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1. HAUMEHOBAHUE JIEKAPCTBEHHOI'O IIPEIIAPATA
JPOTABEPUHA I'MJIPOXJIOPU]I, Tabnerku 40 M.
2. KAUECTBEHHbBIN Y KOJIMYECTBEHHBII COCTAB

Kaxnas TabneTka CONEpIKUT Heticmaylouee seujecmeo — IpoTaBepruHa raapoxiopu — 40 mr.
BcnomoraTensHEIC BEIECTBa, HANMYME KOTOPHIX B COCTABE HEOOXOMMMO YUHTHIBATE: JIAKTO3a
MOHOTHPAT.

ITosHEIN CIIMCOK BCIIOMOTATEeNIbHBIX BEIECTB CM. B IyHKTE 6.1,

3. JEKAPCTBEHHAS ®OPMA

TabneTKH 0T CBETIO-KEITOTO C 3€JIEHOBATHIM OTTEHKOM IO JKEJITOrO C 3EJIEHOBATHIM OTTCHKOM
[[BETa, IUIOCKOIMIMHApHYIecKkue, ¢ (ackoi. Jlomyckaercss MpaMOpPHOCTH Ha IOBEPXHOCTH
TaOJIETOK.

4. KIMHUWYECKHUE JAHHDIE

4.1 IloxazaHus K NPAMEHEHHIO

J CTa3MBl TJIANKOM MYyCKYJIATypHl, CBA3aHHBIE ¢ 3a00NEBAHUAMH OFIHAPHOTO TPAKTa:
XOJIEIMCTONATHAS, XOJIAHTHOIUTHA3, XOJIEIUCTHT, TIEPUXONEIUCTHT XOJIAHTHUT, MTATTAILINT;

o CIIa3MbI IJIaJKOM MYCKyJNaTyphl MOYEBBIBOIAIIMX IyTeH: HepONIUTHA3, YPETPOIUTHAS,
HHETUT, TUCTUT, TEHE3MbI MOYEBOT'O ITY3BIPS; - _

J IpY cIa3Max IIIaKoR MyCKyIaTyphl XelyJOYHO-KUINEUHOIO IPOUCXOXKICHU: I3BEHHAS
OoJNe3Hb JKeNyIOKa ¥ IBEHAANATHUINEPCTHOM KHUIIKHM, TacTPUT, CIa3Mbl KapAWH W NPHUBPATHHKA,
SHTEPHT, KOJIUT, CHACTHYECKUI KOJUT C 3alI0POM B METEOPH3MOM;

o TOJIOBHEIE GOJIM TEH3AOHHOTO TUTIA;

o B THHEKOJIOTUH: z[HcM;_éHopex.

4.2 Pe;xuM J03APOBAHMS M CIIOCO0 MPUMEHEHUA

Bspocnvie

O6brunas cyrodunas mo3a cocraBiier 120-240 wmr, T.e. 3-6 TabIeTOK B ACHB, KOTOPBIE CIEAYET
IpUHEMATH B 2-3 mpuema. OHOKpaTHAL 1032 171 B3pocisiX 40-80 mr (1-2 TabneTkn).

Lemu , _

Kiuawueckue HCIBITaHus 10 IPUMEHEHUIO APOTABEPHHA Y NETeH HE POBOJUIINCE.

B ciyuasix, korja npueM IpoTaBepHHa y NeTel HeoOxoaum:

Jemu 6-12 nem: PekoMeHIOBaHHas CyTOYHas xo3a IS AeTell B Bo3pacTe crapme 6 JeT
cocrasier 80 wmr, T.e. 2 TalNeTKH B J€Hb, KOTOPBIC CJIEAYET IIPHHAMAaThb B 2 IIpHEMa.
Onnoxparras fo3a s gereit 6-12 et — 40 mr (1 tabrerka).

Jlemu cmapuie 12 nem: PexoMeHmoBaHHas CyTOUHAs 034 IS IeTell B Bozpacte cTapmre 12 et
cocrasnseT 160 mr, T.e. 4 TabueTKH B JeHb, KOTOpHIE CIEAYET NMPUHAMATH B 2-4 mpueMa.
OmmoxpaTHas no3a uid neredf B Bospacre crapme 12 ser cocrasiuser 40-80 wmr, T.e. 1-2
TaOJIETKH. . .

JlaHHbIE TI0 IPUMEHEHHIO IIPelapara JETbME MIIa[e 6 JIET OTCYTCTBYIOT.
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o TIOBBIIICHHAs IyBCTBUTEIBHOCTE K JEHCTBYIOIIEMY BEIECTBY HMIM K IIOGOMY U3
BCIIOMOTaTENIBHBIX BEIECTB Npenapara (cM. pazzaen 6.1);

o TsKeNIas IEYCHOYHAsS WK II0YeUHas HeJIOCTaTOYHOCTE;

o TSDKENast CepleyuHas He0CTaTOYHOCTh (HU3KUH CepACUHBIN BEIGPOC).

4.4 OcoOrle yka3aHusi B MePbI IPEXOCTOPOKHOCTH MPH IIPAMEHEHHUHI

IIpumenenue mpenapara y NalEeHTOB ¢ THIOTeH3HeH TpeGyeT 0CTOPOIKHOCTH.

BesomacHocTs ® 30¢deKTHBHOCTE ApOTaBepUHa y JeTeil W IOAPOCTKOB B KITHHHYECKHX
HCIIBITAaHUAX HE YCTAHOBIICHEL.

lIpenapar conepuT aKTO3BI MOHOTHIPAT, B CBS3H C 9YEM €ro He CIeIyeT . IPHHAMATh
NaUeHTaM C PEeOKO BCTPEYAIOIIEHCs HACICICTBEHHOM HEIepEHOCHMOCTRIO TIalIaKTO3bL,
NeUIMTOM JTaKTa3hl JTOMAPEl MK [TF0K030-TalaKTO3HON Manrbabcopomme.

4.5 BzamMopgeiicTBMe ¢ APYIrMMH JIeKapCTBEHHBIMH npemaparamMmm M Jpyrie BHIbI
B3aNMOXEHCTBHAA

Nurnbutopsr pochoamscrepassl, Takke Kak MalaBEPHH, CHIKAIOT aHTHIIAPKHHCOHMYECKHUI
5((eKT IEBOIONEL, TO €CTH MOTYT YCIIATH PATHIHOCTE B TPEMOD.

4.6 PepTHALHOCTD, 6€PEMEHHOCTDb H JAKTALUSA ;

BepemenHOCTD
Ilo peTpocneKTUBHBIM naﬁHBIM OTPaHUYCHHBIX KIMHHYECKHX HCCIEIOBAaHMM M JAaHHBIM

HCCIICNOBAHUN Yy JXKMBOTHBIX IIPHEM JPOTaBEpHHA BHYTIPb HE OKa3hbIBAl TEPATOTEHHOTO WA
3MOPHOTOKCHYECKOTO MJEHCTBHS, a TakKe HeONarompHusaTHOrO BO3JEHCTBHS Ha TeUeHHE
GepemennocTH (cM. pasien 5.3). HecMoTps Ha 9T0, Ipy npuMeHeHuy Ipernapara y GepeMeHHEIX
MKEHIINH CJIEAYeT COOMI0aTh OCTOPOXKHOCT M Ha3HAdaTh MPenapar TOIBKO IOCIIE TIATEIbHOM
OLIEHKH COOTHOIIECHHS IONb3bI ¥ PUCKa IS MAaTEPH U PUCKa it peOeHKa.

I'pyHOE BCKapMIIMBaHKE

WccnemoBanuif 1O SKCKpeIHW [JPOTABEPHHA B MATCPUHCKOE MOJOKO y JKMBOTHBIX He
IPOBOJWIOCE. B CBA3M € OTCYTCTBHEM TaKWX WCCIICHOBAHHMM Yy JKHBOTHBIX M KIMHHYECKHX
JAHHBIX Ha3HA4YaTh APOTABEPHH B IIEPHOJ JIAKTAINY HE PEKOMEHIYETCS.

DepTUILHOCT

JlanHBIe O BIMSHUY IIpenapaTa Ha PepTHIbHOCTh OTCYTCTBYIOT.

o

4.7 Baasitane Ha cnOCOOHOCTH YIPAaBJATH TPAHCHOPTHBIMH CPeICTBAMH M pabdorarnh ¢
MeXaHu3MaM#

[TanuenToB CHeAyeT IPeAYIPEIATE O TOM, YTO B CIIydae MOABJIECHHA TONOBOKPY/KEHUS CIIEyeT
u3beraTb  NOTEHIHANHHO-ONACHBIX  BHIOB  JCATEILHOCTH, TaKMX Kak  yIpaBjeHHUE
TPaHCIIOPTHBIME CPEACTBAMHU ¥ padoTa ¢ MeXaHU3MaMH,

4.8 HesxenaTeapHble Peakmum

YacroTa pa3BUTHS HEXENATCIBHBIX PEaKIUil MPHUBEICHa B CIEAYIOMEH rpajanyy: 04eHb 4acTo
(>1/10); wacro (ot 1/100 mo <1/10); meuacro (ot >1/1000 mo <1/100); penxo (ot 1/10000 mo
<1/1000); ouemp pemko (<1/10000); wacroTa HewsBecTHa (HE MOXeT OBITH OLEHEHA IIO
HMEIOIIUMCS TaHHBIM).

Hapywenuss co cmopousl UMMYHHOU Ccucmemvl. PEIKO — AJUICPTHYECKHAC PEaKIHH
(aHrHOHEBPOTHIECKUHN OTEK, KPAllUBHUILA, CHIIE, 3Y.).

Hapywienus co CmMOpOHwl HepeHoli Cucmemvl. PEIKO — TONOBHas OOJb, TOIOBOKPYXCHHE,
OeccoHHHUIA.

Hapyuienus co cmoponst cepOya: penKo — yUalleHHOe CepaieOneHre, THIIOTeH3HS.
Kenydouno-xuueynvie HapyuieHus. peaKo — TOMHOTA, 3aIop.
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Coo0menne 0 MOA03peBaEMBIX HEKEIATEILHBLIX PEAKIHASIX

BaxHo coofmars 0 T0/03PEBAEMBIX HEXENATENbHBIK DPEakiyaXx IMOCie pPerHCTPAIii
JIEKapCTBCHHOIO HperapaTa ¢ HeIbio 00ecIedeHns] HEIPEePhIBHOTO MOHUTOPHMHTA COOTHOIICHHS
«IONb3a — PHCK» JICKapCTBEHHOTO Mpemnapara. MeIMmuHCKEM pabOTHHKAM pEKOMEHIYEeTCs
coolmarsk 0 JHOOLIX MOJ03PEBAEMBIX HEXKENATENbHBIX PeaKusX JEKapCTBEHHOrO mperapara
epes HalMOHATBHEIC CHCTEMEI COOOIIEHHS O HexenaTenbHbx peakuusax YII «lentp sxcmeprus
¥ MICIIBITAHUH B 31apaBooxpanennn M3 PBy, http://www.rceth.by).

4.9 Ilepeno3npoBKa

CHMIITOMBI _

CHMITOMBI NEPE/I03UPOBKY IPOTABEPHHA [HAPOXIOPHI CBA3AHEI ¢ HAPYIICHAAME CEpETHOTO
PUTMa H CEPIEYHON HPOBOJUMOCTH, BKIOYAS aTPHOBEHTPHKY/LIPHYIO OJIOKamy W OCTAHOBKY
CepAla, YTO MOXKET IPHBECTH K JICTAILHOMY HCXOLY.

Jleyenue ‘ '

B ciy4ae mepeno3HpoBKH IAIHEHT IOJDKEH HAXOIMUTHCA IOJ MEIMIIMHCKHAM HAGTIONCHHMEM U
IOJTy4aTh CHMITOMATHYECKOS U HOIEPKUBAIOIEE JeueHre. PeKOMEHIYeTCS HHIAYKIUS PBOTEI
W/HIA IPOMBIBAHHE JKETyIKa,

S. (I)APMAKOJIOFI/I‘IECRI/IE CBOMCTBA
5.1 ®apmakogmHAMHYECKHE CBOIiCTBA

®apmakoTepaneBTHIeCKasi TPyNNa: CPeICTBA VIS JieueHds (QYHKIMOHANLHBIX HApyIICHHI
eIy IOYHO-KUIIEYHOT0 TpakTa. [lamaBepuH i ero mpou3BOAHEIE.

ATX: AO3ADO2.

Mexanusm Oeiicmeus .

HpoTaBepuH NpENCTaBlIseT CoOOH IPOM3BOJHOE H3OXMHONMHA, KOTOPOE IIPOSBIIET
CIIa3MONTUTHYECKOE NEHCTBME Ha TINAAKy0 MYCKYJIaTypy IIyTeM IOAaBieHus (epMeHTa
docdomuscrepaser IV Tuma (OLD 1IV). Murubmposarue depmenta ®JID IV mpusomur X
TOBBIICHHOM KOHIEHTpanun NAM®, 9To HHAKTHBHpPYET JETKYO HEMOYKY KAHA3hl MHO3HHA U
IPHBOJHT K paccialblIeHHIO IIIaIKOM MyCKyIaTyphL.

Hporasepun uarudupyet O IV in vitro 6e3 uarnbuposanus n303u3uMoB OJID Il u OO V.
Jl1s cHMDKEHHS COKpAaTHTENBHON criocoGHOCTH rmaaxux Menmi /1D IV GyHKIHOHATEHO OYeHb
BaXHA ¥ €€ CCNICKTUBHBIE MHTUOUTOPEI MOTYT OBITH IIOJIE3HBI IPH JICICHHH THIIEPKHHETHIECKAX
3aboneBaHuil M pa3IHYHBIX CHMIITOMOB, OOYCJIOBIEHHBIX CIIACTHYECKHMM COCTOSHHSMH
KEITYIOYHO-KHUIIEIHOTO TPaKTa.

H3zosmzum OO III rupgpommsyer tAM® B riraaxoi MycKyJaType MHOKapia U COCYIOB H 3TO
00BACHSAET TOT (PaKT, 9TO APOTaBEpUH SBICTCS HPHEKTUBHEIM CIIA3MOIUTHYECKAM areHToM 0e3
CEpPhE3HBIX CEPIEYHO-COCYMUCTHIX MOOOYHBIX NEHCTBHM H CHIBHOH CEpAEYHO-COCYIHCTOH
TepameBTHIEeCKOH aKTHBHOCTH.

IIpenapar 3¢ dexTHBeH IpH CIa3Max IIaaKoH MyCKyIaTyphl, BRI3BAHHEIX HAPYIICHASM HEPBHOM
PETYAUN U cCaMOpETryJIIIUK KaK HEePBHOH, Tak ¥ MbImevHo! sTronoruy. HezaBucumMo oT Trma
BEreTaTUBHON WHHEPBAIIMH, IPOTABCPHUH JCHCTBYeT Ha IJIAJIKWE MEIIIGI, HAXOMANIUECS B
KEJTyOIHO-KUIIETHON, )KSITIHOH, YPOT€HUTAIHHON U COCYAUCTON CHCTEMAX.

Birarosiapst cBoeMy COCYIOPaCIIUPSIOEMY JEHCTBHIO OH YIIydIIaeT KpOBOOOPAMEHHE B TKAHAX.
Ero neiicTBHe cuibHEEe, YeM Yy MallaBepHHa, a BCachklBaHHE — Oojee OBICTpPOE H MOJHOE, OH
MEHBIIE CBI3BIBAETCA ¢ OenKaMu InTasMbl, [IpenMymiecTBOM JpoTaBepUHa ABIICTCA TO, YTO OH
He 00J1a[]aeT CTHUMYJIMPYIOIMM ACHCTBIEM Ha JBIXATENbHYIO CHCTEMY, KOTOPO€ HabIroaanoch
TI0CIIe HAapEHTEPAILHOTO BBEICHS [TallaBepHHa.
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5.2 ®apmakoknHEeTHYECKHUE CBOMiCTBA

5.2.1 A6coponms _ :

JpoTaBepun OBICTPO U IIOIHOCTHIO BCACBIBACTCS, KaK IIOCIIE IIEPOPATTBHOrO IPUEMA, TaK U II0CTIe
BHYTPHUMBIIIEIHOTO BBEACHUS. o

5.2.2 Pacnpenenenune

JpoTaBepuH B BBICOKOH CTENEHH CBA3RIBACTCA ¢ OEMKaMH IUIa3MbI, 0COOEHHO ¢ alb0yMHHOM
(95-98%), o - u P-rmobymuHamu. MakcHMalbHAs KOHICHTPALMS B ILIA3ME JOCTHTACTCA depes
45-60 MEHYT HOCIIE IpHEeMa BHYTPb.

5.2.3 Meraboanzm ‘

JlpoTaBeprH TPAKTHYECKH MOJHOCTHIO MeETabONM3HPYeTCss B MedeHH. Ilocie epBOro
IIPOXOXICHUS dYepe3 IeueHb 65% 03Bl HAXOHATCS B CHCTEMHOM KpPOBOOOpAIIEHWH B
_ HEM3MEHEHHOM BHJIE.

5.2.4 buorpancdopmanus n BoIBeAeHNE

Jpotasepun MeTaGOJ'II/ISI/IpyeTCH B IICYCHM, ITIEPHOJ] €TI0 IOJIYBBIBENEHUS cocTaBisieT 8-10 gacos.
ITocme mepBOro mpOXOXKIACHHUSA uepe3 IeUeHb 65% 03B HAaxOJsATCs B KPOBOOOpDAIIEHWH B
HEM3MEHHOM BHJie. 3a 72 9aca IPOTABEPHH IPAaKTHICCKH [OIHOCTHIO BEIBOJUTCS U3 OPTaHu3Ma,
Goree 50% BEIBOTHUTCS C MOYOM 1 0K0JI0 30% — ¢ KanoM. J[pOTaBepHH BEIBOTUTCS B OCHOBHOM B
BHJIe METaGONINTOB, HCXOHOE COSIMHEHNE B MOUE He 0OHAPYKHBACTCS.

5.3. lanHbIe JOKIAHAYECKOH 0€30MaCHOCTH

B wmccneoBanuax XpoHHYECKOH TOKCHYHOCTH POTABEPHH HE OKa3bIBal SMOPHOTOKCHYECKOTO ¥
TEPaTOTCHHOTO NCHCTRUSL.

B umccnenoBanmsax in vifro W B UCCIICOBAHUW HA XXHBOTHBIX JAHHBIE, CBUIETEILCTBYIOUIHE O
MYTareHHOCTH M KaHIEpOT€HHOCTH JPOTaBepUHA, IOIYUCHEI HEe OBLTH.

6. DPAPMAIIEBTHYECKHE CBOMCTBA

6.1 Ilepeuenb BCIOMOTaTeILHBIX BEHNIECTB

IMoBunon K-25, naxroza MOHOrHpaT, TaNbK, KaJIbIHUI CTEapaT, KapTo(hebHbIH Kpaxmall.
6.2 HecoBMecTHMOCTH

He npumennmo.

6.3 Cpok rogHocTH

3 roza.
He ucrionszosars mo VICTEUEHHUH CPOKA TOJHOCTH,

6.4 OcobnIie MephI npeuocmpoxmoc"m NP XpaHeHNN

XpaHUTh KOHTYPHBIE SUCHKOBHIC YIAKOBKH BO BHEIIHEH yHaKOBKe [IPY TeMIIEpaType HE BBIIE
25 °C.
XpaHUTH B HEAOCTYITHOM ¥ HEBHIMMOM IJIS IeTeH MecTe.

6.5 XapakTep U coaepikanue NEPBAIHOH YIAKOBKH

ITo 10 TabeToK B KOHTYPHOM SUSHKOBOIM YIIaKOBKE M3 INICHKY MTOMUBHHUIXIOPUIHON ¥ THOKOH
YIIAKOBKY B PYJIOHAX Ha OCHOBE AJIOMUHMEBOH (OJIBTH M JEKapCTBEHHBIX Ipenaparos. Onmy
WA JIBe KOHTYPHBIC SUSHKOBBIE YIIAaKOBKK BMECTE C JIHCTKOM-BKJIAABIIIEM TOMEINAIOT B HAYKy
U3 KapTOHA.

Vnakoska s cranuoHapos: 400 KOHTYPHBIX SUEHKOBBIX YIAKOBOK C JIMCTKOM-BKJIIBIIIEM
[IOMEIINAIOT B KOPOOKY U3 KapTOHA.
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6.6 OcobGble Mepbl NPEJOCTOPOKHOCTH THPH  YHHMTOMKECHFEHysHCII0)]
JIEKAPCTBEHHOI'0  IPEeNmapara WIH  OTXO0A0B, MOJy4eHHBIX ﬁ"%ﬁ‘é‘”’”*ﬂpnmeﬂ'eﬁnﬂ
JIEKapCTBEHHOI0 NpenapaTa uin padoTsl ¢ HUM

Het oco0pIx TpeGoBanuii K yTHIN3AINH.
Beck ocTaBmmmiics TeKapCTBEHHBIHM IIpenapaT U OTXOBI CICAYeT YHUUTOXKUTE B YCTAHOBICHHOM
HOpsIIIKE.

6.7 YcaoBus oTmycka
bes penenta Bpaya.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUSA

PVII «benmennpenapaTsiy, JAME,

Pecnybnuka benapycs, 220007, r. MuHCK, .® -— 2
. &

yi. @abpunmyca, 30, Ten./paxc:(+375 17) 220 37 16, ~ NI &

e-mail: medic@belmedpreparaty.com NP

8. HOMEPA PETACTPAIIMOHHBIX YIOCTOBEPEHMIA

9. TATA IEPBUYHOM PETUCTPAITAN
04.10.2000 .

10. TATA IEPECMOTPA TEKCTA



