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JTIMCTOBKA 3A NMALIMEHTA

Mons, npouyeteTe TasW FINCTOBKA BHMMATElNIHO Mpeau ga 3anouHeTe Aa
B3VIMATE TOBA JlleKapcTRBO.
- T[MaseTte Tasu nuctoBka. Moxe ga Bu ce Hanoxu fja A npoyeTeTe OTHOBO.
- Axo nmate Bbhpocu, o6bpHeTe ce KbM Batuna nekap unv dapmauesT
- Tosa neKapcTBO € npeanucaHo nuMyHo Ha Bac u He Tpsabea fa ce
npegaBa Ha Apyru xopa. To mMoxe fa UM Haspedu, Jopn v cuMnroMuTe
KM Ja ca nogodHu Ha BaluvTe.

B Tasu nucToBKa:

Kakso npepcrasnaga Zyprexa W 3a KakBo C& U3norssa.
Mpenwy ga B3emeTe Zyprexa.

Kak na npyemame Zyprexa.

BBH3MOXHY HEXENaHn NeKapCTBEHN peakLnn.
CbxpaHsiBaHe Ha Zyprexa.

Apyra nudopmauus.

oA WN =

ZYPREXA (3AVIMPEKCA) 2.5mg*, 5 mg, 7.5 mg*, 10 mg, 15 mg, 20 mg
o6BuTK TabneTkn (olanzapine)

Bcska Tabnetka ZYPREXA cbabpxa cbOTBETHO 2,5 mg, 5 mg, 7.5 mg, 10 mg,
15 mg, 20 mg OT NeKapCTBeHOTO BELECTBO ONaH3anuH. TOYHOTO KONMYECTBO &
yKa3aHO Ha BalwuaTta onakoska Zyprexa tabl.

MomoLLHWTE BelLeCTBa ca 3a BCUUKY BugoBe Zyprexa tabl.:

nakTosa MOHOXUApArT, XWAPOKCUNPONMITUENnYyilo3a, KPOCMOBUAOH,
MWKPOKpUCTalHa Lenynosa, MarHesueB cTeapar, XUNpomenosa, TWTaHWes
aunokeng (E171), kapHyba BOCHK,

ZYPREXA (3AWMPEKCA) tabl. 2.5mg*, 5 mg, 7.5 mg*, 10 mg
wennak, makporos, nonucopbar 80 u uHawro kapmuH ousetuten (E132)
ZYPREXA (3AUINPEKCA) tabl. 15 mg

TpraLleTH v nHAMro kapmMiH ougetuten (E132)

ZYPREXA (3AWIMPEKCA) tabl. 20 mg

Makporon n CMHTETUYEH YEPBEH XeneseH okeng

*TpoayKTUTE HAMAT pazpelueHue 3a ynotTpeba sa Bwnrapus

Mpumexamen Ha pa3peleHuemo 3a ynompebda:
Eli Lilly Export S.A., 16 Chemin des coquelicots, CH-1214 Vernier, Geneva,
Switzerland

lpoussgodumert:
Eli Lilly and Company Lid., Kingsclere Road, Basingstoke, Hampshire, UK
Lilly S.A., Avda de la industria 30, 28 108 Alcobendas, Madrid, Spai
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Lilly del Caribe Inc., Puerto Rico Industrial Park 12,6 km 65th Infantry Road,
Carolina, Puerto Rico 00985, USA

1. KakBo npepncTtaBnsBea Zyprexa U 3a KakBo ¢e usnonssa’?

Zyprexa 2,5 mg*, 5 mg, 7.5 mg*, 10 mg ca 6env o06erUTK TabneTKu.
Zyprexa 15 mg ca 6nego cuHu oGBUTK TabRETKU.
Zyprexa 20 mg ca po3oBu o6suti TabneTtku.

Besika KyTust cbabpia 28 Gposa Tabnetkn. Zyprexa 10 mg ce npeanara u B
onaxkoBKu oT 7, 14, unn 56 Opos TabneTtku.

ZYPREXA npuHapgnex#u KbM frpyna neKapcTBEHW NPOAYKTW, HapeveHu
aHTUNCUXOTULN.

ZYPREXA ce u3nonssa 3a neuyeHue Ha 3abONABaHUA, KOUTO UMaAT CUMMTOMMU
KaTo YyBaHe, BUXAAHE WM ycelllaHe Ha HecbllecTByBalwy OBEKTW, HanyfHu
MWCAN, NoAo3puTenHoCT, 3aTRapAHe B cebe cu. Xopata ¢ ToBa 3abonssaHe
MoraT aa ce vYyBcTBaT NOTUCHATH, Aa U3NUTBAT TPEBOXHOCT UMW HanperHaTocT.

ZYPREXA Moxe Oa ce M3nonaBa 3a NeyeHUe Ha CLCTOSHWUA, KOUTO npoTudar
CbC CUMMMTOMM KaTo YYBCTBO 33 MPUNOBAUrHATOCT HA HACTPOEHUETO,
HeoBuyaliHo KONWUEeCTBO EHeprus, no-mManka HeobXoAUMOCT OT ChH OTKOSIKOTO
obukHoBeHo, MHoro ©6bpa TOROP C neTAlla MUCLNT WM TOHSIKOra CuiHa
pasfpasHUTENHOCT. Zyprexa npuTexasa cTadbunusmpailli  HacTpoeHUeTo
hbyHKUMM 1M npednasBa OT HACTBLNBAHE HA HETPYAOCNOCOGHOCT, MoBULLIABAHE
KMY NOHWXKaBaHe (NOTUCHATOCT) HA HACTPOEHWUETO, CBBP3aHN ¢ TOBa ChCTOSIHME,

2. Npean pna B3emete ZYPREXA

He Baumaitte ZYPREXA:

- Axo cTe cBpBXUYBCTBUTENEH /anepruyeH/ KbM oflaH3anuH Unu HAKoR OT
cberaBkmTe Ha ZYPREXA | AnepruvHata peakuma Moxe fa ce pasnosHae
¢ obpuB, cbpbex, nogysaHe Ha NUUETO, nNogyBaHe Ha YCTHWTE Wnu
3agbxBaHe. AKO ToBa ce cryuy, o6bpHeTe ce Kbm Bawms nekap.

- Ako Bu e nocraBeHa guarHo3a 3akpmTobrbiiHa rmaykomMa.

Brumasaiite cbec ZYPREXA:
- JlekapctBa oT TO3M TUN MOraT Ja Npeavs3BUKaT HeobudalHW ABWKEHWS
ripeauMHO B obrnactra Ha NMuUeTo U esnka. AKo ToBa ce Crydn cnep Karo
cte npuemanu ZYPREXA, kaxeTe Ha Balluma nexap.
- MHoro psigko nexkapcrtea OT TO3W TUN MOFAT Aa npeausBuKaT kombuHauua
OT Temnepatypa, Y4YecTeHO pfAullaHe, MOTeHe, MYCKYNHM Kpamiu u
CBHNUBOCT unu 6e3ctHMe. AKO TOBa €€ CNyun crnej Kato cre nunu
ZYPREXA, kaxeTe Ha Bawiua nexkap HesabasHo.
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¢ He ce npenopbuBa yrnoTpebaTta Ha Zyprexa Npy nauueHTy B HanpegHana
Bb3pacT ¢ AeMEHLNA, Thit KaTo MOXe [a Ce NOSBAT CePUO3HY HeXXenaHu
- NeKapCTBEHW peakumy,

Axo cTpagarte oOT Hakoe oT wu3bpoenute no-gony 3abonsABaHua BepHara
ckobuiere Ha Baluwsa nekap npy Mbpea Bb3MOXHOGT:

- Ouabet

- Cbpgeynu 3abonssaHus

- YepHoppo6bhu unu 6u6peyHu 3abonssanusa

- bonect Ha [NMapKUHCOH

- Enunencua

- [lpobnemu c npocraTtata

- TMapanuTyeH nneyc (YpesHa HEMpoOXoaNUMOCT)
- 3abonsBaHus Ha KPLBTA

e WHcynT unn “MUHEK" UHCYRT

Ako cTpajaTte OT JeMeHUWs, BUe WM HOBEKLT, KOWTO ce rpwxu 3a Bac/sall
popHvHa TpsibBa Aa uHcopMupa BalmA JIeKap, ako HAKOra cte uManu MHCYNT
WITtK “MUHK" VHCYIT.

KaTo pyTHHa npeanasHa mMspka, ako cTe Ha Bb3pacT Hap, 65 r., BalueTo KpbBHO
Hansrade TpsaGBa ga ce Habriogaea oT Bawma nexap.

BpemMeHHOCT

KaxkeTe Ha Bawma nekap, KOAKOTO CE MOXe MOo-CKOpo, ako cTe GpemMeHHa Uin
nnaxupare dOpemeHHocT. Bue He TpsabBa Aa B3vmMaTe TOBa JIeKapcTBO KoraTo cT1e
BpemeHHa, OCBEH aKo He CTe AuckyTupany npobnembT ¢ Bawwuna nekap.

KtpmeHe
Bue He Tpsbea ga npuemare NMEKapcTBOTO KOraTo KbpMmuTe, Thil KaTo Marnki
KonuyecTBa Zyprexa Morart ga NnpeMMHaT B MaiimHoTO MMAKO.

LWodupane 1 pabora ¢ MawmHU

Mma onacHocT Aa novyBcTBaTe 3amaiiBaHe xorato npuemare ZYPREXA. Axo
TOBa Ce Cnyyn He wodupalite u He paboteTte ¢ MaluHKU. YBegomeTe Bawusa
nekap.

BaxkHa MHGOpMaLIMA 3a HSIKOY OT NoMolHNTe BelliecTBa Ha ZYPREXA
[aLveHTH, KOUTO He TpADBa Ja npuemar rakTosa He Tpsbsa Aa nuAT
ZYPREXA, 3311070 TA CbAbpXa nakrosa.

Mpuem Ha Qpyry feKapcTBeHU NPOLYKTH:
Mors, uHcopmypaiiTe Bauins nekap, ako B3uMaTe Uy cte npuemarin CKopo
OpyrM nekapcTea, AopM U Ja ca Be3 nekapcko npeanucaHue. HenpemeHHo
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npeaynpeaeTe Bawns nekap, ako BaMmMaTe fiekapcTea 3a neyeHue Ha Bonect Ha
FlapKuHCOH.

He nuiiTe ankoxon, ako npuemate Zyprexa, Tbil KaTo Zyprexa 1 arnkoxon 3aegHo
MOraT Aa NPUYMHAT ChHNKUBOCT.

MpuemalitTe apyru niekapcTsa Mo BpemMe Ha nedeHueto ¢ Zyprexa camo C
paspeileHneTo Ha Bawwusa nekap! Bue moxe Aa nodyscTBaTe CbHAWBOCT, aKo
npuemarte Zyprexa B KOMOUHaUWA C aHTUAENpecaHTW WrKk nekapcTBa 3a
fieyeHre Ha  HarperHatocT WM TakuBa nognomarally  3acnueBaHeTo
(TpaHksunusaTopm).

Bue Tpabea pa npegynpeguTe Bawwua nekap, ako npuemare dnryBoKcamuH
(aHTUAENpecaHT), unn uunpodnokcauuH (aHTudakrepuarneH NnpoaykT), Tbid KaTo
TOBa MOXe Ha HaroXxu npoMaHa Ha Bawlata gosa Zyprexa.

3. Kak pa Baumate ZYPREXA?

Bawmst nexkap ule Bu kaxe konko tabnetkm ZYPREXA aa BanmaTte W KOMKO
awnro ga ru npuemarte. [JHesHata po3a Ha ZYPREXA e mexay 5 u 20 wr.
KoHcyrtupaiTe ce ¢ Bawmna nekap ako BawwuTte CUMNTOMKW Ce MOBTOPAT, HO He
cnupaitTe fpuema Ha Zyprexa, Aokato BawusaTt nekap He Bu nocbeeTsa pa ro
HarpaguTe.

Mo npepnucaxueTo Ha nekaps Bue tpsbea ga Blemate ZYPREXA BegHBXK
AHesHo. OnuTeaiiTe ce ga B3eMaTe TabneTkuTe nNo e4HO U ChlIO BpeMe Ha
AeHs. flekapCTBOTO MOXe [ja ce B3eMa He3aBUCUMO OT XpaHeHeTo. TabneTkure
ZYPREXA ce rentar uenm ¢ soga.

He cnupaiiTe rieyeHmero ¢ TabneTkuTe camo 3aloTo CTe ce novyBcTBanu no-
nobpe. BaxHo € na npoabrxkuTe Aa B3emarte ZYPREXA TonkoBa Abnro,
KofnkoTo Bu e npenopbyan nekapsr.

ZYPREXA He e npefHasHauyeH 3a nauneHT, HeHaebpLumMnm 18 roguHu.

AKo npuemeTe noBeue TabneTkKu, oTKONKoTo By e kaszan BawusaTt nekap:
Beguara ce obafete Ha Bawwust nekap unu B Sonduua. IokaxeTte Ha nekaps
BallaTa ornakoska ¢ TabneTku.

Ako 3abpasurte ga Baemete ZYPREXA:

BsemeTe BawaTta rabnetka BegHara LWoM ce ceTute. He npuemaiite Ase [03M B
envH JeH.

4. BL3MOXKHVN HeXeNnaHU NeKapcTBeHN peakumm

. Page 4
Created By: Tzveta’ Andonova
Approved by; Boriana Velinova
Approved by Nelly Ognianova




Zyprexa Smg PIL MZ version 5.0
Variation 59

Kakto Bcuukx nekapctda, ZYPREXA MoXe fga vuma HexernaHu nekapcTseHnu
peakuuy.

HexenaHute nekapcTBeHu peaxkuum Ha ZYPREXA wmorat ga Bko4BaT:
CBHAWBOCT WV MPEKOMepHa YMOPAEeMOCT, HapdasBaHe Ha Terno, 3amasHoCT,
3acurieHo YyBCTBO Ha [Taf, 3agbpikaHe Ha BOJa, 3anek, cyxota B ycraTta,
BeacnokolcTBo, HeobwuyaliHm asuxeHus (ocobeHO Ha IMUETO WM esuka),
TPEMOP, MYCKYNHA PUTMAHOCT UK cnasmu, npobnemu ¢ rosopa W NpomsHa B
HMBATA Ha HAKOW KPBLBHU KNEeTK U AUNuUAMTE B KpkETa. MHOro pagko, HAKOu
nauuMeHTV Morar ga pas3BUAT Bb3nalieHue Ha NaHKkpeaca, rnpuivMHABallo chnHa
cromaluHa Borika, TeMmnepaTypa U NoBpbLiaHe.

Hskon xopa moraTt Aa novyyBCTBaT 3aMasHOCT unu cnaboct (cbe 3abaBaHe Ha
chpaeyHaTa MecToTa) B HauyanoTo Ha fevYeHueTo, ocobeHo npu cTaBaHe oT
nerHano wunu cegHamno ronoxenue. Toea siBneHne ODUKHOBEHO OTMKHABA, HO
aKo ToBa He cTaHe, TpsibBa ga ¢e nocLBEeTBaTe C fiekKyBallnA cy nekap.

Wma mHoro peaky cLoblUeHws 3a ToBa, Ye NpW HAKOK nauueHTy ce Habniopasa
HapylLeH CLPASYEH PUTBM, KOWTO Moxke Aa Gbfe cepuoset.

NokaTo B3eMaT OnaH3anuH, BbL3PACTHUTE NauMeHTW ¢ AeMeHuvA, moraT ja
nony4ar WHCYNT, MHEBMOHMWS, He3aAgbpXaHe Ha YpuHaTa, nagaHus, curHa
YMOPSEMOCT, 3puTenHW xanmiouuHauwy, nokausaHe Ha TemmnepaTtypara,
3ayepeaBaHe Ha KoxaTa ¥ ga umat npobnemu ¢ noxogkarta. B Tasn cneyuduyna
rpyna nauueHT nMa cbobLeHns 3a HAKOMKO cryyas ¢ dhaTaneH naxoa.

Mpn nauweH™ ¢ Donectta Ha [lapkuHcoH, Zyprexa moXe Aa nNpeausBurka
BrOLLIABaHEe Ha CUMMTOMAaTHKaTa.

Papxo ZYPREXA moXe da npuuvHy asiepriuvHa peakuvs (Hanpumep nogysaHe
Ha ycraTta u rbpnoTo, cbpbex, obpus), sabaBeHa cbpigyHa AeiHOCT, Uk Aa
npuunHn  choTouyBcTBUTENHOCT. MHOrO pAAKO ca [OKMagBaHu cnyyan Ha
yepHoppobHo 3abornABaHe, npodbmxuTenHa w/unu GonesHeHa epekuus U
npoGremy Npy ypuHUpaHe, roHwxkasaHe Ha HopMmanHaTta TeflecHa TemnepaTypa,
HamuuMe Ha KPLBHU ChCUpeuy, Hanpumep Kkato Abnboka BeHo3Ha Tpombosa Ha
Kpaka M MycKynHo 3abonsiBaHe, NposBABALLO ce Kato HeobsacHumu Gonku. [Mpw
HAKOM MALUMEHTV € UMano NoBMILIAaBaHe Ha HMBaTa Ha KpbBHaTa 3axap unu,
Hayano WnW BrowasaHe Ha pguabeta, nposBABall0 Ce MHOIO pPAAKC C
KeToalwao3a (KeTOHU B KPLBTa W ypuHaTa) Unu Koma.

Axo Bue BHesanHo cnipeTe npuema Ha Zyprexa, Morart fa ce MNosiBAT CUMITOMM
KaTo noTteHe, GescbHMe, TPemop, TPEBOXHOCT WM rafjeHe W MnoBpblyaHe.
BaluuAT Nekap MoXe Aa BU NOCLBETBA Aa Hamanute Josara nocTeneHHo npeau
Ja NpeKkbCHEeTE JIeYeHNeTo.

e Page 5 17/10/2005
Created By: Tzveta Andonova
Approved by: Boriana Velinova

Approved by Nelly Ognianova



Zyprexa Smg PIL MZ . version 5.0
Variation 59

PAaKo eHW, KOUTO ca Bunu NognomKeHn Ha neveHre ¢ NPOAYKTA OT TO3U TUM 3a
NPOALIBKUTENHO Bpeme, ca Mnony4yasany cexpeLust OT MNevHUTe Xnesu u ca
UManu nepuogu 6e3 MEeHCTpyauus Mny HepedoBeH MeHCTpyaneH LuKbh. AKo
ToBa NpoabimkaBa yeegomerte Bawma nekap. Muoro pagko npu 6ebeta, pogeHu
OT Mailku, KOWTO ca nomyvaBanu Zyprexa B kpasi Ha ©OpemeHHocTTa (3-TW
TPUMECTBP) MOXE Aa nonyyat Tpemop, Aa 6baaT CLHNMBU KK APeMiUBI.

Psgko morat da ce HabniogaeaT rbpyose. B rioBeyeTo cnydau Kma OaHHK 3a
npeKkapaHii Npeaun Toea rLpyoBe (enunericus).

AKko 3afenexuTte HAKaKBU HeXeraHwu NekapcTBeHy peakuuu, HeoTbenaAzaHu B
Tasn NUCTOBKa, MONA uHdopmupante Bawus nekap.

5. CbxpaHsBaHe Ha ZYPREXA

[Ma3eTe nekapcTBOTO AaneY oT A0CThNa Ha Aeua.

ZYPREXA TpsaOBa ga ce cbxpaHsBa B OpUrMHanHaTa cu onakoBKa

CpoKbT Ha rOAHOCT HA TOBAa NEKApPCTBO e OTnevaraH BbpXy onakoBkata. He
nanonaealiTe cneg Tasu gaTa.

Mons BbpHETE KONUYECTBOTO, KOeTo Bu ocTtaHe Ha Bawwua dapmanesT.
[aTa Ha nocnejHa pefakuus Ha Ta3u NUCTOBKA:
Oekemepu 2004.

3a noeeyue UHGOPMaLMA ce OBLPHETE B NPELCTABUTENCTBOTO Ha NpUTEXaTens
Ha paspeLieHueTo 3a ynotpeba:

Eli Lilly /Suisse /, yn. Koctyp 16, Cochus 1618
Ten 02 955 55 99
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