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Olanzapine Accord 10 mg film-coated tablets
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ITpoueTere BRHMATEIHO HEIATA JHCTOBKA, NP JIa 3AN0THETE AR NPREMATE TOBA JEKAPCTRO, Thil KaTO TH

ChIbpXA RaKEa 3a Bac nandopmanas.

¢ 3amasere Ta3d AHCTOBKA. MoOXe 13 ce HAJI0XKHA 2 A MPOYETeTE OTHOBO.

»  AKO ¥MaTe HAKAKBH JOIMBIRUTENHH BBIPOCH, NonuTaire Bamus nexap wim papmanest.

o ToBa AekapcTBO e mpeAnMcano MuuHO Ha Bac. He ro npeotcTaiBalite Ha Npyry xopa. To moze Ga uM Haspeaw,
He3aBHCHMO OT TOBA, Ue NPH3HALIWTE Ha TAXHOTO 3abonaBane ca chluUTe kato Baunare.

e AKO TONyUHTE HIKAKBH HEXENAHW JeKapcTBeHH peaxiny, ybenomere Bauwms nexap wiru dapmauest. Toa
BKJTIOYBA M BCHIKY RE3MOMKHH HEXKE/IAHH PeakiliH, HEOMHCAHY B TA3H IHCTOBKA. Binkre TouKa 4.

Kakpo chibpaka TAIA JHCTOBKA:

1. Kakeo npencraenssa Onas3aimiH AKOPA K 32 KAKBO ¢€ U3NON3BA
2. Kakeo Tpafea 1a 3Haete, npeay aa npuemere Onanzandi AKopl
3. Kak aa npHemMare Onansanun AKopn

4, Bp3MOnHH HekeTaHM peakuuH

5. Kak aa ¢xxpansgrate OnaHsannd AKopa

6. CoabpxanMe Ha OTIAKOBKATA ¥ JOMBAHATEIHE HHPOpMAnHs

1. Kaxso npexcrasigsa Oaan3anugd AKoPI A 32 KAKBO ¢¢ A300J13BA

OnaHzamui AKOpA CHIBPXKA AKTMBHOTO BelliecTso oansanHy. Onamsanuy AKOpA NPHHAINEKH KbM rpyTia
NEKAPCTBa, HAPEYSHH AHTHIICHXOTMI M C¢ H3NIO/I3Ba 34 IeHeHHe Ha CleJHHTe 3a00naBasud:

o Diluzodpesns - 3a6onapaMe ChC CHMITTOMH KATO JyBaHe, BIKAHE WIH YCRUIaHe Ha HECBUIECTRYBalM ODLKTH,
HATY/{HY MHCIH, HeoOWuaifHa MoA03pUTeNIHOCT 1 3aTBapaHe B ceGe cu. XopaTa ¢ ToBa 3200/198aHe MOXE Chillo
11a ce YYBCTBAT NOTHCHATH, TPEBOKHY WK HATPETHATH.

»  YMEPEHO TeXKH [0 TEXKA MAHHHHH eNH301H - ChCTOAHMA CBHC CHMITOMY Ha Bp3GYRa Wik ey(hopHs.

Onamsanux AKOpI[ e rokasan, 4e fnpennaisa OT NOBRTOPHA MOAEA HA Te3H CHMITOMM IIDH NaneHT! GHI'IOJIHPHO
pascrpoﬁcrno, TPy KOHTO MaHMHEHENIT ¢NH30] C€ € TORIHAN OT JIedeHHe ¢ OJIAH3aNnMH,

2. Kaxpo Tpabsa ja 3uaeTe, npean aa npaemere Onanszanun Axopy

He npuemaiite Onanzanmun AKopa

o AKO cTe alepriudu (CBPBXUYBCTBHUTENIHM) KBM ONAH3ANUH WM KbM HAKOA OT OCTAHAIMTE ChCTABKM HA TOBA

nekapeTro (W3GPOCHH B TORKA 6). ANEPrHYHATA PEaKlMa MOXKE Ad C& Pa3IIo3HAE MO BATMYMETO Ha O0pHB, ChpOex,

OTOK Ha JIMIIETO, TOMYBAHE HA YCTHUTE MIIM HEAOCTHT Ha BR3AYX. AKO ToBa ¢e ey ¢ Bac, oGbpHere ce KbM Baumin
neKap.

e Axo HAkOra By e nocraseHa AMAarHo3a 3a MpobaeMH ¢ 0YHTE, KaTO HanPUMEp HAKOH BMIORE I,

HANATZHE B OKOTO).

TIOBHILICHO

TIpeaynpexkacnnd B NPEANAIHA MEPKH
Tosopere ¢ Bamus nexap win dapmauerT, npeaH na npuemere OnaHzanus AKOpR
» He ce npenoprupa ynorpebara ra Onansanmy AKOpn fpH HAUMEHTY B HAalpeHana B
TOBA MOXKE /1a JOBE/IE A0 [IOABATA HA CEPHOIHA CTPAHMUHH €PEKTH.



JiekapcTBa OT TO3W THII MOTAT 4 NPEAH3BHKAT HeoOHuaiHK NRMKEHNA MPEAMMHO B 0ONACTTa HA IMIETO K e3HKa,
AXo TOBa Ce CITyuH, ciell kato cre npueny Onausanul AKOpH, Kaxere Ha Bamud nexap.

MHOro PAAKO AeKapcTBa OT TO3H THN MOTAT J1a MPENM3BMKAT CHYETABAHE HA TOBUINCHA TEMICPATYPa, YHECTEHO
Avinafe, DOTEHE, CKORAHOCT Ha MYCKYJIHTE K 3aMafHOCT HH CHHTMBOCT. AKOC TOBA Ce CITyuM, He3abasHO oTspceTe
Baumnis nexap.

Hafmogapa ce NOBKIUABAHE Ha TEIECHOTO TELJIO NpM NalUWeHTH, npHemamy Onansanmue Axoppn. Bue u Bammar
nekap TpaGBa PENOBHO Ja MpoBepABaTe TenecHoTo Terio. IpH weobxoaumocT ce oObpHETe KBM AMETONOT KM
NOThpceTe CHASHCTBHE 32 AMETHYEH TUIAH.

HaGmonasa ce BUCOKA KPBBHA 3aXAp H BHCOKH HHBA Ha MasHMHM (TPHITIMLEPHOY W XONECTEPON) OPH MANKCHTH,
npuemaii Onamsanuy Axopal. Bamuar nekap TpaGea fa HaNpasy KPbEHY H3CAEABAHNA, 33 J]a POBEPH KPHBHATA
3aXap, KAKTO # ONPeRCIeHH HABA Ha MA3HWHMTE, NIPENU Jla 3anouneTe Aa npueMate Omamsanmd Akopa. Taxusa
u3caeABAHMA TPAOBA Aa Ce TIPABAT PEIOBHO H [10 BpeMe Ha JIeUeHHeTo.

Kaxere na Bamma sexap, ako Bue Wik Hakolf ApYT B ceMeicTBOTO Bi M HCTOPHA Ha KPBBHH CBCHPELM, Thil KATO
TE3M NIEKAPCTBA Ca CBBP3aHM ¢ 00pa3yBaHETO Ha XPBBHH CHCHPELH.

AKO CTpPaJaTe OT HAKOE OT CiieiHuTe 3afonABaHuMs, yBeaoMere Baums nexap 8b3MOKHO Hali-GBp30:
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HHCYNT WM MHKPOHHECYNT (BpEMEHHH MPU3HALH HR HHCYIT);
bonecT Ha Ilapkuncon;

[MpoGnemMu ¢ npocTarara;

UpepHa HENPOXOAMMOCT (MAPATHTHYIEH WISYC);
UYepnoapobuo wid 6sbpeuHo 3abonapane;

3aboinsBaHUd Ha KPHBTa;

Crpaeddo 3abonapaHe;

Tualer;

I'spuoBe;

AKO 3HaeTe, ue MOKe ia HMaTe 3ary6a Ha COJIH B PEIYNITAT Ha NPOIBIDKUTENIHA TEXKKA THAPUA ¥ NOBPBIIAHE WITH
ynorpefa Ha JuypeTHIH (OTBOIHABAIM TAGIETKH).

AKo cTpajiaTe OT AeMeHI, Bue imi 4oBeKhT, KoitTo ce rpmiH 3a Bac/Bawr ponuuna, TpabBa fa HHdopmupaTe Barus
JIeKap, AKO HAKOTA CTe HMATTM HHCYIT WIH ,,MHHA™ HHCYIIT.

KaTo pyTvHEA NpenasHa MApKa, aKo CTe Ha Bs3pacT Hax 65 rozuHu, KpseHOTO Bu nairase Tpa6Ba fa ce naGnionasa
ot Baumma nexap.

Jdena n oHomE
Onagzanmud AXop/ He € NPeJHA3HAYCH 33 NalMeHTH no/ 18-romuiina BE3pact.

JApyra sexapcerea k Onansanan Akopa

TIpreMaiite ApYTH AEKapCTBa 1O BpEME HA NedeHyeTo ¢ Onansanud AKopa camo ako Baunit nexap By e kasan, e
TOBA € BBIMOXKHO. BHE MOXe Aa OYBCTBATE CHHIMBOCT, ako mpueMare Onamsamun Akopn B KOMOMHAI(A ¢
AHTHIETIPECAHTH WK JIEKAPCTRA 3a JIeMeHHe Ha TPEBOKHOCT HITH TOANOMAralny ChHS (TPAHKBIIIMIATOPH).

HudopMupaitte Bawmns nekap, ako IPHEMATE, HACKOPO CTe NPHEMAIlH WM € BE3MOXKHO 1a NIPHEMATe IPYTH
JIeKapcTBa.

Tlo-crieumanso ysenoMere Bauins jexap, ako npaemare:

Osan3ausH AKOPA ¢ ATKOXO0:
He muiiTe a;KoX0n 10 Bpeme Ha nedenuero ¢ Onansanun AKop/, Thil KaTo €AHOBPEMEHHA
AXOPZ H alKOXON MOXKeE Jia JOBeIe 0 MOABATA HA CHHIMBOCT.

e  jlexapcTea 3a 6onecTra Ha [lapKUHCOH.

s  xapGaMmazenuH (IPOTHBOSNHAEHITHYHO H cTalHIM3NPALIO HACTPOCHHETO JIEKAPCTBO), QITyBOKCAMHH
(anTHIENpecaHT), MK IMNpodnoKcalwmH (aHTEEHOTHK), THH KATO TOBa MOXeE Jia HAIIOXKH IPOMAHA Ha Bawara
aosa Onamanyy Axopa.




BpevennocT B KhpMeRe:

AKO ¢Te 5peMEHHA WIH KEPMUTE, CMATATE, Y€ MOXE i cTe GpemMeHHa HiH niianupate GpeMesHOCT, IOChBeTBaNTe ce ¢
Banmua nexap npeAr ynorpeGata Ha ToBa JiekapcTBo. Bue He Tpabsa na nmpremare TOBA ICKAPCTBG B IIEPHOAA Ha
KbpMeHe, Thil KATo Mo KonHuecTBo oT OniadsanyH AKOpI MoXe a MPeMHHE B KbpMaTa.

CreIHHTe CHMITTOMH MOTAT A& ¢¢ NOABAT TIPU HOBOPOAEHH, YMiTo Majiku ca yroTpebapann Onan3aniH AKOpA upes
MOCAEAHHS TPUMECTEp (MIOCACIHNTE TPH Meceua OT OpeMeHHOCTTa): TpenepeHe, CKOBAHOCT W/ cnaGocT Ha
MyCKy/HTe, CHHIMBOCT, Bh30yna, NpobeMy ¢ MWLIAHETO M 3aTPYRHEHMA B XpaHeHeTo. Ako npH Bameto GeGe ce
[EPOABH HAKOH OT Te3W CUMITTOMH, TOTHPCETE CBOA JIeKap.

Modupane u paGora ¢ MairaEN:
Hma ONacHOCT OT MOABaTa HA CHENMBOCT MO BpeMe Ha npuema Ha Onamanuy Axopfi. AKO TOBa C€ CIIydd, He
mo¢rpaiite B He paboTeTe C HYUKAKBA UHCTPYMEHTH Wiy Maliuny. YBenoMere Bawus nexap.

Onan3zanne AKOPA CHIBAKA JAKTO3R.
Axo Baumsar nexap Bu ¢ xazan, ue MMare HENOHOCHMOCT KBM HAKOH 33XapH, KOHCYNTHpaiiTe Ce ¢ HEro, Npead Aa
NpHEMETe TO3H JIeKapCTBeH IPONYKT.

3. Kax 1a npremate Ounansanur Axopn

Bunaru npuemaiite Onansanun Axopl TOYHO kakro Bu e xasan Bammar nexap. AKO He CTe CHI'YPHH B HeIUO,
nonyraiite Baums nexap wnn hapmaiesr.

Bawwmsr nexap we Bu xaxe xosko Tabnerin Onamsanus AKOPA 412 NPHEMATe H KOJIKO ABJINO 12 MY IpUeMare. JHeBHaTa
nosa Ha Onamrsanue Axopa e mexay 5 u 20 mg. Koscynrupaitre ce ¢ Bawmg nexap, ako cummromute Bu ce
85300HOBAT, HO HE chimpaiite nprema Ha Onansamii Axop/, A0KaTo Bamnar nekap ve Byl NOCHBETRA 12 [0 HANPABATE.

Bre Tpa6sa 1a npuemare OnaH3anlH AKOPJ BelHbX JHEBHO, ClIeNBaiKy npernopbkaTe Ha Bauys nexap. Ctpemere ce
Ja pHeMaTe TabIeTKHTE CH 10 1HO W CHIUO BpeMe Beexu aeH. Hama sgauenne Aan I fpHeMate cbe Wi Ges xpana.
OnaHzanay AKOpA ca nNpefHasHadeHu 3a ynorpeSa npes ycrata, Bue Tpabsa aa risThere Tabnerxure OnaHsanHb
Axopn neay ¢ pona.

AKO cTe HpHEId NoBege 0T Reo6Xx0RAMATA 1038 OnaH3aNHE AKOPA

ManvenTdTe, npueny Nobeve 0T HeOOXOAMMOTO KoNuUecTBo Onan3anHH AKOpJl, HMAT CleJHATe CHMIITOMMU: y4ecTeHa
chphedHa AeHHOCT, BB36YAa/arpecuBHOCT, NpolieMu ¢ robopa, Reolbuualiny NBIDKEHUA (0COBEHO HA THLETO MMM
€3VKa) ¥ NOHWKEHO HMBO HA CH3HAHWETO. JIpyrsTe cMMITOMM MoraT ia Gbrat: BHeaanHa OGBPKAHOCT, NPANATBLM
(enmnencus), KoMa, KOMOWHALHA OT TPECKA, YUECTEHO JUUIAHE, H3TIOTABAHE, MYCKY/HA CKOBAHOCT M 3aMAAHOCT WX
CHHNMHBOCT, 3a04BaHe HA AHXATENHATA YeCTOTa, ACTIUPALNMSA, MOBHIGCHO HIH MOHIKEHO KPHBHO HajAraHe, HApYIeH
cEpAcueH pHTHM. Beanara norspeere Bamms siekap Wiy HAnpaso oTHieTe B Hai-Onuikara Sonmvua. Tokaxere Ha
eKaps ONaKoexaTa Ha Bamwre TabneTku.

AxKo cTe NpomycHATH A2 npremete Onan3anna Axopa
BremeTe TabgeTkyre Beanara moM ce ceture. He npuemaiite 8¢ 4038 B eQHH JieH.

AKo cTe cupenn 13 npremate Onanzanwa Axopa

He enupaiiTe neuenuneTo ¢ TabneTKHTe caMO 32MOTO CTE €& NOUYBCTRAMM No-aobpe. BaxkwHo e aa mponmikuTe sia
npuemarte Onanzanud AKOPH TONKOBA JBAT0, KonkoTo B e npenopbuan Bamugr nexap.

Ako BHesanmHo crmpere aa npuemare OnanlanuH AKOpA, MOke Aa ce HabmonaBaT CAMITOMH KaTO H3noTABaHe,
GeschHie, TpenepeHe, TPEBOKHOCT WM rajéHe H NOBphilane. Bamnuat nexap mMoxe fa Bu npenoxu Ja HaManure
J03aTa NOCTENCHHO, IPeAH Na CIIPETe JCUCHHETO.

AXO HMaTe HIKaKBH AOTIBIHATEHH BBIPOCH, CRBP3IAHH C yNoTpedara Ha TO3H IIPOIYKT, NOLNTAMH WA JIeKAp WK
dapMaleBT.




4. Bramokul HexeaHH PEAKKNH

KakTo BCHUKM II€KapCTBA, TOBA JICKAPCTRO MOXE 13 NPEIM3BHKA HEXENaHHM peakuuH, BBOPEKHM HYe He BCCKH I'H
Moy daBa.

Hesabanno kaxete Ha Baioua nexap, ako nmMare:

o  HeoOHualiHM ABIDKeHMA (YeCTa HEXKE/IaHa peaKiig, KOFTO MOXe /1a 3acerHe 10 1 #a 10 Xyilx) rnasHO Ha THLeTO
WNH e3MKa;

* KPLBHH CHCHPEUM BBB BEHMTE (HEuecTa HeKellaHa peakiys, kKoHTo Moxe la 3acerHe o | wa 100 myum),
ocoBeHo B xpakaTa (CHMITTOMMTE BKIKYBAT OTOK, GONMKa M 3auepBiBase Ha Kpaka), KOWTO MOraT Ja ce
TIPHABIIKAT TIO KPBBOHOCHMTE ChA0Be Ao Genmus Jpol, nputnpssaiiku 6onka 8 061acTTa Ha IPBIHHA KOWI K
3ATPYAHEHO THITaHE. AKo 3abenexute HAKOH OT TE3W CHMIITOMM, IOTBPCETE MEAHIMACKY ChBET He3abaBHo;

¢ KOMOMHALMA OT TEMNEPATYPA, YUSCTEHO AMINAHE, M3MOTABAHE, MYCKYJHA CKOBAHOCT M APEMIHBOCT HIH
CHIVIHBOCT (YeCTOTATA HA TOSH HEKEIAHA PEAKHA He MOXKe Ja Bble OleHEHA OT HANWIHUTE AHHH).

MHOTO YecTHTE HekeiaHR peakuid (MOTAT Ha 3acerHar moeeve OT 1 Ha 10 myLiM) BKJOMBAT HaJUlaBaHe Ha Terno;
CHHIMBOCT H [IORHUICHHS B HUBATA Ha MPOJIAKTHHA B KPbBTA. B paHHHTE eTarH Ha Ha JieYeHHeTO BAKOM X0pa MoraT aa
IOYYBCTBAT 3aMAAHOCT Wik chabocTt (Che 3a6aBANe Ha CHPACTHATA YeCTOTa), 0COCEHO [IPH WINPABAHE OT NErHANIO Wik
ceanano nonoxenue. Topa 0GHKHOBEHO IIPeMHHAaBa OT camocebe CH, HO 8KO TOBA HE CTaHe, yseaomeTe Bamud jsexap.

UecTHTe HEKENAHH peakLiyy (Morar na sacersar a0 1 wa 10 aymm) BXIOYBAT NPOMEHH B HABATA HA HAKOH KPBHBRH
K/IeTKH ¥ UHPKYJIHPALILN B KPhBOOSPAINeHUETO MACTH, H BPEMEHHO NOBHIIEHNE HA YePHOAPOOHHTE EH3HMH B HAYANOTO
Ha ICUeHHETO, TIOBHIICHHS B HHBATA HA 3aXaPTA B KPbETA H YPUHATA; MOBKINEHHA B HHBATA Ha NMKOYHATA KUCEIHHA H
kpeaturQocoKHHAIaTA B KPHETA; 3aCHIEHO WyBCTBO HA [ai; samaifoct; DesnokoficTo; Tpemop; HeoOuuaiHd
AeloKeHn (UCKAHE3WH), 3aNeK; CyXO0Ta B ycTata; obpis; 3aryba Ha CHia; NPEeKOMEPHA YMOPASMOCT; 3aAbPKaHe Ha
BOZA, BOJIELIO A0 OTHYAHE HA PhIETE, IIE3eHHTE MM Ha CTHIANATA; BHCOKA TeMmepaTypa; GonkM B craBHie; H
cexcyanHy THcdyHKURE, KaTo HaMATIeHo JTHOUNO NPy MEIKES W KCHH WIH ePeKTHIHE AUCHYHKUNA NPH MEXE.

HeuecTre HeXenasu peakiuu (Morar da 3acersart Ao ) Aa 100 gymm) BKIOUBAT CBPBXUYBCTBHTETHOCT {nanp.,
nofysaHe Ha ycTaTa M rbpiaoro, chpbex, ofpus); nuafer win BNomasaHe Ha AHabeTa, NOHAKOra CBBPIAHO C
KETOAIy03a (KeTOHH B KpLBTA M YPHHATA) WIM KOMa; rbp4oBe, OGHKHOBCHO CBBP3AHH C THPUOBE B MHHANOTO
(enmnencys); MyckynHA CKOBRHOCT MM Cla3Mu (BKJIOYHTENIHO JBIDKEHUS HA OUMTE), CHHIPOM Ha HECHOKOHHWTE
kpaka; NpoGlieMH ¢ TOBODA; 3aeKBaHe, 6aBEeH CHPHEUeH MYNC; TyBCTBHTENHOCT KM CITEHUERa CBETINHA; KbpBeHe OT
HOCA; TIO/yBaHE HA KOpeMa; OBHINEHO CTIIOHOOTCNAHE, 3ary(a Ha nameT WM 320papixe; He3allbpKaHe HA yPUHATA,
3ATPYAHEGHHAE IPH YPHHHDPAHE; KOCONAL; NHIICA WY BAMAIABAHE HA MEHCTPYATTHHTE NUKITH H NIPOMEHH B [HPAHTE NIPH
MBKE ¥ JKEeHH, KATO NaTONOrHUHA MPOLYKIMA Ha KBPMa HII¥ NATOJIOTMIHO HAPACTBAHE.

Peaxure HexenaHy peaxipy {Morar a 3acernar o 1 na 1 000 gynu) siotioybaT NOHKARAHE HA HOPMANIHATA TENECHA
TeMnepaTypa; HapylLIeHNS HA CHPACHHMUA PHTHM; BHE3AIHA HeobACHUMA CMBPT; BhINANCHHE HA 3ANCTOMAINHATA JUTe3a,
NpUYMHABALIO CHITHA KOpeMHA HONKa, TeMIepaTypa M HEPA3MO/IOKEHUE, gepHoapobHO 3a00naBaHe, IPOIBABAILD CO
KATO TIOYCHITABAHE Ha KOKaTa ¥ HabsiaTa YacT HAa OUMTe;, MYCKyaHO 3afoisBaHe, MPOABABAIIO €& KATO HeOOACHUME
GONKH K CTpaRAHKS; IPONBKHTENAA B/ GoneaHeHa epeKid.

MHOro penxuTe HEXEIaHH PEAKIHH BKTIOYBAT TENKKM aNePTHYHH PEAKIHH, HANPHMED AEKApCTBEHA peakiud
eozuHodunua d cucremus cemnToMu (DRESS). DRESS ce nposesBa spBOHAYATHO KATO TPUNONONOGHH CHMITIOMH
¢ Jnues 0GPMB, OCIENBAH OT paspacTBake Ha 06pUBa, BUCOKA TEMIIEPATYPA, IONYBAHE HA IMMHHTE BHA/IH, NOBHIIEHH
HMBA HA YEPHONPOBHITE SHIHMM, YCTAHOBEHM TIPH KPBBHH TECTOBE, I NORMaBaHe Ha Gpos Ha onpezenen Bun Genu
KPBBHY KIETKH (€03HHOQWTHA).

JloxaTo NpBeMaT ONlaH3aiKH, NAUWEHTHTE B HANPEAHA/A BE3PACT ¢ ACMEHLIMA MOTaT A (0y4aT HHCYAT, NHEBMORKA,
HEe3aNBPIKAHE HA YPHUHATA, IaJaHid, H3BBHPEIHA YMOPAEMOCT, SPUTE/THY XANIOUHHALHH, TOBHIIABAHE HA TENECHATA
TeMIIEpaTypa, 3a4epBABaHe Ha KOXaTa M IPOGNeMH ¢ XonereTo. B Tasu cnenugHIHa rpyna nauue chOOIEHHA
H 3@ HAKOJIKO CITy4ad ChC CMBPTEH H3XOJL.

Onanzanue AKOPA MOXKE Aa BIOIIM CHMITTOMNTE ipH NainenTd ¢ Gotectra Ha [lapxumc

Cpobiasane Ha HEKENAHM PEARIHE

N
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AKO HONYYMTe HAKAKBH HEXETAHW IEKAPCTBEHN PeaKiy, ynenomere Bamus nexap uiu gapmaest. Tosa sxmoysa
BCHYKH BL3MOKHH HEOIMCAHHM B Ta3H JHCTOBKA Hekelauy peaxuui. MoxkeTe Chilo g ChOGIIHTES HeXeNaH) PeakuHu
JHMPEKTHO Upe? HALMOHATHATA CHCTeMa 32 chofmasane:
YatrsiHKTE THE areHLHA N0 ICKAPCTRATA
yit. ,,Jaman Ipyes"Ne 8
1303 Codus
Ten.;+35 928903417
ye6Geatit: www.bda.bg

Kato cnrofinaBate He)emaHW PEaKiHH, MOXKETE Ja Jajere cBOS NPUHOC 33 MONYYaBaHe Ha NOBede MHYOpMALNA
OTHOCHO 6€30MaCHOCTTA Ha TOBA JISKAPCTBO.

5, Kak 12 cpxpansspare Onansanas Akopa

o CuxpaHsBaiiTe Ha MACTO, HEJOCTHITHO 32 Jelia.

» He mnonagaitre Onan3anmus Axopj Cfefl W3THYAHE CPOKA HA TOAHOCT, otlenssaH Ha BiaucTepa W KapTOHEHATA
ornaxoBka ciaen ,J onen no/EXP”. CpoksT Ha FOKHOCT OTT0Baps HA NOCHEAHA JIEH OT NMOCOYEHHA MECeLL.

¢ Jla He ce chXpansea npn Temueparypa san 30°C.

e He mxpupnaifte fexapeTata B KaHATH3AUHATA HAM B KOHTEHHEpa 33 JIOMAIIHH OTNATBLH. Ilomuraiite Bamus

(apMaleBT KaK A2 H3XBPIIATE TeKapCTBAT2, KOMTO BEUe He M3non3saTe. Te3d MepkH e CTIOMOTHAT 3a OTia3BaHe Ha
OKOTHATa cpena.

6. Chabpkanfe HA ONAKOBKATA H A0NLJIRHTEIHA HHPOPMATINS

Kakso coanpxka Quanzannn AKopa:
AKTHBHOTO BeLIECTBO € onanzamuy. Beska dunMupana Taberka cogppxa: S mg unk 10 mg OT aKTHEHOTO BEILECTBO.

TabneTkata  ChIBKE  CHINO:  JIAKTO32  MOHOXMApAaT, MHKPOKDHCTATHA  LEIYJ03a,  KPOCTIOBHJIOH,
XUAPOKCHITPOMMILIENYII033, MATHE3HER CTeapar.

GuIMOBOTO TIOKPHTHE ChABpXa: XAnpomenoza (E464), Turanoe nuokeun (E171), maxporox 400, nommcopbar 80
(E433).

Kaxk m3rilexaa 01233088 AKOp] ¥ KAKBO ChALDKA GHaKOBKATa:

Onawsanms Akopn 5 mg PuIMHpaHH TabneTu: Ben 0 novTH Gesa KpLrik ABORHON3TEKHANN GUIMHPaHR TabiaeTk1
¢ aE6HaTo penedro oboznauenune ‘O1° o1 exnara cTpaya K raikd OT Apyrara.

Onatsanun Axopx 10 mg dunmmpaun Tabrerxa: Bem Do nourn Gemu Kpbrid ABOHHOMBITBKHAIM (QHIMUpaHy
tabnerku ¢ BaE6RATO penedno oboznadenne ‘03" oT eaHaTa CTPAHA M TIIAIKH OT qpyrara.

Ta6rerxure Onapsanus AKopa of 5 mg # 10 mg ce npezmarar B OnakoBkH, ceyspkamu 15, 28, 30, 35, 56 anu 70
TabIeTKY B Ky THIL.

He BCHukd BHIORE OMAKOBKM Morar Aa 6baar mycsaTi B npogaxda.

TIpaTeKATE] B2 PA3PLIICHHETO 32 yRHoTpeda:
Accord Healthcare Polska Sp. z 0.0.,

ul. Tasmowa 7,

02-677, Warszawa, Mazowieckie,

Homua

NpousBoguTen:
Accord Healthcare B.V.,
Winthontlaan 200,

3526 KV Utrecht,
Hupepnanaus




Accord Healthcare Polska Sp.z 0.0.,
ul. Lutomierska 50, 95-200 Pabianice,

Tlonma

To3m AexapcTBen HPORYKT € paspented 3a ynoTpeda B abpaanute wienkn na EUII nox caexante amena:

HMme ua abpranaTa Hime Ha JeKapCTEERER BPOAYKY
buarapus Onansanuu Akopa 5/10 mg dwimMuparn TabneTku

aHHA Olanzapine Accord
Ecronns Olanzapine Accord
Dunnanzns Olanzapine Accord 2.5/5/7.5/10/15/20 mg Kalvopiivysteinen Tabletti
Jlateus Olanzapine Accord 5/10/15 mg apvalkotas tabletes
Jlurea Olanzapine Accord 5/10/15 mg plévele dengtos tabletés
Hopserus Olanzapine Accord 2.5/5/7.5/10/15/20 mg filmdrasjerte tabletter
Lizetms Olanzapine Accord 2.5/5/7.5/10/15/20 mg Filmdragerade Tabletter
Hupepnanans Olanzapine Accord 2.5/5/10/15/20 mg Filmomhulde tabletten
O6eRuHEHO KPAJICTRO Olanzapine Accord 2.5/5/7.5/10/15/20 mg Film-coated Tablets
ABcTpHs Olanzapine Accord 2.5/5/10/15 mg Filmtabletten
Kuitsp Olanzapine Accord 5/10 mg emxaivupéve pe Aentd vpéviox Sroxia
Hpragpus Olanzapine Accord 2.5/5/7.5/10/15 mg film-coated Tablets
Hranud Olanzapine Accord 2.5/5/10/20 mg compresse rivestite con film
Maitra Olanzapine Accord 2.5/5/7.5/10/15 mg, pilloli miksija
Cnosamka penyoixa  |Olanzapine Accord 5/10 mg filmom obalené tablety

Jlara Ha nocjeaHo Npepasraexkiafe Ba AncToskaTa 10/2022




