OBIIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOI'O ﬁiﬁlﬂ§TA

1. HAUMEHOBAHMUME JIEKAPCTBEHHOI'O IIPEIIAF&'}A‘l L 5 - 2 U 1 7
AmuHanoH, 250 mr, TabneTku, MOKPBITHIE TIEHOYHOM 060I0UYKOiA.

2. KAYECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

Kaxmas Ttabnerka CONEPXKHT: HEUCTBYIOLIETO BEIIECTBA raMMa-aMHHOMAC/ISTHOM
KUCIOTHEI — 250 Mmr.

BCHOMOFaTeJIBHLIe BC€IICCTBA, HaJIU4YHE KOTOpPBIX Hajgo YYUTBIBATHE B COCTaBe
JICKApCTBEHHOTO IIpe€liaparta: caxapo3a.

[MonHer IIEPEUCHb BCIIOMOTr'aTCJIbHBIX BEIIIECTB ITPpHUBEICH B pasacine 6. 1.

3. JEKAPCTBEHHAS ®OPMA
TabneTku, NOKpEITHIE TUIEHOYHOH 000JI0YKOIA.
Tabnerku, MOKphITBIC MIEHOYHONH 0GONMOUKOM, Genoro wm moutH 6enoro wusera,

JBOSIKOBBIITYKIJIBIE. COTITACOBAHO !
MUHUCTEPCT50M BJIPABOOXPAHEHMS; |
PECIIVBJIUKU BEJIAPYCh ‘

4. KINHUYECKHUE HAHHLIE Hgnkaa ’\’IMHucu epeTRa Jgpanooxphvelmn
cnvnnw—*u JIADYCh
4.1. IToxazaHusi K NpUMEHEHHIO oT <= ,zﬁ 22 /cf?o

Ipenapat AMHHANOH MOKa3aH B3POCIBIM H IETAM C 6 JI6T Al neqemm

— COCTOSHHH I10CTIE IEPEHECEHHBIX HAPYIIEHUH MO3TOBOr0 KPOBOOGPAIIEHHUS M YePEITHO-
MO3TOBBIX TPaBM;

— [ICUXOOPraHUYEeCKOro CHHAPOMA;

— aTePOCKJIEPOTHYECKOH, THIIEPTOHHYECKOM U alKOrOJIbHON 3HIIE(aIoNaTHH,

— JETCKOro LepeOpanbHOro Iapanuya W IMOCHENCTBHH POJOBONW TpaBMBI y IeTell B
COCTaBe KOMIIJIEKCHOH Tepamuy;

— OTCTaBaHH YMCTBEHHOI'O Pa3BUTHS Y JETEH;

— KMHETO30B (MOPCKOH U BO3LYILIHOH O0JIE3HM).

4.2. Pexxum J103HPOBAHHS U CIIOCO0 NMPHUMEHEHUS

Pexxum 103upoBaHus

Bapocnemv npenapar AMuHanoH HasHadaercs 1o 0,5-1,25 r 3 pasa B eHb.

ITpu neyeHnn KMHETO30B peKOMEHIyeMasi 1o3a coctasseT 0,5 r 3 pa3a B JICHb B TEUYEHHE
3—4 cyTOK, IpeaLIECTBYIOUINX TOE3/IKE.

MakcumanpHas cyTo4YHas 103a AJIS B3POCIBIX CoCTaBseT 1,5-3 .

Kypc nevenus ne menee 2-3 Hezens (ontumanbHo 2—4 mecsues). I[Ipu HEOOGXOMUMOCTH
KYypChI IIOBTOPSIIOT 1-2 pa3a B rof.

eTH

[Ipenapat mokazaH amns fete ot 6 jer.

HeTsam cTapiue 7 jieT Ha3HA4aroT BHYTPb 1m0 0,5-1,25 r 3 pasa B neHs.

Cyrounas mosa mns jgeted B Bo3pacte 7 u Gosee neT cocrtaBiuser 1,5-3 T. Hetsm B
Bo3pacte 6 net — 2,0-3,0 r B cyTku B 3 mpuéma.

Hist nedeHus KUHETO30B pekomeHmyeTcs mpuéM 0,25 r 3 pasa B [eHb B TeyeHue
3—4 cyTOK, IpeALIECTBYIOUUX TOE3IKE.

Kypc neuenns ne menee 2-3 Henens (onTumansHO 2—4 Mecsua). Ilpu HeoGxommmocTH
KypcC NOBTOpPSIIOT 1-2 pasa B rof.

Crioco6 mpumMeHeHwus

[Ipemmapat AMHHANIOH IPUHUMAETCS BHYTPh HATOILAK.

4.3. IIpoTnBonoka3aHus
— [I'unepuyBCTBHTENBHOCTE K [CHCTBYIOWIEMY BEINECTBY WM K JHO6OMYy W3
BCIIOMOTATEIbHBIX BEILECTB, IEPEUHCIEHHBIX B pasene 6.1;



HO PB
114 B-2017

— oCTpasi Io4evYHas HeAOCTaTOYHOCTh;
— I TpuMecTp GEepeMEHHOCTH U MEPUOL JIAKTAIUH, | 111
— JIETCKHUI BO3pacT 10 6 JeT.

MuaHCTED \
Ipukas MuHHCTEPCTBA 3Apa

4.4. OcoOble yka3aHHsI M MepbI MPEJOCTOPOKHOCTH PH NPHMEHEHHH

JlekapCTBEHHBIH IpenapaT CONEPXKUT caxaposy. IlanmeHTaMm c penko BeTpedaroeiics
HACJIEZICTBEHHON HENEPEHOCHMOCTBIO (PYKTO3BI, TIIOK030-TaJIaKTO3HOM ManbaGcopOuueit uiu
JNeUIUTOM caxapas3bl-M30ManbTa3bl HE CJIEAyeT IPHHUMATh IpenapaT AMUHAJIOH.

Cnenyer cobmofate 0Co0yi0 OCTOPOXXHOCTh MPH HCIIONB30BAHWH AMHHAIOHA Y
NAIHEHTOB C JIAOMJIbHEIM apTepUanbHbIM JaBieHueM (AJl) B mepBble OHM JIEYEHHS, B CBSI3H C
BO3MOXXHOCTBIO 3HAUYUTENbHOr0 Konebanus AJl. '

4.5. BzaumopeiicrBue ¢ APYrHMH JIEKADCTBEHHBIMH MpeNapaTaMu H APyrue BHAbI
B3aHMOJeHCTBH

IlpousBoaHsle OEH30MA3ENKMHA, MPOTUBOCYJOPOXKHBIX H CENATHUBHO-TMITHOTHUECKHX
npenaparoB — IpPH OXHOBPEMEHHOM MPHMEHEHHH BO3MOXXHO YCHJIEHHE YIHETAIOIIETO
BO3ICHCTBUSA HA LIEHTPATBbHYIO HEPBHYIO CUCTEMY JIaHHBIX IIPENapaTos.

I'unoTeH3uBHBIE NpenapaThl — KOMOMHAIMS NpernapaTa AMHHAIOH C MIIOTEH3UBHBIMH
npenapaTaMy MOXET IIPUBECTH K YCHIIEHHIO 3()()eKTa THIIOTEH3UBHBIX [IPENaparTos.

BunnoueryH, HUMOIWIIHH, HHULEPrOJMH — IPH COBMECTHOM MpuéMe AMHHAIOHA C
JAHHBIMH TIpeTniapaTaMyi BO3MOXXHO Pa3BUTHE THIIOTOHMHU U YCYTYOJIeHHEe HapyIIEHUH MO3TOBOTO
KpOBOOOpAIEHHs B CBA3M C pa3BUTHEM TuIoNepdy3uu Mo3ra Ha (OHE THIIOTOHHH Y MOXKHIIBIX
JIHLL.

4.6. ®epTHIBLHOCTD, 0€PEMEHHOCTD M JIAKTALHUSA

BepemenHocTh

B nepuon GepemeHHOCTH 6€30MacHOCTb W 3()(EKTHBHOCTH PUMEHEHHUS Mpenapara He
YCTaHOBJIEHBIL.

He pexomenmyeTcs HasHaueHuWe Mpenapata AMHMHAlIOH B | TpumecTp GepeMeHHOCTH.
Ilpuém mpenapara Ha II u Il TpumecTpe GepeMEHHOCTH BO3MOXEH TOJBKO IOCIE OCMOTpA H
KOHCYJIbTAIMH JIeHallero Bpaya.

JlakTanus

B mepuox nakTamuu 06e30macHOCTE ¥ O()QEKTUBHOCTh NPUMEHEHMsS Mpenapara
AMUHAJIOH HE yCTaHOBJICHBL He peKkoMeHIyeTcs Ha3Ha4YeHHe MpernapaTa AMHHAIOH B IIEPHOL
JaKTalyuy.

DepTHIBHOCTD

JlaHHbIE O BIMAHUHU JIEKAPCTBEHHOTO Mpenapara Ha QepTHILHOCTE OTCYTCTBYIOT.

4.7. Bnusinue Ha CrocoGHOCTD YNPABJIATL TPAHCNOPTHBIMH CPeJCTBAMH U paboTaThb
¢ MeXaHH3MaMH

Ilpu mpuéme mnperapata AMHHAIOH HEOOXOOMMO COGMIONATH OCTOPOXKHOCTH IIPU
YIPaBJIEHHH aBTOTPAHCIOPTOM M 3aHATHM APYTUMH [OTE€HIMAIBHO ONACHBIMH BHIAMH
AESITEIBHOCTH, ~ TPEOYIOUIMMH — IOBBILIEHHON KOHLUEHTPAlMM BHUMAHUS W OBICTPOTHI
IICUXOMOTOPHBIX PEAKIIHH.

4.8. HexxenareabHble peakiuu

Bo3MOXHO pa3BuTHE ayIEprHU4YecKOd peakUuH, TOIIHOTBI, PBOTHI, AMCIENCHYECKHX
SBJICHUH, IIOBBINIEHHE TEMIIEPATYPhl TeNa, OIIYINEHHE >apa, OeCCOHHMIBI, TabHUIBLHOCTH
apTepHabHOTO JaBIEeHHS.

CoobuieHue 0 1o103peBaeMbIX HeXeNaTeIbHBIX PEAKLIUAX

BaxxHO co00IIaTe O MOJO3pEBAaEMBIX HEKENATENBHBIX DPEAKLHSIX IOCIE PErHCTPALUH
JIEKapCTBEHHOTO Ipenapara ¢ LeJblo 00eCIeYeHNs HEPEPIBHOTO MOHHTOPHHTA COOTHOMIEHHS
«TI0Nb3a-PHCK»  JIEKAPCTBEHHOTO mpernapaTta. MeIuUMHCKUM pabOTHHKAM —pEKOMEHIyeTcs




coobIarhk 0 JIIOOBIX MOA03PEBAEMBIX HEXENATEeIBHBIX PEaKIHUAX JIEKapCTBEHHOT dEfL %
Yyepe3 HAIMOHATBHYIO CUCTEMY COOOIIEHHUS O HEXKEaTeNbHBIX peaxuymx , ,
Pecny6nuxa benapycs I _‘ 14 B 20 1 /
Anpec: 220037, r. MuHck, nep. ToBapuineckui, 2a YT T A ( :
VII «LleHTp 9KCIEePTU3 U UCIIBITAHUN B 3PABOOXPAHEHMMN 111CTERCTROM 21PAL
Tenedon: +375 (17) 242-00-29 PECIIYBIIAKH BEJ
®axkc: +375 (17) 242-00-29
OnekTpoHHas nmoyra: repl@rceth.by
Caiit: https//www.rceth.by

ITpurxas Muny

4.9. Ilepeno3npoBka

AMUHAJIOH 0051a1aeT HU3KOHW TOKCUYHOCTEIO.

CUMOTOMBI

CHMITOMBl  WHTOKCHKAlIMM ~ BO3HHKAIOT JIMIIb IPA  OJHOMOMEHTHOM IpHEME
Ype3BbIYAHHO BBICOKHX 103 AMuHanoHa (6omee 10-20 r) M XapakTepusyrOTCS TOIIHOTOM,
PBOTOI, GOJIBIO B KeTy/IKe, TTOBBIIIEHHEM TEMIIEPATYPHI TeNla, TOJIOBHOM GOJIbI0, COHIMBOCTEIO 1
Opanukapaue.

JleueHue

Criennguyeckoro aHTHHOTAa HE CyIIECTBYeT. Mepsl IIOMOIIM BKIIOYAIOT OTMEHY
npernapara, MIPOMBIBAaHHE JKENTyJKa C aKTHBUPOBAHHBIM YTJIEM, Ha3HAueHHe 0OBOIAKMBAIOIIHX
NpenapaToB (AMOCMEKTUT, CIU3b Kpaxmaja), MHOUIEPKHBAIOLIYI0 M CHMITOMaTHYECKYIO
TEpaNKio, HAlIPaBJIEHHYIO HA YCTPAHEHUE BO3HUKIIUX HAPYILIEHHH.

5. DPAPMAKOJIOTUYECKHUE CBOVICTBA

5.1. ®apmakoagnHAMUYECKHE CBOIICTBA

®apmakoTepaneBTHYecKas TpyNNa: JPyrHe [CHXOCTHMYISATOPsl M HOOTPOIHBIE
npenaparsl.

Kon ATX: N0O6BX

MexaHu3M neicTBus

AMHHAIIOH OKa3plBa€T HOOTPONHOE M IPOTHBOCYIOPOXKHOE JEeHCTBHE. AKTHBALHS
['’AMKA-penentopos npuBOAMT K OTKPBITHIO XJIOPUIHBIX KaHAIOB, MOCTYIUIEHHIO XJIOPHI-
MOHOB B KJIETKYy H CHIDKCHHIO aKTHBHOCTH He#pona. AxrtuBaumus I'AMKB-peuentopos
CONMPOBOXKIAETCA  YyCHICHHEM METabOJIMYECKHX IIPOLECCOB B HEHpPOHE, IOBBILICHHEM
TPaHCIIOPTa IIIOKO3BI B KIIETKY, yBenuueHueMm duocunteza PHK u Genka B Helipone. AMuHanoH
HOpMamnu3yeT NMHAMHKY HEHPOMEIHATOPHBIX IIPOLECCOB B ILEHTPAILHOW HEPBHOH CHCTEME,
TIOBBIIIACT MPOAYKTHBHOCTD MBILUICHUS, YIIy4IIaeT IPOLECCH KOHCOMMIAINH TaMITHOTO ClIeia,
OTarompusTHO BIMAET HA BOCCTAHOBIEHHE MOTOPHBIX M  PEYEBBIX GyHKLIMt  moce
NIEPEHECEHHON  MINEMHYECKOW araku, oblajaeT yMEepeHHOH AHTHTHIIOKCHYECKOH |
TPOTHBOCYIOPOXKHOM aKTHBHOCTBIO, IOBBIIIAET IOPOT CYAOPOXKHOH TOTOBHOCTH, CHHIKAET
1acTOTy CYAOPOXHBIX IPHNALKOB, CYIIECTBEHHO HE BIMAA HA HX IPOAOIKMTEIBHOCT.
OGnazaeT yMepeHHOM TI'HIIOTEH3MBHOM AaKTHBHOCTBIO, CHIDKAET HCXOJHO TOBBIIIEHHOE
apTepHabHOE NaBJIEHHE, YMEHBIIACT IOJIOBOKPYXKeHHUE, OecconHuIly. He3HaunTenpHO CHIKAET
4aCTOTy CEPIEUHBIX COKPAICHUH. Y JIHLI, CTPAIalONINX CaXapHBIM IHMabeTOM, CHIKAET YPOBEHb
TJIMKEMHH HATOLIAK. Y 3M0POBEIX JIMIl MOXET OKa3bIBaTh IIPOTHBOMOJIOXHOE JEHCTBHE 32 CUET
CTUMYJIALMH [ITUKOTEHOJIH3A.

5.2. ®apmMaKOKHHETHYECKHE CBOICTBA

Abcopbuns — OBICTpas, AOCTATOYHO TONHAA. BpeMs NOCTH)KEHHS MAKCHMAIbHOI
KoHIEHTpaluu (Cray) B mnazme KpoBu — 60 MMH. 3aTeM KOHLIEHTPALUs OBICTPO CHHKAETCH W
yepes 24 4 B r1a3Me KPOBU HE OTpeIeNsieTCs.

5.3. laHHbIe JOKIHHHYECKOH 6e301macHOCTH



HccnenoBaHus OCTpOH TOKCHYHOCTH BBINOJIHSUICH HA MBIIIAX BICA penapar
BBOJIMJICS BHYTpHXKenynodHo B pno3ax oTr 1000 mo 40000 MF/KHE& CTaBHUJIa
20 640+£500 Mr, 9TO MO3BOJIAET OTHECTH [HAHHBIA mpemapat K VI Knaccy OTHOCHTEINBHO
0e3BpeIHBIX JIEKaPCTBEHHBIX BELIECTB. 011 E 201

IIpu uccrnenoBaHMM XPOHMYECKOH TOKCHYHOCTH B TEYEHHE 30 nHen Ha HCHI/IHCI/IHLIX
KpbIcax 00oero mosa ObUIO0 BBIABIEHO 3HauuTeNnbHOE (Ha 30 %) CHM)KEHME CTaTHKO-CHIIOBOMH
BBIHOCIIMBOCTH KpbIC, moiydaBmuX 1o 200 mr/kr u 2000 mr/kr (B S u 10 pa3 Gonblue
MaKCHMaJIbHOW TEPaneBTUYECKON O3Bl Ul YEJOBEKA), CHUKEHHUE PEKTATBHOM TeMIeparypsl U
JaBJICHUS.

Ilpy  HEKpONCHM W  TWCTOJIOTHYECKOM  HCCIENOBAHHM HE ObUIO  BBISBIIEHO
MOP(OIOTHYECKUX U3MEHEHMIA. L

6. PAPMAIIEBTUYECKHE CBOMCTBA - AEPRVELSS S
6.1. Ilepeyenb BcoMoraTeIbHbBIX BEIIECTB " Pecnyb

— Caxapo3sa

— [ToBunon

— Marnus creapar

— [InenkoobpasoBarens (B T.4. COMPT MOJUBHHUIIOBBINA, YAaCTHYHO T'HAPOTH30BAHHBIH,

TajibK, Makporon 3350 (MONUATUIICHINIUKONB), OKPAIIMBAIOIIMNA NUTMEHT: THTAaHA THOKCHII
E171)

6.2. HecoBmecTHMOCTH
He npumenumo.

6.3. Cpok roqHocTH (CPOK XpaHeHHs )
2 ropa.

6.4. Oco0Ob1e MepbI NPEJOCTOPOXKHOCTH IIPH XPAHEHHH
XpaHuTh B OpHUTHHANIBHOH YNaKoBKe (KOHTYpHAs sdeikoBas YNAKOBKA B Mayke
KapTOHHOM) [UISl 3aIMTHI OT CBETA M BJIATH NIPU TeMIepaType He Beie 25 °C.

6.5. XapakTep u cofeprkaHHe NEPBUYHON YNIAKOBKH

10 TabieTox B KOHTYypHOH f4eHKOBOM YNMAaKkOBKEe W3 IUIEHKH MOTHBUHHIXJIOPHIHOH K
(G OJIbrH ATFOMHHHUEBOIA.

5 unn 10 KOHTYpHBIX SYEHKOBBIX YIaKOBOK BMECTE C JIMCTKOM-BKJIAIBIIIEM TIOMEILAIOT B
[ayky U3 KapToHa.

6.6. Oco0ble Mepbl NPEIOCTOPOKHOCTH NPH YHHYTOKEHHH HCIOIb30BAHHOIO
JEKapCTBEHHOI0  mpenapaTa HJIH  OTXOXO0B, TOJYYeHHBIX IO0CI€ NpPHMEeHEeHHs
JIEKAPCTBEHHOT0 NpenapaTa, H Apyrue MaHUIYJISIUHH ¢ NPenapaTom

HeT oco6rIx TpeGoBaHuUH K YTHIH3ALIMH.

Becb ocraBuwimiics €KapCTBEHHBIH IpenapaT W OTXOABI CIEAYEeT YHHYTOXUTH B
YCTaHOBJIEHHOM TIOPSIIKE.

6.7. Yc0BHS OTIyCKA U3 aNITEK
[To peuenry.

7. AEPKATEJIb PETUCTPAIIMOHHOT O YAOCTOBEPEHMUSI

Pecny6muxa Benapyce

OTKpbITOE aKIMOHEPHOE 00IIECTBO «BOPHCOBCKMI 3aBO/I MEAMITMHCKUX TIPEIAPATOB»
222518, MuHnckas obnacts, T. boprcos, yi. Yanaesa, 64

Ten/axc: +375 (177) 735612, 744280

E-mail: market@borimed.com



HO PbB
HpeTeH3I/IH HOTpe6HTeHei"I HanpapJIATE B anpec ACpXKaTeyii PETUCTPALIMOHHOIO
N 4 4 | 1 7
YAOCTOBEPECHUS. ! l “ ‘;{‘ E - 20 i y

8. HOMEP PETMICTPALIMOHHOT'O YIOCTOBEPEHUSL *

9. TATA MIEPBUYHOM PETUCTPALIUM (IIOATBEPIKAEHUST PEFUCTPALIAN,
INEPEPEI'MCTPAIIUN)

Jlata nepsuuHoit peructpaunu: 04 uromns 1995 r.

JlaTa mocneqHero NOATBEPXKAEHUS peructpauun (nepeperucrpanuu): 30 oktsops 2017 r.

10. TATA IEPECMOTPA TEKCTA

OOwas XapakTepuCTHKa JIEKAPCTBEHHOTO Mpemapara AMMHAIOH JOCTYIIHA Ha
obULMANBEHOM  CafiTe  YMOJHOMOYEHHOTO OpraHa roCyhapcTBa B HH(OPMAIHOHHO-
KOMMYHMKallHoHHOH ceTH «MHTepHeT» www.rceth.by .



