KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA < O 73702083

1. AME HA JIEKAPCTBEHUS MPOAYKT EP>2P 07 -05- 2025

MEJIOCVYJIITHU]] 400 mg TabneTku
MEDOSULPIDE 400 mg tablets

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Besika Tabnerka cuabpaka 400 mg amucynnpua (amisulpride).

[ToMOLIIHO BELIECTBO C U3BECTHO JAEUCTBHUE: JIAKTO3a MOHOXHUPAT.

Bceska tabnerka cpabpxka 200.00 mg nakro3za MOHOXHpAT.

3a MbJIHUA CNUCHK HA MOMOILIHUTE BEILIECTBA BHXKTE TOYKA 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerka.

benn, IBOHHO U3NBKHAJIM, NPOABJITOBATH TAa0JIETKH, C IEJIMTE/IHA YepTa OT ABETE CTPaHH U pa3mepu 19
X 10 mm. /lenurenHara yepra € camMo 3a yJIECHABaHE Ha CYYNBAHETO C LI€J MO-JIECHO MOIJIblIaHe, a He

3a pa3/ensHe Ha paBHU JI03H.

4. KIMHUYHU JAHHU

4.1 TepaneBTHYHH NOKA3AHHUSA

MEJIOCVYIJIITH/] e noka3aH 3a Jile4eHHe Ha OCTPH U XPOHHYHH IU30(PEHHH pa3CTPOICTBA C:
® T[IO3UTHUBHH CHMITOMM (Katro HaJyAHOCTH, XalOLMHALUMH, MHMCJIOBHHU Pa3CTPOMUCTBA,
Bpa>kAeOHOCT U MapaHOUIHU HAJTYJHOCTH),

® HCraTHBHH CHUMIITOMH (K&TO [MPUTBIICHH CMOLIHH, EMOLIHOHAJIHO U COLIHAJTHO OTIIp'bHBﬂHE!).

4.2 1o3MpoBKa H HAYHH HA NPHJIOKEHHE

J1o3upoBKa

3a OCTpH MCUXOTHYHH E€MU30[U Ce nmpenopbuBar nepopaiHu Ao3u Mexay 400 mg nnHeBHo u 800 mg
JHEBHO. B MHAUBHIYAJIHM Clly4Yad JHEBHaTa 103a Moxe Ja Obae nosuuieHa a0 1200 mg aueBHo. J[o3u
Hax 1200 mg nHeBHO He ca OMIIK OOLLIMPHO OLIEHABAHHM 10 OTHOLIEHHE Ha O€30MacHOCTTa M MOpax Ta3u

npuyydHa He TpsabBa na Ovaar npunaraHu. He ce u3nuckBa cneuuUYHO TUTPUpPAHE MPH 3aM0YBAHE HA
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an MatucCHTH CbC CMCCCHH IMO3UTHUBHHU U HECraTHBHHU CHMIITOMH, 103aTa Tpﬂﬁﬂa aa 61:,}16 aJariTipaHa

3a NMOCTHUraHe Ha ONNTHUMAJICH KOHTPOJI Ha NO3UTHBHHUTC CHUMITTOMMH.

[Toaabpxanioro neyenre TpsaOBa aa 6bae HHAMBUAYAJIM3UPAHO C Hall-HUCKaTa e)eKTUBHA [103a.

an MalHUEHTH, TIPH KOHUTO npeeﬁna,uaBaT HEATHBHUTC CHUMIIOTMH CC IPCNOPbHUBAT MNCPOPAJIHH AJO3H

mexxay 50 mg nueBHo u 300 mg nHeBHO. Jlo3uTe TpsOBa na 6baaT aganTHpaHW WHOWBHUIYAHO.

MEJIOCVIJITTU]] moxe na 6bae npyueMaH BeAHBK AHEBHO NnepopaiHo B 1034 10 400 mg, no-BHCOKHUTE

11034 TpsiOBa Aa ObaaT pa3ieNeHH B OTACIHHU JO3H.

Tpsabea na ce npunara Hal-HUCKaTa epeKTUBHA /1034,

Ilayuenmu 6 cmapuecka év3pacm

besonacHocTTa Ha aMUCY/INpPUA € Mpoy4YBaHa MpPU OrpaHUYeH Opoil MauMeHTH B cTapyecKka Bb3pacr.
Amucynnpua TpsaOBa na ce npuiara ¢ o0co6eHO BHUMaHUe Mopaau NOTEHIMAIEH PUCK OT XUITOTOHHS U
ceaaums.

Moxe na ce HaJ10’KM HaMaJ1IBaHe Ha J103aTa U nopaau 6']:-6})6‘-[1—13 HCAOCTATBbYHOCT.

ITeouampuuna nonynrayus

EdukacHocTTa M Oe3omacHocTra Ha aMucyianpua ot nybeprera ao 18-roaumiHa BB3pacT He ca
ycTaHOBeHHM. HanuuHM ca orpaHM4eHH JaHHUH 3a ynotpebaTta Ha aMMCYJNpPUA TMPU KOHOLIH C
mu3odppenus. Ilopaau Tazu npuuuHa ynorpedbara Ha amucyanpua ot nybeprera ao 18-roauuiHa
Bb3pacT He ce MpernopbyBa; Npu jeua npead nydeprera aMUCYJINpPU € MPOTUBOMNOKA3aH, ThbH Karo

HerosaTta 0e30macHOCT He € ycrtaHoBeHa (BvxkTe Touka 4.3).

bvbopeuna neoocmamvunocm

AMHUCYINHPUA ce eMMUHUpaA ype3 ObOpeuute. [Ipu 6b0peyHa HexpocTaTLUHOCT A03aTa TpsAOBa aa ce
HaMaJli HarnoJIOBUHA NpH NauueHTH ¢ KpeaTUHUHOB KIUpbHC (CRCL) Mexay 30-60 ml/min u no eana
tpeTa npu naueHT ¢ CRCL Mexay 10-30 ml/min. TwH kaTo HAMa HaJIMYEH OINMUT NPH MALMEHTH C
Texxko 6b0peuHo yBpexaaHe (CRCL < 10 ml/min), npy Te3u nallMeHTH ce MpenopbyBa CrelyaiHa

rpuxka (Buwxkrte Touka 4.4).

Heprnoopobna neoocmamvynocm
"

Tt kKaTo JekapcTBOTO ce MeTabonu3mupa ciabo, He OM TpAOBao a € HeOOXOAMMO HAMAJIABaHE Ha
./‘;.r,,- T:fﬁ"i'fﬂ"% .' i 11,: 7, "”-.-I
no3ara. VA TR NCAN
{/ *'““ VK o \, <\ \
!ff A . / ol iy \ \
Il = : |
VI !
1 - J '
\ - ¢
2 \11 -':-r 1 =
Vb ;
\w;""- . -1:.
"x"x\ v e o AN -
el 1 o (o i
AN o BIMKA L™~

"-la..___“ l-.___-_---__.-_-.d-:_'“__..d
e b gy s g



HayuH Ha NpUIOKEHHE

[lepopanHo NnpUIOKEHHE.

4.3 IIpoTRBONOKA3AHKA
¢ (CBpPBXYYBCTBHTEIHOCT KbM AKTHBHOTO BELIECTBO WM KbM HAKOE OT NMOMOILIHMTE BElLECTRA,
130poeHH B TOUKa 6.1.
e Hanuuue Ha NpPONAKTHH-3aBUCUMM TYMOpPH (HAmp. XMNOQU3HU NPOTAKTHHOMH WIH pak Ha
rbpaaTa).
o (DeoXpOMOLIMTOM.
e Jleua npeny 3anoupaHe Ha nybeprera (BIKkTe TOYKA 4.2).
¢ BponeHo yawnkaeaHe Ha QT vHrepBana
o KbpMmeHne (BHxTe TOUKa 4.6).
o KomOuHaiua ¢ nesogona (Brokre Touka 4.5)
e (CbLbBMECTHO JICUCHHE C JIEKApPCTBa, KOoWTo Morat aa yasmkar QT naTepsana.
e CBIBETCTBALLO JIEYCHHE CBC CIIEAHHUTE JIEKApCTBAa, KOMTO MOraT Aa OTK/IIOYaT NMOAMMopdHa
KaMmepHa Taxukapaua (torsade de pointes):
- AHTHapUTMHLIM K1ac la KaTo XMHWAUH U JU30NTHPaMHL,
- Knac III aHTHapUTMHYMHH JTeKapCcTBa KATO aMUOJAPOH H COTANOI.
- Hpyru nekapctea Kato Oenpuawn, UH3anpHA, CYJATONPHA, THOPHMAA3ZHH, METAJ0H,
epuTpOMMLMH IV, BUHKaMHH 1v, XanodaHTpHH, NEHTAMHAHH, cniap¢poKcanuH (BIKTe Touka

4.5).

4.4 CnemuaNHA OpeaynpexieHHs H NpeANa3zHH MePKH OPH ynorpeba

Hesporenmuyuen manuzsnen cunopom

KakTo U npu apyrure HeBpoienTulM, Moxe aa ce rnoaBd Hepponentuiyen ManurneH CuHapowm,
NMOTEHUMANHO aTalHO YCIOKHEHHE, KOETO €& XapaKTepH3upa ¢ XUNEPTEPMHA, MYCKYJIHa PUTHAHOCT,
aBTOHOMHAa HeCTaOWIHOCT M MOBHMUICHME Ha KpeatMHHH ¢ocdokuHazaHa (CPK). B cnyqail Ha
XHNEPTEPMUA, OCOOEHO NMPH BUCOKM JAHEBHH HO3M, IPHEMBT Ha BCHUKM AHTUIICHXOTHYHM JIEKAPCTRAa,

ounTenTHo MEJJOCYIJITIU, tpabsa na 6bae npeycTaHOBEH.

Xunhepaauxemus

XHHGPFHHKGMHH e ChoOIIlaRaHa INPpH HAKOH HAIIUCHTH, JICKYBAHH ¢ HAKOH aTHITHYHHU aHTHIICHXOTHYHH

areHTH, Mopadu Ta3H MPUUHHA NPH NALMEHTUTE ¢ YCTAHOBEHA AHArHO3a 3aXapeH AHadeT Wid puckoBH

FMHKCMHYHO NpOC/ICAABAHE.




Bvbpeung negocmamvunocm

AMucynnHpHz ce eleMuHMpa upe3 6x0peunre. B cmyuait Ha 6p0peunHa HEAOCTATHYHOCT A03aTa TpAOBa
na 6B1e noHwKeHa WiK TpROBa na ce OOMHUCIIH NpeyCTaHOBABAHE Ha NPEXIMUCAHOTO JCYEHHE (BIDKTE

Touka 4.2).

Enuwiencun

AMHC}’HHHPHI[ MOXXC Ja NOHUXKH bpPYOBHA ITPEI. l'[opa,uu Ta3n NMpyuyYMHa NANUEHTHUTC € aHAMHCE34d 3a

enwierncus Tpadea na 6baar npocneassaHn oTéau30 1o BpeMe Ha seuenuero ¢ MEJJOCYJIIIN/L.

Iayuenmu 6 cmapuecka gv3pacm
[Ipx nanmMeHTH B CTAPYECKA BH3PACT, KAKTO W NPH JPYTHTE HEBPOJIENTHLH, AMHCYJINMHPUA TpadBa na
Obae nmpunaraH ¢ oco0eHo BHUMaHKHe, Nopaau Bb3MOXKEH PUCK OT XMIOTOHMA M cefaumsa. Moxke na ce

HaIO0XH NOHWKAaBaHe Ha J03aTa ChbIIo M nopaau Op0pevHa HeXOCTaTHYHOCT.

bopecm na Ilapxuncox

Kakto W 1pH oOcTaHaJUT€ AaHTHAONAMHHEPrHYHH areHTH € HeoOXONMMO BHHMMAaHHME, KOraTo
MEJIOCYJIIIN/]] e npennucBaH Ha nauueHTH ¢ Oonecrra Ha [lapkMHCOH, THH KaTO MOXKe 1a BIIOUIH
sabonsaeanero. MEJJIOCVYIIIIU] tpabra na ce npunara caMoO KOTraTo JICUCHHETO ¢ HEBPOJICIITHLM HE

MOXe 1a Obae uiberHaro.

CumMnmomu Ha OMHEMAaHeE

OcTpH CUMITTOMH Ha OTHEMaHe, BKIIOYMTENHO rajcHe, MOBPbBLIAHE U OE3CHHHE ¢a ONHCBAHH PAOKO
Cliel BHE3aNHO NPEYCTaHOBABAHE Ha BHCOKM JO3HM AHTHINCHXOTHMHH JekapcrBa. BnioOHOBABaHe Ha
NCHXOTHYHUTE CHMITTOMH CBINO € BL3IMOXKHO, KAaKTO € JOKJIaJBaHa U MosBa HAa HEBOJIEBH JABHTaTeJHH
HApylLleHHs (KaTO aKaTH3WA, AWCTOHMA H AUCKWHe3us). [lopaau Tasd NpHYMHA C€ TpENopbYBa

MOCTEIICHHO ITPEYCTAaHOBABAHC HA aMHCYJIIIPpUA.

Yovayxcasane wa QT unmepsana

H3uckBa ce BHMMaHHE, KOTaTO aMHCYTIPHA € MPEANHCaH HA MAlMeHTH ¢ H3BECTHO ChPACHHO-CHIOBO
sabonsBaHe WK ¢aMWIHA aHaMHe3a 3a yawkapaHe Ha QT uHTepBana, a ceBMecTHaTa ynorpeba ¢

HeBpOJNETHLY TPA0Ba 1a ce H3barea.

AMHCYITIpDHA TNpeaM3BHKBA A0303aBHCUMO yabDkaraHe Ha QT wunrepBana (Bmkre Touka 4.8).
H3BecTHO €, 4e TO3M e(eKT MOXKe na NOBUIIM PUCKA OT CEPUO3HU BEHTPUKYIIHH A

nonuMopdHa KaMepHa Taxukapaud (torsades de pointes).




[Ipeau npueM, H aKO KIMHHYHOTO CBLCTOSHHE Ha MNALUMEHTA ro MO3BOJNABA, C€ NpenophyBa ga ce
npocnesar (GakTopHTe, KOMTO MOraT Ja IOBHIAT PHCKAa OT MOABA HA Te3H PUTLMHH HApPYLICHMA,
HanpuMep:

e bpaaukapaua noa 55 yaapa/ MuH.

o Enexrponuren gucdanaHc, B 4aCTHOCT XHITOKAJTHEMHUA

¢ BpozaeHo yasmxkaeaue Ha QT uHTepBana

¢ CpBIBTCTBAM MEAHKAMEHTH, KOMTO MOraT Ja NPHYMHAT TexkKa Opaaukapausa (<55 yaapa/

MHH.), XHMMOKAJIHEMHA, NMOHIKEHA BBTPECHPACYHA MPOBOAHMOCT WIH yAb/kaBaHe Ha QT

HHTepBasa (Brxkre Touka 4.5).

Hucynm

[Ipy mpoBeaeHH paHIOMM3HUpPaHHU IU1AaLEOO-KOHTPONMHPAHH KJIMHMYHHM NpPOY4YBAaHHA NpH NAlMEHTH B
cTap4yecka BB3PacT ¢ AEMEHLIMA U JIEKYBAHH ¢ ONpeAc/IeHH aTUIMMYHH @aHTHIICUXOTHLIM € HabmoaaBaHo
TPUKPATHO TIOBHILEHHE Ha PUCKa OT MO3bYHO-CBHJIOBY CHOMTHA. MeXaHUM3IMBT Ha TaKOBA [MOBHIICHUE Ha
pHcka He ¢ u3BeCTeH. IloBMIleHMe HAa prCKa NpPH APYrH AHTHIICHXOTHYHH JIEKApCTBA MNIM APYTH
nonynalHHd nauMeHTH He Moxke na Obae uskmodeHo. MEIOCVYIIIIHU]] tpabea na ce npunara c

BHHMAHHC IPH NALHETH C PHCKOBH (I)&I(TOPH 34 HHCYIIT.

Hayuenmu 6 cmapuecxka 6b3pacm ¢ OeMeHyus

[laiMeHTHTE B CTapYECKa BB3PacT ¢ AEMEHLIMA M CBbP3aHa ¢ Hed NCUX033a, JICKYBAHH C aHTHIICHXOTHYHH
NEKapCTBa ¢a ¢ MOBUINEH PHCK OT CMBPT. AHaMM3M Ha |7 ruianebo-kOHTpONMpaHd Npoy4BaHHA (C
NPOALLKHTENHOCT 10 ceAMHLIM), OCHOBHO NpH NALMEHTH, NPHEMAILM ATHIIUYHH AHTUIICHXOTHIM,
NOKAa3BaT PHCK OT CMBPT NPH JICKYBAHUTE NMaUHEHTH Mexay 1.6 u 1.7 meTH B cCpaBHEHHE C pHUCKA OT
CMBPT NpH NALMEHTUTE, npueMasin rutauedo. [1pu nposeaeHo TunuyHO 10-CeAMHUYHO KOHTPONUpPAHO
[IpOYYBaHe Y€CTOTATA HA CMBPT [IPH ICKYBAaHHTE MAUHEHTH € Orna okoso 4.5% B cpaBHeHHe ¢ YeCcToTa
oT 2.6% B mnauebo rpynara. Benpeku, ue NpuyUHHHATE 32 CMBPT NMPH KIMHHYHHUTE NpOyYBaHHA Ha
ATUMHYHHY aHTUIICUXOTHLUM ca pa3lM4YHH, HaU-MHOTO CMBPTHH Cy4Yad ¢©€¢ Ab/DKAaT HWIH Ha
KapAHOBACKYNapHH (Hamnp. CbpJeYHa HEAOCTATHYHOCT, BHE3AMTHA CMBPT), WIH Ha HHPECKUHO3HK (HaIp.
MHEBMOHHA) NMPHYHBH. OOCEpBalUOHHHUTE MPOYUYBAHMA IIPEANONAraT, 4e€ noaoOHO Ha aTHIHMYHHTE

AHTHINICHXOTHUH, JNCYCHHCTO C KOHBCHLHMOHAJIHH AHTHINCHXOTHYHH JICKAPCTBA MOXE Na NOBHILIH

CMBPTHOCTTA.

He e acHa CTEIICHTAa, O KOATO JaHHHUTE 33 NOBHUINCHA CMBPTHOCT MNPH OSGEPBHHHOHHHTB MMpOoyYiBaHHA

Ha NaljMCHTHTC.




MEIJOCVYIJIIIHU] He € pasperieH 32 yrorpeda npu JIEYCHUE HA CBLP3aHH ¢ JEMEHLMA NOBENSeHYIECKH

HAPYLICHHAL.

Benoszen mpombembonuzem

[Ipu ynorpeda Ha aHTHNCHMXOTHYHH JICKAPCTBa ¢a AOKIAJBAHH ClIy4aH Ha BEHO3¢H TpoMOeMOOIH3BM
(BTE). Toii kaTo NallReHTHTE, NEKYBAHH ¢ AHTHUIICHXOTHLIH, YECTO ca C NpuAOOHTH PHCKOBH daKTopH
3a BTE, ce npenopruBa BcH4YKH pHCKOBH (akTopu 3a BTE na 6bpaar uaeHTHQHUHpPaHHA NPEaH H O

speMe Ha JeueHdero ¢ MEJJOCVYIIIINU/], xakTo 1 aa 660aT B3€TH CHOTBETHHUTE NMpEATia3HH MEPKH.

Jesxonenun, HeymponenHua ¥ a2panyaoyumo3a

[Ipy 75eucHHE ¢ AHTUIICHXOTHLM, BKIIOYHTEIHO AaMHCY/INMHPHA, Ca AOCKIAJBaHH JICBKOICHHA,
HEYTpOTiEHHA W arpaHyjiouuto3a. HeobacHuma uHdexums WK Tpecka Morat Ja 6waat qoka3arencTso
34 MpoMeHH B KpbBHAaTa kaptuHa (Bikre Touxa 4.8) m m3uckBaT He3adaBHO XEMaTOJNOTHYHO

H3CJICABAHC.

Pax na cepoama

AMHCYINpUI MOXeE J]a MOBHIIM HHBATa HA NPOJIAKTHH W MOpajd TOBA € HeOOXOAUMO BHUMAHME.
ITanmenTHTE ¢ aHAMHE3a 3a PAK Ha rbpaaTa WK (paMuiHa aHaMHe3a 3a pakK Ha repaata TpsaOpa na 6paar

[pociacasaBdaHH oTOJIH30 MO BPEMC HA JICHEHHCTO € aAMHCYIJIIIPHA.

Hobpoxauecmeen mymop na xunogusama

AMHCYNINPHA MOXE Ja YBEIMYM HMBaTa Ha nponakTuH. llo BpeMe Ha jeyeHHe ¢ aMHCYJIIpH]I ca
HaOnoAaBaHH CTydaH Ha ROOPOKAUECTBEHH TYMOPH Ha XMITOQH3aTa KaTo MPONIAKTHHOM (BHOKTE TOYKA
4.8). B ciayvaii Ha MHOr0O BUCOKM HHMBA Ha MNPOJAKTHH WIH KIHHHUYHH MNpH3HALH Ha TyMOp Ha
xunoduzara (kaTo nedekTd Ha 3pUTENHOTO MoJie U rnapobonue), TpabBa aa ce HarpaBu PEHITEHOBA
CHHMKA Ha xunogu3ara. AKO ce MOTBEPAH AHATHO3a TYMOP Ha XUTIO(U3aTa, ICUSHHETO C AMUCYIINPHA

TpsAGBa na 6pae crpaHo (BHXKTE TOUKA 4.3).

Yepnoopobra moxcuynocm

[Ipu ynorpeba Ha aMHCYNnpuj € choOlilaBaHa TeXKa 4epHOoApoOHa TokcHyHOCT. [laleHTUTe TpadBa
na 0baaT HHCTPYKTHpaHH He3a0aBHO Ja chOOLIaBaT HA JIEKapsA 3a NPU3HALM KATO ACTCHHSA, AaHOPEKCHA,
raficHe, NOBPbLIaHe, O0JIKA B KOpEMa M XBITCHUUA. M3cnenBaHus, BRIIOYHTENHO KIHHHYEH TNperien
H OHoNIOrHYHa olieHKa Ha uepHoaApobHaTa PyHkuuA, TpAOBa na 6baaT He3abDaBHO MPOBEACHHU (BHKTE

TOYKA 4.8).

Jlaxmoza




To3un nekapcTBeH MpOOYKT CHABPXKA JIaKTOo3a MOHOXMApaT. [lalMeHTHTE C peakH HaciaeACTBEHH
npo0ONeMH Ha TrajlakTO3Ha HEMOHOCHMOCT, MbJIEH JaKTa3seH ACQHIMT MM IIIOKO30-TaflaKTO3Ha

manabcopbuus He TpaOBa Aa NpHeMar ToBa JICKapCTRO.

4.5 B3anmojaeilicTBHE ¢ APYIH JIeKAPDCTBEeHH NPOAYKTH B ApYra GopMH Ha B3AHMOAe¢HCTBHE

o [Ipomusonoxazanu xomounayuu
JleBopona: peLIMIPOYECH AHTATOHU3BM Ha €DEKTHTE MEXKIY JIEBOAOIA H HEBPOJIEIITHLIMTE. AMHCYJINPUT
MOJKE a BR3NPENATCTBA e(PeKTa Ha JONAMHHOBHTE arCHHUCTH, HATIPHMEP OPOMOKPHITTHH, POITHHHPON.

- JlekapcTBa, KOMTO MOraT Jja NpeaM3BHKAT MoJuMOpdHa KaMmepHa Taxukapaumsa (torsades de
pointes) win yawpkaBaHe Ha QT wuuTepBana (Bikre Touka 44 u Touka 4.3):

Knac [a aHTHApUTMHMLIM KaT0 XHHUAUH U JH3ONIHpPaMMI.

- Knac III aHTHApUTMHMHH JIEKapCTBa KATO aMHOJAPOH B COTAOI.

- Hpyrn nexkapctea Karo Oenpuawi, uUu3anpui, CyJaTONpMI, THOPHAA3HMH, METAJAOH,
epuTpoMHLUMH IV, BHHKaMHH iv, xanodaHTpHH, NEHTAMUAKH, cnapduiokcaiuH (BikTe Touka
4.5).

o Kombunayuu, xoumo He ce npenopvyeam

aMHMCYJITIHPUA MOXKE A3 3aCHIH eeKTHTE Ha aJIKOXOJ1a BhpXY LICHTPAJIHaTa HEPBHA CUCTEMA.
JlekapcTBa, KOMTO MOraT Ja NMpeKu3BHKaAT NONUMOpdHa KamMepHa Taxukapaus (torsades de pointes)
WM yaeokapaHe Ha QT uHTepBana:

- JlekapcTBa, KOHTO MOTAT Ja Npeau3BHKaT Opagukapani, BKIOYHTENHO OeTa-Oaokepy,
OpaaukapaAUA-HHAYLHPALL KaJTlHi KaTo JUITHA3EM, BepanaMidl, KIOHWIHUH, F'yaH(palUHH H
IUTroKcHH. JIekapcTBa, KOUTO NMPEeAU3BHKBAT €JCKTPONUTEH AMCOANAHC: XUITOKATHEMHUYHH
JHYpEeTHLH, CTUMYJTHpALLH nakcaTHBH, IV amdoreprHumH B, rimokoOKOpTUKOUIU H
TeTPaKOo3aKTHAX. XHMNoKaIKHeMuaTa Tpabpa aa 6bae KopurupaHa. AHTHIICHXOTHYHH
JIEKApCTBa KAaTO MMMO3KA H XaJIONEPUAOIT, HMHINPAMMH AHTH/CIPECAHTH, JIUTHH.

o Kombunayuu, xoumo mpabea oa ce 63emMam noo GHUMAHUE

Henpecanty Ha LTHC, BKMIOYHTENHO HAPKOTHYHH NPOAYKTH, aHECTETHLIH, AHAINETHLH, ceaaTHRHH H 1
aHTHXHCTAMHMHH, 6apOuTypaTH, DEH30HA3ENMHHH M APYTH AaHKCHONHTHLIH, KJIOHHJIHH U ACPHBATH.

AHTHXHHGPTEHSHBHH JCRAPCTBA H JPYI'H XMITOTCH3UBHAU JICKAPCTBA.

CBbBMECTHO JNEYEHHE C AMHUCYIIIIpHA H KIIO34allHH MOXKC a AO0BEAC 140 IIOBHIICHHA IUI43MCHHU

KOHLCHTpAallMH Ha aMHCYJIIIpHA.

4.6 ©®epTHIATET, OpeMEeHHOCT H KbPMEHE

bpeMeHHOCT

[IpoyuBaHMs MpHM XKUBOTHH TOKAZBAT PENPOIYKTHBHE TOKCHMHOCT( BIDKTE TOMKA 3.




HanvyHH ca caMo orpaHMuYeHH JaHHM 3a ynorpebara Ha aMHCYNNpPHA IpH OpeMEHHH XEHH.
BezonacHocTTa Ha aMHCYJINpHI NMPH OpEMEHHK KCHH HE € YCTaHOBEHA.

AMUCYNNpHI PEeMHHAaBa NIpe3 IU1alleHTAaTA.

Ynorpebara Ha N1eKapCTBOTO HE € NpeNnopbYHTENHA 110 BpeMe Ha OpeMEHHOCT H NPH JKEHH C JICTEPOACH
MOTEHIIHANI, KOHUTO HE M3MO0A3BAaT €(EKTHBHA KOHTpALCMNLHUA, OCBEH aKO MOI3UTE HE OINpaBaBaT
NOTEHIIHAIHUTE PUCKOBE.

[Ipy HOBOpOACHHM, H3NOXKEHH HA AHTUIICHMXOTHLM (BKIIOYHMTENHO AMHCYJIIIMPHA) Npe3 TPETHA
TPUMECTBP OT OpeMEeHHOCTTa CBUIECTBYBA PHCK OT HEXKEIAHH peakUMH, BKTIOYKTEHO
eKCTpanupaMMAH4 W MWIH CHMIITOMH Ha OTHEMaHe, KOHMTO MOraT Ja BapMpaT IO TEXKECT H
NPOALDKUTENIHOCT ciea paxaaHero (Bwkre Touka 4.8). Jloknaneand ca ciyyad Ha Bb30Oyna,
XHIIEPTOHHUS, XUITOTOHHA, TPEMOP, ChHIIMBOCT, PECIIMPATOPEH AUCTPEC WM HapyilleHUs B XPaHEHETO.

[Topaau Ta3u npMyUHHA HOBOPOAEHUTe TpAOBa na 6bJaT BHUMATEHO NMPOCNEAABaHH.

KLpMene
B HAKOM ciaydaH aMHUCYINPHA C€ eKCKpeTHpa B KbpMaTa B OTHOCHTEITHO TOJNIEMH KOJMHUECTBA,

HaapuinaBau 10% oT kopurupaHara CIpsAMO TErJI0TO Ha MafikaTa 003a, HO KOHLEHTpaLMATa B KpLBTa
Ha KbpMa4yeTaTra He ¢ oleHeHa. Hama gocraTtbyHO mHpopMaLMs 3a edeKTHTE Ha aMUCYNTIPUA BbPXY
HOBOpOAcHUTE/ KbpMadeTara. Tpabsa na ce B3eMe pelIeHHE Aak A CE NPEKPaTH KBPMEHETO WIH Ja
ce NPEyCTAHOBH JICYUEHHETO ¢ AMUCYJINIPHI N0 BPEME Ha KEPMEHE KaTO ¢e B3eMaT NMpeaBul NMOJI3UTE OT

KbpPMCHETO 33 NE€ETCTO U TON3UTE OT JICHECHHETO 34 JXKCHATA.

DeprHanuTeT
[1pu TpeTHpaHy )KMBOTHH € YCTAHOBEHO NOHIDKaBaHe Ha (EePTUIIMTETA, CBBP3aHO C (papMaKoIOrHyHHuTe

e(eKTH Ha JIeKapcTBOTO (IIPOJIAKTUH-MEHHPaH edeKT).

4.7 EdexkTH BLPXY ¢0cO0HOCTTA 32 modHpane H paboTa ¢ MAMAHA
Hopy npu ynotpeda KakTo € NpenopbyYaHo, aMHCYITIHPUI MOXKE A3 MPUYMHU CHHJIMBOCT W 3aMBIJIEHO

3peHHe, KOATO Aa MOBJIKAE CrIoCODHOCTTA 3a wodHpaHe WiH pabota ¢ MaluHU (BWKkTe Touka 4.8).

4.8 HexenanR JEKAPCTBECHHE PEAKIHA

Hexenanure JNEKAPCTBEHH peakLMH ¢a MNOAPEACHH MO HECTOTAa KATO € H3NON3BaHAa ClEAHaTa
KIacupHKarua:
o M=uoro yectu (>1/10);
e Yectu (>1/100 no <1/10Q);
e Heuectu (=1/1 000 no <1/100);
e Peaxu (=1/10 000 no <1/1 000);




e  Mnoro pexxu (<1/10 000);

e ( Heu3BeCTHA vYecTOTA (4ecTOoTaTa HE MOXE [a Oblie OLeHeHa OT HATHYHHTE JaHHH).

Cucmema Opzan Knac Yecmoma Heocenana peaxyun

Hapywenua na xppsma u | Heuectn JleBkonenus, HeyTponeHus (BIXTe TouKa 4.4)
auM@nama cucmema Penxu ArpaHynouuTos3a (BIKTe To4ka 4.4)
Hapywenus na umynnama | HeuectH AJlepruyHa peaxkums

cucmema

Enooxpunnu napyuwienun YecH XUnepripolakTHHEMHA, ralakToped, aMeHopes,

IT'HHCKOMACTHA, foska B rbpAHUTC H EPCKTHIIHA

IHCPYHKLIHA.

Penxu JoOpoKkauecTBEH TYMOP Ha XUnogu3ara Kato

NPOAAKTHHOM (BIKTE TOYKH 4.3 U 4.4)

Hapywienus na HeuecT XuneprinukeMus (BIDKTE Touka 4.4),
memabonusma u XUNEPTPUIIIHLEPHAECMHA U XHIIEPXONECTEPOTIEMHSA
Xpaxnenemo Peaxw XUNoHaTpUeMHua, CHHAPOM Ha Henoaxoasiara

ceKpeliHs Ha aHTHAuYpeTHYeH XopMoH (SIADH).

Hcuxuunu napyuwenun YectH bezcbHHE, TPEBOKHOCT, Bb30yaa, HAPYLICHHA HA
oprasma
Heuectu O6Bpka”ocT

Hapywenua na nepgnama | Muoro yectn | ExcTpanHpaMHIHHA CUMITTOMH: TPEMOP, PUTHIHOCT,
cucmema XMITOKMHE3HS, XHNEpCATHBaLIMA, aKaTa3us,

JUCKHHE3HA.

YecTH Morar ga ce nogBAT ChbHJIAUBOCT, OCTPa JUCTOHUA
(cnasbM TOPTHKOJIUC, OKYJIOTHPUYHE KpH3a,
TpU3BM). Te ca oOpaTHMH 6€3 npeycTaHOBABAHE Ha
AMHCYJIPUA U NIPH JIeYeHHe ¢ aHTUITAPKHHCOHOB

dFCHT.

Heuectu ['spuoBe, cpobiLtaBaHa € TapAMBHA AMCKUHE3HUA,
XapaKTepH3Hpallla ce ¢ PUTMUYHHU, HEBOJIEBH
NBHKCHUE OCHOBHO Ha €3HKAa W/WIM JIMLIETO
ofuuaiiHO ciel JbIrOCPOUHHO NPHIIOKEHHE.

AHTHNIAPKHHCOHOBHTE JIEKAPCTBA ¢a Hee(PEKTHBHH

CHMIITOMMTE.




Cucmema Opean Knac

Yecmoma

Heowcenana peaxyun

Peoxkn

HEBPDJIEHTH‘IEH MaJIHTHCH CHHAPOM (BHJKI'G TOYKA

4.4), KOHTO € MOTEHLHANHO (aTATHO YCIOKHEHHE.

C HeH3BECTHA

CusApOM Ha HecnoKoWHUTe Kpaka

4ecToTa
Hapywenun na ouume Yectn 3aMBIJIEHO 3peHHE (BHKTE TO4YKa 4.7).
Copoeunu Hapyuienus Heuectw bpaauxapaus
Peaku Yapsmxen QT uHTEpBa, BEHTPUKYJIHA APUTMHA
KaTO nonuMopdHa kaMepHa Taxukapaus (torsade de
pointes), BEHTPUKYJIHA TaXHKapaud, BEHTPUKYJIHH
bubpunauun, copleueH apecT, BHe3allHa CMbPT
(BioKTE TO4KA 4.4).
Cv0o86u Hapywenus YecTu XHNOTOHHS
Heuectn [TorHLIEHO KPBBHO HaNATaHEe
Penku BeHnozen TpoMOeeMO0MUIBM, BKITFOYHTETHO
benoapobeH eMOONU3BM, NOHAKOra (PaTajieH, H
AbaboKa BeHo3Ha ToMO03a (BiDKTe TOUKA 4.4).
Pecnupamopnu, 2pvonu u | Heuectn 3anmyieH HOC, acKpaLMOHHA MHEBMOHUSA (OCHOBHO
Meouacmuransu CBbp3aHa ¢ pyru aHTuncuxotruuu u LTHC
HAPYUWEH W NEIIPpEecaHTH)
Cmomauno-upegnu Yectu 3arek, rajieHe, NoBpblUaHe, CyXoTa B YCTATa.
HAPYWEeH U
Yepnoopobnu napywenun | Hedectn YepexjaHe Ha XeNaTOLUMTHTE.
Hapywernus na xosxcama u | Peaku AHIHOEIEM, YPTUKApHS

ROOKOICHAMA MBKAH

C Heu3BeCTHA

Peakiys Ha (POTOUYBCTBHTEIHOCT

4eCTOTA
Hapyvwuenun na mycxyano- | Heuectu OcTeoneHud, OCTEONopo3a.
CKeRemnama cucmema u
CHYOUHUMENHAMA MHKAH
Hapywenus na HeuwecTn 3aabpaaHe Ha ypHMHa.

6vbpeyume u nuxoyHume

nemuiya

Cocmosanus, cebp3aHu ¢

bpemennocmma, pooosus

U HOCREPOO0BUA NEPUOD

C HEeH3BeCTHA

yecrartra

CuHapOM Ha OTHEMaHE IIPH HOBOPOAEHOTO (BIXKTE

Touka 4.6)
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Cucmema Opzan Kaac YHecmoma Heocenana peaxyun

Hscheosanus YecTH I[ToBMinaABaHEe HA TErAOTO

HeuectH IToBHiIEHH CTOMHOCTH Ha YepHOAPOOHHTE EH3HMH,

OCHOBHO HA TPaHCAMHHA3UTE.

Cro0maBane Ha NOJO3HPAHM HEXKEJIAHH PEAKIHM

Cno01IapaHeToO Ha NOJO3UPaHH HeXXeJIaHH peaKLiiy Cllel paspelliaBaHe 3a yrorpeda Ha NnexkapCTBeHHUA
NPONYKT € BaxxHO. ToBa No3BoNsBa Ja MPOALJDKH HaONKAEHHETO Ha ChOTHOLIEHHETO 110133/ PUCK 32
nekapcTBeHHs NPoaykKT. OT MEAUUMHCKMTE CIIELIMAITUCTH C€ H3HCKBA Ja ChbOOILABAT BCAKA
NoJ03HpaHa HeXKeNaHa peakiLiMg Ype3 HalMOHAJIHATA CHCTEMA 3a ChOOLIaBaHe:

H3nbLIHETEIHA Ar¢HRHS 110 JCKAPCTBATA

yi. ,,JJamsaH ['pyeB” Ne 8

1303 Codus

Ten.: +359 2 890 3417

yebcaitT: www.bda.bg

4.9 Iipenoznpane
CamMunromn

OnmuTeT ¢ aMHCYJINMUPHA MPY NpeAo3upaHe € orpaHuveH. Cpo0laBaHO € 3acWiBaHe Ha M3BECTHHTE
(apMakoJIOrHYHHA €(eKTH Ha JeKapCcTBOTO. 1Te BKIIOYBAT CHHIHBOCT U CEAALMA, KOMA, XMIIOTOHHA U
eKcTpanupaMuIHH cUMIITOMH. Ciy4au ¢ (daraieH u3xoA ca AOKNaABaHK OCHOBHO NMPH KOMOMHHPAHO

JIEYCHHUE C JJPYTH INICHXOTPOIIHH ArcHTH.

Oraaassane

B cnyuait Ha ocTpo nNpenosdpaHe, TpAOBa Aa ce MMa NMpEABHA BB3MOXHOCTTA Aa ca OWIM NMPHETH K

APYTH NEKAPCTBEHU NMPOIYKTH.
Toii kaTo aMHCYJIMMPKUA ce AHanu3Uupa cnabo, XxeMofanusaTa HiMa Ja € OT M0Ji3a 3a €JIMMHHHpaHe Ha
J€KapCcTBOTO.

He chiuecTByBa cnelpUYeH aHTUIOT Ha aMUCYINHPUL.

CnegoBarento TpsOBa Aa ce NpeANPHEMAT NOAXOAALIM NOANBPHKALIK MEPKH: MOHUTOPHpPaHe OTOIN30
Ha XH3HCHUTE PYHKUMHM H NPOABLDKUTENHO CHPAECYHO MOHUTOpHMpaHe (pHCK OT yasnkapaHe Ha QT
MHTEPBaNa) A0 BE3CTAHOBABAHE Ha NMalHEeHTA.

AKO ce [TOABAT TEXKKH €KCTPanMpaMUIHU CUMITTOMM, TPAOBa Aa 66AaT NPUNOKEHH AHTHXOJIBHEPTrUUHH

ArcHTH.

5. PAPMAKOJIOTHYHH CBOUCTBA
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5.1 PapMaAKOIHEAMHYHH CBOHCTBA
dapmakorepaneBTHyHa rpyna: [IcnxonenTiuy, aHTHNCHXOTHLH, OeH3aMUH
ATC kon NOSA LO5

AMHCYNTIDHA C€ CBBP3BA CEIEKTHBHO ¢ BUCOK a)HHHUTET KBM YOBCLUKUTE JOTTAMHHEPTHYHH PELIEIITOPH,

noarvnose D2/D3, nokaro Takbs apuHuTeT MUncea 3a D1, D4 u DS peuenropurTe noarunose.

3a pa3lIMKa OT KJIACHYECKHTE U ATUMTHYHHTE HEBPOJICTITHLIM, AMHCYJITPHA HE NPUTEKaBa aPUHUTET KbM
CEPOTOHHHOBHTE, a/peHepruyHuTe, xucramud Hl u xomuuepruunure peuenropu. B nromenHeHue,

aMHCYJINPHA HE ¢€ CBBP3BA ChC CHIMa MECTaTa.

B npoyuBaHHATa NpPH XUBOTHM, BLB BHCOKM JO3H aMHUCYNNpHO ONOKHpa NOCT-CHHANMTH4HMTe D2
peLernTopy B JHUMOHYHHTE CTPYKTYPHM B MO-rojfiiMa CTEMEH, OTKOJKOTO B CTPHaTyMma. 3a pasjlMKa oT
KJIACHYECKHTE HEBPONENTULIM HE NPEAN3BUKBA KAaTAIENCHA U He C€ pa3BHBa CBPBXUYYBCTBUTEIHOCT Ha

D2 nonaMuHOBHTE PELCIITOPH CACA TOBTOPHO JIEYCHHE.

[IpunoxeH B HHCKM [03H, Tod Onokupa npeaumuo npecuHantuuHure D2/D3 peuernropu, Karto

npeaAn3BUKBa ocBOOOXk1aBaHe Ha AOINNAMHH, C KOCTO CE€ CBBP3BAT HHCHHXHGHP&IHHTE MY EClJEKTH.

To3u aTunuyeH gapMakonoruyYeH Npodua Moxe aa o60ACHH aHTUIICHXOTHYHHA €(eKT Ha aMHUCYANPUI
BBB BUCOKH JO3H NOCPEACTBOM 0J10Kaga Ha MOCT-CHHAITTHYHUTE JONMAMUHOBH PELICIITOPY H HEroBara
ePUKacCHOCT Cpelly HEeraTMBHH CHMIITOMH B HHCKH 103H, 4pe3 Ofokaza Ha npe-CHHANTHYHMTE
JOMAaMHHOBH pelenTopd. B NOmbIHEeHHe, MOHIDKEHATa CKJIOHHOCT Ha aMHCY/NPHI Ja Mpeanu3BHKBA

eKCTpanupaMMAHU HexKellaHH peaKlMH MOXKe Ja € CBbp3aHa ¢ NPeIHMHO JIMMOWYHATA MY aKTUBHOCT.
5.2 ®apMaAKOKHHETHIHH CBOHCTBA

ITpu xopa aMHCYINpHA AOCTUra ABa NMUKa Ha abcopOumsa: eAUMHHAT HACTBNBA 6BP30, €OHH Yac clel
JNO3MpaHe, a BTOPHUAT — B pakuTe Ha 3 1o 4 yaca cnej npveM. ChOTBETHUTE MIA3MEHU KOHLICHTPALMH

ca 39+ 3 u 54 £ 4 ng/ ml cnnen nosza or 50 mg.

OGeMET Ha pasnpenencHHe ¢ 5.8 I/ kg, cBbp3BaHeTO ¢ IMIa3MEHHTE NMpoTeHHH € cnabo (16%) u He ce

OUYAKBAT JEKAPCTBEHH B3aHMOJACHCTBHA,

AbOcomoTHaTta OMoHAIMUYHOCT € 48%.

Amucynnpug ce MerabomusHpa cnaGo: yCTaHOBEHH ¢€a JABAa HEAKTHBHM M

npeacTaBasaBaTt okojio 4% ot ao3ara. AMUCYJINPU HE aKyMyJiHpa U dapMaKOKHH
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HEIIPOMEHEHA Clie/l IPUEM Ha MOBTOPAEMHU N03M. EJIMMHHALIMOHHHKAT IOIYKHABOT HA aMHCYIIPHI €

npubnusurenso 12 yaca cnex NpuIoKeHHUe HAa NEpOpPaATIHa J034.

AMHCYNIIpHI Ce €TMMHHHpA B HEMPOMEHEH BUA ¢ YpHHaTa. 50% OT UHTpaBeHO3HA [03a C€ eKCKpeTHUpa

¢ ypMHaTa, oT KouTo 90% ce emuMuHHpaT npe3 mbpBHTE 24 yaca. bEOpeYHRAT KIHPBHC € OT NopAAbKa

Ha 20 I/ h wau 330 ml/ min.

XpaHaTa, 6oraTta Ha BerpexuaparH (ChC ChAbpkaHUE Ha TEYHOCTH 68%), crinecTBeHO NMoHmwkasa AUC,
Tmax 1 Cmax Ha aMHCYJIpPHA, HO He ca HabmoZaBaHU IMPOMEHH NpH Oorata Ha Ma3HHHH XpaHa.

Bbnpeku TOBA, 3HAYEHHETO HA TE3U OTKPUTHA 3a 0OHYAHHOTO KIMHHWYHO NMPWIOKECHUE HE € H3BECTHO.

YepHoapobHa HEIOCTATHYHOCT:

Twit kaTo nekapcTBOTO ce Merabonuiupa cnabo, He OH caenBaso Ja € HEOOXOOHMO MOHHXKABAHE Ha

A03aTa IIpH IMNAlHCHTH C qepno,apoﬁl-la HENOCTATHYHOCT.

brOpeuHa HeAOCTATHLYHOCT:

ENMMHHAUMOHHHAT AOY>KHBOT OCTaBa HEMMPOMEHEH NPHU MAaLMEHTH ¢ OLOpeUHa HEACCTATHYHOCT, HO
CHCTEMHMAT KIMPBHC ce moHwxkasa 2.5 a0 3 nmwtd. AUC nHa amucynnpua npu neka OnbOpedHa
HEJOCTATHUYOCT Ce MOBHIIIABA ABa NMbTH H mMmouTH 10 mbTH npu yMepeHa 6nOpeUHa HEZOCTATBYHOCT
(Buxre Touka 4.2). BonpekH ToBa, ONMTHT € OrpaHH4YEH M HMa HATHYHH JaHHH NPH J03H NO-BUCOKH
ot 50 mg.

AMHCYITIpH] € SHANM3UPa H3KTIOUUTENHO ¢1abo.

[TalineHTH B cTap4Y€CcKa Bb3PACT:

OrpannyeHuTe GapMaKOKHHETHUHHU JaHHU [IPH NaLIMEHTH B CTAPYECKa BB3pacT (> 65 ronuHu) noxkaspar
nosuiieHue ¢ 10-30 % Ha Cmax, T1/2 n AUC cnen eaHuuHa nepopanHa ao3a ot 50 mg. HaMa nanuvsu

AaHHH [TPH NMOBTOPACMHA A03H.

5.3 IIpeakIHAAYHH JAHHH 32 0e30ACHOCT
[[snocTeH npernea Ha IPOBEAECHHATE NPOYYBaHHA 32 €30MaCHOCT MOKa3Ba, Y€ aMUCYJITHPH] He NTI0KA3Ba
o01l, opraHo-crieliMdHUUeH, TepaToreHeH, MyTareHeH WM KapiuHoreHeH puck. Habmopnasanure

IMPpOMECHH IPH ILTBXOBE H KYUCTa IIPH JO03H 110 MAKCHMMANTHO TOJICPHPAHUTE Ca WIH ¢apmauonomqﬂﬂ

edeKTH, WIH ca JIHWIEHW OT TOKCHKOJNOTrMYHa 3HAYHMOCT I[IPH TE3H YCIOBHA. B cpaBHeHHe ¢
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AUC mnpu xopa. PenpOoayKTHBHHTE TIPOyuBaHUA, NMPOBEAEHH MPH ILTBXOBE, 3aHLIH H MHIUKHM, HE
NOKA3BAaT HUKAKBB TEPATONCHEH IMOTCHLMA.

[IpH M3NHTBaHHUATA NPU KUBOTHHU, aMUCYJITIPHA NMPEeAU3BHKBA €(PEKT BBPXY PETANHOTO Pa3BUTHE NPH
OO3H, CHOTBETCTBAIM Ha €KBHBaJICHTHAa A03a npuxopaor 2000 mg aneBHO U NOBEYE NMpPH MALMUEHT C
terno 50 kr. HaMa fgokasatencTBa 3a TEpaTOreHEH MOTEHLMan Ha aMucyympua. He ca nposexxnaHH

NnpoyvpaHnAa 3a BBL3ACHCTBHETO Ha aMHUCYIIIIPpHA BLHPXY NMOBCOCHHUETO HA MOKOJICHHUCTO.

6. PAPMAIIEBTHUYHH JAHHHA

6.1 CoEchbK HA NOMONIHHTE BEIECTBA
JlakTo3a MOHOXHMApAT,

HaTpuep HHULIECTEH ITIHKONAT THI A,
Xunpomenosa ES,

Muxkpokpuctanta uemynosa PH-101,

Marnezuer creapart.

6.2 HechbBMEeCTAMOCTH

Henpunoxumo.

6.3 Cpok aa rogHocT

24 Mmecelia

6.4 CnenHATHH YC/JOBHSA HR ChXPAHEAHE

To3u JEKAPCTBCH IPOOYKT HC H3HCKBA CIICHHAJIHH YCJIOBUA Ha CbXPAHCHHC,

6.5 Bua B ¢cpALpKAHAE HA CHAKOBKATA
PVC/PVDC-Al 6nucTepH B OnakoBKH, chabpxay 30, 60 » 90 rabnerku.

He BcHuky BUAOBE ONMAKOBKH MOrar Jia 6u4aT IMycHaTH B npoaaxoa.

6.6 Cnenuajny npeana3sHA MEePKH NPH H3XBbpJasde H pabora

HsMa cnenHanHy H3CKBaHHA.

7. IPHTEXATEJ HA PAZPEIIIEHHUETO 3A YIIOTPEBA
MEDOCHEMIE LTD, 1-10 Constantinoupoleos street, 3011 Limassol, Kunsp

8. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEDA
Per. Ne 20150209
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9. JATA HA IIHPBO PA3PEIIABAHE/ INIOJHOBABAHE HA PA3PEIIEHHETO 3A
YIIOTPEBA

JlaTta Ha mepBO paspeluanane: 24 oHu 2015 T,

JlaTa Ha mocneaHo NOJHOBABAHE:

10. IATA HA AKTYAJIM3UPAHE HA TEKCTA
03/2025
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