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KPATKA XAPAKTEPHCTHKA HA ITPO
1. AME HA JIEKAPCTBEHHA ITPORYKT

Medorisper 1 mg dunmupanu TabneTku
Medorisper 2 mg punmupanm TabneTku
Medorisper 3 mg punMmupanu TabneTku
Medorisper 4 mg dpnaMupany TabneTku

2. KAYECTBEH 1 KOJIMMECTBEH ChCTAB

Eana tabnetka ot Medorisper 1 mg dbunmupanu Tabnetku cbabpika 1 mg pucnepuoH (risperidone)
Eana Tabnetka or Medorisper 2 mg dunmupany Tabnetku cbabpxka 2 mg pucnepuaoH (risperidone)
Enna Tabnetka ot Medorisper 3 mg ¢unMupany tabnerku cbabpika 3 mg pucnepuaod (risperidone)
Enxa tabnetka ot Medorisper 4 mg ¢punmupanu TabneTku chabpka 4 mg pucnepuacH (risperidone)

3a MbJIHMUSA CIIMCHK HAa MIOMOLIHUTE BELIECTBA, BXK. TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

dunmupana tabaeTka.

1 mg: 6ana, npoawAroBata (punMupaHa Tabnerxa, ¢ pasmep 11 x 5.5 mm u AenuTeIHA YepTa, NBYCTPaHHO.

2 mg: opaHKeBa, npoanarosara ¢puiMupana Tabnetka, ¢ pasmep 11 x 5.5 mm u genurenHa yepra,
ABYCTPaHHO.

3 mg: xKbnra, NpoAbirosara punmupana TabneTka, ¢ pasmep 11 x 5.5 mm ¥ AenuTeNHa YepTa, JBYCTPaHHO.
4 mg: 3esieHa, npoabirosara punmupana tabnerka, ¢ pasmep 11 X 5.5 mm 4 genuresHa Yepra, ABYCTPAHHO.

4. KIMHUYHHA TAHHU

4.1 TepaneBTHYNH NOKA3AHHS

PHC]’[EPH,D.OH C NOKd3aH 34 JICHCHHNC Ha.

¢ [lluzodpeuns, ocTpu U XPOHUYHU LUU3ODPEHHU NICHXO3H, U APYTHU NCUXOTUYHH CLCTOSHUA, TTPH
KOUTO €A U3PA3CHH MO3UTHBHUTE CHMNTOMH (KaTO XaNtOLUMHALIWK, HAJIYJHOCTH, HAPYLIIEHO MHCIIEHE,
BpaKAeOHOCT, MHUTENHOCT), /UM HETaTUBHUTE CHMITTOMU (KaTo apeKTHBHO NPUTHLABAHE,
€MOLMOHAIIHA ¥ COLMATIHA 3aTBOPEHOCT, 00eAHsABaHe Ha peyTa). Pucnepuaod obnekyaea
aQEeKTUBHUTE CUMITTOMHU (KATO NOTUCHATOCT, YYBCTBO 3a BUHA, TPEBOXKHOCT), CBBLP3aHH C
wuzohperus.

PucnepuaoH e edexriBeH CbLIO 32 OAAbPKAHE HA KIMHUYHOTO NMOA00OPEHHE MO BpeMe Ha NIPOABLKUTENIHA
Tepanus Npy NauyMeHTH, KOWTO MOKa3BaT HavalleH OTMOBOP HA JICYCHUETO.

o MaHus npu OUNONAPHO PA3CTPOICTBO. Te3U N30 Ce XapaKTepU3MpaT ¢bC CHMIITOMH KaTo
MPHITOBAUFHATO, €KCMAH3MBHO WK PA3pPa3HUTEIHO HACTPOESHUE, MOBUIUEHO CAMOUYRELTRME, .
HamaneHa NOTpeOHOCT OT ChH, peueBa 0KUBEHOCT, YCKOPEH MHCIIOBEH NpOoLEC, pR3cegitdics. 1




¢ JleyeHune Ha MOBEAEHYECKH M EMOLIMOHANHM PA3CTPOKCTBA ¢ HAYAJI0, TUITHYHO 3a AETCTBOTO U
FOHOLIECTBOTO MPH ACLA HAX 5 FOIULIHA Bh3PACT, FOHOLIM ¥ BB3PACTHU C OJTMIOGPEHHU, [IPH KOUTO
pa3pyLINTEIHUTE CUMITTOMM (KaTO arpecHBHOCT, HApYLIECHHS B aKTUBHOCTTA, CAMOHapaHsABaHe) ca
JAOMHUHHPALLH K IIPU KOUTO HEMEAULIMHCKOTO NCHX0-COLIMANHO JICYeHHE HAMA afleKBaTEH €(exT.

4.2 ,1103!{])03!{3 H HAYHH Ha HPHJTOKCHHC

JIeKapCTBEH NPOAYKT NO JIEKAPCKO NPEANUCAHUE,

Hiu3zoppenus:

Bb3pacTHu

Medorisper Moxe aa ce npunara 1-2 nbTH JHEBHO.

O6uuyaiinara HayanHa no3a e 2 mg/aHesHo. Ha BTopMs neH no3ata MOXKeE Jia ce MOBHULIK Ha 4 mg/AHEBHO.
Jlo3aTta MO3Ke Ja ce 3arna3H Ha TOBAa HUBO WIH, aKO € Heobxoaumo, Ja Obae cboOpaseHa ¢ HHANBUAYANHUTE
noTpeOHOCTH. 3a NOBEHETO MAUMEHTH ONTUMAITHATA 1033 € 4 mg/AHEBHO - 6 Mg/AHEBHO. 3a HAKOU MaLUEHTH
MOraT Aa ca roaxoasiu no-0aBHo TUTpUpaHe, NO-HUCKA HavaliHa ¥ noaaspkaiua ao3a. o3 Hag 10 mg
AHEBHO HE MOKa3BaT NO-rojisiMa ePEeKTUBHOCT, B CPABHEHHE ¢ NO-HUCKUTE 103H, OCBEH TOBa MOrar Ja
MpeAU3BUKAT EKCTpanupaMUAHUA CUMIOTOMH. TbH KATO He € OLeHsiBaHa OE30MacHOCTTa Ha 1034 Hal 16 mg
AHEBHO, HE TPAOBa Ja ce npuaarar 03U HaJBULEABaluW Te3W HUBa. Korato e HeobxonuMo cenupane,
eaHOBpeMeHHO ¢ Medorisper Moxe fia ce NpuJIoKH OeH30aMua3enuHA.

Crapuecka Bb3pacT

[TpenopbuBa ce HavyanHa Ao3a oT 0.5 mg aBa NbTH AHeBHO. Ta3u A03a Moxe Aa Obae MHIUBUIYATHO
npucrnocobeHa ¢ 100aBku ot (.5 mg ABa TbTU AHEBHO 10 1-2 mg ABa 1bTH AHEBHO. Medorisper Tpa6Ba na
ce npunara ¢ BHUMaHHWe MpY Ta3M rpyna nauvedTH, 10 npyuaoOuBaHe Ha JOMTbAHUTENECH OIHUT.

[eua

Jluncea onuT npy Aeua noxd 15 roaviuHa Be3pacT ¢ IH30peHN.

bunoagpHo pa3cTpoicTBO, MAHHHHH €MHIONH:

Bb3pacThy

Medorisper Tps0Ba 1a ce npunara B Ha4anHa ao3a ot 2 mg/aHeBHo. Ta3u no3a Moxe aa 6b1e HHAUBHUAYAIHO
NpHCNocodeHa ¢ He noBeue OT 1 mg/AHEeBHO 3a BCEKU 24 yaca. 3a noBeyeTo NaLiMeHTH, ONITUMAJIHATA
noaabpxallya 103a e 0nae 2-6 mg/AHEBHO.

Crapyecka Bb3pacT
[Ipenopbusa ce No-0ABHO TUTPHpPaHE W NO-HUCKA TOAIBbPKaLIA J03A.

Heua

JIufcea ONyT B JICUEHHETO HA el M IOHOUIM NoJ | 8 roauiHa Bb3pacT.

[Topo6HO Ha BCAKO CHMATOMATUYHO JIEYEHKE, IPOIb/KaBaHeTo Ha neueHue ¢ Medorisper Tpabsa ja ce
NPeOLCHABA PeIOBHO.

IloBeaeR4YecKH H eMOIHOHAJIHH Pa3CTPOHCTBA C HAYAI0, TANIHYHO 32 ACTCTBOTO H IOHOIIECTBOTO:
Bb3pacThu (TenecHo terno > 50 kg)

[IpenopbuBa ce HayanHa Ao3a o1 (0.5 mg BeAHBK JHEBHO. Ta3u 4032 MOXKE Aa ObJe HHAMBUAYAIHO
npucnocodena ¢ 106aBky ot 0.5 mg BeZiHbK AHEBHO, npe3 AeH. OnrvumanHara 103a 334 :
1 mg BeaHbxk nHeBHO. ONpeaeaeHH NALMEHTH MOraT Ja ObaaT ieKyBaHU ¢EKTHBE
[THEBHO, KAOKATO APYId MOTaT Ja e Hy>KaasT oT 1.5 mg BeAHLX AHEBHO.




Jleuennero TpsbBa fa ce NPoBEKAa OT JieKap C ONPEAES/ISH ONKT B JICYEHUETO Ha rope nocoueHara
KaTreropus nauneHTd. MeamuuHcKkoTo neuesMe He TpsabBa aa 6b4e CAMOCTOATENHO, a Ja ¢ce KOMOUHHpa Che
CbOTBETHH COLIMAJIHK, 0Opa30OBaTe/IHM H TEPANEBTHYHU CPEACTRA.

Jena Han 5 roavuiHA BH3pACT U KHOLIM (TeNeCHO Tero < 50 kg)

[Ipenoprnusa ce nayanHa 103a ot 0.25 mg BeIHbX AHeBHO. Tazu Ao3a MoXe 1a ObA¢ WHAMBUAYATHO
npucnocodena ¢ godasku or 0.25 mg BeaHBXK AHEBHO, Nipe3 aeH. OnTHMaNHATa /1034 33 MOBEYETO NALHUEHTH
¢ 0.5 mg Beansxk aHeBHO. OnpeaeneHd nayUeHTy Morar Aa Obaar JeKyBaHu egekTisHO ¢ (.25 mg BeaHBbK
AHEBHO, AOKATO ApYIH MOrart aa ce Hyxaasrt oT (.75 mg BeAHDbK JHEBHO.

[10100HO Ha BCAKO CUMITTOMATH4HO JIEYEHUE, IPOAB/DKABAHETO Ha JieueHue ¢ Medorisper TpadBa na ce
NpeOLIEHSIBAa PELOBHO.

JleueHueTo TpadBa A4 ¢€ NpOBeXJa OT CreuyalIucT B 00J1acTTa HA ASTCKO-FOHOLIECKATa NCUXMATPHA N
[IEAMATBP, KOKTO € crneuranucTt B 06,1aCTTa HA HEBPONIEAUATPUATA WM UMA ONIPEICACH OIUT B JIEUEHHETO Ha
rope nocoveHara rpyna acua 4 oHowi. MeauUuMHCKoTO neueHue He TpsAOBRa da Obae CaMOCTOATENHO, a Aa
C€ KOMOHUHMPA CbC CBOTBETHU COUUAITHI, OOPE30BATENHM U TEPANERTUYHYU CPEACTRA.

JIuncea ONMMT B JieY€RUETO HA Je1la NoA 5 roAMLIHA Bb3PacT.

YepHoapobHa 1 0b0pedyHa ReJOCTATHYHOCT:

Ipenopbusa ce HauanHa no3a oT (0.5 mg aBa NbTH AHeBHO. Ta3d 1033 MoXxe Ja Obae HHAUBUAYATHO
npucnocobena ¢ nodasku ot 0.5 mg ARa meTU ZHEBHO A0 1-2 mg ABa NbTH AHEBHO. Medorisper TpsabBa aa
Ce fpwiiara ¢ BHUMaHUe TIPK Ta3y rpyna NauneHT™, 10 NpUACOHBAHE HA NOTBIHUTENEH ONWT.

IIpemuaaBane ot Apyr# anTHncuxorauu Ha Medorisper:

Koraro € MequUMHCKM MOKA3aHOo, Ce NpenopbyBa MOCTENEHHO CMUMPAHE HA NPEAULLIHOTO TEUYEHHE,
€AHOBPEMEHHO ChC 3aMO4YBaHETO Ha NedeHue ¢ Medorisper, 3a nalMeHTH NpeMHHaBallK OT JICUEHHE C
HEBPOJIENTHLM C YABILKEHO ocBoOOKaaBaHe Ha Medorisper, Medorisper ce BbBexaa BMECTO popmara ¢
YABJKEHO OCBOOOKAABaHe, B ACHA HA CNeApallaTa HHXekiusa ¢ Hed. [lepuoarnyno TpsaOBa 1a ce npeoLeHsaBa
HEODXOAUMOCTTa OT NMPOIBIKUTENHO AHTUIIAPKHHCOHOBO JISUYCHHUE.

4.3 IIporHBONOKA3aAHAA

CBpPBXUYYBCTBUTETHOCT KbM PHCNEPHIOH WM KbM HAKOE OT IIOMOLLHUTE BEILIECTRA.

4.4 Cnenanu DPeAYNPeKIcHss ¥ Npeinasii MePKH npu ynorpeda

[lauuedTu B cTapyecka Bb3pacT ¢ AeMEHLUS

[TaumenT B cTapdecKa BB3pacT ¢ AeMeHLMs, JEKYBaHW C aTHMIIMYHH AaHTHUINICUXOTULIM HMMAT NOBHLUEHA
CMBPTHOCT, B CpaBHEHHME ¢ Iualedo, Npu MeTa-aHaMU3 Ha |7 KOHTPONMpPAHM MPOYYBAHUA € ATHIKYHH
AHTUNCHXOTHLIH, BKIOYUTENHO W pucrnepuaoH. IIpy Te3w nOpoyuBaHMs, JE4EeHUETO € (PYpPO3EMHI H
PUCTIEPUJIOH, CE€ CBbP3BA C NO-TOJIAMA YECTOTa HA CMBPTHOCT, B CPABHEHHE C JIeYeHHE C PUCTIEPUAOH UIH C
dypo3zemMua, caMOCTOATENHO, 0ODaue MEXaHH3MbT Ha TOBA B3aHMOAECHCTBUE HE € HU3AcHeH. EqHoBpeMeHHara
yAOTpeda Ha pUCTIEPUIOH C APYTH AHYPETHIUM (OCHOBHO THA3UAHHU AUYPETHULIH, NPWIAraHi B HUCKU N0O3M) HE
CE CBbP3Ba C MOJA0OHH JAHHH.

He e 3abenszana nocrosHHa 3aKOHOMEPHOCT 3a NPUYMHATA 3a CMBPTHOCTTA. BBNpekH TOBa, npeau aa ce
B3€ME pellleHHe 3a ynorpeda ce M3MCKBa BHUMaHUE U TpsaOpa Aa OBAAT OTYETECHHU PUEKOBRQIE U MOJIZHUTE HA
KOMOUHALKATA PUCHICPUAOH B PYPOICMHUA, WY HA CHBMECTHOTO NPUIIOKEHWE /ﬁ:' \ HENYPETHLN.
[lpy nmauMeHTH B CTapyecka Bb3pacT ¢ ACMEHLIHG, HE3aBUCUMO OT JICYEH } K
CMBbPTHOCT € JeXHAparalmsaTa v 3aToBa T4 TpAOBa Ja ce [peaoTBpaTiBa,




[lepeOpoBackynapau Hexenanu CuouTHA

Pucnepuaod He ce npenopbyBa 3a JEYEHUE Ha NOBCACHYECKH CUMIITOMM NIPU AEMEHLIMA, FIOpaaq MOBUILEH
PMCK OT LepeOpoBacKyJiapHH HexXeNaHW CcbOUTHS (BKIIOYMUTENHO LEpPeOpPOBACKY/IAPHKM MHUHIEHTH W
NpEXOAHH UepedpalHM HCXeMHMYHM araku). JleyeHHeTOo HA OCTPH NCUXO3M NpPH NaLMEeHTH ¢ aHaMHes3a 3a
aeMeHuMs TpaAOBa na c€ K3MoON3Ba caMO B KpPaTKH Cpokose M TpaOBa Ha ce npaBd MO Npenopbka Ha
CrieuranucT. JlaHuure ot paHAOMM3HPAHU KIHMHWUYHY NPOYYBaHUS NPU NALIMEHTH B CTAPUYECKa Bb3pacT (>65
FOAMHM) ¢ AEMEHUUS TOKa3BaT, 4€ MNpUOIU3UTENHO 3 MbTH € MNOBUUICH PUCKA OT UepebpoBackyiapHu
HEeXeNaHU CHbOUTUA (BKAIOYUTENHO LepeOpoBaCcKyIapHH UHLMACHTH U MPEXOAHHU LepeOpaJHu UCXEMHUYHM
aTaKd) ¢ pUCNEPUIOH, B cpaBHeHue ¢ maauebo. LiepebpoBackyaapHH HexkenaHd CbOUTHS HACTBLNBAT NpPH
3.3% (33/989) OT naumeHTUTE, JEKYBAHU C PUCIICpUAOH U NpH 1.2% (8/693) OT mauueHTHTE, JIEKYBAHHU C
nnauedo. OrHocuTesIHUAT pUcK (95% To4eH noBepUTeneH uHTeppan) € 2.96 (1.33, 7.45).

[lpean nedeHue Ha BCEKU NALMEHT ¢ MUHANA aHaMHe3a 3a LepedpoBACKyNapeH WHUMAECHT / NpexojHa
uepebpaina ucxemuvuHa araka, Jfekapure TpsOBa BHUMATENHO Ja B3eMAT TPeABMI pHCKAa OT
uepebposackynapHu HexxkenaHu cbOUuTUs ¢ Medorisper (npu pesyiatarute OT HAONIOASHUATA HA NALMEHTH B
cTapyecka Bb3pacT ¢ AeMeHLMs, onucadu no-rope). [loa BHUMaHue Tpabra CbLIO Aa C€ B3EMAT APYrUTe
PUCKOBH (axKTOpH 3a nepebpoBacKynapHo 3ab0gBaHe, BKIIHOYUTETIHO XHIICPTOHUA, AMA0ET, TIOTKOHONYIHEHE
B MOMEHTA, NPEACHPAHO MBXKIEHE U T.H.

Anda-Onokupaino AeicTBUe

[lopaau anda- OAOKMpaIOTO ACHCTBHE HA PHUCMEPUAOH MOXKE Ja HACTBOM OPTOCTATHYHA XUMOTOHMUS,
OCOOEHO Npe3 HavallHUA TePUO] HAa THUTPHUpPAHE HA 103ara. AKO HACTBIIM XMIIOTOHHMR TpsadBa ga ce uma
npeABy HaMalissBaHe Ha Ao3arTa.

Pucniepuaon tpsabea na ce fpuiara ¢ BHUMAHWE MPU MALMEHTH © U3BECTHO ChpPASYHOCHAOBO 3abosiaBaHe,
BKJIKOUUTEJIHO NPM TAKHMBA, CBBP3aHU ¢ yabaxaBaHe Ha QT vHTepBana, a ao3ara TpAOBa 1a ce NMOKa4Ba
nocreneHHo. [py KIMHUYHE NpoyYBaHKs, PUCNEPHAOH HE C€ CBBP3BA ¢ yab/bKaBaHe Ha QTC MHTEpBaNHTE.
[TopobHO Ha APYruTe AHTUINCUXOTHLH, CE& HM3MCKBA NPEANA3IMBOCT, KOraTo C€ Ha3HauyaBa ChBMECTHO C
JIEKapCTBEHH NPOAYKTH, 32 KOMTO € U3BECTHO, Y€ yabkaear QT uHTepBana.

AKO ce Hanara JOMbAHUTENHO CEAMPAHE, BMECTO MOBMINABAHE HA A03aTa HA PUCNEpUAOH TpsaOBa na ce
NMpUIAara JOMIHUTEINECH JEKApCTBEH NPOAYKT (KaTo OEH30AMA3CITHH).

TapaueHa AuCKHHE3Us/EKCTpantdpaMUuIHY CHMITTOMH

JlekapCTBEHHUTE NMPOAYKTH, aHTarOHUW3UpallH JONAMHHOBHTE PELENTOPH, C€ CBBP3BAT ¢ HHAYLMpPAHE Ha
TapAMBHA AUCKHHE3UA, XapaKTEepH3Hpalla c€ ¢ PUTMHMYHHM HEBOJIEBM MOTPENBaHUA, NPSAUMHO Ha €3MKa
W WK anueto. CrobliaBaHo e, ue noaBaTa Ha €KCTpanupaMuAHA CUMITTOMH € PMCKOB (aKTOp 34 Pa3BUTHETO
Ha TapAMBHA AUCKUHE3MA. AKO ce noseaT Oene3d ¥ CUMIITOMH Ha TapJUBHA AUCKMHE3US, TpaOBa Aa ce MMa
npeABUA NPEYCTAHOBABAHETO HA BCHUKHA AHTUIICHXOTHULM.

Hesponentuued Maiurtaen CHHAPOM

[Ipy HeBponTHLHTE Ce ¢BHOOLUABA 32 MOABA HA HEBPOJENTHYEH MAIUFHEH CHHAPOM, XapaKkTepU3upall ce ¢
XKIepTepMus, MYCKYJIHa PUTMAHOCT, BET€TATMBHA HECTAOWIIHOCT, NPOMEHHU B ACHOTATA HA CbHb3HAHUETO H
MOBHILIEHHE Ha HUBATa Ha KpeaTHH{ocpoknHazaTta. B To3u cayyail TpadBa na ObAaT CHpEeHU BCHUYKHM
AHTUNCUXOTULH, BKIIOYHTEIHO PHCTIEPUIOH.

[lpu nauueHTH B crapyecka Bb3pacT M NpM Takdea ¢ ObOpevHa unv udepHOApoOHA HEAOCTATBHLHHOCT €
NPENOPBLUYKUTEIHO [1a C€ HaMally HalOJOBUHA M HAYATTHATA 1034, H NOC/ICABALUMTE IOBHLISHWA HA 103aTa.
HazHauaBaHeTO Ha pUCMEPHACH NMpH NauueHTH ¢ 6onecrt Ha [apkuHcoH Tpabea cb Hnmauue,
Tbii KATO, TEOPETHYHO, TOBA MOXKE Aa JI0BejJe A0 BlOlIaBaHe Ha 3abonsgBaHeTo. o '

XUMEPriUKeMus



B MHOro peaku ciiyuand MO BpPEME HA JIEYEHHETO ¢ PUCTIEPHIOH C€ ChOOLIABAT XMMEPrIIMKEMMA WM
BJIOLIIAaBaHe Ha CbIIbTICTBAL AMadeT. [IpenopbunTesHO € ChbOTBETHO KIMHUYHO NMPOC/IEAABAHE NTPH NALMEHTH
¢ AHadeT U npU NNALMEHTH C PUCKOBH (GakTOPH 3a pa3sBMTHE Ha 3axapeH auabeT (Bx. ¢hillo Touka 4.8).

[TponakTun
B1B3MOXKHO € NoBHLLIIABAHE HA HUBATA Ha [POJAKTHHA, Nopaay eeKkTa Ha PUCHIEPHAOH Ja aHTaroHusupa D2.
M3ucKkBa ce npeana3nueocT B Ciyuad Ha NMPOJaKTUH-3aBUCHMH TYMOPH.

MUssecTHO €, 4Ye ApyruTe KIaCHYECKH HEBPOJSNTUHLM NOHWXKABaT IbpuoBus npar. [IpenopbuBa ce
MaLUHWEHTUTE C EMUIIETNICUA Aa C€ NIEKYBAT C NOBHLIEHO BHUMAHUE.

[lonoOHO Ha Apyrure AHTHIICMXOTHLM, NanveHTHTe TPpAOBa Aa OBLAAT OCBEAOMEHH 3a BBL3MOMXKHOCTTA OT
MOKa4BaHE Ha TETJIOTO.

Cnen pA3Ko CrUpaHe Ha BHUCOKH J03M AHTUIICMXOTULM MHOIO PSAKO Ca ONHMCAHH CHMITOMM Ha OCTPO
OTHEMaHe, BKIIOYHTE/IHO rafeHe, fIOBpbLIaHe, u3notsaBaHe U Oe3cbHue. ChIllo Taka MOXe Aa C& Bb3BbPHAT
MCHXOTHYHUTE CUMITTOMM, KAKTO H [0SBa HA HEBOJIEBH ABUIaTETHY HapYIICHUS (KaTO akaTH3us, QUCTOHKUS
1 JUCKUHE3Us ). 3aTOBa Ce Mpenopbysa MoCTENCHHO CNHpaHe.

[launeHTH ¢ peaxyu HaCIeACTBEHH CHCTOSHHSA KATO rajlakTO3Ha HENMOHOCHMOCT, Lapp nakTa3eH AeQULIMT Hiu
[JKOKO3RO-TajlakTO3HA ManadcopOuus He TpsOBa na npreMaT TO34 MPOAYKT.

4.5 B3auMoxeHcTBHE C ZPYTH JIEKAPCTREHY NPOAYKTH H ApYrd GopMH HA B3aHMoAeilicTBHE

He ca cHCTEMHO OLEHABAHU BL3MOXXHUTE B3aUMOACHCTBUS HA PUCIIEPHAOH C APYTH JIEKAPCTBEHH MPOAYKTH.
[Ipeasua ocHOBHUTE edexTH HA pucnepuaoH BbpXy LIHC, To# Tpabea na ce M3no3Ba ¢ BHUMaHHE ¢ APYrH
LIEHTPANTHO ASHCTRALM JIEKAPCTBEHHU NPOAYKTH, BKIIOYHUTEIHO aTKOXOJT.

Pucnepuaos MOXe /1a aHTarOHU3Mpa JeHCTBUETO Ha JIeBOACHA U APYTd AONIAMUHOBHA arOHHUCTH.

KapbamasenuHbT HaMalsipa I/1a3MeHHTe HMBA HAa AHTUICHXOTHYHATa dpakuusa Ha pucnepuaoH. Ilopoden
ePEeKT MOXKE Aa Ce OYakBa M OT JAPYIH JIEKapCTBEeHHM MNPOAYKTH, KOHTO CTHMVJIHDPAT METAOONM3UpPALIMTE
eH3umH B uepHud apod. [lpu 3anousaHe Ha kapGaMasenyuH WK APYrd JEeKapCTBEHH MPOAYKTH, HHAYLHAPALIH
YEPHOAPOOHHUTE SH3UMH, 103aTa Ha PECTIHPHIOH TpAOBa Aa ObAe NpeoLeHeHa 1, ako € Heobxonumo, Aa Obae
nopuileHa. OOpaTHO, Npd cnUpaHe Ha TaKWBa JIEKAPCTBEHH MPOJAYKTH, A03aTa Ha PEeClIMpHAOH TpsabBa Aa
ObJe NpeoLeHEHa H, aKO € He00X0auMO, Ja ObJe HaMaJleHa.

QeHOTHA3MHY, TPULUMKIMYHM AHTUACTIPECAHTH M HAKOU Oera-0jl0KepH MoOrat Aa MOBUILAT TUIA3MEHUTE
KOHUEHTPALUKW HAa PUCOCPUAOR, HO HE W TE3M Ha aKTHBHATA aHTHUNCUXOTHYHA (paxkuus. DIyOKCETHH U
napokceTuH, CYP2D6 uHXUOUTOpPM, MOraT Aa NOBULLAT IUIA3MEHUTE KOHLEHTpALMU Ha PUCTIEPH/IOH, HO No-
MaJKO OTKONKOTO Ha akKTHMBHATA AHTUNCHMXOTH4YHA ¢pakums. Korato ce 3anousa KM CHMPa CbBMECTHO
NPUNOKEHUE HA (ITYOKCETUH WM MApOKCETUH, JeKapaT Tpadsa ja npeoLeHr J03KMPAHETO HA PUCTIEPUIAOH.
Bb3 ocHoBa Ha in viir0 OpoyYBaHHA, CBHLUOTO B3aUMOISHCTBME MOXE Aa C¢ pPOABH C Xalonepuaoil.
AMHTPUNOTUINH HE TIOBNHABA (QPAPMAKOKMHETHKATA HA PHUCIIEPHIOH WM Ha aKTHBHATa aHTUIICHXOTHYHA
dbpakums. LluMeTHAMH ¥ PAHUTHAMH NOBHILABAT OMOHANNWYHOCTTA HAa PUCIIEPHAOH, HO CaMO HE3HAUMTE/HO
HA AaKTUBHATA aHTUNCUXOTHMHa @pakuud. Epurpomuumnd, CYP 3A4 dHXUOUTOpP, HE NpPOMEHS
(apMaKOKHHETHKATA HAa PUCMIEPUIOH M HAa aKTUBHATA AHTUNCHUXOTUYHA (pakuvs. XOJUHECTEPAIHUAT
MHXWOMUTOp, ranaHTaMHH, HE NMOKa3Ba KJIMHMYHO 3HAUYUM €(EKT BbpPXY (DapMAKOKMHETUKATE HA PUCIIEPHAOH
M Ha aKTHBHATA AHTUINCHXOTH4YHA ¢pakumsa. [IpoyusaHe ¢ gOHene3uWn npu 3ApaBy AOOPOBOJILM B AKTHBHA
BB3PacT CbUIO HE NOKAa3Ba KAMHHYHO 3HAYUM €(PEKT BbpXY (PapMakOKHHETHKaTa Ha PUCMEPHAOH U Ha
AKTMBHATA AHTUIICUXOTUYHA (PPaKLIKAL.

Koraro pucnepyaoH ce npueMa 3a¢AHO ¢ APYTd JAEKapCTBEHM NPOAYKTH, CBbP3aHH BbB BUCOKA CTEMEH C
NPOTEMHHUTE, HAMA KJIHHHYHO 3HAYMMO M3MECTBAHE OT IL1a3MEHMTE NPOTCHHY A ROUTORL A4 € OT ABaTa
NeKapCTBEHHM NPOJYKTA. )




Bux Touka 4.4 no OTHOUICHUE HA MOBULIEHATA CMBPTHOCT [PU MALMEHTH B CTAPYECKA BB3PACT ¢ AEMEHLMA,
[OJIYYaBpaillh € AHOBPEMEHHO H dypo3eMu.

PucnepnaoH He fl0Ka3Ba KNHHHUYHO 3HAYUM e(eKT BbpXY (hapMaKOKHHETUHKATa Ha BanfpoaT. [Ipn nauneHTu
HA NPOALIDKMTENHO JIeUeHHE ¢ JIMTHH K TNO-CTapW/THUIIMYHU HEBPOJENTULM, CNEd 3aMeCTBaHe Ha
CbTbTCTBALUKSA HEBPOACNTHK ¢ PUCNEPUIOH, HE HACTLIBA 3HAUuMMa IIPOMsAHA BbB (hapMAKOKHHETHKATA Ha
ANATHA,

XpaHaTa HE NoBaMABa Pe30pOLMATA Ha PUCTICPUAOH OT CTOMAaxa.

4.6 bpeMeHHOCT 1 KbpMeEHE

Bropeku 4e, pH EKCIIEPUMEHTANIHW JKHBOTHM, PHUCNEPHUIOH HE [OKA3BaA [HPEKTHA pPenpoOAyKTUBHE
TOKCWYHOCT, ¢a HaOII0gaBaHy HAKOU UHANPEKTHH, NpojakTHH- Meauupann u LIHC-meaudpanu edextu. He
e 0oTOeNA3aH TEPATOreHEH ePEKT Ha PUCTIEPUIOH B HUTO €QHO npoyusaHe. He e ycranoBeHa 6e3onacHoCTTa
Ha pYCOEPUICH npM ynorpeba no BpeMe Ha OpeMeHHOCT npH xopa. CnenoBaTeNHo, pUcnepuao Tpsadea na
ce M3MOoN3Ba I10 BpeMe Ha OpeMEeHHOCT ¢aMo, ako MMOJI3UTE HAABHILABAT PHCKOBETE,

B npoy4paHHs ¢ KUBOTHH, PUCTIEPHUAOH U 9-XUIPOKCH-PHCTICPUAOH C€ EKCKpETHPAT B KhpMara. JlokasaHo ¢,
4ye PUCNEPUAOH H 9-XHAPOKCU-PUCTIEPHIOH CHIIO C€ EKCKPETHpAT B KbpMaTa npu Xopa. Clie/IoBaTeHO,
)KEHMTE NOy4asally PUCNIEpPUAOH He Tpa0Ba 1a KbpMAT.

4.7 Edextn BHpxy cnocobdnocTTa 32 modupane n padora ¢ MAINHHH

PucriepuioH Moxe aa uHTepdeprpa ¢ JeHHOCTH, H3UCKBALLIK MCUXONOrHYHA 6auTensoct. ClieaoBaTeiHo,
naieHTHTE Tpabpa aa Obaar npeaynpeneHy Aa He wodypar wid aa He paboTSaT ¢ MaLMHK, JOKATO HE
CTaHe U3BEeCTHA HHIAUBUYAIHATA UM YYBCTBUTEJIHOCT.

4.8 HexeaHu JEKAPCTBEHH PeaKN UM

Hapywienus B cuhd. Bu3byaa. TpegoxHoct. I'naBoGonue. [To-uecTo € cbobluaBalo ceadpaHe npH aeua u
FOHOLLIM, OTKOJIKOTO NPH BL3pacTHH. B noeweTo cnyuam ceaupaHeTo € JIEKO U CaMO BPEMEHHO.

Tabnuuata no-01y ONMUCBA HESKEJIAHUTE JICKAPCTBEHU peakiidd, 03 1a ObAaT OTUUTAHU IOKA338HUA H
TEXKECT.

UecToTaTa Ha HeKeTaHH NIEKApPCTBCHHU pCaKlHK ONUCaHH MOo-40NYy CC€ ONPLALIIA, KaTO CC M3I10/13Ba CJICAHaTa

KOHBEHLIMA:
MHoro uectd (> 1/10); yectu (>1/100 no <1/10); veuectu (>1/1 000 o <1/100); peaxn (>1/10 000 ao <1/1
000); muoro peaku (<1/10 000).

HapylueHus Ha KpbBOHOCHATA M AUMPHA CHCTEMHU
Heyectu (>1/1 000 no <1/100)
Otok. Cnabo HaMasieHre B Opos Ha HeyTpodunure W/nnd TpoMbouuTHTE ce choObliiaBar.

Hapyuiesusa Ha meTaboyM3Ma U XpaHEHETo
Heuectu (>1/1 000 no <1/100)

[loBuiuasaHe Ha TErAOTO.
Mtoro peaxu (<1/10 000)
CpoOlueHH ¢a XUNepriukeMus WK BIOIUaBaHe Ha CbliecTByBaLl quader.

Hapyuienus Ha HEpBHATa cUCTEMA
Yecru (>1/100 ao <1/10)




Hapyuiehus B ¢hH4, Bb30yAa, TPEBOKHOCT U rnasodonue. Ilo-uecto e croblaBato ceaupade npu aeua
FOHOLLIM, OTKOJIKOTO NPU BLIPACTHH. B MOBEYETO Cny4van ceIUPaHETO € JEKO U CaMO BPEMEHHO.

Heuectn (>1/1 000 no <1/100)

COMHO/IEHTHOCT, YMOPa, 3aMasHOCT, HApYLLeHa KOHLIEHTPaUKa H TapAWBHA AMCKUHE3HA. [1pH 110-BUCOKH
A03W eKCTpanupaMHUAHR HSKCNAHH ChOUTHS.

OpTocTaTuuHa 3aMasHOCT, MAJIMTHEH HEBPOJIENITHUYEH CUHAPOM, MPYOBE

HapyviileHud Ha OKOTO
Heuectu (>1/1 000 no <1/100)
3aMBINICHO 3pEHUE.

CbAOBH HapyuieHud

Heuectu (>1/1 000 no <1/100)

OpTrocTaTUyHa XMIIOTOHUA, PEIICKCHA TaXHUKapAU4.

[To BpeMe Ha JiedeHHe ¢ PUCHIEPUAOH ca chobllaBaHu LiepeSpoBacKyapHH MHLMACHTH, BKIIKOUHTETHO
HHCYNTH W [IpexojHa uepedpanna ucxemuyna ataka (I1LIHAA) (smx 4.4 Creumantn npenynpexaeHus 1
npeana3Hu MEpKH Npu ynorpeda).

CTOoMauHO-YPEBHHU_HAPYLICHUS
Heuectu (>1/1 000 no <1/100)
3anek, AMcAerncuys, rajeHe/oBpbhilabe, KopeMHa 6onka

XenaTo-OpuavapHy HapylLUeHUs
Heuectu (>1/1 000 ao <1/100)
[ToButleHHU 4€PHOAPOOHHU SHIUMH

HapvuleHus Ha KOXaTa ¥ NOAKOMHATA ThKaH
Heuectu (>1/1 000 no <1/100)

PunuT, 00pHB ¥ ApYrU aIeprudHy peakiuu.

HapyuieHus Ha 660peuyTe 1 MUKOUHUTE THTHULIIA

Heuectu (>1/1 000 no <1/100)

MhukoHTHHEHUMS HA ypuHa. BoaHa MHTOKCHKaLMS 1Opaay NOMKAUIICHS WM NOPAAH HEAJEKBATHA CEKpeLus
HAa AHTHAUYPETUYEH XOPMOH

HapylueHusa Ha Bb30pOM3BOJAHTENHATA CUCTEMA U I'bpaaTa:

HeuecTu (>1/1 000 no <1/100)

3aBUCHMO OT 003aTa MOBHUILEHUE Ha U1a3MEH MPOJIAKTHH, KOETO MOXKE Ja XOBEAE [0 rajakTopes,
rMHEKOMACTHA, HapyHIeHa MEHCTpyaLus 1 aMeHopes.

[Ipvann3bM, epeKTHIHA ZUCHYHKLMA, eAKYIaTOpHA AMCPYHKUMS M CMYLIEHHS HA oprasma.

OO01H HapyLIEHHS
Jucperynaius Ha TeJieCHaTa TeMIeparypa.

B xivHMYHK NPOYYBAHKMA NPU NALMEHTH C OCTPA MaHMsL, JIGUEHUETO C PUCIIEPHIOH “Specifar” AoBeae Ao
NosBa Ha eKCTpanUupaMUaHU CUMIITOMU Npu 19.4%,

4.9 TIpeno3upane

CUMATOMHM
O6uKHOBEHO ce HabmoAaBaT Oene3d U CUMOTOMHM, NOPOACHHU OT YCHIIBAHE HA NO3HAYY
echekTH Ha Medorisper. ToBa BIIOUBa COMHONEHTHOCT, CEUPAHE, TAXHKAPHIHS,

excTpanupaMuaHu cuiMntoMu, CrobLieHo € npenosupane ¢ 4o 360 mg. Hanuunayg




NpEeAno/iara rojigma repaneBTHYHa WKpHHa. [IpyU nauuedT, ¢ XxunokanueMus, noayuun 360 mg ce Chobluasa
yabkaaHe Ha QT. Ilpu npepozrpaHe ca NpociaeaeHu peaky ciydau Ha yabnkasade Ha QT. B ciayuam Ha
OCTpPO Npeao3npaHe, TpadBa Aa ce UMa NpeABH] Bh3MOXKHOCTTA 32 €AHOBPEMEHO BIIMSIHHE HA MHOXKECTBO
JICKapCTBEHU NPOAYKTH.

JleyeHue

CumnTomaTHuHO. OCUrypsiBaHe U NOAAbpKaHe Ha CBOOORHU AUXATENHH MTETUINA, U NOLIbPHKAHE HA
aJ€KBaTHO 110JaBaHe HA KUCA0poA U BeHTHaInpaHe. Tpabra aa ce uMa npeaBu/] CTOMALLEH 1aBax (Cnej
UHTYOMpare, aKo MALHEHTHT € B 0€3Ch3HAHUE) U NIPWIOKEHNE Ha aKTUBEH BLIVICH, 33€10HO C JAKCATUR.
HezabasHo TpaOea na Obae 3ar04HATO NpOCIeasBaHe Ha ChbPAECYHOCHAOBATA ASHHOCT, KOETO A4 BKIKOUBRA
MPOABIPKHTENHO €NeKTPOKapAMOrpadcKko MOHHTOPHpaHe, 3a J1a ObAAT OTKPUTH €BEHTYATHU APUTMHM,

He ¢ HanuueH cneuuduyeH aHTUaoT Ha Medorisper. 3aToBa TpsabBa Aa ce 3anovHAT NOAXOAALIHY
NOAAbPKALUH MEPKH, XHIIOTOHUATA U LMPKYJATOPHUAT KoNane Tpadsa aa ObaaT TpeTHpaHu ¢ NoAX0aALLH
MEPKH, KaTO NpUjiaraHe Ha TEUHOCTH HHTPABEHO3HO W/WUIIH CHMNATHKOMKUMETUYHY JIEKAPCTBEHH NPOIYKTH.
CTPUKTHHAT JIeKapCKM KOHTPOJ ¥ MOHHTOpHpaHe TpAOBa Aa NPOABIKAT AC Bb3CTAHOBABAHETO HA MaLHEHTA.

5. ®OAPMAKOQJOTINMYHU CBOHCTBA

3.1 PapmakoIHHAMHMYHH CBOHCTBA
N 05 AX 08

PucnepuaoH € ceNeKTHBEH MOHOAMMHEPTHYEH aHTArOHUCT ¢ BHCOK A(PUHUTET M KbM CEPOTOHUHEPIHHMHUTE
5-HT, u kbM aonamudepruunnrte D, peuentopu. PucnepHaoH ce CBbP3Ba Chilo ¢ anda;-aipeHEPru4HUTE
peLenTopu U, ¢ NO-HUCEK apuHuTeT, ¢ Hi-XNCTaMUHEPrHYHUTE U ¢ anda,-agpeHepriuyHUTe peLenTopy.
Pucnepnnod HAMa aHHUTET KbM XOIMHEPTUMHHTE peLEeNTOPH. BBpekH ve, pucnepruaoH € motueH D,
AHTarOHUCT, KOETO Ce CYHTA, Y€ NoAo0PIBa MOMOKUTENIHUTE CUMIITOMH NPH WKH30(PEHU, TOM BOAM 110-
MaJIKO 10 [OTMCKaHe Ha JBMraTenHaTa akTUBHOCT W KAaTaJIeNCHs, B CPABHEHHUE C KIACHUECKUTE
HEBPOJIENTHLH. banaHCHPaHUAT HEHTpaIeH CEPOTOHHHOB M JOTIAMHUHOB AHTATOHU3BM MOXE J1a HAMAIH
BEPOATHOCTTA OT N0ABA HA €KCTpaNnMpaMHAHH HEXKeNaHU eeKTH, U Aa pa3ludpy obxeara Ha
TepaneBTHYHATA aKTUBHOCT A0 HEraTUBHUTE M abeKTUBHUTE CUMITTOMH HA IIU30PPEHUSITA.

5.2 PapMaKOKHHETHYHH CBOHCTBA

Cnen nepopanHo NpynoxeHHe PUCTIEPHUIOH HAITBIIHO ce pe30pOupa, KaTO MAKCHMAJIHU NNIa3MEHH
KOHLIEHTPALMY ce NOCTUraT B paMkuTe Ha | 40 2 yaca. XpaHaTa He [OB/IUABA pe30pOLMATa Ha PUCIIEPHIOH.
PyCcnepyaoH 4acTHYHO ce MeTadonu3npa A0 9-XMAPOKCH-PUCIICPUIOH, KOHTO MMa (PapMaKoJIOri4Ha
AKTHBHOCT, CXO/IHA C Ta3H Ha PUCNEPHIOH. 3a€AHO, Te GOPMHUpAT aKTUBHATA (AHTUIICMXOTHYHA) PpaKLMA.
Jpyr MmeTalDOMMTEH BT 3a pucnepuaAcH e N-geankuiupadero. Cien nepopaiHo NpHIcKeHHe Ha MALMEHTH C
NCHX03a, PUCTIEPH/IOH C€ EIUMHUHHUPA C NONYKHBOT OT NPUOIMIMTENHO 3 4aca, a 9-XHAPOKCH-PUCIICPHIOH, ¢
eIMMUHALIMOHEH NMOAYKUBOT OT NpUONM3nUTEHO 24 yaca. 3a 9-XuAPOKCH-PUCIEPHIOH CTAUHOHAPHO
CBCTORHME CE AocTHra cnea 4-5 qHeBHO Ao3upaHe. IL1a3sMeHHTe KOHLIEHTpauuy ¢a NpONopLHOHAIHN Ha
A03aTa B PAMKHTE Ha TEPaneBTHYHHSA AO30BM MHTEpBai. PrucriepuaoH ce painpedens 0bp30 B TANOTO.
O6embT Ha pasnpeacnenue ¢ 1-2 I/kg. B ninasmara pucnepuaion Obp30 ce CBbP3Ba KbM AJ0YMUHA U KbM
kucenHna o-1-raukonporeds. CBBP3BAHETO C MIA3MEHHUTE IPOTEUHH 3a pHCNepHIOH € 88%, a 3a 9-
XHApOKcU-pucniepuaoH e 77%. Eana ceagmuiia cnen npuitokeHue, 70% oT no3aTa ce eKCKpeTvipa B YpUHara,
a 14% - B y3npaxxHenuaTa. B ypunara 35-45% OT npuiioXeHaTa 034 € CbCTaBeHa OT PUCNIEPUAOH H 9-
XHAPOKCH-PUCIIEPHIOH — OCTAHAJIATA YACT Ca HEAKTUBHH METa0OMHTH.




PapMakOKHHETHKATA HA PUCTIEPUIOH, 9-XHMAPOKCH-PUCIICPHAOH M HA AKTHBHATA AHTHIICUXOTHYHA PpaKkLua
Py AeuUa ¢a CpaBHUMH Ha GapMaKOKHHETHKATA MPH BB3PACTHH, CIIOPEA NPOYYBAHE C LIECT AL C AYTH3BM
(na Bb3pacT 3-7 rogunu). CpeaHUAT TEPMUHAIEH NOJYKUBOT, 00a4e, HA PUCIIEPUAOH, KAKTO U Ha 9-
XHApOKCH-pUcTiepnaoH € 30-35% no-HMCBbK B CPaBHEHHUE ¢ Bb3PACTHM JIMLA.

5.3 IIpeakIMHUYHHE JaHHHY 32 0€30MacHOCT

[1pu (cyd)XpOHHYHM TOKCHKOJIOTHYHH MPOYUYBaHHSE, KOWTO Ca MPOBEXKAAHU C NMPUIOKEHHUE HA M0JIOBO
He3pejiM NABX0BE Y Ky4eTa, MPU JBaTa Noja € Hallu4yeH, 3aBUCUM OT 1103aTa e()eKT, BbPXY I'€HUTAIIMHUTE U
MJIEYHHTE JKJ1e34. Te3u e(ekTH ca CBBP3aHH C YBEJIUMYEHHUTE HUBA HA CEpYMEH MPOJIAKTHH, MPEAU3BUKAHH OT
OylokHpallug eeKT Ha PUCIEPUAOH Ha JONAMHHOBHTE D2-pelentopi.

Kapyunocennocm: IpOBEKIAHHU ca NIPOYYRaHUs ¢ MuLuxy Albino ¥ rrbxose Wistar. [lpunaranyre nos3u, Ha
ocHoBa mg/kg ca 2.4, 9.4 1 37.5 nMbTH MaKCUMaNHUTE NPENOPBUMTENRHHU 103U I1pH Xopa. [Iposasssa ce
CTATUCTHYECKH 3HAYMMA NIOBUILIEHA YECTOTa Ha alEcHOMHK Ha XMNO(U3HATA »*Ule3a U €AHOKPHMHHHU NaKpeacHy
afeHOMHM, KAKTO W Ha aJl€HOKapIIHHOMH Ha MJIEYHATAa JKJIe3a.

AHTUIICUXOTUIIMTE OOUKHOBEHO NOBUILABAT MPOJAKTHHOBUTE KOHIECHTPpALUK MPH IpU3auy; NOBHUIEHUETO
NEPCUCTUPA 110 BPEME HA XPOHUHHO TIPUIIOKEHUE, CEpYMHUTE NMPOJIAKTHHOBHY HHUBA HE Ca U3MEPBAHH MO
BpeME Ha MpOYyuBaHHKs 32 KapIIMHOTEHHOCT ¢ pMcnepyacH. Brnpeku ToBa, npu CyOXpoHHUHY
TOKCHKOJIOrH4HH NPOYUYBAHHMA, KOTaTO ¢€ e MPUJIarasja ¢oiliara N03a, KaKTo MpH Npoy4BaHHATA 34
KApLIHHOTC€HHOCT, PUCHEPUAOH NOBUINABA PONAKTUHOBUTE CEPYMHH HUBA 5 A0 6 NNBTH NOBEYE NPH MHILKH
U TTbXoBE. Cnel XPOHHUYHO TIPUAOKEHHE Ha APYTH aHTUIICUXOTHLM NPU rpyU3ayu ¢e OTKpHBa NOBHLICHHE Ha
HeONMAa3MHUTE Ha MJIEUHA Ute3a, XMNodu3Ha Kie3a U Ha NaHKPEaCHUTE OCTPOBHH KIETKHW, KaTo 3a MEAKHKpaLll
areHT ce CYWTa MpOoNakTHHA. Bbrpekn ToBa, Bpb3KaTa MEX Y T€3M AAHHH IIPH I'PH3a4U M BB3MOXKHUAT PUCK
NPU XOpa € BCE 0L HEU3BECTHA.

Mymazennocm: in vitro KaKkTo W in vivo TECTOBE HE Pa3KpHBAT HAKAKBH JaHM 32 Bb3MOXXEH MyTareHeH eekr
Ha PUCIICPUIOH.

Depmuwiumem: PH TPHU PENPOAYKTUBHM NPOYUYBaHHA, PHCOSPHAOH HE MIOKa3Ba YBPEKIAHE Ha QGEPTHIIMTETA
Ha Wistar IUIbX0BE, kouTo nony4uasat (.1 no 3 mpTH MaKCUMAaNHATA NpenopbYsaHa 103a MpH Xopa Ha Oasa
mg/m”. IIpy cyGXpOHUUHO TOKCHKONOMMYHO MPOYYBAaHE Ha Ky4era Beagle npy A034 Ha pucnepuaoH 0.6 1o
10 bTH MaKcHManHaTa IpenopbyYBaHa 103a MpH Xopa Ha 6a3a mg/m’ ca HaMaleHH MOTUIIMTETA 1
KOHLIEHTpaLuATa Ha cnepMaTa. Cbllo ca OTYETEHH, CBbP3aHH C 103aTa, HaMaJIeHUA Ha CEPYMHHUA
TeCTOCTEPOH. CepyMHHUAT TECTOCTEPOH U NapaMeTpUTe Ha CliEpMara YaCTH4HO C€ Bb3CTaHOBABAT, HO
OCTaBaT HAMAJIEHH Clle[ IPEYCTAHOBABAHE Ha JieueHUeTO. He ca U3BECTHH 103U, KOMTO HE BOAAT Ja HUKAKbB
e(eKT NP NNIBLXOBE U Ky4eTa.

Bpemennocm: TEPaTOreHHHAT NOTSHLMAN € NPOY4BaH B NIpoib/bkeHue Ha TpU CerMeHT Il npoyupanus ¢
nabxose Wistar u Sprague-Dawley u eano Cermenr I npoyusane ¢ HoBo3eHNaHACKH 3aiium. Cien
NpHIOKEHHE Ha 1034 pucniepuaot 0.4 1o 6 NbTH MakCHMaJHaTa NPenopbUBaHa o3a Mpy xopa Ha Oasa
mg/m° He ce yBenvyaBa 4ecToTara Ha MajadopmaLmH, B CpaBHEHUE C KOHTpoHTe. TIpy Tpu penpoayKTHBHHM
NPOoY4YBaHMA MNPH [U1HXO0BE € HAJTMYHO NOBHLIEHHE HA CMBPTTA HA MATIKUTE, 10 BpEME HA MbPBHTE Lle'mpu
AHH OT JaKTauusTa, npy go3u 0.3 10 3 MbTH MakcHMManHaTa NpenopbyBaHa 403a NpH Xopa Ha 0asa mg/m
He € U3BECTHO AaiU Ta3H CMBPT € Nopaad AupeKTeH eeKT BopXy deryca, WM MAIKUTE, Wik nopaau
edexTH BLPXY Maiikire. He € n3BecTHa A03a 6e3 edekT BbPXY CMBPTHOCTTa Ha MajikuTe. B npyro CermeHT
11l npoy4BaHe NpH ILILXOBE, NOAy4YaBalili 1032 PUCIIEPUIOH 1.5 IHTH MaKCUMaJlHaTa NperopbiBaHa n03a
npu Xopa Ha 0asa mg/m € HAJIMUHO NMOBYLIEeHKE B Opos HA MbpPTBOpOAcHUTE. B HOBOpOAEHH [LTbXOBE €
yCTRHOBEHO MPEMUHABAHE HA PUCTIEPUIOH Tipe3 ruiaueHTaTa. Jiuncear agekBaTHH J00pe K A. :g i
fpoy4BaHus ¢ OpemeHHM xxeHH. ChollieHa € areHe3a Ha KOpIyC Kaio3yM Mpu A€Te, B a0 Ha

PUCNIEPUAOH BHTPEMATOYHO. BbIipeky ToBa He € YCTaHOBEHA NPUYHHHO-CACACTBCHA BPA N

PUCTIEPHIOH. %
0
-
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6. ®APMAIIEBTHYHHI JAHHH

6.1 COoHchbK HA NTOMOIIHHMTE BeCCTBA

CobpuesrHa Ha TableTkara
Jlaxto3a monoxuapar. LapesnuHo Huliecte. Harpues naypun cyndar. MUKpOKpHUCTaIHa Lelya03a.
Xunpomenosa. CunuiiueB TMOKCHA, KOIOHAEH, Oe3roa¢H. Marnesues creapar.

DuUIMOBO NOKPUTHE
Xunpomesosa. Tutanos guokeua (E171). Ilponunenrnukon. Taink.

JIONbIHUTENHU MOMOILIHUY BELECTRA

1 mg: onaapu 6ano: TuraHoB Auokcug (E171)

2mg:  OfnaapH OpaHXXeBo: OpaHKeBO XKbJITO (E110)

3mg: onaapu: XuHOIUHOBO Xb110 (E 104)

4 mg: onajapu 3eneHo: HHAUrotud (E 132), xuHonnHoBO %6110 (E 104)

6.2 HecLBMeCTHMOCTH

He € npunoxumo.

6.3 Cpok Ba roanocT

3 roaMHH

6.4 CHeuHANHH YCJIOBHS HA ChbXpaHeHHe
Hsama

6.5 JlanuM 32 onakoBKaTa

bincrepuy onaxoBxu (PVC/PE/PVDC anymunuii).
1 mg: 6,20 tabaerku

2mg: 20 rabnerku

3mg: 20 tabnerku

4mg: 6,20 rabnerku

He BcHuku BUIOBH ONAKOBKM MOraT Ja 6baaT MycHaTH B npojaxda.

6.6 Cnenpaany npeIna3Hu MepKH NPH HIXBLPJsAHE H pabdoTa

HaMa cneyManHyu U3UCKBaHHA.

7. IIPUTEXATEJL HA PASPEHIEHUETO 3A YIIOTPEBA

Medochemie 1.td
1-10 Astronafton & Constantinoupoleos
3505-Limassol

Kunsp

8. HOMEP(A) HA PASPEHIEHUETO 3A YHHOTPEBA




1 mg:
2 mg:
3 mg:
4 mg:

9 HATA HA ITBPBO PASPEHNIABAHE/NNOAHOBABAHE HA PASPEHIEHMUETO 3A

YIIOTPEDBA

10. JIATA HA AKTYAJIM3UPAHE HA TEKCTA




