KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA

CHLORPROTHIXEN 15 ZENTIVA
CHLORPROTHIXEN 50 ZENTIVA
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1. T'I:DI’OBCKO HMC HA JCKADCTBCHINA NPOXVKT
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CHLORPROTHIXEN 15 ZENTIVA
CHLORPROTHIXEN 50 ZENTIVA

2. KonnyecTBeH 1 KadeCTBCH H ChCTAB

Jlexapcreeno pemecrso: Chlorprothixene hydrochloride crorserso 15 mg nmu 50 mgs 1
¢duInpaHa TabIeTKa

3. Jexapcreena dopMa

Ounvupasyn TabneTKH

4. KNIMHIMYHY TAHHH

4.1. Horkazannsg

[n30dpenus ¥ Ma#ueH enM3o Ha OnnonapHo adeKTHBHO PasCTPOHCTEO.

TloBeneBYeCKH pasCTpONCTBA, CBBP3aHH C ATPECHBHOCT M BE30yZa, IOTHCHATOCT H
HAIIPEeryvarocT, OE3MOKOACTRO [IPH HAIMEHTH ¢ OPTaHHIHK MO3BYHH JIC3HN.

Bescruue HemoBIHABAIIO C€ OT OOHKHOBEHO JIEUeHHE H 0coOeHO B CIlydayre Ha paHHO
cBOYIKIaHE H HeRB3MOXKHOCT OTHOBO J& €€ 3aCIIH.

B rerckaTa TICHXHMATpHS TpH JHelia ¢ [OBEHEHYECKH pa3crpolicTea (DpEeAHMHO C
TICHXOMOTOPHO 0€310KOHCTBO) Pe3UCTEHTHH HA JPYTo JICYeHEe.

B repuarpusra npu 0e3M0KoiCcTBO, arpeCHBHOCT, Pa3fpasHHTENHOCT, CTPAX, HapYMICHHI B
TOBCACHHETO H CHHA.

4.2, lo3npoBKa H HAYWH Ha MPHII0KEHHE

Br3pacTay
JleueHneTo TpAOBa ma 3allOYHE KAaTo C€ H3MOJI3BA HHCKA 033, KOSTO IOCTEIEHHO Ja ce

YRENHYABA [0 H3Ue3BaHe Ha CHMITOMHTE Ha 3a001gBaHeT0. AKO € HEOOXOMHMO JIEUEHHETO
Ja ce IIpeKpard, »o3ata TpsabBa jAa c€e HaMajH IIOCTEIeHHO, ThH KaTo BHE3anHOTO
IpeKbCBAHE HA JEYeHHETO MOXe N2 NIPeJu3BHKA raZicHe, H3NOTABaHe, riaBoGomne,
OescobHHe H 0e3MOKOHCTBO HOPH CHel HAKOIKO CEIMHIH.

ITusopenus u Opyau ncuxosu. Manus. Hasansara mosa ¢ 50-100 mg/nmeBHO KarTo
HOCTENeHHO ce NIOBHINABA JIO JOCTHTaHe Ha onrumaneH epekt. OGHKHOBSHO ONTHMANHATA
jJosupoeka € 300 mg/nHeBHO, HO B HAKOH CIYyYaH MOXE na ca neoﬁxgnmm mo 1200
mg/THEBHO. L

Honnspxamara no3a oduxroserHo e 100-200 mg/nueBHO.

Ipu descvrnue — 15-30 mg 1 yac npeau nsraxe.
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TTauMeHTH B HayipeHana Bh3PacT
WHnueuayanaarTa Ko3#poBKa IpH Te3H MalHeHTH € B HaTepBana 15-90 mg/mnesno.
Hena

IIpu mema no3uposkara e 0,5-2 mg/kg TenecHo Terno.

Hauun Ha nipunoxenue
OunmupatnTe TabneTKH Tpa0dBa Ja ¢e IBiTaT lenH 0e3 Ja ce CABBKBAT, IO BpPEME Ha

XpaHCHS C 4aina BOAa HIH MIIKO, 3a Ha CC u3berne JSPpa3sHCHE Ha croMaxa.

4.3. IIpoTHBOHOKAIAHNS

VeraHOBEHA CBPBXUYBCTBHTENHOCT KBM XJIOPIPOTHKCEH HIM APYId THOKCAHTEHH, HIIH
KBM HAKOE OT INOMONIHHTE BEHIECTBa, IMOTHCKAHE HA XeMOIoe3aTa, BUCKpasysi Ha KPEBTa,
notackade Ha IJHC (BkrouumTenHO HpH OTpaBfHE C AalKOXONHM HIH JCKapCTBCHH
TIPORYKTH), KOMATO3HH CHCTOAHHA, HEPKYIaTOPEH KOJaic,

BesonacHocTTa Ha iegenuero ¢ chlorprothixene mpm nena moz 6 TONHIOHa BB3PacT HE €
IOTBBPICHA.

4.4, Coenpanna NpeNyNpeRIeHyd B clellHAJHA HDeAnazHyu MepKy Npu ynoTpeda

Chlorprothixene TpsaOea ma ce npmnara ¢ IOBHINEHO BHHMAHHE YIPH AIKOXONH3EM H
370yI0Tpe6a ¢ IIeKApCTBEHH IPOAYKTH, HMamu rorHckam edexr Bepxy IHC
(motuckamusT edexT MOXe Aa ce YCHIM), HpH YMCTBEHO H30CTaBaHe, CHHJICICHI H
ocobeno Npu HenexyBanuTe ciydau (chlorprothixene maMansgBa Ipara 3a pasBUTHETO Ha
IBPYOBE),  CKIOHHOCT KBM  KOJIALICH,  NapKWHCOHM3EM  (UOTEHIMpaHe  Ha
EKCTpanupaMHUAHHTE e(eKTH), PeoXxpoMONNTOMa, TP HNANHCHTH H3H0XKEHH HA €KCTPEMHHA
TEMHEpaTypH, TSKKHA HapyHICHHsS Ha YepHOAPOOHATa, CHPACIHO-CHEOBATA H AMXATEIHATA
gyaxnuE (gadmp. ocTpa Oenompobma wuHbekuws, OpoHxmanHa actva, Oemoxpobex
eMmduzeM), HanipegHaNa BE3pacT, [IayKoMa CbC 3aTBOPEH BIBJ, TEXKKA MHACTCHAS, 3aXapeH
muaber, xmmeprpodua Ha nNpocTarata (NOBHINEH DHCK OT 3aibpikaHe Ha YPHHA),
€NeKTPOIIOKOBA TepPaIH.

TIpu mena mMa HO-TOMSM PHCK OT XEXATOTOKCHYHOCT ¢ IpH3HAlU Ha cumeapoMa Ha Reye.
CBpHXYyBCTBUTEHOCT KBM  (PEHOTHA3MHHTE MOXE Ja O3Hayasa ChBIOO H
CBPBXYYBCTBUTEIHOCT KBM THOKCAHTEHUTE.

Chlorprothixene Moxe 2 JOBeAE HO NHXKINBH TOJOKHATETHHE 1a00paTopHH pe3yNTaTy Ha
HAMYHONOTHYHES TeCT 3a OPEMEHHOCT B YPHHATA B 33 HANHYHETO Ha OumupyOyH B ypuHara
H MOXe Jia mpepaspuka upomend B Q-T unrepsarna Ha EKI'.

4.5, JIeRapcTBeHd ¥ APYITH B3aHMOIeHCTRHS

TTotuckamusar edekxt Bepxy ITHC moxe Aa ce yCHIM IIpM €QHOBPEMEHHO IpHjarase ¢

ATKOX0JI, CBHOTBOPHH, AHTHICTIDECAHTH, AHTHEHHIET THYEH CpencTEa,
GONKOYCIOKOABAIIE, MHOPENAKCAHTH, HEBPONSNTHIH, AaHTHXHCTaMHHE OF NO-CTapH
TeHEpAaIHy | KPYTH.

Cnabara amTHXONMHeprAyHa aktTHBHOCT Ha chlorprothixene Moxxe xa Opae mo-u3paseHa
OpHd  €AHOBpEMEHHO  IIpHRAarage Ha  aHTHXONMHEPIHYHE,  AHTHMYCKapHHOBH,
AHTHXHCTAMHHOBH K aHTHNapKHECOHOBY CPEACTBA. —
Chlorprothixene Moxe za Onokwpa «-afpeHeprHYHaTa m@gﬁddx; ,ﬁ‘a emme@pmna
(anpenanug), XoeTo0 MOXKE Aa JOBELS AO XHMIOTORMA H T3 g
TIpENIarage.




Chlorprothixene Moxxe fa HamManH aHTHIAPKHHCOHOBOTO JSHCTBHE Ha JIEBOZONA, Thii KaTo
HOTHCKA IONAMAHOBHATE PEIelITOPY B MO3bKa.

Chlorprothixene HaMandBa I'cpUOBHMS Hpar ¥ 3aToBa OOMKHOBEHO € HEOOXOAHMO Fa ce
IPHCIIOcO0HN [03aTa Ha aHTHECHIICIITHYHNTE CPEXCTRA.

PucksT OT mosBata Ha CKCTpPADHpaMHIHA CHMIITOMH HapacTBa IpH e€XHOBPEMEHHOTO
NpHJIarane Ha GeHOTHA3HHH, METOKIIONPaMHE, XalOIepHION, PE3EpIHH.

Chlorprothixene MOXXe A2 HOBHMINM CEPYMHATA KOHUEHTpANMd Ha TIPONAKTHH — IpH
€NHOBPEMEHHO HPIIOKEHHE ¢ OPOMOKPHETHH MOXKE Iia € HeoOXOAUMO picHocobspane Ha

O3UMPOBKATA.
THOKCAaHTCHUTE MOXE JIa MACKUDAT OTOTOKCHYHWYE e(heKTH Ha T¢ JEKApCTBEHH
Ipo KAIKH{ 33 O49H H TFON00HM).

4.6. BpeMeaRocT B KHDMEHE

Hpn npoy9ysands BEpXY ONHTHM XHBOTHE JaHHM 32 eMOPHOTOKCHYHOCT H TEPATOIEHHOCT
HE Cca YCTaHOBEHH, a caM0 HaMansgBaHe Ha (epTHImTeTa. be30onacHoCTTa Ha HPHIOKEHHETO
Ha OPOAYKTa NpHA OPEMEHHH XCGHM HE € NOTBEp/iesa. ETO 3310 TO3H IPOAYKT MOXE Ja Ce
Dpunara Mo BpeMe Ha OpeMEHHOCT caMoO CHefl KaTo ce HPEleHH CHOTHOIICHMETO TI0Ji3a OT
JISYCHHETO Ha MalikaTa B BE3MOXKEH PHCK 34 IIoJa.

Camo Hesmawmrenmo xommdecTBo chlorprothixene npeMHHaBa B KbPMAara; BB3MOXHOTO
BE3eliCTBEe BHPXY KBPMaueTo He € M3BectHO. Ero 3amo, mMalikm npeasun dakra, He
XMMHYECKH TONOOHH CheNHHEHMA MMar HeONarompHATHO BB3ACHCIBHE  BBPXY
KBpMadeTara, KbPMEHETO HE Ce HPEHOphYBa.

4.7. EderTH BLDXY clocofHoCcTTa 332 modHpane HA MOTODHH IIDEBO3HH CDENCTBA H
patoTa ¢ MAamUEH

Thii KaTo JNexapCYBEHHAT NPOAYKT NPEAM3BHKBA CHHIMBOCT, TOM MOXe Ha WOBIIHiE
HeONaronpusTHO JeHHOCTHTE, H3WCKBANIM NOBHIIEHO BHHMAaHHWE, KOOpAHMHAWWi Ha
JIBIDKCHHSTA ¥ OBp30 B3eMaHe Ha pemeHns (Hanp. modHpaHe Ha MOTOPHH TIPEBO3HH
cpexcrea, paboTa ¢ MallliHK, paboTa Ha BHCOKH MecTa M Ap.), INIABHO IpH 3al04BaHe Ha
TIe9EHUETO.

4.8. Hexrenanu JeKancrBeHl PeakiHE

PHCKST OT Pa3BHTHETO Ha HEKENAHH JICKAPCTBEHN peakHuH HapacTBa ¢ MPOMBILKUTCIIHOTO
HIpHJIOKEHHe Ha MMo-BHCOKA Ho3u chlorprothixene n npm mena ¥ NaleHTH B HaNpeAHAnNa
BE3pAcT.

Haii-gecTH ca yMOpa, OPTOCTaTHYHA XHIIOTEH3HS, CHHIMBOCT A0 KOMA € 4eCTO CpellaHa
IIPH 3aII09BaHE HA JICYEHWETO C II0-BHCOKH O3H, KaTo Te3M peaxuun OOUKHOBEHO
OTIIYMABAT CIIOHTAHHO.

Tlonskora ca HabMOaBaHy aETHXONHHEPIHYHE ebexTy (CyxoTa B ycrara, HaGpOBane Ha
HOCHATA JHTAaBHIA, HApYNICHHE HA 3pATENHATA AKOMOIAHHS, ofCTHNanus); rmasobonue,
rafgeHe, OpPTOCTATHIHA XAIOTOHHS, TaXukapaus (ocobeHo B cIydad Ha PI3KO NOBHINABAHE
Ha J(03aTa), 3aMasgHOCT. Paixo ce mabnrofaBaT XoleCTATHYHA XBLATEHHIa Ha OCHOBATA Ha
AMYHOHATONOTHYHA peakudd; HApPYIISHWs Ha XeMomoeszaTa (MHOTO DPSJKO JEBKOICHHA,
XEMOJIATAYHA aHEMHs, TPOMOOIMTONCHEYHA HypUypa, NAHNHTONCHHSA, CO3WHOQHIS,
arpaHysIouuTo3a). MHOro panko ce HaGIlofaBat CEpACYeH apec Iﬁp&ﬂ{g{\ DAL,
Brioxupadero Ha nonaMHHepquHTe DENENTOpH B I_[HC/ MQﬁE




TOHONIH B HAYAIOTO Ha JEYEHHETO W H34Ye3BsaT 1-2 IHA cliell CHUPaHEeTO MY), aKaTH3I KM
eKCTpaoHpaMHAHEN CHMITOMH. Psaixo ce pazpuBa HEBPOJENTHYEH MAUMIHEH CHHIPOM
(xEmepnupexcHs, PUrEAHOCT, aKWHE3Ws, KOoMa), OpH Koito TpabBa He3abaBHO 1a ce
TpeKpard npueMa Ha chlorprothixene ¥ ma ce 3all0YHE CHMITOMATHYHO JICUCHHWE B
HWHTEH3MBHO oTHeNeHue. B ciyyail Ha mpobIDKUTENHO pHnaraHe, 0coOCHO OpH HaHeHTH
B HallpeIHaNIa BB3PAcT MOXKE Ja ce PasBHE T.Hap. Tapi#BHA JUCKHHEINS KaTO CHMIITOM H2
CBPBXYYBCTBHTENHOCT Ha JONAMHMHEPIHYHaTa CHCTeMa (HEeBOJIEBH XOPEOareTO3HH
ABIOKeHHs). Ilo-HAaTAaTHINHOTO NpriaraHe Ha HEBPONENITHYHM JEKApPCTBEHM IIPOIYKIH
MacKupa TeXH#Te IpH3HAIE M 3aTOBa CHCTOSHHWETO HA IAIMEHTHTE TpAOBa Ja Ce ClIeAH
BHUMATEHO.

PHCKET OT npel@3BHKBAaHE Ha SHHICHTHGOPMEHHA NPHHANBIH CHIIO € CBUIECTBEH.

Psiiko Morar ga ce pasBHAT YPHKO3ypHs, HepMatnt (panko exchomaTuBeH), MOBHINEHA
toTtouyscrBuTenHOCT, lupus erythematodes momober cHEApOM, CHPOEK, EpHTEM, EK3EMa,
acTMa, eeM Ha JapUHKCA ¥ JIPYTH CUMIITOMH Ha CBPBXYYBCTBHTEHHOCT.

IIpomeHn B ¢HIOKpHHHHTE H MetaboymTHY GYHKOHM (HapyieHds Ha MEHCTPYaluara,
TEHCKOMAaCTHs, TajakTopes KaTo pe3ylraT OT HOBMINGHOTC HHBO HA TIPOJaKTHHA,
XHNEprauKkeMis; HalbHIBaHe); HapynieHa TelnecHa TepMOpPETYIIalka,

MHOTO pAAKO, IpH ABIFOTORHINHO JIEYEHWE ¢ BUCOKH JO3H, MHTMEHTHA PETHHONATHS,
JICHTHKYIAPHA B KOPHEAIHH OTIIArafms.

Teepme psapxo ce Habmoxasa ycwisame Ha 0e3MOKOHCTBOTO, 0COGEHO HpH MaHMHHH H
Y30 PEHHE HaNMeHTH (B Te3H Clydad ce Npenopbusa 3aMAHA C HEBPONENTHIM C OCTPO
IeHCTRHE, HANIP. XATONEePUZION).

4.9. Ilpenoznpane

Jo3a B mHTEpBana 2,5 B 4 g WK HoBede MOxe ga Obfe neTanHa 3a BB3PACTHH, & IIPH Aena —
4 mg/kg TerecHo terio. HabimomasaT ce CHEMBOCT, aNaTHs M KOpH KOMa, IIOTHCKaHE HA
RAINAHETO, XATOTORNS (KOATO MOXKE Aa CE JIOABH CHEJ| HAKOJKO Yaca U Ja MPOXBIDKA 2-3
IHHE), TaXBKapJHs, TpecKa, PATHAEOCT HAH HEKOHTPOIMPYEMH [BHKCHA, MH03a. ['EpYoBH
TIPHCTHITH, XMIIEPaKTHBHOCT M XeMaTypHA MOXXe /12 ce TOABAT NpH CHHEHPOM ¥a OTHEMAaHE.
Jlewenyero HAa MHTOKCHKAIHEATA € CHMIITOMATHYHO ¥ Noxaspxamo. CToMallsa HPOMHBKA
(He e MOJIXOAMAIO Nia ¢ HMpeXH3BHKa IOBPHINANEC, THH KaTo AMCTOHMYHATA peaKnui Ha
IIaBaTa ¥ Bpara MOe Aa JOBele Jo achupHpaHe Ha IOBBPHAToTO!), aKTHBEH BHIVICH,
GH3HONOTHYEH Pa3TBOP, JAKCATHBY, OJKEPKaNe Ha JUIIaHETO M perynalysd Ha TeIcCcHaTa
TeMHOeparypa. B chiydali Ha UOHIKEHO KDBBHO Halsrawe TpsOsa Ja ce IIpuuarar
HAPEHTEPATTHO HOPAAPEHAIME MM MEeTapaMAHON. ANlpeHanuH He TpsbBa Ja ce M3mon3pa
TOPaTH PUCKA OT [apajOKCaNHa XHNOTOHHA.

5. DapMakodorHIHN TAHHNA

5.1. ®apMaxoHAMHIHE cBOlicTBa

®apMakoTepaneBTHYHA I'PYIA
HeBponenTHyHO CPecTBO CBC CENATHBHO NSHCTBHE

ATC xon
NOSAFO3

MexanuspMm Ha gelicTBHE
Chlorprothixene € THOKCaHTEHOBO HpPOU3BOJHO, OHI3KO IO CTPYKTYpa Lo (HeHOTHASHHHTE.

Herosute aHTHOCHXOTHYHU GQJBKTH ce OIBIDKAT Ha IOTHCKaHe Ha IIOCTCHHAUTAYHMHTE



JOIaMUHEPIHYHH PeleNrTopy B MO3bKa, cliefl TOBa Ha O-aapeHeprHdHara ONoxaja ¥ Ha
TIOTHCKaHE OCBOOOXKIABAHETO HA YIOBEYETO XUNOTANAMHYHE H XVIIOQHM3HH XOPMOHH.
KonnenTpanusra Ha HOpOJakTHH C€ [OBHIDaBa dpe3 ONOKHpaHe HA MPOJAKTHH
naxuOnpamus  ¢gakrop (PIF), xoliTo moTHcKa OCBODOXKHABAHETO HAa IIPONAKTHH OT
xunopuzaTa. B cpagHeHWe ¢ npyru ThokcanTenu chlorprothixene mma nobpe H3paseH
cefaTHBEH edeKT, 3aI0TO HOTHCKa CTHMYNIHPAHETO Ha PETRKYJIapHaTa CHCTEMa Ha MO3bKa
¥ HelicTBa aHTHEMETHYHO, Upe3 HOTHCKAaHe Ha XEMOPENENTOPHTE B rPEOHAYHHES MO3BK.

5.2. ®apMakoKHHETHIHH CBOHCTBa

Chlorprothixene ce pezopOupa GBp30 OT CTOMAINHO-YPEBHAS TPAKT, KaTO e(EeKThT My Ce
nposesasa 1o 30 min. IlpemunaBa nipe3 XpbLBHO-MO3BUHAaTa OapHepa, 00JIaCTTa Ha HETOBOTO
paznpenAeneHue B OpraEnMa e spavutenna. Han 99 % ce cBpp3Ba ¢ INIa3sMEHHUTE HPOTEHHH.
Merabonmr3upa ce HHTEH3UBHO B YepHHES Npob H ce 0TIeNs Jpe3 ypuHaTa 1 QeKamuuTe 0K
dropMaTa Ha MeTabONMHTH. BHONOrHYHEAT MY NOIYXHUBOT € 8 no 12 vaca. JlekapcrBennar
TIPOAYKT HIPOHWKBA Iipe3 NianeHTapHaTa OapHepa H ce OTKpHBA B MalKH KONHYECTB2 B
KBpMara.

5.3. IlpeakAnEHIHH TAHEH 320e30II2CHOCT

Ocrtpa Toxcranoct (LDsp): 380 mg/kg npu opanao BeBEXIAHE Ha ITHXOBE.
Bezonacnocria Ha IPOAYKTA € HOTBEPACHA OT NPOABIKHTENHOTO KIHHHYIHO [PHIOXKEHHE.

6. DapManeETHYHA FaHEH

6.1. CnnacHK HA HOMOIHETE BeINecTBa H TEXHHTE KOJHIECTRA

Chlorprthixen 15 Zentiva: naxro3a MOHOXHpAT, HapeBHIHO HHOIECTE, 3aXapo3a, TAK,
KaJINHeEB CTeapat, Makporoi 6000, maxporon 300, xanponosa 2910/5, orseruren E 110.
Chlorprthixen 50 Zentiva: nakTo3a MOHOXHHpPAT, IApEBHYHO HUILIECTE, 34Xapo3a, Tafk,
KannueB creapar, Makporon 6000, makporom 300, xumponosa 2910/5, onperuten
OPASPRAY M-1-6181.

6.2. PH3NKO-XHMHYHI HeCLBMECTHMOCTH

Hsmva paxmm

6.3. Cpox ga romHoOCT

3 rogHEY"

6.4 CoenEalian YCJIOBHS HA CHXPAaeHHE

JTa ce cexpanssa mox 25°C. Jia ce nasu ot Baara.

6.5. Ianay 32 0H2KOBKATA
Brictep (PVC, anyMuBEHEBO (0J10), 3aeIHO ¢ YKa3aH#e 3a yrnoTpeda, B KapTOHeHa KyTHA.

CoabpiKaHHe Ha €lHA ONlaKOBKa!
Chlorprthixen 15 Zentiva: 30 ¢riMupany 1abneTKu
Chlorprthixen 50 Zentiva: 30 punvupany TabneTKH -



6.6. IpenopbKH P yROTPEe62

3a riepopallHO NPUIOKEHHE.

7. Hnve 1 agpec Ha DPHETEKATENS HA pa3pelleHHero 3a ymorpeda

Zentiva a.s.

U kabelovny 130

Dolni Mecholupy
10237 Prague 10

Czech Republic

8. PerucrpanioHeH HOMeED B perucrbpa no wi. 28 or 3JIAXM

Chlorprthixen 15 Zentiva: 20010962
Chlorprthixen 50 Zentiva: 20010963

9, Jlata ©a nIHPBO_ pa3pemaBaHe  3a yooTpeba Ha JERADCTBEHHS NPOAVKT
(oxHoOBgBaHE HA Pa3spemIeHHET0)

Chlorprthixen 15 Zentiva: 25.09, 2001 r.
Chlorprthixen 50 Zentiva: 25.09. 2001 r.

JaTa Ha TTocnenHa peqaknys Ha Tekcra: 050110
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