HPUJIOKEHUE I

KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA



1. HNME HA JIEKAPCTBEHUSA ITPOAYKT

BYANNLI 700 mg uHXeKIIMOHHA CYCIICH3US C YABDKEHO OCBOOOKIaBaHE B MTPEIBAPUTEIHO
HaI'bJIHEHA CIIPUHLIOBKA

BYANNLI 1 000 mg nHXeKIMOHHA CYCIIEH3HS C YIBIDKEHO 0CBOOOKIaBaHE B IIPEABAPUTEITHO
HaITbJIHEHA CIIPUHIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

700 mg MHXKEKITHOHHA CYCIEH3HS C YIBIKEHO OCBOOOK/IaBaAHE

Bcsika npeaBapuTenHO HabJIHEHA CIPUHIOBKA ChAbpka 1 092 mg nanunepu10HOB MaIMUTaT B
3,5 ml, exBuBanenteH Ha 700 mg nanunepuaox (paliperidone)

1 000 mg MIKEKIIMOHHA CYCIIEH3MS C VIBIDKEHO 0CBOOOK/IaBaHE

Bcesika mpeaBapuTeHO HATBIIHEHA CIIPUHIIOBKA ChIbpka 1 560 mg manumnepu0HOB maaMuTar B 5 ml,
exuBasieHTeH Ha 1 000 mg mamumnepuoH (paliperidone)

3a IBJIHUA CIIMCHK HA IIOMOIIHUTE BEIECTBA BIDKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WmxeKIonHa CyCeH31s ¢ yIBIDKEHO OCBOOOX/TaBaHe (MHKEKIINS).
Cycnensusta e 6s1a wiu 6ene3HukaBa Ha 1BT. CycneHs3usaTa e ¢ HeyrpanHo pH
(mpubnmsurento 7,0).

4. KJIMHUYHU JAHHU
4.1 TepaneBTHYHU MOKA3AHUS

BYANNLI e unkeknus, KOSITO ce Ipujiara BeIHbX Ha 6 Mecela, IoKa3aHa 3a MOAIbPKAIO JICUCHHE
Ha MU30(PEHNS TP BH3PACTHU MAIIMEHTH, KOUTO Ca KIIMHUYHO CTAOWIM3UPAHU TIPH JISYSHUE C
MaJTUTIEPUIOHOB MAIMUATAT 33 WHKEKIIMOHHO MPUIOKEHUE BEAHBK MECEIHO MJIH BEIHEK HA BCEKH
TpH Mecena (BHxTe Touka 5.1).

4.2 I[o3np0m<a U HAYUH HA NMPUWITOKEHUE

gOBH[)OBKa

[TarmeHTH, KOMTO Ca aJeKBAaTHO JIEKYBaHH C MAJIUIEPHIOHOB MAIMHTAT 32 HHXEKIIHOHHO
NPUIOKEHUE BEAHBXK MecedHo B 1031 oT 100 mg nnu 150 mg (3a npennoyntaHe B NpOIb/DKEHUE Ha
YeTHPH Mecela UK NOBEYE), WIH C MANTUICPUAOHOB NAJIMUTAT 32 HHKEKIIMOHHO MPHUIIOKEHNE
BEJIHHK HAa BCEKU TPpH Mecera B 103 oT 350 mg wiu 525 mg (pu Haii-MajIKo eIWH UK Ha
WH)XEKTHpaHe) U TIPH KOUTO HE CE M3UCKBA KOPUTHPAHE HA /103aTa, MOTAT /1a IPEMUHAT Ha JICYEHHE C
MAJAIIEPHUIOHOB NAIIMUTAT 32 HHXKEKIIMOHHO MPUIIOKEHNE, KOMTO Ce MpHilara BEAHbXK Ha 6 Mecena.

BYANNLI npu nayuenmu, adexeamuo 1eKy8anu ¢ NaiunepudoHos8 NAIMuUmam 3a UHICEeKYUOHHO
NPUTIOJCEHUE BEOHBIC MECEYHO

BYANNLI tpsioBa 1a ce mpuiioku BMECTO Clie/IBallaTa IJIaHupaHa 1033 NaJUIIePHIOHOB MAIMHUTAT 32
WHXEKIIMOHHO MPUJIOKEHNE BETHBK MeceuHo (£ 7 mHM). 3a Ja ce yCTaHOBH IMOCTOSIHHA MTOTbprKalia
J103a, Ce TPEenopbyuBa NOCIETHUTE B 031 NATUTIEPUIOHOB MAJIMHUTAT 32 MHKEKIIMOHHO TPUIIOKEHHE
BEJHBK MeceuHo npenu 3anouBaneTo Ha BYANNLI na 6bxat ennakeu. Jlozara BY ANNLI TpsioBa na



Cce 6a3Hpa Ha OpCauIilHaTa U3IMoJ3BaHa 103a MaJTuIICPUJ0OHOB MaJIMUTAT 3a WHXKCKIIUOHHO
IIPUIIOKCHUE BEAHBK MECECYHO, KAKTO € ITOKa3aHO B Ta6J'II/II_IaTa O-a0JTy:

[IpemunaBane kbM BYANNLI npu nanuenTH, ageKBaTHO JJeKyBAHH € MAJTUIIEPHIOHOB
NMAJIMHUTAT 32 HH/KEKIIMOHHO NPUJIOKEHHE BEIHBK MECEUYHO
AKo nocieIHaTa 103a MalunepuIoHoB nanvutat | Ilpunoxere BYANNLI B choTBeTHaTa 1032
33 MHXKEKIIMOHHO MPUJIOKEHHE BETHBK MECEUHO €
100 mg 700 mg
150 mg 1 000 mg

Hswma exBuBanentnu no3u BY ANNLI 3a nosure ot 25 mg, 50 mg wiu 75 mg Ha NaaunepruaoHOB MaJMUTAT 32
HHXEKIIMOHHO MPHJIOKEHHE BEAHBK MECEYHO, KOUTO /1 €a IIPOYYEHH.

BYANNLI npu nayuenmu, adexeammno 1eKy8anu ¢ NarunepuoOH08 NAIMUmam 3a UHNCEKYUOHHO
npunoxcerue Ha eceku 3 meceya

BYANNLI tpsi6Ba 1a ce mpuiIoKu BMECTO ClIeIBamaTa IIaHupaHa 103a MaTUIepUI0HOB ITaJIMUATAT 32
WHKEKI[MOHHO MPHUJIOKEHHUE Ha Bceku 3 Mecena (£ 14 quu). Jlozata BYANNLI tpsioBa na ce 6asupa
Ha IIpeIUITHATA U3IT0JI3BAHA 1032 MATUTICPUIOHOB MAIMUATAT 32 MHKEKIIMOHHO MPUIOKEHUE Ha BCEKU
3 Mecera, KakTo € IMOKa3aHo B TaOIUIaTa MO-J0Jy:

I[IpemunaBane kbM BYANNLI npu nanuenTH, ageKBaTHO JJeKyBAHM € NAJTUIIEPHIOHOB
NMAJIMHTAT 32 HHKEKIIMOHHO NIPHJIOKEHNE BeIHBK HAa BCeKH 3 Mecena
AKo nocrnenHara 03a oT 3-MeCEYHOTO ITpunoxere BYANNLI B choTBeTHaTa 032"
HWHXEKTHPAaHE C NAIUIEPUIOH €
350 mg 700 mg
525 mg 1 000 mg

Crnen mppBoHavaHata 103a, BYANNLI TpsiOBa na ce mpuara BeqHBXK Ha Bceku 6 mecena. AKO €
HE00XOMMO, MMAIIMEHTUTE MOTAT JIa MOTyYaT WHXKEKIIMATA JI0 2 CSAMUIIU MPEAH WIH 10 3 CeAMMIIN
cIlle]] INTaHUpaHus epuos oT 6 Mecena (BX. U Touka [lponycuama 003a).

Axko e HeoOxonMo, Kopurupane Ha jgo3ata BY ANNLI moxe fa ce mpaBu Ha Bceku 6 Mecelna Mexy
no3ute oT 700 mg u 1 000 mg Ha 6a3ara Ha MHIUBHUIyaJIHATA IOHOCUMOCT Ha MAllUEHTa W/WITH
e(ukacHocTTa Ha poAykTa. [lopanu yabpmkeHoTo ocBoOoxaaBane Ha BY ANNLI, oTtroBopsT cripsimo
KOpHUTHpaHaTa J103a MpH MalyeHTa MOXKe Ja He Ce MPOsBU B MPOJBIDKEHUE Ha HAKOJIKO Mecena (BiXK.
TouKa 5.2). AKO MalMeHTHT MPObKaBa Jia MPOsBsIBa CHMIITOMH, TOI TpsOBa Jia ObJie IeKyBaH B
CHOTBETCTBHE C KIIMHUYHATA PAKTHKA.

Ipemunasane om Opyeu aHMuNCUXOmMuYHU 1eKapCmeeHu nPooyKmu

[Tarmentute He TpsiOBa JAa MPEeMHUHABAT JUPEKTHO OT APYTH aHTUTICUXOTHIIH, ThI KaTO yrnoTpedara Ha
BYANNLI tps6Ba na 3anoune camo cien cTadwim3upaHe Ha MAIMeHTa C MaIUIepPUI0HOB MaIMHUTAT
32 MHXKEKITHOHHO MPUJIOKEHNE BETHHK MECEUHO WIIM BETHHK Ha TPU Meceria.

IIpemunasane om BYANNLI kvm Opyau anmuncuxomudHu 1ekapcmeenu npooyKkmu
Axo ynotpebara Ha BY ANNLI 6b1e npekpareHa, TpsiOBa Aa ce B3eMe NpeiBU, Y€ TOH € C YABIKECHO
0CBOOOKIaBaHE.

Ilpemunasane om BYANNLI kvm narunepudoros naimumam 3a UHICEKYUOHHO NPUTIOAHCEHUE BEOHBIIC
MeceuHo

IIpu npemunasane or BY ANNLI kbM nanunepuaoHOB NAJIMUTAT 3a HHKEKIIMOHHO IPUJIOKEHUE
BEAHBX MECEUHO, HH)KEKLUATA TPSOBaA Ja ce MPHUII0KU TOraBa, Korato € IjlaHupaHa clie/iBaliaTta 103a
BYANNLI, kakTo ¢ noka3aHo B Tabnuiiata 1mo-u0i1y. He ce u3uckpa npuiiarane Ha HadajiHa J103a,
KAaKTO € OIMCAHO B KPAaTKaTa XapaKTEPUCTHKA Ha MPOAYKTA MMAJTUIIEPUIOHOB NAJIIMUTAT 32
WH)KEKI[MOHHO MPUIIOKEHNE BEHBXK MeceuHo. Crell TOBa MHKEKIMATA NAIUIIEPUOHOB MAIMUTAT 32
WH)XEKLIHMOHHO NPUIIOKEHHE BEIHBK MECEUHO TPpsAOBa Ja ce mpujiara Ha MECEYHH MHTEPBAIIN, KaKTO €
OIMCAHO B KpaTKaTa XapaKTEPUCTHKA HA TO3H IMPOAYKT.



Jo3u npn nanuent, npemuHanan oT BYANNLI kbM naaunepuioHoB NajJMHUTAT 32
HHKEKIIMOHHO NPUJIOJKeHHEe BelHbK MeCe4HO

Axo mociennara q1o3a BYANNLI e [TpunosxeTe MagunEepuI0H 3a HHKEKIITUOHHO
MIPUIOKEHUE BEIHBXK MECEUHO 6 Mecera mo-
KBCHO B CHOTBETHATA J103a

700 mg 100 mg

1 000 mg 150 mg

Ipemunasane om BYANNLI kvm nanunepudoros naimMumam 3a UHACEKYUOHHO NPUTLONCEHUE BEOHDBIC
Ha écexu 3 meceya

IIpu mpemunaBane or BY ANNLI kpM nanuneprioHOB MaaMHUTAT 32 HHKEKIIMOHHO TPUIIOKEHHE
BEJHBK Ha BCEKHU 3 Mecela, MHKEKIUsITa TpsiOBa 1a ce MPUIIOKH TOraBa, KoraTo € rmjiaHupaHa
cnenBamiara 103a BYANNLI kakto e moka3zaHo B Tabnuiara mo-noiy. He e HeoOxoanmo na ce
M3II0JI3BAa HayaJlHaTa CXeMa Ha IpuiIarate, KakTo € OIMCAHO B KPaTKaTa XapaKTepUCTHKA Ha IPOAYKTa
MAJUTIEPUIOHOB NAIMUTAT 32 MHKEKIIMOHHO MpUJIOKEeHHE Ha Bceku 3 Mecera. Cnen ToBa
MHKEKLUSTA NaTUIIEPUIOHOB MAIIMUTAT 32 HHXXEKLIMOHHO IPUWJIOXKEHHE Ha BCEKU 3 Mecela TpaoBa 1a
ce TpuIara Ha MHTEPBAIX OT 3 Mecela, KakTo € ONMCAHO B KPaTKaTa XapaKTEPUCTHKA HA TO3U
MIPOAYKT.

1031 naTunepuI0HOB MAJIMUTAT 32 HHKEKIIMOHHO MPHUJI0KeHUEe HA BCeKH 3 Mecela 3a
nanuenT, npemunasamu or BYANNLI

Axko nocnennata 103a BYANNLI e [Ipunosxxere mamunepua0H 3a UHKEKIIUOHHO
MIpHJIO’KEHUE Ha Bceku 3 Mecena 6 Mecelia mo-
KBCHO B ChOTBETHATA J1032

700 mg 350 mg

1 000 mg 525 mg

Ilpemunasane om BYANNLI kvm nepopanen nanunepuoor mabiemku ¢ yOwidiCeHo 0c80boxciasane
8e0HBIIC OHEBHO

[Tpu narmentn, npemuHasaiy or BY ANNLI kbM najimnepuioH TabJAETKH ¢ yIbIDKEHO
OCBOOOXIaBaHE , ©KEAHEBHOTO NpUJIaraHe Ha MATUIIEPHUIOH TAOJIETKH C YABIDKEHO OCBOOOXKIaBaHE
TpsAOBa Ja 3ano4yHe 6 Mecena cien nocieanara no3a BY ANNLI u nedenueTo TpsaOBa ga mpoabIKe ¢
MAJUIICPUIOH TAOJICTKH C YABDKEHO OCBOOOXKaBaH, KAKTO € OIMMCAHO B Ta0JUIaTa MO-J0JTY.
[MaumenTHTE, IPEABAPUTETHO CTAOMIM3UPaHU ¢ pa3nuuHu 1031 BY ANNLI, Morat /1a mocTuraat
1mo100HAa €KCIO3UIHS Ha TATUIEPUIO0H KaTO IIPUEMAT MMaJTUIePUIOH Ta0NIEeTKH C YIBIHKEHO
0CBOOOY1aBaHEe CHITIACHO CJICIHATA CXeMa Ha peoOpa3yBaHe:

o3 HAa nauNepUaoOH Ta0JETKHU € YIbJIKEHO 0CBO00KIABaHe NMPU NALIMEHTH,
npemuHapamu ot BYANNLI*

bpoit mecernu ciien mocneanara m03a BY ANNLI

Axo mociiegHara jg03a

6 10 9 Mmeceria

IToBeuye ot 9 10

IToBeue ot 12 Mecema

BYANNLI e 12 mecena
JlHeBHa J103a MAJIMIEPUIOH TAOJIETKH C YIBIDKEHO 0CBOOOXK/IaBaHEe
700 mg 3 mg 6 mg 9 mg
1 000 mg 6 mg 9mg 12 mg

Benuku 1031 nanunepuoH TabJIeTKH ¢ yIBIDKEHO 0CBOOOK/IaBaHE BEJHBK JHEBHO TPsOBa /1a ce

UHAUBUAYAIIU3UPAT 34 KOHKPETHUA MAITUEHT, KaTO C€ B3EMAT NPEABU/ TaKWUBa IIPOMEHJIMBU KAaTO IIPUYNHU 3a
NpEMUHABaHE, OTTOBOP KbM NPECAUIIHO JICUHCHUE C MATTMIIEPUIOH, TEKECT HA ICUXOTUYHUTE CUMIITOMHU W/Ainm
CKJIOHHOCT KbM HEXKCJIaHU PCAKIINH.

HDOHVCHaTa A03a

Jlo306 nposopey

BYANNLI tpsi6Ba 1a ce MHXEKTHpa BEAHBX HA BCEKH 6 Mecerna. 3a fa ce n30erHe MpoIrycKaHe Ha
no3a BY ANNLI, nanueHTuTe MOTraT Aa MoJIy4yaT HHKEKLIUITA 10 2 CEAMULM IPeau UK 10
3 cenMuIM Ciea ITIaHUPAHKSI TIEPHUO OT 6 Meceria.




IIponycHaTu 1031

AKO IUITAHMPAHATA 1032 € IPOIyCHATA HeiicTBue
U BpeMeTO OT MOCJIeTHATA HHIKEKIUS e

Nuxexusata BY ANNLI tpsoBa na ce mpuioxu

10 6 Mecelia v 3 ceIMUIH BB3MOKHO Hal-CKOPO H CJIe/l TOBA /ia CE Bb30OHOBU
6-MecevyHaTa cxeMa 3a HH)KEKTHUpaHe.
> 6 Meceria 1 3 ceaMuIy 1o < 8 Mecena Hmxekmusata BY ANNLI He TpsiOBa na ce mpuara.

H3non3BaiiTe NpenopbyUTENIHATA CXEMa 32
BbH300HOBSBaHE HA HA JICUCHUETO C NAJIUIIEPHIIOHOB
MaJIMUTAT 33 MHKEKIIMOHHO MPIIIOKEHNE BEAHBK
MECEYHO, KaKTO € M10Ka3aHo B Tab1uIara no-moiy.

> 8 mecena 10 < 11 mecena Umxekuunsta BY ANNLI He TpsiOBa na ce npuiara.
M3non3BaiiTe mpenopbunuTeHATa CXEMA 32
BBH300HOBSIBaHE HA JICYEHUETO C MMAJIUIEPUAOHOB
MaJIMUTAT 32 MHKEKIIMOHHO MPUIIOKEHUE BEAHBXK
MECEYHO, KaKTO € IOKa3aHo B Tabynnara mno-1oiy.

> 11 mecena Nuxexmusta BY ANNLI ve TpsOBa na ce mpuiara.
Bb30o0HOBeETE NIeUEeHHETO C MANUNIEPUAOHOB TTaIMUTAT
3a WHXKEKIIUOHHO MPUJIOKEHHE BETHBK MECEUHO,
KaKTO € OIIMCAHO B KpaTKaTa XapaKTepUCTUKA Ha TO3U
mpoaykt. Jleueanero ¢ BYANNLI moxxe na 0b11e
Bb300HOBEHO, CJIe/l KaTO MAllUCHTHT € a/IeKBaTHO
JIEKYBaH C NAJIMIEPUIOHOB MAJIMUTAT 32
WH)XEKLIMOHHO NPWJIOKEHHE BEAHBK MECEUHO, 32
NpEaAIIOYNTAHC B IPOABIDKCHHUE HA YETUPH MECCLla UITN
oBeye.

IIpenopbunTeTHa cXeMa 3a Bb30OHOBSIBAHE HA JIEUEHHETO CJIe]] MPONyCcCKaHe Ha 1032
BYANNLI > 6 mecena u 3 ceqxMHuIu 10 < 8 mecena

[Ipunoxere nanumepuaoHOB Crien TOBa IPUIIOKETE
AKo mocieasara 103a HaJIMHUTAT 3a HHKCKIITHOHHO BYANNLI (B cemanumaus
BYANNLI e Ouna MIPWIOKEHUE BEAHEK MECEIHO (B MYCKYI)
JENTOUTHUS® MYCKYJT)
Jen 1 1 mecen cien [en 1
700 mg 100 mg 700 mg
1 000 mg 150 mg 1 000 mg

IIpenopbunTeHa cXeMa 32 Bb300HOBSIBaHE HA JIeUeHHETO ¢Jie] MPOoMyCKaHe Ha 1032
BYANNLI > 8 mecena g0 < 11 mecena

AKo mocnesnHara 103a [Ipunoxere nanunepuaoHOB MaJIMHUTAT 32 Cren ToBa NPUIIOKETE
BYANNLI e 6una WHXKEKIIMOHHO MPHUJIOKEHUE BEITHBXK MECEUHO BYANNLI
(B IEATOMAHUS* MYCKYIT) (B ceranuuTHUSI MYCKYJI)
Hen 1 Hen 8 1 mecen cren Jlen 8
700 mg 100 mg 100 mg 700 mg
1 000 mg 100 mg 100 mg 1 000 mg

& Bwxre Ungopmayus, npeonasnauena 3a MeOuyunCKY cneyuaiucmu 3a n360p Ha HEKEKIIMOHHATA UIJIa 32

IPUJIOKEHUE HA TTAJIMIIEPUIOHOB IMAJIMUTAT 34 NHXXEKIIUMOHHO IPUIIOKEHUE BEAHBX MECEUHO B ACIITOUIAHUA MYCKYII,
BB3 OCHOBA Ha TCJICCHOTO TECIJIO.

CHGLII/IaJ'IHI/I nonyjaanuu

Cmapuecka 6v3pacm
EdukacHocTTa 1 6€30mMacHOCTTa TIPH MAIMEHTH B CTapUecKa Bb3pacT > 65 TOJAMHU HE ca YCTAHOBEHH.

ITo mpuaIMT npenoprunTenHara 103a BY ANNLI npu manueHTy B cTapyecka Bb3pacT ¢ HOpMaiHa
0b0OpeuHa PyHKIMSA € ChIlaTa, KAKTO MPH MMO-MJIaJd Bb3PacTHU HAllMEHTH ¢ HOpMaJlHa ObOpeyuHa



¢byukims. Thil KaTO MPH NAMEHTHTE B CTapyecKa Bb3pacT ObOpeuHaTa GYHKIHMS MOXKE Ja €
HaMaJieHa, BIKTe hbOpeuno yepesicoare N0-10Ty OTHOCHO MPEMOPHKUTE 3a MPUIaraHe MpH MalueHTH
¢ ObOpeYHO yBpEeKIAHE.

bvopeuno yepescoane

Brnpekn e BY ANNLI He € cucTeMaTH9HO M3CIIeIBaH MPH MalueHTH ¢ ObOpPEeYHO YBpEXKIaHe,
MJIa3MEHUTE KOHLIEHTPAIMK Ha TIEPOPATHO MPUIIOKEH MaTUTIICPUIOH Ca MOBUILICHU NPU TE3U
ManueHTy (BK. Touka 4.4 u 5.2).

[Tpu manuenty ¢ 1eko 6bOpeyHo yBpexaaHe (C KpeaTHHUHOB KIUpBHC > 50 10 < 80 ml/min), kourto
ca crabunusupanu Ha 100 mg nanunepuI0HOB MAIMUTAT 32 HHKCKIIMOHHO MTPHUIIOKEHUE BEIHBK
MeceqHo wiH 350 mg manunepuI0HOB IMAaIMHUTAT 332 HIXKEKIIMOHHO IPIIIOKEHIE BEIHBX Ha 3 Mecera,
Morar f1a npemunat Ha BY ANNLI camo B no3a ot 700 mg. Jo3ata 1 000 mg BYANNLI He ce
MperophYBa 3a MAIUSHTH C JIeKa CTEIICH Ha ObOPEYHO YBPEKIaHE.

BYANNLI He ce mpenopbuBa Npy NAIMEHTH C YMEPEHO WIIH TEXKO ObOpPEYHO yBpexKIaHe
(kpeaTHUHOB KIUPBHC < 50 ml/min).

YeproopobHo yspexcoane

BYANNLI He € npoy4BaH IpH MAIMSHTH ¢ YePHOAPOOHO yBpexkaaHe. He ce Hayara kopurupase Ha
J103aTa MpH MalMEeHTH C JIEKO WK YMEPEHO YepHOAPOOHO yBpEKIaHe, Bb3 OCHOBA Ha OIHTA C
MepopajicH MaaunepuaoH. Thil KaTo HE ca MPOBEXAAHU MIPOYUBAHUS C NAIUIEPUAOH IIPU MALMEHTH C
TEXKKO YEePHOAPOOHO yBpeXKIaHe, TP Te3U MAIEeHTH Ce MPenopbyBa MOBUIIIEHO BHUMaHUE (BXK.
ToukKa 5.2).

Tleouampuuna nonyrayus
BbezonacHoctTa 1 eukacHoctta Ha BYANNLI nipu nera v ronomu < 18 rouHu He ca YCTaHOBEHHU.

JIuncear JaHHU.

Hauwnn »Ha npuioxeHue

BYANNLI e nmpemnazHaveH caMo 32 HHTPaMyCKYJTHO IPWIIOKEHHE B celaluiHusg Myckyir. He Tpsosa
Jla ce IpuJiara 1o HUKakbB Ipyr HauuH. Besika nmkekuus TpsiOBa 1a ce mocTaBsi caMO OT MEAMLIMHCKH
CIEIMAINCT, KaTo Is1aTa jio3a ce Mpuiiara ¢ eHa HHxeKus. Tpsa0Ba 1a ce MHKeKTHpa OaBHO,
IBJIO0KO B TOPHUSI BHHILICH KBaJPaHT Ha CEAAIMIIHMSA MyCcKyJl. TpsOBa na ce uMa npenBua
BBH3MOXKHOCTTA 32 pellyBaHe Ha JABaTa CEAAIMIIHU MYCKYJia IIPH CJICABAIIM WHXEKLUH B CIIydail Ha
JIUCKOM(OPT Ha MACTOTO Ha MHXKEKTUPaHe (BXK. Touka 4.8).

Urnara 3a npunoxenue Ha BY ANNLI e TeHKOCTeHHA 1Y% nHYa, ¢ pasmep 20G (0,9 mm x 38 mm)
HE3aBUCUMO OT TeJIeCHOTO Terio Ha nanuenTa. BY ANNLI tps6Ba na ce mpuiiara, KaTo ce U3M0I3Ba
caMo THHKOCTEHHATa Urfa, penocraseHa B onakoBkarta Ha BY ANNLI. Urnu ot orakoBkara Ha
MAJMIIEPHUIOHOB NAIIMUTAT 32 MHKEKIIUOHHO MPHUIIOKEHHE BEIHBK MECEUHO WM BEJHBK Ha 3 Mecena
WIN IPYTH HaJIMYHU B THPrOBCKAaTa MpEKa UIJIM, He TPsiOBa /1a ce U3M03BaT 3a NPUIOKEHHE Ha
BYANNLI (Bx. Augpopmayus, npeonasnayena 3a MEOUYUHCKU CReYUAIUCmu).

ChbabpKaHUETO Ha MPEABAPUTENHO HATbJIHEHATa CIIPHHLIOBKA TPsIOBa J1a ce€ IPOBEPH BU3YaIHO 3a
Yy>KJIM YaCTHLIM U IIPOMSIHA HA LBETA MIPEAU NpUIIokKeHUE. [Ipr TO3U BUCOKOKOHUEHTPHUPAH IPOLYKT
ca HeoOXOIMMH HSKOH CHEIU(UYHH CTHIIKH, 32 J]a C€ OCUTYPH ITBITHO PECyCICHIpaHe.

BaxHo € 1a pa3kjaTuTe eHePpruyHO CIPUHIIOBKATA KATO 1 IbPKUTE ¢ BbPXa Harope,
M3II0JI3BAKY MHOT0 ObP3M JIBIKESHHUS HArOpe M HAI0y C pa3xjiadeHa KUTKa B MPOIbJKEHHE HA
noHe 15 cekynau. [lounHere cu MaJiKo, a cjie[l TOBAa OTHOBO Pa3KJaTeTe 10 ChIIUs HAYKH,
W3IIOJI3BAKY MHOTO 0bP3H JIBIDKEHUS Harope W HAJIONY C pa3xiiabeHa KUTKa B IPOIBIDKEHUE Ha OII[e
15 cexyHau, 3a a pecycreHanpare JeKkapcTBeHus npoaykT. [IpucTbnere He3a0aBHO KbM
uHkekTHpPaHeTo HAa BYANNLI. Axo ca MUHAIM IOBEYE OT IET MUHYTH MPEIH MPUI0KESHUETO HA
WHXKEKITUATA, OTHOBO PA3KJIaTETe CIPUHIIOBKATA, KAKTO € 00SICHEHO TO-TOpe, 3a JIa PeCyCIICHIUpaTe
JIEKapCTBEHUS MIPOAYKT (BXK. Muhopmayus, npeOnHaznavena 3a MeOUYUHCKU CReyUaiucmu).



Henwvano npunooicenue

BYANNLI e BUCOKO KOHIIEHTpUPAH NPOIYKT, MPH KOMTO ca HEOOXOAUMH CIICIIM(DUIHU CTHIIKH, 32 1
C€ OCUT'YpPH ITBIIHOTO PECYCIIEHAMPAHE U 1a C€ IIPENOTBPATH 3aIlyIlIBAHETO Ha UIJIATa 110 BpeMeE Ha
HUHXKeKTHpaHe. [[paBIiIHOTO pa3KilaliaHe MOXKE J1a HaMaJIl BEPOSITHOCTTA OT HEMBIHO NPUJIOKEHHUE Ha
WHXXEKIUATA. TpaHCTIOPTHPAHETO U CbXPAaHEHUETO B XOPU3OHTAIHO MOJI0KEHHE IIE YIECHU
pecycleHaupane Ha TO3U BUCOKO KOHIIEHTpHpaH NpoaykT. CieaBaiiTe HHCTPYKIMHUTE, IPEAOCTaBEHH
B Ungopmayus, npeonasnavena 3a MEOUYUHCKYU CREYUATUCMU, 3a 1a N30eTHETe HeIIbJIHOTO
MIPUIIOKEHUE HA MHKEKIIHATA.

Bwrpeku ToBa, B ciiyyail Ha HEBJIHO MHKEKTUPaHa J03a, 103aTa OCTaHaja B CIIPUHLIOBKATa HE
TpsiOBa Jja ce MHXKEKTHpa MMOBTOPHO M HE TPAOBA J1a Ce MpHiiara apyra J03a, Thid KaTo € TPYIHO Jia ce
OTIpEICIT KOJUYECTBOTO Ha PeasTHO MpHiIokKeHaTa fo03a. [lanueHTsT TpsOBa 1na ce HabmoaaBa
BHHUMATEITHO U JIa CE JIEKYBa MOAXO/INIO A0 cienBaiaTa HacpoueHa nrxkekius BY ANNLI 3a
MIPIIIOKEHUE BEAHBK Ha 6 Mecera.

4.3 IIporuBomoKa3aHuA

CBpPBbXUIyBCTBUTEIHOCT KbM AKTHBHOTO BEIIECTBO, KbM PUCIIEPHUIOH WIIH KbM HAKOE OT MOMOIIHUTE
BEIECTBA, N30POCHH B TOUKa 6.1.

4.4 CuoeuuaJHu npeaynpexIeHUus: U NpeANa3Hu MePKHU IPpH ynorpeda

yHOTDC6a OpH NanrMEHTH, KOUTO Ca B OCTPO a)KMUTHUPAHO WM TCXKKO IICUXOTHYHO CHCTOAHUEC

BYANNLI He Tps6Ba ia ce W3M0I3Ba 32 JICUSHHNE Ha OCTPU CHCTOSHHS HA QKUTAIHSI HITH TeXKKA
MICUXOTUYHU CHCTOSIHUS, KOTaTO ce Hanara He3abaBeH KOHTPOJI Ha CUMIITOMHUTE.

QT unTepBan

Tp;16Ba Jla C€ BHUMaBa, KOraTo C€ MnpeAInuncBa najaurnepuod Ha MalueHTH C U3BECTHO
CBHPJEYHOCHIO0BO 3a00JIsIBaHe WK ¢ (haMIITHA aHaMHe3a 3a ybnkeH QT MHTepBal, KakTo U MpH
€HOBPEMEHHa yIoTpeda ¢ APYTH JIEKapCTBEHN MPOAYKTH, 32 KOUTO C€ CMSTa, Y€ BOJSAT JI0
yabipkaBane Ha QT uHTEpBana.

Hesponentnuen maauraed cuaapom (HMC)

CrobmaBanu ca cirydan Ha HMC, xoliTo ce XxapakTepu3upa ¢ XuIepTepMus, MyCKyJTHa PUTHIHOCT,
HECTaOMIIHOCT Ha aBTOHOMHATa HEpBHA CUCTEMA, [IPOMEHH B Ch3HAHMETO M MOBUIIIEHU HUBA Ha
cepyMHaTa KpeaTuHpocpoKrHa3a, TP NPUEeM Ha MATUIEPUI0H. JJOMbIHUTETHATE KIMHIYHH
MPU3HAIM MOYXeE J]a BKIIOYBAT MHOTIIOONHYpHA (paboMuoiIn3a) 1 ocTpa Ob0peuHa HeT0CTATHYHOCT.
AKO ManyeHThT pa3Bre NPU3HALM UM CUMIITOMHU, KOUTO ca nokasatennu 3a HMC, nanunepunon
TpsiOBa na Ob1e crpsiH. TpsiOBa 1a ce MMa NpeABU YIBIKEHOTO ocBoOOk1aBane Ha BY ANNLIL

Ta[)}_II/IBHa }_II/ICKI/IHGBI/IE/ CKCTpannupaMUuJIHU CUMIITOMHA

.HeKapCTBeHI/ITe MMPOAYKTH, KOUTO Ca AaHTAaroHWCTHU Ha JOIIAMUHOBUTE PEUECIITOPH, CE€ CBBP3BAT C
HHAYOUPAHCTO HA TapJAWBHA JUCKUHE3UA, XapaKTepusupalia c€ ¢ pyTMHUYIHHN, HEBOJICBHU ABUKCHHA,
MPETMMHO Ha €3UKa ¥/WITU Ha JIUIETO. AKO C€ MOSIBAT MPU3HAIM U CUMIITOMH Ha TapAHBHA
JAUCKHHE3UA, TpSI6Ba Ja ce 06C’bJII/I CITMPaHETO Ha BCUYKU aHTUIICUXOTHUIH, BKIIFIOYUTCIIHO U Ha
nagunepuion. TpsOBa ga ce mMa mpeaBuI yABIDKEHOTO 0cBoOOX1aBaHe Ha BY ANNLIL

Heo6xonumo e moBuiieHo BHUMaHUE MPH MALMEHTH, TPUEMAIIH €IHOBPEMEHHO IICUXOCTUMYJIaHTH
(mamp. meTwiIQeHnaaT) U TaTUNePUIOH, Thii KATO MOTAT Ja Bb3HUKHAT €KCTPAITMPAMUIHN CHMIITOMH
MIpHU KOPUTHpPaHe Ha ]03aTa Ha eTHOTO WJIM M Ha JIBaTa JIEKApCTBEHH MpoayKTa. IIpenopruBa ce
MOCTETIEHHO CIIMPaHe Ha JICYEHUETO ChC CTUMYJIAHTH (BXK. TouKa 4.5).



JIeBKOIeHH S, HEYTPOIICHUS U arpaHyJIOIUTO3a

[Tpu nevenue ¢ maaunepuaoH ce cho0IIaBa 3a CIy4au Ha JIEBKOIICHUS, HEYTPOTICHUS U
arpanynounTosa. [lanmenT ¢ anaMHe3a 3a KIMHAYHO 3HaYUM HUCHK Opoil Ha OennTe KpbBHH KIETKU
(WBC) unm uHAyIIMpaHa OT JIEKapcTBa JIEBKOTICHHS/ HEY TPOTICHUS TPAOBa 1a ObJaT HAOI0JaBaHH TIpe3
IBPBUTE HAKOIIKO MECela OT TepanusiTa U TpAO0Ba 1a ce OOMHCIH MPeyCTaHOBSIBAHE HA JIEYCHNUETO C
BYANNLI npu mbpBUsl IPU3HAK Ha KITMHAYHO 3HAYMMO MMOHMKaBaHe Ha Oposi Ha OeNnTe KPhBHU
KJIETKH TIPH OTCHCTBHETO HA APYTH MPUIUHHO-CIEeNCTBEHH (pakTopw. [lanmenTr ¢ KIIMHUYHO 3HAYNMa
HEYTPOIIEHUS TPsIOBa BHUMATEITHO 1A CE MTPOCIIEAABAT 32 TPECKA MU APYTH CUMIITOMH WIIH TIPU3HAILIN
Ha MHQEKIHS U 12 ce JIEKYBaT CBOEBPEMEHHO, aKO €€ MOSIBSIIT NOJOOHN CUMIITOMH WM MPU3HAIIH.
[TanuenTu ¢ Texka HeyTporeHus (abcomoren 6poit Ha neyrpopuure < 1 x 10%1) Tpsadsa na
npeycTtanoBsT JiedeaneTo ¢ BY ANNLI u Opost Ha Gennte MM KpbBHU KJIETKH 12 C€ TPOCIEAH JI0
IBITHOTO Bb3CTaHOBsABaHe. TpsOBa Aa ce MMa MpeaBu YABIDKEHOTO ocBoOokaaBaHe Ha BY ANNLI.

Peakinn Ha CBpBbX4YBCTBUTEIHOCT

PeaKHI/II/I Ha CBPBXYYBCTBUTCIIHOCT MOT'aT Aa CC MOABAT JOPHU U IIPU MAUCHTU, KOUTO IIPCIU TOBA Ca
MTOHACSITN TOOpe TIepopajieH PUCTIEPUIOH HITH IepopalieH MaTuIepruaoH (BK. Touka 4.8).

XuUneprivukeMus U 3axapeH nuader

[pu nedyenue ¢ maguIepuIoN ce ChoOIaBa 3a CIrydyan Ha XUTIEPIIIMKeMHs, 3aXapeH JuadeT u
o0ocTpsiHE Ha Beue CHIIESCTBYBAIL AUA0ET, BKIIOYUTEIHO AMa0eTHA KOMa U KETOAIHI03a.
HpCHOp’bLII/ITCHHO € IIOAXOAA110 KIIMHUYHO Ha6JHOILCHI/Ie B CbOTBETCTBUEC C IPHUCTUTC HACOKHU 3a
aHTUIICHXOTHYHO JedeHue. [larmenTure, mexyBanu ¢ BY ANNLI, TpsioBa na Ob1aT HaOM01aBaHU 32
CHMITOMH Ha XUIEPIIUKEMUs (KaTo MOJUANIICHS, OITAYPHS, MOTH(arus v OTIaaHaIOCT), a
MaIMEHTHUTE ChC 3axXapeH quadeT TpsOBa peJOBHO Aa ObJaT HAOMI0JaBaHu 32 BIIOIIABaHE HA KOHTPOJIA
Ha KpbBHATA 3axap.

IIpoMsiHa HA TEJIECHOTO TELJIO

Crob1maBa ce 3a 3HaYMMa IPOMsIHA Ha TeJIecHOTo Terio npu yrnorpedbara Ha BYANNLI. Ternoro
TpsOBa Ja ce u3MepBa peloBHO (BK. Touka 4.8).

VYiorpeba npu MarMeHdTH ¢ MPOJIAKTUH-3aBUCUMHU TYMODH

IIpoyuBaHusiTa C TBKAHHU KYJITYPH ITI0Ka3BaT, Y€ PACTEKBT HA KIETKUTE HA TYMOPHU Ha I'bpAATa IIpU
YyOBeKa MOXKe J1a Ob/ie CTUMYJIMPaH OT MPOJaKTHH. BhIIpeku ue npu KIMHUYHY U eHIEMHUOJIOTHYHU
IIPOYYBaHUA JO MOMEHTA HE € JOKA3aHa CHA Bpb3Ka C IIPUIIAraHETO HA AaHTUIICUXOTULH, CE
NpenopbyBa MOBHUIIICHO BHUMaHHWE MPH NMAIlMEHTH ChC ChOTBETHATA aHaMHe3a. [lanumepuon TpsioBa
Jla ce U3I0JI3BA C TIOBUILIEHO BHUMAHUE IIPY IMALIMEHTH ChC CHIIECTBYBALIU TYMOPH, KOUTO MOraT J1a
Ca IIPOJIaKTUH-3aBUCHMHU.

OprocTaTnyHa XUOOTOHHUS

[TanunepuaoH MOXe 1a NpeAU3BUKa OPTOCTATUYHA XUIIOTOHUS IIPH HAKOM MAalUEHTH MOPaIH
0JIOKMPAaIIOTO CH AeHCTBUE BhpXY ana-anpenepruunute peuentopu. BY ANNLI tpsioBa na ce
M3II0JI3BA C TIOBHIIIEHO BHUMAHHE MPH MAIUEHTH C U3BECTHH CHPJCYHOCHIOBH 3a00IBaHUS (HAIID.
ChpACYHA HEJOCTATHYHOCT, MH(PAPKT HA MUOKap/ia WM UCXEMHUS, IPOBOJIHU HAPYILECHHS),
MO3BYHOCHI0BA OOJIECT MM CHCTOSHUS, KOUTO TIPEApasoaraT naieHTa KbM XUMOoTOHHS (Hatp.
00€3BOJHIBAHE U XUITOBOJIEMUIS).

I'bpuoBe

BYANNLI tpsibBa fa ce u3mosi3Ba ¢ MOBHINIEHO BHUMAHHUE TIPY MAIUEHTH C aHAMHE3a 3a TbPYOBE WU
JIPYTHU CbCTOSIHUSA, KOUTO NOTEHUMAIHO NOHMWKaBaT I'bPUYOBHS IIpar.



brOpeuno yBpexaaHe

[1na3mMeHnTE KOHIICHTPAIIMY Ha MAJIUIICPUIOH ca IOBUIIICHHY IIPH MAIUEHTH ¢ OLOPEYHO YBPEKIAHE.
[MaruenTtu ¢ nexo OBOPEUHO yBpekaaHe (C KpeaTUHUHOB KIUPBHC > 50 ml/min mo < 80 ml/min),
KOHUTO Ca CTaOMIN3MPAaHN Ha MAJUIEPHIOHOB MTAIMHTAT 32 HHXKEKIIMOHHO TPHIIOKEHUE BETHBK
MECEYHO WU MMaJUIEePUIOHOB MAIMHTAT 33 HHYKEKIIMOHHO MPIIIOKEHNE BEAHBXK Ha 3 Mecera, MoXxe
na npemuHat kKbM BY ANNLI (Bk. Touka 4.2). Jlozata 1 000 mg BYANNLI He ce npenopbuBa 3a
MAIeHTH ¢ Jieko 060pedno yBpexkaane. BY ANNLI He ce mpernopbyuBa 3a MalueHTy ¢ yMEPEHO HITH
TeXKO 0bOpedHo yBpexkaaHe (KpeaTHHUHOB KIuphHC < 50 ml/min) (Bx. Touku 4.2 u 5.2).

YepHOoapoOHO YBpeKIaHE

JlurceaT JaHHW MPH MALMEHTH ¢ TeXKOo YepHoapooHo yBpexaane (Child-Pugh knac C). [Ipenoppusa
ce MOBHILEHO BHUMAaHHE, aKO MAJIUIICPUA0H Ce M3II0JI3Ba IIPH TaKKBa MALlMeHTH.

[NanueHTH B cTapyYecKa BB3PacT ¢ JEMEHIHS

BYANNLI He e mpoyd4BaH Ipu ManueHTH B cTapyecka Bb3pacT ¢ qemennns. BY ANNLI He ce
IpenopbyBa 3a JICUCHUE NPU NALMEHTH B CTapyecKa Bb3PacT ¢ AEMEHLHUS IOPaAX HOBUILIEH PUCK OT
001112 CMBPTHOCT ¥ MO3BYHOCHIOBHU HEXKEJIAHU PEaKIHH.

OnuThT C pUCTIEPUAOH, IUTUPAH MO-A0TY, CE CMSTA 32 BAMACH U 32 MATUIEPUIOH.

Obwa cmvpmuocm

Mera-aHanu3bT Ha 17 KOHTPONHUPAHH KIMHUYHHU TIPOYYBAHHS [TOKA3Ba, Y€ MAI[EHTUTE B CTapuecka
BB3PACT C JIGMEHITHUS, JIEKYBaHH C IPYTH ATUITHYHNA aHTATICUXOTHIIH, BKIFOUUTETHO PUCTIEPHUIOH,
APUITUAIIPA30J1, OJIAH3ANMH U KBETHAIIMH, Ca UMAJIA TIOBUIIICH PUCK OT CMBPTHOCT B CPAaBHEHHE C
MAIUeHTUTE, MpUeMaiy miarne00. CMbPTHOCTTA NPU NAIIMEHTUTE, JICKYBaHU C PUCTICPUIOH, € 4%
crpsimo 3,1% 3a marne6o.

Mo3vunocv006u Hedxicenanu peakyuu

Ha6n}0ﬂaBa Cce HpI/I6J'II/IBI/ITeJ'IHO TPUKPATHO NOBUIICHHUEC HAa PUCKA OT MO3bYHOCHAOBU HCIKCIIAHU
pCaKkuuu 1pu paHaA0OMU3HUPAHU HJ'IaI_I660-KOHTp0J'II/IpaHI/I KIIMHAYHU NPOYYBAHUS IIPU MMOIYyJIalUATA Ha
MalMEeHTUTE C ICMCHIINA, JICKYBAHU C HAKOU aTUININUYHU aHTUIICUXOTUIIU, BKIIFOUUTEIIHO PUCTICPUIOH,
ApUIIAIIPA30J1 U OJIaH3allhH. MexaHu3MbT Ha TO3H IIOBHIIICH PHUCK HC € U3BCCTCH.

Bbonecr Ha [TapkuHcoH u nemennus ¢ Teana Ha Lewy (JITJI)

Jlexapure TpsOBa BHUMATETHO J1a IPEIIEHSAT PUCKA CIIPSMO ToJ3arta, koraTto npeamnuceat BY ANNLI
Ha manueHTH ¢ 6osect Ha [Tapkuncon unu ¢ JITJI, Thi KaTo U NpU ABETE TPYIH MOXKE J1a UMa
MOBHIIIEH pUCK OT pa3BuTHe Ha HMC, KakTO 1 MOBHUIIIEHAa YyYBCTBUTETHOCT KbM aHTUTICUXOTHIIH.
[IposiBUTE Ha Ta3u MOBHILEHA YyBCTBUTEITHOCT MOKE J1a BKIIIOYBAT OOBPKAHOCT, 3aMbIJICHO Ch3HAHHE,
MOCTypajiHa HECTAOMIIHOCT C YECTH MaJaHusl B JOIIBIHEHUE KbM EKCTpandpaMuiHa CHMITOMATHKA.

IIpuanuszsem

Crpo0bmraBa ce 3a ciry4yard Ha MHAYLIMPaHe Ha MPUATTN3bM OT aHTUIICHXOTHYHH JIEKAPCTBEHHU MPOTYKTH
(BKJIFOUUTEITHO MATHIIEPUIOH), OToKupamy anda-aapeHepruaauTe pernentopu. [lamuenture TpsioBa
Ja ObpaaT MHPOPMUpPaHU He3a0aBHO Ja MOTHPCAT MEAUIMHCKA TIOMOLLL, aKO TO3U IPHANU3bM HE
OT3BYYH B paMKuTE Ha 4 yaca.

PCI‘VJ'II/IDaHe Ha TCICCHATa TEMIIEpaTrypa

AHTUIICUXOTUYHUTE JICKAPCTBEHH MPOYKTH UMAT CBONCTBOTO Jla HapyIIaBaT CIIOCOOHOCTTA Ha
opraHu3Ma Jia HaMaysiBa TeJiecHaTa Temmeparypa. [IpenopraBaT ce moaxoAsaIIy TPKA, KOraTo
BYANNLI ce npeanucea Ha MAIUSHTH, KOUTO IIe OBIAT U3I0KCHH HA YCIIOBUS, TOMPUHACSIIHN 32
MOBHILIEHUE Ha TeJIECHATA TeMIIepaTypa, HalpuMep yCHICHH QU3MUECKU YIIPaKHEHHS, H3JIaraHe Ha



MPEeKOMEepHAa TOpenInHa, U KOUTO €THOBPEMEHHO TIOyJYaBaT TEPAIvs C JIEKAPCTBEHU MPOAYKTH C
AHTUXOIIMHEPTUYHO JICHCTBHE WM Ca AeXUAPATHPAHH.

Benosen Tpomboembonnzsm (BTE)

CrobmiaBa ce 3a ciyvan Ha Bb3HHKBaHe Ha BTE npu ynorpeba Ha aHTHIICHXOTHYHH JIEKapCTBEHU
npoAykTH. Thil KaTO MAIMEHTUTE, JICKYBaHHU C AHTUTICUXOTHIIU, YECTO Ca C MPUIOOUTH PUCKOBU
daktopu 3a BTE, Bcuuku Be3MOoxHN prckoBr (pakTopy 3a BTE TpsaOBa ma 0p1aT HaeHTHDUITIPAHT
Ipean | 1o BpeMe Ha jgedeHnetro ¢ BY ANNLI, kakTo u 1a Ob1aT IpearnpueTH MPEBAHTUBHA MEPKH.

AnTHeMeTHYCH ed)CKT

[Tpu npeAKTMHUYHN TPOYYBaHUs C TATUIIEPUIOH ce HaOMoJaBa aHTHEMETHYCH ePEeKT. AKO TO3U
e(eKT ce MOsBH IPU X0pa, TO MOXKE Aa 3aMacKupa MPU3HAUTE U CHMIITOMHUTE Ha Mpelo3upaHe Ha
OIIpeJIeJICHH JICKapCTBEHH IIPOAYKTH WM Ha ChbCTOSIHUS KaTo YpeBHA OOCTPYKIMs, CHHAPOM Ha Reye u
MO3BYEH TYMOD.

IIpunoxenue
Tpsi0Ba na ce BHUMaBa, 3a J1a ce U30erHe ciy4aiftHoTo nHxekTupane Ha BY ANNLI B KpbBOHOCEH Ch/I.

HuTpaonepatuseH dhaomu upuc cuaapom (MDHC)

NOUC e HabmroaBaH 10 BpeMe Ha OIepaliys Ha KaTapakTa IpH MalueHTH, JEKYBaHH C JICKAPCTBCHU
npoayktu ¢ anda la-anpeneprudued antaronuctuyeH edekt kato BY ANNLI (Bx. Touka 4.8).

NOUC moxe 1a HOBUIIN pUCKa OT OYHH YCIOKHEHUS 110 BpeMe Ha U cief onepauusata. Hactodmara
WY TIpE/IMIIIHA YHOTpeOa Ha JeKapCTBEHU MPOAYKTH ¢ alida la-agpeHepruieH aHTarOHUCTHYCH €eKT
TpsiOBa J1a ObJIAT M3BECTHU HA OYHMS XMPYPT Npenu onepauusara. [loreHuuanHaTa momisa ot
crniupaHeTo Ha andal GrokuparnaTa Tepanus Ipeau oreparys Ha KaTapakTa He € yCTaHOBEeHa U TpsioBa
Ja ObJie IpelieHeHa CIPsIMO PUCKa OT CIIMPAHETO Ha TeparnusiTa ¢ aHTUTICHXOTHIIN.

[Momontau BCIICCTBA

To3u nekapcTBEH MPOAYKT ChABpPXKA Mo-MaJKo 0T 1 mmol Hatpwmii (23 mg) Ha 1034, T.€. IPAKTUIECKU
HE ChAbpPXKA HATPHH.

4.5 B3amMmopeiicTBHe ¢ IPYTrHU JeKAPCTBEHM MPOAYKTH M APYTrH (JOpMH Ha B3aNMo/eiicTBHe

IIpenopruBa ce noBuieHo BHUMaHue, korato BY ANNLI ce npeznucsa 3aeHO ¢ JIeKapcTBa, 3a
KOWTO € U3BECTHO, ue yarmKkaBatr QT uHTepBaia, kato kinac [A aHTHApUTMHUYHU CpecTBa (Harp.
XUHUAMH, Tu3onupamua) u kiac Il antnaputMuuHu cpeactsa (Hanp. aMHOIapoOH, COTANON), HIKOU
AHTUXHMCTAaMHMHH, HIKOW aHTUOMOTHULM (Hanp. (IyOpPXHUHOIOHH), HIKOH APYTH aHTUIICUXOTHUIIH, KAaKTO
W HAKOW aHTHMaJapuitHu cpeJicTa (Hamp. MednoxuH). To3u cMChK € MHIMKATHBEH U HE €
M3YepIaTelieH.

Horenrman sa BYANNLI 1a mosiusiBa Ipyru JIEKapcTBa

He ce ovyakBa manunepuioH J1a NpeAu3BUKBa KIMHUYHO 3HAYUMH (DapMaKOKUHETUIHH
B3aMMOJICUCTBHSI C JIEKAPCTBA, KOUTO c€ MeTaboam3upaT upe3 mutoxpom P-450 nzoeHsumure.

Karo ce nma nipeiBux OCHOBHUAT e(DEeKT Ha MATUIIEPUIOH BbPXY IIEHTpaIHATA HEPBHA CUCTEMA
(IHC) (BuxTe Touka 4.8), BYANNLI crnenBa ga ce u3noin3Ba ¢ MOBUIIICHO BHUMAaHUE B KOMOWHAIUS
C ApyTH JIeKapcTBa, aeictBamu BrpXy LIHC, kaTo aHKCHONMUTHIIN, TTOBEYETO aHTUTICUXOTHIIH,
ChHOTBOPHH, OITMATH U T.H. HJIU C aJIKOXOJI.
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[ManunepuaoH MOXKE Ja aHTaroHU3upa eeKra Ha JICBOJO0INA U IPYTH JOMaMUHOBH arOHUCTH. AKO ce
CUMTa, Ue JAajieHaTa KOMOMHAIMS ¢ HeoOXoauMa, 0COOCHO B KpalHUS CTaaui Ha OOJIecTTa Ha
[MapkuHCOH, TpsIOBA Na ce Mpe/ncBa Hali-HICKaTa e()eKTUBHA J103a OT BCSAKO JIEKAPCTBO.

[Mopanu noTeHIMana Ha IEKApCTBEHUS TIPOJYKT JIa TIPESIM3BUKBA OPTOCTATHYHA XHITOTOHUS (BUXKTE
touka 4.4), npu npmnaraneto Ha BY ANNLI 3aenHo ¢ npyru gekapcTBEHH MPOIYKTH, KOUTO CHIIO0
UMaT MOJA00CH MOTEHIUAI, HAIpP. IPYTH aHTUIICUXOTHUIY, TPUIUKINYHA aHTHICTIPECAHTH, MOXE J1a Ce
HaOJIr0MaBa aIUTHBEH e(DEKT.

[IpenopbyBa ce MOBUILICHO BHUMaHKE, B CIIy4ail ue MAIUNEPUA0H c€ KOMOMHUPA C APYTH JIEKapCcTBa,
3a KOWTO C€ 3Hae, 4e MMOHMW)KABaT Ipara Ha I'bpUYoBeTe (Hap. PeHOTHA3NHHU Wi OyTHPO(dEHOHH,
TPULMKIMYHN aHTHICTIPECAHTH WIIH CENICKTUBHE MHXMOUTOPH Ha 0OPAaTHOTO 3aXBallaHe Ha
ceporonuHa (SSRI), Tpamanon, MeduoxuH u ap.).

EnHOBpeMEeHHOTO NMpritarane Ha mepopaeH MaJuIepuIoH Ta0IeTKU C YBDKEHO OCBOOOKIaBaHE B
CTaIOHapHO ChCTOsIHUE (12 Mg BeHBK JHEBHO) C TUBATIIPOCKC HATPUI TAOJICTKH C yIBIDKCHO
ocBoboxkaasane (500 mg mo 2 000 mg BeqHBX JTHEBHO) HE OKa3Ba e(eKT BbPXY (apMaKOKHHETHKATA
B CTallMOHAPHO CHCTOSIHHUE HA BAJIIPOATA.

He ca mpoBexxnanu npoyuBanus 3a BzaumoeiicTBusaTa mexxay BY ANNLI u nutuii, HO Bce mak
CHINECTBYBA MaJIKa BEPOSTHOCT OT Bb3HHKBaHE Ha ()apMaKOKMHETUYHHU B3aUMOJICHCTBHSL.

IMorennuan Ha apyru Jekapcrsa na nosiussaT BY ANNLI

[IpoyuBanus in vitro nokas3at, ue CYP2D6 u CYP3A4 Morar na uMaT MUHHMAJIHO YYacTHE B
MeTaboIM3Ma Ha MAIMIEPUIIOH, HO HAMA HUTO A Vitro, HUTO in Vivo IPU3HALH, Y€ T€3U U30CH3UMU
UTpasiT 3Ha4MMa poJisi B MeTabosIM3Ma Ha HajaunepuoH. EXHOBpEMEHHOTO MpUilarane Ha nepopajieH
NAMIIEPUIOH C TAPOKCETHH, MoleH nHxuouTop Ha CYP2D6, He moka3Ba KIMHUYHO 3HAYUM e(heKT
BBPXY (hapMaKOKMHETHKATa Ha MaJUIIEPHUIOH.

EnHoBpeMEeHHOTO MpUIIarane Ha epopalieH NATUIEPUIIOH C YABIDKEHO 0CBOOOKIaBaHE BEIHBK
nmHeBHO ¢ 200 mg kapOamMasenuH /1Ba IHTH JHEBHO BOJH JI0 HAMAJSIBaAHE ¢ MPUOIU3UTENHO 37% Ha
MEKIUHHATA Crmax 1 AUC Ha manunepuoH B CTAlIMOHAPHO ChCTOsIHUE. TOBa HamMaJeHuUE B
3HaYMTEHA CTEMNEeH ce MPUYHHSBA OT yBenuuyaBaHe ¢ 35% Ha ObOpedHrs KIUPBHHC Ha TAUIIEPUIOH,
BEPOSITHO B pe3yiTaT Ha MHAyLHpaHe Ha P-gp B Ob0penute oT kapbamazennH. OT JIEKOTO HaMaJIsIBaHe
Ha KOJIMYECTBOTO HA aKTUBHOTO BEILECTBO, EKCKPETUPAHO HEMPOMEHEHO B ypHUHATA, MOXKeE Ja e
MPEIOIONKH, Ye € mMaino ciad edekt Bbpxy CYP merabonnima winu OMOHATMYHOCTTA Ha
TIAJIMIIEPHJIOH 10 BpEME Ha ChBMECTHOTO IpuiiaraHe Ha kapOamasemnuH. [Ipu nmo-Bucoku 1031 Ha
kapOamasenuH MOTaT Jia ce MoJIyyaT MO-ToJIEMH HaMaJIeHHsI Ha TUIa3MEHUTE KOHLEHTPALUH Ha
NaIMIEepUIOH. AKO € He00X0TUMO, ITPH 3all0YBAHETO Ha KapbamasenuH no3ata Ha BY ANNLI TpsioBa
Jia ce mpepasriena u ypenudd. ChbOTBETHO, aKO € HEOOXOAMMO, TIPU CIIUPAaHETO Ha KapOaMaselnuH
no3zata Ha BYANNLI tpsi6Ba na ce npepasriena u Hamanu. TpsOBa 1a ce uMa npeABU] YABIDKEHOTO
ocBoboxkaaBane Ha BY ANNLI

EnHOBpeMEHHOTO NpuiiaraHe Ha €IMHUYHHU JI03U MIEpOopajieH Maiumnepuaod 12 mg TabiaeTku ¢
YABIDKEHO OCBOOOKIaBaHE C JIMBAIIIPOCKC HATPHM TAOJIETKU C YABIKEHO OCBOOOKIaBaHe (J1Be
tabneTku ot 500 mg BeTHBK THEBHO) BOMHU 10 yBenmdaBaHe Ha Cmax 1 AUC Ha TaMIepUIOH ¢
npuban3uTeHo 50%, K0eTo BEpOSITHO Ce IBJDKHM Ha YBEIMUCHATa TiepopaHa abcopOrus. Tl kato He
ce HaOro1aBa e)eKT BhPXY CUCTEMHUS KIUPHHC, HE C€ 0YaKBa KIIMHUYHO 3HAYUMO B3aUMOJICHCTBUE
MEXy TUBAJIIPOEKC HATPHUil TaOJIETKHU C YIBIDKEHO ocBoOok1aBane 1 BY ANNLI nmxekmust 3a
WHTPaMYCKYJTHO MPUJIOKEHNE B CEAATHAIIHUS MYCKyJI. He ca mpoBexaaHu mpoydBaHUs 3a TOBA
B3aumonericteue ¢ BY ANNLI.

Ennospemenna yrnorpeba Ha BYANNLI ¢ pyucnepuIoH WIN HAIUIIEPHUIOH 32 IIEPOPATTHO IPIIOKEHNE

TBif KaTO MATUIICPUIOH € OCHOBHUSAT aKTHBCH META0OJIUT Ha PUCTICPUJIOH, TPSOBa Ja ce BHUMAaBa Mpu
eIHOBpEeMEHHOTO nprioxeHue Ha BY ANNLI ¢ pucriepuioH WiH ¢ MaTUuTIePHIOH 3a TIEPOPATHO
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NPUIOKEHUE 32 TIPOIBIDKUTEIICH MEPUO] OT BpeMe. JJaHHUTe OTHOCHO 0E30MacHOCTTA MPH
ynorpebata Ha BY ANNLI ¢ npyru aHTUTICUXOTHIIN Ca OTpaHWYEHH.

EnnospeMenna yrnorpe6a Ha BYANNLI ¢ ncuxocTuMyJIaHTH

EnnoBpemenHaTa ynorpe0a Ha ICHXOCTUMYJIAHTH (HAIp. METHII()EHUAAT) C TATHIIEPUIOH MOXeE Aa
JIOBEJIC IO CKCTPATUPaMUIHA CUMIITOMU IPHU MPOMSIHA Ha €THATA WM U Ha JIBETE Teparnuu (BK.
Touka 4.4).

4.6 DepTHaUTET, OPEMEHHOCT U KbpPMeHe

Kenwu ¢ gereposieH noTeHIAaI

OuakBa ce IU1a3MeHaTa eKCIIO3UIMS Ha MalunepuaoH cien eannuana 1o3a BY ANNLI na ocrane no
4 romunau (BX. Touka 5.2). ToBa TpsOBa ga ce MMa MPEIBHI ITPH 3aII0YBAaHE HA JICUCHUE TIPH JKCHHU C
JEeTEepOAECH MOTEeHIMAN, KaTO Ce MMa IIPEBHU] €BeHTYyalnHa Obeia OpeMEHHOCT WK KbPMEHE.
BYANNLI Tpsi6Ba fa ce u3mon3sa camo B cly4ail Ha KaTeropruyHa HEOOXOJMMOCT IPH JKEHH, KOUTO
TUTAHUPAT Ja 3a0peMeHesT, .

BbpemeHHocT

Hsima nocrarpuno JaHHU 3a ynoTpebaTa Ha NANIKMIEPUIOH 0 BpeMe Ha OpemeHHoCT. HTpaMycKynHO
MHXCKTUPAHUAT NAJTUIICPUAOHOB MAJIMHUTAT U IICPOPATTHO MPUITOKCHUAT MAJTUIICPUIOH HAMAT
TepaToreHeH e()eKT B MPOyYBAHUATA [IPH )KUBOTHH, HO C€ HAOJIOAaBaT IPyTry BUJIOBE PEMPOLYyKTHBHA
TOKCHYHOCT (BX. Touka 5.3). [Ipy HOBOpoIeHH, C €KCIO3UIMS Ha MATUIIEPUIOH MIPe3 TPETHUs
TPUMECTHP Ha OPEMEHHOCTTA, UMa PUCK OT HEXEJaHW PEaKLUH, BKIIOUBAILN EKCTPATUPAMUIHI
CHMIITOMH W/WIM CUMIITOMH Ha OTHEMAaHEC, KOUTO MOT'aT Aa Bapupat 1O TCKECT U MPOABJLDKUTCIIHOCT
ciel pakaaneTo. JlokaaBaHu ca ciyvad Ha Bb30y1a, XUIIEPTOHMUS, XUTIOTOHHS, TPEMOD,
COMHOJIEHTHOCT, PECITUPATOPEH JUCTPEC WM XPAHUTEIHN Pa3TPOMCTBA. 3aTOBA HOBOPOJACHHUTE
TpsiOBa J1a ObIaT BHUMATEIHO HAOJIO1aBaHH.

[NanumepuoH ce OTKpUBA B I1a3MaTa 10 18 Mecera cien eIMHNYHA 1032 MATHIEPUI0HOB MAIIMHATAT
3a HHXEKITMOHHO MPHIIOKEHUE Ha Beekn 3 Mecera. O4akBa ce cie/ IpUiIoKeHHe Ha eJUHIYHA 1032
BYANNLI mna3Mena eKCro3uITis Ha MATUIIePUIOH Ja € HaauIle 10 4 TOIUHU (BXK. TOUKa 5.2).
Excriosunusita Ha BY ANNLI npu maiikaTa rpenu u 1o BpeMe Ha OpeMEHHOCT MOXKe J1a TIOBEE 10
HeXXellaHU peakiuu npu HoBopoieHoTo. BY ANNLI He TpsOBa ia ce mpuiiara 1o BpeMe Ha
OpeMeHHOCT, OCBEH B CITydail Ha KaTeropuyHa HEOOXOIUMOCT.

Kopmene

[IpunoxeH B TepareBTHYHU J03HM Ha KbPMEIIH JKCHU, TTAMIIEPUIOH C€ OTIENS B KbpMaTa JI0 CTEIICH,
MIPH KOSATO MMa BEPOSATHOCT J1a Ma e(heKTH Npu KbpMadeTo. Thil KaTo ce 04aKBa, 4e eIUHIYHA /1032
BYANNLI ocTaBa 110 4 ronuHu B mia3zMarta (BXK. TO4Ka 5.2), KbpMadeTaTa KOUTO ca Ha €CTECTBEHO
XpaHeHe Morar Jia ObJIaT U3JI0KEeHU Ha pUCK OT npuiokenus BY ANNLI mHoro npenu aa 0baat
kbpMeHH. [lanmenTure, kouto ce nexyBaT uiu ca Ounu nexyBanu ¢ BY ANNLI npes nocnenuure

4 ronuHU, HE TPAOBA J1a KbPMSIT.

DepTunurer

He ca nabmronaBanu 3HauuMu ePeKTH IPU HEKITMHUYIHU TIPOYIBaHHUSL.

4.7 EdexTn BppXy crioco0HOCTTA 32 WoupaHe U padoTa ¢ MAIINHA

[MTanunepuaoH MOBJIKMsIBA B MajIKa HJIM YMEPEHa CTEIeH ClIoCOOHOCTTa 3a modupane u padoTa ¢

MAaIllMHHA OPaI MOTEHIIMATHNTE e(DeKTH BHPXY HEpBHATA CHCTEMA M 3pEHHETO KaTo cealus,
COMHOJICHTHOCT, CHHKOII, 3aMBIJIEHO 3peHue (BXK. Touka 4.8). CiieqoBaTeTHO Ha AMEHTUTE TPsIOBa
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Jla ce Tperopbya aa He modupat u paboTsIT ¢ MaIlTUHK, TOKATO HE CTaHE U3BECTHA TAXHATA
WHIUBUYyaJIHa YyBCTBUTENIHOCT KbM BY ANNLI

4.8 Hexenanu JeKapcTBEeHH peaKIUU

O060061eHMEe Ha poduia Ha OE€30I1aCHOCT

Haii-gecto nHabmoaBaHuTe HEXXETAHH PEAKIINH, CHOOIIEHH MTPH > 5% OT MAIlMEeHTUTE B JBOWHOCIIAIIO
aKTHBHO KOHTPOJIHpaHO KIMHUYHO TipoyuBaHe Ha BYANNLI, ca nH(eKIws Ha TOpHUTE TUXATEITHHA
IBTHINA, PEAKIUS Ha MSACTOTO HA MHXKEKTUPAHE, TIOBUIIICHO TETJIO, INIABOOOJIME U ITAPKUHCOHU3HM.

CHHCBK Ha HEXXEIIAHNUTE PEAKINN B TAOJIHYEH BUI

CrnieiBaT BCUYKHU HEXKEJIAaHU PEAKIIUU, KOUTO C€ ChOOIIABaT 3a MaJIHUIEPUIOH, 10 KATETOPHH 110
YeCcTOTa, OIICHEH! B KJIMHUYHO U3MUTBAHE C MAIUIICPUIOHOB MaIMUTAT. M3MON3BAT Ce CIICAHUTE
TEPMHHH 32 KaTETOPHUTE TI0 YecToTa: MHo20 yecmu (> 1/10); vecmu (= 1/100 mo < 1/10); newecmu
(> 1/1 000 mo < 1/100); peoxku (= 1/10 000 mo < 1/1 000); mro2o peoxu (< 1/10 000); u ¢ Heuzsecmua
yecmoma (OT HATMYHUTE JaHHHU HE MOJXKe J1a ObJie HallpaBeHa OlleHKa). BB BCsika rpyma 1Mo 4ecToTa
HEXETaHUTE PEAKIUK ca MPECTABCHH B HU3XOIAI e/l [0 OTHOIICHHUE Ha TSIXHATA CEPHO3HOCT.

Cucremo- Heskenanu peakuuu
OpraHeH KJiac Yecrora
MHuoro Yectn Heuectn Peaxn C HeusBecTHa
4eCcTH qecToTa
Nudpexnnu n uH(EKIKA HA TOPHUTE | THEBMOHUS, OPOHXHT, | MH(PEKIHUs Ha OKOTO,|
undecranuu JUXATEeIHU THTHUIIA, uHbeKms Ha aKapoJepMaTUT
uHbeKms Ha UXATeIHUTE IBTUILA,
MUKOYHHTE TBTHIIIA, CHHY3HUT, LIUCTHUT,
rpuII HH(EKIUA Ha YXOTO,
TOH3WJINT,
OHHUXOMHKO32,
LENYJINT, MTOIKOKEH
abcrec
Hapymenus na HamaseH Opoii Gemu HEYTpOTICHMUS, arpaHyJIoUTO3a
KpbBTa U KPBBHHU KIICTKH, TPOMOOIUTOTIEHHS,
auMdHaTa aHeMus MOBHIIIEH Opoit
cHcTeMa €O3MHO(HIH
Hapymenus Ha CBPBXYYBCTBUTEIHOCT aHauIaKTHYHA
MMYHHATAa peakuus
cucreMa
Hapymenus Ha XUIEPIPONAKTHHEMHUS® HapyIIeHa CEKPeLus
€HJ0KPUHHATa Ha aHTUIANYPETUYCH
cHCTEMA XOPMOH, HaIN4He
Ha 3aXap B ypuHATa
Hapymenus na XHUIEPTINKEMUS, 3axapes auaber, nuabeTHa HMHTOKCHKAI[HS
MeTadoau3Ma u MOBUIIIABAHE HA XHUIIEPUHCYIMHEMHS, | KETOAU03a, ¢ BoJia
XpaHeHeTO TETrJI0TO, IOHM>XKABAHEC TITOBHIIICH aIlCTUT, XUIIOTJIMKCMHUS,
Ha TETJIOTO, HAMAJICH | AaHOPEKCHSI, MOBUIIICHO | MTOJUIUTICHS
alleTUT HHBO Ha TPUTTITMLECPUAN
B KPpBbBTAa, IIOBUILICHO
HHBO Ha XOJIECTEPOIT
B KPBBTa
Hceuxuynu Ge3cbHUE" | @KUTAIMS, ETIPECHs], | HAPYIICHHUS HA ChHS, | KATaTOHWS, pa3cTporCTBO Ha
HapyIIeHus 0e3MOKOKCTBO MaHHsI, HaMaJICHO CBHCTOSTHUE Ha XpaHEHEeTo,
JTHOUI0, HEPBHOCT, 00BPKAHOCT, CBBP3aHO ChC CHHS
KOIIMapH COMHaMOYJIH3bM,
MIPUTHIIEHA
4YBCTBUTEIHOCT,
aHOprazMus
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Hapymenns Ha
HEPBHATA CHCTEMa

HapKI/IHCOHI/B’bMB,

aKaTH3U®, cenarys/
COMHOJIEHTHOCT,

JMCTOHHSA, 3aMaiiBaHe,
B
JIUCKUHE3UA", TpeMOop,

TapIUBHA JUCKUHE3NUS,
CHHKOII, ICHXOMOTOPH
CBPBXaKTHUBHOCT,
HOCTypaJiHa
3aMasHOCT, HapyILICHHE
Ha BHUMaHHETO,

HEBPOJIEITHYEH
MaJIUTHEH CUHIPOM,
HCXEMUsI Ha MO3bKa,
JIMIICA HA PEeaKIHs
Ha CTUMYJIH, 3ary0a
Ha Ch3HAHUE,

nurabeTHa Koma

r1aBobome JU3apTpHUs, JUCTey3Hsl, | IOHMKEHO HUBO Ha
XUIOECTE3US, Ch3HaHHE,
rapecTe3us KOHBYJICUW",
HapyILIeHus B
paBHOBECHETO,
HapyIIeHa
KOODIUHAITYISI,
TUTYOaIus Ha
ryaBara
Hapymienusi Ha 3aMBIIICHO 3pEHHE, rJiaykoma, hionu upuc
o4uTe KOHIOHKTUBHT, CyXOTa | HapyIICHHS Ha CHHIIPOM
B OYHTE JIBIDKCHUATA Ha (MHTpaomepaTH-
OYHuTe, BBPTEHE Ha | BEH)
ouute, PoTododus,
MTOBHUIIICHO
CBI300T/ACIISIHE,
OYHA XHUIIECPEMHUS
Hapymenus Ha CBETOBBPTEK, IIYM B
YXOTO M ymuTe, 00JIKa B yXOTO
JIA0MPHHTA
Cobpaeynu TaXUKaP M ATPUOBCHTPHKYJIAPEH | IPEICHPIHO
HapyumeHus 6J'IOK, Hapylui€Ha MBXKIACHE, CHHYCOBa
MIPOBOJMMOCT, ApPUTMHSA
yasmxeH QT uaTepBan
Ha
CIIEKTPOKAapANOTpama,
CHUHJIIPOM Ha
MOCTypajHa
OpPTOCTATHYHA
TaXUKapIusi,
Opaaukapaus,
MIPOMEHH B
CJIEKTPOKapANOTpaMara
, TATTUTAIAH
CbaoBu XUIEPTOHUS XUTIOTOHHS, 6enoapobHa HCXEMHUS
HapyIIeHus OpPTOCTATHYHA em0ounsi, BeHO3Ha
XUITOTOHUS TpomO03a,
3a4yepBsBaHE Ha
JIULETO
Pecnimparopun, KalllInIa, 3ayIIBaHe | TUCITHEs, CHHIIPOM Ha ChbHHA | XHIICPBEHTUIAIIHS,
IPLIHH H Ha HOCa (hapuHTONMApUHTEa HA | amHes, OenonpoOHa | acHpauoHHa
MeIuACTHHAJIHH 6oJtKa, emUCTaKCUC KOHIEeCTHS, MTHEBMOHHS,
HApYIIeHHs] KOHIECTHS Ha nuchoHus
pecrupaTopHus
TPAaKT, XPUIITCHE,
XPHUIIOBE
CroManiHo- KOopeMHa 00JIKa, KOpeMeH AUCKOM(OPT, | TAHKPEATHT, YpEBHA | HIIEYC
YpeBHU MOBPHIIAHE, TaJICHE, TacTPOCHTEPHUT, HEMPOXOIUMOCT,
HAPYIIEHHSsI KOHCTHMNAIWS, Auapus, |aucdarus, CyxoTa B MOJyBaHE Ha €3MKa,
JucHencus, 350000 | ycrara, GuarysieHuus | pexanHa
WHKOHTHHCHI WA,
(dhekasoma, XeHauT
XenaToouJIuMapHu TTOBHIIICHH MOBHIIICHA TaMa- JKBITEHUIIA
HApyLIeHHus! TpaHCaMHHA3U riryTamunTpacdepasa,
TIOBHIIICHH

YEepPHOJPOOHHU SH3UMHU
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Hapymenns Ha
KOXKaTa "
MOJKOKHATA
TbKaH

YpPTHKapusi, IPyPUTYC,
00puB, anoneuus,
eK3eMa, Cyxa Koxa,
epuTeMa, aKHe

JIeKapCTBEH 0OpHB,
XHUIIEpKepaTo3a,
ceOopeeH AepMaTHr,
OBPXOT

CHHZPOM Ha
CTHUBBHC-
JxoHCHH/
TOKCUYHA
enuaepMaHa
HEKpOJIN3a,
aHTHOC/IEM,
MPOMSIHA B [[BETA
Ha KO’KaTa

Hapymenus Ha
MYCKY.JIHO-
cKeJIeTHATA
cucreMa u
CheIMHUTEJIHATA
ThKaH

MYCKYJIHO-CKEJIeTHA
Oosnka, OoJka B I'pp0a,
apTpaTust

MOBHILICHA KPeaTHH
¢docdokunasza B
KPBBTa, MYCKYJIHI
CIa3MH, CKOBAaHOCT B
CTaBHUTE, MYCKYJIHA
cimaboct

pabaomuonusa,
HO/lyBaHE Ha
CTaBHUTE

HeoOHYaiiHa 1mo3a

Hapymenus Ha

HE3aabpiKaHC HA

3abpiKaHC Ha

onOpenuTe n ypHHa, MONAKUypus, |ypuHa
NMUKOYHHUTE Au3ypus
WHTUIIA
CbcTosiHuA, CHHJIPOM Ha
CBBP3aHU € OTHEMAaHe CJIejl
OpeMeHHOCTTa, P@XIaHETO (BIKTE
poxoBHst 1 TouKa 4.6)
NOCJIePO/I0BUSA
nepuos
Hapymenus na ameHopest epeKTHITHA NPHATN3HM,
BB3MPOH3BOIN- nucyHKOus, IUuckoMdopT B
TeJIHATa cHCTeMa HapyIICHNE Ha rbpaara,
W rbpiaTa eSIKyIaluATa, KPBHBOHAITBJIBAHE HA
HepeIoBHA rbpJara,
MeHCTpyanus®, yroJieMsiBaHE Ha
THHEKOMACTHS, IbPIMTE, BATMHAIHO
rajiakTopest, CEKCyaliHa | Te4eHue
nmucyHkms, 6oKa B
TBPAUTE
Oo0mm MHPEKCHsI, aCTEHHS, OTOK Ha JIMIIETO, OTOKY,| XMIIOTEPMHS, MTOHMKEHA TEJIECHA
HApYILIEHUS U yMopa, peakius Ha TIOBUIIIEHA TEJIECHA BTPHUCAHE, Xax]a, | TCMIEpaTypa,
eexTn HA MACTOTO Ha TeMmreparypa, CHHJPOM Ha HEKpo3a Ha
MSICTOTO Ha WHXKEKTHPaHE HapylleHa IoxoAKa, | OTHEMaHe, abcuec | MiCTOTO Ha
npuIoKenHe 6OJIKa B Ibp/HTE, Ha MSICTOTO Ha HHKEKTHPAHE,
IMCKOMQOPT B WHKEKTHPAHe, sI3Ba Ha MACTOTO
06J1acTTa Ha IbpATe, | 1ETYIHT Ha MACTOTO| Ha MH)KEKTHPAHE
Hepa3IoJI0oKeHHe, Ha MHXCKTHPAHE,
VMH Ly paLus KHCTa HA MSICTOTO
Ha MHKEKTHPAHE,
XEeMaToM Ha
MSICTOTO Ha
WHKEKTHpaHe
HapausBanus, najaHe
OTpaBSIHUA U
YCJIOKHEHUS,

Bb3HHKHAJHU B
pe3yarar Ha
HHTEPBEHIIHH
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YecroTraTa Ha HEXKETAHUTE PEAKIIMH € OTpe/ieeHa KaTo KaTeropys ,,c HEM3BEeCTHA YeCTOTa", 3alI0TO He ca HaOII0JaBaHu
B KJIMHUYHH TIPOYYBAHMS C HAIUIEPUIOHOB NaIMHUTAT. [10JIydeHn ca WM OT CIIOHTaHHHU IT0CT-MapKETHHI OBH
CHOOIIEHNUS U YECTOTaTa M HE MOXeE J1a Ce ONPEAEIIH, YIIH Ca ITOJIYYeHH OT KIMHIYHYU NTPOYYBaHMUS W/WIIA TTOCT-
MapKETUHIOBU CHOOLIECHHUS ¢ PUCTIEPUIOH (BCSAKAKBA JIEKapCTBeHA (hopMa) WK NATUIEPUIOH 32 IIEPOPATHO
MPUIIOXKEHHE.

Buxre ,, XunepnponakruaeMus* no-aoimy.

Bwxre ,,ExcTpanupaMuHu cHMOTOMU™ TO-0ITY.

B nmane60-koHTpoMpaHu Mpoy4YBaHHs ce ChOOIIaBa 3a cayuan Ha 3axapeH nuabdet mpu 0,32% oT yyacTHULIUTE,
JIEKyBaHH C MAJUIIEPHIOHOB MAJIMUTAT 32 HHXEKI[OHHO MPUIOKEHUE BEJHBK MECEUHO, B CPABHEHHUE C YECTOTA OT
0,39% B rpynara ¢ mane6o. O61mara 4ecToTa OT BCHYKH KIMHUYHH IpoydBaHus € 0,65% mpu BCUUKH yJacTHHUIIH,
JIeKyBaHH C MAJHUIICPHJOHOB MTAJIMATAT 38 HHXKEKIIMOHHO NPHIOKEHHE BEIHBK MECETHO.

Be3cbHueTo BK/IOYBA: 3aTPYIHEHO 3aCIIMBAaHE, TOBBPXHOCTEH ChH; KOHBY/ICHsATa BK/IIOYBA: IPUIIAABK ,,grand mal”;
OTOKBT BKJIIOYBA: TEHEPATU3UPAH OTOK, Hepu(epeH 0TOK, MEK OTOK; MeHCTPya/IHOTO HApYIeHHe BKJIIYBA:
3aKbCHEHUE Ha MEHCTpPYaIUATa, HepeoBHA MEHCTPYaIHsl, OJIMTOMEHOPEsI.

Hexenanu peaknun, HaOJII01aBaHuy C JIEKapCTBEHN (GOPMH HA PUCHEPHUIOH

Tl KaTO MaJUIIEPUAOH € aKTHUBEH METaOOIUT Ha PUCTIEPUIIOH, TPOPIITUTE HA HEXKEIAHN PEaKIIUU Ha
TE€3U aKTHBHU BELIeCTBA (BKIIOUUTEIHO IEPOPATHA U NHXXEKLIMOHHU (JOPMH) ca CHOTHOCHMU.

Onucanue Ha U30paHu HEXKEJIaHU PEaKLIMU

Anapunaxmuuna peaxyus

[To BpeMe Ha TOCTMAapPKETHHTOBHSI OTIUT PSIKO ca ChOOIIaBaHU CiIyvan Ha aHa()MIIaKTUYHA PEaKIHs
Clle/T MIKEKIIMOHHO MPUIIOKEHUE Ha AJUIICPUIOHOB ITAJIMUTAT BEAHBK MECEYHO MPH MAIMEHTH,
KOWTO TIPEH TOBA Ca HMAJIM IOHOCHMOCT KbM MepOpalieH PHCIEPHIOH WIIN TIEPOPajIeH MaTuIepPHI0H
(BX. Touka 4.4).

Peaxyuu na macmomo Ha undxcexmupate

B knmuanunnTe m3nutBanus Ha BY ANNLI npu 10,7% ot yyacTHHIIMTE Haii-4eCTO choOIaBaHaTa
HEXeJTaHa Peakius € CBbP3aHa ¢ MSICTOTO Ha HHXKeKTupane (4,5% mpu ydyaCcTHUITUTE, JIEKyBaHU C
KOMTIapaTop — MAIUTIEPHUIOHOB MAIMUTAT 32 WHXKEKIIMOHHO NPUJIOXKEeHHEe Ha BCeKH 3 Mecena). Hurto
€IH OT Te3W CJIyYad He € OMHCaH KaTO CEPUO3eH M HE CE € CTHTHAJIO JI0 MTPEKpaTsSBaHe Ha JICUSHUETO.
BB3 ocHOBa Ha KITMHUYHATA OIIEHKA HA U3CIeAoBaTenuTe B > 95% oT cityyante uHIypanus,
3a4epBSBAHE U MOAYBaHE Ca OTCHCTBAJIM UJIU CA OLEHEHH KaTo JIeKU. OLIEHKUTE Ha YYaCTHULIUTE 32
0orKaTa Ha MSCTOTO HA MHXKEKTHPaHe Ha 0a3aTa Ha BU3yallHA aHAJIOTOBA CKajla ca HUCKH U C
HaMaJsBall MHTEH3UTET C TeUEHHE Ha BPEMETO.

Exempanupamuonu cumnmomu (EIIC)
B knuanunnTe usnurBanus Ha BY ANNLI ca cho01menn akaTu3us, JUCKUHE3Ns, JUCTOHUS,
MapKUHCOHU3BM U TPeMOop choTBeTHO mipu 3,6%, 1,5%, 0,6%, 5,0% u 0,2% oT manueHTuUTE.

EIIC BxiouBat cOOpeH aHaIN3 Ha CIEAHUTE TEPMHUHHU: MTAPKUHCOHU3BM (BKIIIOUBA €KCTPAUPaMUIHU
HapyIIEeHHsI, EKCTPATUPAMHUIHI CUMITTOMHU, (EHOMEHBT Ha ,,BKIFOUBAHE U M3KIIIOYBaHE , 00JIecT Ha
[TapkuHCOH, MTAPKUHCOHOBA KPH3a, XUIIEPCATUBAIMS, MyCKYJTHO-CKEJIEeTHAa CKOBAHOCT,
NapKUHCOHU3bM, U3TUYaHE Ha CIIIOHKA, PUTHAHOCT TUI ,,3609aTO KOJIEN0, OpaJuKHHE3Ns,
XUTOKHHE3HSI, MACKOBHUJIHO JIMIIE, MyCKYyJIHa CKOBAaHOCT, aKWHE3Ms, BpaTHA PUTUIHOCT, MyCKyJTHA
PUTHIHOCT, MAPKHHCOHOBA TIOXO0/IKA, TIATOJIOTHYeH pediieke Ha riadenara ¥ MapKUHCOHOB TPEMOP
NP TIOKOM), akaTH3Msl (BKJIIOUBA aKaTU3Msl, OE3MOKOMCTBO, XUTIEPKUHE3HS U CHHAPOM Ha
HECTIOKOWHUTE KpaKa), JUCKUHE3MUs (BKIIIOUBA AUCKUHE3HSI, XOpesi, Pa3CTPOMCTBO Ha IBUKEHHUETO,
MYCKYJTHH TTOTPENBaHU, XOPE0aTETO3a, aT€T03a K MUOKIIOHYC), TUCTOHUS (BKIIIOYBA IUCTOHUS,
LEPBUKAJIEH CTIa3bM, EMIIPOCTOTOHYC, OKYJIOTHPHA KpH3a, OpOMaHANOYIapHa IUCTOHHS, CApAOHUYCH
CMSIX, TETAHHS, XUIIEPTOHUSI, TOPTHKOJIUC, HEBOJIEBU MYCKYJIHH KOHTPAKIIMU, MyCKYyJIHA KOHTPAaKTypa,
6iedapocnazbmM, OKyJIOrupalys, apain3a Ha e31Ka, Cl1a3bM Ha JIMLETO, JAPUHIOCIIa3bM, MUOTOHHS,
OIIUCTOTOHYC, Opo(hapHHTEANIeH CIa3bM, INIEBPOTOTOHYC, CTIa3bM Ha €3MKa M TPU3MYC) B TPEMOP
(BKJIIOUBA TPEMOP, aKIIMOHEH TPEMOP).

16



Ipomenu na menecHomo meano

B 12-mecednoTo ximaIYHO n3nuTBaHe Ha BY ANNLI OposiT Ha y9acTHHIINTE C HAAXBBHPIIAIIA
HOpMaTa MPOMsHa Ha MPOLEHTHOTO CHOTHOLICHHE HA TETJIOTO OT JBOWHOCIIAIO U3XOAHO HUBO A0
JIBOWMHOCIISAMNA KpaifHa TOYKa € TIpe/ICTaBeH B Tabnuiara no-noay. O0mara cpeana npoMsiHa Ha
TETJIOTO OT ABOHHOCISIOTO M3XOIHO HUBO JI0 BOMHOCIATIATa KpaiHa Touka € +0,10 kg 3a BYANNLI
rpynara u +0,96 kg 3a rpynaTta Ha TaTANIEPUIOHOB TAIMUTAT 32 MHXKEKIIMOHHO TIPUJIOKEHIE BETHBK
Ha 3 mecena. [Ipu yuacTHum Ha Bb3pacT 18-25 roaunu ce HaOmonasa cpeana (SD) nmpoMsiHa Ha
ternoto ot -0,65 (4,955) kg 3a rpymara sza BYANNLI u +4.33 (7,112) kg B rpymarta ¢
MAMTICPUIOHOB MATMHUTAT 33 HHXCKIIMOHHO MPUJIOKEHHe Ha Bcekn 3 Mecena. [Ipu yyacTHHIM ¢
HagHopMeHo Terio (BMI 25 no < 30) ce nabmogaBa cpeHa mpoMsiHa Ha Tersioto ot -0,53 kg B
rpynara Ha BYANNLI u +1,15 kg B rpynaTa ¢ majaunepruoHOB HaTMHUTAT 38 WHKEKITHOHHO
TIPIIIOKEHUE Ha BCEKU 3 Mecera.

Bpoii Ha manUeHTUTE ¢ HAAXBBPJSIIA HOPMATA MPOMSIHA HA MPOIEHTHO CHOTHOIIIEHHE HA TErJI0TO OT
(1BOHHOCJISINO) U3X0/IHO HUBO /10 KpaiiHAa TOYKa

PP3M! BYANNLI

IIpoMsiHa Ha TEJIOTO B MPOLCHTH (N=219) (N =473)
HamansBane > 7% 15 (6,8%) 43 (9,1%)
YBenuuasase > 7% 29 (13,2%) 50 (10,6%)

' pP3M - NaJUNEPUIOHOB MAJIMUTAT 32 MHKEKLIMOHHO IIPUIOKEHUE Ha BCEKU 3 Mecela

Xunepnponaxmunemusi

B 12-meceunoto xmmanyHO m3nuTBane Ha BY ANNLI cpennaTa mpomsiaa (SD) ot nBoitHOCSIO
M3XOJTHO HUBO B MTPOJAKTHHOBUTE HUBA € -2,19 (13,61) pg/l 3a muxke u 4,83 (34,39) pg/l 3a xenu B
rpymnarta Ha NaJJMnepua0oHOB IMaJiMUTAaT, IIpujiarad Ha 6 MEcCf€lia, a B rpylnara Ha InajJurnepruoHOB
MaJIMHUTAT, pHIaran Ha 3 mecena 1 ¢ 1,56 (19,08) ug/l 3a mbxe u 9,03 (40,94) ug/l 3a xenu. Ilo
BpeMe Ha ABoiHocsAnara ¢asa 3 xenu (4,3%) B rpynara Ha NAIMIEPUIOHOB MAIMUTAT 32
WHXEKIIMOHHO MPUJIOKEHUE Ha BCeKU 3 Mecera, u 5 xxenu (3,3%) B rpynara Ha NajaumnepuI0HOB
MaJIMUTAT 32 HHKEKIIMOHHO TIPUIIOKEHHE Ha BCEKU 6 Mecella, TIoydaBaT aMeHopesl.

Edexru 3a TepanieBTUUHAS KJ1acC

IIpy aHTUTICHXOTHUIMTE MOXKE JIa Bb3HUKHAT yIb/okaBaHe Ha QT uHTepBasia, BEHTPUKYJIAPHUA apPUTMHU
(BeHTpHKYyJapHa (hHOpHIAIKs, BEHTPUKYJIApHA TAXUKAP/IKsl), BHE3aHA HEOOACHUMA CMBPT, ChpICUCH
apecr u ,,Torsade de pointes®.

Crobmasar ce cirydau Ha BTE, BrimrounTenno cinyyan Ha 6eno1po0eH eMOOIH3bM U ThI00Ka BEHO3HA
TpoMOO3a MPH aHTUTICUXOTUYHHTE JIEKAPCTBEHH MPOJYKTH (C HEM3BECTHA YECTOTA).

CrpoO11aBaHe Ha HOA03UPAHU HEXKEJIAHN PEAKIINHU

CpoOmaBaHeTo Ha MOI03UPAaHH HEXKEJIaH! PEaKINK CJIe]] pa3pelaBaHe 3a ynoTpeda Ha JIeKapCTBEHUS
HPOIYKT € BayKHO. ToBa MO3BOJISIBA /1a MPOABIDKH HAOIIOICHUETO Ha ChOTHOILIEHHETO TT0JI13a/pHUCK 32
JIeKapCTBEHUS MPOAYKT. OT MEAULIMHCKUTE CIICUATIICTH CE U3UCKBA Ja ChOOLIaBaT BCSIKa
HOI03MpaHa HEe)KEJIaHa PeaKIys uype3 HaIllOHAIHA CHCTEMa 3a ChOoOIaBaHe B

UzmeiHUTEIHA areHIys 110 JIeKapCTBaTa

yi. ,,JlamsH I'pyes* Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg
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4.9 Ilpeno3upane
CumnromMu

[To mpuHIWMII, OYaKBaHWTE MIPU3HAIM U CHMIITOMH Ha MTPEIO3UPAHE CEe U3PA3sIBAT B YCHIIBAHE HA
U3BECTHUTE (HapMAaKOJIIOTHYHY e()EKTH Ha MATHIICPUIOH, T.C. ChHIUBOCT U CENAIHS, TAXUKAPIUS 1
XUNOTOHUS, ybiikaBane Ha QT unTepBana u exctpanmupamuaau cumntoMu. Torsade de pointes u
KaMmepHH (pudpunanmu ce cro0IIaBaT MpH MAIUeHT B CIIydall Ha Mpero3upanHe ¢ MaauepuaoH 3a
MepopaTHO TPWIIOKEHMe. B ciydail Ha ocTpo npeno3upane TpsiOBa jia ce uMa MpeBHI, ue €
BB3MOXKHO JIa Ca MPUETH HAKOJIKO PA3JINYHH JICKApCTBa.

Jleuenne

Koraro ce npelieHsBaT TepaneBTUYHUTE HYKAM U TICPUOIBT Ha Bh3CTAHOBSBAHE, TPSOBA J1a ce UMa

TIPENIBU]I, Ye JIEKAPCTBEHUSAT MPOIYKT € C YABIDKEHO OCBOOOXKIaBaHE U Ye MAJUIEePUIOH UMa JbIbT
MONTY’KUBOT Ha enuMuHupane. [lanumepunon aama cnenmuduyaeH antuaoT. TpsiOBa ga ce mpuioxar

001 moAIbpKaIIy Mepku. TpsAOBa J1a Ce OCUTYPSAT U MOAIBPKAT CBOOOJHU AMXATCIHUTE ITHTHILA,
HACULIAHE C KUCIOPOJ U BEHTHIIALIHSL.

Tpsi0Ba na 3amouHe He3ab0aBHO HAONIOJEHHE HA CHPACYHOCHAOBATA CHCTEMa, KOETO Ja BKIIIOUBa
MPOJBIDKUTEIHO ENEeKTPOKapAHOTrpadcko MOHUTOPHPAHE 33 CBEHTYAIHN apUTMUK. XHUIIOTOHUATA U
MUPKYJIATOPHHUAT KOJIATiC TPsIOBa 1a ObAaT JIEKyBaH! ChC CHOTBETHUTE MEPKH KaTO HHTPABEHO3HU
BJIMBaHUS HA TEYHOCTU W/MJIM CUMITATUKOMUMETUIM. B ciydaii Ha TEXKH eKCTpanupaMuIHu
CHUMIITOMH TpsiOBa a ObAAT MPUIIOKEHH aHTUXOJIMHEPTUYHHU cpelicTBa. HemocpencTBeHOTO
HaAOIIOIeHNE 1 TIPOCIIeAsiBaHe TPsIOBa Aa MPOIABIDKAT, TOKATO MAITUEHTHT C€ Bh3CTAaHOBH.

5. DAPMAKOJIOT'NYHU CBOUCTBA

5.1 ®apmakoaMHAMUYHHU CBOWCTBA

®apmakoTtepaneBTiyHa rpyna: Ilcuxonentunn, apyru antuncuxotunu. ATC kox: NOSAX13

BYANNLI cpabprxa patieMudHa cMec oT (+)- U (-)-maaunepuaoH.

MexaHu3beM Ha JIEUCTBUE

[Manunepuion e cenekTuBeH OJIOKep Ha ePeKTHTE HA MOHOAMHUHHUTE, YHUTO (HapMaKoIOTUIHN
CBOICTBA ca pa3IMYHU OT TE3U Ha TPAJUIIMOHHUTE HeBponenTuy. [lanunepunon ce cBbp3Ba 31paBo
cbe ceporonnHepruynute 5-HT2- n gonamunepruunute D2-penientopu. [lanunepuon cpio Taka
omokupa anda-1-anrpeHepruyHATE PEIETITOPH U B M0-ciiada crerneH H1-xucramunepruynute u anga-
2-afipeHepruuHUTe perentopu. GapMakoIornyHaTa akTUBHOCT Ha (+)- U (-)-TaJunepuaoH
E€HaHTHOMEPHUTE Ha MAIHUIIEPHUJIOH € KOJIMYECTBEHO U KaYECTBEHO CXOJIHA.

ITanunepuaoH He ce CBbP3Ba C XOJIUHEPTUUHUTE PelenTopy. Belpeku ue naiunepuaoH € MOLEH
D2-aHTaronuct, mopaau KOETo Ce CMATA, 4e TOH OBIa/isiBa CUMITOMUTE Ha MM30(PEHHS, TON
MIpeIN3BUKBA TI0-c1aba KaTajlencus 1 1mo-caabo HaMassiBa MOTOPHUTE (QYHKITUU B CpaBHEHHE C
KOHBEHIIMOHATHUTE HeBposienTuin. [IpeobaagaBamusiT EHTPAIICH aHTarOHU3bM CIIPSMO CEPOTOHHHA
MOJK€E J1a HaMaJld TIOTEHIMala Ha TTAJIMIISPHIOH J]a IPUYHHSIBA SKCTPAITUPAMUIHI HEXKEIIaH! PEaKIUH.

Kinununa edukacHocT

Eduxacnocrra Ha BYANNLI 3a neuenne Ha mu3oppeHns Opy MalueHTy, a1eKBaTHO JIEKyBaH!
MIpeId TOBA C MaJUIEPUIOHOB MAIMUTAT 32 HHXKEKIIMOHHO MPHIIOKEHNE BEHBK MECEYHO 32 HaM-
MaJIKo 4 Mecela Wil MaJuIepuI0HOB MMaJIMHUTAT 33 HHXKEKIIMOHHO MPHIIOKEHN BEIHBK Ha BCEKU
3 Mecena 3a Hali-MaJIKO €IUH 3-MeCcEeUeH MHXEKIIMOHEH [IMKBJI, € OLICHEH B PaHIOMU3UPAHO,
JIBOWHOCIISINO, aKTUBHO-KOHTPOJIMPAHO, MHTEPBEHLIMOHHO, N1apajIeIHOIPYIIOBO, MHOTOLIEHTPOBO,
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HenH(pepHopHO NpoyuBaHe (asza 3 mpu Bb3pacTHU MaleHTH. [I[bpBUYHUST PE3yJITaT € BPEMETO JI0
TOsIBa HA PEIIUIUB.

[IpoyuBaHeTO Ce ChCTOU OT OTBOPEHA (ha3a, KOSITO BKJIFOUBA (Da3u HA CKPUHUHT, IPEMUHABAHE U
mouThprkaia ¢asa, mocjieBana oT 12-mMecedna ABOMHOCIANA ¢a3a, TP KOSATO MAITUCHTHTE ca
panmomMu3upanu aa noimydaBaT wiud BY ANNLI, ninn manunepuoHOB MaIMHUTAT 32 HHXKEKIIMOHHO
MPHUJIOKEHUE Ha Bceku 3 Mecera. 702 aqexkBaTHO JIEKYBaHU NAIlMCHTH Ca PAaHIOMHU3UPaHU B
crotHOomeHue 2:1, 3a na momyyaBaT BY ANNLI (478 manveHTH) Wiy MalArepuI0HOB TAIMUTAT 3a
WHKEKIIMOHHO MPHUJIOKEHNE Ha BCekHu 3 Mecena (224 nmaruentn). [larmenTrnre noxyvyaBar win

2 nukbaa uaxeku ¢ BYANNLI (o610 4 umkeknun; BY ANNLI ¢ penysaio ce miane6o), wim

4 VHXEKIINU MATUNICPUIOHOB MMaJIMHUTAT 332 MHXKEKIIMOHHO MPUIOKECHHUE Ha BCEKH 3 Mecella C peIOBHU
TUTAHAPaHH MTOCEIISHHSI MEX Ty HHKEKITMUTE B TIPOAbIDKeHNE Ha 12-MecedqnoTo npoyuBane. [1o Bpeme
Ha JBOMHOCsAMaTa (haza He ce pa3pelaBa KOpeKIus Ha jo3ata. [laiuenTure ocraBaT B Ta3u (asa,
JIOKATO HE MOJIy4aT PEIUINB, JOKATO HE U3IIBJIHAT KPUTSPUHUTE 32 TPEKPaATIBAHE/ OTTETIISIHE WU JI0
MIPHUKITIOYBaHE HA MTPOYYBAHETO.

7,5% ot nanmentute B rpynara Ha jedenne ¢ BYANNLI u 4,9% ot nanuenture B rpynaTa Ha
JIeYCHHUE C MATUIEPUIOHOB NAJIMUTAT 32 HHXKEKIIMOHHO MPIIIOKEHNE Ha BCEKH 3 Mecella oTyJaBaT
pernnuB B 12-meceuHara aBoiHOCTsANA (pa3a ¢ OIleHEeHa pasiiKa 1o KpuBara Ha Kamman-Maiiep
(BYANNLI — nanumnepu10HOB aJIMUTAT 32 MHKCKITMOHHO MPHJIOKEHUE Ha Beeku 3 Mecena) 2,9%
(95% CI: -1,1% no 6,8%). Kpupara na Karan-Matiep (¢ 95% noBepuTesieH HHTEPBAI Ha TOYKOBHUTE
OLICHKH) 332 BPEMETO OT PaHAOMHU3AIIHS 10 PEICTOSI] PEUIUB 110 BpeMe Ha 12-MeceqyHara
JBOWHOCIISAMA, aKTUBHO-KOHTponupaHa ¢aza c BYANNLI 700 u 1 000 mg u ¢ 350 mg u 525 mg
NAMTICPUIOHOB MAIMHUTAT 33 HHXCKIIMOHHO MPUJIOKEHUE HA BCEKH 3 Mecela, € IoKa3aHa Ha
Qurypa 1.

100% | I

90% 4

80% |

70% -

60%

50%

40%

30%

I'Ipuﬁnusmenen NPOUEHT Ha y4YyacTHMuuTe 6e3 peunaunB

20% ] — — BYANNLI (N =478)
10%{ —— [ManunepuaoH nanMUTaT 3a MHXXEKLIMOHHO NpunoxeHue Ha Bcekun 3 Meceua (N = 224)
03’0 |
0 28 56 84 112 140 168 196 224 252 280 308 336 364

Bpeme (aHW) oT paHaoMuU3aumaTa

Ourypa 1: Kpusa na Kamman-Maiiep (c 95% noBepuTeneH HHTEpBaJ Ha TOYKOBUTE OIEHKHM) Ha
MPOIIEHTA OT YYaCTHUIIUTE O€3 PEIHIIB

Pesynrarure 3a euKkacHOCT ca MOCIE0BATEHH 3a TIONMYJIAIMOHHUTE TIOATPYTH (TI0J1, Bh3pacT U
paca) u B IBETE TPYITH Ha JICUCHHE.

VYcranoseHo e, e BYANNLI e ¢ He nmo-Manka epuKacHOCT OT MaJIUIIEPUAOHOB MaJIMHUTAT 32
HMHKEKITHOHHO MTPHJIOKEHUE HA BCEKH 3 Mecella IPH Bb3PacTHH € AUartosa mmzoppenus mo DSM-5.
l'opnata rpanuna Ha 95% CI (6,8%) e mox 10% — npenBapuTeNHO onpeeneHaTa rpaHuna 3a
HEHH(EPHOPHOCT.
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IlenuaTpudHa momyJamnus

EBpomeiickaTa areHuus o JiekapcTBata 0cBOO0XKAaBa OT 3aIbJDKCHUETO 3a MPEOCTaBSIHE Ha
pesynrtaTtutre ot npoyuBaHusaTa ¢ BY ANNLI BbB BCHUKHM MOATPYIH HA NEAXAaTpUYHATA MOMYJIaLUs
npu mm3odpeHus (BXK. Touka 4.2 3a mHPOpMAaIHI OTHOCHO yIoTpeda B MeANaTPHATA).

5.2 ®apmMakoKWHeTHYHH CBONCTBA

®apmakoknHeTrkaTa Ha BY ANNLI e nmpencraBeHa camo 3a IPUIIOKEHHE B CENAIHIHUSI MYCKYJL.

AOcopO1ys ¥ pasnpeaeieHue

[Mopanyu u3KIIIOYUTENHO cabaTa pa3TBOPUMOCT BBB BOJIa, JIeKapcTBeHaTa (hopMa Ha MANIUTNIEPUI0OHOB
NaJIMUTAT 32 MPUJIOKEHUE BEAHBXK Ha 6 Mecela ce pa3TBapsi 0aBHO ciiell HHTPaMyCKYJIHA HHKEKIINS,
npean 1a OblIe XUAPOIU3NPaH A0 MATUICPUIOH H aOCOpONpPaH B CHCTEMHOTO KPHBOOOPBIIICHHE.
OcB00O0XJaBaHETO Ha aKTHBHOTO BEIIECTBO CJeN eAMHNYHA 71032 MTAJUIIePHIOHOB TAIIMUATAT 3a
MHXEKIIMOHHO MPUJIOKEHNE BEHBK Ha 3 Mecela 3anoysa ome Ha JleH 1 u npoabrkaBa Hail-Maliko
18 mecena. O4akBa ce ocBoboxnaBaneTo Ha BY ANNLI na nmpoasmku no-geiro. [Inazmenure
KOHIICHTPAIINH Ha TATUIEPUIO0H Ca U3CIeIBaHN caMo JI0 6 Mecela Cie/l IPHUIOKEHUETO Ha
BYANNLI. Bb3 ocHOBa Ha NOMyIaiiOHHN (PapMaKOKWHETUYHN CUMYJIAIMN CEe OYaKBa CJe]
npuwioxeHue Ha equangHa 103a BY ANNLI 1 000 mg koHIIEHTpaluy Ha TAJIUIIEPUIIOH J1a Ce
YCTaHOBSBAT B T1a3Marta 10 4 roguad. O4YakBa ce KOHIIEHTPAMATA Ha MATUIICPUIOH, HAMUPAII Ce B
KPBHBOOOPBIEHUETO MPUOIU3UTEIHO 4 TOAUHY cliel enquHuydHa 103a BYANNLI 1 000 mg, na 0b1e
Hucka (<1% ot cpeHUTE HUBA B CTALIHOHAPHO CHCTOSHUE).

JlanHuTe, MpeacTaBeHN B HACTOSIIUS Pa3Jiel, C€ OCHOBABAT Ha MOMyJAIOHEH (papMaKOKHHETHYEH
ananu3. Cie eMMHUYHA HHTPAMYCKYJTHA MHXKEKIHS B cenanuiams Mmyckyl Ha BY ANNLI B no3u ot
700 u 1 000 mg rura3MeHuTe KOHIICHTPAIlMK Ha TAJMIIEPUIOH ITOCTEIICHHO CE TIOBHINIABAT, 32 Ja
JIOCTUTHAT MAKCUMAJIHUTE TUIa3MEHU KOHUEHTPALMH, IPeABUACHH chOTBETHO B [leH 33 u 35.
[MpodunbT Ha 0ocBOOOXKAaBaHe U cxeMarta Ha npwiarade Ha BY ANNLI Bogst 1o mocrosiHaa
TepaneBTHYHA KOHIIEHTpaus 3a mepros oT 6 Mecera. Cmax © AUC wecena BYANNLI ca
MPHOIM3UTETHO MTPOTIOPIIMOHANHY Ha /1o3aTa B AuamazoHa ot 700 — 1 000 mg. Meaunanara Ha
CHOTHOIIIEHUETO MHK B CTAI[MOHAPHO CHhCTOSIHHE: Hall-HUCKA KOHIICHTpaIys € mpruoim3utenHo 3,0.

CBBp3BaHETO C IIA3MEHU IPOTEUHU Ha palleMUYEH NaIuNepuaoH € 74%.

BI/IOTDaHCdJODMaHI/ISI Hu CJIMMHUHHUPAHC

B npoyuBsase ¢ nepopaien “C-nanunepuaon ¢ He3a0aBHO 0CBOOOKIABAHE, €[HA CEAMUILIA CIIE]T
IPUIIAraHETO HA €IMHMYHA NepopaHa go3a “C-nanmunepunon 1 mg ¢ He3a6aBHO OCBOOOK/IABAHE ,
59% ot mo3ara ce eKCKpeTHpa HEMPOMEHEHa C ypHUHaTa, KOeTO MOKa3Ba, ue MaJTUIepuI0H He ce
MeTaboIM3upa eKCTEH3UBHO B 4epHHUs Apo0. [Ipubnusurenno 80% ot npuiiokeHata paiuoakTUBHOCT
ce oTkpuBa B ypuHata u 11% BbB dexanuure. Unentndunmpanu ca 4eTHpU METaOOJIUTHU ITBTS in
Vivo, KaTo HUTO €JIUH HE € OTIOBOpeH 3a nosede oT 10% ot no3ara: neakuinpaHe, XUIApOKCUINpPaHe,
JEeXUAPOTeHUPAHE U OTACIIHE Ha OEH3MCOKCca30ll. Bepeku ue in vivo mpoyuBaHHATA Mpeanoarat
poist Ha CYP2D6 u CYP3A4 B meTaboan3Ma Ha NAIMIIEPUIOH, HIMa IaHHH in Vivo, 4e Te3n
M30€H3UMH UIPasiT 3HaYMMa poJjsl B MeTabonmn3Ma Ha nanunepuoH. [lomynanuonnute
(bapMaKOKMHETHYHH aHAJIM3K HE IMOKa3BaT 3a0elie)knMa pa3linka B IPUBUIHHS KIUPHHC Ha
NaJIMIEPUIOH CJIe/l IpUIaraHe Ha epopajieH NaMIEepPHIOH MEXAY €KCTEH3UBHH U cl1a0u
Metabonmzaropu Ha CYP2D6 cyberpatu. [IpoyuBanwusTa in vitro ¢ 90BEITKH YSPHOAPOOHHU
MHUKPO30MH TIOKa3BaT, Ye MaJIUIEPHI0H He MHXNOMpa B 3HAUNTEIIHA CTETIEH MeTa0oIu3Ma Ha
JieKapcTBaTa, MeTadoIM3upany upe3 uutoxpom P450 mzoensumure, BkarountenHo CYP1A2,
CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 u CYP3AS.

[IpoyuBaHusiTa in vitro moka3par, ue HaJUIEPUIOH € cyocTpar Ha P-gp u ciab naxuburop Ha P-gp
MIpU BUCOKHU KOHUEHTpauuu. JIMICBAT NaHHU in Vivo U KIIMHUYHATa 3HAYMMOCT € HEM3BECTHA.
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BB3 ocHOBa Ha nomyaoHeH papMaKOKMHETHYEH aHaIu3 MeAUaHaTa Ha IPUBUAHUS MOJTY>KUBOT Ha
nanurepuon cien npuiarane Ha BY ANNLI B cemanummams MycKkyn B 030Bus AnanazoH ot 700 u
1 000 mg e onieHeH cboTBETHO Ha 148 1 159 nHu.

JIparoaeicTBalll MATUIIEPUIOHOB HAJIMHUTAT 3a MHYKEKIIMOHHO IPMIIOKEHNE BEAHEXK Ha 6 Mecela
COPSIMO APYIH JIEKAPCTBEHU (POPMH HA NAJTUIEPUIOH

BYANNLI e npegna3HadeH aa q0CTaBs MAAIICPUIOH 3a TEPHOT OT 6 Mecera, 3a pa3inKa OT
nmpoAykTute 3a 1 1 3a 3 Mecena, KOUTO ce MpHUiiaraT ChOTBETHO BeIHBK Ha MECEIl WIIA Ha TPU Mecela.
[Mpunoxenuero Ha BYANNLI B 10o3u 700 mg u 1 000 mg Boau 10 €KCIO3UIMU HA MATUTICPUIOH,
KOHUTO Ca B IUaNa30H, 0JJOOCH Ha TO3H, KOHTO CE IMOCTUTA MPU MPUIOKECHUE Ha ChOTBETHUTE JI03U
MAJTUTICPUIOHOB MMAIMUATAT 33 WHKEKIIMOHHO TIPHIIOKEHUE BEAHEK MECEUHO HITH BEAHBK Ha 3 Mecema
WM ChOTBETCTBAINM J03U TaOJICTKY MATUIIEPUIOH C YIBIDKEHO OCBOOOXK/IaBaHE BEIHBK JTHEBHO (BIXK.
Touka 4.2).

YepHoapoOHO YBpEXKIaHE

[NanumepunoH He ce MeTaboNM3upa eKCTEH3UBHO B UepHHS qpo0. Brpeku de He ca MpoBexaaHH
npoyuBanus Ha BY ANNLI npu manmeHTH ¢ 4epHOIpOOHO YBpEKIaHe, HE Ce Halara KOpUTHpaHe Ha
J103aTta MpH MalMeHTH C JIEKO 0 YMEpeHO YepHoIpoOHO yBpexkaane. [Ipu eqHo mpoydBaHe ¢
NepopaJIicH MaJIUIICPUIOH MPH X0pa ¢ yMepeHo YepHoapooHo yBpexkaaHe (Child-Pugh kmac B)
TUTa3MEHHUTE KOHIICHTPAIUK Ha CBOOOIHHMS MANHTISPHUIOH ca TIOAO0HH Ha T€3H MPH 3IPaBH IMalEHTH.
BYANNLI He e npoy4BaH IpH MAIUSHTU C TEKKO YSPHOAPOOHO yBpEXKIaHE.

Br0Opeuno yBpexaane

BYANNLI He ¢ npoy4BaH CUCTEMAaTUYHO NPY NAIIMEHTH ¢ ObOpeUHO yBpexaane. Pa3npeaeneHueTo
Ha eJIMHUYHA TIepOopajIHa 032 MaTUIepUaAoH 3 mg TaONeTKH ¢ yIBIDKEHO 0CBOOOKAaBaHE € IPOYyIEHO
IPY YYaCTHHULIM C pa3JiniHa CTeleH Ha O0bOpeuna pyHkumsa. EnuMuHpaneTo Ha nanunepuaoH
HamalsiBa ¢ HAMAISBAHETO Ha M3YMCIICHHSI KpEaTHHHHOB KIUpBHHC. OOIMIHUAT KIUPHHC HA
MAJIMIICPUJIOH € HaMaJIeH MPH Xopa ¢ yBpeeHa 0b0peuHa GpyHKus cpeaHo ¢ 32% mnpu Jieko

(CrCl =50 mo < 80 mL/min), 64% npu ymepeno (CrCl = 30 go < 50 mL/min) u 71% npu Texko
(CrCl =10 mo < 30 mL/min) 0b0peyHO yBpexnaHe, CbOTBETCTBALIO Ha CPEAHO YBETHUEHHE Ha
excriozuruaTa (AUCiy) ¢ 1,5, 2,6 u 4,8 mbTH B CpaBHEHHUE ChC 3PaBU YYACTHHUIIH.

Crapuyecka Bb3pacT

HOHy.HaHI/IOHHI/ISIT (I)apMaKOKI/IHeTI/I'-IeH aHaJIN3 HC IMOKa3Ba JaHHU 3a HAJIMYKWEC Ha Pa3JInKU BHB
Q)apMaKOKI/IHeTI/IKaTa, CBBpP3aHU C Bb3paCTTa.

Uunekc Ha reneca maca (MTM)/TenecHo Terio

[Ipu manmeHTH ¢ HATHOPMEHO TETJIO U 3aTIIBCTSIBaHE ce HaOIroaaBa Mo-HUCKA Cmax. [Ipn npunoxenne
Ha BYANNLI, B cbCTOSIHME HA NPUBUIHO PABHOBECHE, HAW-HUCKUTE KOHIIEHTPAIMU Ca CXOIHU
MEXK1y TAIUEHTH C HOPMAJIHO, HAJHOPMEHO TETJIO U ChC 3aTIBCTABAHE.

Paca

DapMaKOKUHETUYHUAT aHATM3 HE MOKa3Ba JaHHU 3a Pa3Iuymns BbB (hapMaKOKHHETHKATA, CBhP3aHH C
pacara.

Tlon

[MomynanuoHHUAT papMaKOKWHETHYCH aHAIHN3 HE ITOKa3Ba JJAHHU 32 Pa3JINKH BbB
(bapMaKOKHHETHKATa, CBbP3aHH C TI0JA.
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TioTIOHOITYIIIEHE

B®b3 ocHOBa Ha poyYBaHUs in Vitro ¢ U3MOJI3BaHE HA YOBELIKH YePHOAPOOHH €H3UMH € YCTaHOBEHO,
ye nanunepuioH He e cyocrpar Ha CYP1A2, crneoBaTeiHO TIOTIOHOMYIIICHETO He OU TpsaOBaio ia
nMa eeKT BbpXy papMaKkOKHHETHKATa Ha MATUNepUA0H. BIMIHNETO HA TIOTIOHOMYIIIEHETO BEPXY
(hapMaKOKMHETHKATa Ha TAMTIEpUI0H He € mpoydeHo ¢ BY ANNLI. [lomynmanuoHHUST
(hapMaKOKHMHETUYCH aHAJIU3 Bh3 OCHOBA HA JJAHHU C TIEPOPAJICH NATUTICPUIOH TaOJICTKH C YIBIKECHO
OCBOOOXKIaBaHE MTOKa3Ba HE3HAUNTEITHO ITO-MaJIKa eKCIIO3HIINA Ha TTATUIEPUIOH IPH MyIIadnuTe B
CpaBHEHHE C HeITymavynTe. MajKo BEpOSITHO € Ta3W pasifKa Ja € OT KIMHAIHA 3HAYUMOCT.

5.3 IIpeakJMHUYHU JAHHH 32 0€30MACHOCT

[TpoyuBaHusTa 32 TOKCHYHOCT MPH MHOTOKPATHO MHTPAMYCKYJIHO MIPUJIOKEHUE HA MATHIIEPUIOHOB
nanMuTar (JekapcTBeHa opma 3a MpuIoKeHHe BEAHBX MECEYHO) U IIEPOPATHO MPUII0KEH
HaJMIIEPUIOH TIPH IUTHXOBE U KydeTa MOKa3BaT MPeJuMHO (papMaKoJIOTHIHH epEeKTH KaTo CeaaIis 1
MEIUHPaHH OT MPOIAKTHH e(heKTH BbPXY MIICUHHTE *kJIe3H U renutanuure. [Ipu nexyBanu ¢
NMaAJIMNCPUAOHOB MMAIMUTAT )KUBOTHH CC Ha6HIOILaBa BB3NAJIMTECIIHA PCAKIUA Ha MACTOTO Ha
WHTPaMyCKyJTHOTO HHXekTrpaHe. [loHskora ce obpa3yBa adcrec.

B npoyuBaHus 3a penpoayKIusaTa Ipy IIIbX0OBE € NEPOPAIHO IPUIIATaH PUCIIEPHUIOH, KOUTO
EKCTEH3HMBHO Ce MPEBPbIIA B MATUIICPUIOH NP ILTHXOBE U X0pa, ca HaOJII0JJaBaH! HeXeJIaHH
e(eKTH BbPXY TEIJIOTO MIPU paXkJaHe U MPEKUBSIEMOCTTa Ha MOTOMCTBOTO. He ca HaGmonaBanu
eMOPHOTOKCUYHOCT WM MalihOpMaIrH cie]] HHTPaMYCKYJTHO PUIIOKEHHE Ha MATUIIEPHIOHOB
MaJMHUTAT Ha OpEMEHHHU ILTHXOBE JI0 Hal-BucokaTa no3a (160 mg/kg/neH), choTBeTCTRAIA Ha
1,6 IbTH HUBOTO HA EKCIIO3ULMS IIPU XOpa MPU MaKCcUMaiaHaTa npenopbuutenta go3a 1 000 mg.
Korato ca npunaranu Ha OpeMEeHHH KUBOTHH, IPYTH TOTTAMHUHOBH aHTaTOHUCTHU Ca IPUYUHUIN
HETaTHBHU €(EeKTH BBPXY CIOCOOHOCTTA 32 YUCHE M IBUTATEIIHOTO Pa3BUTHE HA TIOTOMCTBOTO.

[TanunepuI0HOB MAaNMUTAT U MAIMIEPUIOH He ca reHoToKcuuHu. [Ipu npoyuBanus 3a
KaHI[EpOTeHHOCT Ha TIepopaJieH PUCIIEPUJIOH MPY TUTHXOBE M MUIIIKK ca HAOJII0IaBaHH yBeJIHUeH Opoi
ajieHoMH Ha xunodu3HaTa kJie3a (MHUILIKH), aIEcHOMH Ha TTaHKpeaca (TUTbXOBE) M aJICHOMH Ha
MIIeYHaTa *Jie3a (1 IpH J1BaTa Buaa). KaHIepOoreHHUST NOTeHIHAI Ha HHTPaMyCKYJTHO
WH)KEKTHPaHUs MaJUIEPUI0OHOB MAJIMUTAT € OLICHEH NPH IIbX0Be. ChIECTBYBA CTATHCTUYECKH
3HaYMMO YBEJMYEHNE Ha aJICHOKaPIIMHOMUTE Ha MIIEYHHTE JKJIE3U TIPU KeHCKH TurbxoBe nipu 10, 30 u
60 mg/kg/mecen. [Ipu MBXKKUTE TUIBXOBE c€ HAOJIOAaBA CTATUCTUYECKH 3HAYMMO yBEJITMUEHHE Ha
aJICHOMUTE U KapIIMHOMUTE Ha MiledHara xie3a npu 30 u 60 mg/kg/mece, koeto € 0,3 u 0,6 mbTH
HUBOTO Ha €KCTIO3MITNS IIpU MaKCUMallHaTa mpenopbuntenda no3a 1 000 mg mpu xopa. Te3u Tymopu
MoraT /1a 6bJaT CBBP3aHH C MPOABIDKUTENHUSA JonaMiH D2-aHTaroHu3b»M U ¢
XUINEPIPOITAKTUHEMUATA. 3HAUMMOCTTA HA TE3U TYMOPHHU HaXOJKH IPH TPU3a4H MO0 OTHOIIEHHE Ha
pUCKa IpY XOpa HE € N3BECTHA.

6. DAPMALEBTUYHU JAHHU
6.1 Chnucbk Ha IOMOIIHHUTE BelIeCTBA
ITommucopbat 20

[Hommerunen raukon 4 000

JIuMoHeHa kKucennHa MOHOXUAPAT
Harpues nuxunporendocdar MOHOXHIPAT
Hatpues xunpokcun (3a kopexmus Ha pH)
Bona 3a nmxexnun

6.2 HecbBMEeCTHMOCTH

To3u JICKApPCTBCH MPOAYKT HC TpH6Ba Ja ¢ CMCCBa C IPYyTH JICKAPCTBCHU IIPOAYKTH.
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6.3 Cpok Ha roaHOCT
2 TOAUHU
6.4 Cheuuananu ycaoBHs HA CbXpaHeHUe

To3u nexkapcTBeH NPOAYKT HE M3UCKBA CICIUATHY TEMIIEpaTypHHU yCIOBUS HA ChbXpaHEHHE.
TpancnopTupaiite U CbXpaHsABalTEe B XOPU30HTAIHO MOJIOKEHHE. BIDKTE CTpENKUTE BBPXY
KapTOHEHaTa KyTHs, 3a J]a ONP/IEIUTE PABIITHOTO MOJIOKEHHE.

6.5 Buau chabpikaHue Ha ONMAKOBKAaTa

700 mg

3,5 ml cycrieH3ns B mpeBapUTETHO HAITBIHEHA CIIPUHIIOBKA (IIUKI00IS(hMHOB CHIIOINMED) C TJIaBa
Ha OyTaino, OyTao, 3a/leH OrpaHUYUTEN U TpeAna3Ho kanade (OpoMoOyTHIIOBa T'yMa) ¢ ThHKOCTEHHA
obezomacena urna 20G 1% naya (0,9 mm x 38 mm).

1 000 mg

5 ml cycnieH3us B IpeABapUTEIIHO HAITBIHEHA CIPUHIIOBKA (LIUKIO00Ie()UHOB CHIIOIMMED) C IJIaBa Ha
Oyrano, OyTamno, 3aJIcH OTPAaHUYHUTEN | MTPEANna3Ho Kamade (0poMoOyTHIIOBa TyMa) C ThHKOCTEHHA
obezomacena urna 20G 1% naya (0,9 mm x 38 mm).

Bun omakoBka:
OnakoBKaTa CbhabpkKa | MpeaBapUTEIHO HATBJIHEHA CIPUHLIOBKA U 1 uria

6.6 CrnenuajaHu NpeanasHu MepKHU NP U3XBHPJisiHe H padoTa

TpancniopTupaiite U CbXpaHsBalTEe B XOPU30HTAIHO IIOJIOKEHUE, 3a J1a C€ YJIECHU PECYCIIEHIUPAHETO
Ha TO3W BUCOKO KOHIIEHTPHPAH MPOIYKT U J1a c€ MPEIOTBPATH 3allyIlIBAaHETO Ha UIJIaTa.

PaskinaTere cripuHIIOBKaTa ¢ MHOTO Obp3U IBMKEHUS B IPOABIDKEHUE HA TIOHE 15 cekyHIu, MOYMHETEe
CH 3a KpaTKo, a Clie/l TOBA pa3KjaTreTe OTHOBO B MpoAbKeHue Ha 15 cexynnu. [Ipeau umxextupane
cycrnieH3usita TpsioBa ja Ob/ie mpoBepeHa Bu3yanHo. Korato ce pecycnenaupa 100pe, MIpoayKThT €
€IHOPOJICH, THCT U MJIeuHOoOsu1. [IhiTHUTE HHCTPYKIINY 32 ynorpeda u padota ¢ BYANNLI ca
NPEIOCTaBEHH B JIMCTOBKATa (BUXKTE MHpopmayus, npeOHasHauena 3a MeOUyuHcKU Cneyuaiucmu).
Hewsnon3BaHusT JeKapcTBEH NPOIYKT WK OTIAbYHATE MaTepHali OT HEro TPsIOBa Jia C€ U3XBBPIIST
B CHOTBETCTBHE C MECTHUTE U3UCKBAHHSI.

7. MHNPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA
Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

Bbenrus

8. HOMEP(A) HA PASPEIIIEHUETO 3A YIIOTPEBA

EU/1/20/1453/007
EU/1/20/1453/008
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9. JATA HA ITBPBO PABPEIIABAHE/IIOJTHOBSIBAHE HA PASPEHIEHUETO 3A
YIIOTPEBA

[ata Ha mppBoO pazpemanane: 18 ronn 2020 .
Hara Ha mocnenno moxHosiBaHe: 30 sayapu 2025 .

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

06/2026

ITonpo6ua nHdopMarms 3a TO3M JEKApCTBEH NPOAYKT € JOCThIIHA Ha yeOcaiita Ha EBpomneiickaTa
areHIysl Mo JieKapcTBaTa http://www.ema.europa.eu.
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HPUJIOKEHUE I1

MMPOU3BOUTEJ (M), OTTOBOPEH(HH) 3A
OCBOBOXJABAHE HA ITAPTHIH

YCJIOBUA NJIN OTPAHUYEHMUA 3A TOCTABKA U
YIHOTPEBA

APYI'N YCJIOBUSA N UBNCKBAHUA HA PASPEHLIEHUETO
3A YIIOTPEBA

YCJOBUA NJIN OT'PAHNYEHUS 3A BE3OITACHA "
E®OEKTUBHA YIIOTPEBA HA JIEKAPCTBEHUSA ITIPOAYKT
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A. NPOU3BOIUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOX/IABAHE HA ITAPTUIN

HmMe u aapec Ha HDOI/I3BOI[I/IT6J'I}I(I/ITC)., OTFOBODGH(HI/I) 3a OCBO60)KI[aBaH€ Ha NapTHUAUTC

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrusa

b. YCJI0OBHUA NI OI'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUAT NPOIYKT C€ OTITyCKa M0 JIEKAPCKO MpeaIHUCaHHE.

B. JIPYI'U YCJIOBUS U UBUCKBAHUSI HA PASPEHLIEHUETO 3A YIIOTPEBA
. IlepuoguyHu aKTyaJau3npanm aokaanau 3a oezonacuoct (ITA/IB)

W3uckBanusra 3a nogaBane Ha [TAJIB 3a TO3u eKapCTBEH MPOAYKT Ca NOCOYEHH B CIIHCHKA C
pedepentaute natu Ha EBponetickus c¢bio3 (EURD cruchk), npensuaeH B wi. 1078, an. 7 ot
Hupexrtusa 2001/83/EO, 1 BbB BCUUKH CIIeIBAIN aKTyaJIn3alliH, TyOIUKyBaH! Ha EBponeiickus
yeOroprain 3a JeKapcTBaTa.

I'.  YCJI0OBUA UJIN OTPAHUYEHUS 3A BE3OITACHA 1 E@EKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS ITPOAYKT

. Ilnan 3a ynpaBaenue Ha pucka (ITYP)

[TputexxaTenst Ha paspeweHuero 3a yrnorpeda (IIPY) tps0OBa na u3BbpiIBa H3UCKBAaHUTE AEHHOCTH U
JIECTBUS, CBBP3aHU C TIPOCiIe/siBaHe Ha JIeKapcTBeHaTa 6e301acHOCT, MocoueHH B 0700penus [TYP,
npezicTaBeH B Moy 1.8.2 Ha paspemeHneTo 3a ynotpeda, KakTo U BbB BCUUKH CIEABAIIHN 0100peHU
akTyanu3auuu Ha [TYP.

Axryanusupas [IYP TpsiOBa na ce mogasa:

° 1o uckaHe Ha EBponelickaTa areHuus 10 JeKapcTBaTa;

° BHHATY KOTAaTO CE M3MEHS CUCTEMAaTa 3a yIpaBlieHue Ha prUcKa, 0COOCHO B pe3yJTaT Ha
MoJTyJaBaHe Ha HOBa MH(OpMAITHs, KOATO MOXKE Ja TOBEJIE JI0 3HAYMMU IIPOMEHH B
CHOTHOIIIEHUETO ITOJI3a/PUCK, WITK CIIe/] TOCTUTaHEe Ha Ba)KEH eTall (BbB BPh3Ka C MPOCieIsBaHe
Ha JIEKapCTBeHATa 0€30MaCHOCT WJIU CBEXKIAHE HA PUCKA O MUHUMYM).
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HPUJIOKEHHUE I11

JAHHU BBPXY OITAKOBKATA N JIMCTOBKA
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A. JAHHHU BBbPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

BYANNLI 700 mg nH)KeKIIMOHHA CYCIIEH3Us C YABDKEHO 0CBOOOKIaBaHEe B MTPEIBAPUTETHO
HaITbJTHEHA CIIPUHIIOBKA
NaJUIEePUIOH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeBapuTeniHO HaTbJIHEHA CIIPUHIIOBKA Chabpxka 700 mg manunepuaoH (rmoxa popMaTa Ha
MaJUIEPUIOHOB MAIMUTAT).

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomniuum BemiecTBa: moaucopoar 20, monmetuiieH riaukoi 4 000, TMMOHEHa KHCEIMHA MOHOXH/IPAT,
HATPHUEB JUXHUApOreHpochaT MOHOXUIPAT, HATPUEB XHUIPOKCHUT U BOJIA 32 HHKCKIIUU

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WnxeKkunoHHa CyclieH3usl ¢ YIbIDKEHO 0CBOOOKIaBaHe
1 mpenBapuTEeTHO HATBITHEHA CITPUHIIOBKA 3,5 ml
1 urna

5. HAYHUH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEK/IAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IIpeana3HayeHO 32 HHTPaMYCKYJIHO IPUIOKEHUE B CEJAIMIIHUSI MYCKYII

6 IIpunaraiite Ha Bceku 6 Mecera
MECEIIA

Pasknarere cnpunnoskara ¢ MHOI'O BbP3U nBuxkenust Harope 1 HajoJ1y B
MPOIBIDKEHNE Ha 15 ceKyHam, Clea KOeTO TIOBTOPETE

6. CHELOUAJIHO NPEAYHPEXIEHUE, YE JTEKAPCTBEHUAT NPOAYKT TPSBBA
JA CE CbXPAHSBA HA MSICTO, HEAOCTBIIHO 3A IELIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a ACHa.
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‘ 7. JAPYI'U CHEHUAJIHM NPEAYHPEXIEHUSA, AKO E HEOBXOJIUMO

HpnnaraﬁTe caMoO C MOMOIITa Ha uriiara, Ipe€aoCTaBCHa B OllaKOBKarTa.

‘ 8. JATA HA N3TUYAHE HA CPOKA HA I'OJJHOCT

T'onen mo:

9. CIIEIIMAJIHU YCJIOBUS HA CbXPAHEHUE

Tpancnoprupaiite u cexpanssaiite ¢ TA3W1 CTPAHA HAT'OPE
ITOCTABETE B JIETHAJIO ITIOJIOXKEHUE

HAT'OPE

[TocTaBete ¢ HacOUEHU HArope CTPENKH

HAOOJY

Tpancnoptupaiite u cpxpansasaiite ¢ TASW1 CTPAHA HAZIOJIY
I[MOCTABETE B JIETHAJIO I[TOJIOXKEHUE

10. CIHENOUWAJIHH ITPEAITA3SHA MEPKU ITPU NU3XBBPJISSHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU NI OTITAABYHU MATEPUAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AJAPEC HA ITPUTEKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1453/007

13. MNAPTUJIEH HOMEP

ITapTuna:

‘ 14. HAYMH HA OTIITYCKAHE

‘ 15. YKA3AHUA 3A YIIOTPEBA
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16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

BYANNLI 700 mg

‘ 17. YHUKAJIEH HIEHTUO®UKATOP — JIBYU3MEPEH BAPKO/|

JiBym3mepeH 0apKo ¢ BKIFOUCH YHUKAJICH UICHTH(GHUKATOP

‘ 18. YHUKAJIEH WIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

ETUKET HA BJIMCTEPA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

BYANNLI 700 mg wmxexuus
HaJAIIePUIOH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

‘ 4. ITAPTUJAEH HOMEP

|5.  JIPYIO

H3uckBa ce cienuanHo pasKialaHe, 3a Ja ce n30erHe 3amyBaHe Ha UIiiaTa.
[Ipouerere Hnupopmayusa, npednasnauena 3a MEOUYUHCKU CNEYUATUCTIU.
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHU OITAKOBKH

INPEJABAPUTEJIHO HAITBJIHEHA CIIPUHITOBKA

| 1. MME HA JEKAPCTBEHMSI IPOJYKT U MbT(MIIIA) HA BbBEKJIAHE

BYANNLI 700 mg wmxexnus
NaIUIEPUIOH

2. HAYMH HA ITPUJIOKEHUE

1.M. B CEATHIIHUSA MYCKYJI

*
Paskmarere ¢ Obp3u ABIKEHUS

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

700 mg

| 6. JIPYTO
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JAHHU, KOUTO TPABBA JA CBbABbP/KA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUS

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

BYANNLI 1 000 mg nHXeKIIMOHHA CYCIIEH3HS C YIBIDKEHO 0CBOOOKIaBaHE B IIPEABAPUTEITHO
HaITbJTHEHA CIIPUHIIOBKA
NaJUIEePUIOH

2. OBSIBABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika mpenBaputenHo HalrbIHEHA CIPUHITOBKA chAbpxka 1 000 mg manunepu o (Kato
MaJUIEPUIOHOB MAIMUTAT).

3. CITMCBK HA IOMOIIIHUTE BEIIECTBA

ITomomniuum BemiecTBa: moaucopoar 20, monmetuiieH riaukoi 4 000, TMMOHEHa KHCEIMHA MOHOXH/IPAT,
HATPHUEB JUXUAPOreHpochaT MOHOXUIPAT, HATPUEB XUIPOKCHUIT U BOJIA 32 HHKCKIIUU

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WmxeKkmoHHa CyCieH3 s ¢ yIBIDKEHO OCBOOOXKIaBaHe
1 mpexBapuTETHO HAITBITHEHA CITPUHIIOBKA 5 ml
1 urma

5. HAYHMH HA ITPUJIOKEHUE U ITBbT(MIIA) HA BBBEXJIAHE

[Ipenun ynorpeba npoyereTe JIMCTOBKATA.
IIpeana3HayeHO 32 HHTPaMYCKYJIHO IPUIOKEHUE B CEJAIMIIHUSI MYCKYII

6 [Ipunaraiite Ha Bceku 6 Mecena

MECEITA

Pasknarere cnipunnoBkara ¢ MHOI'O BbP3U nBmwxeHust Harope v HaoIy B
MPOIBIDKEHNE Ha 15 ceKyHAM, Clea KOETO TIOBTOPETE

6. CIHEHUAJIHO NPEAYHNPEXIEHUE, UYE JTEKAPCTBEHUAT NPOAYKT TPSABBA
JA CE CBXPAHSABA HA MSICTO, HEJOCTBIIHO 3A JTEIIA

I[a CC€ CbXpaHsiBa Ha MACTO, HEAOCTBITHO 3a ICHa.
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| 7.

JAPYI'U CHEHUAJIHU NPEAYIPEXIEHUSA, AKO E HEOBXOJINUMO

HpnnaraﬁTe caMoO C IMOMOIITa Ha uriara, Ipe€aoCTaBCHa B OllaKOBKarTa.

| 8.

JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'onen mo:

9.

CIHHEHUAJIHU YCJIOBUSI HA CbXPAHEHUE

Tpancnoptupaiite u cexpanssaiite ¢ TA3W1 CTPAHA HAT'OPE
I[MTOCTABETE B JIETHAJIO I[TOJIOXKEHUE

HAT'OPE

[TocraBeTe ¢ HACOUEHU HATOPE CTPEIKU

HAZOJIY

Tpancnoptupaiite u cpxpansasaiite ¢ TASW1 CTPAHA HAZIOJIY
INOCTABETE B JIETHAJIO ITOJIOXXEHUE

10.

CHELHUAJIHU TPEAITAZHA MEPKMU ITPU U3XBBPJISIHE HA HEU3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTH NN OTITAABYHHN MATEPHAJIA OT
TAX, AKO CE U3UCKBAT TAKHUBA

11.

NME N AIPEC HA ITIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.

HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/20/1453/008

13.

HAPTUJAEH HOMEP

[MapTtuna:

| 14.

HAYHUH HA OTIITYCKAHE

| 15.

YKA3AHUSA 3A YIIOTPEBA

35




‘ 16. HWH®OPMAIIAA HA BPAJIOBA A3BBYKA

BYANNLI 1 000 mg

‘ 17. YHUKAJIEH HIEHTU®UKATOP — JIBYU3MEPEH BAPKO/|

JByn3mepeH 6apKoJl C BKIIFOUEH YHUKAJICH UIACHTU(DUKATOD

‘ 18. YHHUKAJIEH UIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC
SN
NN
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MUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

ETUKET HA BJIMCTEPA

1. HUME HA JIEKAPCTBEHMSA TPOAYKT

BYANNLI 1 000 mg nmxekuus
HaJAIIePUIOH

2. NME HA IIPUTEXKATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

‘ 4. ITAPTUJAEH HOMEP

|5.  JIPYIO

H3uckBa ce cienuanHo pasKialaHe, 3a Ja ce n30erHe 3amyBaHe Ha UIiiaTa.
[Ipouerere Hnupopmayusa, npednasnauena 3a MEOUYUHCKU CNEYUATUCTIU.

6. JIPYTO
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MUHHUMYM JAHHHU, KOUTO TPABBA JJA CBbABPXAT MAJIKUTE EJUHUYHHN
II'BPBUYHU OITAKOBKH

INPEJABAPUTEJIHO HAITBJIHEHA CIIPUHITOBKA

| 1. MME HA JEKAPCTBEHMSI IPOJYKT U MbT(MIIIA) HA BbBEKJIAHE

BYANNLI 1 000 mg nmxekuus
NaIUIEPUIOH

2. HAYMH HA ITPUJIOKEHUE

1.M. B CEATHUIIHUSA MYCKYJI

Pazkmarere ¢ Obp3u JBIKEHUS

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

5. CBABbPKAHUE KATO MACA, OBEM WJIN EJUHUIIN

1 000 mg

| 6. JIPYTO
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b. IUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

BYANNLI 700 mg nH:keKIMOHHA CyCHeH3Hs C YIbJIKeHO 0CBO00K/IaBaHe B MPeIBAPUTEHO
HAN'BJHEHA CIPHHLIOBKA
BYANNLI 1 000 mg nHKeKIMOHHA CYCNeH3Hs € YIbJIAKEHO 0cBO00K/IaBaHe B MPeIBAPUTETHO
HallbJHEHA CIPMHIOBKA
nanunepuaoH (paliperidone)

IIpoyereTe BHUMATEJIHO LAJIATa JUCTOBKA, IIPEIH 12 3alI04YHETE 14 H3110J13BaTe TOBA

JIEKapCTBO, Thil KaTO TS ChABP:KA BaxkHa 3a Bac undopmanus.

- 3amasere Ta3u JUCTOBKA. MoJKe /1a ce HaJO0XkH Ja sl IPOYETETE OTHOBO.

- AKO MaTe HSIKaKBU JOIBJIHUTEIHN BBIIPOCH, oNUTaiTe Bamus sekap, papmaneBT uin
MEJUIUHCKA CecTpa.

- AKO TIOITyunTe HIKaKBU HEXKEJaH! peakluy, yBeaomere Bammust igekap, hapManeBT uiu
MEINIHUHCKA cecTpa. ToBa BKIIOUBA M BCHYKH BE3MOXKHH HEKEIIAaHHW PEAKINY, HEOITUCAHH B
Ta3u JUCTOBKA. BikTe Touka 4.

KakBo cbabpika Ta3u JINCTOBKA

Kaxgo npencrasnsisa BY ANNLI u 3a kakBo ce U3M0i3Ba
Kakgo TpsiOBa ja 3Haere, npeau Aa uznon3satre BY ANNLI
Kax ga m3nomssate BY ANNLI

Bb3M0XHU HEKETaHU peaKLUU

Kax na cexpansBate BY ANNLI

ChbabpkaHue Ha ONIAKOBKATa M JOMBIHUTEIHA HHPOPMALIUS

AN S

1. Kaxkso npeacraBiasasa BYANNLI u 3a kakBo ce u3nos3Ba

BYANNLI cbabpika akTUBHOTO BELIECTBO MATUIEPHUIOH, KOETO IPUHAJIEKH KbM IpynaTa Ha
AHTUIICUXOTUYHUTE JIEKAPCTBA.

BYANNLI ce uzmon3pa KaTo MOIBPIKAIIO JICYSHHE 32 CAMIITOMHUTE Ha MHU30(PEHUS IPY BH3PACTHU
MalUEHTH.

AKO CTe ce OBIHUSUIN J00pe OT JICUSHHETO C MAIUTIEPUIOHOB MAIMUTAT 32 WHXEKIIMOHHO
MIPHUJIO’KEHUE BEJTHHK MECEUHO WIIH BETHBK Ha BCEKH TPpH Mecella, Bamusat nexap moxe 1a Bu
HasHauu jeueHre ¢ BYANNLI.

[n3odpennsra e 3abosaBaHe C ,,[IOZUTUBHU U ,,HETATHBHH * CHMITOMH. [[03UTHBHYU 0O3HaYaBa
MPOsiBa Ha CUMITTOMHM, KOMTO HOPMAJTHO He ce HabuoaBat. HanpumMep yoBek ¢ mm3odpeHus Moxe 1a
YyBa TJIACOBE WJIM BIXKJA HEIa, KOUTO HE CHIIECTBYBAT (HAPCUCHH XATIOIIMHAIINH), Ja BSIpBa B HEIlla,
KOUTO HE ca BepHH (M30MMayeHo Bh3IPHEMaHe Ha JCHCTBUTEIIHOCTTA), HIIH JIa C€ YyBCTBA HEOOMUAHHO
MOJ03pUTENICH KbM Apyrute. HeratuBHM 03HauaBa JuIica Ha MOBEICHUE WIH YyBCTBA, KOUTO
HOPMAJIHO ChIlleCTBYBaT. HampuMep 4oBek ¢ MIM30(ppeHust MOXKE Jla M3TJISKIa OTUYKIECH | U3001110 J1a
HE pearupa eMOLIMOHAIHO WIH ITbK J1a UMa 3aTPYIHEHUS Ja TOBOPU 10 SICEH U JIOTUYEH HAuMH. XopaTa
C TOBa 3a00JIsIBaHE CHIIIO TaKa MOXKE J]a C€ UyBCTBAT JICPECUPAHH, J1a U3MUTBAT TPEBOKHOCT, YYBCTBO
Ha BUHA WJIM J1a Ca HAIIPETHATH.

BYANNLI moe 1a moMOrHe 3a 00JIeKuaBaHe Ha CHMITOMHTE Ha Bamrero 3a0oisBane U 1a HaMaJIu
pHUCKa OT TIXHOTO BH30OHOBSIBAHE.

2. Kakso TpsadBa na 3Haete, npeau Aa usnoassare BYANNLI

He npuemaiite BYANNLI

- aKO CTE QJICPTUYHH KbM TAUTICPUIOH WA KbM HIKOSI OT OCTAHAINTE ChCTaBKH HA TOBa
JIEKapCTBO (M30pOCHM B TOUKA 6).
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- aKo CT€ aJIEPTUYHH KbM PHUCIIEPUIOH.

IIpenynpeskaeHus U NpeANnasHu MEPKHU

I'oBoperte ¢ Bamus nekap, hapmaiieBT win MeAMIIMHCKA cecTpa, penu aa usnonsBare BY ANNLL
ToBa JIeKapcTBO HE € MPOYYBAaHO NPHU MALKUEHTU B CTapyecKa Bb3pacT ¢ AeMeHIMs. Benpeku ToBa, mpu
TIAI[MeHTH B CTap4yecKa Bb3pacT C AEMEHIINs, KOUTO Ce JIEKYBaT C IPyTH Mo00HN BHIOBE JIEKapCTBa,
MOJKE J1a UMa TMOBHUIIICH PUCK OT MHCYJIT WU CMBPT (BXK. TOuka 4).

Benukn JICKapCTBAa UMAT HEXKCIIAaHU PCAKIIMN, a HAKOU OT HEXKCIaHUTC PECAKIIUN Ha TOBa JICKapPCTBO
MOrart Aa BjJolaT CUMIITOMUTC Ha JPYyIru 3a00JI9BaHUs. HOpaI[I/I Ta3u NpUYrHaA € BA’)KHO [a O6C’I)I[I/ITC C
Bamus JICKAap BCAKO OT CIACAHUTE CbCTOAHUSA, KOUTO IMOTCHUMUAJIHO MOT'aT Aa CC BJIOLIAT 11O BpEMC Ha
JICYECHUETO C TOBA JICKApPCTBO:

- ako nmare 6onect Ha [lapkuHCcOH

- aKo MMaTe THUIl JEMEHIIMs, HapedeHa ,,JeMeHIIUs ¢ Teiia Ha JIeBu*

- aKo Hskora Bu e Omia mocraBena quarnosa 3a 3a00isBaHe, YUUTO CUMIITOMH BKITFOUBAT BUCOKA
TeMIIepaTypa i CKOBaHOCT Ha MYCKYyJHUTE (M3BECTHO CBIIIO KAaTO 37I0KaYeCTBEH HEBPOJICNTHICH
CHUH/IPOM)

- aKo HSKOTa CTEe W3MHUTBAIHM NOTPETIBAIIN HIH PE3KU JBIKCHUS, KOUTO HE MOXKETE Ja
KOHTPOJIMpATe, 10 JHUIETO, €3UKa WK IPYTU YaCTH Ha TSUIOTO CH (TapJUBHA AUCKUHE3HS)

- ako Bu e HU3BCCTHO, Y€ B MUHAJIOTO CTC MMAaJIM HUCKHU HHBA Ha 6CHI/ITC KPBbBHU KJICTKH (KOGTO
MOJKE J1a € WITK JIa He € OWIIO MPUYMHEHO OT APYTH JIEKapCTBa)

- aKo “Mate AuadeT Wil CTe MPeapasnoioKeH! KbM Auader

- aKo CTe UMAaJlM paK Ha I'bpJaTa WM TyMOp Ha XurodusHaTa *kiie3a B MO3bKa

- aKo MMaTe ChPJEYHO 3a00IIsIBaHE WM JICUEHHE Ha ChPACYHOCHI0BH 3a00IIBaHms, KoeTo Bu
HpaBH PEIPa3OI0KEeHN KbM HACKO KPBBHO HAJISITAaHEe

- aKo MMaTe HUCKO KPhbBHO HaJIsSITaHE MPU BHE3AIMHO MPEMHHABAHE OT JIETHAJIO B CEAHAIO HIIH
M3IPaBEHO TOI0KEHUE

- aKo MMaTe aHaMHe3a 33 T'bPYOBe

- ako umare npoodiemu ¢ 6BOpenuTe

- aKo MMate IpooJIeMH ¢ YePHHS IPOO

- aKo MMaTe MPOIABIDKUTEITHA 1/MiIN 00JIe3HEHa epeKIIns

- aKo MMaTe MPOOJIeMHU ¢ KOHTPOJIMPAHETO Ha TeJecHaTa TeMIlepaTypa Wi MperpsBaTe

- aKo UMaTe HeoOMYaliHO BUCOKO HUBO Ha XOPMOHA MPOJIAKTHH B KPHBTA CH WIJIM aKO BEPOSITHO
MMaTe 3aBUCHUM OT IPOJAKTHH TYMOP

- ako Bue wimm Hsko# npyr ot Bamero cemeiicTBO MMa aHaMHe3a 3a KPbBHU ChCUPELH, Thil KaTO
AHTHUIICUXOTHUIIMTE CE CBBP3BaT C 00pa3yBaHETO Ha KPBBHU CHCHPEIIH.

AKO uMare HSIKOe OT Te3u 3a00IIsIBaHus, MOJIs, TOBOpeTe ¢ Bammus nekap, Thit Kato TOH/TS MOXe 1a
MoKCKa Jia Kopurupa jgo3ara Bu wnu 1a Bu HaOmo1aBa 3a M3BECTEH MIEPUOJT OT BPEME.

B MHOrO0 peaku ciyuau npu NanueHTUTe, MpUeMalll ToBa JISKapCTBO, ce HabIro1aBa OacHO HUCHK
Opoii Ha ompenesieH BUJ OeNi KPbBHU KJIETKU B KPBBTa, HEOOX0AMMH 3a OopOa ¢ mHpeKuusaTa u
3aroBa Bammst nexap Moxe ja npoepu Opost Ha Genute By KpbBHU KIIETKH.

Psiaxo morat 1a Bb3HMKHAT aJIEprUYHU PEaKuu ciief noflydyaBane Ha nrwxekuuu BY ANNLI, nopu u
aKo TIPeIH TOBa CTe MOHACSIIN T00pe MaTUIEPUIOH FITH PUCIIEPUIOH 32 MIEPOPATHO MPUIIOKEHUE.
IToTbpceTe HE3a0aBHO MEAUIIMHCKA TIOMOIII, aKO MOJyYUTe OOPHUB, MOAYyBaHE HA I'bPJIOTO, ChPOEK MU
MPOOJIEMH C TUIIAHETO, Thi KaTO TOBA MOXKE J1a Ca MPU3HAIM HAa CEPUO3HA aJISPTHYHA PEaKIIUs.

ToBa JICKaApCTBO MOXKE a AO0BEAC N0 MOBHUIIABAHE WM HaMaJIIBaHE HA TCJICCHOTO TETJIO.
3HAYNTEITHUTE MMPOMCHU B TCIJIOTO MOXKC 1a UMAT HC6J’IaI‘OHpI/I}IT€H G(i)eKT BBPXY 3APaBETO Bu.

Bammsar JICKap Tpﬂ6Ba PEAOBHO Ja u3MepBa TCICCHOTO Bu terio.

ITpu nanuenTy, npueMally ToBa JeKapcTBo, ce Ha0JII01aBa I10sBa Ha 3aXapeH AuadeT UM BIIOIIABaHE
Ha CBILECTBYBAIL 3axapeH nuabeT, mopaau koeto Bammsar siekap TpaoBa na Bu npernena 3a npusHanu
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Ha BHCOKA KpbBHA 3axap. [Ipy ManueHTH ¢ YCTAHOBEH 3aXapeH Jauadet TpsOBa peloBHO Jia ce Clean
HUBOTO Ha TITIOK03aTa B KPHBTA.

Tsit kaTo TOBa JICKapCTBO MOXKC 1a MOTHUCHC ITO3UBUTEC Bu3a MOBPBUIAHE, UMaA BEPOATHOCT TO Aa
MacCKHUpa HOPMaJIHUA OTIOBOP HAa OpraHr3Ma KbM NOITBIIAHETO HAa TOKCUYHU BEIIECTBA UJIN APYT'UA
MCIWUIIMHCKH CBbCTOSHUA.

Onepauuu HA KATapaKTa

AKo TIaHuparte onepanusi Ha 0KOTo, He 3a0paBsiiTe na nHpopmupare Bamms oden nekap, ge
npremMare ToBa JIeKapcTBO. ToBa € He00X0ANMO, 3aI[0TO M0 BpeMe Ha ONepalusITa Ha OKOTO 32
KaTapakTa (MOMBTHIBAHE Ha JienaTa npy nepae):

o 3eHUIaTa (YSPHUST KPBI' B CpeJlaTa Ha OKOTO), MOXKE J]a HE CE YBEIMYH JI0 HEOOXOTUMUS
pasmep
. MPHUCHT (OIIBETEHATA YACT Ha OKOTO) MOJKE /1a 3ary0H TOHYC, KOETO MOXKE Jla TOBEE 10

yBpEeXJaHe Ha OKOTO.

Jleua u roHOIIHN
He u3non3paiite ToBa JeKapCcTBO MPH A€LA U IOHOIIM oA 18-roauiina Be3pact. He € u3BecTHO nanu e
0e30macHo U ePUKACHO TP Ta3W Tpyma MalueHTH.

dpyru gexkaperea u BYANNLI
Tpsi0Ba na kaxxere Ha Bamms nexap, ako HACKOPO CTe MPUEMalIH WK € Bb3MOKHO J1a TIpUeMaTe Jpyru
JIEKapCTBa.

Axo npuemMare TOBa JIEKapCTBO ¢ kapOamMa3enyH (aHTUETTMICITUYHO JICKApCTBO U CTAOMIM3aTOp Ha
HACTPOEHHUETO) MOXKE J1a CE€ HAJIOXKU [IPOMSIHA Ha J03aTa Ha TOBA JIEKapCTBO.

Tbi KaTO TOBa JEKapCTBO JIeiiCTBA MPEIMMHO B MO3bKa, U3II0I3BAHETO Ha APYTH JIEKapCTBa, KOUTO
CBIIIO JISHCTBAT B MO3bKa, MOXKE Ja TOBEJIE 10 YCHJIBaHE Ha HEXEJAaHUTE PEaKIMH KaTo ChHIMBOCT
WIN IPYTH PEaKLUK Ha MO3bKa, HaIpUMep APYTH JEKapcTBa 3a IICUXUIHU PA3CTPONUCTBA, OTIMOUIH,
AQHTHXHMCTAaMMHU U JIEKapCTBA 32 CHH.

Yeenomere Bamus ekap, ako mpremMare ToBa JIEKapCTBO, JOKATO MpreMaTe mepopaIcH pUCIICPUIOH
WM TIATAIIEPHUIOH 3a MTPOIBIDKUTEITHH MIEPHOIH OT Bpeme. Moxke J1a ce HajoXu rnpoMsiHa Ha BamaTa
no3a BYANNLI.

Twi kaTo TOBa JICKApCTBO MOXKC a IMOHWMXXHU KPBbBHOTO HAJIATAHE, TpH6Ba Ja C€ BHUMaBa, KOraTto c¢
H3I10JI3Ba B KOMGI/IHaHI/IfI C Apyru JICKapCTBa, NOHWKAaBaIllll KPbBHOTO HAJIATAHEC.

ToBa nexkapcTBO MOXe Ja HaMalll eeKTa Ha JieKkapcTBara cpely 6osectra Ha [lapkuHCOH 1
CHHIpOMa Ha HECIIOKOMHUTE KpakKa (HallpuMep JIEBOJIONIA).

ToBa nexapcTBO MOXKE Jia MPEIN3BHKA ITATOIOTUYHH MTPOMEHH B enekTpokapauorpamata (EKD),
MIPOSIBABAIIM CE KAaTO IBJIBI IEPHOJ 33 IPEMUHABAHE HAa UMILYJIC MIPE3 ONPENEIEHA YacT OT ChPLETO
(u3BecTHO KaTo ,,yabrkaBane Ha QT untepBana®). Jpyru nexapcTsa ¢ TO3u e(hEeKT BKIIOUBAT HAKOH
JIeKapcTBa, M3MOJI3BAaHN 3a JIEYeHHE Ha pUTHMHHU HapyIIeHHUs Ha ChPIETO WM 32 JICYeHHE Ha
MHQEKIHA, KaKTO U JPYTH aHTHIICUXOTHULIH.

AKO B MHHAJIOTO CT€ UMAaJIi T'bPUOBE, TOBA JIEKAPCTBO MOXKE J]a YBEIMYHM PUCKA OT mosiBaTa uM. pyru
JIEKapcTBa ¢ TO3M e(heKT BKIFOUBAT HIAKOM JIEKAPCTBA, M3MIOI3BAHN 3a JICUEHHE Ha ICTPEChs WIH

I/IH(I)GKI_[I/I}I, KaKTO U APYTHU aHTUIICUXOTHULH.

BYANNLI tpsibBa na ce u3mos3Ba ¢ MOBHUINIEHO BHUMAHUE B KOMOMHAITHS C JIEKapCTBa, KOUTO
MOBHINIABAT aKTUBHOCTTA HA IIEHTpaJIHATa HEPBHA CUCTeMa (TICHXOCTUMYJIAaHTH KaTo MeTwi(heHuaar).

BYANNLI ¢ ankoxon
VYnotpebara Ha anKoxoi TpAOBa 1a ce n30srea.
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bpemeHHoOCT U KbpMeHe
AKo cTe OpeMeHHa Wi KbpMUTE, CMATATE, Y€ MOXKE JIa CTe OpeMeHHa W TUIaHUpaTe OPEeMEHHOCT,
MOCHBETBalTE ce ¢ Bams siekap mim dapManeBT npean ynotpedara Ha TOBa JICKAPCTRO.

Kenu c demepoden nomenyuan

OuakBa ce cie/l IpUIOKCHUE Ha IMHUYHA J103a TOBA JICKAPCTBO J]a OCTaHE B OPraHU3Ma JI0 4 TOJIUHH,
KOETO MOXKe J1a TIpeACTaBIsiBa prck 3a 6edeto. 3atoBa BY ANNLI tpsioBa na ce m3moii3Ba camo ako €
KaTeTOpPUIHO HEOOXOAMMO TIPH JKEHH, KOUTO IIAHUpPAT 1a uMatT oeoe.

bpemennocm

He tpsi6Ba 1a u3mos3Bare TOBa JEKapCTBO M0 BpeMe Ha OPEMEHHOCT, OCBEH aKO HE CTe€ 00CHIUIN TOBa
¢ Bamms nekap. CiaeHUTE CHMIITOMHU MOTaT Jia Ce MOSIBSIT ITPH HOBOPOJICHU, YMHTO MAWKH ca
W3II0JI3BAIM TTAJTUTICPUJIOH TIPE3 MOCIIEAHUS TPUMECTHP (TIOCIEAHUTE TPU Mecelia OT OPEMEHHOCTTA):
TpenepeHe, CKOBAaHOCT Ha MyCKYJIUTE W/HJIH ¢1ab0CT, CHHINBOCT, Bh30yAa, MPOOIeMH ¢ AUMIAHETO 1
3aTpyAHEHUs B XpaHeHeTo. HoBopoeHuTe TpsiOBa BHUMATEITHO J1a ce HaOro1aBar u ako Bameto
0cOe pa3BUe HAKOW OT TE3U CUMIITOMH, HE3a0aBHO MOTHPCETE MEUITMHCKA [TOMOIIL.

Kwvpuene

ToBa nekapcTBO MOXKE J1a IPEMHUHAaBa OT MaiikaTa KbM 0e0eTo MocpeiIcTBOM KbpMaTa. ToBa MOXe 1a
HaBpeau Ha 6e0eTo, JOpH ABITO BpeMe ciell mociennara g03a. [lopaau ToBa He TpsOBa 1a KbpMHUTE,
aKo M3II0JI3BATE WIIM CTE M3IOJI3BAIIM TOBA JIEKAPCTBO TPE3 MOCIEAHUTE 4 TOIHHU.

Ilodupane u padoTa ¢ MAIIMHU

[To Bpeme Ha JICYUSHHUETO C TOBA JIEKAPCTBO MOTAT J1a Bh3HUKHAT 3aMaliBaHe, CUITHA YMOpa M MPOOJIeMH
ChC 3peHneTo (BIKTe Touka 4). ToBa TpsiOBa 1a ce MMa MpeBH B CIIy4anTe, KOTaTo ce H3HUCKBa
IBJTHO BHUMaHKE, HaIpuMep NpH modupaHe Uik padoTa ¢ MallluHH.

BYANNLI cbabp:xa HaTpuUii
ToBa nekapcTBO ChIbprKa MO-Mainko oT 1 mmol Hatpuii (23 mg) Ha 1032, T.e. MOXKe Ja ce Kaxe, 4e
NPaKTUYECKU HE ChIbPKa HATPUH.

3. Kak na usnoassare BYANNLI

ToBa JiekapcTBO ce mpuiara ot Barims Jiekap Win Ipyr MeIUIMHCKU CieUanicT. Bamusr ekap e
Bu kaxe xora e HeoOxo 1Mo j1a Bu ObJie mocTaBeHa ciiepaiiara HHKeKIusa. BaxxHo € 1a He
MpoIycKaTe IIaHupaHara J103a. AKO He MOXeTe Jia Clla3uTe yroBopeHus Bu vac npwu Jiekapsi, o0anere
ce BeJHara, 3a Jia MoXke Jia O'bJie HacpoueHa Jipyra cpelia Bhb3MOXKHO Hal-CKOpoO.

[Ile momyuaBate mo exHa urkekiuss BY ANNLI B ceanuiaus MyCcKyJI BETHBX Ha BCEKH 6 Mecera.

B 3aBucumocT ot cumnromure Barusat JICKAp MOKEC a YBCIINYU WJIN HaMaJId KOJIUYCCTBOTO
JICKApCTBO, KOCTO IMOJIydaBaTe, 110 BpEME Ha ClICABaIlaTa IjIaHupaHa HHXCKIU.

HanuenTu ¢ 666peunn npodaemMu

AKko umare jeku 0b0peunun npodiaemu, Bammst jgekap e onpenenu ganu BY ANNLI e moaxoasii 3a
Bac B3 ocHOBa Ha J103aTa TAIUATIEPUIOHOB AIMUTAT 32 WHXKEKIIHOHHO MPUJIOKEHHNE BEHBK Ha
Mecel] MU BEIHBK Ha 3 Mecela, KoWTo cre noiay4asanu. He ce npenopsusa no3ara ot 1 000 mg
BYANNLI

He tpa6Ba na nznon3Bare TOBa JEKapCTBO, aKO IMATE YMEPEHH WIIH TEXKKH OHOpedHU MPoOIeMH.

[laneHTH B cTapyecka Bb3pact
Bammsr niekap moxe Ja kopurupa go3ata Bu, ako 6b0peunara Bu ¢yHkmus e HamaneHa.
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Axko Bu e npuiiokena noseude ot Heodxogumarta 103a BYANNLI
Tosa nexapcTBo me Bu 0b1e mpuiiarano moj MeAUIIMHCKO HAOMIOIEHNE W 3aTOBA € MAJIKO BEPOSTHO
Ja Bu Obe mpuiiokeHo moBede 0T HEOOX0AUMOTO.

[TanmenTHTe, HA KOUTO € MPUIIOKEHA TBBPJE TOJIsIMa /1032 MATUIEPUIO0H, MOXKE Ja TOIyJaT CICTHUTE
CHMIITOMHU:

CHHJIMBOCT WJIM CEAAIUs, YCKOPEH ChPJCUCH PUTHM, HUCKO KPBBHO HAJIATaHE, A0HOPMHA
eJIeKTpoKaparorpama (IpociieiIBaHe Ha eJIeKTpHUIecKaTa akTHBHOCT Ha CHPIIETO) MIIH 3a0aBCHU HITH
HeoOMYaliHN ABMKCHUS Ha JIUIIETO, TSIIOTO, PBIIETE MIIM KpaKara.

AKko cTe cripesu ynorpeéara Ha BYANNLI
AKo cripere Jja oTyJaBaTe WHKEKIIMUTE CH, CAMIITOMHTE Ha MM30(peHust Morat 1a ce Biomar. He
TpsI6Ba a crupare ynorpebara Ha TOBa JISKapCTBO, OCBEH ako He Bu e kazano ot Bamus nekap.

AKO MMaTe HIKaKBU JOIBJIHUTEIHN BBIIPOCH, CBBP3aHH € YIoTpebara Ha TOBA JIEKApCTBO, MOJIS,
norutaiite Bamus ekap uimu gpapMarieBT.

4. Bb3MOKHY HelKeJIaHU peaKkluu

KakTo Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE [1a MPEAN3BUKA HEXKCIAaHU PE€aKIIUH, BHIIPEKU Y€ HC
BCCKH T'U IIOJTy4aBa.

CepuHO3HH HexKeJTaHU peaKIuu

AKO TOJTyyHuTe HIKOS OT CIEIHUTE CEPHO3HU HEXETaH! PEaKIiy, MOXE J1a e HyXKJaeTe OT He3a0aBHO

MeaUIMHCKO JeueHue. TpsoBa na kaxxere Ha Bamms nexkap nnu He3a0aBHO /12 IOCETUTE Hal-Onu3KaTa

OonHUIA:

o KpbBHU checHpeny BbB BEHUTE, 0COOCHO B Kpakarta. CiryuBa ce psaako (Moxke a 3acerHe Ao 1 Ha
1 000 mymm). CUMITOMHUTE BKITFOYBAT:

O moxyBaHe, OOJKa M 3auepBsBaHE Ha Kpaka (IbJI00Ka BEHO3Ha TpoM0O03a)

o 0oJKa B I'bPIUTE U 3aTPYAHEHO JHIIAHE, IPUYMHEHH OT KPBBHUTE ChCUPEIH,
NPUABIKUIIN ce TIpe3 KPhbBOHOCHUTE ChJIOBE KbM Oenute apoboBe (OemoapodHa
eMOO0ITHS )

o [Tpu3HaIm Ha WUHCYIT, OSBaTa Ha WHCYJIT € C HEM3BECTHA YeCTOTa (OT HAIMYHUTE JAHHU HE
MOJKe J1a ObJle HalpaBeHa OICHKA)
CuMitoMuTe BKIIOYBAT:
O  BHE3aIlHA IIPOMSIHA B IICUXUYHOTO Bu chcrosiHne
O  BHE3aIHAa CJ1a00CT WM CKOBAHOCT Ha JIMLETO, PhLETE MU KpakaTa, 0OCOOEHO OT
e/IHaTa CTpaHa, WM HesICEH TOBOP, JOPU U 33 KPaThK IMEPHOJI OT BpEMe.
o 3nokauyecTBeH HeBponenTHyeH cuHapoM. CiryuBa ce psako (Moxe Aa 3acerHe 10 1 Ha
1 000 mymrn). CHMOITOMHUTE BKIFOYBAT:
O Tpecka, CKOBAaHOCT B MYCKYJIMTE, IOT€HE MM MOHM)KEHO HMUBO HA Cb3HAHUETO.

o [IpoxbwxuTenHa epeKkius, KOsITO MOe Jia € 6ose3HeHa (mpuanuszbM). Ciryusa ce paako (Moxe
na 3acerse o 1 Ha 1 000 mymm).
o [loTpenBaHus WM PE3KH PUTMUYHH ABMKEHHS, KOUTO HE MOYKETE /1a KOHTPOJIUpaTe, Ha €31Ka,

ycTaTa ¥ JUIETO, WU IPYTH YaCTH Ha TSJIOTO CH (TapauBHA muckuHe3ws). CiayduBa ce HEYeCcTo
(moxe na 3acerse g0 1 Ha 100 gymm).
. Texxka aneprudna peaknus (aHadUIaKTUYHA PEAKITHS ), YECTOTA € HEU3BECTHA (OT HATUIHUTE
JTAHHYU HE MOXe J1a Objie HanpaBeHa olleHka). CUMIITOMUTE BKITIOYBAT:
O  BHCOKa TeMIleparypa,
O TMOJyBaHE HA ycTaTa, TULETO, YCTHUTE WU €3UKa,
O  HEIOCTHT Ha BB3IYyX,
O  ChbpOEK, KOKEH OOPUB U TIOHSIKOTa ClalaHe Ha KPhBHOTO HaJISITaHE.
Jopu 1 ako TIpeii TOBa CTE MOHACSUTH MATUTICPUIOH WIH PUCTIEPHUIOH 3a TIEPOPATHO IPUIIOKECHHUE,
PAIKO MOTaT Jja Bb3HUKHAT aJCpPTUYHU PEaAKIUU CIIe MOTyYyaBaHe Ha WHXKCKIIUU HaIUTEPUIOH.
. ®donu UpUC CUHAPOM, KOTaTO HPUCHT (OI[BETEHATA YaCT Ha OKOTO) I'yOH TOHYC 10 BpeMe Ha
oTeparysl Ha OKOTO 3a KaTrapakTa (MOMbBTHSBaHE Ha jienaTa). ToBa Moxe fa 1oBene 10
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YBpEeXKIaHE HAa OKOTO (BHXKTE CHINO ,,Onepayuu 3a kamapaxma *“ B Touka 2). YecrtoTtaTa €
HeM3BeCTHA (OT HAIMYHUTE TaHHA HE MOKe ObJIe HallpaBeHa OIICHKA).

o Cunyipom Ha CTHBBHC-/[)KOHCHH MIIH TOKCHYHA €MTUICpPMaTHa HeKpoiu3a. TexbK nin
JKUBOTO3acTpallaBail 00puB ¢ MEXypHy U OeeHe Ha KoxaTa, KOHTO MOXE JIa 3a1I0YHE BbB U
OKOJIO YCTaTa, HOCa, OUUTE U MOJIOBUTE OPTaHy U Jia C€ pa3npOCTPaHu 1o Apyru odjJacTu Ha
Ts10TO. YecroTara € Hen3BecTHA (OT HAMMIHUTE TaHHU HE MOKe Ja ObJe HarpaBeHa OICHKA).

Tps0Ba na kaxere Ha Bamms nexap BefHara wiv He3a0aBHO Jja MOCETHTE Hal-Onn3kaTa OOMHUIA, aKO
3a0eNIeKUTE HAKOS OT CEPUO3HUTE HEXKETaHU PEaKIUy I0-Tope.

o ATpaHyJI0IMTO3a, OTTACHO HUCHK Opoii ompeesieH BU O0esi KPbBHU KIETKH, HEOOXOIUMH 3a
6opba ¢ ndekuusaTa B kKppBTa Bu. YecTtoTa € Hem3BecTHA (0T HATMYHUTE JaHHHU HE MOXKe ObJie
HaIpaBeHa OLIEHKA).

Jpyru HexeaHu peakuuu

MHOro 4ecTH HeKeJAHM PeaKuMu: Moe 1a 3acerHat noseve or 1 Ha 10 xymu
o TPYAHO 3aCIIMBAHEC WM MMOAAbPKAaHC HAa CHHA.

YecTH HexKeJIAHU PeaKUMu: MoxKe aAa 3acerHar ot 1 na 10 gymmu

. CUMITOMHU Ha OOMKHOBEHA HACTUHKA, MH()EKIIUS Ha TMKOYHKUTE IBTHIIA, TPUIIONIOT00HO
3a00IIsIBaHE.
. BYANNLI Mo’xe fa MOBUIIM HUBaTa Ha XOPMOH, HapeyeH ,,IPOJIaKTHH , KOETO Ce YCTaHOBSABA

C KPBBHH U3CIEBaHUS (MOXKE J1a MPUYMHN CUMIITOMH WK He). [Ipu nosiBaTa Ha cuMITOMH 32
BHCOK TPOJIAKTHH, T€ MOXE J1a BKIIIOUBAT: (IIpHU MBKE) MOAYyBaHE HA I'bPANTE, 3aTPYTHEHO
MOCTUTaHE WK TIOAbPIKAaHE Ha ePEeKIHS WK JIpyTa ceKcyaiiHa AucyHKIUS; (TIpY SKEHH)
JUCKOMGOPT B I'bPIUTE, IPOIYCHATH MEHCTPYAIHU LUKIU WM APYTH MPOOIEMHU C MECCUHHS

IIUKBII.
° BHCOKA KpbBHA 3aXap, HaJ/laBaHe Ha TETJIo, 3ary0a Ha TEeTJI0, HamMaJieH aIrleTHT.
° pa3Apa3sHUTEIHOCT, AENPECUS, TPEBOXKHOCT.
° MAPKUHCOHU3BM: TOBA ChCTOSTHAE MOXKE J1a BKIIFOYBA 320aBEHO MIIM HAPYIIICHO IBIKEHHE,

yCelllaHe 3a CKOBAaHOCT MJIM HAIPErHaTOCT Ha MYCKYJIHTe (KOSTO IpaBH JIBMKCHUsATA By pe3kn),
a MOHSIKOTa JIOPH YCelllaHe 3a ,,3aCTUBaHe" U cJie]] TOBa Bh30OHOBSBaHE Ha JIBIKECHUETO. [Ipyru
MPU3HAIM HA TAPKHMHCOHU3bM BKITFOUBAT OaBHA MMOXO/KA ¢ MPOBJIAYBaHE HA KPaKaTa, TPEMOop
IIPH MTOKOM, TIOBUIIICHO KOJIMYECTBO CIIOHKA W/UJIM HEKOHTPOJIUPAHO OT/EIISIHE Ha CIIFOHKA U
3ary0a Ha M3paKeHHE Ha JIUIETO.

° 0E3MOKOICTBO, CHHIMBOCT MM HaMaJIEHO BHUMAaHUE.

° JIUCTOHUS: TOBA € ChCTOSIHUE, BKITFOUBAIIO 3a0aBEHHU WJIHM MPOIbJIKUTEIHH HEBOJICBU
KOHTPAKIMU Ha MYCKyJIUTe. BbIpeku ue Moxe Jia 3acerHe Besika 4acT OT TSUIOTO (U J1a TOBeJe
J10 HeoOMYaiiHa CTOMKA), TUCTOHHUATA YECTO 3acsira MyCKYJIMTE Ha JIUIETO, BKIFOUUTEITHO
HEOOWYAMHU JBWKCHHUS HAa OYUTE, yCTATa, €3MKa MU YeIIOCTTa.

. 3aMastHOCT.

JIUCKUHE3US: TOBA € ChCTOSIHUE, IPU KOETO Ce HAOJII0aBaT HEBOJICBU JBMIKEHHUS HA MYCKYJIUTE

Y MOXeE J1a BKIIFOYBA ITOBTAPSIIIH CE JBIKESHUS WU MIOTPEMBAHUS ChC CIIa3MU HITH T'bPUYOBE.

TpeMop (Tpenepene).

r1aBOOOIIHE.

YCKOPEH ChPJICUCH PUTHM.

BHCOKO KPBHBHO HAJIATaHE.

KallUTHIIA, 3ayIIeH HOC.

KOpeMHa 00JIKa, MOBPBIIaHe, raficHe, KOHCTUTIAIMS, TUapysl, JIOMIO XpaHOCMIIIaHe, 3500001.

MTOBUIIIEHU CTOMHOCTH Ha YePHOPOOHUTE TPAaHCAMHUHA3U B KPHBTA.

0OJIKM B KOCTUTE WITU MYCKYJIUTE, OOJKU B T'bp0a, OOJIKU B CTaBHTE.

CIUpaHe Ha MEHCTPYaJTHUS [IUKBII.

Tpecka, c1abocT, OTIMAAHATIOCT (YyMopa).

peakiys Ha MSICTOTO Ha MHXXEKTHUPAHE, BKIIFOUUTEITHO ChpOeK, O0JIKA UITH TOTyBaHE.
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HeuyecTn HexxenaHu PC€aAKIIMMU: MOKE Ja 3aceruart 10 11a 100 ayuu

MTHEBMOHMS, TpbAHa HHPeKuus (OpOHXUT), MHPEKIH Ha UXATEeTHUTE IBTUIIA, HH(EKIUI Ha
CHUHycHTe, HH()EKIH Ha THKOYHHS MEXYp, NH(PEKINSI Ha YXOTO, TOH3WIIUT, ThONYHA HHQEKITHI
Ha HOKTHTE, MHPEKIH Ha KOXKaTa.

HaMajieH Opoit 0eIr KPbBHU KIICTKH.

aHeMusl.

aJlepruyHa peaxkuus.

IuabeT Wiy BIIOIIaBaHe Ha AuadeTa, IOBUIIEHO HUBO Ha HHCYNHH (XOPMOH, KOWTO KOHTPOJINpPA
HUBOTO Ha KpbBHATA 3axap) B KPHBTA.

MIOBHUIIICH areTHT.

3ary0a Ha aneTHT, BOJEIIa 10 HeIOXPaHBaHe U HUCKO TEJIECHO TErJIO.

MOBHIIICHO HUBO Ha TPUTIHULEPHIN B KPbBTA (MA3HUHM ), TOBUIIICHO HUBO HA XOJIECTEPOI B
KPbBTA.

HapyILICHUE Ha ChHS, IPUIIOBIUTHATO HACTPOCHUE (MaHNUs), HAMAJICHO CEKCYaIHO XKeJlaHHE,
0E3MOKOICTBO, KOLIMAPH.

IpUnaxbiy, HEMPEOIOIMMO JKEeJIaHHUE 32 IBM)KEHUE HA YacTU OT TSJIOTO CH, 3aMasiHOCT MPH
U3MpaBsiHe, HAPYILICHHE Ha BHUMaHUETO, TPOOJIEMH ¢ TOBOPA, 3aryda Wil MPOMEHEH BKYC,
HaMaJieHa YyBCTBUTEIHOCT Ha KOXAaTa KbM OO0JIKa ¥ JOIHP, YCEILIaHe 3a MpaBy4KaHe, OOLKaHe
WIN U3TPBIIBAHE KOXKATa.

3aMBIJICHO 3peHHE, MHPEKIMS Ha OUUTE WIH ,,pO30BO OKO™, CyX0Ta B OUHUTE.

yCelllaHe 3a CBETOBBPTEX (BEPTUTO), ITyM B yIIUTE, OOJKA B YXOTO.

NPEeKbCBaHE Ha MPOBOAMMOCTTA MEXy TOpHATa U JOJHATA YacT Ha ChPLETO, HEOONIaHU
eJIEKTPUYECKH UMITYJICH Ha ChPIETO, yabmkaBane Ha QT uHTEepBana Ha ChPLETO, YCKOPEH
ChpACUYCH PUTHM IPU M3NIPABsIHE, 3a0aBeHa ChPIEYHA YECTOTa, IPOMEHHU B 3aIlKca Ha
EJIeKTPUYECKHUTE CUTHAIN Ha ChpIleTo (enekTpokapauorpama win EKD), ycemane 3a Tpentene
WIN ChpIeOUEHE B IbPIUTE (TaIMUTALINN ).

HHUCKO KPBBHO HaJIsiTaHe, HUCKO KPBBHO HAJISITaHE MPU M3MIpaBsHe (3aTOBA HAKOU X0Opa,
NpUeMaIl TOBa JIEKapCcTBO, MOXKE Ja Ce IMOYYBCTBAT 3JI€, 3aMasiHH WJIK JIa IPHUIIaIHAT MPH
BHE3AIHO NIPEMUHABAHE OT JIETHAJIO B CEIHAJIO WJIM M3IPABEHO MOJIOKEHUE).

3a1yX, Bb3NAJCHO I'bPJIO, KbPBEHE OT HOCA.

JuckoM$opT B Kopema, MH(EKLUS Ha CTOMaxa WK YepBaTa, 3aTPyAHEHO MperiTblIaHe, CyXxoTa
B ycTara, IPEKOMEPHO OT/IENISTHE Ha Ta30Be.

noBuiieHyu croiiHocTd Ha I'T'T (4uepHOAPOOEH eH3uM, HapeUyeH raMma-riyTaMul Tpancdepasa) B
KPBBTA, MOBHUIICHNA CTOMHOCTH Ha YEPHOJIPOOHUTE EH3UMH B KPBHBTA.

ypTHKapus (WM ,,KOMIPUBHA Tpecka™), cbpOexk, 0OpUB, KOCOMAJ, eK3eMa, CyXa Koxka,
3ayepBsBaHE Ha KOXara, akHe, adcLec 1Mo I KoXkKata, JIFOIIEL] ce, ChbPOSI CKaIl MM KOXa.
noeuiienu HuBa Ha CPK (kpeatun pocdoknHaza), eH3UM B KPBBTA.

MYCKYJIHU CIIa3MH, CKOBAHOCT Ha CTaBUTE, MYCKyJTHA CITa00CT.

WHKOHTHHEHIIHS (HEBB3MOXKHOCT 32 KOHTPOJIMPAHE) Ha ypUHATA, YECTO OT/EIISTHE Ha ypUHA,
0oJKa py OTAENSHE Ha ypHHA.

epeKTUIIHA TUCQYHKIMS, HAPYLICHA eKYJIalisl, IPOIyCHATH MEHCTPYaJIH! LIUKIN WU IPYTH
MpoOJIEMHU C MECEHYHHUS ITUKBJI (3KEHHN), pa3BUBaHE HA TbP/AN MIPH MBKETE, CEKCyatHa
mucyHkus, 00JKa B rbpANTE, U3THYAHE HA MIISIKO OT T'bPAUTE.

NOJTyBaHe Ha JIUIIETO, YCTaTa, OYUTE WIN YCTHHUTE, IOJyBaHE Ha TSUIOTO, PhIIETE WK KpaKaTa.
MOBHIIIEHA TEJIECHATa TEMIIEpaTypa.

NPOMSIHA B TIOXOJIKATA.

0oika B repauTe, TUCKOMGOPT B TBPAUTE, HEPA3ITOIOKEHHUE.

BTBBP/ISIBAHE HA KOXKATa.

najiaxe.

Penxu HexxenaHu peakuum: Moxe 1a 3acernat A0 1 Ha 1 000 qymmu

MH(EKIHs Ha OKOTO.

BB3MAJICHUE HA KOXaTa, IPUYNHECHO OT aKapu.

MOBUIIICH Opoii eo3nHOMUITHN (BUI O€TM KPBBHH KJIETKH) B KPBBTA.

HaMaJjieH Opoil TpOMOOITUTH (KPHBHH KJIIETKH, KOMTO CIIOMAarar 3a CIiipaHe Ha KbPBEHETO).
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HeaJleKBaTHa CEKpelys Ha XOPMOHA, KOWTO KOHTpOJIMpa o0eMa Ha ypUHaTa.

3axap B ypuHara.

YKUBOTO3aCTPAIIaBaIllK YCIOKHEHHS HA HEKOHTPOJIUPaH auaderT.

HHUCKa KPbBHA 3axap.

MpEeKOMEpEeH MpUeM Ha BOAA.

00BPKaHOCT.

OTCHCTBUE HA IBMKCHUE U PEaKIUH B OYIHO ChCTOSHUE (KATATOHMUS).

XOJICHE Ha ChHH.

JIMTICA HA €MOIIHH.

HEBB3MOXKHOCT 32 JOCTUTaHE Ha Opra3bM.

HETOAATINBOCT Ha CTUMYJIH, 3ary0a Ha Chb3HAHWE, TOHM)KEHO HUBO HAa Chb3HAHUE, KOHBYJICHUH
(mpumnaabim), HAPYIIEHO paBHOBECHE.

HapyIIeHa KOOPIMHAIHSL.

riaykoma (IIOBUIICHO HaJIsiTaHe B OYHAaTa sI0BJIKa).

HpO6HCMI/I C ABMKCHUCTO HA OYUTC, BBPTCHEC HA OUUTE, CBPBbXUYYBCTBUTCIHOCT HA OUUTEC KbM
CBETJIMHA, IPEKOMEPHO CHII3CHE, 3aUEPBSIBAHE HA OUYHTE.

KJIaTE€HE Ha I71aBaTa, KOETO HE MOXKETe Jja KOHTPOIUpare.

NPEAChPIHO MBX/EHE (HapyLIeH ChpACUeH PUTHM), HEPABHOMEPEH ChPIECUYEH PUTHM.
3a4yepBsBaHE.

3aTpyIHEHO AWIIAHE IO BpeMe Ha ChH (ChHHA artHes).

OemonpoOeH 3acToil, 3aJpbCTBAHE HA AUXATSIHUTE ITHTHIIA.

XpHUITOBE B OennTe 1poOoBe.

XPUIIOBE.

Bb3MAJICHUE Ha NTaHKpeaca,

NOJyBaHE Ha €3MKa,

He3aJbpKaHe Ha U3MPAKHEHUATA,

MHOT'O TBBPIH U3NPAKHEHUs], OJIOKMpaHe Ha YepBara.

HaIlyKaHH yCTHH.

00pHB IO KOKaTa, CBBP3aH C JIEKapCTBOTO, yAcOeIsIBaHE Ha KOXKaTa, IbPXOT.

NOyBaHE HA CTABUTE.

pasrpaxiaHe Ha MyCKyJTHaTa ThKaH (“padmomuonuza’).

HEBB3MOXKHOCT 32 OTJEJISIHE HA YpHHA.

JUCcKOMGOPT B I'bpJaTa, yBeJIM4aBaHe HAa MJICUHHUTE JKIIE3H, YTOJIEMSIBaHE Ha I'bPIUTE.
BarvHAJIHO TEUCHHE.

MHOT'0 HHCKa TeJIeCHa TeMIIepaTypa, BTpUCaHe, YyBCTBO HA JKaXK[a.

CHUMIITOMHU Ha CHHIPOM Ha OTHEMaHe.

cbOupaHe Ha THOM, IPUYMHEHO OT MH(MEKIHs Ha MSICTOTO Ha MHXXEKTUPaHe, AbI00Ka HHPEKIHs
Ha KO)KaTa, KHCTa Ha MSACTOTO Ha WHXKEKTUpaHe, TOCHHSABAaHE HA MSICTOTO HAa HHKEKTUPAaHE.

C Hen3BeCTHA YeCTOTA: YECTOTATA He MOsKe 1a Obje OlleHeHa OT HAJIMYHHUTE JaHHH

NPEKOMEPEH NPUEM Ha BOAA, KOWTO MOXKe 2 ObJe OIlaceH.

pa3CTPOMCTBO Ha XPaHEHETO, CBBP3aHO ChC CHHS.

KOMa B Pe3yJITaT Ha HEKOHTPOJIMPaH 1ualerT.

Yy4€CTEHO, IOBbPXHOCTHO JUILIAHE, THEBMOHMSI, IPUUMHEHA OT BJMIIBAHE HA XpaHa,
HapylIeHrE Ha Tiaca.

MOHIKEHO HUBO HAa KUCIIOPOJ B HAKOM YaCTH OT TAJIOTO (BCIIEACTBHE HAa HAMaJleH KPbBEH
MOTOK).

JIUTICA Ha JIBIKEHHE Ha YepBaTa, KOeTO IPUYHHSABA 3aITyIIBaHE.

MOXKBIITSABAHE HA KOXKaTa M 0UuTe (KBITSHHUIIA).

MIPOMEHHU B IIBETA Ha KOXKaTa.

HeoOWyJaiiHa CTOMKa.

HOBOpoJieHHTe Oedera Ha Maiiku, kouTo ca mpuemain BY ANNLI o Bpeme Ha OpeMeHHOCTTA,
Morar Aa HOoJIy4aT HeXXeJlaH! JIEKapCTBEeHH PEaKIUH U/UIIM CHMITOMH Ha OTHEMaHe KaTo

47



pa3apa3HUTETHOCT, OaBHY WM MPOIABIDKUTEITHA MYCKYJITHH KOHTPAKIIUU, TPENepeHe, ChHINBOCT
WM TTPOOJIEMH C TUIIAHETO WIIA XPAaHEHETO.

o HaMaJIeHa Ha TeJecHaTa TeMIepaTypa.

o MBPTBU KOXKHH KJIETKH Ha MSICTOTO HA MH)KEKTHPAHe, 53Ba Ha MSICTOTO Ha WHKEKTHPAHE.

Cho01aBaHe HA He:KeJIAHU PeaKnu

AKXO noyunTe HAKAaKBU HEXKEIIAaHN Peakluy, yBeroMere Bamms nexap, hapManeBT Wik MeTUIUHCKA
cectpa. ToBa BKIII0OYBa M BCHUKU B3MOKHU HEKEIIAHN PEaKINH, HEOITUCAHH B Ta3H JIMCTOBKA.
MoskeTe ChIIO 12 CHOOIINTE HEXKEIaH! PeaKIuy TUPEKTHO Ype3 HAllMOHalTHAa CUCTeMa 3a ChoOIaBaHe
B

V3npaHUTENHA areHIys 110 JeKapcTBaTa

yi. ,,JlamsH I'pyeB* Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiT: www.bda.bg

Kato cpoOmiaBate HexXelnaHU peakiuy, MOJKETe Ja AaJieTe CBOsI IPUHOC 3a MOoJTy4YaBaHe Ha MTOBEUe
nH(pOpMAIU OTHOCHO 0€30IMacHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a coxpansiBate BYANNLI
[a ce cpxpaHsiBa Ha MACTO, HEIOCTBIIHO 32 JeLa.

He u3nosnsBaiiTe ToBa 1€KapcTBO €€l CPOKA HA TOAHOCT, OTOEISA3aH BEPXY KAPTOHEHATa ONIAaKOBKA.
CpoKbT Ha TOTHOCT OTTOBApPS HA MOCIEAHUS J€H OT MOCOYECHHUS MecCell.

ToBa JilekapCcTBO HE M3MCKBA CIICLHATIHH TEMIIEPAaTYPHHU YCIIOBHS Ha ChbXPAaHCHHE.

TpancniopTupaiiTe U CbXpaHsABalTE B XOPU30HTAIHO IIOJIOKEHHE. BIKTE CTpENIKUTE BBPXY
KapTOHEHaTa KyTHsl, 3a Ja OIPEECIIUTE PABUITHOTO MOJIOKEHHE.

He usxBbpisiiTe nekapcTBaTa B KaHaIM3alMATa WIM B KOHTEMHEpPaA 3a JJOMAIIHU OTHaAbIIH.
[Momuratite Bamus apMalneBT Kak j1a U3XBBPIISTE JIEKapCcTBaTa, KOUTO Bede He M3Mo3Bare. Te3n
MEpPKH L€ CLIOMOTHAT 3a OIa3BaHe HAa OKOJIHATA CPeaa.

6. Chbabp:kaHue HA OIAKOBKATA M JOINBJIHUTEIHA HHpOpManus

Kaxkso cpabp:xka BYANNLI

AKTHBHOTO BEIIIECTBO € MAIUIIEPHUJIOH.

Bcska npeaapurenno HanmbiaHeHa cipuHiioBka BY ANNLI 700 mg ceabpxka 1 092 mg
MaJUIICPUIOHOB NAJIMUTAT, eKBHBaJieHTeH Ha 700 mg nmamunepuoH B 3,5 ml.

Bcesika npeaapuTenno HambiiHeHa cripirHIoBKa BYANNLI 1 000 mg ceappka 1 560 mg
NaJMIEPUIOHOB MaIMHUTAT, ekBuBajeHTeH Ha 1 000 mg nanumnepuaoH B 5 ml.

Hpyrute cbcraBku ca:

[omucop6ar 20

[Tonuerunen raukon 4 000

JIumoHeHa KucenTnHa MOHOXHAPAT
Hatpues nuxunporendocdar MOHOXHIPAT
Hatpues xunpokcun (3a kopexuus Ha pH)
Bona 3a umkeknun

Kak nm3rae:xxna BYANNLI 1 kakBo cbIbp:Ka 0OIaKOBKATA

BYANNLI e 6suta 10 Gene3HnkaBa WHXEKIIMOHHA CYCIICH3HS C YIBIDKEHO 0CBOOOXK1aBaHE B
MIpEeIBAPUTEITHO HAITBIHEHA CIpUHIIOBKA. pH ¢ mpubmmsuTenno 7,0. JlekapAT nin MeTuInHCKaTa
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cecTpa IIe pasKiamaT CIpUHIIOBKaTa ¢ MHOTO ObP3U JIBIKEHHS, 32 JIa e PECYCIICH/INpa CYCIICH3UITA,
npey T J1a ObJie HHKEKTUPaHa.

Bcska onakoBka CbAbpiKa 1 OpEaABApUTCIIHO HAITBJIHCHA CIIPUHIIOBKA U 1 urna.

IpuTexaTes HA pa3pelleHHETO 32 yNoTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

IIpousBoauTe

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

3a gompaHKUTENHA HHGOPMALIUS OTHOCHO TOBA JIEKAPCTBO, MOJISI, CBBPIKETE CE C JIOKATHUS
NPEACTAaBUTEN HA IPUTEXKATEIS Ha Pa3pelieHUETO 3a yHoTpeoa.

Belgié/Belgique/Belgien Lietuva

Janssen-Cilag NV UAB "JOHNSON & JOHNSON"
Tel/Tél: +32 14 64 94 11 Tel: +370 5 278 68 88
janssen@jacbe.jnj.com It@jits.jnj.com

Bovarapus Luxembourg/Luxemburg
»JoKOHCHH & JI>xoHCHH Bharapus EOO/] Janssen-Cilag NV

Ten.: +359 2 489 94 00 Tel/Tél: +32 14 64 94 11
jjsafety@its.jnj.com janssen@jacbe.jnj.com
Ceska republika Magyarorszag
Janssen-Cilag s.r.o. Janssen-Cilag Kft.

Tel: +420 227 012 227 Tel.: +36 1 884 2858

janssenhu@its.jnj.com

Danmark Malta

Janssen-Cilag A/S AM MANGION LTD
TIf.: +45 4594 8282 Tel: +356 2397 6000
jacdk@its.jnj.com

Deutschland Nederland
Janssen-Cilag GmbH Janssen-Cilag B.V.
Tel: 0800 086 9247 / +49 2137 955 6955 Tel: +31 76 711 1111
jancil@its.jnj.com janssen@jacnl.jnj.com
Eesti Norge

UAB "JOHNSON & JOHNSON" Eesti filiaal Janssen-Cilag AS

Tel: +372 617 7410 TIf: +47 24 12 65 00
ee@its.jnj.com jacno@its.jnj.com
EApGoa Osterreich
Janssen-Cilag ®oppokevtiky Movonpocmnn Janssen-Cilag Pharma GmbH
A.E.B.E. Tel: +43 1 610 300

TnA: +30 210 80 90 000
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Espaiia
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00
contacto@its.jnj.com

France

Janssen-Cilag

Tél: 0 800 25 50 75/+33 1 550040 03
medisource@its.jnj.com

Hrvatska

Johnson & Johnson S.E. d.o.o.
Tel: +385 1 6610 700
jjsafety@JNJCR.JNJ.com

Ireland

Janssen Sciences Ireland UC
Tel: 1 800 709 122
medinfo@its.jnj.com

island
Janssen-Cilag AB
c/o Vistor hf.

Simi: +354 535 7000
janssen(@vistor.is

Italia

Janssen-Cilag SpA

Tel: 800.688.777 / +39 02 2510 1
janssenita@its.jnj.com

Kvnpog

Bopvépoc Xatinmavayng Atd
TnA: +357 22 207 700

Latvija

UAB "JOHNSON & JOHNSON" filiale Latvija

Tel: +371 678 93561
lv@its.jnj.com

Polska
Janssen-Cilag Polska Sp. z o.0.
Tel.: +48 22 237 60 00

Portugal
Janssen-Cilag Farmacéutica, Lda.
Tel: +351 214 368 600

Romania
Johnson & Johnson Romania SRL
Tel: +40 21 207 1800

Slovenija

Johnson & Johnson d.o.o.

Tel: +386 1 401 18 00

Janssen safety slo@its.jnj.com

Slovenska republika
Johnson & Johnson, s.r.o.
Tel: +421 232 408 400

Suomi/Finland
Janssen-Cilag Oy

Puh/Tel: +358 207 531 300
jacfi@its.jnj.com

Sverige
Janssen-Cilag AB
Ttn: +46 8 626 50 00
jacse@its.jnj.com

United Kingdom (Northern Ireland)
Janssen Sciences Ireland UC

Tel: +44 1 494 567 444
medinfo@its.jnj.com

JlaTta Ha mocJIeqHO Mmpepasrjiexaane Ha aucToBkarta 06/2026

ITonpoOHa uHpOpMaLKs 3a TOBA JIEKapCTBO € AOCThIIHA Ha yeOcaiita Ha EBponeiickara areHuus mo
nekapcrBara: https://www.ema.europa.eu.
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Hugpopmayusn, npeonaznauena 3a MeOUyuHCKU CREYUAIUCHU

ITocouenara mo-a0ay I/IH(I)OpMaHI/Iﬂ € npcaHa3Ha4dyeHa CaMO 3a MCAULIMHCKHU CIICHUAIIMCTH U Tpﬂ6Ba Ja
6’bﬂe mpo4yeTceHa OT MEAUIHUHCKUA CIICHUATIUCT 3a€AHO C IbJIHATA HH(pOpMaHHﬂ 3a OIpeANrCBaAHC

(Kpartka xapakTeprcTHKa Ha MMPOTYyKTA).

Baskna o6o01maBamnia nudgopManusi 0THOCHO 0€30MaACHOCTTA

Pasknatere cripuHIiOBKaTa, KaTo
KaraykaTa Ha CIPUHLIOBKATAa J1a COYU
narope, c MHOI'O BbP3U nBmxenus,
B NIPOABJDKEHUE HA MTOHE 15 cexyHau,
MIOYMHETE CU 3a KPaTKo U CIIe/ TOBa
pasKiiaTeTe OTHOBO B IIPOJBIDKEHHE Ha
15 cekyHau.

TpancnopTHpaHe ¥ cCbXpaHeHHe

TpaHcnopTHpaHeTo U ChXPaHEHHETO B
XOPU30HTAIHO MOJIOKEHHE YIIECHSBA
peCyCIeHANPAHETO Ha TO3H BUCOKO
KOHIICHTPUPAH MPOAYKT.

IToaroroBka

BYANNLI (nmanurepu10HOB AIMHATAT
HWH)XEKLNOHHA CYCIICH3HS C YABIKEHO
0CBOOOXKJaBaHe 3a NMPUIIOKEHUE Ha 6
Mecella) U3UCKBA TO-IBITO0 U C MO-0bp3H
JBIDKEHHS PAa3KIIAIIAaHe, OTKOJIKOTO
NMaJIUIICPUAOHOB MMaJIMUTAT CYCIICH3UATA C
YIBIDKEHO 0CBOOOXK/IaBAHE 32 MHKEKIIHOHHO
MIPUIIOKEHUE BEHBX MECEUHO.

BYANNLI tpsi6Ba fa ce npuiara ot
MEUIMHCKH CTIIMAINCT 101 opmara Ha
eIMHUYHA WHXKEKIIHS.

- He paznensiite no3ara Ha MHOTOKpaTHU
WHXXEKLUH.

BYANNLI e nmpenna3zHaveH 3a
MHTPaMyCKYJTHO IPUIIOKEHHE CaMo B
CEeANIMIIHUS MYCKY.

- UmxexTupaiite 6aBHO U THIO0KO B
MYCKYJIa, KaTO CE CTapaeTe J1a H30eTHEeTe
WHXCKTHUPAHE B KPbBOHOCEH ChJ.

Jo3upane

[Ipunaraiire BY ANNLI BegubX Ha BCeKH
6 Mecena.

Oo0e3onmaceHa TLHKOCTEHHA HUIJIA

Baxno e ga uznon3sate camo obe3onaceHara
ThHKOCTeHHa urna (1% uHua, ¢ pazmep 20G,
0,9 mm X 38 mm), mpegocTaBeHa B
KOMIUTeKTa. Ts1 e mpeaHa3HaveHa camo 3a
n3nosnsBade Ha BYANNLI
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Chabp:KaHHe HA MpenBapuTenHo HanbNHeHa

ONMaKoOBKaTa CnpuvHUOBKa
Kana4ka Ha
b Bbpxa Ha
cnpuHUoBKaTta
Tlyepos
HaKpanHuK
(Ofezomacena ThHEOCTEHHA MITIA XKbnT kpan
20G x 112"

Hanonseaitre camo nraara, \

EKII0UEHA B TOM KOMILIEKT P&%ﬂizf:;:;m \
MscTo 3a
3axBallaHe
Bytano

Oobe3onmaceHa TLHKOCTEHHA UTJIA
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1. IloaroTeeTe ce 3a HH/KEKTHPAHE.

To3u BHCOKOKOHIIEHTPHUPAH MIPOAYKT U3UCKBA HAKOW CIIEIM(PHIHN CTHIIKH, 32 J]a CE OCUTYPH

pecyclieHIupaHe.

BuHaru ApbKTe CIPHHIIOBKATA C BhpXa
Harope.

=

3a J1a OCUTYpUTE ITBJIHO PECyCIICHIUPaHE,
pasKiiaTeTe CIPHHIIOBKATA C:

. kpatku MHOI'O BbP3U
JBUKEHHS HArope U HaJl0y
. pasxiabeHa KUTKa

Pazknarere ciipuanoskara c MHOI'O
bbP3U npmkeHus B MpoabHKCHUE HA
noHe 15 cexyHu, MOYMHETE CH 3a
KpaTKo, a CIIe/] TOBa pa3KJIaTeTe OTHOBO B
MpoAbJDKEHHE Ha 15 cekyHU.

4 N

N J

pecycneHamMpare 1eKapcTBoTo.

%\@

J TTouneka '

T

IIpoBepere cycnen3usita
3a HAJTMYHe HA CTPYNBaHe
OT TBHPAM YACTHIH OT
NPOAYKTA

Jo0pe pecycnienanpana
cycneH3us

He e no0pe pecycnengupana
cycreH3ust

A CIIPETE

¢ C€IHOpOJHA, I'bCTa U ¢ CTpYyIBAaHC Ha TBbpPAU

MJIEYHO Osia YaCTHUIIM OT MPOJYKTa IO
* HOPMAJIHO € Ja ce BMUXKJaT CTEHUTE U B TOpPHATA yacT Ha
BB3YLIHU MEXypUeTa CIIPHUHIIOBKATa

® HECAHOPOAHA CMEC
® psAaka TCHHOCT

IpoaykThT MO3Ke Aa ce crbCTH. AKO TOBA CE CIIy4H, pa3KJIaTeTe COPUHIIOBKAaTa C KamavkaTa Ha
cripuHITOBKaTa, HacoueHa Harope, ¢ MHOI'O B'bP3U nBmxenwus B MpoabHKEHUE HA TIOHE
15 ceKyHIH, IOYMHETE CH | CJIe] TOBA pa3KIaTeTe OTHOBO B MPOIBIDKCHHE HA 15 cekyHam.
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OTBopeTe TOPOMYKATA HA HIJIATA

OTJiernieTe MOKPUTHETO HA TOPOUYKATA.
ITocTaBere TopOHUUKaTa ¢ UTTIaTa BHPXY YUCTA MOBBPXHOCT.

OrcTpaHeTe KanaykaTa oT BbPXa Ha CIPUHIIOBKATA U

—

NpUKpeneTe UIJjiaTa

JpbKTe COpUHILIOBKAaTa, HACOUEHA C BbPXa Harope.
3aBBpTETE U U3IBPIANTE KamavkaTa.

[pukpenere obe3onaceHara uria KbM CIHPUHIIOBKATA C
JIEKO BHPTEIUBO JBMKCHIUE, 32 J1a M30eTHETe
o0Opa3yBaHe Ha MyKHATHHU WJIH TTOBpE/a Ha
HakpailiHMKa Ha uriiata. Bunaru npoBepsiBaiite 3a
MpU3HALY Ha IOBpPEa WIHM U3THYAHE IPEan
MPUIOKEHUE.

H3nou3BaiiTe caM0 UIJaTa, BKJIIYEHA B TO3H KOMILIEKT.

1. Mspwppmaiite OyTamoTo Ha3anm
2. JIpBXKTe CIPUHLOBKATA U3NPABEHA.
3. BHumarenHo u3abpnaiite OyTanoTo, 3a 1a IpeMaxHeTe

OT BbpXa Ha CIIPUHIIOBKAaTa TBbPAUTE YaCTULU OT

MMpoOAYyKTa. Toga I¢ yJICCHU HAaTUCKAHCTO Ha 6yTaJ'IOT0
110 BPpEMEC Ha MHIKCKTHUPAHETO.

H3ronere Bb31yLIHNTE MeXypyeTa
HarucHere 6yTanoTo BHUMATEITHO, IOKATO KaIlka TEYHOCT
u3jese oT BbpXa Ha UIjara.

aa N
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2. baBHO MHXkeKTHpAaliTe NSVIOTO ChAbPKAHUE U Ce YBepeTe B TOBA, Ye WAJI0TO ChAbpP/KaHHE €
HHKeKTHPaHO

W3bepeTe n mouncTeTe rOpHUS BHHIICH KBaAPAHT Ha MSICTOTO
Ha CeJAMIIHUS MYCKYJI, KbJIETO 1€ HHKXEKTHpaTe

He npunaraiite no HUKaKbB IpYyT HAUKH. |
W36bpiuere MACTOTO 32 MH)KEKTHPAHE C TAMIIOH, HAlIOEH ChC

CITUPT, ¥ ['O OCTABETE J1a U3CHXHE. Cepan u:[eJ
He oxocBaiite, He BeiiTe v HE AyXalTe BbPXY MICTOTO Ha -
WH)XEKTUPaHe, cliel KaTo CTe I'0 MOYHCTHIIN.

OTcTpaHeTe npeanazuTesis HA UIJIATa

W3nbppnalite npeanasuTesns Ha UTIaTa KaTo I'o U3TETIINTE MPaBoO

Harope. t
He orbBaiiTe mpeamnasurelis, Thil KATO TOBa MOXKE J1a pa3xyiadbu

UrjlaTa OT CIIPHHIIOBKATa.

BbaBHO nH:KeKTHpaliTe U ce yBepeTe, Ye USIOTO ChAbpPsKaHue
€ NHKeKTHPAHO

HaruckaiiTe 6aBHO, yBEpEHO U C MTOCTOSHHA CKOPOCT, 32 Aa
cturae Oyranoto qokpaii. ToBa me otHeme npubdausuTenHo 30-
60 cexynau.

AKO MOYyBCTBaTe ChbIPOTHBA, MPOABJIKETE 1a HATHCKATE
oyranoro. ToBa e HopMaJiHo.

[oKaTto urnarta e B Myckyna,
yBeperTe ce, Ye LAN0TO
CbAbprKaHMe HA CNPUHLIOBKATA e
MHXKEKTUpaHo.

I/IBBa,Z[eTe urjara OoT MyCKyJia.
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3. Ci1en MH:KEeKIUATA

Oo0e3onacere urjara

Crnen KaTo MHXKEKTHUPAHETO MPUKITIOUH, U3II0I3BANTE Naiela cu
WM TJIaJKa TIOBBPXHOCT, 32 Jla 00e30I1acuTe Uriara B
MPEANAa3HOTO YCTPOMCTBO.

Wrnara e obe3omaceHa, KOrato gyere ,,IpaKBaHe .

H3xBBpJIeTe CIPUHIIOBKATA MPABUJIHO U NIpOBepeTe
MSICTOTO HA HH:KEKTHpPaHe

W3xBBbpiieTe COpUHIIOBKATa B 0JJ00peH KOHTEHHED 32 OCTpH
MpeIMETH.

Ha msicToTo Ha MHXKEKTHPaHe MOXKE J1a UMa MaJIKO KOJIHYECTBO
KpbB WM TeUHOCT. HaThcHeTe ¢ maMyK WJIM MapiieH KOMIIPEC
BBPXY KOXaTa, J0KaTO KbPBEHETO CIIpE.

He pa3rppkBaiiTe MACTOTO Ha HHXKEKTUPAHE.

AKO € HeOOX0MMO, TOKPHHTE MICTOTO Ha HHKEKTHPAHE C
MIpeBpB3Ka.
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