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1. HNME HA JIEKAPCTBEHHA ITPOAYKT

BUSCOLYSIN 10 mg coated tablets
BYCKOJIU3HH 10 mg obsutH Tabnerku
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2. KAYECTBEH H KOJIMUECTBEH CHCTAB “ AL e

Bcesika o6BHTa TablieTka ChbAbpKa aKTHBHO BELIECTBO XHocUMHOB OyTunOpomua (hyoscine butylbromide)
10 mg.

[ToMomHK BeLECTBA: IAKTO32 MOHOXHAPAT, 3axapo3a, E110 u ap.

3a THJIHUA CMHUCLK Ha NOMOLIHHTE BELIECTBA, BYOKTe Touka 6.1.

3. JIEKAPCTBEHA ®OPMA

OOryTa Tabnerka.
XpaTh, apofiHon3mekHaNM TabreTky, ¢ NpaBuIHA Kpbria ¢opMa M rilaHudpata noBbpXHOCT.

4. KJIMHHUYHHU TAHHHA
4.1 TepaneBTHYHH NOKA3ARAN

B xoMmniekcHaTa TCpAallii Ha BHGDHHBEIHH}'I, CBIIPOBOJIACHH CBC CIIA3MH HA I'JlaJlKaTd MYCKYJIaTypa Ha
CTOMAIIHO-4YPCBHUA TPAKT, ANTBYHHUHTC [IBTUALLAQ, YPOICHUTAJIHATA CUCTCMA.

4.2 /1o3MpOBKA H HAYHH HA NPHJIOKEHHE

Haqan HA npaaoxenne
3a nepopanHO NPHIOKEHHE.
Tabnerkure ce NOrNbIUAT LUEeNH (Ha rIaQHO WK Npead XpaHeHe) ¢ JOCTATHYHO KOJHYECTBO BOJA.

Bn3pacTHu H aena Hajg 12 rognHA

Ob6uuaiinata no3a € no 10-20 mg (1-2 rabnerxn) 2-4 nvtH sHeBHO. MakcuManHaTa JHEBHaA 1o3a € 80 mg.
Heuna ot 6 o 12 ronann

[IpenopbuurenHara no3a e no 10 mg (1 Tabnerka) 3 mMbTH AHEBHO.

He ce npenopbuBa ynotpeda npu aeua noa 6 ronMHU nopagy JMUIcCa Ha J0OCTATEYHO JaHHH 32
6e30macHOCTTa U €PEKTUBHOCTTA Ha JIEKAPCTBEHUA MIPOIYKT,

4.3 IIporasonoxazanus

e (CBpPBXYYBCTBHTEIHOCT KbM aKTHBHOTO BELIECCTBO WITH HAKOE OT MOMOLIHMATE BELLECTBA,;
e MuacTeHHa rpaBuc;

e MerakonoH;

¢ [ naykoma.

4.4 Choenuansn BpeaAynpeXxAcHAs H OpeaNa3IHH MEPKH NpH ynorpeda

. XHOCLMHOB OyTUNOpOMHA PAOKO MOXKE Ad MPEAN3BUKA BUCOKOCTENECHHA TAXMKADAUS U TAXUAPUTMHUA,
MnopajaH KoeTo TpabBa ga ce npuiara ¢ BHUMaHUe npH OOJHKM ¢ XUNEPTUPEOUAUI LM, XHIIEPTOHHA, ChPACHHA
HEAOCTATBYHOCT, NPY CbPACYHH ONEpalMH.

° Jla ce npuiara BHUMATENHO NPY NALMEHTH ¢ JAHHHU 32 4peBHa 0OCTpYKUHMA (UICYC) -MEXAHHYHH
NMPEYKH O X014 Ha CTOMALIHO-YPCBHHUA TPAKT, MAIIOPHA CTEHO3A. ,@M}nﬂ no

° Ja ce npunara ¢ BHUMaHUE MPH NALKEHTH ¢ YpUHapHa OOCTPYKLIHA, CbC 38 u.-‘ 'ﬁio
3aTPYAHEHO YPHHUpaHe, 0COOEHO NpH Bb3PaCTHU MBbXKE C aA€HOM Ha npocm'ma'ra 3. NN QN
. AHTUXOHHEPTHYHHUTE CpeICTBA MOTHCKAT MOTOOTACISAHETO, NOPAIH KOCT] E ﬁﬂa rta ce Hpk Fg c
BHUMaHHE NpH GeOPHAHH ChCTOAHHUA. ‘ e
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. XnocuHoB OYTWIOpPOMUI MOXKE [1a MPOBOKMpPa NOABaTa Ha rnaykoma. [1pH nossa Ha 6OJKM B OKOTO
¥ HapyllaBaHE Ha 3PEHHETO N0 BPEME Ha JICYEHUE ¢ XHOCLIMHOB OyTUNOpoMua € HeobxoauMa KOHCYTaLus
¢ odTanmonor,

. XuocunHoB OyTunSpomMua TpadBa aa ce npunara ¢ BHUMaHHe npu denoapoOHH 3a00NaBaHHA, ThH
KaTO MOXE /1a NOTUCHE CEKPETOPHUTE QPYHKLIMHK Ha OpOHXHATHHTE *J1e3H, OPOHXHUATHUAT CEKPET [a ce
CT'BCTH M Aa C€ 3aTPYAHH OTXPA4YBAHETO.

. XuocuuHoB 6yTHAOpOoMKa TPAOBa aa ce npuiaara ¢ BHUMaHHE MPH JIMLA ¢ KCEPOCTOMMA, RhAinitis
sicea.

o C BHMMaHME Aa ce MpKiara Mpy NalyeHTH B HANPEIHANA Bb3PacCT, HAPYLLIEH MeTabONHUIBM,
3HAYMTEITHO YBPEAEHHU uepHOAPOOHH U OBOpednH (yHKLIMH.

* [TpHUnOKEHHETO HA XHOCLIHHOB OyTUAOPOMHI MOXKE 4 BAOLIYM WITH Aa AOBEAC A0 HeKeNnaHH

JIEKapCTBEHK peaKkLMH NpH caegHuTe 3abonssaHus: racTpoesogarcania peduykcHa 0oecT, axanasms,
CTOMAIIIHA f3Ba, AMa0eTHA HeBPONATH, CpeliHA M TeKKa GopMa Ha YIILEPO3eH KOJIUT, BPOAEH METaKOJIOH
(bonect Ha Hirschsprung), nopdupus.

° ITpn GonHu OT enunencus ChIIECTBYBA PUCK OT NOBUIIABAHE YECTOTATA HA EITWICIITUHYHHUTE
MPUIALBbLIK MPH JECUYCHHE C XHOCUMHOB OyTHNOpOMUL.
° JlexapCTBEHHAT MPOAYKT ChAbPia JIAKTO3a W 3aXapo3a Karo MoMoiHH BeuecTsa. [lauuenTy ¢

pe/IKH HACJIeACTBEHU MpoOIeMH Ha rajJakTo3Ha HEMOHOCHMOCT, Lapp nakTaieH ACDULIMT WK [MIOKO30-
rnakTo3Ha manabcopbuus He TpadBa 1a NpueMar ToBa JIEKapCTBO.

o JlexapCcTBEHUAT NPOAYKT ChAbpxka ouserHTen E110, koTO MOXKeE Aa NpeAU3BHUKA alepruyHH
peaxKLuH.

4.5 B3anmoaeHcTBHE ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H APYrH opMH HA B3AHMOAEHCTBHE

M-XOMHHOTATHYHOTO JACHUCTBHE HA XHOCLIMHOB OYTHJIOPOMHA C€ aHTarOHU3Mpa 0T M-X0IMHOMUMETHLH
(NMUNOKApPNHH) U AHTHXOJNMHECTEPA3HH CPEICTRA (rajlaHTAMMH, (PU3OCTHIMHH, TUPUIOCTUTMHKH),
AHTHXOJHHEPTHYHOTO MY JICHCTBUE C€ YCHIIBA NIPH €AHOBPEMEHHO NPWIOKEHHE C AMAHTAOHH, XHHHIMH,
TPH- U YETUPULIMKIAYHYA AHTHACTIPECAHTH, AHTHIICHXOTHIH, AHTHXUCTAMUHOBH H aHTUINAPKHUHCOHOBH
CpECTRA.

XHOCUHHOB OyTUNOPOMHUI MOXKE a YCWIH NpeAn3BMKaHaTa ot beTa-agpeHepruuHITe aroHUCTH TaXUKapIus
NpH €AHOBPEMEHHOTO UM MPHIOKCHHE.

XuocuuuoB OyTUIOPOMU MOTHCKA MOTOPHKATA HA CTOMALIHO-YPEBHUA TPAKT U MPH €IHOBPEMEHHO
NPWIOKEHHE C AUrOKCHH NMOBULLABA pe30pOLMATA H CEpYMHATA MYy KOHUEHTpaLus (¢ okoio 1/3), koeto
MOXeE a AOBEAE A0 OTHOCHTEITHO NPEeaO3HpPaHEe Ha JUMOKCHH.

EAHOBPEMEHHOTO NPUIOKEHHE HA XHOCHHMHOB OYyTWIOpPOMHA H KETOKOHA30/1 HTH METOKJIONIPAMHA MOXKE a
JOBEJE N0 HAMANABAHE HA TepaneBTHYHATA €PEeKTHBHOCT HA MOCIICIHUTE.

EnHOBpEMEHHOTO NPWIOKEHHE HA KOPTHKOCTEPOUAH (NTOKATHO WIM CHCTEMHO) U XMOCLMHOB OYTUNIOpOMU T

MOJXXE /Ia 3aCHJIM PHCKA OT NMOBHUILUABAHE HA BHTPEOUHOTO HANAraHe U NPOBOKUpAHE Ha [N1ayKoMa.
ExckpeuuaTa Ha NpoAayKTa Moxe 1a Obae 3abdareHa OT anKanM3vpalld YpHHATa CPEACTBA - aHTHALIMAHH
MEIHKAMEHTH, LIMTPATH H Ap.

4.5 bDbpeMeHHOCT H KXEpMeEHE

ExcniepUMEeHTATHHATE TpOYyYBaHHUA MPH XXHBOTHU HE MOKA3BAT NMPAKO MAY HENPIKO BPEIHO Bb3ACHCTBHE
BBbPXY OpeMeHHOCTTa, EMOPHOHATHOTO/(PETATHO pa3BUTHE, PAKAAHETO WIM MOCTHATATHOTO pa3BUTUE.(BXK. T.
3.3).

Jia ce n308rBa NpUNaraHeTo Ha TO3M NCKAPCTBEH MPOAYKT Npe3 MbPBUA TPHMECTLP HA OPEMEHHOCTTA, OCBEH
aKo He ce Haara o MEZHUHHCKH MOKa3aHug ¥ CaMO CJIE[l BHUMATEIHO NMPELECHABAHE Ha ChOTHOLIEHHETO
nON3a/pUCK.

Masko KOIMYECTBO OT NPOAYKTA CE€ U3MBYBA C KbpMAaTa, MOPagM KoetTo ynorpebara My 0 Bpe
KbpMEHe He ce npenopbua. [Ipn HeoOxoauMOCT OT NeueHue KepMeHeTo TpaOBa aa ce n
XHocuHHOB OYTHIOPOMHI MOXKE Ja HaMaJIi MNIEYHaTa CEKpeLns Nopaau NMOTUCKAHE H
CEKpeLIHA.

4.7 EdexTa BbpXYy cnocobHOCTTA 32 ModHpaHe H pA0OTA ¢ MAIIHHHE



ByckonM3uH NOBIXUABA B MAJIKa 10 YMEPEHAa cTeneH cnocoOHOCTTA 3a wogHpane U paboTta ¢ MalIMHM, ThH
KaTO MpeAU3BUKBA MUIpHA3a U LIMKIIOILIETHA, B PE3YJITAT HA KOETO OKOTO C€ HarakJa KbM JaJI€YHO
BHIK/IAHE W C€ 3aTPY/HABA BHXJaHeTO Ha Onu3ko pascrosHue. Ha Bonauu Ha MpeBO3HH CPENCTBA Ce
MpenopbYBa Bb3ALPAKAHE OT WIOPHUpaHe N0 BE3CTAHOBABAHE HA 3PECHHUETO.

4.8 Hexe1aHH JIeKAPDCTBCHHA PeaKUHH

HesxenaHuTe JeKapCcTBEHH peaklMK ca KIacHQULKMPaHH O YECTOTa M M0 CUCTEMA OpraH-Kiac.
Yectorata no MedDRA otrosapsa Ha: MHoro vectu (>1/10), ywectu (>1/100 go <1/10), neuectu

(>1/1 000 no <1/100), peaku (>1/10 000 ao < 1/1 000), mHoro peaku (<1/10 000), sxnouuTEHO
EAUHUYHHU CHOOLIEHUA.

ChpjaeunH HAPYIICHHUNA

HeuecTn: Taxukapaus, DATMHTAUMH, MOBUIUIABAHE HA APTEPHAITHOTO HAISTAHE.

HapymeHus HA HEPBHATA CHCTEMA

MHoro peaku: BHEHE Ha CBAT, raBobonHe, HEpBHOCT, ¢1abocT, atakcHsi. Bbnpekn ye XMOCLUHHOB
OyTUNOPOMKA, KATO KBATEPHEPHO ChEANHEHHE, HE MPEMHHABA KPLBHO-MO3bYHaTa ODapuepa, MROTO pAJIKO
MOX€E J1a Npeanu3BUKa Bb30yaa, Oe3cbHHE, 0€3MOKOHCTRO, XAMOLUMHALIMH (0CO0EHO NpH el U MaLUUEHTH B
HaTIpeAHaNa Bb3pacT).

Hapymenus Ha O4HTE

Pegku: HapYLUEHHAS B aKOMOJALMATA - MHAPHA3a, LIMKIOIUIErHs, NOBHILABAHE HA BETPECOYHOTO HAJIAraHe,
[IOTUCKAHE CEKPEL{MATA Ha CITB3HUTE HUIS3H.

CroMmamHo-upeBHE HAPYIIEHAS

HeuecTH: cyxoTa B ycTaTa, raicHe, NOBPBLLUAHE, KOHCTHIIALUA.

Hapyumieaun na 6L0peunre H NHKOYHHTE NBTHINA

Penxu: 3aTpyIHEHO YPHHHpAHE, PETCHUHWA HAa YPHHATA.

Hapymenss BHA KOXKATA H NOAKOKHATA ThKaH

HeyecTH: HaMaJICHO NOTOOTACIHE, KOXHH PEAKIHH.

Hapymenus Ha HMYHHATA CHCTEMA

Penku: anepruudm peakumu (cppbexx, oOpuBY, ypTHKApHA).

MHoro pejaku: aHadWIAKTHMHYA peaKi{H C eNMU30QH HAa JUCITHEA W aHAQUNIAKTHYEH LIOK.

4.9 Ilpeno3mpane

CHMOTOMH. CyXa 3a4EpBEHA KOXKa, IMPEXOHM 3PHUTEJIHK HAPYLICHUs, TAXUKApAHUA, CYXOTa B yCTaTa U
IbPJIOTO, 3ATPYAHEHO I'bJITAHE, ApearaB apOHUYEH ri1ac, HEPBHO-IICHXUYHHY CMYUWIEHHA (ICITHPUYM,
3IPUTENHHA XATIOLUHALIHH, ICHXOMOTOPHA Bb30ya, aTakCHs), XHNCPTEPMHUS, PETEHLIMS Ha YPHHATA,
NOTUCKAHE Ha JULUIAHETO, KOJIANC, KOMA.

Jeuenne: [IpeanpreMar ce MEpKH 3a JIMMUHKHpaHE HA MPOAYKTa OT OpPraHy3Ma (CTOMallHa NPOMHBKA C
aKTHBEH BBIJIEH, ITOCAE/IBAHA OT NpuaraHe Ha MarHe3ues cyidar 15% u oT BeHO3Ha HHPY3HA HAa BOIHO-
€IEKTPOJUTHH H IMOKO3HM pas3TBopH). [Ipu nauueHTH ¢ riiaykoMa ce npujara muaoKapruH JIOKATHO.
KapauoBacKyJlapHUTE YCIOKHEHHSA Ce JleKyBaT crnopel obonpueTuTe NpHHUMIU. B ciy4dai Ha
peciMpaTOPHa Napan3a MOXKe [a ce HAJIOXKH HHTyOalMA ¥ acucTHpaHo auwaHde. [lpyu ypuHapHa peTteHuus €
YMECTHA KaTETEPHU3ALIUA.

S. GAPMAKOJIOTHYHH CBOUCTBA
5.1 dapmaxkogHHAMHAYHH CBOHCTBA

(dapmakoTepaneBTH4Ha rpyna; Ankanouau Ha Belladonna, yeTBbpTHYHM aMOHHEBH NPOH3BOLHH.
ATC xoa: A03BBO01

A
XuocuuHOB OyTUIOpOMHK, NpEeACTaB/IABA KBATEPHEPHO MPOH3BOIHO HA CKONOJIaM :ﬁ? '
6yrunbpomua. [puHannexxu KoM rpynara Ha BereToTponHuTe M-X0NHHONUTHYH /f.:];:}fné"i cria. [Tpur
U3paseHo M-XOJIMHOMMTHYHO AeHCTBME BLPXY FNIAKATa MYCKY/IATYpa Ha CTOMAIIHO-4pPEeBHUA TPAKTHA T
MUTBUHHUTE H [THKOYHH ITHTHINA. Biokupa npeanMHo nepudepHUTe npe- ¥ NoCTCHHANTHYHH Mgggaﬁ“ﬁqé@
peLienTopy, B no-ciaba cTeneH ToBa ACHCTBUE C€ OTHACA ¥ A0 HHKOTUHOBHTE mnuﬁgg HUHH E%H_@llf{ Y,/
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[TpuTtexana H3BeCTHO N-XOTHHOAUTUYHO JCHCTBHE BEPXY NApPaCHMNATAKOBUTE U CHMIIATUKOBH MaHTJIHH.
OTHOCHTE/HO 10-c1ab € XONUHOJUTHYHHUAT MY e(EKT BbpXy CAIOHUYEHUTE HUIe3U, ChPLETO U OKOTO. B
CpPaBHEHME C aTPOHUH NMOTHCKA MHOIO MO-cl1abo CeKpeuHsTa Ha XPAHOCMIUIATEIHUTE MUIE3H - TIPH
napeHTepaHO NPHIOKEHHE TEKO NOHMIKABA CEKPELMATA HA CO/IHA KMCEIMHA B CTOMAaxa ¥ NaTOJOTHYHO
MOBHLLEHATA HOIIHA CeKpellA Ha CTOMAILHUTE *Jie3n. HanuuueTo Ha KBaTepHEepeH a30TeH aTOM He
No3B0JiSBa [IPEMHHABAHETO MY Mpe3 KPbBHO-MO3bYHATA Oapuepa, Mopaau KOETO TOM HE OKa3Ba eeKTH
BhPXY LIEHTpATHATa HEPBHA CUCTEMA.

5.2 PDapMAKOKHHETHYHH CBOHCTBA

Pezopbuns

XHOCILHHOB OYTHIOpOMHI MMa HHCKA JTUNOPA3TBOPUMOCT, MOPAAM KOETO ce pe3opOHpa 4aCTUYHO — OT 3 10
30% cnen nepopanHo NPHIOKEHHUE.

Pasnpenenenne

[IpemuHaBa deTorialeHTapHaTa Oapuepa ¥ NPaKTHYECKH HE NPEMHHABa KPbLBHO-MO3bYHaTa OapHepa.
CreneHTa Ha CBBLP3BAHE C IU1aA3MEHUTE NIPOTEUHHK € HE3HAUYMTE/IHA,

Metabonnibm

MeTabonuaupa ce B yepHus Apod, HO MeTaDONUTHTE My A0 MOMEHTA HE €a TOYHO HACHTH(PHLHPAHH.
Exckpenns

Excxpetupa ce npeaAMMHO MeTab0NM3HpaH ¢ YPHHATA, B [TO-MaJIKa CTEMNEH C (PEKATHMUTE H HITHYKATA.
[IpeMuHaBa B KbpMaTa B MaJIKy KOHLEHTPaLMHU.

5.3 Ilpeaxnenr9RE JaHHHA 3a 6e30onacnoCT

HexknuHHYHUTE JAHHH HE MOKa3BaT 0coOeH pUCK 3a XopaTa Ha Ha3a Ha KOHBEHLMOHATHUTE
dhapMaKOJIOrHYHH W3NKHTBAHKA 3a 630MacHOCT, TOKCHYHOCT MPH MHOTOKPATHO MPHIIOKEHUE,
reHOTOKCHYHOCT, KAPLIMHOr€HeH MOTEeHLUaNI, perpoayKTHBHA TOKCHYHOCT.

B ycnoBuaTa Ha CyOXpOHHUYEH eKCNEPHMEHT BLPXY IUTbXOBE, MOPCKH CBUHYETA H 3all4, TPETHPAHH
HMHTPANEPUTOHEATHO ¢ XHOCLIMHOB Oy THNOpOMH], He € YCTaHOBEHa CMBPTHOCT B HUTO €/1HA IpyIa.

[TatoMopdONOrMYHUTE H3CNCABAHHA HE AOKA3BAT ChIUECTBEHH XUCTOIOTHYHN M3MEHEHHSA.
XnocunHos OyTHIOpOMM]L HE IpUTEKABA EMOPHOTOKCHYHO U TEPATOr€HHO AeHCTBHE.

6. OCAPMAIIEBTHYHHA JAHHHA

6.1 Chnucbx Ha NOMOIIHATE BEeMEeCTBA

Tabaerno saApo: NakTO3a MOHOXHAPAT, BUHEHA KHCEMHA, MUKPOKPUCTATHA LIENY103a, HATPHEB HHULIECTEH
rJIMKOJIAT, TAJIK, MArHe3WeB CTeapar.

O0BRBEO NOKPHATHE: TAIK, THTRHOB AMOKCH], 3aXapo3a, KEaTHH, apabcka ryma, onanykce xuat AS 22808
(E 104, E110,E 171, E 172, E 211, 3axapo3a, N0BUAOH), MAKPOIo, IIIMLEPOI.

6.2 HecnBMeCTHMOCTH

Henpunoxumo

6.3 Cpox Ha roanocr

3 rOOHMHH.

6.4 ChnenuanHn yCJIOBHA HA ChbXPAHEHHE

.H}E‘ A P M g
B opuruHanHaTa OMakoBKa, Ha CYXO H 3alMTEHO OT CBETAHHA MACTO, NIPH TEMNepaTypa/ {104 ﬂSf'C; e
o |

6.5 JaHHR 33 ONNAKOBKATA K



[To 20 obBuTH TabneTku B OnucTep ot TBBpAC PV C/amymunueso ponuo, no 1 Onaucrep B kaproHeHa KyTHS,
3a€JHO C JIMCTOBKA.

[To 30 o6BuTH TabneTku B Hauctep ot TBLPAO PVC/anymunueso donno, no 1 6aucTep B KapTOHEHA KYTHA,
3a€QHO C JMCTOBKA.

6.6 ChneuuaJgHR NpeINA3IHA MEPKE OIPH H3IXBLPJSHE B pabota

Hama conenMaiiiy U3uCKBaHMA.

7. IIPHTEXATEJI HA PA3PEHNIEHHUETO 3A YIIOTPEBA
CODAPMA A/l

yn. Unuencko woce 16, 1220 Codus, bonrapus

8. HOMEP(A) HA PAIPELIEHHUETO 3A YIIOTPEBA

20010939

9. JATA HA ITBPBO PA3ZPEIIIABAHE/IIOJHOBSBAHE HA PASPELHIEHUETO 3A
YIIOTPEBA

29.08.2001 r.

10. JATA HA AKTYAJ/IH3IUPAHE HA TEKCTA

Qeppyapn 2024




