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KPATKA XAPAKTEPUCTHUKA HA [IJPOJYKTA
1. AME HA JIEKAPCTBEHMSA MPOAYKT

MEJIOCVIJITTHU /1 400 mg Tabnetku
MEDOSULPIDE 400 mg tablets

2. KAYECTBEH U KOJIMMECTBEH CHbCTAB
Bcesika Tabnerka cbabpika 400 mg amucynnpua (amisulpride).

[ToMOLIIHO BeLEeCTBO C U3BECTHO AEHCTBUE: JIAKTO3a MOHOXHMPAT.
Bceska rabnerka cbabpxka 200.00 mg nakro3za MOHOXHApAT.

3a NbJIHUSA CITUCHK HA MOMOLLUHHUTE BELLECTBA BUXKTE TOYKaA 6. 1.

3. JEKAPCTBEHA ®OPMA

Tabnerka.

benu, ABOWHO U3ITbKHAIK, NPOABAroBaTH TabeTKH, C ACJIMTE/IHA YepTa OT ABETE CTPaHHU U pasmepu 19
X 10 mm. /lenuTesiHaTa yepTa € camo 3a yJI€CHIBAHE Ha CUYMBAHETO C L/ MO-JIECHO NOMNTbLIAHE, a He

3a pa3/ie/ISHE Ha PaBHH J103H.

4. KIMHUYHU JAHHHA
4.1 TepaneBTHYHH NOKA3AHHS

MEJIOCVYJIIIU/] e noka3aH 3a Jie4eHHe Ha OCTPHU U XPOHHUYHH LLIH30(PEHHH Pa3CTPOMCTBA C:

o MO3UTHBHKH CHMNTOMH (KAaTO HAJYAHOCTH, XaJIOUMHALIMKH, MHCIOBHH pa3CTPOHCTBA,
BpaXka1eOHOCT M MapaHOWAHH HAJTYJHOCTH),
® HEraTHBHU CUMITOMH (KaTO MPUTBHIIEHU EMOLIMH, EMOLIMOHAJIHO M COLIMA/THO OTAPbIIBAHE).

4.2 103MpoOBKAa H HAYHH HA NMPHJIOKEHHE

Jlo3upoBka

3a OCTpPH NCHUXOTHYHH EMHU30HU CE MPEernopbyBaT nepopajiHu 103u Mexay 400 mg auesHo M 800 mg
JAHEBHO. B MHAMBHAYaHU ciyyau JHEBHATa 103a Moxe Aa Obae noBuweHa a0 1200 mg auesHo. Jlo3m
Haza 1200 mg aHeBHO He ca OMJIM OOLIMPHO OLEHABAHHU MO OTHOLLIEHHE Ha 6€30NacHOCTTA M 1Mopa/ii TaszH
npuuMHa He TpsaOBa na Obaar npunaranu. He ce u3nckBa cneuuduyHoO TUTpUpAHE NpHU 3anoyBaHe Ha
neyenne ¢ MEJIOCVYIJIIIU/. Hosure Tpsbea aa ObaaT apgantupaHd cboOpa3HO HMHAMBHIYaHHSA
OTrOBOP.

[Ipy naLMeHTH CbC CMECEHH MO3WTUBHU MU HEFaTUBHW CUMNTOMM, J103aTa TpsAOBa Aa Obae aaanTupaHa
3a NOCTUIraHe Ha ONTUMaJieH KOHTPOJI Ha NO3HTHBHUTE CUMITTOMH.

[Topawbpxkaioro neyenue Tpsdea na Obae HHAMBUAYATIM3UPAHO C HaW-HHUCKaTa e(heKTHBHA /103a.

[Ipy nauneHTH, NpU KOUTO npeodsianaBaT HEraTUBHUTE CUMIIOTMH CE MPENopbyBaT MNEepopajHy 103H
mMexay 50 mg avesHo v 300 mg aHeBHO. J{o3uTe TpsaOBa na ObaaT ananTUpaHU MHIAWBHAYAJHO.
MEJIOCYJIITU]/] Mmoxke na Obae npueMaH BEAHBK AHEBHO MEPOpanHO B 1034 10 400 mg, no-BUCOKHTE
1034 TpaOBa na ObaaT pasjie/ieH! B OTJAEHH J103H.

[Tayuenmu 6 cmapuecka év3pacm
be3onacHOCTTa Ha aMUCY/ANpPUA € MpPOoy4YBaHa MpU OorpaHHuYeH OpPOH MalMeHTH B
AMHCYnpua TpAOBa J1a ce npunara ¢ 0coOeHO BHUMaHHE Mopajiu MNOTeHLHAIEH
ceaaums.

Moxxe n1a ce HaJlo)KH HaMaJIiBaHe Ha J103aTa M nopaau 0b0peuHa He10CTaTbYHOCH,
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leouampuuna nonyiayus

EdukacHoctra M Oe3omacHOCTTa Ha amucynnpua or nybeprera Ao 18-roaMilHa BB3pacT He ca
ycTaHoBeHH. Hanuunu ca orpaHdueHM JaHHW 3a ynotpebara Ha aMUCYNNpPUA fPU IOHOWMW C
wuzohpenuns. Ilopaau Tazu npuuvna ynorpedara Ha amucynnpui ot nybeprera ao |18-roavwHa
Bb3PACT He ce NpenopbLysa; NpH Aeua npeay nybdeprera aMUCYRNPWI € NMPOTHUBONOKA3aH, ThH KaTo
HeropaTa 0€30NacHOCT HE € YCTaHOBEHA (BHKTe Touka 4.3).

bvbpeuna nedocmamvunocm

AMHCYINUPHA C€ enUMUHKpa upe3 ObOpeuunTe. Tlpu 6BOpeyHa HepocTaTLHHOCT A03aTa TpaOBa na ce
HaMaJli HanoJIOBHHA NPU NaUMeHTH ¢ kpeaTHHUHOB KnWpbHC (CRCL) Mexay 0.5 u 1,0 ml/s (30 u 60
ml/min) u no eana Tpeta npu naudeHTH ¢ CRCL mexay 0,2 n 0,6 ml/s (10-30 ml/min). Tvi kato HAma
HaJIMYEH OMHT NPH NaiHeHTH ¢ Texxko ObuOpeuHo yBpexxaaHe (CRCL <0,2 ml/s (10 ml/min)), npu Ta3n
rpyna nauMeHTH ce NpenopbuBa CNeLHaiHa rpyxa (BUxTe Touka 4.4).

Yeproopobua nedocmamvuuocm
Toit kaTo nekapcTBOTO c& MeTabonyusupa cnabo, He 6u Tpabeano aa € HeoOXOAUMO HaMalsBaHe Ha
a03ara.

HauuH Ha npuroxkeHUe
[lepopanHo npuioxeHHUe.

4.3 lIporuBonOKA3aAHHNS

. CBpBLXYYBCTBUTENIHOCT KbM aKTHBHOTO BELLUECTBO WJIH KbM HAKOE OT MOMOIUHUTE BELUECTRA,
H30pOeHH B TOUKa 6.1.

. [IponakTHH-3aBUCHMHU TYMOPH (Hanp. XMNogHU3HH NPONAXTHHOMH HJIM paK Ha rbpaarta). (Bx.
ToukH 4.4 n 4.8)

° QeoXpoMOLIUTOM.

o Heua npean nybeprera (BuKTe TOHKa 4.2).

. BpoaeHo yavmxkasade Ha QT WHTepBana

o KbpmeHe (Byxre TOUKA 4.6).

. C1HBMECTHO JieueHUe C JIeBoAoMa ( BUXKTE ToUKa 4.5)

. CBBMECTHO JIGUEHME C JIEKapCTBa, KOUTO Morar aa yabmxat QT unTtepsana.

. CbIBTCTBALLO JIEYEHHE CBC CIIEAHHTE JIEKapCcTBa, KOMTO MOraT Aa OTK/IKoUaT NojHuMopdHa

KaMepHa Taxukapaus (torsade de pointes):

- AHTHAPUTMHUH Kiac la KaTo XHHUOHH U AN30NMHpaMu .

- Knac Il aHTHapyMTMHMYHH N1EKApCTBA KATO aMHOAAPOH K COTAJIO0N.

- pyru nekapcrTea kato 6enpuania, UM3anpu, CyJaTonpua, THOPHMAA3HH, METAAOH, EPHTPOMHULIMH IV,
BUHKaMHH 1V, Xano@aHTpHH, NeHTaMUAMH, cnapdiokcaumn (BrxTe Touka 4.5).

4.4 CneuHAIHR NpeAYNpeXAeHHS U HpeXNa3Hn MepKH NpH ynorpeda

Heeporenmuuen Manuenen cunopom
KakTro WM npyd apyrure HeBpONentTvUM, MoXe Ja ce noasu Hesponentnuedn Manurnen CuHapow,
MOTEHUHANHO (ATalIHO YCI0XKHEHHE, KOETO CE€ XAPAKTEPH3Upa ¢ XHMEPTEPMUA, MYCKY/IHA PUIHAHOCT,
d4BTOHOMHA HeCTadWIHOCT, MPOMEHEHO Cb3HaHHe, pabAOMHONW32 W MOBHUILUEHHE Ha KpPeaTHHUH
dochoxunazana (CPK).

AKO NaUMEHTBHT pa3BHe MpPU3HAUM W CHMNTOMH HA 3/0KAYECTBEH HEBPOJENTHYEH CHHAPOM HIH
HEOOACHHMA XUNEPTEPMHS, OCODEHO NPHU BUCOKU AHEBHH JO3U, BCHYKH AHTUIICHXOTH
aMUCYNnNpu, Tpabsa Aa ObAAT NPEeKpPaTEHH.

PabroMuonusa e HabniopaBsaHa W NpH NaUUEHTH Oe3 HEBPONTENTHYEH MATIHTHEH

borecm na llapxuncon




Kakro W npM ocCTaHanuTe aHTUAOMAMHHEPriYHU areHTH € HeoOXOAMMO BHMMAaHHE, KOrato
MEJOCVJIIIMA e npeanucBaH Ha naunueHTH ¢ bonectra Ha [TapkWHCOH, ThbA KaTO MOXE 1a BJIOLH
3abongapadero. MEJIOCVYIITIU/ tpabsa na ce npunara camMo KOrato NEYEHUETO ¢ HEBPOJIENTHLMA He
MOXe Aa 6bae n3dernaro.

Yovaxcasane na QT unmepeana

AMHCYINNPHA NpeAW3BUKBA [0303aBMCMMO yabikasaHe Ha QT uHTeppana (Bwxkte Touka 4.8).
HM3BecTHO €, 4e TO3M e€PeKT MOXKE Oa NMOBHUIUKW PHCKA OT CEPHUO3HU BEHTPHUKYJIHHW APUTMHM KaTo
nonuMmopdHa kaMepHa Taxuxapaus (torsades de pointes).

[Ilpenn npueMm, M aKko KIMHHYHOTO CHLCTOSHHE Ha MalLMEHTA IO NMO3BONAABA, CE NpENoOpbYBa 1a Ce
npocaensT Qaxkropure, KOMUTO MOrar Aa NOBHMLLAT pUCKa OT FOSBa Ha Te3W PHUTBMHH HapYLUEHHS,
Hanpumep:

. bpanuxapaus noa 55 yaapa/ MuH.

. Enextponuten gucbanaHc, B HaCTHOCT XHUMOKATHEMHSA

. BponeHo yabmkaBane Ha QT uHTEpBana

. CbObTCTBALLY MEAWKAMEHTH, KOMTO MOraT Aa MPUYHMHAT TexkKa Opagukapauns (<55 ynapa/

MHH.), XHTIOKAJIHEMUSA, NOHUKEHA BLTPEChbpAEYHA MPOBOAMMOCT HIH yabnxkapaHe Ha QT vHTepBana
(Bvxcre Touka 4.5).

Hucyam

[lpy npoBeaeHU PaAHAOMHU3IMPAHU UTALEDO-KOHTPOIUPAHH KIMHHMYHU NMPOYYBAHUA NPH NALMEHTH B
CTapyecKa Bh3pacT ¢ AEMEHUHSA U JIEKYBAHU C ONIPERENEHHA ATUIIMYHHA AHTUTICUXOTHUH € HabNI01aBaHo
TPHKPATHO MOBHLLEHHE HR PUCKA OT MO3BYHO-CHAOBH CBLOUTHA. MEXaHN3MBT HAa TAKOBA MOBULLCHUE Ha
pUCKa HE € H3BecTeH. [loBULIEHUME HA pUCKA NMPU APYCM AHTUNCHUXOTHUYHU JIEKAPCTBA WK APYTH
MonyjgauMu MaLUeHTH He Moxe Ja Obvae uskmoueHo. MEJOCVYIJIIIM/ Ttpsabea aa ce npunara ¢
BHUMAHHE PH NALKUETH C PUCKOBH PAKTOPH 3a MHCYNT.

[layuenmu 6 cmapyecka evapacm ¢ gemenyus

[TauMeHTHTE B CTapuecka Bb3pacT ¢ AEMEHUMA M CBbP3aHA C HEA N1ICUX034, JIEKYBAHH C AHTHNCUXOTHYHHA
NIEKapCTBa Ca ¢ NOBHULUEH PUCK OT CMBPT. AHanu3u Ha |7 naauebo-KOHTPONUpaHH NpOoy4YBaHMA (C
NpoaAbDKUTENHOCT |0 ceAMHUUM), OCHOBHO NPU MAUMEHTH, NPUEMAILH ATUNWUHHM AHTHIICUXOTHULM,
NOKa3BaT PUCK OT CMBPT NpPH JEKYBRAaHUTE NAUUEHTH Mexay 1.6 ¥ 1.7 nbTH B CpaBHEHHE ¢ PUCKA OT
CMBPT MPH NauxeHTHTE, NMpuemann nnauebdo. Ilpu nposeaeHo TMNHUUYHO 10-ceaAMHUUYHO KOHTPOJHPAHO
NPOYYBAHE YECTOTATA HA CMBPT MPH NEKYBAHUTE MallHeHTH e 6una okono 4.5% B cpaBHEHHE ¢ YecToTa
oT 2.6% B nnauebo rpynara. Brnpekd, 4e ApHYMHHTE 3a CMBPT NMPH KIHHUWYHUTE NPOYYBAHMA Ha
aTUMWYHH AHTHNCUXOTHMLUMW <¢a pa3nuyvHd, HAH-MHOIO CMBPTHH Clyd4an c€ Ab/DKaT MIKW  Ha
KapAWOBacKyAapHH (Hanp. CbpAaeyHHa HEAOCTATBYHOCT, BHE3AMHA CMBPT), HIH Ha HHPEKUHO3HU (Hanp.
NHEBMOHKMA) NpH4UHU. OBCepBaLMOHHUTE MPOYYBAHUA MPEANoOnarar, ye NMoAOOHO HA ATUIUUHHUTE
AHTUNCUXOTHLH, JEHEHHETO ¢ KOHBEHLHMOHAJIHH AHTHINCHUXOTHYHH JIEKApCTBA MOXKE [a TOBHILU
CMBPTHOCTTA.

He e acHa cTeneHTa, A0 KOATO AaHHHTE 3a NMNOBUUIEHA CMBPTHOCT NPH 00CEPBALIMOHHUTE NPOYYRAHUS
MOTAT Aa C€ OTHECAT KbM aHTUIICUXOTHYHHUTE JIEKapCTBa B CPABHEHHE C HAKOH OT XapPaKTEPUCTHKHUTE
Ha NalMeHTUTE.

MEQOCYJIIINA ne e paspewier 3a ynotpeda npH JEYEHUE Ha CBBP3aHU C AEMEHLHA fOBEICHYECKH
HapYILLIEHUA.

Benosen mpombembonuzbm
[Ipu ynotpeba Ha aHTHNCHXOTHYHH JIEKAPCTBA ¢a AOKIAABAHH ClTy4YaH Ha BeHO3eH TpoMbOembonnibm
(BTE). Tbh kaTO nauneHTHTE, JIEKYBAHH C AHTUNCHXOTHLM, YECcTO ca ¢ NpuaoOnTH pUCKOBH haKTopH
3a BTE, ce npenopbusa BcHUYkK puckoBu dakropn 3a BTE na 6bnat upeHtuduump
epeme Ha nedenuneto ¢ MEJOCYIITU, kakto v Ja 6baaT B3€TH CHOTBETHUTE NPE,
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AMMCYINPHA MOXE Aa MOBHIIW HWBATA HA NPOJAKTHH W MOPaaW TOBa € HEOOXOAWMO BHHMAaHHE.
[TauneHTHTE C aHAMHE3A 33 PaK Ha IbpAaTa WnM (paMunHa aHaMHe3a 3a pak Ha rbpaara Tpadsa aa Obnat
NpocaeaaBaHKH OTONNU30 MO BPEME HA ICHEHHETO C aMHCYJITIPHA.

Hobpoxauecmeen mymop na xunogpuzama

AMUCYITIPHA MOXKE Aa YBEJIMYM HUBATa Ha NposiakTUH. [lo Bpeme Ha N€4eHHE C aMUCYINMNpHA ca
HaG0AaBaHH ClTydaH Ha 100pOKa4eCTBEHU TYMOPU Ha XUiodr3aTa KaTo NPONaKTHHOM (BHXTE TOUYKA
4.8). B cayvait Ha MHOroO BHCOKM HHBA Ha MPOJAKTHH WM KIMHHYHW MPU3HALIM HA TyMmMOp Ha
xunoduiara (kaTo AedeKTH Ha IPUTENHOTO None M rnapobonme), TpadBa Na ce HampaBH pPeHTrEHOBA
CHMMKA Ha Xunodu3ara. AKO ce MOTBbPAM AHATHO3a TYMOP Ha XHNOGH3aTAa, JCUEHHETO C AMUCYNPH/L
TpsabBa aa 6vae cnpsaHo (BHXKTE TOuka 4.3).

XunepeiuxeMus

XunepraukeMus € cbodU1aBaHa MPH HAKOW MaLMEHTH, JIEKYBAHH ¢ HAKOW aTUMUYHU aHTUIICHXOTUUHH
areHTH, NOpajM Ta3n MPHYHHA NPH NaUMEHTHTE ¢ YCTAHOBEHA AMAarHO3a 3axapeH AHA0ET HITH PUCKOBH
dakTopM 3a AMabeT, KOWTO 3aMOYBAT AEUYEHHE C aMUCYNTPHUA, TpadBa Aa ObAe YCTAHOBEHO NOAXOAALLO
CAWKEMUUHO NPOCNEasBaHE.

Enunencus
AMUCYITHPHA MOXKE Na NOHMXHW rbpuoBus npar. [lopaan Tasu nMpyUyHMHA NAUMEHTUTE C aHAMHE3A 34
enuniencus Tpadea na obaar npocineassaHy oTdaM30 no Bpeme Ha neyvenuero ¢ MEJOCYIITTA L

bvopeuna nedocmamyynocm

AMHCYAMHPHA ce eneMuHHpa upe3 6b0peunte. B cnyyail Ha 60peuna HeJOCTAaTLUHOCT A03aTa TpAOBA
na Obae MOoHWKeHa WM TpAOBa 1a ce OOMMCIH TIPEYCTAaHOBABAHE HA NMPEANHUCAHOTO NEYEHHE (BUKTE
Touka 4.2).

Hayuernmu 6 cmapuecka gb3pacm

[MpH NMaLMeHTH B cTapuecKka Bb3PACT, KAKTO WU MPH APYTHTE HEBPONENTUUM, aMUCYINHPUA TpAaOBa na
Obae rnpunarad ¢ 0cobeHO BHUMAHKE, NOPAdd Bb3MOXKEH PHCK OT XUNOTOHHA H ceaauusa. Moxe aa ce
HaNOXH MOHMKABAHE HA 103aTa CblIO U Mopaau 00peuHa HEAOCTATBEHHOCT.

CuMnmomu Ha OMHeMane

OCTpH CHMNTOMH HAa OTHEMAHE, BKJIIOUHUTENHO raJeHe, MOBPHLIIAHE M OE3CHbHHUE Ca OMUCBAHM PAIKO
cnel BHE3AIHO MPEYCTaHOBABAHE Ha BHCOKM QO3H AHTHIICMXOTHYHM nekapcTBa. BbiobOHoBABaHe Ha
MCUXOTHUYHUTE CUMIITOMH ChILO € Bb3MOXKHO, KaKTO € A0KJ1aBaHa U NOSBA HA HEBOJICEBH ABUIaATE/IHH
HapyileHus (KaTo aKaTH3MA, JUCTOHHA W avckyuHe3us). llopaan Ta3sw npuurHa ce npenopbusa
NOCTENMEHHO NPEYCTAHOBABAHE HA AMUCYJINPUA.

XenamomoxcusHocm

[Mpu ynoTpeba Ha aMucyanpua € chobLlaBaHa Texka YepHoaApoOHa TokcnuHocT. [launeHTure Tpsabea
na ObaaT HHCTPYKTHPaHK He3abaBHO Aa chOOUIABAT HA leKapd 3a NPU3HALUM KaTO ACTEHUS, AHOPEKCHS,
rajeHe, MOBpbUIaHe, H0OMKa B KOpeMa MK ) bATeHHUA. M3cneasaHmns, sKINIOYKTETHO KIIMHUYEH Nperiea

1 OMONIOTHYHA OLeHKa Ha YepHoapoOHaTa GyHKUUA, Tp2Osa aa 6baat He3abaBHO NPOBEASHH (BHUXKTE
TO4YKa 4.8).

Jeeronenust, HeymMpoOReHUs U 42Pany.Ioyumo3sd
[lpy neveHue C AHTHINCHXOTHUM, BKIKOUYATENHO AMHCYANUPUHA, C€a AOKNAINBAHH JIEBKONEHMA.
HEeYTPONIEHHUA U arpaHyjounTosa. HeobacHuma nHdexuns Unu Tpecka Morar Aa 6baart A0Ka3aTeNncTBo

H3CNIENBaAHE.

Jlaxmosa




To3n nekapcTBEH NPOAYKT ChAbPXa NakTo3a MoHoxuapar. [lauMeHTHTEe C peaKkH HacneACTBEHH
npoObNeMH Ha ralakro3Ha HENOHOCUMOCT, MbJeH JakTa3eH AeUUHT WIH TIHOKO30-ralakTo3Ha
manabcopOuua He TpaOBa Aa NpUeMaT TOBA JIEKAPCTBO.

Hampuu
ToBa nekapcTBO cbhAbpKa Mo-Manko oT | mmol Harpuii (23 mg) Ha eaHa TabneTka, T.€. Ce CUMTA, ye
MPaKTHUYECKH HE ChbAbPIKA HaTPHiA.

4.5 B3anmMoaelcTBHE ¢ APYIH JIEKAPCTBEHH NPOAYKTH H ApYTrH GOpPMH HA B3aHMOREHCTBHE

. [Ipomusonoxazanu xombunayuu
JlekapcTBa, KOUTO MOraT aa fipeaAU3BHKAT noauMopdHa kKamepHa Taxukapaus (torsades de pointes)
unu yabomxasane Ha QT uHTepBana (BuxTe TouKa 4.4 W Touka 4.3):

Knac la anTHapuTMHULK KATO XHHUAWH W AU30TTHPaMHUA.

- Knac [l aHTHapuTMUUHK NEKApPCTBA KATO AMHOAAPOH U COTANOM.

- Hpyru nexapcTBa KaTo Oenpuiau/i, UM3anpua, CYJATONpUA, THOPWIA3WH, META/0H,
EPUTPOMMUMH 1.V., BUHKAMUH 1.V., XanoGaHTpHH, NEHTAMKANH, cniapdnokcauuH (BHXKTe Touka 4.5).
Jlesoona: peUMnpoOUeH AHTArOHH3IBbM Ha ehHeKTUTE MEXTY IEBOAONA U HEBPONENTHULH.

AMHUCYINPHA MOXE Ja C€ TNPOTHBOMOCTABM Ha e(dekTa Ha JONaMHUHOBHTE AarOHHCTH, Hanp.
OPOMOKPHIITHH, POMTHHHPOIL.

. Kovbunayuu, xoumo He ce npenopvuéam

AMHCYJTIUPHI MOKE [1a 3aCHUNH eeKTHTE Ha ANKOX0Ja BbPXY LEHTPAIHATA HEPBHA CUCTEMA.
JlekapcTBa, KOMTO MOTraT ia NpeAU3BUKaT nonuMopdHa kaMepHa Taxukapaus (torsades de pointes) nam
yavibkaBaHe Ha QT yMHTepBana:

- JlekapcTsa, KOMTO MOrat jAa TNpeAW3BHKAT Opaiukapanf, BKIOUUTENHO OeTa-OnoKepH,
Opaaukapaua-UHAYLUUpALl Ka/ILUHA KaTo JWATHAa3eM, BepanaMuJl, KIIOHUAUH, r'yaHaudH U AUTOKCHH.

- JlekapcTBa, KOMTO NpeAN3BHKBAT €NEKTPOJIMTEH AWCOANAHC: XMIOKATHEMHUUYHH JIUYPETHLIM,
CTUMYJHpaluM JNakcatusu, 1.v. amboTepuunH B, rioOKOKOPTHKOMAHW W TETPaKO3aKTHAM.
XunokannemuaTa TpadBa na Ovae KopUrupasa.

- AHTHNCHUXOTHYHH NEKAPCTBA KATO MUMO3MA M XAIONEPHAON, MMHIIPAMHH aHTHIENPECaHTH,
JHUTHA.

. Kombunayuu, xoumo mpabsa oa ce gzemam noO BHUMAHUE

Henpecantu Ha LUHC, BKIHOUMTENHO HAPKOTUYHU NPOAYKTH, AHECTETHIIM, aHANreTHULIM, ceaaTUBHH H
aHTUXHCTAMHWHH, DapOuTypaTH, OeH30AHA3ENUHK U APYTH AHKCHOIMTHLH, KJIOHWAHH W IEPHUBATH.
AHTHXUNEPTEH3IUBHH NEKAPCTBA U APYITH XWUIMOTEH3IWBHH JICKApPCTBA.

CbBMECTHO JIEYEHHME C aMUCYANpUA M KIO3aNMH MOXe Ja J0Bele 10 MNOBMULUEHH TUTAa3MEHHM
KOHUEHTPAUNKY Ha aMUCY.ITIPUA.

4.6 ®epTHanTeT, 6pEMEHHOCT H KhPMEHE

bpeMeHHOCT
HannwyHu ca camMO orpaHu4eHd AaHHM 3a yrmorpebata Ha aMUCYINMpUA Npu OpEeMEHHH KeHMu.
beszonacHOCTTa Ha aMUCYINPUA NPH OPEMEHHU XKEHH HE € YCTAHOBEHaA.

AMHCYANPpKA NpEMKUHABA NPE3 MIALEHTATA.

[TpoyuBaHHA NPH KHUBOTHH NOKA3BAT PEMPOAYKTHBHA TOKCHYHOCT(BHXKTE TOUKa 5.3).

YnorpebdaTa Ha N€KAPCTBOTO HE € MPENOPBUUTENHA N0 BpeMe Ha OPEMEHHOCT U NMPU XKEHHU ¢ NETEPOACH
MOTEHLHAN, KOWTO HE M3MOJ3BAT €(PEKTUBHA KOHTPALEMUMs, OCBEH aKO NOJI3MTE HE OINpaBaaBat
NOTEHUHATHWTE PUCKOBE.

[lpy HOBOPOAEHH, HINOKEHU HA AHTHICHXOTHLM (BKJIIOUHMTEHO aMMCYJIN
TPUMECTBP OT OpEeMEHHOCTTA CBbIUECTBYBZ PHCK OT  HeXeNaHH
EKCTpanMpaMUIHH W/ WIM CHMNTOMW Ha OTHEMaHe, KOWTO MOTraT /[a
NPOALIDKUTENHOCT cnea paxaaHeTro (BwxkTe Touka 4.8). Hoxknaasanu ¢




XHNEPTOHNA, XUINIOTOHHUA, TPEMOP, CbHIHBOCT, PECTIMPATOPCH AHCTPCC HIH HAPYLUCHHA B XPAHCHCTO.
I'Iopa,uu Ta3Hu NpHikMHA HOBOPOACHHTC TpﬂﬁBa Aa 6bAaT BHUMATETHO NpoCacasBaHH,

Knpmene

B HAxOH chayyau aMuUCyNInNpua c€ €KCKpeTHpa B KbpMaTa B OTHOCHUTENHO roOJIeMH KOJIMYECTBa.
Haasuinaeaumn 10% oT KopuMrupaHaTa cnpsaMo TErNoTO HA MalKaTa 1033, HO KOHLEHTPALUATa B KPbBTA
Ha KbpMaueTaTa He € ouleHeHa. Hama noctatbuHo uHpopMauyd 3a edhekTUTe Ha aMUCYANPHA BbPXY
HOBopoaeHHUTe/ KbpMmadeTaTa. Tpabea aa ce BIeMe peWIEHHE JaH Ja ce NPEKPaTH KbPMEHETO HAH da
C¢ NPeyCTAHOBH NEUYEHUETO C AaMUCYJIMPUI 110 BPEME Ha KbPMEHE KaTo CE B3eMaT NPEABUA MON3ZHTE OT
KbPMEHETO 3a AeTeTO K NON3UTE OT JICUSHHETO 33 XKEeHaTa.

PepTUINTET
[Tpy TpeTHpaHH »HBOTHU € YCTAHOBEHO NOHKXKABAHE HA DEePTUNNTETA, CBBP3aHO ¢ PApMAKONOrHUHHTE

e(PeKTH Ha N1eKapCcTBOTO (NMPONAKTUH-MEAUHPaH eeKT).

4.7 EdexTH BLPXY ¢NOCOOHOCTTA 32 WodhHpaHe H padora ¢ MAIIUHH

Hopu npu ynoTpeba KakTo € MpenopbyaHo, aMUCYJIMHPHA MOXKE Ja NPHUHHHU CLHAMBOCT U 3aMbIJIEHO
3pEHUE, KOATO 1a NOBJIKAE CNOCOOHOCTTA 3a WodHpaHe WK padorta ¢ MaluuHK (BUXTE To4ka 4.8)

4.8 Hexennanu JieKapcTBeHH peaKuHH

HexxenaHuTe nekapCcTBEHH peakUMM ca fOApeJeHH NO 4YecTOTa KaTo € HW3Noi3BaHa cleaHaTa
Knacugpukaumsa: MHOTo YecTH (=1/10); uect (=1/100 po <1/10); vewectn (=1/1 000 no <1/100); peaku
(=1/10 000 no <1/1 000); muaoro peaku (<1/10 000); ¢ HeusBecTHa HecTOTA (HECTOTATA HE MOXKE Aa Obae
OLEHEeHa OT HATHYHHUTE JaHHH ).

Cucmeva Opean Karac Yecmoma Heowceaana pearyus
Hapywenus na xpvema u | Hevecru JleBKOMEHHA, HEYTPONEHHS (BHXTE TOUKa 4.4)
aumpnama cucmema Penku ArpaHynounTosa (BuKkTe Touka 4.4)
Hapywenwi na umynnama | Heuectn AnepruyHa peakums
cucmema
Endoxpunnu napyuwernus YectH XHUNEpnpoNakTHHEMMA, ranakTopes, aMeHopes,
rHHEKOMAcTHA, DonKa B IbpaAWTE M EPEKTHIIHA
AUCPYHKLIMA.
Penku HobpokauecTBeH TymMop Ha xunoduszara karo
NMPONAKTHHOM (BHKTE TOUKHU 4.3 1 4.4)
Hapywenus na | Heuectu Xunepriavkemus (BYXTE TOUYKA 4.4),
memaboauima u XHNEPTPUTITHLEPHAEMHUS U XUTTEPXOJECTEPOIEMUS
Xpanenemo Penku XHNOHATPHEMHSA, CHHAPOM Ha HEMOAXOAALLATA
CEKpEeLHs Ha aHTHAMYpPETUYEH XOpMOH (SIADH).
Hcuxuunu napywernun Hectu bescbHHe, TpeBOKHOCT, Bb3OYyAa, HapylleHHs Ha
oprama
HeuyecTy O6bpkaHoOCT
Hapywenus na nepgnama | Muoro yecty | ExcrpanvMpaMMIHH CUMNTOMH: TPEMOP, PHTHAHOCT,
cucmemda XHITOKUHES A, XHrepcaiMBaLus, aKaTazus,
AUCKHHE3US.
Yectn Morar na ce NogBAT CHHAWBOCT, OCTpa AHCTOHMA
(CNa3bM  TOPTUKOMMUC,  OKYJNOTMPHUYHA .. KpH3a.
Tpn3bM). Te ca oOpatumu 6e3 npey
aAMUCYTINPUA U NIPH JIe4YeHUe : \
areHT. § \
Heuectu "'bpuose, cbobuiaBana e Ta :f*u,
Xapakrepusudpauia ce ¢ p ugi . SHERDAERM /




Cucmema Opean Kaac Yecmoma Heorcenana peaxyus
ABHXKEHHUA OCHOBHO Ha €3MKa WUIH JIHMLETO
obuuaiHO clle]  ABIAMOCPOHHO  MPHAONKEHHE.
AHTHUNAapKUHCOHOBUTE JEKApcTBa €a Hee(EKTHBHH
MJIM  MOrat na MHAyudpaT oOOOCTpPAHETO Ha
CUMNTOMMTE.
Peaxn HesponenTHYeH ManurHeH CHUHAPOM (BHXTE TOYKa

4.4), KOWTO € NOTEHLUUATHO (PATANHO YCAOKHEHHE.

C Heun3BecTHa

CHHIpPOM Ha HECTIOKOMHHTE KPaka

yecToTa
Hapywenua na ovume HectH 3aMBINeHo 3peHne (ByxKTe Touka 4.7).
Cupoeunu napyuwienus HeuyecTH bpanukapans
Penkwu Yabmxed QT uHTepsan, BEHTPHKYJIHA APUTMUSA KaTO
noaumMopdHa KaMepHa Taxukapaus (torsade de
pointes), BEHTPHKYJIHA TaXHKapPAHA, BEHTPHKYJIHH
$dudpunaumn, cbpaedeH apecT, BHe3anHa CMbPT
(ByKkTE TOUKa 4.4).
Cvoosu Hapyuenus YectH XHANOTOHHSA
Heuect XHnepToHus
Penku BeHozseH TpoMOeeMOOAUIBM, BKJTHOUHUTETHO
Oenoppoben embonuzbMm, nNOHAKora daraneH, W
ALNOOKa BeHO3Ha ToMD03a (BHkTe TOUKa 4.4).
Pecnupamopnu, 2pvonu u | Heyectu 3anylieH HOC, aCNHPAUMOHHA TTHEBMOHHA (OCHOBHO
MeQUUACMUHANIHU CBBp3aHa C ApyrH adtuncuxotvud W LHHC
HAaPVUEeHUA AENpecaHTH)
Cmomawrno-upesHu YectH 3anek, raieHe, NOBpPbIIAHE, CYXOTa B yCTaTa.
HADYVULCHUA
Yeproopobnu napywenun | Heuectu YEBpexaaHe Ha XenaToLUTHTeE.
Hapywenua na xoxcama u | Peaku AHruoenem, ypTHKapHs
ROOKOICHAMA MYbKAH C HeusBecTHa | Peakuus Ha GOTOYYBCTBATENHOCT
4eCcTOoTa
Hapywenus na vycxyano- | Heuectu (OcTeoneHus, 0OCTEONOPO3a.
ckeremuama cucmema u | C HeunssecTHa | Pabaomuonuza
CheQuHumeIHamd mvKaH | 4ecToTa
Hapywenusn na 6v6peyume | Heuectu 3anbpKaHe Ha ypHHa.

U NUKOYHUumMe nobmuliiad

Cvcmonnun, c68bp3aHU ¢

C Heu3BecTHAa

CHHApPOM Ha OTHEMaHE MPH HOBOPOJEHOTO (BHXTE

bpemennocmma, pooosus | HecrTara Touka 4.6)
U NOCEPOO0GUS NePUOO
Hzcneosanus YecTH [ToBHiLaBaHe HA TETNIOTO
Heuectu [ToBHLLIEHU CTOWHOCTH HA YEPHOAPOOHHUTE EH3MMMH,

OCHOBHO HA TPAHCAMHHA3ZHTC.

C Hewn3pecTHA

[foBuleHa cepyMHa KpeaTHHHHpOCHOKNHA3A

YyecToTa
Hapauaeanuwa, ompassanus | C HeunssecTHa | [lagaHe B pe3ynTaT Ha CTpaHWUHHU €(EKTH, KOWTO
U YCAONCHEHUA npu | 4eCToTa KOMOpoOMeTHpaT DanaHc Ha TA10TO

npoyeoypu

CrobuiaBane Ha NOAO3IHPAHH HEKC/IAHH PEAKLHAH

Cbo011aBaHeTO Ha NMOAO3UPAHN HEXENaHW peaKliuM Cell pa3pelllaBaHe 3a yno
NPOAYKT € BaXXHO. ToBa nMo3RO/ABA Aa NPOABLMKH HabNIOASHHETO Ha CHOTHO




NeKapcTBEHHUA MpoayKT. OT MEAHLIMHCKUTE CNELMAIUCTH CE€ H3MCKBA Aa choDwWaBar BCaka Noao3HpaHa
HeXKEJlaHa peaklus upe3 HaUMOHATHATA CUCTEMA 3a CbOOLUABAHE:

HN30bJAHHTETHA AaTEHIHA 0 JIeKapCcTBaTAa

yn. ,.JamaH ['pyes” Ne §

1303 Codus

Ten.: +359 2 890 3417
yebcaiT: www.bda.bg

4.9 Ilpenoszupane
HMa orpaHH4eHU NaHHH OTHOCHO NMPELO3IUPAHETO C AMHUCYIITIPH.

CuMnToMH

CpobuiaBaHo € 3acuiiBaHe Ha M3BECTHUTE $apMaKOSOrHYHH epeKTH Ha NeKapcTBOTO. Te BKAKOYBAT
CBHHJIMBOCT W CE€JaLIMA, KOMa, XUNMOTOHUA M €KCTpanupaMuaHH cuMnToMu. Cnyuau ¢ artanen n3xos ca
AOKJIaIBAHH OCHOBHO MTPH KOMOWHHPAHO JieHeHHe ¢ APYrH NCUXOTPONHM areHTH.

OBnaasapaHe

B cnyuail Ha ocTpo npeaosvpaHne, TpabBa aa ce UMa NpPEeABKI Bb3MOXKHOCTT2 ga ca OUAU NPHETH H
APYTrH NEKAPCTBEHHW NTPOAYKTH.

Tbi kaTo aMUCYANHPHA ce Auanu3upa ci1abo, XxeMoanu3aTa HaMa aa € OT Nos3a 3a eJIMMHHUPaHE Ha
JIEKapCTBOTO.

He chuiecTryBa cneuddyyeH aHTMAOT HA AMUCYIANUPHA.

CnenosaresiHo TpabBa aa ce npeanpueMar NoAXoAAlUHY NOAAbPIKALLMY MEPKH: MOHHUTOPHpPAHE OTONH30
Ha JKM3HEHHUTE PYHKLMH M NPOABILKHTETHO ChPACYHO MOHUTOpUpaHe (puck oT yabaxaeane Ha QT
MHTEpBaia) A0 Bb3CTAHOBABAHE HA NALUEHTA.

AKO Ce NOABAT TEXKKU eKCTPaNupaMUAHH CUMNTOMH, TpaOBa na 6bAaT NPUIOKEHU aHTUXOJHHEPrUYHH
aAreHTH.

[Ipy1 nauxeHTH, NpH KOUTO c€ NOJ03Upa npeao3upade, Tpsdsa aa ce n3sbpin EKI™ npocnenssane.

5. PAPMAKOJIOrHYHU CBOMCTBA
5.1 ®apMakoAHHAMHYHH CBOHCTBA

({apmakoTepanesTHyHa rpyna: Ilcuxonentuuy, aHTUNCUXOTULH, DeH3aMHUIU
ATC koa NOSALOS

AMHCYIINPHA C€ CRbP3BA CENEKTHBHO C BUCOK APHHUTET KBM UOBELIKHUTE AOTIAMUHEPTHUYHH PELENTOPH,
noaTunose D2/D3, pokato Takbs adbuHuTeT auncea 3a D1, D4 u D5 peuenTopHUTe NOATUINOBE.

3a pa3nunka OT KJIACHYECKHTE H aTUIMTUYHUTE HEBPOJENTULMN, AMUCYIITIPHA HE NPHTEKABA aQPHUHHTET KbM
CEPOTOHHHOBHTE, aapeHepruuHuTe, xuctaMud H1 v xonunepruuHute peuentopu. B aonbaHeHHMeE,
aMHUCYIMPHA HE CE€ CBbP3Ba CbC CUIMa MeCTaTa.

B mpoyusaHMATa NMpH KUBOTHH, BbB BHUCOKM 03U aMUCyInpua ONokupa nocT-cMHantuuHure D2
PELIENTOPU B JTUMOUUHHTE CTPYKTYPH B MO-TOASMA CTENEH, OTKOJIKOTO B CTPHATYMA. 3a pa3iiMKa OT
KJACHYECKHTE HEBPOAEMTHLN HE NPEIM3BUKBA KATAJIENICHA U HE €€ Pa3BHBA CBPBXUYBCTBUTEIHOCT Ha
D2 ponaMHHOBUTE peUENTOpU CAeA MOBTOPHO Nedvenue. [lpunoxkeH B HUCKU A03M, Tol OGnokupa
npeauMHO npecHHanTHuHuTe D2/D3 peuenTtopu, Kato npean3BukBa ocBoOOKIaBaHE HA NAONAMMH, C
KOETO € CBBP3BAT AMCHHXUOMpALLHTE MY ehEKTH.

To3u atunnuen ¢gapmaxonorryed npodun Moxke 13 00ACHH AHTUNCUXOTHYHHUA e(BEKT Ha aMHCYINpHA
BHB BUCOKH J03H MOCPEACTBOM 00KAAa HA NMOCT-CHHANTHYHHTE AONaMHHOBM PEeLIENTORM M HEroBarta
€(PUKACHOCT Cpelly HEraTUBHM CHMITOMH B HHCKM A03H, upe3 Onokana
JOTTAMHUHOBH PELIENTOPH.

B nonbnHeHue, NOHWKEHATA CKIOHHOCT HA AMUCYJIRPKHA 1a NPeAU3BHKBA €KC
peakLMmn MOXKE 1A € CBbP3aHa C NPeAHMHO THMOHYHATa MY aKTHBHOCT.

5.2 PapMaAKOKHHETHYHH CBOHCTBA




[pu xopa amucynnpua AocTHra ABa NMHKa Ha abcopOUKs: eIHHMAT HacTbiBa OBP30, €AUH vac cnen
J03UpaHE, a BTOPUAT — B pakuTe Ha 3 10 4 yaca cneld npyeM. CbOTBETHUTE TU1IA3MEHK KOHLIEHTPaLUHK
ca39+3uS54+4ng/ mlcnea po3a ot 50 mg.

O6emMbT Ha pasnpeaenexne e 5.8 I/ kg, CBbp3BaHETO C MNa3MeHHUTE NMpoTerHn e cnabo (16%) W He ce
OUaKBaT JIEKAPCTBEHHU B3aUMOAECHUCTBHA.

Ab6conroTHaTra SnoHaTHUHOCT € 48%.

Amucynnpua ce Merabonusupa cnabo: yCTaHOBEHM ca [BAa HEAKTHUBHU MeTadonuTa, KOMTO
npeacTasiasaTt oxono 4% oT no3ata. AMUCYANPUA He aKyMyadpa U (papMaKOKMHETHMKATA My OCTaBa
HENpOMEHEHa Cliel NpyUeM Ha NMOBTOPAEMH A03M. EJHMHHALMOHHUAT NONYKUBOT HA aMMCYJTPHUA €
npubnuzuTenHo 12 yaca cnea NpHIOKEHUE Ha NepopanHa A03a.

AMHCYNINPHA CE€ ETMMHHHUPA B HENPOMEHEH BUA ¢ ypuHaTa. 30% OT UHTpaBeHO3Ha 103a CE EKCKPETHPa
C YpUHaTa, oT KonTo 90% ce enuMuHnpat npe3 nbpsuTe 24 yaca. brOpeuHUsaT KIUPBLHC € OT MopAAbKA
Ha 20 1/ h nau 330 ml/ min.

XpaHara, borara Ha BbrpexuapaTH (CbeC CbabPAKaHUE Ha TEHHOCTH 68%), churecTBeHO noHmxkasa AUC,
Tmax 1 Cmax Ha amMHMcyanpua, HO He ca HabnwaaBaHW NpoMEHH npu Oorara Ha Ma3HMHKW XpaHa.
Bbripeku TOBa, 3HAYEHHETO HA TE3H OTKPUTHA 32 OOWYAHHOTO KITHHHUYHO MPUIIOKEHHE HE € U3BECTHO.

YepHoapoOHa HEAOCTATHLHHOCT
TwH kaTo nexkapcTBoTO ce MeTabonu3upa cnado, He OM cneasBano Aa € HeOOXO0AWMO MOHWXKABAHE Ha
A03ara fnpu NauHeHTH ¢ YepHOAPOOHA HENOCTATBYHOCT.

bbOpeyHa HEZOCTATLYHOCT

EAMMHHAUMOHHKAT MONYKUMBOT OCTABA HEMPOMEHEH NPU NAUMEHTH ¢ 6bOpeuHa HEAOCTATHYHOCT, HO
CUCTEMHHUAT KJIUPBHC ce noHWxkama 2.5 ac 3 mvth. AUC Ha amucynnpug npu sieka 6u0bpeuna
HEeJOCTAaTbUOCT C€ IMOBMILABA ABA MbTH U NMouTd 10 nbTH npu ymepeHa 6LOpeuHa HEeNOCTATBUHOCT
(BuxTe Touka 4.2). Benpeku TOBa, ONMUTHT € OrpaHUYEH M HAMA HAJTUYHU RaHHH NPU A03H FO-BUCOKH
ot 50 mg.

AMUCYNMNPHA C€ AUATHINPA UIKITKOUUTENHO €1a00.

[lalteHTH B CTApUeCKa BbIpacT

OrpaHudueHuTe (papMaKOKWHETHYHH JAHHW NPH NAUKEHTH B CTapuecka Bb3pacT (> 635 roanHu) nokassar
nosuuieHue ¢ 10-30 % Ha Cmax, T1/2 u AUC cnea eaMHUuHa nepopanHa go3a ot 50 mg. Hama HanuuHm
AAHHU TIPHU NIOBTOPSEMH A03H.

5.3 [IpeAKNTHHHYHH JaHHHK 32 0€30MACHOCT

LlanocteH npernea Ha NpoBeeHUTE NPOYUBAHKA 33 0€30MaCHOCT MOKAa3Ba, Y€ aMUCYINMUPU HE NMOKa3Ba
oW, opraHo-cneuM@UyeH, TEpPaTOreHeH, MyTareHeH WX KapuvHoreHeH puck. HabnionaBanuTe
MPOMEHH TIPH MIBXOBE H KYY€Ta NMpH J03M NTOJ MAKCMMATHO TOJIEPHUPAHUTE Ca WK (PapMaKOJOrHUHHK
eekTH, HAM ca JIHULIEHW OT TOKCHKOJIOFHYHA 3HAYUMOCT TpH TE€3H YCRoBUA. B cpaBHeHHe ¢
MaKCHMMAJTHATA NPENopBHUTENHA 4034 NPH XOpa, MAKCHMATTHUTE TONEPHPAHH A03HM ¢a 2 U 7 TFbTH No-
BUCOKHW npH ruibxose (200 mg/ kg/ nHeBHo) U xydeTa (120 mg/ Kg/ aHeBHO) no oTtHouleHne Ha AUC,
He € ycTaHOBEH KapUMHONeHEH PUCK 3a Xopa NpHU Npoy4BaHKATa npy MULIKK (10 120 mg/ kr/ aHeBHO)
U mIbXoBe (a0 240 mg/ Kr/ AHEBHO), KOUTO CHOTBETCTBAT NPH MILX0BE Ha 1.5 10 4.5 nbTH oyakBaHaTa
AUC npu xopa. PenpoayxTWBHHATE NpoyuBaHHWA, MPOBEASHHU MPH MMIBLXOBE, 3aWUM W MHLUIKH, HE
NOXa3BaT HUKAKDLB TEPATONEHEH MOTEHLHMAT.

[Tpy M3NUTBAHUATA NPH KUBOTHH, AMUCYJINPHI NPEAN3BHKBA e¢PEKT BLPXY (PETATHOTO pa3sBUTHE NPH
1034, CLOTBETCTBALIN HA EKBUBAJICHTHA A03a npuxopaor 2000 mg AHEBHO W noseue N
Tterno 50 kr. HamMa Joka3zaTencTea 3a TepaToreHeH MOoTeHUKan Ha aMUCYNNpHA.
MpOy4YBaHHMA 34 Bb3ACHCTBUETO HA AMUCYIITPU]L BLPXY NOBEASHHETO Ha MOKOJIEH

6. PAPMAILEBTUYHH JAHHH
6.1 CnHcebK HA MOMOLIHHTE BelleCcTBAa




JlakTo3a MOHOXHApAT,

Hartpures HMlLeCTEH MNTIHKONAT THN A,
Xunpomenosa ES,

MukpokpucTtanta uenynosa PH-101,
Marnesunes creapar.

6.2 HecbBMecTHMOCTH

Henpunoxumo.

6.3 Cpok na rognoct

3 roavnHu

6.4 Cneunannu ycJ10BHA HA ChXPaHeHHE
To3n nekapcTBEH NPOAYKT HE M3UCKBA CMIEUHATIHH YCIOBHS HA CBXPaHEHHE.

6.5 Bua # cbAbLPAAHHE HA ONMAKOBKATA

PVC/PVDC-AI 6nucTepu B onakoBkH, cbabpxatiy 30, 60 1 90 Tabnetkm.
He BCHYKKM BHAOBE ONAKOBKKW MoraTt ja 6baat nycHaTu B npoaaxba.

6.6 CneuHA/THH NPEeANA3HH MEPKH NPH HIXBBLPJIAHE H padoTa

HsaMa cnensraniHi H3CKBaHKA.

7. APUTEXATEJI HA PAZPEIIEHHETO 3A YIIOTPEBA
MEDOCHEMIE LTD, 1-10 Constantinoupoleos street, 3011 Limassol, Knnsp
8. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA

Per. Ne 20150209

9. JATA HA IIbPBO PA3PEILIABAHE/ IIOAHOBABAHE HA PA3PEILIEHHUETO 3A
YIIOTPEBA

JaTa Ha nbpBo pa3pelbaBane: 24 1oHu 2015 T.
Jata Ha nocnegno noaHoeseaHe: 17 despyapu 2020 .

10. TATA HA AKTYAJIM3UPAHE HA TEKCTA

07/2025
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