KPATKA XAPAKTEPUHCTHUKA HA ITPOAYKTA
1. UIME HA JIEKAPCTBEHHUA ITPOAYKT

Jlncnopt 300 U npax 3a HHAEKUHOHEH pa3TBOP ’ZO/VOX /oz/

Dysport 300 U powder for solution for injection £95/3 79 -07- 2025

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Beekn prakon o1 2 ml ebabpika 300 eamHuum (units) KOMMiIeKke TokCHH-xemarayTuHuH ot Clostridium
botulinum twan A (Clostridium botulinum type A toxin-haemagglutinin complex).

34 MbJAHHUSA CMUCHK HA MOMOLLHHUTE BellecTBa BHKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

[Ipax 3a HHKEKUHOHEH pa3TBop
bsan nnoduaunsnpan npax.

4. KIUHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHUA

Jlncnopt 300 U e nokasaH 3a CHMONTOMAaTHYHO JlIeyeHHe Ha (poKkasHa CNacTHYHOCT Ha:

* [opHUTE KpaliHHLK NMPH Bb3PACTHH;

* JlosHuTe KpaiiHHUH. 3acarally rje3eHHara ctaBa npu Bb3pacTHH NAUMEHTH Cl1ea HHCYAT MK
TPABMATHYHO MO3bYHO YBpPEK/IaHE:

* Jlnnamuuna aedopmauus Ha XOAMJIOTO THIT €KBHHYC, AbJKallla Ce Ha CNacTHYHOCT NPH MalHEeHTH ¢
JeTCKa uepedpaiHa napaiusa Ha Bb3pacT JABE HJIH MOBEYE MO/IHHH;

* [opHuTe KpaiiHHLIK NPH NALUEHTH C JIeTCKA LepedpaiHa napajusa Ha Bb3pacT J1BE HJIH MOBeYe
FOIHHM.

Jlucnopt e nokasax 3a jie4eHue Ha ypHHApHA HHKOHTHHEHLUHSA MPH Bb3PACTHH C HEBPOreHHa
CBPBbXAKTHBHOCT Ha JI€TPY30pa. AbJI/KalLla C€ Ha YBPEK/1aHe HAa rPbOHAYHHS MO3bK (TPaBMAaTHYHO HITH
HETPABMAaTHYHO) HJIH MHOKECTBEHA CKJIEpPO3a. KOUTO PEeA0BHO H3BbPLIBAT YMCTA NEPHOHYHA
KaTeTepu3aLus.

Jlncnopt e nokasaH npu Bb3pacTHH 3a CHMMNTOMATHYHO JICYEHHE Ha:
* CpacTuyeH TOPTHKOIHC;

* bnedapocnazbm;

* Jlnues xemucnasbm;

* AKCHJaApHa XHNEepXHApo3a.

3a0enexka:

[Ipean na 3anoune sevenne ¢ Jlucnopt 300 U, nauneHTsT TpaOBa 1a Objae HHPOPMHPAH, Y€ CbLISCTBY BAT
W JIPYTH Bb3MOKHOCTH 3a JieHeHHEe (MEIHUHHCKH, XHPYPIrHUYECKH) H Y€ HE BCHYKH NALMEHTH OTroBapsT Ha
neyenue ¢ Jducnopr 300 U. Hakou nauneHTH Morar ¢bLlo Aa nojyyart camo 4acTH4yHo obJeKk4yaBaHe Ha
CHMNTOMMUTE.

4.2 103upoBKa H HAYHH HA NPHJIOKEHHE




Eanuunate Jucnopr ca cneuipHYHY 34 NEKAPCTECHHS NPOAYKT H HE €2 3aMeHHMH € ApYri
JeKAPCTBEHH NPOAYKTH ¢ 0OTYJIHHOB TOKCHH.

Hucnopt 300 U Tpadea aa ce npuiara camo OT CreuUantHo 00YUE€HH NeKapil, ¢ ONHT B IEYEHHETO HA
CbOTBETHATA HHAMKALHA H H3NON3BAHETO HA HEOOX0AHMOTO 00OpYABAHE B CHOTBETCTBHE C
HALHOHAIHHTE HACOKH.

332 HHCTPYKLHH OTHOCHO Pa3TBAPAHETO Ha MPaxa 3a HHXKXEKUHOHEH pa3TBOp. padoTa v U3XBbpJisHE Ha
(IAKOHUTE, MOJIA, BHXKTE Touka 6.6.

CUMNITOMATHYHO J1eYeHHe Ha (POKAIHA CMACTHYHOCT NPH Bb3PACTHH:

I'opeH KpaHHHK

Ho3upoBka

HosnposkaTta npH NbPBOHAYANHN W MOCASABALLH TEPANEBTHYHH cecHu TpaOBa Aa Obvae onpeneneHa
HHANBHAYATHO 32 BCEKH NAUUEHT Bb3 OCHOBA HA pa3Mmepa, Opod ¥ MACTOTO HA 3aCETHATHTE MYCKYJIH.
TEXECTTa Ha CNACTHHHOCT, HATHHHETO HA JOKAIHA MYCKYAIHA ¢1a00CT, OTrOBOPA Ha MAUHMEHTA KbM
NpeaAHLIHO JIEHeHHUE H/HITK aHaMHesa 3a HexenaHu peakuuy cebp3adud ¢ ducnopt 300 U. Tlpu knuununn
winutBanuns. 103u ot S00 U, 1000 U u 1 500 U ca 6unm pasnpeseneny Mexay U30paHd MyCKyH nNpu
AaneHa TepaneBTHYHA CECHR KAKTO € nokasaHo aony. Ho3u, no-sucokn ot 1 000 U n g0 1 500 U morar
Aa 6baaT NpUNaraHyd Xorato PaMEHHHTE MYCKYJIH CbLLO €€ HHKEKTUpAT.

He noseye ot 1 mi TpsadBa 06110 aa Obae NpunoxeH Ha BCAKO €1HO MACTO Ha HEbKeKTHpaHe. Ho3mn,
npesiiasaH 1 S00 U JucnopT He ca H3cneaBaHH NpH NEeHeHHE HA CNACTHYHOCT HA FTOPHHA KPaiHHK
NPH BbL3PACTHH.

HHXKeKTHPAHH MYCKYJIH [Ipenopnuana
no3a ducnopt (U)
Flexor carpi radialis (FCR) 100-200 U
Flexor carpi ulnaris (FCU) 100-200 U
Flexor digitorum profundus
(FDP) 100-200 U
Flexor digitorum superficialis
(FDS) 100-200 U
Flexor Pollicis Longus 100-200 U
Adductor Pollicis 25-50U
Brachialis 200-400 U
Brachioradialis 100-200 U
Biceps Brachii (BB) 200-400 U
Pronator Teres 100-200 U
Triceps Brachii (long head) 150-300 U
Pectoralis Major 150-300 U
Subscapularis 150-300 U
Latissimus Dorsi 150-300 U

BbnpekH ye aeAcTBUTENHHTE MeCTa Ha HH)KEKTHPAHE MOraT Aa Ce ONnpeaenaT 4ypes naanauus, ynotpedara
Ha TEXHHKA 3a ONPEACIAHE HA HHKEKTHPAHETO HaNp. eNeKTpoMUorpadus. enekTpHiecka CTHMyaaurs
WAW YNTPAa3BYK € NPENOPLUHUTENHA 3a ONPEASNAHE HA MECTATA Ha HHKEKTHPAHE,




[TosTopHO neverHne ¢ Aucnopt 300 U Tpabsa aa ce npuaoxki. Korato epekTsT OT npeaHLuHaTa
HHKEKUHS € HAMANAN. HO HE NOo-paHo OT 12 ceaMKUU cnel npeaiiiHATa HHKEKLHA. MHO3HHCTROTO
NagHeHTi 0T KIHHHYHH NPOYYBaHHA ¢a ONAH NeKYBaHH MOBTOPHO cneld 12-16 ceaMuLM; HAKOH
nauHeHTy. odaue ca HManH NO-roaaMa NPOALIKHTENHOCT Ha OTroBop. Hanp. 20 ceamuuH. CteneHTa n
BH1a MYCKYJ/IHa CACTHYHOCT 110 BPEME HA NOBTOPHOTO MHKEKTHpPaHE MOXKE Aa H3HCKBA [IPOMEHH B
aozata Jncnopt 300 U 1 myckynuTe 3a uHAeKTUpaHe. KNTHHHYHO Noa00peHHe MOXKE 1a ¢€ OUaKBa €1Ha
ceaMHUa caea npunarane Ha Jducnopt 300 U,

HJoneH kpaiiHuK

JosvpoBka

Ho3u a0 1500 U moraT aa ce npuaarat HHTpaMyCKYJHO B €1HA C€CHA Ha NieueHUue. TouHaTa A03MpoOBKa B
Ha4ajHaTa U nocfeJBaltuTe CECHH Ha NeyeHHe TpAabdBa Aa ce ajanTHpa HHIHWBHAYAIHO Bb3 OCHOBA Ha
pa3Mepa U Opos Ha yuacTBAIUTE MYCKYIH U TEXKECTTA HA CMACTHYHOCTTA, KaTO Ce B3eMaT NpeaBH CbLLO
HaM4MHMETO HA JIOKAJNHA MYCKYJHA CnaboCcT U peakKUHATA Ha NauKdeHTa Ha MpeanLHo neveHde. Obdwara
no3a obave He TpadRa na Haasuwaga 1300 U, OOHKHOBEHO HA BCAKO MACTO Ha HHIKeKTUpaHe TpadBa na
ce npuiara He noseuve oT 1 ml.

Myckya [IpenopunuBana no3a bpoh MecTa 323
Aucnopt (U) HHKEeKTHpaHe HA
MYCKYJI

AHCTAIHN
Soleus muscle 300 -550U 2-4
Gastrocnemius

Medial Head 100 -450 U 1-3

Lateral Head 100 -450 U 1-3
Tibialis posterior 100 - 250 U 1-3
Flexor digitorum longus 50-200U 1-2
Flexor digitorum brevis 50-200U -2
Flexor hallucis longus 50-200U I -2
Flexor hallucis brevis 50-100U 1 -2

CTeneHTa M MOJEABT HA MYCKYNIHA CMACTHYHOCT MO BPEME HA MOBTOPHO HHMKEKTHPAHE MOXKE J1a HANOXKH
npoMaHa B ao3ata Ha Jucnopt 300 U 4 myckynuTe, KOUTO TpaOBa Aa 0bAaT HHKEKTHPAHH.

BonpekH ye AeHCTBUTENHOTO MECTONOJIONKEHHE HA MECTATa Ha HHXKEKTHpaHe MOXe Aa 6bae onpeaeseHo
Ypes naanauus, H3NoA3BaHEeTO HaA TEXHHKH 38 HACOUBAHE MPH HHKEKTHPAHE, Hanp. ejiekTpoMHorpadus,

eNleKTpHYecKa CTUMYNaluMa UK YITPa3ByK, C& NPenopbYBa. 3a 1a ¢€ NOMOrHe 3a TOYHOTO HacO4YBaHE Ha

MecTaTa Ha HHIKEKTHpaHe.

[MosTapswo ce aeyeHue ¢ Jlucnopt 300 U Tpadea aa ce npunara Ha scekyt 12 210 16 ceamuun uan npes
No-AbATH MepHOAH. aKO € HEOOX0AHMO. Bb3 OCHOBA HA BPbLIAHE Ha KNTHHHUYHHTE CHMNTOMH, H HE NO-
paHo oT |2 ceaMHUH cnea npeaxoJHaTa HHKEKLHA.

[opuH # 10AHK KpaHHALM

AKO Ce Hanara feveHHe Ha rOpPHHTE M ACJHHTE KpalHHUKW NO BpeMe Ha €Ha W Cblua JieuedHa cecus,
nozara Ha Jlucnopt 300 U, koaro TpabBa 1a ¢ce HHMKEKTHPA BbB BCeKH KpaHHUK, TpsOBa Aa Obae
cboOpa3zeHa ¢ UHAHBHAYAIHHUTE HYXK/AH. 0€3 1a ¢e npeBuLlara obwara no3a o7 1500 U.

H{IHHEHH?H 8 CRIUAPYECRA 8B3PUACT (2 65 EH@HHN).‘ KAHHHYHHAT ONHT HE COMH Ad HMa pa3snukKH B OTroBOpa
MEXAY NAUHEHTH B CTAPYECKA Bb3pacT H NO-MJadH Bb3pPaCTHH MAUHCHTH. ”pHHI.lH['IHD.. MAUHCHTHTC B




300 U, nopaad no-roaamarta 4ecToTa Ha CbNbTCTBAWH 3a00AABAHHSA H MPHEM HA APYIH NIeKApCTBEHH
NPOAYKTH OT TE3K NAUHEHTH,

HauuH Ha ApHIOKEHHE

[Tpit neveHne Ha pokanHa cOaCTHHHOCT, 3acATralld ropHHTE KpaHHHUKW NpH Bb3pacTHH ducnopt 300
thnakoH ce pa3iTBaps ¢ HaTpueB xaopHa 3a uHxkekuln B.P. (0,9% w/v) no nony4aBaHe Ha paiTeop. ¢
KOHUEHTpauua eKBHBaNCHTHA WK HA 100 eAHHHUHK HAa MUAHANTDBP, 200 €AHHULH HA MHAHAXTBP Han 500
eIHHULUK HA MUNTHAUTBLD JuchopT.

Hucnopt 300 U ce npunara upes HHTPaMYCKYJ/IHA HHKEKLHA B MYCKYJINTE ONMHCAHU MO-rope.

PoKaJIHA COACTHYHOCT HA JOJIHH H FOPHH KPAHHHUH NPH NANHEHTH ¢ AeTCKA LepeOpanina
NapajH3a Ha Bb3pacT 2 i NMOBeYe roJHHH

ﬂ(ﬂﬂ POBKA

[Tpu nevenue Ha KOMOHMHHUpPaAHA CMACTUHHOCT HA FOPHUTE N JOJHHTE KpakiHUly NpH deua Ha Bb3pacT 2
HAW NoBeue roAuHy, BHxKTe HHAUBUAYANHNTE NOKA3aHUA B TOYKATA 33 A03HpaHE, T.€. NEUSHHE Ha
(dhoKanHa CNacTHYHOCT HA FOPHHTE KpaliHHUM WK HA AMHAMHYHA AeOopMaLIMA HA XOAHNOTO NpH
nalMeHTH ¢ IETCKA liepedpanna napanuia. Jlozata JUCnopT. KOATO Ce HHKEKTHPA 3a €/1HOBPEMEHHO
neyeHue. He TpAOBa Ja npeBHilaBa o0wa n03a 3a repaneBrHyHa cecHs 30 U/kg naun 1000 U — koeTo e mo-
MaNKoO.

TpaGea na ce 0OMHUCIIH NOBTOPHO KOMOHHHPAHO NEYEHHE HA MOPHUTE H A0JHHTE KpaiHnuy cnea
oTcniabBane Ha eeKTa OT NPEAHUIHOTO HHXEKTHPAHE, HO He Nno-pako o7 12 no 16 ceamuun cnen
npeAMlIHaTa TEPANEBTHYHA ceCcHA. ONTHMATTHOTO BpeMe 10 NOBTOPHO NeyeHue Tpadea aa ce u3bHpa Bb3
OCHOBA Ha HHAKBHAYANHHA HanpeabK H OTCOBOP KbM JIEHEHHETO.

Ha4yunH Ha npnnoxeHue

[Tpn nevexdue Ha pokaNHA CNACTHYHOCT NIpH AHHaAMWYHA AePopMaLHa HA XOAHNOTO HH HA FOPHUTE
KpaiHHUH. CBbP3aHa ¢ uepebpanHa napaawnsa npd aeua, HnH koMOuKauns ot asere Hucnopr ce pa3TBaps
c HHXKeKung HaTpues xjopua B.P. (0.9% w/v) (BHxkTe CbUlo TOUKA 6.6) ¥ ce npunara 4ypes
HHTPAMYCKY/IHA HHAKEKUHA. KaKTO € ONHCaHO MO-rope.

Junamuuna fedopMalua HA XOAKJOTO THI eKBHHYC, ABJKALIA ¢€ HA CIACTHYHOCT NPH NAUHEHTH
¢ AeTcKa mepeGpasiHa NapajiH3a HA Bb3PacT ABE HJIH NMOBeYe TOAHHH

Ho3rpoBka

Jlo3uposkaTa npu MbpPBOHAYATIHY U MOCAEABALLM CECHH Ha fleueHHe TPAOBA fa Obae onpeaesieHa
HHAHBHAYAJIHO 33 BCEKH NALMEHT Bb3 OCHOBA HA pa3Mepa. Opos H MACTOTO HA 3aCErHATHTE MYCKYJIH,
TEXECTTA Ha CMACTHYHOCT, HATHYHETO Ha NOKAIHA MYCKYJIHA cn1adocT. OTroBOpa HA NalHeHTa KbM
NpeaAHLIHO NE€HeHHE H/UTH aHAMHE3a 33 HeXEenaui peakuni, CBbp3aHH ¢ 0OTYAHHOBH TOKCHHH.

Makcumannata o0wa ao03a JIucnopt 300 U, npunarana 3a €1Ha cecHfl HA nedeHHe, He TpadBa aa
Ha/BHluaBa 15 eAHHUUKW/KE 3a e AHOCTPaHHH HHXEKLUHH HA A0AHHA KpaiHUK HaK 30 eamHuun/kg 3a
ABYCTpPaHHH HHXEKUHH. B fonbaHeHie odwara ao3a Hucnopt 300 U 3a cecus Ha neveHue He Tpadsa aa
Haasuwaea 1000 U uau 30 U/kg. O6wata npunarada go3a tpadBa 1a ce pa3npeaeny Mexay 3acerHaTHre
CNACTHYHHN MYCKYJIH Ha AONHHA(-Te) kpalHHK(-UH). Korato e Bb3MOXHO. A03aTa TpAOBa Ja ce
painpeaeny MeXay NOBede OT €AHO MACTO Ha MHXKEKTHpaHe 3a BCeKH oTaeeH Myckyn. He noseue ot 0,5
ml Jucnopt 300 U TpsadBa 1a ce npunarart Ha BCAKO €1HO MACTO HA HHXKeKTHpaHe, BuxTe Tadbnuuara no-
A0/y 3a NpenopbyHTENHATa A03HPOBKA.




[IpenopbunTeaHA 1030BA FPaHHLA 32 bpoii Ha mecTaTa 32

Myckya MYycKyJ wa ennu xpak (U/kg TejiecHo HHKEKTHPAHE HA eANH
Ter/o) MYCKYJ

JAHCTANHH

Gastrocnemius 5 no 15 Ukg Ho 4

Soleus 4 no 6 U/kg Ho 2

Tibialis posterior 31005 U/kg Ho 2

O0ma no3a Ho 15 U/kg/kpak

Bbnpekit ye JCHCTBHTENHUTE MECTa Ha HHXXEKTHPAHE MOraT 1a ¢€ ONpeaeNaT ype3 nannauus. ynorpedara
HA TEXHHKA 3a OnpeaensHe Ha HHXKEKTHPAHETO, Hanp. elneKkTpoMHorpadus, eneKTpHUuecKa CTUMYNatHs
HJIH YATPa3BYK. € NPENOPbUUTENHA 32 ONPEACTIAHE MECTATA Ha MHXXEKTHPAHE.

ffoBTopHOo neuvenune ¢ Qucnopt 300 U Tpadbea aa ce npuiioxHd, Korato egekTbT OT NPeAHLLIHATA HHKEKUNS
€ HaMalsi, HO He Mo-paHo OT 12 ceaAMUUH cnel npeauluHaTa HHXKEKUWA. MHO3HHCTBOTO NALUECHTH OT
KMHHHUYHU NPOYUBAHHA ca OMNH JIeKYBaHH NOBTOPHO cnea 16 — 22 ceaMuuM; HAKOU nallUeHTH ofaye ¢a
MMaSd NO-roismMa NpPoAbIKHTENHOCT HA OTroBop, Hanp. 28 ceamuun. CTeneHTa H BHaa MYCKYHa
CMaCTHYHOCT 10 BPEME HA NOBTOPHOTO HHXEKTHPaHe MOXE J1a H3UCKBA NnpomeHn B ao3aTta Hucnopt 300
U v MyckynuTe 3a HHXKeKTHpaHe.

HauuH Ha NPUNOKEHUE

[Tpu neuverue Ha (poKaATHA CNACTHYHOCT HA JOAHUTE KpaHHUUMH, CBbp3aHa ¢ LepedpanHa napanusa npu
aena, Jlucnopr ¢e pasreaps ¢ HHkeKUHa HaTpueB xnopua B.P. (0.9% w/v) (BrwxTe cbio Touka 6.6) U ce
npuiara Yypes UHTPaMyCKynHa HHXKEKL U, KAKTO € ONUCAaHO No-rope.

DoxaNHA CNACTHYHOCT, 3ACATALIA FOPHUTE KpAaAHHIH NPH NARHEHTH € 2eTCKa uepedpaiHa
NAPAJIH3a HA Bb3PACT ABe HJIH NOBeYe roAHHH

Jlo3upoBKa

Jo3upaHeTo NpH NbpBOHAYANHHWA W NOCNEABALLHTE TEPANEBTHYHHY CECHH TpA0Ba 1a € HHAWBHAYANTHO
CbOOpa3eHO B 3ABUCHMOCT OT pa3Mepa, Opod H MECTOROJIOKEHHETO Ha 3aCerHATUTE MYCKYIH, TEXECTTa
Ha CMAaCTHYHOCTTA, HAJTUHHUETO HA AOKATHA MYCKYJIHA ¢/1abOoCT, OTroBOpa Ha NALMEHTA KbM NPEANLLHO
NeyeHHE U/ HITH HCTOPHATA Ha HeXeNMaHH CbONTHA MpH DOTYTHHOBH TOKCHHH.

MakcumanHara ao3a JlucnopT. npunaraHa B €/1Ha TepaneBTHYHA CECHA UYPe3 €AHOCTPAHHO MHIKEKTHPAHE,
He TpaOea aa npesuwansa 16 U/kg nnn 640 U — koeto € no-manko. Korato ¢ce HHXEKTHpPa ABYCTPAHHO.
MakcuMmanHara ao3a JHcnopT B eAHa TepaneBTHYHA cecHa He Tpabea aa npesHwasa 21 U/kg nnu 840 U -
KOETO € MO-MalKo.

Obwara npunarada a03a Tpa0Ba na ce palfpeacsin MEXAY 3aCErHaTHTE CNacTHYHH MYCKYJIM Ha
ropuua/Te KpaiHUk/uM. He tpadea aa ce npuaarart noseye o1 0.5 ml Jlucnopt B KOETO KU Aa € MACTO HA
€HOKPAaTHO MHXKEKTHpaHe. 3a NpenopbKH OTHOCHO A03UPAHETO BHXKTE Tadauuata no-aomy:

Jlozupane Ha JJHCMOPT NO MYCKYJ/IH 32 NeAHATPHYHA COACTHYHOCT HA NOPHHTE KPafiHHIH

Myckya Ilpenopb4HTE/IEeH AHATIA30H HA bpoii MecTa 3a
[A03MpaHe 38 MYCKYJI OT FOPEeH KPaitHHK HHKEKTHPAHE HA
(U/kg TestecHo TerJo) MYCKYJ
Brachialis 3 no6 Ukg o 2
Brachioradialis 1.5 no 3 U/kg |
Biceps brachii 3 no 6 Ukg o 2
Pronator teres | no 2 U/kg




Pronator quadratus 0.5 no | U/kg l
Flexor carpi radialis 2 no 4 U/kg Ho 2
Flexor carpi ulnaris 1.5 a0 3 U/kg |
Flexor digitorum profundus | 1o 2 Ulkg l
Flexor digitorum superficialis 1.5 n0 3 U/ke To 4
Flexor pollicis brevis/ 0.5 a0 | U/kg |
opponens pollicis
Adductor pollicis 0.5 no 1 U/kg !
I0O6ma no3a 0 16 U/kg B eann ropen kpaiinuk (10 21 U/kg, ako ce
ri::nmemnpa'r H ABATA FOPHH KPaHHUKA)

B'I:I'IPEKH, HEe NEHCTBUTEIHOTO MECTONONOXKEHNE HA MECTaTa Ha HHXCKTHPAHE MOXKC Ja Obae OIpeaACINCHO
HPpC3 najinauHia, 3a HACOHBAHE KbM MECTATA Ha HHXKCKTHPAHC CC NPENopeYBa H3NMoA3BaHe Ha TEXHHKH 34
HACOHBAHC [IPH HHXEKTHPAHC, HAfip. EJ'IQI(TPOMHDFPEIC'JHH. CACKTPHYCCKA CTUMYRAUUA HIH YIITPA3BYK,

[TosTOopHO NeueHue ¢ [ucnopt TpabBa aa ce NpHAaoxku cnea oTcnadbBane Ha edeKTa OT NpeaHILIHOTO
HHAKEKTHUPAHE, HO HE MTo-paHo OT 16 ceamuum cnea Hero, TlopeueTo OT NAUMEHTUTE B KTHHUYHOTO
NpoyuBaHe Ca PEMHHANH NOBTOPHO NeueHue cnex 16 — 28 ceamuun. flpoabnkuTenHOCTTa Ha OTrOBOPA
NPU HAKOW alHEHTH, 00aue, € no-rojasamMa — T.e. 34 Hn noseye ceaMuuy. CTeneHTa H MOAENLT Ha
MYCKYJHa CNAaCTHHHOCT MO BPEMEe Ha NOBTOPHO HHXKEKTHPAHE MOXE 1A HANOXKM NPOMAHA B 103aTa Ha
JAHCNOPT H MYCKYNIUTE, KOHTO TpaOBa Aa ObAAT MHXKEKTHPAHH.

HauyuH Ha npuaoxeHHne

[Tpu nevenue Ha pokaniHa cCnacTHUHOCT HAa FOPHUTE KpaiHHLH, CBBbP3aHa ¢ uepebpanHa napannsa npu
aeua, Jlncnopt ce pa3teaps ¢ Hakekuua Hatpues xaopua B.P. (0.9% w/v) (BuxkTe cbulo TOUKa 6.6) U ce
pHiara upe3 HHTPAMYCKY/1HA HHKEKLHA. KAKTO € OfHCAHO No-rope.

Ypunapua unkonmunenyua, 0o 1Cau{a Ce Ha HeBPOCHHA CBPOXAKMUBHOCT HA Oempy30opa;

Ho3HpoBKa

[lpenopbunTennara ao3a e 600 U. B ¢cayyaii Ha HeaocTaTbueH OTroBOp MK APH NALUEHTH € TEXKKO
npoTuUaHe Ha 3adoanBaHeTo (Hanp. cnopea TEXECTTa Ha MPH3HAUHTE H CHMITTOMHTE H/WIH
YypOoAHUHAMHUYHUTE lapaMeTpH ) MOXKE J1a ¢e H3nosi3Ba ao3a ot 800 U.

JincnopT TpsadBa Aa ce npunara npyu NaumeHTH, KOMTO PEAOBHO W3BBPILBAT YHCTA NEPHOIUYHA
KaTeTepu3aLHA.

Obwara npunoxeHa Ao3a Tpadea na ce pasnpeaeny B 30 HHTPAAETPY3IOPHH HHKEKUMH, PABHOMEPHO
pasnpeaeneHid No uejus AeTpy30peH MYCKYJI, KaTo ce H30area TpHroHbT. JHCNOPT ce HHKeKTHpa Yypes
MBKAB WKW TBbPA LHCTOCKON W BCAKA HHKeKuua TpaOBa Aa Obae Ha avnbdoyvHHa NpuOan3IHTENHO 2 mm,
KaTO Ha BCAKO MACTO ce gocTtasa no 0.5 ml. I[1pyn nocneHOTO uHkekTHpaHe TpadBa 1a ce HHXEKTHpaT
npuonuinTenHo 0.5 ml nHKeKUHOHEH pa3TBOp HA HaTpHeB xyopHa 9 mg/ml (0.9%). 3a na ce rapauTupa,
Yye € J0CTABEHA MbJIHATA A03a.
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TpsOBa na Objae 3anoyHaT npuem Ha NpoPHIAKTHYHH AHTHOMOTHLH B CbOTBETCTBHE C MECTHHTE
yKa3aHus U MPOTOKOJIM WM KAKTO C€ NMpujarat B KAIHHHYHUTE NpoyuBaHHus (BK. pa3aen S.1).

JlekapcTBEHUTE NPOAYKTH ¢ AHTHKOAryJlaHTeH e(pekT TpAOBa 1a ObaaT CIpPEeHH MOHe 3 JHH npean
npunaraHeTo Ha Jlucnopt u aa 0baaT 3ano4HaTH OTHOBO €/1Ba B /1€H CJIe/1 NPHJIaraHeTo. AKO €
MEJAHIIMHCKH MOKa3aHo, MOrar /Jla ce NpHI0kKaT HHCKOMOJIEKYJIHH XenapuHu 24 yaca npean npujaraHeTo
Ha Jlucnopr.

[Ipean MHKEKTHPAHETO MOJKE /1a Ce NMPHI0KH JIOKaHA aHeCTe31s Ha ypeTparta uiu JyOpHKHpaLl reJ. 3a
Ja ce YJeCHHU yA100HOTO NOCTaBsAHE HAa LUHCTOCKOMNAa. AKO € HEOOX0AHMO, MOKE 1a Ce H3I10J13Ba H
HHTPaBE3WKaAIHA HHCTHIALHS HA pa3peaeH aHEeCTETHK (CbC MK 0e3 ceauus ) i o0ula aHecresns. AKO
Ce M3BBbPLIBA HHCTHJIALMSA € JIOKAJICH AaHECTETHK, Pa3TBOPbHT Ha JIOKAJHUSA aHECTETHK TpsAOBa Ja ce
JAPEHHPA. CJ1e1 KORTO MHKOYHHAT MEXYP Ja C€ HHCTHAHPA (M3IJIaKHE ) ¢ HHKEKILHOHEH pa3TBOp Ha
HaTpueB xJopua 9 mg/ml (0.9%) u OTHOBO Ja ce ApeHHpa. NpeaH ja ce NpoablizKH € npoueaypara rno
HHTPAJAETPY30PHO HHIKEKTHPAHE.

[Ipe1H MHIKEKTHPAHETO MHKOYHHAT MEXYpP Tpsa0Ba aa ce HHCTHIIHPA € 10CTATbYHO KOJHYECTBO pa3TBOP
Ha HaTpueB xJopua 9 mg/ml (0.9%) 3a HHKEKTHpPaAHE, 3a Ja ce NMOCTUIHE aleKBaTHA BH3ya/iH3allusg 3a
HH/KEKTHpaHe.

Cnen noctaBsaHeTo Ha BCHUKH 30 HHTpAAETPY30PHH HHIKEKLIHH, pa3TBOPBLT HA HATpHEB XJopHa 9 mg/ml
(0.9%) 3a HHKEKTHPAHE, H3MOJI3BaH 3a BU3yalH3aUHs HA CTEHATa Ha MUKOYHUS Mexyp. TpsOBa ja ce
aperupa. [NauneHTsT TpsiOBa na Objae HaO 0AaBaH noHe 30 MUHYTH Cl1el HHKEKTHPAHETO.

Hauanorto Ha epexta 0OMKHOBEHO ce Had/10/1aBa B pAMKHTE Ha 2 CeJAMHULLK ciiea JeveHHeTo. [ToBTOpHOTO
neyenue ¢ Jlucnopr TpadBa aa ce npUIOKH, KOrato e(peKkTbT OT NPEeAHLIHOTO HHKEKTHPAHE € HaMasl.
HO He no-paHo oT |12 ceamuin cnea NpeaniHOTO HHKEKTHpaHe. CpelHOTO BpeMe 10 MOBTOPHOTO
NeYeHue NnpH nauneHTH, JJIeKyBaHu ¢ JIucnopT B KIMHHYHHTE NpoyuBaHus (BAK. pasaen 5.1). e Mexay

39 u 47 ceaAMHLH, BbIIPEKH Y& MOKeE Ja ce HalJIK1aBa no-Ablira npoaAbJKHTEIHOCT HA OTFrOBOPA, Thbil
kato noBeye ot 40% OT nauMeHTUTE HE ca oTTerjeHu 10 48-ta ceamuua.

Jleya: Hama noTbpkaeHHe Ha Oe30onacHoCTTa U epukacHocTTa Ha Jlucnopr 3a jeueHue Ha ypHHapHa
HHKOHTHHEHLINA, AbJKallla Ce Ha HEBPOreHHAa CBPbXAKTHBHOCT Ha JeTpysopa (NDO). npu aeua (rnoa
18 roamHm).

MeTo/1 Ha NMPHJIOAKRCHHE
,D,I-ICHDPT CC Mnpuiaara 4pe3 HHTPAACTPY30PpHA HH/KCKLIHA, KAKTO € OMHCAHO NMO-Topc.




[Mpis neveHue Ha ypHHAPHA HHKOHTHHEHLIA, AbAKALLA CE HA HEBPOreHHA CBPBXAKTHBHOCT HA AeTPY30pa.
Hucnopt ce pa3TBapa B HHKEKLHOHEH pa3TBOp Ha HaTpues xaopua 9 mg/ml (0.9%). 3a na ce noavuwu

15 ml pa3teop. cvabpkaw 600 eaunuuy uau 800 eauHuLl. 32 HHCTPYKUMH OTHOCHO pazTBapAHETO Ha
JEKAPCTBEHUA NPOAYKT Npean NpHIOXKEeHHEe BUKTE pasaen 6.6.

CnacTHYeH TOPTHKOIHNC MIPH BL3PACTHH

Io3upoBKa

[MpenopbUHTENHHTE JO3H 32 IEUEHUE HA TOPTHKOIHUC €2 NPHIOKUMH 33 Bb3PACTHH OT BCHYKH Bb3PacTH
NpH YCAOBHE, e ¢a ¢ HOPMAHO TErNIo U JKMNCBAT AaHHH 3a HaMalleHa MYCKYJIHA Maca Ha Bpata. Moxke aa
e NOAX0AALIA MTO-HKHCKA 1034, KO NALHEHTDbT € ¢ NOJHEPTAHO HHCKO TErNO HIIH MPH MaiHEHTH B
cTapyecka Bb3pacT. ¢ NOHWXKEeHa MYCKYJiHa Maca.

[lpenoprunTenHaTa HaYanHa A03a 3a NeY4eHne Ha cnactTHyeH TopTukonue e 300 eaHHNUH, pa3ieneHy Ha
OTAENHH A03H W NPHNOXKEHH B ABATa /1M TPUTE HAH-aKTUBHH MYCKY/NH Ha BpaTa.

[lpy cneaBallo NpUNOKEHHE JO3UTE MOraT Aa C€ KOPHTUPaT B 3aBUCHMOCT OT KAUHHYHUA OTTOBOP H
HalnoAaBaHUTE HexenaHH peakuuu. losn B aHanasona 250-1000 eanHHUH ca NpenOpbUUTENHHM,
BLIOPEKH H€ NO-BUCOKHTE A03H MOMKE 4a €€ NPHAPYIKABAT OT HEXENAHH peakunH, ocobeHo aucdarus.
MakcHmanHaTa npunoxkeHa 1o3a He TpadBa na vaaevinasa 1000 eaunnun. MHxkekunute morar aa ce
NoBTAPAT NPHONHU3INTENHO Ha BCeKH |16 ceAMMIM HAN KAKTO ¢€ Hanara 3a NoAbpKaHe Ha OTrOBOP. HO HE
No-4eCTO OT BCEKH |12 ceamuuu.

e [Ipn potaunoneH Toprukoauc 500 eguHHUH Ce pasnpeaensaT upes BbBeMAaHe Ha 350 eAHHHLUM B
MYCKYJ. splenitis capitis, NICUNATEPANHO HA NMOCOKATa HA BbpTEHE Ha Opaauykarta/rnaeata 4 150
CAHHHUM B MYCKYJT Sfernomastoidetis, KOHTPANATEPANHO HA NOCOKATA HA POTALIMA.

e [lpu narepokonuc 500-Te eaMHHLUM Ce& pasnpeaennaT ypes BbaeKaaHe Ha 350 enHHULH B
HICHIATEPANHHA MYCKYD splenius capitis v 150 eAMHULN B UNCHIATEPASTHHA MYCKYJ1
sternomustoid. B ¢iyuauTe, CBbP3aHH C MOBAUIaHE HA PaMOTO. HNCUIATEPANHHAT MYCKYN
trapezoid unw levator scapulae Morar ¢bllo Aa e HYXAaAT OT JeUeHHe B 3aBUCHMOCT BHAHMA
xuneptpodus Ha Myckyna unu ot enektpomuorpadcknte (EMI) Haxoaku. Korato €
HANOXHWTENHO HHKEKTUpaHe Ha TpUuTe Myckyaa, SO0 eauHHUK ce pa3npenenaT kakto cneara: 300
eAHHULUHM B splenius capitis, 100 eanuum B sternomastoid n 100 eanHHUH B TPETHA MYCKYJL.

e [lpu perpokonnc 500 eauHULH Ce pa3npeaenst Ype3 npunoxeHne Ha 250 e1IMHHUN BbB BCEKU OT
MYCKYHUTE splenius ¢apitis. bunatepanHuTe HHXEKUHW HA splenius capitis MOXe Ja yBenHuar
pHUCKA OT MYCKYJIHa cnaboCT Ha BparTa.

o JleyeHHETO HA BCHYKH ApYrH (POPMH Ha TOPTHKOMHC € A0 rofiaMa CTeneH 3aBUCHMO OT
NO3HAHWATA Ha cneuranicTa U EMI 3a onpenensne n Ha3HavaBaHe HA JieYeHHE HA Hall-
akTHBHWTE MYCcKynH. EMI TpabdBa na ce v3noa3Ba J1HarHOCTHHHO 32 BCHYKH KOMNAEKCHH GOpMHU
HA TOPTHKOJINUC, 3a NPEOUECHKA CNel HeYCNEHO HHXEKTHPAHE NPH HEKOMIIJIEKCHH Cy4aH U 3a
onpeaenaHe Ha MACTOTO HA HHAKEKTHPAHE B AbADOKH MYCKYAH HAH NPH NALHEHTH C HAAHOPMEHO
TErNO H NPH TPYAHO NANNHPYEMH MYCKYJHW Ha BpaTa.

Heya: be3onacHocTTa M eUKACHOCTTA HA NPOAYKTA NPY JIEUCHHUE HA CNACTUYEH TOPTUKONUC NPH Jdela He
ca N0KalaHH.




Haunu Ha npuiokeHHe

3a jieyeHune Ha cnactiyeH toprukosunc, Jucnoprt 300 U ¢aakon ce pazreaps ¢ 0,6 ml nHxkekuHoHeH
pa3TBop Ha HaTpueB xjaopua B.P. (0,9% w/v) 10 noayuyaBane Ha pa3TBop. cbabpikatl 500 eanHuun Ha mi
Jlncnopr. Jucnopt 300 U ce npunara upes HHTpaMyCKYJIHA HH/KEKLIHS KAKTO € OMHCaHOo Mo-rope.

B.J'Iﬂq)ﬂpﬂfﬂﬂ’i'bhl HJAHUOEB XEMHCITA3IBM NIPH Bb3pPpaCcTHH

J1lo3upoBka

[Ipu neyenne Ha yuunarepaieH onedapocnasbm, npenopburTenHarta 103a e 40 eauHnun 3a oko. [lpu
c/le/BalllaTa cecus Ha JeyeHue JI03HpoBKaTa TpsaOBa j1a ce KOpHrupa cnpsamMo KIHHHYHHA OTTOBOP H
HaO/1k0/1aBaHUTe CTPAHHYHH e(peKTH. YBeanyaBaHe Ha ao3ata 10 80 eAMHHLM Ha OKO € MOJKe J1a J10Be/1e
710 NO-TroJIIMa NPOAbIKHTETHOCT Ha e(eKTa, HO MOKE H Ja YBEJAHYH CTPAHHUUYHHTE e(PeKTH, No-
creun(pruyHO NTO3a.

[Tpn neuenne Ha GnedapocnasbM H XemudalnaieH cnazbm, MakKCHMalHaTa U3N0/13BaHa J103a He Tpsa0Ba

na Haaguwansa oouwara ot 120 eaAMHHIM Ha OKO.

Unxektupane Ha 10 eannnuu (0,05 ml) meananuo n 10 eanunum (0,05 ml) narepanno tpsosa na ce
H3BbLPLIH B MACTOTO, CbeAMHABALLO MPECEeNTATHUTE H OPOMTAIHHTE YACTH HA rOpHHUTE (3 U 4) K J10JIHUTE
OpOUKYIApHHU OUHH MYCKYJIH (5 1 6) Ha BCSAKO OKO.

3a 1a ce Hamalu pucKa OT nTos3a, TpadBa aa ce u30srea HHKeKTHpaHe B 011n30¢T 10 levator palpebrae
superioris.
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[Tpy uHKEKTHpaHe HA FOPHUS KJenay urjata TpsaOBa jla ce HacouH Janey OT LeHTbpa My, 3a Jia ce
u3oerne levator myckynbt. [lo-rope e npunokeHa amarpama. ¢ Les 1a yJAeCHH MoCTaBAHETO Ha
nHKeKkunuTe, Ob0aeKyaBaHEeTO HA CUMIITOMUTE MOKE /1a C€ 0YAKBA /1a 3alo4yHe B pAMKHTE Ha /1Ba 10
YETHPH JAHH C MAKCHUMaleH e(peKT B paMKHTE Ha JBE CeAMHLH.

UnxkekunuTe TpsOBa Ja ce NOBTAPAT NPHOAMZHTENHO HA BCEKH JBAHA/1€CeT CeAMHLH MJIH KaKTO ce
Hajara 3a npeaoTBpaTsiBaHE Ha NOBTOPHA MOSIBA HA CHMNTOMHUTE, HO HE MO-4ECTO OT BCEKH /IBaHAa1eCeT
ceamuun. [pu TakuBa nocneaBalli NpHIOKEHHS, aKO OTFOBOPHT CJIe/l MbPBOHAYAIHOTO JIe4YEHHE Cce
CYHTA 3a He3a0BOJINTE/IEH, J103aTa Ha OKO MOKe Ja ce yBeJinuM KakTo ciaeasa: 60 eauunun (10 eamHum
(0,05 ml) meananuo n 20 eanunun (0.1 ml) narepanno); 80 eanunun (20 eauuuun (0.1 ml) meauanuo u
20 eaunnum (0,1 ml) narepanno) uan 10 120 eansnun: 20 eannuun (0.1 ml ) meananuo 40 eannuum (0,2
ml) narepajaHo HaJa K NOJ1 BCAKO OKO M0 HAYWHA ONMUCAH No-rope. JlonbJAHHTEIHH MECTa B MYCKYJ1
frontalis Han BexaaTa (1 1 2) cbULo MOraT Ja ¢€ HHKEKTHPAT, ako Crna3MHUTe Tam MpeyaT Ha 3peHHETO.

[Ipu cayyan Ha yHuaaTepaneH onedapocnasbm, NPHIOKEHHETO HA HHAKEKUHH TpAOBa 1a ce OrpaHHyH 10
3acerHatoTo oko. [launenTtn ¢ xemudaumaneH cnazbm TpAOBA J1a ce JIEKYBAT KAKTO MNpH YHHJIAaTepa
Onedpapocnazbm. [IpenopbuUTEIHHTE 103K ca NPHJIOKHMH 3a Bb3PAaCTHH OT BCHYKH Bb3pacTH,

&




BKJIHOHHTECJ/IHO B CTApUCCKa Bb3pPacT.

Aeya.: bezonacHocTTa M epMKACHOCTTA Ha MPOAYVKTA IPH NeyeHne Ha OnedapocnazbM H xeMudauHaneH
CNnaibM NpH 2eua He ¢a 10Ka3aHH,

HauiH Ha NpUAQKEHUE
[Ipn nevenne Ha Bnedapocnasbm W Xxemudauuaned cnazsMm Jucnopt 300 U dnakod ce pazpexaac 1,5

ml uHxkekunonen Hatpues xnopua BP (0,9% w/v) 10 nony4yasane Ha pastop, ¢cbabpxaul 200 eanHuLH
Ha MHAHAHTBP oT Jducnopt 300 U. qucnopt 300 U ce npuiara ype3 NOAKOAKHa HHXKEKLHA MEIHANHO U

NaTepaiHoO B MACTOTO HA CHeAUHABAHE HA NPECENTANHHTE H OPOUTANHUTE YACTH HA TOPHHTE W AOJNHUTE
orbicularis oculi MyCKyJlH Ha O4HTE.

AKCH/IAPHA XHIIEPXHAPO3a

Ho3npoBka

Hauannara npenopbundtenta g03a e 100 eanHuuu Ha akcuia. AKO xenaHusT edeKT HE € NOCTHIHAT ¢
TakaBa J03a, Morar Aa ce npunoxar 10 200 eanHBUM Ha akCHUNa Npu NOCNEABALIMTE HHXEKTHPaHKA.
MakcuManHaTa npuioxkena 7103a He TpadBa aa Haasuiuasa 200 eanHuuy 3a akcuna.

30HaTa 3a HHXKEKTHPpAHE TpAOBa Aa ce ONpeAe/iH NpeABapUTEAHO KaTo ¢& H3M0A3Ba HOA-HUILECTEH TecT.
J{BeTe akcunu TpsOBa Aa ObJAT CTAPATENHO MOYHCTEHH W Ae3HHpekurpaHu. Cnea ToBa ce NoCTaBAT
HHTpanepMaTHN HHKEKUHH Ha 10 MecTa, KaTo Ha BCAKO MACTO ce npunarar rno 10 enuuuyu (T.e. 100
€AMHHLUH HA akcHaa). MakcumanHuaT edekt TpadBa 1a ce BHAM A0 [Be CeaMHLH CNel HHKEeKTUpaHeTo. B
NOBEYETO CAY4an NPEMOPbYUTENHATA 103a L€ OCHTYPH aA€KBAaTHO MOTHCKAHE HA MOTHATA CEKPELIHA 33
npndanzuTenHo | roguHa. BpemeTo 3a cieaBawloTo npuaoxeHHe TpabBa aa ce onpeaens HHAHBUAYANHO.,
KOraTo KAHHUUYHHAT edeKkT OT NPeAHUIHA HHWIEKLHA HaMallee H IEKYBAWKHAT NeKap NPeUeHH. He e
HeoOxoanMo. MHkekliuuTe He TpsOBa Na ¢€ NOBTAPAT NO-4eCTo OT BCekH 16 ceaMHun. Mma niBectHu
A0KA3ATENCTBA 3a KyMyJlaTUBEH €(deKT NpH MHOFOKPATHO NPHI0MKEHHE, TaKa Y€ BPEMETO 3a BCAKO
neyeHue 3a AaJeH naureHT TpadBa Aa ce onpeaeiiv HHAWMBHIYAITHO.

Heya: bezonacHocTTa H epMKACHOCTTA Ha NMPOIYKTa NPH JIeYEHHE Ha aKCUapHa XUnepxuapoia npy jeua
HE € 10Ka3aHa.

HauynH Ha NpHAOKEHHUE
OTkpuTaTa LeHTpajHa YacT Ha ryMeHara 3anylwanka TpsadBa 1a c€ NOYHCTH CbC CMHPT HENOCPEACTBEHO
npeau npodusare. Tpadea aa ce M3NON3BA CTEPUIHA UrNA ¢ pasMep 23 uan 23.

[Tpn neueHune Ha akcuiapHa xunepxuapo3a Hucnopt 300 U drakon ce pazpexaac 1,5 ml pastsop Ha
naTtpueB xaopua B.P. (0,9% w/v) 10 nony4asase Ha pasreop. ¢cbabpkatl 200 ennnnun Ha ml Jucnopt u
ce npHiara 4Ypes HHTpagepManHa HHAKEKUHMA HA JeCeT MECTa 3a aKCHJIa, KOraTo ¢e JIEKyBa akCuapHa
Xunepxuaposa.

4.3 IlpoTrHBONOKA3aAHMA

- (BpBbXUYBCTBHTENHOCT KbM AKTHBHOTO BELUECTBO HIIH HAKOH OT MOMOLLHHTE BEUIECTRA,
H30poeHu B Touka 6.1.

- Hudekuua Ha NHKOMHHTE TBTHILA NO BpEME HA JIGYEHHETO 33 KOHTPOJI Ha ypHHApHa
HHIKOHTHHEHLHA, JIb/XKALLA C€ HA HEBPOT€HHA CBPbLXAKTHBHOCT Ha JeTpy30pa.




4.4 CneunajJHH npeaynpexAeHHA N NPEANAIHH MEPKH NIPH yNoTpeda
Hucnopt 300 U TpadBa na ce npifara camo oT CrAeuHanHO 00y4eHH JIeKapH.

JoknaneaHH ca HeKeNaHH peakunH. HACTBMBALIKH KAaTO Pe3vATaT OT pa3npeleneHHeTo Ha edekTa Ha
TOKCHHA 10 MECTa, OTAANCUEHH OT MACTOTO HAa HHXKEKTHPaHe (BX. Tovka 4.8). [Ipu nauueHTH. neKyBaHH
C TepaneBTHYHH A03¥ MOXKE 1a ce NPOABH NPEKOMEPHA MYCKYJIHA ¢1aloCcT. PUCKBT OT nosBa Ha TAKMBa
pPeakuHH MOXKe ia Objae HAMANEH KATO €€ H3NOJI3BAa Bb3MO/KHO Hali-HNCKATA e(PEKTHBHA 1033 H HE ce
NpeBHlLIABA MAKCHMAaNHaTa NPENOPbYHTENHA 1034,

Cnen nevexue ¢ ¢ G0TYNNHOB TOKCHH A unu B ca foknaaBaHi MHOIO PeaKH CNy4aHd HA CMBPT, NOHAKOra
CBbP3aHH ¢ Aucharud. NHesMONaTHA (KOATO BK/IOYBA, HO He Ce OrpAHHYABA A0 AHCIHeN, ANXaTeJHA
HeJOCTATHLYHOCT, PECIIHPATOPEH APECT) H/HAYN NIPH NALHEHTH CbC 3HAUYNTEIIHA ACTEHUA.

[launeHTH cbe 3a00N9BaHHA. BOACLUH 10 HAPYLUEHO HEPBHO-MYCKY/THO NPOBEXIAHE, TPYAHOCTH NPH
nperabluaHe HAH AHLLIAHEe ¢a ¢ NO-BHCOK PUCK OT HacThblBaHe Ha Takusa peakuHH. [1pH TaknBa nauueHTH.
NeqyeHUeTo TpadBa Aa ce NPoBeX/Aa [0 KOHTPOJIa Ha CMELHATHCT W CaMO aK0 Noi3aTa OT JIEYEHUETO
NpeBHUIARA PUCKA.

Hducnoprt 300 U TpsadBa aa ce npunara ¢ noBULILEHO BHHMAHHE NPH NALHEHTH € BEUE ChUECTRY BALLH
npoONeMH NpHU NperibliaHe ¥ AMLWaHe, ThH KaTo Te MOrar ja ce BOWAT cliel pa3npeaeneHue Ha edexTa
Ha TOKCHHA B CbOTBETHHUTE MYCKYJIH. B peaku cny4yan HacTbNBa aCnHpaUKns. KOETO NpeacTaBifaBa PHCK
[IPH JeYeHUS HA NAUNEHTH. KOUTO UMAT XPOHHUYHO PECNUPATOPHO HAPYLUEHHE,

Hucnopt 300 U rpabea na ce #3non3sa caMo ¢ NOBHILEHO BHUMAHHWE H MO CTPOr MEAHLMHCKH KOHTPOJ
MPpH NALUHEHTH ¢ KNHHHYHHN HIH CYOKMHHUYHY A0KA3aTEACTBA 34 H3IPA3eHO YBPEACHO HEPBHO-MYCKYJIHO
NpoBeX1aHe (KaTo Hanp. MMAcTeHHA rpasuc). [1pH TakMBa nauHeHTH MOXE Aa ce NPOIBH YBelHYEHa
YYBCTBUTEJIHOCT KbM NpoAyKTH Kato ducnopt 300 U, kouTo Morat Aa NPHYHHSAT 3HAYHTENIHA MYCKYJTHA
¢nadocT.

Tpabea na ce noaxoxaa ¢ NOBHUIIEHO BHUMAHHUE NIPH NEYEHHETO HAa Bb3pacTHH NALHEHTH, 0COOEHO Ha
cTapH xopa. ¢ oKanHa cnacTHYHOCT, 3acAraiia ONHNTE KpalHHLH, KOHTO MOrAT 1a 6bAaT U3N0KEHH Ha
MOBHLUEH PUCK OT NaJaHe.

B nnauebo-koHTpoJSHpaHH KNHHHYHH NPOYUBAHHA, TPH KOHTO NauHEHTHTE ca OMNM IEKYBaHH 3a
CNacTHYHOCT HA A0NHUTE KpalHUUH, 9.4% (Dysport 1000 U). 6.3% (Dysport 1500 U) n 3,7% (nnhauebo)
OT NaLHeHTHTE ca NpeTbpNejin NaaaHus,

[Ipy nauuedTH B Hanpeasana sb3pacT =265 roanHH, Yectortata Ha naaade ¢ 10,4% npu nauuenTH,
nekyBaHu ¢ Qucnopt, cnpaMo 7.3% 8 rpynara Ka nnauedo.

Cbobuiasa ce 3a cyxoTa B ouHTe npy ynotpeda va ducnopt 300 U 8 okonoouHHTe obnacTy (BXK. TOUKA
4.8). BaxxHO € BHUMaHHE KbM TO3H CTPaHUH4EH e(peKT. Thil KaTO CyXHUTe O4H MOraT Ja npeapaznonoxar
KbM HapyLUeHHUs Ha porosuuata. Mosxe aa ca He00X0ANMHU 3aLUHMTHH Kanku, Ma3, 3aTBapsiHE Ha OKOTO
ype3s NeneHKa UNKM APYry CcpeacTea 3a NpelOTBPAaTABAHE HA HAPYILEHWA HA POroBULIATA,

[IpenopbunTennute 3a Aucnopt 300 U 103HpoBKa U YECTOTA HA NMPHIOKEHHE He TpAOBa na Obaat
MpesuilaBaHH (BHX To4YKa 4.2).

[TaLmeHTHTe 1 xopaTa, KOUTO ce rpuxkar 3a Tax Tpadsa aa OvaaT npeaynpeaeHu, Ye € HeobxonHMmo na ce
NOTHPCH He3abaBHa JieKapcKa NOMOLY B Ciyyuail Ha NpodAeMH ¢ nperibliaie, KAKTO H MPH FOBOPHH HIH
pecnupaTopHU apodaemMu.




HOucnopt 300 U He Tpadea aa ce 13N0N3RA 32 NEYEHHE HA CAACTHYHOCT NPH NAUHEHTH. KOHTO ¢a pa3BinH
(hHKCHPpaHa KOHTpaKTYpa.

KakTto Bcsika MyckysiHa HHxekuusa, Jucnopt 300 U Tpabea na ce H3N0A3Ba CaMO KOraTo € KpaiiHo
HAJIOYKHTENHO NPH NALUKEHTH € YABIAKECHO BPEME HA KbPBEHE HIIH NPH HHPEKUHA/Bb3NaNeHHe Ha
YKa3aHOTO(HUTE) MACTO(a) HA HHKEKTHPAHE.

Mo>ke Na Bb3HHUKHE aBTOHOMHA AHCPEdIEKCHA. CBbP3aHa ¢ NpoLeaypara 3a NeYeHHE Ha HEBPOTreHHA
CBPBXAKTHBHOCT HA AeTpy30pa. Moxe Aa ce HaloxH He3abapHa MEAHUMHCKA NOMOLL,

Tpadea na ce sHUMaea, npy npunaraneto Ha Jluctopt 300 U, xbaeto ueneBHAT MYCKYJt NOKa3ea
aTpouda. CrobuiasaHH ca cayyaH Ha MYCKYJIHA aTpodua cnea ynotpeda Ha OOTYJIMHOB TOKCHH { BK.
Touka 4.8).

Hucnopt 300 U Tpabea aa ce U3non3sa 3a 1eueHHe CaMoO Ha €AHH NauMeHT 3a eaHa cecua. KonnuecTBoTo
OCTaHan HEU3NoA3BaH NpoAYKT TpAOBA Aa ce M3XBbLP/HM B CbOTBETCTBHUE € TOYKA 6.6 (cneuHanHH
npeanasHi MepkH npH ynotpeda. H3xsbpnade # padoTta). Tpadea aa ce B3eMar cneuyaiHi npeana3Hu
MEPKH NMpPH NPHIOTBAHE H MPHAOKEHHE HA MPOAYKTA, KAKTO H NTPH HHAKTHBHPAHETO H H3XBbLPNAHETO HA
HEW3NON3BAHUA MPHIOTBEH pa3TBOpP (BK. TOUuka 6.6).

Tozu NPOAYKT CbAbpPXKa MaJlKO KONMHHECTBO HOBCLUKH Elﬂﬁ}"MHH. PHCKBT OT np€aasaHeE Ha HHCI)EKLI,HH HE
MOXKC 14 61::,'1&' HiknKueH ¢ adbconmoTHa CHI'YPHOCT CN€A H3MO3BAHC HA YOBCUIKA KPBB H KPbBHH

NpOAYKTH.

Panko e Habno aBaHo 0Opa3yBaHe HA aHTHTENA cpelly OOTYNHHOB TOKCHH NMPH NALHEHTH, H& KOUTO Ce
npuaara Jucnopt 300 U. B kKNHHUYEH CMHCDB. MOXKE Aa CE€ npeanonara Hali4Hde Ha HeyTpaa3tpaLuy
aHTUTENA NPH 3HAYHTENHO BNOLIABAHE HA OTrOBOpa KbM TepanHAaTa U/ MK NPy NOCTOAHHA HeoOX0AHMOCT
OT YBeNHUEHH A03H. PUCKBLT 0T 0Opa3yBaHe Ha aHTHTeNa ce yBelu4aBa. Korato ce W3non3saT BUCOKH /103U
JHCOopT U KOraTo HHTEPBANUTE MEXAY HHXKEKLUHHUTE ¢a KpaTki. [1pn BCHYKKW NoKa3zanHA HHTEPBAbLT
MeX Ay HHXEKUHHTE TpadBa na 6vae Hail-manko 3 Mecena M He TpadBa ga ce npuaarat OycTepHu
HHXXEKUWH.

lMeauaTpuuHa ynotpebda

3a icueHKMe Ha CMACTUMHOCT, CBbp3aHa ¢ uepebpanHa napanusa npu aeua, Jducnopt 300 U tpabea aa ce
npunara eaMHCTBEHO NPH Jeua Ha Bb3pacT 2 U Haa 2 roanHud. [1pu neanarpuyHy nauKHeHTH ¢ NoBeYe OT
e/HO 3abonsaBaHe. HO NPEeIHMHO ¢ UepedpanHa napann3a, MHOTO PAAKO ce ¢boO1AaBaT NOCTMAapPKETHHIOBH
CLOOLIEHHA 32 Bb3MOKHM OrPaHHYEHH Pa3NpOCTPAHEHHA Ha TOKCHHM. [lo npiHuMn ao3aTa. v3noa3BaHa B
T€3H Cciydait, HaABHLLIABA NpenopbHadaTa 403a (BHX Touka 4.8). HO ¢a A0KNaABaHH U CAYYAH C JANEHHO
pa3npocCTpaHeHHe Ha TOKCHHA CJie] IpHiaraHe Ha NpenopbUrTeiHaTa 103a.

UMma peakn CMOHTAHHH cbOOLLABAHHA HA CMBPTHH Cy4Hau, MOHAKOra acCOLHUHPAHN C aCNHpPaUHOHHA
MHEBMOHHUA MPH JeUa C TexKa uepedpanHa napanusa cnef nedeHue ¢ 60TYTHHOB TOKCHH, BKIKOMHTENHO
clieq H3MNOA3BaHE HE NO npeaHa3sHadeHHe (HanpHMep 3a 30Hara Ha WuATa). 1 padBa Aa ce BHUMABA
W3KJTKOYUTEAHO MHOIO MPH JIEHEHUETO HA NEAHATPHYHH MALHEHTH CbC 3JHAYHTENHA HEBPONOTHUUHA
ACOMNHOCT. AUCchArna WK KOUTO €a CTpaaaii oT aCMUPaLHOHHA MHEBMOHUA HITH OenoapobHo
3abonaBaHe B ONH3IKOTO MHHANO. JIeYEHHETO NPH MALNEHTH € NOLWO TEKY WO 3APaBHO CLCTOAHHE TpAOBa
na 6bae npyunaraHo eAMHCTBEHO akO ¢€ CUMTA, Y€ NOTEHUHANHUTE NOA3H 3a OTASNHUA MALHEHT €A NoBeYe
OT PHCKOBETE.




[NpocneanumocT
3a 1a ¢e noaodpH NpocneaMOCTTa HA OHONOrHYHHTE NEeKAPCTBEHH NPOAYKTH., HMETO H MAPTHAHHAT

HOMEpP Ha NPUACKEHUS NPOAYKT TpsOBa ACHO Aa ce 3anucear.

4.5 B3anumoaefcTBHe ¢ JPYId JeKAPCTBeHH NPOAYKTH H APYrH GOpMH H2 B3aHMOAeHCTBHE

E(bel{THTe Hd GDT}J.I'IHHDBHH TOKCHH MOrart fa €€ 3aCHJIAT OT NEKAPCTBEHHN NPOAYKTH, BIHACUIH JHPCKTHO
HJIH HHAHPEKTHO HA HCPBHO-MYCKYJIHATA EI)}"HI{HHH H TaKHBa NCKAPCTBCHH TIPOAYKTH TpﬂﬁBa Ad CE€
H3NON3BaT C NOBULICHO BHHUMAHHC NPH NAUHCHTH. JCKYBAHH C 60Tyﬂ”HOB TOKCHH.

4.6 PepTHIHTET, OPEMEeHHOCT H KbPMEHE

Uma orpaHndedn aadHu ot ynotpedata Ha Clostridium botulinum TOKCHH THR A-XeMarnyTHHUH
KOMIIJIEKC NPH OpeMeHHH KeHH. [[poyyBaHHATA NPH KUBOTHH HE MOKA3BAT AUPEKTHH UIY HHAHPEKTHH
BpeAHH edeKTH no OTHOUteHHE HA OpeMeHHOCTTA, eMOPHOHANHOTO/(PETANHOTO Pa3BUTHE, PaXJJAHETO HITH
NOCTHATANHOTO Pa3BUTHE, OCBEH NPH BUCOKHU A03H. MPHYHHABALLHM TOKCHYHOCT MpH MaHkarta (81X ToUKa

5.3).

Hucnopt 300 U tpabsa na ce n3nonsera no BpemMe Ha OPEMEHHOCT CaMo aKo noJi3uTe onpaBaaBar
NOTEHLHANHHA PUCK 33 uoaa. HeoOXx0auMoO € NOBHLWEHO BHHMAHHE NPH NPeaAnMcBaHe HA OpeMeHHH

HCHH.

He e w3secTHo nanu Clostridium botulinum TOKCHH THN A — XeMariyTHHUH KOMNNEKC & eKCKpeTHpa B
yoBellKaTa kbpMma. Exckpeunsta na Clostridium botulinium TOKCHMH THN A — XeMarnyTHHHH KOMIEKC B
MIAKOTO HE € [POYy4YBaHO NPH XHUBOTHH. YnoTtpedara Ha Clostridium botulinitm TOKCHH TUN A —
XeMarJyTHHHH KOMIIIEKC MO BPEME Ha KbPMEHE HE C€ NpenopbyBa.

4.7 EdexTH BBpPXY ¢cMOCODHOCTTA 3a WIOPHPaAHE H padoTa ¢ MAIHHH

CbuiecTBYBa MOTEHUHANEH PUCK OT MYCKYJHA cnadoCcT MK BH3YanHH HApYLUIEHHS, KOKTO MOraT Ja
MOBJIMAAT BPEMEHHO cNOCOOHOCTTA 3a WogupaHe WK paboTa ¢ MalLUHH.

4.8 Hexxe1aHA JEeKAPCTBEHH PEaKiIlHA
MHuoro dectd > 1/10: Uectu>1/100 < 1/10: Heuect>1/1000 <1/100: Peaku=>1/10 000 <1/1000; MHoro

peaky < /10 000; C neussectHa yectoTa (OT HATMYHNTE JAHHH He MOXe Aa Ob/Je HanpaBeHa oueHka).

Oowu
CneaHuTe HEXeNaHH peakuHH ¢a HabnmoaaBaHK NPU NAUKEHTH NEeKYBaHH ¢ JHUCnOpT NpH pa3HUHHUTE

HHAHKALHH, BKAOUYHTENHO Onedapocna’bM. JIHUEB CIa3bM, TOPTHKOJHC, (hOKaTHA CNACTHYHOCT.,
3acAralla ropHATE U AOJNHHTE KpaiHULUH MPH Bb3PacTHH, CNACTHYHOCT, CBbp3aHa ¢ uepedpasiHa napanusa,
aKCHNapHa XHIePpXHaApo3a H YPHHAPHA HHKOHTHHEHLHA, AbJHKALLA CE HA HEBPOreHHA CBPBLXAKTUBHOCT HA

ACTpYy30pa:

CHucTeMO-0pradeH Kiaac Hexenana peakuus YecTOTA
HapyweHHs Ha HEPBHATA CHCTEMA Hespanruiyna aMuoTpodus PeaKu
HapyleHns Ha KokaTa MU NOJAKOXHATA [pypuTyc HeuecTH
TbKaH O6pus Penky




CIIETEMO-OPI‘R HEH RkJlac Hexenana peakiig YUecToTA

HapylueHusa Ha MYCKYTHO-CKENEeTHaTa JlokanHa MyckyaHa cnadoct HectH
CHCTEMA H CbEAHHHTENHATA TbKaH
O0Wwu HapylWeHHa H eQeKTH Ha MACTOTO | ACTEHHA, yMOpa, UecTu

FPHIIONOA0DHO 3a00a9BaHe,
DoNKa/HACHHABAHE B MACTOTO
HAa HHKEKTHPaHe

Ha MPHIQKEHHE

B nonbnHeHue ca crobdluaBauu CACIHHTEC HOWKC/NAHH JCKAapCTBEHHW PEAKLIHH, CI'IEI.J;HC'JH'-IHH 34 OTACNHHUTE
MOKAa3dHHA,

Cumnmomamuyno .1eqenue Ha QOKATHA CRACMUYHOCT MDY 8bIPACMIEL

Tlopen Kpatinuk

CneaHuTe HexeNnaHn peakuuu ca HabnaaBaHHd NPY BL3PACTHH NALKWEHTH, NeKyBaHH ¢ JIHcnopT npu
(dhoKkaNHa CNAaCTHYHOCT, 3aCAralia FOPHUTE KpaiHULLK:

CHcTeMO-OpraHeH Knac Hexenana Peakuuns YecToTa
CToMaulHO-UPEBHH HAPY LIEHHS Hucdarus* HeuecTu
Hapywenus Ha MmyckynHo-ckesieTHaTa | Myckynna cnadocT YecTu
CHCTEMA W ChEAHHHUTENHATA ThKaH MYCKYJTHO-CKeneTHa Oolka.

Donka B KpalHHLHTE
OO0wH HapYLWEeHHA H e(PeKTH Ha Peakunm #a MACTOTO Ha YecTH

MACTOTO HA NPHIOKEHHE HHXKEKTHpaHe (KaTo Harp.
0oaKa, epuUTeMa, NOAYBAHE U
Ip.). aCTeHUnA, ymMopa,

FPHRONOAO0OHH CUMIITOMHU

* Yectotara 3a aucdarus e nonydesa ot cOOpHH gaHHH oT open-label npoyusanus. Jlucdarus He e
Ha0bnoAaBaHa B ABOHHO-CAENH NPOYYBAHHA MPH MOKA3AHHETO CNACTHYHOCT HA FOPHUTE KpaiiHHUK NpH
Bb3PaCTHH.

0.1eH KDQHHUK

CneaHuTE HEXENAaHH peakuHH ¢a HadNIOJABAHH MPH Bb3PACTHH NAUKMEHTH, NeKyBaHH ¢ JHcnopT 3a
(okanHa cNacTHYHOCT, 3acaraila JoNHHTE KpaHHHULA.

CHcTeMO-0praneH Kiac Hexestana Peakuns UYecToTa
CTOMALWHO-UPERHH HAPYLUEHHS Hucgarus Hectn
HapylweHHa Ha MYCKYNHO-CKeneTHATa MyckynHa cnaboct, Muanrus Hectn
CUCTEMA H CbEAUHHTEHATA ThKaH

OO0WH HapyLWweHHs H epeKTH Ha MACTOTO | ACTEHHA. yMOpa, YecTu

Ha MPHITOKCHHE

rpPHAONOA00HH 3a00ABaHNA.
peakuvu Ha MRCTOTO HA
HHXKEKTHpaHe (bonka.
NOCHHABAHE, OOPHB. NPYPHTYC)




CHCTEeMO-0praHeH KJjac Hexenana Peakuuns YecToTa

HapansiBauus. oTpaBsHHs H [Tanane HecTH
YCIOXHEHHA. Bb3HHKHANMW B pe3yaTar
HA HHTEPBEHUHH

[Mpu enHOBPEMEHHO IgYeHHE HA FOpPHH W A0AHU KpakHKuu ¢ lncnopTt 300 U npn odiwa ao3a ao 1506 U
HAMA JaHHH 34 0€30N4CHOCT B JONBJIHEHHE KbM T€3H. KOMTO €€ OYAKBAT NPH JICYEHHE HA MYCKYJIHTE MU
Ha TOPHUTE, UK HA JOJHUTE KpaiHH LK.

Aunaniuyna oepopMauiil HE X00U.T0MO MUR eKBUHYC NPU nayuenmu ¢ 0emckd uepeopaindg

RApA.IU3a 1Hd 8b3pacm 08¢ U.1U nogeue 2004 U

CnefHHUTe HEXeRaHN eKapCTBEHH peakuHHy ¢a HabnKwaaBaHH NMPH NAUMEHTH, NEKYBaHH ¢ JlncnopT npy
CNacTHYHOCT Ha Kpaka, AbJxallia ce Ha uepebpanHa napanusa:

CHcTeMO-0OpraeH KJac Hexxenana Peakunsg HecToTa
HapyLieHus Ha MyCKYNHO-CKeeTHA Muanrng, Myckynna cnadocT Yectu
CUCTEMA H CbE€AHHHTENHA ThKaH

Hapyuwenus Ha 0b0peunTte ¥ nuko4HuTe | HesaawpikaHe HA ypUHA YectH
MbTHLLA {(HHKOHTHUHEH[H1A)

OO01uK HapyLLeHHA H epeKkTH Ha MacToTo | ['punononobHo 3abonasane, YectH
HA NPHUIOKEHUE peaKuHH Ha MACTOTO Ha

HHXXEKTHPaHe (KaTo Hanpumep.
OOnKa, epuTeMa. NOCHHABAHE),
HETHMHYHA MOX0AKA., YMOpa

ACTeHusd HevecTs
HapaHaBaHng. oTpaBaHus u [Tanaue YecT
YCJIOKHEHUA. Bb3HHKHANHW B pe3yJITaT Ha
HHTEPBEHLHH

Doxaina cnAcMULHOCM HA 20PHU KPAIHUKU npu neQuampuyiu nayieimu ¢ 0emcra yepeopaina

RAPAa.1u3a Ha gv3pacm 2 Ui ROGeHe 200U
CnenHuTe HeXKenaHKM peakumH ca HabnaozaBaHu NPy NaiMeHTH, NEeKYBaHHU ¢ JJ#CcnopT 3a CNacTHHHOCT HA

rOpHHTE KpalftHHUH, AbAKalla ce Ha uepebpanHa napanusa.

CHcTemMo-opraHeH KJac Hexenana Peakuusn HecToTa
HapylweHnd Ha MYCKYJTHO-CKENeTHA MyckynHa cnabocTt, Muanrus YecTH
CUCTEMA M CbeJHHUTEJIHA ThbKaH

OO0 HapyweHusd U edpekTH Ha mactoTo | ['punonoaodbHo 3abonssane, Yectn
Ha [IPUJIOXKEHHE yMOpa, peakuii Ka MACTOTO Ha

HHXXEKTHpaHe {Hanp. eKk3ema,
nocuHaBane, doaxa, noayBaHe,

00pHB)
ACTEHHA HedecTH
HapylueHus Ha KoaTa M NoJAKOMKHATA Obpus YecTu

TbK4dH




Eonoepemenio aedenue Ha CRACMUYNOCH HA 20PHE H O0.11H KPURHHII npu RALUENML ¢ 0emcKd
Hepedpa.liid NApA.Iu3d Ha 2 U1 NO8eYe 00U HIL

Hama HanuuHH JaHHY OT NAauedo-KOHTPOAUPAHN KNHHUYHH H3NHTBAHMA. CNopea CbUISCTBYBALLHTE
NaHHH OpOAT HA CBBP3AHHTE C JICYEHHETO HEXenaHu peakunu npn 103n 1o 30 U/kg wnn 1000 U - koeTo e
MNO-MAJIKQ — HE € MO-TONAM OT TO3M NPH CAMOCTOATENHO NEYEHHE HA MYCKYIHTE HA FOPHHA HJIH AONHHSA
KpaHHHK.

VQHHGQH(I HHKOHMUHCHUHA, d’b.?ﬂfﬂlﬂﬂ Ce HAd HeBPOIEHIA CePbvb XUKMItGHOCHT HA 0&'!?!2 Y0P

CHeTeMO-0praten Kaac HecToTa Hexenana JIeKapCTBEHA peakuHs

Uudekunu u nHdectaumnu YectH Uudekuus Ha nnkouHUTe TbTHIA
YecTtH bakTepuypus®

HapylieHHs HA HepBHaTa YectH [ naBobonue

CUCTEMA HeuecTu XHUNOECTE3NS

CToMalWHO-4YpeBHH HapyuweHHs | Yectu 3anek

HapylweHHs HA MyCKYJIHO- HeuecTH MyckynHa cnadocT

CKeJleTHA CUCTEMA U

CbCAHHUTENHA ThKaH

Hapywenus Ha Ob0peunTe K Yecti Xematypus®

NMUKOYHUTE MbTHLLA HeuecTH 3aapbXKa Ha ypHHa'
Heuectn KpbBOH3NHB Ha ypeTpaTa
HeyecTH KpPbBOHIIHB HA MHKOYHHA MEXYD

Hapylienus na YecTH EpexTrnHa auchyHkuus

PEAPOAYKTHBHATA CUCTEMA H

rbpAara

OO01wHn HApYLLIEHHA U

YCJIOXKHEHHA HA MACTOTO Ha YecTu [Mupekcus

NPUITOKEHHE HeuecTH boNKH B MHKOYHHS MeXyp®

HapausiBanus, OTpaBaHua U HeuecTy ABTOHOMHA Aucpedaexcusn®

YCJIOKHEHUA, Bb3HUKHANY B

pe3ynTaT Ha HHTEPBEHUHH

“Modce Oa ce OB.IXCU Ha NPoYEeoypama

" B ocHOSHUME OBOLIHO-CIENU NAQUEOO-KOHMPOIUPANH IPOVYEUHUS Npe3 Nbpalime 2 ceoMuit ¢1e0
TeUCHUEMO CU OORIGDBARU UHeryul na RUKoYHume nemuiya npt 4,0% om naytenmume, 1eKveanll ¢
Hucnopm, u 6,2% om nayuenmume, 1exysanu ¢ niayeco. Hudhexyuume na nukoununme nemuuja socam
O0a Oveedam 00 nuelonedpum.

"MOXMCE Ou 8bIHUKHE, URKO AALUSHMUME UMAN HENOOXOOAU] paun 3¢ Kumemepiiiaiyis

Cnacmuyes MOPMUKO.TUC NP 6bIPACIMHNU

CJ'IE,EI.HHTE HEWCIIAHH RCKAPCTBCHH PCAKLHH Ca HaONKIaBaHH NPH NAUHCHTH. TCKYBAHH C ﬂliCl’lOpT 34
CMACTHUYEH TOPTHKOJIIHC.

CuHcTeMo-0pranen Kjaac Hexenauna Peakuus YecToTa
HapyluieHusa Ha HepBHATA cucTeMa ["napobonue, 3aMasHoOCT, YecTH
HLUEBA napesa
Hapyuienust Ha ouure Pa3ma3zaHo BHkaaHe. YecTH
HaMangsaHe Ha 3pUTENHATA
OCTpOTa
HBOIiHO BHXKIaKe, 1TO3A HevecTu




CucremMo-Oprasen kaac Hexenana Peakunn YecToTa
PecniHpaTOpHH. rPbAHIL H JIHCOHHSA. AHCNHes Hect
MeIHACTHHAIHK Hapy LIEHHS Acnupauns Peaku
CTOMaLIHO-4PEBHI HAPYILUEHHS JHcdarus, cyxora B ycrara MHoro uectH
["aaeHe HeuecTH

CHCTEMA H CBENHHHUTECIHATA TbKaH

HapylueHHs Ha MYCKYHO-CKeNeTHaTa

MyckyaHa cnabocT

MHOro decTtHu

bonxa BbB Bpata. MyCKYyJTHO-
CKeneTHAa Oonka. MHanrna,
DONKa B KpalHHUHUTE,
MYCKYJTHO-CKENETHA CKOBAHOCT

YecTH

MycKynHa aTpogHs. CMYLLIEHHSA
B YEJIHOCTTA

HevecTu

Hucdarnsra e 10303aBUCHMA U Ce € NPOoABABANa Hal-4eCcTO cnel UHAKEKTUPaAHE B MYCKYJa sternomastoid.
Moxe aa ¢€ HANOkKH AUEeTA C NPeAHMHO MEKH XPaHH A0 YTHXBaHE HA CUMIITOMMUTE.

Ew@agﬂcnamu U . THUEE XeMUCNATOM

CneaHuTe HexceNaHH NEeKAPCTBEHH peaklliKy ca HabNAaBaHH NpH NAUHEHTH, JIEKYBaHH ¢ Jlucnopr 3a
OnegapocnasbM H NTHLEB XEMHCNAILM.

MO3TbYHCH HCPDB

CrcTeMO-0praHeH Kaac Hexenana Peakuns Yecrora
HapylwieHns Ha HepsHaTa CHCTEMA JIuuesa napesa YecTH
[lapanu3a Ha VII yepenHo- HeuecTH

Hapywenus Ha ouuTe

[ITo3a

MHOro uectn

JlMnaonus, cyxoTa B OHHTE.
| yBEJIHUEHA CbJI3HA CeKpeLHs

HecTH

Odranmonnerus Penku
HapyLuenus Ha koXaTa U NOAKOXKHATA Elnem Ha knenava UecTu
ThbKaH EHTPONHOH Peaky

HexenannTe peakuumn Morar aa ce nosBaT ¢ied AbN00Ka UK HENPABUAHO NOCTABEHA HHKEKLHS
Hucnopt 300 U, xoeT1o BpeMeHHO O napaniu3upano Apyrute OAH3KN MYCKYITHU FPYIIH.

Xapamepucmﬂa’ra Hd HEXENAHUTE pEaKLIUH. C'hﬂﬁl.l.laBﬂHH Ha KOMNdHH#HATA MO BpEMC HA
NOCTMAPKETHHIOBHA TEPHOA NOKa3Ba, Y€ TC Ca OTPAKCHHE HA CI)HDMHI{GJ'IGFHHTH Ha NpOoAYKTa H OTroBapaT
Ha Te3H, HabNONABaHH 1O BpEME HaA KJIHHUYHHUTEC H3NWUTBAHHA,

AKCHAAPHA XHNEPXHAPO3a
CneaHUTE HEXENAHH IEKAPCTBEHH peakuWH ca HabNK aBaHH NpH MALWHEHTH. NeKyBaHu ¢ JIucnopT 3a
aKCHAApHA XHNEPXHAPO3a.

CHcTeMo-opraneH Kaac Hexenana Peakuus YecToTa
Hapyuienmns Ha KOxaTa v NOJAKOXKHATa KoMnecaTopHo noTexe HecTH

TbKdH

[TocTMapKETHHIOB ONUT
[TpodunbT HA HEXKENAHHTE PeaKUHHU, CHODILIABAHH HA KOMNAHUATA (10 BPEME HA NOCTMAPKETHHIOBAT
ynoTpeda, oTpa3gasa papmMakoNoOrHyHHTE CBOUCTBA HA NPOAYKTA.




CHCTeMO-OPraHHH K1aCOBe Hexenana peaxuus YecToTa

HapyitieHns Ha uMyHHaTa CBpBbXYYBCTBHTENHOCT C HeH3BECTHA 4€CTOTa
CHCTEMa

HapyweHns Ha HepBHaTa XHNOeCTe3UA C HeniBeCcTHa 4ecToTa
CHCTEMA

HapylieHHs Ha MYCKYJTHO- MyckynHa atpodus C Heu3BECTHA 4€CTOTA
CKeJIeTHATa CUCTEMA M

CbEAHHUTEIHATA ThKaH

HexenaHiTe peakuuu, Noay4eHH B pe3yNTaT Ha pa3npocTpaHABaHe Ha eeKTa Ha TOKCHHA KbM
OTAANEeYEeHH CNPAMO HHAKEKTHPAHETO MECTa. Ca JOKJIAIBAHH B MOCTMAPKETHHIOBHTE YCAOBHA KAKTO 34
Bb3PAcTHH, Taka W 3a MeJHaTPHUYHHU NOonyNaluHH.

CbhobujaBaHe HA NOJO3ZUPAHH HEXENAHU DEaKLIMK

(C1o06LaBaHeTO HA NOJO3MPAHH HEXENAHUW peaKUHH Cnel pa3pelaBade 3a yrnotpeda Ha ieKapCTBEHUS
NPOAYKT € Ba:XHO. TOBa MO3BOAABA 24 NPOABKN HAONIOAEHHETO HA CHOTHOWEHUETO NOJ3a/PUCK 34
neKkapcTBEHUA NpoayKT. OT MEAHLMHCKHTE CMELHATUCTH €€ U3HCKBA Ja ¢boOLaBaT BCAka NOJO3NPaHa
HeXKeNnaHa peakUHs Ypes:

U3nbaHUTENHA areHUMs No neKapcTaara

yn. .,[damsan ['pyes* Ne 8

1303 Codus

Ten.: +35 928903417
yeOcaiT: www.bda.bg

4.9 Ilpeno3upane

[TpexoMepHH 103K MOTAT Ja MPUYHHAT OTAANEYEHA OT MACTOTO HAa HHXKEKTHPAHE W MbJiHA
HeBPOMYCKYAHA napanu3a. [lpeno3zupanero Moxe Aa A0Bee 10 NMOBHILEH PUCK OT NONAaJaHE Ha
HEBPOTOKCHHA B KPBLBHHA MOTOK H MPHUYMHHM YCNOXKHEHHA, CBbP3aHH ¢ edekTa Ha oTpassaHe ¢ COTYIHH
clel nepopaiHa ynotpeda (HanpuMep aucdarud u gucdorus). Moxe 1a ce HatOXH NOANOMaraHe Ha
JHUUAHETO B CIYYAHTE KOraTo MPeKOMEPHH 103H NPHYHHAT Napanuia Ha peciUPaTOPHUTE MYCKYJIH.
[TpenopbyBa ce o0WM noaAbPXKALLK MEPOMPHATHS.

B cnyuail Ha npefo3npaHe, nauMeHTHLT TpadRa 4a Obae HabnoaaBaH NEPHOSUUHO 3a BCAKAKBH NpU3HALM
HW/HAH CUMNTOMU HA NpekoMepHa MYCKyJHa ¢cnabocT WaKW MyckynHa napannsa. flpy Heobxoaumocr,
TpabBa Aa ¢€ 3an0YHE CHMNTOMATUYUHO JICUSHUE.

CUMINTOMHTE HA NPEJO3IHUPAHE MOJKE 1a HE Ce NOSBAT HENOCPEACTBEHO clled HHXKeKTUupaHe. B cnyuait Ha
HHLUHJEHTHO HHXKEKTHPaHe HAK NOrTbliaHe, nauxdeHTsT Tpa0OBa aa Obae noa Nekapcko HaOnwAeH e B
PAMKHTE Ha HAKONKO CEAMHWLIH 33 BCAKAKBH MPH3HAUK H/HAH CHMNTOMH Ha NPeKOMepHa MyCKyJHa
ctabdoCT WAXM MYCKYJIHA napanusa,

5. DAPMAKOJIOr'HYHU CBOUCTBA
5.1 ®PapMakoaANHAMHYHY CBOHiCTBA

®dapmakorepaneBTrHuHa rpyna: JIpyrn MyCKyJHH penakCcaHTH, nepudepiu penaKkcaHTH
ATC xon: MO3AXO0I




KoMmnnekebT ToKcHu-xeMarnyTHHHH oT Clostridium botulinum Tun A dnoxepa nepndepHara
XOJIHHEPrHYHA TPAHCMHCHA Ha HEBPOMYCKYNHHTE CBLP3BAHHA Ype3 NPECHHANTHYHO Bb3ACHCTBHE BLPXY
Y4acTbUHTE NNPOKCHMAHO HA OTAENAHETO HA AUETHAXOAKH. TOKCHHDBT Aeii¢TBa BbpPXY HEpPBHHTE
OKOHYaHHA 3a MOTHCKAHE Ha Te3H NPoABH. KOHTO ce nmpoBokipaT o1 Ca-', KOETO € Hal-CHHO H3pa3eHo
npH 0CBODOXKAABAHETO HA MeanaTop. Tol He 3acAra NOCTraHrAHQHapHATa XOAHHEPruyHa TPAHCMHCHA
WAH NOCTraHrIMOHApHATa CHMNATHKOBA TPAHCMHCHA,

JeACTBHETO HA TOKCHHA BKNKOYBA NHPBOHAYANHO ObP30 H aKTHBHO CBLP3BAHE C NpecHHANTHYHATA
HepBHa MeMOpaHa. Cniea ToBa TOKCHHBT €€ Pa3npoCcTpaHABa. NpecHua nNpecHHanTHYHaTta MeMOpaHna. Ho
HE MpeaAn3BHKBA MOSBA HAa napanyia. Hakpas TOKCHHBT NOTHCKA OTACNAHETO HA AUETHIIXOJIHH upes
HapyiaBaHe Ha Ca’ - 3aBUCHMHTE MEXAHH3IMH HA OTAE/AHE HA ALETHAXOMHH, MPH KOETO HAMANABA
NOTEHLHANA HA KPAHHHTE HEPBHU OKOHYAHUS H NTPEAM3BUKBA flapaiiiia.

[Tpu w3caeaBaHHA C OMUTHH XXHUBOTHH Bb3CTAHOBABAHETO Ha NPOBEXK1AHETO HA HMNYJICA HACTLIBA
NOCTENEHHO ¢ 00pa3yBaHETO HA HOBH HEPBHH OKOHYAHHA W C OCBUIECTBABAHETO HAa KOHTAKT ¢
NOCTCUHANTHYHOTO MOTOPHO KpaliHO OKOHYaHHE (NI0YKa), KOETO Npoabaxasa 6-8 ceaAMHLH.

Cnea MHTpaZeTpy30pHO HHAKEKTHPaHE 3a IeYeHHe Ha HEBPOTEHHA CBPbXAKTHBHOCT Ha AeTpy3opa
TOKCHHBT Bb3AEHCTBA BbPXY €PEPEHTHHTE MbTHLLA HA ASTPYIOPHATA AKTHBHOCT Ype3 HHXHOupaHe Ha
ocBoOOX 1aBaHETO Ha aueTHNXxonuH. OCBeH TOBa TOKCHHBT MOXe Ja HHXHOHpa adepeHTHNTE
HEBPOTPAHCMHTEPH U CEH30PHUTE MBTHLLA.

CusmnmoMamuyio ;1evenue Ha (POKATHA CRACMUYNHOCI NPU BbIPACMHU NAUUEHNNT

Topen Kpauinux

E¢ukacHocTTa 1 6¢30nacHOCTTa HA JIHCMOPT NpH neyYeHue Ha ropeH KpalHWK ca OLEHEHH B
pasaAOMH3HPaHO, MHOTOUEHTPOBO. ABOITHO-CNANO, NAAUE00-KOHTPOAHPAHO H3MUTBAHE, KOETO €
BKArOUBANO 238 nauueHTH (159 Ha Jucnopr v 79 Ha nnauedo) ¢be cNacTHYHOCT HA FOPEH KPAHRHHK, NPH
KOMTO ca MHHANH NoHe 6 Meceua OT MO3BbHEH HHCYJT 1M MO3bYHA TpaBMa.

OCHOBHHAT NokKasaren 3a €QEeKTUBHOCT € MYCKYJTHUAT TOHYC Ha OCHOBHATA LENE€Ba MYCKYJHa rpyna

(OLMI’) npes ceamuua 4, uzmepen upes Moditied Ashworth Scale (MAS), kato nbpBHAT BTOpHUEH
KpUTEepHil e oOulaTta oueHka Ha nekaps {Physician Global Assessment (PGA)) na otrosopa cnpsamo
neYeHneTo. | naBHUTE pe3ynTartd, NOCTUrHaTH npe3 ceaMuua 4 1 ceamuua 12, ca mokasaHi no-a00y:

Cenmuua 4 Ceamnua 12
IMnaunedo | ducnopr | Hducnopr | [Mnauedo | Jucnopr Hucnopr
(N=79) (500 (1000 (N=79) (500 (1000
eAHHHLUH | €eAHHHLH enHHHUY) | €IMHUUH
) ) (N=80) )
(N=80) | (N=79) (N=79)
LS cpeaHa npoMsHa OT
i - ) TE* () R*%
H3XOZHaTa CTOHHOCT B 03 L] o** [ g 0,1 0,7 0,8
MYCKYJIHHA TOHYC Ha n=75 n=76 n=76
OUMI upe3 MAS
LS cpeana PGA na 0.4 0.5 1.0*
OTroBOpa CNpaMo 0,7 1,4* [,8**
AEUCHHETO n=73 n=76 n=76
LS cpeana npomsaHa ot
yery Y n=54 n=57 | n=58 n=>52 n=54
thnekcopuTe Ha KHTKaTa
upe3s MAS




LS cpeana npoMaHa ot
H3XOAHATa CTOHHOCT B
MYCKYHH$S TOHYC Ha

(HNEKCOPHTE HA NPBLCTHTE
ypes MAS

-0,3
n=70

-0,9* -] 2%*
n=66 n=73

0,1
n=67

-0,4%
n=62

-0.6*
n=70

LS cpeaHa npoMaHa oT
M3X0AHAaTa CTOHHOCT B
MYCKYNTHHA TOHYC Ha
(PNEKCOPUTE HA NAKBTH
ype3 MAS

-0.3
n=>56

-1,0* -1,2%*
n=61 n=48§

-0.3
n=>53

-0,7*
n=>58

-0, 8%
n=46

CpeaHa npoMaHa oT
H3XoaHaTa CTOHHOCT HA
MYCKY/JHHWA TOHYC Ha
EKCTEH30PHTE Ha paMOTO
uype3s MAS (1)

-0,4
n=12

-0,6 -0,7
n= n=

0.0
n=12

-0,9
n=

0,0
=6

*p<0,05; ** p<0.0001;

LS = nail-mankure kBaapatH ( Least Square)
(1) He ca npaBeHH CTATUCTHYECKH M3C/EABAHHA NOPAAd HHCKATA YECTOTA HA MPYNHTE € NEKAPCTBEH NPOOYKT

H naauedo

U3BbplueHo € OLCHABAHE Cliope/ cKanaTta Ha oleHka Ha HecnocobHocTTa (Disability Assessment Scale

[DAS]), 3a na ce npoy4u edpekTa Ha IeUeHUETO BbPXY PyHKUMOHANTHH HapylueHHus. Pesynthre Ha
pecnoHaepuTe no DAS 3a ocHoBHaTa uen Ha neueHuneto (ITT Population) ca nokazaHu no-aony:

[ pyna Ceamuua 4 CeamMuua 12
% pecnoHaepH YopecnoHaepu
Hncnoprt 500U 50,0 41,3
n=80 n=76
p=013 p=20,11
Hucnopt 1000U 62,0 55,7
n=78 n=76
p=0,0018 p = 0,0004
[MTnauebo 392 32,9
n=79 n=75

*Oo0nacty, senoveHu 8 DAS, ca xurveHa, no3vuusa Ha
kpalinuka, odbnnuane v donka.

Kakro 500 U, taka 1 1000 U umar kato pe3yaTaT CTaTUCTHUCCKH NOAOOPEHHA npe3 ceaMuLua 4 Ha brbJia
HA CMACTHYHOCT U CTENEHTA HA CNACTHYHOCT. cnopeA oueHABaHe no ckanara Tardicu, BbB BCUMKH
MYCKYJIHH rpynu {paekcopu Ha NPLCTHTE, KHTKATA HiHK NaKbTH) B CpaBHEHUE ¢ nnauebo. HamanaeaHeTto
Ha CTEMEHTA Ha CMACTHYHOCT € 3HAYHTENHA H Npe3 ceaAMUua |12 3a BCHYKH MYCKYJIHH IPYITH pH A03a

1000U B cpaBHeHUE ¢ nnauedo.,

JlaHH1TE NOKa3BaT CTATHCTHUECKA 3HAYUMOCT HA NOAOOPEHHATA HA aKTUBHHA 0OXBAT HA ABHXKEHUE NpPE3
4-Ta ceaMnua, ciaeq npunoxedue Ha Jucnopt 1000U n3paseHn upes kNHHHYHO 3HAYUMH PAHKLM 34
MYCKYJIHTE Ha nakbTa (+18.3 rpaayca). kutkara (+335.2 rpaayca) ¢ npwecTHTe (+11.8 rpangyca), ao




rpynara ¢ njaauedo auncea noaodpenne. Jucnopt 300U noka3ea nogodOHH OnaronpHaTHH eeKTH BbpXy
AKTHBHHUA OOXBAT HA ABHKEHHE HA MYCKYJHTE HA NPBCTHTE.

YctaHoBeHa € No-BHCOKA CTAaTHCTHYECKA AOCTOBEPHOCT Ha NOJOOPEHUATA OPH NOCTABAHE HA LIHHA Ha
HicaeABaHNTE CyoekTH. B rpynuTe Tpetupanu ¢ Jucnopt 1000 U u 500 U npes 4 n 12 ceamnua, 8
CpaBHEHHeE ¢ rpynara. B KOATO € H3NOA3BaHO nJauedo.

HAoaen kpaanuk

EdukacHocTTa 1 Oe30nacHocTTa Ha JlMCnopT 3a JedeHre Ha CNacTHHHOCTTA HA JOJHHTE KPaHHHLUH ca
OLUEHEHHW B LUEHTPANHO. paHAOMH3HPAHO. MHOTOLEHTPOBO. ABOHHO-CNAN0. NNALE00-KOHTPOTHPAHO
Npoyy4BaHe, BKIIOUBALO 385 NaLMEHTH Clied HHCYAT H MO3b4HO yBpexaaHe (255 na DYSPORT u 130
neKyBaHu ¢ nnauedo NauneHTH) CbC CacTHHHOCT HA RoNHUTE KpafinHuK. OcHoBHATa KpaiiHa Touka GeLe
oueHkara cnopea Moaudguuupasara ckana Ha Awybpt (Modified Ashworth Scale (MAS)), oueHeHa B
rne3eHHara Crapa.

O6uuat odem ot 7.5 ml ot Qucnopr 1000 U (N = 127), Aucnopt 1500 U (N = 128} uan nnauedo (N =
| 28) Bewe pasaenes MexAy MYCKYINTE raCTPOKMEHYMA U CONEYC U Hait-Manko oule €4MH MYCKYN Ha
JIOJTHUTE KpaHHUH criopel KNHHHYHOTO NpeAcTaBsHe,

[Tpu oueHkara criopea MAS B meseHa ¢ pa3slIMPpeHHE KbM KONAHOTO ( BKNIOUBALLA BCHYKH MJIAHTAPHH
(hnekcopn) ce HabnaaBa crtatTHcTHYECKH 3Ha4MMO noaodpenue 3a 1500 U. [lpu ouenkara cnopeg MAS
B MM€3€HA CbC CIMbHATO KOJAHO { BKJIKOUBALLA BCHHYKH [1AHTaAPHH QNEKCOPH € U3KIIOYEHHE Ha
raCTPOKHEMHYC) CTATHCTHYECKH 3HAYMMO nMoaodpeHHe ¢e nadnwaasa kakto 3a 1000 U, taka v 3a 1500 U.

[TonoOpeHHATa B CNIACTHYHOCTTA Ha Me3eHHATa CTaBa Cbllo 0fXa JeMOHCTPHPAHHU C H3NOMA3BAHE HA
Ckanara Ha Tapabso (Tardieu Scale (TS)) ¢bC CTaTHCTUUECKHN 3HAYUMH NOAOOPEHHUS B CTENEHTA HA TEXKECT
Ha CMacTUYHOCTTA, HabnrwaaeaHa kakro npy Ao3u ot 1000 U, raka u apu 1500 U. Jleyenueto ¢ Jucnopr e
CBBbP3aHO CbLUO CbC CTATHCTHHYECKH 3HAYHMO KITHHHYHO NOA0OPEHUE M NPH ABETE A03H. H3MEPEHO Upe?
ouenkara cnopex Odwara oueHka Ha nekaps (Physician Global Assessment (PGA)).

Crien 3asbpUIBaHE HA TOBA NpoyuBaHe 345 nauneHTH BIA30Xa B OTKPHTO MPOAbIKEHUE HA TIPOYYBAHETO,
[pH KoeTo NOBTOPHOTO AeuveHHe ¢ Jucnopt 1000 U unn 1500 U Oewue onpeneneHo oT KAHHUYHHUTE
HY>KAH., YYacTHHLH CbC ChABTCTBALLA CMACTHYHOCT HA TOPHHTE KpaiiHHLU ca HMaH Bb3MOXKHOCT Ja
Obaar uixkektupaHu ¢ Jucnopt 500 U B 3acernatig roped kpaiHuk. B gonbaHeHne xbM 1000 U B nonen
KpaliHHK, ¢ MakcuManHa oowa ao3a 1500 U, Tlonobpenusata na napametpute Ha edukacHocTTa (MAS,
PGA u TS), HabnogasadH cnea 4 ceaAMHUHR HA ABOHHO-CNANO NeYyeHHe ¢ JUCnopT B A0NEH KpalHHUK,
NpOABIXKARAT Aa CE€ MOACOPABAT PH MOBTOPHO NeueHHe. He ce Hadnwaaea noaodpaABaHe HA CKOPOCTTA
HA XOJeHe ciie]l €AHOKPATHO JIeYEHHE B ABOHHO-CJIANOTO Npoy4BaHe. HO ce Ha0moaaBa ciea NOBTOPHO

JICHCHHEC.

Hunanuuna oedoprtayun na xo0u10mo mun exguHycC, ObAICAUIA C€ HE CRACMUYHOCM RPU RAWUEHMU
C 0emCeKa Yepeapatna napa.iiid Ha 8u3pacm 08e U1l nogeye 200URU

[poBeaeHo € ABOHHO-cAANO, Nnauebo-KoHTPONHPaHO MHOMOLUEHTPoBO WinuTeane (M3nureane Y-55-
52120-141) npn aeua ¢ anHaMuuHa gedopMallua Ha XOAUIOTO THN €KBYC. ABAKAULA C€ HA CNACTHYHOCT
NpH NauneHTy ¢ liepedpanta napanuza. Q6o 235 nexyBaHH HNH HelleKyBaHH CNPAMO DOTYAHHOB
TOKCHH NauHeHTH ¢ Moanduuupan pesyntar no Ashworth (Modified Ashworth Score — MAS) ot ctenen
2 HNK NO-BHCOK ca OuAau onpeneneHn aa nojyyasar ducnopt 10 eannnun/kg/kpax, HIncnopr 15
eanHuK/kg/Kpak HaKn anauedo. 41% o1 nauMeHTHTE Ca IEKYBAHH ABYCTPAHHO, KATO B pe3y]ITar ¢a
nonyyasanu aosa Jucnopt 20 eannuuu/kg wnsr 30 ennHuun/kg. OCHOBHUAT nokasatesn 3a epeKTHBHOCT €
cpenHara NpoMsiHA CRPAMO H3X0AHOTO HUBO HA MAS B nnaHTapHuTte NekCopH Ha rne3eHa npes




Assessment — PGA) H cpelHUST pe3yATarT 1o ckanara 3a nocrtHrave Ha uenta (Goal Attainment Scaling —
GAS) npes Ceamuua 4. [launentuTe ca npocneasBaHH npes noHe 12 ceaMUL CNea NeHEHHETOo 3a
MakcHmManHo 28 ceamuun. Cnea npuKNIOURAHE HA MPOYUYBAHETO HA NALMEHTHTE € MpeaokKeHo Aa ce
BKAKOYAT B OTBOPEHO YABIKEHO NPpoyuBaHe (npoyusaHe Y-55-52120-147).

IIpomsana Ha MAS cnpsamMo u3xoaHoTo HuBo npe3 Ceamuua 4 n Ceamuna 12, PGA n GAS npes
Ceamuua 4 1 Ceamuna 12 (ITT nonyaaunmns)

ANUCTIOPT

[TapameThp [nauedo 10 U/kg/kpak 15 U/kg/kpak

(N=77) (N=79) {N=T79)
LS ¢peana npomsiHa Ha MAS ot
M3XOAHATA CTONHOCT B NJIAHTAPHHUTE
(pIEKCOPH HA TNE3EHA
Cenmuua 4 -0.5 -0.Q ** -1.0 ***
Ceamuua 12 -0.5 -0.8 * -1.0 ***
LS cpeaen pesynrar PGA Ha otroBopa
cnpaMo neveHuneTo [b]
Ceamuua 4 0.7 .5 ¥*> .5 ***
CenmMuna 12 0.4 0.8 * 1.0 **
LS cpenen pesyntar GAS [a]
Cenmuia 4 46.2 51.5 *** 50.9 **
Ceamuua 12 45.9 52.5 ¥¥x 50.5 *
* p<0,05; **p<0,003; *** p< 0,0006 B cpaBHeruE ¢ nnauebo; L.S= Hal-manknTe kBaapary {least square)
[a] pe3ynaTbT GAS M3MepBa nporpeca ¢cnpaMo UEHTE, KOHTO ¢a W30paHH Ha H3XONHOTO HHUBO OT CMHCBK OT
ABaHageceT kareropyM. [lerre naif-uecto W3dHpaHH UeaU ca nonodpasane Ha xoaeHeTo (70.2%), noaodpen
oanaHc (32,3%), HaMasieHa uecToTa Ha nanae (31,3%). HamaneHa vectoTa Ha npenbBaHe (19,6%) u
nonodpena u3apbxIUBOCT {17,0%).

Halnionaga ce noaodpeHne Ha cnacTHYHOCTTA HA NAAHTAPHUTE (PNEeKCOopH Ha rie3eHa., OLUEeHEHOo No
ckanara Ha Tardieu. CteneHTta Ha cnacTHYHOCT (Y) € CTaTHCTHUYECKH 3HAYUMO Noa0OpeHa, B CpaBHEHHE C
nmnauebo, KakrTo B rpynara c nedenue ¢ Jucnopr 10 eanHuun/kg/kpak, Taka n 8 Tas ¢ 15
eamHuun/kg/kpak, npes Cenmuua 4 v Ceamuua 12, a brensbT HA peakuns (Xv3) € 3HaUUTENEH NP
rpynara ¢ Hucnopt 10 eaunnun/kg/kpak npes Ceamuua 12 » npu rpynara ¢ Jucnopt 15
eaHHHun/kg/kpak kakro npes Ceamuua 4, tTaka v npe3 CeaMiuua 12.

W nseTe rpynH, aexkyBanu ¢ Jucnopr 10 eanHuun/kg/kpak n 15 eaunnun/kg/kpak, AeMOHCTpHpar
3HAUHTENHO NOA0OPEHHE CNPAMO U3XOAHOTO HHBO B O0LMA pelynTaT no ckahara 3a Habmonasana
noxoaxa (Observational Gait Scale — OGS) npes Ceamuua 4 B cpaBHeHHe ¢ nnauedo M CTaTUCTHYECKH
IHAUUTENHO NO-BUCOK OpOH NAaLHEHTH ¢a OHUAK C OTTOBOP HA IEUEHHETO 3a TbPBOHAYANEH KOHTAKT C KPaK
no OGS npe3 Ceamuua 4 n Ceamnua 12,




PoantenuTte ca nonbaHuny cneur@uynms 3a cberosuneto Moayn 3a LI 3a neanarpuuHo kauecTro Ha
#HBOT. MiMa cTaTHCTHYECKH 3HAUYNMO NOAOOpEeHHE CRPAMO HIXOAHOTO HHBO Ha yMopa npe3 CeaMuua 12
npy rpynure. gekysauu ¢ JIucnopt 10 eannuun/kg/kpak v 15 exuHnun/kg/kpak. B cpasHeHHe ¢ naanedo.
[lpH ApyruTe noa-ckani He ¢a HadNKAABaHH CTATHCTHYECKH 3HAYHMH MOA0DpeHNs.

Cnea npuxIOuYBaHE Ha TOBA H3caeaABaHE. 216 NaUHEHTH ca €& BKNIOMHAN B OTBOPEHO YABIKEHO
npoyuBaHe (Y-35-52120-147), B koeTO ca MOXKENH AA MOYYAT NOBTOPHO NEYEHHE CNOPeI KaitHiYHaTa
Hy» 3. Kakto AucTanHuTe (Npacew. coneyc v 3aleH NULLAN). TaKa H NPOKCHMANHHTE (pacunTe H
OepeHHTE anyKTOPH) MYCKYIIH € MOXKEN0 Aa ObaaT HHXEKTHPAaHHW. BKITHOYHTENHO H HHKEKLIHH Ha HAKOJIKO
HHBa. EdukacHocTTa ¢ HabntonasaHa NpH NOBTOPHUTE TEPANEeBTHYHH CECUH B NPOABANKEHHE Ha 10 |
rondHa. npu oueHapaHe no MAS, PGA v GAS.

Doraina cnacmudnocm, 3aCA2AUA 20PHI KPAURKKIR NPU RAUUEHMU ¢ 0eMCKA Yepeopainag napaiusd,
Ha evb3pacm 08e Ul nogeue 200unu

EdHkacHocTTa M Oe3onacHoCTTa Ha JMcnopT 3a fiedeHue Ha CNacTHYHOCT HA FOPHH KpaiHHUH NpH Aeua
Ca OL€HEHH B PAHAOMH3HPAHO. MHOIOLEHTPOBO. ABOHHO3ACENEHO, KOHTPOJIHPAHO NPOY4BAHE, NPH
KoeTo ce cpaBHaBaTt A03H 8 U/kg n 16 U/kg B H30paHH4 3a NpOyHBAHETO rOPeH KpaHHK CnpaMo
KOHTPOJIHA rpyna, nprematia Hucka ao3a 2 U/kg. B npoy4BaHETO ca paHAOMH3HpaHU oowo 212
MaLHeHTH CbC MK 0e3 npeanHO NeyeHne ¢ OOTYNHHOBU TOKCHHH, KOUTO HMAT CMACTHYHOCT HA MOPHKTE
KpaiiHHLM nopaau uepebpaiHa napanuia (oueHka no Mmoauduunpadara ckana Ha Awybspt (Modified
Ashworth Scale — MAS) > 2 B ocHOBHATa LeneBa MyCKyJAHa rpyna (primary targeted muscle group —
PTMG).

Cnen NbpBOHAYANHOTO JIEYEHHE € UMAN0 Bb3MOXKHOCT Ja €€ NPHAaraT 4o 3 A0NbJAHHTENIHU NNEYEHHSA C
Hucnopt B naaunpanu no3u 8 U/kg nnn 16 U/kg, sbnipekn ye u3cneaoBaTeNnaT € MOKeNn Aa peLllH aa
yBENHYH HIH HaManK 1o03ata (0e3 na npesuwasa 16 U/kg).

Obiuata go3a JAucnopTt e HHKEeKTHpaHa HHTPAMYCKYTHO B 3aC€rHaTHTE MYCKYJIH HA FOPHUA KpalHUK,
koeTo BKNio4YBa PTMG oT hnekcopHTe Ha NaKbTa UKW HA KMTKATA, KAKTO i APYrH MYCKYNH HA TOPHUS
KpaliHHK criopea nposeara Ha 3abonasaneto. He ¢ce € aonyckano npuiaarane Ha noseye ot 0.5 mi 8

MACTOTO Ha HHXKEKTHpaHe. Jlonyckano ce e 00ayve noBeYe OT €JHO MACTO HA HHKEKTHUPAHE 3a MYCKYII.

[TbpBHUHMAT NOKa3aTen 3a epMKACHOCT € cpeaHaTa NpoOMAHA OT H3XOAHOTO HHBO HA MAS B PTMG B
ceaMuLua 6. BropMuHn nokazartenu 3a epMkacHOCT ca cpeaHaTa raodanHa oueHka Ha nekapa ( Physicians
Global Assessment — PGA) u ¢peaHaTa OLEHKaA NO ¢cKanarta 3a nocturane Ha uenta (Goal Attainment
Scale - GAS) B ceamnua 6.

Ipomana Ha MAS cnpaMo H3X0AHOTO HHBO B ceamMuua 6 u ceaMuua 16 npH oCHOBHATA LefieBa
MYCKYJIHA rpyna (primary targeted muscle group — PTMG), PGA 1 GAS B ceamuua 6 u ceamuua 16
— TepaneBTHYEH UHKLA 1 (paHAOMA3ZHpPARA Nonyaaing)

Hucnopt 2 U/kg Hucnopt 8 U/kg Hucnopt 16 U/kg
(N=71) (N=70) (N=71)
Ouenka PTMG MAS
Ceamuua 6
CpenHa npoMaHa Ha LS (95% CI) -1.4(-1,7.-1,2) -1,9(-2,1.-1.6) -2.2(-24, -2.0)
Paznuka cnpamo 2 U/kg (95% CI) -0.4 (-0.8. -0.1) -0.8 {-1.1.-0.5)
p-CTOMHOCT 0.0093 < 0,0001
CenmMuua 16
CpeaHa npomsaHa Ha LS (95% CI) -0.9 (-1.2, -0.7) -1.3(-1.5,-1,0) -1,5¢(1,7.-1,2)
Paznauka cnpamo 2 U/kg (95% CI) -0,3 (-0.7, 0.0) 0.8 (-1.1, -0,5)
p-cTOHHOCT 0.0573




C otrosop no MAS, ceamuua 6
nonoodpenue > | creneH

Cpeanu LS (95% CI)

1.6 (1.3, 1,8)

1.5 (1.3, 1.8)

Epoit yuacTHHUH (%) 56 (78.9) 61 (87.1) 66 (93.0)
OTHouleHNe Ha LWAHCORETE CNpAMO 2
Ulkg (95% C1) 1.7 (0.7.4.2) 46(1.4,.154)
pP-CTOHHOCT 0.2801 30,0132
nonodpenue > 2 ¢cteneH. n (%)
bpoii yuacTHuuu (%) 32 (45.1) 47 (67.1) 55(77.5)
OTHOLWEHHE HA LIAHCOBETE CNPAMO 2
Ulkg (95% CI) 24(1.2,4.8) 4,3 (2.0.9.0)
P-CTOHHOCT 0,0129 0,0001
nonoOpeHue = 3 cTeneH, n (%o)
Bpoit yuacTaHuH (%) 14 (19,7) 25 (35,7) 35(49,3)
OTHOWEHHE HA LHAHCOBETE CNpaAMO 2
Ukg (95% CI) 2.3 (1.1, 5,1) 4,2(1.9.9,0)
pP-CTOHHOCT 0,0326 0,0003
Ouenka PGA
Ceamuua 6
Cpennu LS (95% CI) 1.6 (1.4, 1.9) 20(1.7.2,2) 2.0(1.7,2.2)
Pa3nuka cnpsamo 2 U/kg (95% CI) 0.3 (0,0.0.7) 0.3 (0,0.0,7)
p-CTOHHOCT 0,0445 0,0447
Ceamuua 16

1.7 (1,5, 2,0)

Cpeanun LS (95% C1)
Pasnuka cnpamo 2 U/kg (95% CI)
P-CTOHHOCT

53,3 (50,6, 56.1)

52,8 (50.1, 35,6)
-0,5 (-4.3, 3,3)
0.7862

Pa3znunka cnpamo 2 Urkg (95% CI) -0.1 (-0.4, 0.3) 0,2(-0,2,0.5)
p-CTOHHOCT 0,7797 0,3880
O6ina oueHxa GAS [a]
Ceamuua 6
Cpeanu LS (95% CI) 51,2 (48.8, 53.,6) 51,4 (48.9, 533.8) 52,3(49.8, 54.7)
Pazauka cnpamo 2 U/kg (95% C) 0.2 (-3,2, 3.,5) 1,1 (-2,2,4.4)
pP-CTOHHOCT 0.9255 0,5150
Ceomunua 16

54,6 (51,8, 57.4)
1,3 (-2,5, 5.0)
0,5039

LS — Hal-Manku kBagpaT

PTMG - oCHOBHa uenesa MycKyJ/iHa rpyna (pnekcopH Ha NaxbTs HIH KHTKaTa)

[a] YeTupHTe Hail-4yecTO HIOHPAHU NBPBHYHH LENH Ca ROCTHraHe, XBalllaHe W NyCKaHe, H3INON3BaHe HA KpailHHKa
33 NOANOMaraHe Ha cTabUIHOCTTa H NMO-roNAMO Y4acTHE Ha 3acerHaraTa pbka B eKeaIHeBRHUTE AeHHOCTH.

Habnwnaea ce noaoopeHue B cnactuyHocTTa B PTMG Ha hriekCOpHTE HA HAKBTA H KHTKATa. OLUEHEHO MO
ckaniata Ha Tardieu. [Tpn ¢nexcopuTe HA NAKBLTA 3HAUUTENHO ce MNoJ00paABa breAbT Ha XBawlaHe (Xv3) 3a
Jucnopt 8 U/kg u 16 U/kg B ceamuua 6 1 ceamuua 16 B cpaBHenue ¢ Juenopt 2 U/kg. CrenewTa Ha
crnacTHYHOCT (Y) € cTaTHCTHYEeCKH 3HauuMa 3a Jucnopt 16 U/kg B ceamuua 6 ¥ ceamuua 16, HO He 1 3a
Hucnopr 8U/kg. Tpu dnekcopute Ha kutkata 3a Jncnopt 16 U/kg 3Hauntenno ce nonodpasar broabT
Ha xBauwaHde (Xv3) U cTenenta Ha cnacTUYHOCT (Y) B ceamiia 6, HO He 1 B ceamuua 16. incnopr 8U/kg
He Moka3Ba CTaTHCTHHYECKH 3HAYHM edekT B cpaBHeHue ¢ Jucnopt 2 U/kg.

PesyataTuTe 32 MbPBHHHHUA U BTOPHHHUTE NOKA3ATENH 32 €PHKACHOCT AOMBJIHHTENHO €& NOAKPENAT OT
NOJIOXKHTENHHU pe3yaTaTH NO NeAHaTPHYHATA cKana 3a KauecTBO Ha kuBoT (Paediatric Quality of Life
Inventory) 8 moayna 3a uepedbpantna napansza.

B nbpBHA TepaneBTHUYEH HUKbB/ NOBEYETO YHACTHHUM, AeKyBaHH ¢ Jucnopt. npeMunaBaT nOBTOPHO
neveHue go ceaMmuua 28 (62.3% B rpynata Ha Jducnopt 8 U/kg n 61.4% B rpynara Ha ucnopt 16




BbIIPEKU He 10 ceamuua 34 He ¢e Hanara neueHue npu Haa 24% OT yHacTHHUHTE K B ABETE TepaneBTHUHH
FPyIH.

Ypunapna unkormunenyiia, 0b14cauid Ce Hu He8PO2EHHA CEPDXUAKMUBHOCM HU Oempy3opa.

[IpoBeaeHH ca ABE paHAOMH3MpPAHK., ABOHHO-cNeny, niauedo-KOHTPOMHPaHU, MHOTOLEHTPOBH OCHOBHHU
KAHHHYHH BPOYYBAHHA NPH NAUHEHTH C YPHHAPHA HHKOHTHHEHLIHA. AbAXKALWA C& Ha HEBPOTeHHa
CBPBbXAKTHBHOCT Ha ieTpy30pa. BCHUYKH NAUNCHTH BEUE ¢a U3NON3BANH KAaTETEpH3aL KA 3a peA0BHO
W3npa3BaHe Ha NHKOUYHHA CH MEXYP H ¢a OMIIH HEeANEKBATHO JIEKYBAHH C MEPOPANHH TEPANHHU;
nauHeHTHTe ca OUNH NeKyBaHW/HelleKyBaHHW ¢ 00TYIMHOB TOKCHH KaTO NpeAX0AHO HHTPAASTPY30PHO
neyeHue. B paMKUTE Ha ABeTe npoyuBaHHs oOwo 485 nauueHTH ¢ yBpexKaaHe Ha rpLOHaYHUA MO3BK
(N=341) unu ¢ MHOKeCTBeHa CKNiepo3a (N=144) ca panaoMKIHpaHH 3a noayuaeaHe Ha ncnopt 600 U
(N=162), Hucnopt 800 U (N=161) nnu nnauedo (N=162). JleueHHeTO € NPHNOKEHO LHCTOCKONCKH. N0
dopmara Ha 30 paBHOMEPHO pa3npeaeneHl HHTPARETPY3IOPHH HHKEKUMHU, KATO ce H30arBa TPUrOHDBT.

[IpodnnakTHYHHTE AHTHOHOTHUK Ce NpHharaT OT NOHE 3 JAHU npeau npuaaraseTo Ha Jucnopt u
NpoAb/DKABAT Aa C& MPHEMAT MOHe 3 AHK cllea npunaraneto Ha Jucnopr. Cnea nbpBOHAYANHHSA KYPC Ha
NeyeHHe NaUHEeHTUTE MOraT Aa NoAy4aT JOMbAHHTENHU KypcoBe HA neveHue ¢ Jucnopt 600 U nnn
Hucnopt 800 U npu #3nbNHEHHUE HA KPHTEPUUTE 32 NOBTOPEH KYPC Ha JIeUeHHE.

[TbpBHUHATa KpaliHa TOYKa 3a €(PHKACHOCT € MPOMAHATA OT U3XOJAHOTO HHUBO A0 ceaMHua 6 B Opos Ha
CeAMHYHHMTE €NMHU3CAH HA YPHHAPHA HHKOHTHHEHUHSA. BTOpUYHHUTE KpaHHH TOUKH BKNIOYBAT AeNa Ha
NalMEHTHTE 0€3 €NU30JH Ha YPHHApHA HHKOHTHHeHUUA o ceamuua 6 (100% HamaneHue). npoMsHaTa oT
H3X0AHOTO HHBO A0 ceamuiia 6 B obeMa Ha eqHO H3Npa3BaHe, peavua ypoaAHHAMHYHU NapaMeTpH
(NBJHEULA UUCTOMETPHA ). BLINPOCHUK 3@ KAUECTBOTO HA KMBOT NpH HHKOHTHHeHUHS ([-QOL: BkiouBa
OrpaHHYUTENHO U3I0ATBALLO NOBEAECHUE, NCUXOCOLMATHO Bb3ACHCTBHE H COLMATHO CMYUIEHUE) U
FEHEPANiHO BNEYATICHNE 32 OTrOBOPA Ha JICUEHUETO.

PesynTatiite 0T 00001LEHHTE OCHOBHH NPOYYBaHUA €a NPeACTABEHH B TadaHUATA 1O-A00Y:

[MupBHYHN H BTOPHYAY KPAfiHN TOYKH B 0000MEHH OCHOBHH NPOYYBANHR (PAHAOMHIHPAHA
nonyJaamHA)

[Mnauebo Hucnoprt 600 U Hucnopt 800 U
(N=162) (N=162) {(N=161)
CeaMuynH enn3onqn Ha
YPHHAPHA HHKOHTHHEHUHSA
Ceamuna 2
Cpenta npoMsina Ha LS (SE) -11,3(1,4) -19.9 (1.,4) -21,9(1,4)
0
Cl)Paznnka cnpamo nnauedo (95% 8.6 (-12.2, -4.9) 10,6 (-14.3, -7.0)
pP-CTOHHOCT <{(,0001 <(},0001
CeaMuua 6
CpeaHa npoMsHa Ha LS (SE) -12,7(1,4) -22.,7(1,3) -23,6 (1,3)
]
CI)Pa'mmca cnpaMo naauedo (93% 10,0 (-13.5, -6.5) 10,9 (-14.4, -7.4)
pP-CTORHOCT <(,0001 <0,0001
Ceamuna 12
Cpenna npomara Ha LS (SE) -9,2(1,5) -20,4 (1,5) -22.8 (1,5)
0
- Painuka cnpamo nuauedo (93% 11,3 (-15.2, -7.3) 13,6 (-17.6, -9.7)
P-CTOHOCT <(),0001 <0,0001




be3 enNi0AH HA YPHHAPHA
HHKOHTHHEHU M, ceaMHUA 6[a]

Jian Ha nnuarta 2.9% 36,1% 28.8%
OTHOWEHHE HA LAHCOBETE

cnpamo naauedo (95% CI) 18,9(6.9,51.,9) 15,5(5,6,42.9)
p-CTOIHOCT <0,0001 <0,0001

MaxcHMAaJIeH HHCTOMETPHYCH

kananutert (ml), ceamuua 6 |[b}
CpenHa npomana Ha LS (SE) -4,0(13,9) 164,6 (13,6) 175,8 (13,7)

0

CI)P“““"‘E' cnipamo naauebo (95% 168,5 (132,4,204,7) | 179.8 (1435, 216,1)
p-CTOHHOCT <0,0001 <0,0001

be3 H¢eBOJITHH KOHTPAKIHH HA

AeTpy3opa, ceamuna 6 |bj
Han va nunara 6,6% 44.0% 55,0%
OTHOUIEHHE HA LAHCOBETE

cnipamo naauedo (95% CI) 11,95,3, 26,6) 18,6 (8,3, 41,7)
p-CTOHHOCT <0,0001 <0,0001

O0em npH NLPBATA HeBOJIHA

KOHTpPaKUHA Ha AeTpy3opa (ml),

ceaMuua 6 |bj
Cpenna npomaHa Ha LS (SE) 12,3 {14,7) 166,4 (14,4) 191,2 (14,6)
Paznuka cnpamMo nnauedo

(95% CI) 154,1(116,0, 192,1) | 178,9(140,4, 217,5)
p-CTOHHOCT <(,0001 <0,0001

MakcHMAJIHO HAJTATAHE HA

AeTPy30p2a NO BpeMe Ha

chxpanenue (cmH>0), ceamuua 6

[b]
Cpenna npomsana Ha LS (SE) -4.9(2,3) -33,1(2,2) -35,4 (2,2)
Pasnnka cnpamo nnauedo

(95% CI) -28.2 (-34,0, -22,3) -30,4 (-36,3, -24.5)
p-CTOAHOCT <(,0001 <0,0001

O61u pesyarar 3a I-QOL [¢],

ceaMHiNna 6
Cpeana npomsaua Ha LS (SE) 7.1 (1,8) 22,1 (1,8) 22,2 (1,7)

Pa3nnka ¢cnpamo nnauebo
(95% ClI)
P-CTOHHOCT

15,0 (10,4, 19,6)
<0,0001

15,1 (10,5, 19,7)
<0,0001

[-QOL = kauecTBO Ha }KKMBOT NPH HHKOHTHHEHUUA, LS = Hali-manbk kBaapat: SE = ctanaaptha

rpeuIKa

[a] [lensT HA nagueHTHTE, MOCTUrHANH noHe 73% HaMmaneHue npes ceamuua 6 cnpaMo U3XOAHOTO
HHBO Ha eNH30NTE HA UHKOHTHHEHUHA, € 62.5% u 57.6% cboTBeTHO B rpynuTe ¢ ducnopt 600 U u
800 U B cpasHeHHe ¢ 15,0% B rpynaTta ¢ nnauedo. CroTBeTHHTE Aan08€, nocTuramu none 50%
HaManeHue, ca 73.6% u 67,6% cnpamo 34.3%.
[b] B3 ocHOBa Ha nonyfauuaTa ¢ ypoAHHAMUYHH H3cneaBaHua (N=447), Tbil kaTo cneuuduryHy 3a
NPOYy4BaHETO YPOAHHAMHUYHH U3CIEABAHUA He Ca U3BBPWEHH NPU BCHYKK NaUHEHTH: N=148
(nnauedo). N=153 (ducnopt 600 U), N=146 (Iucnopt 800 U)
[c] ObwaTa ckana 3a ouenka Ha 1-QOL Bapupa ot 0 (MakcumaneH npobnem) no 100 (HAMa HUKaKbB
npobnem). CbolleHaTa MHHHMATHO BaXHA pa3iKka 3a odwara oueHka Ha [-QOL npu nonynauusta

C HEBPOrEHHA CBPBbXAKTHBHOCT HA AeTpy3opa € |1 Touku. 3HaunTeNHH NOJ0DPEHHA B CPaBHEHHE ¢




nnauedo ce HadMo1aBaT H 3a BCAKA OTAE/IHA OLEHKA HA AoMelHa (OrpaHHYHTENHO H30ArBaLLO
[IOBEACHHE, NMCHXOCOUHAIHO Bb3AeHCTBHE H COLHANHO CMYLUEHHE)

3HaUHTENHKH NOA00OPEeHN CNPAMO Naauedo B NPOMAHATA CNIPAMO HIXOJHOTO HHBO ce Habn1aBaT M B
ABeTe rpynu ¢ JIucnopt no oTHOWEHWE Ha 00ema Ha H3MPA3BAHE H YPOAHHAMHYHHA NapaMeTbp Ha
KOMNNAHbHC Ha AeTpy3opa. B aonbaHeHHe KbM CEUHPHYHOTO 32 HHKOHTUHEHUHMATA Ka4e€CTBO Ha
®#HBOT., CBBP3AHO CbC 3ApaBeTo. H3MepeHo upes 1-QOL. o0woTo sneyaTaeHte HA NayuHeHTa OT OTroBopa
HA NE€UYEHHETO. H3IMEPEHo Ype3 7-TOYKOBA CKajla 3a OLUEHKA (0T ..MHOI0 no-100pe™ 10 ..MHOIC No-371€™).
MOKa3ea 3HA4YUTENHO No-100bp OTTOBOD ciaea neveHue ¢ JucnopT B cpaBHeHHKe ¢ nhauedo.

3a BCHYKH KpalHM TOUKH Ha ehpUKACHOCT MALUEHTHTE €A HMAH NOCTOAHEH OTIOBOP NPH NOBTOPHO
nedeHue ¢ Jlucnopt; uMa 426, 217 4 76 nuua, kouTo ca nonyuHny noHe 1, 2 1 3 neuerus ¢ ucnoprt.
CpeaHOTO HaManeHHe Ha CEAMUYMHHUTE eNU304H HA YPHHAPHA HHKOHTHHEHUHSA HA ceIMHLA 6 NPU BCHYKH
kypcose ¢ ucnopr e -21,2 no -22.3 3a Aucnoptr 600 U n -21.3 00 -23.7 3a Hucnopt 800 U,

MeanaHaTa Ha BPEMETO 3a NOBTOPHO JeyeHue € 0T 39 10 47 ceaMULH CNEA NPOBEXAaHe Ha
NbPBOHAYANHOTO NeyeHue ¢ Jdnucnoprt, spnpeku ye noseye ot 40% ot nvuaTta He ca noNy4Yuwiu NOBTOPHO

nedeHue o0 48-ta ceaMuLa.
5.2 QapMaKOKHHEeTHYHH CBO#CTRA

[1poBexaaHeTo Ha apMaKOKHHETHYHH H3MHTBAHHA ¢ OOTYNHHOB TOKCHH PH KMBOTHH Cb3aBa
npobsieMy Nopaay BUCOKATA AKTHBHOCT, MANKKHTE TEPANeBTHYHH A03H H BHCOKOTO MOJIEKYJIHO TErNO Ha
BELLECTBOTO U TPYAHOCTHTE, CBBLP3aHM C MApPKHPAaHe Ha TOKCHHA 3a NoJyvYaBaHe Ha J0CTAaTbYHO BHCOKA
cneurPrUyHa aKkTHBHOCT.

U3nuTBaHKA, NPOBEACHH C U3MON3BAHETO HA MAPKHPaAH ¢ TOKCHH Ca ftOKa3aNH, Ye CBLP3BAHETO HA
pPEeUENTOPUTE, KONTO €€ HACHLLAT, € CNEUUPHYHO H IUTBTHOCTTA HA TOKCUHOBUTE peLenTOpH € GakTop
AOMPHHACALL 32 BACOKHMAT MOTEHUWAN HA gelcTBHeE. [lpoyuBaHe 8bpxy 1030B0-3aBUCUMUS eeKT H
BPEMETO HA OTFOBOP NMPH MaNMYHH € NoKa3ai. Y€ NPH HUCKUTE A03H NHKOBHAT edeKkT ce 3abaes ¢ 2 a0 3
NHU W ce Habnwoaaea Ha 5- 6-TUA AeH cled HHXKEKTHPaHETO. [poabmKHTENHOCTTA HA ACHCTBHE.
YCTAHOBEHA Ype3 NPOMAHA HA CHMETPHATA HA OYHUTE AOBAKK ¥ Napanin3a Ha OUHUTE MYCKYJIU Bapupa
Mexay 2 ceaMHun U 8 mecena. [Mogodun npoMeHH ca Habn0AaBaHY W P XOpa H €a XapaKTepHO
¢BOHCTBO HA NnpoLeca Ha CBbP3BaHe, Pa3NnpoCcTpaHEHNE U NPOMEHH HA HUBO HEBPOMYCKY/iHA BPb3Ka.
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5.3 NpeakanHHYHA JaHHH 32 6e300ACHOCT

UnTpamyckynHo npuaoxkende (HanpevyHoHabpa3aeHH MyCKyJH)

[Tpu n3cnenpase Ha XPOHHYHATA TOKCHUHOCT, NPOBEACHO NPH MAbXOBE € A0 12 e AHHULH/ )KHBOTHO. HE €
HMano HHAKKALWH 32 CHCTEMHA TOKCHYHOCT. M3cneaBaHns Ha pernpoayKTHBHATA TOKCHHYHOCT NpH
OpeMeHHH NABXOBE H 3afilli NOKA3BaT, Ue €KEAHEBHOTO HHTPAMYCKYTHO NpUoxeHue Ha Komnaeke
TokcHB-XeMarnyTuHHH oT Clostridium botuli -num ™n A B 1034 79 ¢ ANHULM/KE ¥ 42 eaAuRUUW/Kr
PECNIeKTHBHO 3a NIBXOBE H 3aliLM, He BOAX A0 eMOpno/eTanHa TOKCHYHOCT, TexKa TOKCHHHOCT Ha
MaiikaTa, cBbp3aHa CbC 3arybara Ha eMOpHOHHM, e HabnaaBaHa NpH BLBEKAAHETO HA BUCOKH 0034 H IIpH
7BaTa BHJaa XKHBOTHH. KoMnnekc TokcuH-xeMarnyTHHUH oT Clostridium botalinum THn A He nokasea
TepaToreHeH eeKT HUTO NPH MJIBXOBE, HUTO NPH 3ailK, KAKTO H NPH B NPe- H NOCTHATANHOTO
NPOy4YBaHE B NbPBOTO MOKOJEHHE HA NABbXOBE. PEPTHAHOCTTA HA MBXKKHTE H XKEHCKHTE HHIUBHAH €
BTOPHYHO NMOHHXKEHA B PE3YATAT HA HAMANABAHE HA CNOCOOHOCTTA 3a YH(TOCBAHE B PE3YITAT HA
MYCKYJIHA Mapanus3a Nnpy NPUI0KEHHETO HA BUCOKH [I03H.,




[Tpu npoyuBaHe 3a TOKCHYHOCT NPH Ml NIbXOBE, TPETHPAHH CEAMHYHO OT Bb3pacTTa Ha OTOHBaAHE Npes
21-Bi nocTHaTaneH AeH 1m0 13-ceamiyHa Bb3pacT, CpaBHHMA ¢ Aeua Ha 2-roliiliHa Bb3pacT. A0 Mlana
pb3pacT (11 npuema B pamkute Ha 10 ceamnuu, n0 odua no3a ot npudauzuTenHo 33 eanHuun/kg). He ca
HaOMI0JaBaHH HEKEeNaHH e(QeKkTH BbpXy MOCTHATANHUA pacTeX (BKIHOUUTEIHO OUEHKA HAa CKEneTa).
PENPOAYKTUBHOTO. HEPBHOTO H HEBPONOBEASHUYECKOTO Pa3BUTHE.

EdexTHTE NPH HEKTHHHYHH NPOYYBAHHA HA PENPOIYKTHBHATA, MNANEKKATa H XPOHHUYHATA TOKCHUYHOCT
ca OrpaHHucHH 10 NMPOMEHH B HHKEKTUPAHHUTE MYCKYNH. KOETO € CBbP3AHO ¢ MEXAHH3MA Ha AeHCTBUE HA
KOMIUIEKC TOKCHH TUN A — xeMarnyTUHHH oT Clostridium botulinum.

HuTpaaeTpy3ypHO TPHIOKEHUE

[Tpy npoyyBaHHA 3a TOKCHUYHOCT ¢ €EANHHYHH J03H PH NIbXOBE U MAHMYHH HE €A OTKPUTH HaXOAKH,
CBbP3aHH ¢ KOMIIEKC TOKCHHE TUN A — xeMarnyTHHUH oT Clostriditm botulinum, B NTHKOYHUA MEXYP NpH
HUTO eaHa OT TecTBaHHTe Ao3M. [1pu go3u Haa NOAEL ot 67 U/kg npu nabxose v 40 U/kg npn maliMyHu
ca oTyeTeHu 3aryba Ha TeNeCHO Terno, HaMaleHa aKTUBHOCT # NPU3HALIH Ha PECNHPATOPEH AUCTPEC H
npu Agata Buaa. Te3uw npu3HauM ca NOKa3aTeHH 3a CHCTEMHA TOKCHYHOCT, KOATO € HabmioaaBaHa » npy
HEKTHHNYHUTE NPOYYBAHUR, MPOBEACHHK 3a OLEHKA HA D€30MaCHOCTTA HA KOMMJIEKC TOKCHH THI A —
xemarnyTHHuH ot Clostridium botulinum B HanpevnoHadpasaeHaTa MyCcKyaaTypa.

6. PAPMAIIEBTHYHH JAHHH
6.1 CnucebK HA NOMOLIHHTE BeLieCcTBA

Yogeltiku andymuH
JlakTo3a MOHOXHApAT

6.2 HecbBMECTHMOCTH
To31 nekapCcTBEH NPOAYKT He TpAOBa Aa ¢e CMECBa ¢ APYIrH NEeKapCTBEHU NPOAYKTH, ¢ UIKIKOYEHNE Ha
H30poeHHuTe B TOUKA 4.2,

6.3 Cpok Ha rognoct
CpoK Ha roHOCT Ha Hepa3TBOpeHHA NPoAYKT: 24 Meceua npv Temneparypa oT 2 °C o 8 °C.

Cnen pa3rsapsHe € Aoka3aHa ¢cTabunHocT 3a 24 vaca npu temnepatypa ot 2 °C po 8 °C.,

OT MHKpPOOHOIOrHYHA MEeAHa TOUKA. NPOAYKTHLT TPAOBRa Aa ce H3N0N3B8a He3abaBHO. AKO He ce H3NoN3Ba
He3a0aBHO., NOTPEONTENAT HOCH OTFOBOPHOCT 3a NEPUOAA HA H3NOA3BAHE H YCIOBUATA HA ChbXPaHEHHE U
oOHKHOBEHO He TpsiOBa na npesuinasar 24 yaca npu 2 °C 1o 8 °C.

6.4 Cneunansu yc10BHSA HA CbXPaHEHHE |

HeoTBopeHu pnakoH TpadBa Aa ce CbXpaHABaT B XJIAAHNHUK, NpH Temnepatypa oT 2 °C o 8 °C
Jla He ce zampa3sasa.

Cnen ynotpeda 0CTaTBYHOTO KOJIHMECTBO 44 C€ YHHLLOXKH.

3a YCJOBHATA HA CbXPAHEHHUE CNEA PA3TBAPAHE HA NCKAPCTBCHHA NPOAYKT BHXTC TOHKA 6.3.




6.5 Bua v cbabpkaHHe Ha OIAKOBKATA

CtbkneH 0e3usereH dnakoH THn 1. ¢ xanoreHdyTunoea 3anyianka (Ph. Eur.) c anymHHHera odkaTka ¢
LEHTPAEH OTBOP W Kanaue.

®naxkoH oT 2 ml, cbabpxkay 300 eauHUUM DOTYJIHHOB TOKCHH THN A NPax 3a HHKEKUHOHEH pa3TBop.
OnakoBki no | nnn 2 ¢pnakoHa B xapTOHEHA Ky THA.

He scHukH BUAOBE ONAKOBKH Morar aa 0baar nycHaTH B npoaaxoa.

6.6 CneuyaJiHn npeana3Hn MePKH NPH BIXBLPJIAHE H paboTa
Hucnopt 300 U Tpabaa na ce mpeaAnncBa U A2 ¢€ HHKEKTHPA CaMO OT NOAXOAALLO O0YHEHH CNEeLMANUCTH.

MHCTPYKIHA 32 pa3pexaaHe

OTkpuTaTta UeHTpaiHa YacT Ha FyMeHara 3anylianka TpsOBa aa ce MoHMMCTH € aIKOXO0J HENOCPEACTBEHO
npeau npodusaHeto i, Tpabea aa ce Uinon3sa cTepuana Hrna HoMep 23 uau Homep 23.

Hucnopt 300 U Tpabea ga ce mpuaara HHTPaMy<CKyJHO, HHTPAAEPMANHO HIH NOAKOXKHO.

Bcekn ¢nakoH e caMo 3a eAHOKpaTHa ynoTpeda.

MHCTpYKUHKTE 3a pa3TBapsHe ca cneurdryHu 3a scexu pnakod ot 300 eanHuun. Ot 1e3u odemu ce
NONy4aBaT KOHUEHTpaUHH cneundu4HH 3a ynoTpedara NpH BCAKa HHAHKAUHKA, C H3KAIOUYEHHE Ha
HHAHKaLHATA 3a YpHHAPHA HHKOHTHHEHUMWA AbJDKALLA CE€ HA HEBPOreHHa CBPbXAKTHBHOCT Ha AETPY30pa.
33 KOATO HMA CnePUUHH HHCTPYKIUH (BHAKTE NO-A0NY).

. —_— - —_— —— —_—— e —

[lonyuenu noioeu ' Paizteoputen™ 3a |

. €IMHUUK Ha mL - nakou 300 U
500 U 0,6 ml _
200U 1,5 ml i
100 U Imi |

¥*HaTPHEB XNOPHA HHXKEKUHOHEH pa3TBop De3 KoHcepeaHT 9 mg/ml (0,9%)

3a cNacTUYHOCT MPH MAUKMEHTH C ACTCKA LepedpanHa napanuia U POoKaniHa CNacTHYHOCT HA FOpeH
KpaliHHK MPY NEeAHATPHYHU NALHEHTH ¢ JETCKa uepedpanHa napanu3a, KOHTO C€ J03MpaT KaTo eAMHKLUA
CNIPAMO TENECHO TErN0, MOXKE J1a C€ H3INCKBA AONBJHUTENHO pa3pexaaHe 3a Aa ¢e A0CTHIHE PHHANHUS
00eM 3a HHWEKUHA,

[Tpyu pa3TBapsAHE MONYYEHHAT pa3TBOP € Oe3uBeTeH.,

HHCT[!!I{HHH 3a paipexaade NNpH YPHHADHA HHKOHTHHCHIIHA, ILJAKANA €€ HA HEBPOIr€¢HHA

CBPBLXAKTHBHOCT HA JeTpYy30opa:
OO0 MAT pe3yaTar ciea NoAroToskara e HeobxoauMuaT pazteoped ducnopt 15 ml 3a nHXeKTUpaHe aa

Obae pa3znpenencH nopasHo Mexay Ase cnpHHUoBKK OoT 10 ml, kato Bcaka cnpuHUOBKa cbAbPxka 7.5 mi
pa3TBOPEH JIHCNOPT Cbe ChbllaTa KOHUEHTPaLUS.
Cres peKOHCTHTYHPAHE B CMPHUHLIOBKATA AEKAPCTBEHUAT NPOAYKT TPAOBA Aa €& M3NO3Ba He3adaBHO.

HHCTDYKIHH 38 PA3DEKIAHE NDPH H3M0aA3BaHe HE daakolun oTt 300 U

¢ 3a nx03a or 600 U: Cw3naiite pasteop oT Aa dnakona no 300 U ¢ 1,5 ml uuxkekunoHeH pasteop
Ha HATpUER XNopHa 9 mg/ml 6e3 koHcepBaHT. B nbpBaTa cnpuHyoska ot 10 m] u3rernere
BcHukHTE 1,5 ml oT nbpeud ¢pnakoH. a BbB BTOpaTa cnpuduoska ot 10 ml n3trernere 1.5 mi ot
BTOpuA (JaKkoH. 3aBbplueTe pa3TBapAHeTo, KaTo N100aBHTe 6 Ml HHKEKLUNOHEH pa3TBOpP HAT
xaopua 9 mg/ml 6e3 KoHCepBaHT B ABETE CNPHHUOBKH H pa30npKaiiTe BHHMATE/HO.




Taka we ce noayyat ase cnpuHUOBKH OT 10 ml, Bcska 0T KOHTO ¢cbABPAKA No 7.5 ml.
ocurypsasawu odowo 600 U ot pasreopeHus Dysport.

e 3a no3a ot 800 U: Cw3naiite pazteop oT Tpu ¢aaxoHa ot 300 U ¢ 1,5 ml uHKeKLUHOHEH pa3TBOp
Ha HATpHEB XJiopuAa 9 mg/ml Oe3 KoHcepBaHT. B nbpsata cnpiHuoska o1 10 ml witernere
pcuukHTel,5 ml ot nbpeHa ¢aakox u 0.5 ml ot BTOpHsA (pnakoH. BbB BTOpaTa cnpiHuoska ot 10
ml u3rernete 0.5 ml ot BTOpHR dnakor v BcHuknTe 1.5 ml oT TpeTHa dakoH. 3aBbpLueTe
pa3TBapAHETO. KaTo 400aBuTe 3,5 ml HHKEKUHOHEH pa3TBOP HAa HATPHEB Xnopua 9 mg/ml 0e3
KOHCEPBAHT B IB€TE CNPHHUOBKH H pa30bpKaTe BHHMATENHO.

Taka we ce nony4yuTe Ae crnipHHUOBKH oT 0o 10 ml. BcAka oT kKOUTO cbabpxka 7.5 ml,
ocurypsasauiy 0owo 800 U ot paszTBopenus Dysport.

HHeTpYKIHR 3a pa3pexaaHe NPH H3IN0A3BaHe HA KomOuHaunsa or paakodn ¢ S00 U n 300 U

(npuaoxEMO camo 3a g03a ot 800 U)
3a po3a ot 800 U: ®aakodbt ¢ 500 U ce pasteapa ¢ 2.5 ml HHKEKUMOHEH pa3TBOP Ha HATPHEB
xnopHa 9 mg/ml 6e3 xoHcepBaHTH. a pnakoHsT ¢ 300 U — ¢ 1.5 ml duznonoruueH pasteop 6e3
koHcepBaHT. B nxpeata cnpuHuoska o1 10 ml usternere 2 ml ot ¢nakona ¢ 300 U. Bvs BropaTta
cnpyHUoBKa oT 10 ml narernere ocrananute 0,5 ml ot paakona ¢ 500 U ¢ Beuukute 1.5 ml ot
¢nakoHa ¢ 300 U. 3apbplueTe pa3TBapsaHeTo. kaTo AodaBuTe 5.5 ml HHXKEKUHOHEH pa3TBOP Ha
HaTpueB xnopua 9 mg/ml 6e3 KOHCEepPBaHT B ABETE CNPHHLOBKH H pa3bbpkaiite BHUMATENHO.
Taka e ¢e noay4at Ase cnpuH1oBkH OT 10 ml, Bcsika OT KOHTO cbabpka 7.5 ml, ocurypsasauu
o6wo 800 U ot pazTBopeHns ucnopr.

HixsbpiaaHe
Besnara cnen nevyeHune Ha nayueHTa BeskakBu octarsuu Ha Jucnopt 300 U, konto moraTt aa Obaat BbB

¢pnakoHa WK B CNPUHLOBKATA TpAOBa 44 ce HHAKTHBHPAT 4pe3 pa3spelcH XHNOXJAOpHaeH pasTBop (1%
ChabpXaHue Ha xn0p). Cnea ToBa BCHHKY OCcTaTblUl TpadBa Ha ce W3XBbPAAT, Cna3paiky cTaHjapTHaTa
bonHuyHa npoueaypa. Pa3nsar, Jucnopt 300 U ce w3bbpcBa ¢ nonuBatly njart, HaNoOeH ¢ pa3peacH
XHUMOXNOPN/AEH pPa3TBOP.

7. NPUTEXATEJ HA PASPEUIEHHETO 3A YIIOTPEBA
[PSEN PHARMA,

70 rue Balard
75015 Paris,

QpaHUUs
8. HOMEP(A) HA PAZPEUIEHHETO 3A YIIOTPEBA
Per. Ne: 20140212

9. JATA HA ITBPBO PAZPELIABAHE/ITOJHOBABAHE HA PAZPEIUEHHETO 3A
YIIOTPEBA

Jlata Ha nbpBO paspewaBane: 16.07.2014
Iata na nochendo noaHosseade: 26.07.2019

10. IATA HA AKTYAJIH3ZALIUA HA TEKCTA 04/2025




