A. ETUKET

NHOOPMAILIUS, KOATO CE U3IINCBA BbPXY BHBHIIIHATA OITAKOBKA

KapTronena kyrust

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJINIUHCKUSA TPOAYKT

Rivalgin 500 mg/ml umxeKIMoOHeH pa3TBOP

Metamizole sodium monohydrate

2. CbABPKAHUE HA AKTUBHATA CYBCTAHIUA

Metamizole sodium monohydrate 500 mg/ml

3. OAPMAIIEBTUYHA ®OPMA

MnxexnmoHeH pa3TBop

4. PASMEP HA OITAKOBKATA

1 x 100 ml
5x 100 ml

5. BUJOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Komne, roeena, npacera, KkydeTa

‘ 6. TEPAIIEBTUYHU ITIOKA3AHUA

‘ 7. METO/J 1 HAYMH HA ITPUJIOXKEHUE

IIpeau ynorpeba npoyeTy JUCTOBKATA.
Kone: baBHO MHTPaBEHO3HO NPUIIOKEHHE.
I'oBena, mpaceta, Kyyeta: baBHO HHTPaBEHO3HO WM ABJIOOKO HHTPAMYCKYJTHO HPUIIOKEHHE.

8. KAPEHTHHU CPOKOBE

KapeHTHu cpokose:
Kone: Meco u BbTpeIH! Oprany (MHTPaBeHO3HO NPUIIOKEHKE): 5 THH;
T'oBena: Meco u BpTpemHu opranu: 12 nnu;
Musiko: 48 4gaca;
IIpacera:  Meco u BbTpelHu oprasu: 12 guu.

He ce paspemniasa 3a ynorpeba npy KOOHIIM, YHETO MIISKO € IPeIHAa3HaYeHO 32 KOHCyMalusi OT X0pa.



9. CIIEHUMAJIHU NPEAYIIPEXKJIEHUSA, AKO E HEOBXOJMMO

[penu ynotpeba mpoyeTy INCTOBKATA.

| 10.  CPOK HA FOJIHOCT

EXP {mecen/roquna}
Crienr oTBapsiHE U3MONI3BAIITE B paMKUTE HA 28 JHMU.

11. CIIEHUAJIHU YCJIOBUA 3A CbXPAHEHUE

I[a HC CC€ ChbXpaHABA B XJIAJJWJIIHUK U Ja HC CC 3aMpas3sBa.

12. CHELNUAJIHU MEPKH 3A YHUITOXKABAHE HA HEU3IIOJI3BAH ITPOAYKT
NJIN OCTATHIH OT HEI'O, AKO UMA TAKUBA

VHuioxaBpaHe: IpOY€TH JIMCTOBKATA.

13. HAIANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PA3SITPOCTPAHEHHMETO U
YIIOTPEBATA, AKO E ITPUJIOKUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTimycka caMo 1o JIEKapcKo MpeucaHe.

14. HAJIIUCHT “JA CE CBXPAHSABA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHA
3A JEIIA MECTA”

I[a CC CbXpaHsBa Aajied OT 1OrJjicAa U Ha HCAOCTBIIHU 34 [IC1a MECTaA.

15. HUME U ITOCTOAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIIEH3A 3A
YIIOTPEBA

VetViva Richter GmbH, 4600 Wels, Austria

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

Ne 0022-2911

‘ 17. IHHAPTUJAEH HOMEP

Lot {nomep}



JAHHU, KOUTO TPABBA JA CBABbP/KA IIBPBUYHATA OITAKOBKA

100 ml ¢1akoH OT MPO3PavHO CTHKJIO CHC 3aMyMIATKA OT OPOMOYTHI0BA r'yMa U AJIyMUHHEBH
Kanayku

‘ 1. HAMMEHOBAHUWE HA BETEPUHAPHOMEJIUIIUHCKUA TPOAYKT

Rivalgin 500 mg/ml umxeKroHeH pa3TBop

Metamizole sodium monohydrate

2. CbABbPKAHUE HA AKTUBHATA CYBCTAHLUA

Metamizole sodium monohydrate 500 mg/ml

3. GOAPMAIEBTUYHA ®OPMA

MHxexnmoHeH pa3TBop

4. PABMEP HA OITAKOBKATA
100 ml
5. BUJAOBE )KUBOTHMU, 3A KOUTO E IPEJJHA3HAYEH BMII

Komne, rosena, mpacera, kydera

‘ 6. TEPAIIEBTUYHU IOKA3AHUA

‘ 7. METOJ 1 HAYMH HA ITPUJIOXKEHHUE

[Mpeau ynorpeba mpoveTH JTUCTOBKATA.
Kone: 6aBHO i.v.
l'oBena, mpacera, KyueTa: 6aBHO i.V. WM IBJIOOKO i.m.

8. KAPEHTHHU CPOKOBE

KapeHTHu cpokose:

Kone:  Meco u BpTpeniau opranu (i.v.): 5 qau;

T'oBena: Meco u BbTpemHu oprasu: 12 nHu;
Misko: 48 Jaca;

IIpacera: Meco u BeTpenan opranu: 12 qau.

He ce pa3pciiaBa 3a yrIOTpe6a npu KO6I/IJ'II/I, YUECTO MIIAKO € IPCAHA3HAYCHO 3a KOHCyMalud OT Xopa.



9. CIHHEHHUAJIHU MPEAYHPEXJIEHUSA, AKO E HEOBXOJINUMO

[Ipenu ynoTpeda mpoyeTH TUCTOBKATA.

| 10. CPOK HA FOJHOCT

EXP {mecen/roguna}
Crnen oTBapsiHE HA OMAKOBKATA U3IMOI3BAUTE MPEIU. ..

11. CIIEHUAJIHU YCJI0OBUA 3A CbXPAHEHUE

ﬂa HE CC€ ChbXpaHsABa B XJIAJWJIIHUK U ]a HC CC 3aMpas3siBa.

12. CHELNHUAJIHU MEPKHU 3A YHUIIOXKABAHE HA HEU3ITIOJI3BAH ITPOAYKT
NJIN OCTATHIH OT HEI'O, AKO UMA TAKUBA

13. HAANUCDHT “CAMO 3A BETEPUHAPHOMEJIUIIMHCKA YIIOTPEBA” U
YCJI0BUA NN OTPAHUYEHUSA OTHOCHO PASITPOCTPAHEHUETO "
YIIOTPEBATA, AKO E ITPHJIOKNUMO

Camo 3a BeTepuHapHOMEAUIMHCKA yroTpeda. [la ce oTimycka caMo 1o JIEKapcKo MpeAucaHie.

14. HAJIIUCBHT “JA CE CBXPAHABA JAJIEY OT IIOIVIEJA U HA HEJOCTBITHA
3A JEIIA MECTA”

ﬂa CC€ CbXpaHABa Jaji€d OT IIOIJI€aa U Ha HEAOCTHITHU 3a €A MECTa.

15. HUME U ITOCTOAHEH AJIPEC HA IIPUTEXATEJISA HA JIMIHEH3A 3A
YIIOTPEBA

VetViva Richter GmbH, 4600 Wels, Austria

16. HOMEP HA JIMIIEH3A 3A YIIOTPEBA HA BMII

Ne 0022-2911

| 17. NAPTHMJIEH HOMEP

Lot {Homep}



B. IUCTOBKA



JIMCTOBKA:
Rivalgin 500 mg/ml nHKeKITHOHEH Pa3TBOP

1. HMME U IOCTOSAHEH AJIPEC HA ITIPUTEXATEJISA HA JIMIEH3A 3A YIIOTPEBA
U HA TIPOU3BOJUTEJIA, AKO TE CA PA3JIMYHU

HDI/ITG)K&TGJ‘I Ha JIMIICH34a 34 VHOTDC6a 1 IPOU3BOANTECII, OTTOBOPEH 34 OCBO60)KI[aBaHe Ha naprujaara.
VetViva Richter GmbH, Durisolstrasse 14, 4600 Wels, Apctpus

2. HAUMEHOBAHUWE HA BETEPUHAPHOMEJUIIUHCKUSA ITPOAYKT
Rivalgin 500 mg/ml umxeKinoHeH pa3TBop

Metamizole sodium monohydrate

) CbAbPKAHUE HA AKTUBHATA CYBCTAHIIMA U EKCIIMIIUEHTUTE

Bceku ml cpabpika:

AKTHBHA cy0cTaHIMA:

Metamizole sodium monohydrate 500 mg
(exBuBasenT Ha 443,1 mg metamizole)

ExcuunuenTu:
Benzyl alcohol (E1519) 30 mg

BucTbp, *KbATEHNKAB Pa3TBOp, 0€3 YaCTHIIH.

4, TEPAIIEBTUYHU ITOKA3AHUSA

3aboisiBaHUs IIpru KOHE, TOBCJa, MpaceTa U Ky4deTa, IpU KOUTO MOXKE Jia C€ OYaKBAT AHAJITCTHYHU,
CIIa3SMOJIMTUYHU, aHTUIIUPETUYHHU UIIN caabu IMPOTUBOBB3NAJIUTCIIHA e(i)eKTI/I OT IIPOJAYKTa, HAITPUMED:

O06m10 obnekyaBane Ha O0ONKaTa, 3a a c€ NOTHUCHAT MPUYMHEHUTE OT OOJIKaTa peakuy Ha HEPBHOCT U
CBIIPOTHBA.

OtcnabBane Ha OoJikaTa NpPU KOJWKH Ha Pa3IMYHUA OPTaHW WM CIIa3MH Ha BBTPEIIHH OpPraH NpHU
KOHE M TOBEIa.

Oxuty3us Ha XpaHOIPOBOJIA € YYXK/IH Tella PU KOHE, FTOBela U IpaceTa.

OeOprtHr 3a00IIIBaHUS KaTO TEXBK MACTHT, MMA CHHIPOM, CBUHCKH T'PHIL.

Jlymbaro, TeTanyc (B KOMOMHAIIMS C aHTUCEPYM MPOTUB TETAHYC).

OcCTbp U XPOHHYEH apTPUT, PEBMATHYHH CHCTOSHUS Ha MYCKYJIUTE M CTaBUTE, Bh3NaJICHHE HA HEPBH,
HEBPAJITHS, TEHJOBarHHUT.

5. IHPOTHUBOIIOKA3AHUS

Ja He ce u3non3Ba Npu KOTKH.

[IpoxykThT He TpsIOBa Jia ce M3I0JI3Ba TP JKUBOTHH C XEMATOTIOSTHYHN HAPYIIICHUSI.

[a He ce mpuara MoAKOXHO MOPaaX B3MOKHO JIOKAITHO Apa3HEHe.

Jla He ce uW3MON3BA MPHU CBPBHXYYBCTBUTEIHOCT KBbM AaKTHBHATa CYOCTAaHIMS WJIA KbM HSKOH OT
EKCIIUITUECHTUTE.

Jla He ce M3MoON3Ba B Clly4aW Ha ChpJACYHA, YEPHOAPOOHA MM OBOpeYHA HEMOCTATHYHOCT WM TIPH
CTOMAIITHO-YPEBHA S3Ba.



6. HEBJIAT'OITPUSATHHU PEAKIINU

Hsima u3BecTHU.

AKo 3a0eTe)KUTe HIKAaKBU HEOJIArONMPUATHH PEAKITHH, BKIIOUYNTEITHO U TAKWBA, KOUTO HE ca OITMCaHU B
Ta3W JIMCTOBKA WM MHCIHTE, Y€ BETEPHUHAPHOMEAWIMHCKUAT NPOAYKT HE padoTh, MOJIs [na
yBenoMUTe Baiusa BeTepuHapeH Jekap.

7. BUJIOBE JKUBOTHMU, 3A KOUTO E IPEJJHA3ZHAYEH BMII

Komne, rosena, npacera, Kyyera.

8. JO3UPOBKA 3A BCEKM BUJI )KUBOTHO, METO/J 1 HAYNHU HA IIPUJIAT'AHE

Kone: 6aBHO HHTPaBEHO3HO IIPUIIOKECHUE.
I'oBena, mpacera, kydera: 0aBHO MHTPABEHO3HO MPHUIIOKEHHUE (TIPHU OCTPH CHCTOSIHHS) WIH ITHIOOKO
MHTPaMYCKYITHO IPHIIOKEHHE.

Kone: 20-50 mg meramu3on Hatpuii MoHOXUApaT/kg TenecHa Maca
(4-10 ml ot mpomykTta/100 kg TenecHa maca)
I'oena: 20-40 mg meramu3on Hatpuii MoHOXUApaT/kg TenecHa Maca

(4-8 ml ot mpomykTa/100 kg Tenecua maca)

IIpacera:  15-50 mg metamu3on HaTpuii MoOHOXHIpaT/kg TemecHa Maca
(3-10 ml ot mpomykTa/100 kg TenecHa maca)

Kyuera: 20-50 mg meramu3on Hatpuii MoHOXUApaT/kg TenecHa Maca
(0,4-1 ml ot mpoxykra/10 kg TenecHa maca)

KoraTo ce mpuiara MHTpaMycCKyJHO MpPH IOBeAa, MAaKCUMAaIHUAT 00eM, MpHIaraH B €IHO MSCTO Ha
UHXKEKTUpaHe, He TpsOBa na npesumasa 29 ml. IIpu npacera, koraro ce mpmiarat mosede ot 20 ml,

TC TpH6Ba Ja C€ pa3aciiAT MEXKAY ABEC MCCTAa HAa MHIKCKTHUPAHEC.

I'ymeHaTa 3amymianka Moxe Jia ce Ipo0ojie MAKCUMyM 25 TTBTH.

9. CBBET 3A ITPABUJIHO INPUJIOKEHHUE

Bux Touka 8.

10. KAPEHTHMH CPOKOBE

Kone: Meco u BpTpeuIHu oprany (MHTPaBEHO3HO NPUIIOKEHNE): 5 THH.
T'oBena: Meco u BbTpemHu oprasu: 12 nHu;

Musiko: 48 gaca.
IIpacera: Meco u BpTpenrHu opranu: 12 qHu.

He ce pa3pciiaBa 3a yrIOTpe6a npu KO6I/IJ'II/I, YUCTO MIIIKO € NPCAHA3HAYCHO 3a KOHCyMalus OT XOpa.



11. CHELHUAJIHU YCJIOBUS 3A CbXPAHEHUE HA ITPOAYKTA

Jla ce cpxpaHsiBa aned OT MOrJie/ia M Ha HeJOCTHITHH 32 JIela MeCTa.

Jla He ce chXpaHsiBa B XJIaMITHHK H Ja HE Ce 3aMpassiBa.

Jla He ce W3MON3Ba TO3M BETCPUHAPHOMEIUIIMHCKU TPOAYKT CIIeJ M3THUYAHE CPOKAa Ha TOJHOCT,
MOCOYEH BbpXY eTukera u kaprona ciex "EXP". CpokbsT Ha TOJHOCT OTrOBaps Ha MOCIEIHUS JIEH OT
TO3H MECEII.

Cpok Ha TOJHOCT CJIe/ MbPBOTO OTBAPSTHE HA OMMAKOBKaTa: 28 JIHU.

12. CHELUAJIHU NPEAYHOPEXIEHUSA

CrenpaiHy IpeaynpexIeHns 3a BCEKH BHJI )KUBOTHH, 3a KOUTO € npeanasHayen BMIT:
Hsama.

CroenumainHy pea3Hi MEpKH 3a )KHBOTHHUTE IPH yroTpedara Ha MPOIyKTa:

[Topagn puck oT aHaMIAKTHYEH IIOK, KOTaTO Ce MOAAaBaT WHTPABEHO3HO, Pa3TBOPH, ChIABPIKAIIN
MEeTaMM30J1, TpsIOBa Jla ce mpuiaraT 6aBHO.

Ja ce n305TBa €IHOBPEMEHHO TPUIIOKEHHE C MTOTEHIIMATHO HEPPOTOKCHYHH CyOCTaHIIHH.

CrenumanHy TNpeAna3sHW MEpKHM 3a JullaTa, NpWIaraiiyd BeTepUHAPHOMENWIMHCKHS TPOJYKT Ha
JKUBOTHUTE:

Xopa C yCTaHOBEHA CBPBXUYBCTBUTCIHOCT KbM METaMH30J TpsAOBa 1a H30ArBaT KOHTAaKT C
BETEPUHAPHOMEIUIIMHCKUS NMPOAYKT. V30srBaiiTe ga M3moi3BaTe NPOLYKTa, aKO CTE€ C YCTaHOBEHA
YyBCTBHTEIHOCT KbM MUPA30JIOHN WK alleTUIICAITMIIIIOBA KucenuHa. JKeHu, KOUTo ca OpeMeHHU W
KBPMST, TPIOBa J1a paboTAT ¢ TO3U MPOIYKT C MOBHUILEHO BHUMAHHUE.

To3u mpoAyKT MOXKe Jla TPUYMHH JIpa3HeHe Ha Koxkara U ounte. Jla ce M304rBa KOHTaKT Ha MPOAYKTa
¢ Kokara u ouynrte. HezabaBHO M3MHIiTE HAPBHCKAHOTO OT KOKaTa M OYUTE C OOMIIHO KOJIMYECTBO
BOJIa. AKO Ipa3HEHETO NPOIBIDKHY, TPSOBaA Aa e MOThPCU MEIULMHCKU ChBET. METaMU30bT MOXE Ja
OPUYMHU 00paTHMa, HO MOTEHLIMAHO CEpHO3Ha arpaHyionuro3a. TpsOBa ga ce BHUMaBa, 3a J1a ce
n30erHe cIy4ailHO caMOMHXeKTHpaHe. [Ipu ciydaiiHO caMOMHXEKTHpaHe He3abaBHO Jia ce MOThPCH
MEIUIHCKN ChBET, KaTO Ha JIeKapsl ce MPEI0CTaBHU JIMCTOBKATA MIIM €TUKETA Ha MIPOAYKTA.

Pruete 1a ce m3MuBaT cien ynorpeoa.

BpeMeHHOCT 1 JlaKTanus:
Moske f1a ce mpuiiara rmo BpemMe Ha OpeMEHHOCT U JIaKTallusl.

BsanmosieiicTBre ¢ Ipyru BETEpUHAPHOMEIUIIMHCKHI OPOJIYKTH U APYTH ()OPMHU Ha B3aUMOJICHCTBHE:
DeHo0apOuTaTbT U Apyru 6apOUTYpaTH, KAKTO W TIYTETUMHUI WA (EHUIOYTA30H MOXKE JIa YCKOPSIT
EKCKpelusITa Ha METaM130J1a, MOPay HHAYKIHUS Ha YepHOPOOHNTE MUKPO30OMHH €H3UMH.
EnnoBpemenHara ynorpeba ¢ Mponu3BOJHU HA (EHOTHA3MH MOJKE J1a IOBEJE 10 TEXKKA XUITOTSPMHUSL.

IIpeno3upane (CUMIITOMH, CIEITHH MEPKU, AHTUIOTH):

IIpu Bcruky BHIOBE )KMBOTHH, 32 KOUTO € MpeIHa3HaueH NpoAyKTa, mpu ao3u oT 1 000 mo

4 000 mg/kg TenecHa maca ca OwnM chOOIIaBaHW HEONArONPHUITHU PEAaKLWU BBPXY LEHTpajHaTa
HEpBHA CUCTEMa KaTo CEAaIUsl U KOHBYJICHH.

B cnyyaii Ha nipezio3upane TpsOBa Jia ce ClieBaT CTAHAAPTHUTE MPOLIEAYPH U, aKO € HEOOXO0JUMO, J1a
ce MPUJIOKH MHTPABEHO3HO IMa3eraM 3a OBJIaJsiBaHe Ha I'bPUOBETE.

OCHOBHH HECHBMECTHMOCTH:
[Ipu numica Ha JaHHU 32 CHBMECTHMOCT, TO3HM BETCPUHAPHOMEIUITMHCKH MIPOIYKT HE TpsiOBa ma Onie
CMECBaH C JpPYrd BETEPUHAPHOMEAULMHCKHU TPOYKTH.




13. CIEIWMAJIHU MEPKH 3A YHUIIOXABAHE HA HEW3IOJI3BAH HNPOAYKT
NJIN OCTATHLUU OT HEI'O, AKO UMA TAKUBA

Bcekn Hemsmonm3BaH BETEPUHAPHOMEIUIIMHCKH MPOAYKT WM OCTATBIM OT HEro TpsOBa ma Obaat
YHUIIOKEHU B ChOTBETCTBHE C M3UCKBAHUATA HA MECTHOTO 3aKOHOIATEIICTRO.
14. JATATA HA NOCJIEJHATA PEJAKIIUSA HA TEKCTA

04/2023

15. AOHNBJHUTEJHA UH®OPMALIUA

Pasmepu Ha omakoBkaTa: 1 X 100 ml, 5 x 100 ml
He Bcuuku pa3mepu Ha OMaKOBKaTa MOTaT ja ObJaT npe/JlaraHu Ha Tasapa.

3a BcsAka MHGOPMALMS OTHOCHO TO3M BETEPUHAPHOMEIMIMHCKHA HPOIYKT, MOJS, CBBPXKETE CE C
TEpPUTOPUAIHUS IPEICTABUTEIl HA IIPUTEKATENS Ha JIUIIEH3a 3a YIOTpeoa.

Puxtep ®apma EOO/,

Coous 1360, yin. O6encko moce Ne 7,
Ten.: 02/9279966,

e-mail: office@richter-pharma.bg



