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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O IIPEITAPATA

1. HAMMEHOBAHME JJEKAPCTBEHHOI'O ITIPEITAPATA
CYJIb®ALINJI-BEJIME/, 200 Mr/mn, Kariu rjia3Hsle.
2. KAUECTBEHHBIN 1 KOJIMYECTBEHHBIN COCTAB

| M1 npenapata COHEPXHT Oelcmeyiowee 8eujecmgo cynbbaueramMun HaTpus (cyabdauun
Hatpus) — 200 mr.

o U
[TonHBIN CMTUCOK BCIIOMOTATENBHBIX BEIIECTB CM. B paszerne 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kannu rnasueie.
[Tpo3pauHbIil ciierka xeaToBaTOro LBETa pacTBOP.

4. KIMHUYECKHUE JAHHBIE

4.1 ITokazaHus K NPUMEHEHHIO

B cocTaBe KOMITJIEKCHOH Tepanuu.

NHdekuoHHO-BOCTANTUTENbHBIE 3a00/IeBaHMsl TJla3 Yy B3POCIHBIX W HETEH, BBI3BAHHBIE
YyyBCTBUTEIbHBIMU K Mpenapary 0akTepUsMHU:

® KOHBIOHKTUBUTHI,

e GnedapuTsl, '

® THOIHBIE A3Bbl POrOBULIBI,

® roHOpelHbIE 3a00/IEBaHMUS TJ1a3.

He pexkomeHnyeTcs NpUMEHSTh Cyib(aneTaMus HaTpus NpU BHUPYCHOH MM TIpUOKOBOH
uHpekuun rias. OH UCNoaB3yeTCs TONBKO IUIsA IeYeHHUs HH(MEKLUH, BEI3BAaHHBIX 0aKTEPUAMHU.

4.2 Pe:xuM 103MPOBAHUSA M CMOCO0 MPUMEHEHHUs!
PexxuM n03upoBaHus
Jlns nedeHus: KOHBIOHKTHBHTA y B3POCIHBIX M JETEH 3aKanbIBalOT B KOHBbIOHKTHUBAJIBHBIH MELIOK
Kax<aple 2-3 yaca 1o 1-2 Karjiu pacTBopa, B nocjieaywomue 3-4 qus — 5-6 pa3 B CyTKH.
Jlns neuenus GnedapuTa y B3pOC/IBIX M J€Tell YacTOTa MHCTU/LIALMI B NEPBBIE THH COCTABIAET
1o 6-8 paz u ymeHbuaercsi 10 3-4 pa3 B I€Hb M0 MEpPE YJIy4IIEHUs COCTOSIHUSA, MIUTEIBHOCTh
ne4eHus — 3-5 IHEN.
Jlns neveHus THOMHOM S13Bbl POTOBHLIBI B COCTaBE KOMIUIEKCHOW TEPANUHU B BUAE MHCTUIIALMNA —
5-6 pa3 B I€Hb B TeYEHHUE 5-7 OHEM.
[Ipu JseyeHUM TOHOPEHHBIX M XJIAMUOWMHHBIX 3a00N€BaHUN Tja3 y B3pOCIHBIX B COCTaBe
KOMIUIEKCHOM Tepanuu — mo [-2 kanau 5-6 pa3 B neHb B TeueHue 4-6 Henens. [lpu
MOJIOKUTENBHOW OWHAMMKE Ha (OHE TNPOBOAMMOIO JIEYEHHUS] YHUCIO MHCTHIUIALMH Karesb
YMEHBIIAIOT B KXY MOCIEAYIOLLYI0 HEACTIO.

emu
BesonacHOCTb ¥ 3G PEKTUBHOCTH MPUMEHEHHUS IETSIM B BO3pacTe 10 2 MECSILIEB HE YCTAaHOBJIEHBI.
Crnoco6 npuMeHeHus
Tonbko 11s MECTHOTO 0D TATBMOJIOTHYECKOTO IPUMEHEHHS.

4.3 IlporuBonoka3aHus

L4 T'ANEpYyYBCTBUTEIIBHOCTD K HeﬁCTBleHleMy BEIIECTBY WUJIHA K H}060My M3 BCIIOMOTaTECIIbHBIX
BECLIECTB, NEPCUYHUCIICHHBIX B pa3iciie 6.1.



4.4 Ocobble yKa3aHHsi U Mepbl MPeJ0CTOPOKHOCTH NPH NMPHUMEHEHUM.

Tonbko 11 MecTHOro npuMeHeHus. Henb3s BBOAWTh HHBEKLIMOHHO.

Pelk0 OTMEYanuch JeTalbHBlE CIyYad BCIEJICTBME BO3HHKHOBEHHS TSKENBIX DeEaKiui Ha
cynbdanunaMuabl, BiIouas cuHapoM CruBeHca-JKOHCOHA, TOKCHYECKHH 3MUIEPMATbHBINA
HeKpOJIN3, QyIbMHUHAHTHbIH renaTtoHeKpo3, arpaHyIOLMTO3, aMIaCTHIECKYI0 aHEMUIO U IpyTHe
MaToJIOrMYeCKUe U3MEHEHUs CUCTEMBI KPOBH.

CeHcubuimzaums K cyibdaHuIaMHIaM MOXET MNPOABUTLCS MPH TMOBTOPHOM MMPUMEHEHUH
HE3aBUCHMO OT MyTH BBeAeHHs. OTMeyanach CeHCHOMIM3ALMA K cynb(aHuiamMuaam y JIroaeu, B
aHaMHe3¢ KOTOPBIX ~OTCYTCTBOBaJa TMIEpYYBCTBUTENBHOCT K cCylbhanunamunam. Ilpu
MOSIBJICHUHM MEPBBIX MPHU3HAKOB MMIEPUYBCTBUTENBHOCTH, CHIMA Ha KOXKE WM IPYTHX CEPbE3HBIX
HeXeJaTeIbHBIX Peaklnil MPUMEHEHUE JIEKapCTBEHHOr0 Mpemnapara cjieayeT MpeKpaTUThb.
[TauMeHTsl ¢ MOBBIIIEHHONH YyBCTBUTEJIBHOCTBIO K (ypoCceMHIy, THasHMIHBIM AWYpPETHKaM
(ruppoxJyiopTHasun), np'omBonHmM cynb(GOHUIMOUEBHHB! (TIHOEHKIaMHUA) MIIM MHTMOUTOpaM
kap6oaHruapassl (1uakap6) MOIYT HMETh MOBBIIIEHHYIO YyBCTBUTEIBHOCTD K Cy/b(anniy.
Bo3MOXeH Ype3MEpHBI pOCT MHMKPOOPraHM3MOB, HEYYBCTBUTENBHBIX K Cyjb(aleramuuy, a
TakKxe rpuOKoBOH (IIopHI.

AHTHOaKkTepuanbHas aKTHMBHOCTb JIEKAPCTBEHHOTO [pernapara CHHXAeTCid B NPUCYTCTBHH
BBICOKMX KOHLEHTpALMi MapaaMMHOOEH30MHOM KMCIIOTBI MPU HATMYUU OOJBLIOTO KOJUYECTBA
THOMHOTO OTAENSIEMOTO.

Heo6xonnMmo mpekpaTUTh Tepamnuio B cilydae MOSIBICHHS CHUMITOMOB a/UIEPrHHM, a TaKXe MpH
yCHJIeHHH 00NM U IPYruX MPU3HAKOB WHGEKUMOHHO-BOCIAIUTEIBHOIO MPOLECCa, YBETHUYEHHH
KOJINYeCTBA THOMHOTO OTAENSAEMOTO.

4.5 B3aumoneicTBHe ¢ APYrMMH JIEKAPCTBEHHBIMH IpenapatamMd M Jpyrue BHIbI
B3aMMO/1eHCTBHS

Tlpu COBMECTHOM NPUMEHEHWH C HOBOKAWHOM, IMKAHHOM, aHECTE3HHOM 6axrepuocmmqecxmﬁ
3¢ deKT JeKapcTBEHHOTO Mpenapara yMeHbLIaeTCs.

Hubenun, [TACK, canuuunaTsl yCHIMBAIOT TOKCUYHOCTH CyJbdalieraMuaa.

[Ipy npumeHeHuH cyiabdaleraMyuaa ¢ aHTUKOAryJsSTHTaMHM HENpsMOro JEWCTBHs TOBBIIIAETCS
crieuruyeckas akTUBHOCTD MOCTIEJHUX.

CynedaueraMuz Mpyu MECTHOM NPUMEHEHHH HECOBMECTHM C COJISIMHU cepebpa.

4.6 ®epTUABLHOCTD, 6ePEMEHHOCTD M JIAKTALNS

bepemeHHOCTh

JlocTaTo4HOro OMnbITa MO MPUMEHEHHIO Cyib(aluna HaTpus BO Bpems GepeMeHHocTH HeT. He
PEKOMEHIYETCSl TPUMEHATH Cyab(alui HaTpUs BO BpeMsi GEpeMEHHOCTH 6e3 KOHCY/IbTalMH C
BpauoM.

[IpuMeHeHre 1exkapCTBEHHOro MpernapaTa B Mepro] GepeMEHHOCTH BO3MOXHO B Cllydae, eClH
OXKHIaeMas 1oJib3a 11 MaTePH MPEBBILIAET MOTEHUHAIBHBIA PUCK A peOeHKa.
CynbhannnaMuabl MPOHUKAIOT Yepe3 MIALEHTY.

Bo3MOXHO pa3BuTHE SNEPHOH JKENTyXH y HOBOPOXKAEHHBIX, YbH MaTepd NPHHUMAIH
TabsIeTHpOBaHHbIE (GOPMBI CysbhaHUIAMUIOB BO BpeMsi OEPEMEHHOCTH, MOITOMY HEBO3MOXHO
MCKJTIOYUTh PHUCK DPA3BUTHS JKENTyXH TMpPU MPUMEHEHHU CyJIb(paHWIaMHUAa B JEKapCTBEHHOM
dopme Kariu riaasHele.

['pyaHOE BCKapMIMBaHUE

JlocTaTouHoro oneiTa Mo MPUMEHEHHIO Mpernapara BO BpeMs KOPMJIEHHS TPYIbIO HET.
CynbhaHunaMuas TPOHUKAIOT B TPYIHOE MOJIOKO.

[IpMenenve nexkapcTBEHHOTO Mpenapata B MEPHOJ JIAKTALlMK BO3MOXKHO B Cly4ae, €CiH
OXKHIaeMas 10J1b3a /11 MaTEpH MPEBBILIAET MOTEHUHAIbHBIA PUCK AJIs peOeHKa.

4.7 Bausinue Ha CcnOCOGHOCTL YNMPaBJAATb TPAHCMOPTHBIMH CpeACTBaMH M pafoTaThb C
MeXaHW3MaMH

Kak u B Cjy4dac npume,nem/lﬂ AOPYTUX TJIa3HbIX Kari€jib, BOSMOXHO BPEMECHHOC 3aTyMaHHWBAHHUE
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3pEHHs, KOTOpOE MOXET OKa3aTh BIMAHHE Ha CrI0COGHOCTE ynpaBnm 'I'paHCHOpTHblMH
cpescTBaMH M paboTaTh ¢ MEXaHH3MaMH. B cilyyae kakux-1ubo KpaTKOBPEMEHHBIX HapyLIEeHHA
3peHus, MalHEHTy ClelyeT MOA0XAaTh, OKa 3pEHHe He BOCCTAHOBHTCS, MPEXAC HeM yNpPaBJIATh
TPaHCMOPTHBIMHM CPEACTBAMH WIIH paboTaTh C MEXaHU3MAMH.

4.8 HexxesaTeabHble peakUUU

HexenaTenbHble peaklUWW pacrpeneieHbl M0 CHCTEMHO-OPraHHbIM KjlaccaM B COOTBETCTBHH C
MedDRA.

Hapywenuss co cmopoHbl UMMYHHOU cucmembl. aJUIEPIAYECKHe  pPEaKlHH, pa3BUTHC
CyﬂepPIHCl)CKLIPIH, TSOKEJIBIE aJUIEpru4eCKHUe peaklvHu Ha Cyﬂb¢)aHHﬂaMHﬂBI (CHHleOM CrtuBeHca-
JDKOHCOHA, TOKCHYECKMH OIMMAEPMOJIM3, - MOIIHHEHOCHBIH HEKPO3 MEYEeHH, arpaHyJloLMTO3,
anjaacTU4ecKas aHeMus). ‘
Hapywenus co cmoponul opzana 3peHus. ¥KeHUE, TOKPaCHEHHE, OTEK BEK, CIIE30TCYCHHUE, PE3b, 3y 1
B IJa3aX, TMepexoisllee 3aTyMaHWBaHWE 3PEHHS T[OC/Ie 3aKarblBaHWs, HeCTeLMPUIECKHi
KOHBIOHKTHUBHT.

Coo0weHnne 0 nox03peBaeMbIX HeXKeJIaTeAbHbIX PeaKLUsIX

BaxxHo coobmate O M0J03pEBAaEMbIX HEXKEIATEAbHBIX pPEAKUMAX [I0C/IE PErHCTpalHu
JIEKapCTBEHHOTO MpernapaTa ¢ Lelblo obecneyeHus HEMpPEepbIBHOrO MOHUTOPHUHTA COOTHOLIEHHUS
«I10JIb3a-PUCK» JIEKApCTBEHHOTO rMpenapata. MeOULMHCKUM pabOTHHKAM pEKOMEHIYETCs
coob1aTte 0 JOOBIX MOA03PEBAEMBIX HEXETATENbHBIX PEaKLUHUsIX JEKapCTBEHHOIo Mpemnapara
4yepe3 HallMOHAJIbHBIE CHCTEMbI COOOLLEHHS O HEXEIATEJbHBIX PEaKUHUsX IoCyAapCTB-4JIEHOB
EBpa3uiickoro 3kOHOMHUYECKOT0 COI03a.

Pecny6nnka benapyce |

220037, MuHnck, ToBapuieckuii nep., 2a

VIT «LleHTp 3KCEepTH3 U UCTIBITAHUN B 3APaBOOXPAHEHHUM)

Tenedon otnena papmakonanzopa: +375 (17) 242-00-29; dakc: +375 (17) 242-00-29

2n. nouta: repl@rceth.by, rceth@rceth.by

https://www.rceth.by.

4.9 Ilepeno3upoBka

Cumnmombl: TPU 4YaCTOM MPHUMEHEHHM MpemnapaTa BO3MOXHO MOKpacHEHHE, 3y, OTEK BeK,
3HAYUTENIBHOE pa3ipaXKeHHe CAU3UCTON 000J0UYKH IJiasa.

B aTom ciyuae snevenue MpoOmOMKAIOT PacTBOPOM CyJb(alnia MEHbIIEH KOHIEHTPALWH, B
Clyyae HeOOXOIMMOCTH OTMEHSIOT Mpenapar U Ha3HAYalT CHMIITOMATHYECKOE JIEUEHHE.

5. DPAPMAKOJIOTUYECKHUE CBOMCTBA

' &
5.1 ®apmakoauHaMH4YeCKHE CBOMCTBA

®apmakoTepaneBTHyeckasi rpynna: [Ipemapatbl, TNpuUMeHsieMble B  O(TAILMOJIOTHH.
[IpoTuBoMukpoOGHEIe mpenapatsl. CynbhaHuiaMUIs.
ATX: SO1ABO04.

5.1.1 MexaHu3m aeiicTBus

Cynbdauun-HaTpuii — cyab(aHuIaMUAHBIA aHTUMUKPOOHBIM MpenapaT LIMPOKOTrO CHEKTpa
neiictus. O6nanaer HaKTEPUOCTATUYECKMM JAEHCTBMEM. MeXaHW3M [EWCTBHMS CBf3aH C
KOHKYPEHTHBIM aHTaroHW3MoMm ¢ mnapaamuHoOeH30MHON kuciaotod ([TABK) u yrHereHuem
AMTMAPONTEPOATCHHTETA3bl, YTO MPUBOAUT K HApPYLICHUIO CHHTE3a TUTrHAPO(OIHEeBOH KUCIOTHI
¥, B KOHEYHOM MTOre, €€ aKTUBHOIO MeTaboauTa TeTparuapodoIneBoi KUCIOTH, HEOOXOAUMO
IJ1sl CAHTE3a ITyPUHOB U ITUPUMHIMHOB.

AKTHBEH B OTHOIUEHHWH IPAaMITONIOXKHTENBHBIX U TPAMOTPHLIATENLHBIX KOKKOB, Escherichia coli,
Shigella spp., Vibrio cholerae, Clostridium perfringens, Bacillus anthracis, Corynebacterium
diphteriae, Yersinia pestis, Chlamydia spp., Actinomyces israelii, Toxoplasma gondii.
B03MO0XHO pa3BUTHE PE3UCTEHTHOCTH K CyJib(aLeTaMuy.



5.2 ®apMaKoOKMHETHYECKHE CBOMCTBA Tpuras Musucreperss SIp2%0
[IponnkaeT B TKaHM M OKMAKOCTH TIJlasa, TA€ W OKa3bIBAaeT...CBOC crieluduieckoe
anTHGaKTepHabHOe BosaekicTBHe. JIeHCTBYET MPEeMMYIIECTBEHHO MECTHO, HO HacTh Mperapata
BCAChIBAETCS 4YEPE3 BOCMAIEHHYIO KOHBIOHKTHBY W TMOMajgaeT B CHCTEMHBIM KpPOBOTOK.
KonuuecTBo mnpemnapara, rormajaroniee B CUCTEMHBI KPOBOTOK, HEIOCTaTOYHO VIS PasBUTHA
CHCTEMHOTO TepaneBTHYeckoro 3¢ dexra, HO JOCTATOYHO Ml CEHCHOUIN3aLUU NTPH TIOBTOPHOM
BBEICHUM.

[pu MecTHOM mnpuMedeHMHM MakcumanbHas KoHUeHTpauus (Cmax) cCyJbdaHunTaMuuoB B
porosuie (okono 3 Mr/mi), Bnare nepeaHeil kamepsl (okosmo 0,5 Mr/Mi) M pamykke (OKOJIO
0,1 mMr/mn) nocturaercs 3a nepbie 30 MUH Mocie anmuiMKauud. Hekotopoe KonMuecTBo (MeHee
0,5 Mr/mn) coxpaHseTcs B TKaHsX TIja3Horo sionoka B TeueHue 3-4 4. Ilpu moBpexneHUH
3MUTENHs POrOBHILIBI MEHETPALUS CyJIb(haHUTAMUIOB YCHINBAETC.

CynbdaueraMun MeTaboNU3upyeTcs B TMe4YeHH MMyTeM N-aleTHIMPOBaHMs, METabOJUThI
obnanaroT aHTHOAaKTepHATBbHON aKTUBHOCTBIO.

DKckpenus cynbpaneramuaa MPOUCXOIUT B TOYKAX MyTeM KITyO04YKOBOH (QUIIBTPALIUH.

6. PAPMALIEBTUUECKUE CBOMCTBA

6.1 Ilepeyenb BcnoMoraTe/ibHbIX BelIECTB
Hatpus tnocynbdat
Bona nns uHbekuui

6.2 HecoBmecTuMOCTH
CynbdaneraMua He COBMECTHM C COJISIMU cepebpa.

6.3 Cpok roaHocTn
3 rona.

6.4 Oco0bie Mepbl MPeIOCTOPOXKHOCTH MPH XPaAHEHHH

XpaHUTb B OPUTHHAIBHOM yTaKOBKE ISl 3alMThI OT CBETa MpH TeMrnepatype He Boiue 25 °C.
BcekphIThii (h1akoH XpaHUTE B 3aLLMIIEHHOM OT CBeTa MecTe npu temneparype ot 15°C go 25°C
B T€YEHUE 4 HENEb.

6.5 XapakTep u conepxaHne NePBUYHON YNAKOBKH

[To 5 ma Bo ¢nakoHBl W3 CTeKNA, YKYNOpEHHbIE MPOOKaMH PE3MHOBBIMH M OOKaTaHHBIE
KOJIMaykamMy ajJlOMUHHMEBBIMM MM KOMOMHHMPOBAHHBIMH M3 alIOMUHMsA M IuiacTMaccel. Ha
(1aKOH HAaK/IEMBAIOT ITUKETKY CaMOKJIesiiIyocs. DJIaKoH B KOMILIEKTE C KPBILIKOH-KaNeIbHALIEH 1
JIMCTKOM-BKJIA/IbILIEM TIOMELIAIOT B NMAYKy M3 KapTOHa.

6.6 Oco0ble Mepbl NPEIOCTOPOXKHOCTH TNPH  YHHYTONKEHHUHM  MCIOJIb30BAHHOIO
JIEKapCTBEHHOr0  MpenapaTra MWJM  OTXO0I0B, TNOJY4YEHHbIX MoOcCJde TNPHMEHeHHs
JIEKAPCTBEHHOI0 NMpenapaTa WM paéoTbl ¢ HUM

HeT oco6bIx TpeGoBaHMi K yTHIIH3ALHKH.

Bech ocTaBiumiica nekapcTBEHHBIN Mpenapar ¥ OTXOBI CIEAYET YHHYTOXHUTh B COOTBETCTBUH C
YCTaHOBJICHHBIMH HAallMOHAJIbHBIM 3aKOHOATEILCTBOM TPEOOBaHUAMH.

6.7 YcaoBus oTnycka
bes peuenra.

7. AEPXKATEJIb PETUCTPAIMOHHOI'O YIOCTOBEPEHUSA

PVYTI «Benmennpenapatsi», " gt
Pecny6vka Benapycs, 220007, r. MuHck, Ny — oy
yi. ®abpuuuyca, 30, Ten./dakc:(+375 17) 220 37 16, > M*o

e-mail: medic@belmedpreparaty.com crguv?
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