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MHCTPYKIs OC IEAOBATENBHOCTS 0005)

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEITAPATA

MUKA®YIIU]

Perucrpaumonnbiii Homep:
ToproBoe HaumeHoBaHue: Mukadyug
Me:knyHapo/HOE HEMATEHTOBAHHOE WJIM IPYNNHUPOBOYHOE HAMMEHOBaHMe: MUKa(yHTUH

JlekapcrBeHnnasi gopma: muoduIn3aT s IPUTOTOBIICHUS pacTBOpa Juis HHDY3HUit

Cocrasb:

Ha 0IMH (QJIaKOH

Heticmsyrowee sewecmeo.: mukapynrud 50,0 mr (B Buae MukapyHruHa Hatpus 52,6 mr) umm
mukapynarus 100,0 mr (B Buae mukadynruna Hatpust 106,0* mr)

Bcnomoeamenvuvie 6ewyecmeéa: NAKTO3bl MOHOTHIPAT, JIMMOHHAS KHUCIOTa O€3BOJHAs, HATPHS
THJIPOKCHU]I.

*KOJIMYeCTBO MUKa()yHTMHA HATPUS C YIETOM U30BITKA.

Onucanue: mMopmIM3NpOBaHHAs Macca OeIoro WM MOYTH OEJIOro LBETA.

BoccranoBneHHBII pacTBOp mpemnapara oT OECIIBETHOTO JI0 CIIa00-)KEITOTO IIBETA.

@apmakoTepaneBTHYecKasi TIPyNna: OpPOTHBOIPHOKOBBIE TpenapaThl JUIsl  CHCTEMHOIO
IpUMEHEHHUS, APYTHE MPOTUBOIPUOKOBBIE MPENapaThl Al CACTEMHOTO IIPUMEHEHUS

Kox ATX: JO2AXO05

DapMaKoJIOrHYecKue CBOMCTBA
Dapmakoounamuka

MexaHu3M OSUCTBUS

MuxkadyHTrH HEKOHKYPEHTHO TIofiaBisieT cuates 1,3-B-D-rimokana, BaKHOTO KOMIIOHEHTA KJIETOYHOM
cTeHKH rpudoB. 1,3-B-D-rimokan oTCyTCTBYeT B KJIeTKax MIIEKONUTAONMX. MukadyHruH obnagaer
(YHTUIMIHON aKTUBHOCTBIO B OTHOLIEHUM TpuOOB psna Candida spp. ¥ 3HAYUTENHHO IOJABIISET
aKTUBHBIN pocT tud Aspergillus spp.

COeKTp aKTHUBHOCTH

MukadyHrHH in vitro akTUBEH B OTHOIICHUHU pa3nuuHbIX BUNOB Candida spp. B 1.4. Candida albicans,

Candida glabrata, Candida tropicalis, Candida krusei, Candida kefyr, Candida parapsilosis, Candida
1



COOTBETCTEYET 3KCNEPTHOMY OTYETY
ot 26.09.2024 N= 20744

guilliermondii,Candida lusitaniae, B oTHOIIEHUK WBCTBLH%;};L%(]E %&ﬁ%ﬂy‘ﬁ%‘& -ll_aﬁz;b;s':';i% pona

Aspergillus spp.: Aspergillus fumigatus, Aspergillus flavus, Aspergillus niger, Aspergillus terreus,
Aspergillus nidulans, Aspergillus versicolor, a Takxke oumopguuvix epubos (Histoplasma capsulatum,
Blastomyces dermatitidis, Coccidioides immitis).

[Ipemapar in vitro ne aktuBeH npoTuB Cryptococcus spp., Pseudallescheria spp., Scedosporium spp.,
Fusarium spp., Trichosporon spp. u Zygomycetes spp. BeposTHOCTh pPa3BHTHS BTOPUYHOM

PE3UCTEHTHOCTH K IIpenapary siBisieTcs: oueHb Hu3kol (Tabmuma 1).

Tabmuma 1. MuUHUMaJIbHble MHTHOUPYIOIIHE KOHIEHTPAIMH MHUKA(PYHIMHA B OTHOIIEHHH

rpudos pona Candida*

Bun rpu6os pona Candida MuHnMaJbHAs HHTHOMPYOIIAS
KOHIIEHTpAauus, Mr/J
(EBpomneiickue 1aHHbIe™)
Candida albicans [0,007 — 0,25]
Candida glabrata [0,007 —0,12]
Candida tropicalis [0,007 —0,12]
Candida krusei [0,015-0,12]
Candida kefyr [0,03 —0,06]
Candida parapsilosis [0,12 —2]
Candida guilliermondii [0,5]
Candida lusitaniae [0,12 —0,25]
Candida spp. [0,015-0,5]
(8 Tom uucne C. famata, C. dubliniensis, C. lipolytica,
C. pelliculosa, C. rugosa, C. stellatoidea w C. zeylanoides)

*EBpONecKuil KOMUTET MO ONPEAETICHHIO YyBCTBUTEIBHOCTH K aHTHOAKTEpUANbHBIM IperapaTaM

(European Committee on Antimicrobial Susceptibility Testing — EUCAST)

DapmaxoKkunemuka

[Ipemapar BBOIAT BHYTpHBEHHO. B nuana3zone cyto4ynbix 103 12,5-200 mr u 3-8 Mr/kr MukadyHTIH
XapaKTepu3yeTcs TUHEHHOW (hapMaKOKHHETHKOW. HeT TaHHBIX 0 CHCTEMHON KyMYJISIIMM TTpenapara
IpU TOBTOPHOM BBEJEHHM, PAaBHOBECHAsI KOHIICHTpAlLlUs YCTaHABIIMBAETCS B TeueHHe 4-5 mHel c

MOMCHTA Ha4aJjia IPUMCHCHH .

Pacnpeoenenue
[Tocne BHYTPUBEHHOTO BBEIEHHs KOHIICHTpAIHs MUKa(yHIHHA OMIKCIOTCHIIMAIBLHO CHHIKACTCS.

MuxadyHruH ObICTPO pacrlpenessieTcsl B TKaHsAX. B CHCTEeMHOM KpOBOTOKE MUKAa(yHIMH aKTHBHO
2
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CBsI3bIBaeTCs ¢ OenmkaMu Iwiasmbl (> 99 %), rjiaBHbBIM 'E@é:;(l)g[;g Eaﬁﬂ_%ﬂbﬂ ICasiBdme c

aIbOYMHUHOM OCTaeTcst cTaOwibHBIM B jauanasoHe koHmeHtpauuit 10-100 mxr/min. OObem
pacrpeeneHus Ipyu JOCTHKEHUH paBHOBECHOM KoHILeHTpauu (Vss) coctasiusier 18-19 1.
Memabonusm

MuxkadyHruH UUPKYJIUPYET B CHCTEMHOM KPOBOTOKE MPEUMYIIIECTBEHHO B HEU3MEHHOM BUJIE. bbl1o
MIOKA3aHO, YTO MUKA(QYHTHH METa0OIM3UPYyETCs ¢ 00pa30BaHNEM HECKOJIBKUX COCAMHEHH; U3 HUX
M-1 (xarexonoBas ¢opma), M-2 (MmetokcunpomusBogHoe M-1) u M-5 (oOpasyercst B pe3ynbrare
TUAPOKCUIIUPOBAHUST OOKOBOW IIEMH) MPOM3BOJHBIE MUKA(pyHTHHA OINPEACISIOTCS B HEOOIBIIMX
KOJINYECTBAX B CUCTEMHOM KPOBOTOKE. MeTaOoIuThl HE OKa3bIBAIOT CYIIECTBEHHOIO BIUSHUS Ha
3P PeKTUBHOCTH MUKA(yHTHUHA.

Hecmotpst Ha To, 4TO in vitro MukadyHTMH MOXeT MeTabomu3upoBathes uzodpepmentamu CYP3A,
ruapokcunupoBanne mnpu ydactun uzopepmentoB CYP3A He sBIseTcs OCHOBHBIM ITyTEM
MeTaboJu3Ma rpenapara in vivo.

Onumunayus u sKcKkpeyus

[epuon nomyssiBenenust Mukadpynruna (T12) cocraBnser 10-17 4, He MEeHsIeTCS B TMANa3oHe 103 /10
8 MI/KT TI0Clie OJTHOKPATHOTO W TIOBTOPHBIX BBEACHHM mpemnapara. OOmuil KIMPEHC Y 3I0POBBIX
OOPOBOJIBLIEB U B3POCIbIX MAIlMEHTOB KaK MPH OAHOKPATHOM, TaK U IPU MOBTOPHBIX BBEICHMUSIX,
cocrasui 0,15-0,3 Mur/MuH/KT U He 3aBUCEN OT A03bl. Yepes 28 qHel mociie OAHOKPATHOTO BBEICHHS
25 wmr '“C-muxadyHrusa 310poBBIM 106poBONBIAM TOMbKO 11,6 % paguOakTUBHOH METKH
oOHapyxuBamu B moue, a 71,0 % — B ¢dekanmusix, 4TO CBHUAETENHCTBYET O NMPEUMYLIECTBEHHO
HEMOYEeYHOW >MuMuHanuu MukadyHruHa. Merabomutel M-1 1 M-2 oOHapyKuBajiu B IUIa3Me B
CJICZIOBBIX KOHIIGHTPALUX, @ MeTa0oiIuT M-5 coctaBui 6,5 % OT HCXOIHOTO COENHEHHUSI.
DapmakoKunemuKka y paziuduHplX 2pynn NayueHmog

Jlemu: y nereil Benmu4MHA TUTOMIAAN TOJ (DApMaKOKMHETHYECKOW KPHUBOM «KOHIICHTPAIUSI-BPEMS)
(AUC) mpomnoprpionansHa 03¢ MukadyHnruHa B nuamnaszone 0,5-4 mr/kr. Kimmpenc 3aBUCHT OT Beca:
CpeIHHE BEJIMYMHBI KIMpEHCa Yy JEeTeld Miaaulero Bo3pacTa OT 4 MecsleB 10 5 JIeT U 'y JeTel
crapmero Bospacra (12-16 ner) u B3pocnbix. CpenHuil KIMpeHC y neTeid muaime 4-Mecs4HOro
BO3pacTa MPUMEPHO B 2,6 pa3 BhIIIIE, 4YeM Yy JeTei cTapiiero Bo3pacrta (12-16 ner) u B 2,3 pa3za Bhiile,
YeM Y B3pPOCIbIX.

Cesylomiee uccienoBanue (GpapMakOKMHETHKH MU (hapMaKOJWHAMMKM IOKa3ajlo J0303aBUCHMOE
NPOHUKHOBEHHE MHUKapyHIWMHAa B LEHTpaibHylo HepBHyIo cucrtemy (LIHC) ¢ MuHMMaIbHBIM
sHaueHneM AUC 170 Mkr-4dac/m, HeoOXOIUMBIM 7151 JOCTHKEHUSI MaKCUMAJIBHON APaIiKAIIMOHHON
aKTMUBHOCTH B OTHOIIEHUHU TpuOKoBoi nHpekuu B TKauax [[HC. [Ipu moMomm nonyassiuoHHOTO
MOJIETUPOBaHUs apMaKOKHMHETHKH OBLIO YCTaHOBIIEHO, YTO 1032 10 MI/Kr y neTeid B Bo3pacre J10
4 mecsteB Oye€T TOCTaTOYHOM /sl TOCTHXKEHUS 1IEJIeBOM KOHLIEHTpAIlMU MUKAa(QyHTHHA B JICUCHUU
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COOTBETCTBYET 2K

undexuit [IHC, Be3BannbIx rpudamu pona Cakdida.

Hoowcunvie nayuenmsi: mpu WHPY3MOHHOM BBereHnn 50 Mr mukadyHruHa B TeueHwe | |
(apMaKOKMHETHYECKHE TMapaMeTpbl y JIMI[ MOXHJIOro Bo3pacta (66-78 ner) cymecTBEeHHO He
OTJIMYAIMCh OT TAKOBBIX Yy MOJNOBIX (20-24 rona).

Iayuenmol ¢ Hapywiennou gpyHkyueri neyeHu: B WUCCIEIOBAaHUU, MPOBOIUBIIEMCS C yYacTHEM
8 maIMeHToB ¢ HapylIeHneM (YHKITHH [TeYSHN CPpeaHeN cTeneHn Tshxectu (nHaeke Yaina-I1pro —
7-9), dapmakokuHeTHKa MHKaQyHTHHA HE3HAYUTEIhHO OTIHYanach OT (apMaKOKMHETUKU Y
8 3M0pOBBIX JOOPOBOJIBIEB. B riccimenoBaHmy, MPOBOIUBIIEMCS C YIAaCTHEM 8§ MMAIIMEHTOB C TSHKETION
MeYEeHOYHOW HepocTtaTouHoCcThio (MHAeke Yaitnn-ITeto — 10-12) nabmomanach CHUKEHHAs
KOHIICHTparusi MUKadyHIMHA B TUIa3M€ W TOBBIIICHHAS KOHIIEHTpAIUs B IJIa3Me THUIPOKCUAA
meTabonmta (M-5) Mo CpaBHEHUIO C TaHHBIMH, IOJTYYCHHBIMH Y 8 3J0POBBIX JOOPOBOJIIBIIEB.
Ilayuenmor ¢ noueunou oOucgynxyueti: TsDKeNas TOYEYHAS HEJOCTATOYHOCTh (KJIIyOOUKOBas
bunpTpanus < 30 MI/MHH) HE OKa3blBala CYIIECTBEHHOTO BIMSHUS Ha (DapMaKOKHHETHKY
MHUKa(pyHTHHA.

Ilon/paca: mon W paca HE OKa3bIBAIM CYIIECTBEHHOTO BIHSHHS Ha (PapMaKOKWHETHYECKUE

napameTpbl MUKa(yHTHHA.

Iloka3anusi K NpUMEHEHUI0

B3pocnvie (6 m.u. nosxcunvie) u noopocmku > 16 n1em:

e  JICYCHHE WHBA3WBHOTO KaHINI034;

e JIeYCHHE KaHIU03a MUIICBO/A Y MAIlIEHTOB, KOTOPBHIM TpeOyeTcss BHYTPUBEHHOE MPUMEHEHHE
MPOTUBOTPUOKOBBIX MPENapaToB;

e MpoWIAKTHKA KaHIUI03a y MAIMEHTOB TMOCIEe AJJIOTEHHOW TPaHCIUIAHTAIIMH KPOBETBOPHBIX
CTBOJIOBBIX KJIETOK MJIM OOJBHBIX, Yy KOTOPBIX MpeArojaraeTcss HeUTpomeHusl (KOJIMYeCTBO
HeiTpoduo < 500/mki) B Teuenue 10 gueit u Gomee.

Jlemu (¢ m.u. Ho6opoHcOennvle) u noopocmku < 16 nem:

e JIeYCHHME MHBA3MBHOI'O KaHIUI034;

e npodUIAKTHKA KaHIUI103a y MAlMEeHTOB MOCie aJJIOTEHHOW TpaHCIUIAaHTAIlMK KPOBETBOPHBIX
CTBOJIOBBIX KJIETOK WJIU OONBHBIX, Yy KOTOPBIX MpEANoaraeTcs HEUTpomeHusl (KOJIMYECTBO

HerTpodminos < 500/mki) B Teuenne 10 nueit u Goee.

IIporuBonokazanus
I'unepuyBCTBUTENBHOCTD K JEHCTBYIOIIEMY BEUIECTBY, K IPYT'HM SXMHOKAHIMHAM WUJIH JIIOOOMY U3

BCIIOMOT'aTCJIBbHBIX KOMIIOHCHTOB.
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C 0CTOPOKHOCTHIO

Tsoxenble HapyIIeHUs! (PyHKUIUU [EYeHU, XpOHHUYECKHE 3a00JIeBaHNs TIeUeHH, BUPYCHBIN IenarTur,
HEOHaTaJbHbIE 3a00JICBaHUs MEUYEHU WINM BPOXKJIEHHBIC Ne()EeKThl (epMEHTOB), COMYTCTBYIOLIAS
renaTOTOKCHUYECKass W/WIW T€HOTOKCHMYECKas Tepamus, JETCKUi Bo3pacT (ocobeHHo mo 1 roma),
noyeyHasi HEJOCTaTOYHOCTh, OJHOBPEMEHHOE NPUMEHEHHE C CHUPOJIMMYCOM, HHU(EIUITHHOM,

UTpakaHa3zojoM U ampoTrepumaom B.

IIpumeHeHue npu GepeMeHHOCTH U B MIEPUOJ TPYAHOr0 BCKAPMJIMBAHUS

bepemennocmo

Kimandeckoro omeiTa mpuMeHeHHs MUKadyHTHHA y OepeMeHHBIX HeT. B uccrmenoBaHusx Ha
JKUBOTHBIX OTMEYAJIOCh NMPOHMKHOBEHHE MHKA(QyHTHHA 4epe3 IUIAlleHTapHBIN Oapbep, a Takke
penpoaAyKTUBHAs TOKCHYHOCTh. [loaToMy mpemnapar Mukadyuua cieayeT MpUMEHATh BO BpeMs
OepeMEeHHOCTH TOJIBKO TOCTIe THIATEIbHON OLIEHKH COOTHOIIEHUS PUCK/TIOJIb3a.

Ilepuoo epyonozo ckapmaueanus

HeusBectHo,  mpoHWKaeT 1M  MUKaQyHTMH B TpygHOe  MOJOKO.  Pemenue o
MPOAOKEHUU/TIPEKPAIIEHUN TPYJIHOTO BCKAPMIIMBAHUS WM O MPOJOJIKEHUU/TIPEKPALICHUH
jgedeHus: mpemnaparoM Mukadynun ciaeayer NpUHUMATh, YUYUTHIBask IMOJB3Yy TPYIHOTO
BCKApMIIMBAHUS JJ1s1 peOSHKA | MOJIB3Y JICYCHHS MpermapaTtoM Mukadyuu sl MaTepH.
DepmunvHocmy.

B wuccrnenoBaHusx Ha >KMBOTHBIX OTMEUAIUCh TOKCHYecKHE 3(P(EKThl B OTHOUIEHMHM TECTHUKYI.

MukadyHruH MOXKET HapyIIaTh PENPOIYKTUBHYIO (DYHKIIIO MYXYHH.

Cnoco0 npuMeHeHUs M 103bl
[Ipenapar Mukadyuua npegHa3HadeH A1 BHyTPUBEHHOTO BBEICHUSI.

Pexxum no3upoBanus mpenapara Mukadyuua ¢ ydyeToMm IOKa3aHHM, BO3pacTa M Macchl Tela

narueHTa npeacrasieH B Tabmuma 2, 3 u 4.

Tabnuua 2. Pe:xxum 1o3upoBaHus npenapara Mukagyuua y B3pocibix, IOAPOCTKOB > 16 et n

MaAUEHTOB IOKUJIOTr0 Bo3pacTa.

IToxa3zanue Macca Teaa > 40 kr Macca Tena < 40 kr
Jleuenne MHBA3UBHOTO KaHIUI03a 100 Mr/nenn* 2 Mr/xr/nenn*
Jleuenne kaHaMI03a ITHIIIEBOAA 150 mr/geun 3 MI/Kr/aeHn
[TpodmrakTrika KaHIUI03a 50 mr/nedsn 1 mMr/kr/ness
*ECJII/I Yy mnanueHTa Ha6moz[aeTc;1 He,[[OCTaTO‘-IHBIﬁ OTBCT — HaIPpUMEp, B IMOCCBAX IMPOAOLKACT

00HapyKMBATHCSI BO3OYIUTENH WV KIMHHYECKOE COCTOSHUE HE YIYUIIAeTCS — J03Y MOKHO YBEIHYHUTDH J0
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200 Mr/cyTKH y MalMeHToB ¢ Maccol Tena > 40 kr win go 4 Mfﬂ\lgc;ﬂ;xg@';lgmd-g@gktlgé-egﬁ ';leﬁﬂ:ﬁfé 40 xr.

Tabnuua 3. Pe:xxum 1o3upoBanus npenapara Mukadyuua y Aereii B Bo3pacre > 4 MecsilieB U

MOJAPOCTKOB B Bo3pacte < 16 Jier

IToxa3zanue Macca Teaa > 40 kr Macca Tena < 40 kr
Jleuenne MHBA3UBHOTO KaHIUI03a 100 Mr/nenn* 2 Mr/xr/neHn*
[MpodunakTrka KaHAUI03a 50 mr/neHb 1 Mr/kr/nens
*ECJ'II/I Yy mnanuceHTa Ha6n}0):[aeTc;1 He,[[OCTaTO‘-IHBIﬁ OTBCT — HaIPUMEp, B IMOCCBAX IMPOAOLKACT

O6Hapy)KI/IBaTBC}I B036y,I[I/ITCJ'II> W KIIMHUYCCKOC COCTOAHUC HC YIYUIIACTCA — J03Y MOXHO YBCJIUYUTHL 10

200 Mr/cyTKHd y MalMeHToB ¢ Maccol Tena > 40 Kr win 10 4 MI/KI/CyTKH y TallMeHTOB ¢ Maccoi Tena < 40 kr.

Tabmuua 4. Pe:xxum 1o3upoBanus npenapata Mukadgyuua y aeteii (BK/JIH0Yas HOBOPO:KAEHHbIX)

< 4 MecsileB.

IToka3aHusi K NPUMEHEHUI0 Pesxxum 10o3upoBaHus
Jleuenre MHBA3MBHOTO KaHIMI03a 4-10 mr/xr/nenp*
[IpodunakTruka HHPEKIHIA, BBI3BAaHHBIX 2 Mr/Kkr/nesHp
Candida

* Tpu JIe4eHrH MHBAa3WBHOTO KaHINI03a Y JIETEH B BO3pacTe MIajiiie 4 MecsIeB IPUMEHEHUE Mperapara B
Jno3e 4 Mr/kr oOecrieuyuBaeT SKCIIO3WIMI0 MUKA(yHTHHA, JTOCTUTAEMYIO Yy B3pOCIBIX MpPU HAa3HAYCHHH
npenapara B go3e 100 mr/cytku. Ilpu nmomospennu Ha nHpeknuto [ITHC mpemapar ciemyeT NpUMEHSTh B
0oJsiee BBICOKOH 03¢ (Hampumep, 10 MI/KT) B CBA3U C 10303aBUCHUMbBIM IIPOHMKHOBEHHEM MUKA(QyHIHMHA B
ITHC.

be3onacHocTh 1 3¢ (HEKTUBHOCTH JICUEHUST MHBA3UBHOTO KaHauo03a ¢ BoBiaedeHuem [IHC y nereit
(BKJIFOYAst HOBOPOXKJCHHBIX ) B BO3pacTe Mitaiiie 4 MeCsIeB mpenaparoM B 103ax 4 mr/kr u 10 mr/kr

He OBLUIH A0CTAaTOYHO U3YYCHBI B KOHTPOJIMPYCMbBIX KIIMHUYCCKUX UCCIICOBAHUAX.

JUIMTENLHOCTD JICUCHUS

Jleuenue un6asu6H020 KaHOUA03a MO MPOIODKUTEILHOCTH JIOJKHO COCTABIISATh HE MeHee 14 mHeid.
[TpoTHBOrpHUOKOBOE JICUCHHE CIIEAYET MPOAOIDKATh B TEUCHHE, TI0 MEHBIICH Mepe, OJHOW HEeIenH
MoCJie TMOTYYSHHsI TBYX MOCTEI0BATENIBHBIX OTPUIIATEIBHBIX PE3YyJIbTAaTOB UCCIICOBAHUS KPOBU U
MCYE3HOBEHUSI KIIMHUYECKUX MPU3HAKOB KaHIM103a.

s nevenus kanouoosa nuujeeoda npenapat Muxkadynus cienyeT IpUMEHsTh, IO MEHbIIEH Mepe,
B TCUCHHE OJTHOW HEJIEIH TOCIIE Pa3pelICHUs] KITMHUYCCKUX MPHU3HAKOB.

Hna npogpunakmuxu xanoudo3za npenapat Mukadymun ciaenyer NpuMeHsITh, IO MEHbIIEH Mepe, B

TEYEHUE OJHOM HEJEeNu TIOC/ieé BOCCTAHOBJICHUS KOHLEHTpanuuu HeiTpoduiaoB. OnbIT
6
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NMPODHIAKTHYECKOTO IPUMeHeH s penapata MukadymiA-Y-nere voratimne ® Het-orparmHet.

PexxuM 1031MpOoBaHMs Y OTAEIBLHBIX KATETOPUM MMAIIMEHTOB

Ilon/paca: xoppekuus 1035l B 3aBUCUMOCTH OT T10J1a UJIU packl He TpeOyeTcs.

Ilayuenmul ¢ Hapywenuem QynKyuu neveru

[Ipu nerkoit m cpeaHel CTEMEeHM TSHKECTH HApYIICHUSIX (DYHKIMHM TEYEHH KOPPEKLUs pexXuma
JI03MPOBAHUs Mpenapara He Tpedyercs. B HacTosIee BpeMsi HEZJOCTaTOYHO JAHHBIX O IPUMEHEHUHU
npenapara Mukadynuga y TalMEHTOB C TSDKEIOW IMEUEHOYHOW HEeIO0CTaTOYHOCTHIO, MOITOMY
INPUMEHSATH €r0 Y JaHHOW KaTErOpUM NalMEHTOB HE PEKOMEH1yETC .

Tayuenmoi ¢ HapyweHuem hyHKyuu novex

HpI/I IMOYCYHOMN HCAOCTATOYHOCTH PCIKUM NO3UPOBAHUSA HC MCHACTCH.

Cnoco0 IIpuMeHeHus

PactBop mnpemapara Muxapyuua and UHPY3UH TOTOBST INPH KOMHATHOW TeMIepaType C
COOJIIO/ICHHEM TIPABUJI ACENTUKH CIIEIYIOLUM 00pa3oM:

1. MIacTUKOBBIMA KOJAYOK CHUMAIOT ¢ (hJTaKOHA, TPOOKY NE3MHPUITUPYIOT CITUPTOM;

2. 5 mn Hatpus xjopua pactsopa 0,9 % g undys3uit wim gekcTpo3bl pactBopa 5 % ans uHdy3ui,
orOupaembIx u3 prakoHa/makera Ha 100 M1, B aCENTUYECKUX YCIOBUSAX MEJIEHHO BBOJAT B KX IbIH
(J1aKoH C MOPOIIKOM MO BHYTpeHHeH cTeHKe. [Ipu npuroToBIeHUH pacTBOpa CBECTH K MUHUMYMY
KOJMYECTBO oOpasyromeiics meHsl. HeobxomumMo wucmosnp30oBaTh ykazaHHoe B Tabmuma 5
KOJM4eCcTBO (hJ1aKOHOB Mpenapara Mukadymua, 9ToObI MOTYyYUTh HEOOXOIUMYIO 71t HH(PY3UHU 103y
npernapara B MT;

3. ¢nakon cnexyer moBopauuBath ocTopokHo. HE BCTPAXUBATD. Ilopomok aomkeH
pacTBOpUTHCS  MONHOCThIO. KoOHIIEHTpar cieayer HCHojib30BaTh HeMemsieHHO. DiakoH
npeIHa3HayeH JJIsl OAHOKpATHOTO MpUMeHeHus. Hercnonb30BaHHBINA pacTBOP ClI€TyeT BEHIOPOCUTD;
4. MONMyYEHHBIM KOHIEHTpAT 3a0upaloT W3 (ruakoHa M TMepeMeIalT B (IaKOH/TAKET C
UH(Y3HMOHHBIM PAaCTBOPOM, M3 KOTOPOTO OH ObLT IIEpBOHAYAIBHO B3AT (CM. 11.2). IIpuroToBieHHbIH
pacTBop Aist uHGY3ui clieyeT UCIOIb30BaTh HEMEIJICHHO.

5. ¢dnmakon/maker nis uHGY3U ciemyeT octopokHo nepeBepHyTh, HO HE B3BAJITBIBATD, uto6s
u30exaTh 00pa3zoBaHus NeHbl. He ncnonp3yiiTe pacTBOp, €CIIM OH MYTHBINA WIN COACPIKUT OCATOK;
6. QuakoH/makeT, coAepKaIluid MPUTOTOBJICHHBIA pacTBOp i MH(Y3UH, CleqyeT MOMECTUTh B

3aKPBIBAIOIITUICS HEMTPO3PAYHbIN MEIIOK JIJIs 3aIIUTHI OT CBETA.
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Ta6muma 5. IlpuroroBienune pacTeopa ajist uHQy3uii

Ho3a | Muxkadyuua, Oo6bem 0,9 % Oo6bem Konuentpanus
(Mr) daakon 1 pacTBopa xJjopuaa BOCCTAHOBJIEHHOI'0 roTOBOI0
NPUMEHEeHHUs HaTpus wm S % pacTBopa u pacTBopa (npu
(Mr/¢guiakoH) | pacTBopa IeKCTPO3bl, KOHIIEeHTPaIus HCIO0JIb30BAHUN
a00aBsieMblil BO AEeHCTBYIOLLET 0 100 ma
daaxon BelllecTBa pacTBOpUTEJIA)
50 1x50 5 M OKOJIO 5 MII 0,5 Mr/mn
(10 mr/mm)
100 1x100 5 M OKOJIO 5 M 1,0 Mr/mi
(20 mr/mi)
150 1x100 + 1x50 5 M oko010 10 M 1,5 mr/mi
200 2x100 5 M okxoJio 10 mi 2,0 Mr/mi

["oToBbIil pacTBOp Ayt nH(Y3UH BBOJIAT BHYTPUBEHHO KarelbHO B TeueHUe okoyio 1 daca. bosee

ObIcTpas HHDY3USI MOXKET YBEJIMYMBATh PUCK TUCTAMHH-OTIOCPEIOBAHHBIX PEAKIIHUMA.

ITo6ounbIe gelicTBHE

[lpu aHanmM3e MaHHBIX MO OE30MACHOCTH B 3aBUCHMOCTH OT II0JIa MJIM PAchl HE OBUIO BBISBICHO
KJIMHAYECKHA 3HAYMMBIX pa3nuunii. HexxenmaTenbHbIe peakIiy 10 pa3HbIM OpraHaM U CHCTEMaM C
yKa3zaHHEM YacTOTHI MpUBeeHbI Hike: yacto > 1/100 - < 1/10, nedacro: > 1/1000 - < 1/100, penko:
> 1/10 000 - < 1/1000, gactoTa Hem3BecTHa (HEBO3MOXKHO OLIEHUTh Ha OCHOBAHHH WUMEIOIIMXCS
JaHHBIX). B paMkax KakqoW Tpymibl peakiyH TEPEYUCICHBl MO0 Mepe CHIDKCHHUS CTEICHU
CEphE3HOCTH.

Hapywenusn co cmoponsl Kposu u aumgamuueckoil cucmemol

yacmo. JNEHKOTICHNUS, HEUTPOTICHHS, aHEMUS;

Heuacmo. TAHIUTONICHHSI, TPOMOOIUTOTICHUS, S03MHO(HIIHS, THTIOATEOYMUHEMHST;

PeoKo. TEMOIUTHYECKAsE aHEMUSI, TEMOJIN3;

yacmoma Heuzeecmua: TACCEMUHIUPOBAHHOE BHYTPHCOCYIUCTOE CBEPTOBAHHE.

Hapywenus co cmoponst UMMYHHOU cucmembl

Heuacmo. aHauIaKTHYeCKUe/aHAQUIAKTONIHBIC PEaKIIH, PEAKIIH THIIEPIYBCTBUTEIBHOCTH;
yacmoma Heuzeecmua: aHAPWIAKTHUECKUH U aHA(UITAKTOUTHBIH MIOK.

Hapywenusn co cmopoHbt IHOOKPUHHOU CUCHIEMbL

Heuacmo. MOTIUBOCTb.

Hapywenus memabonuzma u humanus

yacmo: TUTIOKAJIMEMUSs], THITOMArHUEMHU S, THITOKAJTbIIHEMHUST;

Heuacmo: THIIOHATPUEMHUSL, TUTIepKaIueMus, TUodocdaremMusi, aHOPEKCHS.

Ilcuxuueckue napyuienus
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Heyacmo: 0ECCOHHUIIA, TPEBOKHOCTb, CITyTAHHOCTh cozd-;ﬂm;r:-lE-']"- BA

Hapywenus co cmoponwl HepeHOIl cucmembl

yacmo: TOOBHas OO0JIb;

Heuacmo: COHJIMBOCTh, TPEMOD, TOJIOBOKPYKEHHE, U3BpAIllEHUE BKYCAa.

Hapywenusa co cmoponwt cepoya

Heuacmo. TaXUKapusl, y4aleHHOe cepuednenue, Opaankapus.

Hapywenus co cmoponwt cocyoos

yacmo: hnedur;

Heuacmo: apTepuagbHasi THIIOTEH3MUs, apTepuaibHas TUIEPTEH3Hs, TPUITUBBL;

yacmoma HeuzeecmHa. oK.

Hapywenus co cmoponsl 0OvixamenbHou CUCHEMbl, OP2AHO08 2PYOHOIL KIeMKU U CPe0OCHEeHUA
Heuacmo: OTIBIIIKA.

Kenyoouno-knmeynble HAPpyIeHU s

yacmo: TOIHOTA, PBOTA, AHapest, 00JIb B )KUBOTE;

Heuacmo: NACTIETICHSL, 3a110p.

Hapywenus co cmoponsl neueHu u »#ce14uesvleo00AuUX nymeil

yacmo:  TIOBBIIGHWE  AKTUBHOCTU  IEeJNOYHOW  ¢ocdara3pl, MOBBIIEHHE  AKTUBHOCTU
acnapratamuHoTpancdepassl (ACT), moBbIIeHHE aKTUBHOCTH adaHnHaMuHOTpaHcdepasbl (AJIT),
NOBBIIICHUE KOHIICHTPALMK OWIMPYOHHA B CHIBOPOTKE KPOBH (BKIIOYAsl TUIEPOUINPYOHHEMHUIO),
u3MeHeHNe (PyHKIMOHATBHBIX I€YEHOYHBIX TECTOB;

Heuacmo: Me4YEeHOYHAs HEJO0CTaTOYHOCTD, MOBBILICHHUE AKTUBHOCTHU ramma
LIy TaMHITPAHCIICITUA3BI, KENTyXa, X0JIeCcTa3, TelaToOMerallis, TenaThT;

yacmoma HeuzeecmHa. TeNaTOLEeIUTIONIIPHbIE TOPAKEHUS, B T.4. CIIy4au JIETAIbHOIO UCXO0/1a.
Hapywenue co cmoponul Koxcu u NOOKONCHbIX MKaAHell

4acmo. ChIIib;

Heyacmo: KpaluBHULIA, 3y ]I, S3PUTEMA;

yacmoma HeuzeecmHa. TOKCUYECKUE BBICHIIIAHUS Ha KOXE, MHOTO(QOpPMHAs dpUTEMa, CUHAPOM
CtuBeHca-/[>)koHCOHA, TOKCUYECKUI dMUAEPMaATbHBIN HEKPOJIH3.

Hapywenus co cmoponsl nouex u Mo4esvleo0AuUX nymeil

Heuacmo.: TIOBBIICHHE KOHLEHTpAllMM KpEeaTMHWHA, MOYEBMHBI B  CBIBOPOTKE KpPOBH,
IIPOrpeECCUPOBAHKE TOUEYHON HEJOCTaTOYHOCTH;

yacmoma HeuzgecmHa. HapylleHUe OYEUYHON PyHKIMH, OCTpasi MoYeyHasi HeIOCTaTOUYHOCTb.
Oouue napywienusn u peakyuu 6 mecme 66e€0eHu

yacmo: TUNIEPTEPMHUSL, 03HOO;

Heuacmo. TpOMOO3 B MECTe MHBEKIMH, BOCIaJeHUE B MecTe MH(Y3HH, 00Jb B MeCTe MHBEKLUH,

9
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nepueprUIeCcKril OTEK.

ﬂaﬁopamopuble U UHCMPYMEHmMA/IbHblE oaHHble

Hedacmo. MMOBBINICHUC aKTUBHOCTU JIAKTATACTUAPOTCHA3EI B CBIBOPOTKE KPOBH.

Onucague OTAeNbHBIX HEKETATEILHBIX PEAKIINNI

Bo3mooicnvie cumnmomvl, HanomMuHarwiue aa1ePIUYECKYI0 PeaKyulo: B  KINHUYECKUX
UCCIIEIOBAHUAX HAOMIOAATNCh TAKUE CUMIITOMBI, KaK ChIb M 03HOO. BONBIIMHCTBO U3 HUX HOCHIIN
JIETKUI UM YMEPEHHBIN XapaKkTep U He IPUBOAMIIM K IpeKpalleHuto JeueHus. Cepbe3Hble peakluu
(narmpumep, anadunakrounnas peakus 0,2 %, 6/3028) BcTpeuanuch HEYacCTO BO BpeMsl JICUCHUS
MHUKaQYHTMHOM W JIMIIb y TAIMEHTOB C CEpbe3HBIMU (POHOBBHIMH 3a00JICBaHUSAMH (HATpUMeED,
nporpeccupyrommm CIINloM, 3510Ka4ecTBEHHBIMH HOBOOOPA30BAHUSMH), HYKIAIOIIUXCS B
MHOTOYHCIIEHHBIX COITyTCTBYIOLIMX JIEKAPCTBEHHBIX Mpenaparax.

Heoswcenamenvnovie peakyuu co cmoponsl newenu: oOIas 4yacTOTa HEXKeNATEIbHBIX PEaklHUid co
CTOPOHBI TEYEHH Y TMAIMEHTOB, MOMYYaBIIMX MUKAQyHIHMH B KIMHUYECKUX HCCIEIOBAHMSIX,
coctaBisiia 8,6 % (260/3028). BoabIIMHCTBO HEXENATEIBHBIX PEAKIINI CO CTOPOHBI IEYEHU HOCHIIH
JEeTKUil WM yMepeHHbI xapakTtep. HaumOosee wacTbiMM peakuUusIMH SBJSUIMCH IIOBBILIEHUE
menouHoi docdarazsl (2,7 %), ACT (2,3 %), AJIT (2,0 %), OunupyObuna kposu (1,6 %) u
OTKJIOHEHHE OT HOpPMBI nokazatenei gynkiuu nedenu (1,5 %). HeGomplioe yuciao maiueHTOB
(1,1 %, 0,4 % c cepbe3HBIMU PEAKLUAMH) MPEKPATHIIN JICUCHUE B CBA3U C PA3BUTHEM OCIIOKHEHUS
CO CTOpOHBI neyeHu. Ciiydau cepbe3HOro HapyUIeHUs! PyHKIUH I€YeHH OTMEYaIuCh HEUacTo.
Peakyuu 6 mecme unvekyuu: HU OJHA U3 HEXKEIATENbHBIX pEaKkIUi B MeCTe MHBEKLUHU HE

MmpuBOAWJIIa K OTPAHUYCHUIO JICUCHU .

[lequaTprudeckne MalMEHThI

YacToTa HEKOTOPBIX HEXKEATeIbHBIX PEAKIUN, IEPEUUCIIEHHBIX HIKE, Y JAeTel Oblia BhIIIE, YeM Y
B3pociblx. Kpome toro, y nereit 1o lroma B ABa pasa yaine, 4eM y JA€TEil crapiiero Bo3pacTa,
BeIABIsUIM  yBenndenue aktuBHOocTH AJIT, ACT u menouynoit ¢ocdaraszel. B kamHHYECKHX
UCCIIEJIOBAHUSAX, BEPOATHO, ITO OBUIO CBS3aHO C PA3NIUYMSAMH B (DOHOBBIX 3a00JIEBaHUSAX IO
CPaBHEHHUIO CO B3POCIBIMH U JETbMHU CTapIIEro Bo3pacTta. B MOMEHT BK/IIOUEHUS B HCCIEI0BaHHE
KoiauuecTBo Jeredt ¢ HedrTponenuend (40,2 % nereit u 7,3 % B3pOCHBIX), C aJIOTEHHOM
TpPaHCIUIAHTALMEH TeMOMOATUYECKUX CTBOJIOBBIX KIETOK (29,4 % pereit u 13,4 % B3pocibiX) U
reMaToJIOTMYECKUMH 3JI0Ka4eCTBEHHBIMU HOBoOOpazoBanusimu (29,1 % nereit u 8,7 % B3poCibIX)

OBLIO B HECKOILKO pa3 BbIIIEC, YEM B3POCIIBIX.

Hapymeuuﬂ CO CmMOpPOHbBL Kposu U Jumd)amulteacoﬁ cucmemasl
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yacmo. TpOM6OI_[I/ITOHeHI/I$I.

Hapywenus co cmoponwl cepoya

yacmo. TaxuKapausl.

Hapywenus co cmoponwt cocyooe

yacmo: apTepualbHas TUIIEPTEeH3Us], apTepuaibHasi THIOTEH3HUS.

Hapywenus co cmoponl neueHu u j#cea4uesvl00AUUX nymeil

yacmo. TANEPOUTUPYOHMHEMUS, TeMaTOMET TSI,

Hapywenus co cmoponsl nouex u Mo4esvleo0AuUx nymeil

yacmo: OCTpas MoveyHasi HeI0CTaTOUYHOCTh, MOBBIIIEHHE KOHIEHTPAI[M MOYEBHHBI B CHIBOPOTKE

KPOBH.

Ilepeno3upoBka

B xone kIMHUYECKUX HCCIEIOBAaHUN B3POCIBIM MAllMEHTaM MPUMEHSUINCH MOBTOPHBIE CYTOUHBIE
J03bI 10 8 MT/KT (MakcuMalibHas 00mmas 103a 896 Mr), mpu ATOM IPU3HAKOB J030JIMMUTHPYIOMIEH
TOKCHYHOCTH HE OTMEUaIoCh. B 0OIHOM CIIOHTAaHHOM CIIy4ae COOOIIaIoch O MPUMEHEHUH 103bI

16 Mr/Kr/CyTKHM y HOBOPOXXICHHOTO MalleHTa. HekenaTeNbHBIX peakilHidi, CBI3aHHBIX C TaKOM
BBICOKOM /1030, HE HAOII0IAI0Ch.

Her mannbIX 0 mepemo3upoBke MukadyHTHHA. B ciaydae BO3MOXKHOW TEpPEAO3UPOBKH CIIEIYET
OPUMEHSTHh O0IlKe MOIIEPKUBAIOIIUME MEpbl B CHUMITOMaruyeckoe JieueHue. MukadyHrun

XapaKTCPU3YCTCA BBICOKOM CTCIICHBIO CBSI3bIBAHUS ¢ O€JIKaMU U HE BBIBOAUTCA ITPU AUATINU3C.

B3aumoneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CPeACTBAMH

MuxkadyHrun o0nasaeT HU3KUM MOTEHLIMAIOM B3aMMOACUCTBUIN C JIEKapCTBEHHBIMU CPEICTBAMU,
KOTOpbIE METa00IM3UpYIOTCs ¢ yuactueM nzopepmernToB CYP3A.

MukapyHIuH HeNlb3si CMEIIMBAaTh WJIM BBOJAUTH TMAlMEHTaM OJHOBPEMEHHO C JIPYTUMH
dapmarneBTHUECKUMH TpoAyKTamu, 3a uckimoueHuem 0,9 % pactBopa xmopuga Hatpus U 5 %
pacTBoOpa IEKCTPO3bI.

[Ipu onHOBpeMEHHOM NpUMEHEHHMH MHUKa(dyHTMHA ¢ TaKMMM Ipernaparamu, Kak MUKogeHojaTa
MoO(eTHII, HUUKIOCHOPUH, TaKPOJIHUMYC, MPEIHH30JO0H, CHUPOIUMYC, HU(EIUNHH, (QIyKOHA307,
pUTOHaBHp, pUAMIIUINH, UTPAKOHA30J, BOPUKOHA30J1 M amdoTepuuuH B, koppekmuu pexuma
JI03UPOBaHMs MUKa(yHTHHA HE TpeOyeTCs.

[Ipu wucnons3oBanun Mukapyaruaa AUC wuTpakoHa3oja, cHpoJMMyca U HUEIUNHHA
HE3HAYMUTEIbHO yBenuunBanach —Ha 22 %, 21 % u 18 % cooTBeTcTBEHHO.

CoBMmecTHOE TpUMEHEHHe MUKaQyHTHHA U am(oTepunrHa B ne3okcuxonara accoumpoBaioch ¢

30 % moBkIIEHHEM dKCTIO3UIHK amdoTrepuiinHa B nezokcuxomnara. [IocKoIbKy 3TO MOXET UMETh
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KJIIMHAYECKOE 3HAUYEHHE, K TAKOMY COBMECTHOM anMégé;'H;naE:'%gi@EJ EM%@J%Q&% '8 oM

cly4yae, €CId TMO0Jb3a SIBHO TPEBBIIAET PHUCK, C TINATEIbHBIM KOHTPOJEM TOKCHYHOCTH
amdorepunriaa B nezokcuxomnara.

[TarmenTaMm, MoTy4yarOUMM CUPOIMMYC, HU(ETUTTHH WM UTPAKOHA30]1 B KOMOMHAIIUY C penapaToM
MuxkadyHruH, He00X0IUM MOHUTOPHUHT C LENbIO BBISBICHHUS TOKCHYECKOTO JEHCTBHS CUPOIMMYCa,

HI/I(I)G,Z[I/IHI/IHa HJIM UTPAKOHA30J1a U, IIpU HGO6XO,Z[I/IMOCTI/I, CHUIKCHUS JO3bl YKA3aHHBIX IPCIapaToB.

Oco0ble ykazaHust

[Tpu BBeneHNKM MukadyHTHHA BO3MOXHBI aHa(pUIaKTHIEeCKHe/aHa(UITaKTOUIHBIC PEaKITUH, BKITIOUYas
mok. [Ipy MX BO3HMKHOBEHMHM HEOOXOJUMO MPEKpaTHTh HH(QY3UI0 MHUKapyHIMHA W HA3HAYUThH
HEoOX0AMMOe JICUCHHE.

[Ipu nmpuMeHeHNN MHUKaQyHTHHA BO3MOXKHO TMOSIBICHHE YKCPOTHMATUBHBIX KOXKHBIX PEAKIHHA, TAKHX
Kak cuHapoM CtuBeHca-J[)KOHCOHA M TOKCUYECKHUI 3MHIepMaIbHbIA HEKpoau3. Ecnu y manueHToB
pa3BUBaeTCs Chlllb, UX CIEAYET TIIATeIbHO KOHTPOJMPOBaTh W TMPEKpaTUTh MpUEM Iperapara
Mukadyuuz B ciydae ee mporpecCupoBaHusl.

B penkux ciaydasx y mHanueHTOB Ha (OHE JICUeHHs MHUKA(QyHTHHOM HAOIIOJAINCh TEeMOJIU3 U
TeMOJIUTHYECKAs] aHEMHUSL.

[Ipy moOsBIEHUU KIMHUYECKHX WM J1a0OpaTOPHBIX MPU3HAKOB TEMOJN3a, CIEIyeT OOeCHeuuTb
TIIATELHBIA MOHHTOPUHT 32 COCTOSIHHEM IIal[UeHTa M OLEHUTHh COOTHOIICHHWE PUCKA U TIOJB3bI
NPOJOJKEHUS JICUCHUSI.

[Tpu mpumeHeHnn MuUKaQyHTMHA OTMEUEHO HM3MEHEHHE (DYHKIMM MOYEK, B TOM YHCJE pPa3BUTHE
MOYEYHON HEIOCTAaTOYHOCTH, MO3TOMY BO BpeMs JIeUeHUs] HEOOXOIMMO OOECHeUUTh TIIATEIbHbIH
MOHHUTOPHHT (DYHKIIMH TIOYEK.

[TpumeneHne MukadyHIHHA MOYKET COMPOBOXKIATHCS 3HAYUTEILHBIM yXY/IIICHUEM (PYHKIHH ITeYCHU
(yBemmuenue aktuBHOCTH AJIT, ACT nmm obmiero ounmmnpyOuHa, 6osiee yem B 3 pasa MpeBbIMIAoIIee
BEPXHIOIO T'PAaHUILy HOPMBI) KaK Y 3/J0POBBIX JOOPOBOJIBIIEB, TAK U y MMALIMEHTOB. B 0TAEIBbHBIX CiTydasx
oTMeuanu Ooniee TsDKEMyIo MUC(HYHKUIMIO MedeHH (remaTuT WIM MEeYeHOYHas HEIOCTaTOYHOCTh C
JIeTaJIbHBIM UCXO0ZI0M). Y MAIMEHTOB B BO3pacTe A0 2 JIET YBEIMUCH PUCK FeNaTOTOKCUYHOCTH.

VY KpbIc Tipu BBelEHUH MHUKaQyHTHHA B TE€UEHHE > 3 MecsleB HA0JI0JaIOCh MOSBICHUE JOKATbHBIX
0YaroB U3MEHEHHBIX TEMaTOIHUTOB U (HOPMUPOBAHUE NIEUEHOYHO-KJIETOUHBIX OIyX0Jiei. 3HAaYUMOCTb
aToro (akra AN KIMHMYECKOrO MpPUMEHEHHsT MUKa(yHTHMHA Yy TAIeHTOB HE YCTaHOBIEHa. B
npoliecce MpuMeHeHus npenapara Mukadynna Heo0X0IMMO 00eCeYUTh TINATEIbHBI MOHUTOPHHT
¢byHkumu nedeHu. [[ng Toro, 4yToObl CBECTM K MUHUMYMY PHUCK aJalTHBHOM pereHepanvu M, Kak
CIIEZICTBHE, BO3MOXKHOTO MOCJEIYIOIIEro 00pa3oBaHMs OIMyXOJel MEeYeHU, MPU 3HAUYUTETbHOM WU

MEPCUCTUPYIOLICM ITOBBIIIICHUH AKTHUBHOCTH aHaHI/IHaMI/IHOTpaHC(bepaSBI, acrapTaTaMHUHO-
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TpaHcdepasbl peKOMEHTyeTCsl OTMEHa Ipenapard.

Jleuenue npenapaToM Mukadyiua cieayeT mpoBOAUTb, TIIATEIFHO B3BEIINBAs COOTHOIICHUE PUCKA
U TIOJTBb3bl, OCOOCHHO Y TAIMEHTOB C TSHKEIBIM HapylIeHHeM (YHKIUHU MMEYCHU WM XPOHUYCCKUMHU
3a00JIeBaHUSIMH TI€YEHHU, KOTOPbIE MPEACTABISIOT COOOM MPENOMyX0JIeBbIE COCTOSHUS, TaKue, Kak
BbIpa)KeHHBIN (UOPO3 MeueHu, HUPPO3, BUPYCHBIHM renaTut, 00JIe3HN NIeUeHH Y HOBOPOXKACHHBIX WITH
BpPOXKJICHHBIE (PEPMEHTOMATUH, a TAaKKe B CIIyd4ae OJHOBPEMEHHOIO MPUMEHEHHUsS IpenapaTos,
OKa3bIBAIOIIHNX IEMaTOTOKCHYECKOE H/UIH TeHOTOKCHUYECKOE JICHCTBUE.

YacToTa HEKOTOPHIX HEXKEIATeIbHBIX PEAKIMii OblIa BHIIIC Y JETEH, YeM y B3POCIBIX MAIMEHTOB. Y
nereit 10 1 roma nmpuMepHoO B JiBa pa3za otMedanioch yBennueHue aktuBHOCTH AJIT, ACT u menounoi
docdarasel, uem y nereit crapmie 1 roga. Hambosee BEpOsSTHOW NMPUYMHOW ATHX Pa3iIuduil OBLIO
pa3HOEe MCXOJHOE COCTOSIHUE JeTeil 10 1 roga B KIMHUYECKUX HCCIEIOBAaHUSX, MO CPABHEHUIO C
JeTbMU OoJiee CTapIlero Bo3pacra 1 B3poC/IbIMU NMarreHTaMyu. Ha MOMEHT BKITIOUEHUS B iCCIIeI0BaHUE
JIOJIs TTALIMEHTOB C HEUTPOIIeHHEH, TOCIe aNIOTeHHOM TPaHCIUIaHTAllMK KOCTHOTO MO3Ta, a TaKkXke CO
3JI0KQUYECTBEHHBIMU T€MaTOJIOTMYECKUMHU 00pa3oBaHMsIMU cpeau aereit (cootBercTBeHHO 40,2 %,

29,4 % u 29,1 %) Oblna B HECKOJIBKO pa3 BBIIIE, YEM CPEH B3POCIbIX (cOOTBETCTBEHHO 7,3 %, 13,4 %
u 8,7 %).

Conepxanue HaTpusl B nipernapaTe Mukadynu coctaBiseT MeHee 1| MMonb Hatpus (23 Mr) Ha J103Yy.

Takum 06pa3om, OH «HE COIEPKUT HATPHID.

Biusinue Ha cIOCOOHOCTH YNIPABJAATH TPAHCIOPTHBIMY CPEICTBAMM, MEXaHU3MAMU

Hukakux wuccienoBaHuii 1O OIEHKE BIUSHUS MUKaQyHTMHA Ha CIOCOOHOCTH YNPaBIAThH
TPAHCIIOPTHBIMU CPEJICTBAMH M pabOTy ¢ MeXaHM3MaMHU He MpOoBOAWUIIOCh. OJHAKO BO3MOKHO
BO3HUKHOBEHHE HEXKEJATEIbHBIX pEakUuil, KOTOpbIE MOI'YT OTPHULATEIIBHO IOBIUATH Ha

CIOCOOHOCTb YNPAaBIISATh TPAHCHOPTHBIMU CPEICTBAMU U pabOTy ¢ MEXaHU3MaMHU.

®opma BBIILYyCKA

JlmodummzaT nis mpuroToBieHUs pactBopa A nHdy3uid, 50 mr, 100 mr.

ITo 50 mr umm 100 Mr MukadyHTHHA BO ()JIAKOHBI BMECTUMOCTBIO 10 MIT M3 6€CIIBETHOTO CTEKJIA THUTIA
I, repMeTMYHO YKYNOpEHHBIE MPOOKAMU PE3MHOBBHIMH MEIUIIMHCKUMH ¥ KOJMA4YKaMH
ATIOMHUHHMEBBIMU WM KOJIMAaYKaMU aJIOMUHHEBBIMU C IUIACTUKOBBIMU KpBIIIKAMH THMA «(uurm-
ohd».

ITo 1 ¢makony ¢ mpenapaTom BMeCTe ¢ MHCTPYKIHEH O MEAMIIMHCKOMY PUMEHEHUIO (JTMCTKOM-

BKJIAJIBIIIIEM) B TAYKY KApTOHHYIO.

YciaoBusi XxpaneHust
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COOTBETCTEYET 3KCNEPTHOMY OTYETY
ot 26.09.2024 N= 20744

(NOCNEAQCBATENBEHOCTL 0003)

XpaHHUTh B HEJOCTYITHOM JIJIsl IETEN MECTe.

[Tpu Temmnepatype He Boie 25 °C B OpUTHHAIBHON yHakoBKe ((JIakOH B MayKe).

Cpox rogHoctu
3 ronma.

He IPUMCHATH 11O UCTCUCHNH CPOKA I'OJHOCTH.

YcaoBus ornycka

OTnyckaroT 1o pelenry.

Jep:xaTesib perucTpaMOHHOI0 YA0CTOBEPEeHUs

000 «Andapmay, Poccus

127247, r. MockBa, BH. Tep. I. MyHUIIMNAIbHBIN OKpyr Bocrounoe Jlerynuno, mi. JIMutpoBcKoe,
a. 100, ctp. 2, nomemnt. 4541R4

Ten.: +7 495 744 3000

On. mouTta: info@al-farma.com

ITpousBoauTenn
Poccniickas @enepanys
000 «KKOMITAHUA «IEKO»

TBepckas 0071., BeimiaeBoonkuii paitoH, rmoc. 3eneHoropckuid, yii. CoBerckas, 1. 6a.

YnakoBmuk (BTOpHYHas (MOTPeOUTEIbCKASA) YIIAKOBKA U BBINYCKAKIMI KOHTPOJIb
KayecTBa

Poccuiickas @enepanus

000 «<KOMITAHUA « IEKO»

Tsepckas 0671., BeiHeBononkuii paiioH, noc. 3eneHoropckui, yi. Coerckas, 1. 6a.

WIH

Poccniickas @enepanys

AO «AJITEI'PA», Poccus

141983, MockoBckas 0011., r.0. JlyOHa,

r. ly6na, npocrniexkt Haykwu, 1. 33

Opranuszanus, NPUHUMAIOLIAS NIPETeH3UU NOTpeduTe el
00O «AI'EHTCTBO 10 ®PAPMAKOHA/I30PY «®PAPMKOMIUIAEHC», Poccus

117186, r. Mocksa, yn. Haropuas 1. 15-8, mom. I, od. 61
14
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Tem.: +7 495 142 24 87
Mo6.: +7 901 369 45 95

On. moura: pv(@farmakonadzor.com

COOTBETCTEBYET 2KCNEPTHOMY OTYETY
o1 26.05.2024 N= 20744
(NMOCNEOCBATENEHOCTE 0003)
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