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NMHCTPYKLIMA

110 BETEPHHAPHOMY NIPHMEHEHHIO JieKapcTBeHHOro npenapara bpomkomuu®-O

(opranmzarnusi-pazpaborunk: AO «Mocarporen»,
117545, r. MockBa, BH.Tep.T. MyHHUIHNATbHBINA okpyT UepTanoBo LlenTpanbHoe,
npoe3n 1-it JlopoxxHsIi, 1. 1)

Homep peructparnonsoro yaoctosepenus: 77-3-3.18-4099NelIBP-3-2.13/02901

L. OO6urue cBeeHus

1. ToproBoe HaMMeHOBAaHME JIEKApCTBEHHOTO mpemnapara: bpomkomua®-O
(Bromcolin-O).

MexayHapoaHOe HeNaTeHTOBAaHHOE HaMMEHOBaHUE JEUCTBYIOIIMX BEIIECTB:
JIUHKOMUIIKUH, KOJIUCTUH, OPOMT'€KCHH.

2. JlexapcTBeHHast (hopMa: pacTBOp AJIsI preMa BHYTPb.

BpomMkomue®-O B | MO B KauecTBe JEHCTBYIOIIMX BEIIECTB COJICPIKHUT
JMHKOMHUIIMHA TUApPOXJIOpHI (B IepecyeTe Ha ocHoBaHue) - 100 mr, KoJMCTHHA
cynsdar - 200 000 ME (MexmayHapoaHbIe €IUHUIBI), OpPOMIeKCHHA TMAPOXJIOPH] -
3 Mr, a B KadecTBE BCIIOMOTaTEeJbHBIX BEIIECTB: IIPONMUJIEHIIUKOJIb,
MOJIMBUHUWIIIUPPOIUIOH, HAIIATMH U BOJly OUYMIIEHHYIO.

3. Ilo BHemHeMy BHAYy Ipemnapar MHpecTaBiseT coO0i MpOo3pavyHylO >KUIKOCTh
CBETJIO-KeJTOoro 1Bera. Jlomyckaercs onajaecueHIus.

Cpok TOZHOCTH JIEKapCTBEHHOTO IIperapara IIpH COOJIIOJAEHUM YCIIOBUN
XpaHeHHs - 2 TOja C JarThl TIPOM3BOACTBA. llocie BCKPBITUS KAHHUCTPBI
HEUCTOJIb30BaHHbIE OCTATKH Iperapara XpaHeHHIO He MOJIexar.

3anpemaercss npuMeHeHHe npenapata bpomkonua®-O MO HMCTEYEeHHH CpOKa
T'OJTHOCTH.

4. bpomxonua®-O BBITyCKaOT pachacoBaHHBEIM 1O 1 J1 B IOJMITUIEHOBBIE
KaHUCTPBI, YKyIOpPEHHbIE pPe3bOOBBIMU ILJIACTMACCOBBIMHM KpPBIIIKAMU C KOJIBLIOM
KOHTPOJISI TEPBOro BCKPBHITHA. KaXaylo NMOTpeOUTENHCKYIO YMAKOBKY CHaOXaroT
UHCTPYKLHEH 110 TPUMEHEHHUIO.



5. XpaHsT JeKapcTBEHHBIN IpenapaT B 3aKpbITOM YIAaKOBKE MPOU3BOAMTEIS B
3aIUIIEHHOM OT TIPSMBIX COJHEYHBIX Jy4ed MecTe, OTAEIbHO OT IPOAYKTOB
NUTaHKus ¥ KOpMOB ipu Temmepatype ot 5 °C o 25 °C.

6. bpomkonua®-O ciieryeT XpaHUTh B HEJOCTYITHOM JIJIsl JIETEH MECTe.

7. Heucnionp30BaHHBIA ~ JIGKAPCTBEHHBIM  Ipenapar  YTWIM3UPYIOT B
COOTBETCTBUH C TPeOOBAaHUAMU 3aKOHOJATEILCTBA.

8. Bpomkonuu®-O oTIycKaeTcs 1Mo pelenTy BeTepHHApHOTO Bpaya.

II. dapmaKoJIOrmieckue CBOMCTBa

9. BpomMkonua®-O  oTHocuTCs K (hapMaKoTepalneBTHYECKOW  Ipyrimne
JTUHKO3aMHU bl B KOMOUHAIUSX.

10. JInakoMuULIMH, onmlmnﬁ B COCTaB IpernapaTra, aKTUBEH B OTHOIICHHUHU
IPAMIIOJNIOXKUTENBHBIX W HEKOTOPBIX TI'PaMOTPUIATENBHBIX MHKPOOPTraHU3MOB
cnemyromux BHIOB: Staphylococcus spp., Streptococcus spp., Bordetella spp.,
Brucella spp., Chlamydia spp., Campylobacter spp., Erysipelothris spp., Clostridium
spp., Bacteroides spp., Fusobacterium spp., a Taioke Mycoplasma spp.

KonuctuH [eiicTByeT Ha rpamMoTpHiarelbHble MUKpoopraHusMmbl: Escherichia
coli, Klebsiella spp., Enterobacter spp., Salmonella spp., Shigella spp., Brucella spp.,
Pseudomonas aeruginosa, Pasteurella spp. O6sanaer 6akrepurunaeM 3¢ dexrom. B
OJIMHAKOBOM CTEIeHM aKTHBEH, KaK B OTHOIICHUM Pa3MHOXKAIOIIKUXCS KIIETOK, TaK U
HaAXOMSIIMUXCA B COCTOSIHUM T0Kos1. [IpuoOpereHHas OakrepralibHas pe3uCTEeHTHOCTh
pa3BUBAETCS MEJICHHO.

KonucTuH, cBA3BIBasCh ¢ (OCHONUNHUIAMH [UTOILIA3MATUYECKONH MeMOpaHbI
OaKkTepuabHON KJIETKH, YCHUIIUBAeT ee IPOHHUIAEMOCThb, YTO BEAET K JNECTPYKIHU
KJIETKH. BBIBOAUTCS PEUMYIIIECTBEHHO C (DeKaTUSIMH.

BpOMIeKCMH  OKa3blBaeT  MYKOJHTHYECKOe  (CEKPETONMTHYECKOe) |
OTXapKUBaKoIee JeicTBUe. MexaHu3M JeWCTBUsS 00YyCIOBJIEH JENoNUMepHU3alnen
MYKOIIPOTEMHOB M MYyKOCaxapuJOB, B Ppe3yJbTaTe Yero yMEHbBINAETCS BI3KOCThH
OpPOHXHAJIBHOIO CEeKpeTa W 00JierdaeTcsi OTXOXJEHHE MOKpOTHI. bpoMrekcuH He
obaaeT MPOTEOSUTHYECKHM JEeWCTBHEM, BCIEACTBHE YEro HeE IIOBPEXAaeTcs
cnu3KcTas OPOHXOB. BpOMreKCMH NpOHHKaeT dYepe3 TIeMaTOdHLEe(panuYecKuil u
IUTalleHTapHEIH 6apbep. DKCKPEeTUPYETCs MOYKAMH.

[lepen MpUMEHEHUEM CIIEyEeT MPOBEPUTH YyBCTBUTEIBHOCTH BO30YIHUTENEH K
JTMHKOMMIIMHY ¥ KOJUCTHHY.

[IpemapaT MaJOTOKCHYEH JJIsl TEIUIOKPOBHBIX KUBOTHBIX. B pekOMeHI0BaHHBIX
7103aX HE OKa3bIBa€T MECTHO-PA3IPaXKAIOIIEr0 ¥ CEHCUOUIU3UPYIOLIETO JEHCTBHUS.

Bpomkonua®-O 1o cTeneHd BO3JEHCTBHS Ha OPraHU3M OTHOCHTCS K YMEPEHHO
omnacHsIM BelecTsaM (3 kinace omacHoctd o 'OCT 12.1.007).



III. [Topsimok npuMeHeHust

11. bpomkonmuu®-O  HasHawaroT  mopocATaM,  UBIIUITAM-Opoinepam |
PEMOHTHOMY MOJIOAHSAKY Kyp MPHU JKEITyI0YHO-KHIIEYHBIX UHPEKIUAX, BbI3BAHHBIX:
Escherichia coli, Pseudomonas aeruginosa, Haemophilus spp., Salmonella spp.,
Pasteurella spp., Staphylococcus spp. u Streptococcus spp., Enterobacter spp., a
TaK)Xe IIPH PECHUPATOPHBIX 3a00JIEBaHUSX BBI3BAHHBIX TI'PaMIIOJIOKHUTEIBHBIMU
Oaktepusimu: Staphylococcus spp., Streptococcus spp. (B T.4. Streptococcus
pneumoniae), Corynebacterium diphtheriae (3a wuckmouenueM Enterococcus
faecalis); aHa’spoOHBIME criopooOpazyronmu O6akTepusimu Clostridium spp., a Takxe
rpaMOTpHUIaTeIbHBIME aHadpOOHBIME OakTepusiMu Bacteroides spp.

12. TlpoTrBOMOKa3aHUeM K NMPUMEHEHHUIO JIEKAPCTBEHHOI'O IIpernapara sBJseTcs
TSDKeNash  ToYedyHas  HeJIOCTAaTOYHOCTh M HMHJMBHAyalbHas  IOBBILIEHHAas
YyBCTBUTEIHHOCTD )XHBOTHBIX K KOMIIOHEHTaM Ipenapara. 3anpeinaercs IpuMeHsTh
KypaMm-HeCyIlIKaM, siilia KOTOPBIX HCIOJIB3YIOT B MUIIEBBIX LENAX, U PEMOHTHOMY
MOJIOJIHSIKY Kyp MEHee, 4YeM 3a 2 HeJleJIu A0 Havyaja sSHLIeKIaIKy.

13. Ilpu pabore ¢ mpenapaToMm cieayeTr coOmofaTh oOLIue NpaBuila JTUYHOU
TMTMEHBl W TEXHUKH 0e30MacHOCTH, MPeIyCMOTpEeHHble IIpU pabore ¢
JIEKapCTBEHHBIMHU TIperapataMu. Bo BpeMsi pabOThI ¢ JIEeKapCTBEHHBIM IpenapaToM
3afpenaeTcs MUTh, KypUTh W TPUHMMATh Nuily. 110 okoHUaHUHM pPabOTBI PyKH
CJIelyeT BBIMBITH TEIJIOW BOJOM C MBLIOM.

[IycThie KaHHCTPBI HM3-TOJ JIEKAPCTBEHHOIO IIperapara  3alperiaercs
UCIIOJIB30BaTh JJIsi OBITOBBIX II€JeH, OHHM TOIJIEKAT yTHIH3AlUU C OBITOBBIMU
OTXOJIaMH.

[Ipu ciny4aiiHOM KOHTaKTe JIeKapCTBEHHOIO Ipernapara ¢ KOXed WIH
CJIM3UCTBHIMU O0OJIOUKAMH TIJIa3a, UX HEOOXOJUMO MPOMBITH OOJBIIMM KOJIUYECTBOM
BOAbl. B cilydae BO3HMKHOBEHHS a/UIEPrUYECKHX peakUUid WU IpH CIy4aiHOM
NOTa/IaHUH JIEKAPCTBEHHOT'O Iperapara B OpraHu3M 4YesloBeKa CllefyeT HEMEUIEHHO
oOpaTuTbCs B MEAMIMHCKOE yupexaeHue (mpu cebe HUMETb HHCTPYKIUIO I10
IIPUMEHEHUIO NIpenapara Uiy 3TUKETKY ).

14. Bpomkonmua®-O 3anpemiaercs NPUMEHATh OEPEMEHHBIM M JIAKTHPYIOLIAM
YKUBOTHBIM.
15. JlekapcTBeHHBIH Npenapar NPUMEHSIIOT IIEPOPATIBHO B CIEIYIOIIMX 103aX:

- MOpOCATaM MAaccoi 10 3 Kr - HHAMBUAYAIBHO IO | MJI mpenapaTta OQuH pa3 B
JIeHb B TeUYECHHUE S5 THEM;

- TopocstaM Maccoit oT 3 10 5 Kr - MHAMBHAYyaJbHO IO | M Ipemapara
JBXBI B IEHb B TeYeHUE 3 THEH;

- UBIUIATAM-0poiiiepaM U PeMOHTHOMY MOJIOJIHSKY Kyp IPYTNIIOBBIM CIIOCOOOM
B 103€e 1 mu1 Ha 2 uTpa MUTHEBOM BOJABI B T€U€HHUE 3-5 THEH.



B nepuoa JICUCHHUs IITHIA OOJDKHa II0JIydaTb TOJIBKO BOAY, COACPIXKAIILYyrO

npernapar.

16. [lpu npumenenun Bpomkonun®-O

COOTBETCTBHUH C HaCTOHH_[eﬁ

UHCTPYKIMEH TOOOYHBIX SIBIICHUIN U OCJIIOXKHEHMH, KaK MpaBmiio, He Habmonaercs. B

clyyae  TIOSBJIEHUS  aJUIEPrUYecKuX  peakuui
IpeKpamalT W Ha3HaA4yaloT > KUBOTHOMY

CUMIITOMAaTHYCCKYIO TCPAIIrIO.

HCIIOJIB30BaHUE Impemnapara

AHTUT'MCTAMHUHHBIC IIp€riaparbl H

17. CuMOTOMBI IEPEAO3UPOBKH JICKAPCTBEHHOI'O ITpErapaTa HE BbISIBJIEHBI.

18. He momyckaeTcsi ofHOBpeMeHHOe TIpUMeHeHHe npenapata BpomMkonun®-O ¢

aMHUHOITIMKO3UJaMH (TeHTaMHIIMH, HEOMHIHH), a TaKKe C MHOpellakCaHTaMu |
aHecTeTUKaMH (Yrpo3a pa3BUTHUS Napajnya AbIXaTeIbHBIX MBIIIII).
19. OcobenHocTeit melCTBHUS JIEKAPCTBEHHOTO TIperapaTa IpU €ro IMepBOM

IIPUMEHCHHUH U OTMEHE HC YCTAHOBJICHO.

20. Cnenyer um3berath NpoIycKa OYepedHON NO3bl Ipemapara, TakK Kak 3TO
MOXET IIPUBECTM K CHIDKEHHMIO TepaneBThUueckod s¢dexktuBHOCTH. B ciryuae

NpoIMycKa OJHOHW  JO3bI KypC JIeYEeHHs
IpeIyCMOTPEHHOM 103€ U cXeMe MPUMEHEHHS.

HEOOXOAMMO  BO300HOBHTH B

21. Y6oii *HMBOTHBIX Ha MSICO paspeliaeTcs He paHee, 4YeM uepe3 3 JHS IMOCIe

IIOCIICTHETO NPpUMECHECHU S JICKAapCTBEHHOI'O

npernapara. Msco  XKHUBOTHBIX,

BBIHY/IEHHO YOUTBIX 10 UCTEYEHHUsI YKa3aHHOTO CPOKa, MOXET OBITh MCIIOJIE30BAaHO
JUIsl KOPMJIEHUS ITyIIIHBIX 3Bepel mociie TepMuieckor 00paboTku.

HavMeHoBaHMe M ajpec MPOM3BOACTBEHHOM
IUIOLIAZKKA TPOU3BOJIUTENS JIEKAPCTBEHHOTO
npernapara Jyisi BETepUHAPHOI'O MPUMEHEHUSI.

HaI/IMeHOBaHI/Ie, ajpec OpraHusaluu,
yHOHHOMOHEHHOﬁ Ac€pxKareiiemM 501051
BJIaCJIbIIEM pPETUCTPAalMOHHOTO

yIAOCTOBEPEHHS JIEKapCTBEHHOT'O Iperapara
Ha [IPUHATHE MPETEH3UN OT NOTPeOUTEIS.

I'eHepanibHBII AUPEKTOP
AO «Mocarporen»

AO «Mocarporen»

Poccutickas ®enepanus, 117545,
r. MockBa,

1-p1i1 JlopoxHBI# ITpoe3n, 1. 1.

AO «Mocarporesn»

Poccutickas ®enepanus, 117545,
r. Mockaa,

BH.TEp.T. MyHHIMIIATbHBINA OKPYT
Yepranoso LlenrpansHoe,
npoesn 1-i Jlopoxnsii, a. 1.

T/¢ (495) 744-06-45.

‘: A.B. MapueHKkoB



