JIMCTOBKA:

Crnazmanran koMo3utym (Spasmalgan compositum) 500 mg/ml + 4 mg/ml
WmxekunoHeH pa3TBop 3a KOHE, TOBE/a, IpaceTa U Kydyera

il HNME U ITIOCTOSHEH AJJPEC HA IPUTEXATEJISA HA PASPEIIEHUETO
3ATBPTOBUSA U HA ITPOU3BOJUTEJISA, OTTOBOPEH 3A OCBOBOX/IABAHE
HA ITAPTHUJATA, AKO TE CA PA3JINYHU

HDI/ITC)KaTeJ'I Ha paspCuICHUECTO 34 ThproBuia U NPOU3BOAMUTEII, OTTOBOPEH 34 OCB060)KI[aBaHe Ha
napTI/Ig!aTa:

Veyx-Pharma GmbH

Sohreweg 6

34639 Schwarzenborn

I'epmanus

H‘DOI/ISBOI[I/ITCJ‘I., OTTrOBOPEH 3a OCB060)KI[aBaHe Ha mapTryuaara.
Veyx-Pharma B.V.

Forellenweg 16

NL-4941 SJ Raamsdonksveer

Hunepnannus

2. HAUMMEHOBAHHME HA BETEPUHAPHOME/IUIITUHCKUA ITPOAYKT
Cnasmanran kommno3utym 500 mg/ml + 4 mg/ml

I/IH)KGKHI/IOHCH Pa3TBOp 3a KOHE, I'OBEAa, IMpaccTa U KyucTa

Spasmalgan compositum 500 mg/ml + 4 mg/mi

Solution for injection for horses, cattle, pigs and dogs

Metamizole sodium monohydrate, Hyoscine butylbromide

3. CbABPKAHUE HA AKTUBHUTE CYBCTAHIIMU U EKCIIUIIMEHTUTE
Cnasmairan KOMITIO3UTYM € 6I/ICTI>p, JKBJIT HHXKCKIIMOHCH pa3TBOP, CbAbPIKAIIL:

AKTHBHM CyOCTAHIIUM:

Metamizole sodium monohydrate 500,00 mg/mi

(exBuBanenTeH Ha 443,00 mg/ml metamizole)

Hyoscine butylbromide 4,00 mg/ml
(exBuBasieHTeH Ha 2,76 mg/ml hyoscine)

Excuunuenru:
Bensunos ankoxon (E1519) 10,00 mg/ml

4. TEPAIIEBTUYHU IIOKA3AHUA

Jleuenue Ha cna3Mu WM NOAABP)KAaHE Ha MOBHILIEH TOHYC Ha INIaJKaTa MyCKyJaTypa Ha CTOMAIIIHO-
YPEBHHUS TPAKT WM HA OTAETUTEIHUTE OPTaHH HA YPHHA U JKITbYKa, CBbP3aHU C OOJIKa.

Komne:
Cna3sMaTuyHU KOJIUKH.

l'oBena/Tenera, mpacera, Kyyera:
Kato nopbprkaina Tepamnus IIpu ocTpa Juapusi.




5. MNPOTUBOITOKA3AHUSA

Jla He ce M3MmoN3Ba NPH CBPBXUYBCTBUTEIHOCT KbM AKTUBHUTE CYOCTaHLIMH WIH KbM HSKOH OT
excuunueHtute. [lopaau cpappxkanuero Ha metamizole sodium, na He ce u3non3Ba B Cilyyaii Ha:

- HapyUICHHs Ha XEMaTONOSTUYHATA CHCTEMA;

- CTOMAIIHO-YPEBHHU SI3BH;

- XPOHHYHH CTOMAIIHO-YPEBHH HAPYLICHHS;

- ObOpeyHa HEJOCTATHYHOCT;

- KOaryJomaTuH.

[opanu ceawppkanueTo Ha hyoscine butylbromide, na He ce u3noi3Ba B ciyyaii Ha:
- MEXaHHWYHU CTCHO3M B CTOMAIIHO-YPEBHATA CUCTEMA;

- TaxHapUTMUs;

- TJIayKoMa;

- aJIeHOM Ha IpocTarara.

6. HEBJIATOIIPUATHU PEAKLIUN

B MHOTrO pesku ciryuan MOKe J1a Bb3HUKHAT aHA(DUIAKTUYHN peakiy U ChbpACYHOCHIO0B IIOK.

ITpu kyuera OOJNIE3HEHH pEaKIMUM MOTAT Ja Bh3HMKHAT BeIHAra cje]] MHKCKTUpaHe, KaTo Te Obp30
OTCH36B3T 1 HiIMAaT HETAaTUBHO BB3,I[€I>'ICTBHC BBpPXY O4YaKBaHaTa TCPAINICBTUYHA I10J134.

IIpn KOHE W roBena IMOHJKOra MOXE Ja ce HaOJIo/aBa JICKO MOBHIIABAHE HA ChPJACYHATA YECTOTA
Mopajy MapacuMIIaTUKOJIUTHIHOTO JeiicTBUe Ha hyoscine butylbromide.

YecroraTa Ha HEOIATOMPUATHUTE PEAKIMU CE ONIPENEIIs Upe3 cileqHaTa Kiacu(pukaus:

- MHoro yectu (rmosede ot 1 Ha 10 TpeTupaHH KUBOTHH, IPOSBABAIIN HEOJIATONPUATHH PEAKLIUH T10
BpEME Ha Kypca Ha €[[HO JIEUEHHE)

- yectu (moBeue ot 1, HO mo-Maiko oT 10 xxuBoTHU Ha 100 TpeTHpaHH KUBOTHH)

- He yecTH (oBeue oT 1, HO mo-mainko ot 10 xuBoTHH Ha 1,000 TpeTHpaHU )KUBOTHH)

- penku (mosede oT 1, HO mo-manko oT 10 xuBoTHM Ha 10,000 TpeTupaHu KUBOTHH)

- MHOro peak# (mo-mMajiko ot 1 xuBotHO Ha 10,000 TpeTHpaHu )KUBOTHH, BKIIOYUTEIHO N30JIUPAHH
CHOOIICHU).

Axo 3a0enexxnuTe HIKaKBU HEOIArONpUsATHN PEaKkIiy, BKIIOYUTEIHO U TAKMBA, KOUTO HE ca ONMCaHH B
Ta3M JIMCTOBKA WM MHUCIIUTE, Y€ BETEPUHAPHOMEINIIMHCKUS IPOAYKT HE PaOOTH, MOJIS Jja YBEJOMUTE
Bamms BeTepuHapeH Jiekap.

AnTepHaTHBHO MOXe J1a ChOoOIIaBaTe upe3 HallOHAIHATA CUCTEMa 32 JIOKJIaBaHE.

7. BUJIOBE ’KUBOTHMU, 3A KOUTO E INIPEJJHASHAYEH BMII
Kone, roBesa, npacera u Kydera.

8. JAO3UPOBKA 3A BCEKH BU/I ’KUBOTHO, METOJ U HAYNH(N) HA
HHPUJIAT'AHE

Haunn Ha npuioxeHue:

Komne, ropena: 6aBHO MHTPaBEHO3HO MPUIIOKECHHE.
[Ipacera: WHTPaMYyCKYJTHO MPHIOKEHHE.
Kyuera: HWHTPaMYCKYJHO ¥ 0aBHO HHTPaBEHO3HO IPUIIOKEHHE.



[Topaau pucka oT aHadUIAKTHYEH MIOK metamizole-ChabpiKaluTe pa3TBOPH TPSOBa Ja ce IpujaraTt
0aBHO, KOTaTO Ce MHIKEKTHPAT HHTPABCHO3HO.

Ykazanus 3a Jo3UpaHe:

Komne:

T'oBena:

Temnera:

IIpacera:

Kyuera:

YecToTa Ha IeUEHHE:

25 mg metamizole sodium monohydrate/kg Tenecna maca u 0,2 mg
hyoscine butylbromide/kg Tenecna maca
(exBUBaNIeHTHH Ha 2,5 ml OT BeTepuHAapHOMEAULIMHCKHS NpoaykT Ha 50 kg
TeJIeCHa Maca).

40 mg metamizole sodium monohydrate/kg Tenecna maca u 0,32 mg
hyoscine butylbromide/kg Tenecna maca
(exBuBaneHTHH Ha 4 ml OT BeTepmHapHOMETUIIMHCKHS MpoAaykT Ha 50 kg
TEJEeCHA Maca).

50 mg metamizole sodium monohydrate/kg Tenecra maca u 0,4 mg

hyoscine butylbromide/kg Tenecna maca
(exBuBanieHTHH Ha 1 ml oT BeTepuHapHOMEIMIMHCKHS TpoaykT Ha 10 kg
TeJIeCHa Maca).

50 mg metamizole sodium monohydrate/kg TenecHa maca u 0,4 mg
hyoscine butylbromide/kg Tenecna maca
(exBuBaneHnTHH Ha 1 ml oT BeTepuHapHOMEMUIIMHCKUS MpoaykT Ha 10 kg
TEJIECHA Maca).

50 mg metamizole sodium monohydrate/kg TenecHa maca u 0,4 mg
hyoscine butylbromide/kg Tenecna maca
(exBuBanenTHu Ha 0,1 ml oT BeTepuHapHOMEAMUIMHCKHA NPOAYKT Ha kg
TeJIeCHa Maca).

l'oBena u Tenera: 10 Ba MHTH JHEBHO 3a TPU JTHHU.
Kone u mpaceTa: efMHUYHA HHXKEKIUSL.
Kydera: eqHUYHA UHKEKISI, KOSATO MOXKE JIa Ce MOBTOPH cliel 24 vaca, ako € He00X0IuMO.

9. CBBET 3A ITIPABUJIHO ITPUJIOKEHUE

3amymankara He TpsOBa 1a ce npobusa nmoseye ot 100 meTH. [ToTpebuTtensr TpsOBa na n3depe Haii-
MOAXOJIAIIMS pa3Mep (IIaKOH CIIOPEl BUIAOBETE )KUBOTHHU, KOUTO Iiie ObJaT JICKYBaHHU.

10. KAPEHTHHU CPOKOBE

Kowe, roBesia (HHTPaBEeHO3HO): MECO M BHTPEIHH OPraHu: 12 nHu.
l'oBena (MHTpaBEHO3HO): MJISIKO: 96 gaca.
[TpaceTa (MHTpaMyCKYIIHO): MeCO ¥ BBTPEITHU OpTaHu: 15 THMH.

He ce pas3pciuiaBa 3a yHOTpeGa IIPpU KOHEC, YUCTO MJIFIKO € MIPECAHA3HAYCHO 3a KOHCYyMalus OT X0pa.

11. CIHIEHUAJIHU YCJIOBUS 3A CbXPAHEHHUE HA ITPOAYKTA

Jla ce cpxpansBa ganed OT MorJjie/a U Ha HEJOCTHITHY 3a JIeTa MecTa.

Jla HE ce M3MoJI3Ba TO3H BETEPUHAPHOMETUITMHCKY MMPOIYKT CJIe] U3THYaHe CPOKA Ha TOHOCT,
MIOCOYEH BbpXy eTuKeTa. CpOKbT HA TOJHOCT OTrOBAps Ha MOCIEAHUS IEH OT TO3U MecCell.
CpoOK Ha TOIHOCT cliell IbPBOTO OTBAPSHE HA OMAaKOBKaTa: 28 THHU.



Korato omakoBkaTta € mpo0uta (0OTBOpEeHa) 3a MEPBHU BT, KATO CE€ MU3ITOJI3Ba CPOKBT HA TOTHOCT CIIC]
MI'BPBO OTBApsIHE, KOWTO € MOCOUEH B Ta3M JHCTOBKA, J1aTaTa, Ha KOSTO BCAKAKBB MPOIYKT, OCTABAII
BBB (hJIaKoHa, TPSOBaA J1a Ce U3XBBPIIH, TPsIOBa Aa ce mpecMeTHe. Ta3u aTa Ha U3XBBPIISIHE TPAOBa J1a
ce 3amuiie B MPOCTPAaHCTBOTO, MPEABUACHO Ha €THKETA.

Jla He ce cpxpaHsiBa npu Temieparypa Hax 25 °C.

Jla ce ma3u ¢uiakoHbT BHB BHHIIIHATA KAPTOHEHA OIAKOBKA, C IIEJ MPE/Ia3BaHe OT CBETIINHA.

Ha He ce 3ampassiBa.

12. CIIEHUAJIHU NPEAYIIPEXKJIEHUA

Crenuaniay IpeaynpexIeHns 34 BCEKH BHJI JKUBOTHHM, 32 KOUTO € mpenHasHaded BMIT:
Hsama.

CrielnaJiHy Ipena3Hy MEPKU 3a )KMBOTHHUTE NIPU YIIOTpebaTa Ha MPOYKTa:
[Topanu pucka ot aHadmIaKTHYEH IIOK metamizole-chabpiKaliuTe pa3TBOPH TPsSOBa Ja ce MpHiIarat
0aBHO, KOTaTO Ce MHIKEKTHPAT HHTPABCHO3HO.

CrenumanHy nperna3Hi MEpKH 3a JIMIATa, IPHIaralid BeTepUHAPHOMEIUIIMHCKHS IPOAYKT Ha
KHBOTHHTE:

[Tpu MHOTO MaxBK Opoli Xopa metamizole MoXke a MPUUMHHE 00paTUMa, HO MOTEHIIMATHO CEpHO3Ha
arpaHyJioMTo3a M APYT'H PeakluH, KaTo Hampumep KoxHa aneprus. Hyoscine butylbromide moske
MOTEHIIMATHO JIa 3acerHe MOTWJINTETAa Ha CTOMAIIHO-YPEBHMS TPAKT M Jla NPUYMHU TaXUKapIus.
[lonxonmeTe BHMMATENHO, 32 a ce M30erHe caMOMHIKeKTHpaHe. lIpy ciy4aliHO caMOWH)KEKTHpPAaHE,
He3a0aBHO J1a ce MOThPCH MEIUIIMHCKH ChBET, KaTO Ha JIEKaps Ce MPEJOCTaBH JINCTOBKATA WIIH €THKETA
Ha MPOAYKTA.

Xopa ¢ ycTaHOBEHa CBPBHXYYBCTBUTEIHOCT KbM metamizole, hyoscine butylbromide wnmmu GeH3miioB
AJIKOXOJI TPSAOBA J1a M305TBaT KOHTAKT C BETEPUHAPHOMEIUIIMHCKUS IPOAYKT. M30sareaiiTe ynorpedara
Ha TPOJYKTa, ako 3a Bac e ycTaHOBeHO, 4e MMaTe YyBCTBHTEIHOCT KBbM IHPA30JIOHH HIH KBM
aleTHJICAIUIMIIOBA KUCEIIMHA.

To3u BeTepHHAPHOMETUIMHCKU TIPOAYKT MOXKE Ja NMPUYMHH pas[pasHEHHE Ha Ko)Kata M OYHTE.
W306srBaiiTe KOHTAKT C KOXKaTa v ounTe. B cirydail Ha KOHTaKT ¢ KoXkaTa, He3a0aBHO U3MHHTE ChC CallyH
u Boja. [Ipy KOHTAaKT Ha MPOAYKTa C OYMTE, He3a0aBHO M3IUIAKHETE OYHMTE OOMIHO ¢ BoJa. AKO
pa3apa3sHeHHWETO Ha KoKaTa M OYMTE MPOABIDKaBa, MOThPCETe MEAWIUHCKH chBeT. CHopagudHo e
HaOogaBaHa PeTOTOKCHYHOCT CJIe IPUEM Ha metamizole B TpeTHsi TpUMECThp Ha OpeMEHHOCTTA IPH
xopa. OcBeH TOBa, MpUEMBT Ha metamizole OT KbpPMEIIM KEHH MOKe Ja ObJe BpEIeH 3a TEXHUTE
Oebera. [Topanu ToBa, OpeMEHHH )KEHH B TPETHUS TPUMECTHP U KbPMEIIH KEeHH He TPsOBa Ja mpuiarart
TO3HM BETEPUHAPHOMEIUIIMHCKU TTPOYKT.

BpeMeHHOCT U JlakTanust:

JlaGopaTopHUTE MPOYYBaHHMS TIPH 3AHIIM U IUTBXOBE HE MOKA3BaT HUKAKBHU JI0KA3aTeJICTBA 32
TeparoreHHocT. Hsima HannyHa nH(opMaius 3a ynorpedara 1mo Bpeme Ha OpeMEHHOCT TPH BUIOBETE
KHBOTHH, 32 KOUTO € peanazHadeH BMII. Brerpekn ToBa, hyoscine butylbromide moxe na nma
edekTH BbpXy I7IaJikaTa MycKyJIaTypa Ha pOAMIHUS KaHal. MeTtabonmuTuTte Ha metamizole moraT na
NpeMHHAT TIpe3 IUTalleHTapHaTa Oapuepa u a HaBisA3aT B MIIIKoTo. [lopaau ToBa, mpu OpeMeHHH U
JIAKTUPAIIY XKHUBOTHH TO3HU MPOAYKT TPsiOBa J]a ce mpuiiara camo Ciiejl IpeleHKa Moji3a/pucK oT
OTrOBOPHHS BETEPUHAPEH JIeKap.

B3aumoseicTBre ¢ IPpYry BETEPUHAPHOMEIMIIMHCKH TPOAYKTH U IPYTH GOpMH Ha B3aUMOJICHCTBHE:
JeiictBuero Ha metamizole u/winm hyoscine butylbromide Moxke 1a ce yCuiid OT €IHOBPEMEHHATa
ynorpeda Ha Jpyryd aHTUXOJIMHEPTHYHH WM aHAITETUYHU CYyOCTaHITUH.

CemprcTBamaTa ymorpeba Ha WHIYKTOPH HA YEPHOAPOOHHM MHKPO3OMAHH CH3UMHU (HAmp.
OapOutypary, (eHnn0yTa30H) HaMaNsABa MEePHo/ia Ha TONYKUBOT M OTTaM MPOJBIKHTEIHOCTTa Ha
neiictBue Ha metamizole. EnHOBpeMeHHOTO MpuiIOKeHUE Ha HEBPOJIEHTUIN, OCOOEHO MPOU3BOIHH HA
(eHoTHa3uH, MOXKE Jla JOBele A0 TexKa Xxunorepmus. OCBEH TOBa PUCKBT OT CTOMAIIHO-YPEBHO




KBbPBEHE C€ yBEIMYaBa IIPU €HOBPEMEHHATa yIOTpeda Ha IIIIOKOKOPTHKOMIH. [IMypeTHIHHAT e(eKT
Ha (ypozemun orcinabBa. EMHOBpEMEHHOTO NMpHIOKEHHWE HA APYTHW CJIabW aHAITETHIN YBelNYaBa
edexTuTe 1 HEOIAroNpUsATHUTE peakuy Ha metamizole.

AHTHXOIMHEPTHYHOTO JCHCTBHE HA XMHUAWH U aHTHUXUCTAMUHUTE, KAKTO M TaXUKapIUYHUTE e(hEeKTH
Ha J-CHMIATHKOMUMETHIINTE MOJKE J1a CE YCHIIH OT TO3H BETEPUHAPHOMEIHUIIHCKH MIPOIYKT.

[peno3upane (CUMIOTOMH, CIIEITHU MEPKHU, AaHTUAOTH):

Octpara TOKCHYHOCT U Ha ABETE CyOCTaHIIMK € MHOI'O HHCKa. B mpoyuBaHMs C IITbXOBE CUMIITOMHUTE
He ca Omny cnenu(UYHU U ca BKIIOYBAIM aTaKCUs, MUIPUA3a, TAXUKApAUs, IPOCTPaLisl, KOHBYJICHH,
0e3ch3HaHKE U PECITUPATOPHU CUMITOMH.

B ciydaii Ha mpeno3upane JiedeHHETO TPsOBa ma ce mpekbecHe. lIpenoppuBa ce pu3ocTUTMHUH KaTto
aHTUIOT 3a hyoscine butylbromide. Crnemuduuen antuaor 3a metamizole sodium He e Hanu4eH.
[lopanu ToBa B ciyuaii Ha mpeno3upane TpsAOBa Aa ce 3all0YHe CUMIITOMAaTHYHO JICUeHHE.

[Mopann mapacuMIaTUKOIUTUYHOTO AeiicTBue Ha hyoscine butylbromide, B Hikou ciny4an e
Ha0JII01aBaHO JIEKO [TOBUIIEHUE HA ChPJeYHAaTa YeCTOTa IIPY KOHE M TOBE/a Cle IPUIIOKEHHE Ha
JIBOMHA TeparneBTUYHA J03a.

OCHOBHH HECHBMECTUMOCTH:
[Ipu nwrica Ha JaHHW 32 CHBMECTHMOCT, TO3HM BETEPUHAPHOMENUIIMHCKHU MPOIYKT He TPsiOBa maa Obe
CMECBaH C JAPYTr'H BETCPUHAPHOMETUIIMHCKY MMPOIYKTH.

3 CIIEHUAJIHN MEPKH 3A YHUIIIOKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIM OCTATHIHU OT HEI'O, AKO UMA TAKHUBA

BMII He Tps6Ba na OpAaT U3XBBPISHA Ype3 OUTOBU OTMAABLHN WK OTHaaHu Boau. [lomuTaiite
Bamus BeTeprHapeH Jiekap KakBo 1a npaBute ¢ HeHyxkHuTe BMIIL. Te3u Mepku 1ie moMorsar 3a
OIIa3BaHE Ha OKOJIHATa Cperia.

14. JATATA HA TTIOCJIEJHATA PEJAKIIUA HA TEKCTA
07/2025
15. JOII'bJIHUTEJIHA UHO®OPMALUA

1 ¢makon ot 10 ml B kapTOHEHA KyTHSI.
1 ¢pmakon ot 100 ml B kapToHEHa KyTHSI.

He Bcuuku pa3Mepu Ha OlakOBKaTa MOrat jJa ObJIaT MpejjiaraHy Ha masapa.
3a Bcsika HH(pOpPMAIIHS OTHOCHO TO3W BETEPUHAPHOMEIUITUHCKH TIPOIYKT, MOJISI CBBPIKETE CE C
TEPUTOPHUATHUS ITPESICTABUTEI HA IPUTEKATEIS Ha JIMIICH3a 32 yrnoTpeoa.

Beiixc papma-bearapus
Codus 1680

Ten.: +359 2 9586176
veyx-bg@bgnet.bg

26.8.2025 r.

X

[-P KPACMMWP 31ATKOB
OVPEKTOP HA AVPEKL A KB/
Signed by: KRASIMIR YANKOV ZLATKOV




