MHCTPYKIUA
II0 BETEPUHAPHOMY NIPHMEHEHHIO JIEKAPCTBEHHOTo TpernapaTa bpomkonua®-O

(opranumzanus-pazpaborunk: AO «Mocarporeny,
117545, r. Mocksa, npoesn JlopoxHsit 1-i, a. 1, ctp. 1, mom. IV 31. 1 koM 6)

Homep perucrpannonnoro ynocroepenus: 77-3-3.18-4099NelIBP-3-2.13/02901

I. OO01ue cBeneHus

1. ToproBoe HaMMEHOBaHWE JIEKAPCTBEHHOTO Tpemapata: bBpomkonua®-O
(Bromcolin-O).

MexnyHapoqHOe HENaTeHTOBaHHOE HAWMEHOBAHHWE JEWCTBYIOMIMX BEIECTB:
JTMHKOMMIIVH, KOJIUCTHUH, OPOMIEKCHH.

2. JlexapcTBeHHas (popMa: pacTBOP JUISl EPOPATIBHOTO IPUMEHEHHSI.

Bpomkomue®-O B 1 M1 B KauecTse JEHCTBYIOIIUX BEIIECTB CONEPXKUT
JUHKOMHIIMHA TUIPOXJIOpUJI (B mepecuyeTe Ha ocHoBaHue) — 100 Mr, KoauCTHHA
cynbdat — 200000 ME (Mex1yHapoJHbIE €IUHHILIBI), GPOMIEKCHHA THAPOXJIOPUL — 3
MI, @ B KayecTBe  BCIIOMOIaTeNIbHBIX  BEUIECTB:  IPOMMJIEHIJIMKOIIb,
TIOJTMBHHUJIITUPPOJIMIOH, HUIIATUH U BOJY OUYHIICHHYIO.

3. Ilo BHemHEMY BUAY Ipenapar HpeICTaBiseT co0Od MPO3PaYHyIO KHIKOCTh
CBETJIO-)KEJITOro 11BeTa. JlomycKkaeTcs jJerkas onajecieHIus.

Cpok TrogHOCTH JIEKapCTBEHHOIO IperapaTa MpH COOJIONEHHHM YCIOBHUM
XpaHeHHss — 2 rojga ¢ JaTkl IpPOHM3BOACTBA. [lociie BCKPBITHS KAHUCTPEI
HEHUCIIOJIb30BaHHbBIE OCTATKHU IIpernapara XpaHeHHIO He IOJJIexXar.

3anpemaercss npuMeHeHHe npenapata bpomxonua®-O 10 HCTeueHHH Cpoka
TOJHOCTH.

-, BpOMKOHI/IH®-O BbIycKatoT pacdacoBaHHbiM 1o 0,5 n m 1 1 B
MOJUITUIICHOBBIE ~ KAHUCTPLl COOTBETCTBYIOIEH BMECTUMOCTH, YKYIOPEHHBIE
pe3b00BBIMHU TJIACTMACCOBBIMH KPBIIIKAMH C KOJIBLOM KOHTPOJIS IIEPBOTO BCKPHITHSL.
Kaxmyro moTpebuTenbckyro ynakoBKy CHaOXarOT HHCTPYKIMEH 110 TIPHMEHEHHUIO.



5. XpaHAT JIEKapCTBEHHEIN MpENapaT B 3aKPHITOH yINaKoBKe IPOM3BOIATENS B
SAlIMIICHHOM OT MNPAMBIX COJHEYHBIX JIydyed MeCTe, OTHENBHO OT IPOLYKTOB
IMATaHUS M KOPMOB, I1pH Temmneparype ot 5 °C no 25 °C.

6. BpomkonH®-0 ClIeyeT XpaHUTh B HEAOCTYITHOM JUIS JieTeil MecTe.

7. Hencrnonb3oBaHHbIH  JIeKapCTBEHHBIH  IIpemapar YTHIM3UPYIOT B
COOTBETCTBHH C TPeOOBaHUSIMU 3aKOHOIATENHCTBA.

8. Bpomkomua®-O OTIycKaeTcsi 6e3 peLenTa BeTepUHapHOTro Bpaya.

II. DapMaKoIOorHYecKue CBOMCTBA

9. Bpomkomue®-O  orHOCHTCE K (apmaxorepaneprudeckoif  rpymme
JIMHKO3aMHU Bl B KOMOMHAIHAX.

10. JIunkoMMIIMH BXOIAIIMII B COCTAaB MpeNapara, aKTHBEH B OTHONICHHH
TPaMITOJIOKUTENIBHEIX H IPaMOTPULIATEIBHEIX MUKPOOPTaHU3MOB CJIEAYIOINUX BH/IOB:
Escherichia coli, Haemophilus spp., Klebsiella spp., Pasteurella spp., Pseudomonas
aeruginosa, Proteus vulgaris, Bordetella spp., Brucella spp., Chlamydia spp.,
Enterobacter spp., Campylobacter spp., Erysipelothris spp., Corynebacterium spp.,
Staphylococcus spp., Streptococcus spp., Actinobacillus spp., Clostridium spp.,
Bacteroides spp., Fusobacterium spp., a Takxxe Mycoplasma spp.

KomucTiH — fefiCTBYyeT NpPOTMB rpaMOTPULATENHHBIX MHKPOOPTAHU3MOB:
Escherichia coli, Klebsiella spp., Enterobacter spp., Salmonella spp., Shigella spp-,
Haemophilus spp., Brucella spp., Pseudomonas aeruginosa, Bacteroides spp-»
Pasteurella spp. OGumanaer GaxrepunuaHeiM 3¢¢exToM. B omuHaKoBoOi cremeHn
aKTHBEH, KaK B OTHOIICHHHM pPa3sMHOXAIOMIMXCA KJIETOK, TaK M HAaXOIAIIHXCS B
COCTOSHMH TI0KOs. IIprnoGperenHas 6GaxTephanbHAas PE3HCTEHTHOCTh Pa3BHBAETCS
OYEHb MEJUICHHO.

Komucrun, cBssbiBasch ¢ QoconunuaaMu NUTOIIA3MATHIECKOH MeMOpaHEI
GakTepHaNbHOH KIIETKH, YCHJIMBAET €€ NMPOHMLAEMOCTB, YTO BENET K JNECTPYKLIHH
KJIETKH. BBHIBOIUTCS NIPEHMYILECTBEHHO C (heKaTUIMH.

BpomrekciH — OkasbiBaeT = MyKONHTHYeCKOe  (CEKDETONHTHYECKOE) |
OTXapKuBawllee neicTtBue. MexaHu3M AeHCTBHSA obycioBiieH AemoIMMepH3aLHeit
MYKOIIDOTEHHOB M MYKOCaXapHIOB, B pe3yJbTaTe 4Yero yYMEHBIIAeTCA BI3KOCTE
OpOHXMANBHOTO CeKpeTa M O6JIerJaeTcs OTXOXIEHHE MOKpOTEI. BpoMmrekcun He
o0najaeT NPOTEONUTUYECKUM JEeHCTBHEM, BCIEACTBHE 4Yero He HOBpEXIaeTCs
CIU3UCTass OpOHXOB. BpOMreKCHH NpOHHKaeT depes reMaTOSHUEDATHYECKHH W
IUTalleHTapHEIH 6apeep. DKCKpETUPYeETCs MOYKAMU.

Ilpemapar 0COGEHHO aKTHBEH TPOTHB CHHETHOMHOM MAJOYKH U 1119’
centuueMud. Ilepen mnpuMeHeHHMEM ClegyeT INPOBEPUTh YYBCTBHTENSHOCTD
Bo30yuTeNEH K THHKOMULIUHY U KOJHCTHHY.

IIpemapaT MaOTOKCHYEH IS TEIIOKPOBHEIX XHUBOTHEIX. B peKoMeHIOBaHHBIX
A033X HE OKa3BIBACT MECTHO-PA3IPaXarOLIEr0 U CeHCHOUIN3UPYIOLIETo AEHCTBHS.



Bpomkomuu®-O 10 CTeleHU BO3AeHcTRUS Ha OpPraHHU3M OTHOCHTCS K YMEPEHHO
OmacHbEIM BewlecTBaM (3 kiacc onacHoctr o OCT 12.1.007-76).

III. Ilopsinok npuMeHeHHs

11. Bpomkomuu®-O HasHayaroT nopocsTaM, UBILIATaM-OpoiinepaM, Kypam-
HeCYIIKaM U PEMOHTHOMY MOJIOAHSAKY Kyp IIPH KEJTyAOYHO-KMILEYHbIX HHMEKIHIX,
BeI3BAaHHEIX: Escherichia coli, Pseudomonas aeruginosa, Haemophilus spp.,
Salmonella spp., Pasteurella ssp., Staphylococcus spp. u Streptococcus Spp-,
Enterobacter spp., a TakKe NpH peCHHpaTOPHBIX 3aGONEBAHMSX BHI3BAHHBIX
TPaMIIOJIOXUTENBHBIME GakTepusamu: Staphylococcus spp., Streptococcus spp. (B T.4.
Streptococcus  pneumoniae), Corynebacterium diphtheriae (3a  uckOYeHHEM
Enterococcus faecalis); anaspo6ubiMu criopoo6pasyromumu 6axrepusmu Clostridium
SPp., a TaKXke rpaMOTPHLIATeIbHBIMU aHadpoOHEIMH GakTepusamu Bacteroides spp.

12. IlpoTrBonoKa3aHueM K NPHMEHEHHIO JIEKAPCTBEHHOTO IIpenapaTa ABILeTcs
TSDKENas  IOY€YHas  HENOCTAaTOYHOCTh M WHAWBHAYyaIbHAas  IOBBINIEHHAS
IyBCTBUTEJIBHOCTH XXMBOTHBIX K KOMIIOHEHTaM IIperapara.

13. TIpu paGote ¢ mpemnapatom Bpomkomuu®-O ciexyer cobmopars obmme
NpaBuiia TUIHON MMTHEeHBl ¥ TEXHUKH 6€30I1aCHOCTH, IIPeayCMOTPEHHBIE TIPH paGoTe
C JIEKapCTBEHHBIMH IpenaparamMi. Bo BpeMs paGoThI ¢ JIeKapCTBEHHBIM IIPENapaToM
3anpemaercs NMUTh, KypuTh M NpuUHMMaTh mumly. ITo okoHuaHwu paGoTHl pykm
CIIeyeT BEIMBITH TEIJION BOJOH C MBLIOM.

Ilyctble KaHHCTpBI HW3-MOA  JIEKAPCTBEHHOIO MpenapaTa  3alpelaeTcs
HCIIONB30BaTh IS OBITOBBIX uenedl, OHM NOJIeKAT YTHIH3AUMH C OBITOBBHIMH
OTXOJaMH.

Ilpy ciayuaHlHOM KOHTaKTe JIGKADCTBEHHOTO TMpelapaTa ¢ KOXeH MM
CITU3UCTBIMA 00OJIOYKaMH IJIa3a, HX HEOOXOAUMO HPOMBITh GONBLIMM KOJMYECTBOM
BONLL. B ciiyyae BO3HMKHOBEHHs allIEPrHYECKUX peakUuil WIHM TpH CIydaiiHOM
NONafiaHAH JIEKAPCTBEHHOTO MpeNnapara B OPraHu3M YelloBeKa CIeAyeT HEMEIJIEHHO
OOpaTHTBCS B MEIUIMHCKOE ydpexaeHue (mpu cefe HMETh HMHCTPYKLHMIO IO
IPUMEHEHHMIO NpenapaTa WIH STHKETKY).

14. Bpomkomua®-O 3alnpemaercss MPUMEHATh GEpeMEHHBIM U JIAKTHPYIOLIMM
XHMBOTHBIM.

15. JlekapcTBeHHEIH MpenapaT MPUMEHSIOT NepOPATBHO B CIEAYIONIUX N03aX:

- IOPOCATaM MacCod 1O 3 KI - HHAMBHIYaJbHO IO 1 MJI IpenapaTa OfHH pa3 B
JEHb B TeYeHHE 5 THEH;

- TIOpOCATaM Maccoif OT 3 10 5 Kr - MHAMBHAYaIbHO 1O 1 MJI mpemapata
JIBaXIbI B IEHb B TCUEHHE 3 JHENH;

- LbIUIATaM-6poiinepaM, KypaM-HECYyIIKaM M DEMOHTHOMY MOJOIHSKY Kyp
IPYIIIOBEIM CIOCOOOM B fo3e 1 MII Ha 2 TUTpa IUTHEBOl BOXHI B Te4eHUe 3-5 aHel.



B mepuox nedenus nTuma JOMDKHA IOJyYaTh TOJBKO BOZLY, COZEPIKALIY IO
penapar.

16.Tlpu npumenennn Bpomkomuu®-O B  COOTBETCTBHH C HaCTosLIEeN
MHCTPYKLHEH TOOOYHBIX SBIEHUH U OCIOKHEHUH, KaK MpaBUIIO, He HabogaeTcs. B
Clydac  MOSBICHMA  AJUICPrUYECKHX  peakuui  MCHOJIb30BaHME  IIperapara
NPEKpalialoT W  Ha3sHAYalT JKUBOTHOMY aAHTUTHCTAMHHHBIC [pENapaTtsl U
CHMIITOMATHYECKYIO TEPAITHIO.

17. CumnTome! nepe103MpOBKH JICKApCTBEHHOTO Mpenapara He BBISBICHEL

18. He nomyckaercs oqHOBpeMeHHOe IipuMeHeHue npemnapara bpomkomua®-O ¢
AMMHOITIUKO3UAAMHU (T€HTaMHUILMH, HEOMHMIMH), & TaKXK€ C MHOPEIaKCAaHTAMU M
aHeCTeTUKaMH (yrpo3a pa3BUTH apajiiya JBIXaTeIbHBIX MBIIIILY).

19. OcobeHHOCTe! JNEHCTBHS JIEKapCTBEHHOIO Ipenaparta NpH ero IIepBOM
IIPUMEHEHHH U OTMEHE He YCTaHOBJIEHO.

20. Cnenyer wm3beraTh NpOIycKa O4YepEeHON 03Bl Mperapara, TaKk KakK 3TO
MOXET NPHBECTH K CHIKCHHIO TepaneBTU4ecKoil sddexruBnoctu. B cioyuae
IIPOIlyCKa  OJHOM  103bl  Kypc JIeYeHHs HeOOXOAMMO BO30OHOBHUTH B
IpelyCMOTPEHHOM 103€ U CXeMe IIPUMEHEHMS.

21. Y0oi1 )XMBOTHBIX Ha MACO pa3pellaeTcsi He paHee, 4eM depe3 3 MHS MOCe
IIOCNE/IHETO TIPUMEHEHHMs JIeKapCTBEHHOro mpemapata Bpomkomuu®-O. Msco
KUBOTHBIX, BBIHY)XZICHHO YOHUTBIX IO MCTE€YEHHUS yKa3aHHOTO CPOKa, MOXET OBITh
HCII0JIb30BAHO JIsl KOPMJICHHUS [Ty IHBIX 3BEPEH MOCIIe TepMUUECKOM 00paboTKy.

Sliito Kyp-Hecyniek MOKeT OBITh HCIIOJB30BAaHO B IMHILY 4Yepe3 3 CyTOK IOCIe
NIOCNIEHEr0 IPUMEHEHHMS JIEKApCTBEHHOTO IIperapara.

HanmeHoBaHue u ampec mpou3BOACTBEHHON AO «Mocarporen»
IUTOIIaIKK ITPOM3BOIUTEINS JIEKAPCTBEHHOIO Poccuiickas @eneparus, 117545,
npernapara Jijisi BET€pUHAPHOTO MPUMEHEHHS. r. Mockaa,

1-b1#1 JloposxHBIH Tipoe3n, a. 1.

HanmenoBanwue, azpec OpraHu3aluu, AO «Mocarporen»
YIIOJTHOMOYEHHOH nepxareyiemM 158051 Poccuiickas ®@enepanus, 117545,
BJIAJICNIbLIEM PErUCTPaLMOHHOTO r. Mocksa, npoe3n J{oposxHBIi
YIOCTOBEPEHHUS JIEKapCTBEHHOI'O Iperapara 1-p111, 1.1, ctp. 1, mom. IV 31, 1
Ha TIPUHSATHE IIPETEH3UN OT MOTPEOUTEIIS. KOM 6.

T/ (495) 744-06-45.

T M.A. KazakoBa
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