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COOTBETC TEI d ET SKCTNEPTHOMY OTYETY

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI' O IIPEITAPATA

Nudupa, 500 mr, rpaHysisl Juisi IPUTOTOBIICHUS PAaCTBOPA Ui IIpHEMa BHYTPb

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

JleiicTBy1OIIIee BEIIECTBO: BUTA0ATPHH.
1 maketuk cogepxxut 500 Mr Burabarpuna.
[TonHbIi TepeyeHb BCIIOMOTaTeIbHbIX BELIESCTB MPUBEIECH B pa3aene 6.1.

3. JEKAPCTBEHHAS ®OPMA

['panymbl 17151 IPUTOTOBIICHHS PACTBOPA ISl TpUEMa BHYTPb
['panybl 0e0TO MM MOYTH OEJIOTO IBETA.

4. KIMHUYECKHUE JAHHBIE
4.1. ITokazaHusl K NPUMEHEHHIO

ITpenapat MHdupa nokazan Kk IpUMEHEHHUIO Y B3pocibIX U fetei ot 0 1o 18 ner:
B kauecTBe MOHOTEpaNuy NPy JEUEHUU:
e uH(}aHTUIBHBIX cr1a3MOB (cuHApoM Becra)
B cocTraBe KOMIIIIEKCHOM Tepanyuy NpH JICYCHUH:
® PE3UCTEHTHBIX MApPIHATIBHBIX UJIETICUI CO BTOPUYHOM reHepanu3anuei uim 6e3, Korjaa Bce
Apyrue  MOAXOJALIMEe  TepalneBTHUYeCKHe KOMOMHAIMM  OKa3ajduCh  HEJOCTATOYHO
3¢ GEKTUBHBIMU UIIH IJI0XO MEPEHOCUMBIMH.

4.2. Pesxum 103MpOBaHNS U cNIOCO0 MPUMMEHEeHUs!

Pexxum 1o3upoBanus
Jleuenne mnpenapatom HWHupa HE0OX0AMMO TPOBOAUTH MO HAOTIOJEHUEM SIUJICHTOJIOTA,
HEBpOJIOTa WJIM Ieauarpa - HeBposora. CtapToBas A03a JONOJHSET paHee Ha3HAYEHHOE JICUCHHE
MIPOTHBOSIJICTITUYECKUMH TIperiapaTaMHu.
Bspociibie
HavanpHast mo3a mms B3pochbix cocTaBisieT | r© BurabatpuHa (2 TaKeTHKa TpaHysl s
MPUTOTOBIIEHUST pacTBopa) B CyTku. CyTouyHas 103a A B3POCHBIX COCTaBIsieT OoT 2 10 3 T
BurabatpuHa (0T 4 10 6 TAKETHKOB TpaHyJ IJs MPUTOTOBIICHUsI pacTBopa). Pexomenmyemas
MaKcHUMaJbHas 1033 COCTaBIsET 3 T BUrabarpuHa B CyTKH.
CyTouHyI0 103y cliefyeT TUTpoBaTh ¢ marom 0,5 T ¢ HeIeTbHBIMUA UHTEPBAJIAMU B 3aBUCUMOCTH OT
KJIMHUYECKOTO OTBETA U MEPEHOCUMOCTH Iperapara.

eTu
Pezucmenmuasn napyuanvnasn snunencus
Pexomenayemass HadanmbHasi /1032 Yy HOBOPOXKIEHHBIX, JIe€T€d W TMOJPOCTKOB cocTtaBiser 40
MUJUIUTPaMMOB Ha KHJIOTPaMM MacChl TeJla B CyTKH. B TabnuIle yka3zaHO 4HCIIO MaKeTUKOB, KOTOPOE
JOJKHO TPUMEHSATHCS Y JIeTel B COOTBETCTBUU ¢ Maccoil Tena. J[o3bl 1j1s pebeHKka MOTYT OBITh
W3MEHEHBI PU HEOOXOMMOCTH.
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Macca Tena Jo3a

10-15 xr 0,5-1 r (1-2 makeTuka rpaHyJi Juisi IPUTOTOBJICHUS PAcTBOpPA IS
IIpME€Ma BHYTPb) B CYTKH

15-30 xr 1-1,5 r (2-3 makeTuka rpaHyJi Jyisi IPUTOTOBIICHUS PAacTBOpPA IS
IIpME€Ma BHYTPb) B CYTKH

30-50 xr 1,5-3 r (3-6 makeTUKOB rpaHyJI Jyisl MPUTOTOBIICHUS pacTBOpA JIJIst
IIpMe€Ma BHYTPb) B CYTKH

bosnee 50 xr 2-3 1 (4-6 MaKeTUKOB I'PAaHYJI I IPUTOTOBJICHUS PAaCTBOpa ISl pUeMa
BHYTPb) B CYTKH (7103a JUIsl B3POCIIbIX)

He CJICOYCT IPECBBIIIATE MAKCUMAJIbHO PEKOMEHAOBAHHYIO NO3Y JJIA Ka)I(,HOﬁ BECOBOH KaTeropuu.

Jlemu ¢ unganmunorvimu cnasmamu (cunopom Becma)

Pexomennyemass HauanbHas J03a JUIs JleTed ¢ cuHApoMoM Becra (MH(aHTUIBHBIE CIA3MBbI)
cocraiseT 50 MIJIJTUTpaMM Ha KUJIOTPaMM MAaccChl Tea B IeHb, XOTSI MHOTa MOTYT UCIIOJIb30BaThCS
0o0J1ee BRICOKHE J103b1. BO3MOKHO yBenmueHue 10361 10 150 MUJUTMTpaMM Ha KHIIOTPaMM MaccChl TeJia
B JICHb B 3aBUCUMOCTHU OT MEepPeHOCUMOCTHU MpenapaTa. CyTOUHYIO 103y HEOOXOIUMO TUTPOBAThH B
TeueHue 1 Heaemu.

[MarmeHTsl TOKUIOT0 BO3PACTa, NAITMEHTHI C IIOYCYHON HEIOCTATOYHOCTHIO

[TockonbKy BUTa0ATPUH BBIBOJUTCS MOYKAMH, CIIEAYET COOIIOIaTh OCTOPOXKHOCTD NPH Ha3HAYCHUU
mpermapara TOXWIBIM JIIOJIM W OCOOCHHO TAIMEeHTaM ¢ KJIMPEHCOM KpeaTWHWHA MEHee
60 mu/muH. CrielyeT paccMOTpPeTh BONPOC O KOPPEKTUPOBKE J03bI WM YacCTOTHl BBEICHHS
npemapaTta. Takue TAlMEeHTHl MOTYT pearupoBaTh Ha 0oJiee HU3KYH IOANCPKUBAIOIIYIO
no3y. [TaiueHThl JODKHBI HAXOAUTHCS MOJT HAOMIOJCHUEM Ha MPEIMET HEeKENIATSIbHBIX dPPEKTOB,
TaKUX KakK CeJaTUBHOE JICHCTBHE WU CITyTAHHOCTh CO3HaHUs (CM. pa3nensl 4.4, 4.8).

Crnoco0 npuMeHeHus

BnyTps, 10 nnm nocine ezapl.

Jlo3a, KkpaTHasi OTHOMY TaKeTUKy, cocTaBiseT S00 mr.

JInst pacTBOpeHUs penapara UCIoIb3yIOT MUThEBYIO BOAY KOMHATHOW TEMIIEpaTyphl.

PactBoputs npenapar Mudupa MokHO B JIF0O0M y00HOM I TpueMa 00beMe MUTHEBOM BOJIBI, PU
3TOM MHUHUMAIBHO JIOMYCTUMBIA OOBEM BOJIBI Al pacTBOpeHHUs | MakeTHKa COCTaBISEeT 2 MIL
OnTuManbHbIM 00beM BOABI AJIs1 PACTBOPEHHUS | MaKeTHKa COCTaBISIET 5 MIL

J171s IpUrOTOBIEHUS pacTBOpPA MOTPEOYIOTCS:

- CTakaH JUId MPUTOTOBJIEHUS pacTBopa (PKEIaTeIbHO MPO3pAayHBIA CTEKJISTHHBIA CTakKaH, YTOOBI
MIPOBEPUTH MOJTHOE PACTBOPEHUE TIpernapara);

- CTaKaH C MUTHEBOM BOJOW KOMHATHOW TEMIIEPaTyphI;

- MEpHBINA MeIUIMHCKUH mmpuil Ha 10 M1 mubo Ha 5 Mut (eciu BpayoM Ha3Ha4YeHa J03a OTINYHAs OT
kpatHo# 1 maketuky (500 mr)). IlInpur ucnons3yercs 6€3 UTIIBI;

- HOKHHIIBI (YTOOBI BCKPBITh MMAKETHK ).

[TocnenoBaTenbHOCTH TPUTOTOBJICHUS PACTBOPA TSI PUEMa BHYTPb:

Oran 1 - [Ipexae ueM BCKPBITh MAKETHK, CIEAYET MOCTY4YaTh 10 HEMY, YTOOBI TOPOIIIOK OCel Ha JHO
MaKeTHKa.

Hanpesath HOKHHIIaMU B BEpXHEH YacTH MaKETHKa, YTOOBI BCKPHITh TAKETHK C TPErapaToM.

Otan 2 — nepechinaTh B MyCTOM CTaKaH BCE COJIEPKUMOE OJIHOTO MAaKETHKa, €CJIHU 32 OJIUH MPHUEM
TpeOyeTcst mpuHATh A03y npemnapara 500 mr u Menee. JIubGo mepechmath BCE COAECPKUMOE
HECKOJIbKUX MMaKETUKOB, €CJIH 3a OJIUH MPUEM TpeOyeTcs MPUHATH 103y mnpemnapata 6oiee 500 mr.
Oran 3 — aKKypaTHO MepenuTh TpedyeMblii 00beM MUTHEBOM BOJBI U3 CTaKaHa C BOJOW B CTaKaH C
MpenapaToM.

Ecnu TpebyeTcst mpuHATH 32 OJUH IpueM 103y npenapaTta kpatHyo 500 mr (manpumep, 500 wr,
1000 mr, 1500 mr, 2000 Mr u Tak majnee), TO MEPEIUTh JOCTATOYHOE KOJUYECTBO BOJIBI B CTAKaH C
MpenapaToM.
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COOTBETCTE ~ET SKCNEPTHOMY OTUYETY

100 mr, 200 mr, 300 mut, 400 mr, 600 mr, 700 mr, 800 mr, 900 Mr), TO IPUITUTH B CTAKaH C MIPEnapaToM
TOYHBII 00BEM BOJIBI IPU MOMOIIM MEPHOT'O0 MEIUIIMHCKOTO HIMpuia (5 M1 BOABI JIJIsl PACTBOPEHUS
1 makeruka npenapata, 10 M1 BoAsl JUIsl pacTBOpPEeHMsI 2 MaKeTUKOB mpemnapara). Ilpu atom 1 ma
MOJIy4E€HHOTO pacTBopa cooTBeTcTBYyeT 100 Mr BurabaTpuHa.

Oran 4 — nmepeMeniath COAEPKUMOE CTaKaHa JI0 MOJIHOTO PACTBOPEHUS TPAHYII, TIOKAUYMBasi CTaKaH
KpyroBeiMH  JBKeHUsMH. He BcrpsxuBaTh. [l ynoOcTBa mepeMelIMBaHUsS — MOXKHO
BOCITIOJIB30BaTHCS JIOKKOM.

PacTBopsaTh TpaHynbl HEOOXOAMMO [0 MOJYy4YeHHUsT OECLBETHOIO, MPO3padyHOro pacteopa. llpu
pacTBOpeHUH Tpernapara B 00beMe 5 MJI BOJBI U MEHEE, JOMYCTHMO IMOJYYCHHE CIIerKa MyTHOTO
pactBopa.

Oran 5 — NpUHATH WIK 1aTh PeOCHKY BeCh 00bEM MOIYYSHHOTO pacTBopa npemapat Mudupa, mmbo
0TOOpaTh MEPHBIM MEIUIIMHCKUM IIIPUILIOM TpeOyeMblii 00beM, UCXOs U3 Ha3HAYEHHOM 03Bl Ha
OJIMH TIPUEM.

Jlnia ynobcTBa MpUMEHEHHsI y IeTed, KOTOpble emlé He YMEIOT MUTh U3 CTaKaHa, ClelyeT BBOJIUTh
pebeHKyY pacTBOp IperapaTa 4epe3 poT NPy MOMOIIIH HITPHUIIA, HATPABUB IIITPHI] ITOJT YTIIOM K IIEKe.
Haxumas Ha mopIiieHs MIMpHIia, CieyeT BBECTU BeCh 00bEM pacTBOpa.

B Tabmuiie mpezacraBiieH mpuMep, Kako o0BEM MPUTOTOBIIEHHOTO pacTBOpa Ipemnapara cleayeT
IPHUHATH MO0 AaTh peOEHKY, ecliu Ha3HaueHa pa3oBasi 1o3a npenapara 1000 mMr u MeHee.

O06Bem BOIBI Konuenrpauus Ob6beMm
KonnuectBo Hasznauenunas
IS BUrabaTpHUHA B HPUTOTOBJICHHOTO
IaKETUKOB pasoBas J103a
pacTBOpEHUS pacTBope pacTBopa
100 mr 1 Mt
200 mr 2 MII
1 maketuk 5 ma 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 mut 100 mr/min 800 mr 8 M1
900 mr 9 M
1000 mr 10 Mt

['panynbl pacTBOPSIIOT B BOJIE, HENOCPEJICTBEHHO Iepe] MPUEMOM BHYTPb. [IpUTroTOBIEHHBIM
PacTBOP MOXKHO XpaHUTh MpHU Temneparype He Boimie 25 °C B Teuenue 48 4acos.

CyTouHy10 03y HEOOXOIMMO MPUHUMATH B BHJIE OJHOKPATHOW 103l WM JIBA pa3a B CYTKH, Yepe3
paBHbBIE TPOMEKYTKHU BPEMEHH.

OTMeHy mpemnapaTa CcIeQyeT NpPOBOJUTH MOCTENEHHO CHUXas 03y M TMOJ TIIATEIbHBIM
MEIUIIMHCKUM HAOII0ICHUEM.

4.3. [IporuBonoka3zanust

['unepuyBCTBUTENBHOCT, K BUTra0aTpUHY WIM K JHOOOMY U3 BCIOMOTATENIbHBIX BEIIECTB,
IIEPEUNCIICHHBIX B ITyHKTE 6.1.

4.4. OcoOble yka3aHHMs 1 MepPbl NPEIOCTOPOKHOCTH NIPH IPUMEHEHUH

Burabatpus He puMeHsIeTCS B MOHOTEPAITHH, 32 UCKIIIOUEHUEM Tepaniui HH(PAHTUIIHHBIX CTIa3MOB.
VY nanueHToB, MOJy4yaBUIMX BUrabaTpuH, cooOmianoch O jAedexTax Mojield 3peHusi, C BBICOKOM
gacToTol pa3BuTHs (okosio 1/3 mamueHToB). Hagano oOBIYHO HAcTymaeT 4epes MECSIbl WIH TOJbI
Tepanuu BurabarpuHoM. CTENEeHb OTpPaHUYCHHs TIOJICH 3pEeHHUS MOXKET OBITh Cephe3HOM. Y
OOJBIIMHCTBA TAIMEHTOB JAC(PEKThl OBUIM TMOATBEPKIACHBI TEPUMETPHUEH, HO MPOTEKaIn
o6eccumnTomMHo. ClietoBaTeIbHO, ATOT HEXeNIaTeNbHBIA A(DPEKT MOXKET OBITh JOCTOBEPHO
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MAIMEeHTOB crapuie 9 yer. DIeKTpopeTHHOrpadus IOKHA MPUMEHSTHCS TOJIBKO Y B3pPOCIBIX,
MIPOBEJICHUSI TEPUMETPUU KOTOPHIM HEBO3MOXKHO, HJIM Y OuYeHb MoJonabix (cM. JledexTsl mois
3peHus).

Nmeromuecs: 1aHHbIEe CBUAETEILCTBYIOT O TOM, YTO Je(EKThI MOJEH 3peHHs] HEOOpaTUMBI Jlaxke
nocje TMpeKpameHnus npuemMa Buradbarpuna. Hembpss uckimoyarh yXyAIISHHUS MOJEH 3peHHs TOocie
MIPEeKPALEHUS JICUCHHUS.

[TosToMy BUrabaTpuH ciaeayeT IPUMEHSITh TOJIBKO OCIE THIATEIbHOM OLEHKH COOTHOIICHUS TOIb3bI
Y PUCKa 110 CPaBHEHUIO C AIbTEPHATUBHBIMU METOJIaMU TEpPAIUH.

BurabGaTpun He peKOMEHAyeTCS MPUMEHATh MalMeHTaM ¢ KaKUM-THOO paHee CyLIeCTBOBABIIUM
KJIIMHUYECKH 3HAYUMBIM J1e(heKTOM TOJIeH 3peHHUs.

[TareHThl TOJKHBI MPOXOAUTH CUCTEMAaTHYECKOe CKPUHUHTOBOE OOCIEIOBAaHHUE MPHU MEPBUYHOM
IpreMe BUradaTpuHa U 4epe3 peryisspHble MPOMEKYTKH BPEMEHHU ISl BBISIBICHUA 1e()EKTOB MOJIei
3pEHHsT U CHWD)KEHHUS OCTPOTHI 3peHus. TecTupoBaHHWE MOJICH 3pEHUS U OLEHKA OCTPOTHI 3PEHHUS
JOJHKHBI ITPOJIONIKATHCSI C UHTEPBAJIOM Ka)/ible 6 MECSIEB B TEUEHUE BCETO Mepro/ia JICUeHUs (CM.
JleeKThI mosist 3peHust M OCTPOTa 3PEHU).

JedexTrl mosiet 3peHust

OCHOBBIBasICH HA UMEIOIINUXCS JAHHBIX, OOBIYHOW KaPTUHOW SIBISETCS KOHIIEHTPUYECKOE Cy>KEHHE
noJielt 3peHust 000uX Tia3, KOTOpoe, Kak MpaBUiio, Oosiee BBIPAKEHO C HAa3aJIbHON CTOPOHBI, YeM C
BHCOYHOU. B 1ienTpambHoM mosie 3penusi (B mpegenax 30 TpaaycoB SKCHEHTPUCUTETA) YACTO
HaOmo1aeTcsl KOJbIeBOM HOCOBOM aedekT. OnHako nedeKThl MoJied 3peHHs, O KOTOPbIX
coo0MIaNoCh y TMAalMEHTOB, MOJIYYaBIIMX BUTA0ATPUH, BApbUPOBAIMCH OT JIETKOW 10 TSIKEION
CTemeHu. TsKenble Cy4al MOTYT XapaKTepH30BaThCsl TYHHEIBHBIM 3peHHEM. B TsKeNbIX cirydasx
TaK)Ke COOOIANIOCH O CIENOTE.

BonbIIMHCTBO MAMEHTOB C JedeKTaMu, MOATBEPKICHHBIMU NEPUMETPUEH, paHee CIIOHTAHHO He
3aMeYa]d HUKAaKWX CHMITOMOB, JaX€ B TeX CIydasX, KOTJa TNpH TMEePUMETPUN HaOIroIaics
cepbe3Hblil edekT. meronecs AaHHbIE CBUAETENBCTBYIOT O TOM, YTO JE(EKTHI Mosiel 3peHust
HEOOpaTUMBI JTake TIOCie TpeKpamieHus npuemMa BuradaTpuHa. Hemb3si MCKITIOUHTH YyXyAILICHHE
ne(eKToB nosiel 3peHus Nocie NpeKpaleHus JeueHHs.

OObenuHEeHHbIE JTaHHbIE 00CIeA0BaHNN paCIPOCTPaHEHHOCTH CBUIETENLCTBYIOT O TOM, 4TO 710 1/3
MAIMEHTOB, MOJIYYalolINX TEepanuio BUTa0aTPUHOM, UMEIOT Ne(heKThl Moyel 3peHwus. My KUnHBI
MOTYT TIOABEpPrarbCsi OONBIIEMY pHCKY, 4YeM SJKeHIMHBL [lo pesymbraTaM TpOBEIEeHHBIX
HCCIeIOBaHMM Oblila TOKa3aHa BO3MOKHAs CBS3b MEXKIY PUCKOM pa3BUTUA NeEKTOB MOJEH 3peHUs
U CTETIEHBIO BO3JICHCTBUSI BUTA0ATPUHA, KaK C TOYKH 3PEHUs CyTOYHOH 103bI (0T 1 Tpamma mo 3
IPaMMOB), TaK U C TOUKH 3pEHUS MPOJAOKUTEIBHOCTH JIeUeHUs (MAKCUMYM B T€UEHHE TIEPBBIX TPEX
JIET).

Bcem manpienTaMm 10 Hayana JiedeHUs] BUTabaTpUHOM HEOOXOJMMa KOHCYIbTaIus oTaibMoiora ¢
o0cneoBaHUEM TIOJICH 3pEHHS.

CooTBeTCTBYyIOIIEE  TECTUPOBAHUE MOJNEH  3peHus  (MepuMeTpusi) C  HCIOJb30BAaHHEM
CTaHIAPTHU3UPOBAHHON CTAaTHYECKOW MEPUMETPUU WM KHHETHYECKOH IEepPUMETPUN JOJDKHO
BBHITIONHATHCS 10 Hayalla JICYEHUS W C MHTEPBAIOM B IIECTh MECSAIIEB B TE€YCHHUE BCETO Mepuoja
nedeHust. CTaTHUECKasi IEPUMETPUS SIBIISIETCS IPEAIOYTUTEIEHBIM METOIOM OOHApY KeHHs AeekTa
MOJIEH 3peHHsl, CBA3aHHOTO C BUTa0aTPUHOM.

OnexkrpopeTuHOTpaduss MOKET OBITH IOJIE3HA, HO JIOJDKHA HMCIIOJB30BaThCSI TOJIBKO Y B3POCIBIX,
KOTOpPBbIE HE MOT'YT OBITh 00CIJI€ZIOBaHbI C IPUMEHEHUEM MTEPUMETPUH.

[TareHTy ¥ / WK MLy, OCYIIECTBIISIOMIEMY YXO/I 32 HAM, JOJDKHO OBITH TAaHO MOJIPOOHOE OITMCaHHe
4acTOThl W  TIOCTEACTBHMA  pa3BUTUS  JOedEKTOB TMOJEeH 3peHHsl BO BpeMs  JICUCHHUS
BurabaTpuHoM. [TanmeHTsl MODKHBI COOOIIaTh O JIFOOBIX HOBBIX 3PUTENBHBIX MpoOJeMax u
CUMITOMAaxX, KOTOpble MOTYT OBITh CBSI3aHBI C CYXCHHEM IIOJia 3peHus. Ecnmu pa3BuBaroTcs
3pUTENbHBIE CUMIITOMBI, TAI[UEHT JOJKEH OBITh HAIpaBiieH K 0PTaTIbMOJIOTY.

Ecnu Bo BpeMst JieueHust HAOI0IaeTcs CyKEeHUE TOoJIeH 3peHus, CIelyeT paCCMOTPETh BO3MOXKHOCTh
MOCTETIEHHOTO MpeKpalleHus mpruemMa BurabarpuHa. Ecinu npuHsTo peneHne npoioKuTh JIedeHHe,
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IV BBISBJICHUS TPOTPECCUPOBAHMS HMEIOIIMXCA Ae()EKTOB WM BBISBICHHS HOBBIX YYacTKOB
OrpaHUYEHUS TOJIEH 3peHus, yrpOKaIOIIHUX 3PEHUIO 1e(hEeKTOB.
BurabaTpuH HeIOmyCcTUMO MPUMEHATH OJTHOBPEMEHHO C JPYTUMH MpenapaTaMi, OKa3bIBAIOIIMMU
TOKCHUYECKOE JeMCTBHE HA CETUaTKY.

eTu
[lepumerpus y neteil B Bo3pacte A0 9 neT 3HaUuTeNbHO 3aTpyiHEeHA. PUCKYU eueHus JOIKHBI ObITh
OYEHb TIIATEIBHO B3BEIICHBI C YUYETOM BO3MOXHOMW MOJB3BI JJIs JeTeld. B Hacrosimee Bpemsi He
CYIIECTBYET YCTOSBILIEIOCS METO/1a TUATHOCTUKY MIIH UCKITFOUEHHUS 1e(hEeKTOB MOJIeH 3peHUs y JeTei,
Yy KOTOpPBIX HEBO3MOXXHO TIPOBECTH CTAaHAAPTH3MPOBAHHYIO mepuMmerpuro. Ecnu mepumerpus
BBISIBJISIET HOPMAJIbHYIO PEAKIUIO IIEHTPAIBHOIO IMOJS 3pEHHUs, HO OTCYTCTBYET nepudepuyeckas
peakius, He0OX0IUMO TTEPECMOTPETh COOTHOIICHUE MOJIB3bl U PUCKA MPUMEHEHHs BUrabaTpuHa U
paccMOTpeTh BOMPOC O MOCTENEHHOM MpeKpalleHny ero npuMeHnenus. Hanuuue nepudepruyeckoro
3peHHsI HE HMCKIIIOYaeT BO3MOXXHOCTH Pa3BUTHA AC(PEKTOB MOJiel 3peHHs. DIeKTpopeTHHOTrpadus
MO3BOJISIET MOJYYUTh JAOMOIHUTEIBHBIE CBEIEHUSI O CBETOUYBCTBUTEIBHOCTH CETYATKH, OJHAKO €€
IIPUMEHEHUE PEKOMEHJI0OBAHO y JIeTeil Miazie 3-X JieT.
OctpoTa 3peHus
PacnipocTpaHeHHOCTh CHW)KEHHSI OCTPOTHI 3pPEHHUSl Yy TMAIMEHTOB, IOJYyYaBIIMX BHTrabaTpuH,
HEU3BECTHA.
V3MeHeHHsT CO CTOPOHBI CETYATKH, 3aTyMaHHWBAaHUE 3PEHUs, aTpousi 3PUTEIBHOTO HEpBa WA
HEBPUT 3pPUTEILHOTO HEpPBa MOTYT TPUBECTH K CHIDKEHHIO OCTPOTHI 3peHus (CM. paszfien
4.8). OcTpoTy 3peHus CIeAyeT OIICHIUBATh BO BpeMs KOHCYJIbTAIMA OPTAIIEMOJIOTOM ITepel Ha4aIoM
JieYeHUs BUTabaTpHOM U C MHTEPBAIAMU KaXK/IbIe IIECTh MECSIIEB BO BpeMs JICUCHUSI.
HeBposiornyeckne u ncuxuaTpudeckue 3a001eBaHus
B cBs3u ¢ pesynpTaTamMy JOKIMHUYECKHX HCCIIETOBaHUI 0€30MacHOCTH Y )KMBOTHBIX (CM. pasfen
5.3) pexomeHayeTcs, 4TOOBl MAIlMEHTHI, MOJTy4YaBIiie BUTa0aTpUH, BHUMATEIbHO HAOIIOJAIH 3a
HeOJIaronpusATHBIM BO3/IeicTBUEM Ha (DYHKIIMHM HEPBHOW CHUCTEMBI.
Penkue coobmieHus o cumMmToMax 3HIE(]aIonaTtuu, TaKUX KakK BbIpaK€HHasl celalus, CTYIop U
CIIyTaHHOCTb ~ CO3HAHMSA, CONPOBOXKJAIOIIMXCS  HecHelupHUUecKod MeAJCHHOH  BOJHOBOI
aKTUBHOCTBIO Ha D3JIEKTpOlHIeaiorpaMme, OBIIM ONKCAaHBl BCKOpPE IIOCIE Hayajga JICYCHHs
BurabatpuHoM. DakTopbl pHUCKA pa3BUTHS ITUX peaklUi BKIIOYAIOT 0oJiee BBICOKYIO, YeM
PEKOMEHIOBAHO, HAYAJIbHYIO /103y, 00Jiee OBICTPYIO ACKAJIAIIMIO 103bI Ha 00Jiee BHICOKUX CTYTEHSX,
YeM pPEKOMEH/I0BaHO, M TIOYEYHYI HEIOCTaTOYHOCTb. OJTHU HEKENaTelbHblE pPEeakUuu ObuIH
o0paTUMBbI MOCJIE€ CHUKEHUS J103bl UJTU MpEKpalleHus prueMa Buradarpusa (cM. paszaen 4.8).
Coobmanoch 0 ciydasx aHOMalbHBIX pe3ynbTaroB MPT romoBHOro mosra, B YacCTHOCTH Yy
MaJIeHbKUX AeTel (Miajie 2-X JIeT), MOoTyYaBIlInuX Je4eHre NPU HH()AHTUIBHBIX ClIa3Max BHICOKUMHU
no3aMu  BUrabarpusa. KnuHudeckoe 3HaueHHMe OSTHUX pe3yJbTaTOB B  HAcTOsIee BpeMs
HeusBecTHO. Kpome Toro, coobmanock O clydasXx HMHTPAMHUEIMHOBOTO OTEKa, OCOOEHHO Y
MJIQJICHIIEB, TOJYYaBIIUX JIeUeHHE OT UHQPAHTWIBHBIX cHasMoB (cM. paszensl 4.8 u
5.3). Coo0uianoch, YTO MHTPAMHUETMHOBBINA OTEK SABJISETCSI 00paTUMBIM I1OCIIE MPEKpaIIeHUs IpUueMa
mpernapara, M IO3TOMY PEKOMEHIYETCsl IOCTENEHHO MpeKpallaTh NpHeM BHUrabaTpuHa MpU
Ha0JI0/IEHUU UHTPAMHUEINHOBOTO OTEKA.
Coobmanoch 0 HapymIeHHUSX IBM)KEHHS, BKIIOYas JUCTOHUIO, JUCKUHE3UIO W THUIEPTOHMIO, Y
MAIMEeHTOB, TOJyYaBIIMX JICYCHWE NMPH WH(PAHTWIBHBIX cra3dMmax. [lonp3a / pHCK TpUMeEHEHHs
BUTa0aTpUHA CIIEeIyeT OLEHUBATh WHANBUIYAIBHO JUIS KaX/I0T0 ManuenTa. Eciau Bo BpeMs JiedeHus
BUTA0ATPUHOM BO3HHUKAIOT JIBUTATENBHBIE PACCTPONCTBA, CIEAYET PACCMOTPETh BOIIPOC O CHIKEHUN
JI03bI MJTH TTOCTENIEHHOM IPEKPAICHUH JICUEHUS.
Kak u B cirydae ¢ ApyrumMu IPOTHBOATHIIEIITUYECKUMH JIEKAPCTBEHHBIMU CPENICTBAMH, HEKOTOPHIE
MAIMEHTHI MOTYT UCTIBITHIBATh YBEITUUEHUE YaCTOTHI CYZ0POT HIIN MOSBICHUE HOBBIX TUIIOB CyJIOPOT
Mpu TpUMEHeHnn BurabarpuHa (cM. pasnen 4.8). OTu sBICHHUS TaKK€ MOTYT OBITH CIIEJICTBUEM
NEPEO3UPOBKH,  CHIDKCHMS  KOHIIGHTpPaMM B IJIa3Me€  KPOBH  COIYTCTBYIOLIETO
MPOTUBOAMIIEITHYECKOTO JICUSHHS HJI TapaJoKcallbHOTO 3 deKTa.

5




COOTBETCTEYET 3KCNEPTHOMY OTY

ot 200

iNDOCNEOOBATE HOCTE 0013
Kak u B ciyuae ¢ npyrumMu mpOTHUBOAIUIIECITUHYECKUMU npengjparal-vkn:lpeskaﬂ'oTlheHa'nvenapa'r'a

MO’KET IIPUBECTU K NOBTOPHBIM cyjoporaM. OTMeHy BUrabaTpuHa ciiefyeT IpOBOAUTH IOCTENEHHO,
CHWKEHHEM J103bl B TeUeHUE 2-4-HEeIbHOr0 Meproa.

BurabaTtpun cienyer ¢ OCTOPOXKHOCTHIO NMPUMEHATH Y MAIMEHTOB C IICHUX030M, JCMPEecCHel WiIn
[IOBEJICHUECKUMH TMpolieMaMu B aHaMmHe3e. Bo Bpems sedeHus BUrabaTpUHOM COOOINANIOCH O
HapyIIEHUSIX CO CTOPOHBI IICUXHKH (HAaIpuMep, BO30YXKACHUE, IENPECCHsl, HAPYIICHUE MBIIIJICHHS,
[apaHOUJAJIbHBIE peaKlUH). DTH HapyIIEHUs BO3HUKAIM KaK y HAalMEHTOB C 3a00JeBaHUAMU
NICUXUKU, TaK W Yy TMAlMEHTOB, HE CTPaJAlONIMX 3a00JIeBaHUSMHM IICUXUKH, ¥ OOBIYHO OBUIH
00paTUMBIMH, KOT'JIa 103kl BUTa0aTpHHA ObUIM YMEHBIIEHBI WIIM IOCTEIIEHHO OTMEHEHBI.
CyunmaanbHble MBICIU U IOBEJICHUE

Coobmanoch 0 CyHUUAQIbHBIX MBICASX W IOBEJEHMHM Yy MAlUEHTOB, IOJIyYaBLIMX
IIPOTUBOAMIICITHYECKHE CpeacTBa 1o HECKOJIbKUM noka3aHusiM. MeTtaananus
PaHIOMU3UPOBAHHBIX  IUIAIIE00-KOHTPOJIUPYEMBIX — HCCIEAOBAHUM  MPOTHUBOSIMUIECITHYECKUX
JIEKapCTBEHHBIX CPE/ICTB TAKXKE [TOKA3aJl HEOOIIbIION MOBBIIIEHHBIN PUCK CYUIIUAATIBHBIX MBICIEH U
noBeaeHus. Mexanusm 3T1oro 3QdQexkra HeusBecTeH, W HMMEILIUecs JaHHblE HE HCKIIYaIoT
BO3MO>KHOCTH MOBBIIIEHHOTO PUCKA [IPU IPUMEHEHUH BUTradaTpuHa.

[TosTOMy ManueHTh! AOJKHBI HAXOAUTHCS MOJ HAOJIOJIEHUEM Ha IpPEAMET MOSBJICHUS MPU3HAKOB
CYULIUJANIBHBIX MBICIIEH U NIOBEIEHUS U JIOJIKHBI ObITh PACCMOTPEHBI BOIPOCHI COOTBETCTBYIOLIETO
neuenus. [lanentam (1 aMLaM, OCYIIECTBISIONIMM yXO/J1 32 NALIMEHTaMH) CIIeyeT PEKOMEH10BaTh
HEMEJIEHHO o0paTuTbcsd K Bpauyy IpU TOSABIEHUU IPU3HAKOB CYMUUAAIBHBIX MBbICIEH WIN
MIOBEJICHMS.

[oxusble 0 Y TAIIMEHTHI C TOYEYHOW HE0CTaTOYHOCTHIO

ITockonbky BUraGaTpuH BBIBOJUTCS MOYKAMHU, CIIEAYET COOII0aTh OCTOPOXKHOCTh Y MALlUEHTOB C
KIMPEHCOM KpeaTMHWHa MeHee 60 MI/MUH M y TOXHWIBIX JIIOJEH. DTH MalWEHTHl JOJDKHBI
HaXOJUThCS O TIATEIbHBIM HAOJIIOJAECHUEM Ha MpEeIMEeT He)KelaTesIbHBIX 3PPEKTOB, TAKUX Kak
Ce/IaTUBHOE JIEUCTBUE U CIIyTAaHHOCTh CO3HAHMSI (CM. pazjen 4.2).

B3anmMoseicTBHs, KOTOpbIEe HEOOXO0AUMO YUYUTHIBATh

OnHOBpeMEHHOE IPUMEHEHNE BUradaTprHa U KIIOHA3emaMa MOXKET YCyTyOUTh ceAaTUBHbBIN 3P PEeKT
(cM. pazznen 4.5). Heo6xo1uMo TIIATEIbHO OLEHUTh HEOOXOAUMOCTh COIY TCTBYIOLIETO IPUMEHEHNUS
mpemnapara.

4.5. BzaumogeiictBue ¢ JAPYIrMMH JICKADCTBEHHBIMH IpenapataMM W JApyrue BHIbI
B3aMMOJAEHCTBUSA

ITockonbky BUrabaTpuH He METaOOIU3UPYETCS U HE CBSI3BIBAETCS C OEJIKaMU, a TAK)KE HE SIBIISETCS
UHAYKTOpOM (epMeHTOB MeTabonu3ma nuroxpoma P450 medenu, B3auMopaelcTBUE C JAPYyTUMU
JIEKapCTBEHHBIMHU CPENCTBAMU MaJIOBEPOATHO. OJHAKO BO BpeMsl KOHTPOJIUPYEMBIX KIMHUYECKUX
HCCIIeTOBaHUM Ha0JI0/1a710Ch OCTENIEHHOE CHI)KEHNE KOHIIEHTpalui (peHUTONHA B TUIa3Me KPOBH
Ha 16-33%. TouHas npupoaa 3TOro B3aMMOJAEHCTBUS B HACTOSIEE BpeMs HE M3y4€HA, OJHAKO B
OOJIBIIMHCTBE CIIy4aeB OHA B JIM Oy/IeT UMETh TeparneBTHUECKOe 3HAaUCHHUE.

Konnenrpauuu kapOamaszenuna, ¢eHoOapOHUTaza M BaJblipoaTa HATPHUsS B IUIa3ME KPOBH TaKKe
KOHTPOJHMPOBAINCH B XOAE KOHTPOJIUPYEMBIX KIMHUYECKUX HCCIECOBAHUM, W KIMHUYECKU
3HAYMMBbIX B3aUMOJICHCTBUI OOHApY>KEHO HE OBLIO.

Burabarpun MoKeT MPHUBOJIUTH K CHIDKEHUIO YPOBHsI anaHuHamuHoTpaHcdepassl (AJIT) u, B
MeHblIlel cTenenu, acnapraraMmuHoTpancgepasbl (ACT). Coobuianoch, 4ToO BETWYMHA 110/1aBICHUS
AJIT Bapwupyert ot 30% n0 100%. ITosToOMy o11eHKa 3TUX (HEPMEHTOB MOKET ObITh KOJIUYECTBEHHO
HE JIOCTOBEpHA y MalMeHTOB, IPUHUMAIOLINX BUradaTpuH (cM. paznen 4.8).

Burabatpun MokeT yBelIWYMBaTh KOJMYECTBO AMHUHOKHCIOT B MOYE€, YTO MOXKET MPHUBECTH K
JIOKHOTOJIOKUTEILHOMY TECTY Ha HEKOTOpbIE PEIKUE MeHETHUYECKHEe HapyIIeHUs] 0OMeHa BEIIeCTB
(Hanpumep, anbha-aMUHOAAUITHHOBYIO aIlUyPHIO).

OnHOBpeMEHHOE MPUMEHEHHE BUrabaTprHa 1 KJIOHa3enaMa MOXeT yCyryOuTh ceJaTUBHBIN 3¢ ekt
(cm. paznmen 4.4).
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4.6. PepTHIBLHOCTD, 0EPEMEHHOCTb U JIAKTALMS

bepemeHHOCTD
VY KEHITWH, TPUHUMABIIUX BUTA0ATPUH BO BPeMs OEPEeMEHHOCTH HAOJIIOIAJICS CaMOIIPOU3BOJIbHBIN

abopt, a y AeTeid, poKIEHHBIX OT MaTepeil MPUHUMABIINX BO BpeMsi OEPEMEHHOCTH BHTAa0ATPUH
HaOJIIOIaTMCh BPOXKACHHBIC aHOMAJIMU. BEpOsSTHOCTh pa3BUTHUSI BPOXKICHHBIX MOPOKOB B 2-3 pasa
BhIINIe, YeM B 0Omieil momymsimuu. Hanbonee wacTo BCTpEUarOTCs pacilelrHAa BEpXHEro Heoba,
HapyIIEHHE Pa3BUTUSI CO CTOPOHBI CEPIECYHO-COCYIMCTON CHCTEMBI M TIOPOKU Pa3BUTHs HEPBHOU
TpyOku. M3-3a OrpaHMYCHHBIX [JAHHBIX M HAJIWYUS COMYTCTBYIOUIMX MPOTHBOSIMUICITHUCCKUX
CPE/CTB HEJNb3sl CIIENIaTh ONPESIIEHHOIO BBIBOJA O TOM, BBI3BIBACT JIM BHUTaOaTPWUH MOBBIIICHHBIN
PUCK TIOPOKOB Pa3BHUTHS MPH MPUEME BO BpeMsi OepeMEHHOCTH. B cBsi3u ¢ 0ojee BBIPAKEHHBIM
PHCKOM BPOXKJICHHBIX TIOPOKOB IPU Ha3HAYCHUU HECKOJIBKHX IMPOTUBOIMIICHTHUECKUX TIPENapaToB
Ba)XHO CTPEMHUTHLCS K MPUMEHEHUIO MOHOTEPAITHH.

HccnenoBanusi Ha )KUBOTHBIX TIOKA3aJld PEMPOTYKTHBHYIO TOKCUYHOCTD (CM. pasnen 5.3).
Burabarpun He ciemyeT UCIOIb30BaTh BO BpeMsi OEPEeMEHHOCTH, 332 UCKJIFOUCHHUEM CTy4yaeB, KOr/aa
KIIMHHYECKOE COCTOSIHUE JKCHIIMHBI TpeOyeT jeueHus BurabaTpuHOM. TpeOyercs KOHCYJbTallus
AMWJICTITOJIOTA JUIsI TIOBTOPHOH OIICHKH TOTPEOHOCTH B TEpaWM B TICPUOJA TUIAHUPOBAHUS
OCpEeMEHHOCTH Y MAIMEHTOB, IMOJYYarOIIUX MPOTHBOAMMICIITUYCCKHE TpenapaTthl. Heooxomanmo
n30eratb BHE3AIMHOTO TPEKPAIICHUS TEPANUU MPOTHBOIMWICIITUYSCKUMH TIperaparaMu B CiIydae
BO3HUKHOBEHHSI OCPEMEHHOCTH y MAIUEHTKH B CBSI3U C TEM, YTO YXYIIICHHE TCYCHUS 3a00JICBaHUS
MOJKET IPUBECTH K YXYAIMICHUIO COCTOSHUS KaK MaTepH, TaK U TUIO/A.

CyIecTBYIOT OTpaHUYCHHBIC CBEJCHHS O BO3MOXXHOM BO3HUKHOBEHHH jAe(eKTa Mo 3peHHs y
JIETEH, KOTOPBIC MOIBEPTAIUCh BO3ACHCTBHIO BUTA0ATpHUHA BHYTPUYTPOOHO.

Jlakranus

Burabarpun BbeIeNseTCS C TPyAHBIM MoJiokoMm. Hemocratouno wuHGOpMaMu O BIHSHHUH
BUTa0aTpUHA Ha HOBOPOXKICHHBIX / MilajieHIIeB. HEOOX0MMO MPUHATH PEIICHUE O MPEKPAIICHUN
TPYJHOTO BCKaPMIIMBAHUS WJIH O TIPEKPAIICHUH TEPAITUN BUTA0ATPUHOM C YYETOM TOJIB3BI TPYIHOTO
BCKapMJTUBaHWUsI [T PeOCHKA U TIOJIb3bI TEPAITUH IS YKCHIIIHHBI.

DepTUIBLHOCTD

HccnenoBanusi (epTHIILHOCTH Ha KpbICAaX HE TOKa3ajdd BIMSHUS Ha MYKCKYIO U IKCHCKYIO
bepTubHOCTD (CM. pazaen 5.3).

4.7. BuusiHMe Ha CHOCOOHOCTH YNPABJAATHL TPAHCNOPTHBIMHM CpeaCcTBAaMH M padorarh ¢
MeXaHU3MaMH

Kak mpaBuno, manMeHTaM ¢ HEKOHTPOJIMPYEMOM »SHWIENCHEN HE pa3peniaeTcsi YNpaBlATh
aBTOMOOMJIEM WJIM OOpaIaThCsi C MOTEHIMAIBHO OMAacCHBIMH MeXaHWu3MaMu. B cBsi3u ¢ Tem, 4TO
COHJIMBOCTH HaOII0a/Iach B KIIMHUYECKUX MCCIEIOBAHUSX BUTA0ATPHHA, MAIIUEHTHI JOJKHBI OBITh
MpEeAYNPERACHBI 00 5TOM B HaJaJIe JICYCHHUS.

Yacro coobmanock 0 AedexTax Moned 3peHHs, KOTOpble MOTYT 3HAUUTENbHO MOBIMITH HA
CIIOCOOHOCTh YMPABIATh TPAHCIOPTHBIMU CPEACTBAMHU M paboTaTh ¢ MexaHm3Mamu. [losTomy B
MIePHOJ] ICUCHHUS TAIIMEHTaM ClIeAyeT U30eraTh JesTEIbHOCTH, TPeOYIoIIel BEICOKOI KOHIIEHTPAIIUN
BHUMAHMS U CKOPOCTH NMCUXOMOTOPHBIX PEAKIIHIA.

4.8. HexxennaTebHbIE peakuuu

Pestome npoduiist 6e3onacHOCTH

Yacro coobmanocs o0 nedexrax moys 3peHUs OT JIETKUX J0 TSKENbIX y MaIlleHTOB, MOMy4YaBITuX
BurabarpuH. Hayaio BO3HUKHOBEHHS OOBIYHO TIOCIEC HECKOIBKHX MECSAIEB JO HECKOJBKUX JIET
Tepanuu  BurabarpuHoM. OObeIMHEHHBIE  JaHHBIE  OOCJIENOBAaHUN  PaCIpPOCTPAHCHHOCTH
CBHJICTEIILCTBYIOT O TOM, 4TO Yy 1/3 MarMeHToB, MOoTy4atonfX TePAHio BUTA0aTPHHOM, pa3BHBAIOTCS
nedextsl o 3perus (cM. pasaen 4.4).
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HaOII01aTNCh HeXKenaTeabHbIe () (EKTH BO BpeMs JISUCHHs] BUTA0ATPUHOM. Y B3POCIBIX OHU OBLIH
B OCHOBHOM CBSI3aHBI C IEHTPAJIBHOW HEPBHOH CHCTEMOHW, TaKMe KaK cemaTHBHBIN 3ddekr,
COHJIMBOCTh, YCTAJIOCTh W HapyIICHHE KOHICHTpanmuu BHUMaHMS. OIHAKO y JAeTeld YacTo
HaOJTI01a7I0Ch BO30YKICHHUE WITH aKUTAIHs. YacToTa 3TUX HexelaTebHbIX 3()(EeKToB, Kak MpaBwiIo,
BBIIIIC B HAYAJIC JICYCHHSI K YMEHBIIIACTCSI CO BPEMEHEM.

Kak u B ciiydae ¢ JpyruMu MPOTHBOSMMICTITUYECKUMH TpEraparaMu, Y HEKOTOPBIX MallUCHTOB
MOXKET  HaOMIOJaThCsl  yBEIMYEHHE  YacTOThl ~ MPHUCTYIOB,  BKIOYAs  SNUAJICHTHYECKUN
craryc. [laneHThl ¢ MUOKIIOHHYECKUMH CYJOPOTaMH MOTYT OBITh OCOOCHHO IOABEPIKEHBI 3TOMY
s dekry. B penkux ciaydasx MOKET BOSHHUKATh HOBBI MUOKJIOHYC M OOOCTPEHHE CYIICCTBYIOIIETO
MHUOKIIOHYCA.

Pe3roMe HexkeNnaTeIbHbIX PEaKIUn

Bo3MokHbpie 1m0o00uYHBIE A((GEKTH  KIACCUPUIMPYIOT IO YacTOTe WX BO3HUKHOBCHUS:
oueHb yacto (>1/10), gacro (>1/100, no <1/10), Hewacro (>1/1 000, HO <1/100), peaxo (>1/10 000,
Ho <1/1 000), ouens peako (<1/10 000), vacrora HeM3BeCTHA (HA OCHOBAHWW MMEIOIIUXCS JTaHHBIX
OIICHUTh HEBO3MOXHO).

Hapywenus co cmopoHbl Kposu u tum@amuieckoi Cucmembl. Yacmo — aHeMHSI.

Hapywenusa memabonuzma u numanus ***: yacmo — yBelnn4eHne Macchl Tea.

Icuxuueckue uapywenus™: wacmo — BO30YXKIEHHUE, arpecCUBHOCTb, HEPBO3HOCTH, JCIPECCHS,
MapaHOUIHBIC PEAKINHN, OSCCOHHMIIA; Heuacmo — TUTIOMAHUS, MaHUs U TICUXO03bI; pe0Ko — MOTBITKA
caMoyOUIiCTBa; OUeHb pedKo — FaJUTIOLMHAIIUY.

Hapywenus co cmopomnsl Hep8Hotl cucmembl. 04eHb 4acmo — COHIIMBOCTD; 4acmo — TOJIOBHAs 00k,
TOJIOBOKPY)KEHUE, HApPYIICHHUS KOHILIEHTPAIlMM BHUMAHUS W TAMSTH, TPEMOp, HApYyIICHHE DPEYH,
napecrTesusi, HapyIICHUe MBIIUICHUS, TPEMOP; Heuacmble — aTaKCHsl; pedko — dHiedamomarus™*;
OYeHb pedKo — HEBPHUT 3PUTEIBHOIO HEPBA; uacmoma HeusgecmHa — COOOIAIIOCh O CIydasx
aHOMaJIMK TOJIOBHOTO Mo3ra npu MPT wuccrnenoBaHuy, MHTPAMHEIMHOBOTO OTE€Ka (OCOOCHHO Y
mianeHieB) (cMm. pazaensl 4.4 u 5.3). CooOmanock 0 JIBUTATENbHBIX PAacCTPOMCTBAX, BKIIOUas
JTUCTOHUIO, TUCKUHE3UIO U TUTICPTOHHIO, KaK OT/ICIHHO, TaK M B COYCTAHUH ¢ aHOManusiMu Ha MPT
(cm. paznen 4.4).

Hapywenus co cmopouwsi opeana 3penus: ouenv vacmo — neexT NmoJaei 3peHHs, ¥acmo — HeYeTKOe
3peHue, JBOCHUE B I1a3aX, HUCTArM; pedko — 3a00JIeBaHMsl CETYATKH, KOTOPbIE MPEUMYIIECTBEHHO
3aTparuBajiv ee MepUQPEPUUIECKYI0 YacTh; OYeHb pedko — 3a00JICBaHUS 3pUTEIIBHOTO HEepBa (HEBPUT
3pUTENBHOTO HEpBa, aTpousi 3pUTEIBHOTO HEPBA); YACMOMA Heu38ecmHa — CHUKEHHE OCTPOTHI
3peHUSL.

Hapywenus co cmoponbl d#ceny0ourHo-KuueuHoco mpakma. 4acmo — TOIIHOTa, PBOTa, OOJIb B
KHUBOTE.

Hapywenus co cmopoHbl neuenu u scenuebleo0auux nymell. 04eHb peoko — renaTur.

Hapywenus co cmopomwvl Kodcu u nOOKONCHbIX MKAHELL: YaACmo — alIOTICIUST; HeYdcmo — ChITb; PEOKO
— QHTUOHEBPOTHUYECKHI OTEK, KPAITMBHHUIIA.

Hapywenus co cmopomnvl mbiuieyHol, cKeiemHou U COeOUHUMENbHOU MKAHU: O4eHb YACmo —
apTpajrus.

Obwue HapywieHusi u peakyuu 8 mecme 66€0eHUS. OUeHb 4aAcCmo — YCTAIOCTh, Ydcmo — OTEK,
Pa3apaKUTEIBHOCTD.

*Co00MIaJIoch 0 PeaKIHsIX CO CTOPOHBI TICUXUKH BO BPEMsI TEPAITMHM BHTA0ATPUHOM. DTH PEaKIIuu
BO3HUKAIIM Y MAIMEHTOB C HAPYIICHHEM TICUXUKH U 0e3 HapymieHus. OOBIYHO ObLTH 00paTUMBIMH,
KorJa J103bl BUTA0ATpWHAa OBUIM YMEHBINEHBI WM TOCTENEHHO Tpekpamensl (cMm. Pazgen
4.4). lenpeccuss ObUTa paclpOCTpAaHEHHOW TICUXUATPUUECKON peakinueld B KIMHUYECKHX
WCCIICIOBAHMAX, HO PEIKO TpeOOoBaIa MpeKpanieHus iprueMa BuradaTpuHa.

** Penkue cooOuieHuss 00 HIEPATONATUYECKUX CHMIITOMAaX, TAaKUX KaK BBIPOKECHHAs CeHallvs,
CTYIIOP M CITyTaHHOCTh CO3HAHMSI B CBSI3U C HECTIENN(UIECKON MEUIEHHOW BOJTHOBOH aKTHBHOCTBIO
Ha 3JIeKTpo3HIIe(hamorpaMme, ObLITN OMKCAHBI BCKOPE TIOCTIE Hadasa JiedeHus Buradatpunom. Takue
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Burabarpuna (cMm. Paznen 4.4).
*#* JlabopaTopHbIE JaHHBIE CBHJICTEIBLCTBYIOT O TOM, YTO JICUCHHUE BUTAOATPUHOM HE MPUBOIAUT K
noueyHor TokcnaHoctu. Habmronanock camkenne AJIT u ACT, KOoTOpbIe CUUTAIOTCS Pe3yIbTaTOM
MHTHOWMPOBAHUS STUX aMUHOTpaHCc(epa3 BUTadaTPUHOM.
eTu
Icuxuueckue paccmpoticmea: ouensb uacmo — Bo30yXKJI€HUE, AKUTAIUS.
Coo0b1ieHne 0 1Mo103pPEBAEMbIX HEKETATEeIbHBIX PEAKIUIX
Baxxno cooOmaTth 0 1mojo3peBacMbIX HEKeTaTeNbHBIX PeaKIUsAX MOCJIe PErucTpaluy mpenapara ¢
EJIbI0 00ECTIeYeHNS HEPEPHIBHOIO MOHUTOPUHTA COOTHOIICHHS «I10JIb3a — PHCK) JIEKAPCTBEHHOTO
npernapata. MeaunMHCKUM paOOTHHKAM PEKOMEHAYETCS CcOoOOHIaTh O JIOOBIX IM0J03PEBAEMBIX
HE)KEJIATeIbHbIX PEAKIHAX JIEKAPCTBEHHOTO Mpernapara yepe3 HallMOHAIbHBIE CUCTEMbI COOOIICHUS
0 HEeXeJlaTeNbHBIX PEaKIUsIX rocyJapcTB — WieHOB EBpa3uiickoro 3KOHOMU4ECKOro COI03a.
Poccuiickas @enepanus
DenepanpHas cinyx0a mo Hag30py B cdepe 3npaBooxpanenus (Pocsnpasuaazop)
Anpec: 109012, r. MockBa, CiaBsiHCKast Tuiomiaib, 1. 4, ctp. 1
Tenedon: +7 800 550-99-03
DNEeKTpOHHAs ToYTa:
pharm@roszdravnadzor.gov.ru wiu npr@roszdravnadzor.gov.ru
Wurepuer-caiit: www.roszdravnadzor.gov.ru
Pecniybnuka Apmenus
AO3T «HayuHbli LEHTp SKCIIEPTU3bI JIEKAPCTB U MEAUIIMHCKUX TEXHOJIOIMM UM. AKajgemMuka .
["abpuensnay»
Anpec: 0051, r. EpeBan, ip. Komuraca, 49/4
Tenedon: +374 60 83-00-73, +374 10 23-08-96, +374 10 23-16-82
dakc: +374 10 23-21-18, 23-29-42
TenedoH ropsueil IMHUN OTAEIa MOHUTOPUHIA 0€30IaCHOCTH JIEKAPCTBEHHBIX cpelcTB: +374 10
20-05-05, +374 96 22-05-05
DnekTponHas nouta: admin@pharm.am, vigilance@pharm.am
WuTepuer-caiit: www.pharm.am
Pecny6nuka benapych
VII «l1eHTp 3KCnepTU3 U UCIBITAHUN B 3PABOOXPAHCHUN
Anpec: 220037, r. Munck, ToBapuieckuii niep., 2a
Tenedon: +375 (17) 299-55-14
®akc: +375 (17) 299-55-14
Tenedon ornena gpapmakonamzopa: +375 (17) 242-00-29
OnexkTpoHHas noura: repl@rceth.by
WnuTepuer-caiit: www.rceth.by
Pecny6nuka Kazaxcran
PI'TI ma IIBX «HanmoHanbHBIM LEHTP HKCIEPTU3BI JIEKAPCTBEHHBIX CPEACTB M MEIULNHCKHUX
m3nenuity  Komurera MemumMHCKOro ¥ (papmaneBTHUYECKOro KOHTpoist  MuHHCTepcTBa
3npaBooxpanenus Pecnyonmku Kazaxcran
Anpec: 010000, r. Acrana, paiioH baiikonslp, yi. A. maHoBa, 13
Tenedon: +7 (7172) 78-99-11
OnexrponHas noura: farm@dari.kz
WuTepuer-caift: https://www.ndda.kz
Keipreizckas Peciy6inka
JlemapTaMeHT JIEKapCTBEHHBIX CPEACTB U MEIUIIMHCKUAX W31 TIpU MUHUCTEPCTBE
3npaBooxpanenust Kelpreizckoit Pecryomiku
Anpec: 720044, r. bumikek, yia. 3-a JIunus, 25
Tenedon: 0800 800-26-26; +996 312 21-92-86
OnektpoHHas moura: pharm@dlsmi.kg



mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
http://www.roszdravnadzor.gov.ru/
mailto:admin@pharm.am
mailto:vigilance@pharm.am
mailto:farm@dari.kz
https://www.ndda.kz/

COOTBETCTBYET SKCMEPTHOMY OTYETY
ot 20.03.2026 Nz 5754

(MOCNENOBATENLHOCTE 0013)

WNutepuer-caitT: www.dlsmi.kg

4.9. Ilepeno3upoBka

CHUMIITOMBI

[Ipu mpueme BHYTph J103bI Yallle BCEro cocTaBiisid oT 7,5 mo 30 r; oqHAaKO cOO0Ianoch O MpUeMe
BHYTpb 110 90 r. [louTH mosoBrHA Cily4aeB OblIa CBS3aHA C MHOTOKPATHBIM TPUEMOM TIperapara.
Haunbosee yacTpiMu cUMIITOMaMU OBLITM COHJIMBOCTH HJIM KOMa. [[pyrue MeHee 4acTo OTMeYaeMbIe
CUMIITOMBI BKITFOUQJIA TOJIOBOKPYKCHHE, TOJIOBHYIO 00JIb, IICHMX03, YTHETCHHUE BIXaHUS WU aIlHO?,
OpaauKap/IMio, THUIOTCH3UI0, BO30YXKIEHUE, Pa3APaKUTEILHOCTh, CITYTAHHOCTh CO3HAHUS,
HEHOPMAaJIbHOE MOBEJICHUE U HapylleHue peur. Hu ogHa u3 nepeo3upoBOK HE MpUBEia K CMEPTH.
JleueHue

Crenunpuyeckoro aHTua0Ta HEeT. [Ipr HEOOXOIUMOCTH MPOBOIUTCS CUMITOMATHYECKOE JICUCHHUE,
aKTUBHUPOBAHHBIN Yrojb HE3HAUUTENBHO a/icopOupyeT Buradarput. Ih(HeKTHBHOCTh TeMOANATH3a
MIPU JICUCHUH TIEPEI03UPOBKH BUTA0ATPHHA HEM3BECTHA. B OTIENBHBIX COOOIICHUSAX Y MAIIUEHTOB C
MOYEYHONH HEJAOCTATOYHOCTHIO, MONYYaBIIMX TEPalleBTUYECKUE J103bl BUradaTpuHa, reMoJIHaIn3
CHHUKaJI KOHIICHTpAaIMIO BUrabarprHa B rmiasme kposu Ha 40-60 %.

5. DPAPMAKOJIOTMYECKHUE CBOMCTBA
5.1. ®apmakoanHaMHuYecKHne CBOCTBA

dapMakoTepareBTUYeCKasi TPyIa: MPOTHUBOSMIICIITUYECKUE CPEICTBA; MPOU3BOAHBIE KUPHBIX
KHCJIOT

Ko ATX: NO3AGO04

BurabatpuH - NpPOTHBOAMMIENTHYECKOE JIEKAPCTBEHHOE CPEICTBO C YETKO OIpe/IeIeHHbIM
MeXaHU3MOM JelcTBus. JleueHre BUrabaTpMHOM NMPUBOJUT K yBeTUUeHHUI0 KoHueHTpauuu I'”AMK
(raMMa-aMHHOMACIISTHOW KHCJIOTHI), OCHOBHOTO TOPMO3HOTO HEHpOMeauaTropa B TOJOBHOM MO3TE.
OTO CBS3aHO C TEeM, 4YTO BUrabaTpuH ObUT pa3paboOTaH paAIMOHAIBHO, KaK CEJIEKTHBHBIMN
HeoOpatumblii uHruOuTOp I"AMK-TpancamuHasbl, pepMeHTa, OTBETCTBEHHOI'O 3a paclleIuIeHHe
I'AMK.

5.2. @apmakoknHeTHYECKHE CBOICTBA

AOGcopOuus
BuraGatpun siBiseTcsi BOJOPACTBOPUMBIM COEIMHEHUEM OBICTPO U MOJHOCTHIO BCACHIBAETCS U3

KeNlyJ0YHO-KUIIEYHOro TpakTa. [Ipuem nuimum He U3MEHsIeT CTENeHb BcachlBaHUS BUTraOaTpHHA.
Bpemsi moctmkeHus MakCUMallbHOM KoHIleHTpamuu B 1a3mMe kpoBu (TCmax) cocraBiseT
npumepHo 1 ygac.

Pacnpenenenue

Ces3piBaHMe ¢ OenkamMM IUIa3Mbl KpOBM He3HauuTendbHO. KOHIEHTpauuM B IUIa3Me U
CIMHHOMO3TOBOM KMIKOCTH JIMHEIHO 3aBUCAT OT J03bI B MpeJenax peKOMEHAYeMOoro auana3oHa
7103.

buotpanchopmanms

Burabarpun metabonusupyercss He3HaYUTeNIbHO. MeTa0oIUTHI B IJ1a3Me He OOHAPYKEHBI.
DJIMMUHAIUS

Burabatpun BBIBOAWUTCS TOYKaMU C KOHEUYHBIM IIEPUOJOM IMOJYBBIBEACHHS 5-8 YacoB.
[lepopanbHblii KJIMpeHC BuUradbarpuHa cocTaBisieT npuonusutenbHo 7 /4. Ilpumepno 70 %
OJIHOKPATHOM MepOpabHOM J03bI BBIBOJUIOCH B HEU3MEHEHHOM BUJIE C MOYOM B TEYEHUE IEPBBIX
24 yacoB mocie npuemMa npemnapara.

dapmakokuHeTHYECKas-PapMaKoAMHAMUYECKAs 3aBHCUMOCTD
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[IpoiomKUTENBHOCTD JENCTBUS MIpEnapaTa 3aBUCUT OT ckopocTH cuHTe3a ' AMK -TpancamMuHasbl.
eTu

dapMaKOKMHETHYECKHUE CBONCTBA BHra0aTpuHa OBUIM HCCIEIOBAaHBI B Tpymnmax W3 IIECTH
HOBOPOXACHHBIX (Bo3pacT 15-26 aHei), mecTy MiafeHIeB (Bo3pacT 5-22 Mecsia) U IeCTH JeTen
(Bo3pact 4,6-14,2 roma) ¢ pedpakrepHoit smwmiencueil. [locne OJHOKPAaTHOTO BBEACHUS
MepopabHOTO pacTBOpa BuUradbarpuHa B go03e 37-50 MI/Kr BpeMs MOCTH)KCHHUS MaKCHUMaJIbHOU
KOHIICHTPAIMH COCTABIISUIO IPUOIU3UTEIBHO 2,5 Yaca y HOBOPOKIEHHBIX M MIIaJICHIIEB U | "ac y
nereii. KOHEUHBIM TepuoJ TOJYBBIBEJACHUS BHUrabaTpuHA COCTABISUI OKOJO 7,5 dYacoB 'y
HOBOPOXACHHBIX, 5,7 "aca y MJajeHueB u 5,5 yacoB y jaereil. CpeaHee 3HaUCHUE KIMpPEHCa
AKTUBHBIX S-DHAHTHOMEPOB BHUTA0aTpUHA y MIaJeHIEeB W nereil cocraBuio 0,591 n/u/kr m
0,446 1/9/KT COOTBETCTBEHHO.

5.3. laHHble JOKJIHUHHUYECKOH 0e30aCHOCTH

HccnenoBanust 0€30macHOCTH Ha JKMBOTHBIX, IMPOBEACHHBIE HA KpBICaX, MBIIIAX, COOaKax u
o0e3bsiHaX, TMOKa3ald, YTO BHUrabaTpMH HE OKa3bIBaeT 3HAYUTEIBHOTO HEOIAronmpUsITHOTO
BO3/CHCTBUS HA NIEUEHbB, TOYKH, JIETKHE, CEP/LIE MU JKEITYyA0YHO-KUIICYHBI TPAKT.

B rojoBHoM Mo3re HaOOAaNaCh MUKPOBAKYOJIALIUS B TPAKTax O€IOro BEIIeCTBa KPbIC, MBIIICH U
cobak mpm pozax 30-50 wmr/kr/neHp. Y 00€3bSH OTH MOPaXKEHHWS MHHUMAIBHBI WU
HEOJIHO3HAYHBI. DTOT 3G (dEeKT BbI3BaH pa3/ieICHUEM Hapy>KHOM IJIACTMHYATOW 000JI0YKU
MUEIMHOBBIX BOJIOKOH, M3MEHEHUEM, XapaKTEPHBIM [T HHTPAMHUEITMHOBOTO OTeKa. Kak y Kpsbic, Tak
1y co0aKk MHTPaAaMHUEIMHOBBIA OTEK ObLIT 0OpaTUMBIM MOCIE MPEKPALICHHS JIeUeHUsI BUTabaTprHHOM,
U JIa’Ke TIPU MPOJI0IKEHUH JISYeHHUs HaOJIoaiach TUCToorndeckas perpeccus. OQHaKo y TPHI3YHOB
HaONIOIaNCh HE3HAYUTENIbHbIE OCTATOYHbIE HM3MEHEHHS, COCTOSIINE W3 Ha0YyXIIMX AaKCOHOB
(203MHOPMIBHBIX C(HEPOUTOB) U MHHEPATU30BAHHBIX MHUKPOOHBIX Tel. Y CO0aKku pe3ybTaThl
3JIEKTPO(U3NOIOTUYECKOTO HCCIET0BaHMsI MOKa3bIBAIOT, YTO HWHTPAMHUEIMHOBBIM OTEK CBS3aH C
YBEIIMYEHHUEM JIATEHTHOCTH COMAaTOCEHCOPHOTO BBI3BAHHOTO ITOTEHIMANA, KOTOPBIN SBISETCS
00paTUMBIM NIPU OTMEHE JIEKAPCTBEHHOTO CPEJCTBA.

PeTMHOTOKCHYHOCTD, CBSI3aHHAs C BUTA0ATPHHOM, HAOIONANACh TOJIBKO y OETBIX KPBIC, HO HE Y
MUTMEHTUPOBAHHBIX KpBIC, C00ak uiIuM 00e3bsH. MI3MeHeHuss ceTyaTku y OenbIX  KpbIc
XapaKTepU30BATUCH KaK (POKAIbHAS WM MYJIbTH(OKAIbHAS JI€30pTraHU3alisl BHEIIHETO SIEPHOTO
CIIOSI CO CMENICHUEeM sijiep B o0jacTh Hajloyek U Kojbouek. Jlpyrue ciou ceTdaTku He ObUIn
3aTpOHYTHL. OTU mnopaxkeHuss Habmoaamuch y 80-100 % >XKMBOTHBIX MHpH NEPOpabHOM J03€
300 mr/kr/nens. ['ucTonornyeckuii BUJ 3TUX MOpPaK€HUM OBII MOXO0X Ha TOT, KOTOPBIM ObLI
oOHapy>keH y OeNbIX KPBIC IOCIIe Ype3MEepHOro BO3AeHCTBUS cBeTa. OTHAKO M3MEHEHUS CeTYATKU
MOTYT TaK)Xe IPEeACTaBIATh COO0H MpsIMOe JIeKapCTBEHHOE BO3ICHCTBHE.

DKCIepUMEHTHI Ha JKUBOTHBIX MMOKA3aJId, YTO BUTA0ATPUH HE OKa3bIBa€T HETATHBHOTO BIIUSHUS Ha
(bepTUIbHOCTh WM pa3BUTHE IUI0JA. Y KpbIc B J03ax 70 150 mr/kr (B 3 pa3a IpeBbIMIAOMINX
YEeJIOBEUECKYI0 J03y) WIM Y KpOlIuKOoB B Jno3ax 1m0 100 wmr/kr He HaOII01a10Ch
TepaToreHHOCTH. OTHAKO y KPOJIMKOB HAONIOAIOCh HEOOJBIIOE YBEIMYEHHE YacTOThl Pa3BUTHUS
BOJTUbEH mactu mpu go3ax 150-200 mr/kr.

HccnenoBanust ¢ BUrabaTpMHOM HE BBISBMJIM JIOKA3aTeIbCTB MYTAareHHOTO WJIM KaHIEPOT€HHOT'O
JEUCTBUA.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeuenb BcnoMorareJibHbIX BellleCTB
[ToBunon K 30

6.2. HecoBmecTHMOCTH
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He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHus)

HeBCKPBITHIA TAKETUK

3 rona.

[IpuroToBaeHHEINA PACTBOP IS IPUEMA BHYTPh
48 4 npu Temnepatype He Bbie 25 °C.

6.4. OcoObie MepbI NPETOCTOPOKHOCTH NPU XPAHEHUH
XpaHuThb npu Temneparype He Boie 25 °C.
6.5. XapaxkTep u coaepxkaHue NEPBUYHON YIIAKOBKH

I[To 508 wmr rpaHyal B MaKeTHKH TEPMOCBAapHBacMble M3 MaTepuaiga YIaKOBOYHOTO
KOMOMHHPOBAHHOTO MHOTOCJIOIHOTO TUMA «(obra KamupoBaHHas (0yQIieH)».
ITo 28, 50, 56 unu o 100 makeTHKOB BMECTE C JTUCTKOM-BKJIAJIBIIIEM B MAUKY.

6.6. OcoOble MepbI MPEOCTOPOKHOCTH NPH YTHIN3ANHUN HCHOJIb30BAHHOIO JIEKAPCTBEHHOI0
npenapara MM OTXO0J0B, MOJYYEHHBIX MOC/Je NMPUMEHEHHsI JeKAPCTBEHHOr0 Mpenapara, u
Apyrue MaHUIYJISIIMHU € NpenapaToM

Het 0co0bIx TpeOOBaHMil K YTHIN3AIHH.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YJOCTOBEPEHMUSA

Poccuiickas @enepanns

000 «Pundapmy»,

119435, r. Mocksa, bomnbiioit CaBBuHCKHI Tiep., 11, moabse3n 2, atax 4, mom. I, komH.Ne25.
Ten./dakc: +7 (495) 933 0385

E-mail: office@rinpharm.com

7.1. IlpencraBurennb aepkaresisi periCTPAMOHHOI0 YA0CTOBEPCHHA

[Iperen3uu noTpeduTENIel HAPABIISTH 110 AIPECY:

Poccutickas ®@enepanus

119435, r. Mocksa, bonbmioi CaBBuHCKUH Tiep., 11, moabe3n 2, atax 4, mom. 11, komu.Ne2S5.
Ten./dakc: +7 (495) 933 0385

E-mail: drugsafety@rinpharm.com

Pecriybnuka Apmenus

AHO "HauuonanbHblil Hay4HbIH LIEHTp GpapMakoHaa3opa"

Anpec: 105005, Poccus, r. Mocksa, yn. baymanckas, 1.6, cTp. 2, atax 9, opuc 923
Ten.: +7 499 504-15-19,

+7 903 799-21-86

Anpec snekTpoHHOM mouThl: adversereaction@drugsafety.ru

Pecniybnuka benapych

AHO "HauuonanbHblil Hay4HbIH LIEHTp GpapMakoHaa3opa"

Anpec: 105005, Poccus, r. Mocksa, yn. baymanckas, 1.6, ctp. 2, atax 9, opuc 923
Ten.: +7 499 504-15-19,

+7 903 799-21-86

Anpec anekTpoHHOM mouThl: adversereaction@drugsafety.ru

Pecrry6nuka Kazaxcran
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TOO "LEKARSTVENNAY A BEZOPASNOST (Jlexapcrentdi Geatmactvcrsy & HETE 0013)

Anpec: 050047, Kazaxcran, ropoa AnMarel, Anatayckuit paiton, Mukpopaion Casubl, 1.16, kB.8
Ten.: +7 777 064 27 02

+7 499 504-15-19

Anpec anekTpoHHOM mouThl: adversereaction@drugsafety.ru

Keipreizckas PecryOnuka

AHO "HanuoHaapHbIN Hay4YHBIH HIEHTP (hapMakoHaazopa'

Anpec: 105005, Poccus, r. Mocksa, yi. baymanckasi, 1.6, ctp. 2, atax 9, opuc 923

Ten.: 996 99 901-50-45,

+7 499 504-15-19

Anpec anekTpoHHOM mouThl: adversereaction@drugsafety.ru

8. HOMEP PETUCTPALIMOHHOI'O YAOCTOBEPEHUA

9. KATEI'OPUSA OTITYCKA JIEKAPCTBEHHOTI' O IIPEITAPATA

HCKapCTBeHHBIﬁ npemnapat OTHOCUTCA K KaTCTrOpuH OTITYCKa I10 PCLCIITY.

OOmiass xapakTepuCTUKa JIEKapCTBEHHOro mpemnapara MHdupa, noctymHa B €IMHOM peecTpe
3apETHCTPUPOBAHHBIX JIEKAPCTBECHHBIX CPEACTB EBpa3sMiicCKOro SKOHOMHYECKOTO COI03a M Ha
ounmanibHOM caiite YIOJTHOMOYEHHOTO opraHa (9KCTIepTHOM OpraHu3aIH)
https://Ik.regmed.ru/Register/EAEU_SmPC.
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