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OBHIASA XAPAKTEPUCTHUKA JIEKAPCTBEHHOT'O ITPEITAPATA

1. HAUMEHOBAHMUE JJEKAPCTBEHHOT O IIPEITIAPATA
JI-OoprKeKT, MOPOIIOK JUIs IPUTOTOBICHUS pacTBOpA Ul IpUEMa BHYTPb B ITaKeTaX B YIAaKOBKE
Ne 4

2. KAYECTBEHHbBII 1 KOJIJMYECTBEHHBIA COCTAB

Heticmsylowee eeujecmao: MONMAITHICHITMKONIL (Makporou) 4000, HaTpus cynbdaTt 6e3B0IHBIN,
HaTpUs TUAPOKapOOHAT, HATPUS XJIOPU, KaTHsl XJIOPUI.

Onun naket cogepkut 64,00 r makporoma 4000, 5,70 r Hatpus cynbdara 6e3Boanoro, 1,68 r
HaTpus ruapokapOonara, 1,46 r HaTpus xnopuaa, 0,75 r xanus xaopuaa.

[TosHBIN TIEpedeHb BCIIOMOTATENIbHBIX BEIECTB MPUBECH B paszene 6.1.

3. JJEKAPCTBEHHAS ®OPMA
[Topomok 11 TPUrOTOBJIEHHS PacTBOPa AJIs IpHeMa BHYTPb B IIaKeTax B ynakoBke Ne 4.

4. KJIMHUYECKUE JAHHBIE

4.1. IloxkazaHus K IPHMEHEHHIO

KuieuHslit 1aBax (OYHIIEHUE KULIEYHUKA), 00€CTIeYNBAIOIIUN ITPEABAPUTEIBHYIO TIOATOTOBKY
MAIMEeHTOB K:

- HJIOCKOIMMYECKOMY WJIM PEHTI€HOJIOTHUYECKOMY UCCIIEOBAHUIO TOJICTON KHUILKH;

- OIIEPAaTHBHBIM BMEIIATEILCTBAM, TPEOYIOIIUM OTCYTCTBUS COAEPIKUMOIO B TOJICTON KHIIKE.

4.2. Pe:kxuM 103MpOBaHHUS H ¢110c00 MPHMeEHEHHS

Cnocob npuMeHeHHUs

[Ipenapar Ha3Ha4alOT BHYTPb TOJBKO B3pOCJIBIM MNallME€HTaM INepopaipHO. PacTBOp roToBsT
HETOCPEACTBEHHO Nepel npuMmeHeHneM. Coaep)XXKuMoe OJJHOTO TMAaKEeTHKa CIIEAYET PacCTBOPHTH B
1 J1 BOJBI, MOCTENIEHHO BChINas MOPOIIOK H paBHOMEPHO ero pasmemuBas. Heo6xoaumyio 103y
npernapara NPUHUMAIOT YacTsAMH 10 | cTakaHy B TeueHHE 15 MHHYT OTAENBHBIMH TJI0TKAMH, 110
1 nutpy pactBopa 3a 1 yac. Jlo3y npenapata ycTaHaBIMBAIOT U3 pacyera 1 JIUTp pacTBopa Ha 15-
20 Kr Macchl Teja, YTO MPUMEPHO COOTBETCTBYET 3-4 TUTpa pacTBOpa.

PexxuM 103MpoBaHMs ;

[IpumeHeHHe mpenapaTa MOXET OCYLIECTBIIATHCS MO JBYM CXEMaM: B OJMH WM [Ba IpHEMa.
OnHo3TanHas MOArOTOBKA: PACTBOP MPUHUMAIOT OAHOKPATHO (OT 3 10 4 J1 Be4epoM, HaKaHyHe
UCCIIEIOBAHMS UJTH OTIEpALIUH, €CIIM OHU Ha3HA4YEHBI HA YTPO).

JIByx3TamHas MOATrOTOBKA: 2-3 MUTpa pacTBOpa NPUHHUMAIOT HAKAHYHE BEYEPOM, a OCTABIIYIOCH
4acTh J03bl — YTPOM; NpHEM IpernapaTta CjlelyeT 3aKOHUUTh 3a 3 - 4 yaca [0 MpPOBEICHHS
IPOLETYPBI.

Pexxum nmnpuema mnpenapara MOXXET PpPEKOMEHIOBaTh JIeHallMd Bpad B COOTBETCTBUU C
KJIMHHYECKUM COCTOSTHUEM TalMeHTa ¥ MOTCHIUATbHBIM PUCKOM Pa3BUTHUS OCJIOKHEHHH.
[TarmeHTamM He cieayeT ynoTpebyaTh TBepAyl0 NHILy 3a 2-3 4 Mepel HadaloM IpueMa
mpernapara 1 10 3aBEpIICHUs HCCIIeI0BaHHMS.

Iayuenmui ¢ noueyHot HeOOCMAMOYHOCMbIO

JlaHHBIE 1O NPUMEHEHHUIO Ipenapara y JaHHOHM TpyIIbl NMAllMEHTOB OTPaHHYEHBI (CM. pasfen
4.4.).

Jlemu

BesomacHocTh U 3¢ (HhEeKTHBHOCTH UCITOJIB30BAHUS NpenapaTa y aetei 10 18 ner He u3ydeHsl.

4.3. IIpoTuBonoKa3aHus
® THUIEPYYBCTBHUTEIBHOCTh K JIEHCTBYIOIIMM BeIIeCTBAaM MJIM K Jobomy U3
BCIIOMOTATEJIbHBIX BEILECTB, IEPEUNCIIEHHBIX B pazzene 6.1.
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® TsDKEJblE HApYIIEHHUs OOIIEro COCTOSIHUS MAllUeHTa, TaKhue KaK 00€3B0XKUBAHUE HITH
BBIp@)KEHHAs Cep/ieYHast HeIOCTATOYHOCTb.

e [porpeccHpyioiias KapupHOMa WIH Jiroboe Jpyroe 3abojeBaHHE KHINCYHHKA,
COMPOBOXKIAIOIIEECS 3HAYUTEILHBIM IIOBPEKICHUEM CIIU3UCTOH 000I0YKH.

® [alMEeHTaM CO CKJIOHHOCTBIO K BO3HHKHOBEHHMIO WM HMMEIOIIEHCS KHUIIEYHON WU

XKEeJTy JOUHO-KHUIIEYHOH HEMPOXOIUMOCTEIO.

nep¢opalys WIK PUCK pa3BUTHUS MepOpPALINH JKeTyZ0UHO-KHUIIEYHOT0 TPAKTa.

HapyUIEHHs OTIOPOXKHEHUS XKeTyaAKa (HarmpuMep, mapes KeryaKa).

TOKCUYECKHH KOJUT WU TOKCHYECKHIT METaKOJIOH.

netu no 18 ner.

4.4. Ocobble yka3aHHS H NPEI0CTOPOKHOCTH NPH IPUMEHEHHH

Jluwam noxcunozo eospacma ¢ paA3IUMHBIMU  COMYMCMEYIOWAUMU  3A0071€6AHUAMU
PEKOMEHOYemcA RpUMEeHAMb NPEenapam noo Haba0O0eHUeM MeOUYUHCKO20 HePCOHAA.
Huapes, Bbi3BanHas nmprueMoM JI-PopikeKTa, MOKET CyLIECTBEHHO HAPYIIHTh BCACHIBAHHE
OTHOBPEMEHHO MPUMEHSEMBIX JIEKAPCTB.

B Havase npuema npenapara MOryT 0TMeYaThCsl TOIIHOTA, PBOTA HJIH B3IyTHE KHBOTA, KOTOPBIE
MCYE3AI0T IIPU JaIbHEHIIIEM TPUMEHEHUH.

Ouenp penko MOKET HaONMOAATBHCS aiepruveckas peakius (aHaUIAKTHYECKHHl IIOK, ChIIb,
KpanMBHUIA, AHTMOHEBPOTHYECKHH OTEK), BBI3BaHHAsA COIEPKAaHMEM B  IIperapare
MOJMAITHICHITIHKONIA. He pexoMeHmyeTcs Ha3HauaTh MJaHHBIM [penapar IalHeHTaM  C
TOBBIIEHHOW YyBCTBUTEIBHOCTBIO K ITOJIUITHUIIEHTJIUKOIIIO.

ONeKTPONIMTHBIX HApyIIEHHH IpH [pHeMe MpenapaTta HE OXHAAETCs OJarogaps ero
M30TOHHYECKOMY COCTaBy, OJHAKO O pPHCKE Da3BUTHS NOAOOHBIX HAPYIICHHH MAIHEHTHI
npenynpexnaoTcs. [lpemapar cieayer ¢ OCTOPOKHOCTBIO HCIONB30BaTh y IALMEHTOB,
MMEIOLIMX CKJIOHHOCTH K pa3sBMTHIO BOJHO-JJICKTPOJUTHBIX HapylIeHW# (Hampumep, y
MallMeHTOB C HapylleHHeM (QYHKIHM IOYeK, C CEpAEYHOH HEeNOCTATOYHOCTHIO HIM IIpH
COMyTCTBYIOIIEM IPHEME IUYPETHUKOB). B MOMOOHBIX ClTydasx MalMeHThl H0JKHBI HaXOJUThCS
101 MEIMIIMHCKHUM HaOJIIOCHUEM.

[Ipenapar nomkeH NMPHMEHSTHCS C OCTOPOKHOCTBIO M IIOA MEIMIMHCKAM HaOIIONEHHEM y
MalMEHTOB CO CKJIOHHOCTBIO K acnupauu (y TMalUeHTOB, MPUKOBAHHBIX K IIOCTEIH, C
HEBPOJIOTHYECKMMHU MK ABUIATEIbHBIMU HApPYIIEHUSIMH) H3-3a PHCKA Pa3BUTHs aClUPALMOHHOMN
MHEBMOHHMU. B Takux ciydasx mpuem mpemapaTta OCYINECTBIAETCS B CHIASYEM MOJIOXKECHUHU
MalMeHTa WM C TIOMOIIBIO HA3aJbHOTO 30HAA. Y MAIHEHTOB C CEPAECYHOM M MOYEeyHOH
HENI0CTaTOYHOCTRIO €CTh PHUCK pa3BUTHS OCTPOTO OTEKa JIETKUX BCJEACTBHE IIE€PErpy3KH
HaTpHEM.

H-@opxekt comepxur 1,967 r HaTpus B OIHOM IIaKkeTe. OJTO HEOOXOOUMO YYHTHIBATH
MalMeHTaM, HaXOAIIMMCS Ha IMETE C OTPaHUYEHHUEM [IOCTYIUIEHHS HATPHS.

Hwemuyeckuii konum

B mocrperucrpanmonHoM nepuose GbLIH MONyYEHBI COOBIIEHHS O Pa3BUTHH HIIEMHYECKOTO
KOJIMTA, BKJIIOYAs TSIKENBIC CIy4Yad, [IPH NMPHUMEHEHUH JIEKAPCTBEHHBIX CPEJICTB, COAEPIKAIINX
Makporos, Ansi MOATOTOBKM KHIIEYHHKM K obcnenoBanHuio. CreayeT ¢ OCTOPOKXHOCTBIO
IIPUMEHATH MAKpPOTOJI y NMALMEHTOB C U3BECTHBIMH (PaKTOPaMU PUCKA Pa3BUTHs MIIEMHYECKOTO
KOJIMTA, MM B Clly4ya€ COBMECTHOIO IPHMEHEHHS CO CIAOUTENIBbHBIMH CTHMYJIMPYIOLIETO
JCHCTBHS (TaKUMH KaK OMCAKOJWI WM HATpHS nukocynbgar). IlaueHTsl ¢ BHE3ANHON
abIOMHHANBHON  GONBIO,  PEKTaIbHBIM KPOBOTCYEHHEM  MJIM ~ JDYTUMU  CHMIITOMAMH
MIIEMHAYECKOTO KOJIUTA IOJKHEI OBITh OLIEHEHB! He3aMeIUTEILHO.

4.5. B3aumopeiicTBHe ¢ APYTHMH JIEKAPCTBEHHBLIMH CPEACTBAMH W JApPYyrHe BH/bI
B3aUMOJAeHCTBHUSA ‘
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Ilepen Ha3HAUEHHEM JIEKAPCTBEHHOTO CPEACTBA BPAY JOJDKEH MOIYYHTh HHYOPMAIHIO O IOOBIX
MEIUIMHCKUX Tpernaparax, NPUHUMAeMbIX MAlMeHTOM MepopanbHo. Jluapes, BbI3BaHHAs
NpUMEHEHHEM Tpernapara, MOXeT MPUBECTH K HapyIICHUIO abcOopOIMHU APYTrUX JICKapCTBEHHbIX
CPEIICTB, IPUHUMAEMBIX MEpopalbHO OxHOBpeMeHHO ¢ mpemapatoM JI-®opxekt. [TosTomy
pexkoMeHayeTcsi nmpuHUMaTh J[-DOpiKeKT CIycTs MO MEHbIIeH Mepe 2 dYaca IOoCiE NpuHeMa
npyrux npenapatoB. Cnemyer wus3berarth mHpueMa JIEKapcTB A0 M II0OCJIE HCIOJIB30BAHUS
crabuTeTBHOrO CpeCTBa, MoKa obcienoBaHWe He OyAeT MONHOCTBIO 3aBepilieHo. OcobeHHO
MOXET CHI)KaTbCs 3((EKTUBHOCTh NpEnapaToB C y3KHM TEPANEeBTUYECKHUM JAMAIa30HOM H
KOPOTKHM II€PUOJIOM TI0JTy BEIBEIICHHUSI.

4.6. ®epTHILHOCTD, 0€PEMEHHOCTD H JIAKTAIHUSA

Depmunvrocmo

Hannele o BiustHuU npuMenenust [[-Dopxekra Ha GepTHIbHYIO QYHKIHIO OTCY TCTBYIOT.
bepemennocmo

WcenenoBanns Ha JKMBOTHBIX HEJOCTATOYHBI JUIS OLEHKH PENPOAYKTHBHOM TOKCHYHOCTH
JIEKapCTBEHHOI0 CpeacTBa. VIMeercss OorpaHMYEHHOE KOJIMYECTBO JAHHBIX IO HPHUMEHEHHIO
MaKporoJjia y 6epeMeHHbIX JKSHIIHH.

J[-DopkeKT MOKET OBITH HCIONb30BaH y OEPEMEHHBIX TOJLKO B ClydasX, KOrja I0Jjb3a
MPEBBIIAET PUCK IPUMEHEHHUS IIpenapara.

Jlaxmayus

MmeeTcs orpaHuueHHOE KOJIHYECTBO JAHHBIX O NpuMeHeHnH J[-DOPXKEKT B IIEPHO/ KOPMIIEHHS
rpyapto. He u3BecTHO, mpoHukaeT i Makporoi 4000 B rpyaHoe MONOKO. PHCK mpuMeHEHHs
npenapara y HOBOPOXXIEHHBIX/MJIJICHIIEB HE MOXET ObITh HCKIOYeH. J[-DOpKEKT MOKET
NPUHUMATBCS B NEPHOA KOPMIIEHHS TPy TOJIBKO B CIIydasiX, KOTJa MOJb3a IPEBBIIIAET
moGoH PUCK MPUMEHEHHUs Ipernapara.

4.7. Bausinume Ha cnoOCOGHOCTH YNPABJIATL TPAHCIHOPTHBLIMH CPeICTBAMH H paboTaTh ¢
MeXaHH3MaMH

Hccnenosanus mo M3y4eHMIO BIMSIHHS IIperiapaTa Ha BOXKIEHHE aBTOMOOWIIS M YIpaBJeHHE
MEXaHU3MaMH He MTPOBOIHIIHCE.

4.8. HexkenareibHbIE peakuuu

Osxunaembm s dexrom npumenenus JI-OopKeKT ABIseTCA nuapes. B Hayane mpuMeHeHHs
npenapara BbIABJIIACE CTyYad TOUIHOTHI M PBOTHI, KOTOPbIE, KaK MPaBUIIO, TPEKpAIaINHCh TPH
IIPOJOJKEHUH TTPHUEMa.

NHdopmanns o HexXenaTeNbHBIX PEAKUHSIX U3JI0KEHA B COOTBETCTBHM C CHCTEMHO-OPTaHHOM
KI1accuuKanuer u yacToToi BeTpedaeMocTd. Kateropuu 4actoTsl: oyens yacto (>1/10), wacto
(=1/100, HO <1/10), Heuacto (>1/1000, no <1/100), peaxo (>1/10000, Ho <1/1000), oyeHb peako
(<1/10000), wactoTa Hem3BecTHa (UCXOAS M3 MUMEIOIIMXCA NAHHBIX, YACTOTY BO3HHKHOBEHHS
OIpPEETUTh HEBO3MOXKHO).

Hapywenus co cmoponer uMMYHHOU Cucmembl; HEHU3BECTHO — THIIEPUyBCTBHTEIBHOCTD
(aHadunaKTHYECKHUIT IOK, AHTMOHEBPOTHYECKHUH OTEK, KpaNHBHALA, CBIIlb, 3y ).
Kenyoouno-kumweunvie napyuienus: o4eHb 4acTo - TOWIHOTA, 60/ B 06ACTH KHBOTA, B3AyTHE
’KMBOTA; 4acTo - PBOTA.

Coobuienue o HedxcenamensHbLx peakyuax
Baxuo coobmare 0 m003peBaeMBIX HEXENATENBHBIX -~ PEaKIHUSX I0CIe  PerHeTPALH
JIEKapCTBEHHOTI'0 Mpernapara ¢ Lelblo 00eCIeUeHUs] HEMPEPLIBHOIO MOHUTOPUHTA COOTHOIICHHS
«II07b3a-PUCK» JICKAPCTBEHHOr0 Ipermapara. MeaunUHCKUM pabOTHHKaM pPEeKOMEHIyeTCs
coobmars 0 MOoOBIX MOJ03PEeBAEMbIX HEXKEIATEIbHBIX PEaKIMAX JEeKapCTBEHHOTO Mperapara
4epe3 HalHOHAJIbHBIE CHCTEMBI COOOINEHHS O HEXKENaTEeIbHBIX PEaKIMsX ToCyIapCTB-4JIEHOB
EBpa3uiickoro 53KOHOMHYECKOT0 COKO3a.

Pecny6nuka Benapycs

v
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4.9. Ilepeno3upoBka

Cryuan nepeo3upOBKH JIEKAPCTBEHHOTO IpenapaTa He ObUTH 3aQUKCHPOBAHBI.

TeM He MeHee, B cioydasX pa3BHTHS Yy NAlUCHTOB TSDKENIOH [auaped, oOyCIOBIEHHON
MepeI03MPOBKOi Ipernapara, He0OX0AUMO KOHTPOJIUPOBATH COCTOSHHE BOAHO-3JIEKTPOIUTHOTO
OanaHca ¥ ypoBHsI THPATALIHH.

5. ®APMAKOJIOTMYECKHE CBONCTBA

5.1. @apmakoagMHAMHYECKHE CBOHCTBA

®apmakoTepaneBTuyeckas rpynmna: OcMOTHYECKOE CIaOHMTENBHOE CPeACTBO. Makporon B
KOMOWHAIWH.

Koa ATX: AO6AD65

JlexapcTBeHHOE cpeacTBO MpecTaBisieT co6oii cmech Makporona 4000 (BBICOKOMOJIEKYIAPHOTO
MOJUMepa) M 3JIEKTPOJIMTOB JUIS IIOTy4YEHHs] M30TOHMYECKOrO pacTBOpa s OUMILNEHHUS
KHIIeYHHKa. DapMakoqMHaMUIeCKui 3 HeKT 3aKIF09AETCs B HHAYIMPOBAHUM HAPEH.
Bricokomonexynaprele  (4000) Makporonbl IpeACTAaBIAIOT CcOGON JUIMHHBIC JIHHEHHBIE
TOJIAMEPBI, Ha KOTOPBIX YIEPKHUBAIOTCS MOJIEKYJIBI BOIBI IIPU MOMOIIH BOJOPOAHBIX CBS3EI.
[Ipu nepopanbHOM npreMe OHM YBEIMYMBAIOT 06BEM COEPKALIEHCS B KHIIEIHHKE JKHUIKOCTH.
CrabutenbHble CBOMCTBA pacTBOpa OOBACHSAIOTCS 0OBEMOM HeaGCOPOHPYEMOil IKHAKOCTH,
HaXOAIIEHCs B KUILIEYHUKE,

5.2. dapmakoKHHETHYECKHE CBOIiCTBA

braromaps cBoeit BbIcOKO#i MosekynspHo# Macce Makporon 4000 He abcopOupyercsi B
KEJTy TOYHO-KUIIEYHOM TPaKTe U HE MOJBEPraeTcss MeTaboau3My Iocie NepopaTbHOro MpHemMa.
DNMMUHHMPYETCs KHIIEYHHKOM B HEM3MEHEHHOH (opMe.

Conepxanue 5MEKTPONTHTOB B pacTBOpe TaKOBO, YTO SJEKTPOJHTHBIH OGMEH MEXy
KHIIEYHUKOM H T1JIa3MOM MOXKET CHYUTAThCS HYJIEBBIM.

5.3. JlaHHbIe JOKIMHHYECKOH §e30MacHOCTH

JlanHble NOKIMHMYECKOro u3ydeHus makporona 4000, OCHOBaHHBIE HA MCCIEIOBAHUM 0CTpOH
TOKCHYHOCTH TIpM OAHOKPAaTHOM M ITOBTOPHOM BBEJICHHH, @ TAK)KE€ IE€HOTOKCUYHOCTH, He
BBIABHJIM CIELM(MHYECKOH OMACHOCTH Ui 4esnoBeka. MccienoBaHHA KaHIEPOrEHHOCTH He
IPOBOJIMJIMCH BBHY KOPOTKOTO NEPHOA IPUMEHEHHUs TTpenapara.

6. ®PAPMALEBTUYECKHUE JJAHHBIE
6.1. IlepeveHn BcnoMoraTe/bHbIX BEMIECTB
Benomozamenvnuvie seujecmea: caxapu HaTpHii.

6.2. Cpok roanocTu
2 rona.

6.3. Oco0ble MepBI MPEIOCTOPOKHOCTH NPH XPAHEHHH
He xpanute npu temneparype Boime 25°C.

6.4. ®opmMa BbINYCKA H YIIAKOBKA
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ITo 73,69 r mpemapara mMOMEIAIOT B IaKeT M3 Marephaia KOMOMHMPOBAHHOTO HAa OCHOBE

ATIOMUHUEBOH (ONbru. 4 makera BMeCTe C MHCTPYKIHEH MO MEIHIMHCKOMY MPUMEHEHHIO
(TMCTKOM-BKJIa/IBIIIEM) IIOMEIIAIOT B TIAYKY KAPTOHHYIO.

6.5. OcoOble Mepbl NpPEIOCTOPOKHOCTH TNPH  YHHYTOKEHHH  HCIOJb30BAHHOTO
JIEKADCTBEHHOI0  mpemapaTra MJIH  OTXOJ0B, TMOJY4YeHHBIX TMO0CJIe NPHMEHEHHs
JIEKAaPCTBEHHOI0 MPeNnapaTa WM padoThl ¢ HUM

He npumenumo.

6.6. YcnoBust oTimycka M3 anTek
be3 penenra.

7. NEPKATEJIb PETUCTPALIMOHHOI'O YIOCTOBEPEHUS
['ocynapcteennoe npeanpustie « AKAJJTEM®OAPM»

220141, r. Munck, yi1. akagemuka B.®. Kynpesuya, 1. 5, xop. 3, Pecny6nuka Benapyce,
ten./axe 8(017) 268-63-64

info@academpharm.by

8. HOMEP PETUCTPAIIUOHHOI'O YIOCTOBEPEHMUS
18/08/2110

9. JATA NEPBUYHON PErUCTPALIMU (ITIOATBEPKAEHUST PETUCTPAILIUM,
INEPEPEI'MICTPAIIUN)
Hara nepeperucrpauuu: 27.08.2018.

10. TATA IEPECMOTPA TEKCTA

07/2022

OO6was XxapakTepuCTHKa JIEKapPCTBEHHOTO npenapara JOCTYNIHA Ha OQHUIMATIBHOM caiite
http://www.rceth.by




