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[. OOwue cBeneHus

1. HammenoBanwe JEKapCTBEHHOTO IIpemnapara Uil BETEPUHAPHOTO
MIPUMEHEHHUS:

ToproBoe HauMmeHoBaHue: [enram® (Gentam);

MeXIyHapOJHOE HelaTeHTOBaHHOE HalMEHOBaHHUE! aMOKCHUIIMJUINH,
reHTaMULIUH.

2. JlexapcTBeHHast popMa: CyCIeH3Us I MHBEKIUH,

Fentam® B 1 MJI B KadecTBe JEMCTBYIONIMX BEIIECTB COJNEPIKUT aMOKCULIAIIMHA
tpuruapar — 150 mr u reHramunyHa cynbdar — 40 Mr, a Takke BCIOMOIaTelbHbIe
BEIleCTBA: MeTuiapaben, mponuinapabeH, copOuTaH oJiear, KPeMHHs JAUOKCH]L
KOJUIOWIHBIA U TPUTIIALEPUIBI CPEIHEN LIETIN.

3. I1o BHemIHEMY BU/Y IIpEapaT MpeAcTaBisieT cOO0H CYCIIEH3HIO OT Oesoro J1o
CBETJIO-KeITOro IBeta. [Ipyu XpaHEeHHH JOIyCKaeTcs pacClIOgHHE, ucyesaroliee Mnpu
B30aJIThIBAHUH.

CpoK TOJHOCTH JIEKapCTBEHHOTO IIpenapara IpH COOJIONEHUH YCIOBHA
XpaHeHHs B 3aKPBITOH YNAKOBKE IPOM3BOAMTENS — 3 roja CO JIHS IMPOU3BOJICTBA,
rocJie BCKPBITHS (iakoHa — 28 CyTOK.

Banpelaercs IpuMeHeHue npenapata I'entam® 10 HCTEYEHUH CPOKa TOTHOCTH.

4. Beimyckaror I'entam® pacdacosansbiM mo 10 u 100 M Bo (uakoHbl 13
TEMHOI'0 CTeKJa COOTBETCTBYIOILIEH BMECTUMOCTH, YKYIOPEHHBIE pPE3WHOBBIMU
poOKaMu C aIFOMHHMEBBIMU Konmadkamu. (DakoHBI TOIITYYHO YNAaKOBBIBAIOT B
xapToHHble nadku. Jlomyckaercs ymnakoska (akoHos mo 100 Mi B TpaHCIOPTHYIO
tapy. Kaxayio MOTPeOUTENbCKYI0 —YNAaKOBKYy CHa0XariOT HMHCTPYKIMEW 110
MIPUMEHEHHIO.

5. XpaHsT npenapaTr B 3aKpbITOH YIIAKOBKE MPOM3BOJIUTENIS, B 3alLUIIEHHOM OT
IPSIMBIX COJTHEYHBIX JTydell MecTe, OTAENBHO OT IPOAYKTOB MHUTaHWs W KOPMOB IPH
temmepatype oT 5°C no 25°C.

6. lentam® ciemyer XpaHUTh B MeCTax, HEOCTYITHBIX JJISI JeTeH.

7. Hewucronp30BaHHBIM  Mperapar yTWIM3APYIOT B COOTBETCTBUHU  C
TpeOOBaHUSIMHU 3aKOHOAATEILCTBA.



8. YcioBus oTmycka: 0e3 pelenta BETEpUHAPHOro Bpaya.

II. ®apmakosioruyeckue CBOUCTBA

9. T'entamM® oTHOCHTCS K (hapMaKkoTepareBTUYECKON TIpyIIe: NEHUIMIIMHLL B
KOMOMHAIIHSIX.

10. KomOuuanusi aMOKCHIIWUIIMHA M TIeHTAaMULMHA, BXOJAIIUX B COCTaB
JIEKapCTBEHHOTO npernapara, obecreynBaeT MIAPOKUAN CTIEKT] ero
aHTUOAKTEpUAIbHOIO  JEeMCTBUST B OTHOILIEHMHM  I'PAMIIOJIOKUTENBHBIX U
rpaMOTPHUIATEITHFHBIX MUKPOOPTaHU3MOB.

AMOKCHLIMIIZIMHA TPUTHAPAT SIBISETCSI ITOJTYCHUHTETUUECKUM aHTHOMOTHKOM
HEeHULMIIIMHOBOTO PsiJia, aKTUBEH B OTHOLIEHUM Actynomyces spp., Bacillus antracis,
Clostridium spp., Corynebacterium spp., Erysipelothrix rhusiopathiae, Listeria
monocytogenes, Staphylococcus spp., Streptococcus spp., Actinobacillus spp.,
Escherichia coli, Salmonella spp., Fusobacterium spp., Haemophilus spp., Moraxella
spp., Pasteurella spp., Proteus mirabilis, Leptospira spp. Mexanusm 0axTepHIHIHOTO
JeHCTBUSI QHTUOMOTHKA 3aKJIOYAeTCss B CIIOCOOHOCTH WHIMOMpPOBATH OMOCHHTES
KJIETOYHOM CTEHKH MHUKPOOPIraHU3Ma, BbI3bIBasl €10 FHOEb.

['enTamunuHa Cyab(par — aHTHOMOTHK aMUHOTIIMKO3UIHOIO pPsijia, MOJaBIseT
GakTepyalbHBIM CHHTe3 OelKka MHKPOOPIaHM3MOB, BLICOKOAKTHBEH B OTHOILCHUU
rpaMOTpPHIATENBHBIX adpOOHbIX OakTepuif, B ToM umcie Escherichia coli, Shigella
spp., Salmonella spp., Enterobacter spp., Klebsiella spp., Serratia spp., Proteus spp.,
Pseudomonas  aeruginosa,  Acinetobacter  spp., a  TaKke  a’pOoOHBIX
TPAMITOJIOKUTETBHBIX MUKPOOPIaHU3MOB, BKJIIOUas yCTOMYMBBIX K MEHULUIUINHAM 1
JIPYTUM aHTHOUOTHKAM. _

[locne BHYTPHMBIIIGYHOTO BBeJeHMs mpemapara |entaM® MakcuMaibHas
KOHI[GHTPALMS TeHTaMUIMHA Cylb(aTa B CBIBOPOTKE KpoBHU pocTuraercs yepes 30-40
MHUHYT, AMOKCHLIMJUIMHA TpUIHipaTa — depe3 1 dYac © yAepxuBaeTcs Ha
TEpareBTUIeCKOM YPOBHE OKOJIO 24 4acoB.

BeIBOAATCS AHTUOMOTHKM W3 OpraHu3Ma »JKMBOTHBIX B OCHOBHOM B
HeM3MEHEHHBIX (hopMax, MPEUMYIIECTBEHHO C MOYOW U YaCTUYHO C JKEITYBIO.

Fentam® 1O CTEeHM BO3LEUCTBHsS Ha OpPraHW3M OTHOCUTCS K YMEPEHHO
omnacHbeIM BemectBaMm (3 kiacc ormacHoctr 1o 'OCT 12.1.007-76).

III. ITopsiioK IpUMEHEHUS

11. I'enram® Ha3HAYAIOT C JIe4eOHOM IMENBIO JIOMIAISIM, KPYITHOMY POraTomy
CKOTy, OBIIaM, CBUHbBSM, cO0aKkaM U KOIIKaM Ip¥ HMHQEKIMOHHBIX OOJE3HSX
JKENy IOYHO-KHMIIIEYHOr0 TPaKTa, MAbIXaTeNBHBIX IIyTeH, MOYEIONIOBONH CHCTEMBL,
CYCTaBOB, MSIKMX TKaHe#l M KOXH, HEKpoOaKkTepuose, IIyNMOYHBIX HH(EKIHIX,
aTpo(UYECKOM PUHHTE, CHHAPOME MAaCTUT-METPHUT-arajlakThs M JAPYruX WHOEKIHSX
OakTepralbHOW  OTHOJOTMM,  BO3OYIUTENM  KOTOPBIX  YyBCTBHUTEIBHBI K
AMOKCHIIWJJIMHY ¥ T€HTaMULUHY.

12. TIpoTMBOIOKA3aHMeM K HpUMEHeHHIo mpenapara [enram® sBisercs
MH/IMBU/lyallbHAs [OBBIILIEHHAs] YyBCTBHTEILHOCTh K aMHHOIIMKO3MJIaM u Oera-
JakTaMHBIM aHTHOMOTHKaM (B TOM 4YHCIe B aHaMHe3e), TsDKenas IoYeyuHas
HEJIOCTATOYHOCTE C a30TeMHUEH U ypeMUel, HEBPUT CIIyXOBOI'O HepBa, MHACTEHHS.

13. Ipu pabore ¢ mpenapartoM ['enram® cienyer cobmonath o0IMe MpaBuIia



JUYHON TUTMEHBI W TEXHUKM O€30IacHOCTH, NpPEIyCMOTpeHHBIe Ipu pabore ¢
JIeKapCTBEHHBIMU TIpernaparamu. [10 OKOH4aHMM paboThI PYKH CIETYET BHIMBITH TEIIIOHN
BOZOI ¢ MbITOM. IIpu clTy4aiiHOM KOHTaKTe JISKApCTBEHHOIO MperapaTa ¢ KOXed K
CIAM3UCTHIMA O0OJIOYKAMH TJa3a, HMX CIENyeT HEMEIJIEHHO IIPOMBITH OONBIINM
KOJIMYECTBOM BOJBIL. JIFOASIM C TUMEPIyBCTBUTEIHLHOCTHIO K KOMIIOHEHTaM IIperapara
clieyeT m30eraTh MPsIMOro KOHTaKTa C IpernapaTrom Ienram®. B ciyuae MOsIBIEHUS
AJUIEPTUYECKUX peaKknuil WM NpH CIIydyalHOM IONaJaHWU Ipernapara B OpraHu3M
YeJioBeKa, ClelyeT HeMe[IeHHO oOpaTuThCsl B MEAHIMHCKOe yupexieHue (mpu cede
FIMETh HHCTPYKIHIO II0 IPUMEHEHHUIO TIPerapaTa Uil 3THKETKY).

ITycThie (akoHBI U3-IOJ] JIEKapPCTBEHHOIO Iperapara 3anpelaeTcs HCIoiIb30BaTh
TUTST OBITOBBIX I1eJIeH, OHM IOJUIEXKAT YTHITU3AIMHY C OBITOBBIMU OTXOJAMH.

14. Tlpemapar He TmpedHAa3HAa4YeH Ui MNPUMEHEHUS caMKaM B II€PUOL
OepeMEeHHOCTH U BCKapMIIUBaHUs IIPUILIOAA.

15. T'ertaM® BBOAAT JKUBOTHBIM ITOJKOXKHO HJIM BHYTPUMBIIIEYHO OJMH pa3 B
cyTku B jmo3e 1 mim Ha 10 Kr macchl )XHBOTHOTO (15 Mr aMOKCHIMIUIMHA U 4 ML
reHTaMUIIMHA Ha 1 KI' Macchl )KUBOTHOIO). [IpomomKUTENpHOCTE Kypca JISUSHUs, B
3aBHCHMOCTH OT TS)KECTH TeueHus 3a00JieBaHus, COCTAaBIAET 2-5 CYTOK U
OIIpeJIeTISIeTCS JIeUal[iM BETEPUHAPHBIM BPauOM.

MaxkcuMalbHBI 00beM IIpernaparta sl BBEAECHHsS B OJHO MECTO HE JOJDKEH
TIPEBBIIIATE ISl KPYITHOTO POraToro CKOTa M Jomazek — 20 M1, CBUHEeH, OBel U TeJAT
— 10 M1, mopocsT — 5 Mit, co6ak U KOIIeK — 2,5 MIL

[Nepen nmpuMeHeHHeM (DIAKOH C CYCIIEH3UEN CIIeyeT TIIATeNbHO BCTPAXHY Th.

16. Ilpu mpuMeHeHwy mpenapara ['enTamM® B COOTBETCTBHMM C HACTOSIIEH
MHCTPYKIHel MOGOYHBIX ABIEHAN U OCIOXKHEHHH, KaK IpaBwio, He Habiromaetes. Y
OTHENBbHBIX JKUBOTHBIX OTMEYaeTcs OOJIe3HEHHOCTh B MECTE€ HHBEKIMH, KOTOpast
CaMOIIPOM3BOJILHO MTPOXOAUT U He TpeOyeT IPUMEHEHHUST JISKApPCTBCHHBIX CPEJICTB.

Ilpy TOBBIIICHHOW WHIUBHIYalbHOM YyBCTBUTENBHOCTH IKMBOTHOIO K
KOMIIOHEHTaM TIIperiapaTa WU IIOSBICHHH IIO0OYHBIX SBIECHWM U OCIOKHCHHH
WCIIONIb30BaHME  JIEKAPCTBEHHOTO  IIpenapara  IPEeKpamaoT U IPOBOJMAT
JIECEHCHOMIM3UPYIOILYIO TEPAIIHIO.

17. Tlpum 3HaYWTENbHOM NEPENO3MPOBKE JIEKAPCTBEHHOIO IIpenapara y
JKUBOTHBIX MOYKET HAOJIIOLAThCS OTEYHOCTh B MECTE BBEJECHMS, PBOTA U AMapest; IpH
JUIATENILHOM IIPUMEHEHHHM B BBICOKHMX J103aX — HEMPOTOKCHYECKHE peaKkluu U
TPOMOOLIUTOTIEHUSL.

B sTux cioydasx TPUMEHSIOT OOImMe Mephbl, HalpaBJeHHbIC Ha BBIBEACHHE
JIEKapCTBEHHOT'O npermnapara u3 OpraHu3Mma, BHYTPUBEHHO BBOJISIT
AHTHUXOJUHACTEPa3HbIE MIPEenapaThl, a TAKXKE MperapaThl Kaabus.

18. Tentam® He ciefyeT MPUMEHSITH OJHOBPEMEHHO C IPYIMMH OTO- |
He(POTOKCHYHBEIME ~ CPEJCTBAMH, MHODENaKCaHTaMh K OaKTepHOCTaTUYCCKUMU
npemnaparamMd  (MakpoJIIBL, — XJIOPaM(EHHUKOJ, JIMHKO3aMHABL,  TeTPALMKIHHEL
cynbhaHmIaMiIp), a TakKe CMeNMBaThb B OJHOM IINPULE C JPYyrMMH
JeKapCTBEHHBIMU CPEICTBAMH.

19. OcobeHHOCTEH IEWCTBUS JIEKAQpPCTBEHHOI'O IIperapara IIpH €ro II€pBOM
IIPYMEHEHUU ¥ OTMEHE He BEISBIICHO.

20. Crnemyer u3beraTh NpOIyCKa OYEPENHOM JO3bI Mperapara, TaK Kak 3TO
MOXKET IIPUBECTH K CHIDKEHHIO TepameBTrueckodl sddexruHocTr. B ciydae



IPOIyCcKa OIHOM /103l TPHMEHEHUE Ipernapara BO300HOBIMIOT KaK MOXHO CKopee B
TOM K€ N03€ U IO TOM XK€ CXEMeE.

21. V6oi1 xHUBOTHBIX Ha MSICO pa3pemniaetcs He paHee yeM depe3 30 CyToK mociie
IocJeAHer0 MpPUMEHEHMs IIpernapara TeatamM®. MscO >KUBOTHBIX, BBIHYXKIECHHO
yOUTBIX [0 HCTEYEHMS] YKA3aHHOTO CPOKAa, MOXKET OBITh HCIIOJIB30BAHO B KOPM
ITYIITHBIM 3BEPSIM.

MoJ10KO JTOMHBIX KHBOTHBIX pa3pellacTcs UCIOJIb30BaTh B MUINEBHIX IEIX HE
paHee ueMm dYepe3 48 wacoB TMOCie MOCIETHET0 BBeleHWs mpemapara. Moioko,
IIOJIy4EHHOE paHee YCTAHOBJIEHHOTO CpOKa, MOMKET OBITH MCIOJIE30BaHO TIOCIE
KUIISTYEHUS B KOPM KUBOTHBIM.

HaumMenosanue u aznpec npousBoactBeHHod OO0  «AnmuenHa»,  MockoBckas
IUTONIAKX IIPOU3BOIUTENS JIEKAPCTBEHHOr0  00JacTs, I'. banammxa,
npernapara Ijis BETeEpUHApHOTO TpuMeHerus. IlonTeBckoe mocce, Bianenue 4.

HaumMenoBaHue, afjpec OpraHu3aliuy, 00O  «AmnwmuenHa», MockoBckas
YIIOJTHOMOYEHHOU JiepKaTeseM UITH o01acTs, r. banaminxa,
BIIJISIIBLIEM PETUCTPALMOHHOTO ITonreBcKkoe 110CCE, BIagcHue 4.

YAOCTOBEPCHUA JIEKAPCTBEHHOTO IIpeIiapara
Ha IIPUHATHC HpeTeHBI/IfI oT HOTpe6HTCH}I.

C cornacoBaHMeM HACTOSIIEH WHCTPYKLMU yTpaduBaeT CHUILy HHCTPYKLHS IIO
npuMenenuto I enrama®, yreepixnénnas Poccensxo3Hanzopom 22 centsopsa 2016r.



