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LAnh B38040

HoMmep perucTpalliOHHOrO YA0CTOBEPEHHIA FF~3-0Y.

L OO6mue cBeicHHA

1. HauMeHOBaHHKE IEKapCTBEHHOTO MpenapaTa Uil BETepHHapHOTO NPUMCHEHMS:
TOProBO€ HAMMEHOBAHHUE: AKBA®JIOKC® AB3 (Aquaphlox AVZ);

MEXKIyHApO/JHbIE HEIATCHTOBAHHBIE HAUMEHOBAHHA ICHCTBYIOIMX BEIICCTB:!
neBo(I0KCaIlH, KOJIHCTHH.

2. JlexapcTBenHas opMa: pacTBOp UL IpHEMa BHYTPb.

AKBA®JIOKC® AB3 B | Ml COAEPKUT B Ka4eCTBe ACHCTBYIOINUX BEIIECTB JICBO-
dnokcamun (B dopme reMuruapara) - 150 Mr u KojucTHHA cyapdart - 2 000 000 ME, a
TaloKe BCIIOMOTATEIBHBIE BEIECTBA: COJITHYIO KHCIIOTY H BOAY OYHMIIEHHYIO.

3. Tlo BHeWIHEMY BHAY JEKAPCTBEHHBIA Ipenapar NpeicTaBiIseT coOoH mpospad-
HYIO JKHJKOCTH OT CBETJO-XENTOro IO JKEITOBATO-KOPUIHEBOIrO IBCTA, JOIyCKACTCA
omajieclieHId. B mpoilecce XxpaHeHNs: BO3MOXKHO BHITIaZICHHE HE3HAUUTEILHOTO OCa/IKa,
KOTOPEIH JIETKO pacTBOPSAETCS NPU BCTPAXMBAHHM.

CpoK roJIHOCTH JIEKApCTBEHHOTO NpeTiapaTa PH COOMOIEHHH YCJIOBUH XpaHEHHS B
3aKpHITOM yMakOBKe IPOU3BOIHUTENS - 2 TOZa CO JHA MPOU3BOACTBA, MOCIC BCKPBITHS
nepBHYHOM yrakoBku — 30 cyTok. 3ampemaercs NPUMEHATH Npenapar 1o HCTEICHUH
CpOKa TOJHOCTH.

4. BHIyCKAIOT JIEKAPCTBEHHEIH npenapar pac$acoBaHHEIM IO 10 u 100 M1 B mo-
JNIMMepHEIe (JIAKOHEL, 10 1 1 B TIOMEPHBIE Oy THUIKH, 11O 5 1 B IIOJIUMEPHBIE KaHVCTPEI
COOTBETCTBYIOIIEH BMECTUMOCTH, YKyNOPEHHBIC HABUHYMBACMBIMA TIOTMMEPHBIMU
KPHIIIKAMM ¢ KOHTPOJIEM TIEPBOTO BCKPHITHs. QIaKOHE! HHIMBAIY a/1bHO yNAKOBBIBAIOT B
KapTOHHEIE Tauky. Kaxad norpeGuTebekas yHaKoBKa COMPOBOXAACTCA HHCTpYKLEH
110 IIPUMEHEHHUIO NIPEMapaTa.

5. XpaHAT NeKapCTBEHHBIH TIpenapaT B 3aKPHITOM yIaKoOBKe MPOUSBOIUTEIL, B 33-
NIAIIEHHOM OT IPSAMBIX COJIHEYHBIX JIy4eil MecTe IIPH TeMIEpaType OT 2 °C go 25 °C.

6. JleKapCTBEHHEIH Mpenapar XPaHAT B HEAOCTYIHOM 14 JeTeH MecTe.

7. Hencnons30BaHHBI JIeKapCTBEHHEBIH Mpenapar YTHIM3UPYIOT B COOTBETCTBUU €
TpeGOBaHUAMH 3aKOHOIATENILCTBA.

8. Otmyckaercs o penenty (TpeboBaHHIO) CIICHHANNCTA B o0acTH BETEpUHAPHH.



II. ®apMaKoJIOrHIECKHE CBOMCTRA
9. AKBA®JIOKC® AB3 oTHOCHTCH K (hapMaKOTepalleBTHIECKOM IpyIne - Mpous-
BOZHEIC HAQTHPHIMHA, XMHOJIOHH U (PTOPXHHONOHE B KOMOHHAIIAX.

10. KomOunamms JeBo(IOKCallMHA ¥ KOJIMCTHHA Cynbdara obecrnednBaeT IMHpo-
Kuii CHEKTp aHTUMHKPOOHOH aKTHBHOCTH NperapaTa B OTHOUICHHH a3poOHBIX I'PaMoT-
pHUIATENBHBIX MUKpoOpranusmoB (Escherichia coli, Salmonella spp., Haemophilus spp,
Haemophilus ducreyi, Haemophilus influenza, Haemophilus parainfluenzae, Klebsiella
spp., Acinetobacter spp., Actinobacillus spp., Aeromonas spp., Bordetella spp.,
Campylobacter spp., Enterobacter spp., Leptospira spp., Moraxella spp., Moraxella ca-
tarrhalis p+/B-, Morganella spp., Morganella morganii, Pasteurella spp, Proteus spp.,
Proteus mirabilis, Proteus vulgaris, Providencia spp., Pseudomonas spp., Serratia spp.),
a’pOOHEIX TPaMIONOKHTENBHBIX MHKPOOPraHM3MOB (Arcanobacterium spp., Bacillus
spp., Corynebacterium spp., Enterococcus spp., Listeria spp., Listeria monocytogenes,
Staphylococcus spp., Staphylococcus aureus, Streptococcus agalactiae, Streptococcus
dysgalactiae, Streptococcus uberis, Streptococcus spp.), aHa3poOHBIX MUKPOOPTraHU3MOB
(Clostridium perfringens, Clostridium spp., Bacteroides fragilis, Bacteroides spp., Fuso-
bacterium spp., Peptostreptococcus spp.), a TaKxke Mycoplasma hyopneumoniae,
Mycoplasma gallisepticum, Mycoplasma synoviae, Mycoplasma spp., Chlamydia pneu-
moniae, Chlamydia psittaci, Chlamydia spp., Mycobacterium spp. u Rickettsia spp..

JleBoIOKCALMH, BXOALIMIA B COCTaB Ipenapara, — CHHTeTHYECKHH aHTHOMOTHK
¥3 IPYIIIE (TOPXMHOJIOHOB. MeXaHH3M JeHCTBHs JIeBOGIIOKCAllHHA CBSA3aH C Osroxanoi
JTHK-rupassl (TonouszoMepassi 1) u Tonousomepassl IV, HapylieHHEM Cyniepenupaiisa-
IIMM | CIIUBKM Pa3pHIBOB JE€30KCHPHOOHYKIEHHOBOM KHCIOTHI, HHTHOMPOBAHHEM CHHTE-
3a J1e30KCHPUGOHYKIEHHOBOM KHUCIOTHI, TTyGOKHMY MeTa0OoIMICCKUMY A3MCHEHIAMH B
[MTOIUIa3Me, KJIETOYHOM CTeHKe B MeMOpaHax.

Tlociie IepOpPaIEHOTO BBENEHHs TeBOMIOKCAHH GRICTPO ONAfaeT B CHCTEMHBIN
KPOBOTOK CBHHEH M NTHIEL. bHOZOCTYNHOCT neBodokcanuna coctaBasieT 99%. Mak-
CHMaNbHAas KOHIICHTPAIHs JeBodJIOKcal[uHa OnpeenseTcs y ceuHei yepes 3,1 Jac., y
ITHLE — Yepe3 28 MHUH.; IepUo]| HOTyBEIBEAEHUS Y CBUHEH 1 ITHIBI COCTABIACT 3,4 4a-
ca. CpeHee BpeMs yepiaHus IeBodIOKcaluHa B OpraHu3Me CBUHEH — 7,5 yac., ITHLEBI
— 5,1 yac. JIeBogiOKCAIIMH IPOHUKAET B OpPraHbl M TKAHH B T.4.. JICTKUC, CIIU3UCTHIC 0060-
JIOUKH GPOHXOB, MOKDPOTY, OPTaHBEl MOYEIOJOBOH CHCTEMBEI, nonuMopdHOSIEpHEIE JIEH-
KOIIUTEI, anbBeosapHble Makpodaru. Ilociae mepopalbHOTro nmpHeMa BEIACIAETCA B OC-
HOBHOM C MOYO# B HEU3MCHHOM BHjI€e B TeueHHe 48 4acoB U, B HE3HAYUTEIBHOM KOJIHYC-
CTBE, C KAJIOM B TeueHHe 72 yacoB. [Ipy HapynieHUH GyHKIUN NE€ICHH M IIOYEK BO3MOX-
HO yBeJIHYeHNE IIEPHOAA BEIBSICHNUA.

KomictrHa cyibdaT — COEAMHEHHE TPYIIBI MOJIUNCITHIHBIX aHTUOMOTHKOB I10-
JMMMHKCHHOB. MexaHnu3M GaKTepUIMIHOro JeHCTBUA KOJNHCTHHA 3aKII0YacTCA B €ro CO-
eIMHEHUA ¢ JIMNONPOTEHMHAMM OakTepuii M HapyIICHMH NPOHULACMOCTH KICTOYHOH
CTEHKH, YTO MPUBOAMT K TOTepe OGaKTepHaIbHON KIETKOM aMHHOKHCIIOT, HEOpraHuHe-
CKHX MOHOB, Iy PHHOB, TUPUMHUINHOB H BEI3HIBAET €€ THOEIB.

IIpu nepopalbHOM BBEICHMM JIEKAPCTBEHHOTO IpENapara KOMMCTHHA cynbdat
NPAKTHYECKH HE BCACHIBAETCA B JKEJyJOYHO-KUIIEYHOM TPAKTE K HE MOABEPracTCs BO3-
JEHCTBHIO IHIEBAPHATENBHBIX (PEPMEHTOB, BCIICACTBHE 3TOTO CO3JACTCA BHICOKAS KOH-
LIEHTpalMs aHTHOMOTHKA B KUINEYHHKE; HE HAKAILUIHBACTCA B OpraHax M TKaHiX, U3 Op-
raHM3MAa BEIBOLHMTCS IIPEHMYLIECTBECHHO B HEU3MEHHOM BHJIE € (eKalnIMHu.

AKBA®JIOKC® AB3 1o creneHd BO3JCHCTBUA Ha OpraHU3M OTHOCUTCA K BCIIC-

cTBaM ManoonacHsM (4 kiacc onacHocrr o 'OCT 12.1.007).
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I11. TTops ok MpUMEHEHUA
11. AKBA®JIOKC® AB3 Ha3Ha4aloT ¢ je4eGHOif U 1edeGHO-NIPOPHIaKTHIECKOH
HEJBI0 CETbCKOX03AHCTBEHHOM TITHIIE TTPU KOJIMGAKTEPHO3€E, CalbMOHENIE3e, MacTepe-
Jie3e, IICEBIOMOHO3€, MUKOILIa3Mo3€e, FeMOGHIIE3€, CIPENTOKOKKO3€, HEKPOTHUECKOM JH-
TEpHTE; CBUHBLAM — IPH GaKTepHAIbHBIX 3a00I€BaHUAX OPTraHOB ABIXaHHUA, KEITY A0YHO-
KUIIEYHOro TPaKTa, MOYETIONOBOM CHCTEME!, HHEKIHAX KOXKHM ¥ MATKHX TKaHEH, BHI-
3BaHHBIX YyBCTBUTENLHEIMU K JICBOGIOKCAIMHY M KOJMCTHHY BO30YIHUTEIIMH, & TAKKe

IIPH MHKOIJIa3MEHHBIX HHQEKIUAX.
12. IIpoTuBoOIIOKa3aHHUEM K NPHMCHCHUIO AKBA®JIOKC® AB3 spisiercs NOBbI-

[IeHHasd HMHAUBHIYyajlbHAs YyBCTBUTEIBHOCTH JKMBOTHBIX K KOMIIOHEHTaM IIpenapara,
reueHOYHas W/WIM TIoYedHas HeJOCTaTOYHOCTh, HApYIIEHU Pa3sBUTHA XPAIICBOA TKaHH,
TIOpaXKEHHs HEPBHOM CHCTEMBI, COTPOBOXIAIOIIHEC CYAOPOraMu. 3aNpeacTcs prume-
HEHHE JIEKapCTBEHHOTO NpenapaTa KypaM-HecylllkaM, siflla KOTOPEIX OyayT HCIONb30-
BaThCA B IIUIIY, B CBA3H ¢ HAKOIUIEHUEM JIEBOQIIOKCAIIMHA B AHIAX.

13. Ipu pabore ¢ AKBA®JIOKC® AB3 crexyer cobmonars o6uue npaBuia jiud-
HOI TMTHEHBI ¥ TEXHHKH 6e30IIaCHOCTH, MpeXyCMOTPEHHEIE NpU paboTe ¢ JieKapCTBEH-
HBIMM Iipenapartami. JIFOAIM C THIIEPYYBCTBUTENBHOCTBIO K KOMIIOHCHTaM JICKapCTBEH-
HOT'O Ipemnapara cieayeT n3deraTs NpaMoro KOHTaKTa ¢ AKBA®JIOKC® AB3. Ilo okoH-
gaHuM paGoTHl CIEAYET TIATEILHO BEIMBITh PYKH TEIUION BOAOH ¢ MOIOHMM CPEICTBOM.
IlycTyro Tapy M3-TIOX JIEKAPCTBEHHOIO IIpEmapara 3anpeljaeTcs HCHonb30BaTh ANl On1-
TOBEIX 1IeJTEil, OHA MOJIEXKUT YTHIN3AUY ¢ OBITOBEIMH OTXOAaMH.

IIpu coy4aliHOM KOHTAaKTe JEKapCTBEHHOIO Mpemnapara ¢ KOXei uid CIU3HCTBIMH
060JIOUKAMH TJIa3 ero CICAyeT TOTYAC YAAIHUTh TAMIIOHOM H, 3aT€M, CMBITh OOIBUINM
KOJIMYECTBOM BOJBL. B cilyuae mosBieHus ajuiepridecKuX peaKiuil Win mpH ciIy4aiHOM
TONa[aHuY JIeKapCTBEHHOTO MpenapaTa B OPraHU3M 4eloBeKa CIeTyeT HEMEUICHHO 00-
paTUTECA B MEIMLMHCKOE yupexaeHue (pu cebe MMeTh HHCTPYKIMIO 10 MPUMCHCHHUIO
JIEKapCTBEHHOTO MpeTapaTa WiIH STHKETKY ).

14. AKBA®JIOKC® AB3 ne npeqHasHaueH i NPUMEHEHHMs CBUHOMATKaM B IIe-
puoj GepeMEHHOCTH Y BCKapMJIMBaHUs TIPUILIOAA, & TAKKE HOBOPOXKIEHHEIM IIOPOCATaM,
BBH/ly OTCYTCTBHS JaHHHIX 110 M3YYEHHUIO BIMSHUSA Ha OPTaHU3M.

15. AKBA®JIOKC® AB3 npuMeHSAIOT HEpOpaJbHO MHAVBHIYAIBHO WIH IPYMIIO-
BBIM CIIOCOOOM ¢ BOJOM 1t IOEHHA B T€YeHHE 3-5 AHEH B CICHYIOMUX 103aX:

- npIIATaM-GpoiiiepaM, peMOHTHOMY MOJIOAHAKY ¥ POAUTENLCKOMY CTaly Kyp-
0,35 Mt penapara Ha 1 JUTp NIUTHEBOH BOJEL;

- uapaeiikam - 0,5 M Ha 1 nuTp nuTheBoit Boasl (0,5 M npenapara Ha 10 Kr MaccH
TEeJa);

- ceuHBAM — 0,35 mi1 nmpenaparta Ha 10 Kr MaccChl Tella JKHBOTHOTO.

IIpy calrbMOHEIIE3E, TAKENBIX HopMax KOTHGAKTEPHO3a, CMEIIAHHBIX HHEKIMAX,
a TaloKe NPH XpOoHMUeckuX (opmax 3a00eBaHui A03y Hpenapara yBEIMYMBAIOT B /Ba
pasa, Kypc JIe4eHHs COCTABILIET HE MEHEE 5 CYTOK.

B nensx IpeJoTBpalieHus paclpocTpaHeHHs 3a0oneBaHuii OIyCKaeTCA HasHave-
HMe NpelapaTa B TEPANEBTHIECKOH 03¢ IPYIIIe KUBOTHEIX, KOHTAKTHPYIOILeH ¢ 60b-
HBIM JXHBOTHBIM H HE HMEIONIE KIHHUYECKUX IIPU3HAKOB 3a00/ICBaHMS.

B niepuoj JiedeHus KUBOTHEIE M ITTHIA JOJDKHBI IOy 4aTh TOIBKO BOJY, CONEPIKALIYIO
JIeKapCTBEHHKIH Tpernapar. JledeGHbIi pacTBOP FOTOBST EXe/IHEBHO U3 pacyeTa CyTOUHOM mo-
TpeOHOCTH KMBOTHBIX M ITHLIBI B BOJIC.

16. Ilps TpHUMEHEHMH JIEKapCTBEHHOTO NPeNapata COTIACHO UHCTPYKLMH 1000Y-
HBIX ABJICHHI U OCIOKHEHWI He ycraHOBNIeHO. IIpy pasBUTHA ajuIeprU4ecKol peakiuu



IpenapaT OTMEHSIOT U HA3HAYalOT CPEACTBA CUMITOMATHIECKOH 1 AeCeHCHOMIH3UPYIO-
LIEeH TeparnuH.

17. Tlpu epelo3UPOBKE JEKapCTBEHHOTO NIpenapaTa HabII0AaI0TCs GECTIOKOHCTEO,
J€30pHEHTALlHS, TIOTEPs ANIIETHTa, TOUIHOTA, AUapes, HHOIZA — TIOpaXEeHU CYXOXKWITHH
(BKIIOYAs TEHIWHWT), CyCTaBHasd M MplleuHas Oonu. B 5THX caydasx Heo0X0IUMO
IPEeKpaTHTh TNpUMEHEHHEe JIeKapCTBEHHOTo Ipemapara. CremuQuyecKue CpencTsa
IETOKCHKALMHA OTCYTCTBYIOT, IIPUMEHAIOT OOIIME MEphl, HANPABICHHBIE HA BHIBEACHUE
JIEKapCTBEHHOTO TIpenapaTa U3 OpraHiu3Ma i CUMIITOMATHYECKas TEparus.

18. He pomyckaeTcs OJHOBPEMEHHOE NMPUMEHEHHE JIEKapCTBEHHOIO Mpemnaparta ¢
AHTALMIAMH, COJEpKAI[MMI MarHUi ¥ alIOMHHHHA, a TakkKe C IpenaparaM, Colepxka-
IIIMMU COJIH JKEJI€3a 13-3a BOSMOYKHOTO CHIDKEHHS afcopOIMy IEBO(IIOKCAIINHA B HKETy-
IOYHO-KHIIEYHOM TpakTe. PeKoMeHIyeMBI NPOMEKYTOK BPEMEHH MEKIY NPHUCMOM
AKBA®JIOKC® AB3 u BHIIENEPEIUCICHHBIMHU JIEKAPCTBEHHBIMHU CPECTBAMHU JOJDKCH
COCTaBJIATH HE MEHEE JIBYX YacoB.

3ampemaeTcs OJHOBPEMEHHOE NIPHMEHEHHE JIEKApCTBEHHOTO Npemnapara ¢ IJI0KO-
KOPTHKOM/IAMM H3-32 TNOBBIIUEHNSA PHCKA Pa3BHTHS TEHAMHUTA W/HIIM Pa3phiBa CYXOXKH-
nHii, a TaKKe HECTEPOUIHBIMA MPOTUBOBOCIATMTEIBHEIMHE CPEACTBAMH, TCTPAIIMKINHA-
MH ¥ MaKpOJIUJaMH M3-3a IOBHIIEHNS TOKCHIECKOro dddexra.

19. OcobenHocTell AecTBUA JIEKAPCTBEHHOIO INpemapara Mpy €ro nepBoM MpHMe-
HEHHH U OTMEHE HE BRIABJICHO.

20. Cnenyer u3berars HpoOITyCKa BBEICHHUS OYESPEIHOMN A03BI JIEKAPCTBEHHOIO Ipe-
napaTa, TaK KaK 9TO MOXeT IPHBECTH K CHIDKEHHMIO TepaleBTHICCKOH 3(PEKTUBHOCTH.
ITpu mpoITycke OIHOMR M HECKOJNBKHX JI03 JIEKapCTBEHHOTO Npenapara Kypc rpuMeHe-
HHS HeoOX0aMMO BO300OHOBHTS B IIPEIYCMOTPEHHOM J103€ U CXeMe IIPHMEHCHHA.

21. V60ii nTHIB Ha MACO pa3pellaeTcs He paHee, YeM depe3 7 CYTOK, CBUHEH — ue-
pe3 9 CyTOK mocie MOCIETHEro NPUMEHCHHS JIeKapCTBEHHOTO Nperapara. Msico KHUBOT-
HBIX, BEIHYXKIEHHO yOUTBIX 10 HCTCUCHHS YKA3aHHOTO CPOKa, MOXET OBITh HCIIONB30Ba-
HO /I KOPMJIEHHS TUIOTOSAHBIX )KUBOTHBIX.

HauMeHOBaHKeE M aipec NPOU3BOACTBEHHOM 000 «AB3 C-Il», Poccna, 141305,
IUTOINAAKH TIPOU3BOAUTEN JIEKAPCTBEHHOTO MockoBckas obnacth, I.0. Ceprueso-
Hperapara Juid BETEpUHAPHOro NPUMEHCHHUA! IMocanckuii, r. Ceprues Ilocan, yi.

LlentpansHas, a. 1/11.
HaumeHoBaHHe, afapec, Teiedon, caiit opragn- 000 «AB3 C-Il», Poccna, 141305,
3aMH, YIOIHOMOYEHHOM jepikareneM wix MockoBckas 00JacTs, T.0. Ceprueso-
BIajie/bIEM PETHCTpauuoHHoro yaocroepe- Ilocanckmii, r. Ceprues ITocan, yi.

HHS JI€KapCTBEHHOro IIperapara Ha npuHaAThe LleHTpambHad, 1. 1/11.

IpeTeH3Mi OT MOTpeduTENs: Tenedon ropaueit muuuu: 8-800-700-
19-93. Nugopmanus o JIEKapCTBEHHOM
npernapate pa3sMeIlcHa Ha  caiire
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