KPATKA XAPAKTEPHCTHKA HA IPFOAYKTA

1. HUME HA JIEKAPCTBEHHA ITPOAYKT
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2. KAYECTBEH H KOJIHMECTBEH CHCTAB
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Bcaka ¢punMupana Tabnetka cpabpxa 400 mg avucymnpuo (amisulpride).
[ToMomHEY BemeCTRA ¢ M3BECTHO JeitcTBUE: BCAKa dumMupana Tabnerka coappika 130,25 mg nakrosa
MOHOXHUJPAT.

3a IBIHHA CIHICHK HA IIOMOIITHUTE BEIIeCTBa BHAKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Pdmwmmpany Tabnerku 400 mg
Kpbriu, nnocku TabneTku ¢ rpaBupan Hagmuc ,,AMI 400” ot exHaTa ¢TpaHa M A€MMTENHA YepTa OT APYyTaTa.

4 K/IMHHYHHA JAHHHA
4.1 TepaneBTHYHH NOKA3AHHSA

AMHCYITIpHI € ITI0Ka3aH 3a IeYeHHe Ha OCTPH M XPOHHYHY WH30(PEeHHN pa3cTpoiicTBa:

- IO3UTABHU CHMITTOMH KATO HAIYAHOCTH, XalrOIMHAIIMH, MUCITOBHY pa3cTpoicTBa, BpaKaeOHOCT,
HapaHOUAHH HATYTHOCTH

- nIpeobaaBaIny HEraTHBHU CAMIITOMH (CHHIAPOM Ha AeQHINT) KATO IIPUTHIICHH EMOIIMH, EMOIIMOHANHO H
COIHANHO OTAPHIIBAHE.

AMACYIIPHI PEryIHpa CHII0 BTOPHYHH HETATYRHA CHMIITOMH B IICHXOTHYHO CECTOSHHE, KAKTO H
¢MOLMOHATHH HAPY RN, KATO MOTUCHATO HACTPOCHHE.

4.2 JI03MpOBKA H HAYMH HA NIPHIOKEHHE

Ho3upoBka

o 3a OCTpH NICHXOTHIHM €NHU30AH, CE NPEeIOphYBa NEPOPANCH IpHeM Ha 103K Mexay 400 mg/nHeBHO U
800 mg/aHEBHO, KaTo B MHAUBHAYANIHY CITy9al JHEBHATA J033 MOXKE ga ¢e yseamuy jJo 1 200 mg NHeBHO.

o Jlosu Hag 1 200 mg/nuesHo He ca 6MIM OOIIMPHO OLEHABAHH [0 OTHOIICHHE Ha 0e30MacHOCT U
cllegoBaTeNHO He TpadBa Aa ce u3noispar. He ce H3HCKBA CIIELMATHO THTPpMpaHe IIPH 3all09BaHe Ha
le9eHHeTO0. JI03HpOBKATa C€ KOPHTHPA CIPAMO HHIHBHAYATHHA TepaneBTHIeH 0Trorop. [Toqmspxaimoro
NledeHHE C€ ONpeaens HHANRHAYATHO, H3NOM3BAlKA MUHAMATHATA e(eKTUBHA 034,

e [ipH manueHTH, XapakTepU3NupaIny ce ¢ IpeodnanaBamy HEraTHBHHM CHMITTOMM (CHHPOM Ha JedUITHT),
ce IpenophiBa NepopaneH npueM Ha o3# ot 50 mg go 300 mg quesro. OnpenensiHeTo Ha JO3UpoOBKaTa
ce OCBUISCTRABA MMIHBHIYATHO.

¢ AMHCYNNpPHA MOXe [1a & MpUiara BeAHLXK JHEeBHO B 1034 A0 400 mg, no-BUCOKH J03K TpAOBA A4 ce
pa3fenaT Ha ABA OTAEIHHU IIpHeMA.




ChneuHaIHH DONMYJAALNH

IHayuenmu ¢ cmapuecka gvipacm

be3onacHOCTTa Ha aMUCYJIIIPHJ € H3CleBaHa IIPH orpaHndeH Opoii MalMeHTH B CTap4ecka Bb3pact.
Amucynnpuna TpA0Ba Aa ce H3103Ba ¢ 0co0eHO BHUMAHHNE TIOPAH Bb3MOXKEH PUCK OT XHIIOTOHHA H Ceaallui.
HaMmanqapaHe Ha F03aTa MOXE Ja C€ HATOXM nopanH os0pedHa HeMOCTaTEbIHOCT.

IHHeouampusunu nayuenmu

E¢dukacHOCTTa H 0e30MacHOCTTa Ha aMUCYIINIPHA He € Ouia YCTaHOBeHa OT IyOepTeTHA Bh3PACT JI0

18 roauHm.

HMa orpaHHMeHH JaHHM 3a yHoTpedara Ha aMMCYIIPUA NPH NOAPACTEAINM ¢ INN30¢peHnd. ClieTOBATENHO,
HE ce NpenopbyBa ynorpedarta Ha aMucynnpua ot mybepreTHa Bp3pacT 40 18 roauHy; npu Aelia Ha Bb3pacT
Jo mybepTeTHA Bh3pacT aMUCYJIIPHA ¢ MPOTHROIIOKA3aH, Thi KaTo Heroeata 0€30macHOCT Bee OINe HE €
yCTaHOBeHA (BX. To4ka 4.3).

BvOpeuna nedocmamvurnocm

AMHCYNIIpH] ce eNMMHHHpA Ipe3 6bbpenute. [Ipu 6b0peuHa HEAOCTATEYHOCT N03aTa TpA0BA Aa ¢¢ HAMAlH
HAITONIOBHHA NIPH NauMeHTH ¢ KpeaTHEMHOB KIMpBhHC (CRoL) Mexay 30-60 ml/min u qo 1/3 nipH maimeTH ¢
KpearuHHHOB KMApBHC (CRoo) oT 10-30 ml/min.

ITopaau numca Ha HATPYNAaH ONMT NPH MALHEHTH ¢ TexXKa O6b0pedHa HeAOCTATHIHOCT (KpEATHHHHOB KIIHPBHC
<10 ml/min), ce rmpenopsuBa 0CO0EHO BHEMAaHHE NPH TaKHBA MAOHEHTH (BXK. TOUKA 4.4).

Yeprnoopobna nedocmamuvunocm

ITopagm HECKaTa CTETICH Ha META0OMM3NpaHe HA AMUCYIIIIPH] B YepHud Apob He e HeoOXoAUMO MOHIKABaHe
Ha J03aTA.

4.3 IIpoTHBONMOKA3AHUA

¢ CBpPBLXYYBCTBHTEIHOCT KBM AKTHBHOTO BELIECTBO HIIH KbM HAKOE OT MOMOINHUTE BEIIECTRBA HA
NEKApPCTBEHNUA MPOAYKT,

e ENHOBPEMEHHO HANMYHE Ha IPOJAKTHH-3aBHCHMH TYMOPH, HAIIP. XUNO(PM3apHH IPONAKTHHOMH H
pak Ha repAaTa (BK. TO9KH 4.4 u 4.8),
DeoXpOMOLIHTOM,

s Jlena po mybeprera,

o KomOunanus ¢ nepogona (Bx. To4ka 4.5).

4.4 ChoenHaJHH nNpeAyNpexXAeHUA N NPeANa3HN MEPKH NpH ynoTpeda

e KakTo u npH Apyrure HeBPOJENTHIH, MOXe Ja ce Habmonasa pasBuTHe Ha Hepponentuden Manurnexn
CurapoM (NMS). Toa CBCTOAHHE Ce XapaKTepu3dpa ¢ RHCOKA TeMIlepaTypa, CKOBAHOCT Ha MYCKYJIHTE,
ARTOHOMHA XUCPYHKIMA, 3aMBIIIABAHE HA CHh3HAHMETO, padroMuonn3a M nopumeny croiinoct Ha CPK
(kpeaTHH QocdokrHa3a), H € YCIOXKHEHNE ¢ MOTEHIMOHANHO daTaneH H3Xos. AKO NAIHEHTHT PAa3BHE
NpH3HALIM U CHMIITOMH, TToKazareman 3a NMS um uMa HeoGSCHIMA XHuIeprepMus, 0coO0eHO IPH IpHeM
HAa BHCOKM JHEBHH J103H, TpAOBa fa ce mpekpary ynorpedara Ha BCUIKH AHTHIICHXOTHIHH CpeICTBa

BKMIOYHTENHO ¥ aMACYIIIpUA. PabaoMHONIH34a ¢HINO € HAGMoIaBana pH NMALHEHTH 563 Hesponem;rqen
Mamuraes CaaapoM.

¢ llomobmo Ha npyruTe mrmnonaMHHepquH NeKapCTBEHH IIPOXYKTH, aMHCYIIpHUA Tp40Ba Aa ce
IpeANHCBa MHOIO BHEMATEHO NpH naugeHTH ¢ [lapkuHcoHORA 0ONeCT MOpaay pUCK OT BAOLIARAHE Ha
3a00/1ABaHETO, AMUCYIINPHA TpAGBa fa 6be NpriaralH caMo aKo JICYCHUETO ¢ HEBPONESNTHIM HE MOXeE
Aa ce u3berne.

o Vapaxkasane Ha QT unTepBana: V3uckra ce BHUMaHNE KOTaTO aMUCYNPHA ce NpeAMHCcBa Ha
NAUMEHTH ¢ H3BECTHO ChPAETHO-CBAORO 3200MABaHE WU (paMITHA aHAMHE3A 34 YIbJDKABAHE Ha QT
HHTEpBAN4, KaTo TPA0Ba a ¢ H36ATBa H 6XHOBpeMeHHAaTa ynoTpeba ¢ HEBPOJICITTHLIH.

e  Hncyar: Ilpy nmpoBegeHM paH OMU3KHpAHN MNaled0-KOHTPONUPAHN KIMHUYHA MPOYYBaH
BB3PACTHH NMALMCHTH ¢ JSMEHIUA U NeKyBaHH C ATHIIAIHY AHTHIICHXOTHYHH JIeKapCcTBe




Ha0mronaBaHoO TPHKPATHO YBETHYECHHNE Ha PHCKA 0T MO3bYHO-ChAOBM MHIIACHTH. He e n3BecTeH
MeXaHH3MBT Ha YBEIHYABaHe Ha TO3Y pHCK. [ToBMInaBaHe HA PHCKA NPH APYTH aHTHIICHXOTHYHM
NIeKapcTBa HAM ApyTH Py NaudeHTH He MoKe Ja 6pae H3KmoyeH. AMHCYIpus Tpabsa Aa Onae
U3NOM3BaH ¢ BHHMAHHE TTPH NAIMEHTH ¢ PHCKOBH GaKkTOpH 3a HHCYIIT.

e BripacTHEN nanueHTH ¢ JeMeHOuNA: BB3pacTHH NalMeHTH ¢ AEMEHIIUA M CRBP3aHH ¢ Hed NCHXO3H,
JeKyBaHU ¢ AaHTUIICHXOTHYHH JIEKaPCTBA €A ¢ YBE/IMYEH PHCK OT CMBPT. AHAN3 Ha 17 mnane6o-
KOHTPONHPAHH NPOYYBaHUA (¢ IPOALIDKUTENHOCT oT 10 ceaMHI), OCHOBHO ¢pell NAUESHTH, IIpHEMAIH
ATHIMYHY AHTHICHXOTHYHH NeKapCTBeHA NPOOYKTH, II0Ka3Ba PHCK OT CMBPT TIPH JIEKYBAHATE NAIMCHTH
Mexay 1,6 no 1,7 meTH 0-BHCOK, B CpaBHEHHE C PUCKA OT CMBPT IpH ITalie6o rpynara. B xoxa Ha egHO
THOHIHO 10-ceAMUIHO KIIMHHIHO IIPOYYBaHE, Y€CTOTATA HA CMBDTHH CIIydad NIpH JIEKYBaHHTE ITallHeHTH
Geme okomno 4,5%, cpapHEHO cBe ciiydanTe ot 2,6% npu mwianebo rpynara. Benpeky, 9e IpAIHHATE 32
CMBPT B KIIHHHYHATE NPOYIBAHHA C aTHINYHH AHTHIICHXOTHUIN BApHPAT, IOBEYETO CMBLPTHY ClIydaH,
KOHTO Ce MTOABHXA, 110 CBOA XapaKTep ca OT CHhPACTHO-CHAOB ITPOH3X0/ (ChpACTYHA HEOCTATHYHOCT,
BHE3AITHA CMBPT) WIN WHPEKUURA (Hanp. MHeBMOHMs ). OOcepBallHOHHKTE NPOYIBAHKS MPEATIONArar, ye
noAoOHO Ha ATHITHIHHTE AaHTHIICHXOTHIH, IEIEHHETO ¢ KOHBEHIMOHATHATE AHTHIICHXOTHITH MOXe Ja
NOBHIUY CMEPTHOCTTA.

He e AcRa cTernenTa, 10 KOATO JaHHHTE 3a YBENN4eHA CMBPTHOCT B 0O0CEpBALIHOHHENTE MPOYYBAHHA MOXKE
Ia ¢e OTAa/AT Ha AHTHIICHXOTHYHUTE JIEKApCTBA, B CpaBHEHHE ¢ HAKOH OT XAPAKTEPHCTHKHATE Ha
HaIUeHTHTE.

e  Benoszen TpomGoemOoan3em: Ciyaau Ha BeHO3eH TpoMOoemOonuseM (BTE) ca Gunn foknagpasy npH
AHTUIICHXOTHYIHH JIeKapCTBa. THH KaTo MALMEHTHTE JIEKYBaHH ¢ aHTMIICHXOTHIH 4eCTO ¢a ¢ IpuaoduTu
prckoBH ¢axtopu 3a BTE, BCraxu Bb3MOKHE pHuckoBH Paktopn 3a BTE Tpa6sa na 6paat
HAeHTH(UIMpany Ipeay U chep JedeHneTo cbe CONMMaH M Aa ce npeAnpueMar CbOTBETHATE
NpeBaHTHBHA MEPKH.

¢ Pak Ha repaaTa: AMUCYJIIpuA MOXe Ja YBeIM9H HUBATa Ha NPoJaKTHH. CIeNoBaTENHO, H3NCKBA Ce
BHHMaHIE NPH MAUMEHTH ¢ MUHATO 3a00lIABaHe WK (aMITHA aHAMHE3a 34 PAK Ha I'bp/aTa U T TpaGRa
CTPHKTHO Aa 6B/1aT HabmoAaBaHy 110 BpeMe Ha Tepalnd ¢ aMACYyATpH.

e JobSpoKkadecTBeH TYMOP Ha xunodgmsaTa: AMUCYIHIPHA MOJKE I3 YBEIMYH HHBATA Ha IPOIAKTHH.
Cryqaure Ha 10OpOKaseCTBEHH TYMOPH Ha XHIIO(pH3aTa KaTo NMPOJaKTHHOM ¢a HabMmoaaBaHy 1O BpeMe
Ha Jie4yeHne ¢ aMuCynpua (BxK. Touxa 4.8). B ciy4an Ha MHOTO BHCOKM HHBA Ha TIPONAKTHH HITH
KIHHI9HY MPH3HANM Ha TYMOp Ha Xunodusara (kato aedekTH Ra 3pUTeNHOTO MONE U MAaB0GoHe),
TpaOEBa Jia ¢& HaNpaBH PeHTT¢HOBA CHUMKA HA XHNo¢H3aTa. AKO QHATHO3aTa 38 TYMOp Ha XHnodHsara ce
IOTBBLPIH, AEYCHUETO ¢ AMUCYIIpUA TpAOBa J1a ce CIipe.

IIpennasHy MepkH

- Jloxnagpana € XunepriaukeMus IpH MANUEHTH, TEKYBAHHA ¢ HAKOH ATHIIHYRHA aHTHIICHXOTHIHA IPOJYKTH,
BKIIIOYHTENHO aMUCYIIIIPH/, CNeJOBATEITHO NPH MAIMEHTH ¢ YCTAHOBeHA AUArHO3a 3a 3axXapeH JAabeT Wi ¢
PHCKOBM QaxkTopH 3a JHaber, KOUTO ca 3aN0YHATH JeUeHne ¢ aMHCYIpu, TpadBa Ja 6baar NpocieasBaHu
HHBAaTa Ha IMOKO3aTa.

- AMUCYHIIPHA MOke Jia MOHHKH repIoBHA npar. CnenosaTeTHO DAUEHTH ¢ aHAMHE3a 33 eMIIencus Tpaosa
BHUMATEHO Ja ¢€ IpOoC/CAABaT IipH IedeHHe ¢ aMUCYIIPHA.

- AMICYIITIpUJ c€ emMMUHUpa 49pes Op0pennre. B ciyvait Ha 666pedHa HeAoCTaTHYHOCT, Ao3aTa TPAOBRa Aa ce

penyuupa HIH Aa ¢e HMa NpeABHN NpoBexkAaHe Ha HHTEPMATEHTHA Teparys (BX. Touka 4.2 , los3uposka 1
HayHH Ha TIpHIOKeHue ). '

- [Ipn marueHTH B cTapYecka Bb3pact, aMUCyIpHA, Tog00H0 Ha APYTHTE HeBPOIENTHIM, TPA0Ra 1a ce
ynoTpe6spa MHOTO BHEMATEIHO II0paay HaINYKe HA PHCK OT NOSBATA HA XMITOTOHMSA WIIH cenaliusa. Moxe na
ce HANoXU HaMalliRaHe Ha 103aTa nopany 660pevTHa ReJOCTATEIHOCT.

- CHMIITOMH Ha OTHEMAHETO, BXIIFOIMTENHO TajieHe, IOBPBINAHEe H HHCOMHHA, ca OUIH ONMIC
BHE3ANHO [IPEeKRCBaHe NpHeMa Ha BUCOKH TEPaneBTHYHH O3 HAa AHTHIICHXOTHYHH JIEKAPC



NOARH RE30OHOBABAHE HA NCHXHIHHTE CHMIITOMM, KAKTO H RF3HAKRAHE HA HEBOJICBH CMYINCHNA B
JBHKEHHETO (KATO aKAaTH3INA, TUCTOHKA U JUCKAHE3HA) ca OWIH JOoKIanBaHy ¢ aMuCcympuy. ClneaosaTelHo,
IIPENOpPEYBa ¢€ NOCTENIEHHO NpeKbeBaHe Ha aMHCYIMpPHRI.

- JIeBKOIEHIA, HEYTPOIICHHA U arpaHyJIONMTO34 ca Ol AOKMAABAHH IIPH AHTUIICHXOTHITH, BKIHOYUTEITHO
Comman 400 mg. Hadeximn ¢ HesceH NPOU3XOa WK TPECka MOTAT [a ¢a J0KA3aTeNCTBO 33 IIPOMEHH B
KpBbBHATA kapTHHA (BK. Touka 4.8) U Ja ce HalokH He3a0aBHO H3CNIeiBAHE HA KPBBTA.

- IlanuenTy ¢ peKH HacleACTREHH NpoOIeMH Ha rajakTo3Ha HEMOHOCHMOCT, Lapp akTaseH JepHIIT Wik
TTIIOKO30-ralakTo3Ha Manadbcopbimia He TpabBa Aa IpHEMAT TOBA JEKApCTBO.

- FIMa cpo0menns 3a Texka gepHoApobHa TOKCHIHOCT NIpH ynioTpeda Ha amucympui. [laumnenture Tpadsa
Ja ObJaT MHCTPYKTHpAaHH Ja cHOOIIAT He3abaBHO Ha teKapsd CH 33 CHMIITOMH KA4TO aCTeHUA, AHOPEKCH,
rajiene, IoBphHIane, aboqoMuHaNnAa 60K WIH XKBITeHHa. 1Tpabsa Beqaara 1a ObOaT HAIIPaBEHH
W3CIeBaHIA, BKIIIOUYHTETHO KIHHITHH H3CIeABAHNA ¥ OMONOTHYHA OlicHKa Ha YepHoApoOHaTa QYHKIHA
(BX. TOUKA 4.8).

Hatpuii
To3H mekapcTBEH NPOAYKT CHAbLPAKA MO-MAIKO OT 1 mmol HaTpwit (23 mg) B egHa Tabierka, T.e. MpaKTAHYECKH
He ChIBpiKA HATPH.

4.5 BaaumoleicTBHE ¢ ApYri JeKAPCTBEHH NPOXYKTH H APYTH GopMH Ha B3auModelicTBHe

HpoTHBONoKa3zaHN KOMOHHAIIHMA

o Jlepoaona: peIMIIpOYEH aHTArOHU3BM Ha eekTHTEe MEXNY JIEBOAONA H HEBPONEITHIIH. AMUCYINPH
MOJKe J1a BB3NPEIATCTBa edieKTa Ha JONAaMHHOBATE arOHUCTH, HAllp. GpOMOKPHIITHH, DOITAPHHOI.

Henpenopsunteann koMOnHauHH
e AMucynmpuj MOXeE Ja NOTEHUHpa UCHTPATHHATE ePEKTH Ha ATIKOXOMNA.

KomOunanun, konro TpadBa 1a ce B3eMaT 110 BHUMAaHNE
e Jenpecarrn Ha IIHC BKIHOYHTENHO HAPKOTHYHHA NPOAYKTH, aHANTETHIIN, ceJaTHBHA H1
aHTHXMCTaMMHK, OapOnTypaTi; 6eH30AMA3EIMHN U APYTH AHKCHOJIHTHLH, KIOHUIYH U MPOH3ROAHH.

¢  AHTHXHICPTCH3UBHH JIEKAPCTBEHH NPOAYKTH 4 JIPYTH XHIIOTEH3MBHHA JIEKapCTRA.

e H3ucksa ce BHAMAHHE IpH IPEANHCBAHETO HA aMUCYITIPH] C NEKapeTBa, KOUTO yABIDkaBat QT
HHTEpBAaNa, HANp. knac [A aaTsapuTMuUM (HarmpUuMep XHHHAMH, AU3omMpaMuA) ¥ xiac Il antnapuTMUIH
(HarpumMep aMHOZapOH, COTANON), HAKON AaHTHXUCTAMHHY, HAKOH aHTHIICHXOTHIH U HAKOH
AHTHMANAPHITHE NPOAYKTH (Hanp. MeQIOKBUH) (BxK. ToIKa 4.4).

 ExHoBpeMeHHOTO NpUITOXKEHHEe Ha AMHUCYNIPH K KIIO3AIIIMH, MOXE /a [oBe/e A0 YBeiHdaBaHe Ha
CepyMHHTE HHBA HA aMHCYJHIPHI.

4.6 Pepruanter, SPpeMeHHOCT H KbpMeEHe

bpemennocm
- JlaHHuTe 33 ynorpedara Ha aMUCYINpUA NPH SpeMeHHH 3KeHH ca OTpaHrdeHH. bezonacHocTTa Ha

aMHCYJITIPUA IO BpeMe Ha OpeMEHHOCT NPH XOpa He € YCTaHOBEHa.

AMHMCYNIIpH/ NpeMUHABA IIpe3 IALCHTATA.

- U3cnenpanyus NMpH >KUBOTHH MOKA3BaT peNpOAYKTHBHA TOKCHYHOCT (BXK. TOYKA 5.3).




He ce npenopsisa ynorpebara Ha IPOIYKTa 1O BpeMe Ha GpeMEHHOCT B IIPH KeHH B JeTepoHA BEIPACT,
KOHTO HE H3MON3BAT e(PEKTHBHA KOHTPAIETIUA, OCBEH aKO IIOJI3MTE ONpaBAaBaT IOTEHIUATHATE PHCKOBE.

HoBoponeHH, H3I0KEHH Ha AHTHNMCOXMTHLH, BKIoYuTeNHo Comian 400 mg, mo BpeMe Ha TpeTHS
TPHAMECTEP OT OPEMEHHOCTTA A M3NTOKEHH HA PHCK OT HEXKENIAHH JISKapCTBEHH peakiiH, BKIFOYUTETHO
eCKTpaupaMHHH W/HIH CHMIOTOMH Ha OTHEMAHETO, KOHTO MOTAT JIa BAPHPAT 110 TEXKECT H
IPOTBLKHTENHOCT I PAKHAaHETo (BX. Touka 4.8). JloknaiBany ca CIIy9ad Ha Bb30yaa, XHIIEPTOHMA,
XMIIOTOHHA, TPEMOP, COMHOMIEHTHOCT, PECIMPATOPEH JUCTPEC HIIH HApYIOCHMA B XpaHeHeTo. ClieXoBaTeNHO,
HOBOpOZACHUTE TPAOBa Ha ce HaO/moJaBaT BHUMATEITHO.

Kvpuene

AMUCYNIIPH]T ce eKCKPETHPA B KbpMaTa B HAKOH CIIy4aH B JOCTA MOJIeMH KOJIMYECTBA HAJ NPHETATA CTORHOCT
oT 10% oT xopHrdpaHaTa cupaMo TErIOTO 032 Ha MakKkaTa, HO KOHIEHTpAaLMATa B KPBBTA Ha KbpMayeTaTa
He e oneHeHa. Hama noctatsuHo HHpOpMALH 3a eeKTHTe Ha aMHCYINPHL BEPXY
HOBOPOACHOTO/KbpMadeTo. TpabBa fa ce B3eMe pellieHHe ajlH Jia ce MPeKpaTH KbPMEHETO HIH Ja Ce

NNPpEYCTAHORH JICHCHHCTO C aMHACYJIIIPHA 110 BPpCMC Ha KBPMEHE Ha NOTCTO KaTO C€ B3EMAT IIPpCABHA NMOI3HTE OT
KBPMCHCTO 34 JE€TCTO H NOJI3HTE OT JICICHHETO 34 KCHaTa.

Depmunumem
ITpu TpeTHpaHH >XKMBOTHH € YCTAHOBEHO IIOHIDKABAHE HA (epTHINTETa, CBBP3aHo ¢ (PapMaKOIOTHIHHTE
¢(peKTH Ha MPOAYKTa ([IPOTAKTHH MeOUHpPaH edeKT).

4.7 EdexTH BBLPXY c1oc0o0HOCTTA 3a modupane B padora ¢ MALIMHHA

HOPH ITPH H3MOJI3BAHC ChIVIACHO IIPCAITHCAHHUCTO, AaMHCYIINIPH MOXKE Ia NIPHYIHHH COMHOJMEHTHOCT H

3aMBITIEHO BIDKAAHE, KOUTO AA NOBIHAT Ha CIOCOOHOCTTA 34 odUpare U paboTa ¢ MAIINHAH (BX. ToUKa 4.8
,»F1EIKENaH IEKAPCTREHH pPeakiyd ).

4.8 Hexeaann JeKapCTBCHH PEaKHHH

HexenmanuTe NeKapCcTBEHN PEAKIHH ¢a MOApeAeHH CBITIACHO ClIgAHATA KIacH(PHKANNA/KOHBEHINA Ha
qecToTara: MHOrO 9ecTH (>1/10); gectu (>1/100; <1/10); newectn (>1/1 000;<1/100); penxm

(=1/10 000;<1/1 000); muoro peaxu (<1/10 000); c Hem3BecTHA YecTOTA (OT HAIMIHHTE JAHHH HE MOXKE JIa
ObjAc HampaReHa ONCHKA).

Hapymienus Ha XpBETA M JIMMOHATA CHCTEMA.:
HegecTn: NERKOIIEHAA, HEYTPOIEHHA (BXK. TOUKA 4.4).
Penku: arpaHynoiMTo3a (BXK. Touka 4.4).

HapymieHns Ha HIMyHHATA CHCTEMA:
HedecTy: aneprudHn peakLHy.

Hapymenus Ha eHIOKPHUHHATA CHCTEMA:

HecTH: AMHCYIIpHA BOOH 0 NOBHIIABAHE HA CEPYMHUTE HHBA Ha MMPOJIAKTHHA, KATO TO3H MPONEC € 00paTuM
CIe/| IpeKhCEAHE HA JICYEHUETO. TORA MOXeE JOBENE A0 rajJakTopes, aMeHOpes, THHEKOMACTHA, O0IKH B
IbPANTE, CPEKTIIHA AUCHYHKIH.

Penxu: 1o6pokadecTBeH TyMOp Ha XHNIO(M3aTa KaTo MPOoAakTHHOM (BXK. TOUKH 4.3 1 4.4).

Hapyimenrs Ha MeTaGonn3Ma H XpaHeHeTo:
Heuectu: xunepriuxeMus (Bx. ToUka 4.4), XUNePIPUITHLEPHIEMHAL H XHIIEPXONECTEPOICMHS.
Peaxu: xunonarpuemus, CHHAPOM Ha HealleKBaTHA CeKpelHd Ha AHTHIUYpeTHYeH CHHApoM (SI

[ IcHXM9HY HAPYINEeHHA:
Hectu: 6e3cpHUE, 6€3M0KONCTRO, BB30YAa, HApyMIeHMA Ha Oprasma.

Hedecty: 00BpKBaHE.




Hapymenus Ha HEpBHATa CHCTEMA:

MHoro 4ectH: Morat 1a Bb3HHKHAT eKTpalmpaMUHM CUMIITOMH: TPEMOP, PUTHAHOCT, XHIIOKUHE3H,
XHIIEpCANHBaliA, aKATH3HA, JUCKHHE3NA. Te3H CHMIITOMH KATO LANO ca JIEKH 10 TEXKECT, MpH ONTHMAIHA
AO3MpOBKA M JacTHIHO oOpaTHMH, 6€3 NpEeKbCRAHE HA JICTEHHETO ¢ AMUCY/IPHA, NPH NpHAarake Ha
AHTHIIAPKHHCOHOBM CpelCTRA. YecToTara Ha J030-3aBHCMMHUTE EKCTPANHPaMBIHHA CHMITTOMHE € MHOTO HICKA
IIpH Ne9EHHE Ha NAIUEHTY ¢ Ipeobnanapaly HEraTUBHE CHMIITOMH ¢ 1034 oT 50-300 mg nxeBHO.

Yectu: OcTpa JUCTOHHA (CHIaCTHYICH TOPTHKOIINC, OKYAOTHPHA KPH34a, TpH3MYC). T4 € 00paTnMa M He Hanara
npeKbeBaHe Ha ISIeHHETO, CHE MPUIIAaraHeTo Ha aHTHIIAPKHHCOHOBH areHTH. COMHONEHTHOCT.

Heuecrn: [TosBa Ha TapaHBHA THCKAHE3US, XapaKTEPU3Apallla € ¢ PUTMHYHH, HEBOJIEBH JBHKEHUA HA €3UKa
W/IUM JIHLETO, OOUKHOBEHO Clied NPOLLIDKHTENHO Jedenie. AHTHIAPKHHCOHOBHTE NEKapCTBa ca 6e3 edexT
WUTY MOTAT AA NPHYHHAT BIOIIABAHE HA CHMIITOMHTE. I 'bpuoRe.

Peaxu: HesponenTidaed Manurder CuaapoM (Bx. Todka 4.4), koliTO € MOTEeBLMANHO ¢ ¢daTaneH U3Xo/.

C HeH3BECTHA Y€CTOTa. CHHAPOM Ha HECMOKOHHHITE KpaKa.

HapyineHnd Ha OYATE;
YecrH: 3aMBriIcHO BIKAaHE (BXK. TodKa 4.7).

Chrpaedny HAPYINCHUSA:

Hegectu: GpaguxapaHi.

Penxu: yaeivkasane Ha QT nHETepRana, BEHTPUKYIapHY apHTMHH KaTo “torsades de pointes”, BeHTPHKYIapHa
TaXHKapAUi, KaMepHO MBXISHE, CHPACUYEH apecT, BHe3anHa cMBpT (BXK. ToYKa 4.4),

CraoBH HapyuLIeHUA:
YHecTH: XHIIOTOHHA.

HedecTi: NOBHINEHHE HA KPBBHOTO HANLATAHE.

Peaku: BeHO3eH TPOMOOEMOONH3IBM, BRIIOYHTENHO 6enopodeH eMbOMH3EM, ToHAKora daranen, H qpaboka
BEHO3Ha TpoMOO3a (BX. TouKa 4.4).

Pecnuparo U H MENWACTUHATHU HAPYINCHU:
Hedectr: Ha3amHa KOBIeCTUA, aCIMPAHOAHA THEBMOHHA (OCCHOBHO CRBEP3aHA IPH NPREM Ha APYTH
AHTHIICHXOTHL Wil genpecanTy Ha IJHC).

CToMalnHO-YpeBHH HapyINeHUs:
YecTa: 3anek, rageHe, nosprliaHe, CyxoTa B YCTATA.

XenatoOUnvapHy HapyIueHUA:
HevecTH: yEpeXaaHe Ha XeIIATOUMTHTE,

Hapymenua Ha koXara W NOAKO0XKHATA ThKAH:
Penxu: anrnoeaeM, ypTrakapus
C Hem3BeCTHA YECTOTA: peakliA Ha POTOTYBCTBUTETHOCT.

HapyiieHyd 5a MyCKYJIHO-CKETIeTHATA CHCTEMA ¥ CheAHHNTEITHATA ThKAH:
HedecTd: ocTeollerms, 0CTSONOpPO3a.

C Hem3BeCTHA YecTOTA: pabAOMHONA3A.

Hapyimennq Ha 6x6penite ¥ NHKOYHNATE HTHUIIA:

Hevectu: 3a1bpxaHe Ha YPHHA.

CreTogHHsA, CBBpP3aHH ¢ OpeMeHHOCTTA, PONOBHA U IOCIEPOAOBHA [IePUON:
C Hen3BeCTHA 9eCTOTA: CUMIITOM HA OTHEMAHETO IIpH HOBOPOAEHH (BXK TouKa 4.6 PepTunurer,
KBpMEHE).

|




YecTH: HagnasaHe Ha TErio
HedecT: yemuaeHye Ha 4epHOAPOOHUTE €H3MMH, OCHOBHO HA TPAHCAMHHA3MNTE.
C Hen3BECTHA YeCTOTa: NOBHINIARAHE Ha KPphBRATa kpeatut ocoxunasa.

C1r0o0maBaHe Ha MONO3APAHN HEXKEIAHH peakiIiM
CrofmaBaHeTO Ha NOJIO3NPaHK HEXCNAHH PSakIHM cllel paspeluaeane 3a yrnorpeba Ha rekapcTBeHUS

NPONYKT € BaXkHO. T0Ba NMO3BOJIABA Jia IPOABIDKM HablII0eEneTO Ha CHOTHONIEHMETO MON3a/pUCK 32
NEKapCTBEHNA MPOAYKT. OT MAMIMHCKHTE CHELMATNCTY ¢€ H3UCKBA J1a ¢HOOIIABAT BCAKA MONO3HPAHA
HEXeJlaHa peakuud 9pes U3mbeniHuTeNHA areHImA o iekapeTBarta yiI. . JJaman ['pyes” Ne 8, 1303 Codmus,
Texn.: +35 928903417, yebeaiir: ww.bda.bg.

4.9 IHpeaosapane

OpuiHanu H CHMIOTOMH
OnuThT ¢ AMHNCYIIPHA IPH IIpeo3KpaHe e orpannyied. JJOKIaaBaHo € 3aciIBaHe Ha H3BECTHHTE
dbapMaxonornyHy edekTd Ha aMuCYNNphz. Te BKIOYBAT MPOABH HA CHHIIHBOCT H CEJANMA, KOMA, XHITOTOHK

H eKcTparmMpaMAHU cHMIITOMHE. Ciryvyau ¢ daTanc U3xoa ca OMIm QoKIaBadyd FaBHo MpH KoMOUHKEpaHO
JIE9CHHE ¢ APYTH NCHXOTPONHH JIeKapCTBa.

OsaagaBane

B cayganTe Ha 0CTPO Opefo3Hpane Tpa6ba Aa ce AMa NpefBH/] BR3MOKHOCTTA fa ¢4 OVIH IpHETH B ApyTH
NEKapCTBEHH ITPOAYKTH.

AMHCYINPHI c€ AXANK3IUPA B HHCKA CTENeH H He Ce CIHMHHNpa S(PEKTHBHO IPE3 XeMOOHATH3A.

He crinecTByRa cieuu(puaeH aHTHAOT Ha aMHCYANpRA. TpAOra Aa ce IpeanpueMaT CleqHUTe TOXXOAAIIH
MEPKH: CTPUKTHO HaOGMIOACHHE Ha XKU3HERUTe PYRKIHH U HenpeKbCHAaTo HabMoAcHHe Ha ChpaASdHATa
AEHHOCT (PHUCK OT yabinkapaHe Ha QT mHTEpBana) 0 BL3CTaAHOBABAHE Ha IadeHTa.

AKO BB3HMKHAT TEKKH eKCTpAIpaMUAHE CHMITTOMH, TpAOBa A4 Ce NPUNOXAT aHTHXOJIHHEPrUIHNA CPeACTRa.

5. GAPMAKOJOrUYHH CBONCTEBA
5.1 dapMaKkoAHHAMHYHH CBOHCTBA

dapMaxoTepaneBRTU4HA Tpyna: AHTHIICHXOTHK, IICUXo(papMaka, HeBPOJSIITHK
ATC xoa: N 05AL05

AMUCYTOpHA € aHTHIICAXOTHYEH JIeKapcTBEH MPOAYKT, IPHHaIeKAll KbM kiaca Ha OGensamMuauTe.

MexaHH3BM Ha TeHCTRAE
AMUCYIIPUA c& CBRP3Ba CEAEKTHRHO ¢ BHCOK apHHUTET KbM YOBEINKUTE JOTIAMHHEPTHIHH PeUEIITOPH,
noyrunose D2/D3, nokato Takee apuHuTeT numncsa 3a D1, D4 u DS penenTopHH NOATHIOBE.

3a pa3NiHKa OT KJIACHISCKUTE H aTHIHIHUTE HEBPONEITHLH, aMUCYJINPHJ HE TIpUTeXasa aQHHATET KM
CEPOTOHMHOBHTE PElENITOPHA WIIH JPYTH HEBPOPENENTOPH KATO XUCTAMHHOBHTE, XOMHMHEPTATHHTE H
allpeHEPrUYHHATE penenropu. KaTo fomsNHEHNE, aMACYIIPH], HE ¢e CBBP3Ba CBC CHIMa MECTaTa.

TIpH XXHUBOTHH, IPHIIOKEH BbB BUCOKH JO3HPOBKY TOH Oiokupa rnocT-cudantiary D2 penenropu
NOKANU3NPAHM B TUMOUYHHTE CTPYKTYPH B NO-TOJIAMA CTENEH, OTKONKOTO B CTpUATYMa. 3a paslIiKa OT
KJIaCH9ECKHTe HEBPOIENTHLH, TOR He HHAYIMPA KATalleiCHA K HE C& pa3sBHBA CBPBXIYBCTBUTENMHOCT KM D2
JAONAMHUHOBHUTE PEUENTOPU Clell IIOBTOPHO NedeHue. IIpunoxeH B HUCKH J031 TOH ONOKUpa HpeqUMHO
npecudantayHute D2/D3 peuenropH, npenuspykpalixy ocBobOXqaBaHe Ha JONAMUH, C KOSTO CE ¢
AUCHHXMOUpAIIKS (AKTHBUPAIINA) MYy €heKT. |




HEeTaTUBHHUTE CHMIITOMH B HHCKH JO3H, Upe3 06/10kajia Ha pe-CHHANITHIHKHTE JONaMKH perienTopH. Kato
JOMbIHEHNE, HAMAJICHATA TeHICHIIMA HA aMHCYTIIPHA 1a [I0Ka3Ba €KCTpalMpaMiIH| CTPAHNIHH eQeKTH
BEPOATHO € CBBp3aHa C Heropara npedepeHINANHA TMMOHIHA AaKTHBHOCT.

KITHHMGHATE H3NHTRAHMA, NPORSIACHH ¢ IAHCHTH ¢ Mu3odpeHnd, B ocTpa (haza Ha 3abongsanero, ca
noxasany, 9e¢ Conuad 400 mg 3HauHTeNHO 06NexIaBa BTOPHIHUTE HErATHBHE CHMIITOMH, KakTo |
adeKTHBHUTE CUMITTOMH, KaTO MOTHCHATO HACTPOCHHE.

5.2 <DapmMakoKHHeTHYHH CBOHCTRA

IIpu npoBeiCHUTE KIHHHYHHU IIPOYIBaHHA € OUNO yCcTaHOREHO, Te IPH XOpa aMMCYTIPHI JOCTUra IBa ITHKA
Ha pe3opOIMs: eNUHAAT HACTHIIBA OBP30, €TAH Hac ClICA MpueMa, a ApyraaT ciel 3 - 4 9aca. CHOTBETHUTE
IUIa3MeHH KOHIEeHTpanHH ca 39 + 3 u 54 + 4 ng/ml cnen mpuem Ha 033 oT 50 mg.

ObeMsT Ha paznpenencHue e 5,8 1/kg. Trit xaTo CEBbP3RaAHETO € MAA3MEHHUTE IIPOTEHHH € B HUCKA CTEMNeH
(16%), HE Ce 09AaKBAT NEKAPCTRCHH R3AHMOACHCTRAA.

AbcomoTtHata OMOHANMIHOCT € 48%. AMucynpua ce MeTaboma3npa cnado: yCTaHOBEHM ¢a 2 HEaKTHBHH
MeTabonmmuTa, KOUTO IIpeACTABNIBAT OKONO 4% OT no3aTa. AMMCYNNPHI He aKyMynupa H GapMakKOKHHETHKATa
My OCTaRa HeMpOMeHeHA CNe/ MOBTOPHO MpHIarane.

BpeMeTo Ha nomyXUBOT € npubAH3KHTENHO 12 Faca c/ex nepopaneH NpHeM.

AMHCYIIPHA ¢ eMHMHHADA B HEIIpOMEHeH BUJ gpe3 ypuHaTta. 50% oT MHTpaReHO3HO NPUIIOKEHA ZI03a Ce
eKCKpEeTHpa B YpHHATA, kato 90% ce enMMHUHHMpAT B TBpBUTE 24 Yaca. brOpedHHAT KNMPBHC € 0T nopaabka
oT 20 V'h umu 330 ml/min.

Kuneruynna npodin Ha aMUCYTIMpHJ HE ¢€ TORIHABA OT AUETATA.

XpaHaTa, 00raTta Ha BRreXuApatH (ChARpxkama 68% reunoct) sHauuTeNHO HaMAMIBA AUC, Tmax, Cmax Ha
aMUICYNIIPHI, HO NIpH SoraTa Ha Ma3HMHH XpaHa He ¢e Ha0MmoAaBaT MPOMEHH,
3HAYECHHUETO Ha T3 PE3YNTATH MO BPEME HA JICUeHHETO ¢ AMMCYIMPH] He € H3ACHEHO.

Cnenuaaun nomynaijun

Haguenmu s cmapyecka epipacm -

OrpanumgenuTe PapMaKOKMHETHIHH JaHHH [IPH NAlHEHTH B HapeIHANA BB3PACT (65 rOAHHH) YCTAHOBIBAT
nosHmeHse ¢ 10 - 30% Ha Cuax, T12 8 AUC cnies npreM Ha efHHMYHA nIEpopaiHa Ro3a ot 50 mg.

He ca paTpynaHyn JaHHHM CleJi IIOBTOPEH IPHEM.

Heouampuyunu nayuenmy
EduxacnocTTa 1 6e30MaCHOCTTa Ha aMHCYJINIPH He € O|iIa YCTaHOBeHa OT Iry0epTeTHA BR3pacT 10

18 roguHH.

MMa orpaHndeny JaHHM 3a ynoTpedaTa Ha aMHCYJIPH] [TPH HOAPACTBANIH ¢ IIH30(ppeHns. CleqoBaTelHo,
He Cé Mpenopbuba ynoTpebata HA aMHCYIIpHA OT MyOepTeTHA BR3pacT 0 18 rofAMHM; IpH Al Ha Bh3pacT
1o mybepTeTHa BB3pacT aMUCYIIPHA € NPOTHBOIIOKA3aH, ThH KaTO Heroeara 6e30MacHOCT Bee Olje He €
yCTaHOBEHA (BXK. Touka 4.3).

Heproopobua Hedocmamvyunocm
AMHCYINPHA ce MeTaboMu3npa B HUCKA CTEIICH, Taka 9¢ He € HeoOX0oauMO MOHIDKaBaHe Ha 103aTa IpH

HanueHTH ¢ YepHoaApobHa HeAOCTaThIHOCT.

buOpeuna nedocmanreurnocm
[Tpu naumenTd ¢ 6p6pevHa HeTOCTATPYHOCT BPeMETO Ha IIOMY)KHBOT HE ce IIPOMER, HO CHCTEMHHAT

KIHPBHC €€ noHmwkana 2,5 10 3 neti. AUC Ha aMuCcynnpui nipy Jieka 650pedHa HETOCTATHYHOCT £6

TOBa OTHOINEHHE € OTPAHHYCH H HAMA JTaHHM OTHOCHO JO3H, IIO-BHCOKH OT S0 mg.
AMHUCYNIIIDH c€ ANANH3UPA B MHOTO HUCKA CTETeH.



5.3 IIpeAxanHUYHU JaHHH 33 6elonacHoOCT

Peaynrature oT NposeAeHUTE KIHHHAYHHE IPOYyYBaHHA 3a 6e3onacHaTa ynoTpeba Ha aMHCYIIIpH NIOKA3BaT, ue
NEKapCTBEHMAT IPOAYKT He NMOKa3Ba OpraHo-cnenuduinoe HapymeHye, TepaToreHeH MM reHOTOKCHIeH
edexr. [IpoMeHnTe HabMroaaBAHK IIPH ITBXOBE H KyYeTa IIPH A03H O] MAKCHMATHO TONIEPHPAHATa Ca WiH ¢
(papMakonornieH epeKT WK Ca NMINEHH OT TOKCHKOIOTHIHA 3HAYHMOCT NPH TE3H YCIOBHA. B CpaBHEHHE C
MAaKCHMATHO NpenopbYaHaTa A03a IPH Xopa, MAKCHMAaNIHO TONICPUpPAHHTE JO3H ¢a 2 B 7 IFTH NO-BHCOKY IIpH
nrexoBe (200 mg/kg/nHerHO) ¥ CHOTBETHO NpH KyaeTa {120 mg/kg/auepno) no ororomenne na AUC. Pack
OT KaHLEPOIe¢HHOCT NIPH Xopa, He 6eine oTKkpHT npu MUIDKK (X0 120 mg/kg/nueBHo) B wrexose (10

240 mg/kg/aneBHo), CLOTBETHO 38 WIBXOBE OoT 1,5 no 4,5 me1H oT ovakBanata AUC npu xopa.

PenpoayKTHEHE NpoydBaHWA NPOBEAEHY MPH INTHXOBE, 3aliI ¥ MHIIKH HE ¢a MoKa3anu MAKAKbB
TepaToreHeH eeKT. |

B npoydBaHua BBPXY dKHBOTHH aMHCYNNPHA NPeIH3BUKBa €PeKT BhpXY pacTeka Ha IUI0Za U pa3BUTHETO B
7103H, KOMTO OTTOBapAT Ha €KBUBAJICHTHA J03a NpH 90BeK OT 2 000 mg/neH B mo-BHCOKa 3a HAIESHT ¢ TErNo
50 kg. HaMma gokaszarencTsa 3a TepaToreHHUS IIOTeHLMAN Ha aMucyamnpuA. IIpoyusanus BEpXY BIHMSHHETO Ha
aMHUCYIIpPUJ BEPXY IOBEICHHETO HA TIOKONEHUETO He ¢a IPOBEXKAAHH.

6. GCAPMAIEBTHYHH JAHHHA

6.1 Chnuenk HA NOMOINMAHTE BeMECTBA
3a equa dpummupana tabnerka Coanan 400 mg

Hatpues HHUNMIECTEH ITIHKONAT, TAKTO3a MOHOXHPAT, IEITy103a MEKPOKPHCTATHA, XHIIPOMENI03a, MArHe3UesB
cTeapar.

TToMoInHY BelnecTBa Ha OOBMBKATA:
XHIPOMENO3a, [EeyI03a MUKPOKPHCTAIHA, TOMNoKCHT ~ 40 cTeapat, TmTaHos Aroxcua E 171

6.2 HecnBMeCTMMOCTH

Henpunoxumo

6.3 Cpok Ha roanocT

3 ronuuy

6.4 CrneunaaHy ycJIoBHSA Ha ChXpaHeHHe

'To3n eKapcTBEH NPOAYKT HE H3UCKBA CISIHANHY YCIOBUA 3a ChXpaHeHHe.

6.5 [IaHHH 33 OIAKOBKATA

Tpu 6muctepa ot komOuHHpaHo PVC/amymunnii ¢poavo ¢ mo 10 TabneTkn B KapTroHeHa KyTHA ¢ THCTOBKA.
6.6 Cneuuaanu NpeaNaIny MEPKH NPH HIXBLPJISHE

HiMa crienuanHEn H3UCKBAHNY,

7. IIPHTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Sanofi Winthrop Industrie

82 avenue Raspail
94250 Gentilly




OparmiA

- 8.  HOMEP HA PAZPELHIEHHETO 3A YIIOTPEBA

20010129

9. JATA HA I’'BPBO PAZPENIABAHE/MOJHOBABAHE HA PAJPEIIEHUETO 3A
YOOTPEBA

Hara Ha nspBo pazpemaasane: 18.01.2001

Hata Ha nocneaHo noanopssane: 10.08.2011

10. AATA HA AKTYAJIA3UPAHE HA TEKCTA

15 mMapt 2023




