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1. HAUMEHOBAHUE JIEKAPCTBEHHOIL'O HPEHAPATA

1H 11

Kaneppon dopte, Tabnerkn, mokpeITEE 060T0UKOIT
2. KAYUECTBEHHBIA I KOJIMYECTBEHHBIN COCTAB

Kasxxpast TabeTka, MOKpeITas 06010UKOH, COMEPIKHUT HIMENbUEHHOR JIEKapCTBEHHOE
pacTHTEbHOE ChIPbE (TTOPOIIOK):

36 mr sonotoTeicsunnka Tpasel (Centaurii herba)

36 Mr sirobucToka kopueit (Levistici radix) [
36 mr posmapuna muctees (Rosmarini folia)

BeriomorarenbHble BemecTsa, Hanm4ne KOTOPBIX HATO YUHTBIBATH B COCTABE JIEKAPCTBEHHOTO
TperapaTa; TIFoKO3BI CHPOTI, JIAKTO3B! MOHOTHAPAT, caxaposa (cM. pasmensi 4.3, 4.4).

ITonHbIi CIIMCOK BCIOMOTraTeNbHBIX BELIECTB CM. B nyHkTe 6.1,

3. JEKAPCTBEHHASL ®OPMA

Tabnerky, moKpwITEIE 06OTOUKOIT,

JBOSIKOBBINY KJTbIE KPYTIIble TAONETKH OPaHIKEBOrO LBETA ¢ MIAIKOMN MIOBEPXHOCTHIO.
4. KIMHUYECKHWE JAHHBIE

4.1. IToka3zauus x npnmeHeM»uo

Hpenapar Kanedporn dopre noxasan x npumeHeH o Y B3POCIHbIX H TOAPOCTKOB ¢ 12 neT B
KOMIUICKCHOM  JICHEHHH HETSDKENBIX CHMMITOMOB BOCTHANHTEIbHBIX 3a00NEBAHUN HUKHUX
OTHENOB MOHEBBIBOSIIIX MyTEH, TaKHX KaK YaCTOE MOYEHCITYCKAHHE, YYBCTBO JOKEHHS npu
MOYEHCITy CKAHHH H y4aLLeHHBIE TO3bIBbI K MOYEHCITY CKAHHIO, a TAKXKE IS TIOBbIIIeHMS Iuypesa
C UEJIbI0 YMEHBIIEeHUs 00pPa30BaHKs MOUYEBbIX KaMHENL,

IIpriMeHenne Mo yKxa3aHHBIM HA3HAUEHHSIM OCHOBBIBACTCS TOIbKO HA OMBITE IPOIOOKUTEIBHOTO

IPHUMEHEHHMSI

4.2. Pe:xuM 103MPOBAHMS U CIOCOB MPHMeHeHHS

PexxiM nosupoBanms

Pexomennyemas no3a: B3pocCsiM u nonpocTkam ot 12 niet no 1 tabnetke 3 pasa B menb (yTpom,
JIHEM U BEYEPOM).



IIIII’ITGJ'H)HOCTB Kypca JICUECHS: l'IpH yXY,HU.IeHI‘IH CHMIITOMOB JIH6O OTCYTCTBHI-'I y.Hy‘II_HeHI/Iﬂ
CHYCTH 3 IOHA npneMa, peKOMeHI[yeTCX O6paTI/ITbCH K Bpaqy. B pPamMkax CaMOJICYEHUS He cnez[yeT
NIPHHUMATSL npenapat 6onee 2 Henenw,

Halﬂl@lﬂﬂbl C Hoveynoy u neverovnoi 7-/8()00]77(17710’-//10C777b/O

HenocraTouno mauuex mis KOHKDETHBIX DEKOMEHJALMIT 1O MO3MPOBKe s ITALIHEHTOB C
HapyLeHHeM (yHKLIH NoYek / meueny.

Hemu

Pexum nosuposanus y ZeTeii B Bospacre ot 12 no 18 jer COOTBETCTBYET PEIKUMY NO3HUPOBAHHSI
Y B3DOCIIBIX.

IIpenapar mporusonokasan x MPUMEHEHNIO y neTel B Bo3pacre mo 12 Jjer (B cBs3H ¢

OTCYTCTBMEM KJIIMHHYECKMX NAHHBIX 110 shdextuBHOCTH 1 GesomacHoCTH Y DaHHOH KaTeropuu
MAlHEHTOB).

Crnocob NPUMEHEHHs

Tabnerky cnemyer IIPOTNIATBIBATE HE DAa3IKeBLIBAS, 3aIHMBAs HEOONBIIHM  KOJHYECTBOM
KHAKOCTH (HaIpUMep, CTakaHoM BOIbI).

Bo Bpems neuenns lPENapaToM pPEeKOMEHIYeTCs mMoTpeGieHme Bonpmioro kommuectsa
KHIKOCTH.

Tatoke cM. pasmen «4.4. Ocobuie YKa3aHHUS H MEPbl NPENOCTOPOKHOCTH NPH NPHMEHEHUI .
4.3. IpoTuBomOK A3 AKIsI

- Munusunyansaas nopbimennas 1YBCTBHUTENbHOCTb K aKTHBHBIM KOMIIOHEHTAM nperapara, a
TAKOKE K IPYTHM DACTEHHAM ceMelicTRa SOHTHUHBIX (Umbelliferae, HamnpHuMep, aHuc, GeHxens)
I aHeTONy (KOMIOHEHT 3QHPHBIX Macen) uu OIHOMY M3 BCIIOMOraTE/NbHbIX BEIIECTS,
NEePEYNCIEeHHBIX B pasnese 6. 1.

- A3Ba wenynxa

- Hppuraunonuas Tepanus MpoTHBOMOKA3aHa B Ciydae OT€Ka, BBI3BAHHOIO CEPIEYHON MK

TO4CUHON HENOCTATOYHOCTBIO  1/umy KOria peKOMEHIYeTCs yMEeHbLIHTD norpedieHme
KHIKOCTH.

4.4. OcoGbre ykaszanus u MEPBI NPEA0CTOPOIKHOCTH NPH MPHMeHeH K

TIPOHCXOMNT yXy NLIEHHE COCTOSHI1s (coxpaHsieTcs min noBkImaeTcs TEMIIEPATY Pa, OSBISIOTCS
paccrpoiicTra MOHCHCIYCKAHHUA, 3anepskka MOYH, OONM BHH3y SKMBOTA CHACTHYECKOIO
XapaKTepa, KPOBb B MOYE) HEOBXOIIMO 00paTHTLCs 32 KOHCYNBTALMEN K Bpauy.

[Maunenram ¢ PenKo#l  HacnencTeeHHOMN HEIEPEHOCHMOCTEIO  (hpyKTO3EL, caxapaso-
H30MabTa3HOokH HENOCTATOYHOCThIO, TJIFOKO30-TajlakTO3HOH MasbabcopOiuei,

HCIEPCHOCHMOCTBIO  TaNaKTo3bl, MAKTO3HOI HEIOCTATOMHOCTBIO HE CIIeAyeT NPHHUMATD
Npenapat Kanedpon dopre.

Wndopmars s TIALMEHTOB C CaxapHbIM IHABGEeTOM: OnHa Tabnerxka, MokpbITas obonoykoi,
COOCPXKHT B cpenHem 0,3 r YCBAHBAEMBIX yriI€BOAOB, YTO coorsercTyet 0,02 XE.

COrNACOBA R
MUHHMCTEPCTROM 3/IPAPOOXPAH EHHUA
PECTTIYBJIMK UK BEJIAPYCH
Mpuxkas MHnucw‘(—:p(m_:;»q S4PABOGXpPaHeHA g
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Ipenapar nporieonokasan K MPUMEHEHNIO y neTell B BO3pacTe no 12 jer (B cBasm c
OTCYTCTBHEM KIMHHYECKHX DAHHBIX HO sbdexTHBHOCTH 1 Ge30macHoCTH Y HaHHOM KaTeropuu
NalUHEeHTOB).

4.5. BzanmopgeiicTue ¢ APYTHMH JIEKAPCTBEHHbIMH Npenaparamn u Apyrue BHAbI
B3AHMOOEHCTBH

BBaI/IMOIIeIZCTBHSI C APpYyTUMH JIEKAPCTBEHHBIMH npeénapatamMu B HacCTos1ee BPEMA HEU3BECTHHI,
HCCJIe,Z[OBaHH_H B3aUMOOEHCTBUS HE IPOBOAMIIHCE.

4.6, (DeanJIbHOCTb, O0epeMeHHOCTD H JIAKTALH S

bepemennocms

OnbIT npumenenns npenapara GepemMeHHbIME JKeHIHAM T (300-1000 nexonos OepemenHOCTH)
HE ACT OCHOBaHMit mpemmosarars HaJTM4He PUCKAa BO3HHKHOBEHUS nehEKTOB PasBHTHUA HIIH
TOKCHYHOCTH IJIST TLUIONA HMJIH HOBOPOXKIEHHOr0 MnaneHua npu pueme npenapra Kanedpon

OKCNepUMeHTATbHbIE HCCIENOBAHNS HA JKHBOTHBIX HE BbISBUIMN MPHU3HAKOB TOKCHYECKOTO
NeliCTBUA Ha PEIPORYKTUBHYIO QyHKLHIO (CM. pasmen 5.3).

Ipuem  nexapcrsensoro Mpenapata Kanedpon dopre OepemennbIMI keHIEHAMI MOYKeT
OCYLUECTBIIATLCSA 1O HA3HAYECHUIO Bpada B Ciiy4yae HEOOXOMMMOCTH.

Kopmnerue apydsio

Henssectno, Beimensioress mu AKTUBHBIE KOMIIOHEHTBI Mpenapata Kaneppon dopre s
MATEPHHCKOE MOonoxo. Hemb3s vckmouuts PHCK nis pebenka Ha TpymHOM BCKAPMJTHBAHHH.
Kaneppon dopre ne CJENYeT NPMHUMATB BO BpeMst KOPMIIEHHSA TPy AbIO.

Pepmuavnocme

4.7. Bnusinne ma cnocoGuocrs YUPABJIATE TPAHCHODTHBIMH CPeACTBAMH M pa6orars ¢
MEeXaHH3MAaMH

MEXaHHU3MaMH He NPOBOAHIHCE.

- :~..-.__-,..___«~“Mﬁ.~_-,,.-~ﬁ__~
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AN
IIpu ouenke wacTorsl Bo3HUKHOBEHIIS HEKENATEIbHBIX PEaKLMH 32 OCHOBY OBIIM MOMOKEHDI
CENYIOMKe KaTeropuu:
O4eHb 4acTo (>1/10)
Hacro (21/100, Ho <1/10)
Heuacto (21/1000, vo <1/100)
pexnko (>1/10000, uo <1/1000)
O4eHb pexxo (<1/10000)
HEH3BECTHO: HA OCHOBAHHMHM UMEIOLIHXCS NAHHEIX HaCTOTY OLUEHHTh HEBO3MOXKHO

XKenyoouno-kumeynvre HaPYULe Hl st
Hacmo: paccrpoiicrsa KEJTy IOUHO-KHIIEYHOrO TPAKTa, TAKHE KAK TOWIHOTA, PBOTA, AUApes.

Hapyulelmﬂ CO cmopoHvl HUMMYHNOT crcmeatv
BOSMO)KHO pa3BuTHE AJJIEPTHYECKUX peaxum”i, TaKHe Kak CbIllb, 3y 1, OTEK Juna. Yacrora HE
H3BECTHA.

B cnyyae Bosunxnopenus MOOOYHBIX peakunit, B Tom uncie He YKa3aHHBIX B HaHHOM
MHCTPYKUIH, NAUUEHTy PeKOMEHy eTcs HPEKPATHTL NPUMEHEHHE JIEKAPCTBEHHOTO CPEeaCTBa M
obpatuThCs k Bpauy.

Coobwenue o [I003peBaAEMBbIX HeXKeNaTedbHbIX pPeakuHssax

Baxnoe snauenne umeer COOOLLEHNE O NONO3PEHMH Ha NTOBOUHBIE PeaKIHI Mocie perucTpaumn
JICKapCTBEHHOr0 npemapata. DTO0 MO3BOJsET KOHTPOJIMPOBATh nalibHEHIIee COOTHOLIEHME
NOJIb3bI / pricka npenapara. O mo6urx TONO3pEeBACMbIX MOOOYHBIX peakiHax mpocba coobmars
HePE3  HALMOHAIBHYIO CHCTEMy COOOIIEHHS O HeKenaTenbHbX peaxuuax (VII «Llentp
SKCIIEPTH3 M HUCHBITAHMII B 3Apasooxpanennn M3 PBy», Pecry6nukanckas KJIMHIKO-
bapmakonornyeckas naboparopus http://www.rceth. by, Tenedon/dare: +375 17 242 00 29,
Menuunnackue  paGotamkn  Tamoke MOIyT COOOWIATh O HeKenaTelbHbIX peaknuax B
IIpencrasurenscrso «buonopuka CE» Pecny6miike Benapycs.

4.9. llepenosupoeka

Ho  Hacrosuero BPEMEHH  cyyau mepenosuposku IpPH INPpHUMEHEHMH IIpenapaTta He
3aperucTpuposaHer. B ciyuae npuema ipénapata B 103ax, NMPEBbIILAOII[HX TeparneBTHYeCKHeE,
HEOOXOIMMO MPOBOAUTD CHMOTOMAaTHYECKOE JIeUeHHE.

S. PAPMAKOJIOTHYECKHE CBOWCTBA

S.1. ®apmakoauHamuyecke CBOIicTBA

PapmaxorepanesTHueCKas Tpynna: mpouwne cpencrsa, NPUMEHsIEMbIE 1N JIeueHHs
ypoJoruueckux 3abonesanuii.
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B Heckonbrux kmunmueciix Hecnenosanuax ObUIo MmokaszaHo, uyTo NIPUMEHEHNE MpenapaTa
Kanedpon mpusomur « Gonee OblcTpomy  ymeHbImeHmMIO CHMIITOMOB, CBSI3aHHBIX C
BOCMATHTENbHBIMK 3260MEBAHMSIMY  HiKH 11X OTACJIOB MOYEBbIBOAALIMX MyTeil. PesynbraTh,
TOJIyICHHbIE B XON€ 3TUX KJIHHHYECKHX HCCJICNOBAHHN MPENMOAAraoT HalHuHe y mpernapara
Kanedpon IPOTHBOBOCIIANUTENLHOTO, CMIa3MOJIUTHYECKOrO,  aHTMHOLMUENTHBHOIO 1
aHTHOAKTEPHABHOrO 3¢ dexTos.

OTH KIIMHUYECKIEe MaHHbIe MONTBEPIKAAIOTCA PE3YIBTATAMHE JOKTHHHIECKIX HCCJIEIOBAHMIA,

In vitro Kanedpon TMPOABIIAN Kak AHTHOKCMJAHTHYIO, Tak M IIPOTHBOBOCTIANHTENbHY IO
aKTMBHOCTb, TaKyl0 Kak HHTHOHMPOBAHHE BBICBOBOKIEHMS NIPOCTarNanAHHOB H LHTOKHHOB,
HMHIHOHpPOBaHME depmenra 5- JHNOKCHreHasel. [IpoTHBOBOCTANHTENBHET sbdexr npenapara
Kanedpon 6o TIOATBEPXKACH in Vivo Ha Mopmesn SKCTEPHMEHTANLHOTO LUCTHTA KPBICHI.
Criasmomitueckie cpoiicrag TaKKe OblLIH MPOACMOHCTPHPOBAHBI in Vvitro Ha monockax
MOY€BOro my3bIps yenosexa i KpbIChL Ipu sKcrepuMenTanbHOM LHCTHTE Y KPbIC IPUMEHEHHE
penapara Kanedpou npusommio k HOPpMaM3aiiy ypOoqHHAM MY eCKIX NapaMeTPOB, TAKUX KAK
1aCTOTa  MOYeMcnyckaHuii u  emxocrs MOHYEBOr0  My3bIpA, a TaKkKe OKA3bIBATO
ANTHHOUMUENTHBHOE NefiCTBHe,

MOYEBBIBOAAIIMX My Teil

3.2, DapMaKoKHHEeTHYeCK e CBOHCTBA

Hccnenosanus dapmakoxuHeTHRH 1 OuonocrynnocTH He MPOBOAMITHC.
5.3. Jaunrpie AOKJIHHHYeCKOH Ge3onmacHocTH

Hccnenosanus o MSYHCHHIO OCTpOii M XpoHHuecKol TOKCHHYHOCTH, T€HOTOKCHYHOCTH,
PENPONYKTHBHOM TOKCHYHOCTH, a TakkKe hapMaKkoIoruyeckoii OesonacHocTH He oOHapyKHIH

6. PAPMALEBTHUYECKIE CBOMCTBA
6.1. Ilepeuenn BCIIOMOraTeJbHbIX BellecTs

JlakTosa MOHOTHIpaT

Marnus creapar

Kpaxman kyxypyswrii

Hosugon K 25

KpemHuus muokcun KOJUTOMAHBIH Oe3BOaHbII
Kanbuus xap6onar

Kacroposoe macyo HepapHHUpoBaHHOe

Tm0K0351 cHpor COrMTACOBAHO |
’ . | MUHUCTEPCTBOM 3LPABOOX PAK rgmmj
Kenesa oxcun KpacHsrii (E 172) | PECITYBJIMKU BENAPYCL
Hexctpuu

f Ipukas Munucrepcerea :;upzmouxpnnmmn‘
f Pecnybnuxu Benapycs




Bock ropubrit rinkonmesbrii
IoBupon K 30
Pubodnasun (E101)
Mlesnax

Caxaposa

Tanbx

Turana nuokcun (E171)

6.2. Hecosmectumocts,

He npumenumo,

6.3. Cpox roguocTu (cpox xpanenus).
3 rona.
6.4. OcoGbIe MEPLI IPEN0CTOPOKRHOCTH NpH XpaHeHHH.

Xpanute mpu TeMIepartype He Bolwe 30° C.

6.5. Xapakrep n COMepKAHME MEPBHUHOI YNAKOBKH.

NPUMEHEHUI0 (J’II/ICTOK-BKJI&II};IL[I) TTIOMEINAIOT B Na4Ky KapTOHHYIO.
B cBoGonHoit mponaske MOTYT OBITh TIpenCTaBIEHbI He Boe PasMepnl yrakoBok.

6.6. OcobbIe MEPBI  TNPEeRoCTOPOKRHOCTH NMPH  YHHYTOXEHHH  HCMNOABb30OBAHHOLO
MEKAPCTBEHHOr0  mpenapata uwan 0TX0A0B, MOJNyYEHHBLIX MoOCTe OpHMEHeHHU S
JIEKAPCTBEHHOr 0 Npenapara iy paboTsl ¢ Hum,

Her ocobbix tpeGosannii x YTUIIH3ALHH.

7. AEPYKATEJIDL PET HCTPAIMOHHOT O YOIOCTOBEPEHHS

I'epmans COTNACOBAHO |
BHOHOpI/IKa CE MWUHUCTEPCTBOM 3APABOOXPAHEHUHA
e PECITYBJIMKU BEJIAPYChH
KelZLUCHHJTaHHepLL[Tpacce : 1-15’ 92318 Mpuxas Munucrepersa 3 PAaBOOXPaHeHNA ;
HonMapKT-HH-ﬂep—O6epn(banbu, I'epmanus PecnyGmukn Benapycs i

Ten: +49 (0) 91 81 231 — 90
®Daxc: +49 (0) 91 81 231 - 265
ATIpec anexTpoHHOI TIOYTEI;
info@bionorica.d_.g



7.1. MpencraBurenp ACPRATENSI PerucTPALHOHHOO yaocTroBepeHHs,

Ipemenziu nompebumenei na meppumopuw Pecny6nuxy Benapyce nanpasasme no adpecy:
Hpencrasurenserso s PecryGnuke Benapycs

220095 r, Munck, np. Poxoccosckoro 64, mom.2 H

Ten/akc: (+375 17) 388-75-27, 388-75-28

AZpec snexTponHoif [IOYThI:;

chg@bionorica.by

11. YenoBusa 0THyCKa IeKapcTBeHHOoro npenapara

Otnyck u3 anrek Ges penenra Bpaya,

8. HOMEP PEI HCTPALITMOHHOTO YIOCTOBEPEHHS

9. TATA OEPBHYHOI] PETHCTPAIINHA (IOATBEPXXIEHUSI PEL HCTPAIIMM,
IEPEPEI'M CTPALIIN)

COU'JTIACCBAHO
MUHUCTEPCTBOM SHAPABOOXPAHEHUA
PECITYBJINKU BEJIAPYCH
10. I—[ATA HEPECNIOTPA TEKCTA HNpukas Munncreperea BAPABOOXPAHEH 9 A i
Pecniy6nuxu Benapycs




