JIncroBra: unpopmauns 3a nauneHTa

Jucnoprt 300 U npax 3a HHAKEKUHOHEH PA3TBOP
Komnieke Tokcuu-xemarayruHul ot Clostridium botulinum tnn A
Dysport® 300 U powder for solution for injection

Clostridium botulinum type A toxin-haemagglutinin complex

[IpoueTeTe BHHMATE/HO USAJIATA JIHCTOBKA, NMPeaH 1A 3aM04HeTe 1a H3M0.13BaATEe TOBA
JEKAPCTBO, Thil KATO TH CbAbPAKA BakHa 3a Bac nndopmauus.

- 3anaszete Ta3u JIMCTOBKA. MosKe /1a ce HaJl0KH J1a 8 NpoYeTeTe OTHOBO.

- AKO UMATE HAKAKBH J0MbIAHUTEIHH BLIIPOCH. nonutanTe Bawiuns nekap.

- Tosa nekapcTBo e npeanucaro auuHo Ha Bac. He ro npeorcrenaiiTe Ha apyru xopa. To moxke
714 UM HaBPE/H. HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00JiBaHe ca cblumnTe Kato Bawure.

- AKO NnoJlyuuTe HAKAKBH HEKEaHH JIEKapCTBEHHW peakunH, yeeaomere Bawuna nexkap. Tosa
BK/JIKOYBA U BCUYKH Bb3MOKHH HEXKEJIaHH PEaKkLMH, HEOMUCAHU B Ta3H JIMCTOBKA. BUiKTe TOUKa

4.

KakBo ¢cbabpAKa TA3H JIMCTOBKA:

1. Kakso npeacrasassa lucnopt 300 U m 3a KakBO ce M3nosssa

2. Kakeo tpsOBa 1a 3Haere, npeau aa usnonssare ducrnoprt 300 U

3. Kak na w3noaszsare Jlucnopr 300 U /Y0

4, Bb3MOKHU HEKETaHW peakLuu ’69 “72/'2’

3. Kak na cexpansate /lucnopt 300 U

0. Cbabp/kaHWe HA ONAKOBKATa W J0MbJIHUTEIHA HH(OpMaLIUS 5 9\“"’/3 LY -07- 2025

1. Kakso npeacrasiasasa ducnoprt 300 U u 3a KakBO ce H3110/13B2

Jlncnopt 300 U cbabpxa OOTYJIMHOB TOKCHH. KOHTO Ce noJjiyyasa ot OaktepusaTa
Clostridium botulinum. TOKCUHBT Bb3A€HCTBA BbPXY BPB3KUTE MEK/LY HEPBH U MYCKYJIH,
KaTo NpeaoTBpaTaBa OTJAE/ISHETO HA MEAHATOPA aLEeTHIIXOJUH OT HEPBHUTE OKOHYAHMS,
KOETO HOPMAJIHO MPHYUHABA CbKpalllaBaHE Ha MYCKYJIUTE. AKO ce OJIOKUpa OT/AENSHETO Ha
TO3H MEHATOP Ce NMPHUUHHABA CJAa00CT B MYCKYJIMTE, KOETO CroMara 3a HaMaJisBaHe Ha
HAKOW a0HOPMHH MYCKYJIHH KOHTpakuuu. Beekun dpnakon Jlucnopr cbabpika 300 e auHUUM
TOKCHHOB KOMIUIEKC. [e€3H €IMHULIM C€ OTHACAT €IMHCTBEHO 3a JlUcnopT U He ca cbhluuTe
KaTo NpH APYIrH JEKaApCTBEHHU NMPOAYKTH, CbhAbpAKaLLH OOTYJIHHOB TOKCHH.

Bo3pacTHn:

Jlucnopt 300 U ce u3non3ea 3a JieYeHHE Ha:

- MYCKYJIHHM CMa3MH Ha pbKa U pamMo MpH Bb3pacTHH (M3pa3siBa ce B MOBHILIECHA
CKOBAHOCT HA MYCKYJ/IUTE HA FOPHHUS KPAHUHHK);

- CUMITOMH HA CHACTHYHOCT, 3aCSAramu rjie3eHa (HEBOJIHHW CNa3mMu Ha
MYCKYJIMTE HA KpaKaTa. KOMTO MOrar /la NpUYUHAT VBpEK1aHe Ha PyHKUMUATA HA KpaKaTa)
MPU Bb3PACTHH CJI€ HHCYIT WK CJ1e/1 TPABMATHUYHO MO3BbYHO VBPEK/1aHE

- CIMAaCcTHUYEH TOPTHUKOJIUC NMPH Bb3pacTHH (HaO/K01aBa ce, KOrato uMa JABH/KEHHUE 3a
OOpbLIAHE HA LIUATA. KOETO BOAH 10 aDHOPMHA MO3MILIMA HA rjlaBata U paMmoTo):

- Onepapocrnazbm MpU Bb3PACTHH (CbCTOSHUE, KOETO 3aciara MyCKYJIMTE HA OYUTE U
[MPUUYUHABA HEBOJIEBO MUIaHE M 3aTBAPAHE HA KJIEMNavMuTe);




- NHLEB XEMHCTA3bM NMPU Bb3PacTHH (CHCTOAHHME, NPH KOETO NHLEBHTE MYCKYJIH OT

enHaTa CTpaHa ¢e CBMBAT DEIROHTPONHO, HE3ABUCUMO OT 3KETAHUETO HA NMaLUEHTa 3a

TAXHOTO KOHTPOAUPAHE),

- AKCHJTApPHA XUTMEPXKAPO3a (CHLCTOAHHE HA NOBHLLUEHA MNOTHA CEKpELMs B 001aCTTa Ha
[OAMHLUHHLUNTE) NPYU Bb3PacTHM,

- H3NVCKAaHE Ha ypuHa (YPUHAPHA HHKOHTUHEHUMA) NOPaltn NpodneMu ¢ NUKOHHUA MEXYP.
CBbP3aHHU ¢ YBPEXKIAHE HA rPBEOHAYHUA MO3BK HJIM MHOXKECTBEHA CKIEPO3d. NMPHU NAUNEHTH, KOUTO
penoOBHO H3BBLPLUBAT YHCTA NEPHOIHYHA KATETEPH3ALINA.

Heua:
Hucnopt 300 U ce uznonsea npu aeua ¢ uepedpanHa napanmsa (Ha Bb3pacT ABE WK NMOBEYE [OAHHH);

- 33 IEYEHHE HA MYCKYNHH cna3sMH Ha Kpakarta (3abonssaHe. NpH KOETO HAKOU MYCKYJIH ce
CKOBaBaT M JABHXXEHHETO Ce 3aTPyAHABa), 3a Aa NOA00pH XOAEHETO HUM.
- 33 nedeHUe Ha MYCKYJTHM CMAa3MHU Ha PBLETE.

2. Kaxso Tpa0Gsa aa 3uaere, npean a1a uinoassate Jucnopr 300 U

He n3noaszsaiite Incnopr 300 U:
- aKO CT€ ANEPruuHH (CBPBLXUYBCTBUTENHH) KbM AKTUBHOTO BELLECTRO UM KbM HAKOS OT

OCTAHANMUTE CHCTABKH HA TOBA N€KApPCTBO (M3IOPOEHH B TOHKa 6);
- aKo UMaTe WH(PpEKLMA Ha MUKOYHHUTE NETHILA NO BPEME Ha SIEYEHHUETO HA U3MYCKAHETO Ha

ypUHa.

Mpeaynpexaenus B NpeANasHH MEPKH

["osopeTte ¢ Bawusa nexap, npeau aa winonzeare Jucnopt 300 U:
- aKo UMaTte npodbaeMu ¢ MperinbLWAHETO;
- aKO MMaTe MUHanM 3aboAsBaHHUA KaTO OPOHXHUT, NHEBMOHHUS WIK NpoOaeMH ¢ AULLAHETO;

- aKO CTe MMany anepruyHa peakumns KbM OOTYJIMHOB TOKCHH B MHHAJIOTO;
- aKo uMare apyru npobnemu unu 3abonasaHua, KOMUTO Ce OTpasaBat Ha Bawmuute Myckynu,
Hanp. MUAaCTEHHs [PABHC;

- dKO KbpPBHTC JICCHO,
- AKO UMATC HHCIJEKU.HH Ha MACTOTO Ha NPUITOAKCHHUE HA HHXKCKLUHUATA HIIH Ta3H obnacTt e NnoAyTa

- AKO MYCKYUTE Ha NPEANOKEHOTO MACTO 3a MHXXEKTHPAHE NOKAa3BAT NpPU3IHALIM HA M3TOLLEHMUE.

[lo BpeMe Ha HHXKEKTHPAHETO B MHKOYHHA MEXYP 3 JICUEHUE HAa HINYCKAHETO HA yPHHA, NIopaau
npoueaypara. No KOATO Ce NOCTABA HHXEKLHMATA, € BbIMOXHO 1a H3NUTATE HEKOHTPONUpPaHa
pedNeKTOpHA PeaKUHa HA TANOTO CH (ABTOHOMHA AUcpedaeRcHd, KaTo Hamnp. 0OUIHO W3INOTABaHE,
nyacupauo rnapodonue, NoBHLIaBaHe Ha KPbBHOTO HaNRraHE WM YCKOPRBAHE HA MyJca).

OO0BbpHeTE CNEUHATHO BHHMaHHKE, aKO CTE JIEKYBaHH 332 MYCKYJIHH CAAa3MH Ha NOJHHTE KpaHHUUM
(CNACTHYHOCT Ha rne3¢HHaTa cTaBa). Br3pacTHUTe ¥ 0CODEHO XOpaTa B CTapUecKa Bb3pacT MOXeE 1a
ca W3N0XEeHH Ha NOBHUIEH PUCK OT NajaHe.

Koraro ucnopT ce U3noi3ea B MYCKYJIUTE OKONO OKOTO, ouMTe BW MOraT Ja CTaHaT CyxXu (BUKTE
TOUKa 4), KOETO MOXKE [1a YBPE/IH NOBBLPXHOCTTA Ha ouuTe BU. 3a aa npeaoTepaTuTe TOBA, MOXKE 14 €€
HY>KAA€eTe OT JIeMEHHE CbC 3alMTHHY KaNKKH, MEXJIEMH WM 3alULMTHO MOKPUTHE, KOETO 3aTBaps OKOTO.
Bawunar nekap we Bu Kaxe 2anu ToBa € He0DX0AUMO.

CebpxkeTe ce HezabaBHO ¢ Bawng nekap uav HezabaBHO NOTHPCETE MEAULMHCKA NTOMOLL, aK
pa3BHeTe 3aTPYyAHEHHS NPH NperblUaHe, rOBOPEHe WK AULLIAHE.




Hena u WHOWH
3a neyeHHe HA CNACTUMHOCT NP NAUWEHTH ¢ uepebpanna napanusa. Qucnopt 300 U Tpadea na ce
ynoTpedaBa caMo NpH JeLa Ha 2 1 NoBEeYE roAKHH.

Apyrs nexapcerBa u ucnopt 300 U
Nudopmupaiite Bawng nexap wnu dhapmaneBsT. ako NpUEMaTe, HACKOPO CTE MPHEMANH HITH €
Bb3MOXKHO 14 PHEMETE APYIH JICKapCTBa.

Mons, kaxeTte Ha Batusg nekap, ako npHemMare HAKaKkBH aHTHOMOTHLM 3a MHPpeKUHs (Hanp.
AMHHOTIAHMKO3WAN KaTO FeHTAMMUHH WJIKW aMUKALIMH) WIH MYCKYJIHH pellaKCaHTH.

bpeMeHHOCT, KbpMeHe H PepTHIHTET
AKO cTe OpeMeHHA MM KbPMUTE, CMATATE, Y€ MOKE a CTe OpeMeHHa WiKn nnaHuparte OpeMeHHOCT,
nocbBeTBaNTE ce ¢ Bauing nekap npeau ynorpedara Ha ToRa 1IEKapCTBO.

Hucnopt 300 U He ce npenoptuBa no BpeMe Ha OPEMEHHOCT. OCBEH AKO HE € KATETOPHUHO
HeoOXoAUMO w1 ako ¢Te OpemenHa, Jucnopt 300 U Tpabea na ce npHaokKH caMO ako € KaTeropHyHO
HY>KHO.

Hucnopt 300 U He ce npenopbuBa NPU XXEHH, KOWTO KbPMAT.

Hlogpupane u padoTa ¢ MALLHHH
Hucnopt 300 U moxke aa ApHUKMHKU MYCKYNHA cnadocT unu npobiieMy ¢ BUXKAAHETO.
AKO YCETHUTE HAKOM OT Te3u edeKTH, He WwodrpanTe U HEe N3NON3BARTe HAKAKBH MALLUHH,

Juenopr 300 U cpabpika MANKOe KOJHYECTBO AJ0YMHH, KOUTO € NONYUYEH OT YOBELIKA KPbS.
PucksT OT npeaaBaHe HHPEKUHUH OT KPbBTA HE MOXKE A2 Ob1€ M3KNIOUEH ¢ aDCOIIOTHA CUIYPHOCT
CAEM H3MOI3BAHE HA YOBELLKA KPbB U KPBBHH MPOAYKTH.

3. Kak aa n3nonsBare Aucnopt 300 U

Hucnopt 300 U ce pazTBRapa U UHXKEKTHPA OT jekap, cneudanHo odyueH U ¢ ONUT B NPHIAraHEeTO Ha
TO3MW NEKAPCTBEH NPOAYKT. JIEKapAT NpeLeHABa Kb/ie Ja NOCTABH HHXEKUMATA U KONKO BpeMe J1a
NPOABLIKHU NEUEHUETO.

[Mpu neyeHne HaA MYCKYJIHH cna3MK HA pbkaTa H pamoTo no3ata Jucnopt 300 U ce onpeaens ot
neKap HHAWBUAYATHO 3a BCEKH NMalHeHT U oOukHOBeHO € Mexay SO0 U u 1 000 U u He TpaOea na ce
NpeByLLiaBa, HO aKO CBIIO TAKA CTE HHAKEKTHPAHH U B PAMEHHHTE MYCKYIIH, J03aTa MOXKE 11a C€
nosuwwn 1o 1 500 U. Jlekapat Moxke aa paznpeacnud KONUYECTBOTO MEXKAY 3aCErHATUTE MYCKY/TH Ha
pbKata u pamoTo. [1oa00peHue ce oyaksa OOMKHOBEHO B pAMKHTE Ha €1Ha ceaMuua. MHxkexuuu ce
NOCTAaBAT NPUONU3IUTENHO Ha BCeKkU |2 10 16 ceamuuu.

CnacTHYHOCT, 3acArania 101HUA KpAHHHK APH Bb3PacTHH

Hozarta Ha JlucnopT oOukHoBeHo ¢ | 300 eauHnuu 1 He TpadBa na HajaBHlABA Ta3Kk Ao3a. Jlekapar
MOXKE 1a pa3esin 103aTa MEX Ay 3aCerHaTHTe MYCKYJH Ha KpakaTta. HHxkekunnTe oOUKHOBEHO ce
NpaBAT HA BCekH 12 no 16 ceaMuum.

CnacTHYHOCT, 3aCATALUA FOPHH H N0JIHH KPAHHHEN OPH BL3PACTHH

Ako Tpabea na By 0b1aT HanpaBeHH HHKEKLIMH B pbKaTa W KpPaka B €1Ha W CbLUA CECUA Ha JIeUeHue,
BawuaT nexap Moxe aa pazaeny 103aTta Mex1y pbeKaTa M Kpaka. Ho obluaTa ao3a He Tpadsa na
Haasuwaea | 500 eanHULM.




3a JleueHHe HA MYCKY/HH CMA3MH B RPAR(NNE NPH Jena ¢ AeTcka uepedpajaHa napaauia:

Jleua nan 2 roauuun: Jozara we O0b1e onpeaeneHa ot Bauwins nekap. Qucnopr 300 U ce nixektupa 8
3acerHaTUTe MYCKYH Ha KpakaTta. Jlo3ata 3a 1aneHa ceCHs Ha JieueHHe He TpadBa 1a € No-BHCOKA OT
1 000 U unm 30 U/kg.

BaluusTt nekap we nosTOpH NeYEHUETO NpudAH3UTENHO HA BCeky 16-22 ceamuun UK KakTo €
HeoOX0AUMO. HO HE HO-4ECTO OT HA BCekH |12 ceAMUUM.

3a 1leuenne HA MYCKYJIHH CNIA3MH B pbieme NP Aeua ¢ uepedpaana napajusa:

Heua Ha 2 unu noeeye roauHu: Hozara ce onpenens ot aekapa Bu. Jlucnopt ce MHxexTHpa B
3aCErHaTHTE MYCKYJIH Ha pblUeTe. AKO JIEKAPCTBOTO C€ HHIKEKTHUPA B €1HA pbKa. 103aTa 3a CeCUA Ha
neyeHue He TpsbBa na Haasvaea 640 eamHuum wan 16 enuHnun/kg — xoeto e no-Manko. Ako
NIEKApCTBOTO Ce MHKEKTHPA B ABETE pblie, A03aTa 3a CeCUd Ha JieyeHHe He Tpa0Ba Aa HajBHLuasa 840
eanHULM N 21 eanHuun/kg — koeTo e no-manko. OOHKHOBEHO, MYCKYJIHUTE BH cnazmu 6u
TpaOBano aa ¢ce nogodpaAT B ceAMHUHTE Cled /IEHEHHETO W TOBa NoaodpeHUe MOXke aa Tpae a0 34
ceaMHUM. BaluuaT nexkap we nopTaps JTEYeHHETO NPUOITU3IUTENHO HA BCeKH 16 — 28 ceamuum unu
KAKTO € HeOOXOIMMO, HO HE MO-4ECTO OT BEAHDBK HA BCEKH 16 ceamuum.

3a neueHHe HA MYCKYJHH CHA3ZMH B poyeme i Kpakama NpH Aeua ¢ nepedpanna napaiausa:

AKO ce Hanara JledeHHe B PLUETE Y KpakaTa no BpeMe Ha €1Ha TeparneBTHHHa cecud, 103ara
JIMCMOPT, KOATO C€ HHXEKTHPA BbB BCEKH KpPaHHHUK. TpabBa na ce onpeaeny ot nekapa By, 6e3 na ce
npesuwlasa oduara no3a 3a cecud Ha edeHue ot | 000 eaunuum nan 30 enunnun/kg — KoeTo e no-
Manko. Tpabea na ce 0OMHCAH NOBTOPHO KOMOUHHPAHO JIEYEHHE HA PBLETE H KPAKATA HE MO-PAHO OT
12 no 16 ceaMULM cnea NpeaMLHaTa CeCHA HA JIEYEHHE.

[Ipy neueHue 3a cHACTHYEH TOPTHKOJIHC, HHKeKTHpaHeTO HA Jucnopt 300 U ce u3pbpluBa B
MEULIMHCKO 3aBedeHHE, CNELHANHW3IUPAHO B Ne4eHUETO Ha ToBa 3abonapane. Ilvpeata n103a qucnopt
we 0vae oo 500 ennunun. MakcumanHaTa 103a, KOATO MOXKE 12 C€ NPHAOKHK HE TpadBa aa
HaaBdwaea | 000 eannuum. Jlekapsart we pasnpeaciiv TOBa KOJHYECTBO HA HAKOJIKO MECTa Ha LIMATA.
BEPOSATHO B 2 MU 3 OT LWIMHHMTE MYCKYNA, 3aC€rHATU HAW-MHOT0 OT TOBA CbCTOAHMUE. Jlekapat we
NPELEHH KaKBO KOJIHUECTBO H KOU MYCKYJIH Llle HHXKEKTHPA. UHkeKUHN ce NocTaBAT NpUOIHIUTENHO
Ha BCeKH 8-12 ceaMHULIM B 3aBUCUMOCT OT TOBA KOT'd HIE U34e€38a OTNycKalug edekT. JlekapaT we
NPELEHW KOra € Hy>KHA C/IeABALLATA HHKEKLUHMSA U KOMKO JEKAPCTBO 1a HHXKEKTHPA.

[pn nevetive Ha HaedapocmaszbMm, 3acAraill ABETE OUM, NbPBATA MHKEKLHUA e Obae NpUbNU3IUTENHO
120 equHULUM HA BCAKO OKO. JIeKapCTBOTO C€ HHXKEKTHPA MOAKOXKHO HA OMPEAETIEHA MECTA OKOJO
OKOTO, K&TO MECTAaTa HAa MHXKEKTHPAHE U HEOOXO0AUMOTO KOJIMYECTRO 3a TOBA e ObAAT ONMpeASeHU
OT NeKkapa. MHxeKuuM ce nocTaBaAT NpUOIH3UTENHO HA BCEKU 8 CeAMHULIM, KOrato OTNyCKalusaT edexT
RLPXY MYCKYJIa 3anoyBa aa uiuessa. [lpu cneasawmre nocewenHns konmuectsoro Jucnopr 300 U
MOXKE Na ¢e HaManu Ha 80 vnu 60 eaMHHUM HA BCAKO OKO. JlekapaT we onpeneny Kaksa n03a aa ce
BbBeae. Ako OnedapocnaibMbT € 3aCerHai camo €4HOTO OKO, IEKAPAT LUE NOCTABH HHMKEKLUHH CaMo
OKONO TOBA OKO.

[Ipu neyeHue Ha JIHUEB XEMHCNATBM, JICKAPAT LUE NOCTaBYA HHXKEKUHWH. KakTo npy dnedapocnaibm.
HO CaMO BbPXY 3acerHartara cTpaHa.

[lpu neueHne Ha ypHHAPHA MHKOHTHHeHuusA: ObuyaliHaTa Mbpea 4034, NPHUIOKEHA B MYCKYJla Ha
MUKOYHHA MEXYP, iile Obae 600 eanHuum, HO nekapsaT Bu Moxe aa pewu aa U3noa3Ba No-BUCOKA 1034
3a NbpBaTa UHXKEKLMA WKW 1a yBeanuu aosara a0 800 eauHUUM NPU CAeIBALLATE HHKEKLIWN.

HucnopT we 6bae NpUAmKeH Ype3 npoueaypa, HapeueHa UUCTOCKONHA. MHCTpYMEHT che ¢
H3TOYHHK B Kpad CH Le 6bae BbReIEeH B NUKOYHMA BH Mexyp npe3 oTBopa. npe3 KOWTO "




VpHHaTa (HapeueH ypeTpa). ToBa No380aABa Ha JIEKapsa 1a BWI1H BbTPELHOCTTA HA MUKOYHHA MEXYP U
1a NOCTaBU WHXKEKUMHUTE JlMcnopT B CTeHaTa HAa NHKOYHUA mexyp. Jucnopr we Bu 6bae npunoken
caMO aKko Be4€ W3BbpUIBATE uHcTa nepuoanyuHa katetepusauma (CIC). CIC e npoueaypa. no Bpeme Ha
KOATO B MUKOYHHA MEXVP BPEMEHHO C€ MOCTaBA KaTeTbp (MEKa. KyXa TpbOa. KOATO ceé BKaApBa B
yperpara. 3a Aa NOMOTHE 3a M3NPa3BaHETO HA YPUHATA OT NUKOUYHHUA MEXYP) U ce OTCTpaHsABa, clen
KaTO MUKOYHUAT Mexyp ¢e u3npaszdu. Monda, nomonete nexkaps ¢H aa Bu o6dacHM no-noapoOHo
npoueaypara.

llle ce nanoxu na npuemMare aHTHOMOTHUH 3a NPEeAOTBPATABAHE HA NH(DEKUNA HA MUKOUYHUTE MbTHLLA.
AKO npHeMare fieKapcTea 3a pa3pexk1aHe Ha KPbBTA. JeKapaT BH we kopyrupa neueHuero Bu npeau
¥ cnen uHKekTHpaHeTo Ha ducnopt. [pean mHxekunuTe Moxke aa Bu 0bae npunoxeHa MecTHa MM
obLua aHecTe3ns HAH cenatHe. Lile Obvaere HabnoaasaHK B npoabmkeHHe HA NMOHE 30 MUHYTH cnen
HHxkekunuTe. Cumnromutre Bu oOMKHOBEHO TpaOBa na ce NoAoOPAT B paMKHTE Ha 2 CEAMHUH. KaTo
noaodpeHHeTo MOXe Aa Npoabmku 10 48 ceamuum. Jlekapat Bu e noBTOpH J€UYEHHETO IMpH
HeOOX0AHMOCT, HO HE MO-YECTO OT Ha BCeKH |2 cenmuum.

[Ipt neyeHUE HA AKCHIAPHA XHIEPXHAPO3a, NbPBATA HHKEKLUA Lile CbAbPXKA 1034 OT
npubnuzutenHo 100 eanuuuu 3a Bcaka akcuna. MakciManHarta n03a, KOATO MOKE 1a ¢

NpUAOKHK He TpabGBa aa Haasuwaea 200 enMHMLUM 33 BCAKA akcvna. JIeKapcTBOTO e ¢e

MHXKEKTHPA NOAKOXKHO B 10 onpeaeneHu TOUKH, KATO MECTATA Ha MHXKEKTHPaHE U

HeOOX0AUMOTO KOJIUHECTRBO 3a TOBA e ObaaT onpeaenieHH OT Nekaps. MakCHMaTHHAT

eeKT ce npoABABa J0 ABe ceAMUUH. JlekapAaT we onpeaeny HHAHWBUAYAJTHO 32 BCEKH

NaLMEHT Ha KAKBH WHTEPBAIKU A4 C€ MOCTABAT CNeABALLUTE HHIKEKLIHN.

[Tpu neua Aucnopt 300 U He ce npenopbyka 3a NeUeHWE HA MYCKYJTHH €Na3MH HA pbKaTa M paMmoTo,
CNACTHYEH TOPTHROHC, DnedapocnaszbM, NHUEB XEMHUCNIATBEM WK aKCHTapHA XHNEPXHIPO3a.

AKO ¢Te H3MO0/13BAIH ROBe4e OT HeoOxoaumaTa n03a ducnopr 300 U

AKO cTe U3nos3Bany noseye ot Heobxoanmara ao3a Jucnopt 300 U, ocTaHanuTe MYCKYJH, ¢
W3KJIFOUEHME Ha TE3H, KOMTO Ca HHIKEKTHPaHW, MOXe Ja 3ano4HaT aa otcnhadear. Tosa Moke fa ce
CNY4YM BeaHara. AKO TOBa ce Cly4H, He3abaBHO yBeaoMeTe Baluung nekap. IloTbpecere cnewHa
MEIHUMHCKA NOMOL] aKO UMATE TPYAHOCT NP AUIlIAHE, NPErNBILAHE UK MOBOPEHE.

AKoO cTe nponycHaau Aa winoJizsate Aucnoprt 300 U
Huuio HAMa na ce cnyyu, ako NponyCcHETe HHKEKLUMA, OCBEH Y€ MOKE YaCTHYHO 1A Ce Bb3BbpPHE

CNAacTUYHOCTTA NN MYCKYNHAaTa CKOBAHOCT 0 HUBOTO Nnpeau neueHne. KoHcynrtupaiite ce ¢ nexaps
M TOH LLIE NPELEeHK KOra € HY»KHA CieABaLla HHXKEKLMA,

AKoO cTe cnipeau ynorpedara Ha Aucnopt 300 U
PentakcnpaluaT epekT OT MeIMKaMEHTA LIE H3YE3HE, a ABMIKEHUETO Ha MYCKYJIMTE LIE CE€ BLPHE A0
CbCTOAHUETO NPEAH NEUYCHHETO.

AKO HMaTe HAKAKBH JOMBAHHTENHH BBIIPOCH. CBBP3aHH C ynoTpedaTa Ha TOBA NEKapCTRO.
nonutanTe Bawiuna nekap.

4. BbiMOKHH HeXKe/1aHH PeakiH i

KakTo scuuku nexkapctea, Jducnopr 300 U moxke na npean3BuKa HEXENaHU peakLHH, BLIIPEKH Ye
BCEKH T'd NOJy4aBa.

Yeeaomere Bawna nekap He3abaBHoO ako:
- HUMaTe HAKaKBHM NpodaemMu ¢ NPerablUaHETO, AWILAHETO MK ¢ peyTa




- aKO YCETHTE TPYAHOCT MPH AMMAHE CbC WK 0€3 NoAYBaHE HA JHLECTO. YCTHHUTE, €3UKA U/HIIK
FbPAOTO. YEPBEHHHA HA KOXKATA WK OOPHB NO KOXAaTa Cbe CbpOEkK U Oy4rkKn. ToBa Moxe 1a
03HAYaBa. 4e CTe NONYy4YUNU anepruyHa peakuus kM ducnopt 300 U.

BepoAaTHOCTTA Aa NOJIYyYUTE HEXKENaHA peakiina ¢€ ONMUCBA OT CACAHUTE TPYNH.

Konako yecTo ce npofABABAT

MHOro 4ectu — NnposBaABaT ce npu rnoseye oT | Ha 10 nekyBaHW NaunueHTH

Yectn — npu no-Manko ot 1 Ha 10 nekysasu nauneHTH

Heuecty — npy no-manko ot |1 Ha 100 sfleKkyBaHW NALHEHTH

Penaku — npu no-manko ot 1 Ha 1 000 nexyBaHu nauneHTH

MHoro peaku — npy no-manko ot | Ha 10 000 nekysanu nauueHTH

C Hen3BeCcTHA 4eCTOTA (OT HATUHHKUTE ZAHHH HE MOXKe 1a Obne HanpaseHa OLEHKA)

Hakou HexenaHu peakuUu MOraT ga ce NMpOoABAT NPU BCEKHU NauMeHT, nekysad ¢ Jucnopt 300 U,
IOKATO APYrH HeKENaHW peakuru MOTaT Aa 3aBHCAT OT CbCTOSHHETO, KOETO € JIEKYBAHO. Y BepeTe ce,
4e CTE NPOUETH BCHUKH Pa3iesin, KOMTO ¢€ OTHacAT a0 Bac.

JleueHHe HA BCHYKH ChbCTOAHMS (BCHYKI naluenmu):
[ToHsakora ce ¢chobulaBa 3a CBPbXYYBCTBHTERHOCT.

[ToTbpceTe cnewHa MEAHLMHCKA NOMOLL. aKO pa3BHETE 3aTPyAHEHUS B AULLIAHETO CbC WIH 6e3
MOJYBAHE HA JIMLETO, YCTHUTE, €3HKA W/HUAU IbPAOTO, 3aUEPBABAHE Ha K0OXAaTa MK CbhplLL
besdopmen 0bpus (YpTHKapua). Tosa MOe Aa 03Ha4aBa, 4e UMATE alepruyHa peaKkuMsa KuM
Hucnopr.

Hexenanute peakuuH. NpoM3THYALLH OT pa3npeacNeHHETO Ha €(PEKTHTE HA TOKCHHA BbPXY MECTA,
OTAANEYEHH OT MACTOTO Ha HHAKEKTUPAHE, ca MHOTO PAaKo CboOLaBaHU (NMpeKoMepHa MyCKYJIHA
cnaboCcT, HAPYLICHNA HA IMJITAHETO. MHEBMOHHWA, NbAXKALIA C¢ HA BAMLIBAHE HA YYXKAO THAIO
(acnrMpauMOHHA MHEBMOHMA ), KOATO MOXKe Aa Obae aTtanna).

Hexxenanure pPCakUUH. KOHUTO CC [NOABABAT, BKJIKOYBAT.

HecTtHn: Mmoxke aa 3zacerHart Ao | or 10 4yoseka
- MOCHHABaHE, 3ayepBABaHe, NOYBaHEe WK DOJIKA HA MACTOTO HA HHXKEKTHPaHE WK yCelllaHe
34 NAPCHE NPU MOCTABAHE HA HHKCKUHMATA;
- reHepanu3ivpaHa ¢JadocCT:
- yMopa,
- rpUNENoACOHH CUMMNTOMH K DoKa.

HeuecTH: Moxke na 3acerdat ao | ot 100 yoBeka
- Cbpbex.

Peaku: moxe na 3acerHat no | or | 000 uopeka
- KOXKeH 0OpHB H MyCKYynHa cnabocT.

C Heu3BeCcTHA YeCcTOTa (OT HAJTMUHMTE JaHHH HE MOXKE a ObAe HanpaBeHa OLEHKa): U3TPbNBaHeE,
MYCKY/1Ha 3aryda

JloknaaeaHy ca U Apyry HEKENaHHW NEKapCTBEHU peakUHK, CBBP3aHH ¢ pa3npoCcTPaHEHHETO Ha
JlMcnopT aaneue oT MACTOTO HA HHXKEKTHUpaHe (BAoLIaBaHe HAa MYCKYAHaTa ¢1abocT. TpYAHOCT ¢
NPerabLUAHETO UK AULIAHETO, KOATO B MHOrO peAKH Cy4Had Moxe J1a e paTaiHa).

JledeHne HA MYCKYJIHH CNIAIMH B PHKAMA H PAMOMO NIPA BbL3PACTHH:
HesxenaHure peaktMi. KOUTO C€ MOABABAT. BKJIKOUBAT:




YecTu: moxke na sacertar 1o | ot 10 yoeeka
- MYyCKyJiHa chabocr;
- MYCKYJIHO-CKeneTHa Donka;
- 0O0JIKa B PBLETE H NPBCTHUTE.

CnacTHYHOCT, 3aCATrAINA JO.THIME KPUHHILH NPH BhIPACTHH:
YecTn: moxe na 3acerHar 1o | ot 10 uoseka

- 3aTPYAHEHO MperablUaHe;

- ¢nadocT Ha MYCKYNUTE Ha KpakaTa;

- MYCKYJiHa 00JIKa;

-  NajaHe.

JleueHHe HA Jeua ¢ JeTCKA HepedpaAIHA MAPAJIH3A ¢ MYCKYJIHH CNAa3MH B KPaKama:
HexxenaHuTe peakuMH, KOUTO Ca ¢€ NOABWIM, BKJIKOYBAT:
YecTn: moxe na 3acerHar a0 | ot 10 yoeeka
- MyCKynHa 60/1Ka;
- MycKynHa cnabocr;
- He3aabpKaHe Ha YPUHa,
- TpUNONOA0OHH CHMNTOMMU;
- DosKa. 3a4epBaABaHe. HACHHABAHE B MACTOTO HA HHXKEKTHUPAHE;
- HeTHNHYHA NOXOAKA;
- YMoOpa;
- najase.

HeuecTu: moxxe aa 3acersar 10 |1 ot 100 yoseka
- 3aryba Ha cuna M crabocrt.,

Jleuenue Ha geua ¢ JeTCKa Hepedpa/iia napanuia ¢ MYCKYJIHH COA3MH B pbhyeme:
Yectn: moxke na 3acerHat aol ot 10 yoseka

- MycCKyAnHa cnabocr:

- MycKyhHa bonka,

- rpunonoaodHu CHMNTOMHU:

- yMopa:

- cbplex. HacuHABaHe, Bonka. NoayBaHe U OOPUB B MACTOTO HA HHIKEKTUPAHE;

- 00pHB NO KOXKara.

HevectTH: moxke na 3acerHat 10 | ot 100 yoseka
- 3aryba Ha cuna H cnabocT.

Jlenenne Ha aena ¢ AeTcKa BepeOpaiHa Napain3a ¢ MYCKYJIHH CIIAZMH B pbiente i KPAKamda:
Hsma crieum@ryHa HeXXenaHy peaklMH. CBbP3aHu ¢ NPUIoKEHUETO Ha JlucnopT B eaHa cecus Ha
NeYyeHHe Ha pbLIETE U KpaKaTa, pa3iMuHK OT TE€3W NMPH ACYEHHUE HA PbLETE WK KpaKaTa Nno OTAENHO.

Jleuenne HA YPHHAPHA HHKOHTHHEHUKH, AB/K211A C€ HA HEKOHTPOJIHPAHH KOHTPAKIIHH HA
MYCKY/JIATYPATA HA MHKOYMHHA MeXyp:
YecTH: Moxe aa 3acerdat ao | Ha 10 ayww

- KpbB B ypuHaTa¥*;

- 3anek;

- DakTepuu B ypuHaTta*;




- epeKTH/IHA AMC(PYHRUMSA, NOHAKOra WIBECTHA KaTO UMMOTEHTHOCT;
- MHdEeKUHUA HA MUKOYHHUTE NbTHLLAY;

- rhasodonue;

- TpecKa.

HeuecTn: Moxe aa 3acerdar 10 | Ha 100 aywmn
- U3TPBLINBAHE;
- MycCKyJiHa chabocT;
- OOJIKU B NHKOHYHHA Mexyp¥;
- HEKOHTpoNUWpaHa pedneKTopHa peakuuna Ha Tan0oTo Bu (aBToHOMHa aucpeduiekcus)*;
- HEBB3IMOXHOCT 33 W3Npa3RaHe Ha NUKOUYHHUA MEXYP (3aaBPHKAaHE HA YPUHA);
- KbpPBEHE OT NMUKOYHUS MEXYp WIM OT TphOaTa, KOATO OTBEXKAA YPUHATA OT MUKOUHAA MEXYP
H3BBH TANOTO (ypeTpa).

*Tozu cmpanitien ehexm Modce 0d ce dbIXCU Ha npoledypama

Hp# NeHeHHETO HA CHACTHYEH TOPTHKOIHC Ca HA0MIOAABAHK CIIEAHUTE HEXKENAHH peaKUHUK:
MHuoro uecTu: MOXe na 3acerHat noseye ot | Ha 10 uoBeka

- MYCKyJHa cnabocr;

- ¢yXOTa B ycCTara;

- 3arpyAHEHHE NPH NMperabLIAHE.

YecTu: moxke aa 3acerdar go |1 ot 10 uoseka
- rnapobonue;
- ¢cnadoCT Ha JIMLEBUTE MYCKY.IH;
- 3aMasHoCT,
- 3aaylUaBaHe,
- MYCKYJIHa CKOBaHOCT;
- MYCKYJIHA DofKa;
- Doska B pBUETE U NPBCTUTE;
-  DOosnka b8 Bparta,;
- pa3sma3aHo BHXKIaHE,
- HaMa/ABAHE HA 3PUTENHATA OCTPOTA;
- MYCKYJIHO-CKeneTHa Oonka.

HeyecTu: moxe aa 3acerHar ao | ot 100 yoBeka
- 3ary0a Ha MYCKYJ/IHa TbKaH,
- YEeAKCTHH HAPYLUEHUSR,
-  NBOHHO BW)XJaHe;
- CNAajaHe Ha ropHys WAMW A0JHHA KJienad,
- raneHe.

Penku: Mmoxe na 3acernar 10 | ot 1 000 yoBexa
- acnupauns (3aTpyaHeHUd NMpH JWLLaHE).

Crien HHXKEKTUpPaHE B LHHHHTE MYCKY/IH MOYKE Aa C€ 3aTPYAHH MbATAHETO HA ONpeaesieHN XpaHH, na

ce€ NOYYBCTBA C/1abOCT B WIMATA, CYXOTa B yeTaTa WK aa ce HabnoaaBa npoMsHa B TeMObpa Ha riaca.

nperabLateTo. 0coOeHO aKo 3aTPYAHEHOTO NperibliaHe BL3NPENATCTBA XPaHEHETO H NPHY|
3ary0a Ha Terfo. i




AKO HH/KEKLLMATA C€ NOCTABHU OKOAO OKOTO NPH JeHEeHHEe Ha Baedapocnazbm WM JIHIEB
XeMHCHA3IbM, MOXKe Ja ce HaDn1oaaBa:

MHOro yectTHv: MOXe na sacerdat noseude oT | Ha 10 yoReka
- najaHe Ha ropHUsA WK JONHHUA Kienau.

YecTH: MOxe 1a 3acerdar a¢ | ot 10 yoBeka
- Juxuera napesa (HenbaHa napanusa),
-  NBOHHO BWXIaHe;
- CYXOTa B QUMTE;
- YBEJIMYEHO Cb3CHE,;
- OTOK Ha Khenaua.

Heuvectu: Moyke aa 3acerdar no | ot 100 4yoBeka
- napanuia Ha VIl yepenHo-MO3bUEH HEPB.

Peaku: Mmoxe na zacerdat ao 1 or | 000 yoseka
- TPYAHOCT NPHU ABUIKEHHE HA OKOTO;
- KpafiT Ha KJIerna4a MoxXe Aa ce 00bpHe HaBbTPE KbM OYHATA AOBIKA H OUHUTE MYCKY/IH MOXKE
Ja ce napanau3Mpar.

He3zabaeuo nndopmupaiite Bawus nekap, ako ce MOSBY CHIIHA CYXOTa B OUMTE.

[1p1 neveHue HA AKCHIAPHA XHNEPXHAPO3A € Bb3MOXKHO A3 MONYUYUTE CAEAHNUTE HEXENaHH
PEAKLIUH:
YecTu: Moxke aa 3acerHart a0 | or 10 4yoBeka

- 3ACHJIBAHE HA NOTEHETO B APYrW 00NacTH Ha KOXKaTa.

Tesx HexenaHd peakuHMH Ce NOABABAT HAKOJKO AHH Clel MHXKEKTHPAHETO U OOUKHOBEHO [PEMHHABAT
3a 2 - 4 ceamuun. Tpabsa na vHgopmupare iekaps 3a BCaKa He)KeslaHa peakuus, KoaTo Bu
3aTPYAHABA K NPHUYKHABA Oe3MOKOHCTRO.

ChobuiaBaHe HA HEKEJAHH peaKUHN

AKO NOJYUYNUTE HAKAKBU HEXENTAHH JIEKAPCTBEHW peakuuH, yseaomete Bawmus nekap unu ¢dapmauenT.
Tosa BKNIOYBA BCHYKH BB3MOXKHH HEOMUCAHH B Ta3K JIMCTOBKA HEXENaHH peakuvd. MoxeTe ¢bllO aa
CHOOLIMTE HEMKEAAHN PEaKLIMK AHPEKTHO Ypes:

M3nbaHuTeNHA areHUMd Mno JlekaperBarta

ya. Jaman I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaiiT: www.bda.bg

KaTo cbobluasare HexxeNnaHM peakudd, MOXETe 1a AaAeTe CBOS NPHHOC 34 MOJYUaBaHe Ha NoBeye
HHopmauus OTHOCHO He30nacHOCTTa Ha TOBA JIEKAPCTRO.




5. Kak 1a cexpanasate Jucnopt 300 U

Huenopt 300 U He Tpabea na ce naBa 3a CbXpaHEHHWE Ha nalneHTa!
Ha ce cbXxpaHaBa Ha MACTO. HEAOCTBITHO 3a Jeua.

Ha ce cbxpaHdea B xaaauiHuk (2 °C - 8 °C) B MEAHLIMHCKOTO 3aBeAEHHE, KbAETO €€ NOCTABAT
HHKeKUuUTe. To3M NpoayKT He TpadBa Aa ¢e AaBa HA NAaUMEeHTUTE 3a ¢bXpaHeHue. Jla He ce
3aMpaifBa.

[TpenopbUYUTENHO € NPUTOTBCHUSAT Pa3TBOP 1A €€ H3INOA3BA He3abaBHO, BLIIPEKH ue TOH MOXKe aa ce
cbxpaHasa 10 24 uaca B xnaawiHHk (2°C - 8°C).

Ja He ce U3NOoN3Ba citea AaraTa. Ha KOATO W3THYaA CPOKBT Ha FOAHOCT, NOCOYEH BbPXY ONAKOBKATA.

CpoKbT Ha rOAHOCT OTroBaps Ha NOCAEAHUS A€H OT NOCOUYEHMs MeceLl.
MeaUuUMHCKOTO 3aBEAECHUE B3IMMA CNEUHATHH MEPKH 3a YHHLLOKABAHE HA OCTATBUMTE OT NPOAYKTA
cnen NpPUIOKEHHE.

6. ChbAbpKAHHE HA ONAKOBKATA H A0NLJIHKTEIHE HHPOPMAUHA

Kakso cpaspxka Qucoopr 300 U

- AKTHBHOTO BELLECTBO €: 3a PNAKOH
KoMmnneke TOKCUH-xeMarnyTHHUH oT Clostridium botulinum tun A 300U
(Clostridium botulinum type A toxin-haemagglutinin complex)

HPYI"HTE ChCTABKH €A YOBCLUKH aﬂﬁyMHH, JAKTO3d MOHOXHAPAT.

Kak n3rnexaa ducnopr 300 U 1 KaKBO ¢LALPAKAE ONMAKOBKATA

ban nnodunn3vpaH npax 3a pa3TsapsHe.
CtokneH ¢nakod tun I, ¢ xanorenbytunona 3zanywanka (Ph. Eur.) ¢ anymuuuesa obkarka ¢

LIEHTPaJIEH OTBOP W Kanaue.
Beska onakoeka cuabpxa 1 unu 2 gnakoda JQucnopt 300 U.

l'lpmema"rm Ha PaIpelUuIcHHETO 3a yﬂﬂTpEﬁﬂ

[PSEN PHARMA,
70 rue Balard
75015 Paris
OpaHuus

[IpoussoauTen

Ipsen Manufacturing Ireland Limited
Blanchardstown Industrial Park
Blanchardstown

Dublin 15

Upnanaus
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