ot 07.10.2024 N= 21666

OBIIASI XAPAKTEPUCTHKA JIEKAPCTREAHOTOTIPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

WNudupa, 500 mr, TabneTKu, MOKPHITHIE MIJICHOYHOW 000JI0YKOi

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB
JlelicTByto11I€€ BEIIECTBO: BUTA0ATPHH.
Kaxxnas tabnerka comepxut 500 mr Buradarpusa.

[TonHbIN IepedYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHASA ®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

[Ipenapar Mudupa nokazan Kk IPUMEHEHHUIO y B3POCIIBIX U JIETEH

B kadectBe MOHOTCpaNnuuy nNpu JCYCHUMH

e uHpaHTUIBHBIX ca3MoB (cuHapoM Becra)

B cocTaBe KOMIIJIEKCHOM Te€paluy IpU JICUCHUH:

® PE3UCTEHTHBIX NMaplHaIbHBIX MHUIEIICUI CO BTOPUYHON IeHepanu3aiueit mwin 6e3, koraa
BCE Jpyrue MOAXOASIINE TepaneBTUUYECKHEe KOMOMHAIMM OKa3ajJuCh HEJO0CTATOYHO

() PEKTUBHBIMH WITH TIIIOXO MEPEHOCUMBIMHU.

4.2. Pe:kum 103MPOBaHNS M CIOCO0 NPUMeEHEHUs!

PexuMm no3upoBanus

Jleuenne mnpenaparom HHpupa HE0OXOAMMO NPOBOAUTH IMOJ HAOIIOJEHUEM 3IUIIENTOJIOra,
HEBPOJIOTa UJIM MeauaTpa - Hepposiora. CrapToBasi 103a JONOJHSAET paHee Ha3HAUEHHOE JIEUEHUE

MPOTHUBOSMUWICIITUICCKUMU MPCIIapaTaMu.
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(NOCNEQCBATENEHOCTE 0010)

B3pocnbie

HauaneHast n03a amst B3pocibix coctapisier | r Burabatpuna (2 tabnerku) B cyTku. CyTodHas
J103a JJIsL B3POCIBIX COCTaBIsAeT oT 2 10 3 r Burabarpuna (ot 4 1o 6 Tabnerok). Pekomenayemas
MaKCHMaJIbHasl 1032 COCTaBIsIeT 3 T BUrabaTpuHa B CyTKH.
CyTouHYI0 103y ClIeayeT TUTpoBath ¢ marom 0,5 T ¢ HeJeTbHBIMI HHTEPBAJIaMU B 3aBUCUMOCTH
OT KJIIMHUYECKOT'O OTBETA U IEPEHOCUMOCTH Iperapara.

eTu

Pesucmenmnasn napyuanvuas snunencus

Jlns neteit 1o3a 3aBUCUT OT BO3pacTa U Beca.

OObIuHas HavyaJIbHAS J103a I AeTer cocTtaiseT 40 MUWIIUTpaMM Ha KUJIOTPaMM MAaccChl Tella B
JICHb.

B Tabnuine ykazano 4yrcio TabaeTok, KOTOPOE JOJKHO MPUMEHSTHCS Y I€Tel B COOTBETCTBUU C
Maccoi Tena. OO6paTuTe BHUMaHKE, YTO IPU 3TOM Peub UAET TOJIBKO O peKoMeHaanuu. Jlevamuit

Bpay peOEHKa MOYKET U3MEHSTH 103y IPU HEOOXOTUMOCTH.

Macca tena Jlo3a

10-15 xr 0,5-1 r (1-2 TabneTkn) B 1CHD

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

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

Bbonee 50 xr 2-3 r (4-6 TabneToK) B JCHB (71032 JIJIs
B3POCIJIbIX)

He CJICAYCT IIPEBLIIITATE MAKCUMAJIbBHO PEKOMCHAOBAHHYTO N03Y JAJIA Ka)XJ0i BECOBOI KaTCropmu.

Jlemu ¢ unHaumuibHLIMU cnasmamu (cunopom Becma)

Pexomennyemass HavanpHas J103a Juid AeTed ¢ cMHApoMoM Becra (MH(paHTHIbHBIE CIIa3MBbl)
cocraBnser 50 MWUIMIpaMM Ha KWIOTpaMM Macchl Tela B JE€Hb, XOTS HMHOTAA MOTYT
HCIIOJIb30BaThCS OoJiee BBHICOKHE J03bl. Bo3MokHO yBenudenue 1036l 10 150 muurpamm Ha
KHJIOTPaMM MAaccChl Tejla B JI€Hb B 3aBUCUMOCTH OT NIEPEHOCUMOCTH Ipenapara. CyToO4Hyo 103y
HE00XO0/IMMO TUTPOBATH B TeUEHUE | Henenu.

[TanMeHTHI MOKUJIOr0 BO3pacTa, NAIlMEHTHI C TOYSUYHON HEJOCTaTOUYHOCTHIO

[TockonbKky BHTa0ATpWH BBIBOAMTCS TOYKAMH, CJIEIyeT COOJI0JaTh OCTOPOKHOCTh TpH
Ha3HAYCHUH Ipenapara IMOKWIbIM JIIOJIM U OCOOCHHO TMAaIleHTaM C KIMPEHCOM KpeaTHHHHA
menee 60 mi/muH. Cienyer pacCMOTPETh BOIIPOC O KOPPEKTUPOBKE 1035l WIIM YaCTOTHI BBEACHUS

npenapata. Takue NaMEHThl MOTYT pearupoBaTh Ha 0Oojee HHM3KYI0 MOJAEP KHUBAOLIYIO
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3 PEeKTOB, TAKMX KaK CeTaTHBHOE JICHCTBHE WM CIIyTAaHHOCTb CO3HaHUs (cM. paszensl 4.4, 4.8).

Cnooco0 nnpuMeHeHus

BuyTpb, 10 M mocrne eabl.
CyTouHyto 103y HEOOXO0AUMO IPUHUMATh B BIJI€ OJHOKPATHOM 10361 WIIH JBa Pa3a B CYTKHU, Uepe3

paBHBIE IIPOMEKYTKHA BPEMEHH.

OTMeHy nmpemnapara CJICAYCT IMPOBOAWUTL IIOCTCIICHHO CHHXKasd 03y MW II0J TIOATCIbHBIM

MEIULIMHCKAM HAOIIOICHUEM.

4.3. IIpoTHUBONOKA3AHHS
['MnepuyBCTBUTENILHOCTD K BUTA0ATPHHY HJIH K JIFOOOMY U3 BCIIOMOTATEIILHBIX BEIICCTB,

NIEPEYUCIICHHBIX B TyHKTE 6.1.

4.4. OcoOble yKkazaHusl U MepPbl NPeIOCTOPOKHOCTH NPH NPUMEHEHUH

Burabatpun He TpuUMEHsSETCS B MOHOTEpANHM, 32 HCKIIOYEHHEM Tepanud WHQAHTHIBHBIX
CIIa3MOB.

VY nanueHToB, NOJy4aBIIMX BUTa0aTpHH, COOOIIANOCh O JedeKTax IMoJyiel 3peHHs], C BBICOKOM
qacToTOM pazButus (okojo 1/3 mauuenToB). Hayano oObIYHO HACTyHaeT yepe3 MECSIIbI MIIH TOJIbI
Tepanuu BuUrabaTpuHoM. CTeNeHb OrpaHWYEHHsS] TOJEH 3peHUss MOXKET ObIThb Cepbe3HOU. Y
OOJNBIMMHCTBA TANMEHTOB JAe(eKThl OBUIM MOATBEPXKACHBI MEpPUMETPUEH, HO MPOTEKaIN
6eccumnTomMHo. ClieZIoBaTeNIbHO, 3TOT HEXeJaTelbHbIl 3PQPEeKT MoxkKeT OBITh JI0CTOBEPHO
OoOHapy’>KeH TOJIBKO CHCTEMaTH4YeCKOW NepuMeTpHuel, KoTopas OOBIYHO BO3MOXHA TOJBKO Y
NAlMEHTOB cTapuie 9 ner. DnekTpopeTuHorpadus J0JKHA MPUMEHSTHCS TOJIBKO Y B3POCIHbIX,
NPOBEICHUS MTEPUMETPUU KOTOPHIM HEBO3MOXKHO, WJIM Y OY€Hb MOJIONBIX (cM. JledexTsl mois
3peHus).

Hmeromuecst JaHHbIE CBUAETENBCTBYIOT O TOM, UTO Je(eKThl MoJieil 3peHusl HeoOpaTUMBI JTaxe
1ocJje MpeKpalleHus npueMa Buradarpuaa. Henbss uckirouaTsh yXyAlleHUs O 3peHns moce
MPEKPALICHUS JIEUCHHUS.

[ToaTomMy BHrabaTpuH ciieyeT MPUMEHSTh TOJBKO IOCJE THIATEIbHOW OIEHKU COOTHOIIEHUS
MOJIb3bI U PUCKA IO CPABHEHMIO C aJIbTEPHATUBHBIMH METOJJAMH TEPATTUH.

Burabatpun He pekoMeHAyeTCs MPUMEHSTh MalMeHTaM ¢ KaKUM-JIM0O paHee CyIEeCTBOBABIIMNM
KJIMHAYECKH 3HAYMMBIM JIe(PEKTOM TIOJIeH 3peHHSL.

[TanMeHTh! JOKHBI MPOXOAUTH CUCTEMaTUYECKOE CKPUHUHIOBOE 00CIIeI0BaHHUE TIPU IIEPBUYHOM

npuemMe BUrabaTpuHa M uYepe3 peryJisipHble MPOMEXYTKH BPEMEHH JUIs BBISBICHUS Ae(eKTOB

Crpanuna 3 u3 18



COOTBETCTBYET 3KCMEPTHON
ot 07.10.2024 N= 21666

MOJIEH 3pEHUS U CHH)KEHHUS OCTPOTHI 3PEHUS. "Iecmpoﬁgfl}e:{ll@‘l%g %‘5@_}@; %ﬁgﬂegﬁhﬂ(;c%bml

1Y OTUETY

3pEHUsl JOJKHBI MPOJOJKATHCS C MHTEPBAIOM KaX/ble 6 MECSLEB B TEUEHHME BCEro Iepuoja
neueHus (cM. JleeKThl mosist 3peHust 1 OCTPOTa 3PEHUS).

JledeKTsl moJel 3peHus

OCHOBBIBasICh Ha UMEIOIIUXCS TAHHBIX, 0OBIYHOW KAPTHHOM SBJISETCS KOHIIEHTPUYECKOE CY)KCHUE
noJiei 3peHust 000UX Ti1a3, KOTOpoe, KaKk MpaBuilo, 6oJiee BRIPaKEHO C Ha3aJbHOW CTOPOHBI, YeM
¢ BUCOYHOH. B 1nieHTpansHoM mosie 3peHus (B npenenax 30 rpaaycoB 3KCHEHTPUCUTETA) 4acTO
HaOJrOIaeTCsl KOJbIEeBOM HOCOBOM aedekt. OmHako nedeKThl IMoyiel 3peHHus, O KOTOPBIX
co00IIaNIOCh Y TMAlMEHTOB, MOJIyYaBIIMX BHTabaTpWH, BAPbHPOBAIKCH OT JIETKOW IO TSHKEION
crereHu. Tsokennlie CIydyan MOT'YT XapaKTCPU30BATbLCA TYHHCIBbHBIM 3pPCHUCM. B Taxkennix
ClIydasix TaKkKe COOOIIaIOCh O CIETIOTE.

BoJIbIIIMHCTBO MAIMEHTOB ¢ Jie(heKTaMu, MOITBEPKJACHHBIMU TIEPUMETPHEH, paHee CIIOHTAHHO HE
3aMeyvaid HUKAaKUX CHMIITOMOB, JaK€ B TE€X CIIy4Yasx, KOTJa NMpH HEpUMETpPHH HaOIromaics
cepbe3HbIid edekT. MiMeronmecs: JaHHbIe CBUIETENLCTBYIOT O TOM, YTO Je(EKTHI MOJIeH 3peHus
HeoOpaTHMBI JTaXKe MMOCIIe MPEeKpalleHus npueMa BuradbarpuHa. Henb3s UCKITIOYUTh YXYIIICHHE

He(beKTOB noJiei 3PCHUA I1O0CJIC ITPCKPAIICHNA JICUCHUA.

OObeanHEHHbIE TaHHBIE 00CIEeI0BaHUN PACIPOCTPAHEHHOCTH CBHJIETENBCTBYIOT O TOM, YTO 10
1/3 manmueHTOB, MOJYYalOIMX Tepanmuio BUrabaTpUHOM, HMEIOT JeeKThl  moyen
3peHus. My»X4MHbI MOTYT TOJBEprarbcsi OOJIbLIEMY PHUCKY, 4eM >KeHIIMHBbI. [lo pe3ynpTaTam
IIPOBEJCHHBIX MCCIEAOBaHUN Oblla TOKa3aHa BO3MOJKHAs CBA3b MEXJy PHUCKOM pa3BUTHUS
NeeKTOB IoJiel 3peHHs U CTENeHbIO BO3/IEHCTBHS BUTabaTpUHa, Kak ¢ TOUKH 3PEHUSI CYyTOUHOU
no3bl (0T 1 rpamma 70 3 rpamMMOB), TaK M C TOYKH 3pEHMS MPOAOIDKUTEIBHOCTH JIEYCHUS

(MaKCMMyM B TEYCHHUE MEPBBIX TPEX JIET).

Bcewm narnuenTtam 10 Havasna JedeHusl BUTA0ATPUHOM HE0OXOAruMa KOHCYJIbTAIHs 0QTaIbMOJIOTa

¢ o0cne0BaHMEM TIOJIeH 3pEHHS.

CootBercTByIOllleE TECTUPOBaHHME TMOJE€H 3peHHs] (MEepUMETpUsi) C  HUCIOJIb30BaHUEM
CTaHJAapTU3UPOBAHHON CTAaTUYECKOW NEPUMETPUU WM KUHETHYECKOH NEPUMETPUM OJIKHO
BBITIOJIHATHCS 10 Hadyalla JICYEHHUs] U C UHTEPBAJIOM B LIECTh MECALIEB B TEUEHUE BCETO MEPHOJA
neueHnst. CtaTudeckast ODEpuMETpUd ABJACTCA MNMPECANOYTUTCIIBHBIM METOJI0M O6HaPY)KeHI/I${

nedexTa moJiel 3peHus, CBSI3aHHOTO C BUTA0ATPUHOM.

DnekTpopeTruHorpad s MOXKET OBITh TOJIE3HA, HO JOJKHA UCIIOIB30BAThCS TOJBKO Y B3POCIBIX,

KOTOpBIE HE MOT'YT OBITh 0OCIIEZIOBAaHbI C IPUMEHEHUEM MIEPUMETPHUH.
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1Y OTUETY

ONHKCAaHUE YACTOTHl W MOCIEICTBUI pa3BUTHUA JEPEKTOB IOJICH 3pEHHS BO BpEMs JICUYCHUS
BuradarpuHoM. [lanueHTsl A0KHBI 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 mnpuema BurabatpuHa. 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 nosaeu 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 B3BEILIEHBI C YIETOM BO3MOXKHOM MOJB3bI IS IeTei. B HacTosiee BpemMs
HE CYIIECTBYET YCTOSBILETOCS METOa TUATHOCTUKHU WIIM UCKITIOYEHUS AePEKTOB MOJIeH 3peHus y
JeTel, y KOTOpPhIX HEBO3MOXKHO TMPOBECTH CTaHAAPTU3UPOBAHHYIO TmepuMeTpuio. Ecim
MEPUMETPHS BBISIBISET HOPMAJIBHYIO PEAKIMIO IEHTPAIBHOTO MOJS 3pPEHUSl, HO OTCYTCTBYET
nepudepudeckas peakius, HEOOXOIMMO TEPECMOTPETh COOTHOIICHHE TMOJb3bl U PHCKA
NPUMEHEHUsS BHUTa0aTpUHA M PAacCMOTPETh BOMPOC O TOCTEIIEHHOM MPEKpPAlICHUH €ro
npuMeHeHus. Hanmnune nepudepudeckoro 3peHusi HE HCKII0YAeT BO3MOXKHOCTH Pa3BUTHUSA
nedeKToB ToJIed 3peHus. DIEKTpopeTUHOTpadusi TMO3BOJIIET TMOJIYYUTh JOTMOJHUTEIHHBIC
CBEJICHUS O CBETOUYBCTBUTEIBHOCTH CETYATKH, OJHAKO €€ MPUMEHEHUN PEKOMEH/I0BAHO Yy JIeTel

MJIaame 3-X JIeT.

OcTpoTa 3peHns

PaCHpOCTpaHCHHOCTL CHMXCHUA OCTPOTHI 3pCHUA Yy IMALIMCHTOB, IOJYYaBIIUX BI/II‘a6anI/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 OICHWBAaTh BO BpeMs KOHCYJIbTALMH OQPTAIBMOJIOIOM IIepe]

Ha4daJIoOM JICUCHUA BI/II‘a6anI/IHOM 1 C UHTCPpBAJIAMHU KaKIbIC MIECTh MCECALICB BO BPEMA JICUCHH .
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Hepponornueckue u ICHXUATPUICCKUE 3a00JICBAHUS

B cBsi3u ¢ pe3ynbTaTaMu TOKIMHUYECKUX UCCIICAOBAHUHI 0€30MMacHOCTH Y KUBOTHBIX (CM. pa3ien
5.3) pekoMeHayeTCs, YTOOBI MALMEHTHI, TOTyYaBIINe BUTa0aTPHH, BHUMATEIFHO HAOII0NAIN 32

HEeOIaronpHUsITHBIM BO3/eicTBHEM Ha ()YHKIIMU HEPBHOM CHCTEMBI.

Penxue cooOuieHus o cUMITOMAax 3HIE(aNoNnaTHH, TAKUX KaK BbIpaKEHHAs cellalysl, CTyIop U
CIyTaHHOCTb CO3HAHHUS, CONPOBOXKJIAIOIIMXCS HeCHeuU(PUUECKOH MEeIJICHHOH BOJHOBOM
aKTHBHOCTBIO Ha 3JIEKTpo3HIe(danorpamMmme, ObUIM OMHCAaHBl BCKOPE IOCIE Hauyajla JICUEHHS
BurabarpuHoM. MakToOpsl pUCKA Pa3BUTHS ATUX PEAKUUN BKIIOYAIOT 0OJee BBICOKYIO, YeM
PEKOMEH/I0BAaHO, HayallbHYIO 103y, Oojiee OBICTPYIO 3CKaJallMio J03bl Ha 0ojiee BBICOKHUX
CTYNEHSX, YeM PEKOMEHJIOBAHO, U MOYEYHYIO HEAOCTATOUYHOCTh. DTH HEXEJIaTelIbHbIE PEaKIUU

ObUTH OOpaTUMBI TMOCIIE CHIKEHMS JI03bI WM MPEKpalleHus npueMa BuradbarpuHa (CM. paszen

4.8).

Coo0maioch 0 Ciry4asx aHOMAJIbHBIX pe3yiabTatoB MPT Ton0BHOTO MO3ra, B 4acTHOCTH Y
MaJIeHbKUX JeTeil (muazame 2-X JieT), MOJIyYaBHIMX JIeYEHHE NpH HHQPAHTUIBHBIX Cclla3zMax
BBICOKMMH J103aMM BurabatpuHa. KimmHuueckoe 3HaueHUe 3TUX Pe3y/IbTaTOB B HACTOSILEE BpEeMs
Hen3BecTHO. Kpome TOro, coolmanoch 0 ciaydasx HHTPAMHEIMHOBOTO OTEKa, OCOOEHHO Y
MJIQJICHIIEB, MOJy4YaBIIMX JIEYeHHE Mpu HUHOGAHTWIBHBIX chna3max (cM. pasznensl 4.8 u
5.3). Coo0mianoch, 4T0 UHTPAMHUEIUHOBBI OTEK SBJISCTCS OOpATUMBIM IOCJE TPEKpaIICHHS
npruema npenapara, U Mo3TOMY PEeKOMEHAYeTCs IMOCTENEHHO MpeKpallath NpueM BUradbaTphHa

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

CooOmianioch 0 HapylIEHUSAX JBUKEHUS, BKJIIOYas AUCTOHUIO, AUCKUHE3UIO U THIEPTOHHIO, Y
NAMEHTOB, MOJYYaBUIMX JIEYEHUE NMpU MHPAHTWIBHBIX crnazMmax. [lonb3a / puck npuMeHeHus
BUrabaTpuHa clelyeT OLeHMBATh WHAMBHUIYaJIbHO A Kaxjaoro nauueHta. Ecimu Bo Bpems
JeyeHHs BUTabaTpUHOM BO3HUKAIOT JIBUraTeIbHbIE pACCTPOMCTBA, CIIEAYET PACCMOTPETh BOIIPOC

O CHUKCHHUHU NO3bI W TOCTCIICHHOM IMPCKPAIICHUHA JICYHCHH .

Kak u B cimydae ¢ ipyrumMu TpOTUBOIUAIIENI THYECKUMH JIEKAPCTBEHHBIMH CPEICTBAMH, HEKOTOPHIS
MAlMEeHTHl MOTYT HWCIBITHIBATh YBEIWYCHUE YACTOTHI CYJOPOT WIIA TIOSIBJICHHUE HOBBIX THIIOB
CyJIOpOT TpU TpUMEHEHUHU BHUradatpuHa (cM. pasaen 4.8). OTU SBIEHHUS TaKkKe MOTYT OBITh
CJIEICTBUEM TNEPENO3UPOBKH, CHIXKEHHMS KOHLEHTpAlMM B IUIa3M€ KPOBHM COIYTCTBYIOLIETO

MPOTHUBOSMUWICITUYCCKOI'O JICHCHH A UJIU ITapaJOKCAJIbHOT'O B(I)(beKTa.

Kak u B cimyyae ¢ 1pyrumMu nmpOTHBOSNUICITUYECKUMU MIpernapaTaMy, pe3kasi OTMEHa Ipernapara
MOKET TPUBECTH K TOBTOPHBIM cyaoporam. OTMeHy BurabatpuHa cieayeT MpOBOJIUTH

MNOCTCIICHHO, CHUXXCHHUEM O03bI B TCUCHHUC 2-4-H€I[€HBHOFO nepuonaa.
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MOBEJICHUYECKUMH IpobjIeMaMu B aHaMmHe3e. Bo BpeMs JiedeHHs BUTa0aTPHHOM COOOIAIOCH O
HApyIIEHUSIX CO CTOPOHBI IICHXUKM (Hampumep, BO30OYXKICHUE, JIerpeccusi, HapylIeHHE
MBILUICHHS], MapaHOUJAIbHbIE peaKUuH). OTH HApYyLUIEeHWs BO3HUKAJIM KaKk y IAlUEHTOB 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

COO6H_IaJ'IOCL 0 CyulIuJAJIIbHBIX MBICIIX W IOBCACHHU Yy MAIMCHTOB, IIO0JIyYaBIINUX
MMPOTHBOSIWJICIITHICCKUC cpeacrBa 110 HCCKOJBbKHM nokazaHusM. MeTaaHaau3
PAHIOMHU3UPOBAHHBIX HJIaIIe60-KOHTpOJII/IpyeMBIX I/ICCJIeI[OBaHI/If/'I MMPOTHUBOSIMICITUICCKUX
JICKAPCTBCHHLIX CPCACTB TAKIKC ITOKa3ajl HEOOJIBIIOH TOBBIIICHHEIN PUCK CyHIUAAJIbHBIX MBICJICH
" IIOBCACHMA. MexaHu3M 3TOro BCI)(l)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 IIOBCACHUA u JOJIDKHBI OLITH pPacCMOTPCHEBL BOIIPOCHI
cooTBeTCTBYyMOIIEro JiedeHus. [lanpentam (M aumaM, OCYIIECTBIISIIOIMIMM YXOJ 3a NallMeHTaMHU)
CleyeT pPEKOMEHJ0BaTb HEMEIJIEHHO OOpaTUTbCs K Bpady IpU MOSBICHUM IPU3HAKOB

CYnIUaJIbHBIX MBICJIEH WU IIOBEACHUS.

[Toxxuible TIOAM M NAIMEHTHI C TOYSYHOM 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/ TIIATETFHBIM HAOJIIOICHUEM Ha MPEIMET HeXKeNaTebHbIX 9(PPEKTOB, TAKMX KaK

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

BzauMoaelicTBus, KOTOPhIE HCO6XOZ[I/IMO YYUTEIBATDH

OnHOBpEeMEHHOE TpUMEHEHHE BUTa0aTpUHA M KIIOHA3elmaMa MOXET YCYryOuTh CeIaTHBHBIM
addekt (cm. pazaen 4.5). HeobxonuMo TaTenbHO OLEHUTh HEOOXOAMMOCTh COITyTCTBYIOIIETO

MIPUMEHEHUS Mpenapara.

4.5. B3aumojeiicTBue ¢ JAPYrHMH JIEKAPDCTBEHHBIMH TMpenapaTraMM M JApyrue BH/bI
B3aNMOdelCTBUA
[TockonbKy BUTaOaTpUH HE METAOOTM3UPYETCS U HE CBA3BIBACTCS C OCIKaMU, a TAKXKE HE SBIISICTCS

UHAYKTOpOM (hepMeHTOB MeTabosm3Ma nutoxpoma P450 meueHu, B3aMMOACHCTBHE C IPYTHMMU
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UCCIICIOBAaHUN HAOJI0aNIOCh MMOCTENEHHOE CHIDKEHHE KOHICHTpauuu (EHUTOMHA B ILIa3Me
kpoBu Ha 16-33 %. TouyHas nmpupona 3TOro B3auMOJCHCTBUS B HACTOALIEEC BpeMsl HE M3y4eHa,

OJHAaKO B OOJILIINHCTBE CJIy4acB OHa BpsAd I 6y,[[eT HUMETHh TCPAIICBTUUCCKOC 3HAUYCHUC.

Konnenrpanuu kapbamaszenuna, ¢peHobapOuTaza U BaabIpoaTa HATPUS B ITUIa3ME KPOBU TAKIKE
KOHTPOJIMPOBAIUCh B XOJE€ KOHTPOJUPYEMBIX KIMHUYECKUX MCCIEAOBAHUN, M KIMHUYECKU

3HAYUMBIX B3aUMOJICUCTBUN OOHAPYXKEHO HE ObLIO.

Burabatpun MOXeT NMPUBOIUTH K CHIDKEHHIO YPOBHS amaHmHamuHoTpaHcgepassl (AJIT) u, B
MEHbIIIEH creneHu, acnapraramuHoTrpancdepassl  (ACT). Coobmianocs, YTO  BeJIWYHMHA
nonasnenus AJIT Bapeupyet ot 30 % g0 100 %. [ToaTomy oreHka 3Tux PepMEHTOB MOXKET OBITH

KOJIMYECTBEHHO HE JOCTOBEpPHA Y NAIIMEHTOB, IPUHUMAIOIIUX BUradaTpuH (cM. paszen 4.8).

BI/IFa6anI/IH MOKET YBCJIHNYMBATH KOJIUYCCTBO AMHUHOKHCJIOT B MOYEC, YTO MOXKET IPHUBECTHU K
JIO)KHOIIOJIOKUTCIIBHOMY TCCTY Ha HCKOTOPBIC PEAKHUEC TCHCTUYCCKUEC HAPYIICHUA obMeHa

BEIIECTB (HanmpuMmep, alb(ha-aMIHOATUITHHOBYIO allUAYPHIO).

OI[HOBpeMeHHOC IIPUMCHCHHEC BI/IFa6anI/IHa N KJIOHAa3€IlaMa MOXKCET ycyFy'6I/ITb Ce,Z[aTI/IBHblﬁ

addekt (cm. pasnen 4.4).

4.6. ®epTHIBHOCTb, 0€PEMEHHOCTD M JAKTAUMS

bepemeHHOCTD

Y  OKeHIWH, TNPUHMMABIIMX BUrabaTpuH BO BpeMs OepeMeHHOCTH  Halmropaics
CaMONPOM3BOJIBHBIA a0OPT, a y JeTei, pOXKICHHBIX OT MaTepel NPUHUMABIIMX BO BpeMs
OepeMeHHOCTH BUrabaTpuH HaOIIOJAINCh BPOXKIACHHbIE aHOMaluH. BeposTHOCTh pa3BUTHUS
BPO’KICHHBIX TOPOKOB B 2-3 pa3a Bhllle, 4eM B 001el nonyssiinuu. Haubonee yacto BcTpeuaroTcs
pacluienHa BepxHero Heba, HapylIeHne Pa3BUTHUS CO CTOPOHBI CEPAEYHO-COCYAUCTON CUCTEMBI U
MOPOKH Pa3BUTUSI HEPBHOU TPyOKH. M3-3a OrpaHUUEHHBIX JAHHBIX M HAJIMYMS COMYTCTBYIOIIUX
MPOTHUBOSMUICTIITUYCCKUX CPEACTB HEIbB3A CACIAaTh ONPEACICHHOTO BBIBOJAa O TOM, BBI3BIBACT JIU
BUrabaTpUH MOBBIIIEHHBIH PUCK MOPOKOB PAa3BUTHUS MpHU MpueMe BO Bpems OepemeHHOCTH. B
CBsI3U ¢ Oosiee BBIPRKEHHBIM PHUCKOM BPOXKJEHHBIX IMOPOKOB IMpPH HA3HAYEHUH HECKOJIBKHX
MIPOTUBOSIMIICIITUYECKUX IIPENapaToB BaXHO CTPEMHUTBCA K IPUMEHEHUIO MOHOTEpaIuu

MPOTHUBOSMUWICITUICCKUMU MIpEIiapaTaMu.

HccnenoBanus Ha )KUBOTHBIX [TOKA3aJIM PENPOAYKTUBHYIO TOKCUYHOCTD (CM. pazzaen 5.3).
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KOrJla KIMHHYECKOE COCTOSIHHE KCHINMHBI TpeOyer nedeHus BurabarpuHoM. Tpedyercs
KOHCYJIbTAIMS JMUJIENTOJOra JJisi TOBTOPHOW OIIGHKH IOTPEOHOCTH B TEPAHUH B IEPHOJ
IUTAHUPOBaHMSI OEPEMEHHOCTH Y TTAIIMEHTOB, MOTYYAIOIIUX IPOTUBOSITHICTITHYECKUE TTPETIapaThl.
HeoOxomumo w30eratb BHE3AIHOTO TPEKPALICHUS TEPalud  MPOTHBOAHICTITUYCCKUMU
mpernapaTaMu B Clly4ae BO3HUKHOBEHUS OCPEMEHHOCTH y TMAIMEHTKH B CBSI3U C TEM, 4YTO
YXyAIICHUE TeUCHUS 3a00IeBaHHsI MOXKET IPUBECTH K YXYAIICHUIO COCTOSIHHSI KaK MaTepH, TaK U
wiona. CyIecTBYIOT OTpaHUYCHHBIC CBEJCHUS O BO3MOXKHOM BO3HHUKHOBCHHMH Je(eKTa IOJIs

3peHus y JeTeil, KOTOpbIe MOBEPrajIich BO3IEHCTBUIO BUTabaTpuHa BHYTPHYTPOOHO.

I'pyaHo€ BCKapMJIMBaHUE

Burabatpun BbImensercs ¢ TpPyIHBIM MoJiokoM. Hemocratrouno wWHGOpManuu O BIMSHUH
BUTa0aTpHHA HA HOBOPOXKICHHBIX / MyaieHIeB. Heo0X0AnMO NpUHATH pelieHre O MPeKPaeHHN
IPYIHOTO0 BCKapMIIMBAaHUS WJIM O IPEKpAIEHUU Tepanuy BUrabaTpUHOM C YY€TOM IOJIb3bI

TPYAHOI'O BCKapMJIMBaHUA JIA pe6eHKa H IT10JIb3bI TCPAIIUU IJIA )KCHIIUHBI.

DdepTUabHOCTD

HccnenoBanus (I)epTI/IJ'IBHOCTI/I Ha KpbICAX HC IMOKAa3aJIM BJIUAHHA HA MYXKCKYHO U KCHCKYIO

bepTIIbHOCTD (CM. pazzen 5.3).

4.7. BausiHue Ha CIOCOOHOCThH YupaBJisdiTb TPAHCHOPTHBIMHU CpeACTBAMH H paGOTaTb C
MEXaHU3MaMHU

Kak mpaBujIo, IMaNUCHTaM C HGKOHTPOHpreMOﬁ SMUJICTICUEH HE pa3pemiacTCsa YHIpaBJIATh
aBTOMOOMIIEM HIIH 06pamaTLc;1 C NOTEHIIMAJIbHO OMAaCHBIMU MEXaHu3MaMH. B cBs3M C TEM, 4YTO
COHJIMBOCTD Ha6J'IIOJIaJ'IaCI> B KIMHUYCCKUX HCCICIOBAHHUAX BI/IFa6anI/IHa, HNanMuEHThI JOJXKHBI

OBITH IPEIYNPEKICHBI 00 3TOM B HayaJle JeUeHUsl.

Yacto coolmanock o jaedekrax mosed 3peHusi, KOTOpble MOTYT 3HAYMTEIbHO IMOBJIMATH Ha
CIIOCOOHOCTH YIPAaBIISATh TPAHCIIOPTHBIMU CPEJICTBAMU U paboTaTh ¢ MexaHuzMamu. [loaTomy B
nepuoj, JieYeHUs TMalMeHTaM CclieyeT u30eraTtb JeATelbHOCTH, TpeOyromei BbICOKON

KOHICHTPpAlM BHUMAHUA U CKOPOCTU ICUXOMOTOPHBIX peaKI.IHfI.

4.8. HexkesiaTeibHbIE peaKiuu
YacTo coobmranoch o redexrax mosist 3peHus OT JETKUX JI0 TSKEIbIX Y NAllMeHTOB, MOTyYaBIInX

BI/IFa6anI/IH. Hayano BO3HMKHOBEHHS OOBIYHO ITOCIE HECKOIBKHX MECALICB 10 HECKOJIBKUX JICT
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CBUJICTEJILCTBYIOT O TOM, 4YTO y 1/3 mHaIlMeHTOB, MOJYYAIOUIMX TEParuio BHUrabaTpPUHOM,

pa3BuUBarOTCs eheKTHI MO 3peHus (CM. pasnen 4.4).

[Ipumepno y 50 9% mnamueHTOB, Y4YacTBOBABIIMX B KOHTPOJUPYEMBIX KIMHUYECKHX
UCCIIEIOBAaHMSX, HAOIIOJATUCh HexenaTeabHble 3()()EeKThl BO BpeMs JICUCHUsT BUTA0ATPHHOM. Y
B3pOCJIBIX OHHM OBbUIM B OCHOBHOM CBSI3aHbI C LIEHTPAJIbHOM HEPBHON CHCTEMOil, Takhe Kak
ceaTUBHBIN 3D (PEKT, COHTUBOCTD, YCTATIOCTh U HApyIlIeHNWE KOHIIEHTpaluu BHUMaHus. OHaKo y
JeTeil 4acTto HaOMoJaloch BO30OYXKIACHHWE WIM aXuTalus. YacToTa 3THUX HEXelaTeIbHBIX

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

Kak u B ciiydyae ¢ ApyrumMu npOTUBOSNUIENTHYECKUMHU IIpenapaTaMu, Y HEKOTOPBIX NAllUEHTOB
MOKET HaONIoJaTbCs YBEIWMYEHHWE YacTOThl MPHUCTYIOB, BKIOYAas AHWIENTHUYECKUN
ctaryc. [laiiMeHThl ¢ MUOKIIOHUYECKHMHU CY10POraMU MOTYT OBITh OCOOEHHO MOBEPKEHBI ATOMY
a¢dexty. B peaxux ciydasx MOXKET BO3HUKATh HOBBII MHOKJIOHYC U 00OCTpeHHue

CyHICCTBYIOIIECTO MHUOKIIOHYCA.

Bo3moxnbie 1000uYHBIE A((EKTH KIacCHPHUIMPYIOT IO YacTOTe WX BO3HUKHOBCHUS:
oueHb yacto - > 10 %; gacto - > 1 % u <10 %; nevacro - > 0,1 % u < 1 %; peaxo - > 0,01 % u
< 0,1 %; ouenb peako - < 0,01 %, BkIrOYas OTAETbHBIE COOOIIEHUS; YaCTOTa HEU3BECTHA -
YaCTOTY HEJb3s OLIEHUTH C TIOMOIIBIO UMEIOIINXCS JJAHHBIX.

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

Hapywenus memabonuzma u numanus™**: yacmo — yBeIM4eHnEe MacChl Tela.

THcuxuyeckue Hapywenus™®: uacmo — BO30YXKIEHHE, arpECCUBHOCTh, HEPBO3HOCTb, JETPECCHS,
MapaHOWIHbIE PEaKIMK, OCCCOHHMUIIA, Heuacmo — TUIOMAHHS, MaHUS M TICUXO3BI, peoKo —
MOTBITKA CAMOYOMICTBA; 0ueHb pedKo — rajTIOLIMHALIUY.

Hapywenus co cmoponvl Hep8HOU cucmembl: OYeHb 4acmo — COHJIUBOCTh; Yacmo — TOJOBHAs
00J1b, TOIOBOKPYKEHHE, HAPYIIICHHUS] KOHIIEHTPAIlU BHUMAHUS U TIAMSITH, TPEMOP, HApyIIEHUE
peun, TMapecTe3usi, HapyIIEHHWE MBIIUICHUS, TPEMOp; Heuacmvle — aTaKCUs,; peoKo —
sHuedanonatusa™*; ouewb pedko — HEBPHUT 3PUTEIBLHOTO HEPBA;, YACMOMA HEU3BECMHA —
coo0manock O ciy4asx aHoManuid rojoBHoro wmosra npu MPT  wuccnemnoBanuw,
WHTPAMUETIMHOBOTO oTeka (0cobeHHo y muaneHieB) (cMm. pasaensl 4.4 u 5.3). Coobmanocs o
JIBUTATEIBHBIX PACCTPONCTBAX, BKIIIOUAs JUCTOHHIO, JUCKUHE3UIO U THIIEPTOHUIO, KaK OTJIEIBHO,
TakK U B coueTaHuu ¢ anomanusimu Ha MPT (cwm. pasgen 4.4).

Hapywenus co cmoponvt opeama 3penus: ovenv uyacmo — AEPEKT TMONeU 3peHUs, vacmo —
HEYETKOE 3pEHHEe, NBOCHUE B TJa3aX, HUCTArM; pedko — 3a00JIeBaHHS CETYATKH, KOTOPBIC

MIPEUMYIIECTBEHHO 3aTparuBajii €e¢ MepUu(EepUUIECKYI0 YacTh; OueHb pedko — 3a00JIeBaHUS
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Heu36ecmna — CHUKEHUE OCTPOTHI 3pCHUSI.
Kenyoouno-xuweunvie napyuienus: yacmo — TOIHOTA, PBOTA, 00JIb B AKHUBOTE.

Hapywenus co cmopoHbl neueru u scendesbleo0auux nymell. ouenb peoko — IenaTuT.
Hapywenusa co cmoponvl KodcU U NOOKONCHBIX MKAHEl. 4acmo — aJoNenus; Heyacmo — ChIIlb;
PeoKo — aHTUOHEBPOTHYECKUI OTEK, KpAalTMBHULIA.

Hapywenus co cmoponl MbluieuHOU, CKelemHou U COeOUHUMENbHOU MKAHU. OYeHb YACMOo —
apTpaNTHsL.

Obwue paccmpoiicmea u HApywleHUus 8 Mecme 66e0eHUs. 04eHb 4acmo — YCTalOCTh; YaCmo —
OTEK, Pa3IpaXKUTEIbHOCTb.

*C0001aI0Ch 0 PeaKIUsIX CO CTOPOHBI ICUXUKX BO BPEMs TEPAITUU BUTA0ATPUHOM. DTH PEaKIIuu
BO3HHMKAJIU y MMALIMEHTOB C HApyILIEHHUEM IICUXUKH U 6e3 HapyeHus. OObIYHO ObLIM 0OpaTUMBIMH,
KOrJa J03bl BUTa0aTpuHa OBUIM YMEHBIICHBI WIM MOCTENEHHO Ipekpamensl (cMm. Pasmen
4.4). letipeccust OblIa pacpOCTPAHEHHOH IICUXUMATPHUUSCKON peakiuell B KIMHHYSCKHX

HCCJIEJOBaHMSIX, HO PelIKo TpeOoBalla MpeKpalleHus npueMa BurabaTpuHa.

** Penkue coobOmeHus: 00 HIEPATONAaTHUYSCKUX CUMIITOMAX, TAKMX KaK BBIPAKCHHAS CETAINS,
CTYNIOp W CIIyTaHHOCTh CO3HAHHUA B CBS3M C HeCNenU(DUYECKO MeJIEHHOW BOJIHOBOM
AKTUBHOCTBIO Ha JJEKTpodHIledamorpaMme, ObLTH OMHCAHBI BCKOpE TMOCJIE Hauyana JICYSHHS
BurabarpuHoM. Takue peakiui OBUIH TIOJHOCTHIO OOpPATHMBIMHU ITOCIIE€ CHWXKCHHS 03Bl WU

npekpaleHus npuema suradatpuna (cm. Paznen 4.4).

*** JJabopaTopHBIE€ TaHHBIE CBUIECTEIHLCTBYIOT O TOM, YTO JICUEHHE BUTA0ATPUHOM HE MIPUBOIUT
K Mouye4yHoil TokcuuHoctu. Habmonanocs chHmxenue AJIT u ACT, koTtopble cuuTaroTcs

pe3yjIabTaTOM I/IHFI/I6I/IpOBaHI/I${ OTUX aMHHOTpaHC(bepa3 BI/IFa6anI/IHOM.

[leguaTpudeckas IOMYISIU

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

COO6HI€HI/I6 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITNAX

BaxxHo co00mIaTh 0 Mo103peBacMbIX HEXKENATEIHHBIX PEAKIUAX MTOCIIe PErUCTpaIy Mpernapara ¢
[ENbI0 O0ECIeUeHUs HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIEHUS «IOJb3a — PHCK»
JICKapCTBEHHOTO Tpernapara. MeaTuIMHCKUM pa0OTHUKAM PEKOMEHIYeTCs COOOIaTh O JFOOBIX
MO/I03PEBACMBIX HEKEIATEIbHBIX PEAKIUAX JICKAPCTBEHHOTO Tpernapara 4epe3 HalmOHAIbHBIC
CHUCTEMBbl COOOILEHUS O HEXKeJaTeNbHBIX pEeaKIUsIX TrocyJapcTB — ujeHoB EBpasuiickoro

9KOHOMHUYECCKOI'o COro3a.
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Poccuiickag ®enepanus

Anpec: 109012, r. Mocksa, CiaBsiHCKas Iiomaip, 1. 4, ctp. 1

DenepanbHas ciryx0a 1o Hag30py B cdepe 3apaBooxpanenus (PoczapaBuanzop)

Tenedon: +7 800 550-99-03

DJNEKTpOHHAs 0YTa:

JUIst JepKaTesen PErucTpalMOHHBIX YAOCTOBEPEHUN u IIPOU3BOUTEINICH

npenaparos:pharm@roszdravnadzor.gov.ru

JUTS. METMIIMHCKUX OpraHu3aruii: Npr@roszdravnadzor.gov.ru

Wurepuer-caiit: https://www.roszdravnadzor.gov.ru

PecnyOnnka ApMeHus

Anpec: 0051, r. EpeBan, nip. Komuraca, 49/4

AO3T «HayuHblil HEHTpP SKCHEPTU3BI JIEKAPCTB U MEIULIMHCKUX TEXHOJIOTUN UM. AKaJleMUKa
3. N'abpuensHa»

Tenedon: +374 60 83-00-73, +374 10 23-08-96, +374 10 23-16-82

®akc: +374 10 23-21-18, 23-29-42

Tenedon ropsueit TMHUU OT/ElIa MOHUTOPUHTA 0€30MTACHOCTH JIEKApCTBEHHBIX CpeCTB: +374
10 20-05-05, +374 96 22-05-05

DnexTponHas nmoyra: admin@pharm.am, vigilance@pharm.am

WuTepHeT-caidT: WWw.pharm.am

Pecnybnuka bemapyces

Anpec: 220037, r. Munck, ToBapurieckuii miep., 2a

VII «LleHTp dKCnepTU3 U UCIIBITAHUM B 3paBOOXPAHCHUN
Tenedon: +375 (17) 299-55-14

dakc: +375 (17) 299-55-14

Tenedon otaena papmakonamzopa: +375 (17) 242-00-29
DnekTponHas noyra: recpl@rceth.by

Wurepuer-caiit: www.rceth.by

PecnyOonmka Kazaxcrau

Anpec: 010000, r. Actana, paiion baitkonsip, yi. A. ImaHoBa, 13

PI'TI Ha IIBX «HauuoHalbHBIA LEHTP 3KCIEPTU3bl JICKAPCTBEHHBIX CPEACTB U MEIUIMHCKUX
u3nenuity Komwurera MeaMuumHCKOro U  ¢apMaleBTUYECKOro KOHTpoJist MuHHCTEepcTBa
3npaBooxpanenus Pecny6nuku Kazaxcran

Tenedon: +7 (7172) 78-99-11

Onekrponnas noyra: farm@dari.kz

Wurepuer-caiir: https://www.ndda.kz
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Keipresckas PecriyOnnka

Anpec: 7200446 r. bunikexk, yiu. 3-sa Jlunus, 25

JlenapTamMeHT JIEKapCTBEHHBIX CPEACTB U MEAMIIMHCKUX U3eIUi Ipy MUHKUCTEpCTBE
3npaBooxpanenus Keipreickoit PecryOommku

Tenedon: 0800 800-26-26

Onekrponnas moura: dlomt@pharm.kg

Wurepuer-caiit: www.pharm.kg

4.9. [lepeno3upoBka

CumMnTOMBI

[Tpu mprieme BHYTpb A03bI Yallle BCEro cocTasisui ot 7,5 1o 30 r; 0HaKo coo011anock 0 IpueMe
BHYTpPb 110 90 1. IlouTn nojoBuHa ciaydyaeB ObLIa CBA3aHA C MHOTOKPAaTHBIM PUEMOM IIpenapara.
HauOosnee yacTbIMi CUMIITOMaMU ObUIH COHJIMBOCTB WM KOMa. [Ipyrue MeHee 4acTo oTMeuaeMble
CHMIITOMBI BKJIIOYQJIM TOJIOBOKPYXKEHHE, T'OJIOBHYIO OOIb, NCHX03, YTHETCHUE IBIXaHUS WU
amHo), OpaInKaPANIO, TUTIOTEH3HIO, BO30YKIIEHHE, pa3pa)kKUTEIbHOCTb, CITyTAHHOCTh CO3HAHMS,
HEHOpMaJIbHOE IIOBEJICHHE U HapylleHue peu. Hu oHa 13 nepeio3upoBOK He PUBEIIa K CMEPTH.
Jleuenue

Crneuunduueckoro antunota HeT. [Ipr HE0OX0AMMOCTH TPOBOAUTCS CUMIITOMATHUECKOE JIEUEHUE,
AKTUBUPOBAHHBIA  Yrojb HE3HAUUTENbHO ajacopOupyer BuradarpuH. ODPeKTUBHOCTH
reMo/ivann3a npu JeUeHUH! NepeJo3UPOBKH BUTabaTprHa HEM3BeCcTHA. B oTAeIbHBIX COOOIIEHUAX
y TAIUEHTOB C II0Y€YHOW HEJOCTaTOYHOCTHIO, TIOJY4YaBUIMX TEPANEBTUUECKUE O3Bl

BUrabaTpuHa, reMoualln3 CHUKaJl KOHIEHTpalMIo BUrabarpuHa B miazme kposu Ha 40-60 %.

5. PAPMAKOJIOTUYECKHUE CBOMCTBA

5.1. ®apmakoaMHAMHYECKHE CBOICTBA
dapmakoTepaneBTUYECKas rPyIa: MPOTUBOAIMWICITHYECKUE CPEJCTBA; MPOU3BOIHBIE JKUPHBIX

KHUCJIOT

Kox ATX: NO3AG04

BurabatpuH - NpOTHBOAIHMIEHTUYECKOE JIEKAPCTBEHHOE CPEJCTBO C YETKO OINpPEAEICHHBIM
MeXaHU3MOM JeiicTBuUs. JIedeHne BurabaTpuHOM NPUBOIUT K YBEJIMUEHUIO KOHIIeHTpauuu ' AMK
(raMmMa-aMHHOMACIISTHON KHCIIOTBI), OCHOBHOT'O TOPMO3HOT'O HElipoMeIuaTopa B TOJIOBHOM MO3Te.
OTO CBA3aHO C TEeM, 4YTO BUrabaTpuH ObLI pa3paboTaH paLMOHAIBHO, KaK CEJIEKTHBHBIN

HeoOpatumbiii mHTHONTOP ["AMK-Tpancamunassl, (hepMeHTa, OTBETCTBEHHOTO 32 PACIICIIICHNE

'’AMK.
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5.2. dapmMaKkoKHUHEeTHYeCKHUe CBOHCTBA

AGcopbums

BurabarpuH sABisercs BOAOPACTBOPUMBIM COEMHEHHEM OBICTPO U ITOJIHOCTBIO BCACBIBAETCS U3
JKEIYIOYHO-KMIIEYHOro TpakrTa. [IpuemM mnumum He U3MEHSAET CTENEHb BCACHIBAHHUS
BurabarpuHa. Bpemsi njocTikeHuss MakCUMalIbHOM KOHIIGHTpauuu B iazme kposu (TCmax)
COCTaBJISIET MpUMEpHO 1 yac.

Pacopenenenue

Csa3biBanue ¢ OenkamMu IJ1a3Mbl KPOBU He3HauuTenbHO. KOHUEHTpauuu B IUiasMe H
CIIMHHOMO3TOBOW JKHJKOCTH JIMHEWHO 3aBUCAT OT JO03bl B TMpejeiax pPEeKOMEHIYyEeMOIo
JMana3oHa J103.

BI/IOTDaHCd)ODMaHI/IH

BuraGatpun metabonusupyercs He3HaUUTeNIbHO. MeTabonuThI B I1a3Me He OOHAPYKEHBI.
DJIMMUHALMS

BurabaTtpuH BBIBOAMTCS IMOYKAaMU C KOHEYHBIM TIEPUOJOM TIOJYBBIBEICHHUS S5-8 YacoB.
[TepopanbHblil KIUpeHC BUrabaTpuHa cocTaBiseT npudnuszurensHo 7 n/4. [Ipumepno 70 %
OJIHOKPATHON MepOpasbHON 03bl BHIBOAMIOCH B HEM3MEHEHHOM BHJIE€ C MOYOW B TEUeHUE
nepBbIX 24 4acoB MOCJe MpueMa mpemnapara.

CDaDMaKOKI/IHCTI/ILIGCKI/Ie/d)aDMaKOI[I/IHaMI/ILIGCKI/IG B3aI/IMOI[eI\/'ICTBI/I$I

[Tpsimoli KOppensLuu MeXJy KOHIEHTpalued B Iula3Me KpOBU U 3(PQPEKTUBHOCTHIO HET.
[TpoloKUTENBHOCT  EWCTBUS IIpenapara 3aBUCUT OT ckopocth cuHTe3a ['TAMK-
TPaHCAMHUHA3BI.

HCI[I/IaTDI/ILIeCKaﬂ TIOITYJIAITH A

dapMaKOKMHETHYECKHME CBOWCTBA BUTa0aTpuHa OBLIM HUCCIEAOBAHBI B TPyNNax M3 IIECTH
HOBOPOXACHHBIX (Bo3pacT 15-26 mHeil), mectu mianeHieB (Bo3pacT 5-22 mMecsiia) U MIECTH
nereit (Bo3pact 4,6-14,2 rona) ¢ pedpakrepHoit anunencueit. [locie oTHOKpaTHOTO BBEJACHUS
MepopaIbHOTO pacTBOpa BuradbarpuHa B g03¢ 37-50 Mr/Kr Bpems TOCTH)XKEHUS MaKCUMaIbHOMN
KOHIIGHTPAIIUU COCTABIISAIIO MPUOIU3UTEIBHO 2,5 Yaca y HOBOPOXKICHHBIX M MJIaJeHIIEB U | yac
y nereil. KoHeuHbI Mepuoa TMOJYBHIBEICHUS] BHUTa0aTpUHA COCTABISLI OKOJIO 7,5 4acoB y
HOBOPOJKJIEHHBIX, 5,7 4yaca y MiaJeHIeB U 5,5 yacoB y aereil. CpegHee 3HaUYCHUE KIMPEHCA
aKTUBHBIX S-D)HAHTHUOMEPOB BUTAa0AaTpWHA y MIiaJieHNeB u aeTed coctaBuio 0,591 n/4/kr u

0,446 1/9/KT COOTBETCTBEHHO.

5.3. /laHHbBIE JOKJIHHHYECKOH 0€30MacHOCTH
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o

My OTYETY

o0e3psiHaX, TOKa3aJMd, 4YTO BUTA0ATPUH HE OKAa3bIBACT 3HAYUTEIBHOTO HEOIAronmpUsSTHOTO

BOSZ[efICTBI/ISI Ha ICYCHb, ITIOYKH, JICTKHUEC, CCPALIC UTTN )I(CJIyI[O‘-IHO-KPIH.IC‘-IHLIfI TPAaKT.

B rosmoBrHOM Mo3re HabIr0AaIaCh MUKPOBAKYOJISIIUS B TPAKTAaX OEJIOr0 BEIIECTBA KPBIC, MBIIIEH
u cobak mpu go3ax 30-50 wmr/kr/meHs. Y 00€3bsiH 3TH TOPAKEHHS MHHHMAIbHBI WIN
HEO/JHO3HAYHBL. DTOT 3(QQEKT BBHI3BAH pPAa3JCICHHEM HApPYKHOH IUIACTHHYATOH OOOJIOUYKH
MHEJIMHOBBIX BOJIOKOH, H3MEHEHHEM, XapaKTepHBIM Ul HHTPaMUEITMHOBOTO oTeka. Kak y kpsic,
TaK U y CO0AaK HMHTPAMHUEIMHOBBIA OTEK OBLI OOpaTHUMBIM IIOCIE MPEKpAIIEHUS JICYCHUs
BUTA0ATPUHOM, W JaXe NpU TPOJODKCHUH JICUeHHs HaOIoJanach THCTOJIOTHYECKas
perpeccusi. OOHaKO y TpPHI3YHOB HAOJIONANNCh HE3HAYUTEIbHBIE OCTAaTOYHBIC H3MEHEHHMS,
COCTOSIIIME M3 HAOYXIIMX aKCOHOB (?03MHOQMIBHBIX C(HEPOUIOB) W MHHEPAIN30BAHHBIX
MHKPOOHBIX Te. Y cO0aKH pe3ynbTaThl NEKTPO(HU3NOIOrHIECKOT0 UCCIEJOBAaHHS IOKA3bIBAIOT,
YTO WHTPAMHUEIMHOBBI OTEK CBSi3aH C YBEJIMUYEHHEM JIATEHTHOCTH COMAaTOCEHCOPHOTO

BBI3BAHHOI'O ITIOTCHIIMAJIA, KOTOpBIfI SABJIACTCA 06paTI/IMI)IM IIpHU OTMCHE JICKAPCTBCHHOI'O CPCACTBA.

PeTnHOTOKCHYHOCTB, CBSI3aHHAS ¢ BUTA0ATPHUHOM, HA0JIIO1aIach TOJIBKO y OCIBIX KPBIC, HO HE Y
MUTMCHTUPOBAHHBIX KpBIC, CcO0aKk wiH 00e3bsH. MI3MeHeHHs ceT4aTku Yy OeNbIX KpPBIC
XapaKTepU30BAIHCH KaK (JOKallbHAs U MYJIbTU(OKATbHAS 1€30PTaHNU3a1IUs BHEIIIHETO SIEPHOTO
CJIOSl CO CMEIICHHEM slep B 00JacTh Majiodyek M Koilbouek. Jlpyrue ciou ceTyaTKd He ObuIn
3aTpOHYTHL. DTH nopaxenus: Habmonammcs y 80-100 % >kxuBOTHBIX Tpu mepopaibHOi 103e 300
MI/KT/eHb. [ MICTONOTHYECKU BHUJ OSTUX TMOpPaKEHUH OBLI TMOXO0XK Ha TOT, KOTOPBIA OBLI
oOHapy» eH y OelbIX KPBIC MTOCIIe Ype3MEPHOTo Bo3AeHcTBUS cBeTa. OJHAKO M3MEHEHHUS CEeTYaTKU

MOT'YT TAaKX€ MPCACTABIIATH coboif IIPAMOC JICKAPCTBCHHOC BO3JICHCTBHE.

DKCMEPUMEHTHI Ha KUBOTHBIX MOKA3aJIM, YTO BUTa0aTPUH HE OKA3bIBAET HETATUBHOTO BIIHSHUS
Ha (epTHILHOCTH WM pa3BUTHE TUIOAA. Y KpbIC B M03ax 10 150 mr/kr (B 3 pa3a mpeBBIIIAIONINX
YeNOBEUYeCKyl0 J03y) WIM Yy KpOIMKOB B jo3ax ngo 100 wmr/kr He Habmogan0ch
TepaToreHHocTH. OJJHaKO Y KPOJMKOB Ha0II0/1a710Ch HEOOIbIIIOE YBETMUYEHNE YaCTOThl Pa3BUTHUS

BOJTUbEH mactu mpu go3ax 150-200 mr/kr.

HccnenoBanus ¢ BI/ITa6anI/IHOM HC BBIABUJIN NOKA34ATCIBCTB MYTAar€HHOI'O HJIM KAaHOCPOTCHHOT'O

IEUCTBUSL.

6. PAPMAIIEBTUUYECKHUE CBOMCTBA

6.1. IlepeyeHb BCIOMOraTe/IbHbIX BelIECTB

Slapo TabieTkn
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HEJUTI0NI03a MUKPOKpUCcTaundeckas (tum 102);

nosuoH K 30;
KapOOKCUMETUIIKpaxMall HaTpHUs;
MarHus cTeapar.

ITneno4yHas 000104Ka

[Tnenounast o6onouka Genas
[runpomerniosa (ruapOKCHUITPOIMIMETHIIIICIITION03a);
MakporoJg 6000;

tutana quokcun (E171)].

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)

3 roxa.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH

XpaHuTs 1pu Temreparype He Boiie 25 °C.

6.5. Xapakrep u coaepxaHue NEPBHYHOH YIAKOBKH
ITo 10 TabneToK B KOHTYPHYIO SYEUKOBYIO YIIAKOBKY M3 IUIEHKHU MOJIMBUHWIXJIOPUAHON U (HOJIBIU
TIOMUHUEBOM TeYaTHOM nakupoBanHoi. [1o 3, 5, 6, 10 wim 20 KOHTYpHBIX TYEHKOBBIX YITAaKOBOK

BMECTC C JIMCTKOM-BKJIAJAbIIIEM B ITAYKY.

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPHM  YHUYTOXXKEHMH  HCIOJIb30BAHHOIO
JIEKAPpCTBEHHOr0  Tpenapara WJIH  OTXOA0B, MOJYYEeHHBIX TOCJe NPUMEHEHHUs
JIEKAPCTBEHHOT0 NMpenapara u Apyrue MaHUMYJISIAY € MPenapaTomM

Oco0ble TpeOoBaHUS OTCYTCTBYIOT.

7. AEP’KATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHUS

Poccuiickas @enepanus

000 «Pundapmy»,

119435, r. Mocksa, bonbmioit CaBBuHCKuil Tiep., 11, moawse3n 2, atax 4, moM. II, komH.Ne25.
Ten./dbakc: +7 (495) 933 0385

E-mail: office@rinpharm.com
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7.1. IlpeacraBure/ib AepKaTesiss perucTPaAuMgHHOL0 v'[wc_lr-(ragn%'i;ﬁ'ﬁ“ TENEHOCTE 0010)

IIperen3un norpeduTene HaIPaBJIATE OO aIPECY:

Poccniickas @enepanus

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

E-mail: drugsafety@rinpharm.com

PecnyGmuka Apmenus

AHO "HaunoHanbsHbIN Hay4YHBIN EHTP apMakoHazopa'

Anpec: 105005, Poccus, . Mockga, yn. baymanckas, 1.6, ctp. 2, atax 9, opuc 923

Ten.: +7 499 504-15-19,

+7 903 799-21-86

Anpec anekTpoHHON TouThl: adversereaction@drugsafety.ru

Pecny6nuka benapychb

AHO "HanmoHansHBIH HAy4HBIA HEHTP GapMakoHanazopa"

Anpec: 105005, Poccust, r. MockBa, yi. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Ten.: +7 499 504-15-19,

+7 903 799-21-86

Anpec snekTpoHHO# mouThl: adversereaction@drugsafety.ru

Pecniy6nuka Kazaxcran

TOO "LEKARSTVENNAYA BEZOPASNOST (JlexkapcTBeHHas 6€3011acHOCTS)"

Anpec: 050047, Kazaxcran, ropog Anmarsl, Anarayckuil paitod, Mukpopaiion Casuiel, 1.16,
KB.8

Ten.: +7 777 064 27 02

+7 499 504-15-19

Anpec anekTponHo# mouTsl: adversereaction@drugsafety.ru

Keipreizckas PecniyOnnka

AHO "HauuonanbHbli HAy4HbIN HIEHTp dapMakoHaazopa”

Anpec: 105005, Poccust, r. Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, oduc 923
Ten.: +996 99 901-50-45,

+7 499 504-15-19

Anpec snekTpoHHOM mouThl: adversereaction@drugsafety.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUA
JITI-Ne(002112)-(PT-RU)
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9. JIATA TIEPBUYHOW PErUCTPATHIA""GAIOATREPHKAEHNS

PEI'MCTPAIIUU, TIEPEPEI'MCTPALIUN)
Hara nepsoii peructpauuu: 05.04.2023

10. TATA IIEPECMOTPA TEKCTA

OO0wast xapakTepUCcTHKa JieKapcTBeHHOro npenapata Mupupa, noctynHa Ha MHGOPMAMOHHOM
noprane EBpa3uiickoro 3KOHOMHUYECKOT0 COI03a B MH(POPMAIIMOHHO-KOMMYHUKAIIUOHHOW CETH

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