Jacropka: aadopmanns 3a moTpefuTEAR

BOKOTIOP 50 exunHnE Opax 32 HKEKIHOHEH Pa3Teop
BOKOTIOP 100 exnuEnH HpPAX 32 HEAEKIHOEECH PAITBOP

BOCOUTURE 50 units powder for solution for injection
BOCOUTURE 100 units powder for solution for injection

Botynunos Tokend THH A (150 kD), Gez xomnaexcooOpasyBald npoTeHHH
Botulinum toxin type A (150 kD) free from from complexing proteins

IIpovereTe BEAMATEIHO USIATA IHCTOBKA NPeaH Aa 3aN09HEeTe Aa NOIYIaBATE TOBA JIEKAPCTBO,

Thi KaTO TH ChALKA BaxkHA 32 Bac undpopmanns.

. 3anaseTe Ta3u TUCTOBKA. Moe 13 Ce HATOXKH Ja 1 NPOYETETE OTHOBO.

. AKO HMaTe HAK2KBU [OMBJIHUTEHH REIPOCH, onHTalite Baummsa nekap, gapmanest wiv
MEAMITMHCKA CECTpa.

. AKO MOJIy4HTE HFKAKBH HEXXEJIAHH JIEKAPCTBEHH PeaklnH, ypeaoMete Bamua nekap, papmauest
HJIH MEJMIIMHCKA cecTpa. ToBa BKNOYBA H BCHUKH BB3MOKHH HEXKENIAHH PEAKIIHH, HEONUCaHH B
Ta34 JIMcToBKa. Brkre Touka 4.

KakBo ¢bILPKA TA3H JIHCTOBKA: M3MbAHUTENHA ATEHLKUSA NO NEKAPCTBATA
1. Kaxso npeacrasnasa BOKOTIOP 1 3a kakBo ce H3NOM3BAucmotka - MpuaokeHue 2
2. Kaxso Tpabpa nia 3Haere, npean aa manonzsare BOKOTIOP oI LoOR<(BS
3.  Kak na wsnonseare BOKOTIOP Kons Poz. o .. AOZALOOBL RS ...
4.  BB3MOXHH HEXCIAHH peaKIHH e o \7/ _
5. Kax na cvxpanasare BOKOTHOP Paapewstue Ne B‘C’“(U‘HLP/J,-g ....................
6.  CobappkaHHe Ha ONAKOBKATA H JOMTIHUTENHA HHOOpMAltHs 1300 AN

| Ogobperue Ne ivesepaesnsssssnressnssaresfunevasrerrenstestasaseusaseirass

1. Kaxkpo npeacrasansa BOKOTIOP H 3a kakpo c€ H3NOJ1382

BOKOTIOP e nexapcTso, KOETO ChABPKA aKTHBHOTO BELIECTBO GOTY/IMHOB HEBPOTOKCHH THIT A, KOETO
OTHYCKa HHIKEKTHPAHHTE MYCKY/IH.

BOKOTIOP ¢ nokasaH 3a BpeMeRHO MOI00PEHHE Ha BHHIIHKSA BH Ha OPBUKH B FOPHATA YacT Ha
JIHLIETO TIPH BE3PACTHH MALMEHTH HA BL3pacT 1104 65 rolHHH, KOraTO H3pa3eHOCTTa Ha Te3H Opbiku
HMa BaKHO NCHXOJIONHYeCKO Bh3eHCTBHE BbPXY NallHeHTa:
* YMEPEHH JO AWIOOKH BEPTAKAIHH OPBUKH MEXXIY BEXKAWTE, BUAHMH [IPH MAKCHMAITHO
CMpPEIIBaHe #/HIH
® YMEPEHH JIO IbI00KH OPBUKH B CTPAHHYHATA OONIACT OKOJIO OYHTE, BHIMMH NPH MAKCHMATIHA
YCMHBKA, H/WIH
® yMepeHHu A0 ALIO0KH XOpHIOHTAITHH OPBYKH HA YeNOTO, BHAHMH NPH MakKCHMAJIHO TOBAHTaHE HA
BEXKAHTE.

2. Kaxpo Tpabsa aAa 3HaeTe, npean Aa a3noaseate BOKOTIOP

He m3monspaiite BOKOTIOP:
. aKo CTe AIEPrHYHH KbM GOTYNHHOB HEBPOTOKCHH THIT A HITH KbM HAKOSA OT OCT:
HAa TOBa JeKapcTRO {M30poeHHA B Touka 6);

L] aKo CTpajiaTe OT NTeHEPATM3HPAHO HApyIleHHe HA MYCKYIHaTa AKTHBHOCT (Hamp
rpaBHC, CHHApPOM Ha Jlambepr - UrbH);



L aKO Ha MACTOTO Ha HHDKEKTHPAHS HMAaTC }{H(bel{l[l’lﬁ HIH BBINAJACHHUE,

Ipexynpexnenns B IpeInaind MEPKH

Hexenanm peakimu Morar Ja ce NOABAT BC/IEACTBHE HA HIDKEKTHPaHe Ha OOTYIMHOB HEBPOTOKCHH THIT A
Ha IPEIHO MACTO, KOSTO MOXKE BPEMEHHO J1a MapaH3Hpa ChCeAHHTE MyCKyIHH rpynd. HMa mMHoro Manmko
Ha Gpoii cBeicHHA 32 HeXKenaHH PEakIIK, KOUTO MOraT Aa G CRLP3aHH C Pa3npoCTPaHeHHETO Ha
TOKCHHA AAICYC OT MACTOTO HA HIDKCKTHPAHE, KOETO IIPEAM3BHKBA CHMITTOMH, CHOTBETCTBAIIIH HA
edexTrTe Ha GOTYIMHOB TOKCHH THII A (HATIPHMEp, MPEKOMEPHA MYCKYJIHA ¢l1aboCT, 3aTPy/IHEHH B
NPErTHINAHETO WIH CITYYAIiHO NONTHIIAHE HA XPaHa WM TEHHOCT B AMXATENIHHTE MbTHINA). [lalueHTH,
KOHUTO NOJIY4aBaT MPENoPLYMTENHATA 1033, MOXKE 4 CTPAJaT OT MPEeKOMepHa MYCKYJIHA cnabocT.

Hes3abaBHo roeopere ¢ Bamns jiekap U noTbpceTe MeULHHCKA OMOLH, KO ITOJTYYHTE HAKOE OT

CNIEAHHTE CBCTOSHHA:

. 3aTPYAHEHO NUINAHE, IPErTHIIAHE HITH FOBOp,

. YPTHKapHs, IOLYBaHe, BKIIOYMTEIIHO Ha JIMLETO H MbpPJIOTO, XPHTIOBE, yCelllaHe 3a 3aryba na
CB3HAHHE H 3a71yX (BH3MOXKHA CHMITTOMH TIPH TEXKKH aJIEPriH4HH peakuus). (Buxre Touka 4).

AKo 03aTa € TBBbP/ie BHCOKA HIH HEDKEKTUPAHETO TBBP/E YECTO, PHCKBT OT 00pa3yBaHe Ha AHTHTENA
Moxe na ce yeemiru. O0pasyBaHeTo Ha aHTHTENA MOXKE /1A IOBEIE IO HEYCTIEX HA JICYEHHETO ©
DOTYITHHOB TOKCHH THI A, 6¢3 3HaYEHHe KAKBA € MPWYMHATA 33 HEroBaTa ynorpeba.

I'oBopere ¢ Bamns nexap, npean na Bu 6bne npunoxen BOKOTHOP:

. aK0 MMAaTe HAKAKBO HapyLIEHHE, CBBbP3aHO ¢ KbPBEHE;

. aKO MpHEMATe JISKAPCTBEHH NPOAYKTH, KOMTO HaMaJISBaT ChCHPBAHETO HA KPhETA (HaNpHUMED,
KYMapHH, XeTlapHH, aueTHICATHLIMNOBA KHCEIHHA, KIOTTHAOrpeN);

. aKo CTpajare OT W3pa3eHa claboCT HiTH HaMalleH 00eM Ha MyCKYJIMTE, B KoHTO me Bu 6nae
TPHAICKEHA HHXKCKIUATA,

. aKo crpafare ot 3abonaBaHe, HAPEUEeHO naTepaiHa aMHoTpodHa ckieposa (ALS), koeto Moxe na
Joeene nc obna 3ary0a Ha MycKyJTHa ThKaH;

. aKO CTpaziaTe OT HAKaKeo 3ab0nABaHe, KOETO HApylllaBa B3aHMOIEHCTBHETO MEKIY HEPBUTE H

CKeJNleTHaTa MycKynaTypa (meprdepHa HeBpOMYCKYJIHA AHCGYHKIHA);
AKO HMATE WIH CTe HMaiH 3aTPYIHEHO NPErThIIAHE;

AKO CTe HMAJH NPoGIeMy C MIDKEKTHpase Ha GOTYJIHHOB TOKCHH THIT A
axo Bu npeacron onepaips.

Muorokparso BrxekTEpane :a BOKOTIOP

Axo Bu e npunoskeHo MuorokpaTHo umkekrupane Ha BOKOTIOP, edekThT My MOKe 1a CE 3aCHIIH HIH
na ce Hamani. EBeHTYyaIHITe NPUYKAHE 3a TOBA ca:

BamssT nekap Moxe Aa cleiBa PasIHYHH TEXHHKH HA TIPACOTBAHE HA HHKEKLHOHHHA Pa3TBOp;
PasHYHH HHTEPBATH Ha HEDKCKTHPAHE;

HEDKEKTHPaHHA B JPYT MYCKYJI,

JIAIICA HA OTTOBOP/HEYCIIEX HA TEPAIIMATA 110 BPEME Ha JIEYEHHETO.

Ilam@eHTH B cTapYecka BH3pacT
Wma orpanMueHn JaHHN 38 TPETHPaHE HA MALMEHTH HaA 65-roguinHa BB3pact. Ilopaaw Tosa,
ynorpe6ara ra BOKOTIOP He ce npenopbuba MpH NalMeHTH HALL 65-TOHIHA BL3PacT.

Jena 1 wHOMH
Topa nexapeTBo He TpAGBa Aa ce MpIIIara Ha felia H IOHOIM Ha BE3pact nof 18 ron,
ynorpebara Ha BOKOTIOP npu Aelia 1 I0HOLIH He ce MpenophYBa.

JApyra aexaperea 1 BOKOTIOP



Tpabtra na xaxere Ha Bammia nexap Wik gapMauesT, ako npHeMaTte, HaCKOPO CTe NMPUEMAIIH HITH €
BE3MOKHO A2 TIPHEMETE APYyrH ICKapCTBa.

Edextst Ha BOKOTIOP mMoxe na 6ue YCUIEH OT:

*  NIEKapCTBAa, KOHTO CE M3MON3EAT 34 JIeYeHHe HA HAKOH MH(MEKIMO3HH 3a001BaHHA
(CIIeKTHHOMHIHH HITH AMHHOT/IHKO3MARH aHTHOHOTHLIHM {HanpuMep, HEOMULHH, KAHAMHIIKH,
ToGpamuLKH));

*  JPYTH NCKApCTBEHM NMPOAYKTH, KOUTO OTIYCKAT MYCKYNHTE {HApHMEp, MYCKY/JTHH PCIAKCAHTH OT
TyGoXypapHHOB TUN). [Toao6Hu NekapeTsa ¢e H3INOI3BaT HanmpHMep nipH ofma aHecTesna. [Ipeau
orrepanu, kaxere Ha Baurus aHectesuonor, ako B e 6w npunoxen BOKOTIOP.

B Te3n cmyuan BOKOTIOP 1paGra na ce npunara ¢ moBHIIEHO BHHMAHKE.

EdextsT Ha BOKOTIOP mMoxke aa 611e HaManeH oT HAKOH JIEKapcTBa MPOTHB Manapis ¥ PeBMaTHIBM
{M3BECTHH KAaTC AMHHOXHHOIHHH).

BpemennocT, KbpMeHe H depTRINTET
Axo cTe GpeMeHHa HIIH KbPMHTE, CMATATE, Y& MOXKE /1a cTe GpeMEeHHA HITH IITannpaTe 6peMEHHOCT,
HOCHBETBaliTe ¢¢ ¢ Banmg nekap M ¢apMaLeBT peH NPHIOKEHHETO HA TOBA IEKAPCTBO.

BOKOTIOP ne Tpabpa na ce u3nomsea no BpeMe Ha OpeMeHHOCT, 0CBeH ako BalliuaT 1ekap npeueHy, e
HeoOX0AMMOCTTa H €BEHTYAJIHATE NOJ3H OT JICUCHHETO ONPaBAABaT BE3MOXKHUA PHCK 34 IUIO/IA.
[Ipunoxennero Ha BOKOTIOP He ce npenopruea, ako KEpMHTE.

Hlodapane 1 paGora ¢ MamEnn

He Tpabga na urodupare HIM Ja ce aHraXUpaTe ¢ APYrH NOTEHALHATHO ONACHH JSHHOCTH, aKo Ce
NOSBAT CNafiaHe Ha Knenava, cinabocer (acTeHHA), MyCKYJIHA ¢1ab0CT, 3aMagHOCT WM HapyIICHHS Ha
IPEHHETO.

AKo ce CbMHABATE B Hello, nonuTaiite Bamms nexap.

3. Kak aa nanmomssate BOKOTIOP

BOKOTIOP moxe fia ce nmpiuiara equHcTBERO OT JIeKApH ¢ NOAXOAAIH CTICUHATH3APaHH [I03HAHUA B
IPUIOKEHHETO HA 6OTYTHHOR HEBPOTOKCHH THII A.

Bepmuxannu 6pvuKu mexncdy 8excoume, 6uOuMU NPpU MAKCUMATHO CMpuIdeane (2nabenapru ZonKu}
Ilpu meyeHHe Ha BEPTHKANTHH GPBHYUKH MEXAY BEKIHUTE, BHIHMH NPH MAKCHMAIIHO CMPBIIBAHE
(rmabemapHp reHKH), 00nyaiinaTa 06ma no3a € 20 eaunny. BamuaT ekap me HHKeKTHpa 4 eANHHLN
BBB BCAKO OT 5-Te HHxekuMoHHH MecTa. OOlIarTa 1o3a Mosxke Aa Obde yBenHuyeHa OT nexapa 1o 30
€/IHHHLH, aKO TOBA CE HAJlara OT MHAMBHIYATHHTE HYX/IH HA NALMEHTA, KATO MMa HHTEPBA OT NnoHe 3
MECeLa MEXKIY TPCTHPaHUATA.

IMogo6penne Ha BepTHKANHHTE OPBUKH MEKNY BEXKIHTE, BUIHMH [IPH MAKCHMATHO CMPBINBAaHE
(rnabenapHi reHKH), OOHKHOBEHO HACTHIIBA B PAMKHTE Ha 2 110 3 JHH, KaTO MakcumaneH edexr ce
Habmoxnaea Ha AeH 30. EbexTrT ce 3amazsa 10 4 MecelLa cieq KIKEKTHPaHETO.

Cmpanuunu nepuopbumainy bpvyKi, 6UOUMI NDU MAKCUMATHA YCMUGKA (Mun ,navi Kpax”}

3a nedeHHeTo Ha CTPAHHYHH NEPHOPSHTANHH GPBYKH, BUAMMH TPH MAKCHMANHA YCMHBKA (THIT ,,l1a4H
kpax’), BammsT nexap me WIDKeKTHpa CTanaapTHa Ao3a oT 24 eqyHMUH (12 eAHHHILIH OT BCAKa CTPaHa).
4 eMHNUIM e Ce MPHJIOKAT HA BCAKO OT 3-Te HHKEKIJAOHHH MECTa OT BCAKA CTpPaHa.
ITonobpenne Ha cTpaHHYHKTE NEepHOPOHTANHY OPBUKK, BHIAMH IPH MAKCHMAITHA YCMHE
KpaK”), Haii-4eCTO HACTENBA B PAMKMTS Ha MEPBHTE 6 NHM, KATO MAKCHMAIIEH eexT ce
neH 30, EdexrsT ce 3anasea 0o 4 Mecelia cnes HHXKEKTHPAHETO. 7,

Xopuzonmanun Gpvyuxu Ha 4ea0mo, 6UOUMU RPU MAKCUMATHO ROBOUZAHE HA G€.



3a neyeHHeToO Ha XOPH3OHTATHH OPBYKH Ha 4ENIOTO, BHAMMH NPH MAKCHMAITHO ITOBAMIaHe Ha BEKIUTE,
BamuAT nexap me H3MOI3Ra 1034 B MHTEpBana OT 20 ¢IMHHLIH, CTIOPE/, HHIHBHAYATHUTE HYH/IH Ha
namuenTa. IHpenoppuurennara obma go3a or 10 a0 20 eAMHUNY mEe c€ HHKEKTHPA B 5 MIDKSKLHOHHH
MECTa, XOPH3OHTATHO MOAPABHEHH (Ha BCAKO HHIKEKUMOHHO MACTO c€ MPWIAraT ChOTBETHO 2 eIMHHILH,
3 egHHHMLH HIH 4 SOHHULIK).

TNonobpenre Ha XOpH3OHTANHHTE OPBUKH HA YEIOTO, BHAHMH NPH MAKCHMAITHO NOB/IHIAHE Ha
BEXHTE, OOMKHOBEHO HACTHIBA B PAMKHTE Ha 7 JHM, KATO MakcumaneH eekT ce Habmonasa Ha IeH
30. EdexTrT ce 3ana3ra 1o 4 Mecela cliel] HEXKEKTHPAHETO.

Havuan na npunoxcenue
ITpuroreennar BOKOTIOP e npenHazHaver 3a mee[cmpane B MyCKYJI (HHTPaMyCKYJIHO NPHIIOKEHHE;
BXK. HHOPMALIMATA 32 MEIHIIMHCKH CTIELHAIHCTH B Kpad Ha Ta3d JTHCTOBKA).

HnrepBansT Mexkny Be JicdeHHA He TpAORa Ja € No-MaybK OT 3 Mecena.

Axo BH e npunokena noseue o1 neobxogumara goza BOKOTIOP

CHMIITOMH Ha Tipe/Io3HpaHe:

CHMITTOMHTE Ha NPEAO3HpaHe HE Ce NPOoABABAT HENOCPEACTBEHO ClIe] HIDKEKTHPAaHETO H MOXe Ja
BKTIOYBAT 001a cnaboct, cnajaHe Ha KNenaya, ABOHHO BHXK/IaHe, 3aTPyIHCHHA B JHIIAHETO,
3aTpyJHEeHHS B TOBCPA K NMapajiii3a Ha JUXATE/HATA MyCKYJaTypa WK NpobiieMH ¢ MperibIaHeTo,
KOHTO MOTAT Ja NOBEAT A0 IHEBMOHHA,

MepkH B cllyuan Ha Npeno3upaHe:
AKO yCeTHTE CHMIITOMH Ha [IpeJC3HpaHe, MOJA, NOTHPCETE CMEIHA JIEKapCKa IMOMOLL WITH MoMOTeTe

POIHHHHTE CH JIa CTOPAT TOBA M MOCTBHETe B GOTHHIA. BB3MOXKHO € Ja ce HAJO0KH /1 CTe o
MEIMIMHCKO RAOmoeHHe B NPOABIDKEHHE Ha HAKOAKO JHU 1 Moxe ga By e HeoOx0auMO H3KyCTBEHO
JHIlaHE,

AKO BMaTe HAKAKBH JOIBJIHHTENHH BBIIPOCH, CBBP3AHH ¢ YNOTpebaTa Ha TOBa JIEKAPCTBO, MOMHTAATE
Bammpsa nexap, dapMalerT Wi MEIHIMHCKS CECTPa.

4. BBIMOKHH HEXEJAHH PEAKNHH

Kakro BcHukn JNICKAPCTEa, TOBA JICKAPCTBO MOXKE Ja MPESHM3IBHKA HEKEIAHH peaKiiiH, BBIIPCKH Y€ HE
BCEKH 'K TTOTy4Japa.

Ipu nprnoxenne Ha BOKOTIOP mMoxe fa ce NoABH aepriudHa peakuus. CepHo3HH H/HIK BHE3ANHH
ANSPrUYHM peaknuH (aHaduaakCHst) WM aneprutHy Peakifii KbM cepyMa, ChAbPXKALY Ce B
JIEKapCTBEHHA NPOAYKT (cepyMHa Golect), NPHYMHABALIM HATIPAMED 3aTPYAHEHHA B AHILAHETO
(aucnHes), kOMpHBHA Tpecka (YPTHKAPKA) MM NOAYBaHE HA MEKHTE THKAHK (eeM), Ca JOKIa BaHK
pankxo. Hakou ot Te3u peakunm ca HabmoaaBaHH clief] NPHIOXKEHHE HA KOHBeHIMOHaleH GOTYIHHOB
TOKCHH TN A koMmiuiekc. Te ca ce MOABIWIM NPH CRMOCTOATEITHO MPHJIOXKEHHE HAa TOKCHHA HITH B
KOMOHHALIHA ¢ APYTH JIEKAPCTBEHH TPOAYKTH, 33 KOMTO € H3BECTHO, Ye MPHYHHABAT NONOOHH PEaKIHH,
Te3u peakiuH He MOTaT 1a HBIAT M3KIIOYEHH HAMBLIHO MPH 1puioxkeHeTo Ha BOKOTIOP.
AneprutHaTa peakuMa MOXKe A2 HMa HAKOI OT CJISAHHTE CHMIITOMH:

. 3aTPYAHEHHA B JHIIAHETO, NPErABIIAHETO WAH FOBOPEHETO BCACACTEBHE Ha MOAYEBaHE HA JIMLCTO,
YCTHHTE, ¥CTaTa HIK I'BPACTO;
o TOAYBAHE HA PBLETE, KPAKATA HIIH [TIC3CHHTE.

Axo 3ale/iexnaTe BUKOH 0T Te3H HEKEIAHH PEAKIEH, MO, He3abaBao HAGOpMH AT,
JACKAP WIH NOMOJETE POAHEEETE CH XA CTOPHT TOBA H OTHACTE B CHEIIHOTO orrnene
6num3xara GonEENna.



MIDKEKTHPAHE WM 4 ¢ IBere. Ha MACTOTO HA HIDKEKTHpaHE AeHCTBHETO HA GOTY/IMHOBHA TOKCHH THI A
TIpHYMHABA NOKATHIUPAHA MYCKYJIHA ciaboct. CnagaHeTo Ha Kienava MOXe Aa € NPHYMHSHO 0T
TEeXHHKaTa Ha MEDKEKTHPaHe WK JeiiCTBHETO Ha NeKapcTBOTO.

CremHHTE peakLiy MOXE 12 Ce MOABAT B 001aCTTa OKOJIO MACTOTO Ha HHXKEKTHpaHe:
Jokanya Gonka;

BB3NaJICHHE;

HIJINYKH M MpaByJKaHe;

HAMAIIEHC YCelllaHe 3a A0MHp;
YYBCTBHTE/IHOCT,

cbpbex;

nonyeaHe (0011o0);
MOJIYBAHE HA MEKHTE THKAHH {(e/1eM);
3avepBABalie Ha KOXaTa (epHTEMAY,
AOKaNH3HpaHa HHEeKLMsL,;
XEMaTOM;

KbpBeEHe;
TIOCUHABAHE,

TNalmeHTHTE, KOHTO HMAT CTPax OT UHXXEKTHPAHE HIH OO0/Ka, CBHP3aHa C HIIIaTa, MOTAT A3 H3MHTAT
BPEMEHHH 00IH peaKiiH, KaTo HalpHMep:

2ary0a Ha cr3Hanue;

NpodNeMH ¢ KPBBOOOpaieHHeTO;

rajieHe;

THIIEHE B YLIHTE.

gpgrn BBIMOXKHH HEKEIAHH DEAKIAH

ChnenHuTe HeXeNaHW PeakiHy ca HabmozapaHu npy npunoxexHueTo Ha BOKOTHOP:

Bepmuxanuu 6pvuriu Mesxcdy eedcoume, 6UOUMU DI MAKCUMLTHO CMPBIBane (2nalesaphil ZvHK)

YectH (MoraT fa sacerdat go 1 Ha 10 gymu):
e  11aBoCONHE;
e 3HaKET Ha Medwctoden (noBmirate Ha BHHINHATA YACT HA BEKAMTE).

Heuectu (Morar ga sacernar no 1 na 100 gywmmu):
Hazo¢hapMHIHT;

OpoHXHT;

rpunonono6Ho 3abonseane;

criajaHe Ha BesKZaTa (ITT03a Ha BEXKAATA),

crmajaHe Ha Kienayva (Iro3a Ha Kiienaua);

HATPYMBAHE HA TSYHOCT B KIenauuTe (OTOK Ha Kienada);
nHckoMopT (YcelaHe 3a TEXECT B Knenava/BeKaaTa),
3aMBIVIEHO BIDKHAHE;

MYCKYIHO MOTPEnBaHe (MYCKYJIEH CashM);
AcCHMETPHS Ha BOKIWTE,

ycellaHe Ha CTAraHe Ha MACTOTO HA HEDKEKTHPAHE;
yMopa;

50/TKa WIH NOCHHABAHE HA MACTOTO HA MHDKEKTHPAHE;
CEpOeXK,

[OCHHABAHE;

KOXHH BE3e/Tyera;

He3cBHuUe.
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Cmpanuiunu nepuopbumannu GpovuKu, auOUME NPu MAKCUMATHA YCMUSKA (mun ,,




Yectd (Morat Aa 3acernar go 1 va 10 nyum):
. MOAYEAHC Ha KJIena4a,
®  CYXO OKO;
®  KPBBOHMIIHB HA MACTOTO Ha HIDKEKTHPAHE.

Bpvuku ¢ zopnama wacm Ha IuemMo
MBuoro yects (MoraT a 3acernat nopede ot 1 Ha 10 qymm):
e rnapobonue.

YecTH (MoraT Aa 3acerHat no 1 Ha 10 gyum):

H3TPEIBAHE;

TIOCHHABRAHE HA MACTOTO HA HHXKEKTHPAHE;

6onka Ha MACTOTO Ha HHXKEKTHPAHE;

3aYEPRABAHC HA KOMKATA OKOJIO MACTOTO Ha HIDKEKTHPaHE,
AEckoMGOPT (YoeInaHe 3a TeXECT B 00NaCcTTa Ha YeNoTo),
CIIaAdHe Ha Kienaua (1Imo3a Ha KieNava);

CYXO0 OKO;

crnajiade Ha pexxzaTa (IITo3a HA BEXKAAaTa);

ACHMETPHS HA JIHLETO,

3HaxbT Ha Medrcroden (nopauraHe Ha BHHIIHATA HaCT Ha BEXKIHTE);
rageHe.

ITocm-mapxemunzoe onum

CnenHuTe HEXENAHW PEAKIMH €A AOK/IAABAHH C HEM3BECTHA 4eCTOTa NpH ynotpebara na BOKOTIOP
CnieJl MyCKAaHETO My Ha ITasapa §e3 oryiesl Ha TPeTHPAHATa 30Ha:

I'punonoaobHH cUMITTOMK, CBHBAHE HA MHXKEKTHPAHHA MYCKYIl, PEAKIUH Ha CBPBXIYBCTBHTENHOCT
KaTO MOAYBaHEe H NOJYBaHE HA MEKH ThKaHH (OTOK), CBIIO W JaIeYe OT MACTOTO Ha HIDKCKTHpaHE,
3a4epBaRaHe, ChpOex, 0OpHR (NOKANU3NpaH W FeHepaan3apaH) H 3aavX.

CrenHHTE MHOTO PEJIKH HEXENIaHH peaklMu ca HaGJuoaBaHy NpH NedcHHe ¢ GOTYJIHHOB TOKCHH THI A
Ha CBCTOSHHA, PA3IHIHE OT JIMIEBH OPBYKH (BK. ToYKa 2):

& [pEKQMEpPHA MYCKYNHA CladocT;

® 3aTpyAHCHMS B NPErThILIAHETO

® 3aTPYAHCHHA B NPErTHIIAHETO, KOWTO NMPUYHHABAT BAMIIBAHE HA YYXKIH Tela, BOASMO 10

pr3nancHue Ha Gemre ApoSoBe 1 B HAKOH CITyvaH A0 CMbPT.

Te3u nesxenanu peakiiiy ca NPHYHHEAH OT OTITYCKAaHE HA MYCKYITH, OTJANEYEHR OT MACTOTO Ha
HEDKEKTHpaHE.

Crobutasane na HeXCENARU PeaKyiiu

AKO NOTyYHTe HAKAKBH HE)KENAHH JICKAPCTBEHH peakipy, yeeaomere Bata nexap, dapMalesT wiv
MEIMIMHCKA cecTpa. TORa BKIIOYBA BCHIKH BE3MOXKHH HEOTTHCAHH B Ta3H JIACTOBKA HEXKEAHH PEaKLHH.
MozxeTe CBINO Aa choOIATe HEKENAHH PEAKIMH JUPEKTHO HYpe3 HALMOHATHATA CHCTEMA 34 Cholllasane
KbM W3MbHATeNHaTa areHIpA 1O IeKapeTsata, yiu. . Jamss [pyes” Ne 8, 1303 Cogus, ren.:
+35928903417, yebealit: www.bda.bg. Kato crobliasare HexelaHH peakLMH, MOXETE Aa Ja/1eTe CBOS
NPHHOC 33 NONy4aBaHe HA MoBedYe HHGpopMallus OTHOCHO OS30MacHOCTTA HA TORA JIEKAPCTBO.

5. Kak pa coxpanseare BOKOTIOP

Jla ce cpxpaHABa Ha MACTO, HEOCTHIIHO 3a Aela.

He u3snonspaiite ToBa NekapcTRO Clien CPOKA HA [OAHOCT, OTOSNA3aH BHPXY KAPTOHEHY
eTuKeTa Ha dakona cnen ,J'onen go:“. CpoKbT Ha FOAHOCT OTrOBaps Ha MOCTEAHHS
Mecell.



Heotpopen duiakon: /la se ce cpxpanaBa Han 25 °C.

Npuroreen pasreop: [lokazano e, 4o NPOAYKTHT € XHMHWYSCKH ¥ DHU3MYECKH CTabWIeH B NEpUOaa Ha
H3MON38aHe 3a 24 yaca npu Temnepatypa ot 2 °C o 8 °C.

Ot MukpoOHOIOTHYHA IeHA TOUKa NPOAYKTHT TPAOBA Ja ce W3nom3sa HezabasHo. AKo He ce
H3MON3Ba He3a(aRHO, BPEMETO M YCIIOBHMATA HA ChXpaHeHUe B NEPHOIA HA H3TION3BAHETO MY Ca
OTTOBOPHOCTH Ha MOTpe6GHTeNs 1 OBHKHOBEHO TOBa He € noseue 0T 24 yaca npu 2 °C no 8 °C, oceen
AKO MPHUrOTBAHETO HE € CTAHAJIO B KOHTPOJIMPAHHU W BATHIHPAHHA aCEIITHYHH YCIIOBHA.

BaummsT nexap He Tpatea na wznonzea BOKOTHOP, ako pasTeopsT € MBTEH WK ChILPKA BHAMMMK
YacTHIIH,

He mzxpbpasiite jekapcTBaTa B KAHANH3AIMATA.

3a HHCTPYKIIMH OTHOCHO H3XBBPISHETO, MOJIsl, BIKTE HHQOPMAIHATA 33 MEIHLMACKH CNEUHAIMCTH B
Kpas Ha Ta3H JIHCTOBKA

6. Crabpxanne HA GHAKOBKATA H JONLIHATENHA HHPOPMALHA

Kaxso chaspxa BOKOTIOP

] AKTHBHOTO BelIECTBO €; GOTy/MHMHOB ToKCHE THI A (Botulinum toxin type A) (150 kD), 6e3
KOMILIEKCcooOpasyBaliy NPOTEHHH.
BOKOTIOP 50 eounuyu
EnpH pnakon ceaspika 50 eguanuu 60Ty 1MHOB TOKCHH THI A (Botulinum toxin type A) (150
kD), Ge3 komniekcooOpasyBalH MPOTEHHH.
BOKOTIOP 100 edunuyu
Ennu dnakon chaspyka 100 eqmmuig GOTYAHHOR TOKCHH THN A (Botulinum toxin type A) (150
kD), Ge3 kommiekcoobpasyBaluu MpOTeHHH.

. Jpyrute chcraBky ca: YOBELIKH anGyMHH, 3aXapo3a.

Kaxk m3rnexas BOKOTIOP 1 kakBo ChbABLPKA ONAKOBKATA

BOKOTIOP ce npeanara kaTo npax 3a MEDKEKLHOHEH pa3TBop (Ipax 3a umkekunsa). [IpaxsT € 641 ua
LIBAT.

Tlpu pasTBapsaHe HA npaxa ce NMoyuaBa OHCTEP, Oe3MBETEH pa3TBOP.

OnaxoBk¥ ¢ 1, 2, 3 wnn 6 dakona.
He BcuukH BHAOBE ONAKOBKH Morar fia ObAar MycHary B npogaxOa.

IIpaTexaTen Ha pa3pemeHAeTo 3a YHOTpeba
Merz Pharmaceuticals GmbH

Eckenheimer LandstraBBe 100

60318 Frankfurt/Main

P.O.Box 1113 53

60048 Frankfurt/Main

I'epmanuns

Tenedon: +49-69/15 03-1

Pakc: +49-69/15 03-200

Hpom3soarTen

Merz Pharma GmbH & Co. KGaA
Eckenheimer LandstraBe 100
60318 Frankfurt/Main

P.O.Box 11 13 53

60048 Frankfurt/Main

T'epmarma

Tenedon: +49-69/15 03-1

Maxc: +49-69/15 03-200




To3u nexapcTBeH MPOAYKT € perucTpepaH B abprkaeure wienk Ha EWII nox cnemnuTe MMeHa:

ABCTpHA

Benrua

brirapus

Yexusg
lepmanus
Ecronusa

IMspuus
Hcnamna

Dunnasaus

XbpBaThs
‘VHrapus
Hpnanaus

Henannus
Hraman

Jlnxrenmaiin
JhoxcemOypr
JlaTeua
Manra
Hunepnan s
Hopeerna
IMonma

Topryranus
PymuHuR

Ieerpn
Cnosenus

BOCOUTURE 50 Einheiten Pulver zur Herstellung einer
Injektionslésung, BOCOUTURE 100 Einheiten Pulver zur Herstellung einer
Injektionslsung

BOCOUTURE 50 unités poudre pour solution injectable, BOCOUTURE 50 Einheiten
Pulver zur Herstellung einer Injektionsidsung, BOCOUTURE 50 eenheden poeder
voor oplossing voor injectie, BOCOUTURE 100 unités poudre pour solution injectable
BOCOUTURE 100 Einheiten Pulver zur Herstellung einer Injektionslésung,
BOCOUTURE 100 eenheden poeder voor oplossing voor injectie

BOKOTIOP 50 eaprmum npax 3a urkekupoHed pasrsop, BOKOTIOP 100 enynpm
npax 3a HEKEKUHOHEH pasTBop

BOCOUTURE, 50 povadeg, kovig ywx evéoyo dihope, BOCOUTURE, 100 povide,
KOVIG Yot EvESLPO Sutivpa

BOCOUTURE 50 jednotek prasek pro injek&ni roztok, BOCOUTURE 100 jednotek
pradek pro injekéni roztok

BOCOUTURE 50 Einheiten Pulver zur Herstellung einer Injektionsldsung,
BOCOUTURE 100 Einheiten Pulver zur Herstellung einer Injektionsldsung
BOCOUTURE

BOCOUTURE

BOCOUTURE

BOCOUTURE 50 unidades polvo para solucidn inyectable, BOCOUTURE 100
unidades polvo para solucion inyectable

BOCOUTURE

BOCOQUTURE 50 unités, poudre pour solution injectable, BOCOUTURE 100 unités,
poudre pour solution injectable

BOCOUTURE 50 jedinica prasak za otopinu za injekeiju, BOCOUTURE 100 jedinica
pradak za otopinu za injekciju

BOCOUTURE 50 egység por oldatos injekcidhoz, BOCOUTURE 1060 egység por
oldatos injekcidhoz

BOCOUTURE 50 units powder for solution for injection, BOCOUTURE 100 units
powder for solution for injection

BOCOUTURE

BOCOUTURE 50 unita polvere per soluzione iniettabile, BOCOUTURE 100 unita
polvere per soluzione iniettabile

BOCOUTURE 50 Einheiten Pulver zur Herstellung einer Injektionslsung,
BOCOUTURE 100 Einheiten Pulver zur Herstellung einer Injektionsldsung
BOCOUTURE 50 unités poudre pour solution injectable, BOCOUTURE 100 unités
poudre pour solution injectable

BOCOUTURE 50 V pulveris injekciju 8kiduma pagatavo$anai, BOCOUTURE 100 V
pulveris injekciju $kiduma pagatavo$anai

BOCOUTURE 50 units powder for solution for injection, BOCOUTURE 100 units
powder for solution for injection

BOCOQUTURE 50 eenheden poeder voor oplossing voor injectie, BOCOUTURE 100
eenheden poeder voor oplossing voor injectie
BOCOUTURE

BOCOUTURE

BOCOUTURE

BOCOUTURE 50 unititi pulbere pentru solutie injectabild, BOCOUTURAE
pulbere pentru solutie injectabild

BOCOUTURE

BOCOUTURE 50 enot prasek za raztopino za injiciranje, BOCOU
prasek za raztopino za injiciranje




CnoBakus BOCOUTURE 50 jednotiek prasok na injekény roztok, BOCOUTURE 100 jednotiek
prasok na injekény roztok

Benukobpuranus BOCOUTURE 50 units powder for solution for injection, BOCOUTURE 100 units
powder for solution for injection

JaTa Ha NOC/eAHO NpepasriiekIane HA JHCTOBKATA
07/2021

Ilocouenama no-0ony ungopmayus e npeOHasHaA¥eHa camo 3a MEOUYUHCKU CREYUANUCTU

Hucmpykyuu 3a pasmeapane Ha UHHCEKYUOHHUA PA3MEOD

Ipean ynorpe6a BOKOTHOP ce npuroTss ¢ HIKEKLHOHEH Pa3TBOP Ha HATPHEB XJopua 9 mg/ml
(0,9 %). BOKOTIOP Tpabea na ce u3non3ea no rnpeaHasHayeHHe caMmo 3a eJHO HHIKEKTHpaHe Ha camo
€MH MaLHEHT.

CobriacHo no0pata npakTHKa pa3TBapsHETO Ha ChIbPXKaHHETO Ha (1aKkoHa W MOATOTOBKATa Ha
CIPHHLIOBKATA TPSOBA /1a Ce W3BBPIUBAT HAJl XapTHEHH KBPITH C T1acTMacoB GuiiM, 3a 1a ce uzberxe
BCAKAaKBO pa3nMBaHe. B cripHHIIOBKA ce acnupHpa ChbOTBETHOTO KOJIMHECTBO Pa3TBOP Ha HATPHER
xnopua. [lpenopbusa ce 3a pasteapsHeTo aa ce W3nonssa urna 20-27 G ¢ keco ckocapane. Cnen
BEPTHKAJIHO BBBEX/IaHE HA UIJ1aTa Npe3 ryMeHaTa Tana, pa3TBOPHTENAT TpAOBa Ja ce HHKEKTHpa
BHHUMaTeTHO BBB (1akoHa, 3a ia ce n3berde o0pasyBaHeTo Ha nsHa. AKO BaKyyMbT BbB (h1akoHa He
M3TErNIH Pa3TBOPHTENs, PIakOHBT TPAOBA 1a ce H3XxBbpIH. OTCTpaHeTe CIIPHHLIOBKATA OT (h1akoHa 1
cmecete BOKOTIOP ¢ pa3rBopa, kato BHUMaTeIHO pa3kiaiiare  obpbinare/noyyksare (uiakoHa —
pasTBOPBT He TpAGBa J1a ce paskialiia TBbpAe eHepriuyHo. IIpu HeobX0AMMOCT, MIJiaTa, H3MoN3BaHa 3a
pasTBapsHETO, MOJKE /1a OCTaHe BB (1aKoHa M HeOOXOIMMOTO KOJTHYECTBO OT pasTBOpa /1a ce U3bpna
C HOBA CTEPH/IHA CIIPHHLIOBKA, MOAXO/AAILA 33 HHKEKTHPAHE.
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PasteopenusT BOKOTIOP e 6uctsp, Ge3uBeTeH pa3tBop 63 BUANMH YaCTHLIM.

BOKOTIOP He Tpa6Ba na ce u3non3ea, ako pa3TBOPLT € MBTEH WIH ChABbPXKA NaplasecTa yraika uiu
BHIHMH YaCTHLIH.

Buamoxknute koHuenTpaiuu 3a BOKOTIOP 50, 100 1 200 enuuuim ca MOCOYEHH B ClieaHaTa

Ho6aBenHo KOJIHYECTBO PA3TBOPHTENT
ITony4ena nosa (narpues xnopun 9 mg/ml (0,9 %) uHkeKUMOHeH p

(B enuamM Ha 0,1ml) e
®aakoH ¢ 50 exnHANH D1aKoH CbC lhﬂ're,l}ﬁﬂm 1




5 enuHANHA 1 ml 2ml

4 eqAAHNA 1,25 ml 2.5 mi

KonHuecTra OT pa3TBOpa 332 HHKEKTHPAHE, ChXPAHABAHU MOBeHE OT 24 Yaca, KAKTO W HeH30N3BaHHTe
KOJAMYeCTBA OT pa3TBOPa 3a HIDKEKTHpaHe TPAOBa Na Ce HIXBLPIIAT.

Hucmpyryuu 3a usxgvpasre
Konmyectea oT pa3TBopa 3a HIDKEKTUpaHe, ChXpaHABaHH HoBede OT 24 yaca, KAKTO H HEM3MO/I3BaHHTe
KOJIHYECTBA OT Pa3TBOPA 32 HHXKEKTHpaHe TPAOEA [a ce H3XBBIAT.

[pouenypu, KOHTO ciie/iBa 1A C€ CNIA3BAT NP W3XBHPIIAHE Ha YnoTpeOssaHy HrakoHH, CIPHHIOBKH U
MaTepHaTH

Beuukn HeM3non3Bann GIakOHK WM OCTAHAN PasTBOP BLB GUIAKOHA WM B CIIPHHLIOBKUTE TpsibBa 1a
Obaar asToknasupanu. Kato anreprnarnsa, Beuukn ocrarsuad komagectea BOKOTIOP morar aa 6baar
HHAKTHBHPaHH upe3 No0aBAHe Ha HAKOMH OT ClieIHKTE pasTeopu: 70 % eranon, 50 % u3omponauon,

0,1 % SDS (aHHOHEH fieTepreHT), paspencH pasTeop Ha Hatpres xuapokcHn (0,1 N NaOH) aiu
pa3peseH pasTBOp Ha HaTpueB Xumoxnoput (noxe 0,1 % NaOCl).

Cnen HHakTHBHpaHe ynorpeGaBaHuTe (akOHH, CIPUHLIOBKH H MATEPHAIH He TpAGEa Ja ce H3npasear
H Tpa6Ba a C¢ MOCTARAT B MOAXOAALIM KOHTEHHEDH B H3XBLPACHHU CHITIACHO MECTHHTE pasopeatH.

[Ipenopsku NpH BE3HHKBAHE HA MHIMASHT TIPH GopapeHe ¢ GOTYIHHOB TOKCHH THI A
. Pa3cunaHoTo KOJIHYECTBO OT NpoaykTa TpsOBa na ce H3dbpie: win ¢ abcopbupalll MaTepHal,

HMIpErHUpPaH ¢ HAKOH OT ropenoco¥eHUTe pasTBOPH B ClTy4ail Ha Opax, HiIH CbC CYX,
abcopOupain MaTepuat NpH pa3TBOPEH NPOAYKT.

. 3aMBPCeHHTE NOBBPXHOCTH TPAGBA Ja ce MOYHCTAT ¢ abcopbupall MaTepHan, UMIIPETHHPaH ¢
HAKOH OT FOpenocoYEHHTE Pa3TROPH, CIIEM KOETO J1a C€ HOACYIaT.

. Axo ce cuymu $rakoH, o6paboTeTe Mo ONMHMCaHAs NMO-rope HaYKH, KATO BHUMATEMHO chepere
Napy4eTaTa cYyneHo CThKIO H H30BpIICTE IPOAYKTA, KATO BHAMABATE JIa HE CE MOpexkeTe.

. AKO NPOAYKTHT BlIe3€ B KOHTAKT C KOXATA, H3IUTaKHeTe OOHIIHO 3aCerHATOTO MACTO C BOJA.

. AKO MMPOAYKTHT NONAJHE B OMHTE, H3IUIAKHETE OOKIIHO C MHOIO BOJA HIIH C pa3TBOp 3a OYHH
MPOMHBKH.

. AKO IpOAYKTBT NPOHHKHE B PaHa, CPA3aHa KOXKA WIH KOXKa ¢ HapyIleHa LsU1oCT, H3IUIaKHeTe
OOMJIHO ¢ MHOTO BOZA H B3EMETE MOAXOAALIMTE MEIHIHHCKH MEPKM B CBOTBETCTBHE C
HIDKEKTHPAHATA 1033,

Tean nHcTpyxuMH 33 H3non3eaHe, paGoTa U H3XBHPIAHE TPAORA CTPHKTHO A4 CE CMAa3Bart.
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