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OBHIAS XAPAKTEPPICTPIKA JIEKAPCTBEHHOTI'O IIPEITIAPAT
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1. HAMUMEHOBAHMUE JIEKAPCTBEHHOI'O HPEHAPATA““‘” HiC Te M 2
®domnueBas kucnota, 0,4 Mr, Tabnetku. | Mpukaa f‘»’_h?hwyn-«{sff«":::.’ PaBooX

] ) Lo 2L 07 2073 s~
2. KAYECTBEHHBIU U KOJIMYECTBEHHBIU COCTAB CoTE
[Heticmgyowee geujecmeo. hponuenas KACIOTA.

Ounna Tabnetka conepxuT 0,4 Mr GonueBoi KUCIOTHI (B BHAE (POITHEBON KHCIOTHI ruzpara).

ITonHBIN CIHCOK BCIIOMOraTEJIbHBIX BEIECTB CM. B pasacine 6.1.

3. JEKAPCTBEHHAS ®OPMA

Tabnerku.

[TnockouunuHapuYeckue TabIeTKH OT OJIEIHO-KENTOrO N0 JKENTOro [BeTa, C (HacKoil.
JlomyckaeTcs HaTMYHe BKparieHui 6osiee TEMHOro u 6oJiee CBETIOr0 BETA.

4. KINHUYECKHUE JAHHBIE

4.1. IToxa3aHHus K NPHMEHEHHIO

[Tpodunaktuka pasBuThs NePeKkTOB GOPMHUPOBAHUS HEPBHOH TPyOkH y mmoxa B | Tpumectpe
6epeMEHHOCTH.

JlexapcTBEHHBIN Npenapat NpeaHa3sHaueH IS XKEHIIUH, TVITAaHUPYIOLIUX OEPEMEHHOCTB.

4.2. Pexxum 103MpOBaHHSA H CI0C00 MPHMEHEHHUA

PexxuM no3upoBaHus

E>xelHEBHBIA TNIpHEM HAYMHAETCS C OAHOM Tabnerku (0,4 Mr) B OeHb 1O 3ayaTHs H
MPOJOJKAETCs B TEYEHHE, [10 KpaHEH Mepe, NePBBIX |2 Henenb GepeMEHHOCTH.

Crnocob npuMeHeHus
BnyTps.
TabneTku cienyeT nporiaTelBaTh, 3alIUBast BOJOMH.

4.3. [IpoTuBOMOKA3aHUSA

— TOBBIEHHAsA YyBCTBUTENBHOCTE K (POJIMEBOM KHCIOTE MM K JI000MY M3 BCIIOMOTATEIbHBIX
BEIIECTB, IEPEYUCIEHHBIX B pa3aene 6.1;

— 3JIOKQYECTBEHHAs aHEMHA W IPYTHE COCTOSHHSA, CBA3aHHbIE ¢ AeUUNTOM BUTaMHHa B, B
CBS3U C TEM, YTO B 3TOM ClIy4ae MOHOTEpaIHs GOIMeBOH KHCIOTOH MOXET YCKOPHTH HA4alIo
TIONOCTPBIX IEr€HEPAaTHBHBIX M3MEHEHMH CIMHHOro Mosra. [Ipuem donmeBol KHCIOTH B
BHI€ MOHOTepanuu 6ojiee 3 MECSUEB y TaKMX JIUI MPUBOMKMT K Pa3BUTHIO KOGATaMHUHOBOM
HelponiaTuy. bosiee KOPOTKHME KypeChbl HE BBI3BIBAIOT MAHHOTO OCJOXHEHHUS. Y TOMKHIIBIX
MoneH B CBSA3M C 3THM Iepell HayaloM Tepamuu (OJMEBOH KHCIIOTOH CIELYeT MpoBECTH
OLIEHKY BcachIBaHHs KoOanaMuHa, ,

— (onar3aBUCHMblE HOBOOOpa30BaHHUA, MCKIIOYAs CIyyad, KOrJa TSKeNas Merano6iacTHas
WA MaKpoOUHUTapHas aHEeMHs SBJSETCS OCJIOKHEHHEM IMPOBOAUMOM MPOTHBOOMYXONEBOM
TepanuH.

4.4. Oco0ble ykazaHHsI H MepbI MPEIOCTOPOKHOCTH NPH NPHMEHEHHH
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| SAPRBODXpaHeHMs

eX! cnyqacn Korza
JaHHBIH [penapaT MpUMEHSETCS MapajUleIbHO C BBEJAEHHEM [JOCTAaTOYHOTO KOJIMYECTBA
ruipokcokobanamuna. Ilpumenenne onHo# GoNHEeBOH KUCIOTHI B TAKUX CITydasX MOXKET JIUIIb
MaCKHpOBaTh COCTOSIHHE MAL[MEHTa, TIPU 3TOM IOJ0CTPOE HEOOPAaTHMOE NOBPEXKICHUE HEPBHOM
cucteMsl Oyner mponomkatbes. Jedpuuur Moxer ObITh 00YCIOBIEH HeIUarHOCTHPOBAHHOM
METa00IaCTHOH aHEeMHeH, B TOM YHCIIE W MIIAJIEHYECKOH, [IEPHULIMO3HOW aHeMHEeH WK
MaKpOLIUTapHOH aHEMHEH HEM3BECTHOM 3THOJIOTHH WM OBITh BBI3BaH ACHHULIUTOM KoOaraMHHa,
WJTH )K€ TIOXKHU3HEHHBIM OTKa30M OT MACHBIX POTYKTOB.

IIpn HasHayeHuu (osMeBOit KHCIOTHI MalMEHTaM ¢ (OJAT3aBHCHMBIMH OIYXOJSAMH, CIIEAYeT
co0JIrOIaTh OCTOPOIKHOCTE.

JlaHHBIA TipenapaT CONEPXKMT caxaposy, IO3TOMY MalHeHTaM C DeIKOH HacleICTBEHHOI
HETIEPEHOCHMOCTBIO  (DPYKTO3BI, [JIFOKO30-TaJlakTO3HONW MansaGcopOurelt MM caxapasHo-
H30MaJIbTa3HOH HEOCTATOYHOCTBIO HE CIIEAYeT IPHHMMATD TOT IIpeNnapar.

4.5. Bzaumopeiicteie ¢ ApPYrMMH JIeKADCTBEHHBIMH INpeNapaTaMH M JpYrHe BHIbI

B3aHMOJeHCTBUA

B mpouecce merabonmusma dosueBas KHCIOTAa MOXET BCTYNATh BO B3aUMOJEHCTBUE C psaoM

JIEKaPCTBEHHBIX MPENapaToB:

— TMPOTHBOSIHUJIENTHYECKHUE NPENApaThl: HONMEBaAs KHCIOTA MOXKET CHIDKATH KOHIEHTPALHIO B
71a3Me€ MPOTHBOCYOPOXKHBIX MPENApaToB, B YaCTHOCTH (eHuTouHa, (eHobapbuTana u
npumuoHa. Kpome Toro, y manneHnToB, MoyyaromuX IpoTHBOIMUIETITHYECKYIO TEPAITHIO,
MOXET BO3HHKHYTh HEOOXOIMMOCTb B KOPPEKTHPOBKE [O3bI YEPE3 pEryispHbIe
IPOMEXYTKH BpeMEHH. Takne MauMeHTh! JODKHBI HAXOMUTHCS O/ HAGMIONEHHeM Bpaya B
nepuos npuemMa GoaueBoit KUCIOTHL.

— AaHTHOAKTepUabHBIE IPENapaThl: XI0paM(PEHHKON U KO-TPUMOKCA3071 MOTYT Hapylarh
MeTabonusm ¢onatos.

— cynbdacanasyH: MOXET YMEHbIIATh BCachblBaHUE (HOTHEBOM KUCIOTHL

— [TIperapathl, Colepxamue (ONHEBYIO KHCIOTY WIH €€ NPOM3BOAHBIE, MOTYT CHHKATH
3} EeKTHBHOCTH METOTpPEKCATA.

CornacHO NpoBeneHHBIM HAGMIOAEHUSAM, NAUMEHTBI C THIIEPYYBCTBUTENBHOCTBIO K ¢omnuesoit
KHCJIOTe 00/MajaloT aHTUTENAaMH, BCTYNAIOIIMMH B TEPEKPECTHYIO DEAKLHIO C OPYTUMH
aHaIoramu (OIIHEBOH KUCIOThI, BKITIOYas METOTPEKcaT, GoTMeByIO KHCIOTY U AMHHOIITEPHH.

4.6. ®epTHIBHOCTL, GePEMEHHOCTD M JAKTALHS
bepemenHoCTS

Pucku ucnons3oBanus GonueBoit KHCIOTHI BO BpeMs 6€pPEMEHHOCTH OTCYTCTBYIOT.
JlexapcTBenHEIf mpenapar mokasaH K MPHMEHEHHIO BO BpeMsi OepeMeHHOCTH. Pexomennyemas
Hopma npueMa 0,4 Mr gonmueBol KHCIIOTHI B IEHb HE CBSI3aHA C HETATHBHBIMU TOCTEICTBUAMHU
BO BpeMs OEpEMEHHOCTH M JIAKTaLlUH.
HeMmennkamenTosuslit nepuunt donueBoit KHCIOTBL, MM AHOMATBHBI MeTaGoIH3M donara,
CBA3aH C BOSHUKHOBCHHEM BPOXKICHHBIX NE(PEKTOB M HEKOTOPBIX Ae(EKTOB HEPBHOM TPYOKH.
BMmewmatensctBo B MeTaGonusM  (ONMMEBOH KHCIOTHI MM neGuuuT QoNUEeBOl KHCIOTHI,
2
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BHI3BAHHBIH TAKAMH TpENapaTaMy, KaK MPOTHBOCYHOPOKHbIG— {Séﬁa%éiibii-;ﬁwuexmopme
AHTHHEOIUIACTHKH, Ha PaHHUX CPOKax OEpPEeMEHHOCTH, MPUBOMHUT K BPOXKACHHBIM aHOMATHSM.
Henocratok BuTaMHHA WM €ro METabONMTOB TAKXKE MOXET MOCILYXHUTh IPUYUHON HEKOTOPHIX
ClTy4aeB CaMOIPOM3BOJILHOTO MNpEPhIBAHUA OEPEMEHHOCTH M 3alepXXKH BHYTPHYTPOGHOTO

pa3BUTHSL.

KopMiieHHe rpyabio

@onueBas KUCIOTa aKTHBHO BBIAEISETCS C MATEPMHCKHM MOJIOKOM. Hakommenue ¢onaros B
MOJIOKE MpPEBAUPYET Hal MOTPEOHOCTAMM OpraHu3Ma MaTepd B (hOJIMEBOH KHCIIOTE. YPOBHHU
(onueBod KHCIOTHI SBIAIOTCA OTHOCHTENBHO HHM3KMMH B MOJIO3MBE, HO C YBEJIHYEHHEM
JaKTalM¥ KOHLEHTpalUs BHUTAMHMHA pacTeT. HexenaTenbHble peakuuu Yy MIacHLEB,
HaXONAIMXCA Ha TPYAHOM BCKapMJIMBAHWH, YbH MaTepH MOJy4Yand (OIMEBYIO KHCIOTY, He
HaOJIFOIAJTUCE.

4.7. BiugHHe Ha cnocoGHOCTH YNpaBJIATH TPAHCNOPTHBIMH CpPeACTBAMH H padoTaTh ¢
MEeXaHU3MaMH
He Bnuser.

4.8. Hexxes1aTenbHble peakuuu

Mubopmanus o HexenaTeNnbHBIX PEaKUUSX H3J0XKEHa B COOTBETCTBHU C CHCTEMHO-OPraHHOM
KnaccupuKanmMel H 4acTOTOM BCTpeyaeMOCTH. KaTeropuu 9acTOTEI: OYeHb YacTo (=1/10),
dacto (=1/100, no <1/10), Hewacro (>1/1000, Ho <1/100), pemko (>1/10000, Ho <1/1000),
oueHb penko (<1/10000), wacrora HeM3BecTHa (MCXOAS U3 MMEIONIMUXCS NAHHEIX, 4acToTy
BO3HUKHOBEHH S ONPEAEIIUTE HEBO3MOYKHO).

HapyieHust co cTOpoHbI UMMYHHOH CHCTEMBI
Pedro: alnepraveckue peakiuy, BKIOYAIOLIHE SPUTEMY, CBIMb, 3y, KPAITHBHALLY U OZBIIIKY.

Yacmoma neuszgecmua: aHa(bI/IJ'IaKTH‘ICCKI/Ie PCaKInu.

XCHVHO‘IHO-KHIHG‘IHHC HApYIICHUSA
Peoxo: AHOPEKCHs, TOIIHOTA, B3AYTHE )XUBOTA U METEOPU3M.

Coo061IeH S 0 I0N03PEBAEMBIX HEXEIATENbHBIX PEAKIIHIX

BaxHo coo0waTh o mOMO3pEeBAaEMBIX HEXeNaTeNbHBIX pEeaKUhsaX —MOcIe perucTpanuu
JICKapCTBEHHOT'O MpenapaTa ¢ Lesbio 00eCIeYeH s HENPEePbIBHOTO MOHUTOPHUHTA COOTHOLIEHHUS
(TOJNB3a-PHCKY  JIEKApPCTBEHHOTO mpenapaTta. MeIMIMHCKEM paGOTHHKaM pEKOMEHIyeTcs
COOOIIATh O MOLO3PEBAEMBIX HENKENATEIbHBIX DPEAKUHAX JIeKAPCTBEHHOTO mpenapata 4epes
HAIMOHAIIBHBIC CHCTEMBI COOOIUCHHSA O HEKENATENbHBIX pPEAKUUSX TOCYAApCTB-LIEHOB
EBpa3uiicKkoro 3K0HOMHYECKOT0 COI03a.

Pecniy6muka Benapyce

220037, Munck, ToBapuweckuii niep., 2a

YII «LleHTp 5KCTIEPTH3 U UCIIBITAHME B 30PABOOXPAHEHHN»

Tenedon otnena dhapmakonanzopa: +375 (17) 242-00-29; dakc: +375 (17) 242-00-29

On. nouta: repl@rceth.by, receth@rceth.by

https://www.rceth.by
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4.9. Ilepenozuposka i Pecny

O HexenareNbHBIX PeaKIMX BCIENCTBHE MEPENO3UPOBKH (HOIHEBONH KHUCIOTH HE COOBIANOCH.
Jlake Ype3BBI4aiiHoO BEICOKHE NO3BI BPS JIM IPUYMHAT BPeJ| IALMEHTY.

5. PAPMAKOJIOTUYECKHE CBOMCTBA
5.1. ®apmakoanHAMHYECKHE CBOHCTBA
®apmakoTepanesTH4eckas rpynna: [IpoTHBoaHeMIyeckue cpenctsa. DommeBas KHCIOTA H

€€ IIPOU3BOMHBIE.
Koax ATX: B0O3BBO1.

Donuesas KUCIOTa OTHOCHTCS K IPYTINe BUTAMHHOB B. MosHeBas KHCI0Ta BOCCTAHABIUBACTCS
B OpraHM3Me Q0 TeTparuapodonara, KOTODHIA SBIsSETCS KODEPMEHTOM — pPasTHYHBIX
MEeTabONMYECKHX IIPOLIECCOB, B TOM YHCJE CHHTE3a MYPUHOBBIX Y MHPAMUIMHOBBIX
HYK/ICOTHIIOB, W, CI€[0BaTeNbHO, ydacTByeT B cunTese JIHK; oHa Takke ywacTByeT B
NPEBPAIICHUAX HEKOTOPBIX aMUHOKHCIIOT, @ TaKXe B 00Pa30BAHUU M yTHIH3ALUMU (GOpPMHATA.

5.2. PapmakoKHHETHYECKHE CBOICTBA
QonueBas KHCIOTa JIETKO BCACHIBACTCH II0C/E [IpyeéMa BHYTPb, a TaK)Xe€ HHTEHCUBHO
CBA3BIBACTCS C OENKAMHU I1/1a3MBI KPOBH.

5.3. laHHbIE NOKIHHHYECKO §e30IMacHOCTH

HccnenoBanus nokasamy, 4o, HECMOTps Ha TO, YTO MOXKHO BBI3BAaTh TOKCHYHOCTB y KPBIC uepe3
HaKOIUICHUE (ONTHEBON KHCIOTHl B MOYEYHBIX KAaHAIbLAX B pesynbTare npuema OONBIIMX 103
(hoMHeBON KHUCIOTHI, NAHHBIH 3 deKT He HUMEET OTHOIIEHHS K NpeMNaraeMbIM MOKA3aAHUIM K
IIPUMEHEHUIO HUITH PEKOMEHIYEMBIM [03aM.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. ITepeyeHn BCOMOraTe bHBIX BEIECTB
Caxapos3a.

KapTodenbHsrit kpaxma.

CreapunoBas kucinora (Tun 95).

6.2. HecoBMecTHMOCTD
He npumennmo.

6.3. Cpox rogHocTH (cpok XpaHeHHs)
2 rona.

6.4. OcoOble MepbI IPeIoCTOPOKHOCTH MPH XpaHEHHH
XpaHUTb B OPUTMHAJIBHOH YIIaKOBKe (ayka KapTOHHAs) 1S 3alUTHI OT CBETA TIpY TeMIIepaType
He BeILIE 25 °C.

6.5. XapakTep u cofep:kaHHe HepBHYHOI YNaKOBKH
10 TabneTok B KOHTYpHOMH SueKOBOI YMAKOBKE W3 IJICHKH MOJMBHUHUIXIOPHAHON U (OJBIH
ATFOMUHUEBOH.,
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U3 KapTOHa.

6.6. OcoOble  Meppl  MPEXOCTOPOXKHOCTH  NPH  YHHYTOKEHHH  HCHOJIb30BAHHOIO
JIEKADCTBEHHOr0  MNpenapata WJAM  OTXO0A0B, MOJYYEHHBIX TMOCJ€ MpPUMeEHEHHs
JIEKapPCTBEHHOTO MpenapaTa, i Apyrue MaHHIYJISIHU ¢ NPENapaToM

Oco0gle Tpe6oBaHUS OTCYTCTBYIOT.

6.7 OTnyck u3 anTek
be3 penenra.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUS

OTKpBITOE aKLMOHEPHOE 0611eCTBO «BOPHCOBCKHUIT 3aBO MEAHITMHCKUX IIpEnapaToB»
Pecny6nuka benapycs, Munckas 0611., r. Bopucos, yi. Uarnaesa, 64

e-mail: market@borimed.com

ten/daxc: +375 (177) 735612, 731156

7.1. IlpencTaBuTens [epiKaTesil pPerHCTPALHOHHOIO YAOCTOBEPEHHSI HA TEePPHTOPHH
Coro3a

IIpeTeH3nu noTpeduTeeil HANPABIATE 110 apecy:

OTKpBITOE aKIMOHEPHOE 06MECTBO «BOPHCOBCKUH 3aBO MEIULIHHCKIX IpenapaToBy
Pecniy6nuka Benapycs, Musckas 061., T. Boprcos, yi. Yanaesa, 64

e-mail: market@borimed.com

ten/dakc: +375 (177) 735612, 731156

8. HOMEP PETUCTPALITMUOHHOI'O YIOCTOBEPEHUS
21/01/3103

9. TATA IIEPBUYHOM PEIMCTPAILIUU (IIOATBEPXXIEHHUS PETUCTPALINH,
INEPEPEI'MCTPALIN)
Hata nepBuuHoit peructpanuu: 28.01.2021

10. IATA IIEPECMOTPA TEKCTA
14.12.2022

Ob1mas xapakTepHCTHKa JeKapCTBEHHOTO npenapata donueBas kucnota, Tabmerku 0,4 Mr
AOCTyNHa Ha O(QHMIMANBHOM CaiiTe yHOJHOMOYEHHOIO OpraHa rocyiapcTBa — 4jeHa
EBpasuiickoro  coo3a B  MH(bOpPMaUHOHHO- -KOMMYHMKalMOHHOX  cetH  «MHTepHeT»:

www.rceth.by.



