COOTBETCTBYET 3KCTEPTHOMY OTHETY

ot 13.03.2025 M2 6753

OBLIASI XAPAKTEPUCTHKA JIEKAPCTREAHOT O TIPETIAPATA

1. HAUMEHOBAHMUE JIEKAPCTBEHHOI'O ITPEITAPATA

JlexcameTa3on-Buan, 4 Mr/mi, pacTBOp JUIsi HHBEKIHH.

2. KAUECTBEHHBIN U KOJIMYECTBEHHBIN COCTAB

JelicTByroniee BEUIECTBO: JEKCAMETA30H.

Kaxnprit mu pactBopa coaepxut 4,37 mr aekcamerazoHa HaTpus ¢docdara (B mepecuere Ha
nexcamerasoHa gocdar — 4 mr).

Kaxxnas ammymna oobemom 1 mut conepkut 4,37 mr aexcamerasona Hatpus ¢ocdara (B mepecuere
Ha JekcaMmeTa3oHa docdat — 4 Mmr).

BcnomorarenbHbIe BelIecTBa, HATMYME KOTOPBIX HAJ0 YYUTHIBATH B COCTAaBE JIEKAPCTBEHHOTO
npenapara: Hatpui (cM. paszaen 4.4).

[TosHBI TTEepeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEIIEH B pa3jene 6.1.

3. JEKAPCTBEHHAS ®OPMA

PacTtBOp 1151 MHBEKIUHA.

Hp03paqHa51 6CCHBGTH35I WJIM CJIETKA XKEJITOBaTass XUJKOCTb.

4. KINMHNYECKHUE JAHHBIE

4.1. lloka3aHusi K NPUMEHEHH IO

[Ipenapar JlekcameTazoH-Buai nokaszan Kk NpUMEHEHUIO Y B3POCIIbIX U JIeTel B Bo3pacte ot 0 10
18 ner.

3aMecTuTeNbHAs Tepanmus NPy HAIANOYEUHUKOBOM HemocTaroyHocTH (B komOuHauu ¢ 0,9 %
pPacTBOPOM HATPHUS XJIOPHAA H/WIM MHHEPAJIOKOPTHKOCTEPOUIAMH): OCTpasi HEIOCTATOYHOCTh
KOpBI HAJMOYeUHUKOB (00JE3Hb AJIMCOHA, JIBYCTOPOHHSISI aIpeHAIKTOMHUS), OTHOCUTENbHAs
HAJMOYEYHUKOBAsE ~ HENOCTAaTOYHOCTb,  pa3BUBAIOIIAsACA  IOCJIE€  OTMEHBl  JICUCHUS
rmokokoptukoctepornamu  (I'KC), mnepBuuyHas wiM BTOpHYHAS HEAOCTATOYHOCTH KOPBI
HaJIMOYEUYHHUKOB.

CuMrnromaTrueckas M MaTOreHeTHUecKas Tepanus Ipyrux 3a00eBaHui, TPEOYIOMINX BBEACHUS
obicTponeiicTBytommero ['KC, a Takxke B ciydasix, Korja MepopaibHBIA TpHUeM Ipernapara
HEBO3MOJKEH:

® DOHJOKPUHHBIC 3a00JIEBAaHUS: BPOXKJIEHHAS TUMEPIUIa3us KOPbl HAAMOYECYHHKOB, TOIOCTPHIA

TUPCOUINT,
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COCYIOCYKUBAIOUIMX  CPEIACTB,  IUIa3MO3aMEIIAIOIIMX  IpPenapatoB U JIPyroi

® [I0K (OKOTOBBIH, TPABMaTUYECKUI1, OllepaliOHHbINA

CUMIITOMAaTUYECKON Tepaluu;

® OTEK TOJOBHOTO Mo3ra (TOJNBKO TIOCJIE TMOATBEPXKACHUS CHMIITOMOB TOBBIIICHUS
BHYTPUUYEPEITHOTO JABJICHUS PEe3yJbTaTaMH MarHUTHO-PE30HAHCHOW WJIM KOMIBIOTEPHOU
ToMoTpadun), 00yCIOBICHHBIH OITyX0JbI0 TOJOBHOTO MO3ra, YEpEIHO-MO3TOBON TPaBMOM,
HEHPOXUPYPTHUYECKHM  BMEIIATEILCTBOM, KPOBOHMIHMSIHAEM B  MO3T, JHIE(aIuToMm,
MEHUHTUTOM, JTy9E€BBIM ITOPAKCHHUEM;

® aCTMaTHYECKUU CTaTycC, TSDKENbIM OpoHxocnasM (o0ocTpeHne OpOHXHAIbHOM acTMBI);

®  TsDKEJbIE aJUIEPTUYECKUE PeaKIiy, aHAPHUIAKTHUECKHUH MIOK;

® peBMaTHYecKue 3a00JIeBaHUS;

e cucTtemMHbIe 3a00JIeBaHUS COETUHUTENLHON TKaHU;

®  OCTpBbIE TSKEINbIE IePMAaTO3bI;

® 3JI0KaYeCTBEHHbIE 3a00JIEBaHUS: MAJUIMATUBHOE JICUEHHE JIEHK03a U JUM(POMBI y B3POCIBIX
MAIMEHTOB, OCTpas JEWKeMHUs Yy JIeTeW, THIEpKaIbIIMeMHs y TAIlMeHTOB, CTPaJAOINX
3JI0Ka4€CTBEHHBIMU OITYyXOJIIMU, TPU HEBO3MOKHOCTH MEPOPATHHOIO JICUEHUS;

e 3a00JieBaHMSI KPOBH: OCTpbI€ T'€MOJUTUYECKHUE AHEMHUHU, arpaHyloLUTO3, UIUOMATHYECKAs
TPOMOOLIUTOTICHUYECKAsl TypIypa y B3POCIbIX;

e B odrambMOIOTHYECKOW TIPaKTUKE (CYOKOHBIOHKTHBAJIbHOE, peTpoOyab0apHOe WU
napalynbbapHoe BBEJICHHE): aJIepPruYeCcKUii KOHBIOHKTUBHUT, KepaTHuT,
KEPaTOKOHBIOHKTUBUT 0€3 MOBPEXKACHUS OJIHUTEIHS, HUPUT, UPHUAOLUKIUT, Onedapur,
651e(apOKOHBIOHKTUBHT, CKJIEPUT, SMHUCKIEPUT, BOCHAIUTENBHBIN IMPOLIECC IOCIE TPaBM
rJla3a U ONEPAaTUBHBIX BMELIATENIbCTB, CUMIATHUeCKas O(TanbMHsi, UIMMYHOCYIIPECCUBHOE
JIeYEeHUE TOCIe TPAHCIUIAHTALMU POTOBHUIIBI;

e JIOKaJIbHOE IpUMEHEeHHue (B 00JaCTh MATOIOTMYECKOT0 00pa30BaHus): KEIOUIbl, JUCKOUIHAS
KpacHasi BOJTYaHKa, KOJIbIIEBUIHAS TPaHylIeMa;

® OTpaBlIEHUE MPIKUTAIOIIUMHU KUAKOCTIMH (HEOOXOIUMOCTh YMEHBIICHUS BOCTIATUTENbHBIX
SABJICHUM M TpenynpexaeHue pyOLOBBIX CYKEHHH NpH OTPaBIECHUH NPHKUTAIOLIUMU

KUJKOCTSMH).

4.2. Pe:xuM 103UPOBaHHS M CIIOCOO NPUMeEHEHHUs!

Pexxum go3upoBaHus

Bspocnvie
Pexxum no3upoBaHus ABIsETCA UHAMBUYaIbHBIM U 3aBUCHUT OT MTOKa3aHUM, COCTOSTHUS TAllUEHTA

H €ro pCakln Ha TCPaIInlo.




ot 13.03.2025 N= 6753

[Ipenapat BBOAAT BHYTPUBEHHO (B/B) U BHyTpI/H/ILIHJeqHH-k];'/;r)-lE‘H&@'ﬁ]—ﬁgu:'lu#c%% '%:r';bueMa

COOTBETCTEBYET ZKCNEPTHOMY OTUYETY

(oxBuBasieHTHO 1/3-1/2 mepopanbHOW J03bI) MAKCUMAIILHO KOPOTKUM KypCOM B MHHUMAJIbHOM
3pPEeKTUBHON /03¢, JIEYCHHE OTMEHSIOT NOCTeNeHHO. JlnuTenbHOe JeueHHe JIOJDKHO
MIPOBOJIUTHCS B JI03€, HE TpeBbiatonieit 0,5 mr/cyt. B/M B 01HO 1 TO )K€ MECTO BBOJAT He Oojiee
2 M1 pacTBOpaA.

Lok

[Tpu moke BBOASAT CTPOTO B/B OOIIOCHO B J103€ 2-6 MI/KT. [Ipn HE0OOXOAMMOCTH TOBTOPHBIE 03B
BBOJAT KaxKjple 2-6 4 nuO0 B BUAC JIUTEIbHOW B/B MHGY3UH B j03€¢ 3 Mr/Kr/cyt. Jleuenue
JIEKCaMETa30HOM JIOJDKHO TPOBOIMTHCS B COCTaBE KOMIUIEKCHOW Tepanuu moka. [Ipuvenenne
(hapMaKoJIOTHYECKUX 103 JOMYCTHMO TOJIKO TPU YTPOXKAIOMIMX KU3HH COCTOSHHSX, M, KaK
MIpaBUJIO, 3TO BpeMs He mpeBbliaeT 48-72 .

Omex 201081020 M0O324

[Ipu oTeke roJO0BHOrO MO3ra HadajdbHYI0 103y 10 Mr BBOZAT B/B, 3aTeM IO 4 MI KaXJple 6 4 J10
KYIUpPOBAaHUSA CUMOTOMATUKU (0ObIuHO B TeueHue 12-24 u). Ilo ucteuenum 2-4 nHeill no3y
CHIDKAIOT M TPUMEHEHUE JEKCaMETa30Ha IMOCTENEHHO MPEKpallaloT B TedeHue S-7 aHEH.
[TammerTaM  cO  3JI0OKAYECTBEHHBIMH  HOBOOOPA30BAaHHMSMH  MOXXET  MOTpeOOBaThCS
MOJIEPKUBAIOIIECE JICUSHUE - TI0 2 MT' B/M WK B/B 2-3 pa3a B CyTKH.

[Ipu ocTpoM OTeKke TOJOBHOIO MO3ra MPOBOAIT KPATKOCPOUHYIO HHTEHCUBHYIO TEpaIuIo:
B3pOCIBIM Harpy3ouHas 0o3a coctabiser 50 Mr B/B, 3aTeM Ha 1-3 A€HBb BBOJAT MO 8 MT Ka)KIbIe
2 4, Ha 4 neHb - 4 Mr Kaxaele 2 4, Ha 5-8 AeHb - 110 4 Mr Kax/ple 4 4, Jajee CyTOUHYIO 103y
CHHKAIOT Ha 4 MI/CYT JIO TTOJTHOU €€ OTMEHBI.

Ocmpuie annepeuyeckue peaxyuu

[Ipu ocTphIX caMOOTPaHUYUBAIOIINXCS AJUIEPTHUCCKUX PEAKIIHUSIX WITH 000CTPEHUH XPOHUYECKUX
AJUIEPrUYeCKUX 3a00JIeBaHUN KOMOWHHUPYIOT TapeHTEepaJbHOE W IepopajbHOE NPHUMEHEHUE
nekcameta3oHa: 1 jeHb - B/B 4-8 mr, 2-3 neHb - BHYTpb | Mr 2 pasa B cyTkH, 4-5 JIeHb - BHYTpb
0,5 mr 2 pasa B cyrku, 6-7 neHp - BHyTpb 0,5 Mr ogHokpatHo. Ha 8 neHp ouenuBaror
3¢ (HEKTUBHOCTH TEpaIuy.

Heomnoorcnvle cocmosmus

IIpy HEOTIOXKHBIX COCTOSHUAX JEKCaMEeTa30H MPUMEHSIOT B OoJiee BBHICOKMX J03aX: HayallbHas
no3a cocranisieT 4-20 Mr, KOTOPYIO MOBTOPSIOT A0 AOCTHXEHHUS HE00X0AuMoro ¢ dexta, oomas
cyrouyHast no3a penko npesblmaer 80 mr. Ilocne nmoctmxkeHus TtepaneBTHUecKoro 3¢ddexra
npenapar JlekcameTra3zoH-Buan BBogiAT mo 2-4 Mr mo HeoOXOAMMOCTH C TOCHEAyroIen
MOCTENEHHOM oTMeHOH mpenapata. [t nogaepxkanus JuTensHoro 3¢ dexra npenapar BBOAAT
Kaxaple 3-4 4 Wi B BUJAE JUIMTENbHOW KamenbHOW uMH(Yy3uu. Ilocne KynmupoBaHHsS OCTPBIX

COCTOSIHUM IaIfeHTa MNEPCBOJAAT HA IPHUEM ACKCAMETA30HAa BHYTPb.
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(MOCNEOCBATENEHOCTE 0001)

CTH

Omek 20106H020 MO32A

Hletsim ¢ maccolt Tena Oonee 35 Kr Harpy3ouHas 103a COCTaBisieT 25 Mr B/B, 3areM Ha 1-3 JcHb
BBOJAT MO 4 Mr Kaxkaple 2 4, Ha 4 1eHb - 4 mr kaxkasie 4 4, Ha 5-8 neHb - mo 4 Mr Kaxkaple 6 4,
Jasiee CyTOYHYIO JI03Y CHIDKAIOT Ha 2 MI/CYT JI0 TOJTHOHM ee OTMEHEBI. J[eTsM ¢ Maccoii Tena MeHee
35 xr Harpy3ouHas j103a cocraisieT 20 Mr B/B, 3aTeM Ha 1-3 IeHb BBOJAT 10 4 MT Kaxble 3 4, Ha
4 neHs - 4 Mr kaxzple 6 4, Ha 5-8 J1eHb - 110 2 MT' KaX/ible 6 4, 1ajiee CYyTOYHYIO 103y CHMKAIOT Ha
1 Mr/CyT 10 MOJHOW €€ OTMEHHBI.

Jlo3bl npenapama, 6800umbvie 6/m, NPUMEHAIOWUECS 8 NeOUAMPUYECKOU NPAKMUKE

Jlo3a mpemapara TpH TMPOBEACHUH 3aMECTUTEIBHOW Tepamuu (MpU HEIOCTATOYHOCTH KOPBI
Haganmo4yeuyHukoB) cocrasisier 0,0233 mr/kr maccel Tena win 0,67 MI/M? TUTOTIAIH MOBEPXHOCTHU
Tena, pasznereHHas Ha 3 BBeaeHus, Kaxapii 3 aerp umm 0,00776-0,01165 mr/kr Macchl Tena uin
0,233-0,335 Mr/m? momaam MTOBEPXHOCTH TeJIa SKETHEBHO.

[Ipu apyrux nokazaHusix pekoMenayemas no3a cocrasisier ot 0,02776 no 0,16665 Mr/kr maccsl
terna wim 0,833-5 Mr/m? miorma MOBEPXHOCTHU TeJa Kaxabie 12-24 4.

JlnutenbHOEe TIPUMEHEHHE BBICOKMX J03 Mperapata TpeOyeT MOCTENEHHOTO CHIDKEHHS JI03bI
JIEKcaMeTa30Ha ¢ IeJbI0 TPEAOTBpAICHUS PAa3BUTHUS OCTPOH HEAOCTATOYHOCTH KOPBI
HaAIOYECYHUKOB.

Croco0 nmpuMeHeHus

[Ipemapat BBOAAT B/B MEUICHHO CTPYWHO WJIHM KamelbHO (IIPU OCTPBIX W HEOTIOMXKHBIX
COCTOSIHMSIX), B/M, BO3MOXKHO Take JIOKaJbHOE (B MaTOJOTHYECKOe OO0pa3oBaHuE) U
CyOKOHBIOHKTHBAJIBHOE, PETPOOYIL0apHOE WK Napadynp0apHOE BBEICHHE.

WHcTpyKiuio Mo mpuroToBICHHUIO pacTBOPa CM. B paszzene 6.6.

4.3. IIpoTuBONOKA3aHUSA

e I KpPaTKOBPEMEHHOTO IPUMEHEHHs [pemapara [0 <OKU3HEHHBIM»  IOKa3aHUSAM
€/IMHCTBEHHBIM IPOTUBOIOKA3aHUEM SBIISETCS TUINEPYYBCTBUTEIBHOCTh K JEKCAMETa30HY
U/WIK K 1I000MY U3 BCIIOMOT'aTENIbHBIX BEILECTB, IEPEUUCICHHBIX B pasjene 6.1;

® CHCTEMHBIE MUKO3BI;

® TIepHOJI TPYAHOTO BCKapMIMBaHuUs (CM. paszen 4.6);

® OJIHOBPEMEHHOE NPUMEHEHHE >KUBBIX U OCIA0JIEHHBIX BaKLUUH C MMMYHOCYIPECCHUBHBIMHU

A03aMHU Iperiapara.

4.4. Ocobble yka3aHusi 1 Mepbl MPeI0CTOPOKHOCTH NMPH MPUMEHEHUH

C 0CTOPOKHOCTELIO
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JlekcamMeTa30H  clegyeT — HasHAuaTh  C JCTopoﬂigggﬁQﬁJ'%B;ﬁi'TEMﬁngEﬁ%gellﬁmx

3200JICBaHUSX/COCTOSAHUAX/(haKTOpax pUCKa.

CucteMHble mapasuTapHble ¥ HH()EKIMOHHbIE 3a00JIeBaHHMS BHPYCHOW, T'pUOKOBON WM
0akTepHaIbHON MPUPO/IBI (B HACTOSIIEE BPEMsI HITH HEABHO MIEPEHECEHHBIE, BKIIIOYAs HEJaBHHUM
KOHTaKT ¢ 0OJIbHBIM) - IIPOCTOH repriec, OMOsCHIBAIONINH reprec (BupeMuueckas ¢asa), BeTpsiHas
ocra, Kopb, amMme0ua3, CTPOHIUJIOU103 (YCTAHOBJIEHHBIN WM TMOJ03PEBACMbIi), aKTUBHBIA WJTU
JATeHTHbIN TyOepkyses3. IIpuMenenune npu TsoKenpIX HHQOEKIMOHHBIX 3a001€BaHUAX TOIYCTUMO
TOJIbKO Ha (oHE crienu(puIeckoi MPOTUBOMUKPOOHOM Tepanuu.

[lepron BakiuHauuu (8 Heenb 10 W 2 HENENM TOCJI€ BaKIMHALWK), JUMQaIEeHUT Iocie
npuBuBku BIDK. MmmyHoznedunuTHbie cocTOsiHUS (B TOM 4YHCIE CHUHIPOM HPUOOPETEHHOTO
ummyHoaepumuta (CIIN/) win napunrpoBanue BupycoM nMMyHoiedunta yenoseka (BIY)).
3aboneBanust xkemynouHo-kumeyHoro tpakrta (OKKT) - sa3BeHHas Oone3Hb kenyaka U
JIBEHA/ILIATUIIEPCTHON KHILIKH, 330()arut, racTpuT, OCTpas WM JIaTeHTHas NEenTHYecKas s3Ba,
HEJAaBHO CO3JAaHHBI aHACTOMO3 KHILIEYHHMKA, SI3BEHHBIN KOJIUT € yrpo3oi mepdopauuu wid
abcuepoBaHus, AUBEPTUKYIIUT.

3aboneBanus cepaeuHo-cocyauctoit cuctembl (CCC), B TOM 4MCIie HEAABHO TEPEHECCHHBIN
nHpapKT MHOKapjaa (y HalMEeHTOB C OCTPHIM M MOAOCTPBIM MH(APKTOM MHMOKapaa BO3MOKHO
pacrpocTpaHeHHe o4ara HeKpo3a, 3ame/ieHne (popMHpPOBaHUS PYOLIOBOM TKaHU U BCIEJCTBHE
3TOr0 - pas3pblB CEPACYHOM MBIIIIbI), JEKOMIEHCUPOBAHHAs XPOHWYECKas cepleyuHas
HenoctarouHocTh (XCH), apTepuanbHast TUIepTEeH3Us, THIIEPIUITHIEMHUSL.

OHAOKpHHHBIE 3a00J€BaHUs - CaxapHbI nuabeT (B TOM 4YMCIEe HapyLIeHHE TOJEPAaHTHOCTU K
YIJIeBOJIaM), THUPEOTOKCHKO3, THUIOTHUPeo3, Oone3np Mnenko-Kymunra, oxupenune III-1V
CTEIEHH.

XpoHuyeckas Ho4eyHast HeI0CTATOUHOCTh TSXKEJION CTeNeHu, HeppoypoIuTHa3.

[leyeHOUHast HEAOCTATOYHOCTh, B TOM YHCIIE€ NEYEHOYHAs] HEAOCTATOUHOCTh TSKEION CTENEeHH.
I'nnoansOyMHHEMUS U COCTOSIHMSL, IPEAPACIIOaraolie K €e BOSHUKHOBEHHIO.

CHCcTeMHBIIl  OCTEONOpo3, MHACTEHHs (Qravis, TOJMOMUEIUT (32 HCKIIOYeHHEM (HOPMBI
OynbOapHOro 3HIE(hANTUTA), SMUTIETICHS, «CTEPOUIHAS) MUOIATHS.

Octpblif mcuxo3, Tsokenble ad@eKTUBHbIE paccTpodcTBa (B T. Y. B aHaMHe3e, OCOOEHHO
«CTEPOUJIHBIN» MICUX03).

OTKpBITO- U 3aKPBITOYTOJIbHAS TJIayKOMa, Teprec Ii1a3 (pUCK neppopanuu poroBHIIb).
Bepemennocts (cM. pasnen 4.6).

[TanmeHTsHl MOKMIIOTO BO3pacTa - B CBA3M C BBICOKMM PHCKOM pa3BUTHS OCTEOIOpO3a U
apTepHaIbHOM TMIIEPTEH3HH.

Oco0ble yKa3zaHus
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HaOJIIOJICHUE OKYJIUCTa, KOHTPOJb apTepuanbHoro naBiueHus (AJl) W COCTOSSHHMS BOJIHO-
AIIEKTPOJIMTHOTO OallaHca, a TAKKEe KapTHUHBI epUPEepUIECKOil KpOBH M KOHIICHTPALIUH TITFOKO3BI
B KPOBH.

C 1enpi0 yMEHBLIECHUS HEXENATEIbHbIX PEAKIUI CIelyeT YBEIUUYUTh MOCTYIIEHUE B OPraHU3M
Kanus (quera, mpenapaTsl Kanus). [luma momkaa ObITh OoraTol OEIKaMH M BUTaMHUHAMHM, C
OTpaHUUYEHUEM COJEPHKAHUS )KUPOB, YIIIEBOJIOB U TIOBAPEHHOM COJIH.

JleiicTBUEe Tpenapara yCUIMBAETCA y TAIMEHTOB C UPPO30M TeueHu. HeoOxoqmmMo yauThIBaTh,
YTO y NAIMEHTOB C TUIOTHPEO30M KIMPEHC JeKCaMeTa30Ha CHMIKAeTCs, a y MalHueHTOB C
TUPEOTOKCUKO30M - ITOBBIIIAETCS.

[IpenapaT MOeT yCUIMBATh CYHIECTBYIOIINE ICUXOTUYECKHE HAPYILIEHUS UM SMOLUOHAIBHYIO
HecTaOMIbHOCTh. [Ipu ykazaHuM Ha TICMXO03bl B aHaMmHe3e mpemnapaT JlekcamerazoH-Buam B
BBICOKHX J03aX Ha3HAYaroT M0 CTPOTUM KOHTPOJIEM Bpaya.

Crnenyert TuiaTenbHO HaOJIIOAATH 3a MAMEHTOM B T€UEHME I0Jla MOCIe OKOHYAHUS JUINTEIbHON
Tepanuu npenaparoM JlekcamerazoH-Buan B CBsSI3M C BO3MOYKHBIM pPa3BUTHEM OTHOCHUTEIBHOM
HEJOCTATOYHOCTH KOPbI HAATIOYEYHUKOB B CTPECCOBBIX CUTYALIHSIX.

[Tpu BHe3amHOM oTMeHE npenaparta Jlekcamera3zoH-Buas, 0coOeHHO B ciTydae MpeIecTBYIONIEro
MIPUMEHEHHUSI BBICOKUX 703, BOBMOYKHO Pa3BUTHE OCTPOM HAINOYEYHUKOBOW HENOCTATOYHOCTH,
CHUH/IpOMa «OTMEHBI» (HEe 00YCIOBIEHHOTO HAANOYEUYHUKOBOIN HEAOCTATOYHOCTHIO): CHUKEHHE
anmeTuTa, TOIIHOTA, PBOTA, 3aTOPMOKEHHOCTh, TOJIOBHAs 00JIb, T€HEPATM30BAHHBIE MBIIIEUHO-
CKeJleTHble 00JIM, acTeHHus, a Takxke 00ocTpeHue 3aboseBaHMs, MO MOBOIY KOTOPOTO OBLI
Ha3HA4EH JIEKCAaMETa30H.

VY manueHToB ¢ caXxapHbIM 1Ma0ETOM ClIeAyeT KOHTPOJIUPOBATH KOHIIEHTPALIHIO TJIFOKO3bI B KPOBU
U TIp1 He0OXOTUMOCTH KOPPEKTUPOBATH JJO3bI THIIOTJIMKEMUUYECKUX MPENapaToB.

JlekcaMeTa30H MOKET IOBBIIATH  BOCIPUUMYMBOCTH WJIM  MACKUPOBaTb  CHUMITOMBI
nH(peKIMOHHBIX 3a001eBanuii. Betpsinas ocmna, Kopb U Apyrue HHPEKIIMI MOTYT IPOTEKaTh OoJiee
TSDKENIO M JaK€ MPUBOAUTH K JIETAIBHOMY HCXOJy Y HEHMMMYHHU3UPOBAHHBIX JIUII.
NmMmyHOCynpeccust daiie pa3BUBaeTCs IPH JUTUTEIbHOM TPUMEHEHUHU JEKCaMETa30Ha, HO MOKET
BO3HUKHYTb U IIPH KPATKOBPEMEHHOM JICUEHUU.

[Ipyn mpumeHeHHH JeKcamMeTa30Ha CYIIECTBYET PHUCK Pa3BUTHS THKENbIX aHA(UIAKTHUECKUX
peaxiuii, OpaauKapaum.

Ha ¢one Tepanuu npenmapaToM MOBBIIIAETCS PUCK aKTUBALIMK CTPOHTHIION 1032,

Jlo3y nexcaMeTa3oHa HEOOXOIMMO BPEMEHHO YBEJIMYUTH MPHU CTPECCOBBIX CUTYAIMSIX BO BpeMs
Tepanuu (OrnepaTiBHOE BMENIATENILCTBO, TpaBMa). BpeMeHHOe NMOBBIIIEHHE 10361 Tpenapara npu

CTPCCCOBBIX CUTYyallUAX HeO6XO,Z[I/IMO KakK 10, TaK U IIOCJIC CTpCCCa.
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aHTUOAKTEpUATIbHOW TEpanuu MpU TEparnuu JATeHTHOTO TyOepKylesa, JUMQaaeHuTa IMocie
BakuuHauu BIDK, monmomuenurta, oCTphIX M XPOHHUYECKUX OaKTepHANIbHBIX, Mapa3HTapPHBIX
nHpEKIMi U crnenuduyeckoil Tepanuu y MalUeHTOB C S3BEHHON OOJE3HBIO JKETyAKa H/HIU
KHILIEYHHUKA, OCTEOIIOPO30M.
Bo Bpems tepanuu npenapatoM HEOOXO0IUM TIIATENbHbIN KOHTPOJIb 32 COCTOSHUEM MALUEHTOB C
XCH, HEKOHTpOJMPYEMOU apTepUaJbHOM TMIIEPTEH3UEH, TpaBMaMU U S3BEHHBIM MOPAKEHUEM
POTOBHIIBI, TJIAYKOMOIA.
Bo3MoxHO yXy/iieHre Te4eHUs MUaCTEHUU.
[Ipuem mpenapara MOXET MacKMpOBaTh CUMITOMBI «pa3Jpa)K€HUsI OPIOLINHBD) y MAlUEHTOB C
nepgopanueil CTeHKH kKelyiKa Ui KAIICYHUKA.
Ha ¢one npumenenust 'KC Bo3M0OXKHO W3MEHEHHE IOJIBUKHOCTH U YHCIIa CIIEPMATO30U/IOB.
DeoxpomoyumomHubll Kpu3
Coobmanocs 0 (HeoXpoMOIMTOMHOM Kpu3e mocie mnpuMmeHeHus: cucteMHbix ['KC, koTopsrit
MOXKET MPHUBOJAUTH K JIETAIBHOMY MCXOJy. Y TMAalMEeHTOB C MOJ03PEHHEM Ha (PEOXpPOMOIUTOMY
unu  moaTrBepkaeHHON  deoxpomommTomort ['KC  crmeayer mNpuUMEHSTH TOJBKO — IMOCTE
COOTBETCTBYIOIIEH OLIEHKH COOTHOILEHUS «II0JIb3a - PUCK».
T'unepmpoguueckas kapouomuonamusi
V HenoHOIIEHHBIX AeTeW mocie cucreMHoro BBeaenus ['KC, Bkmiouas nexcamMeTra3oH, ObLIH
OTHCAHbI CIy4yau THNEPTPO(UUYECKON KapJUOMHONATHH, B OOJILIIMHCTBE Cly4aeB 0OpaTUMOMN
nocie mnpekpamieHus JjedeHus. Cleayer NpOBOJAWUTh JAMATHOCTUYECKOE HCCIENOBaHUE U
MOHHUTOPHUHI CTPYKTYPbI U QYHKIMU CcepAlla Y HEJOHOUICHHBIX JEeTeH, MOJIyJalouuX CUCTEMHOE
JIEYEHHUE IEKCaMETa30HOM.

eTu
Y nereit B mepuoid pocTa JAEKCaMETa3OH JOJDKEH HPUMEHSATHCS TOJIBKO MO aOCOIIOTHBIM
MOKa3aHUSIM U TI0J1 0c000 TIIATEIbHBIM HAOIIOICHUEM JICUalero Bpayva.
JleTsiM, KOTOpBIE B IEPUO/I JICUCHHS] HAXOAUJINCh B KOHTAKTE C OOJIBHBIMU KOPBIO WJIH BETPSIHON
ocroi, MpoUIaKTHUECKA HAa3HAYAIOT crelupuieckue UMMYHOTJIOOYIUHBI. Y JIeTel BO Bpems
JUTUTENIFHOTO JIeueHUs mpenapartoM JlekcamerazoH-Buan HeoOxoauMo TiiaTenbHOe HaOI0IeHHE
3a IMHAMHUKOM pOCTa U pa3BUTHSL.

BcnomorarenbsHbI€ BEIIECTBA

Hampuu
JlanHbIii peniapaT coAep>xut MeHee 1 Mmoutb (22,99 mr) Hatpust Ha 1 mi (0,39 mr), To ecTh, 1o

CyYTH, HC COACPIKUT HATPUH.
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4.5. BzaumoneiictTBue ¢ JAPYrHMH JieKapcCy BeHHLn\';ll;P:':;ragi;g;ir:éw_ltihcu%;fﬁ%ﬁﬂ ﬁnm

B3auMO/1elicTBUA

JlekcaMeTa30H TOBBIIIAET TOKCHUYHOCTh CEPACYHBIX TJIMKO3UIOB (M3-3a BO3HHUKAIOIICH
TUTIOKAJMEMHUH TTOBBIIIAECTCS] PUCK PA3BUTHS APUTMUM ).

VYckopsieT BBIBEICHHE AllETHIICAMIIMIIOBON KUCIOTHI, CHIXKAET COJEp)KaHHE €€ METaOOJUTOB B
maa3Me KpoBu (TIpH OTMEHE JeKcaMeTa30Ha KOHILEHTpAIlMs CAJIMIMIATOB B IUIa3Me KPOBU
YBEIMYUBACTCS M BO3PACTACT PUCK Pa3BUTHSI HEXKEIATEIbHBIX PEAKIUii).

[Ipu 0AHOBpEMEHHOM MPUMEHEHHUM C >KMBBIMHU MPOTHBOBUPYCHBIMHU BaKIIMHaMU U Ha (oHe
JIPYTUX BUJAOB HIMMYHHU3AIUU YBEIIMUYMBAET PUCK AKTUBAIIMH BUPYCOB U PA3BUTUSI UHPEKIIUM.
VYBenuuuBaeT METab0IM3M N30HUA3HU 1A, MEKCHIIETHHA (0COOCHHO y «OBICTPBIX AIllCTUIISTOPOBY),
YTO MPUBOJUT K CHIKEHHUIO UX TUTA3MEHHBIX KOHIICHTPAITHH.

VYBenmuuuBaeT pPHCK pPa3BUTHS TEMATOTOKCHYECKOTO JIEHCTBHS TMapareramona (MHIyKITUS
(dhepMeHTOB TeueHn U 00pa30BaHUs TOKCHYHOTO META00JIMTa MapaleTaMoia).

[ToBpimaeT (Mpu JUIMTENBHON TEpamuu) COJACp)KaHWE KOHIICHTpAalMd (POTUEBON KHUCIOTHI.
['mmokanuemusi, BbI3bIBa€Masi JIEKCAMETa30HOM, MOXET YBEIWYUBATH BBIPAKEHHOCTh W
JUTUTEIHHOCTh MBIILIEYHOMN OJI0KaAbl Ha POHE MUOPEIAKCAHTOB.

B BrICOKHMX 103ax CHIDKAeT 3PpPeKT comaTpoIuHa.

JlekcaMeTa30H CHIXKAeT NCHCTBHE TUIOIVIMKEMHUYECKUX JIEKAaPCTBEHHBIX CPENICTB, YCHUIMBACT
AHTHKOATyJSTHTHOE JIeHCTBUE MPOU3BOAHBIX KyMapHHa.

CHmxkaer BnusHue BuUTamMmHa D Ha BcacbiBaHuMe Kallblidsg B IPOCBETE KHUIICYHUKA.
Oprokanbiudeposa U MapaTrTOPMOH MPEMSTCTBYIOT PAa3BUTHIO OCTEONAaTHH, BBI3BIBAEMOM
JIEKCaMETa30HOM.

YMeHbI1aeT KOHIEHTPALIUIO [TPa3uKBaHTENa B IJIa3Me KPOBH.

Huxnocrnopun (yraeraer MeTaboau3M) W KETOKOHA30Jl (CHW)KACT KIMPEHC) YBEIMYUBAIOT
TOKCUYHOCTb.

Tuasuanele AUypeTUKd, UHTUOUTOPHI KapOoauruapassl, Apyrue ['KC u amdortepunun B
MOBBIIIAIOT PUCK PAa3BUTHS THUIOKATUEMHUH, HATpPHUICOJEpIKallie JIeKapCTBEHHBIE CpPEICTBa
MOBBIIIAIOT PUCK PA3BUTHS OTEKOB U MOBBIIIeHUS A/l

Hecrepouansie npotuBoBocnanutenbhbie mpemnaparsl (HIIBII) u aTaHON MOBBIIIAIOT OMAaCHOCTh
pasBuTHs U3bsA3BIeHUs causucToit o6onouku XXKT u kpoBoTeuenus; B komOuHarmu ¢ HIIBII ans
JIEYEHHUS apTpUTa BO3MOXKHO cHIkeHue 7036l [ KC u3-3a cymmanuu tepaneBTuueckoro agdexra.
NupgomeranuH, BHITECHSS IEKCAMETA30H U3 CBSI3H C allbOyMUHAMHU, YBEIMYMBAET PUCK Pa3BUTHUS
HEeXeJaTeNIbHBIX PEeaKIUi JeKCaMeTa30Ha.

AmdpoTepunina B 1 vHTHOUTOPBI KapOOAHTHAPA3bl YBEIUYUBAIOT PUCK PAa3BUTHS OCTEONOPO3a.

TepaHeBTI/I‘-ICCKOC JelcTBHE JeKcaMeTa30Ha CHIDKAeTCsd 104 — BIMSHHEM (beHI/ITOI/IHa,
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(epMeHTOB nedyeHu (yBEIMUYEHHE CKOPOCTH MeTaboiu3ma). MUTOTaH M JApYrue MHTHOUTOPHI
(GYHKIMU KOpBI HAAMOYEYHUKOB MOTYT OOYCIOBIMBAaTH HEOOXOAWMOCTH IOBBIIICHUS O3B
JIeKCaMETa30Ha.

Knupenc nekcamerazoHa nospliaeTcs Ha (GOHE IPUMEHEHUS ITPenapaToB TOPMOHOB IIUTOBUIHON
HKEJIE3bl.

MMMyHOIeIpecCanThl MOBBIMAIOT PUCK Pa3BUTHS HMHGEKIUH U JUMGPOMBI WIH APYrHX
mum¢onposrdepaTUBHBIX HAPYILIEHUH, BbI3BaHHBIX BUpycoM OmnuiTeitHa-bapp.

OcTporensl (BKIJIIOYas MepopaibHbIE 3CTPOreHCcoAepKallie KOHTPALENTUBbI) CHUKAIOT KIIMPEHC
JIeKCaMeTa30Ha, yIUITMHSIIOT epuo 1 noiayBbiBeeHus (T12) M MX TepaneBTUYECKHE U TOKCUUECKHE
3¢ GeKTHI.

[losiBneHuto rupcyrusmMa U yrped CHocoOCTBYeT OJHOBPEMEHHOE IMPUMEHEHHE JPYTrux
CTEPOUAHBIX TOPMOHAIIbHBIX JIEKAPCTBEHHBIX CPEACTB - aHAPOTE€HOB, ICTPOTE€HOB, AHA0OINYECKUX
CPEICTB, MepOpaIbHBIX KOHTPAIEITHBOB.

Tpunukinyeckne aHTUACTIPECCAHTHI MOTYT YCHUJIMBATh BBIPAXKEHHOCTH JENPECCHH, BbI3BAHHOM
IIPUMEHEHHEM JeKCaMeTa30Ha (He MOKa3aHbl JUIsl TEPANUU JTaHHBIX HEXKEIAaTelIbHbIX PEaKLUN).
Puck pa3ButHs KarapakThl TOBBIIAETCA TpH npuMmeHeHMH Ha ¢oHe napyrux [KC,
AHTUIICUXOTHUYECKHX JIEKAPCTBEHHBIX CPEJCTB (HEHpOJIENTUKOB), KapOyTamMuia 1 a3aTHONPHUHA.
OnHOBpEMEHHOE NPUMEHEHHE C M-XOJIMHOOJIOKAaTOpaMM (BKJIIOYas AHTUTMCTAMHMHHBIE
JICKapCTBEHHbIE CPE/ICTBA, TPULMKINYECKUE aAHTUENPECCAHThl), HUTPATaMH CIIOCOOCTBYET
Pa3BUTHIO MOBBILIEHNUS BHYTPUIIIA3HOTO JABJICHUS.

IIpy ogHOBpPEMEHHOM MPUMEHEHUH C (PTOPXMHOJOHAMHU IOBBIIIACTCS PUCK BO3HUKHOBEHUS
TeHA0NaTUU (MPEUMYILECTBEHHO aXWJJIOBA CYXOXKWJIMA) y MAlMEHTOB MOKUIJIOTO BO3pacTa U y
MAIMEHTOB ¢ 3a00JIEBAHUSAMH CYXOKUIIHUH.

[IpoTuBOManspuiiHble cpeAcTBa (XJIOPOXUH, T'MIPOKCUXJIOPOXUH, ME(IIOXWH) B COYETAaHUM C
JIeKCaMeTa30HOM MOTYT MOBBIIIATh PUCK PA3BUTUS MUONIATUH, KApAMOMHUONATHH.

WHrubuTopsl aHrMOTEH3WHIpPEBpallatoIiero (GepMeHTa Mpu OJAHOBPEMEHHOM HAa3HAYEHUHU C

ACKCAMCTA30HOM MOT'YT U3MCHSTH COCTAaB HepH(l)equeCKOﬁ KpOBH.

4.6. ®epTUILHOCTDb, 0€PeMEHHOCTD M JIAKTALMSA

bepeMeHHOCTD

JlekcaMeTa30H NPOHUKAET uepe3 IUIAlleHTY M MOJKET JOCTUTaTh BBICOKMX KOHLEHTpalui B
opranusMe mioza. Bo Bpemsi 6epeMeHHOCTH (OCOOEHHO B MEPBOM TPUMECTPE) HIIU Y JKEHILHUH,
IUTAHUPYIOIIUX OepeMeHHOCTh, NPUMEHEHHE JeKCaMeTa30Ha I0Ka3aHO B TOM Ciydae, €Clu

OKU/1aeMbIi JieueOHbI 3((PEeKT OT MPUMEHEHUS MpenapaTa MPEBBIIIAeT PUCK OTPULIATETLHOTO
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BJIMSIHUSL HA opraHu3M Mmarepu wi miojaa. ['K( cneﬂye%&lggg E’if)'lI %‘EMQ&{EET;I: Il:l(;IJ%LKo

0 a0COTIOTHBIM TOKa3aHusIM. [Ipu ATuTeNbHOM Tepanuu BO BpeMsi 0epEMEHHOCTH HE HCKITFOUeHA
BO3MOXHOCTh HAapyIIeHHs pocTa Iioja. B cioydae NpuMeHEHHS B KOHIIC OEpeMEHHOCTH
CYIIECTBYET OIACHOCTh BO3HHKHOBEHHS aTpO(UU KOPHI HAIAIMOYEYHHKOB Yy TUIOJA, YTO MOMKET
MOTpeOOBaTh MPOBEICHUS 3aMECTUTEIILHOW TEPAITMH Y HOBOPOXKICHHOTO.

UccnenoBanusi mokazajid TOBBIIEHHBIA PUCK Pa3BUTHS HEOHATAJIbHOW THUIOTJIUKEMUH Y
HOBOPOXKJIEHHBIX MOCJIE KOPOTKOTO Kypca BBeneHus ['KC, Bkitouas nekcameTazoH, OepeMeHHbIM
YKEHIITMHAM U3 TPYIIIBI pUCKa TO3HUX MPEKACBPEMEHHBIX POJIOB.

JlakTamnms

HeGoubioe koau4ecTBoO JekcaMeTa3oHa MPOHUKAET B TPYIHOE MOJIOKO.

Ecnu HeoOxoauMo npoBeieHHE Teparuy JEKCaMeTa30HOM BO BpeMsl TPYAHOTO BCKapMIIMBAHUSA,
ClenyeT MPEKpPaTUTh TPYJHOE BCKApPMIIMBAHHUE, MOCKOJBKY ATO MOKET MPHBECTH K 3aJEPIKKE

pocTa peOeHKa U YMEHBIIIEHUIO ceKperuu ero sHaoreHHsx ['KC.

4.7. BiusiHHe Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHBIMH CPeACTBAMHM M pPadoTaTh ¢
MeXaHHU3MaMH

B nepuon nedeHns He0OXOAMMO BO3JEPAKAThCS OT YIPaBJIECHUS TPAHCIIOPTHBIMU CPEICTBAMH U
paboThl C MeXaHU3MaMH, TPEOYIOIIMMH MOBBIIIEHHON KOHLIEHTPAlMM BHUMAaHMs U OBICTPOTHI

MICUXOMOTOPHBIX PEAKIIHMA.

4.8. HexenaTeabHbIe peakiuu

PesroMe HexenaTeabHbIX PEAKIIUT

Yacrora pa3BUTHA W BBIPAKCHHOCTh HEKENATENBHBIX PEAKIU 3aBUCAT OT JUTUTSIHLHOCTH
MPUMEHEHHSI U BEIMYMHBI TPUMEHSIEMOH JT03BI.

B mpepenax Kaxaod Tpymimbl 4acTOTHI BCTPEYACMOCTH HEXKENATENbHbIC PEaKIMU YKa3aHbl B
MOPSIKE YMEHBIIICHUS CEPhE3HOCTH.

HesxenarenbHbIe peakiuy CrPYIIIMPOBAHBI B COOTBETCTBUH C IIOPSIKOM Ha OCHOBAaHUH CHCTEMHO -
opransbix kinaccoB (COK).

Hapywenus co cmoporvl uMmyHHOU cucmembl

I'enepanu3oBanHbIe peakluu (KOKHAs ChINb, KOXKHBIN 3y/, aHAQUIAKTUYECKUI IIOK), MECTHBIE
aJNeprudeckie peakiuu.

DOHOOKpuHHbIEe HapYUIeHUS

CHmXeHHE TOJICPAaHTHOCTH K TJIOKO3€, «CTEPOUIHBINY» caxapHbId nuabeT wiu MaHUdecTaus
JATEeHTHOTO caxXxapHOro nauabera, yrHeTeHWe (PYHKIHUM HAIIOYEYHHKOB, cUHApoM MieHko-

Kymuara (JiynooOpazHoe JIHI0, OKUpeHHe THIo(U3apHOTro THUIa, TUPCYTU3M, NoBblieHne AJl,

10
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JeTen.

Hapywenusa memabonuzma u numanus

[ToBbIlIIEeHHOE BBIBEICHUE KAIBIIUS, THIIOKAIBIIMEMHS, TOBBIIICHHE MACCHI TeJa, OTPUIATEIbHBIN
a30TUCTBI  OanmaHc  (TOBBIIGHHBIM  pacmaa  OeNKOB), TMOBBIIIEHHOE  TMOTOOT/IEICHHE,
TUTIEPXOJIECTEPUHEMHUS, SMUAYPATIBHBIN JIUIIOMATO3.

OOycioBIIEHHBIE MUHEPATOKOPTUKOWJIHON aKTUBHOCTBIO: 3aJepKKa JKHJIKOCTH W HATPHS
(mepudeprueckre OTEKH), TUNEPHATPUEMHUs], TUMOKAIMEMHYECKUH CHHIPOM (THUIMOKATUEMUS,
apUTMUSI, MUAJITUS UM CIIA3M MBI, HEOObIYHAs CTa00CTh U YTOMIIIEMOCTD ).

Icuxuueckue Hapywenus

Henupuii, nezopueHTanus, >idopusi, TauTIOIMHAIINN, MaHUAKaJIbHO-/IETIPECCUBHBIN TICUXO03,
Jenpeccusi, TapaHoWs, HEPBO3HOCTh WJIM OECIMOKONWCTBO, OECCOHHHWIIA, HMOIMOHAIbHAS
Ja0MIBHOCTh, CKIIOHHOCTh K CYHMITHTY.

Hapywenus co cmoponul nepsnoti cucmemvl

[ToBbIllIEeHME BHYTPUYEPEITHOTO JIaBJICHHS, TOJOBOKPYXEHHE, BEPTUTO, TICEBIOOIYXOJIb
MO3euKa, FoJIoBHas 00Jib, Cy0POTH.

Hapywenus co cmoponwvl opeana spenus

Buesannas noteps 3peHus (Ipyu NapeHTepaibHOM BBEACHUU B 00JAaCTH TOJIOBBI, IIEH, HOCOBBIX
PaKOBHUH, KOKHU T'OJIOBBI; BO3MOXHO OTJIO’KEHUE KPUCTAJIOB Mpernapara B Cocyiax riasa), 3aHss
cyOKkarcynsipHass —KaTapakTa, [OBBIIICHHE BHYTPUIJIA3HOTO JIABJCHHUS C  BO3MOXHBIM
MOBPEXKJICHUEM 3pUTEIBHOTO HEPBA, CKIOHHOCTh K Pa3BUTUIO BTOPUYHBIX OaKTepHUaIbHBIX,
IrpUOKOBBIX WJIM BUPYCHBIX MH(MEKIHI ria3, Tpoduueckre U3MEHEHHs] pOTOBUIIBI, SK30(TaIbM,
XEeMO3, [IT03, MUJIpHa3, nepdopaius poroBUIIb, LIEHTPAJIbHAS CEPO3HAs XOPUOPETHHOIIATHSI.
Hapywenus co cmoponwvl cepoya

Aputmun, Opaaukapaus (BIUIOTh O OCTAHOBKU CEpAlla), pa3BUTHE (Y MPeApachoiOKEHHBIX
MaUeHTOB) WK ycyryonenue Tsokectd XCH, n3MeHeHus 3JIeKTPOKapAMOoTrpaMMBbl, XapaKTepHbIE
JUIs TUNOKAIMEMUHU. Y TMAalMeHTOB C OCTPHIM M MOJOCTPbIM HH(GAPKTOM MHOKapaa -
pacmpocTpaHeHHue odara HEKpo3a, 3aMmeieHne (GpopMupoBaHUS PYOIIOBONM TKAaHH, YTO MOXKET
MPUBECTH K Pa3pblBy CEPACYHON MBIMIIBI. Y HEJIOHOIIEHHBIX JeTel - rumneprpoduueckas
KapAMOMHUOTaTHs (4acTOTa BCTPEYaeMOCTH HEU3BECTHA, TaK KaK HE MOXKET ObITh YCTAHOBJICHA Ha
OCHOBaHHH TIOJTY4CHHBIX TaHHBIX) (cM. pazzen 4.4).

Hapywenus co cmoponwl cocyoos

[ToBeimenue AJl, runepkoarynsiius, TpPOMOO3BI, IPH B/B BBEJACHHUH - «IIPHJIUBBD» KPOBH K JHUILY,
BACKYJIUT, YBEIMUYECHHUE JIOMKOCTH KAHJLJISPOB.

JKenyoouno-kuuieunvie HapyuieHus

11
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3pO3UBHBIN 330¢aruT, KpoBoreuenus u nepdoparust XKKT, noBbieHre UIH CHUKEHUE aITIETHTA,
METEOPH3M, UKOTa, 0OJIb B )KHBOTE, YyBCTBO AUCKOM(OPTA B SMHUTacTPaIbHON 00JIACTH.
Hapywenus co cmoponuvl neuenu u scenueswbigoosuyux nymei

B penkux ciydasix - NOBBILIEHHE CHIBOPOTOYHON AKTUBHOCTU «II€YEHOYHBIX» TpPaHCAMUHA3 U
eJIOYHOH (ocdarasbl B TIa3mMe KpOBH.

Hapywenus co cmoponul Kodtcu 1 nOOKOINCHBIX MKAHel

3aMeIeHHOE 3aXHUBJIEHHE paH, NETeXUH, O3KXUMO3bl, HCTOHUEHUE KOXH, THUIep- WIH
TUINONUIMEHTAlNS, «CTEPOUIHBIE» YIPH, «CTEPOUIHBIE» CTPUM, CKIOHHOCTh K Pa3BUTHIO
MUOJAEPMUH U KaHIUJ030B.

Hapywenus co cmoponvl mbluteuHotl, ckeiemHot u cOeOUHUMENbHOU MKAHU

3ameieHHe pocTa W TMPOLIECCOB OKOCTEHEHHUs y JeTed (MpexJIeBPEMEHHOE 3aKpbITHE
snu(dU3apHBIX 30H POCTa), OCTEONOpPO3 (OUEHb PEAKO - IMAaTOJOTHYECKHUE TEPEeIOMBbI KOCTEH,
acenTUYeCKUi HEKPO3 TOJIOBKHM IUIEUeBONl M OeAPEeHHON KOCTH), pa3pblB CYXOKUJIUN MBIIIIL,
«CTEpOUIHAsH MUOTIATHSI, CHUKEHHE MBIILIEYHON Macchl (aTpodust).

Hapywenus co cmoponul nouex u mouesvlgo0sawux nymei

Jlelikouutypus.

Obwue HapyweHus U peakyuu 8 mecme 66e0eHUs

PazButne nmm oboctpenne nHQekIni (MosSBICHUIO TOW HEXKENATeIbHON PEakIuK CIIOCOOCTBYIOT
COBMECTHO IIPUMEHsEMbIe IMMYHOICIPECCAHThl U BaKLIMHALIUSA), CHHIPOM «OTMEHBDY.

MecTHble npy TapeHTepaTbHOM BBEJICHUU: JKKEHHE, OHEMEeHHE, 00J1b, TapecTe3un U HH(EKINH B
MECTE BBEJICHUS, PEIKO - HEKPO3 OKPYKaIOLIUX TKaHEel, 00pa3oBaHue pyOIl0B B MECTE HHBEKIIUU;
aTpous KOXHU U TMOAKOKHOM KJIETYaTKU NMPH B/M BBEACHUU (OCOOEHHO OMAcHO BBEACHUE B
JeNTbTOBUHYIO MBIIIILY).

HpI/I B/B BBCACHUU: apUTMHUH, KIIPUJIUBBD> KPOBH K JIMIY, CYJOPOI'H.

COO6H.[€HI/IC 0 IMOJ03PEBACMBIX HCKCIATCIAbHBIX PCAKITHMAX

BaxHo cooOmare 0 M0A03pEBAEMBbIX HEXENATeIbHBIX pPEaKUUAX IOCIe perucTpanuu
JIEKapCTBEHHOT'O TpernapaTa ¢ Lelbio 00ecreyeHns HeMpepbIBHOIO MOHUTOPUHIAa COOTHOILICHUS
«TI0JIb3a — PHUCK» JIEKapCTBEHHOIO Mpenapara. MeIuIMHCKMM pPaOOTHUKAM pPEKOMEHIYeTCs
cooOuaTk O JIFOOBIX MOJO3PEBACMBIX HEXKENATENbHBIX PEaKIMIX JICKapCTBEHHOTO Ipernapara
Yyepe3 HallMOHAJIbHbIE CUCTEMBbI COOOIIEHUS! O HEXKENaTEeNbHBIX PeakUsaX TOCyIapCTB — YICHOB
EBpa3suiickoro 5K0OHOMHUYECKOT0 COI03a.

Poccniickas @enepanus

denepanbHas ciiyk6a 1o HaaA30py B cepe 37paBOOXpaHEHUs

12
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(MOCNEOCBATENEHOCTE 0001)

109012, r. MockBa, CnaBsiHCKag 1omans, 1. 4,fctp. 1

Tenedon: +7 (800) 550-99-03

DnekrponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiit B WH(POPMAIIMOHHO-TEJICKOMMYHHUKAITHOHHOM cetu «MHTEepHET:

https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBKa

CuMOTOMBI

[ToBeiienne AJl, orexku (nepudepudeckue), nenTuueckas si3pa, TUIEPIIIMKEMUs], HapylIICHHE
CO3HaAHMUSI.

Jleuenue

Cumnromartudeckoe. Crenuduueckoro aHTUI0Ta HE CYIIECTBYET.

5. DPAPMAKOJIOTTYECKHUE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

dapmakoTepaneBTHIECKas rpymnmna: KOPTUKOCTEPOUIbI CHCTEMHOI'0 NEeUCTBUS;
TJIFOKOKOPTUKOUIBI.

Kox ATX: HO2AB02

MexaHusM aeicTBUs U (hapMakoAnHaAMUYecKue 3(h(HEKTh

JlekcamMeTa3oH - CHUHTETHYECKUH TOPMOH KOpbl HaanodeuyHukoB, ['KC, mertmimpoBaHHOE
IIPOU3BOIHOE (bTOpHIpEHN30I0HA. Oxka3zbIBaer IIPOTHBOBOCHAINTENILHOE,
IIPOTHBOANIEPIrUYECKOe, AECeHCUOMIN3UPYIOIIEe, IPOTUBOILIOKOBOE, AHTHUTOKCHYECKOE U
MMMYHO/JICIIPECCUBHOE JIEHCTBHUE.

B3aumopelictByer co cneunpuyeckumu 1muroruiazmatuueckumu  pernentopamu  ['KC ¢
o0Opa3oBaHHEM KOMIUIEKCA, MPOHMKAIOLIET0 B SIPO KIETKHM M CTUMYJIUPYIOIIErO CHHTE3
MaTpUYHON PUOOHYKICHMHOBOM KHCIOTHI, MOCIEAHAS UHAYLUpYeT 0Opa3oBaHue OEIKOB, B TOM
quciae JIMIIOKOPTHHA, OINOCpeNylouux kieTtouHble 3¢dextel. JIMMOKOPTHH  yrHeTaer
¢dochonunazy A2, nmoaaBiaseT BHICBOOOXKAECHUE apaxWIOHOBOW KHUCJIOTHI U MOJABIISET CHHTE3
SHJIOTIEPEKUCEN, TPOCTAIJIaHANHOB, JEMKOTPUEHOB, COCOOCTBYIOIIMX MpolieccaM BOCHAJICHHUS,
aJJIEPTUU U JIp.

Bausanue na 6Oenkogvlii obmen: yMEHbIIAeT KOJIMYECTBO Oelka B IJIa3Me KpOBH (3a CUET
ro0OyJaMHOB) C TOBBbINIEHHMEM Ko3(duimeHnta anbOyMHH/TIO0YINH, TMOBBIIIAET CHHTE3
aIbOYMHHOB B IIEUEHH U NIOYKaX, YCHJIMBACT KaTaboIM3M OeJiKa B MBIIIEYHON TKaHH.

Bausanue na nunuomsiti 0OMen: TOBBIIAET CUHTE3 BBICHIMX JKUPHBIX KUCIOT U TPUIIIULEPUIOB,

nepepacupeacisicT KHUPOBYIO TKaHb (HaKOHHeHI/Ie )KPIpOBOfI TKaHH MMPOUCXOAUT
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MPEUMYILIECTBEHHO B OOJIACTH IUIEUEBOro Tdsica, ﬁﬂﬁ}'%ﬁ@%ﬁ:ﬂ%‘z}%‘i L:" ﬁlglll;ll“HIO

THIIEPXOJIECTEPUHEMUH.

Bausanue na yeneeoomwiti ooOmen: yBenmumBaeT abcopOuumio yrieoaoB u3 JKKT, mossmmaer
aKTHBHOCTB TITFOK030-6-(ocdaTassl B m1a3me KPOBH, YTO MPUBOAUT K MOBBIIICHUIO TIOCTYIUICHUS
TJIFOKO3bI U3 IIEYEHHU B KPOBB, MMOBBIIIAECT aKTUBHOCTH (POCHOCHOMMHPYBATKAPOOKCHIIA3bl i CHHTE3
aMHHOTpaHc(epas, 9To MPUBOAUT K aKTHBALIUHU TIFOKOHEOTCHE3a.

Bausanue na 600HO-1€KMpoIumHbIll 0OMeH: 3aJepKUBACT HATPUA M BOJIY B OPraHU3ME,
CTUMYJIUPYET BbIBEJCHHE Kallisd (MUHEPATOKOPTUKOUAHAS aKTUBHOCTH), CHUXKAET aOCOpOLHIO
kasplus u3 JXXKKT, «BbIMbIBaeT» KaJbIUMI U3 KOCTEH, MOBBIIIAET BBIBEACHUE KaIbLUS MOYKAMHU.
[IpoTHBOBOCTIATUTENIFHOE JIEHCTBHE CBS3aHO C YTrHETEHHUEM BBICBOOOXKACHHUS 303WHO(HIAMH
MEIMaTOpPOB BOCHAJICHUS, HWHIYIIMPOBAaHMEM OOpa30BaHUS JIMMIOKOPTHHA ¥ YMEHBIICHHEM
KOJIMYECTBA TYYHBIX KIIETOK, BBIPAOATHIBAIONINX THAITYPOHOBYIO KHCIOTY, C yMEHBIICHHEM
MPOHHUIIAEMOCTH KalWJUISIPOB, CTAOMIM3aIMeld KIETOYHBIX MeMOpaH W MeMOpaH oOpraHesu
(0COOEHHO JTN30COMANTBHBIX).

[TpoTuBOamIepruueckoe ACHCTBIE Pa3BUBACTCS B Pe3yNIbTaTe MOJABICHHUS CHHTE3a M CEKPEInu
MEANaTOPOB AJUIEPTUHU, TOPMOKEHUS BBICBOOOXKICHHSI N3 CEHCUOMIN3UPOBAHHBIX TYYHBIX KIETOK
n 0a30(WIOB I'MCTaMUHA U JPYTUX OMOJIOTMYECKM AKTUBHBIX BEIIECTB, YMEHBUICHHUS 4YHCIA
LHUPKYJINPYIOMUX 0a30(UIIOB, MOJABICHUS PA3BUTUS JTUMQPOUAHON U COCTUHUTENBHON TKaHH,
CHWKEHMs KosindecTBa T- M B-1MMQOIMTOB, TYy4HBIX KJIETOK, CHMXKEHMS UyBCTBUTEIBHOCTU
3QPEKTOPHBIX KIETOK K MEIUaTopaM ajulepruu, yrHETEHUs] aHTUTEN000pa30BaHMs, N3MEHEHUS
MMMYHHOT'O OTBETa OpPraHu3Ma.

ITpu xpoHndeckoil 0OCTPYKTUBHOI 0OJIE3HU JIETKUX JIEHCTBHE OCHOBBIBAETCS, [NIABHBIM 00pa3oM,
Ha TOPMOYKEHHH BOCIIAIUTENBHBIX IIPOLECCOB, YTHETEHUH Pa3BUTHS WM NPEAYNPEKICHUN OTEKa
CIIM3UCTBIX O000JIOYEK, TOPMOXKEHHUM 303MHO(DUIBHON MHOMIBTpALMK HOJCIU3UCTOIO CJOs
SMUTENNUS OPOHXOB, OTJIOKEHUHU B CIM3UCTON 000/104Ke OPOHXOB LUPKYIUPYIOIIUX UMMYHHBIX
KOMIUIEKCOB, a TaKXXe TOPMOXEHHUU SPO3UPOBAHUA U JECKBAMAILMU CIU3UCTON OO00IO0YKH.
[ToBblIIaeT YyBCTBUTEIBHOCTh O€Ta-aAPEeHOPELENTOPOB OPOHXOB MEJIKOIO U CPEIHEro Kaauopa K
SHJIOTEHHBIM KaTe€XOJaMUHaM U 3K30I'€HHBIM CUMIATOMUMETHKAM, CHHU)KAET BA3KOCTh CEKPETOB
OpPOHXOB 3a CUET YTHETEHMS WM COKpAILEHHUs €ro IPOAYKIHH.

[IpoTHBOIIIOKOBOE W AHTUTOKCHYECKOE JEHCTBHE CBsi3aHO ¢ moBblmieHueM AJ[ (3a cuer
YBEJIMUEHUS] ~ KOHLEHTPAIMM  IUPKYJUPYIOIIMX  KAT€XOJAMHUHOB U BOCCTaHOBJICHUS
YYBCTBUTEIBHOCTH K HHM aJpEHOPELENTOPOB, a TakkKe BAa30KOHCTPHUKIMM), CHI)KEHUEM
MPOHUIIAEMOCTH COCYAUCTONH CTEHKH, MEMOpPaHONPOTEKTOPHBIMU CBONCTBAMH, aKTHUBAIUEH
(epMeHTOB NeYeHH, yJacTBYIOIIUX B METabO0JIM3Me H]I0- U KCEHOOUOTHUKOB.

I/IMMYHOI[CHPCCCI/IBHOC JIeicTBHe O6YCHOBJI€HO TOPMOKCHUECM BBICBO60)KI[CHI/I$I OUTOKHMHOB
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(uaTepnielikuHa- 1 U uHTEpieiKuHa-2, raMMa-yH Tepd)epc;lli-lc{;l 17}31%%%ﬁ11_ﬁ)g WQJ@%&Q }

[lonaBnsier cuHTE3 M BBHICBOOOXKICHHWE THUMO(U30M aJPEHOKOPTHKOTPOITHOIO TOPMOHA H
BTOpUYHO - cuHTe3 sHJoreHHbix ['KC. VYrHeraer cekpeuuio TUPEOTPOMHOTO TOPMOHA U
bommKyIocTUMYIHpYIomero ropmona. [lomasnser BeICBOOOXKAeHNE OeTa-TUIIOTPONIMHA, HO HE
CHIDKAET COJIEpKaHHe IIUPKYIUPYIONIEro 6era-3Ha0ppuHa.

TopMO3UT COENMHUTEIBHOTKAHHBIE PEAKIMM B XOJE BOCHAIUTENILHOTO IpOIlecca M CHUKAET
BO3MOKHOCTh 00pa3oBaHUs PyOLIOBOM TKaHHU.

[ToBeimaeT BO30yAMMOCTh LIEHTPaIbHOM HEPBHOM cucTeMbl. CHM)KAET KOJUYECTBO JTUMQPOLIUTOB
U J03MHO(WIOB, YBEIWYMBAET KOJIMYECTBO HPUTPOLUTOB (IyTEM CTUMYJSLUUU BbIPAOOTKU
SPUTPOTIOAITHHOB).

OcoOeHHOCTh NEHCTBUS - 3HAYUTENIbHOE MHIMOMpOBaHHE (DYHKIMM TUMOPU3a U NMPAKTUYECKH
MIOJIHOE OTCYTCTBHE MUHEPAJOKOPTHUKOMIHON akTUBHOCTH. J[03bl 1-1,5 MI/cyT yrHeTaroT Kopy
HAAMOYe4YHUKOB; Ouonornueckuid Tie coctaBisier 32-72 4 (MPOJOJIKUTENBHOCTh YTHETEHUS
rUNoTazamMo-Tunou3apHO-HAAIOYEUHUKOBON CHCTEMBI).

5.2. ®apmakoKMHeTHYECKHE CBOMCTBA

Abcopbuus

MakcumanbHasi KoHeHTpanus (Cmax) JeKcaMeTa30Ha B IJIa3Me KPOBH JOCTUTAETCS y)KE Uepes
5 MuH nocse B/B BBeIeHUs U yepe3 1 4 mocie B/M BBEACHUS.

Pacnopenenenue

CBs3b ¢ 6emkaMu T1a3Mbl KPOBH (MIPEUMYILIECTBEHHO C anbOymuHamu) - 77 %. [Iponukaer uepes
reMaTtosHIealnyecKuil ¥ IUIalleHTapHbId Oapbepbl. Tiz W3 TUIa3Mbl KPOBU COCTaBJISIET
190 MmunyT.

BI/IOTDaHC(bODMaI_[I/IH

Merabonu3upyercss B mnedeHu. HebGonblmoe KOJWYECTBO JeKcaMeTa3oHa METaboIu3upyercs B
MOYKaxX M APYrux opraHax.

OnIUMHUAHALUS

Jlo 65 % 10361 BBIBOAUTCS MOYKAaMH B TeUYeHUE 24 4, HEOOJIBIIOE KOJIUYCCTBO JEKCaMETa30Ha

IIPOHUKACT B I'PYAHOC MOJIOKO.

6. PAPMALEBTUUYECKHUE CBOKMCTBA

6.1. IlepeyeHb BCIOMOraTeJIbHBIX BelIECTB
['munepon

Hatpust qurunpodocdara muruapar
JuHartpus sperat

Bona nng uabexuumit
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6.2. HecoBMecTHUMOCTD

[Ipemapar [lexcamerazoH-Buan dapmarneBTHUECKH HECOBMECTUM C JAPYTUMU JIEKAPCTBEHHBIMU
CpEICTBaMH, 3a MCKJIIOYEHHEM YyKa3aHHBIX B paszgene 6.6, Tak Kak MOXXET 00pa3oBbIBAaTh
HEpacTBOPUMBIE CoeMHEHUs. ETo pekoMeH1yeTcst BBOJAUTH OTJEIBHO OT JPYrHX Mpernaparos (B/B
OO0JIFOCHO HWJTH Yepe3 JpPYyrylo KalelbHHUIY - Kak BTOpoil pactBop). [Ipu cMemmBaHum pacTBopa
JIEKCaMETa30Ha ¢ renapuHoOM o0pa3yercs 0caioK.

6.3. Cpok rognocTu (CpoK XpaHeHus)

3 rona.

6.4. OcoOble Mepbl NPEOCTOPOKHOCTH NIPU XPAHEHUH

XpaHUTh B 3alIUIIIEHHOM OT CBETa MECTE MpH Temreparype He Briie 25 °C.

6.5. XapakTep u coaepkaHue NePBUYHON YIAKOBKH

[To 1 M3 B ammmyny U3 TEMHOIO CTEKJIa, C HAHECEHHEM TOYKH JUIsi 0003HAYEHUS MECTa Ha/jIoMa.
Ha xaxnyro aMmyny HakjJeuMBalOT ITUKETKY WJIM HAHOCAT HAJAMUCh OBICTPO3aKperuIstoleics
kpackoil. Ilo 5, 10 ammyn B KOHTYpHYIO SYEMKOBYHO YIAKOBKY. 5 KOHTYPHBIX SYEHKOBBIX
YIAKOBOK IO 5 aMITyJT; 1, 5 KOHTYPHBIX SYEHKOBBIX YIAKOBOK 110 10 amIys BMeCTe C MHCTpYKIMEN
10 IPUMEHEHUIO B MMAYKY U3 KapTOHA.

6.6. OcoOble Mepbl NPEIOCTOPOKHOCTH TPH  YHUYTOKEHUHM  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpenapara WIM OTX0A0B, IOJYYEHHBIX [0CJie TPHUMEHEHUs
JIEKAPCTBEHHOI0 Npenapara v Apyrue MaHUMYJIS MU C MpenapaTom

CrepwiibHO!

C uenblo NpUrOTOBJIEHUSI pacTBOpa AJs B/B MH(Y3uu cienyer ucnonb3zoBaTh 0,9 % pactBop
HaTpUs XJI0pHuaa win 5 % pacTBOp AEKCTPO3bI (TJIFOKO3BI).

Yrunusanus

Oco0bie TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA
Poccuiickas @enepanus
OO11ecTBO C OTpaHUYEHHOM OTBETCTBEHHOCThIO «BIAJI»

109316, r. MockBa, nmpoe3a OcranoBckuii, 1. 5/1, ctp. 2, atax 6, oduc Ne571

7.1. IlpeacTaBuTeIb IepsKaTeIsi PerHCTPALHOHHOTO Y/I0CTOBEPeHUsl

IIperen3uu HOTDC6I/ITCJ'ICI\/'I HaIlpaBJIATH 110 aApPCCy:

Poccniickas @enepanus
OO0111ecTBO ¢ OTPaHUYEHHOM OTBETCTBEHHOCTHI0 «BUAJTD»

109316, r. MockBa, mpoe3a OcranoBckuii, 1. 5/1, ctp. 2, atax 6, oduc Ne571

16



COOTBETCTEBYET ZKCNEPTHOMY OTUYETY
ot 13.03.2025 N= 6753

Temn.: +7-495-725-58-17 |:|_||:|::.-| E.:I.': BATENEHOCTE 0001 i

E-mail: info@vial-pharm.ru

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. JATA MNEPBUYHOI PEIMMCTPALMM (IIOJATBEPKIEHUS
PETUCTPALIMH, IEPEPETUCTPALIAN)

JlaTa epBoOM perucTpanyu.

10. JATA IEPECMOTPA TEKCTA

OO6mrasi xapakTepuCTHKa JIEKQpCTBEHHOTO Tipemapara JlekcamerazoH-Buanm moctymHa Ha
nHpopMauroHHOM mopTaie EBpa3uiickoro SKOHOMHMYECKOTO COI03a B HH(OPMAIMOHHO-

KOMMYHHUKaIMoHHOU cetn «MuTepueT» http://eec.eaeunion.org/.
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