KPATKA XAPAKTEPUCTHUKA BA ITPOAYKTA

HEHIKCTEPCTRO HA ZDPANEONASSARETD
CHLORPROTHIXEN 15 ZENTIVA ng eI L (805 06
CHLORPROTHIXEN 50 ZENTIVA aspemeine sa ynoTpesal Y ({13 @
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1. TEDroBeko HMe Ha JIeKADCTBEENS HPOAVKT & RIN. A

CHLORPROTHIXEN 15 ZENTIVA
CHLORPROTHIXEN 50 ZENTIVA

2. KommgecTBEH H Ka9€CTBEH B CHCTAB

Jlexaperseno pemecrpo: Chlorprothixene hydrochloride crotrBeTHO 15 mg wmu 50 mg s 1
duEMMupana TabneTKa

3. Jexapcreena dopMa

@unMEpany TabIeTKH

4. KJIMHUYHW JAHHHA

4.1. Hoxasanug

usobhpenns ¥ Marred enx30]t Ha GHnoNapHo aeXKTHBHO pa3CIPOHCTBO.

TloBemeHYeCKH pa3CTPOMCTBA, CBEp3aHKM C arPeCHBHOCT M BB30yda, MOTHCHATOCT H
HaNpersarocT, Oe3MOKOHCTBO NPH HANMEHTH ¢ OPTaHHYHH MOZEIHH JIC3HH.

BescsHHe HENOBIHABANIO c€ OT OOMKHOBEHO JiedeHHMe H OCODEHO B CHy4aHTe Ha PaHHO
cLOyxIaHe ¥ HEBHF3MOMKHOCT OTHOBO JIa CE 3aCITH.

B Ierckara NCHXHATpHS DOpH Jelia C IOBEJEHUECKH pascTpoiicTsa (BpeuMHO ©
TICHXOMOTOPHO 0e3rOKoHCTRBO) pe3ACTEHTHH Ha IPYTo JICUCHHE.

B reprmarpuara npu 0e300K0MCTBO, arpeCHBHOCT, pa3pasHHTEHHOCT, CTPaX, HapyIleHH B
IIOBENEHUETO U CHHA.

4.2, HozupoBsKa H HAYNH HA NDHAOKEHAS

Brnipacter
Jleuenneto TpaOBa N4 3amOYHE KATO ce H3IMOJ3Ba HUCKA J1032, KOSTO IOCTCHEHHO Ja Ce

yBellyaBa O H3Ue3Bale Ha CEMIITOMYTE Ha 3a00lsBaneTo. AKO € HeOGXOAHMO JIEUCHHETO
Jia Ce IpeKpard, Hozaza TpsibBa Jia c¢ HaMalid IOCTENEHHO, TBhH Kare BHE3ANHOTO
NpeKhcBaHe HA NEYSHHETO MOXKE Ja IIPENH3BHKA rafieHe, H3LOTABaHe, IIaBoOORHe,
Ge3chHre H OS3MOKOMCTRO NOPH CIIE HAKOAKO CEAMHULH.

Husogpenun u dpyeu ncuxosu. Manus. Havannata posa ¢ 50-100 mg/nsesHo karo
IIOCTEMEHHO ¢¢ MOBHINaRa HO AOCTHraHe Ha onTuMaieH edexT. ODHKHOBEHO ONTHMAanHATa
mozupoeka e 300 mg/nHeBHO, HO B HAKOH CIyYad MOXE ,ua ca H,eQGxQ,zmMH mo 1200

mg/aHEeBHO.
Tomasprxaiiara xo3a obuxroseHo € 100-200 mg/aneBHO.
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IIpu 6ezcvrue —15-30 mg 1 wac npenu narane.
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TlaimenTy B HallpeHAaNa Bb3DACT
VianueuayansaTa HO3UPOBKA IpH Te3H Dall¥eHTH € B uaTepsana 15-90 mg/AuesHo.
Hena

IIpn nena nosupoekara € 0,5-2 mg/kg TenecHo Tero.

HauwH Ha npuinoxeHne
@unmupanuTe Ta0NeTKU TpsOBa Ja ce FeNTAT HenH 083 ja ce COBBKBAT, IO BPEMC Ha

XpaHcHE ¢ Jalaa BoJa HTH MIFKO, 3a Aa ¢S H30eTHE Jpa3HeHe Ha cToMaxa.

4.3. HpoTHRONOKA3aHHS

VYcranoseHa CBPBXYYBCIBHTENHOCT KBM XJIODIIPOTHKCEH MM ADYTH THOKCEHTEHH, HIIH
KBM HAKOE OT IMOMOINHUTE BEMIECTB4, NOTHCKAHE HA XeMOIoe3aTa, JUCKpPa3sHa Ha KPBBTa,
notackage Ha IJHC (BxmoumTenHo Ipu OTpaBSHE C AIKOXONHHM MM JIEKapCTBEHH
IPOAYKTH), KOMaTO3HM CECTOSHES, UPKYNIAaTOPEH KOMAIC.

BesonacHocTTa Ha JledeHHeTo ¢ chlorprothixene mpw Aena mox 6 TOUIIHA BB3PacT HE €
NOTBEpACHA.

4.4. CoenuajH IpeAvVADEeRTCHHT H CHENNAJHH NDEAAIHH MEDKH IIDH VHOTReda

Chlorprothixene TpaGpa IJa ce npunara ¢ IOBHOICHC BHMMAaHHE IIPH ANKOXONH3BM H
snoymoTpeba ¢ JIEKApCIBEHH IIPOAYKTH, Mmamy moTuckawy egdext mepxy IHHC
(moTHcKamuaT edexkT MOXe Ja ce YCHIM), IPH YMCTBEHO H30CTasaHe, ENHJICTICHI H
ocobeHO HpH HenekyRanuTe ciydau (chlorprothixene HaManssa mpara 3a pasBHTHETO Ha
TBEPUOBE),  CKJIOHHOCT KEM  KOWNAICH, [AapKHHCOHH3BM  (HOTEHIHpane  Ha
eKCTpandpaMiAHITe eheKTH), GeOXPOMOLHTOMA, NPH HalHeHTH H3J0KeHM HA eKCTPEMHH
TEeMIEpaTypH, TEXKH HapylIeHHS Ha depHOApoOHaTa, CHPSYHO-CHI0BATA H AUXaTelHaTa
oyuaxup  (wamp. octpa Gemoppo®ma undexups, OpomxmamHa acrMa, Oenompobex
eMQH3eM), HapeaHana Bb3pacT, raykoMa ChbC 3aTBOPEH BIbJI, TeXKa MHACTCHH, 3aXapeH
nmaber, xmneprpodus Ha mpociaTara (NOBHIIEH DHCK OT 3aibpXaHe Ha YpPHHA),
€NeKTPONIOKOBa Tepalus.

Tipu felia HMa IO-YONSM PHCK OT XENATOTOKCHYHOCT C DPH3HANN Ha CHEApoMa Ha Reye.
CBppXIyBCTBHTEIHOCT KBM  (PCHOTHasHHHTE MOXE Ja O3HayaBa CBIIO0 H
CBPBXYYBCTBHTENHOCT KEM THOKCAHTECHHTE.

Chlorprothixene Moxe a KOBeIe FO NHKIHBH TOJOKATENHY Tab0paTopEy pe3ysITartd Ha
AMYHOJIOTHYHHES TECT 32 OpEeMEHHOCT B YpHHATA K 32 HANAYHETO Ha OumMpyOHH B ypUHaTa
| MOXKE ia npenn3BuKa npomeny B Q-T uxreprana va EKT .

4.5, JleRapcTBeHA ¥ ADVIH B3aHMOIeiCTBHE

INotuckamusar edekr Bbpxy IJHC Moxe Aa ce yCHIM IPH €QHOBPEMEHHO IpUIIAraHe ¢

ANKOXOJI, CHHOTBODHH, aHTHICTIPECANTH, AHTHENICITHYHI CpeNCTRa,
OONKOYCIIOKOSBAIH, MHOPENaKCAaHTH, HEBPOICNITHIH, AHTHXHCTAMHHM OT II0-CT4pH
TeHEpalua ¥ BPYTH.

Cnabara aHTHXOJNHEHEprAuHa axTEBHOCT Ha chlorprothixene Moxe ga OBJle 1MO-H3paseHa
IpH  EOHOBPEMEHHO  IpHjarase Ha  AHTHXONMHEPTHYHH,  AHTHMYCKAPHUHOBH,
AHTHEXWCTAMHAHOBH H aHTHHAPKUHCOHOBH CPE/CTBA. Jpe—

Chlorprothixene Moke fAa Onokupa C-agpeHeprudHata g,wr@@:; ¥, emanedpuna
(ampeHanuH), KOSTO MOXE A FOBEHE N0 XHIOTOHHA X Tg{gﬁbﬂﬁi:ﬁpﬁg'Z§g}£0BpeMeHHO

IIpUNaraHe. /i
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Chlorprothixene MoXke Ha HaMalld aHTHIIZPKHHCOHOBOTO HASHCTBME HA JIEBOAONA, THi KaTo
TDOTHCKA JOHAMHHOBITE PENENTOPY B MORBKA.

Chlorprothixene mamansgea TBpYOBHS Hpar H 3aToBa O0OMKHOBEHO ¢ HEeoOXoAHMMO HFa ce
IIpHCIEOcO0H 03aTa Ha aHTHCHICHTHYHATE CPEACTRA.

PBCKST OT mosBaTa Ha ©KCTpPAUHpPaMMIOHM CHMITOMM HapacTBa IPH €IHOBPEMEHHOTO
TIPANArafe Ha (GeHOTHAZHHME, MECTOKIIOIPAMHLI, XaIONEPUIOI, PE3EPIHH.

Chlorprothixene Mo)xe xa NOBMIIM cepyMHATa KOHIIGHTDAaOMg HAa TDOJAKTHH — NpH

E€IHOBPEMEHHO NPHIIOMECHHE ¢ OPOMOKDHIITHH MOXe fa € HeoOXoIMo npucnocobIBane Ha

JO3HPOBKATA,
THOKcaHTEHHTE MOXE Ja MacKHpaT OTOTOKCHYHHTC ehekTy Ha APVIMTE JIEKapCTBEHH

NPOAYKTH (KankH 3a OYH ¥ APYTH T0H00HH).

4.6. BpeMennoeT B KbpMEeHe

IIpu npoy4BaHuA BEPXY OIHMTHM JXHBOTHH AaHHM 32 eMOPHOTOKCHYHOCT ¥ TEPATOTEHHOCT
HE ca YCTAHOBEHH, a CaMO HaMaJgBaHe Ha tdeprrnuTeTa. bezonacHoCTTa Ha IPHIIOKEHHETO
Ha IpoxyKra npd OpeMeHHH KeHH He € NOTBEpAieHa. ET0 3aI0 TO3H IPOJYKT MOXKE Ja Ce
mpunara Ho BpeMe Ha OpeMEHHOCT CaMoO Clefi Kato ce IpelleHH ChOTHOINCHYUETO 110134 OT
TIEYEHWETO Ha MalikaTa ¥ BE3MOXKEH PHCK 34 II04A.

Camo HesnaumTenHo KoimdecTBo chlorprothixene mpemuHaBa B KbpMarta; BB3MOXHOTO
BB3AeHCTBIEe BEPXY KbPMa4ero He € M3eecTHO. Ero 3amo, mMmaliku npensup ¢akrta, ge
XMMHYECKH TONOOHH ChelWHEHMS WMar HeOIarompHATHO BB3NEHCTBHE BHPXY
KbpMadeTara, KbPMEHETO HE ¢€ HpEIophYBa.

4.7, Edextn BHDXY CHOCO0HOCTTA 33 miodHpaHe H2 MOTOPHH NDEBO3ZHH CPEACTBA H
padoTa ¢ ManTHHH

T Karo JeKapCTBEHHAT HpPOAYKT NPESOM3BHKBA CHHIHBOCT, TOH MOXE Ja IIOBIHSAC
HeOnaronpuarTHo AeffHOCTHTE, W3UCKBAN IIOBHIIEHO BHUMAHHE, KOODHHHAIIWS HA
IBYKCHAATA B OBP30 B3eMaHe Ha peleHus (Hamp. IMo(upaHe Ha MOTODHHM [IPEBO3HH
cpezcra, paboTa ¢ ManEHA, paboTa Ha BECOKA MECTa H Hp.), FMABHO IpH 3al04BaHe Ha
FeYeHHETO.

4.8. Hesxenauy JIeKapCTBEHH peakHa

PHCKET OT pasBUTHETO Ha HEXXENaHH JIEKAPCTBEHH PEaKijyl HapacTBa C IIPOABIDKHTENHOTO
TpHIIOMEHE Ha H0-BHECOKH H03H chlorprothixene B npy jfelia H HaUHEHTH B HallpeIHana
BB3pAacT.

Hafi-yecTH ca yMopa, OpPTOCTATHYHa XMIIOTEH3Ms, CHHIAMBOCT [0 KOM2 € YecTO CpeIiaHa
OpH 320YBade Ha JEYSHHETO ¢ IIO-BHCOKH [O3M, Kar0 Te3H peaknud OOHKHOBEHO
OTOIYMSBAT CIEOHTAHHO.

TTorsxora ca HabMIONARAHYE AHTHXONMHHeprHYHy edekTH (CyXOTa B ycTara, HaGnOBane Ha
HOCHATA JIHTABHTA, HapylicHHe Ha 3DUTE/HATA aKOMOFanus, obcTumamus); Tmasobomnue,
rajieHe, OpTOCTATHYHA XUIOTOHHUS, TaXuKkapaad (ocobeHo B CIyYaH Ha PA3KO MOBHNIABAHE
Ha [03aTa), 3aMagHoCT. PSAKO ce HaOmoAaBaT XONecTaTMYHa JKBITSHHI2 HA OCHOBATA HA
BMYHOUATONIOTHYHA peakilus; HapylDIeHHS Ha XeMmoIoesara (MHOTO PANKO IIEBKOICHMST,
XEMONWTHYHA AaHeMus, TPOMOONHTONGHWYHaZ MypiIypa, NAHIUTONCHUS, €O3MHOQIINS,
arpaHyionuTosa). MHOTO psaAko ce HabJHoNaBaT ChPASUCH apeCT BpamiKapIns.

2 e e N,
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FOHOHUIK B HAYAJIOTO Ha JICHCHHETO W H39e3BaT 1-2 IHH CIIel COUPAHESTO MY), AKaTH3UA HIH
eKCTpalypaMuFEHA CHMITOME. PSHKO ce pa3BHBa HEBpPONENTHYEH MAJNHMIHEH CHHIPOM
(XunepnMpekcus, PHTHINHOCT, aKHHE3Hd, KOMa), IpH Kolito Tpsbea HezabaBHO Ha ce
npexkpatu npueMa Ha chlorprothixene ¥ ma ce 3amouHe CHMIOTOMATHYHO JIEYeHHEG B
HAHTCH3UBHO OThcncHue. B chyyait Ha npoasKHTENHO Ipyarade, 0cOOEHO IIpH HalH#eHTH
B HaIpeAHaNa BB3pacT MOXE [a ¢¢ pasBue T.Hap. TAPAUBHA AUCKHHE3Ud KaTo CHMIITOM Ha
CBPBXYYBCTBMTETIHOCT Ha JONAMUHEPIHYHATA CHCTEMa (HEBONEBH XOPEOATETO3HH
nemwxenns). Ilo-HaTaTeEMHOTO HpHjarane Ha HEBPONCHTHYHU JEKAPCTBEHH NIPOJYKTH
MACKHpa TEXHNTE NPU3HANM M 3aTOBA CHCTOSHHETO Ha IAIMCHTHTE TpAOBa Ha ce Clelu
BHHEMATEITHO.

PHCKET OT Mpefn3BHKBAHE Ha eNMICHTH(HOPMENH NPHTIATEIE CHIIO € CBIIECTBEH.

Psgnxo Morar Za ce pasBHAT YPHKO3YpHS, AepMathT (DAAKO exc(oNHATHBEH), MOBUINCHA
doTogyecTBHATENHOCT, lupus erythematodes ronoGer cHHIOpOM, CHpOEX, EPUTEM, €K3EMA,
aciMa, eAeM Ha JIapHHKCA M APYIH CHMIITOMH Ha CBPBXUYBCTBHUTEIFHOCT.

ITpoMeEn B €HIOKPHHHHTE W MeraboIUTHH (QYHKIHE (HapymieHHs Ha MEHCTPYALHATa,
THHEKOMAacTHs, TaJaKkTopes Karo pe3ynrar oOT IOBHIICHOTO HHBO Ha MpONAKTHHA,
XUNEePrIFKeMHs; HallbIHABaHe); HapyIIeHa TeHecHa TepMOperyIanms.

Muoro psiko, npd ZBITOTONMINHO JICYEHHE C BHCOKHM JIO3H, NWIMCHTHA DPETHHONATHS,
JICHTHKYJIapEX ¥ KOPHECATHH OTHATaHHsI.

Tebpne psoxo ce HaOmMIoHaBa ycmiBaHE Ha Oe3mMoKoicTBOTO, OcOoOEHO NpH MaHUHHH K
mr3o(hpeHHH TanueHTH (B Te3H CHyYaH C¢ NpEenophuBa 3aMAHa ¢ HEBPOJCUTHIH C OCTPO
JIeHCTBYE, HatP. XAJNOIIEPAAOI).

4.9. ITpenosspane

Hoza B unreppana 2,5 1 4 g v mopede Moxe Ha ObJe JieTaHa 3a BB3PAcTHH, 4 NIPH AeIa —
4 mg/kg TenecHo Terno. Habmopasar ce CHLHAMBOCT, amaTHs U JOPH KOMa, HOTHCKAHE Ha
OHUOIANETO, XUTIOTOHMA (KOSTO MOXKES Ha C€ IIOABH CHeJ HAKONKO Jaca H Jja NPOALIDKE 2-3
ITHH), TAXHKAPIHA, TPECKA, PATHAHOCT MMM HEKOHTPOIHPYEMH ABHIKEHUS, ME03a. ["5puoBH
TPACTHIIH, XHIEPaKTUBHOCT H XEMaTypLst MOXe Ja ce HOABAT IIpyU CHHAPOM Ha OTHEMaHE.
JlegerreT0 Ha HHTOKCHKAIHATA € CEMIITOMATHUHO H DOXNbpxanto. CToManHa IpoMHBKa
(HE © moOAXOIANO Ja ce HMpeAu3BhKa MOBPBINaHe, ThH Kayo JUCTOHHYHATA peaKknud Ha
IJIABaTa W Bpara MoXe Ja JOoBefie A0 aciHpHpaHe Ha NOBBPHATOTO!), aKTHBEH BBITEH,
(H3HONOrHYEH Pa3zTBOp, TAKCATHEH, OIUIbPKaHe Ha AUIMAHETO ¥ peryHalys Ha TelecHaTa
TeMOeparypa. B ciydai Ha NDOHIDKCHO KDBBHO HalsraHe TpsOsa pma ce mpumuarar
HapeHTepany0 HOpaNpeHANHH WM MEeTapaMuHON. AfpeHannH He TpaOBa Ja Ce H3I0N3Ba
TOpajl PUCKa OT IIapafioKCaNHa XUIFOTOHHUS.

5. PapMaK0JOrAIHE JaHHH

5.1. PapMmakoIHHAMHYHY CBOHCTEA

®apmMaxoTepaireBTHYHA I'PVIia
HepponenTHyHO CPEACTBO ChC CEAATABHO ACHCTBHE

ATC xon
NO5AF03

Mexann3bM Ha NefiCTBHE
Chlorprothixene € THOKCAaHTEHOBO IIPOU3ROAHO, OIH3KO IO CTPYKTypa M0 (HeHOTHAZHHUTE.

HerosuTe aHTHICHXOTHIHH e(beKTH ce OBDKaT HA [DOTHCKAHE HA NOCTCHHANTHYHHTIC



IONaMUHEeprUYHK PEeHenTopH B MO3bBKa, CNEH TOBAa Ha Q-aipeHeprudyHara OIoKama u Ha
IOTHCKAaHE OCBOOOIKIABAHETO HA TIOBEYETO XHMIIOTATAMHIYHE H XHHO(QU3IHM XOPMOHH.
Konnenrpaiugara Ha IPONAKTHH Ce IOBHITaBa gpe3 OJIOKHpaHe Ha IIPOMAKTHH
uaxuOupanms ¢axrop (PIF), xoiito morHcka o0cBOOOXKAABAHETO HA NPONAKTHH OT
xunodmzara. B cpaerenne c¢ upyrz trokcaprenn chlorprothixene mmva nobpe H3paseH
CelaTHBREH e(eKT, 3aIli0TO HOTHCKA CTAMYJIMPAHETO HA PETHKYNIapHaTa CHCTEMa Ha MO3bKa
¥ AcHcTBa aHTHEMETHYHO, Ype3 IOTHCKaHe Ha XeMOpPEeIeITOPUTE B PhOHAYHHA MO3EK.

5.2. @apMaKoKHHETHYHH CBOICTBA

Chlorprothixene ce pezopbupa 65p30 0T CTOMAIIHO-YPEBHHS TPaKT, XaTo ePEKTHT My ce
nposessa 1o 30 min. IlpemuBaRa npez KpEBHO-MO3b4HaTa Oaprepa, 0bnacTTa Ha HETOBOTO
paslpeieficHAe B Oprann3Ma e sHaumTensa. Han 99 % ce cBp3Ba ¢ mla3sMeHuTe IIPOTEHHH.
Mertabonr3apa ce HHTEH3HBHO B YepHus Apod U ce OTAeN upe3 YpHHATa H QEKANHUTE IO
dopmara Ha MeTabonutH. BronoruaHAST My moayxueoT € 8 mo 12 yaca. JlexapcTenusar
TPOAYKT NPOHHKBA IIpe3 IUIAlICHTAapHAaTa OapHepa B ce OTKDHBA B MAJK# KONMYCCTBA B
KbpMATa.

5.3. llpenkImHENYHA AAHHY 320€3011aCHOCT

Octpa ToxcugrocT (LDsp): 380 mg/kg mpr opanHo BEBEXIaHEe Ha INIBXOBE.
beszonacrocTTa HAa IPOAYKTA € OTBBPASHA OT HPOZLIDKATENH0TO KITHHHYHO HPHIOKCHHS.

6. PapManepTHUNY JaHHA

6.1. ConchbK Ha IOMOIMHATE BEMECTBA H TEXHHTE KOJHYCCTBA

Chlorprthixen 15 Zentiva: nakTo3a MOHOXHAPAT, [apeBAIHO HAUMIECTE, 3aXapo3a, TAK,
KaJIIEeB cTeapar, Makporox 6000, makporon 300, xunposnosa 2910/5, ouseraren E 110.
Chlorprthixen 50 Zentiva: naxTo3a MOHOXHIPAT, NApeBHYHO HHINECTE, 3aXapo3a, TalK,
KaJIHEB creapar, Makporoi 6000, makporon 300, xumpomosa 2910/5, ousermren
OPASPRAY M-1-6181.

_6._2. PHINKO-XHUMHTHHE HECEBMECTHMOCTH

Hava nannu

6.3. Cpok Ha roEHOCT

3 rogHEEH

6.4 Ciennaannn VCIOBHS HA ChbXPaHeHHe

Ha ce cpxpansasa nox 25°C. [la ce masu oT Biara.

6.5. lanay 33 oNaK0BKATA

Bmacrep (PVC, anymunuero dorwo), 3aeiHO ¢ yKazanue 3a ynorpeda, B KApTOHeHa KyTHS.

.

CohIbpKapHe Ha eHa OUAKOBKA:
Chlorprthixen 15 Zentiva: 30 duinvupanu TabneTkn _ ’
Chlorprthixen 50 Zentiva: 30 uiMupans TableTKH e o ;



6.6. Hpenopsku opH voorpeba
3a mepopalHo IPHIOKEHHE.

7. Ave n aapec Ha APHTEXAATES HA DAIPENIeHHETO 33 yno*rgeﬁa

Zentiva a.s.

U kabelovny 130

Dolni Mecholupy
10237 Prague 10

Czech Republic

8. Pericrpanmoner HoMep B peruerbpa o 9. 28 ot 3JIAXM

Chlorprthixen 15 Zentiva: 20010962
Chlorprthixen 50 Zentiva: 20010963

0. HMara ma2 pePpBO patpellagaHe 33 voorpeda HAa  JERAPCTBEHHS NPOAVKT
(moaAHOESBAHE HA PA3PEIICHUETO)

Chlorprthixen 15 Zentiva: 25.09. 2001 .
Chlorprthixen 50 Zentiva: 25.09.2001r.

JlaTa Ha nocneaHa penaxiys Ha Texcera: 050110




