JIncroBka: HHGopManus 32 noTpedHTE IS

BUCTABEJI 4 Anepran exnnunuun/0,1 ml npax 3a HHXKeKIIHOHEH pPa3TBOp
VISTABEL 4 Allergan Units /0.1 ml powder for solution for injection
60Ty MHOB TOKCHH THN A (botulinum toxin type A)

[IpoyeTeTe BHHMATEJIHO USJIATA JIHCTOBKA, PEAH 1A 3aN04YHeTe /1a H3M0/13BaTe TOBA
JIEKApPCTBO, Thil KaTO T8 ChAbp:Ka BaxkHa 3a Bac undpopmanus.

e 3anaszeTe Ta3u JIUCTOBKA. MOXe Ja ce HaJI0XKH J1a s POYE€TETE OTHOBO.

e AKO MMaTe HAKAKBH JIOMbJIHUTEIHH BBIIPOCH, NMonuTaiTe Bawmus nekap wiv ¢papMaliesT.

e ToBa JiekapcTBO € npeanicaHo Ju4Ho Ha Bac. He ro npeorcrbnBaiite Ha apyru xopa. To Moxe
1a UM HaBpeJH, HE3aBUCUMO Y€ MPU3HALIMTE HA TAXHOTO 3a00JIBaHE Ca CHLIMTE KAKTO
Bawure.

e AKO NOJIYYHTE HAKAKBH HEXKEJIAHU JIEKAPCTBEHH peaKkUMH, yBeaomere Baius nekap wiu
¢apmaneBT. ToBa BKJIFOYBA M BCHYKH BB3MOXKHH HEXKEJIAHU pPEaKLIUH, HEOMMMCAHH B Ta3H
JIMCTOBKA. BrokTe TOuKa 4.
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1. Kakso npeacrasiassa BUCTABEJI u 3a kakBo ce H3nmoJ13Ba

BUCTABEJL e MyckyJieH peslakcaHT ¢ nepuepHO, OTITyCKaLIO JIEHCTBHE.

BUCTABEJI neticTBa upe3 6J10KkMpaHe Ha HEPBHUTE UMITYJICH, HACOYEHU KbM BCHYKU MYCKYJIH, B KOHUTO
e Ou uKekTHpaH. ToBa He 1M03BOJIIBA HA MYCKYJIMTE J1a C€ ChKpalllaBaT, KOeTO BOJM 0 BPEMEHHA U
oOpaTtuma napajiusa.

BUCTABEJI ce u3non3sa 3a BpeMEHHO 1M0J00pEeHHUE Ha BHHLUHHUA BHU/I Ha:
®  BEPTHUKAIHH OPBUKU MEXK/IY BEXKIAUTE, BUAUMHU MIPH MAaKCUMAJTHO CMPBIIBAHE, W/ WIIH
e  BeTpWIOOOpa3HH OPBYKH OT bI'bJia HA OKOTO, BUAMMH IPU MAKCUMAJIHA YCMHUBKA, U/ WU

e OpbYKH Ha YEJIOTO, BUAUMH MPU MAKCHMAJTHO MOBJWIHATH BEX/IH,

KOraToO M3pa3eHOCTTa Ha JIMLEBUTE OPBUYKH UMA BOXKHO IICHXOJIONHYECKO Bb3/IEHCTBHE BbPXY Bb3PacTHH
MaLHUEeHTH.

2. Kakso Tps0OBa aa 3Haete, npeau aa udnoiassare BUCTABEJI

He n3noassaiite BUCTABEJI

®  aKO CTe aJlepru4yHU KbM OOTYJIMHOB TOKCHH THI1 A WJIM KbM HAKOS OT OCTAHAJIUTE CbCTABKH Ha TOBA
JIeKapcTBO (M30pOoeHH B TOYKa 6)

®  aKo CTe C IMarHo3a MHaCTeHHA rpaBUC WK CHHIPOM Ha UiTbH JIaMOBpT (XpOHHUYHH 3a00/151BaHMA,
3acArally MyCKYJIUTE)

®  aKo uMare UH(MEKLHS B MPEABUICHUTE 3a HHXXEKTUPAHE MECTA.




IHpeaynpexaenns B Npelna3Hd MepKH
['oropete ¢ Bawus nekap win gapMmauesT, npead aa uinoassare BUCTABEJL.

HexxenaHu peakiiiy, KOMTO € Bb3MOXKHO [1a €a CBBP32HH € PasNpOCTPAHEHHETO HA TOKCHHA JaJIey OT
MSICTOTO Ha OPWIOKEHHE U OOTYIMIBM, ca ChOOLIABAHH MHOIQ PANKO [IPU OOTYJIHHOBHA TOKCUH
(CMMIITOMHTE MOTAT Ja BKJIIOYBAT ABOHHO BIXKJAAHE, 3aMbBITICHO 3pECHHE WWIH CrajaHe Ha 1BaTa
KJIETIaya, 3aTPyAHEHO AWIIAHE WIH roBOp, peKOMepHa MYCKYJIHa cnabocT, 3aTpyJHEHHE MPH
MPerTbIIAHE WK NONaAaHe Ha XpaHa WIA TEYHOCT B TUXATENIHHUTE IMbTHILA). IlaumMeHTHTE, npHeMainH
[IPENOPBYMTETHMTE J03H, MOTAT a M3IMTBAT MPEeKOMepHa MyCKYJIHa ciabocT.

ITocerere He3a0aBHO BamnAs Jekap, ako ¢iea neveHueTo By e TpyaHO Aa nperrsliaTe, FrOBOPHTE HWIH
JHLIATE.

¢ VYnorpebara Ha BUCTABEJI He ce npenopsyBa NpH MaLMEHTH ¢ aHaMHe3a 3a AMcGarus
(3aTpyAHEHME TIPH Nperirbliiade) U HapYLIEHO MPErThIIaHe.

e VYnorpebara Ha BUCTABEJI He ce npenopbuBa npH nuua nop 18 roaunm.
OnursT ot ynoTpebata Ha BUCTABEJI npy nauuesT# Han 65 roaqnHu € OrpaHUdeH.

¢ [IpekaneHo 4eCTOTO WIM MPEKOMEPHO NpUNaraHe MoXe Ja yYBeJMYd PHCKa OT 0Opa3yBaHe Ha
anTuTe1a. O6pasyBaHETO Ha aHTHTEIA MOXE Ja JoBele N0 HEYCIEX Ha JIeYeHHETO ¢ OOTYIHHOB
TOKCHH THIT A 1OpH, aKO ce ynotpedsBa 3a Apyru 1ead. 3a Aa ce HaMajlH TO3H PUCK, UHTEPBATHT
MEXIY JiBe JeyeHHsa He TpaOBa na Opae mo-MaTbk OT TpU Mecella.

e MBHOro paaKo MOXe J1a HACTBITH ANICPruyHa peakLuMs cnell HHKeKTHpaHe Ha OOTYIMHOB TOKCHH.

e (Crexn JeYeHHEe MOXKE 1A C€ MOABH CNajaHe Ha KIernaya.

Mouas, papopmupaiite Bamus Jekap, ako:

® B MHHAMOTO CT€ UMAIH MIPOOIEMH ClEH HIDKEKTUPAHE Ha BOTYIMHHOB TOKCUH

¢ He BIKIaTe 3HaYHTENHO nogodpenue Ha Bawure OpbUKH €QUH Mecell Cliell MbPBUA KYpC Ha
JIeYEHHUE

® CTpajaTte OT onpeaesieHH 3a00NABaHHA, 3acArallid HepBHaTa cucTeMa (KaTo aMHOTpOHUYHa
naTepaina CKepo3a WM ABHIaTe/IHA HEBPOTATHSA )

®  HMATE Bb3NaleHHe Ha MACTOTO/MecCTaTa, NPeABHACHO(H) 32 MHDKEKTHpaHe
®  MYCKYJINTE, KOHTO W€ OBAAT HHOKEKTHPaHH, ca C1adH WIH H3TOLIECHH

® CTe WMAJIM ONepalya WIH HapaHABaHE Ha J1aBaTa, HUATa WIH bpAUTE

® CcKopo Bu npeacrou onepaius.

Apyra aekapcrsa 1 BACTABE]]

He ce npenopnuBa eqHOBpeMeHHATa YHOTpeba Ha OOTY/IHHOB TOKCHH ¢ AMHHOTTIMKO3UIHH
AHTHOMOTHLM, CIEKTHHOMHLIMH KITH JIPYTH JICKapCTBa, KOUTO B3aUMOIECHCTBAT ¢ HEBPOMYCKYJIHOTO
[peaaBaHe.

Mons, yBegoMere Bamud nekap, ako HaCKopo ca B HIDKEKTHpPasIH JIEKApCTBO, ChABPXAIIO GOTYIMHOB
tokCcHH (akTHBHOTO BewecTBo Ha BUCTABEJI), Thit kaTo TORa MOXKeE Aa 3aciiiH edexta HAa BUCTABEJ]
TBBpAE MHOTO.

HMudopmupaiire Batuus nekap win gpapMaLEBT, aKo [IPHEMare, HACKOPO CTE MPHEMAIH UIH € BE3MOXKHO
aa NMpUeMare APYyTH NeKapcTea.

BpeMeHHOCT H KbpMEHE

Ynotpebata Ha BUCTABEJI ne ce npenopsusa no spemMe Ha OpEMEHHOCT H MPH JKEHH C JETEPO
NOTEHIMA)], HEU3MO/3Ballli MPOTUBO3a4aTHEUHH CPEACTBA.

BUCTADBEJI re ce npenopb4Ba APH KEPMELIH XKEHH.




AKo cTe OpeMeHHa, cMATaTe, Ye MOXKE Ja cTe OpeMeHHa WK 1aHupaTe OpeMeHHOCT, IOChBETBAMTE CE C
Baums nekap unu dapmalieBt npeau ynorpebara Ha ToBa nekaperso. Bammar nekap we o6cwam ¢ Bac
naany TpadBa Ja NpOab/DKUTE JIEUECHHETO.

I[TocnBeTBaiiTe ce ¢ Baluus nexap wid ¢apMaleBT Mpead ynotpedara Ha KOETO M ia € IEKAPCTEO.
[llognpane B paboTa ¢ MAIIBEARA

O6psila ce BHMMaHKE Ha WOpUpALIHTe MPEBO3HK CPEACTBA U HA NHLaTa, paboTewy ¢ MalliMHH, 32
NOTEHIHATHUTE PHCKOBE OT 001114 WWIH MYCKYJIHa ¢/1ab0CT, 3aMasHOCT H 3PHTE/IHH HapyllIeHHH,
CBBp3aHH ¢ yTioTpeOaTa Ha TOBa JIEKapCTBO, KOUTO MOTAT [a HATPABAT OMAcHO WIOPHPAHeTO Ha
[PEeRO3HH CPeACTBa WM paboTaTa ¢ MauMHH. Jla He ce wodupa Wi paboTH ¢ MalMHH 10
OTIYMSBAHETO HA TE3H MPHU3IHALM.

BHUCTADBE/I coabpxka HAaTpHA

Tosa nekapcTBO ChabpXa fMo-Manko or 1 mmol nHarpuit (23 mg) Ha dnakoH, T.€. MOXKE [a Ce Kaxe, 4e
MPaKTHYECCKA HE ChAbpHKA HATPHIA.

3. Kak na manomnsate BUCTABE]

MeTo0A H 0BT HA BLBEXKIAHE

BHCTABEJI Tpsa6Ba na ce npraara camMo OT JIEKAPH ¢ MOAXo41la KBATHUKALIMA U OITMT B TOBA
JIeUCHHE H NMpHIaraHe Ha HeoOxoauMoTo 0bopyaBaHe.

BeprukaliH OpbUKH MEXAY BEXKAHTE, BUHAWUMH NPH MaKCHMATHO CMPBIIBAHE

BUCTALBEJI ce mipkekTHpa B MYCKYAHTE (BBTPEMYCKYJIHO MPUIIOKEHHE ), AUPEKTHO B 3aCerHarara

06J1acT MEXIY BEXKAUTE.
QO6uuaiinara 103a € 20 eguuuud. llle Bu 650e HiDkeKTHPaH nipenopb4YuTeTHUAT 06eM ot 0,1 ml
(4 egunuiy) BUCTADBEJI BbB BCAKO OT 5-1€ MecTa 32 HH)KEKTHPaHE.

[TopoOpeHne Ha U3PA3IEHOCTTA HA BEPTHKAIHMTE OpBbUKYU, PA3NONIONKEHH MEXIY BEXKIUTE, BUIUMH [IPH
MAaKCHMAJTHO CMPBIIBAaHE, OOHKHOBEHO HACTBIIBA A0 €HA CEAMULIA CJIEN JICYCHHETO, KATO
MaxCUMATHHUAT edeKT € HabmonaeaH 5 10 6 ceqMULM cnex HkekrupaHeTo. EqekTsT ce 3ana3sa Ao

4 Meceua cnell HHKEKTUPAaHeToO.

BerpuiioobpasHu OpBUKY OT BrbJia HA OKOTO, BHIWMH IPH MaKCHMaIHA YCMHUBKA

BHUCTABEJI ce unkekTHpa JUPEKTHO B 3aCErHATATA 30Ha OT CTpaHaTa Ha BCAKO OKO.

O6uualiHaTa go3a e 24 equuuun. [lle Bu Obae vipkekTHpaH npenopbyHTenHuaT odeM ot 0,1 ml

(4 egunnium) BUCTABEJ] BbB Bcako ot 6-Te MecTa 3a HHDkeKkTUpaHe (1o 3 MecTa 3a HIDKeKTHpPaHe OT
CTpaHaTa Ha BCAKO OKO).

[TonoOpenne Ha U3pa3eHOCTTA Ha BeTpwiooOpa3sHHUTE OpPBYKHM OT Brijia HA OKOTO, BUTUMH MPH
MaKCUMaJIHa YCMHBKa, OOMKHOBEHO HACTHIBA A0 €Ha ceaMHulLIa cief JedeHUeTo. EdexTsT ce 3ana3sa
CPeIHO A0 4 Mecela ciie/l MHDKeKTHPAHETO.

BpBYKM Ha YEIOTO, BUOAWMH NPH MAKCHMAJIHO NOBAWIHATH BEX/IH

BHACTADBEJI ce urbkekTHpa JHPEKTHO B MYCKYJ1a Ha 3aCE€rHaraTa 30Ha Ha 4eloTo.
O6uyaiinata no3a e 20 equnnuy. e Bu 61ae ukekTHpaH npenopbudTenHusaT obem ot 0,1
(4 ennunmim) BUCTABEJI BBB BCAKO OT 5-T¢ MeCTa 3a HIDKEKTUPaHE.




(20 eayuuun) € 40 eAUHULIN.

[TogobpeHue HAa U3PA3CHOCTTA HA OPBUKUTE HA YEJI0TO, BUAMMH MPH MaKCUMAIHO TIOBAHTHATH BEXIH,
0OMKHOBEHO HACTBIIBA 10 €QHa ceIMHULa Ce] JieueHHETO. EQEeKThT € AEMOHCTPHpaH B MPOAbIDKEHHE
Ha TIpHOIH3UTETHO 4 Mecelia cAe] HHXEKTHPaHETO.

Ob1a #HpopMAaIKA

AKo enHOBpeMeHHO By leKyBar 3a BeTpwi1000pa3Hi OPBUKH OT BI'bjIa HA OKOTO, BHIHMH [IpH
MAaKCHMaJIHa YCMHBKA, H 32 BEPTHKATHHA OpPBbYKH MEXAY BEXKOMTE, BAIMMH IPH MaKCHMATHO
CMpBIIBAHE, Le NOTy4uTe 0011a fo3a OT 44 ¢ AMHMLIM.

AKo eJHOBpeMeHHO By JleKyBaT 3a BCHUKH 3 THINA JIMUCBH OpBUKH (BeTpHIOOOpa3HH OPBUKH OT BI'bjIa
Ha OKOTO, BUAMMH MNpPH MAaKCMMaJlHA YCMHMBKA, BEPTHKATHM OpbYKM MEXKIAY BEXAHTE, BHAHMH IpH
MaKCHMATHO CMpBUIBaHe, H OpBUKM Ha 4YENOTO, BUAMMU [MPH MAKCHMAITHO [MOBAMIHATH BEXIAH), LLE
noTyurTe 001a 103a oT 64 eAMHHALM.

HUurepBanbT MEXIY JiBe jieHeHHA He TpAdBa 1a Obae N0-MaTBK OT TPH MECELIA.

EdukacHoctTa ¥ 6e30nacHocTTa NMpy MHOrokpatHo HibkekTupaHe Ha BUCTADBEJI Han 12 mMecena He
¢ OLIeHsABaHa.

AKO MMaTe HAKAKBH JOMBJIHHTEIHH BBITPOCH, CBBP3aHH ¢ yNoTpedara Ha TOBa ICKapCTBO, MONMUTANRTE
Bamus nexap win ¢gapMalieBT.

4. BB3MOXKEH HEXE/TARH PeaKIHH

KakTto BCHUKM IeKAPCTBA, TOBA JIEKAPCTBO MOXE [a MPpeM3BUKA HeXKeNlaHH peaKLMH, BBIIPEKH e HE
BCEKH I'M TTOJTY4aBa.

Haii-o01110, HexxeTaHUTE peaklLMH HACTBIIBAT NMPE3 MbPBUTE HAKOIKO AHH CAel HHXKEKTUPAHETO M Ca
npexoaHu. [loBedero choOLIEHH HEXENaHU peakLUy ca H1IH JIEKH 10 YMEPEHH MO TEXKECT.

HpHﬁJ’lHSHTEIIHO 1 oT 4 nauHeHTH MOXE JIa HAMTHTA HEKENaHH PCAKLIMH CJICH HHDKCKTHPAHC HA

BHUCTABEJI 3a BepTHKAIHH OPBUKH MEXKIY BEKIHTE, BHAUMHU IPH MAKCHMATHO CMPBILBaHE.
[TpubnusutenHo 8% OT NALMEHTUTE MOKE /1a H3ITUTAT HEXEJaHH PEaKUMH CIIE] HHXKEKTHPaHEe Ha

BUCTABEJI 3a Berpunoobpa3Hu OpBbYKH OT bIbJIa HA OKOTO, BUIMMH MPH MaKCUMAHA YCMUBKA,
KOTaTO C¢a NIEKYBaHH CAaMOCTOATESTHO WIH €OHOBPEMEHHO ¢ BEPTHUKAIIHH OPBUKH MEXIY BEXKAMTE,
BUIHMMH MPU MaKCHManHO cMpbiuBaHe. [Ipubansurenno 20% ot nallHEHTHTE MOXKE Aa H3NHTAT
HexkeJTaHH peakuuH ciell uikekTupaHe Ha BUCTABEJ] 3a Opbuku Ha uenoro, BUAHMH NpY
MaKCHMAJIHO TMOBAMIHATH BEXKAH, KOraToO ca JICKYBaHH €JHOBPEMEHHO C BEPTHKAIIHH OPBUKH MEXKIY
BEKAHTE, BHAUMH MPH MaKCUMANHO cMpblIBaHe. [Ipubnusurenno 14% ot nauueHTUTe MOXKE A2
H3MHTAT HEXENAHHU PeaKIHH, KOraTo JIeHeHHETO Ha OPBYKH Ha YENnoTo, 3a€JHO C BEPTHKAJIHH OPBUKH,
ce KOMOMHHpA ¢ TeyeHue Ha BeTpWI0oOpa3HHU OpBUKH OT BIbJlA HA OKOTO, BHIUMH NIPH MaKCUMaHa
YCMHBKa.

Tesu HexkenaHH pe€axkiiiid MOXKE Jad Ca CBBhP3aHH C JICHCHHETO, € TCXHHKATA Hd HHOKCKTHPAHC HIIH H C
asere. CnagaHeTo Ha KJIcrna4ya, KOCTO MOXKE na OBae CBBP3aHO € TCXHHKATA Ha MIPHJIOKCHHAC, C B

CBOTBETCTBHE € JIOKATHOTO OTITYCKAIO AckicTBHE BbpXY MycKynuTe Ha BACTABEJL

Hexenanu pPE€aKLIHH{, KOUTO € BB3MOXKHO J1a Ca CBBhP3aHH C PA3NPOCTPAHCHHUCTO HA TOKCHHa AANICY OT

MACTOTO Ha MPWIOKEHHE, ¢a ChoOIIaBaHK MHOIO PAIKO NPH GOTY/THHOBHA TOKCHH (Hamp. MyCKy. B\ AVEry
c1abocCT, 3aTPYAHEHO NpETThillaHe, 3aMeK WIH MHEBMOHHA, KOATO C¢ IB/DKH Ha MOMAakaHe Ha X PRI N
TEYHOCT B AuXxatenHute npTuma). He ce npenopbusa uikektupane Ha BUCTABEJI npu nayfients O «Aed® G \\
aHaAMHe3a 3a qucdarua (3aTpyaHEHHE MpU Nperabiiale) H HapyHieHO NperTbLiaHe. el % )
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Cenpikere ce He3abaBHO ¢ Bamnas siekap, ako UMarte 3aTpyIHEHH B AHIIAHETO, NPErTbIIAHETO HIIH
rosopa cnen npunoxkeHdero Ha BUCTABEJL

Cenpxere ce He3abasHo ¢ Bamus jexap, ako UMaTe KONPABHA TpecKa (YPTHKApHSA), IOIYBaHe,
BKJIIOTHTE/HO NOAYBAHE HA JROETO HJIH I'bPJIOTO, XPHIOTEHE, YYBCTBO 32 NPHJIOMABaHE H 3aAyX.

BE3MOXKHO € pasnpocTpaHeHHe Ha GOTYJIMHOBUS TOKCHH B OKOJIHMTE MYCKYJIH, KOraTo C¢ HIDKEKTHpaT
MO-BHCOKH A03H, 0COoOeHO B 00/1aCTTa Ha LINATA.

Kaxro ce ouaksa npH BCAKa HIDKEKIIMOHHA TPOLIEAYpPa, MOraT Ja ce HabmogaBsar
Oonka/napeHe/cMBbAEHE, OTOK H/HWIKM [IOCUHABAHE, KOUTO ca CBbP3aHy ¢ HIDKeKLMsTa. I'oBopere ¢

Bawunsa nekap, ako Topa Bu TpeBoxH.

PUCKBT Ha MNONMYYHATC HEXKCTaHa PCaKiLUA € OIMHCAH OT CJICOHHUTE KATCIOPHH.

YecTH MO>ke da 3acerHar jgo 1 Ha 10 qymum
Heuectu MoxKe J1a 3acerdar 1o | nva 100 qymm

HkeKLHH 38 BpeMEHHO NMoJobpeHHe Ha BEPTHKATHUTE OPBHUKHM MEXKIY BEKAUTE

Yectu ['maBoGonue, K3ITPHNBaHE, CNANAHE HA KIIEMaya, raacHe (Mpy3isABaHe), 3auepBaBaHe Ha
KOKATa, HATIPETHATOCT Ha KOXKATA, JIOKATW3HPaHa MYCKYJ/IHa cn1abocCT, ulesa 00ka,
NOJYBaHE Ha MACTOTO HA HHXKEKTHpaHe, MOCHHABAHE 10/ KOxkaTta, 60JIKa Ha MACTOTO
Ha MH)KEKTHpPaHe, Jpa3HeHe Ha MACTOTO Ha MIDKEKTHpaHe.

Heuectn | Mudekuua, 6e3nokoifcTBO, 3aMasHOCT, Bb3NAJIEHHE Ha Kiernaya, 00JIKa B OUMTE,
3PUTENIHH CMYILLIEHHA, 3aMbIJICHO 3peHHe, CyX0Ta B ycTaTa, NoAyBaHe (JIMLE, Kitenady,
OKOJIO OUMHTE), YYBCTBHTENTHOCT KbM CBET/IHHA, ChpOexk, CyXxa Koxa, MyCKYJTHO
NOoTpenBaHe, FpHNonoaAcOeH CHHAPOM, JIMICA Ha CHiIa, TeMIiepatypa, Meducro edexr
(roBQMIraHe Ha BHHLIHATA YACT HA BEXKIUTE).

HMHKEeKUMH 33 BpeMEHHO NnoaobpeHHe Ha OpbYKHTE HA 4E€N0TO, BEPTHKANIHH OpBYKH MEXTY BEXKAUTE,
BHUJIHMH IPH CMPBIIBAHE, H BETPHI000pa3Hy OPBYKH OT BrbJ1a HA OKOTO

HecTH [TocuHsBaHe Ha MACTOTO Ha HHDKEKTHpaHe*

Heuectu | [lonyBaHe Ha knenada, KbpBeHE OT MACTOTO Ha HIDKEKTHpaHe*, 60/1Kka Ha MACTOTO Ha
HHXKEeKTHpaHe*, MpaByYKaHe M H3TPBIBaHe B MACTOTO Ha HH>KEKTHpaHe

*Hsaxou OT Te3d HeXellaHU peaklUHd MOXKe Ja Obaar CBbpP3aHH U C MPOLIEIYPaTa Ha UHKEKTHPAHE.

HMwkeklIMM 3a BpEMEHHO MoJobpeHre Ha OpbYKM Ha YEJIOTO U BEPTUKAIHH OPBUYKH MEXITY BEXINUTE,
BHJIMMH IPH CMPBHIBAHE, KOraTO € NEKYBAT CAMOCTOSTEIHO WIH 3a€{HO ¢ BETPHIOOOpa3HHTE OpbYKH
THN "M3a4YK Kpak' B brbJa Ha OUHTE

YecTH "naBofonue, cnagane Ha Kiernaya', HANPErHaToOCT Ha KOXATA, CIANAHE Ha BeXXIara’,

MOCHHABAHE HAa MACTOTO HA MIDKEKTHpaHe*, KPbBOH3JIHB Ha MACTOTO Ha

HxekTHpaHe*, Meducro edexT (MopanuraHe Ha BbHILIHATA Y4CT Ha BEXKIUTE).
Heuectu | Bonka Ha MACTOTO Ha MIDKEKTUpaHe™

1. MenuanaTa Ha BpeMETO A0 HA4AJI0TO Ha CMAAAHETO Ha Kiienada € 9 IHH Cliell JICYEHHETO

2. MeapnaHaTa Ha BpeMETO 40 HAYAIOTO HA CIIAJAHETO Ha BEXIATa € J IHH CIe JICHEHUETO

*HstikoM OT Te3u HeXceNaHHU peakLMK MOoXe 12 OBbJaT CBhp3aHH H C MMpoLefypaTa Ha HIDKEKTHPaHE.

CnenHMAT CIHCHK OMMCBA JOITBITHHTE/IHU HEXEJIAHH PeaklMK, ChOOIIAaBAHH [IPH MPWIOKEHHE Ha
BUCTABEJL, oTkakTO neKapcTBOTO € IyCHATO Ha Na3apa 3a JIeYeHHEe Ha rinadenapHu rbHKH, Opb
THII ,,lIAYM KpaK~ U APYTH KIMHUMHH MOKA3aHMA:

¢ TCAKKa aJICPruviHa pCakliiA (HO,[[KG}KHG NNOAYBAHC, 3aTPYAHCHO ,IlHl.[IElHe)

¢  KONpPHBHA TPeCKa (ypTuKkapus)
e 3ary0a Ha aneTuT




YBpEKIAHE Ha HEPB
3aTPYAHEHO JBWKEHHE Ha PbKaTa H paMoTo

npobeMH ¢ TJiaca ¥ roBopa

cnaboCcT Ha NHLIEBUTE MYCKY/TH

HaMaJICHH KOXKHH yCEeLIaHU

MYCKYJIHA cnabocT

XpOHHYHO 3abonsaBaHe, 3acArallo MyCKyauTe (MHACTEHHS IPABHC)
H3TPLIIBAHE

Oonka wiH cnaboct, 3anousatiid oT rprOHaKa

NpU3JIABaHe

OTIIyCKAaHE Ha MYCKYJIMTE OT €IHaTa CTPaHa Ha JIKLIETO
NOBHIIABAHE HA HAJIATAHETO B OKOTO

CIIaJaHe Ha KIernava

3aTPYAHEHO ITHTHO 3aTBapsAHE HA OKOTO

cTpabu3bM (KPHBOTNEACTRO)

3aMBIJICHO 3peHHE, 3aTPYAHCHO ACHO BIbKIAHE

HaMaJIABaHE Ha CTyXa

HIYM B VIIHTE |

YyBCTBO Ha 3aMaAHOCT HIIH CBETORBPTEX { BEPTUI O)

acrnyUpanMoHHa NHeBMoHus (OenoapoOHO Bh3naneHue, MpUUMHEHO OT CIy4ailHO BIULIBAHE Ha
XpaHa, HaruTKa, CIKHKA WIM NOBBPHATO)

3anyx

npodjieMH ¢ IMIIAHETO, MOTHCKAHE HA AMIIAHETO W/WIH JUXATeTHA HeJOCTATHYHOCT
Oonka B KopeMa

qUHapUs

CYyXOTa B yCTATa

3aTPYAHEHO MpPErIbLIaHe

rajcHe

nospbLIaHE

KOCOTIA/

crajaHe Ha BeXKJaTa

ncoprnazudopMeH oOpHB Mo KoKAaTa (UepBEHH, TUTETHH, CYXH H JTIKOCIECTH NETHA)
pa3IMYHU BUOBE YEPBEH METHUCT OOPUB

NPEKOMEPHO MOTEHE

ONnaJBaHE Ha BEXIUTE

cEpbex

obpuB

M3TOLLABAHE HA MYCKYJIUTE

Oosnka B MyCKYJIUTE

3ary0a Ha HHepBaLMA/CBHBaHE HA HHDKEKTHPAHHUA MYCKYJI

HEPA3MOIOXKEHHUE

YyBCTBO 3a 00LIO HEPA3MOJIOKEHHE

TpecKa

CYXO0 OKO

JMOKAJIH3HPaHH MYCKYJIHH NMOTPeNBaHUA / HEBOJHU MYCKYJIHH KOHTPaKLHU
NoAyBaHe Ha Kjemnava

* & @ & % & ¢ & © % & ¢ & B 9 S5 B > & ¢ & s 0

CrobmaBane HA HEXKETAHA PpeaKnuH
AKO TOJTY4YHTE HAKAKBH HEXXENAHH JICKAPCTBEHH pPEeaKkLMH, yBegoMeTe Bawmns nexap. ToBa BKIOYBA
BCHYKM BB3MOXKHH, HEOMMHCAHH B Ta3W JUCTOBKA HexkeNaHu peakuuu. Moxere coiio Aa cro01n
HEKENAHH PeaKIIMM QUPEKTHO 4pes:
HM3mbJIHMTEIHA ar€HLA 10 JIEKapCTBaTa
yn. ,,Jlaman I'pyeB” Neo 8

1303 Codus,




Ten.; +35 928903417

yeOcalT: www.bda.bg
Karo chobinasaTe HeXXenaHH peakLHHd, MOXKETE JIa JaJETe CBOA NPHHOC 3a M0Jy4YaBaHe Ha [0BeYe

MHGOPMALMA OTHOCHO 06€30MacHOCTTa Ha TOBA JIEKAPCTRO.

5. Kak na coxpanssate BUCTABEJ

Jla ce cpXpaHABa Ha MACTO, HEAOCTLITHO 32 A€1la.

He usnonseaiite ToBa eKapcTBO Clie] CPOKA Ha FTOAHOCT, 0TOeNA3aH BepXy (r1akoHa H KapTOHEHaTa
onakoBka, ciel ,,EXP”. CpoxsT Ha FTOOHOCT OTTOBapA Ha MOCACAHKS IeH OT MOCOYEHHs MecCell,

Ta ce cbxpansBa B x1aauwiHuk (2 C — 8°C).

Cnen peKOHCTUTYHpaHe, ¢e NMpenopbyuBa He3abaBHO U3M10N3BAHE HA WIDKEKLMOHHHUS Pa3TBOP, BLIIPEKH
TOBA, TOH MOXKe [a ce ChXpaHsaBa 10 24 yaca B xnaguiHuk (2°C-8°C).

He u3XBBpIIiTE IEKapcTBaTa B KAHANIM3aLKATA WIH B KOHTEHHEpa 3a JOMALIHH oTraabiy. Te3u
MEPKH L€ CIOMOTHAT 32 OMna3BaHe Ha OKOJIHATa cpeaa.

6. ChabpkanHe HA ONMAKOBKATA H JOUBJHETEIHA HHPOPMAIIHS

Kakpo cpavpxa BUCTABEJI

—  AKTHBHO BeulecTBO: 00TynuHOB TOKCHH THNI A o1 Clostridium botulinum (0,1 ml pexoHcTUTyUpaH
pa3TBOP 32 HIDKEKTHpaHe Chabpaka 4 AnepraH ¢AHHHLM).

— JlpyrH cheTaBKH: YOBEIIKY aTOYMHH H HATPUEB XJIOPHL.

Kak n3raexsa BUCTABEJI 1 KakBO ChABPHKA ONAKOBKATA

BUCTABEJ! npax 3a HHXXEKLMOHEH pa3TBOP NMpEeACTaB/IABa (pUH O/ npax 3a HIDKEKLHOHEH Pa3TBop,
KOUTO TPYAHO MOJKE [Ia C€ BHAM Ha JHHOTO Ha MMpO3payuHHA CThKJIEH ¢iaxoH. [Ipeay uipkexTHpane, TO3H
[IPOAYKT TPAOBA Aa Cce pa3TBOPH ChC CTEPWICH, HOPMANEH, (PU3HOJIOIHYEH Pa3TBOpP, Oe3 KOHCEPBAHT
(0,9% HaTpHEB XJIOpH/, pa3TBOP 3a HHXKEKIMK). Beeku dunakoH cbabpxka 50 wiu 100 Anepran eauHunm
OOTYIHHOB TOKCHH THII A.

Bcsaka onmakoBka ¢eabpxa | unm 2 ¢rakoHa.

He BCHUKH BHAOBE OMAKOBKH MoraT aa Ob21aT IMyCHATH B Mpoaakoa.
IIpAaTeEXXKaTe] HA Pa3pemMenneTO 3a YNoTpeda

AbbVie Limited
Citywest Business Campus
Dublin 24

Hpnanausa
Ipon3BoanTe

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport

County Mayo

Hpnangus

HIIA

AbbVie Deutschland GmbH & Co. KG
Knollstrasse

67061 Ludwigshafen

I epMaHRA




ToBa J1eKapCcTRO € paspellieHo 3a YnoTpeda B ALPKABETE — WIeHKH Ha EBponeiickoTo
HKOHOMHYECKO NPOCTPAHCTBO N0 CJIeAHHTE HMEHA:

ABcTpHA, benrud, bearapus, Xspsatus,
Kumep, Uexus, auua, EcTonns,
dunnanaus, Opasums, ['epManus, I'eplius,
YHrapusa, Hcnauams, Mpnanausd, Jlateus,
Jlutea, JioxcemOypr, Manra,
Hupepnanaus, Hopserus, [lonina,
[Hopryranus, Pymenus, CroBakus,
Cnosenuda, Ucnanua, 1senms

VISTABEL

Hranus

VISTABEX

,I[IITH Ha NNOCJICAHO NPCpaIrIcKIaHe HA JIHCTOBKATA

ITocouenaTa mo-g0.1y anGopManas ¢ NpeaHa3HAY€HA CAMO 32 METHIHHCKH CHCMHANHCTH:

EauuuuyTe 60TYNHHOB TOKCHH HE €a B3aUMO3aMEHAEMU MEXTY pasIMYHHUTE OIPOJYKTH.
[TpenopbuKTENHHUTE AO3H B AllepraH eIHHHLIM Ca PaVTHYHHU OT APYIY MPOAYKTH, ChAbPHKALIH

OO0TYJIHHOB TOKCHH.

BHUCTABEJI e noka3aH 3a BpeMeHHO NoJ0OpeHne Ha BEHLIHHUA BUA Ha:

® yMepeHH A0 AbJOOKH BEPTHKATHU OPBYKH MEXTY BEXKAUTE, BAIHMH ITPH MaKCUMAJIHO CMPBILIBaHE
(rnabesiapHH MHKH) WM,

¢ YMEpEeHH J0 AWIOOKH CTPAHUYHH KAHTATHU OpBbYKM (THII ,,[TAYH KpaK’'), BHIWMH NPH MaKCHMA/THA

YCMMBKA W/HIH,

® YMCPCHH 10 ,H'E.ﬂﬁUKH 6p'1:n'-IICH Ha 4€10TO, BHIUMH IpH MAKCUMA/THO TOBAHTIdHC HA BOAIIUTC,

KOrato HipaiCHOCTT4A Ha JIMLUCBHTC 6p’b‘lKH HMa BAXKHO MCHXOJIOTHYECKO Bb3JE€HCTBHE BbPXY Bb3PACTHH

MAaIUCHTH.

PekoHcTUTYHpaHeTO TpAOBa A ce M3BbPIIBA CHIVIACHO MpaBWIATa Ha Jo0Opara NpakTUKa, CrICLMATHO
cnaspaiiky acenrika. BUCTADEJ] Tpabsa aa ce pexkoHCTHTYHpa ChC CTEpWIEH, HOPMAJIEH,
(pH3HoOrHyYcH pa3TBop, O¢3 xoncepraHT (0,9% HaTpHeB x10pHz, pa3TBOp 3a HipKekimH). Korato ce
u3nos3ea ¢nakoH ot 50 equuuuy, 1,25 ml ot crepunen, HopMalieH, QU3HONOrHYEH Pa3TBOp, He3
koHcepBaHT (0,9% HaTpHeB XJIOpHI, paszTBOP 33 HHXKCKLMH) TpAOBA /1a ¢€ U3TErIU B CIIPUHLIOBKA, 34 fa
ce MOJTY4H pas3TBOp ¢ KoHUeHTpaima ot 4 exuHui/0,1 ml. Koraro ce u3nonsea ¢naxox ot 100 egunmuy,
2,5 ml ot cTrepuneH, HopManeH, PU3HONOrH4eH pa3TBop, 6e3 koHcepBaHT (0,9% HaTpueB xyI0pHA,
pa3TROP 33 HIDKEKUHH) TPAOBa Ja C€ W3TErIM B CAPHHLIOBKA, 3a J1a Ce OJy4YH PEKOHCTHTYHPaH pa3TBop €
KOHLieHTpaiyA oT 4 equHAL/0,1 mi.

Pasmep Ha ¢nakoHa

KonnvecTBo 100aBEH pa3TBOPHUTES

[lomyyeHa no3a

(cTepuneH, HopManeH, GU3HONOrHUEH (Eaunuuu B 0,1 ml)

pastsop 6e3 koHcepBaHT (0,9% HaTpHER

XJIOPUA, Pa3TBOP 32 MHXKEKLIUH))

50 eguHHLIM

1,25 ml

4,0 e TMHULIH

100 enuHULIK

2,5 ml

4 () eqMHHULIH

[lenTpanHaTa 4yacT Ha ryMeHaTa 3anyiiaiKa TpaOBa Aa c€ NOYMCTH ChC CIIHPT.

3a na ce uzberne aecnarypauma Ha BUCTADBEJL pa3TBopeT ce NpUroTssa KaTto pasTBOPHTENA
HHKeKTHpa 6aBHO BBB (hiTakoHa M yupe3 JISKO BbPTeHe Ha (JIaKoHa, 3a J1a ce u3berue obpasys
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mexypueta. OrnakonsT TpadBa Ja ce H3XBBPITH, aKO BAKYYMBT HE 3aCMYKBa pa3TBOPHTE/IA BbB
¢nakona. Cnen peKOHCTUTYMpaHE, pa3TBOPBT TPAOBA Aa ce orviea npeam ynotpeba, 3a 1a € CHrypHo,
ye ce ynorpebapa caMo OHCTBp, O€3UBETEH /10 CBETNIONKBIIT Pa3TBOpP, 0€3 HATMUYHE HA YACTHLIH.

3ansoxHTenHo € BUCTABEJI fa ce u3nonspa 3a J€4EHHUETO CaMO Ha €AUH MalUeHT 10 BpeMe CaMo Ha
eiHa NnpoLeaypa.

[Tpenu urbkekTHpaHe 3a riabenapHi rbHKH {YMepeHH Wi IBIO0KH BEPTUKATHU OPBUKH, BUIUMH TIPH
MaKCHMaJIHO CMPBIIBaHE), ManeUbT WIK NMoKa3aneusT TpAdBa aa Ob1¢ nocTaBeH cTabWIHO NMoa
opOuTanHus pB0, 32 1a NpeZIOTBPaTH €KcTpaBazalya noj opouranuug pe6. Urnara tpabea na 6nae
HACOYEHa HArope ¥ MeQHAJTHO I10 BpeMe Ha HIDKCKTHPAHETO. 3a a ce HaMallk pHCKBT OT IITO3a Ha
KIenaya, MaKCHMAaJTHATa 1032 OT 4 eJUHHLIH 3a BCAKO OT HIDKCKIMOHHHTE MECTa, KaKTO U OpoAT Ha
MHKEKIHOHHHTE MEeCTa He TpaOBa /13 ce peBHILaBart. B pomwiHeHWe, MHXKeKLUMUTE B OJIM30CT 10
MYCKYJ/Ia, IOBAWray Ha ropHua Kienay (levator palpebrae superioris) TpaOpa na ce u3bareat, ocobeHo
MIpH NALMEHTH C MO-LIHPOKH MYCKYJTHH KOMIUTEKCH Ha JETNPEecOpUTE Ha BEXAUTE (depressor
supercilii). libkexumuTe B MYCKYJ1 KOpyratop (corrugator) TpsabBa na ce MpapAT B LIEHTpanHaTa 4acT
Ha TO3H MYCKYJ1, Ha pa3CTOAHME OT MOHE | cm HaJ H3BHBKATa Ha BEXJHTE.

HipkekiuTe 3a OpbUKH THN ,,1a4uHd Kpak™ (YMEPEHH A0 AWIOOKH CTPAHHYHH KAHTATHH OpBUKH,
BUIMMH [IPH MaKCHMAJIHAZ YCMHBKA) TpAOBa Ja c€ MPUIAraT, KaTo BbPXHT HA UIr/laTa € HaCOYeH Harope
H € OPHEHTHpaH B MTOCOKA HABBH OT OKOTO. 3a 1a ce HaMalli PUCKBT OT I1TO3a Ha Kiienaya,
MAaKCHMATHATa /1033 OT 4 eIHHHULIH 3a BCAKO OT MHXEKLIMOHHUTE MECTa, KAKTO U OPOAT Ha
MIDKEKIIHOHHUTE MeCTa He TpsaOBa J1a ce mpeBULIaBat. B gorreiiHeHHe, UbkeKuuuTe TpaOBa aa ce
[MPABAT TEMITOPATHO HA OpOUTANHIA PBO, 3ana3Baiiky 110 TO3H Ha4YHH D€3011aCHO Pa3CTOSHHE OT
MYCKYJ1a, KOHTPOHpalll TOBAWUIaHEeTO Ha KJIErnayva.

O61aTa 103a 3a NedycHre Ha Opwuky Ha 4enoTo (20 eAMHHUM) 3a€OHO C r1a0eNnapHy rbHKH

(20 eqgununm) e 40 eaunnuy/ 1,0 ml. Korato onpenenare MecToNnoNOXEHUETO HA CHLOTBETHHTE MECTa
Ha HIDKeKTHpaHe B musculus frontalis, oueHeTe LATOCTHATA BPB3KA MEXIY pasMEpa Ha YeJIOTO Ha
MaLMeHTa H pa3npeaeasHeTo Ha akTHBHOCTTA Ha musculus frontalis.

HHCTpYKIHHE 32 6€30NACHO H3XBBLPJINHE Ha H3NOI3BAHHTE (P1AKOHH, CIPAHIOBKH H MATEPHAJIHA

Beanara cnen ynorpeba v nipei H3XBbPJIAHE, HEU3MOA3BAHUAT PEKOHCTHTYHPAH pa3sTBOp Ha
BHUCTABEJI prB hnakoHa w/wiv cnpyHiioBKarta TpadBa Aa ce uHakTueupa ¢ 2 ml paspeneH pasteop
Ha HaTpHeB xunoxiaoput 0,5% unu 1% u Tpadea 1a ce H3XBBP/U B CHOTBETCTBHE C MECTHHUTE
M3UCKBaHMA.

H3non3BanuTe priakoHu, CIIPHHLIOBKH M MaTEpHAIH He TPA0Ba Aa ce H3npa3BaT M TpsbBa Aa ce chOupar
B MOJXOAALIM KOHTEAHEPH H H3XBBPJIAT B CHOTBETCTBUE C MECTHUTE U3HCKBAHHUA.

HHCTPYKIIHH B Ciiydal HA AI0N0JYKA NpR pabora ¢ HOTYAHHOB TOKCHH

B ciy4ait Ha 3nononyka npy padborta ¢ NPOAYKTa, HE3aBUCHMO JAJIH B CYX0 BAKYYMHPAHO WIH
PEKOHCTHTYHPAHO CBCTOSHUE, TpsiOBa He3abaBHO Ja ce [MpeANpHEMAT CbOTBETHHTE MEPKH, OITUCaHH
no-J01y.

. Bcesiko paviieane TpadBa 1a ce MOMKHCTH WIH ¢ abcopOeHTeH MaTepHall, HAMOEH ¢ Pa3TBOp Ha

HATPHEB XKMOXJIOPHUT (pa3TBOp Ha Javel) B ciTydaii Ha CyXO BaKyyMHUPaH MPOAYKT WM CbC CYX
abcopbeHTeH MaTepHall B ClTy4al Ha pEKOHCTUTYHpaH NMPOOYKT.

. 3aMBbpCEeHUTE NOBBPXHOCTH TPAOBA [12 c€ MOYUCTAT ¢ abcopOeHTeH MaTepHall, HalloeH ¢
pa3TBOP HA HATPHEB XHIIOXNOPUT (pasTBOp Ha Javel) u citea ToBa mOACYUICHH.

. AKo ce cuyrnH (pakoH, BHUMATENIHO Ja ¢€ ChOepaT CTHIICHHTE NapyeTa y Aa ce u30bpiue
NPOAYKTET, KAKTO € OMHCAHO 10-rope, KaTo ce U304rea MopA3BaHe Ha KOXKATa.

. AKO ce pbCHE BBPXY KOXKaTa, [l C& H3MHE C pa3TBOP HAa HATPHEB XUIOXJIOPHT H Cliek
M3IUTaKHE OOWIHO C BOJA.

. AKO ce MpbCHE B OUYMTE, OUHTE Ja € U3IUTAKHAT OOMITHO ¢ BOJA UITH € Pa3TBOp 3a
Ha OUM.
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* AKo paboTelIOTO JIHLIE CE CaMOHApaHH (Topexe ce, ydoze ce), oa ce npoueaUpa, Kakro €
OIMMCAHO NO-Trope U [a c€ NpeAnpHeMaT CbOTBETHUTE MEAMLIMHCKH MEPKH, B 3aBUCHMOCT OT
HMIDKEKTHpaHaTa Jo3a.

HaenTHPRKANAA HA NPOAYKTA

3a 1a ce yBepure, ue nomydasare oparuHaneH npoaykr BUCTABEJI Ha A6Bwu, notepcere
XapaKTEPHCTUKHTE 34 3all[UTa IIPOTHB OTBapiAHEe BbpXY KaproHeHUuTe onakoBku Ha BUCTADBEJI u
xonorpadckus GHIM BbPXY €THKETA Ha (JIaKOHa. 3a 1a BUOUTE TO3H QHiM, pasrfieaainTe BHUMATENTHO
¢J1aKOHA IO/ HACTOJTHA JIaMIia HJIH M3TOYHHMK Ha (UTyopecLieHTHA CBeTIHHA. Bopreiiku duiakoHa
Harnpea H Ha3aa MEXIY NMPBCTHTE CH, IOTHPCETE XOPH3OHTAIIHU JIHHHH C UBAT HA ABlaTa BHPXY
€THKETAa H Ce YBEpeTe, € UMETO ,,abbvie” ce MoAB4Ba B IMHHUTE ¢ UBAT HA ABrara.

He u3nosnzBaiite npoayKTa U ce CBBPXKETE ¢ MECTHHA opHc Ha A6BH 3a jonmbaHuTeIHAa HHpOpMaLUA,
aKO XOPH3OHTAITHUTE JIMHUK ¢ LIBAT HA AbraTa Wid Kymarta ,.abbvie” JHICBAT BBPXY €THKETA HA

dakoHa.

JlomsnHUTENHO, BBbpXY eTHKeTa Ha pnakoHa ¢ BUCTADBEJI ca HanW4HM oT/ENBaLIH C€ CTHKEPH,
KOUTO CBhABLPKAT NAPTHAHUA HOMEP U CPOKA HA FTOAHOCT Ha MPOAYKTA, KOUTO CTE NOAYyYWIH. Tesu
CTHKEPH MOTaT Ja ¢€ OTJICNAT U NOCTABAT B XKJIHHHYHHA BH KapTOH ¢ LEeNT Bb3MOXKHO NIPOC/ICAABAHE.
Orbenexere, 4e clel KaTo OTICIIATE CTHKepa OT eTHkera BBPXY ¢nakona ¢ BUCTADBEJ, we ce
nokaxe aymarta ,,YIIOTPEBABAH”, ¢ kKoeto Bu ce npeaocTaBs NOMBIHUTENTHO YBEPEHHE, Ye
u3non3sare opuruHanex npoayktr BUCTADBEJI.

10




