JHCTOBKA: HTHOOPMAIIMS 3A INOTPEBUTEJIA

TpoyeTeTe BHHMATENHO LSJIATA JIACTOBKA MPEAH /14 3anoYHeTE A2 NpHeMAaTe TOBA JeKapCTBO.

- Janasere Ta3M JMCTOBKA. Moxe [1a MMaTe Hy)K/a fia A IPOeTeTe OTHOBO.

- AKO MMaTe HIKAKBH JOTL/THUTENHH BBIPOCH, NonuTaiTe Baluusa Jekap A thapmariesT.

- ToBa NIEKapcTRO € Mpeanucano Tuuto Ha Bac. He ro npeoTCTHIBalTE HA APYTH Xopa. To Moxe
J& UM HABPE/IH, HE3aBHCUMO OT TOBA, Y& TEXHHTE CUMIITOMH ¢3 chlIMTE KaxTo Bammre.

B Ta3u JIACTOBKA:
Kakso npencrasnisa Zeldox kancynH u 3a kaxso c¢ HIBRTRIMTENHA TP

Ar
IIpenu aa npuemete Zeldox kancynu EHLVIA 110 NEKAPCTBATA
Kax na npuemare Zeldox kancynu
BB3MOXHH HEXENaHH PeaKLtM
Copxpanenne Ha Zeldox kancynu
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Zeldox (3enaokc)

20 mg, 40 mg, 60 mg u 80 mg Kancyn, TEEpIH

sunpasunon (ziprasidone) kaTo 3UNPa3HOH XHAPOXTIOPHA MoHoxuapar (ziprasidone hydrochloride
monohydrate)

- AKTHMBHATa ChCTABKA € 3MNpasHaoH. Besxa Tebpaa Kancyna ChabpkKa 20 mg, 40 mg, 60 mg win
80 mg 3UNpasHIoH oA GopMara Ha IUMPasHIOH XUIPOXIOPH] MOHOXMApAT.

- Jlpyrute ¢HCTaBKH Ca JIaKTO3a MOHOXHApAT, NpeskeIaTHHA3HPAHO LAPEBHYHO HULLECTE,
MarHesues creapart, THTaHoB nuokcuz (E171), satpres naypui cysipar (HaTpues
poxenncyndar), MeIaK, eTHIOB aTKOXOT, Ge3Bo/IeH, H30MPOIMIIOR ATKOXO, n-GyTHIIOB
ATTKOXOJ1, TIPOTIHIIEH TIIMKOI, MPeYHCTeHa BOJa, aMOHKEB XHIPOKCHA, KalIueB XMAPOKCHA H
sxenesen ok, yepen (E172). Kancynure ot 20 me, 40 mg 1 80 mg CHABLPXKAT M HHIMIOTHH
(E132).

IIpuTexaren Ha pA3pelICeHUETO 32 ynoropeba
PFIZER EUROPE MA EEIG

Ramsgate Road, Sandwich,

Kent, England CT13 9NJ

MporszsoauTEN
Heinrich Mack Nachf GmbH & Co
Heinrich-Mack-Str. 35, D-89257 Illertissen, Germany

1. KAKBO IIPEACTABJISIBA ZELDOX KAIICYJIH U 3A KAKBO CE M3IIQJI3BA

Zeldox 20 mg kKancy/H ca KamncyJjH B CHHBO H Gano ¢ nagnuc “Pfizer” u “ZDX20”; Zeldox 40 mg
Kancy:v ca CHHU Kancymmu ¢ Haamuc “Pfizer” u «7DX40”; Zeldox 60 mg kancyu ca Gemnu Kancyn ¢
Hapuuc “Pfizer” u “ZDX60”; Zeldox 80 mg Kancyu ca KarcyJi B CHHEO H Hano ¢ Hagnue “Pfizer” u
“ZDX80”.

Zeldox karcyIH ce npeasarar B amyMUHHEBH PVC/PA 6iHcTepH ¢ alyMHUHUEBO GOJIHO NOCTABEHH B
KAPTOHEHH KyTHH, ChIbpxaiy 14, 30 unu 56 KancyJIH.
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Zeldox Kancy/1H NPUHAINEKH KbM rpyria TeKapcTsa, Haped @afitumicHxoTHI (BERPONETITHIL).




Zeldox Karncy/¥ ce H3MOM3Ba 3a JICUCHHE HA CHMITTOMMTE Ha mn3odpeHns W 1a BU IOMOTHE Ja
3aMa3ziTe KOHTPOJIA BBPXY CHMIITOMUTE.

Zeldox Kancynu ce H3M0/1362 ChILO 3a Ae4oHHE Ha CHMITOMHTE Ha MaHHHHM HITH CMECEHH SIU30/IH
1pu 6UNoNapHo (MaHHIHO-RETIPECHBHO) pascTPOHCTRO.

Ako nposABSBATE OTrOBOp KhM Zeldox kancyn, BamuTte CUMITOMH e ce noacdpat. Ako
nporeIDKKTe Aa npuemare Zeldox kancyms, WMa no-Majika BEpOATHOCT cumniromuTe By nia ce
niposABAT 0THOBO. Jlopy fa ce NovyBCTBaTe no-n06pe, mpoasiikete Aa npremate Zeldox xancynm
nokato Bammna nekap Bu xaxe aa cnpete.

3.  TIPEJIY A IPMEMETE ZELDOX KANCY.JIH

He npuemaiite Zeldox kancyau

- aKO ¢Te CBBPLXUYBCTBHTETHH (aepriitH) KbM 3UTPasUION WM KbM HAKOA OT OCTaHaIIUTE
cheTaBiy Ha Zeldox Kancynd. AnepruyHa peaxius MOXe 1a ce NposBH oA dopmara Ha o6puB,
chpBex, MoyBaHe HA JIHIETO, NO/YBaHE HA YCTHHTE HIIK HCJOCTHE Ha BB3AYX. AKO TOB2
HAKOTA Ce € Cayusano, crobuere Ha Banus sekap.

- AKO HSIKOra CTe MMaTH npobnemu che cpieto. Tpsabsa fa choblmMTe Ha Baiuus nexap ako cTe
HMaTH HAKAKBH MPoBJIEMH ChC CHPLIETO.

O6bpHeTe CIeHATHO BHHMAHHE NPH JIEYEHHETO CBC Zeldox kancyiu

- aKo MpHeMaTe APYTH JIeKapeTBa, MPeAINHCaHM OT JIeKap WITH 3aKyIICHN OT Bac, B 4acTHOCT
7TeKapCTBa, 33 KOUTO € H3BECTHO, Ye OBIMABAT CHPACHHHA PUTHM HITH JeKapcTBa 3a JIEUCHHE Ha
TPEBOXKHACT, AETIPECU, OOCECHBHO-KOMITYICHBHO pa3TPOCTBO, TAHUYECKO PA3TPOHCTBO,
emwicTichs win Gonect Ha [lapKHHCOH.

- ako cTe moy 18 unu Hax 65 roauiHa Bb3pacT.

- aKo HWMate uepHoapobHH mpobieMH.

- aKo CTe UMali MpUnagbK/yaap.

- ako ca By Ka3Bajik, e MMaTe HUCKA HHBa HA KaIWA HIY MarHe3Hii B KpbBTA.

- aKo cTe MOMYYaBaTH 3aMaiBaHe, ChpLEOHEHe Wik NPUNALBK, CBBPXETE Ce C Bamus nexap.

- aKo ¥MaTe JeMEHLIHA.

- ako ca Bu kazpanu, ye npu Bac uMa pHCK OT HHCYIT.

Ipurem na Zeldox kancy.H ¢ Xpanu H HATIHTKA
Zeldox xancynu Tpadpa i3 ce IpHEMa ¢ XPaHa.

[MpenopbyBa ce 1a He NHETE ATKOXOJ1, JOKATO NPHEMATE Zeldox xancynu.

BbpeMeHHOCT

Zeldox karncynd He TpsA6Ba 1a ce MpHeMa I10 BpeME Ha GpeMEHHOCT, OCBeH ako Baillna neKap He Bue
Ka3aJ1 APYTo, Thil KATO MMA PUCK OT 3acCATaHE HA IToA. JKenu ¢ nerepoaeH noreHnnan Tpadsa na
uano3BaT edekTHBHA KoHTpalenuus. HesabaBHo ce CBBpKETE C Bawmus nexap ako cTe 6peMeHHa WK
TaHMpare ja sabpemeHeeTe I0KATO NpUEMaTe Zeldox kancymn. [NocyseTnaiite c¢ ¢ Bamua nexap
Wi (apMaueBT npelH ynorpedara Ha KOETO M /12 € JIeKApCTBO.

Krnpmene
He ce mpenopb4Ba fa kbpMuTe Bawero 6eGe fokaTo npueMare Zeldox xancynH, Thi KaTo He €
n3pecTHO Aamd Zeldox KancylM ce OTAENA B KhpMaTa. [MTocwBeTBaliTe ce ¢ Bammng nekap HIH

dapmaneBT npeH ynotTpebaTa Ha KORTO M /12 € JIeKApCTBo. o

Hlodnpane H paboTa ¢ MAIIHHH



Zeldox KarcysIi Moxe Ja NpefH3BhKa CHHINBOCT. He tpa6Ba ja modupare, Aa padoTHTe ¢ MALIHK
WM [a H3ITBHARATE APYTH NOTEHIHAIHO OTlacHH neitHoCTH, ako He Bi € M3BECTHO Jlalu TOBA
MeKapeTRO NOBJHABa criocoGHOCTTa BH i M3NBIHABATE TE3H JeHHOCTH. -

Baskna HAGOpMALNA OTHOCHO HAKOH OT CHCTABKHTE HA Zeldox kancynan
Axo Bamwus nexap By e ka3a, 9e UMare HEMIOHOCHMOCT KbM HAKON 3axapy (KaTo JaKTO3a), CBLPIKETE
ce ¢ Baumist Jiexap Dpeny Ia peMeTe TO3H JIEKapCTBeH MPOXYKT.

IpneM HA APYTH JeKAPETBA

TpsaGea aa ropopuTe cb¢ Bauid ekap IpeAr a NPUEMETe KaKBOTO H JIa € NieKapcTho cbe Zeldox
xancymi. Mosts uaGopMypalite Bamus jexap WiH hapManeBT aKko NpHeMaTe WM HACKopo &
npueMaly APy JeKapceTaa, BICTIOUHTENHO ¥ TAKUBA, OTITyckatu Oe3 pelienta. I3 9acTHOCT JleKapeTsa,
32 KOMTO & H3BECTHO, Ye OBMHABAT CHPACIHMS PUTBM MM JISKAPCTBA 32 ICUCHHE Ha TPEBOKHOCT,
Aenpecs, 00CeCHBHO-KOMITYTICHBHO pasTpOMCTBO, MAHMYECKO pasTpoHcTBO, ETISTICHS WK Gonect
Ha TTapKHHCOH, ’

3. KAK JA IIPI'IEMATE ZELDOX KAIICYJIA

Bupary rnpreMaiite Zeldox kancynu TOYHO KaKTo Bu ¢ kazan Bamms jiekap. AKO He CTe CUIYPHH B
HeIo, onHTatiTe Bamus exap win apMauesT. O6uuaiizata noza e Mexay 40 mg 1 80 mg ABa NBTH
IHEBHO, PUETH © XpaHa, elHa KariCyJia CyTPHH M eAHa BEUEp. Bamuar Jiekap MOKe Ja HaMasH
J(03aTa, aKO ce Hayara fa npueMare Zeldox xancymnu JBro Bpeme.

- Tlpuemalite nBe KariCysIM BCEKH JICH:
- KapTHHKaTa Ha CIBHIE BEPXY GancTepa or0ena3pa CyTpellkaTa no3a.
- Kapruzkara Ha TyHa BBPXY G/ucTepa oT6en3Ba BeUepHaTa 103a.
- Tlornpuaiite TabNeTKUTE LETH.
- Kancymure Tpsabsa na ce IpUeMar ¢ XpaHa.
- Haii-noGpe e 1a npueMare KancyjuTe N0 ¢JIHO ¥ ChIIO BPEME BCEKH JISH.
- TloMmeTe ma MpOXBIDKHATE TIpyieMa Ha Bawure KATICYIH, AOPY KOPaTO Ce YYBCTBATE MO-10Gpe.

_ Axo cTe npuenH noBeye oT neobxoqumara gosza Zeldox rancysan -
HesaBapHo ce cBbpkeTe ¢ Batmus exap Wik Haii-CIu3K0TO OTHENCHHE 33 CTISLIHA HOMOTL. Hocete
Bamara kytua Zeldox xancymnu cbe cefe C.

Axo cre npollycHagu Aa BpHemere Zeldox kancyns

BasHo e 1a mpueMare Zeldox Kancy)i peoBHO, 10 1HO ¥ CHIIO BPEME BCOKH neH, Ako zaGpaBute
J1a B3eMeTe eIHa 032, B3eMETe A BEIHara OM CH CITOMHUTE, OCBEH aKO HE € ZIOIIIO Bpeme 3a Bamiara
cyenBama 1o3a. B To3n caydaii npocTo B3emere Bamara creapaiia 103a. He B3emaiire nrOHHA 71032,
3a Jla KOMIIEHCHpaTe IpoMycHaTaTa fo3a.

EdexTs MpH cnupake HA JIeMEHHETO CbC Zeldox xancynu:
He crmpaiite npuema Ha Zeldox KarcyiH, OCBEH aKo Bauus nexap He BH € kazai [a ro HanpasHre.

4. BB3MOXHHM HEXKEJAHM PEAKITHV
Kakto Beuuky nexapeTsa, Zeldox xamcyiu MOKe Ja Ma HEeKeIaHH peaKinH.

YecTy HEXKEJAHH Peaxmui,
no-goay:

«  Besrnokoii¢TBO




MycKy/Ba CKOBAHOCT, HANPErHaTOCT H c1aboCT, HEBOJICBU JBHKEHHS, TPENEPEHE,
3a6aBeHH NBHXKEHMS, 3aMasgHOCT, CHHIMBOCT, TyBCTBO Ha cmaGoCT Wil HEMOILIHOCT,
rragobone

T"aneHe, IOBPHLIAHE, 3arleK, HapyLeHO XpaHOCMUIIARe, CyX0oTa B yCTaTa, MOBHIUEHO
CIIFOHOOTHCIAHS ’

3aMbIIICHO 3peHHe

HedecTn HexeIaHH PEAKIHHE, KONTO MOTAT Ja ce 3acernar noseue or 1 wosex ua 1000, ca
H3Gpend no-J0Jy:

TToBHIIeH ALIETHT

Br36yna, 6e3noKoHCTBO, ¢TAraHe B I'bPIIOTO, HECITOKOHHM CHHHMIA

I{punaABUH, TPOMAROCT, TOBOPHH HAPYIICHHA, HeoOHYaliHH JBIKEHUA Ha OYHTE,
HaMaJIeHa KOHLEHTPauys, CKOBaHOCT

CrppuebHeHe HIIM HEPABHOMEPHO fueHe Ha ChPLETO

HenpuazsH KbM CRETIHHA

CBeTOREPTEX, IIYM B yIIMTE

UyBscTBEO Ha 3aMasHOCT NPH CTABAHE *

3amyX, BE3ManeHo IBPIo .
Jluapus, 3aTPYAHEHO IPENTbLIaHE, CTOMALIHO-IPEBEH JHCKOM(OPT, MIOAYBAHE Ha
€31Ka, Fa30Be

O6pus, ypTUKHY (KOIPHBHA TPECKa)

MycKyJIHE KpaMITH, CKOBAHE WM OTTEKIH CTaBH

HenpaswiHa noxozka, 60Ka, JKakaa

T'pbasa Gonka

OGpus, chpbex, MOXyBaHe Ha JIHIIETO, NONYBAHE Ha YCTHHTE WITH HeZOCTHT HA BE3MYX
HeroneBr NBIDKEHNS HA €3HKa, YCTHHTE, AULETO, TAOTO, PBLETE MK KpakaTa

Peaxu HeKeIAHN PEAKIH, KOHTO MOrat 1a ¢e 3aceraar po-Madko ot 1 uoper na 1000, ca
H30peHn NO-A0IY:

Comomus HOC -

[JanHuecKa aTaka, YyBCTBO Ha Aengpecs, 3a0aBeHO MUCTEHES

HeobuualiHo moNoxenye Ha Tasata (Bpat Ha Wry), apanusa, ., HECTIOKOMHH Kpaxa”
Crp6esk B 0UHTE, CYX0Ta B OUMTE

Bosnka B ymuTe

Xenuaue

KucenmiHu

.3ary6a Ha Koca, TIOJyBaHE Ha JTHLETO, KOXKHO PasnpasHeHHe

HesagspkaHe Ha yprHa, Oone3HeHo I 3aTPyAHEHO yPHHHPaHe

[MoHMmKeHa WIK YCHIIeHA epekilis, HaManeHa CrIocoOHOCT 3a HOCTHIaHe Ha OprashM,
OTACTAHE Ha TEUHOCT OT MIICUHHTE JKJIE3H

Copeny BBIHY

TToHSKOra JIEKAPCTRA OT TO3H THI MOTAT Aa DPeU3BHKAT HEBONCEH ABIKCHHA, 0coBEeHO Ha JIMHETO
yyTH e3uKa (HapeueHH TapAUBHA JUCKHHEMA ). AKo TOBa ce CJIyHH cliey Kato cre npueny Zeldox
KaricyJis, HesabaBHO chobieTe Ha Banrus aexap.

Vma penxy choBILSHNs 32 CepHo3eH HepaBHOMEPEH ChPACHEH PHTEM (.1. Torsade de Pointes).
Hesabasho ce cBbpiKeTe ¢ Bauys exap, ak0 MMaTe CMMITTOMK KaTO y4eCTeHO HIIH HepaBHOMEPHO

cBpLEeGHEHe, HPUNAIBIIA/KONANIC AITK 3aMAXHOCT MIPH M3NPABIHE.

HMa cHlio pefxy chofLIenns 32 yBenHasaHe Ha rbpPAUTS H MpH MBS
XHIIEpHPOIAK THHEMHEL). ’




TIpu siexapcTBa OT TO3H THIY, BKIXOUCTENHO Zeldox, mMa MHOTO peiKH CHOOIIEHH 33 IOBHIIABAHE Ha
TeMIepaTyparTa, yoKopsiBaHe Ha IUIIAHETO, H3MIOTIBAHE, MYCKYILHa CKOBAHOCT M SaMBITICHO CE3HAHHE,
Ha6arONABAHH SAHOBPEMEHHO (HAPEUCHO HEBPOIEITHYCH ManarHAf cuaapoM). AKo TOBA CE CITydH,
nipexpaTeTe ripuema Ha Zeldox Karncymu i HezabaBHO ce CBBpKeTe ¢ Bamua yiekap.

B nompiieHne KbM HeskelaHHe IeKApCTBEHH peakiii, OMUCaHy TI0-Tope, uMa chLOBIIenns 34!

- ymepeHH (aNeprudHK) UK TEXKHU M BHE3AIIHHA (aHaIaKTHYHH) peaKIluy Ha
CBPBXYYBCTBHTENHOCT. AJlepritiHa Peakuus Ik peakiius Ha CBPBXYYBCTBUTCITHOCT MOXE /i ¢e
npossy 1o hopmata Ha oSpuB, CHpSex, 0XyBaHE Ha TULETO, [IOIyBAHE Ha YCTHATS HIK HEAOCTHT
Ha BB3IYX. )

- BapyLICHHE Ha CBHHA.

- rONEMH YPTHKM (KOTIPHBHA TPECKa) ChC CHIIeH Chpbes.

AKO 3a6eNesHTe APYTH, HEOMCAHH B Ta3H JIHCTOBKA HEXE/AHH PEakL(|H, MOJIA yReOMETe Banius
nexap unv apManesT.

AKO HAKOS OT Te3H HeKeNary peakuuy cTaHe 06 e3NOKONTENHA, TEKKA HITH He OT3BYYaBa B X0/d Ha
NeueHHETO, yBeqoMeTe Baumsa nexap.

5. CBHXPHEHWE HA ZELDOX KAIICY.JIH

Cpxpanspaiite Zeldox xancynu Ha MACTO HEAOCTHIIHO 32 Jela.

Ja ne ce cpxpansra Han 30°C.

He mznonseaiite ciiel cpoka Ha FOIHOCT 0T0ens3aH BBpXY ONAKOBKATa.
6. JOUBJIHHUTEIHA IfIHQ)OPMAﬁI’IH

3a [oMLIHATENHA UHGOPMALES OTHOCHO TO3M JIEKRPCTBEH NPOJIYKT, MOIIL CEBPIKETE CC JIOKaMBus
TIpeJICTABATE Ha IIPUTEKATENs Ha paspellleHHeTo 32 ynotpeba:

Tiaitzep TroxcemGypr CAPJL, Knon Bairapus
Ten.: +359 2 970 4333

Jara na nocaeano onoépeHne Ha JIHCTOBKATA {nmata}




