Fuwsetrs f(?a 20 LAY

JIncToBka: nHGopMaLHA 32 noTpedHuTE I

Maannepuaou Tepa 75 mg AvKeKUHOHHA CYCHEH3NS ¢ YAL/IKEHO 0cBODOXKNABAHE
Paliperidone Teva 75 mg prolonged-release suspension for injection

NMaannepuaon Tepa 100 mg nHXeKUHOHHA CYCHIEH3H ¢ YABL/DKEHO OCBODOXK/IaBaAKE
Paliperidone Teva 100 mg prolonged-release suspension for injection

Haannepnaon Tepa 150 mg nxeKIAOHHA CYCHIEH3HS ¢ YABJDKEHO 0CBO0OKAABaNE
Paliperidone Teva 150 mg prolonged-release suspension for injection

nanunepuaol (paliperidone)

[IpotueTeTe BHHMATE/IHO HAJAATA JHCTOBKA, NPEAH A& 3aN04YHeTe 1A H3NO/I3BATE TOBA

JIEKaPCTRO, Thil KATO TH CBAbLPXA BaXHa 3a Bac HEpopmanus.

- 3anaseTre Ta3u dMCTOBKA. MOXKE na ¢c€ HaNOXKH Ja A IPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JONBIHUTENHH BBIOPOCH, NonuTaiTe Baluus nekap, GpapMauesT Wi
MEeIHLIMHCKA CecTpa.

- AKO NONYYHTE HAKAKBH HEXKEJIaHHW peakuny, YBeaoMete Baung nexap, papManeBT win
MEIMLMHCKA cecTpa. TOBa BKNIOYBA U BCHUYKH Bb3MOXXHHU HEXEaHH peaKLIHH, HEONHCAHH B
TA3X TUCTORKA. BHKTE TOUKa 4.

W___
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1. Kaxpo npeacrapiaasa [anunepuaon Tesa # 32 KAKBO ce H3IROJI3BA

[NanunepunoH TeBa chbAbpKa AKTHBHOTO BELLECTBO MNAJHIICPHAOH, KOSTO MPHHALICHKH KbM Ipynara
Ha aHTHIICHXOTHUYHMTE JIEKAPCTBA H CE W3MO3RA KAaTO NMOIbPIKALIO JIeYEHHE 38 CHMITTOMHTE Ha
iiH30GpeHHA NPy Bb3PACTHH NALMEHTH, CTAOWIN3HPpaHH ¢ NATHNEPHAOH WIH PHCNICPUAOH.

AKO B MHHAJIOTO CTE MOKA3a/MH NOBJIUABAHE OT NATUNEPHIOH WIH PUCNIEPHIOH H MMatTe JIEKHU 10
yMepeHH CHMNTOMH, Balumnar nekap moxe na 3anovne nedenue ¢ [lanunepuaon Tepa 6e3

Aipe/BAPUTENHO cTabUNM3MpaHe ¢ NATHACPHICH HIIH PHCTICPHAOH.

IHnsodpennara e 3abonspase ¢ ,,TIO3HTUBHH® U ,,HETATUBHU CHMNITOMM. .,/ 103MTHBHK" 03Ha4aBa
NposBa Ha CHMITTOMH, KOMTO HOPManHoO He ce Habmoaasat. Hanpumep yosek ¢ WH30PpeHHs MOXe
Ja 4yBa r1acoBe WM Aa BIHKAA Hellla, KOMTO HE ChLUECTBYBAT (HApeUeHH XalloLHMHALIMK ), 1a BApBA B
HELa, KOHTO HE ¢a BEPHH (M30NaueHO BL3PHEMAHE HA NEHCTBHTEIHOCTTA) WM 1a C€ YyBCTBA
HeoOHualiHO NOAO3PUTENEH KbM ApYrHTe. ,,HeraTMBHH® o3HadaBa NUNCa Ha NOBEACHHE H/IK YYBCTBA,
KOKTO HOPMAaJIHO ChILECTBYBAT. HanpuMep 4oBeK ¢ IUH30(pEeHHs MOKE 1a H3INIEKIa YeAHHEH H
1300110 Ja He pearnpa eMOUMOHAIIHO WIH 1a MMa 3aTpYIHEHHSA A4 FOBOPH MO SCEH H JIOTHY€H HauYMH.
Xopara ¢ ToBa 3abongBaHe MOXE J1a C€ YUyBCTBAT CbLIO ACTIPECHPAHH, 1A H3MHUTBAT TPEBOXKH
YYBCTBO 32 BUHA WJTH Ja CA HANPETHATH. ‘

Manunepunon TeBa Moxe Aa MOMOTHE 3a 00cKYaBaHe CHMITTOMHUTE Ha BaiueTo 3a
[IpeJOTBPaTH TAXHOTO Bb30OHORIBAHE.
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2. Kakso Tpa®Ba na 3HaeTe, npeau Aa uinoasparte Ianunepuion Tesa

He n3noazsaitte Iaannepuaon Tesa

- aKO CTE aA€PrudHt KbM NATUNESPUIOH HIH KbM HAKOSA OT OCTAHAJIMTE CbCTABKHW Ha TOBA
nekapeTeo (H30poeHH B TOUKa 6).

- aKO CT€ AJIEPrMYHH KbM JIPYTO aHTHIICUXOTHYHO JIEKAPCTBO, BKJIOYHTETHO BEILECTBOTO

PHCTIEPHIOH.

Ipeaynpexaenus A NpeJna3nn MEpKH
I'oBopete ¢ Bamng nekap, hapMaueBT Wiy MEAHLIMHCKA CECTPa, Npead Aa uanonseare IlanunepuaoH
Tera.

ToBa nekapcTBO HE € NPOY4BAaHO NPH NMALMEHTH B CTAPUECKa BB3pacT ¢ AeMeHLus. [IpH nauyeHTH B
CTApYECKa Bh3PacT ¢ AeMEHLHA, 0o0aye, KOUTO ca JIEKyBaHH ¢ ApyrH noao0HH BHAOBE JIEKAPCTBA,
MOJKE Jla HMa MOBHILEH PHCK OT HHCYAT WIH CMBPT (BIOKTE TOUKa 4, B1L3MOXHH HexXellaHH peakuHi).

BcuukH lekapeTBa MMAT HEXKENTAaHH PEaKkLIMHK, a HAKOH OT HEXEIAHUTE PEeaKLHH Ha TOBA JIEKApPCTBO
MOFAT Ja BIOLIAT CUMITTOMHTE Ha npyrH 3abonaeanvs. [lopaau Ta3d npHuHHa € 0COOEHO BAXKHO Na
obcbauTe ¢ Baiuus nexap BCAKO OT NOCOYMEHHTE NOo-A0ay 3a00nsBaHUA, KOUTO € BL3MOXKHO Ja C€
BJIOLLIAT MO BPpEME Ha JIEYEHHETO ¢ TOBA JIEKapCTBO:

- aKo UMaTe MapKHHCOHOBA DoJieCT

- ako Hsakora Bu e 6M1a nocTtaBeHa JUarHo3a 3a 3a00naBaHe, YHHTO CHMITTOMMH BKTIOYBAT
BUCOKA TEMIIEPATYpa H CKOBAHOCT HA MYCKYJIMTE (MO3HATO OLLE KAaTO 3I0Ka4€CTBEH
HEBPOJENTUHEH CHHAPOM)

- aKO HAKOTA CTE HMAIK HeOOHYaliHH IBHKEHHA Ha e3HKa WIH JTHUETO (TapAMBHA JHCKHHE3HS )

- ako BH e H3BecTHO, Ye B MHHANOTO CT€ HMAJIM HUCKH HUBA HA DEJINTE KPBBHH KJIETKH
(KOETO MO3Ke 1a € OMI0 WK Aa He € 610 NMpeAU3BHKaHO OT APYFH JIEKapCTaa)

- aKo UMaTe JMaler WiH CTe Npeapa3noiokKeHd KbM AHabeT

- aKO CTe MMaJIM PaK Ha MbPJAATA WIH TYMOP Ha XMNOGQH3IHATA ¥U1€3a B MO3bKa

- aKo uMare ChpaeyHo 3adonsBaHe WIH JTeYEHHUE Ha ChpAEUHO 3ab0ABaHE, KOETO
npeapa3nojara KbM HHCKO KPbBHO HAJIAMaHE

- aKO MMaTE HACKO KPBBHO HAIATaHE MPH BHE3AMHO MPEMHUHABAHE OT JIETHAJIO B CEIHAIO
WK H3NPaBEHO MONCKEHHE

- AKO HMATE CIHICNCUS
- ako uMmare npobaemu ¢ OLOpeLHTE

- aKo Mmate npobnemMHu ¢ HepHHa apod

- aKoO HMaTe NpOABb/KHTEIHA WKWK DONe3HEHa epeKLns

- aKO UMaTe npobaeMH ¢ KOHTPOJHPAHETO Ha TENeCHaTa TEMIEPATYpa Wi NperpaBaHe

- axo uMaTe HeoOHyaliHO BUCOKM HHBA Ha XOPMOHA NPONAKTHH B KPBBTA MIIH aKO €
BB3MOXKHO Jl1a MMATE NPONaKTUH-3ABUCHM TYMOP

- ako Bue win Hakoil apyr BnB Banleto cemeiicTBO HMa aHaMHE3a 38 KPhBHH CHCHPELH, THH
KATO QHTHICHXOTHYHHTE JIEKapCTBa Ce CBbP3BaT ¢ 00pa3yBaHETO HA KPbBHH ChCHPEILIH.

AKO UMaTe HAKOE OT TE3H 3aboaBaHus, Mo, HHopMmupaiiTe Bawuns nexap, T KaTo TOW/ TR MOXKE
na Kopurupa fozata Bu wan 1a By Habaronaea 3a H3BECTHO BpeMe.

B MHOro peakH ciiyuad NpH NMaldeHTHTE, IPHEMAalll TOBa JIEKAPCTBO, ¢€ Hab/I0AaBa OMAaCHO HHCBK
6poit Ha onpeaeneH BuA 6eny KPbBHH KJIETKH B KpbBTa, HEOOX0AHMH 3a bopba ¢ HHpeKLnHUTE U

3aTOBa BaluuaT nekap Moxe na npoeepu Opoa Ha Oenute BH KPBBHH KIIETKH.

Paako MoOraTt 1a Bb3HHKHAT aJICpru4yHy peaKkurH CJic] HHXKCKTHPAHC Ha NATHUNICPHIAOH,
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Tosa nekapcTBO MOXE Aa A0BeAE AO NOBUILaBaHe Ha BaweTo rerno. 3HaYMTENHOTO yBeNHUEHHE Ha
TEFJIOTO MOXE Aa MMa HebnaronpusaTeH edekT BbpXy 3apaBero Bu. BawuaT nekap 1pabsa peaoBHO
1a U3MepBa TEIECHOTO BU Terno.

[Tpx nauMeHTH, MPUEMAlLH TOBA JIEKAPCTBO, ce HabaronaBa NnoABa Ha 3axapeH auader Win
B/IOLIABAHE HA CHIECTBYBAll 3axapeH AnadeT; BawusaT nexap Tpadea na By npernena 3a npu3Haum
Ha BHCOKA KpbBHa 3axap. IIpu nmauMeHTH ¢ YCTaHOBEH 3axapeH AHaber TpsbBa peloBHO aa ce
NpocaeNsBa HUBOTO Ha MIOK03aTa B KPbBTA.

TBi KaTO TOBA IEKapCTBO MOXE Aa [IOTHCHE NMO3WBHTE 3a NOBPBUIAHE, HMa BEPOATHOCT TO Ja
MacKHpa HOPMAaJHHA OTTOBOP Ha OpraHH3Ma KbM NOMTHIIAHETO Ha TOKCHYHH BELUECTBA WIH APYIH
MEAHLIMHCKH ChLTOAHHA. |

[To BpeMe Ha onepaLMs Ha OKOTO 3a NOMBTHABAHE Ha JiellaTa (KaTapakTa WiM nepae), seHuuara
(YepHHAT KPbI B CPEAATA Ha OKOTO), MOXKE A HE C€ YBENHYH A0 HeoOxoauMHs pasMep. Chilo Taka,
O BpEME Ha onepaliHg HPUCHT (OLBETEHATA YACT Ha OKOTO) MOXKE J1a 3aryOH TOHYC, KOETO MoXe 21a
JOBE/E A0 YBPEXKAAHE HA OYMTe. AKO NJIAHUpATE OMNEpaLiia Ha OKOTO, He 3abpapaiiTe na
uHopmupare Balling oueH nekap, 4€ npUeMare ToBa JICKapCTBO.

llena v WHOIIH
Topa nexapcTBO He € NpeJHA3HAYEHO 3@ XOpa, KOHTO ca Ha Bb3pacT oA | 8-roauHu.

JApyra gexapcrea i [lanunepunosn Tena
Tpabra na kaxere Ha Bawus nexkap wiu gpapMaLeBT aKO MPHEMATE, HACKOPO CTE MPHEMAlH WY €
Bb3MOKHO J1a MpHEMeTe JpYTH JICKapCTBa.

AKO npHEMAaTe TORA JIEKAPCTBO ¢ KapOamasenuH (aHTHENHIENTHYHO J1IEKapCTBO M CTAOMIH3ATOP Ha
HaCTPOEHHETO), MOXKE 113 C€ HANIOXKH NPOMAHA Ha N03aTa Ha TOBA JIEKapCTBO.

Toi KaTo TOBA NIEKAPCTBO AEHCTBA OCHOBHO B MO3bKa, BIIMAHHETO Ha APYrH JIEKAPCTBA, KOKTO CHILO
AcicTBAT B MO3BKA, KATO HANPHMEP APYTH JIEKAPCTBA 33 NICUXHYHHU pa3CTPOMCTBA, ONMHOHAH,
AHTHXHCTAMHHH U CHLHOTBOPDHH JIEKapCTBa MOXKE a AOBEAE A0 YCHIBAaHE HA HEXENaHH peaKuHM KaTo
CBHHAMBOCT WIN APYTH PEAKLIMH OT CTPaHa Ha MO3bKa.

Tsii XxaTO TOBa NEKAPCTBO MOKE 1a MOHMXKH KPBBHOTO Hansrase, Tpabea aa ce ob6bpHe ocobeHo
BHMMAaHHE, KOTATO TOBA JIEKAPCTBO €€ M3MOJI3BA C APYTH JICKAPCTBa, KOUTO MOHWXKABAT KPbBHOTO
HATAraHe.

ToBa nekapcTBO MOXe Aa HaMaH edeKTa Ha JIeKapcTBa APOTHB NMapKHHCOHOBA OONECT H CHHAPOMA HA
HECMOKOHHHTE Kpaka { HarnmpuMmep nNeBoaona).

ToBa nekapcTBO MOXKE [Ja NpeaH3BHKA MATONOTHYHH NPOMEHH B enekTpokapanorpamara (EKI),
NPOABABALLK CE€ KATO IbJTbI MEPHOA 3a NIPEMHHABAHE Ha HMIMYJIC NPe3 onpeaeneHa 4acT OT ChpLETO
(M3BECTHO KaTo ,,yobkasane Ha QT unreppana*). Jlpyru nekapcTea, KOMTO HMAT TaKbB eQEKT, Ca
HAKOM JIEKApCTBA, M3MNON3BAHH 32 JICYEHHE HA PUTHMHH HAPYLIEHHS Ha CbPLETO WIH 34 JICUCHHE Ha
HHQEKLMH, KAKTO Y APYTrH aHTHIICHXOTHLIH.

AKO CT€ CKJIOHHH KbM Pa3BUBAHE Ha rbPHOBE, TOBa JICKAPCTBO MOXKE J1a YBEJHYH BEPOATHOCTTA 18 '
frosy4uTe. Jpyru nekapcTBa, KOHTO HMaT TaKbB €(EKT Ca HAKOH JIEKapCTBa, U3NOI3BAHH 32 JIeUeHHE
Ha JENPECHS WIN Ha HHPEKLMH, KAKTO H JPYTH aHTHIICHXOTHLH.

Manunepuaox Tepa TpsaOBa aa ce H3NOI3Ba ¢ NOBUILEHO BHUMAHHUE C JIEKAPCTBa, KO
aKTHBHOCTTA Ha LIEHTPANHATA HEPBH& CHCTEMA (NICHXOCTUMYJIAHTH KaTo MeTHIhe ‘§? .

Mannanepuaon TeBa ¢ aj1Ko0xo040
ANKOXonsT TpAOBa aa ce u3dsarsa.
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bpeMeHHOCT H KbpMeHe

AKO cTe 6peMeHHa Wi KbPMHTE, CMATATE, Y€ MOXe Aa cTe OpeMeHHa WIH IU1aHUPATe OpeMEHHOCT,
nochBeTRaiiTe ce ¢ Bamnus nekap Wiy GapMaueBT npeay 1a U3non3eare Topa nekapcto. He Tpabsa
1a W3NOM3BaTe TOBA AEKAPCTBO MO BpeMe Ha SPEeMEHHOCT, OCBEH ako He c¢Te obcbhannm Tosa ¢ Bauing
nekap. [1py HOBOPOAEHH, YHWTO MaHKi ca H3MOI3BAJIH NAMNEPUAOH MpPEe3 NMOCIeIHUI TPUMECTBP
(nocneaHKuTe TPH Mecelia OT OpeMEeHHOCTTa) MOraT Ja C€ NOABAT CECHHTE CHMITTOMH: TPENepeEHe,
MYCKYJIHa CKOBAHOCT H/HJTH ¢1aboCT, CHHAUBOCT, B30y Aa, MPOOAEMH C AMILAHETO H 3aTPYAHEHHA C
xpaneHeTo. Ako Bawero 6e6e pa3sue HAKOH OT T€3H CHMITTOMH, MOXE 112 C€ HANTOXKH [a NOTLPCHTE

neKapcKa NMoMoLL.

ToBa nekapcTBO MOXE Aa NpeMUHaBa OT Ma#kaTa kbM 6e0eTo NOCpencTBOM KbpMaTa U MOXe 21a
yBpean nerero. Eto 3amo He Tpabpa 1a KbpMHTE A0KATO H3NOJI3BATE TOBA JIEKAPCTBO.

Illodpupane u pabora ¢ MAIIHHA

Tlo BpeMe Ha NeyeHHe C TOBA JIEKAPCTBO MOXKE /12 HACTBIIAT 3aMaiBaHe, CUIIHA YMOPa H 3pUTe/THH
npobnemn (BywxTe Touka 4). Toa Tpsabsa aa ce B3eMe N0 BHUMAHKUE B CITy4aH, KOraTo € Heobxoauma
ITbJIHA KOHLICHTPALHK, HAMPHMEP MNpH 1wodupaHe 1 paboTa ¢ MALIKHK.

IManunepuaon TeBa cbAbLpXKa naTpHil
Tosa nexapcTBO ChaAbPXKa no-Manko ot | mmol vatpuit (23 mg) 3a 1034, T.e. MOXKe [1a C€ Kaxe, e
MPAKTHYECKH HE CHABPIKA HATPHHA.

3. Kak aa u3noaipare Ilaannepngon Tesa

ToBa lexapcTeo ce Npunara ot Bauius nexap Win Apyr MEAHLIMHCKH CieLManiCcT. Bammar nexap wie
By kaxke Kora “Mare Hy»JAa OT CleABalLa nHkekLnsa. BaykHo € Aa He nporyckare n1aHHpaHa 103a.
AKO He MOXeETe 1a CIa3sHTE YFOBOPEHOTO NOCELICHHKE MPH JieKapa, He 3abpassaiite na My ce obanure
Be/Hara, 3a Aa CH YroBOpPHTE APYr 4ac Bb3MOXHO HaH-CKOpO.

[TepsaTa urxexuus (150 mg) u Bropara mokekuus (100 mg) oT ToBa AeKapcTBO L€ BH CE NOCTABAT B
ropHaTa 4acT Ha pbKara npuban3uTenHo npes HHTepBan oT 1 ceamuua. Ciell TOBa BEAHBK MECEYHO
we By ce nocTaBs HHXKeKLWA (B 7033 oT 25 mg no 150 mg) wik B ropHaTa 4acT Ha phKaTa, Wil B
CeJaNULIETO.

Ako Bamuar nekap npomeH# jieyeHuneTo By oT pHcnepruaoH HIOKEKUUA ¢ IPOAWDKHTEIHO AeACTBHE
KbM TOBA 1€KapcTBO, BHe Lie nony4uTe MbpBaTa CH MHIKEKLIMA OT TOBA JIEKapCTBO (B 1034 OT 25 mg
a0 150 mg) MK B ropHaTa 4acT Ha pbKaTa, WIH B CEAATHLIETO B ACHA, 3alUIaHyBaH 3a CJI¢ABailaTa
nHkexus. Cnen Tosa we By ce noctass ukekima (B 1o3a oT 25 mg a0 150 mg) BeaHBkK MeCe4HO
WIH B TOPHATa YacT Ha PBKATA, WIH B CEAATHLLETO.

B 3aBUCHMMOCT OT CHMOTOMHMTE BalllMAT ekap Moxe Aa yBEJIHYH WIIH HAMaH KOJIHYECTBOTO Ha
NIeXapCcTBOTO, KOETO NOJTy4aBaTe, C €1HO HHBO Ha J03aTa No BpeMe Ha IlaHMpaHaTa By MeceyHa
HHIKEKLIUA. |

[TauuneHTH ¢ 6B6petnn npobnemu

BaimsaT nekap MOXe 1a KOPHIHpa 103aTa Ha TOBa JiekapcTBo Ha 6a3ara Ha 6v6peynara Bu dyHxuus.
Ao umare nekn 6b0peunn npobaemy, Bawuar nekap moxe na Bu naae no-Hucka nosa. Ako umare
YMEpeHH MK TeXKH 66peuHn npobaeMu ToBa 1exapcTBO He TpAOBa 1a ce H3MOM3Ba. ,

Crapuecka Bb3pacT
BawuusaT iekap MoXke Jla TOHWXKH A03aTa Ha TORA JIEKapCTBO, ako ObOpeuHaTa B

HaMAaJIEHA.
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Axo ca Bu noctaBnam noseue ot HeoOxoaamaTa n03a Ilaannepuaon Tesa
ToBa nekapcTBO 1ie By 6Bae npuioxkeHo noj MEAHLIMHCKO HabMOACHHE, MOPaiK KOETO € MaJIKO
BEpOATHO Aa Bu 6bae npusoxkeHo noseye oT HEOOXOAMMOTO.

[TaLMeHTH, Ha KOMTO € NPUIOKEHO NMPEKANEHO MoNAMO KONHYECTBO NAJTMNEPHIOH, MOXE a NOTy4aT
ClIEAHUTE CHMIITOMM: CLHJIHBOCT WIH Ceaailys, YCKOPeH ChpPACYEH PHTBHM, HUCKO KPLBHO HANATaHe,
aGHOPMHA elleKTpoKapAHorpaMa (NpocieasBaHe Ha €NeKTPUUECKATa AKTHBHOCT Ha ChPLETO) MM
6aBHH WK HeOOHYANHH ABHXXEHHS HA JIMLIETO, TAJIOTO, PBLETE WIHM KpaKata.

AKo cTe cnpean n3non3BaHeTo Ha Ilaannepuaon Tesa

AKo cnipeTe Aa nojy4asare Bainte HHxekUMH, edexTuTe OT NekapeTBoTO e ce WIryoar. He tpabea
A2 CIMpaTe U3MOI3BAHETO Ha TOBA JIEKapCTBO, OCBEH ako BaiuuaT nexap He B e kasan na ro
HanpasuTte, Thil KaTo cuMnromure Bn Morar ga ce Bb30OHOBAT.

AKO MMaTe HAKAKBH JOMhJIHUTENHH BbIPOCH CBbP3aHU ¢ ynoTpedaTa Ha TOBa JIEKApCTBO, MONMHUTANTE
Baiuus nexap unu apMauesT.

4, BuL3MOXKHH HeXKeAHH pPeaklHH

Kakro scU4KH JIeKapCTBa, TOBA JIEKAPCTBO MOXE a NpeAU3BUKA HEXKENTAHH PCAKLIHHA, BBITPCKH Y€ HE
BCCKH 'l NTOJIYyHaBa.

Huq:upmnbaﬁ're BeaHara Bamun aekap, ako:

- NOJY4HTE KPbBHHM ChCHPELIH BBB BEHHUTE, 0CODEHO B KpaKaTa (CHMIITOMHTE BKJIIOYBAT
noayBane, 60Jika ¥ 3aUepBABAHE HA KpaKa), KOUTO MOTAT Ja C€ NMPHABHKAT N0 KPbBOHOCHHUTE
cbaoOBe A0 OennTe ApoboBe M fa NpUUUHAT 601Ka B bPAMTE U 3aTPYIHEHO AHILAHE. AKO
3a0eie)KUTe HAKOH OT T€3W CHMITTOMH, MIOTbPCETE BEAHAra Jekapcka rnomolll,

- ymaTe AeMEHUHA H H3MKWTATe BHE3aNHa MpoMaHa B MCHXHYHOTO CH CHCTOAHHWE HJIM BHE3aNHa
c1ab0CT WM H3TPHNBaHE Ha JIMLETO, phbLETE WK KpakaTa, 0cOOEHO OT €AHaTa CTpaHa, HIIH
HesCEH roBOp A&XKe 3a KpaTbK NEpUoA OT BpeMe. ToBa MOXKE Ja ¢a NMPH3HaLH Ha HHCYJIT,

- HMMaTe MOBHIIEHA TEMIIEPATypa, MYCKYJ/1Ha CKOBAHOCT, H3MTOTABaHE WIIH MOHWKEHO HHUBO Ha
chb3HaHHe (HapylUeHHE MO3HATO KaTo ,,HeBponentiueH MaNHrued cCHHApoM™). Moxke Ja ce
HAUI0XKU He3zabaBHO JieueHHe, |

- aKO CTE€ MBXK M H3NHTATE NPOABLKHTENHA WK Oone3HeHa epekuud. Toea ce HapH4a
npuanu3bM. Moxe na ce HanoXH He3abaBHO neueHkme,

- MMAaTe HEBOJIEBY PUTMHYHHM JBHKEHUA Ha €3MKa, YCTaTa H JIHLETO. MOXe Aa ce HaNoXH
CITHPAHE Ha NaJANEPHIOH, |

- NOJYYHTE TEXKA aJIepriyHa peakLy1s XapakTepyU3npauia ce ¢ rnoBULleHa TeMneparypa,
noayBaHe Ha yCTaTa, JIMLETO, YCTHUTE WIH €3MKa, 3a0yX, CbpOek, KoxkeH 0OpHB H NoHAKora
CrafaHe Ha KPbBHOTO HajaraHe (AocTHraula Ao ‘asadunakruyHa peakums’ ). Morar aa
Bb3HUKHAT aNepriyHy peakuyM clie] HHIDKEKTHPaHE Ha NMaIMNEPHAOH, I0PH K 8KO NpeaH ToBa
cTe MoHaca/H Ao0pe nepopaleH pUCTIEPHAOH MIIH NEpopasieH NaAUNepuacH,

- IaHUpaTe onepauusa Ha OKOTO, He 3abpaestite ga undopmupate Balvsg odeH nekap, ue
npuemare ToBa JekapcTeo. [1o BpeMe Ha onepauus Ha OKOTO 3a MOMBTHABAHE Ha Jielara
(KaTapakTa), MpMCHT (OLBETEHATA YACT HA OKOTO) MOXE A 3aryOM TOHYyC rmo BpeMe Ha
onepauuaTa (H3BECTHO KaTo ,,§JI0NH HPHC CHHAPOM ), KOETO MOXKE 112 IOBEE AOC yBpexKaaHe
Ha OKOTO,

- By e u3BecTHO, 4e B KPBBTa MMATE ONAacHO HUCHK Opoi Ha onpeaeneH BU 6enH
KpbBHHU KJIeTkY, Heo6xoanumu 3a dopba ¢ HHPEKLMUTE.

Morart na ce NoABAT CNEAHUTE HEXKENAHHU PCAKLIMH; WL n(;‘ix

~.
MHoOro 4eCcTH HeXKeJIAHH PeaAKIHH: MOraT Ja 3acernar noseue o1 1 Ha 10 1 et \
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° TPYAHO 3aCnyBaHe WIH MOAOBbPKAHE Ha ChHA. ks ! ;:
.—";.;__ﬁ:é'- " I:i,h-

ul\'%‘%:: H" : -

- " i oy -

DE/M/5542/001-006/1B/022 *:\u;,:fZﬂ%;mps



YecTH HeXKENANH PeAKNHHA: MOIAT 42 3acerHar 10 1 na 10 aymmn

CHMITTOMM Ha HACTHHKA, MH(PEKLMA Ha NUKOYHWTE MBTHINA, rpHRonoaodHo 3abonaBane,

[ANUNEPHAOH MOXe a MOBHIIM HHBOTO Ha XOPMOHA, Hape4eH ,,IPOJIAKTHH ', KOETO Ce
YCTAHOBABA C KPbBHH M3CNleABaHHs (MOXKE a MMa WIH Ja HAMa cHMnToMH). Koraro ce
NOABAT CHMITOMH Ha BHCOK MPOJIAKTHH, T€ MOXe a BKJIKOYBAT: NPH MBXKETE - NOJYBAHE Ha
rLPAXTE, 3aTPYAHEHO MOCTHIAHE U NMOAABPIKAHE HA EPEKLMA WIH APYrH CEKCyalHH
AMCYHKIIMHU; NpH HKEHNTE - TUCKOMGOPT B I'bPAHTE, OTACIAHE HA KbpMa OT I'bpPAHTE,
MPOIMyCHATH MEHCTPYAJIHH LIMKITH HWIH APYTH NPoOIeMH C MECCUHUA LIMKDB,

BHCOKa KPbBHa 3axap, fIOBULIaBaHE Ha TErN10To, 3aryba Ha Terjio, HaManeH aneTur,
pa3ApasHUTEIHOCT, JENPECHSA, TPEBOXKHOCT,

MApKHHCOHHM3BM: TOBA CHCTOAHME MOXKE ia BKITIOYBA: OAaBHU WIH HapyLIEeHH ABHXKEHNUA,
yCellaHe 3a CKOBAHOCT WIH HANMPErHaTOCT Ha MYCKYHTe (KOETO NpasH [BiXeHusTa Bu
pe3KH), a MOHAKOra JOPH YCEIlaHe 3a ,,3aCTHBAHE™ M NOC/IE€ Bb3CTaHOBABAHE HA BHIKCHHETO.
Jpyru OpH3HaLUWM 3a TAPKHHCOHH3BbM BKIIOUBAT OaBHa NOXOAKA C NMPOBJIAYCHH KPauKH,
TpefnepeHe B NOKOH, OGWIHO CIHOHOOTAENAHE W/WIK NMraBeHe M 3aryda Ha M3paKeHHe Ha
JHLETO,

0e3nNOKORCTBO, ChHAHBOCT WM HAaMale¢HO BHUMAHHUE,

AUCTOHHSA: TOBA € ChCTOSHUE, TIPH KOETo ce HabnoaaBar 6aBHK WIM NMPOABLIDKHTEIHH
HEBOJIEBH KOHTPAKLIHK Ha MYCKYJHTE. JIMCTOHHATA MOXKE 1a 3aCEerHe BCAKA 4acT OT TANOTO (KM
1a AoBeAe A0 HeoOHUaifHa CTOMKa), HO YecTo ce Habmonasa Npy JHLEBUTE MYCKYJIH,
u3paseHa B HeoOHuuaiiHW ABMXKEHHUA HAa OYMTE, YCTaTa, €3HKa WK HeNoCTTa,

3aMasHOCT,

AUCKMHE3HA: TOBA € CHCTORHHE, ITPH KOETO ce HAOMOAaBaT HEBOJIEBH ABHIKEHHA Ha
MYCKYJIUTE H MOXeE Aa BKJIIOYBA NOBTAPALIH CE, CIACTUYHH HIH I'bPUOBH ABHIKEHUA, WIH
MOTpenBaHMs,

TpeMOp (Tpenepexe),

rinasodonue,

YCKOPEH ChPACYCH PUTHM,

BHCOKO KPBBHO BaJIATaHE,

KauuiHila, 3amyleH HOC,

fonka B KOpema, NMOBpPbILAHE, raicHe, 3anek, JHapus, IOWOo XpaHoCcMUAane, 300001,
NOBUILIEHH CTOHMHOCTH Ha YE€PHOApOOHUTE TpaHCAMHHA3H B KPBBTA,

fonKa B KOCTHTE WIH MycKynuTe, 60KuU B repba, O0JKH B CTaBHTE,

JIANCA HA MEHCTPYAaLHA,
BHCOKa TeMnepaTtypa, cnaboct, ornaananoct (ymopa),
peaKilia Ha MACTOTO HA HHKEKTUpaHE, BKIO4YBalla Ceplex, Honka HiK NoayBaHe.

HedecTH HEXeIanH PeAKITHHA: MOTaT Aa 3acersHaT g0 1 na 100 aymn

DE/H/5542/001-006/1B/022

MHEBMOHHS, IPbAHa HHbpekums (OpoHXHT), MHEKLINA Ha JUXATETHHTE N'bTHILA, HHPEKLUA
Ha CUHYCHTE, HH(EKLHA Ha MUKOYHHS MeXyp, HHPEKLIMA Ha YXOTOo, rbbHuHa HHeKLIHA Ha
HOKTHTE, TOH3WINT, HHDEKLIMA Ha KOXKaTa,

HaMasieH Opoii 6e1H KpbBHH KJIETKM, HaMareH 6poi Ha BKWJa O€nH KPbBHH KIETKH, KOHTO
CMOMArar 3a 3alliMTaTa cpely HHQEKLHHA, AHEMMUH,

ajepruvHa peaxkLms,

nosBa WIH BJiolNaBaHe Ha AHA0eT, NOBHUILIEHO HHBO HA HHCYJIHH (XOPMOH,
KOHTPOJIMpall HUBOTO Ha KPLBHATA 3aXap) B KPbBTAa,

NOBHILECH aNeTHT,

3ary0a Ha aneTuT, BoAela 0 HeAOXPAHBAHE H HUCKO TEJIECHO TETI0,

NOBHILEHH TPHITTHLEPUAK (MACTH) B KPBBTa, MOBHIIEHO HUBO HA XONECTEPOJI B KPBBTA
HApYLLUEHHE HA ChHA, NPUIIOBIUTHATO HACTPOEHHE (MaHK ), HAMAIEHO CEKCY ’
xKeaHue, HEPBHOCT, KOLIMAaPH,

KbCHA AHCKHHE3HA (MOTPENBallid WIK Pe3KH ABHKEHHUSA, KOHTO HE MOXKeTe
Ha JIMLIETO, €3MKa MJIM JPYrH 4acTH Ha tanoTto). HezabaBHo kaxere Ha Ba
Bac ce nogBAT HEBOJHH PUTMHYHH ABHKECHHA Ha €3HKA, YCTaTa H JIHLETO
HaIOKHK CIHPAHE Ha JIeUCHHUETO C TOBA JIEKapCTBO,

6



NPHNAAbLK, HEMPEOAOHMO JKETaHHE 3a IBIDKEHHE HAa YaCTH Ha TAIOTO, 3aMasHOCT TpU
W3NpaBsHe, HapylleHa KOHLIEHTpalus, NpobiaeMHu ¢ peyTa, 3aryba Ha BKyca HiM
NPOMEHEH BKYC, HaMalleHa YyBCTBHTENHOCT Ha KoXaTa KbM D0JIKa M IONHP, ycellaHe 3a
MpaByu4KaHe, OolkaHe HIH H3TPBIBAHE HA KOXKATa,

3aMbIIEHO 3peHHe, HHOEKLIUA Ha OKOTO WIH KOHIOHKTHBHT, CyXOTa B O4HTE,

qyBCTBO 33 CBETOBLPTENK (BEPTHIO), LIYM B yiUWTE, BONIKA B YIIHTE,

ApEeKbCBAHE Ha NPOBOAMMOCTTA MEXKIY FOPHUTE W JOJIHATE YaCTH Ha ChPUETO, HEOOHUAHHH
eIEKTPMUECKH HMITYJICH Ha ChpLETo, YabDkaBaHe Ha QT HHTepBana Ha CbPLETO, YCKOPEH
Cbp/JEUYEH PUTHM TpY H3NpaBsHe, OaBeH CHPACUECH PUTHM, NPOMEHHM B 3aflMCa Ha'
eJIEKTPHYECKHUTE CUrHANH Ha chpueTo (enekTpokapanorpama unu EKT), yeeinane 3a
LNIpeolphiilaHe HA CHPLIETO B I'bPANTE H ChpLicOMEHE (NaNnUTaLHH),

HUCKO KPBBHO HajJIAraHe, HUCKO KPbBHO HalsraHe MpH U3npassHe (3aToBa HAKOHW XO0pa,
MPHEMALLH TOBA J1€KAapCTBO, MOXKE Jia Ce NOYYBCTBAT 3N1€, 3aMatH{ WK 1a MPHNaaHaT NpH
BHE3aMHO NPEMUHABAHE OT JIETHANIO B CEJJHAIO HIH H3MPaBEHO NOJIOKEHHE)

3ayX, , Bb3MAJEHO I'bIO, KPbBOTEYEHHE OT HOCA,

KOPEMEH I[HCKOMC])OPT, MHdEXKUHA Ha CTOMAaXa WK 4epBaTa, 3aTpYAHEHO nper.n'bmane CYyXOTa B
yCTaTa,

3aCHIeHO OTAeNSHE Ha Ta30BE WIH METEOPHIEM,

nosuiieHH ctoitHocTH Ha I'TT (uepHoapobeH eH3NuM, HapeveH rama-riayTaMdn TpaHcgepasa) B
KPBbBTa, MOBHILUEHH CTOHHOCTH Ha YEPHOAPOOHHTE €H3WMH B KPbBTA,

ypTHKapHs (W11 KONPHUBHA TPECKa), CbpOex, 00pHUB, Kocomnan, ekzeMa, cyxa Koxa,
3auepBABAHE HA KOXKATA, aKHE, THOMHO BB3NAIEHHE NOJ KOXKATa,

nosuiieHy HuBa Ha CPK (kpeatuH docdokuHaza) B KpbBTa, €H3UM, KOHTO TIOHAKOra ce
OTAeNA [TPA MYCKYJIHA TPaBMa,

MYCKYJIHH CIMa3MH, CKOBAHOCT Ha CTABHTE, MyCKYJIHa cinabocT,

HEBOJIHO H3NyCKaHe (He3aabpiKaHe) Ha yPHHA, 4eCTO YpHHHpaHe, 00JiKa npH ypHHUpPaHE,

 epeKTWIHA AUC(YHKLMA, HApYLIEHA eAKYJIaLMs, NMPOMYyCHATH MEHCTPYaIHH LIMKJIH WIH

ApYry npobaemMu ¢ MeCEYHHA UMKBA (3KEHH), YTOJIEMABAHE HA MbPANTE NPH MBXKETE,

‘cekcyanHa aucdyHKUMA, 60JKH B rbpAarTa, OTAEISHE Ha KbpMa OT MbPIHTE,

MOAYBAHE Ha JIMLETO, YCTATA, OUHTE WIH YCTHHTE, NOAYyBaHe Ha TAJIOTO, PBLETE WK KpaKara,
NOBULIEHA TENCCHA TEMIIEPATYpa,

MPOMAHA B NOXOAKATA,

00JIKa B rbpAMTE, IPbACH JHCKOM(OPT, NPH3IABAHE,

BTBbPASBAHE HA KOXATa,

naaaHe.

Peaxn HexxeJ1aHH peaKnHH: MoraT aa 3acernat A0 1 Ha 1 000 nymin

DE/H/5542/001-006/1B/022

o4yHa HHeKuHA,
KO)KHO BL3MaJeHHe, MPHYHHEHO OT akapu, CbpOek M JIIOCIH MO CKAJINa UK KOXKAaTa,
nosHileH Opoii eo3nHOobUIU (BHA O€NH KPbBHHU KIETKH) B KPBBTA,

HamaneH Opoit TPOMOOLIMTH (KPBBHH KIIETKH, KOHTO CIIOMArar 3a CHHpaHe Ha KbPBEHETO),
TpeNepeHe Ha rlaBara,

HEAACKBATHA CeKpella Ha XOPMOHA, KOITO KOHTpoaHupa odeMa Ha ypHHaTa,

3axap B ypHHaTa,

YKMUBOTO3AaCTpaLllaBallli YCJOXKHEHHUSA Ha HEKOHTpGﬂHpaH nuaﬁe'r
HUCKa KPBbBHA 3axap,

NMpeKOMepeH NPHEM Ha BO/IA,

JUNCa Ha ABHXKEHHE WIIH OTTOBOP B OYIHO CHCTOAHHE (KAaTaTOHMA),
00 BbPKAHOCT,

XO/IEHE HA CBH,

JIMNCa Ha EMOLIMH,

HEBB3MOXHOCT 3a AOCTUrAHE Ha OpPra3bM,

HEBPOJIENTHYEH MAJTUTHEH CUHAPOM (00BPKAHOCT, MOHHIKEHO HHBO WM
MHOT'O BUCOKa TEMMEpATypa W TEXKa MYCKYJIHa CKOBAHOCT), MpODJIEMH C
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ChAOBE B MO3bKA, BKIIOYHTEIHO BHE3AaNHO CNHpaHe Ha KPbBOCHAOAABAHETO Ha MO3bKa
(WHCYJIT UM ,,MHHH" HHCYNT), HENOAATINBOCT Ha CTHMYIJIH, 3ary0a Ha Ch3HaHWE, MOHHIKEHO
HUBO Ha Ch3HaHHE, KOHBYJICHH (I'bpY0BE), HAPYLIE€HO PABHOBECHE,

HapyLUCHa KOOpAWHAlMA,

rnaykomMa (MoBULIEHO HANIATAHE B OYHUTE AOBIIKH),

npoOneMH ¢ IBHXKEHHETO Ha OYUTE, BbPTEHE HA OYUTE, CBPBXUYBCTBUTEIHOCT HA OYMTE KbM
CBETJIMHA, NPEKOMEPHO CHII3CHE, 3aYepBABaHE HA OYHTE,

NpeACbPOHO MBKIeHe (HEoOHYaeH Cbp/ieYeH PUTHLM), HEPABHOMEPEH ChPIACHCH PUTDHM,
KPBBEH ChCHUpeEK B OenuTe Apobose, npean3BHKBalll O0JIKa B FbPAWTE H 3aTPYAHEHO AHLUAHE.
AKo 3a0enexure HIKOHM OT TE3H CHMITOMH, He3a0aBHO NOTBLPCETE JIEKAPCKa NMOMOLLl,
KPbBHH ChCHPELIM BbB BEHWTE, 0cO0EeHO B KpakaTa (CUMITTOMMTE BK/IIOYBAT NOAyBaHe, OO/Ka 1
3auepBABaHe Ha KpakaTta). AKO 3a0eNle)XHTe HAKOH OT Te3U CHMNTOMH, He3aDaBHO MOTLPCETE
NICKapCKH CLBET,

3a4epBABaHE Ha THLETO,

3ATPYAHEHO AUIIAHE MO BPEME Ha CbH (ChHHA anHes),

OenoapobeH 3acToii, 3aMmyuIBaHe Ha AHXATEIIHHTE ITbTHILA,

XpHuIoee B 0enure ApodboBe, XPHIITEHE,

BBb3NAJICHHE Ha NaHKpeaca, NOAYBaHE HA €3HKa, HE3aabpiKaHe Ha H3MPaXKHEHHUA, MHOTO
TBBHPAH HU3TNPAXKHEHHS,

3aNyLLBaHE Ha YepBaTa,

HAITYKaHH YCTHH,

KOXeH OOpMB, CBBP3aH ¢ 1eKapcTBOTO, 3aaebensiBaHe Ha KOXKaTa, MbPXoT,

yBpEXKIaHe Ha MYCKYJIHWTE BIakHa Y 6onka B MycKynuTe (pabnomuonusa),

NOAYyBaHE Ha CTABHTE,

HEBBb3IMOIKHOCT 34 YPUHHPAHE,

ayckomdopT B rbpaaTa, yroleMaBaHE Ha MIICYHHTE A1E3H, Yro/IEMABAHE HA I'bPAMTE,
BarMHAJIHO TEYEeHHE,

NPUanK3bM (MPOALIKHTENHA EPEKLIMS, NPH KOATO MOXE /1a CE HANOKH ONEPATHBHO NieueHHe),
MHOrO HHCKA TEeJIECHa TeMIEpaTypa, BTPUCAHE, XaXKAa,

CHMITTOMH Ha OTHEMAHE Ha JIEKapCTBOTO,

chOHpaHe Ha rHOM B pe3yNTaT Ha HHGEKLIMA Ha MACTOTO Ha MIDKEKTHpaHe, Abl10oKa
KOKHA MH(EKLMA, KHCTa Ha MACTOTO HA HHXKEKTHpaHE, IOCHHABAHE Ha MACTOTO Ha
MHXKEKTHPaHE.

C HeH3BeCTHA YECTOTA: OT HAJJHYHHTE JAHHH HE MOXe 1a Obae HanpaBeHa OlLeHKA

DE/H/5542/001-006/18/022

ONacHO HUCHK Opoii Ha onpeaened BUA Oe/M KPbBHH KIETKH B KPbBTa, HE0OX0auMH

3a Gopba ¢ nHPekuuuTE ,

TEXKKa allepruiyHa peakLys, KOSTO C€ XapaKTepH3dpa ¢ BHCOKa TEMIMEPATYPA, MOYRAHE

Ha YCTAaTa, JIHLUETO, yCTHATa WiH €3HKa, 3aAyX, Cbpbexk, KoKeH 0OpHB H MOHAKOra

CriafiaHe Ha KPBbBHOTO HafraHe,

ONAacHO MPEKOMEPEH NPHEM HA BOJA,

XPaHHUTENHO Pa3CTPOHCTBO, CBEP3aHO CbC ChHH,

KOMa BCJIEICTBHE Ha HEKOHTpOIHpaH auader,

NOHMXKEHO HABO Ha KMCJIOPO/ B HAKOHW YacTH Ha TANOTO (NMOopaiy HAMAIICH MPHTOK Ha KPbB),
YCKOPEHO, MOBLPXHOCTHO AUlLaHE, THEBMOHUS BCNEACTBHE Ha BAWIIIAHA XpaHa, HapyLICHHA B
ropopa,

JIWFICa Ha JIBOKEeHHe Ha YpeBHAaTa MyCKyJ1aTypa, KOETO NMPHYHHABA 3aITylIBaHe,

NOXBJITABAHE Ha KOXaTa U o4uMuTe (HKBJITEHHLIA),

TEXbK WIH )XHBOTO3acTpallaBall OOpHB ¢ MEXYPH M DeneHe Ha KoXaTta, Ko
3aMoOYyHE B WIH OKOJIO YCTAaTa, HOCA, OUHTE H FTEHHTAJIMWTE M Ja ¢€ pa3np

3aTPYAHEHO AHLLIAHE,
MpPOMAHA B LIBETA HA KOXarTa,



. HeoOUuYaiiHa CTOHKa,

. HOBOpoAeHUTe OedeTa, poZIeHH OT MaKH, KOMTO Ca MPHEMAITH MaJMMEPHIOH N0 BpeMe
Ha 6PEeMEHHOCTTA, MOXKE [1a NOTy4aT HeXeNaHH EKapCTBEHH peaKUMH W/HNH
CHMITTOMH Ha OTHEMaHeE KaTo pa3ipasHHUTENHOCT, DaBHH HAH MPOABLIDKHTETHH
MYCKYJTHH KOHTPAKLIHH, TPENEPeHe, CbHIHBOCT, NpodNeMH ¢ JHLIAHETO WK

XpaHEeHEeTo,
* HaMaJieHa Te€JIeCHa TeMneparypa,
* MBLPTBH KOXKHH KNETKH Ha MACTOTO Ha HHXKEKTHPAHE M A3BH HAa MACTOTO HAa HIDKEKTUPaHe.

CrobuiaBane Ha HeXXKeJIAHH PEAKNHH

AKO NOJy4HTE HAKAKBH HEXKeJIaHH NIEKapCTBeHW peakun, yBeaoMere Bamng nexap, papmMauesT win
MeIHLMHCKa cecTpa. ToBa BKNKOYBA BCHYKHM Bb3MOXKHH HEOMTHCAHH B Ta3H JINCTOBKA HEXeNaHH
peakluu. Moskere cblIO Aa ChOOLIMTE HEXKENAHH peaKuuy AMPeKTHO upes M3nbinuTenHa areHuus no
nexapcTpara, yiu. . Jlamsn [pyes” Ne 8, 1303 Codun, Ten.: +359 2 8903417, yebeaiit: www.bda.bg.
Karo chobuiaBare HekenaHH peakLiMn, MOXKETe [a Janere CBOA NPUHOC 3a NoJy4aBaHE Ha NOBCYC
HH(OPMALIMA OTHOCHO D€30MacHOCTTa Ha TOBA JIEKapCTBO.

5. Kak aa cexpanssate Ilanunepugon Tesa
Jla ce cpbXpaHABa Ha MACTO, HEOCTBITHO 32 JeLa.

He usnon3eaiire TOBa NE€KapCTBO CJIEH CPOKa Ha TOJHOCT, 0TOENA3aH BbPXY MPEABAPHTENIHO
HaITbJIHEHaTa CTIPHMHLIOBKA M KapTOHeHara onakoBka cnej ,.J oaen 10://EXP*. CpokeT Ha rogHOCT
OTTOBapA Ha NocjeaHHA A€H OT NOCOUYEHUSA MECELL.

ToBa nekapcTBO HE H3HCKBA CNELHANHA YCJIOBHA Ha ChXPaHEHHE.

He naxpbpnsiiTe nekapcTBaTa B KaHAIH3AUMATA WIH B KOHTEAHEPa 32 NOMALIHK OTNaAbLIM.
[TonwuTaiiTe Bawins dapMaueBT Kak Aa H3XBbPAATE ICKapCTBaTa, KOMTO BeYe He uinonspare. Te3n
MEPKH Llie CIOMOIHAT 3a ONa3BaHe Ha OKOJIHATa cpeja.

6. CoabpKaHHe HA ONAKOBKATA H A0RLJHHTE/IHA HRpOpMaALIHSA

KakBo ¢bAbpxka Ilanunepuaon Tesa
AKTHBHOTO BELUECTBO € NATUNEPUAOH.

Bceska IManunepuaon Tepa 75 mg npeaBapyTeNHO HATBIIHEHA CIIPHHUIOBKA ChAbpXKa 117 mg
nanunepuacHos nanmurart B 0,75 ml.

Beaka [NManunepunon Tepa 100 mg npegsapuTenHo HaITbAHEHa CTTIPHHIIOBKA ChABbPXkKa 156 mg
NajJMNEPHACHOB NajnMuTar B 1 ml.

Beska [Manunepuaon Tepa 150 mg npeaBapHUTeNHO HaITbJIHEHA CTIPHHUOBKA ChAbpKa 234 mg
NanUMEpHAOHOB NAIMHUTAT B 1,5 mi.

Hpyrure cCbCTaBKH Ca:

[Tonucopbar 20

Makporon 4000

JInMoHeHa KUCEeIHHA MOHOXHApaT
JunatpueB gocgar

Hatpues auxuaporeHgocpar MOHOXHAPAT
Hatpues xuapokcua (3a kopekums Ha pH)
Bopaa 3a HHXEKLIMH
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Kak marjexia [Ianunepugon Tesa H KAKBO CbAbPAkKa ONAKOBKATA

NanunepuaoHn Tera e 6sna no nouTH HsANa HIDKEKUHOHHA CYCINEH3HE € YARDKEHO ocsoﬁomaaaﬂe B
NpeABapUTETHO HAITBIHEHA CMPHHLOBKA (MHXXEKLMA C YAB/DKEHO 0cBOOOKIaBaHE).

Besika onakoBKka chAbPXa | NpeaBapHTENHO HAMTbJIHEHA CTIPHHUOBKA U 2 06€3011aCeHHN UIIH.
He BcHukM BHOBE ONaKOBKU MOrar aa Obaar nycHaTH Ha nasapa.
IpuTexxkaTen HA pa3pelIeHHETO 33 YNOTpeda H NPOHIBOANTET

IIpuTexaTen HA pa3peleHHETO 32 ynorpeda

Tesa ®apma EAJ|
ya. ,.Jlioba Bennukosa®™ Ne 9, 1407 Copus
bvarapus

IIpou3BsoauTeEN
Actavis Group PTC ehf. .
Dalshraun 1, 220 Hamarfjordur

HUcnannus

ToBa JIeKapcTBO € pa3pemieno 3a ynorpeba B AbpxaBHTe — WieHKH Ba EsponefickoTo
HKOHOMHYECKO npocTpaHcTBO A B O0ennaenoro kpancTso (Cesepna Hpaanans), non ciaeannre
HMEHA:

buarapus [Tannnepuaon Tesa 75 mg HHKEKLKHOHHA CYCHEH3HUA € YAB/DKEHO
oceoOOKIaBaHE
[Tanunepuaon Tesa 100 mg HHXKEKUHMOHHA CYCNEH3HSA C YABIKEHO
ocBoOOKaaBaHe
[lannnepraoH Tera 150 mg MHXEKUHOHHA CYCNEH3UA C YAB/DKEHO
ocBoboKnapaHe

["epmanus: Palipendon-ratiopharm 75 mg Depot-Injektionssuspension
Paliperidon-ratiopharm 100 mg Depot-Injektionssuspension
Paliperidon-ratiopharm 150 mg Depot-Injektionssuspension

ABCTpHS Paliperidon ratiopharm 75 mg Depot-Injektionssuspension
Paliperidon ratiopharm 100 mg Depot-Injektionssuspension
Paliperidon ratiopharm 150 mg Depot-Injektionssuspension

benrns Paliperidone Teva 75 mg suspensie voor injectie met verlengde afgifte/
suspension injectable a liberation prolongée/ Depot-Injektionssuspension
Paliperidone Teva 100 mg suspensie voor injectie met verlengde afgifte/
suspension injectable a libération prolongée/ Depot- Injektionssuspension
Paliperidone Teva 150 mg suspensie voor injectie met verlengde afgifte/
suspension injectable a libération prolongée/ Depot-Injektionssuspension

Kunbp Palipertdone/Teva Pharma 75 mg evEoo evoudpipua TAPATETAPEVIG

anodEécpevong
Paliperidone/Teva B.V. 100 mg evéoo evaunpnpa tapatetapevng

AROOECPEVLONC
Paliperidone/Teva B.V. 150 mg evéoio evounpnpo uupmempsvng |
QMOOECLEVOTIC

Jlanuns: Palipenndon Teva

Ectonus Palipendon Teva

[ bpums Paliperidone/Teva Pharma 75 mg evéoiio evaumpnua

AMOOETLEVOTIG
Paliperidone/Teva Pharma 100 mg evéciyio evaunpnua

AMOOECUEVONG
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Paliperidone/Teva Pharma 150 mg evéoipo evaiwpnue Tapatetapevng
ATOOECUEVCNG
Hcnanus Paliperidona Teva 75 mg suspension inyectable de liberacion prolongada
EFG
Paliperidona Teva 100 mg suspensién inyectable de liberacion prolongada
EFG
Paliperidona Teva 150 mg suspension inyectable de liberacion prolongada
EFG
Ounnangus Paliperidone ratiopharm 75 mg injektioneste, depotsuspensio
Paliperidone ratiopharm 100 mg injektioneste, depotsuspensio
Paliperidone ratiopharm 150 mg injektioneste, depotsuspensio
DpaHuHA PALIPERIDONE TEVA 75mg suspension injectable & libération prolongée
PALIPERIDONE TEVA 100mg suspension injectable a libération prolongee
PALIPERIDONE TEVA 150mg suspension injectable a libération prolongee
XbpBaTHA Paliperidon Teva 75 myg suspenzija za injekciju s produljenim osiobadanjem
Paliperidon Teva 100 mg suspenzija za injekciju s produljenim oslobadanjem
Paliperidon Teva 150 mg suspenzija za injekciju s produljenim oslobadanjem
YHrapus Paliperidon Teva 75 mg retard szuszpenzios injekcio
Paliperidon Teva 100 mg retard szuszpenzi0s injekcio
Paliperidon Teva 150 mg retard szuszpenzios injekciod
Hpnanaus Paliperidone Teva 75mg Prolonged-release Suspension for Injection
Paliperidone Teva 100mg Prolonged-release Suspension for Injection
Paliperidone Teva 150mg Prolonged-release Suspension for Injection

HUcnanaus Paliperidon Teva
HUranus Paliperidone Teva Itaha
JluTRa Paliperidone Teva 75 mg pailginto atpalaidavimo injekciné suspensija

Paliperidone Teva 100 mg pailginto atpalaidavimo injekciné suspensija
Palieridone Teva 150 mg pailginto atpalaidavimo injekciné suspensija

Jlrokcembypr Paliperidon-ratiopharm 75 mg Depot-Injektionssuspension
Paliperidon-ratiopharm 100 mg Depot-Injektionssuspension

| Paliperidon-ratiopharm 150 mg Depot-Injektionssuspension

JlaTBus Paliperidone Teva 75 mg ilgstosas darbibas suspensija injekcijam
Paliperidone Teva 100 mg ilgsto3as darbibas suspensija tnjekcijam
Palieridone Teva 150 mg ilgsto$as darbibas suspensija injekcijam

Hupepnanous Paliperidon Teva 75 mg, suspensie voor injectie met verlengde afgifte
Paliperidon Teva 100 mg, suspensie voor injectie met verlengde afgifte
Paliperidon Teva 150 mg, suspensie voor injectie met verlengde afgifte

Hopeerus Paliperidon Teva

Moama Paliperidone Teva

[lopTyranus Paliperidona Teva

PymbHuA Paliperidond Teva 75 mg suspensie injectabila cu eliberare prelungiti

Paliperidond Teva 100 mg suspensie injectabild cu eliberare prelungitd
Paliperidond Teva 150 mg suspensie injectabila cu eliberare prelungité

lieenus Paliperidon Teva

CnoBeHuS Paliperidon Teva 75 mg suspenzija s podalj3anim spro3fanjem za injiciranje
Paliperidon Teva 100 mg suspenzija s podalj$anim spro3¢anjem za injiciranje
Paliperidon Teva 150 mg suspenzija s podaljéanim spro$anjem za injiciranje

CnoBakus Paliperidéon Teva 75 mg injekéna suspenzm S predlienym uvolfiovanim
Paliperidon Teva 100 mg injek&na suspenzna S predlienym uvo!’ﬁovamm
Paliperidon Teva 150 mg injek&na suspenzia s predizenym uvgl

O6eauncho kpanctso  Paliperidone Teva 75 mg Prolonged-release Suspension /- et ,qg NS

(Cerepua Upnanansa) Paliperidone Teva 100 mg Prolonged-release Suspensig 4@ 't\
Paliperidone Teva 150 mg Prolonged-release Suspensy YR
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[Mocoyenata no-a0.y HHGOpMANHS e MPeAHAZHAYEHA CAMO 32 MEAHIHHCKH CNIEUHAJIHCTH H
TpsbBa Aa Objie NpoYeTeHA OT MeIHIIHHCKHTE CNEeNHAJIHCTH 32¢/1HO ¢ NbJIHATA JIEKAPCTBEHA

nanpopmanus (Kparka xapakTepHCTHKA HA NPOAYKTA).

UHKeKLIMOHHATA CYCIIEH3H1s € Mpe/Ha3HauYeHa camo 3a e/lHOKpaTHa ynorpeOa. llpean npunoxkenune
TpsOBa 1a ce Orjieia BU3yallHO 3a HAJIHYME Ha YyKaK YacTHLM. CripuHLIOBKaTa He TpsAOBa J1a ce
H3MOJI3Ba, aKO CbhAbpPiKa BUAUMH YaCTHILIH.

Bcsika onakoBKa Chbprka MpeBapUTETHO HalTbJIHEHA CIIPHHLIOBKA M 2 obe3onaceHH uri (172-
nHyoBa uria 22G [38,1 mm x 0,72 mm] u 1-unyora urna 23G [25,4 mm x 0,64 mm]) 3a
HHTPaMyCKYJIHO uikekTupaHne. [Taiunepunon Tepa ce npeiara Cbllo U KaTo OMNAaKOBKa 3a
3anouYBaHe Ha JICUEHHETO, KOATO ChABbPKa JBE NMPeABAPUTEIHO HAMbIHEHH CIPHHLOBKH (150 mg +
100 mg) ¥ 2 NONMBJIHHUTEHA 00€30I1aCEHH HIJIH.

Prefilled Syringe

22G x 1% 23Gx 1" |
Gray hub Blue hub

.

|
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}- PasknaTtere eHepruyHO CrpHHLIOBKaTa Hai-maiko 3a 10 cekyH/u, 3a 1a ce 1noJiy4d XOMOreHHa
cycnensus. [loctaBere cnipyHIOBKATa ¢ HaKpalHKUKa B u3npaseHo nojoxeHue. llouykuere
CNPHHIIOBKATA BHHMATEJIHO, 32 /12 CTe CHIYPHH, Ye BCHYKH Bb3AyLIHH MexXypueTa mie ce
H3/IHMHAT /10 BbPXa HA CIPHHIIOBKATA.

2 H30epete noaxoasiuara uria.

[TbpBaTa HauasiHa no3a [Manunepuaon Tepa (150 mg) Tpabsa na ce npuaoxu B Jlen 1 B
JIEJITOUJTHUSA myckyn kaTo ce u3noas3sa uria 3a uwxekrupane B JIEJITOWUJIHWNA myckyi.
Bropara Hauanna no3a [lanunepuaon Tesa (100 mg) TpsaOBa Chilo J1a C€ NPHIOKH B
JIEJITOUJITHUS myckyn eaHa ceamuua no-kbeHo (Jlen 8), u3nos3sBalkuy Hria 3a HHKEKTHpaHe
B JIEJITOUJIHUSA myckyn.

AKO MauMeHTHT NMPEMHUHABA OT JICYEHHUE C PUCIIEPHIOH HHIKEKLIMA C MPOJL
kbM Jeyenue ¢ [lanunepunon Tesa, mbpBaTta nixkekuus [anunepuaon T
150 mg) moxe na 6bae npunoxkena uiu B JIEJITOUIHUA, nam B CE
KaTo Ce€ U3MOJI3Ba NOAXO0/As1aTa Urija 3a MACTOTO Ha NPUJIOKEHHE, BbB

3arviaHyBaHa Cii€/iBallarta HHXXCKLIHUA.
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Cnen ToBa MeceyHaTa MnoJuIbpkailia ukekuus moxke aa ce nocraes uiau B JIEJITOW/THHUA,
win B CEJIAJIMIIIHUSA myckya kaTo ce u3noJji3ea noaxoadiiara urjia 3a MaCcToTo Ha
NMPHJIOKEHHE.

3a urkekrupane B JIEJITOUJIHUA myckyn, ako nauueHTsT € ¢ Terio < 90 kg, u3nonspaire
| -unyoBara uria 23G (25,4 mm x 0,64 mm) (Mrj1ata ¢bC CHH HaKpaWHHUK); aKO MalUEHTBT € C
terno > 90 kg, uanonssaiire 1%2-unuoBara ursa 22G (38,1 mm x 0,72 mm) (urnarta cbC CHB
HaKpanHHUK).

3a umkekrupane B CEJIAJIMIIHUA myckyn usnonssaiite 1'2-unvosara mrna 22G (38,1 mm x
0,72 mm) (MriaTa CbC CHB HAKpPAHHHUK).

3 Kato abpikuTe CrIpMHIIOBKATa M3MpaBeHa, OTCTPAHETE r'yMeHaTa Karna4ka ¢ JIeKO BbpTeJIMBO
JIBUIKEHHE.

4. OTrnenere A0 NMOJOBHHATA NMpeana3zHaTa OJIMCTEpHA OMAaKOBKA HA Mriiata. XBaHETe Karnavkara Ha
UrjaTta, KaTo W3MoJI3BaTe NoJHeTHIEHOBATA OT/IENBaLla ce OrnakoBka. JIpbxKre CripHHIIOBKaTa
HacoueHa Harope. [Ipukpenere oOe3onaceHara Urjia KbpM Jiyep HaKpaMHMKa Ha CNIpHHLIOBKAaTa ¢
JIEKO BbPTEJIMBO JBH)KEHHE, 3a Ja u30erHere oOpasyBaHe Ha IMyKHATHHHU WJIK NOBpe/a Ha
HaKpaiiHMKa Ha uryiata. BuHaru nposepsBaiTe 3a NpU3HalKM Ha NMOBpPe/ia UM U3THYAHE NpeaX
[PHJIOKEHHE.
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3, OtcTpaHeTe Kanaykara OT MrjiaTta, KaTo u3Teryivre npaso Harope. He BppreTe Kanaukara, TbH
KaTO WUrjiaTa MOXKe Ja ce pa3xyiabM OT CripyHLIOBKATa.

i |
Y\
o ""HH‘H H‘k

6.  H3npasere cnpyHIIOBKAaTa C MOCTaBEHATa UIJla, 3a Jla OTCTpaHUTE Bb3ayxa. OrcTpaHnere
Bb3AYXA OT CHPHHIOBKATA, KATO HATHCHETe BHHMATE/IHO Hanpe] 0yTaoro, 10KaTo 3
KANKH OT CYCNEH3HOHHATA NAHA ce H3XBBPJIAT Npe3 CNPHHIOBKATA.,

/

5 UrxeKkTHpaiTe LAI0TO ChAbpkKaHHe 6aBHO HHTPAMYCKYJIHO, bJ0OKO B H30paHHUs 1€1TOH/IEH
WJIH CeaJIMLLIEH MYCKYJ1 Ha naureHTa. He HHKeKTHpaiTe HHTPABACKYJ/IAPHO HJIH
NOAKOKHO.

8. Cnen nocraBsiHe Ha MHXKEKLIMATA M3M0JI3BANTE MM Najlella CH, WK ApYr NPbCT HAa €/1HaTa pbKa
(8a, 80) mim rinaaka noBbpXHOCT (8B), 3a 1a aKTHBHpATE Tpe/iNa3HaTa CUCTEMAa Ha HUrJjara.
CucrTeMara € HarmbJIHO aKTHBHpaHa, Koraro ce yye upakpase. M3xpbpiere CnpyHLIOBKAaTa C
MrjaTa no noAXoAsil Ha4uH. -

8a
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8B

Heu3noa3BaHUAT NPOAYKT WM OTNAAbYHHTE MAaTepHAIM OT HEro TpsaOBa na ce U3XBBPJIAT B
CbOTBETCTBHE C MECTHUTE H3UCKBaHMUA.
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