KPATKA XAPAKTEPUCTHUKA HA ITPOAYKT
KBbM JIMIEH3 3A YIIOTPEBA Ne 0022-2881

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJIUIWHCKUA ITIPOAYKT

Spasmipur 20 mg/ml HHKEKIIMOHEH Pa3TBOP

2. KAYECTBEH U KOJIMYECTBEH ChCTAB
1 ml ceaBpka:

AKTHBHA cyOCcTaHIMSA:

Hyoscine butylbromide 20 mg

(exBuBaneHt Ha 13,8 mg hyoscine)

Excuunuenru:
Benzyl alcohol (E1519) 20 mg

3a IBJIHUS CIIUCHK HAa SKCIIUITUEHTHUTE, BIK T. 6.1.

3. OAPMALIEBTUYHA ®OPMA

NuxxekunoHeH pa3TBop.

Buctbp, 6e31BeTEH 10 OJISMOXKBIT Pa3TBOP.

4. KJIMHUYHU JAHHU

4.1 Bunose :xnBOTHH, 32 KOUTO e NpegHasHaveH BMII

Komne, roBena, oie u mpacera.

4.2 TepaneBTUYHH MOKA3AHMSL, ONIPeAeIEeHH 3 OTIEeJHUTE BUTOBE > KUBOTHHU
JleueHue Ha OCTPH ClIa3MH HA CTOMAIITHO-YPEBHUS TPAKT (KOJIMKH) U HA TTMKOYHHSI TPAKT.
Kato nomortHo cpeacTBo npu npoueaypa, Ipy KosATo ce Hajlara HaMaJisiBaHe Ha MEePUCTAITUKATA Ha
CTOMAIITHO-YPEBHHUSI TPAKT WIIM HaMaJsBaHEe HA KOHTPAKIIMUTE HA TMKOYHHS TPAKT.

4.3 I[MpoTuBoNmOKa3aHUs

Jla He ce u3MmoI3Ba B Cllyyall Ha MapaUTHUYCH WIICYC, MEXaHWYHA OOCTPYKIHS UK ChPJICUYHU
HapyIICHUS.

Jla He ce U3Mmo3Ba NpY CBPBXIYBCTBUTEITHOCT KbM aKTHBHATA CYOCTAHIUS WM KbM HIKOW OT
CKCLUMHUCHTHUTE.

I[a HC CC M3IMI0JI3BA IIPU KOHEC C I'IayKoMa.
I[a HC CC M3MI0JI3BAa MTPU KOHC HA Bb3PAacCT 110 6 CCOMUIIN.

4.4 Crenna/iHu NpeANa3Hu MEePKH 3a BCeKH BH/I ’KUBOTHH, 32 KOMTO e npegHasHadyen BMII
Hsama.
4.5 Crnenmna/iHu NpeANasHU MePKH IIPH ynoTpeda
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CHCLII/IaJ'IHI/I nopeanasdy MCPKH 3a ) KUBOTHUTC MMPHU VHOTDe6aTa Ha IMPOAYKTa

CJ'ICZ[ npujaraHe Ha JICUCHUC, KOHCTC TpSI6Ba Ja ce Ha6J'IIOZ[aBaT maTcIHo.
JledeHuero 1o ChIICCTBO € CUMIITOMATU4YHO U € HCO6XOZ[I/IMO IOAXOAAIIO OBJIadsABaHEC HA
MOJICKAIIIOTO HAPYHICHUC.

CHCLII/IaJ'IHI/I Oopeanasdy MCPKHU 3a JulaTa, mpujaaraimy BETCPUHAPHOMCAUITMHCKNWSA MPOAYKT HA
XKHMBOTHHUTC

Xopa C YCTaHOBCHA CBPBbXYYBCTBUTCIHOCT KbM XUOCIITUH 6YTI/IJ'I6p0MI/IZ[ WA OESH3HIIOB aJIKOXOJI
TpSI6Ba Ja HU305rBaT KOHTAKT C BET CPUHAPHOMCIANIUHCKUSA IPOAYKT.

CHy‘IaﬁHOTO CaMOMHXXCKTHPAHC MOKC Na MPCAN3BHUKA CbPACUHU U TUPKYJIATOPHHU e(l)eKTI/I. I[a ce
n30srBa cnyqaﬁﬂo CaMOHMHIKCKTUPAHEC. HpI/I cnyqaﬁﬂo CaMOMHXXCKTHPAHC, He3a0aBHO Aa CC MOoThpCHU
MCIUIUHCKHU CBHBCT, KATO Ha JICKAPs CC MPCAOCTABU JIMCTOBKATa UM CTUKECTA Ha MMPOAYKTA.

To3u MMPOAYKT MOXKC J1a TPUYMHHA pa3Ipa3sHCHUC HA KOXKXaTa U OUHUTC. I[a ce u304rea KOHTAKT Ha
MNpOAYyKTa C KOKaTa U OUUTC. HpI/I CJIydaCH KOHTAKT C KO’KaTa, J1a CC U3MHEC C BOJa U CAIlyH. Axo
APa3HCHCTO MpOoAbKaBa, Aa CC NOTbPCU MCANIIMHCKA ITOMOILI. P’LLICTC Ja C€ U3MHUBAT CJIC yn0Tp66a.
Axo MNPOAYKTHT BJIC3€ B KOHTAKT C OYHUTC, U3IIJIAKHCTC He3a0aBHO ¢ OOMIIHO KOJIUYECTBO BOJa U
MOTHPCECTC MEAUITMHCKA ITOMOIII, aKO APAa3HCHCTO NPOABIIKABA.

4.6 Heo0saronpusiTHH peakiium (4ecTOTa M Ba’KHOCT)

B MHOro pEAKu ciiydau MOXE 1a CC MOABU TaXuKapaus.
HpI/I KOHC BECTCPUHAPHOMCIUIIMHCKUAT ITPOAYKT MOXKC a MPEAN3BUKA KOJIUKHU, [TOPpAaAX TOBA Y€
I/IHXI/I6I/Ipa MOTHUIINTCTA.

YecroTata Ha HEOIArONPUATHUTE PEAKLIUU CE OMPEeNs Ype3 clieAHaTa Kiacu(puKamus:

- MHOTO uecTH (moBeye oT 1 Ha 10 TpeTupaHu )KUBOTHH, MPOSIBSBAILN HEOIArOMPHUATHU PEAKIINH )

- yectH (oBeue ot 1, Ho mo-manko ot 10 >xuBoTHU Ha 100 TpeTupaHu KUBOTHH)

- He yecTH (moBeue ot 1, Ho mo-Manko ot 10 xuBotHU Ha 1 000 TpeTupaHu >KUBOTHH )

- peaxu (moBeue ot 1, Ho mo-Manko oT 10 xuBotHU Ha 10 000 TpeTHpaHu KUBOTHN)

- MHOTO peaku (mo-Manko ot 1 xuBotHO Ha 10 000 TpeTupaHu KUBOTHH, BKIIOUUTEITHO U30IUPaHU
CHOOIICHUS)

4.7 Ynorpebda nmo BpemMe Ha OPeMEHHOCT MJIH JIAKTALMS

JlabopaTopHu npoy4YBaHHS IPU MULIKH HE ca TOKa3aJId HUKAKBH JaHHU 3a TepaToreHeH edexr. Hiama
HanM4Ha HHGOpManu 3a ynorpeda o Bpeme Ha OpeMEeHHOCT MPH BUA KUBOTHH, 32 KOUTO €
npeanasHadeH BMIL. Moxke na okaxke epekT BbpXy IlagkaTa MyCKyJaTypa Ha POAWIHUS KaHal.
XUOCHUHOBUAT OYyTHIOPOMHUI, KAKTO BCHUKH APYTY aHTUXOJIMHEPTHYHHU CPEACTBA, MOXKE /1a
WHXHUOMpa MPOU3BOACTBOTO Ha MIIsIKO. [lopaau HUCKaTa My MacTHa pa3TBOPUMOCT, KOJTHYECTBOTO Ha
OT/ENCHUS XUOCIHH OYTHIOPOMHU]I B MIIIKOTO € MHOTO HHCKO.

[Ipunara ce camo cien nmpereHKa noi3a/pucKk OT OTTOBOPHUS BETEpUHAPEH JIeKap.

4.8 BzamMmopeiicTBHe ¢ IPYr¥ BeTePUHAPHOMEIUIIHHCKH MPOAYKTH U Apyru (popMu Ha
B3aMMO/IelicTBHE

To3u BereprHAPHOMEAWLMHCKH MPOLYKT MOXKE Ja YBEIMYM TaxukapaudHute edekTtd Ha Oera-
aZipeHepruyHN CyOCTaHIINK U MOXKE J1a IPOMEHH eeKTa Ha IPYyrd CyOCTaHIIMK KaTO AUTOKCHH.
Edextute Ha XnocuuHOBHs OyTHIOPOMHUJ MOXKE Ja Ce MOTEHIHMHUPAT OT eJHOBPEMEHHa ymorpeda ¢
JOpYrd aHTHUXOJIMHEPrHYHH NponykTu. TpsiOBa ma ce m30ArBa €IHOBPEMEHHO HPWIOKEHHE C JPYTH
AHTUXOJIMHEPTUYHU WIIH N1apaCUMIIaTOIUTUYHHU TPOAYKTH.

4.9 /032 1 HAYMH HA IPWJIOKEHHE
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3a HUHTPABCHO3HO WX MHTPAMYCKYJIIHO MIPHUIIOXKCHHC.

Komne, 206e0a u npacema: 0,2 - 0,4 mg xuocuun OyTunopomu/kg TenecHa Maca ype3 HHTPaBEHO3HO
nmxektupane (ekBuBanieHT Ha 0,1 - 0,2 ml ot npoaykra/10 kg TenecHa
Maca).

Osye: 0,7 mg xuocuuH OyTunOpomu/kg TenecHa Maca 4pe3 HHTPABEHO3HO
nmkekTupane (eksupaneHt Ha 0,35 ml ot mponykra/10 kg Tenecna maca).

3a HaMaJIsIBaHE Ha KOHTPAKIMUTE Ha IIaJKaTa MYCKYyJIaTypa Ha CTOMAIIIHO-YPEBHUSA TPAKT WA
IMUKOYHMS TPAKT (CIa3sMOIUTHYEH edeEKT):

AKO e He00X0IMMO, JICUCHUETO MOXKE J1a C€ TIOBTOPHU BEAHBXK, 12 Yaca Cliell MbPBOHAYATHOTO
MPIIOKEHUE, CIIOPEN KPUTSPUUTE HA BETCPUHAPHUS JIeKap.

Camo B cmydau, KOTaTo He € Bb3MOXXHO MHTPABEHO3HO WHKEKTUPAaHE, BETCPUHAPHOMETUITUHCKUSAT
MPOAYKT MOXE JIa Ce MpHIara HHTPaMYCKYJTHO B ITO-BHCOKATa J103a, MOCOUCHA 32 KOHKPETHUS BUJ
’KUBOTHH, 3a KOUTO € pennasHaueH BMIIL.

3a KIMHUYHU opoucaypu (B)K. TCPAIICBTUYHUTC HOKaBaHI/IH)l

I[a CC npujiara HCMOCPCACTBCHO MPEANU HCAKTHUBHOCT Ha CTOMAIIHO-YPCBHUA TPAKT WJIN HA TUKOYHUTC
IbTHUIIA.

3a KIMHUYHU npoueaypu aa c€ npaBu CaMO UHTPABCHO3HO IMPUJIOKCHUC.

W nipu uHTpaBEHO3HO, U MIPU UHTPAMYCKYITHO TIPHIIOKEHHE € MPEIOPBUUTEITHO J]a Ce MHKEKTUPa
0aBHO.

3a 5a ce rapaHTHpa NPUIOKEHUE HA MPaBHIIHATA J103a, TeJIeCHaTa Maca TpsOBa J1a Ce OIpeenu
BB3MO)KHO HAl-TOYHO M TPSAOBA J1a CE U3IION3BAT JO3UPAIIH U3JISIUS WIH CIIPUHIIOBKH C ITOIXOISIIO
MEPUTEIHO TpagyrupaHe.

I'ymenata 3amyimanka Moxe Ja ce Tpo0oie MaKCUMyM 25 ITBTH.

4.10 IIpeno3upane (CHMITOMM, CIELIHH MEPKHU, AHTUIOTH), AKO € HE0OX0IUMO

B cnyuaii Ha mpeno3upaHe MOXe 2 HACTBIIAT aHTUXOJIUHEPTUYHU CUMIITOMU KaTO PETEHIUS Ha
YpUYHa, Kaxa, TaXuKapaus, THXUOUpPaHEe HA CTOMAIITHO-YPEBHUS MOTWIMTET U MPEXOHU 3PUTCITHH
HapyIICHUS.

AKO e He0O0X0IMMO, MOXKeE JIa CE MPHIIOKAT MapacUMITATOMUMETUYHH MPOAyKTH. OCBEH TOBa, aKo €
HE00XOMMO, TPSIOBA JIa TPUIIOKAT ChOTBETHH MOTBPIKAIIN MEPKHU.

4.11 KapeHTHH cpoKoBe

Meco u BBHTPCIIHHU OpTaHM:

Komne: 3 nHu

I'oBena: 2 ITHHA

Oglre: 18 mum

[Ipacera: 9 mHu

Munsko:

Kone, rosena u oBIie 12 gaca

5. OAPMAKOJOTNYHU OCOBEHOCTH

dapmaxoTepaneBTiuHa rpyna: [IpoaykTu 3a GyHKIHMOHATHA CTOMAIIHO-YPEBHU HAPYILICHHS,
MPOU3BOAHU Ha OenasoHa, OOMKHOBEHH, Oy THIICKOI OJIAMHH.
Berepunapromenunnacku Anatomo-TepanestiudeH Kox: QAO03BBOI.
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5.1 ®apMaKOIMHAMUYHH CBOICTBA

XI/IOCLII/IHOBI/IHT 6YTI/IJ'I6p0MI/IZ[ € UCTBBPTUYIHO aMOHUCBO CHbCANHCHNEC HA CKOIIOJIAMHH U €
CIIa3MOJIUTUYHO CPCACTBO, KOCTO OTITYCKA ITAAKHUTC MYCKYJIM Ha OPraHUTC HAa KOPpEMHATA U Ha
Ta30BaTa KyXHUHa. Cmsra CC, 4 HeﬁCTBa MNpeAMMHO BBPXY MapaCUMIATUYHUTC r'AHTJIMU B CTCHUTC HAa
TE3U OpTraHu. XI/IOCLII/IHOBI/IHT 6YTI/IJ'I6p0MI/IZ[ aHTaroHusupa HCP’ICTBHHTa Ha allCTWIXOJIMHA YPE3
MYCKapuHOBUA PCLCIITOP. Toli mMa aHTarOHUCTUYCH e(l)eKT 1 IpU HUKOTHUHOBHUTEC PCUCIITOPH. Hopam/l
XUMHUYHATa MY CTPYKTypa Ha YCTBBbPTUYHO aMOHUCBO CbCANHCHUC HEC CC OYaKBa XHUOCHUHOBUAT
6YTI/IJ'I6p0MI/IZ[ Ja HaBJIC3C B ICHTpAJIHATa HCPBHA CUCTCMaA, CJIICJOBATCIIHO, TOU HE npearu3BUKBa
BTOPHUYHU aHTUXOJMHCPTUIHU e(l)eKTI/I B ICHTpa/JIHaTa HCPBHA CUCTCMA.

5.2 ®apMaKOKHHETHYHH 0CO0EHOCTH

[Ipu BcHuky BUAOBE )KMBOTHY MMKOBUTE KOHIIEHTPALIUH CE€ JOCTUraT B paAMKUTE HAa HAKOJIKO MUHYTH
OT MAapEHTEPAITHOTO MPUIIOKEHNE Ha MPOAYKTa. XUOCIMHOBHT OyTUIOpOMH] ce pasmpeneis Obp30 B
ThKaHHUTE, KATO JOCTUTa Hall-BUCOKM KOHIEHTPALMHU B 4epHuUs Apod u 6v0penute. Toll ce ekckpernpa
OBP30 MPHU BCUYKH BUJOBE KUBOTHH. XHOCHHHOBHAT OyTHIIOPOMU HE MPpEMUHABA IIpe3 KPbBHO-
Mo3b4HaTa Oapuepa.

6. OAPMALNEBTHUYHHU OCOBEHOCTH

6.1 CHnHCBLK HA eKCHUITHEHTHTE

Bensunos ankoxon (E1519)
Bopna 3a urxekimm

6.2 OCHOBHH HECHBMECTHUMOCTH

HpI/I JIMIICAa Ha JaHHU 34 CbBMCCTUMOCT, TO3U BETCPUHAPHOMCAUTTUHCKU NIPOAYKT HE TpSI6Ba Ja 6’[,[[6
CMCCBAH C Jpyrud BCTCPUHAPHOMCIUTTMHCKHU TIPOAYKTH.

6.3 Cpok Ha roaHocT

Cpok Ha TOAHOCT Ha KpailHHs BETEpUHAPHOMETUIIMHCKY NPoyKT: 30 Mecena.
Cpok Ha TOAHOCT clell IbPBO OTBApsIHE HA MbPBUYHATA ONAKOBKa: 28 HHU.

6.4. CroenuanaHu ycJI0BHA 32 CbXpaHeHHe HA MPOAYKTA

To3u BeTepHHapHOMEANIIMHCKH MTPOAYKT HE U3MCKBA HUKAKBH CIELIMAIHH YCIOBHS 3a CbXpaHEHHE.
Crnen mbpBO OTBapsiHE Ja HE Ce ChbXpaHsBa Ipu Temneparypa Hax 25 °C.

6.5 Bua u cbeTaB HAa MBPBHYHATA ONTAKOBKA

Kaptonena xytus ¢ ¢pnakon ot 6e3userno crbkio tun Il (Ph. Eur). 3anymanka ot 6poMOyTHIiIOBa
ryma, tum | (Ph. Eur.) n amymuH#reBa oOkaTka ¢ M31bpHBalla WK OTUYNBAIIA CE Karmayka.
Pa3mep Ha omakoBkaTa:

Kaptonena xytust ¢ 1 ¢pmnakon ot 50 ml.

6.6 CnenuajaHn MEPKH 3a YHUIIOKABAHE HA HEU3IOJ3BAH IPOAYKT HJIX OCTATHIU OT HET'0

Bceku HensnomsBax BCTCPUHAPHOMCAUIIMHCKHA MMPOAYKT HUJIK OCTAThLH OT HEI'O TpSI6Ba Ja 6’I>Z[aT
YHUIIOKCHU B CbOTBCTCTBUEC C UBUCKBAHNATA HA MCCTHOTO 3aKOHOAATCIICTBO.
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7. INPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
Richter Pharma AG

Feldgasse 19

4600 Wels

Austria

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2881

9, JATA HA ITbPBO U3JABAHE HA JIMIIEH3A 3A YIIOTPEBA
12/03/2019

10. JATA HA IIOCJIEAHATA PEJAKIIUSI HA TEKCTA
03/2019

3ABPAHA 3A ITPOJAXKBA, CHABJISIBAHE U/NJIA YIIOTPEBA

II-P TAMSIH WJIVEB
WB3ITBJIHUTEIEH JUPEKTOP
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