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YTBEPXOEHD
MWHUCTEPCTBOM 3[1PABOOXPAHEHWA
PECNYBNWKW BENAPYCb
MNprka3 MrHACTEPCTBA 3APAaBOOXPaHEeHHA

Pecny6nuku Benapyce
o 0900 a1l WLl

OBIIASI XAPAKTEPUCTUKA JIEKAPCTBEHHOTI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOI'O IIPENTAPATA
Tyceuxon, 1,5 mr/mi, pactsop 114 npuema BHYTDb.

2. KAYECTBEHHbBIN U KOJJUYECTBEHHBIN COCTAB

B 1 Mi1 pacTBOpa comepkuTes B kauecTpe HeiicTByromero Bemectsa 1,5 Mr Gyramupata muTpara.
BenoMoratelibHple BelnecTsa, HalMYMe KOTOPHIX _HEOOXOJMMO VUHTHIBATE B  COCTABE
JIEKapCTBEHHOrO Iperapara: )

B 1 mn pactsopa comepsxures 405,0 Mr copburona pacTBOpa HeKpHCTalIM3yomerocs, 2,50 mMr
9THJIOBOro cupTa 96% (cM. pasnen 4.4).

[TonHpIi CIUCOK BCIIOMOraTeNBHBIX BELIECTB Npe/ICTaBJIEH B nojpaszaene 6.1,

3. JEKAPCTBEHHASI ®OPMA

PactBop st npriemMa BHYTpb.

[Tpo3payHelii pacTBOp OT GECIBETHOrO 10 01 IHO-KOPHYHEBATO-)KEITOrO LBETA C 3alaXOM
BaHHJIH,

4. KIMHUYECKWUE JAHHLIE
4.1. IToxazaHus K NpHMEHEHHI0
CuMITOMATHYECKOE JICYCHHE CYXOTO KAl Pa3IHyHOro IIPOHCXOMKICHHUS.

4.2. Pe:xuM 103HPOBAHHS H CN0CO0 PHMEHEHUs

Cnenyromas uHOpPMalMs © O3MPOBAHMM OCHOBAHA HAa KIHHHYECKOM onbite. JlaHHbIe
COOTBETCTBYIOIHX HCCIEIOBAHMH MO ONpEJENEHHIO J03bl OTCYTCTBYIOT. Beerma cllenyeT
HCTI0JIP30BATE HAMMEHBIITYIO S(Q(EKTHBHYIO 03y Npemapara B TEYCHHE KpaTUanIIero nepuoja
BPEMEHH, HEOOXOJUMOTO JIJIst 06JIerYeHHs CHMIITOMOB.

JUis nmpuMeHeHHs B3pOCHEIMH M JOETBMH OT 3 jer. Y JeTedl 10 3-X JeT TpHMEHEHHe
JICKapCTBEHHOTO Mpemapar B (opMe pacTBopa s MpHeMa BHYTPb MPOTHBOIOKAa3aHO (CM.
pasnenst 4.3 u 4.4).

Pexum no3upoBanms

Heru o1 3 1o 5 neT BKIMIOYHTENBHO: 110 5 MJT 3 pasa B CyTKH.

Hetu ot 6 10 11 neT BrmovuTensuo: mo 10 M 3 pasa B CYTKH.

Heru ot 12 net: mo 15 mi1 3 pasa B cyTkH.

Bapociete: mo 15 mi 4 pasa B cyTx.

Cnocob npumeHenus

Buytps, nepen eoi.

lpu dosuposanuu nekapcmeennozo npenapama UnpuYem-003amopom.

1. BCKpBITh, NP HATHYMH, HHAMBUIYAIBHYIO | 2. IlepesepHyTs (uiakoH co mmpHIEeM u
YHaKOBKY KOMIIICKTa, BKIFOYAIOMIETO IIMIPUI- | TIOTAHYTh MOPIICHb WIIPULIA JI0 TeX IOp, 0K
A038TOp M BKJIAJBINI IIOX INNPHI-I033TOP | HAKOHEYHHK IOPIUHS HE JONIET JO METKH,
(mamee — BKIajBIN) JTHOO TONBKO IIMPHIL- | COOTBETCTBYIOIEH HEOOXOIUMOMY 00BEMY
mosatop. CHATb  KpBIIKY ¢ (hrakoHa. | JTeKapcTBEHHOrO npenapara:

BeraButh, ecnu  aTO HeoOXomumo, B
TOPJIBINKO (hIaKOHA BKIAIBIN TAK, YTOOBI OH
INIOTHO 3aduKcupoBaics. BerasuTs mmpu-
JI03aTOp B OTBEPCTHE BKJIA/IBIIIA;
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3. IlepeBepHyTh (hIIAKOH CO IMIMPHIIEM B HCXOTHOE BEPTUKATILHOE TOJI0KEHHE. Y OeIUThCS, UTO
TIOPIICHE HIMPHUA HE CMECTUIICA H HAKOHEYHMK IOPIIHS NO-TIPEKHEMY pacIiojiaraeTes Ha
YPOBHE HYXHOH METKH. BBITAHYTH INNpPHIl M3 OTBEpPCTHS BK/IAIBIIA (BKJIAIBII ClIemyeT
OCTaBHTP 3a()MKCHPOBAHHBIM B TOPIBIIIKE (MIaKOHA), 3aKphITh (HIIAKOH KPBIIIKOH.

YTBEP>XOEHO
MMAHUCTEPCTBOM 3,ﬂ¢'ABOOKF’AHEHMQ
PECNYBNHKW BENAPYCH

[%5:]
T I e e e

4. IlanueHT MOJDKEH HAXOMMTHCS B BEPTHKATILHOM II0JIOXXEHHH BO BPeMs IpHEMa Ipenapara.
Crnenyer MemteHHo HazaBuTh Ha [OPIICHb  INNpPHIA, [OCTENEHHO BLICBOOOMKIAs
JICKAPCTBCHHBIH TIpermapaT B MOJOCTh pra. He HamapiuBaTe Ha IIOpIIeHs  pesko. [Ipu
BBICBOOOKIEHHH JIEKapCTBEHHOTO Tperiapata HeOOXOANUMO HANPABIISTE OTBEPCTHE LINIPHIIA K
BHYTPEHHEH ITOBEPXHOCTH LIEKH.

Ecmu Heobxonumslil 06bem JICKapCTBEHHOTO IpernapaTa MpPeBBINIAeT MAKCHMAILHBIA 00BeM
wmpHna (S Mi1), To CIeAYeT MOBTOPHTH BHIIEONHUCAHHEIE IIYHKTEI, YTOOBI CyMMapHBIi 06BeM
BBCIICHHOI'O pacTBOpa COOTBETCTBOBAI HEOOXOAMMOIH J103e€.

5. Pa3o0pate mmpuil u npoMsITh ero B 4ucToil IUTBEEBOH Boje. Jl0X/IaThesl eCTeCTBEHHOrO
BLICBIXaHHS IIMIIHH/IPA U HOPIIHS [IIPUIIA.

6. Y6pats ¢uiaxon u HIIIPHI-A03aTOP B HEAOCTYITHOE M HEBHJIHOE VIS JIETEH MecTo.

Ipu ucnonvsosanuu cmarxanyuxa o0o3upyiouezo:

1. IlaumenT qo/mKeH HaXOUTECS B BEPTHKATEHOM II0JIOXKEHHH BO BPEMs IIpHEMa NperapaTa; Bech
PeKoMeHNyeMbIi 00beM Pa3oBoif 1036l HEOGXOAUMO IPHHSTEH BHYTPB; OCTaTKH JIEKQpPCTBEHHOTO
TpeTiapaTa Ha CTEHKaX CTaKaH4YHKa CMBITh HEOOJBIINM 0GHEMOM OXJIAKICHHOH 10 KOMHATHOIN
TEMIICPATYPLI KUIITICHOH BOJIOH U TaK)Ke IPHHSATH BHYTPS.

2. Tlocne NpHMEHEHHUS TPOMBITE CTAKAHYIHK AO3UPYIOLIME B YHCTOH MHTREBOM Boje. Jl0KIaThCs
CCTECTBEHHOTO BBICBIXaHHS CTAKAHYHKA.

3. Y6pars (rakon u cTakaHuuMK JO3UpPYyOMHit B HEIOCTYITHOE M HEBUAHOE I [eTeil MecTo.
UM TENIbHOCTE IIpUMEHeHUS

IIpu coxpanenuu xamns Gosee 7 nueit CIIE/lyeT IEPECMOTPETh AUArHO3 (cM. paszen 4.4),

4.3. IIporuBonoka3anus
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— TMIEPYYBCTBUTENBEHOCTE K OyTaMHpaTy MM K JIIOOOMY M3 BCIIOMOIATENbHBIX BEIIECTB,
IIEPEYHCIICHHBIX B paszaerne 6.1;

- Bo3pact J10 3 et (cM. pasnen 4.4);

— HEMEePeHOCHMOCTb (PYKTO3BI (TaK KaK MPEMapar COAEPIKUT COPOUTOIN, KOTOPEIA B npouecce
Metabosu3ma obpasyer hpykrosy) (cM. paszen 4.4);

— OJIHOBPEMEHHEI IIPHEM OTXapKHUBAIOIIHX IIPENapaToB (cM. paszen 4.4).

4.4. Ocobble yKa3aHHS H MePBI IPEXOCTOPOKHOCTH IPH PHMEHEHNH
B cBs3u ¢ yruetenuem GyTamupaToM KauuieBoro pediekca cieayer usberats OJIHOBPEMEHHOTO
[IPHMEHCHHS JICKapCTBEHHOI'0 IperapaTa ¢ IpernapaTaMH, OKa3bIBAIOIIMMH MYyKOJIHTHYECKOE
W/HITH OTXApKHBAIOIIEe NIefCTBYE, BO H30eKAHHE 3aCTOS CITH3H B JIBIXATETBHBIX MyTSX, YTO MOYKET
TIOBBICUTE PHCK Pa3sBHTHs OpoHXOCHa3Ma M HHGEKINH AbIXaTebHBIX My Tel (cM. paszen 4.5).
IIpuMeHeHye Y TAIMEHTOB ¢ HAPYIIEHUAMH (QYHKIMY II0YeK W/H/IH [IEYEHH
CrierianbHEIX HCCEIOBAHM HE IPOBOAWIOCE. Y NALMEHTOB C HAPYIICHHAMH (YHKIH IoUeK
H/HIIH TIEYEHH BO3MO3KEH OOJIBIIMIT PUCK PA3BUTHS HEXETATEIBHBIX PEAKIHH H3-32 HAKOIICHHS
OyTaMuparta MM ero MeTaboJIUTOB.

eTH
Ipenapar Tyccuxon B opMe pacTBopa [is MpHeMa BHYTPh y AeTeil 10 3 JeT IIPOTHBOIIOKA3aH
(cM. paszien 4.3), Tak KaK CTaKaHYHK JO3UPYIOMMI HITH IITPHII-03aTOP, PHIAraeMBIE K (hnaxkony
C pacTBOPOM [Vl TpHEMa BHYTPb, HE IMO3BOJISIOT TOYHO OTMEPHTh HEOOXOAHUMYIO 103y
JICKapCTBCHHOI'0 Npenapara [l JaHHOH KaTeropuy MalueHToB. J[/is NpUMeHeHus y aeTeit 1o 3
JIET CIEMYET UCINOJNIB30BaTh MNpenapaT Tyccukon B (opMe Kameslb, TaK KaK €CTh BO3MOMKHOCTE
TOYHO OTMEPHTH HEOOXOJIMMYIO 103y JIEKaPCTBEHHOrO Tpenapara 1yl pebeHKa Miaie 3 JieT.
[Tpo0/KUTENIEHOCTD JIEUEHHS]
Ecnu xawmens amutes 6onee 7 jHei, HeCMOTps Ha IPOBOIMMOE JICUYEHHE, CIIEIyET IIEPECMOTPETh
JMarHo3 ¥ TaKTUKY BeJICHHS Mal[HEHTA.
BcenomorarenbHble BelliecTsa
B cocraBe nexapcTBeHHOro mpemaparta CoIEpIKHTCS copbuton. [lammentamMm ¢ peako
BCTPCHAIOMICHCS HAC/IEACTBCHHON HENEPEHOCHMOCTBIO (PYKTO3BI HE CIEAyeT NPHHUMATE
JIAHHBIH JICKapCTBEHHBII Ipernapar.
JlaHHBIH JIeKapCTBEHHBI HpemapaT COAEpKHT HeGONBIIOE KOIHYECTBO 9TaHOJIa, MEHEe ueM
100 mr B 1 no3e nexapcTeenHoro npenapata (5 mi, 10 v wmm 15 M),

4.5. BsaumopeiicTee ¢ JPYrHMH JIEKADCTBEHHBIMH NPENAPATAMH M Apyrue BH[IbI
B3aHMO/EHCTBHSA

Kakue-1u60 nexapcTBeHHBIC B3aUMOIEHCTBUS GyTaMHpaTa He ONMHCAHEL OnHako, ¢ yuyerom
TIPEANOJIaracMoro MEXaH1u3Ma JIEHCTBH Ipernapara Ha LeHTPaTbHYI0 HepBHylo cuctemy (I[HC)
HEJIB351 HCKIIOYHTh BO3MOKHOE YCHIICHHE JeHCTBHS JIEKAPCTBEHHBIX [PENAapaToB, YTHETAIONIHX
IMHC, B ToM umcne sraHoncomepxammx cpemcts, Ciemyer wu3GeraTs OJTHOBPEMEHHOTO
Ha3HAYEHUsA JPYTUX JIEKAPCTBEHHBIX IIPEIIapaToOB, COAEPIKAIINX STHJIOBBIA CIHPT (CM. pasmen
4.4).

Cruenyer usberath OTHOBPEMEHHOTO NMPHMEHEHMS C OTXAPKHUBAIOLIAMHU U MYKOJTUTHYECKHMHU

npenapatamy (cM. paszen 4.4). YTBEPXAEHO

PAHEHKWSA
WCTEPCTBOM 3APABOOX
e PECINYRIAKA BENAPYCH

4.6. ®epTUILHOCTH, GEPEMEHHOCTH H JTAKTALMUS pwias MUWCTERCTaa JADABODXPAHEHVR
Bepemennocts flechviman Tonpns

B uccnenoBanusax, IpOBeIeHHBIX HA >KHBOTHBIX, HE OBUI0 OTMEYEHO HEKEIATEILHOrO
BO3/IEHCTBUS OyTaMupaTa Ha IO/,

HccnenoBannus Ge30macHOCTH NpUMEHEHHs GyTaMupaTa B MEPHOJ GepeMEHHOCTH y KEHIIHH He
NPOBOIMIIMCE. B nensix 6e30MmacHOCTH IPHMEHEHHE JIEKAPCTBEHHBIX MpPENapaToB Ha OCHOBE
Oyramupara Bo BpeMst GepeMEHHOCTH He PeKOMEH,J0BaHO.

['pynnoe BckapMiinBaHue
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VcenenoBanus mo oleHke NPOHHKHOBEHHS OyTaMHpara B rpyIHOE MOIIOKO HE TIPOBOJIHIINCE. B
Lie/IsiX 6e30IacHOCTH IPUMEHEHHE JIeKapCTREHHBIX MPENapaToB Ha OCHOBE Oy TAMHpPATa B IEPHOL
TPyJHOr0 BCKapMIIHBAaHHS HE PEKOMEH/I0BAHO.

4.7. Biusinne Ha crocoGHOCTL YNPaBJATH TPAHCIOPTHBIMH CpeICTBAMH H padoTaTh ¢
MeXaHH3MaMH

JlexapcTBeHHBIH penapat cofiepXkHT HeGONBIIOE KOJMYECTRO 3TaHOMA (CM. paszel 4.4). Crnenyer
CODIIIONIATE OCTOPOIKHOCTD, TOCKOJIBKY IIPHMEHEHHE JIEKAPCTBEHHOTO MPENAapaTa MOXKET BBI3BAT
COHJIUBOCTE M TOJIOBOKPYXKEHHE (M. paszen 4.8), BCIEACTBHE YEro OKa3aTh HETATHBHOE BIIMSHHE
Ha BBIIIOJIHEHHE paboT, TPeOyIOMMX KOHLEHTPALUH BHUMAHUA M GBICTPOTEI NCHXOMOTOPHBIX

peaxiui,

4.8. HexkenaTesbHbIE peaknuu

IlepeuncienHble HIDKE HEXKENATEIbHBIE PEAKIMH PACIIPEICICHEl B COOTBETCTBHH C CHCTEMHO-
OpraHHOH KnaccH(uKaLiell U 1o YacToTe BCTPEe4aeMOCTH.

Hacrora  BOSHHKHOBEHHs  HEXCNaTelbHBIX peakUuil OLEHMBaeTCA 110  CIEAYIOLIEi
KJIacCH(HUKAIMK: 09eHb YacTo (> 1/10); acro (ot > 1/100 xo < 1/10); Hewacto (ot > 1/1000 10 <
1/100); penxo (oT > 1/10000 mo < 1/1000); ouens peako (< 1/10000); wacToTa HeW3BecTHA
(4acToTa He MOKET OBITH OIIpe/iesieHa Ha OCHOBE MMEOIIHXCS NAHHEIX).

CHcTeMHO-0praHHblii KJiace YacroTa HexenaTebHbIE peaKiHH
Hapymenus co cTopoHH! | HeuacTo I'onoBokpyxeHue, COHIHBOCTD
HEPBHOI CHCTEMBEI

Hapymenus co cTtopons! | Heuacro Tomnora, nuapes
HKEJTYIOYHO-KHIIEYHOT0 TpaKTa

Hapymenus co ctopoHs! KoxHu U | Penko ChInb, KpanuBHHALA
MTOJIKOKHBIX TKaHEH

COO6E[0HHC O HEXENATC/IIbHBIX PEAKIIUIAX

BaxHo coo0mare 0 MONO3PEBACMBIX HEXKENATENHHBIX PEAKIUAX IOCIE pErucTpanuu
JICKapCTBEHHOTO IIperapara ¢ LeNlbio 00eCHeUeHHsT HEPePhIBHOTO MOHUTOPHHTA COOTHOIIEHHS
«TOJIB3a-PHCK»  JICKAPCTBEHHOrO Mpenapara. MemuuuHCKMM pabOTHHKAaM —pPEeKOMEHIyeTcs
coo0Imark 0 JOOBIX MONO3PEBACMBIX HEXEATENBHEIX PEAKIHAX JICKAPCTBEHHOIO npenapara
Uepe3 HAMOHATLHBIE CHCTEMBI COOOIIEHHS O HEXENaTeNbHBIX PeaklHsX TocyAapCTB-UIEHOB
EBpa3suiickoro 3K0HOMHYECKOTO COMO3a.

Pecny6nuxa benapycs

220037, r. MuHck, nep. ToBapuineckuit, 2a

YII «IleHTp 5KCTIEPTH3 H HCTILITAHKH B 31PaBOOXPAHEHHI

Tenedon ornena papmakonanzopa: +375-17-242-00-29; daxc +375-17-242-00-29

Onektpounas moura: repl@rceth.by, rceth@rceth.by

CaiiT B HH(OPMAIMOHHO-TEIEKOMMY HEKALMOHHOI ceTH «MHTepHET»: www.rceth.by

Poccuiickas @eneparus

109012, r. Mocksa, Crnasstickas mwiomans, 1. 4, crp. 1

OGenepainbHas ciTyx0a 0 Haa30py B chepe 31paBooXpaHeH s (Poc3npaBuamzop)

Tenedon: +7 (800) 550-99-03

OnekTponHas noyra: pharm@roszdravnadzor.gov.ru

CaiiT B HEpOpMalMOHHO-TEIEKOMMY HHKALMOHHOH ceTu «HTepHeT: roszdravnadzor, gov.ru

4.9. IlepexozupoBka
YTBEPX>XQEHO

CHMHTOMBI MUHWCTEPCTBOM 3[PABOOXPAHEHWA
PECNYBNWKK BENAPYCb

Mpwka3 MrHWCTEPCTBA 3APEBOOXPAHEHUR
Darnyfnuv BEpnarom
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Cry4aliHoe MM HpeIHAMEPEHHOE MOafaHue BHYTPb OOJIBIIOTO KOJIMYECTBA JIEKAPCTBEHHbIX
lIpenapaToB Ha OCHOBE OyTamupaTa MOXET NPHBECTH K Pa3BHTHIO CIEYIOIIUX CHMIITOMOB:
COHITUBOCTb, I'0JIOBOKPY>KECHHE, TOLIHOTA, PBOTA, AHAPES, TUIIOTEH3HS.

Jleuenue

Crienuuyeckuit aHTHIOT IIPH NEPeI03HPOBKeE OyTaMupaTta HEU3BECTEH.

MenuuuHCKas MOMOIIL PH Iepel03UPOBKE JOKHA OBITh, B MEPBYIO OUEpe/lb, HANPaBJIeHa HA
CHIKCHHC CTeNeHH abcopbuuu mpemapara (IPOMBIBAaHHE JKelymKa, NPHEM aKTHBHPOBAHHOTO
YLIIs1) ¥, IPH HEOOXOXMMOCTH, TIO/IEPIKAHHIE KUIHEHHO BAKHEIX (byHKIWMit opraausma.

YTBEP>»QEHD "
7 30PABOOXPAHEHW

5. ®APMAKOJIOTUYECKHE CBOMCTBA e
5.1. ®apMakoaMHAMHYecKMe CBOICTRA Mpwkas MUKACTEDCTER JADABOOXDIHEHHS

ParmEniavis Epaar =

DapmakoTepanesTuyeckas rpynna: [Ipoure IpoTHEOKAIITEBbIE npenapasst: R
Kon ATX: RO5DB13.

®apmakoguHamudeckie 3G deKTr

Byramupara uutpar, neficTByiommee BemecTBo IEKapCTBEHHOTO npenapara Tyccukof, aBnsercs
TNPOTHBOKAIIICBEIM  CPEACTBOM. He OTHOCHTCA K anKagoMaaM ONMHS HHM XHMHYECKH, HU
hapmakonoruuecku. CUMTAETCA, UTO OH YrHETAET KAILICBOIX uentp B I{THC. TovHsIil MexaHH3M
JICHCTBUs HCU3BECTEH. B 10MoNHeHNE K POTHBOKALICBOMY JEHCTBHIO obHapy»KeHa TeH/IeHIHs
K YMCHBIICHHIO CONPOTHBIICHHS IBIXAaTEIbHBIX ITyTeH, KOTOpas MpOABIAETCS B HEGOIBIIOM
Yy4lIEHHH [TOKA3aTeNeH CTHPOMETPHH.

5.2. ®apMaKOKHHETHYECKHE CBOICTBA

Abcopbuus

Byramupara uurpar GBICTPO M HOJHOCTBIO abcopbupyercs 1OCIE NEPOPATBHOTO MpHEMA.
VI3MepuMble KOHICHTPALMH B KPOBH OMPEACIAFOTCS uepes 5-10 MuHyT nocne npreMa npenapara
B n03ax 22,5 mr, 45 mr, 67,5 mr u 90 mr. Cmax B III23Me JIOCTHraercs B TeueHue 1 yaca g Bcex
YPOBHEH /I03MPOBAHMUS, [IPH YTOM CPE/IHEE 3HAUECHHE NIPH 103¢ 90 MI' COCTaBIILET 16,058 ur/mu.
BisiHue nuuy Ha nporece BeacklBaHMS HE H3y4anoch.

l'upponns Gyramupata B KpoBH NPOUCXO/UT 10 ABYX AKTHBHBIX METAOOIUTOB: 2-(beHnnmacisiHoM
KACJIOTBI M IMITHIAMUHO3TOKCUHITAHOA. CpelHss KOHIEHTPALNs B IUIa3Me KPOBH OCHOBHOTO
MerabonuTa (2-QeHMIMAcIsHON KUCIOTBI) OTMeqaeTcs uepe3 1,5 yvaca; npu 3ToM Haubonbluee
3HaYeHHe Habmionaercs mocne npuema B no3e 90 mr u cocrasiser 3051,569 ur/mi. Cpenusist
KOHICHTpalus AM3TUIAMHHOITOKCHAITAHOIA B [IJIA3Me JOCTHIAeTCs uepes 0,67 vaca, npu 3TOM
Hanbombuiee 3Havenue (160 ur/mi) HabnomaeTes Taxke Ioce npHeMa npenapara B 103¢ 90 mr.
Pacnpenienenne

Obbem pacnpenenerus Oyramupara Haxomutcs B auanasone 80,51-1 12,339 n/kr. Ilpu npueme
npenapata B fgosax 22,5-90 mr o6a meraGonuTa B 3HAYMTENBHON CTENEHH CBA3BIBAIOTCS C
OenkaMu KPOBH: 1JIst 2-DeHMIMACIIHON KUCIOTBI ATOT MOKA3aTellb COCTABIISET 89,3% - 91,6%,
A AM3TUIIAMHHOITOKCHITaHOIA — 28,8% — 45,7%.

Metabonusm

Byramupar rugponmsyercs Geictpo. O6a meraGomura (2-penunmacnanas  kuciota H
AMSTHIAMHHOITOKCHITAHOI), YUHTBIBAS TAHHBIE MCCIE0BAHMI Ha PA3THYHEIX BHAX, BEPOSTHO,
TAKKXe 00/1a/1al0T IPOTHBOKAIIIEBOH AKTHBHOCTBIO.

2-QeHmnmacnsHas ~ KHCIOTa B JanbHEHIIEM  YacTHYHO MeTaboaH3Hupyercss  ImyTeM
THAPOKCHIIMPDOBAaHHA B mapa-nonokeHuH.  Kakue-mubo  JaHHBIE B OTHOIUIEHUU
AU3THIAMHHO3TOKCHITAHOJIA Y YeJIOBEKa OTCYTCTBYIOT.

Her 1aHHBIX 0 IPOHMKHOBEHHH OyTamMuUpaTa Yepes IIALEHTY H B IPYIHOE MOJIOKO.

BeriBenenue

Bce Tpu coepuHenus BRIBOATCS IPEUMYLIECTBEHHO Yepe3 MIOUKH.

Kucieie MeTaGoinTel, IIIaBHEIM 00pa3soM, CBA3BIBAIOTCSA B NCYEHH ¢ IVIIOKYPOHOBOM KHMCIOTOIL.
YpOBCHb KOHBIOTHPOBAHHOI 2-()eHIIMACIIAHOH KHCIOTHI B MOYE BEIILIE, YEM B IIIA3Me KpPOBH.
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B Moue Hyramupat oGHapyKuBaeTcs B TeueHHe 48 4acoB mociie npueMa npenapara. [Ipu 3abope
npob B TeueHHne 96 YACOB KOIMYECTBO Oyramupara cocraBisuio npumepro 0,02; 0,02; 0,03 u
0,03% npu mpueme 103 npenapara 22,5 ur, 45 Mr, 67,5 Mr 1 90 MT COOTBETCTBEHHO,

Bonbmas wacte mpuHsToN n03EI GyTammpaTa BIIENSETCS ¢ MOYOH B BHJle MeTabosuTa
AUSTHIIAMHHO3TOKCHITAHOJI MM KOH'BIOTHPOBAHHOM 2-(DeHUIMACIIAHOM KHCIIOTEL

Cpennue 3nauenus Ty coctapmsior: mis Oyramupara — 1,48-1,93 waca, nnsa 2-denmimacisHoit
KHCIIOTEI — 23,26-24,42 vaca, U1 AUSTHIAMHHOSTOKCHATAHOA — 2,72-2,90 uaca.

Ocobble KaTeropuu NanueHToR

HewnsBecTHO, M3MEHSIIOTCS TH (hapMaKOKHHETHYECKUE napaMeTpel OyTamMupara NMpH HapyIIeHHH
(GyHKIMY TOYeK WM eYeHH.

3.3. lanHbIe JOKIMHHYecKoli Ge30macHoCTH
CranzapTHele HeenemoBanus (GpapMaKkoIOruIecKoi 6e30IaCHOCTH, TOKCHYHOCTH MOBTOPHBIX 103,
TFCHOTOKCHYHOCTH, PEHPOAYKTHBHONM M OHTOI'€HETHYECKOH TOKCHMYHOCTH He BBISBHIIM OCOOOI

OIMaCHOCTH.

YTBEPXOEHO
MUHWCTEPCTBOM 31PABOOXPAHEHUA
PECNYBNKKW BENAPYCb

MNprkas MuHuCTEPCTBa 3APAROOXPAHEHUSA
Barauk e Beoar

6. PAPMAIIEBTUYECKHUE CBOVMCTBA
6.1. IlepeyeHb BCIOMOraTe/bHBIX BEIECTB
Copbutona pacTBOp HEKPUCTAITH3YIOMHHCS
I'nunepun (E422)

bensoitnas kucnora (E 210)

OTHIOBBIH cupT 96%

Hatpus rugpoxenn (20% pactsop)
Apomaruzarop Banunmun PX1496

Caxapun Hatpuit (E954)

Bona oyumiennas

et g e

6.2. HecoBMecTHMOCTE
He npumenumo.

6.3. Cpok rogHocTu

3 roga. Cpok roJIHOCTH yKa3aH Ha YIIaKOBKe.

He ncrone3osath nocyie ucteyeHus cpoka rOAHOCTH, yKa3aHHOTO Ha yIaKoBKe,
BekprIThlii rakoH XpaHuTs He Gonee 6 MecsIIEs.

6.4. Ocolb1e MepBI NPEAOCTOPOKHOCTH NPH XpaHeHHH
XpaHuTh IIpH TemIeparype He Boie 25 °C.

6.5. XapakTep u cogepkaHHe yNakoBKH

[Io 150 mMn Bo duakoHax mnmacTMaccoBeIX u3 NOMM3THICHTEpe(TaNnaTa, yKYHOPEHHBIX
KOMAauKkaMH [IOTMMEPHBIMH BHHTOBBIMH HIIH KPBIUKOH BMHTOBOH C 3aIUTON OT BCKPBITHS
JETbMH C IIOJHITHIICHOBBIM BKJIABIIIIEM,

Kaxxpiii pirakon BMecTe co CTaKaHIMKOM JO3HPYIOIINAM HIH €O LINPHIIEM-A03aTopoM 5,0 MiI ¢
OesibIM MM OpaH)XEeBBIM IUTYHKepOM (C rpanyuposkodd, mi: 0,5; 1; 1,25; 1,5; 2; 2,5; 3; 3,5; 3,75;
4, 4,5; 5 ¢ nenennem B 0,1 My WIH ¢ rpaxynposko#, mur: 1,0; 1,25; 2,0; 2,5; 3,0; 3,75; 4,0; 5,0 ¢
AenenueM B 0,25 st u 0,5 min), BKIagsimeM mojy MIMPHI-03aTOP U JIMCTKOM-BKJIABIIIEM
TIOMEIIEHEI B TAYKy U3 KapPTOHA.

B ciyyae Hamuuus B KadecTBe J03MPYIOLIEro YCTPOMCTBA LINPHIA-03aTOPa, BKJIAJBIIT IO
LITPHL-/I03ATOP MOKET OBITh BCTaBIIEH B rOPIIOBHHY (hIakoHa THGO BIIOXKEH B IAYKY B KOMILIEKTe
CO IIMpPHLEM-103aTOpoM. IIINpui-/103aTop MM KOMIUIEKT INMPHI-T03aTOP H BKJIAABII TOJ
IIIPHI-N03aTOP BJIOXKEHBI B Ma4Ky M3 KapTOHAa B [IPO3PauHOil WIM Oeyloi  3aIluTHO
HH/IMBHIYalIbHOH yTaKoBKe, TH60 6e3 yIaKoBKH.
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CrakaH4uK JI03UPYIOIIMH HCIONB3yeTCs NPH yKyNOPMBAHUM JIEKAPCTBEHHOTO IIperapara
KOJIIAYKaMH ITOJIUMEPHBIMH BUHTOBEIMH.

6.6. OcoGrie  Mepbl  NPEXOCTOPOKHOCTH  mpH YHHYTOKEHHH  HCIO0Jb30BAHHOIO
JEKAPCTBEHHOT0  Npenapara WM  OTXO[A0B, MOJIYYeHHbIX [OCJe INpPHMEeHEHHs
JIEKAPCTBEHHOI0 NpenapaTa Win paborel ¢ HUM
Hert ocoOb1x TpeGoBanmii.

7. AEPJKATEJIb PETUCTPAIITMOHHOTI'O YIOCTOBEPEHHS
Pecnybimka Benapycs

000 «Dapmrexnomorms» ______ UEHM
M 3APABOOXPAH
220024, r. Munck, yn. Kopxenesckoro, 22. WL
Tenedon/paxc: (017) 309 44 88. S
Poravh e Benan

E-mail: fift.by. |

7.1. IPEACTABUTEJIb IEPKATEJISI PETUCTPAIIMOHHOI'O YAOCTOBEPEHHS
[Tperensuu notpebureell HaNPaBIATE O aapecy:

000 «®apmrexnonorusy», Pecriybnuka Benapycs.

220024, r. Munck, yi. Kopxkenesckoro, 22.

8. HOMEP PETHCTPAIITMOHHOTI'O YOCTOBEPEHUS

9. TATA NEPBUYHOW PETHMCTPALIMH (IIOATBEPKAEHHUE PEI'MCTPAIIMM,
IIEPEPEI'MCTPALIAS)

10. TATA IEPECMOTPA TEKCTA
OOmast xapakTepHCTHKA JTEKapCTBEHHOTO Npenapata TyccHKo/ JocTynHa Ha UH(pOpMaHOHHOM

noprane EBpasHiiCKOro SKOHOMHYECKOTO COK3a B HH(OPMAIMOHHO-TEEKOMMYHUKALHOHHOM
cet «MHTepHET: http://www.eurasiancommission.org,




