MUWHUCTEPCTBO 3/JPABOOXPAHEHU S POCCUMCKOM OEJIEPAITUN

WHCTPYKIMA 110 MEJULIMHCKOMY ITPUMEHEHHNIO
JIEKAPCTBEHHOI'O ITPEITAPATA

Bponxunper® TII

Perncrpaunonnsiii nomep: JIC-001464 NE-0C1 444~ 200422

Toprosoe nanmenoBanue: bpouxunper® TTI ——
Me:xaynapoaHoe HeNaTEHTOBAHHOE WJIM IPYNIIHPOBOYHOE HAUMEHOBAHHE:
IIepBonBeTa KOpHEH 3KCTPaKT + TUMBSIHA TPaBbI AKCTPAKT

JlexapcrBennas ¢opma: TabIeTKH, TOKPHITHIEC INIEHOYHOU 000JI0YKOIA.
Cocras (Ha 1 TabaeTky):

Axmugnbie KomMnorenmol:

IlepBonBeTa KOpHEH SKCTPAKT CyXOi 60,00 mr
(3kcTpareHT - ataHoa 47,4 % (06/06)) (6-7 : 1)
TumbsiHa TpaBBI SKCTPAKT CYyXOH 160,00 mr

(xcTparenT - atanon 70 % (06/06)) (6-10: 1)

Bcrnomozamenvuvie eeuyecmea.
JIAKTO3BI MOHOTHAPAT, I'IIIOKO3a, IOBUJOH K 25, KpPOCIIOBUJIOH, KPEMHHSA TUOKCHU KOJUTOH AHBIA
663BOJIHBII71, OEJUTI0JIO3a MUKPOKPHUCTAIIINYICCKAA, MarHusa créapar, TaJIbK.

Obonouka:

tutana auokcun (E 171), tansk, xnopodumnmuna meausni xomiutieke (E 141) (xnmopoduniuna
MEIHBIA KOMIUIEKC, IJII0KO3bI cupol), pubodnasus (E 101), nponuieHrMKob, THIIPOMEILIO3A,
nonuakpuiar aucnepcust 30 %, OUMETHKOH, MSATHI IIEPEeYHON apoMaTu3arop (Maciao MSTHI
IEPEYHOH PEKTHQHIMPOBAHHOE, apaBUiickas KaMelb, MATBTOJAEKCTPHH, JIAKTO36I MOHOTH/PAT),
HaTpHs caxapuHar.

Onucauue
Kpyrisle TabneTku, ABOAKOBBITYKIIOH (OPMBI, 3€JI€HOTO BETA C II0lyMaTOBOM II0BEPXHOCTHIO,
MOKPBITHIE IJICHOYHOH 000JI0UKOiA.

dapmaxoTepaneBTHY¢CKAS rpyNna
OtxapkuBarolee CpeCTBO PaCTUTEIHHOTO ITPOMCXOXKIECHHMS.

Koxg ATX: RO5CA10



dapmaxoIoruiecKue CBoiicTBa

Dapmakoounamuxa

[Ipenmapar oOKa3bIBAET OTXAPKHMBAIOWIEE, IPOTHBOBOCHAIMTEIBHOE, CEKPETOTMTHYECKOE,
GPOHXOJIATHYECKOE ACHCTBHE, CIIOCOOCTBYET CHHIKEHHIO BA3KOCTH MOKPOTHI H YCKOPEHMIO €€
3BaKyalyH.

DKCTpakT THMBSHa 0O0IaJaeT CIOCOOHOCTBIO IOBBINIATE MYKOIMJIMAPHEIA  KIHMPEHC;
CEKPETOJIMTHYECKOE JEHCTBME OSKCTPAaKTa KODHS IICPBOLBETA CBS3aHO C pPeQIIeKTOPHBIM
MEXaHU3MOM TOBBIIIICHHS OPOHXHAIBHOM CEKPELIUU.

BponxoiuTrndeckoe AeiicTBUE ObUIO MOKA3aHO I 000MX IKCTPAKTOB B UCCICAOBAHUAX in ViVo U
in vitro.

Takke B MOKIMHMYECKHX HCCIEIOBAHUAX ObLT IMOKaszaHo, uto Bpomxumper® TII o6namaer
CMSATYAIOIIMM Kalllelb ACHCTBHEM.

Psan uccienoBaHui in vitro 4 in vivo TOATBEPKIAET BBIPAXXKCHHBIC MPOTUBOBOCHIATIUTEIHHEIC
cBoitcTBa Kak npemnapata bponxunpet® TII, Tak # OTAETBHEIX SKCTPAKTOB M3 €I0 COCTABA.
Kpome TOro, B MccieoBaHMAX in vitro mpenapar Bpomxumper® TII, TaGneTku, IOKpHITHIE
IUIGHOYHOH  000JI04KOH, IPOAEMOHCTPHPOBA]  YMEPEHHBIE  aHTHOAKTEpUANBHBIE W
IIPOTUBOBHPYCHBIE CBOWCTBA B OTHOIICHHUH NOPAXAIOMHUX IbIXaTeJIbHbIE MNyTH OakTepuid
(sanpumep, S. pneumoniae U S. pyogenes) 1 WITAMMOB PECITUPATOPHBIX BUPYCOB (BUPYC TPHIIIA
A, peciupaTopHO-CHHIIMTHATBHBIN BUPYC YeJI0BEKa, PHHOBHPYC YEIOBEKA).

DapmakoKunemuka

Tumon, SABIAACH OCHOBHBIM JIMIOQUIBHBIM KOMIOHEHTOM OJ(UpHOro Macia THMbSHA,
BCachIBaeTCd B KMINECUHHKE U OOHapyXHBaeTcs B IlIa3Me 4YeJlIOBeKa B BUAE cysb(dara TUMONA.
[lepopanbuelii mpueMm mnpenapata Bpomxumper® TII, TabneTku, NOKPHITHIE ILICHOYHOM
060J1049K0if, 370pPOBBIMH HCITBITYEMBIMH IIPUBOJIAI K CPETHUM T'€OMETPUIECKAM 3HAYCHUAM Crmax
= 90 ur/mMn 1 AUCo.1tast = 794 u*Hr/Mn s cynbsdara Tumona. CpenHee 3HaYCHUE TTOKA3aTEIst
Tmax cocTaBuIO 2 yaca, BpeMs nomyBbiBeaeHus (t12) — 10 gacos.

JlanHbIe 110 papMaKOKHHETHKE W OMOIOCTYITHOCTH 3KCTPAKTa KOPHS IIEPBOIBETA OTCYTCTBYIOT.

IToxazanusi K NpUMeEHEHUIO

B kauecTBe OTXapKHMBAIOIIEr0 CPEACTBA B KOMILUIEKCHOM TEpamvM OCTPHIX M XPOHHUYECKHX
BOCIIAIMTENBHBIX 3a00JIeBaHUil JbIXaTeNbHBIX IIyTeH, COMPOBOXKAAIOIIUXCA KallllleM M
obpa3oBaHHEeM MOKPOTHI (TPaxeuT, TpaXeoOPOHXHUT, OPOHXHUT).

IIporuBonokazanus

IloBplleHHass YyBCTBUTEIBHOCTE K JMOOOMY M3 KOMIIOHEHTOB Mpemapara (B TOM YHCIE K
IEPBOLBETY U THMbsAHY), a TaKKE K APYTHMM PacTEHHUSAM DPOJ@ MEPBOLBET W/WIM CeMeicTBa
ryOOIBETHBIE.

JleTckuit Bo3pact [0 12°1€T B CBS3H C OTCYTCTBHEM KIMHMYECKUX JAHHBIX,

HenepeHocMMOCTE 1aKTO3bI, GPyKTO3bl; AeUIMT NaKTas3hl, caxapa3bl/H30MalbTa3bl, CHHIPOM
II0KO30-TaJIaKTO3HOM ManbabcopOLMU (B COCTAB Ipemnapara BXO/IMT JIAKT03a U [JII0K03a).
3a0oneBanus KeIy0YHO-KHMIIEYHOTO0 TPakTa B CTAAWH OOOCTpEHHs (B TOM 4YHCIE TaCTpHT,
s3BeHHas Oone3Hp kenyaka). Ilepen HayaaoM TpPUMEHEHHMs [penapara Heo6XOAuMO
IIPOKOHCYJIbTHPOBATHCS C BPAuOM.



IIpuMeHeHne NpH 6epeMEHHOCTH M B IEPHO/ TPYIHOr0 BCKAPM/IHBAHHUSA

B cBsA3H C OTCYTCTBHEM JOCTATOYHBIX Pe3yJILTATOB HMccaenosanmii Bporxunper® TII e cneayer
OpUMEHATL BO BpEMsi OEpEMEHHOCTH H KOpMIICHHs rpyapto. CBeNeHHS O BO3zeicTBHU
npenapara Ha (EpTHIBHOCTH YEIOBEKa OTCYTCTBYIOT. B Xome MCCIEIOBaHMI HA JKHBOTHBIX
BO3/I€iiCTBUE HAa QEPTUILHOCTD He OOHAPYIKEHO.

Cnoco® npuMeHeHHs U 103bI

BuyTpb, B3pociaeM H feTaM ctapiie 12 jger mo 1 tabnetke 3 pasa B jaeHb 10 eapl. TabmeTku
CIIe/Iy€eT MPOTrJIaThIBaTh HE Pa3XKEBbIBaAs, 3alIMBAst JOCTATOYHBIM KOJMYECTBOM BOJbI (HALIPHMED,
1 craxan). [IpomomXUTENEHOCTD JE€UEHHS 3aBUCHT OT TedeHHs 3aboneBanus. B cpenmem xypc
nevyeHus coctaBuger 10-14 queil. YBenuueHne npoJoDKUTENEHOCTH U MPOBEIEHHE IIOBTOPHBIX
KypPCOB JICYEHHS BO3MOXKHO 10 pEKOMEH/IAIUH Bpava.

Ecnu uepes 7 pnel jedeHHs yNydyIIEeHUs He HACTYNAET WM CHMIITOMBI YCYI'yOISIOTCS, MM
HOSIBJIIOTCH HOBBIE CHMIITOMBI, HEOOXOAUMO IIPOKOHCYIBTHPOBATECA ¢ BpadoM. [IpuMeHsiite
IIpernapar TOJBKO COIJIACHO TEM IOKa3aHUAM, TOMY CHOCOOy NpPHUMEHEHHS M B TeX J03aXx,
KOTOpBIE YKa3aHbI B HHCTPYKIIHH.

Ilo6ounoe aeiicTBUE

VYKa3aHHBIE HH)KE HEXKEINATENbHBIC pEaKIM{ IIPUBEJCHBI B COOTBETCTBHE CO CIIEXYIOIMMH
rpafalUsMy YaCTOThl MX BOSHUKHOBEHHUS:

Ouens vacto (> 1/10)

Yacto (> 1/100 o < 1/10)

Heuacto (= 1/1000 o < 1/100)

Peaxo (= 1/10000 o < 1/1000)

Ouens peaxo (<1/10000, Bkito4as oTAeTbHBIE COOOIICHHUS)

Yactora HemsBecTHa (IO HMEIONMMCSA HaHHBIM YCTAHOBHUTh YaCTOTY BO3HHKHOBEHMs HE
IIpE/ICTABISCTCS BO3MOXKHBIM).

Hapymenus co CTOPOHBI XeJXyZOYHO-KUIIEYHOTO TPAKTa: HEYacTO — TOUIHOTA, PBOTA, JHUapes,
CracTU4ecKkue 60IH.

Hapymenus co CTOpPOHBI MMMYHHOH CHCTEMBI: OY€Hb PEIKO — ALIEPTMYECKHE PEaKIHH
(ompImIKa, KOXKHAS CHINb, KPANUBHHUIIA, OTEK JIMIA, POTOBOM MOJOCTH H/HIIH ITIOTKH).

Ilpy mosBNEHMH NEPBBIX NPH3HAKOB ANIEPIAYECKON PeaKyd CIeAyeT HPEeKpaTHUTh MpUeM
npenapaTa U 06paTUTHCS K Bpady.

Ecmu y Bac otMmeuatores no6ounsie 3¢deKTs, yKasaHHble B HHCTPYKIMM IO MEIMIMHCKOMY
NPUMEHEHHIO, MM OHM YCYTyOnstoTcs, uiaM Bel 3amernin modbie apyrue moGouHbie 3G EKThI,
HE YKa3aHHBIC B MHCTPYKIMHM 110 METHIMHCKOMY IIPHMEHEHHIO, COOOIIUTE 00 3TOM Bpauyy.

Ilepenosuposka

IIpu nepemo3upoBKke BO3MOXKHBI 60K B 061aCTH XeTy/Ka, pBOTA, ANApE.

B cmygae  BO3HHKHOBEHHS  CHMITOMOB  TEPENO3MPOBKM  HEOOXOMMMO  IIPOBECTH
CHMITOMAaTHYECKOE JICUCHHE.




B3anMoAeiiCTBHA ¢ IPYTrHMH JICKAPCTBEHHBIMH CpeJcTBAMM

Ta6netku Bponxumper® TIT He cleayeT NPUMEHSTH OJHOBPEMEHHO C MPOTHBOKAILIEBBIMU
npenaparamd, a TaKkKe C JIEKapCTBEHHBIMH CpEICTBAMH, YMEHBIIAIOIMMH 00pa3oBaHHE
MOKPOTBI, TaK KaK 3TO 3aTpyAHAET OTKAIIMBaHUE Pa3XKIKEHHON MOKPOTBL

KoMOuMHANMs € aHTUOAKTEpUAIBHBIMH  JIEKAPCTBEHHBIMH  CPEACTBAMHM  BO3MOXHA M
resecoodpasHa.

Oco0ble yKkazaHus

Ecmu Ha QoHe IpUMeHeHUs Npenapara B TeueHue 7 THEH CUMIITOMBI 3a00JIeBaHUs COXPAHAIOTCS
WM COCTOSIHHE OOJIBHOTO YXyAIIAaeTCs, BOSHUKAET OZBIIIKA, INXOPaIKa, OTMEYAETCS [TOSIBICHUE
THOSL H/WJIK KPOBH B MOKPOTE, CIIEyeT OOpaTUTHCS 32 KOHCYJIBTAIIMEl K Bpauy.

Wudopmanus A1 MAIMEHTOB C CaXapHBIM AMabETOM: COep)KaHHE YCBAaMBAE€MBIX YIJIEBOJOB B
pasoBoii fo3e (1 tabnerka) coorBercTByeT MeHee yeM 0,02 XE, B cyTouno# mo3e (3 Tabuerku) —
meHee 0,06 XE.

[IpenapaT He COAECPKUT I'IIIOTEH.

Biimsinne Ha criocoGHOCTL YIIPABJIATH TPAHCHOPTHBIMH CPeACTBAMH, MEXAHH3IMAMH
IIpumenenye npenapara He OKa3bIBACT BIMAHUS Ha CIOCOOHOCTD K BBIOJIHEHHUIO IOTCHI[HAIBHO
ONACHBIX BHJOB JCATEILHOCTH, TPEOYIOIMX IOBBINICHHON KOHIEHTPAIIMH BHHUMAHHS U
OBICTPOTHI IICHXOMOTOPHBIX DPeakiuil (yIpaBlicHHe TPAHCIOPTHBIMH CPEICTBaMH, pabora ¢
JBHKYIIMMHCS MEXaHU3MaMu, paboTa JUcreTyepa, oneparopa)

Popma BBINyCKa

Tabnerxu, nokpeiThie IEHOUHOH 000m0uKoi. ITo 20 mmm 25 TableToK, IOKPHITHIX IUICHOYHOM
obono4koif, momemaior B Gnucrep u3 [IBX/TIBJIX-nnenku u amomunnesoi gousru. ITo 1 (mo
20 Tabnerok), 2 (mo 25 tabnerok), 4 (mo 25 Tabnerok) wam 5 (mo 20 TabieTok) GaMCTEpOB
MIOMEINAIOT BMECTE C MHCTPYKIHEH 110 IPUMEHEHHUIO B TIaUYKy KapTOHHYIO.

YenoBns xpaneHust
B opurnnaneHoit ynakoBke (Tiauke) npH Temiieparype He Boime 25 °C.
XpaHUTH B HEIOCTYITHOM JUTS IETeH B MECTE.

Cpok rognocTn
3 roxa.
He nmpumensTh 110 HCTEYEHMH CPOKA TOTHOCTH.

YcaoBust oTmycka
Ormyckartor 6e3 penenra.

JlepskaTess perncTpatMOHHOTO YA0CTOBEPEHHS .
Buonopuxa CE, Kepmenmraitnepmrpacce 11-15, 92318, Hoitmapkr, ['epmanus

IlpousBoanrenn

Porrennopd ®apma I'm6X, Ocrendensaep Iltpacce 51-61, 59320 Dunurepno, I'epmanus
Dacosxa/Ynaroexa

Buonopuxa CE, Kepmenurraiinepmrrpacce 11-15, 92318, Hoiimapkr, IepManus
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Buinyckaouuii KOKmMponL
Bronopuxa CE, Kepmenurraitnepirrpacce 11-15, 92318, Hoitmapkr, ['epManus

Oprann3anus, NPHHUMAIOINAS [IPETEH3HM NOTpebuTe e
OO6mecTBO C OTPAHHYCHHOH OTBETCTBEHHOCTBIO «BHOHOpHKaN
119619 r. Mocksa, 6-51 yi1. HoBbte cangl, a. 2, xopi. 1
Ten./daxc: +7 (495) 502-90-19

Agpec 2nexTpoHHO# mmoutsl: info@bionorica.ru

IIpencraBurens OO0 «buoHOpHKa»
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