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MHCTpYKUMSA NO MeANLUMHCKOMY npuMeHeHuto

NeKapcTBEHHOro cpeacTea ] COI'IACOBAHO
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TOPIrOBOE HA3BAHWE NEKAPCTBEHHOIO CPE[LCTBA
CuHynpeTt® akcTpakT

MHH otcyrcreyer

COCTAB

1 nokpbiTas obonoukon TabneTka CoAEPXUT:

160,00 mr cyxoro akctpakta (3 — 6 : 1) u3 kopHsi ropeyasku (Gentianae radix), uBeTKos
nepeoyseta (Primulae flos), Tpassl wasens (Rumicis herba), useTkoB Gy3uHbI (Sambuci
flos), Tpasbl BepGeHbl (Verbenae herba) (1:3:3:3:3).

OkcTpareHT: ataHon 51 % (m/m).

BcriomoraTenbHble  BELLECTBa:  MarnbTOAEKCTPUH,  KPEMHUS  AUOKCUA  KOMMOUAHbIN
6e3BoaHbLIN, apaBuickas kamenb, kanbuus kapboHat (E 170), uenniono3a nOPOLLOK,
LUenmnionosa MUKPOKPUCTaNIMYeckas, MarHus Creapar, KPemHUs AVOKCUA KONNOWAHbBIN
BOAHBIA, BOCK kapHaybckui,  xnopodunnud (E 141), AEKCTPWUH, rMIOKO3a Xujkas,
MMNPOMENno3a, anioMUHUEBbI nak wuHaurokapmuna (E 132), pubocpnasuH (E101),
cTeapuHOBast KUCMOTa, caxapoaa, Tanbk, TutaHa guokeua (E 171).

NEKAPCTBEHHAA ®OPMA
TabneTkun NoKpbITbie 000NOYKON

OnucaHue: Kpyrible ABOSIKOBbIMYKIble TAaGNETKX 3eneHoro LpeTa ¢ rnaakon noBepxXHOCTbIO

lMokasaHnsA K NpUMeHeHUIo

B KOMNNEKCHOI Tepanun OCTPOro HEOCMNOXHEHHOrO BOCNANeHNa NPUAATOUHbIX Nasyx Hoca
(OCTPOro HEOCNOXHEHHOTO PUHOCUHYCUTA).

Cnoco6 NpMMeHeHUs 1 peXnm A03MPOBaHUA

MNpUMEHSAIOT BHYTPb.

TabneTku cneagyeT npornarbiBaTh LEMWKOM, 3anmBas 40CTaTO4HbIM KONMMYECTBOM XUAKOCTU
(Hanpumep, cTakaHoM BOAbI).

BapocnbiMm 1 noapoctkam ¢ 12 net no 1 Tabnetke 3 pasa B ieHb.

Ecnv Bpayom He HasHa4yeHo UHoe, pekoMeHayemas NpoAoMKUTENBHOCTE Npuema
npenapara cocrtaenseT 7-14 gHen.

MpumereHue y demel mnadwe 12 nem
B cBSA3U C HEOCTATO4HOCTHIO A4aHHbIX, NEKAPCTBEHHbIV Npenapar He PeKoMeHayeTcsa Ans
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npuMeHeHusa y Aeten mnagwe 12 nert.
MpvMeHeHue y NauneHToB C HapyLUeHUeM yHKLMM neveHu u/vnun novek: nHcpopmayumsa
OTCYTCTBYET.

Tarke cMm. nHopmaywmio B pasgene «Ocobble NpefocTEPeXeHVs U Mepbl
NPEAOCTOPOXHOCTUY. .

COTJIACOBAHO

MHUHUCTEPCTBOM 3/IPABOOXPAHEHUS
PECIIYBJIHKHY BEJIAPYChH
npo-mgonoxasal—iuﬂ ,' Mpukas Munncreperea 3ADABOOXPAHEHU S

Pecnybmixu Bemapycs
MHAVBUOYanbHas MOBbILLEHHAs YyBCTBUTEMbHOCTb K KOMMOHEHTaM npenapara; HsBenHas
HonesHb Xenyaka v [BeHaaLaTMnepCTHON KALLIKA.

Oco6kie npeaocTepexeHns U Mepbl NPeAOCTOPOXHOCTU

MauueHTam C racTpuToM Wy ApyruMy 3a60MeBaHUSIMU XKEMYACUHO - KALLISYHOrO TpaKTa B CTaaum
0BOCTPEHUS, PEKOMEHAYETCA MpUHUMATL TabneTku CUHYNPeT® 3KCTPaKT C OCTOPOXHOCTBLIO,
XenarernbHo nocne efbl, 3an1Meas CTakaHoM BOAR!.

B nucTke-BKNaAbILLE MaLMEeHTy PasbsCHAETCH, YTO B crydyae, ecnv cvMnToMbl 3abonesaHus
ANaTCA  fonblie 7-14- AHeW, NOBTOPSAIOTCS NEPUOAUYECKA UMW  YCUNUBAKOTCA  (Hanpumep,
nosBWNack NMXOPaAKa, HOCOBbIE KPOBOTEYEHUS, CUMbHbIE FOMOBHbIE WnNW nuuesblie Gonu,
FHOMHbIE HOCOBbIE BbIJENEHUS, HapyLLEHUE 3PEHUS, aCUMMETPUS CPEAHEN YacTu nuua wunu rnas,
OHEMEHWe nuua) HeobXoauMo oBpaTuTbCs 33 KOHCyMbTauuel K Bpady, MOCKOMbKY
nepeyYncneHHble CUMNTOMbI CHATAIOTCA CEPbe3HbIMM AN BCeX POPM PUHOCUHYCUTOB.

He pekoMeHayeTCs MPUMEHSTb AETAM A0 12 neT B CBSI3N C HEAOCTaTOYHOCTLIO HEOBXOAUMBIX
AaHHbIX.

MauyeHtam C PpefkMyM  HacneACTBEHHbIMM  MpobnemMamyt  HenepeHOCUMOCTU  (OPYKTO3bI,
CUHAPOMOM Masibabcopbumn MIOKO30-ranakTo3bl, HEAOCTAaTOYHOCTLIO Caxapasbl- M3oManbTasbl
HEe CneayeT npuHUMaTh TabneTkn CuHynpeT® aKkCTpakT.

NHpopmauwmsa ans GonbHbIX caxapHbiM guadetom: 1 tabnetka cogepxumt okono 0.02 xnebHbix
eauHny (XE).

He copepsu1T rmtoTeH 1 NakToasy.
B3saumopencteue ¢ ApyruMmun NeKapcTBEHHbIMU CpeacTBaMu

Bsaumogencraus APYriMi nekapcTeeHHbIMN CPEACTBAMU B HACTOSLLEE BPEMSI HEU3BECTHbI.
CneuuanbHble uccnefoBaHusa B3avMOLENCTBUN C APYTMMU NEKAPCTBEHHLIMU CPEeACTBaMU He
npoBOAUNUCH. [103aTOMy ycuneHue nnu ocnabneHve 4encTeus Apyrux NpenaparoB He MOXET
ObITb UCKMIOYEHO.

MpumeHeHne B nepuon 6epeMeHHOCTU U KOPMIEeHUsA rpyAbio
[aHHble o npuMmeHeHun CUHyNpeT® akcTpakT y 6epeMeHHbIX XEHLLMH OTCYTCTBYIOT UMK

orpaHudeHsbl. MiccnefoBanust penpoAyKTUBHOM TOKCUYHOCTW HA XXVBOTHBIX HE
CBUAETENLCTBYIOT O HANMUUUM NPAMbIX UMK HEMPSAMbIX BpeAHbIX 3 deKToB (CM. pasaen
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«[laHHblE AOKNMHUYECKMX uccneaosaHu 6esonacHocTu»). B kayectee mepsbl

NPeAOCTOPOXHOCTY cneayeT usberate ncnonb3osaxHus npenapara CuHynpeTt® akCTpakT BO
Bpems 6epeMeHHOCTW.

Hen3BeCcTHO, NPOHUKAIOT NN aKTUBHbIE UHrpeaueHTbl npenaparta CuHynpeT® 3KCTpakT B
rpyaHoOEe MOMOKO. Henb3s UCKNoYUTb PUCK ANS rpyaHoro pebeHka. JlekapCTBeHHbIN
npenapart He cnefyeT NPUMEHNATb B NEPUOS FPYAHOIO BCKAPMITUBAHUSA.

BnusiHne Ha cnocoBHOCTbL ynpaBnATbL aBTOMOOUNEM UNu MexaHM3Mamm

MNpv NpyUMEHEeHUN B peKkOMEHAYEMbIX 403aX NPenapar He OKasbIBAET BMUSHUS Ha CNOCOBHOCTb

ynpasnate asToMoGunem unu mexaHmamamm. OfHaKo y NauMeHTOB, UCTbITbIBAKOLLMX

BO3MOXHbIN HEXenarenbHbIN 3hdeKT ronosokpyxeHus (cM. Pasgen «Mo6ouHoe geincTane»),

CuHynpeTt® 3KCTPaKT MOXET OKa3blBaTb HE3HAUUTENBLHOE BIUSHUE Ha CMOCOBHOCTL
npasnsiTb asTomobunem u pabotarb ¢ MeEXaHU3MaMuU. )

ymp P COTJIACOBAHO

MUHHCTEPCTBOM 3/IPABOOX PAHEHUSA
PECIIYBNUKY BEJIAPYCH

MoboyHoe pelicTBUE Mpukas Munncrepersa appasooxpanenus
Peenybnuxu Beaapycs

Kak u Bce nekapcrseHHble cpeactsa, CUHYNpeT® 3KCTPaKT MOXET MMETb NOBOYHOE AeiICTBME.

Mpwn oueHke NOBGOYHOrO AENCTBUS B OCHOBY MOMOXEHbI CreAyIoWMe AaHHbIE NO YacToTe
BO3HUKHOBEHUS:

OuyeHb vacTo: 21/10

Yacro: 21/100,H0<1/10
Hevacro: =1/1000,Ho0<1/100
Peako: =1/10000,Ho<1/1000
OueHb pegko: <1/10000

HensBecTHO: 4acToTa He MOXET ObITb onpejeneHa 13 UMELLMXCA AaHHbIX

Co CTOPOHBI KeMnyAOYHO-KULLEYHOTO TpaKTa: 4YacTo — PacCTPONCTBO KENyAOYHO-KULLEYHOrO
TPaKTa, Hanpymep TOLWHOTa, METEOPU3M, ANapesi, CyxoCTb BO PTY, abaoMUHanNbHbie 6omu.

Co CTOPOHBI UMMYHHOW CUCTEMBI: HEYacTO — MECTHbIE anmneprudeckue peakumu, Hanpumep
3K3aHTemMa, apuTeMa, 3yA KOXW UM rMas; HeYacTo — CUCTEMHbIE anmnepruyeckue peakumw,
HanpuUMep aHrMOHEBPOTUYECKMIA OTEK, OAbILLIKA, OTEK NuLa.

Co CTOPOHbI HEPBHOW CUCTEMbI: HEYACTO — FONIOBOKPY>KEHVE.

Mpy NOSBNEHUM ONUCaHHBIX BbILLE UMW APYTUX NOGOYHBIX PeakLMil CeAyeT OTMEHUTb NpUem
npenapara v o6paTuUTLCS K Bpayy.

CoobuieHre 0 nogo3peBaeMbIx MOGOUHBIX peaKkLmUsix

BaxHoe 3HaueHue umMeeT coobluleHne O MOJO3PeHUM Ha NOBOYHbIE peakuu nocne
pericTpauyvm nekapcTBeHHOro npenapara. 3TO MO3BOMSET KOHTPONMMPOBAaTh AanbHellee
COOTHOLLEHNE Mnonb3bl / pucka npenapara. O nobbix NOJO3peBaeMbIX NOBOYHBLIX PeaKumsx
npocsba coobLyath Yepes HauMoHanbHyo cucTeMy penopTuposaHus (YT «LieHTp skcnepTus u
ucnbiTaHui B 3apasooxpaHern M3 PBy, http:/iwww.rceth.by).
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MepenosupoBka

[lo HacTOALIEro BPeMEHU He CcoobLanoch O Cry4asX MHTOKCUKALWMU NpU MepeaosvpoBke
npenapara.

B cnyyae nepeso3upoBku NOGoYHbIE 3dheKTbI, ONUcaHHbIe B pasaene «o6oyHoe AeicTeune,
moryT BbiTb 6onee BblpaXKeHHbIMU. B aTOM cnyyae cneayeT npekpatuTb npuem npenapara u
obpatuTbCs k Bpady. JleueHue npu nepeao3mpoBKe - CUMNTOMaTUYeckoe.

COrJTACOBAHO

MUHUCTEPCTR( M
M 3[IPABOOX
PECUYBNIUKY BEJ]APV}ZJ/I?HEH“;I

Mpux
PUKas Munncreperg, 3APaBoOXpaHeny s

®APMAKONOMMMYECKUE CBOVCTBA Pecny6aucn Bexapyes,

®apmakoagnHaMmnyeckue cBoncTea
dapmakoTepanesTUyecKan rpynna: Cpefcrsa, NPUMEHSIEMble MNpU Kawne U NpOCTYAHbIX
3abonesanusx.l[poune cpeacTea, NPUMEHSEMbIE NPU NPOCTYAHbIX 3abonesaHusix.

Kopg ATX: RO5X
KrnvHuyeckue nccneaoBaHus:

B ogHoMm paBOWHOM crienoM nnaue6o-KOHTPONMUPYEMOM KIMHUYECKOM uccrnejosaHu 386
nauveHToB ObinnM paHaoMU3MPOBaHbI B ABE rpynnbl: rpynny u3 194 nauueHTos, nonyyasLumx
480 Mr aktvsHOro Bewjectsa u rpynny us 192 nauueHTtoB, nonyyaswmx nnaueto. Llenb
UCMbITaHUS  3aKknovanacs B U3yyeHUU 3PPEKTUBHOCTU M MNEPEHOCUMOCTU npenapara
CvHynpeT 3KCTpakT B CpasHeHUM € nnauebo B xonae ABYXHEAENbHOW Tepanuu NauveHToB C
OCTPbiM (BUPYCHbIM) PUHOCUHYCUTOM. OCHOBHOW KpUTEPWUIA, T. €. MnokasaTenb Mo LuKane
BbIpaXXeHHOCTU cumnTomMoB MSS (Major Symptom Score), no koTopoit onpeaensnu
BbIP&XKEHHOCTb BblAEMNEHUA U3 HOCA, CTEKAHUE CINU3U MO 3a4HEN CTEHKE rMOTKU, 3an0XeHHOCTb
HOCa, ronoBHYH U nuuesyto 6onb C YyBCTBOM CA@BNWBaHUA rOMNOBbl, COCTaBMN B rpynnax
neyeHVa BO Bpemsa MATOro BuauTa nauyweHtoB Kk Bpady (FAS) 2,38 + 2,54 Gannos Ans
aktueHoro Bellectsa n 3,41 + 3,36 6annos ansa nnauebo, YTO ABNSAETCH CTATUCTUYECKU
3HauumbiM (p = 0,008). [MauueHTbl, He NpPUHUMaBLUME napayeTamon, nonyyYunu Gonblue
npevmyLLecTs OT npenapata CUHYNpeT 3KCTPakT. Pasnuuus Mexay rpyrnnamu OTHOCUTENbHO
OTAEMNbHBIX CUMMTOMOB ObIN CTATUCTUYECKN 3HAYMMBIMU BO BPEMS MATOMO BU3UTA NaLMEHTOB
K Bpady ANs CUMNTOMOB "CTEKaHwe Cnuav No 3afHew CTeHke rnoTku", "ronosHas Gonb" u
‘nuuesas Gonb" (3a UCKMIYEHEM CUMMTOMA "3arnoXeHHblil HOC"). Pasnuuna mexxay obermu
rpynnamuv BO BpemMmsi BU3UTOB 2-5 OTHOCUTENbHO Ka4YecTBa XWU3HW, PaccyuTaHHble Mo LuKane
SNOT-20 u 3 nogwkanam (PNS, PRS, ALQ) 6biny CTaTUCTUYECKU 3HAYUMBIMUA B MOMb3Y
npenapara, CoAepalLero akTuBHOE BELLECTBO.

Cekpetonutuueckoe fgevicteue kanefnb CuHynper Habniopanoch Ha 3KCNepUMEHTansHOU
MOAEN KPormkos. Kpome TOro, B TECTE C KappareHUH-MHAYLMPOBaHHbLIM OTEKOM narbl y KpbIC
npenapart NposiBMn NPoTUBOBOCNaNUTENbHBLIN 3dpdekT. CUHYNPET MHrIMBUpPOoBan pa3MHOXEHWE
PasnuyHbIX PecnuMpaTopHbIX BUPYCOB, Takux Kak puHosumpycbl (HRV14), aageHosupycbl u
pecnupatopHo-cuHumTHansHele (PC) Bupycbl in vitro M NpOAEMOHCTPUPOBAn CHUKEHWE
nokasarens CMEPTHOCTU Y MbiLLIEN MOCNE 3apaXKeHWs BUPYCOM naparpunna.

UTo kacaeTcs KMMHWUYECKOW 3HAYMMOCTW 3TWUX Pe3ynbTaTtos, TO apMakonoruyeckue
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nccnepoBaHud y Yenoseka Ha CGI‘OJJ,HHIJ.IHI/II‘/’I A€Hb HE NPOBOAUNUCS.
Y COTJACOBAHO
AP HAKONIHETUNBCIIR SE0RCIBA MMHUCTEPCTBOM 3IPABOGCXPAHEHUS
PECIIYBJIMKU BEJAPYCh
Mpuka3 MunucrepcTBa 3APaBOOX PAHEHUS
[aHHble OTCYTCTBYIOT — fymmczopcrua dapasoo

[laHHble AOKITMHUYECKUX UccrienoBaHuin 6e3o0nacHoOCTH

B ToKcMKONoOrMuecknx nccnefoBanusix cyxon akcTpakt CMHyNpeT gasany nepopanbHo cobakam
(8 TeueHue 39 Hegenb) U kpbicam (B TeyeHue 26 Hepenb). B uccneposaHuu Ha cobakax
nokasarenb NOEL cocrasnan 320 Mr/kr Maccel Tena, YTo COOTBETCTBYET 22-KpaTHOW A03e ANs
yenoseka. B nccnegosaHum Ha kpbicax nokasarenb NOAEL cocraensin 320 mr/kr macebl Tena,
YTO COOTBETCTBYET 7-KPaTHOW [03€e ANS YenoBeka.

B pasnuuHbIX ucrbiTatenbHbIX cuctemax (in vitro, in vivo) AnNsi HaTUBHOrO CyXOro 3KCTpakTa
CuHynpeTr He Obinu oOBHapyXeHbl yKkasaHus Ha MyTareHHblt noteHuman. MccneaosaHus
KaHL|epOreHHOCTU He NPOBOAWNUCE. B nccnefosaHuax penpoaykTMBHOW TOKCUYHOCTM Kanenb
Cunynpet 1 CvHYNpPEeT Ha HEeCKOMbKUX BUAAX XUBOTHBIX (KPbICh! U KPOMUKM) He Habnoganoch
HA BO3AEUCTBUA Ha (PEepTUNbHOCTb, 3MOPUOHanbHOE/EeTanLHoe, nepuHaTansHoe wunu
nocTHaTaneHOe pPasBUTUE, HW TepaToreHHbIX 3MeKToB. lMccnefoBaHua penpoayKTUBHOM
TOKCUYHOCTU CyXOro 3KCTpaKkTa, BXOASILLEero B coctae npenapara CUHYMpeT aKCTpakT, Ha
KpOnuKax rnokasanu, 4To rpu [o3ax, COOTBETCTBYIOLMX 32-KpaTHOW f03e ANA YenoBeka, He
HabnAanock HUKaKMX 3MOPUOTOKCUHECKUX U TEPATOreHHbIX 3hdeEKTOB.

HecoBmecTumocTb

He n3BecTHa.

YCrnoBus XpaHeHUs1 U CPOK ro4HOCTU

3 roga. XpaHutb npu TemnepaType He Bbiwwe 30°C.
XpaHuTb B HELOCTYMNHOM ANA AETEN MecTe.

He npuMeHsaTb Mo UCTeYeHn cpoka roAHOCTH, YKa3aHHOrO Ha YnakoBke.

®opma BbINyCcKa U ynakoBKa

Mo 10 Tabnetok B Gnuctep 13 anomMuHneBoi doner u NBX/MBAX nnexku. Mo 2 unu 4
brincrepa BMeCTE C MHCTPYKLWE NO NPUMEHEHUIO MOMELLAIOT B KAPTOHHYHO KOPOOKy.

Mpounssogurens

BMOHOPUKA CE
KepweHwTanHepwTpacce 11-15,
92318 Honmapkr

TenedoH: 09181 / 231-90

®akc: 09181 /231-265
NHTepHeT: www.bionorica.de
E-mail: info@bionorica.de

MpeacrasuTenscTeo B Pecnybnuvke Benapycb
220095 r. MuHck, np. Pokoccosckoro 64, nom.2 H
Ten/dakc (+375 17) 388-75-27, 388-75-28

e-mail office@bionorica.by
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ncTBa
a NekapCTBEHHOro cpe COrJMIACOBAHQ
Yenoans oTnycK MHHUCTEPCTROM 3IPABOGXPAHEH 15
Bes peyenTa spava

PECHYBJIHI\‘M BEJIAPYCH
Mpuxkaz Munucrepcma 3APABOOXPaHeHua
PecniyGauku Beaapycn




