HacraBJ/ieHne 1o NnpuMeHEHHI0 BeTePHHAPHOTI0 Npenapara
AMOKCH®APMA Ha 0CHOBe aMOKCHIMJIJIMHA [JIs1 JIeueHus1 0oJie3Hel
0aKkTepHaJbLHOH 3THOJIOTHH y CBHHeH, OpoiiyiepoB, HHeeK, YTOK, I'ycei,

LeCapoK, (a3aHOB, KYpONaToOK, rojayodeii, cepbIX KyponaToxk u
nepemneJjion

(opranuzanus paspadbotuuk «Chemifarma S.p.A.», Urtanus)

. O0mue cBeaeHNN

1. TOprOBOG HAaNMCHOBAHUEC JICKApCTBEHHOTI'O npcriapartas:
AMOKCH®APMA (AMOXIFARMA).

MG)K,HYHapO,I[HOC HCIIAaTCHTOBAaHHOC HAMMCHOBAHUC. aMOKCHUIIUJIJINH.

2. JlexapcTBeHHas (hopma: MOPOIIOK, PACTBOPUMBIN B TUTHEBOM BOJIE.

AMOKCHUDAPMA conepxut B 1 r B kauecTBe AeiicTByromero Beniectsa 800 Mr aMOKCUIIMILIMHA
Tpuruapar (dPKBUBaJeHTHO 696,80 MIr OCHOBHOIO aMOKCHIMJUIMHA), a B KadecTBE
BCIIOMOTaTeNbHBIX BEIIECTB: KPEMHHUS OKCUJ KOJUIOUAHBIN TUApAaTUPOBaHHbIN — 10 Mr, kKapOoHaT
Hatpus — 100 mr, nekctposza — 90 mr.

3. [To BHemIHEMY BUAY IpenapaT IpeacTaBiIseT co00H BOJAOPACTBOPUMBIN OPOIIOK O€10ro
nBeTa. Cpok roJHOCTH JIEKAPCTBEHHOIO IIpenapaTa Ipu coOII0A€HUH YCI0BUN XpaHEeHHs — 2 rojia
co aHs mpousBojicTBa. [lociie BCKpBITUS NEPBUYHOM YMAKOBKU IMPOU3BOJIUTENST HEOOXOIUMO
MCII0JIb30BAaTh IIperapar B TEYEHUH 2 MECSIIEB, [10CIIE PACTBOPEHUSI B MIUTHEBOM BoJie — 12 yacoB.

3anperiaercs UCIOIb30BaTh JIEKapCTBEHHBIN MpernapaT 0 UCTEUEHUU CPOKa TOHOCTH.

4. AmMokcugapma BeimyckaroT B O6ankax mo 143 r u nmo 1430 r mpoxaykra, cHaOXeHHbIE
KPBILIKOW M3 TOTO K€ MaTepuajia ¢ YIUIOTHEHHEM, a Takke B MHoOrocioiHsli nakerax (II9T -
ATIOMUHUN — monudTuieH), coaepxkamux 143 1, 500 r wim 1430 r mpoxykra. Memku
3aKpBIBAIOTCA TEPMHUYECKUM IyTeM. Ha JTHKeTKe NEepBUYHOM YIAaKOBKM BETEPHUHAPHOIO
npenapara pasMelleHa ciefyrouas HHpopMaluus: TOProBoe HaMMEHOBAaHHE BETEPUHAPHOTO
npenapara; MeXAyHapoJHOE HEMaTeHTOBAaHHOE HaMMEHOBAaHHWE; JIeKapcTBEeHHass (opma;
JENCTBYIOIEE JIEKAPCTBEHHOE BEILIECTBO, JO3UPOBKA, KOJIMYECTBO BETEPUHAPHBIX MIPENAPATOB B
yIaKoBKe, COco0 BBEICHNUS, HAUMEHOBAaHUE MPaBO00Ia aTeNs MU JIOTOTUIT PETUCTPALIMOHHOTO
yIOCTOBEPEHHs BETEPUHAPHOTO Mpernapara, HoMep MapTHH, CPOK TOJTHOCTH (KTOJIEH JI0...»)

5. JlekapCTBEHHBIN Tpernapar XpaHAT B 3aKPhITOH YIAKOBKE MPOU3BOIUTENS, B CYXOM,
3alUIIEHHOM OT CBETa MECTE, OT/ICIIBHO OT MUIIEBBIX MPOAYKTOB U KOPMOB, IIPH TEMIIEPATypPe OT
5°C mo 25°C.

6. [TpoaykT ciieayeT XpaHUTh B HEJOCTYITHOM ISl IETeH MecTe.

7. 8.Hewncronp30BaHHBIN JIGKAPCTBEHHBIA Tperapar YTHIM3UPYIOT B COOTBETCTBHU C
TpeOOBAHUSIMHU 3aKOHO/IATEIHCTRA.

1. PapMakoJIOrH4ecKue CBoicTBA
8. AMOKCHUDOAPMA sBaseTcss aHTUMHKPOOHBIM  IpernapaToM, COJAEp KalluM

aHTH6I/IOTI/IK, OTHOCSIHIHP'ICSI K I'pynIie rnmoJIiyCUHTCTUUCCKOro NCHUIWIIIINHA.



9. ®apMOKOIMHAMUYECKUE CBOMCTBA. AMOKCUIWJIJIMHA TPUTUAPAT, BXOISIIHA B
coctaB  mpemnapara  AMokcudapma,  ABISETCS  NOJYCHHTETHYECKUM  aHTHOMOTHKOM
NEHUIMLTMHOBOIO Psilad UMEET IIUPOKUMA CIIEKTpP JIeHCTBUS.

AMOKCI/I(I)apMa IIOKa3aHa nTugam n CBHUHBSM, npu I/IH(beKI_II/ISIX, BbI3BAHHBIX
PaMIIOJIOKUTEIBHBIMM U TPaMOTPULIATEIILHBIMU ~ OAaKTEpUSMHU, UYYyBCTBUTEIBHBIMH K
aMOKCHUIIWITMHY, B 4actHoctu: Pasteurella multocida, Ornithobacterium rhinotracheale,
Bordetella avium, Clostridium perfrigens, Staphylococcus aureus, Erysipelothrix rhusiopathiae:
CaTbMOHEIIE3, CTaUITOKOKKO3, CTPENTOKOKKO03, 00yie3Hb U cuHapoM MMA cBuHEH, HHpEKIHN
MOUEBBIBOJIAIIUX IyTeH, MOJOBble WHGEKIHU, KOXKHble HHGEKIHH, HWH(EKIHH CYyCTaBOB;
Clostridium perfringens tepamus. B wacTHOCTH, y NTHII MOKa3aHO B cliy4ae WHQEKIIHH,
BbI3BaHHBIX ENnterococcus spp.

dapMaKOKMHETUYECKUE CBOWCTBA. AMOKCHIWIUIMH, MPEAHAa3HAUEHHBIA U1 TMEepOopalibHOTO
BBEJICHMS, CTAa0WJICH B KUCJION cpezie u 00anaeT abcopoiueit, mpepbimatomieit 80%, Ha KOTOPYIO
HE BJIMSIET MpUCYTCTBUE NUIIKU. OH OBICTPO U HIMPOKO PACHPOCTPAHAETCS B OpraHax U TKaHSX,
JaocCTUurast HGO6XOI{I/IMBIX KOHHCHTpaHHﬁ.

AHTHUOMOTHUK BBIBOJAUTCS MIPEUMYIIIECTBEHHO Yepe3 MOYEBBIBOISIINE ITyTH B aKTUBHOM (hopMme.
AMOKCI/ILII/IJIJII/IH MPAKTUYCCKU HETOKCUYCH U XOPOIIO NCPECHOCUTCA LNCJICBBIMH BUAAMMU.

OcHOBHBIMU ~ (papMAaKOKMHETUYECKUMHU IapamMeTpaMu IOoClie TMepOpaIbHOrO BBEIACHUS
AMOKCHUIIMIIJIMHA SIBJISIIOTCSA: MaKCHMajlbHas KOHIeHTpaius B rurasme: (Cmax): 1083.4+458.4
HI/MJI; BpeMs JIOCTIHDKEHHS MaKCHMallbHOM KoHueHTparmu (Tmax): 1-2 gaca; cpeaHee Bpems
HaxoxaeHus B opranusme (MRT): 1,80 u

I11. Ilopsinok npuMeHeHHs U 103HPOBKa

10. AMOKCHU®APMY HazHayaroT ¢ 1e4eOHOM 11eJ1bI0 CBUHBSM M NITUIIAM IIPU 3a00JI€BaHUSX
OaKTepHaTbHON ATHOIOTUH, TIOJIEPKUBAEMBIX TPAMITOJIOKUTEIILHBIMU U TPAaMOTPULIATETbHBIMU
OakTepusiMH, YyBCTBUTEJBHBIX K aMOKCHIIMIUIMHY, B 4actHocTH, Pasteurella multocida,
Ornithobacterium rhinotracheale, Bordetella avium, Clostridium perfringens, Staphylococcus
aureus, Erysipelothrix rhusiopathiae: mpu konubarmiesax, caibMOHEIE3aX H CTPEITOKOKKO3aX,
KpacHyxe U cuHapome MMA y cBuHe#dl, mnpu HUHPEKIUAX  PECHUPATOPHOTO,
eIy TOYHOKHIIIEYHOTO ¥ MOYETIOJIOBOTO TPAKTA, KOKHBIX HH(PEKINAX, HHOEKIUIX CYyCTaBOB; IPU
JICYCHUH KIIOCTPUIM030B, Bhi3BaHHBIX Clostridium perfringens.

[Tpenapar siBisiercst 0c060 A EKTUBHBIM IPU 00paOOTKE NMTHUI] B CiTydae HHPEKIHMHA, BHI3BAHHBIX
Enterococcus spp.
11. 3anpemaercs npuMmenenne AMOKCHU®DAPMA  KUBOTHBIM € HWHIWBHUAYalIbHOU
MOBBIIIEHHON YyBCTBUTENIBHOCTBIO K MEHUIMIUIMHAM, APYTHUM OeTa-IaKTaMHBIM IpernapaTaM Hiu
K JIFOOOMY HAIOJHUTEINIO, TIPU TSDKEIBIX MOPAKEHUAX MeueHH U rnodek. [Ipumenenue nmpoaykra
IPOTHBOIOKA3aHO B CIy4asX M3BECTHOH CTOMKOCTH K NMeHUIMWIIMHaM. He maBaTh Kpoimkam,
MOPCKUM CBHHKaM, XOMSKaM, IMIMHIIMJUIAM W TPBI3yHAM MEIKHUX TOpOJ BOOOIIe, a Takxke
KMUBOTHBIM C MHOTOKaMEPHBIM KEITyIKOM M (DYHKIIMOHUPYIOIIUM pyOIIOM.
12.  J103upOBKH U CIOCOOBI BBEACHUS:

Bpoiinepsl, MHIIOKK ¥ CBUHBU: 1aBaTh nepopajibHo 103y B 0,1-0,2 r/10 kr >kuB0ii Macchl B



CYTKH (COOTBETCTBYET §-16 MI aMOKCHUITMJUIMHA TPUTHIPATA/KT KUBOK MACChI/CYTKH),
PacTBOPEHHYIO B MUTHEBOM BOJIE B T€UEHUE 3-5 MHEH OIS,

[Itunest: B cayyae nundexuii, BoI3BaHHBIX ENtErococcus spp., MpoayKT cieayeT BBOAUTD
nepopaibHO B cyTouHOM 03¢ 0,2 — 0,4 r/ 10 Kr Macchl Tena (COOTBETBTBYET 35 MII TpUTHApATa
aAMOKCHIIWJIJIMHA/KT MacChl Teja) B IeHb, PACTBOPPEHBIM B MHUCTHEBOM BOJIE 5 THEH.

Pexomennyercs naBatb AMOKCU®APM pa3 B ieHb BMECTE C TUTheBOM BOJIOM. Eciin
MPEIOYTUTENbHEE TPOBOAUTH HEMTPEPHIBHOE JICUECHHUE, MUTHEBYIO BOIY HEOOXOAMMO 3aMEHSTh
BOJIOH, cofiepalliell mpenapar, He MeHee 2 pa3 B JieHb. [locie u3pacxoqoBaHust BOJbI €
IpernapaToM CHOBA JaiiTe >KUBOTHBIM MUTHEBYIO BOy. Hencnonp30BaHHYIO MUTHEBYIO BOY C
pa3BeJIcHHBIM B HEll MpernapaToM He0OXOAMMO YHUUYTOXKUTE uepe3 12 yacos.

He crnenyer cMemmBath MPOIyKT ¢ TBEPABIM KopMoM. JIro0oe HeHaiexaliee CToIb30BaHue
MPOYKTa MOXKET YBEIIMYUTH KOHIICHTPAINIO OaKTepHil, yCTOWYMBBIX K aMOKCHIIHIUTHHY, U
CHU3UTH YPPEKTUBHOCTH JICUCHUS TPYTUMH aHTUOMOTUKAMHU M3-32 BEPOSITHOT'O BOZHUKHOBEHUS
SIBJICHHS TIEPEKPECTHOU PE3UCTEHTHOCTH.

13. CumnToMmbl Nepe03UPOBKH JIEKAPCTBEHHOTO TIpenapara He yctaHoBieHsl. He cienyer
NPEBBINIATH BHIICYKa3aHHBIE PEKOMEHIOBAaHHBIE IO3UPOBKH.

14.  3anpemaercs npuMeHSTH penapar B NEPUOAbl OEPEMEHHOCTH, JIAKTALUU U KJIAJKH SIUIL.
15.  IloGouHbIe peakuu (4acTOTa BOSHUKHOBEHHS M CEPbE3HOCTH):

Bo3MoxHBI ayuiepruyeckue peakiiuu, a WHOTJA KEeIyA0YHO-KUIIEUYHbIE paccTporcTBa. Takke
MO’KET BO3HUKHYThH MEPEKPECTHas aJlJieprusi Ha JAPyrue aHTUOMOTHKY NMEHHUIMWUIMHOBOTO psijia.
JlnurenbHOE UCTIOIB30BAaHUE MPOAYKTA MOXKET BBI3BATh SABJIEHUE KUIIIEUHOTO TUCMUKPOOHO3MA U
CIocoOCTBOBATH PA3BUTHUIO HEUYBCTBUTEIBHBIX K HEMY MHUKPOOPTaHHU3MOB.

16. B3aumopeiicTBue ¢ [pyruMu BeTepUHAPHBIME JIEKAPCTBEHHBIMU CPEACTBAMH U
nanbHenme GopMbl B3aUMOICHCTBHS.

Crenyer u3beratb OIHOBPEMEHHOT'0 BBEJICHHSI ITperapara ¢ JpyruMu 0aKTeprOCTaTHYECKUMHU
XUMHOTEPANeBTHUECKUMU areHTaM1/aHTHOMOTHKAMU, TAKUMU KaK TeTPALUKINHBI, MAKPOIUIBI,
cyJbdaMupl 1 XMHOJNIOHBL. CHHEpPreTH4ecKoe JecTBIE MPOUCXOIUT, KOT1a aMOKCUIIUIIIUH
BBOJISIT OJTHOBPEMEHHO C KJIIOKCAIMJIJTMHOM, TOJTMMUKCUHAMH, (TAKMMH KaK KOJIMCTUH) U
AMHHOTJIMKO3H1aMH, (TAKMMH KaK CTPEITOMUIIMH, HEOMHIIMH, TCHTAMUIIUH U KaHAMHIINH ).
[TepexkpecTHast pe3UCTEHTHOCTD C MEHUIMIIJIMHAMY pa3BUBaeTcs ObICTPO, 0COOEHHO
amrunmuHOM. CodeTaHue ¢ KJIaByJIaHOBOUM KMCIOTON yCHIIMBAET JIEWCTBHE Mperapara.

17. Cpoku U3BATHS IPOTYKTOB!

Msico u cyOnpoTyKThl

Csunbu: 10 nueit

[Ttuna (Opoinepsl, UHACHKH, YTKU TYCH, LIeCapKH, a3zaHbl, KypONaTKH, CEpble KypOIaTKH,
royryou, meperena) — 5 JTHEH.

3anpernieHo NMpUMEHEHHE MperaparakypaM-HecyIKaM, MPOU3BOIALIINM Aila IS OTpedsieHus
YeJIOBEKOM MU AJIS Pa3MHOKEHUS.

IV. Mepsl 1u4HOI POPUIAKTHKH
18. Mepsl Ipe10CTOPOKHOCTH IS JIMLL, JAKOLIUM Ipenapar )KUBOTHBIM: HE KYPUTh, HE €CTb,
HE MMUTh BO BpeMs paboOThl C MPOAYKTOM, MCIIOJIB30BaTh CPEJCTBA MHIWBUAYAIBHOM 3aIMUTHI,
BKJIIOYasl HEMIPOHULIAEMBIE PE3MHOBBIE MEpYaTKU. MBITh pyKH € MBUIOM IOCIE MCIOJb30BaHUS
npenapara
19. Crnenyet nzberaTh rmomnajgaHus MpoAyKTa Ha KOXKY U r71a3a. B cinydae cimy4aifHOro KOHTakTa
TIIATENBHO MPOMBITh NMOPAKEHHBIM y4aCTOK YUCTOM NMPOTOYHOM BOAOW. B ciydae mosBieHHs



IIEPrUYecKNX pPeakluil WM MpHU CIy4aiiHOM IONaJaHMU Tpernapara B OpPraHuU3M 4YeJoBeKa
clelyeT HeMeIJICHHO OOpaTUThCA B MEIUIIMHCKOE yupekaeHue (Ipu cebe MMeTh HHCTPYKLHUIO IO
MPUMEHEHHUIO MpernapaTa uin ITUKETKY ).
20. JltoOble HeHcnonab30BaHHBIC BETEPUHAPHBIC JIEKAPCTBEHHBIE MPOAYKTHI WU OTXOJBL,
MOJlyYeHHbIE OT HCIOJb30BAaHUS BETEPUHAPHBIX JIEKAPCTBEHHBIX MPOJYKTOB, CIEAYyeT
YTUJIN3UPOBATh B COOTBETCTBUU C MECTHBIMU MPaBUIIAMHU.

3anperniaercs HUCHOJIb30BaHUE IMYCTHIX (PIAKOHOB H3-TOJ JIEKAPCTBEHHOIO Iperapara s
OBITOBBIX 11eJei. JJoMKHBI IPUHUMATHCS MEPHI C LEIbI0 HeIOMYLIECHH TONaJaHus [IPernapaToB U
OTXOJIOB OT €r0 MCMOJIb30BaHUS B OKPYKAIOILYIO CPEy.

Opranusanus-npousBoautens: kommanus UCL (Unione Commerciale Lombarda) S.p.A. Via G.
di Vittorio, 36 - 25125 Brescia (Italy)

Anpec mecra mpousBojctea: S.p.A. Via G. di Vittorio, 36 - 25125 Brescia (Italy).
Opranusaiys, YIOJIHOMOUCHHAs BIIAACIbIIEM PErUCTPAIMOHHOTO YJIOCTOBEPCHHUSI HA MPHHSATHE

npeteH3uit ot norpedburens: «Chemiharma S.p.A.», Via Don Eugenio Servadei, 16 — 47122
Forli, Italy.



