonusupane ot CYP3A4 u CYP2D6. OcHoBHuAT MeTabonuT aecnoparaauu (DL) e
(hapMaKkoJIOrHUHO AKTUREH W OTIOBap 3a rojigsMa 4acT OT KIMHHYHHA edekT. MakcumanHaTa
nnasMmeHa KoHueHTpauma (Inax) Ha nopatanuH M Ha DL ce nocturar ¢choTeeTHO Mexay 1-1,5 yaca
1,5-3,7 vaca cnep npuema.

tlo Bpeme Ha KOHTPOJIUPAHH KIMHUYHHK NPOYYBaHKWA € OMN0 YCTAHOBEHO MOBUILIABAHE Ha ITa3MEHaTa
KOHUEHTPAaLUKs HA TOPaTaHH [IPHU €EAHOBPEMEHEH NPHUEM C KETOKOHA30/1, CPUTPOMHULIUH WM
LIUMETHAMH, HO 0€3 KITMHUYHO 3HAYMMH NOCAEACTBUA (BKIKOUUTETHO €NeKTpoKapanorpadceki).

JHoparanuH ce cebp3sa B 3HauuTenHa crenet (97 % po 99 %), a akTuBRUAT My MeTaboJIUT B yMepeHa
creneH (73 % no 76 %) ¢ nna3MeHUTE NPOTEHHH.

[Ipn 3npaBu noOpoBONLM NMOAYKUBOTHT Ha pasnNpeaAcNeHUE B NJ43MAaTa HA IopaTaadH U HErOBHA
aKTUBEH MeTaboNMT € CLOTBETHO OO0 1 K 2 yaca. CpeqHUAT NONYKUBOT HA €JTHMUHHUPAHE €
8,4 uaca (B pamkuTe Ha 3 10 20 4aca) 3a nopatagmnH ¥ 28 yaca (B paMkuTe Ha 8,8 10 92 yaca) 3a
AKTHBHUA MeTaDOUT.

[Ipnbauzurenno 40% ot go3ara ce exkckpeTHpa B ypuHaTa H 42% BB deneca 3a nepuoa ot 10 guu,
OCHOBHO MoJ, popmara Ha cBbp3aHu Metabonurn. [pubauzurenno 27% oT no3arta ce ENMMHUHHPAT C
ypHuHarta rno BpeMe Ha nbpeuTe 24 yaca. [lo-manko ot 1 % ot akTMBHaTa cyHCcTaHLMs ce eKCKpeTHpa
HENPOMEHEHa B akTUBHA (popmMa Karto Jiopatanud unn DCL.

[lapameTpuTe Ha OMOHAJIMUYHOCT Ha JIopaTajuH U HErOBUS aKTHBEH METabONUT ca R0303aBHCHMM.

DapMakOKUHETHUHHUAT NPOPHN HA opaTanH W HEroBuTe MeTaboMUTH ¢ NoA0OEH NpPU 34paBH
A00pOBOALM B 3pAJia U B HANPEAHAJIA Bb3PACT.

I1py naumneHTH ¢ XxpoHnuHa ObOpeuHa HeaOCTAaTBUYHOCT, KakTo 1noilra nog kpueata (AUC), Taka u
MAKCUMATHATA NjasMeHa KOHUEHTpaUus (Cmax) HA A0paTauH U HETOBUA MeTabonuT ca Ounu ¢ no-
BUCOKH CTOWHOCTH, OTKONKOTO NPH NALMEHTHTE ¢ HOpMaliHa 6bbpeuHa pyHkuus. CpeaHUAT
[MONY>XHUBOT Ha EIMMHUHUPAHE Ha NOpPaTaAxH W HETOBUA METADOMNUT He ca UMaJTH 3HAYMMAa pa3iHKa
CNpAMO TE3M NPH 3PaBH NALUMEHTH. XEMOAUHANIM3ATA HE OKa3Ba €PeKT BbpPXY (PapMaKOKHHETHUYHHTE
CBOMCTBA HA NOpaTaJAMH U HETOBUS aKTHBEH MeTabONUT NMPH NALMEHTH ¢ XpoHH4HA 6bOpeuHa
HEJ0CTaTbYHOCT.

[1py naumeHTH ¢ XpOHHUHO ANIKOXOJIHO YepHoaApobHO yBpexxaaHe, AUC v MakcHMasiHaTa ra3MeHa
kKoHUEHTpauHs (Cmac} Ha JTIOpAaTaguH ca OWNKW IBYKPATHO MO-BUCOKH, J0KATO (DapMAKOKHHETHUHHST
NpogMn Ha AKTUBHHUA METADONUT He € Oun 0coDEHO NPOMEHEH, B CPABHEHHE C TO3W HA MALMEHTUTE C
HOpmanHa yepHoapobHa @yHkuus. [TonyXHBOTHT Ha ENUMHUHKPaAHE HA 1OPATaJHH U HETOBUR
MeTabonuT ca dunn croTBETHO 24 yaca U 37 vaca, M ca ce€ YBE/IMYABAIM NapaNenHo ¢ TEKECTTa Ha
YEPHOAPOOHOTO YBPEKIAHE.

HDPHTH,H,HH M HErOBHUAT aKTHBEH MeTabONUT ce CKCKPCTHPAT B KbpMarTa.

[lcernoedeapunos cyndar: Cren nepopanto npunoxeHue, ncepaoedenpuHos cyndar ce abecopbupa
Obp30 ¥ M3uANo. JJeHCTBHETO My KATO JEKOHTECTAHT CE M3sABABA B paMxuTe Ha 30 MMHYTU NpH A03a

ot 60 mg v npoawmkasa okosno 4-6 yaca. [IcepnoedenpuHoB cyiidaT npeTbpnaBa HEMLISH-
dyepHoaApoOeR MeTabOoNM3bM upe3 N-aeMeTHIMpaHe /10 HEAKTHBEH MeTabOoNHT.

[Tony»XHBOTBLT Ha eNUMHUHUPaHE 11py xopa ¢ pH Ha ypuHarta oxono 6 ¢ B paMKH
AKTHBHATA CHCTABKA H HEHHUAT MeTabONUT ce eKCkpeTUpaT B ypyHaTa, 55-7
EKCKpETHpAT HENpPoMeHEeHU. B kucena yprHa (pH 5) ekckpeuudsTa ce yckops
Ha ACHCTBHUETO Hamangsa. B cnyvail Ha ankann3UpaHe Ha ypUHaTa ¢€ H3BbpIU




[Ipeanonara ce, ue ncepgoedeapnH NpeMUHaBa rpe3 nialeHTaTa i NPOoHKKBA B XemaToeHuedanHaTa
Dapuepa.

AKTUBHOTO BEUISCTBO CE CKCKPCTHpPA B KbpMaTa.

EaHOBpeMEHHHUAT NpUEM Ha XpaHa MOXE 02 YBEJTMYH KONUUECTBOTO abcopbupan noparaauH, Ho Ges
KJTMHU4YHO 3HaUMMHM pe3ynTaTy. Toea He ce Habnroaasa npy NcepaoedhepHH.

3.3 [Ipeaxkanuu4HH JaHHY 32 De30MacHOCT

HexJTMHHYHWTE JaHHM 32 JIOpaTaiMH HE MOKazBaT 0coDEH pUCK 3a Xopa Ha OaszaTa Ha
KOHBEHLIMOHAIHNUTE (hapMaKONOTHYHH NPOyHBaHHUa 3a H€30NMacHOCT, NPOYYBAHKUSA 38 TOKCUYHOCT NPH
MHOIOKpPaTHO NpHAaraHe, rEHOTOKCHYHOCT, KAPLUKHOTEHEH MOTeHUMan, penpoayKTUBHA TOKCHYHOCT H
TOKCHYHOCT 34 Pa3BHTHETO.

ToxcuunocT Ha komOuHauusTa: [Ipu npoy4BaHHUs ¢ BACOKM W MHOTOKPATHH J03H, KOMOHHaUUATA
noparaaun/ncesaoe@epuHOB cysidar e nokasana ciabda TokcuyHoct. KomOuHatpaTa He e Ouna
N0-TOKCHYHA OT BCAKA OT OTAE/IHUTE CH CbCTaBKH B3€TH MOOTACTHO, a HabN0aaBaHnTe eheKTH ca
Ounn Hali-Beue CBbPaHU C NceBaOSPEAPHH.

TepatoreHnoct, MyrareHesa M kaHueporeHesa: Bh3 0OCHOBA Ha HAJIMYHMTE JaHHU, NOPATaANH HE €
TEPATOrEHEH M HE NPEACTABIARA MYTAr€HEH UNH KAHLEPOTEHEH PUCK 33 NMALUEHTHUTE.

1o cbuus nauvH, ncepaoeeAprH cyndar He ce CUMTA 38 TEPATOMEHEH, MyTAreHEH HUITH
KaHLEPOFreHeH.

[1pu npoyuBaHHs 3a penpoAyYKTHBHA TOKCUYHOCT Ha JlopaTaauH He € Oun HadmoaaBas TEPATOreHEH
epexT. Bonpexu tosa, npy nnasmeHd HuBa (AUC) 10 mbTH NO-BUCOKU OT TEPANEBTHUHUTE, ca OHIH
HabNt0AaBaHH NO-MIPOALIAKHUTENHO PKAAHE YU HAMAJIEHA XKU3HECTIOCOOHOCT Ha MOKONEHHETO NPH
N1BLXOBE.

[ Ipy mpoyuBaH#ts 3a penpoaAyKTHBHA TOKCHYHOCT, koMOuHauusTa noparanun/ncepaoedenprH He €
Ouia2 TepaToreHRra, KOraro € Ouna npunarasa no nNepopajeH MbT NPH ILXOBE B JO3H A0

150 mg/kg/nen (30 mbTH noBeye oT npeanoKeHaTa TepaneBTHYHA 1034a) U OT 33l NpH 03K,
aocrurai 1o 120 mg/kg/aen (24 mbTh NnoBede oT NpeAI0KEHATA TEPANEBTHUHA 1034).

6. ®OAPMAIEBTHYHMU JAHHU

6.1 CnHucbK HA NOMOLIHHTE BelleCTRA

HAapo:

JlakTo3a

[1APEBUYHO HUILECTE
NOBUJIOH

MarHe3UeB cTeapar

O0BHBKA:

AkKaums

kanuues cyadar, 6e3BoacH
KanuKheB cyadar auxuapar
KapHayOCKH BOCHK
MUKPOKpHCTallHa LeTy103a
0JIEMHOBA KMCE/IMHA
3axapo3a

TaJIK

TUTAHOB JUOKCH]




0sJ1 BOCBK

KONOGOH

npaxoobpa3sed canyH, Ha pacTHTENHa OCHOBA

3€UH

6.2 HechrBMECTHMOCTH

Henpuiiokumo.

6.3 Cpok naroagHocr

3 ropuHM

6.4 ChneunandHyn yC10BHR HA CbXPAHEHHE

Ja ce cbxpansasa nog 25°C,

Jla ce cbXpaHsBa B OpUrHHAaNHATA OMAKOBKA, 3a Aa C€ NPEeAna3u OT BJara.

Jla He ce 3ampa3ssba.

6.5 Bua B chABLpKAHHE Ha 0NAKOBKATA

baucrepwT ce cwerou ot Tpucnoito PA/AI/PE donuo (PE B koHTaKT ¢ npoayKTa), 3ane4aTaHo ¢
PE/Al dosnuo (PE B xoHTaKT ¢ nnpoaykTa). bavctepbT € MOCTaBEH B KAPTOHEHA KYTHS U ChIbPKa

10 TabneTKH.

6.6 CneuHansHH NpeanasHy MEePKH NPH H3XBbpJfAHe
Hama cnenuaiii H3HCKBaHHUs.

Hen3snonssaHusaT NekapcTBEH NPOAYKT KAY OTNAXbYHUTE MATEPHANY OT HETO TPAOBA /14 C€ W3XBBLPAAT
B ChOTBETCTBHE C MECTHUTE H3UCKBaHMSL,

7. INIPUTEXATEJI HA PAZPEHIEHHETO 3A YIIOTPEBA

banep buarapua EOO/]
6yn. ,,.Lapurpaacko woce® Ne 115M, naprep

1784 Codws
bbnrapus

8. HOMEP(A) HA PAJPEHIEHHUETO 3A YIIOTPEBA

Peructpaunonen Ne 9800074

9. HJATA HA ITbPBO PAZPEHIABAHE/TIOJHOBABAHE HA PASPEILIEHHUETO 3A
YHOTPEBA

Jlata Ha nbpBoO paspetuasane: 01 wnu 2004 r.
JaTta Ha nocnepHo nogHossgane: 29 centemepu 2009 r.

10. JATA HA AKTYAJIM3BUPAHE HA TEKCTA

08/2024
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