HLO PE
OBILIASI XAPAKTEPUCTHUKA JIEKAPCTBEHHOT O IIPEITAPATA

1331 -2018
1. HAHUMEHOBAHUE JJEKAPCTBEHHOI'O IIPEITAPATA §
TMrodanak®, cupon 667 Mr/mi [ B0 |
A e Hry ]
2. KAYECTBEHHBI U KOJMYECTBEHHBIN COCTAB
Jlaktyno3a (Lactulose).
Cupon JTrodanak® cogepxut 667 Mr JTakTyno3sl B 1 MIL.
OnuH naketuk (CTHK) 00semMoM 15 M conepxut 10 r 1aKTy1036L.
[loanwiit cnucoxk 6CNOMOSamMenbHbIX geuyecmes cum. 6 NYHKme 6.1. HAcmoseco
NPUTOIHCEHUSL.
Cupon  lrodpanak®  cOAEp)KUT  OCTATOUYHBIE  BEIIECTBA B pe3ysibrare

IIPOU3BOCTBEHHOIO TIPOLECCA, C U3BECTHBIM (D (MEKTOM, CM. IMyHKT 4.4.

3. JIEKAPCTBEHHAS ®OPMA
Cupor.
[Mpo3pauHass Bs3Kas JKUAKOCTH OT OECHBETHOrO JIO CBETJIO-XKEITOTO ¢

KOpPHYHEBATBIM OTTCHKOM IIBE€TA.

4. K/IWHUYECKHUE JAHHBIE
4.1. Tloka3zaHusi K NPUMEHEHHIO
e 3amop: AN peryaupoBaHus HU3HOIOTMYECKOr0 PUTMA TOJICTOM KHILIKH.

L4 I[J'IS{ pasMArdy€Hus CTyjia B MCOAULUHCKUX LCJIAX (F@MOppOﬁ, COCTOSIHUA

OCJIe OTepaIiK Ha TOJCTOM KUIIKE U B 00J1aCTH aHAIBHOTO OTBEPCTHS).
o [leueHouHas FHLEhATONATHS: ISl JICYSHUS U MPOPHIAKTUKU [IEYEHOUHOH

KOMBI WJIH ITIPEKOMBEI.
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4.2. PexuM J03MPOBaHUS H CNIOCO0 NPUMEHEHUS
Pestcum oo3uposarnun
PacTBOp /aKTyJO3bI MOXHO @pPUHMMAarh Kak B pa3BEACHHOM, TaKk H B
Hepa3BeaeHHOM Buzie. Heo6xoaumo cpasy mporjaoTUTh NPHHATYIO OAHOKPATHY O
103y, HE 3aepKUBas BO PTY.
Bce 103upoBKH AODKHBI TOAOMPATHCS MHAUBUIYAJIBHO.
B ciay4yae Ha3HayeHUs OIHOKPATHOM CYyTOYHOH O3Bl €€ Bcerja Clexyer
MPUHUMATh B OJTHO U TO K€ BpEMSI, HAIIPUMED, BO BPEMs 3aBTpaKa.
Bo Bpemsi JjeueHus CIAOUTENBHBIMU CPEICTBAMH PEKOMEHOYETCS MUTh
J0CTATOUHOE KOJUUECTBO JKUAKOCTH B TeueHue AHs (0T 1,5 10 2 AUTPOB B JICHb,
4TO COOTBETCTBYET 6-8 CTakaHam).
JIns npreMa JaKTyJa03bl BO (DJIAKOHAX MOKHO HCIOJb30BaTh [PUIIAraeMbIi
MEPHBIN CTaKaHYUK.
JIiist mpueMa CHpOoIIa JIAKTYJI03bI B OJJHOJ030BBIX MaKETHKAX (CTUKAX) 00BEMOM
15 mn HeoOXOAMMO OTOpBaTh YrOJOK IMAKETHKa (CTUKA) U Cpa3y IPUHATH

COLACPIKHMOCE.

J103MpoBKa MpH 3aM0pE WM JJISI pa3MSArY€HMs CTYJIa B MEIUIIMHCKUX [EJISX

JIakTyno3y MOXHO NpPUHUMATh B BUJE OJHOKPAaTHOM CYTOYHOM J03blI HIIH
pa3IeNuTh Ha [Ba MpHEMa; Ul NpPUEMa JIaKTyJI03bl BO (UIAKOHAX MOXKHO
MCII0JIb30BaTh MEPHBIA CTaKaHYUK.

B 3aBucuMoOCTHM OT peakuud Ha JIeUEHHE HayaJbHass [03a MOXET OBITh
CKOPPEKTUPOBAaHA Yepe3 HECKOJIbKO AHEH 10 ypOBHS MOAAEP KUBAIOLIEH TO3BL
MoxeT notpeboBaThCsi HECKOJIBKO AHEH JiedeHus (2-3), mpexae 4eM MpOsiBUTCS

neueOHbIN 3 DeKT.
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Cupon naxmyno3swl 60 naKoHax a;ﬂu naxemukds (emiukax) ¢ 00HoOKpamuoii 0030

15 mn:
Bospacrt HauvanbHas cyTo4HasA IMoaaep:kuBaroLas CyToOYHasA
ao3a no3a

Bspocneie u | 15-45 wan  (10-30  r | 15-30 ma (10-20 r nakTysno3sr),

MNOJPOCTKH JIAKTYJIO03bI), 4TO | YTO COOTBETCTBYET 1-2
COOTBETCTBYET 1-3 | makeTukam (CTUKaM)
nakeTHkam (CTUKaMm)

Hetu 15 v (10 r paktynossl), | 10-15 mu (7-10 r makTtyinossi),

(7-14 ner) 4TO  COOTBETCTBYET | | 4TO COOTBETCTBYET | MakeTHKY
MAKETUKY (CTUKY) (cTuky )™

Hetu 5-10 mut (3-7 r naktyno3el) | 5-10 mut (3-7 r 1aKTyJ103bl)

(1-6 neT)

MnaneHupl 10 5 mut (10 3 r IaKTyJ103b1) | 10 S MJI (10 3 T JIaKTYJIO3bI)

1o 1 romga

* Ecnu noanepuBarolas 103a MeHbIe 15 mil, clieyeT UCIob30BaTh CUPOII

JIaKTYJI03bI BO (hjIaKOHAX.

Hcnone3yiite cupon JakTyn03bl BO (akoHaxX Ui TOYHOM JO3UPOBKHU IS

MJIQJICHIIEB U JETEH 10 7 JIET.

J103UpOBKA IIPH EYEHOYHOMU IHIIEDATONATUH (TOJIBKO JUIS B3POCIIBIX)

[lepopanvhoe ésedenue:

Havanenas no3a: 3 pasza B aess ot 30 no 50 mut;

HOIII[Cp)KI/IBaIOIHaH J03a: HCO6XOI[HMO HOII61/IpaTb WHAABUAYAJIBHO Tak, 4TOOBI

MSTKUH CTyJ1 ObLT HE Yarile 2-3 pa3 B JIEHb.

JXKenarensHo, yro0s! pH cTyna cocrasnsn 5,0-5,5.
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PexmanvHoe 66ederue: 139 1 2018
B octpeix ciyyasx (MpexoMa MM KOMa) Jropanak® MOKHO BBOAUTH B BUJIE
yaepxuBaromei knu3msl (300 mi Trodanak®/700 M BoABI) 10 TEX MOP, [TOKA HE

CTaHET BO3MOXXHBIM IIEPOPATIBHOC BBECACHHUC.

JleTH ¢ MeYyeHOYHO! dHIledhalonaTuen

BesonacHoCTh U 2p()EKTUBHOCTH PUMEHEHHUS y eTel (10 18 JIeT) ¢ meYeHOuHOH
3HIE(ATONAaTHEH HE YCTaHOBIIEHA B CBSI3U C OTCYTCTBHEM JIaHHBIX.

Ocoobvie 2pynnsl nayuenmos

Hpu.weue/—lue VY ROJUCUTLIX NAYUEHINOB UL NAYUEHMOEB C noOYeyHoll ULl neyeHouHoll
HeQOCMAIMOYHOCMBIO.

Her cneuuanbHbIX pEeKOMEHJIALMI MO [JO3UPOBAHHMIO, TAK KaK CHUCTEMHOE

BO3/ICHCTBHUE JIAKTYJIO3bI HE3HAYUTCIIBHO.

4.3 IIporuBonokazaHusi
— TloBbllIeHHAS 4yBCTBUTEILHOCTD K AKTUBHOMY BELLECTBY WJIM JTIOOOMY U3
BCIIOMOTaTeJIbHBIX BEIIECTB, MIEPEUYUCIICHHBIX B MyHKTE 6.1.
— Tanakro3zemus.
— HenpoxoauMocCTh KeTy JOYHO-KUIIIEYHOTO TPaKTa, nephoparus Ui pUCK
nepdopaiuy  KelyJI0YHO-KUIIEYHOrO0 TpakTa (HampuMmep, OCTpOe
BOCIAJIUTEIbHOE 3a00JI€BaHNE KHMIIEYHUKA, TAaKOE KaK S3BEHHBIN KOJIUT,

oone3nb KpoHna).

4.4 OcoOble ykazaHusi 4 Mepbl NPeA0CTOPOKHOCTH NMPH NPUMEHEHUH

Jlo HavaJia IeueHus CAeAyeT OLIEHUTh 00JIE3HEHHBIE a0 JOMUHAIbHBIE CUMITTOMBI
HEYCTAHOBJICHHON [PUYMHBI, UTOOBI HCKIIIOUUTH HEIUArHOCTUPOBAHHYIO
nephoparuio WJIH OOCTPYKIUIO 120071 HEIMarHOCTUPOBAHHOE
3a00J1eBaHIE/COCTOSTHUE, KOTOPOE Mpeipacnoaraet K JJII000My U3 HHX.

B ciydae HemOCTAaTOYHOrO TEpaneBTUUECKOro 3 (heKTa Yepe3 HECKOJIBKO AHEH

CIIEMyeT MEPeCMOTPETh O03y W/WIM JOMOJHUTENIbHBIE Mepbl. JlIMTENbHOE
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IPUMEHEHHE HECKOPPEKTUPOBAaHHBIX 03 M HENPABUJIbHOE HCIIOJIb30BaHUE
MOJKET MPHUBECTH K AHApee U HAPYIIECHHIO BHCKTPOJIHTHOI;O Oanmanca. Cnemyer
TaK)K€ y4YMTHIBATH, YTO BO BpEMs JIEUEHHS MOXKET HapyIIaTbCa pediexc
nedexaruu.

JIakTyno3y  cieayeT € OCTOPOXXHOCTRKO — HasHayaTh  MalUCHTaM ¢
HEINEPEHOCUMOCTBIO JIAKTO3bI (CM. ITyHKT 6.1).

Jlo3a, 0OBIYHO [IPUMEHSEMas TP JICYSHUH 3a1opa, He TPeOyeT KOPPEKIMHU JUis
MalUEeHTOB, CTPANAOIIUX caxapHbiM auaberoM. Ilpm seyeHun neYeHOUHOU
sHedaTonati OOBIYHO HAa3HA4YalOT Oosiee BHICOKME 03Bl MpeEnapara, 4To

JOJIZKHO YYHUTBIBATBCA B OTHOLUCHHWH MMALIMCHTOB € CaXapHbIM }1H36€TOM.

[/IH(bODMaLlI/IH 00 OCTATOYHBIX BEIIECTBAX B PE3VYJLTATE [MPOU3BOACTBEHHOI'O

npouecca ¢ M3BECTHBIM s dexToM:

DTOT MPOAYKT COAEPXKHUT JAKTO3y, rajlakTo3y M (QpYyKTO3y, MOJIyYeHHBIC B
npouecce mpousBoacTsa. [lo3ToMy mamMeHTaM € PENKOW HACIEICTBEHHOM
HEMEPEHOCHMOCTBIO IaaKTO3bl HIH (PPYKTO3bI, OOLIUM Ae(PULINTOM JIAKTA3bI UK
ManbaOcopOIell TTIOKO3BI-TalaKTO3bl  HE  CIIEAYET INPUHUMATL JaHHBIM
JIEKaApCTBEHHBIN Ipernapar.

JlaHHOE JIEKAPCTBEHHOE CPEICTBO MOXET COAEPIKATh CYJIb(QHUTHI, YTO CBS3aHO C
MpOLIECCOM IIPOU3BOCTBA.

CynpGUTBl B pEOKUX ClydyasX MOIYT BbI3bIBATh TSDKEJBIC PEaKIHU

TUIICPYYBCTBUTEIIBHOCTH, BKIIKOYaAsd 6pOHXOCH33M.

[TaupenTamM ¢ racTpoKapAHaIbHBIM CHHAPOMOM (cunapoMoM Pemxenbna)
clielyeT MPUMEHSATH JIAKTYJI03y TOJIBKO IOCJI€ KOHCYIbTalUMH ¢ BpadoM. Eciu
MocJie MpUeMa JIAKTYJIO3bl y 9TUX IAllMEHTOB BO3HUKAIOT TAKHE CUMIITOMEI, KaK
METEOPHU3M HUJIU OTEK, CJIEAYET YMEHBIIUTH J03HPOBKY HITU MPEKPATUTH JICUYCHHE.
[TocTOsIHHBINA TIPHEM HECKOPPEKTUPOBAHHBIX J03 U 3JIOYNOTPEOJIEHUE MOXKET

PUBECTH K AUapee U HapyLIEHHIO BOAHO-2JIEKTPOJUTHOrO Oaanca.
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le/l BBCICHUU B BUC YACPIKHUBAOIIICH KIJIIN3MBI, Hn3-3a CHJIBHOTO
OYUCTUTCIIBHOT'O 3(1)(1)CKTa, BO3MOXKXHO HEACPXKAHUC Kalia, a TAKXKC
BO3HUKHOBCHHUEC [I€PHAHATIBHOI'O pasapaxCHUs. HCOGXO,I[I/IMO BHUMATECJIBHO

OTCJICX)KMBATh COCTOSIHHE BOCIIOJIHCHHUS MMOTEPH XUAKOCTHU MAITUCHTA.

ITeouampuueckas nonynsayus

Ilpu neueHUHd JAeTeH, CIAaOUTENbHBIE CPEACTBA JOJDKHBI INPUMEHATHCS B
UCKJIIOYMTEIBHBIX CAy4asx H Moj HaOmoneHueM Bpada. CrenyeTr coOnroaarhb
OCTOPOYKHOCTH TMPH HA3HAUEHHUH JIAKTYJIO3bl MIIAZICHIAM U MAJEHBKMM JIETAM C
PENKOM Ay TOCOMHO-PELIECCHBHOM HEMEPEHOCUMOCTBIO (DPYKTO3bI.

CreslyeT y4dHTbIBaTh, YTO BO BpEMs JICUECHHUS MOKET HApyLIUTHCS peduieKc

OMOPOKHCHHUSA KULICYHHKA.

4.5 B3aumojgeiicTBHe ¢ JAPYrUMH JIeKAPCTBEHHBIMH MpenapaTtaMd H
apyrue ¢popMbl B3aUMOAEHCTBUA

HceneqoBanust Mo B3aUMOICHCTBHIO C IPYTUMH JIEKAPCTBEHHBIMU MTpenapaTaMu
HE MPOBOIUIIUCE.

JlakTysno3a MOJXET YBEIMYMBATh I[IOTEPIO KajiMs, BBI3BAHHYIO IPYyIMMH
JIEKapCTBaMHU (Hanpumep, TUA3UJAMH, KOPTUKOCTEPOUIAMHU 1
amporepuunHoMm B). OIHOBpEMEHHBI MPHEM JIAKTYJIO3bl U CEPAEYHBIX

ITUKO3HU10B MOXKET YCUIIUTDH JICMCTBUE NIMKO3UI0B U3-3a ,Z[e(bI/ILII/ITa KaJIus.

4.6 @epTHIBLHOCTb, OEPEMEHHOCTD H JIAKTALMSA

bepemennocme

[Tpu mpreMe BO BpeMsi OEpPEMEHHOCTH HE MPEAINOJAraeTCs BIMSHHUS JaHHOTO
npernapara Ha 10/, Tak Kak CHCTEMHOE BO3JIEHCTBUE JIAKTYJI03bl HE3HAYHUTEIIBHO.

[TpenapaT MOXET NPUMEHSATHCS BO BpeMsl OEPEMEHHOCTH (CM. II. 5.3).
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He mpenmonaraercs BIMAHMSA [perapaTa Ha HOBOPOX/CHHOTO/TPYIHOIO
pebeHKa, HAXOISAIIErocss Ha TPyJHOM BCKapMIIMBaHWH, TaK KaK CHCTCMHOC
BO3/IEMCTBHUE JAKTYJIO3bI HA KOPMSALLYO J)KEHIIHHY HE3HAYUTEIBHO.

[IpemapaT MOXeT NPUMEHSTHCS B [IEPHOJ] IPYIHOTO BCKapMIIMBaHHUs (CM. 1. 5.3).
DepmuibHOCMb

He npenmonaraercs BIUSHHS HA PEIPOAYKTHBHYIO (QyHKIIHIO, TaK KK CHCTEMHOE

BO3/ICHCTBUE JIAKTYJI03bI HE3HAYUTCIIBHO.

4.7 Bausinne Ha CMOCOOHOCTH YNMPABJAATH TPAHCNOPTHLIMHU CPEeICTBAMH U
padoTaTh ¢ MeXaHHU3MAMH
[Tpumenenue npenapata Jrodanak® He BIKMAET MM OKa3bIBAET HE3HAYUTEIBHOE

BJIMSIHHE HA CIIOCOOHOCTH K YIIpaBJICHUIO aBTOMOOHJIEM U MEXaHHU3MaMH.

4.8 HexenatejbHble peakUHu

Kpamkoe onucanue npogpuaa desonacnocmu

B mepBble IHM TpHEMa JaKTYJ03bl BO3MOXKHO MOSIBICHUE MeTeopu3Mma. Kak
MpPaBUIIO, OH UCYE3AET YePe3 HECKOJIBKO JHEH.

boin B obOnactd KuBOTa W [uapes MOTYT pa3BUTbCS [IPH  JO3MPOBKE,
NPEBBILIAIOLIEH MpeANUCaHHY10. B 3TOM cilydae 103UpOBKY ClI€lyE€T YMEHBLINTE.
Eciu BbiCOKME /103UPOBKM (KaK MPaBWJIO TOJBKO TMpPH IE€YEHOUHOU
3HLEe(aNonaTuy/renartaprui) NpUMEHSIOTCS B TEUECHHE [UIMTEIbHOIO BPEMEHH,

BO3MOXHO pPa3sBUTUEC HAPYUICHUA SJICKTPOJIUTHOI'O OajaHca BCIIEICTBUE Auapeu.

Tabauna noOOYHBIX pPeAKIIUHI

Cnenyrouye no6o4Hble peakuu HAOMIOANUCh ¢ YKa3aHHOW HUXKE YaCTOTOH y
MaLUEHTOB, MOJYYaBIIUX JAKTYJO03y: oueHb 4acto (= 1/10); wacto (= 1/100,
<1/10); neuacto (= 1/1000, <1/100); peaxo (ot = 1/10,000 no <1/1000); oyeHs
penko <1/10,000); yacToTa Heu3BeCTHA (Ha OCHOBAHUM UMEIOLIMXCS JAaHHBIX

OLICHUTH HEBO3MOXKHO).
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CucremHo- Kareropusi 4acTOTbI
OPraHHbIH OueHb Yacto | Heuacro | Penko | HeunsBecTHO
KJace 4acTo

(MedDRA)
Co CTOPOHBI ['unep4yBCTBH
MMMYHHOM TEJIbHOCTH
CUCTEMBI
Co ctoponsl |/luapess | Merteopu
JKeJIy JOUYHO- 3M, 60hn
KULIEYHOIO B KU BOTE,
TaKTa TOILIHOTA,

pBOTa
Co CTOPOHBI Colrb,
KOXH 51 KOXHBIM  3Y[,
[MOKO¥KHBIX KparnuBHULA,
TKaHEN spuTeMa
Biusuue Ha Hapyue
pe3yJIbTaThI HUE
1a00paTOPHBIX 3JEKTPO
U JIUTHOTO
MHCTPYMEHTAJIb Oananca
HBIX BCJIEJICT
UCCJIEIOBAHUN BUE
auapeu

[ lenuaTpuyeckas nomyJIsSIus

[lpy npumeHeHuu mpermapara y AeTedl OXUTAETCSd CXOXKUH MPOQHIb

0€30MacHOCTH 1O CpPaBHCHHIO C TAKOBBIM Y B3POCJIbIX.
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Coobwenusn o HexHceNamebHblX PeaKyuax
Baoicno coobwams 0 No003pesaemMbvix HeJNCeNamenbHblX  peakyusx - nocie
pezucmpayuu 1eKapcmeeHHo20 npenapama ¢ yenbio obecneyeHus HenpepoleHo20
MOHUMOPUH2A COOMHOUWEHUS «NOb3a — PUCK» NEKApCMEEeHHO20 npenapama.
Meouyunckum — pabomuukam — pekomenoyemcs — coobwams 0 1H00bIX
N0003pesaemblX HeNHCelamelbHbIX PeaKyusax 1eKapCmeenHo20 npenapama vepes
HAYUOHAIbHBIE CUCHEMbL COOOUCHUS O HEXHCENAMENbHBIX PeaKyuax 20cy0apcme

— Yj1eHo8 Eepa3uﬂcz<020 3KOHOMUYECKO20 COor3d.

Pecnybnuxa Benapyco

Aopec: 220037, copoo Munck, nep. Tosapuweckuii 2a,

Pecnybnuxkanckoe  Yuumapnoe [lpeonpusmue «Llenmp  Oxcnepmus  u
UCNLIMAHULL 8 30PABOOXPAHEHUU»

Caiim 6 uH@opmayuoHHO-meneKOMMYHUKayuonHou cemu «Humeprem»:

www.rceth.by

Pecnyonuxka Apmenus

Aodpec: 0001, EpeeaH, np. Komumaca 49/4

«Hayunwii Llenmp Oxcnepmusvl Jlekapcme u MeOUyuHCKUX MexXHONO02UL UM.
Axaoemuka 3. I'abpuenana» AO3T,

Tenegon: (+374 60) 83-00-73, (+374 10) 23-08-96, (+374 10) 23-16-82 + 10
50;

l'opsuas nunus: (+374 10) 20-05-05, (+374 96) 22-05-05

e-mail: vigilance @pharm.am

www.pharm.am

4.9 Ilepeao3npoBka
[Ipu npueme BHYTpb B Upe3MEpPHO BBICOKMX J103aX BO3MOXHO BO3HHMKHOBEHME

CIIEAYIOLIUX CUMNMOMO8: Tuapesi U 00U B )KUBOTE.
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Jleuenue: npekpaiieHue npyueMa npenapara wiv yMeHblenue 10361, Koppexius

3JICKTPOJIUTHOT'O III/IC6aJ'IaHC3 B Ciry4dac OoNBIION IMOTCPH XUIAKOCTH BCICACTBUC

Auapeu Ui pBOTHI.

5. ®APMAKOJIOTHMYECKHE CBOMCTBA.

5.1. ®apmakoaMHAMHYeCKHe CBOHCTBA

dapmakoTepaneBTHYeCcKas rpynmna:

Cnabutensuele  cpeactBa. OCMOTHYECKH  JEHCTBYIOLIME  CJIAOMTEJIBHBIE
cpeacrBa. ATX-kox: AO6ADI1.

[Tog eiicTBHEM  KHIIEYHOM  (uiopel B TOJNCTOM  KHILKE, JIAKTYJI03a
TpaHC(hOPMHUPYETCS B HU3KOMOJIEKYJIIPHBIE OPraHUYECKUE KUCIOThI. KuCa0ThI
CIOCOOCTBYIOT CHiDKeHHI0 pH B mpocBeTe TOJICTOM KHMIUKKM M YBEIMYEHHIO
00BbEMa KHUIIIEYHOTO COAEP)KUMOTO MOCPENCTBOM OCMOTHUYECKOTO IEHCTBHS. JTO
CTHMYJIHPYET MEPUCTANBTUKY TOJCTON KHUILUKM M HOPMAJIUM3YET KOHCHCTEHIIHMIO
KaJOBBIX MAacC, 4YTO CITOCOOCTBYET YCTPAaHEHMIO 3alopa U BOCCTAHOBJIEHHIO
(pU3HOJOrMUECKOr0 PUTMA TOJCTON KHULIKH.

ITpu neueHouHOM 3HUEDamonaTuy (I113) nakTy03a BEI3BIBAET CHIIKEHHE YPOBHS
aMMmMaka B KpoBH. V3-3a Gosiee BBICOKOM JO3MPOBKH, UCIIOJIB3yEMOM IIPU ITOM
MOKa3aHMM, B TOJICTOM Kullke cHWkaercs pH. DOT1o momasnseT poct
MPOTEOJUTUIECCKUX OAKTEPHiA, YTO IPHUBOAUT K CHHIKEHHUIO BHIPAOOTKM aMMHUaKa
M Apyrux TOKcHHOB. Kpome Toro, mpu takoMm Oonee Hu3koM pH BbICOKMA
MPOLICHT aMMHUAKa MPEBPAILAETCS B MOHU3MPOBAHHBIN aMMHaK, KOTOPBINA TPYIHO
MPOHMKAET 4Yepe3 CTEHKY TOJCTOW KHUIUKKM. OJTO CHHXKAET BO3MOXKHOCTD
BcachlBaHMsl ammuaka. M3-3a moHmwkeHHoro pH ammuak auddynaupyer wus
KPOBH B MPOCBET TOJICTOM KHIUKH. O(GEKT TakkKe YCHIMBAETCA 3a CYET
yBEJMYCHUs] BPEMEHHU IPOXOXKICHUS 4Yepe3 TOJCTYyH KuIuKy. M3-3a storo
MU3MEHEHHOro OajaHca aMMHaKa MOBBIIIAETCS TOJEPAHTHOCTh K Oesky. B 3Tom
KOHTEKCTE BaXXHO MOHUMAaTh, YTO TOJBKO T'MIEPAMMOHMEMHEN HE MOTYT
OOBSACHATBCS ~ BCE€  TCUXOHEBPOJOTMYECKHE  CHUMITOMBI  [I€YEHOYHOU

SHIEhATONATUH.
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JlakTynosa, kKak mpeOUOTHYECKOE BELIECTBO, yCHIMBAET POCT OubHaob6akTepuii
U MOJIOYHOKHCIIBIX OakTepuil, B TO BPEMS KakK pOCT yénomo MaTOr€HHBIX
K.]'[OCTpI/IIlIfIﬁ u KHIHC‘IHOﬂ NAJIOYKHU MOXET IMOAABJIATECA. 3TOMy MOXET
HOCHOCO6CTBOB&TB JICKapCTBO OT 3anopa U, TaKuM o6pa30M, OKa3aThb

Onar OTBOPHOE€ BJIMSAHUC HA 310POBBHC MMALIUCHTA.

5.2. ®apmakoKHHeTHYeCKHE CBOICTBA

JlakTyno3a roxo abcopOupyeTcs nocie npuemMa BHYTPb M JOCTUIAeT TOJICTOM
KUIIKA B HEM3MEHEHHOM BHJE, Ile MeTabONU3UpyeTCs KULIEYHON (IIOpOH.
[TonnocThi0 MeTabomm3upyeTcst npu go3ax 25-50 r wiu 40-75 mu; npu OoJiee

BBICOKOM JA03UPOBKE MOKET BBIBOAUTHCA B HCH3MCHCHHOM BH/IC.

5.3. lanHbIe JOKJIHHUYECKOH 0e30IaCHOCTH

JIOKIMHUYECKHE JIaHHBIE, OCHOBAaHHBIE HA HCCIIEJOBAHUAX TOKCHYHOCTH
OZIHOKpATHBIX W MHOTOKPAaTHBIX /103, HE YKa3bIBAIOT Ha OCOOBIE PHUCKH IS
yesoBeka. JIoJIrOCpOUHOE MCCIIEI0BAaHUE HA JKHBOTHBIX HE yKa3bIBA€T HA PHCK
MOSIBJIEHHS OIyX0JieBOro reHa. JlakTyyno3a He OKasplBajla TEPATOr€HHOIO
NEUCTBUS HA MBIIIEH, KpbIC U KpOJUKOB. CHCTEMHas TOKCHUYHOCTH I1OCIIE
MepopajbHOro MpHeMa He OXKHIaeTcs u3-3a  (PapMaKOJIOIMYECKHX H

(hapMaKOKHHETHIECKUX CBOMCTB JIAKTYJIO3BI.

6. ©GAPMAIEBTUYECKUE JAHHBIE
6.1. IlepeuyeHb BCIOMOraTe/lbHbIX BElIECTB
Bcnomoeamenvhoie gewjecmea:

Bopna ouuineHHas.

6.2. HecoBMecTHMOCTH

He nprumenumo.
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H,D, PB
6.3 Cpok roaHocTtHu (CpoK Xpi%ﬂﬁﬂllﬁ) )
15917 -20h8

3 rona.

Dra 1ata TaKKe OTHOCUTCS K (DIIAKOHAM I10CIIe BCKPBITHS YNIAaKOBKH ((pIakoHa).

6.4 Oco0Obie Mepbl NPEAOCTOPOIKHOCTH NMPH XPAHEHUH

XpaHuTh Tpu Temneparype He Boime 25°C.

Xapakrep M coAepxKaHUe YIAKOBKH

[To 200 mut, 500 mut mimu 1000 mut Bo prrakoH M3 MOIUITUIIEHA BBICOKOM MIIOTHOCTH
0eJIoro 1BeTa ¢ HABUHYMBAIOLIEHCS KPBILIKOW M3 MOJUIPOIUIIEHA C KOHTPOJIEM
mepBoro  BCKpbITHS.  [loBepX  KpbILIKM — HajgeBaeTCsa  KOJMAYoK (M3
[MOJIMMIPOMKIIEHA), CJYKALIMKA MEpHbIM cTakaHuMkoM. Ha (uakoH HakienBarT
JTUKETKY C MHCTPYKLHEH 110 IPUMEHEHHUIO.

[To 15 mn B 0gHOpa30BbIX MAKETUKAX (CTUKAX) U3 MHOTOCIOMHOIO Marepuasa
[IOT/AmoMmuauid/I[IST/TID. Tlo 10 makeTHKOB (CTUKOB) BMECTE C MHCTPYKLUEN
10 NPUMEHEHHUIO B MAYKY KaPTOHHYO.

He Bce pa3mepsl yrlakoBKH MOTYT OBITH B IIPOJIAXeE.

6.5. Oco0bie Mepbl NpeaoCTOPOKHOCTH npu YHUYTOKEHHH
MCII0/1b30BAHHOIO JIeKAPCTBEHHOr0 Mpenapara WJjH 0TX0I0B, MOJYy4YeHHbIX
nocJje NpUMeHeHHus JIeKaPCTBEHHOI 0 Npenapara Wiu padoTbl ¢ HUM

OcoObie TpeOOBaHUS OTCYTCTBYIOT.

YcaoBus ornycka

bes peuenra Bpaua.

7.  JEPKATEJb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS
2660TT Xenckea [Ipogakre b.B.

C.J. Ban XoyTteHnaan 36,

HJT-1381 CII Beecr,
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7.1. TlpeacTraBuTe b Aep:KaTe/isi perHCTPAlHOHHOI0 Y10CTOBEPEHH

Ha meppumopuu Pecny6nuxu Benapycw, Pecnyonuxku Apmenusi:
ITpencrasurensctBo  OOO «Abbott Laboratories GmbH»  (IlIBeiinapckas
Kondenepauus), Pecnyonuka Bemapycs, 220073 Munck, 1-b1ii 3aropoHblii
ep., A. 20, opuc 1503.

ten.: +375172022361, +38044 498 6080 (KpyrioCyTOYHO; CIELYUTE
yKa3aHUSIM B KOHIIE F'OJIOCOBOTO COOOIIEHHUS)

e-mail: pv.belarus @abbott.com.

8.  HOMEP PETUCTPALHUOHHOI'O YJOCTOBEPEHUA
1116/95/03/08/09/10/11/13/16/18

9. JATA MNEPBUYHOH PEIrMCTPALIMM (IIOATBEPKIEHMSI
PETUCTPAIIUU, IIEPEPET'MCTPALIUN):
06.07.2018

10. JATA NEPECMOTPA TEKCTA:
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