JIacToBka: aHpopmManugd 3a norpedbarens

BUCTADBEJI 4 Anepran expnanu /0,1 ml npax 3a HHXKeKINHOHEH pa3TBOP
VISTABEL 4 Allergan Units /0.1 ml powder for solution for injection

OoryuHOB TOKCHH THIT A (botulinum toxin type A)

[IpoueTeTe BHAMATEIHO OAJIATA JHCTOBKA, HPENH A4 3aM04YHETE A H3NO0A3BAaTEe TOBA
JIEKapCTBO, Thil KATO TH CLALPXKA Bakna 3a Bac nrdopmanns.
¢ 3amasere Ta3H JIMCTOBKA. MOKe a ce HaJIOXKH Ja A [MpoYeTeTe OTHOBO.
¢ AKO MMAaTe HAKAKBH JOITBJIHUTE/THH BBIIPOCH, MONMUTAiiTe Balius iekap Wi GapMaLeBT.
o Toga nekapcTBO € npeAnucaHo JHYHO Ha Bac. He ro npeorcrensaiite Ha ApyrH xopa. To Moxe
Na UM HaBpeaM, HE3aBUCHMO UY€ MPU3HALIUTE Ha TAXHOTO 3a00MnsBaHe ca CHILUATE KAKTO
Bawmwure.
* AKO NMONYUYHTE HAKAKBY HEXEAHH JIEKAPCTBEHU peakluu, yeeaomere Batug nekap win
tapmaueBT. ToRa BKITIOURA H BCHYKH BB3MOXHH HEXENAHH PEaKLMH, HEONIMCAHH B Ta3H
NHCTOBKa. BipkTe TouKa 4.

KakBo cbAbpKA TAIH JJHCTOBKA

RS Ry .

Kakso npeacrasngea BHUCTADBEJI n 3a kakBo ce u3non3sa PRSONUSHUS
Kakso Tpa0Ba aa 3Haere, npeau ga wznomssare BUCTAD i
KEI.K 4 H3Mnoj3pare BHCTABEJ'[ S
BB3MOXHHM HEXENTAHH PEAKLIMM 4P A-,(-—é'c?;‘a’
Kak na cexpansasare BUCTABEJ]
Coabp)KaHHE Ha OMNAKOBKATA M AOITBJIHHTEIHA HHPOpMAaLIHA
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1. Kakso npeacraBnasa BUCTABEJI u 3a kakBo ce H3M0.J13BA

BHUCTABEJI ¢ myckyneH penakcaHT ¢ nepudepHo, OTIyCKaWo ICHCTBHE.

BUCTABEJI nefictea upes OinokHpaHe Ha HEPBHHTE HMITYJICH, HACO4YEHH KbM BCHUKH MYCKYJIH, B KOMTO
¢ Omn HibKeKTHpaH. ToBa HE NO3BOJIABA HA MYCKYJIHTE [1a CE€ CBKPALLABAT, KOETO BOAH A0 BpEMEHHA U
oOpaTrnMa napanusa.

BUCTABEJI ce u3non3ea 3a BpeMeHHO NoaoOpeHUE HA BEHIIHUA BH HA:
®  BEPTHKAHH OpBUKH MEKAY BEXIUTE, BUIMMHU MPH MaKCUMAJTHO CMpPBIIBaHE, W/ HWIH
e  BeTpwI0o0OpazHU OPBLUKM OT BI'bJ1a HA OKOTO, BUAUMH [TIPU MAKCUMATHA YCMUBKA, W/ UM

® 6p'b‘-IKH Ha 4<j10TO, BHIHMH IpH MAKCHMAJ/THO NMTOBAHUTIHATH BCXKIH,

KOraToO U3pa3cHoCTTa Ha JIHHCBHUTC 6p’b‘lKH HMa BKHO NMCHXOJIOTHMECKO BB3JICHCTBHE BbpPXY Bb3paCTHH
MalfucCHTH.

2. Kaxkso TpafBa ga 3naete, npeau aa H3noa3sate BUCTABEJI

He u3noassafite BACTABEJI

®  aKO CT€ aICPrHYHH KbM OOTY/THHOB TOKCHH THIT A WIH KbM HAKOA OT OCTAHAJINTE ChCTaBKH HA TOBA
nekapcTBO (H30poeHH B TOUKa 6)

®  3KO CTE C AMArHO3a MHACTESHMA rpaBuc WK CHHAPOM Ha HitroH JlaMOBpT (XpoHmuHu 3a601BaHu,
3aCATALIN MYCKYJIHUTE)

®  aKoO HMaTe MHPCKLMA B NMPEABHACHHTE 32 HHKEKTHPAHE MECTA.




Hpeaynpexaennd H OpeAna3sHH MepKH
["oBopeTe ¢ Baumus nexap unu ¢apmauesT, npead aa uinonssare BUCTABEJL

Hexxenanu peakiiiy, KOUTO € Bh3MOXHO /1a ¢a CRbP3aHU € pa3NpOCTpaHEHHETO HA TOKCHHA Alalied OT
MSACTOTO Ha TIPWIOXKEHHE, ca ChoOIaBaH MHOTO pAAKO MpH 6OTYIHHOBHA TOKCHH (Halp. MyCKYy/THa
cnabocT, 3aTpyAHEHHE MPH MPETTHIIAHE WM NonajaHe Ha XpaHa Wik TeYHOCT B AMXATEIHHTE
mbTHINA). [TalHeHTHTE, MpHeMALIH NMPENOPbYMTE/IHATE J03M, MOTAT 1a H3MUMTBAT MPEeKOMEpHA
MYCKYJIHA ¢1abocCT.

ITocerere He3abaBno Bamng Jiekap, ako cnel iedyenrero By e TpyaHO Aa nperabilare, rOBOPUTE WIH
JULLIATE.

e VnorpebaTta Ha BUCTABEJI He ce npenopryBa NpH NALMEHTH C aHaMHe3a 3a aucdarus
(3aTpyaHeHHE NPH NpErebillaHe) H HapYLIEeHO NperTblaHe.

e Vnorpebara Ha BUCTABEJ He ce npenopbuBa npu muua nox 18 ronunm.

OnutsT o1 ynorpedara Ha BUCTABEJI npu mauMeHTH Hax 65 roIHHH € OrpaHHYEH.

e [IpekaneHO YECTOTO HWIH NMPEKOMEPHO NMpUiaraHe Moxe Ja YBeJIMUM PHUCKa OT oDpa3yBaHe Ha
anTuTena. O6pa3syBaHeTO Ha aHTHTEA MOXKE 13 AOBEAE A0 HEYCNIEX HA IeHEHHETO ¢ HOTYIHMHOB
TOKCHH THN A JOPH, ako ¢e ynotpedABa 3a ApYry LUEIH. 3a Ja CE HAMAJIM TO3H PHCK, HHTEPBATBHT
MeKIy IBE JIeHeHUs He TpAOBa fa Obe No-MaTbK OT TPU MECELIA.

e MHoro paaKo MOXKE J1a HaCThIIH AJIEPTHYHA peaklUs Clie/l HHKEKTHPAaHe Ha OOTYIMHOB TOKCHH.

o (Cnen meveHUE MOXKe Ja ce MOSBH ClajaHe Ha Kiemnaya.

Mouns, aagopmupaiiTe Bamua nexkap, ako:

® B MHHAJIOTO CTE HMATH NpobiieMH clel HIDKEKTHpaHe Ha OOTYJIMHOB TOKCUH

®  He BIDKAATE 3HAYMTENHO nogodpeHue Ha Bamure OpbUKH eAHH Mecell el ITbPBHA KYyp< Ha
JIe4YEeHHE

® cTpaJate OT onpeaeneHu 3adonsBaHuA, 3acAralli HEpPBHATa CUCTEMA (KATO aMMOTpOPUUHA

JaTepaiHa CKJiepo3a WiId ABUraTeIHa HEBPOMATHA )

MMAaTE BB3MIAICHUE HA MACTOTO/MECTATA, PEIABUIACHO{H) 3a UIDKEKTHpaHe

MYCKYJIMTE, KOKHTO HI¢ ObaaT HHDKEKTUPAHH ca CabH WK U3TOLICHH

CT€ MMAJIK ONEPALHA WK HAPAHABAHE HA rNaBaTa, LIUATA WIH MBPAMTE

ckopo Bu npeacToH onepatms.

Apyra Jekapcrea R BACTABEJ]L

He ce npenopsuBa eqHOBpeMeHHaTa ynoTpeba Ha 00TYJIMHOB TOKCHH C aMMHOTTHKO3HIHH
aHTHOHOTHILM, CMIEKTHHOMHIIMH WK JIPYTH JIEKAPCTBA, KOUTO B3aUMOEICTBAT C HEBPOMYCKYJIHOTO

npeaaBaHe.

Mons, yBenomere Bailud nekap, ako Hackopo ca BU HHDKEKTUpaIH 1eKapCTBO, ChABPXKALIO OOTY/IHHOB
TokcHH (axTHBHOTO BellecTee Ha BUCTABEJ]), Trit kaTo ToBa MOXke fa 3aciui edexra Ha BUCTABEJ]

TBRBPAC MHOTO.

Hudopmupaiite Baiiusa nekap wiy gapmariest, ako IIpHeMare, HaCKopo CTe IIPUEeMATH WU € Bb3MOXHO
Ia IpPUEMaTe ApYTH JIEKapCTBa.

BpeMeHHOCT H KbpMeHe

Ynorpebata Ha BUCTABEJI He ce npenopsuBa 1o BpeMe Ha OpeMEHHOCT H IPH JKeH
MOTEHIHAJ, HEU3ION3BALUH POTHBO3AaYaThYHH CPECTBA.

BHUCTABEJI He ce npenoptbyBa MPH KbPMELLH KEHHU.

Axo cte OpeMeHHa, cMATaTe, Y€ MOXKE Aa cTe OpeMeHHA WM IUIaHHpaTe OpEeMEHHOCT,
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Baums nexap win ¢papMaulerT mpeay ynorpedara Ha ToBa nekapcTBo. Bamuar nekap we odcvau ¢ Bac
AaTH TpAOBa Aa NPOAB/DKHTE JICYSHHETO.

[ToceBerBaiite ce ¢ Baiums exap win dapMaleBT nMpead ynorpedara Ha KOETO U J1a € JICKapCTBO.
[Hogpupane B paboTa ¢ MAIIAHHA

OOprina ce BHUMaHKME Ha MIOQHpaLIMTE MPEBO3HHU CPEACTBA M HAa NULATA, pabOTellH ¢ MalllMHH, 32
[MOTEHLIHAJIHUTE PUCKOBE OT 001112 WM MYCKY/IHa c1abocT, 3aMasHOCT M 3PMTENTHH HAPYIICHHS,

CBBp3aHH ¢ ynotpedara Ha TOBa JICKAPCTBO, KOMTO MOTaT Aa HaNpaBAT oNacHo mo¢HUpaHeTo Ha
MPEBO3HH CpeCTRa WK paborara ¢ MalmKHHHU. /la He ce wodupa Wi paboTH ¢ MallIMHA 00

OTIIYMSABAHETO HA T€3M MPU3HALIM.
BUCTABEJI chabpka HATpHEH

Tora JlekapcTBO ChABPAKA MOo-MaNKo oT | mmol HaTpuit (23 mg) Ha PnakoH, T.€. MOXKE Aa CE KaXKe, 4e
NPAKTUYECKH HE CHOBbPAKA HATPHUH.

3. Kak 1a mznoassare BUCTABEJ

MeToa H 0BT HA BLBOK/IAHE

BHUCTABEJI Tpabea aa ce npuiara caMo OT JIEKapH ¢ NOAXOAAIIA KBATH(PHUKALIAA H OITUT B TOBA
JIeYeHHE M TIpWIAaraHe Ha HeoOxoauMoTo 00opyaBaHE.

BEPTHI{EIJIHPI 6[2’1:'{1(1{ MCACTY BCAKAHTC, BUIHMH TTDH MAKCHMAJTHO CM BaHC

BHUCTABEJI ce HIOKEKTHpPa B MYCKYJIUTE (BBTPEMYCKYJTHO MPHIOKECHHE ), AMPEKTHO B 3aCErHarara
obnacT Mex Iy BEXIHUTE,

ObnyaitHaTta no3a € 20 equHuiy. e Bu 65ae vibkexkTupaH npenopbudTeaausT obem ot 0,1 ml

(4 equnnum) BUCTABEJ] BBB BCAKO OT 5-Te MecTa 3a HHDKEKTHPaHE.

[TogoOpeHne Ha H3PA3CHOCTTA Ha BEPTHKAHUTE OpbUkH, Pa3MONOKEHHA MEXAY BEXKAUTE, BUAUMH MpH
MAKCHUMAJTIHO CMPBIIBAHE, 0OHKHOBEHO HACTHIBA 0 €HA CEAMMIIA CNE JICYCHUETO, KATO
MaKCHMAJTHHUAT €(PEKT € HabmogaeaH S 10 6 ceAMHLH ciel MKeKTupaneTo. EQekThT ce 3ana3sa oo

4 Mecena ciie]l HHKEKTHPAHETO.

Be'{pwlooﬁpasﬂn 6[!]_:-'-11'(}! OT bI'bJ/l1a HA OKOTO, BHIHMH INPDH MakKCHMallHa YCMHBKA

BUCTABEJI ce vrpkexTUpa AMPEKTHO B 3acerHaTara 30Ha OT CTpaHara Ha BCAKO OKO.
Obwuaiinara no3a € 24 eaunm. Lle Bu 6nae nHkeKTHpaH npenoppurtenHuaT obem ot 0,1 ml
(4 enymim) BUCTABEJ 1B Besko oT 6-Te MecTa 32 HIDKEKTHpaHe ([0 3 MecTa 3a HH)KEKTHpaHe OT

CTpaHaTa Ha BCAKO OKO).

[TopobOpeHre Ha H3Pa3CHOCTTA Ha BETPHIOOOpa3HUTE OPBYKH OT BI'bJa Ha OKOTQ, BUIHMH NPH
MaKCHMaJIHa YCMHUBKA, OOMKHOBEHO HACTHIIBA A0 €IHA ceMuULia cnen neueHreTo. EdekrsT ce 3ana3ea
cpemHo 10 4 Mecela ciie] HHXKeKTUPaHeTo.

Bp’b‘{KH Hd 4C¢N0TO, BUAKWMH TIpH MAKCUMAITHO NMOBAHWIHATH BEX/IH

BHUCTABEJI ce umkexTHpa JHPEKTHO B MYCKYJla Ha 3aCErHaTaTa 30Ha Ha 4€J0TO.
O6uuaitHara no3a € 20 eagunnuu. 1lle Bu 6pae vHokeKkTHpaH NPENOPBbUYKUTETHHAT 00
(4 enuanun) BUCTABEJT BBB BCAKO OT 5-Te MeCTa 3a HEDKCKTHpaHE.

O61nara no3a 3a JieyeHHE Ha OpbUKH Ha 4enoTo (20 eAMHHULHU) 3aeIHO ¢ rnabdetapHy
(20 eayauun) € 40 eauHULIM.




[TogoOpeHne Ha U3PA3CHOCTTA HA OPBUKKUTE HA YeJIOTO, BUAUMHU TIPH MaKCUMAJIHO MOBIHIHATH BEXIIH,
0OMKHOBEHO HACTHIBA 0 €JHA CeAMMIIA Clell meueHUeTo. EQEeKThT e JeMOHCTPHpPaH B POABIDKEHHE
Ha NMPUOH3HTENHO 4 Mecea ciell HHXKEKTUPAHETO.

Obma uadopmMalms

AKo eqHOBpeMeHHO BH siekyBar 3a BeTpwioo0pa3Hu OpBLYKH OT BIrbia HA OKOTO, BHAHMH NPH
MAaKCHMAaTHA YCMHBKA, Y 33 BEPTHKAJTHH OpbUKKM MEXKIY BEXKIAMTE, BUAUMHU IIPH MAKCHMAITHO
CMpBIIBaHe, e NnoyyuTe odma qo3a ot 44 e ITHHHLIH.

AKo esTHOBpeMeHHO B neKyBaT 3a BCHUKH 3 THNAa JHLUEBY OpBUKM (BeTpHiI1o0Opa3Hu OpBUYKH OT BIba
Ha OKOTO, BHIHMH NPH MaKCHMATHA YCMHBKA, BEPTHKAJIHH OpBYKH MEXAY BEXKAMTE, BHOIUMH MpH
MAKCHMATHO CMPBILBAHE, U OPBYKM HA 4€J0TO, BUAUMH MPH MAaKCUMAIHO NMOBAMIHATH BEXIH), LUE
noayqure odia n03a ot 64 eqMHULIM.

HHTBPBEIFBT MEXY RBEC NCUYCHHUA HE TPF[GB& JAa 6b1€e No-MaTbK OT TPH MCCCLIA.

EdukacHocTTa M Oe30nacHocTTa NMpy MHOTOKpaTHO UHkekTHpaHe Ha BUCTABEJI Han 12 mecena ue
€ OLIeHjBaHa.

AKO HMaTe HAKAKBH JOITL/IHUTEIHH BBLIIPOCH, CBBP3aHH C yIoTpedaTa Ha TOBA JIEKAPCTBO, NOMMTAITE
Bainus nexap wiv ¢papmanesT.

4. Bb3MOXKHH HeXeJIAHH pPeaKIHH

KaxTo BCHUKH JIEKapCTBa, TOBA JIEKAPCTBO MOXKE Ia NMPEAH3BHKA HEXKEJIaHH PEaKLIMH, BBIPEKH Y€ He
BCEKH I'H [TOTY4aBa.

Hﬂﬁ-ﬂﬁlﬂﬂ, HCXKCIIAHNUTC PCAKLIHH HACTDBIIBAT ITPE3 ITbPBUTE HAKOIKO AHH CJICA HHXKCKTHPAHCTO K €a
MNpCXOIHH. [ToBeveTo cHLOOIIEHH HexXeNaHH PCaKIiii Ca OWIH nexkn 1o YMCPCHH 10 TCKECT.

[IpuGnusuTenHo 1 oT 4 naieHTH MOXKE 1 H3MHTA HEXKEIAHUA PEAKLIMH CIIEN UHKEKTHPAHE Ha
BHUCTABEJI 3a BepTHKaNHH OpBUKU MEXIY BEXKIUTE, BHIHMH MPH MaKCHMAJTHO CMPBLIBAHE.
[TpubnuzuTenHo 8% OT NaLUeHTHTE MOXKE a HAMUTAT HEXEJIAHH pPeaKildH Clie]l MHDKEKTHpPaHe Ha
BUCTABEJI 3a Berpunoobpa3Hu OpBUKH OT Brbjla HA OKOTO, BUAMMM IMPH MaKCHMalIHA YCMMBKA,
KOraTo ¢a JIEKyBaHH CaMOCTOATETHO WU €HOBPEMEHHO C BEPTHKATHH OPBUKH MEXKIY BEXAHTE,
BHAMMH NPH MAKCHMATHO cMpbluBaHe. [Ipubnuzurento 20% oT nauMeHTHTE MOXE J1a M3IIMTAT
HEeXeNaHHu peakuuH ciel uxkektupane Ha BUCTABEJ] 3a 6pbuxu Ha uenoro, BUAUMH NpH
MaKCHMAaJTHO MOBAHIHATH BEXH, KOIATO ¢a JIEKYBAHU € JHOBPEMEHHO C BEPTHKATHH OphuKky MEXIY
BEXKIUTE, BUAUMH NPU MAKCUMATHO cMmpbiuBaHe. [Ipubnuznrendo 14% or nauueHTHTE MOXKE 112
H3MHKTAT HEXKEJIAHH PeaKLHH, KOTATO JICUCHHETO Ha DPbUKM Ha YeSIOTO, 3a€JHO ¢ BEPTHKATHH OPBUKH,
ce KOMOMHHpA C JICYCHHE Ha BETPWIO00pa3HH OpbUKH OT BIbjia HA OKOTO, BUAWUMH NMPH MAKCHMAaJlHa
YCMMBKA.

Tea3u HexeNnaHU peaKUMHM MOXKe J1a Ca CBBP3aHH C JICYCHHETO, ¢ TEXHHKATA Ha HIDKEKTHpaHe WIH U ¢
ABere. CnagaHeTo Ha Kiienada, KOeTO MOXe JAa Ob1e CBBP3aHO C TEXHHKATA Ha NPWIOKEHHE, € B
CBHOTBETCTBHE C JIOKANHOTO OTIYCKALIO AcHCTBUE BHPXY MYCKynHTe HAa BUCTADBEJI.

HexenaHu peakiH, KOMTO € Bb3MOXKHO J1a Ca CBBP3aHU € pa3lpOCTPAHEHHETO Ha TO /A aITe
MACTOTO Ha MPWIOMKEHHE, ca Cho01LaBaHd MHOTO pAAKO NMpH GOTYIHHOBHSA TOKCHH ( AT A5 :
MYCKYJIHa ¢1aboCT, 3aTpyAHEHO MperThillaHe, 3alleK HIH MTHEBMOHHSA, KOATO C& ABJLEKH JHa/ ripray s
XpaHa WK TeYHOCT B AMXATEIIHUTE NMbTUILNA). He ce npenopbyBa HHDKeKTHpaHe Ha B

Y
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ropopa cieg npunoxeHuero Ha BUCTABEJL

CeLpxere ce He3a0asHo ¢ Bamnsa aexap, ako UMaTe KonpHBHA Tpecka (YPTHKapHS), NoAyBaHe,
BKJAIOYHTE/HO IOJYBAHE HA JIMIETO RJIH I'bPJI0T0, XPHOTEHE, YYBCTBO 32 NPUIAOHIABAHE H 3aYX.

BB3MOXHO € paznpocTpaHeHHE Ha OOTYJIHHOBHUA TOKCHH B OKOJTHUTE MYCKYJTH, KOTaTO ¢ HIDKCKTHPAT
No-BHCOKH 1034, 0c00eHO B obnacTra Ha LLIHATA.

KakTo ce o4akBa nmpu BCAKa MHDKEKLIMOHHA IIpoLieypa, MOraT Aa ¢e Habmoaasar
Oonka/napeHe/cMbaeHe, OTOK W/ WIH NOCHHABAHE, KOUTO €A CBBP3aHH ¢ HHIDKEKUMATA. [ OBOpeTE C

Bainus nekap, ako Topa Bu TpeBoxH.

PuckbT na IMOJIYYHUTEC HCHKEIaHa pCaKIIHA € OIMHCAH OT CJIICAHHTC KAaTCropHH.

YectHn

MOXce f1a 3acerHar ao 1 Ha 10 gymm

Heuectn

MOxe Aa 3acerHar Ao | Ha 100 gymm

MHxeKIuH 32 BpeMEeHHO NoaoOpeHHe Ha BEPTHKATHHUTE OpPBbUYKU MEXIY BEXINTE

YectH I'naBobonue, M3TpENBaHE, COAAAHE Ha Kienava, rajeHe (NpH3isaBaHe), 3aUepBiBaHE HA
KO2KATa, HaNperHaTOCT Ha KOXKaTa, JIOKaJH3HpaHa MyCKyJHa ¢iabocTt, auuesa 00.1Ka,
MoAyBaHE HA MACTOTO Ha HHXKEKTHpaHe, IMOCHHABAHE Mo/ KoXKaTa, DoKa Ha MACTOTO
Ha HIDKEKTUpaHe, Apa3HeHe Ha MACTOTO Ha HHXKEKTHPaHe.

Heuectnt | UHdexiums, 6€3n0koicTBO, 3aMagHOCT, BL3NAIEHHE Ha Kiienaya, 60xa B O4HTe,

3PUTESTHA CMYLIIEHHA, 3aMBITIEHO BIDKAAHE, CYX0Ta B YCTaTa, [IOAYBaHe (Jidle, Kienay,
OKOJIO OMHTE), YYBCTBUTEJIHOCT KbM CBET/IMHA, CHPOEXK, CyXa KoXa, MyCKY/THO
NOTpENBaHe, PUITONOA00eH CHHAPOM, JIMIICA HAa CWIA, TeMIiepaTypa, MeducTo egekr
(IMOBAMTAHE HA BHHILIHATA Y4CT HA BEXUTE).

Hrkekiiny 3a BpeMeHHO nofaodpeHue Ha OpBUKHTE HA YENOTO, BEPTHKANHH OpBUKHY MEXAY BEKIMTE,

BHIWMH IPH CMPBLIBAHE, ¥ BETPUIO0Opa3sy SpBbUKH OT BI'bjla HA OKOTO

YectH

NMNOCHHABAHC Ha MACTOTO Ha HIDKEI(THP&HG*

Heuectu

NoAyBaHe Ha KJeraya, KEPBEHE OT MACTOTO HA MHDKEKTHpaHe*, 60NIka Ha MACTOTO Ha
MIDKEKTUpaHe*, MpaByuKaHe W U3TPBIIBAHE B MACTOTO HA HIDKEKTHpaHe

*Hsakou OT T€3U HEXEAHH peaKLMH MOXKe 71a ObAaT CBbP3aHU H € NMPOLEAYpaTa HA HHDKEKTHPAHE.

HHxeKiIMM 32 BpEMEHHO MoIo0peHre Ha OpbYKHM HA YEJI0TO U BEPTHKAIHH OpPBYKH MEXKIY BEXKIMTE,

BUIAMMH IIPH CMPBIIBAHE, KOTATO C€ JCKYBAT CAMOCTOSTEIHO MITH 33¢HO ¢ BETPUWIOOOpa3HUTE OpBUKH
THII "'1Ia4yH Kpak" B bI'bJla HA OYMTE

Hectn I'nasoGonue, cnajsaHe Ha Knenava', HaMpPerHaToCT Ha KOXKATA, CrafiaHe Ha BexcaaTa’,
MOCHHABAHE HA MACTOTO HA MHXXEKTUPaHe*, KPbBOU3IMB HA MACTOTO HA
HkeKkTHpaHe*, Meducro edexT (MOBAHraHe Ha BbHILHATA YacT Ha BEXKIWTE).

Heuectu | bonka Ha MACTOTO Ha HHDKEKTHpaHe™*

1. MeauasaTa Ha BpeMeTO K0 Ha4aNOTO Ha CNIAJAHETO Ha Kienava € 9 AHM cnef NeUSHHETO
2. MenuaHaTa Ha BpeMETO 0 Ha4da/ioTO Ha CMIAJAaHETO Ha BEKAaTa € 5 AHH CJIe[ 3arno4ypaHe Ha

JCHYCHHCTO

*Hsxou OT Te3U HeXeNaHW peakiiuu Moke a2 6bAaT CBBP3aHU U C NPOLIEAYPATa Ha HHXKS)

)
CrnegHuaT CrMCBK ONUCBA JOITBIHUTE/THM HEXENaHK peakiiii, ChoOLIaBaHM NpH Np (e} SR, %{%
BUCTABEJI, oTkakTo IeKapCTBOTO € IYCHATO Ha Ma3apa 32 JieYeHue Ha riabenapHu [fbEKABPNENY. - 'g';ﬁ

THII ,,JIa4M KpaK~ H APYTH KITHHUYHH MTOKa3aHHA:
®  TEXKA alepruvHa peakiys (MOAKOXKHO MOAYBaHE, 3aTPYAHEHO QULIAHE)

®  KOMpUBHA TpecKa (YpTUKapHA)
e 3aryba Ha aneTur




YBpEX1aHe Ha HEepB
3aTPYAHECHO ABIDKEHHE HA PBKATA H paMOTO

npobreMH ¢ rjjaca ¥ ropopa

CIaboCT Ha NULECBUTE MYCKYJIH

HaMaJIeHH KOXKHH YCelllaHUA

MYCKYJIHa cnaboct

XpOHHYHO 3ab0sABaHe, 3acAralo MyCKyIuTe (MHACTEHHS IPABHUC)
H3TpPhIIBaAHE

Oonka nwiu cnabocT, 3anousally oT rppOHaKa

MPH3NISBAHE

OTITyCKAHE Ha MYCKYJIUTE OT €HaTa CTpaHa Ha JIMLETO
NOBHIIABAHE HA HAJIATAHETO B OKOTO

CIIaJaHE Ha Kenaya

3aTPYAHEHO [THJIHO 3aTBapsgHe Ha OKOTO

cTpabusbtM (KpUBOTIIEACTBO)

3aMBIIEHO BIXKAaHe, 3aTPYAHEHO ACHO BHXKIAHE

HaMa/IIBaHE Ha ClTyXa

IIyM B yLIHTC

YyYBCTBO HA 3aMagHOCT WIH CBETOBBPTEK (BEPTHIO)
acrpalHoHHa nHeBMOHHA (DenoapobHo Bb3naneHue, MPUYUHEHO OT C/Ty4aiHO BAMLIBAHE HA
XpaHa, HAITUTKa, CIIOHKA WIH MOBBPHATO)

3amyx

npoGJieMH C AHLIAHETO, NOTHCKAHE HAa AXLIAHETO W/WIHM AXXATeNHa HeAOCTATBYHOCT
OosKa B KOpeMa

ouapus

CyXOTa B yCTaTa

3aTPYJHEHO NperablLaHe

rajicHe

NOBPBLIAHE

KOCOTAaJ

CrMajJaHe Ha BEXKAaTa

ncopHasuPopMeH OOpHB M0 KOXKATA (YEPBEHH, IUTHTHH, CYXH H JIKOCTIECTH (1E€THA)
pa3IM4YHU BUAOBE YepBeH METHUCT 0OpHUB

NPEKOMEPHO MOTEHE

Ona/iBaHe Ha BEXINUTE

ChpOEx

obpuB

U3TOLABaHE HA MYCKYJIHTE

O0JIKa B MyCKYTTUTE

3aryba Ha MHEPBALIWA/CBHBAHE Ha HHHKEKTHPAHUA MYCKYJI
HEPa3IOJIOKEHHE

YyyBCTBO 3a 000 HEPA3NONOXKEHHE

Tpecka

CYXO0 OKO

JTOKANU3WPAHH MYCKYJIHHA NOTPENBAaHUA / HEBOJIHH MYCKYJIHA KOHTPaKIHU
MoAyBaHE Ha KJIenada

CrhobmanaHe HA HEXKEJJAHH peaKIHH
AKO MOJTyuHTe HAKAKBH HeXKeJIaHU JIEKapPCTBEHH PeaKLHY, yBeaoMeTe Bawna nexap. Pata WeIRIqBAC J?\
BCHYKH BB3MOXHH, HEOMHCAHHU B Ta3H JUCTOBKA HEXXEJIaHHW peakMH. MoxeTe ChILo hy : “%}o
HEXe/aHH PEeaKUHH JHPEKTHO Ypes: X
H3menHMTEIHA areHIMA N0 ICKAPCTBATA
yn. ,,JlamsaH ['pyeB” Ne 8

1303 Codus, .




Ten.: +35 928903417

yebcaiT: www.bda.bg

KaTto cbob1aBare HexxelaHU peakLMy, MOXKeTe J1a 1a/ieTe CBOA MPHHOC 3a M10Jly4yaBaHe Ha IoBeve
HH(pOpMaLMd OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKApCTBO.

S. Kak aa cexpansBate BUCTABEJI

Jla ce cbXxpaHsBa Ha MACTO, HEIOCTBITHO 32 JeLa.

He u3non3Baiite TOBa JIEKapCTBO CJ1€/] CPOKA HA TOJAHOCT, 0TOEIA3aH BbPXY (JlakOHA U KApTOHEHaTa
onakoBka, cjies ,,EXP”. CpokbT Ha rOJHOCT OTrOBaps Ha MOCJIEHUSA JIEH OT ITOCOYEHHS Mecell.

Jla ce cpxpansBa B xnaguiHuk (2 C — 8°C).

Cnen peKOHCTUTYHUpaHe, ce NMpernopbysBa He3abaBHO M3IOI3BaHE HA HHXXEKIIMOHHUS Pa3TBOP, BBITPEKH
TOBa, TOM MOXE J1a ce ChbXpaHaBa 10 24 yaca B xsaJuiHHK (2°C-8°C).

He u3xBbpadiiTe nekapcTata B KaHAIM3aLMATA WM B KOHTEHHEpa 3a JIOMaLHU OTnaabLd. Te3u
MEPKH L€ CIIOMOrHAT 3a Ola3BaHe Ha OKOJIHATa Cpeja.

6. CohabpKkaHHe HA ONIAKOBKATA H A0NbJHHTE/IHA HHGOpMAHA

KakBo csabpxka BUCTABE]

—  AKTMBHO BewiecTBO: 00TYIMHOB TOKCUH THN A oT Clostridium botulinum (0,1 ml pekoHcTuTyHpan
pa3TBOp 3a MHXKEKTUpaHe ChAbpka 4 AnlepraH eIMHULIM).

—  Jlpyru ¢bCTaBKM: YOBELIKH aIOYMHH W HATPHEB XJIOPHU/I.
Kak n3riexna BUCTABEJI n kakBO ¢hbABbpKa ONAKOBKATA

BUCTABEJI npax 3a MHXKEKLIMOHEH pa3TBOp npeacTasissa GUH Os1 npax 3a HHKEKLIMOHEH pa3TBOp,
KOUTO TPYAHO MOXKE JIa C€ BHIM Ha JILHOTO Ha IMpo3payHus cTbkieH diakoH. [Ipeau umkekTupaHe, 1031
NpOAYKT TpAOBa J1a ce pa3TBOPH CbC CTEPHIJIEH, HOpMaJieH, GHU3HOIOIMYEH pa3TBOp, 0€3 KOHCEPBAHT
(0,9% natpueB xsiopua, pa3TBop 3a HHKeKLUHK). Beeku dnakoH cvrabpxka S0 uiu 100 AnepraH eiMHHIM
OOTYJIMHOB TOKCHH THIT A.

Bcska onakoBka cbabpika 1 wiu 2 giakoHa.

He BCHUYKM BH/10BE OMAKOBKHM MoOrar ja oObaar [TYCHATH B nponamﬁa.

I[IpuTexkares Ha pa3pelieHHETO 32 ynorpeoda

AbbVie Limited
Citywest Business Campus
Dublin 24

HUpnanaus
I[IpousBoanTeE]

Allergan Pharmaceuticals Ireland
Castlebar Road

Westport
County Mayo
Hpnanaus

HJIH

AbbVie Deutschland GmbH & Co. KG
Knollstrasse
67061 Ludwigshafen

['epmanus




ToBa JekaApCTBO € paspenieHo 32 YNOTpeda B ALPXKABATE — 9ICHKH HA Espone#ckoTo
HKOHOMEYECKO NPOCTPAHCTBO NOJ CJIeAHHTE HMCHAS

Asctpud, benrud, buarapus, Xnpsatus,
Kumrep, Yexus, anua, EcTroHn,
Ournanaus, OpaHumi, ['epmanua, ['spums,
Vurapud, Ucnanous, Upnanaus, Jlarsus, VISTABEL
JIutea, JliokcemOypr, Mairra,
Hunepnanzus, Hopserus, Ilonuwa,
[Topryranus, PymMbHMa, CloBakus,
Cnosenns, Ucnauus, HIBeius

Hrams VISTABEX

JaTa HA DOCEAHO OpepaAraekKIaAHE HA JHCTOBKATA

ITocoueHATA NO-I0TY ARGOPMADHSA € NPEANAHAYCHA CAMO 3a MEAHIEHCKE CHCNHATHCTH:

Enpsuipre 60TYNTHHOB TOKCHH HE €a B3aUMO3aMeHAEMH MEX/Y PazIHYHHUTE MPOAYKTH.
[IpenopruMTenHUTE 1034 B ANepraH eJMHMLIU Ca pas3IMMHHU OT APYTH MPOAYKTH, ChIbpPKAIIH
OOTYJIMHOB TOKCHH.

BHACTABEJI ¢ nokasan 3a BpeMEHHO NoaoOpeHne Ha BLHIIIHMA BH/] HA:

¢ yMepeHH A0 AbI00OKH BEPTHKAIHH OPBUYKH MEXKIY BEXKIWTE, BUIHMHM MPH MAKCUMAJIHO CMpbILBaHe
(rnabenapHu rbHKH) WIHIH,

® yMEpeHH A0 AWIOOKH CTPAHWYHM KAHTAIHH OpBUKHM (TUMN ,,1a4H KpaK’ ), BAAHMH [IPH MAKCHMAITHA
YCMHBKa H/WIH,

® yMepeHH A0 AKIOOKH OpBbYKH Ha 4€JIOTO, BUANMH NPH MAKCHMAIHO MOBAMTAHE HA BEXKAUTE,

KOrato u3pasCHOCTTA Hd JIHUECBHTE 6[)1:'-11(!1 HMa Ba*KHO INCHXOJIOTHYECKO Bb3/1€UCTBHE BBPXY BB3paCTHH
ITaIlHCHTH.

PexoHcTHTYHpaHeTO TPAOBRa a c€ M3RBPILLBA CHITIACHO NPABHfaTa Ha A0OpATA NPAKTHUKAE, CNICUHATHO
criazpaiixu acentuka, BUCTABEJI Tpsbra aa ce peKOHCTHTYHpA ChC CTEPHIEH, HOPMANEH,
¢uzHoONOruyeH pa3TtBop, Oe3 koHceppaHT (0,9% HaTpHEB XI0opHI, pa3TBOp 3a HIDKEKUMM ). Koraro ce
m3n013Ba ¢riakoH ot 50 eayHUuy, 1,25 ml ot crepuneH, HopManeH, GU3HONOTHYEH pa3TBOp, Oe3
koHcepBaHT (0,9% HaTpHeR XJTOpHA, pa3TBOP 32 HIDKSKLMH) TpAOBa 1a Ce M3TEIJIH B CIPHHIIOBKA, 33 114
C€ MOMYYM PasTBOP ¢ KOHUEHTpalMa oT 4 enuauiin/0,1 ml. Koraro ce u3nonsea guiakod ot 100 e auHuMim,
2,5 ml ot cTepUneH, HOpMAICH, (PU3HONMOrUHEH pa3TBOp, Oe3 koHcepBaHT (0,9% HaTpHeB xyopua,
pa3TBOP 3a MIDKCKLIMH) TpAOBa [a ce U3TENIH B CIIPHHLIOBKA, 38 [1a Ce MOMYYH PEKOHCTUTYHPAH PasTBOP C
KOHLeHTpauus ot 4 eauuuim/0,1 ml.

Pasmep Ha dnakoHa | KomudecTBo goGaBeH pazrBopuren [lonyueHa aosa
(cTepuneH, HOpMaJicH, QU3HONOrHYCH (Eaunnuu 8 0,1 mi)
pa3TBOp 0e3 koHcepBaHT (0,9% HaTpHeB
XJIOPHJ, Pa3TBOP 34 HHXKEKLIMH))

50 eqMHHLIM 1,25 ml 4,0 e JMHHLIM
100 eavHuLH 2,5 ml 4.0 enuHHU / -

HEHTPMHHTH HaCT Hd r'YMCHATA 3alTyllalika TpHﬁBﬂ da CC IMOYHCTH CBC CITHPT.

3a ga ce usderHe geHatypauus Ha BUCTABEJL, pa3rBopbT ce NpuroTss KaTo pa i
HIDKeKTHpa 6aBHO BBB (pl1akOHA U Upe3 JIEKO BbpTeHe Ha (h1akoHa, 3a Aa ce n3berHaQ0pasys
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Mexypuera. OnakoHBT TpaOBa fa ce H3XBBPIIH, AKO BAKYYMBT HE 3aCMYKBa Pa3TBOPHTEIA BLB

¢nakoHa. Cnen peKOHCTHTYHpaHe, pa3TROPET TpAOBa Aa ce orniela Mpeay ynoTpeda, 3a Aa € CUT'YPHO,
ye ce ynoTpedaBsa camo OUCTEp, O6€3UBETEH 10 CBETIONKBIIT pasTBoOp, He3 HATHYHE HAa YaCTULIM.

3aawpkurenio e BACTADBEJI na ce uanonsea 3a I€YEHHETO CaMO HA €MH NALMEHT MO BPEME CaMoO Ha
€1Ha npouexypa.

[Tpeau vkeKTHpaKe 3a riaabenapHy rbHKH (YMEPEHH WM ABIOOKH BEpTUKATHU OpBUKY, BUAUMU TIpH
MaKCHMAJTHO CMPBIIBaHE), NAICILT WIH NoKa3anebT TpAOBa Aa 0b/e NocTaBeH CTabWIHO NoA
opOuTaTHKs pb0, 32 Aa NPeAOTBpaTH eKCTpaBa3aliMa noz opdburanuua ped. Urnara tpsadea na 6nae
HaCo4Y€Ha Harope U MEJUAIIHO 10 BpeMe Ha MIDKEKTHPAHETO. 3a Aa e HaMa/IM PUCKDBT OT MTO3a Ha
Kiernaya, MAaKCHMAJIHATa 1032 OT 4 €AMHMIIH 33 BCAKO OT HIDKEKLIMOHHUTE MECTa, KAKTO M OpoAT Ha
HIDKEKIIHOHHWTE MecTa He TpAOBa Aa ce npeBHlIaBaT. B nomeiHeHHe, HHXKeKUMHATE B 6JIM30CT J0
MYCKYJ1a, TIOBJHTa4d Ha ropHua knenad (levator palpebrae superioris) Tpabsa aa ce H3barsar, ocobeHo
NpH NAaLHEHTH C NMO-IHPOKH MYCKYJIHH KOMIUIEKCH Ha JEMPEeCOpPUTE Ha BexXAMUTE (depressor
supercilii). UbkexiuuTe B MycKyn KopyraTtop (corrugator) TpsaOBa a ce NpaBsT B LEHTPAJIHATA YacT
Ha TO3H MYCKYJI, Ha pa3CTOSHHME OT MOoHe 1 cm HaJ WU3BUBKATA Ha BEXXOUTE.

Hmxexuyuure 3a OpEYKM THH ,,IA49H KPAaK~ {(YMEPEHH 10 ABAOOKH CTPAHUYHK KAHTAMHU OpBUKH,
BHAMMH NIPM MAKCHMAaJTHA YCMHBKA) TpAOBa Ja C€ MPWIArar, KaTo BbPXBT Ha HIT1aTa € HaCO4YCH Harope
M € OPHEHTHPAH B MI0OCOKA HaBBH OT OKOTO. 3a Jia ¢€ HaMalli PHCKBT OT ITT03a Ha KJIenaya,
MaKCHMAJTHaTa 1033 OT 4 €AMHHULIK 32 BCAKO OT HHIKEKIIMOHHUTE MeCTa, KaKTo H OpOAT Ha
HIDKEKITMOHHUTE MecTa He TpadBa J1a ce npesHIaBaT. B nombiHeHue, nibkekupuTe TpAOBa Aa ce
[paBAT TEMITOPATTHO Ha OopOHUTANHHA P06, 3ana3Bafiky NO TO3H HA4UMH Oe30MacHO pa3sCTOSHUE OT
MYCKYJIa, KOHTPOJIMpalll NOBAUTaHETO Ha Kaenaya.

Ob1ata go3a 3a JeueHue Ha OpBukH Ha 4enoto (20 eapuHuuu) 3aeqHo ¢ rnabenapHu reHKH

(20 equnuin) e 40 equruun/1,0 ml. Korato onpeaensire MeCTONONIOXKEHHETO HA CHOTBETHUTE MECTA
Ha HHKeKTHpaHe B musculus frontalis, oLieHeTe HANOCTHATA BPB3KA MEXXIY pasMepa Ha 4e/I0TO Ha
NAaLHEHTa M pa3npelesHeTO Ha aKTUBHOCTTA Ha musculus frontalis.

HHCTpYKIAH 33 §¢30aCHO H3XBLNIAHE HA H3NOM3BAHATE (PIAKOHH, CIPHHNOBKH H MATEPHAJIH

Beanara cnen ynotpe0a M Ipeid H3XBBbPISHE, HEU3MOI3BAHUAT PEKOKHCTUTYHPAH pa3TBOp Ha
BHUCTABEJ] BB urakoHa #/unu cnpuHUOBKAaTa TpAOBa fa ce HHaKTHBHpA ¢ 2 ml paspeaeH pasTeop
Ha HaTpueB XUITOXIOpHT 0,5% umu 1% u tpadea Ia ce U3XBBHPIIH B CHOTBETCTBUE C MECTHHUTE

H3INCKBAHHA.

H3nomssaHKTe QriakoHK, CIIPHHIIOBKH B MAaTEPHAJIK He TpAOBa Ja ce u3npaspar u Tpabpa na ce ceOHpar
B MNOIXOIALUH KOHTEHHEPH U M3XBBPIAT B CHOTBETCTBHE C MECTHHTE H3MCKBAHUS.

HacTpyKIHH B CJIy4aii Ha 31000/ TyKA OpH padoTa ¢ 00TY/IHHOB TOKCHH

B ciryyait Ha 3nonoyka npu pabora ¢ npogykra, He3aBUCUMO [N B CYXO BaKyyMHUPAHO WIH
PEKOHCTUTYHPAHO CHCTOAHUE, TpaOBa He3aDaBHO J1a ce IIpenpHeMaT ChOTBETHUTE MEPKH, OIUCAHM

NMo-A0My.
. Bcaxo paznnpane TpsOBa a ce MOYHCTH WK ¢ aOCOpOEHTEH MaTepHall, HanoeH ¢ PasTBOpP Ha
HATPHEB XHITOXJIOPHT (pa3TBop Ha Javel) B cirydal Ha CyX0 BaKyyMHpPaH [TPOAYKT HIH CBC CYX
abcopOeHTEH MaTepHall B ClTyyai Ha peKOHCTUTYUPaH MPOIYKT.
. 3aMbPCEHHMTE MOBBPXHOCTH TPAOBa Z1a c€ NOYMCTAT ¢ abcopOeHTEH MaTepHasl, HaMoeH C

pa3TBOP HA HATPHEB XHNOXJOPHT (pa3TBOp Ha Javel) u cnen ToBa NoACYIiIeHH

. AKO ce cuyTii ¢akoH, BHUMATETHO A2 ¢€ ChOepar CThKJICHUTE NapyeTa U A
NMPOOYKTa, KAKTO € OIMHCAHO [0-rope, KaTo ¢¢ H3bArpa nopaspane Ha KOX ‘
. AKO ce MpBCHE BbPXY KOXKATA, Ja C€ H3MUE C PAa3TBOP Ha HATPHEB XHITOXJ \-\
H3IUTakHe O0WIHO C BOAA. al
. AKO ce NpbCHE B OUHTE, OYMTE [1a Ce HIIUTAKHAT OOHIHO C BO/A MITH C paiTEON e h
Ha O4H. \x‘ . . ) : -.""/;
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. AKko padoTeloTo JIMLEe ce caMOHapaHH (Topexe ce, ydoae ce), Ja ce NpoLeanpa, KaKTo €
OITHUCAHO MO-rope H Ja c€ NpeINPHEMAT CHOTBETHUTE MEAHLIMHCKH MEPKH, B 3aBHCHMOCT OT
HIDKEKTHpaHaTa 103a.

HaenradAkanng HE NPOAYKTA

3a na ce yBepure, 4e nogy4asate opuriHaieH npoaykr BUCTABEJ Ha A6Bu, norspcere
XapaKTEpUCTHKHUTE 3a 3all[UTa [POTHB OTBapAHE BbpXY KapToHeHHTe onaxoBku Ha BUCTADBEJ
xonorpadckua UM BEpXY eTHKeTa Ha (iakoHa. 3a Ja BUAMTe TO3d (PUIIM, pairienaite BHUMATEIHO
¢b1akoHa o1 HACTOJIHA JIaMIa HIIH U3TOYHUK Ha QTyopeclieHTHa cBeTMHA. Bepreiiku ¢gnakoHa
HAIIpE U Ha3a] MEXAY NPBCTUTE CH, NIOTHPCETE XOPHUIOHTAIHH JIHHHH C LIBAT Ha AbraTa BbpXY
€THKETa K C€ yBepeTe, Ye UMeTo ,,abbvie” ce nosegBa B IMHUKTE C LUBAT HA Xbrara.

He u3non3paiiTe NpoayKTa U ce CRbpaKeTe ¢ MeCTHHS opuc Ha A6BH 32 nonbanuTenHa HHQOPMaLHA,
aKQ XOpU3OHTATHUTE JIHHUM C LIBAT HA ABraTa WIH AyMara ,.abbvie” THIICBAT BbPXY €THKETA Ha
(hn1akoHa.

HonmbnHuTeHO, BEPXY eTHkeTa Ha ¢nakoHa ¢ BUCTADBEJI ca HanuyHU oTNIenBaluy ce CTUKEPH,
KOHTO ChABPMKAT NAPTUAHHA HOMEP M CPOKA Ha FOAHOCT Ha MPOAYKTa, KOUTO cTe noyuniu. Tesu
CTHKEPH MOTrart Jia ce OTNENAT | MOCTABAT B KITHHHYHHUA BH KapTOH ¢ 1ieJ1 BE3MOXXHO NpOCIeasBaHe.
OTtbenexere, ye Cliea KaTO OTIICNIMTE CTHKEPa OT €THKeTa BhpXY Ppnakona ¢ BUCTABEJL, we ce
nokaxe aymara ,,YIIOTPEBABAH”, ¢ koeTo BH ce npenocrass JOIMLIIHHTENHO YBEPECHHE, 4e
H3non3pare opuruHaneH npoaykt BUCTABEJI.
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