COOTBETCTE ~ET SKCNEPTHOMY OTUYETY

ot 03.04.2023 N= 62395

OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBERHOT O IPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

WNudupa, 500 mr, TabneTKu, MOKPHITHIE MIJICHOYHOW 000JI0YKOi

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByto11I€€ BEIIECTBO: BUTA0ATPHH.
Kaxxnas tabnerka comepxut 500 mr Buradarpusa.

[TonHbIN IepedYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

TabneTku, MOKPBITHIE TNICHOYHOH 000IOYKOH.

OBasibHbIE JIBOSIKOBBIINYKJIbIE TaOJETKHU, MOKPBITHIE IUIEHOYHON 000JI0YKOM Oenoro Wiu mnodtu
Oernoro 1BeTa, C PUCKOI C OJHOW CTOPOHBI, Ha MONEPEYHOM paspese AApo Oeraoro Wi Mo4TH
OeJoro 1BeTa.

Jluaus paznoma (prcka) He peIHa3HaAYCHA JUTS pa3iaMbIBaHUs TaOJICTKU.

4. KIMHUYECKHUE JAHHBIE

4.1. Tloka3aHusl K IPUMEHEHHUIO

B kadectBe MOHOTCpannun (KaK nopenapar BTOpPOro psma) OpHu JCYCHUH

e UH(AHTUIBHBIX clIa3MoOB (cuHApoM Becra)

B cocTaBe KOMIIIEKCHOM TCpaIInuu ITpH JICYCHUN

® PC3UCTCHTHBIX MapHUaJIbHBIX SMIUJIETICHI CO BTOpPI‘-IHOﬁ reHepaJlmauI/Ieﬁ niIn 663, Koraa
BCC Opyruc noaAxoAsaAmuc TCpalCBTUICCKUC KOM6I/IH8.I_II/II/I OoKaszaJluCb HCAOCTATOYHO

3(1)(I)CKTI/IBHBIMI/I HJIU TIJI0XO IMEPECHOCUMbBIMHU.

4.2. Pe:kum 103UPOBAaHNS M CIIOCO0 MPUMEHEHUSI

Pexum go3upoBaHus

JleueHue nmpemnapaTrom I/IH(bI/Ipa MOJKET OBITh HA4aTO TOJIBKO CIICIMaJIuCcToM B obactu
OMUJICTITOJIOTUH WA HEBPOJIOTHH. CTapTOBaﬂ A03a JOIMOJIHACT paHEC HA3HAYCHHOC JICUCHUC

MMPOTHUBOSMUWICIITUICCKUMU IIpEIiapaTaMu.
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(NOCNEQCBATENEHOCTE 0003)

B3pocakie

HauaneHast n03a aist B3pocibix coctapisier 1 r Burabatpuna (2 tabnerku) B cyTku. CyTodHas
J103a JIJIs1 B3POCIIBIX COCTaBIsAeT OT 2 10 3 T Buradbarpuna (ot 4 10 6 Tabnerok). Pekomenayemast
MaKCUMaJIbHasl 03a COCTaBIISICT 3 T BUrabaTprHa B CYyTKH.
CyTouHyI0 103y CleyeT TUTPoBaTh C 1marom 0,5 r ¢ HeeIbHBIMU UHTEPBAIIAMH B 3aBUCUMOCTH
OT KJIMHUYECKOTO OTBETAa U MEPEHOCUMOCTH TIpernapara.

eTH

Pesucmenmnasn napyuanvuas snunencus

Jnst nereid 103a 3aBUCUT OT BO3pacTa U Beca.

OObIuHas HavyaJIbHAs 1032 I AeTel cocTaiseT 40 MIWIIUTpaMM Ha KUJIOTPaMM MAaccChl Tella B
JICHb.

B Tabnune ykazano yucio TabaeTok, KOTOPOE JIOJKHO MPUMEHSThCS Y I€Tel B COOTBETCTBUU C
Maccoi Tena. O0paTuTe BHUMAHKE, 9YTO TIPH STOM PeUb UACT TOJBKO O peKOMeHanuu. Jleqamuii

Bpay peOEHKa MOYKET U3MEHSTH 103y IPU HEOOXOTUMOCTH.

Macca tena Jlo3a

10-15 xr 0,5-1r (1-2 TabieTkn) B 1eHD

15-30 kr 1-1,5 r (2-3 TabneTku) B ACHD

30-50 xr 1,5-3 r (3-6 TabneTok) B IcHb

Bonee 50 xr 2-3 r (4-6 TabneToK) B JCHB (71032 JIJIs
B3pOCIIBIX)

He CJICAYCT IMPEBLIIITATE MAKCUMAJIbHO PEKOMCHAOBAHHYTO 103y JJIA Ka)KI[OI\/JI BECOBOH KaTCropmu.

Jlemu ¢ unganmunvuvivu cnazmamu (cunopom Becma)

Pexomennyemas HavanpHas J103a Juid AeTed ¢ cMHApoMoM Becra (MH(paHTHIbHBIE CIIa3MBbl)
coctaBisier 50 MUWJJIMIT'PpaMM Ha KHJIOrpaMM MAcCCbl TeE€jla B JC€Hb, XOTd HHOTAa MOTYT
HCIIOJIb30BaThCS 0oJiee BBHICOKHE J03bl. Bo3MokHO yBenmudenue n03bl 10 150 mumurpamm Ha
KHJIOTPaMM Macchl Tejla B J€Hb B 3aBUCUMOCTH OT NMEPEHOCUMOCTH Ipenapara. CyTOYHyO A03Y
HE00XO0/IMMO TUTPOBATH B TeUEHUE | Henenu.

HaHI/IeHTBI TTOXKHJIOT'O BO3pacTa, MaltMEeHTHI C MMOYCIHOMN HEAOCTAaTOYHOCTHIO

[Tockonpky BHrabaTpuH BBIBOJUTCS IOYKaMH, CIEAYeT COOJI0aTh OCTOPOXKHOCTh IpHU
HA3HAYCHHUH Tpernaparta MOXKWIBIM JIIOISIM U OCOOCHHO MAllMeHTaM C KIMPEHCOM KpeaTHHUHA

menee 60 mi/muH. Cienyer pacCMOTPETh BOIIPOC O KOPPEKTUPOBKE 1035l WIIM YaCTOThI BBEACHUS
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npenapara. Takde NalMEHThl MOIYT pPearupoBaTh 4| Goflbe Hirsk o | o frtepiritatonyio

no3y. [larueHTsl JTOKHBI HAXOIUTHCS TIOJ HAOMIOJCHHMEM Ha MpeaIMeT HeKeIaTeIbHbIX
3¢ (HEeKTOB, TAKUX KaK CEaTUBHOE JICHCTBUE WIIM CITyTAHHOCTh CO3HaHUs (CM. pa3zaensl 4.4, 4.8).

Cnoco0 rmpuMeHeHus

BHyTpb, 10 1M 1ocie enpl.
CyTouHy10 103y HE00X0AUMO IPUHUMATH B BUI€ OTHOKPATHOM JT03bI UJIH JIBA pa3a B CyTKH, Yepe3

paBHBIE IIPOMEKYTKHA BPEMEHH.

OTtMeHy mpenapara CcleayeT NPOBOJAUTh IOCTENEHHO CHIKas J03y MU MOJ THIATeIbHBIM

MEIUIIMHCKUM HAOIIOIEHUEM.

4.3. IIpoTHUBONMOKA3AHHS
['MrepuyBCTBUTENFHOCT K BUTA0ATPHHY MIIH K JTIOOOMY M3 BCIIOMOTATEIbHBIX BEUIECTB,

[IEPEYUCIICHHBIX B TyHKTE 6.1.

4.4. Oco0ble ykazaHus U Mepbl MPeI0CTOPOKHOCTH MPHU MPUMeEHEeHHH

Burabatpun He TpuUMEHsSETCSs B MOHOTEpAIHH, 32 HCKIIOYCHHEM Teparnuu HH(GAHTHIBHBIX
CIIa3MOB.

VY nmanueHToB, NOJyYaBIIMX BUTa0aTpHH, COOOIIANOCh O JedeKTax IMoJyiel 3peHHs], C BBICOKOM
yacToTo pa3ButTus (oxoiio 1/3 manuentor). Hauano oObIYHO HACTYMAET YEPE3 MECSIIBI UITH TOJTbI
Tepanuu BuUrabaTpuHoM. CTeNeHb OrpaHUYEHHsS] TOJEH 3peHUss MOXKET ObIThb Cepbe3HOU. Y
OOJNBIIMHCTBA TMALMEHTOB JAe(eKThl OBbUIM MOATBEPXKAEHBI MepUMeTpueil, HO MpOTeKaIn
6eccumnTomMHo. ClieZIoBaTeNIbHO, 3TOT HEXeJaTelabHbIl 3PQPeKT MoxkeT OBITh JI0CTOBEPHO
OOHapy»XeH TOJIbKO CHCTEMaTHYECKOW MepUMETpuel, KOTopas OOBIYHO BO3MOXKHA TOJIBKO Y
NAlMEHTOB cTapuie 9 yner. DnekTpopeTuHorpadgus J0JKHA MPUMEHSTHCS TOJIBKO Y B3POCIHbIX,
NIPOBE/ICHUS TIEPUMETPUU KOTOPHIM HEBO3MOXKHO, WJIM Y OY€Hb MOJIONBIX (cM. JledexTsl mois
3peHus).

Hmeromuecst JaHHbIE CBUAETENBCTBYIOT O TOM, UTO JAe(eKThI MoJiei 3peHus] HeoOOpaTUMBI J1axe
nociie npekpanieHus npruema suradbarpuna. Henb3s nckiouaTs yXyIIIeHUs MoJied 3peHus 1mociie
MPEKPALICHUS JIEUCHHUS.

[TosToMy BHrabaTpuH ciieyeT NMPUMEHATh TOJBKO MOCJe THIATEIbHOH OIEHKH COOTHOIIEHHS
MOJIb3bI U PUCKA T10 CPABHEHMIO C aJIbTEPHATUBHBIMUMH METOAAMHU TEPATIHH.

Burabatpun He pekoMeHayeTCsl MPUMEHTh MallUeHTaM C KaKUM-JIH0O0 paHee CyIeCTBOBAaBIIUM

KIIMHUYECKH 3HAYUMBIM J1e()eKTOM MOJIei 3peHus.
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[TaniueHTHI TOHKHBI TPOXOIUTh CHCTEMAaTHUYECKDE cmnﬁ%és%%%&%é{%ﬂfg%p& ?Iebéi'/rt'fHOM

npueMe BUrabaTpuHa M 4Yepe3 peryJisipHble NMPOMEXKYTKHM BPEMEHHU JJs BBIABICHUSA JE(PEKTOB
IIOJIEW 3pEHUs] U CHUXKCHUS OCTPOTHI 3peHHUs. TecTupoBaHUE MOJIEH 3PEHMsI U OLEHKA OCTPOTHI
3peHUs JIOJDKHBI MPOJODKATHCA C MHTEPBAIOM KaXKIble 6 MecslleB B TEUEHHE BCEro Mepuoja
nedeHus (cM. J{edexTsl moss 3peHus U OCTpOTa 3pEHU).

JledekTsl moaen 3peHus

OCHOBEBIBasCh Ha UMCIOIIIUXCA JaHHBbIX, OOBIYHOI KapTHHOﬁ ABJIICTCSA KOHICHTPHUYCCKOC CYKCHHUC
noJsiell 3peHust 000X Iia3, KOTOpPoe, Kak MpaBuiIo, 0oJiee BEIPAKEHO ¢ Ha3aJIbHOM CTOPOHBI, 4YeM
¢ BHCOUYHOH. B mentpamsaOM mosne 3peHus (B mpexaenax 30 rpaaycoB SKCHEHTPHCUTETA) YacTo
HaOJroMaeTcsl KOJibLeBOM HOcoBOM aedekt. OmHako nedexTsl Mmoyiel 3peHus, O KOTOPBIX
co00mIanoch y MalKueHTOB, MOJyYaBIIMX BUTabaTpWH, BapbHPOBAIKCH OT JIETKOW 10 TSHKEION
creneHu. Tspkenbple Cilydan MOTYT XapaKTepH30BaTbCS TYHHEIBHBIM 3pEHHEM. B TspKenmbIx
ClTy4asix TaK)Ke COOOIIAIOCh O CIIETOTE.

bonpmmHCTBO ITaITUECHTOB C IIe(i)CKTaMI/I, MNOATBCPKACHHBIMU HepHMeT’pHeﬁ, paHeC CIIOHTAHHO HE
3aMCYaJIi HUKAKUX CHUMITOMOB, OAXE B TCX ClIydadX, KOoraa IIpHU MNCPUMCTPHUU Ha6JIIOZ[aJ'IC$I
cepbe3Hblil nedekT. MMeromuecs TaHHbIe CBUACTENLCTBYIOT O TOM, YTO JE(EKTHI MOJIeH 3peHUs
HeoOpaTUMBI JJake Mocje MpeKpalieHus mpuemMa BuradarpuHa. Hemb3s HCKIIOUUTD yXyALICHUE

Ne(QEKTOB NOJIeH 3peHHs OCIe MPEKPAIIECHUS JICUEHUS.

OObenuHeHHbIE JaHHbIE 00CIIEJIOBAaHUN PacpOCTPAHEHHOCTH CBUAETEILCTBYIOT O TOM, UTO JI0
1/3 npamueHToB, MOJyYarOIIMX TEpalvi0 BUrabaTpuHOM, HUMEIT JAedeKThl  mojei
3peHust. My»4nHbBl MOTYT IOJBEPraThCsi OOJIbLIEMY PUCKY, YeM >KeHIIMHBL [lo pesynbraTam
IPOBEIEHHBIX MCCIIEOBaHUN ObUla TOKa3aHa BO3MOXHAs CBA3b MEXKJIy PHUCKOM pa3BUTHS
ne(eKToB MoJIel 3pEHUs U CTETIEHbIO BO3JEHCTBYSI BUrabaTpUHa, KaKk C TOUKU 3pEHUsI CyTOUHOU
no3bl (oT 1 rpamma a0 3 TpaMMOB), TaK W C TOYKH 3PEHUS MPOJOJDKATEIBLHOCTH JICUEHUS

(MaKCMMyM B TEYCHHUE MEPBBIX TPEX JIET).

BceMm nanuenTaMm 10 Havana JedeHUs BI/IFa6anI/IHOM HCO6XOZ[I/IMa KOHCYJIbTallu s O(I)TB.JILMOJ'IOI‘H.

¢ obcieoBaHUEM TOJIeH 3pEHMS.

CooTBeTCTBYyIOIIEE TECTUpPOBAaHUE TMoJIed 3peHus (MEepUMETpHsl) C  HCIOJIb30BaHHEM
CTaH/JapTU3UPOBAHHON CTaTUYECKOW NEPUMETPUU WM KUHETHYECKONW MEepUMETPUM TOJIKHO
BBITMOJHATHCS 10 Hayalla JICYeHHs] U C UHTEPBAJIIOM B ILIECTh MECALIEB B TEUEHUE BCETO Mepruoa
neyeHust. CtaTuueckasi NEPUMETpHUs SBISETCS MPEANOYTUTENBHBIM METOJOM OOHapy >KEHHS

nedexra noJeit 3peHus, CBI3aHHOTO C BUTa0aTPUHOM.

DnekTpopeTHHOTpadrss MOXKET OBIThH MOJIE3HA, HO JIOJDKHA MCIOJIB30BATHCS TOIBKO Y B3POCIBIX,

KOTOpBIE HE MOTYT OBITH 00CIIEI0BaHbI C IPUMEHEHHUEM IEPUMETPHH.
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ONHKCAaHUE YACTOTHl W MOCIEICTBUI pa3BUTHUA JEPEKTOB IOJICH 3pEHHS BO BpEMs JICUYCHUS
BurabarpuHoM. [lanmeHTsl AOKHBI cOOOmATh O JIIOOBIX HOBBIX 3pUTEIBHBIX MpolieMax H
CUMITOMAaxX, KOTOpble MOTYT OBITh CBSI3aHBI C Cy>KeHHUEM Tmoiisi 3peHus. Ecnu pasBuBarorcs

3PUTCIBbHBIC CUMIITOMBI, MAIUCHT JOJXKCH OBITE HaITpaBJICH K O(bTaJ'IBMOJ'IOFy.

Ecnmu BO Bpemsi jeueHus HaAOIIOAAETCsl CYXKEHHE IOJIEH 3peHHs, CIEIyeT pPacCMOTPETh
BO3MOXKHOCTh TIOCTETIEHHOT'O MpEKpalleHusi npuema Buradatpuna. Ecnu mpussaTo pemieHue
IPOJIOJDKUTE JICYEHUE, CJIEIyeT pPacCMOTPETh BO3MOXKHOCTH OoJiee YacToro HaOIroAeHUs
0o TaTIEMOJIOTOM (TIEPUMETPHSI) 7Sl BBISABICHUS MPOTPECCUPOBAHUS UMEIOIIUXCS 1e(hEeKTOB WU

BBISAIBJICHUS HOBBIX YHACTKOB OI'PAHUYCHU roJieit 3pCHUIA, YI'POKAOIIUX 3PCHUTO HGQ)CKTOB.

BurabarpuH He0IyCTUMO IPUMEHSTh OJHOBPEMEHHO C IPYTUMHU IIpenapaTaMy, OKa3bIBatoIIMMHU

TOKCHUYECKOE JICUCTBUE HA CETYATKY.
CTU

[lepumerpus y aereit B Bo3pacte 10 9 JieT 3HAYUTENIBHO 3aTpyaHEHA. PUCKM JieueHus TOKHBI
OBITH OYECHD TIIATEIHLHO B3BEIICHBI C YYETOM BO3MOXKHOM MOJB3bI 71 AeTeil. B HacTosiee BpemMs
HE CYIIECTBYET YCTOSBILETOCS METOa TUATHOCTUKHU WIIM UCKITIOYEHUS AePEKTOB MOJIeH 3peHus y
JeTel, y KOTOpPhIX HEBO3MOXKHO TMPOBECTH CTaHAAPTU3UPOBAHHYIO TmepuMeTpuio. Ecim
MEPUMETPHS BBISIBISIET HOPMAJIBHYIO PEAKIIMI0 LEHTPAIBHOTO TOJS 3pEHUsl, HO OTCYTCTBYET
nepudepudeckas peakius, HEOOXOIMMO TEPECMOTPETh COOTHOIICHHE TMOJb3bl U PHCKA
NPUMEHEHUsS BHUTa0aTpUHA M PAacCMOTPETh BOMPOC O TOCTEIIEHHOM MPEKpPAlICHUH €ro
npuMeHeHus. Hannune nepudepudeckoro 3peHHs HE HCKI0YaeT BO3MOXKHOCTU Pa3BUTHUSA
nedeKToB ToJIed 3peHus. DIEKTpopeTUHOTpadusi TMO3BOJIIET TMOJIYYUTh JOTMOJHUTEIHHBIC
CBEJICHUS O CBETOUYBCTBUTEIBHOCTH CETYATKH, OJHAKO €€ MPUMEHEHUN PEKOMEH/I0BAHO Yy JIeTel

MJIaame 3-X JIeT.

OcTpoTa 3peHns

P ACIIPOCTPAHCHHOCTL CHUIKCHUSA OCTPOTHI 3pCHHUA Yy IMALMCHTOB, IMMOJTYYaBIIUX BI/IFa6anI/IH,

HCHU3BCCTHA.

W3MeHeHus co CTOpPOHBI CETUaTKU, 3aTyMaHUBAaHUE 3pEHMs], aTpOousl 3pUTEIHHOIO HEpBa HIIN
HEBPUT 3PUTEIHLHOTO HEpPBAa MOTYT MPUBECTH K CHIKEHUIO OCTPOTHI 3peHMs (CM. paszfen
4.8). OcTpoTy 3peHHusi ClenyeT OICHWBAaThb BO BpeMs KOHCYJbTallMi OQPTaIBMOJIOIOM Iepe[

Ha4daJIoOM JICUCHUA BI/II‘a6anI/IHOM 1 C UHTCPpBAJIAMHU KaKIbIC MIECTh MCECALICB BO BPEMA JICUCHH .

Hepponoruueckue v ICUXUATPUICCKHE 3a00JIeBaHUS
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5.3) pekoMeHayeTcs, YTOOBI MAIIUEHTHI, MTOJIyYaBIINe BUTa0ATPUH, BHUMATEIHHO HAOIIOAAHN 32

HeOJIaronpusITHEIM BO3JCHCTBUEM Ha ()YHKIIUU HEPBHON CHCTEMBI.

Penkue cooOmieHuss 0 cuMrnToMax sHIe(anonaTuu, TAKUX Kak BhIpaKEHHAs Cealusi, CTYIop H
CIlyTaHHOCTh CO3HAHHS, COIMPOBOXIAFOIIUXCS HeCTelM(PUIECKOi MEIJICHHOW BOJHOBOM
AKTHBHOCTBIO Ha JJIEKTpodHIIedanorpaMme, ObUIM OMMCAaHBI BCKOPE IOCIE Havyalla JICYCHHS
BurabarpuHoM. @akTopel pUCKa Pa3BUTHs ATUX PEAKIUN BKIIOYAIOT 00J€€ BBICOKYIO, YeM
PEKOMEHIOBAHO, HAYalbHYIO J03y, Ooyiee OBICTPYIO SCKalaluio 1036l Ha 0Oo0Jiee BBICOKHX
CTYIECHSX, YeM PEKOMEHIOBAHO, U TIOYCUHYIO HEJIOCTATOUYHOCTh. DTH HEXKEJIAaTeIbHbBIC PEaKIIHU
ObUTH OOpaTHMBI MOCIIEC CHIDKCHHS J03bI MJIM MPEKpAaIleHHs MprueMa BurabarpuHa (cM. paszien

4.8).

Coo0maioch 0 Cirydasx aHOMaJbHBIX pe3yiabTatoB MPT T0O70OBHOTO MO3ra, B 4aCTHOCTH Y
MaJIeHBbKUX JeTeil (mmaamie 2-X JIeT), MOJyYaBIIMX JICYCHHE NPH WHQPAHTWIBHBIX Cla3Max
BBICOKMMH JI03aMU BuradaTpuHa. KnuHndeckoe 3HaueHHe STUX Pe3yJIbTaTOB B HACTOSIIEE BPEMS
HeusBecTHO. Kpome Toro, coolmanoce o ciayyasix HMHTPaAMHEIMHOBOTO OTEKa, OCOOEHHO Y
MIIQJICHIIEB, TOJYYaBIIUX JieUeHHE MpH WHOAHTHIBHBIX cra3Max (cM. pasgensl 4.8 wu
5.3). Coo0mianoch, 4T0 MHTPAMHUEIHHOBBIN OTEK SBJISCTCS OOpATUMBIM IOCJE TPEKpaIICHHS
npruema npenapara, U Mo3TOMY PEeKOMEHAYeTCs IMOCTENEHHO MpeKpallath NpueM BUrabaTpuHa

npu Ha6J'IIO)IeHI/II/I HHTPAMUCIIMHOBOI'O OTCKA.

COO6H_I8.J'IOCL 0 HApYHMICHUAX ABUKCHHS, BKIIIOYASA AUCTOHUIO, TUCKHHC3HUIO U THIICPTOHUIO, Yy
ManucHTOB, IMOJYyYaBIINUX JICUCHUC IIPU I/IH(l)aHTI/IJ'II)HI)IX crmasmax. ITons3a / PUCK NPUMCHCHHA
BI/IFa6anI/IHa CJICAYyCT OLCHUBATh HHIAWBHUAYAJIbHO JIA KaXAOI'0 MNalHUCHTA. Ecau Bo BpEMs
JICUCHUA BI/IFa6anI/IHOM BO3HHMKAIOT JBUTaTCIIbHBIC paCCTpOﬁCTBa, CJICAYCT PAaCCMOTPECTHL BOIIPOC

O CHUKCHHUHU NO3bI W TOCTCIICHHOM IMPCKPAIICHUHA JICYHCHH .

Kak u B cimyyae ¢ ApyrumMu mpOTUBOIIUIIEI TUYECKUMH JIEKAPCTBEHHBIMU CPEICTBAMH, HEKOTOPbIE
MAlMEeHTHl MOTYT HUCIBITHIBATh YBEIWYCHUE YACTOTHI CYJIOPOT WJIM TIOSIBICHHE HOBBIX THITOB
CyJIOpor TpHU TpUMEHEeHWH BurabatpuHa (cMm. pasnen 4.8). DTH sBICHHUS TaKKe€ MOTYT OBITh
CJIEICTBUEM TNEPENO3UPOBKH, CHIKEHHS KOHLEHTpAIlMM B IUIa3M€ KPOBHM COIYTCTBYIOLIETO

MPOTHUBOSMUWICIITUYCCKOI'O JICHCHH S UJIU ITapaJOKCAJIbHOT'O 3(b(1)eKTa.

Kak u B ciyyae ¢ 1pyrumMu IpOTUBO3NUIENTHUECKUMH IIpeNapaTaMy, pe3Kasi OTMEHa Ipernapara
MOKET TPHUBECTH K TOBTOPHBIM cyaoporam. OTMeHy BurabarpuHa cieayeT MpOBOJIUTH

MOCTENIEHHO, CHIPKEHHUEM JI03bI B TEUCHHE 2-4-HEeIeTbHOTO TIEPHO/Ia.
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BurabaTpuH cleayeT ¢ OCTOPOKHOCTBIO IIPUMEHSATD Y atrentonte Fétixos0aL, Hénpecere wm

MOBEJICHUYECKUMH IpobjIeMaMu B aHaMmHe3e. Bo BpeMs JiedeHHs BUTa0aTPHHOM COOOIAIOCH O
HApyIIEHUSIX CO CTOPOHBI TICUXHMKH (Hampumep, BO30YXKIEHHE, IENpeccHs, HEHOpMalbHOe
MBILICHHE, [apaHOMJAIbHbIE peakUuH). DTH HAPYLUIEHHWs BO3HUKAIM KaKk y IHAlUEHTOB C
3a00JI€BaHUSAMHU IICUXUKH, TaK U y HAIMEHTOB, HE CTPafarolluX 3a00JIEBaHUSAMM IICUXUKU U
00BIYHO OBLTM OOpPaTUMBIMHU, KOTZA 03Bl BHrabaTpuHa OBLIM yMEHBIIEHBI MM IMOCTEIECHHO

OTMCHCHBI.

CVI/II_[I/II[aJIBHbIe MBICJIM U ITIOBCACHUC

Coo61uanoc5 0 CyHIUIAJIbHBIX MBICIKIX W IMOBCACHHU Yy IAalUCHTOB, IIOJIy4YaBIINX
MMPOTHBOSIWJICIITHICCKUC cpeacrBa 110 HCCKOJBbKHM nokazaHusM. MeTaaHaau3
PAHIOMHU3UPOBAHHBIX HJIaII€60-KOHTpO.HI/IpyeMI)IX I/ICC.HeI[OBaHI/If/'I MMPOTHUBOSIMICITUICCKUX
JICKAPCTBCHHLIX CPCACTB TAKIKC ITOKa3ajl HEOOJIBIION NOBBIICHHEIN PUCK CyHnIHJaJIbHBIX MBICTICH
" IIOBCACHMA. MexaHu3M 3TOro BCI)q)eKTa HEHU3BCCTCH, U MMCIOIHECCA JaHHBIC HC HCKIHOYaroT

BO3MOJXHOCTH ITOBBIIIICHHOI'O PHUCKa ITPH IPUMCHCHUUN BI/IFa6anI/IHa.

[TosTOMyY NmanMeHThl JOKHBI HAXOIUTHCS 0] HAOJIIOICHUEM Ha IIPEMET MOSIBIICHUS IPU3HAKOB
CynuuaaJIbHbIX MBICIIEH u IIOBEACHUA u JOJIDKHBI OBITE pPacCMOTPCHLBL BOIIPOCHI
cooTBeTCTBYyMOIIEro JiedeHus. [lanpentam (M aumaM, OCYIIECTBIISIIOIMIMM YXOJ 3a NallMeHTaMHU)
CleyeT pPEKOMEHJ0BaTb HEMEIJIEHHO OOpaTUTbCs K Bpady IpU MOSBICHUM IPU3HAKOB

CYnIUaJIbHBIX MBICJIEH WU HOBEACHUA.

[Toxkuible TI0OM M TAIMEHTHI C TOYEYHOM HEOCTATOYHOCThIO

[TockonbKy BUTA0ATPUH BBIBOJUTCS MMOYKAMH, CIEIYET COOMIOAATh OCTOPOKHOCTH Y MAIIUEHTOB C
KJIIMPEHCOM KpeaTWHHHa MeHee 60 MII/MUH W Yy TMOXWIBIX JIOJEH. DTH TAIMEHThl JOJKHBI
HAXOJIUTHCS MO/ TIIATEILHBIM HAOIIOICHHEM Ha MPEIMET HeXeNaTeIbHBIX 3(P(EKTOB, TAKUX KaK

CeJaTUBHOE JICVCTBUE U CIIyTAHHOCTb CO3HAHMS (CM. paznen 4.2).

BzauMoaelicTBus, KOTOPhIE HCO6XOZ[I/IMO YYUTEIBATDH

OpnHoBpeMeHHOE TMPUMEHEHHe BUTAa0aTpWHA W KIIOHAa3emamMa MOXKET yCYryOWuTh ceqaTHBHBIN
apdexT (cM. pazaern 4.5). Heo6XxoauMo TIIATEIBHO OICHUTh HEOOXOJMMOCTh COIYTCTBYIOIIETO

MIPUMEHEHUS Mpenapara.
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4.5. B3aumojeiicTBue ¢ JApPyrdMu JIeKapCTBeHHbI]‘L”ll:I:;I‘Bgl’pdggil;awtill—lcr -gff‘p;g':'é'hnm

B3aHMO/JeHCTBUSA

[Tockonbky BUrabaTpuH HE METa0OIM3UPYETCS U HE CBAZBIBACTCS C OENIKaMu, a TAK)Ke HE SIBIISETCS
HHIYKTOpOM (epMEeHTOB MeTabonu3ma ruroxpoma P450 nedenn, B3auMoeliCcTBUE C APYTUMU
JIEKapCTBEHHBIMU CPEJICTBAMU MaJOBepOsITHO. OHAKO BO BPEMS KOHTPOJIUPYEMBIX KIIMHUYECKUX
UCCIICIOBaHUH HAO0JI0alIOCh MOCTENEHHOE CHIDKEHHE KOHICHTpauuu (EHUTOMHA B IUIa3Me
kpoBu Ha 16-33 %. TouyHas nmpupona 3TOro B3aUMOJCHCTBUS B HACTOALIEEC BpeMsl HE M3y4eHa,

OJHAaKO B OOJILIINHCTBE CJIy4acB OHa BpsAd I 6yz[eT HMETH TEPANICBTUICCKOC 3HAUCHUC.

Konnenrpanuu kapbamaszenuna, ¢peHobapOuTasa U BaabIpoaTa HATPUS B TUTA3ME KPOBU TAKIKE
KOHTPOJMPOBAIUCh B XOAC KOHTPOJUPYEMBIX KIMHUYECKUX HCCIICIOBaHUM, W KIMHUYECKU

3HAa4YNMBIX BSaHMOﬂeﬁCTBHﬁ O6H8.py>KeHO He OBLIIO.

BurabatpuH MOXeT NMPUBOIUTH K CHIDKEHHIO YPOBHs amanmHamuHoTpaHcdepasbl (AJIT) u, B
MEHbIIIEH creneHu, acnapraramuHoTpancdepassl  (ACT). Coobmianocs, YTO  BeJIWYHMHA
nonasnenust AJIT Bapeupyet ot 30 % g0 100 %. [ToaTomy oreHka 3Tux PepMEHTOB MOXKET OBITH

KOJIMYECTBEHHO HE JIOCTOBEPHA Yy MAIMEHTOB, TPUHUMAIOIIUX BUrabarput (cm. paszaen 4.8).

BI/IFa6anI/IH MOKET YBCJIHNYUBATH KOJIMYCCTBO AMHUHOKHCJIOT B MOYE€, YTO MOXKET IPHUBECTHU K
JIO)KHOIIOJIOKUTCIIBHOMY TCCTY Ha HCEKOTOPBIC PEAKHUEC TCHCTUUYCCKUEC HAPYIICHHA oOmeHa

BEIIECTB (Hampumep, ajibha-aMUHOAJUIUHOBYIO allUypHIO).

OI[HOBpeMeHHOC IMPUMCHCHUC BI/IFa6anI/IHa N KJIOHa3flmaMa MOXCT ycyFY6I/ITB CeIaTUBHBIN

addekt (cm. pasaen 4.4).

4.6. ®epTHIBHOCTD, 0EPEMEHHOCTD M JAKTALMS

bepemeHHOCTD

Y  OKeHIMH, TMNPUHMMABIIMX BUTabaTpuH BO BpeMs OepeMeHHOCTH  Halmroaasics
CaMONPOM3BOJIBHBIA a0OPT, a y JeTei, POKICHHBIX OT MaTepel NPUHUMABIIMX BO BpeMs
OepeMeHHOCTH BUrabaTpuH HaOIIOJANMCh BPOXKACHHBIE aHOMAIMM. BeposTHOCTh pa3BUTHS
BPO’KJCHHBIX TOPOKOB B 2-3 pa3a Bhllle, 4eM B 001el nonyssiinuu. Haubonee yacto BcTpeyaroTcst
pacluienHa BepxHero Heba, HapylIeHne Pa3BUTHUS CO CTOPOHBI CEPAEYHO-COCYAUCTON CUCTEMBI U
MOPOKH Pa3BUTHUsI HEPBHOU TPyOKu. M3-3a OrpaHUUEHHBIX JAHHBIX U HAJUYHS COMYTCTBYIOIIUX
MPOTHUBOSMUIICTIITUYCCKUX CPCACTB HEIB3A CACIAaTh ONPEACICHHOTO BEIBOJA O TOM, BBI3BIBACT JIN
BUTra0aTpUH MOBBIIMIEHHBI PUCK MOPOKOB pa3BUTHS NpHU IpueMe BO BpeMms OepeMeHHOCTH. B

cBsI3M ¢ Ooiee BBIPAXKCHHBIM PHCKOM BPOXICHHBIX ITOPOKOB IIPU HA3HAYCHUU HCCKOJIBKUX
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MPOTUBOSMUICTITUYECKUMH TIperiapaTaMu.
HccnenoBanus Ha )KUBOTHBIX [TOKA3aJU PENPOIYKTUBHYIO TOKCUYHOCTH (CM. pazzaen 5.3).

Burabatpun He ciemyer HCIoib30BaTh BO BpeMs OCpPEMEHHOCTH, 33 MCKIIOYCHHEM CIIy4yaes,
KOrja KIMHHYECKOE COCTOSHHME IKEHIIMHBI TpeOyeT JjedeHus BuradbatpuHoM. Tpebyercs
KOHCYJIbTAIlMsl SMUJIENTOJora Jjs MOBTOPHOW OLIGHKH MOTPEOHOCTH B TEpanu B IEPUOJ
IUTAHUPOBAHMSI O€PEMEHHOCTH y TALIMEHTOB, MOTYYAIOIIUX MPOTUBOAMICTITHYECKUE MTPETIapaThI.
HeoOxonuMo wm30eraTb BHE3AHOTO TMPEKPAIICHUS TEpanud MPOTHBOAIHICHTUYECKIMHU
npernapaTaMi B Cllydae BO3HHUKHOBEHHUS OEPEMEHHOCTH y TMAallMEHTKH B CBSI3U C TEM, 4YTO
yXyAlIeHUE TeUeHUs 3a00IeBaHMsI MOKET MIPUBECTH K YXYALICHUIO COCTOSIHUS KaK MaTepH, TaK U
wioga. CylecTBYIOT OrpaHMYEHHBIE CBEJEHUS O BO3MOKHOM BO3HUKHOBEHUH Je(eKTa MO

3peHusi y JeTeil, KOTOpbIE OIBEPIrauCh BO3ACHCTBUIO BUTa0aTpruHa BHYTPUYTPOOHO.

I'pyaHo€ BCKapMJIMBaHUE

Burabatpun BblmenseTcss ¢ TpPyIHBIM MoOJIOKOM. Hemocratouno WHGOpManuu O BIMSHUH
BUrabaTpruHa Ha HOBOPOXKJICHHBIX / Mia/ieH1eB. Heo0X0AnMO NPUHATH pellIeHHEe O MPEeKpaLeHUN
IPYIHOTO BCKapMIIMBAaHUS WM O IPEKpaIleHUH Tepanuy BUrabaTpUHOM C YY€TOM IOJIb3bI

TPYAHOI'O BCKapMJIMBAHHUA JIA pe6eHKa 1 TIOJIB3bI TCpallK AJId KCHIIWHBI.

DepTUabHOCTD

I/ICCJ'IGI[OBaHI/ISI (bepTI/IJ'H)HOCTI/I Ha KpbICaX HC IMOKa3aJIM BJIWAHHA Ha MYXKCKYIO MW KCHCKYIO

bepTriibHOCTE (cM. pazzaen 5.3).

4.7. Biausinde Ha CNOCOOHOCTH YINPABJIATHL TPAHCHOPTHBIMHM CPeICTBAMH M PadoTaTh C
MeXaHu3MaMHu

Kak mnpaBuno, manueHTaM ¢ HEKOHTPOJIUPYEMOM »SIUJIENICMEN HE pa3pelaeTcs YHpaBisTh
aBTOMOOWJIEM WJIM O00palIaThCs ¢ MOTEHIIMATLHO OMACHBIMU MEXaHW3MaMH. B CBs3u ¢ Tem, 4To
COHJIMBOCTHh HAOJIOAANIach B KIMHUYECKUX HCCIIEIOBAHUSAX BUTA0ATPUHA, TAITUEHTHI JOJKHBI

OBITh MpeaAynpeiKIACHLL 00 5TOM B Hayajie JICUCHHUS.

Yacto coobmianock o aedeKkTax MO 3peHus, KOTOpble MOTYT 3HAYWUTEIHHO TOBJIMITH HA
CITOCOOHOCTH YIIPaBJISATh TPAHCIIOPTHBIMU CPEJICTBAMH M paboTaTh ¢ MexaHu3MaMu. [loaTomy B
NepuoJl JICUEHHUs] MAalMEeHTaM CIIeAyeT u30eraTb MAEATeNbHOCTH, TpeOyromei BBICOKON

KOHIICHTPpAalM BHUMAHUA U CKOPOCTU ICUXOMOTOPHBIX peaKuHﬁ.
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(NOCNEQCBATENEHOCTE 0003)

4.8. HexkennaTeibHbIe peakunuu

Yacro coobmanocs o aeekrax moiis 3peHus OT JETKUX JI0 TSHKEIBIX Y MAIlMeHTOB, MOTYYaBIINuX
Burabarput. Hadyano BO3HMKHOBEHUS OOBIYHO TOCIIE HECKOJIBKUX MECSIEB /10 HECKOIBKHX JIET
Tepanuu  BurabarpuHoM. OObeMHEHHbIE JlaHHBIE  00CJel0BaHUI  pacHpOCTPaHEHHOCTU
CBUJCTENBCTBYIOT O TOM, 4TO Yy 1/3 manueHToB, MOJyYalOUIUX TEParui0 BUrabaTPUHOM,

pa3BuUBarOTCs eheKThI O 3peHus (CM. pasnen 4.4).

ITpumepro y 50 % manmeHTOB, y4YacTBOBAaBIIMX B KOHTPOJUPYEMBIX KIMHHUYECKHX
UCCIIEIOBAaHMSX, HAOMIOJATUCh HexenaTeabHble 3()()EeKThl BO BpeMsl JICUCHUsT BUTA0ATPHHOM. Y
B3pOCJIbIX OHM OBbUIM B OCHOBHOM CBSI3aHbl C LIEHTPAJIbHOM HEPBHON CHCTEMOI, TakHe Kak
celaTUBHBIN 3((EeKT, COHIMBOCTh, yCTAIOCTh U HApYLLICHUE KOHLEHTpaluu BHUMaHus. OJIHaKo y
Jereil 4acto HaOoJaloch BO30YXKIACHHE WIM axuranus. YacToTa 3THUX HeXelaTeabHbIX

3(1)(1)€KTOB, KakK IpaBuUJIO, BBIIIC B HAYAJIC JICUCHUA U YMCHBIIACTCSA CO BPCMCHEM.

Kak u B cilydae ¢ IpyrumMu NpOTUBOAIWIECHTHYECKMMHU IIpenapaTaMy, Y HEKOTOPBIX NAllMEHTOB
MOXET HaOJIoJaTbCs  YBEIMYEHHE 4YacTOThl NPUCTYNOB, BKJIIOYAs  SMNUICHTHUYECKHH
craryc. [laliMeHThl ¢ MUOKIIOHUYECKHMHU CY1I0POraMU MOTYT OBITh OCOOEHHO MOBEPKEHBI ATOMY
apdexty. B pemkmx cimydasx MOXKET BO3HUKaTh HOBBIM MHOKJIOHYC U 00OCTpeHHE

CYIIECTBYIOILIETO MHOKJIOHYCA.

Bo3moxHble 1000uHBIE 3 (dEeKThl KiIacCUPUIUPYIOT IO YacTOT€ MX BO3HUKHOBEHUS:
oueHb 4yacto - > 10 %; gacto - > 1 % u <10 %; vewacro - > 0,1 % u < 1 %; peako - > 0,01 % u
< 0,1 %; ouenb peako - < 0,01 %, BkIrOYAs OTAETbHBIE COOOIIEHUS; YaCTOTa HEU3BECTHA -
YacTOTY HENb3s OLEHUTH C TOMOILBIO UMEIOLIUXCS TAHHBIX.

Hapywenus co cmoponwl kposu u aumghamuyeckol cucmemvl. 4acmo — aHEMUS.

***: yacmo — yBeNIMUYEHUE MACCHI Tea.

Hapywenus memabonuzma u numanusi
Tcuxuueckue Hapywienus*: yacmo — BO30YXJEHHE, arpeCCUBHOCTb, HEPBO3HOCTh, JENpeccus,
NapaHOUJHBIE pPEaKUuH, OECCOHHMIA; Heyacmo — TUIIOMAaHUS, MaHMUS U TICUXO3bl;, peOKo —
MOTIBITKA CAMOYOUICTBA; OYeHb peOKo — TAITIOLUHAIIIH.

Hapywenus co cmopoHbl Hep8HOU CUcmeMbl. 04eHb YACmo — COHIIMBOCTb; YaCmo — TOJIOBHAs
00J1b, TOJIOBOKPY’KEHHE, HAPYIICHHUsI KOHIIEHTPAllMd BHUMAHUS U MaMsATH, TPEMOp, HapylIeHue
peuu, mapecTe3usi, HapylleHHE MBIIUICHUS, TPEMOp; Heuacmuvle — aTaKCHs, peoko —
sHIedanonaTus**; ouenv pedko — HEBPUT 3PUTEIBHOTO HEPBA; YACMOMA HEU38eCMHA —
coo0manock O ciay4asx aHomMaiuid rojoBHoro Mmosra npu MPT  wuccnenoBanum,
WHTPAMUEITMHOBOTO oTeka (0cobeHHo y muaneHIeB) (cMm. pasaensl 4.4 u 5.3). Coobmanocs o

JABUT'aTCIIbHBIX paCCTpOﬁCTBaX, BKJIIOYast AMCTOHUIO, ATUCKUHC3UIO U TUIICPTOHUIO, KaK OTACIIbHO,

TaK ¥ B coueTaHuu ¢ anomanusmu Ha MPT (cm. pasnen 4.4).
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Hapywenus co cmopoust opeana 3penusi; ougHb uackw:';-}gcg&ﬁ;ﬁ%'@&;&i Yot —

HEUETKOE 3pEHHuE, JBOCHHE B TIJla3aX, HHUCTArM; pedko — 3a00JieBaHHs CETYaTKH, KOTOpbIE
MPEUMYIIIECTBCHHO 3aTparuBad €¢ Tepu(depruvecKyr0 4acTh, oueHb pedko — 3a00JIeBaHUs
3pUTEIBHOIO HEpBa (HEBPUT 3PUTEIILHOTO HEpBa, aTpodus 3pUTENIBHOrO HEpBA); uacmoma
Heu38ecmHa — CHUKEHHE OCTPOThI 3pEHHU.

Kenyoouno-kuweynvle napyulenus: 4acmo — TOIIHOTA, pBOTA, 0OJIb B )KUBOTE.

Hapywenus co cmoponvl neuenu u scenuegvlgooauux nyme. 04eHb peoko — renaTur.
Hapywenus co cmopoHbl Kodcu U NOOKOJICHbIX MKAHeU: Yacmo — alloNelus; Heuacmo — Chlllb;
PeoKo — aHTUOHEBPOTHUYECKUI O0TEK, KpalMBHHULIA.

Hapywenus co cmoponbl MbluledHOU, CKeNemHOU U COeOUHUMENbHOU MKAHU. OYeHb YACMO —
apTpaTHUsL.

Obwue paccmpoucmea u HApYUWieHUus 8 mMecme 66e0eHUsl. 04eHb 4acmo — YCTalOCThb; Yacmo —
OTEK, Pa3JIPAKUTEIbHOCTb.

*C0001aI0Ch 0 PeaKIUsIX CO CTOPOHBI ICUXUKH BO BPEMsI TEPAITUU BUTA0ATPUHOM. DTH PEaKIIuu
BO3HHMKAJIM y TIALIMEHTOB C HAPyIICHHUEM IICUXUKH 1 03 HapymeHus. OOBIYHO ObLTH 0OpaTHMBIMH,
KOorja J103bl BuUraGaTpuHa OBUIM YMEHBIIEHbl WJIM IOCTENEHHO IpeKkpauieHsl (cM. Pazgen
4.4). lenpeccuss ObL1a pacHpOCTPAHEHHOW MCHXUATPHUYCCKON peEaKlIueidl B KIMHUYECKUX

HCCJIEIOBaHMSIX, HO PelIKo TpeOoBalia MpeKpalleHus npueMa BurabaTpuHa.

** Penakue cooOmieHust 00 HIIePaTONaTUYECKUX CUMIITOMAaX, TAKUX KaK BBIpaKCHHAs Cellalus,
CTyNOp U CIYTaHHOCTh CO3HAaHUS B CBS3M C Hecmenu(puuecko MeIJIEHHONW BOJHOBOU
AKTUBHOCTBIO Ha JJIEKTpodHIedamorpaMme, ObLTM OMHCAHBI BCKOpE TMOCJIE Hauyana JICYCHHS
BurabarpuHoM. Takue peakiuu ObUIM TOJHOCTHIO OOPATUMBIMHU IOCIE CHHKEHHUS J03bl WU

npekpaleHus npuema suradatpuna (cm. Paznen 4.4).

*** JJabopaTopHBI€ TaHHBIC CBUICTEILCTBYIOT O TOM, UTO JICUCHHE BUTAOATPUHOM HE MPUBOIUT
K moueyHor TokcuuHocTH. Habmonanocs cumxenue AJIT u ACT, koTtopwsie cuuMTaroTCs

PE3yJIbTaTOM UHT I/I6I/IpOBaHI/I}I OTUX aMI/IHOTpaHC(bepa3 BI/IFa6anI/IHOM.

[leguaTpudeckas IOMYISIUS

Icuxuueckue paccmpoﬁcm@a: OUY€Hb Hacmo — BO36Y)K,Z[CHI/IC, AXXKHTaIus.

COO6H.ICHI/IC 0 TOA03PEBACMBIX HEXKCIATCIBbHBIX PCAKIINAX

Baxmno COO6HlaTI) 0 IOA03PCBACMBIX HEXKEIATCIbHBIX PECAKIHAX ITOCIIC PETUCTpallu IIperiapara C
18(SA18:Y10) obecneyeHus HCIIPEPLIBHOI'O MOHHUTOpPHUHIAa COOTHOLICHUSA  «I10JIb3a — PHUCK»

JIEKapCTBEHHOTO Tpernapara. MeIumHCKIM pa0OTHUKAM PEKOMEHIYeTCs COOOIIaTh O JHOOBIX
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CUCTEMBI COOOINEHUs O HEXKEIATeNbHBIX PEaKIUsIX TOCYJapCTB — YJICHOB EBpasuiickoro
HKOHOMHUYECKOI'0 COI03a.

Poccuiickas @enepanus

109012, r. Mocksa, CrnaBsiHCKas mIowmajp, 1. 4, crp. 1

®denepanibHas ciryx0a 1Mo Ha30py B cdepe 3apaBooxpanenus (Poc3apaBaanazop)

Tenedon: +7 800 550-99-03

DnekrponHas mouta: pharm@roszdravnadzor.gov.ru

https://www.roszdravnadzor.gov.ru

4.9. llepeno3upoBka

CuMITOMBI

[Tpu mprieme BHYTPb J03bI Yallle BCEro cocTasisuiu oT 7,5 1o 30 r; 0AHaKo coo01Ianock o mpueMe
BHYTPH 10 90 . [TouTn monoBuHa cirydaeB ObUTA CBsI3aHA ¢ MHOTOKPATHBIM IIPHEMOM TIperapara.
Haubonee gacTeiMu CHMIITOMaMU OBLITH COHJTMBOCTD HIIM KOMa. J[pyrrue MeHee 4acTo OTMEeYaeMbIe
CUMITOMBI BKJIIOYANUd TOJIOBOKPYKEHHE, TOJOBHYIO 0O0Jb, MCHUX03, YTHETCHHE IbIXaHUS WU
anHod, OpaJuKapuio, THIIOTEH3UI0, BO30YKICHHE, pa3IpaKUTEIbHOCTh, CITyTAHHOCTh CO3HAHUS,
HEHOpPMAJIBHOE MTOBEICHHUE U HapyIlieHue peun. Hu o1Ha U3 mepe103upoBOK HE ITPHUBEIIa K CMEPTH.
Jleuenue

Crneuuduueckoro antuaoTa HeT. [Ipr HEOOXOAMMOCTH MTPOBOAUTCS CUMIITOMATHYECKOE JICUCHHUE,
AKTUBUPOBAHHBIA  YroJb HE3HAUUTENbHO ajacopOupyer BuradarpuH. IdPeKTUBHOCTH
reMOIuaIi3a IPH JICICHUH TIePEI03UPOBKH BUTa0aTpHHA HEM3BECTHA. B OTICIIBHBIX COOOMIEHUIX
y TAIUeHTOB C IIOYCYHOW HEJOCTATOYHOCTBIO, TIOMYYaBIIMX TEPAIMEBTHUECKUE JO3BI

BUTrabaTpuHa, TeMOIMANIN3 CHIDKAI KOHIIEHTPAllMIo BUrabarpuHa B riasme Kposu Ha 40-60 %.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoIMHAMHYECKHE CBOICTBA

(DapMaKOTepaHeBTI/I‘-ICCKaSI rpymara: NpOTUBOINMUICIITUYCCKUC CPCACTBA

Koxg ATX: NO3AG04

Burabatpun - OpOTHBOAMWICNITUYECKOE IEKAPCTBEHHOE CPEICTBO C YETKO OINpeAelICHHBIM
MEXaHU3MOM JIeHcTBUS. JIeueHre BUTA0aTpUHOM MPUBOIUT K yBeIHUeHUI0 KoHlleHTpanuu ' AMK
(raMMa-aMHHOMACIISTHON KHUCJIOTHI), OCHOBHOTO TOPMO3HOTO HEHpOMEANATOPa B TOJIOBHOM MO3TE.

DTO CBSI3aHO C TEM, 4YTO BUTA0ATpUH OBLT pa3paboTaH paIMOHAIBHO, KaK CEJICKTUBHBINA
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'’AMK.

5.2. ®apMaKoOKHHeTHYECKHE CBOHCTBA

AOGcopbrus

BurabarpuH siBisieTCs BOJOPACTBOPUMBIM COSUHEHUEM OBICTPO M TIOJIHOCTHIO BCACHIBACTCS U3
KEITYJIOYHO-KUIIEYHOTO TpakTa. llpueM TUIM HE U3MEHSET CTENeHb BCAChIBAHUSA
BurabarpuHa. Bpems nocTH)KeHUs MaKCHMallbHOW KOHIIEHTpauuu B miazme kposu (TCmax)
CoCTaBIIsIeT mpuMepHo 1 vac.

Pacupenenenue

CBsa3piBaHHe ¢ OeiakamMu IUIa3Mbl KPOBH HE3HAUMTENbHO. KOHIIEHTpaluu B IUIa3Me U
CIIMHHOMO3TOBOM KHAKOCTH JHMHEHHO 3aBUCAT OT J03bl B IMpeieiaXx pPEeKOMEHIyeMOro
nyamnasoHa J03.

Buorpancdhopmanus

Burabarpun metabonu3upyercs He3HAUNTEIbHO. MeTaboNuThI B I1a3Me He 00HAPYIKEHHBI.
OIMMUHALNS

BurabatpuH BBIBOAUTCS IOYKAaMU C KOHEYHBIM II€pHOJIOM IOIYBBIBEJEHUS 5-8 4acos.
[TepopanpHblil KIUpeHC BuUradaTpuHa cocTaBisieT npubnauszurenbHo 7 n/4. [Ipumepno 70 %
OJIHOKPATHON TEpOpabHOHN /1036l BHIBOJWIOCH B HEM3MEHEHHOM BHJIE C MOYOH B TEYEHHE
nepBBIX 24 yacoB mocie NpueMa rnpemnapara.

CDaDMaKOKI/IHCTI/I‘ICCKI/Ie/(baDMaKOHI/IHaMI/I‘IeCKI/Ie B3aUMOACHCTBUS

[TpsiMo#l Koppensiuu MeXay KOHIEHTpalued B Iia3Me KpoBH U 3(P(EKTUBHOCTHIO HET.
[IpoaoKUTENIPHOCTS  IEWCTBHS Tpemapara 3aBUCHT OT ckopoctu cuHTe3a ['AMK-
TPaHCAMUHA3BbI.

[lenmaTpudeckas NONYJIAIUS

dapMaKOKMHETHUECKHNE CBOWCTBA BHTabaTpwHa OBUTM HCCIENOBaHBI B TpyMNIax W3 MIECTH
HOBOPOXXJACHHBIX (Bo3pacT 15-26 mHei), mecTy MiaaeHIeB (Bo3pact 5-22 Mecsia) u MecTh
neteit (Bo3pact 4,6-14,2 rona) ¢ pedpakrepHoit snunerncueii. [locie oqHOKpaTHOTO BBEICHUS
nepopagbHOTO pacTBopa BUrabarpuna B qo3e 37-50 MI/Kr BpeMs JOCTHXKEHUS MaKCHMaTbHOM
KOHIIEHTPAIIUH COCTABIISIIO MPUOJIM3UTENHHO 2,5 Yaca y HOBOPOXKICHHBIX U MJIaJ€HIlEB 1 | yac
y nereil. KoHeuHbIN TepuoJi MOJYBBIBEJICHUS] BUTA0ATPHHA COCTABISI OKOJIO 7,5 4acoB y
HOBOPOXJIEHHBIX, 5,7 yaca y MiajJeHleB u 5,5 yacoB y aeredl. CpeaHee 3HaUC€HHE KIHUpPEHCA
AaKTHUBHBIX S-3HAHTHOMEpPOB BUTabaTpuHa y MiajgeHueB u jaered cocrasuio 0,591 n/y/kr u

0,446 1/49/KT COOTBETCTBEHHO.
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5.3. /laHHbBIE JOKJIHHHYECKOH 0€30MacHOCTH

HccnenoBanust 0€30MacHOCTH Ha JKUBOTHBIX, MPOBEIEHHBIC HA KpbICaX, MBIMIAX, cobakax M
o0e3psiHaX, TOKa3aJiHd, 4YTO BUTA0ATPUH HE OKAa3bIBACT 3HAYUTEIBHOTO HEOIAronmpHUsSTHOTO

BO3I[€I>1CTBPI5I Ha NICYCHb, ITOYKH, JICTKHUEC, CEPALIC UIIU )KCJ'Iy,I[OLIHO-KI/IH_Ie‘IHLJﬁ TpakKT.

B ronoBHOM M03re HabOIIOAIaCh MUKPOBAKYOIISIIUS B TPAKTaxX OEJIOTO BEHIECTBAa KPBIC, MBIIIIEH
u cobak mpu go3ax 30-50 wmr/kr/meHb. Y 00€3bsSH 3TH MOPaXCHUS MHUHUMAJIbHBI WU
HEOJHO3HAYHBL. DTOT 3¢ (EKT BbI3BaH pa3/eiCHUEM HApPY)KHOW IUIACTUHYATOW O0O00JIOUKH
MUEJIMHOBBIX BOJIOKOH, U3MEHEHUEM, XapaKTEPHBIM /U1 MHTPAMHEITUHOBOTO OTeKa. Kak y Kpbic,
TaKk M y CO0aK WHTPAMHEIUHOBBIA OTCK OBLI OOpaTHMBIM IIOCIIE MPEKPAIICHUS JICUCHUS
BUTa0aTpUHOM, M J@Xe TpPH NPOJOJDKEHHUH JICYCHHS HaONIoJalach THUCTOJIOTHYECKast
perpeccusi. OqHAKO y TPBI3YHOB HaONIOaINCh HE3HAYUTEIbHBIE OCTATOYHBIC HW3MEHEHHS,
cocrosAnIre M3 HAOYXIIMX AaKCOHOB (P03MHOQPHMIBHBIX CQEpOUIOB) M MHHEPATU30BAHHBIX
MUKPOOHBIX TeIl. Y cO0aKHU pe3yibTaThl JEKTPO(U3HOTIOTMISCKOTO UCCIICOBAHUS TOKA3BIBAIOT,
YTO WHTPAMUCIMHOBBI OTCK CBSI3aH C YBEJIUYCHHUEM JIATEHTHOCTH COMATOCEHCOPHOTO

BBI3BAHHOI'O IIOTCHIIKAJIA, KOTOpLIﬁ SABJIACTCA O6paTI/IMBIM IIpHU OTMCHC JICKAPCTBCHHOI'O CPpCACTBA.

PeTnHOTOKCHYHOCTD, CBSI3aHHAs C BUTA0ATPHUHOM, HA0JIFO1aIach TOJIBKO y OCIBIX KPBIC, HO HE Y
MUTMEHTUPOBAHHBIX KpBIC, co0ak wiu 00e3bsH. MI3MeHeHHsT ceT4aTKu Yy OeNbIX KpbIC
XapaKTepU30BAIHCH KaK (oKallbHAs UK MyIbTH(OKATbHAS 1€30PTaHU3aIIHSI BHEIIHETO SIIEPHOTO
CJIOSI CO CMEIICHWEM sifiep B 007acTh Majioyek W Koibouek. J[pyrue ciom ceTdaTkd He ObuH
3aTpOHYTHL. DTH TopakeHus Habmonamuch y 80-100 % XUBOTHBIX MpH mepopasibHO# 103e 300
MT/KT/feHb. [ McTONOTHYeCKUi BUJA STHUX MOPAKEHWH OB MOX0X Ha TOT, KOTOPBIH ObLI
oOHapy» eH y OelbIX KPBIC MTOCIIe Ype3MEPHOT0 BO3AeHcTBUA cBeTa. OJHAKO U3MEHEHUS CEeTYaTKU

MOTYT TaK)K€ IPEJCTaBISITh COOON MPSIMOE JIEKAPCTBEHHOE BO3IEHCTBUE.

DKCTepUMEHTHI Ha JKUBOTHBIX MMOKA3alli, YTO BUTAOATPUH HE OKA3bIBAE€T HETATUBHOTO BIUSHUS
Ha (epTHILHOCTh WM pa3BUTHE TUIOAA. Y KpbIC B M03ax 10 150 mr/kr (B 3 pa3a mpeBBIIIAONINX
YEIOBEUECKYI0 JI03y) WM Yy KpOJuKOoB B 1o3ax g0 100 wmr/kr He HaOMIOAIOCh
TepaToreHHOCTH. OJTHAKO Y KPOJIMKOB HAOJIF01aI0Ch HEOOIBIIIOE YBEIIMICHNE YaCTOTH Pa3BUTHS

BOJTYbel macTu npu no3ax 150-200 mr/kr.

HCCJ’IG}IOB&HI/IH C BI/IFa6anI/IHOM HC BBIIBUJIM OTOKA3aTCJIBCTB MYTAar€HHOI'0 MJIM KaHOCPOTrCHHOT'O

IEUCTBUSL.
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6. PAPMAIEBTUYECKHAE CBOMATBA VC/IEADEATENEROCTS 0U03)

6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB

S npo TabieTKu

LEJUTI0NI03a MUKpOKpUcTainyeckas (tum 102);
noBu10H K 30;

KapOOKCHUMETHIIKpaxMall HaTpHus;

MarHusi creapar.

[TnenouyHas 060109Ka

Omnanpaii 6emnsiii (03F280075)

[runpomeriosa (ruaApOKCUTTPOTAIMETHIIIIEIUTIONO034);
MakporoJj 6000;

TUTaHa JJUOKCH/I].

6.2. HecoBMecTHMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

2 rojaa.

6.4. Oco0ble MepbI NPEAOCTOPOKHOCTH NIPH XPAHCHUHU

XpaHuTb 1pu Temreparype He Boiie 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH
ITo 10 TabneToK B KOHTYPHYIO SYEHKOBYIO YIIAKOBKY U3 IUIEHKHU MOJIMBUHWIXJIOPUAHON U (HOJIBIU
TIOMAHUEBOM TTeYaTHO TakupoBanHoid. [1o 3, 5, 6, 10 wim 20 KOHTYpHBIX STYEHKOBBIX YITAaKOBOK

BMECTC C JIMCTKOM-BKJIQJABIIIEM B ITAYKY.

6.6. Oco0Oble Mepbl MPEIOCTOPOKHOCTH TNPH  YHUYTOXXKEHMH  HCIOJIb30BAHHOIO
JIEKAPCTBCHHOI'0 npemaparta nJIn 0TX0/10B, MOJIYYC€HHBIX mnmocJjie NMPpUMEHECHUSA
JIEKAPCTBEHHOT0 MpenapaTa u JAPyrue MaAaHUMYJISIIIAN C PenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEPZKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccniickas @enepanvs

000 «Pundapmy»,
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119435, r. Mocka, bonbmoii CaBBUHCKHUH 11€p., | 1, nomégﬂ:ﬁga—ll%% '&ﬁi‘o@ﬁ?@gthkﬁ 03)

Ten./daxc: +7 (495) 933 0385
E-mail: office@rinpharm.com

7.1. IlpeacraBuTeib AepKaTesisi PeriCTPAMOHHOTO YI0CTOBEPEHM s

[Iperensuu noTpeOUTENEH HAIIPABIIATE 10 AAPECY:

Poccniickas @enepanvs

119435, r. MockBa, bosbiioi CaBBuHCKu niep., 11, moabe3n 2, stax 4, nom. 11, komu.Ne25.
Ten./dbakc: +7 (495) 933 0385

E-mail: drugsafety@rinpharm.com

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUSA

9. JIATA TMNEPBUYHOM PEI'UCTPALIMU (IIOATBEPXKJIEHUS
PETUCTPALIMU, IEPEPETUCTPAILINN)

JlaTa nepBoii peructpanuu

10. TATA IEPECMOTPA TEKCTA

OO0mrast xapakTepUCTHKa JIeKapcTBeHHOro npenapata MHpupa, focTynHa Ha HHGOPMAIMOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 COI03a B MHPOPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

«Hurepuet» https://eec.eaeunion.org/.
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