COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 12.09.2024 N= 19465

OBLLASI XAPAKTEPUCTHKA JIEKAPCTBERHOT O IPEITAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O IIPEITAPATA

WNudupa, 500 Mr, rpanyss! AJ1s TPUTOTOBJICHUS PacTBOpaA I IpUeMa BHYTPb

2. KAUECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JlelicTByto11I€€ BEIIECTBO: BUTA0ATPHH.
1 maketuk coaepxut 500 mr BurabarpuHa.

[TonHbIN IepedYeHb BCIOMOTATEIbHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAA ®OPMA

I'panyibl JUIsl IPUTOTOBIIEHUS pACcTBOPA IS IPUEMA BHYTPb

['panyibl 6es10ro Uiy MouTH OENIoro LBeTa.

4. KINMHUYECKHUE JAHHBIE

4.1. Iloxka3aHusi K NPUMEHEHHIO

[Tpenapat MHdupa nmokazaH kK NPUMEHEHHIO Y B3POCIIBIX U JETEH:

B kadectBe MOHOTCpaNnuuy nNpu JCYCHUMH

e uHpaHTUIBHBIX ca3MoB (cuHapoM Becra)

B cocTaBe KOMIIIEKCHOM TCpaIlvu ITpH JICYCHUN

® PC3UCTCHTHBIX MapHHuaJIbHbIX SMIUJIETICHI CO BTOpI/I"IHOI\/’I FeHepaJ'IPBaI.[HefI niIn 663, Koraga
BCC Apyruc noaAxodsaAmue TCParlCBTUICCKUC KOM6I/IHaHI/II/I OoKaszaJJuCb HEAOCTATOYHO

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

4.2. Pe:kum 103UPOBAaHNS M CIIOCO0 MPUMEHEHUSI

PexxuMm no3upoBaHus

Jleuenue mnpenaparom HHpupa HE0OX0IUMO TPOBOAUTH TMOJ HAOIIOIEHHUEM SIUJIENTONOra,
HEBpOJIOTa WIH Meauarpa - HeBposiora. CtapToBasi 103a JAOIMOJHIET paHee Ha3HAYEHHOE JICUEHUE
HpOTI/IBOC)HI/IJ'IeHTI/I‘—IeCKI/IMI/I npenapaTaMI/I.

B3pocnbie

HauanpHast nmo3a [uis B3pocibIX cocTaBisieT | r© BurabatpuHa (2 makeTuka TpaHyl st

IIPUTOTOBJIEHUS pacTBopa) B CyTku. CyTouHas 1103a JUIsl B3POCIHBIX COCTaBJISIET OT 2 10 3 T
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BurabatpuHa (0T 4 10 6 MaKETUKOB TpaHyJ s npnfglﬁgl;ngg%ga“J@BEﬁ 'fi”'CIIoE\'/IQI:IHféMa;{

MaKCUMaJibHas 03a COCTaBIIAET 3 T BUrabaTpuHa B CYyTKHU.

CyTouHyI0 103y clieyeT TUTpoBath ¢ marom 0,5 r ¢ HeJleIbHBIMU UHTEPBAIAMH B 3aBUCUMOCTHU

OT KIIMHUYCCKOI'0O OTBETA U IEPCHOCUMOCTH IIpCIiapaTra.

CTHU

Pesucmenmnasn napyuanvuas snunencus

PexomeHnnyemass HauaibHas 1032 y HOBOPOXKJIEHHBIX, JETEM U IMOAPOCTKOB cocraBiseT 40

MUJUIMT'PAaMMOB Ha KHJIOI'paMM MaAcChbl T€jla B CYTKH. B Ta6n1/1ue YKa3aHO 4YHCJIO ITaKCTHKOB,

KOTOPOC OOJIKHO IIPUMCHSATHECA Y ,Z[CTCI;'I B COOTBETCTBHMH C MacCOM TeJa. HOSI)I JJIA pe6eHKa MOI'yT

OBITh M3MEHEHBI IPU HEOOXOTUMOCTH.

Macca tena Jlo3a

10-15 kr 0,5-1 r (1-2 makeTuka rpaHy’ IS IPUTOTOBJICHUS PAacTBOPA IS
MprieMa BHYTPb) B CYTKH

15-30 xr 1-1,5 r (2-3 nakeTuka rpany AJisg IPUTOTOBICHHS pacTBOpa s
MpreMa BHYTpPb) B CyTKH

30-50 kr 1,5-3 1 (3-6 makeTHKOB rpaHyJI U IPUTOTOBIICHHS PACTBOPA JIJIs
MprieMa BHYTPb) B CYTKH

bonee 50 kr 2-3 r (4-6 makeTUKOB TpaHyJl AJis IPUTOTOBICHHS pacTBOpa AJisl IpueMa
BHYTPb) B CYTKH (7103a JIsl B3POCIIBIX )

He CJICAYCT IPEBLIIITATE MAKCUMAJIbBHO PEKOMCHAOBAHHYTO N03Y JAJIA Ka)XJ0i BECOBOM KaTCropmu.

Jlemu ¢ uHpaumurbHLIMU cRazmamu (curopom Becma)

Pexomennyemas HawanmpHas Ao3a Juisl neteil ¢ cuHapomoM Becra (MH(paHTUIBHBIE CHa3MBbI)

coctaBisier 50 MUWJJIMIT'PpaMM Ha KHJIOrpaMM MAcCCbl TE€jlla B [O€Hb, XOTd HHOTAa MOTYT

HCIIOJB30BaThCs 00JIee BHICOKHE J036l. Bo3MoxxHO YBCIUUYCHUC OO3bI IO 150 MUJUIMT'PAMM Ha

KHJIOTpaMM MACChI T€JIa B ICHb B 3aBUCUMOCTU OT ICPCHOCHUMOCTHU IIpCriapara. CYTO‘-IHYIO 03y

HE0OXOAMMO TUTPOBATH B TeUCHHUE | HEmeH.

[TanMeHTHI MOKUJIOr0 BO3pacTa, HAIlUEHTHI C TOYEUYHON HEJOCTaTOUYHOCTHIO

HOCKOJILKy BI/ITa6anI/IH BBIBOJAUTCA IIOYKaMHu, CJICAYCT CO6J'IIOI[3.TB OCTOPOKHOCTH IIPU

Ha3sSHaA4YCHUU IIpf€rapara MOXWIBIM JIIOOAM N 0COOCHHO nanuceHTaM C KIMPEHCOM KpCaTHHWHA

meHee 60 mi/muH. CleryeT paccMOTPETh BOMPOC O KOPPEKTUPOBKE T03bI MIIH YACTOTHI BBEJICHUS

npenapata. Takue NaMEeHThl MOTYT pearupoBaTh Ha 0Oojiee HH3KYI0 TOJIEP’KUBAIONIYIO
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n03y. TlayenTsl OMKHBI HAXOMUTHCS TOJ Ha6n}oi1glllﬂlfc1\71|E1¥é-: Eh'TsEEW ok

3 PEeKTOB, TAKMX KaK CeTaTHBHOE JICHCTBHE WM CIIyTAaHHOCTb CO3HaHUs (cM. paszensl 4.4, 4.8).

Cnoco0 rmpuMeHeHus

BHyTps, 10 min nocne enpl.

Jo3a, kpaTHasi OJHOMY MAKETUKY, cocTaBisieT S00 mr.

[l pacTBOpeHMs npenapara UCIOIb3YI0T NUTHEBYIO BOLy KOMHAaTHOM TeMIIEpPATyphl.
PactBoputs npenapar Mudupa MokHO B 1:000M yJOOHOM Ul ipuemMa o0beMe MUTHEBON BOJbI,
IPY 3TOM MUHMMAJIbHO JOITyCTUMBINH 00beM BOBI U1 PACTBOPEHUs | makeTHka cocTaBiseT 1 Mil.
OnTumanbHbII 00beM BOABI AJIs1 PACTBOPEHHUS | MAKETHKA COCTABIISIET 5 MIL

J1s IpUTrOTOBIICHHS PAcTBOpA MOTPEOYIOTCS:

- CTakaH /Ui [PUTOTOBJICHUS pacTBOpa (MKeJaTelbHO MPO3pauHblii CTEKISIHHBIM CTakaH, 4TOOBI
IIPOBEPUTH MOJIHOE PACTBOPEHHE IIperapara);

- CTaKaH C MUThEBOM BOAOW KOMHATHON TEMIIEpaTyphI;

- MEpHBIA MeAUIMHCKUH mpui Ha 10 M1 1ubo Ha 5 Mu1 (eciM BpayoM HazHayeHa J103a OTIUYHas
ot kpatHoii 1 maketuky (500 mr)). Hlnpui ucrons3yercst 6€3 Ukl

- HOXXHUIIBI (4TOOBI BCKPBITH MAKETHK).

[TocnenoBarenbHOCTh IPUTOTOBJIEHHS pacTBOpA JIJIsl IPUEMa BHYTPb:

Ortan 1 - [Ipexne yeM BCKpBITh MAKETHK, CIEIYET MOCTy4YaTh IO HEMY, YTOOBI OPOILIOK OCEJT Ha
JTHO MaKETHKaA.

Hanpe3atb HOKHUIIAMU B BEpXHEN YacTH MAKETHKA, YTOOBI BCKPBITh MAKETHK C MTPETapaToM.
Ortan 2 — nepechinaTh B IyCTOM CTakaH BCE COAEPKUMOE OJHOTO MAKETUKA, €CJIN 3a OJUH NpUeM
TpeOyercst mpuHATH 103y mnpemnapata 500 mr u menee. JIubGo mepechinaTh BCE COAECPKHUMOE
HECKOJIbKUX MaKETHKOB, €CIIHM 3a OJIMH MpUeM TpeOyeTcs PUHATh 103y npenapara 6onee 500 mr.
Oran 3 — akKypaTHO MepeIuTh TpeOyeMblil 00beM MUTHEBOM BOJIbI U3 CTaKaHa C BOJON B CTAKaH €
[pernapaToM.

Ecnu tpebyeTcst mpuHSTH 3a OMH NpUeM 103y npenapara kpatHyto 500 mr (manpumep, 500 mr,
1000 mr, 1500 mr, 2000 mr 1 Tak ganee), TO NEPETUTh TO0CTATOUHOE KOJIMYECTBO BOJAbI B CTAKAH C
IIPENapaToM.

Ecnu TpeOyercs mpuHATH 3a OJUH NpUEM 03y Ipenapara OTIMYHYIO OT KpaTHoM 500 mr
(manmpumep, 100 mr, 200 mr, 300 mi, 400 mr, 600 mr, 700 mr, 800 mr, 900 Mr), TO PUIUTH B
CTaKaH C MpernapaToM TOUYHBIH 00bEeM BOJIbI IIPU MOMOLIH MEPHOTO MEAULIMHCKOTO MINpHLA (5 M
BOJBI A pacTBOpeHMs | makeruka mpenapara, 10 mu BoAbl UIsl pacTBOpEHHUs 2 NaKETHUKOB

npenapara). [Ipu aTom 1 mut momyueHHOTO pacTBopa coorBeTcTByeT 100 Mr BUurabarpuna.
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Dran 4 — nepeMeInaTh coAePKMMOE CTAKaHa [0 IonHoro'-&c%ag&Hﬁ%bggﬂhlﬂbﬂagﬁbﬁﬁ ‘Urdxan

KpyroBelMu JBWKeHusiMu. He BerpsxuBarh. [lng  ynoOcTBa IEepeMELIMBaHUS  MOXHO
BOCIIOJIb30BATHCS JIOKKOM.

PacTBOpsITh TpaHysbl HEOOXOJMMO JIO IMOJIyYeHHs] OSCIIBETHOTO, TPO3pavyHOro pactBopa. Ilpu
pacTBOpEHUH TIpernapaTa B 00beMe 5 MIT BOJIbI M MEHEE, JIOIYCTHMO TOJYYCHHUE CIIeTKa MYTHOTO
pactBopa.

Oran 5 — mpuHSATH WK 1aTh peOCHKY BeCh 00hEM MOTYYSHHOT0 pacTBopa npemnapat Mudupa, mudo
0TOOpaTh MEPHBIM MEJIUIIMHCKUM IINIPHUIIOM TPeOYyeMbIi 00beM, HCXO/Isl U3 Ha3HAYCHHOM J103bI HA
OJIUH TIPHEM.

st ynobcTBa mpUMEHEHUS y IeTel, KOTOpbIE elI€ HE YMEIOT MUTh U3 CTaKaHa, CJIEeAyeT BBOJAUTH
pebeHKy pacTBOp Ipernapara yepe3 poT MpU NOMOIIM IIIPHIIA, HAIPABUB IUIIPUILL O] YIJIOM K
nieke. Haxumast Ha mopiieHp mIpuia, CieayeT BBECTH BECh 00BEM pacTBOpA.

B tabnuie npepcrarieH npuMep, Kakoi 00beM MPUTOTOBJICHHOTO PAacTBOpA Mperapara CIeayeT

NPUHATH THOO0 1aTh peOeHKY, eciii Ha3HaueHa pa3oBas jo3a npenapata 1000 mr u MeHee.

O06Bem BOBI Konuenrpauus Ob6beMm
KomnuectBo Hasnauennas
IS BUrabaTpHUHA B IIPUTOTOBJICHHOTO
IaKETUKOB pasoBas J103a
PacTBOPEHHUSI pacTBope pacTBopa
100 mr 1 Mt
200 mr 2 MII
1 makeTuk 5 mit 100 mr/mi 300 mr 3 M
400 mr 4 M
500 mr 5 M1
600 mr 6 M
700 mr 7 M
2 mMaKeTuka 10 Mt 100 mr/min 800 mr 8 M1
900 mr 9 M
1000 mr 10 Mt

['panHynbl pacTBOPSIIOT B BOJIE, HEITOCPEACTBEHHO MEpe] MPUEMOM BHYTpb. PacTBop HE06X0auMo
cpa3y BBIIUTH. [ [pUrOTOBIIEHHBIN PACTBOP HE MOJIEKUT XPAHEHHUIO.

CyTouHy10 103y HEOOXO0AUMO IPUHUMATh B BIJI€ OJHOKPATHOM /10361 WJIH JIBa Pa3a B CYyTKH, Uepe3
paBHBIE IIPOMEKYTKHA BPEMEHH.

Otrmeny mpenapata ciaeAyeT NIpPOBOAMTH IIOCTENIEHHO CHMKas 103y M IOJ TILATEIbHBIM

MEIUITNHCKAM HAOIIOIEHUEM.

4.3. IlpoTuBONOKAa3aHUS
['MnepyyBCTBUTENBHOCT K BUTA0ATPUHY MJIH K JIIOOOMY M3 BCIOMOTaTeNbHBIX BEIIECTB,

MEPEYUCIICHHBIX B MMyHKTE 6.1.

4.4. OcoOble yka3aHMsl M MepbI NPeJ0CTOPOKHOCTH NPH NPUMEHEHUH
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COOTBETCTEYET 3KCNEPTHOMY OTUETY
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BurabatpuH He NpUMEHSETCS B MOHOTEpANMH, 3a WK iotbetr e pd i Hmlbar i bsx

CIa3MOB.
VY manueHToB, MOJYYaBIIUX BUTA0AaTPHH, COOOIIANOCH O Je(eKTax IMoJyiel 3peHus, C BBHICOKOM
yacToToi pa3Butus (okoso 1/3 nauuentos). Hauano oObIYHO HACTynaeT yepe3 MeCsILbl MIIH TOJIb
Tepanuy BUradarpuHoM. CTeneHb OrpaHUYEHMs IOJIeH 3peHHs] MOXKET ObITh CEephe3HOW. Y
OOJNBIIMHCTBA TALMEHTOB JAe(eKThl OBbUIM MOATBEPXKACHBI MEpUMETpUEii, HO MPOTEKaIN
6eccumnTomMHo. ClieI0BaTeNIbHO, 3TOT HEXeJIaTelNbHbI 3PQPEKT MOXKeT OBITh JT0CTOBEPHO
OoOHapy’>KeH TOJIBKO CHCTEMaTHYeCKOH IepuMeTpHel, KOoTopas OObIYHO BO3MOXHA TOJBKO Y
NAalMEeHTOB cTapie 9 jer. DaeKTpopeTHHOrpadus AOIKHA NPUMEHSTHCS TOJIBKO Y B3pPOCIBIX,
IPOBEICHUS MIEPUMETPUU KOTOPBHIM HEBO3MOXKHO, WJIM Y O4€Hb MOJIOIBIX (cM. JledexTsl mois
3peHus).

Nmeromuecst JaHHbIE CBUAETENBCTBYIOT O TOM, UYTO Ae(EKThl MoJieil 3peHusl HeoOpaTUMBbI J1axe
1ocJje npekpalleHus npueMa Buradarpuaa. Henbss uckirouaTsh yXyAlleHHs O 3peHus mocie
TpeKpaIeHust JICUCHHS.

[TosToMy BHrabaTpuH ClieAyeT MPUMEHATH TOJBKO MOCJE THIATEIHHON OIEHKH COOTHOIICHHS
HOJIb3bl U PUCKA T10 CPABHEHMIO C aJIbTEPHATUBHBIMU METOJJaMU TEPAIUH.

BuraGaTpun He peKOMeHlyeTcsl IPUMEHATh MAlMeHTaM ¢ KaKMM-THM00 paHee CyLIeCTBOBABIINM
KJIMHUYECKH 3HAYMMBIM JIE(PEKTOM TIOJIeH 3peHHsL.

[TareHTHI TOIDKHBI IPOXOUTH CHCTEMAaTHYECKOE CKPUHUHTOBOE 00CIIEIOBaHHUE TIPU TIEPBUIHOM
npuemMe BUrabaTpuHa U uyepe3 peryJisipHble NMPOMEXYTKH BPEMEHH JUIsl BBISBIECHUS Ae(EeKTOB
HOJIeH 3peHUst U CHWKEHMs OCTPOTHI 3peHus. TecTupoBaHUE MMOJIEH 3peHUs U OLIEHKAa OCTPOTHI
3peHHsl JOJDKHBI TPOJIOJDKATECS ¢ MHTEPBAJIOM KaXKIble 6 MECAIeB B TEYEHHE BCETO IMEpHO/a
nedeHus (cM. JleeKTsl 1mosis 3peHust ¥ 0OCTPOTa 3PEHHUS).

I[ed)eKTBI IOJIEH 3peHUs

OcHOBBIBasICh HA UMEIOIIUXCS JAHHBIX, OOBIYHON KAPTUHOM SIBIISIETCS KOHIIEHTPHUECKOE CY>KEHUE
noJieit 3peHust 000ux ria3, KOTOpoe, Kak MpaBuilo, 00jiee BBIPAXKEHO C Ha3allbHOI CTOPOHBI, 4YeM
¢ BUCOYHOU. B meHTpansHoM mone 3peHus (B npenenax 30 rpagaycoB SKCIEHTPUCUTETA) YacTO
HaOMOTaeTCsl  KOMNBIEBOM HOcoBOW AedekT. OnHako aedexkTsl monell 3peHus, O KOTOPBIX
CO00IIanIoCch y MAIMEHTOB, MOMYYaBIINX BUTA0ATPHH, BaPhbHUPOBAIUCH OT JIETKOH 10 TKEION
creneHu. Tsokensle CIydan MOTYT XapaKTCPU30BAaTbCA TYHHCIBbHBIM 3pPCHUCM. B Taxkennix
CIIydasix Tak»ke cooOIIaIoCh O CIETNOTe.

BonpmmHCcTBO ManMeHToB ¢ aedekTaMu, MOATBEPKICHHBIMU TIEPUMETPHE, paHee CIOHTAHHO He
3aMCYaJIM HUKAKUX CUMITOMOB, OAXEC B TCX ClIydadX, KOTrAa IpHU NCPUMCTPpHUU Ha6mo;[anc;1

cepbe3Hbiil nedext. imeromuecs JaHHBIE CBUIETEIBCTBYIOT O TOM, YTO JEe()EKTHI TOJICH 3pEHUs
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HEOOpaTUMBI JaKe IMOCJe MPEeKpaIIeHus mprueMa BI/IFa6hl;lp1/IH‘c;I§% 55t ek Wméﬂne

nedexToB nmojel 3peHust ocie NPeKpaIleHHs JIEUEHUS.

OObenuHEHHbIE JaHHbBIE 00CIIEJOBAaHUN PacpOCTPAaHEHHOCTH CBUAETEILCTBYIOT O TOM, YTO JI0
1/3 namueHToB, MOJMYYalONIMX TEpanvi0 BUrabaTpuHOM, UMEIOT JAedeKTsl  mojeit
3peHusi. MyKUnMHbl MOTYT MOJBEPraThCsi OOJBIIEMY PHUCKY, YeM KeHIIUHBL. [lo pesynbratam
NPOBEICHHBIX MCCIIEOBaHUI Oblla TOKa3aHa BO3MOXKHAs CBS3b MEXKIY PHCKOM DPa3BHTHUSA
e eKTOB IMOJIeH 3peHHS U CTENICHbIO BO3/ICHCTBHS BUrabaTpuHa, Kak ¢ TOUYKH 3PEHUSI CYyTOUHOU
no3bl (oT 1 rpamma A0 3 rpaMMOB), TaK U C TOYKH 3PEHUS MPOJOJLKUTEIBLHOCTH JICUEHUS

(MakCUMyM B T€YEHHE MIEPBBIX TPEX JIET).

Bcem nmanmenTam 10 Hadana JICUCHHUS BI/IFa6anI/IHOM HCO6XO,Z[I/IMa KOHCYJIbTallHs O(l)TaJ'ILMOJIOFa

¢ 00ceIoBaHUEM TIOJIeH 3PCHHUS.

CootBeTcTByIOlLIIEE TECTUPOBAaHHME MOJE€H 3peHHs] (MEpUMETPUs) C  HUCIOJIb30BaHUEM
CTaHJAPTU3UPOBAHHOM CTATHUYECKOW IIEPUMETPUN WM KHHETHYECKOW IEPUMETPUHU JOJIKHO
BBITNOJIHATHCS 10 Hayalla JICYCHHS] U C MHTEPBAJIOM B LIECTh MECALIEB B TEUEHUE BCETO MEpUOJa
neyeHust. CtaTuueckasi NMEPUMETPUs SBISETCS MNPEAIOYTUTENbHBIM METOJOM OOHapy >KeHHs

nedexra nmoJiei 3peHus, CBI3aHHOTO C BUTA0aTPUHOM.

DnekTpopeTruHorpadus MOKET ObITh MOJIE3HA, HO JOJKHA UCIIOIB30BAThCS TOJIBKO Y B3POCIBIX,

KOTOPBIC HE MOT'YT OBITH O6CJ'I€I[OBaHI>I C IPUMCHCHUECM TIEPHUMETPHUH.

[TanyenTy u / win nuily, OCYIIECTBIISIOIIEMY YXOJ 33 HUM, JOJDKHO OBITh JaHO HOAPOOHOE
ONKCAaHHE YacTOThl W MOCIEJICTBUM pa3BUTHUS JePEKTOB MOJIeH 3peHHs BO BpeMs JI€UEHHUs
BuUrabarpuHoM. [lanueHTsl AOKHBI COOOATh O JIHOOBIX HOBBIX 3pUTEIBHBIX MpoOieMax H
CUMIITOMax, KOTOpbl€ MOTYT OBITh CBSI3aHBl C Cy>K€HHEM Tmoiisi 3peHud. Ecinu pas3BuBarorcs

SPUTCIBbHBIC CUMIITOMBI, IMIAUCHT OJOJIDKCH OBITH HaITpaBJICH K O(bTaJ'II)MOJ'IOFy.

Eciu Bo Bpemsi seueHuss HaONIOAaeTcs Cy)KEHHE TOJeill 3peHus, cienyeT paccMOTpPETh
BO3MOXXHOCTh IIOCTEIIEHHOTO IpeKpallleHus mnpuema BuradbarpuHa. Eciu mpuHATO pelmieHue
IPOJODKUTh JIEYEHHE, CIEAyeT pacCMOTPETh BO3MOXKHOCTH Oo0jee 4YacToro HaOII0IeHUS
o ranpmMonorom (epuMeTpHsi) A BBISIBICHUS MPOIPECCUPOBAHUS UMEIOLIUXCS 1e(EKTOB HIIN

BBISAIBJICHUS HOBBIX YHAaCTKOB OI'PaHUYCHUA rnojei 3pCHUA, YIPOXKAOIMIUX 3PCHUTO ,Z[C(I)CKTOB.

Burabatpun He10myCTUMO IPUMEHSTH OJJHOBPEMEHHO C IPYTUMU ITpenapaTaMy, OKa3bIBaOIUMU

TOKCUYECKOE JICUCTBUE HA CETYATKY.

CTHu
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[lepumeTpust y nereil B Bo3pacte 10 9 JeT 3H4G qHTenLﬂgl MTMME“EE&EHI Eﬁfr ZIHJII)lKHI)I

OBITH OYEHb TIIATEIBHO B3BEIIECHBI C YIETOM BO3MOYKHOM NOJIB3bI U1 IeTel. B HacTosee Bpems
HE CYIIECTBYET yCTOSIBILIEIOCS METO/Ia TUATHOCTUKY UIIH UCKITIOUEHUS IePEKTOB TOJIeH 3peHus y
JIeTel, y KOTOpbIX HEBO3MOXKHO IIPOBECTH CTaHAAPTU3UPOBaHHYIO mnepumeTpuro. Ecnu
NEPUMETPHS BBISBISECT HOPMAJBHYIO PEAKLMI0 HEHTPaJbHOrO MOJS 3pPEHHs, HO OTCYTCTBYET
nepudepuyeckas peaxius, HEOOXOAMMO NEepEeCMOTPETh COOTHOIIEHHE IIOJIb3BI U PUCKA
OpUMEHeHHus BurabaTpuHa W PACCMOTPETh BOMPOC O TOCTEICHHOM MPEKPALICHUU €ro
npuMmeHenusa. Hannuue mnepudepuueckoro 3peHHs HE MCKIIOYAeT BO3MOXKHOCTH Pa3BUTHUS
nedekToB ToJeil  3peHus. DJIeKTpopeTuHorpadusi MO3BOJSET MOJIYYUTh JIOMOJIHUTEIbHBIC
CBEJICHMSI O CBETOYYBCTBUTEJIBHOCTH CETYATKH, OHAKO €€ IPUMEHEHNE PEKOMEHI0BAHO Y JAeTel

MUIaaie 3-x Jer.

OcTpoTa 3peHnus

PacnipocTpaHeHHOCTh CHMKEHHS OCTPOTHI 3pEHHs] y MAIMEeHTOB, MOJYYaBIIMX BHUTabaTpHH,

HCU3BCCTHA.

M3MeHeHHs CO CTOPOHBI CETYAaTKH, 3aTyMaHMBAaHUE 3peHMs, aTpodusi 3pUTEILHOTO HEpBa WU
HEBPUT 3PUTEIBLHOTO HEpPBAa MOTYT IPUBECTH K CHIKEHUIO OCTPOTHI 3peHMsl (CM. paszzel
4.8). OcTpoTy 3peHHUsi CIeIyeT OICHWBATh BO BpEeMs KOHCYJbTAIUA OQPTAIBMOJIOIOM Tepe.

Ha4dyaJIOM JICUCHU A BI/IFa6anI/IHOM M C UHTCpBAJIaMU KaXKAbIC IECTh MECALICB BO BPEMA JICUHCHH .

HeBponoruueckue U ICUXUaTPUUECCKUE 3a00JICBaHUS

B cBsa3u ¢ pe3yjibTaTaMu JOKIIMHUYCCKUX HCCIIeJOBaHUI 0e30IMacHOCTH Y KUBOTHBIX (CM. pa3acit
53) PCKOMCHAYCTCA, YTOOBI INMalKUCHTBI, MOJIyYaBUINEC BI/IFa6anI/IH, BHUMATCIIBHO H8.6J'IIOI[8.J'II/I 3a

HeOJIaronpusITHBIM BO3/eCTBHEM Ha ()YHKIIMU HEPBHOM CHCTEMBI.

Penkue coobmennst 0 cumnTomMax sHIle(aonaTuy, TAKUX KaK BBIpAKCHHAs Celalusi, CTynop 1
CITyTAaHHOCTh CO3HAHUA, COMPOBOXKIAONIUXCS HECHenu(dUIecko MeIJeHHONH BOJHOBOU
AKTUBHOCTBIO Ha JJIEKTpodHIedamorpaMme, ObLTH OMHCAHBI BCKOpE TOCJIE Haudana JICYCHHS
BurabarpuHoM. DakTopbl pHUCKa Pa3BUTHS ITHX pEaKUUN BKIIOYAIOT 0Oo0Jiee BBICOKYIO, YeM
PEKOMEHIOBAaHO, HAYaJbHYIO 103y, Oojiee OBICTPYIO ACKaJallhi0 J03bI Ha 00Jiee BBICOKHX
CTYTEHSX, YeM PEKOMEHIOBAHO, U MMOYEUHYIO HEIOCTATOYHOCTh. JTH HEXKEIATeIbHBIE PEAKIIUU
OBLTM OOpaTUMBI TOCTIE CHYKEHHS J03bl UM MPEKpalleHus mprueMa BurabaTpuHa (CM. paszen

4.8).
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Coo01manocs 0 ciIydasx aHOMAlbHBIX PE3YJIKIaToB MPF 0 fronkoto | btra. -4 hactHoctn y

MaJIeHbKUX JeTeil (mmaamie 2-X JIeT), MOJIyYaBIIMX JICYCHHE NPH HHQPAHTWIBHBIX CIla3Max
BBICOKMMH J103aMH BUradaTpuHa. KmmHnueckoe 3HaueHue 3TUX Pe3yIbTaTOB B HACTOSINEE BpEMs
Hens3BecTHO. Kpome Toro, cooOmanock O ciiydasx HMHTPAaMHEIMHOBOTO OTEKa, OCOOCHHO Yy
MJIQJICHIIEB, IIOJMYYaBIIMX JIEYCHHWE OT HHQAHTWIBHBIX Cma3MoB (cM. paszgensl 4.8 u
5.3). Coo0muianocp, 4T0 MHTPAMHUEIHMHOBBIN OTEK SBIISCTCS OOpPAaTUMBIM IOCJIE TPEKPAIICHHS
npruemMa npenapara, U Mo3TOMY PEKOMEHAYETCS IOCTEIEHHO MPEeKpalaTh MNpueM BUrabaTpuHa

IIpu Ha6J'IIO,Z[CHI/II/I HHTPAMHUEIIMHOBOI'O OTCKA.

CooOmranoch 0 HapyIIEHUAX JBHXKEHUS, BKIIOYAs AUCTOHUIO, AUCKHUHE3UIO U TUIEPTOHHIO, Y
MAIMEHTOB, MOMY4YaBUINX JIeYeHUE MpU MHPaHTWIBHBIX crazMmax. [lonb3a / puck mpuMeHeHus
BUrabaTpuHa CJEAyeT OLEHUBATh WHIWBHAYAIbHO A KaXXaoro mnamueHnta. Ecnmu Bo Bpems
Je4eHHs BUTa0aTPUHOM BO3HUKAIOT JIBUTATEIbHBIE PACCTPOMCTBA, CIEAYET PACCMOTPETh BOIIPOC

O CHMIKCHHUHU A03bI HJIN ITOCTCIICHHOM IIPCKPAIICHUHN JICYHCHUA.

Kak u B ciiyuae ¢ [pyrumu IpOTHBOSMUICITUYECKUMU JIEKAPCTBEHHBIMU CPEJICTBAMU, HEKOTOPBIE
MAIUEHTHl MOTYT HCIBITHIBATH YBEIHMUYEHUE YACTOTHI CYJIOPOT WM TOSBICHHUE HOBBIX THUIIOB
CyJIOpor Mpu TpUMEHEeHWU Buradbarpuna (cMm. pasnuen 4.8). OTH sBICHHUS TaKKE€ MOTYT OBITh
CJIEICTBHEM TIEPEIO3UPOBKH, CHIDKCHHS KOHIEHTPAIlMM B IUTa3M€ KPOBH COIYTCTBYIOIIETO

MPOTHUBOSMUICITUYCCKOI'O JICHCHH S UJIU ITapaJOKCAJIbHOT'O BQ)(beKTa.

Kak u B cjIydac ¢ ApyruMu NpOTUBOINMUICIITUUCCKUMU IIpCIIapaTaMu, pe3Kasad OTMECHaA IIperiapara
MOKCET MPUBECTU K TMOBTOPHBIM CyAOpOraM. OTMeHy BI/Ira6anI/IHa cJIeayer HnpoOBOAUTH

MOCTENIEHHO, CHIDKEHHUEM JI03bI B TEUCHHE 2-4-HEeIeTbHOTO TIEPHo/Ia.

Burabatpun cnegayer ¢ OCTOPOKHOCTBIO TPUMEHATDH Y TAIUEHTOB C TICUX030M, JICTIPECCUEH UITH
MOBEICHYECKUMU MpobiaemMaMu B aHamHe3e. Bo Bpems nedeHus BUTabaTPHHOM COOOIIATOCH O
HApYIICHUSIX CO CTOPOHBI TICUXUKK (Hampumep, BO30YKIEHHE, JelpeccHs, HapylleHue
MBIIUICHUS, TapaHOUJaJIbHbIE PEaKUUu). ITU HAPYLIEHUs BO3HUKAIM KaK y TMAlMEHTOB C
3a00/1€BaHUSAMH TICHXUKH, TaK M y TAIMEHTOB, HE CTPAJAlONUX 3a00JEBAaHUSIMH TICUXUKH U
00BIYHO OBUTM OOpAaTUMBIMHU, KOTJIa J03bI BUTA0ATpWHA OBUIM YMEHBIIEHBI WU TIOCTETICHHO

OTMCHCHBI.

CyunpaaibHbIC MBICTU M IOBEICHUE

CooOmanoch 0 CyUIUAANBHBIX MBICTSIX M TOBEACHHHM Yy TAIUEHTOB, TOJYYaBIIMX
MPOTUBOAUIICITHUECKHE CpeacTBa 1o HECKOJIbKUM noka3zaHusM. MeTaaHanus
PaHIOMU3HUPOBAHHBIX IJ1alle00-KOHTPOIUPYEMBIX HUCCIIEOBAHUM MPOTHUBOAIMICITHYECKIX

JICKAPCTBCHHLBIX CPCACTB TAKIKC ITOKa3aJl HEOOJIBIITIOHN ITOBBIIIEHHBIN PUCK CyHIIUAAJIbHBIX MBICIICH
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1 moBeneHus1. MexanusM 3Toro 3¢ dexTa HEM3BECTEH, '11/1-| 'HMM'“H;&E%-%TH‘C&HMamT

BO3MOJXHOCTH ITOBBINICHHOT'O PUCKA IIPU IPUMCHCHHUN BI/II‘a6anI/IHa.

[TosTOMY MaMEeHTHI JOKHBI HAXOIUTHCS MO HAOIIOICHHEM Ha MIPEIMET MOSIBIICHUS TPU3HAKOB
CYHLUUAAJIbHBIX MBICIEH UM TOBEAGHUA U  JOJDKHBI OBITh  PACCMOTPEHBI  BOIPOCHI
COOTBETCTBYIOLIETO JiedeHus. [lannenTam (1 auMuaMm, OCyIIECTBISAIOUIMM YXOJ 3a HalMeHTaMH)
CIeyeT PEKOMEHJO0BaTb HEMEIJIEHHO OOpaTUTbCs K Bpady IIpU IOSBJICHUM IPU3HAKOB

CynuuaaJIbHbIX MBICIICH WITH IIOBCACHUA.

IToxumbie JIFOJIM 1 TTAITUCHTHI C MMOYCYHOMN HEAOCTATOYHOCTHIO

[TockonbKy BUTA0ATPHUH BBIBOJUTCS ITOYKAMH, CIICYET COOIOAATh OCTOPOKHOCTD Y IMTAIIUEHTOB C
KIUPEHCOM KpeaTMHMHAa MeHee 60 MI/MUH W y TOXWIBIX JItoJed. DTH MalUeHThl JOJKHBI
HAXOAMUTHCS MO THIATENFHBIM HA0IIOIEHUEM Ha MPEAMET HexkKeNlaTeIbHbIX 3(()EKTOB, TAKUX KaK

CEe/IaTUBHOE JIEUCTBUE U CIIyTAaHHOCTh CO3HaHMs (CM. pasnen 4.2).

B3anmMoencTBis, KOTOpbIE HEOOXOANMO VUHUTHIBATH

OpnHOBpeMEHHOE TpUMEHEHHE BUTa0aTpUHA M KIIOHA3elmaMa MOXET YCYryOuTh CeTaTHBHBIN
addekr (cm. pasaen 4.5). HeobxonuMo TIATEIBEHO OLEHUTh HEOOXOAMMOCTh COITYTCTBYIOIIETO

MNPpUMCHCHUSA TIpCIiapara.

4.5. BzaumojeiicTBue ¢ [PYrHMH JeKAPCTBEHHbIMHM MpenapaTtaMd M JApyrue BH/bI
B3auMMo/1eiicTBUS

[Tockonbpky BUTa0aTpUH HE META0OTM3UPYETCS U HE CBSA3BIBACTCS C OEIKaMHU, a TAK)KE HE SIBIISETCSA
UHAYKTOpOM (pepMeHTOB MeTabonu3ma nuroxpoma P450 meuenu, B3auMoAecTBHE C APYTUMU
JIEKAPCTBEHHBIMHU CPEJICTBAMH MaJIOBEPOATHO. OHAKO BO BPEMsI KOHTPOJIUPYEMBIX KIMHUYECKUX
WCCJIEIOBAaHUI HAOIIOAIOCh TIOCTETICHHOE CHIDKCHHE KOHIIGHTpalud (PEHUTOWHA B TUTIa3Me
KpoBH Ha 16-33%. TouHas nmpupoia 3TOTO B3aUMOJICHCTBUS B HACTOSIIEE BpPeMsl HE M3ydcHa,

OJJHaKoO B OOJIBIIIMHCTBE CJIY4acB OHa BpsAd JIN 6yaeT HMCTHb TCPAIICBTUYCCKOC 3HAUCHUC.

Konnentpanuu kapbamazenuna, ¢peHodbapOuTana M BajdblIpoaTa HATPHUS B IJIa3ME KPOBHU TAKKE
KOHTPOJHUPOBAIUCHE B XOJC KOHTPOIHUPYCMBIX KIIMHUYCCKUX HCCHGHOB&HHﬁ, U KIIMHUYCCKN

3HAUYMMBIX B3aUMOJCHCTBHI OOHAPYKEHO HE OBLIO.

Burabatpun MoXeT MpUBOJIUTH K CHI)KEHUIO YPOBHS anaHuHaMuHoTpaHcdepassl (AJIT) u, B
MeHbIIIeH creneHu, acnapraramuHoTpancdepassl  (ACT). Coobmianocs, YTO  BeJlWYHMHA
nogasinenust AJIT Bapeupyet ot 30% 1o 100%. ITosTomy orieHka 3TUX (EpMEHTOB MOXKET OBITh

KOJINYECTBEHHO HE JOCTOBEPHA y MAIlMEHTOB, IPUHUMAIOIINX BUrabaTpuH (cM. pa3zaen 4.8).
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brd! Ridwér n'p'le detu K

Burabatpun MoXeT yBeIMYMBaTh KOJIUYECTBO aMI/IHOK‘IJIlJ‘I(TI‘-I]E%IO‘?é':'

JIO)KHOITOJIOKUTCIIBHOMY TCCTY Ha HCKOTOPBLIC PCAKHUEC TCHCTUUYCCKUC HAPYLICHHA oOMeHa

BEIIEeCTB (HapuMep, alib(ha-aMUHOATUITUHOBYIO allUYPHIO).

OpnHOBpeMEHHOE TpUMEHEHHE BUTa0aTpUHA M KIIOHA3elaMa MOXET YCYryOuTh CeIaTHBHBINA

addekr (cm. pasnen 4.4).

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JIAKTALHSA

bepemeHHOCTD

Y  OKeHIWH, MNPUHMMABUIMX BUrabaTpuH BO BpeMs OepeMeHHOCTH  Halmroaaics
CaMONIPOM3BOJILHBIA a0OPT, a y JeTeH, POXICHHBIX OT MaTepeil MPUHUMABIIUX BO BpeMs
OepeMEeHHOCTH BUTA0ATPUH HAOIIOJATUCH BPOXKACHHBIE AHOMAIMU. BEpOsSTHOCTH pa3BUTHA
BPOXKICHHBIX TIOPOKOB B 2-3 pasa Bhllle, 4eM B 0011ei momyssiiun. Hanbomee yacTo BeTpedaroTes
paciienuHa BepXHero Heba, HapyIeHNne Pa3BUTHUS CO CTOPOHBI CEPICYHO-COCY TUCTOM CHCTEMBI U
MOPOKH Pa3BUTHUSI HEPBHOU TPyOKH. M3-3a OrpaHUYEHHBIX JAHHBIX M HAIMYHS COITYTCTBYIOIIUX
IPOTHBOAHIIETITUYECKUX CPEACTB HENb3s CAETATh OMPEIeICHHOTO BBIBOJA O TOM, BBI3BIBACT JIU
BUTa0aTpUH MOBBIIMIEHHBI PUCK MOPOKOB pa3BUTHs IMpHU IpuemMe BO Bpemsi OepeMeHHOCTH. B
CBsI3U ¢ Ooyiee BBIPRXKEHHBIM PHUCKOM BPOXKJEHHBIX MOPOKOB IMPH HA3HAYEHUH HECKOJIBKHX

MPOTHUBOSMUWICITUICCKUX MPECIIApPAaTOB BA)KHO CTPEMUTHCA K IPUMEHCHUTIO MOHOTCPAIINU.
I/ICCJ'ICI[OBaHI/IH Ha JXUBOTHBLIX IMOKa3aJIn PEIIPOAYKTUBHYIO TOKCUIHOCTb (CM. pasaein 53)

Burabarpun He ciexyer HMCIoNb30BaThb BO BpeMs OEpEMEHHOCTH, 3a HCKIIOYEHHEM CIIy4daes,
KOTJa KIMHMYECKOE COCTOSHUE JKEHIIMHbI TpeOyeT JiedeHuss BUradbarpuHom. TpebOyercs
KOHCYJIbTAIMsl SMWIENTONOra A MOBTOPHOW OLEHKH MOTPEOHOCTH B Tepamuu B MEPUOJ
IUTAHUPOBAaHUS OEPEMEHHOCTH Y MALMEHTOB, MOTYYarOIINX MPOTUBOANMICITUYECKUE MTPETIapaThl.
HeoOxomumo wm30eratb BHE3alHOTO MPEKpALIEHUs Tepanud MPOTHBOSMUIENTUYECKUMU
npernapaTaMM B Cily4ae BO3HUKHOBEHHUS OEpPEMEHHOCTH y TMalMeHTKH B CBSI3U C TEM, 4YTO
yXyJIILIEHNE TeYeHUs 3a00JIeBaHUS MOXKET MPUBECTU K YXYAILIEHUIO COCTOSIHUS KaK MaTepH, Tak U

mioaa.

CYH_ICCTByIOT OrpaHUYCHHBIC CBCACHUA O BO3SMOXHOM BO3HUKHOBCHUH J:[e(beKTa oJia 3pCHUA 'y

JeTel, KOTOpBIE MOABEPTraMCh BO3JACHCTBHUIO BUTa0aTpUHA BHYTPUYTPOOHO.

I'pynHOE BckapMiInBaHue

BurabGatpun Bblnensercss ¢ TpyaHbIM MojokoM. Hemoctarouno wuH(pOpMAanuum o BIUSHHH

BUrabaTprHa Ha HOBOPOXKIEHHBIX / MiIaieH1IeB. HeoO0xoaumMo MpUHSTH pelieHue o MpeKkpalieHuu
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IPYyJHOTO BCKAPMJIMBAHMS MIIM O IPEKpaIleH|n Tepaiitr -BlrabarpiiHoM 26 yerom Homs3nt

TPyAHOI'O0 BCKapMJIMBAHHUA JIA pe6eHKa H ITOJIB3bI TCPAIINU IJI JKCHIIUHBI.

DepTUILHOCTE

HccnenoBanust (pepTUIBHOCTH HA KpbICax HE MOKA3aJld BIMSHUS HA MYKCKYIO M JKEHCKYIO

bepTUIbHOCTD (CM. pazzaen 5.3).

4.7. Bausinue Ha CHOCOOHOCTH YNPABJIATHL TPAHCHOPTHBIMHU CPeICTBAMH H pPadoTaTh ¢
MeXaHH3MaMHU

Kak mpaBuio, nmanMeHTaM ¢ HEKOHTPOJIMPYEMOH SHWIENCHEH He pa3pelaeTcs YINpaBlsiTh
aBTOMOOMIJIEM WJIM 00paIaThCs ¢ MOTEHIMAILHO ONACHBIMU MeXaHu3MaMu. B cBs3u ¢ TeMm, uTo
COHJIMBOCTh HaOJIOJaJlach B KIMHUYECKUX HCCIIEJOBAaHUSIX BUIradaTpuHa, MALUEHTHl JOJIKHBI

OBITh MpeaynpeiKACHbL 00 3TOM B Hayajie JIeUeHus.

Yacro coobmiamock 0 AedeKTax IMoyield 3peHrs, KOTOPhIe MOTYT 3HAUYUTEIHHO MOBIUATH Ha
CHOCOOHOCTH YNPABIATH TPAHCHOPTHBIME CPEICTBAMH M paboTaTh ¢ MexaHu3Mamu. [loaTomy B
HEePHOJ JICUCHUS TAlMEHTaM CJeAyeT u30erarb JesATeJIbHOCTH, TPEOYIOIIEeH BBICOKOW

KOHICHTPAM BHUMAHUA U CKOPOCTU IICUXOMOTOPHBIX peaKHHﬁ.

4.8. HexkenaTreJibHbIE peaKUMU

Yacto coobmianock o aedexTax mosis 3peHus oT JErKUX J0 TKENbIX Y NAl[MeHTOB, MOJy4aBIINX
BI/IFa6anI/IH. Haqaﬂo BO3HUKHOBCHUA 06I)I‘IHO IIOCJIC HECKOJIBKUX MECALCB A0 HECKOJBbKUX JICT
Tepanuu  BurabarpuHoM. OObeMHEHHbIE JIaHHBIE O00CJIEeNOBAaHUN  PacHpOCTPaHEHHOCTH
CBUJECTENBCTBYIOT O TOM, 4TO Yy 1/3 mManueHTOB, MONyYaIOMIUX TEPaNui0 BUTAOATPHUHOM,

pa3BUBAIOTCS ACPEKTHI TOJIA 3peHus (CM. pasnen 4.4).

ITpumepro y 50 % manmeHTOB, Yy4YacTBOBAaBIIMX B KOHTPOJUPYEMBIX KIMHUYECKHX
UCCIIEIOBaHMSIX, HaOIOJaTUCh HexenaTenbHble 3(p(eKThl BO BpeMs JIedyeHHus BUTabaTpuHOM. Y
B3pOCJIbIX OHHM OBUIM B OCHOBHOM CBSI3aHbl C LIEHTPAJIbHON HEPBHOI CHCTEMOM, Takue Kak
ceaTUBHBIN 3 (PEKT, COHTUBOCTD, YCTATIOCTh U HapyIlIeHNE KOHIIEHTpalui BHUMaHus. OHaKo y
neTeil 4yacTto HaOMogaloch BO30YXKICHHWE WIM aXuTalus. YacToTa 3TUX HeXelaTeIbHbIX

B(IJ(I)CKTOB, KakK IIpaBUJIO, BBIIIC B HAYAJIC JICUCHUA U YMCHBIIACTCS CO BPCMCHEM.

Kak u B ciiydac ¢ ApyruMu MPOTHUBOSMUIICIITUUCCKUMU ITPEIapaTaMi, Y HCKOTOPBIX MAITMCHTOB
MOXCT Ha6JIIOI[aTBCSI YBCIIMUCHUC HYaCTOThI MMpUCTYNOB, BKJIO4Yas SMUICTITUYCCKUI

craryc. [lanMeHThl ¢ MUOKIIOHUYECKHUMHU CYJI0OPOTaMU MOTYT OBITh OCOOEHHO MO/IBEPIKEHBI 3TOMY
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>ppekty. B peaxux ciydasx MOKET BO3HHKATD I Hebuit Dok home ! G- T G60erpemme

CYLLECTBYIOILIETO0 MUOKJIOHYCA.

Bo3smoxHble 10004YHBIE 3(PGEKTH KIAaCCHDUIUPYIOT IO 4YacTOTe MX BO3HUKHOBCHUS:
oueHb 4yacto - > 10 %; gacto - > 1 % u <10 %; nevacro - > 0,1 % u < 1 %; peako - > 0,01 % u
< 0,1 %; ouens penko - < 0,01 %, BkIItOUas OTAENIbHBIE COOOIICHUS; YacTOTa HEU3BECTHA -
YaCTOTY HEJb3sl OLICHUTD C TIOMOIIBIO HMEIOIIUXCS IAHHBIX.

Hapywenus co cmoponvl kposu u aum@amuueckoii Cucmemvl. Yacmo — aHeMHUSL.

***: yacmo — yBeIMYEHHUE MACCHI TeJa.

Hapywenusa memabonuzma u numanus
Tcuxuueckue Hapywienus™: yacmo — BO30YXICHHE, arpeCCHBHOCTb, HEPBO3HOCTH, JCTPECCHs,
MapaHoOUJHbIE peaKIi, OCCCOHHMIIA; Hewacmo — TUMOMAHMS, MAaHUS WU TICHXO3bI;, peoKo —
MOTIBITKA CAMOYOUIICTBA; OYeHb pedKo — TAILTIOUUHAIIH.

Hapywenus co cmoponvl HepeHou cucmemsbl: 04eHb 4acmo — COHIMBOCTb; 4acmo — TOJIOBHAs
00JIb, TOJIOBOKPYKCHHE, HAPYIICHHSI KOHIICHTPAIIMA BHUMAHMS W [MaMATH, TPEMOpP, HapyIICHUE
pedn, TmapecTe3usi, HapylIeHHEe MBIIUICHUS, TPEMOp, Heuacmvle — aTaKCHsl;, peoKo —
sHuedanonatus™*; ouewb pedko — HEBPHUT 3PUTEIBHOTO HEPBA, YACMOMA HEU3BECMHA —
coo0manoce O ciy4asx aHomManuid rojmoBHoro wmosra npu MPT  wuccnenpoBanuw,
WHTPaMUEIMHOBOTO oTeKa (0ocoOeHHO y MiazieHIieB) (cMm. pasnensl 4.4 u 5.3). Coobmanock o
JIBUTATEILHBIX PACCTPONCTBAX, BKIIOYAs TUCTOHHIO, TUCKUHE3HUIO U THIIEPTOHUIO, KaK OT/ICIHHO,
TaK 1 B coueTaHuu ¢ anomanusimu Ha MPT (cm. paznen 4.4).

Hapywenus co cmopoust opeana 3penus. oueHvb uyacmo — Ne(EKT TMONEH 3pEeHHs, uacmo —
HEUETKOE 3pEHHe, JBOSHHE B TJIa3ax, HHUCTarM; pedko — 3a00JieBaHHS CETYATKH, KOTOpHIE
MPEUMYIIECTBEHHO 3aTparuBalid €€ Mepu(depruyecKyt0 4YacTh; OueHb pedko — 3a00JIeBaHUA
3pUTENBHOTO HEpBa (HEBPUT 3PUTENBHOTO HEpBa, aTpodusi 3pUTENBHOTO HEPBA); wacmoma
Heu38ecmHa — CHUKEHHE OCTPOTHI 3PCHHUSL.

Kenyoouno-kuuieunvie napyuieHus: 4acmo — TOIHOTA, PBOTa, 00JIb B )KUBOTE.

Hapywenus co cmoponvl neuenu u xenuegbleo0auux nymeti. 04eHb peoko — renaTur.
Hapywenusa co cmoponvl Kodtcu U NOOKOJNCHLIX MKAHEU: 4acmo — aJoNelus; Heuacmo — ChIIb;
peoKo — aHTUOHEBPOTHYECKUN OTEK, KPAIUBHHUIIA.

Hapywenus co cmoponbt moluieunol, ckenemuol u coeOuHUumenbHol mKauu: o4eHb 4dacmo —
apTparus.

Obwue paccmpoucmea u HApYUwleHUus 8 mecme 66e0eHUsl. 04eHb 4acmo — YCTaIOCTb; Yacmo —
OTEK, Pa3paKUTEIbHOCTD.

*Co0o011a10Ch 0 peaKkusx co CTOPOHBI ICUXUKU BO BpeMsl TEpANIUU BUTA0ATPUHOM. DTH peakuu

BO3HHKAJIHM y TTAIIMEHTOB C HAPYIIICHUEM TICUXUKH U 03 HapyieHus. OOBIYHO ObLTH OOpaTUMBIMH,

Koraa MOO3BI BI/II‘aGanI/IHa OBLIH YMCHBIICHBI WM TIOCTCIICHHO MPCKPAIICHBI (CM. Pa3nen
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4.4). lenpeccusi  OblIa  paclpoCTPaHEHHOM cuxuaTPI kot Peakimer B ~iHHHecKux

MCCJIEJOBAHMSIX, HO PEIKO TpeOoBalla IpeKpalleHus IpueMa BurabaTpuHa.

** Penkue coobmeHus: 00 dHIEPATONaTHUYECKUX CUMIITOMAX, TAKMX KaK BBIPAKCHHAS CEAlUs,
CTYIIOp M CIIyTAHHOCTh CO3HAHHMS B CBS3M C HeCHenu(UIECKOH MEIJICHHON BOJHOBOM
AKTUBHOCTBIO Ha 3JICKTpOdHIedarorpaMme, ObLIH OMKCAHBI BCKOpPE IIOCIIE Hadyajga JICUYCHHUS
BUrabarpuHoM. Takue peakiuu ObUIM IMOJIHOCTBIO OOpaTHMMBIMH TIOCJIC CHUKCHHS JIO3bI HIIU

npeKpaieHus nprema suradarpuna (cm. Paznen 4.4).

*#% JlabopaTopHBIE JaHHBIE CBUACTEILCTBYIOT O TOM, YTO JICUCHHE BUTA0ATPUHOM HE TPUBOIUT
K moue4Hoi TokcuuHoctu. Habmonanocy cumkenne AJIT u ACT, KOTOpble CUMTaKOTCS

pe3yJIbTaTOM UHTUOUPOBAHUS STUX aMUHOTpaHCheEpa3 BUTadaTPUHOM.

IlenuaTpuyeckas DONYJISIIIMS

Tcuxuyeckue paccmpoticmea: ouensb uacmo — Bo30yXJIEHUE, aKUTAIHSL.

COO6III€HI/I€ 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKITINAX

BaxHo coo01maTh 0 I0A03PEeBAaEMbIX HEKENATEIbHBIX PEAKINAX TIOCIE PETUCTPALIMHU TIpenapaTa ¢
LEeNbI0  O0ecreyeHus: HEeMpepbIBHOTO MOHUTOPHHIA COOTHOIIEHUS «IOJb3a — PHCK»
JIEKapCTBEHHOTO Ipernapara. MeIuIuHCKUM pa0OTHUKAM PEKOMEHAYeTcs COOOIIaTh O JIHOOBIX
IIO103PEBAEMBIX HEXKEJIATENbHBIX PEAaKIUAX JIEKApCTBEHHOIO Ipernapara 4epe3 HaluuOHAJIbHBIC
CUCTEMBI COOOILEHUSI O HEXKeJIaTeJbHBIX pPEaKIUsAX TrocyJapcTB — ujeHOB EBpasuiickoro
H9KOHOMHYECKOT'O COX03a.

Poccuiickas @enepannsa

Anpec: 109012, r. MockBa, CraBsiHCKasl TUIOIIAAb, 1. 4, cTp. 1

®denepanbHas cinyx0a mo Haa30py B chepe 3apaBooxpanenus (PoczapaBuanzop)

Tenedon: +7 800 550-99-03

DJNeKTpOHHAs TOYTa:

JUIs neprKaTesnen PEruCTPALIMOHHBIX YAOCTOBEPEHUI 51 MIPOU3BOIUTENIEN

npemnaparos:pharm@roszdravnadzor.gov.ru

JUTS. METMITUHCKUX OopraHu3aruii: Npr@roszdravnadzor.gov.ru

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

P ecnv6nm<a ApmMenus

Anpec: 0051, . Epesan, nip. Komutaca, 49/4
AO3T «HayuHblii IEHTpP 3KCIEPTHU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOTHN UM. AKaJeMUKa

3. 'abpuensHay
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Tenedon: +374 60 83-00-73, +374 10 23-08-96| +374 10/ 35183 UEATEIIEHOLTE 000Z)

@akc: +374 10 23-21-18, 23-29-42
TenedoH ropsyeii TMHUN OT/AETIa MOHUTOPUHTA 0€30IIaCHOCTH JIEKAPCTBEHHBIX CpeaCTB: +374
10 20-05-05, +374 96 22-05-05

OnekTpoHHas moyta: admin@pharm.am, vigilance@pharm.am

WurepHer-caiir: Www.pharm.am

PecnyOsnka Bemapych

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

VII «LleHTp 3KCIIepTU3 U UCIIBITAHUM B 3PaBOOXPAHCHUN
Tenedon: +375 (17) 299-55-14

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

Tenedon oraena papmakonamzopa: +375 (17) 242-00-29
DnekrponHas mouta: rcpl@rceth.by

Wurepuer-caiit: Www.rceth.by

PGCHV6J'II/IKa Kazaxcran

Anpec: 010000, r. Acrana, paiion baiikonsip, yi. A. Imanosa, 13

PI'TI Ha IIBX «HanuoHaibHBIA LEHTP IKCIEPTU3Bl JEKAPCTBEHHBIX CPEICTB U MEIUIIMHCKUX
u3nenuity Komwurera MeauumHCKoro u  ¢apMaleBTUYECKOro KOHTpoist MuHHcTepcTBa
3npaBooxpanenus Pecnyonuku Kazaxcran

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

DnexTponnas noyra: farm@dari.kz

Wurepnet-caidt: https://www.ndda.kz

Keipremckas P CCHV6J'II/IKa

Anpec: 720044, r. bumkexk, yiu. 3-s Jluaus, 25

JlemapTaMeHT JIeKapCTBEHHBIX CPEJCTB U MEAUIIUHCKUX U3Jeuid ipr MUHUCTEPCTBE
3npaBooxpanenust Keipreizckoii PecryOnmkn

Tenedon: 0800 800-26-26

Onekrponnas moura: dlomt@pharm.kg

Wurepuer-caiit: www.pharm.kg

4.9. Ilepeno3npoBka

CHMITOMEI

[Tpu mpueme BHYTph 0361 Halle BCEro cocTaBisut oT 7,5 10 30 r; ofHaKo cOOOIaIOCh O IpUeMe
BHYTPH 70 90 . [Toutn monmoBuHa ciyyaeB ObUTa CBsI3aHA C MHOTOKPATHBIM IIPUEMOM TIperapara.

Hawnbosee yacTBIMH CHMIITOMAMH OBLIH COHIIMBOCTE HIIH KOMA. I[pyrue MCHECC 4aCTO OTMECYACMBIC
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CUMIOTOMBI BKJIIOYAJIU TOJIOBOKPYKEHHE, TOJIOBHYIO 631'}%'%’11:%&36%?‘?&%@&51@ 'ﬁEﬁ'{éﬁﬂﬁﬂ lnm

amHo), OpaIMKapANI0, TUTIOTEH3HIO, BO30YKIIEHHE, pa3pa)kKUTEIbHOCTb, CITyTAHHOCTh CO3HAHMS,
HEHOpMaJIbHOE NIOBEJICHHE U HapylIeHue peun. Hu o1Ha U3 mepe1o3upoBOK HE MPUBEIIA K CMEPTH.
Jleuenue

Cnennguaeckoro aHTHA0Ta HET. [Ipr HE0OXOANMOCTH IPOBOUTCS CHMIITOMATHYECKOE JICUCHHE,
AKTUBUPOBAHHBIM  yrojb HE3HAUUTENBHO ajacopOupyer BurabatpuH. DPPeKTHUBHOCTDH
reMo/inann3a Mpy JEUYSHUHU NepeJ03UPOBKH BUTA0aTPHHA HEN3BECTHA. B OTAETBHBIX COOOICHUAX
y TAaIMeHTOB C TI0YEYHOW HEJOCTaTOYHOCTHIO, IIOJyYaBIIMX TEPANEBTUYECKUE O3B

BUrabaTpuHa, reMOoHalli3 CHUKaJl KOHIEHTpallMIo BUrabarpuHa B miazme kposu Ha 40-60 %.

5. DPAPMAKOJIOTHYECKUE CBOMCTBA

5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
®dapmakoTepaneBTUYECKas TPYyIINa: MPOTUBOAIICTITUHYECKUE CPEJICTBA; MPONU3BOIHBIC KUPHBIX

KHCJIOT

Kox ATX: NO3AG04

Burabarpun - npoTHBOANMIENITUYECKOE JIEKAPCTBEHHOE CPEJICTBO C YETKO OINpPEAeICHHBIM
MeXaHU3MOM JeiicTBus. JledeHne BurabaTpuHOM NpUBOUT K yBEJIMUEHUIO KOHIeHTpauuu 'AMK
(raMMa-aMHMHOMACIISTHON KHCIIOThI), OCHOBHOI'O TOPMO3HOI'O HElipoMeIuaTopa B TOJIOBHOM MO3Te.
OTO CBA3aHO C TEM, 4YTO BUrabaTtpuH ObLI pa3pabOTaH palMOHAIBHO, KaK CEJIEKTUBHBIN
HeoOpatumblii uuruoutrop I'’AMK-tpancamunassl, pepMeHTa, OTBETCTBEHHOTO 3a PACIIEIUICHNE
'’AMK.

5.2. ®apMaKOKHHeTHYECKHE CBOMCTBA

AOGcopbrust

BurabatpuH siBisieTcs BOJOPaCTBOPUMBIM COEUHEHNEM OBICTPO U IIOJIHOCTHIO BCACHIBAETCS U3
KEITYJIOYHO-KMIIEYHOro TpakTa. IlpuemM mnumm He U3MEHSET CTENEHb BCAChIBAHUSA
BurabarpuHa. Bpemsi nqocTmkeHuss MaKCUMalIbHOW KOHIIGHTpanuu B azme kposu (TCmax)
COCTaBJIAET MpUMEPHO 1 yac.

Pacopenenenue

CBs3pIBaHHE C OCIKaMU ILIa3Mbl KpOBU HC3HAYUTCIIBHO. KOHHCHTpaHI/II/I B ILJ1asM€ H
CIMHHOMO3TOBON JKMIAKOCTH JHHEWMHO 3aBHCAT OT OO3Hl B npeaciiax pEeKOMEHAYEMOIro
Auaria3oHa a03.

buorpancdopmarus

Burabarpun Merabonu3upyercs He3HAYUTEIbHO. MeTaboauTHl B TIJ1a3Me HE OOHAPYIKEHBI.

DIuMHUHALIUS
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[TepopanbHbIil KIUPEHC BUTAOaTpWHA cOCTaBisieT mpubnausurensHo 7 n/4. [Ipumepno 70 %
OJHOKPaTHOW NEpOpaJbHOM [103bl BBIBOAWJIOCH B HEM3MEHEHHOM BHJE C MOYOM B TEYEHHE
nepBbIX 24 4acoB MocCie pueMa npenapara.

(DaDMaKOKI/IHCTI/ILICCKI/IC/(baDMaKOHI/IHaMI/I‘leCKI/Ie B3aMMOJACHCTBHS

[IpsiMoli KOppensuKd MEXIy KOHICHTpanued B Iuta3Me KpOoBU U (PQPEKTUBHOCTHIO HET.
[TpoloKUTENBHOCT  IEWCTBUS IIpenapara 3aBUCUT OT ckopoctu cuHresa ['TAMK-
TPaHCAMHUHA3BI.

[lemmaTprdeckas MONYJIAINS

dapMaKOKHHETHYECKHE CBOWCTBA BUTA0ATpWHA OBLIM HWCCICAOBAHBI B TPyNIax M3 IIECTH
HOBOPOXAEHHBIX (Bo3pacT 15-26 nHeil), mectu muaneHues (Bo3pacT 5-22 Mecsla) U LIECTH
nereit (Bo3pact 4,6-14,2 rona) ¢ pedpakrepHoit anuiencueit. [locie oTHOKpaTHOTO BBEIACHUS
nepopajgbHOTO pacTBopa BUrabarpuna B qo3e 37-50 MI/Kr BpeMs JOCTHXKEHUS MaKCHMaIbHOU
KOHIICHTPAIIUH COCTABJISAIIO MPUOIU3UTEIBHO 2,5 Yaca y HOBOPOXKJICHHBIX M MJIaJCHIICB U | gac
y nereil. KoHeuyHBI Mepuoa TOJIYBBIBEICHHUS] BHTa0aTpUHA COCTABJSUI OKOJIO 7,5 4acoB y
HOBOPOXJIEHHBIX, 5,7 yaca y muaaeHueB u 5,5 yacoB y aered. CpeaHee 3HaUYCHHE KIUpPEHCA
aKTHBHBIX S-dHAHTHOMEpPOB BHUrabaTpuHa y MuiajeHieB u nereir cocrasmwio 0,591 n/u/kr u

0,446 n/9/Kr COOTBETCTBEHHO.

5.3. /lanHbIe TOKJIMHUIECKOI 0€30MacHOCTH
HccnenoBanus 0e30MacHOCTH Ha JKMBOTHBIX, MPOBEJIEHHBIE HA KpbICaX, MbIIIAX, cobakax M
06G3I)$IHaX, IIOKaszajinu, 4TO BI/IFa6anI/IH HE€ OKa3bIBACT 3HAYUTCIIBHOI'O HC6J'I3FOHpI/I$ITHOFO

BO3)I€I>1CTBI/I$I Ha ICYCHb, ITOYKH, JICTKHUEC, CEPALIC UTTN )KGJ'I}UIO‘IHO-KPIHIC‘-IHLIﬁ TPAKT.

B ronoBHoM Mo3re Ha0MI0AaTaCh MUKPOBAKYOJISIUS B TPAKTaX OEOro BEIIECTBA KPBIC, MBIIIEH
u cobak mpu go3ax 30-50 wmr/kr/meHb. Y 00€3bsSH 3TH TOPaKEHUS MHUHUMAJIbHBI WU
HEOJHO3HAYHBL. DTOT 3 (EKT BBI3BAH pa3JelieHHeM Hapy)XKHOW IIACTUHYATOW OO0OJIOYKHU
MUEJIMHOBBIX BOJIOKOH, U3MEHEHUEM, XapaKTEPHBIM /I MHTPaMUETMHOBOTO oTeka. Kak y Kpsic,
Tak M y cOo0aK WHTPAMHUETUHOBBIA OTEK OBLT OOpaTHMMBIM TOCIE MPEKpalleHusl JIeUeHUs
BUTA0ATPUHOM, H J@Xe€ TPH TPOJOJDKEHWH JICYCHHS HaONIoJalach THUCTOJIOTHYECKas
perpeccus. OMHAKO y TPBI3YHOB HAOIIONATNCh HE3HAYUTENIBHBIC OCTATOYHBIC HW3MEHEHHS,
COCTOSIIIIME W3 HaOYXIIUX aKCOHOB (P03MHOQPWIBHBIX CQEPOUJOB) W MHUHEPATU30BAHHBIX
MUKPOOHBIX Tell. Y cO0aKu pe3yibTaThl 3NEKTPO(U3HOIOTHIECKOTO UCCIIEOBAHUS TOKA3hIBAIOT,
YTO MWHTPAMUEIMHOBBII OTEK CBSI3aH C YBEJIMYEHHWEM JIATEHTHOCTH COMAaTOCEHCOPHOIO

BBI3BAHHOTI'O ITIOTCHIIMAJIA, KOTOpBIfI SABJIACTCS O6paTI/IMBIM IIpHU OTMECHE JICKaAPCTBCHHOI'O CPCACTBA.
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MUTMEHTUPOBAHHBIX KpBIC, CcO0aKk wiu 00e3bsH. FI3MEHEeHHsT ceT4aTKu Yy OeNbIX KpPBIC
XapaKTePU30BAIKCH KaK (OKAIIbHAS I MYJIbTU(OKATBHAS Ie30PTaHU3aIHS BHEIIHETO SIEPHOTO
CJIOSl CO CMEUICHHEM sJiep B 00JiacTh Majodyek M Kojbouek. Jlpyrue ciou ceTyaTKd He Obuid
3aTpOHYTHL. DTU nopaxkeHus Habmoganuck y 80-100 % »uBOTHBIX MpH nepopalibHOi 103e 300
MT/KT/1eHb. [ MCTOIOTHYECKUH BUA OSTHX NOPAKECHHH OBLI IMOX0X HA TOT, KOTOPBIA OBLI
00HapyXeH y OeJIbIX KPBIC IMOCIIE Ype3MEPHOTO BO3eiCTBUA cBeTa. OHAKO U3MEHEHHUSI CeTYATKU

MOT'YT TaKXK€ MPCACTaBIATh coboit IIPAMOEC JICKAPCTBECHHOC BO3I[€I7ICTBI/IC.

DKCIEPUMEHTHI Ha KUBOTHBIX MOKA3aJIM, YTO BUTa0aTPUH HE OKA3bIBAET HETATUBHOTO BIIMSHUS
Ha (HepTUILHOCTD WM pa3BUTHUE IJI0Ja. Y KpbIC B q03ax 10 150 mr/kr (B 3 pa3a mpeBbIIIAIONINX
YeNOBEUYeCKyl0 J03y) WJIM Yy KpOIMKOB B jo3ax ng0o 100 wmr/kr He Habmogan0ch
TepaToreHHocTu. OAHAKO Yy KPOJIUKOB HAOJ0/1a7I0Ch HEOOIBIIIOE YBETUUCHUE YaCTOThI Pa3BUTHUSA

BOJTUBEH mactu mipu go3ax 150-200 mr/kr.

HccnenoBanus ¢ BI/Ira6anI/IHOM HC BBISIBUJIM NOKA34aTCJIBCTB MYTAIr€HHOI'O HJIM KaHIOCPOTCHHOI'O

NENUCTBUSL.

6. PAPMAIIEBTHUECKHUE CBOMCTBA
6.1. Ilepeuenb BCIOMOraTe/ibHbIX BellleCTB

IToBumon K 30

6.2. HecoBMecTUMOCTD

He npumenumo.

6.3. Cpok rogHoCcTH (CPOK XpaHEeHHs )

3 rona.

6.4. OcoOble Mepbl NPEAOCTOPOKHOCTH NIPH XPAHECHUHU

XpaHuTh Ipu Temuneparype He Boime 25 °C.

6.5. Xapakrep u cofepkaHue NEPBHYHOH YIIAKOBKH
[To 508 wmr rpanyn B TakeTUKH TEPMOCBapHBaeMble U3 MaTepuaia YMaKOBOYHOTO
KOMOWHHUPOBAHHOTO MHOTOCJIOMHOTO TUIIA «(oJibra KamupoBanHas (0yQiien)y.

ITo 28, 50, 56 wnmm mo 100 makeTUKOB BMECTE C JIMCTKOM-BKJIJIBIIIIEM B ITAUYKY.
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6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPH  YHUYTOXKEHMH  HCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 mMpenapaTra WJIH OTXO0A0B, TMOJYYEHHbIX TIOCJde NPHMEHEHUs!
JIEKAPCTBEHHOT0 Mpenapara u Apyrue MaHUMYJISIAY ¢ MPenapaTom

Het oco0bIX TpeOOBaHMI K yTHIIM3AIUH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccniickas @enepanvs
000 «Pundapmy»,

119435, r. MockBa, bosbiioi CaBBuHCKuU niep., 11, moabe3n 2, stax 4, nom. 11, komH.Ne25.

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

7.1. IlpencraBuTtenb AepKaTesisi PperiCTPALMOHHOIO YA0CTOBEPEeHH

IIpereH3uu HOTDG6I/ITCJ'IGI‘;I HarpaBJIATH 11O aPECy.

Poccniickas @enepanus

119435, r. Mocksa, bonbioit CaBBuHCKHiA TIep., 11, moabe3n 2, atax 4, mom. 11, komu.Ne25.
Ten./daxc: +7 (495) 933 0385

E-mail: drugsafety@rinpharm.com

PecniyOnuka Apmenus

AHO "HauuonanbHblit HAy4HbIN HEHTp dapMakoHaa3zopa”

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 anekTpoHHOM nouThl: adversereaction@drugsafety.ru

Pecniy6onmka benapychb

AHO "HaumoHnansHbIH Hay4HBIH HEHTP GpapMakoHaazopa"

Anpec: 105005, Poccust, r. Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, oduc 923

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

+7 903 799-21-86

Anpec anekTpoHHOU ouThl: adversereaction@drugsafety.ru

Pecriy6nuka Kazaxcran

TOO "LEKARSTVENNAYA BEZOPASNOST (JlekapcTBeHHast 6€301MacHOCTh)"
Anpec: 050047, KazaxcraH, ropoa Anmartsl, Ajatayckuil pailon, Mukpopaiion Casel, 11.16, KB.8

Ten.: +7 777 064 27 02

Crpanuma 18 u3 19



COOTBETCTEBYET ZKCNEPTHOMY OTUETY
ot 12.09.2024 N= 19465
+7 499 504-15-19 (NMOCNEOOBATENEHOCTE 0008)

Anpec anekTpoHHOM TouThl: adversereaction@drugsafety.ru

Keipreizckas Pecrybnuka

AHO "HaumoHansHbIN Hay4HBIN HIEHTp (papmakoHam3opa"

Anpec: 105005, Poccust, r. MockBa, yi. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Ten.: +996 99 901-50-45,

+7 499 504-15-19

Anpec anekTpoHHO# nouThl: adversereaction@drugsafety.ru

8. HOMEP PETUCTPAIHUMOHHOI'O YAOCTOBEPEHMUSI
JITI-Ne(002145)-(PT-RU)

9. JIATA TMNEPBUYHOM PEIUCTPALIMU (IIOATBEPXKJIEHUS

PEI'MCTPAIIUMN, IIEPEPETUCTPAIINN)
Jara nepoii peructpanuu. 11.04.2023

10. JATA IEPECMOTPA TEKCTA

OO61mas xapakTepuCTHKa JieKapcTBeHHOro npenapata MHdupa, noctynHa Ha nHGOpMaLOHHOM
noprane EBpa3uiickoro 3KOHOMHYECKOr0 COI03a B MHPOPMAIIMOHHO-KOMMYHHUKAIIMOHHON CETH

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