KPATKA XAPAKTEPUCTHUKA HA IPOJYKT
KbM JIMLIEH3 3A YIIOTPEBA Ne 0022-2687

1. HAMMEHOBAHUE HA BETEPUHAPHOMEJIUIIUHCKUSA ITPOAYKT
Previron 200 mg/ml umkekinoneH pa3TBoOp 3a mpacera

2. KAYECTBEH 1 KOJIMYECTBEH CbCTAB

Beexu ml ceappika:

AKTHBHA cy0OCTaHIUA:

IPON (H1).ee et 200,0 mg
(xaro gleptoferron..............ocooiiiiii 532,6 mg)
Excunnuenru:

DEHOIL. ...eeeuveeeeiieeeeeeeieesreestteessseesseeessseeseeensseensseesssessssenns 5,0 mg

3a IBJIHUS CIIUCHK HA eKCHUIIUEHTHTE, BUXK T. 6.1.
3. DOAPMAIIEBTUYHA ®OPMA

WHXeKIIMOHEH pa3TBoP.
ToMmHOKa(]sIB, TEKO BUCKO3ECH PAa3TBOP.

4, KJIMHUYHHU JAHHHU

4.1 Bunose :kMBOTHH, 32 KOUTO e npeaHaznayen BMII

[Ipacera (mpacenma).

4.2 TepaneBTHYHU MOKA3aHUsI, ONIPE/IEJIEHH 32 OTAEJTHUTE BUI0BE ;KHBOTHH

3a nmpeBeHIMA Ha KeJA301ePUIMTHA aHEMUS TIPH [IPACCHLIA.

4.3 IpoTuBonokazanus

Ja He ce U3M0JI3Ba PU TpaceHIa, 3a KOUTO ce MOJ03Mpa, Y€ CTpajtaT oT AeuuuT Ha BuTaMuH E
W/WIIN CeJICH.

Ja He ce u3MoII3Ba NpU CBPbXUYBCTBUTETHOCT KbM aKTHBHATA CyOCTAaHIMA WIIM KbM HIKOU OT
EKCLIUITUEHTHUTE.

Jla He ce M3MoI3Ba pY KIMHUYHO OOJIHHU KUBOTHH, OCOOCHO MTPH HAJTMYUE HA TUAPUSL.

Ja He ce mpuiiara HHTPaBEHO3HO.

4.4 CneuuajHu MpeaNa3Hu MEPKH 3a BCEKH B ;KUBOTHH, 32 KOUTO € npeaHasHaden BMII
Hsama.

4.5 CnenuaJilHu npeana3Hu MepKy NMpu ynorpeda

CHC]_II/Ia.]'IHI/I Opeanas’ii MCPKH 3a X KUBOTHUTEC MTPHU VHOTD€6aTa Ha IpOAYKTa

[IpenopbuBa ce omrpBaHe Ha KOXKaTa B MSCTOTO HA MHYKEKTUPAaHE 32 MUHUMH3HPAHE Ha U3TUIAHETO
ciie u3BakaHe Ha uriara. HeoOxoanmo e 1a ce mpuiiarat HOpMaaHUTE aceNTHYHN TEXHUKH 32
nHKeKkTupaHe. M304reaiite 3aMbpcesiBaHe 10 BpeMe Ha ynorpeoa.
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CHe]_II/Ia.]'IHI/I Opeanas’Hy MCPKHW 3a Junara, mpujaaraiiiy BETCPUHAPHOMEINIIMHCKHS IMPOAYKT Ha JKUBOTHHUTC

Xopa ¢ ycTaHOBEHAa CBPBXUYBCTBUTEITHOCT KbM aKTUBHATA CyOCTaHIUs (TJIenTo()epoH) WK ¢
XeMOXpoMaro3a TpsIOBa J1a U30srBaT KOHTAKTa C BETCPUHAPHOMETUITUHCKUS TPOTYKT.

bwaere BHUMaTENHH, 32 ]a N30eTHETE CITyYaiiHO CAMOUHIKEKTHPAHE U KOHTAKT C JIMTABHIIUTE.

[Ipu cny4aiftHO caMOMHKEKTUPaHe, He3a0aBHO J1a Ce MOTHPCH METUIIMHCKH ChBET, KATO Ha JICKaps ce
MPEIOCTAaBH JIMCTOBKATA MITM €TUKETa Ha MPOYKTA.

Crnen ynotpeba Ha IPOAYKTa H3MHUHITE PBIIETE CH.

4.6 HeonaronpusiTHH peakuuu (4€CTOTA H BAXKHOCT)

[Tonsikora B MACTOTO Ha MHXEKTHUPaHE MOXKE JIa e HAOJI0JaBa MPOMSIHA B I[BETa HA ThKaHTa W/UIIN
nek, cinab oTok. Toit TpssOBa ma M34e3He B paMKHUTE Ha HAKOJIKO THU. BB3MOXKHA € I0sBa Ha PeakIlny
Ha CBPBXYYBCTBUTEIHOCT. ChIIIaCHO MPEI0OCTABEHUTE JaHHH, B PEIKU CIIydau IpH IpaceTara e
OTYETCHA CMBPT CJIC/ MPIIATAHETO HA MAPSHTEPAIHU MPOIYKTH C KEIIC3CH JACKCTPaH, KOETO
0OMKHOBEHO C€ ABJKU Ha TEHETHIHH (pakTopy WM MeUInT Ha BUTaMuH E u/mmm cemen.

MHoro psKO ca TOKJIaBaHM CIy4dar Ha CMBPT IIPH MPACEHIIa, BbB BPh3Ka C TOBHUIIIEHO
MPeIpa3nooKeHHEe KbM HH(PEKIUS TOPaId BPEMEHHO OJIOKUPAaHE Ha PETHKYJIO-SHIO0TEIHATA
cucTeMa.

YecroraTa Ha HEOIATOMPUATHUTE PEAKMU CE OTIPENEIIs Upe3 cleqHaTa Kiacu(pukamus:

- MHOTO 4yecTH (moBeue oT 1 Ha 10 TpeTupaHu )KUBOTHH, POSIBSBAILY HEOIArONPHUATHN PEaKIINH)

- yectr (oBeue oT 1, HO mo-manko oT 10 xuBoTHM Ha 100 TpeTHUpaHU KUBOTHH)

- He "ecTH (moBede ot 1, Ho mo-manko ot 10 xxwuBoTHU Ha 1,000 TpeTHpaHu KUBOTHH)

- peaku (moseye ot 1, HO mo-Manko ot 10 xuBoTHU Ha 10,000 TpeTupaHH KUBOTHN)

- MHOTO peakH (rmo-Manko ot 1 xxuBotHO Ha 10,000 TpeTnpaHu KUBOTHH, BKIIOUUTEITHO H30IHPAHT
CHOOIIICHU ).

4.7 Ynorpe6a no BpeMe Ha OPeMEHHOCT, JIAKTAIMS WIH SlleHOCeHe
He e npuioxxumo.

4.8 BzaumopeiicTBHe ¢ IPYrd BeTePHHAPHOMEIUIIMHCKYU MPOXYKTH U Apyru ¢opmu Ha
B3auMojeiicTBHe

Pe3opbupanero Ha eAHOBPEMEHHO MPUIIATaHO KeJA30 M0 NepopalieH IbT MOXe Aa Oble HaMaJIeHO.
4.9 /1032 ¥ HAYMH HA NPUJIOKEHUe
3a UHTPaMyCKYJIHO NTPHUJIOKEHHE.

ITpoayKThT ce mpmitara Kato exnauyHa 103a ot 1 ml (200 mg xens30), upe3 1pI00Ka HHTPAMYCKY/THA
WHKEKIIHS.

WmxexTupaiite BeAHBK MKy 1-Bus U 3-TUS JICH ClIe/l paKIaHe.

[IpenopbuBa ce U3MON3BAHETO HA MHOT'0/I030Ba CIIPUHIIOBKA. 32 IOBTOPHO HAIThJIBAHE HA
CTIPUHIIOBKATa U3MOJ3BalTe U3TETIIAIIA UIJIa, 32 J]a N30eTHeTe UMIIHO TPOOMBaHe Ha 3aIyIIalikaTa.
3anymiankara He TpsiOBa 1a Ob1e mpoduBana nmoeye ot 10 meTH. [Ipu TpeTupaHe Ha Tpyna >KUBOTHU B
€/IHa CepHs, M3MOJI3BANTE U3TETJISIIA HTTIa, KOSITO € MOCTaBeHa B 3aIlylIalikaTa Ha (JakoHa, 3a Ja
n30ersere U3MIIHO MpoOKBaHe Ha 3amymrainkara. M3rernsamara urna TpsoBa qa Obae MaxHaTa cliej
TPETHPAHETO.

410 Ilpeno3upaHe (CHMITOMHU, CIIENIHN MEPKH, AaHTHI0TH), AKO € HEOOX0TUMO

lNoneMuTe KONMHMUECTBA KENA30, MPUIOKEHO MAPEHTEPATHO, MOTAT Ja NOBEAT 10 BPEMEHHO HaMaJieH
KaraluTeT Ha MMyHHATa CUCTeMa, ITOpaJiy IIPETOBApBaHE C JKeJIA30 Ha JUMGpHUTE Makpodaru.
Bw3MorkHa e mosiBa Ha 00ITKa, BB3NAIMTENHN Peakiny, o0pa3yBaHe Ha adcliec, KakTo W TpaiiHa
MMPOMSIHA B IIBETAa HA MYCKYJIHATA ThKaH B MSCTOTO HA HH)KEKTHPAHE.
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STporeHHO OTpaBsHE MOXKE Jla TOBEJIE JI0 T0sBa Ha CICIHUTE MPU3HAIM: O1eIu MyKO3HU MeMOpaHH,

XE€MOparu4eH racTpOeHTEPUT, NOBPbIIAHE, TAXUKAPUS, XUTIOTEH3Us, IUCITHEA, €/IEM Ha KpallHULIUTE,
KyllaHe, 0K, CMBPT, YBPEKAaHe Ha yepHUs Apo0. Morar aa ce u3noa3BaT NoabpiKalid MEpPKH, KaTo
XeJaTUpally arcHTH.

IIpeno3upaneTo Ha KeA30 MOXKeE Jia JOBEJE 0 MOSIBa Ha CTOMAITHO-YPEBHU MPU3HALIM, KATO AUAPUS
WU 3aIleK.

JlekyBaiiTe CHMOTOMaTUYHO.

4.11 KapeHTeH Cpok
Meco 1 BbTPEIIIHU OPTaHu: HyJa JTHH.
5. OAPMAKOJIOI'NYHU OCOBEHOCTH

®apmakoTeparneBTuyHa rpyna: JKens30, napeHTepaIHi MPOAYKTH.
Berepunapaomeunuacku Anatomo-Tepanesruuen Koa: QBO3AC.

5.1 ®dapmMakoaUHAMHYHH CBOICTBA

XKenszoTo € BaxkeH MUKpOXpaHHUTENIEH eJeMeHT. To urpae BaxKHa poJisi B KUCJIOPOAHUS TPAHCIIOPT Ha
XCMOFHO6I/IH u MI/IOFHO6I/IH 1 MMa KJIIT04Y0Ba poJid 3a CH3UMUTEC, KaTO HUTOXPOMMU, KaTala3u U
MEPOKCHUIIA3H.

XKens30To IMa MHOTO BUCOKa CTETICH Ha Bh3CTAHOBSIBAaHE OT MeTaboIn3Ma u npuetara xpana. [Topanu
TOBaA, HCq)HHHT BB3HHUKBA MHOT'O PAAKO IIPU Bb3PACTHU )KMUBOTHHU.

5.2 ®apMakoKHHETHYHH 0COOEHOCTH

Cren MHTpaMyCKyJTHA WHXKEKIIUS, KEJIe3HUIAT KOMIUIEKC ce pe3opOupa B TuM(pHATa ThKaH B PAMKHTE
Ha 3 1au. Tam KOMIUIEKCHT ce pa3ziens 3a ocBoboxkaaBane Ha Fe3*, koeto ce chxpansaBa kato (epuTHH
B TJIAaBHUTE CKIIAJUPAIIN OpPTraHy (HaIp. YepeH Ipo0, Tanak U peTUKYJIO-eHI0TeIHa cucTema). B
KpBBTa, cBoO0HOTO FE3* ce cBbp3Ba ¢ TpancepuH (TpancnopTHa (opMa) U ce M3MO0JI3BA TIIABHO 33
CUHTE3a Ha XeMOTJIO0HH.

6. PAPMALEBTUYHHU OCOBEHOCTH

6.1 Cnucbk Ha eKCHUIINEHTHTE

Denon
Bopa 3a nrxexmu

6.2 OCHOBHH HECHBMECTHMOCTH

[Ipu nunca Ha JaHHU 32 CBBMECTUMOCT, TO3U BETEPHHAPHOMEANLIMHCKH NPOLYKT He TpsiOBa J1a Oble
CMECBAaH C APYI'H BETEPUHAPHOMEIULIUHCKY ITPOTYKTH.

6.3 Cpok Ha rogHoCT

Cpok Ha TOAHOCT Ha KpaiHHs BETepUHAPHOMEAUIIMHCKU POIYKT: 3 TOAMHU.
Cpok Ha TOAHOCT cJiell IbPBO OTBapsHE Ha MbPBUYHATA OMAKOBKA: 28 JTHU.

6.4. CnenmaJiHu ycJI0BHS 3a CbXpaHeHHE HA MPOIYKTA
To3n BeTeprHAPHOMEANLIMHCKH IPOAYKT HE M3MCKBAa HUKAKBH CIEIMAIIHU YCIIOBHA 33 ChbXpaHEHHE.
6.5 BuauchbcTaB HA MHPBUYHATA OMAKOBKA

®nakonu ot 100 ml u 250 ml ¢ kexnubapeH BT OT cThKIO TU 11, 3aTBOPEHU C MOTUMEpHA
eJIacCTOMEpHa 3aIlyliaiKa Tl | ¢ amyMuHueBa Karavka.
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Pa3mepu Ha omakoBKara:
Kyrust ¢ 1 pmaxon ot 100 ml
Kyrus ¢ 1 pmakon or 250 ml

He Bcuuku pa3Mepu Ha OonakoOBKaTa MOTat Aa ObJIaT MpeaiaraHy Ha masapa.
6.6 CnenuaJHiM MepKH 32 YHUI0:KABAHE HA HEU3MOJI3BaH MPOAYKT WJIM OCTATHIU OT HEro

Bceku HensmoisBaH BCTCPUHAPHOMCIUIIMHCKHA MPOAYKT WM OCTATbIIH OT HET'O Tp516Ba Ja 6’I),IlaT
YHUIIIOKE€HU B CHbOTBETCTBUEC C U3BUCKBAHUATA HA MECTHOTO 3aKOHOAATCJICTBO.

7. NMPUTEXATEJI HA JIMIIEH3A 3A YIIOTPEBA
Laboratorios Hipra, S.A.

Avda. la Selva, 135

17170 Amer (Girona)

SPAIN Tel. (34) 972 43 06 60

Fax (34) 972 43 06 61

E-mail: hipra@hipra.com

8. HOMEP HA JIMIEH3A 3A YIIOTPEBA

Ne 0022-2687

9. JATA HA I'bPBOTO U3JJABAHE/IIOJHOBSIBAHE HA JIMIIEH3A 3A
YIIOTPEBA

JlaTta Ha TBPBOTO W3/AaBaHe Ha JIUIIEH3 3a yrmorpeda: 25/10/2016
JlaTa Ha MOCIIEIHOTO MOTHOBSIBAHE HA JIMIIEH3 3a ynoTpeba: 11/11/2021

10. JATA HA NOCJEJHATA PEJAKLUS HA TEKCTA
10/2021
3ABPAHA 3A IIPOJAXKBA, CHABISIBAHE U/NJIN YIIOTPEBA

He e npunoxumo.
Ja ce oTycka camo I10 JISKapCKO IIpeIUCcaHue.

HBITBJIHATEJIEH JIHPEKTOP
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