HHCTPVKLIMSI
10 JIpUMeHeHno AMokeukena 70
st nedennst GonesHel DakTepHaIbHOW ATHONOTHHN Y TENsST, CBHHEH
1 CeNLCKOXO3THCTBEHHOM TITHIIB
(opraruzanus-rnponseouurent: «KKELA LABORATORIA N.V.» / «KEJIA
JABOPATOPHA H.B.», beaprus)

[ O0mue crenenus

L. Amoxcuxen 70 (Amoxykel 70).

Mex Ity HapOAHOE HEMATeHTOBAHHOE HANMEHOBAHMIE: AMOKCHLIUITHHA TPHIHJ(PAT.

2. Jlexapcreennas hopma: TOPOIIOK IA OPAITBLHOTO MPHMEHEHHS.

B 1 r B xauectse geiicTByromero peuiecTBa Amokcuken 70 cojiepkur 700 wmr
AMOKCUITMIINHA, 4 B KavuecTBE BCHOMOTATENbHBIX BeulecTs — 140 mMr monoruapara
kapbosarta HaTpus, 2 Mr Ge3BOAHOrO KOMIOMAHONO KPEMHEe3&éMa | MOHOTHIpAT
JaKTo3el 10 1 T

3. Amoxcnken 70 BeiyckaloT pacacoBAHBIM B MAKETH W3 JTAMWHUPOBAHHOM

thonsru. _

Cpok  roJIHOCTH  JIeKapCTBGHHOTO  npenapara  npH  COBMIONSHHN  yCJIORMIl
XpaHeHust - 3 ToJa €O JHs W3TOTOBJEHMHS, 1OCIE BCKPBITUS YIIAKOBKH - He Goce 28
aner. Amoxcuken 70 sampeliaercs MpUMEHATh MO HCTCUCHHM CPOKA TOAHOCTI.

4. Amoxcuxen 70 XpaHAT B 3aKPLITON YITAKOBKE IPOU3BOANTENS, OTAETBHO OT
UILIEBBIX TIPO/LYKTOR H KOPMOB, B CYXOM, 3aI0UIIEHHOM OT MIPSAMBIX COMHEUHBIX JIyHeii
1 HETOCTYITHOM 711 IOCTOPOHHIUX JHIL MeCTe, lpu TeMmeparype o1 3 'C no 25 C.

5. JlekapcTReHHBIH Npenapart XpaHaT B MECTaX, HEHOCTYITHEIX IS JeTeid,

6. Heuncronszosanubiit npenapar ¢ MCTEKIIMM CPOKOM FOTHOCTA YTHIH3UPYIOT
¢ OBITOBBIMH OTXOJAMH.

II. Papmakonornyecke ceofcTsa

7. dapmakorepaneBTHYECKas  TPYNIA  JCKAPCTBEHHOIO  [perapati
aHTHOAKTEePUIILHBIE CPEICTRA.,

AMOKCHLMJTHH,  BXOAAWIMH B COCTAB  JIEKAPCTBEHHOTO  vipenaparta,
NONYCHHTETHYECKUH AHTHOMOTUK  IPYIIILI NCHULIMTHHE, obnamaromii
OakTeprIMuHbiM JeicTBreM,  MeXaHusm AeleTBHI aMOKCHLIIMHA 3aKITI0aeTes B
HAPYIIEeHUH CHHTE3a NeNTHIOTTIHKAHOB B CTeHKe GakTepHanbHON KISTKH.

AMOKCATIMIITHH  aKTHBEH B  OTHOWIEHHH MHOTHX TIPAMIONOKHTCIBHBIX 1
FPAMOTPUHLATENLHLIX  OakTepuil, B toM Hucie: Streptococcus spp., Enterococcus
faecalis, Streptococcus gr. D, Staphylococcus spp., Arcanobacterium pyrogenes,
Corynebacterium bovis, Erysipelothrix rhusiopathiae, Listeria monocytogenes, Bacillus



anthracis, Clostridium perfringens, Hemophilus spp., Pasteurella spp., Escherichia coli,
Salmonella spp., Proteus mirabilis, Morexella bovis, Dichelobacter nodosus,
Fusobacterium necrophorus, Brachyspira (Serpulina) hyodysenteriae, -

AMOKCHIIMITIHHE  110CTIE  [ePOPaNbHOrO  BBEICHUS XOPOLLO  BCACBIBACTCH 13
RCITYAOUHO-KHIIEHHOTO TPAKTA W TIPOHMKAET B OOJBIIMHCTBO OPTaHoB W TKAHC!
oprannsMa. MakcumanbHbIe MIA3MATHYECKHE KOHLEHTPALHY AMOKCHIMLIMHA TOCT e
OAHOKPATHOTO MEPOPAILHOTO BBEIEHUS COCTABILIOT 2 MKI/MI M JOCTUTAIOTCS yepes |-
2 yaca nocne sseferns. HpH nocTosHHOM MOCTYNAGHHUH aHTHOHOTHKA B OPraHusm ¢
KOPMOM  MAM  BOAOH  TepaneBTHUECKHE — KOHUEHTPALMH HOAACPIKHUBAIOTCH  Ha
OPOTHKEHHH BCErO Kypea NedeHus.

AMOKCHLIMIIHH ~ MOpaKTHUeCKH  He MeTadoIM3Hpyercss | BBLIBOJIMTCS
NPEUMYIIECTBEHHO ¢ MOYOH, B MEHBIICH CTETICHH C KENUbIO. _

Ilo crenenu posnefictsus wa oprawusm Amoxcukesn 70 oTHOCHTCS K rpyrnne
Mano omacHbIX BerrectTs (4 kiace onacuoctd no FOCT 12.1 007-76)

ITI. lopsnok mpumenenus

8. Amokcuken 70 npumeHsiorT ¢ neveGHON ae4e0HO-IpOGHIAKTHYECKOT]
HENBH0 MPH - PECIIHPATOPHBIX U KeTy AOUHO-KUIISTHLIX OaKTEPHANBHBIX HH]CKLHSIX
TCAAT, CBUHEH W NTHLLL, BBI3BAHHBIX UYBCTBUTENLULIMH K Ei:MOK(;}-ILLI'IIUIH_Hy
MHKPOOPTraHu3MaMH.

9. 3Banpeaercs  npuMeHeHue npenaparta  JKHBOTHBIM — C  H3BECTHO
FHIEPUYBCTBHTCILHOCTRIO K AHTHOMOTHKAM  I'PyNnbl  (GeTa-IaKTAMOB, A  TaKIKe
KMBOTHBIM € DA3BMTBIM PyOLOBBIM NHIIEBAPEHNHEM, TPHI3Y HAM H KYpaM-HECYILKaM,

10. Amoxenken 70 uazxavaior ¢ KOPMOM MM BOJNOH JUIS [IOSHWS B CREAYIOIINX
CYTOUYHBIX /103aX:

TenaTam: 15 wmr Amokcuxena 70 Ha 1 kI MacChl IKHBOTHOLO (10 wmr
AMOKCHIHIINMHA Ha 1 KT Macchl XKHBOTHOTO), B JIBA [IpHEMa PABHBIMH HO3aMH ¢ ]2-
HACOBBIM MHTCPBAJIOM B TE€UCHHE S CYTOK; NPeNapaT Takke MOKHO BBOIHTH C MOJOKOM
HIIH €ro 3aMeHHTEIIeM;

CBUHBSIM: 15 - 30 Mr Amoxcnkena 70 Ha | Kr Maceh! SKHBOTHOLO (10 - 20 wmr
AMOKCHIHJIIMHA Ha | KT MAcchl SKHBOTHOTO) B TEUEHHUE 5 CyTOK;

CCIBCKOXO3MHCTBEHHON nTHmie: 20 Mr Amokcukena 70 na 1 xr MAaCChl TITHIBL B
CyTkn (14 Mr amokewnmammua ma 1 kr Maces JKHBOTHOIO) B TEUCHHE 5 CYTOK.

B nepuom nedeHus CBHHLM W nTHHA  AOMKHBL DONYYaTh TOIBKO BOIY,
COACPIKAMYIO NeKapCTBEHHBIH Tpenapar. JledeGHuI pacTBOP roTOBAT eKeIHEBNO &
00bEMeE, PACCUHTAHHOM Ha noTpeGlieH e B reucHte CYTOK.

I'T. CumnTombl TepenosupoBkn mpH NPUMEHCHHH JIEKaPCTBEHHOTO MIpenapaTa He
BBISIBIICHBI.

12, OcobGennocTeii gefictrus npn nepsom OpHéMe JIEKAPCTBEHHOrO IMperapara
HIIH NTPH €10 OTMEHE He BRIABICHO. '

13. Cnenyer msberats nponyckor opu NPUMEHEHHH OYepeaHON 103BI AMOKCHKE A
70, TaK Kak 9TO MOKET MNPUBECTH K CHHACHIIO TCPATIEBTHYECKOH  APDEeRTUBHOCTY
JICKapeTBEHIIOro  nperapata. B cayuae mporycka ooHOM MR HECKONBKMX o3 Kype
NPUMEHEHHs  HeoDX0aMMO  BO3OOHOBHTL B OPEYCMOTPEHHBIX  JO3HPOBKAX M CXeMe
NPUMEHEHHS, '



14, TToGounbix sBreuuit W oCHOKHEHHIT IpU NpUMeHeHHH AMoKcHkera 70
B COOTBETCTBHN ¢ HACTOALLEH WHCTPYKLHEH, Kak IpaBHio, He nabironaetes. | Ipu
MOBBHUCHHON — WHJMBHAYANBHON  UYBCTBHTENLHOCTH — KHBOTHBIX 1 IITHIBL K
AMOKCULIULIVEY . M [ONBNCHUE  NOOOUHBIX  sBneHuil (0Tkaz oT KopMma, pROTA,
HAapyIIenue  KOOPIUHAIMH ABHIKEHUH) WCHONL30BAHHE JEKAPCTBEHHOTO [petapara
[IPEKPAIlAIOT U NPOBOIAT CUMIITOMATHIECKOE Aeuelye.

15. He nonyckaercs OAHOBPEMEHHOE TIpUMeHeHHe AMokcukena 70 ¢
DaKTEPHOCTATHYECCKIMH aHTHOMOTHKAMY (TeTpalMKIMHAMN, MAKPOIMAAMM), TAK KAk
MOKET ITPOSABUTLCA AHTATOHUCTUYECKHIT 3 hexT. _

16. YGoit Tenst, CBRHER H TTHLIBI HA MCO paszpelaerca He paHee, uem depes |5
CYTOK Tlocjie nocneAHero npumenenns Amokcukena 70. B ciyuae BLIRY K /ICHHOTO
YOO KUBOTHBIX H NTHUBI paHee YKa3aHHOro CPOKA, MACO MOMCHO HCIIONEB30BATH B KOPM
THIOTOSAHBIM JKHBOTHBLIM.

IV. Meper mavnoit npodunaxtiiku

I7. lpu padote ¢ AMokcuxesom 70 cieayer coGmonaTs obie TIpaBua NHUHOI]
PATHEHBL 0 TEXHUKH OE30TIACHOCTH, MpPelyCMOTPeHHbE TTpH padoTe ¢ JIEKAPCTBEH HBIMI
HpenapaTaM s KUBOTHBIX. Bo Bpema paGoThl 3anmpemactcss riuTs, KYpUTh it
lpunUMaTh Ty, Ilo oxoHuanuu paGoTel PyKH cleayeT BLIMBITH Telioi BOJOH ¢
MBLTOM.

18. Bee paborsl ¢ nekapcrBeHHbIM IPenapaToM HeOOXOJUMO NPOBOUHTE ¢
HCTONIL30BAHICM  CIICLHOAESK LI M CPEACTE HHAMBHIYAIBHON 3aLiHTh] (pesuHoBLIe
TICPYATKH, 3AlUMTHBIC OUKH, pecriupaTop).

19. Oxaszanue neppott nomMoum NOCTPANABLIUM: Y MMIIEPTY BCTBHTCIBHEIX IO Ie]]
BOSMOMKCH KOHTAKTHBIH IE€PMATHT, CHGAyeT H30eraTh IpsSMOTO KOHTAKTA C TTOPOLIKOM.
B cayuae amneprudeckux  kowHBIX PeaKNUU  TIPUMEHSIOT  AHTHUTHCTAMUHHBLIC
Apenapars v KOPTHKOCTEPORIbL.

20.Opranusaums-npoussogutens.  «KELA  LABORATORIA N.V.y, St
Lenaartseweg 48, 2320 Hoogstraten, Belgium, 32-0-3-340041 1,

Mucrpykuma paspaborana «KELA LABORATORIA N.V.» (St. Lenaartseweg
48, 2320 Hoogstraten, Belgium) cosmecto ¢ 3A0 «Avpumarko» (127006, r. Mocksa,
Yenenckuii mep, . 10, etp.1, e (495) 956-38-55). :
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