KPATKA XAPAKTEPUCTUKA HA ITIPOAYKT, KbM JIMLIEH3
3A YIIOTPEBA Ne 0022-2095-26.08.2013

1. HAUMEHOBAHUE HA BETEPUHAPHOMEJININHCKHUA TPOAYKT

JODOUTER sol. ad us. vet
HNOJOYTEP pa3TBop 32 BeTepUHAPHOMEAMLIMHCKA yioTpeda

2. KAYECTBEH U KOJIMYUECTBEH CbCTAB
1 mn cvovporca:

AKTHBHA cy0OCTaHUMA:

Povidonum iodinatum ( 10% ) 100 mg
Excuunuenrtn:

3a IBIHUA CIIMCHK HA EKCIUIIMEHTUTE BIK T.6.1

3. OPAPMALEBTUYHA ®OPMA

Kwnro - xadsB 10 yepBeHO - KadsiB HHTpayTepUHEH Pa3TBOP.
4, KJIMHUYHU JAHHHU

4.1, BuoBe :xMBOTHH, 32 KOUTO e npegna3Hayen BMII

T'oBena u cBuHe.

4.2.  TepanmeBTUYHH IOKA3aHWUs, ONIPe/IeJeHH 32 OTAeJHUTE BUI0BE )KUBOTHH
KonTamuHaIms Ha BarnHaTa ¢ ypuHa (ypoBaruHa), BATHHAJIHH U BATHHOBECTUOYIApHU
Bb3MajeHus (BarMHUT, BECTUOYIINUT), Bh3MAJICHHUs Ha [IEPBUKCA HA MaTKaTta (LIEPBUCHT), aKyTHU H
XPOHUYHH Bb3MaJCHHs HA MyKO3aTa Ha MaTKaTa (CHIOMETPHT), IPUYMHEHHU OT aKyTHU U
cybaxkyTHH HH(BEKINH, THYEKIMU IPUYMHEHN OT TPUXOMOHH, HAPAHSIBaHHs HA MaTKaTa,
HEJ0CTaThbYHA KOHTPAKIUs Ha MaTKaTa Clie]l pakaaHe (ATOHUS Ha MaTKaTa Cliell paxaaHe),
JIOXHOMETpa , 33/IbpKaHe Ha IUIaleHTaTa (CeKyHIepHa PeTeHIus ), TMOMETpa.

4.3. IIporuBonokaszanus
[la He ce u3MoJ3Ba PU CBPBbXUYBCTBUTEIHOCT MO, XMUIIEPTUPEOUIU3BM U APYTH Pa3CTPOUCTBA
Ha TUPOMIHATA )KJIe3a, OPEeMEHHOCT.

4.4. CrnenuaJiHu NpeANna3sHu MepPKH 32 BCeKH BH/ 'KUBOTHH, 32 KOUTO e MpeIHA3HAYeH
BMII

Hsawma.

4.5. CrnenmnaJiHu NpeANna3Hu MepKH MPH ynoTpeda

CrenyanHy Npeana3sHd MEPKH 3a KUBOTHHTE, IIPU yIoTpedaTa Ha MPOAYKTA

[Ipu cBpBbXyBCTBUTEITHH BH/IOBE }KUBOTHU HEOJIArOMPUATHUTE PEAKIIMU Ce MaHU(ECTHPAT C T10-
BHCOKA YECTOTA.

CroenmaaHy npeAnasHyd MEPKH 3a JulaTa,lIpuiiaraiy BeTepuHAPHOMEIUIIMHCKHIS IIPOAYKT Ha
YKUBOTHUTE

IIpenna3zgaiiTe cu ounuTE U KOXKATa MO BPEME Ha MTPUIIOKEHHUE.

[IpenopruBa ce mpu KOHTAKT Ha TIPOIYKTa ¢ KOXKaTa, 3aCETHATOTO MSICTO Ja CE€ U3MHE C BOJa U
canyH. B crmyuaii Ha Bp3MasieHne Ha KOXkaTa, He3a0aBHO J1a Ce MOTHPCH METUIIMHCKH ChBET, KaTo
Ha JIeKaps ce MMPeI0CTaBU JIMCTOBKATA 3a yHnorpela Mili €TUKETa Ha MPOIyKTa.

B ciydaii Ha KOHTaKT ¢ 04WTe, N3MUN OOMITHO C BOJIA, CHIO KJICTIAYUTE, HAl-MaJIKo 32




15 MmunyTH. B crydaii Ha Be3nalieHHe, He3a0aBHO /1a ¢€ IOTHPCH MEIMIIMHCKHU CHBET, KaTo Ha
JIEKaps ce MPeJ0CTaBH JIMCTOBKATA 32 yIoTpeba UiIu eTUKeTa Ha MPOIYKTa.

Cren ynotpeba u3Muii ycraTa cH, 3a 1a He TpeIn3BUKa MOBpbIuaHe. B ciyyaii Ha
HEOJIaronpHUATHU Peaklni, He3a0aBHO J1a ce MOThPCH MEIUIIMHCKH ChBET, KaTO Ha JIEKaps ce
MIPEeIOCTaBH JIFICTOBKATA 32 YIOTpeOa MM eTHKeTa Ha MMPOTyKTa.

4.6. HebaaronpusiTHu peakuuu (4eCTOTAa M BAJKHOCT)
BB3MOXKHO € /1a ce pa3BUAT aJlepruYHK pPeakiiu (apeHe, qpasHeHe) IPH CBPbXIyBCTBUTEHH
HUBOTHH. TOBa MOKE MHOTO PSIIKO JIa TIOBJIHsIe Ha QYHKIMATA Ha THPOHMIHATA KJIE3a.

4.7. Ynorpeda mo BpemMe Ha OpeMEeHHOCT M JIAKTALMS
He ce npunara o Bpeme Ha OGpeMEHHOCT.
Moske ia ce mpuiara 1o BpeMe Ha JaKTaIvsl.

4.8. B3aumopaeiicTBue ¢ APYru BeTepUHAPHOMEIMIIMHCKH NPOAYKTH U APYru (popmMu Ha
B3auMoJeicTBHE

B koMOuHanus ¢ HIKOM MPOJYKTH MOXKE J1a ce MPOsBH (PU3NIeCKa HECHBMECTUMOCT

(Ts1 ce MOBNMSABA OT KOHIICHTPAIMATA HAa POYKTHTE, CTOWHOCTHTE Ha pH, Temmeparypara u
CBETJIMHATA).

[Ipe3 Bpeme Ha abcopOiusl B KPHBOHOCHATA CHCTEMa MOXKe J1a peAylupa edexra Ha
MepopaTHUTE aHTHUKOArynanTd. CHMYITaHHOTO NPUJIOKEHHE C JINTUEBHU COJIH MTOBHIIIABA PUCKA
OT XHUIIEPTHPOHUTUZHM.

4.9. Jl0o3a M HAYMH HA MPUJIOKEHHUE
[Ipunarar ce eprpemaroano 50 g0 150 M oT pa3TBopa, criopes; obeMa Ha MaTKaTa, MOCPEACTBOM
enuH KaTerep (TOil € yacT OT OpUrMHAIHATA OTIAKOBKA) U METEPHHIKEKTOP.

I'oBena:

- Enoomempum, mpuxomonosa — 1 omaxoska (150 mu). Tpetupanero npu Ge3rmioane
TpsiOBa Jla C€ U3BBPIIHU 10 BPEME Ha METaeCTPYC MU JUecTpyc. Bh3MOXKHO € 1a ce mpenopbuat
MpoMUBKH 12 Yaca mpe/y oOceMeHsIBaHe B CTydaii Ha TbpBa CTENeH Ha eHJoMeTpHT. [lepBucur,
BarMHUT U BYJIBHT - BCHUKHUTE C€ TPETHPAT C SHO MPOMHBAHE WIIH Ype3 TOCTABSIHE HA TAMITOHH,
HATIOEHHM C pa3TBOP (TAMITOHUTE CE M3BAXKIAT CJIE€] TPETUPAHE).

-Vposacunum: ypatHuTe arperatu TpsiOBa Aa ce OTAEINAT Ype3 MacaXKhupaHe U Ciell TOBa
TpsiOBa J1a ce MPUIIOKH | OmakoBKa, T.e. 150 M1 BbB BarHaTa, Bb3MOXKHO B HHTPAYTEPHHHOTO
MIPOCTPAHCTBO..

- Amonus na ymepyca u nuomempa : U3BHPIIBA ce MPOMUBAHE Ha MaTKaTa; B CIy4ai, ye
€ M3I0JI3BAHO MO-TOJIIMO KOJIUYECTBO Pa3TBOP, € HEOOXOAUMO Jla C€ OTCTPAHU Pa3TBOpPa OT
MaTKara.

- 3aovporcane na nrayenmama : e NPUIOKEHUE CE YCUIIBAT KOHTPAKIIMUTE HA
MaTKaTa ¥ KbPBEHETO CIHPA; IUIAICHTATa UMa €/THA MO-TBbPIa KOHCUCTEHITUS U MOXKE JIECHO J1a
ce JIeKyBa.

CrenBaioTo TpeTUpaHe MOXKe Jia C€ U3BBPIIH ChC ChINATA J1032, HEOOXOMMO € JIa Ce Pa3KIIaTH
npeau yrnorpeda

Caumne:

- Ilpomusane cbe 150 Mi1 OT IPOAYKTA HIIM TIOBEUE, ChOOPA3HO (hHU3UOJIOTUYHMS 00EeM Ha
Ha MaTkaTa.TepaneBTHUHO MpOMHBaHe TPsIOBa Jla ce U3BBPILU 12 yaca cien paxIaHe.

- Cmepunumem, KaTo IMOCIEICTBUE OT Cy0akyTHa HH(eKuus — npuioxkerue Ha 300 mu
OT MIPOAYKTA.
CrnenBalo TpeTHpaHe MOKE /1a CE U3BBPIIN ChC ChIIATA J103a.



410. TIIpemo3upane / CUMITOMH, CHIEIIHU MEPKH, AHTHIOTH /, AKO € HE0OXOAUMO
3aBuIIeHA T03MPOBKA MOXKE Jja MPUYMHN a0copOIHsl Ha O B KPbBOHOCHATA cecTeMa U J1a
MOBNHsC BBPXY QYHKIHATA Ha THPOHMIHATA XKIIE3a.

4.11. KapeHTeH CpoK
Hymna guu.

5. DOAPMAKOJIOI'NYHU OCOBEHHOCTH
dapmakoTeparneBTU4Ha TPyIa: JIOKAJICH aHTHCENTUK U IE3UHPEKIIMOHHO CPEJICTBO
Berepunapnomenununacku Anaromo-Tepanesruuen Kox: QG51AD01

5.1. dapMakoIMHAMUYHHU CBOIiCTBA

[locteneHHOTO OCBOOOXKIAaBaHE HAa KOMIUIEKC CBBP3aHUS HOA HMa €OUH HECEIEKTHBEH
OKCHJAaTHBeH e(eKT Ha MPOTEeMHM B MHUKPOOPraHW3MeHHTe. | epMunuaHuTe eQeKkTu ca
HECCIICKTUBHU U HIUPOKOCIICKTHPHH.

Autnbnotnynus crexktbp Ha PVP [itoga BkimrouBa ['pam-mosnoxkurenan u ['paM-OTpUIIATETHH
MHUKPOOPTaHU3MH, HSKOM aHaepOOHU MHUKPOOPraHW3MH, APOXKIW, T'BOM W TAXHUTE CIIOpH,
IIpOTO30U W HIKOU BHUPYCH. AHTI/IMI/IKpOGHaTa AKTUBHOCT CpClly IIaTOTC€HU, TaKWBa KaTo
CTa(pUIIOKOKH, MMHOTEHHU CTPENTOKOKH, (y300aKTEpHUU, MHUKOOAKTEPUH U OAKTEPOUIH € CBHIIO
BakHa. Bpemero HeoOXoAMMO 3a [JOCTHMraHe Ha JOCTaThYHAa JACBUTAIM3alMi  Ha
MUKpPOOPraHU3MUTE BapHupa MeXAy 2 A0 5 munyTd. Ciex 5 MUHYTH MMa IbJIHA J€BUTAIN3ALNS
Ha Mukpoopranusmure. Hocurenst nouimaBa erkacHOCTTa Ha KOMIUIEKCHO CBBP3aHUS HOI
ype3 HeroBara [ETEPreHTHAa AaKTHBHOCT, IOANBp)KAa JOCTaThbuHA XHIpaTalus, YCHIBA
03JIpaBUTEIHUTE MPOIIECH U YpE3 HETOBOTO OCMOTHYHO ACHCTBHE OKa3Ba €JUH TOHU3UpAI eeKT
Ha MyKO3ara.

5.2. ®apMaKOKMHETHYHH 0COOEHHOCTH

MunumaiiHa abcopOlus Ha HOIUH MOXKE Jia € TOJIYyYH, aKo IMOBMJIOH HOIWHA € TMPHIIOKEH
JIOKAJTHO Ha HEeyBpe/eHa Koxka. [1o Bpeme Ha BarnHaIHOTO NpUJIOkKeHHe abcopOnusaTa Ha HoaquHa
€ MHOTO IO-3HaYMTelIHAa W MOXKE Jla MMa KaTo pe3ynTaT HHTepdepupaHe ¢ QyHKIUATA Ha
TUPOUJIHATA >KJIe3a. B opraHuzma HOAUHBT C€ MPOMEHS 0 HOAWA, KOUTO € KOHLEHTPUpaH
TJIaBHO B Ta3W JKJIe3a. ﬁonnﬂHTe, KOWUTO HE Ca CBbP3aHU B TUPOUIHATA KJI€3a C€ OTACNAT Mpe3
OBOpenuTe U B MO-MaJiKa CTeTeH ¢ (heKauuTe, CIIFOHKaTa U TOTTa. Nomuaure MIPEMUHABAT CHUIO
npe3 MIalMHTapHaTa oaprepa U B MAMYMHOTO MJISIKO.

6. OAPMAINEBTNYHU OCOBEHHOCTH

6.1. CIHMCLK Ha eKCIUITHEHTHTE

Dexpanthenol, Glycerol 85%, Nonoxynol 9, Poloxamer 188,
Citrate monohydrate, Sodium hydrogenophosphate dodecahydrate,
Water for injection

6.2. HecnBMecTHMOCTH
He ca u3BecTHH.

6.3. Cpok Ha roHOCT
CpoK Ha FOZIHOCT Ha KpaiHUS BEeTepHHAPHOMEIUIIMHCKY TIPOIYKT : 18 Mecera.

CpOK Ha TOAHOCT CJICA MMBPBO OTBAPSAHC HA IbPBUYHATA OITIAKOBKA: I[a c€ M3I0JI3Ba He3a0aBHO.

6.4. CrnenmnaJiHu yCJIOBHUS 32 CbXpPaHEeHHe HA POAYKTA



Jla ce cpxpaHsiBa ce npu Temreparypa mox 25° C.
Ja ce ma3u oT cBeTaMHa!

6.5. Bua u chbcTaB Ha MBPBHYHATA ONAKOBKA

1 x 150 M1 B METEPUHIKEKTOP / MOTUETHUIIEHOB CI'bBAII Ce (IaKOH /, KOWTO € OIIaKOBaH B
KapTOHEHa KyTus. KaTeTepbT e 4acT OT OlaKkoBKaTa.

Bcesika opuruHaiHa omakoBKa € CHa0JleHa ¢ €TUKET U BKIIFOYBA YTBBPJICHA JIMCTOBKA.

6.6. CrnenynaJIHu MepKH 32 YHMI[0’)KABaHe HA HEH3MOJI3BaH MPOAYKT WJIH OCTATHIM OT
HEro

Bceku HensmnoimsBan BETCPHUHAPHOMCIUITUHCKH HpO,I[YKT WK OCTAaThIIU OT HETO,

TpiI6Ba Ja 6T>I[aT YHUIIOKCHU B CHbOTBETCTBUE C USUCKBAHUATA HA MECTHOTO 3aKOHOAATECJICTBO.
7. MNPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA

Bioveta, a.s., Komenskeho 212, 683 23 Ivanovice na Hane, Czech Republic

Ten. +420 517 318 502, ®axc +420 517 318 653, E-mail comm.@bioveta.cz

8. HOMEP HA JIMIIEH3A 3A YIIOTPEBA

Ne 0022-2095-26.08.2013

9. JATA HA IOJHOBABAHE HA JIMIIEH3A 3A YIIOTPEBA
26/08/2013

10. JATA HA TIOCJIEAHATA PEJAKIIUS HA TEKCTA
25/07/2013

3ABPAHA 3A ITIPOJAXKBA, CHABJASIBAHE U/NJIN YIIOTPEBA
He e npuiioxxumo.

H3ITBJIHUTEJIEH JIUPEKTOP



