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OBILASI XAPAKTEPUCTHKA JEKAPCTBEHHOT'O TIPELIAPATA

(

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O ITPEITIAPATA
®UTOX0J1, KarcyJibl

2. KAYECTBEHHBIIN U KOJIMYECTBEHHBIA COCTAB

2.1. O6mee onucanue

Mesx1yHapoiHOe HeMaTeHTOBAHHOE MJIM TPYNIIMPOBOYHOE HAUMEHOBAHHE:! -

2.2. KauecTBEHHDBIH H KOJTHYECTBEHHBIH COCTAB

| xamncyna COAEPKHT:

ApTHIIOKa TUCTBEB IKCTpaKT cyxoi — 100,0 Mr, coxeprxaimii:
apTHINOKA JIHCThEB JKCTPAKT KOHIEHTPUPOBAHHBIM (9KCTpareHT — Boxa. COOTHOIIEHHE
CBEXKEr0 JIEKapCTBEHHOTO PACTUTEILHOTO ChIPbs/ HATMBHBIN 3KCTpakT: 15-30:1);

WIH
apTHIIOKA JIMCTHEB OKCTPAKT KOHIEHTPHPOBAHHBIM (3KcTpareHT — Boxa. COOTHOIICHHE
BBICYIIEHHOTO JIEKAPCTBEHHOTO PACTUTENBHOTO CHIPbs/ HATUBHBIN SKCTpakT: 1,5-4:1).

ITonneili CNUCOK 6CNOMO2aMeNbHbIX 8elyecms cM. 8 noopasoene 6.1.

3. JEKAPCTBEHHAS ®OPMA

Kancy sl

TBepable kenaTHHOBBIE Kancy bl No 0 HHIHHIPHUYECKOH (HOPMBI C MOITyChHepUyeCKUMH KOHIaMHU
seneHoro 1peta. ColaepXMMoOe Karcys — MOPOIIOK OT CBETIO-KOPHYHEBOTO 10 KOPHYHEBOTO
usera. JloMyckaeTcs HaJIMYME YACTHIL B BUJE YTUIOTHEHHOH MOPOLIKOOOpa3HON MacChl.

4. KIMHUYECKHUE JAHHBIE

4.1. IToxazanus K NPpUMEHEHHIO

JlexapcTBEHHBIH IIpenapar MoKa3aH K IPHEMY y B3POCIIBIX U IETeH cTapuie 6 ner.

[IpuHMMaeTcs i o0nerdeHus (QyHKUMOHAIBHBIX HApYIICHWH MHUIICBAPCHUA W YIIy4lICHHA
BBIIEUTEIBHON (QYHKIUH MMOYEK. ‘

4.2. PesxuM 103MpPOBaHHSA U CNI0c00 NPHMEHEHHS

Pexum 103upoBaHus

BHyTpb. B3pocismm u feTsm crapiie 12 et o 1 - 2 xancyne 3 pa3a B JI€Hb.

Jletsm oT 6 JeT 10 12 eT peKoMeHIyeTcs MPUHUMATH 110 1 KancyJe nepopaibHO 2-3 paza (B
3aBUCHMOCTH OT BO3pacTa) B CYTKH.

[1po10/KMTENBHOCTE Kypca JICYeHHs COCTaBJIACT 2-3 menenu. [Ipu HEOOXOAMMOCTH BO3MOXKHO
TpOBE/ICHHE TOBTOPHBIX KYPCOB [0 COTIACOBAHMIO C BPAOM.

Oco0Oble rpynmnel

Memu

DUTOXO He ClleyeT Ha3HAYaTh AETSM B BO3pAcTe MIlajLe 6 JIeT.

Cnoco6 npuMeHeHHs

B3pocsibiM ¥ eTsM crapiie 12 ieT: BHYTpb, PEANOYTHTENBHO 10 €/bl HIIH NPH BO3HHKHOBEHHH
(yHKUHOHATBHBIX HAapyICHHH, 3aNMBas 0,5-1 ctakaHOM BOJBI.

Jletsim oT 6 10 12 sieT: BHYTpb, 10 €Ibl WK IPH BOSHUKHOBCHUH G yHKIHOHAIBHBIX HApYIIEHHUHH,
3anuBasi HEOOJIBILIMM KOJIMYECTBOM BOJIBIL.

4.3. lIpoTnBONOKAa3aHUA



- FUIEPUYYBCTBUTENBHOCTh K AEHCTBYIOIIEMY BELIECTBY WM K JIIOOOMY M3 BCIIOMOraTeNIbHBIX
BEIIECTB, IEPEYUCIICHHBIX B roapasjene 6.1;

- MIOBBILIEHHAs YyBCTBUTEIBHOCTD K PACTEHUSAM ceMeHCTBa ClI0)KHOIBETHBIX;

- )KeJTYHOKaMeHHas 00JIe3Hb;

- HEMIPOXOIUMOCTb JKETYHBIX ITyTEH;

- ocTpble 3a60JIeBaHUsl IEUSHH, TIOYEK, KETUe- ¥ MOUEBBIBOIALIMX Ty TEH;

- TshKeJlas renaTouesUTIoNIsIpHas HE0CTaTOYHOCTh;

- IETCKU# BO3pacT Muiajuie 6 JierT.

4.4. Ocobble ykazaHUsi H Mepbl NPEI0CTOPOKHOCTH NPH MPUMEHEHHH

[Mpenapar ®uTOXON HE ClEAYeT Ha3HAYaTh MPH HEMPOXOAMMOCTH JKETYEBBIBOIAIIMX MyTeH H
TSOKEJION renaTole/UTIOISPHON HEA0CTATOYHOCTH.

B cnyyae pa3BuTHs Auaped MM GoJiel B JKMBOTE MPHEM JIEKapCTBEHHOTO Mpernapara JOJKEH
OBITh TPEKPALLEH.

4.5. B3aumojeiicTBHe ¢ JAPYrHMH JIEKapCTBEHHBIMH TMpenapatamMd H Apyrue ¢opmel
B3aMMOJEHCTBHA

Nudopmanus 0 B3aUMOAEHCTBUAX OTCYTCTBYET.

4.6. ®epTHIBLHOCTH, 0€PEMEHHOCTh H JIAKTALMSA

bepemennocTb

COOTBETCTBYIOLIME HCCIIEOBAHUS TEPATOT€HHOCTH Y XXUBOTHBIX HE IPOBOIMIIUCE.

CTporo KOHTPOJIMPYEMBIX HCCIEIOBaHUH O€30MacHOCTH MpHeMa 3KCTpaKTa apTHIIOKa y
OepeMEHHBIX KEHILUUH HE MMPOBOJIUIIOCH.

[Ipy Ha3HAYEHWM B PEKOMEHIYEMbIX J03aX KIMHUYECKHE NaHHbIC O (ETOTOKCHYECKHX HIH
sMbproTokcHueckux d¢ddexrax He oOHapykeHbl. TeM He MEeHee, JaHHBIX O ClydasX Npuema
JNIeKapCTBEHHOTO Mperapata BO BpeMs OEpEMEHHOCTH HENOCTaTOYHO I HCKIIOYCHHS
BO3MOXHOTO PHCKA.

[To coobpaxeHusiM Ge30MACHOCTH SKCTPAKT apTULIOKAa He PEKOMEHIyeTCs MPHHUMATh IpH
6epeMEHHOCTH, €CIIH 3TO HE ABJIAETCS CTPOr0 HEOOXOAUMBIM, PELICHHE O BO3MOXKHOCTH IpHeMa
W peuMe [03MpOBaHMsS Iperapara MPHHAMAETCs BpavyoM [OCHE TIMATENbHOH OLEHKH
COOTHOILEHHS MOJIb3a/pHCK. '

JlakTauus

CpejleHHs O IPOHMKHOBEHHH ADTHIIOKA JMCTBEB SKCTPAKTa CyXOro (MeTaboIMTOB) B IPYIHOE
MOJIOKO Y€JIOBEKa OTCYTCTBYIOT.

Heo6Xx0auMo MpUHATH pelleHHe THO0 O MPEKpalleHHH IPyAHOro BCKapM/IHMBaHHS, 6o 06
OTMEHE Tepanuy MpernapaTtoM, MPUHAMAs BO BHUMaHHE MOJb3y IPYAHOrO BCKapMIMBaHUSA JUIA
pebGeHKa ¥ MoJIb3y TePaNuu [UIsl XKEHIHHBIL.

4.7. BausinMe HA CHOCOOHOCTH YNPABJIATL TPAHCHOPTHBLIMH CPEICTBaMH H paboTaTh ¢
MeXaHU3MaMH

MHdopmanus OTCyTCTBYET.

4.8. HexxenaTebHbIE pEAKIIHH

B03MOXHbBI aIEprUYecKre peakliH, NMpU MpHeMe IMpernapara B BBICOKHX 033X BO3MOXHO
pa3BUTHE IHAPEH.

Coo0ueHue 0 M0A03peBaeMbIX HeKeIaTeIbHBIX PeaKIHAX

BaxkHo cooOIaTh O TOJ03PEBAEMBIX HEXKENATEIbHBIX PEAKUUAX TOC/IE PErHCTpaliy
JIeKapCTBEHHOTO Mperapara ¢ ejIblo 00eCeYeH s HEMPEPLIBHOTO MOHHTOPHHTA COOTHOLICHHA
«TI0J1b3a - PUCK) JIEKAPCTBEHHOTO Mpernapara.



, o

MemunuHcKMM ~ pabOTHMKAM  peKOMEHIyeTcs coofmaTh 0  JMOOBIX  MMOA03pEBaeMBIX
HEXEJIaTEeNbHBIX pEaKUHsX JIeKapCTBEHHOro TIpenapaTa 4Yepe3 HaUHOHAIbHYIO CHCTEMY
COOOIIEHUS O HEXENATEILHBIX PEAKIHIX TOCyIapCTB — WIEHOB EBpa3suiicKOro 3KOHOMHUYECKOro
coro3a.

Pecriy6nuka benapychb

220037, r. MuHck, niep. ToBapuieckui 2a,

PVII «lleHTp sKkcnepTU3 U UCIIBITAHUMN B 3]paBOOXPAHEHUH»

Tenedon/daxc otnena hapmakonamzopa: +375 (17) 242-00-29

DnektpoHHas mouta: repl@rceth.by, rceth.by@rceth.by.

http://www.rceth.by

4.9. llepeno3supoBka

Wupopmarus o ciyyasx nepeao3upoBKH OTCYTCTBYET.
Bo3moxHo ycunenue no6o4yHbIx 3¢ HexToB.
JleyeHue: oTMeHa npenapaTa, CHMIITOMaTH4ecKas Teparus.

5. PAPMAKOJIOTMYECKUE CBOVCTBA

5.1. ®apmMakoaAHHAMHYeCKHe CBOHCTBA

dapmaxoTepaneBTiueckas rpynmna: [lpoune cpenctBa, NpHMeHseMble INpH 3a00IeBaHHAX
YKEJTYEBBIBOASALIUX Ty TEH.

Kon ATX: AOSAX.

DapmakoouHamuka

®dapmakonorudeckuit 3¢ ekt npenapara 00yclIOBIEH KOMIUIEKCOM BXOAALIMX B COCTaB JINCTHEB
apTHIIOKA MOJIEBOro OHOJOrMYECKH aKTHBHBIX BemlecTB. [Ipemapar o6nazaer XelT4erOHHBIM
JIEHICTBUEM U YBEIIMYUBAET IUYPE3.

5.2. ®apmMaKkoKHHETHYEeCKHe CBOICTBA

JlaHHbIE 0 hapMaKOKMHETHKE OTCYTCTBYIOT.

6. PAPMALIEBTUYECKHUE CBOMCTBA

6.1. [lepevyeHnb BcnoMoraTe/ibHbIX BELECTB

Marnust  crteapaT,  KpeMHHS  JOMOKCHI  KOJUIOMIHBIH  O€3BOAHBIA,  LEJUII0JI03a
MHUKPOKPHUCTAJUIHYECKAs!, MAJIbTOJEKCTPHUH.

Cocmasg 0bono4xu dcenamuno8ou Kancybl.

XenatuH, Boga OuMIIeHHas, TUTaHa Juokcua E-171, xunonuHoBbIM kentoii E-104,
OpunnuanToBeId roy6oi E-133.

6.2. HecoBMmecTHMOCTB

JlaHHBIE O HECOBMECTHMOCTH OTCYTCTBYIOT.

6.3. Cpok roaHocTH (CpoK XpaHeHHS)

Cpox rogHoctu — 2 roza.

He ucrosib30BaTh M0 HCTEYEHUH CPOKA MOJHOCTH, YKa3aHHOIO Ha yIaKOoBKe.

6.4. OcoObie MepbI NPeI0CTOPOKHOCTH NPH XPAHEHHH

XpaHHUTH B 3alIMIIEHHOM OT BJIar¥ U CBETa MeCTe TIpH TemIepaType He Boime 25 °C.

6.5. XapakTep ¥ coaep’kaHHe NEPBUHYHOH yNAKOBKH

ITo 10 kamncyn B KOHTYpHOH SMEHKOBOH yMaKOBKE M3 IUICHKH TOJMBUHHIIXJIIOPUIHOH U ¢donbru
amoMuHIeBOH. [10 3 WK M0 6 KOHTYPHBIX YIAKOBOK BMECTE € JIMCTKOM-BKJI/IBIIIEM ITOMEIIAIOT

B MA4Ky U3 KapTOHA.
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6.6. OcoOble Mepbl TNPEIOCTOPOKHOCTH MNPH  YHHYTONKEHHH MCMO/Ib30BAHHOIO0
JEKAPCTBEHHOr0 MpenapaTta WX  OTX0A0B, MOJYYeHHBIX TMocjd€e TMPHMEHEHHS
JIEKAapCTBEHHOT0 MpenapaTa uin padoTbl ¢ HUM

Oco6bie TpeboBaHuUs OTCYTCTBYIOT.

6.7. YcnoBusi 0TIycKa U3 anTeK

be3s peuenTa Bpaua.

7. AEP)KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUS
Pecnybnuka benapyce

MHocTpaHHOE MPOU3BOACTBEHHOE YHUTAPHOE MPEANIPUITHE
«Men-uHTEpILIACTY,

222603, Munckas obnacts, r. HecBux, yi. Jlenunckas, 115, kom. 204.
Ten/daxc: +375 1770 2-30-72; Ten: +375 1770 6-19-39.

Anpec anekTpoHHOH noutsl: info@med-interplast.com

8. HOMEP PETUCTPALIMOHHOI'O YIOCTOBEPEHUS

9. IATA NMEPBUYHOM PErUCTPALIMU (IMMOATBEPKIEHUSI PETMCTPAIINH,
INEPEPEI'MCTPALIUN)

Jlata nepBuuHoii peructpauuu: 31.07.2014 r.
JlaTa nocneaHero noaATBepAeHus peructpauny (nepeperucrpamnun): 02.08.2019 r.

10. JATA ITIEPECMOTPA TEKCTA



