WN3NLIAHNTENHA ATEHLVS NO NEKAPCTBATA

flucrnoBxa  Mpusomenye 2

BUCTABEJL, 4 Anepran enxnunuy /0,1 ml, IipaReyianwekbkunonen pasreo

VISTABEL, 4 Allergan Units /0.1 ml, Pofysley,fapsplution for injection 22367 / [

Botynutios TokcuH THN A (Botylinum toxin E'peA) |

LOgcﬁquue ............................. forniiniirineniiirinnns

IIpoueTeTe BUAMaTENHO NAIATA THETOBKA, IPEAN A JANOYHETE 18 H3NOI3BATE TOBS
JAEKAPCTBO, Thil KATO TH ChALPKA Baxk#a 32 Bac wudopmanns.

3anasere Ta3u nMcTOBKA. Moke Aa ce HamoXu na o IIPOUYETETE OTHOBO.

AKO UMaTe HAKAKBH JOMBJIHUTETHH BLIPOCH, NONMHTaliTe Bawus Nnexap Wnu gapMaresT.

Tosa nexkapcTBo e npeanucaHo JudHO Ha Bac. He ro NPEOTCThTBAMTE HA APYTH Xopa. To Moxe
Aad ¥M HABPCIH, HEIABHCHMO Y€ NPH3HALINTE Ha TAXHOTO 3ab0naBaHe ca ChIHTE KAKTO
Baumure.

AKO MOJTyYHTE HAKAKBH HEXENAHH IEKapCTBEHH peaxkumu, ypeaomMere Bammsa nekap unu
papmauesT. ToBa BKIIOYBA B BCHUKH Bh3MOXKHU HEXXEIAHHU peaKLHH, HEONUCAHH B Ta3u
TUCTOBKA. BuxTe Touka 4.

KakBo cbabpka Ta3H THCTOBKS

A S e

I.

Kakso npexcrasnasa BUCTABEJ 1 3a KakBo ce H3Mon3Ba
Kakso Tps6Ba na 3naere, npeam na usnomsare BUCTABEJ
Kak na uanonssare BUCTABEJ]

B13MOXKHH HEXeNTaHW peakUHH

Kax na cvxpanssare BUCTABEJ]

CobappikaHde Ha ONAaKOBKATA M JOMhIHHTETHA HHQOpMA LKA

Kakso npeacrasianpa BUCTABEJI 1 3a KaKBo ce H3N013B4a

BHUCTABEJI e MyckynieH penakcaHT ¢ neprdepHo, oTnycKao aeticraue.

BHUCTABEJI nefictsa upes Gnokvpase Ha HEPBHHTE HMITYJICH, HACOYEHH KBM BCHUKH MYCKYJiH, B KOHTO
e 6un nmxekTHpa. Toa He No3BONABA Ha MYCKYJIHTE 1a ce ChLKpALIABAT, KOETO BOOH 1O BPEMEHHA H
o0paTHMa napannsa.

BHUCTABEJI ce uanonipa 3a BpeMeHHO nono6peHue Ha BbHILHUS BUI Ha:

2.

BEPTHKAIHH OPBYKH MEXIY BEXXKIUTE, BUAHMH NPH MAKCHMATHO CMpBIUBAaHE, W/HIH
BETPHJI00Opa3HK GpBbYKM OT BrEIa Ha OKOTO, BUAMMH MPH MAKCUMATHA YCMHBKA, W/ WTH

OpbuKH HA YEN0TO, BUAWMHU TIPH MaKCHMAJHO MOBAMCHATH BEKIH, KOraTo H3pa3eHOCTTa Ha
JIHLEBUTE OPBLYKH HMaA BAXKHO NCHXOJIOrHYECKO Bh3ASHCTRHE BbPXY BB3PACTHH TMALIHEHTH,

Kaxpo Tpsabea 1a 3nraete, npean na m3nonssare BACTABEJ

He wanoassaiite BUCTABEJ:

[peaynpexxaennn H npeanasin Mepkn:

Hexenanm peakumn, KOHTO € Bb3IMOXKHO 14 ca CBBP3AHH C PasNPOCTPAHEHHETO HA TOKCH

KO CTE aNepruHi KbM OOTY/IHHOB TOKCHH THIT A WIIH KBM HAKOS OT OCTAHAIMTE ChCTABKM Ha
TOBA NIEKapCTBO (M3OpOEHHU B TOUKA 6);

4KO CT€ C IMarHo3a MHACTEHUA MPABKC WK CHHAPOM Ha MifTbH JTaMGBpT (XpOHHUHK
3a00NABaHHA, 3acaArainy MYCKYUTE);

KO UMare WHQEKLUs B NpeaBHACHHTE 3a HEDKEKTHPAHE MECTa,




MACTOTO Ha NPHIIOKEHHE, Ca CbOOIIABAHH MHOIO PARKO MPH GOTYINHMHOBUA TOKCHH (Hamp. MYCKYJIHA
C1aboCT, TPYAHOCT MY IbITaHE WK MONAJaHE HA XPaHa WIH TEYHOCT B HXATEIHUTE ITHTHLIA).
Ilaunenture, mpHemaly NPENOPBYUTENHATE A03H, MOTAT 13 WIMHTBAT MpEeKOMEpPHa MYCKYNHA clrabocrT.

— [loceTrere He3abasHO Bauius neKap:

-AKO crien neuenueTo Bu e TpyaHo aa npernbiuare, IOBOPHTE HAN JHLIATE,

— Ynorpebara Ha BUCTABEJI He ce npenops4Ba NpH nNanMeHTH ¢ aHaMHe3a 3a avicharus
(3aTpyAHEeHHE NPH IbATAHE) H HAPYILEHO MbJITAHE.

— Ynotpebara Ha BUCTABEJI ne ce npenopwuBa npy nMua nox 18 roauss,

— OnuteT OT ynorpebarta Ha BUCTABEJ] npu nauMeHTH Had 65 rOOUHY e OrpaHHYEH.

— IlpekaneHo YecToTo WM TPEeKOMepHO RO3MpaHe MoOXe /a yBENIMYH pHCKa OT obpa3ysaHe Ha
aHTHTena. O0pa3yBaHeTo Ha aHTHTENA MOXeE /12 0BeNe A0 HEeYCcneX Ha JIeYEHHETo ¢ BOTYIMHOB
TOKCHH THI A IOp#, aKko ce ynoTpeGaBa 3a IPYry UETH. 3a Ja ce HaMaIK TO3H PHCK, HHTEPBANBT
MEXAy IBC NEYCHHUA HE TpAOBa Na O6bIe no-MansLK OT TPH Mecena.

— MHoro paako Moxe 1a HAaCTBK afepruyvHa peakuua cien HHDKEKTHpaHe Ha O0TYJIHHOB TOKCHH.

— Cren neuenne MOXe Na ce NOABU ciagaHe Ha Kienavya.

— Mons, undopmupaitte Bauns nekap:

- @KO CTe UManH NpobneMH B MHHAJIOTO Clel HHKEKTHpaHe Ha GOTYIMHOB TOKCHH:

- KO He BiDkNaTe 3Ha4UMTeNIHO noaoOpeHne Ha Baute Gpbuku ellMH Mecew el mppBus Kypc
Ha JICYEHHUE,;

= @Ko CTpajare OT OnpeAeneHH 3a0014BaHus, 3acCATallly HepBHATa CHeTeMa (KaTo
aMHOTPOHYHA NaTepaliHa CKepo3a WIH ABMIaTe/THa HEeBPONATHA );

= 2KO MMATC Bh3najleHHe Ha MACTOTO/MECTATa, NPeABHAEHO(H) 3a HHKEKTHPAHE;

= @KO MYCKyJIHTe, KOHTO e ObaaT MHKEKTHPaHH ca cnabu Wiy H3TOLIeHH:

= KO CTC MMANH OMNIEPALHA HWIH HApaHABAHE Ha INIABaTa, LUWATA MITH MbPIAHTE;

- aK0 CKopo Bu npeacron onepauus.

JApyrn aexapcrsa s BHCTABEJI:

He ce npenopbusa enospeMennaTa ynotpe6a Ha OOTYyTHHOB TOKCHH ¢ aMMHONTHKO3HIHH
aHTHOMOTHLH, CNIEKTUHOMHLIMH M/IM APYTH JIEKAPCTBEHA TPOXYKTH, KOUTO B3aHMOIEHCTBAT C
HEBPOMYCKYJTHOTO [pelaBaHe.

Mons, ysenomere Baitms nexap, ako Hackopo CTe cu HHXCKTHPATH MEAHKAMEHT, ChbAbPrKall OOTYJIMHOR
TOKCHH (aKTHBHOTO BelecTBo Ha BUCTABEJT), Thit kaTo TORA MOXeE 12 3aCHIN egexra Ha BUCTABEJ]
TBBLPHE MHOTO.

Hrndopmupaiite Bawms nexap wiu dapmauesr, ako npUeMare, HACKOPO CTe NPHEMAITH MK € Bb3MOXHO
Ja MPHEMATE OPYTH JieKapCTRa.

bpemennocr m Kbpmene

Ynorpedara Ha BHCTABEJI He ce npenops4Ba no Bpeme Ha OpEMEHHOCT X NPH XKEHH C ICTEPOLEH
NOTCHLHAJI, HEU3MNOI3BAILM MPOTHBO3a4aTBUHH CPECTBA.

BUCTALEEJI He ce npenopbsa npH KbpMELIH JKeHH.
AKo cTe OpeMeHHa CMATaTe, Ye MOXKE 1A CTe OpemeHHa UM MaHupaTe GpeMEHHOCT, NOCbBETRaliTe ce ¢
Bawins nexap wm dapmatiest npeay ynotpebara Ha ToBa NekapcTeo. BawwsT nekap wie 06cham ¢ Bac

NatH Tps0Ba fa NPOIAWDKHUTE JIEUEHHUETO.

Ioceaerpaiite ce ¢ Baiuna nexap wnu dapmauesT npeau ynorpelara Ha KOETO M Ia € JIeKapCTBo.




lllojpupane n pabora c MAIHHN:

Obpblua ce BHUMaHHe Ha iwodupamyTe MPEBO3HHU CPEACTBA M HA JIMLIATA, paboTenId ¢ MallluHM, 3a
MOTEHUHATHHTE PUCKOBE OT OOLIa WHITH MyCKyJiHa c/1aboCT, 3aMasHOCT H 3pHTETHH HapyIIEHNA,
CBbP3aHH C yMOTpeOara Ha TOBa JIEKapCTBO, KOHTO MOTAT [a HATPABAT OMACHO LIOPHpaHeTO Ha
MPEBO3HH CPEACTBA WTH paboTaTa ¢ MaKMHH. J1a He ce WwohHpa Wik pabGoTH ¢ MALIMHY 10 H3YE3RAHETO

Ha Te3H IMPH3HALIM.

BUCTABEJI chabpxa sarpui

To3# nekapcTBeH NPOMYKT ChABPKA MO-MaTKo oT | mmol Harpu# (23 mg) Ha dakon, T.e. Ha
NPAKTHKA HE CbIbPyKa HaTPHIA,

3. Kak 1a uanomssare BUCTABEJ

MeToa H LT BHA BLBEXKAZHE

BUCTABE]I 1psatra aa ce mpunara camo ot JICKapH ¢ MOAXO0 KBATH (DU M OTIHT B TOBA

JICHEHHE 1 IPHJIAraHe Ha HeoOXoAUMOTO 00opyABaHe.

Beprukanuu Gpbuky Mexxay BEKIHTE, BHIMMM APU MAKCHMATHO CMPBILBAHE:
BHCTABEJT ce urxekTHpa B MycKyuTe (BLTPEMYCKYJTHO NPHIIOKEHHE), IMPEKTHO B 3aCErHATATA

00/1aCT MEXKAY BEXIUTE.
OO6uuatinata no3a e 20 equnmun. e Bu 6b1e HIKEKTHPAH NMPENopbYHUTENHUAT 00eM OT
0,1 muminutsp (ml) (4 equnvun) BUCTABEJT BBE BCAKO OT 5-Te MecTa 3a HHDKEKTHpaHE,

IHonobpenue Ha M3paseHOCTTA Ha BePTHKATHHUTE OPBUKH, PA3NONOKEHH MEXTY BEKAUTE, BHAHMY npu
MaKCHMAJIHO CMPBLIBAaHe, OOMKHOBEHO HACTBITRA RO €IHA CEAMMLIA CHel JIEYEHUETO, KATO
MAaKCHMaJIHUAT €eKT e HaOmoAasaH 5 1o 6 ceaMuIHK crlen HIDKEKTHpaHeTo. EdexThT ce 3ama3na no

4 Mecela cren HIDKEKTHPaHeTo.

Bg;;pmunﬁpaaﬂﬂ Gp'l:‘-IKH OT bI'bJIa HA OKOTO, BHAWMH [IDH MaKCHUMATHA YCMUBKA:

BHUCTABEJI ce nHXexTHpa OMpEeKTHO B 3aCETHATATA 30HA OT CTpaHaTa Ha BCAKO OKO.

Obuuaiinara 103a e 24 enuauun. 1lle Bu 6bae HHXEKTHPAaH NPEeNopbYHTEITHUAT 00eM OT

0,1 muwtiutsp (ml) (4 enmnuim) BUCTABEJ BB BCSKG OT 6-Te MECTa 338 HHXKekTHpaHe (o 3 mecTa
38 HEDKCKTHPaHe OT CTPaHaTa Ha BCAKO OKO ).

[lonoOpenue Ha u3pazeHocTTa Ha BETPHIIOOOPA3HUTE OPBYKH OT BI'bIA HA OKOTO, BHIAMMY MpH
MaKkCHMAIIHA YCMHBKa, OOHKHOBEHO HACTHIIBA IO €/1HA CeMHLA ClIe JICHEHHETO. EdexTsT ce 3anasea
CpeIHO 110 4 Mecella cnel HHKEKTHPAHETO.

bpbakH Ha 4e10T0, BHAMMH NPH MAKCHMATHO TIOBIUTHATH BEXJIU:
BUCTABEJI ce uhxekTHpa mupexTHO B MYyCKYJla Ha 3aCErHATAaTa 30Ha Ha YeJoTo.
Obuuatinata nosa e 20 exunuun. e Bu 6be HH)KEKTUPaH NMpPEenopbUUTEIHUAT 00eM OT
0,1 mununutep (ml) (4 enunnum) BUCTABEJ BLB BesiKO OT J-Te MECTa 32 WHXEKTHPAHE.

O61uara 1032 3a leYeHune Ha Opbaku Ha yenoto (20 eauHHLN) 3aeHO C rnabenapiy reHku
(20 eaununy) e 40 equurIN.

[TonoOpenne Ha H3pazeHocTra Ha OpBUKHTE Ha YENOTO, BUAMMH NPH MAKCHMAJTHO TOBIMIHATH BEXKH,
OOHKHOBEHO HAacCTBIIBA IO €IHA CEAMMUA CJIe] JIEYCHHUETO. EdexTsT € neMonCTpHpaH B mponbmkenne
Ha npuOIH3UTENHO 4 Meceua cren HHDKEKTHPAHETO.




CMPBLUBAHE, WE NOTyuHTe 00i1a 1033 OT 44 equHULA.

AKo enHoBpemeHHO Bu nexyBar 3a BCHUKH 3 THNA JIHIIEBH OpBukH (BeTpHnooOpasHK GPpBLUKH OT Brbia
Hd OKOTO, BUAHMH NpH MaKCHMajlHa yCMMBKA, BEPTHKANHH OpPBYKM MEXAY BEXAUTe, BUIHMH npu
MaKCHMaHO CMpbluBaHE, H OpBYKH Ha HENOTO, BHAMMH INPH MAKCUMATHO MOBIMIHATH BEXKAH), LIE

nonyyure o0wa no03a ot 64 eauHHLM.

HurepsameT MeXay ABe ne4eHna He TPabea aa 6bae NO-ManbK oOT TPH Mecela.
E¢rkacHocTta 1 6€30macHOCTTa Ha MHOrOKPaTHOTO HIKkekTHpaHe Ha BUCTABEJ cnea 12 mecewa
HE € OLleHABaHa.,

AKO UMATe HAKAKBY ROMbIHUTENHH BHIIPOCH, CEBP3aHH C ynoTpeOaTta Ha TO3H NPOAYKT, MOMUTaiTE
Baiims nexap wiu gapmauesr.

4. BLIMOKHH HEXeNaHH peakuHu

KaKTo BCHYKH JIEKAPCTBa, TOBA JIEKAPCTBO MOXKE 13 MPEAN3BHKA HEXKEJTAHHW PEaKLUH, BbIPEKH 4E He
BCEKU ' MONTYYaBa.

Hai-06110, HexxenanuTe peakuyu HacTHIBAT pE3 ITBPBHTE HAKOJIKO IHHK Clled WHXKEKTHPAHETO K ca
npexoany. [loBevero chobienn HexenaHu peakwu ¢a GHTH IeKH 10 YMEPEHO TEeXKKH.
Mpubnuskrento | o 4 naumeHTH MoXKe 1a W3MHTA HEXeENAHH PeaKkLHMH Clel MHKEKTHpaHe Ha
BHCTABEJI 3a Beprukanuu 6pbukn Mexmy BeKauTe, BHIHMH MPU MAKCHMAaHO CMPBILBAHE.
[pubnusurento 8% ot naumeHTHTE MOXE 12 UIMTHTAT HEXETAHM pPeaKLMH cried MHXKEKTHpaHe Ha
BHCTABEJI 3a setpnioobpastn 6pbukH OT brbjia Ha OKOTO, BAAUMH NTPH MAKCHMAJIHA YCMHEKA,
KOraro ca TpETHpaHH CaMOCTOATEITHO HIIH €IHOBPEMEHHO C BEPTHKATHH GPbYKH MEXIY BEXAUTE,
BHAHMH NpH MakCUMaTHO cMpblusaHe. [Ipubnusurenno 20% oT nauUMeHTHTE MOXKe 1a WINHUTaT
HEKenaHu peakuny cnen nikekrupade Ha BUCTABEJ] 3a 6pbuku Ha uenoTo, BUAMMY NpH
MAKCHMA/THO NOBAWTHATH BEXAH, KOTaTO €4 TPETHPAHH ENHOBPEMEHHO C BEPTHKAIHMY OpbuKH Mex Iy
BEXAHTE, BAAHMH NPH MAKCHMATHO cMpBuiBaHe. [Tpu6ausnTento 14% ot nauMeHTHTE MOXe Aa
H3ITHTAT HEXENaHH peaKLnK, KOTaTo JICYEeHHETO Ha GpBUKH Ha YeNOTO, 3a€HO C BEPTHKAIHH Opbukn,
Ce KOMOHHHpA C NleyeHne Ha BeTPUIooGpasHK GPBUKH OT Brbiia Ha OKOTO, BHAHMH NPH MaKCHMAJTHA
YCMHBKA.,

Tean HexenraHM peakuuy MOXe 1a ca CBbP3aHHU ¢ JIEYEHHETO, C TEXHHUKATA Ha HHMKEKTHPAHE UK H C
aseTe. CnagaHeTo Ha Kaenaya, KoeTo MoXe aa Obae CBBP3aHO C TEXHHKATA HA TNPHJIOKEHHE, € B
CBOTBETCTBHE C JIOKATHOTO OTITyCKAIUO AeHCcTBHE HA MycKyanTe Ha BUCTABEJL

Hexenann peakuuu, KOWTO € BB3MOXKHO 1a ca CBBP3aHH ¢ pa3NipoCTPaHEHHETO HAa TOKCHHA Jalleye oT
MACTOTO Ha NpHUNOXEHHE, Ca CLOOLIABAHH MHOTO PAAKO MPH GOTYNHHOBHS TOKCHH (Harp. npekoMepHa
MYCKYJIHa CJTabOCT, 3aTpYIHEHO IbJITAHE, 3aNEK HIIH THEBMOHMS, KOSTO C& IB/DKM Ha nonanaHe Ha
XPaHa WK TEYHOCT B AMXaTenHHTe mbTHa). He ce npenopbusa HWHxekTHpaHe Ha BUCTABEJ] npu
MaUHeHTH C aHaMHE3a 3a IMCcharia (TPYAHOCT PH I'BIITAHE) M HAPYLIEHO IbNTAHE.

CBBPKETE CE HE3ABABHO C BAIIIUSA JEKAP, AKO HMATE 3ATPYIHEHUS
B IUUIAHETO, TBJATAHETO UJIU T'OBOPA CIAEQ ITPUWJIOXKEHHUETO HA
BUCTABEJL.

Canpxere ce HesabaBno ¢ Bamns A€KAp, aK0 AMaTe KONPHBHA TPecka (YPTHKapHS),

NOAYBAHE, BKIIIYHTE/IHO OOJYBAHE HA JIHIETO HJIH rbp/10TO, XpPHOTEHE, TYBCTBO 38

NPHJOMIABANE H 321VX.

BramoxHo e pasnpocTpaHeHHe Ha OOTYIMHOBMA TOKCHH B OKOJIHHTe MYCKYJIM, KOTATO C€ HHDKEKT
No-BHCOKH R03H, 0CO0eH0 8 0ONACTTA HA IIMATA.

KakTo ce ouakBa npH Bcaka HHKEKLIMOHHA nMpoueaypa, MOraT Jia ¢e Hab/moaaear




Oonka/napene/cMbACHE, OTOK W/HIIH NOCHHABAHE, KOUTO ca CBbP3aHH C HHXXEKLIMATA.
["oopere ¢ Bawna nekap, ako Toa Bu TPEBOXKM.

PuckbT 1a vmare HCXCJIaHA p€AKIMA € OIMHCaH OT CIIeAHHTE KAaTCTOpHH:!

Yectu MOXe 11a 3acertar ao 1 #a 10 ayum
Heuectn MO3Ke 1a 3acerHar 1o | Ha 100 gywn

HipkekuHY 33 BpEMEHHO noao6penHe HA BEPTHKAIHHTE OpPBUKH MEXTY BEXAUTE

Yecrn I"nasoGonue, u3TpBNBaHe, CNagaHe Ha Kitenaua, rageHe (npuansBaxe), 3a4eppsBaHe Ha
KO’KaTa, HATIPErHATOCT Ha KOXaTa, JOKANH3UpaHa MyCKyHa clabocT, nuuesa 6onka,
MORYBAHE Ha MACTOTO Ha HHXXEKTHpAaHe, NOCHHABAHE o koxaTa, 60J1Ka Ha MACTOTO
Ha HHKCKTHpAHE, Npa3HeHe Ha MACTOTO HA HHDKEKTHpaHe.

Heuectn | Mudexuus, GesnokoitcTro, 3aMasHoCT, Bb3NalieHne Ha knemnaua, 605Ka B oumre,
SPHUTEJTHH CMYINEHHA, 3AMBIJICHO BIDKIAHE, CyXOTa B YCTaTa, NogyBaHe (Jule, Kienau,
OKOJIO OUMTE), YYBCTBHUTENHOCT KbM CBETIIMHA, ChpOexX, CyXa KOXa, MYCKYJTHO
MOTPENBaHe, rPHIIONION00EH CHHIOPOM, JTUNCA HA cUNa, TeMnepatypa, Meducro eQeKT
(MOBMraHe HA BLHLUIHATA YaCT HA BEXIUTE).

HHxeKuHH 32 BpeMeHHo noaobpenne Ha GDPbUKHTE Ha YeNoTo. BEPTUKATHU OpPBUKH M BOXKIHUTE
BUAWMH NPH CMPBIIBAHE, B BEeTPHIO0OPa3HY OPBUKU OT BIBJA HA OKOTO

Yectu NOCHHABAHE HA MACTOTO Ha HH)KEKTHpaHe*

Heuectn | noxyBane Ha kienada, KbpBeHe OT MACTOTO Ha HHXEKTHpaHe™*, 60sika Ha MACTOTO Ha
HIDKEKTHpaHe™, MpaBydKaHe H M3TPBIIBAHE B MACTOTO HA HHDKEKTHpaHe

*HAKOK OT Te3u Hexenann peakuuu Moxe na 6baaT CBBbp3aHHM ¥ C NpolesypaTa Ha HHKEKTHPaHe.

HHxekUnY 33 BpeMerHo nopopeHue Ha OPBUKH HA YENOTO U BEPTHKATHY OPBUKU MEXNUTY BEXIMTE,
BAMMMU IMPH CMPBIUBAHE, KOTATO CE JEKYRAT CAMOCTOSTENHO WIM 33e0HO C BeTPHIT000pa3HuTe OpBUKH

THI "Nayy Kpak” B bIwIA HA OUHMTE

Yectu ['naBoGonue, cnagane Ha kienava’, HaNperHaToCT Ha KOXATa, Criazane Ha BeXIaTa’,

TOCHHABAHE HA MACTOTO Ha HH)XEKTHpaHe™, KPbBOWIIUB HA MSCTOTO Ha

HHXekTHpaHe*, MedwicTo edekr (moBaHraHe Ha BLHINHATA YACT HA BEXIAUTE).
Heuectn | Bonka Ha MscToTo Ha HkekTHpane*

1. MenuaHata Ha BpeMeTo 10 HAYAIOTO HA CNIANAHETO Ha Kienaya e 9 RHHU Cliel ICYEeHHETO

2. MeaunaxaTa Ha BpeMeTo 10 HaYaIOTO Ha CTIANAHETO HA BEKIATA € 5 IDHH CNe 3arouBaHe Ha

NIEYEHNETO

*HsikoH oT Te3u Hexkenanu peakunn Moxe 1a Hbaar CBbP3aHH H C NPOLEIYPATa HA HIDKEKTHPAHE.

CreHnaT CNHUCHK ONHCBA AONLAHHTENRN HEXEJIAHN peakumnm, cbobwasanu 3a BUCTABEJ,
OTKAKTO ICKapCTBOTO € MyCHATO B IpoAax6a 32 eueHHe Ha r1abeapHH IbHKH, OpbukH THN ,,Taun
KpaKk” W OpYyTH KIHHWYHM NMOKA3aHUS!

* TEXKa 41€PriiHa peakuma (OAKOXKHO MOy BaHe, 3aTPYAHEHO AHLLAHE)
¢ KOMpHBHA TpecKa (ypTukapHs)
¢ 3aryfa Ha aneTHT

¢ YBpeXKAaHe Ha HEPB

¢ 32TPYAHEHO BIDKCHHE HA PbKATA H PaAMOTO
¢ npoGsieMu ¢ rnaca 1 rosopa

¢ CnadocT Ha THLEBUTE MYCKYJTH

¢ HaManeHH KOXHH yCeluaHHA

¢ MYCKYJTHa Cl1abocT

¢ XPOHMYHO 3abonaBane, 3acATamO MyCKYJINTE (MHACTEHHS rpaBuUC)
¢ H3TPbilBaHe

¢ 0onka Wi caboct, 3anoyBaluy ot rppOHaKa
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MpHaNABaHe
OTITYCKAHE HA MYCKYJIHTE OT €1HaTa CTPaHa Ha NTHUETO

MOBHLIABAHE HA HA/ATAHETO B OKOTO

cnagaHe Ha Kienaya

3aTPYAHEHO ITHJIHO 3aTBAapsHE Ha OKOTO

CTpabHIbM (KpPHBOrIEACTBO)

3aMBIIEHO BIDKIAHE, 3aTPYAHEHO SCHO BHXKIaHe

HaMansBaHe Ha Cllyxa

IIYM B YUIHTE

HYBCTBO Ha 3aMasHOCT WIIH CBETOBBLPTEXK (BEPTHUrO)

aCMHpaunoHHa MHEBMOHHUA (OenoapobHo BL3naneHue, MPUYHHEHO OT CTyHalHO BAMIIBAHE Ha
XpaHa, HalMTKa, CITOHKA WIH NOBLPHATO)

¢  3anyx

¢ MpoOJIeMH ¢ IHIIAHETO, NOTHCKAHE HA DHIIAHETO WK IMXATENHA HeNOCTATHYHOCT
¢ Oonka B KopeMma

¢ auapus

¢ CYyXOTa B ycTaTa

¢ 33TPYAHEHO NpErTbIIAHE
¢ rageHe

¢ NoBpbiLaHE

¢ Koconan

¢ CManaHe Ha BexxaaTa
¢ rcopuasuopmMer oOpUB No koxkara (YepPBEHH, MITLTHH, CYXH H JTIOCNECTH NeTHa)
¢ Pa3NYiHA BUOOBE YEPBEH NMETHHUCT 0OpHB

¢ NPEKOMEPHO NOTEHE

¢

¢

¢

\ 4

¢

¢

¢

¢

¢

¢

¢

¢

LA L N R IR N R S S

ONaJBaHe Ha BeXKAHTE
cbpbex

obpue

H3TOLLIABAHE HA MYCKY.JIHTE

Oonka B MycKysiuTe

3aryba Ha HHepBaLMA/CBUBAHE HA HHKEKTUPAHHA MYCKY I
Hepa3nonoKeHue

YYBCTBO 3a 00110 HepaznonoxeHHe

TpECKa

CYXO OKO

10Ka/TH3UPAHY MYyCKYTHH NOTPENBAHKA / HEBOTHH MYCKYTHH KOHTPAKLIMH
MONYBaHE Ha Kenava

Crofumagane Ha HeKeTaHN pPeakuHR

AKO NOTYYHTE HAKAKBH HEXENAHH JIEKapCTBCHH peaKLMH, yBenoMeTe Baiung nekap. Tosa Bkmousa
BCHYKH BB3MOXHH, HEONNUCAHH B Ta3H JIHCTOBKa HEXeNTaHH peakuni. Moxere cbimo 1a chobuuTe
HEXEJIaHH PeaKilMH AMPEKTHO Ypes:

H3nsnnuTenna areHuns no nexkapcreata

ya. ,JlamsH ['pyes” Ne 8

1303 Cotdus,

Ten.: +35 928903417

yebcaitT: www.bda.bg

Karo cpobiaBate Hexenanu peakinn, MoxkeTe 1a faneTe CRos NPHHOC 3a Mo1y4aBaHe HA noBeye
HHOpMaLMA OTHOCHO 6e30MacHOCTTa Ha TOBA JIeKapCTRO.

S. Kax na cuxpanssate BACTABEJ

/la ce cbxpaHAB2 Ha MACTO, HEZOCTHITHO 33 Kela.
He m3nonssaiite Tosa nekapctso cien CPOKa Ha rOHOCT, 0TOENA3aH BhPXY (JIaKOHA M KapTOHEH
onakoska, cien ,,l'onen n10”. CpoxsT Ha ronsoCT OTroBaps Ha NOCNeIHUS IEH OT NOCOYEHMNA
[la ce cbxpaHssa B xmanuiHuk (2°C - 8°C).
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[IpenopbuBa ce He3abaBHO M3NO0N3BaHE Ha pa3TBOpa cJie/l MPHroTBAHE, TOM MOXKEe 1a Ce ChbXpaHsBa,
obaue, 10 24 yaca B xnaguinuk (2°C — 8°C).

6. ChbabpikanHe Ha ONAKOBKATA H A0NbJHHTEIHA HHpopManun

Kakso ¢csaspxa BUCTABE

— AKTHBHOTO BEUIECTBO € GOTYJIMHOB TOKCHH THN A (0,1 ml npuroTeen pa3tBop 3a MHKeKTHpaHe
ChAbPXKa 4 eAMHULM Ha Mpou3BoauTess AnepraH (4 AJlepraH eIMHHLIH).
"ot Clostridium botulinum (suo 6axmepus)

— Jlpyrure cberaBkM ca: 4oBeIIKH anOyMHH 1 HaTpHEB XJIOPHIL.

Kak n3rnexaa BUCTABEJI u kakso CbABbPKAa ONAKOBKATA

BUCTABEJI npencrasnsisa huu 651 npax 3a MHXKEKLHOHEH pa3TBOp, KOWTO TPYJIHO MOXE 1a C€ BUIIH
Ha IbHOTO Ha NMpO3pa4Hus CThKJIeH (pnakoH. [Ipenun nHxeKTHpaHe, TO3M NPOLYKT TpsOBa 1a ce pa3TBopH
CbC CTEPHIEH, HOpPMaJIeH, PHU3HOIOTHYEH pa3TBop, Ge3 koHcepsaHT (0,9% HAaTpHEB XJIOPH/, pa3TBOP 3a
nHxekunu). Beeku dnakon ceabpxa S0 unm 100 equHuuy Ha npousBoauTess Asiepras (Aneprau
€IMHHIIK) OOTYJIHHOB TOKCHH THI A.

Bcska onakoska cbhabpika | wim 2 ¢nakoHa.
HE BCUYKH BHJIOBE OITAKOBKU MOT'AT JIA BbJIAT [TYCHATU B [TPOJIAXKEBA.

[IpuTexkaren na paspemennero 3a ynorpeda
AbbVie Limited

Citywest Business Campus

Dublin 24

Upnanaus

[Ipoun3BoauTe

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

County Mayo

Upnanaus

HJIH

AbbVie Deutschland GmbH & Co. KG
Knollstrasse

67061 Ludwigshafen

['epmanus

ToBa JiekapcTBo e paspewmeno 3a ynorpebda B xbp:kaBuTe — wienkn na EBponeiickoro
HKOHOMHYECKO NPOCTPAHCTBO MO CJA€IHHTE HMEHA:

ABctpus, benrus, buarapus, XbpBaTus,
Kunsp, Yewxka peny6nuka, {auus,
Ecronus, ®unnanauns, Opanuus, ['spums,
YHrapus, Ucnanaus, Upnanaus, Jlatsus, VISTABEL
JIutea, JItokcemGypr, Manra,
Hunepnanauns, Hopserus, [Monma,
[lopryranus, Pymbuusa, CnoBamka
penyonuka, Cnosenus, Ucnanus., 1lIsems




["epmanus VISTABEL 4 Allergan-Einheiten/0,1 mi
Pulver zur Herstellung einer
Injektionsl&sung

Htanus VISTABEX

Jata na nocjeano npepasraexaane Ha aucrosxkara: 07/2025

NMNOCOYEHATA NO-A0JY HHOOPMALIMA E OIPEAHAZHAUEHA CAMO 3A
METUIHUHCKH CITEHHHAJIUCTH:

EnuHniiTe 60TYTHHOB TOKCHH HE ca B3aHMO3aMEHSEMH MEXITY PAITHUYHHATE NPOAYKTH.

[penopbunTeNHNTE 1034 B EAMHWLIM HA MPOM3BOJMTENA AmepraH (AnepraH eqUHULN) C2 Pa3HYHH OT
ApYTH NPOAYKTH, ChAbPKALLK OOTYNHHOB TOKCHH.

BHCTABEJI e noxasan 3a BpeMenHO nogo6peHue Ha BLHIIHKA B Ha:

® YMEPEHH N0 AWIOOKH BEPTHKAMHH OPBUKH MEXIY BEHK/IUTE, BUAHUMH NMPH MAKCHMANHO CMPBIUIBaHE
(rnabenapHu reHKH) W/unu

® YMEpeHH 10 ABNOOKH CTPAHHYHH KAaHTATHH GPBYKH (THN ,,auu KpaK™), BAIHMH NMpH MaKkcUManHa
YCMHUBKA, H/WIH

® YME€peHM 10 ABAOOKM GpPbUKHM Ha YENOTO, BWAHMH NIPH MAKCHMANHO NOBIUraHe Ha BEXANTE,

KOraTo U3pa3CHOCTTa Ha IMUEBHTE OPBYKH HMA BaXKHO [ICHXOMOTHYECKO BL3IEHCTBHE BLPXY BB3PACTHH
MaLHEHTH.

Pa3TBapaHeTo Tpa6Ba na ce H3BBPLUBA CHITIACHO NMPABHIIATA Ha AoOpata npaKTHkKa, ClieLManHO
crnasBaiiky acenTika. BUCTABEJ] TpsaGBa 1a ce npHUroTeY Che CTepHrien, HOpMaJicH, GU3HONOrHYeH
pa3Teop, 6es koHcepeaHT (0,9% HaTpHeB xopua, pa3Tsop 3a MokeKimK). Korato ce Manomea ¢1akoH
ot 50 eaunruy, 1,25 ml ot crepunen, HOpMaJieH, PH3RONOTHYEH pa3TBop, He3 KoHcepraHT (0,9%
HaTPAEB XJIOpHA, Pa3TBOP 32 HIDKEKLIHHK) TPAOBA 1 Ce H3TETIIH B CIPHHLIOBKA, 33 12 CE OMYYn pa3TBOp C
KOHUEeHTpauma oT 4 enuHUuW/0,1 ml. Korato ce w3nomaa ¢niaxou ot 100 exunmuy, 2,5 ml ot crepunen,
HOpMaJieH, PH3HONOTHYEH pasTBop, Ge3 KoHcepraHT (0,9% HATPHEB XJIOPHA, Pa3TBOP 33 HHKEKLIMH)
TpAGBa 1a Ce M3TErNH B CIIPHHLIOBKA, 34 J1a CE NOMTyYH FOTOB Pa3TBOP ¢ KOHLEHTpALMA OT

4 enuuuun/(,1 ml.

Pasmep Ha ¢pnakona | Konuuecteo noGaseH PA3TBOPHTEN [lonyyena noza
(CTepuneH, HOpMasieH, QHU3IHONOrHYeH (Exunum 8 0,1 ml)
pa3Teop 6e3 koncepsaHT ((,9% HaTpHen
| XJIOpHA, Pa3TBOP 33 HHXKEKLMH))

50 eguHHLM 1,25 ml 4,0 eAUHUIIH
100 enuHMLH 2,5 ml 4.0 enuHU UM

LlenTpanHara 4acT Ha ryMeHaTa 3amywanka Tpa6Ba Ja Ce NOYHCTH Che CITHPT.

3a na ce wiberne nenarypaums va BUCTABEJ], Pa3TBOPET C€ NMPUIOTBA KAaTO Pa3TBOPHUTENNAT Ce
HHDKEKTHpPa 6aBHO BB ¢riakoHa U Ype3 Jieko BbpTeHe Ha ¢nakoHa, 3a na ce u3berue oGpasyBaneTo Ha
MexypueTa. DrakoHbT TpA6Ba Aa ce H3XBBPIIH, aKO BAKYYMBT HeE 3aCMYKBA pa3TBOPHTENA BbLB
tnaxona. Cren MpUroTBsiHe, pa3TBOPBT TpAGR2 Na ce ornena npeau ynetpeda, 3a Aa € CHIypHo, ue ce
ynoTtpebaBa caMo GHCTBp, 6€3LBETEH 10 CBETIIONCHIIT pa3TBoOp, Oe3 HaluHUe HA YACTHILIN.

3agwmkurento € BACTABEJ na ce usnon3pa 3a /ieYeHHETO CaMo Ha €HH NMALHEHT MO BpeMe CaMo Ha
€AHH CeaHc.

[pean urpkexTHpaHe 3a rnaenapHy rEHKK (yMepeHu WiH ABNGOKH BEPTHKATHH GPbYKH, BHIH
MaKCHMAaTHO CMPBILBAHE), MaNeUbT HITH NOKA3ANELBLT TPAORA A3 Obe NOCTaseH CTaBHIHO 1O
opOuTanHus pu6, 3a 1a npenoTBpaTH EKCTPaBa3ALMA MO opburtanuus pu6. Mrnata Tpsa6sa ma
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HacO4CHa Harope U MEAHATHO N0 BpEME Ha MHXKEKTHPAHETO. 3a 1a Ce HAMATH PUCKBT OT NTO34 HA
Kfienava, MakCHMalHaTa 103a OT 4 €JMHHLH 33 BCAKO OT HHXKEKLIHOHHUTE MECTa, KaKTO H bposT Ha
HHKCKUNOHHHMTE MeCTa He TpAOBa na ce NpesHLIaBaT. B NOMuIHeHHe, WIDKEKUHHTE B 6IIH30CT 20
MYCKYyJ1a, MOBAMIaYy Ha ropuus knena4 (levator palpebrae superioris) TpaGea na ce u3barsar, oco6eHo
NpH NaLHCHTR C MO-LIHPOKH MYCKY/IHH KOMILIEKCH Ha JEITPECOPUTE Ha BEXIHTE (depressor
supercilii). Umkexunnte B Myckyn Kopyrarop (corrugator) TpsaOsa aa ce NMpaBsT B LHEHTPAIHATA YacT
Ha TO3W MYCKYJ, Ha pa3CTOAHHE OT MOHe | cm Haa M3BUBKATA HA BEXITUTE.

Hrxekunure 3a 6pbuku THR ,,flaun kpak” (YMEpeHH 10 ABJIOGOKH CTPRHHYHH KaHTATHH OpbukH,
BHIMMH NMPH MaKkCUMANHa YCMHBKA) TpA0Ba 1a C€ NPHIIArar, KaTo BhPXBT HAa HINATA € HACOYCH Harope
W € OPHCHTHDAH B NTOCOKa HABbH OT OKOTO. 3a 1a Ce HAMATH PHCKBT OT 11T03a Ha KNenaya,
MakCHManHaTa 103a 0T 4 eQHHHLM 33 BCAKO OT WIDKEKLIMOHHUTE MeCTa, KaKTo W OpoAT Ha
HHXEKUHOHHMTE MECTa He TpAOBa fa ce npeBuiuaBat. B nombnHeHue, MIDKEKLHATE TpabOBa 1a ce
NPABAT TEMMOPaIHO HA OpOHTATHHA P10, 3aMa38aiiky Mo TO3M HAYMH GE30MacHo Pa3CTOSAHUE OT
MYCKYJ/Ia, KOHTpOIHpalll NOBAHTAHETO Ha KJIeMnaya.

O6inara no3a 3a neveHne Ha GpbukH Ha yenoTo (20 CAHHHLIH) 3a€AHO C riabeNlapHH MbHKH

(20 enunniw) € 40 enunnum/1,0 ml. Korato onpenessTe MecTONONOXKEHHETO Ha CHOTBETHHTE MECTA
Ha HikekTHpaHe B musculus frontalis, oueHeTe usocTHata Bpb3ka Mex Iy pa3Mepa Ha 49eJIoTO Ha
MalHeHTa U pasnpeiaensHeTo Ha akTHBHOCTTA Ha musculus frontalis.

HHCcTpyKiiHH 32 6e30NaCH0 HIXBLPISHE HA N3N0/ I3BAHNATE $1axonH, CNPHHIIOBKH H MATEPHAIH:

Bennara cien ynotpeba u npean M3XBLPIAHE, HEH3NOIBBAHUAT FOTOR pasteop Ha BUCTABEJ] 1B
(hnakoHa WuH cpUHLOBKaTa TPAGBA da Gbie HHAKTHBHPaH ¢ 2 ml pa3peneH pa3TBOp Ha HATpHeEB
XHNoXnopuT 0,5% win 1% u TpAbBa 1a ce MIXBLP/M B CHOTBETCTBHE C MECTHHTE H3HCKBAHMAL
H3nomnsganuTe GpnakoHu, CIPHHLOBKH W MATEPUAIIH He Tpa0Ba na ce u3npa3sar v TpAbBa da ce cLOMpar
B MOAXOAAIUH KOHTEHHEPH W H3XBBPJIAT B CLOTBETCTBHE C MECTHHTE M3HCKBAHMAL

WucTpykunn B cryvaii Ha 3a0n0xyka npn pabora ¢ 0OTYTHHOB TOKCHH

B cityuait Ha 3nononyka npu paboTa ¢ NpoayKTa, HE3aBUCHMO JANTK B CYXO0 BaKYYMHUPaHO HIH
PasTBOPEHO CHCTOAHHE, TPAOBA He3abaBHO Aa Ce NPEANpUEMAT ChOTBETHUTE MEPKH, ONMUCAHN No-A0NYy.

. Bcesako pasnupaHe TpsabBa na ce NOYHCTH WM C abCcopOeHTEeH MaTepHall, HanoeH ¢ pa3TBop Ha

HaTPHCB XHTOXTOPHT (pa3TBOp Ha Javel) B cywait Ha CcyXo BakyyMupaH MPOAYKT WIH CbC CYX
abcopOeHTeH MaTepHan B CiTyuait Ha pa3TBopeH MPOAYKT.

* 3aMBPCEHHTE NOBBLPXHOCTH TPAGBA 13 CE MOYHCTAT C abcopOeHTEH MaTepHall, HaMOEH ¢
Pa3TBOp Ha HATPHEB XUIIOXNOPHUT (pa3TBop Ha Javel) u ciex Topa noacyweHm.

. AKO ce CYNH (1akoH, BHHMATEHO 1a ce ChGEpaT CTbKIeHHTE napyera M 1a ce W3bbpiue
NPOayKTa, KAKTO € ONHCaHO MO-TOpe, KATO ce H30ATBA NOPA3BAHE HA KOXKATA.

- AKO ce pa3nphcKa BLPXY KOXKATa, 1a C€ H3MHE C Pa3TBOP Ha HATPUEB XHNOXJIOPHUT H Cned TOBA 13
Ce M3IJTaKHEe OOWTHO C BOIA.

. AKO Ce MPbCHE B OUMTE, OUMTE Ja CE HIMIAKHAT OBMITHO C BOA WM ¢ pa3TBOpP 34 NPOMMBAHE
Ha OYH.
. Ako paboTewIoTo JIMLE ce CaMOHapaHH (mopexe ce, ybone ce), aa ce MpOLIEANPA, KAKTO €

OTHHCAHO NO-Tope U 1a ce NpeANpPHEMAT CHOTBETHHTE MEAMUHHCKH MEPKH, B 3aBHCHMOCT OT
WHXXEKTHpaHaTa 7034.

HaenTuduxanns na npogyxra
3a na ce yBepuTe, Y€ NnoNyyararte AeHcTBHTEIEH npoaykt BUCTABEJI or Anepran, notif
ChC 3allnTa POTHB OTBAPAHE, KOHTO ChABPXKA NOMYMPO3payHo cpebbPHO JIOro Ha Anepff
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FOpHHA 1 oncH kanak Ha KyTunTe ¢ BUCTABEJ u xonorpadpcku ¢punm supxy etukera Ha ¢nakoHa.
3a na BUAMTE TO3H GUAM, pa3riienaiiTe BHUMATENHO (IAKOHA O/ HACTOHA TAMIIA IIH M3TOUYHHK Ha
(yopecueHTHa cBeTMHA. Bupreitku dakoHa Hazas u Hanpea MEXAy NPBCTUTE CH, NOThpCeTe
XOPU3OHTAJIHH TMHUH € LUBAT HA ABraTa BbPXY €THKETA M CE YBEPETE, Ue HMETO ,,AniepraH’” ce nosBsBa
B JITHHHHTE C UBAT Ha Abrarta.

He usnonasalite npoaykra u ce CBEpkeTe ¢ MECTHHS 0DHC HA ANIEPraH 3a JOMbIHUTEHA
HH(pOpMaLMA, aKo:

o XOPH3OHTATHUTE JINHWH C LBAT Ha IbraTa WK AyMata ,,Allepral” IHICBAT BLPXY €THKETA Ha
¢nakoHa

. NEHATLT ChbC 3ALINTA IPOTHB OTBAPAHE HE € HEMOKHTHAT W HE € HANIHYEH BbPXY ABAaTa Kpas Ha
KYTHATA

. MOJTyNPO3paYyHOTO CPeOBPHO NOTO HA ANTEprad BbPXY NEYaTa Ce BIKIA HEACHO HWIH MMa YEpeH

KpBI' € IHAroHaTHA JINHUA 1pe3 Hero (T.e. 3HaK 3a 3a6paHa).

JloNbIHHTENHO, ANEPraH e Ch3aan OTNIENBAILH CE CTHKEDPH BLPXY €THKeTa Ha PpNIaKoHa ¢
BHCTABEJ, xouto cbabpxaT HoMepa Ha mapTHAATA M CPOKa Ha FOAHOCT Ha NPOAYKTa, KOKTO CTe
MONMYy4YHIH. Te3n CTUKEPH MOTAT Ja CE OTIIEANT W MOCTABAT B KIHHUYHUS By KapTOH ¢ LIEN B3MOXKHO
npocnenspane. OtGenexere, ue cle Kato OTAENHTE CTHKEPA OT eTHKETa BBEPXY ¢nakoHa ¢
BHCTABEJL, we ce nokaxe gymara ,,Ynotpe6asan”, ¢ koero Bu ce TPEeXOCTABS AOITHJIHHTETHO
YBCPCHHE, H€ u3nonisare asTeHTHieH npoaykt BUCTABEJ, npoussenen ot Anepras.
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