COI'JIAGOBAHO
ayecriitens Pkt
Poccellxosmanaopa. 4

H,A, BIACOB
7L 01201

WMHCTPYKIIUA
10 BETEPUHAPHOMY NIPUMEHEHHIO JlekapeTBeHHoro npenapara LIATIPOBET® 10%

=

(Opraunusanus-paspaboraux: OO0 «HBIL] ArposersamuTay,
Poccus, 129329, r. Mocksa, Urapckuit mpoesy, 1. 4, cTp. 2)

Homep perucTpannoHHOro yaocToBepeHus: N KI5 4596 /}/ //. 570 i %?f 56/

I. O61ue ceeenus

1. HanvmenoBanue jiexapcTBEHHOrO Ipenapara /st BETEpHHAPHOTO PHMEHEHHUS:

ToproBoe Hanmernosanue — LIUTTPOBET® 10% (CIPROVET® 10%);

MEXI[YHApOJHBIC ~ HENATCHTOBAHHBIE  HAUMEHOBAHMS  JEHCTBYIOIIHX  BEINECTB:
mUIpodIoKcaryH, JaKTy 1034,

2. JlexapcTBenHas opma: pacTBOP ISl OPATBHOTO IPHMEHEHMSL.

JlexapcTBenHbIfi  mpemapar  COAEPKHT B KadecTBe  NEHCTBYIOIIMX  BELIECTB
uunpoduokcanun — 100 mr/mi, naktynosy — 100 MI/MI # BCIOMOTATeNbHBIE BEIIECTBA:
MOJIMBUHUIIIAPPOIUJIOH, HATPUS METaOUCYIbOHUT U BOJY OUUIIEHHYIO.

3. Ilo BHemmeMy BHIy JNeKapCTBEHHBIH NpenapaT IpencTaBIseT coGoil IIPO3PaYHYIO
YKUIKOCTB JKEJTOrO LBETA.

CpoK rogHOCTH JIEKapCTBEHHOTO IIperiapara NpH COGIIONEHHH YCIOBUM XpaHeHHs B
3aKPBITOH yNaKOBKE POM3BOAUTENS — 2 TONA C JaThl IPOU3BO/ICTBA. 3aNpemaeTcs IPHMEHATE
[perapar 10 UCTEYEHUH CPOKA FOAHOCTH.

4. Bemyckaror IIUTTIPOBET® 10% pacacoBanaem 1o 10; 20; 50; 100 u 250 mia B
noyMepHbie (rakonsr; no 1,0 1 B nonmepHbie OyTeutky u 1o 2,5; 3,0 u 5,0 11 B monmimepHsie
KaHHCTPBI COOTBETCTBYIOIEH BMECTHMOCTH, YKYNOPEHHBIC HABUHUYMBAEMBIMH KpPBIIKAMH C
KOHTPONIEM NEPBOro BCKPRITHA. Piakonsl mo 10, 20, 50 My ynakoBBIBAIOT MHIMBHAYAIBHO B
KapToHHbIC ma4kd. Kaxnaas norpeOuTennckas ymakoBka CHabkaercs HHCTPYKLIHUEH 110
IIPUMEHEHHIO NIperapara.

5. XpaHAT JeKapcTBEHHBIH mpemapar B 3aKpBITOM YIIAKOBKE HPOHU3BOAMTENS, B
SalUIICHHOM OT MPAMBIX COJHETHBIX JIyYei MeCTe, OTAENBHO OT MPOLYKTOB MUTAHHS H KOPMOB
npu Temneparype ot 5°C no 25°C.

6. [Ipenapat cieyer XpaHuTh B HEIOCTYITHOM VIS ZeTell MecTe.

7. Hencronp3oBaHHBIH JeKAPCTBEHHBIH Mpemapar YTHIIU3UPYIOT B COOTBETCTBUH C
TPeOOBaHUAMHU 3aKOHO/IATEIBCTRA.

8. Ormyckaercst Ge3 pelerTa BETEPHHAPHOTO Bpaya.

II. ®apmakonoruyeckue cBoicTBa
9. LIAITPOBET® 10% otHoCHTCS K aHTHOAKTEPHANILHBIM JIEKAPCTBEHHBIM CPEICTBAM
IPynIel: GTOPXUHOIOHEI B KOMOUHAIHSX.
10. Tunpodokcanyn, Bxoasmmii B cocran JNeKapeTBeHHoro npenapara [{ATTPOBET®
10%, obmagaer mmpokum CHEKTPOM OaKTEPUIMIHOIO NEHCTBHS B OTHOINEHHUM OOJBIIMHCTRA
'PaMITOIOXHTENBHBIX U IPAMOTPHIATENIbHBIX MUKPOOPTaHU3MOB, B ToM uucie Escherichia coli,
Salmonella spp., Enterobacter spp., Proteus mirabilis, Proteus vulgaris, Haemophilus spp.,



Klebsiella, Pasteurella multocida, Pseudomonas aeruginosa, Bordetella, Campylobacter,
Erysipelothrix, Corynebacterium, Staphylococcus spp., Streptococcus spp., Actinobacillus,
Clostridium, Fusobacterium, Bacteroides, a Taxxe Mycoplasma spp.

Mexanusm GaKTepUIIHOTO JEHCTBUS LUIPOQIIOKCAIMHA 3aKITIOYAETCs B 6IOKMPOBAHUH
OakrepuansHolt JIHK-rupasel, 9To NPUBOAMT K HAPYIICHWIO JeJIeHHMS GakTephil 3a cuer
noxasinenus curresa JIHK, a rtaxke B pa3BuTHH MOP(OIOTHUECKHX HM3MEHEHHH KIETOYHOM
CTEHKH ¥ MeMOpaH MUKPOOHOU KIIETKH.

Jlakrynosa, kak mpeGHOTHYECKOE BEIIECTBO, COCOGCTBYET MOMABIEHHIO POCTA YCIOBHO
MaTOreHHbIX Gakrepuit, Takux kak Clostridium u Escherichia coli. I36upatesHO CTHMYIHPYET
POCT ¥ Pa3BUTHE I0JIE3HOH MUKPOQIIOpPBI KHIeuHKa — Oudunodaxrepuit (B.bifidum, B.longum,
B.adolescentis, B.breve, B.infantis, B.pseudolongum, B.thermophilum, B.suis, B.asteroids,
B.coryneform w np.), naxrobaxrepnit (L.acidophilus, L.casei, L.plantarum u npou.). Jlaktynosa
CTHUMYJIIPYeT IepUCTANBTHKY KHINCYHHKa, yJlydiiaeT BcachiBanume docharos u comeii Ca’’,
CIIOCOOCTBYET ~BBIBEJCHMIO MOHOB aMMOHHS. OTH HpONEcCHl BEIYT K [OBBILICHHIO
KOJIOHH3AIMOHHOM PE3UCTEHTHOCTH CIU3UCTOM 000J0UYKH KHAIIEYHHUKA.

Iocne nepopanbHOTo BBEICHHS NEKAPCTBEHHOrO MpenapaTa MHIpPogIoKCaIH XOpo1Io
BCACBIBACTCS B JKEJTYI0YHO-KHMIICYHOM TPAKTE M, II0Najas B KPOBb, PACIPE/EIISETCS B OpraHax H
TKaHsIX OpraHu3Ma MTHIL (MCKIIIoYasi TKaHH, GoraThle XHpaMu), B TOM YHCIIE IPOHUKAET B ILIEBDY,
Opromuny, mumby U TIasHyI0 KHUIKOCT. MakcuMaibHas KOHIIEHTpaius mupodrokcanuna B
ChIBOPOTKE KpOBHM NTHIl OTM€4aeTcs 4epe3 1,5-2 yaca M COXpaHSETCSs Ha TepareBTHYECKOM
YPOBHE B Te4eHue 24 yacoB noce nepopaibaoro npumenenus [IUTTPOBET® 10%. Brsoaures
IHIPO(IIOKCAMH M3 OpraHM3Ma B OCHOBHOM B HEH3MEHHOM BUJE M YACTHYHO B thopme
MeTabO0JMTOB C MOYOU M KEJTYBIO.

LIUITPOBET® 10% no crenenu BO3/ICHCTBUSL HA OPTraHU3M OTHOCHTCH K YMEPEHHO
omacHeM BemecTBaM (3 xiacc onacHoctd 1o 'OCT 12.1.007-76), B peKOMEHIOBAHHBIX 032X
XOpOIIO MEPEHOCHTCS JKMBOTHBIMH, HE 00/1afiaeT SMOPHOTOKCHYECKAMH M TEpaTOreHHBIMH
CBOHCTBaMH.

I1I. IMopsiok mpuMeHeHHs

11. HI/IHPOBET® 10% mnasHagaioT ¢ seueGHON IENBIO CeNbCKOXO3SHCTREHHON U
ACKOPAaTHBHOW NTHIE NPH KOMMOAKTEPHO3e, CANbMOHEIUIE3e, XPOHHYECKHX PECHUPATOPHBIX
3a00JIEBAHUAX, CTPENTOKOKKO3e, HEKPOTHYECKOM OHTEpHUTE, TreMoQmiIe3e, MHKOILIA3MO3E,
CMCIIAHHBIX W JIDYTMX NEPBUYHBIX M BTOPHYHBIX HHQEKIMAX, BO3OYIUTENH KOTOPHIX
YYBCTBUTEJIBHBI K (UIPOGDIIOKCALHHY .

12. TlpoTuBOnOKasaHueM JUis NPUMECHEHHS SBISETCS HHJMBH/yaJIbHasl TOBBIIIEHHAS
AYBCTBUTENILHOCTL NTHLbL K KOMIIOHGHTAM JIEKapCTBEHHOro Ipemapara. He jomyckaercs
npumenenue LIMITPOBET® 10% KypaM-HECYIIKaM U PEMOHTHOMY MOJIOJHSIKY MEHEE ueM 3a 2
HCIICIH 10 Havana SHICKIIaKH, BBU/Ty HAKOIUICHUS LUIIPO(IOKCAHHA B SHI[aX.

13. Ilpu pabote ¢ npenaparom LIUTIPOBET® 10% creyeT cobmoaaTe obIpe npasuia
JIMYHON TUTHEHBI M TEXHUKH GE30I1aCHOCTH, NPeyCMOTPEHHbIE NP paboTe C JIEKApCTBEHHBIMA
npernaparamu. Ilpu ciryqafHOM KOHTaKTe IeKapCTBEHHOTO npenapara ¢ KOKed WM CIIM3HCTHIMH
000JI04KaMH TJ1a3 UX HEOOXOMMMO HEMeE UTCHHO NPOMBITH GOJBIINM KOJIMYECTBOM MPOTOYHOMN
BOZBL. JIIOMSIM C THIEPYYBCTBHTEIBHOCTHIO K KOMIIOHEHTAM npemapara cileayer wusberarsb
npsvoro kontakra ¢ LIMITPOBET® 10%. B ClTyqae NOABICHUS aVICPrUYECKUX PeaKIUii WK TIpU
CITyJaHHOM IONaJaHUK IIPerapaTa B OPraHu3M 4YeJoBeKa CJIelyeT HEME/UIEHHO OOpaTHUTLCS B
MCE/IMIIMHCKOE yupexieHHe (pu cebe MMETh UHCTPYKIMIO MO MPAMEHEHHIO npernapara Wi
9THKETKY).

Ilyctyro Tapy wu3-mox nexapcTBeHHOro npenapara 3anpeniaeTcs HCIOIb30BaTh Ui
OBITOBBIX 1ENIEH, OHA MOIEKUT YTHITH3AINHN ¢ OBITOBEIMY OTXO/IaMH,

14. [TUTIPOBET® 10% e IPEAHA3HAYEH [UTsl IPUMEHEHHS MIIEKOTTHTAIOIIMM XHBOTHBIM.

15. Bpoiinepam, miemeHHON mTHIE, PEMOHTHOMY MOJIOAHSKY Kyp A0 16-HenenbHoro
BO3pacTa, yTKaM, rycsaM M HHAEHKAM, a TakKe nexoparuBHO# nrune I[UITPOBET® 10%



[IPHUMCHAIOT IIyTEM BbIIAWBAHMS C BOJOH B CyTouHON jo3e 0,5 M Ha 1 J1 MUTHEBOH BOABI B
TEUCHHUE 3 - 5 JIHEH; K CabMOHEIe3€e, CMEIIAHHbIX MHPEKIUSIX U TIPH XPOHHUIECKHX hopMax
3aboneBanuii 1 Myt Ha 1 J1 UTBEBOM BOIBI — HE MeHee 5 JHeit.

B nepuox nedenus nTuna 10mKHA HOMyYaTh TOJIBKO BOJY, COEPXKAIITYIO JTEKApCTBEHHBIH
npenapar. JIeyeOHbIH pacTBOp rOTOBAT €XKEIHEBHO B 00bEME, PaCCYMTAHHOM Ha IOTpeGIIeHHe
MITHLEH B TEYEHUE CYTOK.

16. I10609HBIX ABICHUN M OCIOKHEHUH Y TITHI IPH NPUMEHEHUH I_[I/IHPO‘BET® 10% B
COOTBETCTBHM C HACTOSIIECH MHCTPYKIMEH, Kak IpaBHiIO, He Habomaercs. IIpu moBBIMIEHHOM
UHJIMBHYaJIbHON 1yBCTBUTENBHOCTH NTHIBI K (PTOPXUHOIOHAM M HOSBICHUH OOOYHBIX ABJICHUH
[PHMEHCHHE JIEKAPCTBEHHOTO TIperapara MpeKpamaoT U Ha3HAYaloT JeCEHCUOMTU3UPYIONYIO U
CHMITTOMaTHYECKYIO TEPAIHIO.

17. Tlpu nepenosupoBKe JeKapCTBEHHOrO Iperapara MOXeT HaGNIONaThes OTKa3 OT
KOpMa, HapylIeHHe (yHKUMI XKeTyTOUHO-KHIIEeYHOIO TPAaKTa, CHHKCHHE IPUBECOB. B cilyyae
TIpOSABICHUS NEPCAO3UPOBKH TNPHMCHEHHE Mperapara CleyeT IPeKpaTHTh U IIPOBECTH
HEOOXOIMMYIO CHMITTOMATHYECKYIO TEPAITHIO.

18. He pomyckaercs mupumenenme LIUIIPOBET® 10% OJHOBPEMEHHO ¢
0aKTepHOCTATHIECKUMU aHTHOHOTHKAMH, BKJTI0YAs JICBOMUIETHH, MaKpOJIMBI, TETPALUKIIHHEIL, a
TaKKe ¢ TEOQHIUIMHOM, HECTEPOUITHBIMA [IPOTHBOBOCHATUTEFHBIMY CPEICTBAMH, npenapaTamu
MarHys U KaJIblus.

19. Ocobennocreit IeHCTBHSA JIEKAPCTBEHHOTO NIPENapaTa Py ero [IEPBOM IIPUMEHEHUHU U
OTMEHE HE BBISIBJIICHO.

20. Cnenyer u3berarh HapylIeHHH CXEMbI IPUMEHEHHUS JIEKapCTBEHHOIO IIpenapara, Tak
KaK 9TO MOKET NPHBECTH K CHMXKCHHIO TEPaNeBTHYECKOH s¢dexruBHOCTH. B ciiydae mpomycka
O4YEpEIHOH 03B IPUMEHEHHE NIperapaTa BO30GHOBIISIOT B TOM XKe 03€ | 110 TOH JKe CXeMe.

21. Y6oii nTHIBI Ha MSCO paspeliaeTcs He pamee, 4em gepes 12 cyTok mocsie mocieHero
[IPUMCHCHHS JCKAapCTBEHHOTO Tpemapara. MsCO NTHIl, BBIHYXIEHHO yOHTBIX IO HCTEUYCHHS
YKa3aHHOTO CPOKa, MOXKET OBITh HCI0JIL30BAHO B KOPM ITyIIIHBIM 3BEPSIM.

HaumenoBauwue u ajipec mpou3BoACTBEHHOIM 00O «AB3 C-Il», Poccus, 141305,
IUIOINA/IKH IPOU3BOUTENS JIEKAPCTBEHHOT'O Mockosckas obmacts, 1. Ceprues ITocas,
npenapara Jjist BETEpPUHAPHOTO IPUMEHEHHUS yi. Ilentpansuas, a. 1.

HaumenoBanwue, anpec opranusamuy, 000 «AB3 C-II», Poccus, 141305,
YTIOJTHOMOYEHHOM JepiKaTeIeM HilH Mockosckast obiacts, r. Ceprues ITocan,
BJIaJICJIBIIEM PErHCTPAIHOHHOIO yi. Llentpansuas, x. 1.

YAOCTOBEPEHHSI JICKAPCTBEHHOT'O TIperapara Ha
NPHHATHE NPETEH3UH OT TOTpebuTENIs

C coracosanueM HacToseH HMHCTPYKIMH —yTpaydBaeT CHJly MHCTPYKLHUS 10
npumerernio unposer®™ 10%, yTBepxkaenHas Poccensxosnamsopom 19 oxrabps 2015 roza.



