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Komnnaekc TokcHR-XeMarayTuann ot Clostridium botulinuim THn A
Dysport® 300 U powder for solution for injection
Clostridium botulinum type A toxin-haemagglutinin complex

IIpouereTe BHUMATE/IHO LAIATA THCTOBKA, IPEJH 32 3an04HeTe 1a H3MOA3BATE TOBA
JIEKAPCTBO, Thii KATO TH ¢HALPKA Bakna 32 Bac ardpopmanus.

- 3anazete Tasu nucToska. Moxke aa ce HaIOMKH J1a 1 IPOYETETE OTHOBO.

- AKO HMaTe HAKAKBH AONBJIHUTENHH BBIIPOCH, NonuTakTe Bamuns nekap.

- Toga NiekapcTBO € npeanKcaHo aMuHe Ha Bac. He ro npeotcreneaiite Ha apyru xopa. To moxke
Ja HM HaBp&[H, HE3aBHCHMO Y€ MpHU3HALKTE Ha TAXHoTo 3a0onsBaHe ca ¢bLIMTe Kato Bawmre.

- AKo NOTyuYHTe HEKAKBH HEXKENAHHM JIEKapCTBEHH peaklyH, yBeaomere Bauing nexkap. Tosa

BKJIIOUBA ¥ BCHYKH BB3MOKHH HEXEIAHH PEaKLHH, HEONUMCAHH B TA3H IUCTOBKA. BinkTe TOUKa
4,

Kakeo cpIbpiKa Ta3H JIHCTOBKA:

Kaxkso npeacraensea Jucropt 300 U u 3a KakBO e H3MOA3Ba
Kaxeo Tpa6ea na 3uaere, npeau ga usnonssare Jqucrnopr 300 U
Kak na nznonzeare JJucnopr 300 U

B13M0OKHHM HeXETTAaHU peakL 1

Kak ja cexpanssare JJucnopt 300 U

CrpabpiaHHe Ha ONakoBKaTa H A0MBAHHTENHA HHOpMaLHs

AN S

1. Kaxkgo npeacrapasea Jucoopt 300 U u 3a kaKEo ¢¢ H3NOI3BA

Hucnopt 300 U cbabprka 60TyIHHOB TOKCHH, KOHTO ce nonyuara oT akTepHATa
Clostridium botulinum. TORCHHBT Bb3JelicTBA BEPXY BPb3KHTE MEXKILY HEPBH H MYCKYJIH,
KaTo NpeaoTBPaTABa OTACIIHETO HAa MEJHATOPA ALETHIXONUH OT HEPBHUTE OKOHHAHHMS,
KOETO HOPMAJTHO NPUMHHABRA ChKpPallaBaHe HA MYCKYJIHTe. AKO ce 610Kupa OTAENIHETO Ha
TO3W MEAMATOP CE NpUUNHABA CAaboCT B MycKYyIMTE, KOETO CIOMara 3a HaManfBaHe Ha
HAKOH aOHOPMHH MYCKYJTHM KOHTpakunH. Beeku daakon Jucnopt ceabpxa 300 exnHuuM
TOKCHHOB KOMMjieKke. Te3u eIMHULM ce OTHACAT eaHHCTBeHO 34 JIMCcnopT u He ca chlyuTe
KaTo NpH APYrH NEKAPCTBEHH NPOAYKTH, ChAbPKallH GOTYJIMHOB TOKCHH,

Bw3pacTan:

Hucrnopr 300 U ce usnon3ea 3a neueHue Ha:
- MYCKYJIHH CNa3MH Ha pbKa M paMo MpH BB3PACcTHH (H3pa3asa ce B [OBHILEHA
CKOBAHOCT Ha MYCKYJ/IMTE HA FTOPHUA KpaHHUK);

- CHMIITOMH HA CHACTHYHOCT, 3ACATALIH FJIe3eHA (HEBO/IHH CMa3MH Ha
MYCKYNIHTE Ha KPaKaTa, KOUTO MOraT Ja NPUYHHAT yBpexkaaHe Ha QYHKUHATA HA KpakaTa)
(PH BB3PACTHH CAEA MHCYIIT HAK CNeN TPABMATHUHO MO3ZBUHO YBPEXIAHE
- €NaCTHYCH TOPTUKOIMC NPH Bb3pacTHH (Habnioaaea ce, Korato uma ag
o0pblUaHe Ha WHATA, KOETO BOAH 20 aHOPMHA NO3ZHLMA HA [J1ABATA H PAMOTO);
- Gnedapocnaibm nNpH Bb3PACTHH (CHCTOAHHE, KOETO 3aCATa MYCKY M
NPHYHHARA HEBONEBO MHIaHE M 3aTBAPAHE Ha Kiienayure);
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- JTMLIEB XEMHCMa3kM MpH Bb3PAcTHH (CHCTOAHHE, MPH KOETO JIHLEBUTE MYCKYJTH OT

€JHaTa CTPaHa ce CBUBAT OE3KOHTPONHO, HE3ABMCHMO OT JKEJIAHHETO Ha MaLMeHTa 3a

TAXHOTO KOHTPOJHpPaHE);

- AKCHAAPHA XHITEPXHAPO3a (ChCTOAHWE HA MOBHIUEHA MOTHA CEKPELMA B 06/1aCTTa HA
NOAMHIUHHUMTE) MPH BB3PACTHH;

- H3MYyCKaHe HA yPHHa (YPHHAPHA HHKOHTHHEHLIMA) MOPaaH NpoGAeMH © NUKOUYHHUA MEXY],
CBLP3aHM C yBpexJaHe Ha rpbOHAYHHAT MO3bK HITH MHOXKECTBEHA CKIepo3a, NIPH MALIMEHTH, KOUTO
PEIOBHO H3BBPLUBAT YHCTA NEPUOAHYUHA KATETEPHU3ALIHA.

Hena:

Hucnopr 300 U ce uznonssa mpu aeua ¢ uepedpanHa napanusa (Ha Bh3pacT ABE WAH MOBEYE FOAHHU):
- 3a NeueHHe Ha MYCKyJIHM CTIa3MH Ha KpakaTa (3abonsBaHe, NpH KOETO HAKOH MYCKYIH Ce

CKOBABAaT W JABKKEHUETO CE 3aTPyIHABA), 38 12 NOAOOPH XOAEHETO HM. .

3a JIeYEHHe Ha MYCKYJIHH CIa3MK Ha PbLETE.
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2. Kakso TpaGBa 1a 3Haere, npeau aa u3noasearte Aucnopr 300 U

He nmanonssaiite Aucoopr 300 U:

- 8KO CTe aNepruiHH (CBPBLXYYBCTBHTENHH) KbM 3KTHBHOTO BEUIECTBO WIH KbM HAKOY OT
CCTAHAITWTE ChCTABKM HA TOBA JIEKAPCTBO (M30poeHH B TOUKa 6);

- aKo MMaTe HH(PEKUHA Ha MHKOMHHTE MBTHILA 0 BPEME HA JIEYEHHMETO HA M3MYCKAHETO Ha
YpHHa.

TlpeaynpesxieHusa € NpeAnAIHH MEPKH

IoBopete ¢ Bawusg nekap, npeau Ja wznonssare Jucnopr 300 U:

- aKO HMaTe NPoOJIEMH ¢ NPErTHLIMAHETO;

- aKo HMaTe MMHAIM 3a00NABaHUA KaTo OPOHXHT, MHEBMOHHS HITH TIPOOieMH C AMUIAHETO;

- AKO CTe UMaJTH aJIEPryyHa Peakums KbM OOTYIMHOB TOKCHH B MMHAJIOTO,

- aKo WMaTe ApYry npobaeMu WK 3a00maBaHus, KOMTO ce OTpa3aBaT Ha Bauire Myckyawm,
Hanp. MUACTEHHs I'PABHC,

- AKO KBPBHTE JIECHO,

- aKo MMaTe HH(EKLMA Ha MACTOTO Ha NPHIOIKEHUE HA HHIKEKLIMATA WM Ta3M obnacr e nogyTa

- aKO MYCKY/IHTE Ha MPEAJIOKEHOTO MACTO 33 HHKEKTHPAHE MOKa3BaT NPH3HALIM HA M3TOLIEHHE.

[1o BpeMe Ha HHXKEKTHPAHETO B MUKOUHKA MEXYP 3 NIEYEHHE HA M3NMYCKAHETO HA YPHHA, NMopaan
npoueaypara, no KoATo ce NOCTABA MHKEKLMATA, € Bb3MOXKHO A3 H3TIHTATe HEKOHTPONHpaHa
pednexropHa peakuHs Ha TANOTO CH (aBTOHOMHA AHCPEPIEKCHS, KATO HaIp. 0OWITHO U3MOTABAHE,
nyJicHpaulo rnapobosHe, NOBUILABAHE HA KPLBHOTO HAATAHE WM YCKOPSBAHE Ha fyJca).

OGBbpHeTe CIIEUMATHO BHHMAHHE, aKO CTE JIEKYBAHH 32 MYCKY/IHW CNasMH Ha JIONHKHTE KpalHuum
{CmacTUYHOCT Ha [Je3eHHaTa cTaBa). BuapacTHHTe Y 0c00EHO XOpaTa B cTapuecKa Bb3pacT MOXe Aa

ca HITOKCHH Ha NOBHLIEH PUCK OT NTAlaHe.

Korato JJncnopt ce n2nonisa B MyCKYJIHTE OKO0 OKOTO, ouute BH MOrat aa cTanar cyxu (BuxTe
TOUKA 4), KOETO MOJKe 1a YBPE/H NOBRPXHOCTTA Ha ounTe Bu. 3a na npesoTEpaTHTE TOBA, MOXKE Ja Ce

Batuuat nekap we Bu kaxe ganu Toea e HeoGxoaumo.

CebprkeTe ce HezabasHo ¢ Bawma nekap unu He3a6aBHO NOTBPCETE MEOHIIMHCKA
pazBHETE 3aTPYAHEHHSA PH MpermbllaHe, FOBOPEHE HITH JHILaHE.




Hena u wHomy
3a neyeHue HA CMACTHYHOCT MPH NALMEHTH ¢ uepebpanta napanu3a, Jucnopr 300 U tpaGea na ce
ynorpeGapa camo npy Aelid Ha 2 1 NOBeYe rOaUHH,

Apyra gexaperaa i ducnopr 300 U
Hudopmupaiite Bawina nekap unu apmauest, ako NpueMaTte, HACKOpPO CT€ NPUEMATH WIH €
BB3MOMKHO J1a NpUeMeTe ApyTH JiekapcTaa.

Mons, kaxkeTe va Bamms nekap, ako npHeMaTe HAKAKBY AHTHOHOTHUM 32 Hudexuus (Hanp.
aMHHOTIJIHKO3H]H KATO NeHTAMHUMH HIH aMHKALUMH) WIH MYCKYITHH PeNaKCaHTH.

BpemenHocT, KbhpMeHe H epTHIHTET
AKO ¢Te OpeMeHHa MM KbPMHTE, CMATaTe, 4e MOXKeE Ja CTe OpeMeHHa UnH ILIaHHpaTe GPEMEHHOCT,
nocweeTBaiTe ce ¢ Bawus nexap npeau ynotpefara Ha TOBa NeKapCTBO.

Aucnopt 300 U He ce npenopbusa 110 Bpeme Ha OpeMEHHOCT, OCBEH aKO HE € KATETOPHUUHO
HeoOxoaumMo wru axo cTe OpeMenHa, Jucnopt 300 U tpaGea aa ce NpunokH ¢amMo ako € KATErOpHUHO
HYKHO.,

Hucnopt 300 U He ce npenopb4Ba NpH skeHH, KOMTO KbPMAT.

Ilodnapane # paGoTa ¢ MAILHHK
Hucnopt 300 U moxke Aa npUYHHH MYCKY/HA cIaGocT HITH MpobliemMy ¢ BHXAAHETO.
Axo yceTuTe Hko# OT Te3 edpexTy, He Wodupaiite U He U3NON3BaliTe HAKAKBY MALLIHMHH.

Aucnopt 300 U epabpka MAIK0 KOJTHYECTEO ANGYMHH, KORTO € NOJTyYEH OT YOBELIKA KPbB.
PHCK®T OT NpenaraHe HHQEKUHH OT KPbBTa He MOXKe Ja ObIe M3KTIoueH ¢ aGCoN0THA CUTYPHOCT
CAEA H3MOM3BAHE HA YOBELIKA KPBE H KPLBHH NMPOAYKTH.

3. Kak aa m3anouassate Jacenopr 300 U

Hucnopt 300 U ce pasTapd W HHMEKTHPa OT NIEKap, CREUHATHO 00y4eH H ¢ ONUT B MPHIAFAHETO HA
TO3M JICKapCTBEH NMpoaykT. Jlekapat npelieHsnsa Kbae 1a NOCTABH HHKEKLMATA U KONKO BpeMe aa
[POABIDKH JIEHEHHETO.

[IpH teyeHHe HA MYCKY.JIHH CIA3MH HA PbKaTa H pamoTo no3ata Jucnopr 300 U ce onpenens ot
AeKap HHAHBUAYAIIHO 33 BCEKH MAUMEHT H 06HKHOBeHO € Mexay 500 U u 1 000 U u ve Tpabea na ce
MPEBHILABA, HO KO CHINO TAKA CTE MHXKEKTHPAHH U B PAMEHHHTE MYCKYJIH, 103aTa MOKE 13 ce
nosuiuu g0 1 500 U. JlekapaT Mmoxke na pasnpeneny KOJTHYECTBOTO MEXKAY 3aCETHATHTE MYCKY/IH Ha
pbKaTa ¥ pamoto. [fonobpenue ce ovakea OGMKHOBEHO B paMKHTE Ha €HA ceaMuua. HKeKumu ce
MOCTABAT MPHONUIUTENHO HA BCeKH 12 0 16 ceamHUn.

CnacruunoCT, 3acArama A0JHAA KPaliHHK NPH BLIPACTHH

Hosata Ha [nucnopr oGukHoBeHO € [500 epuHuuM 1 He TpAORA Aa HaABHUIABA TA3H no3a. JlexapaT
MOJKE Aa pa3fie/v 103ata MEXIY 3acerHaTHTE MYCKYIM Ha kpakaTa. Hikekunute 0GHKHOBEHO C&
NpasAT Ha BCekM 12 no 16 cenMuLH.

CnacTHYHOCT, 32CArAINA TOPHH H JOJMHHA KPAfiHHUH NPH BHL3PACTHH
Ako Tpadpa na Bu 0b1aT HaNpaBeHN HHKEKUMH B PBHKATa W KPaKa B €HA W ChLUA CECHUA HA J8YEHHE,

HaaBHwtaea | 500 eamHmLy.
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3a Tevenne HA MYCKY.THH CIA3MH B KPaKama NIPH Aeua ¢ AeTcka uepedpaana napaamsa:

Heua nan 2 roauun: Jlozata me Ow1e onpenenena ot Bawus nekap. Jucnopr 300 U ce uHkekTHpa B
3aCErHaTMTE MYCKYNH Ha Kpakata. [lo3aTta 3a nafeHa ceCHsl Ha ieyeHre He TpAGBa 1a € NO-BUCOKa OT
1 000 U unu 30 U/kg.

BalumsaT nekap e NOBTOPH JI€YEHHETO NPUGIUZHTETHO Ha BCEKH 16-22 CEIMHLK MITH KAKTO €
HeoOX0AMMO, HO HE MO-YECTO OT Ha BCekH 12 ceamuum.

3a neyeHHe Ha MYCKY.JIHH CIAIMH B pbienie NIPN Zela ¢ Hepedpaana napanusa:

Heua Ha 2 nnn noseye rogunu: Jozara ce onpeaeng ot nekaps Bu. lucnopt ce HHXKeKTHpa B
3aCErHaTHTE MYCKYJIH Ha phlUETe. AKO NEKAPCTBOTO C& MHXKEKTHPA B €1HA PbKA, 103aTa 3a CECHA Ha
JeqeHue He Tpabra ga Haaeuitasa 640 equsnuun umu 16 equHunu/kg — KOETO € NO-MaKo. AKO
JIEKapCTBOTO CE HHKEKTHPA B ABETE PBLIE, A03ATA 34 CECHA Ha JeueHue He Tpadea na HaapHaga 840
eAHHHUH WK 2| eauHuun/kg — Koeto € no-manko. OGHKHOBEHO, MycKynHKTe BH ciazmu Ou
TpAGBAIO A4 ¢ MOROOPAT B CEAMHLIMTE CeA IEUYSHHETO H TOBA NofoOpeHne MoXe aa Tpae Ao 34
CeIMHLIH. Balmmar nekap we noerapa ne4eHUETo NpUONU3NTENHO Ha BeekH 16 — 28 ceaMuum win
KaKTO € HEOOXOAHMO, HO He 110-YECTO OT BEAHBAK HA BCEKH 16 cemuLn.

3a leyeHHe Ha MYCKYJIHH CIA3MH B Poi{eme i KPakama upH gena ¢ uepelpajina napaansa:

AKo ce Hanara eyeHHe B pbUETe H KpaKaTa [0 BpeMe Ha eIHa TepareBTHUHA cecus, 103aTa
Jucnopr, KOATO Ce HIDKEKTHPA BB BCEKH KpaliHHK, TpaOea fia ce onpeaend ot aekapa Bu, 6e3 na ce
npesHinasa odiara n03a 3a ceca HWa neuenue ot 1 000 eaunnun wm 30 eaunnumn/kg — koero e fo-
manko. TpaGea aa ce oOMHCAH NOBTOPHO KOMGHHHPAHO JIEUCHHE HA PBLETE M KPAKaTa He T10-paHo oT
12 no 16 ceAMHLH Clte NpeANLIHATA CECUA HA TEUEHHE.

[Tpu neueHKe 3a cHaCTHYEH TOPTHKOJINAC, HHKeKTHpaHeTo Ha Jucnopt 300 U ce u3ebpiusa B
MEJHUHHCKO 3aBeJEHHE, CNEUHATH3HPAHO B IEYEHHETO Ha ToBa 3abonasane. [IvpBara foza Jucnopt
e Gbae oduo 500 eauHUUM. MakcHManHarta 5038, KOATO MOJKE 113 ce TIPUNOXH He TpaGea aa
Haaeuwasa 1 000 eqyHuny. Jlekapat 1ie pasipesen TOBa KOTHUECTBO HA HAKOJIKO MeCTa Ha IIUATA,
BEPOSATHO B 2 MM 3 OT IMHHHTE MYCKYIIA, 3aCETHATH HaH-MHOTO OT TOBA ChCTONHKE. JIeKapaT e
MPELIEHH KAKBO KOTHHECTBO U KOH MYCKY/IH L€ HHXKEKTHPA. HHKeKLHH ce NOCTaBAT NPHGIH3HTENHO
Ha BCEKW 8-12 ceJIMMLIM B 3aBMCHMOCT OT TOBa KOTa ILE H3ue3Ra oTnyckawua edekr. Jekapst we
NPELEHH KOra € HY»KHa CIeBAILATA HHKCKLIMA H KOJIKO ASKAPCTRO J1a MHKEKTHpA.

ITpu neuenne na GaedapocnazbM, 3acqraul JBeTe OUH, MbPBATA HIKEKUMA WE Gbae NPUOIHIHTENTHO
120 eAHHHLK Ha BCAKO OKO. JIEKAPCTBOTO C& HHKEKTHPA FOJKOKHO HA ONpeaeseHH MecTa OKOJIo
OKOTO, KATO MECTATA HA HHXEKTHPRHE H HeOOXOAHMOTO KOJIHUECTBO 32 ToBa Lie ObAaT onpeaeneHy
OT Nexaps. MHXeKUNH ce MOoCTaBAT MPUOIH3NTETHO Ha BCEKH 8 CeaMHLK, KOraTo OTHYCKALIMAT eeKT
BBPXY MyCKyJa 3anousa aa videssa. [lpu cneapamure nocelleHns koanuecteoto Jucnopr 300 U
Moxe N4 ce HaMmanu Ha 80 unu 60 enuHULM HA Bedako oxo. Jlekapar e onpeaenu kaksa 1o3a oa ce
BbBeae. AKo GiiedapocnazbMBT € 3aCerHAN CaMo €IHOTO OKO, IEKAPAT LIE MOCTABH HHKEKLIMH caMo
OKOJIO TOBA OKO.

Ilpn nevenne Ha THHEB XeMHCHAIBM, JEKAPAT LI NIOCTABH HHKEKUWH, KAKTo NpH Onedapocnazbm,
HO CaMO BbPXY 3acerHarara cTpaHa.

Hpu neveHne Ha ypuHapHa HHKoHTHHeunun: O0uuaiinata nbpea 4034, MPHIOK
MUKOYHHA MEXYD, We Obae 600 ennHUUM, HO NeKapAT Bu Moxke na pewrd aa usnon
34 NbPBATA MHKEKLIMA WK Aa yBenH4H Jo3arta a0 800 eqMHUUM NpH clieaBalUTe
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JIMcnopT we 6be NpuioXeH 4pes NpoLeaypa, HapeyeHa uucTockonud. HHetpyM
M3TOMHMK B Kpas cu e Objle BbBeIeH B MHKOUHKA Bu Mexyp npes oteopa, mpes'




ypvuata (HapeueH ypetpa). Toea no3sonsea Ha NeKapa Aa BHAM BLTPELIHOCTTA Ha NUKOYHHUA MEXYD H
Ja NOCTaBH HHKeKUMUTE JINCNOPT B cTeHaTa HA MHKOYHKA MeXyp. Ancnopt we Bu Gbie npunoxeH
caMo aKO Beue W3BLPLIBATE uucTa nepHoAHUHa KaTeTepusaumns (CIC). CIC e npouenypa, no BpemMe Ha
KOATO B MHKOYHHA MEXYP BPEMEHHO C€ TOCTaBA KAaTeTbp (Meka, Kyxa Tpbla, KOATO ce Bkapea B
Ypetpara, 3a Ja MOMOrHE 3a H3OPAa3BaHETO HA YPHHATA OT MHKO4HHA Mexyp) M ce OTCTpaHsBa, chen
KaTO MHKOYHHAT MeXyp c¢e W3npasHu. Mons, nomonete nekapa ¢i na Bu ofacHu no-moapoGHo
npollenypara.

LLle ce Hano:KH 1a npHemate aHTHOWOTHLIM 3a MpeoTBpaTsBaHe Ha MHPEKLHMA Ha TTMKOYHHTE MTbTHLIA.
AKO npueMare EKapcTBa 3a paspexkiaHe Ha KPbBTA, EKapaT Bu we kopwripa nedexueto Bu npeau
¥ cnel HHkekTvpaueTo Ha Qucnopr. [Ipeaun nixkexumnTe Moke 1a By Gbae NprioskeHa MeCTHa WIIH
obuwa aHecresns vnu cefarus. Llle Guaere Habnmoaasany B NpoabIKeHHe HA TIOHE 30 MUHYTH ¢Jie
uHkekunuTe, CumnroMute Bu o6ukHoBeHo TpaGea na ce mopodpar B paMkuTe Ha 2 CeAMHLM, KAaTO
nogobpeHHeTo Moxke Ja Mpoabakd Ao 48 cenmuum. Jlekapar B e moBTOpH JeueHHETO NpU
HEOOXOIHMOCT, HO HE MO-4ecTO OT Ha BCEKH |2 CeIMHLH,

[pn neueHHe Ha AKCHIAPHA XHIIEPXNAPO3a, MEPBATA HHKEKLHA Lile ChAbpKA 4034 OT
npuGnusntendo 100 enpnuIy 3a BeAka akcHna. MakcUManHaTa Io34a, KOSTO MOXe 44 ¢

npHnoxHu He Tpabea Aa Hageuwasa 200 eAMHALM 3a BCAKA akcHa. JIeKapeTBOTO e ce

MHJKEKTHPA NMoAKoKHO B 10 onpeaeneHd TOUKY, KaTo MECTATA HA MHKEKTUPAHE H

HeOOXOAHMOTO KOIHYECTBO 32 TOBa e Oraar onpeaencui oT ekapa. MaKCHMAaTHHAT

etekT ce nposrsBa 10 ABe ceaMunK. JleKapaT Lie ONpeaend UHAMBHAYAHO 32 BCEKH

MalMeHT HA KAKBH UHTEPBANH Ja C€ MOCTABAT CNEBAINTE HHKECKLIUH.

[Ipn nena Jucnopt 300 U He ce npenopbysa 3a JieueHHE HA MYCKYJTHH CIIA3MH Ha PbKATa H PAMOTO,
CNacTHUYEH TOPTHKONKC, Onedapocnabm, MHLIEB XeMHUCNAZbM HAH aKCHIIAPHA XHNIEPXHAPO3a.

AKO cTe H300J2BAH noBede 0T KeoGxoauMaTa Jo3a ducnopr 300 U

AKo ¢Te H3non3panu nopeue oT Heobxoaumara ao3a Jucnopt 300 U, ocrananute MycKymu, ¢
M3KITIOYEHHE Ha TE3H, KOUTO ca HHMEeKTHPAHH, MOXKe A 3aMovHaT aa oteaéeaT, Toea Mmoxke A4 ce
cyHH BeaHara. AKo ToBa Ce ClyuH, HezabaBHO ysenomere Bauwna nexap. TloTepceTe cheiHa
MEIHLHHCKA NOMOLI AKO HMaTe TPYJHOCT NMpH AWLLAHE, IPErTblUaHe Hiu rOBOpeHe.

AKo cTe nponycHaTH Ja winoaisate qucmopt 300 U

HHLLlO HAMa Ja CC CIYYH, aK0O NPONYCHETS HHKEKIHA, OCBCH Y€ MOXKE YaCTHYHO 1a Ce BB3BLPHE
CTIACTHMHOCTTA WM MYCKYIHATA CKOBAHOCT 0 HUBOTO Npean nevenue. KoHcyntupaiite ce ¢ nekaps
H TO# Le MpeLeHH KOTa € HyKHA ¢lleIBallia HHKEKLIHA.

AKo cTe cnpesan ynorpebara Ha Jacuopr 300 U
PenakcupaulnsT edekT OT MEAMKAMEHTA LUE H3UE3HE, A ABHKEHHETO HA MYCKYJTHTE IUE CE BbpPHE 10
CBCTOAHHETO NPEIH NEYEHUETO.

AKO MMaTE HAKAKBH JOTBIHHTENHN BBNPOCH, CBBbP3aHK ¢ ynorpebara Ha TOBA NIEKapCTRO,
nonuraiite Balwa nekap.

4. Bb3MGKHH HexedaHH peaKHA

Kaxto Beuuky nekaperea, Jucnopr 300 U moxe na npeau3BuKa HEXENaHU peak
BCEKY I'H MO/Tyuaea.

Veenomere Bawina nekap nezabarao ako:
- HMAaTe HAKAKBH NPOOIEMH ¢ NPErbLIAHETO, AUILAHETO HAHK ¢ peuTa :
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- aKO YCETHTE TPYIHOCT NP AHLIAHE CbC WK O3 NoayBaHe Ha THLETO, YCTHUTE, €3HKA W/ KUK
rbpIOTO, YEPBEHWHA Ha KOXKATA MK OOPHEB NO KOKaTa Che Chpoek u Oyuxku. Toea Mmoxke na
03HA4ABA, HE CTE MOMYHH/IH ajleprudna peaxuua keM Jucnopt 300 U.

BEPOHTHOCTTB Ad NONy4duTe HEKETaHa PEAKUHA CC ONMMCBA OT CICAHWUTE MPYIH:

Koaxko yecTo ce NposBsiBAT

MHOro 4eCTH — NposiBABAT ¢e NpH nosede o1 | Ha 10 nekyBaHH NaLHEHTH

Yectn — npn no-manke ot 1 na 10 nekyBahu nauMenTH

Heuectu - npr no-manko ot 1 Ha 100 nekypaHH matuHeHTH

Penku — npu no-Manko ot 1 va 1 000 nekyeaHu naumeHTH

MHoro peakH — npu no-mManko ot 1 Ha 10 000 nekyBaHH NaUHEHTH

C HensBeCTHA yecTOTA (OT HATHYHKTE JAHHK HE MOXe Aa Gbe HANPABeHa OLSHKA)

Harkou HexeTaHH peakUiu MOTaT /@ ¢ NposABAT NpH BCekH NaLuHeHT, JexysaH ¢ Jucnopt 300 U,
JAOKATO JPYTH HEXEaHH PEAKLMH MOTaT Ja 3aBHCAT OT CLCTOSAHHETO, KOETO € JIEKyBaHo. Yeepere ce,
ue CTe MpoYelid BCHUKH pazaenyd, KOMTO ¢e oTHacaT ao Bac.

Jleuenue HA BCHUKH CHCTOTHAS {GCUYKU NALUERMI):
IToHskora ce csoﬁu(aaa 348 CBPBXHYBCTBHTC/THOCT.

[ToTbpceTe cnelHa MEAWLIMHCKA MTOMOILL, 8KO Pa3BHETE 3aTPYAHEHUA B AMIIAHETO ChC WK Oe3
NOAYBAHE Ha JINLETO, YCTHHTE, €3HKA WHIH [bPIIOTO, 3a4EPBsABAHE HA KOXATa HIH ¢hpOA
Gesdopmen obpus (yprukapua). ToBa MoXe 1a 03HauaBa, Ye MMATe alePruyHa peakuus KbM
Jucnoprt.

HesxenaHuTe peakUuH, NPOM3THYALIM OT PA3Mpe/IECHHETO Ha eeKTUTE HA TOKCHHA BBPXY MECTA,
OTAATECHEHH OT MACTOTO HA HHIKEKTHPAHE, ¢a MHOrO pAAKO ¢hodiuaBatH (peKoMepHa MYCKYJTHA
cnabocT, HapyLIEHNs Ha MBITAHETO, MHEBMOHMS, Ab/KAILA C€ HA B/IMLIBAHE HA 4Y)KIO TAJIO
(acnMpallMOHHA MHEBMOHHS), KOATO MOXke 2 OpAe daraana).

Hexenanure PEeaKLHH, KOHTO c€ NoABABAT, BKJIKYBAT.

UectH: Moxke na 3acerHar o 1 ot 10 yosexa
~  MOCHHABAHE, 3aUePBABAHE, [IOAyBaHe WK 0OIKa Ha MACTOTO H& MHXKEKTUpPAaHE WJIH YCelaHe
3d MmapeHe NpH nMOCTABAHC HA HHKCKUHATE,
~  reHepanusvpana cnabocT;
«  yMOpa;
- rpunonoJo0HH CHMNTOMH M G0ofKa.

HeuectH; Moxce 1a 3acersar ao |1 ot 100 voeeka
- cbpbex.

Peaku: moxe ga zacernar 10 1 ot | 000 yoseka
- xOXeH oOpuB ¥ MYCKYJIHA cnadocT,

C Hew3BeCTHA uecToTa (OT HANMYHUTE JaHHH HE MOXe 1a ObJe HanpaBeHa OLEHKA): U3TPLNBaHe,
MYCKy/1Ha 3aryba

JoknaasaHu ca M Apyry HEKESIaHH NeKapeTBEHU PeakLiiK, CBBbP3aHH C pasnpocTp
JMcnopt aaneye OT MACTOTC HA HHKEKTHpaHe (BlOLIABAaHe HA MYCKY/IHATA cna6
NPErNBIIAHETO WK JHUIAHETO, KOSTO B MHOrO PEIKH CIyUaH MOMKE 4 € daTan

Jleuenure Ha MYCKYJ/JTHR CNa3smMH B puKama i pasonio IpH Bb3PACTHH!
Hexxenauute p€aklHH, KOHTO CE€ NOABABAT, BKJIKOYBAT!



Hectu: moxe na 3acernatr 1o 1 ot 10 yoseka
- MycKynaHa chabocT;
- MyCKYJIHO-cKeaeTHa O0onKa;
- Oonka B pbLeTe H NPBCTHTE.

CracTHYHOCT, 3acAralNA Q0.1HumMe KPARRUKY TP BL3PACTHH:
YecTu: moxke 1a zacernar 1o | ot 10 yoseka

- 3aTPYAHEHO MpPeribLlaHe;

- ¢jadocT Ha MycKy/IMTe Ha KpakaTa;

- MYycKy/Ha Gonka,

- majpaHe.

Jleuenne Ha Aena c AeTcka HepedpanHa Mapajnia ¢ MyCKYJ/IHM COA3MH B KPaKama:
Heskenanure peakutH, KOWTO ca ¢e NOSBUIHM, BKIIOYBAT:
YecTu: Moske na 3acerHat 10 1 ot 10 woBeka
- MycKylHa Ooska;
- MyckynHa cnaGocrt;
- He3aABbPKaHE Ha YPHHa;
- IpUMNonogo0HH CHMITOMY;
- Oornka, 3auepBABRAHE, HACHHABAHE B MACTOTO HA HHIKEKTHPAHE,;
- HETHMHuYHA MOXO0/KA;
- Ymopa;
- najgase.

Heuects: mosxe ga 3acernar ao | ot 100 yoseka
- 3ary0a Ha cuna u cnadocT.

JleueHHe HA ZeUa ¢ AeTcKA Nepebpaina Napaan3a ¢ MyCKYJIHH CHAIMH B poieme.;
HecTH: Moxke Aa 3acerdar aol or 10 voeexa

- MycKyiHa cnafocT,

- MycKynna fonka;

- rpUnonoAoOHH CHMTITOMH;

- ymopa;

- ¢upbex, HacuHABaHe, Donka, nogyBaHe ¥ 0GPHB B MACTOTO HA MHIKEKTHPAHE,

- 0oOpMB Mo KOXKaTa.

HeuecT: moxke ga sacernar ao | ot 100 uoseka
- 3aryba Ha cHaa M cnaboct.

Jeuenne Ha Jena c© JeTcKa lepeOpaaHa Napaana ¢ MycKydus CAIMH B poHemte i KpaKama:
Hsama cneumduuta HexenaHn peakuuu, CBbP3aHK ¢ NPHWIOKEHHETO Ha JIUCTIOPT B enHa CECHA Ha
TIGUEHHE HA PBLETE H KPAKaTa, pa3sIuiuHHA OT Te3H NIPH JIeUeHME HA PLLETE WK KPAKATA M0 OTAENHO.,

Jlewenne HA YpHHAPHA HHKOHTHHEHIHS, Ib/KALLA €€ HA HEKOHTPOIHPAHH KOHTPA
MYCKY/JATYPATa HA NHKOYHHSA MeXyp:
YecTH: Mmoxke aa 3acerHar oo | Ha 10 gyiuu

- KpbB B ypHHaTa®;

- 3aneK;

- BakTepud B ypuHaTa*;

-
e
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- CPCKTHAHA ﬂHCdJyHKHHH, MOHAKOTa H3BECTHA KaTo HMNOTEHTHOCT,
- uHpeKUUs HA NHKOYHWTE METHILAY;

- raasobosnue;

- Tpecka.

Heuectn: moxke na 3acernar o 1 Ha 100 gywu
- H3TphIIBaHE;
- MycKynHa cnabocr;
- BOAKM B MHKOUHHUA MeXYp*;
- HEKOHMTPOJMpaHa ped IeKTOpHA peakLys Ha TANOTO Bu (aBTOHOMHA aucpeduiekcus)*;
- HEBB3MOXKHOCT 32 H3TIPa3BaHe HA MUKOUYHHA MEXYPp (3aabpkaHe Ha YPUHa),
- KbpBeHe OT MMKOYHMA MEXYD WM OT TpubaTa, KOATO OTBEXKIA YPHHATA OT IHKOUHHUS MEXYp
H3BBH TANOTO (ypeTpa).

*Tosu cmpanuven eghexm modice Od ce OvaxCU HA HPOYEOYPamQ

ITpu neueHKero Ha cMacTHYEH TOPTHKOMNE ca HAGMIONEBAHH CIC[HUTE HEXENAHN PEAKLIMK:
MHuoro yecTH: Moxe aa 3acerHar nosede oT | Ha 10 yoBera

- MycKynsa cnaboct;

- CYXOTa B YCTarta;

- 3aTpyJHeHHe MpH Nperibilane,

Yectu: moike za 3acersat a0 1 ot 10 yoseka
- rmaeobonue;
- cnabocT HA THUEBUTE MYCKYITH;
- 3aMasHoCT;
- 3aJyulaBaHe;
- MYCKyJlHa CKOBaHOCT;
- MyckynHa Gonka;
- 0onKa B PBIETE H NPBCTHTE;
- 0oONKa BLB BpaTa;
- pazsMa3aHO BIKIAHE;
- HaManABaHE HA 3PHTENHATA OCTPOTA,;
- MYCKYJIHO-CKeneTHa fonka.

Heuectu: Moxe na zacerdar 40 1 ot 100 4oBeka
- 3ary0a Ha MYCKYJIHA ThKaH;
- YeNKCTHW HapyLIEHHS;
- JBOHHO BUXKAAHE;
- chanaHe HA TOPHMA WIK JONHUS Knenay;
- raiese.

Peaku: moske ga 3acernar o ! ot | 000 yoseka
- acnHpauya (3aTPyAHEHHI TPH AMIDAHE).

Cnea HHKeKTHpaHe B WIHAHHTE MYCKYTH MOXE 14 C€ 3aTPYAHH [bITAHETO HA ONPEJeNCH Hman,
€€ TIOUYBCTBA ¢1A0OCT B WIKATA, CYyXOTa B YCTATa WM Ja ce HabiloJasa NPoMAHA B TEM t arfgg?d\f‘
B MHOro pears cnyqan MOXe Aa ce Habalojasa yMopa HIH JIEKO 3aTpYAHEHHE B AutNdheTDd, Tmﬁ" ‘? ,m n
na uiopmupare He3abarHO NeKapd 3a NOABUNM Ce 3ATPYAHEHUS B AMILAHETO WITH 33 )gmermsi“ :
MperTbiidaHeTo, 0COOEHO aKo 38TPYAHEHOTO MPErTbIULAHE Bb3TIPENATCTBA XPAHEHETO r@quﬁpa
3aryba Ha Tersio. v
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AKO MHKEKUHATA C€ I0CTABH OKOJIO OKOTO NpH JeueHHe Ha GJedpapocnasbM HAH JBNEB
XEMHCNATBM, MOXE 12 ¢€ Hadnaasa;

MHuoro decTH: MoKe ga 3acerdar noseye oT | #a 10 yoseka
- MAjaHe Ha ropHUA HIH JONHUA KNEenau.

YecTH: MOxe Aa 3acerHar ao | or 10 yoeeka
- JHLeBa napeza (HenmbaHA Mapanuza);
- JBOHHO BMXKIaHe,;
- CYXOTa B QUHTE;
- YBEJIHUCHO CHA3CHE,
- OTOK Ha Knerava.

Heuectn: moxe aa 3acerdar ao | ot 100 yoseka
- napanu3a Ha VII uepenHo-Mo3bueH HepB.

Peaku: moske Aa 3acerdar ao 1 or 1 000 yoseka
- TPYAHOCT fpH ABHXKEHHE HA OKOTO;
- KpasAT Ha KJenaya Moxe Aa ce 00bpHe HAaBbLTPE KbM OuHATA AGBIKA M OUHHUTE MYCKYJH MOXKE
Ja ce mapaju3Kpar.

He3ab6aBno unbopmupaiite Bawuna nekap, ako e MOABH CHIIHA CYX0Ta B OYMTE.

Hpﬂ JICUCHHE Ha aKCHIapHA xnnepxnupoaa € BEIMOXKHO 13 MOAYYHTE CNCAHHTE HEXKEIaHH
peaxLuuu:
Yectu: moyke Aa 3acerHar 1o 1 ot 10 yoseka

= 33aCH/IBAHE HA NOTEHETO B APYrH 00TacTH HA KOKATA.

Te3u HeskenaHH peakLMH Ce NOABABAT HAKONKO AHM CNef HHKEKTHPAHETO W O0MKHOBEHO NpeMHHABAT
3a 2 - 4 ceamuuy. Tpabsa na unpopMupate nexaps 3a BCIKa HeXENaHa peakuus, koato Bu
3aTPYAHABA WIH NpH4HHABA 0e3nOKOiCTEO.

Crobmabane Ba HeXKeTAHN PeaAKOHH

AKO IONYUHTE HAKAKBH HEXENAHK IEKAPCTBEHN peakLMM, yBeaoMeTe Baling nekap win gapmanest.
ToBa Bk/IOUBA BCHUKH BB3MOXKHH HEOMHMCAHH B Ta2M JIMCTOBKA HEXEIAHH peakuun. Moxkere ¢oulo Aa
¢HOOILNTE HEKENAHK PeaKUUY AMPEKTHO Ypes:

HsnbnHuTEnHa areHuuns 0o JeKapcTBara

vi. Jdaman Ipyes™ Ne 8

1303 Codms

Ten.: +359 2 8903417

yebcalit; www.bda.bg

Karo cpobluabare HeXCNaHH peaKLMH, MOXKETE Aa J3IeTe CBOS NPHHOC 3a NOJIYYABAHE HA NoBeye
HH$pOpMAaLHA OTHOCHO 6€20NacHOCTTA Ha TOBA JIeKapCTBO.




5. Kak 1a enxpanssare Jucnopy 300 U

Jucnopr 300 U He Tpabea aa ce napa 3a cbXpaHeHHe Ha naunenta!
Ja ce cbXpaHaBa Ha MACTO, HEOCTBIHO 33 [CLA.

Ja ce cuxpansaBa B xnaauaHuk (2 °C - § °C) B MEAHLMHCKOTO 3aBEACHHE, KbIETO CE NOCTABAT
HHXexUuMHTe. To3m nNponyKT He TpsAGBa a ce AaBa Ha MAUHEHTHTE 3a cbXpaneHue. [a He ce
3aMpasaBa.

[TpenopbUHTENHO € MPUTOTBEHUAT Pa3TBOP Aa ce H3NOI3Ra He3a0aBHO, BLNPEKH Ue Tol MOXE Ja ce
cbxpaHsBa A0 24 uaca B xnaaunuuk (2°C - §°C).

Jla He ce M3NoA3Ba Cej JaTaTa, Ha KOSTO M3THYA CPOKLT HA FOJHOCT, MTOCOUEH BbPXY OMAaKOBKATA,
CpOKBT Ha TOAHOCT OTTOBaps HA NOCNEOHHA AeH OT NOCOYEHHA MECEL,

MeanLMHCKOTO 3aBEACHHE B3MMA CELMATHH MEPKH 32 YHULIOKABAHE HA OCTATBIMNTE OT NPOAYKTS
cresl NpHIoKEHHE.

6. CrabpikaHHe HA ONAKOBKATA H AONbIHHTENHA HHPOPMALBH

Kakso cbabpxa Jucnopt 300 U

- AKTHBHOTO BEIIIECTRO €: 3a IIAKoH
Komnnexe TokcuH-xemarnytunuu ot Clostridium botulinum ™an A 300U
(Clostridium botulinum type A toxin-haemagglutinin complex)

JIpyruTe CLCTABKH Ca: HOBEIUKH anGyMHH, TAKTO34 MOHOXHMAPAT.

Kax maraexaa Jucnopt 300 U 1 KaKBO ¢(BIBPAKA ONAKOBKATA

Ban avodunu3npa npax 3a pasTeapsHe.

CtokneH dnakon tan I, ¢ xamorenOyTuioea sanywanka (Ph. Eur.) ¢ anymunuesa o6katka ¢
LEHTPAJIEH OTBOP H Karave.

Bcska onaxoska cxabpxa 1 wim 2 dnakosa Qucnopr 300 U.

INparexaTen Ha pa3pelleHHETo 32 yNoTpeda

IPSEN PHARMA,

65, quai Georges Gorse,
92100 Boulogne Billancourt,
Opannus

I[IpoussoauTen

Ipsen Manufacturing Ireland Limited
Blanchardstown Industrial Park
Blanchardstown

Dublin 5

Hpnaugus

JdaTa Ha noceIHO MpepasrrekIane Ha JAcToBkara: 06/2022




