KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

—

W3NBIIHUTENHA ATEHUMA N0 JIEKAPCTBA: |

1. HUME HA JIEKAPCTBEHMUA IMTPOAYKT

Antoznenc 200 Speywood eannudun/ml WHXKEKLIMOHEH pa3TBOP .Pagpomm Ne
Alluzience 200 Speywood units/ml, solution for injection
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2. KAYECTBEH U KOJIMMECTBEH CbCTAB

Komnneke TokcHH-xemarnyTtuuun ot Clostridium botulinum tan A (Clostridium botulinum toxin type
A haemagglutinin complex) 200 Speywood eaunuun/mi.

EauHuumMTe GOTYJIMHOB TOKCHH HE €a B3aUMO3aMEHAEMH MEXAY Pa3sNIUUYHHUTE NPOAYKTH.
[TpenopbunTenHuTe 4034 B Speywood €ANHHLUM Ca pa3iuiHy OT A03WTE HA APYTH NpPENaparH,
CbAbPXKALM DOTYIHHOB TOKCHH.

Bcexu ¢gnakon cbabpxa 125 Speywood eaunnuy B 0,625 mi pasteop.

3a NBJAHUA CTHCEK Ha NOMOLIHUTE BELECTRA BUAKTE TOUKA 6.1.

3. JEKAPCTBEHA ®OPMA

UiikekUuoHeH pa3TBop.
bucTbp, Oe3LBETEH pPa3TBOP.

4, KJHHUYHHA JAHHHU

4.1 TepaneBTH4HO NOKA3aHHE

AJHO3HEHC € MTOKa3aH 3a BpeMeHHO noaobpaBaHe Ha BbHUIHKA BUA HA YMEPEHH A0 CHIIHO H3paseHU
rnabenapHy 'bHKH (BEPTHKANHU OPBbUKYU MEXAY BEXKIUTE), KOUTO C€ BIKAAT [TPH MAKCUMAITHO
HaMpbLUBAHE TIPH BB3PACTHU MaLKUEHTH NOA 65-rOAHILIHA BB3PACT, KOraTo W3pPa3eHOCTTa Ha TE3H
6pbUKH MMa BAKHO NCHXOIOMMYECKO Bb3ACHCTBHE BbPXY MALHUEHTA.

4.2 Jlo3MpPOBKA U HAYHH HA NPHJI0KEHHE

o3uposka:
EAMHULIUTE OOTYIHHOB TOKCHH B NPOAYKTHTE CE padiKuaBaT Mnpy pasindHHUTC 1ICKapCTBCHH

npoAykTH. EAMHKUKMTE OOTY/IMHOB TOKCHH HE Ca B3aMMO3aMEHIEMH MEXILlY PasJIntHUTC NPOJYKTH.
[ IpenopbudTeNHUTE 1034 B Speywood €IHHULIK Ca pa3/WdHK OT 103UTE Ha ApYyI'H Nnpenapaty,
CbABLPKALLUM OOTYJIHHOB TOKCHH.

ITecduampuuna nonynayus
be3onacHOCTTA M epMKACHOCTTA Ha ANIO3HEHC NPH Aeua Ha Bb3pacT A0 |18 roauHu He ca YCTAaHOBEHH.
Ynorpebara Ha ANIO3HUEHC He e NMPENopbUBa NPH NALMEHTH Ha BB3pacT f1oa 18 rointu.

HauHnH Ha NpuJIcKEHHE:
Anto3ueHc TpabBa fa ce Mpujara caMmo OT JleKap ¢ NOAXOASALIA KBANHDUKALHA K ONIWT B TO3H B

NeyeHne M KOMTO pasnonara ¢ HeoOxoaumoTo odopyasade.

Eavn dnakon ¢ AnrosueHc TpaOBa 1a ce M3M0A3Ba 3a JIEUEHHE CAMO Ha €1IHH NaLue
eaHa npouenypa. [Ipeau npunodkeHHe OTCTpaHETE rpima U Ae3rHPexLupanTe KoKk
AHTHCENTHK.




UHTpaMyCKyTHHTE MHXKEKLIMK TpAOBa [a ce U3BBPILUBAT C MOMOILTa HA CTEPUIIHA UIJIa C MOAXOASL
pa3Mep.

UuTepBanuTe Ha J03MpaHe U JIEUEHHE Ce OMpPENEIAT B 3aBUCMMOCT OT OLIEHKAaTa HA MHUBUY AJIHUS
OTrOBOp Ha MalUeHTa.

CpeaHoTO BpeMe 110 HaYasIoTo Ha eekTa, CbOoOLIEHO CYOEKTHBHO OT MAaLMEHTHUTE, € 3 AHM (10-
rojisiMaTa 4acT OT NaLMeHTHTE ChoOIaBaT 3a €PEKT B paMKHUTE Ha 2 10 3 JHH, KATO HAKOH MAaLlUEHTH
cboOwaBar 3a edekT B paMkuTe Ha 24 yaca). EdexTsT ce HabmoaaBa 1o 6 meceua ciel

HHXXCKTHPAHETO.

HutepBaibT Ha leyeHHe He TpAaOBa Aa Ob/ie No-KpaThbK OT BEAHBXK Ha 3 Mecela.

anHOPL‘IHTeHHHTe TOYKH HA HHXXCKTHPAHE T1PpH rnaﬁenapuu I'bHKH Ca MOKd3dHH 1O-40J1Y.
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1. Myckyin kopyratopu (corrugator)
2. Myckyn npouepyc (procerus)

MHCTPYKUHH 33 NPUIIOKEHUE:
[IpenopbuurenHara no3a e 0,25 ml pasrsop (50 Speywood eauHHLIK), pa3/ie/ieHH MEXAY 5 MeCTa Ha
urxekrupane — no 0,05 ml pasreop (10 Speywood eaAMHHLM), NPHIIOKEHH HHTPAMYCKYJIHO BbB BCAKO
OT METTE MECTa: 2 UHXKEKLIMK BbB BCEKH MYCKYJI KOpYraTrop (corrugator) v €Ha B MYCKYJI

npouepyc (procerus), B 6JU30CT A0 HA30(QPOHTAIHUA BI'bjl. AHATOMUYHHUTE OPHEHTHPH MOrar Ja
ObJaT No-eCHO HACHTH(ULIMPAHH, aKO CE NMaJNMpaT U ce HaldJIr1aBaT MpH MaKCUMAaJIHO HaMpbllBaHEe
Ha nauMeHTa. [Ipean nHXeKTHpaHeTo nocTaBeTe najielua WM nokasajiena CH ruIbTHO 1oJ OpOUTaTHUS
pB0, 3a 1a HE Cce JI0NMyCHEe eKcTpaBa3alus noj opoutanHus pno. [1o Bpeme Ha HHXEKTHPAHETO
HAKJIOHBT Ha Urnara TpsadBa na 6b/1e HACOYEH HArope U MeAUaIHO. 3a Jja C€ HaMaJIi PUCKBT OT I1T03a,
u30arBaiiTe MHXKEKTHpaHe B 6JIM30CT /10 MYCKYJla MOBAMIay Ha ropHus knenad (levator palpebrae
superioris), 0COOE€HO NMpH MaLMEHTH C MO-LIMPOKH AECTIPECOPHH MYCKYJIHH KOMIUIEKCH Ha
Bexxnute (depressor supercilii). Uvoxkekuuure TpsOBa 1a ce 1ocTaBsT B LIEHTpaJiHaTa Yag
KOpyrarop (corrugator), Ha pa3cTosHue noHe | cm Haa opOUTanHus puoO.




Obuia mHdopMaLus

B cayuait Ha HeycneX Ha JICYEHHETO WIH NPH HaMANABAHE Ha e(EKTa CJie NOBTOPHO NMOCTaBAHE Ha

HH)KEKLIMH TpsAOBa [1a & M3MOI3BAT aITEPHATHBHU METOAH Ha JieueHue. B ciryyail Ha Heycnex Ha

NIEUYEHHETO CNEA MTbPBATa TEPANEBTHYHA MPOLUEYPa MOTAT Aa ce OOMMCIAT CNEAHHTE NOAXOIM:

* AHAIK3 HA MPHYMHUTE 33 HEYCMEX, HAMP. HHKEKTUPaHE Ha HEMTPABWIHH MYCKYJH, HEMOAXOAALIA
TEXHUKA HA HIDKEKTHpaHe K o0pa3yBaHe Ha aHTUTENa, HEYTPATU3IHPAILH TOKCHHA,

* NpeCcLICHKA HA YMECTHOCTTA Ha JICYEHHETO ¢ DOTYJIMHOB TOKCHH A.

4.3 MMporaBONOKAZAKHS

CBpbX4YBCTBHTEHOCT KbM @KTHBHOTO BEIHECTBO WIM KbM HIKOE OT MOMOILHHTE BELIECTBA,
H30poeHu B TO4Ka 6.1.

Hanuune Ha nHEKUHA Ha NPEANOKEHHTE MECTA Ha MHDKEKTHPAHE.

Hanuuxe Ha MMACTEHHS rpaBHC, CHHAPOM Ha Eaton-Lambert wnu amnorpoduuna naTepanta
CKNepo3a.

4.4 CoenHANHA NPEAYIPEXKICHHA H NPEANA3HRE MEPKH OpH ynoTpeba

Tpsbpa na ce BHHMaBa, 3a /1a C€ rapaHTHpa, Ye AJI03KeHC HAMa Aa Obae HIDKEKTHPaH B KPbBOHOCEH
ChA.

[Tpu nauMeHTH C aHaMHe3a 3a Aucdarus 1 acnupauusa HE ce NPENnopbYBa HIDKEKTHpaHE Ha AJTIO3HEHC.
HexenaHu peakLiy, BEPOATHO CEBP3aHH C pa3NpPOCTPAHEHHUETO Ha eeKTa Ha TOKCHHA Aaney oT
MACTOTO Ha MPWIOKEHHE, C€ CHOOIABAT MHOIO PAAKO NMPH OOTYIHHOB TOKCHH. 3aTPYAHCHHATA NPH
NperibilaHe H JHLIAHE Ca CEPHO3HK M MOraT Ja JOBeJaT A0 JIETAJIEH U3XO0/.

Cnen neveHue ¢ 60TynIHHOB TOKCHH A WM B ce cho01uasa 3a MHOTO peAKH CiTyHad ¢ NETAIEH H3XO[,
OHAKOra B KOHTEKCTA Ha Aucdarusi, MHEBMONaTHA (BKIOYHTENIHO, HO HE CaMO, JUCTHESA, AUXaTe/THa
HEAOCTATHYHOCT, PECITHPATOPEH apecT) WIIH MPH MAUKEHTH CbC 3HAYUTE/IHA ACTEHHA.

[MaupenTuTe TpadBa na ObAAT NOCHBETBAHH A4 MOTHPCAT HE3a0aBHO MEAULIMHCKA NOMOLLL, aKO
Bb3HMKHAT 3aTPYJHEHHR TIPH MperiabllaHe, FOBOP HWIH JHUIIAHE.

ANO3HEHC TPHGBE Aad C& HU3110/13B4a C MNOBHIICHO BHHMAaHHC TPH NMALMECHTH € PHCK OT H3pPa3CHH
HapyLI€HHUA HA HEPBHO-MYCKYNHOTO INpEAaBaHE WIH ¢ KJIHHHYHH JOKA3aTC/CTBA 34 TAKHBa
HapYLUCHHA. Te3n nalHeHTH MOXE a UMAaT NMOBHULICHA HYBCTBHUTCIHOCT KBM CPCACTBA KATO

OOTYIMHOB TOKCHH H C/Iefl JICYEHHETO MOXKE 1a Bb3HHKHE NIPEKOMEpHA MYCKYITHa ¢nadocT,

OT ChIIECTBEHO 3HAYEHHE € NPEAH NIPUICKEHHETO HA AJIIO3HEHC [1a Ce NPOYYH aHAaTOMUATA Ha
nyueTo Ha nauueHTa. Heobxoanmo € Ja ce B3eMe npeaBy HATHYKHETO Ha aCHMETPHS Ha JIMLIETO,
[TO3a, NMPEKOMEPHa AepMaroxanasa, 0ene3n U BCAKAKBY MPOMEHH B Ta3U aHATOMMSA B PE3yJITaT Ha
NPEAHILEHN XHPYPrUYHH HHTEPBEHLIHM.

C1o611aBa ce 3a CyxoTa B OuHTe npy ynorpeda Ha AJIIO3HEHC B OKOJICOMHUTE 001acTH (BXK. TOYKA
4.8). BaxxHo e aa ce o0bpHEe BHUMaHHME HA Ta3K HEXKENAHa peakums, Thi KaTO CYXHTE OYd MOrar Ja
MpeApa3nojiokKaT KbM HapylleHus Ha poroBuLata. Moxe 1a ca HeOOXOOWUMH 3AILKWTHH KAalKH,
MEXJIEM, 3aTBapAHEe Ha OKOTO C JIENEHKa WiH APYrHd CPEeACTBA 3a NPeAOTBPATABAHE HA HAPYIICHHUA HA
pPOrOBHLATA.

[IpenopbuHTENHATA 4038 H HECTOTA HA NPHIOKEHHE HA AMIO3HMEHC He TpAbBa Ja ce HaJBH

[Ipu nauueHTUTE, JIEKYBAHH C NIPETIOPHLUNTENHATA 1034, MOXKE /1a Bb3HUKHE NPEKOMED
chadbocrT.
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TpsabBa Aa ce BHHMAaBa, KOTaTO AJIFO3HEHC C€ W3M0A3BA NPH HANTHYHE HA BH3NANICHHE HA
MpeIOKEHHTE MECTa Ha HHXXKEKTHpaHe WM koraro ce Habnioaasa npekoMepHa ciaboct WIH aTpogus

Ha npuuennna(Te) Myckyn(u). Jloknansanu ca ciy4as Ha MycKynHa aTpodus chel ynorpebara Ha
OOTYJIMHOB TOKCHH (BXK. TO4Ka 4.8).

KaxTo nipH BCHYKH HHTPAMYCKY/HH HIDKEKLIMH, yNOoTpedaTa Ha AJIIO3HEHC HE Ce MPENophYBa NpH
naLMeHTH cbC 3a6aBEHO KPbBOCHCHUPBAHE.

Beeky GrakoH ¢ ANIO3HEHC 3aab/DKHTENTHO TPA0Ba Ja ce M3MOA3Ba 3a JIEYEHHE Ha €IMH MALHEeHT NO
BpeMe Ha e€Ha npoLeaypa.

OcCTaHaN0TO KOJHYECTBO HEM3NOM3BaH MPOAYKT TPAOBa Aa ce H3XBBPJIH NO HAYHUHA, OTTUCAH B
To4Ka 6.6. 3aab/DKHTENIHO TPAOBA /1a c€ B3eMaT CNeUU(pHYHN NPEANAa3HK MEPKH 338 HHAKTHBHpAHE H
H3XBBPJISHE HA HEH3NOA3BaHUA pa3TBOp (BXK. TOUKa 6.6).

OOpazyBaHe Ha AHTUTENA
[1pu HIDKEKTHpaHE Ha MO-4YeCTH HHTEPBAIM WIH NPH NMO-BMCOKH A03H MOXKE Ja CE YBEJIH4YH PHCKBT OT

obpazypaHe Ha HEYTPaNU3HPALLH aHTHTENa KbM DOTYJIHHOB TOKCHH. OT KIIHHHYHA [VIeJHA TOYKa
o6pa3yBaHeTo Ha HeYTpaJH3HpaLl¥ aHTHTENA MOXE Ja HaMaTW ePHKACHOCTTA Ha NOCICABALIO
NEYEHHE.

[1pocneAUMOCT
3a na ce noaoOpH npocneaMMOCTTa Ha OHONOTHYHHUTE JIEKAPCTBEHH MPOAYKTH, HMETO H MapTHAHHAT

HOMEP Ha NPUNOKEHUA NPOAYKT TpAdBa ACHO Aa ce 3aIMCBaTr.

CoAbp)KaHHUE HA HATPHHA:
Tosa nekapcTBo chabpXKa no-mManko ot 1 mmol Hatpuii (23 mg) Ha ¢paakoH oT 125 eauHuLM,

T.€. MOXKE /1a CE€ KKe, Y€ MPAKTHYECKH He ChIbPXKa HaTPHH.
4.5 BianmoneiicTBae ¢ APYrH NeKapcTBEeHH NPOAYKTH H APYrH GOPMHE Ha BiauMoaeHcTBHE

EnHOBpeMEHHOTO JiedeHHe ¢ AJIO3MEHC H AMHHOT/IMKO3HIH WIH IpYyTH CPEACTBa, MOBAHABALIH
HEPBHO-MYCKYJIHOTO TipeAaraHe (Hanp. KypapenoaoOHu cpeacTa), ciie/iBa 1a CE H3MOMN3Ba

€ AMHCTBEHO C NMOBHILEHO BHUMaHKE, Thil kaTo eeKThT Ha HOTYIMHOBHA TOKCHH MOXeE Ja Ob/e
38CHJIEH.

He ca npoBexXaaHK NpoyyBaHHA 3a B3aHMOACHCTBHATA.
4.6 PepTHAHTET, (PEMEHHOCT H KbpPMEHE

bpeMeHHOCT

Hma orpasnueHH gaHHH OT ynoTpebara Ha OBOTYIMHOB TOKCHH THUI A MpH OpEMEHHH XKEHH.
[IpoyuBaHKATa NPH XKKBOTHH HE MOKA3BAT MPEKH WM HETIPEKH BPEAHH €(PEKTH, CBBLP3aHH C
penpoAyKTHBHA TOKCHYHOCT (BXK. ToukKa 5.3). KaTto npeanasHa Mapka AntosdeHc He TpabBa na ce
H3MoJI3Ba M0 BpeMe Ha OpPEeMEHHOCT.

KbpMeHe
He e W3BecTHO Aanu AUTIO3HEHC C€ EKCKpEeTHPa B KbpMara. AJTIO3HEHC He TpaOBa 1a ce W3noJ/I3Ba Mo

BpEME HA KBPMCHC.

GepTHIHTET
JIMNCBAT KVMHHYHM JAHHH OT H3C/Ie/IBaHe HA eEKTa Ha AITIO3HEHC BbpXy GEpTHIHTETAA) ﬂﬁw o

OOKA32TEJICTBA OT NPOYUYBAHHUA NPH XKUBOTHH 3a NMPAK edeKT Ha AJIIO3HEHC BBPXY (e Ak
Touka 5.3).




4.7 EdexTn BLpXy cnocobHOCTTA 32 IO HPaHe H padoTa ¢ MALIKHR

AJTIO3UEHC MOBAKABA B MAJIKa MJIM YMEPEHA CTeMNeH CocoOHOCTTa 3a WwodupaHe U paboTa ¢ MallUHH.
CriuecTBYBa NOTEHLUHANEH PHCK OT JIOKATH3UPAHA MYCKYJIHA caboCT MK 3PHMTENIHH HApYLUEHH,

CBBP3aHH ¢ ynotpedaTa Ha TO3H JIeKapCTBEH NPOAYKT, KOMTO MOTaT Aa A0BEAAT A0 BPEMEHHO
HapylLeHne Ha crnocoGHOCTTAa 3a WodrpaHe H paboTa ¢ MaIIHHH.

4.8 Hexenanu JeKapcTBeHH PEaKiiH

O60011cHHE HAa npodhuna Ha O6e30MacHOCT

[ToBeueTo HEKEJIAHH PEaKLMM, CHOOILIEHHN NPH ANKO3HEHC B KITHHHYHK U3NIHTBAHHA, ca C JIEKa 10
yMepeHa HHTEH3HBHOCT M ca o0paTHMH. Hal-uecTo choO1aBaHUTE HEXeNlaHH peaKl(HH ca
rinaBobosiMe H peakuyn Ha MACTOTO Ha MHKekTUpaHe. [Ipy MHOrokparHo JiedeHHe YecToTaTa Ha
HeXeJIaHHTe peakKLMH OOMKHOBEHO HaMasaBa.

HexenaHH peakiiui, CBbP3aHH C pa3npOoCTPAHEHHETO HA e()eKTa HA TOKCHHA Aaney OT MACTOTO Ha
NPUIOKEHHE, Ce CHOOLABAT MHOTO pAAKO NpH 6OTYAMHOB TOKCHH (TIpEeKOMEpHa MYCKYnHa ciabocr,
oucgarks, acnHpaLHoHHa NHEBMOHHA ¢ daTtasieH H3X04 B HAKOH cayyaH) (BXK. Touka 4.4).

HexxenauuTte peakiiy ca [peICTABSHH Bb3 OCHOBA Ha JaHHUTE OT OCHOBHHU Mauebo-KOHTpOIMpaHH
KJIUHHYHH M3NUTBAHHA ¢ AJIIO3HEHC, KAKTO B OT OCHOBHH IN1alle00-KOHTPOJAMpPaHH MPOYUYBAHHKA ¢
npaxooOpa3Hata GOpMYTHPOBKA Ha ChIOTO AKTHBHO BELIECTBO M Ca OPraHM3UpaHH CIIOpe], OCHOBHUA
cucremo-opraneH Kkiaac (COK) 3a Bcexu npeanountad TepMiuHd B MedDRA (Tabnuua 1).

O600111cHHE HA HEXKENTAHWTE PeakliMK B TaGNHYEH BUA
YecroTara Ha HEXKENAHWTE PEAKLUH Ce KIACHPHLIMPa, KaKTO ClieaBa:

mHoro dectd (> 1/10); ywect (& 1/100 po < 1/10); newectu (= 1/1 000 ao < 1/100); peaxku (= 1/10 000
1o < 1/1 000); muoro peaku (< 1/10 000); ¢ HenzsecTHA YecTOTA (OT HANNMYHHTE JaHHH HE MOXKE Aa
ObAc HampaBeHa OLICHKA).

Tabnuua 1: Hexxenanu fiekapcTBEHH peakuui, HabnioaapaHu NpH KMUHUYHH NPOYUYBAHUA

HapyuicHus Ha HepBHATa MHoro uecTy

CHCTEMA ['naBobonue;

YectH

Jinuesa napeza®

HeuecTH

| Jamasnocr*
HapyuieHus Ha ouuTe YecTu

[IToza Ha Knenaunre, OTOK Ha Kienadure, NTo3a Ha

BEKANTE, CYXO OKO, MOBUIUCHA TAKpUMAaLUA,

acTeHonMa ™, MyCKYJIHO noTpeneaHe (NOTpENBAaHE Ha

MYCKYJIUTE OKOJIO OKOTO)*

HeuecTH

[ToTpenBane Ha KNenaunTe, 3pUTENHO yBpeXKaaHe¥,

3aMBIIICHO 3peHHe™, aurnonus™®

Peaku
| Hapymenune Ha ABHKEHHMETO Ha ouuTte*

OB HapyumeHHUs U edpexktH | MHoro yecty

Ha MACTOTO Ha NpWwioxeHKHe | PeakllMH HA MACTOTO Ha
HIDKEKTHpaHe (neprHopOuTaneH XxeMaToM, XeMaToM,
NOCHHABaHe, O0NKa, napecTe3ns, epyUTEMa, NOAYBaHS
copbex, oToK™, 0OpuB*, ApazHeHe*, anckompopr*
napeHe*), acrenua®*, ymopa*, rpunonoaodHo
3abonapaHe”




HapylueHns Ha UMyHHATa Heuectn
cucremMa CBpBbXYYBCTBHTEHOCT (O4YHA aneprug,
. _ CBPLX4YBCTBUTENHOCT, OOpHB)
HapyilieHMs Ha KOXaTa U HeuecT
NOAKOXKHATA ThKaH OOpuB®, cupbex™®
Peaku
L . | Yprkapus*

* TIOITBIIHMTENHIK HEXENaHH JIEKAPCTBEHU peakLUH, HabnoaaBaHu caMo NpH npaxoodpa3znara
¢opMyJIHPOBKA HA CBIOTO AKTUBHO BELECTBO B KIIMHUYHH H3NHTBAHUA

[1oCT MAPKETHHIOB ONHT

CucreMo-opraHeH Kiac HexenaHa ieKkapcTBEHA PeaKLng
HapymeHHs Ha HepBHaTa CHCTEMA C HeH3BECTHA YECTOTA

HapyuieHus Ha MYCKYJIHO- MyckynHa atpodus C HeM3BeCTHA YeCTOTA
CKEJIETHATa CHCTEMA W
ChEAMHHUTENIHATA ThKaH

Crobi11aBaHe Ha NORO3IUPAHH HEXKEIAHN PCAKUHH

CboO11aBaHETO Ha MOAO3HPAHH HEXENAHH PEaKLMK Clie] pa3pelliaBaHe 3a yroTpeda Ha JICKapCTBEHHA
NPOAYKT € BaxHO. ToBa nNo3Bossa Aa NpOALDKH HAaONMIOAEHHETO HA CHOTHOWEHHUETO NON3a/PUCK 32
NeKapCTBeHMA NMPOAYKT. OT MEAULIMHCKUTE CNIELHAJIUCTH e M3MCKBA a choOluaBar Beaka
NOAO3IUPAHA HEXKENAHA peaKLiUs upes

H3msnuuTenHa areHuns no JeKkapcTaara

ya. ,.,JlamsaH I'pye“ Ne 8

1303 Codus

Ten.: +35 928903417

yebcaitt: www.bda.bg

4.9 IIpeno3zupane

[IpekoMepHHTE A03H OOTYTHHOB TOKCHH MOTAT A& NpeaH3BHKAT HEBPOMYCKYIHA C/1adOoCT ¢ pasjiHuHK
cHMNTOMH. KOrato npekoMepHHTE A03H NPHYMHAT NApAIH3a HA AUXATESIHHTE MYCKYJIH, MOXKE [a C¢
HAJI0XKH MOANIOMAaraHe Ha AuiaHeTo. B ciyuait Ha npegosupase nauueHTLT TpAdGBa Aa Obae noa
NIeKapcKo HAONIOAEHHE 38 CHMIITOMH Ha NMPEeKOMEpHA MYCKYJHA cnabocT wid MycKyJiHa napasnunsa.
Moxe na € HeobxXoaHMO CHMITTOMATHYHO JIEYSHHME.

CHMINTOMHTE Ha NpPea0o3HpaHe MOXKE 18 He ce NMOABAT BeAHAara cliell HHXKXEKTHPAHETO.

[Ipy nauueHTH CbC CUMNITOMH Ha Npeao3KnpaHe Ha 60Ty1HHOB TOKCHH (Hamnp. KOMOHMHALUKA OT

MycKyiHa cnaboct, nTo3a, AXTUIONMSA, HapyLIEHHS Ha NPenTbIIAHETO ¥ FOBOpa WITH Napesa Ha
JAHXATENTHUTE MyCKyH) TpabBa na ce o6MHCIH XOCUTANK3aLIUS.

5,  ®APMAKOJIOITMYHHM CBOMCTBA
5.1 PapMakoAHHAMEYHHE CBOiicTBA

dapmaKkoTepaneBTH4HA rpyna: J[pyru MyCKyJIHH pesiakCaHTH, CPpeACTBa ¢ nepudepHo acH
ATC xon: MO3AX01

MexaHH3EM Ha JelicTBHE




QOcHOBHMAT apMakoAMHaAMHUYEH ePEKT Ha DOTYNHHOBUA TOKCHH THI A € XHMHYHA ICHEPBALUA Ha
TPETHPAHHA MYCKYJ1, KOATO BOAM A0 H3MEPHMO HaMalsBaHe Ha OTEHLHAaNa 38 KOMOMHHPAHO
MYCKYJHO aeiicrBre. ToBa BOAH A0 JIOKATHO HAMANIABAHE HA MyCKY/THaTa aKTHBHOCT.

BOTYJIMHOBHAT TOKCHH THII A € MYCKYJIEH PElJaKCaHT, KOHTO BPEMEHHO OTC/1a0Ba MyCKY/IHATa
axTUBHOCT. Crieq HIDKeKTHpaHe OOTYNHHOBUAT TOKCHH THI A eiicTBa upe3 OnokupaHe Ha
TPAHCIIOPTAa HA HEBPOTPAHCMHTEPA ALIETUWIXOJIHH TIPe3 HEPBHO-MYCKYJIHATA BPb3Ka, pPasnoioxkeHa
MEXAY HEPBHOTO OKOHYaHKE H MYCKYJIHOTO BIIaKHO. B MexaHu3Ma Ha NEHCTBHE Ca BKIHIOYEHH YETHPH
OCHOBHM €Tana, BCeKH eHH OT KouTo TpadBa aa PyHKUMOHHpa NPaBHIHO, 3a a e MpOABH
AKTHBHOCTTA Ha TOKCHHA. JlelicTBHETO MMa 33 pe3yJITaT CMUpaHe Ha CbKPAaLLaBaHETO Ha LIENIEBHTE
MycKyJH. EQekThT npoab/Dkaea 3a ABTBI IEPHOA OT BpEME, AOKATO BPL3KATa CE BB3CTAHOBH H
MYCKYJ/IHATa aKTHBHOCT CE€ BB3BbPHE.

KnuHnuha edpukacHocT H 6€30MacHoCT
O6mo 372 natMeHTH ¢ YMEPEHO [0 TEKKO U3pa3eHHU rnadenapHH MbHKH ¢a JIEKYBaHH B 2 OCHOBHH

M3MUTBAHMSA, KaTo 250 oT TAX ca nonyvyasaiu npenopbuMTenHara ao3a ot 50 Speywood eaunuuy, a
122 — iauebo.

[To-ronsMara 4acT OT NMauHeHTHTe cyOeKTHBHO ChoOILABAT 3a e(eKT B paMKUTE Ha 2 A0 3 JHH,
BKJTIOYKTENHO B paMKHUTE Ha | AeH npH 23% OT nauMeHTHTE.

TensT Ha NaLMEHTHTE ¢ OTTOBOP CNOpE] OLCHKATA Ha W3caeaoBaTens 1 Mecel ciel MHXKEKTHPaHETO €
CTATHCTHYECKH 3HAYHMO NMO-BHCOK IIPH NALMEHTHTE, IEKYBAHH C AJIIO3HEHC, B CPABHEHHE C
nonyuasanuTe niauedo (IM-pBUYHa KpaliHa Touka), KoeTo ce Habioaasa U BbB BCHYKH ApYrH
MOMEHTH OT Bpeme oT 8 AHH 10 6 Meceua (Tabanua 2).

Tabauua 2: OueHsBaHe 0T H3CJICAOBATENA NO BPEME Ha JIMUHO MOCEUICHHE H IPH MAKCHMATHO
HaMpbLUBaHe — A1 Ha nauMeHTHTe ¢ oTroBop (%) B pa3TIuyHH MOMEHTH OT BpEME

ITocemenne cien /Alluzience [Lhane6o l
pmxexTHpanero (N = 250 (N =122)

8 nHM 80,0% 12,5%

|1 mecell 87,6% 12,5% |
2 Mecela [76,8% 11,7%

3 mecelia 11,7%

4 mecelia 11,8%

5 Meceua 10,9%

16 Meceua 10,9%

3abenexxa: [launeHT ¢ oTroBOp ce RedHHHpA KaTo MALMEHT, IIPH KOWTO CTENEHTA Ha TEXECT € YMEPEHA HITH TEXKa Ha
U3XOAHOTO HHBO H JIMTICBAT OPBbYKM HIIH CTENEHTA Ha TEXECT € JICKa NPH NaleHO NOCEIICHHE,

[Ipu gena Ha nalHeHTHTe ¢ OTTOBOP, MPEACTARMRBALY MEPBUYHATA KpaiiHa To4Ka 3a epuKkacHoCT B [en 29, ¢ Hannue
CTATHCTHYCCKH 3HAYHMa Pa3finKa B CPaBHCHHUE CbC ChOTECTHHA AA Ha MAUHEHTHTE € OTroBop nip niauedo (p < 0,0001).
[lpu Aena Ha MAIMEHTHTE ¢ OTTOBOP B APYTH MOMEHTH OT BPEME € HAHLIE pas/iHKa B a0COMOTHHTE CTORHOCTH B CPABHEHHE
ChbC CHOTBETHHSA [5U1 Ha NALMEHTHTE ¢ OTroBop NpH niaueto (p-crolHocrrre Bapupar ot < 0,0001 a0 0,0008).

JleabT HA NAUHEHTHTE C OTTOBOP CMOPEA CAMOOLIEHKATA Ha MaLMeHTa € NO-BUCOK NPH NALHEHTHTE,
NEXYBAHH ¢ ANIO3HEHC, B CPABHEHHE C NOJTy4YaBaiuTe Iauebo BbB BCHUKH MOMEHTH OT BpEME OT
8 nuu g0 6 Mecewa (Tabnuua 3).

Tabnuua 3: CaMOOLIeHKa Ha NALMEHTA — AN HA MAlMEHTUTE ¢ OTroBop (%) B pa3iIH4HH MOMEHTH OT
BpEME

Tlocemenne c1en Al-luzience




INocemenne caenjAlluzience Ilnanebo
HRkeKTHpaHeTo (N=250) = 122)
4 mecells 32,7% 4,3%
Smecenla |23,1% 4,3%
6 Mecea 15,1% 2,6%

3abenexka: [lauHeHT ¢ oTroBOp ¢€ AchHHMPA KATO NMAUMEHT, ITPH KOHTO CTENCHTA Ha TEXKECT € YMEPEHA HIIH TEXKa Ha
M3XO0JHOTO HHBO U JIMNICBAT OPBYKH HIH CTEMEHTA HA TEXECT € JIEKa NPH A8ACHO NMOCCIUCHHUE.

Ipu nena Ha MALUMEHTHTE C OTIOBOP BbB BCHYKH MOMEHTH OT BpeMe € HaTHLIE pas/ika B abCOMIOTHHTE CTOHHOCTH B
CPABHCHHE CbC CHOTBETHHSA AT Ha MALMEHTHTE ¢ 0TroBop NpH naauedo — p < 0,0001.

HuBoTo Ha yaoBneTBOpEHHE Ha nauHeHTHTe 1 Mecel] ciiel MEDKEKTHPaHEeTo nokassa, 4ye 85,2% ot
NALUHEHTHTE, NOTYYWIH AJTIO3HEHC, ca OWiIH HWIH YAOBIETBOPECHH, WIH MHOIO YIOBNETBOPEHH, a
TAKOBA HMBO Ha YORJICTBOpPEHHE Ca HMATH 9% OT nauueHTHTE, NONYUYMIH IU1anedbo.

EcTeTHUHOTO H NCHXOIIOrHYECKOTO NnofodpeHue ca 6wiu HabmogaBaHU ¢ MOMOLITA Ha ckanure Face-
Q. INo orHOllIEHHE HA LANOCTHATA CKANA 33 BbHIUHUA BUJ HA JTHLIETO (KOATO BKIIOYBA OLICHKHUTE Ha
y4YacTHHLMTE 3a 6anaHC Ha JIHLETO, BLHILIEH BHA B Kpas Ha A€HA, CBEXECT Ha JINLETO, OTIIOYHHAN
BLHILEH BK/l, BEHIIEH BHA NPpH ChOYXK/IaHEe H BbHILEH BU/ NPH APKO OCBETICHHE) H CKAJIATA 32
NCHUXOJOrHuecko 61arochbeToaHHe (KOSTO BKIKOYBA OLICHKUTE Ha YYACTHHLMTE 33 YYBCTBO Ha
onobpenue, camonpuemane, KOMPOpT cbe cebe CH, HyBCTBO 3a 100po CHhCTOAHKE, XapecBaHe Ha cede
CM, YYBCTBO Ha IIaCTHE, YYBCTBO HA NPUBJICKATETHOCT H YyBCTBO Ha YBEPEHOCT) €AMH MeceLl Ceh
MHDKEKTHPAHETO MPH YYaCTHHLMTE, JIEKYBAHH ¢ AMmo3ueHc, ce Habmoaasa nofobpeHHe B OLIEHKATA MO
BCAKA OT TE3M CKAH B CPaBHEHHE ¢ NALHEHTHTE, KOUTO ca JIEKyBaHH ¢ ruauebo (abcomoTHa
croriHocT Ha p < 0,0001).

061110 595 nauMeHTH ca NMPeMHHANH 10 § LMKBNA Ha NiedyeHHe ¢ AMIO3HENC B 12-MeceuHo
ABITOCPOYHO OTKPHTO npoyuBaHe ¢a3a I11. Epuxacuoctra ce e 3anasuia npes nepuoja ot 12 Mecewia
crniopel OLIEHKATa Ha U3CNCAOBATEN, OLIEHKATa Ha NaLHeHTa, YIOBIETBOPEHHETO HA MALIHEHTA M
puiipocHHLMTE FACE-Q.

IlebT HA NALMEHTHTE ¢ OTTOBOP NPH MAKCHMAIHO HaMPBLUBAHE HA JIMLIETO, OTIpEAETIEH OT
nicaenosarens | Mecel| cnel MHDKEKTHPAHETO, C€ € 3anaswi 110 BpeMeE Ha LIHKJIHTE Ha MHOTOKPaTHO
mipkekTHpare (mexay 82,2% u 87,8%). CrorBeTHHTE AsNn0BE 3 Mecela Ciiel HHDKEKTHPAHETO BapHpaT
mexay 45,3% u 56,8% npes nerre UMKDIIA Ha JICYEHHE.

MaumenTrre (00mMo 595), nonyyaBanyd AO3HEHC MO BpeMe Ha 12-MeceueH nepuoa, ca Ounu
TECTBaHH 3a oOpasyBaHe Ha aHtHTena. He ca nonyueHH NoONoXKHTENHH PE3YNITaTH OT TECTA 3a
aHTHTENA, HEYTPAIH3IHpALUH TOKCHHA, PU HHKOH OT MaLMEHTHTE.

5.2 PapMaKOKHHETHIHHE CBOHCTBA

He ce ouaksa HanHune Ha M3SMEPUMH HHBA AMIO3HEHC B nepudepHaTa KphB cJieA HHTPaMYCKYJ/THO
MIDKEKTHpaHE Ha NpenophYMTEHaTa 03a. ETo 32110 He ca npoBexaaHH papMaKOKHHETHUHH

MpOY4YBaHHA.
3.3 Ilpeaxnaan4BA Jan8H 32 Oe3o0nacHOCT

[Ipn npoyuBaHMs 3a peNPOAYKTHBHA TOKCHYHOCT TPH IUIBLXOBE H 3alLM ce HabnloRaBa Texka
TOKCHYHOCT 34 MaifKaTa NpH BUCOKM J03M, CBbP3aHa Cbe 3aryba Ha uMruiantupaHute eMOpHoHH. [1pu
no3M, Kouto ca 60 1o 100 mbTH No-BHCOKH OT NMpenopbYHTENHATA 4032 3a Xopa (50 Speywood
eIMHHLH) CHOTBETHO TIPH 3alLIM H ILTbXO0BE, He ce Habmoaaea embpuoderanta TokCHUHOCT. [1pu Te3m
BHIOBE XXHBOTHH He ca HabmonaBaHH TepaToreHHH egekTH. [1pyu mibxoBe QepTHIHTETLT i
H JXEHCKHTE XXHBOTHH € OM1 MO-MaATBK NOpaaH HAMAJIEHOTO YH(TOCBAHE BCICACTBHE HA X H -
napanu3a NnpH BHCOKH RO3H.




B npoy4BaHe 3a XpOHHYHA TOKCHMHOCT, MPOBEJEHO NpPH ILTbXOBE, HAMA JaHHH 33 CHCTEMHA
TOKCHYHOCT NpPH OO3HK,

KOHTO ¢a 75 ITbTH No-rofieMH OT MPEnopBYHTENIHATA 1034 3a Xopa (50 Speywood eaHHKLIM), KaTo
JIO3UTE Ca pa3fie/iecHH NOPaBHO MEXY ASCHHA U NEBHA CEAUIHIIHH MYCKYIIH.

B npoyuBaHHATa 3a OCTPa TOKCHYHOCT MPH XPOHHYHATA TOKCHYHOCT M JIOKAIHATA MOHOCHMOCT Ha
MACTOTO Ha MIXKEKTHpaHe He ce HabmogaBaT HeoOHuaiHH
HEX(EJIAHM JIOKATHH WIH CUCTEMHH peaKLMH NPH KIHHUYHO 3HaYHMH HHEA Ha 103aTa.

OueHKAa Ha pHcka 3a okonHata cpeaa (ERA)
Maiko BEpOSATHO € ANMO3UEHC Aa NPEICTaB/IgBa PHCK 33 OKOJIHATA Cpeaa.

6 OAPMAIEBTHYHH JAHHH
6.1 CuHchK HA IOMOIHHETE BEIIECTBA

L-xyHcTHamH

3axapo3a

Harpues xsopua

[Moaucopdat 80

XnopoBoAOpOAHA KHCETHHA 3a peryiupaHde Ha pH
Boaa 3a HIDKEKUHH

6.2 HechbBMECTEMOCTH

To3u nekapcTBeH NPOAYKT He TPAOBa Aa ce CMeCBa ¢ APYTH JIEKAPCTBEHH NPOAYKTH.
6.3 Cpox Ha rogsocT

12 Mecena.

6.4 CoenMajng yCJIOBHS HA ChbXpAHEHHE

Jla ce coxpaHapa B xaaawiHHK (2°C — 8°C). la He ce 3ampa3gpa. CnxpanaBaiTe (IaKOHHUTE B
KapTOHEHATa OMaKOBKa, 38 1a ¢€ NpenasaT OT CBETIHHA.

Crnen u3BaxaaHeTo Ha (akoHa OT XJIaAWIHHKA Ce Npenopbysa (UIAKOHBT 2 Objie OCTaBEH Aa
DOCTHI'HE CTaiiHA TEMMEpaTypa.

AJIO3HEHC MOXKE /ia ce ChXPaHABa MNpH TeMnepaTypa 20 MakcHMyM 25°C 3a ¢AHOKpaTeH NepHoOA OT 12
yaca, KOraTo He € OTBOPEH H € lpeana3eH OT CBET/IHHA. AJI03HeHC Tpa0bBa Aa ce H3XBBbPJIH, aKO HE ce
M3M0M3Ba B NPOAB/DKEHHE HA 12 Yaca ciiell H3BAKAAHETO OT XJIAAHIHHK.

Cnen orsapsaHe Ha daakoHa MpoAYKTHT TpAORa aa ce u3non3ea HezabaBHO.

6.5 Bra B chbALPXKAHMEE HA ONAKOBKATA

Bu1 Ha onaKkoBKAaTa/3aTBAPAHE
dnakoH OT cTBKIIO THHI |, 3anywanka oT OyTHIOBA N'YMa ¥ ATyMHHKEBA 00KaTKa C MOMIPONWICHOBA

OTHynBallla C€ ropHa 4acT.

ChappkaHHe Ha ONaKOBKAaTa
Bceku ¢pnakoH ceabpxka 125 Speywood eaMHHLIM KOMILIEKC TOKCHH-XEMarTyTHHHH OT
botulinum T™n A 8 0,625 ml pa3stsop.
Buctop, 6€31BeTEH Pa3TBOP.

Buose ONaKkoOBKH:




HHausuayanHa onakoBka:
Onaxobka, chbabpxaina 1 win 2 pnakoHa ¢ Antosuenc 200 Speywood eaAuHKMIK/M] HHKEKIIHOHEH
pa3TBOpP.

I'pynoBa onakoBKa:
I'pynoBsa onakoBKa, ChAbpialla 6 HHAMBHAYAIHH ONAKOBKH, BCAKA OT KOHTO ChbAbpIKa N0 2 ¢aakoHa
Amosuenc 200 Speywood eauHuun/ml MIDKEKLIMOHEH Pa3TBOP.

He BCHYKH BHAOBE ONMAKOBKHM MOrar fia ObaaT IMyCHATH Ha rnasapa.

6.6 Chennajnl npeina3iH MEPKH HPH HIXBbLpAsHe H pabora

HemnocpeACTBEHO cliea IEYEHHETO HA NALMEHTA OCTAHANIOTO KONHYECTBO ANKO3UEHC, KOETO MOXeE /ia
ce HaMHupa BbB (IaKoHa WM CNPHHLIOBKaTa, TpAOBa Aa ce MHAKTUBHpA ¢ pa3peieH pasTBop Ha
xHnoxnopHT (1% chabpKanue Ha X0D).

IIpu paznuBatie Ano3ueHc TpabBa Aa ce nonue ¢ abcopObHupaina Kbpra, HanoeHa ¢ paspeieH pasTBop
Ha XHITOXJIOPHT.

Hen3non3paHWAT NPORAYKT WIH OTNIATbYHHTE MaTepuany OT Hero TpadBa Aa ¢e H3XBLPAT B

CbOTBECTCTBHE C MECTHHTC H3IHCKBAHHUA.

MPEITOPBKHU ITPU BE3HUKBAHE HA HHITUAEHT [10 BPEME HA PABOTA C bOTYJINHOB
TOKCHH

. BcHUKH paznuBy OT NPOAYKTA 3aTb/DKMTENHO TPAOBa Aa ce MonMAT cbe cyX, abcopbupai
MaTepHan.

. 3aMBPCEHHTE NOBBPXHOCTH TPAOBa J1a ce NOYMCTAT ¢ NOMOLLTa Ha abcopOHpall MaTepHan,
HAaTOEH C PasTBOP Ha HAaTpHEB XUNOXJIOPHT (OenunHa), cnea koetTo Tpabea Aa ce noacyluar.

. AKo ce cuyny (¢nakoH, BHUMATEIHO ChOepeTe napyerara CuyIneHo CThKIO U NPOABIDKETE,
KaKTO € OMHCAHO MO-rope, KaTo NoNUeTe NpoAyKTa, H3dArsafiku nopsssaHe Ha KOXKaTa,

. AKO NpOAYKTHT BJi€3€ B KOHTAKT C KOXKATa, H3MHIATE 3acerHaraTa o0acT ¢ pa3TBOp Ha HATpUEB
XMNOXNOPHT (OeNuHa), cliel KOETO H3NNAKHETE ¢ OOMIHO KOJIHYECTBO BOJA.

. AKO NMPOAYKTDHT BJI€3€ B KOHTAKT ¢ OYHTE, U3TUIAKHETE CTApaTENHO ¢ MHOI'O BOJA WIH C
o TanMONOrHYMEH Pa3TBOP 3a IPOMHUBAHE Ha OYH.

. AKO NpOAYKTHT BJie3€ B KOHTAKT C paHa, MOPA3BAHE WK pa3KbCBaHE HA KOXKATa, H3ILUIAKHETE
CTapaTENHO ¢ MHOTO BOJIa H NPUCTHIIETE KbM CbOTBETHUTE MEAHUMHCKH MEPKH B 3aBUCHMOCT
OT MHXXEKTHpaHaTa Jo3a.

Te3u uHCTpyKUHH 3a ynorpeba, pabota ¥ u3XpbpIisHE TPAOBA Ja ce cna3BaT CTPHKTHO.

7 IIPHTEXATEJI HA PAZPENIEHHUETO 3A YIIOTPEBA

Ipsen Pharma

70 rue Balard

75015 Paris

DpaHLUMs

8 HOMEP(A) HA PASPEHNIEHHETO 3A YIIOTPEBA
Per.Ne: 20210289

9 JATA HA ITbPBO PAZPEHIABAHE/MIOJHOBABAHE HA PAIPEINEHIE
YIIOTPEBA

Jlara Ha mbpBO pa3peuwraBane: 16.09.2021
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