Jlncroska: nHpopManus 32 NANHEHTA XJ /Y d’j /’Z

Hucnopt 300 U npax 3a HHKEeKIHOHEH Pa3TBoOp - }0 ‘?/? 15 -01- 2026
Komnuexkce rokcuu-xemariayruuu or Clostridium botulinum tan A
Dysport® 300 U powder for solution for injection

Clostridium botulinum type A toxin-haemagglutinin complex

[IpouyeTere BHHMATE/HO NAJIATA JIHCTOBKA, PE/IH /1a 3aNI04HeTE /12 H310/13BaTe TOBA
JIEKAPCTBO, Thil KATO TH CbAbP/KAa BakHa 3a Bac nndopmanus.

- 3anaserte Ta3u JUCTOBKA. MOJKe /1a c€ HAJIOXKH /1a i IPOUYETETE OTHOBO.

- AKO MMaTe HAKAKBH JIOINBIHUTEIHH BBIIPOCH, nonuraiTe Bawuus nekap.

- Tosa sekapcTBO € npeanycaHo JMuHo Ha Bac. He ro npeorcrbnsaiTe Ha apyru xopa. To Moxke
J1a UM HaBPE/IH, HE3aBHCHUMO Y€ NPHU3HALMTE Ha TAXHOTO 3adoisiBaHe ca chllMTe KaTo Bawure.

- AKO NOJIYYUTE HIKAKBH HEXKEJIAHH JIEKAPCTBEHH peakluu, yeeaomere Bawus nekap. Tosa
BKJIKOUBA M BCHUYKH Bb3MOJKHHM HEKEJIAHU PEAaKLIMK, HEONUCAHU B Ta3H JIMCTOBKA. BHKTE TOUKa

4.

KakBo ¢cbAbpPAKAa TA3H JIHCTOBKA:

Kakso npeacraeassa ucnopr 300 U u 3a kakBO ce u3nonsea
KakBo TpsOBa na 3Haere, npeau aa usnoassare lucnopr 300 U
Kak na n3nonssare Jlucnopr 300 U

Bb3MOKHH HEXKEJTAHU peaKLMH

Kak na cbxpanssare ucnopr 300 U
Cb/IbpiKaHHe Ha ONAaKOBKATa WU JOITbJIHUTEIHA HHpOpMaLIKS

I

1. Kakso npeacrapiassa lucnopr 300 U 1 3a kKakBo ce H3no/i3sa

Jlucnopt 300 U cbabpika OOTYJIMHOB TOKCHH, KOMUTO e noJiyyaBa OT ODakTepusTa
Clostridium botulinum. TOKCUHBT Bb3/1I€MCTBA BbPXY BPb3KHTE MEK/1Y HEPBH H MYCKY.JIH,
KaTo MpeJAoTBpaTABAa OTACISHETO HA MEHATOpa aUeTHIIXOJIMH OT HEPBHUTE OKOHYAHMA,
KOETO HOPMAJIHO NMPHYMHABA CbKpalllaBaHe Ha MyCKyJuTe. AKO ce OJIOKMpa OTAEJIAHETO Ha
TO3M MEJHATOP C€ NPUYHHABA ¢1a00CT B MYCKYJIMTE, KOETO CroMara 3a HamaJisiBaHe Ha
HAKOH aOHOPMHH MYCKYJIHM KOHTpakuuH. Beeku pnakon Jucnopr cbabpxka 300 eauHULMU
TOKCHHOB KOMIUIEeKC. Te3u eIMHULIM Ce OTHACAT €AMHCTBEHO 3a Jlucnopr 1 He ca cbhluuTe
KaToO MPH JAPYrH JIEKAPCTBEHH MPOYKTH, CbhaAbpKallld OOTYIMHOB TOKCHH.

Bn3pacTHn:

Jlucnopr 300 U ce u3non3ea 3a JieueHUe Ha:

- MYCKYJIHH CIa3MH Ha pbKa U pamo Py Bb3PacTHH (M3pa3saBa ce B MOBUILECHA
CKOBAHOCT Ha MYCKYJIMTE€ Ha NTOPHUS KPAHHHK):

- CUMIITOMM Ha CNACTHYHOCT, 3ACATALLH IJie3eHa (HEBOJIHM ClNa3MH Ha
MYCKYJIMTE Ha KpakaTa, KOWTO MOraT Ja NPHYHHAT YBpeXkK/1aHe Ha (PYHKLMATA HAa KpaKaTa)
MPH Bb3PACTHH CJIEJL MHCYJT MJIH CJIe]l TPABMAaTHYHO MO3bYHO YBpPEK/1aHe

- CMAaCcTHYEH TOPTHKOJIMC NMPH Bb3pacTHH (Had/r01aBa ce, Korato uMa JIBUKEHHE 3a

oOpblllaHe Ha LWMATA, KOETO BO/AM /10 aOHOPMHA IMO3HULIMA Ha rJ1aBaTa U paMoTo), -
" OsnepapocnazbM MPH Bb3PacTHH (CbCTOSTHUE, KOETO 3acsira MyCKYJIMTE Ha {Hme H -
MPUYHUHABA HEBOJIEBO MUI'AHE U 3aTBAPAHE HA KJICMAYHTE), .-*." S/ £



. JIMIEB XEMHCMNA3bM MPH Bb3PACTHH (CbCTOSHME, NPH KOETO JHLEBHUTE MYCKYJIH OT

e/HATA CTPaHa ce CBUBAT OE3KOHTPOJIHO, HE3ABHCHMO OT JKeJJAHMETO HA NAallUeHTA 33

TAXHOTO KOHTPOJIUpaHe);

- aKCHIapHa XMMEPXHApPo3a (ChbCTOSHHE Ha MOBMILEHA NOTHA CEKpelMA B 0bacTTa Ha
NOJAMHLUIHHLMTE) NPH Bb3PACTHH,

- H3MYCKAHE Ha ypHHA (YpHHAPHA HHKOHTHHEHLMA) MOpaIH NPobieMH ¢ MUKOUHHSE MEXYD,
CBLP3aHH C YBpeXaaHe Ha rppOHAUHUA MOIBK WIH MHOXCECTBEHA CK/IEPO3a, MPH NAUMEHTH, KOHTO
pEAOBHO HW3BBPLUIBAT YHCTA NEPHOAWYHA KATETEPH3ALIHA.

Hena:
Jucnopr 300 U ce nznon3sea npu jgeua ¢ uepebpanna napannia (Ha Bb3pacT ABE WIH MTOBEYE MOJUHH):

- 33 JleYeHHe Ha MYCKYJIHH CIa3MH Ha KpakaTa (3a00/1aBaHe, NpH KOETO HAKOH MYCKYIIH Ce
CKOBABAT M JIBHXKCHHETO C€ 3aTPYAHABA), 3a A8 MOXOOPH XOACHETO HM.
- 33 JICYCHHES Ha MYCKYJIHH CIIa3MH Ha PBLIETE.

2. Kakso Tpatsa 1a 3uaeTe, npean na winoiadsare Jacoopr 300 U

He wanonssaiire Jucnopr 300 U:

- 4KO CTe aNlepruyHH (CBPBXYYBCTBUTEAHH) KbBM AKTHBHOTO BERIECTBO HWIH KBM HAKOA OT
OCTaHAJIUTE ChCTABKH Ha TOBA JIEKapCTBO (M30poeHH B To4Ka 6);

- aKO MMaTe HH(pexLHA Ha MHKOYHHTE ITHTHILA 10 BPEME Ha JIEYSHHETO Ha U3NYCKAHETO HA

ypHHa,

[IpeaynpexkacHus U NpeAnasHH MEPKH

["oBopeTte ¢ Bawua nekap, npeau aa usnosussare Jucnopr 300 U:

- aKo UMate npodsieMH ¢ IperibLUAaHETO;

- aKO HMATe MHHAJIH 3a00/ABaAHHA KATO OPOHXHT, NHEBMOHHA WIH NpodieMH ¢ AHILIaHETO;
- aKo CTe HMAJIH aNlepriutiHa peakuys KbM OOTYJIMHOB TOKCHH B MMHANIOTO;

- aKo YMaTe Apyru npobiaeMu uiu 3abonasaHus, KOMTO ce oTpa3sBar Ha Bauwrure MycKkynm,

HaIllp. MHACTCHHA I'PABUC,

- aKO KbPBHTE JIECHO;
- aKko MMaTe HHQEKIlMA Ha MACTOTO HA NPHI0KEHHE HA HHDKEKIUATA WIH Ta3H 00JIacT € NoAyTa
- aKo MyCKYJIHTE Ha NPEANIOKEHOTO MACTO 38 HHDKEKTHPAHE HOKA3BAT MPH3HALIH Ha H3TOLLEHHE,

[To BpeMe Ha MH)KCKTHPAHETO B MMKOYHHA MEXYP 38 NCYCHHE HAa H3ITYCKaHeTO Ha YPHHA, MopaaH
NPOLIEAYPATA, M0 KOATO CE NOCTABA HHKCKUMATA, € Pb3MOXKHO Ja H3NHUTATE HEKOHTPOJIKPaHa
pedieKTOpHA peakliig Ha TANOTO CH (aBTOHOMHA AHCpedIEKCHA, KaTO Hanp. 0OMNHO H3NOTABaHE,
NyJICHpailio rnaBodbosHe, MOBHILIABAHE HA KPBHBHOTO HAJIATaHE WIH YCKOPABAHE Ha MyJica).

O0BpHeTe ceLHANHO BHUMAHKUE, 8KO CTe JIEKYBAHH 32 MYCKYJIHH CNa3sMH Ha JOMHHATE KpalHHHLIM
(CNAacTUYHOCT HA IJIe3eHHaTa cTaBa). Bn3pacTHUTE H OCOOEHO XOpaTa B CTap4ecKa Bh3pacT MOXe Aa
Ca M3/I0KEHH Ha NOBHUILIEH PHCK OT NajaHe.

Koraro /Iucnopr ce H3non3sa B MyCKYJIUTE OKONO OKOTO, OYHTe Bn MoraTt na cTaHaT Cyxu (BMXKTE

TOYKa 4), KOeTo MOXKe 1a YBpeAH NOBLPXHOCTTA Ha ounTe Bu. 3a na npenorspatuTe TOBa, MOXE Aa ce
HYKA€ETe OT JICYSHHE ChC 3aLMTHH KANKW, MEXJIEMH WIH 3alMTHO NIOKPUTHE, KOETO 3aTBApR OKOTO.
BamuaT nekap uie Bu kaxe ganu ToBa € HeoOX0AHMO.

Cebpikere ce HezabaBHO ¢ Bamna nexap unu HesabaBHO nOTBPCETE MEAHLIMHCKA NIOM
pa3BHeTe 3aTpyAHEHHA MpH NperibillaHe, TrOBOpEeHe WK AWILIAaHE.




Hena 5 IOHOIMK
3a neueHHe Ha CMACTUYHOCT NPH NauueHTH ¢ uepebpanya napanusa, [lucnopr 300 U tpsabsa aa ce
ynorpe0saBa caMO NpH Acla Ha 2 ¥ NOBeYe NOAHHH.

JApyrme aexkapcerea » Aucnopr 300 U
WUudopmupaiite Bamus nekap wiu ¢papMaueBT, ako NpUeMare, HACKOPO CTE NPHEMAITH HJTH €

Bh3MOXKHO Ja NPHEMETe APYT'H 1eKapCcTBa.

Mons, kaxeTe Ha Baluua ntekap, axo NpHeMaTe HAKAKBH aHTROMOTHLM 33 HHPEKUMA (Hanp.
AMHHOTTHKO3WAH KaTO reHTAMHMLHWH WK aMHKALMH) WIH MYCKYJIHH PENaKCaHTH.

bpeMeHBOCT, KbpMene B GepTaIHTeY
AKo cTe OpeMeHHa WK KbPMHTE, CMATATE, Y€ MOXE A1a CTe OpeMEHHA WM IaHupaTe OpeMeHHOCT,
nochBeTBaliTe ce ¢ Bamna nexap npeau ynorpe6ara Ha TOBa JISKAPCTBO.

Hucnopt 300 U He ce npenopbuBa Nno BpeMe Ha HpeMEHHOCT, OCBEH aKO HE € KATErOPHYHO
HeoOxoauMo &k ako cre OpemerHa, Jucnopt 300 U Tpabra aa ce npumoxu caMO ako € KATErOpH4HO

HY>KHO.
Hucnopt 300 U He ce npenopbysa NpH KCHH, KOHTO KbPMAT.

Hlo¢upane n paboTa ¢ MAMHEHA
HMucrnopr 300 U Moxe na npHunHu MYCKYJIHa cabocT Wi NpodneMH ¢ BIDKIAHETO.
AKO yCeTHTe HAKOH OT Te3H e()eKTH, He WodHpaliTe H HE H3IMOI3BAATE HAKAKBH MAIIMHH.

Hacnopr 300 U chabpia MAJAKO KOJHYECTBO IGYMHH, KOHTO € NOJY4YeH OT YOBELIKA KPbB.
PuckbT OoT npenaBane HHOEKIMK OT KPbBT2 He MOXKE Z1a Ob/ie H3KMIOYEH ¢ aO0COMOTHA CHIYPHOCT
CleH H3NOJI3BaHE Ha YOBELIKA KPLB H KPBBHH MNPOAYKTH.

3. Kak na n3uonzpare Aucnopr 300 U

HMucnopr 300 U ce pasTBaps M HHXKEKTHpPA OT JICKap, cnelHanHo o0y4eH U ¢ OIHT B NPHAAraHeTo Ha
TO3HU JIEKAPCTBEH NPOAYKT. JlexapaT NpelucHARa KbAC 18 NOCTABH HEDKEKLIMATA H KONKO BpeEMeE A&
NPOABILKH JIEYEHHETO.

[Tpu neueHHe HAa MYCKYJ/JIHH COa3MH HA PbKaTa B pamoto ao3ata ucriopr 300 U ce onpeaens or
NeKap MHAHBHAYAJIHO 33 BCCKH nauHeHT U 00MkHOBEHO € Mexay 500 U u 1 000 U u He Tpadra na ce
NMPEBHIIIABA, HO 8KO CBILIO TAKA CTE HIKEKTHPAHH H B PAMEHHHMTE MYCKYJIH, A03aTa MOXeE ja ce
nosuiiy A0 1 500 U. Jlekapat MOxe aa pa3npenciv KOMHYECTBOTO MEKAY 3aCETHATHTE MYCKY/IH Ha
pbkaTa H pamoTo. [logoGpeHue ce oyaksa OOMKHOBEHO B PaMKHMTE Ha eiHA ceaMHLla. HHxekiuu ce
NOCTABAT NPHONM3UTENHO Ha BeekH 12 ao 16 ceamuus.

CnacTH9HOCT, 3aCSraiga J0AHES Kpalindk NpH BL3PacTHH

Jlosata Ha Jucnopt o6ukHOBeHO € | 500 eannuuy 1 He Tpabra ga HaaBMLIABA Ta3u g03a. JlekapsaT
MOJKE JIa pa3ieNy A038Ta MEXKIY 3aCErHaTHTe MYCKYJIM Ha kpaxaTa. Mipkekuinume 0OMKHOBEHO ce
NpaBAT Ha BCeKH 12 1o 16 ceaxMHLM.

CHACTHYHOCT, JACHIAINA MNOPHE H A0JIHH KPAHHHIH IPH BL3PACTHY
Axo Tpabea ga Bu 6baaT HanpaBeHH HHXXEKLIHH B PBKATA M Kpaka B €/1Ha H CbIlla CECHUA Ha JICUCHHE,
Bamuar nekap MOXke Aa pa3zieni A03aTa MEKAY PbhKaTa H Kpaka, Ho obuiara 1o3a He TpabBa
HagBHiaea 1 500 enuHULM.




3a J1edenne HA MYCKY/IHH CIIA3MH B KpAKQma NpR Aella ¢ AeTCKA nepebpaina napajinia:

Jeua Han 2 roaunu: Jlozara me 6bae onpenenena or Bamus nekap. Jucnopr 300 U ce urxekTHpa B
3aCerHATUTE MYCKYJIM Ha kpakata. Jlo3aTa 3a jajicHa cecHd Ha JieueHHEe He TPAOBa J1a € Mo-BHCOKA OT
1 000 U wm 30 U/kg.

BaiuusaT sieKkap 1ie NOBTOPH JICHEHHETO NMPHOIH3UTENHO Ha BCeKM 16-22 ceAMHLIM HITH KaKTO €
HEeOOX0IMMO, HO He NO-4eCTO OT Ha BCEKH 12 ceaMHIIK.

3a JiedcHHE HA MYCKYJIHH CIIA3MHE B poijeme NpH Aena ¢ uepedpanna napansia:

Jleua Ha 2 WM noBeyve roauHu: Jlosara ce onpeaens or gexaps Bu. JAHCnopr ce HHKeKkTHpa B
3aCErHATHTE MYCKYJIH Ha pbileTe. AKO JIEKAPCTBOTO C€ UHXKEKTHpa B €1HA PBKA, J038Ta 3a CECHA Ha
nedyeHHe He TpAOBa na HaaBHLIaBa 640 eauHuLM WK 16 equHHIM/KE — KOETO € MO-MaNKko. AKO
NIEKAPCTBOTO CE€ UIDKEKTHPA B JIBETE pblle, 403aTa 3a cecus Ha JieuyeHHe He Tpabpa na HanerHmara 840
eAHHHUH WK 21 exnHHnn/kg — koero € no-mManko. O6ukHOBeHO, MyCKYJIHHTE Bi cnasmu 64
TpaOGBano Aa ce nofoOpAT B CEAMMLMTE CEA JICYCHHETO H TOBAa NOACOpEeHHE MOXKE fa Tpae No 34
ceAMHIIN. BalluaT nekap Iile nOBTaps JICMEHUETO NPHOIH3HTENHO Ha BeekH 16 — 28 ceamMuum 1w
KAKTO € HeOOXOAUMO, HO He NO-4eCTo OT BEAHDK Ha BCeKH |16 ceqMHLIH.

3a JieueHRe HA MYCKYJIHH COAIMHE B pbieme i Kpakama NPAH fena ¢ nepebpanna napaania:

AKO c¢ Hanara JICYCHHE B PBLETE H KpaKaTa 10 BpeMe Ha €Ha TepaneBTHYHA CeCHA, A03aTa
THCopPT, KOATO C& HHDKEKTHPA BBB BCEKH KpaiHHK, TpAOBa Ja ce onpenenu ot nekapa By, 6e3 na ce
npeBuilaBa obiara no3a 3a cecud Ha nevyenue ot 1 000 eauunuy wiu 30 eaunnun/kg — koero e no-
Mainko. TpadBa na ce 0OMHCIH NOBTOPHO KOMOUHHPAHO JIEUSHHE HA PBLETE U KPaKaTa He [10-paHo OT
12 go 16 ceaMunu caen npeAULLIHATA CECHA Ha JIeUEHHE.

I1pu neveHue 3a CHACTHYEH TOPTHKOAHRC, HHXeKkTUpaHeTo Ha Jucnopr 300 U ce uspbpiuBa B
MEAHLIMHCKO 3aBeiCHHE, CIELIMAIM3HPAHO B JICUCHHETO Ha ToBa 3abonssaHe. [Inpeata no3a {ucnopr
me 6bvae 06mo 500 enHuLM, MakcuMmanHaTa J03a, KOATO MOXKE J1a C€ MPUIOKH He Tpadea na
Hazpuwiasa 1 000 eauauLM. JlekapaT wie pasnpeneny ToBa KOJHYECTBO Ha HAKOJIKO MECTA Ha LUHATA,
BEPOATHO B 2 WK 3 OT WHAHKWTE MYCKYNa, 3aCerHaTv Hail-MHOr0 OT TOBa CheTOAHHE. JiekapsaT e
NpeLeHH KaKBO KOJIMMECTBO H KOH MYCKYJH Llle MIbKeKTHpa. IDkeKIMH ce ocTaBaAT NMPHOIHIUTEITHO
Ha Bceku 8-12 ceaMHL B 3aBUCHMOCT OT TOBa KOTa LI H34e3Ba OTIycKalua ePekT. Jlekapar we
MPELEHH KOra € Hy>KHa CJICBAILATA HIDKEKLMA U KOJIKO JIEKAPCTBO Ja HHXKEKTHPA.

[Mpu neueHue Ha Gnedapocnasm, 3acaraul ABETe OYH, MHPBATA HIDKEKUHS L Obae NpHOAU3HTENHO
120 eauHKHLIM Ha BCAKO OKO. JIEKAPCTBOTO C€ HHKEKTHPA MOAKOXKHO HA ONPEAC/ICHH MECTa OKOJIO
OKOTO, KATO MECTATA HA HHXKEKTHpaHe H HeoOXOAMMOTO KOJIHYECTBO 34 TOBA 11e ObAaT ONpeAe/IcHH
ot Jekapia. UrxeKuuHu ce nocraBAT NpUOAN3HTENHO Ha BCEKH 8 CEAMMLH, KOraTo OTITYCKALHAT €(EeKT
BbPXY MYCKYJIa 3ano4Ba na u3uesna. [Ipu cneasamure nocemenus konudecTsoro Qucriopr 300 U
MOXE Zia ce HaManu Ha 80 uaH 60 equHHMIM HA BCAKO OKO. JlexapsaT e onpeaciii Kaksa ao3a aa ce
BbBe/C. AKO OnedapocnasbMBbT € 3acerHan CaMo €JHOTO OKO, JICKAPAT LUE MOCTABH HHKEKUHH CaMO
OKOJIO TOBA OKO.

[Ipu feueHHe HA JTHOEB XEMHCIA3ZBM, JIEKAPAT LUE NOCTABH HHXKEKLIMH, KaKTO [pH Gnedapocnasnbm,
HO CAMO BBpPXY 3aCEerHaTATa CTpaHa.

[Ipy neyeHue Ha ypHHApHA HEKORTHHeAnHs: OONyaiiHaTa nwpBa 1033, NPUIOKEHa
MUKOYHHA MeXyp, 1ie Obae 600 eauHuLM, HO nekapAaT B Moke Aa peld Aa U3roa3ea
3a ITbPBATA HIDKCKUHUA WIH Aa yBenuun Ao03ara A0 800 eaMHHUM NpH CNeABALIIUTE HHKC




ypuHaTa (HapejeH ypeTpa). Topa no3sosisiBa Ha JieKapa a BUAKM BBTPELIHOCTTa HA THKOYHHA MEXYyDp U
Aa Nnocraed uikeknuure JMCTOpT B ¢cTeHaTa Ha NMHKOYHHA Mexyp. Jducnopt we Bu 6bae mpunoxeH
caMo aKo Beue M3BLpIIBATE YKMCcTa nepuoanyHa karerepusanua (CIC). CIC e nponeaypa, no speme Ha
KOATO B MHKOYHHMS MEXYP BPEMEHHO C€ MOCTABA KarTeTbp (MeKa, Kyxa Tpn0a, KOATO ce BKapea B
yperpaTa, 3a Aa MOMOTHE 3a W3Mpa3BaHETO HA YpUHAaTa OT AMKOYHHA MEXYP) H Ce OTCTPaHABa, CIICA
KATO NHKOYHUAT MeXyp ce m3npasHu. Mons, nomonere nexkaps cu jga Bu obschu no-noapobHo

NpoleAypaTa.

Ll{e ce HanoXH na NpHeMare aHTHOMOTULIM 32 MPEXOTBPATABAHE HA HH(DEKIUA Ha TUKOYHHUTE ITbTHILA.
AKO npHUeMaTe JIEKAPCTBA 34 pa3peXkiaHe Ha KPBbBTa, JekapaT Bu wwe kopurupea neucHuero Bu npeau
M cnep uiwkexTupanero Ha Jlucnopr. [Ipean uixekuuuTe Moxke Aa Bu Opae npunoxeHa MeCTHA UK
o01a aHecre3us MM ceaatus. llle 6vaere HabmoaapaHu B npoas/DKeHHe HA noHe 30 MEHYTH cnen
uikekuunTe. CuMnToMuTe BH oOukHOBeHO TpabBa na ce noaoOpaT B paMKHUTE Ha 2 ceAMMIM, KaTO
noAcOpEeHHETO MOXe 3 npoxbkH A0 48 ceamMuum. Jlexkapar Bu e NoOBTOPH NECYEHHETO INPH
HeoOXOAUMOCT, HO HE MO-4€CTO OT Ha BCEKHM 12 ceaMHLIM.

[Ipy neyeHye Ha aKCHAAPHA XHOEPXHAPO3a, [TbPBATA HIDKEKUHAA LI ChABPXKA 4034 OT
npubausuTenHo 100 eqguHUUM 328 BCAKa akcyia. MakcHManHaTa 103a, KOATO MOXE Aa ce

NpWIoKH He TpabBa na naasyinaea 200 exvHULUK 33 BCaka akCHia. JlekapcTBoTO 1€ ce

HHKEKTHPA NMOAKOXKHO B 10 onpeneneny TOYKH, KaTO MECTaTa Ha HIDKEKTHpaHe H

HeoOXOAHMOTO KOJIMMECTBO 3a TOBA Liie OBAAT onpeAeneHH OT Jiekapd. MakCUManHuaT

edekT ce npoaBaBa A0 ABe ceaMHLIn. JlekapaT e onpeaen HHAUBHAYAIHO 32 BCEKH

NMALMEHT HA KAKBU HHTEPBAIM A& C€ NOCTABAT CJICABALLIMTE HHKEKLIHH.

[Tpu aeua dQucnopr 300 U He ce mpenopbusBa 33 JICUEHHE HA MYCKYJ/THH CMa3MH Ha PbKAaTa H paMoTo,
CNACTHYEH TOPTHKOJIHC, OnedapocnasbM, THIIEB XEMHCIIA3bM WIH AaKCHNAPHA XHNEPXHAPO3a.

AKO ¢Te H3NOJI3BAJH NoBeve oT HeobxoauMaTa 2032 Jucomopr 300 U

AKo cTe H3non3eanu nopeue oT HeobOxoaumara noza qucnopr 300 U, ocTaHAnUTE MYCKYJIH, €
H3KTIOUYEHHME HA Te3H, KOMTO ca HIDKEKTHPaHH, MOXKe Ja 3anovHar aa orcnabsar. Tosa moxe aa ce
CJIydH BegHara. AKo TOBa ce CiyuH, He3abaBHO yBenomere Baims nekap. [loTepeete cnetina
MEAMIUHHCKA IIOMOII AKO MMAaTe TPYAHOCT NMPH AHLLIAHE, NPErabillaHe WIH FOBOPEHE.

Axo cTe nponycHanan na mnoassare Jucomopr 300 U

Huio HsiMa aa ce CIyyH, aKo NPOMyCHETE HIDKEKLIMA, OCBEH Y€ MOKE YaCTHYHO A& C€ BB3BRBPHE
CMACTHYHOCTTA WIH MYCKYJ/IHATA CKOBAHOCT A0 HHBOTO NpeaH jJedenue. KoHcynrupaiite ce ¢ nexaps
M TOH L1¢ NPELIEHYU KOTa € Hy»KHa C/leABalla HHKCKLHS.

AKo cre copean ynorpebara na Jacnopr 300 U
PenakcupanmsaT eekT OT MeAHKAMEHTA LLE H3YE3HE, a IBHKEeHHETO HA MYCKYJIMTE LII€ CE BBhPHE A0

CBCTOZHHETO NIPCAH JICHCHHCTO.

AKO MMAaTe HAKAKBH JOITHJIHUTEIHH BBIIPOCH, CBBP3aHH ¢ ynoTpebaTa Ha TOBA JIEKAPCTBO,
nonurtaiTe Bauins nekap.

4. Bb3MOXKHE BeXKeJTAHH PeaKnHA

Kakro scuuxku nekapersa, Jucnopr 300 U Moxke aa npean3BHKA HEXENAHH PEaKkUHH, B
BCEKH M NOJyYana.

YBenomMere Bauua nekap ne3abaBHo ako:
- MMaTe HAKAKBH NPOoOIeMH C MPErTbIIAHeTO, AUILAHETO HIH C PeyTa




- aKO YCETHTE TPYAHOCT MPH JHUILIaHe Che WK Oe3 MoAyBaHe Ha JIMLIETO, YCTHHTE, €3HKa W/IHIH
bPJIOTO, YEPBEHHHA HA KOKATa WM OOpHB MO KOXKATa cbe Chpbex u Oyuku. ToBa Moxe aa
03Ha44aBa, Y€ CTe NOAYYWIH anepruuHa peakuus koM Jducnopr 300 U.

BepoATHOCTTA Aa MOMYYHUTE HEXKENaHa peakuys Ce OMHCBA OT CNEAHUTE IPYIM:

Kosixo yecTo ce nposBEBAT

MHoro 4ecT — NpoABABAT ¢& Np#H noseue or 1 Ha 10 ieKyBaHHU NalMEHTH

YecTH — npH No-Maiko or 1 Ha 10 nekyBaHn nalueHTH

Heuectr — npu no-Mankxo or 1 Ha 100 nekyBaHH nauHeHTH

Peaku — npy no-Manko ot 1 Ha 1 00 nexyBaHu nannesTH

Msoro peaxu — npy no-mManko ot 1 sa 10 000 nekypaHH nauueHTH

C HeM3BECTHA YecTOTa (OT HATMYHKTE AAHHU HE MOXke Z1a b HampaBeHa OLIeHKa)

Hsakon HexxeNnaHy peakuMi MOTaT Ja ¢€ NPOABST NIPH BCEKH MMAIMEHT, ieKyBaH ¢ Jlucnopr 300 U,
JOKATO APYTH HEXKeJIaHH peaKUMH MOTaT Aa 3aBHCAT OT ChCTOSHHMETO, KOETO € JIEKYBAaHO. YBepeTe Ce,
4ye CTe NPOUENIH BCHUKH pa3ieNld, KOUTO ce OTHAcAT a0 Bac.

JlegyeHne HA BCHYKH CHCTOSHRSE (8CUHYKU nayuermu):
[NMonskora ce cbobilaBa 3a CBPbXUYBCTBHTENIHOCT.

[TorbpceTe cnelHa MeAMLIMHCKA MOMOLLL, aKO Pa3BHETE 3aTPYAHEHHA B AUILIAHETO CbC WiH Oe3
NOAYBaHE Ha JHUETO, YCTHHTE, €3HKa /WM I'bPIOTO, 3a4EpBABaHe HA KOXKaTa UK Chpoay
O6e3dopmeH oOpuB (ypTukapua). ToBa MOKe Aa O3HAYABa, Y€ HMATE AfIepruuHa peaKiuMa KbM

Jlucnopr.

Hexenauure peakiiyy, NPOM3THYALIM OT Pa3TIpEAcICHHETO Ha €EKTHTE Ha TOKCHHA BbpPXY MECTS,
OTAAJIEYEHH OT MACTOTO Ha HHKEKTHPaHE, C& MHOTO PAIKO CboOLIaBaHH (IIPEKOMEPHA MYCKYiHA
cnabocT, HAPYILESHHUA HA I'BJITAHETO, THEBMOHHS, ALDKAIA C€¢ HA BAMIIBAHE HA YYXN0 TANO
(acnupallMOHHA NHEBMOHHA ), KOATO Moxe aa Obae daranHa).

HexenaHure P€aKlIHH, KOHUTO Ce IMOABABAT, BKIIIOYBAT.

Yectu: Moke na 3acerdat no 1 or 10 yopeka
-  MOCHHABAHE, 3aUYepBABaHeE, NMOAYBaHe WK GoKa HA MACTOTO Ha HHXKEKTHPAHE WiIH YCElllaHe

3a fMapeHe MpH NOCTABAHE HA HHDKEKIIHATA,
- reHepalH3HpaHa ciabocCT,;
- yMoOpa;
-  rpunonofAo0OHU CHMNTOMH M OOnKa.

Heuectn: moxke na 3acerdart a0 1 ot 100 yopeka

-  cbpdex.

Peaku: Moxe aa sacerHar 3o 1 or 1 000 wopeka
- KOXeH OoOpHB U MyCKYJHA cnaboCT.

C HeH3BeCTHa YecToTa (OT HAIMYHHTE JaHHH He MOxe Aa Oble HanpaseHa OLEHKA): U3TPbNBAHE,
MYCKYJHa 3aryba

Jieuenne Ba MYCKYJ/IHR COAIMH B pbKama ¥ pamMomo NpH Bb3PACTHH!
Hexenanure peakuuu, KOMTO C€ MOSABABAT, BKAKOYBAT:




Yecru: Moxke aa 3acernar ao 1 or 10 yoBeka
-  MyckyaHa cnabocr;
- MYCKYJIHO-CKeJieTHa 60nka;
- Oonka B pbLETE H NPHCTHTE.

CnacTR4YHOCT, 38CErama 00 Hime KpauKuyi IpR Bb3PACTHRA:
YecTH: Moxe Aa 3acerHar o 1 ot 10 yoeeka

- 3aTpyAHEHO MperTbilaHe;

- ¢naboCcT HAa MYCKYJIHTE H& KPAKATAa,

- MYCKyJHa 60o5ka;

- majaHe.

JleueHHe HA fena C AeTCKA LepebpanHa DAPAIH3A ¢ MYCKYJIHH CHA3MH B kKpakama:
HexxenaHure peaxiiny, KOMTO ca CE MOABHIN, BKIIIOYBAT:
Yeci: Moxe Aa 3acerHat a0 1 or 10 yopeka
- MycKynaHa fonka;
- MYCKyhHa cnabocT;
- He3aIbp)KaHe Ha ypHHa;
- rpunonogo0OHH CHMITTOMMH;
- Ooska, 3a4epRARAHE, HACHHABAHE B MACTOTO Ha HHIKEKTHPAHE,
- HETHINHYHA NOXO0AKa,
=~ YMopa,
- najase.

HeuecTtu: Moxe aa 3acerHar no 1 or 100 yoBeka
- 3aryba Ha ciwia 1 cnabocr.

JlegenHe HA Aela ¢ AeTCKA nepedpanna napajania ¢ MyYCKYJBH CIA3MH B poyeme:
Yectn: moxe aa 3acerHar aol or 10 yoseka

- MYCKyJHa cnabocr;

- MycKyJHa oka;

- rpunonoaoOHH CUMIITOMH;

- YMOpa,

- coplex, HacHHABaHe, 00JKa, NoAyBaHE H OOPHB B MACTOTO HA HHOKEKTHpaHe;

- oOpHB no KoxKaTa.

HeuecTn: Moxe na 3acerHar a0 1 or 100 vyopexa
- 3aryba Ha cuna M cnabocr.

JledeHHe HA Aelia ¢ JeTCKA nepedpaina Napain3a ¢ MYCKY/IHH CIIA3ME B poleme u Kpaxama:
Hama cneumduyHa HEXKENAHH PEAaKLMK, CREP3aHH C NIPHIOKEHUETO Ha JIHCNIOPT B €/1HA CECHA HA
JICYeHHE HA PBLIETE H KpaKaTa, pa3IiyHU OT Te3H IIPH JICYSHHE Ha PHLIETE WIH KpakaTta 1o OTAECAHO.

JIleuenHe HA YPHHAPHA HHKOHTHHCHIEE, AH/DKANA ¢e HA HCKORTPOAHPAHH KOHTPAKIHHE HA
MYCKYJATYpPAaTA HA NHKOYHHSA MeXyp:
YecTu: Moxe aa 3acersar a0 1 Ha 10 aywm

-  KpbB B ypUHaTa¥;

- 3anex;

- Oaxrepuu B ypuHaTa®*;




-  epeKTWIHA AUCYHKIMA, MOHAKOra H3BECTHA KATO HMIIOTEHTHOCT;
- WHbEKIMA HA MHKOYHHUTE ITbTHILAY;
- rnasobonue;

- Tpecka.

HeuecTn: Moxe aa 3acerHar Ao 1 Ha 100 ayum
- HM3TPLIBaHE,
-  MYCKYJHa cnabocCT;
- OONKM B NHKOYHHA MeXyp¥;
- HEKOHTponupaHa pedJieKTOpHa peakiua Ha TsutoTo By (aBTOHOMHA aucpednexcun)®;
- HEBB3MOKHOCT 3a M3Mpa3BaHe Ha FIMKOYHHA MEXYD (3abPKAHE HA YPHHA);
-  KbpB€HE€ OT MMUKOYMHHA MEXyp WIH OT Tpbbara, KOATO OTBEXKAA YPHHATA OT MHKOYHUA MEXYD

H3BBLH TWIOTO (YpeTpa).
*To3zu cmpanuuen eghexm Mooice 0a ce OvIICH Ha npoyedypama

[IpH NeYeHHETO Ha CIACTHYEH TOPTHKOARC Ca HAOMOAaBaHH CETHUTE HEXKENAaHH PeaKLiHH:
MHoro 4ecTH: Moxke 1a 3acerdar noseye or 1 Ha 10 yoseka

- MYCKYJIHa cnabocT;

- CyXOTa B YCTaTa;

- 3aTPYOHCHHE NPH NMperiblllaHe.

YecT: MOXe na 3acerHar ao | or 10 yoreka
- rnaeobosnue;
- cnabocT Ha NULIEBHTE MYCKYIIH;
-  3aMasHOCT;
- 3aJyllaBaHe;
- MYCKYJ/IHa CKOBAHOCT;
- MYCKYJIHa 60onka;
- 00JIKa B PBUETE H NPHCTHTE;
- Oonka BBB BpaTa;
- pa3Ma3’aHO BHXKAaHe;
-  HaMaJiABaHE Ha 3PHTEJIHATA OCTPOTA;
- MYCKYJIHO-CKeneTHa Gonka.

Heuecty: moxe aa 3acernat a0 1 or 100 yoseka
- 3ary0a Ha MYCKY/IHAa TBbKaH;
- YEMOCTHH HApYILIEHHA;
-  IBOMHO BMDKAAHE,;
- clajaHe Ha FrOpHMSA WM AO/HHA Kiemnay;
- rajeHe.

Penxu: moxe aa 3acerdar a0 1 or 1 000 yoBeka
- acnepauui (3aTpyAHECHHA MPH JULIAHE).

Crnel MHXeKTHpaHe B HIMHHHTE MYCKYJIH MOXE [a C€ 3aTPYAHH I'WITAHETO Ha ONPEAC/ICHH XpaHy, Ja
ce NMoYyBCTBa cabOCT B LIMATA, CYXOTa B YCTaTa MK 1a ce Habmonasa npoMsaHa B TeMO '
B MHOro peaku cnyuan Moxe Aa ce Habmonapa ymopa WiH J€KO 3aTPYAHEHHE B UL
Aa uHdopMHpaTe He3abaBHO Jiekaps 33 NMOSBWIH Ce 3ATPYAHEHHA B JHILAHETO HIIH
NPErIbIIEaHETO, 0COOEHO aKO 3aTPYAHEHOTO (IPEMUTBILIAHE BB3NPENATCTBE XPAHCH
3aryba Ha TerJo.




AKO HIDKEKLIMATA cE NOCTaBH OKOJI0 OKOTO NMpH eyeHHe Ha OaedapocnazbM RIIH JIHIIEB
XeMHCHAIHM, MOXKE Oa ce Habnioaaea:

MHoro 4ecTH; MOXKe aa 3acerdar nosede or 1 Ha 10 yoreka
- najiaHe Ha FTOPHHA WIK RO/IHKS KJlenay.

Yecty: Moxke aa 3acerHart no 1 or 10 yoseka
- NMUEBa nape3a (HeMb/IHA Napanu3a);
-  ABOHHO BHXKJAHE;
- CYXOTa B OUMTE,;
- YBEJMYEHO ChJI3EHE;
-  OTOK Ha Kjenaua.

Heuectn: Moxe aa 3acernar ao 1 ot 100 yopeka
-  mnapanusa Ha VIl yepenro-MO3bUCH HEPB.

Peaxu: moxe na zacerHar go 1 or | 000 4oBeka
-  TPYAHOCT NpY ABHKEHHE Ha OKOTO;
- KpadT Ha KJenaua Moxe Aa ce 00bpHe HABBTPE KbM O4YHATA SOBIKA U OUHUTE MYCKYJIH MOXKE
Ja ce napajan3upar.

He3abaBsro nHGopMupaliTe Bawns sekap, ako ¢€ NOSABU CHIHA CYXOTa B OYHTE.

[IpH neveHHe Ha AKCHAAPHA XHIEPXHAPO3A € BB3MOXHO 42 NOJIYYHTE CNCAHHTE HEXEaHH
peaKLHH:
YectH: Moxke fa 3acerHar no 1 or 10 yoBeka

- 34CHJIBAHE HA MOTEHeTO B ApyrH ob1acTH Ha KoXarTa.

Te3n HexxenaHu peakuny ¢e MOABABAT HAKOJKO AHH Cel HHXKEKTHPAHETO U OOMKHOBEHO NPEMHHABAT
3a 2 - 4 ceaMuuM. Tpabpa na HHPoOpMHUpaTeE JIeKaps 3a BCAKA HEXKeNNaHa peakuus, KosTo Bu
3aTPYAHABA WIM NPHYIHHABA O6€3NMOKONHCTBO.

Crolbmanane HA HEXEIAHH peakKidH

AKO NOJIYYHTE HAKAKBH HEXKEJIAHH JIEKAPCTBEHH peakLMH, yBepoMeTe Bawius nexap uiy dapMauesT.
Tosa BKITIOYBA BCHYKH BB3MOXKHH HEOMHCAHM B Ta3M JIMCTOBKA HeXeMaHu peakuuu. Mojkere ChINo 1a
CHOOILMTE HEXKENaHH peakUMH JHPEKTHO Ypes:

HManbnHuTenHa areHUMA No JeKapcTBara

ya. ,,JlamsaH I'pyes” Ne 8

1303 Codmsn

Ten.: +359 2 8903417

yebGcaliT: www.bda.bg

KaTo cpobliaBare HEXENaHyu peakiydi, MOXETe 2a JafieTe CBOA PHHOC 38 MOMyYaBaHe Ha 1OBeYe
HHOpMalLHs OTHOCHO 0€30MaCHOCTTa HA TOB& JIEKAPCTBO.

3. Kak aa cuxpanssare Jucoopr 300 U

Hucnopr 300 U He TpaGea pa ce naga 32 CbXpaHEHHE Ha MnalyeHTa!
Jla ce ChXpaHdaBa Ha MACTO, HEAOCTBHITHO 3a AcLa.




Ha ce cexpanasa B XiaawiHHk (2 °C - 8 °C) B MEAULIHHCKOTO 3aBEICHHE, KBACTO C€ MOCTaBAT
urkekiuuTe. HeorsopeHure inakoHu JJHCHOPT MOraT Aa ce U3MOoA3BaT Clie] €AHOKPAaTHO H3NlaraHe
Ha TeMnepatypH 10 25°C 3a nepHoa Ao 72 vaca, ciej KOETO HEOTBOPEHHAT ¢akon Tpabsa 1a ce
chLXpaHasa B xjaanunHuk (2°C - 8°C) 3a cpoka Ha TOHOCT.

Ia He ce sampa3ssba.

[IpenopBbUHTENHO € MPHIOTBEHUAT PA3TBOP Ja C€ H3NOoN3Ba He3a0aBHO, BBIPEKH e TON MOXKE Aa ce
chXpaHaBa 1o 24 yaca B xnagunauk (2°C - 8°C).

Ila He ce H3NOoM3Ba Cliell AaTaTa, Ha KOATO H3TH4Ya CPOKBT Ha MOJHOCT, 0COYEH BbPXY ONAaKOBKATA.
CpoOKBT Ha TORHOCT OTrOBapa Ha NOCIEAHNUA AEH OT NOCOUCHHUI MECeELL.

MeAHUMHCKOTO 3aBeicHHE B3HMA CNEHATHN MEPKH 33 YHHLLIO)KABAHE HAa OCTATBIIUTE OT NMPOAYKTA
cnen NPUIOKEHHE.

6. CorAbpkAHEE HA ONAKOBKATA H A0ULJIHATE,IHA HAHPOpMAN AL

Kakso cnabpxka Jucnopt 300 U

- AKTHBHOTO BEILECTBO €. 3a naxoH
KoMinekc TokcHH-XeMarayTHHuH oT Clostridium botulinum Tan A 300U

(Clostridium botulinum type A toxin-haemagglutinin complex)

JpyruTe chbCTaBKU ca: HOBEIIKH anOyMHH, JIaKTO3a MOHOXHApAT.

Kaxk marinexna Tacnoprt 300 U # kaKkBO CHALPXA 0NaKOBKATA
bsan smoduin3MpaH npax 3a pa3sTBapaHe.
CrexneH dnakoH Tin 1, ¢ xanorendOyrunopa sanymanka (Ph. Eur.) ¢ amymuHuera obkarka ¢

LIEHTpAJICH OTBOD M Kanaue.
Beaka onakoBka chabpika | winn 2 ¢gnaxona Jucnopr 300 U.

IprTeXKaTen HA pa3pelleHHeTo 38 ynoTpebda

IPSEN PHARMA,
70 rue Balard
75015 Paris

DpaHiHg

I poH3BOANRTET

Ipsen Manufacturing Ireland Limited
Blanchardstown Industrial Park
Blanchardstown

Dublin 15

Hpnauaus
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