KPATHA XAPAKTEPHCTUKA HA TPOLAYRT
KbM JIHHEH? 3A YIOOTPEBA Ne 0022-2904

1. HAWUMEHOBAHWLE HA BETEPUHAPHOMEAWITHHCKUSA [FPOIYKT
Mapodop xkpunro 140 000 IU/ml nepopanen pa3Teop 3a OBUE M KO3H

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

Coanpixanse B 1 ml: |

AxruBHa cyGeTaHIuNA:
Paromomycin (kato paromomycin sulfate) ¢ akrusnoer 140 000 [U

Excmunuenru:

Metun napaxuapoxcuberzoat (E218) L0 mg i
Tlponua napaxuapokcuderzoar 0,1 mg

Hatpues metabucyndur (E223) 4,0 mg

3a MBAHKA CIIHCBK HA eKCUMITHEHTHTS, BHXK T, 6,1,
3. CAPMADEBTHUYHA ®OPMA

lepopanen pazreop.
Buctbp, skbitt 0 kexmubapeH Ha LBAT pasTROp.

4, KJIAHWYHHA JAHHHA

4.1 Bupose :xuBoTIN, 32 KOHTO € npesHazraven BMIEL

Osue (arHera ¢ Hepa3BHTH NPEACTOMAIIHS) H KO3H (APeTa C HEPa3BUTH NPEICTOMANLHSA ).

4.2 TepanmeBTHUHH TOKA3AKNH, OHPEAEJCHN 32 OT/eJIMNTE BII0BE JKHBOTHH

C uen HamansBaHe OCTPOTATA M MPOABIKHTSIHOCTTA Ha AMapus, npuumnena ot Cryplosporidium
PV NPy WHBOTHH € HOTBBPACHA KPHITTOCTIOPHIHO3a M HAJIMYHE HA OOLMCTH BB (peKalUHTE,
Paromomycin HaMansaBa OTASNSHETO HA OOLUCTH ¢ (PeKaauuTe,

4.3 IIpoTHBONOKAZAHES

Jla He ce M3NOM3BA NPH CBPHLXUYBCTBUTETHOCT KbM PAromomycin, ApyrHn aMMHONIHKOSHIN WIH KbM
HSIKOH OT eKCIHIMEHTHTE. :

Jla He ce M3M0M3BA B CIIy4au HA napymeHa GyHKius Ha 6b0peunTe Wiy yeprt apob.

Jla He ce M3II0MI3BA OPH KHBOTHH € PA3BUTH IIPEACTOMAILMA.

4.4 CoenHaIny NpeANa3HI MEPKH 32 BCEKH BHA MHBOTHH, 32 KOHTO ¢ npeanasnauves BMII

Arnerara v sperata TpsaOra na OBAAT TPETHPaHK CaMo Clield NOTBLPIACHHE 3a KPHIITOCTIOPHAHO3a
QOLMCTH BbB (EKATMITE H BE3MMKHO Hall-PaHO Clie/l YCTAHOBABAHETO Ha Auapud (B T. 4.5).
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Mpud  nomceu  onuTy, H3cieABal  edeKTa Ha  TIPOAYKTA 0Opn  OHApHA, TpPUHMHCHA  OT
KPHITFUCIIGPOINO3a, B 7-AHeBeH [EpPHo/ Ha NEveHHe € YCTAHOBCHA CPeHa MPOABLKHTENHOCT Hi
JMApUATa OT 3 AHM NP TPETHPAI arHETa M 6 JHH UPH HETPETHPAHH, ChOTBETHO 4 AHM MPH
TPETUpaHy gpeTa n 7 JHH IPH HETPETHPaNH.

4,5 CrenganHn npeanasgn MeprH APl yomoTpeda

CrieljHalnH{ OpeAfna3zHd MepKH 34 JKHBOTHHTE NIpH VHOTDG63.TE1 Ha NPoAYKTE

TBH KaTO NPOAYKTHET € MOTEHLHATHO OTOTOKCHUEH U HE(DPOTOKCHYEH, ¢ IPENOPHUBA A C& TPOBEPH
6nOpeuHara GyHKUHS, 0coDEHO KOTaTO Ce ODMMCA HPWIMKEHHE Ha TPOAYKTA MPH HOBOPOACHH
JKHBOTHM, [IOPaJM M3BECTHATA BHCOKA CTOMALIHO-MPEBHA pe3opOuus Ha NApOMOMHEMH  IPH
nosoporerd. Taskd Bucoka pe3opbuusl MoXKe Jia AOBEAe [0 YBCJAWYaBAHE HA PHCKA OT OTO- H
He)POTOKCHYHOCT. YrioTpebara Ha NPOAYKTa Ipd HOBOPOJAEHW TpabBa i ce OCHOBAaBA HA MPELEHKA
NOJI3a/PUCK OT OTTOBOPHUSA BETEPHHAPEH Slexap. -

Vnorpebara Ha rponykTa Tpabsa na Onje chueTaHa ¢ A0OpH YIPABJICHCKH TIPAKTHKH, BKIIOYBALIW
noGpa XUrueHa, BeHTHIALUMs, ONTUMATHH HOPMH 34 IBCTOTA HA HKHBOTHHTE B NOMELICHHETO, PEAOBHO
MIOYHCTRAHE K Ae3HH(EKIHS.

AMHHOTTMKO3HARTE CE CUMTAT 3a 0COGEHO BKHH B XyMaHHaTa MeMMIIHHA. YnoTpebara Ha NpoayKTa,
OTKJIOHSBAWA C& OT HHCTpyxuMuTe, naaenn s KpaTkara XapakTepueTHKa Ha FPOTYKTa, mMOKe Ja
VBEIHYM PA3NPOCTPAHEHHETO HA DE3MCTeNTHWTe KBbM paromomycin ©Gakrepid W Ja HaMalu
e(PHKACHOCTTA HA JIEYCHHETO C AMHHMIMKO3ZMAM, MOPaan pPHCK OT PBh3HWKBAHE Ha KPheTOCaHa
PE3HCTEHTHOCT.

CUGLL]}[SHHM NpeanasHi MEPKH 33 JUUATA, TpUnaramy  BETepHMHAPHOMEIHITMHCKHA APOAYKT Ha
ACHBOTHHTE

To3u MPOAYKE ChALPIKA PAromMoOmycin, KOHTO MOJKE Aa MNPUTHHH ANeprudHH Peakuuu P HAKOH
Xopa.

Xopa ¢ yCTaHOBEHA CBPbXUYBCTBUTEAHOCT (AIePridsl) Kb PAromomycin Uiy Apyrd aMUHOTITHKO3MIN,
Tpsabna 1a u3BATBaT KOHTAKT C BETEPHHAPHOMEIHUMHCKUS TIPOAYKT.

HMsbarsaiiTe KOHTAKT ¢ KOKATA ¥ OUMTE.

TTpe CITyHaeH KOHTAKT ¢ KOXATA WK O9HTE, MACTOTO 14 C& U3MHME 0DMITHO C HCTa BOJA.

AKO PasBHETE CHMITTOMU ClIe/ EKCMOHULIKA, KATO HANpUMep Koxen obpus, He3abasHo [a ce MOThPCH
MEMLMHCKH ChBET, KATO Ha JIEKapa ce NpefoCTaBW JIMCTOBKATA MK €THKETa Ha npojyxta. OTok Ha
JIMHETO, YCTHHUTE M OMHTE HIIM 3aTPY/IHEHO AULIAHE Ca T0-CePHO3HH CHMIITOMH M H3UCKBAT nesabapHa
MEAHLHHCKA TOMOLL,.

Wuaueuayamso npennasdo o0opyABaHe, CHCTOALRO C€ OT OPSANAasHO 0ONEKII0 W HEIPOMOKASMH
pbkapHiy, TpaGBa fa ¢e HOCH, KOraTo ce paboTH ¢ BETEPHUHAPHOMEANLMHCKIS IPOAYKT. I[a HE Ce A1g,
TIME WK TIYIIH 110 Bpeme Ha paboTa ¢ npoayKTa.

He normeimaiite. IIpu cnyvaiino nornsinade, He3a0aBHO 1A Ce IIOTHPCH METHIIMHCKH ChBET, KaTo Ha
sieKapsi ce NPegOCTaBH JIMCTOBKATA MIIM €THKETA HA HIPOAYKTA.

Pruere na ce MuaT cnes ynotpeoa.

4.6 HeGaaronpusiTHH peakifaa (4ecToTa H BaKHOCT)

AMHHOTIHKO3HAHKWTE AHTHOHOTHUM KATO paromomycin Morar A2 IpHYHHAT OTOTOKCHYHOCT H
He(POTOKCHIHOCT.

4.7 ¥norpeba no spemMe Ha GpeMeHHOCT, JAKTANN HIN giiledoceHe

He ¢ npuaoxumMo,

2/5




4.8 BaannogeficTsie ¢ APYrH BeTepPHHAPHOMEXHUHICKH MPOAYRTI H APYrH popmu Ha
B3alMOACHCTBHE

O6[HHT€ aHECTCTHUH M MYCKYIHH pellakCaHTh yBeaH41andr e(])em‘a Ha HCB]JOI\‘IYCI()fﬂl-lEi 61[01(3,[{3 Ha
AMHHOTIUKO3HMIAMTE, Toma MOXe fa AoBede HO rapanusa Wil anHest.

ﬂa He C¢ H3MOJI3Rd CAHOBPEMCHHO CbC CWIHH AMYPETHLM W IIOTCHHHANHY Or0o- H HECprTOKCH‘-IHH

cyOCTAHLHH.
4.9 Hoza u HAYIH HA NPHIOKeRHe

3a nepopaliHo IpUIoKeHHe.

Hosuposka: 35000 1U paromomycin/kg T.m./1eH B MPOIBIDKEHHE HA 7 MOCIEAOBATCIHH JHH MM
0,25 ml npoayxr/ 1 kg T.M./nen B ApOIBIDKEHHE HA 7 [IOCTEAOBATCAHE JHH,

TlocaeJ0BaTeIHOTO TPeTHPaHe TPAOBA Aa Ce U3BbPUIBA 10 €{HO M CBIIO BPEME BCEKH JICH.

3a Ja ce rapaHTvpa TPaBHIIHO JAO3HPAHE ¢ HYXHO Ja Ce ONPeAcsiM BB3MONKHO HAH-TOYHO
TeslecHATA Maca Ha JKMBOTHOTO W /14 Ce WITION3RA COPHHLOBKA WIH APYro CPeicTRO 3d NEPOPaiHO
APUNOIKEHHE.

IIpu Besiko KHBOTHO [a Ce MPOBekAa CAMHUYEH KypC Ha JIeUeHHe,

4.10 llpenosmpane (CHMOTOMH, CHIENIHE MEPKH, AHTHIOTH), AKO € Heo0X0XHMO

HPH 5 BTH MO-TONSAMa A03& U 3 wBTH no-roaamMa IIPCABHKHTSIIHOCT, HE CC HaGH}OﬂaBaT HHKAKBH
HGGHﬂfOﬂprlTHH peaxkuuy MpH araerara.

4,11 Kapeuren cpok
Meco M BETpeiH oprauu: 24 anm,
5. DPAPMAKOJOTHYHH OCOBEHOCTI

MdapMakoTepaneBTHUHA IPyla: Apyrid aHTOPOTO30RHN ArCHTH.
Berepunapromeapinackn Anatomo-Tepanesrruen Kon: QAO0TAADG.

5.1 MapMaroIHEAMIYMHY caolicTBa

Paromomycin e aHTURpoTo30HHa CyBeTaHIs, BbIPeKH He MeXaHU3MbT (I Ha elicTeue ¢ Hescen. [pu
npoyuBanMa in vitro, npu kouto ca usnomssann HCT-8 i Caco-2 kneThdnn nunuM, ce Habiogasa
unxubuTopHa axtupHocT cpewy C.  parvign. llpH  KpUOTOCTHOPHIMUTE PE3NCTEHTHOCT KbM
paromomycin Bce ome He e HaGmojapaHa. Bbhpeku TOBa, M3MON3BAHETO HA AMMHOUIHMKOIHIH Ce
CBBP3BA ¢ N0ABATA HA GakTepuanHa PEesHCTCHTHOCT., Paromomycin MOXe Aa y4acrTBa B r10iBaTa Ha
KPBCTOCAHA PEIUCTEHTHOCT KbM APYTH AMHHOTIIMKO3UIHU AHTHOHOTHIM.

5.2 dapmaroKHHETHIHH CBOiicTBA

HMHTpaBeHO3HOTO HIDKEKTHPaHe Ha aruera s jio3a ot 7 000 [U/kg noxaiea, ve paromomycin ce oTaens
6Bp3o (T, = 4,58 udca) u ue wmpsHCHT (2,49 ml/min/kg) e cpaBHUTENHO HHUCBK, MOKA3BAHKH
BEPOATHO HAMAJIEH UepHOApobeH MeTaboNusnLm,

BHOHANMHYHOCTTA HA paromomycin ciel npuiaraHe Ha €IHOKPaTHAa TepopanHa ao3a or 50 mg
paromomycin sulfate’kg T.M. npu armera e 13%. Tlo oTHowenue Ha pesopOupavara Qpakis,
cpeiHATA MakcuManiHa Tuiasmena koHneHTparis (Cp,y) e oxono 2,68 mg/ L, BpeMeTo 32 AOCTHIAHETO
0 (Toax) € 4 ydca, a CPEIHUAT HOAYKHBOT Ha eluMuHUpaHe (t, el) e 27,4 uaca. OcHoBHATA YACT OT
J03aTa ce 0CcBOBOKAABA HETIPOMEHEHA ¢ (PeKaTTHHTe.




53 Bunanie BupIy 0x0HATA CPea

AxTrBHATa CyOCTAHIMSE PArOmMoInycin € MHOro yCToiumnBa B 1o4Bata.
0. PAPMATIEBTUUYHH OCOLEHOCTH

6.1 CHHUCbK HA eKCHUNIeHTIITE

MeTwt napaxuaporcndensoar (E218)

[porma napaxuapokcHOEH30aT

Hatpuer metabucyndur (E223)

IIpeurcrena Boja

6.2 OcHOBHH HECHLBMECTHMOCTH

IIpu nunca Ha AaHHU 33 CHBMECTHMOCT, TO3M BETEPHHAPHOME/TMIMHCKN NIPOAYKT He Tpadea ja Obje
CMECBAH ¢ APYTH BETEPHHAPHOMEIHLUMHCKH TIPOAYKTH.

6.3 Cpox Ha rogaoct

Cpok HA rOAHOCT Ha KPaitHKs BeTePHHAPHOMEAMUMHCKY NPOAYKT: 2 FOAMHH,
Cpok Ha TOAHOCT CIIe/ IBPBO OTBAPSHE HA IEPBUUHATA OLIAKOBKA: 3 MECEUA.

6.4. CremmajgHH YCJI0BHS 38 ChXpaHenie Aa MPpogyKTa

Ha He ce chxpanaBa nipu Temiieparypa saa 25 °C.

6.5 Bua i ¢hCTAB HA HPBHYHATA OWAKOBKA

Basia GyTHIKA OT NONMETHIIEH ¢ BUCOKA TUIBTHOCT, 3allIUTERA MPOTHB OTBAPSIHE C BUHTOBA Kanauka OT
MOHMNPOITHJISH.

Pasmep Ha oMakoBKUTE:

125 ml;

250 ml;

500 ml,

1 L.

He BeHuKH pasMepH Ha ONAKOBKATA MOTaT Aa ObAaT Ipeiiaraiy na rasapa.

6.6 CBEHHHJ’IHH MEPKH 34 YHEINOKABAHE HA HEN3NOJIZBAH HPOAYKT HJIH OCTATHIM OT HETO

Bceekn ueusrnonzsan BETEPHHAPHOMEIHMLMHCKH {IPORAYKT WAM OCTaTLOM OT HEro Tpﬂ6Ba itk 6'b,H,aT
YHHIHQKEHH B CBOTBESTCTBHE C H3MCKBAHMATA Ha MCCTHOTO 3aKOHOIATENCTBO,
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7. HPUTERATEJ HA JTUHEH3A 3A YIIOTPEBA

Huvepharima NV

__Uitbreidingstraat 80

2600 Antwerpen
Belgium

8. HOMEP HA JUIIEH3A 3A YIOTPEBA

Ne 0022-2904

9, IIATA HA IHPBOTO M3HABAHE HA JIMIIEH3A 3A YIIOTPEBA
08/07/2019

10.  JATA HA TIOCJEJHATA PEJAKITAS HA TEKCTA

06/2019

3ABPAHA 3A ITPOJAKBA, CHABAABAHE W/ YIIOTPEEBA

J-P HBATKO AVIEKCAH/JAPOB, ,[[BTVIK;-; )
SAM. FBITBJIHHTE/IEH JHPEKTOP I

S R

CBIJIACYBAJIH: /7/
JIAPEKTOP HA JTAPEKIINS [TPABHA®, AHUTA HAIIIOBA (

Iz : o N ‘ (; N
JIMPEKTOP HA JIAPEKIIAS KBMIL, JI-P BOPUC BOPUCOB /éﬁ //)‘*’f’ OF oF 1),
HAYAJIHUK OTAEN OA®E, A-P CBETOCIIAB BPrbH‘{EBM;ffff’ k 08 OF. 2014y

L=
OJIOBPWT; "

I'JT. EKCIIEPT OTJEJ OH®E, JI-P HAJTSI BHAZ[HMHPOBA‘@%}JU; OR 9 010,
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