NNPUJIIOXEHUE 1

KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA NPOAYKT

BYANNLI 700 mg unxeKInoHHa CyCIIeH3Hs C YIBJIKEHO 0CBOO0KIaBaHE B MPEABAPUTEIIHO
HaITbJIHEHA CIPUHIIOBKA

BYANNLI 1 000 mg nHXeKIHOHHa CyCIIeH3Hs C YIBIDKEHO 0CBOOOXKIaBaHE B IPEABAPUTEITHO
HaITbJIHEHA CIIPHHIIOBKA

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

700 mg MHXKEKIIMOHHA CYCIIEH3US C VABIKEHO 0CBO00KIaBaHE

Besika npeBapUTeTHO HAITBJIHEHA CIPUHIIOBKA chabpika 1 092 mg manunepuioHOB MaJMUTaT B
3,5 ml, exBuBanenten va 700 mg nanunepuznox (paliperidone)

1 000 mg MHKEKIIMOHHA CYCIIEH3USI C VIBIDKEHO 0CBOOOKIaBaHeE

Bcesika npeiBapuTeIHO HAaITbJIHEHA CIPHHIIOBKA Chabpka 1 560 mg nanunepumponoB naamurar B 5 mi,
exBuBasienTed Ha 1 000 mg nanmumnepumon (paliperidone)

3a IIBJIHMS CIIMCHK Ha IIOMOILHUTE BEIECTBA BIXKTE TOUYKa 6.1.

3. JIEKAPCTBEHA ®OPMA

WHXEeKIMOHHA CYCHEH3HS C YABIDKEHO 0CBOOOKIaBaHe (MHKEKIIHs).
Cycnensusra e 0sa ninu Oene3nnkana Ha 1BAT. CycneH3usTa e ¢ HeyTpainHo pH
(mpubnmsurento 7,0).

4, KJIMHUYHHU JAHHHU
4.1 TepaneBTHYHHU MOKA3aAHUSA

BYANNLI e mmxexiusi, KOsITO ce mpuiiara BEAHBXK Ha 6 Mecella, ToKa3aHa 3a MOIbPKaIlo JISYCHUE
Ha MU30(pPEHNs PY BH3PACTHHU TMAIMEHTH, KOUTO Ca KIIMHUYHO CTA0MIIM3UPAHH TIPH JICYCHUE C
HaJ'II/IHepI/I)IOHOB IIaJIMUTAT 3a UHXKCKIITUOHHO HpI/IHO)KeHI/Ie BCIHBXK MCCCYHO WJIN BECAHBX HAa BCCKU
TpH Mecena (BmkTe Touka 5.1).

4.2 Jlo3upoBKa M HAYMH HA MPUJIOKEHHE

EO3I/I[20BK3

ITanmenTH, KOUTO ca aJIeKBATHO JICKYBAHU C MATUIICPUIOHOB MAIIMUTAT 32 HHKEKIIHOHHO
MIPUJIOKEHUE BEHBK MeceuHOo B 71031 0T 100 mg mim 150 mg (3a npeanodyutane B MpoIbKSHUE Ha
YEeTUPU Mecela WU MOBEYE), HITU C MAIHUIICPUIOHOB AJIMUTAT 32 UHKCKIIMOHHO MPHIIOKEHHE
BEIIHBX HAa BCEKU TPU Meceria B 7103 oT 350 mg v 525 mg (ipu Hali-MaIKo €IWH UK Ha
WHXEKTUPaHE) U MIPU KOUTO HE CE M3UCKBA KOPUTUPAHE HA J03aTa, MOTaT J]a IPEMHUHAT Ha JICUCHUE C
MaJIUIEPUIOHOB MATMUTAT 33 MHXKEKIIMOHHO MPHIIOKEHHE, KOUTO Cce Mpuiiara BEJHbK Ha 6 Mecena.

BYANNLI npu nayuenmu, adexsammuo nexyeanu ¢ naiunepuooHos NAIMumanm 3d UHICEeKYUOHHO
NPUTLOHCEHUE BEOHDBIC MECEUHO

BYANNLI tpsi6Ba 1a ce mpHUIoKu BMECTO clie/iBalaTa IIaHWpaHa 032 MaJTUIIePUI0HOB MAIMHUTAT 32
WHXEKIIMOHHO TIPUIIOKEHUE BEAHBK MeCceIHO (£ 7 THHU). 3a 1a ce YCTAHOBH MTOCTOSTHHA MTOAIBPIKAIIA
J103a, ce MPEnophIBa MOCICIHUTE IBE JO3U HNAIUIIEPUIOHOB MAIMHUTAT 38 HHXKEKIIMOHHO TPUIIOKCHUE
BEJHBK MeceuHo nipeau 3anoyBaneto Ha BYANNLI na 6bnar ennaksu. Jlozara BY ANNLI TpsioBa na



ce 6a31z1pa Ha IpeauiiHaTa U31noJja3BaHa 103a NAJTUIICPUAOHOB NAJIMHUTAT 3a HHKECKIITMUOHHO
MMPUIIOKCHUC BEAHBIK MCCCYHO, KAKTO € TTOKA3aHO B Ta6nnuaTa mo-JoJy:

IIpemunasane kbM BYANNLI npu nanuenTH, aIeKBaTHO JIEKYBAHH € AJTUIIEPUIOHOB
NMAJMHUTAT 32 HHKEKIIMOHHO NPUJIOKEeHUE BeJHbK MECEUHO
AKo mocnenHara A03a NaJuNepuI0HOB NaIMUTAT [Ipunoxere BY ANNLI B choTBeTHaTa no3a’
32 MHKEKITMOHHO PHWJIOKEHHUE BETHBX MECEUHO €
100 mg 700 mg
150 mg 1 000 mg

Hsma exBuBanentnu n1o3u BY ANNLI 3a mosute ot 25 mg, 50 mg wnu 75 mg Ha manunepuIoHOB MAIMHUTAT 32
MHXEKIIMOHHO MPUJIOKCHHE BEIHBK MECEYHO, KOUTO JIa €a IPOYUYCHH.

*

BYANNLI npu nayuenmu, adexsammuo nexysanu ¢ naiunepuooHos NaimMumanm 3a UHICEeKYUOHHO
npunoxcenue Ha ecexu 3 meceya

BYANNLI tpsi6Ba 12 ce mpuiIoKu BMECTO Clie/iBaiaTa IIaHUpaHa 032 MaJUIepPUI0HOB MaIMHUTAT 32
WHKEKITHOHHO MPHIIOKEHNE Ha Bcekn 3 Mecena (+ 14 mum). lozatra BYANNLI tpsioBa na ce 6asupa
Ha TIpeIuITHaTa U3M0JI3BaHa /1032 MaJUIepUI0HOB MATIMUTAT 33 WHKEKIIMOHHO MPUIOKEHUE Ha BCEKU
3 Mecena, KakTo € MOKa3aHo B Ta0JIUIaTa MMO-J10ITy:

IIpemunaBane kbM BYANNLI npu nanueHTH, aIeKBaTHO JICKYBAHH € NAJTUIICPUI0OHOB
NMAJIMMTAT 32 HHKEKIIMOHHO NPUJIOKeHHEe Be/IHbK Ha BCeKM 3 Mecena
AKo moclegHaTa 103a OT 3-MECEUHOTO IIpunoxere BYANNLI B choTBeTHaTa no3a’
HMHXXEKTHPAHE ¢ NAIUIEPHUIOH €
350 mg 700 mg
525 mg 1000 mg

Crnen mepBoHavamHata 103a, BY ANNLI tpssioBa ga ce mprrara BeIHBK Ha BCceKH 6 Mecera. AKo €
HEOOXOAMMO, MAIMEHTUTE MOTaT Ja MMOJIy4aT HHKEKIIMATA 10 2 CSAMUIM MPEAN WK 10 3 CeAMMIIN
clie]l IJTaHUpaHus epro ot 6 Mecena (BxK. u Touka IIlponychama 003a).

Axko e HeoOxoMMo, Kopurupane Ha o3ara BY ANNLI moxe 1a ce mpaBu Ha Bceku 6 Mecera Mexay
no3ure ot 700 mg u 1 000 mg Ha 6a3ara Ha MHIUBHUIyaJIHATA TOHOCUMOCT Ha MalMEHTa U/
eukacHocTTa Ha ipoaykra. [lopanu yapimkeHoTo ocBoboxknaBane Ha BY ANNLI, otroBopbsT cripsiMo
KOpHUTHpaHaTa J103a MY MaleHTa MOKe /1a He ce MPOSABU B POJBIDKEHIE Ha HIKOJIKO Mecena (BX.
TouKa 5.2). AKO ManueHThT NPOABIKaBa JAa MPOSABIBA CUMIITOMH, TOI TpsOBa 1a Ob/Ie TeKyBaH B
CBHOTBETCTBHE C KJIMHUYHATA MIPAKTHKA.

IIpemunasane om Opy2u aHMUNCUXOMUYHU IEKAPCMEEHU NPOOYKMU

[NanmenTure He TpsOBa Aa MPEMUHABAT TUPEKTHO OT JIPYTH aHTUIICUXOTHIIM, Thi KaTo yrnorpedara Ha
BYANNLI tpsiOBa na 3amoune camo ciiex CTabUIM3upaHe Ha MalieHTa ¢ HaJuInepuI0HOB MaJIMUTAT
3a MH)KEKIIMOHHO NIPUJIOKEHHUE BEIHBK MECEUHO WIH BEIHBXK HA TPU Mecela.

IHpemunasane om BYANNLI kom Opyeu aHmuncuxomuunu 1eKapcmeeru npooyKkmu
Axko yniorpebara Ha BY ANNLI Ob1e mpekpatena, TpsaOBa 1a ce B3eMe MPEABH/I, Y€ TOH € C YIBIDKEHO
0CcBOOOJKIaBaHe.

IHpemunasane om BYANNLI kvm nanunepudoros naimumam 3a UHHCEKYUOHHO NPULONCEHUE BEOHBIC
MeceyHo

IIpu npemunaBane or BY ANNLI kbM nanunepru0HOB MaJIMHUTAT 32 MHKEKIIMOHHO TPUIIOKEHHE
BEJHBK MECEUHO, MHIKEKIUTa TPsIOBaA a ce MPUIIOKU TOTaBa, KOraTo € IjaHupaHa cieaBaliaTa 103a
BYANNLI, kakTo € mokazaHo B TabiuiaTa mo-mony. He ce n3ncksa npuiarane Ha HadallHa J103a,
KaKTO € OMHMCAaHO B KpaTKaTa XapakTepUCTHKa Ha IPOAYKTa NATUIIEPHUIOHOB MaJIMHUTAT 32
WH)XEKIIMOHHO IIPUJIOkKEHHNE BeHBK MeceuHo. Ciell TOBa MH)KEKIMATA NaUIEPHUIOHOB MMAIMUTAT 32
MHKEKIIHOHHO NPHJIOKEHNE BEIHBX MECEUHO TPsOBa Aa ce Ipujlara Ha MECEYHH MHTEPBAIIU, KaKTO €
OIMCAHO B KpaTKaTa XapaKTEpPUCTHUKA Ha TO3U MPOIYKT.



Jo3u npu nanuentu, npemunanan or BYANNLI kbM nannnepuioHoB najaMuraTr 3a
WH/KEKIIMOHHO MPUJIOKeHNEe BETHBK MeCETHO

Axo mociieHaTta 103a BYANNLI e IIpunoxere naaunepuI0H 32 HHKEKIIMOHHO
MpUJI0’KEHNE BEIHBK MeceuHo 6 Mecera Io-
KbCHO B CHOTBETHATA J103a

700 mg 100 mg

1 000 mg 150 mg

Ilpemunasane om BYANNLI xvm nanunepudoHo8 naimumam 3a UHNCEKYUOHHO NPUTLONCEHUE 8EOHBIHC
Ha écexu 3 meceya

IIpu npemunaBane or BY ANNLI kbM nanunepuI0HOB MaJIMUTAT 3a HHKEKITUOHHO MPUIIOKEHNE
BEJIHBK Ha BCEKHU 3 Mecella, MHKEKIUATa TpsiOBa J1a ce MPUJIOKK TOTaBa, KOraTo € TUIaHupaHa
cienpamiara n03a BY ANNLI, kakro e moka3aHo B Tabiwuiara no-goiy. He e Heooxonumo na ce
M3II0NI3Ba HAYallHaTa CXeMa Ha MpHIarane, KakTo € OIMCaHO B KpaTKaTa XapaKTePHCTHKA Ha MPOITyKTa
MAJUIEPUIOHOB IMAJIMUTAT 3a MHXKEKITMOHHO MPIIOKEeHIE Ha Bceku 3 Mecena. Ciex ToBa
WHKEKIIMATA TAMIIEPUIOHOB MAJIMUTAT 32 MHXKCKIIMOHHO NPUJIOKECHHUE Ha BCEKH 3 Mecena TpsioBa Jia
ce Impujiara Ha MHTEpBaIM OT 3 Mecella, KaKTo € OMKMCAHO B KpaTKaTa XapaKTepUCTUKA Ha TO3U
MPOTYKT.

Jo3u nanunepuoHOB NAJIMHUTAT 32 HHKEKIIMOHHO NMPUWIO:KEeHUE HA BCeKH 3 Mecela 3a
nanueHT, npemudapamm or BYANNLI

Axo nocnennata 1o3a BYANNLI e [Ipunoxere naTUNEepUIOH 32 HHKEKIIHOHHO
MIpUJIO’KEHUE Ha BCeKu 3 Mecena 6 Mecela 1o-
KBCHO B ChOTBETHATA 1032

700 mg 350 mg

1 000 mg 525 mg

Ipemunasane om BYANNLI kvm nepopanen nanunepudon madiemxu ¢ YOwbiadiceHo 0c80060coasamne
68€0HBIHC OHEBHO

IIpu narmmenTy, npemuHaBany or BY ANNLI kpM nanumepuaoH TabJIeTKH ¢ yABIHKCHO
O0CBOOOY/IaBaHE , ©KEJIHEBHOTO NpUjIaraHe Ha MaUIEPUIOH TaOJICTKH C YIBIKEHO OCBOOOXK1aBaHE
TpsiOBa 1a 3amovnHe 6 Mecera cien nocienHata 1o3a BY ANNLI u nedenueTo TpsOBa 1a IPOIBIDKY C
MAJTUTICPUIOH TA0JIETKH C YIBJDKEHO OCBOOOXKIaBaH, KAKTO € OMMCAaHO B TabIUIIaTa 0-0ITy.
[NanmenTute, MpeaBapuUTEIHO cTabMIM3Upany ¢ pa3nuunu 1o3u BY ANNLI, morat na mocturaat
1o100Ha EKCIIO3HIIMS Ha MAJUIEPUIOH KaTo MpueMaT MaIuIepUI0H TabJIETKU C YABIKEHO
0CBOOOY/TaBaHEe CHIIIACHO CJIeIHATa cXeMa Ha IpeoOpa3yBaHe:

Jo31 HA naunepuaoH Ta0JeTKHU ¢ YIbJIKEHO 0CBO0O0KIaBaHEe MPU MANMEHTH,
npemunaBaim or BYANNLI*

bpoii Meceru cien nocneanara go3a BY ANNLI

AKo mocJiegHaTa 103a

6 10 9 Mmecerna

IToBeue ot 9 o

IToBeue ot 12 Mmecera

BYANNLI e 12 mecerna
HHCBHa J03a INaauncpuaoH TaOJIETKH C YABJLDKCHO 0c13060>1<}1aBaHe
700 mg 3 mg 6 mg 9 mg
1 000 mg 6 mg 9mg 12 mg

Bceuukn J103U NaJIMIEPpUJI0H TaOJIETKU C YABIKEHO OCBO60)K}:[aBaHe BCIHBXK JJTHCBHO Tpﬂ6Ba Ja ce

WHAUBUAYAJIU3UPAT 32 KOHKPETHUSA MAIIUEHT, KaTO C€ B3EMAT NMPEJABU TaKMBa MPOMEHJIMBU KAaTO MPUYUHU 3a
IMpEMHUHABAHE, OTTOBOP KbM IPEAUIIHO JICYEHUE C NMAITUIIEPUIOH, TEKECT HA ICUXOTUIHUTE CUMIITOMU u/unu
CKJIOHHOCT KbM HEXKEJIaHU PCAKIIUH.

IIponrycHaTa go3a

o306 nposopey

BYANNLI tpsibBa 1a ce MHXKEKTHpa BEHBXK Ha BceKU 6 Mecena. 3a j1a ce u30erHe nporyckane Ha
no3a BY ANNLI, narueHTHTe MOraT J1a MoJIy4aT WHXKEKUUATA 0 2 CEAMUIIM MPEIU UK 10
3 ceMHUIIN Cie]| TNIAHUPaHUs TIEpUoJ OT 6 Mecera.




IIponycHaTH 1031

AKO IVIAHUPAHATA 1032 € MPOIyCHATA HeiicTBue
U BpPeMeTo 0T IOC/IeIHATA HHIKEKIHA e

Nmxexnusra BY ANNLI tpsi6Ba fga ce mpuiioxu

o 6 Mecela U 3 ceAMHUIN BB3MOXKHO Hali-CKOPO U CJIE]] TOBA Jia C€ Bb30OHOBU
6-MeceuHaTa cxeMa 3a HHXKEKTHpaHe.
> 6 Mecema 1 3 cenMuIn 10 < 8 Mecera Nmxexnusara BY ANNLI ve Tpsi6Ba aa ce mpuiara.

W3non3BaiiTe npenopbpyUTENIHATA CXEMA 32
BB300OHOBSIBAHE HA HA JICYEHHETO C NnajJunepuaoHoOB
MaJIMUATAT 3a HHXKEKIUOHHO MPHIIOKEHUE BETHBK
MECEYHO, KaKTO € II0Ka3aHo B TabJuIaTa mno-10y.

> 8 mecena 1o < 11 mecena Wmxexuusita BY ANNLI He TpsOBa na ce npuiara.
W3znon3Baiite npenoprunTeNHATA CXEMA 32
BH300OHOBSBAHE HA JICUCHNUETO C MAIUTIEPHIOHOB
MaJIMUTAT 3a MHXCKIWMOHHO NPUIIOKEHNUE BEIHBK
MECEUHO, KaKTO € IOKa3aHo B Ta0JInIaTa No-J07y.

> 11 mecena Nuxexnusita BYANNLI He TpsiOBa n1a ce mpuuara.
Bb300HOBETE JICUEHUETO C HATUICPUIOHOB MaIMHTAT
332 MHYKEKIIMOHHO MIPHUJIOKEHUE BEIHBK MECEUHO,
KaKTO € OMMCAaHO B KpaTKaTa XapaKTePUCTHKA HA TO3H
npoxykT. JleueaueTo ¢ BY ANNLI moxe ma Ob1e
BB300HOBEHO, CIIE] KATO MALIMEHTHT € aJeKBATHO
JISKYBaH C AJMIICPUIOHOB IMAIMUTAT 32
WHXEKIIMOHHO MIPHUJIOKEHHUE BEHEK MECEYHO, 3a
MPEANOYUTAHE B IPOAB/DKEHUE HAa YETUPH Mecela Il
IoBEeYe.

IpenopbuuTesiHa cXeMa 3a Bb300OHOBSIBAHE HA JIEYEHHETO CJie]] MPOINYyCcKaHe Ha /1032
BYANNLI > 6 mecena u 3 cexmunu 10 < 8 mecena

[IpunosxxeTe nmaaunepuIo0HOB Crnen TOBa mpUIIOKETE
AKo nociegHara g103a HaJMHUTAaT 32 HHKCKIIMOHHO BYANNLI (B ceganuimnaus
BYANNLI e 6uma MPUIOKEHHE BEAHBX MECEUHO (B MYCKY)
JIEJITOUTHUS® MYCKYJT)
Hen 1 1 mecen cnen e 1
700 mg 100 mg 700 mg
1 000 mg 150 mg 1 000 mg

IpenopbunTe/THA CXeMa 32 BH30OHOBSIBAHE HA JIEYEHHETO CJIe] MPONMyCKaHe Ha 1032
BYANNLI > 8 mecena no < 11 mecena

AKo mocnenHata a03a [Ipunoxere nanunepuaoHOB NAIMUTAT 3a Crnen ToBa MPUIIOKETE
BYANNLI e 6una WHXXEKIIMOHHO NPUIOKEHNUE BEAHBX MECEUHO BYANNLI
(B 1eNTOMIHUS® MYCKYJI) (B ceTayIMITHMSI MYCKYJT)
Jen 1 Jen 8 1 mecen cnen Jen 8
700 mg 100 mg 100 mg 700 mg
1 000 mg 100 mg 100 mg 1 000 mg

a
Bwxre Hngopmayus, npednaznavena 3a MeOuyuHcky cneyuanucmy 3a u300p Ha MHXEKIIMOHHATA UIJIa 33

NPUIIOKEHUE Ha NATUIICPUTOHOB NMAJIMUTAT 38 NHIKEKIIMOHHO INPUIIOKEHUE BEAHBXK MECEYHO B ICITOUIHUA MYCKYII,
Bb3 OCHOBA Ha TCJICCHOTO TETJIO.

CHC]_[I/IaJ'IHI/I nomyJjganvuu

Cmapuecka 6v3pacm
EdukacHocTTa 1 6€30MacHOCTTA MPH MALMEHTH B CTapuecKa Bbh3pacT > 65 rolMHu He ca YCTaHOBEHHU.

ITo npunuun npenopruutenHara 1o03a BY ANNLI npu nmanueHTy B crapuecka Bh3pacT ¢ HOpMaiHa
0n0peunHa pyHKIHS € chIaTa, KaKTo MPHU IO-MJIadi BH3PACTHH MAlMEHTH ¢ HOpMaTHa 0BO0peyHa



(dbynkus. Thit KaTo NMPU MANMEHTHTE B CTapUYEeCcKa Bb3pacT ObOpeuHaTa pyHKIUS MOXKE 1 €
HAMaJIeHa, BUXKTE bvOpeuno ygpesicoane Mo-101y OTHOCHO MPEMOPHKUTE 3a MpUIaraHe Mpy MalueHTH
¢ ObOpeYHo yBpEKIaHE.

bvopeuno ygpescoarne

Bonpexn ue BYANNLI He € cUCTeMaTHYHO M3CIeABaH MIPH HMAITUEHTH ¢ 0BOpEeTHO yBpEKIaHe,
IJIa3MEHHUTE KOHICHTPALMN Ha IIE€POPaTHO MPUIIOKEH MAIIUIICPHUAOH Ca IIOBUIICHU IIPU TE3U
MaIueHTy (BX. Touka 4.4 u 5.2).

IMpu marnueHTH ¢ Jieko 0bOpedHo yBpexaane (C KpeaTHHUHOB KaupbHC > 50 10 < 80 ml/min), kouto
ca crabwimmzupany Ha 100 MQ naqunepuI0HOB MAIMHUTAT 32 MHKEKIIMOHHO MPUIIOKEHHE BEAHBK
MeceqHo uin 350 My manunepuaoHOB NaJMUTAT 32 HHKEKIIMOHHO MPHUJIOKEHUE BEJHBXK Ha 3 Mecela,
morat na mpemuHat Ha BY ANNLI camo B mo3a ot 700 mg. Jlozara 1 000 mg BYANNLI e ce
MpernopbhyBa 3a MAIMEHTH C JIEKa CTENeH Ha OBOpEeYHO YBpEXKIaHe.

BYANNLI He ce mpenophyBa MpH MAIUEHTH ¢ YMEPEHO WIH TEKKO OBOPETHO YBpEKIaHe
(kpeaturnHoB KiupbHC < 50 ml/min).

Yeprnodpobno yspesicoane

BYANNLI =e e nmpoy4BaH npu ManyueHTy ¢ 9epHoIpoOHO yBpexaane. He ce Hamara kopurupaHe Ha
Jl03aTa Mpy NaIMEeHTH C JIEKO MM YMEPEHO YepHOAPOOHO yBpeXKIaHe, Bb3 OCHOBA Ha OIUTA C
nepopaieH nanunepuiod. Tri KaTo He ca MPOBEXKIAHU MPOYUBAHUS C MATUIIEPUAOH IPU MALUEHTHU C
TEXKO YepHOJIPOOHO YBpEXKIaHe, ITPH TE3W MAIMEHTH Ce MPETophiBa MOBUIIEHO BHUMaHHE (BXK.
ToYKa 5.2).

Tleouampuuna nonyrayus
bezonacHocTTa 1 epukacHoctTa Ha BY ANNLI nipu fena u roHomu < 18 roguHu He ca yCTaHOBEHH.

JIuncBar nanHu.

Hauwnn Ha npuioxeHue

BYANNLI e npeanazHaueH caMo 3a HHTPaMYCKYJIHO IPWJIOKEHHE B CeJalUIIHus MycKyil. He TpsiOoBa
Jla ce rpuJjiara 1o HUKakbB IpyT HauuH. Besika nHxeknus TpsiOBa 1a ce moCTaBsi caMO OT MEIULIUHCKH
CIELMANIUCT, KaTo LiAjIaTa 103a ce MpuiIara ¢ eiHa MHxeknus. TpsoBa a ce MHXeKTUpa 6aBHO,
IBI00KO B TOPHUS BHHILCH KBaJpaHT Ha CeaIMIIHUS MycKyJl. TpsiOBa 1a ce uMa npenBua
BB3MO)KHOCTTA 34 PEyBaHE Ha JIBaTa CEJIMIIHA MyCKYJIa P CIEABAIIY HHKEKIUU B CITydall Ha
ICKOM(OPT Ha MICTOTO Ha MHXKEKTHpaHe (BK. Touka 4.8).

HUrnara 3a npunoxenne Ha BYANNLI e TeHKOCTEHHA 1Y% nH4a, ¢ pasmep 20G (0,9 mm x 38 mm)
HE3aBUCUMO OT TeJIeCHOTO Teruio Ha naruenta. BY ANNLI tpsioBa na ce mpuiiara, KaTo ce U3MoJ3Ba
caMo THHKOCTEHHATa Urja, mpeaocraBeHa B onakoBkata Ha BYANNLI. Urnu ot onakoBkaTta Ha
NaJUICPUIOHOB MAJIMUTAT 33 HHXKEKIIMOHHO MPUIOKEHHE BEAHBXK MECEUHO WM BEIHBX Ha 3 Mecena
WIIH JPyTH HATMYHA B THPTOBCKATa MpeXka UTIH, He TPpI0Ba /1a ce M3MOJ3BaT 3a MPUIIOKEHNE Ha
BYANNLI (Bx. Hngpopmayus, npeonaznauena 3a MeOUYUHCKU CREYUATUCILL).

ChbabpKaHUETO Ha TPEIBAPUTEIIHO HAITBJIHEHATA CIIPUHIIOBKA TPsIOBa Ja e MPOBEPH BU3YAIHO 32
YK YaCTHULIM U IPOMSIHA Ha [IBETA NIPEX MpUIokKeHHUe. [Ipy TO3u BUCOKOKOHIIEHTPUPAH NPOAYKT
ca HeOOXOIUMH HSIKOM CIIeHU(UYHH CTHIIKH, 32 J]a C€ OCHT'YPH IIBJIHO pECYCIIeHANPaHE.

BaxHo e 1a pa3kjaTuTe eHepru4Ho CIPMHIOBKATA KATO 1 IbPAKUTE ¢ BbPXa Harope,
M3IIOJI3BAKI MHOTO O'bP3H IBIDKEHHSI Harope 1 HaIoIly ¢ pa3xjabeHa KUTKa B MPOABbJIKeHNe Ha
noHe 15 cexynau. [lounHeTe cu MaJIKO, a CJie]] TOBa OTHOBO Pa3KJaTeTe IO ChIINS HAYH,
W3IIONI3BAKN MHOTO O'bP3H JIBIDKSHHS HAarope 1 HaJloly ¢ pa3xjabeHa KUTKa B MPOIBIDKEHHUE Ha OIIe
15 cexyHnam, 3a 1a pecycrneHaupare JekapcTBeHus nNpoaykT. IlpucTbnere He3a6aBHO KbM
uHkekTHpaHeTo Ha BYANNLI. Ako ca MUHaIM MTOBEYE OT IIET MUHYTHU MIPEIN MPIIOKEHUETO Ha
WH)KEKIIMATa, OTHOBO Pa3KJIATETE CIPUHIIOBKATA, KAKTO € OOSICHEHO MO-TOpe, 32 JIa peCyCIeHANpaTe
JIEKapCTBEHUsI POAYKT (BXK. MHhopmayus, npeonasnavena 3a MeOUYyuHCKU CReyuaiucmu).



Henwvano npunosicenue

BYANNLI e BHCOKO KOHIIEHTPHPAH NPOIYKT, IIPH KOHUTO ca HEOOXOAMMH CIICHU(PHYHH CTHIIKH, 32 Ja
C€ OCUTYpH I'BJIHOTO pECYCIIEHANPaHE U /1a Ce MPEAOTBPATH 3alyIIBAHETO HA UTJIaTa 10 BpeMe Ha
UHKeKTHpaHe. [IpaBiuiTHOTO paskiamate MoXe 1a HaMajd BEPOSTHOCTTA OT HEMbJIHO NMIPHUJIOKECHUE Ha
MHXEKIHATA. TPpaHCIOPTUPAHETO U ChbXPAaHEHUETO B XOPU30HTAIHO [OJIOKEHUE 1€ YIIECHU
pecycrieHanpaHe Ha TO3W BUCOKO KOHIIEHTPUpPaH NpoayKT. CreaBaiite MHCTPYKIMHUTE, IPEAOCTaBeHH
B Unghopmayus, npeonasnaiena 3a MeOUYUHCKU Cneyuaiucmu, 3a 1a n30eruere HelbJIHOTO
NPUIOKEHHE Ha HHXKEKLUSTA.

Bbopeku ToBa, B cilyyall Ha HEIIBJIHO MHXKEKTUpPaHa /103a, 103aTa OCTaHala B CIIPUHLIOBKATa HE
TpsiOBa Ja ce MHXKEKTHPa MMOBTOPHO M HE TPsOBA J1a Ce Mpuiiara qpyra j03a, Thid KaTo € TPYIHO Jia ce
oTIpeJIeN i KOJTMISCTBOTO Ha peaaHo MpHIokeHaTa 1o3a. [larmeHTsT TpsAOBa 1a ce HaOIromaBa
BHHUMATEJTHO U J]a Ce JIEKyBa MOAXO/SIIO 10 cliefBaiaTa HacpoueHa nmxeknus BY ANNLI 3a
MPUIOKEHHUE BEIHBXK Ha 6 Mecena.

4.3 IlpoTuBONOKA3aHUSI

CBpBXUyBCTBUTEITHOCT KbM aKTUBHOTO BEIIIECTBO, KbM PUCIIEPHUJIOH HITH KbM HIKOE OT MOMOIIHUTE
BellleCcTBa, M30poeHU B Touka 6.1.

4.4  CpoeuuajHu npeaynpe:kaeHUsl U Npeana3Hu MePKH NPH ynorpeda

yHOTDe6a OpH TaIMEHTH, KOUTO €Ca B OCTPO aX)KMTUPAHO MJIH TCKKO ITCUXOTHUYHO CHCTOAHUEC

BYANNLI e Tpsi6Ba Aa ce M3MOI3Ba 3a JICUCHUE Ha OCTPH ChCTOSHUS Ha aKUTAIIHS MIH TEKKH
TICHXOTUYHU CHhCTOSHUS, KOTaTo Ce Hajlara He3a0aBeH KOHTPOJ Ha CHMITTOMHUTE.

QT unTepBan

Tpx6Ba Jla C€ BHUMaBa, KOraTo C€ MnpeArnncBa najJurnepruod Ha MalueHTu ¢ U3BECTHO
ChPJICYHOCHIO0BO 3a00JIsIBaHe WK ¢ (paMITHA aHaMHe3a 32 yabikeH QT uHTepBall, KakKTo U NpU
€HOBpPEMEHHA yIoTpebda ¢ IPYTrH JIEKapCTBEHU MPOIYKTH, 38 KOUTO CE CMATA, Y€ BOJIAT JI0
yabkaBane Ha QT uaTEpBana.

Hesponentnuen Mmammraes cuaapom (HMC)

CroOmaBanu ca ciyyau Ha HMC, xoiiTo ce xapakTepusupa ¢ XHUIepTepMusi, MyCKyJIHa pUTHJTHOCT,
HecTaOMIIHOCT Ha aBTOHOMHATa HEpBHA CUCTEMa, IPOMEHH B Chb3HAHUETO M MOBUIIEHH HUBA HA
cepyMHaTa KpeaTuHpocoknHasza, Ipu NpHeM Ha NATUIEPUIOH. JJONBbIHUTEIHNTE KIMHUIHN
NpU3HAIM MOXeE Ja BKIIOYBAT MUOTIIOONHYpHs (pabaomuonu3a) u octpa Ob0peyHa HeI0CTaThYHOCT.
AKO ManyeHThT pa3Bue NMPU3HALM WM CUMIITOMHU, KOUTO ca okaszarennu 3a HMC, nanunepunon
TpsiOBa fa Obae cipsH. TpsadBa na ce mMa nMpeaBHIl YIBIKEHOTO ocBoOoxk1aBane Ha BY ANNLI.

TaDI[I/IBHa I[I/ICKI/IHG3I/I$I/CKCTD3HI/IDaMI/I JHU CUMIITOMH

HeKapCTBeHI/ITC IMPOAYKTH, KOUTO Ca aHTAarOHUCTHU Ha JOIMaMUHOBUTE PECIECIITOPU, CE CBHP3BAT C
MHAYLUPAHETO HA TapAUBHA JUCKUHE3H, XapaKTepU3Upalla ce C pUTMUYHH, HEBOJIEBU IBHKEHUS,
MPEeUMHO Ha €3WKa W/WIU Ha JIMIETO. AKO C€ MOSBST MPU3HAIA U CHMIITOMH HA Tap/IHBHA
JUCKUHE3Us, TPsIOBa Jja ce 00CHAN CIIMPAHETO Ha BCHYKU aHTHUIICUXOTHIIH, BKIFOYNTEITHO U Ha
najgunepuod. TpsOBa 1a ce mMa IpeIBUIT YIBIKEHOTO 0cBOOOKaaBaHe Ha BY ANNLI.

Heo0xoamMo e moBUIIeHO BHUMAaHHWE TP TTAUEHTH, TPUEMaIl eJHOBPEMEHHO IICUXOCTUMYJIaHTH
(mamp. MeTmideHnIaT) ¥ MaTUIEePUI0H, Thil KATO MOTaT Jja Bb3HUKHAT eKCTPAIMPAMIIHN CHMITTOMH
IIpU KOPUTHpaHe Ha J03aTa Ha eTHOTO WJIM U Ha JIBaTa JIeKapCcTBeHU ImpoaykTa. [IpenopruBa ce
HIOCTEIICHHO CITMpaHe Ha JICYUCHUETO ChC CTUMYJIAHTH (BXK. Touka 4.5).



JIEBKOIICHMS, HCYTPOIICHUS U arpaHyJI0IUTO3a

[Ipu nedenue ¢ manuIEepHUIOH ce choOIIaBa 3a ciyyal Ha JEBKONEHUS, HEYyTPOIICHUS U
arpanynouuTosa. [lanuenT ¢ anaMHe3a 3a KIMHUYHO 3HAYUM HHUCHK Opoif Ha OenTe KPhbBHU KIETKU
(WBC) nnm nHayImpaHa oT JIeKapcTBa JIEBKOTICHUs/HEyTPOTICHUs TPsIOBa /1a ObAaT HaOIIogaBaHu Mpe3
I'BPBUTE HAKOJKO Mecela OT Tepanuara U TpsOBa a c€ 0OMUCIN IPEYCTAHOBSIBAHE HA JICYEHUETO C
BYANNLI npu mbpBust npu3HaK Ha KIMHUYHO 3HAYMMO MTOHIKaBaHE Ha Opost Ha 6eTNTe KPHBHU
KJIETKH TIPU OTCHCTBHETO Ha APYTH MPUIHHHO-CIEACTBEHH (akTopH. [lallnenTH ¢ KIMHUYHO 3HAYHMa
HEYTpOIEHMs TpA0Ba BHUMATEIHO Jja C€ MPOCIEsIBAT 3a TPECKA WK IPYTd CUMITOMH WIH IPU3HALN
Ha MH(EKIHS 1 Ja ce JIeKyBaT CBOEBPEMEHHO, aKO C€ MOABST MOJ00HN CUMIITOMH WJIH MTPU3HAIIH.
TTanueHTy ¢ TexKa HeyTporenus (abcomoren 6poit Ha HeyTpodumute < 1 x 10%I) Tps6Ba na
npeycraHoBsT JeuenneTo ¢ BYANNLI u 6post Ha 6enute UM KpbBHH KIETKH Aa C€ MIPOCIIEAN 10
IIBTHOTO BB3CTaHOBsBaHEe. TpsOBa ma ce mMa MpeaBu YIbIDKEHOTO ocBoOokmaBane Ha BY ANNLI.

Peakium Ha CBPBXYYBCTBUTCIHOCT

Peakuny Ha CBpBXYYBCTBUTEHOCT MOTAT J1a CE MOSBAT IOPHU M MPH MaLMEHTH, KOUTO TPEIH TOBa ca
HOHACSUTH J0Ope nepopaieH PUCIICPHUIOH WK MEPOpajIeH NantumnepuaoH (Bx. Touka 4.8).

XUIepriInKeMus ¥ 3axapeH auader

[Ipu nedenune ¢ maNUIIEPHUIOH ce CHOOIIaBa 3a ClIy4yal Ha XUIMIEPTIIMKEMHS, 3aXapeH 1uadeT u
000CTpsiHE Ha BeUue ChINEeCTBYBAI Aa0eT, BKITOUYNTETHO JHabeTHa KOMa U KeTOaIua03a.
[IpenopbYUTETHO € MOAXOAAII0 KIMHHYHO HAOIIOICHHE B ChOTBETCTBHE C IIPUETUTE HACOKH 3a
aHTUIICUXOTUYHO nedeHue. [larmenture, nekyBanu ¢ BY ANNLI, TpsioBa na Obaat Habm0qaBaHu 32
CHMIITOMH Ha XUTIEPTIUKEMHUS (KaTO MOTUIUIICHS, TIOTNYPHS, TOTUGaris U OTIaTHAIOCT), a
MAIMEHTUTE ChC 3aXapeH auabder TpsOBa peaoBHO aa ObaaT HaOII0AaBaHM 3a BJOIIaBaHE HA KOHTPOJA
Ha KpbBHATa 3axap.

IIpoMsaHa Ha TEJIECHOTO TETIO

Cpo01aBa ce 3a 3HaYMMa MPOMSHA Ha TENEeCHOTO Teruo mpu ynorpedara Ha BY ANNLI. Tersoro
Tpsi0Ba J1a ce u3MepBa peaoBHO (BXK. Touka 4.8).

yHOTDe6a OpHu TalMCHTH C IMMPOJAKTHUH-3aBUCHUMHU TYMOPHU

IIpoyuBaHusATa ¢ TBKAaHHU KYJITYpPH IIOKA3BaT, Y€ PACTEKBT HA KIETKUTE HA TYMOPHU Ha I'bpAATa IIPU
YOBeKa MOXKe J1a O'b/ie CTUMYJIMpaH OT NPOJIAaKTHH. BBIIpeku e npu KIMHUYHH U eTTUAEMUOIOTHYHH
IIPOy4YBaHUs 1O MOMEHTA HE € JOKa3aHa ICHA BPb3Ka C IPUIATaHETO HA aHTUIICUXOTULU, CE
IpenopbyBa NOBUIIEHO BHUMAHUE IIPH NALMEHTH ChC ChOTBETHATA aHaMHe3a. [lanunepunon TpsdBa
Jla Ce U3I0JI3Ba C MIOBUILIEHO BHUMAHUE IIPU MALUEHTH ChC ChUIECTBYBAIIM TyMOPH, KOUTO MOrar Ja
ca IIPOJaKTUH-3aBUCUMMU.

OprocTaTnyHa XUOOTOHHUS

[ManunepumoH Moxke Ja MPeAU3BUKA OPTOCTATUYHA XUIIOTOHUS TPU HAKOU MAIUEHTH MOPAIH
OJIOKHMpAITIOTO CH JIeHicTBHE BEPXY anda-anpeHepruaante perentopu. BY ANNLI TpsioBa na ce
W3I0JI3Ba C TOBUIIICHO BHUMAHUE MIPH MAIIMEHTH C U3BECTHHU ChPACYHOCHA0BU 3a00sIBAaHUS (HATIP.
Chp/ICYHA HEJJOCTATHYHOCT, MHPAPKT HA MUOKAp/Ia WK UCXEMUS, TPOBOIHHI HAPYIICHHUS),
MO3BUYHOCH0BA OOJIECT WM CHCTOSIHHSA, KOUTO TpeApasIoiarat nafenTa KbM XUIOTOHHS (Harp.
00€3BOTHSIBAHE M XUITTOBOJICMHS ).

I'bpuoBe

BYANNLI TpsiOBa a ce M3Mos3Ba ¢ MOBUIIIEHO BHUMAaHUE MPH MAIMEHTH ¢ aHAMHE3a 3a I'bPY0BE HIIN
JIPYTU CbCTOSHUS, KOUTO MOTEHIIMAIHO OHMKABAT I'bPYOBHS Mpar.



B’B6DG‘IHO YBPCKIAAHE

[Ina3mMeHNTE KOHLIEHTPALWY Ha TTAJUIIEPUIOH ca IIOBUILICHH NIPH ITAlMEHTH ¢ ObOPEUHO YBpPEKIAHE.
[ManmenTu ¢ neko ObOPEUHO yBpexkaaHe (C KpeaTHHUHOB KiaupbHC > 50 ml/min go < 80 ml/min),
KOHTO ca CTaOWIM3UPaHN Ha NAJUIIEPHIOHOB AJIMUTAT 33 HHKEKIMOHHO NPUIIOKEHHE BEAHBK
MECEYHO WJIM NAJIUIEPHIOHOB NAJIMUTAT 33 MHKEKIIMOHHO MIPUIOKEHNE BEAHBXK Ha 3 Mecena, MOXKe
na npemuHat kbM BY ANNLI (k. Touka 4.2). Jlozata 1 000 mg BYANNLI He ce npenopbuBa 3a
nanyeHTy ¢ Jeko 0s0peuHo yBpexkaane. BYANNLI He ce npenopbuBa 3a MallMeHTH C yMEPEHO WIN
TEXKO OBOpeuHo yBpexaaHe (KpeaTHHUHOB KiaupbHC < 50 ml/min) (Bx. Touku 4.2 u 5.2).

YepHoapoOHO YBpEKIAHE

JIuricBaT JaHHU MPH MAIMEHTH ¢ TEXKO yepHoapoono yepexkaane (Child-Pugh xmac C). Ilpenopsusa
CC MOBUIICHO BHUMAHUEC, aKO MAJMIICPUAOH CC U3II0JI3BA ITPU TaKHBa MALIUCHTU.

[TammenTy B crapyecka Bb3PAcT ¢ JIEMEHIIHS

BYANNLI He e npoy4BaH Ipu NanMeHTH B cTapyecka Bb3pacT ¢ AemeHuus. BYANNLI we ce
MIPENOpPBYBA 3a JEUEHHUE NTPHU NMAMEHTH B CTApUYECKa Bb3PacT C JEMEHINA TOPaaAH MOBHUILIEH PUCK OT
00111a CMBPTHOCT ¥ MO3BYHOCHIOBH HEXKEIIAHU PEaKIINH.

OnuTsT ¢ pucnepruaoH, MUTUPAH IO-A0J1Yy, C€ CMATA 34 BAJIMACH U 3a AJIUIICPHUIOH.

Obwa cmvpmuocm

Merta-aHanu3bT Ha 17 KOHTPOJIMPAHU KIMHUYHY IPOYYBAHMUS MOKA3Ba, Ye MAIMEHTUTE B CTApUYECKa
BB3PACT C JICMEHIINS, ICKYBaHH C IPYTH aTHITUYHU aHTUIICUXOTHUIH, BKIFOUUTEITHO PUCTICPHIOH,
ApUIIIPA30J1, OJIAH3AITUH U KBETHAIHH, Ca UMaJi MTOBHIICH PUCK OT CMBPTHOCT B CPaBHEHHE C
NanyueHTUTe, NpueMan miane6o. CMbPTHOCTTA MPH NMAIMEHTUTE, JIEKYBAaHH C pUCTIEPUAOH, € 4%
crpsimo 3,1% 3a nane6o.

Mo3zvurocvoosu nesiceranu peakyuu

Ha6n}0z[aBa ce HpI/I6J'II/IBI/ITCJ'IHO TPUKPATHO NOBUIICHNEC HAa PUCKA OT MO3BYHOCHAOBU HEIKCIIAHU
pcaKkuunu Ipu paHAOMU3UPAHA HJ'IaLI660-KOHTp0J'II/IpaHI/I KIIMHUYHU NPOYYBaHUA IIPU MOIIYyJIallHsATa Ha
NMaOMEHTUTE C ACMCHIIUA, JICKYBAHU C HAKOU aTUIINYHU aHTUIICUXOTUIIU, BKIIFOUUTECIIHO PUCTICPHUIOH,
APUIIAIIPA30J U OJIaH3allhH. MexaHu3MbT Ha TO3H ITOBUIIICH PUCK HC € U3BCCTCH.

Bonect na [TapkuHCcOH 1 ieMeHIms ¢ Teuia Ha Lewy (JITJT)

Jlexapute TpsiOBa BHUMATEIHO /1a IPELEHAT pHCKa COpsAMO Hon3ara, korato npeanucsatr BY ANNLI
Ha manueHTH ¢ 6onect Ha [lapkuHcon wim ¢ JITJI, Thi KaTo W IpyM ABETE TPYNH MOXKE J1a UMa
MOBHILIEH pUCK OT pa3BuTHe Ha HMC, KakTo 1 MoBuUIlIeHa YyBCTBUTETHOCT KbM aHTUIICUXOTHUIIH.
[IposiBUTE Ha Ta3M MOBHIICHA YyBCTBUTEIHOCT MOXKE J]a BKIIOUBAT OOBPKAHOCT, 3aMBIJICHO Ch3HAHHME,
HOCTYypajiHa HeCTaOMIIHOCT C YECTH MaAaHusl B JOI'BJIHEHNUE KbM €KCTpaupaMuIHa CHMITOMATHKA.

Ilpuanuzem

Cro01aBa ce 3a cirydau Ha HHIYIUpaHe Ha MPHAITU3bM OT aHTUTICHXOTHYHH JICKAPCTBEHH MPOTYKTH
(BKJIIOYHMTEITHO MANUTIIEPUIOH), OJIOKUpaIy anda-aapeHepruanure penentopu. [lauuenture TpsioBa
Ja 0bpaat uHPOpMUpPaHU He3a0aBHO Aa MOTHPCAT MEAUIIMHCKA IIOMOIII, aKO TO3W MPHANIU3bM HE
OT3BYYH B paMKUTe Ha 4 Jaca.

Perynupane Ha TelecHaTa TeMmOeparypa

AHTHUIICUXOTUYHHTE JICKAPCTBCHH MPOAYKTH UMAT CBOMCTBOTO Jla HapyIllaBaT CIIOCOOHOCTTA Ha
OpraHmM3Ma jJia HaMaJisiBa TelecHaTa TeMieparypa. [IpenopbuBaT ce moaxo sy TPHKU, KOTaTo
BYANNLI ce npennucea Ha marueHTH, KOUTO Iiie ObAAT U3JI0KCHH HA YCIOBUS, JONPUHACSINN 32
MOBHILICHHE HA TEJICCHATA TEMIIepaTypa, HalpuMep yCHICHH (QU3MUECKU YITPaKHEHHS, H3JaraHe Ha



IMPEKOMEPHA IropeuirnHa, 1 KOUTO €AHOBPEMCHHO MOJIydaBaT TCparus € JICKaApCTBCHU NPOAYKTHU C
AHTUXOJIMHCPTUYIHO HCﬁCTBHC WK Ca ACXHUApaTUpPaHU.

Benosen Tpom6oemb0sn3bM (BTE)

CroOmiaBa ce 3a cirydan Ha Bb3HHKBaHe Ha BTE mpu ynorpe0a Ha aHTHIICHXOTHYHH JIEKAPCTBEHH
npoayKTu. Thit KaTO MaMeHTHUTE, JIEKYBaH! C aHTUIICHXOTHUIIN, YECTO Ca C IPUIOOUTH PHCKOBH
¢axropu 3a BTE, Bcnuku Bp3MoxkHH pruckoBH (aktopu 3a BTE Tps6Ba na 6baaT naeHTUUIMpaHN
mpean 1 1o BpeMe Ha jedeHrnero ¢ BY ANNLI, kakTo u 1a Ob1aT IpearprueTH PEBAHTUBHN MEPKH.

AudtnemernyeH eexT

[Ipu npenKIMHIYHN TPOYYBAHUS C TATMTIEPUIOH CE HAOMI01aBa aHTHEMETHIEH eeKT. AKO TO3H
e(eKT ce MMOSBY MPU XOpa, TOM MOXKE J]a 3aMacKupa MPU3HAIUTE U CUMIITOMHUTE Ha MPEA03UpaHe Ha
OTIpe/IeTICHH JICKAPCTBEHU MPOIYKTH WM Ha ChCTOSIHHS KaTO YpeBHA 00CTPYKIUs, CHHIPOM Ha Reye u
MO3bUEH TYyMOp.

IIpunoxenue
TpsabBa na ce BHMMaBa, 3a Ja ce n3berne ciay4aitHoTo HHKekTupane Ha BY ANNLI B kppBOHOCEH CB/I.

Hurpaonepatused daomu upuc cuaapom (MOUC)

HN®UC e mabmrogaBaH 1o BpeMe Ha oIepaliys Ha KaTapakTa IpH MMalueHTH, JICKyBaHH C JIEKAPCTBEHU
npoaykTu ¢ aida la-aapenepruucH aHtaronuctuueH edext kato BY ANNLI (Bxk. Touka 4.8).

NOUC morke 1a TOBUIIN PUCKA OT OYHH YCIIOKHEHHS 110 BpeMe Ha U cief onepanusata. Hactoamara
WY TIpeIUIIHA yIOoTpeOa Ha JIeKapcTBEHH MPOAYKTH ¢ alda la-aapeHepriuueH aHTaroHUCTUIEH eekT
TpsOBa Ja ObJaT M3BECTHU HA OYHMS XUPYPT Mpeau onepauusiTa. [loTeHnuanyara momnsa ot
criupaneTo Ha aindal Giokmpariara Tepanus Ipean orepalys Ha KaTapakTa He € YCTaHOBEHA U TPsIOBa
Ja ObJe MmpeleHeHa CIpsiMO PUCKa OT CIIMPAHETO Ha TepanusiTa ¢ aHTUTICUXOTHIIH.

[Momontau BCIICCTBA

To3u JlekapcTBeH MPOAYKT ChIbpiKa MO-Maiko oT 1 mmol Hatpuii (23 mg) Ha 7034, T.€. IPAKTHIECKU
HE ChAbPXKa HATPHH.

4.5 BzaumopeiicTBHe ¢ IPYIrH JeKAPCTBEHH MPOAYKTH M APYrH (OpMH Ha B3auMojeiicTBHe

[IpenopruBa ce noBumnieHo BHUManue, korato BY ANNLI ce npeanucsa 3aeqHo ¢ JiekapcTBa, 3a
KOUTO € U3BECTHO, e yabinkaBaT QT uHTepBana, kato kiac [A anTHapuTMu4dHu cpencTBa (Hamp.
XUHUAMH, qu3onupamun) u kiac 11 antnaputMuyHu cpeactsa (Hamnp. aMHOAApOH, COTANOIN), HAKOH
AQHTUXHUCTAMUHH, HIKOW aHTUONOTUIM (Harp. (IIyOpPXHUHOJIOHH), HIKOU APYTH aHTUIICUXOTHUIIH, KaKTO
Y HIKOW aHTHMaJIapuiiHU cpeacTBa (Harp. MediaoxuH). To3n ciuchk € MHANKATHBEH U HE €
u34yepraTesneH.

Horenmman Ha BYANNLI 11a moBimsiBa Ipyru JekapcTsa

He ce ouakna NaJIMnepuaoH Aa NpeAN3BHUKBA KIIMHUYHO 3HAYNMHU (I)apMaKOKI/IHGTI/I‘lHI/I
BSaHMOHeﬁCTBHH C JICKapCTBa, KOUTO CC MeTa6OJ'II/I3I/IpaT Upe3 HUTOXPOM P-450 n3oen3umure.

Karo ce uma npeaBui OCHOBHUSAT e(heKT Ha MATUIICPUIOH BbPXY IICHTpAHATA HEPBHA CUCTEMA
(ITHC) (BmxTe Touka 4.8), BYANNLI crefBa na ce U3Moii3Ba ¢ MOBHIIEHO BHUMAHHE B KOMOMHALINS
C IpyTH JieKapcTBa, aerictamu Bepxy LIHC, kaTo aHKCHOMUTHIIN, TTIOBEYETO aHTHIICHXOTHIIH,
CHHOTBOPHHU, OMTUATH U T.H. WIH C aJTKOXOJ.
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[ManunepumoH Moke Ja aHTaroHU3Mpa eeKTa Ha JICBOJIONA U IPYTH JOIIaMUHOBH arOHUCTH. AKO ce
CUHTa, Ue JajieHaTa KoMOWHAIM € HeoOXoanMa, 0cOOeHO B KpaifHusI cTajuii Ha OoyecTTa Ha
[TapkuHCOH, TpsiOBa J1a ce MPEIUCBa Hali-HUCKaTa e()eKTHBHA J103a OT BCAKO JIEKAPCTRO.

[Topanu moTeHnMaNa Ha IeKapCTBEHUS TPOAYKT Ja MPEIU3BUKBA OPTOCTATUYHA XUITOTOHUS (BIKTE
touka 4.4), npu npmiaradero Ha BY ANNLI 3aeqHO ¢ ApyTH JIeKapCTBEHH MPOIAYKTH, KOUTO CHIIO
numar HOIIO6CH MMOTECHUHAJI, HAIIP. APYIr'U aHTUIICUXOTUIU, TPUIIUKINYHU aHTUACTIPECAHTHU, MOXKE JIa C€
HaOr0/1aBa aJJUTUBEH EEKT.

IIpenopruBa ce MOBHUIIIEHO BHUMAHHUE, B CIIyJald Ue MAIUIICPUIOH c€ KOMOWHMpPA C IPYTH JEKapPCTBa,
3a KOMTO ce 3Hae, 4e MOHMKABaT Mpara Ha I'bpUyoBeTe (Hamp. (eHOTHA3UHH WK OyTUPOPEHOHH,
TPULUKINYHU aHTUACTPECAHTH WM CEIEKTUBHA MHXHMOMUTOPH Ha 00paTHOTO 3axXBalllaHe Ha
ceporonunna (SSRI), Tpamazon, Me(IOXHH | Op.).

EnHOBpeMEHHOTO NMpuitaraHe Ha nepopasieH NaTHIIEPUIOH TaOJIETKU C YABIDKEHO OCBOOOKIaBaHE B
CTalMOHAPHO cheTosiHUE (12 Mg BeAHBXK AHEBHO) C MBAIIPOCKC HATPUIT TAOIETKH C yIBIKEHO
ocBoboxaaBane (500 mg mo 2 000 mg BeqHBXK JHEBHO) HE OKa3Ba eEeKT BPXY (hapMaKOKHHETHKATA
B CTAllMOHAPHO ChCTOSIHUE HA BAJIIPOATa.

He ca nposexxnanu npoyuBanus 3a B3aumoiericteusita Mexxty BY ANNLI u nutuid, HO Bce nak
CBHINECTBYBA MaJIKa BEPOSITHOCT OT Bb3HHKBaHE Ha ()apMaKOKMHETUYHU B3aUMOICHCTBUSL.

ITorennman Ha apyru aekapcrsa aa nosiansisaT BY ANNLI

Ipoyusanus in vitro nokassar, ye CYP2D6 u CYP3A4 morar 1a uMat MUHHMAIJTHO y4acTUE B
MeTaboIM3Ma Ha TaTUIIEPUIOH, HO HAMa HUTO iN Vitro, HuTo in ViVO mpu3HaIy, 4e Te3U H30€H3UMU
UTpasT 3HAYMMa poJisi B MeTaboIu3Ma Ha MajiunepuaoH. EAHOBpEeMEHHOTO Mpuilarane Ha IepopaieH
MAJUIIEPUJIOH C TTAPOKCETUH, MOIIeH nHxubutop Ha CYP2D6, He noka3sa KJIMHUYHO 3HAYMM e(DEeKT
BBPXY (DapMaKOKMHETHUKATA HA MAIUIICPHIOH.

EnHOBpeMEHHOTO NMpuilaraie Ha MepopajieH NaTUIeproH C YABHKEHO 0CBOOOKIaBaHE BETHBK
nmHEeBHO ¢ 200 mg kapOama3enuH JBa ITbTH JHEBHO BOJM JI0 HAMAJIIBaHE C MPUOIU3UTENHO 37% Ha
MexAUHHATA Cmax 1 AUC Ha nanunepuoH B CTalMOHAPHO ChCTOAHUE. ToBa HaMalleHUE B
3HaYUTENTHA CTETEH ce IPUYNHIBA OT yBenndaBaHe ¢ 35% Ha OBOpedHus KIIMpBHHC Ha TATUTIEPUIOH,
BEPOSTHO B Pe3yJITaT Ha MHAyIHpaHe Ha P-gp B Ob0pennte oT kapbamaszenuH. OT JEKOTO HaMalsiBaHE
Ha KOJIMYECTBOTO Ha aKTUBHOTO BEILIECTBO, EKCKPETUPAHO HEMPOMEHEHO B ypHHATA, MOXeE Aa Ce
MIPEIIOI0KH, e € uMano ciad edekt Bppxy CYP meTabonm3mMa miir OMOHAIMYHOCTTA Ha
NAUIIEPHUIOH TI0 BpeMe Ha ChBMECTHOTO MpUiIarane Ha kapoamasenus. [1pu mo-Bucoku 1031 Ha
KkapOamasenuH MoraT Jia ce MoJiy4yar o-TOJIEMH HaMaJIeHUs Ha TIa3MEHNUTE KOHIICHTPALH Ha
MANATIEPUI0H. AKO € He00X0AMMO, TIPH 3aro4BaHeTo Ha kapbamazenuH no3ata Ha BY ANNLI Tps6Ba
Ja ce npepasriena u ysenndn. ChbOTBETHO, aKo € He00X0AUMO, TP CIIPAHETo Ha KapOamaszennH
no3ata Ha BY ANNLI tpsi6Ba na ce npepasriena u Hamanu. Tps0Ba Ja ce uMa npeIBua yIbIHKEHOTO
ocsoOoxmaBane Ha BY ANNLI.

EnHOBpeMeHHOTO MpuiiaraHe Ha €IMHUYHU JI03U NIepOpaJICH naunepuion 12 mg Tabnerku ¢
YABIDKEHO OCBOOOXKIaBaHEe C IUBAJIIPOCKC HATPHIA TAOJIETKH C yIBIDKEHO OCBOOOX1aBaHe (J1Be
tabietku ot 500 mg BEIHBK THEBHO) BOIH 10 yBenndaBaHe Ha Cmax 1 AUC Ha mamumepuioH ¢
npubmuzuteaHo 50%, K0eTo BEpOSITHO ce Ab/DKU Ha yBelnnueHata nepopaina abcopOuus. Thil kaTo He
ce HaOro1aBa eheKT BbPXY CUCTEMHUS KIMPBHC, HE C€ 0YaKBa KIIMHUYHO 3HAYUMO B3aUMO/ICHCTBUE
MeEX]ly TUBAIMPOEKC HATPUH TaOIEeTKH ¢ YIbIKeHO ocBoOokmaBaHe 1 BY ANNLI urkekius 3a
HHTPaMYCKYJTHO MPUJIOKEHUE B CEAANNITHUSA MyCKyJI. He ca mpoBexxmanu MpoydIBaHUs 3a TOBA
B3auMozercTteue ¢ BY ANNLI.

Ennospemenna ynorpeba Ha BYANNLI ¢ prucnepruiod Wiy DAJIMIEPUI0OH 3a IIEPOPATHO IPHUIIOKEHHE

TBii KaTO MATUIIEPUIOH € OCHOBHUAT aKTHBEH METa0OJIUT Ha PUCIICPHUIOH, TPSIOBa J1a ce BHUMAaBa MPH
eHoBpeMeHHoTo npuioxenre Ha BY ANNLI ¢ pucrniepuioH win ¢ NaJIMIEpUIOH 3a IepOopaIHo
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NPUIIOKEHHE 33 TPOIBIDKUTENICH IEPUO] OT BpeMe. JJaHHuTe 0THOCHO Oe30macHOCTTa Mpu
ynorpebara Ha BYANNLI ¢ npyru aHTUIICHXOTHIU ca OTPaHUYESHH.

EnnospeMenna yrnorpeba Ha BYANNLI ¢ ncuxocTuMyJIaHTH

EnnoBpeMeHHaTa ynoTpeda Ha ICUXOCTUMYJIAHTH (HaIp. METHI(GEHUAAT) ¢ MATUIIEPUIOH MOXE 1a
JIOBeJIe JI0 eKCTpAUpaMHIHA CUMITTOMH IIPU TMPOMSIHA Ha €HATA WJIK U Ha JIBETe Tepanuu (BXK.
Touka 4.4).

4.6 ®@epTuanTeT, GPEMEHHOCT H KbpPMEHE

JKenu ¢ ieTepoJieH NOTEHINAT

OuakBa ce r1a3MeHaTa eKCIo3Uus Ha nanunepuson cie ennangia no3a BY ANNLI na ocrane no
4 rogunu (BX. Touka 5.2). Toa TpsiOBa a ce MMa IpeABU IIPH 3aII0YBAHE HA JICYEHHUE MIPU JKEHH C
JEeTEepO/IEH MOTEHIMAJ, KaTo Ce MMa IIPEeIBH]l €BeHTyalHa Obelna OpeMEHHOCT UM KbpPMEHE.
BYANNLI tps6Ba na ce n3mon3Ba camo B ciy4ail Ha KaTeropuyHa HEOOXOAUMOCT MPH JKEHHU, KOUTO
IUTAaHUPAT Aa 3a0peMEeHesT,.

BpemenHoct

Hsma noctarbuno AaHHM 3a ynoTpeOaTa Ha MAIMIEPUIOH IO BpeMe Ha OpeMeHHocT. MHTpaMycKynHO
MHKEKTHUPAHUAT NaJIUIIEPUIOHOB NAJIMHUTAT U IEPOPATTHO NPHIOKEHUAT NATUIEPUAOH HAMAT
TepaToreHeH e(eKT B MpoyyuBaHUATA MIPH KUBOTHHU, HO C€ HAOII0IaBaT IPYTH BUOBE PETPOTyKTHBHA
TOKCHYHOCT (B3K. Touka 5.3). [Ipy HOBOpoeHH, ¢ EKCIO3UIHS Ha MANUIEPUIOH MPe3 TPETHS
TPUMECTBP Ha OPEMEHHOCTTA, MMa PUCK OT HEXEJIaHU PeaKLHH, BKIIOYBAIIY €KCTPATUPAMUIHH
CHUMIITOMH W/HJIM CHMIITOMH Ha OTHEMAHE, KOUTO MOT'aT Aa Bapupart 10 TEKECT U IMPOABILKUTCITHOCT
cien paxaanero. JlokiagBaHu ca ciiydan Ha Bb30ya, XUIIEPTOHUS, XHUIIOTOHHUS, TPEMOP,
COMHOJIEHTHOCT, pECIIMPATOPEH JUCTPEC UM XPAHNUTEIIHU Pa3TpOHCTBA. 3aTOBA HOBOPOJECHUTE
TpsiOBa a ObAT BHUMATEITHO HAOIIOTaBaHU.

[Nanunepunon ce oTKpuBa B I1a3MaTa 70 18 Mecena cies eIMHUYHA 032 MaJUIEePUIOHOB NaTMHUTAT
3a MH)KEKLMOHHO NMPHUJIOXKEeHNE Ha Bcek 3 Mecena. O4akBa ce ciell IPUIOKEeHNEe Ha eIMHIYHA 1032
BYANNLI mra3zmena excrio3unys Ha TATUIICPUIIOH J1a € HaJInIe 10 4 ToauHu (BXK. Touka 5.2).
Excnosunuara Ha BY ANNLI npu maiikara npeau 1 mo BpeMe Ha OpEMEHHOCT MOJXKE Jla TOBEJIE 10
He)kenaHu peaxiun rmpu HoBopoaeHoTo. BYANNLI He TpsiOBa na ce mpuiiara mo Bpeme Ha
OpEeMEHHOCT, OCBEH B CITydail Ha KaTeropuIHa HEOOXOIMMOCT.

Kopmene

[IpuioxkeH B TeparieBTUYHU JI03U HA KbPMEIIH KEHH, MAJTUIICPUJIOH Ce OTICIs B KbpMara JI0 CTEICH,
MIPH KOSITO UMa BEPOSITHOCT Jla MMa e()eKTH MPU KbpMadeTo. T'hil KaTo ce 0OYakKBa, 4e SAMHUYHA J103a
BYANNLI ocraBa 10 4 roqunu B riasmata (BK. Touka 5.2), KbpMaderara KOUTO Ca Ha €CTECTBEHO
XpaHEeHe MoTraT Jia ObJaT U3JI0KEH! Ha puck oT npritokennss BY ANNLI mHoro mpeu na 0paat
kbpMeHH. [lanenTture, KouTo ce Jexysart uiu ca Ouin gexyBanu ¢ BY ANNLI npe3 nmocnennure

4 roauHu, He TPsOBa 1a KbPMSIT.

DepTunurer

He ca HabmoiaBanu 3HaUMMU €EKTH NMPU HEKIIMHIUYHU TIPOYYBAHHS.

4.7 EdexTu BHpPXy crioco0HOCTTA 32 modupaHe u padoTa ¢ MALIUHH

ITamumepumoH NOBIHSABA B MaJIKa MM YMEPEHA CTEIEH CIIOCOOHOCTTA 3a Mmodupane u padoTa ¢

MAIIUHH TIOPa¥ MOTEHIIMATHUTE eEKTH BbPXY HEPBHATA CUCTEMA M 3PCHUETO KaTo Celallus,
COMHOJICHTHOCT, CHHKOII, 3aMBIJICHO 3peHue (Bk. Touka 4.8). CiegoBaTenaHo Ha MALUEHTUTE TPsOBa
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Jla ce mperophya Aa He MopUpaT ¥ paboTsIT ¢ MAIlIMHU, IOKATO HE CTAaHE U3BECTHA TSXHATA
UHIUBUYyallHA 4yBCTBUTENHOCT KbM BY ANNLI.

4.8 Hexenanu iekapcTBeHU peaKIUH

O0600611eHIE Ha TpodrIa Ha OE30IaCHOCT

Haii-uecTo HaOm0aBaHUTE HEXKETAHU PEAKIIMH, CHOOIIECHH MTPU > 5% OT MAIUEHTUTE B ABOWHOCIIAIIO
aKTHBHO KOHTPOJUPAHO KIMHUIHO MpoyuBaHe Ha BY ANNLI, ca nH(EKIHs Ha TOPHUTE TUXATSITHN
IBTHUINA, PEAKITHS Ha MSICTOTO HAa MH)KEKTUPAHE, TOBUIIICHO TETIIO0, TJIaBO0OINE U TApKUHCOHU3BM.

CHuchbK Ha HEXKCIIAHUTE PECAKIIMHN B TaOIMYEH BU

CrieiBaT BCHUKHU HEKEJIAHW PEAKIIMK, KOUTO C€ ChOOIIaBaT 3a MAJUIIEPHUIOH, 10 KATETOPUH I10
4eCTOTa, OIIEHEHH B KIIMHHYHO U3ITUTBAHE C MATHIIEPUIOHOB MaaMuTat. M3momnssar ce cieaHuTe
TEPMHHH 32 KATETOPHUTE 10 YecToTa: MHo20 wecmu (> 1/10); uecmu (> 1/100 o < 1/10); neuecmu
(>1/1 000 mo < 1/100); peoxu (> 1/10 000 mo < 1/1 000); mrozo peoxu (< 1/10 000); u ¢ neuszsecmua
yecmoma (OT HATMYHUTE TAHHH HE MOXe J1a ObJic HampaBeHa OlleHKa). BB BCsika rpyra Mo 4ecrora
HEXKEJIAaHUTE PEAKIMK ca MPEICTABEHN B HU3XOIAII PEJI 110 OTHOIIEHHE Ha TIXHATA CEPUO3HOCT.

Cucremo- Hexesanu peakunu
OpraHeH KJjac YecToTa
MHuoro YectHn HeuecTn Penku C Hen3BecTHA
q4ecTH yecToTa®
Nudexuuu u UH(QEKINA HA TOPHUTE | THEBMOHUS, OPOHXUT, | MH(EKIUs Ha OKOTO,)
unpecTanuu JIUXaTeHHA IBTHIIA, uHbeKIus Ha aKapoAepMaTUT
uHpeKIusI Ha JIUXaTEJTHUTE ITHTHUIIA,
MMUKOYHUTE ITHTHUILA, CHHY3UT, IIUCTHUT,
rpuI uH(DEKIHs HA YXOTO,
TOH3HJINT,
OHMXOMHKO3a,
LEJTYJIUT, OAKOKEH
abcrec
Hapymenus Ha HamaJeH Opoit Genmu HEYTpPOTICHHUS, arpaHyJIoUTO3a
KpbBTa H KPBBHHU KIICTKH, TPOMOOLUTONIEHHS,
aumduaTa aHeMUs MOBUIIIEH Opoi
cHeTeMa eo3nHOpMIH
Hapymenust Ha CBPBXYYBCTBHUTEIHOCT aHa(UITaKTHYHA
MMYHHATAa peakuus
CHCTEMA
Hapyuwenus na XUIMEPIPONAKTUHEMUS® HapyIIeHa CEKPEeLus
ex—moncanHaTa Ha aHTUANYPETUUCH
cucreMa XOpMOH, HaJIn4yue
Ha 3axap B ypHHaTa
HapymeHust Ha XHUIEPTIINKEMUS, 3axapeH Juader’, nuadeTHa MHTOKCHKALIHS
MeTaboIu3Ma U MOBHILIABAHE HA XHUIICPUHCYIHHEMHS, | KETOAIN/034, ¢ BOJIA
XpaHeHeTo TEIOTO, MOHKABAHE | [TOBUILIEH alleTuT, XUIOTIINKEMUS,
Ha TETJI0TO, HAMAJICH | AHOPEKCHS, MOBHUIICHO | TIOJUMIICHS
aneTuT HHUBO Ha TPHUTITUIIEPUIH

B KpbBTa, NOBUILICHO
HHBO Ha XOJIECTEPOIT

B KPbBTa
TlcuxXuyHu Oe3chHUE” | AKUTAIMS, ETIPECHs], | HAPYIICHUS HA ChHSI, | KATaTOHWSI, pa3cTpoiCTBO Ha
HApyIIEeHHs! 6E310KOMCTBO MaHusl, HAMaJIEHO CBHCTOSIHUE HA XpaHEHEeTO,
JTUOUI0, HEPBHOCT, 00BPKAHOCT, CBBP3aHO ChC ChHS
KOLIMapu COMHaMOYJIU3bM,
HPHUTHIICHA
4yBCTBUTEIIHOCT,
AHOPrasMus
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Hapymenus Ha
HepBHATa CHCTEMA

B
TMapKUHCOHU3BM ,

B
aKaTH3us , cemarsy/
COMHOJIEHTHOCT,

B v
JUCTOHHMS , 3aMaiiBaHe,
B
JICKUHE3Us , TPEMOD,

TapIUBHA THCKHHE3US,
CHHKOII, ICHXOMOTOPHA
CBPBXaKTHUBHOCT,
HOCTypaJHa
3aMasHOCT, HapyLIeHHE
Ha BHUMaHHETO,

HEBPOJICITHYCH
MAaJIUTHEH CUHIPOM,
HCXEMUS Ha MO3bKa,
JIMIICA Ha PeaKLus
Ha CTHUMYIIH, 3aryoa
Ha Ch3HAHUE,

nrabeTHa KoMa

rnagobonue JU3apTpus, JUCrey3us, | IOHMKEHO HUBO Ha
XHIIOSCTE3Hs, Ch3HaHUE,
rnapecresus KOHBYJCUU",
HapyLICHUS B
PaBHOBECHETO,
HapyIIeHa
KOOPIUHAIIHIS,
TUTYOAIus Ha
rJiaBaTa
Hapymenust Ha 3aMBIJIEHO 3PEHHE, rIayKoma, (o upuc
ouure KOHIOHKTUBHT, CyXOTa | HApyIICHUs Ha CHHPOM
B OYHTE JIBIDKECHHATA HA (uHTpaomepaTH-
OuuTe, BHPTCHE Ha | BEH)
ouure, poTododus,
MOBHUIIICHO
CBI300T/EIISHE,
OYHA XHUIICPEeMHUsI
Hapymienus Ha CBETOBBPTEXK, LIIyM B
YXOTO M ymuTe, 60JIKa B yXOTO
JIAOMpPHUHTA
CobpaeuyHu TaXAKaAPIHS aTPHOBEHTPUKYJIAPEH | IPEICHPIHO
HApYIIeHHs! 610K, HapyIlIeHa MBXKJICHE, CHHYCOBa
HPOBOJIUMOCT, ApPUTMHS
yasxeH QT unTepBan
Ha
CJIEKTPOKapAnorpama,
CHUHJIPOM Ha
MOCTypajHa
opTOCTaTHYHA
TaxuKapaus,
Opanukapaus,
MIPOMEHH B
eJIeKTPOKapAHOrpamMara
, AU TAIIH
CoaoBu XHUIIEPTOHUS XHUIIOTOHHS, 6enonpobHa HUCXEMHUS
HApYIIeHHUs! opTOCTaTHYHA em0ounsi, BeHO3Ha
XUIOTOHUS TpoMO03a,
3auepBsBaHE HA
JIMLETO
Pecniupatophn, KallINIa, 3alyIIBaHe | JUCITHEes, CHHIIPOM Ha ChbHHA | XMIIEPBEHTUIIALINS,
IPHAHU H Ha HOCca (hapuHTONApUHTEaTHA | amHes, OenonpoOHa | acTHpauoHHa
MeIHACTHHAJIHH 0o0JIKa, eMUCTaKCUC KOHTeCTHS, ITHEBMOHUS,
HApYIIeHHs! KOHT'€CTHS Ha TUChOHMS
pecnupaToOpHHS
TPaKT, XpUIITCHE,
XpHIIOBE
CroManiHo- KopeMHa 0oJIKa, KOpeMeH AUCKOM(OPT, | TaHKPEATHT, YpEeBHA| HIIEYC
YpeBHH MOBPBIAHE, TA/ICHE, TacTPOCHTEPHUT, HEMPOXOAUMOCT,
HApyLIeHHUs] KOHCTHIIAIWS, AMapus, | mucdarus, cyxora B MOJyBaHE Ha €3WKa,
JICTIETICHs, 36000051 | ycTata, diatyneHnus | hexanHa
WHKOHTHHCHIIHSA,
(dekanoma, XeHauT
XenaToOWJinapHu MOBHUIIICHU MOBHUIIIEHA raMa- JKBITCHULIA
HApYLIEHUA TpaHCaMUHa3u rnyTaMHnTpchq)epa3a,
MOBHUIICHU

YepHOAPOOHU CH3UMHU
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Hapymenus Ha
KO0KaTa "
MOAKOKHATA
TbKaH

YPTHKApHsI, IPYPHUTYC,
0o0puB, anonenus,
eK3eMa, Cyxa Koxa,
epuTeMa, aKHe

JIeKapcTBeH 00pUB,
XUIIEPKEPaTO3a,
cebopeeH AepMaTHT,
OBPXOT

CHHJIIPOM Ha
CTUBBHC-
JI>KOHCBH/
TOKCUYHA
enuaepManHa
HEKpOJIn3a,
aHTHOC/IEM,
MPOMSIHA B IIBETA
Ha KO’KaTa

Hapymenus Ha
MYCKYJIHO-
CKeJleTHaTa
cucreMa u
Che/IMHUTEIHATA
ThKaH

MYCKYJIHO-CKEJIeTHA
Oosnka, Oonka B Ippoa,
apTpanrus

HOBHILICHA KPEaTHH
tdocthokmHaza B
KPbBTa, MYCKYJIHU
CIa3MH, CKOBAaHOCT B
CTaBHTE, MyCKYJIHA
ciaboct

pabnomuonusa,
HO/lyBaHe Ha
CTaBHTE

HeoOHUaliHa 1mo3a

Hapymienns Ha

HE3aabpKaHE Ha

3abpiKaHC Ha

onOpenuTe U ypHHa, IONAKKypHsi, | ypUHA
NMHKOYHUTE Ausypus
bTHILA
CbcrosiHus, CHHJIPOM Ha
CBBbP3aHHU C OTHEMaHe ClIe]
OpeMeHHOCTTA, paxJaHeTo (BIKTE
PONOBHS 1 TouKa 4.6)
N0CJICPOI0OBUSA
nepuoa
Hapymenus Ha aMeHopest epPEKTUIHA [PUANH3bM,
BL3IPOU3BOIHU- nuchyHkuus, IUCKOMQOPT B
TeJHATA CHCTEeMa HapyLICHUC Ha Ibp/iata,
W rbpAaTa eSIKYIALHATA, KPbBOHAITBJIBAHE HA
HepeoBHA rppara,
MEHCTpyanus®, yroJieMsiBaHe Ha
THHEKOMACTHSI, I'bPJUTE, BATHHAIHO
raJakTopes, CeKCyasHa | TeUeHHe
nuchyHKIus, 60iKa B
TBpANTE
Oomm MIAPEKCHSI, aCTEHHUS, OTOK Ha JIUIETO, OTOK’, | XHIIOTEPMHS, TIOHIDKEHA TeJIeCHa|
HAPYLICHUS H YMOpa, PeaKLMA HA | popumiena TeecHa | BTPHCAHE, KaXa, | TeMueparypa,
epexTH Ha MIACTOTO Ha TeMIepaTypa, CHH/IPOM Ha HEKpO3a Ha
MSICTOTO Ha HHKEKTHPaHe HapylleHa oxoaKa, | OTHEMaHe, abcuec | MACTOTO Ha
nprosKeHue 60JIKa B Tbp/IHTE, Ha MACTOTO Ha MHXXEKTHPAHe,
JHCcKoMBOPT B MHXXEKTHpaHe, s13Ba Ha MSICTOTO
0611acTTa Ha rbpauTe, | UETYIHT Ha MACTOTO Ha MH)KEKTHPAHE
HEpasIoJIoKeHHE, Ha MHKCKTHPaHe,
WHypaLus KHCTa Ha MSICTOTO
Ha WHKEKTHPaHe,
XeMaToM Ha
MSICTOTO Ha
HHKEKTHPaHEe
HapausiBanus, nagaHe
OTPaBSIHMA U
YC10:KHEHHS,

BB3HUKHAJIH B
pe3yJjrTar Ha
HHTEPBEHIUHU
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YecroTraTa Ha HEXKEJIAHUTE PEAKIMH € OIpe/eieHa KaTo KaTeropus ,,c HeM3BECTHA YeCTOTa™, 3aI0TO He ca HaOJIIo1aBaHl
B KJIMHUYHY IIPOYYBAHMS C NAJHIEPHIOHOB MaaMUTaT. [1oiIydeHn ca WM OT CIIOHTaHHH IT0CT-MapKETHHTOBI
CHOOIIEHNS U YECTOTaTa UM HE MOXKE JIa Ce ONPEAEIIH, WIIH ca MOJIy4eHH OT KIMHHYHU NIPOYYBAHUS /MM IOCT-
MapKETUHIOBH CHOOLICHNS C PUCTICPHUJIOH (BCSIKaKBa JeKapCcTBeHa (JopMa) MK MaHIIEPHIOH 3a IIePOPaTHO
MPUIIOXKEHHE.

Buxre ,, XunepnponakTuHEMuUs “ o-A0ILy.

Buxre ,,ExcTpanupaMuiHi CUMITOMU IO-A0ITY.

B mmane6o-koHTpONMpaHu MpoydYBaHUS ce ChOOIIaBa 3a CIIydau Ha 3axapeH aunadet mpu 0,32% oT ydacTHHIHTE,
JIEKyBaHH C MAJIUICPHIOHOB MAIMUTAT 38 HHXCKIHOHHO HPHUIOKEHNE BEJHBK MECEYHO, B CPAaBHEHHE C YECTOTa OT
0,39% B rpymara ¢ mrare6o. O6mara 4ecToTa OT BCHUKH KIMHUYHE Ipoy4yBaHus € 0,65% mpu BCHYKN yIacTHHIH,
JIEKyBaHH C MAJIHIICPHIOHOB MTAIMATAT 338 MHKEKIIHOHHO ITPUIIOKEHHE BEJHBK MECETHO.

Be3chbHHETO BKJIIOYBA: 3aTPYAHECHO 3aCMUBaHE, IOBPXHOCTEH ChH; KOHBY/ICHsITa BKJIIOYBA: IPUNIATBK ,,grand mal”;
OTOKBT BKJIOYBA: TCHEPAIM3UPaH OTOK, HepU(EPEeH OTOK, MEK OTOK; MEeHCTPYaJIHOTO HApYlIeHHe BKJII0YBA:
3aKbCHEHHE Ha MEHCTPYaLUsATa, HepeIOBHA MCHCTPYaIlUs, OJTATOMCHOPESL.

Hexenanu peakiun, HaOJIOIaBaHU C JIEKAPCTBEHH POPMH HA PUCIIEPUIOH

Tbl KaTo MaNUIEPUIOH € aKTHBEH METabO0IUT Ha PUCIIEPUAOH, MPOPHUINTE Ha HEXKEIaHH PEaKLInU Ha
T€3U aKTUBHH BELIECTBA (BKIIOUUTEIHO MEPOPATHU U HHXEKIUOHHH (POPMH) Ca CHOTHOCHMHU.

Onuncanye Ha U30paHu HEXEJIAHU PEAKIINU

Anaghunaxmuuna peaxyus

ITo Bpeme Ha TOCTMAPKETUHIOBHSI OTTUT PSKO Ca ChOOIIABaHH CIIydand Ha aHA(PHUIAKTHYHA PEaKIHs
Cclie]l MHYKEKIIHOHHO TPUJIOKEHHE Ha MaJUICPHIOHOB MaJIMHUTAT BEAHBK MECEYHO MPH MAlUCHTH,
KOUTO HPEIH TOBA Ca MMAJIX MOHOCHMMOCT KbM MEPOpaIeH PUCTICPUIOH WITH HepopajieH MaauIepHaIoH
(Bk. Touka 4.4).

Peaxyuu na msicmomo na unocekmupane

B ximanaanTe m3nutBaans Ha BY ANNLI nipu 10,7% ot yyacTHHIIUTE Hali-4ecTo choOIIaBaHaTa
HEKeJIaHa PeakKIns € CBbp3aHa ¢ MICTOTO Ha uHkekTupane (4,5% mpu y4acTHUIINTE, JIEKYBaHU C
KOMITApaTop — MAJTHUIIEPUIOHOB MAIMUTAT 32 HHXKSKIIMOHHO MPHUJIOKEHHE HA BCekH 3 Mecena). Huro
€JIMH OT TEe3H CIydau He € ONHCAH KaTo CEPUO3eH U HE CE € CTHTHAIIO JI0 MTPEeKpaTsBaHe Ha JICUSHUETO.
BB3 ocHOBa Ha KITMHUYHATA OIEHKA Ha U3CIIE0BaTeUTe B > 95% OT cityyante WHIypaIus,
3auepBsBAHE U MOJYBaHE Ca OTCHCTBAJM HMIIM Ca OIICHEHU KaTo JIeKu. OICHKUTE HA YUYACTHUITUTE 32
0oJIKaTa Ha MACTOTO Ha MHXKEKTUpPaHEe Ha 0a3aTa Ha BU3yallHA aHAJIOTOBA CKaJla ca HUCKH U C
HaMaJIsBal] MHTCH3UTET C TCUCHUE Ha BPEMETO.

Exempanupamuonu cumnmomu (ETIC)
B xnmunnunute n3nurBanus Ha BY ANNLI ca cpo011eny akaTu3us, JUCKUHE3NS, TUCTOHHUS,
MapKUHCOHU3BM U TPEMOP CHOTBETHO TipH 3,6%, 1,5%, 0,6%, 5,0% u 0,2% ot marueHTHTE.

EIIC BxirouBat cOOpeH aHaIN3 Ha CIEAHUTE TEPMHUHU: TAPKUHCOHU3BM (BKJIIOUBA EKCTPAUPAMUAHN
HapyIIeHUs, eKCTPapaMUJIHNA CHMIITOMH, (DeHOMEHBT Ha ,,BKITIOYBaHE W U3KITI0YBaHe , OoecT Ha
[TapkuHCOH, MApKUHCOHOBA KPU3a, XUIIEPCATUBALIHS, MyCKYJTHO-CKEIETHA CKOBAHOCT,
NapKUHCOHU3BM, U3TUYAHE Ha CIIOHKA, PUTHIHOCT TUI ,,3504aTo KOJIENo, OpaAuKUHE3US,
XHUIOKUHE3MS, MACKOBHIHO JIMLIE, MYCKYJIHA CKOBAHOCT, aKMHE3Hs1, BpaTHA PUTHAHOCT, MyCKYJIHA
PUTHAHOCT, MIAPKHHCOHOBA MOXO/Ka, aTOJOrHUYeH pediekc Ha riiadenara ¥ NapKUHCOHOB TPEMOP
NpU TIOKOI), akaTH3Msl (BKIIIOUBA aKaTU3Msl, OE3MOKOMCTBO, XUIIEPKUHE3HS U CUHAPOM Ha
HECIIOKOWHHTE KpaKa), AMCKUHE3Ms! (BKIII0UBA IUCKUHE3HS, XOpesl, Pa3CTPOMCTBO Ha IBM)KEHHUETO,
MYCKYJIHH [IOTPEINIBAaHUsI, XOPE0aTeT03a, aTeT03a U MUOKJIOHYC), TUCTOHHUS (BKJIIOYBA JUCTOHUS,
[IEPBHUKAJIEH CTIa3bM, EMIIPOCTOTOHYC, OKYJIOTHpHA KpH3a, OpOMaHauOyIapHa JUCTOHHS, CapJOHUYECH
CMSIX, TETaHUsl, XUIIEPTOHNUS, TOPTUKOJIKC, HEBOJIEBH MYCKYJIHH KOHTPAKIMH, MyCKYyJIHa KOHTPAKTypa,
OnedapocnazbM, OKyJIOTHpaLys, Iapaan3a Ha e31Ka, CIIa3bM Ha JIMIETO, JAPHHIOCIIa3bM, MUOTOHHS,
OIUCTOTOHYC, OpOo(apUHIeasIeH cla3bM, INIEBPOTOTOHYC, CIIa3bM HA €3UKa U TPU3MYC) U TPEMOP
(BKJIFOUBA TPEMOp, AKLUOHEH TPEMOD).
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Ilpomenu na menecnomo meano

B 12-meceunoro knmmanYHO M3nuTBane Ha BY ANNLI OposiT Ha y4acTHUIIUTE ¢ HAAXBBPIIAIIA
HOpMaTa MPOMSIHA Ha MPOIIEHTHOTO CHOTHOIIIEHUE Ha TETJIOTO OT ABOWHOCIISITIO U3XOHO HUBO JI0
JIBOMHOCIIATIA KpaifHa TOYKa € MPEJICTaBeH B TabyuiaTa mno-mnoiay. Oomara cpeiHa mpoMsiHa Ha
TETJIOTO OT IBOMHOCISIIOTO U3X0THO HUBO JI0 ABOWHOCHsMaTa KpaitHa Touka e +0,10 kg 3a BY ANNLI
rpynata u +0,96 Kg 3a rpymara Ha aauInepuIOHOB MAIMHUTAT 38 HHKEKITHOHHO TIPUITOKEHHIE BEIHBK
Ha 3 mecena. [Ipu ydactHunu Ha Bb3pacT 18-25 roaunu ce Habmonasa cpeana (SD) npomsiHa Ha
tersoro ot -0,65 (4,955) kg 3a rpynara na BY ANNLI u +4.33 (7,112) kg B rpymnara c
MaJTUIICPUIOHOB ITAIMUTAT 33 HHKCKITMOHHO MIPIIIOKEHNE Ha BCEKH 3 Mecena. [1pu ygacTHHUIH ¢
Hagaopmeno teryio (BMI 25 no < 30) ce HaOaroaaBa cpenHa npomsiHa Ha TersioTo ot -0,53 kg B
rpynata Ha BYANNLI u +1,15 kg B rpynaTa ¢ majaunepuaoHOB aJIMHUTAT 38 HHKEKIIHOHHO
MIPHUIIOKEHHE HA BCEKU 3 MecCela.

Bpoii Ha manMeHTUTE ¢ HAAXBBHPJIAIIA HOPMATA MPOMSIHA HA MPOLEHTHO CHOTHOIIEHUE HA TErJIOTO OT
(1BOIHOCJIANO) U3XO0AHO HUBO 10 KpaiiHa TOYKA

PP3M* BYANNLI

IpomsiHa Ha TETJIOTO B TPOIIEHTH (N =219) (N =473)
HamansBane > 7% 15 (6,8%) 43 (9,1%)
Ysenuuasane > 7% 29 (13,2%) 50 (10,6%)

1
PP3M — NaJIMIEPUAOHOB IMAJIMUTAT 3a MHIKCKIIMOHHO ITPUJIOKEHNUEC HAa BCEKU 3 Mecena

Xunepnponaxmunemusi

B 12-meceunorto knmuanyHo u3nutBane Ha BY ANNLI cpennara npomsHa (SD) ot nBoitHOCHSIIO
M3XO/IHO HUBO B IPOJAKTHHOBHTE HUBA € -2,19 (13,61) ng/l 3a mbxe u 4,83 (34,39) Uo/l 3a sxenu B
rpynara Ha MaJuIepuI0HOB MMaJIMHUTAT, IPHJIarad Ha 6 Mecela, a B rpynara Ha MaJulIepuI0HOB
MaJMHUTAT, puiarad Ha 3 mecena s € 1,56 (19,08) pg/l 3a mexe u 9,03 (40,94) pg/l 3a xenu. Io
BpeMe Ha JBoiHocnsnara ¢asa 3 xenu (4,3%) B rpynara Ha NAIMIEPUIOHOB MMAIMUTAT 32
MHXEKIMOHHO NPUJIOKEHNE Ha BCeKH 3 Mecena, u 5 xen (3,3%) B rpynara Ha HaJUIEepUIOHOB
NAIMHUTAT 32 WHXXEKIIMOHHO TIPUIIOKEHHE Ha BCEKU 6 Mecella, moyryuaBatr aMeHopesl.

EdekrtH 3a TepaneBTHYHUS KJIac

[Ipu aHTUNICUXOTHIIMTE MOXKE Ja BB3HUKHAT yabikaBaHe Ha QT uHTepBaia, BEHTPUKYIapHU apUTMUN
(BeHTpUuKyNapHa (GUOpUIANKS, BEHTPUKYJIAPHA TaXUKap¥s), BHE3aITHa HE00sSCHUMA CMBPT, ChpJCUeH
apect u ,,Torsade de pointes*.

Crobmasar ce ciydau Ha BTE, BrmountenHo cinydau Ha 6enoapodeH eMOOoIu3bM U Ib100Ka BEHO3HA
TpomOO3a IIPH aHTUIICUXOTHYHUTE JIEKAPCTBEHU NPOIYKTHU (C HEM3BECTHA YECTOTA).

Cpo0111aBaHe Ha NOJ03UPAHU HEIKEIIAHU PEAKIIMHI

CroOmaBaHeTo Ha TIOJIO3MPAHU HEXKEIIAaHU PEaKIMu CIie/l pa3peniaBaHe 3a yrnorpeda Ha JIeKapCTBEHUS
MPOAYKT € BakHO. ToBa 1M03B0JIABA Ja MPOIB/DKH HAOJIIOCHUETO Ha ChOTHOIIICHUETO IM0JI13a/PUCK 3a
JeKapcTBeHus NPoaAyKT. OT MEAUIIMHCKUTE CIICIIUAIMCTH CE U3MCKBA Jla ChOOIIIaBaT BCAKA
MoJT03UpaHa He)KeJlaHa peaklys Ype3 HAllMOHATHATA CHCTEMA 32 ChOOIIaBaHe B!

W3nbiaHKUTEIHA areHIus 10 JIeKapcTBaTa

yi. ,,Jlamsa 'pyeB” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebOcaiit: www.bda.bg

4.9 Ilpepo3upane
CuMoromMn

Ilo MNPUHIOUAII, OYaKBAHUTC MMPU3HAILIU U CUMIITOMHU Ha NIPCAO03UPAHE CC U3PA3s4ABAT B YCHUIIBAHC Ha
HU3BCCTHUTC (bapMaKOJ'IOFI/I‘-IHI/I C(I)CKTI/I Ha MAJIMNECpUaOoH, T.€. CbHIIMBOCT U CE€AAlUA, TaXUKapaAUd U
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XHUIOTOHHS, yAb/DKaBane Ha QT nHTepBana u ekcTpanupaMuIHu cumnrToMu. Torsade de pointes u
KaMepHH (puOpmiialiuy ce choOIIaBaT NPy MALMEHT B CIy4ail Ha Ipefo3upaHe ¢ MaTUICPUAOH 3a
NepopaIHo NpuiokeHue. B cirydait Ha ocTpo mpeno3upaHe TpsAOBa J1a ce uMa MpeABHI, Ue €
BB3MOXKHO JIa ca IPUETH HAKOJIKO Pa3IMYHU JIEKapCTBa.

Jleuenne

Korato ce mpereHsBaT TepaneBTUYHUTE HYKIU U IEPUOABT HA BH3CTAHOBSIBaHE, TPsIOBA /1a ce uMa

MIPEABUI, Y€ JIEKAPCTBEHUAT MPOIYKT € C VABIDKEHO OCBOOOXKTaBaHE U Ue TAHIICPUIOH UMa TBIIBI
MOJTY’KMBOT Ha enuMuHupane. [lanumepunon vHsima cienuduaeH aHTUA0T. TpsaOBa 1a ce mpuioxar

o01M moabpKany Mepku. TpsOBa J1a ce OCUTYPSAT U TOJIbPKAT CBOOOIHU IUXATCITHUTE IIBTHUIIIA,
HACHUIIaHe C KUCIOPOJ U BEHTHUJIALIUS.

Tpsi6Ba na 3anovyne He3abaBHO HAOIIOACHIE HA CHPICYHOCHI0BATa CHCTEMA, KOETO J1a BKIIIOUBA
MPOABIDKUATEIHO €IeKTPOKapIuorpadcko MOHUTOPUPAHE 3a EBEHTYAIIHUA apUTMUHU. XUTIOTOHHUSTA U
UPKYJIATOPHUSAT KOJIATIC TPSOBa Jja OBAT JIEKYBaHU ChC CHOTBETHUTE MEPKU KaTO NHTPABEHO3HU
BJIIMBAHMS HAa TEYHOCTH W/WIIH CHUMIIAaTUKOMUMCETHUIIH. B cnyqal‘/'l Ha TCXKHU EKCTpanupaMUuIHN
CUMIITOMU TPsIOBaA J1a ObJAT NPUIOKCHH aHTUXOJIUHEPIHYHU CpeAcTBa. HemocpeacTBeHOTo
HaOII0ZIeHNe U IPOCTIeIIBaHe TPAOBa /1a MPOABIIKAT, TIOKATO MAIlMEHTHT C€ BH3CTAHOBH.

5. DAPMAKOJIOT'NYHU CBOUCTBA

51 ®apmakoguHAMHYHM CBOiicTBa

®apmakorepaneBTiyHa rpymna: [lcuxonentuiu, npyru antuncuxotui. ATC koa: NOSAX13

BYANNLI cpabpika pariemudna cMec oT (+)- # (-)-TaIunepumaoH.

MexaHu3bM Ha IEWCTBHE

[NanunepunoH e cenekTuBeH OJIOKep Ha ePeKTUTE HA MOHOAMHHHUTE, YHUTO (HapMaKoIOTUIHN
CBOICTBa ca pa3JIn4HU OT T€3U Ha TPaAULMOHHNUTE HeBposenTulM. [lanunepunon ce cBbp3Ba 34paBo
cbc cepoToHuHepruuHnTe 5S-HT2- 1 nomamunepruunute D2-penenropu. [lanmunepuion chino Taka
onokupa anga-1-anrpeHepruyHUTE pelenToOpy U B Mo-ciada crened H1-xucrtaMuHepruanute u anda-
2-afipeHepruvHuTe perentopu. PapMakoIornuHaTa akTUBHOCT Ha (+)- U (-)-TalunepuIoH
€HAaHTHOMEPHUTE Ha MAINUTIEPUIOH € KOJTUIECTBEHO U KAYeCTBEHO CXOJHA.

[TanunepunoH He ce CBbP3Ba C XOIMHEPTUYHUTE pelenTopy. Bornpeku ye nanunepuaoH € MOIEH
D2-antaroHucT, mopaju KOETO Ce CMATA, Y€ TOH OBJa/IsIBa CHMITOMUTE Ha MHU30(OPEHHS, TON
MPEIU3BUKBA M0-c1aba KaTalercus U 1no-cjiabo HaMassiBa MOTOPHUTE (YHKIMH B CPABHEHHUE C
KOHBEHIIMOHAIHUTE HeBpoJienTHU. [[peobiaaBauar NeHTpaJIeH aHTarOHU3bM CIIPSMO CEPOTOHMHA
MOJKe JIa HaMalli TIOTeHIIMAaJa Ha TAMTIEPU/IOH Ja MIPHYNHABA EKCTPATUPAMUIHA HEXKETIaH! PEaKIIIH.

Kinnununa edukacHocT

Edwukacnocrra Ha BY ANNLI 3a nedenue Ha mm30(peHns MpH MAIUEHTH, aIeKBaTHO JIEKyBaHH
MIPEI TOBA C MAJIUIEPHIOHOB MAIMHUTAT 38 HHKEKIIMOHHO MPHIOKEHHE BeIHBK MECEUHO 3a Hail-
MaJnko 4 Mecela WK NajJulnepuI0HOB NAJIMUTAT 3a HHKEKIIMOHHO MPUJIOKEHHN BEIHBK Ha BCEKU

3 Mecena 3a Hail-MaJIKO eqUH 3-MecedeH HHKEKIMOHEH LIUKbJI, € OLICHEH B PAHIOMHU3UPAHO,
JBOHHOCIIAIO, aKTUBHO-KOHTPOJIMPAHO, HHTEPBEHIIMOHHO, IapaJIETHOTPYIIOBO, MHOTOLIEHTPOBO,
HenH(pepruopHo npoyuBaHe (aza 3 Ipu Bb3pacTHH MAMEeHTH. [I[bpBUYHHAT pe3ynTar € BpeMeTo 10
M0sIBA HA PELIUIUB.

[IpoyuBaHeTO ce ChCcTOM OT OTBOPEHA (ha3a, KOSITO BKJIOUBA (a3 HA CKPUHUHT, TPEMUHABAHE U

noJIbpokamia asa, mocieapana ot 12-meceyHa qBoMHOCISAA (a3a, PU KOSITO MAUEHTUTE ca
paHgoMu3upanu Aa noaydasat uiad BY ANNLI, unu nanvnepru/I0HOB MaaMUATAT 33 UHKEKITHOHHO
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MIPUJIOKEHHE Ha BCeKH 3 Mecena. /02 aieKBaTHO JICKYBaHU MALMEHTH Ca PaHIOMHU3HUPAHH B
croTHOmeHwue 2:1, 3a na nomy4daBatr BY ANNLI (478 manueHTH) Wi NalunepyuJOHOB TaIMUTAT 32
WHXEKIIMOHHO MPUIOXKEHUE Ha BCceKn 3 Mecena (224 naruedTn). [lanuenTuTe momydaBat uin

2 nukbia umkeknuu ¢ BY ANNLI (o6mo 4 nmkekiuu; BY ANNLI ¢ peaysario ce miare60), wim

4 MHXXEKITUY MaTUIePUIOHOB MMAJIMHUTAT 33 HHXKEKIIMOHHO MPUIIOKEHNE Ha BCEKH 3 Mecela C PeIOBHU
TUIAaHUPAHU TTOCEIICHUS MEXKIy HHKEKIIMATE B TIPOIbIDKeHNE Ha 12-MeceuHoTo npoyuBane. [1o Bpeme
Ha JBOWHOCHATIATA (a3za HE Ce pa3pelniaBa KOPEeKIus Ha jgo3ara. [laimenTuTe octaBar B Ta3u ¢asa,
JIOKaTo HE MOJIyYaT PEIUINB, JJOKATO HE U3IBIHAT KPUTEPUUTE 3a MPEKPATIBAHE/OTTETIISIHE WIH J10
MPUKIIOYBAHE Ha MPOYYBAHETO.

7,5% ot manuenTute B rpynara Ha jgeuyeHue ¢ BYANNLI u 4,9% ot manueHTuTe B rpymnara Ha
JICYCHUE C TATUIICPUIOHOB MAIMUTAT 32 WHKEKIIMOHHO MPHUIIOKEHNE HA BCEKU 3 Mecella MojydaBaT
peruauB B 12-Mecevnara qBoitHocHsAma (haza ¢ oIleHeHa pa3liiKa 1mo KpuBara Ha Karman-Maiiep
(BYANNLI — nanunepuIoHOB MaJIMHUTAT 32 WHKEKIIMOHHO MPHJIOKEHHE Ha BcekH 3 Mecena) 2,9%
(95% CI: -1,1% no 6,8%). Kpusara na Karunan-Maiiep (c 95% noBepurteneH HHTEpBAI Ha TOYKOBHUTE
OIICHKH) 32 BPEMETO OT paHIOMHM3AITUS 0 MPEACTOSAI pEIIUINB 0 BpeMe Ha 12-MeceuHaTa
JBOWHOCIIATIA, aKTUBHO-KOHTponupana ¢aza ¢ BYANNLI 700 u 1 000 mg u ¢ 350 mg u 525 mg
NATUIEPUIOHOB MAJIMUTAT 33 HHKEKIIMOHHO MPUIIOKEHUE Ha BCEKU 3 Mecela, € MoKa3zaHa Ha
®durypa 1.

100% | I
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60%

50% 4

40%

30%

I'IpanmuTeneH MPOUEHT Ha y4YacTHuuurte 6e3 peunauBe

20% ] — — BYANNLI(N=478)
10%{ —— T[ManunepuaoH nanMuTaT 3a UHXEKLUMOHHO NpunoxeHue Ha Bceku 3 meceua (N = 224)
0% -
0 28 56 84 112 140 168 196 224 252 280 308 336 364

Bpewme (aHU) oT paHgoMu3aumaTa

@urypa 1: Kpusa na Karuan-Maiiep (¢ 95% noBepurereH HHTEpBaJl HA TOYKOBUTE OLICHKU) HA
NpPOLIEHTa OT yYacTHULIUTE Oe3 pelrnB

Pesynrarute 3a eprkacHOCT ca MOCIEIOBATEIHH 32 MOMYJIAMOHHHUTE ITOATPYIH (I10J1, BB3pacT U
paca) u B IBeT€ I'pyIu Ha JICYCHUE.

Ycranoseno e, ue BY ANNLI e ¢ He mo-manka epuKacHOCT OT MAJHMIIEPHUIOHOB MTAIMHUTAT 3a
WHKEKIIMOHHO NIPUJIOKCHHUE HA BCEKU 3 Mecella IPU Bh3PacTHU C JuarHo3a musodpenus no DSM-5.
lopnata rpannna Ha 95% Cl (6,8%) e mox 10% — npenBapuTeaHo onpeaecHaTa rpaHnLa 3a
HEMH(EPHUOPHOCT.

IlenpaTpuyHa DomyJaamnus

EBpomneiickara areHuus 1o JeKapcTBaTa 0CBOOOXAaBa OT 3aIbJDKEHHETO 32 IIPEA0CTABIHE Ha
pesynratute ot nmpoyuBanusTa ¢ BY ANNLI BB BCHUKH MOATPYIH HA NIeAMaTpUYHATA MOIMYJIAIUs]
npu mu3odpenus (BxK. Touka 4.2 3a uHopMaLusi OTHOCHO YHOTpeda B eUaTpUsITa).
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5.2 dapmakoKHHETHYHHU CBOHCTBA
®dapmakokunerukara Ha BY ANNLI e mpencTaBeHa caMo 3a MPHIIOKESHIE B CENATUIITHAS MYCKYJI.

AOcopOLus U pasnpeaencHue

ITopanu M3KITIOYUTENTHO cllabaTa pa3TBOPUMOCT BBB BOJIA, JIEKApCTBeHATa (popMa Ha MaTUTIEPHIOHOB
MaJIMUTAT 32 MPUIIOKEHUE BEIHBK Ha 6 Mecella ce pa3TBaps 0aBHO CJIe]] HHTPAMYCKYJIHA WHXKEKIIUS,
npean aa Ob1e XUAPOIU3UPaH 10 HATHIICPUIOH U aOCOPONpaH B CHCTEMHOTO KPHBOOOPBINEHHUE.
OcB0OOXJaBaHETO HA aKTHBHOTO BEIIECTBO CIIE] €MIUHUYHA /1032 MMATUIIEPUIOHOB ITAIMUATAT 32
WHXEKIIMOHHO MPUIOKEHUE BEAHBXK Ha 3 Mecela 3armoyBa omie Ha J[en | u nmpoabkhkaBa Hal-Malko
18 mecena. OuakBa ce ocBoOoxkaaBaneTo Ha BY ANNLI na npoabiku mo-mbiro. [nasmennTe
KOHITCHTPAIMH Ha MaTUIIEPHUIOH ca U3CIIEIBAHN CaMo JI0 6 Mecella ciel MPIIOKEHUETO Ha
BYANNLI. Bb3 ocHOBa Ha momyaioHHN (hapMaKOKHMHETHYHH CUMYJIAIMH CE 0YaKBa CIIe]
npunoxenne Ha enuaugHa 103a BYANNLI 1 000 Mg koHIIeHTpaiuy Ha TAUIIEPHUIOH Ja ce
YCTaHOBSBAT B Iu1azMata a0 4 roauan. O9akBa ce KOHIIEHTpANHATa Ha MTaTUIICPUIOH, HAMHPAII] CE B
KPBHBOOOPBILEHUETO MPUOIU3UTEIHO 4 Toaunu ciel equanyHa 1o3a BY ANNLI 1 000 mg, na 6bae
Hucka (<1% oT cpesHUTE HUBA B CTAIIMOHAPHO CHCTOSIHUE).

JlanHuTE, IpEJICTABEHU B HACTOSIIHUS Pa3fiell, C€ OCHOBABAT Ha MOMYJIAITHOHECH (PapMaKOKHHETHICH
aHanu3. Cien eAMHUYHA HHTpaMyCKYJIHa HHXEKIHs B ceanuiiaug Myckyil Ha BYANNLI B no3u ot
700 u 1 000 mg rm1a3sMeHnTe KOHIICHTPAIMY Ha MaJUIepPUI0H MMOCTEIIEHHO Ce TIOBUIIIaBart, 3a 1a
JIOCTUTHAT MaKCUMAJTHUTE IJIa3MEHU KOHIIEHTpAIH, IpeABUIeHU ChoTBETHO B JleH 33 u 35.
[Ipodunst Ha ocBOOOXKJaBaHe 1 cxemaTa Ha mpuiarane Ha BY ANNLI BogsT 1o mocrosiHHA
TepaneBTUYHA KOHIeHTpanus 3a mepuo oT 6 Mecera. Cmax B AUC wecena BY ANNLI ca
MPUOIU3UTEITHO MPOTIOPITMOHAITHHN Ha 1o3ara B quana3zoHa ot 700 — 1 000 mg. MemuanaTa Ha
CHOTHOIIICHUETO MUK B CTAIIHOHAPHO CHCTOSHUE: HAll-HUCKA KOHIIEHTpAITUS € mpuom3uTenso 3,0.

CB’Bp3BaH€T0 C IUIa3MCHU IMMPOTCHUHHU HA PALICMUYCH NAJIUIICPUZOH € 74%.

BI/IOTDaHCd)ODMaIII/ISI Hn CIMMUHHPAHC

B npoyusane ¢ nepopanes “*C-nanumepuaon ¢ He3abaBHO 0CBOOOYXK/IaBaHE, €HA CEIMHUIIA CIIEN
TIpHUIAraHEeTO Ha eIMHIYHA TIepopaiHa jo3a “*C-mammnepuon 1 mg ¢ He3a6aBHO 0CBOGOXK IaBaHE
59% ot no3aTa ce eKCKpeTHpa HeIpOMEHEeHa ¢ ypuHaTa, KOeTo IM0Ka3Ba, 4e MajIuMepHuioH He ce
MeTaboIn3nupa eKCTeH3UBHO B uepHus Apo0. [Ipubmmsurenno 80% oT nmpuiokeHaTa paanoaKTHBHOCT
ce oTkpuBa B ypunara u 11% BbB ¢ekamunre. UIeHTHGHUIHPAHN ca YeTHPH METAOOIMTHH BT iN
ViVO, KaTo HUTO eIMH He € OTrOBOpeH 3a moBede oT 10% ot mo3aTa: AeanKkuiInpaHe, XUAPOKCUINPAHE,
JICXHIPOTeHUPaHE U OT/CNIsTHEe Ha OeH3MCOKca30i. Bbrpeku ue in Vivo nmpoy4BaHHsTa IpeanonaraT
posist Ha CYP2D6 u CYP3A4 B MeTabosii3ma Ha MalunepuIoH, HaMa JaHHH iN VIVO, de Te3u
M30€H3MMH UTPasT 3HAYMMa poJjisi B MeTabonr3Ma Ha nanunepuoH. [lomynanuonanre
(hapMaKOKHMHETHYHH aHAJIM3H HE IMTOKa3BaT 3a0elie)knMa pa3iinka B IPUBUIHHS KIUPBHC Ha
TIAATIEPHUIOH CJIE]| TIpUJIaraHe Ha TiepopasieH NallUIEpUIOH MeXTy eKCTEH3UBHU U clladu
mertabosmuzaropu Ha CYP2D6 cyberparu. [IpoyuBanusTa in VItro ¢ 4oBemiku 4epHOAPOOHU
MHUKpPO30MH ITOKa3BaT, Y€ MaJUIEePUIOH He MHXMOUpPa B 3HAYMTEIHA CTEIICH MeTa0oIM3Ma Ha
JieKapcTBaTa, MeTabOIM3UPaHu upe3 HUToxpoM P450 nzoensumute, Brirounteano CYP1A2,
CYP2A6, CYP2C8/9/10, CYP2D6, CYP2E1, CYP3A4 u CYP3AS.

[TpoyuBanusTa in Vitro mokaspar, 4e nanunepuaoH e cyocrpar Ha P-gp u ciab uaxuburop Ha P-gp
IPY BUCOKH KOHLIEHTpaIMu. JIumicBat qaHHu in Vivo U KIIMHWYHATA 3HAYHMOCT € HEM3BECTHA.

B®b3 ocHoBa Ha monyJj1alfuOHCH q)apMaKOKI/IHCTI/I‘leH aHaJIN3 MEcaHaTa Ha IPUBUAHUS IOJY>KUBOT Ha

nanunepuaon cier npuiarane Ha BYANNLI B cemanuinHus MycKya B 1030BUs quana3oH ot 700 u
1 000 mg e omtenen croTBeTHO Ha 148 n 159 nawm.
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JIparoieficTBall DATUIEPUIOHOB MAIMUTAT 32 HHKEKIIMOHHO MPUIIOKEHUE BEIHBK Ha 6 Mecela
CHPSIMO APYIH JIEKAPCTBEHU (DOPMH Ha MMATUIIEPUIOH

BYANNLI e npexna3zHaueH na JOCTaBs MAIMIEPUIOH 3a TIEPHOA OT 6 Mecela, 3a pas3inKa OT
npoxykTute 3a 1 u 3a 3 Mecena, KOUTO ce MpuUiIaraT CbOTBETHO BEIHBK Ha Mecell MM Ha TP Mecela.
ITpunoxenuero Ha BYANNLI B mo3u 700 mg u 1 000 mg Boaw 10 €KCIO3UITMH Ha IMaTUTICPHJIOH,
KOHUTO Ca B TUAMa30H, MOJ00EH Ha TO3H, KOMTO Ce IMOCTUTA MPH MPIIOKEHNE Ha CHOTBETHUTE J03H
NAJIMIIEPUIOHOB MATIMHUTAT 32 MH)XKEKIIMOHHO MPUJIOKEHNE BEJHBK MECEYHO WM BEAHBXK Ha 3 Mecera
WIN ChOTBETCTBAIIN 03U TAOJETKU NATUIIEPHUIOH C YABIKEHO 0CBOOOKIaBaHE BEIHBK THEBHO (BXK.
Touka 4.2).

YepHoApOOHO YBpEXKIAHE

[Manunepunon He ce MeTaboOMU3Upa EKCTEH3UBHO B UepHUs 1po0. Brrpeku ue He ca nmpoBexxJann
npoyusanus Ha BY ANNLI npu manueHT ¢ 4epHOApOOHO yBpekIaHe, He Ce Hajlara KOpUrupaHe Ha
J103aTa IIpH NalKUEeHTH C JIEKO 10 YMEPEHO YepHoApoOHO yBpexaaHe. Ilpu eqHo npoyuBaHe ¢
MIEPOPANICH MATUTIIEPUIOH TIPH XOpa ¢ yMepeHo depHoapooHo yBpexaane (Child-Pugh kiac B)
TUIa3MEHHUTE KOHLIEHTPALMU Ha CBOOOIHNUS NAJIMIIEPU/IOH ca MOAOOHM Ha Te3H MPH 3/IpaBH MaLUEHTH.
BYANNLI =He e mpoy4BaH IpH MaHEHTH C TEKKO YSPHOAPOOHO YBPEKIAHE.

Bbubpeuno yBpexaane

BYANNLI =He e mpoy4yBaH CUCTEMATHYHO MPH MAIMEHTH ¢ Ob0pedHo yBpexaane. Pasnpenenennero
Ha eJIMHUYHA MepPOopaHa 1032 MAIUIEPUIOH 3 MJ TaOJIETKH C YABIKEHO OCBOOOXKIABAHE € MPOYUYSHO
IpY YYaCTHULM C Pa3IMyHa cTerneH Ha Ob0peuHa GyHkuusa. EnnmMunupaneTo Ha naqaunepuIoH
HaMaJsiBa C HAMQJISIBAHETO HA M3YUCICHHUS KPEaTUHUHOB KIMPBHC. OOIIUAT KIMPBHC HA
MAJIUIICPUIOH € HaMaJIeH MpH Xopa ¢ yBpeAeHa 0p0peuHa GpyHKIus cpento ¢ 32% mnpu JeKo

(CrCl =50 mo <80 mL/min), 64% mpu ymepeno (CrCl = 30 go <50 mL/min) u 71% npu TexKo
(CrCl = 10 no < 30 mL/min) 6b0pe4HO yBpexkIaHe, CbOTBETCTBAIO HAa CPETHO YBEIMYCHUE HA
excriosunmsaTa (AUCine) ¢ 1,5, 2,6 u 4,8 mbTH B cpaBHEHHE ChC 3/IpaBU YIaCTHHUIIH.

CTapquKa BB3pacT

[omynannoHHEHUAT (hapMaKOKHMHETHYEH aHAIIM3 He TI0Ka3Ba JJAHHW 3a HAJIMYUe Ha PAa3INKHA BHB
(hapMaKOKHHETHKATa, CBbP3aHU C Bb3PacCTTa.

HWunekc Ha renecua maca (MTM)/TesrecHO Terno

[Ipu manueHTH ¢ HATHOPMEHO TETJIO U 3aTIBCTABAHE Ce HaOr01aBa o-HUCKA Cmax. [Ipu nmpuiokenue
Ha BYANNLI, B chcTOsSIHME Ha IPUBUIHO paBHOBECHE, HA-HUCKUTE KOHIICHTPAIIMH Ca CXOTHU
MEX]y MAIUEHTH ¢ HOPMAJHO, HAJITHOPMEHO TETJIO U ChC 3aTIILCTSIBAHE.

Paca

@dapMaKOKNHETHYHUAT aHAJIHM3 HE NIOKA3Ba JaHHH 3a pa3yinyuus BbB (papMaKOKMHETHKATA, CBbP3aHH C
pacara.

Tlon

[onynannoHHHUAT (hapMaKOKHHETUYEH aHAIN3 He IMOKa3Ba JaHHM 33 Pa3JINKH BHB
(hapmMakOKMHETHKATA, CBHP3aHH C TIOJIA.

TroTroHOIIYIIIEHE

B®b3 ocHOBa Ha TpOy4BaHusI iN VItro ¢ u3mos3BaHe Ha YOBEUIKH YSPHOAPOOHU €H3UMHU € YCTaHOBEHO,
ye nanunepuaoH He e cyoctpatr Ha CYP1A2, cienoBaTeHO TIOTIOHOMYIIEHETO HE O TpAOBasio aa
uMa eeKT BbpXy (hapMaKOKMHETHKATa Ha MaJUNEPUIO0H. BIMsSHNETO Ha TIOTIOHOMYIIEHETO BBPXY
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(hapMakoKHHETHKaTa Ha HanumnepuaoH He e npoydero ¢ BY ANNLI. [TonynanunoHHUST
(hapMaKOKMHETHYCH aHAJIN3 Bb3 OCHOBA Ha JaHHU C NepopalicH MAIUIEPUIOH TaOlIEeTKH C yIBIIKEHO
0cBOOOKAaBaHe MMOKa3Ba HE3HAUYUTEITHO TI0-MaJIKa EKCIIO3HIIUS Ha TTATUIIEPUIOH MPH MyIIavyuTe B
CpaBHEHUE C HellynauuTe. Majko BEpOSTHO € Ta3U pa3iuKa Jia € OT KIMHUYHA 3HAYUMOCT.

5.3 IlpeakJuHUYHHU JAHHHU 32 0€30MACHOCT

IIpoyuBaHusATa 32 TOKCHYHOCT IIPYU MHOIOKPATHO UHTPAMYCKYJIHO IPUWIOKEHUE HA NMATUIIEPUIOHOB
naaMuTat (JekapcTBeHa (hopMa 3a MPUIOKEHUE BEIHBK MECEUYHO) U TIEPOPATHO MPHIIOKEH
NMaATUIICPUIOH ITPU INTBXOBE U Kyd€Ta ITOKa3BaT IMMPEANMHO q)apMaKOHOFH‘IHH e(i)eKTI/I KaTo cecaanuAa u
MeIUUpaHH OT IPOJAKTHH e(EeKTH BbPXY MIICUHUTE JKJIe3U U reHuTanuute. [Ipu nexyBanu c
MAUATIEPUIOHOB MAIMUTAT XKUBOTHU CE€ HAOII0]aBa Bh3NAIUTENIHA PEaKIUs Ha MACTOTO Ha
HHTPaMYCKYJTHOTO HHXekTupane. [loHskora ce oOpa3ya adcriec.

B npoy4Banus 3a penpoyKIuaTa Ipy IUTEX0BE C MEPOPAITHO MPHIIATaH PUCIIEPUIOH, KOUTO
€KCTEH3UBHO Ce MPEBPBIIA B NATUIIEPHIOH TIPH IUTHXOBE U X0pa, ca HAOII01aBaHH HEXKETaH!
e(eKTH BbpPXY TETJIOTO NPHU paXkJaHe U MPEeKHUBSIEMOCTTa Ha MOTOMCTBOTO. He ca HabmogaBanu
eMOPHOTOKCHYHOCT WK Mal(pOpMalliK ClIe]] HHTPaMYCKYJIHO MPHIOKEHNE Ha TaTUIIEPHIOHOB
naJMuTaT Ha OpeMEeHHH TUThXOBe A0 Haif-Bucokata no3a (160 mg/kg/neH), choTBeTCTBaIA HA
1,6 TbTH HUBOTO Ha €KCIIO3MIIUS MPH XOpa IPU MakcuMalHara npernopbuntenta go3za 1 000 mg.
Korato ca npunaranu Ha OpeMeHHH XKHBOTHH, IPYTH TOTIAMHUHOBH aHTArOHUCTHU ca IPUYNHHIIH
HETaTUBHU €EKTH BHPXY CIIOCOOHOCTTA 33 yUEHE M JBUTATEITHOTO Pa3BUTHE HA IIOTOMCTBOTO.

HaHI/IHepI/IIIOHOB majJMuTaT U NAIUINICPUIOH HE Ca TCHOTOKCHUYHH. HpI/I Ipoy4YBaHUA 3a
KaHI[EPOTeHHOCT Ha TIePOPAJTICH PUCTICPHIOH TIPH MIBXOBE M MUIIIKK Ca HAOII0JaBaH! YBEJIHUYCH Opoi
aZeHOMH Ha Xunodu3HaTa jkiie3a (MUIIKN), aIecHOMH Ha IMaHKpeaca (TUTbXOBE) U aJlCHOMH Ha
MIIeYHaTa *Jie3a (U mpH aBata Bujaa). KaHeporeHHUAT noTeHIMal Ha HHTPaMyCKYyITHO
WHXXCKTHUPAHUA NAJTUIICPUAOHOB MMaJIMUTAT € OLICHCH IIPU IIJIBXOBE. C’I)HICCTByBa CTaTUCTHYCCKU
3HAYMMO yBEJIHUCHHUE Ha aJICHOKAPIIMHOMUTE Ha MJICUHHTE JKJIC3U TIPH JKeHCKH Turbxose mpu 10, 30 u
60 mg/kg/mecer. [Ipu MBKKHUTE TIBXOBE CE€ HAOJI0JaBa CTATUCTHYCCKU 3HAYUMO YBEIIMUCHHUE Ha
a/JICHOMUTE U KapIIMHOMHUTE Ha MileuHara sxie3a npu 30 u 60 mg/kg/mecen, koero ¢ 0,3 u 0,6 mbTH
HUBOTO Ha EKCTIO3UIHS MTPH MaKcUMalHaTa npenopbuntenta 1o3a 1 000 mg npu xopa. Te3u Tymopu
Morar Jia ObaT CBbP3aHHU C MPOABIDKUTEIHUS ToTaMUH D2-aHTaroHU3bM U ¢
XUIICPIPOJIAKTUHEMHUATA. 3HAaYMMOCTTA Ha TE3U TYMOPHH HAXOIKH! IIPU I'prU3avd 110 OTHOIICHUC Ha
pHCKa IIpU X0pa He € N3BECTHA.

6. OAPMAIEBTUYHU JAHHU

6.1 Cnucbk Ha TOMOIIHHUTE BellecTBA

[omucopbar 20

IMonmuerunen rimkou 4 000

JluMOHEeHa KMCeTnHA MOHOXHIpAT

Hatpues quxunporengpochat MOHOXUAPAT

Hatpues xunpokcun (3a kopekiyst Ha pH)

Bonma 3a umxexknuu

6.2 HecbBMecTHMOCTH

To3u iekapcTBEeH MPOIYKT HE TPSAOBA 11a CE CMECBa C IPYTH JICKAPCTBEHH MTPOTYKTH.

6.3 Cpok Ha rogHoCT

2 TOOVHU
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6.4 ChnenmnaJjHH ycJI0BHUS HA CbXpPaHeHUe

To3u nexapcTBeH NPOAYKT HE M3UCKBA CIIEIIHAIHU TEMIIEPaTypHHU YCIOBUS Ha ChbXpaHEHHeE.
TpaHcnopTupaiiTe U CbXpaHsABalTE B XOPU30HTAIHO MOJIOKEHHE. BikTe cTpenkuTe BbpXy
KapTOHEHaTa KyTus, 3a Ja ONpPIAEINTE IPABUIHOTO MTOJIOKEHUE.

6.5 Bwuau chabpkaHue Ha ONAKOBKATA

700 mg

3,5 ml cycniensus B mpeABapUTEIHO HAITbJIHEHA CIIPHHIIOBKA (IIMKJI00JIE()UHOB CHIIOIMMED) C TI1aBa
Ha OyTaio, OyTaio, 3aJicH OrpaHUYUTEN U MPEANasHo Kamnade (6poMoOyTHIIOBA T'yMa) C ThHKOCTEHHA
obe3omacena urina 20G 1% urga (0,9 mm x 38 mm).

1000 mg

5 ml cycnieH3us B IpeiBapuUTEIHO HAITbJIHEHA CIPUHIIOBKA (LIUKJI00Ie(HHOB CHIIOINMED) C IIaBa Ha
OyTano, OyTano, 3aJiIcH OrpaHMYUTEN U MpeAnazHo kanade (OpoMoOyTHIIOBA TyMa) C THhHKOCTEHHA
obesomacena uriaa 20G 1% unga (0,9 mm x 38 mm).

Bu onakoBka:
OnakoBkaTa ChIbpka | mpeaBapUTENHO HAMbJIHEHA COPUHLIOBKA U | urna

6.6 CrHenuajHu npeana3sHu MEPKH NMPU U3XBBPJIsIHE U padoTa

TpancnopTupaiite 1 CbXpaHsIBaiiTe B XOPU30HTAIHO MOJIOKEHHUE, 3a []a CE YJIECHH PECYCICHIUPAHETO
Ha TO3HM BUCOKO KOHIICHTPUPAH MPOJYKT U J]a Ce MPEIOTBPATH 3aIyIIBAHETO HA HIJIATA.

Pasknarere cripuHIIOBKaTa ¢ MHOTO OBbP3H JIBM)KEHHSI B IPOIBIDKEHUE HA TTOHE 15 CeKyHIU, MOYHHETE
CH 3a KpaTKo, a Clie]l TOBa pa3kiaTeTe OTHOBO B IpoAbKeHue Ha 15 cexynau. [Ipean nmxextupane
cycrieH3usATa TpsAOBa /1a Obe mpoBepeHa Bu3yanHo. Koraro ce pecycnenaupa 1o0pe, IpoIyKThT €
€IHOPOJICH, I'bCT M MIIEYHOOsI. [IbTHHUTE HHCTPYKIMK 32 ynoTpeba u padota ¢ BYANNLI ca
HPEIOCTaBEHH B JIMCTOBKATA (BUKTE MHpOpMayus, npeOHasHauena 3a MeOUYUHCKU CReYUuarucmu).
Hewusnos3BaHusT JeKapcTBEH NPOAYKT WM OTIAABYHUTE MAaTEPHAIM OT HEro TPsIOBa Jja ce U3XBBPIIAT
B CHOTBETCTBHE C MECTHUTE N3UCKBAHHSI.

7. INPUTEXATEJ HA PABPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

Turnhoutseweg 30

B-2340 Beerse

benrus

8. HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1453/007

EU/1/20/1453/008

9. JATA HA ITbPBO PASPEIIABAHE/IIOJHOBSIBAHE HA PAZPEIIEHUETO 3A

YIIOTPEBA

Jara Ha mbpBO paspemaBane: 18 ronu 2020 1.
JlaTa Ha mocieaHO O THOBSIBaHE:
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10. [JATA HA AKTYAJIMU3UPAHE HA TEKCTA

05/2023

IToapo6Ha wHpOPMAITHS 32 TO3U JEKAPCTBEH MPOAYKT € JOCThITHA Ha yeOcaiita Ha EBponefickara
areHIus mo Jiekapcraata http://www.ema.europa.eu.

24


http://www.ema.europa.eu/

NNPUJIOXEHUE I1

IMPOU3BOJAUTEJI(M), OTTOBOPEH(HMN) 3A
OCBOBOXKJIABAHE HA ITAPTUHN

YCJIOBUSA NJIX OTPAHUYEHMUSA 3A TOCTABKA U
YIIOTPEBA

APYI'U YCJIOBUS N UBUCKBAHUSA HA PASPEHIEHUETO
3A YIIOTPEBA

YCJIOBUA NJIN OT'PAHUYEHMNSA 3A BE3OITACHA U
EDOEKTHUBHA YIIOTPEBA HA JIEKAPCTBEHUSA TPOAYKT
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A. MPOU3BOJUTEJI(M), OTTOBOPEH(HH) 3A OCBOBOKJIABAHE HA IIAPTUIU

Hwme u agpec Ha npoussoaureisi(Ure), OTTOBOPEH(HI) 32 OCBOOOKAaBaHe HA APTHUINTE

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

b. YCJIOBUS NN OT'PAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHUSAT MPOIYKT C€ OTITyCKa IO JIEKAPCKO MPEeIITHCaHue.

B. JPYI'M YCJIOBUS U UBNCKBAHUS HA PASPEHLIEHUETO 3A YIIOTPEBA
. IlepuoauyHu aKTyaJau3upanu 1okjaaau 3a 6esonacuoct (ITAJIB)

N3uckBanusTa 3a nojgaade Ha [TAJIb 3a To3u nekapcTBeH MPOAYKT ca IOCOYEHU B CIIUCHKA C
pedepentauTe natu Ha EBponetickus cpio3 (EURD crimenk), npensuses B wi. 1078, ait. 7 oT
Hupextura 2001/83/EO, 1 BB BCHUKH CIIEIBAIIM aKTyalu3aluy, myoiaukyBanu Ha EBponerickus
yeOropTal 3a JeKapcTBaTa.

r. YCJI0BUA NN OT'PAHUYEHUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TPOAYKT

. ILnan 3a ynpasjenue Ha pucka (ITYP)

[purexaTtensaT Ha pa3perienuero 3a ynorpeda (IIPY) TpsOBa na n3BbpIIBa U3UCKBAHUTE JEHHOCTH U
NEHCTBHA, CBBP3aHH C MPOCTIeIIBaHe Ha JIeKapcTBeHaTa 0€301acHOCT, TocodeHu B ogo0penus [1YP,

npezacTaBeH B MOy 1.8.2 Ha pa3pelieHueTo 3a ynorpebda, KakTo ¥ BbB BCHUKH CJICABAIIH 0JI00pEHH
akTyanusauuu Ha IIVP.

Axrtyammsupan [1YP tpa6Ba na ce momasa:

° 1o uckaHe Ha EBpomneiickaTa areHius 1o JeKapcTBara;

. BHHAr¥ KOTAaTO CE M3MEHS CUCTEMAaTa 3a yIpaBlieHHuEe Ha pUCKa, 0COOSHO B pe3yiTaT Ha
MoJTyYyaBaHe Ha HOBAa WH(GOPMAIHS, KOSTO MOXE J1a JOBEJIE 10 3HAYUMH IMPOMCHU B
CHOTHOIIIEHUETO ITOJI3a/PUCK, HITH CIIe/ JOCTUTaHEe Ha BayKeH eTarl (BbB BPh3Ka C MPOCIe/IsIBaHe
Ha JIeKapcTBeHaTa 0€30TTaCHOCT WITH CBEXIAHE Ha PUCKA JO MUHUMYM).
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IPUJIOKEHME II1

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA
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A. IAHHHA BBPXY OITAKOBKATA
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JAHHHU, KOUTO TPSABBA JA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUSA

1. HNME HA JIEKAPCTBEHUS TPOAYKT

BYANNLI 700 mg nHxeKIMOHHA CYyCIIEH3HS C YABIDKEHO OCBOOOKIaBaHEe B IPEIBAPUTEITHO
HaITbJIHEHA CIIPUHIIOBKA
MATHATIEPUIOH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEIIIECTBO(A)

Bcsika mpeaBapuTenTHO HaITBIHEHA CIIPUHITOBKA Chabpxka 700 mg mamumnepuaoH (o ¢popmara Ha
MATUTIEPUIOHOB MAIMHUTAT).

3. CIIMCBK HA IOMOIIIHUTE BEINECTBA

[Momonrnu BemecTBa: moaucopoar 20, monueTwiieH riavkod 4 000, TMMOHEHA KHCEIMHA MOHOXUIPAT,
HaTpUeB AUXUAporeHPpochaT MOHOXUAPAT, HATPUEB XUIPOKCU U BOJIA 32 WHIKEKIIUU

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

WmxekunoHHa CycIieH3usl ¢ YIBIKEHO OCBOOOXKIaBaHEe
1 npeaBapuTEIHO HAITbJIHEHA CIPHHIOBKA 3,5 Ml
1 urna

5. HAYHUH HA ITPUJIOKEHUE U ITBT(MIIIA) HA BBBEXKJIAHE

[Ipenu ynorpeba npodereTe IMCTOBKATA.
[IpennazHavyeHo 3a HHTPAMYCKYJIHO NPHIJIOKEHUE B CEJATUIITHUS MYCKYJT

6 IIpunaraiite Ha Bcekn 6 Mecena
MECEIIA

Pasknarere cipuanioBkara c MHOI'O BbP3U nBuxkenus Harope u HaJoy B
NpOABIDKEHUE Ha 15 ceKyHu, cesl KOETO IIOBTOPETE

6. CIIEHUAJIHO ITPEAYHPEXJIEHUE, UE JIEKAPCTBEHUSAT ITPOAYKT TPABBA
JA CE CBbXPAHSBA HA MsICTO, HEJOCTBIIHO 3A JJEITA

I[a C€ ChbXpaHsBa Ha MACTO, HEAOCTBIIHO 3a JCIIa.
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‘ 7. APYI'U CHELHUAJIHU NPEAYHPEXIEHUS, AKO E HEOBXOJINUMO

HpI/InaraﬁTe CaMoO C IMOMOIITa Ha urjarta, npeaoCTaBCHa B OIIAKOBKATa.

‘ 8. JATA HA UI3TUYAHE HA CPOKA HA TOAHOCT

T'onen no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUE

Tpancnoptupaiite u cexpanssaiite ¢ TA3SU CTPAHA HAT'OPE
ITOCTABETE B JIETHAJIO ITOJIOXKEHUE

HAT'OPE

[TocTaBere c HacOUEHHU HArope CTPEIKU

HAJOJY

Tpauncnioptupaiite u cbxpansaiite ¢ TASU CTPAHA HAJIOJTY
ITOCTABETE B JIETHAJIO ITOJIOXKEHUE

10. CHEIUAJIHU ITPEAITIASHU MEPKHU ITPU U3XBBPJISSHE HA HEU3ITIOJI3BAHA
YACT OT JIEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPHAJIA OT
TAX, AKO CE U3UCKBAT TAKUBA

11. HME U AJAPEC HA IIPUTEXKXATEJISA HA PASPEIHEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP(A) HA PASPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1453/007

13. TTAPTHUJIEH HOMEP

ITapTuna:

‘ 14, HAYMH HA OTITYCKAHE

| 15. YKA3AHMSI 3A YIIOTPEBA
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16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

BYANNLI 700 mg

‘ 17. YHUKAJIEH UAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/I

JByn3mepeH 0apKoJ ¢ BKIIIOYEH YHUKAIICH UACHTU(PHUKATOP

‘ 18. YHHUKAJIEH UAEHTUOPUKATOP — JAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JA CbABPXKXAT BJIMCTEPUTE U JIEHTUTE

ETUKET HA BJIMCTEPA

1. HNME HA JIEKAPCTBEHUS TPOAYKT

BYANNLI 700 mg umxekuus
HaJHIICPUIOH

2. NME HA TPUTEXATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA N3TUYAHE HA CPOKA HA TOAHOCT

‘ 4. ITAPTUJAEH HOMEP

| 5.  JIPYTO

W3znckBa ce cnenuanHo pasKialaHe, 3a 1a ce n30erHe 3amyiBaHe Ha UIiiaTa.
ITpouerere Hngopmayusa, npednasnauena 3a MEOUYUHCKU CNEYUATUCTIU.
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MMUHUMYM JJAHHHU, KOUTO TPABBA JJIA CbABPKXAT MAJIKUTE EAUHUYHU
I'bPBUYHU OITAKOBKH

INPEJABAPUTEJIHO HAITbJIHEHA CITPUHIIOBKA

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

BYANNLI 700 mg umxexus
MaJTUIEPHUIOH

2. HAYUH HA TIPUJIOKEHUE

i.M. B ceanIIHUSI MyCKYIT

2
PaszknaTeTe ¢ Obp3u NBIKEHUS

‘ 3. JATA HA TI3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPXKAHUE KATO MACA, OBEM NJIX EJUHUIIN

700 mg

| 6.  JIPYTO
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JAHHHU, KOUTO TPSABBA JA CbAbPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUs

1. HNME HA JIEKAPCTBEHUS TPOAYKT

BYANNLI 1 000 mg nHXeKIuOHHa CYCIIeH3HS C YABDKEHO OCBOOOKIaBaHEe B IIPEIBAPUTEITHO
HaITbJIHEHA CIIPHHIIOBKA
NATUIIEPHIOH

2. OBSBSABAHE HA AKTUBHOTOMTE) BEHIECTBO(A)

Bcesika npeaBapuTeiHO HabJIHEHA CIIpUHIIOBKA chabprxka 1 000 mg namunepuoH (KaTo
MATUTIEPUIOHOB MAIMHUTAT).

3. CIIMCBK HA IOMOIIIHUTE BEINECTBA

[Momomnrnu BemecTBa: moaucopoar 20, monuerwiieH riaukoa 4 000, TMMOHEHa KHCEIMHA MOHOXUIPAT,
HATpUEB AUXUApPOreH(ochaT MOHOXUAPAT, HATPUEB XUAPOKCUI U BOJIA 33 MHIKEKIIUU

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

MHXeKIMOHHA CYCIICH3US C yIBDKEHO 0CBOOOX/1aBaHE
1 mpeaBapuUTEIHO HAITBJIHEHA CIPUHIIOBKA 5 Ml
1 urima

5. HAYHUH HA ITPUJIOKEHUE U ITBT(MIIA) HA BBBEXXJIAHE

[Ipenu ynorpeba npodereTe IMCTOBKATA.
[IpenHazHavyeHo 3a HHTPAMYCKYJIHO MPHIJIOKEHUE B CEJATUIITHUS MYCKYJT

6 [Ipunaraiite Ha Bceku 6 mecena

MECEITA

Pasknarere cnpuanoBkara ¢ MHOI'O BbP3U nBmxenust Harope 1 Haoy B
IPOIBJDKEHUE HA 15 CeKyHMMU, CIe]l KOETO IOBTOPETE

6. CIIENUAJIHO INTPEAYHPEXJIEHUE, YE JIEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBXPAHSBA HA MsACTO, HEJOCTBIIHO 3A JTEIIA

[a ce cpxpansiBa Ha MACTO, HEAOCTHITHO 32 JICTIa.
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‘ 7. APYI'U CHEHUAJIHU NPEAYIPEXJIEHNA, AKO E HEOBXOJUMO

HpnnaraﬁTe caMoO C ImoMoIITa Ha urjiara, Ipe€aoCTaB€Ha B OllaKOBKara.

‘ 8. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

T'oneHn no:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHMUME

Tpaucnoptupaiite u cbxpansiBaiite ¢ TASW1 CTPAHA HAT'OPE
ITOCTABETE B JIETHAJIO ITOJIOXKEHUE

HAT'OPE

[TocTaBere c HacOUEHU HArope CTPEIKU

HAOLOJIY

Tpancnoptupaiite u cpxpansasaiite ¢ TA3M1 CTPAHA HAJIOJTY
IIOCTABETE B JIETHAJIO ITOJIOXKEHUE

10. CHELOHAJIHU ITPEANTASHU MEPKHU IMPU U3XBDBHPJISIHE HA HEU3IMOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HME U AJPEC HA IIPUTEXKATEJISI HA PASPEITIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrus

12.  HOMEP(A) HA PABPEIIEHUETO 3A YIIOTPEBA

EU/1/20/1453/008

13. TAPTUJAEH HOMEP

ITaptuna:

‘ 14, HAYMH HA OTIIYCKAHE

‘ 15. YKA3AHMA 3A YIIOTPEBA
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‘ 16. HWH®OPMAIIMS HA BPAHJIOBA A3BBYKA

BYANNLI 1 000 mg

‘ 17.  YHUKAJIEH HAEHTU®UKATOP — JIBYU3MEPEH BAPKO/

JByn3mepeH 0apKoJI ¢ BKIIOYECH YHUKAIIEH UACHTH(QHKATOP

‘ 18. YHUKAJIEH WIAEHTUO®UKATOP — JJAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MMUHUMYM JAHHHU, KOUTO TPABBA JIA CbABPXAT BJIMCTEPUTE U JIEHTUTE

ETUKET HA BJIMCTEPA

1. HNME HA JIEKAPCTBEHUS TPOAYKT

BYANNLI 1 000 mg unxekuus
HaJHIICPUIOH

2. NME HA TIPUTEXATEJISA HA PASPEHIEHUETO 3A YIIOTPEBA

Janssen-Cilag International NV

‘ 3. JATA HA U3TUYAHE HA CPOKA HA TOAHOCT

‘ 4. IHAPTUJEH HOMEP

| 5.  JIPYTO

W3znckBa ce cnenuanHo pasKialaHe, 3a 1a ce n30erHe 3amyiBaHe Ha UIiiaTa.
ITpouerere Hngopmayusa, npednasnauena 3a MEOUYUHCKU CNEYUATUCTIU.

| 6. JPYTO
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MMUHUMYM JAHHHU, KOUTO TPABBA JJIA CbABPKXAT MAJIKUTE EAUHUYHU
I'bPBUYHU OITAKOBKH

INPEJABAPUTEJIHO HAITBJIHEHA CIIPUHIIOBKA

‘ 1. HNME HA JIEKAPCTBEHUS NTPOAYKT U I'BT(MIIA) HA BBBEXKJIAHE

BYANNLI 1 000 mg nmxexmus
MaJTUIEPHUIOH

2. HAYUH HA TIPUJIOKEHUE

i.M. B cCeamnIIHUSI MyCKYT

Pazknarere ¢ Obp3u ABHIKEHUS

‘ 3. JATA HA T3TUYAHE HA CPOKA HA TOAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. CBbABPXKXAHUE KATO MACA, OBEM NWJIN EJJUHULIN

1 000 mg

| 6.  JIPYTO
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b. IUCTOBKA
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JIncroBka: nadopmanus 3a noTpeduTest

BYANNLI 700 mg un:keKIIMOHHA CYCHeH3HUsI € YIBJIKEHO 0CBOOOK/IaBaHe B IIPeIBAPUTETHO
HAbJHEHA CIIPMHIOBKA
BYANNLI 1 000 mg un:keKUMOHHA CyCIIeH3Us ¢ YIBKEHO 0CBO00K1aBaHe B MPEABAPUTEIHO
HAITbJIHEHA CIIPUHIIOBKA
nanunepuaon (paliperidone)

IIpouerere BHUMATEIHO LsJIATA JUCTOBKA, IIPEIM 1A 3all04YHeTe Ja U3I0J13BaTe TOBA

JIEKAPCTBO, Thil KATO TH ChAbpiKa BaxxHa 32 Bac nndgopmanus.

- 3amaszeTe Ta3u IMCTOBKAa. MoXke 1a ce HaJloXkKH Ja s IPOYETEeTe OTHOBO.

- AKO MMaTe HSIKaKBH JIOMIBJIIHUTEIHN BBIIPOCH, oNUTainTe Bamms nekap, papmaneBT uin
MEIUIUHCKA CECTPA.

- AKO MoNTyynTe HSIKaKBH HEXXEIaHU peaklnu, yBenoMere Bamms nekap, papManeBT wim
MeAMIMHCKA cecTpa. ToBa BKJIIOUBA U BCUUKH Bb3MOKHU HEKEIAHU PEAKIIMY, HEOIIMCAHH B
Ta3u JUCTOBKA. Brxre Touka 4.

KakBo cbabp:ka Ta3u JIUCTOBKA

Kaxkgo npencrasisisa BY ANNLI u 3a kakBo ce U3I10J13Ba
Kaxso Tps6Ba na 3Haere, npeau aa n3nonzpare BY ANNLI
Kax na uznomssare BYANNLI

Bb3M0OXHU HEXeNnaHu peakluu

Kak na crxpansisare BY ANNLI

CT:.I[T:p)KaHI/Ie Ha OIIaKOBKaTa 1 JOIIBJIHUTCIIHA I/IH(i)OpMaHI/IH

ok whE

1. Kakgpo npeacrasiasiBa BYANNLI u 3a kakBo ce u3noJssea

BYANNLI cpabpka akTHBHOTO BEIECTBO NAIUIIEPUIOH, KOETO MPUHAANIEKH KbM TpyliaTa Ha
AHTUIICUXOTUYHUTE JIEKAPCTBA.

BYANNLI ce u3nomn3ea kaTo NOAXBbPKALIO JIEYEHHE 32 CAMITOMUTE Ha MM30(PEHUs IPH BB3PACTHU
MAIUEHTH.

AKO CTe ce MOBJMSUIN JI00pE OT JICYCHUETO C MATUICPUIOHOB MAJIMHUTAT 33 MHIKEKIIMOHHO
TIPHUJIOKEHHE BETHBK MECEUHO WIIM BEJHBK Ha BCEKH TPH Mecela, Bammst gexap moxxe na Bu
HazHayu jeuenre ¢ BYANNLI.

[luzodpenusra e 3abosBaHe C ,,[IO3UTHBHH U ,,HETATHBHU  CUMIITOMU. [103UTHBHY 03HAYaBa
MposiBa Ha CHMIITOMH, KOUTO HOPMaJHO He ce HaOromaBar. Hampumep 4oBek ¢ mm3ohpeHns Moxe /1a
YyBa IIaCOBE WM BIKIA HEIla, KOUTO HE CHIECTBYBAT (HApEUEHU XATIOIMHAIINN), 1a BSIpBa B HEIIa,
KOUTO HE ca BepHHU (M30MaYCHO Bh3MPUEMaHe Ha JCHCTBUTEIIHOCTTA), MM J]a C€ YyBCTBA HEOOMUYAHHO
MOI03pUTENEH KbM JIpyrute. HeraTuBHM 03HauyaBa JIMIICAa HA MOBEACHUE UM YyBCTBA, KOUTO
HOPMAJTHO CHITIECTBYBAT. HampuMep "doBek ¢ Mu30hpeHIs MOXKE Ja U3TIIEKIa OTIYXKIACH U 3001110 Ja
HE pearupa eMOIMOHAIHO WX IIBK J1a ©Ma 3aTPYIHCHUS Ja TOBOPH IO SICCH U JIOTHYCH HauuH. XopaTa
C TOBa 3a00JIsIBaHE CHIIO TaKa MOXKE Jia C€ YyBCTBAT JCIPECUPAHHU, J1a U3MUTBAT TPEBOKHOCT, YYBCTBO
Ha BUHA WIH J1a ca HalperHaTH.

BYANNLI Moe 1a noMOrHe 3a 00JIeK4aBaHe Ha CUMIITOMHUTE Ha BameTo 3a0014Bade U 1a HaMallu
PHCKa OT TSIXHOTO Bb300OHOBSIBaHE.

2. Kakso TpsadBa na 3Haere, npeau aa usnouassare BYANNLI

He npuemaiite BYANNLI

- aKo CTe aJIeprHYHM KbM MMaJTUIEPHIOH WK KbM HAKOS OT OCTAHAIHUTE ChbCTaBKU Ha TOBA
JekapcTBO (M36pOeHH B TOUKa 6).
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- aKO CTC aJICPIUYHU KbM PUCIICPUIOH.

IpenynpexaeHus: ¥ NpeanasHu MepKu

I'oBopere ¢ Bamus nekap, hapmaiieBT win MeMIIMHCKA cecTpa, peau aa usnoizpare BY ANNLI.
ToBa ekapcTBO HE € MPOYYBAHO MPHU MALUEHTU B CTapueCKa Bb3pacT ¢ AeMeHIUs. Brnpeku ToBa, npu
MAIAEHTH B CTapUyecka Bb3pacT ¢ IEMCHIIHS, KOUTO Ce JIEKYBaT ¢ APYTH ITOJO00OHN BUIOBE JIEKApCTBA,
MOJYK€ J[a Ma MTOBHIIIEH PUCK OT MHCYJIT WIIK CMBPT (BXK. TouKa 4).

Bceuuku ekapcTBa UMAT HEXXEJIaHU PEAKIIUU, a HIKOU OT HEXXKEJIAaHUTE PEeaKlui Ha TOBa JIEKapCTBO
MOTaT Jia BJIOIIAT CUMITTOMUTE Ha Apyry 3abonsBanus. [lopaay Ta3u npuynHa € BaXKHO Ja OOCHANUTE C
Bamus nexap BCSKO OT CIIEIHUTE CbCTOSIHUSA, KOUTO MOTEHIUAIHO MOTAT J1a CE BJIOLIAT 10 BPEME Ha
JIEYEHUETO C TOBA JIEKAPCTBO:

- ako umare 6onect Ha [lapkuHcOH

- aKo MMaTe THIT JIEMCHIINS, HapeUeHa ,,IeMEHIHs ¢ Tenna Ha JleBu

- aKko Hskora Bu e Ouna moctaBeHa quarsosa 3a 3a00JsIBaHe, YUUTO CUMIITOMHU BKJTFOUBAT BUCOKA
TeMIIepaTypa U CKOBaHOCT Ha MYCKYJIHTE (M3BECTHO CHIIIO KaTO 3JI0KAYECTBEH HEBPOJICITHICH
CUHJIPOM)

- aKO HSKOTa CTe M3MUTBAIY MOTPEMBAIH WIN PE3KU JBHKCHHUS, KOUTO HE MOXKETE J1a
KOHTPOJIUpPATE, 110 JINIETO, €3UKa MM APYTH YaCTH Ha TSUTOTO CH (TapAMBHA JUCKUHE3MS)

= ako Bu e HU3BE€CTHO, Y€ B MUHAJIOTO CTC NMAJIM HUCKH HHBA HA 6CHI/ITC KPBbBHU KJICTKN (KOCTO
MOeE J]a € WU J]a He € OUJI0 PUYHMHEHO OT JPYTH JIeKapCcTBa)

- aKo UMaTe AHabeT WM CTe IIPEeapasIloIoKEHH KbM THadeT

- aKO CTC MMaJIi paK Ha IrbpaaTa U TyMOp Ha XI/IHOd)I/IEIHaTa JKJI€3a B MO3BbKa

- aKO UMAaTe ChPIEUHO 3a00JIsIBaHE UM JICUCHUE HA ChPICYHOCHI0BH 3a00sIBaHuUs, KOETO Bu
MPaBH MPEIPA3MOI0KEHN KbM HUCKO KPhBHO HAIsITaHEe

- aKo MMaTe HUCKO KPhbBHO HAJSITaHe NIPW BHE3AITHO IPEMUHABAHE OT JIETHAJO B CEHAIO HIIH
W3IPaBEHO TOJI0KEHHE

- aKo MMaTe aHaMHe3a 3a I'bPUOBe

- aKo mMare pobiemu ¢ 6bp0peruTe

- aKo MMare IpoOIeMHu C YepHUsI IPO0

- aKo UMate NPOIBIDKUTENTHA W/UITK 00JIe3HEHA ePEeKIHS

- aKo uMare poOJIeMH ¢ KOHTPOJIMPAHETO Ha TeJeCHATa TeMIlepaTypa UK MperpsBaTe

- aKoO MMaTe HEOOMYaliHO BUCOKO HHUBO Ha XOpMOHA NPOJIaKTUH B KPBBTa CU UJIM aKO BEPOATHO
nMaTe 3aBUCHUM OT IIPOJIAKTHUH TYMOP

- ako Bue unu Hako# ApyT oT Barero ceMelcTBO MMa aHaMHe3a 32 KPbBHU ChCHPEIIH, ThH KaTo
AHTUTICUXOTHUIIATE CE CBBP3BAT C 00pa3yBaHETO HA KPHBHU CHCHPEIIH.

AXo0 BMMaTe HIKOE OT TE3H 3a60H$IBaHI/I$I, MOJIA, TOBOPCTE C Bammus JICKap, TBH KaTO TOM/TS MOKE Ja
IIOMUCKa a KOpurupa go3ara Bu nim Ja Bu Ha6moz[aBa 34 U3BCCTCH IIEprUoA OT BpEME.

B MHOrO peaku ciryyau mpu NauueHTUTe, IpUEMallH TOBa JIEKApCTBO, ce HalJItoJaBa OMacHO HUCHK
Opoii Ha orpeneneH BUJ Oenu KPhbBHU KIIETKH B KPBBTA, HEOOX0AUMU 3a 60pOa ¢ nHpeKnusaTa u
3aTroBa Bammar nekap Moxe /1a mpoBepu Opos Ha Oenute Bu KpbBHU KIIETKH.

Psaxo Morart fa Bb3HUKHAT allepTUYHU PeakIuu clie noiaydaBane Ha unxekuud BY ANNLI, nopu u
aKo TIPEeIN TOBA CTE IMMOHACSUIN TOOpE MAHMIIEPUIIOH UITH PUCIIEPUIOH 32 MTEPOPATHO TPIIIOKCHHE.
[ToTbpcere HE3a0aBHO MEIUIIMHCKA TOMOIII, aKO TIOJYYUTE OOPHB, MOyBaHE HA I'bPJIOTO, ChPOSK MU
POOJIEMH ¢ JUIIAHETO, Thi KaTO TOBA MOKE Jia ca MPU3HAIM Ha CEpUO3HA aJlepriuyHa peaKiusl.

ToBa JIEKaApPCTBO MOXKE Oa JOBEAC N0 IMOBHUIIABAHE UJIW HaMaJIAIBAaHE Ha TCJICCHOTO TEIJIO.
3HAYNTCITHUTE IMPOMCHHU B TETJIOTO MOXKE J1a UMAT H€6HaI‘OHpI/I$ITCH G(I)GKT BBpPXY 34PaBCTO Bu.

Bammsar JICKap Tpﬂ6Ba PEAOBHO Aa u3MepBa TCICCHOTO Bu rermo.

IIpu nanuentu, npuemMaly ToBa JeKapcTBO, ce HaOJI0AaBa I0sABa Ha 3aXapeH AuadeT UM BIIOIIaBaHe
Ha CBILECTBYBAIL 3axapeH n1ualeT, mopaau koeto Bamusr nekap TpsOBa na Bu nperiena 3a npusHanu
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Ha BUCOKa KpbBHA 3axap. HpI/I ManrueHTU C YCTAaHOBCH 3aXapCH Z[I/Ia6CT TpiI6Ba PEAOBHO Oa Cce CiIeaun
HHUBOTO Ha I'IFOKO34aTa B KPBbBTA.

Tbit KaTO TOBa JICKapCTBO MOKE Ja IMOTUCHE MMO3UBUTE Bu 3a NMOBPBUIAHEC, UMA BEPOATHOCT TO Aa
MacCKHpa HOpMaJHUs OTT'OBOP HAa OpraHrM3Ma KbM HNOTMTBINAHETO HA TOKCUYHU BCIICCTBA WJIN APYTUA
MCIHUIIMHCKU CBCTOSHMUA.

Onepanuu HA KaTapakTa

AKo TImaHupaTte omnepanus Ha OKOTO, He 3a0papsiiTe na nadopmupare Bamms odeH jgekap, de
npreMaTe ToBa JiekapcTBo. ToBa € HeoOX0MMO, 3aII0TO IO BpEME Ha OIepanysaTa Ha OKOTO 3a
KkaTapakTa (IOMBTHSIBaHE Ha Jielarta Mpu Mepe):

. 3eHHIIaTa (YEPHUAT KPBT B cpefiaTa Ha OKOTO), MOKE J]a HE C€ YBEIUYU O HEOOXOAUMHUS
pasmep
. UpHCHT (OIIBETEHATA YACT HA OKOTO) MOXKE J1a 3ary0H TOHYC, KOETO MOKE Jia JIOBEJIE JI0

YBpEeXKIaHe Ha OKOTO.

Jleua u roHomIU
He uznonzpaiiTe ToBa JeKapCTBO MpH Jielia U 1oHoIu 1noj 18-roauiiHa Bs3pact. He € u3BecTHo nanu e
6e30macHO U epUKACHO IPHU Ta3u rpymna ManueHTH.

Jpyrn nexapcrBa u BYANNLI
TpsibBa na kaxkete Ha Baius nekap, ako HACKOPO CTE MPUEMaIId HIIM € Bb3MOXKHO Ja TPUeMaTe APyTrH
JIeKapcTBa.

AKoO TpremMaTe TOBa JIEKapCcTBO ¢ KapOaMmazenrH (aHTHENIISITHYHO JIEKapCTBO U CTaOUIN3aTOp Ha
HAaCTPOEHHETO) MOXeE JIa Ce HAJIOKH MTPOMSIHA Ha J103aTa Ha TOBA JIEKAPCTRO.

Tbif KaTo TOBa JIEKAPCTBO JICHCTBA MPEAUMHO B MO3bKa, H3IMOJI3BaHETO HA JIPYTH JIEKapCTBa, KOUTO
CBINO ACHCTBAT B MO3BKa, MOXKE JIa TOBEE 10 YCUIIBAHE HA HEXKEJIAHUTE PEAKITNN KaTO ChHINBOCT
WM IPYTH PEAKIINU Ha MO3bKa, HAIPUMEP APYTHU JICKAPCTBA 32 TICUXUYHU PAa3CTPONHCTBA, OIMOUIH,
AHTUXUCTAMHHU U JIEKAPCTBA 32 ChH.

YBenomere Bammms nekap, ako mpremare ToBa JICKapCTBO, JOKATO MpHeMaTe MepopacH pUCIICPUI0H
WM MATUMIIEPUIOH 3a MPOIBIKUTEIHH EpUOan OT Bpeme. Moske J1a ce Halloxku mpomMsiHa Ha Bamarta
no3a BYANNLI.

Tbit KaTO TOBa JICKapCTBO MOKEC Ja TOHWXXHU KPBbBHOTO HAJIATAHC, Tp}l6Ba Ja C€ BHUMaBa, KOrato ce
H3I10JI3Ba B KOM6I/IH3.I_II/IH C ApYyru JICKapCTBa, IOHU>KaBallll KPbBHOTO HAJIATAHEC.

ToBa nekapcTBO MOJKe Ja HaMau edekTa Ha JieKapcTBaTa cpelly Oosectra Ha [lapkiUHCOH 1
CHH/IPOMa Ha HECIIOKOWHHTE Kpaka (HalpuMep JICBOIOIA).

ToBa nexapcTBO MOXKE Ja MpeInu3BHKa ITaTOJIOTHYHU IPOMEHH B enekTpokapauorpamata (EKID),
MIPOSABSABAIIM C€ KaTO JBJIBI NEPUOJ 32 IPEMUHABAHE HAa UMITYJIC NIPE3 OINPEIENEHa YacT OT ChPLIETO
(u3BecTHO KaTo ,,yabrkaBane Ha QT unrepsana‘). Ipyru gekapcTsa ¢ TO3H €(EeKT BKIIOYBAT HAKOU
JIeKapCcTBa, U3MOI3BAaHM 32 JICUCHHE Ha pUTHMHHU HapyIIEHUs Ha ChPIETO WM 32 JICYSHHE Ha
MHQEKIYs, KAKTO U APYT'H aHTHIICUXOTHUIIH.

AKO B MIHAJIOTO CT€ MMaJld T'bPUYOBE, TOBA JEKAPCTBO MOXKE Ja YBEJIIMYH PUCKA OT mosBaTa uM. Jpyru
JIEKapcTBa C TO3U eeKT BKII0UBAT HAKOH JIEKapCTBa, M3MOI3BAHH 32 JICUSHHE Ha JEMpecus WIn

I/IH(I)CKI_[I/ISI, KaKTO U JpYTr'yd aHTUIICUXOTHIIH.

BYANNLI tpsibBa na ce u3moi3Ba ¢ MOBHUIIEHO BHUMAaHHE B KOMOMHAITHS C JIEKapCTBa, KOUTO
MOBUILIABAT aKTHBHOCTTA HA IICHTPaJHATA HEPBHA CUCTeMa (TICHXOCTUMYJIAHTH KaTO MEeTWI(EHUAT).

BYANNLI ¢ ankoxou
Ynorpebara Ha alKoxoJ TpsiOBa Jia ce n30ATBa.
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BpeMeHHOCT U KbpMeHe
AKo cTe OpeMeHHa WIN KbPMHTE, CMATATE, 4e MOXKE Jla CTe OpeMeHHa WX TIaHupaTe OpEeMEHHOCT,
MoChBETBalTE ce ¢ Bamus yiekap wiu GapManeBT npeau yrnorpedara Ha TOBa JIEKapCTBO.

Kenu ¢ oemepoden nomenyuan

OuakBa ce ciejl MPUIoKEeHUE Ha eJMHUYHA /1032 TOBA JIEKAPCTBO J]a OCTaHe B OpraHu3Ma Jio 4 TOAWHH,
KOETO MOJKe Jia pecTaBisiBa puck 3a 6edero. 3atoBa BY ANNLI TpsiOBa na ce nznomn3sa camo ako €
KaTerOpUIHO HeOOXOAMMO TPH JKEHH, KOUTO IIAaHUPAT 1a uMaT Oeoe.

bpemennocm

He Tpsi6Ba na n3non3Bare ToBa JIEKapCTBO MO BpeMe Ha OPEMEHHOCT, OCBEH aKO HE CTe 0OCHIUIIN TOBa
¢ Bamms nexap. CinemHuTe CHMITOMHI MOTAT Jja c€ TIOABSIT MTPH HOBOPOJEHH, YMHTO MalKH ca
W3IIOJI3BAIM TTAJTUTIICPUIOH TIPEe3 MOCISAHUS TPUMECTHP (MTOCISIHUTE TPU Mecella OT OPEMEHHOCTTA):
TperepeHe, CKOBAaHOCT Ha MYCKYJIMTE W/WIH CIa00CT, ChHIMBOCT, BB30y/1a, MPOOJIEMH C TUIIAHETO U
3aTpyaHeHHs B XpaHeHeTo. HoBoponeHuTe TpsiOBa BHUMATENHO Ja ce Habmroaasar u ako BameTto
0ebe pa3BHe HAKOM OT T€3U CUMITOMH, He3a0aBHO OTHPCETE METUITMHCKA TTOMOTII.

Kvpmene

ToBa jexapcTBO MOXKE Ja TPeMHUHAaBa OT MaiikaTa KbM 0e0eTo mocpeacTBOM KbpMaTa. ToBa Moke /1a
HaBpeau Ha 6e0eTo, JOpU ABJITO BpeMe ciiel nmocienHara go3a. [lopanu Tosa He TpsiOBa 1a KbpMHTE,
aKo M3IOJI3BATE WIIM CTE M3MOJI3BAIIM TOBA JIEKAPCTBO IPe3 MOCIeTHUTE 4 TOTUHH.

lodupane u paéora ¢ MAIIMHU

ITo BpeMe Ha JeUEHHETO C TOBA JIEKAPCTBO MOTAT Ja BE3HUKHAT 3aMaliBaHe, CUTHA yMOpa U IPpooiieMu
ChC 3peHueTo (BIKTE Touka 4). ToBa TpsOBa Aa ce NMa MPEABHI B CIIydanTe, KOTaTo ce H3UCKBA
IIBJIHO BHUMaHUE, HapUMep NpH modupaHe uin padboTa ¢ MallnHu.

BYANNLI cbabpixa HaTpHii
ToBa nexapcTBO chABPKa Mo-Manko ot 1 mmol Hatpwii (23 mg) Ha 103a, T.€. MOXKe Ja ce Kaxe, 4e
NPaKTUYECKH HE ChABPKA HATPUH.

3. Kak na usnoazsare BYANNLI

ToBa nekapcTBO ce mpuiara ot Baius Jiekap Wid Ipyr METUIMHCKHU CTICIHanCT. Bammsr iekap e
Bu kaxxe xora ¢ Heo0x01uMO aa Bu Objie ocTaBeHa cieaBaiiara HHKeKius. BaxHo ¢ 1a He
MpOIycKaTe TIaHUpaHaTa J103a. AKO HE MOXKETe Jia cria3uTe yroBopeHust Bu uac npu nekapsi, odanere
ce BeJHara, 3a Jia Moe Jia ObJie HacpoueHa Jpyra cpemla Bb3MOXKHO Hai-CKOpo.

IIle momyuaBate mo exana wmkekuss BY ANNLI B ceganumiaus MycKyJI BETHBXK Ha BCEKU 6 Mecera.

B 3aBucumMocT ot cumnromute Bammst JICKAap MOKE a YBEJINYN UM HaMaJIN KOJINUYECTBOTO
JICKapCTBO, KOCTO IMOJIydaBaTe, 1o BpEME Ha ClI€ABallaTa rjiaHrupaHa WHXCKIHA.

ITanuenTty ¢ 660peUHH MPOOIEMU

Axo nmare jexu 0b0peunu mpodiaemu, Bammsit nekap e onpenenu nanu BY ANNLI e mogxomsm 3a
Bac B3 0cHOBa Ha J]03aTa MAIUIIEPUIOHOB AJIMUTAT 32 MHKCKIIMOHHO MTPUJIOKEHUE BSTHBK Ha
Mecell WM BeIHBK Ha 3 Mecela, KoWTo cre noiaydyaBanu. He ce mpenoppusa go3ata ot 1 000 mg
BYANNLI.

He Tps6Ba na n3mon3Bare ToBa JIEKApPCTBO, aKO MMATe YMEPEHH HIIH TEKKH OBbOPEUHN TTPOOIIEMH.

IarueHTH B cTapuecka Bb3pact
Bammst nexap Mosxe ga Kopurupa go3ata Bu, ako 0n0peunaTa Bu dhyHKINS € HamaneHa.
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Axko Bu e npujioxkena noeue ot Heodxoaumara 103a BYANNLI
ToBa nexapcTBo me Bu 0b/1e mpuiiaraHo mox MeAUIIMHCKO HAOIOISHIE U 3aTOBA € MAJIKO BEPOSTHO
Jia Bu Obie mpUIokeHo oBeYe OT HEOOXOUMOTO.

[TaruenTrTe, Ha KOUTO € MPUIIOKEHA TBBPJE TOAMa /1032 MaJUIIEPUI0H, MOXKE Ja MOTyJaT CISTHNUTE
CUMIITOMH:

CHHJIMBOCT WJIM CENAINs, YCKOPEH ChPIICUEH PUTHM, HICKO KPBBHO HaJIsTaHe, a0HOPMHA
eJIeKTpoKapuorpama (IpocieisiBaHe Ha eJIeKTpUIeckaTa akTUBHOCT Ha ChPIIETO) WM 3a0aBEHU MU
HEeOOWYaliHU IBIDKEHWSI Ha JIUIIETO, TSIIOTO, PBIIETE MIIM KpaKaTa.

AKko cte cnipesu ynorpedéara Ha BYANNLI
AKo crpeTe Ja oy4aBaTe HHXEKLUUTE CH, CAMIITOMHUTE Ha K30 peHus Morar Aa ce Biomart. He
TpsOBa Ja cupaTe yrnorpedaTa Ha TOBa JIEKAPCTBO, OCBEH ako He Bu e ka3zaHo ot Bamms nexap.

AKO UMate HSKaKBH JIOBIHUTEIHA BBIIPOCH, CBBP3aHH C YIIOTpeOaTa Ha TOBa JIEKAPCTBO, MOJIA,
nonuTaiTe Bamms nexap i hapMarienT.

4, Bb3MokHN HeKeJIaHU peakIun

Kakro Bcuuku JICKapCTBa, TOBA JICKAPCTBO MOXKE J1a NPEAMN3BHUKA HEKCIaHU PCAKIINN, BBIIPEKU Y€ HC
BCCKMU I'M IIOJTyYaBa.

CepuHO3HM HeKeJTaHU pPeaKuu

AKO TIOJTy4YHTe HSKOS OT CIIEAHUTE CEPUO3HH HEXEJIaHU peaKI[ui, MOXe J1a Ce HyXKaeTe OT He3a0aBHO

MEIUIMHCKO JeueHne. TpsoBa a kakete Ha Barms iexkap wim He3a0aBHO Jla MOCETUTE Hal-OMr3KaTa

OoxHMIA:

o KpwBHHE chcHpel BbB BeHHTE, 0c00eHO B kpakara. Cityusa ce psiko (Moske 1a 3acerte 10 1 Ha
1 000 mymru). CHMITTOMHATE BKJTFOUBAT:

o momayBaHe, O0JKa U 3auepBsBaHe Ha Kpaka (IbJI00Ka BEHO3HA TpoMO03a)

o 0o0JKa B TbPIUTE U 3aTPYAHEHO JUIIAHE, IPUINHEHH OT KPhbBHUTE ChCUPEIIH,
HPUIBIKUITH CE NIPe3 KPbBOHOCHUTE ChI0BE KbM OenuTe ipodoBe (OenoapodbHa
eMOoJTHSI)

o [Ipu3Hanu Ha WHCYIIT, MOSBaTa HA UHCYJT € C HeM3BECTHA YeCTOTa (OT HATMYHUTE IAHHU HE
MOJKe J1a ObJle HallpaBeHa OIIEHKA)
CHUMNTOMHTE BKJIIOYBAT:
O  BHe3aIlHa MPOMSIHA B TICUXUYHOTO Bu chcTosTHYE
O  BHE3aITHa C1a0O0CT MJIM CKOBAHOCT HA JIUIETO, PhIETE KU KpakaTa, 0COOCHO OT
e/IHaTa CTpaHa, WITH HEesICEH TOBOP, JOPHU U 33 KPAThK IIEPHOJI OT BpEMeE.
o 3n0KkauecTBeH HeBposienTuueH cuuapoM. Ciyusa ce psiako (Moske 1a 3acerne 1o 1 Ha
1 000 mymrn). CHMITTOMHUTE BKJTFOUBAT:
O TpecKa, CKOBAaHOCT B MYCKYJIMTE, IOTEHE WM OHMKEHO HUBO Ha Ch3HAHHUETO.

) [TpoabkKUTENIHA SPEKITHS, KOATO MOXeE Jia € Oone3HeHa (mpuanusbpm). Ciydsa ce psaako (Moxe
na 3acerne 10 1 Ha 1 000 qyrm).
° [MoTpenBanust UM PE3KU PUTMUYHH JBHKCHHUS, KOUTO HE MOYKETE J1a KOHTPOJIMpaTe, Ha €31Ka,

ycTaTa v JUIETO, WM IPYTH YaCcTU Ha TSUIOTO cH (TapauBHA quckuHes3us). CiydyBa ce He4ecTo
(moxxe na 3acerne mo 1 Ha 100 mymm).
. Texxka aneprudna peakius (aHaQUIaKTHYHA PEaKilns), Y4eCTOTa € HeM3BeCTHA (OT HATMYHHUTE
JTAHHH HE MOXe J1a Obe HanpaBeHa oneHka). CHMIITOMUTE BKIIIOYBAT:
O  BHCOKa TeMIleparypa,
O TOAyBaHE Ha ycTara, JIMIETO, YCTHUTE WIIH €31Ka,
O  HEIOCTHI Ha BB3IYX,
o  cBpOex, KOXKeH OOpWB U TMOHIKOTA ClIaJjaHe Ha KPHBHOTO HAJIATaHE.
Jopu u ako npeay TOBa CTe MOHACSITH MATUIIEPUI0H WU PUCTIEPUIOH 32 IIEPOPATHO MPHIIOKEHHUE,
PAIKO MOTaT Ja Bb3HUKHAT aJCPrUYHU PEAKIUU CIe] MOoTyYaBaHe Ha MHXKEKIUU HaIUIEePUIOH.
. ®dronu UpUC CUHAPOM, KOTATO UPUCHT (OI[BETEHATA YACT HAa OKOTO) TYOH TOHYC 110 BpeMe Ha
orepaiys Ha OKOTO 3a KatapakTta (MOMbTHABAHE Ha jenara). ToBa MoXxe Ja J0Bene 10
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YBpEXKIaHe Ha OKOTO (BIIKTE CHIIO ,,Onepayuu 3a kamapaxkma ‘“ B Touka 2). Uectorara ¢
Hewn3BecTHA (0T HATMYHWUTE TAaHHU HE MOXKE OB/ HAlPaBeHA OLICHKA).

o Cunapom Ha CTuBbHC-/[PDKOHCHH WIIM TOKCHYHA SMUIEpMaIHa HeKponn3a. TexbK Win
JKUBOTO3aCTpalllaBall OOpUB C MEXypH U OeJIeHE Ha KOXKaTa, KOWTO MOXKe Ja 3all0YHE BbB U
OKOJIO yCTaTa, HOCa, OUYUTE U MOJIOBUTE OPTaHU U JIa Ce Pa3lpOCTPaHU MO APYTH OOJIACTH Ha
Ts10TO. YecToTara ¢ Hen3BecTHA (OT HATMYHKUTE TAHHHU HE MOXKe J1a Ob/ic HAIlpaBeHa OICHKA).

TpsabBa na kaxxete Ha Bamms nexap BegHara uian He3a0aBHO Jla TOCETUTE Hal-OmM3KaTa O0IHHIA, aKO
3a0eNeKUTE HIKOS OT CEPUO3HUTE HEXKEJIAaHH PEAKLUH MO-TOpeE.

o ArpaHynonnuTo3a, 0MacHO HUCHK Opoil onpezeneH BUA O KPbBHU KIETKH, HEOOXOIMMH 32
6opba ¢ nadeknuaTa B KpbBTa Br. UecToTa € Hem3BecTHA (OT HATMYHKUTE JAHHHA HE MOXe ObJe
HaIpaBeHa OICHKA).

Jpyru HexeslaHU peakIUun

MHOro 4ecTH HeKeJIAHM PeaKIMU: MO2Ke J1a 3acerHar nmoseye ot 1 Ha 10 qgymmu
o TPYZHO 3aCIIMBaHE UJIM NMOAIbPMKAHE HA CHHS.

YecTu HeKeJIAHHM Peakuuu: Moxke 1a 3acerHat ot 1 na 10 xymmu

o CUMITOMH Ha OOMKHOBEHAa HACTHHKA, MH()EKINA HAa MUKOYHUTE IBTUIIIA, TPUTIOTIOZ00HO
3a00ssBaHe.
. BYANNLI mose na moBuIIM HUBaTa Ha XOPMOH, HapeueH ,,IPOJIaKTUH , KOETO Ce YCTaHOBSBa

C KpbBHH U3CJeIBaHuUs (MOXeE Ja IPHYWHU cuMIiToMu win He). [Ipu mosiBara Ha cuMritomu 3a
BHCOK TPOJIAKTHH, T€ MOXeE JIa BKIIOYBAT: (TIpX MBKe) ITOAyBaHe HA ThPANTE, 3aTPYTHEHO
MOCTUTaHe WIN MOATbP)KaHe Ha ePEeKIHs WK Ipyra ceKcyanHa Juc(yHKIUs; (IpH KEeHH )
JUCKOM(OPT B TbpAHTE, IPOIMYCHATH MEHCTPYAIHHU LIUKIIM WIK APYTH NPOOIEeMH ¢ MECEUHHUS

LMKBII.
. BHCOKa KpbBHA 3aXap, HaJ|laBaHe Ha TErJio, 3aryda Ha Terjo, HaMaJeH aleTHT.

. pa3apa3HUTENHOCT, JETIPECHs, TPEBOXKHOCT.

. MApPKUHCOHU3BM: TOBA ChCTOSTHAE MOXKE J1a BKIIIOUYBA 320aBEHO MJIM HAPYIICHO IBIKEHHE,

yCelllaHe 3a CKOBAHOCT WJIM HAIPErHATOCT HA MYCKYJIUTe (KOETO IPaBHU JBHKEHUsATa Bu peskn),
a TIOHSIKOTa JIOPH yCeIllaHe 3a ,,3aCTUBaHe U CJIe]l TOBa Bh30OHOBSIBAHE HA JBU)KECHUETO. Jpyru
MPU3HAIM HAa TAPKHHCOHU3BM BKITIOYBAT OaBHA MMOXO/IKA C MPOBJIAYBaHE HA KPaKaTa, TPEMOp
[IPH [TOKOM, TIOBUIIICHO KOJUYECTBO CAIOHKA H/HIIM HEKOHTPOJIMPAHO OTICI/ISIHE Ha CJIOHKA U
3ary0a Ha U3pakCHUE Ha JIUIIETO.

. 0E3MOKOICTBO, CHHIMBOCT UM HaMaJeHO BHUMAHUE.

. JIUCTOHUS: TOBA € ChCTOSIHUE, BKITFOUBAIIO 3a0aBEHH UK MTPOIbJKUTEITHH HEBOJICBU
KOHTPAKIIMK Ha MYCKYyJTUTE. BBIIpekn ue Moxe J1a 3acerHe BCsAKa YacT OT TsoTo (U Ja JIoBee
J10 HeoOWJaiiHa CTONKA), TUCTOHHUITA YECTO 3acsira MyCKYJIMTE Ha JIUIETO, BKITFOUUTEITHO
HEOOWYalHU JIBWXKCHUSI HA OYUTE, yCTaTa, €3MKa UK YEIIIOCTTA.

. 3aMasHOCT.

JIUCKUHE3US: TOBA € ChCTOSIHUE, PU KOETO e HAOJII01aBaT HEBOJICBHU JIBHIKCHUSI HA MYCKYJIUTE

Y MOXeE J1a BKJIIOYBA [TOBTAPSIIIH C€ JIBHIKESHUS WU MOTPEIBAHUS ChC CIIa3MH WU I'bPYOBE.

Tpemop (TpemnepeHe).

r1aBo0oIue.

YCKOpEH CHPJICYCH PUTHM.

BHCOKO KPBHBHO HAJIATaHE.

KallUIUIA, 3ayIIeH HOC.

KOpeMHa 00JiKa, MOBPBIIAaHe, raJIcHe, KOHCTUTIAIMS, TUapus, JIOMIO XpaHOCMUIaHe, 3500001,

MOBUILIEHU CTOMHOCTH Ha YePHOPOOHUTE TPAaHCAMUHA3U B KPBBTA.

0OJIKM B KOCTUTE MM MYCKYJIUTE, OOJKHU B I'bpOa, OOJIKU B CTaBUTE.

CrUpaHe Ha MEHCTPYaJTHUS [IUKBII.

Tpecka, ¢1abocT, OTHAAHATIOCT (YMOpa).

peaKIus Ha MSCTOTO Ha MHIKEKTUPaHEe, BKIIOYUTEIHO ChpOek, 0OJIKa WK IO TyBaHe.
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HedecTu HelkeJIaHM peakIMU: MOo:Ke Ja 3acerHat 10 1 na 100 nymmu

MTHEBMOHHS, TpbAHa HH(eKuus (OpOHXHT), MHPEKINS Ha AUXATEITHUTE MBTUIIA, HHOEKIUS Ha
CHHYyCHTE, HEKIH Ha MUKOYHHS MeXyp, HHPEKIHA Ha yXOTO, TOH3WINT, F’bOMYHA HH(EKuns
Ha HOKTHTE, MHPEKIINS Ha KOXKaTa.

HamasieH Opoii 6eNTu KpbBHU KJIETKH.

aHeMHUsl.

ajlepruyHa peaxiusl.

nuabeT MM BIIOIIaBaHe Ha quabera, MOBUIIEHO HUBO Ha MHCYJHH (XOPMOH, KOWTO KOHTPOJIHpA
HUBOTO Ha KpbBHATa 3axap) B KPbBTa.

MOBHILIEH afeTuT.

3ary0a Ha aneTHT, BOJIeIa J0 Hel0XpaHBaHe U HUCKO TEeJIECHO TerJo.

MOBHILIEHO HUBO Ha TPUTJIMLEPUAN B KpbBTa (MA3HWHU), TOBUILEHO HUBO HA XOJIECTEPOI B
KpbBTa.

HapylleHHe Ha ChbHS, IPUIIOBIUTHATO HACTPOCHHUE (MaHus), HAMAJIEHO CEKCYaJIHO KeJIaHue,
0e3IMOKOHCTBO, KOIIIMAapPH.

IpUnaxbly, HEIPEOI0IUMO JKellaHHUE 3a IBI)KEHHE Ha YacTH OT TSIOTO CH, 3aMasHOCT MPH
M3MpaBsiHe, HapylIeHne Ha BHUMaHUETO, TIPOOJIEMH € TOBOPA, 3ary0a Wik NpOMEHEH BKYC,
HaMaJeHa YyBCTBUTEIHOCT Ha KOXaTa KbM OOJIKa M JOIHUP, yCelllaHe 3a MpaBy4KaHe, OOLKaHe
WIN U3TPBIIBAHE KOXKATa.

3aMBIJIEHO 3pEHUE, HH(EKINS Ha OYUTE WM ,,pO30BO OKO‘, CyXOTa B OUUTE.

ycell[aHe 3a CBETOBBPTEK (BEPTUIO), IIyM B yIIHTE, OOJIKaA B YXOTO.

IPEKbCBAHE HAa MPOBOAMMOCTTA MEXy TOpHATa M JOJIHATa 4acT Ha ChPLETO, HeOOMJaiHu
€JIEKTPUYECKH UMITYJICH Ha CBhPIIETO, yab/bkaBane Ha QT uHTEpBana Ha CHPIETO, YCKOPEH
CBbp/ICUEH PUTHM IIPH U3MPaBsHE, 3a0aBeHa ChpJiedHa YecToTa, IPOMEHHU B 3alKca Ha
SJICKTPUUECKUTE CUTHAIM Ha ChpIeTo (eekTpokapauorpama win EKI'), ycemane 3a TpenTeHe
WU ChplieOreHe B rbpauTe (MaaMUTaUH).

HUCKO KPBBHO HaJsTaHe, HUCKO KPBBHO HaJSTaHe NP M3MpaBsHe (3aTOBA HAKOH X0pa,
MpHeMallli TOBa JIEKapCTBO, MOXKE J1a C€ TIOYYBCTBAT 3J1€, 3aMasHU WJIH Ja IPUNaaHaAT IPU
BHE3AITHO MPEMHHABAHE OT JICTHAJIO B CEHAIIO WIIH U3IPABEHO TOJIOKECHUE).

3ayX, Bb3MAJIEHO I'bPJI0, KbPBEHE OT HOCA.

JUCKOMGOPT B Kopema, MH(PEKIUs Ha CTOMaxa WM YyepBaTa, 3aTpyIHEHO MperIbIlaHe, CyXxoTa
B yCTarta, IPEKOMEPHO OTAEISIHE Ha I'a30Be.

nosuiieHu croiHocty Ha I'T'T (4epHOIPOOEH eH3UM, HapedeH rama-TiIyTaMul TpaHcdepasa) B
KpPBBTa, OBUILIEHN CTOMHOCTH Ha YepPHOAPOOHUTE €H3UMHU B KPHBTA.

ypTuKapus (Wi ,,KOIpHBHA Tpecka™), ChpOex, 00pHUB, KOCOIaI, eK3eMa, CyXa Koxa,
3ayepBsiBaHE Ha KOXKaTa, akHe, abciiec Mo KoXKaTa, JIIOLIEI ce, ChpOsII CKaJIll MU KOXa.
nosuienu HuBa Ha CPK (kpeatun docdokunasa), eH3UM B KPBBTA.

MYCKYJIHH CIIa3MH, CKOBaHOCT Ha CTaBUTE, MyCKyJIHa Cl1a0ocCT.

WHKOHTHHEHIHA (HEBB3MOXKHOCT 32 KOHTPOJIMPAHE) Ha ypUHATA, YECTO OTACIISIHE Ha yPUHA,
0oJKa npu OTAENSAHE HA YpHHA.

epeKTIIIHA TUC(YHKIMS, HApYIICHA eSKYyJIALHs, IPOITyCHATH MEHCTPYaJHH LIUKIN WU JPYTH
MpoOJIeMH ¢ MECEYHHUS IIUKBJI (KEHH), pa3BUBAaHE HA TbP/AN NIPHU MBKETE, CEKCyallHa
nucyHKIms, 00JKa B TBPANUTE, U3THYAHE HA MIISIKO OT T'BPJANTE.

MOJ{yBaHe Ha JIMIETO, YCTaTa, OYUTE WIH YCTHUTE, MTOAYBaHE HA TAIOTO, PBIETE WIHM KpakKaTa.
MOBHIIIEHA TeJIeCHaTa TeMIleparypa.

NPOMSIHA B TIOXOKATA.

Oonka B IppauTe, TUCKOM(POPT B T'BPAUTE, HEPAMIOIOKEHHUE.

BTBBpAABAaHE Ha KOXKATa.

nasaHe.

Penku HexkeaHH peakuuu: Moxe aa 3acernar a0 1 na 1 000 xymmu

MH(DEKIU Ha OKOTO.

BB3MANICHUE Ha KOXKaTa, IPUIUHECHO OT aKapH.

MOBHUIIICH Opoii eo3nHOMMIHN (BUI OS)IM KPHBHH KIIETKH) B KPHBTA.

HaMaJjieH Opoil TpOMOOITUTH (KPBBHH KJIETKH, KOUTO CIIOMAaraT 3a CITHpaHe Ha KbPBEHETO).
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Hea/IeKBaTHa CEeKpelrs Ha XOpMOHa, KOHTO KOHTpoJrpa obemMa Ha ypuHara.

3axap B ypHHaTa.

’KUBOTO3aCTpalllaBallly YCIOKHEHNSI Ha HEKOHTPOJIMpaH JualerT.

HHUCKa KpbBHA 3axap.

MIPEeKOMEpEeH IIpUeM Ha BOJa.

00BPKAHOCT.

OTCHCTBHE Ha ABIDKEHHE U PEAKINH B OYJTHO CHCTOSTHHE (KaTaTOHUS).

XOJIeHE Ha ChH.

JIUTICAa HA €MOITHH.

HEBB3MOKHOCT 32 JOCTHTAaHE Ha OPTa3bM.

HENOJaTINBOCT HA CTUMYJIH, 3ary0a Ha Ch3HaHUE, MOHMKEHO HUBO HA Chb3HAHWE, KOHBYJICHU
(mpunaxbIy), HApYIIEHO PaBHOBECHE.

HapyIIeHa KOOpAUHAIYSL.

riaykoma (IIOBHUILIEHO HaJsiraHe B OYHATa sIOBJIKA).

npo0JIeMu ¢ ABMKEHUETO Ha OYUTE, BBPTEHE HA OUMTE, CBPBXUYBCTBUTEIHOCT HA OYUTE KbM
CBETJIMHA, IPEKOMEPHO CHI3EHE, 3aUePBsSIBaHE HA OUMTE.

KJIaTE€He Ha IJ1aBaTa, KOETO He MOKETe Aa KOHTPOJIUpaTe.

HPEACHPIHO MBXICHE (HapyILlIeH ChbpJEUCH PUTHM), HEPABHOMEPEH ChPICUEH PUTHM.
3a4yepBsBaHeE.

3aTpyAHEHO AWIIAHEe IO BpeMe Ha ChH (ChHHA aIrtHes ).

OeoapoOeH 3acToM, 3aIPhCTBAHE HA TUXATCITHUTE IIHTHINA.

XPHIIOBE B OeuTe TPoOORBE.

XpUIIOBE.

Bb3MAJICHUE HA TAHKpeaca,

MOJyBaHE Ha €3MKa,

He3aJbpXKaHEe Ha U3NPAKHEHUITA,

MHOT'O TBBPIH U3IIPAXKHEHUs, OJIOKMpaHe Ha YepBara.

HaIlyKaHHW yCTHH.

00pHB 10 KOaTa, CBbP3aH C JEKapCTBOTO, yAeOeIsiBaHe Ha KOXKaTa, IbPXOT.

MOJyBaHE Ha CTaBHTE.

pasrpaxkiaHe Ha MyCKyJIHaTa ThKaH (‘“‘pabmomMuomnmsa’).

HEBB3MOXKHOCT 3a OTJEJISIHE Ha ypUHA.

JUcKoMGOpT B I'bpJaTta, yBeJIMUYaBaHEe Ha MICUYHNUTE JKJIE3H, YTOJIEMsIBaHE HAa I'bPIUTE.
BarvHaJIHO TEYCHHUE.

MHOT'0 HHCKA TeJIeCHa TeMIIepaTypa, BTpUCAaHE, YyBCTBO Ha XKaXKAa.

CHUMIITOMHU Ha CHHIPOM Ha OTHEMaHe.

cbOupaHe Ha THOHM, IPUYMHEHO OT MH(PEKIMSI Ha MACTOTO Ha MHXKEKTHUPaHe, AbI00Ka HH(eKIusI
Ha KO’kKaTa, KICTa Ha MSACTOTO Ha MH)KEKTHPaHEe, TOCHHABAaHE Ha MACTOTO Ha MH)KEKTHPAHE.

C Heu3BeCTHA YeCTOTA: YeCTOTaTa He MOKe 12 Ob/Ie OleHEeHA OT HAJUYHHUTE JaHHHA

MIPEeKOMEpEeH MpHUeM Ha BOoJia, KOWTO MOXKe J1a ObJie OlaceH.

Pa3CTPOMCTBO HA XPAHEHETO, CBBP3aHO ChC CHHSI.

KOMa B pe3yJITaT Ha HEKOHTPOJIHUPAH IUal0eT.

YYECTEHO, IOBBPXHOCTHO IUIIAHE, THEBMOHMUSI, IPUYMHEHA OT BAUIIBAHE HA XPaHa,
HapyIIeHHe Ha TJiaca.

MTOHIMKEHO HUBO Ha KUCIIOPOJ B HAKOM YACTH OT TAJIOTO (BCIEACTBHE HAa HaMalleH KPbBEH
MOTOK).

JIUTICA Ha IBWKEHHE Ha YepBaTa, KOeTO MPUYHHSBA 3allyIIBaHe.

MOXKBATSBAHE HA KOKaTa U 0unuTe (KBITCHUIIA).

MIPOMEHM B LIBE€TA Ha KOXKara.

HeoOHu4JaiiHa CTolKa.

HOBopoJieHuTe OebeTa Ha Maliku, KouTto ca npueMand BY ANNLI no Bpeme Ha OpeMeHHOCTTa,
MOTaT J1a TIOJTyYaT HeKeJlaH! JIEKapCTBEHU PEaKIny W/ CHMIITOMH Ha OTHEMaHEe KaTo
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Pa3apa3HUTCIIHOCT, 0aBHU WK MMPOABIIZKUTCIIHA MYCKYJIHA KOHTPAKIIUH, TPETICPECHE, CbHIIUBOCT
N HpO6J’I€MI/I C AUIIAHCTO UJIN XPAaHCHETO.

L4 HaMaJICHA Ha TCJICCHATa TEMIICpAaTypa.

L4 MBPTBH KOKHU KJICTKHU Ha MSCTOTO HAa MHIKCKTHUPAHE, S3Ba HA MACTOTO Ha MHXXCKTUPAHC.

Cho0maBaHe HA HEXKEJIAHH PeaKINu

AKO TIONy4YHTe HIKAKBH HEXEIaHU peaKkiuy, yBegaoMeTe Bamms nekap, GpapmareBt nim MeAUIIMHCKA
cectpa. ToBa BKIIFOUBa BCHYKH Bb3MOXKHH HEOMHCAHU B Ta3H JIFICTOBKA HEXKEJTaHU peaknun. Moxere
CBIIO J1a ChOOIINTE HEXKETAHU PEaKIMU JUPEKTHO Ype3 HAI[OHATHATA CHCTEMa 32 ChOOIIaBaHe B:
W3mbaHATENHA areHIus 10 JIeKapcTBaTa

yi. ,,Jdamsan I'pyes” Ne 8

1303 Codust

Ten.: +359 2 8903417

yeb6caiit: www.bda.bg

Karo croOmiaBare HexxenaHu peakiiu, MOKETE J1a NaJeTe CBOsI IPHHOC 3a IMOJyYaBaHe Ha IMOBEYe
nH(OpMAITII OTHOCHO 0€30ITacCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a coxpansiBate BYANNLI
[a ce cpxpaHsiBa Ha MsICTO, HEOCTBITHO 32 JIeNa.

He n3non3Baiite ToBa JIEKapCcTBO ClIea CPOKa Ha TOTHOCT, OTOCIIS3aH BhPXY KapTOHEHATA OMAaKOBKa.
CpOKBT Ha TOAHOCT OTTOBApSI HA MOCIEIHUS JEH OT TOCOYSHUS MECEIl.

TpaHcriopTUpaiiTe U ChbXpaHsIBaTe B XOPU3OHTAIIHO MOJIOKEHHUE. BUKTE CTpEeNKUTE BHPXY
KapTOHEHATa KYTHs, 32 JIa OTIPEACIIUTE IPABIITHOTO MOJIOXKEHHE.

He usxBBpiisiiTe TekapcTBaTa B KAHAIN3ALUATA UM B KOHTEHHEPA 3a JOMAIlHU OTHaJbIH.
[lonmraiite Bamms dapmarieBT Kak Ja U3XBBPIATE JIEKapCcTBaTa, KOUTO Beye He u3Mnoin3pare. Te3n
MEPKH 1€ CIIOMOTHAT 3a Olla3BaHe Ha OKOJHATa Cpefa.

6. Cmn)pmalme Ha OMAKOBKATa U JO0IIBJHHUTEC/IHA I/I]-[(l)OpMaIIlrlﬂ

Kakgpo cbabp:xa BYANNLI

AKTHUBHOTO BEIIECTBO € HAIUIIEPHIOH.

Bcesika npeaBapurtento HambiHeHa cpuHIoBka BY ANNLI 700 mg chabpxa 1 092 mg
HaJIUIIEPUIOHOB MAIMUTAT, ekBruBajieHTeH Ha 700 mg nanunepuaoH B 3,5 ml.

Bcesika npeiBaputenno HambiiHeHa ciipuHiioBka BY ANNLI 1 000 mg chabpixa 1 560 mg
HaJUICPUIOHOB TaIMUTAT, ekBrBaieHTeH Ha 1 000 mg nanunepumon B 5 ml.

Hpyrure cbcTaBky ca:

[Mosnucopbar 20

[Mommerunen raukon 4 000

JluMoHeHa KrceTnHa MOHOXHIpaT
Hatpues nquxuaporendocdar MmoHOXHIPAT
Hatpues xunpoxcus (3a kopekmust Ha pH)
Bona 3a unxekiumn

Kak usraexna BYANNLI u kKakBO cbIbP:Ka ONIAKOBKATA

BYANNLI e 6su1a 10 Oene3HnKaBa MHKEKIIMOHHA CYCIICH3US C YIBIDKEHO OCBOOOXKIaBaHE B
MIPeIBAPUTETHO HAITBIHEHA cipuHIOBKa. pH e mpubmmsurenno 7,0. JlekapsAT wim MeIuIIMHCKATa
cecTpa Iie pa3KiamiaT CIpruHIIOBKATa ¢ MHOTO OBP3HU ABMKCHIS, 32 1a C€ PECYCIICHINpa CyCIICH3UATA,
npeau Ts 1a ObJie MHXKEKTUPaHa.

Bcska onakoBka chabprka 1 mpeaBapuTeIHO Ha'bJIHEHA CIPUHIIOBKA U | HUria.
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IIpuTtexaTes Ha pa3pelIeHHETO 32 yHOTpeda
Janssen-Cilag International NV
Turnhoutseweg 30

B-2340 Beerse

benrusa

IMpoussoaure

Janssen Pharmaceutica NV
Turnhoutseweg 30

B-2340 Beerse

benrus

3a JOIIBJIHUTCIIHA I/IH(I)OpMaHI/I}I OTHOCHO TOBaA JICKapCTBO, MOJIs, CBbPKETE CC C JIOKATTHUA

NpeaACTAaBUTECI HA MMPUTCIKATEIA Ha PA3PCIHICHUCTO 34 yHOTpe6a.

Belgié/Belgique/Belgien
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11

bbarapus
»JoKOHCBH & JIkoHChH bbarapus® EOO/]
Ten. :+359 2 489 94 00

Ceska republika
Janssen-Cilag s.r.o.
Tel:+420 227 012 227

Danmark
Janssen-Cilag A/S
TIf: +45 4594 8282

Deutschland
Janssen-Cilag GmbH
Tel: +49 2137 955 955

Eesti
UAB “JOHNSON & JOHNSON?” Eesti filiaal
Tel.: +372 617 7410

ElLada
Janssen-Cilag ®appokevtiki A.E.B.E
TnA: +30 210 80 90 000

Espana
Janssen-Cilag, S.A.
Tel: +34 91 722 81 00

France
Janssen-Cilag
Tél: 08002550 75/+33 155004003

Hrvatska
Johnson & Johnson S.E. d.o.o0.
Tel: +385 1 6610 700

Lietuva
UAB “JOHNSON & JOHNSON”
Tel: +3705 278 68 88

Luxembourg/Luxemburg
Janssen-Cilag NV
Tel/Tél: +32 14 64 94 11

Magyarorszag
Janssen-Cilag Kft.
Tel.:+36 1 884 2858

Malta
AM MANGION LTD.
Tel: +356 2397 6000

Nederland
Janssen-Cilag B.V.
Tel: +31 76 711 1111

Norge
Janssen-Cilag AS
TIf: +47 24 12 65 00

Osterreich
Janssen-Cilag Pharma GmbH
Tel: +43 1 610 300

Polska
Janssen-Cilag Polska Sp. z o0.0.
Tel.: +48 22 237 60 00

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

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



Ireland Slovenija

Janssen Sciences Ireland UC Johnson & Johnson d.o.o.
Tel: 1 800 709 122 Tel: +386 1 401 18 00
medinfo@its.jnj.com

Island Slovenské republika
Janssen-Cilag AB Johnson & Johnson, s.r.o.
c/o Vistor hf Tel: +421 232 408 400
Simi: +354 535 7000

Italia Suomi/Finland
Janssen-Cilag SpA Janssen-Cilag Oy

Tel: 800.688.777 / +39 02 2510 1 Puh/Tel: +358 207 531 300
Kvmpog Sverige

Bopvafoc Xattnmovayng Atd Janssen-Cilag AB

TnA: +357 22 207 700 Tfn: +46 8 626 50 00
Latvija United Kingdom (Northern Ireland)
UAB “JOHNSON & JOHNSON?” filiale Latvija  Janssen Sciences Ireland UC
Tel: +371 678 93561 Tel: +44 1 494 567 444

medinfo@its.jnj.com

I[ara Ha MOCJI€AHO NpepasrekKaane Ha JUCTOBKATa

05/2023

IToapo6Ha nHpOpPMAITHS 32 TOBA JICKAPCTBO € JOCThITHA Ha yeOcaiiTa Ha EBporneiickara areHmus 1mo
nekapcrBara: http://www.ema.europa.eu.
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I/Iud)opjnauuﬂ, npeduamauena 3a Me@lll(uHCKu cneyuaiucmu

ITocovenara no-mony uHGOpMaLKS € MpeAHa3HaYeHa caMo 32 MEAUIMHCKY CIEIHAIUCTH U TpsOBa J1a
Ob/Ic MPOUYCTCHA OT MEAMIIMHCKHUS CIISIIHATICT 3a€{HO C ITbJIHATa UHPOPMAIIHS 33 IPEITUCBaHE

(KpaTka xapakTepucTuKa Ha IPOIYKTA).

Ba:xxna o6o0maBama naopmManus 0THOCHO 0€30MACHOCTTA

Paskiarere cipuHIIOBKATA, KATO
KaraykaTa Ha CIIPUHI[OBKATA JIa COUH
narope, c MHOI'O BbP3U neukenus,
B IIPOJBIDKEHUE Ha MOoHe 15 cexyHwu,
[TOYMHETE CH 33 KPaTKO U CJIe] TOBa
pasKiaTeTe OTHOBO B MPOABDKEHUE HA
15 cexyHau.

TpaHncniopTupaHe U cbXpaHeHHe

TpaHcnopTHpaHETO U CHXPAaHEHHUETO B
XOPHU30HTAIHO MOJIOKEHUE YIECHSIBA
pecycleHINPaHeTo Ha TO3H BHCOKO
KOHIEHTPUPAH MPOIYKT.

TloaroroBka

BYANNLI (manunepumoHOB maiMuTaT
MHKEKIIMOHHA CYCIICH3HS C yIBbKEHO
0CBOOOX/TaBaHe 3a MPUIIOKEHHE Ha 6
Mecela) U3UCKBA MO-IBJr0 U C Mo-0bp3u
JBIDKEHHS pa3KiiallaHe, OTKOJIKOTO
MATMTICPUIOHOB MMAJIMUTAT CYCIICH3HSATA C
YIBIDKEHO OCBOOOKIaBaHe 32 MHKEKIIMOHHO
MPUII0KEHUE BEIHBX MECEUHO.

BYANNLI tpsi6Ba na ce npuiara ot
MEJIMIIMHCKY CICIHUAIKMCT 0] hopMara Ha
€IMHMYHA WHXKEKIHSL.

- He pasznensiite no3ara Ha MHOTOKpaTHU
HHKCKITUH.

BYANNLI e npegna3nayeH 3a
WHTPAMYCKYJTHO MPUIOKEHUE CaMO B
CeIANIUIIHUS MYCKYIL.

- UmxekTupaiite 6aBHO U IHJIO0KO B
MYCKYJa, KaTo ce cTapaerte ja n3bernere
VWHXCKTHPAHE B KPbBOHOCEH ChJI.

Jo3upane

IIpunaraiite BY ANNLI BenHbX Ha BCEKU
6 Mecera.

Oo0e3onmaceHa THbHKOCTEHHA HUTJIA

BaxHo e 1a uznonseare camo obezomnaceHara
ThHKOCTeHHa uria (1% nnua, ¢ pazmep 20G,
0,9 mm x 38 mm), npemocraBeHa B
KOMITIeKTa. Ts € mpeHa3HaYeHa caMo 3a
uznon3Bane Ha BYANNLI.

51




Chabp:Kkanue Ha NMpeaBapuTenHo HanNbJIHEHa
ONMaKOBKATa cnpuHUOBKa

Kanayka Ha
Bbpxa Ha
CnpvHLUOBKaTa

Tlyepos
HaKpanHuK
ObDezomacena ThHEOCTENHA MITIA Kbt kpan
20G x 112"

Hanonseaime caMo MImaTa,

EKNI0UEHA B TOH KOMIUTEKT T”(;%iﬁz‘gf;rﬁ;w \
MscTo 3a
3axBallaHe
Bytano

Oo0e3omaceHa TLHKOCTEHHA UIJIA

52




1. [MoaroTBeTe ce 3a HHKEKTHUPAHE.

To3u BHUCOKOKOHICHTPUPAH NPOAYKT U3NCKBA HAKOU CHCHI/Iq)I/I‘IHI/I CTBIIKH, 3a Aa CC OCUrypu

pecycreHIupaHe.

Bunaru npbkTe CIpUHIIOBKAaTa C BbpXa
Harope.

\

3a 1a OCUTYpUTE ITBJIHO pecyCleHAnpaHe,
pasKiaTeTe CIPUHILIOBKATA C:

. kpatku MHOI'O BbP3U
JBUKEHMSI HArOpe U HAJI0JTy
o pasxia0eHa KMTKa

Pasknarere cnipuanoBkara c MHOI'O
BbP3U nBrxeHus: B NpoabJKEHUE Ha
noHe 15 cexyHIH, MOYNHETE CH 3a
KpaTKo, a CcJie/l TOBa pa3KjaTeTe OTHOBO B
MpOJBJKEHUE Ha 15 cekyHau.

pecycneHaupaTe 1eKapcTBOTO.

/§@

. INMouneka !

N J

ITpoBepere cycnen3usaTa ToGpe
3a HAJIM4YHe HA CTPyIBaHe
OT TBBPAU YaCTUIIHU OT
NMPoOAYyKTa

He e no0pe pecycnengupana

cycneH3Msl

pecycrieHaupaHa
cycrneH3us

A CIIPETE

¢ C€IHOpOJHA, I'bCTa U ¢ CTpyIBaHC Ha TBbPAU

MJIEYHO Os11a YaCTHUIM OT MPOAYKTA 1O
% * HOpPMAJHO € JIa C€ BIKIAT CTCHHTE U B TOpPHATA YacT Ha
BB3AYLIHU MEXypyeTa CIIPUHIIOBKATa

® HECAHOPOAHA CMCC
* psAdKa TCUHOCT

HpOZ[yKT'bT MO2Ke 1A Ce CI'bCTH. Axo TOBa ce CJIYy4H, pa3KJIaTeTC CIIPUHIIOBKATAa C KallaukaTa Ha

CIIPUHIIOBKaTa, HacoyeHa Harope, ¢ MHO

'O BbP3U aBukeHus B MPOABIKEHUE HA TIOHE

15 cexyHam, TOYMHETE CH H CJIS]] TOBA pa3KJIaTeTe OTHOBO B MPOIBIDKEHUE HA 15 CEeKYHIIN.
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OTBOpeTe TOPpOMUKATA HA UIJIATA

OTneneTe MOKPUTHETO HA TOPOUYKATA.
[TocraBete TOpOMUKaTa ¢ UIJIaTa BHPXY YHCTa HOBBPXHOCT.

OTcTpaHeTe KanaykaTa oT BbPXa HAa CIPUHIOBKATA U

N

NnpuKpeneTe UrjiaTa

JpbKTe COpUHIIOBKAaTa, HACOUEHA C BbpXa Harope.
3aBbpTETE U U3AbPIIANTE Kamaykara.

[pukperiere obe3o0maceHaTa uria KbM CIIPUHIIOBKATA C
JIEKO BHPTEIHNBO JIBMKEHUE, 3a J1a n30erHere
o0Opa3yBaHe Ha MyKHATHHH WM MTOBpea Ha
HakpailHuKa Ha urjata. Bunaru npoBepsiBaiite 3a
MpHU3HAIM Ha TIOBpEe/a WK U3THYAHE TIPEIn
MPUIOKEHUE.

H3noa3Baiite camo HIJiaTa, BKJIIOYCHA B TO3H KOMIIJICKT.

1. Wspbpnaiite OyTanoTo Ha3ag
2. JIpBKTe CIpHUHIIOBKATa M3IIPaBeHa.
3. BuumarenaHo usgppnaiite 0yTanoTo, 3a 1a IpeMaxHeTe

OT BbpXa HA CIIPUHIOBKATA TBHPAUTE YACTULIH OT
npoxykra. ToBa 11e yJIeCHH HaTUCKaHETO Ha OyTajoTo
10 BPEME Ha HHKEKTUPAHETO.

H3ronere BB3AyLUIHUTE MeXypUueTa
Hartucuere OyTanoro BHUMATEIHO, JOKATO Karka TEIHOCT
u3Je3e OT BbpXa Ha Urjiara.
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2. BaBHO HH/KEKTHPANTE UAJIOTO ChAbPIKAHNE U CE YBEPETE B TOBA, Ye ISIOTO ChIAbPKAHUE €
HHKEKTHPAHO

U306epeTe ¥ MOYMCTETE TOPHUS BHHIIEH KBAIPAHT HA MACTOTO
Ha CeNAIMIHUS MYCKYJI, KBJIETO LIE MHKEKTHPATE

He npuniaraiite 110 HUKaKbB JAPYT HAUKH. |
N30bpIeTe MACTOTO 38 MHXKEKTUPAHE C TAMIIOH, HATIOEH ChC

CIIMPT, U IO OCTABETE JIa M3ChXHE. Cenankine
He noxocBaiiTe, He BelTe U HE JyXaiiTe BbPXY MACTOTO Ha e
MHKEKTUPAHE, CIIE] KATO CTE IO TIOYUCTUIIH.

OrcTpaHere npeanasuTe/s Ha UIJIaTa

W3nwpnaiiTe npeanasurens Ha UriaaTta KaTo ro U3TErJIUTe paBo
Harope.

He orpBaiiTe nmpeamasuTess, Thil KATO TOBAa MOXE JIa pa3Xiadu
urjata OT CIpMHIIOBKarTa.

baBHO nHKeKTHpAaliTe U ce yBepeTe, Ye HAJI0TO ChAbpKaHue
€ MHKeKTUPaHO

Hatuckaiite 6aBHO, yBEpEHO U C MOCTOSTHHA CKOPOCT, 32 Ja
cTurHe OyTanoTo mokpaii. Toa me oTHeme mpubnu3uTenHo 30-
60 cexyHH.

AKO MOYyBCTBaTE CHIPOTHBA, MPOIbJIAKETE 1a HATHCKATE
oyranoro. ToBa e HOpMaJIHO.

JloKaTo urnaTta e B MyCKyna, NOTBBPIM!
yBepeTe ce, 4ye uAanoTo
CbAbpiKaHe Ha CNPUHLLOBKATA €
UHXEKTUpaHo.

I/ISBaI[eTC urjarta oT MyCKyJia.
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3. Ciaen MH:KEKIUSATA

O0e30macere urjaara

Crren KaTo MHYKEKTHPAHETO MPUKITIOUH, U3ITOJI3BANTE Taena cu
WJIM TJ1aJIKa TIOBBPXHOCT, 32 Ja 00e30macuTe uriara B
MPEANa3HOTO YCTPOMCTBO.

Hrnara e obe3omacena, KoraTo 4yere ,,IipakBaHe*.

H3xBbpJIeTE CHPUHLOBKATA NPABUJIHO U NIPOBEpeTe
MSICTOTO HA HH)KEKTHPaHe

M3xBBpiIeTe CIPUHITOBKATA B 0I00PEH KOHTEHHED 32 OCTPH
MIPEIMETH.

Ha MscTOTO Ha HHXEKTUpaHEe MOKE Aa UMa MaJIKO KOJIMYECTBO
KpbB WIK TeUHOCT. HaTcHeTe ¢ maMyK Uik MapJieH KOMIIPEC
BBPXY KOKaTa, JOKaTO KbPBEHETO CIIpE.

He pa3rppxBaiiTe MACTOTO HA MHXXEKTUPAHE.

AKo e He00X0IUMO, TIOKPUHTE MSCTOTO HAa MHKEKTHUPAHE C
MIPEeBPH3KA.
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