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2. KAUECTBEHHBIN 1 KOJITMYECTBEHHBIII COCTAB

OmuH MakeT COAePXXUT AuoKTadApudeckuii cMekTut 3000,0 mr.

BcermoMorartenpHple BENIECTBA, HATMYKME KOTOPBIX CAEAYET YUHUTHIBATh B COCTABE JIEKAPCTBEHHOT'O
npenapara: aciaptaM (E951), caxap Genblif kpucTaindeckuii (caxaposa).

[TonHBI# IepeyeHb BCIIOMOTaTeNIbHBIX BEIIECTB, BXOASIINX B COCTAB JIEKAPCTBEHHOTO IIpenapara,
npencTasieH B pa3nene 6.1.

3. JEKAPCTBEHHAS ®OPMA

ITopormox st MPUTrOTOBJIEHUS CYCIIEH3UH JUIs IpHEeMa BHYTDb.

Ilopomok oT cepoBaTo-0€10ro OO0 CEpOBATO-XENTOrO IIBETa C BaHWIBHBIM 3amaxoM. I[lpu
PacTBOPEHHH COAEPXMMOro Takera B 100 M BOmbI, CBOGOOHON OT yIJlepoja JMOKCHIA
(CBEXXEIIPOKUIISTYEHHON M OXJIAXKIAEHHOM), IOJiy4aeTcs CYCHEeH3Hs CEeporo ¢ KOPHYHEBATHIM
OTTEHKOM LIBETA.

4. KINHUYECKUE JAHHBIE

4.1. Iloxa3anusa K NpHMEHEHHIO

— Jledyenne oCcTpo# nuMapeu y AeTel cTapiie 2 JeT B JONOJIHEHHE K OpajlbHOM peruapaTaliy.
JleueHue ocTpoii [UApeu y B3POCTBIX.

— CuUMITOMAaTH4YECKOE JIeYeHHE XPOHHYECKOH HYHKIIMOHATBHON AUApeH y B3POCIIBIX.

— CuMnromatuyeckoe jgedeHue 00U B XKHUBOTE, CBSA3aHHON ¢ (QYHKIMOHAIBHBIMH KHUIICYHBIMH
paccTpOHCTBAMH Y B3POCIIBIX.

4.2. Pe:xuM 103HPOBAHUA H CIIOCO0 MPHMEHEHUS

Pestcum oo3uposanun

Bspocasie

Jleyenue ocmpoil Ouapeu: B CpeHEM 3 NaKeTHKa B JIE€Hb B TeueHHe 7 nHeid. B Hauane neyenus
CYTOYHas 103a MOXET OBITh yIBOEHA.

pyzue noxazanus: B CpeiHEM 3 MaKeTUKa B JEHb.

Jetu crapme 2 et

Jlewenue ocmpoii Ouapeu: 4 makeTHKa B IE€Hb B T€YEHHE 3 MHEH, 3aTeM 2 IaKeTHKa B JIEHb B
Te4yeHue 4 qHel.

Oco06ple rpynIbl NalUEeHTOB

Ilayuenmol ¢ noueyHoU U/UNU NeYeHOYHOU HeOOCMAMOYHOCMbIO

Her HeoOXomMMOCTH B KOppEKIHMM [03bl Yy MAaIMEHTOB C IIOYEYHOM H/MIM II€YeHOYHOH
HEOCTaTOYHOCTHIO.

Jluya noscunozo 6o3pacma

Her Heo6x01MMOCTH B KOPPEKIMU 03B! Y MAIIMEHTOB cTapie 65 JeT.

Cnocob6 npumenenus

BHyTps.

HenocpencTseHHo miepen ymoTpeOIEHHEM COINEP)KMMOE MaKeTHKa pacTBOPHTL B BOJAE MO
HOJTy4eHHsI CyCIIEH3HH.

[ns 63pocavix; CONEPKMMOE ITaKETHKA PaCTBOPUTH B IIOJIOBHHE cTakana Boas! (100 mi).
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IIPHEMOB B TECUCHUE OHS HUJIM TINATCIBHO pa3MeELlaTh ¢ KaKUM-
GYIIBOHOM, KOMIIOTOM, ITIOpPE€, ACTCKHUM IIUTAHUEM.

4.3. IlpoTuBonoKa3zanus _
I'MnepuyBCTBUTENEHOCT K OMOCMEKTHTY M/WIM K KaKOMY-TH60 M3 BCIIOMOraTeNbHEIX
KOMIIOHEHTOB JIEKapCTBEHHOIO Ipenapara (cM. pasaen 6.1).

4.4. Oco0ble ykazaHHs U MePBI IPEXOCTOPOKHOCTH NPpH IPHMEHEHHH

JIHOCMEKTHT [OJDKEH ¢ OCTOPOXHOCTHIO Ha3HAYaThCS NMALMEHTAM, B aHAMHE3e KOTODBIX UMEJH

MECTO XpPOHHYECKHE 3aIl0pBL.

Y mete#t Mianue 2 jieT ciefyeT usberath nprema npemnapara J{uokTit®, CTangapTHBIM MeTOIOM

JIE9EHHS OCTPOH IMApeH y TaKUX AETEH SBIAETCS HCTIONB30BAaHUE PACTBOPOB JUIA HEPOPATBLHOI

peruapartaruu.

Ilpu nevenunm octpoit muapen y mereit crapure 2 et [IpeniapaT UCIOJIb3yeTCsI B COYETAHHH C

PaHHUM  HA3HAYCHUCM OHTEPAIBHOH PETHADATAlMH C LENBIO MpeXyNpexIeHus Pa3BUTHA

Jeruaparanuu.

Y B3pOCIBIX PErUApaTalyis Ha3HAYAETCS IPH HEO6XOMHMOCTH.

IIpONO/KHMTENPHOCTh  peruapaTallid M CHocob  ee IIPOBENCHHUS (TIEpOpaNbHBI WM

BHYTPUBEHHBIH) OJDKEH OTIPEMIENATECS TSKECTHIO IUAPEH, BO3pPAacTOM M KJIMHHUYECKON KapTHHOMN

3aboseBaHus. '

Crnenyet usberath IJIMTENLHOTO IPHMEHEHHUS JIeKapCcTBeHHOTO npenapata Jnoktut®.

[latuenT 1omKeH ObITh MH(GOPMHPOBAH, YTO:

— HEOOXOIMMO IIPOBOIUTL DPETHMAPATALHIO COJNEHBIMH HIIH CIalKUMH pacTBOPaMH, 4TOOBI
BOCIIOJIHATE TOTEPIO XUIKOCTH U3-32 IHApen (eXeIHEeBHAs HOpMa HNOTPEOICHUS JKUIKOCTH
AJI B3POCJIOTO COCTaBISET IO 2 JTUTPOB);

— CJICAHTE 34 PAllMOHOM U PEIKUMOM MUTAHMUS BO BPEMsI IUAPEH: UCKIIOUHTD U3 THTAHHS CBIpBIE
(DPYKTBI ¥ OBOIIIH, 3€JIEHBIE OBOIIH, OCTPYIO U ’KapeHyIo ULy, KOHCEPBUPOBAHHEIE TPOIYKTHI
1 HAaINTKM, OTAaBas NPEeANOYTeHHE OIF0faM U3 prca M IPUTOTOBIEHHOTO Ha rpuie Msica.

Bcnomozamenwhsie seujecmesa

JlexapcTBenneit npenapar Juoktut® comepxut acllapTaM — MCTOYHHK (eHuIanasnaa. Mosxer

OKa3aTbCsl BpEMHBIM UL JIIOLEH ¢ QpeHUIIKeTOHy pueii.

JlexapcTBenHpiit mpemapar J{uoxkTtHT® comepyut caxap OeNbIi KpHCTaIIHYeCKHil (caxapo3y).

[laruenTam ¢ penko BeTpeyaromeiics HACIEACTBEHHOM HENIEPEHOCUMOCTEIO (PPYKTO3EI, TITFOKO30-

TajlakTO3HOH ManbabcopOuueit Him NeHIUATOM caXapassl-H30MAIbTa3E] HE CJIElyeT IPUHUMATh

3TOT Ipenapar.

4.5. B3aumopeiicTBHe ¢ ADYrHMH JIeKapCTBeHHbLIMU NpenapaTaMM H [JpyrHe BHABI
B3auMo/JelcTBUSA

YUHTHIBas 3HAYUTENBHBIE aGCOPOUPYIOLIHE CBOMCTBA npenapata JIHOKTHT®, KOTOpEIE MOTyT
BIIMATE HA CKOPOCTh W/HJIM CTCIIeHb BCaCHIBAHHA LpPYTOTo JIEKapCTBEHHOIO CPE/ICTBA,
PEKOMEHIYETCs IPUHUMATD IPYTO# JIeKapCTBEHHBL Ipenapar 3a HEKOTOPOE BpeMS 10 UK IOCTIe
npuema npenapata JJuoktut® (110 BO3MOXHOCTH cobmonath uHTEpBAT Gosee 2 4acos).

4.6. ®epTUABLHOCTD, GepeMEHHOCTD H JAKTALHSI

DepmunvHocme

Bimsirne npuema quocmekTuTa Ha GepTriIbHYIO ynxnuio He u3yganocs.

bepemennocmo

Vimerotcst orpaHHYeHHbIe NaHHBlE 06 MCTIONB30BAHUM HOCMEKTHTA y GepemenHsIx (Menee 300
HaOMIOIeHHIA ).

Hcenenoanus Ha >KMBOTHBIX HEAOCTATOYHBI TS OLEHKH PHCKa pEeIpONYKTUBHOM TOKCHYHOCTH.
IIpuem nexapcrennoro npenapara Jnoktut® Bo Bpems OepeMEeHHOCTH He peKOMeHyeTcs.
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BckapmiuBanusl. [IpueM nekapcTBeHHOro mpernapara JJuokTuT® Bo BpeMsi KOpM
PEKOMEH TIyETC.

4.7. BiusiHie Ha CMOCOOGHOCTH YNPABJIATH TPAHCIOPTHBIMH CPEJCTBAMH H padoraTth ¢
MeXaHU3MaMHu

Kaxnx-mu6o ucciienosanuit o BIMSHHY Iperaparta Ha COCOOHOCTE YIIPaBIIsATh TPaHCIOPTHHIM
CPEICTBOM MM paboTaTh C MOTEHIHAIBHO OINACHBIMU MeEXaHM3MaMH He MIPOBOJIUIIOCK.
B03MOXHOCTE NOJJIOGHOTO BIHSIHUS SBISIETCS HYJIEBOH HIIM HEe3HAYHTENBHOI.

4.8. HexesaTeJibHbIE peaKIUuu

HanGonee pacmpocTpaHeHHO HexenarelbHON peakuuel, BBIABISEMOIH BO BpeMs IPUMEHEHMUS
AMOCMEKTHTA, SBIISETCS 3aMOp, KOTOPBIH BCTpEYaeTCs MpHOIH3UTENBHO Y 7% B3pocibiX u 1%
netedt. Ilpi BO3HUKHOBEHHMH 3amOpa JICYCHHE NHMOCMEKTHTOM CIEHYET IIPEKPAaTUTh H, MpH
HEOOXOMMOCTH, BO30OHOBHTE B 60JIee HU3KOM 103€.

HesxenarenbHele peakiui epevrCcIeHBI HIXKE U paciIpe/ie/IeHbI 10 CHCTEMHO-OPIraHHBIM KJIaccaM
M M0 YaCTOTE BCTPEYAEMOCTH. JacTOTa BCTPEYAEMOCTH ONPEAENAETCS CIICAYFOLIAM obpazom:
OYeHb JacTo (= 1/10); wacto (> 1/100 o < 1/10); mewacto (> 1/1000 1o < 1/1 00); penxo (> 1/10000
1o < 1/1000); oyens penxo (< 1/10000); yacToTa HEU3BECTHA: YaCTOTA BCTPEYAEMOCTH HE MOXET
OBITH ONpesieieHa Ha OCHOBE UMEIOLINXCS TaHHBIX.

JlaHHBIC O HeXKeNaTeNbHBIX PEaKIUsIX, IOTyYeHHbIE IPH [IPOBEIEHUH KIMHUYCCKUX HCITBITAHII
U B XOJ€ IOCTMapKETUHIOBOTO HAOIIONECHHUS

Hapyienus co cTOpoHBI IMMYHHOM CHCTEMBI: YaCMOma Heus8ecmma — THIIEPYYBCTBUTENLHOCTD.
HapyiieHys co cTOpOHBI ey 109HO-KHIIEYHOTO TPAKTa: Yacmo — 3anop*; Hewacmo — pota*.
HapyInenus co cTOpoHBI KOXKH ¥ ITOJIKOXHBIX TKaHEeH: Heuacmo — CBIIB*; pedKko — KpalMBHUNA*;
wacmoma HeusgecmHa — AaHTHOHEBPOTHYECKHUIA OTEK, 3YI.

* Yacmoma oyenusanacy no OaHHbIM KIUHUYECKUX UCHbIMAHUL

Coobwenue o nedceramensrblx peaKyusx

Baoicno  coobwame 0 nodospesaemvix  Hedcenamenviuix peaxkyusx nocne peeucmpayuu
/IeKapCmeeHH020 npenapama ¢ yenbio 00eCneyenus. HenpepbIHO20 MOHUMOPUHZA COOMHOULEHYS.
(nonb3a-pucky Jlexapcmeennozo npenapama. Meduyunckum pabommuxam pexomendyemes
co06wame 0 N106bLIX NOAO3PeEaEMbIX HeNHCeNaAMeNbHbIX Peaxkyusax Nexapcmeenno20 npenapama
"epes HaYUOHANBHYIO CUCIeMY CO0DUeHUs O HedicenamenbHbix peakyusx. B Pecnybiuxe benapyce
DeKOMeHOyemcs coobuyamy 0 HelHCeNameNbHbIX PeaKyusx ungopmayuonnyio 6asy danHwix no
HedicenamenvHelM PEAKYUAM. (OeliCmeUsM) HA NeKapCMmeeHHble Npenapamol, KII0Yas coobuyerus
0 HespPexmusHoCmU NeKapcmeennbix npenapamos (VI «L{enmp sxcnepmus u ucnvimanuii 6

30pasooxparenuuy Munucmepcmea 30pagooxpanenus Pecnybnuxu Benapycuy,
http:-www.rceth.by)».

4.9. Ilepenozuposka
Ilepeno3rpoBKa MOXET IPUBECTH K BBIDOXKCHHOMY 3allOpy WJIM Pa3BUTHIO Ge30apa.

5. PAPMAKOJIOTHYECKHE CBOMCTBA

5.1. ®apmakoguHaAMHYECKHE CBOCTBA

Dapmaxomepanesmuyeckas epynna: IIpoTuBonUMapeiinsle, KuIeuHbIe IIPOTHBOBOCIAIUTENLHBIE
/MpoTUBOMHUKpPOGHBIE TIpenapathl. Kuineunsle ancopbeHTsL. Hpyrue xuimeynsie agcopOeHTsI.
Kon ATX: A07BCO05.

DapmaxoouHamuyeckue ceoticmea:

JluocMeKTHT 067amaeT BBHICOKOM OOGBONAKMBAIOMIEH —CIIOCOGHOCTBIO Onaromapst  cBoeii
JTACTOBUIHON CTPYKTYpE Y MOBBINIEHHON MIACTHYHOMN BA3KOCTH. JIHOCMEKTHT ancopOupyeT rasel

(US)
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000JIOUKHM JKEIyJOYHO-KHIIEYHOTO TpakTa y JeTeil C Tacrpo
IPOBEIEHHBIX KIIMHHYECKHUX HCIBITAHHUIN).

ITo 06oOIEHHBIM pe3ynbTaTaM JIBYX IBOMHBIX CIIEHBIX PAHIOMU3HPOBAHHBIX HCCIIEIOBAHUIA,
H3y4qaromux 3GPEeKTUBHOCTL THOCMEKTHTA B CPaBHEHHH C Iutane6o, B KOTOphle Bomutd 602
MalMeHTa B Bo3pacTe oT 1 10 36 MecsueB ¢ AMarHo30M OCTPOi AMapeH, IMpOAeMOHCTPHPOBAHO
3HAYUTEIbHOE CHUXKEHHE YaCTOTHI CTYyJIa B TEUEHHE 72 4acOB OT HaYasia JICYSHHs JHOCMEKTUTOM
B JIOTIOJTHEHME K NTEPOpATbHON perupaTailii.
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5.2. dapmakoKkHHeTHYECKHE CBOIICTBA
®

VUUTEIBas CTPYKTYPY AMOCMEKTHUTA, IpenapaT Juoktut® e abcopbupyercs U He IoaBEpraercs
MeTabonu3My. JIMOCMEKTHUT BBIBOJUTCS C KAJIOM.

5.3. JlaHHbIe JOKIHMHNYECKOI1 6e30IacHoCTH

JIOKNMHAYECKHE JaHHbIE N0 GE30IACHOCTH, MONYYEHHBIE B XOME [IPOBEICHHUS HCCIIENOBAHUI
T€HOTOKCHYHOCTH U TOKCHYHOCTH Iperapara (IIpy BBEICHHH OJHOKPATHOH IO3BI U IIOBTOPHBIX
71103), HE BBIABHIIM HAJIMYME KAKOTO-THG0 PHCKa [ YeIOBEKa.

6.DAPMAIIEBTUYECKHE CBOMCTBA
6.1. IlepeyeHp BcioMoOraTeIbHBIX BEIIECTB
Acmapram (E951)

Apomatusatop Bauumun PX1496

Caxap Genplil KpUCTAIIMYECKHET

6.2. HecoBMecTHMOCTD
He npumenumo.

6.3. Cpok roonocT
4 rona. He ucrionb3oBatk moce Aatsl, yKa3aHHOM Ha yIIaKOBKe.

6.4. Oco0bie MepBI NPEIOCTOPOKHOCTH NIPH XPAHEHHH
XpaHHTH B 3aLIMIIEHHOM OT BJIarH MECTe [IPH TeMIepaType He Bbime 25°C.

6.5. XapakTep u cogepkuMoe ynaKkoBKH

o 4,0 r B TepMocBapuBaeMBIX MaKeTax u3 (GoNbrA KallMpOBaHHOM yIaKOBOYHOM, TOMEIIEHHBIX
BMECTE C JIMCTKOM-BKJIaABIIIEM I [TOTPEOUTENS B Tauky U3 kKapTona Nel0 u Ne 20.

6.6. OcoOble Mepsl mNPEXOCTOPOKHOCTH NpH  YHHYTOXXKEHHMHM HCHO0JIb30BAHHOIO
JIEKADCTBEHHOr0  mpenapara HJIM  OTXO0B, MOJYYeHHBIX IIOC/Ie NpHUMeHEeHHUs
JIEKAPCTBEHHOI0 Mpenaparta Wi padoTel ¢ HUM.

Het oco6rx TpeGoBanui.

Ycnosust oTnycka u3 antex
be3 penenta Bpaua.

7. AEP)KATEJIb PETUCTPAIIUOHHOI'O YIOCTOBEPEHMSI
Pecmy6mnuka Benapycs

000 «DapmMTexHOMTOT U

220024, r. MuHCK, yi. Kopxenenckoro, 22.

Tenedon/paxc: (017) 309 44 88.

E-mail: ft@ft.by.



HH PB COTJIACOBAHO

MUHUCTEPCTBOM 3JPABOOXPAHEHUA
? 6 Z - U 1 9 PECTTYBJIUKU BEJIAPYCD

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHM/ Hiypusas Musucrepersa dapanooxpatienns

_Decrybanxy Besapycs

9. IATA TIIEPBUYHOM PEIMCTPAIIMH (IIOATBEPXIEHWUS PETUCTPAIINMN,

IHEPEPEI'NCTPAIIN)

Jarta nepBo#i peructpanuu: 10.01.2014

JlaTa mociaeaHero NoATBEP KACHHUS peructpanud (nepeperucrpamuu): 21.01.2019

10. JATA IIEPECMOTPA TEKCTA



