1.3.1 Benzydamine hydrochloride + Cetylpyridinium
chloride
SPC, Labeling and Package Leaflet AM
NHCTPYKIINA

10 NPUMEHEHHUIO JIEKAPCTBEHHOT'O IIpenapata A MEIUIUHCKOIO TPUMEHEHUS
®
CenroJsere TOTAJ IBKAJUNOT 3 MI/1 MI IaCTHIKHA
Toprosoe Ha3BaHue: Cenrosiere® TOTAJI IBKAJUIT

MeskyHapoaHOe HeNaTeHTOBAHHOE HA3BaHWe: OCH3UIAMUH U LETWINUPUIUHUS XIOPUA
JlekapcTBenHast popma: NaCTUIKH

CocraB

1 macTuika comepkut 3 Mr OeH3UIaMUHA THAPOXIOPHIA M | MT IETUINHPUANHNS XJIOPU/IA.
Bcnomozamenvhvie geugecmea: dBKamUNTa Macio, JIEBOMEHTON, TuMoHHas kucioTa (E330),
cykpano3sa (E955), nzomanet (E953), 6pmmuantossiii rony6oii FCF (E133).

Onucanue

Kpyrable nacTUiIKM CO CKOIIEHHBIMU KpasiMU U LIEPOXOBATOM MOBEPXHOCTHIO OT CBETIO-TOIYOOT0 A0
CHHETO I[BETA.

HonyckaioTcs Oenple MATHA, HEPAaBHOMEPHOE OKpPAIIMBAHWE, HAJIWYHE BO3IYIIHBIX ITY3bIPHKOB B
"TBepIOi YaCTH" MACTUIIKK U HEMHOT'O HEPOBHBIE Kpasl.

@dapmakoTepaneBTHYECKasi TPyNIA: Tpenaparsl Ui JICYeHUs 3a00JIeBaHUI Topiia, aHTUCEITHKH,
kox ATX: RO2AA20.

dapMmakoJ0rnuecKne cBoiicTea

DapmakoouHamuxa

MexaHu3M IeHCTBUA

BeHsumamuHa THIOPOXJIOPHI — MOJEKYJlIa C HECTEPOHJHOM XWMHUYECKOH CTPYKTYypOH C
MTPOTUBOBOCHANIUTEBHBIMI B 00€300JMBAIOIIMMY CBOMCTBaMU. CUHTAETCS, YTO MEXaHHU3M JIEHCTBUS
OTOCPE/IOBAaH HMHTUOWPOBAHWEM CHHTE3a TMPOCTArJaHAWHOB, a TaKXKe YMEHBIICHHEM MECTHBIX
MPU3HAKOB BOCMAJeHHUS (TakKWX KakK Ooib, MOKpPACHEHWE, OTEK, Xap W HapymieHHe (QyHKIINH).
BensumammHa ruipoxJIopu;] Tak:Ke OKa3bIBaeT YMEPEHHOE MECTHOAHECTE3UPYIOIee IeHCTBHE.
HeTmmupuauHus XJI0pU SBISETCS KaTHUOHHBIM aHTHCENTHKOM M3 TPYIIBI YETBEPTHUYHBIX COJIEH
aMMOHUSL.

Kinnanueckas 3¢ dheKTUBHOCTS M 0€30aCHOCTH

BeH3umaMuH MCTIONB3YIOT, TIaBHBIM 00pa30oM, NI JISYeHUs] HapyIIeHUH CO CTOPOHBI TOJIOCTH pTa U
rIOTKH. LleTnnmupuanans XI0pH] aKTUBEH B OTHOIICHHU T'PaMITOJIOKUTEILHBIX OaKTepuid U MeHee
AKTUBEH B OTHOIIEHWH T'PaMOTPUIATEIHHBIX OaKTEepHii, ¥, TAKUM 00pPa30M, OKa3bIBAET ONTHUMAIBLHOE
aHTHCENTHYeCKoe U OakrepunmmHoe paericteue. OH Takke 007amaeT MPOTUBOTPHOKOBBEIMH
CBOHMCTBaMH.

B mnane6o-koHTponmpyeMoM KIMHUYECKOM HCCienoBaHuu Ipernapata CenToyieTe TOTal SBKAIUIT
obnerdenue 0onu (CHM)KEHUE TIEPIICHUS B TOPJIE U YMEHBIIICHUE OTEKa Topja) OTMEeYanoch depes 15
MUHYT TIOCTIE TIPHeMa MACTHIIIKHY, a IIEPUOJ ISHCTBYS JUTHIICS IO 3 YacoB.

Dapmakokuremuxa

BcacriBanue

W3 nByx nedcTByrONMX BEMIECTB — IETHINUPUAVNHUSA W OEH3WJaMHHA — BCACBIBACTCS TOJBKO
oemsunamuH. [losToMy HeTHNNMUPUINHAA HEe BCTyHaeT B (DapMaKOKHHETUYECKHUE B3aMMOJICHCTBUS C
OCH3UITaMUHOM Ha CHCTEMHOM YPOBHE.

BcackiBanne OeH3ugamMuHa dYepe3 CIM3UCTYIO OOOJOYKY TIONIOCTH pra H TJIOTKA  OBUIO
MPOJEMOHCTPUPOBAHO TYTEM BBISBICHUS OOHAPYKWBAEMBIX KOJIHYECTB JCHCTBYIOIIETO BEIIECTBA B
CBIBOPOTKE KPOBH, KOTOPBIX, TEM HE MEHEE, HEIOCTATOYHO JIJIs1 OKa3aHUsI CUCTEMHOI'O ICUCTBUSL.
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O)_'[HaKO 6eH3I/I,Z[aMI/IH BCACBhIBACTCA ITOCJIC CUCTCMHOI'O NMPUMCHCHUS. Takum 06pa30M, BCAaCbIBaAHUC
6eH3I/I,Z[aMI/IHa BBIILIC TPHU TPUMCHCHUH JICKAPCTBCHHBIX (l)OpM, KOTOPBIC paCTBOPAKOTCA B IIOJIOCTHU pTa
B CPaBHCHHUU C MCCTHBIM NIPUMCHCHUCM (KaK cnpei/i JJIs CIU3HCTOM 000JIOYKH MOJIOCTU pTa).

Pacnpenenenue
O0beM pacrpe/ieieHus sl BCEX JIEKapCTBEHHBIX (DOPM OJTMHAKOB.

BriBenienne
BriBeieHre npoucxouT, TIIaBHEIM 00pa3oM, ¢ MOUYOM, M B OOJBIIEH cTeneHu, B GopMe HEaKTHBHBIX
MetabonuToB. [lepros monmyBBIBECHHS M CHUCTEMHBIA KIMPEHC CXOMHBI JUIS BCEX JIEKApCTBEHHBIX

dhopm.

Iloxa3anus K NPpUMEHEHHUIO

[Ipenapar CenTonere TOTal 3BKAaJUOT NACTHIKU IIOKa3aH sl MPOTUBOBOCHAIUTENBHOTO,
00e300MBAIONIET0 W AHTUCENTHYECKOTO JICUSHHS pa3lIpakeHUs TOplia, TMOJOCTH pTa W JIeCeH,
TUHTUBUTA, (papUHTUTA W JIADUHTUTA, a TaKKe IS MPUMEHEHHs 10 W TIOocle yJalleHus 3y0oB y
B3POCHBIX U IeTel cTapiie 6 JeT.

IIporuBonokazanus

['unepayBCTBUTETHLHOCTh K JEHCTBYIOMIMM BEIIECTBAM JIMOO K KaKOMY-TMOO W3 BCIIOMOTATEIBHBIX
BEILECTB, YKa3aHHBIX B paznene «CocTay.

Jern mnanmie 6 JeT, MOCKONBKY AaHHas ¢opMa BBITYCKa HE TOJXOAWT JUIsl IPUMEHEHHS B JaHHOMN
BO3pPACTHOM rpyIIe.

IIpumeHeHue npu 6epeMeHHOCTH U B IEPHO TPYAHOT0 BCKAPMJIMBAHUA

BepeMenHocTh

JlaHHBIE O TIpUMEHEHUW OCH3WAAMHHA THUAPOXJIOPHIA/NETHINUPUANHAS XJIOpUAa y OepeMeHHBIX
JKSHIIUH OTCYTCTBYIOT WM OTpaHnYeHbl. He pekoMeHI0BaHO MpUMEHSATH Tipenapar CenToieTe ToTal
SBKAJUNT BO BpeMsl OEpEMEHHOCTH.

Ilepuoa rpyIHOro BCKapMIMBaHUS

He u3BecTHO, BhIENsACTCS M OCH3UAMIHA THIPOXIIOPUIA C TPYTHBIM MOJIOKOM YeJIOBEKa.

Henp3s NCKITFOUNTH PUCK AJI1 HOBOPOXKIEHHBIX/IeTel rpyaHoro Bo3pacTta. ClieyeT NpuHATh pelIeHue
0 TpPEeKpameHNH TPYAHOTO BCKAPMIIMBAaHUS JHOO OTMEHE/HE HA3HAYCHHWH TEPalvd MpernapaToM
CenrTonere TOTall BKAIMIT C YYETOM MOJB3bI TPYIHOTO BCKAPMIIMBAHUS M peOEHKAa M TIOJB3BI
Teparnuu I MaTepHu.

Cnocod npuMeHeHUs U 103bl
B3pocible: PekoMeHnnoBanHas 103a cocraBiser 3—4 MacTWIKM B CyTKH. [lacTuiky HEoOXommmo
MEJIJIEHHO paccachblBaTh Kaxble 3 - 6 4acoB.

ITanmueHTHI MOKUIIOTO BO3pacTa: PexomennoBanHas [03a TaKas K€, KaK I B3POCJIbIX.

Jlemu

Jern crapme 12 jger: PexomeHnoBaHHas 103a cOCTaBidgeT 3—4 MAacTWIKKH B CyTKH. [lacTmiky
HE00XOMMO MEIJICHHO PaccachlBaTh KaXKIbie 3 - 6 4acoB.

Heru B Bo3pacre ot 6 10 12 neT: PekoMeH0BaHHAs 1033 COCTABISACT 3 MACTUIIKHU B CyTKU. [lacTunky
HE00XOIMMO MEIJICHHO PaccachlBaTh KaXK/Ibie 3 - 6 4acoB.

Hern muragme 6 ser: Ilpemapatr Centosnere TOTal 3BKATUIT MPOTHUBOMOKA3aH K MPUMEHEHUIO Y
JIerer miazmie 6 JIeT.

Jns noctrxenus 3G dekra He peKOMEHI0BAHO MPUMEHSTH TpenapaT HEMOCPEACTBEHHO JI0 HITH MOCIIE
YHCTKH 3y0OB.

He cnenyet npeBbIaTh yKa3aHHYIO J03Y.

[penapat CenTonere TOTAN SBKATMIIT MOKHO IPUMEHSTh B TCUCHHE IEPHOA 10 7 THCH.
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Croco0 npuMeHeHus
IMacTunky HEOOXOAUMO MEJICHHO PACCAChIBATH KAKIBIC 3 - 6 4acoB.

Ilo0ouHoe neiicTBue

- Ouenb vacro (> 1/10)

- Yacro (= 1/100 - < 1/10)

- Hewacro (> 1/1000 - < 1/100)

- Penxo (= 1/10000 mo < 1/1,000)

- Ouens peako (< 1/10000)

- HewusBecTHO (HEBO3MOXKHO OTIPENEIUTh HA OCHOBAHHUU JOCTYITHBIX JTaHHBIX )

Hapy1ienns co cTOpOHEI HMMYHHOM CHCTEMBI
Peoxo: peakuuns runepuyBCTBUTEIBHOCTH.

HaDVH_IeHI/ISI CO CTOPOHEI HeDBHOfI CHUCTEMBI
Heuszsecmno: OHIYHICHUC JX)KCHHUA Ha CIIM3UCTOM O6OHO‘IKC, MOTCPs UYBCTBUTCIIbHOCTHU CIIN3UCTOM
000JIOUKH ITOJIOCTH pTa.

Hapy1ienus co CTOPOHBI IbIXaTeILHOW CUCTEMEI, OPTaHOB TPYTHOW KIETKH U CPEIOCTEHUS
Peoko: cnazm OpoHXOB.

HaDVH_IGHI/ISI CO CTOPOHBI XKCIYAOYHO-KUIIICYHOT'O TPAKTA
Ouensb pedxo: pas3apaxCHuc CIIU3UCTOMN 000JIOUYKH MOJIOCTU pTa, OIYIICHUC XKIKCHUS B IIOJIOCTH pTa.

Hapy1mienns co CTOpOHBI KOXH U MOJIKOKHBIX TKaHEH
Peoxo: xpanuBHUIIA, HOTOUYBCTBUTEIEHOCTD.

Ilepeno3upoBka

CHUMIITOMBI

Tokcuueckue MPOSBICHUS TEPEJO3UPOBKU OEH3UJIAMHHA BKIIOYAIOT BO30Y)KIEHHOE COCTOSHHUE,
CyJIOpOTH, TIOTIMBOCTh, aTAKCHUIO, IPOXb M PBOTY. BBUmY OTCyTCTBHS cHenM(pHUECKOTr0 aHTUAOTA,
JIeYeHUE OCTPOI MHTOKCHKAIINH OCH3UIaMUHOM UCKIFOYUTEIHPHO CHMIITOMATHIECKOE.

[Ipu3Haky ¥ CUMITOMBI MHTOKCHKAIMM B PE3yJbTAaTe MpUEMa BHYTPb 3HAYUTEIBbHBIX KOJIMYECTB
HETHWIMTHPUINHUS XJIOpU/a BKIIOYAOT TOIIHOTY, PBOTY, OTEK, IMAHO3, aCPUKCHUIO C MOCICIYIOIUM
napanuuoM AsixaTenbHblX Mbiml, yrHereHue HHC, runorensuto m komy. CMmeprenbHas 1o3a IJis
YeJI0BEKa COCTaBISIET OKOJIO 1-3 rpamm.

Jleuenue

BBunmy oTcyTCcTBHS crienmHUUECKOTO aHTHIIOTA, JICYCHHE OCTPOH MEPeno3UpPOBKH HCKIIFOUUTEIHEHO
CHMIITOMaTHYECKOE.

B3aumopeiicTBHe ¢ APYrUMH JIeKAPCTBEHHbIMU NpenapaTaMu

He cnemyer mnpumensars mnpemapar CenTonere TOTadl SBKAJUNT OJHOBPEMEHHO C JPYTUMH
AHTUCENITUKAMH.

[MacTunku HE cieqyeT NPUMEHATH C MOJIOKOM, ITOCKOJBKY MOJIOKO CHHXKAeT MPOTUBOMUKPOOHYIO
3¢ GEeKTUBHOCTD LHETHIMTUPUANHUS XJIOPUIA.

Oco0ble ykazanus
HpenapaT CenrronieTe TOTad 3BKAIHIT HE CJICAYCT MPUMCHATH Oomee 7 ,Z[HCﬁ. HpI/I OTCYTCTBUH

3aMCTHBIX PE3YJILTATOB YCPLC3 3 JAHA CIICAYCT IIPOKOHCYJIBTUPOBATLCA C BpAa4OM.

Hcnonp3oBanne npenapaTtoB AJid MECTHOTO IIPUMCHCHMNA, 0COOEHHO B T€UCHUE JUINTCIIBHOTO Iepruoaa
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BpPEMCHH, MOXKCT IMPUBOAUTH K CGHCI/I6I/IJ'II/133LII/II/I; B 3TOM CJiy4ac H€O6XO,I[I/IMO MNPCKPATUTh JICUCHUC

npernapaToM U Ha4aTb COOTBCTCTBYIOIIYIO TCPAIIUIO.

HpenapaT CenrrosieTe TOTall HSBKAJIUIT HE CICOAYyCT IMPUMCHATH B COUYCTAHMU C QAHUOHHBIMU
COCAUHCHUAMU, IIPUCYTCTBYIOIIHUMHU, HAPHUMEP, B SY6HOﬁ nacre, Mmo3ToOMy HC PCEKOMCHAOBAHO

MPUMCHCHHUC IpCIriapaTa HECIMOCPECACTBCHHO 10 WX MOCJIC YACTKH 3Y6OB.

[Ipemapar Cenronere ToTan 3BKanuntT conepkut moManbT (E953). He cnemyer npuMmeHATh qaHHBII
JIEKapPCTBEHHBIH Iperapar y MalyueHTOB ¢ PeAKOH HacleICTBEHHONW HEMEPEHOCUMOCTHIO (DPYKTO3HEI.

Bnuanue na cnocoonocmo ynpaejisimbs aemompancnopmom u Opyzumu CJLOIHCHBIMU MeEXARUIMAMU.:
HpenapaT CenToleTe TOTAl SBKAIUIT HE OKAa3bIBACT BIMSHHUS JTUOO OKA3bIBACT HE3HAUUTEILHOE
BIIMSIHUE HA CITOCOOHOCTH K YHIpaBJICHUIO TPAHCIIOPTHBIMU CPCACTBAMU U pa60Te C MCXaHHU3MaMH.

®opmMma BbIITyCKA
IMTactunku

8 mactunok B Onuctepe; mo 1, 2, 3 unu 4 OnucTepa B KapTOHHOW MAayke BMECTE C MHCTPYKLHUEH IO

MIPUMCHCHUIO.

YcioBust XxpaHeHUst

XpaHUTh B OPUTMHAIBHOW YIAKOBKE C II€7bI0 3alluThl OT cBera. He tpelyerca 0coObIx

TEeMIIepaTypHBIX yCIOBUI XpaHEHUSI.
XpaHUTb B HEAOCTYITHOM AJIS I€TEH MECTE.

Cpok rognocTu
3 rona.

He ucnonp3oBaTh 1ociie HCTSUYCHMS CpOKa rogHOCTH.

YcioBus 0TIyCKa U3 anTeK
Ormyckator Oe3 pelenra.

IIpousBoauTelib:
KPKA, n.1., HoBo Mecto, CitoBeHMSA
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